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‘T i iET seaTr e
(e AT qfEr Fearor fawmn)

Ffer=T

% foeett, 28 smrea, 2018

r.&.fA. 817(37).—sAotd ST yomed aralt A, 1945 &7 3fi¥ Ferrer= 2 & forg wiqer [y &
fertertera aTew, {59 % TERTe siue qeheht GaATgRTT ars & q2rwel F Siofer i yamee araeft srfarfaa,
1940 (23 F 1940) Ft T 12 3f¥ &7 33 FIT Tao RFAT FT TIRT FLI g, THH FIT TATHAT g i
e ater aft srfteat i s F forg yetfera At srar € sfiv uas g gEer & S g s
= T 92 39 ariE 7 garens oA i sraty a9t g 9% A7 39 a1 =T AT srow e arie
T T 91T 99T aror AT F TOSaS fY =T STAar 7 SuSey FE AT

7 AT g 39 S srafy & fiae ft f =afe & e g arelt st s qEmet W
IEEIERERIES I

srafrT &Y aETE, afe FE gl, a1 wa gtea, (Sfd), e i aiE T § e, q9Rd
qHRTE, FAT |, 4141, I &5, Faror g99, 75 oot - 110011 =t s@fua & smoosrerar drugsdiv-
mohfw@gov.in 9% 2-T T ST

ey AT
1. (1) =9 F=wt A sirofer sfiT Jomee ared (... Hevee) 9w, 2018 Fgr ST
(2) o T T TS | A SATqH TR 0 aig | AR gl

2, St o e qrRit 9w, 1945 (S99 T4Td 3rg S (99H gl SITuT) § 979 67 7 % 7% 37 9T
VII & ager fRsferfera s« VI v enfeer B srosm, srere -

5054 GI/2018 (@))]
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‘““mTvig
£ wrfet grRT et it fhy
67-7 TRWTYTG- 9 AT & S a 6 g # F=rar afdra 71 gi-

(F) “S-THTHHEL T 12T g TRt aadee STTaT 7T Tael = IS o HTLAH 7 o2t & oo staam
Toreht, Tetsh, Taei™ 79aT feshl gq T&a1d o &7 77,

@)  “S-HIEET A’ F 9 g TH AN F dgd S-FIH F F F TaET g S-FrHE dS{ o 41w
ST FTIUA AT AT FIE o AT Tl qeed AT KIS AT TeAFSI 4 Al

@M ¢ FHEIT ATSHIRRT YT 7 9T o YIS o o0, Fald AT @ e & sfesd 8-
sirofer ve yemes arasft (e, 1945 % A 21§ g (@) F dga FeeEa arsd R srres;

(@) “gEEr wutd ag AR S Gl ostea FfEes g geatotea ar Gl st mreaw |
farferera geareria =0 & et TRl i 3@ 39 i 33T it 7 39 F o forar s g;

(F)  UT-HTHAD & ATAH | TRy 7 o1 § S-RIHAT o "TeAH F GaEAT [aht & G Fohel oT&adaret &l
siroermery A1 fareT faferce T, Qrerfor am srqeeTe sene &1 et ster =atn & faeh,;

() I MERT AT A K, ST TAH TAT 8 (b 3@ AN H TRATUT T2 8 9iqg uiS U qEea
arnlt aferfaae, 1940 T =8+ dgq a+ et § gt €, a8t o g |1 99 3vg 39
srterfaam =1 Rt & wwern Raiha o o )

67 o1, famT dshisreor S-wriedt 1 37 AEwl F I VI @ & TR g9 it arilm & FrE =af<r S-wrAe dea
= ATLAT & AT 1 Taraqeor 7 e, $=Teor, Yaeiq a1 &g % J=q1a 7l HO1T 59 aF dg F99 67 T
¥ dgd ISt 7 2l
(2)  S-FTHET TSHTOT 9T S-BTHET TIEe | WTeAT GaaT fasht % o sraer e 9T & e gil
(3)  E-HTHET USTIRTUTETTH S-RIHET o HIEAH & AT<9T I TG S TF 6 GHT S-FHIHHT GolIHT0T eTveh

g fafAfese sty & fae aTes | 9Teq 59  SATHIL STl hl qaeqT HIT AT Trg T&Td
FH

(4)  E-HTHET ISR T UTE T Wt & forw urgs agraar i o ffaew
LT ZIAT AU ST TodTg o At q1dl (&9 F9 | FF 91 He qol:

Ford T3 TTE FRTIAT F qiAem g | usihd BHIRE ZRT ST ATEH & T97q1 F7 TaTa TTgh
SETATEA o ATETH | T

67 . S-BTHHT T F HTEAW F Giora AT FT Thed-(1) S-FTHAT TSHHI GTF HT ITeH °F T69 F ATeqH
T 71 T ser {fF & wred gEAT A S-wEET gsitwer grew gy TR s 3Rem % forw oy Agt e
STTURTT 3% 7 &1 =9 3t ot=7 =af=p &1 ware o sromm)
(2) E-RTHET AST=HT0T emeeh UEt AT il ST Tareey geeft 3gedt & forw = ofe s oft srifera 21 s o
AT T TR 4T ot ATHAT BT, T T&TH FHH & o0 wdeqeg g
(3) g S-HTHHAT T oTeeh qTeqq | T S-HTHAT T SATETT HATerd FE g @ A § =If{a B sroem s
F T ATHET T TATHAFT T,

