OFFICE OF THE STATE DRUGS CONTROLLER
DRUGS & FOOD CONTROL ORGANIZATION
JAMMU &KASHMIR

Sub: - Prohibition of manufacture for sale , distribution for Human Use of
drugs of 156 Fixed Dose Combinatuions.

ORDER

Whereas, the Drugs Technical Advisory Board (DTAB) is constituted
under the provisions of Section 5 of the Drugs & Cosmetics Act, 1940 to advise
the Central Government and the State Governments on technical matters arising
out of the administration of the aforesaid Act and to carry out the other
functions assigned to it by this Act | &

Whereas, on the basis of matters examined by the Expert Committee(s)
appointed by the Central Government , the DTAB after futher examination &
evaluation has recommended that there is no therapeutic justification for the
ingredients contained in 156 Fxed Dose Combinations of drugs : &

Whereas , the DTAB has also recommended that FIXCs of such 156
drugs may involve risk to human beings & hence in the larger public interest ,
it is necessary to prohibit the manufacture; sale or distrbution of such FDCs &
any kind of regulation or restriction to allow for any use in patients is not
justifiable ; &

Whereas, the Ministry of Health & Family Welfare (Department of
Health & Family Welfare) is satisfied that the use of such 156 FDCs of drugs is
likely to involve risk to human beings whereas safer alternatives to the said
drugs are available.

Whereas, the Ministry of Health & Famly Welfare (Central
Government) . in exercise of powers conferred by section 26A of the Drugs &
Cosmetics Act, 1940 hereby prohibits the manufacture for sale . sale and
distribution for human use of drugs of 156 FDCs in terms of various 5.0 issued
vide Notification dated 2™ August , 2024, (List of 156 FDCs indicating the
S.0 Number against each FDC is annexed herewith as Annexure A).

Now, therefore , in light of the above explained scenarion following
directions are issued with immediate effect :

\ %



a) All the manufacturers existing within the Union Territory of Jammu &
Kashmir holding License(s) / Product Approvals to manufacture for sale, sale
and distribution of various drug formulations are hereby ordered to stop
manufacture for sale, sale and distribution of prohibited FDCs ( as reffered
above) if any with immediate effect & the prohibited FDCs if held by any
manufaciuring wniifs) iv‘are deemed to be withdrawn ;

b) All the manufacturers existing within the Union Territory of Jammu &
Kashmir holding License(s) / Product Approvals of prohibited FINs (as
reffered abave) if any to submit the original copies of such product approvals
for cancellation_from office records ;

¢} All the manufacturers existing within the Umion Territory of Jammu &
Kashmir holding License(s) / Product Approvals of prohibited FDCs {as
reffered above) if any fo initiate procedure of product recall on immediate
basis & submitt a detailed report in this behalf w.r.t action taken within a
periad of one month positively without fail ;

d) All the manufacturers existing within the Union Territory of Jammu &
Kashmir holding License(s) / Product Approvals of prohibited FDCs fas
reffered above) if any to dispose off the recalled productis) of batchies) as per
SOP in vogue ;

e) Dv. Drugs Controller Jammu / Koshmir & ANl Assistamt Controller Drugs
fconcermed)  shall instruct the enforcement officers working in  their
respective jurisdsictions to ensure that the prohibited FIDNCs are refurned back
by the stakeholders in the supply chain fo their principal sources & no such
FDC is / are available in the market for sale | sale and distribution with

immediate ¢ffect.

nys -
No. DFQ/D- 1015/de 55~ v 5 (Lotika Khajuria)
Dt ;1'} o 21\, Controlling cum Licensing Authority
Encl: {As referted) Drug & Food Contrgl Organization,
Yooy ek
Copy To: e
1. Secretary to Government, Health and Medical Education Department. Civil Sectt, JEK Tor Fevour
of information.

2. Dvugs Controller General of India, FDA Bhawan, Kotla Road, Delhi for favour of information

3. Director SKIMS, Srinagar Tor imformation,

4,  Principal Medical College, Jammu ¢ Srinagar for information.

5. Principal New Medical Colleges, J&K for information.

fi.  Dhrector Health Services, Jammu / Srinagar for intormation.

7. Dircctor Family Welfare MCH & Immunization J&K Jammu for informition,

#,  Mansging [drector , Jammu & Kashmir Medical Supplies Corporation Lid for information,

9, Deputy Drugs Controller, Jammu ¢ Kashmir for information und necessary compliance

0. ADC, CHSCO India, Sub Zonal Office, Jammu for information,

11, All Asststant Controlber Dneggs  Tor necessary complisnce.

2. Drugs Control Officess (M) Jammu [ Kashmie o ensure compliance by Manufacterens

{concermed)

13 President JE Pharma Manufacturers Assocusion,

4. President Pharma Distributors Association J&K

5. President Chemists & Druggists Assotintion J&k.

6. All Manufacturing Units { Concerned) J&K for necessary compliance

Webaite,



SN FIXED DOSE COMBINATION( FDC) ORDER NO. DATED
Amylase + Protease + Glucoamylase + Pectinase + Alpha Galactosidase + Lactase + Beta-Gluconase +
1 Cellulase + Lipase + Bromelain + Xylanase + Hemicellulase + Malt diastase + Invertase + Papain S.0.3285 (E) |02.08.2024
2 Antimony Potassium Tartrate + Dried Ferrous Sulphate S.0.3286 (E) 102.08.2024
Benfotiamine + Silymarin + L-Ornithine L-aspartate + Sodium Selenite + Folic acid + Pyridoxine 02.08.2024
3 hydrochloride S.0.3287 (E)
4 Bismuth Ammonium Citrate + Papain S.0.3288 (E) (02.08.2024
5 Cyproheptadine HCI + Thiamine HCI + Riboflavine + Pyridoxine HCI + Niacinamide S.0.3289 (E) [02.08.2024
Cyproheptadine Hydrochloride + Tricholine Citrate + Thiamine Hydrochloride + Riboflavine + Pyridoxine 02.08.2024
6 Hydrochloride S.0.3290 (E)
02.08.2024
7 Rabeprazole Sodium (As enteric coated tablet) + Clidinium Bromide + Dicyclomine HCI + Chlordiazepoxide |S.0.3291 (E)
02.08.2024
8 Fungal Diastase + Papain + Nux vomica Tincture + Cardamom Tincture + Casein Hydrolysed + Alcohol S.0.3292 (E)
9 Mefenamic Acid + Paracetamol Injection S.0.3293 (E) (02.08.2024
10 Omeprazole Magnesium + Dicyclomine HCI S.0.3294 (E) (02.08.2024
02.08.2024
S-adenosyl methionine + Metadoxine + Ursodeoxycholicacid BP + L-Methylfolate Calcium eq. to L-
11 Methylfolate + Choline bitartratee + Silymarin + L-ornithine Laspartate + Inositol + Taurine S.0.3295 (E)
Silymarin + Thiamine Mononitrate + Riboflavin + Pyridoxine HCI + Niacinamide + Calcium pantothenate + 02.08.2024
12 Vitamin B12 S.0.3296 (E)
13 Silymarin + Pyridoxine HCI + Cyanocobalamin + Niacinamide + Folic Acid S.0.3297 (E) |02.08.2024
14 Silymarin + Vitamin B6 + Vitamin B12 + Niacinamide + Folic acid + Tricholine Citrate S.0.3298 (E) |02.08.2024
Sodium Citrate + Citric Acid Monohydrate Flavored with Cardamom Oil, Caraway Qil, Cinnamon Oil, Clove 02.08.2024
15 Oil, Ginger Qil + Alcohol S.0.3299 (E)
16 Sucralfate + Acelofenac S.0.3300 (E) [02.08.2024
17 Sucralfate + Domperidone + Dimethicone S.0.3301 (E) (02.08.2024
18 Sucralfate + Domperidone S.0.3302 (E) (02.08.2024
Tincture Ipecacuanha + Tincture Urgenia + Camphorated Opium Tincture + Aromatic Spirit of Ammonia + 02.08.2024
19 Chloroform + Alcohol S.0.3303 (E)
20 Ursodeoxycholic Acid + Metformin HCI S.0.3304 (E) |02.08.2024




Weak Ginger tincture + Aromatic Spirit of Ammonia + Peppermint Spirit + Chloroform + Sodium 02.08.2024
21 Bicarbonate + Compound Cardamom + Alcohol i S.0.3305(E)
22 Sucralfate + Pantoprazole Sodium + Zinc Gluconate + Light Magnesium Carbonate S.0.3306 (E) [02.08.2024
23 Aloe + Vitamin E Soap S.0.3307 (E) (02.08.2024
24 Povidone lodine+ Metronidazole + Aloe S.0.3308 (E) (02.08.2024

Azelaic acid + Tea Tree Oil + Salicylic acid + Allantoin + Zinc oxide + Aloe vera + Jojoba oil + Vitamin E + 02.08.2024
25 Soap noodles S.0.3309 (E)
26 Azithromycin + Adapalene S.0.3310 (E) (02.08.2024
27 Calamine + Aloes + Allantoin S.0.3311 (E) (02.08.2024
28 Calamine + Diphenhydramine Hydrochloride + Aloe + Glycerine + Camphor S.0.3312 (E) |02.08.2024
29 Chlorphenesin + Zinc oxide + Starch S.0.3313 (E) (02.08.2024
30 Clindamycin Phosphate + Zinc acetate S.0.3314 (E) |02.08.2024
31 Gamma Benzene Hexachloride + Benzocaine S.0.3315 (E) (02.08.2024
32 Glucosamine hydrochloride + Diacerein + Menthol + Camphor + Capsaicin S.0.3316 (E) |02.08.2024
33 Hydroxyquinone 2.0%w/w + Octyl Methoxycinnamate 5.0% w/w + Oxybenzone 30 % w/w S.0.3317 (E) |02.08.2024
34 Ketoconazole +Zinc Pyrithione +D-Panthenol +Tea Tree Oil +Aloes S.0.3318 (E) (02.08.2024
35 Ketoconazole +Aloe vera+ Vitamin A Acetate S.0.3319 (E) (02.08.2024
36 Ketoconazole +Aloes + ZPTO S.0.3320 (E) (02.08.2024
37 Kojic Acid +Arbutin +Octinoxate +Vitamin E + Mulberry S.0.3321 (E) |02.08.2024
38 Lornoxicam +capsaicin +menthol+ camphor S.0.3322 (E) |02.08.2024
39 Lornoxicam + Thiocolchicoside +Oleum Lini +Menthol + Methyl salicylate S.0.3323 (E) |02.08.2024
40 Menthol + Aloe vera Topical Spray S.0.3324 (E) [02.08.2024
41 Menthol +Lignocaine HCl +Aloe vera gel +Clotrimazole +Diphenhydramine S.0.3325 (E) (02.08.2024
42 Miconazole nitrate + Gentamicin + Fluocinolone Acetonide +Zinc Sulphate S.0.3326 (E) |02.08.2024
43 Miconazole +Tinidazole S.0.3327 (E) (02.08.2024
44 Minoxidil +Aminexil+ Alcohol S.0.3328 (E) (02.08.2024
45 Minoxidil +Azelaic acid + saw palmetto S.0.3329 (E) (02.08.2024
46 Minoxidil +Aminexil S.0.3330 (E) (02.08.2024
47 Pine Bark extract+ Kojic acid +Sodium Ascorbyl Phosphate S.0.3331 (E) |02.08.2024
48 Povidone lodine +Tinidazole +Zinc sulphate S.0.3332 (E) |02.08.2024
49 Povidone lodine + Ornidazole + Dexpanthenol S.0.3333 (E) |02.08.2024
50 Salicyclic acid +Aloe vera+ Allantoin +D-Panthenol S.0.3334 (E) (02.08.2024




02.08.2024

51 Silver sulphadiazine +Chlorhexidine Gluconate solution +Allantoin + Aloe vera gel +Vitamin E acetate S.0.3335 (E)
52 Sodium salicylate + Zinc gluconate + Pyridoxine HCI S.0.3336 (E) [02.08.2024
53 Tetracycline + Colistin Sulphate S.0.3337 (E) 102.08.2024
54 Clomiphene +Ubidecarenone S.0.3338 (E) (02.08.2024
55 Combikit of Clomiphene Citrate + Estradiol Valerate S.0.3339 (E) (02.08.2024
56 Flavoxate HCl +Ofloxacin S.0.3340 (E) (02.08.2024
57 Clomiphene Citrate +N-Acetylcysteine S.0.3341 (E) |02.08.2024
58 Primerose Oil +Cod liver oil S.0.3342 (E) (02.08.2024
59 Sildenafil Citrate +Papaverine +L-Arginine S.0.3343 (E) (02.08.2024
60 Tranexamic acid +Mefenamic acid + Vitamin K1 S.0.3344 (E) (02.08.2024
61 Divalproex Sodium +Oxcarbazepine S.0.3345 (E) (02.08.2024
62 Divalproex Sodium + Levetiracitam S.0.3346 (E) (02.08.2024
63 Ergotamine tartrate +Caffeine + Paracetamol +Prochlorperazine maleate S.0.3347 (E) |02.08.2024
64 Piracetam + Ginkgo biloba extracts + Vinpocetin S.0.3348 (E) [02.08.2024
65 Ginkgo biloba + methylcobalamin S.0.3349 (E) (02.08.2024
66 Ginkgo biloba + methylcobalamin + Alpha lipoic acid +Pyridoxine HCI S.0.3350 (E) |02.08.2024
67 Ginseng Extract +Dried extract of Ginkgo Biloba S.0.3351 (E) |02.08.2024
68 Meclizine HCl+ Paracetamol + Caffeine S.0.3352 (E) (02.08.2024
69 Nicergoline + Vinpocetine S.0.3353 (E) |02.08.2024
70 Gamma Linolenic Acid + Methylcobalamin S.0.3354 (E) (02.08.2024
71 Beclomethasone Dipropionate + Neomycin Sulphate + Clotrimazole + Lignocaine HCI S.0.3355 (E) [02.08.2024
72 Boric acid+ Phenylephrine HCI + Naphazoline Nitrate + Menthol + Camphor S.0.3356 (E) [02.08.2024
73 Naphazoline HCl + Chlorpheniramine Maleate + Zinc Sulphate + Hydroxy Propyl Methyl Cellulose S.0.3357 (E) |02.08.2024
Chlorpheniramine Maleate + Naphazoline HCl + Zinc Sulphate + Sodium Chloride + Hydroxy Propyl Methyl 02.08.2024
74 Cellulose S.0.3358 (E)
75 Chlorpheniramine Maleate + Naphazoline HCl + Hydroxy Propyl Methyl Cellulose S.0.3359 (E) [02.08.2024
76 Chlorpheniramine Maleate + Sodium Chloride + Boric Acid + Tetrahydrozoline HCI S.0.3360 (E) (02.08.2024
77 Chlorpheniramine Maleate + Phenylephrine HCl + Antipyrine S.0.3361 (E) [02.08.2024
Ketorolac Tromethamine + Chlorpheniramine Maleate + Phenylephrine HCI + Hydroxy Propyl Methyl 02.08.2024
78 Cellulose S.0.3362 (E)
79 Ketorolac Tromethamine + Flurometholone S.0.3363 (E) (02.08.2024
80 Naphazoline HCI + Zinc Sulphate + Boric Acid + Sodium Chloride+ Chlorpheniramine Maleate S.0.3364 (E) |102.08.2024




02.08.2024

81 Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Boric Acid + Borax + Menthol + Camphor S.0.3365 (E)
Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate +Boric Acid + Sodium 02.08.2024

82 Chloride + Zinc Sulphate S.0.3366 (E)
83 Naphazoline HCl + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate +Boric Acid S.0.3367 (E) 102.08.2024
84 Naphazoline HCl + Chlorpheniramine Maleate + Methyl Cellulose S.0.3368 (E) (02.08.2024
85 Naphazoline HCl + Hydroxy Methyl Cellulose + Boric Acid + Menthol + Camphor S.0.3369 (E) [02.08.2024
Naphazoline HCI + Boric Acid+Menthol+Camphor +Methyl Cellulose + Chlorpheniramine Maleate + Zinc 02.08.2024

86 Sulphate + Sodium Chloride S.0.3370(E)
02.08.2024

87 Naphazoline HCI + Phenylephrine HCl+ HPMC + Chlorpheniramine Maleate + Menthol+ Camphor S.0.3371 (E)
Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate + Boric Acid + Sodium 02.08.2024

88 Chloride + Zinc Sulphate + Menthol + Camphor S.0.3372 (E)
Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate + Boric Acid +Zinc 02.08.2024

89 Sulphate S.0.3373 (E)
Naphazoline HCI + Azelastine HCl+ Sodium Carboxy Methyl Cellulose + Menthol + Camphor + Stabilized 02.08.2024

90 Oxychlorocomplex S.0.3374 (E)
Naphazoline HCl + Sodium Carboxy Methyl Cellulose + Menthol + Camphor + Stabilized Oxychloro 02.08.2024

91 complex S.0.3375 (E)
Naphazoline Nitrate + Chlorpheniramine Maleate + Phenylephrine HCI + Hydroxy Methyl Cellulose + Boric 02.08.2024

92 Acid+ Menthol+ Camphor S.0.3376 (E)
93 Naphazoline Nitrate + Chlorpheniramine Maleate + Zinc Sulphate + Boric Acid + Sodium Chloride S.0.3377 (E) |02.08.2024
94 Norfloxacin + Tinidazole (with Betacyclodextrin) Eye ointment S.0.3378 (E) [02.08.2024
95 Ofloxacin + Beclomethasone Dipropionate + Lignocaine HCI S.0.3379 (E) |02.08.2024
96 Naphazoline HCl + Chlorpheniramine Maleate + Phenylephrine HCI + Menthol + Camphor S.0.3380 (E) [02.08.2024
02.08.2024

97 Phenylephrine HCl + Naphazoline HCI +Menthol+ Camphor + Hydroxy Propyl Methyl Cellulose S.0.3381 (E)
98 Phenylephrine HCl + Naphazoline HCI + Menthol + Camphor S.0.3382 (E) [02.08.2024
02.08.2024

99 Sulphacetamide Sodium + Zinc Sulphate + Chlorpheniramine Maleate + Boric acid + Sodium Chloride S.0.3383 (E)
100 Zinc Sulphate + Boric acid + Naphazoline HCl + Sodium Chloride + Phenyl Ethyl Alcohol S.0.3384 (E) |02.08.2024
101 Cetirizine HCI + Paracetamol + Phenylephrine HCI S.0.3385 (E) 102.08.2024
102 Cetirizine HCl + Phenylephrine HCI S.0.3386 (E) |02.08.2024




103 Levocetirizine + Phenylephrine HCI S.0.3387 (E) [02.08.2024
104 Levocetirizine + Phenylephrine HCI + Paracetamol S.0.3388 (E) (02.08.2024
105 Phenylephrine HCl + Paracetamol + Levocetirizine HCI + Menthol S.0.3389 (E) [02.08.2024
106 Levocetirizine HCl + Ambroxol HCI + Paracetamol S.0.3390 (E) (02.08.2024
107 Levocetirizine HCl + Ambroxol HCI + Phenylephrine HCI S.0.3391 (E) (02.08.2024
108 Diethylcarbamazine Citrate + Chlorpheniramine maleate S.0.3392 (E) (02.08.2024
109 Diethylcarbamazine Citrate + Levocetirizine HCI S.0.3393 (E) |02.08.2024
110  |Ambroxol HCI + Phenylephrine HCl + Guaiphenesin S.0.3394 (E) |02.08.2024
111 Bromhexine HCl + Phenylephrine HCl S.0.3395 (E) |02.08.2024
112 Etofylline + Theophylline anhydrous eq. to Theophylline hydrate + Ambroxol HCI S.0.3396 (E) |02.08.2024
113 Etofylline + Theophylline anhydrous eq. to Theophylline hydrate+ Montelukast S.0.3397 (E) |02.08.2024
114 Ambroxol HCI + Terbutaline Sulphate + Ammonium Chloride + Guaiphenesin + Menthol S.0.3398 (E) (02.08.2024
115 Ambroxol HCI + Salbutamol Sulphate + Ammonium Chloride + Guaiphenesin + Menthol S.0.3399 (E) |02.08.2024
116 Cetirizine HCI + Terbutaline Sulphate + Ambroxol HCl + Guaiphenesin S.0.3400(E) [02.08.2024
Dextromethorphan Hydrobromide + Chlorpheniramine Maleate + Ammonium Chloride + Sodium Citrate 02.08.2024

117 + Menthol S.0.3401 (E)
118 Salbutamol Sulphate + Bromhexine HCI + Guaiphenesin + Ammonium Chloride + Menthol S.0.3402 (E) (02.08.2024
119 Terbutaline Sulphate + Bromhexine HCl + Chlorpheniramine Maleate S.0.3403 (E) (02.08.2024
02.08.2024

120 Chlorpheniramine Maleate + P.G Sulphonate + Ammonium Chloride + Sodium Citrate + Menthol S.0.3404 (E)
121 Aminophylline + Ammonium Chloride + Sodium Citrate S.0.3405 (E) |02.08.2024
122 Paracetamol + Chlorpheniramine Maleate + Phenyl Propanolamine S.0.3406 (E) [02.08.2024
123 Trithioparamethoxyphenyl Propene + Chlorpheniramine Maleate S.0.3407 (E) |02.08.2024
124  |Aceclofenac 50mg + Paracetamol 125mg oral liquid S.0.3408 (E) [02.08.2024
125 Aceclofenac 50mg + Paracetamol 125mg tablet S.0.3409 (E) |02.08.2024
126 Adenosine triphosphate diphosphate + Magnesium Orotate S.0.3410 (E) |02.08.2024
127 Amoxicillin Trihydrate + Dicloxacillin Sodium + Lactobacillus S.0.3411 (E) (02.08.2024
128 Camylofin Dihydrochloride 25 mg + Paracetamol 300mg S.0.3412 (E) (02.08.2024
129 Cefixime+ Acetyl Cysteine S.0.3413 (E) |02.08.2024
130 Cephalexin Monohydrate + Serratiopeptidase S.0.3414 (E) |02.08.2024
131 Cetyl Myristoleate + glucosamine Sulphate Potassium +Methyl Sulfonyl methane S.0.3415 (E) |02.08.2024
Diacerin IP + Glucosamine Sulphate Potassium Chloride USP + MSM (Methylsulphonyl Methane) + Cetyl 02.08.2024

132 Myristoleate S.0.3416 (E)




133 Paracetamol+ Diclofenac Potassium + Caffeine Anhydrous S.0.3417 (E) 102.08.2024

134 Diclofenac sodium + Thiocolchicoside Injection S.0.3418 (E) |02.08.2024

135 Doxycycline + Ornidazole + Bromelain + Lactobacillus Rhamnosus + Lactobacillus Reuteri RC S.0.3419 (E) |02.08.2024

136 Doxycycline HCI + Betacyclodextrin + Serratiopeptidase S.0.3420 (E) |02.08.2024

137 Erythromycin stearate eq.to Erythromycin + Lactic acid Bacillus S.0.3421 (E) |02.08.2024

138 Etodolac + Paracetamol +Serratiopeptidase S.0.3422 (E) (02.08.2024

139 Flupirtine Maleate 400 mg + Paracetamol 325 mg tablet S.0.3423 (E) |02.08.2024

140 Glucosamine sulphate potassium chloride 410 mg + Chondroitin Sulphate 100 mg S.0.3424 (E) |02.08.2024
Glucosamine sulphate potassium chloride+ Methyl Sulphonyl Methane (MSM) + Sodium Borate + Copper 02.08.2024

141 Sulphate pentahydrate+ Manganese Sulphate + Vitamin D3 S.0.3425 (E)

142 Glucosamine Sulphate + Sodium chloride+ Manganese +Boron + Zinc + Copper S.0.3426 (E) [02.08.2024
Glucosamine sulphate + Chondroitin sulphate + Methylsulfonylmethane +Vitamin D3 + Vitamin E + 02.08.2024
Vitamin C + Selenium +Elemental Zinc +Elemental Manganese + Elemental Chromium + Elemental Copper

143 +Elemental Boron S.0.3427 (E)
Glucosamine sulphate + Methyl sufonyl methane + manganese sulphate +Vit E acetate +calcium 02.08.2024

144 Carbonate S.0.3428 (E)

145 Glucosamine Sulphate + Vitamin E acetate + Calcium Pantothenate + Vitamin D3 S.0.3429 (E) |02.08.2024

146 Glucosamine Sulphate Potassium chloride + Calcium Carbonate from an organic source (oyster shell) eq. to[S.0.3430 (E) [02.08.2024

147 Cetyl Myristoleate + Glucosamine Sulphate Potassium chloride + Methyl sulfonyl methane S.0.3431 (E) |02.08.2024
Glucosamine Sulphate Potassium chloride + Methyl sulfonyl methane +Calcium carbonate +Vitamin E+ 02.08.2024

148 Manganese S.0.3432 (E)

02.08.2024

149 Glucosamine Sulphate Potassium chloride + Calcium carbonate + Methyl sulfonyl methane +Vit D3 S.0.3433 (E)
Glucosamine Sulphate Potassium + Methyl sulphate Sodium+ Sulphonyl Methane +Chondroitin Sulphate 02.08.2024
Sodium+ Calcium Carbonate +Vitamin D3+Sodium Borate+ Cupric Oxide+ Colloidal Silicon Dioxide+

150 Manganese Chloride S.0.3434 (E)

151 Methocarbamol + Diclofenac Sodium Injection S.0.3435 (E) |02.08.2024

152 Paracetamol + Pentazocin S.0.3436 (E) (02.08.2024

153 Sucralfate +Domperidone+ Simethicone S.0.3437 (E) (02.08.2024

154 Sulfagquinoxaline +Diaveridine HCl+ Vitamin K S.0.3438 (E) |02.08.2024

155 Tramadol HCI +Dicyclomine HCl + Domperidone S.0.3439 (E) |02.08.2024

156  |Tramadol HCI +Paracetamol +Caffeine +Taurine S.0.3440 (E) |02.08.2024
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AT sfufer gt gargae a7 off 3% TwRSIE dit S 1 oft i e f oft & 2w
THRSTHT | qfase Saadl &1 s e 1T =T Tl gl =0 URSHT F AIeAT &l SITEH gl TFdT gl
qq: ATIF SATed H, Aol siv swaree arnft sfafF = 1940 £ amr 26F F srefiw =9 uwdieft &
fafamtor, e a7 fawor #1 afaver w21 saea® g1 IIE &l &9 | Tad gu, At | et §F g
F ITART T AT &7 arer et oft werre 1 fafaawe =1 fRdes = 7281 € | zater, e g 26%
 1efie it e v frerfer € STt 87

5117 GI/2024 )
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AT ITH AT THA T TATGHTL TS ohl BTN o AT T, T TR T Ag THTLTT g AT
o R d I MOty F aea 3yt F oo e F oo Rt s eiw g #r afafvg w9
gu =¥ faffatag Fear 5= R # sraea siw afi=ne &;

AT T, FT TLRTE, SHOTEr 3 qoree arRft sy, 1940 (1940 T 23) &t &TeT 26% FIT
TET ARRAT HT TART Fd gV, A ITART & 0 gATsast+ Méisr+ IqsArsasT+ Afaeasi+ e
TS+ dAFeSl+ fleT- TEHAa+ Goqas + ATRAS + AAAT+ JTSATAS+ grAFIAST + HIeE
TS+ SAST+ TUS 3iuTer o faar & forw fafamtor, e o fAawer & @a a9 & Jfaueg F:id! 2|

[®T. §. TF-11035/53/2014-FTTHFTHT (ATT-1V)]
TSI TLTA, AT (FTTA)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3285(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Amylase + Protease + Glucoamylase + Pectinase + Alpha
Galactosidase + Lactase + Beta-Gluconase + Cellulase + Lipase + Bromelain + Xylanase + Hemicellulase +
Malt diastase + Invertase + Papain is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Amylase + Protease + Glucoamylase + Pectinase + Alpha Galactosidase + L actase + Beta-Gluconase +
Cellulase + Lipase + Bromelain + Xylanase + Hemicellulase + Malt diastase + Invertase + Papain with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

F.3M. 3286(3H).— FalT ALK AT T Faq qumem g1 oI o2 o ghwet qrefomm erde+gar
B qothe Uty H AIq gus q99 (B 389% 7997 THRSTET Fgl 47 §) F START § AT &l
STITH B T HHTEAT § STl I<h Sier o giarq fased 3uaed &,

T, FEIT AR FIT A Ua 9w aiafad g = 7| & 9= it 12 7 o 3% fFews
A § =7 TR T TEE qT A

AT, Ofer AT TATERE a1 7 off 36 UHSHT i = FiT off 3w Rrerfver & off & =9
THRSHET | At SAFTAl T Al AThcd T AT Tl gl 36 THSHT F AISAT il SITEH gl TdT gl
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qq: ATIF SAfed H, Aol siv waree arnft sfaffeam 1940 ey 26F ¥ srefiw = uwdieft &
fafamtor, s a7 fEawor #1 afaver w27 saeas® g1 IIE & &9 | T@d gu, Tt | et o g
F ITART T i 3 arer fet oft werre 1 faffarm=r ar Rdem =g 721 81 zafor, Fae g 26%
& srefie wfaorer sheer it fRrwrier 7 ST 87

AT STETh Ih AT The ol TATGHTL ATS ol [ARTTETT F STLTE IL, FalT LR AT Tg THTHT
A IT T IT T I ffyr 3 ama swAn % forw B & oo f{fRwion, G siw e v afhfvg
*7q gu =8 fAfaafag wear o= e & sraea s wefi== 2;

AT AT, Feal T TERTL, AT T @ree arRft sttarf==w, 1940 (1940 7 23) &t &7 26%F FIT
TE ORIl T TN FXd gU, I d SUAN & o Gdiaet Mefdaw erde + g@ET $d g¢%he e &
forer & foro fafamion, feer =1 @i wama & afauey #dt 2|

[FT. €. TF-11035/53/2014-STUHREFTHT (ATT-1V)]
T FLTAA, AATEHTT (ATT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3286(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Antimony Potassium Tartrate + Dried Ferrous Sulphate is
likely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Antimony Potassium Tartrate + Dried Ferrous Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

Fgg=AT

T< fReett, 2 anred, 2024

FT.AT. 3287(3N).— FalT TLHT FT A THTLTT 2 19 9 {3 ahifeamrsT+ Rfimia+ua-
AT TA-TEATEHHIRAT AAATRE+HRIrh TASHITE RS9 glegIse vt il Faa gus
e (S =8 28k 99T UHSTHT Fgl TAT ) F ITART § ATSAT &1 QT g 6 G91EAT § 3
srofer % qeferg T Sueey §;

A FT " g g v fRews afwfa g =6 wwer it S A w2 ot S 3 @
AT 7 20 TR AT TS /T o

AT SAITe THART TATGHIT qTS 7 AT I THRSIHT Al o1 #f off i fowreer #7 off & =9
THRSTHT | qfase S@aadl &1 s e 1T =T Tl gl =0 URSHT F HIoAT &l SIEH gl TFdT gl
qq: ATTF AATed H, Ut i Tored arnit AfafFaq 1940 #t arr 26F & o9 =9 UTHRS T &
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fafawTor, e a7 Faer &7 Sfaue F3AT aeT® gl ST &l &9 § T@d gy, Al § Rt o g&1e
F TR AT ATATT o arer TRt off o2 7 e a7 e =g 981 8 | Tafe, Fae o7y 26%
F orefie ity w2 v frerfer 7 STt 27

AT ITH AT THAThT TATZHTL TS hl BRI 3 ST T, Fe T TR T A THTLTT g1 AT
T IO IF AU F AW STEET F o A F forw fmRwtn G diw faer # i aavg =
g0 = fafAataa Fear 59 Ra & sraea sfiw afi=ha g;

Ad: AT, Fra T TLRTL, AT ST TATLT ATHAT A9, 1940 (1940 F71 23) it €T 26%F FT
Tad ARRIT FT TINT FA U, HEE SUAN % v sewifeamea+ e+ ua-atiFee a-
TETEEHAIRIA TS+ hifersdh TR+ TRRESiEaT gregss dufy & [Afaa gas @+ %
fersr & foro fafamior, fer s faraeor &t i woma & sfawer w8

[FT. €. TF-11035/53/2014-STUHREFTHT (ATT-1V)]
T FLTAA, AATEHTT (ATT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3287(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Benfotiamine + Silymarin + L-Ornithine L-aspartate +
Sodium Selenite + Folic acid + Pyridoxine hydrochloride is likely to involve risk to human beings whereas safer
aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Benfotiamine + Silymarin + L-Ornithine L-aspartate + Sodium Selenite + Folic acid + Pyridoxine
hydrochloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

Ffgg=AT

% feeety, 2 3red, 2024

T3, 3288(37).—F= 1T TLHIT FT TZ THTHTT 2T ST U< o [S€qe JAHIMAN A15¢e + T sfuter
#1 o g g9 (B9 =9d S0 9997 UHSTET gl 47 8) % ST § 7oAl &l JeH gie i
TATAAT § I AT o G AsheT ITA &;

Y F T "R g s o fRerws afwfd gy =7 e it S A w2 ot sl 3 A
R § =7 TR i aEE wET v

T SAITe THART TATEHIT qTS 7 AT I TRSIHT Al o #f off i fowreer #7 off & =9
TRSHT | qfase Saadl &1 s e T =T Tl gl =0 URSHT F AIoAT &l SIEH gl TFdT gl
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qq: ATIF SAfed H, Aol siv swaree arnft sfaffeam 1940 £ ey 26F ¥ srefiw = uwdieft &
fafamtor, s a7 fawor #1 afater w27 saeas g1 IILE & e419 | T@d gu, At | et | g
F ITART T STATT <7 ATt et oft wehre 1 fafezwe =1 fRdes = 79281 § | 2ater, Fae g 26%
& srefie wrfaorer sheer it fRrmriver 7 ST 87

AT ITH AT TheATehT TATSHIT TS il RIS UL, Fald OChT AT Tg THIETT &l
ST 9T FF Ter I SfiwfY F wrae suawr #F forw faee F foro fafRwto, A e feaeor = gfafog
*7q gu =8 fAfafag wear o= R & sraeae s wefi== 2;

qT; A, Fea T TR, AT ST yaree araefy s, 1940 (1940 #T 23) FT 9TeT 26%F
FIT & IRdl & AN F3d g0, A= TN & foru faemer senfRaw argee+ wie siufyr & Ffm
GOF HATA % e & foro f@famton, ferr i o & sfaer w5t )

[FT. €. TF-11035/53/2014-STUHREFTHT (ATT-1V)]
T FLTAA, AATEHTT (ATT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3288(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Bismuth Ammonium Citrate + Papain is likely to involve risk
to human beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Bismuth Ammonium Citrate + Papain with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

Ffer=aT

7 faeety, 2 emred, 2024

F.3T. 3289(31).—H51T AL FT g THATLTT gl AT IT [ ATEAGLIETST TIHIUA + ATAHT
A+ R AT+ RE i taeiva+FRarRmarse e & [fag gos gaew (G za+9
THH AT UHSTET Fgl AT &) F STAN & TICAl &l SITEH g 6 TATaAT & Sh SHure % gierd
farheT IUeTeH ¢,

Y F1T TR G A UF Aews afwia g =7 " it S 6 w2 oAt S 3w e
A § =7 TR T TEE qT

AT ATTer TheTehl TATEHE a1 F AT IF TESTET T = A7 ofF oie Rrwrfer Y w1 oft & ==
THRSHET | At AFTAl T Al AT T AT Tal gl 30 TR F AISAT Hl STEH gl TdT gl
qq: ATIF SAred H, sofdr v swaree avnft sfaffeam 1940 £ ey 26%F F srefiw =@ uwE F
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fafawTor, e a7 Faer &7 Sfaue F3AT aeT® gl ST &l &9 § T@d gy, Al § Rt o g&1e
F TR AT ATATT o arer TRt off o2 7 e a7 e =g 981 8 | Tafe, Fae o7y 26%
F orefie ity w2 v frerfer 7 STt 27

T I AT TR AATSHTE ave it FRETiernt e o, F&a 91T 7 I8 q9TeTT 2l
I 9 R I H I WY F ga U & forw A & o fRwto, B s e o ahafvs
T g0 =Y AT w37 59 Ba # aaea o7 q6=1 2

Ad: AT, Fra T TLRTL, AT ST TATET TTHAT SAt=aq, 1940 (1940 F7 23) it €T 26%F FT
YT ARl A TIN Fd g0, AHME SR & O qRigRRRd  HHira+IE T
iU +sE R A+ RE e e+ RanfRmmTee siufer 3 At g d@=@em & e % oo
farfamtor, fer 9% qia v 7 siaue w8

[FT. €. TF-11035/53/2014-STUHREFTHT (ATT-1V)]
T FLTAA, AATEHTT (ATT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3289(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cyproheptadine HCI + Thiamine HCI + Riboflavine +
Pyridoxine HCI + Niacinamide is likely to involve risk to human beings whereas safer aternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Cyproheptadine HCI + Thiamine HCI + Riboflavine + Pyridoxine HCI + Niacinamide with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

FT.3T. 3290(37).—FET TLHRT FT Tg THTL BT I UL [ GIENgerelad gIag [arge+ar
TR ATELHATATAT B3 IS S+ A+ TS R g raaise iy it [{aa g+
Ao (P =8¥ T8 T997q THRSTET gl 9T 8) & STANT & AT &l SATGH i 6l FATIAT § 3
rafer o gRiera asded ST 2;

Y T TR G g UF fFews afwia g =7 " it S d6 w2 oAt S 3 Ao
A F =7 TR T TEE qET
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AT sfufer qererehr gargae a7 ot 3% TESIE it S i oft i e f oft & ew
THSTET | sfafase st #7 #wr5 Sl siferer 727 81 =0 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAred H, ol siv swaree arnft sfaffaw 1940 f ey 26% ¥ srefiw =z uwdiEft &
fafamtor, e a7 faawor #1 afater w27 saeas® g1 IILE & &9 | T@d gu, At | et | g
F ITART T TAATT < ATt et oft werre 1 fafFawe =1 fRdes = 9281 § | 2ater, e 9T 26%
 refie oty e v frerfer € STt 87

T ITH AT TRVl TATSHIT TS il TR o ST UL, Fald OEhT AT Tg THIETT &l
ST 9T fF Ter S SfwfY F wrAe s #F forw faee F foro fafRwto, e e feaeor = afafos
*7q gU =8 fAfaafag wear o= R & sraeas s wefi== 2;

AT AT, Fea T TR, O ST qore aredt srferfa=ra, 1940 (1940 T 23) FT &m=T 26%F FIT
YE AREAT FOTEANT FA U, A STAN F U aRiiRRTRT SR eSS HETShioe
AT+ grRgEs+UEam AT+ R grgrmiaee a1 % R gus a9 &
R % forg RfRmtr, R 9 i yama & gfater w7t 21

[, €. TF-11035/53/2014-ST0REHT (ATT-1V)]
T[S TLTAA, TATGHIL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3290(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cyproheptadine Hydrochloride + Tricholine Citrate +
Thiamine Hydrochloride + Riboflavine + Pyridoxine Hydrochloride is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Cyproheptadine Hydrochloride + Tricholine Citrate + Thiamine Hydrochloride + Riboflavine +
Pyridoxine Hydrochloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

F.AT. 3291(3).— FdT LR FT Tg THT &7 I 9¢ T WA qieaw (TeRa Hee
AT F T ¥) + e surse+ e e+ e aneaTss ity i A
GUF G (B THH TH6 TG TRSHT Hgl TAT ) F STANT § TICAT &l SAITEH gIe =l FATET &
I STt = qgeierg faemed 3uey &;
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ST FET ALH FIT Ik U st diHfd g0 369 AT &6 S 60 e o & 3<% &ems
afafa 7 9 THSHT FT T qET AT,

T sfufer qererehl gargare a7 ot 3% TwSIE it S i oft s e f oft & 2w
THRSTET | sfafase sraaat &1 #wr5 Sl siferer a2t 81 =07 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAred H, fofdr siv waree arnft sfaffaw 1940 f ey 26F ¥ srefiw =z uwdieft &
fafamtor, s a7 fEawor #1 afater w27 saeas® g1 IILE & &9 | T@d gu, At | et | g
F ITART T i 3 arer fet oft werre 1 TR an Adem =g 721 81 zafor, Fae g 26%
 refie sty e v frerfer € STt 87

AT ITh AL TR TATZHTL SIS ol (RIS o STLTT T, hx ALRE KT Tg THTLTT g1 AT
97 fF U H I SwtY F qrea 3w foro A F forw fafRwtr, e @i e i afafvg s
gu =¥ faffafig Fear 5= R § sraeas siw aefi= &;

qd: AT, Fea T TERTL, AT S ToTe arRft sttarf==, 1940 (1940 =1 23) FT ameT 26%
BT Y& ARl T TN 2 gU, AT STAN (o0 AT diiedw (TR e dade & €9 #)+
AR smTEE+ TETETRATET TEeiua+ FAfeaaiFrse iy & i gas g9+ & fFFg
=+ forw fafamtor, o o= qEa T9E 7 Siaue w2 gl

[T, €. TF-11035/53/2014-ST0RaHT (ATT-1V)]
T[S TLTAA, TATGHTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3291(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Rabeprazole Sodium (As enteric coated tablet) + Clidinium
Bromide + Dicyclomine HCI + Chlordiazepoxide is likely to involve risk to human beings whereas safer
alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Rabeprazole Sodium (As enteric coated tablet) + Clidinium Bromide + Dicyclomine HCI +
Chlordiazepoxide with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3Ted, 2024

FL.AT. 3292(3H).— FET ALFHIT FT Tg THTE 2 A I T W SHLT+T49+ T a0
A R TrgeTsse+aeiee siuty it fRga gus g (T =941 =95 7991
THSTHT gl AT ) F START F ATCAT T STEH I il GATAAT g S SHUTEN F e fahed IUed 3,
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ST FET ALH FIT Ik U st diHfd g0 369 AT &6 S 60 e o & 3<% &ems
afafa 7 9 THSHT FT T qET AT,

