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DIRECTORATE OF AYUSH

GOVERNMENT OF N.C.T OF DELHI
A & U TIBBIA COLLEGE CAMPUS, KAROL BAGH, NEW DELHI-110005
PHONE No. 011-2083504 Email dcayushdelhigov@gmail.com

F. No.14(315/AYUSH/2014/DC/ 5F55 Date:- 31] M'I\’ oY

To

All Manufacturers of Ayurvedic and Unani Drugs,
NCT of Delhi.

Subject: Information regarding Amendment in Drugs Rules, 1945 vide THE GAZETTE OF
INDIA: EXTRAORDINARY, G.S.R. 669(E), dated 28th October 2024 by Ministry of
Ayush, Government of India.

Sir/Madam,

This is to inform you that the Ministry of Ayush, Government of India, has made an

amendment in the Drugs Rules, 1945, as notified through The Gazette of India:
Extraordinary, G.S.R. 669(E), dated 28th October, 2024. The said amendment contains
important provisions that directly affect the manufacturing, licensing, and regulation of
Ayurvedic and Unani drugs.
In light of this, all manufacturers are hereby advised to carefully review the enclosed Gazette
notification for detailed information specially regarding amendments of fees and qualification of
competent technical staff the and ensure full compliance with the updated guidelines and
requirements.

For your reference and compliance, a copy of the aforementioned Gazette Notification is
enclosed herewith.

Thank you for your attention to this important matter.

Assistant Drugs Controller cum Licensing Authority
Directorate of AYUSH, Government of NCT of Delhi
A&T Tibbia College Campus, Karol Bagh, New Delhi.

Enclosure:

1. Copy of the Gazette Notification G.S.R. 669(E), dated 28th October 2024
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TR & THTIAT
PUBLISHED BY AUTHORITY

| 611] TS Rt WA, FTHRET 29, 2024/ FIF 7, 1946
No. 611] NEW DELHI, TUESDAY, OCTOBER 29, 2024/KARTIKA 7, 1946
AW AT

e faeetY, 28 srFqaT, 2024

oT. #T1. . 669(37).—=ufer ¥ yame arnft F=w, 1945 #T1 < Fonaw F3  forvw wfaug
=T 7 yTEy, utd o yETee annit g, 1940 (1940 #1 23) Y T 338 & e Tamatera
AT TLHT F AT HATAT hl SATLAAT 7. ATLAL. 98(3T), TG 2 FTa<y, 2024 Fl, AT & ToT9,
FETT, 9T 2, G 3, IuEe (i) #, 37 a9t =Afegt &, e S8 yartad gi i S off, 39 g
H, TS 36 ATSE=AT aTer TS A ATAAT STAAT FF 3UAsd FT &F T2 off, Sqretter faT v srater #ir
THTTH & q& &T T AT ATHAT HLd g0 TR (AT ITAT 2T,

T IF TSI it THAT, 5 FLat, 2024 1 AT 7 STeTe8 H7T 27 T o

Y 36 AIEl & . §, S9ar & I el i A I FR T AR g a9 E ) § @9
[ERIRIE S

qq:, T, FalT LRI, OIS 3T T ATy Afar=aw, 1940 (1940 T 23) #FT &<T 6 Y
STLTT (2), 9T 12, 9T 33 3 9T 337 FRT Y& Thdl T JEHISH Fd gU, Aqafash, [Hg i

TATAT ST TRl TATGHL AT & TIHET T o TET AT S TATE TTHAT 77, 1945 F7 3T
TerTer e & for Aeferfaa Fae a9 g, st -

1. Tfere AT S Y. (1) =7 Rt & wferm ary srafer (ai=ar weee) e, 2024 &)

7026 G1/2024 1)
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(2) T T TSI | THRT 6T AT FT T BT |
2. sirofer 7w, 1945 (58 =8+ e 79aTq I Fa9 T T TAT €) F, 907 XVI, XVIF, XVII &7 XIX F;

(F) "AATeH, g T TATHT A" oTeqi, gl Fal F Ad 8, % eI 9¥ ot o
STTUAT, ST~

(@) "srgate (e sata g oft ) sfiw Tam strofer” oreal sfi wrget, Sef #el F A9 g,
T X AT o= T SITu, -
3.3 AT FEs 2 H,-

(i) STET (F9) F =7 a2 Aefertea @ S, sia-

‘(=) “BIEATTAT ST o SRt |19 Sl qerE | TRT AT fashe & Ha™, SU=, o\ e a7 e
* forT st = arg) svEEeH & oo srataa g oft U swfer afrafoa g S grenrdef s &
Sttt g a7 el et TATashTiar qaTi=® SIad 3T ST & HTedH § T7Ud il TS g A7

Teef e TR A # ARy Seitf A § At e o § e R greneh
JOTSTRRAT T A ¥ AT PR e T o e el St Srferit ¥ st T e
TTfre 2 Afe T s e S AR a8 E o e W A 9 e d

(i) ITEE (39@) F T U AFferfed @ STusm, o79id-
“(z@) ‘TS d greardeft SHaarl" ¥ UAT <6 ATHIT 8, ST -

(i) FreaTaedt s g srferfe=m, 1973 (1973 &7 59); IT TET RATTHT AN (TAHTUH)
srfert==e, 2020 (2020 =71 15) it stqaf=ai # fAfAfee a7 srfagi=ra et STiesnor gRT J&a i TS Aear
T gr; AT

(ii) TS greamaeft srETTS (TAH ) steaf=am, 2020 (2020 FT 15) & 7efiT greamaet Fiher
TUITSAT T AT FA 6 (10 ARAT & TSR g s AT TP Toree? & =fher doeer #
T &1 AT T F o T

(iii) STE=T () & 7T, Feferiad saenfud BT s, srrid-
“(=79) "TEERT gaR A7 g 7 Hrar-RadT a1 AT Faqrt” § U1 At StHid g, S -

(i) AT e T aivws srterf==m, 1970 (1970 FT 48); T 9™ T ugia g
AEAS (TAHSMEUHUHA) fe=a#, 2020 (2020 FT 14) Fir sqgi=ar # Aty a7 stergf=a &
TTTErHT0T ZTT Yaed il T SALAT T@aT &, a7

(i) e T ggfa T8 aEaee ((TaEtereuauy) Afafaas, 2020 (2020 FT 14) &

o

e e AT g 7 FrET-R7aT A1 AT =T TS5 F7 ST FT arel SARRAT 6 TS 0 5q
TS AT TP e & ot Woee # Tfoedtsa g a1 T & forw ar 2ry”

