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ar.%.7. 98(37).—=fufer siw ywme ARt sfafa=ra, 1940 (1940 =1 23) &t &Te-g gy Jaod
ITRAT T AT %A g0 3T ag, THg, TATHT SUfer Tahe el GATEHIT are | TXHT FAs a1g, Suter
AT THTE AT W, 1945 T 3T Hemee i3  forw, 9T 3 ex IRt &7 I&a1a g, Hwiaad =i
FT TF TTET, THF G TATET g4 T TqTa=T arer aeft safeat it STaawr & fore serfora B stmar 2,
STET T S Srterf=ae g Suterd &, 3l Uas gy 94T & St g o S qerar A ow faament &
AMAAT SaT GATAT T2 3T @ & A1 QA1 sl AATE TATT g 9% AT I a18 =12 Fohar sroam
S arig 1 =7 yTeT Rt arer 9T F Tera it AT ST F SUAsY TS ST,

e fAfdse srafe & fiaw Bt off =it & ST 9= 9 S arelt st S gATE 97

T g1 = B o,

AT AT qATE, TR Fle g, v =, AT GAAF, AT o, d sl ST Hirqers T,
FruaT, 7% feeii-110023 7 Rrfua fFu S0 st -8 dec-ayush@nic.in. 9% 95T ST0)

ST fAfae srater & wWiae B ot =i & 91 g aret SIS gAEl 9% 65 G g0

o o
(=TT TeRYT STTUATT

747 GI1/2024 1)
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wetaT A
1. fer sftefe, sfe s - (1) = et = sirrfer (Fremrer) e, 2024 F2T SO (2) THTRTT TSI
H I T 6l a8 TG g
2. sirafer e, 1945 (S =¥ =9 TeaTae [Ham gl 147 8) |, 907 XVI, XVIA, XVII, XVIII # XIX
H, "Agate®, g oiT A st e AT "arates (g |fea) a1 JAT sfutea” asg Sgr |
TReferd gf, 39 T4 9 "Agae, g, ar-Rr o At st o v S
3. =\ 2 (7re) =1 9 Mt @ S, -
“(er=r) greaTataeR siafet & siavta e oft U sfrofer enfier & o grerafare swon 7 & g 41 S
Farfereeft sroraaRTaT oo AT sg9a & Areaw & wuriug i 7 2 Sar B aterfy fi ageft sie gwd
agAt ® steafaa gt & gy amegey # a5 ¢ o e awa v fEagen & sfasris
SIEITIT SUSTHIRAT il Qe IRl o STHTE JATY 30T IAT g 37T ST UHT gIEATaiera Sufei & sragal &l
TRT g AR T8 asta Uy sirafer 921 € S ei=rae g F <7 STt 2|
4. 979 2 (39) % w9 9% Ao T@r ST, erid-
“(z@) “Ostra grearaeft i & st g var =i-
(i) ST gremTef e aRue afafaaw, 1973 (1973 &1 59); a7 g gt s (TaEiu=)
srferfare, 2020 (2020 7 15) &t stqg =t #fafae 7 stegf=ra et arfesror grT Jac it 7€ Teaar
TEAT gl AT
(ii) SIS grearaeft s (uaeto=) stferfaew, 2020 (2020 #1 15) & dga grearaeft T agfa & r
AITH LA ATl SATHRAT 3 ISR SALST T TP GTorehT T F=rercar 9T # OSiigd gaT dSiaw &
fore o 21,7
5. qAIH & {9\ 2 (37) F arg, [eferiag M= siaeataa B S, s9iq-
“(=9) "ISTRa AR AT frg AT Frar-RadT 1 FATT e & St g AT oAl -
(i) ST e rferea s afvoe sifafaera, 1970 (1970 =T 48); a1 wred i e agfardia s

(veEtsrEuETR) sfafaaH, 2020 (2020 F1 14) #ir srqgi=at § iy v sty B s g
Jacd T TS TRIAGT TEaT ar; AT

(ii) sTrereefr et gty T s (vaeEfrersueow) sifafRee, 2020 (2020 #7 14) F q8d Aras
a7 &g A7 Frar-Reat a1 A ST 95T A A w are AR & OGS s AT e
gfSreRT it FrfehcaT 9iSmRT & dSiighd g IT IS0l & o7 97 g

6. 9 =t & =W 2 (3) % &g, et s siaeatea e s, sraiq-

“(stsT) rar-REaT sfuteri— qrar-Reat sirafaat & stava a a9 sfofey & S Aqst a1 99& # TR 4T
e & e, STER, a99 a1 Famor & U seEmErEeEn & O sratia g, siw S sty s
TETEA AT AT, 1940 it T2\ =T # Afafde dar-fear R agfaat fit s gEast
H AT wAT F SATATE A+ &9 § AR 2|

(St=7) |raT-RaT Fiafcas sirofa- rar-Rear T 9@ faat & deer § 3 99 TR7 Jf$wq g Sad wad o
THew A=qrate g o TI9 gt # fAMtey qEr-toor e agfaat f ammoe wasm § aforq
FHAT § Ifeatad g, g S8 siavia UHT SUTer Aal g S Sera¥ I & &F STl g 3% UAT TRT AT Tai g
ST @ (ST97) § ToT ARt S east § areaferag)”

7. 9o =i & e 30-% & oy, Meferfaa Mem giaearod o Sros, seri.-

“30-FF. T FIEATATIH SHUTEATHRT AT — (1) F=9| 21 F @ (@) | TAT TATOT SATATH TTFERTr
5T forfra STfa 3 sremar Fr 7% greTitee siufer 7 AT 78l T S
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(2) 3u-fF=w (1) F Tgd AqATT F 0 Araed Fd G0 T2 EATAIF SHUfer F7 ArATIHAl, ATATH
TSR & THe] UH TEqrasil oY 7T 76 T&qq H S AT STehTil T Sorer i e,
R TaTasRTREaT &1 e w3 & forg srofera g, ™ed F =gaaw grearafere sy o € S ozeH
o T 2l

TISERTOT-26 (A 3 SIS A Aot sirofera i 8,—

(i) T FEATATE Siafer ST AT AT S0 Tod STHIERT AT IATS S TTeH 6l SferahTa grearates
AT AT T STHA ZIEATATF AUSTE gdr T S AT AOseigdr a7 T gusrEar § e
TN & AT

(i) o afafe & ogaw aEt § FfREe amrfe gremafas oI deaqeifaa adqt & dgq
THATHTITE % = § F=dT ITH T2t §; a7

(iiiy ST UF AT UF F AFeF UHT rEATIF AT FT AN g S @ (i) H AT ot o ot #
fafAfde 72t € a1 @< (ii) # FfvTa TTATors grarifereF qeahi § "readar 99 Tal ©; AT

(iv) ST =T AT 31 F STfer rearatee Sufary 7 AR §, Tof &7 AT ST grard i Susrdar
# =@e () A afafAam & gget aqger § AR smfter SremataE e § - 3o,
g o weelt A uw [fa s § S w1 ST 2@y, AT Ggel 7 g e g |
AT F AT T g ITAT F AT TaeA T TEqTF 2 AT

(3) TF 7= FIEATITIS UTE HT T Tgol AqHIGT I i@ & AL q9 Al rafey & forg 92 g
Arafer & 9 H {ET STAT T2

(4) 9w 21 % @< (@) § TRATNT S TeFil =9 arq & §q€ g4 & ars 6 sirofd 3or § 379 &
o ATt 3w qEfera g, SO Ifedtad ot o sTefi HTad ST H

TR AGATH TIEERTEN, STl 7% Frearde=ft shufer U Iuersy FTT T AT IS ke ATATH &, qgT A
T forfea &9 # gi=a w4, $iY sqAtd 9¥ = B ST & 9o orat &0 927 36T ST gl

g 39 FEw F adiw AR #12 ff ara o greamtEs siufy o @y a8t et 5w "6t sy A
Fea I TTTERTLT, STET AT /AT 81, & =7 ATSg=r &f [y & 0@ wa § f&t & forg f@afaeir gg smama
T STATOT Fq STTHIGT ST (AT AT &, T T TAT ISR AT SATh TATH TAAT ST FaT gl 196 =
STEEEAT T AT | Tl T TR AT ATHIGT TTH FHY [T 747 2

e AT & I297 ¥, Aufy & et sarasmrar S|+ zae a7 67w 10 =@ et = T
AT &, TIT-H9T IT 51T greArd=ft e Tug g Heifa Remfagent & aqam grm”