For TohelT ot AT | -HTHET qIed & d1eq87 § ghora AT Sidtated T 0 sfiwst &, Gt ofF
HTEAH T WTLA o STg< IO AT FSTRA 781 (haT ST
67 3. S-wrTHt F usiisreor % forg smaws (1) Fre =i~ ST S-FEE F1 T=Tq™T FATH FT T5gF § 98 R
TTHTT % A AT TIee F AT F TET FF T hald ATSHET TTAFT B G0 J&19 F2 6 oy
ATera FHE
(2) T & AL FAAT F ATT A AT TTI-T5 AT 6T AL T AT AT AT

(3)  FerT ATSHTET FTIEHTU F I &dh § [ TS S BIHET o6 < BIHAT GSIHLT % STAETT &g Fls SMaad,
T i H A GaaT o7 %rasi a9 Ty gel €90 S G F 97 R
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67<. T FTHHAT o TS(IHLT T 9T

(1) < FIHET FT T HF GAAT THAT0T Afz®, 2000 T7 306 refi= o 70 [=ey & araem=i i
AAITAT HTAT T

(2) TR 7 TErEor MO TET SO 97 Feal ™ Tt AqET 19 YR & 3a< et off =af=n 1, <
Frs AT g, Toeh AT & LY aarar s

(3) forely sirarfer iy srafd € wreieht wder % wreaw @ giora FeRdt srET ST Saeft Frae & Srusft qur
TH THIL & AT99 Hl NS & 7 §  BEAT G707 g1es g o smoa e B feaeor
TteAterd g
()  ATZE 9T ST S BIHET Geel U< Tqeile FhT 70 qerqel § Jootad siuterat &1 e &%

TZT &, T AT, TaT TIT A AT E ATl

(i) Tohar/saT Heeft FTaw &t [t qour w7 g, qor
(i) SArofer & AT, AEAT, 99 G€AT ATAT Al HEAT, FATH Hf ot a1 [wiar & am

(iv) dsiigd wEET T9Th F gEare/Riea gearde afgd dsfiweor |@ear & gty © Rt
USTYHTUT T T ATH TAT T9T

(4) ISRTOT 3 el FTETT B ok HAUTH § IS e gid 9% T BT TS0 g Ay forfea &
FRIT ATSHIET IR0 T Fi=rd FAT SR S FH & difaems § #1E ggara grar ¢ af 39
FAHTH TSI T gaerra w9 6 [@fr 3 sfeeraw g 7t & sate F oo aw qwe
STORTT ST 9 T 26 2 gedra fohU 0 |faem artar 8 % 919 9% ATSH 6T IIfeeRar F #irs

TAT USHRTOT A o1 dT ST 2
(5) TATIF AT T ATATET qarsd stfef==w,1985 (1985 FT 61) & T&ATTH TAT HT:THATH 377 3T
Srfer ST STETe ARt Faw, 1945 Y sqg=t X § [iate Sfharewy & AL o arel ey %

T H T RHIHET TS0 813 § BIHHAT Al a7 qohdT 2l
(6) = HIHHT, T HIHAT Treat U 7% faawr Seafera Fam:
() =T 21 %k § AT TSR,
(i) RH T ToT FHIAT STEH TR, ATHIRN ATAT S-BIHET % TATHA AT ARAT BT AT,
(i) S-RTHEY TS T AR A, T FE
(iv) =TiSTT®ee ST TeTaT 7 A1,
(v) Efaafa siofert F arfueh daeh i,

(vi)  OSTrRTor wTATERE T ISsheoT ST |igd A8 997 39 R 9fug &1 71 Sed st
T USRI FATAT &, S Suter Eafed wed | qF Haterd T2rael &l ¢ a7 &

(vii)y IR A, ArETES |, -0, I4T Gigd S-HrHET w1 9 geeft fHeer,;
(viii) E-THET qréa aAT fEwEa Remr 95 92 fwea weqa F3 gq T

67T. S-THAT &l GSMHIU T&TH FLAT:- (1) TET 18 T | SATAGT % AT T 0l T2 AT 3T Feqrasii =l
ST o TS ATSHRRT ATIERer UHT oM 7 Fwriars, i g g1, &% Tohar § 57 5 saeash a9=r o7
qHAT S,

()  =f% 7g 972 AT & & =0 AT % WEEEl F7 AqId AT 747 8, af I87 21 Fi% | Jaes
T TSI T0T T&T (63T ST,