T sfufer qererehl gargare a7 ot 3% TwSIE it S i oft s e f oft & 2w
THRSTET | sfafase sraaat &1 #wr5 Sl siferer a2t 81 =07 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAred H, fofdr siv waree arnft sfaffaw 1940 f ey 26F ¥ srefiw =z uwdieft &
fafamtor, s a7 fEawor #1 afater w27 saeas® g1 IILE & &9 | T@d gu, At | et | g
F ITART T AT <7 ATt Rt oft were 1 fafFawe =1 fRdes = 79281 § | 2ater, e g 26%
 refie ity e v Rrerfer € STt 87

AT ITH AT THA T TATZHTL TS ohl TERTILET o AT T, T TR T TG THTLTT g1 AT
o R ¥ I MOty F qea 3yt & oo A F forw Rt e eiw g =+ afafvg w9
gu =¥ faffafag Fear 5= R # sraeas siw afi=e &;

AT AT, Fea T TR, AT ST Jorers aredt srferfa=rm, 1940 (1940 T 23) FT &m=T 26%F FIT
Y& IRl &1 TINT Fd gU, AT9d ST & (70 I STEH + qUq + T qIHa a7 + gAa=r
a7 + R TREieTESe + oaige sty & Afera e g9 % e & forg fafRmtor, BT o
T THATE F Taue FdT g

[T, €. TF-11035/53/2014-ST0RaHT (ATT-1V)]
T[S TLTAA, TATGHTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3292(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Fungal Diastase + Papain + Nux vomica Tincture +
Cardamom Tincture + Casein Hydrolysed + Alcohol is likely to involve risk to human beings whereas safer
alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Fungal Diastase + Papain + Nux vomica Tincture + Cardamom Tincture + Casein Hydrolysed +
Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)

srfergE=AT

T2 faedt, 2 areq, 2024

T, 3293(37).— FeT TLHRTT T T THTATT 21 I ¢ T Fpts e+ fufRerms Sweaw
sirofer 7 R g g9 (B =88 28+ 799Tq TRST F21 3T §) F ST & ATSAT 0 SAITaH g
T FATAAT & 3 SHUTer o FLIerd (ahed 3T &,
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ST FET ALH FIT Ik U st diHfd g0 369 AT &6 S 60 e o & 3<% &ems
afafa 7 9 THSHT FT T qET AT,

T sfufer qererehl gargare a7 ot 3% TwSIE it S i oft s e f oft & 2w
THRSTET | sfafase sraaat &1 #wr5 Sl siferer a2t 81 =07 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAred H, fofdr siv waree arnft sfaffaw 1940 f ey 26F ¥ srefiw =z uwdieft &
fafamtor, s a7 fEawor #1 afater w27 saeas® g1 IILE & &9 | T@d gu, At | et | g
F ITART T AT <7 ATt Rt oft were 1 fafFawe =1 fRdes = 79281 § | 2ater, e g 26%
 refie ity e v Rrerfer € STt 87

AT ITH AT TRl TATSHIT TS il RIS UL, Fald AChT AT Tg THIETT &l
ST 9T fF Ter I SfiwfY F wrAe suawr ¥ forw faee F foro fafRmto, A e feaeor = afafog
F7q gu =8 fAfafag wear o= e & sraeas s wefi== 2;

qT; AT, Fea T TR, A ST qores aredt srferfa=ra, 1940 (1940 T 23) FT &T=T 26%F FIT

TET QTRAT T TART FXd U, AT ST 6 (o7 A e Qe+ Gxiierdre Soreer sfuter & i
GIOF FAS & o = forg Efamirn, w9 gEa wame & sfaue w2t 8

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3293(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Mefenamic Acid + Paracetamol Injection is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Mefenamic Acid + Paracetamol | njection with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

g

% feeety, 2 3red, 2024

FIM. 3294(37).— siufer £ g gus daew (T =098 9% 79a1q THRSHT gl 37 8) *
SUTRT F ATCAT T STEH 19 T TATAAT & 3 SIUTer F qrerd fawed 3uared g,

ST FET HLHRT G e U faerst afafq gy 27 /e i A= 6 T oY i I [Hews
AT ¥ =20 THSH FT TS /T o
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AT sfufer qererehr gargae a7 ot 3% TESIE it S i oft i e f oft & ew
THSTET | sfafase st #7 #wr5 Sl siferer 727 81 =0 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAred H, ol siv swaree arnft sfaffaw 1940 f ey 26% ¥ srefiw =z uwdiEft &
fafamtor, e a7 faawor #1 afater w27 saeas® g1 IILE & &9 | T@d gu, At | et | g
F ITART T TAATT < ATt et oft werre 1 fafFawe =1 fRdes = 9281 § | 2ater, e 9T 26%
 refie oty e v frerfer € STt 87

AT ITH AT THA T TATZHTL TS ohl ERTTLET o SATETT T, T TR KT TG THTLTT g1 AT
97 fF U H I Wty F qrea 3w foro A F forw fafRwtor, fa @i e = afafvg s
gu =¥ faffatag Fear 5= R # sraeas s aefi= &;

Ad: AT, Fea T TERTL, AT S ToTe qarRft sttarf==w, 1940 (1940 1 23) FT &TeT 26% 51T
T QTR T ART 3 gU, A9 STANT 6 {oI7 SAsTsier S + SHarsad AT Tadiud 3497 %
Afera gers "3 & faee % foro fafAet, e o @ sama & sfater w2t 8

[FT. €. TFE-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3294(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Omeprazole Magnesium + Dicyclomine HCI islikely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central
Government and the said Expert Committee considered this FDC asirrational;

And wheress, the Drugs Technical Advisory Board aso examined the said FDC and recommended
that “there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve
risk to human beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or
distribution of this FDC under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind
of regulation or redtriction to allow for any use in patients is not justifiable. Therefore, only prohibition
under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the
Central Government is satisfied that it is necessary and expedient in public interest to prohibit the
manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act,

1940 (23 of 1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution

for human use of drug FDC of Omeprazole Omeprazole Magnesium + Dicyclomine HCI with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)

g
TE fawelt, 2 erred, 2024
FLAT. 3295(37).—Fed TR HT AZ UMY 2l A T F vo-usArad wREe

+HTRIAT+IAIE A IHIARUEE  AI+TA-AIEARME  Floadqw 97, TA-TAaTsAhiac+HieiT
e+ +ua-sffiRm e-renmde+snREe+ e sivfer & g gus gaem (G za+q
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THH TLAT UHSTET Fgl AT 8) 6 ITAN & TSl &l SITEH g 6l TATAAT & 3h SuTe 6 giard
et SueTey €;

ST HET AL FIRT HIh U st aiifa g0 36 AT &6 9= 61 TS ofF & 3% &
afafa 7 9 THSHT FT Tehe A TET AT

AT sfufer qerereht gargeae a7 ot S TwSIE it S i oft i e f oft & 2w
THRSTET | sfafase sraaat &1 #w15 Sl siferer 727 81 =1 vl & aqeat 7 e g1 96t 2|
qq: ATIF SAfed H, fofdr siv waree arnft sfaffaw 1940 i ey 26% ¥ srefiw =z uwdieft &
fafamtor, e a7 fEawor #1 afaver FEAT saeas g1 IIE & &9 | T@d gu, At | et o g
F ITART T TATT <7 aATer Rt oft werre 1 fafFawe =1 fRdes = 79281 § | 2ater, e g 26%
 1efie ity e v frerfer € STt 87

AT IH AT TRl TATSHIT TS il RIS UL, hald AChT A7 Tg THIETT &l
ST 9T fF Ter S SfwfY F wrae s #F forw faee F foro fafRwto, A e feaeor = afafog
F7q gu =8 fAfafag wear o= e & sraea s aefi== 2;

Ad: T, Fra T TR, AT ST TATLT AT ATAFTH, 1940 (1940 FT 23) it €T 26%F FT
YET ARRAT A TART FAA gU, HEE ITAN & &0 TE-tsAiad AR+ AersiEa+
SieiFi@Ic@TEae ANt + UA-Fumawee Saaw SR To-AeTsawee T
e+ R+ ua-aifite t-teade+ sR&e+eiRea siofer % ffea g w99 e F BT %
form e, o 9% g s | afaue Ft 8

[FT. €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, TATEHRIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3295(E).— Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of S-adenosyl methionine + Metadoxine + Ursodeoxycholicacid
BP + L-Methylfolate Calcium eq. to L-Methylfolate + Choline bitartratee + Silymarin + L-ornithine L-
aspartate + Inositol + Taurine is likely to involve risk to human beings whereas safer aternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
S-adenosyl methionine + Metadoxine + Ursodeoxycholicacid BP + L-Methylfolate Calcium eq. to
L-Methylfolate + Choline bitartratee + Silymarin + L-ornithine L-aspartate + Inositol + Taurine with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 ereq, 2024

FLAT. 3296(H).—F=IT TLHT AT Tg AT 2l O+ 9¢ & Refiuria+Raia amce+
TR R+ REIReT e iTea+HRaRmme+aeaas §a9me+ fRafaa 12 siofe & P
T G (S =8 287 T99Tq UHSTHT gl TI7 ) F START & Wedl & SIa g it F91aT §
I SAroter & qeierg oo 3usy &,

AT FT AR g7 A v st afffa gy =9 /e & = 7 T2 ofF S I e
AT § =7 TR i aEE qT v

AT St THAhR TATHRE a1 7 off 3% UwRSTHT At s 7 off sfiw frwrfeer 7 off fF =
THRSHT | qfate SaTdl &1 A5 AT =T dal gl =0 TRSHT F AISAT &l SITEH gl T&dT gl
qq; ATTH AT ¥, siufer sfiv games arnft srfafaaa 1940 #v amer 26%F & stefiv =9 UweSy *
fafamtor, e a7 faawer #t afaver FeAT saea® g1 ITE &l &9 | Tad gu, Al | BHEr €T T
& ITIRT AT ATATT o aArer TRt it Tohe 7 fafqzee a1 Maee =T 7@1 8 | 389, Fad 9131 26%
& oref T Ifaqurer e 7 frRrier it et 87

AT ITH AT TheATehl TATGHIT TS il TRRITLT 6 ST UL, Fald TEhT AT Tg TH1ETT &l
I 9T R U H 3T AW F g 3T # forw s ¥ forw AfRwto, B s e o ahafvs
Fd g0 =H AT F3AT1 99 Ba # Saeqs i a9 =i &;

Ad: T, Fra T TLRTL, SHOTS ST AT AT Sfar=ad, 1940 (1940 71 23) it €T 26%F FT
ya orfFat &1 YN #d gU, AT S9N F o RefaRm+ i aifee + aeaweta +
T REIEaT TaHiga+FarRAmETss+Fra ferme+ fAerfam §t12 &t [izta gus daiew i +
e = form fafamior, fasr 9% T gama | afaue Fdt 8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3296(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silymarin + Thiamine Mononitrate + Riboflavin + Pyridoxine
HCI + Niacinamide + Calcium pantothenate + Vitamin B12 islikely to involve risk to human beings whereas safer
alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Silymarin + Thiamine Mononitrate + Riboflavin+ Pyridoxine HCI + Niacinamide + Calcium
pantothenate + Vitamin B12 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

FT.3M. 3297(3H).—FaiT ALHIT FT AZ THTAE g A= 97 & e+ aeReiem
A CA+ATAA R+ AT +wies e siute ft Fag g g (G oad
THE TATA TRSTET Fgl TAT §) & STAN & TSI I SAITEH g il GATAAT & 3h 0rer &
Hqerd fased Iuerey &)

T g T g Agh e faeras aiefa g =& /e B S f TS off #iY S
e w#fafa 7 =0 uwStEt v T wET o

T SAOTE TRAThT TATEHRIC TS o AT Ih URSHT il ST a0 oA i Forewrieer 7 off &
‘T URSTHT § dqfase saadl T &ls e 1T sif=rca q81 81 =0 UTRSTHT & AICAT &l SaH gl
qHAT g1 A SATIF T (2d |, ST T T AT ATTIT 1940 FT &T=T 26%F % T =7
wHREET & fAfaato, w71 fGawer i afaug #3471 a8 I & A § T@d g,
Tt # fET oft g & IR A st a9 arer T oft s & R a1 Aege
TIET A1 8 | THTU, hael &TeT 26% F Fefe Tfaue F:ee it frwrieer £ St 87

AT Ih AT TR0 TATSHIT AT T TR F e UL, g LRI AT TG AT
A 9T TR T § 36 SiOfY & wHa ST & forw faseg o forg fafamion, e sie e
1 afafig F2ad gu =0 At a7 o= B § sraegs o aifi=h+ g;

AT AT, Fea T AT, ATEr AT THTe ATt st 1940 (1940 7 23) &t &y
26F FWT Jad AR FT TN Fd gU, §Wd ITAN & oo R+ areReee
TEfiTe+aERERETETA+H R R RieE iR & [ gos e st & B
& fero fafawior, s 9% @ T9E § T T 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3297(E).— Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silymarin + Pyridoxine HCI + Cyanocobalamin + Niacinamide
+ Folic Acid islikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Silymarin + Pyridoxine HCI + Cyanocobalamin + Niacinamide + Folic Acid with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F3T. 3298(3T).— FETT TLHTT FT Tg qHTLT g1 1 92 o FefimrRe+REef@e €6 + Ferfde
f12+FRaRmme+wifr tRe+aeRiem ae siufa £ Faa gas @@ (G 2898 20996 7991q
THSTHT gl AT ) F START F ATCAT 0 TTEH I T GATAAT g S SHUTer F FRIerd faheq Iuarsd g;

T FET AL FIT Ik U [Awst aiHfa g7 36 7T &6 S 61 e ofF & 3<% &
afafa 7 29 THSHT FT T qET AT,

T sfufer qererehr gargare a7 ot 3% TwSIE it S i oft s e f oft F 2w
THRSTET | sfafase sraaat &1 #wr5 Sl siferer 727 81 =07 vl & aqeat 1 sifewm g1 96t 2|
qq: ATTF TAfed |, sfiufer =fiv s arft sfafaaa 1940 i amr 267 ¥ oefiv =0 UwEt +
fafamtor, e a7 fawor #1 afater w7 saeas® g1 IIE & &9 | T@d gu, Tt | et o g
F ITART T STATT <7 aArer Rt oft wehre 1 Fafoawe =1 fRdes = 7281 § | 2afer, e g 26%
F srefier warer s o RRrerfer i st 87

AT ITh AT TR TATZHTL SIS ohl (RIS o STLTT I, hg ALHRE KT Tg THTLTT &1 AT
q¥ T o ¥ 3 sfiwfer & ga suanT & forw fasr & forw fafagion, o sie feaeor = afafig s
gu =¥ faffatig Fear 5w R § sraea s aefi= &;

Ad: AT, Fra T TR, ST 3T TATLT AT ATATH, 1940 (1940 F7 23) it €T 26%F FIT
YT gaRRAT F YA I gU, AME ST & o Remiia+Eefan die+REer e
1 2+FaRemEe+Rifes tRe+hite arwee fiufy & [t gus 99w 5 w5 oo
fafawTor, s 9% @ T | afaueg FT gl

[T, €. TF-11035/53/2014-ST0RaFHT (ATT-1V)]
T[S TLTAA, TATGHIL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3298(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silymarin + Vitamin B6 + Vitamin B12 + Niacinamide + Folic
acid + Tricholine Citrate is likely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Silymarin + Vitamin B6 + Vitamin B12 + Niacinamide + Folic acid + Tricholine Citrate with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

3T, 3299(31).— FesiT TTHT T T THTAT 27 S+ 97 7 qIfRTW drgee + arsfes ufie
THIETESE, TATAHT A, ST A, ITAAIT A, AT T A, GTH AT AT + ATHIGA o TATG qTAT SN
o gus 99 (B <9d 9% 9997 THETET F@l AT §) & START & AqeAl &1 SIEw g &
THATAAT § STATeh I AT 6 AT [Aohed ITAH &,

AT, FralT AR ZT Aw v faerosy afafa gy =8 amwer it = &7 12 off 3w 3<% e
A § =7 TR i aEE wT v

AT, ey TawAThr TATEHE are o off STF THSIHT Y S iy ofF sfiw fRrwrfver &t B “za wwet
H Siqface Saadl AT wls AThce 1T iT=IcT Al gl TH TSI § AISAT HI SITEH g qhaT gl A ATTH
SHfRa #, sirafer s yamee arady srfarfa=ra 1940 #Y amer 26% F stefiw zo uwSieht  fafawtor, fEsm =
faawor &t wfaftg F3A7 Eed® g1 ST F A9 § T@d gu, ANEAT § el o1 T & ITIRT Hh
FIATT & AT Tohelt T T &7 AAaa a7 e =T 9861 8 | 390, Fad 921 26F & oTeiT
sfatrer s Y e i sy 27;

T ITH SATTTE Theeh] AATGHRIT dTS hl TEIRILT o ST IT, Feald ALHIT AT Tg THTETT &l
I 97 R T § I<F swfer % "rve s * forw s % forw RfRwtor, e sie faawor @ afefuey
Fd g0 =0 AT F3AT 99 Ba | Saeds i a9 =i &;

;N Fra T TLRT, ST ST TATLT AT SAt=ad, 1940 (1940 F71 23) Fr €T 26%F FT
yax AafRFIT BT TART FG gU A STANT & O gl q9TT ¥ 9w 9iEe + uiEiew uhe
AHIGISgE, SATAAT da, ST d, IMAHT A, AT AT dA, TELH HT AA + FRIgA o TTQ Tl SHrer
F faerr & forg fafRmton, R i afafog s 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.O. 3299(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sodium Citrate + Citric Acid Monohydrate Flavored with
Cardamom Oil, Caraway Oil, Cinnamon QOil, Clove Qil, Ginger Oil + Alcohol is likely to involve risk to human
beings whereas saf er alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Sodium Citrate + Citric Acid Monohydrate Flavored with Cardamom Oil, Caraway Oil, Cinnamon Oil, Clove
Qil, Ginger Qil + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.3T. 3300(37).— FralT ALY T Tg TATTT &1 I T2 [ THRIAThE + THRAATRATH AT
R g g (PR 383 <9 9997 THS T gl AT ) F START & Jqea1 &l SIed g i
TATAAT § a1k I AT F qIIerd faweT 3uerse §;

3T, Tl T g s v e afa gy =0 /e 6 = A e ot #iw I9 Aees
afafa 7 9 THSTHT FT Tohe = qTET AT

3T, Sirorfer g ieht TeTgaTe are o ot 39 URSHT it St Y ofF s fRrwrfer i B “gm wwdEh
H siafaee sraaal 1 wrs i sif=rer A8l 81 T80 URSHT & Al ®1 SIITEH g1 9haT gl od: ATTH
SR #, sfrafer s swarae et sfarfRaw 1940 it &=y 265 F srefie =0 wwdet F fAafawtior, B =
faawor &1 wfaftg 37 sEeds g1 ST & A9 § w@d gy, AN § Gy off e F IR fi
Fat 3 arer T off s 7 AR ar e mmeese 985 g ) ao, FEe g 26% F i
st e it fRrerfer Y STt 87

T IH AT TheTehl TATGHIT TS T IR F AT 9T, Feal T GCHL AT Tg THITH 8l
ST o T o O S<F et F w39 & forw fasea & foro fafawtor, e e fagwor & wfafuey
F7q gu =8 fAfafag wear o= fRa & sraea s aefi== 2;

AA: TS, Feal T LRI, AT ST ToTe Gy Afarf==w, 1940 (1940 7 23) F¥ 41T 26% FIT
& STRAT T AN F3d g0 {1 STANT % (o0 qEed T F GhHIThe + THRAATEATE strarer & &g &
forw fafamtor, e & s g gfafog #dt g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3300(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Acelofenac islikely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Sucralfate + Acelofenac with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

1.3, 3301 (3).—Fr= 1T TLHIL FT T TUTHT &1 T 9L FF TohTorhe + STHURSI + STATRA
Arafer it Faa gae g (P 3ad Ta% 9997a THE T Hgl 97 §) F ST F JCA1 #1 JaT 2
FT GATIAT & TTF Ih ST F e fahed IUe 3,

3T, Tl T g s v e affa gy =0 /e i = A e ot o 39 Aees
afafa 7 9 THSTHT FT Tohe A qET AT

3T, Sirofer g ieht TeTgaTe are o oft 39 URSHT it St Y ofF s et i B “gm wwdEh
H siafae sraaal 7 wrs i sif=rer A8l 81 30 URSHT & Al ®1 SITaH g1 9haT gl 3d: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it =T 265 F srefie = wwdet F fAfawtor, B =
faawor &7 wfaftg 37 sEeds g1 ST ® A9 § T@d gy, AN § Gy ff 9w F IR fi
Fat 3 arer BT off s 7 AR ar e s 985 g ) o, Feae g 267 F i
statrer e it fRrerfer £ STt 87

AT ITH AT TheTehl TATGHRIT dTe T IR F AT 9T, Feal T GCHT HT Tg THITH 8l
ST o7 T 2o O S e fer o wree 39T & forw fasea & foro fafawtor, e e fagwor & wfafuey
F7q gu =8 fAfafa wear o= e & sraea s aefi== 2;

AA: T, el T TLHRT, ST T T AR ATATH, 1940 (1940 1 23) T 91T 26%F FTT
Y& AREAT T TART Fd gU A ITAN 6 &0 Tied THET T GhHIARE + STHIRSH + STEAMIHA
Arfer & o & foro iAo, sie fEaer fase &1 giea wiatus w8l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3301(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Domperidone + Dimethicone is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Sucralfate + Domperidone + Dimethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.3AT. 3302(3).— FesiT TLHT FT g TATITT T 7 I¢ T TChidahe + SHIREI swtear T
R gus daem (PR 383 <99 9997 THS T gl AT ) F START & Jqea1 &/l SIad g i
TTAAT § STaTh I ZaT o qiard fased Iuesd 2,

3T, Tl T g Ag<h v Ao aifa gy =0 A & = A e ot o 39 Aees
afafa 7 29 THSHT FT T qET AT,

3T, Sirorfer qereieht TemgaTe are o oft 39 URSHT it St Y ofF s fRrerfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer A8l 81 T80 URSHT & Al ®1 SIITaH g1 9haT gl od: ATTH
SR #, sirofer s warae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg 37 sEeds g1 ST & A9 § T@d gy, AN § By ot 9w F TR fi
Fata 3 arer BT off w7 AR ar e e 985§ ) o, Feae g 267 F i
st s it fRrerfer Y STt 87

AT ITH AT TheTehl TATGHRIC dTe il T F AT 9T, Feal T GCHT AT Tg THITT 8l
ST o7 TR o § S et o wree 39T & forw fasea & foro fafawtor, e e fagwor & wfafuey
F7q gu =8 fAfaafag wear o= e & sraeash s wefi=h= 2;

;TS Feal T LRI, AT ST TETe Gy Aferf==w, 1940 (1940 7 23) ¥ 91T 26% FIT
TE IIRAT T AN Fd g0 HIAE STAN 6 (7T TEed T T GhHTeThe + STHIRSI ATy & &G &
ferg fafator, fas sie faao 1 gfafug #7412

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3302(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Domperidone is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Sucralfate + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT
T2 faeett, 2 3red, 2024

FT.3T. 3303(3N).—F1T FLHT FT Tg AT 2l I 92 FF &= saampaneer + f&x
FAAAT + FFRIEE fuaw &% + AT i Eifea st + FAUBH + Sohlge sufy #i
A g g9 (8 9/ 39 799Td THS T gl 47 §) % STIANT § ATSAT T SEH g
FT FATAAT g STaTeh I AT F LeTd (oo T &,

3T, e AL g7 Hh U feras aifa gy =8 qr6er it = & 18 off o7 3%
faorest #fafa 7 =0 uwStE v T wET o

T, ST ToheTehl TATSHIT TS o AT I<H URSIHT a0l STr= it o 3T Frwrieer &1 fF ‘=9
TSI § siafase sraaat a7 Fw5 St shfter 78 81 =0 vwSEh & aaeat #r e g
THAT g1 A SATTF T2 |, ST T T ATHUT ATTIT 1940 FT &T=T 26%F % T =7
TS & fafawtr, e a1 fBaer & wiaftg F37 sEeds gl ST & &9 § @ g,
Tt # fEt oft g & IR A st a9 are T oft s & SR a1 AEae
TIET A8l 8 | THTU, hael &TeT 265 F e Jfauer F:e it frwrieer £ st 87

AT ITH SATTTEr THART TATEHIT dTS i RN o AT TT, Feal T LR T TG
THTETT g7 A1 9% FoF qo7 § I ArWer o A STANT o forw faser & forg famion, e s
e &1 wfafuey F2d gu =8 [T w7 o9 B # sraeds ofiT a61=1 g,

AT AT, FealT LRI, O T FaTe arady fafa=w, 1940 (1940 F1 23) &Y &=

26% FIT Y& AHAT 1 TART FXd gU AT ITART & 70 qieq aa19 § &= sushigperar +

fEaT seifaT + Frmee aiftawm &= + AT it gEifda stt + FAwE + Joaga
Arafer & foerr = foro iAo, B sie g i whafvg w=wh 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]

TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3303(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tincture Ipecacuanha + Tincture Urgenia + Camphorated
Opium Tincture + Aromatic Spirit of Ammonia + Chloroform + Alcohal islikely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Tincture Ipecacuanha + Tincture Urgenia + Camphorated Opium Tincture + Aromatic Spirit of
Ammonia + Chloroform + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.3T. 3304(37).— FralT TTHT T g UL g1 I 7 FF ITeiiaaHiiers THe + HehiHT
TeHiTe shwier St e g Saie (R 399 39 99a1d TS [HT gl 4T §) F ST § JqeAi H
ST B T A3 § ST 3<h Aot  qeierd fewed 3uersy g;

3T, Tl T g s v fFeres affa gy =0 /e & = A e ot o 39 Aees
afafa 7 29 THSTHT FT T TET AT

3T, Sirorfer qereieht TemgaTe are ° oft 39 URSHT it St Y ofF s fRrwrfer i B “go wwdEh
H siafaee sraaal 1 wrs i sif=rer A8l 81 30 URSHT & Al &1 SIaH g1 9haT gl od: ATTH
sfRd ®, sirofer s warae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawior, B =
faawor &7 wfaftg 37 aEeds g1 ST F A9 § T@d gy, AN § Gy o v F TR fi
Fat 3 arer T off s 7 AR O e e 985§ ) o, FEe g 26% F i
starer s it fRrerer Y STt 87

AT IH AT TheTehl TATGHRIT aTe T IR F AT 9T, Feal T GCHT AT Tg THITH 8l
ST o7 T 2o O S et F wree 39T & forw fasea & foro fafawtor, e e fagwor i wfafuey
F7q gu =8 fAfafag wear o= fRa & sraea s aefi=h= 2;

Ad: AT, Fra T TR, ST ST TATLT AT ATAHTH, 1940 (1940 F7 23) it €T 26%F FT
YET Rl T TIN Fd g0 AEE ITAN & (o0 qEeq TAT § SHISaghieed Ths + Hehiad
T=H TS AWy F A F foro fafawto, B i e £ sfafeg w7 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3304(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ursodeoxycholic Acid + Metformin HCI islikely to involve risk
to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government
and the said Expert Committee considered this FDC asiirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the
Central Government is satisfied that it is hecessary and expedient in public interest to prohibit the manufacture for
sale, sale and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940
(23 of 1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of
drug FDC of Ursodeoxycholic Acid + Metformin HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

FT.3T. 3305(3).— Feald ALEHRT FT Tg THTL 2l A= 92 F i Riew & + s §
it ATaeT + Juefie fufte + Frei + SRy atshEme + AT st + sowhigar shwfa i
T gus 99 (P8 <98 39% 99919 TRSHT T AT §) F STINT & AGSIT &1 Sfew g &
THATAAT § A Teh I AT 6 AT [Aohed ITAH &,

AT, FralT TR ZT s v faeros afefa gy =8 amwer it = & 12 off 3w 3<% e
A § =7 TR i aEE wET v

AT, ey Tt TATEHRE are 7 off STF THSIHT Y S iy ofF sfiw fRrwrfver &t B “zo wwSet
H Siqface Saadl AT wls AThcd 1T T=IcT Al gl TH TSI § AISAT HI ST g Tl gl o ATTH
SHfRa #, sirafer s yames arady srfarfa=ra 1940 #Y amer 26% F stefiw o uwSiEht  fafawtor, fEsm =
faawor &t gfaftg F3A7 Eed® g1 ST F A9 § T@d gu, ANEAT § el |1 T & ITIRT 6Hr
FIATT & a1l Tohelt T T &7 AAaaT a7 e =T T8l g | 390, Fad 921 26F & oTeiT
sfatrer e Y e i sy 27

AT ITH AT Theeh] AATGRIT dTS hl TEIRILT o ST IT, Feald AEHIT AT Tg THTETT &l
I 97 R T § S<F swfer % "rve s * forw s % forw fRwtor, e sie faawor @ gfefuey
Fd g0 =0 AT F3AT 59 Ba # Saeds i a9 =i &;

Ad: T, BT TLRT, AT ST AT AT Sftarf=ad, 1940 (1940 F71 23) it €T 26%F FTT
TaT IRFAT T YART FTd g0 9199 ST & o0 qieq ToTa 7 gt e &= + s $r geitea
WTEAT + Jufie RafRe + FAASH + GISTH TEFHEH + T RT TAAHT + AThlge ST & &7 %
foro afawtor, fsrer sie faaeor = afafog Fwdt 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3305(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Weak Ginger tincture + Aromatic Spirit of Ammonia +
Peppermint Spirit + Chloroform + Sodium Bicarbonate + Compound Cardamom + Alcohal is likely to involve
risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Weak Ginger tincture + Aromatic Spirit of Ammonia + Peppermint Spirit +Chloroform +Sodium
Bicarbonate +Compound Cardamom + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.3. 3306(A).— FralT TIHRT FHT g TATATT gl S G2 o gFHrerhe + GEITmsie gy +
S wime + @rge A Freme S i g gos gaee (G sad o 1991 TheiEt war
AT §) F ITANT A TASTT T ST G hT HWTAAT § STtk I AT o Frera fasheT 3Ty 2;

Y, Tl T g s v fFeresr afa gy =0 /e & = A e ot S 39 Aees
afafa 7 9 THSTHT FT Tohe A qET AT

3T, Sirorfer qepeieht TeTgaTe are ° oft 39 URSHT it St Y ofF s fRrerfer i B “gw wwdEh
H siafaee saaal 1 wrs i sif=rer A8l 81 T30 URSHT & Al &I SIaH g1 9haT gl od: ATTH
sfRd ®, sirofer s swarae et sfarfRaw 1940 it &=y 26 F refie = wwdet F fAfawtor, B =
faawor &1 wfaftg F3AT1 sEeds g1 ST F A9 § w@d gy, AN § Gy ff 9w F IR fi
Fat 3 arer T off w7 AR ar e s 985§ ) ao, FEe g 26% F i
statrer s st fRrerer Y STt 87

AT I<H AT TheTehl TATGHRIT dTS T IR F ST 9T, Feal T GCHTT AT Tg THITT 8l
ST o7 T 2o O S et F wree 39T & forw fasea & foro fafawtor, e e fagwor & wfafuey
F7q gu =8 fAfafag wear o= e & sraea s wefi== 2;

Ad: AT, Fra T TR, AT ST TATLT AT ATATH, 1940 (1940 FT 23) it €T 26%F FT
Y& AREAT HT TINT FA g0 AT ST & (o7 Tied TG F GhlAhe + G aread + [iw
TEIME + ATz AT Faiae siwfdr F G & o AR, e s e #r wfaftg #t gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3306(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate + Pantoprazole Sodium + Zinc Gluconate + Light
Magnesium Carbonate is likely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Sucralfate + Pantoprazole Sodium + Zinc Gluconate + Light Magnesium Carbonate with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

1.3, 3307(N).—Fs 17T qLH T T THTETT 2 I 02 & vy + Rafm fagw $ir faa
gUF G (e <03 509 799Ta THSHHT gl 47 §) F STINT F FACAT Fl ST g T FA7194T 8
Safah 3% A F gefer fBaeT gueey §;

3T, Tl G g s v fFerws affa gy =0 /e & = A e ot o 39 Aees
afafa 7 9 THSHT FT T TET AT

3T, Sirofer qepeieht TeTgaTe are ° ot 39 URSHT it St ¥ ofF s fRrwrfer i B “gw wwdEh
H siaface sraaal 7 wrs i sif=rer A8l 81 30 URSHT & Al ®7 SITaH g1 9haT gl od: ATTH
sfRa ®, sirofer s swarae et sfarfRam 1940 it &=y 265 F srefie = wwdet F fAafawtior, B =
faawor &1 wfaftg 37 sAEeds g1 ST F A9 § w@d gy, AN § Gy ff 9w F TR i
Fat 3 arer BT off s 7 AR ar e e 985§ ) o, FEe g 26% F i
statrer s it fRrerer £ STt 87

AT IH AT TheTehl TATGRIT TS T T F ST 9T, Feal T GCHT AT Tg THITH 8l
ST o7 T 2o O S arwfer o wree 39T & forw fasea & foro fafawtor, B e fagwor & wfafuey
F7q gu =8 fAfaafag wear o= e & sraea s aefi=h= 2;

Ad: AT, Fra T TR, ST ST TETLT AT ATATH, 1940 (1940 FT 23) it €T 26%F FIT
& ARAT T TIRT Hd gU AT STINRT & (0 e TATF & TAv + e S g wier & &g %
ferg fafator, fasr sie faaeo 1 gfafug #7412

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3307(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aloe + Vitamin E Soap is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Aloe + Vitamin E Soap with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F1.3T. 3308(3).— FralT TALEHT FT T THTLTE Bl T 97 o Qs A= AeiHesie +
et Aty f g gus g9 (R 08 9% 9997 THRSHT Figl 9T §) 6 ST el &
ST B T HHTaAT § ST 376 Aot  qeierd fesmed 3uersy &;

3T, Tl T g s v e afefa gy =0 A & = A e ot o 39 Aees
afafa 7 29 THSHT FT T qET AT

3T, Sirorfer qepeieht TemgaTe are ° ot 39 URSHT it St Y ofF s fRrwrfer i B “gm wwdEh
H siafae sraaal 7 wrs i sif=rer A8l 81 T80 URSHT & Al ®1 S g1 9haT gl od: ATTH
SR #, sirafer s warae et sfarfRaw 1940 it &=y 265 F refie = wwdet F fAfawtor, B =
faawor &7 wfaftg F3A7 sEeds g1 ST ® A9 § w@d gy, AN § Gt ot e F TR £
Fata o arer BT off v 7 AR ar e mmse 985§ ) o, Feae g 267 F i
statrer e it fRrerer Y STt 87

AT IH AT TheTehl TATGHRIT aTe T RIS 9T, Feal T GCHT AT Tg THITH 8l
ST o7 T3 29 § SF AwtY % wrea AT & o feww & oo fafawtr, e siie fAaeor &y wiafuey
F7q gu =8 fAfafa wear o= fRa & sraea s wefi=h= 2;

AA: T, el T TLHRL, ST T T AR AT, 1940 (1940 1 23) ¥ 91T 26%F FIT
Y& ARRAT T TART Fd g0 AW START % o0 Teq 97 & QA A A + Tar
Aty & fawra & foro ARt G sie fFawr & wfaftg w7 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3308(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Povidone | odine+ Metronidazole + Aloe islikely to involve risk
to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Povidone | odine + M etronidazole + Aloe with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)



26 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

srfergE=AT

T2 faedt, 2 ereq, 2024

F1.3T. 3309(A).— FralT FTHT & Tg qHTYE gl 9« ¥ F waferw ufie + & & sitaa +
dffafes e + o + = sieTss + o + Siear sitaw + Refae € + 99 e [
GUF 99 (P8 s98 386 J997d UHS 9T T 4T §) F START & FICAT A1 SEH g =l THTEET 8
ST ITh AT  qIerd AT 3ued &,

AT, Fra T TR ZT s v faers afefa grr =8 amwer it = &1 12 off 3w 3% e
A § =7 UHSH i aEE wET v

AT, ey ToEAThT TATEHE are o off STF THSIHT Y S iy ofF sfiw fRrwrfver &t B “zo wwet
H Siqaface STaadl T s =AThcd 17 iT=rcT A5l gl TH TSI § AISAT HI SITEH g Tl gl T ATTH
SHfRa #, sirafer s yames arafy srfarfa=ra 1940 #Y amer 26% F stefiw o uwSieht & fafawtor, fasmr an
faawor &t gfaftg F3A7 AEed® g1 ST F A9 § T@d gu, ANAT § el §T T & ITIRT 6Hh
FIATT & a1 ToRelt T T &7 AAaaT a7 e =TT 961 g | 390, Fad 971 26F & TeiT
sfatrer s Y e i sy 27

T ITH SATTTE Theehl AATGHRIT dTS hl TEIRILT o ST IT, Feald AT AT Tg TH1ETT &l
ST 97 o 29 ® I ot F wrae swEeT & o s & forg fRfRmtrn, B s e @ afaftey
T g0 2H AT w37 99 B # aaea o7 a6 =1 2;

AT TG, FealT TLHL, ST T T AT Affa=ra, 1940 (1940 7 23) F¥ &4T=T 26%F gTT
TaT AREIT FT TART Fd g0 9199 ITAN & forw weifes® g + & & sfae + el gie +
TAeRT + & SAfFTse + TAE + ST Jigd + @@ § + 99 39 & G & oo &,
fase Sie faaeor it e T91d TfafuEg Fd ! gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3309(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Azelaic acid + Tea Tree Oil + Salicylic acid + Allantoin + Zinc
oxide + Aloe vera + Jojoba oil + Vitamin E + Soap noodles is likely to involve risk to human beings whereas saf er
alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Azelaic acid + Tea Tree Oil + Salicylic acid + Allantoin + Zinc oxide + Aloe vera + Jojoba oil + Vitamin
E + Soap noodles with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 ereq, 2024

3. 3310(37).— Frs1T HAGHIT &1 Tg AT 27 91 9¢ o girnumeRe + geneiy ffag
gUF G (e <03 50 999Ta THSTHT gl 47 §) F STINT F FACAT Fl ST g il F9794T 8
Safa 3% A ¥ gefer fBaey gueey §;

3T, Tl T g s v Ao affa gy =0 /e & = A e ot o 39 fAees
afafa 7 29 THSTHT FT Tohe A TTET AT

ST, Sirorfer g ieht TemgaTe are o oft 39 URSHT it St Y ofF s fRrerfer i B “gm wwdEh
H siafae sraaal 1 wrs i sif=rer A8l 81 30 URSHT & Al ®1 SIIaH g1 9haT gl od: ATTH
SR ®, sirofer s swarae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &7 wfaftg 371 sEeds g1 ST & A9 § T@d gy, ANl § By ot 9 F IuAnT fi
Fata 3 arer T off w7 AR ar e s 985 g ) o, FEe g 267 F i
statrer s it fRrerfer Y STt 87

AT ITH AT TReTohl TATGHRIT dTe il RIS 9T, Feal T GCHL AT Tg THITH 8l
ST o7 T3 29 § S AWty % wree AT & o e & oo fafawtr, e siie faaeor &y wiafuey
F7q gu =8 fAfafag wear o= fRa & sraeash s wefi=h= 2;

;TS Feal T LRI, AT ST TETe Gy Afarf==w, 1940 (1940 7 23) ¥ 41T 26% FIT
TE IIRRAT T AN F3d g0 A1 STANT 6 (0 qEed TH1E T TRTSIATS (e + TSI Soie & f&md
F for ffamtor, s i e #r afafog s 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3310(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Azithromycin + Adapalene is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Azithromycin + Adapalene with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

FLAT. 3311(A).—F 51T TCHT T g THTTT 2l T4 T ¢ F FATHET + TAT + TAIe
Arafer it Faa g g (P 3ad T8% 9997a THE T Hgl 97 §) F ST F JoA1 F1 JaT 2
FT GATIAT & TTF Ih AU F e faheT I 3,

3T, Fea T T g s v fFeres affa gy =0 /e & = A e ot o 39 fAees
afafa 7 9 THSTHT FT Tohe A qET AT

3T, Sirofer g ieht TeTgaTe are o oft 39 URSHT it St Y ofF s et i B “gm wwdEh
H siafae sraaal 7 wrs i sif=rer A8l 81 30 URSHT & Al ®1 SITaH g1 9haT gl 3d: ATTH
SfRd ®, sirofer s swarae et sfarfRaw 1940 it =T 265 F srefie = wwdet F fAfawtor, B =
faawor &7 wfaftg 37 sEeds g1 ST ® A9 § T@d gy, AN § Gy ff 9w F IR fi
Fat 3 arer BT off s 7 AR ar e s 985 g ) o, Feae g 267 F i
statrer e it fRrerfer £ STt 87

AT ITH AT TheTehl TATGHRIT dTe T IR F AT 9T, Feal T GCHT HT Tg THITH 8l
ST o7 T3 29 § SF AWty % wree AT & o feww & oo fafawtr, e siie fAaeor &y wiafuey
F7q gu =8 fAfafag wear o= e & sraea s wefi=h= 2;

AA: T, el T TLCHRL, SHOTS T T AR AT, 1940 (1940 7 23) ¥ 91T 26%F FTT
Y& ARRAT FT AN T g0 T START & o0 Ted TH1E T FATAIRA + TAT + TATSIZA ST &
e % foro fafamtor, fasrer siw e 1 wfafog w5t 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3311(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Calamine + Aloes + Allantoin islikely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Calamine + Aloes + Allantoin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT
T2 faeett, 2 3red, 2024

FLIT. 3312(3A).—FesIT TCH FT g TETEMT 27 91 9 FF S + R¥agregmars
g IEe + Tal + Faads + #qx siwfar it e g daem (G sad s0% geema uwe It Fgr
AT §) F STANT A TATT T ST G T HWTAAT § STtk I AT o Frera fasheT 3Ty 2;