(iv) ITEE (S7) & TTq, Mt siq:eamfoq Bham ST, srid-

“(STsT) |raT-FeT SrteET— HET-RouT Sutet & AR oF TET SAUTEET § S AGeAT AT T § TRT AT
e & AW, I, ome A7 FEmr & o siaia orET arg] SUEASH & o st €, sfiw S
Arfer S sHTee TRl afefaTw, 1940 6t waw st # 77 ARy grer-Roor AT agiaat &
T [eaahl | AT WA o SAHTE oA+T &9 & =T §)

(Sr=1) "rar-Raar |qiafeas sirvy- grar-fear FiEar gefaat & g9 7§ 7 a4t {fatiaar sfwa § S
A UH T Aeq (a5 g Sl TIH T=1 § 797 fAfAfEy qeEr-feur S wgfaat f sfasa wwant
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# aftta wrel § Sfeated §, Fhq e favta THT Sufe 981 g ST Area< AR & < STy g i uAr
AT T 71 g 51 @2 (I97) § 797 AHEE aifega east § areaferag!”
4. s 30-a & v o, Referfaa war ST, srai.-

“30-Feh. A ZrEATAT sfroer 7 . — (1) == 21 & @ (@) § 7o afeariod s sreer
Fr ferfera o= 3 o1efie o7 39k T & ffram #rE 7 gremaedt sioe 7 Aravd T8t AT ST |

(2) IT-FATw (1) F AT AT F 0 SEET T G07T T2 greAredy v FT SArErasar, ey
TSR o OHeT UH Tedrasil sfiT o7 |7e7 Yeqd HMT ST Aty ITERTr gIeT ofive i qeeT,
et wamawiar 1 Mater #w % oo smfea 2, e 3 =maw greandef ywmor «fF g sosad
e T &l

TIEHT- 26 AW & AT T2 rearaeft siroer & UHT greamoefy siroer s 8,—

(i) STT AT AT HIh T AHTTHT AT JATS S TS H FT sferanriee grearaed Just 9igar a1 S6q
grerreft st FEar 7 = et WSt /@9 ar ity wos @tgar § fafRfde a5t 2 4

(ii) TS srfarfaer it v st # AR sftmrfora gt geast & frerfer £ € oat
F 71 TATATCITE® F FY § qreAar I T84 g AT

(iii) ST U= a7 Uw T Afgw U grerdeft s w1 e g S @ (i) § AiEe Gy ot dur
wifzar & Rt 72 & ar g (i) § P i St et & arerar T T2 2 a1

(iv) ST &7 a7 &1 & far grearae sfwel w7 T 8, 9 g AT AT gregroef St
afgar # @e (i) a7 srfafRem £ gzt st & A witsa et wwast § srent-sem Seaa 2y,
AT g o1 qgat a uF [T squra & 995 w3 7 5 Qa9 26, AT 98 gl G §hre §
AT F AT T g ITAT 6 AT TIAT HT TeqT9 2; AT
(3) T = SIEATTAT ST T THb Tgo ATHIGT ol ARG § T qY ol AT o o0 95 grea iy ofoe
& ®T H TET ST T 977 a9 QX S 6 TAT, S A0l Al 77 2(77) F 7efia afearua greargeft
SOt % =9 § {1 ST |
(4) T\ 21 F @@= (@) | ToT IRATTUT ATATH TEHRT TH a79 T G2 S0 6 TAT 6 fwer 397 §
STEHATSIA % o0 TATAT 3T qRierd gril, TR Sfedtad odi & orefie TIHIET ST HT|

T AT TTIErHT, STl 7 grearaedy sioer q¥ Iuerse FITT T AT TAT fiFe JIAT &, Tf
rera i forfaa =9 # giua F3, $i ST o2 fF=m B s & 9ge ordt &0 9@ AT ST g

U 39 AW # safae e o 9 UHT grearaedy sfoe 9% AR Al gt o, Feref, qetaa
TS AT Fead TEHRT § 0 ATTGAAT H JrE § 7@ qa | Gwg % o @fRatr g smama a7
AT g ATHIGT ST 36T 97 g1, oY S UHT WTTeaRTl AT Afh JTa AT Y& F:dT gl o =6
STEEEAT 0T AT | Tgl T TR 7 AT T8 FT o gm 147 2|

feroqor: qeear 3 SR |, shafer i Frfre yameasiar e s arr frw o gy greandeft s
AT &, F9I-99T 92 Fa 9 g1t e 7Rue g0 AfRd Aanreers FEidr & aqar gem”

5. 3t ==l & 97w 67-F ,
(i) SIT=H (2) F T\ 9% [RAferted T@r ST, ;-

“(2) FrEATTAY sfroer 3 AR, W=TROT AT YRoiH AT AT o weara A1 @aer g A TG w6 o
ATeET SSATOT TR 0 T&T 19-T H AT SITUIT ¥ T8 A7 I A T9 %0l HiF FaT g |

(ii) ST-FA=w (3) = weanq Meferfaa sufaae sia.wamtaa ST STom, st

“(4) Taad, S-auter 91 (www.eaushadhi.gov.in) % ATEI® § 91 | U 1w greamaeft siroer it e
AT | HATET EITAETH *F ATET AT AT



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

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

Tiq 7g 1 F ety wewr &7 afergEe g -ty e (www.e-aushadhi.gov.in) % AL
B T, ST g ATAad il AAATSH ST ATFATSH TThAT TR AT SATUAT |7

6. 3T AT & =W 67-7 & w0 w¥, Referfaa faw @ s, srai-
“67T. STt & AT JT AqAadl & Te9-(1) =7 679 Ft ord T 2 & (e T@d gu, arearifs®

STOTErT T, GIIT T AT 0 G, (AT F, Feid Hied AT TS0 FeeA 7 & &7 w&=qra a1 Fana
FOA T ST, TATERATT, T=T 2077 AT T=T 205 H STV T JATUAT |

(2) sr=rfed, amfeurta, smeee & wrfy &t aE & a7 st i g 39 TS Fw At A aEEs
FTT 9T o0 ST oY a7 & &7 AT T srater o Aiae S Y STus

(3) sraes u¥, E-3fufer 9rder (www.e-aushadhi.gov.in) & ATETT & FTAATET T SATUHA 3fT w=T 2077 A7
TET 209 § AT I T § (&7 T TTET F ATHTT AAATST ST 6T IO

i fet oft fier § s wfafatert % form sfwfaet & v % form et srsfea it smaegsrar
CEICIRT

g AT MY T FET AR T TATATEg =T S-3uter aree (www.e-aushadhi.gov.in) & a1 &
AT T, AT 6l FTAATal 6 ATAT Hl AAATSA AT ATHATIA T 1T AT STTUAT 17
7. 3% (T ® 9w 67 & v 9v, Refertaa Faw war o, st -
“67T SAATCAA! I SAATE--(1) TET 2077 T T=T 20 § AT TS AATH eI =7 & faferwre a=t w2t

