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e R TRAT Fe T HATT
(FaTeey ST qfETe Fegror )

CIEL D
e faeelY, 14 srrqa, 2022

ar.aL . 777(s0).— =T e [, 2017 #7 i denas F3 F forg wfaaa F=et w1y,
Aot T y\TaT ATl sfataEE, 1940 (1940 71 23) &t e 12 #F 3T (1) T gmer 33 &
STETT (1) Tl TAT AUTET, AT TR 6 TAET AT TRATT FATT HATAT (FATET AT TRATC
FITO FAeT) Fit srfeg=aT . an.FLM. 710(3), ara 20 fFdaw, 2022 T 97 & TS99, AT,
a0 1, G 3, IUEe (i) § weriera far w7 or, Se 39 a9t st o, s 99 gataa g @it
TATAAT B, 39 arirg o, Sraar Saa Afag=er areft Tsa= i TTadt ST=ar w7 3uesd w21 &F s off, 91
T T srafer & qHIfe | Tgor SelT 3T AT AT oy T o

37, I TroraA Fir gfaaT 20 Frdee, 2022 FT ST FT IqTed FIT &7 TS ofT;

ST Fes T ALY GIT S [FAHT 9¢ ST & YTH AT 37 gATal 97 o= w2 formm mw g;

I AT, Feald TR, Ol i wamee araly srfarfa=rm, 1940 (1940 =T 23) &t & 12 3T
1T 33 FTT Y& TRAT T TN Fd gU, AT ST The el TATSHIT a1 6 T I HIAL T
T I GTTAT F TTALATHT o AR dTS 6 qaArar 92 F=m & refie, Frfercar gie Fam, 2017 #1 3w
LT F2 o Ty et Fae a8, seiq—

1. (1) =9 R 1 "@terg 9 FiET e (Fer Ferad) =W, 2022 2
(2) T TSI H Ik THTI 0l AT T 9T il

6971 GI/2022 1)
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2. e gt Fem, 2017 (S <98 38 T7q 36 93w Fgr 17 2) & = 13 °§,—
(F) IATH (2) |, “AvfT F 9153 3T AT & TATq, “(FT-FEITSA ST I-ATIA F ATqITh)” AT AT
T S EATq o ST,
(@) 3T (3) H, “AvfT & 9153 3T TeAT & TATq, (-T2 ST I-ATIA & ATqITh)” 9053 T
FIEF SqEATIT T ST |
3. I fFawT H, FE 14 #, “Ioft F7 958 SiY ¥ & T, “(AT-EXTed T qT-A794 & AT 1i<h)” o0
T FrgF sqeriua o s
4. 3 At #, F9w 19 7 % waq, Refeted st B s, staia—
e 11 '
FUft F (A-LTA A A-ATI q1er) Ffrear gReat 1 doredawer

19 T. T ALATT & ATIAN.— (1) T AT, I FAAT T TgAT ATLAT & AT, A0 F Frferear
FRAT % & H aufiha qdT JT-F0ee oY I-ATIT aTel REAT 9 AR R (T H 39 1T |
AT-EXTSA 3T AE-ATIA qTel A F Ffehear e & &7 F Hf9q T @7 8))

(2) SutAFw (1) # Mf<E FiHET ZRAT F 26 TS & o et uE [giRa siqdarsd 9ed
% HTEAH | TrELiahd AT ST

19 7. TrEl=Eor & forg ST saetie FET.— (1) Bt fe-sevree e A arer aofy & =i
iRt &1 FATHwTar T AT & o staare gorret 9% T & forw 39 e e
o Hetad Iutaaw (2) § ARy S staee H:am)

(2) AT T et & oo siaarss sorel § AT duere Fa, Taiq—

(i) FrfRaToT Toret &7 AT ST AT,

(ii) TIR-FET= T AT-ATI ATl AT & F=rfereaT et 1 9@+ U S arer s
SHRE | # & Am(AR AR | A @@ | arerfEa | [Eir i | s (3 fw | R sy
T forer afafem, 1999 ¥ | @R AL |smimr | arwf ama) | @R e

AT TR 2)

(1)

(2)

)

()

(7)

