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T 3T TRATT FITT HATAT
(FaTe=T S IfRETT Sweqror fasim)

CIPECET
7% Ret, 30 Raway, 2022

AT, 754 (31).—=Tercar s =9, 2017 &1 37 gerras 3 & o swfaas [ #71 9,
Srfer oY SoTee AT sferfeam, 1940 (1940 FT 23) #T 41T 12 Fr ITLTT (1) 37T &7 33 &l ITETT
(1) stefie FoT-3rafera, 9 9 F ST A IRATY Fe o BT (FATES ST UiETT Fe AT
o) i srfeeg=ET |, | F . 104(3), a0 9 WA, 2022 ST 9A & SIS, FTHTE, 90 U,
gT 3, ITEe (i) ® yrtera Forar war o, e 37 ot safeat 7, e 399 yartad g i g97er 8
39 A |, SHar IFT A=A ATAT TSI A6l AT STAAT i IqAee F2r &f T2 o, Farerre &=y &
FATY % AT | Tgol AT 3T AT AHG 70 70 T,

3T, I TSI it IfaaT 10 FTa<T, 2022 FT STFAT T IqA= FHT & T3 off;
ST el LT GIT IFT TR (FHFHT 9T AT YT AT 2 gArai 92 G=e #7 foram ww

%

J: AT, Feald AT, Ol i swamee arafy srfarfa=rm, 1940 (1940 =T 23) Y & 12 3%
ST 33 FIXT T&cd ATRAT &1 TANT FLd gU, AL Tehel el HATZHIT AIE F TLIHET FLeA o TATq, Fofehedr
i< e, 2017 7 37 Feng 2 & forg Meforfed == aardt g, seid—

1. (1) = (A== %7 |terg T T gw (T=ar eree) [, 2022 7
(2) T TSI § 3ok THTLA T TG T T i

6635 G1/2022 Q)
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. Tt gfvr P, 2017 (S o o v 36 fRaw wgr @ 8), fFaw 34 % sufaas (1) 7 o

&7 § o 77 e Fa it At gqeat & TET AT TET UHST-42 H TSErahe0r SHI 97 9057
Si¥ STeA ST oy ST

. I (AT ®, e 87 # Sutaaw (1) % wanq, Fefafed Sufaaw sia-eafua o S, starq—

"(1%) e Y AR ST AT IAAT (1) F T SIqATH Tl G107 FLqT g A< S (@9 =7 7 727+
3% @ (7 @) ¥ ke R gite fr ol F oo srafag 8, == fawt § [Afde seam 5
STET TISTELTHTIT THTI I ST FT1”

. I Il H, e 87 % warq, et et #1 sta:eafua B o, seiq—

"87%. g fAzr Aarvw T gie afga fel e gie it fsf, =i, seef= ar ot & g
TELT FL AT TR F F forg TRresar 9T 937, —

(1) TTT ATATIT TTEHLT, TH ART § To7 FAfAfEe oo 70 e & fore TR s\ ST
FTA o TATSIA & SFAATIA STt 7 Agie Fam)

(2) 1< Y AR ST 27 f327 77717% [=Ai3car Jiw atga thet Fifehcar s #1 &, w=iF, Jae=
77 foeft % o seqa & a7 A e & forw sty g, @ fosht, =i, weeie o fashr ar
fEraqwor & forT TRrEEr=haor THTT 957 & F3 & (o0 TS SATATI T A T%9 THE -
41 § STaET

(3) SuT==H (2) # eTefie o 10 sraae & a7y Aferfertaa yeqa B ST —

(i) T sga=T @ Meiia g,

(i) 3= FOAT ST AT & Hael § STqATAT T EF-STHTT I,

(iiiy  TEATT THI STATA AL FIE AT IF FE o AT AT ATAGH/HH 6 TS Aigd SaFT
IEEEUE

(iv) 9 % o 9 g9 U< TTiied a1 ATSRT o a9 § geqrasi q1eT;