TR ASATHETE, SAATH 0 Aat a7 Arufer T gqee arnlt Afafe ¢ [{aat & sadt
SAATAT sl T HTTOT, FATRATA, T=T 2097 AT 209 § FAATH ST S 01 AT & I7 FaH T = wor
TET A 1 AT &, TAF T 96§ TET FHT |

(2) AT AT, ATATHATE T ST HTTOT TET FLA 6 [or0, FATefd, et ST F o g
H AT UHT ATEATEE T FLA 00 G |, TAF T79 a9 & FAA 6 I 21 0l Ard | 92l &F i’
& AT TSTEEd STH/FITE TEe | 3T SHA F B 7T | 1T T 7719 H &1 STTEATE ST T

TR A AT o UHT T Eo, FETRAfd, ST 207 A7 5T 209 F AT AT HIA 6 G
AT A T HTIOT TEGT FA 6l TR | T 1 TSI 6 o J1H 6 Hq2 hl St A1y ST UHt
T HTIVIT T Al Fed 0l (oA |, AT TF g5 q0AT SATUIAT | THF TG T2 199 § 7T e
ERISIGUEINIEY

8. 3 [ ¥ gy 67== &1 o faraT S |
9. 3<% M=\ & =W\ 678 & IUWAH (6) FT AT AT SITUT |
10. 3 79w & == 859 #,--
(i) SR (1) &, "3 TR eredt 1 AT T S ;
(ii) SIT=H (1) F &9 9, At & STos, o -
“(2) TET 241 H srarad & aro Fwfertaa sew g, --

(F) = 2 & @ (7)) § g ey off v staae areft gt st o oo ar
T &9 T [ |

(@) =\ 2 % g () | FATICATIIT ZRATITEF SAoiei o STaadl & AT 6 (o0 i 3T
3 S =9 T 5

U AARLO AT AT F TSR, AT [FEH, 2024 F AW g AT AT H TgA T=T 257 §

T sefeaamy, e I aqg=T -1 F dqEr Iy AT agfd 7 39 T\ 97 g1, Sty
AW, 2024 F AR g9 AT TG & TF a9 AT Aater & Hra @ St wr [iaear f 707 w3,
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AT =oe forw = 9w 3 @2 (F) & 919 o et =W satea ST Swfeay F fore uw g 29T #°
THHLT AqATCd AT e STHT F3T 5 31T 26 (92 & @< (@) & st e aret o= e 9
srofernt & foro greard e srafert o srEaat & gare & forg ue |7 w93 gi 3eare i 7 & ST91 R4

g A W T siuter =W, 2024 F IR F G 90 6 a7 ST G ol AT $-sfuter
Tred (www.e-aushadhi.gov.in) F TATE H o9 T, AT 6 FIAATEl 6 ATAad &l AT 3T

ATRATST FAIHIT AT ST SX 37 A F ST FAAATH 2 ATGGT il AT AT AFBATST THAT
THTRTT T SITOAA

g Fg T TF FE 9w F guarsAfagea -siuter 9ed (www.e-aushadhi.gov.in) F THTE §
AT TF, STTCA il FTAATET o ATAGH Tl AAATSH ST ATEHATST TR AT SATUIT |7
T HOl--2 99 F @ (F) F YIS g UHd AGqF AT AT afery v saeht asfy
STHATSN o TTT UF IcATE o & H FTAT SATUIT 37T T AT o ToIT STAT-3TT [ il AF9 Tl Al gl
(iii) Sufa=w (3), Sufa=w (4), IUHIH (5) FT AT 63T 0T |
11. fAaw 857 & v, feferfaa faw siaeatua e STa, stera -
“85@eh, AT WSl & AfFwior & e o sgafea gg saeq--(1) grearate srataat v et
7 a2 % forT K07 SIqAfed T&TH F3A & (o0 SAead, TH AR & TAST 6 (o0 5T qEhE g0 HIh
ST STTERTET &l TR STTUATT &Y I8 T=9 24371 § 33T ST |
(2) T 24771 H e & g1 Heferierd o9 g, --
(F) = 2 % =g (F9) § iAo FRET o U steae aret gt sutaE o fore &7 gene
T FT [ ;
(@) M= 2 % @g () § IRaTioa grearatoes Safey & A4l & g2 & oy g 3care &7 |7
A HT L |

g T AT T T aeane A AATATa =T S-3irate 9ee (www.e-aushadhi.gov.in) & ToTa & o
T, AT ol FAATRT 6 ATAGT Bl AAATS AL ABATST TATHTL FHAT SITUIT 1|

TEF--38 FIT & G (F) F TS 2q UHA AaId AT AT SATTEIT HT Sl THT aqTara
& AT T 3T 6 ®F § HIHT SATUIT AT AT &HAT & (7T A3 [ 0l MATHhal Tal ¢ |

TS IhOT--26 3w 3 yarst % forw, st sresrfea” & sreriea STiereRTy 1T UH e il STy 6l T8
e AT g, e o B gq o9 FeaedT G5l 8, AT a8 =T 257 H AIACa T &
AT ATeAT fATAHToT ATt 7 ¥aF AT IS ATgar g |

85-g@. gty Awfaat £ RAfwtor e ¥ g saw Rftatr sgiat % s o 3 smaww--(1)
greatas srwfer i AR g F forg saw ARt agfat &1 Jwmr o g'5e w7 F o
AT, AT TTTAFTLT T TG 2472 H TF= ZM F99 6 Lo 6 1 g1 ST |

(2) T 2472 H TAF AT UHT TH1e & o0 A Srow, SEs o aqgEr €1 & qdfiw [giia
TR 3T 37T SYATU § |

g AE MY T T AT A qeresAfeg e S-uter aree (www.e-aushadhi.gov.in) % THTE #
AT T, ATATCA ! FTAAT! 6 SATART I FAAATSA AT ATRATIH T H1T AT STTUAT 17

