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Ty i giE e HEe
(wTeey AT qfEr Fearor fawmn)

Ffer=T

% foeett, 28 smrea, 2018

r.&.fA. 817(37).—sAwtd ST yomed aradt A, 1945 &7 3fi¥ Ferrer= 2 & forg wiqor Faa; =+
ferfertera g, {59 % TRt siue qehAeht GaATgRTT ars & q2rwel & $iofer i yamee araeft srtarfaa,
1940 (23 F 1940) Ft T 12 3f¥ &7 33 FIT Tad RFAT FT TIRT FLJ g, THH FIT TATCAT g =l
qATeAT ater aft srteat i s F forg yeRtfera At strar € sfiv uas g gEer & S g s
=T T 92 39 ariE 7 garens oAt i sraty a9t g 9% A7 39 a1 =T AT srow e arie
T T 9T 99T aror AT F TOSaS fY I=T STAar Y SuSed FE AT

7 ALY T 39 S srafy & fiaw el f =afe & e g el st s qEmEt W
IEEIERERIES I

srafrT &Y gETE, afe FE gl a1 wa gtea, (Sfd), e i aiE e §9eE, aRd
qHRTE, FAT |, 4141, I &5, Faror g9+, 75 oot - 110011 =t sifua & smoosrerar drugsdiv-
mohfw@gov.in 9% 2-T faT ST

&y AT
1. (1) =9 F=wt A sirofer sfiw y=res v (... Hovee) 99w, 2018 Fgr S
(2) T T T T | T ST TR 6l aig | AR gl

2, St o T arRit 9w, 1945 (S99 9479 3rg 6 (9FH gl SITuT) § 97| 67 7 % a7% 3 9T
VI & gger erferfea amT VI @ v e o Sirosm, srat, -

5054 GI/2018 (€)]
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‘““mTvig
gty g ShwfREt f fft
67-51 TRATTU- SH AT & S a & s # =4 snafeéa = gi-

(F) “S-THTHEL T 12T g FRET a1 TTaT 7T TAFE A IS o HILAH 7 o2t & o staam
Toreft, Tetsh, Waei™ 79aT feshl gq T&a1d o+ &7 17,

@)  “S-HTHED A’ F A g TH AN F dgd S-FIHE % F F TaeT g S-FrHE dS{ o 9T
FIRT TTTOT SlIY SAqIETT Fls 9F AT oAl Tled a1 Hls AT SoAael i+ qIe;

@M ¢ FHEIT ATSHIRRT AT T 9T o YIS o {orw, Fald AT enT e & sfesd 8-
sirofer ua e araeft (e, 1945 % A 21§ g (@) & dga R arsa R sriee;

(@) “qEET wuiq gy A S Bl Ostea FfEes g geatetea ar Gl st wreaw |
farferera geareria =0 & et TRl = 3@ 39 i 337 it 7 39 % o o smar g;

(F)  VT-HTHAD & ATAH | TRy 7 o1 § S-RIHAT % ATeAH F GaAT faht & gIeT Rl SEaaret &l
sirorermery A1 fareT faferce T, Qrerfors am srqeree e &1 fhelt ster =at~r & faehr,;

(F) I MERT AT A K, ST TAH TIAT & (b 3@ AN H TRATUT T2 8 Tiq WY U q\ea
arnlt aferfaam, 1940 &7 =8 qga 9= et § gt €, a8t o g ST 99 3 39
srterfaam = Rt ® wwern Ratha o o €

67 o1, famT dshisreor S-wrifet #1 37 Al F I VI @ & TRe g9 it arlfm & FrE =af<r S-wrAe dea

