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ey 3 TRAT FedTor HATET
(Fameey ST aRET Fearor fasm)

CIPECET
75 faeet, 9 weady, 2022

aran[. 104(37). =T e =W, 2017 #7 3T "@evgq #3d & fou oo [ +
e s, 9 Fe0T T SOt Tl GdTgaRe 9IS & 9Ol § siufd ST T ari
Afaaaw, 1940 (23 F 1940) T &7 12 FT ITETT (1) 3T 9T 33 H ITLTT (1) T T&T ATRAT FT

START X g0, THH T TATAT gie ol SGHTAAT ATl T¥T ATRAT il ST o o1 sertera forar srar g
3Y UaE g7 AT & At 2 6 3w arew Faei o 39 e | dares G4t S sate aurd g1 0w
77 3% are fFE BT smo S arfe #1 23 wew [EEt e aea F a9 fr afawt S\ aqr i
YT FATE, SITUAL;

FaT AT T ST [AMaE dare & diae T o =3 ¥ 9 g arel ol oY
TATAT 9 FF=m R S,

AT ST AT, AR FIT g, aF Ta7 gi=g, (3uter), Taresy sfiv TRa Fedr G, e
TCRTE, FHT 7. 434, @ &, gl ya=, 92 fKeet - 110011 #7 s0fva BFar S srerar drugsdiv-
mohfw@gov.in TT -7« T 10|

879 GI/2022 1)
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e R
(i) == fret =7 rfereaT giRe (... wemre) e, 2022 Fz1 Srom)
(ii) & R, ST ek s ARt 7 g, Toras ® g sifae sweprerr ot A i et g

frfercar fr W, 2017 (R 08 0 T St I8 &al M@0 g), a7 34 3af==+ (1)
T A7 AT g0 AT AT el & TAT ¥ '3 [{FAT F qga” aeaf § @ Atateted
9Ts% ST e aTier foRw STosT, srarta—

AT TET-42 H TSTEEHTOT JHTT T

3% fet , A 87 #, sufaaw (1) & i #, fwuferfea suffas enfier B sromm, srafq—
"(1) (F) IIfFFR (1) 7 siafEe G aa F g gu off, S & few 3 v g (7 =) § Az g w
ot =rfxr ST o =7 & Ffrer gi~te f & v g wear &, @7 Fawt § 9% oame G s
ST o FTATT TS 20T THTIT T ATH HT1”

I et #, w87 & are, et et w1 anfaer e smosm, saiq—

"87 (%) 37 fAg) "=ihw T gir affa R Rt gte & h, =i, wdm ar fafir &
o weqa ot Rafa v % g e y\mor o

(1) TTT ATATIT TTIHILT, TH ART § To7 FAfAfae oo 7u et & fore TR s\morasr ST
FLA 6 AT F FAAATT TTAHAT A e Fam

(2) #TE AT ==RE ST 27 327 d=ria% 1T o atga et T gw it @, w=iF, Teda
7 farshT % 1T weqa e a1 fAaia #3 &F §97 T@qr g, a8 fawhl, T, Taei+ a1 et a7
farawor & o TSRO THTO O Y& FA & (70 TS STSTIA TTEE0r il I%67 UHE!-
41 H STaET HT

(3) 39-F=H (2) F T=a T MU strera & | Mffered seqa e son—

i I el A e AT # Rt g

ii. Ty FAaeoT AT & Y W ST AT FT F-JHTT I,

iii.  TEETT YHIT AT LT FTE, TF FIE & AT AT AAGH/FH 6 M7 Hgd SHHT (Ga0,

iv. TRE F o 9% g9 9¥ TR AT ATTART  Hae § Eqrasit 9167,

V. 3 FAH AT FHATRAT 1 dawor S e i adaeqor & qga it e it &6t
wfafafer s & STt sie U =Rt % g et dfers Feear o sgaa gem,—
() ot wreaT e feataeer & =3t g g, =am
(@) TSiied wIHTTEEE 21 T
@) Foreft wreaT aTe A F Sefifeue wilver v Tk aashe o st iy gt v e
i<k FT fasht % Jag § UF 9 1 99 @ gl