(i) =fe =1, O Faw 67 var & oaig o 0 sraee f adre & 30 foet & satar % ofiax
oI & &7 T 1T 10T} o Aot = STaa| &l Teaishd |l a1 57 9ehdT &,
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(iiy T WAL H, TET ATSHTET TIFAHTOT 7 T A9 T=ar g B araeq & F18 F0 § ofw =
T T ST FohdT g A7 Fed i ATSH AT STrerwer 30 faAt it srafer 3 sfiaw sweras #°r =9
et = fow & gi=a wa,

(iv) @ (iii) F savq gi=a T S F aT8 aeandl ATSH R AT ger Heita uF
At srafer & fiaw =7 FEAT § U T 547 2

(v) UH HTHAL § STgT smaadsdr @< (iv) § gaiia ooty F ofiaw =9 A § gum w741 2w
SUTETT AT ST TEATAST ST FITAT &, AT ATSHET ST [A: SATAGH Fhl ST FHAT
TAT I HL grar g Foh T 90T % ITFETAl FT AT 7AT 37 ¢ af 789 21 ®F §
TS T IS0 TRAT STOAT eroraT Afs a8 L gl 2t ar 30 faet At s@tey & fax
TG T AEA I AT ST ThaT 2

(vi) Tt ot S-reElt 3 OSIIeer o 918 I8 heald ATSH o GTieseor at qurameant & o
TAATS THT-T9T ¥ AT JaaTse T At Iofisha S-BTHEAT AT gHag FO)

() == et § PR a=x ¥ arage areERE wftmr G f @ aEes @ aswe = a
THIY FT GHdT g o1 g9 § Tg L Tal gl (o 6 ATIHAH STITaT TH AT % dgd (el
UGN F FRUT 6 qAd ATAT THF AqId T&T hel ATZHE F T3 w0 Foram
qATTH o FT0 a8 AT SULE Toi & o =0 AW % ot arede ya= fhar stro oa
ST AT AT AT ATSHATF o FAfa T S|

(3) wIE smaws o1 3T A=W (1) F T8T FeatT ATSHRR wrierw<or &% [t & §qE 98 8, 78
A=t o= wrm g i arfie & 45 feAt F fiaw w@ee v afaw searr @ereT § e
ALHTE  qHe TN FT Foham g oy T ST 3 18 97 et SrieepTy % g qaars
o S % forw srame fRw st % are 60 R i srater & ftaw =@ srdier 1 fRoer e S
LTS

671, S-HrAHT FT rafdw AOEr- ag e Sgf -wret w1 w1 FAoares G s & Sher sas
a9 § 37 o | fForasar ara FOwst 3 A Ay 3k oA ey et T ArsH e rieeRr g
ITTERd ATERTIAT o T & ZIT (R AT ST

679, S-FTHEt & STw sfrafer w1 wfaaeor sraram fashr 2q ahmam:- (1) -t 9éa & Sw wre aerwet s

B UT S-RIFET USROG A A | AStigd wEaEe qated TR fFEeer s g w3, astind

Afewa Sfeeeme & MRemaa = Sufert & SiEaaee F o7 o SAEedT FT 96hd § T3 SAET Tgo o [&aaeo

EERERIKIDIE]

2) -RTHET dStRer omees o s-fam (1) & aomet -y B g, sirafer va yemee arnft siferfeem,

1940 AT THH HANT (FIAAT F (AT el GaIT AAAT TTF ATSHH TTH FHIAL 7 qroier 1 Faqwor Fam

TAT ZTHAT AT 6 [0 STEAT F

(3) wterafa sirafert & fEeor =y, Teft 3 e afga S-wrieft Téar e @ ST

(4) =-gfeweer * ATHer ®, IFEwee F1 S-HRTEH TS q¥ TTAT STUIIT q9T vy A grer R

ST

679. S-HTHHT GSHiHTor it A5QT - TFT 21 Fh H THAT SAE T T TSI AT FHLA T TG & AT
Fut it srater & foro e g

673. S-HIHHT GSHHTUT FT THHLT — S-HIHAT TSRO g1, S T=7 21 FF § FI7 67T F q8q 9f
TSI T AT FHIAT ATZATl 8, al SH TATH A 9 FT ok =T 18 F | AfHfase
FTEATIST A2 T=T 18 ek | g FHe|

Ford o AT ISTHTOT o TAHIT g AT JLaT THT g § Td AT A& S0l aerdr qHred g
I ATg o a< FRAT SITAT & a7 USTIehauT siaad < a9l T 29 deh ST LT TSTIeReor ST&rdT &l
THATCT HHAT ATOT AT THF TAH0 gq ATGGT JLdT THIT g & Fg JTg & &< dgl AT
ST
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679. <-wIAAT F HTEAH @ AufEAT F fAwma w Ay, M f Swd =TT a1 R v feme
0T AT Foheft v HITS AT a2 FoReft oft Sarrsred fohefT sfrarter 1 A= gt <

674. ushiseur #1 e a7 Ao (1 aﬁ%wrﬁﬁwﬁzﬁwwaﬁuﬁrqawww
srferfaare, 1940 ﬁ?éﬂﬂw%%ﬁma%‘rsmw FIAT §, Frald ATSHIRAT TTIAFHTOT, S-FTHET
TSI TR R, UHT ST F47 T 919 3T S0, &7 aq1 &7 37a9< a9 % 978, S0e9l g a7
forfera & 10T &7 AT F2d gU, Ul &l UHT SIate, ST I8 AEeds 99, 6 o Hetfaq ar
=g wam