(iii) FfawTaT 7g aara gu a==ey M F gEqrtead e, 97 ATEAT 6 A1, TT- T

T Fre-wroe arer Soft = S g 8

(iv) afFwTar s-yarforg w78 Iche UH IRAAT Al AT i Meared & srfeard

o

Il I ST & ATET &,

f
(v) TAT=wTar =7 At § [ATEE a9t & SqaTad &l F9-TAT0 HOT; $Y
(vi) FrfamTaT g fafeaq gearaia =0 Ioora &1 aaqas & sraes gy &1 18 AHEHRT 97

T AT g
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19%7. TR0 Teaish.— =0 TASH & forg g staerea =T e sorret o faw 1997 %
AEN a1 RO I F TE97q, -R=d 67 WAt At # et gie F o
TSR |H&AT gord g ST

19 &, AT-RTEA AR A-q19 a1 i & e e a1 aama— (1) F: o =3fe s -

T 3T A-ATAT ATl AT & Hfehedr IRF AT AATT FIAT ATAT &, qg (o ihedT ATl
AFATS TUITAT I TIorew & forw 39 T g & "etaa sufaas (2) § SIHarT Suare
F

(2) smaTae FrferaaT ZiRAT & fore s st § Fefafed soere :3, aaiq—
(i) ST T ATH S TaqT TAT ARATT T4 7 977 & o,
(ii) FE-FT= T AT-ATI AT Aot & FrfereaT et w1 yae o s arer s

SEIRGD TS FTATH | AiZA agrottag | fAwTor f | smamw | e
T i _ | HEmn (@fe | swEwr | =t (=fz arg (af=
;férﬁw, 199?5 LR L) | ATED)
e Treeia 3)
(1) (2) (3) (4) (5) (6) (7)

(iii) STATTF TE Io@ FXd gU UF qAAGE T (o SEqrad qieh, TIH AGAT 6 FqaE 1=
TS ST I-ATI ATer A0ft & F=rfehear i< &;

(iv) STATAH TF-THTOMT HOT 6 IeAE UH JRAAT 6l GLeaT e foares & srivard fgiar &
ST % IR &,

(v) sIraTaes == FaEt # AR qeEt & aqured w S-S S,

(vi) Te1® gt gT St R oo 3o § fEesft Gfmtr e ar sfoee v g9

e, o A & T wgr ST, i s=m-martad i a1 ag AR arfeeer g
ST T Tkl ST o S

(vii) SIETaE T [Afeaq gEaredia 38 Soad HT aaqad [ Aaad T af 5 a9 37
AT Bl |

19 =. AT F AT TR €& 1oh.— TH TS  foru 7o rferaar gReat it sqare Jorret 9w
fATH 19 57 % SITH AT TEqT T & AR, IR-FEAEA A -ATIT arer Foft F e gite &
oo Tt wear g g st

19 3. sAtS@l 1 @@ — (1) AfFaTar a1 araraes, st of Rafa 2, o fasfr ar fawor F
farfasTor = strama 7 Hetaa Rawie w@m

(2) TATHHTaT AT AT, ST AT ATHAT BT, STTATIT TTERTAT 6 e I [FlS, oae, ITIN 5
AT T |

(3) ATATHT rferaw<r Foret off | Sufaaw (2) & Ay Tt siw aearast & Faraa &7
T @ S AT AT AT ST STAFeAarst AT FHTaay 6l 7= 7 Tl 2|

19 =. TRrEhTor 1 e a1 RE.— (1) TSF AT TR AT FaTT SAATI ITTersheor, Sieft o
fRurfa g1, afs Saeht 7 | Torediea =t qof =7 7 a7 et off e g & 999 7 =9 qeamT
& TATwT & TRl STaeT 7 979 qgl Y 9T |, AT ASTEelahd [0 T STh il 5H T AT HE0T
FATAT AITEH FT IAL & FT AGHLT TG FIA & 1%, o6 F0 T T0 T FT QL GG F =T
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stTu, g § 0 Jard g0 Seer 3T Ha8 19- <1 a1 F9w 19 3 % Iuaei & oFfiq ghora
TELToh0T HeAT TE A AT 39 At F forw 5 3 st awey, Fetaa % gwar 2