12. 9o 97w & fw 859 & e wx, Referfea wam SIos, srefie -

“859. greaTaf sirwfet & fAffwfo gg safea 1 wev—(1) 9w 855 &t ot &1 1 & S &
sreefie, greaTatare Artert & fosrar % forg ffamior sratfea, sy 257 & S i STt siw gt
Arafeat % foea & forg A=W g 0r stqatted, T 2571 H ST it STUst | SAqAed, Aead 5 G
FT A & I AT T STater & Fae AT SAqareq TTERET T F(90q At T2 et et &l siraash grer T
T o T AT F ST 6 S0 |
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(2) == o F i sgefea arteert gy s, gt T vafaat f v Hews wf@ifq,
59 T57 AE =9 gAY § AqAISd FY, ¥ TRIHET HA 6 T T&T 6l S0y |

(3) TH YATSIA & foIT, 3imered 9, S-3wied qieer (www.e-aushadhi.gov.in) & ATEIH | FTLATs i STUIAT

T AT AT T FET AL 0l TATATEG =T S-3urer Tt (www.e-aushadhi.gov.in) & a1 &
AT TF, STTCA il FTAATET o ATAGH Tl AAATSH ST ATFHATST TR AT SATUIT |7

13. 3 97w & A9 855 % --
(i) ST AT H, "AT AAHIO ST AT AL FT" el T AT FRAT ST ;
(ii) af=wT (1) ,--
(1) @< (F) ¥, " B F ary A § |Sast oeat & v 9T, e Gse ar aaeata e ar
stra-fasme & 9 fasm= § | ores T S
(3M) B () % T 9T, Mefried g€ T@r ST, & -

“(T) ErEATITE SOteAT & AT § 18 A F AqHT & AT, T el AT (TAHu)
srterfare, 2020 (2020 T 15) it SATLAT 5 AT T5T TRATOT TFar T@dr gl

(iii) ITFRTH (2%F) F T X Fafeiad @< T@r ST, -

“Ieaw fAfAwTr agfa F71 Jwr 9= gty rateEt & e AAetaret &, S aqgsr =1 § FAds
AELTFRATH T FATATAT XA 5, ST (A FHTIT TFIAAT T THTT 97, €T 26771 H ST 74T ST 17

(iv) STEIH (6) F T T T AT AT SITUAT |
14. g1 7w & {97 85%% & v 9, RAferied w@r ST, o12iq -

“85FF. ATATT T&TH FLA T ATITAT & TATIA & (T RAGAM--(1) T=T 257 3rerar a=q 2571 &
FTed & o SHoady S97or O3 Y& FA AT TAdmid FT F 98, Ao SRl 36 a8 F7
IO ST, TS sAratert &1 @Awior G s seartaa g 31 6 s 221 § 31 e Aderr s
T ST T T ATk a9 167 3 Tefid TRaamTed Us A7 sitersh H{rerant g & S g |

(2) v =T wfere e Srofae & fAfRwTor % forw sw=r fre s arer a7 v fre s v wiaer di
ST T A AT T odl S oty Ua Yqree qradt AiE@ s & Iuadr aur Araty [t £
AATAAT T 979 TG § FH & FH TF J77 T TIEH STITRT FIRFIT & TTETT TIT ATT9FF AT H0

g et T A w71 e At Ot § smated G s R 77 gt B s
T Bf e v Tt fafere sumoar w1 {deror il 9= 9wt #7 sEtd § o, aEane &6 whEl 6
e &t #iT s

Tiq Fg 3T T At SHToAdt SHIorT= 6T ear sate & Sia< A7 TTaemr §[eh STHT H & TETq
ot e &1 e 927 fFar Smar g, stoadt sy\mors o= a9 i sqfaiss sater & oo s g
ST
15. 3<% (a9t ®, F=w 851% @ & v o Awferfeag war sroa, sraia-

"855g e gy Raie- (1) Ffvers a1 Aders ofm & o+t &1, 9= sfiw Suseont &t = 47 37
et R st arer = [t o S g fAfRwtor i afrr w1 ofF @ w35, 9 & e
T s arer a7 A &t ST 2T shufert F AT ST q¥reror F |rget o A e S AT
TFRATRT FHATAT T FITH Agarsti 1 AT AT F497| a8 Areed § 70 10 Fodi i gogar & d9g o
TATIT FIIT 30T AMASF FT T TR FHATAT, EEATr §49=0 990e0r SUFCT 3T o=, A=
F ATIATAT o o0 AT -1 | ATARIAT T2 37T ITFA AT ATATAT T ATATAT HLAT R
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(2) FTere SUTHAH (1) % AIETE 9 HEeA & 0T g9 o TATT (0T HRren aiga Heqa avared®
RITE SIATIe TTferRTT &7 SS|”

16. 3= (T o, w85 = 1 % T ux fRwferfera R v srosm, sreras-
"858T- AT ATTEFILT T THAT- (1) 7T AT TFT, FIE 1=, AR Fs &, BF ag smaeqs
THE, A o TATG AT Tg THATLTT &7 ST 6 TAT [ AT F el =t § [idw Susei & sraer
T AT T 9TAT 3 ATEATE ATITAT hl SATUIAT, TH AR o 3Tl ST ST LT
(2) AT ATATIT ITTFTET IAAAT (1) F el TTATH F T Al g af qg HHT BT ATIT T&GT HTT
A O orat T THTLT FFAT ST € Sve ST R a7 siras® i Adreror fRare i v gfa avm
(3) TS T ITLTIT (2) F AT UH AT F ST g1 F &l HI o HIa¥ 3L <AT T |
(4) Sufeae (2) ® srufera sreATo seqd 7 0 ST 9% SIqATIe IRt e 7 S R1e H a7
TG I UHT TEAFIT o HILOT AT
(5) =8 TATSIT o0, STTIA TTTEERTT S il $-3Uer Tee (www.e-aushadhi.gov.in) F ATEIH &
ATATST SATAEH il TAAT T

T UH 9T dF 4w AR GRT TAT AT Wgd gn, S-3fute qred (www.e-
aushadhi.gov.in) ST SATATH A= AT ATF ATSH THHAT T TR FAT STTUIT 17
17. 3<% s § R 852 & T W= fAeferiad Mas T S, srerid:-
“B55F — FAEAHIA  THAT ATAH AT — IS AeEH AATRAT, AATH AT A AT ZHaq=
TR & o0 saae &t STedlaid ¥ S8 7719 Al SAard & Hiae AT SRR ® gi=ra F2ar g &6
SATEHIAT AT T SATATAT [T AT & 3T T o w9 6T B A0 o o7efieT g, SAqarae arfaawrs

srtateeh ATeror o wearq, i3 F1S 8T, Jq2 81 SI1aT § 16 SAAATH T HTed il 9av 1 v a1 17
g, TH AT & FLT SIS THTT T T F qhal g |7

18. 3w fgw #, fgw 859 & T w fufafaqd @ S, -
“859. ST it SATA-(1) T=T 257 AT T&T 257 | T FT T A, T a6 o6 37 Tohrer (Aetfarg =2
T T A [>T AT, AT el da a8 T