8. g ==l & 47w 67-% H,

. 3IH (2) T wfaearioa T ST, srata.-4(2) graTates sirufedt i fasht, Seror a7 yeede AT
fashr = faawor it gerwer I SATATCT T FA & o0 e Sqafea Tawiis 99 19-9 § &
STTUSTT 1Y S8 |79 &7 g1 €9 T g[eeh ST a7 g

i so-faw sTenta BT STom, saiq-f(4)  smeed, S-efuter died
(www.eaushadhi.gov.in) & ATEIT & TrEaH 30 0 grarafae sirafert it fashr sraateas qafda e
& SATATT AT ST

T Ag o o F g &1 Afee=AT gRIe-auiy 9ed (www.e-aushadhi.gov.in) F @R[ g
T, AT g ATAGH il AAATST AT ATRATST AT TATHTL Al STTUIT|”

9. qat==HT & Faw 67-7 & forw, Meferfaa e sfaeefoa B Sosm, sraiq.-

“67-.3iwfert i faskhy B sramteaat F w=a-(1)F=w 67-= & aat &1 1 U ST % o7efie, gaer ar
JTh FINT reraies Safaay #7 S99, TiF w47 T Fea a7 fasfr v erswer a7 fFata w=w
SR, TT=120-7T AT 20-5, (€T HT HIHAT 21, | T %00 ST
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(2) e, ATaa it AT AT T | &7 TG 60 TS 6 Fa I7 A ed TEwHT G IR 6l T8
FITRIT T ST FIT I 0 ST 67 arEg & ST 6 s
(3) MaET X, -3ufd qéed (www.e-aushadhi.gov.in) F ATEAH & FEATE il ATUIAT AT <k T |
3T 70 9T % AETE WA 2077 T 20-7 H AATCT AAATSH ST 6T JTUI(T|

i T ot fer § e wfafatert % o siwfaei & s % o et ssfea it sraegerar
CEUEIE

g I8 AT T FT IR A A=A gy s-sutaaed(www.e-aushadhi.gov.in) F@T] g
o, AT g ATAGH T AAATSA ST ATFHATSH TIHAT TATHTL T SATUIAT|”
10.5 A = e 67-3 & forw, Meforfaa fae sta s e strom, serr-.
“B7-T AqATCATT T TATH-(1)TT= 20-T IT 20-5 § ST AATH STawa T fafermTeaa=r T

TR, ATSATH-GTLY, STAATH 6T &t 3T SHUTer U JHree Aoyt ATA=a % Iqae 3T 396 dgd
FATT 0 | F AATAT T SATHION, T 20-T AT 20-5 H AAH SET e 0 darirg & a7
T AT T TELT T ARG |, ST AT FATRATT g, TAF Tr=ad H T qd H
(2) STATE AR, ATATH-LTET T T F IO T FZA o (oI AATH ST FET it AT T TAh

T 9 & AL 6 T I ol G | Tgel AT UHT STIEHTEH ST FLed ahl e &, ST AT Fmeerta 2y,
S AT ST SHA & T TS STH/EHTE e T el H AT A9 Hald | & STEATLH ST H|

FITT o THT T HTIOIT, IO 20-TT AT 20-7 H STAATCA AT Feel o0l qG & T 91 IL 21
T A o T AT ATTH FFA AT T8 e hf A |, ST AT A7t g1, it St AT Sl Ut
T HTIUIT TEQT el FA il BATq H, FAed g qH1 SATUATSHs a12 T 19-9 {47 saa &har
ST R
1.9 et 3 e 67-3= =t e frm smosm
12,59 A % =9 67-8 % 39-H9% (6) & A= Bham smom
137 A % a7 85-9 H, -
.9 (1) % T8 "IT qFE e orex faertua AT S
ii. @ (2) T Mot & siaearioa fam s, srriq:-
“(2) TTT-24-T | AT F A -
() e 2% == (I) ® qiesTTiod Rt oY Ut staad areft greararee Sruet & o a7 gse €97
T gL AT ST
(@) M=\ 2% @< (F9) § qieATiod g tss siufa=i & sTaadl & A & oI a7 g9 ¥99 &7
[ ST ST
TR AAELT HT AAT F ATASE, Ao A, 2024 F AN I AT ARG F Tgo TIA-25-THHISET
AT, ToTeeh I8 AT -1 % STHE SAH A AT TZId HTarel THT 9 g, sirafer [=aw,2024
F AN B H a0 H UF q9 AT ety F AIae wisEr Aqered df Aiaar f AR w4, sieas
frozafaas % @ (F) & q8d T aTet HISET Aqsiea 9T siufedt o v gene w0 #w uweed
SAATeq TTTLTIT Qoo STAT HT; 37T 7 (FFH % G (F) F a0 AT ATl HIS[ET SAATCa ST it
T FreaTa e siofeaihsaaais SaS & o7 U |1 97 Tid 30T i 2 & STHT H4|
g ag A T sirafer MW, 2024 % F 39 F & "l & a7 e e A ATaEEET g g
Srafer 9 (www.e-aushadhi.gov.in) & @R[ g T SATATH & [T S Hl AFaTsT i AwmarsT
TTRAT TR AT SATUITSY 30 AT & IR Sqaaad il siiaars T AhaTed THaT T
A ST
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Tig T ot T FEr g Fi =T gy S-siufer arée (www.e-aushadhi.gov.in) F T g9
T AATH o oIT ST T AAATSH ST ATRATST TIHAT TATHIL hl ST
TISEF- 26 (A0 % G2 (F) & TASHeqUad Aa9d ATeAT greararera Safeat &r et al erdareit &
AT U I¢ATE o & H FET STTUIT 37T THF AH7AT o6 o0 -3 e hl AATFHAT 75! &l
iii. == (3), (4), (5) F fA=troa BT STom)
1477w 85-7 % a1g, Mefefad Faw siaearioa o stroam, sriq.-
“85-@. ZrEATAF siutadi+ fAfFwtor & forg swor safta Jq Areed- (1) SEATATF sirafeat 6 &t
7 a2 % forT =R SIqated T&TH F3 & (o0 e, TH AR & SIS & (o0 T q8ae g0 I
AT TTTERTET T 3T SITUATT SfiY 7ga=1-24 1 | farar sroam)
(2) TTH-24-TT1 ¥ A=A 6 AT -
(F) w2 % == (a9) ® atearioa fret ot vee stemearstig et siufet & foro 2 game s
T [ WSTT ST
(@) M=\ 2 & g (F9) § TRarua grearaias ofedl & Aa74l & G0 & (o0 i Icars & |7
& T Lo ST STTUAT|
T T2 AT T FET AR h ATIg=AT T -3uter ared (www.e-aushadhi.gov.in) F ] g9
Toh ASATH o [oIT TG ohl SHAATSH 3T SAFATST TTRAT FHTRTL hT SATUIAT

TICEFI- 36 [HFH & G (F) F TA ST qUHT AqTd ATeAT gIEATATH TSN il ZEhT THT dAqT3 6
AT U I¢ATE o & H HET STTOIAT 37T THF AH7AT 6 o7 -3 8o hl ATTAFHAT 75! &l

TSR0 36 (AIH & TSl o o7, "SR stqafea” T AT § Sqaied ITEwrd ZIT UH Sea® &l
ST A w2 srEiea, S ama fAfawmior 8 st srEeem 921 8, AfEaaes-25-r # srafeaamy F
TR ATt fafawior gieremstt v ag =g a9 IS™T A8l g

85-@w. gt sirufadt it fafawtor g & forg Scaw R_fAwTr ggfaat F s=mr o gg smeea- (1)
greatas siafeat it ARt = ¥ oo saw Rt agft &1 s o g5 +71 F foo
TG, AT TTTEFRTET I TIT-24-T2 H T gL T4 % g[eeh & a1 wgr o)
(2) TIH-24-T2 § TUF SAGE UHISHIS 6 [oI0 FHIT SITUT S5k 919 SIqg=t €1 % dgd Heieg aa)
T =T AT 2

g 7 o & FET aeww i sfeeEeT g S-siufe 9ée (www.e-aushadhi.gov.in) % @R g
T AASATH & [oIT TG T SAAATSA ST ATFATST TTHAT TR T SATUIN
15.9= == & =9 85-7 1 sfaetfod T STz, sterid:-