Vi.  STTIEE FIRT T TS o TIAfatert & e § wtera v, oe: gave, e amtEt, g

IATET, TEITFLT ST T WSTOT AT I IR | aas gIeT i1 T2 &rs o afafafy

vii. IT-REH (2) F TEd T T AR F G TH AT T G9IFT HAq wAr o & iR
i<k FT fashr, Toi®, Taee a7 fasht a1 oraeor o forg AT Sraeasharsl F7 I ST ST
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(4) TST SATATIA TTITEFIUT, IT-TA3H (2) F TET ATAGT FileA ol ARG & I [T & HIqL Teaqrasii
FT ST % F1E 3T TH a2 F §qF g 9 T =7 FaHT fir Aeqrelt &7 e 61 7 8, T
THET -42 | TAEEHTOT STHTO 95 &I T, AT (3 9 TqC Aal 8, ar forfea # &t fhu s arer
FTLOI & START I AT FHT T

(5) afe Torelt rfehcar Fieh it fashT, Tetsh, Y=o srem@r foet o1 f[awr a1 w&qa &7 &
TIESFTT THTOT O Y&TH 2 7 3Taad 97 39 999 (4) ¥ siaviq ¥2 < fgr sirar g a1 yarfaa
IF, TH TEHLT 6 TTH g9 0l ag 7 45 &A1 o 7T 7T TR &l I T ThdT g, ST UHT

TEATE & 91 ST ANARAT Hl GAaTs FT TFH A8 I % I8 VLT oI ST g1 6 qrE & 60
AT o srafdr & sfaw It A9e™ T Tar 2

87 (@) =1 fagr et Rrfrcam g afa B Rifamr gt & 9=, =iF 79, yeia ar &9t F g
weqa w4 AT RaRa w0 % forg T er swmor o f ad-

Vi.

Vii.

TISTELIRT0T STHTO 9 3TH @RI o forg fo@ms & arer 9|y § Bl Sq@ #0097 J&fdq Bam
ST
TISTELTRT0T THTOT 9 &1 [=ThedT A 6 WS & (o7 aFid €1, It=ra dswor #f feufa ya=
T

TR ST 9 gTea Ue f=rfhaar i it sraeasharsti & STaTe TuTerd aradT_ i Tehrer
T FATT TEAT

3<% =t % qga FferdaT gie Fao smarasw a1 ssaarr Sfaatar av doedgal saataemr
TEAT ¥ G ST

U T=rfehcaT A & 918 i qra, AfAaiarsti/ st & 99 &7 9q, 99 qav/die 9497, A
Tt =1 gate arer M e it @i o foht #7 FEer aiveday aga saaiad aT T
T TAFEI A 6 & § JIF (e | AqIed (ohaT ST 39 38 & ahle 3 a9 & [Fa7 18
& SANIH (2) F Tgd Hg<h (=rehedm Iih ATIRET gRT F& & forw ger gir, S Ife srasa
21, FrfercaT gi=r i @iz sfiw foshr & a1 § ST T Fhd & ST T & forT T8 A7 o Thd gl

= et % Jga Sfeataa adt T siw Rawret &1 sifaw yfafs & w7 & 37 <7 a¥ ¥ 4t &
fore wtera @ srovm

TR THIT 95 &9 H T&T UHST -43 § UH [HLe0r qeasr aqre @t grir areh
FrfercaT giRe stfermmT staet feea T &iie are 72 @rtaat &1 R & 996

87 (1) TRrEL=hor THTr 9= it derar

(1) T&T THET-42 § ST BT T TREhaor o1 O, ST 9F TH ST AT ATIEFH0r FIRT
fReifera a7 w7 981 foFa STar g, S = | Je R, S 26 JH g A a9 a9
FT At T g T 9ol g AGET § fAMiey TReEor S99 Jiaenor e &
TETATH & AT 2l

Forg o, afe s ymmor o= e suftew (1) § steafea g [f @ ar s
T SAMELTH TISTEETRTO THTT T YIAemor ged &7 SFAE &3 # [&awa wgar g, ar

