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ar.&.[. 473 (31).—sfufer siw sare arnfy Faamat, 1945 1 i weree, 9T fF Fx 9w
FT TEATE g, FA & o0 wfaqua et &1 ot e, S «iwfe siv samres aft afafaa,
1940 (F 23 1940) FT 4T 33-7 FIT Tacd ARRAT FT TINT FLI U T agas, &g, AT siofer
TFRAThT TATHIT TS o THI F qTE TR g7 TATIAT B T GATAAT aTer qeft sFFAT T AR
o sreRTfera foraT STTar 8, ST o 39T e 3T STuTerd g, ST UdEgT AT & Sl g 6 3% 9T
=T ax At it st srrEr gAmEt 9T 899 anE | e &A1 F sty aured g 9% a1 39
are A= BT SToe S arig & 37 e R arer 9 oS i Giadt SEar i Suesd S
ST,

FF AT FIT SUAF Afave safd & fiae et o =7t & SFq I1=9 Ireq g are o=
e gEATat 9 A= R s,

AT AT GATE, A(S FIS I, Ol A=, AT FATAT, AT TaT, S0 51, SIS FHITTora,
AU, 7 faoett-110023 &1 /o 3w S0 sreraT -8/t dec-ayush@nic.in. 9T 99|

3749 GI1/2021 1)
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IR R
1. T offd, foeam s e
(1) == foret = sirorfer v e arafy (Fereae) Faw, 2021 F27 S
(2) T = R TS § e SATAT TR A A H AR g0
2. Sfer oY yoTee ATl FaTaei- 1945 (THF 9997 g W@ = &gl o) # e 2(79)
F T g7 fAterfera war S, i ia-
“(arer) greavarefy sirafart & erforer & TR A< srofer ST greraeft smon § &<t 21 srerat S ST
FIEAT Afefad H T2 {7 BT saqg=r # 7o feataa grarref § gt arger # T g
AT qETHE AAT F FHU TATOT g2 87 T ST 9°d & ATHhT gFATard Ausraiear e fEaeft

TFHATRT 6 AT TATE AT SATAT BT 32 Foras T grearatas ey & dqaaai w7 e arad g1 fohg
Y sfrorfer orTfeer 7 g1 ST ST 9 & < ATt g

3. e 2 (37) % are fAwferfe sreT s, qra: -

“(3T) “Toftpd AT roreT ig Ao HeAr-RaT oer I Srishearsarft v afsrmT vy =i ¥ g
-

(i) AT rfercaT e afiug s, 1970 (1970 7 48) T stqg==i | fafafdse sruar stggf=a
et STFRERTY g7 SrwTTee T TadT 2y AT

(ii) 3= srerat g srerar Srar-REdT sterar gATT Rt ag i wr v w5 arer st F st
o TRt T & FfehcaT Toee § OSiiad gi oraT Ushisor gq a7 grl”

4. 7w 2(s7)  weanq Referfaa streT Stroa, amEa:-

‘(stst) ®rar REaT sfrufert---arar Rear sty % seaia F g9 ot & S /st a1 99 § TRT AT
o % Aae, ST=w, ama A1 FErr % fore staar IHE st A1 arg] I9AnT & forg et g &iw
ST Sirofer ud yeTee aredT ataEem, 1940 i wow gt § ARt grar R ST awgiogt fi
STHTIOT qEdeht | AT BT 6 AqaTE =7 &7 7 AT €)

(st=7) =rar et "t Srirer—arar feur =T agfagt  awasg § 7 99 216 g § S
A UH HHeH Aq(ag & S TIH F=t § s grar feur Hear aafagt i st geast §
FoTq wrel | Ifeatad 8, Feq S8% dvaiia UHT Siofd A1 § ST Arerae /17 & & SA1dl g 3fT uAr
I off A1 8 ST @ (397) § 77 ARy it gwaest & ateatad gl

5. w7 67 & aq

i SuEwm 2 % vy ae et g war s, e

“(2) greaTaeft SuTerT T fashr, WS AT WENHT oroaT &wa sroar Aaeer gq weard & fofg ST
o AEH, TI-199 § I GoITT T o [ o AT ATATH STTERILT I AT ST

i Iutaag (3) F T ux Auffaa g @y smom, sma —(3) smags - 9
(www.e-aushadhi.gov.in) F |TETH & TEH ITee FT TU grgrgeft sufert £ fowarsd sqat &
TS T o AT T ST
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i, 78 e = Hemrew fFTw, 2021 F g9 g Y I § I8l YO 2077 94T 209 H ITH A
B AT T AT & ENIT| TH ALATHETER HT HISET ALAH BT ST Tad F o wh gsire &9 1
AATH TTTLTIT [ STHT FIET R

6. w67 % o wx fRmferfea Ry war s, s —

“B7. sirwfet Y faehT Ig Igataat & oG woa—(1) Srars=fsiutert ft FeFv 94T 9T e &,
HETOT STaT WRHHT srorar fasht sroram faaeor 3 weara & forg o=, wo=r 207 staar 209 &, St o
HTHAT g, ST 3T ST

Agata®, g srerar AT sirutert & fRfamir 3q =t & o yo=—(1) Few 679 &t aat &1 e
FLA G FRATAAT SIOTerT it Feare T9aT o1 g7 faehl, HSTor srorar Teei T srerar fasht srerar faawor
QYA & oI SIqate, yq= 2077 y=ar 209 H, AT H{ 7T &, ST it S[T0| ST e & 9
B T AT H AT AT ATARILT G AATS T2 FHAT H1 AGZF 5127 T 0 T 6 qE &, S
ot /AT 21, I AT T srater F fraw ST i S

(3)  maEd ¥ T-3fufer qea (www.e-aushadhi.gov.in) & ATEAT & FATe &l STUIAT 3T ST
Ted H AU M0 G957 % AqHIT THH ITAsH FT T GO 207 7T 209 H AqATH AAeATSH ST il
STTustT”

7. e 672, % T 9 Rt e v s, are--

67 “SIIATH T AATT—(1) TI=T 2077 3721aT 209 § ST ATATH STAARTA T A&l FT Tl

TR, ATATHETLY ST T Tt Sie sirofer v swrere arrft stfarfaee & suset s gt & squras £
TAAATIO, TI 207 AT 209 H ST ST S Al qIE & SAAaT [Hge( | S 5o i Seqia i
AT, ST AT AT &1, T 919 a9 § &g H 7|

g AT 3, =9 T T T HTI0T, T 2077 a7 209 § AT 6 ST g il g 7 orrar fogett
T AT T TG o0l qIrE |, ST ST AT 1, G0 a9 o0l GHIH % UF qIg 6 HIq¥ Teqa hl ST,
3¥ =6 WY T T =TI o T&d 9 Fh0 ST 9, Sty Aeed auT St

8. o 67<. 3. e a9=T SToem)
9. o 679 % quia g Suey & T 92 Rwferfaa oy &t S, arva;,

T Ag AT T UET OSfga gt SReremET S 207 AT 209 % dgd AqAted 9EY ¥
SIEITTAT &7 ST¥TH T 2T 8, Fad Sq AT &l gl SUTer T&TT R 3 et afet 7 geae
sy & 9T AT emm

10. a9 673 &1 39 @ 6 fAerua B sroem

1. == 859 & wuqrer ax fRsrferfera ffem war sroam, |-

85w “grearatde strwfat F Rfmior g sqaf ¥ e s

(1w 2 % @ (F9) & Siaud o aret grearaeft sirafet % fSerare At g s & o e,
TOA-2437 | = FTE T o [ o AT SATATH SATSRILT T 6T ST
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(2)3maaT S-3ufer 9rder (www.e-aushadhi.gov.in) & ATETT & THH U FITT T reara=fy siofert
& feeraTe [Af=wTor 3q ST | Safea T & A o ST

i, g FAH =9 "arge =, 2021 F A g G AR § 8o IO 2437 § T AT gq e a7
AR Tl SR UH AqATHeTa &, e o FFel TRET g ST S aqgHt 1 # ARy sraaswarst
ST ot T QX7 FLAT @, HISET AT &l ST L@ & (o7 I+ golTT AT T AT T [ STHT
FIAT 21

12.  T=aw 859 & w0 WX fAeferfea Mae @ ST, Jrd--

“85%. greaTa I sttt & fafAwtor gy s=fa & g o= — (1)Raw 859 FF 9rat &1 ITa+ H<d §Q
greTaeft sfoferi & fasrarer fAfRwTor 3q stqatta, 9= 2577 | ST 1 SATUIT| AT e & G g
FT ARG | AT AGAH ATTHR T FdTs T2 HAAT HT AGEH 517 T B0 S it arer |, S ¥
HTHAT g, &1 |Tg it STty o Aiae ST i Srus)

(2) == Aferfae & eI srqAty, Aty Aty T grearadT e agfaat, s o 7T g1, % ve
fererest, ST STHIeT =9 |@ag ¥ TST G9hY gIT AT 10, § 92HeT o % a18 ST a6l STusiT|

(3) smaa U¥ T-3fufer 91 (www.e-aushadhi.gov.in) & ATEAT & FLATS T JATUIAT 3T ITYH e |
3T 70 SO 3 AET SHE SUAed FAU T IO 257 § FqATH SHAATSH STl SATUaf|”

13. 99w 85%. § “o7aaT A0 ST “SrAaT AAIAIha A&aT &l faaitad AT ST

14. ==\ 85%. & TigH ATHQ:,Uiq @ TFeT ®THAT H, ST TOF 20-T F dgd AqAHeH
S, IATIHRTLT TFITH AT 3T SITar 8 a7 39 92 oF (2) $fi¥ (3) AN A2l it ST, ST
FATeERT T /S F forT ag gRtaa wam & 39 g AT soams, oF« 92 &0 10 a9 & JqE9 27,
=1 ferfoa AT srom

15. 9w 85%.% F vy wx fAetorfea R war s, aa--

“85%.% ST I i IquTe & e & forg Adreror—(1) s 2577 7 =i g stroadt s« mor o= 3
q 9gdl, AASATH ATHRET IT (AT AT FT AR Rredgarst w1 ARaior B sEr seartad g a7
et AdTeror == srfafaae & daga o7 9w g Ags ue a7 sfes A ar gafea e & o
F T AT IT6 faAT TRt ST 81 U A7 srfers Advers garst F Bt & for sueeT B St arer A
ST FoRU ST T8 ST i ST

(2)37 F=H-(1) F TEq SATATH T orat e Ol Y Jore Gt Ata==m F =g o =74t
STATAT ol T HTTOIT HT FATIT FIA & (0 FAIATH TTd T(ASSTH =7 AT F T8 1T LT G
e sfroer [MLTersht g7 9 a1 § &7 § FH UF a1 T SITEH ST e & SqarT ST STedl
2T, T fhaT SITusT

(3) =erat T sfrwrer Adeqant & Adreqor =&t s Agl=a® s & I8 ET Fd gy aidr Sl § &6 39
sty [teqss 1 forelt e wmaaT &°r R8eqr &1 #7179 ¥ 70 3 a9 A A § A &1 a1 F AT
T2l |AT AT B