(v) B9 AW JEATRT FHATRAT w7 FEer s Aeee $ie wdaer & e e
gftr &1 fesft afafafer = & SToft sfiv ve =t F o Aefefa afes
THIAT T ATAT R, —

(F) ToRET Arear are EeatEeres) s &1 3 g g, 4

(@) TTESd wTHIEEE 2 AT

(M) TRt ATeEaT YT A | SeIHIS U T AT 380 qEEGE TLreT S v gr
e farfeheaT i<k it faht & dae § U a9 &7 A9 T@d af

(vi) STaE® g AT S AT ArataEt & gag § ey Fewor, o g e, e
TR, GTer IcUTaT, TEART TS T WSTL0T I7 36 TET | raesd grel &l T F5
EREIRICIC]

(viiy  =H SmerT & Faqay o T e i kT, weiw, yaem 3 et a7 faer F o
AT SALAFATA T AT 2T ST

(4) T FALATIA TTEFOT, ST-FFH (2) F Al sae" w3 it arg ¥ 39 &40 F fax
TEATASIT #hl ST o 1% 3T 36 27 | §qC g7 9% T = HFAT At Tt 7 e =6am
TAT B, T=T THST -42 H TREEEHTT JHIT T T&H FHT, IT IS 9 TG Tel g, af rerrad o
TSl fhT ST FTer SO & TS &l e 1Y T <97

(5) =fx ot rfercar gie &t fosf, wei®, w=eiw storar fasht = fEawor a7 yeqa =1 & o
TIEETHTOT THTOT 9 TG Hd T ATdad 97 39 (H9H (4) F sfaviq g F7 g7 Srar g ar
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TATIAT =Tk, UH TEh<0T & ITH g9 il aria & 45 A7 % &Y ToT aewe & oqdie &7
THAT g, ST UHT TATE, % 918 A ANARAT I GAATS FT UF AGHL & 6 918 UHT e 97
g il g 7 60 AT % sater & e 9T M9e™ FT 9haT gl

87 @. 3 fagr Atias e gie afga et RiferT gie &t =, =iF F:, Tafia ar of 5 e
Tea w7 Rafa w9 F g Wder samor o f ad.— (1) [ 87 F stehie wa e
TR STHTOT 97 3 AT o forw famams & arer afiew # et sipe e a2 wa i B smom)

(2) TISTECIHTOT YHTT 9 g1 =ehcaT qih & AR & o0 931y w9 e 3= weor 7 fufa
TETT FA

(3) TISTEEITOT YHTIT 9 o<eh U f=fercar e it saeaadrell & STaTe TUTerd araaTe ST Tahrer
SEET FATT TET

(4) TfhcaT Fh Fae STATAH AT ATATHAT AT T TOrEeiaha/ ATATHTT H6 T | @S AT

(5) TH ffrcET At F 919 & wrEr, AR/ arardwt F 9 ST 9w, 99 q9v/die {97, THy
TG AT 9T aTer f=fehcar ik ot @ig oY foeft 1 fFEwr Aaiveday aiga saaiad a1 TRt
T TAFS( A o & H oI (Tah(e 7 Aierd o S

(6) Sufaaw (5) ¥ fFfaw R=E a9 18 & Iuf=w (2) * i A =t gie s g
Afreqor & forg ger i, ST AfS sraea g, FFar g f adg e i Faw A = FT aFd 5
T T & forw A o o 76 2

(7) = REt % aedfia Sfeafe Tt TiRmet siw Rt & sifaw afaf® & &7 & w9 31 a9 &f 3y
forT wefera war S

(8)  ISTECITHTOT THTU T €T¥a &l T&T UHST -43 § UH FL1eA0 [RAHT I910 T@t gt arfeh r=iehedt
Ff<F srfererret et feoa ORIt i 97 T2 @riaai H Reffe F 96

877, TEER<ur THTT 9 ht F&AT.— (1) TET THST-42 F AT Foham o TRedtaaor So/1or 937, S aF
TH TS ATATIA iAo gy fAefad a7 w7 981 fFam Smar 8, et =0 & Sy T, S 39 Sy g
T AR F T a9 AT rater T g F T8l T =1 | Ay TRedser swmor o sfaemor sos
& AT & qATe 2

