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7% faeett, 1 seRqEy, 2021

aT.®./. 716(31).—srats sirwfer Farm, 1945 &7 i Feras #2 % forw wfaag [t w1 arew,
sfrorfer wer e AT AfatE, 1940 (1940 FT 23) (SHH THH T9ATH TH ST AT IH Fgl 747 7) T
T 33 T & dgd ATATHIT AW HATAT, WA T Al arir@ 17 A=, 2021 Fr Afeg=ar 4.
arF. 197 (31) g7 A 17 |19, 2021 F 9T & TSI, AATH, q-2, @e-1l, 30-g(i) |
STERTTOT oA T AT e S8 1T T &I il F9TaT arel a7 AT | st S 93979 39
A & | & &1 afer a97a g | 98 AHEd o 0 e airg F 3 ATSEEET arel a5a"T
T TTAIT STAT T ITAs FTE TS o

T TR, I 19T 18 9T, 2021 T STAAT T ITSAs FHLAT TAT 9T;
ST STafeh, I T MIAT 9% a1 § I A<l ST AT 9 Faid G g o=

AT &;

I, o Arafer ve geree avadt srfafaem, 1940 (1940 1 23) Fit amer 33 7 gTT Ya< afpat
FT TANT FXd g, Hal T T AT, ¥, AT SHuTe qad et aargahe are & TZHel & aTe, ufey
fAwTaett, 1945 FT ST FTeT FA & (T TagT Mot a9 a=rdr g:-
1. Gferey AT 3R WIW- (1) = Rt &t "tereg A sirafer (e gamee) e, 2021 2

5612 GI/2021 @)
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(2) T TSI | Ik THTIA Al A &l TFd gl

2. sfioter MerTaett, 1945 (6 o J9=Td 9ot 7= #gr @ ) § 9T 16 ¥, ofidw § "(fag a@fga)"
FTIHT AT 9TeaT o =7 92 "forg" oreg T@T ST

3. gt A=t F e 151 #, "(Frg afga)” Srghi o gt & wme uw, "frg" 9rsg T@T S|
4. 7= Rt % Faw 153 & w9 W= Aetetea e w@r S, sreiq;-

"153. srqate, g ar AT sthwfat & fRAfAwto F g sgefa F o sraea - (1) srgEfes, g
TATAT Siataat 1 e & e g sast % o srae -

(F) T=I-24 T § I AT T9F F FIF F AT TAATH TTIEwRTET 67, S47 o srferfaze i g 3 % @2 ()
F dgd TIT Tt §; 3

(@) TF9-24 F § TgeT T ICATET o [o10 A1 g1 €94 ThId & A1 3T I 9 IcA1&l & a1g, I I
TN EIE FTF o ATATITh I o T AT TR I, ST T AT\ &t a7 3 o @ () & 3T-8
() & FAT TRATNT ;

S-UTE qTrea(www.e-aushadhi.gov.in) & ATeqH & THH 307 ®OU TT Aqdes, Hg a1 AT
sirofer it faerare AT 3 SI=ta & Safaa g9 & sqar 3vay e srom:

g T8 I sirufer (e 9arae) H=H, 2021 % % 0 & aE § 98 T8 25 7 % dgd
TSI fhT T ST 9% @] A2l @R 3T THE AA MR il T I IAH [AFHTOT TTHATA AT
THTOT 9 T@ AT UH AT T 0 ATATHAT 6T &7 3 5 TS (F) F qad A ATAT HISET AT H-ITH
SOTET & o U ST 99 T THATS(T ATATH TITLTI0T R STHT FIAT gt e sAferfaze it e 3
& GT () F IT-GE (HA) & qgd A ATl HIS[ET AATH-ITH SHUTEAT F 70 9ger a9 IR0 & o7 UF
I 0T 1 T H ST I Tgol & IAT&l 6 ST i<<h T ScaTE o (10 Teh goll¥ €97 i &< | HiF STAT
FEAT g

g 7 S B sirofer (St |@9med) F=e, 2021 F 0% g9 & ©: e & a7 oY = Jare &
A S-3UTe Ted (www.e-aushadhi.gov.in) & @] ZIF T AqATH & (o7 ATaT hl AT 3T
AFATZA TRAT FATHTL T ST

5. 7o At % e 153 & & e+ w, Mettea Faa @ s, saiq-

“153 %. sMgare®, g a1 AT shwfaat & fafawtor gq sqafa ¥ forg smaew - (1) sgates, fE ar
AT sirfert £ ferared Fwtor &g srata F fore smeea -

(F) TET-24 T H I AL &9 6T (G 6 qT SATATH ITIAFET H7, S7 fo srfafaas it a7 3 +
T (F) F Tgq TAT IRATT g; i<

() T=I-24 T | 981 T ICAT&T o (10 A1 goe =93 6IF o |1 AT 36 < ATl o o1&, I
ITATE T GO FTF o ATATITh hIE & AT STLATIA AR T, 6T 6 AT it a7 3 & @< () F
SY-EE () § TAT TCATNA &,

T-3frafer TrEe(www.e-aushadhi.gov.in) F ATEIH & THH I T M0 AATSH, &g AT JATHT
sirofer it faerare At & o ssta & gatea g & sqam e sroa:
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g T8 AW siufer (Frar g9mae) =W, 2021 F % 0 &l aE § 98 T&9 25 7 % dgd
T AT TS AT T AR Tl SR 3 T80 TR0 it qrivg & 37 fafawtor sfmamsit 1 ywmr o
@ AT UH SAqATH &1 il AT =l 9T 3 % G (F) F q2q AT ATl HIS[ET ATATH-TTH SAorert
% forT U g T T UHATGT AqeE Tiemer B ST wAT 2 37 srfarfe o o 3 F @
(ST) & IT-ES (A) F qEq A ATAT HISET ATATH-TTH SOiEi % 0 95 a9 IR & O UF g9
T T T H 3T ITh g & STl o ATATITh T ScATE o (oIT U g1 &9 ol a2 | 6HIF STHT FLAT
g

uiq 7 off FF sfrafar (3t domeam) A, 2021 = g9 & @ /g9 & Hae siw =o safer %
F S-39Ter Ied (www.e-aushadhi.gov.in) & @] ZIF T SAqATH & (o7 ATAET hl AFTATST 3T
AFATEA TohaT FAFTL Y T

TEHLT- T (7 & JATSHT & o, ST aaA et F AfHaa § S SIS AT g7 UH e &r
ST Y T sty e are AfREir F o st srEee a8t 8, g e 25 7 § Sty e -+
AT ATeAT fATAHToT ATt 7 9T ISHET 91847 2l

“153@. Fgde®, g a1 gart stwfyr fafastor s & forg s Rt st & g\ o3 & fog
aEd-(1) gata®, Frg a1 FATT sirater Bt s F forg Saw A=t sirarst w1 =7 957 a9 &
T STaae I 5T 9 o I o &7 AT TTTFET il T=T 24 T.-1 F AT ST |

(2) TUF AT TET 24 T.-1 § TAF THTS o (o0 FRAT ST e TREY 37 o7 saeahare gt
ATLAT-T F e fafed 2

(3) amara, E-sfufer dréer (www.e-aushadhi.gov.in) & ATEIH | THH I FAU T A aF, frg =
TATHT irafer fAfaator gt & forw s ffamtor st & @ated =7 & g & s

6. T =HT & FIw 154 % v a7, Meterted {aw @ S, sr1iq-

“154, sTgates, Mg a1 ZATT siwtet & Afawior gq saat @ www — (1) 7w 157 & srexehia #r
1 T ST % e, T srgatee, Mg ar AT st i A Efamior 2q e, sree yw g
£ T & AT T IEFTET g7 Faqrs T KR, A FOE I, F AT g @ G s i arie
q, StET oft ety gy, 21 Arer i srafyr & ffaw w= T 25 7 # ST i s