T AATHRAT I AT GIRT STIANT 61 S ATt A qaTor giaemsti & Arer A= sgedr & gw7wr
o T AT AT FAT FAI

19. 3 A=W ¥, =w 859 % waq Referiad sia:eaiaa BT STosT, st

“859. AT siwfer fafwtor Tt & forg aer R sgaam™ ywore £ sEfa- (1) 3=7
26711 H ST SHTOTT e T S8 LT ST T {36 T8 AT TR g7 S ST 2 67 qrire &
T q7F a9 0 AT T TAH & TF Tk go(¥ &I THIOTIT LT [ STHT Fied 6 AT 7 Tal
F g7 STt 2

(2) T2 SR ITFR (1) # AT Foad a7 97 396 T@ T TITemor S F7 qEram
FIA § AAHA TZAT g, af ag T AT AT Ik AN 6 TorT JHrorT=r Fiaemeor Fie o a7 qiaerd &t a2 &
T A e & AT A1 IITemor hig &7 SEar wed & o0 I g 3fiT UET e &1
AT T T i Reafa | qwrorers ¥ Wi o 1

20. 3<% A= ° R 853 &1 o fohaT Strumm)
21. 3<% A=\ F A= 859 #-

() @< (@) ¥, "sfaE=aw % o7t g M oeal & #2009 9%, "wa i AT 5T GE G
A A 167 & srefie Sfoafaa sgarmy Adas" ass v o
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(i) @< (=) FT 9 BT STosm:

(iii) @ (=) F waTq el wiqe sta:eamaa ST STos, -

"R g AT TR e i saET 241 % aefiw sfeafea fBawr #r siveres e v g
fAfReTarst & o = G sTome
22. 3 A9 ¥, 7w 106% & SUMIH (F) F @< (i) & ITES (F) |, "SHA grEATATIF BHEIGGAT F
TET "IT A ZIFATAT FBIHTHITOIT AT TLAAT FBIHIEOIT" €763 S #Taa oy STur|
23. 3% 9w & A= 153 § .-
(i) SUfF=w (1) ®, @< (@) % w19 9 Fefafed w@r S, oa9iq-

"(@) ATTHEH FT 9T 3 F @ (F) *F 3uEE (1) H TRATNT ATATE, TET 249 | SATATIT TR FTT
gfa IeaTE &7 97 T & Fi F A7, SOt (www.e-aushadhi.gov.in) F ATEAH | I Tied § 7 aw
TTET & AqHTY, Agas, Hg a1 ZaT st & @ gq Bt 2q st fear smom”

(ii) Tger TEqH = 9 e v S, sre-

"o AATHRLOT T AT BId g0 AT Sirafe A, 2024 F W Ff a0 H @ TET 259 70 FIA
Tl =T A ST gt T % AGER 99 9 QA a9 SHIOTS @ are U Ay
Ty, siofer fF=w, 2024 F 9T Y aE & U a9 §i Jater & da< AfafFaw frar 3 F @< (F) F
TN AT ATAT T e ufei & o7 U ST 90 6 UHHLT AqATH  TAT2or HIF STHT
e A ATAAH AT a7 3 F ITEE (i) F A A ATAT A SAqATHGT SAutedt & forw wi
ICITE TS | FOU Al a7 F =T SAqATH 6 qreaaar I w2 |

24. 3% A ®, A= 153% % 3ufa=m (1) §,-
(i) @< (@) % T 9 MHferEd T@r ST, .-

"(@) AfS=T T &7 3 FF G (W) * IT-GE (F) F TATT ATEATE, TTEHTT il T&T 24T F T a1
1 AT ®9F &1 FE F A1, e -39 (www.e-aushadhi.gov.in) F ATeAR & srgas, g A1 AT
srafert it fosht & foro fFwTr g 3 & |96faq S qea § &R 0 91T & SqETe T&qd 6

ST
(ii) TE TLGF  TATT X AETrEd @ ST, (-

"oi AT AT At % gd gu, St A, 2024 F W i aE F 09 I=T 258 % A
=T I g AT 7 % ATHA I8 7T AT FHqE T THT T@ aTel UH i g
T siwfdr A, 2024 F Y i @ U 99 &t qqty F fiae ataFaw f gt 3 F g (F) F
TN o ATAT AT SIq=Ta 9T S et & o v w03 & UTHaed st Sragmor Bie ST F0h
AT arterfe=m &t g 3 F @S (W) % SUEE () F AT A arer o= sTqarta I siwtert & forg
Tfd U1 U g w9 il a2 & TAaATT SAq=ITa il Araadr sl S0 FA1 g

25. 3 i #, F=w 15677 #, 9= (1) & #419 9¥ Feferfad @ STos, $iq -

“(1) =T 26% -1 H THIITS T&TF T AT & Td, ATATTT TTTEHT 36 SATIT T FIEAT FHT s
Arotert w1 fAfawtor o s 7 yeare g 37 e Bieor ga sfafaere F sefi= e a7 T 9
T A< = 167 % oefiT Sfeaftaa uF a7 stfes sifeaq At grr B s g, AT ar
ATt a7 7g FHTEAT FIAT ST o6 URY IS 66T Aol & (STaahT ITANT sirutei & fAfawir & forw
ST & A7 R ST T g

26. 3 =W #, F=w 157 ®, 3ufFae (2) F e 9 Meferted @ ST, sreid;-
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"(2) srae, g, draT-RaT 71 AT Sratert Fw7 AR gearm aEdreh FHET F Faee $e g
H o SO, e w9 & 9 UE QuiTors FHETT gn s o e Feferfead Figard sEard g,
JATT :-

(F) TaTRRfa, 29 T & oo el Reafeemea/asa a3 a1 w0 9T AT ST a5
T e wgfa # =3 (@) st s ffRetr w6 & gonfafy, stgas, fg, SR ar
TATHT safet & BAfFato § #7 § F7 T 99 F AG7T & 979 g qER qT 5T G G
AT ®THAT (3ag, g, Jrar-Rr a1 gaw) § @a;

i At (Ferred W) 2024 F W g9 7 @ T=9 259/25T H AGATH TG FA F TATSAT 6
T TS AT T & 919 Ugol | TSeeigd A1k I 3<h TATS1 & (o7 Te99 F<E & &7 §
HTAT STET ST 29717

27. 3% Mg ®, 9w 1619 & U= (2) ®, "ardtas q0T" 9Teal & 9 9 "FF q9T AT A"
9Teg T STUAT|
28. 3<% T ¥, 9w 162F ¥, @ (F) & #19 u< Faforiad w@r Srur, d9iq -