TR THTOT T3 &3, TS RoT THTOT O T TeoT [ & TATAT, B8 Held & Sa<

T et AT 39 et Bew F forg e g\ o= afqemeor e & a1 afqad frae d
giaferd T T e (e T A i & (o0 St gl |
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g A8 W T, S srafdr 3 0 UH Qe 7 A 9 U S Rt #, T
JHTOT O 1 ¥F ¥ [&FT AT THAT STUAT
87 (=) Thrdenor wHTor g st A i T
(1) STt THrEErRTor THTOT O emeeh, stfarfaaw siv s<6 et & et off sraem &1 st s
g, A1 TST ATATIT ITTAFOT, TIREEHTOT THIT T T T HIEOT AT FHT AGHL o 6 91
o AT saer A TRa gt fRar ST =i, v sreer g o e =9 # o R S
TS HILON |, TH UHT 7arer & forg [efea #7 m S a8 a1 ar TF a<g & a1 fhr «fF
R gie % 9y § sraeTs THEAT § AT TIEE 0T THTO 9 T il
(2) UHT TIRTELEHTIT THTUT T T3 TSTEaRT TSTE ol THT9T 97 ITAH (1) F T8 1T AT
STfarsRer g Aeiferd T T8 T f&aT 7 8, TR TTTerehaor & Saer i Tid ST 21 & garerie

oot & e, T AT AT ST AEHTE g AT AT v e F¥ geRaT 8 3T e
FLHTT T TT FLHTE GIT ATTHT TTEERRT TISEE#0T 9T &l FaTs 1 UH a6 § F7,
forfad =7 & &7 0 ST % F00 % 91, 39 98 & a9l Al Y, IH d8 a7 Herferd 7

T
5. It (AFAl #, TR H, 5T THSI- 40 & TATq, FHAEd T 7 arfHea 0 ST, g —
"I THET -41
[ 87(F) &1 SU-fAaw (2) 79]

TA-fagr snRes RfFr g afga Friwar gie @ s= ), i w0, Tef€sa s ar &6 ar
AT & forg seame { TSRERer ST 9 W' A & I st

1. ATASF FT AT
2. Giiehd T ST ATer TR %7 94T

3. THATHIA FaY, W1 Fa¥, Ffd Fa¢ 3T THA AT ST A12d ATIaH KT T (e

4. ATEEF il TR T TS (AW FqTHE, W a1 arEnd aied areerd, [t a7 greses
FIAT, THTS, 26, o7 Hiae #:):

5. 3<h o 0 Feqw =afen 7 919, TRAAT S AqHa:
6. [ TaTT =l fater w0 THTE/ATATA/AAST AT
7. ¥ T gie M=, 2017 & Faw 87(F)(3) ¥ e awaresii & a9 F< 3T 2|

[IG K

R oTsh/IT IS a2 /AT T 919, AT 3i¥ geares
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TEY THS-42
[=rm 87(F) ¥ sufaw (4) =% A= 87(7) 3]

TA-faer enRes Riftar 3w afa R gRe F i 9=, @i w0, wwida s v @
A< & fore s g T oo 9

1o EH, e (FH &1 AH), ®E ...
....................................... (TR 3T S-Ae gfgd @ 7adT) Fr e 7w F=w, 2017 & T=q
=A-Taer sTERes Hieaa qin Afga T Iiw w1 o=, Fei® wed, TS89 wed a1 feehr a7 foawor
F forT weama gq wstishd a1 Srar 21

2. HETH SAT<h T A1 AT JRIAT:

3. g ToTeEraheor Oty sie yomee aradt stfafaae, 1940 (1940 =1 23) =i f=fawaar e MW,

2017 % fAfae ordi * sreadi= 2
T
EGIED
TS ATATI ATTEFRTET
TEY THET-43
[T 87() 7 & (vii) 3]
&y forgd e giRasT @it sTof

() FALreror gt & Fax ox et EaEwor grm, ama:-

1. TISTEETROT THTOTT &Teeh T AT 3T qaT1

2. TTELTRT THTOTT= HeEdT

(@) (i) EeAor qRTET F T 0 FHHAIRT HAT ST ST 5T SATATIT TS FIRT TATAT G2l
TS STURT| T 377 STAw I9 % ToA7ar o7+ I81 92 Aeterted feawor gir-

afvEe [LTerr e arer e i sfear &7 919 ST 9= :
fAreror 6 fAfer
FarfercaT it srferrdy & feoafort

rfercaT gRE stferamT & geare
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(i) Freqor qEaeT & TUH ST ST 79 9% TS AT TRt gy Aeferfad et § st
ERISIRUIRC IR

T gie Aem, 2017 % qga T&7 THET-43 H TR T
¥ forg o7 fRora 7o FTeT fAETeror qede Tt TS |

TS ATATIA ATFAFTEY
feoafort:

(i) srg=rtarem grar Adter gftaesr 6 qiaa gfa dafam same it gy awg-aw7 1w Ay
[ o FITATT 9T STATH TTIEHTLT | STH =l ST Tl 2|
(ii) TALTeror qREqeRT STSTHeTT & TREY & W@l ST