(2) == s F Fefiw sqAty, AqAH IEIFRT g0 agate®, g a1 e HiEwar gkt s
ToATRRATT 2T, F UH TF9rs, ST SIqaed =6 da9 § Teg 99T g1 a7 S0, 7 92099l % 978 ST
#Y ST

(3) 3MaE UT T-3Oier Treet(www.e-aushadhi.gov.in) & ATETT T THAT T STUIT 37 3<F Tt | f’w

T YT o T THH ITASH FIT AT TET 25 F H AqATH AAATSA ST &l STTUINT|”
7. 9 =T % 7w 154 % % w9 o, Reforfaa Faw war s, srai-

“154%. srgdfe®, g a1 A siufeet f faward RfRatr & o sar sgef@ 1 go= —(1) &=
Argates, g a1 AT sirater it ferarsd [T F v 39 e, seEs e g i e ¥ 41
FATH IR G FqT5 T5 H9AT, I FE I, F MATH T QT 60 I AT a7, SEr §F
FaTfRafa g1, I AL T srater F oftaw w7 25 T, § ST ¥ ST
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(2) == A=W & FefiT Aqsta, A TEFET FR AgaiaF, Fag I A =T agfadt, st
TATRRATT T, & UH Arwst, et sqAe 36 MU 57 G T AT S0, & 9278eT 6 a1 Sl
ST

(3) AT ITFAFTEY T a1 & T BT AT * T9ATT o T=T 25 7 % Jgd aqarta ur Afamior =618 +
T LT STATH 6 o7 raga il A & [EA F #3 & forw FfAai gq =@ ST, #HArgs
ST SHAT g 3T T gq 4T 8, SLTT ATATH ST HT|

(4) STaET 9T T-3afer Trea(www.e-aushadhi.gov.in) & ATeqH & IiRaT it SITOAT &fiT 3% qiea § 7y
T I&T o AT THH ITASH HT MU T&T 25 T, H ATATH ATATSH ST 20l SATUAT|”
8. T A=Al & =W 155 3 155 & &I AT a1 ST
9. W@ A=A % {97 155 @ ¥, -
(i) 37 F=w (1) ®, "o a9 T dFer F o ereat o T 9, "IET 263 .-1 H" 7%, I 3T AT
T S0,
(ii) 37 7w (2) &1 &9 T STom)
10. 9o AT & = 156 & w1 9, Aeferfaa s v B s, seri-
“56. SATAT & AATH — (1) TIT 259 H AT ATATH AT qah ATSHTAT aet T

R, ATATH-GTLY, SATATH 6T ot 32 SfUTer U Yoree Aot A= & Iqae 3T 39 dgd
FATT T AT F AATAT 0T T AT, TET 25 F H AT FET gl arg & J7 ot &
FTOOT T el T A |, ST AT FArieerta gr, T a9 § Yoqa H:

g A AT TF =8 qg & TRty T 25 ¥ H A SRy g & aE F I7 daw &
T i aria 7, 1 oft FarRety g, v g @ g W 7 % e i It i 396 S *
FTe ¥ Ifedtaa a0 F IIaT TH T T T =IO TET T FT hf Tafa &, Sqary earf &7 9
et #2 &1 STORT oY AT AGATH-TT AT AT Agid r RAmaa dafer & $fae e =i Y& qd Fed
H TIher TEaT g aT, ST IcATE i eIt T a9’ STt

11. 9o AT & F=w 156 & % e o, Meferiea et & staerfod B s, srriq:-
“56 F. T SATATH T AATY - TI 25 T, H TN 0 AqATH AT a faferareaar a=r w2

I3, ATATH-GTLN, ST T STt ST SUTer U THTET AR SATe=a % Iqae 3fiT 39 qgd
FATT 0 AT F AqIA 6 Tqaq: JO0, I8 25 T F AT IRy g A ara & A7 e
T AT T TEIT T ARG |, ST AT TATRATT BT, Tds a9 H T8 H:

Tiq 78 W T =0 avg it Td; Ju, T 25 . A T g A e & q7 Sy =
IO T a &, S off FerRefy g, v v wr e F A wgie F e fi St s 35 s i
e § Sfeata aua & Hiae 38 TR & Taa; ST Yo qd 9 w6 BAfq §, St sy =7 9
et F% < SIS T G- SR o Ae i it R safer & S waa: S seqd w79
H Tarer TEaT g AT, Sh IeATE il AT T q9ET STua”

156@. srqate®, g ar At st fafawin s % g saw fRfRwtor gt & swor oo &
AT - (1) T=T 26 T.-1 H ST THTOT T T TF (ATEHT ST T ST a3 =iy i g 2o
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TZ Aol HY AT 1T &, T Ssa-omsT ERT SHeh ST g9 ol aIiid | g€ 97 a9 il (et o T97d g
H Ige Uah goIT< &9 T THTOT T TA&T0T e STHT il STt 21

(2) T ATATH-GTLT IT-AFH (1) § Ioor@ & ATA HIT ARG I AT IHT Tgel THIT T T T B
FT RO F3 | e Tgar g, a7 I° THI 97 TAdTeor 6 % |47 g€ Held AT 396 Sg Al d& &
5 & o0 ST 957 WTaemeor i % &7 JTa9rd i a8 8 [&aed i F7 SFar A1 g, Y 36 T &
T T ST | % a0l (eI fd |, THI07 9 &l TE THAT S0

1567, FTATH TN FLA AT ATATAT F TATIT % g [Eeror.-(1) T=7 26 T.-1 F THIT T 7 & T2,
AATH TTTEHTT T ATTSTH HT HILOT AT FSq# sfratet w1 Ffaator G ST swartea g a1 S
Aeqor =1 stferfaaw & qea 1T 9 g7 h U AT sttere Adterss a1 |ated o= & &ews & 9
a7 Ik foAT foFaT ST 81w A1 sAfee Mt siwfet & Bt & oo sy e S arer av
ST U ST ¥ Sfas™ #iT St |

(2) fATersh, srqarfea T ordl e SOTe U YH1e AnRiT Afa@aw & Iqadl i [aat & e i
T IO T I 9T | 7 § FH T J7< AT SAGH ST GIOHI 6 ATHTT STET TR gl, FeATa
FAT:

T ST Rt A e S uF argfEes i | 78 R w3a gu Hidr St g e
ey ALTeren &7 et e SmoaT &7 FEOeAr &7 w1 F7 F 77 90 a9 fif qarer § TErae af a1 T
srfer T2t a7 TAT 3

g T2 W T A s Rfamtr abrErst F s 95 & GEfewrar f sata F e 30

SO B ST F o aTg {t aRET &1 Aer 981 B strar g, ar saw Af=wior shrarsit & swror
T T IT F9 T ITAT At F forw ST a9 Srum|

156%. Aders grr RO - (1) Aders storar Aderrt gr ot afEm, g9 s S & for ot
&A1 T ST 0T SATUIT S AR & S 1 ST aTell AT T3 0 ST Tl STORAT &1, |91 & [a=eir i
ST Tt Sratert a1 A=ty it ST ATelt shutert & ATahRrw<or a3 L& & o Y3 U e arer am
T TR ST TR ATeEt # W T S s Mt e S arer aEdier weaeige wr
FATEAEGIT Agarell ff I = AT AT qg e § QU T w0 T aoaqr, e g9 aawmeien]
FHAIGR 1 AAITFHAT I T FA & [0 SeEH il F7ar, Aoy §2=, e STF i 399
fafamtor agfaert v smearsit qur ey T " Afewfaa w97 s Suween it srverstt fr ST e
AT T FEm