16. 7w 853 & v 9 Aot e war srosm, Jrma:--

“858.@ Adters g e — (1) et sreram Aderat grer afy ofie=, w2 e susheon & foro a+t
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ST AT ST T SATUAT 3T AT & S df ST ATetl AT YT il ST Tl ToRAT &7, |91 gt s
FT AT TET SOTEAT o AR TAT THEAT & o7 S o0 ST el 7 46 60 ST T ATeei &7
ey T sTon s Ao BFe e aTer g werE A saraarReE Jeearet i oft s
STUA(T| a8 SfTaad | 30 M0 FIAT i T7qT, i 7 oAl ©Th hil AEaeqHhal H Q2 F 6 o0
e At ewar, ARt S5, o s s Icqw At agfaat fr sroeArstt qur et
T1'H eTRa T2 ST SUFRTON 6T TTATH T A= ST qeaTa= AT F4m

(2) e, aqafa afesrr & 3u-Fa9(1) F aqEr aud e f1 @ & O S\ 9% et
LTSN o AT L0 % T Uge] I¥ qu Aoy Td gu faeqa faemas Rt g wam

17. fF=m 85%.1 & wqme wx Rerferfera e war sosm, qme--

“85T 31 SATATH ATEHTL T THAT — (1) T ST Srferp<r T foreT ofiT Sti=, afe #7281, Sa1 97 a8
AALTF THH, F TLATA T ¢ 1o ATATHIH % qTga [HIAT T ATATAT [T AT § < T2 AT T3 srarter
FT STt TAT ATATHIH & Tgd (FIHT HT TTA 63T SATUIT, qT a5 TH T o6 Jgd U SAqATH ST HLT|

(2) FfT SATATH IITAFET T Tel © AT a8 HHIT 9L T ATTT ST HIT AT ATHATH T&T el F A 3
QTAt T IT AT ST straredah g at fAdteror fdre &t i sreras v S|

(3) ST-F=H (2) F TEd FIAT F UH YT UL TATE ATGaF LT UL STIT F ST g4 6 T {Ig % A<
AT Sufera grm

(4) IT-F=H (2) | rUtera STara T&qa qal Fed I AR T ATAET TE FY (ST STUAT 377 e &l
TZ A & IO H A1 H God AT o)

(5) TH TATSTATS AT TTEHTLT e HT Grod FEM -3 (www.e-aushadhi.gov.in) 91 &
HTEAW F ATIE I FTLATE T FATUIAN

18. fAaw 855 = & v ux fMwferfera M @@ s, see--

“85%. 9 —E B & 9ATd Y: AT — I(< AT AqATH FAAAT Icad fAFATor ggfadt & forw sayor-
T, ST ¥ ATHAT 2, forw (ot s & T2 I & © "Tg A srater & Hiae S e o gied
Far g o fRatfa of @ w2 < 72 € v v g9 w9 w7 [ o S0 #3497 8, 99 A
TR BT O Reqor &2 o S o7 a8 =99 §qE grar & o SIaite sToar YT 957 Y& Fdd l
STt T YT ¥ TorAT AT 8 7 98 TH AN & dgd A TIar THII ST FHm”

19. fA=m 85% % wum ux FRwforfea Fay war s, ara--
“859.-ATATH T AT — (1) TIT 25 | AT SATATH SAAARTA qF I TAT LT

Tiq, AAATHLTE SATATH AT rdt i SHUTS Ud THTee ArHAT Atefaay % 3uaei v Fawi &
AATAT T FAAHTIU, TIT 257 | AT ST ZI 60 A & T9aT (Ogelt Taa: = oo i yeqia &
AT, ST AT ATHAT 8T, T o1 a9 | T&qd FHT

7z oft B, = woe &t TAaETIOT, 95 2577 § A F AT g hr arg | srerar et
T HATIOT T TEQI A &, ST 1 ATHEAT 21, i a9 6 GHIH % UF q1g 6 HIa¥ Teqa nl ST,
3¥ =9 WY T T =TT o T&d 7 70 ST 9, Sty Aeed aaT st

20. A= 857 faenfug B srovm)
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21. Faw 157 ®

(i) ST @@= (1F) H, "SAqEAT-T & A" A&l % o "SAqLA -, 5% AT, FT (F) TH GeH 3T 5 o0,
ST Tie S A= AT ITHI | a9 UF F0E T4 F AT Tl ¢ ST edsay I Hile w97 & AT
ol 2 3fY U Fie 39w % o srgt wrie siw weftadt At v 7 e 57 e w9 F srfaen a8t § ST
TAAEL TATH FUE 9T | ATF A5l 8, T (F) VST o 70 STgt T2+ 37 Fefia<r a1 ITheor § fFaer
TH TS FIT H AT g 3T SAaY T FAlE €99 | ATeF g, 95l il TaeATioq fmar o

(i) 3T @T (2)(@) fFAertad AT sroem)
(i) 37 @< (2) () AT T gfaentia G smoa, qma - @) F % 9 g /T T
Frafaeme & wEdr (gas a1 Bg a1 A a7 wEiEesd W FEe 8§ |\raE oY s
satayT ARt s a1 vwd \-arE/SusT FeudT/siue i aTa/aen /AT aeT/ATey § Ay,
g, T ZaTelt & i § w9 & 777 9 a9 F7 A9
(iv) 37 @ (2)(%) fa=trtaa o smom)
(v) 37 @< (2)(F) fa=triaa fBrar srom
22. w157 |
i “emgas, g ST TATHT SHuTe % 1T SATH ATy HI 3 areal & erud B S
i, TIH IEGE F T HE T T gd SaeAiiid AT ST, Sreie:-
“(ii) TafAwTaTst/RaT ST =T T TS A QAF FT H OAMNUT FAT F8d § O WererEd &l
STAtRaTell ¥ & T Hl 94T 9 3.

(F) T AL AT ITET T FIT THA-THT T THI1AT F1T TRATRT o6 STLTT T GAT 6 & 37T
ATATHT I & ATHATT www.echarak.indieer 9% faere sireftr araat it @t (Fgt aredy &
FeTS Q) T USRI FXT T g UH ATAGHT o ATHAT § TP AT a1aT a7 o9 qodisha
TA F GTLAH H $-FTF TIed GIT ATATST e & AL I a1 /e Ieae S3adi/aaqgl/
AR a1 /Fa-Aag 1T aqgi/efte ATterd ITHRT a&gell & [Aaare & Uh JH67 9
ST &

(@) ST AR GAT $F T | qF TR A0 I8T qE 9@ T iTefia araT ar A7 =07
g giaegT Fx § THTH07 & GSNFd Tel & F Bod Fels § T4 adsh § a0 T & o7 @di/qa
ITATE g THT9T T F o7 Sraa #:7)

ST odt | 7 TRt U &1 AT SIqares weA § e g a7 T of /vt # el 7w ]t

AT F T § AET AT qhaT g A7 399 At Ffaear sfafaaw, 2002 F @™ & aqar
AT TEATSIA § ARSI T ATHAT o9 ThdT 2l

FAT/TA AT T THTOTT 37 ATAFHTAT FIT T AT STUIT ST ST Sl 1T a7 o4

g |g gEdT 7 7 TP AT 98T a1 gy aRT-a9y 97 [Afva G a9t st
FT AT f3h T i
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23. 79w 158 (@)

i, 3T W 1(F) H “Tgelt aq=t | MiEw srgafes, g o g T wafan, aesi F g
At ors8 T STU - "Igelt ST [AHAT & e il w1 STANT Fh AT e
STFHLU/ALTALT T ITANT FTeh| TR GEATaeoT =l ATET 0 AqATH AT % T80T 4T His@m
Sata F7 srafer % S v & qug feoquft F =7 § g o0 F 1 F=ew T 9 F JHr s=aww
TET T ST,

37 w1 (%) & et @ szt BT S ama:-

“(i.) TEH AEET A amHIeE qEawl § steafua argdw, g e gavh (o) siofeet
FAFAT T I ATOAT & AT, FGT AT FIAT/Fool AT, T TeALA/qA ATTT IATR/3%/
aFregsfier qer/fAfsra aor st

&. HFT A - FFT AT 98 129, A/ a1 9 AT 2, S Freswe stqan v w7 g,
TS A, O T AT TR T Greshe e THRaTst % a8 o § TRT 367 SraT )

. WeAe/qed atda Scara/sah/arsashiter aor/Theaee O - STl |Eifera Fgl areyy a7 Farfed gl
AT BT 8 v |ifdes &9 F Ffl AT & 9g=m4T dai orar g Faferfed sarger g -

(i)  steer sy, Frer shw werdT ot AT AAT-RT Heqey § S ST F & § 9T % 97
SIATITI | ST | AHANE ST Fq-d TTeT § 1 2-3 FL0 H THT TeI€T 2T &

(i) T, FedT, FATH, TG A, F&F I, [AA HT qA, AT I ATs A0, Freqefie
T 3T Row IAT F 3ITE 2

(i) TRt Y, A fEfer 7 sirwer w9/mtar a1 ST AT GA-gd FT STIRT AT 04T 2,
Ire UTATE ST 31 AT I GIe-37 AT TRAH T 3T & &9 § TgaTaT ST qahdl
gl Tre AT | HEAES/qeT Atad IcATa/AS-HATIET T /I 6 & H HIET STT0A7|"

ii. 39 = 1 (@) F T 9 et e g s, ame-
“(@)uee ST "iafrE argae, ®g, AT STt ST anT 3 (F) (i) F dgd ardrud g §iY
Referiad STt & -
i) FFY arnf - wrE oft ey STt S Ferd f el § ST gers, awe w2 T
FOTSATTE FATH T FIESHTAT THATAT 6 R T | ITANT T AT B

ii.) WereA/gew atdd Sar/sa/arsadiia da/AfEd o - ot Hartea wgr areE v
AT FT GTET ST S €9 T FFT G0 F Tga1=1 qai oJrdt gl F fFerass v
qu-ferfeser frepdor a1 sqeeme & Arerm & 7o Gt G o= 92 f@fa
SR F¥eh AT T 37 g1 TRl g

iii.) sfrwrer == (ol IR Sth- @A) 1% A7 a7 9Ted & YT AT Srar g S
oot Atertead it TSl AIEAT BT TEART § AT AT g oar fErersus e A
TUHTE 0T 1T AqATRd SISl F2T & ITed 6T ST g

g 9O 26% -1 F dgd JRT a8 SHUHAET JHIISGET BT F o werer/egatad
Ieara/erh/arcasiier ao/fAtera ao it TR F qTHA H, IO 25 F AT 25 T % qgq AT hl
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AELTFHAT A5l RN UH HHTAT SITATH AT § T = ToM10r A2 Hr)”
iii. 3T 997 11 (F) ¥ T&q arferat § Fiaw 2 Gk 4 |, "H3foataa” orsal & 918 "dTT M5l &l

[EER

seTaefierar FT SgHa/aTET

T, 2 AT
NEESERE]
forsor/EST

THRTTT

SENEC ]

AL REEY

AF9TF

6

saTaefterar T
THTIT

(3T HATAR
FRT ST
feomfager; =
A
IEQIBERIED
ERCIRCE
CERETI
BEURED
FETTT)