“85-g.greardta sirafert & fafawtor }q srqafa &1 sao— (1) e 85-3 &t arat & 71 & st %
sreaefie, gt siufenr fasft & form ffawir fiemata,a=-25-1 #9T # SOt siR
Tt sfufery # foeht & forw ARt SR s, Ta=9-25-T-1 § S it S[rusft| s,
AT T TTTH 6 T | &7 AGI 6l SAater & HIae AT SATATOT T FIRT ISTRIL 307 TS [T FHHT
AEEH T I T A 6l A F ST 67 ST

(2) =@ 9w F dgq aqAra WIIEIFRT gRT At gt MFrar ggfagi &1 = @
atafa, S T AR = 999 § AqAIEd F,H TH FA 6 918 TG fT AT

(3) TH TATSATH, M U, 2-3TTer Treet (www.e-aushadhi.gov.in) & ATeTH § FATs #l SITUI|

g A AT T T v i AfeEET g S-sfute 9ee (www.e-aushadhi.gov.in) & @1
B T SAATH o (o1 SATATT 0l ATATSH ST ARATSA THIT FHHIL o0l STUIAT”

16.9= fA=Hi & 9w 855 4, -



http://www.eaushadhi.gov.in/
http://www.eaushadhi.gov.in/
http://www.eaushadhi.gov.in/
http://www.eaushadhi.gov.in/

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

i QEESTCT Teoquft /"I FATHLOT" ST "AT AAAha " ASET T (A9 a1 ST

i. e ot % Fem 857 & 39-fAEw (1) % 9 (%) ¥, "W @AW F 91 Fee # |t aeat & 9%,
"7 FEedfa AT A7 sha-fasm ereat &t st et BT srosm

iii. @ () FT TfaeATiod BFam STos, srei.-

“(T) TTETT AT AR (UHETUE) fa=aE, 2020 (2020 FT 15) T STIHL=AT & qgd qredrod Jaar
TEAT 31 3T greATa (e sufert & fAfAaior § 18 7= 1 aq9a gn’”

iv.w 85% (2%) % dEd TiQE & FiaeAriud T ST, S - "Saaw s 9@ o A oqE
T AT et & fAfREtaret w,S aagEt 2-1 § ARy sraegswaret w1 aqured w7 g,
Ieaw ARt ag = &1 | T 9=, w9u=-26 -1 § S AT S

V. TTET 9 "o TR TOA-20-T § AT T ATt wIe § orferaerd 99T Jame 30 ST 8, ar o
(2) T (3) AR Tt RITISTATCA &1, SATHATOT TTEHTLT il HIE & (oI7 Tg AT FHT o6 IH6 51
At Scure, @ ux foFT 10 3TEt F e g1 A At BT s

17. qaAt=aH & a9 85-5% & ¥+ ¥ Mofertad R sfaearioa o s, sraiq;-

“85-FF.ATATCT T FLA AT AITAT & AT & € F[ALE0r-(1) TI=7-25-T a1 TI7-25-7T-1
Herqred & o SRt S/ 95 Y&\ F3 7 IAeT™a &3 F 9gd, dqeied TTenisd Sras &l
FOT AT e sfufert &7 ™AHTr R ST s=artaa g a1 B s @1 g 3t e e Fae
167 % TEd g AT T AT FIT I T AT AT TRIAAT ITedq HLrerant g 7ar S gl

(2) we AT srfer e sirafai & At F o v e s arer 31 ST o s < wtaee &
ST FIAAT STATCAAT ot oY ot Ua AT Al ATI=aw & Iraem=i a°r uter =aar i
AAATAAT FT7F 1T H FH & FH TF T1T AT JIHGH AETRT FIEFIT & FTEIT ST T&L] Z1, AT
FAT

uiq siruter et @ e =& v agfes a8 @ a8 gfatea s go | d ard g &
I 3Arorer ALversR s et farore e @ Aeror #7 o w7 ai a9 Y oAty § A &y ae "
srferes =gt |97 747 21

g T8 A T afe 3w Efamier wgfaat & swror o= §t fEfesmeaar & s@ter F sfae a1 giaemr
9 STHT % % a18 WY ahae &7 Adreqor 921 o strar €, a7 s fAfastor agfai & swmor 9 &7 9=
T Y Tt srafer F forw s JHAT S

18.9= o=+t & fagw 85-z@ * forw, Meferfaa R iz fram s, srriq .-

“85-z@. e gy Rue-(1) e sraar Adyerrt gro a4t afiE, 9997 $ie s & foro o+t
AT T ST %l SITUA S Ao & S f ST ATeAT AT T ol ST Lol SRAT T, 1T &1 A= &6t
STT Tt Sratert a1 =TT it ST ATett Sutert & AT ahRIwaor T3T TLIer07 & o Y36 0 ST arer =m
< fhu S 77 |reEt #1 e G smoam s it R s arer A sEaeige
A IAAGAT I AT ST T AT Fg Areed | QU T0 Fa9i Fit Teqaqr, i Teqq qaweiant
FHATGE I AAIIRAT I T HLA 6 (o0 AAEF i AT, A0 S5, T ITHL AT Iqq
farfamTor agfaet &t SroeArsti qo TeET ‘T-1" § AT §4 3T ITRLUT fl FUeATsh il = 3
TATI T Fm)

(2) fAdterss, sTaTieq WTTEERTT &7 3T Ao (1) & AR o e 7 @1 # & S 9w st
TS o AT LT % TouE Uge] I O ARy 7q gu feeqa avorers R s wam”

19.9« =T & e 85-21 & forw, Mefertera fMem siaefua foram strom, srerfe.-
“85-T-STATIT TTTRRIEIRT TFHaT-
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(1) =t st yrfereTT Ut BFft ofie o=, afe e 21, ST o a8 araeas 99, % 9479 90 & %
ATITHAH o qEq (HIAT F ATATAT HIT TAT g 3T Tg AT o AT il orat a7 Af=aT % o7efiew
TRt 7 9T TRt SITOST, 1 8 T 9T % d8d U ATy ST FH|

(2) T AAATCANTIERT ST-THTH(1) F TZq ATEATH | HICE Al ¢ AT A HIHAT TL Teh AT LT HLT
AT ATATH T&TH FA T TF I 71 0 T AT STET traedss g aor e foqre iy wfa smages v
ST

(3) STaraeh g IU-TAIH (2) & Tgd UH ATIA & ST B9 F T HIg o HIa¥ SHHT Icq¥ a7 TTerd gl
(4) IT-FA7w (2) § rUferd STara Yoqa Al F ¥ ST AT FIT eaad T8 FY f&dT ST $iw
ATATF T T FLA F HILON 6 1< | grord R Srosm)

(5) =T YA & T srqafea WIfearT -3fufer (www.e-aushadhi.gov.in) 91ea & HATEIH | ATaaH
TERIT o AT ATAEF T Grad FHT|

T Tg AT [ IR ST T TAT SAteeea siure qred (www.e-aushadhi.gov.in) F W] g T
AATH F T Straa iy AT 37 AwaATe TRaT T 11T it SATUIT)”

20.59@ =T & Faw 85-z9 = forw, Referiaa e staerfoa BT Srosm, srerid.-

“85-F9-TE BT * THTA I: AAaT— T(< ATAEH AT T2AAT IqH AT agfaat  forw sHor-a=, s
T Torfeata g1, & fore et smees & T2 g & ©g A1 Al satd & sfaw srarred TIeey & =g
Fear g o RaiiRa ad @ 2 & 72 € 3 UF g T F M9 ok ST FedT g, a9 SAqsed
TR 3T I FEreAw, Ife 1 g1, w0 S 9% 98 3699 9q¢ 21dl g (o Aqaid Se@Er SHyor 9
TETH T ol Ol 6l G2 A (o7 AT § q7 a8 TH AN & qgd AT a1 Yo ST Hal”

21. 77w 85- &t MiEaferfaa & wiaeaiaa BT srom, sraiq.-

“85-F-ATT ' AATA—(1)TTF-25-T AT JUH-25-T1 H N sTqsfcaqads srtaza Afewre a+dt w2t
ST T TH (Aeifad a1 T 78l AT S

TR, ATATCT-ATEN, IHHEIT STANT T ST Arert fafwtor giaemsti it Scaw At vgfawt
STHTOT 97 %07 2T A2 T