(2) rersn, SIqRTIT ITTARTEY 1 7O HLreAT &7 T T o0 ST 9% (9T STqerarsit & a7 Adreror &
TAF T2 T O HehY &d gU faeqa et (are yeqa H3|

156%. — SIATI At it Thbar- (1) af3 s srfesr oy Gt siw s, @t e g, S sft
g AATF U, % TATT §qce g T Afa=aw F qga Fawi &1 saqures BT @ g & 7g o &
AT AT ot AT AT Tl F=wi 7 qre AT S[Tu, a7 a8 0 90 & dgd UF Sty S
T

(2) FfT AHATIT TTEFRT IT-MF] (1) F Tgad AUATH & T o Al g AT dg HAAT 9T TFH FATIT T
FAT 3T SAATH TG FIA & TA I &1 w1 QT AT ST a9 g a9r =dveror R & wia
ATATF T TR
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(3) smaas g 3U-T3H (2) & dgd UH FATIH & ST g+ & &l HIg & HIa¥ IHHT Iea< <AT FUTerd gl

(4) IT-TTH (2) ® UTerg AT TEqd qol HT 92 STATIT TTIEHRET FIT AT T2 F [QFT ST 3
ATAEH I TF FHLA o HILO o 1< | grod a1 ST

(5) =8 TS & o0 sqamaT aTfewry -3fwter (www.e-aushadhi.gov.in) Tiéd % ATEH | 3raad
TTORAT o AT H STeE I grad HT|

“456%.- TE g7 & TETd Y. AGT— A< ATGEH STAATH AT IOH AFHT TEAAT 6 o THIo-9=, ST
T ety 21, % foro Gl sae % = g & gy wteg & aaty % |y s St & gia
T g o fFeifa of ot % & 7€ € &fiw s gee wuu & Mdeer B9 99T 34T 8, 99 S
TTfarERTEY g O e, afy i @1, 7 U S 9w 97 Toq gqe g ¢ & et st w| e o=
QT T o 9Tl &l G < (o7 AT § A7 a8 TH AN & qgd S o7& Yo ST Ha”

12. 7 A=t & == 157 ¥,
(i) off= & “g7 TR0 oreat T AT AT ST,
(ii) SATEFHF AT & “qT TIF 26 T H A Fq” A7, 37 T TAT H AT AT ST,
(iii) 37-Frw (1) &, “(Frg \f2a)” Frget =i ot 1 ‘g ores T ST,
(iv) ST-F=\ (1) § “IT TR0 9TaaT T AT FRIT ST,
(v) 3T-FF=m (19) & =1 9x, Aforfea S9-fMew &t war s, srfae-
“(191) ST ot ST-F=H (19) ST (1) &1 Soaad O 98 ATAFIT F IS F AqER a4

e
(vi) 3T-FF=®\ (13.) &7 &9 AT S
13. g1 ==t & | 157 & ¥, et 9wwgs, ofd: wariud o STos, serrd:-

‘IR ATaEF -9 9 (www.e-aushadhi.gov.in) F ATe9H & THH 3T €T & AqAN RFe
AAATST TEIT HT T AAATTHRAT =7 RFHTSH &I S0 TEGIA 6 a2 TH a9 6l Fafed F forg oo
gt T

14. g1 =T & Fw 158 #, Iu@s (1) T Meferied SueEs & T@r ST, J9id:-

“(T) trereen 3T Aere S-sfwfer Trée (www.e-aushadhi.gov.in) & ATETH & THH IUs T&T F
AETT AT AAATS T H 1
15. g1 =T & A9\ 158 & ¥, @ (3.) & TI9 9¥ Meferiad @S w@r ST, T2id:-

“(.) smeEE 3T A S-siute Teéar (www.e-aushadhi.gov.in) & ATeEIH & THH ITse &9
F ATETT AT AAATSA TEIT Fl
16. g1 =T & Aw 158 7 #, Meferfad sreiseor 3 s T ST, sraid:-

“ EHFYOT — ‘T T STAEe ST SR ATTETET S-3iafd 91t (www.e-aushadhi.gov.in) & ATeqw &
THH ITASH HIHE *F ATHATT ATATST FHL: ATAET FHT 3T THTT-TF LT FIT|”
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17. 9=t =t & 999 160 & % 3uAA"(1) F T47q, Retced suaa & sqeanea  war s,
ER G

“(19) SATTea, SITEee ITH g1 T AT & STET SIS ZIeT adqTe T8 ey, T w1
BT, T T2 A f i, STAT AT TATATT g1, | &7 Held o0l sTater df Hiaqe ST &l Srusir|”

18. o AT & =9 160 3 % T=Tq, RHfeied IUAIH FT oid: TATod AT ST, - “1602 -
AT GIRT AT TEeA I GAAT AT B SITGI- (1) TH AT F T2q ek AT AT,
e, -3fufer (www.e-aushadhi.gov.in) T¥ TS FT 3T 3 Ted | R0 IT0 S0 3 ST ST
ATead, T 0T, ThT T qeq vt & Faterq AT ofiT o= UHT =T ST S(Oferd gf a7 q9d q997 9%
AT A T 2T, ATATS FT

(2) g= =i #, 37 =9 (1) F T2 A g R 9ed 9T ATAIE Al Te a1, Haiaq A=t
TSRt gTT FeATiaa it STuft)”

19. g1 H=HT &, €T 24 7 F ¥I9 9¥ M oied &9 T ST, ;-

‘Feq 249
(Frrer 153 3)
A Ta, g sTorar T et & Aware AT &q ST T&T Fed & oy sraae
(IR V2 U AT s LU A £ O

................................................... # fuq ofay # srgdfes, g stuer gae sfwet & fBFfaair 2g
AT T&TT X o (0 SeEA Fam g/Fd 2l

2. FafAmTor Y ST ATt Sl & 979 (AT Ai2d) ST AgEE=T 7 % T Taviiahd gl

3. sgaa, &g 3T gAT sirodt & fAfAwior o w3 F foro ST aEA e FHaTigs & q,
FEATT BT TTTT vttt

B, FIT T BT oo, @r offY & qEq T¥HT & T § STHT FT
T 72T 8 % Hafera ST AT/ AT Aq-an "ad T FA THeh Ay /ey g

feroour-srarae & |7 TR & Ty i IiT AT AT ATl

[ e Nl anN

20. 91 =T #, I%9 24 . F ©F 92 A foriad 3T @1 ST, da9iq-
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“OEYq 24%.
(Frr 153% 39)
Sra e, g storaT TATT sirwet % et et % forg Su sata yaw o s & forg srees
IR 2 U AT e, TAET
................................ L1 AT £ s B 115 R I G LE R B - R eI GG T T

fafaaTor 3q At Y= e & o7 e Far g/Fd 2l
2. TATHHTOT T ST ATeAT ST 6 719 (AT qigd) S ATLAT T 6 ATE Tavi1a3 2l

3. fafamior afvewd # smqas, F sie AT sivat & [ o e § aeates &7 9 92
Tohe 1o FHATLGE o ATH, AgdTU AT ATAA|

4. §fzw Aeforied o9 F3d &,

() TafasTor suet = for gy/gan 9 it uF qor afq Rreeht fAfRaior dwar w1 #7289 TRt FA1 ="redr
Z/ATEd 2

(@) fafearor Fat & 95 it UF g7 G & F TR g dAuterd ToAE 6 & A g ode qew

Tl FHATNGR, STHLI 3T TRAT FT FATU a9 F 70 Hg9q 8 3 o =0 da¢ § Hgl qril ofiT 931
ITATET & o0 qorsh =7 & TSree? a97 F:T W

() fafReor f ST % for searfa siraet & et & a9

B e, T T F TET v, FYT FHT FIF T 6 GTd | 9T F QAT AT
AT G T ATATH/AAATS T HeaagT Haef faT Ferr g