2) U T-FRTE GSIRTOT Teh TSRt OStsheur hvald ATSHERT ST 5T 3u-faw (1) & a=a
feifara o e e 1T 8, UF TITEraTl 1T Q9T il I ITed g & T o & (&<, Taresy
Y IIRET FeaTor HATAT, AT T Rl T FT TFdT g, T TEH, qAdiAHhal wi gaars Fi7
AFET TG LA o 1%, UH AL T L FH, T FT9H (1 AT ITH LT R

3) afe -wrHeht Ushiwor ermee &7 aredw, ST % Faw 67 9 % su-fAaw (2) F Tgd waE § Ay
T T g, &1 = sfdw oAt g A Gy Smar 8, 97 Few 67z F agd e Arsa e
ITFART0T GTET Wacd S-THET Usiieneor, Tt T2y M a9 S|

679. fRrpraa Fuem srdd, (1) =fe S-wr % aream I Gt sasrerar w1 e e a1 femadt ar
Waﬁﬁmﬁwﬁmmaﬁﬂﬁraﬁwﬁaﬁaﬁﬁ%ﬁwﬁwwﬁﬁwaﬁwﬁm
ST ATSE T yrferarer § o oft 9 & e Sar €, Sar ft arrar gy, & a7 e & w74
AT B

(2) SU-fFFw (1)# Sfeataa aqEr T v g 9%, TT sty [ a1 5= oft 9gq ™ & e
SATAT 8, SOTEr T T FTHAT AT, 1940 9T 39 qvq a0 U Fawi #§ fHfafEse gt
& SETE, U it o 9 At a9 ¥ forw wrars wem)

(3) IU-F=w (2) § Fm AT [Zq S F ATas(E, ITHTFAT Hl ITHFAT S ATIT=aH,1986 TAT I8H
ST aATT T 2T % Ggd Wgd HIT FT SATeERTT gl

67%. T-HiHdT i AT - (1) S-FTEwT IShReT 9T FRT-9T I¥ it £ suersyar, faehr F oy
QT Y TS SOt % WHTd, St i Rt g, 9sfisa wmiteee, astea i sarear (7t
FIE ) W7 sfufer va yorem arft stferfaas qom sa qga aaru v At £ el o sraeawarsi &
Forawor & Fafera ST S-HTHET e 9% TEAT ST IH AT BT

(2) FrT ATSHTRRT ATfErRTor e T ATSE T wTieeReor siufer va yeree ardt siferfeewm, 1940 FUT 39h
Ted AT 0 fATH o yraemet fit srqurerdr gRtaa we F oo 3w faw (1) § =0T stiwet st g
F sratas w7 7 AT

(3) == gt & fAfga et o2 off famT g wama =19, S ArgetET wfeeor storar T ArsafET
STTEReoT, ST T AT 21, Rt ot F9 S97ae o 9T & SIS 8§ 39 54T T=1 &l 3T FI 8q
oY oft S-oraefY asfrereor e it fAwer 3 ashar g e s uw siwferay st 6 1€ 8

TEAFHI: T W F TAS F g “Hured s a0 F7 7o §, S-RHEAT IS0 g7 g1 9T i g
TEATTHT TAT I AL T A 61 T2 SAATEAT T STAMEH TR AFHET THAT ATAT Tz
g1 giord fohT 70 = ARt AT Y e

679. g A fit RAfY- Fz avFw #1 33 =7 9nr F qga [Reiha q7F F71 qa Jree F /e
SAAT TAFSIAF AT G a 3NF TSIaT, FEqLaT Treft A7, 95 faeeht- 110001 sr2ram S i a=iar & o7
FoReT oTmaET oaT FET qHT § T Y TRaTT FAT0 HArad g0 Ategiaa avF et 5% § B
STOATT ST 36 o offT “0210- FefehcaT i S &aress, 04- ST9 #aTe, 104-9F ST AT & dga Star
eI

3. 3 Mawi ®, TET 18% F TLATq Meteriad T&9i H1 ATHe o SITus, sreia-
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‘9§79 18%F%
[ 673, 677 T 6749 3G]

S-HHYT % wTEAw § shwfEEt & g, R, seror sraEr yedw et ey §g y=E # g st
Foar Ao f w9l YT A

1 FIEH o, 2L S S-FTHHT o ATEAT | SOt T AT
et A, 1945 1 sqg=n X H RfAfds s & s aufy s gayarEt @
srfarfaa, 1985 (1985 FT 61) F TATIF 3T ATSHICUH T ATOAT & qTgq FaAL 6l T Auteray & fae s
Sirofer &t o faaeor srerat forsht 3 UShawor sroram Aeheor g Uag g7 e HYdT g/ Fd 2