22 9w 85-F & weATIaHTeriad fFae s :ermfua BT STTosT, sterid.-

“85-T-grHITa T Sfrafet st fAfAwtor st & forg Saw RAfAwtr ggihaat % swmor 9 it safer—
TOA-26-T1 § ST THTT 9 T o ATAHTT F97 T07 ST aF o AqACaqTiernes geT T8 W Tai 7T
T StTaT 8, T a4y 3T S8 ST g &l aIirg | g€ I a9 &l (afd % TG99 219 8 8ol U
TS ETA T THTOT 957 FTAETI0T Qoo ST 6T STTaT &l

(2) T AGATE-GTT IT-FFT (1) & Ioor@ & JAGER F7q a0 92 AT 399 I8l THIT T T emeor
IR qIATT Fi | TaFe Tgar &, T I THTT T T [ 6 a1 2T Al AT IHh g Al dh
& TRE8 % o7 THTOT 97 WTaemeoT oo & &7 Jiaerd $f 3 & f&ea 9o 7 qEard w1 g, 3T 36 T
& Q[ T AT F FHLeA Al *ATd §, THIT T Tl T THAT SATUATI”

23 AT F e 85-aht Aetrua Bham sraam
24 qATHIHT % e 85-5TH-

i.9T () F e "t % Jga Fes Mes" oreal & T U e 7 TS 9T g Hash =
167 = srefte o sfeafea T Rders" ersat 1 wiawefua B sroam

ii.@< () 1 e B som

ii.@e () % FT FHfEd Wgs "W T2 A F {9 8w aqEE-21 % qgq steataa Fawn #iv
AreTE Rl Tae aror fAfRmtarst #v o e BT sroa” i szt B Smoem



http://www.e-aushadhi.gov.in/
http://www.eaushadhi.gov.in/

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

25. 71 =T % == 106-F ¥, 39-F99 (F), €< (ji), ST (F) F "STHT gRATIIF BIHIBGAT" o]
F AT Fefeted s BT SO, s9iq - A7 e eI YE Wi ar ar qid
ETHTHITIATI”

26 @t % e 153 4,
(i) @< (@) F SFaeATiod T STusT, Srerid.-

“(@) TIF-249 HITT ITATE IT AT FIT K [F h ATAAGATCT ATIAFET T S-S I (www.e-
aushadhi.gov.in) & #Te9H & TaH (U TU oMa=, Fg a1 AT siwteat & ot % fom fafawmr %
AT | HATAT STETeh STaTe, ST o srfarfaaw & gy 3 % g% (3) & I9ET (i) § Famareard g1

(ii) TEAT T AEferted & Traemiod R STo saiq.-

‘O AR T AT F qTasE, A0S Faw, 2024 F AW g A GG T g TIT-255F dgd HISaT
FIATCT-ITET T AL ATHL IaH AT TZIAAT FT T2 THIT T T@A AT UH AT Cqa-gmir
T sfuter o amg g B A 7 UE F9 A sater F Fra Wi s fr Aiaear & o st
ST A, T Srferfaae it =T 3 % @< (F) % qgd A ATeAT HISET SATATH-ITH Uty % o v gore
Y AT THATTNT STATH TTTETOT [ STHT FHdAT T, 3 ATeHaH it <7 3 % @ (F) F I9-9< (i) %
TEd AT ATAT HIS[ET ATATH-ATH SAofe=i o o i Scare U &7 793 67 3 A STHT HAT g1

27. A==+t & e 153-54,
(Y@ (@) Fr MR & sfaearioa T s, sriq.-

“(=) ST Afafaaw &t grT 3 F @T (W) & SuEs (i) § TRATNT g, AqAd TEIFET Hf TI7-24% He-
sirufer Tréer (www.e-aushadhi.gov.in) & ATeaH F THH R0 10 sgas, &g ar A shufast & e
SRIT! AT F FATIT T SATH T IcATE &l |1 9 6 [ 6 qr1”

(ii) TEAT T AEterted | Fiaearod B STor sraiq

“Oi TATHT AT AT & qTasq, ATrer Faw, 2024 F AR 1 6 AE H Tgol TIA-25% dgd HISal
ATATCT-ATET ST ATLAT-Aoh AT IaH [ATHATT TEIAAT FT T THTT T Ta ATl UH FTACq-gmr
T Y Fow a0 g9 & airg & UF a9 it Aate F faw disEr aqatea ft Aaar & o et
ST A, AT SAferfaae it =T 3 % @< (F) F dgd A ATeAT HISET ATATH-ITH Hufert % forw v gore
Y HT UF ST ATATH TIALTIT [0 STHT FIAT T, 37T ATTHAR T 97T 3 & @< (F) *F 37U-8< (i)
& T2 T ATAT AT ATATH-ITH SATEFT F forw qiq Icme UF &7 &9 i 32 T STHT HeAT gl

28. wataaw & fAaw 156-7 #, Iuf=aw (1) Fr Feferfa & gfaeartaa B o, -

“(1) TIT-263-1 | THTT 95 & & I, ATATCAATIIRTT I TTASTA AT FHILOT SAEITISTEH ST AT
fafamtor T st seattaa g At e s oEr 2 s S 3w atafaaw % siavia,Raw 167 F aga
TALTeoT g AT TS FEET FIT I UF A7 Afa A ROt g BT ST yeqrtad g, U A7 Sfiew
e st % Rfawtor 3 foro o= foFe ST aer = 39 3 ST < staeTe i St

29. yataaei F Faw 157 ¥, @< (2) Fr Feferfad aufaerod B S, srei.-

“(2) srgae, fag, Far-RaaT a1 AT S te= &1 AT qe| Tt HEATAl & Ao ST THaET
% dgd AT STom, S|H #9W ¥ #W Us FRE UAT gRM, ST qUiETes wEART gr siT e ar
FReferfaa Traard 2, st -

() Tt feafeemera/asa e ar "ifatas g, srda ST gafa aihuet sie ot e 20
TS g % G 7 TR sT 89T & J1Far [Heft gr,3°T Y& &l agds, ®g, |ar-Redr av

o

AT FerfereaT agfa, s ot JraeT gr,d =B, storar
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(@)FE TLHRT T ST LR g7 AT 9T FrafEemes § s (rgas a1 f&g 31 aEr-Rear a7
TATHT) | ®TqH & 9T FqAeaura A=A s § agas, g, Tar-Radr 91 A eotey, Sar ot
AT 21 AT § 9 & 7 2 AT H; ATA

Ui St (Ferrad ) 2024 F AN B F g TOA-259/255H SAqATCT I F FASHI F o7 Feqe
F % €T | TS AqATCT ATTHHIT HIGA F g GS(Fd SATh I I TASHT 6 [0 AT ATh AT
STAT T2

30.FF=9 161-Ts IUfAaw (2) ¥, "aredias qHT" el FI "qEaia® guT A A" aufaeania T
ST

31.779w 162-% # @ (F) & Mwfortad & staeriud T s, srri-

“(F) wTedtT e tgfa g e (TaEsrEuaTH) sfEfaae, 2020 (2020 FT 14)#H SqETiT
ATETE A=/ Hg/AET-RAaT/ZAT AFare/ et Jrear a1 g tEa=meas & . w1t (rgas)!”
32.7=® 168 & Tgd ATrerhT H, "12%" asai o7 "11.40%" sz Tfaearioa oo s

33.9« =AT & [{=w 170 &1 A=A BHam s

34. T H-

i TT 2 F AT TR o > et foraT strom

i, "TaTR" 9TeaT | TRl "ATATCd AT o= ” gtaeariua o srom
35.9971-207 H-

i, @T 2 % TG T8 “Fl v, > o T S

i, "TaTR" 9Teal § TRl "ATATCd TCAT" 8% .o ” gfaeTiua R s
36.995-20% T fa=trtog B srom
37 gATTHT §, TI=-247+ Torw, Fwferfaa st sfaeenfua B o, staiq—

“TI-247
(P 85-53d)

IR Sratert it fanht 37 fEaawoer gq At & o sratea ya™ F:3 & fow sreee

1K 2 U AT s LA E-{ .8 IO

................................................... H Ruq ufvew § Aefefea greamates gae fEa=/araagaa gumai &
fafamTor 3q At Y= 3 & o7 e Far g/Fd 2

BIRITTTE AT 3 TTH (o (T AT AT M- o 7))

< ST £ 1l T TR @ Y & TEq ALHIT & @Td H STAT FT
T3 19T B 37 HaTad ST ATATH/SAAATEA Ad-a Saeft e THeh 97 614 2
IS A EC VO TEATE L e,

CIEEED

foroor-strerae o AT TRERT F Ty it T FAd AT AR
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38. 9 AT § Wa=-247 % are, Meferted soe sfa.eataa ST Sroa, srai-