TTETG e FEATET oo

* gt FATIRATT ATTersh, TRETT AT Tarer Haerh 1 9710 &1 #7)

| T AT FH T ATH 37T HIETL HT 0T AT THE T T Fie

# =gt fafamTor S, gt areatas & § AT B STus, &7 97 i 9q1 T97 sqaty @ dr Sas
Tgd fAafamTor R ST &=t #7)

21. g 9791 7, 9597 24T -1 F T4 92 AEA{ied &7 @1 S0, STA7q-

“O¥9 248 .-1
(R 1539 =)
e, g sterar gAT st i ARt gwre F oo s fRmtr wg it & swmor-e &g aree

g afivew § srgafes, g stoar AT vt % B gq soa BT agia F swmoe-a 2q

ST AT g/Fd &
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2 e, @T T & Tgq B & BT H o, U ALHE 6 GTd | AT F7 QU
T 8 3T FEIT Solil ATATH/SAAATEA Heqage (oaq H4 2
LR £ R
FEE 1 L VU
CIEEED)
fooooT - strerae & AT IfET FT THAT HAH g7 AT UL’
22. 9 =T #, T 25 o & T 92 [Aeferiad Ta= Siaeq1iea T@r ST, -
& 259
(Frrer 154 39)
srgaar, g srerar gATT sirwet & fasmared afamior & o et
STTE 3T FEAT ST STTET T 0 AT e e e e e e ettt e e e e e e e e e enaeeeeeeas
1o s w1 Fufea g7 q@del FHaige & [ead s adae
L= OO feorq e 7 fReforfed srges, g 6 gt st & &t
& for st AT Smar

f\l(\ o

(F) TEAR TEHATRT FHATLER (ATH)

(F) ATLAT ‘T AT A Fd SHTT o ATH (TAF A TIF €9 F TTL T A(T), TAF THMSd SHITer
% 3T FIS/FLAT FIE Al

3. ST, = & T oIt qTAT VHT I+ 9rqf, ST e ¥ THree ATt ferf==s, 1940 F qoa9d g
Aot 7 fafAfdse it s, & aefie 2

E LRI
1. AATH T ATHT TRATHT FHATLEGR | Fle HT TRATT STATIT TTEHTL T G 6T ST
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2. TH AATH Hl UHT SATAE aeqell dah (Feand & & o0 THAT AT, SETeh ATAH-TH
T -0 92 ATHATH TR A God FT Tl g, ST AT o S Ty g q0eda war
qHAT gl

3. A H-GTIH, ATATH 6 q2q HIH FL Lol ®H 6 T4 § T AT agera o Bt & g =1 #
AT IR &7 Fl=rd HEIT TT FH o6 T59 | FHI A F&1d gram g, TdAT AT qraad #f
AT & sfersraw o\ e & foro e arit STosfty, st a9 B =8 = Rted & |7 w9 % 91 OT
AT AT | T AR @l 1 T2 2l

4. AATH ST o HeATad T T Al l STl g, T &9 7 FIem T30 ToOi, T o aqf
ST SoTe Ua SHTe AT SAtat=aa 1940 (1940 &1 23) ¥ efufer Faw, 1945 F IUaef & Aqurad
FT A a9 F FH & FHF Teh d1C T STEH ST FIERIT o SATHTT SAELTHATTHIL T AT ST

5. sirofer e, 1945 &t SIqg=1-1 | TATHRT gas, g storar AT st % 39 &fHato
AITET (STTOAT) ¥ STTATAT T T FXA 6 TG f ATATH ST 6l SATAT gl

23. 9 [H=HT #, I%7 25 €. % ©fF 9% A foriad I%T @1 ST, d9iq-

‘TE7 25 ©.
(=7 154% )

srpata, g srerar At st 3 fward ARt F oo sy saaf

1 AT AT HET e ST A 6 A i
72O IS 1 A ¥ fag ufmx #
arEafe®, g, oAy gAmr siwet & Gt Rftww F o tagmr owwr sty
£21 ke PR TEE T ST g S At s qEeenr #EArear & Aaer
T T % Tgd g

(F) U FTEAERT O FHATNGE (TTH) oo es e
(F) ATLAT-T % ATATT TAM 1 ATl F AT (TAF 7 H Fo0T F [ieg BFFar ) s aqared
AT F ICATE FHI/FLAT FIT Al

4, ST = &F TS oqt 3T UHT =T arat & orefiq g g sfrwfer e swee arnit stterfa=w, 1940 %
qgd s T et § [fae BT sar gn
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CREILE IR

1. AT § ATHT bl FHATLER | AT T TRE0 ol GAAT STAATH STTeehTd i <A1 gt
2. TH ST I UHT ATAh aeqsl aF [Aaeaiid Hd 6 (o0 AT ST, STETih AT adm -
- 0T 9T SAATH TIIEFET T God FT ThdT &, 30T ST T SAqAra Srrershrd gy qaeda o s
qHAT gl

3.  AIHATH-oTE, AqATH & dgd FH FT Lol BH & Tod | [l f aaara & ffofq # forfeaa &9 §
ST VTSI T FoId HT| STET FH o6 M7 § HIs Jad1d glal &, dgf aadTd qaid 39 arg o
sferray i w2 i srafar F oo Reamrr g Sroht e arde i ageme gar g, 3fw, o= e,
AATI ITTEFTET F T U TS & AT FH o AT I TS AAATH 71 ofF T 2

4. FAATH ST Y § 99 T Qfewe I 59 9% =8 [efad a1 77 T8l T Srar g1 i,
AT AT ot T Sufer ua qore qrRit Afaf=aw 1940 (1940 7 23) 3T sirwfer =7, 1945 &
LT o SATATAT T AT GTA § FH & FHH Teh 1< T SGH AT IO il ATITFHATTETE ATHAT
ERIS Il

24, @ AT H, 77 26 .2-1 % o At so=r wiaeerod e Srosm, srrfa:-

‘[T 26 T.2-1]
(R 158 71 3)

aae, g i A it 3 forg T shwer s an swfay s

TS T HF T §F FTAW ...
LNEEERREINRED
T8 yuioa g & odme . (FIAT FTOATH) ST (T w Rag g 0F
1 < AR ST AT HH AT A W AAew/HE/AaEr sfuty @A £t oqw aqst
L1221 A T g Ioqw AT aE A=t 7 = 97 2
TE AT g & ... (F@T)........ # oo fafamtor g==, e sgates a1 At ar g Scamet #1

farfamTor o StTar 8, Scaw At agfaat it sraegsar & =T g 37 FAaargam [T F o7hia g1

AT AT e q8d FF A7 oY U JETee aradt AfaHae, 1940 F Il $iY 39h
Ted T & o7efi At Scamal (TaTfere Icaral T fRafa & gt e #¥) & qed | & §6
& & AT o7 Ao F & =T &7 TS g
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O T
() N
() T
JE:........ (ST 2 ATt srfarary it 7igw)

(FEATEAT ST )

TS Sfroer A=/ SAATIT TTTEETT

LI 1 PR

TS AT HT TOT ST BT ATH. .o ]

25. 91 AT #, T%9 26.2-11 % #19 9 MFfatead &7 T@r ST, 9id-

‘[T 26%.2-11
(=W 1587 3E)

Fae, g i A it 3 forg T shwer e an swfay it

T AT HF ST & HT AW .........
LNACERR IV
T8 ywroa g & odme . (FAAT FTOATH) ST (T w Raa g &
1 < AR TST AT HH AT &FA F A A/ gt swty @faair fi dw ' aqst
AT, ST @ AT g fAfAEtar w1 dy Scqw At agfat w1 s 9= #)
TE AT g & ... (F@T)....o.. # feug fafamtor go=, e srgates a1 Zamt ar g Scamet #1