F HTAH | AT T =aor 7 fEeha, SeTeor, Ted a1 o & yeara 9gi O 99 aF a8 Faq 67

F T Toitgd 7 2l

(2)  S-FTHET TSHTOT 9T S-BTHET TIEe | WTeAT GaaT fasht & o sraer S 9T & e gil

(3)  S-FTHHET USHHTOTYTR S-HIHHT & ATEAH T ST T TG ST T 5 THT S-HIHET TS{IhT0T gTeh
FIT [AfAtase sty & fiae ITgs & ITed 756 % SAATL STt il sqaeT HAMT T Trg TaTq
FH
(4)  S-wrEEr gsfiEwTer g F o qdt wwyret & oo arew gt s oA e i
LT ZT AU ST TodTg o Tt 91dl &9 79 § FF qg He Tl
Ford 3 TTE FRTIAT F A Fg H uSihd BHIEE ZRT ST ATZH & T971 F7 - TaTa TTgh
SETATEA o ATETH | oMM
67 . S-BTHT T F HTEAW F Giora IAT FT Thed-(1) S-FTHHT TSHH GTF HT UTeH F T0d % ATeqH
T a7 Y srer {7 F wrea g=AT A S-wrEET Gsfiwer g gy R ser 3Rem ¥ forg oy Agt e
STTUSTT S 7 ¥ =& Tt srer =3f=p &1 wehe Fofam srosm)
(2) E-RTHET IST=HToT emeh UEt AT 1 ST Tareey geeft 3geat & forw = ofe 5o oft srifera 2y Fs avae
T TS FEHTE 9T St ATRAT 2, T TG H o o7 Fwdeqag gl
(3) g S-HTHHAT TIEeT oeeh ATEqT | T S-HTHAT HT SATETT HATTd FE g @ A § =R B siroem s
F T ATHET T TATHAFT T,
Ford et off Ay § S-wrTET deer % AreAw ¥ gioa ar gfafdfaa B o siwst i, G oft
HTEAH & A o AT STUd T HSTA qgl (AT SITUAT

67 3. S-wrIHt F usiireor % forg smaws (1) Fre =i ST S-FEE F7 T=TqT FATH FT T5gF § 98 FR
TTHTT % A AT TIee F ALY F TET FF U hald ATSHET TTAFT B G0 T F24 6 o0
ATAET FLT

(2) UL A TE FAAT & A7 T ATSLHT TTT-T ATAEH 1 A T FSAT ST AT 0

(3)  FerT ATSHTET TTIEHTU F YT & § [ TS S BIHET o6 S BIHAT GS(HL0T % STAETT &g Fls SMaad,
T e H A GaET1 7 Srasi a°T T gel €90 G % 97 R
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67<. T FIHET 3 Gofioheor T ordt:

(1) < FIHET T T HF GAAT AT Afetazm, 2000 Ta7 =06 efi= o 70 f[ay & araemei i
AAITAT HTAT T

(2) TR =T TErEor T T SO 97 Feal ™ Tt a7 1o 4R | 3a< et off =af=n 1, s
e T g, Toeh Ao # LY aarar s

(3) forely sirorfer iy safd € el wder % wreaw @ giora FeRdt srET ST Saeft Frae & Srusft g
TH THIL & AT99 1 NS F w7 § $ BEAT IS0 g1es g o smoa e = feaeor
TteAterd gi;
()  ATZE 9T ST S BIHET Teel U< Tqelle ThT T 9erHeT § Jootad siutergy =7 feraer &%

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

(i)  separ/sraT gt sraw i Afer qu ww g, o
(i) SArorfer T AT, WEAT, 99 G€AT ATAT Al HEAT, FATH I At a1 [wiar & am

(iv) dsiid wrEET TaTh F gEare/Riea geardr afgd dstiweor |@ear & gty © wEEr
USTYRTUT T T AT TAT IdT

(4) oA % 7t AT B F GfEAemE § FE a9 g UT € wmrHE dsiieeor g iy forfea #
FearT ATSHIE TSI T Gid FEAT GRS BH & GG § FIS ggaqra grar g ar 39
FAATT TSRO T Faera b s it @t & sifgsraw &= @it &t sata % oo ava qwe
SITUAT STe T T 38 3 gaard ohu 0 Si6eme arer B8 6 q10 9% ATSH T IS | &l
AT USHRTOT A2l o dT ST 2