TERTIOTT AT
IqASH 7 g
I el
(3T HATAT
FT ST
fomfager; =
At

QB EED
ATETT AT=F
FETTT;)

saeriua BT sTovm)
iii. T I (@) ¥ qga arferrr F foro et wr st B smo-
‘.. oty CEDE] e LT T
1 2 3 4 5
() == Ffgfaaw it qgefr  TF, T AT U, <1 AT
158 @ T AqUHAT &l [Fashl A qFqT oA qadq
FfgFaw it T sETal ro/aTeE /AT
v amra = R i
ekl AT AEALTT Al
sfeafea
iz AT
arfed
sirorfer
(@) gferfar, 6t qrérT EEQIRIG
afafaw,  SEEr (1) AT G
AT T FTa EXEECE]
(1) #Fr EIGICES
2 wgas, ME srfera
m AT = (1)
' EEREIED]
MIERCCRY 90 ¥ 180
RIS [ERIREII
ERIES A gl
AT
fRemfagernt
T STITAT
ERGRAUIE]
/AT I
feroTar
HLTAAT
o &
ML IT
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HILT T TS . AHTYTLY

LI
HETAT
Sueted Ry
STT Hhl B
(@ Uy FfEafEw AT Iaw AT G TRTFOTT EEQIRIGH TERTIOTT AT
EIEIRER AT T TEdT e IS I T 2T
drafy, U F eEg g ofY IUAsY 7 YA 7 % uferl
3 GIOF ®AT AT qGI ST EIGICES FIREEES ClRCEEIER]
7 9T fefrarsuy sfiw arofera ATTITF ERUSIE
AT AT UHA /AT (1) st fRemfager; am
UHIA T OIS A £ 90 & 180 ST
T, TR o STar N — NG EGHES
afgFTa AT 2 e ATETT AT F
T ATLAT TS ATHAT
g Reangei
L=, a FT ST
A Tt o g A
EEPEIKT e T
T ** —
HLTAAT
R %
ST T
farare
LI
qEAT
Suered fRy
STT Johd 2
el e & yaSTd
1) AT GUE €T, /ISET AL AT BIHIGTGAT (AT F GIEHT) F dgq ATHa Fhu 1w =T ofF
GITF FIHATIIT &

2) ‘v e, T R oft srame & i € S wuw seEET A et w1 fear 9wt €, Gy ey
TEIAAT & ISiiehd (ehe T AT gIeT sreara/aertaa Bham S wgr g e arg § fd ey

T U /AT TUATE [0 T Qe &l STl gl
3) ‘AT o, et T U oRd & ATHOT € T Soera T S =T A [EAET § AT A7 U TaTd

% forT =T sra=at & 99g & forw a6 @ 2
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V. Y =/ 93T ot (T SToaT IaAT) & Hae § IS{hor gl

%.9. Sofy
1 2
1 WEKIE]
2 (T-3TE)
3 (& erEgr-uemEie
4 (31- 1) BTEST- TR
5 GUERIEEIEETEE]
6 e ERREEIPERET
7 qaTffesma o ot
8 qaTffesma o ot

SERCE

3

T % STIATT

T o SATHTT TAT
T o SATHTT TAT

o7 fafAfds
o7 fafAfdse
o7 fafAfase
o7 fafAfase
o7 fafAfase

24. | 1607 ¥ Tom ux fAeforfea R war sroem, ama: -

“160F sTgate®, g s T T@mst & et F o RfRmio 3y RafaaRa & & & sas [t
H IUANT it T ATt rgata, g i FAT Siafedt i g AT 9 080 F:3 & g §eumd| vy
asft "Jearei, SFF I urEcar [EEw aqET g rEedd gagre g, S6r & aqg= - F Jgd
TATHLTT & 3T S Agas, g 3 AT Sofey T F=dt areT A7 erf<h i 9g=T, S[EaT, [orar
e TEEEE T Sfaw aheer i oot F fow g aheer siT sferiad TR Y| are
(TAUETUA) FRT AT Y6 8, & &% O g0 =6 9 & JAeerd sarfed siafer adeqor
TIRTLATATAT % &9 H srfergf=a = srom)

g 77 AW w1 48 & T=a AqAITd TARTLTATSN & T 3<h st $i7 srfeg=ear it aria & a7 91 &

T AT T 48 F 3Tl FAA R T A |, ST AT Tg 2T, AR g’

25. fF=w 160 @ 7 71 fa=titog 3w straan

26. W 161 7 & 37 79w (2) §-

(i) "aTEd T THA" oTeal o TATA UT "ATEATAE THA T ART" 9Tex T AT

(i) Rerfered Suaer STTE STUR S797q- “Aaataemy S 1-2 97 % SehATSE FT FaT FIAT 918d 8, I

Goha
4

T % STIHTT
AT Hh
T % STIHTT
AT Hh
T % STIHTT
AT Hh
T % STIHTT

AATH I ATAEA 6 THT T HIS[ET STAATH o ST L@ & FHT 3 g AT 6 Al & [olT T@TaT I47

FATR e FT T 2|

27. Raw162% ¥ a1 Rftaerfa R sig sraer srfa-

“162-F =T ISR - (1)F% T3 g7 Hge auft A, Fz 9w g =4 ga99 § [Fg s

EIPE AR RER KRR

(2) =T T T Agh a9t et a7 9w gy =9 "9 # e ua sy & [ 7 g
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(3) =7 =T & TS IU-FA9H (1) % T8d s AL g7 MI<h UF SATERTr, AT ST ST ATHAT &,
SY-FA9H (2) F T8q 1T TEHIT G HIh U AT, ME=or sriehrdt g

162.%@: A= wTfgs #r TIEar - (1)#FE =afe sfafHaw & qga e wfge a9 F oo aft
TR T 919 9g -

(i) e FTRTT ZILT AT 9T T fermers & BT (A A7 g 71 AT AT Braregiesner wiwes! §
FATAH 2 o " ATTer fATor AT o veror A7 AT *F Tl *F T B FH F FH AT HTA BT
HAT TEAT 21 AT

(i) TH-ATTE/ AT T/ F /A EATAOTTEH/ e qTaT1H THET 29 & a1 Sirofer fA=eior a7
T | AT ATATHAR % TaqT T HF & FHF I G711 A9 T@av gl

28. 7 168 & Tgd aTfersT ®,“12%” 9Ts3 & T 9¥ “11.40 %” 9Ts3 TGT STUM
29. fAm 170 fAenfua BT sToem
30. WA 207 H, i. TeqH 1 § “ofT FIT” «T&al &l Ao AT S|

i, T 2 H R e, great &t Tt BT Srosm|
i, SITATH 3T &1 6 qgd L 3 I (A Iad oA ST
31. I 207 |, Trq 2 H, Bl o, ” greal T faertaa T Strosm

32. g9 20% &t faerfua frar s .
33. T 247 F T 97 fAwtertad 1 1@ SITu, J9id-

“T9T 247
(=7 85@ <)

greTeft siragt 1 fasared =t faaeoed fafawto 2q sastta gam e & g sraee

........ # fouq aieae # Aeafatea gt qee famw/ade o & [RET 3 Saatd &« #349 &
T e F3ar g/F &

T FTOTT T ATH e (TF HE % €T F 6 Hf

B et AETNT F TET e, &, T 7 LR &
GTd § STHT FIT 3T 1497 2

1551 TR LT S

foeqor 1. 57 7T AN 7 87 39 #1e 3|

2.3T9E & AT TET & T80 il T G gt ATg0”
34, 9= 2577 3 T 9¥ M TeriEd T@r ST, d9iq-
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‘9 257
(Frr 857 %)
greaTeft sfrorert st fasarer a7 fEawoe AfEwir 2q ST= Y& Fe & oy
SRR R Eeo i | R R T B 2 I | A USSR
1 e T TIET Fefofad qea| aEdihl FHARGE & Heed 3T qaeeq
H e, o oftew & Mefofaa gt aax RF=/ade T o= o
& fafastor 3q srse o sar 2:-
LR T R O B e L 1 SO (TAF 7T JIF €T T T AT
STT)
TEHATHT FHATNGE T AT .o
2. AT o ST e &t fafer & soATet R

3. AT, = ¥ T STt qTAT VT (e &7, ST SOTer i< SThree aradt srrerf==e, 1940 F qgq hetgrer
o et # At £ s, % aefi= 21

fRAwfa #1 a7
1. TSt & riHa Tt FEATRAl 7 e ST TRaae [ STreshr & grera AT ST

2. =¥ fA=te & UHY sfafieh awqel aF Aeard wed & o a8/=AT o, Sar & Fatiares a9-
T o7 st Sty # giud T gwar g, o 9T 4 @ arteeer gy qwda G S
qHAT 2

3. Taafaa® RA=fH *F d8q F19 &2 Wl FH & o § FHdr @7 agama i Rafa § e =7 F
st STt &7 G T STEl B & TS § e Y 9819 giaT 8, aaAT [Aastra qrade 6t

arirE & srfarraw 9 wEe ¥ e Sy At STosft, St a5 29 S qEted & A w6 Ok AT
o< fasfa wrfeserd & 7 iy 9t s g an

4. A=t S % [efad a7 T 981 & AT g, R 9 F a9 QI graitn, Fam i oaat &
AT SI¥ SOTer U SHTee AT ATAHTT 1940 (1940 F1 23) 377 Sirofer va yoTe+ araft
fAwTaett, 1945 & TTALTHT FT A1 T H§ FH T FH TF J1¢ T STGH AT IOFR07 6 STTHIT
MALTFHATTATE. oA Tohe THIT ST

5. sitafer va saree arRft Femraeht, 1945 f seEt-1 #§ TanfAgifa et sioedt % o=
FarfAmTor srement (STromdY) 7 SToeATsll 7 92 F%A % 918 of (a7 Syl A1t g7

35. o= 25%. F ¥ 9¥ A ferfad @t ST, -

36. AT H, i. 937 1,“SET 3 907 | 3i¥ AT || H3feAtad g7 9Teal & T 9¥ ‘547 3 a7 & o7 &7
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g % TN | 3T AT ||, ST AT AT g7, § foafad g7 9Teat &l @1 S|
ii. “TT |” 9TeaT o TATH U “90T | T F” oeal &l TET SITUA
iii. “STT9T 11” 9TsaT % T 9“7 || TG F” 9Tea1 T TGl S[Tu|
iv. ST 7 T sifaw feoofy & ame Mt StreT ST, srriq-

AT | &
qRE i gt

1. AT AUETT:-

1. 1% 3R TRAL- FTTETT FT AGT UH €79 U2 3T TH q¥g M9 gIT o I gl arara<or F ggiuq
B T @A 7 2, SeH gar €adst, ATel, qrasiae A=, THT Fls T ST ST g 13 AT ST e
T [T AT STATEF FHIoE, A, 3T, TATAF AT AT Icasid FdT gf, ATHA 2

1.2 W& X TRE-FRE &g TIFT Faq UAT eRT S =g, aieferfaat | aarst &1 i 21 a6
Y ag HFHE-ST 3T FIST/Fwdant o q<F 11 TEH TR 7 Aferars 7 q3te == geT Arfgu) wef &fiv
ATt & Hrew/aHT T2 g ARl

(I) == Ef=wTor =TT % Ee g ST SET AT FHITEdT 9|y § e S|

(1) e 3T ST FF F FH 1.5 Hie? AT I U2 g4 ATRY, qTH STHIU, ATHYT AT 3T Tar
A T TET ST 7ok 3T AT A et At w2, e B