AT T StTar 8, Scaw Rt agfaat i1 sraegsar & 9T g 7 Raamgae [ F oefiw g1

YT ATATH TE&AT............ Sreer qga wH T SrOter Ua v\ /vt srferfeee, 1940 (1940 #T 23)
UGl AT IAF dgd MIAT % T Fefofag Ieamal (UHTaT Icaral it ol § &= dev #Y) F
qd | At g =7 7 FfFatr o Gooe s it o & 1€ 2

Y
N
)
... (STTEY et AT SRR o TR
(BEATEAT ST 7TH)
ST e =T/ ST TTreaTy




[¢TRT 11—&vE 3(i)] T T TSI © T 13

26. 9o 79T 7, 262.3 % T 9¥ M ored SO SraedqTaa AT ST, $9d:-

‘993 26 €.3
(=W 1587 3E)
srgae, g six AT shwet & forg T sirwer R an sigafa wfeerd

TS AT € ST &F T AM............
A-qrwfafe T o=
Tg AT g o 798 ... (FIAT FT ATH)......0 S (TEESFT T@m)..... o Rud g, F 919 T=T
25%/25T. F. ...t ST AT HF ST & N A aH/HG/FATT siater s i
fafemT=r st J= . T g Icaw fafwior ag At 1S9 9 /o 1 g9 St v
e Icad AT aE At T JH T 97 2

T e A= AT eI AfeETY F Ao F qqETe, S ARty gy, & duer gy R aw
ATI-T (STFL-1) F ATATY, FH Flocvrercrcrnne ST AT T TS GF W AWl U THIEA ATHIdT
srtarfe=m, 1940 (1940 F 23) 3T 39 qga Fawt & 1efid =8 y|or-o= o S 29 & foger fiw ad &
O g T TET S8 1T 4T B

TE THTITTS ST F3A 7 ARG | hael Uk 99 6 forg fAfemmer grm

(FEATET ST 1)
TS e =/ AT TTiereRTr

[Nl N

agag, g =T AT e

[SUTaEg-1]
(STTT-TT T I LATH JoF & Irad =TT LT 9T 9¢ HAeariad B ST siiw iy afeds® g
TeaTiua T StTos)

L: P 1 I qM........ i1 IO (T T AT S q@T) H o T EZEARE

1. L2 (FOT T ATH ST T4, F FEATACHRAT T gfEFd |, F99m™
T AT ATHATIENT S TATTIT el o fory fafer g &9 § 9647 )
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2. o e, A F - e THTT O % o1 e F2ar g

3. o6 H T ST Fes L5 IO T o ST T I TIATATEIT T T 2

4. & # auqag g & afe fe-swfats s o3 ST e Smar €, v SHE ST Fad a50d
g o foro T Sroem

5. H HTTOTT FTAT g o6 St Ua TEree arni’ sfaf=aH, 1940 T 39 dgd =aHl & i 3T
HH Al (Ol T aUT & I 9 39 gl 58T T4T 2|

6. Tg HIT TF FI g

ForaT SITaT g o SIh qra-a i AT S3T SATEeaH S S [Fear & AqE 97 g S SEET
FrE T T o TRl g 37 SaH gy oft Ry 72 @ )

AT (ATEAT) ST IHET TaT

HLE. T-11011/7/2021 - T ()
FATT I, HLFT =T

feoqur: g7 I, 9T & e § sfeegEET e Uh.28-10/45-t=(1), A 21 fREaw, 1945 g
TRTTAT T 0 o Y stfag=mT |t |ararnE. 258 (31), a7 o9, 2021 3R SAfad are "qerrterd
fm T an

MINISTRY OF AYUSH

NOTIFICATION
New Delhi, the 1st October, 2021

G.S.R. 716(E).—Whereas the draft of certain rules further to amend the Drugs Rules, 1945 was published as
required under section 33N of the Drugs and Cosmetics Act, 1940 (23 of 1940) (hereinafter referred to as the said
Act), in the Gazette of India, Extraordinary, Part-1l Section 3, Sub-section (i), dated the 17" March, 2021 vide
notification of the Government of India, in the Ministry of AYUSH number vide GSR. 197(E), dated the 17" March,
2021, for inviting objections and suggestions from all persons likely to be affected thereby before the expiry of a
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period of thirty days from the date on which the copies of the Official Gazette containing the said notification were
made available to the public;

And Whereas, the said Gazette was made available to the public on 18" March, 2021;

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 section 33N of the Drugs and Cosmetics Act,
1940 (23 of 1940), the Central Government, after consultation with the Ayurveda, Siddha, Unani Drugs Technical
Advisory Board, hereby makes the following rules further to amend the Drugs Rules, 1945, namely:-

1. Short title, and commencement:- (1) These rules may be called the Drugs (4" Amendment) Rules, 2021.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs Rules, 1945 (hereinafter referred to as the principal rules), in PART XVI, in the heading for the
brackets and words “(INCLUDING SIDDHA)”, the word “SIDDHA” shall be substituted.

3. In rule 151 of the principal rules, for the brackets and words “(including Siddha)”, the word “Siddha” shall be
substituted.

4. For rule 153 of the principal rule, the following rule, shall be substituted namely:-

“153. Application for licence to manufacture Ayurvedic, Siddha or Unani drugs.-(1) An application for the grant
of licence to manufacture for sale of Ayurvedic, Siddha or Unani drug, shall be made -

(a) as defined under clause (a) of section 3 of the Act, in Form 24D to the licensing authority alongwith a fee of rupees
two thousand; and

(b) as defined in sub-clause (i) of clause (h) of section 3 of the Act, in Form 24D to the licensing authority alongwith a
fee of rupees three thousand for the first ten products and after the said ten products, an additional fee of rupees two
thousand per product,

through the portal e-AUSHADHI (www.e-aushadhi.gov.in) as per the format provided in the said portal, pertaining to
the licence for manufacture for sale of Ayurvedic, Siddha or Unani drugs.

Provided that this rule shall not be applicable to licence obtained under Form 25D prior to the date of
commencement of the Drugs (4™ Amendment) Rules, 2021 and such licence holder having a Good Manufacturing
Practices Certificate on the date of its renewal has to deposit a onetime licence retention fee of rupees one thousand
for existing licenced drugs falling under clause (a) of section 3 of the Act; and rupees one thousand for first ten
products and a fee at the rate of rupees one thousand per product over and above the said first ten products for existing
licenced drugs falling under sub-clause (i) of clause (h) of section 3 of the Act.

Provided further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect within six
months of the commencement of the Drugs (4" Amendment) Rules, 2021 and during this period either of online and
offline process of licence application shall be accepted.”.

5. For rule 153A of the principal rules, the following rules shall be substituted, namely:-

“ 153A. Application for loan licence to manufacture Ayurvedic, Siddha or Unani drugs.-(1) An application for
grant of a loan licence to manufacture for sale of Ayurvedic, Siddha or Unani drug, shall be made-

(a) as defined under clause (a) of section 3 of the Act, in Form 24E to the licensing authority alongwith a fee of rupees
two thousand; and

(b) as defined in sub-clause (i) of clause (h) of section 3 of the Act, in Form 24E to the licensing authority alongwith a
fee of rupees three thousand for the first ten products and after the said ten products, an additional fee of rupees two
thousand per product,

through the portal e-AUSHADHI (www.e-aushadhi.gov.in) as per the format provided in the said portal, pertaining to
the loan licence for manufacture for sale of Ayurvedic, Siddha or Unani drugs.