2. FAT ATAEH AE AFAT TAIUE ATAT FAAT FTAT ATWEILAT ATAT HIHT QT AT eam
AT &3 ST2ET 317 Fils A g, Y107 qigd e 3

3. S-TTHET T T TqT.cece (ATH, TATH, T G99 TATS FT Ioqd i)
4. S-HTHHT & TATE BTHTREE BT ATH Lo e
5. THHET W JHANUA/AEREA AQER/ 9@ Jur ged aieEdar # Ja i

7. #, oty i wHTe ard FEw, 1945 F 90T VIg § garafEse gSieaeor red F74 & forw srafea
T oTqT FT ATAF FHIA FHT T <l gl

L2211 IR
SLRAEC IR

TEATET

GIERCRECIL)

srfersd gearerdy Y

Hra/arge/Rea g

AATH G G fhT ST qTer TEATAS AT TAAT

(i) Areress i IgA UF 9q 6 THO A uF via, Aeferia § F #712 uw gwmon 3y 9|9, e
IEST TS, T TTAT FTSIET ATSH, LT FTE

(ii) AT F TS KT f=Faor, F7 Tuvrzeford a1 qreater 1 fofies amafafordy aréatoa g ar
FOAT:
STOTET & STANT & Hag § TR0 TAET I AIAA S 6 TOHL I g goaaTed aiaem T30,

IR TTE T TgA, AqTa=l, TAUY T S-HIHAT  qTeqq F =1 T8 ey 7 qafeaq et
v =T o faeem

(i) S AT HATET GAAT ST ATAGF FIT QT T G20 ¥ Y[EAT 6 TATIA % 3297 | AITerd 2l
4. 3 RfRTarast ®, e 21%F F are, AR yrew ST S, -
“9€Y9 21 Hh”
[F=w 673, 677, 673 i< 674 9]
i.ﬁ%m%@m%m@ﬁwﬁ%ﬂwmﬁmﬁmwwﬁwmﬁ

EETCEU I PR 1 R
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L e, (E-FTHEY T AT T UGT) FT UG, SO ST THTEA
qrft W, 1945 # aqger X # s Sfameay i =ms aufy $i ATarat &
Fter=aw,1985 (1985 =T 61) F TATIH TAT T:TATAT AT o qId ATHHET sHotaray & fSre7 sirofer
T o foaawer, faswa WeTeor A1 gaET YR AT YEdTE ST O AT & T famd gq o A
T orat o siwter va wigd yore sfaf==w, 1940 Ud 39 siavg a+Tw 10 =at & srefie 2-

HTHET AT o oI Giieha 33T ST
2 R C R 1 2 £ A T THTAT T2
3 TBTHET s (TARTA/ATEATEA ATIAN/E-FHAT TZfA 6 ATeqq |
TR =T ST
4 TSTTehd THATEN FIATTEEE T AT TH GOTHTIT HEAT ..o,
FArT ATSHEETAT T
(BFATETT)
(AT TF T=AT)

g1 #1 ad
TGS heT T SiTOTer sfiT |ivad TaTed Afafaaw, 1940 F a4l T GHI-T9T UT HUeH & dgd ad
[GREIEIE LRI D

[®T. /. X.11035/1010/2016-ST3MT0H-1Te-1]

T FHTE, HF Hio
e : g A" ATSH=AT 9. TH.28-10/45-1= (1), qIira 21 fGHaw, 1945 & q8q AT % o197 | TR
fFu o 3 si sifaw gentge srfaeg=mT =, wran L L (3N) TG e F ATy T Fhar

T o7

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 28th August, 2018

G.S.R. 817(E).—The following draft of certain rules further to amend the Drugs and Cosmetics
Rules, 1945, which the Central Government proposes to make, in exercise of the powers conferred by Section
12 and Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs
Technical Advisory Board is hereby published for information of all persons likely to be affected thereby, and
notice is hereby given that said draft rules will 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 the 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. 414 A, D Wing, Nirman Bhavan, New Delhi -
110011 or emailed at drugsdiv-mohfw @ gov.in.
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Draft Rules

1. (1) These rules may be called the Drugs and Cosmetics ( Amendment) Rules, 2018.

(2) It shall come in to force after their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter to be referred as said rules) after rule 67H and
before Part VII the following PART VIB shall be inserted, namely,-

“PART VIB
SALE OF DRUGS BY E-PHARMACY
67-1. Definitions.- In this PART unless the context otherwise requires,-

(a) “e-pharmacy” means business of distribution or sale, stock, exhibit or offer for sale of drugs through
web portal or any other electronic mode;

(b) “e-pharmacy portal” means a web or electronic portal or any other electronic mode established and
maintained by the e-pharmacy registration holder to conduct business of e-pharmacy;

(c) “Central Licensing Authority” for the purposes of this PART, the Central Licensing Authority means
licensing authority appointed by the Central Government under clause (b) of rule 21 of the Drugs and
Cosmetics Rules, 1945;

(d) “prescription” means an instruction from a Registered Medical Practitioner to a patient, written by
hand or in any electronic mode duly signed, to dispense a drug and quantity of drug to a patient;

(e) “sale by way of e-pharmacy” means a sale whether to a hospital, or dispensary, or a medical,
educational or research institute or to any other person through e-pharmacy by way of retail sale;”

(f) The words and expressions used herein and not defined in this PART but defined in the Drugs and
Cosmetics Act, 1940 and rules made thereunder shall have the same meaning assigned to them in that
Act or rules, respectively.

