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T 3T TRATT FITT HATAT
(Famee ST aRE Fearor fasm)

CIPECET

T2 foeett, 20 frawae, 2022

qr.ar.[. 710(s1).—=ET e Fem, 2017 s Feted 3 & o swfaas =t #7179,
o et TahTe, oty e sramere At srfarfe=aw, 1940 (23 F 1940) it &y 12 it IT&mT (1) 3T
T 33 T ST (1) FRT T ARRAT FT TINT FId U, T8 FIT TATAT gid sl HATEAT ared THT
SFRAT T TR o (1T TRTTT FohaT STTaT 3 oY Uaagrey 94T & STl g o 3% wrey 3+ 9 39
AT T A7 oA 7 safsr g6 g 9 A7 39 918 FF= B s e e #w° 29 wre et
T T F TSI 7 TIAIT STaT &7 SqeTe FITE, SATUSAT

Feal T TEHE FIT U AHae sare & sfiae et o = & 919 g arett sl sfiT
TATAT 9 FF=me R s,

AT ST qATE, AR FIT g, ar Ta7 gi=g, (3uter), Tamesy sfiv TRa edr G, Jed
TR, T |, 434, o7 &, 9o ga=, 92 f&eet - 110011 F7 S9ivg #Fa7 S0 sorar drugsdiv-
mohfw@gov.in TT -7« #FT 10|

EIESCRE PR
1. (1) =91 ==HT &1 Ffehcar Fn (... Fered) =, 2022 F=1 o
(2) T F=w, T T 77T [AATEE 7 g1, Tora= | 3 Sifaw Termer i ardrg T Taqret g

6249 GI/2022 )
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o

2. ferfercaT e @, 2017 (P =8 =8 T7q 36 a9 g1 747 §) H, 72077 1T % T4,
Feferfea sream Ml sia:zefug BT ST, srerra—

" '
FUft & (F- L= ST / AT A-ATI q1er) F=rfohear ZReAT &1 gshiweor

19 (1) T AT, I AIAT i qgell SITLAT F AR, A0t F Ffevcar IaFe F €7 & awfiga

Tl - R i/ A1 AT AT RAAT 9 AR R

(2) 3u-fFaw (1) # Afde ~fErET gt #1 =0 szeg F o e vs RaiiRa staares oea 5
HTEIH & TOrEa AT STl

19 s1(1) foret FrfercaT gikeat &1 RfAwTaT "RifEFET gRea 5 fg staare yoreh” o= s E F
o su e g & wefta sa-fa (2) # Riftfds S sraee sam

(2) fafaatar ffeferfag S Suee Fa:
(i) FAfRwTT Torer &7 979 < qar
(ii) FerfercaT FiAaT &1 =T

SHRE | Fie #T AWER MR | Aied #@edr | et | [Eir i | s [REIGIIE kN
Gk e afaffem, 1999 F | (@fs #g | SwEmr EIED (@fT @y | (@ AT ED)
T TS ) ) 2)

(iii) fafaHTar 77 aqrd gu a==ag & & geartaa e I Ml & Jo9F1 Sqg=T & qqa, Ao &
FrfeeaT Fiw (7- == /AT I-AT9 a1e) 2l

(iv) TfFwTar FF-SmIET 9T & 78 ISeae UH gReaT S qeaT i Aared & sfHar Rt fi
ST F ATET B

(v) fafawtar e gftr fem, 2017 # MaiRa et % soras S &= w5

(vi)y TafRwTar s Afeaq geareaRa =0 Ioc@ #T aaqad 6 @ gT &f 15 ATERRT 97 3
JTHTIOT Bl

1957 =9 TS & forw erfu stars e gie Jormet 9% F=9 1997 % sqar Sudad 991 /U
ST % aT& TISTEE 0T S&AT Fiord g1 SITusi

19 & (1) #IT @ =afe S [Faw 19 (1) * qga @t «ft Rfear e F 1 s F@T I©aT €, 98
"Rt et F taeTe Jume” 9) deEdEor & o sg RfEr g @ @69tem se-Fewm (2) §

TATHTO STTATS FHET

(2) S ATAH ATATS FHEM,—
(i) AT T ATH S TqT AT AT T2rer 7 777 3 I
(ii) FerfercaT FiAaT 1 AT

S TS FTATH | Aie d&Ar | sreraa Ao #ir | (3R | FgEr ey
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(iii) ATATTF Tg Io@ FIA gU UF FAAGH T [ TeqTad i< I (AFAT AT TIH ALAT 6
FTET Aot F rfrcar IiRe (- Fereer /AT I7-779+ a1e) 2l