Provided that this rule shall not be applicable to licence obtained under Form 25E prior to the date of
commencement of the Drugs (4" Amendment) Rules, 2021 and such licence holder having a Good Manufacturing
Practices Certificate of the manufacturing facilities he intends to avail on the date of renewal of its licence has to
deposit a onetime licence retention fee of rupees one thousand for existing licenced drugs falling under clause (a) of
section 3 of the Act; and rupees one thousand for first ten products and a fee at the rate of rupees one thousand per
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product over and above the said first ten products for existing licenced drugs falling under sub clause (i) of clause (h)
of section 3 of the Act.

Provided further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect within six
months of the commencement of the Drugs (4" Amendment) Rules, 2021 and during this period either of online and
offline process of licence application shall be accepted.

Explanation—For the purposes of this rule, a “loan licence” means a licence issued by the Licensing
Authority to an applicant who does not have his own arrangements for manufacture but intends to avail himself of the
manufacturing facilities owned by a licencee in Form 25D.

153B. Application for Certificate of Good Manufacturing Practices for Ayurvedic, Siddha or Unani drugs
manufacturing unit-(1) An application for the grant of a Certificate of Good Manufacturing Practices for Ayurvedic,
Siddha or Unani drugs manufacturing unit shall be made in Form 24E-1 to the licensing authority along with a fee of
rupees five thousand.

(2) Every application in Form 24E-1 shall be made for a unit having premises and other requirements as prescribed
under Schedule T.

(3) The application shall be made through portal e-AUSHADHI (www.e-aushadhi.gov.in) as per the format provided
in the said portal, pertaining to the Good Manufacturing Practices for Ayurvedic, Siddha or Unani drugs
manufacturing units.”.

6. For rule 154 of the principal rule, the following rule shall be substituted, namely:-

“154. Form of licence to manufacture Ayurvedic, Siddha or Unani drugs. — (1) Subject to the conditions of rule
157 being fulfilled, a licence to manufacture for sale of any Ayurvedic, Siddha or Unani drugs shall be issued in Form
25D within a period of two months from the date of receipt of the application or from the date of compliance by the
applicant of shortcomings, if any, highlighted by the licensing authority, as the case may be.

(2) A licence under this rule shall be granted by the licensing authority after consulting such expert in Ayurvedic,
Siddha or Unani Systems of medicine, as the case may be, which the State Government may approve in this behalf.

(3) The application shall be processed through portal e-AUSHADHI (www.e-aushadhi.gov.in) and the licence in Form
25D shall be issued online as per the format provided in the said portal.”.

7. For rule 154A of the principal rule, the following rule shall be substituted, namely:-

“154A. Form of loan licence to manufacture for sale of Ayurvedic, Siddha or Unani drugs.—(1) A loan licence
to manufacture for sale of any Ayurvedic, Siddha or Unani drugs shall be issued in Form 25E within a period of two
months from the date of receipt of the application or from the date of compliance of shortcomings, if any, highlighted
by the licensing authority, as the case may be.

(2) A licence under this rule shall be granted by the Licensing Authority after consulting such expert in Ayurvedic,
Siddha or Unani systems of medicine, as the case may be, which the State Government may approve in this behalf.

(3) The Licensing Authority after being satisfied that the manufacturing unit licenced under Form 25 D has adequate
equipment, staff and capacity for manufacture and facilities for testing, to undertake the manufacture on behalf of the
applicant for a loan licence shall grant a loan licence.

(4) The application shall be processed through portal e-AUSHADHI (www.e-aushadhi.gov.in) and licence in Form
25E shall be issued online as per the format provided in the said portal.”.

8. The Rule 155 and 155A of the principal rules, shall be omitted.

9. In rule 155B of the principal rules, -

(1) in sub rule (1), for the words “for a period of five years”, the words figures and letter “in form 26 E-1" shall be
substituted;

(ii) sub rule (2) shall be omitted.
10. For rule 156 of the principal rules, the following rule shall be substituted, namely:-
“156. Duration of licence—(1) A licence issued in Form 25D shall remain valid perpetually:

Provided that the licencee shall submit a self declaration of adherence to the conditions of licence and the
provisions of the Drugs and Cosmetics Act and the rules made thereunder, every year from the date of issue of licence
in form 25 D or from the date of submission of last self declaration, as the case may be .
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Provided further that such self declaration shall be made within three months, of completion of one year from
the date of issue of licence in form 25 D or from the date of submission of last self declaration, as the case may be,
and in the event of non submission of such self declaration, within the time mentioned in the licence of the said
product shall be suspended temporarily and if the licensee fails to submit the self declaration within a further period of
three months, the licence of the said product shall be deemed to have been cancelled.”.

11. For rule 156A of the principal rules, the following rules shall be substituted, namely:-

“156A. Duration of loan licence-A loan licence issued in Form 25E shall remain valid perpetually:

Provided that the licencee shall submit a self declaration of adherence to the conditions of licence and the
provisions of the Drugs and Cosmetics Act and the rules made thereunder, every year from the date of issue of licence
in form 25 E or from the date of submission of last self declaration, as the case may be .

Provided further that such self declaration shall be made within three months, of completion of one year from
the date of issue of licence in form 25 E or from the date of submission of last self declaration, as the case may be, and
in the event of non submission of such self declaration, within the time mentioned in the licence of the said product
shall be suspended temporarily and if the licensee fails to submit the self declaration within a further period of three
months, the licence of the said product shall be deemed to have been cancelled.

156B. Duration of Certificate of Good Manufacturing Practices for Ayurvedic, Siddha or Unani drugs
manufacturing units -(1) A certificate issued in form 26E-1 shall remain valid unless it is cancelled by the Licensing
Authority subject to deposit of a certificate retention fee of rupees one thousand before the expiry of a period of every
succeeding five years from the date of its issue.

(2) If the licencee fails to pay certificate retention fee on or before the due date as referred to in sub-rule (1), he shall
be liable to pay certificate retention fee alongwith a late fee calculated at the rate of two per cent of the certificate
retention fee for every month or part thereof up to six months, and in the event of non-payment of such fee, the
certificate shall be deemed to have been cancelled.

156C. Inspection for grant of licence and verification of compliance.-(1) Before a certificate in Form 26E-1 is
granted, the licensing authority shall cause the establishment in which the manufacture of drugs is proposed to be
conducted or being conducted to be inspected by one or more inspectors appointed by the State Government under this
Act, with or without an expert in the field concerned and the inspector or inspectors shall examine the establishment
intended to be used or being used for the manufacture of drugs.

(2) The inspectors shall verify the self declaration of adherence to the conditions of licence and the provisions of the
Drugs and Cosmetics Act and the Drugs Rules once in five years or as needed as per risk based approach.

Provided that the inspectors are allotted the inspection duty in a randomized manner ensuring that the same inspector
is not assigned inspection of a particular establishment consecutively for two terms of not less than five years
duration.

Provided further that if the premises is not inspected within the period of the validity of the GMP certificate or even
after submission of retention fee, the GMP certificate shall be deemed to be continued for further term of five years.

156D. Report by Inspector.— (1) The Inspector or Inspectors shall examine all areas of the premises, plant and
appliances and also inspect the process of manufacture intended to be employed or being employed along with the
means to be employed or being employed for standardizing and testing the drugs to be manufactured or being
manufactured and enquire into the professional qualifications of the technical staff to be employed and he shall also
examine and verify the statements made in the application in regard to their correctness, and the capability of the
applicant to comply with the requirements of competent technical staff, manufacturing plants, testing equipments and
the Requirements of Good Manufacturing Practices and Plant and Equipments as laid down in Schedule T.

(2) The Inspector after completion of his inspection shall forward a detailed report giving his findings on each aspect
of inspection alongwith his recommendations, to the Licensing Authority.