67J.Registration of - e-pharmacy- (1) With effect from the commencement of PART VIB of these rules, no
person shall distribute or sell, stock, exhibit or offer for sale of drugs through e-pharmacy portal unless
registered under rule 67N.

(2) The e-pharmacy registration holder shall receive the orders for retail sale through e-pharmacy
portal.

(3) e-pharmacy registration holder shall arrange or provide the drugs, as per the prescription received
from the customer, within the period specified by the e-pharmacy registration holder at the time of
placement of the order through e-pharmacy portal.

(4) The e-pharmacy registration holder shall have a facility for customer support and grievance
redressal of all stakeholders which shall run not less than twelve hours for all seven days of a
week:

Provided, that the facility for customer support shall have registered pharmacist_in place to
answer the queries of customers through such customer helpline.

67K. Disclosure of information generated through e-pharmacy portal. - (1) The information received by
the e-pharmacy registration holder from the customer by way of prescription or in any other manner shall not
be disclosed by the e-pharmacy registration holder for any other purposes nor shall same be disclosed to any
other person.

(2) The e-pharmacy registration holder shall be duty bound to provide such information to the Central
Government or the State Government, as the case may be, as and when required for public health purposes.

(3) The e-pharmacy portal shall be established in India through which they are conducting the business of e-
pharmacy and shall keep the data generated localised:

Provided, that in no case the data generated or mirrored through e-pharmacy portal shall be sent or
stored, by any means, outside the India.
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67L. Application for registration of e-pharmacy. - (1) Any person who intends to conduct business of e-
pharmacy shall apply for the grant of registration to the Central Licensing Authority in Form 18AA
through the online portal of the Central Government.

(2) The information furnished above shall be supported by the duly notarised affidavit from the applicant.

(3) Any application for the grant of e-pharmacy registration of e-pharmacy made in Form 18AA to the
Central Licensing Authority shall be accompanied with a fee of fifty thousand rupees and the
information and documents as specified in Form 18AA.

67M. Conditions of registration of e-pharmacy. -

(1)  An e-pharmacy registration holder shall comply with provisions of Information Technology Act,
2000 (21 of 2000) and rules made thereunder.

(2)  The details of patient shall be kept confidential and shall not be disclosed to any person other than
the Central Government or the State Government concerned, as the case may be.

(3) The supply of any drug shall be made against a cash or credit memo generated through the e-
pharmacy portal and such memos shall be maintained by the e-pharmacy registration holder as
record which shall contain the following particulars: -

(i) name, address and sale licence number of the licencee who is dispensing the drugs
mentioned in prescription uploaded on the e-pharmacy portal;

(ii) serial number and date of the cash/credit memo; and

(iii) the name of the drug, quantity, batch number or lot number, date of expiry and name of
the manufacturer;

(iv) name and address of e-pharmacy registration holder with Registration Number along with
signature/ digital signature of Registered Pharmacist in-charge.

(4) The e-pharmacy registration holder shall inform the Central Licensing Authority “in writing in
the event of any change in the constitution of the firm operating under the registration. Where
any change in the constitution of the firm takes place, the current registration shall be
deemed to be valid for a maximum period of three months from the date on which change
takes place unless, in the meantime, a fresh registration has been taken from Licencing
Authority in the name of the firm with the changed constitution.

(5) The e-pharmacy registration holder shall not carry out e-pharmacy with respect to the drugs
covered under the categories of the Narcotic and psychotropic as referred to in the Narcotic
Drugs and Psychotropic Substances Act, 1985 (61 of 1985), tranquilizers and the drugs as
specified in the Schedule X of Drugs and Cosmetics Rules, 1945.

(6) The e-pharmacy shall mention the following details on its e-pharmacy portal, -
(i) registration issued in Form 21AA;

(ii) constitution of the firm including details of the Directors, partners or persons having
ownership of the E-pharmacy;

(iii)official logo of the e-pharmacy portal, if any.
(iv)details of the logistic service provider;
(v) return policy of dispensed drugs;

(vi) name of the registered pharmacist, with the Regd. No. and name of Pharmacy Council where
the pharmacist has been registered, who validates the prescription prior to forward it to
dispense the drugs;

(vii) contact details of e-pharmacy including telephone number, mobile number, e-mail, address;

(viii) procedure for lodging grievances, complaints etc. on the e-pharmacy portal and complaint
redressal mechanism.
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67N. Grant of registration of e-pharmacy. - (1) The Central Licencing Authority, may, after scrutiny of the
information and documents furnished with the application in Form 18AA and such further enquiry, if
any, as may be considered necessary, -

(i) if satisfied, that the provisions of this Part have been complied with, shall grant registration to
the applicant in Form 21AA.