3T, Tl T g s v et afefa gy =0 /e & = A e ot ST 39 Aees
afafa 7 29 THSTHT FT Toha = TTET AT

ST, Sirofer qepeieht TemgaTe are o oft 3% URSHT it St Y ofF s fRrwrfer it B “go wwdEh
H siafaee sraaal 1 wrs i sif=rer A8l 81 30 URSHT & Al ®I S g1 9haT gl od: ATTH
sfRd #, sirofer s swareae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg 37 aEeds g1 ST F A9 § w@d gy, AN § Gy ot v F IR fi
Ft 3 arer T off s 7 AR ar e mme 985§ ) o, FEe g 267 F i
statrer s it fRrerfer Y STt 87

AT ITH AT TheTehl TATGHRIT dTe il IR F AT 9T, Feal T ACHL AT Tg THITH 8l
ST o7 T 2o ¥ S AWty % wree AT & o few & oo fafawtr, e siie fAaeor &y wiafuey
F7q gu =8 fAfafag wear o= e & sraea s aefi== 2;

A T, el T TLHRL, OIS T TR AR A=, 1940 (1940 1 23) ¥ 91T 26%F FTT
YET AfRdl F OTAN T gU AME ISTAN & [0 TEed TA9E F damdEg + ReagegmEea
ERSIFAIUEE + TAT + Raade + & vy & g & forg Afawto, G s B« afafig
FAT Bl

[T, €. THF-11035/53/2014-STURaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3312(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Calamine + Diphenhydramine Hydrochloride + Aloe +
Glycerine + Camphor is likely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Calamine + Diphenhydramine Hydrochloride + Aloe + Glycerine + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F3M. 3313(31).— FealT TTHT HT Ag THTLTE 27 ST 92 T Farchqae + N stmee +
e Ay f Faa gus e (R 398 T8 7997a THS Y Fgl ™7 §) F ST § Aqeai &l
ST B T HHTaAT g ST 336 Aot  qeierd fesmed 3uersy &;

3T, Tl G g0 s v faeres afefa gy =0 /e & = A e ot o 35 Aees
afafa 7 79 THSHT FT T TET AT,

ST, Sirofer qepeieht TemgaTe are o oft 39 URSHT it St Y ofF s fRrwrfer i B “gm wwdEh
H siqafaee sraaal 1 wrs i sif=rer A8l 81 30 URSHT & Al ®1 SIaH g1 9haT gl od: ATTH
sfRd #, sirofer s swarae et sfarfAam 1940 it &=y 265 F srefie = wwdet F fAafawtor, B =
faawor &1 wfaftg F3AT1 sEeds g1 ST ® A9 § T@d gy, AN § Gy ot 9w F TR £
Fat 3 arer BT off s 7 AR ar e e 785§ ) o, Feae g 26% F i
starer s st fRrerfer £ STt 87

AT ITH AT TheTehl TATGHRIT dTe T IR F AT 9T, Feal T GChTT HT Tg THITH 8l
ST o T3 29 § SF AwtY % wrea AT & o feww & oo fafawtr, o siie faaeor &y wiafuey
F7q gu =8 fAfaafag wear o= e & sraeash s wefi=h= 2;

A TS, Fea T LRI, AT ST TETeT Gy Aferf==w, 1940 (1940 7 23) ¥ 41T 26% FIT
TET SIRRAT T AN F3d g0 A1 STAN {0 qied T § FAChH e + [ siedmse + &=
arfer ¥ o & foro fafawtor, fe sie g & afafus w0t 2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3313(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorphenesin + Zinc oxide + Starch islikely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Chlorphenesin + Zinc oxide + Star ch with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

AT, 3314(3N).— FelT TR HT A TUTTE 27 ST 9 % FFeemmfae wiehe + i wfiee
Aruter it R g d9em (e s8# 90 999Ta THERT Fgl AT §) F STANT & AT H1 STTEH 20
FT GATIAT & TTF Ih ST F e faheT I 3,

3T, Fea T T g Ag<h v fFeres afefa gy =0 /e & = A TE ot S 39 fAees
afafa 7 29 THSHT FT T qET AT,

3T, Sirorfer qereieht TemgaTe are o oft 39 URSHT it St Y ofF s fRrerfer i B “gm wwdEh
H siafaee saaal 1 wrs i sif=rer A8l 81 T80 URSHT & Al ®1 SIITaH g1 9haT gl od: ATTH
SR #, sirofer s warae et sfarfRaw 1940 it &=y 265 F srefie = wwdet F fAfawtor, B =
faawor &1 wfaftg 37 sEeds g1 ST & A9 § T@d gy, AN § By ot 9w F TR fi
Fata 3 arer BT off w7 AR ar e e 985§ ) o, Feae g 267 F i
st s it fRrerfer Y STt 87

AT ITH AT TheTehl TATGHRIC dTe il T F AT 9T, Feal T GCHT AT Tg THITT 8l
ST o7 T3 29 § S AWty % wree AT & o e & oo fafawtr, e siie faaeor &y wiafuey
F7q gu =8 fAfafag wear o= fRa & sraeash s wefi=h= 2;

A TS, Tl T TLRIL, AT ST TETLT AT AT, 1940 (1940 FT 23) FT &4T=T 26%F
BT Y& ARl T TN Fd g0 | START & o0 e T9Td | s ™Ts & wivhe + [iF wHiee
e F o & forg fafawtr, fe s g & afafus w2t 2l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3314(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Clindamycin Phosphate + Zinc acetate is likely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Clindamycin Phosphate + Zinc acetate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.3T. 3315(37).— FeT TR FT T THTLT g1 T 9T {3 AT S9N+ FHFATFRAUES + STk
aroter F P g g (B 5od 39 TaTa THER gl &7 §) F STIET F aeat i ey g
FT GATIAT & TTF Ih ST F I faheT I 3,

31T, FET FLH g s v oS atfa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT,

T sfufer qererehl gargeae a7 oft S TwSIE it S i oft i R f oft & 2w
TRSE F Safae sramat &1 wre FHirefta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw = wwdet & fAfawtor,
ok = = & wfafg F3AT sraegs g1 U & e § vad gu, At # Gl oft wwe % 3w
& srwta 3 arer freft ot werre 1 RfReme = fdew e 781 &)1 zater, Fae oy 26% F 9efiv
statrer s it fRrerfer Y STt 87

AT IH AT TR TATSHIT TS i RT3 M UL, Fald AT HT Tg THIETT &l
ST 9 foF 9T H 3F AW F g 3TN & forw s & forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= R & sraea s aefi=h= 2;

A AT, FalT TCHIL, AT ST TR GIRdT Atear=aw, 1940 (1940 =1 23) FT 4T 26%
BT W& QTRAT &1 AN FXd gU, AT ST & [o1T ITHT SS9 SHATRAIIEE + Sellehe Saier & fomT
& form fafawion, faerr siw faaeor &1 @i wama & wiafvg F3dt g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3315(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Gamma Benzene Hexachloride + Benzocaine is likely to
involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Gamma Benzene Hexachloride + Benzocaine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.3AT. 3316(37).— FxT TLHTL HT Tg THATHTT &l ST I TJHIETHTS gIes [FAse + ST
+ AT + FFRT + FeATERT AT F Faa g g (P sod 8% 719 The = FgT 1497 8)
START & FATT T ST ZIA T TATAAT g ST th I<F i % qeierd e 3uersy g;

3T, FET gL g g v Feres atefa g 38 ArHer f = A TS off 3w I fAees
afafa 7 29 THSHT FT T TET AT

T, FUTer AR TATGRIC A1 o IF THSIHT 6F 7= 67 off 3w Rrerfer &ir off & =9
TRSE F safae sraaat &1 wrg FHircfta sifeer 781 81 20 UTHSTET & Aeai 1 e 21 ekt 21
TIF SAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw o wwdet & fAfawtor,
fasrr = = & wfafg F3A7 sraegs g1 U & e § vd g, Afat # Gl oft wwe % 3w
& srwta 3 arer foreft oft swerre 1 iR = Pdew w781 &) zater, Fa ey 26% F 9efiv
statrer e st fRrerfer Y STt 87

AT ITH AT TR TATSHIT TS il IR F M UL, Fald ACHIT HT Tg THIETT &l
ST 9 foF 9T H 3 AW F g 3TN & forw s & forw fafemtr, B sie g & aiafvsg
F7q gu =8 fAfafag wear o= e & sraea s aefi=h= 2;

A T, HATT LRI, AT ST T IR AfA=aq, 1940 (1940 w1 23) Fir T 26%
BT Y& TRl &1 YR F3d g0, I STANT o (o0 T@n TS gISg RAIISS + SHERT + a=id +
R + FeATSIOA Arwldr & faery & foro AfAwto, G siw B w i @ sama & gfafog w2t g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3316(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine hydrochloride + Diacerein + Menthol +
Camphor + Capsaicin is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Glucosamine hydrochloride + Diacerein + Menthol + Camphor + Capsaicin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT
¢ faeel, 2 amred, 2024
FAT. 3317(31).— F=IT TLHTT FT T THTLTT BT A IT GrasreriigT 2.0%w/w + sfiaerse
FRATRAATAE 5.0% wiw + siiaiaesa 30% wiw St £ Faa g d@de (i o8 38 oama

THS T FZT AT §) o STIRT H TCAT &l SAMGH g1 I THATEAT g STafeh I<h HUrer % qeierg fasmed
ITAH E;

AT, FET AL FIT A Ua (e afafa g = " &t = #fir 1 oft o 35 e
AT T 28 THSTHT T TS qAT 9T

AT, Srufer oAt qeTgRe a7 off 36 TSl i o= i off siw Rrerfver & off fF =
TRSHHT H ATAE SAFIAT T hle (AR T =T Al gl 39 THSE F AICAT I I gf Fahdl gl 3d:
FTIF TR |, Aol ¥ garee arnft dfafaay 1940 it 97 26F F 1= =0 vwSrHT & Afawior,
o = faawor &1 wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Bt off wwe F swm
T SATATT & AT et ST TR T AR a7 Reed =TT 981 § | S, Fad 610 26% & e
sfatrer s Y fRrerfer i sy 27

T ITH AT TRl TATGHIT TS il TRRITLT 6 T UL, Fald AEhT AT Tg TH1ETT &l
=TT R Io T I Wiy F wre svEeT F forw e #F foro ffRwion, B sie e @ afooy
Fd g0 =0 ATHAHT F3A1 99 Ba | Saeds i a9+ &;

qd: AT, Fa 1T TCRIL, AT T AT Ay srferf==, 1940 (1940 =1 23) F¥ &7 26%F FIT
S TRl T YART #3d g0, HT9d ST & oy gragaifaaie 2.0%w/w + siiaersd A feTe
5.0% Wiw + St 30% wiw SISt & fasrar & foro fafamior, BT s fBawor & ia a& e &
gfafug Fdt 21

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3317(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Hydroxyquinone 2.0%w/w + Octyl Methoxycinnamate 5.0%
w/w + Oxybenzone 30 % wi/w islikely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Hydroxyquinone 2.0%w/w + Octyl Methoxycinnamate 5.0% w/w + Oxybenzone 30 % w/w with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

FT.3T. 3318(3).— F51T TR T T THTLTT 21 ST I KA + i ek + -
&=t + & & sige + wenw Aty i Fa gus @9 (B 508 39 a7 RS R FgT T R) F
START & FATT T ST ZIA T TATAAT g ST th I (S  qeierd e 3uersy g;

ST, FET FLH g s v oS atfa g 38 ArHer f = A TS off 3w I fAees
afafa 7 29 THSHT FT T qET AT,

T, FUTer AR TATGRIC A1 o o IF THSHT 6F = T off 3w Rrerfer & off & =9
TRSE F safae sraaat #1 wre et sifeer 781 81 20 UHRSTET & Aeat 1 e 21 9ehaT 21 7
I TAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraegs g1 U & e § vEd gu, At # Gl oft wwe % 3w
FT st o arer et oft werre & RfRmme ar Mdam =t 981 8 | zaten, Fee o 26% & el
statrer s T fRrerfeer £ STt 87

AT IH AT TheAThT TATSHIT TS i IR F M UL, Fald AT HT Tg THILTT &l
S UT R I I MOl F wEa IUART * forw fawe & forw ffawior, fEee s feaeor @ afauy
F7q gu =8 fAfafag wear o= R & sraea s aefi=h= 2;

qd: AT, HRIT TR, AT ST THTEA qTHIAT AT =97, 1940 (1940 1 23) FT &1 26%F FIT
TET ATRAT FT TART F4d gU, AT 374N & g werbmrsie + Niw i + Sd=ume + & &
AAT + WA NwfE F e = forw @fRwtor, e siw fawor i ia syam= F yfafug w8

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3318(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketoconazole +Zinc Pyrithione +D-Panthenol +Tea Tree Oil
+Aloesislikely to involve risk to human beings whereas saf er alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Ketoconazole +Zinc Pyrithione +D-Panthenol +Tea Tree Oil +Aloes with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

3. 3319(37).—F= 1T TLHRTT FT T THTATT 2 I IT FhANIA + TeE + R
wHfiee oty 1 R gas e (G 38 s0% T1a THSTHT Higl T 8) F START & 7qeAl &l
ST B T AT § ST 3<h ot & qeferd fesmed 3uersy &;

31T, AT gL g g v Feres atfa g 38 ArHer f = A TS off 3T 396 fAees
afafa 7 29 THSTHT FT Tohe A TTET AT,

T, Uty AR TATGRIC A1 o o IF THSHET 6F 7= 6T off 3w Rrerfer & off & =9
TRSE F safae sraaat &1 wrg it sifeer 781 81 20 UHRSTET & Aeat 1 e 21 9ehaT 21 7
I STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw = wwdiet & fAfawtor,
ok = = & wfafrg F3A7 sraeTs g1 SURE & e § vad gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Mdam =t 981 8 1 Zaten, Fee o 26% & el
statrer s T fRrerfeer £ STt 87

AT IH AT TR TATSHIT TS i BT F M UL, Fald AT HT Tg THIETH &l
S UT R I T I MWl F wIEE IUANT * forw faw & forw ffawior, fEeea siw feaeor & afauy
F7q gu =8 fAfafag wear o= e & sraea s aefi=h= 2;

A AT, FalT qLRIT, AT 3T TR TRAT Ater=aw, 1940 (1940 F1 23) FT 9T 26%
FT T&< ARRAT AT TANT F3d g0, Hd SUF0 & o0 werwMTsie + TaeT + fFerf@y v vdiee arvfey
& fasrar 3 foro fafator, e i fEawor &t Ea wama & fafug # T 8

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3319(E).—Wheress, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketoconazole +Aloe vera+ Vitamin A Acetate is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23
of 1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of
drug FDC of K etoconazole +Aloe vera+ Vitamin A Acetate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

3. 3320(37).— Fe1T TLHTT FT TZ THTHTT BT ST T AT + Tl + SSNER serfer
£ g gus @9 (G o 30% oama ThRSR #7147 §) F START F aqeAl F S g
TATAAT g STk I AT F giera Fwed 3Ty &;

3T, AT FLHR T g v e atfa g 38 ArHer f = A TS off 3T I fAees
afafa 7 9 THSTHT FT Tohe = TTET AT

T, AUt AR TATGRIC A1 o o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sramat #1 wrg it sifeer 781 81 20 UHRSTET & Aeat T e 21 9aehar 21 o7
I TAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefi= zo wwet & fAfawtor,
ok = = & wfafg F3A7 sraeTs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & Rffawe ot fMdam =t 981 8 | zaten, FEe o 26% & el
statrer s T fRrerfer Y STt 87

AT IH AT TR TATSHIT TS il RT3 M U, Fald ACHT HT Tg THIETT &
ST UT R I T I MOl F wIEE SUART * forw faw & forw fafawior, B siw feaeor & afaoy
F7q gu =8 fAfaafag wear o= R & sraeas s aefi=h= 2;

A T, HAlT LRI, AT ST T IR Af=aq, 1940 (1940 F7 23) Fir &7 26%
FT Y& ARRAT T TART Fd gU, AT STINT & (7T FelnATaie + TAT + SIS Surer & @@ &
form AR, s sl {aer & a o | giafug w2t g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3320(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketoconazole +Aloes + ZPTO islikely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23
of 1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of
drug FDC of Ketoconazole +Aloes+ ZPTO with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F3AT. 3321(3).— FETT ALHT FT Tg THTITT T ST 9T HIforh TAE + A + AlfFeAlae +
ferfm € + weadt sty it e gus d9ee (e 99 @@ w1 RS Fign T4 §) F ST o
ST &l SR I T TATAAT & T 3h SHUTE F FIET faheT Iusd g,

ST, FET gL g g v oS atfa g 38 ArHer f ST A TS off 3w I fAees
afafa 7 9 THSHT FT T TET AT

T, Ul AR qATERIC A1 o o IF THSHHT 6F 7= 6T off 3w Rrerfer #ir off & =9
TRSE F safae sraaat &1 wrg it sifeer 781 81 20 UHRSTET & Aeat 1 e 21 ekt 21
I STAfed |, Srofer e yamas arasft srfafaaw 1940 £ gy 26% F stefie zo wwdet & fAfawtor,
fosfr = faaeor it afatryr AT sraead 81 SN & e ® TEd gu, At 7 B oft weh % 3w
FT st o arer et oft wepre & RrfRame ot Mdam =t 981 8 1 Zaten, Fee o 26% & e
sfarerer Fee ¥ e it et 27

T IH AT TR TATSHIT TS i RT3 M UL, Fald OhT AT Tg THIETT &l
ST UT R I T I MWl F wIEE SUANT & forw fawe & forw fafawior, fEee s feaeor & afauy
F7q gu =8 fAfafag wear o= R & sraea s aefi=h= 2;

A T, FAlT GLRTL, AT ST T IR AfA=aq, 1940 (1940 F7 23) Fr T 26%
FT Y& TRl &1 YART Hi3d g0, HT9d STANT % {70 diford UiEe + sgfed + difaeate + fef@a
+ TASL Al F foorar & forw @A, fer siw fEaer i @a ywama & sfafog F:2dT 8)

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3321(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Kojic Acid +Arbutin +Octinoxate +Vitamin E + Mulberry is
likely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Kojic Acid +Arbutin +Octinoxate +Vitamin E + Mulberry with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT
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3. 3322(3N).— Fo1T HLHT FT T THTATT 2 ST 9¢ A TP + TS + A=Al +
T i £ P g g (B 393 50 Tara THSRN g1 49T §) F ST F At aqeat w#
ST B T HHTaAT g STt 376 Aot & qeierd fewed 3uersy g;

ST, AT FLH g s v oS atfa g 38 ArHer f = A TS off 3T I fAees
afafa 7 29 THSTHT FT Tohe A TTET AT

T, Uty AR TATERIC A1 o o IF THSHHT 6F 7= 6T off 3w Rrerfer & off & =9
TRS F safae sraaat &1 wrg et sifeer 781 81 20 UHRSTET & Aeai 1 e 21 ekt 21 7
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw = wwdet & fAfawtor,
fosfr = faaeor i afatryr AT sraead 81 SN & e ® TEd gu, At 7 B oft sy F IwanT
& srwta 3 arer freft ot werre 1 RfReme = Pdew e 781 &)1 zator, Fa ey 26% & aefiv
sfarerer Fee Y e it et 27

T IH AT TR TATSHIT TS i RO F M UL, Fald AT HT Tg THIETT &l
ST UT R I T I MWl F wIEE SUART * forw faw & forw ffawior, B s feaeor & afauy
F7q gu =8 fAfafag wear o= e & sraeah s aefi=h= 2;

A AT, halT TLHIT, AT 3T T rRdT Arer=aw, 1940 (1940 =1 23) #FT 4T 26%
FT Y& QTRAT &1 AT FXd g, AT ST & (o7 A6 + FATSAT + A=A + HYL AW &
faera & foro fafamior, foer s faaeor & @ wwme & sfafug Fdt 2

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3322(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Lornoxicam +capsaicin +menthol+ camphor islikely to involve
risk to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Lornoxicam + capsaicin + menthol + camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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F.3M. 3323(3).— Fl T TLHT AT g TUTLTT I A9 9T AIaHT + RhawEse +
ferm ot + Aerter + Rramee dffde sofyr i Raa g gaew (G @3 @ = oedE
FETIATE) F STINT H FACAT T SAITGH ZI T GFTAAT § T Ih AT % LT fAshed U 2,

ST, FET gL g g v e atfa arr 38 ArHer f ST A TS off 3w 396 fAees
afafa 7 9 THSTHT FT Tohe A TET AT,

T, Ul AR TATGRIE A1 o o IF THSHET 6F = 6T off 3w Rrerfer &ir off & =9
TRSE F safae sraaat &1 wrg et sifeer 781 81 20 UHRSTET & Aeat 1 e 21 ekt 21
I STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw = wwdet & fAfawtor,
fosfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft wh F IwanT
FT st o arer et oft wepre & RfRame ot fMdam =t 981 8 | zaten, Fee o 26% & o
sfarerer Fee Y e it et 27

AT IH AT ThAThT TATSHIT TS i RT3 M UL, Fald AT HT Tg THIETT &l
S UT R I T I MWl F wIEE IUART & forw faw & forw ffawior, fEeea s feaeor & afaoy
F7q gu =8 fAfafa wear o e & sraeas s wefi=h= 2;

A AT, FalT TLRIE, AT 3T T GrRdT Arear=aw, 1940 (1940 =+ 23) FT 9T 26%
FT Y& ARAT &1 TANT Fd g0, AT9d STAN & o7 iy + RaseeneEee + afaad o
+ A + fmee &feiffce siwfar & e & oo ffamto, feer sie fawor i i wwme & sfafig
FLAT Bl

[T, €. TF-11035/53/2014-ST0RaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3323(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Lornoxicam + Thiocolchicoside +Oleum Lini +Menthol +
Methyl salicylate islikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sae, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Lornoxicam + Thiocolchicoside +Oleum Lini +Menthol + M ethyl salicylate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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FIT. 3324(3T).— FETT TTHT FT Tg THTTH 2l ST IT HAeATA + TAGT S(aeher & sufer i
R g gaee (B8 o8 9% v TwSRY FgT 47 8) F SUINT AT A SEH g 6y
TATAAT g SaTh I AT F giard Fswed 3Ty &;

3T, FET gL T s v Ao atfa g 38 ArHer f ST A TS off 3T I fAees
afafa 7 29 THSTHT FT Tohe A TTET AT

T, Uty AR TATERIC A1 o o IF THSHHT 6F 7= 6T off 3w Rrerfer & off & =9
TRS F safae sraaat &1 wrg et sifeer 781 81 20 UHRSTET & Aeai 1 e 21 ekt 21 7
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw = wwdet & fAfawtor,
fosfr = faaeor i afatryr AT sraead 81 SN & e ® TEd gu, At 7 B oft sy F IwanT
& srwta 3 arer freft ot werre 1 RfReme = Pdew e 781 &)1 zator, Fa ey 26% & aefiv
sfarerer Fee Y e it et 27

T IH AT TR TATSHIT TS i RO F M UL, Fald AT HT Tg THIETT &l
ST UT R I T I MWl F wIEE SUART * forw faw & forw ffawior, B s feaeor & afauy
F7q gu =8 fAfafag wear o= e & sraeah s aefi=h= 2;

A A, FalT TLRL, AT AT AT T AT =aw, 1940 (1940 1 23) Fit 91T 26F FIT
Y& ARl FT AN Fd gU, A9 ST & T Aeqier + QoAra<T ifved siwry & f&#g & o
fafawtor, e sl f@awor & @ o9 | JiaiuE w6l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3324(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Menthol + Aloe vera Topical Spray is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Menthol + Aloe vera Topical Spray with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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FT.3M. 3325(37).— FAT TLHT FT Tg THTETT &1 I T2 A7 + e Taehiue + gaia<
ST + FATERv + R¥mgregm™ER srufer f R gas g (P 398 38 T TheS T gl /@0
8) % ITANT F ASAT &l STEH G T GATAAT & TI{F Ih SHUTEr F I faheq 3ured g,

3T, AT gL g g v e atfa arT 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSTHT FT Tohe A qET AT

T, AUty AR TATERIC A1 o o IF THSHHT 6F 7= 6T off 3w Rrerfer & off & =9
TRSE F safae sraaat &1 wrg et sifeer 781 81 280 UHRSTET & Aoai 1 e 21 ekt 21 o
I STAfed |, Sofer o yamas arasft srfafaaw 1940 £ oy 26 F stefie o wwet & fAfawtor,
ok = faaeor i afatryr AT sraead 81 SN & e ® TEd gu, At 7 B oft weh % IwanT
& srwta 3 arer freft ot werre 1 iR = Pdew =g 781 &)1 zater, Fae o 26% & aefiv
st Fee ¥ e it et 27

AT I SUT T I TFRATRT TATZHIL a1 hi AEIT F A 9T, FxT TR FT Tg
THTYTT 21 o7 9% o ST §  3<F A9Ter o Aa ITIRT & oo o & forg f@fRmtor, e s e
F1 gfatre F2q gu =& fAfRafia w97 fa & sraegs e adi=im ¢;

A T, HATT LRI, AU ST T IR AfA=aq, 1940 (1940 F7 23) Fir T 26%
FRT 9&T Ahdl FT TART FXd g0, HHE ST % o7 #vaie + fore g=adiea + qAea a9 +
TR + R¥AgrRgm™TE St F e % forg fAfFwtor, fEekr i fawor it i s § whatvg

A

FAT Bl
[T, €. TF-11035/53/2014-ST0RaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3325(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Menthol +Lignocaine HCI +Aloe vera gel +Clotrimazole
+Diphenhydramineislikely to involve risk to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Menthol + Lignocaine HCI+Aloe vera gel + Clotrimazole + Diphenhydramine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)



[9TT I—=Te 3(ii)] T T TSI © T 43

srfergE=AT

T2 faedt, 2 sreq, 2024

FLAT. 3326(A).— FalT TLHT T Tg THTLTT BT AT T ATGHIATSA ATaee + SASTHTERAT +
TR THiEMTss + S aehe ot £ Rag gus gaem (G so# 585 w=ma TweEt et
AT §) F ITANT A TASTT T ST g T HWTAAT § STaTh I AT o Frera fAasheT Iqesy 2;

ST, FHFET FLHR g s v Ao atefa g 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSTHT FT Tohe = TTET AT

T, AUt AR TATGRIC A1 o o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F e sramat #1 wrg it sifeer 781 81 20 UHRSTET & Aeat T e 21 9aehar 21 o7
I TAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefi= zo wwet & fAfawtor,
ok = = & wfafg F3A7 sraeTs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
F st o arer et oft s & RfRame ot fMdam =t 981 8 | zaten, FEe o 26% & i
starer e it fRrerfer £ STt 87

AT IH AT TR TATSHIT TS il IR F M UL, Fald AChT HT Tg THIETH &l
ST UT R I T I MWl F wIEE SUART & forw faw & forw fEfawior, fEeea s feaeor & afaoy
F7q gu =8 fAfafag wear o= e & sraea s wefi=h= 2;

A A, FalT TLHRL, AT AT TATLT G ATS=am, 1940 (1940 1 23) Fit &T<T 26F FIT

Y& ARAT T AN FIA gU, AT ST & (70 ATSAHMTSIA AT5ee + SeTHTEAT + e

THiEMTES + s 9ehe AWty F & & oo @[fRwion, B sie B #r @i yame & vfafvg st
el

[T, €. TF-11035/53/2014-ST0RaHT (ATT-1V)]

T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3326(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Miconazole nitrate + Gentamicin + Fluocinolone Acetonide
+Zinc Sulphateislikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Miconazole nitrate + Gentamicin + Fluocinolone Acetonide +Zinc Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3327(3).— FaIT AR FT TZ THTLE BT A I AEhANI +HeFemie suafer £
R g gaee (B8 o8 9% v TwSRY FgT 47 8) F SUINT AT A SEH g 6y
TATAAT g SaTh I AT % Giard Fwed 3Ty &;

3T, FET gL T s v Ao atfa g 38 ArHer f ST A TS off 3T I fAees
afafa 7 29 THSTHT FT Tohe A TTET AT

T, Uty AR TATERIC A1 o o IF THSHHT 6F 7= 6T off 3w Rrerfer & off & =9
TRS F safae sraaat &1 wrg et sifeer 781 81 20 UHRSTET & Aeai 1 e 21 ekt 21 7
I TAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwdet & fAfawtor,
ok = = & wfafg F3AT sraegs g1 U & e § vad gu, At # Gl oft wwe % 3w
& st 3 arer foreft ot werre 1 iR = Pdew s 781 &)1 zater, Fae o 26% F 9efiv
statrer s it fRrerfer Y STt 87

AT ITH AT THATRT TATZHTL TS ohl RRTIET o SATETT T, Fo T TR KT TG THTLTT g1 AT
o7 o 397 § 36 ATy o "ea STAT & forw e % forg A, e s [awer & afaue R gu
=0 AT Fear 99 Ba & smaege sfiv a3i=i+ &;

A A, FalT TLRL, AT AT TATLT G ATS=aw, 1940 (1940 7 23) Fit 1T 26F FIT
YET ARl T TIN Fd g, 9d 3TN & o ArsshFee +HfefRewie dwfy & @Fg 5 o
fafawtor, fawr sl f@awor & @ T | I iuE w8l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3327(E)—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Miconazole +Tinidazoleis likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Miconazole +Tinidazole with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FAT. 3328(31).—FcT TLHTT T TZ AHTYTE 2l I 97 A + qHAEad + dAehiga
sruter & Raa g gare (i a9 39 TEATT THSTHT gl =T §) % STIE § Teal &l SIITad g
T GATAAT & TITF Ih AT F e fahed ITeH 3,

3T, AT FLR g g v oS atfa g 38 ArHer f = A T off 3w 396 ks
afafa 7 29 THSTHT FT T TET AT

T, AUTer AR TATGRIC A1 o ITF THSHHT 6F 7= 6T off 3w Rrerfer & off & =9
TRSE F safae sraaat &1 wrg it sifeer 781 81 20 UTHSTET & Aeai 1 e 21 9ehdT 21
TIF STAfed |, ot e yamas arasft srfafAaw 1940 £ gy 26% F stefiw = wwdiet & fAfawtor,
fosrr = = & wfafrg F3A7 sraeTs g1 U & e § vEd gu, At # Gl oft wwe % 3w
& srwta 3 arer foreft oft werre 1 fRfReme = fMdew =g 781 &)1 zater, Fae ey 26% F qefiv
statrer s it fRrerfer Y STt 87

AT IH AT TR TATSHIT TS i RT3 M UL, Fald AT HT Tg THIETT &l
ST UT R I T I MWl F wIEE SUART & forw faw & forw ffawior, B s feaeor & afauy
F7q gu =8 fAfafag wear o= e & sraea s wefi=h= 2;

A A, FalT TR, AT AT TATLT AT AT =aw, 1940 (1940 7 23) Fit 41T 26F FIT
Y& ARAT T TART Fd gU, AT STFNT & (o7 [eiaaiee +srfiafaas + siehigd siute & & &
o fafamtor, e s AT = @@ J9 e & gia g 3 g

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FLTA, HATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3328(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Minoxidil +Aminexil+ Alcohol islikely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Minoxidil +Aminexil + Alcohol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3329(H).—F1T TLHT T AZ THTA Bl 9 9T AR + Tl URhe + af
qTeRer sty & e g gaee (BE <88 <08% 98Ta THEHT gl ™7 §) F START 4 7St &l
ST B T A3 § ST 3<h Aot  qeierd fesmed 3uersy g;

ST, AT gL g s v Ao atfa gy 38 ArHer f = A TS off 3w I fAees
afafa 7 29 THSHT FT T TTET AT,

T, AUt AR qATGRIE AT o o IF THSHET 6F = 67 off 3w Rrerfer & off & =9
TRSE F safae sramat &1 wrg Ffrcfta sifeer 781 81 20 UTHRSTET & Aeai 1 e 21 ekt 21
T At |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw = wwdiet & fAfawtor,
fasrr = o &t wfafg F3A7 sraeTs g1 U & e § vad gu, At # Gl oft w3
& srwta 3 arer foreft ot swerre 1 BfReme = fdew w781 &)1 zater, Fae oy 26% & 9=
statrer s it fRrerer Y STt 87

AT ITH AT THAThT TATZHTL TS ohl RRTIET o SATETT T, Fo T TR KT TG THTLTT g1 AT
o7 o 39T § I ATy o "ea ST & forw e % forg AR, e s [awer & afaue Fd gu
=0 AR Fwar 99 Ba # smaege sfiv a38i=i+ 2;

A T, FAlT LRI, AU ST T AR AfAaaq, 1940 (1940 w7 23) Fir T 26%
FT Y& ARl &1 YN i3d g0, A19d S9N  foru fAifEates + wefts e + af qreder vy &
foaer & foro fafamior, foer s faaeor & @ wwme & sfafug Fdt 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3329(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Minoxidil +Azelaic acid + saw palmetto islikely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Minoxidil +Azelaic acid + saw palmetto with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

F1.3T. 3330(37).—FaT ALK FT Tg THT gl 9 97 o PfeaEe +epfiqt@aa Aot 5
R gas 3o (B =98 =o0% 79Ta URSTET 27 AT 8 ) F ISTART F AqSAT &l SIIfew g 6
TATAAT g STk I AT % geiera Fswed 3Ty &;

31T, FET FLHR g s v Ferws atfa g 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSHT FT Tohe A TET AT

T, AUty AR TATGRIC AT o o IF THSHET 6F 1= Hr off 3w Rrerfer & off & =9
TRSE F safae sraaat #1 wre et siferer 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, it o yamas arasft srfafaaw 1940 £ amer 26 F stefiw zo wwdiet & fAfawtor,
ok = = &t wfafg F3A7 sraegs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRawe o Mege =t 981 8 | zaten, Fee o 26% & i
sTarrer e Y fRrerfer & el 27

ITH ATTTEr THATRT TATZHTL TS il [RTLET F ATLTE UL, Fxld TR KT Tg THTLTT BT S T¢
o 29T § I AWt & A1HE ITANT & e 3w & forg fatamior, fomwe i foawor 1 sfavs w2 gu e
=T wear o= Ba 7 sraea o 96— g,

I T, FATT GLRTL, AT 3T TETe aradT Aferf==w, 1940 (1940 7 23) #T 41T 26%F
BT Y& ARl T TN Fd gU, HIAE STANT & o0 Aeifaaiee +simiaae sty & s & g
fafamior, R sie e & i e & gRfvg w7t |

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3330(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Minoxidil +Aminexil is likely to involve risk to human beings
whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Minoxidil +Aminexil with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

F.3T. 3331(3T).— FaIT LR HT T THTT B AT 92 {36 qTEA A T 3k + Fiforh TEE +
Tifeaw weifde wivhe Aoty  Faa gus g (S =0# o Ta1a THSHT gl 37 8 ) & STI0T
AT T SR G T GATEAT g ST 3h SO F qRiera fAasheT Iy 2;

3T, AT FLR g g v oS atfa g 38 ArHer f = A T off 3w 396 ks
afafa 7 29 THSTHT FT T TET AT

T, AUTer AR TATGRIC A1 o ITF THSHHT 6F 7= 6T off 3w Rrerfer & off & =9
TRSE F safae sraaat &1 wrg it sifeer 781 81 20 UHSTET & Aeat 1 e 21 9ehar 2 o
T At |, efiufer o yamas araft srfafaaw 1940 £ amer 26 F stefiw zo wwdet & fAfawtor,
fosrr = = & wfafrg F3A7 sraeTs g1 U & e § vEd gu, At # Gl oft wwe % 3w
FT st o arer et oft werre & RfRawe o Meags =t 981 8 | zaten, Fee o 26% & i
starrer e Y fRrrfer & st 27

ITH AL THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fald TR KT Tg THTLTT BT S ¢
o 29T § I AT & ATHE ITANT & e 3w & forg fatamior, o i foawor 1 sfaus w2d gu e
afaataa wear o= BT 7 sraea o a6=4 g,

Fd: AT, FRIT TR, AT ST THTEA qTHIAT AT=a97, 1940 (1940 1 23) FT &1 26%F FIT
Y& ATRAT FT TART Fd g0, AT START & {70 IS B 7 % + FHiorh TS + GiiedH TEhitad
wiehe Auter ¥ fama & forg RfRwio, R sik e st e e & yhfvg w7 @t /)

[®T1. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3331 (E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Pine Bark extract+ Kojic acid +Sodium Ascor byl Phosphate is
likely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and the
said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that “there
is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human beings.
Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC under
section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow for any
use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
PineBark extract + Kojic acid + Sodium Ascor byl Phosphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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F.3M. 3332(37).—Fs1 T TLHIE FT g THTT gT o7 92 fF Ay s + feffewier +
i gethe Awfd & Mg gus garee (S 307 S0 T27d TREHT Fal T 8 ) F ST § 7oAl &l
ST B T HHTaAT g ST 3<h ot & qeferd fesmed 3uersy &;

ST, AT gL g s v Ao atefa arT 38 ArHer f = A TS off 3w I ks
afafa 7 79 THSHT FT T TET AT,

T, AUTer AR TATERIC A1 o o I<F THRSHHT 6F = 67 off 3w Rrerfer &ir off & =9
TRSE F safae sraaat &1 wrg Ffredta sifeer 781 81 20 UHRSTET & Aeai 1 e 21 9ehar 21 o
T At |, ot o yamas arasft srfafaaw 1940 £ amer 26 F stefiw zo wwdet & fAfawtor,
ok = o & wfafrg F3A7 sraegs g1 U & e § vd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft wepre & RfRawe o ey = 981 8 1 zaten, Fee o 26% & el
starrer e Y fRrrfer & st 27

ITH ATTTE THATRT TATZHTL TS il [ARTLETT F ATLTE UL, Fald TR KT Tg THTLTT g1 S ¢
o T9r § I AT & A9 ITANT & g 3w & forg fatamior, o i foawor &1 sfaus w2 gu e
afaatea wear o= Ba 7 sraea o a6=4 g,

Fq: T, HATT LRI, A ST T IR AT, 1940 (1940 w1 23) &t T 26%
FRT Y& ARAT FT TART Fd g0, A 3740 & e qifasi s +f{swie + % aothe swfy
% fasra % e fafawiorn, fasr o= o i gia e & wiafvg w3 b )

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3332(E)—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Povidone | odine +Tinidazole +Zinc sulphate islikely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Povidone | odine + Tinidazole + Zinc sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F.3M. 3333(3N).—Fe T ALHIT HT g AT gf 9« 72 FF e g + e +
SFUAATS A F g e (P S3H 30 T4 URSHT gl T8 ) F STANT & Aol &l
ST B T HHTaAT § ST 3<h ot & qeferd fesmed 3uersy &;

ST, AT gL g s v Ao atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT

T, AUTer AR TATGRIC A1 o o IF THSHT 6F 7= 67 off 3w Rrerfer & off & =9
TRSE F safae sraaat &1 wrg et sifeer 781 81 =0 UHRSTET & Aeat 1 e 21 9kt 21 o
T At |, oot o yamas arasft srfafaaw 1940 £ amer 26% F stefiw zo wwdet & fAfawtor,
ok = = & wfafrg F3AT sraegs g1 U & e § vad g, At # Gl oft wwe % 3w
F st o arer et oft werre & RfRawe a1 ey =t 981 8 )| zaten, Fee o 26% & i
starrer e Y fRrrfer & sl 27

ITH TS THATRT TATZHTL TS il [ARTLETT F AT UL, hald TR KT Tg THTLTT BT ST ¢
o T9r § I AWt & ATHE ST & g 3w & forg f@tamior, fowm i foawor 1 sfaus w2 gu e
afatea wear o= BT 7 sraea o a6 =4 g,

d: AT, halT qLHIL, AT 3T T IRhT Arearf=aw, 1940 (1940 =1 23) #FT 9T 26%
FT Y&T ARRAT T YINT Fd g0, I19d ITAN & o0 qiEae el + siHersiiea + SFquseie
e % foseer & forg RfAwio, R ik e s @@ e & wfiftg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3333(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Povidone lodine + Ornidazole + Dexpanthenol is likely to
involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Povidone | odine + Or nidazole + Dexpanthenol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

FLAT. 3334(H).—F=IT TEHT AT Tg AT 2 o= 1w dfofHfes e + gae +
THATErRT + S-8=4ATe Arter F R g @aree (S <08 38 T491a TR #2118 ) & STIN H
ST &0 SR I T TATAAT & T Ih SHUTE F FRIET faheT Iusd g,

ST, FET FLHR g g v Ferws atfa arT 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSTHT FT Tohe A TET AT

T, Ut AR AATGRIC A1 o IF THSHET 6 7= 6T off 3w Rrerfer & off & =9
TRSE F e sraaat #1 wre FHirefa sifeer 781 81 20 UTHSTET & Aeai 1 e 21 9ehar 21 o
T At |, ot o yamas arasft srfafaaw 1940 £ amer 26 F stefi= = wwdet & fAfawtor,
fosrr = = & wfafg F3A7 sraegs g1 U & e § vEd gu, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRame o Megs = 981 8 | zaten, Fee o 26% & i
sTarrer e ¥ fRrrfer & sl 27

ITH ATTTE THATRT TATZHTL TS il [ARTLET F ATLTE UL, Fxld TR KT Tg THTLTT BT ST ¢
o T9r § I AWt & A9 ST & g 3w & forg f@famior, fomwe i foawor 1 sfavs w2d gu e
=t w3 o= BT 7 sraea o a6=41 g,

AT AT, halT qLHIL, AT ST T rdT Ararf=aw, 1940 (1940 =1 23) #FT 4T 26%
FRT Y&T ARRAT T TART Fd g, AT 3TN & fou dfafafes ufie + gea + gaiesT + <i-
=Ate sirwfer 3 faskar & forg RfAwio, R ok e s @ e @ afofvg s 21

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3334(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Salicyclic acid +Aloe vera+ Allantoin +D-Panthenol islikely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Salicyclic acid + Aloe vera + Allantoin + D-Panthenol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