(5) wATIF AT T AaATET qard sfgf==w,1985 (1985 *T 61) & T&TTH TAT HT:THATHT 377 3T
sirorfer e e |areet w1945 &t agET X #§ [Afdee Sfrarsse & e s aret siofaet &

Tae B T BIHET GSIIeh0T €T 5 BT Agl AT ThdT 2l

(6) T HIHET, T wHrAHT et a¥ e faewor Seafea wam:
()  I=T 21 FF § AT TSR,
(i) W =T T3 FLAT ForaH Aeersl, ATl SAaaT S-HIHET % T ATl SRl 1 5 11T,
(i) S-RTHEY TIES T ALRTE A, T FHE
(iv) =TiSTT®ee 94T TeTdT 7 A1,
(v) Efafa siofert & arfaeh daeh i,
(vi)  OSTreReor wTATEEE T OStsheoT ST g AT 997 39 R 9fug 1 9 Sed st
T USIRT FATAT &, S SATOTer faaid wed | TF Haterd T2rael &l ¢ a97av 8

(vii)y IR A, ArETES |, -0, I4T Gigd S-HrHET w1 9 geeft fHeer,
(viil) S-RTHET Tred T FerRrd Mamor = 92 foremaa Jeqa e g ATl

67T. S-THAT &l GSMHLU T&TH FeAT:- (1) TET 18 T | SATAGT % AT T 0l T2 AT ST FeqTasii =l

ST o T8 ATSHRET AT UHT 39T 1 Fwriars, afe #1521, &% Tl § 947 % sraeash a9=r o7
qHAT S,

()  =f% 7g 972 AT & & =0 AT % el H7 A9 a1 747 8, a6 I8 21 Fih | Jraes
T TSI T0T T&T [oh3T ST,

(i) =fz =721, 9 W 67 uar & Iasia o 0 sraee f ade & 30 foet &t sater % ofiax
g & &7 o0 1T 10T o =t =9 SeaHl &l sTeaishd |l haT SI7 9ehaT &,
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(i) UH ATAAT |, Tl ATSHET ATIEHIOT Rl Tg SAH T=dT ¢ (6 e § Fe Hl g 0T T80
T T ST FohdT g a7 gt ATSH AT STrerwer 30 faAt it srafer 3 sfiaw sweras #°ir =9
et = foo # gi=a wa,

(iv) =T (iii) F savq giea 0 ST F aT8 aaand] ATSHERT ST gT Heaiia uF
At srafer & fiaw =7 FEAT § IR F 5647 2

(v) UH HTHAL § ST smaadhdr @2 (iv) § gaiia ooty F oftaw =9 S § gum w741 g Eiw
SUTENT AT ST TEATAS ST FNAT &, AT ATSHEIT TR [A: SATAGH 2l ST FHAT
TAT I AL grar g Foh 9 90T % ITFETAl FT AT 7AT 37 ¢ af 789 21 ®F §
TS AT IS0 TRAT STOAT eroraT afs 98 L gl 2t ar 30 faet it sm@ty % fiax
TG T AEA I [T ST ThaT 2

(vi) Tt ot S-TeElt 3 USeer o 978 T8 heald ATSH e ITierseor qft quremeant & forg
AT HI-H9T T AIAT JaE12e I THT GS1hd S-HIHAT il GATdG HAT

) == et # PR a=x F areeE areEiE wftmor G f @ aEes # dSeer | a
TH FHT THAT g (5106 daer § qg ML Al gidl (% o7 ATSHITH TAaT 36 A0 6 qgd (el
UGN F FION F FAd AT 386 FANd T ChHT ATSHH F A FLRAH00 04T
TATT % FOT 98 Ah IUIH Aol ¢ o =0 Faw % siqsta aredw yem f&Far smo) o9
TAF AT AT ZATRT ATHALT FH Fufua Fmar s