(i1) if not, reject the application, for reasons to be recorded in writing, within a period of thirty days,
from the date the application made under rule 67L;

(iii) in case, where the Licencing Authority considers that there are some deficiencies in the
application and the same can be rectified, the Central Licensing Authority shall inform the
applicant of the deficiencies within a period of thirty days;

(iv) the applicant may, after being informed under clause (iii), rectify the deficiencies within a
reasonable period specified by the Licencing Authority;

(v) in case where the applicant rectifies the deficiency, within the period referred to in clause (iv)
and provides required information and documents, the Licencing Authority shall scrutinise the
application again and if satisfied that the provisions of this Part have been complied with, shall
grant registration to the applicant in Form 21AA or if not satisfied, reject the application within
a period of thirty days reckoned from the day when the required information and documents
furnished.

(vi) the Central Licencing Authority after registration of any e-pharmacy, shall list all the registered
e-pharmacy on its website from time to time for information to all stakeholders.

(2) Notwithstanding anything contained in these rules, Licencing Authority may refuse to grant
registration to any applicant in respect of whom it is satisfied that by reason of his conviction of an
offence under the Act or this Part, or the previous cancellation or suspension of any licence granted
thereunder, he is not a fit person to whom a licence should be granted under this rule. Every such order
shall be communicated to the licencee as soon as possible.

(3) An applicant who is aggrieved by the decision of the Central Licensing Authority under sub-rule (1),
may file an appeal within forty-five days from the date of receipt of such rejection before the Central
Government in the Ministry of Health and Family Welfare, which may after such enquiry and after
giving an opportunity of being heard to the appellant, dispose of the appeal within a period of sixty days.

67-0. Periodic Inspection of e-pharmacy, - The premises from where the e-pharmacy business is conducted
shall be inspected, every two years, by a team of officers authorised by the Central Licensing Authority, with
or without the experts in the relevant field or the officers authorised by the concerned State Licensing
Authority.

67P. Procedure for distribution or sale, of drugs through e-Pharmacy, - (1) On receipt of prescription,
through e-pharmacy portal, the registered pharmacist on behalf of the e-pharmacy registration holder shall
verify the details of the patient, Registered Medical Practitioner and arrange for the dispense of the drugs as
per the instructions of the Registered Medical Practitioner, if not already found dispensed;

(2) The e-pharmacy registration holder who has received prescription in sub-rule (1) shall dispense and made
arrangement for supply of drugs from any retail or wholesale licenced premises under the Drugs and
Cosmetics Act, 1940 and rules made thereunder;

(3 The details of the drugs dispensed including the patient details shall be maintained on the e-pharmacy
portal.

(4) In case of e-prescription, the prescription shall be uploaded on the e-pharmacy portal and shall be
kept in record by the dispenser.

67Q. Validity of registration of e-pharmacy, - A registration issued to any person in Form 21AA shall
remain valid for a period a three years from the date of its issue.

67R. Renewal of Registration of e-pharmacy.- An e-pharmacy registration holder of e-pharmacy who
intend to renew the registration issued under rule 67N in Form 21AA, shall make an application in
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Form 18AA along with the a fee of fifty thousand rupees and the documents as specified in Form
18AA:

Provided that if the application for renewal of registration is made before its expiry or if the
application is made within three months of its expiry, the registration shall continue to be in force
until orders are passed on the application. The registration shall be deemed to have expired if
application for its renewal is not made within six months after its expiry.

67S. Prohibition of advertisement of drugs through e-pharmacy, - No e-pharmacy shall advertise any drug
on radio or television or internet or print or any other media for any purpose.

67T. Suspension or cancellation of registration. - (1) Where the e-pharmacy registration holder
contravenes any provision of the Drugs and Cosmetics Act, 1940 and this Part, the Central Licensing
Authority, shall, after giving the e-pharmacy registration 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 or cancel the registration.

(2) An e-pharmacy registration holder whose registration has been suspended or cancelled by the Central
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 Central Government in the Ministry of Health and
Family Welfare, and that Government, shall after giving the appellant an opportunity of being heard,
confirm, reverse or modify such order.

(3) Where the licence of any e-pharmacy registration holder, as provided in the Proviso to sub-rule(2) of
rule 67P, is cancelled by two or more States, the e-pharmacy registration granted by the Central
Licencing Authority under rule 67N shall deemed to have been cancelled for all purposes.

67U. Complaint Redressal mechanism, - (1) In the event of suspicion of supply of a Not of Standard
Quality or adulterated or misbranded or spurious drug through e-pharmacy to any customer, that
customer may file a complaint in writing to the concerned State Drugs Controller, by whatever name
called, in that State Licensing Authority, as the case may be.

(2) On receipt of the complaint as referred in sub-rule (1), that State Drugs Controller or whatever name
called, shall take action as per the procedure specified in the Drugs and Cosmetics Act, 1940 and Rules
made thereunder to decide the complaint of the customer.