T, AT TSRO T 957 g1 (Aaa aria &l AT SHH T8l aeTqah TIoTee (a0l THI T
TTTLTT [e &7 ST F3A | el Tgar g, ar TSmeiawaur SHI 97 €13, Toreei®aul SH 9
AL o & SATAh, B8 Held & WAL g Hgid a7 394 (el [ged & o0 Teeerwaor 917 oo
LT S[ea o &7 TTArd i ¢ | Tehterd (U T faea §[eh T T F3 & (o[ STl gl |

T I AT T, T2 Suey § AfAtay 39 srater & WAy UH e A1 qaar 7w S Rt H,
TIELTsRoT JToT O &7 TF ¥ &3 I 99T S

87 (=) TSTELIShTOT ST I FT [Aeiere 3T T@HLT.—(1) ST TIIEL 0T THTOT I3 &<, AT == a1 37
et & et o7 STaeTe 7 SouT FwAT §, ar ST TSI ST, ToTed a0 I 95 &3 &l
FILOT FATH T AFAEL & o AT Toh UHT Q9T FAT I Al (AT ST ATRT, T a9l gy e forfea
& H ot fhT ST aTer F1eon |, =9 U srater & forg Metfag &% a9 S ag ar ar o 9w & A By off
rforcaT qIRE % a9 § a9 TGHEAAT § AT TISTEE 20T THTI T T il

(2) UET TR THIT 95 gTF ST TR THI 95 39+ (1) F Je= 7 A==
TTTEEREOT BT (e fed AT T8 ¥ [&AT TAT &, TH TTTAFHIT & 9T 0l ST TTH g1 & T oA &
1T, 5T AL Tl AT FT THT § AT ST TR TR ITEF I GAATS T TF AT9L <
¥, oIfead =9 § &1 fh0 ST % FT & 9T, 36 T3 6 oeel Hf (Y, I Jad AT JLIfed FT
GER I
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5. 3 M=AT ¥, M=w 88 % IU4MIAW (1) H, “GaT AT IF &l & THATq, "a7 T&T TAS-42 §
Tiorediseor oo orsx erfRer fRET ST

6. I (AFAT AT AL ATLAT H,—
(F) ITEL F AT W H, "64(1), 81(1), 84" Il T FITF F THTA TAT &% "91" & Ugel Fwfertad

31, STET ST HISH AT (0T ST, FTAT—

“87%(3), 877(1) 3f¥”;
(@) It % FF q=ATH 51 S IAT Hataq FATSAT & TATq, HaAferad w7 dedqi® d grareat

orTfeer ¥ STUf, stataq—

EIED IEREN BRI sret =t ($) ® e 21 #r Gew,
= H (%)
(1) (2) (3) (4)

“52. 87%(3) T gfr fr AT e | 3000
TTES LT SHToTI

53. 8731(1) farfarea i< i 35t % fro | 30007
TITELIheoT STHTOT 957 i
FATT T FT

7. I AT A AT LA H, AR H, SAATT SATATH ST FIA 6 [olT GEATIATHT & SATAaA 6 TT8T &
37 1 & "R SIA " oreal o AT, AT TSRO JHIIR" 9767 QI 23T ST

8. % Il & e #,—
() T=T THET- 40 F TAT, Mefated w7 ot B ST, a9iq—

"€ THST -41

[fFer 87 =T Iufaaw (2) =]

TA-fagr ernRes Rifear g afg R aRe @ a=m, @i w0, wwida s ar S
fAaor & forg seama g T THTO 957 9819 F39 & [Ag Seae

1. TE FT ATH:
2. TS T ST aTer IET T 9aT
3. TAIHRIA FaT, AT oY, FFd Fa¢ 3T THA ATee! Aled AGaH il e a2

4, FETH T TFA AT T (TATq TTiHed, AT 3797 A=A digd arrary, [t a7 qrasie=s
FIAT, THTA, 2€, =7 fafAfee w9):