“GaH-2471
(Frrag5as 35)
et sfrafert & ferars At F o sy safa yem e s 3 o sreee
IR 52 LI L5 LR TAgT
......................................... foug ofve & el greamdfas aex el afeagea gumt *
;ﬁ'ﬁw%‘iw .................................................... YT AT TTT FA o [oIT e FAT g/Fed
LRI 1D TR 1A O 1 £ FO R (T TS T FAT-AAT oA i)

2. fafamtor afte<d & grardfass siufert & ARt s afeor & arafas &7 & 2 qaia Faaidas
& ATH, ARdTU T ATAA

3. fijgw i Hom w3 2,

(F) FafawTor Su=T o forT §/gATE 95 &t UF a7 I fSoreeht AfAaior ewar &7 #/29 ST FTAT AT8ar
g/Ted 2

(@) fafearor Foet & 957 it UF g7 G o F T/EAT g AUterd Tod® 6e & A g odd a9
TR FHATGE, ITHLOT ¥ TRET it Fa70 39 F foro ggaa 8 oie 7 =9 dao # Fgt 9t =7 39w
ITATaT o T Iorsh =7 & ISeeT ab7 F:iT @l

() fafamtor frw ST o forg searfea sirwer = fRsa & 9

B, T T FTET v, FAT T [ TLHIT 6 @Td | STHT FT (&7 T 8
ST HATEd ool ATAE/AAATS A Hegag gadl fFad g7 gl

* gt Femieefa ATfersh, WRITETT AT ey fAgersent 719 & #4)
**ITET STAE HH T T A BT HT T AT TG T 7o F 1|

# T2t TAfAwTor Fuet, set aredtas w7 & FfFator T Srow, F7 9m &i 9qr o S qelr Sed
e At e S &St #7)

TIH-24-T7-2
(F=w 85@@ W)
greaTata sfratert it At st & forg o ARt agfaat & swmor 97 3 sraeT

(I 15 L AU TAgT
...................................................... o ufter & gemafds siufed % fRffwir &g
L2 1 LSRR Icaw fafawior ggffdt 1 =T Yo F9 F forw eraes FEar
/A B
2. e, R L 0 B U @ o % Tgq TLHT % GTd | STAT 7
3T 9T B ST HaTad oo ATATH/SA AT - Seefl [TeT 39 97 94 &
IS A EC VO FEATE L e,

(3Ta=F)
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froeor-strerae o AT afERl & Ty it ai g g AR
39. 9 A § ya=r-257 foru, fMeferfea s siq:wamfua o SosT, sraia:-

“TIA-25T
(Frr 857 3)
greara s siroter & fesft a7 = ggfafamtor # 1 areaw
SSTo T TEIT Y ST Fee il
LA L= FUTTTT TP PTOR R RUUUOPPPPPTRTI
o 11 VR g ufmr & fRafafea

TR et & Af=aTr & forg srs o STar gsiasterad qe| Tahe el FHATER & e
T AT qgd -

IR HUThT & ATH:
(T HE 99F €9 ° T Hif J70)
2 AT TEHATh FHATLIGE (ATH):

4. ST, = &1 T2 ot a9 UHT =7 rat, ST o 3 Saree arat stterf=ae, 1940 & s T Tqed
At # AR £ S, F aefa 21

st Y ard

1. A | AT THAET FHAREE § e € qRada seafeq STiery wrg i B smom)

2. TH AT T UHT ATTRTE awqall a Aeariid we & oy F87eA1 ST, St S ia-ams q94-
T I STAATHIATIEFRTET T G 2 TohaT 8, i ST & sraarta arfesrmT grer @i o S aehar 2

3. SAIHATH-oT, AATH & q@d HIH T Lol ®H & o § T ff Fgara & Fafq § fofea =1 4
FAATH IR T GI=rd HAT TET FH o6 T59 | Al d 9819 gal §, AqAT TqAd qadad #f
TG | ATHRAT AT A1 % o7 [ATEAT AT S0, ST aF o6 26 d= e & 91 BH & 919 97
SSATH TTEFTET & T AT 7ol A1 715 2l

4. AT T TH FeAfad 71 T2 781 A AT g, TR € F @fewrer I aur, St i odqt i
rafer wa yETeT AT Sterf=a® 1940 (1940%T 23) 3% sirafer F=w, 1945% Ul % SATATAT HqAT=
FI H FF H FH TFH a1 AT SAMTET LTS IEFRI07 6 T aLARATTA Feiid war Srom

5. siufer ffem, 19458 sget-3-1 ® FomRgiRa gt siufaei £ saw Afawtr ggihe
( STroRdT)T STUAEATSH T GIT FA 6 9T G STAATH ST 6T AT 2

40. W AT | 907-25-7 % are, Meteriea sossia e B S, -
“Ta7-25-7T-1
(Frrer 857 3)
EEATIfar sirtert v fashr =7 frawor gq At F o 3w st
1. ST(o T HEAT 3T ST Fo T

EIRC R R C e e T e e R 1 5 2 O 2 S = K S~ O 1 1 e B S < e
L2 L 7 SO ST SAATH T T STTAT &oIT (AT ed [rerast G tent =T &
fA3er si Taer & q8q gni-
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(F) Tarerast qaereht FHAT R (FTH):
(@) rEATaTI T9ThI & AT
(TIF 7 g% €9 T T JT0)

4. ST, = <7 TS ot AT UHT ST Aat, S Sy S y\ra arat stterfeee, 1940 % IoHy Yoo
At #§ fAfAfds i ST, F aeha 21

Fgta it ard
1. ST H ATHT T 0! FHATLER | e AT TRAAT SAqaAred TR Hig=rd AT ST
239 AqSATH & UHT SATqch aeqel aoh Eeared weed & o0 q9AT ST0AT, @1t A H-emih q94-
THT 9T ATATHITIARILN BT G T Tl &, 3L STET T3 ST TR FIT a7 har ST aehar 2
3. AqATH-GTIH, STIATH & dgd HIH FT gl BH & TS § el A aaara ot reofd #§ fofag =0 9
SAATH ATTAHTLT T G HTN STET FH 6 TS | Fle ST TEATH AT &, AT SAqATH Taa shr
TG F ATAHAH T A o forw et e areit STostt, S a9 16 =6 = e & 919 FH & 919 9%
ST TIAFT & T A A2l (1 T2 2N
4. F9ATH S T [efaa a1 T q81 & 1t g, Tt ' AfEmT It aur, Sy i aat s
ot e et AT ATARITH 1940 (1940%T 23) 7 sfuter A=W, 1945% IUST & TAITAT &I T
T H FF H FH T G AT SAMEH ST IR0 6 A TaTRATA Heiiad o Sro”
41, TIF-26-TTaerod AT ST
42. W AT {HI9=-26-9 | w5, Muteried yo=r staeariea o s, seaiq-

“Ia-26-T-1

(Frrr 85339)

AT sfrofert  fafemtar &1 scaw st wg it #1 g\ o (Sfroad)

L3121 AT g, srufer ua sHrae arft fAgw, 1945 &t sEEt-s1 § Tor Maifa
AT SO TerT T Jcaw A=A Tt T Teqrsi 7 ST Hedl 2l

Tg T 957 0= 9 &t afar F forw @femr § iz 5w Rt vgimichoadt) fefriee Gt
gl o &t 2-

AT e FEATE T e,
£ 1 B = I P

grearafas siafer 3 foro srerfea wfeerd
43.999-26-%-4 F1 i B smowm)

44, II-26-3-5%1 A=t fhar s,
[T, &. #1-11011/05/2019- 1= (3mw)]
FHiadr I, qgaFT dfua

foroqor © qer e, W F e # srfag=eT den u.28-10/45-1=(1), A 21 e, 1945 g
TeRTTAd U o ST stferEAT @e T anaAnE. o, TG .. AR
It e gontaa o o
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MINISTRY OF AYUSH
NOTIFICATION
New Delhi, the 2nd February, 2024

G.S.R. 98(E).—The following draft of certain rules further to amend the Drugs Rules, 1945, which the
Central Government proposes to make, in exercise of the powers conferred by section 33-N of the Drugs and
Cosmetics Act, 1940 (23 of 1940) and after consultation with Ayurveda, Siddha, Unani Drug Technical Advisory
Board, is hereby published as required by the said section, for the information of all persons likely to be affected
thereby; and notice is hereby given that the objections or suggestions of the stakeholders on the said draft rules will be
taken into consideration after the expiry of a period of thirty days from the date on which copies of the Official
Gazette in which this notification is published, are made available to the public;

Any objection or suggestion, which may be received from any person with respect to the said draft rules
within the period specified above, will be taken into consideration by the Central Government;

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Ayush, AYUSH Bhawan,
‘B’ Block, GPO Complex, INA, New Delhi — 110023 or emailed at dcc-ayush@nic.in.