(3) Without prejudice to sub-rule (2), the customer shall have a right to seek relief under the Consumer
Protection Act, 1986 and rules made thereunder.

67V. Monitoring of e-pharmacy, - (1) The e-pharmacy registration holder shall maintain and update, from
time to time, the information regarding the drugs availability, types of drugs offered for sale, supply
channels or vendor lists, details of registered pharmacists, registered medical practitioner (if any) and
any other requirements of the Drugs and Cosmetics Act and rules thereunder, on the e-pharmacy portal.

(2) The Central Licensing Authority and the State Licensing Authority shall monitor the data or
information as referred to in sub-rule (1), periodically to ensure compliance with the provisions of the
Drugs and Cosmetics Act, 1940 and Rules thereunder.

(3) without prejudice to anything contained in these rules, the Central Licencing Authority or State
Licencing Authority, as the case may be, at any time, may direct any e-pharmacy registration holder to
provide prescription on the basis of which the drugs have been dispensed for the purpose of transaction
audit.

Explanation: For the purpose of this rule, “transaction audit” means audit of the received prescription
by the e-pharmacy registration holder and the drugs dispensed on that basis for the risk
based data samples or system generated random data samples.

67W. Mode of payment of fee. — The fee prescribed under this Part, payable to the Central Government,
shall be paid through challan or by electronic mode, in the Bank of Baroda, Kasturba Gandhi Marg, New
Delhi-110001 or any other branch of Bank of Baroda, or any other bank, notified by the Ministry of Health
and Family Welfare in the Central Government, to be credited under the Head of Account “0210- Medical
and Public Health, 04-Public Health, 104-Fees and Fines.”.
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3. In the said rules, after Form 18A, the following Forms shall be inserted, namely, -
“FORM 18AA
[See rule 67L, 67N and 67R]

Application for grant of Registration or Renewal to distribute and sell, stock or exhibit or offer for sale,
drugs through e-pharmacy

Lo /WE e, OF e hereby apply for a registration or
renewal to distribute or sale of drugs other than those specified under the categories of the Narcotic and
Psychotropic as referred to in the Narcotic Drugs and Psychotropic Substances Act, 1985 (61 of 1985),
tranquilizers and the drugs as specified in the Schedule X of Drugs and Cosmetics Rules, 1945.

2. Whether applicant is Individual or HUF or Company or Partnership or Limited liability partnership or
public sector or any other entity details may be given along with proof.

3. Address of the e-pharmacy OWNET ...........c.oiuiuiititiii e (Specify
the Name, location, premises number, etc.)

4. Name of the Pharmacist In-charge of the e-pharmacy...................ccooii .

5. URL/Mobile application/mode of  e-pharmacy and mode of  customer care

6. Feepaidon ............... Rsoooiiiiiiiie receipt/challan/transaction id .................c..cooeil

7. I undertake to comply with all the conditions required to obtain registration as specified in PART VIB of
the Drugs and Cosmetics Rules, 1945.

Place:

Date:

Signature
(Name & Designation)
Seal/Stamp of authorized/
Signature/Digital signature
Documents or Information to be enclosed by the applicant:
(1) A copy of identity and address proof of the applicant, any one of the followings:
valid passport, voter ID card, valid permanent driving license, adhaar card,

(i)  Constitution details of the applicant; whether proprietorship or partnership or limited liability
partnership or company;

Details of mode of helpline facility for counselling the patient or his representative with respect
to drug usage, its method of administration, warnings, contra-indications and any other
information relating to the drugs sold through e-pharmacy;

(iii) any other relevant information which may be required for the purpose of verifying the
correctness of the statements made by the applicant, if any;”

4. In the said rules, after Form 21A, the following Forms shall be inserted, namely,-
“FORM 21AA
[See rule 67M, 67N, 67Q and 67R]
Registration to distribute and sell, stock or exhibit or offer for sale, drugs through e-pharmacy

Registration No: Date: ......uvevivveineaannn,
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1 e, having situated at ...........ccccceeeeee. is hereby registered to distribute or sell, stock or
exhibit or offer for sale by retail dealing for the categories of drugs, other than those specified under the
categories of the Narcotic and Psychotropic as referred to in the Narcotic Drugs and Psychotropic
Substances Act, 1985 (61 of 1985), tranquilizers and the drugs as specified in the Schedule X of
Drugs and Cosmetics Rules, 1945 and to operate a e-pharmacy subject to the conditions specified below
to the provisions of the Drugs and Cosmetics Act, 1940 and the Rules made thereunder.

2. The registration shall be in force from ..........cccccceveveecerniennen. {0 TSP

3. The e-pharmacy shall operate through ................c.c (URL/Mobile
application/mode of e-pharmacy).

4. Name and registration number of registered pharmacist in-charge: .....................
Central Licensing Authority
Signature
(Name and designation)
Condition of Registration

The registration holder shall comply with the provisions of the Drugs and Cosmetics Act,1940
and the Rules made thereunder amended from time to time.

[F.No.X.11035/1010/2016-DRS-Vol-I]
SUDHIR KUMAR, Jt. Secy.
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