156E.-Procedure of Licensing Authority.-(1) If the Licensing Authority after such further enquiry, if any, as he may
consider necessary, and after being satisfied that the requirements of the provisions referred to in the rules under the
Act have been complied with and that the conditions of the licence shall be observed, shall issue a licence under this
Part.

(2) If the Licensing Authority is not satisfied of the requirements under sub-rule(1), shall issue a memorandum of
shortcoming, and the conditions which shall be satisfied before a licence is granted and shall supply the applicant a
copy of the inspection report.
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(3) The applicant within two months of issue of such memorandum under sub-rule (2) shall reply the same.

(4) On non submission of requirements under sub-rule (2), the Licensing Authority shall reject the application and
shall inform the applicant, the reasons for such rejection.

(5) For this purpose, the licensing authority shall intimate the applicant and process the application through portal e-
AUSHADHI (www.e-aushadhi.gov.in).

156F .- Further application after rejection. —If the applicant, within a period of six months from the rejection of an
application for a licence or Certificate of Good Manufacturing Practices, as the case may be, informs the Licensing
Authority that the conditions laid down have been complied with and deposit an inspection fee of rupees one
thousand, the Licensing Authority may, after a further inspection, if any, is satisfied that the conditions for the grant of
a licence or certificate have been complied with, issue a licence or certificate under this Part.”.

12. In rule 157 of the principal rules,

3

(i) in the heading, the words “ or renewal” shall be omitted;

(ii) in the opening portion, the words, figures and letter “or renewed in Form 26-D” shall be omitted,

(i) in sub-rule (1), for the brackets and words “(including Siddha)”, the words “Siddha” shall be substituted;
(iv) in sub-rule (1A), the words “or renewal” shall be omitted;

(v) for sub-rule (1D), the following sub-rule shall be substituted namely:-

“(1D) Whoever contravenes the provisions of sub-rules (1B) and (1C) shall be punishable in accordance with the
provisions of the Act.” ;

(vi) sub-rule (1E) shall be omitted.

13. In rule 157A of the principal rules, the following proviso shall be inserted namely:-

“Provided that the applicant shall submit the record online through portal e-AUSHADHI (www.e-aushadhi.gov.in) as
per the format provided in the said portal and such records shall be retained by the manufacturer for a period of one
year after the submission.”.

14. In rule 158 of the principal rules, for sub-clause (c), the following sub clause shall be substituted, namely:-

“(c) The applicant and inspector shall submit the record online through e-AUSHADHI (www.e-aushadhi.gov.in)
portal as per the format provided in the said portal.”.

15. In rule 158A of the principal rules, for clause (e), the following clause shall be substituted, namely:-

“(e) The applicant and inspector shall submit the record online through e-AUSHADHI (www.e-aushadhi.gov.in)
portal as per the format provided in the said portal.”.

16. In rule 158C of the principal rules, the following Explanation shall be inserted, namely:-

“Explanation.-For the purposes of this rule, the applicant shall apply online and licensing authority shall issue such
certificate online through portal e-AUSHADHI (www.e-aushadhi.gov.in) as per the format provided in the said
portal.”.

17. After sub-rule (1) of rule 160B of the principal rules, the following sub-rule shall be inserted, namely:-

“(1A) The licence shall be issued within a period of two months, from the date of receipt of the application or from the
date of fulfillment of shortcomings, if any, as the case may be, communicated by the licensing authority.”.

18. After rule 160J of the principal rules, the following rule shall be inserted, namely:—

“160K.-Information to be uploaded by the licencee on online portal.- (1) The applicant or licencee under this part
shall register with portal, e-AUSHADHI (www.e-aushadhi.gov.in) and upload information, as per the format provided
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in the said portal, pertaining to licence application, renewal, tests carried out and other such information as required
and shall be updated from time to time.

(2) The information uploaded by the licencee in the portal under sub-rule (1) shall be verified by the concerned
licensing authority.”.

19. In the principal rules, for FORM 24 D, the following FORM shall be substituted, namely:—

“FORM 24D
(See rule 153)

Application for the grant of a licence to manufacture for sale of Ayurvedic, Siddha or Unani drugs

LI/ WeE e OF e hereby apply for the grant of a licence to
manufacture Ayurvedic, Siddha or Unani drugs on the premises Situated at...........ccccccoeirriviieninnieiiniesieeresenies e
2. Names of drugs categorized according to Schedule T to be manufactured (with details)

3. Names, qualifications and experience of technical staff employed for manufacture and testing of Ayurvedic, Siddha
Or UNani drugs ......ccoveeevevenneniniceicesiicenes

4. A fee of rupees ..., has been credited to the Government under the head of account

.................................... and the relevant Treasury Challan/ online transaction slip is enclosed herewith.

Date....ccooveiiveieee e, Signature . ....oceceeveveeeceee e,
(applicant)

Note—The application should be accompanied by a Plan of the premises.”.

20. In the principal rules for FORM 24E, the following FORM shall be substituted, namely:-
“FORM 24E

(See rule 153A)

Application for the grant of a loan licence to manufacture for sale of Ayurvedic, Siddha or Unani drugs

LI WE e, L OF s hereby apply for the grant of a loan licence
to manufacture Ayurvedic, Siddha or Unani drugs on the premises situated
At Clo® e

2. Names of drugs categorized according to Schedule T to be manufactured (with details).

3. The names, qualifications and experience of technical staff actually connected with the manufacture and testing of
Ayurvedic, Siddha or Unani drugs in the manufacturing premises.

4.1/ We* enclose,

(a) A true copy of a letter from me/us to the manufacturing concern whose manufacturing capacity is intended to be
utilized by me / us.

(b) A true copy of a letter from the manufacturing concern that they agree to lend the services of their competent
technical staff, equipment and premises for the manufacture of each item required by me/us and that they shall
maintain the registers of raw materials and finished products separately in this behalf.

(c) Specimen of labels, cartons of the drugs proposed to be manufactured.

5. A fee of RS .o has been credited to Government under the head of account
.................................... and the relevant Treasury Challan/online transaction slip is enclosed herewith.

Date ....oooeviieieeeee SIignature ..........ccceeeveees uven e
*Enter here the name of the proprietor, partners or Managing Director as the case may be.
I Enter here the name of the applicant firm and the address or the principal place of business.
# Enter here the name and address of the manufacturing concern where the manufacture will be actually carried out
and also the licence number under which the latter operates.”

21. In the principal rules for FORM 24E-1, the following FORM shall be inserted, namely:-
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“FORM 24E-1
(See rule 153B)

Application for the Certificate of Good Manufacturing Practices for Ayurvedic, Siddha or Unani drugs manufacturing
units.

L1/ We e OF o hereby apply for the grant of a Certificate of

Good Manufacturing Practices for Ayurvedic, Siddha or Unani drugs manufacturing on the premises situated

1 SR

2. A fee of rupees ........iinnnn has been credited to the Government under the head of account

.................................... and the relevant Treasury Challan/ online transaction slip is enclosed herewith.

Date.....coevereire e SIgNAtUre ...ocooveeeereece e
(applicant)

Note—The application should be accompanied by a Plan of the premises.”.

22. In the principal rules for FORM 25D, the following FORM shall be substituted, namely:-

“FORM 25D
(See rule 154)

Licence to manufacture for sale of Ayurvedic, Siddha or Unani drugs
No. of Licence and date of 1SSUC. ...........oouiiiii i e

Lo e is / are hereby licenced to manufacture the following Ayurvedic, Siddha or Unani drugs
on the Premises SItUALEA Al.........ccccciieioiiiiiiies e under the direction and
supervision of the following competent technical staff: —

(a) Competent Technical staff (Names).

(b) Names of drugs categorized as per Schedule T (each item to be separately specified) with specific Product
Code/QR Code for each approved drug.