(F) Taterr 2oft it garett a7 F A1, Feger ot o7 THER YA arnit & aro § e S
F ST F a=7 ST Ho

() ST FAEAT FIHT TGO S TIAEGI T FATAATAT F AT ST T

(1) a7 39 a3g & SR i A siw va-vara foar sroa f& 9 #iiet, fiel, afer, fie-
WARTET ST Fedahl HT T T g7 Th| AAE Tdg (a1, FeT oY ga) =T e 2=t ¥ 9%
BIIT 3T IhT AT & ThTS, YTET g7 Toh 3T Ivg AHRTvigd =TT ST Tl

(IV)E=TA 1T T a1 ST Bl At gereht & o, gt aaraweits want #f =0T #39 & o
gt BT =T 21, a8t IRET araEierd gl STaTed $fiT fEaaeor & Aefl-Aita ThTerged,
ZATETE EIITSHT TATAT AT FRF=07 g (Sgf AR 1) ¥ arIHT= 5T 5T (Sgh Ara9TqH
21 afza aRfRafat @ a9 waw F oo et arg 8ot ot (et of @ g gift
ST o "9 3eate o o fAfafese frar war gn o affRataat gansi sie siafest it 9oft sie
HATAT sl T & o0 IULH gt AMeul I aifeafaat argdl araEaey & qae § qrard®
FEAT, ICATRT ol HATAT 3T I S HIH FLA AT FIAAT 00 GragT & o0 fF I grer
FATRUI =7 &= =1, sruferg fAafadent % srquree & forw fFafaa w7 & AR & ST,

(V) ooy & § 3fea ot et sorrett i sgeedr grimn AfEwior g § e Ml s
zorfaeene Tohere= ST i ot sehe 3 2T sie v fowrew fovo wro g & oftee s
TATE /AT ST 3T Fedahl & TALT HI THT ST qF|
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(VI)Fea/agT @< & 3= ararae & 91 o &F 8d % 919 Fa< a7 o7 a7 8, g aFear i
&[T T e T TITH &A1 TET SAET AT

(VII) 31T Fq2ear 3uTi 8w 3=ra fAama gl it s9aer g1 ATigul

(VIIl) @&t & ST g AT &l @ 6 [0 i Tonarefia zarst, g &1 & agor @ it
AFAAFHAT AT B, F FoI0 FonT g i T&2a gl g1 TH SWIg i Itod FeAriaar i Srusfy,
frgeit o2 q STeAT T = % T AT AT ATHAT AT ATOIAT qTfer AiFa=i/ArEt/ee s &
Tt FaT ST W ST AT g IHAT AT ST WEr & ¥ ATE-9wTS g0 Tt aAT 39

RO THTAT ST FHAT

(IX)smgae, g e AT shufert & RAfREir & semar BT o= 2o &% fow us g Fwio
FIALT/EET T ITAE T2 6T ST

1.3 ST IO+ AT BT o= &1q & Y19 91 & I9= & o 9= yorreft grfy, fSee at &
AT |9 ST AT AT A qrferst, S € qmwer 21, g Bt amat F saqaw o7 a7
FATAT ST Toh AT IS RAT AR % AR {[F A HT ICATEA [6AT Toh| TH q8g IeATad SAA HT
START, AT ST THTS H1AT, PAH T TRT I FT START T7AT ST THhaT 2, FT BISHT AT HEAT 6 (70
START AT SITUIT| 9T 7 UHT 20021 § |utea At S, e art 7 & 9¢ Iiagd T4 1 98
ST GewstidT T 99 T AT FT THT-T0T I 9T FBFAT ST i o9 gy § st gr e
T ST

1.4 J9fAre F71 FMaem- Ao @ v TTRTImaTst & Ieav iy T 7 AF 9™, et A=t a1 5+-
TATE IT YTAEe ST T AT &, FIATTALIT TZUT AT 7 T TTATSAN o AT I 6T SITua|

2. SUSTIT &§:-

2.199TH |1 § &l w1 29 ave o Rwrea Gy s G fAfaer afor i arer s Scret, S| gy
AT ST TRTST ATERAT, Feqes AT, A7 3T TATLYET ScTal, §re 3aaral, fta/ae, are o o
IT ATIE FITT T IaTal, T 3T IR FU ITEH T TATH AT HATETT & T HSTIOT 2T Tehl

2.2 AU &1 &l TH qg [SSITe 3T SAqEiord T STTUAT Qi =gl qieferfaat § semor gHtad
BT AH| e ATTHTH H FHHMF HHT 9T 97, @I A Gerd T@T SAT0AT STgi 9 & fou f@erw
gfefRerfaat 1 sraeTshar grdy g (S8 qTIHTH, ATEAT), Tgiaeht aaedT fil SATuT i g6 for At
s fete war o W & # sfa - i Faw, e s fig-awet 7 FEhhe w i
FEEAT AT 3T IeRT IS T@T ATUIAT| ATHAT % FSR0r & forw aqi~a &, fs 3w wewid 3udsy
FIIT ST

2.3 ATIUTET T T SATAT | ATRAT ST ITATET T HIFH T Tt TRAaIT o T=1 TET ST

2.4 STt UF T IMETH T T H AAT-31e T &= #§ d=rr gy @y fafa giafsa & S g,
T T &1 I TTL & | TATTha AT SITUIT| AT Srer & w27 92 Rt ofF Sorreft 7 347 8 720
QT ATUIT| S &A= § V9T ATFa AT TF g ST T

2.5 Fg AT 3T AqFSAT o6 [oIT HSTIU &5 § STORT THAT &1 IR TS Ao Fehl T THAT H1F Thelt o
& § TohaT Srar §, 91 7 UH & § a1 SITue srgi /guon, STasguer S IRl & oTd | {e & =0
STT 54
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2.6 SFE A, ATTH HIATT T AT Alee T GTHUT AT ICATET o HSTLOT o (10 ST T TITH T 6T ST
UH &=, AIHET I7 SCATET 1 SUh &9 & ffeqq T geera f&har STom =9 &= &iie aeiRE aF
TET Tdaferd gl

2.7 AATEF GALATH, TgLedl oY faehied ATt SIE TgLretl garel i qari, o+ oo & S,
ANT AT fAFRie Z & STEH Hl GATEAT 21, F e i [ave &= 0 § "@ufga har S g&fea
AT TTTEET o AW o ST T8 TR geAT o I ITeTeel FITT ST

2.8 qfaa TarfohT areft qefer, sren s e e & 9ufRa i s

2.9 TMTVRTEd AT &7 SHgd e tadl § TgAm0r & fEawer frar s e agaior gieer &
HTTT W FAid e | T Sroem)

2.10 i sti=r &t STost arfer @g gRtaa G ST 9 & Feaw % gasmE, 2 i Rama & oo
T FEq ISTT T E

2.11 Fad 3T (e =) Faftaa &9 & a¥ § 87 § 77 UF 12 637 A7 A180 i 96T e
TGT T AT

2.12. Fg AT, AT qIARAT ST TATILLET AT & ST ¥, T Y/ATHHRAT F FTA areit aedt
BRI

3. ITEA &:-

3.1 IUTa & =9 a%g 7 feured forar o fF v a1 seures i e fReETe St i /= 2v a9

3.2 T T 3T TA-TTHE FT STg TATT el AR T qATeh SURIUI ST ATHAT Tl sAAEAT Z H 3T qol
feafa & @y o1 o (= & 9 F F7 1.5 HeX F7 A0 FHHT & Aarar a1 w2 S gfa-sgwr
9T ST 7o oM forelt oft fafamtor sfiw fR==ror Sumt &t I 31 Td SATIRT & S F =7 S J96

3.3 WI-HguvT o SITEH F g9 % o7 IcTa &7 &+ TR 3T =g, a1 T4T8 * d1 g1 ATfgul
3.4 wT=T %, fa=ra fhfe, afecrem s siw =&t aeg it afaq st #1 39 a3 R o &ix

At R ST =R T arfe g &1 SHE T g1 9 "qaT AreAt & AtaeTEa: Wi g e G s
ST ATqd T SFia ua yarg @ e #ir Fieaa/Atase T smom

4. ety -

4.1 Ta=ITH 3 AT FeT, TSI 3T IATE &A1 & ST | T &= | grohe " [Afawior o =
BT T qal TgAT ST T

4.2 ITANTEHATA 6T AT FT I@d gU FIL a8, WEST FId 3T 1 T AT F A1 & oI
AT AT & GAF T TATH AT ATRU| [T ST HIZATH o [olT -3 =T, Icaad 1
HSTOT &7 | €T TE1 S 2| UH &A1 =l o are 3w fowsmaor & forw forfaa der g o saar
fale Tar ST

4.3 STTEAT FIHIATATY, ICATE &1 | AT S L (1| T AT ITATE & H [of, Tl g Iof 32 I
T SO FoFAT STaT €, @7 Sve guidd ®HA AT AR § TET AT STHRLOT T T el
TRV & | TN o forT Ieqrae &= & 33 of S & ugel fAswtaa B s
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5. qoraT AT ae-

5.1 e REA0r - g Asiaem &7 9" 9T § qorar FEEr e & o g yare wr

AEeTF Z1 AT A ST IeqTed SEl | TS gt aheur arpds, g s gaT

AT g1 Tl FIHTRTIAA AT ITAH qGl g, dgf aLreq0r =araran & FfF<er a7 Iuerse v s

& FAETE oRaT ST AR, 5 TST Sgate STteeET T [Atead qeartad foRAT S e =

AIATT THT Fg ATA (T2AT ST [AGWOT) AT TATOT FHT, THHAT H I[OTEAT ST ol AT T 37

TIATT |IA &1 THAATETH Rl AT 60 ST AT AT IR 61 I[OraT i HEEa S qorEr ===

AT § Aeferfea giegrd g -

()  orET I AT & o7 79 | F:7 100 31 T &7 g1 ATl

() 9 F FH Sas-camEtEE e % fore qr gae e 3Tk

(ny  gew St s ofiT s ATaEet & forw gfvegd IusRwon & fEEwr i & Areaw ¥ =99 F ahE)
H AT AT ZIET ATHIST ATaSI (e T TANTITAT F JTETH & IAeT T2 6l S A0l

(V) samermen & fRemew & i @it s dAfeore™ At SUFhAT AT oea\ H @

STTUATIATS R ST TA T SR ST TChd STHRIOI & TLHEAT &3 & o0 e T g e e 3T
A STELA T sl STUIT| STTRTLTAT Bl THIE S TLHEA TS 6 (o0 T [oraT & It

#r e srgf i STos

(V) I[orET T SRIRTSTTT il SIAT-3TedT avTl | farsriord foRaT ST srefia |fash-araratee, geq
St o= T TRsHd ITHOT & @A & | S8 Rarer ST $fiT g TS & o0
TATH &7 g TeH Siig @A TqAm § & it Aaeas q9aT A0, TILAlH i AfHa< a1y
TATE FTF g STHT HGEATT il

(VI) T TAT3N T TgaTd & (o7 §a9 Teah ol 989 T4 T 17 AT

(VIl)  TITE ITITET il FATT FT & (70, T T ST 6 FF ° HF T TGAT 0] TAH I 6 TATC
IcaTal e At % w9 # Ioare i qurfa [t 9 war srowm