(iiii) FrfercaT IiF stfererTet gy o T2 feoafort it ga I SatHemy & TaY § T ST s gt
ST TS SAASTIA TSI 7 Asit Srostt| =reraaT e sfesrrT T =3 o1 Stadi &1 faFfe & =9
# foraT srom”

6. I AT H,—

(i) = 88 =, IUFTH (1) § "97 %" 9Tea1 % TG TAT "AYT FHT " eTeaT F gl A rad a8 T
31 ST fohT STTOAT, i —

"AT JET-42 H TRELIHTOT THI07 9"

(i) T8 ST § "64(1), 81(1), 84" i ¥ ara quT &% "91" ¥ uyger FAwferfea o v aew
e o ST, sraiq—

"87 (F) (3) T 87 (1) (1)"

(iii) TELY ATAT H, IRt H, FATE 51 ¥ IqH Fataq gfatedi & arg, Mutateaa 77 q=1w 6w
safeat s S Srost, Aaiq—

FAT fzm farrr wer st ($) ¥ @ & A
FEHT, T H (T)
(1) (2) (3) (4)
52. 87(F)(3) FfFaT g fr ffrzg | 3000
£ THTT

53. 87()(1) e 1f<e fi fosft % 3000

foro TRl yaTr

T AT FATT TG FT L
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(iv) =T SATHAT H, AT | §, "EEAr oqata” aeat & q7E T TSR & qrA” gqeal 7 qgd AT

TSTECTR T THTIAA LTeq Wiwlmd IrEhQI STTUATT

(v) Tffre & qgd, I%7 THIT-14 ®, 937 3 I (i) # "FAfAier aastat asai F arg "Av TR
SHTOTIS" 9767 S EATT T ST

(vi) TRFAE F TEq, & T THSI-15 H, G271 H, "SI0 A" aeat & a1 Sl "qiUda Usic &' eeal
T Il "AT TR JHTOTTA" 9167 Sia T fohaT ST

(vii) TRAE F TEq, TET THSI-26 |, 27 3, ITUT (i) F "FAHHT0r A" oreat F arg AT T
SHTOTIS" 9767 S EATT T ST

(viii) afforg & dga, T=T UHI-28 H, 4T 3, IuuT (i) H, " smgAtat g1t F arw ar
TIorEdIsReor yHToTT" oreg AT AT ST m)

[T, /. TFT.11014/15/2021-1417]
=T, ST % USRI, §Fd a9

feoqur: Frfercar e Rm, 2017, Tota= § stfeg=eT €. qran[. 78(s7), ada 31 S=ast, 2017 T
TR T T o ST srter=eT |, ananM. ... (), aE ... T Sfaad: "qentaa
T e

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department Of Health And Family Welfare)

NOTIFICATION
New Delhi, the 9th February, 2022

G.S.R. 104(E).—The following draft of certain rules further to amend Medical Device Rules, 2017, which the
Central Government proposes to make, in exercise of the powers conferred by sub-section (1) of section 12 and sub-
section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published after consultation with
the Drugs Technical Advisory Board for information of all persons likely to be affected thereby and notice is hereby
given that the said draft rules shall be taken into consideration on or after the expiry of a period of forty-five days from
the date on which copies of the Gazette of India containing these draft rules are made available to public;

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government;

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Medical Devices (......Amendment) Rules, 2022.

(ii) These rules shall, unless specified otherwise, come into force on the date of their final publication in the Official
Gazette.

2. In the Medical Devices Rules, 2017(hereinafter to be referred as said rules), in rule 34, in sub-rule (1), after the
words “wholesale licence for sale or distribution” and before the words “under these rules”, the following words
and figure shall be inserted namely:—

“or registration certificate in Form-42”
3. Inthe said rules, in rule 87, at the end of sub-rule(1), the following sub-rule shall be inserted, namely: —

“(1)(A) Notwithstanding anything contained in sub-rule(1), any person intends to sale medical devices exclusively as
referred in clause (zb) of rule 3 shall obtain registration certificate as provided hereinafter in these rules.”
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In the said rules, after rule 87, the following rules shall be inserted, namely:—

“87(A) 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 Licensing Authorities for the purpose of issuing Registration
Certificate in 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 for grant of Registration
Certificate to sell, stock, exhibit or offer for sale or distribution to the State Licensing Authority.