Obijections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

DRAFT RULES

1. Short title, and commencement: - (1) These rules may be called the Drugs (Amendment) Rules, 2024. (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 be as the principal Rules), in part XVI, XVIA, XVII, XVIII and
XIX, the words “Ayurvedic, Siddha and Unani Drugs” or the words “Ayurvedic (including siddha) or Unani drugs”
wherever appearing shall be substituted with the words “Ayurveda, Siddha, Sowa-Rigpa and Unani Drugs”.

3. Rule 2 (dd) shall be substituted namely-

“(dd) Homoeopathic medicines include any drug which is recorded in Homoeopathic provings or therapeutic efficacy
of which has been established through long clinical experience as recorded in authoritative literature of Homoeopathy
as mentioned in first and second schedule of the Act and which is prepared according to the techniques of the official
Homoeopathic Pharmacopoeia of India and abroad and covers combination of ingredients of such Homoeopathic
medicines but does not include a medicine which is administered by parenteral route.”

4. Rule 2 (eb) shall be substituted namely-
“(eb) “Registered Homoeopathy medical practitioner” means a person -

(i) holding a qualification granted by an authority specified or notified in the Schedules to the Homoeopathy Central
Council Act, 1973 (59 of 1973); or The National Commission for Homoeopathy (NCH) Act, 2020 (15 of 2020); or

(i) registered or eligible for registration in a medical register of a State or National register meant for the registration
of persons practicing the Homoeopathy system of medicine as under National Commission for Homoeopathy (NCH)
Act, 2020 (15 0f 2020);”

5. After rule 2 (ec) of the principal rules, the following rule shall be inserted, namely-
“(ed) “Registered Ayurveda or Siddha or Sowa-Rigpa or Unani medical practitioner” means a person -

(i) holding a qualification granted by an authority specified or notified in the Schedules to the Indian Medicine Central
Council Act, 1970 (48 of 1970); or National Commission for Indian System of Medicine (NCISM) Act, 2020 (14 of
2020); or

(ii) registered or eligible for registration in a medical register of a State or National register meant for the registration
of persons practicing the Ayurveda or Siddha or Sowa-Rigpa or Unani system of medicine as under National
Commission for Indian System of Medicine (NCISM)Act, 2020 (14 of 2020);”

6. After rule 2 (h) of the principal rules, the following rule shall be inserted, namely-

“(hh) Sowa-Rigpa drugs — Sowa-Rigpa drug includes all medicines intended for internal or external use for or in the
diagnosis, treatment, mitigation or prevention of disease or disorder in human beings or animals, and manufactured
exclusively in accordance with the formulae described in, the authoritative books of Sowa-Rigpa systems of medicine,
specified in the First Schedule of the Drugs and Cosmetic Act, 1940.
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(hi) Sowa-Rigpa Proprietary medicine.- In relation to Sowa-Rigpa systems of medicine all formulations containing
only such ingredients mentioned in the formulae described in the authoritative books of Sowa-Rigpa systems of
medicine specified in the First Schedule, but does not include a medicine which is administered by parenteral route
and also a formulation included in the authoritative books as specified in clause (hh).”

7. For rule 30AA of the principal rules, the following rule shall be substituted, namely.-

“30AA. Import of New Homoeopathic medicines.— (1) No New Homoeopathic medicine shall be imported except
under and in accordance with the permission in writing by the Licensing Authority as defined in clause (b) of rule 21.

(2) The importer of a New Homoeopathic medicine when applying for permission under sub-rule (1) shall produce
before the Licensing Authority such documentary and other evidence as may be required by the Licensing Authority
for assessing the safety, therapeutic efficacy of the medicine including the minimum homoeopathic provings carried
out with it.

Explanation.- For the purpose of this rule, ‘New Homoeopathic Medicine’ means,—

Q) a Homoeopathic medicine which is not specified in the official Homoeopathic Pharmacopoeia of India or
United States of America or of the United Kingdom or the German Homoeopathic Pharmacopoeia or the French
Homoeopathic Pharmacopoeia or the European Pharmacopeia; or

(ii) which is not recognized in authoritative Homoeopathic books specified in the First Schedule of the Act, as
efficacious under the conditions recommended; or

(iii) a combination of Homoeopathic medicines containing one or more medicines which are not specified in any
of the Pharmacopoeias referred to in clause (i) or not recognized in authoritative Homoeopathic books referred to in
clause (ii); or

(iv) a combination of two or more Homoeopathic medicines even if individually mentioned in the official
Homoeopathic Pharmacopoeia as in clause (i) or in authoritative Homoeopathic books specified in the First Schedule
of the Act, which are now proposed to be combined for the first time in a fixed ratio, or if the ratio of ingredients in an
already marketed combination is proposed to be changed, with certain claims; or

(3) A New Homoeopathic Medicine shall continue to be considered as New Homoeopathic Medicine for a period of
four years from the date of its first approval.

(4) The Licensing Authority as defined in clause (b) of rule 21 after being satisfied that the drug shall be effective and
safe for use in the country, shall issue approval subject to the conditions stated therein.

PROVIDED that the Licensing Authority shall, where the data provided or generated on the New Homoeopathic
Medicine is inadequate, intimate the applicant in writing, and the conditions, which shall be satisfied before
permission could be considered.

PROVIDED further that nothing contained under this rule shall be applicable to such Homoeopathic medicine which
has been issued approval for import or license for manufacture for sale in India prior to the date of this notification
from the concerned State or Central Authority as the case may be, and if such authority or person provides substantive
information that the approval of competent authority has been obtained prior to the date of this notification.

Note: For the purpose of safety, therapeutic efficacy of the medicine including the minimum homoeopathic provings
carried out with it shall be in accordance with the guidelines prescribed by Central Council for Research in
Homoeopathy from time to time.”

8. In rule 67A of the principal rules,

i. subrule (2) shall be substituted namely.-*(2) Application for the grant of a licence to sell, stock or exhibit or offer for
sale or distribute Homoeopathic medicines shall be made in Form19-B to the Licensing Authority and shall be
accompanied by a fee of rupees two thousand.

ii. following sub-rule shall be inserted namely.-“(4) The application shall be made through portal e-AUSHADHI
(www.eaushadhi.gov.in) as per the format provided in the said portal, pertaining to the sale license of Homoeopathic
Medicines.

PROVIDED that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as notified by the Central
Government, till such time, either of online and offline process of license application shall be accepted.” .

9. For rule 67C of the principal rules, the following rule shall be substituted, namely.-

“67C. Forms of licences to sell drugs.-(1) Subject to the conditions of rule 67F being fulfilled, a licence to sell,
stock or exhibit or offer for sale or distribute Homoeopathic medicines by retail or by wholesale shall be issued in
Form 20C or 20D as the case may be.
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(2) 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 by the applicant of any shortcomings highlighted by the licensing authority as the case maybe.

(3) The application shall be processed through portal e-AUSHADHI (www.e-aushadhi.gov.in) and license in Form
20C or 20D issued online as per the format provided in the said portal.

PROVIDED that no license shall be required for exhibiting the drugs for promotional activities in any fair.

PROVIDED further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as
notified by the Central Government, till such time, either of online and offline process of license application shall be
accepted.”.

10. For rule 67E of the principal rules, the following rule shall be substituted, namely:-.-
“67E Duration of licences.(1) A licence issued in Form 20C or 20D shall remain valid perpetually.

PROVIDED that the licencee shall submit a self declaration of adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Rules, every five years from the date of issue of license in Form
20C or 20D or from the date of submission of last self declaration as the case may be .

(2) The licensing authority shall issue two reminders to licensee for submission of self declaration, six months and
three months by Registered Post/ Speed post with Acknowledgement Due and email, before the date of completion of
every five years interval from the date of issue of license or from the date of issuance of such reminder, as the case
may be.

PROVIDED further, that such self declaration should be made within three months of completion of five
years from the date of issue of license in Form 20C or 20D 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, license shall be deemed to have been
cancelled. Fresh application under Form 19B is to be made thereafter.”