(2) FIE AT, TT ATATIT TTTAFIIT AT hesl T STAATAT STIEHIUT, ST AT HIHAT 2T, FIT T
Ao & AT 8, T 9 UH ATFARor F sweer i gf yrw g F Farehy faat & fiae, s aaw

T Feald TR, ST AT ATHAT BT, F AT FT ThaT g, AT AT AT AT Feald GLFHIE, 3
FATARAT T G, F IS AT T T T FIT AT TZAT AT HETET FHI )

5. I fAFE ¥, Faw 20 §,—
() HHTT offds |, “oJoft # o%7 T oTeq¥ & TATq, “(-Fae T AT-H799 F ATqih)” q58
AT g daqETi B3 S ;
(@) “Ioft F” 757 ST AAT, Tl Y T JT, F TATq, “(T-FEITTA ¥ IL-ATIA & ATqITh)” q53 T
FIEF SqEATAT T ST |
6. I F=HT ®, Faw 31 & sufaaw (1) €, “Ioft & 958 3% o747 % T, “(FR-Fersd 37 d2-979+ &
Ffaf=r)” ore 3fi¥ Frge sia:waTg Oy STUT |

7. S el ®, AW 36 & 3ufaae (5) ®, “4vit %7 o151 #li¥ 78T % T, “(-Feed Sl A-979 %
Ffaf=r)” ore 3fi¥ Frge sia:waTiod Oy STUT |

8. I fAIwi H, TN AT |, AU H, “Juit %~ 9153 AT &AL, gl | AL 2, % T 9“4t F (2-
IS AT AT-ATIT o ATATR)” oTeg ST HTgF AT TATHoq o Sru |

9. 3 awi #, e srqg=T |, AT 2 % orefie, 430 1, @w (1) F siavia, Aol 7 901 T AT F TH,
“(AT-FaT= 3T AT-ATIT & TfATi=h)” oTeg i< g siq: e {3 o |

10. IF F=AT &, AT ST =AT |, ART 2 % siavid, 927 (i) |, “40f F” 953 ¥ AT % T4, “(-Te=d
AT AL-JTYA o ATATH)” 9167 37T g sfa:eqriua fohu ST |

11. 3% et it arsdl aqEET S Gl §, 79 e 7 7 T899 gatad gt ® varq, Feteted
T i ST, srEta—

FH |, | Frfercar gt #1 a9 e T TAEdqT 3T ad

"8. Fuit & AT ST AT- | = A F e |V, VI VI ST XT3 aefy
AT aTer T AT &1 | TEd, =6 o0d & ofeie & AErar == [t
F AT Il @ F AqE UH gl wwT

o o
LISTEC TR LU shiTTUATT

TL-TEd A% §%- | =9 Bt F st V, VAL VI 3T X F |y
AT Aol ffehcar AT &1 | &g, 30 9Od & e & aramas == et &
EIRIn) T Il & 3 AT U AT T T o620
FLOATI” |

i

12. 3<% et 3 affore &, —
(F) T=T THEI-2 |, “JUiT 7~ 9158 3T FTAT & AT, “(T-F=A ¥ IR-ATIA % ATATh)” M1
A Frgw i o S ;
(@) T=T THEI-3 |, “AuiT 7~ 9158 3T TAT & AT, “(-F=d ¥ IX-ATIA % ATATh)” MR
A Frgw i o s ;

(1) T=T THE-4 |, “JU{T F* 9158 3T AT & TATq, “(-F=A ¥ IR-ATIA % ATATh)” MR
A Frgw i o S ;
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() =T THEN-5 H, “ff F” 9157 T AGT F TAT, “(T-F05d AT IT-A19T F ATq(Ih)” A7
Y Frgw i o S ;

(T) TET THEN-6 H, “4 F~ 9758 T AGT % TAT, “(T-F5d AT IT-HOT % ATq(Ih)” AT
T Frgew qriua o s

[T, /. TFT.11014/10/2022-13117]
ST, AT % WUSTL, T qiaa

feroqur ; Frferear gftw faw, 2017, T & sfegEeT |, aran [, 78(s0), arira 31 s=adt, 2017 51T
TR T 10 o i sfeeg=aT €. |ananA. 754(3), e 30 ffdaw, 2022 g sifaw s
Tonrteara o o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 14th October, 2022