"(&F) e \Terar aTe feafEere 7 g g BT vgia ahue(uadtsrsuany) stafaay
2020 (2020 FT 14)/at FHT (AAR) F ATATT AT AT 95 AT HAT-R397 AT AT STgaral”|

29. 3<% et o, g 168 it gt &, If=f® "12%" & =1+ 92 9= fe "11.40%" &t STusft
30. 3<% fAow #, sl F A-

(F) T=T 207 | —

(i) 71T 2 % T 9 Foferfed T@r ST, seriq

2. FATATHIT v q 99T 2 |

(i) o= 3 % T, Mwferfa ae sia:eenfua fir Srusft, srafa -
“B, T oo, "

(@) =7 209 H -

(i) 717 2 & =1 7Y, fAeforfaa @t Srosft, et -

2. FTATHIT oo q T B

(i) 7= 3 3 TeETq, Fufeiag a8 e &t STustl, o710 -
“B T oo, ”

(1) I=T 20 T FHT AT THAT STTOIT ;

(=) I&=T 20 T F w1 97, e v w@r s, st -

“T&T 247
(Frr 85 @ 39)
Tt sfrutert & foeg e faawor & forg fafamior 3q saate F e & o sree
(U - /5 FOUR AT L= IO fRoq ufmx #

Rafriaa gt qee Baag aReg/Aam & [ g aqay & e & &0 sraad Fear
B/FA B
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IEITT T HATHT T AT .o, (AT 7T F IAF T F @AAEE 7)) |

2. greavafa sfufeat & AfAwir ofw oo w9 F o Ao awddr ©m #HaETids & 9,
HRATY ST TS |

K TR ATt o T . w00 T T THTE F GTd H THT FE AT TS g
ST GETT GHT ATATH/ATATS A HAAGTE Gt THT 2Heh AT HAT 2 |

IS4 L= R TEATET
........................... ClEEED
foroqor ;- sraee % AT R & quer i i gorw gy =t 17
(F) T 25 T & =419 9%, [Feferfaa y& 1 @ s, s -
“9%9q 24 1
(R 85 @ & @)
grearatae sirtert & e a7 faawr & forw fafamir g Samw sqafa & sqae & o srae

1. BIET o AT e L IO g ofew #
et gt aar e=w/aeg garat & [fEar g arhdd..........e, YT AAH &

SR o ol STaad FdT g/ gl

EIR NI DER I I T 16 TR (JrF 7T gores w9 ¥ fAfAfde w9) |

2. fafawtor ofte< & graratas shufert & fFfawtor sie aferor & areafes 1 & 2 awr F#Hargs
& TATH, TEAT ST ATAT |

3. f/za FRuferfa gaw €

(F) fTafFwTT g & fow FYgar 97 & UF g 9ia e @R aqar #7 §/87 STIRT AT
ATEAT E/ATed &)

(@) AT g9 eaT & 9 it UF g7 G o o $/27 gy srferd goi 72 & At gq oo 969
TFRATRT FHATER, STERT 3T TREL AT HATT I % 0 GgAd g T T =6 da9 H gl et i a1
TRl F oI qorsh &7 & ey aETRe T |

(1) faerr & form fafamTor gq seartaa sttt & R=at & de e & T894

B oo, T o & ST &. %1 B 1L & GTd | STHT AT &f
T g 3T FEIT ST ATATH/AAATEA HHAGIT FarelT T= Z6eh 97 §A7 g |

*gt FTieurta Feae T, WRET A7 Y& [Heers 1 7 9= F:7 |
**ITE] AT T T AT AT FHTLETL hT T AT T £ T F:¥ |

#agt ATARTT Teer™, gt aredtas &9 & fEfAmtor fram ST, #7 90 $fiT aar a9 Sty aeqis 9
S i a8 =TT Far g, IaE #:7
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“TET 24-T-2
(Fra 85@@ 39)
g sfrafer it RfAwTor swear & forg saw fafRwtor ggfaat & swmores gg sraee
T2 N AT S foorg uftew &

et sirutert & fafaato g Sow AfAatr agfagt & Swmores & s & o srees #war g/aed
gl

2 ot oftd o el w00 T F TR F GTd § STHT FT AT TS g AT
TEITT GSIHT ATATH/SAAATEA HAAGIT Faell TH1 28 a1 FAT 2 |
(LA L= P TEATAT

EIEEED)

fooqor- sraee o AT IRE o qH A T qAw ger Arfgul”;
(F) T&T 257 & T UT, Feforfed I%9 @1 SITusT, 97d:-

“a&q 25T
(ﬁ?msssréﬁ)
ST siafRrt ¥ s a7 fraeor ¥ fore Rfmto 6 aqaf
TR T . S T T T AT oo
1 e e Fory R # et

gt siufeat & AfAatr & oo sgerm BT sar g St Aot g9 a@danr #Hards &
2o Sl wfaeAvr & orefie gt -

AT ST o 19 |

(v w2 g =9 ¥ fafafde i sm)

4. STATH, 1= & T Tt i UHT =T Qraf, ST SAroter i Tqred areft sa=aH, 1940 & a9 Y9
Rt 7 fafAfde & S, % = €

HA1 F1 9T

1. AT | AT TR FHATIGE H hls AT THade ST TS ol gierg o ST |

2. TH AT 1 UHY AT TEqe o BT we o qHer S, S % aquiaa e awe-
T T ST TR 0 T T T, ST ST AT AT T guifena o sy

3. AT, AqATH F AL F1T T LT ®H & Tod § ey gfimdq it fufa § fofea =0 7 sty
TR T Giord FT | STgT FH o M9 § w5 AT IREdd gar §, IaAT Aqay Iiadd & arig o
T AT AT Afeha s srate & forw fEafemrer aw=tt STostt, 579 9% & =7 d= TR & 971 %4 & 919 97
SATH TTIEFTET & T2 SATATH Tal o1 7% 2l |
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4. FATH T qF FeAtad AT T qG1 D AT g, ST & F FTEHT TR | T, ST 6 gt 7
Arafer S sETe ATHAT Afaf=aH, 1940 (1940 F7 23) 37 sirafer fH=H, 1945 F Ul & AqATAT &l
T a9 | HF T FH UF I AT STIGH ST FTEH I 6 AT ATIARATTATE (T AT ST |

5. sirafer srferfaarm, 1945 #it TeE-2-1 & 77 srferawfaa grearate siuteat v 3w fafamtr avgiaat
(STTTAT) ¥ STUeATSAr 1 G FA o6 THT o Ao SATATH ST &l STt 2 17