11. The Rule 67EE of the principal rules, shall be omitted.

12. The sub-rule(6) of rule 67G of the principal rules, shall be omitted.
13. In rule 85B of the principal rules, -

i. under clause (1) the words “or renewal” shall be omitted.

ii. clause (2) shall be substituted namely:-

“(2) The application in Form 24C shall be accompanied-

(a) by a fee of rupees two thousand for any number of single ingredient Homoeopathic medicines as defined in
clause (dd) of Rule 2.

(b) by a fee of rupees two hundred per product for combination of ingredients of Homoeopathic medicines as
defined in clause (dd) of Rule 2.

PROVIDED, notwithstanding the period for renewal, existing license holders under Form 25C prior to the
date of commencement of the Drugs Rules, 2024, and having a valid Good Manufacturing Practices Certificate as per
Schedule M1, shall seek for the perpetuity of existing licence within a period of one year from the date of
commencement of the Drugs Rules, 2024, by depositing a onetime licence retention fee of rupees one thousand for
existing licenced drugs falling under clause (a) of this rule; and at the rate of rupees one hundred per product for
combination of ingredients of Homoeopathic medicines for existing licenced drugs falling under clause (b) of this
rule.

Provided further that either of online and offline process of licence application shall be accepted till the portal e-
AUSHADHI (www.e-aushadhi.gov.in) shall come to effect within six months of the commencement of the Drugs
Rules, 2024 and during this period either of online and offline process of licence application shall be accepted.]

PROVIDED further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as notified by the
Central Government, till such time, either of online and offline process of license application shall be accepted.”.

Explanation-for the purpose of clause (a) of this rule single ingredient Homoeopathic medicines with all of its
potencies will be considered as one product and separate fees potency wise is not required.”.

iii. Clause (3), (4), (5) shall be omitted.
14. After Rule 85B, the following rule shall be inserted, namely.-

“85BA. Application for loan licence to manufacture Homoeopathic Medicines.-(1)Application for grant of loan
license to manufacture for sale or for distribution of Homoeopathic medicines shall be made to the Licensing
Authority appointed by the State Government for the purpose of this Part and shall be made in Form 24 C1.
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(2) The application in Form 24C1 shall be accompanied-

(@) by a fee of rupees two thousand for any number of single ingredient Homoeopathic medicines as defined in
clause (dd) of Rule 2.

(b) by a fee of rupees two hundred per product for combination of ingredients of Homoeopathic medicines as
defined in clause (dd) of Rule 2.

PROVIDED further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as notified by the
Central Government, till such time, either of online and offline process of license application shall be accepted.”.

Explanation-for the purpose of clause (a) of this rule, single ingredient Homoeopathic medicines with all of its
potencies will be considered as one product and separate fees potency wise is not required.

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 25C.

85BB. Application for Certificate of Good Manufacturing Practices for Homoeopathic medicines
manufacturing unit-(1) An application for the grant of a Certificate of Good Manufacturing Practices for
Homoeopathic medicines manufacturing unit shall be made in Form 24C2 to the licensing authority along with a fee
of rupees five thousand.

(2) Every application in Form 24C2 shall be made for a unit having premises and other requirements as prescribed
under Schedule M1.

PROVIDED further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as notified by the
Central Government, till such time, either of online and offline process of license application shall be accepted.”.

15. The rule 85D of the principal rule, shall be substituted, namely:-

“85D. Form of licence to manufacture Homeopathic medicines. — (1) Subject to the conditions of rule 85E being
fulfilled, a licence to manufacture for sale of Homeopathic medicines shall be issued in Form 25-C and loan licence to
manufacture for sale of Homeopathic medicines shall be issued in Form 25-C-1. 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 by the applicant of any
shortcomings highlighted by the licensing authority as the case maybe.

(2) A licence under this rule shall be granted by the licensing authority after consulting such expert committee in
homoeopathic systems of medicine, which the State Government may approve in this behalf.

(3) The application shall be processed through the portal e-AUSHADHI (www.e-aushadhi.gov.in) for the purpose.

PROVIDED further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as notified by the
Central Government, till such time, either of online and offline process of license application shall be accepted.”.

16. In rule 85E of the principal rules, -
i. In the opening remarks the words “or renewal” and “or renewed” shall be omitted.

ii. In clause (a) to sub-rule (1) of rule 85E of the principal rules, after the words “a graduate in Science with
Chemistry”, the words “or Botany or Zoology” shall be inserted.

iii. clause (c) shall be substituted, namely.-

“(c) holds qualification as defined under schedules of The National Commission for Homoeopathy (NCH) Act, 2020
(15 of 2020)with 18 months of experience in the manufacture of Homoeopathic medicines:”

iv. the proviso under rule 85E (2A) shall be substituted, namely.- “Certificate of Good Manufacturing Practice: The
certificate of Good Manufacturing Practices to manufacturers of Homoeopathic Medicines, who comply with the
requirements as specified in schedule M-I, shall be issued in Form 26C-1.

v. the third proviso “PROVIDED that in case potentised preparations are made in a Pharmacy holding licence in Form
20-C, the conditions (2) and (3) shall not apply. The licensee shall ensure to the satisfaction of the Licensing Authority
that the products manufactured by it, conform to the claims made on the label.” shall be omitted.

17. For rule 85EA of the principal rule, the following rule, shall be substituted namely:-

“B5EA. Inspection for grant of license and verification of compliance.-(1) Before a GMP certificate for License
under Form 25Cor Form 25C1 is granted or retained, 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 qualified
inspectors as mentioned under Rule 167 appointed by the Central or State Government.
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(2) The inspector or inspectors shall examine the establishment intended to be used or being used for the manufacture
of drugs and verify the adherence to the conditions of license and the provisions of the Drugs and Cosmetics Act and
the Drugs Rules not less than 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.”.

18. For rule 85EB of the principal rules, the following rule shall be substituted, namely.-

“85EB. 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. 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 the Requirements of Plant and Equipments as laid down in
Schedule M1.

(2) The Inspector shall forward a detailed descriptive report giving his findings on each aspect of inspection along
with his recommendations after completion of his inspection in accordance with the sub- rule (1), to the Licensing
Authority.”.

19. For rule 85EC of the principal rules, the following rule shall be substituted, namely.-
“85EC.-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.

(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 in 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 online through the
portal e-AUSHADHI (www.e-aushadhi.gov.in) for the purpose.

PROVIDED further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as notified by the
Central Government, till such time, either of online and offline process of license application shall be accepted.”.

20. For rule 85ED of the principal rules, the following rule shall be substituted, namely.-

“85ED.-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.".

21. Rule 85F shall be substituted namely.-

“85F. Duration of licence—(1) A licence issued in Form 25Cor Form 25C1unless it is sooner suspended or cancelled
shall remain valid perpetually.

PROVIDED that the licencee shall ensure validity of Good Manufacturing Practices certificate of the
manufacturing facilities used by the licencee.

22. After rule 85F the following Rule shall be inserted namely.-

“85FA. Duration of Certificate of Good Manufacturing Practices for Homoeopathic medicines manufacturing
units—(1) A certificate issued in Form 26C1 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.
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(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 along with 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.”

23. The rule 85G of the principal rules, shall be omitted.
24. In rule 85H of the principal rules.-

i. under clause (b) for the words “Inspector appointed under the Act” the words “qualified inspectors as mentioned
under Rule 167 appointed by the Central or State Government” shall be substituted.

ii. clause (d) shall be omitted.

iii. after clause (f) the following proviso “ PROVIDED further that manufacturers maintaining online records of
details mentioned under the rule and Schedule M1 shall also be accepted.” shall be inserted.

25. In rule 106A of the principal rules, in sub-rule (A), clause (ii), sub-clause (a), after the words “German
Homoeopathic Pharmacopoeia”, the following shall be inserted, namely,- “or the French Homoeopathic
Pharmacopoeia or the European Pharmacopeia.”

26. In rule 153 of the principal rules,
(i) clause (b) shall be substituted namely.-

“ (b) as defined in sub-clause (i) of clause (h) of section 3 of the Act, in Form 24D to the licensing authority along
with a fee of rupees two hundred 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 Ayurveda, Siddha or Unani
drugs.”.

(i) first proviso shall be substituted namely.-

“Provided, notwithstanding the period for renewal, existing license holders under Form 25D prior to the date
of commencement of the Drugs Rules, 2024 and such licence holder having a valid Good Manufacturing Practices
Certificate as per Schedule T shall for the perpetuity of existing licence within a period of one year from the date of
commencement of the Drugs Rules, 2024, by depositing a onetime licence retention fee of rupees one thousand for
existing licenced drugs falling under clause (a) of section 3 of the Act; and at the rate of rupees one hundred per
product for existing licenced drugs falling under sub-clause (i) of clause (h) of section 3 of the Act.”.