5. =k o0 1T Ferw =i=F &7 919, TEdaT 3T ST

6. S[7 ST & AT e THIE/ATATA/ATST ATeST

7. ¥ rfercaT gie Fem, 2017 % e 87+ & sufaaw (3) # [Afae aearastt it #oir #:7 73T g
T

aria:

Ager/ Faca g /AT FT 9719, a4 ¥ geares

TET THS-42

[ 87 = Sufaaw (4) 3= R 87+ & sufaaw (1) T9]




[¢TRT 11—&vE 3(i)] T T TSI © T 5

- senRes T g afta Rifecr gie = =9, =i w0, w=ita s ar 6 o e s
for weame 3 orEdTer ST 97

A

1 BT, o (FF T ATH), T ...
....................................... (e i E-Aer |fgd o uar) i T g FEw, 2017 F i
zA-fagr seRed afewer i afga T i i1 9=, TiF w2, Y= w7 2t faht ar B@aeer
fore seara &g TR T ST 8

2. T SAT<h HT ATH T TAT:

3. Tg TSTEETTHT SaTer 3 YHTe aTHT =g, 1940 (1940 7 23) v Ffawar g Faw, 2017
# e orat o stexefi= )

T
SIRAECE
TS ATATIA ATTEFRTET
TE THE1-43
[=rm 879 =1 3ufaaH (8) T9]
w&q forad fAdreror qfeaet <&t st

() Fdrerr qieaesT & Fax o el fawor grm, srarq—
1. TISTEETROT THTOTTT 9Teeh T AT 37T qaT1
2. TRIEETRToT T HeaT

(@) (i) Freror IRRaeRT & TI7 &1 HHiTHT FHaT ST ST 1T AT IEFET 517 J91ead {g2 s
STTURTT| T2 S S| I8 & Serar o g g8 9¥ Hefertad f@ewor gin-

afiee Aterer e arer e gite stfeepr &1 a1 i aaam:
Afteror i aE
FarfreaT gftw srfersrrdt it feoafort

R gie srfermT & gearax

(ii) TEreqor gEaeT & U ST ST 98 9% 1T AT IEEEy gy Meferted et # guiha har
STTURT, ST —

farfercar gie T, 2017 % 9= w=7 TAS1-43 H TS Hear
F form % fRorq wEE g1 fAETeror qede et e |

TS ATATIAT TTTFTET
fecaforat:

()  s=taery g Ader qieasr f qiea gfa d@&5ted aqame aresrT grT qug-a97 1w [Afd
[ o AT IT SATATH TTIEHTLT | ST ol ST Tl 2
(i)  TALTeror qEqeRT STATaETT % TRE | T@T ST

(iiiy  TerfercaT giw stfeaprdy g it T2 feeafort it g sfa A teamr & 9EaY § T STt siT gas
Tfd TS SATATI TTrEERTy &r st sttt e e e grr =& i it &1 e %
&7 7 forar smom;
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(@) T=T THE-14 ®, T 3 & I (i) F "REAr aqAta” qw’i & T, AT e im
JHTOTI" 9Te% 3T EATHOq 3T SITum|

(M) TET THE-15 F G371 H, "AEA SqAat qe’i F TEAT, AT TSm0 HorIA” 95
Tt B srom)

() =T THSI-26 H, X7 3, ITWT (i) # "RAEATT qqAA" qe&i F TErq, " S m
JHTOTI" 9Teg 3T FATHOq ST SITum|

(F) T&ET UHEI-28 #, T7 3, ITRT (ii) #, "AEAT A" ME’l F T, AT ASE R
JHTOTI" 9Teg 3T FATHOq ST SITum|

[®7.5. Ta.11014/15/2021-3731T]
ST, AT o, AUSTL, 640 9=
feroqur: Frfercar gfte w2017, Tt § sifegeeT . aran[. 78(sh), ada 31 S=ad, 2017 T
TeRTIAT 3T T 3 3= srferg=ET |, 9.1, 450(37), a6 15 S, 2022 FIRT fawa: gertera
T o |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 30th September, 2022