(iv) STATa TF-JHTOT T o Ieare U giReat i qeear siw Foares & sifqa Rt i
ST=EAT % ATET gl
(v) stmaTaes fatehear ik e, 2017 & [eifa AT % SAqarae ®l F-SH0 Ha)

(Vi) FEH TTTEERTT ZIRT STRT o0 0 9 291 § fageft Afamtor e« 77 wfaee ar @997 ast,
S| 98 @ T Fer S, i F\-werea i 3T agE SR arteer Ry S Migew
IEEIRRIREED

(Vi) SIETaE ST ATEaq EaTed™d 38 Soa@ T ga9ae & aad T &f T AR a7 37
STHTIOM 2 |

19 2. TH TATS  forw womfuq "ffehcar geal & stiqars e 9% =9 19 57 % A a7 & qq
T o qTE, TOTEL 20T AT giord gl ST

19 3. AfRwTa/smaTas sraet fashT v Fawer & g [AfRwty/srETa @ RE @ im [fRatar stk smamas
AATIT TIFEAFTRAT F AU I RS, A9, ITINT F AL T&IT HGT| ATATIT AEhrr Forelt oft
g AT, TEaTasii &l AN FT Ghd g S I[uraar AT AT Seeft Tawaarst a1 et it s=
T g6 gl
198, ST ATATTA TTTAFHIOT AT HFA A ATATIT TTIEHTOT, &1 ft AT gl afs Sah 1 § WrEdsa
=f<F qut &7 & I7 fandT o RrfercaT gie & dey # 39 sream & Rt & Y smaem &1 a8 @
I &, A Woreiga g 7T =iRe &1 9 ST9r FT HIOT AT AT HT IUL <A & AGEL T& FH
are, & F T 5@ T F7 seer iika = oAy strw, forfaa # wor gara g arew gy AForedwer
AT TE FXA AT 9 Ja1% & g oy ag Sta qu=, [Aefaad < awar g1

TR FIE FATRE, T9T ATATIA ITHIOT AT Fest T ATATIA ITIEHT0T, ST oft 9T 21, 5T uTie
AT | AT 8, AT a8 U ATIAFIOT  <er it T ITH B 6 dGareiie oA & fiae, T g9 ar
Fea T FLRT, ST AT ATHAT BT, T I FT THaT g, AT 5T LRI AT Fea 1T GLRIL, IF AT ARAT HT
A, & AT A T TH T HAM AT TET AT HEOTErT Heir|”
3. I AT AT ArET aqgEt H, "ge A AT S ad ofivw F qgq aeil #, F. ", 7 % TA,

Faferfea afafe siaenfa £ soft, srata—

"8. ot F (- T T / AT - | BT e =9, 2017 F =17 IV & a4 Jaem,
A 1) T IREAT #7 | 39 o & otefia B fasrar == [ % st e &
T AT U RAT T TSTEL 0T FHITUIT

9. Uit & (- LA ST [ AT - | =T gie =9, 2017 & weaqm@ Vo F a9 vmEgm,
AT ATer) FrfehcaT RAAT 7 T | =7 o & T @ & srmas =9 [Fga & o M=

ATETE U RAT T TSTELT 0T FHITUT|”

4 3 Aot ®—
(i) w13 94—
() ST (2) H, “Hoft 7 9real & TAT ¥ "3fi¥ A0t @ 9=t § uger et o=,
3o 3 Frge sia:eriua fohu ST, st —
"(¥T- TS MY / AT IE-HTIA 6 TATaT)"
(@) I (3) H, "ot F" eTERT F THT S "AT AV F" eal F Ugd  HHferrad 9Teg,
3 ST FIYF I EATHOq fohU STUAT, srorra—
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"(¥T- TS 3T / AT AL-ATIAATA o SAATaT)"

(i) = 14 ¥, "9oft F" orsal & AT T AT Ait @' ol ¥ Uge Ml ores, 3 Sl
FIF AT EATT T STTo, sreria—
"(#¥- TS AT / AT A-[TIA AqT)"
(iii) =7 20 ¥,
(F) ofTd= &, "9off " 9TeaT  TET ST "STTAT AT @ &Tea1 o Tgel (e ad ek, 3h
AT FIYF Fq: TATHOT T JTUTT, st —
"(R- R Y AT XA 9Tt 6 SrAran)”

(@) SufaFs (1) , "Joff F" ore T F TET T AT At @ ereat | qgel Fetated ores,
31 SfiT FTgF siq:eaTiuq oo ST, srata.—

"(F- T AT / AT AT AT & AATAT)"

(1) SUaH (4) §, "Joft F" eal F THAT AT A AR F{F "TET wHS-5 H Al
e & gz, Meterfed aes, o siT Frgs sia:canfug fro s, srata—