() =T 25 T % T, Feforted s siq:etd R S, deid-
‘&7 25-7-1
(= 85 o <@)
grrTa o siafaa & faw ar faaew & forg st &g saw sgeta

2. e, E R E 1 O g o ¥ Fafafea gt
sirafert = fawa =T AT & o AR 3 AT, T ATATH STaT hl STl g ST
Referiad farer s qaert FHaTge & Haer ofiT Thaeor # e grf

() Torerast T reht FHATRGR (TTH).cveee e

(&) rEATaTIs T9ThT & 79 |
(T AT 99 w9 ¥ [AAEe w)

4, SFATH, A= & TS Ot S UHT =T QOaf, ST SArorer i Tqred areft e, 1940 & a9 Y9
Rt 7 fafAfde & S, % = g

HA1 F1 9T

1. AT | AT TR FHATIGE H Hls AT TIad ST TS T =i T ST |

2. TH AT 7 UHT AT TEqE ok T FeA o qHeAT ST, S % aqeiaar awe-
T T AT TR Al T T T, ST ST SAATH AT T guifena o sl

3. AATHGT, ATATH % AT F FT 1 FH & 7o | el TRaaq @ fafa # fofeg =9 & sgam
TSR T God FT | STET FH o M9 § A5 AT Tadd giar §, JaAT Aqary Iiadd @ arig o
A ATE FT srferaw srafyr F foru fafemmes aw=ft STy, St a & 29 = (A ted % |7 w5 & 919 97
SATH TSI & T2 SATATH Tl A1 7% 2l |

4. FATH T aF Fetad a1 T q81 A AT g, ST w9 7 Ffgmy @R | Tl st f gt 6w
AT ST SHTe AT Stterf=ae, 1940 (1940 F7 23) ST oty 7w, 1945 F ITST % SATIATAT HI
T a9 | FHFH T FH TF I AT STGH ST FTEHIT  STET AAITRATTAT (T 6T ST 17

(ST) T=T 26 I T AT AT ST |
(i) 26 I ST &TT AT ST FHT 2 6 TAT, Mofaied ST Sq:emiad AT SToa, .-
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“O=T 26-T-1
(P 85 5 39)
ey st & fafawio f saw Rt vgfoat (Sfroadh) 1 s
7g THTIOTT foRar Sirar g o fRfRetor =@ sqafaa ey, st i1 I ¥ R g
S T 9T T ERIE 1 b £ 1 A

g Aty s yemes anneht W, 1945 it sqeET-2-1 § Tevsrfasntad gty shufeay £ a9
fafamTor wg it it srareTsit 7 ST Fdl ¢ |

Tg THTTS 9= a9 £7 srater & forw @femr 8 ¢iv saw AR gt Ghoed) qeferfee Gt
gF =91 % forw fafamrer § -

BT T ST o forg srgetia sriderrT”)

[T, 7. £1-11011/05/2019-=HT (3mg)]
T, FTEQH SUTEATT, HATEHT (ATLA2)

fooqor © g e wRa & a9, § AfSgEar €. 6L 28-10/45-1=(1), i 21 REAT, 1945 FRT
TERTTAT o0 T 9 Y Afeg=eaT degis 1. 1. 7. 360 (), e 1 JaTe, 2024 FRT ffaw
T genrfera fru 7w o

MINISTRY OF AYUSH
NOTIFICATION

New Delhi, the 28th October, 2024

G.S.R. 669(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), vide notification of the Government of India in the Ministry of Ayush, number G.S.R. 98(E), dated the
02" February, 2024, in the Gazette of India, Extraordinary, Part 11, Section 3, Sub-section (i), inviting objections and
suggestions from persons likely to be affected thereby before the expiry of a 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 copies of said Official Gazette were made available to the public on the 5th February, 2024;

And Whereas, objections and suggestions received from the public on the said rules have been duly considered by the
Central Government;

Now, therefore, in exercise of the powers conferred by sub-section (2) of section 6, sections 12, 33 and 33N of the
Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Ayurvedic, 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 (Fifth 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 as the said Rules), in part XVI, XVIA, XVIII and Part XIX;

(@) for the words “Ayurvedic, Siddha and Unani Drugs” wherever they appear, the following words shall be
substituted namely: -
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“Ayurveda, Siddha, Sowa-Rigpa and Unani Drugs”.

(b) for the words “Ayurvedic (including Siddha) or Unani durgs” wherever they appear, the following words shall be
substituted namely: -

“Ayurveda, Siddha, Sowa-Rigpa and Unani Drugs”.
3. In the said rules, in clause 2, -
(i) for clause (dd), the following shall be substituted, namely: -

‘(dd) “Homoeopathy medicine” includes any drug intended for internal or external use for diagnosis, treatment,
mitigation or prevention of diseases or disorder in human beings and animals, which is recorded in homoeopathy
provings, or the therapeutic efficacy of which has been established through clinical experience or research, and is
used as described in the homoeopathy books specified in the first and second schedule, which is manufactured in
accordance with the techniques of homoeopathy pharmacy and covers combination of ingredients of such
homoeopathy drugs, but does not include a drug which is administered by injectable route’;

(ii) for clause (eb), the following 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 under The National Commission for
Homoeopathy (NCH) Act, 2020 (15 of 2020)’;

(iii) after clause (ec), the following 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)’;

(iv) after clause (h), the following shall be inserted, namely: -

‘(hh) “Sowa-Rigpa drugs” 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 as specified
in the First Schedule of the Drugs and Cosmetic Act, 1940;

(hi) “Sowa-Rigpa proprietary medicine”, in relation to Sowa-Rigpa systems of medicine means all formulations
containing only such ingredients mentioned in the formulae described in the authoritative books of Sowa-Rigpa
systems of medicine as 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);”.

4. for rule 30AA, In the said rules, the following 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

(i) which is not recognised in authoritative Homoeopathic books specified in the First Schedule of the Act, as
efficacious under the conditions recommended; or
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(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
five years from the date of its first approval. After completion of five years, these medicines will be considered as
homoeopathy medicines defined under rule 2 (dd).

(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”.

5. In the said rules, in rule 67A, -

(i) for sub-rule (2), the following 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 Form 19-B to the Licensing Authority and shall be accompanied by a fee of rupees two
thousand.”;

(ii) after sub-rule (3), the 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.”

6. In the said rules, for rule 67C 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.

(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
may be.

(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.”