G.S.R.754(E).—Whereas a draft of certain rules further to amend the Medical Devices Rules, 2017 was
published, as required under sub-section (1) of section 12 and sub-section (1) of section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940) vide notification of the Government of India in the Ministry of Health and Family
Welfare (Department of Health and Family Welfare) number G.S.R. 104(E), dated the 9™ February, 2022, in the
Gazette of India, Extraordinary, Part 1, section 3, sub-section (i), inviting objections and suggestions from persons
likely to be affected thereby, before the expiry of a period of forty-five days from the date on which the copies of the
Official Gazette containing the said notification were made available to the public;

And whereas, copies of the said Official Gazette were made available to the public on the 10" February,
2022;

And whereas, objections and suggestions received from the public on the said draft rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act,
1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory Board, hereby
makes the following rules further to amend the Medical Devices Rules, 2017, namely:—

1. (i) These rules may be called the Medical Devices (Fifth Amendment) Rules, 2022.
(ii) These rules shall come into force on the date of their publication in the Official Gazette.

2. In the Medical Devices Rules, 2017 (hereinafter to be referred as the said rules), in rule 34, in sub-rule (1), after the
words “wholesale licence for sale or distribution”, the words, letters and figure “or registration certificate in Form
MD-42” shall be inserted.

3. Inthe said rules, in rule 87, after sub-rule (1), the following sub-rule shall be inserted, namely:—

“(1A) Any person not holding licence under sub-rule (1) and intends to sell medical devices exclusively as referred
to in clause (zb) of rule 3, shall obtain registration certificate as provided in these rules.”.

4. Inthe said rules, after rule 87, the following rules shall be inserted, namely:—

“87A. Registration certificate to sell, stock, exhibit or offer for sale or distribute a medical device
including in vitro diagnostic medical device.— (1) The State Licencing Authority shall appoint
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Licensing Authorities for the purpose of issuing registration certificate under this Part for such areas
as may be specified.

(2) Any person who intends to sell, stock, exhibit or offer for sale or distribute a medical device
including in vitro diagnostic medical device, shall make an application in Form MD-41 to the State
Licensing Authority for grant of registration certificate to sell, stock, exhibit or offer for sale or
distribution.

(3) The application made under sub-rule (2) shall be accompanied with
(

(if)  self certificate of compliance with respect to Good Distribution Compliance;

) afees specified in Second Schedule;

(iii)  details of the applicant or firm including its constitution, along with identification proof,
such as, Aadhar card or PAN card;

(iv) documentary evidence in respect of ownership or occupancy on rental of the premises;

(v) details of competent technical staff, under whose direction and supervision the sales
activity of medical device shall be undertaken, who shall possess the following
educational qualification and experience, namely:—

(a) hold a degree from a recognized University/Institution; or
(b) is a registered pharmacist; or

(c) has passed intermediate examination or its equivalent examination from a
recognised Board with one-year experience in dealing with sale of medical
devices;

(vi) brief description on other activities carried out by applicant, namely, storage of drugs,
medical items, food products, stationeries, etc., or any other activities carried out by the
applicant in the said premises; and

(vii) an undertaking to the effect that the storage requirements to sell, stock, exhibit or offer for
sale or distribute a medical device will be complied with.

(4) The State Licensing Authority shall, after scrutiny of documents and on being satisfied that the
requirements of these rules have been complied with, grant a registration certificate in Form MD-
42, or if not satisfied, reject the application for reasons to be recorded in writing, within ten days
from the date the application is made under sub-rule (2).

(5) If the application for grant of registration certificate to sell, stock, exhibit or offer for sale or
distribute a medical device is rejected under sub-rule (4), the aggrieved person may prefer an
appeal before the State Government within forty-five days from the date of receipt of such
rejection, which may, after such enquiry and after giving an opportunity of being heard to the
appellant, dispose it within a period of sixty days from the date of receipt of such appeal.