"(FT- T 3T / AT AL-ATIH AT o FATaT)"

() A (4) F 92qF (i) |, "0 F" 905l & TATq A "Frfehear AT, o, a=af &
Tl Mo oTeg, 3fiehs 3T YT Jq: AT T ST, 7o —

"(FT- TS MY/ AT AE-HTIT a7 o FATAT)"

(iv) e 31 &, s9f9=m (1) &, "Joft " 9r&at & TETq 3 A7 AT G 9qeai ¥ Ugd Hetead
9Tex, 37 3T FHIgH AT xTiua fh ST, srqia—

"(¥1¥- T 3T / AT AL-ATIH AT o FATaT)"

(v) = 36 #, Sufaaw (5) #, "Joft " 9real & T T AT A0 @ 9Eal F T HeferEd
9Tex, 37 3T FIGF AT TATIUA FohT SO, srqia—

"(F- TS ST / AT AL-ATIA AT o AT

(Vi) THLT AT |, ATt |, "SI0 F" 9Teal Sgi |T T BT &l "l & (- T2 oY / AT -
T AT o FATAT)" 9Teal, el 3f¥ FIgehi AT Tiaeariod B Srom)

(vii) e ST |, AT | 3 ST, T2 1, @ (1) % a3, "9of F" eea % T A AT 20T
g" st | Ugel T ores, 3 T Ry sia:emiod oy ST, sraid—

"(¥T- TS 3T / AT FE-HTIH AT o AATaT)"

(viii) =TT STEET |, AW 1 % sasid, 977 (i) F Srania offvw #, “9ft F ereal & TETq Y
“FarfehcaT Fh” oTeal | Tgl MHoIiad 9068, 3 3T Hrge fq:eATuq vy o, sraia.—

"(AR- T MY IT -/ 1 6 STATan)”
(ix) offers #,

(F) T=T THST -2 H, G37 (1) #, "0l F" «&qT1 % TAT ¥ "3/ 32@Er Avit G aeai o
Tgdl, Meeed 91eg, sfiehs oiiT wlgs Fq:TI1Od /U ST, sraia.—

"(f1¥- TS ST / AT IX-A199 ATl & FATaT)”

(@) T THET-3 H, ot H, "Joft F' 5] F TET T "Sl¥/ AT Hoft @ et 7
e Aerferfed orss, siw S Frge &g Fhu ST, staia—

"(#T- RS 3T / AT AT-ATIT FTr F FATaT)"”
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(1) & THEN-4 H, offdF |, "Jvft F e’ F TATq M7 "SH/erAAT A @' oeRi 7
e Aerforfera orss, s S Frge e fFu s, staia—
"(F- T AT / AT AX-HTI AT & SAATET)"

() T=T THEI-5 H, SdF #, "Soft F sl & T S /e v @ oeat |
Ter Referfer ass, i oiw rge sia-efog B s, srarfa—

"(#T- R 3T / AT AL-ATIT AT & AATaT)”

(T) =T THET-6 H, of i &, "IAoft F" 9=l & THET AT "Sf/erHar Ay g oot |
e Aerforfer orss, st Siie Frge siaq:eamug fru s, staia—

"(F- T AT / AT AX-HTI AT & SAATET)"
[®T. &. Ta.11014/10/2022-313717]
Tf. AFGIT . AU, €< afaa

feoqur, T e AW, 2017, T § srteeg=ET /. 9n.#6. 78(3r), aira 31 s=a<t, 2017 3T
et T 1T o Sl srferg=aT &, anan. L (), I .. T Sfawa: Fentaa o
TT |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 20th September, 2022

G.S.R. 710(E).—The following draft of certain rules further to amend the 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 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 seven 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, 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), after CHAPER I11A, the following
CHAPTER IIIB shall be inserted, namely:—

“CHAPTER IIIB
REGISTRATION OF CLASS A (NON-STERILE AND/OR NON-MEASURING) MEDICAL DEVICES

19G (1) This Chapter shall be applicable to all non-sterile and/or non-measuring devices classified as Class A
medical devices, as per First Schedule of said rules.

(2) The medical devices referred in sub-rule (1) shall be registered through an identified online portal established
for the purpose.

19H (1).The manufacturer of a 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 manufacture shall upload:
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Q) The name and address of the manufacturing site.
(i) Details of Medical devices
Generic Brand Model No (if | Intended use | Material of | Dimension (if | Shelf life (if
name Name any) construction applicable) applicable)
(if
registered
under  the
Trade
Marks Act,
1999)
(iii) An undertaking from the manufacturer stating that the proposed device is Class A Medical Device
(non-sterile and/or non-measuring), as per First Schedule of said rules.
(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 prescribed in the Medical Devices
Rules, 2017.
(vi) Undertaking duly signed by the manufacturer stating that the information furnished by the applicant

is true and authentic

191. After furnishing of the information as per rule 19H, on the “Online System for Medical Devices” established
for this purpose, registration number will be generated.