7. In the said rules, for rule 67E the following rule shall be substituted, namely: -

“67E Duration of licences.- (1) A licence issued in Form 20C or 20D shall remain valid perpetually:


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

8. In the said rules, rule 67EE shall be omitted.

9. In the said rules, sub-rule (6) of rule 67G shall be omitted.
10. In the said rules, in rule 85B, -

(i) in sub-rule (1), the words “or renewal” shall be omitted,;

(ii) for sub-rule (2), the following shall be substituted, namely: -

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

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

(&) 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 that 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 M-I, 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 also 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) sub-rules (3), (4), and sub-rule (5) shall be omitted.
11. In the said rules, after rule 85B, the following 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.

(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 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.
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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 M-I:

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.”.

12. In the said rules, for rule 85D, the following 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 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.”.

13. In the said rules, in rule 85E, -
(i) in the opening sentence the words “or renewal” and “or renewed” shall be omitted;
(ii) in sub-rule (1),-

(A) in clause (a), after the words “a graduate in Science with Chemistry”, the words “or Botany or Zoology” shall be
inserted,;

(B) for clause (c), the following 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:”

(iii) in sub-rule (2A), the following 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.”

(iv) under sub-rule (6), the proviso shall be omitted.
14. In the said rule, for rule 85EA, the following 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.

(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:
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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.”.

15. In the said rules, for rule 85EB, the following 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 M-I.

(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.”.

16. In the said rules, for rule 85EC, 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 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.”.

17. In the said rules, for rule 85ED, the following rule shall be substituted, namely:-

“B5ED-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.".

18. In the said rule, for rule 85F the following shall be substituted, namely:-

“85F. Duration of licence. (1) A licence issued in Form 25C or 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.

19. In the said rule, after rule 85F, the following shall be inserted, namely:-

“B5FA. 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.

(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.”.

20. In the said rules, rule 85G shall be omitted.
21. In the said rules, in rule 85H,-
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(i) in 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 shall be inserted, namely:-

“Provided further that manufacturers maintaining online records of details mentioned under the rule and
Schedule M-I shall also be accepted.”.

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

23. In the said rules, in rule 153,-
(i) In sub-rules (1), for clause (b), the following 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) for the first proviso, the following shall be substituted, namely:-

“Provided that 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.”.

24. In the said rules, in rule 153A, in sub-rule (1),-
(i) for clause (b), the following 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) for the first proviso, the following shall be substituted, namely:-

“Provided that 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”.

25. In the said rules, in rule 156C, for sub-rule (1), the following 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”.

26. In said rules, in rule 157, for sub-rule (2) the following 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: —

(a) 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:
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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.”.

27. In the said rules, in rule 161B, in sub-rule (2), for the words “Real time”, the words “Real time or accelerated”
shall be substituted.

28. In the said rules, in rule 162A, for clause (a), the following shall be substituted, namely:-

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

29. In the said rules, in rule 168, in table, for the entry “12%”, the entry “11.40 %” shall be substituted.
30. In the said rules, in Schedule A,-
(a) In FORM 20C.-
(i) for item 2, the following shall be substituted, namely:-
“2. The licencee shall be in force from ... ;
(ii) after item 3, the following item shall be inserted, namely:-
“4.License NO.....oovvviiii i 7
(b) in FORM 20D.-
(i) for item 2, the following shall be substituted, namely:-
“2. The licencee shall be in force from .............cooviiiiiiiiiiiiiinnn, ;
(ii) after item 3, the following item shall be inserted, namely:-
“4.LIicense NO....vviiiiii i 7
(c) FORM 20E shall be omitted;
(d) 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

L1/ We e Of e, hereby apply for the grant of licence to
manufacture the undermentioned Homoeopathic mother tinctures/potentised preparations on the premises situated
2| SN

Names of the Homoeopathic preparations..............o.oeieiiiiiiiiiiiiininnn, (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 ... has been credited to the Government under the head of account
.................................... and the relevant Treasury Challan/ online transaction slip is enclosed herewith.

Date.....cccoovvveirinieee e SIGNALUNE ..o e
(applicant)

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

(e) after FORM 24C, the following FORMs shall be inserted, namely:-



[¢TRT [I—=vE 3(i)] T T TSI © T 21

“FORM 24C1
(See rule 85BA)

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

LT WES (e OF hereby apply for the grant of loan licence
to manufacture the under mentioned Homoeopathic mother tinctures/potentised preparations on the premises situated
Y Under the
ClOH e

Names of the Homoeopathic preparations.............c.cocevvviiiriiininninininnnne. (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) 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 for sale.

4. A fee 0f RS .o has been credited to Government under the head of account
.................................... and the relevant Treasury Challan/online transaction slip is enclosed herewith.

(D 1= Signature ......cocoeve e 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.

LITWE e OF e hereby apply for the grant of a Certificate of
Good Manufacturing Practices for Homoeopathic medicines manufacturing on the premises situated
Bheu vttt ettt ettt ettt bbbt b et te et e a e e et a e a e a s

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

Date....cooevevieieceece e, SIgnature .....coeevevveeececeece e
(applicant)
Note—The application should be accompanied by a Plan of the premises.”;
(f) for FORM 25C, the following FORM shall be substituted, namely:-
“FORM 25C
(See rule 85D)
LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF HOMOEOPATHIC MEDICINES
No. of Licence and date of iSSUE.........oevviiitiiiiiiiiiiii e

L is / are hereby licenced to manufacture the following Homoeopathic medicines on the
Premises SITUALEA @l.........coiiuiiiieieee e e under the direction and supervision
of the following competent technical staff: —

Name of Homoeopathic preparations.
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(Each item to be separately specified)
2. Competent Technical staff (Names).
3. The licence shall be in force from .........ccccovvieiineiiniiie

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

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 M-I of the Drugs Rules, 1945.”;

(g) 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................ooooiiiiiia... date of isSU€........coiiii i
2 e ——————— Of o, is hereby granted a loan licence to manufacture
for sale or distribution of Homoeopathic medicines, on the premises situated at .........c.cccecevreieviiiierieneesene e
O o OSSR under the direction and supervision of the following expert technical staff:

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

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

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 ........cccccevvvenns
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.
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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.”;

(h) FORM 26C shall be omitted:;

(i) after FORM 26C as so omitted, 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 .........cccccceee. situated at ................ State ..o
Licence NO ....ccccovevvvvveriennnne. comply with the requirements of Good Manufacturing Practices of homoeopathlc
medicines as laid down in Schedule M-1 of the Drugs 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.”.
[F. No. T-11011/05/2019-DCC (AYUSH)]
Dr. KOUSTHUBHA UPADHYAYA, Adviser (Ayurveda)

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. 360 (E), dated the 1% July, 2024.
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