(VIIl) ) FF AT, AF-TATT IATRT ST JATT ITATET T HURIT e Aol TRferfat 1 aataar it 3@-
T Y AT FAT
(IX)  =ETS it 9oh ATIH AT ASTOT T TTIUT F o forg Rate w@r Srosm|
(X) TAwTar S ade o S sras, g o AT @Telt w7 FHIT w1 8, Sve VT JAT A TS
AT F Hag H o w@d F A siw g gws Suesy ww gh, g T sy
e grer fafeaa aearfua frar sovm
(XI) T AL FTT TR AR, [Ha 37 AT =eheaT T At i gatad qusEiears § 7w
T TEATH, LEAT AT TTHA 6 ATAHI T ATATAT (AT STUITI
(XIl)  IoTEAT FREA0T ST § F7 & FF qUihTorsd HHAT g1 S
(F) srgas =T g a7 gaT T § =erwst g1, e o 9 i wEa aiwe staf=ae
1970 T T Il % Tgd AT=ar YTa =T Traar g I7 Fohet Arearar we farafe=nad g Yo
HTHAT (/T 85
(@) Ffoee, R o Bt wrear st freateemes g g @ a1 st a1 st (orgde v
g /aATY) § F7 F F7 | o =0 g ar
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() FEEtqeTTELt/AaSTsT, oreeR oTe & T (rfeheaT) a1 BT A1 wIHAT (AEE) H HT
F3fT =7 ZATeT T ® Ay REE § R T (SgET) (F9 " FH UE a9 6 AqH & are) et
ATeFar aTa FErataames g Y= 6T @ gl

(XIIl) TAATor ZarE & UF qUrET S SHART R dhoqd ®T H, T [0rET HAAT JTaemE w
qae, g oY AT Z@Tel & forg Rt 9areaar ST AT |, T 2w & (o sfuter s
TETEA AT Stef=a| & A8 160-T F dgd T Farws, T AT S @i duer
LT ATIAT ST TFRrerar & o rw St aiteqont & a9t faie vt Jifas aemae=s aeat 5

forw sqorersr fei=ror agfere o e e aiterr afeert )
(XIV)  aFfcus &9 €, TH-g18H UET (HI597 AN & (o0 Sqeifed ST it g1, I He T gieT
AHITET TARTLTAT & T ATIGS] T G0 FHLaT HFhe T gl

(F)| THTAT AT AT (@) | BIHHT AT

1. | 7=r [Eior ST (T He) 1. | Fewaeft e

2. | arsaefier et fRrerfwor g 2. | fo=eme gemasht

3. | g fReizor yorret 3. | TUITEAT & S[ET AT SFel [+ ATSHERT
4. | rete fEg Fatvor sosr 4. | ATEHEH

5. | TRFEHIET 5. | T ATEAIHIET

6. | TTLIHTET 6. | fofSrerer areiw

7. | faeieT 7. | e it (Brow e few arz)
8. | Taaie ReEduam e 8. | TETAA, =TS 3w fsfew anfy

9. | THT Hex 9. | TS 3IX TATHAAL

10.| T Fe T 10.| T 3TAX

11.| Zerif=eF Hqem 1. | TegHRTw w=Ee T

12.| Hufes &x 12.| aTE=T mefi=

13.| gfe TIT oaq 13.| SET wefia

14.| YfhsTET 14. | FAESL AT

15.| TATE/EES AT ITHI 15. | SFAAT AT

16.| FET F AT TAGISI 6 e 16. | gUEiHicawa FIse TFIHFIT qHe
17| 1 &1 (AToHTE AEtEa) 17. | TCHToex

18| &ifiwr Hzar/ztz wem 18.| smarefa 3w e 10x

19.| Tt THEAS (R F A1 SuerHT ITEor (19, | FewE atw

20| THFIEST F "I YU FIHSUTRT STHTT

21.| #a o 2T 10 7 120 w1 T et
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22| &P wefiw

23| SregfAfewm

24| dru= Wiex (Rfsee)

25.| forfie 2 U (smEfEeT)

26.| grAfATZSIT

27| RAtegeM Suaor

28.| aHiHeT

29.| T Fi=

30.| frfSrrer aeter

31.| RfSea 32w aoiw (Fefum & ast)

32.| ATEHMATEST

33.| TEEe ST /2T

6. [oraT AT YurTelY:- purar fAEEr aATR, AR, adern, yormee, Refs girarst & detaa
ST ST AT Fear g o sraeas ofiw arefRes aieqor areaq § 0 10 § & T a1 |t 3929 « forg
ST T SATAT §, 7 B Icare fasht starar arqfd & forw 99 q@ 9y fRu STa € 59 9% o 39 o
HATISTAF 7 BTl Tg TTRTATAT HATAT qF gl HITHT Agl § dfod IcATq T [orar & Hatara aft [orn &
ST FITTI g A2 forar sruar o |t porar Re=ror sxaear garat &7 & o7 Graada =7 & #i
STt g1 THT B9 F T a1 3 919 3177 Fdeq gl ST8 1o T [oraT (Sa=77 Stharst o fEafemi &1 e
FIAT, AT HIAT, AT HIAT 3T AN FHLAT|

6.1 we A AT Tae™ TRT ST STqaat FHATAT G Taterd a1 [orar Ha=or SR (F &
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FT <A1, AT 3 el T Adgi H A9 qATHOAT °
FATIT AT ¢ AT 9T TG § 9997 872

FT <A1 3T ATt it Fag =t g2

FT el 7 FAuior vaty 7%Te i 5 [ F Ty a9
AT 8?2

T Tan, et g i I SEArd &1 F=Ew
TERTT, HEATT 3T e[ FOT T FHH FLA ST ATHTAT T qTEF FLA
F form e R T 82

FAT ST oF T2 T8 H 3 1ot 1 e it qqg A=l
feafq, fewre =i E™T & ATF F2d aTell 97 @eErd |
AT 37 ey 7T 82

FAT TS IS GAT Tl ATSAT AT AT ATATAT I 52
T ST F AT FI AT a1 TAT W= § AT o
EIEEA

FT ITHLOT,ATHRIT T FTHHT TAT AT FT AATSITRT F
o wate ST 87

FAT TN, Feahl ST Her Hw AR & U we
FTHHH/TOTAT 872

FAT YT AT ATLEATE TITH 872

FAT FAET, ST 1 TG, &I AL =T Hif e giaem 2

TAT FAT HATTSAAF &1 F IHHT TGLETH T g2

FAT FFT ATHRIAT T T F o7 T HATTSITF 872

ik

FAT I TR T o AT S 62

T 9 T I UAreTs o et & T Har g2

FAT TUESTLT § Fae G TET I+ T START 777 ST

£

FAL FT e

FT I [t e 5@ Aeameor yorelt &1 39 v 9§
festTes, AHior i Tewama T star g & vuay soaret &
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TS F FAT AT Hoh?

FATIguT T srfaraTiat & fem e % aqa™ I
STATT & TATT ATTAL A S AT A1 e FFwar sar
g7

71 FAeferfaa & forg sreear w3t 82 3W/ad 3 F9 &
Aem 2q

GIEEEIRERECAL

TARTTAT qEA AT FHT FI2=?

T et o TaE T Aaer?

FT FOA ITATT |4 Ateqed § g/Afs gl, ar 37 9T feouoft
37

FAT 39 (SN2 % g7 g2 a(feded # § =i sgi ot saeg=
BT 3T STANT TR T STt 87

hendl b TRTS

FIT Al & gATS, THIE 3T T & o0 I=ra Faedr 872
FIT Tg &7 AT & T T 872

(ALY

7 FAfer werre &7 ST S wg 9Te, ToRfoRT AT #i7
TATT ITATET o AT o 70 T &7 F T S8 57

TUHY e SO RAems F TAd @I 67 e &
o s e Afde G o € @l Fe-mwret qur s
TFHA g F FHAT AT Tohl

STl F TGUT H TNET ) F F9@ § o0 q@iw ger
TR T TS 52

G B & F97 & ToIT IU=h arara<er AfHa B @ 82

FAT WSO FEGTe FIAHI T TG Ig EATHd Hid
¥ foro fRmae frar ar 8 & greeEs amiEt & voag
SITOet & AT IT ST EHE T HT TR ST Toh?

10.

FYT AR WX

TTSITAT, AATSAT AN, FledATer® AT fAefed g arer a1
et weret & foru gt A sEwat i S v v
g7

FAT g AT AT ATHAT T THEROT & ggel Ao sfi
qLeroT FoRT STaT 82

FHT ATHIAT AT ST TATAT Tieh AT % T 52

FAT & IATH 82

FIAT T HTATIEAT 3T THRTLT TTEAT TATH g2
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FHEEAT T F @A THvr fiwgamdt & o e

T AT 57

OTq TA g (AT, EAS o g (AT, TS HJT

T STET-Ffeat A7 qrert & e
THFd e S|
aroaefier I/ T FAGT qTY 3T AT AT /LA 9Tl 97T

faforgsrgt amrRft & oo ya= & 12 @ow Rafa F 9
fafore e &2

1 ferer fearfq Y wrnlt % forg fosr staer € sraiq

T, TR T SUART & forw Sy s fReeq W e
AT 207

ERIE N CEREIR T

TATH, ATAT ¥ FU ATHIGA & G99 § SATTH & hedl g%
e T I TRt StTar g2 wfe v 92t 3w g
arl

et 9 fAeferfea ST 82

AT T 779, 9= e, [Agw ge

ST e/t st fafr? adveror & fafr?
T fafr?

FAT AT A [OTEAT 2T FIHE ZIT 63T 3T 872

T AT T T 27

FT g /T % ST & oIT IqeTsel a0 T HeAT
TUTET T | A & (o7 U 52

7 argr #ugu Mwferfed & forw sy 2

ERIRER-CR SRR E

serefier aTaft deTeer aA?

FT V&M hT 0 §ReAT STl IiE &l gl, HT qodind
IGRICERE LI R-ARRET I DL I F Ve

FIT T ATHRAT % HATAA 6 (o7 THaYT T4 g2

IRl T ATHT | Uger HeAT T FANE hl HEE & o
TEA §7

TS LA AT &3 T ST TR T 72T 872

FAT THTLT ST ATHAT TATH 872

T &1 9T g7

FIT FITHE STITE dal Tgd 52
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FAT AT A 6 AT I GGUUT FHT @A 272

FAT THI T G A 0 Fatiq &9 F T i Jrav g i
fante war JAmar g2

FT Fg ATA o oAl Dl A, G | Tgof g1 /AT S1ar

£

FAT AT A 6 ATESA ALl Hl HIA AT TAT 8?2

FAT FIA F GG TAF o % g T HS0h T TgAM i<
STt T AT 87

FHedAdl & AT F fFaver & forw 9=ty €9 | 97 #6799
ST T ITTRT AT 1T 272

FAT TEeT SATAT TZ TATIRIGI T STIATAT 1T 22

11

AT Trft

AT AT qT % HaW H e Tty 82

FIAT FeAL 3T FASTL T TATH € F THRTS {7 A= 7 ST
&7

12.