(3) wIE smaws ST 3T A=W (1) F 98T Fet T ATSHR wrierw<or & [t & §qE 981 2, T8
A=t o= wrg g i arie & 45 feAt F fiqw T v aftaw wearr @ererT § e
ALHIT & qAeF T w2 gohar g oE UHr = % 918 qoT e iy & gy 991
o S % forw srame fRw s % ae 60 TR i srafer & fiaw =@ srdier 1 fRvere e s
LTS

671, S-HrAHT FT rafdw ROH- ag Frde Sgf s-wret Fw1 Fw1 Foares frar s & Sher vas
a9 § = &7 § fFerasar v Qe % |rer srerar geh AT et wetda oo argstE wrfdemer g
TTTEha STTEERTIAT o U & GIT (oh AT SO

67d. -t & W sfrufer 1 wfaaeor sreram fasht 2q whmam:- (1) -t 9éa & Siw wrd aermst g
B I S-RIHET OSHT0T TeE A AT F ISiigd wEaEe qated TR FEeer wr e wEm, astid
Afewar SfaeemT & MR a™ =7 drafedt % Sfaae & o7 o ST FT T6hd ¢ J13 STET Tgo o faaer
CRRERIRE I

(2) E-HTHET aStReor gTee o su-fam (1) & aomet st fear g, sirafer va yames arnft siferfeem,
1940 AT THH HANT (AT F (AT el GaIT AAAT TTF ATSHH TTH HIAL F roier w1 Faqwor Fam
TAT THT AT o [T SHTEAT FIT

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

(4) =-gfeweer F Ao ®, IFEHTe FT S-HREHT T 9 AT SO AT vy A grer R w

ST

679. S-HrHHT GsfiTor it A5QT - TET 21 Fh § THAT SAE RIS TSI ST FA T AT & AT
Fut i srafer % foro S g

673, S-HIHHT GSHHTT FT THHLT — S-HIHAT TSR g, ST T=T 21 FF § FI7 67T F qgq JAd
GSTTRTOT T TATHRTOT FHIAT ATgdT &, af IH TAME g1 &9 & [ T&T 18 & # fafAfase
FEATAST A2 T&T 18 & | e FHT|

Fora T AT ISIIah0r o FATHIT gq AEET TGl TH g F T3 AT SAGET a0 Jeram GHred g
I ATg o a< FRAT SITAT & a7 USTIehauT 3lTaad U< a9l 9T 219 deh ST LT GSTreRor STerdT &l
qETeT qHAT SATOAT AfT THF THHIOT g MAGH JLAT qHTST g Sg HAIg * 37a< qgl (AT
STT &
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679. <-wrAET F HTEAH € AwfEAT F fRAwma w Ay, M f SwAd 1T a1 TR v feme
0T AT Tohelt arv HITS AT a2 FoReft oft Sy fohefT sfrarter =1 A=t gt <

674. ushiseur #1 e a1 Ao (1 aﬁ%wrﬁﬁwﬁzﬁwwaﬁuﬁrqawww
srferfaar, 1940 ﬁ?éﬂﬂw%%ﬁma%‘rsmw FIAT §, Frald ATSHRAT TTIAHTOT, S-FTHHT
TSI TR R, THAT ST F47 T 919 3T S0, &7 aq1 &7 79T a9 & 978, S0e9l g a7
forfera & 10T &l AT F2d gU, Ul &l UHT Sate, ST I8 AEeds 99, & o Hetfaq ar
=g wam

2) U T-FRTE GS{IRYOT oTeeh foTeeht OStIsheol hvald SATSHRRT ST 5T 39-fAaw (1) & d=a
feifaa o e e 1T 8, UF TITeaTl EIeT Q9T sl I ITed g & T fad & (&<, Taresy
S IIRET FeATor HATT, AT T T I FT TFdT g, T TEhe, qdiHhal wi gaars Fir
AFET TG LA & 1%, UH AL T L FH, Tl FT9H (1 AT ITH e HLAT|

3) afe -wrHeht Ushiwor ermee a7 aredw, ST % AFw 67 9 % su-fAaw (2) F dgd waE § Ay
T mar g, =1 A srfds oAt g A fhar Smar 8, 97 Few 67z F agd e ArsatET
ITFARTOT GTET Wacd S-THET Usiieneor, Tt TarsHme M a9 S|