.3, 3335(3N).—Fe 1T TCRT FT T AL 21 ST+ 77 (% Rea< aenfeanem + wiEaeT
TR T + TARIET + T oo + e € wiee sty & faa gas g9 (e zad8 oo
TETT THSTHT gl AT 8 ) F STIRT A HSAT Kl ST ZI Al FATAAT § Tl I A9  qierd
e ITeTeH ¢,

AT, FET AR FIT A Ua faeros afafa g = " & = i 1 oft o 39 Fews
A § =0 TR i aEE wET v

AT, Srufer qererehr qeaTeRre a7 off 3<F TSl i o= Fr off siw Rrerfer & off fF =
TR # FATAE qTAT FT 2 (A lhce T =T Tl g1 TH THSET F AISHT il SITEH 3 qhal g 3
FTIF TR |, sofer i yamee arnft sfafaay 1940 it 97 26%F F 1= =7 uwwSrT * Afawior,
o = faawor &t wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rt off wwe F 3w
T SATATT < AT Rt ST TR T AR a7 Raed == 981 § | S0, Fad G120 26% & e
Trorer e it FRrRTier it STt 87

ITH ATTTEr Tl TATZHIL TS I [RILLTT F AT TT, hald TLHIL T Tg THILTT gl ST ¢
o 3o § 3% sruter % \rea Tt & forw faser & forw fafamtor, o sie faawor o1 witdre w2 gu ea
AR T o9 Ba # straews o T+ ¢;

AT AT, F T ACHIL, AT ST THTee aresdt srferf=aw, 1940 (1940 =1 23) #T 4T 26%
BT &<t STTRT T THT 7 g0, §Ha 394N & forw Rea gearRanom + e Rt wehme o
+ QAR + TAET S + [efia € wdiee sty & g & g [fAato, e sik faoor & @
TTE & TAfvg FT gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3335(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Silver sulphadiazine +Chlorhexidine Gluconate solution
+Allantoin + Aloe vera gel +Vitamin E acetate is likely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Silver sulphadiazine +Chlorhexidine Gluconate solution +Allantoin + Aloe vera gel +Vitamin E acetate with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

F.3AT. 3336(37).—F= 1T TLHT FT I AT 21 o« 9 o qifeaw dffiee + NiF qEme +
e weEfee oty F Faa gas g9 (B s0# 2o 7ama TwSHT Fgl T3 8 ) F ST F
ST &0 SR I T TATAAT & T 3h SHUTE F FRIET faheT Iusd g,

ST, FHFET FLHR g s v Ao atefa g 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSTHT FT Tohe = TTET AT

T, AUt AR TATGRIC A1 o o IF THSHT 6F = Hr off 3w Rrerfer & off & =9
TRSE F safae sramat #1 wrg et sifeer 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, siofer o yamas araft srfafaaw 1940 £ amer 26 F stefie = wwdet & fAfawtor,
ok = = & wfafg F3A7 sraeTs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
& st o arer et oft wepre & RfRawe o Mg = 981 8 | Zaten, Fee o 26% & i
starrer e Y fRrerfer & sl 27

ITH AL THATRT TATZHTL TS il [ARTLET F AT UL, Fald TR KT Tg THTLTT BT ST T¢
o T9r § I AWt & A1HE ITANT & g 3w & forg f@tamior, fomw i foawor &1 sfavs w2 gu e
afatea Fear o= a7 sraea o a6=41 g,

Fd: AT, HRIT TR, AT ST THTEA qTHIAT AT==97, 1940 (1940 1 23) FT &1 26%F FIT
YaT ARAl FT FART Fd gU, A START & fow gifeaw @foffce + [iF wqdne + aeReEfaa
THHe At F fawr & forg R, R sie e i i e & shfvg w3 @t 2

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FLTA, TATEHRL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3336(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sodium salicylate + Zinc gluconate + Pyridoxine HCI is likely
to involverisk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Sodium salicylate + Zinc gluconate + Pyridoxine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FT.3M. 3337(3N).—FET TLHT FT T2 T 27 T T [ LSETSHAT + FfRed aehe
ruter % g gus gaee (R =891 T8 T4a7q TRSTET F20 T34 8 ) F ST § el &l SIaH g
T GATIAT & TTF Ih SO F e faheT I B,

31T, AT gL g g v e atfa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT

T, AUTer AR AATGRIC A1 o o IF THRSHT 6F 7= 67 off 3w Rrerfer & off & =9
TRSE F safae sraaat #1 wrg i sifeer 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, ot e yamas arasft srfafaaw 1940 £ amer 26 F stefier = wwet & fAfawtor,
ok = = & wfafg F3A7 sraegs g1 U & e § vEd gu, Afat # Gl oft wwe % s
& st o arer et oft s & RfRame ot ey =t 981 8 | zaten, FEe o 26% & i
sTarrer e Y fRrrfer & st 27

ITH ATTTEr THATRT TATZHTL TS il [ARTLET F ATLTE UL, Fxld TR KT Tg THTLTT BT S ¢
o 2T § I AWt & AT ITANT & g 3w & forg fatamior, fowme i foawor 1 sfavs w2d gu e
=t wear o= a7 sraea o a6=41 g,

A T, FATT GLRTL, AT 3T ToTe qradT Aferf==w, 1940 (1940 7 23) F¥ 41T 26%F FIT
& STRAT T TN FTd g0, I STANT & (o7 SETHTE@ e + FHifleed aohe Sty & faswa & g
fafamior, R sie e & i e & aRfvg w7t |

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3337(E)—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tetracycline + Colistin Sulphate is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Tetracycline + Colistin Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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1.3, 3338(3).—Fs T ALHTT T AZ THATATT 2T ST 9T FF FAHTRIT + TGS AT
R gus 3o (B =98 =o0% 79Ta URSTET 27 A7 8 ) % ISTART F 7SI &l SIfaw g 6
TATAAT g STaTh I AT % giara Fswed 3Ty &;

31T, FET gL g g v oS atfa arT 38 ArHer f = A TS off 3w I fAees
afafa 7 29 THSHT FT T qET AT

T, AUTer AR AATGRIC A1 o o IF THRSHT 6F 7= 67 off 3w Rrerfer & off & =9
TRSE F safae sraaat #1 wrg i sifeer 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, ot e yamas arasft srfafaaw 1940 £ amer 26 F stefier = wwet & fAfawtor,
ok = = & wfafg F3A7 sraegs g1 U & e § vEd gu, Afat # Gl oft wwe % s
& st o arer et oft s & RfRame ot ey =t 981 8 | zaten, FEe o 26% & i
sTarrer e Y fRrrfer & st 27

ITH ATTTEr THATRT TATZHTL TS il [ARTLET F ATLTE UL, Fxld TR KT Tg THTLTT BT S ¢
o 2T § I AWt & AT ITANT & g 3w & forg fatamior, fowme i foawor 1 sfavs w2d gu e
=t wear o= a7 sraea o a6=41 g,

I T, FATT GLRTL, AT 3T TETe aradT Aferf==w, 1940 (1940 =7 23) #T 41T 26%F
BT Y& ARl T TN 2 g, HIAE STANT % [T FATHIRM + JATSEh 1 srarer & fasa & forg
fafamior, R sie e & i e & gRfvg it |

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3338(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Clomiphene +Ubidecarenone is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Clomiphene + Ubidecar enone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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F.3T. 3339(3).— FEIT TLHT FT T THTLTE BT I U2 3 FAHIGI qTeee + TeIedreT
A T FiFaThe AT & Fad gus Gaeq (B =098 0% 7470 THRSHT Fgl 747 8 ) % START |
AT &0 STEH I T TATAAT & T 3h SHUTE F FRIET faheT Iusd g,

31T, FET FLH g s v oS atfa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT,

T, FUTer AR TATGRIC A1 o o IF THSHT 6F = T off 3w Rrerfer & off & =9
TRSE F e sraaat #1 wre it sifee 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, ot o yamas arasft srfafaaw 1940 £ amer 26% F stefiwr zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraegs g1 U & e § vEd gu, At # Gl oft wwe % 3w
FT st o arer et oft wepre & RfRawe o Megs = 981 8 1 Zaten, Fee o 26% & i
sTarrer e Y fRrrfer & st 27

ITH ATTTE THATRT TATZHTL TS hl [ARTLET F ATLTE UL, Fald TR KT Tg THTLTT BT ST T¢
o 29T § I AWt & A9 ITANT & g 5w & forg f@tamior, o i foawor 1 sfaus w2d gu e
fatea wear o= BT 7 sraea o a6=4 g,

A AT, halT qLRIL, AT 3T T TRAT Atear=aw, 1940 (1940 =1 23) #FT 9T 26%
FT W& AR T AN Fd g0, AT STANT & (o0 FATHIRI A5 + TEIRATA dALE FT Hlahe
e % fosee & forg RfAwio, R ik e s @@ e & wfiftg w8

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3339(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Combikit of Clomiphene Citrate + Estradiol Valerate is likely
to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Combikit Clomiphene Citrate + Estradiol Valerate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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F.3T. 3340(3T).—FH4TT TLHTT FT g THATTT 21 A1+ T T waiate TIEiue + A anae
Arafer & P g g (B8 =81 30 727 TRSRT gl 37 8 ) F START & Jqeat 7 Seq g
FT GATIAT & TaTF Ih SO F FIe faheT IUTed 3,

ST, FET FLHR g g v oS atfa g 38 ArHer f = A TS off 3T I fAees
afafa 7 9 THSTHT FT Tohe A qET AT

T, AUTer AR TATGRIC A1 o o IF THSHHT 6F = 6T off 3w Rrerfer & off & =9
TRSE F e sraaat #1 wre et sifeer 781 81 20 UHRSTET & Aeai T e 21 9ehar 21 o
T At |, ot o yamas araft srfafaaw 1940 £ amer 26 F stefiw zo wwdet & fAfawtor,
ok = = & wfafg F3A7 sraegs g1 U & e § vEd gu, Afat # Gl oft w3
FT st o arer et oft s & RfRawe o Megm =t 981 8 )1 zaten, Fee o 26% & e
starrer e Y fRrerfer & et 27

ITH AL THATRT TATZHTL TS il [ARTLET F ATLTE UL, Fxld TR KT Tg THTLTT BT ST T¢
o 29T § I AWt & ATHE ST & g A & forg f@tawior, e i foawor &1 sfavs w2 gu e
afatea wear o= Ba 7 sraea o a6=4 g,

Hq: AT, halT qLHIL, AT ST T rRdT Atarf=aw, 1940 (1940 =1 23) FT 9T 26%
FIT Y& IRRAT FT TN Fd gU, AT STAN & [0 FAdiade THEUe +3Nw(aarias e & fawma
F forg fafRmtor, R sie R i gia wome & ahafvg 7 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3340(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Flavoxate HCI +Ofloxacin is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Flavoxate HCI + Ofloxacin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3341(H).—FT TLHX HT Tg TFHEM 1 I 7w F FAhE qEee +04-
TReafes dufe % feg gus 99w (G =398 e9% 7979 THRSET Fgl 7 g ) & S99 J
HACAT 1 STITEH I 6T THTAAT & ST <6 ST F LA (ahed ITee &,

3T, FE FLH g s v Ao atfa g 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSHT FT Tohe A TET AT

T, AUty AR TATGRIC AT o o IF THSHET 6F 1= Hr off 3w Rrerfer & off & =9
TRSE F safae sraaat #1 wre et siferer 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, it o yamas arasft srfafaaw 1940 £ amer 26 F stefiw zo wwdiet & fAfawtor,
ok = = &t wfafg F3A7 sraegs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRawe o Mege =t 981 8 | zaten, Fee o 26% & i
st e T fRrwrfer i ST 87

ITH AL THATRT TATZHTL TS il [ARTLET F AT UL, Fald TR KT g THTLTT BT ST ¢
o T9r H I AWt & ATHaE ITANT & g 3w & forg f@tamior, o i foawor 1 sfaus w2 gu e
=T wear o= a7 sraea o a9 =41 g,

Fq: T, FATT LRI, AT ST T IR AT, 1940 (1940 w7 23) Fir &7 26%
FT Y& ARAT &1 TN Fd g0, A9 ITANT & FATHIGI dT5ee +UA-UAeTsA el sty & fawa
F forg fafRmtor, R sie R @ gia wome & ahafvg w7 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3341(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Clomiphene Citrate +N-Acetylcysteine is likely to involve risk
to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Clomiphene Citrate + N-Acetylcysteine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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3. 3342(37).—F51TT HLHTL FT I THTATT 21 14 97 76 gafew e 9o + Fie e smae
Arofer & P g g (B8 281 30 727 TRST T A7 8 ) F START & Jeat 7 Seq g
FT GATIAT g TTF Ih SO F e faheT I 3,

31T, FET FLH g s v oS atfa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT,

T, FUTer AR TATGRIC A1 o o IF THSHT 6F = T off 3w Rrerfer & off & =9
TRSE F e sraaat #1 wre it sifee 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, ot o yamas arasft srfafaaw 1940 £ amer 26% F stefiwr zo wwdet & fAfawtor,
fasrr = = & wfafrg F3A7 sraegs g1 U & e § vEd gu, At # Gl oft wwe % 3w
FT st o arer et oft wepre & RfRawe o Megs = 981 8 1 Zaten, Fee o 26% & i
sTarrer e Y fRrrfer & st 27

ITH ATTTEN THATRT TATZHIL TS il [ARTILETT F AT UL, Fald TR KT Tg THTLTT BT S ¢
o T9r H I AWt & ATHaE ITANT & g 3w & forg f@tamior, o i foawor 1 sfaus w2 gu e
=T wear o= a7 sraea o a9 =41 g,

Fq: T, FATT LRI, AT ST T IR AT, 1940 (1940 w7 23) Fir &7 26%
FRT Y& ARAT HT TN Fd g0, AT ITAN & (o0 FafeT SH3s ao + &ie forax s siwfer &
o % forg fRfamton, R o far s i@ e & afiifvg w21

[T, €. THF-11035/53/2014-STUREFTHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3342(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Evening Primerose Oil +Cod liver oil is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Evening Primerose Oil +Cod liver oil with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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AT, 3343(3).— FEIT LR FT g THTET 2f I 7 Reearfeer grgee + qrumafa +
- Sater % Faa gaes aaqee (S $00 380% 7970 TRSET gl T97 2 ) F START & 7oAt
T ST I T HWTIAT & STafeh 3 STuier o geferd fAaseT Iuesy 2;

ST, FET FLH g g v oS atfa arr 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSHT FT Tohe A TET AT

T, AUty AR TATGRIC AT o o IF THSHET 6F 1= Hr off 3w Rrerfer & off & =9
TRSE F safae sraaat #1 wre et siferer 781 81 20 UHRSTET & Aeat 1 e 21 9ehar 21 o
T At |, it o yamas arasft srfafaaw 1940 £ amer 26 F stefiw zo wwdiet & fAfawtor,
ok = = &t wfafg F3A7 sraegs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRawe o Mege =t 981 8 | zaten, Fee o 26% & i
sTarrer e Y fRrerfer & el 27

ITH TSN THATRT TATZHIL TS il [ARTILET F ATLTE I, Fald TR FT g THTLTT g1 ST TC
o 29T § I AT & A9 ST & g 5w & forg fatamior, fomw i foawor &1 sfaus w2 gu e
=T wear o= BT 7 sraea o a6=4 g,

Fq: T, HATT LRI, AU ST T IR Afaaaq, 1940 (1940 w7 23) Fir &7 26%
BT Y& IRl T AN Fd g0, J9d START & o0 [eehe dT5ee + UMTERA + To-sStieT
e % fosee & forg RfAwio, R ok g s @@ e & wfiftg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3343(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sildenafil Citrate +Papaverine +L-Arginineislikely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Sildenafil Citrate +Papaverine +L -Arginine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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F3AT. 3344().— FETT TLHTL T Tg AT &f 99 72 T Fad o v + aaes i +
et 1 Ster & Fa goe d9ee (R $00 280 7T TRS T gl T47 2 ) F STAN § Aol 5
ST B T A3 § ST 36 ot & qeferd fesmed 3uersy &;

31T, FET gL T s v Ao atfa awr 38 ArHer f = A TS off 3w 396 ks
afafa 7 29 THSHT FT T TET AT

AT, FUTEr AR AATGRIE AT o o IF THSHT 6F 7= 6T off 3w Rrerfer & off & =9
TRSE F e sraaat #1 wre et sifeer 781 81 20 UHRSTET & Aeat 1 e 21 9ehaT 21 o
T At |, eiufer o yamas araft srfafaaw 1940 £ amer 26 F stefiw zo wwet & fAfawtor,
fasrr = = & wfafrg F3A7 sraeTs g1 SURE & e § vEd gu, At # Gl oft wwe % 3w
FT st o arer et oft wepre & RfRame o Megs =T 981 8 | zaten, Fee o 26% & ot
starrer e Y fRrrfer & st 27

ITH TS THATRT TATZHIL TS hl [ARTLETT F ATLTE I, Fald TR KT Tg THTLTT BT S ¢
o 2T § I AT & A9 ST & g 5w & forg f@tamior, o i foawor 1 sfaus w2 gu e
=T wear o= BT 7 sraea o 96— g,

Fq: T, HATT LRI, AT ST T IR AfA=aq, 1940 (1940 w7 23) Fir &7 26%
FIT W& oIfRdl FT IR F3d g0, A19d 3UF & fou St ufte +Amtas gl e 1
Arwter % foseer & forg Rfawio, R ok e s @@ e & siiftg w8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3344(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tranexamic acid +Mefenamic acid + Vitamin K1 is likely to
involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Tranexamic acid + Mefenamic acid + Vitamin K1 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3345(3).—FaT ALF FT Jg GHTATE BT 99 9 [ Srsaadeed diead +
ArFARTETATTST ute Hf Fad ges g (S <08 =9 T91q TRSHT F@l T4 8 ) F STINT 7
AT &0 STEH I T TATAAT & T 3h SHUTE F FRIET faheT Iusd g,

31T, FET FLH g s v oS atfa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT,

T, FUTer AR TATGRIC A1 o o IF THSHT 6F = T off 3w Rrerfer & off & =9
TRSE F safae sramat &1 wrg et sifeer 781 81 20 UHSTET & Aeai 1 e 21 ekt 21
I TAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwdet & fAfawtor,
ok = faaeor it afatryr FAT srEead 81 SN 1 A ® TEd gu, At 7 B oft weh % IwanT
FT st o arer et oft wepre & RfRame o Mdam = 981 8 | zaten, Fee o 26% & i
sfarerer Fee Y e it et 27

AT IH AT TR TATSHIT TS i RT3 M UL, Fald OChT HT Tg THIETT &l
ST o< T 397 | I e & qe U & forw e % forw fAfRmt, o siw feaeor @ afafvsg
Fd g0z [AfRafud Fear Said § sraead s qH/i=

A AT, FalT qLRIT, AT 3T TR TRAT Ater=aw, 1940 (1940 F1 23) FT 9T 26%
FT Y& QTRAT T AN Fd g0, AT TN & o7 STEaavivad QiedH + Siaqataisdrs sure &
faera & foro fafamior, e sfie faaeor &t @i s & sfaueg w8

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3345(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Divalproex Sodium +Oxcarbazepine is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Divalproex Sodium +Oxcar bazepine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.3T. 3346(37).—F5T TLHT AT AZ THTHTT Bl AT U2 o STEaaqiuad iiead + Aqfa@ed
arorfer it R g Sae (S8 281 =0 TETd UTHSTET FgT 7 8 ) & SUIET § ea & SEq g
FT GATIAT & TTF 3Ih SHUTer F e faheT IUTed 3,

3T, FE qRR g7 e uF fAaws afufa g =0 ame it S 6 T2 oAt ST 3 &
afafa 7 29 THSHT FT T qET AT,

T, FUTer AR TATGRIC A1 o o IF THSHT 6F = T off 3w Rrerfer & off & =9
TRSE F safae sramat &1 wrg et sifeer 781 81 20 UHSTET & Aeai 1 e 21 ekt 21
I TAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26% F stefiw = wwdet & fAfawtor,
ok = faaeor it afatryr FAT srEead 81 SN 1 A ® TEd gu, At 7 B oft weh % IwanT
FT st o arer et oft wepre & RfRame o Mdam = 981 8 | zaten, Fee o 26% & i
sfarerer Fee Y e it et 27

AT IH AT TR TATSHIT TS i RT3 M UL, Fald OChT HT Tg THIETT &l
ST 9 foF 9T H IF AW F g 3TN & forw O & forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= R & sraea s aefi=h= 2;

AA: AT, FRIT TR, AT ST THTEA qTHIAT AT ==, 1940 (1940 F1 23) FT &1 26%F FIT
T&T QR &1 ST FXd g0, AT STAN & o7 STEaauiay qifedH +Aafa<ded Aty & &wg &
o fafamtor, e e foaeor s @ a9 | Jfaer Fdt gl

[FT. €. TF-11035/53/2014-FTTFRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3346(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Divalproex Sodium + Levetiracitam is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Divalproex Sodium +L evetiracitam with immediate effect

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

FLIT. 3347(HN).—FET AGHT FT T2 qELE 2F S+ ¢ F WWilemmea ade + FhHq +
TR + MR e Aty F g gas gaem (B s0# 0% 797a TR F27 a7 )
FT ITANT F AT T STEH G T GATIAT g TTF Ih SO F FRIE fasheT Iusd 8,

ST, AT gL g s v Ao atfa arT 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T TET AT

T, FUTer AR TATGRIC A1 o IF THSIHT 6F 7= 67 off 3w Rrerfer &ir off & =9
TRSE F safae sraaat &1 wre i sifeer 781 81 20 UTHSTET & Aoai 1 e 21 ekt 21
TIF SAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw o wwdet & fAfawtor,
fosrr = faaeor it afatyr FAT sraeAd 81 SN 1 e ® TEd gu, At 7 BT oft weh F IwaT
FT st o arer et oft wepre & RfRawe o Mdam = 981 8 | Zaten, Fee o 26% & et
sfarerer Fee Y e it et 27

AT ITH AT ThAThT TATSHIT TS i RT3 M UL, Fald AChT HT Tg THIETT &l
ST UT R I I MWl F wIEE SUART & forw fawe & forw fEfawior, B sie feaeor & afauy
F7q gu =8 fAfafag wear o= e & sraeah s wefi=h= 2;

A AT, FalT TCHIL, AT ST T TRAT Ater=aw, 1940 (1940 =1 23) #FT 4T 26%
BT Y& ARdl & IO Fd g0, AT ITAE # o0 Wiie™TEa ale + Shia + Jaffede +
T Ao #de & s & fore fafawtor, fe siw B i i sama & sfave w2 g1

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3347(E).—Whereas, the Centrad Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ergotamine tartrate +Caffeine + Paracetamol
+Prochlorperazine maleate is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sae, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Ergotaminetartrate + Caffeine + Paracetamol + Prochlor per azine maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.AT. 3348().—FaIT TLEHIT HT Tg THTTE 2 9 92 o FO&ed + R e o +
femarafe srater it e g gaee (B T07 38 T27d TS ET gl T97 2 ) F STAN § AT H1
ST B T HHTaAT § ST 3<h ot & qeferd fesmed 3uersy &;

ST, AT gL g s v Ao atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT

T, AUTer AR TATGRIC A1 o o IF THSHT 6F 7= 67 off 3w Rrerfer & off & =9
TRSE F safae sramat #1 wrg FHfrefta sifeer 781 81 20 UHRSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamae arasft srfafaaw 1940 £ amer 26% F stefi= = wwdet & fAfawtor,
fosrr = faaeor it afatryr FAT sraead 81 SN 1 e ® TEd gu, At 7 B oft weh % IwaT
FT st o arer et oft wepre & RfRame o Mdam = 981 8 | Zaten, Fee o 26% & e
At e it frewrfer i st 87

AT IH AT TR TATSHIT TS i BT F M UL, Fald OCHT HT Tg THILTT &l
ST 9 foF 9T ° 3 AW F g 3TN & forw s & forw fafemtr, B sie g & aiafvs
F7q gu =8 fAfafag wear o e & sraeas s aefi=h= 2;

A AT, HalT TLHIL, AT 3T TR TRdT Atear=aw, 1940 (1940 =1 23) FT 4T 26%
FT Y& TRl T TN X gU, HIAE STANT # o fa@ed + R faerar s + Raaate sty
= T & form ARt A s foaer &1 @i g9 e & gfawer w8l

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3348(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Piracetam + Ginkgo biloba extracts + Vinpocetin is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Piracetam + Ginkgo biloba extracts + Vinpocetin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

FT.3M. 3349(37).—Fal T TLHTT T AZ TATHT g 7 92 {6 Neway faetiaT + reamgersiamartas
arorfer it e g Sae (R 28 30 TaTd UHSTET FgT T97 2 ) F STTRT § AGSTT T S| g
FT GATIAT & TTF 3Ih SHUTer F e faheT IUTed 3,

3T, FE FLH g s v Ao atfa g 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSHT FT Tohe A TET AT

T, AUty AR TATGRIC AT o o IF THSHET 6F 1= Hr off 3w Rrerfer & off & =9
TRSE F e sramat #1 wre et sifeer 781 81 =0 UHRSTET & Aeat 1 e 21 ekt 21 o
I TAfed |, Aot e yamas arasft srfafaaw 1940 £ gy 26 F stefie o wwdet & fAfawtor,
ok = = &t wfafg F3A7 sraegs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRawe ot fMdam = 981 8 1 zaten, Fee o 26% & i
statrer s it fRrerfer £ STt 87

T IH AT TR TATSHIT TS i IR F M UL, Fald AT HT Tg THIETT &l
ST 9T foF 9T H 3F AW F gTEa 3TN & forw O & forw fafemtr, B sie g & aiafvsg
F7q gu =8 fAfafa wear o= R & sraeash s aefi== 2;

A AT, HalT THIL, AT 3T T IRdT Atearf=aw, 1940 (1940 =1 23) FT 9T 26%
FRT Y& AT T I Fd g0, J9d START & fou S fadEr + feeasEa@e e
o & forg fRfamtor, faeeT sfie fAawer & @a T9Ta & g wdl gl

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3349 (E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ginkgo biloba + methylcobalamin is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Ginkgo biloba + methylcobalamin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

FT.3M. 3350(37).— Fala TLHTT KT Tg THTE 27 o+ 92 T Ry faenem + emeasemenfas
+ o fordes e + teREiEas weftue awfar & P g 99w (G =98 9% o=
THSTHT Fgl TAT § ) F STIRT H TSI H SEH g T TATEAT § T I fofy F qefera e
ITAH

AT, FET AR FIT A Ua faeros afafa g =« ame & = i 1 oft o 39 e
afafa & = THESHET AT TRS I G o,

AT, ey et qeaTgRe a7 off 36 TSl i o= Fr off siw Rrwrfer & off fF 2w
TRSHHT H qATAE SAFTAl T hle (AR T =T Al gl 39 THSE1  AICAT &l I gl Fahdl gl 3d:
FTIF TR |, Aol ¥ garee arft sfafaay 1940 it 97 26F F 1= =0 uvwSrT & Afawior,
o = faawor &1 wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rt off wwe F 3w
AT SATATT < AT Rt ST TR T AR a7 e =IEewTa 981 ¢ | S, Fad 610 26% & e
staforg e it fRrrfeer £ STt 87

AT IH AT TheTehl TATGHIT TS i TRRITLT 6 T UL, Fald AEhT o7 Tg TH1ETT ol
I 9 U A 3T AW F ga 3T # forw A ¥ forw fRat, B s Baer @ st
Fd g0 =0 ATHAHT F3A1 99 Ba | Saeds i a9+ &;

qd: AT, Fa 1T TCRIL, AT T AT Ay srferf==, 1940 (1940 =1 23) F¥ &7 26%F FIT
Y& ARAl FT AN FEd g0, H9d STANT & forw Rt faarer + fensasemeaeT  +awr des
tRRE + yeiReEiEa tadite iy & e & oo fafamtor, e o fEaer i @ 9 e § Jdavs
FLAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3350(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ginkgo biloba + methylcobalamin + Alpha lipoic acid
+Pyridoxine HCI islikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Ginkgo biloba + methylcobalamin + Alpha lipoic acid + Pyridoxine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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srfergE=AT

T2 faedt, 2 sreq, 2024

F.AT. 3351(H).— FATT TTHT FT Tg THTYT 31 99 92 T ™8T a7 + Rreparr foaar v
@ o Aty i Faa gus d9ee (R 3899 30% T TRSET Fgl AT 8 ) F STAN F aqedl w6
ST B T HHTaAT § STt 36 ot & qeferd fesmed 3uersy &;

3T, AT FLR g g v oS atfa g 38 ArHer f = A T off 3w 396 ks
afafa 7 29 THSTHT FT T TET AT

T, AUTer AR TATGRIC A1 o ITF THSHHT 6F 7= 6T off 3w Rrerfer & off & =9
TRSE F safae sraaat #1 wrg FHfrefta sifeer 781 81 20 UHSTET & Aeat 1 e 21 9kt 21
TIF STAfed |, ot e yamas arasft srfafAaw 1940 £ gy 26% F stefiw = wwdiet & fAfawtor,
fosrr = = & wfafrg F3A7 sraeTs g1 U & e § vEd gu, At # Gl oft wwe % 3w
FT st o arer et oft wepre w1 RfRame o Mdam = 981 8 1 Zaten, Fee o 26% & e
statrer s it fRrerfer Y STt 87

AT IH AT TR TATSHIT TS i RT3 M UL, Fald ACHIT HT Tg THIETT &l
ST 9 foF 9T H IF AW F g 3TN & forw s & forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= R & sraea s aefi=h= 2;

A AT, FalT qLHIL, AT 3T T rRdT Atear=aw, 1940 (1940 F1 23) #FT 9T 26%
FTT W& QTRAT 3T AT FXd g, AT ST & [or FRreEsT st + St faeiar &t gt st iwie &
foer & foro fafamior, foer s faaeor & @ wwme & sfafug F7 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3351(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ginseng Extract +Dried extract of Ginkgo Biloba is likely to
involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Ginseng Extract + Dried extract of Ginkgo Biloba with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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T2 faedt, 2 sreq, 2024

3. 3352(3H).—F= 1T TLHT FT T THTITE 21 T4 97 % AfFAfoe waeiue + GafderT +
Fh A A g gus daee (S =08 T8 T97q TRSIET Fgl 797 8 ) F START § aqedi &
ST B T HHTaAT § ST 3<h ot & qeferd fesmed 3uersy &;

ST, AT gL g s v Ao atefa g 38 ArHer f = A TS off 3w 396 fAees
afafa 7 29 THSHT FT T qET AT

T, AUTer AR TATGRIC A1 o o IF THSHT 6F 7= 67 off 3w Rrerfer & off & =9
TRSE F safae sramat #1 wrg FHfrefta sifeer 781 81 20 UHRSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamae arasft srfafaaw 1940 £ amer 26% F stefi= = wwdet & fAfawtor,
ok = = & wfafrg F3AT sraegs g1 U & e § vad g, At # Gl oft wwe % 3w
F st o arer et oft werre & RfRame o fMdam =t 981 8 | Zaten, Fee o 26% & i
statrer e it fRrerfer Y STt 87

T IH AT TR TATSHIT TS i RT3 M UL, Fald OChT HT Tg THIETT &l
ST 9 foF 9T ° 3 AW F g 3TN & forw s & forw fafemtr, B sie g & aiafvs
F7q gu =8 fAfafag wear o e & sraeas s aefi=h= 2;

A TS, FATT GLRTL, AT 3T TETe AT Aferf==w, 1940 (1940 =7 23) FT 41T 26%F FIT
TET STRRAT T AN F3d g0, 99 TN & (o AfFoe TaEie + qOiRe™ie + sfiT iy %
o & forg Rfamtor, AT s fAawer & @a T9Ta & g wdl gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3352(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Meclizine HCI+ Paracetamol + Caffeine islikely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Meclizine HCI+ Paracetamol + Caffeine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F.3T. 3353(3T).— F=IT ALFHIT T Tg THATTT 21 9 92 o Apnia + fAaaad sofer £
R gas 3o (B =98 =o0% 79Ta URSTET 27 AT 8 ) F ISTART F AqSAT &l SIIfew g 6
TATAAT g STk I AT % geiera Fswed 3Ty &;

31T, FET FLHR g s v Ferws atfa g 38 ArHer f = A TS off 3w I fAees
afafa 7 9 THSHT FT Tohe A TET AT

T, AUty AR TATGRIC AT o o IF THSHET 6F 1= Hr off 3w Rrerfer & off & =9
TRSE F e sramat #1 wre et sifeer 781 81 =0 UHRSTET & Aeat 1 e 21 ekt 21 o
I TAfed |, Aot e yamas arasft srfafaaw 1940 £ gy 26 F stefie o wwdet & fAfawtor,
ok = = &t wfafg F3A7 sraegs g1 U & e § vEd g, Afat # Gl oft wwe % 3w
FT st o arer et oft werre & RfRawe ot fMdam = 981 8 1 zaten, Fee o 26% & i
statrer s it fRrerfer £ STt 87

T IH AT TR TATSHIT TS i IR F M UL, Fald AT HT Tg THIETT &l
ST IT R I T I MWl F wIEE SUART & forw faw & forw ffawior, fEee siw feaeor @ afauy
F7q gu =8 fAfafag wear o= e & sraea s wefi== 2;

A AT, halT TLCHIL, AT 3T T TRAT Atar=aw, 1940 (1940 =1 23) #FT 9T 26%
FT & IR &1 ST F3d g0, AFE IR & o Aeanfas + Raaads sty & fas & o
fafawior, fesr sl fEawor &t a w9 & wfafug Fdt 8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3353(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Nicergoline + Vinpocetine is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Nicergoline + Vinpocetine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3354(3).—FdT TLHT KT g TATAE 2l I+ @ & Imr e+ o +
Rremeaaetae e £ Rag gus gaee (B =08 209% 791a TRSH #2737 g ) F STIRT
AT &0 STEH I T TATAAT & T 3h SHUTE F FIET faheT Iuasd g,

ST, FET FLHR g g v oS atfa g 38 ArHer f = A TS off 3T I fAees
afafa 7 9 THSTHT FT Tohe A qET AT

T, AUTer AR TATGRIC A1 o o IF THSHHT 6F = 6T off 3w Rrerfer & off & =9
TRSE F safae sramat &1 wre Ffreta sifeer 781 81 20 UTHSTET & Aeat 1 e 21 ekt 21
T STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefi= = wwdet & fAfawtor,
ok = = & wfafg F3A7 sraegs g1 U & e § vEd gu, Afat # Gl oft w3
FT st o arer et oft s & RfRame o fMdam = 981 8 | Zaten, FEe o 26% & o
statrer e st fRrerfer Y STt 87

T IH AT TR TATSHIT TS i T F M UL, Fald AChT HT Tg THIETT &l
ST 9 foF 9T ° 3F AW F g 3TN & forw A & forw fafemtr, B sie g &y aiafvsg
a4 gu =8 fAfaafag wear o= e & sraea s wefi== 2;

A AT, FalT qHIL, AT ST T GrRdT Ararf=aw, 1940 (1940 =1 23) FT 9T 26%
FT Y& RAT T I Fd g0, I19d ITART o It oo uiie + Rresasmararta st
& fasra o forg AR, B sl fEaeer &1 @ I919 8 I s Fdl 8

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3354(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Gamma Linolenic Acid + Methylcobalamin is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Gamma Linolenic Acid + Methylcobalamin with immediate effect

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FAT. 3355(31).—HT TIHT FT Tg THTAE 2l A1 9T o S Rufdaee +
TR wethe + et + forne wafieer siofar £ g gees @9 (59 =99 =03 o
THSTHT Fgl TAT § ) F STIRT H TS T SEH g 6 TATAAT § T I ofofd F qefera EweT
ITAH

AT, FET AR FIT A Ua faeros afafa g =« ame & = i 1 oft o 39 e
afafa 7 =8 THESHT T T qTET 2T,

AT, ey et qeaTgRe a7 off 36 TSl i o= Fr off siw Rrwrfer & off fF 2w
TRSHHT H qATAE SAFTAl T hle (AR T =T Al gl 39 THSE1  AICAT &l I gl Fahdl gl 3d:
FTIF TR |, Aol ¥ garee arft sfafaay 1940 it 97 26F F 1= =0 uvwSrT & Afawior,
o = faawor &1 wfaftg F3A7 saeds g1 U & e\ § vad gu, At # Rt off wwe F 3w
AT SATATT < AT Rt ST TR T AR a7 e =IEewTa 981 ¢ | S, Fad 610 26% & e
sfatrer Fee Y e i sy 27;

T ITH AT TRl TATGHIT TS il TR 6 T UL, Fald AEhT AT Tg TH1ETT &l
I 9T R U H 3T AWl F ga 3T # forw O ¥ forw AfRwt, B s Baer w @ st
Fd g0 0 AT F3A1 99 Ba | Saeds i q =i &;

A AT, Fa T AL, AT ST THTee aresdt srferfeawy, 1940 (1940 =1 23) FT 4T 26%
FT T oTfoRaT T ST Fi3d g0, AT ITA F o SeerHiemes Rftame + Raamsfe gk +
FANMCAAIA + T T WY & s & forw Efamton, & s Bawer i Ea w6 & s
Tl g

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3355(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Beclomethasone Dipropionate + Neomycin Sulphate +
Clotrimazole + Lignocaine HCI is likely to involve risk to human beings whereas safer alternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Beclomethasone Dipropionate + Neomycin Sulphate + Clotrimazole + Lignocaine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FT.3. 3356(31).—FaiT TLHT HT Tg THTLTT gl 9+ 9 T i ufte + fhargashre
TAHITH + ARAAT ATSee + AT + FFHC Aurer it o g dare (B =ad =0 7419
THSTET FBT AT ) F ITANT H AICAT &l STTTEH I il GATAT & STaTeh I SIrarer o qierd
oo Iuersy &;

3T, FEE T g g uF faows afufa g =0 9 it S A T off ofiT 3
faorest #fafa 7 =0 uwStEt v T wET o

T, AT THATHRT TATZHRTE TS o AT I THSTET 6l ST 0t AT 3T FAprier #i ofF &
‘T TRSTHT § AGE TaTdl AT Tl (A e 17 =T Aol gl T THSTET F AT Fl ST gl
THAT 2| A SATIF T8 |, AT T T GTHUT ATTIT 1940 FT &T=T 26%F % T =7
wHRErET % fAfaato, w71 fGawer i afaug #3471 a1 I & A § T@d g,
Tt # fEt oft g & IR A st a9 are T oft s & SR a1 AEae
ITIET A8l 8 | THTU, hael &TeT 265 & e Jfauer F:e it forwrieer £ St 87

AT SH SIS TReTehl TATgRTE ATS I (AR & AT T, HFxT TR w1 A
THTET 27 19 92 T T § 3<% iy o /e 39T & forw fask & foro fafemton, e siw
faawor &t afafug #a gu =& AfRafEa #7ar 9 B & sraers & aH/=1 2;

AT: T, FxT TCHRTL, AT 3 TETe At srfarfa=aw, 1940 (1940 =1 23) Y &y
26% FT Y& oIfRFAT FT TN Fed gu, A9 39T & forw & i ufte + fereemeree
TIHUS + AHAA AT + AR + FFRT Wiy F fasrg & oo FfFmton, e v e
T A TATT F Taoe FdT 2

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3356(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Boric acid+ Phenylephrine HCI + Naphazoline Nitrate +
Menthol + Camphor is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Boric acid+ Phenylephrine HCI + Naphazoline Nitrate + Menthol + Camphor with immediate effect

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3357(A).—F1T TLHI &1 AZ THIYTE gl 99 ¢ [F Awmed T=eiud +
FACH AT fae + i aethe + gres ! Tarsa fHerse ders oty i Faa gus g3em (o
THH THE TATT THSTEHT FT AT § ) F STTRT F ATCAT I STITEH ZI H0 GATAAT § TTF 3<h AT F
T e 3uetey &;

AT, FT AR FIT A Ua faeros afafa g =« ame & S= i 1 ofT o 39 e
afffa T =7 THSHT T Tehg A HTAT 4T,

AT, Srufer et qeaTgRe a7 off S<F URSHT i o= Fr off siw Rrerfer & off fF =
TRSHHT H qATAE SAFTAl T hls (AR T =T Al gl 39 THSET  AICAT I ST gl aahdl gl 3d:
FTIF TR |, e i garee arndt dfafaag 1940 it 97 26F F 1= =0 uwwSrT & Afawior,
faw a7 faawor &t Sfque FTAT Sraed® g1 ST &l &9 § T@d gu, URET § 7t off s & 399
T SATATT < AT Tohelt ST TR T AR A7 Reed ==ewTa 981 ¢ | S, Fad 610 26% & e
sfatrer e Y e i sy 27;

AT ITH AT TheATehl TATSHIT TS il TRRITLT 6 T UL, Fald AEhlL AT Tg TH1ETT ol
I 9T & U H 3T AW F ga 3 # forw A ¥ forw AfRat, B s e @ oyt
A g0 =0 AT F3A1 99 Ba | Saeds i a9 =i &;

A AT, Fa T AL, AT ST THTee aresdt srferf=aw, 1940 (1940 =1 23) FT 4T 26%
FT Y& ARl T TN F3d g0, A STANT & (o7 Ahrenfad TIHiue + FCh=aarsT dde + [F
qhe + gIEgIdT TaTsd AuTee aoenst iy & o & foro At fe siw fGawr & @a a9
o giafug Fdl &l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3357(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Chlorpheniramine Maleate + Zinc
Sulphate + Hydroxy Propyl Methyl Cellulose is likely to involve risk to human beings whereas safer alternatives to
the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Naphazoline HCI + Chlorpheniramine Maleate + Zinc Sulphate + Hydroxy Propyl Methyl Cellulose with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3358(A).—F=T ALEHN & g THEM 2 IH 9¢  [F AN T9dEua +
FACH AT AT + AIRARN FARRE  + [iF gohe + gregiadl s Farser aqers e
T g "9aem (B =08 9% 7a1a URSET #3787 97 § ) F ISUART AT R OSHEH g b
TATAAT § A Teh I AT 6 AT [Aohed ITAH &,