G.S.R. 777(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. 710(E), dated
the 20™ September, 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 seven
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
20" September, 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), and subject to ex post consultation with the Drugs Technical Advisory
Board and consideration of suggestions of the Board in accordance with the provisions of the said sections,
the Central Government hereby makes the following rules further to amend the Medical Devices Rules,
2017, namely:—

1. (1) These rules may be called the Medical Devices (Sixth Amendment) Rules, 2022.
(2) These rules shall come into force on the date of their publication in the Official Gazette.
2. Inthe Medical Devices Rules, 2017 (hereinafter referred to as the said rules), in rule 13,—

(@) in sub-rule (2), after the word and letter “Class A”, the brackets and words “(other than non-
sterile and non-measuring)” shall be inserted;

(b) in sub-rule (3), after the word and letter “Class A”, the brackets and words “(other than non-
sterile and non-measuring)” shall be inserted.

3. In the said rules, in rule 14, after the word and letter “Class A”, the brackets and words “(other than
non-sterile and non-measuring)” shall be inserted.

4. In the said rules, after rule 19F, the following shall be inserted, namely:—
“CHAPTER IIIB
REGISTRATION OF CLASS A (NON-STERILE AND NON-MEASURING) MEDICAL DEVICES

19G. Application of this Chapter.— (1) This Chapter shall be applicable to all non-sterile and non-
measuring devices classified as Class A medical devices as per the First Schedule (herein in this
chapter referred to as Class A non-sterile and non-measuring medical device).
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(2) The medical devices referred to in sub-rule (1) shall be registered through an identified online
portal established for the purpose.

19H. Uploading of information for registration.— (1) The manufacturer of a Class A non-sterile

and non-measuring medical device shall upload the information specified in sub-rule (2) relating
to that medical device for registration on the Online System for Medical Devices.

(2) The manufacturer shall upload the following in the Online System for Medical Devices,
namely:—

(i)  name and address of the manufacturing site;
(if)  details of Class A non-sterile and non-measuring medical devices to be provided:

Generic | Brand Model No | Intended | Material of | Dimension Shelf life
name Name (if any) use construction | (if (if
(if applicable) applicable)

registered
under the
Trade
Marks
Act,
1999)

M) ) 3) (4) () (6) ()

(iii) an undertaking from the manufacturer stating that the proposed device is a Class A
non-sterile and non-measuring medical device, as per the First Schedule;

(iv) the manufacturer shall self-certify that the product is conforming to the essential
principles checklist of safety and performance of such devices;

(v) the manufacturer shall self-certify to comply with the standards specified in these
rules; and

(vi) an undertaking duly signed by the manufacturer stating that the information furnished
by the applicant is true and authentic.

19-1. Registration number.— The registration number for a Class A non-sterile and non-measuring

19J.

medical device shall be generated after furnishing of the information in accordance with rule 19H
on the Online System for Medical Devices established for this purpose.

Import of Class A non-sterile and non-measuring medical device.— (1) Any person who
intends to import any Class A non-sterile and non-measuring medical device shall upload the
information in sub-rule (2) relating to that medical device for registration on the Online System
for Medical Devices.

(2) The importer shall upload the following in the Online System for Medical Devices, namely:—
(i)  name and address of importer and the name and address of the manufacturing site;

(if)  details of Class A non-sterile and non-measuring medical devices to be provided:

Generic Brand Name | Model Intended Material ~ of | Dimension (if | Shelf life (if
name (if registered glno) (if | use construction applicable) applicable)
under  the y
Trade Marks
Act, 1999)

(1) ) ®) (4) Q) (6) U]
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10.

(iii))  an undertaking from the importer stating that the proposed device is Class A non-sterile
and non-measuring medical device, as per the First Schedule;

(iv) the importer shall self-certify that the product is conforming to the essential principles
checklist of safety and performance of such devices;

(V) the importer shall self-certify to comply with the standards specified in these rules;

(vi)  self-attested copy of the overseas manufacturing site or establishment or plant registration,
by whatever name called, in the country of origin issued by the competent authority or Free
Sale Certificate issued by the National Regulatory Authority; and

(vii)  an undertaking duly signed by the importer stating that the information furnished by the
applicant is true and authentic.