AT | WX

T 0 FUE AT 3 A e 37

FAT YT T ATLHATE TAH 82

7T 7 T & foro g=1 Rl &

EERII

e =i fafer

T faaer fafe T T 82

T faawor TS Siroe T #9207 TawF 3297 & oy agie
STHRTET &I Fd 872

FAT |THTH &l GIoT o ToIT TAgHor & g2

FAT FTHIT IS g [THIE ITed 52

T S PR ST A 272

77 farer weTeer Rufy (wafaofa fufa) & fow v g, =fe
ATALTF 212

13.

FE

71 fafRwtor st % sETe T oAty 82

FAT FALAT A o qTT-87 FefFLT T TATH TA1H & A7
Fatera T 7 82

FAT TGN AT KT = FH o (o0 TATH ATALTHAT Tt STt
£
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14. | ST T, T, T=SAT 3N ATH-THTS T AT T

FAT AHEHEHTHE ST I T 57

FAT FHIHH STIH a<T | 872

FAT TEUT ST AlgaATsti o oI STAT-3TeRT S=ATAT 872

FT 3 FUS Tad AT AT G T@ & o Jraem=

£

SCITET & & § Taq Tl § Igel AT Tq=adl & ol
FAT qTHT o T 8 AT ITASH g 3T dTF AT e
T ATL-A T STET TATH 910 Iuee 62

FAT FITHAT T AT TT=ZAT FT 9T L HT (Heer 7w
STAT 87

FT T TdT F o qTs sreaes T it AT i STt g2

FT Tl IUITAT & qHI-99F ¢ [O0r gy araq
TR STTaT 22 AT T"TEeT ST Tuey St £ 60 qagl w
GEASATASTHT FHAT foraT STar 82

FT TS SAFEAT il AT & & qHIEAT il AT g A<

IHHT AT AT SATAT 272

15

~fFer a9

FAT A FTTHF T HISHA BT TN F T TS 872

FAT T FH=TEL 60 AT | gt FRriheaT St i STt g

7% T e adreT f1 satesrar T 872

FIT U FHHATL Torerent eaqre=y @t et a@fever g 39 @iq &1
BT T gaT 3T ST £7 5 % O 4 T ave & S A8t &
STAT 82

16.

wefi=dr siT ST

FAT AT & F HATId T TF-FATId T T=riera qefiat
FT ITART Faad, o1, 90 97,3979, B, s,
A, BT, @, T, Aaten o7 Gt % foro Bar smar
2?

FAT ST STHIOT 3T AT TUHY AUl F TUF § AT 8 Sve
TH g ¥ RSrea & sar g & 3 waig &7 9 4979,
FrERRT o TEvEa 0 S & T 872

FIT ITHLIT FATha g aaTa T ¥ a9 g2

a7 fewTen U 0 SUFRTOT  STF9TE qTIET | g, T
FA, STTRT FXA, ST, T FA o (o7 ITART T 17 82

FAT T, T FA, STANT FIA, 52T, T FA & [0 TH
STFIO FHISATed ATIHE gq AT &fie Ao & oo
[ESIRCRERIRIRIES
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FAT FAL % (oI FAL Rl TgaTd ATETAT & BT AT 52

TUHY el HGATIATIO ST SAHEHF HgUT HI UAHA 6
T = % FeA g T ST a1 g 22

FAT ITHL T(ogd STAN 6 o7 970 872

FT T AT =7 avg & Gy smar § & fear W,
TR ST ITIE AT FUT Tal HL qoh?

FAT ITHLIT TR ST TELETT AT I 872

FAT ITHLIT =l RATT AATT F=g, A <h, 9
TATHUT T <G@T AT Tl T 82

IH IS AT TgA Fd & g wsft s/ I
FqT ATA B &, Toreeh forT IT=heor &1 IUART 36 e &,
THHT 99 A&, A i aEE e

FAT YT STRLUT il TS, T@ETT AT Tqogal & o]
TEATIH 3T &2

FAT T STHLON T THTS 6 (@@ AT TF=zdT gq AT
I Y TS F?

FAT AL o forw THedT e’ & 3uersy 2

Tfe TFATierd el = T ATE ITHLUT T ITTRT T
STAT &, AT AT T ITAH 872
sterteRa/fAfreror & foro forfera s

Tg GETAT FA % (0 = f&bge o TRadd Sad ATeaFd
srferat g R T E

FAT ATl ATATALIT o §9eh H AT dATel TTAT o 0T ol LT
& oI ST FATSE AT 2FT ST 272

17.

= fafRwio e

FAT THERLT, JeqTa A fHaeor F Iugh Fats v 0 82

erforfaa & fore ueeidT Saerss §

g T 3T FT TSR] il TTIH? TR 3T ASTLOT?

orat fAEEr qorelt A Searad AT E T /AEE R,
ITATE T AT FIAT

TEERATe Treqr s fRg=ror

FIATT ITIT?

TATT ITITE T HSTLIT?

IECER)

ATIH AT |T T THL07 S foramara

TS AT TE@ra?

afeaed arer - &a® 9= & [ & o qtr #+
ot fFEEr? At gt S #Y)
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1 fatys #at F fAvures # o s seamas S5 o
TH, ATed® AT 9T GHE [LFie 3TAsY 5?2

FAT ATHAT AT STt & fae § o 791 o9 ot
SITHFRTET 82 (AT T ATe-Seeus) siemus aearerst §eT
9T HLAT?

wTte & fafer? srqfaaar?

fAatar?

AT 7 9= FaE? FHEAL BT THL A SMHTL?

FheATl T TEAT MY FRofa?

7 T+t FrEiEt & o AREe Suesy 82

FAT T AT & & faAifaha 872

FIT TLTET0T o T 17T 22

TeAMAT  THEAETST wEIRIOAT F aqareT w
giataa s & o Far Bfaces & srates aetear it sar

37

FAT Fg AT & TE A ARHA 6 e g e =8
Referfed ST 202

STt Qrw? e & fafer?

9T |q1AT?

FATaT g [feE 719 8T a9 §=a7? ATA SedT, Argiasdr
T ATH AT TqT?

frgroor e Fvew sfiw aria? quTty fi arde, 7t w7 g2
FfAwToT 3 IeaTE T ATH ST g9 "@er

ST ST T T 82

a?

SITEIRAT o ZEdqTere?

=7 AT T sy 3T o Aree Icata e 82

FAT AT GITF FIH/IH AT % [T Tk STeRT qTEeT IcaTaA
FEATAS 57

FT F AT T hie qeqw s7f<h g7 gearertid sfiv
fateRa 872

FT TF oA o (oI7 U 99 IcqTa anie qame o6 Srar 82

FAT AZ ITITH ATEET SATE SEATAS ITTAFid & AT T80 =
& A H Tt Agca ol SATAHRT 872

T THTH qTG % 975 9 F FH U 97 96 99 [Lahie @1
STaT 5?2

FAT THAT TEHdT 6 [0 (= AT T 2, Tqreafea i faqifa
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g

AT T IO o orT FgEiErT ReEre w@r ™ g2

7 I i oot &:

ITATE T ATH

e o= f7 gear?

TRTETAT il FEH HEAT o T ST TH1?

ST FE

YA, ATE, TFLT, ATR? TIH THE STHION FT gHI?
AT et Rare?

ITITE T IAOAT?

T Aed 9T W TR & gEareA 2a v &
TR FIA AT ARRAT F gEATEL? WX & AleS e
qrpT?

ST ITATE ol TIRTLTAT RATE?

"HRTITCHE T & dgd S Fohu o foreft ot g ATe/agt
TR % qROTAT A FHAT?

gt Jeet & AT FEar i squTad & forg Raie i
e % forw RreweTe arfea =afve * gearee?

FT 7T T (i ST &2

FAT TG TLAT & (7T AT & I 52

FT 99 IcqTa" RaEfe, &g AT & &< F JAT IaTel *
ferawor @ & forw o= 3 Qo feraeor &t 39 ° 9ew 872
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IESRUBEETE]

TUHY sfwet F TAF 9= A fh o e ¥ R @
ST &7
T G gl AT % 78 Xaie &7 & FH 5 §T aF T@T SArar

£
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T Fit farwrat 1 R

FAT FH | ATATL & WA 10 &7 fawle w@r Jar g7

FAT FH 7 fOwrd &t ST 7 8 3 FIE GUTHT FATS
Fr8?

FT FH F ATSHET AR HI TH qLg l (A il
THTE =7 | gAAT &7 872

FT ®H | T vSeme R & ot #1 vt Fanmr
g7

AT T Icqral Fit e e s F oo ol s
I 52
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EERER U ERINERELRE LI IR E IS IC UL RE LT
FATT T ST IR AT [T AT (e T2t F2ar 3!
T AT AT STaT 872

FIT AT T IATRT FT FHIE ITF G907 qigd a9T0 @T
AT E?

FAT U AT AT IuTse g2

20.

LLESIREREL

FAT UrET HI=7 &3 150 a7 Hiex 7 TfaF g2

FT ~qAqH =9 H o1 A0 SATATT &

%) Sga e/ HE/aAT # =3 TRIar arer uh A<

) =T a7 BIEET AT BT (AAAR) H ATGE F G TH
THTIAA I

) fasm (FrfercaT) 3T T 97 S (rgds) § |@aE 5
AT T Feqta AR (BT R ?

FATE TS 872

F7 =9 Faaor gfear @ BfRcer, afeor gtrm 4 e
=T s anfaer &

FgT AT

gforaT ATt

ARSI 3T SrarferT Jrai?

SRIESEICIEH

T At it =l oo e wriEw A g
i &9 # & srEmT § IUse 57

FAT 9 HerTfarg arRfY &t w=iaia & fore g forfaa = &
ST AT & 3uTee 57

FT 39 A= gtear § o o gferr 97 e e
stehaT 2q fafacer anfae &

FgT WA

gferaT arEft

TR ST Aa ot JTit

JIATT IUTE?

FAT I[OTEAT TRT=T7 FTF G TG U 60 0 g2

FAT GEASTAAATHT AT FEHTT THAT % o0 e e 272

FAT FHHL FT ATATEL0 AT 82

FAT T | Uy F1F g AT & | et gy, FeAw 3w
ITFLUT AELTF ¢ MY TH 9T ICATE & ATH & 97 99 qFL
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AT ATTE o AT 3 | A AT AT 872

e Scaral & AT § s F o sy g e, FeA,
FATSY, Aqe AT qlad TohforT ARl = grr i i
ST T ST B

ToRaTefte =TT T wat gy Srar g2

FAT ATFLTF B T ITIh T & o0 G Bl T Icaral
T LT T STar g2

TRt & 93 e AfRcemt & o ofte, 9w 3ocame it o=
& SATAT 52

7 fasht o forT ST e & 98l s AT 3T T A
fafagent = foro adteror fFam =T 872

P T T T el e 3 e Fr 7 o 37

77 fasht o forT IeaTe o U 9= &1 AT FA g forfaa

TORAT 3 STIATAT I AT FLT 6 (o FHT THT ITqTaA
A =T Rt it after #ar 82

T He:

FAT Has AT (ATT.TH) U 82 FT T ATEAT F1F AAH
(T=UH) &2 FAT ATH AT TATH F o7 Seequd AT
&7

FAT AU AT Tgl ik F gUga FFar smar g (FHr 3
fearfaat & Iugh araETe 9%)?