2. The licence shall be in force from .......cccocoveveeii e,

3. The licence is subject to the conditions stated below and to such other conditions as may be specified in the Rules
for the time being in force under the Drugs and Cosmetics Act, 1940.

Date ................ Signature ...............

Designation ............

Conditions of Licence

1. Any change in the Technical staff named in the licence shall be forthwith reported to the Licensing Authority.

2. This licence shall be deemed to extend to such additional items as the licencee may intimate to the Licensing
Authority from time to time, and as may be endorsed by the Licensing Authority.

3. The licencee shall inform the Licensing Authority in writing in the event of any change in the constitution of the
firm operating under the licence. Where any change in the constitution of the firm takes place, the current licence shall
be deemed to be valid for a maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the Licensing Authority in the name of the firm with the changed
constitution.

4. The licence unless sooner suspended or cancelled shall remain valid perpetually. However, the compliance with the
conditions of licence and the provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs Rules, 1945
shall be assessed not less than once in five years or as needed as per risk based approach.

5. The licence is issued only after fulfillment of the requirements of Good Manufacturing Practices (GMP) of
Ayurveda, Siddha or Unani drugs as laid down in Schedule T of the Drugs Rules, 1945.”.

23. In the principal rules for FORM 25E, the following FORM shall be substituted, namely:-
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“FORM 25E
(See rule 154A)

Loan Licence to manufacture for sale Ayurvedic, Siddha or Unani Drugs

1. Number of Licence.............cooeviiviniinnnnn. date Of 1SSUC......vvinieiiiiiiiiieeee

2 s OF e is hereby granted a loan licence to manufacture
for sale Ayurvedic, Siddha, or Unani drugs, on the premises situated at ...
ClOuiiiiictice e under the direction and supervision of the following expert technical staff:

(a) Expert Technical staff (NAMES). v,

(b) Names of drugs categorized as per Schedule T (each item to be separately specified) with specific Product
Code/QR Code for each approved drug.

3. The licence shall be in force from ........coceeviiviicveceennnnn,

4. The licence is subject to the conditions stated below and to such other conditions as may be specified in the Rules
for the time being in force under the Drugs and Cosmetics Act, 1940.

Date ................ Signature ........ccoceeeevenns
Designation ...................

Conditions of Licence

1. Any change in the technical staff named in the licence shall be forthwith reported to the Licensing Authority.

2. This licence shall be deemed to extend to such additional items as the licencee may intimate to the Licensing
Authority from time to time, and as may be endorsed by the Licensing Authority.

3. The licencee shall inform the Licensing Authority in writing in the event of any change in the constitution of the
firm operating under the licence. Where any change in the constitution of the firm takes place, the current licence shall
be deemed to be valid for a maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the Licensing Authority in the name of the firm with the changed
constitution.

4. The licence unless sooner suspended or cancelled shall remain valid perpetually. However, the compliance with the
conditions of licence and the provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs Rules, 1945
shall be assessed not less than once in five years or as needed as per risk based approach.”.

24. In the principal rules for FORM 26E2-I, the following FORM shall be substituted, namely:-

“[FORM 26E2-1]
(See rule 158C)
State Drug Controller or Licensing Authority for Ayurveda, Siddha and Unani Medicines
Name of the State or Union territory........
Free Sale Certificate
It is certified that M/s. ....... (Name of the company)........situated at .......... (Address)

...................... is holding valid Ayurvedic/Siddha/Unani Drug Manufacturing Licence Number............... and
certificate of Good Manufacturing Practices for the State or Union territory of ......

It is also certified that the manufacturing plant situated at........... (Address)........ in which the Ayurvedic or Unani or
Sidhha products are manufactured, conforms to the requirement of Good Manufacturing Practices and is subjected to
inspection as per rules.

The firm has been permitted under Licence Number........... to manufacture and market the following products (attach
list of products, if multiple) freely for sale in India under the provisions of the Drugs and Cosemtics Act, 1940 and the
rules thereunder.

( Signature and Name)

State Drug Controller/Licensing Authority
AdAress....o.ovviiiii
Name of State or Union territory............ 1.
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25. In the principal rules for FORM 26E2-11, the following FORM shall be substituted, namely:-

“[FORM 26E2-I1
(See rule 158C)
State Drug Controller or Licensing Authority for Ayurveda, Siddha and Unani Medicines
Name of the State or Union territory........
Free Sale Certificate

It is certified that M/s. ....... (Name of the company)........situated at .......... (Address)

...................... is holding valid Ayurvedic/Siddha/Unani Drug Manufacturing Loan Licence Number............... ......and
the valid certificate of Good Manufacturing Practices for the State or Union territory of ......

It is also certified that the manufacturing plant situated at........... (Address)........ in which the Ayurvedic or Unani or
Sidhha products are manufactured, conforms to the requirement of Good Manufacturing Practices and is subjected to
inspection as per rules.

The firm has been permitted under Loan Licence Number........... to manufacture and market the following products
(attach list of products, if multiple) freely for sale in India under the provisions of the Drugs and Cosmetics Act, 1940
(23 of 1940) and the rules thereunder.

( Signature and Name)

State Drug Controller/Licensing Authority
Address.....o.ooviiiiiii
Name of State or Union territory............

26. In the principal rules for FORM 26 E3, the following FORM shall be substituted, namely:-

“FORM 26 E3
(See rule 158C)
State Drug Controller or Licensing Authority for Ayurveda, Siddha and Unani Medicines
Name of the State or Union territory........
Non-Conviction Certificate

It is certified that M/s. ....... (Name of the company)........ situated at .......... (Registered

AdAress) ....cccocevvveveeinns is holding valid Ayurvedic/Siddha/Unani Drug Manufacturing Licence Number............... in
Form 25D/25E and valid certificate of Good Manufacturing Practices/valid Good Manufacturing Practices certificate
of principal or original manufacturer for the State or Union territory of ............

As per the records of the State Drug Controller or Licensing Authority, as it may be, and affidavit (Annexure I) given
by the company, the firm has not been convicted under the Drugs and Cosmetics Act, 1940 (23 of 1940) and the rules
thereunder in the State or Union territory of ........ , during the last three years of the issuing of this certificate.

This certificate shall be valid only for one year from the date of issue.

Date :....... (Seal of issuing Officer) ... ... ... oo v et vt ce e e e
( Signature and Name)
State Drug Controller/Licensing Authority for
Ayurveda, Siddha and Unani Medicines.

[ANNEXURE-1]
(Proforma of Affidavit to be executed on appropriate non-judicial stamp paper of minimum value and attested by
Notary Public)

L o, S/O..ccvinnnil, age....... working as .......... of..oiiii. (Name and address of the company)...... from
...... to......do hereby solemnly affirm and declare as under:

1. That I, in the capacity of Authorized Signatory of ...... (name and address of the company)....,am duly competent to
depose and verify the present affidavit.
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2. That I apply for Non-conviction Certificate on behalf of M/s. ..............
3. That I declare that I am aware of the details of my organization and day to day activities from....to....

4. That | hereby undertake that the Non-Conviction Certificate, if issued, will be utilized for the bona fide purpose
only.

5. | declare that the aforesaid firm is not convicted under the Drugs and Cosmetics Act, 1940 and rules thereunder
during the last three years.

6. That it is my true statement.
Signature of Deponent
Verification
Verified at............. (Place and State).............. today on this................ day
of.....(month)....(Year).....that the contents of the above affidavit are true to my
Knowledge and belief and no part of it is false and nothing has been concealed there from.
Signature of Deponent]

Witness with Address

F.No. T-11011/7/2021-DCC(AYUSH)
KAVITA GARG, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification No. F. 28-10/45-H(1), dated the 21%
December, 1945 and last amended vide notification number G.S.R. 258 (E), dated the 7™ April, 2021.
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