87B. Conditions of registration certificate to sell, stock, exhibit or offer for sale or distribute a medical
device including in vitro diagnostic medical device.— (1) The registration certificate granted under
rule 87A shall be displayed at a prominent place in the premises visible to the public.

(2) The registration certificate holder shall provide adequate space and proper storage condition for
storage of the medical devices.

(3) The registration certificate holder shall maintain requisite temperature and lighting as per
requirements of such medical devices.

(4) The medical devices shall be purchased only from importer or licensed manufacturer or registered
or licensed entity.

(5) Separate records, in the form of invoice or register or electronic details including software of
purchases and sales of medical devices showing the names and quantities of such medical devices,
names and addresses of the manufacturers or importers, batch number or lot number and expiry
date (if applicable) shall be maintained.

(6) The records referred to in sub-rule (5) shall be open to inspection by a Medical Device Officer
appointed under the sub-rule (2) of rule 18, who may, if necessary, make enquiries about purchases
and sale of the medical devices and may also take samples for testing.
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5.

6.

7.

8.

(7) All registers and records mentioned under these rules, shall be preserved for a period of not less
than two years from the last entry, therein.

(8) The registration certificate holder shall maintain an inspection book in Form MD-43 to enable the
Medical Devices Officer to record his observations and defects noticed.

87C. Validity of registration certificate.— (1) A registration certificate issued in Form MD-42, shall remain
valid in perpetuity, subject to payment of registration certificate retention fee as specified in the Second
Schedule, before completion of the period of five years from the date of its issue, unless, it is suspended
or cancelled by State Licensing Authority:

Provided that, if the registration certificate holder fails to pay the required registration
certificate retention fee on or before due date, the registration certificate holder shall, in addition to the
registration certificate retention fee, be liable to pay a late fee calculated at the rate of two per cent. of
the registration certificate retention fee for every month or part thereof within six months:

Provided further that in the event of non-payment of such fee within the period referred to in
the first proviso, the registration certificate shall be deemed to have been cancelled.

87D. Suspension and cancellation of Registration Certificate.— (1) Where the registration certificate holder
contravenes any provision of the Act or these rules, the State Licensing Authority, shall, after giving the
registration certificate holder an opportunity to show cause as to why such an order should not be
passed, by an order and for reasons to be recorded in writing, suspend it for such period as it considers
necessary either wholly or in respect of any of the medical device or, as the case may be, cancel the
registration certificate.

(2) Aregistration certificate holder whose registration certificate has been suspended or cancelled by the
State Licensing Authority under sub-rule (1), may within forty-five days of the receipt of a copy of
the order by such authority, prefer an appeal to the State Government and the State Government,
shall after giving the registration holder an opportunity of being heard, confirm, reverse or modify
such order, with reasons to be recorded in writing.”.

In the said rules, in rule 88, in sub-rule (1), after the words “retail or wholesale”, the words, letters and figures “or
registration certificate in Form MD-42" shall be inserted.

In the said rules, in the Second Schedule,—

(@) in the provisions reference portion, after the figures and brackets “64(1), 81(1), 84,” and before the figure
“91”, the following figures, letters and brackets shall be inserted, namely:—

“87A(3), 87C(1) and”;

(b) in the table, after serial number 51 and the entries relating thereto, the following serial numbers and entries
shall be inserted, namely:—

Sr. No. Rule Subject In rupees (INR) except where
specified in dollars ($)
1) ) @) (4)

“52. 87A(3) Registration certificate for sale of | 3000
medical devices

53. 87C(1) Retention fee for registration | 3000~
certificate for sale of medical
devices

In the said rules, in the Fourth Schedule, in Part I, in the format of application of Power of Attorney for issuance of
import licence, in paragraph 1, after the words “or manufacturing licence”, the words “or registration certificate”
shall be inserted.