AT, FET gL g7 s v s it g 3| /e i s fr T ot i 3w e
A § =7 TR i aEE wET v

AT, SHOfE Tl AATEHRE IS F AT I UHSHHT it 5= F7 off e frrfyer v oft &5 ==
TRSHHT H qATAE SAFTAl T hls (AR T ST Al gl 39 THSET  AICAT I I gl Tl gl 3d:
FTIF AR |, e ¥ garee ardt dfafaay 1940 it 97 26%F F 1= =0 uvwSrt & Afawior,
fam a7 farawor &t STque FTAT ST g1 ST &l &A1 § T@d gy, URET § 7T off T & 399
AT SATATT < AT Tohelt ST TR T AR A7 Reed ==eEwTa 981 § | S0, Fad 610 26% * e
sfatrer Fee Y e i sy 27;

AT I ST TRATRT TATZRTE A1E AT TRTIET F e 9, FET TR FT T THTTT gl ST
9 RO IH AW F AW STEET F forw A F forw fEfRwtn G diw e wr aiafvg =
gu =H afFataa Far o= Ba # srmasas & a9 =+ &;

A AT, FalT ACHIL, AT ST THTe aresft rferf=aw, 1940 (1940 =1 23) #T 4T 26%
FIT &< oTRRaT T TN F2d g0, A1 ST % foIT Amreiife TaEiue + FAIh=Ted a9 +
HIeTH FA=S + [T aothe + gragiadt MuTsd e aqars sty & BT & oo afawin, Gwe
ST fAawor &1 A T919 & T(aiug Fdl 2l

[FT. €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3358(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Naphazoline HClI + Zinc
Sulphate + Sodium Chloride + Hydroxy Propyl Methyl Cellulose islikely to involve risk to human beings whereas
safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Chlorpheniramine Maleate + Naphazoline HCI + Zinc Sulphate + Sodium Chloride + Hydroxy Propyl Methyl
Cellulose with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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.M. 3359(31).— F=IT ALHIL T I THTLTT 21 A9 97 {3 FAICHACTHTET A + ARSI
TS + gregiadt SruTse s e sufer i R g w3 (R za 2o Tard TwSeT
FET AT E ) F STANT F FACAT T ST B T THATAAT g TaToh I<h 0T 3 qierg fersed 3uerse g;

ST, FET gL g g v e atfa arr 38 ArHer f ST A TS off 3w 396 fAees
afafa 7 9 THSTHT FT Tohe A TET AT,

T, Ul AR TATGRIE A1 o o IF THSHET 6F = 6T off 3w Rrerfer &ir off & =9
TRSE F Safae sraaat &1 wre Ffhcfta sifeer 781 81 20 UHSTET & Aoai 1 e 21 ekt 21
I STAfed |, ot e yamas arasft srfafaaw 1940 £ gy 26 F stefiw = wwdet & fAfawtor,
fosfr = faaeor it afatryr AT s 81 SN & e ® TEd gu, At 7 B oft wh F IwanT
FT st o arer et oft wepre & RfRame o Mdam = 981 8 | zaten, Fee o 26% & i
sfarerer Fee Y e it et 27

AT IH AT TR TATSHIT TS i RT3 M UL, Fald OChT HT Tg THIETT &l
ST 9 foF 9T H IF AW F g 3TN & forw O & forw fafemtr, B s g & wiafvsg
F7q gu =8 fAfafag wear o= R & sraea s aefi=h= 2;

qd: AT, HRIT TR, AT ST THTEA qTHIAT AT =97, 1940 (1940 1 23) FT &1 26%F FIT
YET ARRAT H YANT XA gU, A ITAN & 0 FACHHTHTRT Ade + Aweifad gaeied +
TSIl e e A Aty F o & oo fRfRwto, R siv faeor & @fq gswm &
gfafug FT &l

[T, €. THF-11035/53/2014-STUREFTHT (ATT-1V)]
TSI TLTAA, TATSHIL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3359(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Naphazoline HCI  + Hydroxy
Propyl Methyl Cellulose is likely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sae, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Chlorpheniramine Maleate + Naphazoline HCI + Hydroxy Propyl Methyl Cellulose with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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.M. 3360(3N).— FETT TLHT FT Tg THTATT 2l A4 9% 3 FChiamTed f9e + qifeaw
FAIRTEE + A TRAT + IR N Tadiee Aty £ Ffaa gas @ (R zo8 2o 7T
THSTHT Fgl TAT § ) F STIRT H TS T SEH g 6 TATAAT § T I ofofd F qefera EweT
ITAH

AT, FET AR FIT A Ua faeros afafa g =« ame & = i 1 oft o 39 e
afafa 7 =8 THESHT T T qTET 2T,

AT, ey et qeaTgRe a7 off 36 TSl i o= Fr off siw Rrwrfer & off fF 2w
TRSHHT H qATAE SAFTAl T hle (AR T =T Al gl 39 THSE1  AICAT &l I gl Fahdl gl 3d:
FTIF TR |, Aol ¥ garee arft sfafaay 1940 it 97 26F F 1= =0 uvwSrT & Afawior,
o = g &1 wfaftg F3A7 sraeds g1 U & e\ § vad gu, At # Rt off wwe % 3w
T SATATT & AT Rt ST TR T AR a7 Reed =IEewTa 981 ¢ | S0, Fad 610 26% & e
sfatrer s Y e i sy 275

AT ITH AT TRl TATGHIT TS il TR 6 T UL, Fald AEhT AT Tg TH1ETT &l
I 9T F U H 3T AW F ga 3T # forw O ¥ forw fRwto, B s e @ oy
Fd g0 =0 AT F3AT 99 Ba | Saeds i a9 =i &;

AT T, FoT GLRTL, T T TEATT TERAT AT, 1940 (1940 FT 23) Fi &T=T 26%F
T & AR 7 YART 3 g0, AT9E START & FAIChALHATE fde + GIeaq FIse + T
TR + RS NI TFEue 9ty & & & o Afawr, @ o B fa w9 |
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3360(E).— Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Sodium Chloride + Boric Acid +
Tetrahydrozoline HCI is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Chlorpheniramine Maleate + Sodium Chloride + Boric Acid + Tetrahydrozoline HCI with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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M. 3361(3).— FalT TLHT HT Ig TEEM 2l 9 9 fF  FhEaHRET &9 +
freTEehRTeY TeHITS + TEaERA 3aT & Rt gos gaem (G Jaqueid vwSER & =7 # S
STTIRTT) % START F AT FT AT I T TA91a4T g T 3 7@ % qefera oo 3uetsy 2;

ST, AT g g g v Ao afufa arT 38 Amer f = A TS off o 3 A
afafa 7 =9 THSTHT FT The | JIET AT,

T, Aofdr AR goTgae a1 7 FF 3<% TESER v S 7 oft i Rrwrfer f oft F 2w
TRS § safde sraaat w1 g Hfrca sifyer 721 €1 =8 UTwSHET § oAt F7 S g7 T gl 7
T STAfed |, ot e yomas arft srfafRaw 1940 it amer 26% F srefiw za ST F fafamtor,
fasrr = = & wfafrg F3aT sraeas 31 Sud & e § v gu, Afat # Gl of sy F s
FT st o arer frft of s i1 AR =1 M s 721 81 safor, Faer g 26% F aefiv
starer it fArewrfer € STt 87

AT ITH AT THAThT TATZHTL TS ohl TERTIET o SATETT T, T TLRTE KT A THTLTT BT AT
¥ foF o H IF AW F grEa 39N F forw faww % forw fafamior, e siw e v wfatvg wwa
TU oo AT F3AT SAfed § SEeds oY a6+ &;

A T, FAlTT GLRTL, AT ST T IHAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN FXd gU, HIAE STANT % (o0 FAICh TS Ade + fhaTsashred qadiaa +
ErERE dfd F fawa  foro et G siw Eaer @ sama & sfafrg Fwdt )

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3361(E).— Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + Phenylephrine HCI + Antipyrine
islikely to involverisk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Chlorpheniramine Maleate + Phenylephrine HCI + Antipyrine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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M. 3362(A).—Fed TTHT FT AZ TETEM gl 9 9 fF  FAesh WA +
FACH AT dAe + AT Taefiue + gregiwht Tarea furse aes swfe & faa gus
e (B =98 T8 TTd UHS I gl AT ) F START § §ASTT T ST g il THq1ET g Aarh
I AT % gIierq fasmed 3usd &;

AT, FET AR FIT Ak Ua f@erasr afafa g =0 9w it s i 72 o7 e 3 f@eme
AT 7 29 THRSTHT HI Tohg | JIET T,

AT, ATfer AT qATeRe are 7 ot 3% UhSHT it s i oft sie fRrerfver i of fF 2w
TRSTHT | S(q(ae STaFdl &1 HI5 (e 1T =T qal gl TH TRSTET & AT &l STEH gl ThdT gl T
FTIF TR |, Aol ¥ gomes arad’ afafaw 1940 &t 9y 26% F o12fia 0 uweST & fafawtor,
o = faawor &t wfaftg F3A7 saeds g1 SUh & &4\ § vEd gu, At # R off wewe F swn
F st o arer Gt ot sy 1 AR =1 P = 781 81 safo, Fae g 26% F aefiv
sfarerer it fererfer it ey 27,

ST ITh SATITEr Tehet 10T HATZHIL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTHTT gl S
o7 3 Zor § 36 AW F Aea 39T F forw o F oo R, e i fawr o ahfve =
g0 =9 fAfRatia AT Sfed # sraeds oY ad/ =14 &;

AT A, FaT TLHRL, AT T THATET T’ AfAta=Ta, 1940 (1940 7 23) Fit €T 26F FIT
Ya AREAT FT AN FEA gU, WA ITIE F I FwEAE SHAMIET + FAIChHEUAET fde +
frTEaRTes TEHiUe + gEgiadl s s a9 sty & s % fom Gfawin, G i
feravor g wama & wfafug wdT 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3362(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketorolac Tromethamine + Chlorpheniramine Maleate +
Phenylephrine HCI + Hydroxy Propyl Methyl Cellulose is likely to involve risk to human beings whereas safer
aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Ketorolac Tromethamine + Chlorpheniramine Maleate + Phenylephrine HCI + Hydroxy Propyl Methyl
Cellulose with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3363(37).—F5 1T HLHTL FT AL THTYTT 21 ST < o FTOteh SIHATHTS + FATTH AT
srfer Y o gae g (B9 =89 T0 TETd TR 27 747 §) o ITART & 7oAl 7 S g
FT GATIAT & TIF Ih AU F FRera fAdheT I 8;

ST, FHFET gL g g v Ao afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, Aot AR goregae a1 7 FF 3<% TSR i s 7 oft i Rrwrfer f oft F 2w
TRSE § safde sraaat w1 g M sifyer 721 €)1 =8 UTwSET § oAt F S g7 T gl 7
TIF AT |, ot e yomas arft srfafRaw 1940 it amer 26% F srefiw za vt F fafamtor,
fosrr = = & wfafg F3AT sraeas 31 S & e § v gu, Afat § Gl of sy F s
& st oo arer frft o s 61 iR =1 M s 787 81 safor, Faer g 26% F aefiv
starorer T frerfeer &t sy 27

AT ITH AT THAThT TATZHTL TS ohl TERTILLT F STETT T, T TLRTE KT TG THTLTT BT AT
¥ foF o H IF AW F grea U F forw faww % forw fafamior, e siw e v wfatvg wa
TU oo AAatHa F3AT SAfed § SEed oY a6+ &;

A TS, FATT GLRTL, AT ST T FTAT ATATH, 1940 (1940 FT 23) FT &T=T 267 FTT
TET STRAT T AN F3d g0, A STTNT o (o7 HelA® STHATHTET + FAHA A e & 6T &
forw fafator, A s faawor Ea wama | gfafuag w2t 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3363(E).— Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ketorolac Tromethamine + Flurometholone is likely to involve
risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Ketorolac Tromethamine + Flurometholone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3364(3N).— FeTT TLHTL FT A TATYTT 2 A9 9 7 AW T=iue + i gothe +
TR Tfe + Tiftaw FIES + FCHATATR Ade Ay ft g gas @ (B =97 2896
THTT THSIET Fgl AT §) F STARNT A AT FT TGH ZI 6T TWTAT g STarh Ih urer & gererd
e IUeTeH ¢,

AT, FT AL ZIT A ua freras |afefa g =o /mer i S d T off S 3<F e
AT 7 =9 THSTHT ®I Tohg | JIET T,

AT, ATfer AT qeTgRe are 7 ff 3% uwRSHT it s i oft sie fRrerfver i off 5 =
THRSTHT H SIqfae STaFdl &1 HI5 (e 1T =T qal gl TH TRSTHT & AT &l SR 2l ThdT gl T
FTIF AR |, e ¥ gomes arad’ afafaay 1940 &t 9y 26% F o1efie =0 uwerT & fafawtor,
o = g &t wfaftg F3A7 saeds g1 U & 49 § v gu, At # R o wewe % 3w
F st 3 et Gl ot sy 1 AR =1 P = 781 81 Ao, Fae g 26% F aefiv
sfarerer T fererfeer &t ey 27,

ST ITh SATITEr Tehet 10T HATSHIL ATS 0l (ARIILLTT o ST UL, i TLHTL HT g THTHTT gl S
¥ T3 T9r H I A9y F Area IwAnT F forw fose % foro fAfRmton, e sie g & afafog #2a gu
o fAfaaiT Fear 99 B9 § saeas & 6=+ g;

AT T, FATT LRI, AT ST T TEAT AT, 1940 (1940 FT 23) FT &T=T 26%F
FTET & TRl T TRT &3d g0, HIHE STINT o 7T Ao Teeiue + i aethe + IR T +
HIRAT FARTEE + FTACHMTATSA Ade A9rer & Fwa % forw Efamton, G o Faer @a yam @
gfafug Fdt 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3364(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Zinc Sulphate + Boric Acid + Sodium
Chloride+ Chlorpheniramine Maleate islikely to involve risk to human beings whereas safer alternativesto the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Naphazoline HCI + Zinc Sulphate + Boric Acid + Sodium Chloridet Chlor pheniramine Maleate with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3365(A).—F=1T TEHT FT TH I1d F T g1 I 9 fF  Awreiie gaEiea +
SIS IR TuTEe R AT + S e + S + Al + 7T sfer o e gaes g3
(R =a ¥ <o TITd UHRSTHT gl AT ) F STANT F TCAT T SATTH I 7 F9TGT & STtk 3<h Arier
& FIIET fadeT 3ueH g,

AT, FT AL ZIRT A ua freros afefa ger =o /e it S d e off S 3<F e
afffa T = THSEHT FT Tehg A qTET 9T,

AT, ATfer AR qATgRe a7 ot 3% UhSHT it st i oft sie fRrerfver i of fF 2w
TRSTHT | S(q(dE STaTAl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l SEH 3l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ afafaay 1940 &t 9y 26% F o1efie 0 uwerT & fafawto,
o = faawor &t wfaftg F3A7 saeds g1 SUh & &4\ § ved gu, At # R off wewe % wn
F sreEta 3 arer Gt o sy 1 AR =1 P = 787 81 safo, Fae g 26% F aefiv
sfarerer T fererfer &t ey 27

ST ITh SATITEr Tehet [e0] HATSHIL ATS 0l (ARIILLT o ST UL, i TLHTL HT g THATHTT gl S
¥ T3 T9r H I Y F Area IuAnT F forw fose % forw fAfAmton, e sie g & afafog #2a gu
o ffaaiT Fear 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHRL, AT T AT T’ A=, 1940 (1940 7 23) Fit &T=T 26%F FIT
Taq ofRAl & YA F3d gU, A9 START & 0 ABife TaEiue + gresradt TR wemsa
VAT + T TS + TET + ARATA + FFRE AT 6 G # forw FfFwor, Gee e [ o
TATT | T g FT 2l

[T, €. TF9-11035/53/2014-FTTFRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3365(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Boric
Acid + Borax + Menthol + Camphor islikely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Boric Acid + Borax + Menthol + Camphor with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FAT. 3366(37).—FaT TTHT FT TH JTd T TATAE 2l A I [ AGSAle Taeiua +
TSI TS FAeTse 9@ + FACHATHTST 89 + I TRIE + GI9H FIEe + NF 99
Arufer £ e g qFe (5 =08 =0 T471q UHSTHT F27 97 ) F STANT F AISAT H1 SEH g
FT FATAAT § STk Ih ST F L& [Ahed ITAH g,

AT, FT AL ZIRT A ua freros afefa ger =o /e it S d e off S 3<F e
AT 7 29 THSTHT ®l Tohg | JET T,

AT, ATfer AR qATgRe a7 ot 3% UhSHT it st i oft sie fRrerfver i of fF 2w
TRSTHT | S(q(dE STaTAl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l SEH 3l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ afafaay 1940 &t 9y 26% F o1efie 0 uwerT & fafawto,
o = faawor &t wfaftg F3A7 saeds g1 SUh & &4\ § ved gu, At # R off wewe % wn
F sreEta 3 arer Gt o sy 1 AR =1 P = 787 81 safo, Fae g 26% F aefiv
sfarerer T fererfer &t ey 27

ST ITh SATITEr Tehet [e0] HATSHIL ATS 0l (ARIILLT o ST UL, i TLHTL HT g THATHTT gl S
¥ T3 T9r H I Y F Area IuAnT F forw fose % forw fAfAmton, e sie g & afafog #2a gu
o ffaaiT Fear 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHRL, AT T AT T’ A=, 1940 (1940 7 23) Fit &T=T 26%F FIT
Yaq IRFAT T TART Fd g0, AT STAN & o7 AGAIT Taeiuer + gragiadl aea wemse
VAT + FACHATATET A + FIh RIS + Fieaw FAass + Rid aehe Awfer & &FT & o
fafawtor, fawr sl Ao @ a9E 7 giaftg #d 2l

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTAT, AATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3366(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate +Boric Acid + Sodium Chloride + Zinc Sulphate is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate +Boric Acid +
Sodium Chloride + Zinc Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3367(3N).—FaIT ALEHIT AT TH a9 FHILM gl A1 9 F AWM g=eiua +
TRt MUTEe FAemse AEe + FACHAUHATET Ao + Sk TS sty it Raa g daew
(Forr =a ¥ =oh TTd UHSTHT gl AT 8) o ITANT F HOAT 7 ST 21 hl HATIAT § Tk I<h ey
& T fahed 3uAed 2;

AT, FT AR FIRT A v fareras afefa gr =o /mer i S d T off S 3<F e
AT 7 =9 THSTHT &l Tohg | JET T,

AT, ATl AR qATeRe are 7 ot 3% UwRSHT it st i oft sie fRrwrfver i of 5 2w
TRSTHT | SqATdE SAaFAl T HI5 (A 1T =T Tl gl TH TRSTHT & AT &l STEH 3l ThdT gl T
FTIF TR |, e ¥ gamee arad’ afafaw 1940 &t ey 265 F o12fia o wweT & fafawto,
o = faawor &t wfaftg F3A7 saeds g1 SUh & 49 § v gu, At # R off wewe F swn
F st o arer Gt ot sy 1 AR =1 e e 787 81 Ao, Fae g 26% F aefiv
sfartrer it fererfer it ey 27

ST ITh SATITEr Tehet 10T HATZHIL ATS 0l (HARILLT o ST UL, i TLHTL HT g THTHT gl S
¥ T3 T9r H I A9y F Area 3w F forw fase % foro fAfRmton, e sie g & afafog #2a gu
o e AT 99 B9 § saeas® & 6=+ g;

qd: A, Far T TLHRL, AT T TATE U’ FAfafa=aa, 1940 (1940 7 23) Fit &T=T 26F T
Taq ofRAl & YA Fd gU, AHE START & o0 ABife TaEiue + gregiedt Taea feamsa
VAT + FACHALATST HdAe + FIRE TR AW & f@Fwg & fore @Ewtrn, BT siw e i g9
o giatug Fdl &l

[T, €. TF-11035/53/2014-FTTFRFTHT (ATT-1V)]
TSI FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3367(E)—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate +Boric Acid is likely to involve risk to human beings whereas safer aternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate +Boric Acid with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3368(3).—Fe1T ATHIT FT T a9 T TUTETT T A9 9 FF Aweifo e +
FACHACHTST HAoe + [Foarse @ e it fF Faa gues gaew (B 38986 =95 7979 Ther
FET AT &) & STANT | FACAT T SATTEH ZI Al GATAAT g T Ih AT & I (dhed 3T 2;

AT, FT AL FIRT A v fareras afefa g =o /e i S & T off S 3<F e
afafa 7 =9 THSTHT FT T JIET AT,

AT, AT TERATRT TATZRTE AT F AT ITH THSET KT 1= A7 of7 v Frewrfer £ ot &7 ‘=9
THRESHT § HATAE TATAT HT IS (A hcd T AT Tl gl 3T THSTET § FAICAT Al SEH &l TdT gl 3T
IS AATed |, AT A THTL T ATART7 1940 ¥ 9T 26F F 129 =& TwSrHT * fafamior,
s a1 faaq=or &1 TATE FEAT A9 g1 IULh il &9 | T@d g, URMET § T T T F 37300
T SATATT & ATaAT et | T 7 fafa=ee a1 Mee =meEa 981 81 9oy, e o=y 26F & el
sfarerer st fereRTier it STt 87

AT ITH AT THAThT TATZHTL TS shl TERTILET F STETT T, T TLRTE KT TG THTLTT BT AT
¥ T3 T9r H I Ay F Ara 3wt & forw fose % foro fAfRmton, e sie g & afafog #7a gu
=0 AR Fwar 99 Ba # smaege sfiv aw/i=h+ &;

A T, FATT GLRTL, AT ST T IEAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN Fd g0, HIAE STANT % [T ARSI TEEITe + FAChAATET Ade +
reTes S sruter 3 faseT & foro fafamiorn, e sl faaeor gia wame & afafog w7t 2

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3368(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Chlorpheniramine Maleate + Methyl
Célluloseislikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Chlorpheniramine Maleate + Methyl Cellulose with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3369(HA).—F=1T TLHT FT TH I1d F FHTIE 21 I 9 fF  AWeiie aHioa +
SIS IR e Aeerier + A T + Awrie + fvee e f g gas g3 (B =931 =0
THTT THSTET Fgl TAT §) F ITANT q ATSAT &l STEH ZIF FT FATAAT & T 3<h AW 6 qierd
e ITeTeH ¢,

AT, FT AR FIRT A ua freras |afufa g =o /e it S d T off S 3<F e
AT 7 =9 THSTHT ®I Tohg | JIET T,

AT, ATfer AT qeTgRe are 7 ff 3% uwRSHT it s i oft sie fRrerfver i off 5 =
THRSTHT H SIqfae STaFdl &1 HI5 (e 1T =T qal gl TH TRSTHT & AT &l SR 2l ThdT gl T
FTIF AR |, e ¥ gomes arad’ afafaay 1940 &t 9y 26% F o1efie =0 uwerT & fafawtor,
o = g &t wfaftg F3A7 saeds g1 U & 49 § v gu, At # R o wewe % 3w
F st 3 et Gl ot sy 1 AR =1 P = 781 81 Ao, Fae g 26% F aefiv
sfarerer T fererfeer &t ey 27,

ST ITh SATITEr Tehet 10T HATSHIL ATS 0l (ARIILLTT o ST UL, i TLHTL HT g THTHTT gl S
¥ T3 T9r H I A9y F Area IwAnT F forw fose % foro fAfRmton, e sie g & afafog #2a gu
o fAfaaiT Fear 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHL, AT T TATET T’ FAfta=Ta, 1940 (1940 7 23) Fit &TT 26%F T

Ja<t IfRAT T TART F4d gU, AT UGN & o0 Amreiifee TaEiue + gragiedl fOmeer A +

T TR + A=l + FF6 safdr ook 3 foro fafamtor, ek sie e g wame & wiafog st
2l

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]

TSI TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3369(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Methyl Cellulose + Boric Acid +
Menthol + Camphor is likely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Naphazoline HCI + Hydroxy Methyl Cellulose + Boric Acid + Menthol + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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.M. 3370(31).— FET TR FT TH 919 F FHTATT 21 A7 97 FF AhsifeT u=adiua + qiRF
TR + A7 + TR + AT A + FACHHTHTET A9 + NF gothe + @iftqw =ge Aoty
#1 T gos 9w (B =898 =80% T27a THRSHT F2T 3T §) F ST F TOeAl F7 SET g
TATAAT § A Teh I AT 6 AT (oo 3T &,

AT, FT AL FIRT A v freras afefa g =o /v i S & T off S 3<F e
AT 7 =9 THRSTHT &l Tohg | JIET 2T,

AT, ATfer AR qATgRe e 7 ot 3% UhSHT i s i oft sie fRrerfver i of fF 2w
THRSTHT | S(qTdE STaFdl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l STEH gl ThdT gl T
FTIF AR |, Aofer ¥ gomes arad’ afafaw 1940 &t 9y 26% F o12fia 0 uwerHT & fafawtor,
o = g &t wfafog F3A7 saeds g1 SUh & 49 § v gu, At # R off wewe % wn
F st 3 et Gt ot sy 1 AR =1 P = 787 81 safo, Fae g 26% F aefiv
sfarerer it fererfer &t ey 27,

ST ITh SATITEr Tehet 10T HATSHTL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTHTT gl S
¥ T3 T9r H I Y F Ara 3wt F forw fose & foro fAfAmton, e sie g & afafog #=a gu
o fafaia Fear 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHRL, AT T TATE T’ Afata=aa, 1940 (1940 7 23) Fit &T=T 26%F FIT
Y& RAl FT AN F2d g0, HT9d STANT o7 Ahalied TIHITT + IRE TS + A= + 7 +
Fremeer AT + FACHMTWTET 89 + [iF gothe + SiRTw woge Aty % ferg % foro &fawtor,
A ST faaeor i oo § gfafug Fd gl

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTAT, TATEHIL (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3370(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Boric Acid+Menthol+Camphor +Methyl
Céllulose + Chlorpheniramine Maleate + Zinc Sulphate + Sodium Chloride is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Naphazoline HCI + Boric Acid+Menthol+Camphor +Methyl Cellulose + Chlorpheniramine Maleate + Zinc
Sulphate + Sodium Chloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3371(A).—FaT TLHRE HT H a9 F FHILME gl A1 92 F AwMiee g=eiua +
freTeeRTey TeHiTe+ TAfTEEt + FOCHRTWTET #9e + Al FR Gy £ Rua gus
A (T8 99 =9 TTd URSTHT gl TAT €) F ITANT T FAT Hl TR g T GATIAT § At
I AT o gIierq foemed 3usd &;

AT, FT AL ZIT A ua freras |afefa g =« /v i S & e off S 3<F e
AT 7 =9 THSTHT ®I Tohg | JET T,

AT, ATfer AT qATgRe are 7 ot 3% UhSHT it s i oft sie fRrerfver i of fF 2w
TRSTHT | S(qTae STaFdl &1 HI5 (e 1T =T Tl gl TH TRSTHT & AT &l SR gl ThdT gl T
FTIF AR |, Aol ¥ James arad’ afafaw 1940 &t 9y 26% F o12fie 0 uwerT & fafawto,
o = faawor &t wfaftg F3A7 saeds g1 SUh & 49 § v gu, At # R o wewe % wn
F st 3 et Gt o sy 1 AR =1 P e 781 81 safo, Fae g 26% F aefiv
sfartrer it fererfeer &t ey 27

ST ITh SATTTEr Tehet 10T HATZHIL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTET gl S
¥ T3 T9r H I Y F Area 3wt F forw fose & foro fAfRmton, e sie g & afafog #=a gu
o fafaia F3ar 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHL, AT T TATE T A=, 1940 (1940 7 23) Fit &T=T 26%F T
wa orfRRAl T YART F3d gU, WWa SU9N F o Jwieiifes TSHive + fharseshred waefiue+
TIATHH + FARCHRTATST #A9 + A=Aior+ FFRL Aruter & & % forw fEafamtor, e sie Ao
TATT | TTdTUg FT 2l

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E TYTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3371(E).— Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Phenylephrine HCI+ HPMC +
Chlorpheniramine Maleate + Menthol+ Camphor is likely to involve risk to human beings whereas safer
alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Phenylephrine HCI+ HPM C + Chlorpheniramine Maleate + Menthol+ Camphor
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3372(3).—FET ALHIT AT TH a9 F FHILM gl A1 9 F AWM g=eiua +
ETES IRt TR FAETRe Q@ Ie + FACHATHTET Ae + i TR + ifeaw Fss + % aohe
+ A + FFRT Arfe F g gus @ (59 =897 80 T97a TRSHET Fgl T47 ) & ST 7
AT &l SR I T TATAAT § ST Ih ST o G [ahed ITAH g,

AT, FET AL FIRT A ua freras afefa gr =o /v it S & T off S 3w e
AT 7 =9 THRSTHT &l Tohg | JIET 2T,

AT, ATfer AR qATgRe e 7 ot 3% UhSHT i s i oft sie fRrerfver i of fF 2w
THRSTHT | S(qTdE STaFdl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l STEH gl ThdT gl T
FTIF AR |, Aofer ¥ gomes arad’ afafaw 1940 &t 9y 26% F o12fia 0 uwerHT & fafawtor,
o = g &t wfafog F3A7 saeds g1 SUh & 49 § v gu, At # R off wewe % wn
F st 3 et Gt ot sy 1 AR =1 P = 787 81 safo, Fae g 26% F aefiv
sfarerer it fererfer &t ey 27,

ST ITh SATITEr Tehet 10T HATSHTL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTHTT gl S
¥ T3 T9r H I Y F Ara 3wt F forw fose & foro fAfAmton, e sie g & afafog #=a gu
o fafaia Fear 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHRL, AT T TATE T’ Afata=aa, 1940 (1940 7 23) Fit &T=T 26%F FIT
Taq ofRAl & YA Fd g0, A9 START & o0 Awiife TaEiue + gregiedt Taee weamse
ATA + FACHMIATET AAL + T TR + AW Fse + i aehe + A=t + FF6 afer
foera & foro fafamior, foer sfie faaeor i w9 & aiatug Fdt 2

[T, €. TF9-11035/53/2014-FTTFRFTHT (ATT-1V)]
TS FTA, TATEHIL (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3372(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate + Boric Acid + Sodium Chloride + Zinc Sulphate + Menthol + Camphor islikely to
involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate + Boric Acid +
Sodium Chloride + Zinc Sulphate + Menthol + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)



90 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(ii)]

srfergE=AT

T2 faedt, 2 sreq, 2024

FLAT. 3373(3).—FaT ALEHE HT TH a9 F FHILME gl A1 92 F AWM g=eiua +
TSI TUTEe FAuTEs A + FIChRUHATET A9 + s The + i aeve sy & [
GO a6 (S 287 28 T97d TRSHT Fgl TAT 8) % STANT § AISHT I STEH gI Hl G997 &
ST ITh AT & qeTd (AT 39 &,

AT, FT AR FIRT A ua freras afufa g =o /e i S A e off S 3k e
AT 7 =9 THSTHT ®I Tohg | JET T,

AT, ATfer AR TR e 7 ot 3% UhRSHT it s i oft sie fRrwrfver i of 5 2w
TRSTHT | S(qTaE STaFAl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l SR 3l ThdT gl T
FTIF AR |, e ¥ gomes arad’ afafaay 1940 &t 9y 26% F o12fie 0 uwerT & fafawto,
o = faawor &t wfaftg F3A7 sraeds g1 S & e\ § vEd gu, ANt # Bt off sy F 3o
F srEta 3 et Gl ot sy 1 AR =1 P = 781 81 Ao, Fae g 26% F aefiv
sfarerer it fererfer &t ey 27

3T ITh SATTTEr Tehet 10T HATZHIL ATS 0l (ARILLTT o ST UL, Fxld TLHTL HT g THTHT gl S
¥ T3 T9r H I A9y F Area IuAnT F forw fse & foro fAfRmton, e sie g & afafog #2a gu
o e AT 99 B § saeas & a6i=+ g;

AT A, FaT TLHRL, AT T THATE U’ Afafa=aa, 1940 (1940 7 23) Fit €T 26F T
Taq ofRAl & AN F3d g0, A9 START & 0 ABeife TaEiue + gregiedt TaRa weamse
ATA + FACHEATATE qA + NRF T + KiF ae%e wfdy F Fwr ¥ oo BfRwtr, Bwr s
foravor g e & wfafug wdT 2

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTAT, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3373(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Hydroxy Propyl Methyl Cellulose +
Chlorpheniramine Maleate + Boric Acid +Zinc Sulphate is likely to involve risk to human beings whereas safer
aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Naphazoline HCI + Hydroxy Propyl Methyl Cellulose + Chlorpheniramine Maleate + Boric Acid +Zinc
Sulphate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLIAT. 3374(H).—F=T AR &1 =@ 410 T TATYE 2l 91 9 F Awsifo v +
THAAEETET TAHIC + TIAw Fratal Remea G + =i + 7 + Ruw stafiensivea
e £ e g 9 (5 T08 =95 T4Td UHSTHT F27 797 ) & STANT F 7ISAT H1 SEH g
FT FATAAT § ATk Ih ST F eI [ahed ITAH g,

AT, FT AL ZIT A ua freras |afefa g =« /v i S & e off S 3<F e
AT 7 =9 THSTHT ®I Tohg | JET T,

AT, ATfer AT qATgRe are 7 ot 3% UhSHT it s i oft sie fRrerfver i of fF 2w
TRSTHT | S(qTae STaFdl &1 HI5 (e 1T =T Tl gl TH TRSTHT & AT &l SR gl ThdT gl T
FTIF AR |, Aol ¥ James arad’ afafaw 1940 &t 9y 26% F o12fie 0 uwerT & fafawto,
o = faawor &t wfaftg F3A7 saeds g1 SUh & 49 § v gu, At # R o wewe % wn
F st 3 et Gt o sy 1 AR =1 P e 781 81 safo, Fae g 26% F aefiv
sfartrer it fererfeer &t ey 27

ST ITh SATTTEr Tehet 10T HATZHIL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTET gl S
¥ T3 T9r H I Y F Area 3wt F forw fose & foro fAfRmton, e sie g & afafog #=a gu
o fafaia F3ar 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHL, AT T TATE T A=, 1940 (1940 7 23) Fit &T=T 26%F T
Y& QRAl FT AN F3d g, A9 ST & {0 AGAIT TAHTA + TAAEZd TIHIUS + qieasT
FIETFET THATST AT + AT + FFRC + R AFfaA i st & f@Fwg & oo &,
A S faaeor i oo § gfafug w8l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTAT, TATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3374(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Azelastine HCI+ Sodium Carboxy Methyl
Céllulose + Menthol + Camphor + Stabilized Oxychlorocomplex islikely to involve risk to human beings whereas
safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Naphazoline HCI + Azelastine HCI+ Sodium Carboxy Methyl Cellulose + Menthol + Camphor + Stabilized
Oxychlorocomplex with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3375(37).— FETT ALHTL FT TH T T TATHTT 21 A4 92 T Aheiiere TaEiue + qifeaq
FratR roTee e + AR + FRC + R ST oty i R gas @9ee
(Forr =| ¥ =oh TTd UHSTHT gl AT 8) o ITANT F HIAT 7 ST 21 hl HATIAT § Tk I<h ey
& T faeT 3uaed g;

AT, FT AL ZIRT A ua freras afefa gr =o Amer it S A T off S 3<F e
AT 7 =9 THSTHT ®I Tohg | JIET T,

AT, ATfer AT qeTgRe are 7 ff 3% uwRSHT it s i oft sie fRrerfver i off 5 =
THRSTHT H SIqfae STaFdl &1 HI5 (e 1T =T qal gl TH TRSTHT & AT &l SR 2l ThdT gl T
FTIF AR |, e ¥ gomes arad’ afafaay 1940 &t 9y 26% F o1efie =0 uwerT & fafawtor,
o = g &t wfaftg F3A7 saeds g1 U & 49 § v gu, At # R o wewe % 3w
F st 3 et Gl ot sy 1 AR =1 P = 781 81 Ao, Fae g 26% F aefiv
sfarerer T fererfeer &t ey 27,

ST ITh SATITEr Tehet 10T HATSHIL ATS 0l (ARIILLTT o ST UL, i TLHTL HT g THTHTT gl S
¥ T3 T9r H I A9y F Area IwAnT F forw fose % foro fAfRmton, e sie g & afafog #2a gu
o fAfaaiT Fear 99 B9 § saeas & 6=+ g;

AT TG, FATT LR, AT ST T U Ata=ad, 1940 (1940 FT1 23) Fr &4T=T 26%F
FTET &< 9TRRAT &7 TN F3d g0, A1 SUINT % oIy Awhelife TaEiue + §1eay wEiadt s
VAT + AT + FFRC + U SitRfiaairca e & o & oo fBfamton, Gee e B
T TATF | TiAog FadT g

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3375(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Sodium Carboxy Methyl Cellulose +
Menthol + Camphor + Stabilized Oxychlorocomplex is likely to involve risk to human beings whereas safer
aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Sodium Carboxy Methyl Cellulose + Menthol + Camphor + Stabilized
Oxychlorocomplex with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3376(3).—FoT ALK FT T a1d F THIA gl I 92 & AW dEee +
FACHATHTET AT + BRTHET THiTe + gregrerifAeTse e + i TR + A7id + 36T
At £t A gus 9 (8 =897 T80 TE7q TRSTET Fel T47 ) % TN F Tedi & SEw g
FT FATAAT § Tk Ih ST F L& [Ahed ITAH g,

AT, FT AL FIT e ua freras afefa ger =o /e i S & e off S 3<F e
AT 7 29 THSTHT &l Tohg | {4 T,

AT, ATfer AR qATgRe are 7 ot 3% UhSHT it s i oft sie fRrerfver i off 5 2w
THRSHHT | S(qTdE STaFdl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l SR 2l ThdT gl T
FTIF TR |, Aol ¥ gomes aradt afafaw 1940 &t 9y 26% F o1efie 0 uweT & fafawto,
o = g &t wfaftg F3A7 saeds g1 SUh & &4\ § v gu, At # R off wewe % 3w
F sreEta 3 arer Gl ot sy 1 AR =1 P = 781 81 safo, Fae g 26% F aefiv
sfarerer it fererfeer &t ey 27,

ST ITh SATTEr Tehet [o0] HATSHIL ATS 0l (ARILLTT o ST UL, i TLHTL T g THTHT gl S
¥ T3 T91 H I A9y F Area IuAnT & forw fase % foro fAfRmton, e sie g & afafog #=a gu
o e Fear 99 B9 § saeas & a6/i=+ g;

AT A, Fa T TLHRL, AT T THATET T’ Afata=Ta, 1940 (1940 7 23) Fit €T 26%F T
T QTRRAT T T F2d U, AT STANT 6 (o110 ARIANT ATREE + FAICDAATST AAE + HiAshad
THHICA + GISSAITHATET Al + S TEE + AT + FFRE surer & fomwa & forg e,
A S faaeor i oo § gfafug w2l

[T, €. TF9-11035/53/2014-FTTFRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3376(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline Nitrate + Chlorpheniramine Maleate +
Phenylephrine HCI + Hydroxy Methyl Cellulose + Boric Acid+ Menthol+ Camphor is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline Nitrate + Chlor pheniramine Maleate + Phenylephrine HCI + Hydroxy Methyl Cellulose +
Boric Acid+ Menthol+ Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3377(A).—FoT ALK FT T a1G T THIA gl 99 92 & qweifeT dmEee +
FACH AT #Ae + SF aethe + A& Thie + @ifeaw wase vty & Raa gus g9 (G
THH THH TATT URSTHT Fgl TAT §) F ITANT F AICAT &l ST B T HHATAAT g STk I<h A1 6
T e 3uete &;

AT, FT AL ZIT A ua freras |afefa g =o /v i S d T off S 3F e
AT 7 =9 THRSTHT &l Tohg | JIET T,

AT, ATfer AR qATgRe are 7 ot 3% UhSHT it s i oft sie fRrerfver i of fF 2w
THRSTHT | S(qTdE STaFdl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l STEH gl ThdT gl T
FTIF AR |, Aofer ¥ gomes arad’ afafaw 1940 &t 9y 26% F o12fia 0 uwerHT & fafawtor,
o = g &t wfafog F3A7 saeds g1 SUh & 49 § v gu, At # R off wewe % wn
F st 3 et Gt ot sy 1 AR =1 P = 787 81 safo, Fae g 26% F aefiv
sfarerer it fererfer &t ey 27,

ST ITh SATITEr Tehet 10T HATSHTL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTHTT gl S
¥ T3 T9r H I Y F Ara 3wt F forw fose & foro fAfAmton, e sie g & afafog #=a gu
o fafaia Fear 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHRL, AT T TATE T’ Afata=aa, 1940 (1940 7 23) Fit &T=T 26%F FIT
T ATRRAT T AN Fd gU, AT START & (o1 ARIAIAT AT3ee + FACHMUATET daie + foiTw aethe
+ i T + Tifkaw g Aty % e & forw ffawton, R siv faer @ yame 7 gfaftg
FLAT B

[T, €. TF-11035/53/2014-FTTFRFTHT (ATT-1V)]
TS(1E FTYTA, AATGHIL (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3377(E)—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline Nitrate + Chlorpheniramine Maleate + Zinc
Sulphate + Boric Acid + Sodium Chlorideislikely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline Nitrate + Chlorpheniramine Maleate + Zinc Sulphate + Boric Acid + Sodium Chloride
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F.3M. 3378(3T).— FelT TLHTT T 6 T F THTETT g7 = 9¢ 5 Arcwraanae + feffemna
(FreraTsEAsT T & 9 97 AEA Aty fr Faa gus g9 (R =a@ 28 797a TwSHT Fg
AT B) o ITANT F AISAT &l STIEH I T GATIAT g TF Ih SO F FIera fAsheT I 8,