679. fRrpraa Ruem FrddT, (1) =i S-wre F aream & Gt sasrerar w1 e e a1 et an
Waﬁﬁmﬁwﬁmmaﬁﬂﬁraﬁwﬁaﬁaﬁﬁ%ﬁwﬁwmﬁﬁwaﬁwﬁm
ST ATSE AT yTferaRer § o oft 9 & e Sar €, Sar ft arrar gy, & fofea 9 o & w7
THAT B

(2) SU-fFFw (1)# Soataa aqEr feema v g 9%, TT sty [ a1 5= off 9@ ™ & e
STAT 8, SOTE T T AT AT, 1940 9T 39 saqvq a0 U Fawi #§ FfafEse g
& ATY, U it o 9¥ vt a9 ¥ forw wars wem)

(3) Iu-F=w (2) & F AT [iZq S F ATaS(E, ITHTFAT Hl ITHFAT S ATT=AH,1986 TAT I8H
ST aATT T 42T % Ggd Wgd HITT FT SATeERIT Il

67%. T-HiAdT i AT - (1) S-FTEwT IShRe0T 9Te FRT-T9T 9¥ et £ suersydr, fashr F oy
QT Y TS SOt % wRd, St i Rt g, 9sfisa wmiteee, astea e srear (7t
FIE 2N) 3T sfufer va yorem qrft stferfaas qom 3o qga aary v At £ el o sraeawarnsi &
Forawor & Fafera ST S-HTHHET YT 9% TEAT S IH AT BT

(2) FdrT ATSHTRRT ATfErRTor e T ATSE T wTieeRor siafer va yeree ardt siferfeem, 1940 FuT 39h
Ted AT 0 fATHT o yraemet it srqurerdr gRfaa we F oo 3w faw (1) § =0T stiwet storar g
F srates =7 7 AT w9

(3) == Pt & fAfg et o off famT g wama =&, e ArgetE wfeor stoar T ArsatET
STTEReoT, ST AT AT 21, Rt ot F9 S97ae o 9T & SIS 8§ 39 54T T=1 &l 3T FI4 8q
oY oft S-otaefY astereor emees it fAwer 3 ashar g e s uw swferay st 6 1€ 8

TEAFHI: T W F TAS F g “Houred s a0er” F1 7o §, S-RHEAT IS0 g7 g1 9T it g
TEATTHT AT I AT T AT 6T T2 AATEAT T STMEH TR AFST THAT ATAT Tzt
g1 giorg fohT 70 = ARt AT 6 T

679. g oA fit RAfY- Fz avaFw #1 37 =7 9T F qga [uiha qoF F71 qa Jree F /e
SAAT TAFSIAF AT G a 3% TSIaT, FeqLaT et A7, 95 faeeh- 110001 sr2ram S i a=iar @i o+
FoReT oTTaET AT FET qHT § T Y TRATT FAT HATad g0 Ategiaa avF et 5% § B
STOATT ST 36 o offd “0210- F=fehcar & S &amess, 04- ST9 #aTe, 104-9F ST A" & qgd StaT
eI

3. 3 Mawi ®, TET 18% % TeATq (Meteriad T&9i 1 ATHe o SITus, sreia-
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“9&9 18%F%
[ 673, 677 AT 6749 3G]

S-HIHYT % wTEaw § shwfEEt & g, R, seror sruEr yedw et Ay §g w=E # g st
Foar Ao f w9l Y AT

1 BIEH o, 2 SR S-FTHHT o ATEAT | SOty T AT
et A, 1945 1 sqg=n X H RfAfds s ¢ s aufy s gayarEt @
Aferfaa, 1985 (1985 FT 61) F TATIF 3T ATSHICUH HT ATOAT & qTgq FaAL 6l T Auteray & fae o+
Sirorfer &t o faaeor srerat forsht B IShaor storam Aeheor g Uag g7 e HYdT g/ Fd 2