(3) The application made under sub-rule (2), shall be accompanied with
i.  afees prescribed in Second Schedule of the said rules;
ii. Self certificate of compliance with respect to Good Distribution Compliance;

iii. Details of the applicant/firm including its constitution, along with ID proof viz: Aadhar card, 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 and such staff shall possess the following educational qualification
and experience,—

(a) holds a degree of a recognized University; or
(b) is aregistered Pharmacist; or

(c) has passed intermediate examination or its equivalent examination from a recognized Board
with the one-year experience in dealing with sale of Medical Devices.

Vi. Brief description on other activities carried out by applicant, viz: storage of drugs, medical items, food
products, stationeries etc or any other activities carried out by applicant in the said premises.

vii. The application made under sub-rule (2), shall be accompanied with 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) Ifthe 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.

87(B) Conditions of registration certificate to sell, stock, exhibit or offer for sale or distribute a medical
device including in vitro diagnostic medical device.—

i. The Registration Certificate shall be displayed at a prominent place in the premises visible to the
public.

ii. The Registration Certificate holder shall provide adequate space, proper storage condition for
storage of the Medical Devices.

iii. The Registration Certificate holder shall maintain required temperature and lighting as per
requirements of such Medical Devices.

iv. The Medical Devices shall be purchased only from Importer or licensed manufacturer or
registered/licenced entity under said rules.

v.  Separate records, in 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/importers, Batch Number/Lot Number, Expiry Date shall be
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5.

Vi.

Vii.

87(C)
(1)

87(D)
)

)

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

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.

The Registration Certificate holder shall maintain an inspection book in Form MD-43 to enable the
Medical Devices Officer to record his/her observations and defects noticed.

Validity of registration certificate.—

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 as referred to in sub-rule(1), 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 percent. 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 during that period, the Registration
Certificate shall be deemed to have been cancelled.

Suspension and cancellation of Registration Certificate.—

Where the Registration Certificate holder, contravenes any provision of the Act and the said 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, shall 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 cancel the Registration Certificate.

A Registration 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 or Authority designated by the State
Government, and the State Government or Authority designated by 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 Appendix, after Form MD-40, the following Forms shall be inserted, namely:—

“Form MD-41
[See sub-rule (2) of rule 87(A)]

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 paid on Rs receipt/challan/transaction
Id
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7. 1 have enclosed the documents as specified in the rule 87(A)(3) of Medical Devices Rules, 2017.

Place:
Date:

Name, Designation & Signature of Director/Proprietor/Partner

Form MD-42
[See sub-rule (4) of rule 87(A) and rule 87(C)]

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

Y (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 clause (vii) of rule 87(B)]

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:—
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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

(if) 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.

(ii) 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.

6. In the said rules,—

(i)

(i)

in rule 88, in sub-rule (1), after the words “or wholesale” and before the words “may, supply”, the
following words and figure shall be inserted, namely:—

“or registration certificate in Form-42”.

In Second Schedule, after the figures “64(1), 81(1), 84,” and before the figure “91”, the following figures
and letters shall be inserted, namely:—

“87(A)(3) and 87(C)(1)".

(iii) In Second Schedule, in the table, after serial number 51 and the entries relating thereto, the following

serial number and entries shall be inserted, namely:—

113

Sr.No. Rule Subject In rupees (INR) except where specified in
dollars ($)
1) ) ©) (4)
52. 87(A)(3) Registration Certificate for sale | 3000
of Medical Devices
53. 87(C)(1) Retention fee for Registration | 3000
certificate for sale of Medical
Devices

’

(iv) In Fourth Schedule, in Part I, after the words “manufacturing licence” and before the words “with

telephone”, the words “or registration certificate” shall be inserted.
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(v) Under Appendix, in Form MD-14, in para 3, sub-para (ii), after the words “manufacturing licence” the words
“or registration certificate” shall be inserted.

(vi) Under Appendix, in Form MD-15, in para 1, after the words “manufacturing licence” and before the words
“of authorised agent” the words “or registration certificate” shall be inserted.

(vii) Under Appendix, in Form MD-26, in para 3, sub-para (ii), after the words “manufacturing licence” the words
“or registration certificate” shall be inserted.

(viii) Under Appendix, in Form MD-28, in para 3, sub-para (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 principal rules were published in the Official Gazette vide notification number G.S.R. 78(E), dated the
31% January, 2017 and last amended vide notification number G.S.R. .......... (E), dated..............
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