19J (1) Any person who intends to import any medical device under rule 19G(1) 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,—

0] The name and address of importer and the name and address of the manufacturing site.
(i) Details of medical devices
Generic Brand Model No (if | Intended use | Material of | Dimension (if | Shelf life (if
name Name any) construction applicable) applicable)
(if
registered
under  the
Trade
Marks Act,
1999)
(iii)  An undertaking from the importer stating that the proposed device is Class A Medical Device (non-
sterile and/or non-measuring), as per First Schedule of said rules.
(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 prescribed in the Medical Devices
Rules, 2017.
(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.
(vii) Undertaking duly signed by the importer stating that the information furnished by the applicant is

true and authentic.

19K. After furnishing of the information as per rule 19J on the “Online System for Medical Devices” established
for this purpose, registration number will be generated.

19L.The manufacturer/ importer shall maintain the records of manufacturing/ import along with its sales or
distribution. The manufacturer and importer shall produce the records, labels, Instructions for Use, on
request by Licensing Authorities. The Licensing Authorities may verify the records, documents at any
point of time and investigate quality or safety related failures or complaints.
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19M. State Licensing Authority or 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 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 provision of rules under this chapter.

Provided that a person who is aggrieved by the 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 the
order by such authority, 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.”

3. In the said rules, in the Eighth Schedule, in the table under heading “Extent and conditions of exemption”,
after S.N. 7, the following entry shall be inserted, namely:—

“8. Manufacturing of Class A (non-sterile | All provisions of Chapter IV of Medical Devices Rules, 2017,

and/or non-measuring) medical devices | subject to the condition that the manufacturer shall make

registration of such devices, as per Chapter 111B of these rules.

9. Import of Class A (non-sterile and/or | All provisions of Chapter V of Medical Devices Rules, 2017,

non-measuring) medical devices subject to the condition that the importer shall make

registration of such devices, as per Chapter 111B of these rules.”

4. Inthe said rules,—

(i)

(i)

(iii)

(iv)

(v)

inrule 13,—

(@) in sub-rule (2), after the words “Class A” and before the words “and Class B” the following
words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(b) in sub-rule (3), after the words “Class A” and before the words “or Class B”, the following
words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

in rule 14, after the words “Class A” and before the words “or Class B” the following words,
figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”
in rule 20,—

(@) in the heading, after the words “Class A” and before the words “or Class B” the following
words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(b) in sub-rule (1), after the words “Class A” and before the words “or Class B” the following
words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(c) insub-rule (4), after the words “Class A” and before the words and figures, “medical devices
in Form MD-57, the following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(d) in proviso (i) of sub-rule (4), after the words “Class A” and before the words “medical devices;
and”, the following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

in rule 31, in sub-rule (1), after the words “Class A” and before the words “or Class B” the
following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

in rule 36, in sub-rule(5), after the words “Class A” and before the words “or Class B” the
following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”
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(vi) in SECOND SCHEDULE, in the table, the words, “Class A” shall be substituted with the words,
figures and brackets “Class A (other than non-sterile and/or non-measuring)”, wherever it occurs.

(vii) in THIRD SCHEDULE, under Part II, under para 1, clause (1), after the words “Class A” and
before the words “or Class B”, the following words, figures and brackets shall be inserted,
namely:—

“(other than non-sterile and/or non-measuring)”

(viii)  in FOURTH SCHEDULE, under Part II, in the heading under para (i), after the words “Class A”
and before the words “medical device-", the following words, figures and brackets shall be inserted,
namely:—

“(other than non-sterile and/or non-measuring)”
(ix) in Appendix,—

(@ in Form MD-2, in para (1), after the words “Class A” and before the words “and/or Class
B”, the following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(b) in Form MD-3, in the heading, after the words “Class A” and before the words “and/or
Class B” the following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(c) in Form MD-4, in the heading, after the words “Class A” and before the words “and/or
Class B” the following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(d) in Form MD-5, in the heading, after the words “Class A” and before the words “and/or
Class B” the following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

(e) in Form MD-6, in the heading, after the words “Class A” and before the words “and/or
Class B” the following words, figures and brackets shall be inserted, namely:—

“(other than non-sterile and/or non-measuring)”

[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
31% January, 2017 and last amended vide notification number G.S.R. .......... (E), dated the..............
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