3T, FET gL g0 g U Faus qEfa grT 39 wie i S A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, AT THATRT TATGHRIT a1 7 AT I TS T A o it oA sfw Fprfver & off & =9
TRSE § sfafde sraaat w1 g i sifyer 781 €1 38 UTwSHET § oAt F7 Seq g7 a7 gl o7
T AT |, ot e yomas arft srfafRaw 1940 it amer 26% F srefiw za vt F fafamtor,
ok = = & wfafog F3AT sraeas 31 S & e § wad g, Afat # Gt of sy F s
& st oo arer frft of s i1 iR =7 M s 787 81 safor, Faer o 26% F aefie
gfrerer #i¥ fAreTier &t ST 27

AT ITH AT THAThT TATZHRTL TS ohl TERTILET F STETT T, T TLRTE FT TG THTLTT BT AT
o< o 391 § I AWt o "AE 3UART & o A % forg fmfAwir, e s mawr & afafug #+7d gu
=0 AR Fwar 99 Ba & smaege sfiv aw/i=N+ &;

A A, FalT TLHRL, AT AT THATET AT ATAHTH, 1940 (1940 F1 23) Fit 41T 26F FIT
TaT ofRAT FT AN Fd g0, HEd TN & foru it + Rt (femraresaieT
|TY) A9 AW Arwter & faar & forw fafawior, fee i e ia swma & sfafug w8l

[T, €. TFE-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FLTA, HATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3378(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Norfloxacin + Tinidazole (with Betacyclodextrin) Eye ointment
islikely to involverisk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Norfloxacin + Tinidazole (with Betacyclodextrin) Eye ointment with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FAT. 3379(A).—Fa T TLHTT AT TH AT & THTLTT 1 T UL o7 SAATFHTIRT + STFATH ATE
Rifise + forie wefiue siufer it g gaes @9 (59 289 2809 7a1a TR 2T T 3)
F TR & TACHT T ST g 6T TATAAT g ST 1h 36 AT o qrard forswed 3uerse g;

3T, FET gL g g U Faus qEfa grT 38 9 i S A TS off o 3 e
afafa T =9 THSTHT FT T JET AT,

T, Aofd AR gorgae a1 7 fF 3<% TESER v S 7 oft i Rrwrfer f oft F 2w
TRSE § sfafde sraaat w1 g i sifyer 721 €)1 =8 UTwSHET § oAt F S g7 T gl 7
I AT |, ot e yomas arft srfafRaw 1940 it amer 26% & srefiw za vt F fafamior,
fosrr = = & wfafg F3AT sraeas 31 S & e § wad g, Afat # Gl of sy F s
& st o arer frft oft s 1 fafeeee =7 M s 787 81 safor, Faer g 26% F aEfie
starorer T fRrerfer & STy 27

AT ITH AT THAThT TATZHTL AT ohT TERTILLT o SATETT T, T TLRTE KT TG THTLTT g1 AT
o7 T 391 § I AWt F AEE 3UART & o A % forg mfEwirn, e s mawr #i afafug +7d gu
=0 AR Fwar 99 Ba # smaege sfiv aw8i=N+ 2;

A A, FalT TLHRL, AT AT THATET AT ATAHTH, 1940 (1940 F1 23) Fit 41T 26%F FIT
Y& QTRAT FT YR Fd gU, A9 STANT & 70 SeAiadiiae + saarHrmae Rmfaame + e
TFHU st % fara & for fafawtor, G s far T e & sfafug w0t )

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, TATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3379(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ofloxacin + Beclomethasone Dipropionate + Lignocaine HCl is
likely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Ofloxacin + Beclomethasone Dipropionate + Lignocaine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FT.AT. 3380(A).—F=1T TTHT FT TH I1d T FHTAE 21 I 9 fF  AWeie gaEioa +
FACHACHTET Ao + HAThET TIHiUe + a=0id + FF6e Tty i Rag g daew (e za+9
TEF TETT THSIHT FET AT §) F STANT & ATAT HT SITH I T G9qTaT & S 36 iy F qeiera
e IUeTeH ¢,

AT, FT AR FIRT A ua freras |afefa g =o /mer i S & T off S 3<F e
AT 7 29 THRSTHT HI Tohg | JIET T,

AT, ATfer AT qATeRe are 7 ot 3% UhSHT it s i oft sie fRrerfver i of fF 2w
TRSTHT | S(q(ae STaFdl &1 HI5 (e 1T =T qal gl TH TRSTET & AT &l STEH gl ThdT gl T
FTIF TR |, Aol ¥ gomes arad’ afafaw 1940 &t 9y 26% F o12fia 0 uweST & fafawtor,
o = fawor &t wfaftg F3A7 saeds g1 U & &4\ § v gu, At # R o wewe % wn
F st o arer Gt ot sy 1 AR =1 P = 781 81 safo, Fae g 26% F aefiv
sfarerer it fererfer it ey 27,

ST ITh SATITEr Tehet 10T HATZHIL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTHTT gl S
¥ T3 T9r H I A9 F Area IwAnT F forw fose % foro fAfAmton, e sie g & afafog #2a gu
o fafaiT F3ar 99 B9 § saeas & 6=+ g;

AT, AT TCHRTL, AT ST T AT Afar=aw, 1940 (1940 FT1 23) Ft €17 26%F FTT T
STfRFIT T ST ¥ g, HIHE START % {70 JehTel 979 AWISIed TAEITA + FAChHHTET Ade
+ HARTET TIHUA + BRI + FFRL AWty & owa & foro f@fawt, B siv fGaeor @ia e e @
gfafug FdT 2

[T, €. TF9-11035/53/2014-FTTFRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3380(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Naphazoline HCI + Chlorpheniramine Maleate +
Phenylephrine HCI + Menthol + Camphor islikely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Naphazoline HCI + Chlorpheniramine Maleate + Phenylephrine HCI+ Menthol+ Camphor with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F.3T. 3381(37).— Fk1T TLHIT AT 0 I7d T THTLTT gl A+ 9 o ThaTsashrad qa=iua +
ARSI TAHUA +A I+ FFRT + GIEg AT TIUTRe HaTse aqqarsr  sote it e g gaee
(Forr =| ¥ =oh TTd UHSTHT gl AT 8) o ST T HISAT BT ST g1 hl HATIAT § ST I<h ey
& FIIerT faweT 3uare &,

AT, T T g s v fAorasr aftafa gy = amae & S i TS off o 3w e
afafa T =7 TS FT T FTET 9T,

AT, AT TReThl Targae ars 7 off 36 uwsT Y st it oft sie e 7 off & ‘s
THRSTHT | S(qTae STaFal T Hl5 (e 1T =T Tl gl TH TRSTHT & AT &l STEH 3l ThdT gl T
FTIF TR |, AT ST Jore arRit dfafaay 1940 &t 4y 26% & Jefi =& TwSi & f&afawtor,
o = faawor & afafig F3A7 sraeas 81 S & a1 | T@d gu, ARt § R o wewe F 3w
T AT & arar Rt | T 1 fAfaawe a1 Maee =g 981 81 39, Fad g 26% & T
sfarerer it fererier it Sy 27

AT ITh AT TheATehl TATZHIL FTS sl EEIET F ST UL, FHxld TR T g THTLTT &l
ST o 3 29 § S Wty & Ame swEet #F forw s & foro fAfRmtr, e sie feaer wr ahafvs
Fd g0 =0 AT #3199 BT # siaeas & a9 =i ¢;

qT: T, F 1T TCHRTL, AT ST TETT FTEAT Afer=ad, 1940 (1940 =1 23) Fit &1 26%
FTT & TR T TRT &9 g0, HIAE START F o feAreesers g=efive + Awreifes gaeine
+HATA+ FFRT + FIES AT AT (HATS AT Suter & fasear = forg af=wtor, e sfiw faaer
T TATF | TiAfog FadT gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3381(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Phenylephrine HCI + Naphazoline HCI +Menthol+ Camphor
+ Hydroxy Propyl Methyl Cdlulose is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Phenylephrine HCI + Naphazoline HCI +Menthol+ Camphor + Hydroxy Propyl Methyl Cellulose with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F.3M. 3382(3F).—F= 1T TLHT FT TH a1d & THTLT gf oI+ 9 % Fhargesere waefiuer +
AETI T TIETS + Al + FF6C Awter £ R gas gaee (9 299 2o 791 ThET w27
TAT §) & ST H HSHT T STTEH I hl TATAAT & STateh 36 A rer o GIarq faweT Iqaed &;

3T, FET gL g0 g U Faus qEfa grr 39 wre i S A TS off o 3 A
afafa 7 =9 THSTHT FT Tl JET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T A s A oA sfw Frfver & of & =9
TRE § sfafde sraaat w1 g i sifyer 721 €1 =8 UTwSET § oAt F T g7 T gl 7
T SAfed |, ot e yomas arft srfafRaw 1940 it amer 26% F srefiw za vt F fafamtor,
ok = = & wfafg F3AT sraeas 31 S & e § vad g, Afat § Gt of sy F s
& st o arer Gt off s i1 AR =1 M s 787 81 safor, Faer g 26% F aEfie
gfaerer #i¥ fAreTier &t ST 27

AT ITH AT THAThT TATZHTL TS ohT ERTILLT o SETT T, T TLRTE KT TG THTLTT g1 AT
o7 o 391 § I AWt F "AEE 3UART & o A % forg fmfAwir, e s @awr & afafug +7a gu
=0 AR Fwar 99 Ba # smaege sfiv awi=N+ &;

AT A, FalT TLHRL, AT AT TATET AT ATAFTH, 1940 (1940 F1 23) Fit 41T 26F FIT
Y& ATHAT T AR Fd gU, AT STANT & (70 FRaTsashres TaEiue + Soelied TaEiad + Awqie
+ FFRT Aty F A & forw Ao, fer s B a s & wfafug w3 21

[, €. THF-11035/53/2014-ST0RaHT (ATT-1V)]
TSI TLTAA, TATSHIL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3382(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Phenylephrine HCI + Naphazoline HCI + Menthol + Camphor
islikely to involverisk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Phenylephrine HCI + Naphazoline HCI + Menthol + Camphor with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJIV WADHAWAN, Advisor (Cost)
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3. 3383(37).— FETT TLHT FT 28 919 T HHTLT 21 14 92 & qemraedrEe qieay + NF
e + TATCHTTHTST AT + T TS + AIRAH Fge Sty £ Fag gus @3 (G oo
THE TATT TS T Fgl AT §) F STTRT T ASAT T ST g4 hl GATEAT 8 STa1eh I AT F qierd
e IUeTeH ¢,

AT, FT AL ZIRT A v freras afefa gr =o Amer it S & e off S 3<F e
AT 7 29 THSTHT ®l Tohg | JET T,

AT, ATfer AR qATgRe a7 ot 3% UhSHT it st i oft sie fRrerfver i of fF 2w
TRSTHT | S(q(dE STaTAl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l SEH 3l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ afafaay 1940 &t 9y 26% F o1efie 0 uwerT & fafawto,
o = faawor &t wfaftg F3A7 saeds g1 SUh & &4\ § ved gu, At # R off wewe % wn
F sreEta 3 arer Gt o sy 1 AR =1 P = 787 81 safo, Fae g 26% F aefiv
sfarerer T fererfer &t ey 27

ST ITh SATITEr Tehet [e0] HATSHIL ATS 0l (ARIILLT o ST UL, i TLHTL HT g THATHTT gl S
¥ T3 T9r H I Y F Area IuAnT F forw fose % forw fAfAmton, e sie g & afafog #2a gu
o ffaaiT Fear 99 B9 § saeas & 6=+ g;

AT A, Fa T TLHRL, AT T AT T’ A=, 1940 (1940 7 23) Fit &T=T 26%F FIT
T ATREAT T AN 2 gU, A1 START & {orT qewraedrss diead + foiF aehe + FAIChATHTET
AT + T TRIE + IRIH FARIse e & Fwy & o Ffawi, e s Baeer @a swa o
gfafug Fdt 2
[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS(1E FTLTA, AT (FATTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3383(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sulphacetamide Sodium + Zinc Sulphate + Chlor pheniramine
Maleate + Boric acid + Sodium Chloride is likely to involve risk to human beings whereas safer alternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Sulphacetamide Sodium + Zinc Sulphate + Chlor pheniramine Maleate + Boric acid + Sodium Chloride
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3384(3).—Fa1T ALEHIT HT Tg THTA 2l I+ 72 fF RiF aehe + AIRF thRe +
TR TEe + GIRAw Fss + s uRe siewger siwfar it Faa gus d9ew (e o+
T TETT THSTHT FT AT §) F START A ACAT T STTEH ZI ¥ TTTET € ST 376 A F gefer
e IUeTeH ¢,

AT, FET AR FIT Ak U f@erasy afafa g =0 9w it s i 72 o7 e 3 f@eme
AT 7 =9 THSTHT ®I Tohg | JIET T,

AT, ATfer AR qeTeRe are 7 ff 3% UhSHT it s i oft sie fRrerfver i of 5 2w
TRSTHT | S(q(ae STaFdl &1 HI5 (e 1T =T qal gl TH TRSTET & AT &l STEH gl ThdT gl T
FTIF TR |, Aol ¥ games arad’ afafaw 1940 it 97 26%F F 1= =0 uwSrHT & fAfawior,
o = g &t wfaftg F3A7 saeds g1 SUh & 49 § vEd gu, At # R off wewe % swn
FT At 3 arer BT oft ware #1 Affma a1 Adew = 721 €1 8o, e g 26% F el
sfarerer it fererfer &t ey 27

ST ITh SATTTEr Tehet 10T HATZHIL ATS 0l (ARIILLT o ST UL, i TLHTL HT g THTET gl A
o7 3 Zor § 36 QWY F Aa v F forw o F oo R, e i faor # ahafvg =
g0 2o AT AT SAfed # sraeds i aH/ =1 &;

AT A, Fa T TLHRL, AT T AT T’ FAfata=Ta, 1940 (1940 7 23) &t &T=T 26F FIT
Ta< oTfRAT FT TN FA gU, HET STAN % oy i aethe + ai® TR + Jwmeita gaeive +
HIeTH TS + TS TR stesige sty & A & ferg fafson, fowe siv faaeor gia s &
gfafug FdT 2

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TLTA, AATGHIL (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0. 3384 (E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Zinc Sulphate + Boric acid + Naphazoline HCI + Sodium
Chloride + Phenyl Ethyl Alcohol islikely to involve risk to human beings whereas safer aternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Zinc Sulphate + Boric acid + Naphazoline HCI + Sodium Chloride + Phenyl Ethyl Alcohol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3385(37).— FET HLHIT FT g FHTA 2f 7 92 & FOHRFP w=efiuer + aof@erne +
FreTEeRTes TaHTe strafer it g gars g9 (58 288 =9 Tara THSHT Fl 747 §) F STaT J
ST &7 ST e T TWTAAT § STateh I AT % gierd Fswed Iqeey 2;

ST, AT g g g v Ao afufa arr 38 Amer & = A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, Aofd AR goTeae a1 7 fF 3<% TSR i S 7 oft i Rrwrfer f oft F 2w
TRSE § safde sraaat w1 g i sifyer 721 €)1 28 UTwSHET § oAt F S g7 T gl 37
TIF AT |, ot e yomas arft srfafRaw 1940 £ amer 26 F stefi= o wwdet F fafawmtor,
fosrr = = & wfafg F3Ar sraeas 31 S & e § v gu, Afat § Gt of sy F s
& st oo arer Gt o s o1 AR =7 e s 727 81 safor, Faer g 26% F aefie
srtarorer T frerfeer i sy 27

AT ITH AT THAThT TATZHTL TS shl TERTILLT o SATETT T, T TLRTE KT TG THTLTT BT AT
¥ foF o H IF AW F grEa IuANT F forw faw * forw fafamir, e s e i wfatvg wwa
TU oo AT F3AT SAfed § SAEeds oY a6+ &;

A T, FATT GLRTL, AT ST T IHAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FIT Y& ARl T TN Fd gU, HIAE STAN (o0 G R T9diee + Iqf¥ede + harsashre
THEOS st F fasea & forw fEafawtn, e s g i sama & sfafog Fwt 2)

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3385(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetirizine HCI + Paracetamol + Phenylephrine HCI islikely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Cetirizine HCI + Paracetamol + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3386(3).— F=IT ALHT &1 Ig AUTLT 2 917 2 & AR =i + rgehe
w=Efiue St i g gas @3 (8 =0® =09 Tara URSTET gl 797 8) & ITART § /Al &7
ST B T HATaAT g STafsh S<h ATer & qierg faweT 3uers ¢;

ST, AT F g s v e afufa arT 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT The A JIET AT,

T, Aofdr oA gorgae a1 7 fF 3<% TS i S 7 oft i Rrwrfer f oft F 2w
TREE § sfafde sraaat w1 g Hfrc sifyer 721 €)1 =8 UTwSHET § oAt F7 S g7 T gl o1
TIF STAfed |, ot e yomas arft srfafRaw 1940 £ gmer 26% F stefi= o wwdet & fafawmtor,
fosrr = = & wfafrg F3AT sraeas 31 S & e § v gu, Afat § Gt of sy F s
FT st o arer frft off s i1 e =7 M s 727 81 safor, Faer g 26% F aefie
starer it AT € STt 27

AT ITH AT THAThT TATZHTL TS shl TERTILET F STETT T, T GLRTE KT A THTLTT BT AT
¥ foF o H IF AW F grEa U F forw faw % forw fafamior, e siw e v wfatvg w7
TU oo AT F3AT SAfed § SEed oY a6+ &;

A T, FATT GLRTL, AT ST T GIHIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T ST FXd gU, AT STANT & 0w @SR geeiue + fharsashres gadiee
Arfer & fawa & foro AT, ferr i e a s & wfafug w3 g

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3386(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetirizine HCI + Phenylephrine HCI is likely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Cetirizine HCI + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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.M. 3387 (37).— F=1T THTT &1 T AHTAT 27 A1a7 ¢ &A@k + ST vt
arfer Y g gue g (B9 =89 T0 TETd TR F27 747 8) F ITART & 7oAl 7 S g
FT GATIAT B TIF Ih AW F qRera fAdheT I 8;

ST, AT g g s v e afufa arr 38 Amer f = A TS off o 3 A
afafa 7 =9 THSTHT FT T JET AT,

T, Aofdr AR gorgae a1 7 @ 3<% TSR v S oft i Rrwrfer f oft F 2w
TRSE § sfafde sramat w1 g i sifyer 721 €)1 =8 UTwSET § oAt F e g7 a1 gl T
I AT |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefie za wwdet & fafawmtor,
fosrr = = & wfafg F3AT sraeas 31 S & e § v gu, Afat § Gt of sy F s
& st o arer frft of s w61 i =1 M s 727 81 safor, Faer g 26% F aefie
starorer T frerfeer i STt 27

AT ITH AT THAThT TATZHTL AT ohl TERTILT F SMETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o W IF AW F grEa U F forw e % forw fafamior, e s o v wfatvg wwa
TU oo AT F3AT SAfed § SEed oY a6+ &;

A TS, FAlTT GLRTL, AT ST T IHIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& QTR T T ST X gU, AT STANT & (o0 AqEERS + Bk gaeiee Arafd %
g & foro fafamiorn, e s e @ wama & afafog F:dt 2)

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3387(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine + Phenylephrine HCI islikely to involve risk to
human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Levocetirizine + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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.. 3388(37).— F=IT TTHTT &1 T AUTAT 27 a7 ¢ & ANAeRF + ®ResseT vt
+ ArferEIe Sty i e g g9ee (59 <01 <0 T27d URERT F7l 7 ) & START § "t
T ST I T HWTAAT § STaTh I AT o geierd Fswed Iueey &;

ST, AT g g g v e afufa arr 38 Amer & = A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, Aofd AR goTgae a1 1 FF 3<% TS T S Y oft i Rrwrfer f oft F 2w
TRE § sfafde sramat w1 g i sifyer 721 €)1 38 UTwSHET § oAt F S g7 T gl 7
TIF STAfed |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefie za wwdet F fafawmtor,
fosrr = = & wfafrg F3AT sraeas 31 S & e § v gu, it § Gt of sy F s
& st o arer frft o s 61 iR =1 M s 727 81 safor, Faer g 26% F aefiv
starer it i i STt 87

AT ITH AT THAThT TATZHTL AT shl TERTILET F SETT T, T TLRTE KT A THTLTT BT AT
¥ foF o H IF AW F grEa U F forw e % forw fafamior, e siw e 6 wfatvg wwa
TU oo AT F3AT SAfed § SEed oY a6+ &;

A T, HATT GLRTL, AU ST T GIRT A7, 1940 (1940 F7 23) Fr &7 26%
T Y& ARRAl # TIN Fd gU, gWd 3TN & v aqEteRite + SR wediea +
Sfere siwfd ¥ fasa & form fafawion, e s oo a sama & sfafug T 2

[T, €. THF-11035/53/2014-STURaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3388(E).—Wheress, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine + Phenylephrine HCI + Paracetamol is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Levocetirizine + Phenylephrine HCI + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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.M. 3389(3).— FeTT HLHT T AZ THTHTT 2T 1T ¢ [ hiAAHIET TIHITS + GLEerae
+ A feRiem Taefree + avrter Sy i R g g (S 298 =8 T2 ThSTHT gl 97 2)
F ITTRT H ATSAT &l STEH I T GATIAT & TIF Ih ST F G fAheT I 8,

ST, AT g g g v Ao afufa arr 38 AmHer f = A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, Aofdr AR goTgaTe a1 7 fF 3<% TS v S Y oft i Rrwrfer f oft F 2w
TRSE § safde sraaat w1 g M sifyer 721 €)1 38 UTwSHET § aeat F S g7 T gl o1
T SAfed |, ot e yomas arft srfafRaw 1940 £ gy 26 F stefi= o wwdet & fafawmtor,
ok = g &t wfafg F3A7 sraegs 31 U & e § vad gu, At 7 fEl oy % sw
F st o arer frft of s i1 iR =1 M s 787 81 safor, Faer g 26% F wefie
starorer T frerfeer & STy 27

AT ITH AT THAThT TATZHRTL AT ohl RT3 STETT T, T GLRTE KT TG THTLTT BT AT
¥ foF o H IF AW F grEa U F forw faw % forw fafamior, e s e v wfatvg wa
TU oo AT F3AT SAfed § SEed oY a6+ &;

AA: TS, FAlTT GLRTL, AT ST T THAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FRT Y& ARl T TN Fd gU, AT STAN # (o0 hReshres adiue + Iqfferd +
AFrafeRiT TaEiue + a=rte siwfer & fAswa & foro afamior, B sl faaeor gia weme @ afafug
FAT Bl

[T, €. THF-11035/53/2014-STURaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3389(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Phenylephrine HCI + Paracetamol + Levocetirizine HCI +
Menthol islikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Phenylephrine HCI + Paracetamol + Levocetirizine HCI + Menthol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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.M. 3390(31).— Fe1T HLHTT T AZ THTHTT 2l STaT ¢ {3 AaafeRioe Taeiue + T
T=Efiee + dfterie stwfer i R g gaee (B 2098 e0 727 TRSRT FET T 8) F SUTRT
AT &7 STEH G T GATEAT & STl Ih AT o e fadeT 3Ty §;

3T, For g g s v Ao afufa gy =8 e it S A TS off 3 S fFersr
afafa T =9 THSTHET FT The | JIET AT,

T, AU Thelehl TATgRe ars 7 ot I<h THSHT i st it T sie frfeer #7 f & =7
TRSE § sfafde sraaat w1 g M sifyer 721 €1 =8 UTwSHET § oAt F S g7 T gl o7
TI SR |, Soter e yamee aradft srfafaaw 1940 #v &y 265 F srefie = uwSieft & fafamior,
fasrr = o & afafog AT raews 81 S #1 ea | wad gu, At 7§ R o w3 s
FT STATT o et Rt oft werre 1 fafRerae a7 e =g 781 81 safor, e o 26% F aHfiv
gfatrer it fAreTier &t STt 27

AT ITH AT THATRT TATZHIL dTS il [ARIEM F AT I, HlT GLRE KT Tg THTLTH &l
ST 92 o T9r § I<F e F 91 3TN o forw fawe & forw fafagtor, o s faawor = whafvsg
Fd g0 = [AfAafud Faar saied § sraead i qH/i=

qq: A, HalT TR, AT S ToTee qredt sArert=ae, 1940 (1940 1 23) it 9T 26F
BT Y& ARl T ST X gU, AT STANT & [0 Aarg [ &RIvT TaEiud + TR Taeiga +
eI awfe F s & foro fafawir, B i Ao @ia wwme & wiafug w7 21

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3390(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine HCI + Ambroxol HCI + Paracetamol islikely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Levocetirizine HCI + Ambroxol HCI + Paracetamol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3391(3N).— FET TLHRTL FT A THTYTT 21 A1dT ¢ % A feRiee waefiue + wsine
T=Eiue + SRawTes T st it e g 3 (B =81 20 7aTa TSI Fg7 T 8) F
START & FATT T ST ZIA T THATAAT g A0 I AT qrerd forawed Iuerse g,

3, AT gL g g v e afufa arr 38 AmHer f = A TS off o 3 A
afafa 7 =9 THSTHT FT T JET AT,

T, Aot TahAhRr goreae a1 7 FF 3<% TSR v S 7 oft i Rrwrfer f oft F 2w
TREET § safde sraaat w1 g i sifyer 721 €)1 =8 UTwSET § oAt F S g7 T gl 7
I STAfed |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefi= za wwdet & fafawmtor,
fasrr = o & wfafg F3Ar sraegs g1 U & e § vEd gu, At 7§ Rl oty % s
& st o arer frft off s 1 AR =7 M s 787 81 safor, Faer g 26% F aefiv
starorer T ferprfeer i STy 27

AT ITH AT THATRT TATZHTL AT ohl TERTILET F SATETT T, T TLRTE FT A THTLTT g1 AT
¥ foF o W IF AW F grEa U F forw e % forw fafamior, e s e v wfatvg
TU oo AT F3AT SAfed § SEeds oY a6+ &;

A T, FATT LRI, AT ST T GIRT ATH, 1940 (1940 F7 23) Fir &< 26%
BT & IRAT &1 TINT FXd gU, A STANT 6 (o7 AGTE TN TaEHiue + TS Tadiue +
hiaeRTeT TEEUe sty % fasea % forg frfamtor, fer sie g @@ swame & sfafog s 8

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3391(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Levocetirizine HCl + Ambroxol HCI + Phenylephrine HCI is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Levocetirizine HCI + Ambroxol HCI + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FTAT. 3392(3F).— FET ALEHN FT T THIYTE 21 AT ¢ (% STAATSARIATINA qTaee +
FACHATHATE fde siufer 6t Faa g g9 (B8 =9 =8 7a1a THSIET #8747 §) F ST F
ST &7 ST e T TWTEAT § STafeh I AT % gierd Aswed Iqeey 2;

3T, AT g g g v Ao afufa arr 38 Amer f = A TS off o 3 A
afafa 7 =9 THSTHT FT T JET AT,

T, AT THATRT TATGHRIT a1 7 AT I TheS T At o AT oA sfw Frfver & off & =9
TRSE § safde sraaat w1 g M sifyer 721 €)1 38 UTwSHET § aeat F Seq g7 T gl 7
TIF STAfed |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefi= o wwdet F fafawtor,
fasrr = = & wfafrg F3Ar sraeas 31 S & e § v gu, Afat § Gl of sy F s
& st oo arer frft oft s 61 iR =7 M e 727 81 safor, Faer g 26% F aefie
starer &t AT € STt 87

AT ITH AT THAThT TATZHTL TS shT TERTILLT F SATETT T, T TLRTE KT A THTLTT g1 AT
¥ foF o ° IF AW F grEa U F forw faw % forw fafamior, e e e v wfatvg wa
TU oo AfAatHa F3A7 SAfed § SEed oY a6+ &;

;TS FATT GLRTL, AT ST T IAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FIT Y& ARl T ST X gU, HIAET STANT & (o0 STAATSARISTHTINT GTSeE + FATCHAATST
Fote A ter & fawa & foro Ao, e siw B @ia sama & sfafug w2t gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3392(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diethylcarbamazine Citrate + Chlorpheniramine maleate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Diethylcarbamazine Citrate + Chlor pheniramine maleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FTAT. 3393(3A).—Fe1T ALHIT FT Ig THTYTE 2l AT 2 [F STaTeasmaiaree dargee +
AarafeRivm weefiaer siwfar & R g saem (G =97 7o wama TwSET #2179 §) F 3T
AT T STTEH G T GFTAAT & STaTh 3h AT o Fererd faseT Iuesy 2;

3T, FET g g g v s afufa arr 38 Amer & = A TS off o 3 [Fes
afafa 7 =9 THSTHT FT T JET AT,

T, Aofdr oA goreae a1 7 fF 3<% TwRSER i S 7 oft i Rrwrfer f oft F 2w
TRS § safde sramat w1 g i sifyer 721 €)1 38 UTwSET § oAt F S g7 T gl o1
I AT |, Sofer e yomas arft srfafRaw 1940 £ gy 26% F stefie o wwdet & fafawtor,
ok = = & wfafrg F3AT sraeas 31 S & e § v gu, Afat § Gl of sy F s
& st o arer frft ofF s 61 e =7 M e 727 81 Ao, Faer g 26% F aefie
starorer T frerfer i sy 27

AT ITH AT THAThT TATZHTL TS shl TERTILLT  STETT T, T TLRTE KT TG THTLTT BT AT
¥ foF o ° IF AW F g 39N F forw faww % forw fafamior, e siw e v wfatvg w7
TU oo AT F3AT SAfed § SEed oY a6+ &;

A T, FATT GLRTL, AT ST T GRT A7, 1940 (1940 F7 23) Fr &7 26%
BT Y& ARAl FT TN FXd g0, AHd ISTART & [0 STAATSARE AT A15de + Aaraiei o
THEHUe et F fase & forw fafawtn, e s g ia sama & sfafog #: T 8)

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3393(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diethylcarbamazine Citrate + Levocetirizine HCI is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Diethylcarbamazine Citrate + Levocetirizine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)



[9TT I—=Te 3(ii)] T T TSI © T 111

srfergE=AT

T2 faedt, 2 sreq, 2024

F.3M. 3394(37).— Fea TTHIT FT g THTATT &7 A1aT & T THEiue + hfaashrea
THHU + TR Aty At R gares e (S S0 286 Tma UHSTHT gl 47 8) % ST 9
ST &7 STEH e T TWTAAT § STaTh I AT % gierd Fswed 3Ty 2;

ST, AT g g g v e afufa grr 38 Amer f = A TS off o 3 [Fes
afafa T =9 THSTHT FT Tehe A JET AT,

AT, Aot AR goTgae a1 7 fF 3<% TS T S 7 oft i Rrwrfer f oft F 2w
TRE § safde sraaat w1 g Hfrc sifyer 781 €)1 =8 UTwSHET § oAt F7 S g7 T gl o1
T STAfed |, ot o yomas arft srfafRaw 1940 £ amer 26 F stefie o wwdet & fafawtor,
fasrr = = & wfafg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ofF s i1 e =1 M s 727 81 safor, Faer g 26% F aefie
starer it AT i STt 87

AT ITH AT THAThT TATZHTL TS shl TERTILET F SETT T, T TLRTE KT TG THTLTT BT AT
¥ foF o H IF AW F g U F forw faww % forw fafamior, e e e v wfatvg wa
TU oo AT F3AT SAfed § AEed oY a6+ &;

A T, FATT GLRTL, AT ST T FIEAT ATATH, 1940 (1940 T 23) T &TT 267 FTT

e OTREAT T AN F:2d g0, WA ST & fory Grsieriier Taeiuer + Biaeshre Taeiae + Tehaies
Arfer & s & foro Ao, fee i e a swma & wfafug w3 g

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 339%4(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ambroxol HCI + Phenylephrine HCI + Guaiphenesin is likely
to involverisk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Ambroxol HCI + Phenylephrine HCI + Guaiphenesin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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F.3M. 3395(31).— FxlIT TLHT FT Tg THTUTT BT ATdT & sAHa Taeiue + fharserseee
waefiue  awfer f Raa g gaee (5f 28937 30 Ta7a THSHET Fg7 797 €) F START F qqeA1 i
ST B T HHTaAT g ST 3<h Arter & qeierg fawew 3uers ¢;

ST, AT g g g v e afufa g 38 Amer & = A TS off o 3 A
afafa 7 =9 THSTHT FT T JIET AT,

T, Aofdr TohAR goregae a1 7 FF 3<% TESE v S Y oft i Rrwrfer f oft F 2w
TREE § safde sraaat w1 g M sifaer 721 €)1 38 UTwSET & oAt F7 S g7 a7 gl o7
T STAfed |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefi= o wwdet & fafawmtor,
fosrr = = & wfafrg F3AT sraeas 31 S & e § v gu, Afat § Gl of sy F s
& st oo arer frft o s i1 e =7 M s 727 81 safor, Faer g 26% F aefie
starorer T fRrerfer i STy 27

AT ITH AT THAThT TATZHTL TS shl TERTILET F SMETT T, T TLRTE KT A THTLTT BT AT
¥ foF o H IF AW F grea 39N F forw faw % forw fafamior, e s e v wfatvg wwa
TU oo AT F3AT SAfed § SEed oY a6+ &;

A T, FATT LRI, AT ST T GIRT A7, 1940 (1940 F7 23) Fr &7 26%
FT Y& ARRAT T FAN FXd g0, I9d ITAN & (o0 sHgaaT adiue + fharseneT g
Arwfer & e & foro fEafamiorn, e s Ao @ sama & wfafog w5t 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3395(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Bromhexine HCI + Phenylephrine HCI islikely to involve risk
to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Bromhexine HCI + Phenylephrine HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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F.3AT. 3396(3A).— FuTT ALHRTT FT Tg THTAE 21 14T & F ek + Raiftharss [ea
quEed RfheTes greget wwieRIe TeHiue Wty it fag gees @ (G =a9d =0% oamE
THSTHT gl AT ) F STTRT F AISAT &l TTGH g fl GITEAT & ST I A9 o gerera &swed
ITAH

AT, FET AR FIT Ah U f@erasr afafa g =0 9w it s i 72 ot o 3 e
afafa 7 =8 THESHT AT JHe A |7 9T,

AT, ATfer AR qaTgRe are 7 ff 3% UhSHT it s i oft sie fArwrfver i of 5 2w
THRSHHT | S(qTae STaFdl &1 HI5 (e 1T =T qgl gl TH TRSTHT & AT &l SR 3l ThdT gl T
FTIF TR |, Ao ¥ gomes arad’ afafay 1940 it 9m=r 26%F F 1= =0 uwSrHT & fAfawior,
o = g &t wfaftg F3A7 saeds g1 SUh & &4\ § vEd gu, At # R off wewe F swm
£ At 3 arer BT oft w1 Affma a1 Adew =mena 721 €1 8o, e g 26% F el
sfarerer T fereTfeer &t ey 27,

ST ITh SATTTEr Tehet [e0] HATSHIL ATS 0l (ARILLTT o ST UL, Fxld TLHTL HT g THTHTT gl S
o7 3 Zor § 3% AWfY F Aea 39T F forw o F oo R, e i fawr # ahfvg =
g0 2o fAfRatia AT SAfea # sraeds oY ad/ =14 &;

AT T, FoT LRI, AT ST T TEAT AT, 1940 (1940 FT 23) F &T=T 26%F
BT & TRl T ST d g0, HI9d SUAT & oy Geitharse + Rrafhers fAsia auges
RrhaTsT grege+ THiad TaHiue Aty & s F forw et G o Haer @q s@ e &
gfafug FdT 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3396(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Etofylline + Theophylline anhydrous eq. to Theophylline
hydrate + Ambroxol HCI is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Etofylline + Theophylline anhydrous eg. to Theophylline hydrate + Ambroxol HCI with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FTIAT. 3397(3N).— F=IT TTHIT T T AL 27 a7 ¢ & withars + e fAsier
Taged Rt grege+ A Ay it Fag gus e (B =98 =0 7919 TwSHT w8l
TAT B) o ITANT A TATT T ST g T HATAAT g SaTh I AT % geierd fFwed Iueey &;

ST, FET g g g v e afufa arr 38 Amer f = A TS off o 3 A
afafa 7 =9 THSTHT FT The A JIET AT,

T, AT THATRT TATGHRIT a1 7 AT I TS T A s At oA siw Frfver & off & =9
TRE § safde sraaat w1 g M sifyer 721 €)1 28 UTwSHET § aeat F e g7 T gl 31
I SAfed |, i e yomas arft srfafRaw 1940 £ gy 26 F stefi= za wwdet & fafawmtor,
fosrr = = &t wfafg F3A7 sraegs 31 U & e § vEd gu, it 7 fEl oy % s
& st o arer frft of s i1 AR =1 M s 781 81 safor, Faer g 26% F aefie
starorer T frerfeer & STy 27

AT ITH AT THAThT TATZHTL AT shl TERTILET F SMETT T, T TLRTE KT A THTLTT BT AT
¥ foF o H IF AW F g 30N F forw faww % forw fafamior, e siw Ao v wfatvg
TU oo AT F3AT SAfed § sEeds oY a6i=1 &;

A T, FAlT LRI, AT ST T GIRAT A7, 1940 (1940 F7 23) Fr &< 26%
T Y& AR F AN FA gU, AT STAN & &0 gafharsy + Rrnfeara Fsia aqgea
RRATSATET grese+ Aieqhee Ay & fawa & oo [, Fe s fawr a gama & gfafog
FAT Bl

[T, €. THF-11035/53/2014-STURaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3397(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Etofylline + Theophylline anhydrous eq. to Theophylline
hydrate+ Montelukast is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Etofylline + Theophylline anhydrous eg. to Theophylline hydrate + Montelukast with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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.31, 3398(37).—FaIT TLHT FT g THTLTT BT SAT & 3 T TIHIUS + SLGETATEA
Tohe + FHIMIH FAES + [hAaT + F=aie siwfer f [ gos 3w (B zqd@ e0 a2ma
THSTHT gl AT ) F SUTRT F AISAT &l TTGH g fl GITEAT & ST I AT o gerera FsweT
ST &,

AT, FET AR FIT Ak Ue faorasr afafa g =0 g i st i 7 o7 e 3 @eme
afafa 7 =8 TESHT AT JHe A TIET 4T,

AT, ATl AT TR a7 ot 3% UhSHT it s i oft sie fRrerfver v of 5 2w
TRSTHT | S(qfae STaFdl &1 HI5 (A 1T =T qal gl TH TRSTHT & AT &l STEH 2l ThdT gl T
FTIF AR |, Al ¥ gomes arad’ afafay 1940 it 917 26%F F 1= =0 ST & Afawior,
o = faawor &t afafog F3A7 sraeds g1 S & | § vEd gu, At # Bt off sy F s
FT At 3 arer BT oft w1 Affma a1 Adew =g 721 €1 8o, Fae g 26% F el
sfarerer T fererfeer it ey 27

ST ITh SATTTEr Tehet [e0] HATZHIL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTHT gl S
o7 3 Zor § 3% AwfY F Aea v F forw o F forw R, e i Baewr # ahfve =
20 2o AT AT SAfed # saeds i aH/ =1 &;

AT TG, FATT LRI, AT T TATT TR AtA=Ta, 1940 (1940 w1 23) Fit &7 26F
T Y& AfRdl & TN T gU, AT STAN & o0 THEE TEHiud + Xqerdrsd ahe +
FHIIH FARSE + [SHATET + AT 9t & f@wa F oo T, G o Baer @ia aawma @
gfafug Fdt 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3398(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ambroxol HCI + Terbutaline Sulphate + Ammonium Chloride
+ Guaiphenesin + Menthol is likely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Ambroxol HCI + Terbutaline Sulphate + Ammonium Chloride + Guaiphenesin + Menthol with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F.3AT. 3399(3).— FxlT TLHT HT g THTHTT I SITAT § [ THIFIT TaHII + degerdrer
e + TR + JRIFIH FAsE + A awty f [aa gos gaew (e =899 29 T
THSTHT gl AT ) F SUIRT F AISAT &l TR g fl GITIAT & ST I AT & gerera Fswe
STAEH &,

AT, FET AR FIT Ak U faerasr afafa g =0 9w it s i 72 o7 o 3 f@eme
afafa 7 =8 TESHT AT THe A qIET 4T,

AT, ArTfer AR qATgRe are 7 ot 3% UhRSHT it s i oft sie fRrwrfver i off fF 2w
TRSTHT | S(qTaE STaFAl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l SR 3l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9T 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfaftg F3A7 saeds g1 SUh & &4\ § vEd gu, At # R o wewe F swn
£ Al 3 arer BT oft ware #1 Affma a1 Adew =T 721 81 8o, e g 26% F el
sfartrer it fererfeer &t ey 27,

ST ITh SATITEr Tehet [o0] HATSHIL TS 0l (ARILLTT o ST UL, Fxld TLHTL T g THTETT gl S
o7 3 Zor § 36 QWY F Aa 39T F forw e F oo fEfRtn, e i faewr # ahfvg =
g0 2o AT AT SAfed # saeds i aH/ =14 &;

AT T, FoTT LRI, AT T T TERAT AT, 1940 (1940 T 23) Fit &7 267 FTT

Y& QTR T AR 3 gU, AT STAN & o THTae THHIue + eqervid gethe + Thaia +
HHIIAT FAIMSE + T AW  fasar & forw @fawin, B s T gia & & afaftig wdr

2l
[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3399(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Ambroxol HCI + Salbutamol Sulphate + Ammonium Chloride
+ Guaiphenesin + Menthol is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Ambroxol HCI + Salbutamol Sulphate + Ammonium Chloride + Guaiphenesin + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FT.3TT. 3400(3T).— FIT ALHT T A THTTT 21 a7 & FoF Afeom voeive + ey aehe
+ THIRIS TIETe + e S it fera gars @ais (R 289 2o T ST a7 T R)
F IUTRT H ATSAT &l SR G T GATIAT & TITF Ih ST F G faheT I 8,