In the said rules, in the Appendix,—

(a) after Form MD-40, the following Forms shall be inserted, namely:—
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“Form MD-41
[See sub-rule (2) of rule 87A]

APPLICATION FOR GRANT OF REGISTRATION CERTIFICATE TO SELL, STOCK, EXHIBIT OR
OFFER FOR SALE OR DISTRIBUTE A MEDICAL DEVICE INCLUDING IN VITRO DIAGNOSTIC
MEDICAL DEVICE

1. Name of applicant:

2. Address of the premises to be registered:

3. Contact details of applicant including telephone number, mobile number, fax number and email id:

4. Nature and constitution of applicant: (i.e. proprietorship, partnership including Limited Liability Partnership,
private or public company, society, trust, other to be specified)

5. Name, qualification and experience of competent person appointed:

6. Fee paidon Rs receipt/challan/transaction Id

7. 1 have enclosed the documents as specified in the sub-rule (3) of rule 87A of the Medical Devices Rules, 2017.
Place:
Date:
Name, designation & signature of
Director/Proprietor/Partner
Form MD-42
[See sub-rule(4) of rule 87A and sub-rule (1) of rule 87C]

REGISTRATION CERTIFICATE TO SELL, STOCK, EXHIBIT OR OFFER FOR SALE OR DISTRIBUTE
A MEDICAL DEVICE INCLUDING IN VITRO DIAGNOSTIC MEDICAL DEVICE

R ¥ T P (Name of the firm) situated at
........................................................................ (full address with telephone and e-mail) has been
registered to sell, stock, exhibit or offer for sale or distribute a medical device including in vitro diagnostic medical
device under the Medical Devices Rules, 2017.

2. Name and qualification of competent person:

3. This registration is subject to the conditions as specified in the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Medical Devices Rules, 2017.

Place:
Date:
State Licensing Authority
Form MD-43
[See sub-rule (8) of rule 87B]
Form in which the Inspection Book shall be maintained
(A) The cover of the inspection book shall contain the following particulars, namely:—

1. The name and address of the registration  certificate  holder

2. Registration certificate number

(B) (i) The pages of the inspection book shall be serially numbered and duly stamped by the State Licensing
Authority*. The pages, other than the first and the last pages, shall have the following particulars:—

Name and designation of the Medical Device Officer who inspected the premises:

Date of inspection

Observations of the Medical Device Officer

Signature of the Medical Device Officer
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(i) The first and last pages of the inspection book shall be endorsed by the State Licensing Authority with the
following words, namely:—

Inspection book maintained by M/s situated at for Registration
number in Form MD-43 under the Medical Devices Rules, 2017.

State Licensing Authority
Notes:

(i) Printed copy of the inspection book may be obtained by the licencee from the Licensing Authority on
payment of fee as may be specified by the concerned Licensing Authority from time-to-time.

(if) The inspection book shall be maintained at the premises of the licencee.

(iii) The original copy of observations made by the Medical Device Officer shall be maintained in the
premises of the licencee and duplicate copy shall be sent to the State Licensing Authority. The triplicate
copy shall be taken as record by the Medical Device Officer.”;

(b) in Form MD-14, in paragraph 3, in sub-para (ii), after the words “manufacturing licence”, the words
“or registration certificate” shall be inserted;

(c) in Form MD-15, in paragraph 1, after the words “manufacturing licence”, the words “or registration
certificate” shall be inserted;

(d) in Form MD-26, in paragraph 3, in sub-paragraph (ii), after the words “manufacturing licence”, the
words “or registration certificate” shall be inserted;

(e) in Form MD-28, in paragraph 3, sub-paragraph (ii), after the words “manufacturing licence”, the
words “or registration certificate” shall be inserted.”.

[F. No. X.11014/15/2021-DR]
DR. MANDEEP K. BHANDARI, Jt. Secy.

Note: The Medical Devices Rules, 2017 was published in the Gazette of India, Extraordinary, Part 11, section 3, sub-
section (i) vide notification number G.S.R. 78(E), dated the 31st January, 2017 and last amended vide
notification number G.S.R. 450(E), dated the 15" June, 2022.
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