AU 3T Ik AT o (S & IATd 87

FT sraegsarnt fRufa o wrdt oher F o amtE s
TATT ITATET T AT F1 00 19 gq T@ & (o0 918 777 §

T 27

FAT IOTET T AR AT £

7 efertea Az i & forg forfaa wriwa Suesy 8:

THAT ST AT At

FHY FHT ATTHTT?

THAT AR S T SFATA?

et st fafre adteror fAfet?

T LA T TUTSAT AT Ueh gf hed< § GLreq07 s Teat
frqore T sTaT 22

e s Fafa oty =fe g 22

srafer fAfRer awm o g2

FT H AN || &7 § AqeiTod ST 6 &l G d1 fohar T
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21

fRwiaT Soare ¥ forg sremd

[EIEEILRE]

FT AT [AAATT ST g

FAT Y397 o oI waeats 87

AT AT AT F ToTT efeT Hh AL AT & §

IO 3T Foreror 3 e At

T [HTO7 7 9T & & JAF AT 6 U oW A1 | 70
ST

FT TRAT &5 | 3T q919 a7 gl

FAT ST TRt oIt = iy 18 32

FHreruETer AfawTr % forg st arg srgfd (gams areaw &
o) yaT #iT TS 87

FALTerr 31 F gaEdl F gEareT”

37. &0 9T & T MHead dads da-eATiaq FohaT STuT sT9idq:-

“Tro go=r & forw geras
(Fa9 157 39)

YA/ ITATE HT TATT T

Tg g FRaT Ssmar g & BREEIREC L [ * 2o et s
TR T AT T g STAAT T MU SHefir qrai & & STST-21 aATedl Fgt AT w7 ITTET 797 g1 Bt v
TR 3 &t/ TS /SasT T ATAT/ITART i ATAT/Sedsh Jret 3 ITe 3u =3ad 8

T T FaeT | s | i | sra | Jeee | |@dsTs | S
. | & | GO EE | (ITAY/AEATS | T ATH ITEH q. . | e A | v
T g, H &) TS /ag/ea FHT F
qETAAT T8 gt | Rty
e lKIEL
EGIEDN STHTUERT STTErRTr
ICH

FITeAAT USIET g TEATIH ATEHTLT

(T et aTew A sruET gy st qreT are)”

[T, $1-11011/05/2019-Fefret(zr)]
oY, U 7Ot FH, T a
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MINISTRY OF AYUSH
NOTIFICATION
New Delhi, the 2nd July, 2021

G.S.R. 473(E).—The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by section 33-N of the Drugs
and Cosmetics Act, 1940 (23 of 1940) and after consultation of 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.

DRAFT RULES

1. Short title, extent and commencement.

(1) These Rules may be called the draft Drugs and Cosmetics (Amendment) Rules, 2021.

(2) They shall come into force from the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to be as the principal Rules) 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.”

3. After rule 2 (ec) the following rule shall be inserted namely-
“(ed) “Registered Ayurvedic 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

(ii) registered or eligible for registration in a medical register of a State meant for the registration of persons practising
the Ayurveda or Siddha or Sowa-Rigpa or Unani system of medicine;”

4. After Rule 2 (h) following rules 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.

(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).”

5. Under Rule 67A
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. subrule (3) shall be substituted namely.- (3) The application shall be made through portal e-AUSHADHI (www.e-
aushadhi.gov.in) as per the format provided in the said portal, pertaining to the sale license of Homoeopathic
Medicines.


mailto:dcc-ayush@nic.in
http://www.eaushadhi.gov.in/
http://www.eaushadhi.gov.in/
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Provided that this rule shall not be applicable to licence obtained under Form 20C or 20D prior to the date of
commencement of this Amendment Rules, 2021. Such licence holders have to deposit a license retention fee of rupees
one thousand for perpetuity of existing licence.”

6. Rule 67C shall be substituted namely.-

“67C. Forms of licences to sell drugs.-(1) 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.

Form of licence to manufacture Ayurvedic, Siddha or Unani 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. 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.”

7. Rule 67E shall be substituted with the following rule namely.-

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

Provided that the licencee shall submits 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 .

Further, provided that such self declaration should be made within one month 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,
and in the event of non submission of such self declaration, license shall be deemed to have been cancelled.”

8. Rule 67EE shall be omitted.
9. Second Proviso under Rule 67F shall be substituted namely.-

“Provided further that registered Homoeopathic medical practitioner who is practising Homoeopathy in the premises
licensed under 20C or 20D shall only prescribe medicines to his patients and not take part in the retail sale of
Homoeopathic medicines.”

10. Subclause 6 of Rule 67G shall be omitted.
11. Rule 85B shall be substituted with the following rule namely.-

“85B. Application for licence to manufacture Homoeopathic medicines.

(1) An application for the grant of a licence to manufacture for sale of Homoeopathic medicines falling under clause
(dd) of Rule 2 shall be made in Form 24C to the licensing authority along with a fee of rupees five thousand.

(3) The application shall be made through portal e-AUSHADHI (www.e-aushadhi.gov.in) as per the format provided
in the said portal, pertaining to the license for manufacture for sale of Homoeopathic medicines.

Provided that this rule shall not be applicable to licence obtained under Form 25C prior to the date of commencement
of this Amendment Rules, 2021. Such licence holders having factory premises complying with the requirements and
conditions as specified in Schedule M1 have to deposit a license retention fee of rupees five thousand for perpetuity of
existing licence.”

12. Rule 85D shall be substituted with the following rule 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. 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 in Homoeopathic
Systems of medicine as the case may be, which the State Government may approve in this behalf.

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

13. In rule 85 E the words “or renewal” and “or renewed” shall be omitted.
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14. The proviso to rule 85E namely “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.

15. Rule 85EA shall be substituted with following rule namely.-

“85EA. Inspection for grant of license and verification of compliance.-(1) Before a GMP certificate for License
under Form 25C is granted, the licensing authority shall cause the establishment in which the manufacture of drugs is
proposed to be conducted or being conducted to be inspected by one or more inspectors appointed by the State
Government under this Act, with or without an expert in the field concerned. The inspector or inspectors shall
examine the establishment intended to be used or being used for the manufacture of drugs.

(2) The establishment licensed under sub-rule (1) shall be inspected by the drug inspectors appointed by the State
Government under this Act to verify the self declaration of adherence to the conditions of license and the provisions of
the Drugs and Cosmetics Act and the Drugs and Cosmetics Rules not less than once in three years or as needed as per
risk based approach.

(3) Provided the drug inspectors are allotted the inspection duty in a randomized manner ensuring same drug inspector
is not assigned inspection of a particular establishment consecutively for two terms of not less than three years
duration.”

16. Rule 85EB shall be substituted with following rule 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.

17. Rule 85EC shall be substituted with following rule namely.-

“85EC.-Procedure of Licensing Authority.-(1) If the Licensing Authority after such further enquiry,

if any, as he may consider necessary, is satisfied that the requirements of the Rules under the Act have been complied
with and that the conditions of the licence and the Rules under the Act shall be observed, he shall issue a licence under
this Part.

(2) If the Licensing Authority is not satisfied, he shall issue a memorandum of shortcoming, and the conditions which
must be satisfied before a licence can be granted and shall supply the applicant with a copy of the inspection report.

(3) Such memorandum of shortcomings as under sub-rule (2) is to be replied back by the applicant within two months
of issue of such memorandum.

(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 through portal e-
AUSHADHI (www.e-aushadhi.gov.in).

18. Rule 85ED shall be substituted with following rule namely.-

“B5ED.- Further application after rejection. —If 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, the applicant informs the Licensing
Authority that the conditions laid down have been satisfied and deposits an inspection fee of rupees one thousand the
Licensing Authority may after causing a further inspection to be made, he 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.”

19. Rule 85F shall be substituted with following rule namely.-

“85F. Duration of licence—(1) A licence issued in Form 25C shall remain valid perpetually.
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Provided that the licencee shall submits a self declaration of adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Rules, every three years from the date of issue of license in form
25 C or from the date of submission of last self declaration as the case may be .

Further, provided that such self declaration should be made within one month of completion of three years
from the date of issue of license in form 25 C or from the date of submission of last self declaration as the case may,
and in the event of non submission of such self declaration, license shall be deemed to have been cancelled.”

20. Rule 85G shall be omitted.
21. In rule 157

(i) In sub clause (1A), for the words “as per Schedule T” the words “as per Schedule T,
Level (a) for a micro enterprise, where the investment in Plant and Machinery or Equipment does not exceed
one crore rupees and turnover does not exceed five crore rupees and a small enterprise, where the investment
in Plant and Machinery or Equipment does not exceed ten crore rupees and turnover does not exceed fifty
crore rupees; Level (b) for enterprise, where the investment in Plant and Machinery or Equipment exceeds
ten crore rupees and turnover exceeds fifty crore rupees.” shall be substituted.

(ii) sub clause (2)(b) shall be omitted.

(iii) sub clause (2)(c) shall be substituted namely-“(b) a graduate in Pharmacy (Ayurveda or Siddha or
Unani) or Pharmaceutical Chemistry of a University recognised by the Central Government with experience
of at least three years in manufacturing of Ayurveda, Sidhha, Unani drugs in a licensed manufacturing unit or
MD Ras-shastra/Bhaishajya Kalpana/Medicinal plants/Dravyaguna/Saidala/Gunapadam.

(iv) sub clause (2)(d) shall be omitted.
(v) sub clause (2)(e) shall be omitted.
22. Inrule 157A

i. For the words “to the State Licensing Authority of Ayurveda, Siddha and Unani drugs and” shall be
omitted.

ii After the first proviso the following proviso shall be inserted namely-

“(ii) The manufacturers / farmers who wish to declare the cultivated produce separately may follow
one of the following two procedures:

(@) they may take prior registration of specific medicinal plant cultivation (for harvesting raw
material) on www.echarak.in portal as per the area of cultivation and estimated yield on the basis of
the agro-techniques published by National Medicinal Plant Board from time to time. In the case of
such applications National Medicinal Plant Board through its evaluation team will issue a certificate
to the farmer(s) / Farmer Producer Organisation(s)/ Cluster(s) / Non Government Organisation(s) /
Self Help Group(s) / Fast Moving Consumer Good(s) manufacturer(s) on the basis of an online
application through e-Charak portal.

(b) Those who are not registered with National Medicinal Plant Board or State Medicinal Plant
Board or Regional Cum Facilitation Centre for the certification prior to initiation of cultivation
should apply for Certificate of Cultivation / Origin in the Annexure to Form TA prior to harvesting.

Any material failing to comply with one of these above clauses may be considered as extracted raw
material and may attract Access Benefit Sharing as per the provisions of Biological Diversity Act
2002.

The Certificate of Cultivation / Origin may be issued by those authorities who are nominated by
National Medicinal Plant Board or State Medicinal Plant Board or Regional Cum Facilitation Centre
or any designated officer as decided by National Medicinal Plant Board from time to time.”