3T, AT g g g v e afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT Teha A JIET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T At o A oA siw Frfver & off & =9
TREE § safde sraaat w1 g i sifyer 721 €)1 =8 UTwSHET § et #7 S g7 a7 gl 37
T AT |, ot e yomas arft srfafRaw 1940 £ oy 26 F stefi= o wwdet & fafawtor,
fosrr = = & wfafg F2A7 sraeTs g1 SUEE & e § vEd gu, it 7 fEl oft w3 3w
& st o arer frft of s 1 AR =1 M e 787 81 safor, Faer o 26% F aefie
starorer T frerfer & STy 27

AT ITH AT THAThT TATZHTL TS ohT TERTILLT 3 SATETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o H IF AW F grEa U F forw faw % forw fafamior, e siw e v wfatvg
TU oo RAfAataa F3AT SAfed § SEed oY a6+ &;

A T, FATT LRI, AT ST T GIRAT A7, 1940 (1940 F7 23) Fir &7 26%
FT Y& TRl &1 JART Fi3d g0, HIHE ST o0 GfEm Taeiue + SXgerars aehe + TR
THHUH + e Ay & g & foro At B sie e i same & yfafrg w01 21

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3400(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetirizine HCI + Terbutaline Sulphate + Ambroxol HCI +
Guaiphenesin islikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
CetirizineHCI + Terbutaline Sulphate + Ambroxol HCI + Guaiphenesin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F3M. 3401(37).— FEIT TTHT T Ag AT 21 JAT g 6 SHFASAATHT IS IHATEE +
FACHACHTET A + FHIIH FAREE + TIIR G52 + AeoAiwr anwtey it P g waqem (e
THH THF TATT URSHT Fgl AT ¢) F STANT H TATT &l ST g T GATAAT § Tleh I<F 0T 6
qrra asheT 3T 2;

AT, FET AR FIT Ak U f@orasr afafa g =0 9w i s i 72 ot e 3 f@eme
AT 7 29 THSTHT ®I Tohg | JET T,

AT, ATl AR TR a1 7 ot 3% UhSHT it st i oft sie fRrerfyer v of 5 2w
THRSTHT | S(qTaE STaFdl & HI5 (A 1T =T Tl gl TH TRSTHT & AT &l STEH 2l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ STy 1940 it 97 26%F F 1= =0 uwSrHT & fAfawior,
o = e &t wfaftg F3A7 sraeds g1 S & e\ § vEd gu, ANt # Bt off sy F s
FT Al 3 At BT oft ware w1 Affma a1 Adew =mena 721 €1 8o, e g 26% F el
sfarerer it freTfer &t ey 27

ST ITh SATTTEr Tehet [e0] HATZHTL ATS 0l (HARITLLTT o ST UL, i TLHTL HT g THTET gl S
o7 3 Zor § 36 AwfY F Aea vt F forw o F oo fEfRin, e i Baeor # ahfvg =
g0 2o fARatAa AT SAfed # sraeds i aH/i= 14 &;

AT T, FAT LRI, AT ST T FTERAT AT, 1940 (1940 FT1 23) F &T=T 26%F
FIT Y& ARl T TN ¥ g0, HIAE STANT % (o0 STFEIHATEA ZISSIHIATSS + FATChIALHST
AT + AFITAR FAIES + FIRSIR T8 + AT Nwfy & e  forw fafawtor, B sfiw fEawor
T TATF | TiAog FadT g

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3401(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Dextromethorphan Hydrobromide + Chlorpheniramine
Maleate + Ammonium Chloride + Sodium Citrate + Menthol is likely to involve risk to human beings whereas
safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Dextromethorphan Hydrobromide + Chlorpheniramine Maleate + Ammonium Chloride + Sodium
Citrate + Menthol with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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T, 3402(N).—FH= 1T TLHT FT Ig FATAT I ATAT & TAIEHIA Gehe + THgaaq
TIHITH + IR + FEIAAT FEe + At Aty it g gees gaee (G =a98 w0 1T
THSTHT gl AT ) F SUTRT F AISAT &l TTGH g fl GITEAT & ST I AT o gerera FsweT
ITAH

AT, FET AR FIT Ak Ue faorasr afafa g =0 g i st i 7 o7 e 3 @eme
afafa & =7 THESHT AT TR A W o,

AT, ATl AT TR a7 ot 3% UhSHT it s i oft sie fRrerfver v of 5 2w
TRSTHT | S(qfae STaFdl &1 HI5 (A 1T =T qal gl TH TRSTHT & AT &l STEH 2l ThdT gl T
FTIF AR |, Al ¥ gomes arad’ afafay 1940 it 917 26%F F 1= =0 ST & Afawior,
o = faawor &t afafog F3A7 sraeds g1 S & | § vEd gu, At # Bt off sy F s
FT At 3 arer BT oft w1 Affma a1 Adew =g 721 €1 8o, Fae g 26% F el
sfarerer T fererfeer it ey 27

ST ITh SATTTEr Tehet [e0] HATZHIL ATS 0l (ARILLTT o ST UL, i TLHTL HT g THTHT gl S
o7 3 Zor § 3% AwfY F Aea v F forw o F forw R, e i Baewr # ahfve =
20 2o AT AT SAfed # saeds i aH/ =1 &;

qd: A, FlT LRI, AT ST TaqTe= Gy’ A==, 1940 (1940 F1 23) HY a7 26%F
BT 9&T AfRdl F TART Fd gU, HFd STAN & o0 Araeeie qe%he + siHgiaad UadIua +
TR + SHIIH TS + A7 Ay & fasy & forw @fEmirn, G s @aer o gaa 3
gfafug Fdt 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3402(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Salbutamol Sulphate + Bromhexine HCI + Guaiphenesin +
Ammonium Chloride + Menthol is likely to involve risk to human beings whereas safer aternatives to the said drug
are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Salbutamol Sulphate + Bromhexine HCI + Guaiphenesin + Ammonium Chloride + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FT.3M. 3403(37).—FxT HLHR FT Tg THITT & JaT & F TIISTATRA Gohe + Fgraad
THHIUH + FARHATHTE Aere Aqwter fit Fag gas g3 (R =97 38% T97a THSTHET F:gT 197 2)
F ITINT H AISAT &l STTEH I il GATAAT & Tk Ih ST F Lo [ahed ITAeH g,

3T, AT g g g v Ao afufa arr 38 Amer f = A TS off o S A
afafa T =9 THSTHT FT T JIET AT,

T, AT THRATRT TATGHRIT a1 F AT I TS T At s At oA siw Fprfer & off & =9
TS § HATAE TATAT HT HIS (A hcd T AT Tl gl 3T THSTET § AACAT Hl SEH &l ThdT gl 3T
IS AATed |, AT A THTe T ATART7 1940 F7 92T 26 1= = wwer & fafawtor,
o = farawor &1 wfaftg F3A7 saeds g1 SUh &l &4\ § v@d gu, ARt # R off wewe % wn
FT AT & araT et o w7 Afaaee a1 Fea =meEa 981 81 9oy, Fae Oy 26% & el
srfarrer it FRreeTer it STt 87

AT ITH AT THAThT TATZHTL TS shl TERTIET  STETT T, T TLHRTE KT TG THTLTT BT AT
o7 3 Zor § 3% AwfY F Aa vt F forw o F oo IR, e i Bawr # ahfvg =
g0 2o fAfHaia AT SAfea # sraeas oY ad/ =1 &;

A T, FATT LRI, AT ST T TR A7, 1940 (1940 F7 23) Fir &< 26%
T Y& IRRAT T TIN FXd gU, Hd ST % (00 IGETATST qohe + AHgaad Tadiud +
FACHACHTET Aote Awte & fawa & foro @At G s B a s & sfafug w21

[, €. THF-11035/53/2014-STTRaHT (ATT-1V)]

SEIC) AT, HATZHTL (TTT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3403(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Terbutaline Sulphate + Bromhexine HCI + Chlor pheniramine
Maleate islikely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Terbutaline Sulphate + Bromhexine HCI + Chlor pheniramine M aleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FAT. 3404(37).—F=1T TTHE T Tg THTA 27 99 ¢ 7 FacwmaameT §9e + fsf
TehNE + FAIFIT FTAIAEE + TIRIA qTEee + A~ia Ay f Faa gus aqew (G zo9 =9+
THTT THSTEHT FT TAT 8) F ITIRT T AICAT I ST g hl 9T § Taih 3<h A0fer 6 qeierd
e IUeTeH €,

AT, FEIT AR FIT Ak Ua faerasr afafa g =0 9w it s i 72 o7 o 3 f&eme
AT 7 29 THRSTHT ®I Tohg = JIET T,

AT, ArTfer AR qATgRe are 7 ot 3% UhRSHT it s i oft sie fRrwrfver i off fF 2w
TRSTHT | S(qTaE STaFAl &1 HI5 (A 1T =T Tl gl TH TRSTHT & AT &l SR 3l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ ATy 1940 it 9T 26%F F 1= =0 uwSrHT & Afawior,
o = faawor &1 wfaftg F3A7 saeds g1 SUh & &4\ § vEd gu, At # R o wewe F swn
£ Al 3 arer BT oft ware #1 Affma a1 Adew =T 721 81 8o, e g 26% F el
sfartrer it fererfeer &t ey 27,

ST ITh SATITEr Tehet [o0] HATSHIL TS 0l (ARILLTT o ST UL, Fxld TLHTL T g THTETT gl S
o7 3 Zor § 36 QWY F Aa 39T F forw e F oo fEfRtn, e i faewr # ahfvg =
g0 2o AT AT SAfed # saeds i aH/ =14 &;

AT TG, FATT LRI, AT T TATT TR At==aa, 1940 (1940 w1 23) Fit &7 26F
FIT & QTRRAT &1 T F3d g0, A9 STANT & fort FhaHTsT fde + 9.5 qehiHe + s
FARSE + GIRIH TSee + AT Wiy & fAwa & forw fafamtor, e s B ia wama & afavs
FLAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)
NOTIFICATION

New Delhi, the 2nd August, 2024

S.0O. 3404(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Chlorpheniramine Maleate + P.G Sulphonate + Ammonium
Chloride + Sodium Citrate + Menthol islikely to involve risk to human beings whereas safer aternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Chlorpheniramine Maleate + P.G Sulphonate + Ammonium Chloride + Sodium Citrate + Menthol with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3405(31).— FeT TLHTT FT I THTATT 21 S 97 & TRAATET + SAgy FiEe
+ TIRTW Arsee Awfyr it g gus g (B9 =899 T0% 9amd TR 27 747 §) % ITART &
ST &7 ST e T TWTIAT § STafeh I AT % gierd oswed 3Ty 2;

ST, AT g g g v s afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT Tha A JET AT,

T, Aofdr AR goTgae a1 1 FF 3<% TESER v S 7 oft i Rrwrfer f oft F 2w
TREE § safde sraaat w1 g M sifuer 721 €1 =8 UTwSET § oAt F S g7 T gl 1
T At |, ot e yomas arft s 1940 £ amer 26% F stehie o wwdet & fafawtor,
fosrr = = & wfafg F3AT sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ofF sy 7 AR =1 M s 787 81 safor, Faer g 26% F aefie
starorer T fererfer i St 27

AT ITH AT THAThT TATZHTL TS shl TERTILET F SMETT T, T TLRTE FT TG THTLTT BT AT
¥ foF o ° IF AW F grEa U F forw e % forw fafamior, e siw e v wfatvg wa
TU oo AT F3AT SAfed § SEed oY a6+ &;

A TS, FAlTT GLRTL, AT ST T GIHAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FIT Y& ARl T TN Fd gU, HIAE STAN & (o0 TRAAITRATET + SHIHad e + ieaq
T3¢ Aty & fawa & forg Ao, fer i e a swma & sfafvg w5 g

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3405(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aminophylline + Ammonium Chloride + Sodium Citrate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Aminophylline+ Ammonium Chloride + Sodium Citrate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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F.3M. 3406(3T).— FeT TLHRTL KT AZ THTLTT BT JA1aT ¢ 3 TR + FchRaHaEy fae
+ fTeer Ao strafer i g gas 3o (B9 2898 T8 TaTa THSTET FgT 147 8) F STIET
AT T STTEH G T GFTAAT & STaTh 3h AT o Fererd faseT Iuesy 2;

3T, FET g g g v s afufa arr 38 Amer & = A TS off o 3 [Fes
afafa 7 =9 THSTHT FT T JET AT,

T, Aofdr oA goreae a1 7 fF 3<% TwRSER i S 7 oft i Rrwrfer f oft F 2w
TRS § safde sramat w1 g i sifyer 721 €)1 38 UTwSET § oAt F S g7 T gl o1
I AT |, Sofer e yomas arft srfafRaw 1940 £ gy 26% F stefie o wwdet & fafawtor,
ok = = & wfafrg F3AT sraeas 31 S & e § v gu, Afat § Gl of sy F s
& st o arer frft ofF s 61 e =7 M e 727 81 Ao, Faer g 26% F aefie
starorer T frerfer i sy 27

AT ITH AT THAThT TATZHTL TS shl TERTILLT  STETT T, T TLRTE KT TG THTLTT BT AT
¥ foF o ° IF AW F g 39N F forw faww % forw fafamior, e siw e v wfatvg w7
TU oo AT F3AT SAfed § SEed oY a6+ &;

A TS, FAlTT GLRTL, AT ST T AT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN X gU, HIAE STANT {0 G erie + FChHUaTeT Ade + AT
T AATE Awiey & e % foro At B sie B iq sara & vfafig w11 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3406(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Paracetamol + Chlorpheniramine Maleate + Phenyl
Propanolamineislikely to involve risk to human beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Paracetamol + Chlor pheniramine Maleate + Phenyl Propanolamine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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F.AT. 3407(H).— FxIT TTHT KT Tg THTLE 2l A1am & F ceRanaaiadeET moT +
FACH AT fae AWy f Faa g g3 (B9 2898 <05 7419 RS F27 747 ) % SUa0 J
AT &7 ST e T TWTAAT § STafh I AT % gierd Fswed 3Ty 2;

3T, AT g g g v e afufa g 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, Aofdr AR goTgae a1 7 fF 3<% TwRSE T S 7 oft i Rrwrfer f oft F 2w
TREE § sfafde srazat w1 g i sifyer 721 €)1 =8 UTwSHET § oAt F S g7 T gl o7
T AT |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefi= za wwdet & fafawmtor,
fasrr = = & wfafrg 3T sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st o arer Gt off s i1 AR =1 M s 787 81 safor, Faer g 26% F aefie
starorer T frprfer i STy 27

AT ITH AT THAThT TATZHTL TS shl TERTILET F SETT T, T TLRTE KT A THTLTT BT AT
¥ foF o H IF AW F grea U F forw e % forw fafamior, e siw e v wfatvg
TU oo AT F3AT SAfed § SEeds oY a6+ &;

A A, FalT TLHRL, AT AT TATET AT ATAFTH, 1940 (1940 7 23) FT 41T 26F FIT
Y& ATRIT T AN Fd U, ATHE ITAN & (o7 ST RAaAI R A T + FACH AT Ade
Arwter & e & foro fafamtorn, e s faeor @ sama & afafog w5t 2

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3407(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Trithioparamethoxyphenyl Propene + Chlorpheniramine
Maleate islikely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Trithioparamethoxyphenyl Propene + Chlorpheniramine M aleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FAT. 3408(3).—F=1T ALHIT KT Tg THTYUTE 2l ST g F THEAA® 50 et +
Iere 125 i g @7 a3 sty it g g g9em (S =08 289+ 741 TwSHT Fal
TAT B) o ITANT A FATT T ST g T HATAAT g SaTh I AT % gierd fFwed Iueey &;

3T, FHFET gL g g v e afufa g 38 AmHer f = A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, AT THATRT TATGHRIT a1 7 AT I TS T A o it oA sfw Fprfver & off & =9
TRSE § sfafde sraaat w1 g i sifyer 781 €1 38 UTwSHET § oAt F7 Seq g7 a7 gl o7
I At |, ot e yomas arft srfafRaw 1940 £ amer 26% F stehi= o wwdet & fafawmtor,
fosrr = o & wfafrg F3A7 sraeTs 31 U & e § vEd gu, At 7 fEl oy % sw
& st oo arer Gt of o i1 AR =1 M s 787 81 safor, Faer g 26% F aefie
starorer T fererfeer i STy 27

AT ITH AT THAThT TATZHRTL TS ohl TERTILET F STETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o W IF AW F grEa U F forw faww % forw fafamior, e siw e v wfatvg wa
TU oo AT F3A7 SAfed § sEeds oY a6+ &;

A T, HAlT GLRTL, AT ST T GIRAT A7, 1940 (1940 F7 23) Fir &7 26%
FT Y& ARRAT & TINT Fd U, A9 ITAN & o0 Taarears 50 Feim + IaRe™e 125
AR @ & a<a swter F fosear = forw fafamton, e s foaeor gia sama & afafog w2t 2

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3408(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aceclofenac 50mg + Paracetamol 125mg oral liquid islikely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Aceclofenac 50mg + Paracetamol 125mg oral liquid with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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FAT. 3409(3).—F1T ALHIT KT Tg AU 2l STAT g % TS 50 et +
tfRermie 125 e dae sfer f Raa gas e (R =0@ 20 Ta7a TS w27 T 3)
F ITART H TS T STIEH S 6l THTAAT § T 376 SIS qIAT fashed 3 &;

ST, FHFET g g g v e afufa grr 38 Amer & = A TS off o 3 A
afafa T =9 THSTHT FT Tha | JET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T At s A oA sfw Frrfver & off & =9
TRSE § sfafde sraaat w1 g i sifyer 781 €1 38 UTwSHET § oAt F7 Seq g7 a7 gl o7
I At |, ot e yomas arft srfafRaw 1940 £ amer 26% F stehi= o wwdet & fafawmtor,
fosrr = o & wfafrg F3A7 sraeTs 31 U & e § vEd gu, At 7 fEl oy % sw
& st oo arer Gt of o i1 AR =1 M s 787 81 safor, Faer g 26% F aefie
starorer T fererfeer i STy 27

AT ITH AT THAThT TATZHRTL TS ohl TERTILET F STETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o W IF AW F grEa U F forw faww % forw fafamior, e siw e v wfatvg wa
TU oo AT F3A7 SAfed § sEeds oY a6+ &;

A T, HAlT GLRTL, AT ST T GIRAT A7, 1940 (1940 F7 23) Fir &7 26%
FT Y& ARRAT & TINT Fd g0, A9 ITAN & o0 Taarears 50 Feim + e 125
AR &arte siwfer & s & for fafamior, faeeer s faeor e wame & wfafog it 2

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3409(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Aceclofenac 50mg + Paracetamol 125mg tablet is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Aceclofenac 50mg + Paracetamol 125mg tablet with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FTIAT. 3410(H).—FETT TCHIT FT I T 27 1T 2 o T8 TrEhiehe STShiehe +
Hfaw Aidiee Awfyr f Faa gus @aee (G =098 9% 7279 TRSET Fgl T 8) % ST o
ST &7 STEH e T TWTAAT § STaTh I AT % gierd Fswed 3Ty 2;

ST, AT g g g v e afufa grr 38 Amer f = A TS off o 3 [Fes
afafa T =9 THSTHT FT Tehe A JET AT,

AT, Aot AR goTgae a1 7 fF 3<% TS T S 7 oft i Rrwrfer f oft F 2w
TRE § safde sraaat w1 g Hfrc sifyer 781 €)1 =8 UTwSHET § oAt F7 S g7 T gl o1
T STAfed |, ot o yomas arft srfafRaw 1940 £ amer 26 F stefie o wwdet & fafawtor,
fasrr = = & wfafg F3Ar sraeas 31 S & e § v gu, Afat # Gt of sy F s
& st oo arer frft ofF s i1 e =1 M s 727 81 safor, Faer g 26% F aefie
starer it AT i STt 87

AT ITH AT THAThT TATZHTL TS shl TERTILET F SETT T, T TLRTE KT TG THTLTT BT AT
¥ foF o H IF AW F g U F forw faww % forw fafamior, e e e v wfatvg wa
TU oo AT F3AT SAfed § AEed oY a6+ &;

A TS, FATT GLRTL, AT ST T GIHIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FIT Y& ARl T TN Fd g, AT STANT % (T TSHITAA STshiehe STEhIehe + AT sidee
Arfer & s & foro Ao, fee i e a swma & wfafug w3 g

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3410(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Adenosine triphosphate diphosphate + Magnesium Orotate is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Adenosinetriphosphate diphosphate + Magnesium Orotate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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FLIM. 3411(3A).—F=1T TR HT qg THTAE 2T 6T g % umFaEaee ougese +
TTEFATFATRI IR + Aara e strfer f T gus g (R =9# za9% 7a1a TR F27
TAT B) o ITANT A FATT T ST g T HATAAT g SaTh I AT % gierd fFwed Iueey &;

3T, FHFET gL g g v e afufa g 38 AmHer f = A TS off o 3 A
afafa T =9 THSTHT FT T JET AT,

T, AT THATRT TATGHRIT a1 7 AT I TS T A o it oA sfw Fprfver & off & =9
TRSE § sfafde sraaat w1 g i sifyer 781 €1 38 UTwSHET § oAt F7 Seq g7 a7 gl o7
I At |, ot e yomas arft srfafRaw 1940 £ amer 26% F stehi= o wwdet & fafawmtor,
fosrr = o & wfafrg F3A7 sraeTs 31 U & e § vEd gu, At 7 fEl oy % sw
& st oo arer Gt of o i1 AR =1 M s 787 81 safor, Faer g 26% F aefie
starorer T fererfeer i STy 27

AT ITH AT THAThT TATZHRTL TS ohl TERTILET F STETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o W IF AW F grEa U F forw faww % forw fafamior, e siw e v wfatvg wa
TU oo AT F3A7 SAfed § sEeds oY a6+ &;

A T, HAlT GLRTL, AT ST T GIRAT A7, 1940 (1940 F7 23) Fir &7 26%
FRT & Rl &1 I F3d g0, AFE IR & o gAiEaEiee aegege + seaEreieT
HIRAA + A e AWy & fawa % forw AfAwto, G siw e @a sama & sfafug F:7dt €)

[T, €. TF-11035/53/2014-STTURaHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3411(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Amoxicillin Trihydrate + Dicloxacillin Sodium + Lactobacillus
islikely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Amoxicillin Trihydrate + Dicloxacillin Sodium + Lactobacillus with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3412(3).—Fe T TLHT HT Ig THTIE 21 oar ¢ o SRt segrseEs 25
fefium + daffeme 300 fefium Swfer 6t faa gos @aee (S 98 =0 79 TR Fal
TAT B) o ITANT A TATT T ST g T TATAAT g SaTh I AT % gierd fFwmed Iueey g;

3, AT g g g v e afufa arr 38 AmHer & = A TS off o 3 A
afafa 7 =9 THSTHT FT T JET AT,

T, Aot AR goTgare a1 1 FF 3<% TS v S 7 oft i Rrwrfer f oft F 2w
TRSE § safde sraaat w1 g Hfrc sifyer 721 €)1 =8 UTwSHET § oAt F S g7 T gl o1
I At |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefie za wwdet & fafawmtor,
fosrr = = & wfafg F3A7 sraegs 31 U & e § vd gu, At 7 fEl oy % s
& st o arer frft of s 1 e =7 M s 727 81 safor, Faer g 26% F wefiv
starorer T frerfeer & Sy 27

AT ITH AT THAThT TATZHTL TS ohl TERTIET F STETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o W IF AW F gEa U F forw faww % forw fafamior, e siw e v wfatvg wea
TU oo AT F3AT SAfed § SEeds oY a6+ &;

A T, FATT GLRTL, AT ST T GIRT A7, 1940 (1940 F7 23) Fr &< 26%
T 98T Rl & TFE F3d g0, AT START & o0 HAAIST STegRgaaass 25 e +
e 300 Fetm drafer & fasea & fore fafaeto, R sie e @a wama & sfafog F:7 T 8)

[T, €. THF-11035/53/2014-STURaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3412(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Camylofin Dihydrochloride 25 mg + Paracetamol 300mg is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Camylofin Dihydrochloride 25 mg + Paracetamol 300mg with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FTIT. 3413(H).— Fo1T TTHT FT Tg TATATT 27 17 2 % FfhEFaa+ ufRema ey ufy
#t g gus g (R 288 0% Ta1q TRSHT F 7 T4 8) F STINT F Aol 1 SIew g 6iF
TATAAT g ATk IF AT F giard owed Iuesy 2;

ST, FET g g g v Ao afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT Tha | JET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T At s A oA sfw Frrfver & off & =9
TRSE § sfafde sraaat w1 g i sifyer 781 €1 38 UTwSHET § oAt F7 Seq g7 a7 gl o7
I At |, ot e yomas arft srfafRaw 1940 £ amer 26% F stehi= o wwdet & fafawmtor,
fasrr = faaeor it wfafig w5 Araeasg) SURRE AT eae § v gu, AR # B off sy % 3w
& st o arer frft of s 1 e =1 M s 727 81 safor, Faer g 26% F aefie
starorer T fRrerieer & STy 27

AT ITH AT THAThT TATZHTL TS ohl TERTILET o SETT T, T TLRTT KT TG THTLTT g1 AT
¥ foF 9 H IF AW F grEa UM F forw faw w forw fafamior, e s e v wfatvg
TU AT AT SAted | Aa9a® T aHi=1 ;

A T, FATT GLRTL, AT ST T IHIAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN X g0, HIAE STAN # e afthfaas+ ufere R awfd & &g & o
fafawtor, A sl Ao @ a9E 7 giaftg #d 2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3413(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cefixime+ Acetyl Cysteine is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Cefixime + Acetyl Cysteine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3414(A).—FT ALHT KT Tg TETYE 2l AT g [ Ghoifeaa dAAgese +
Fufeanfess siwfyr & Fag gos 9o (5 =898 =899 719 TRSET gl 17 §) % ST J
ST &7 ST e T TWTAAT § STaTh I AT % gierd Fswed 3Ty 2;

ST, AT g g s v Ao afufa arr 38 Amer f = A TS off o S [Fews
afafa 7 =9 THSTHT FT T JET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T At o A oA sfw Fprfver & off & =9
TRSEN § sfafde sraaat w1 g e sifuer 721 €)1 =8 UTwSHET § oAt F S g7 T gl 7
I AT |, Sofer e yomas arft srfafRaw 1940 £ amer 26% F stefi= o wwdet & fafawtor,
fosrr = faaeor it wfafig w3 Araeasg) SURRE A eae § v gu, AR # B off sy % 3w
& st o arer frft ot s 61 AR =1 M e 727 81 safor, Faer g 26% F aefie
starorer T frerfer i sy 27

AT ITH AT THAThT TATZHTL TS shl TERTILLT  STETT T, T TLRTE KT TG THTLTT BT AT
¥ foF o ° IF AW F g 39N F forw faww % forw fafamior, e siw e v wfatvg w7
TU AT AT SAted | a9d® T aHi=1 ;

A TS, FAlTT GLRTL, AT ST T AT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FTT & TRl T IR F3d g0, HI9d SUFNT & o7 Shafaa giFigrege + axreaaftesy siwfe &
s = for fafamtor, fasrr i oo @i wame & afafog w8

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3414(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cephalexin Monohydrate + Serratiopeptidase is likely to
involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Cephalexin Monohydrate + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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F3AT. 3415(37).—F4T TLFHIT FT Tg THTITT &l A1q7 ¢ [ afed MREEe + qHEamEd 9ehe
e + s gesirte o arwfar fit Fag g @3 (B =a@ =09 Ta7a TwSET F:g7 747
2) F ITANT & TACHT T ST ZI T TATAAT & TToh I<h AT F FqIerd farwew 3uerse ¢;

ST, FHFET gL g g v Ao afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT The A JET AT,

T, Aot AR goTgare a1 7 fF 3<% TwRSE v S 7 oft i Rrwrfer f oft F 2w
TRSE § safde sraaat w1 g M sifyer 721 €)1 38 UTwSHET § aeat F S g7 T gl o1
T SAfed |, ot e yomas arft srfafRaw 1940 £ gy 26 F stefi= o wwdet & fafawmtor,
fosfr = faaeor #r wfafig Fer Araeasg) SURRE AT e § v gu, AR # B off sy % 3w
& st o arer Gt o s 61 e =7 M s 721 81 safor, Faer g 26% F aefiv
starer it fArRrfer € STt 27

AT ITH AT THAThT TATZHTL AT ohl TERTIET F SMETT T, T GLRTE KT TG THTLTT g1 AT
¥ foF 9 H IF AW F grEa U F forw fawe % forw fafamior, e siw e v wfatvg wwa
TU AT AT SAted | a9d® T aHi=14 ;

A T, FATT GLRTL, AT ST T GIRT A7, 1940 (1940 F7 23) Fr &1 26%
BT Y& IRRAT FT TN F2d g0, AT9E STAN & o afed ARE™E + @M dethe T +
RreTee gemte FRA siwfer % s & foro fafamtor, fasrr s faeor gia s & afafug w2t 8

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0. 3415(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetyl Myristoleate + glucosamine Sulphate
Potassium +Methyl Sulfonyl methane islikely to involve risk to human beings whereas safer alternatives
to the said drug are available;

And whereas, the malter was examined by an Expert Committee appointed by the Central
Government and the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended
that “there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve
risk to human beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or
distribution of this FDC under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind
of regulation or restriction to allow for any use in patients is not justifiable. Therefore, only prohibition
under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the
Central Government is satisfied that it is necessary and expedient in public interest to prohibit the
manufacture for sale, sale and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23
of 1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for
human use of drug FDC of Cetyl Myristoleate + glucosamine Sulphate Potassium+ Methyl Sulfonyl
methane with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FI.3M. 3416(H).—F3T T7HT F Tg TATIE g I1aT & & saRa asdft +e@EmeET ahe
TN FAEE UAYT +THTATH (RameeaehiAIaw ) + dfee arafieee Sty i Faa gos a9 (G
TEH THEF TETT TESIET FgT TIT 2) F START § TISAT HT SIEH g T HATIAT & ST 36 arafer F qeiee
e IUeTey 8,

3T, T R g s v s aftafa g = wmae & S fF w2 o s s Bows atwfa a
TH THSTET FT Tohg | HIAT 2T;

AT, SMOTY Tt TATERTE ave F AT 376 TESIET i o= & oft =iie Rrerfeer £ off &5 <o vwdet &
e agal 1 ws i =T &1 1 39 TRSHHT § AISAl & SITaH g1 9l g oTd: ATIH Jied H,
Arafer e yoTaE aray staaT 1940 F g 26% F vl T uwSrHt F fAfRwtor, e A g wr whfvs
FIAT AALTT| SULNH I T § T@d gu, TRET 7 et off TH F ITART 6T SAqAta & arar et off e
R = [Meee =T J8i g TEiey, Fad a1y 26% & Fefie giauer v Rrerteer i ST 87

T I AT TRATHT TATGHRTE ATS AT RAETREN & e %, Fx1T TEh1L FT Tg THTTT 2l ST 9 FF
AT I A9 F A ITAN F forw faw & forg fafamtr, G i fAaeor # wfafvg #wa go safafiafag
FIAT TG d § ATALTH T THHIT &

Ad: A, FAIT LRI, AT AT TETEIT TR AT, 1940 (1940 FT 23) FT &=T 26%F FRT o
ARFAT FT TANT Fd gU, "Wd 3990 & &0 SHaRT Af +HarHET dothe T Fss Juadl
+THUETH (FRuTsaaesiFae) + afeq i swfer F R F oo et B siv faor @ yame
q wfafug Fedr 2l

[T, €. THF-11035/53/2014-STURaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3416(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diacerin IP + Glucosamine Sulphate Potassium Chloride USP
+ MSM (Methylsulphonyl Methane) + Cetyl Myristoleate is likely to involve risk to human beings whereas safer
aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Diacerin IP + Glucosamine Sulphate Potassium Chloride USP + MSM (M ethylsulphonyl Methane) +
Cetyl Myristoleate with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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FIAT. 3417(3H).— FeIT HLHIL T A THTATT 27 J1a7 ¢ 3 JReTHe STaaiheTs Ty
+ FHT TAgEgy awfy f Faa gus @@ (B =98 o0 191a TwSHET FgT 47 €) F ST ¥
ST &7 STEH e T TWTIAT § STafh I AT % gierd Fswed Iqesy 2;

3T, AT g g g v e afufa arr 38 AmHer f = A TS off o 3 A
afafa T =9 THSTHT FT Tha | JIET AT,

T, Aofdr AR goTgae a1 7 fF 3<% TS v S Y oft i Rrwrfer f oft F 2w
TREE § safde srazat &1 g Hirc sifyer 721 €1 =8 UTwSET § oAt #7 S g7 T gl o1
T AT |, ot e yomas arft srfafRaw 1940 £ amer 26% F stefi= o wwdet & fafawmtor,
fosfr = faaeor it wfafig Fer Araeasg) SURRE A7 ea § v gu, AR # B off sy % 3w
F st oo arer frft of s 1 AR =1 M e 727 81 safor, Faer g 26% F aefie
starorer T fRrerfer i Sy 27

AT ITH AT THAThT TATZHTL TS ohT ERTIET o STETT T, T GLRTE KT A THTLTT g1 AT
¥ foF o H IF AW F grEa 39N F forw faww % forw fafamior, e siw e v wfatvg wwa
TU AT AT SAted | a9a® T aH=14 ;

A T, FATT GLRTL, AT ST T AT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FT Y& ARl T TN Fd gU, HIAE STANT % (o0 G erie STEahaTa qIeiraH + Fohie
TAgTegd AMu e & fama & forw ffawior, fsrr siw fAaor i yama & sfafog w7 21

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3417(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Paracetamol+ Diclofenac Potassium + Caffeine Anhydrous is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Paracetamol + Diclofenac Potassium + Caffeine Anhydrous with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3418(3).—Fd1T TTHIT FT Tg THTAE 2l ST g & Rereas @ikaw +
R SFew awfe £ Faa gas gaee (B eo8 0% 19T TR #7277 8) F
START & FATT T ST ZIA T THTAAT g ST1h I<h AT qrerd forwmed Iuerse g,

ST, AT g g s v e afufa arr 38 Amer f = A TS off o 3 [Fews
afafa T =9 THSTHT FT T JET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T At o i A siw Frfver & off & =9
TRSE § safde sraaat w1 g M sifyer 721 €)1 =8 UTwSET § oAt F S g7 T gl 7
I At |, ot e yomas arft s 1940 £ amer 26 F stefi= o wwdet F fafawtor,
fosfr = faaeor it wfafig Fer Araeasg) SURRE AT ea § v gu, AR # B off sy % 3w
FT st oo arer frft o sy 1 AR =1 M s 787 81 safor, Faer g 26% F aefie
starorer T frerfer & STt 27

AT ITH AT THAThT TATZHTL AT shl TERTILET F SETT T, T TLRTE KT A THTLTT BT AT
¥ foF o H IF AW F grEa U F forw e % forw fafamior, e siw e 6 wfatvg wwa
TU AT AT SAted | Aa9a® T aH=14 ;

A T, HATT GLRTL, AU ST T GIRT A7, 1940 (1940 F7 23) Fr &7 26%
FT Y& TRl &1 JART F3d g0, AT9d STANT # U RadAT T aifedH + Rrsa=ewares saw
Arfer & fawa & foro Ao, fee i A a s & sfafug w3 gl

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3418(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Diclofenac sodium + Thiocolchicoside Injection is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Diclofenac sodium + Thiocolchicoside I njection with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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3. 3419(37).—FE T TR HT T qUTLTH 21 51T ¢ FF sterfiamzfae + e + s
+ AFNAAAT WA + AR W A< Aty f Faa gus @@ (57 =a98 =095 g4ma
THSTHT gl AT ) F SUIRT F AISAT &l TTGH g T GITAT & ST I AT o gerera fFswed
ITAEH &,

AT, FET AR FIT Ak e faerasr afafa g =0 9w it s i 72 o7 e 3 @eme
AT 7 29 THSTHT &I Tohg | JET T,

AT, ATfer AR qATRe e 7 ot 3% UhRSHT it st i oft sie fRrerfver i of fF 2w
THRSTHT | S(qTaE STaFdl & HI5 (A 1T =T Tl gl TH TRSTHT & AT &l STEH 2l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ STy 1940 it 97 26%F F 1= =0 uwSrHT & fAfawior,
s = faaeor &t wfafug F3T Aaease| SURE & 419 ¥ TEd gu, AR § Bt off sy % 3w
£ Al 3 arer BT oft w1 Affma a1 s =g 721 €1 8o, e g 26% F el
sfarerer T fererfer &t ey 27

ST ITh SATTEr Tehet [e0] TATSHIL ATS 0l (ARILLTT o ST UL, Fxl T TLHTL HT g THTET gl S
o7 3 Zor § 3% AwfY F Aa 39T F forw B F oo R, e i Bawr # ahefvg =
U SHRAMATHT FIAT SHed | AaLTF S qFHI=HIT &

A TG, FATT LRI, AT T TATT ATRAT AtA=za, 1940 (1940 w1 23) Fit &7 26F
T Y& RRAt T TN Fd gU, AWa SR & o etRfemsam + aifferie + Siiaa +
AT AT AT + AFE e W8t At srwfer F fas F foro famion, e siw Ao @i
TATT | TTdTg FT 2l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTA, HATEHIT (ATTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3419(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Doxycycline + Ornidazole + Bromelain + Lactobacillus
Rhamnosus + Lactobacillus Reuteri RC is likely to involve risk to human beings whereas safer aternatives to the
said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Doxycycline + Ornidazole + Bromelain + Lactobacillus Rhamnosus + Lactobacillus Reuteri RC with immediate
effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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FLIAT. 3420(N).—F=T AR KT Ig UL 2l Sar g i =ina +
e Fie + Auteanafess siwfyr £ Fag g g9 (B =899 0% 7479 TRl el
TAT ) & ST H FICAT T SAMTGH ZI T GHTAAT § T Ih AT F qera fohed IuaeH 2;

3, AT g g s v Ao afufa arr 38 AmHer f = A TS off 3 S A
afafa 7 =9 THSTHT FT The A JET AT,

T, Aot AR goTgae a1 7 FF 3<% TSR v S 7 oft i Rrwrfer f oft F 2w
TRE § safde sraaat w1 g i sifyer 721 €)1 =8 UTwSET § oAt F S g7 9T gl 7
I STAfed |, ot e yomas arft srfafRaw 1940 £ amr 26% F stefi= o wwdet & fafawmtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE AT eae § v gu, AR # Bt off sy % 3w
& st o arer frft ot s i1 AR =1 M s 727 81 safo, Faer g 26% F aefie
starer i fArerfer € STt 27

AT ITH AT THAThT TATZHTL TS ohl TERTILET F SMETT T, T GLRTE FT TG THTLTT g1 AT
¥ foF 9 H IF AW F grEa U F forw e % forw fafamior, e e e v wfatvg wwa
TU AT AT SAted | Aa9a® 3T aHi=14 ;

A T, FATT GLRTL, AT ST T GIRT A7, 1940 (1940 F7 23) Fir &7 26%
FT Y& ARl 7 TIRT F3d g0, AT ST & o0 Siadiarsaad Tadive + dierarssaieaared +
qufeamftess sirwfer & fawa & forw Ao, Ger i B a swma & sfafug w3t gl

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3420(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Doxycycline HCI + Betacyclodextrin + Serratiopeptidase is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Doxycycline HCI + Betacyclodextrin + Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FAT. 3421(3).— FeTT LT FT Tg THTATE 2 AGT ¢ T TREAERE &k, renaEEs
+ Afdes vl 3fww F awax awfer f Fag g @@ (B =98 2o 721 TRSET #2747 ) F
START & FATT T ST ZIA T THATAAT g ST1h I AT qrerd forawmed Iuerse g,

3T, FET g g g v e afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT Tehe A JET AT,

T, Aofd AR goTgae a1 7 fF 3% TS v S 7 oft i Rrwrfer f oft F 2w
TRE § sfafde srazat w1 g Hfrc sifyer 721 €)1 =8 UTwSHET § oAt F7 S g7 9T gl 1
T At |, ot e yomas arft srfafRaw 1940 £ amer 26 F stefie o wwdet & fafawmtor,
fosrr = faaeor it wfafig w3 Araeasg) SURRE A ead § v gu, AR # B off sy % 3w
F st o arer frft ofF s o1 AR =1 M s 727 81 safor, Faer g 26% F aefie
starorer T frerfer i sy 27

AT ITH AT THAThT TATZHTL AT ohl TERTIET F SMETT T, T TLRTE KT A THTLTT BT AT
¥ foF o ° IF AW F grea 30N F forw faw % forw fafamior, e s e v wfatvg s
TU SHATHIHT AT St | a9a® i aHi=14 g;

A T, HATT LRI, AT ST T GIRAT A =Tq, 1940 (1940 F7 23) Fr &7 26%
FT YET ARRAT T TN Fd g0, AT STIN & o0 uhemmmeay €e, grenasee + dfbes
Tt e & JUET Aty & s & oo @A, G s Faer @ia swe & sfafug w3 21

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS T, AATEHRTL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3421(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Erythromycin stearate eq.to Erythromycin + Lactic acid
Bacillusislikely to involve risk to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Erythromycin stearate eg.to Erythromycin +Lactic acid Bacillus with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3422(A).—Fa1T ALHFT F Ig THTATE BT 16T g fF Qs + fifema +
Fufemiftess siwfer it P gos @aem (B9 =98 9% T2 UwSET #2717 8) F STIRT §
ST &7 ST e T TWTEHT § STateh I AT % gierd Fswed 3Ty 2;

3T, FET g g s v Ao afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT The A JET AT,

T, Aofdr AR goTgae a1 7 fF 3<% TSR v S 7 oft i Rrwrfer f oft F 2w
TRE § safde sraaat w1 g Hfrc sifyer 781 €)1 =8 UTwSHET § oAt F7 S g7 T gl o1
T STAfed |, ot o yomas arft srfafRaw 1940 £ amer 26 F stefie o wwdet & fafawtor,
fosrr = faraeor it wfafig Fer Araeasg) SURRE AT ea § v gu, AR # Bt off sy % 3w
F st o arer frft ofF s i1 fAfFeee =7 M e 787 81 safor, Faer g 26% F aefie
starorer T frerfer it STy 27