2. FAT ATAEH AE ATAT TAIUE ATAT FAAT FTAT ATEILAT ATAT HITHA QT AT eam
AT &3 AT 317 Fls A g, YA qigd e 3

3. S-TTHET TR T TqT.cecee (ATH, TATH, T G99 TAATS FT Iold i)
4. S-RHTHHT & TATE BTHTREE BT ATH Lo e
5. T-HHET HW JANUAAEREA AQER/ 9@ Jur ged aieEdar # Ja it

7. #, oty iy ard FEw, 1945 F 90T VIg § garafEse gSieaeor req F34 & forw srafea
T oTqT T ATAF FHIA HT T T gl

L1 IR
SLRAEC I

TEATET

GIERCRECIL)

srfersd gearerdy Y

Hra/arge/RRea g

AATH G G fhT ST FTer IEATAS AT TAAT

(i) ATeEH il TZAT U 99 THI 6 v wiq, Feafefea § & 9 v g9 39 qeEdre, e
AT TS, T TTAT FTEIET ATH, LT FTE

(i)  smeE® % o & Fawor, Far wuereeto a1 qreata #7 fofaes amtaterdy aréafia g o
FIAT:
Srofa=t & STAT % "ey ® IR0 erEt 3w wiafAte F awmet 39 2q Seuerea atewr usfa,

IR TTE T TgA, AqTa=l, TAUY T S-HIHAT  TTeqq F =1 T8 S0er 7 qafeq et
v =T o faeem

(i) S AT FATET GAAT ST ATAEF FIT QT T &G0 AT Y[EAT 6 TATIA % 3297 | AITerd 2l
4. 3 FRfRTaTast ®§, ITET 21%F F are, AR yrew St S, -
“9€Y9 21 Hh”
[F=r 673, 677, 673 30T 674 9]
i.ﬁ%m%@m%m@ﬁmﬁ%ﬂwmﬁmﬁmmwﬁwmﬁ

EE TG PR 1 R
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L, (E-FTHEY T AT T UGT) FT UG, SO ST THTEA
qrnft W, 1945 # aqger X # A Sfameay T =ms aufy $i A:aarat g\
Fter=aw,1985 (1985 =T 61) F TATIF TAT T:TATAT a1 o aqId ATHHST sioferay & forey sirofer
T % foaawer, fasa WeTor A1 gaET YR AT YEdTE ST O AT & T famT gq i A
T orat o vt ua =wied yorem sfaf==w, 1940 U4 39 siavg a=Tw 10 =at & srefie <-

HTHET AT o oI ISiisha T ST &
2 R C R i 1 2 £ T THTAT T2
3 TBTHET s (TATTA/AETEA ATIAN/E-FHAT Tgfd 6 ATeqq |
TR T ST
4 TSTTehd THATET FIATTEEE T AT TH GSTHTIT HEAT ..o,
FArT ATSHERTAT T
(FEATEM)
(T TF TZATH)

gl #1 ad
STl T SiTOier sfiT |ivad TaTed Afaf=aw, 1940 F a4l T THIA-T9T UT HUeH  dgd ad
GREIEIE LRI DT

[®T. /. X.11035/1010/2016-ST3m0d-1Te-1]

T FATE, HF Hio
e : g FFH ATSH=AT 9. TH.28-10/45-17 (1), qira 21 fGHaw, 1945 & q8q AT 6 117 | TR
fFu o 3 si sifaw enee srfaeg=mT =, aran L (3N TG o 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;

(i1) 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.”.



12 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

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.oiuiuiiiitiii i e (Specify
the Name, location, premises number, etc.)

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

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

6. Feepaidon ............... Rsoooviiiiiiie receipt/challan/transaction id .................c..coil

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:
(i) 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: ......uvevivveiieannnn,
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1 e, having situated at ...........cccceeeeen. 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 ..........cccccceveveeeerneennen. {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.

Note: The principal rules were published in the Gazette of India vide notification No. F. 28-10/45-H (1) dated
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