19K. Registration number for import.— The registration number for import of a class A non-sterile
and non-measuring medical device shall be generated after furnishing of the information in
accordance with rule 19J on the Online System for Medical Devices established for this purpose.

19L. Maintainance of records.— (1) The manufacturer or, as the case may be, importer shall maintain
the records relating to manufacturing or importing along with its sales or distribution.

(2) The manufacturer or, as the case may be, importer shall produce the records, labels,
instructions for use, on request by Licensing Authorities.

(3) The Licensing Authorities may verify the records and documents referred to in sub-rule (2) at
any point of time and investigate quality or safety related failures or complaints.

19M. Cancellation or suspension of registration.— (1) The State Licensing Authority or the Central
Licensing Authority, as the case may be, may, after giving the registrant an opportunity to show
cause as to why such an order should not be passed, by an order in writing stating the reasons
thereof, cancel the registration number generated under the provisions of rule 19-1 or rule 19K, or
suspend it for such period as the Licensing Authority thinks fit, either wholly or in respect of any
of the medical devices to which it relates, if in its opinion, the registrant has failed to comply
with any of the provisions of the rules under this Chapter;

(2) Any person who is aggrieved by an order passed by the State Licensing Authority or the
Central Licensing Authority, as the case may be, may, within forty-five days of the receipt of a
copy of such order, prefer an appeal to the State Government or the Central Government, as the
case may be, and the State Government or the Central Government, shall after giving the said
appellant an opportunity of being heard, confirm, reverse or modify such order.”.

In the said rules, in rule 20,—

(@) in the marginal heading, after the word and letter “Class A”, the brackets and words “(other
than non-sterile and non-measuring)” shall be inserted;

(b) after the word and letter “Class A”, wherever they occur, the brackets and words “(other than
non-sterile and non-measuring)” shall be inserted.

In the said rules, in rule 31, in sub-rule (1), after the word and letter “Class A”, the brackets and words
“(other than non-sterile and non-measuring)” shall be inserted.

In the said rules, in rule 36, in sub-rule (5), after the word and letter “Class A”, the brackets and words
“(other than non-sterile and non-measuring)” shall be inserted.

In the said rules, in the Second Schedule, in the table, for the word and letter “Class A”, wherever they
occur, the words and brackets “Class A (other than non-sterile and non-measuring)” shall be
substituted.

In the said rules, in the Third Schedule, in Part Il, in paragraph 1, in clause (1), after the word and
letter “Class A”, the brackets and words “(other than non-sterile and non-measuring)” shall be
inserted.

In the said rules, in the Fourth Schedule, in Part II, in paragraph (i), after the word and letter “Class
A”, the brackets and words “(other than non-sterile and non-measuring)” shall be inserted.
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11. In the said rules, in the Eighth Schedule, in the table, after serial number 7 and the entries relating

thereto, the following shall be inserted, namely:—

S.No. | Class of medical devices Extent and conditions of exemptions

“8. Manufacturing of Class A | All provisions of Chapter IV, VII, VIII and XI
non-sterile and non-measuring | of these rules, subject to the condition that the
medical devices manufacturer shall make registration of such

devices, under the provisions of Chapter I11B of
these rules.

9. Import of Class A non-sterile | All provisions of Chapter V, VII, VIII and XI of
and non-measuring medical | these rules, subject to the condition that the
devices importer shall make registration of such devices,

under the provisions of Chapter 111B of these
rules.”.

12. In the said rules, in the Appendix,—

(@) in Form MD-2, after the word and letter “Class A”, the brackets and words “(other than non-

sterile and non-measuring)” shall be inserted;

(b) in Form MD-3, after the word and letter “Class A”, the brackets and words “(other than non-

sterile and non-measuring)” shall be inserted,

(c) in Form MD-4, after the word and letter “Class A”, the brackets and words “(other than non-

sterile and non-measuring)” shall be inserted;

(d) in Form MD-5, after the word and letter “Class A”, the brackets and words “(other than non-

sterile and non-measuring)” shall be inserted,

(e) in Form MD-6, after the word and letter “Class A”, the brackets and words “(other than non-

sterile and non-measuring)” shall be inserted.

30™ September, 2022.

[F. No. X.11014/10/2022-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. 754(E), dated the

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.
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