AT ITH AT THAThT TATZHTL TS ohl TERTILLT o STETT T, T TLRTE KT A THTLTT BT AT
¥ foF 9 H IF AW F grEa 39N F forw e % forw fafamior, e s e v wfatvg wwa
TU AT FAT SAted | a9 3T aHi=1 g;

A T, HATT GLRIL, AT ST T GIRT ATTH, 1940 (1940 F7 23) Fr &7 26%
FT Y& TRl &1 TR F3d g0, A9 SUANT & (o0 TEleie® + Gihe™d + aieAuftass 2aT &
Rt gus 9o siwter & s & forg At e sie A a s & wiafug w21

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3422(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Etodolac + Paracetamol +Serratiopeptidase is likely to involve
risk to human beings whereas safer alternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),

the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Etodolac + Paracetamol +Serratiopeptidase with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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F3AT. 3423(3).— F5T TLHE FT Tg THTEMT 21 AT ¢ & FTHE doe 400 o +
trfRermie 325 e dae st f Raa g e (R =a# =0 Ta7a THSTET w27 T4 3)
F IUTRT H ATSAT &l SR G T GATIAT & TITF Ih ST F G faheT I 8,

3T, AT g g g v e afufa arr 38 Amer f = A TS off o 3 A
afafa T =9 THSTHT FT Teha A JIET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T At o A oA siw Frfver & off & =9
TREE § safde sraaat w1 g i sifyer 721 €)1 =8 UTwSHET § et #7 S g7 a7 gl 37
T AT |, ot e yomas arft srfafRaw 1940 £ oy 26 F stefi= o wwdet & fafawtor,
fosfr = faaeor it wfafig w3 Araeasg) SURRE A e § v gu, AR # B off sy % 3w
& st oo arer Gt o s i1 i =1 M s 727 81 safor, Faer g 26% F aefie
sfarorer T fRrerfeer &t STy 27

AT ITH AT THAThT TATZHTL TS shl RT3 STETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o H IF AW F grea 30N F forw faw % forw fafamior, e siw e v wfatvg wa
TU AT AT SAted | a9a® T aHi=1 ;

A T, FATT LRI, AT ST T GIRT ATH, 1940 (1940 F7 23) Fr & 26%
FT Y& ARRAT & TART Fd g0, AE START & o0 R dfidie dte 400 Fefm + daffeie 325
AR dacte Aty & fasar & foro iAo, e i e ia swma & wfafug w2l

[T, €. THF-11035/53/2014-STURETHT (ATT-1V)]
T[S TLTAA, TATGHIL (ATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3423(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Flupirtine Maleate 400 mg + Paracetamol 325 mg tablet is
likely to involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Flupirtine Maleate 400 mg + Paracetamol 325 mg tablet with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-IV)]
RAJV WADHAWAN, Advisor (Cost)
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FLIAT. 3424(H).—FET ALEHR FT T TATAE g1 I 9T F T@HEWET qGehe T
FTEE 410 fAefium + =SigefeT aohe 100 fAefumr siwfay & fwa g 9w (R =q8 o
THTT THSTEHT FT TAT 8) F ITIRT T AICAT I ST g hl G9TEAT § Taih 3<h A0fer & qeierd
e IUeTeH €,

AT, FET AR FIT Ak e faerasr afafa g =0 9w it s i 72 ot e 39 f@eme
AT 7 29 THSTHT &I Tohg | JET T,

AT, ATfer AR qATRe e 7 ot 3% UhRSHT it st i oft sie fRrerfver i of fF 2w
THRSTHT | S(qTaE STaFdl & HI5 (A 1T =T Tl gl TH TRSTHT & AT &l STEH 2l ThdT gl T
FTIF AR |, Aol ¥ gomes arad’ STy 1940 it 97 26%F F 1= =0 uwSrHT & fAfawior,
o = e &t wfaftg F3A7 sraeds g1 S & e\ § vEd gu, ANt # Bt off sy F s
FT Al 3 At BT oft ware w1 Affma a1 Adew =mena 721 €1 8o, e g 26% F el
sfarerer it freTfer &t ey 27

ST ITh SATTTEr Tehet [e0] HATZHTL ATS 0l (HARITLLTT o ST UL, i TLHTL HT g THTET gl S
o7 3 Zor § 36 AwfY F Aea vt F forw o F oo fEfRin, e i Baeor # ahfvg =
g0 2o fARatAa AT SAfed # sraeds i aH/i= 14 &;

AT A, Fa T TLHRL, AT T TATE U’ FAafa=aa, 1940 (1940 7 23) &t &7 26F FIT
TET STTRRAT T AN X g0, AT STANT & [0 T@ATHTET qehe TIeiqaH Fse 410 i +
Figrafed avhe 100 = siwfer & ffwa & oo @fRmirn, Ger siv Ao @a gama & afavs
FAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3424(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate potassium chloride 410 mg +
Chondroitin Sulphate 100 mg islikely to involve risk to human beings whereas safer aternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Glucosamine sulphate potassium chloride 410 mg + Chondr oitin Sulphate 100 mg with immediate effect.
[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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FLAT. 3425(37).—FET ALFN FT T TATAE g1 I 9T F @HEWET qehe TEmT
FAIES + fruTee gehiF H O + MIRaw aike + FlUX ohe YeErEge + AHIS gothe + et €13
Ay F Fraa gus GO (R =098 =95 T4a7q THSHT F27 47 8) F STAR & aei 7 SEw g
FT FATAAT § Tl 3h ST F Lo [ahed ITAH g,

AT, FET AR FIT Ak Ua faerosr aftafa g =0 9w i s i 72 o7 e 3 e
AT 7 =9 THRSTHT &I Tohg | JET T,

AT, ATfer AR qATgRe are 7 ff 3% UhSHT it s i oft sie fRrerfver i of 5 2w
TRSTHT | S(qTdE STaIAl T HI5 (A 1T A= Tl gl TH TRSTHT & AT &l STEH 3l ThdT gl T
FTIF AR |, Aol ¥ gomee ard’ STy 1940 it 9m=7 26%F F 1= =0 uwSrT & Afawior,
o = g &t wfaftg F3A7 saeds g1 SUh & 49 § vd gu, At # R off wewe F swn
£ At 3 arer BT oft ware #1 Affga a1 s =g 721 €1 8o, e g 26% F el
sfarerer it fererfer &t ey 27,

3T ITh SATTTEr Tehet [e0] TATZHIL ATS 0l (ARILLT o ST UL, i TLHTL HT g THTET gl S
o7 3 Zor § 3% AwfY F A vt F forw B F oo R, e i Bawr # ahfve =
20 2o ARatia AT SAfad # sraeds i aH/i= 1 &;

AT T, FoT GLRTE, AT ST T FTEAT AT, 1940 (1940 T 23) Fi &T=T 26%F
BT & TRl T SART 3d g0, HIHE SUINT 6 o707 IHI|THTST gothe TR FAREe + s
TERIF e HIAT + TIRTT TRE + FHIIT Tothe UeTgrzse + Hie gohe + e 3 sivfar s RAwa &
form e, s sl Raer @ a9 e 7 gtaftg w7 gl

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS FTLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.0O. 3425(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate potassium chloridet+ Methyl Sulphonyl
Methane (MSM) + Sodium Borate + Copper Sulphate pentahydrate+ Manganese Sulphate + Vitamin D3 is
likely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to alow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Glucosamine sulphate potassum chloride+ Methyl Sulphonyl Methaneg(MSM) + Sodium Borate+
Copper Sulphate pentahydrate+ Manganese Sulphate + Vitamin D3 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F.3TT. 3426(37).—FoT TLHTT HT Tg THTTT g JTqT 2 F T EHIE qehe GIIw FAES
+ AN + O + [F + Fiae sty f P g g (5 298 289% 7219 TR 27 T 2)
F IUTRT H ATSAT &l STEH I T GATIAT & TTF Ih ST F G fAsheT I 8,

ST, FHFET g g g v e afufa grr 38 Amer & = A TS off o 3 A
afafa T =9 THSTHT FT Tha | JET AT,

T, AT THRATRT TATGHRIT a1 7 AT I TS T At s A oA sfw Frrfver & off & =9
TRSE § sfafde sraaat w1 g i sifyer 781 €1 38 UTwSHET § oAt F7 Seq g7 a7 gl o7
I At |, ot e yomas arft srfafRaw 1940 £ amer 26% F stehi= o wwdet & fafawmtor,
fosrr = o & wfafrg F3A7 sraeTs 31 U & e § vEd gu, At 7 fEl oy % sw
& st oo arer Gt of o i1 AR =1 M s 787 81 safor, Faer g 26% F aefie
starorer T fererfeer i STy 27

AT ITH AT THAThT TATZHRTL TS ohl TERTILET F STETT T, T TLRTE KT TG THTLTT g1 AT
¥ foF o W IF AW F grEa U F forw faww % forw fafamior, e siw e v wfatvg wa
TU oo AT F3A7 SAfed § sEeds oY a6+ &;

A T, HAlT GLRTL, AT ST T GIRAT A7, 1940 (1940 F7 23) Fir &7 26%
FT Y& TRl T TART Fd g0, AT STIART % o7 IThIATHTET Gothe QITSIH FAIISE + HIAIST +
T + i + Fa< siwer F f@Aswa F oo fafamtorn, e s e ia yame & gfafig w7t 2l

[T, €. THF-11035/53/2014-STURaHT (ATT-1V)]
T[S TLTAH, TATGHTL (FATTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3426(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate + Sodium chloride+ M anganese +Boron
+ Zinc + Copper islikely to involve risk to human beings whereas safer aternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Glucosamine Sulphate Sodium Chloride +Manganese +Boron + Zinc + Copper with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)
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F3AT. 3427 (F).—H5 1T TLHIT HT g THTET &1 FTAT & [ T[HETHTST Gohe + AgIsied Gothe
+ frarse genite #9 + AT §i3 + fFafRa € + fRerfaa @ + aafqaw + ofedies 5% + oiedes
Hrfsr + gledes e + fodes wT + ufoded aw sty 6t Rag gas gaee (G za+q
THH TATT THEET Fgl TIT ) F STANT H HAIHT I STTEH I ol SHTEAT g T 3h AT 6 e
oo 3ueTey &,

3T, FET g g g v e afufa arr 38 AmHer & = A TS off o S A
AT 7 =9 THRSTHT ®I Tohg | JET T,

AT, ATfer AR qeATeRe e 7 ot 3% UhSHT it st i oft sie fRrwrfver i of fF 2w
THREHT § HATAE TATAT AT IS (AHcA T AT Tl gl 3T THSTHT § FACAT Al SEH &l ThdT gl 3
T AT |, SOfer e yomas araft srfafRaw 1940 £ gy 26% F stefi= o wwdet F fafamtor,
s = faawor &t afaftg F3A7 aeds g1 ST &l 419 § v@d gu, Uit # Rt off sy % o
FT AT & araT et | w7 Afaaee a1 Mee =g 981 81 9oy, Fae Oy 26% & el
srfererer st ferTier it STt 87

ST ITh SATTTEr Tehet [e0] HATSHIL ATS 0l (ARILLTT o ST UL, i AL HT g THTET gl S
o7 3 Zor § 36 QWY F Aa vt F forw o F oo fEfRtn, e i fawr # ahfve =
TU oo AT F3AT SAfed § SEeds oY a61i=1 &;

A TS, FATT GLRTL, AT ST T IEAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
BT Y& ARl T TN FXd gU, HIAE STAN & (o0 I aTHIST gothe + Figisied gokhe + fAomsa
Teh e U + Rerfm 13 + f[erfaa € + ety @t + A + uiedes i + giemes dais +
Tferfied HIAA + Uicrdied FiUT + Thrdied S0+ siwter & e F oo ffamtor, B s e gia
T | ITATg FdT g

[T, €. THF-11035/53/2014-STTREFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTTd)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3427(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate + Chondroitin sulphate +
Methylsulfonylmethane +Vitamin D3 + Vitamin E + Vitamin C + Selenium +Elemental Zinc +Elemental
Manganese + Elemental Chromium + Elemental Copper +Elemental Boron is likely to involve risk to human
beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;
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Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug

FDC of Glucosamine sulphate + Chondroitin sulphate + Methylsulfonylmethane +Vitamin D3 + Vitamin E +

Vitamin C + Selenium +Elemental Zinc +Elemental Manganese + Elemental Chromium + Elemental Copper
+Elemental Boron with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)

EIRGEE

72 faeett, 2 emred, 2024

AT, 3428(3).—Fd T TLHT FT AZ THILME 27 AT ¢ [ Tq@EmET aehe + s
ERIF e R + Feir gee + Refe € wHite + Sioaw waiqe siwfar & Raa gue @@ (e
THH TEE TATT TS T Fgl TAT ) 6 STANT § TAHT il SITGH I 0l GHATAAT § ST 376 AT 6
T fasheT 3T &;

3, i g g fAges v fFers afafa g 38 ArHer f = A TS off o S At
ArATT 7 29 THSTHT ®T Tohg | JIET T,

ST, Arafer Tl qATeRIT are o AT I THEETr A S r ofF 3w frarteer #7 off & =7
TRSTHT | SAqfae STagdl &1 Hl5 (e 1T Si=cT Al gl TH TRSTHT & AT &l STEH gl ThdT gl T
FTTF AATEd |, AT 3T TETLH ATHIAT ATAHTH 1940 FT 1T 265 * 729 =0 THRSHT o A=HAT0T,
o = g &1 wfaftg F3A7 saeds g1 U & 4\ § vEd gu, At 7 R off wwe F swn
£ At 3 arer BT oft ware #1 Affma a1 Adew =mea 721 81 8o, e g 26% F el
Sfararer T FRreRTTer T ST 27

3T ITh SATTTEr Tehet [e0] HATSHIL ATS 0l (ARILLTT o ST UL, i TLHTL T g THTHT gl S
o7 3 Zor § 3% AW F Aea vt F forw B F oo R, e i fawr o ahfve =
gu = afFataa Fr AR § sraeds oiw aHi=1 &

dT: TG, FATT LRI, AT ST FATT TERAT Af=aa, 1940 (1940 w1 23) Fit =T 26F
FTT &< SIRFAT &1 TN Fd g0, AT ITAN % o7 T@RETHIET qe%he + e aehiid {iue +
HITIT gothe + e € wHiee + Fioeaw wreive swfer & g & forw fEfamiorn, Ger sie e A
TATT | ITA TG Fl &l

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3428(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine sulphate + Methyl sufonyl methane + manganese
sulphate +Vit E acetate +calcium Carbonate is likely to involve risk to human beings whereas safer aternatives to
the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;
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And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Glucosamine sulphate + Methyl sufonyl methane + manganese sulphate +Vit E acetate +calcium Carbonate
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

srfergE=AT

T2 faedt, 2 sreq, 2024

FIAT. 3429(N).— FHT ALK FT Tg THATYTT I AT ¢ [ TTHIEHEET gehe + Qe
wHiee + ey germe + R i3 swfer f Fea g daee (S =98 285 Tama TwSHET Fgr
TAT §) o ITANT H THT il ST g ohl TATAAT § STateh 3 AT 6 giard aehed 3T 2;

3, FrT gt gy ew v freras afata g =@ awer it s A w2 ot o s R
AT 7 =9 THSTHT &l Tehg I 74T =T,

AT, AT TFRATRT TATGRIE a1 7 AT I THSHT it i A7 o sfe Frrfver & off & =9
TRST § AT Ta=at #7 Fre A ihce 17 fift=eT T8 g1 T THSTHT F FIeAl A1 SEH gl TahdT gl o1
TIF AT |, SOt e yomas araft srfafRaw 1940 £ amer 26% F stefi= o wwet & fafamtor,
s a1 faawor &1 YiATuE FEAT Sa9TF g1 SULh &l &9 | T@d gu, ARt # Bt ot e & 30am
FT AT & araT et | w7 e a1 Meem = 981 81 9oy, Fae o7y 26% & el
starorer T frrier & Sy 27

AT ITH AT THATRT TATZHTL TS shl TERTILET o SMETT I, T TLRTE T A THTLTT g1 AT
97 fF T O I AWty & gea et & forw faseg & oo fafRmtor, e o feaeor = wfefog s
TU oo AT F3AT SAfed § SEeds oY a6+ &;

qd: A, Dl T TLRIL, AT I TETLT ARAT ATTHAH, 1940 (1940 Fr 23) T 12T 265
FTT & TRl T AR Fd g0, HTHE SUINT % oI I@|mTes dothe + faerfaq € udiee + Hfeaw
gareee + et €13 Aty & fawa oo AfAwto, G siw B @a sara & sfafug #7211 )

[T, €. TF9-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3429(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate + Vitamin E acetate + Calcium
Pantothenate + Vitamin D3 is likely to involve risk to human beings whereas safer alternatives to the said drug are
available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board aso examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;
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And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Glucosamine Sulphate + +Vitamin E acetate + Calcium Pantothenate + Vitamin D3 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

CIRGE

T2 faedt, 2 ereq, 2024

FT.3TT. 3430(37).— FkTT TLHTT FT Tg THTLTT 21 ST 2 {3 TIHETET qehe TefaT Fse
+ FUIH FEMHE TH HEMS A (HT Grad) Aiferd weerdd & aax + Q@ 13 awfy 6t Faa
GO a6 (S =08 =80% T97d THRSTET gl T 8) & STINT & TCAT il SEH g1 T G997 8
ST 3Th AT & qIerd AT 3 3,

3, i g g fAges v fFersr afafa g 38 ArHer f = A TS off i 3R At
ArATT 7 29 THSTHT FT Tohg | JET T,

ST, Arafer T qATeRIT are o A7 I THEET A S r ofF 3w frarteer #7 off & =7
TRSTHT | S(qTde STaTdl &1 HI5 (A 1T =T Al gl TH TRSTHT & AT &l STEH gl ThdT gl T
FTTF AATEd |, AT 3T TETLT ATHIAT ATAHTH 1940 FT 1T 265 * 729 =0 THRSHT & A=HT0T,
fosrar = farawor &1 wfafig F3AT sraeas g1 S & e\ § g gu, At # FEft off sy F s
£ At 3 arer BT oft ware #1 Affma a1 Adew =g 721 €1 8o, e g 26% F el
Sfarorer T FRreRTier T ST 27

ST ITh AL Tehet [e0] TATZHIL ATS 0l (ARITLLT o ST UL, i TLHTL HT g THTHTT gl S
o7 3 Zor § 36 AW F A 3yt F forw e F oo IR, e s Bawr o ahfve =
g0 =H afFafaa Fr AR  sraeds ofiw aHi=1 &

qT: T, FoT LRI, AT ST TEATA TEAT AT, 1940 (1940 T 23) F &T=T 26%F
FT Y& &Rl T TN 2 g0, HIAE STANT % (o0 I IaTHIS T gethe TIAAH FASS + hicr
FEME Th HEAH AT (€T GId) Fiferd HiesrdawW & gaa< + e €3 sty & g & o
fafamtor, fasr e e i w9 & afafug #dt 28)

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TS TLTA, AATGHIL (FTTA)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3430(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium chloride + Calcium
Carbonate from an organic source (oyster shell) eg. to elemental Calcium + Vitamin D3 is likely to involve risk
to human beings whereas safer aternativesto the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
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beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug

FDC of Glucosamine Sulphate Potassium chloride +Calcium Carbonate from an organic source (oyster shell)
€g. to elemental Calcium+ Vitamin D3 with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)

CIELCE]

7 faeety, 2 emred, 2024

3. 3431(37).— FeT TLHT T Tg TATY 2f orar g & afeq fAREme + wwammes
e TIIATH FAISS + FaTee gehiHia {99 awfer it [Fag gas 9w (o =385 3896 749ma
THRSET Gl AT §) & STANT § AISAT Al STEH I Sl GATAAT & STaTeh Ih AT1e o6 grer e
ITAH E;

3T, i g g fAges v fAeres afafa g 38 ArHer T = A TS off 3 3 At
qiATT 7 29 THSTHT FT Tohg = JET T,

ST, Arufdr qEdrE gemew ae T fF 3% TESE At = A oft s Rrefver i off 5 ewm
TRSTHT | S(qTae STaTdl &1 Hl5 (e 1T =T Al gl TH TRSTHT & AT &l STEH gl ThdT gl T
TIF TATed |, ATrer T Joree qarnft Afaf{aw 1940 #t oy 26% F defie =0 TwSrT & fafamior,
o a1 Ao &7 WA TUE FEAT 9T g1 SULh &l &9 | T@d gu, AR § &t ot J&he & 39amr
FT Al 37 arar B oft wer #1 AffEme a1 e =TT 981 g1 8o, Fad g 26%F % srefiT
STy T T T ST 27

ST ITh SATTTEr Tehet [e0] HATZHIL ATS 0l (ARITLLTT o ST UL, i TLHTL HT g THTETT gl S
o7 3 Zor § 36 AWl F A vt F forw B F oo R, e i fawr o ahfvg =
g0 = AfFataa Fr AR § sraeds ofiw 6= &

AT T, FoTT LRI, AT ST TEATT FTEAT AT, 1940 (1940 FT 23) Fi &T=T 26%F
FTT Y& ATRAT T TN 2 g0, HIE ITANT & forw afed AR + SEamme aethe Tl
FAEE + e gediF {oe wler & faswe & o fafemir, B e T gia @ & aiaitg
FAT B

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TLTA, AATGHIL (FTTA)
NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3431(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Cetyl Myristoleate + Glucosamine Sulphate Potassium
chloride + Methyl sulfonyl methane is likely to involve risk to human beings whereas safer alternatives to the said
drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;
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And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Cetyl Myristoleate + Glucosamine Sulphate Potassium chloride + Methyl sulfonyl methane with
immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

ST

72 faeety, 2 emred, 2024

FT. 3432(3H).— FETT TLHT T A THTHTH &1 ATAT ¢ 1o TR IATHTST Gehe TS TS
+ RIS genFte W + Feeraw Fraide + e € + dvweier awfer f g gus g9 (e
TOH THF THTT UHRSIHT F2T T4T §) F ST F IO T SATTRH 2 T ST & Ta(h 36 o F
e fashed 3uerey &;

3, T g g s v freras afaty g = awer it s A w2 ot s s R
AT 7 =7 THSTET &l Tehg I 74T =T,

AT, AT TFRATRT TATGRIT a1 7 AT I TSI A 5 i ot sfw fFrrfver & of & =9
THSTET # siafay sraaat w1 wre it shfeer 721 81 =7 Ut & At 1 e g1 ashdr g1 o
TIF STAfed |, SOt e yomas araft srfafRaw 1940 £ gy 26% F stefi= o wwet F fafawmtor,
e = AT &t wiaftg F3AT aea® g1 S &l &411 § T@d gu, WA # Bt ot T & ST
FT AT & araT et o w7 e a1 Meeam =g 981 81 9o, Fae o7y 26% & el
srcorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohT TRRTILET F SMETT I, T TLRTE KT A THTLTT g1 AT
97 fF T § I AWty & gea 3wt & forw fasa & oo fafRmtrn, e o feaer = fefog #<a
TU oo AT F3AT SAfed § SEeds oY a6+ &;

qq: A, T TLRIL, AT S TETIT ARAT ATHTH, 1940 (1940 Fr 23) T 12T 26% T
T QTRRAT T TART i g0, ATHE STANT 6 (o107 T |THTET Gothe TIefaH Farse + e
eI HIAT + Ffoerad Fraiae + RFerfae € + Avier At F faswa F foro Gt G i e
T TATT | Tafog Fal gl

[T, €. THF-11035/53/2014-STTREFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTT)

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3432(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium chloride + Methyl sulfonyl
methane +Calcium carbonate +Vitamin E+ Manganese is likely to involve risk to human beings whereas safer
alternativesto the said drug are available;
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And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Glucosamine Sulphate Potassium chloride + Methyl sulfonyl methane +Calcium carbonate +Vitamin E+
M anganese with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

CIELCE

72 faeety, 2 emred, 2024

F3T. 3433(3H).— FETT TLFHIT T A THTHTH &1 ATAT & 1o TR IATHTST Gehe TS TS
+ oI FEAE + AT Fehte HU9 + faeri €13 siwfar fir Mo gue @3 (G =a@ =9+
THTT THSTET Fgl TAT 8) F STIRT § ATCAT I AT g ol 9T § Tt 3<h Aurer & qierd
e Iuerey &

3, FrT gt gy ew v freras afaty g = awer it s A w2 ot o 3 R
AT 7 =9 THSTHT &l Tehg I 74T =T,

AT, AT THRATRT TATGRIT a1 7 AT I THSHT At o A7 ot sie Frrfver & of & =9
TRSHHT H SAq(dE SAaFAl & HI5 (A 1T AT Tal gl TH TRSTET & AT &l SR 3l 9hdT gl T
TIF AT |, SOt e yomas araft srfafRaw 1940 £ gy 26% F stefi= o wweet & fafamtor,
o a7 farawor &t gfaftg F3aT SraeTsg| UL #1 e\ § T@d gu, Anra § T off sy F S
FT AT & ATt et o w7 e a1 Meem = 981 81 9o, Fae Oy 26% & el
sraorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohl TRRTIET F SAETT TT, T TLRTE FT A THTLTT g1 AT
97 fF T § I AWty & grea v & forw A & oo ffRmtr, e o feaer = yfefog s
TU AT AT SA(ed | a9a® T aHi=1 ;

qd: A, Hl T TLRIL, AT I TETIT AT ATAH, 1940 (1940 F1 23) it 12T 26%
FTT & TRl T AR 3d g0, A9 SUFNT o 70 I@|mHTeT gthe T FAIIEE + Hhieqaw
FEie + fumse gent fRe + fReria 3 dwfyr % fawa F oo st e s e gia
T & ITATg FdT g

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]

SEIC) AT, HATZHTL ()

NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3433(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium chloride + Calcium
carbonate + M ethyl sulfonyl methane +Vit D3 islikely to involve risk to human beings whereas safer aternativesto
the said drug are available;
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And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC as irrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Glucosamine Sulphate Potassum chloride + Calcium carbonate + Methyl sulfonyl methane +Vit D3
with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

CIELCE]

72 faeety, 2 amred, 2024

FIAT. 3434(F).—FET AR FT Tg THTIE 2l AT & [ THATeT qethe qIITw +
AeTe ae%e TIRAN + TERHI HIUT + AISIEET Gohe TISTH + HfeedH FEiqe + Qe 3 +
HIRAT TR + FUF AFEE + DIATSSA AR STEIFATES + WIS FAREE AW Hit [aq
gUaF e (S =08 =80% T97d THRSTET gl T 8) & STINT § TCAT il SEH g1 ol G997 8
ST 3Th AT & qIrerd AT 3T 3,

Y, i g g fAges v fAerst afafa g 38 ArHer i = A TS off o 3 A
qrATT 7 29 THSTHT HT Tohg | JIET T,

ST, SO AT TATERE AT o AT I THSHT hl i #f AT =7 Frerfer £t o & =9
TRSTHT H AqTaE STaTdl T HI5 (A 1T =T Al gl T TRSTHT & AT &l STEH gl ThdT gl T
TIF TATed |, Arrer T e qarnft Sfafaaw 1940 #t oy 26% + i =0 TR & fafamio,
o = fAaeor #r wfafis F3T draease| SIS # 49 § TEd gu, AR § BT off w6 % 3w
#T Al 37 arar B oft wer # Affmme a1 e =g 981 81w, Faa g 26%F % st
staerer it AT & STt 87

ST ITh SATTTEr Tehet [e0] TATZHIL ATS 0l [ARIILLTT o ST UL, i TLHTL HT g THTHT gl S
o7 3 Zor ¥ 36 AW F A v F forw B F oo R, e i fawr o ahfve =
U SHRAMATHT FIAT S ed | ATaLTF A U= &

qT: TG, FATT LRI, AT ST T TRAT Ata=zaa, 1940 (1940 w1 23) Fit &7 26F
FT Y& ARRAT & TAN F3d g0, H9d SUAN & (o0 T@ATHss gohe Tefad + fArsa avthe
FIRIAT + FEhRIA HAT + A3 (q gohe HISIH + HieAH FEe + Ao 3 + aiftaw ane +
FF siTFTss + Fdrsed AfwA SEsiTss + §Hs Fse Aty % fFwr % oo &,
farser s fRrawor i wara & gfafog # T 2

[T, €. TF-11035/53/2014-FTTHRFTHT (ATT-1V)]
TSI TLTA, AATGHIT (FTTA)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3434(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Glucosamine Sulphate Potassium + Methyl sulphate Sodium+
Sulphonyl Methane +Chondroitin Sulphate Sodium+ Calcium Carbonate +Vitamin D3+Sodium Borate+
Cupric Oxide+ Calloidal Silicon Dioxide+ Manganese Chloride is likely to involve risk to human beings whereas
safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technical Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sale
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Glucosamine Sulphate Potassium + Methyl sulphate Sodium+ Sulphonyl Methane +Chondroitin Sulphate
Sodium+ Calcium Carbonate +Vitamin D3+Sodium Boratet+t Cupric Oxidet+ Colloidal Silicon Dioxidet+
Manganese Chloride with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

T3, 3435(3).—F=T TLHIT T TZ TATHTT I ST & o HAREHIA + R Fieas
o ANfa f g gus @aqee (S 3899 2899 7979 TRSERT Fgl 747 8) % STAN § el &l
ST EI T HHTaAT g STaTeh S<h AITer & qrerd faweq 3usd &,

Y, i g g s v fFeresr afafa g 38 Araer @ = R TS off o 3 At
qrATT 7 29 THSTHT T Tehg = JIET T,

ST, ATl AT TATERE AT o AT I THEET hl i 0l AT =7 Frarfer £ o & =9
TRSTHT H qTae STagdl &1 Hl5 (e 1T =T Al gl T TRSTHT & AT &l SEH gl ThdT gl T
TIF TATed |, rer T e qarnft Afaf{aw 1940 #t oy 26% F defie =0 TwSrT & fFfamio,
o = faaeor #ir wfafus F3T drEaease| SIS #1419 § TEd gu, AR § BT off w6 % 3w
#T Al 37 arar B oft wer # AffEme a1 Adaw =TT 981 g1 8o, Fad g 26%F % st
staerer it FArewTfer & STt 87

AT ITH AT T ol TATGHTL TS shl THRTTLLT o SATETT T, T TLRTT T TG THTLTT gf AT
o7 3 Tor & 36 AW F A 39T F forw e oo R, e i e o ahfvg =
g0 AT AT SAied § sraeTs s aHi=iT 2;

qd: AT, T TERTL, AT I TETET AR AT77, 1940 (1940 1 23) F o127 265
FTT Y& ATRT T TN 2 g0, HIE ITANT o0 Fehaiae + e ieaw soFa swfer
& fawa & foro AfwTo, fe i B @ia awma & wiafus w3 gl

[T, €. TF-11035/53/2014-ST0RaFHT (ATT-1V)]

SEIC AT, HATZHTL (TTT)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3435(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Methocarbamol + Diclofenac Sodium Injection is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Methocarbamol + Diclofenac Sodium I njection with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

T3, 3436(31).— FTT TLHRTE HT T THTTT 27 a1 g FF IqfEemia + YesifEe swfe &
aa gus g9 (S =98 336 797 THRSET gl TAT7 §) & STANT § FqeAi &l SAad g =l
TATAAT § STaTeh I AT 6 GIord e 3T 2;

T, FEIT AR G AIh U 99t afafa g =0 98 it S i 72 7 37 3 &
AT T =9 THSTHT &l Tehg I 74T =T,

AT, AT THRATRT TATGRIE a1 7 AT I TSI At i A7 ot sfe FBrprfver & of & =9
TRST § AT sra=at &1 e e Sfif=ey 981 €1 T80 THSTHT § FGeal &1 & gl TdT gl 374
T AT |, SOt 3T yomas arft srfafRaw 1940 £ gy 26% F stefi= za wwet & fafamtor,
o a7 faawor &t gfaftg F3AT araeTsg| UL #1 e\ § T@d gu, Anra § T off sy F S
FT AT & areT et o w7 e a1 Mee = 981 81 9o, Fae Oy 26% & el
srcorer st ferRTier it STt 87

AT ITH AT THATRT TATZHTL TS ohl TRRTIET F SATETT T, T TLRTE T A THTLTT BT AT
97 fF T § I AWty & grea e & forw fasa & oo fRmtrn, e e feaeor = yfefog s
TU SHTATHIHT AT SAfed | 93 T aHi= g,

AT T, FATT GLRTL, AT ST T IEAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FT Y& ARl T TN Fd gU, HIAE STAN (o0 Qe + Serstied Ay & f&ang & o
fafamtor, fasrr s e i wama & afafug #dt 2)

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTTd)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3436(E).—Whereas, the Central Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Paracetamol + Pentazocin is likely to involve risk to human
beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Paracetamol + Pentazocin with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

FIAT. 3437(A).— FET ALK FT Tg AT B FTqT ¢ [ THhe +SRE+RAREme
Arufer &t R g g3 (S8 =08 2o 77 UHRSTET gl T 8) F SUGET F st 1 S g
T FATAAT & ST Ih ST 6 L& [ahed ITAH g,

T, FEIT AR G AIh U 99t afafa g =0 98 it S i 72 7 37 3 &ems
AT 7 =9 THRSTHT &l Tehg | 74T AT,

AT, AT THRATRT TATGRIE a1 7 AT I THSHT it i A7 ot sfe Frrfver & of &5 =9
TRST § AT sTa=at #7 Fre Aihce 1 Sfif=ey q81 g1 T80 THSTHT § FIeal H7 SEH gl TdT gl 374
TIF AT |, i e yomas araft srfafRaw 1940 £ gy 26% F stefi= o wweet & fafamtor,
o a7 farawor &t gfaftg F3aT araeTsg) UL #1 &\ § T@d gu, Arra § T off sy F S
FT AT & araT et | w7 e a1 Mea = 981 81 9o, Fae Oy 26% & el
srfcorer st ferRTier it ST 87

AT ITH AT THATRT TATZHTL TS ohl TRRTIET F SATETT TT, T TLRTE KT A THTLTT g1 AT
97 fF T ¥ I AWty & grea et & forw fasn & oo fafRmtor, e o feaer = wfefog s
TU SHTATHI T AT SAted | 93 ofiT a6+ g;
A: T, FATT GLRTL, AT ST T IEAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F

BT & TRl T TIRT &d g0, HT9d STAT & o7 Tohldhe +SI RS +Aa e st & fawa %
oo AT, A siw Ao @i sama & wiafig F:3d gl

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTTd)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3437(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sucralfate +Domperidone+ Simethicone islikely to involve risk
to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Sucralfate +Domperidone+ Simethicone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3red, 2024

FAT. 3438(3).—Fa1T ALHIT FT Tg THTAE Bl J1aT7 & fF aewrigaeaareT +SHaRsiy
TEHICA+HEeTae & Aty it Faa g 93 (58 =099 =89% 797 TRSIET gl 47 8) % STInT o
HACAT 0 STITEH I T HATAAT 2 ST I<h A F e fased Iqere

T, FEIT AR G A6 U 9ot afafa g =0 98 it S i 72 7 37 3 &
AT T =9 THSTHT &l Tehg | 74T AT,

AT, AT TFRATRT TATGRE a1 7 AT I TSI At 5 A7 ot sfe Frprfver & of & =9
TRSHHT H q(dE SAaFAl T HIS (A 1T AT Tel gl TH TRSTET & AT &l STEH 3l ThdT gl 3T
TIF AT |, i e yomas arft srfafRaw 1940 £ gy 26% F stefi= za wweet & fafamtor,
s a7 farawor & gfaftg F3AT sraeTsg| UL #1 &\ § T@d gu, Anra § T off sy F S
FT AT & areT et o w7 e a1 Meam =g 981 81 9o, Fae Oy 26% & el
srcorer st ferRTier it ST 87

AT ITH AT THATRT TATZHTL TS ohl TERTILET F SETT TT, T TLRTE KT A THTLTT g1 AT
97 fF T § I AWty F e suET & forw fasn & oo ffRmtr, e o feaer = fefog s
TU AT AT SAted | Aa9a® T aHi= ;

A: T, FATT GLRTL, AT ST T IEAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FT Y& ARl T TN Fd gU, AT STAN % (o0 Gehtiae i +Saang | Tadea+EerfaT
F aArwter F R % oo Afawton, B s B @ sama & vfafug #=d11 8

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTTd)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3438(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Sulfaquinoxaline +Diaveridine HCI+ Vitamin K is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Sulfaquinoxaline +Diaveridine HCI+ Vitamin K with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

ST

% feeety, 2 3Ted, 2024

FT.AT. 3439(3).— FeT TLHIT AT g THTLTT B JATAT ¢ o SIS THEIUA +STSHFAAIST
THHICA + SHURSE AWy i [ g g9 (58 =98 =89% 74T TRS T gl T47 8) & ST &
HISAT &1 ST g ol STaHT § STateh 3t ATTTe o giard aehed 3T 2;

T, FEIT AR G AIh U 99t g g =0 98 it i i 72 o7 37 3 &ems
AT 7 =9 THSTHT &l Tehg | 74T 2T,

AT, AT THRATRT TATGRIE a1 7 AT I THSHT At i A7 ot sfe FBrprfver & of &5 =9
TRSHHT | qTdE SAqFAl T HI5 (A 1T AT Tal gl TH TRSTET & AT &l SR 3l 9hdT gl 3T
T AT |, SOt e yomas araft srfafRaw 1940 £ gy 26% F stefi= za wweet & fafamtor,
s a7 farawor &t gfaftg F3aT araegg| UL #1 e\ § T@d gu, AR § T off sy F S
FT AT & araT et | w7 e a1 Meam = 981 81 9o, Fae o7y 26% & el
srcorer st ferRTier it ST 87

AT ITH AT THATRT TATZHTL TS ohl TERTILET F SMETT TT, T TLRTE KT A THTLTT BT AT
97 fF T § I AWty & g e & forw fasa & oo ffRmtorn, e o feaeor = wfefog s
TU AT AT SAted | a9a® ofiT aHi= ;

AT T, FATT GLRTL, AT ST T THRAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F

BT & QTR T TART 3d g0, HIHE STINT & (o0 STHTSIT UAHIU +STHaA 0TS TaEiue +
SRS Awfer % fEawa % forw fafamtor, e siw faawor gia swama & gfafig w2t 81

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTTd)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3439(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tramadol HCI +Dicyclomine HCI + Domperidone is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940),
the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug FDC of
Tramadol HCI +Dicyclomine HCI + Domperidone with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]
RAJV WADHAWAN, Advisor (Cost)

ST

T feeety, 2 3Ted, 2024

F3AT. 3440(H).— FT TLHT FT Tg THITT 2T ATAT & 6 TSI Taeiue + Faffemia +
FEIT + IRA rafer it Faa gue qae (B <08 S0 TATT THRS T gl 7 ) & ST § Aol
T SITEH gIe ol STaHT § STafeh 3 AT % GIerd e 3T 2;

T, FEIT AR G (FAIh U 99t afafa g =0 98 it S i 72 o7 367 3 &ems
AT T =7 THSTHT &I Tehg I 74T AT,

T, AT TFRATRT TATGRIE a1 7 AT I THSHT it o A7 ot sfe frprfver & of & =9
TRST § FAfde sra=at &1 #re e sfif=ey 981 €1 T80 THSTHT § FIeal &1 SEH g1 TdT gl 314
T AT |, SOt i yomas arft srfafRaw 1940 £ gy 26% F stefi= o wwet F fafamtor,
s a7 faawor &t gfaftg F3aT AraeTsg| UL #1 e\ § T@d gu, Anra § T off sy F S
FT AT & AreT foRelt o w7 e ar Meeam =g 981 81 9oy, A Oy 26% & el
srfcorer st ferRTier it ST 87

AT ITH AT THATRT TATZHTL TS ohl TERTIETT F SATETT I, T TLRTE KT A THTLTT BT AT
97 fF T ¥ I awty & grea 3w & forw fasa & oo fafRmtor, e e feaeor = wfefog s
TU ST AT SAfed | a9d® ofiT aHi=1 g,

AT: T, FATT GLRTL, AT ST T THAT ATATH, 1940 (1940 FT 23) FT &T=T 26%F
FT Y& ARl T TN Fd gU, AT STAN o0 ST TAEHUA + SR + Fhi + iR
Arfer & o & foro fAfAwton, fer i e i swma & sfafug w3 2

[T, €. TF-11035/53/2014-ST0REFTHT (ATT-1V)]

SEIC) AT, HATZHTL (TTTd)
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NOTIFICATION
New Delhi, the 2nd August, 2024

S.O. 3440(E).—Whereas, the Centra Government is satisfied that the use of the drug Fixed Dose
Combination (hereinafter to be referred as FDC) of Tramadol HCI +Paracetamol +Caffeine +Taurine is likely to
involve risk to human beings whereas safer alternatives to the said drug are available;

And whereas, the matter was examined by an Expert Committee appointed by the Central Government and
the said Expert Committee considered this FDC asirrational;

And whereas, the Drugs Technica Advisory Board also examined the said FDC and recommended that
“there is no therapeutic justification for the ingredients contained in this FDC. The FDC may involve risk to human
beings. Hence in the larger public interest, it is necessary to prohibit the manufacture, sale or distribution of this FDC
under section 26 A of Drugs and Cosmetics Act 1940. In view of above, any kind of regulation or restriction to allow
for any use in patients is not justifiable. Therefore, only prohibition under section 26A is recommended”;

And whereas on the basis of the recommendations of the said Drugs Technical Advisory Board, the Central
Government is satisfied that it is necessary and expedient in public interest to prohibit the manufacture for sale, sde
and distribution for human use of the said drug in the country;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act, 1940 (23 of

1940), the Central Government hereby prohibits the manufacture for sale, sale and distribution for human use of drug
FDC of Tramadol HCI +Paracetamol +Caffeine +Taurine with immediate effect.

[F. No. X-11035/53/2014-DFQC (Part-1V)]

RAJV WADHAWAN, Advisor (Cost)
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