27. In rule 153 A of the principal rules,
(i) clause (b) shall be substituted namely.-

“(b) as defined in sub-clause (i) of clause (h) of section 3 of the Act, in Form 24E to the licensing authority along with
a fee of rupees two hundred 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 Ayurveda, Siddha or Unani
drugs.”.

(i) first proviso shall be substituted namely.-

“Provided, notwithstanding the period for renewal, existing license holders under Form 25E prior to the date
of commencement of the Drugs Rules, 2024 and such licence holder having a valid Good Manufacturing Practices
Certificate as per Schedule T shall seek for the perpetuity of existing licence within a period of one year from the
date of commencement of the Drugs Rules, 2024, by depositing a onetime licence retention fee of rupees one
thousand for existing licenced drugs falling under clause (a) of section 3 of the Act; and at the rate of rupees one
hundred per product for existing licenced drugs falling under sub-clause (i) of clause (h) of section 3 of the Act.”

28. In rule 156C of the principal rule, sub-rule (1) shall be substituted namely:-

“(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 qualified
inspectors mentioned under Rule 167 appointed by the Central or State Government under this Act, the inspector or
inspectors shall examine the establishment intended to be used or being used for the manufacture of drugs.”

29. In rule 157 of the principal rules, clause (2) shall be substituted with following, namely.-

“(2) The manufacture of Ayurveda, Siddha, Sowa-Rigpa or Unani drugs shall be conducted under the direction and
supervision of competent technical staff consisting at least of one person, who is a whole time employee and who
possesses the following qualifications, namely: —
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(@) A degree in Ayurveda, Siddha, Sowa-Rigpa or Unani system of Medicine, as the case may be, conferred by a
University/ State Government or Statutory Faculties, Councils and Boards of Indian Systems of Medicine recognised
by the Central Government or a State Government for this purpose, or

(b) A graduate in Pharmacy (Ayurveda or Siddha or Sowa-Rigpa or Unani) of a University recognised by the Central
Government or a State Government with experience of at least two years in manufacturing of Ayurveda, Siddha,
Sowa-Rigpa or Unani drugs as the case maybe in a licensed manufacturing unit.

Provided that the person already registered with the State Licensing Authority as competent person for the
purposes of grant of license in Form 25D/25E prior to the coming into force of the Drugs (Amendment Rules) 2024,
shall continue to be considered as competent person for the said purposes.”.

30. In subrule (2) of Rule 161B, the words “Real time” shall be substituted with “Real time and accelerated”.
31. Inrule 162 A, clause (a) shall be substituted, namely —

“ (a) The Ayurveda/Siddha/ Sowa-Rigpa/Unani qualifications as per Schedules of National Council for Indian
System of Medicine (NCISM) Act, 2020 (14 of 2020)/B. Pharma (Ayurveda) of a recognized University.”

32. In table under rule 168, for the words “12%” the words “11.40 %” shall be substituted.
33. The Rule 170 of the principal rules, shall be omitted.
34. In FORM 20C.-
i. under clause 2 the words “t0 .......cccccccevueenee. ”” shall be omitted.
ii. before the words “Date” the words “License No.................. ” shall be inserted.
35. In FORM 20D.-
i. under clause 2 the words “t0 .......cccceccerueenee. ” shall be omitted.
ii. before the words “Date” the words “License No.................. ” shall be inserted.
36. FORM 20E shall be omitted.
37. In the principal rules, for FORM 24C, the following FORM shall be substituted, namely:—
“FORM 24C
(See rule 85B)

APPLICATION FOR THE GRANT OF A LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION
OF HOMOEOPATHIC MEDICINES

Lol We e OF e hereby apply for the grant of licence to
manufacture the undermentioned Homoeopathic mother tinctures/potentised preparations on the premises situated
Blue ettt ettt ettt ettt ettt ettt £t e et et ettt a e

Names of the Homoeopathic preparations.................ccoevviviniiiiiiiiiiinn, (each item to be separately specified).

2. Names, qualifications and experience of technical staff employed for manufacture and testing of Homoeopathic
medicines.

3. A fee of rupees ....cceveieivieenn, has been credited to the Government under the head of account
.................................... and the relevant Treasury Challan/ online transaction slip is enclosed herewith.
Date.....coeeieriie e SIgNature ......cccoovveneveieeeiee

(applicant)
Note—

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

38. In the principal rules after FORM 24C, the following FORM shall be inserted, namely:-
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“FORM 24C1
(See rule 85BA)

APPLICATION FOR THE GRANT OF A LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF HOMOEOPATHIC MEDICINES

LITWE™ e OF % e e hereby apply for the grant of loan licence
to manufacture the undermentioned Homoeopathic mother tinctures/potentised preparations on the premises situated
Auviiiciiciee et e e Under the
OB e e

Names of the Homoeopathic preparations................ceeveiiiriniininniniiinnnne. (each item to be separately specified).

2. The names, qualifications and experience of technical staff actually connected with the manufacture and testing of
Homoeopathic medicines in the manufacturing premises.

3. 1/ We* enclose,

(@) 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.

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

(D |- Signature ......coeveeeeeees e

*Enter here the name of the proprietor, partners or Managing Director, as the case may be.
** 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.

FORM 24-C-2
(See rule 85BB)

APPLICATION FOR THE CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR HOMOEOPATHIC
MEDICINES MANUFACTURING UNITS.

LI/ WeE e OF e, hereby apply for the grant of a Certificate of
Good Manufacturing Practices for Homoeopathic medicines manufacturing on the premises situated
21 SN

2. 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.....ccoooviiriierieeeee s SIgNature ....coocoeeveeneeneee
(applicant)
Note—The application should be accompanied by a Plan of the premises.”.

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



[¢TRT 1l—=ve 3(i)] T T TSI © T 21

“FORM 25C
(See rule 85D)
LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF HOMOEOPATHIC MEDICINES
No. of Licence and date of 1SSUE........covieititiiiiit i

Lo e is / are hereby licenced to manufacture the following Homoeopathic medicines on the
Premises SIUALEA Al.......c.ccciveiiiiiiiie e et s nns under the direction and supervision
of the following competent technical staff: —

Name of Homoeopathic preparations.

(Each item to be separately specified)

2. Competent Technical staff (Names).

3. The licence shall be in force from ..........cccoveiiiincinniiee

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 ...............

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
Homoeopathic medicines as laid down in Schedule M1 of the Drugs Rules, 1945.”

40. In the principal rules after FORM 25C, the following FORM shall be inserted, namely:-
“FORM 25-C-1
(See rule 85D)
LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF HOMOEOPATHIC

MEDICINES
1. Number of Licence..............coveeveinnennnn.. date of iSSUC.....covvviiiiiiii
2 e —————— OF . o is hereby granted a loan licence to manufacture
for sale or distribution of Homoeopathic medicines, on the premises situated at ..........cccccovviirniniiennienneneene,
ClOuiiiiei et under the direction and supervision of the following expert technical staff:

(a) Expert Technical staff (Names).............coceeeiiiiniinnnan..
(b) Name of Homoeopathic preparations.

(Each item to be separately specified)
3. The licence shall be in force from .........ccccooeviiiiiinnne

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 .........ccccoveevenn.

Designation ...................
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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.”.

41. FORM 26C shall be omitted.

42. In the principal rules before FORM 26-D, the following FORM shall be inserted, namely:-
“FORM 26C-1
(See rule 85E)

CERTIFICATE OF GOOD MANUFACTURING PRACTICES (GMP) TO MANUFACTURER OF
HOMOEOPATHIC MEDICINES

Certified that manufacturing unit licensee, namely ...................... situated at ................
State ...ooeveeene, Licence NO ....ccovvvvrcininnn comply with the requirements of Good
Manufacturing Practices of homoeopathic medicines as laid down in Schedule M1 of the
Drugs and Cosmetics Rules, 1945.

This certificate is valid for a period of five years and the Good Manufactruing Practices (GMP) is valid for the various
dosage forms as follows:

Licensing Authority for homoeopathic medicines
43. FORM 26 E4 shall be omitted.
44. FORM 26 Ebshall be omitted.

[F. No. T-11011/05/2019-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. -, dated the -
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