23. Rule 158 (B)

i. in subrule I (A) for the words “Ayurvedic, Siddha and Unani Tibb system of medicine as specified in the
First Schedule;” following words “First Schedule either by using the traditional methods of manufacturing or
by using the modern equipment / machinery. The methods of technology transfer may be provided as the
proof of no deviation from the original texts in the form of a note at the time of new license application or at
the time of perpetuity of existing license;

In subrule I(A) following clause may be inserted namely.-
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“(i) The ingredients of ASU Drugs mentioned in the authoritative books of First Schedule are of two
categories viz., crude herbs / raw material; and intermediates / value added product / extracts / volatile oils /
fixed oils etc.

a. Raw Material - Raw material is the plant, mineral/metal or animal material which is harvested or
collected and used in the formulation without subjecting them to processes other than washing, cleaning,
powdering etc.

b. Intermediates/ Value Added Products / Extracts / VVolatile oils / Fixed oils — are the semi processed
raw material or processed raw material which is physically not identified with the raw material. The
following are the examples —

i.) Amla pishti, kwatha, and prakshepa churna are three different intermediates which will go into
Chyawanprash with sugar as the base. Asavarishtas and Ghrita-taila formats also have similar
intermediates in 2-3 stages.

ii.) Camphor, Kattha, Kanyasar, Lavang tel, Chandan tel, Sesame oil, Chaulmoghra oil etc are examples
of VAPs, Volatile oils & Fixed oils.

iii.) Wherever, the Aushadh Ghana / Rasakriya or Kshirapaka or Taila-Ghrita are used in the traditional
method, the same may be recognized as traditional water extract or traditional milk extract or
traditional emulsion extract respectively. These will be separately considered as intermediates /
value added products / semi-processed finished goods.”

ii. subrule 1 (B) shall be substituted namely-
“(B) Patent and Proprietary Ayurvedic, Siddha, Unani medicines as defined under section 3(h)(i) and
also of following subtypes-

i) Raw Material — Any plant material which is harvested and used in the formulation without subjecting
them to processes other than washing, cleaning, powdering etc.

ii) Intermediates/Value Added Products/Extracts / Volatile oils / Fixed oils — Semi processed raw
material or processed raw material which is physically not identified with the raw material. They may be
extracts made using solvents or super-critical extraction or any other new method as may be developed
through research.

iii) Aushadh Ghana (Medicinal plant extracts - dry/wet) extract obtained either from plant(s)
mentioned in books of First Schedule of the Act or from the herb(s) approved by PCIM&H and/or
ASUDTAB.

Provided that in case of preparations of Intermediates / Value Added Products / Extracts / Volatile oils /
Fixed oils for a Pharmacy holding a valid GMP certificate issued under Form 26 E-1, the license under
Form 25D or 25E shall not be required. Such manufacturers shall ensure voluntary registration with the
Licensing Authority.”

iii. In Table under subrule I1.(A) column 2 row 4 after the words “as referred in” the words “Section” shall be
inserted.

iv. For the table under subrule 11 (B) the following shall be substituted namely-

“Sl. Category Ingredient Indication Safety study Experience/Evidence of
No. (s) (s) Effectiveness
1 2 3 4 5 6
Published Proof of
Literature Effectiveness
(A) Patent or Ingredients | Textual Not Required For one, two | Pre-clinical or
Proprietary from books | Rationale for | for one, two or or three Clinical Study as
1 medicine as of First one, two or three ingredient | ingredient per Guidelines
mentioned in Schedule of | three mixtures / mixtures / issued by Ministry
rule 158 B and in | the Act ingredient combinations combinations | of Ayush; or OECD
Section 3(h)(i) of mixtures / guidelines.
the Act combinations
(B) Patent or Ingredients | Textual Required if Required if Required if
Proprietary of Schedule | Rationale published published published literature
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medicine, with E(1) of the literature is not literature is is not available.

2 Ayurveda, Act available not available | (Clinical Study as
Siddha and (90 to 180 per Guidelines
Unani toxicity of the issued by Ministry
ingredients of Schedule E(1) of Ayush; or OECD
Schedule E(1) of ingredient is guidelines.)
the Act minimum.

Special toxicity

studies may be

provided on the

basis of the

outcome of acute

and/or chronic

toxicity studies

following the

OECD

guidelines.
(C) Patent or Ingredients New Required if Required if Required if
Proprietary from books | Indication published published published literature

3 medicine, with of First literature is not literature is is not available.
Ayurveda, Schedule of available not available | (Clinical Study as
siddha and Unani | the Act or (90 to 180 per Guidelines
ingredients from | any new toxicity of the issued by Ministry
books of First ingredient E(1) ingredient of Ayush; or OECD
Schedule the Act | which is is minimum. guidelines.)
with new dosage | accepted by Special toxicity
forms or new PCIM&H studies may be
ingredients or and/or provided on the
new ASUDTAB basis of the
indications** outcome of acute

and/or chronic
toxicity studies
following the
OECD
guidelines.

Explanation.-For the purpose of this Rule

1) ‘New dosage form’ means any dosage forms covered under the existing formulary or pharmacopoeia (except
parenterals)

2) ‘New ingredient’ means any ingredient which is not part of books of First Schedule but being practiced /
recommended by the registered practitioners of AYUSH systems which is subsequently vetted by the
PCIM&H and/or ASUDTAB.

3) ‘New indication’ means any indication which is not mentioned in the books of first schedule either for the

single ingredient or for a group of ingredients.

V. For registration with respect to Aushadh Ghana/extract of medicinal plant (dry or wet).

SI. No. Category Ingredient (s) Indication (s)

1 2 3 4

1 (A) Aqueous As per text As per text

2 (A-1) As per text or New New indication
3 (B) Hydro-alcoholic As per text or New As per text

4 (B-I) Hydro-alcoholic As specified New indication
5 (C) Other solvent extract As specified As per text

6 (C-1) Other solvent extract As specified New indication
7 Supercritical extract etc As specified As per text

8 Supercritical extract etc As specified New indication”
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24. Rule 160A shall be substituted with the following rule namely.-

“160A Institutions for carrying out tests on Ayurvedic, Siddha and Unani Drugs and Raw materials used in
their manufacture on behalf of licensees for manufacture for sale of Ayurvedic, Siddha and Unani drugs. All
such institutions which have facilities as required for Quality Control Section as laid down under Schedule T and
accredited by National Accreditation Board for Testing and Calibration Laboratories (NABL) for the category of
chemical and biological testing for identity, purity, quality and strength of Ayurvedic, Siddha and Unani Drugs and
raw materials will be notified as approved drug testing laboratories for the purpose of this rule by the central
government.

Provided the rule shall be applicable for approved laboratories under Form 48 within two years from the date of
notification of the said rules or from the date of next renewal of Form 48 whichever is earlier.”

25. Rule 160 B to J shall be omitted.
26. In subrule (2) of Rule 161B
(1) the words “Real time” shall be substituted with “Real time and accelerated”.

(ii) the following proviso shall be inserted namely.-*“ Licensee who wish to claim 1-2 years shelf life alone may submit
the 3 months or 6 months accelerated stability at the time of license application or at the time of perpetuity of existing
license.

27. After rule 162A following rules shall be inserted namely.-

“162-AA. Controlling Authority. - (1) All Inspectors appointed by the Central Government shall be under the
control of an officer appointed in this behalf by the Central Government.

(2) All Inspectors appointed by the State Government shall be under the control of an officer appointed in this behalf
by the State Government.

(3) For the purposes of these rules an officer appointed by the Central Government under sub- rule (1), or as the case
may be, an officer appointed by the State Government under sub-rule (2), shall be a controlling authority.

162.AB: Qualification of a Controlling Authority. -(1) No person shall be qualified to be a Controlling Authority
under the Act unless: -

(i) a graduate in Pharmacy (Ayurveda or Siddha or Unani) or Pharmaceutical Chemistry of a University recognised
by the Central Government has experience in the manufacture or testing of drugs or enforcement of the provisions of
the Act for a minimum period of five years or

(i) MD Ras-shastra/Bhaisajya Kalpana/Dravyaguna/Saidala/Gunapadam/Medicinal Plants with a experience in the
manufacture or testing of drugs or enforcement of the provisions of the Act for a minimum period of three years.”

28. In table under rule 168, for the words “12% the words “11.40 % shall be substituted.

29. The Rule 170 shall be omitted.
30. In Form 20C, i. in proviso 1 the words “by wholesale” shall be omitted.

ii. in proviso 2 the words “t0 ........cccecvrunnee. ” shall be omitted.
iii. Proviso 3 under Condition of license shall be omitted.
31. In Form 20D, in proviso 2 the words “to .........cccceevrunee ” shall be omitted.
32. Form 20E shall be omitted.
33. Form 24C 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

LT WE™ e, OF i hereby apply for the grant of licence to manufacture
the undermentioned Homoeopathic mother tinctures/potentised preparations on the premises situated

Name of the Homoeopathic preparations .............ccccccoevevevievievievicvicieeiees cevevevevenenennnnen.. ... ( Each item to be
separately specified)].
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2. Names, qualifications and experience of technical staff employed for manufacture and testing of Homoeopathic
medicines.

Date......cccovvvininice Signature........coooevvceeneennns
Note 1. Delete whichever portion is not applicable.
2. The application should be accompanied by a plan of the premises.”

34. Form 25C shall be substituted namely.-

“FORM 25C
(See rule 85D)
Licence to manufacture for sale or for distribution of] Homoeopathic medicines
Number of Licence and date 0f ISSUE .......ccceeiriririieirecce e

Lo, Of i is hereby licensed to manufacture under mentioned Homoeopathic Mother
Tinctures/ potentised and other preparations on the premises situated at .... under the direction and supervision of the
following technical staff:

Names of the Homoeopathic preparations. (Each item to be separately specified).
Names of the Technical Staff............cccoeviiiiiiniiciens
2. The licence shall be in force from date of iSSUE .........ccooveiiiinciiiiiice

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

Date....coeveeereseresee e Signature.......

Designation....
Conditions of Licence
1. Any change in the expert 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 licensee may intimate to the Licensing
Authority from time to time, and as may be endorsed by the Licensing Authority.

3. The licensee 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 license and the provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs and
Cosmetics Rules, 1945 shall be assessed not less than once in three years or as needed as per risk based approach.

5. The license is issued only after fulfillment of the requirements of Good Manufacturing Practices (GMP) of
Homoeopathic drugs as laid down in Schedule M1 of the Drugs and Cosmetics Rules, 1945.”

35. Form 26C shall be omitted.

36. In Schedule T, i. Para 1 for the words “as follows in Part I and Part II” the words “as follows in Part I and Part II
of Level a and Level b as the case may be” shall be substituted.
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ii. for the words “PART I” the words “Part I Level a” shall be substituted.
iii. for the words “PART II” the words “Part II Level a” shall be substituted.
iv. After the end Note of the schedule T the following shall be inserted namely.-

“PART I Level b
PREMISES AND MATERIALS.

1. GENERAL REQUIREMENTS:-

1.1 Location and Surroundings-The factory building shall be so situated and shall have such construction as to avoid
risk of contamination from external environment including open sewerage, drain, public lavatory and any factory
which produces disagreeable or obnoxious odour or fumes or excessive soot, dust, smoke, chemical or biological
emissions.

1.2 Building & Premises- The buildings used for factory shall be such as to permit manufacturing of drugs under
hygienic conditions and should be free from cobwebs and insects/rodents. It should have adequate provision of light
and ventilation. The floor and the walls should not be damp or moist.

The premises used for manufacturing, processing, warehousing, packaging, labelling and testing purposes shall be —

(I) Compatible with other manufacturing operations that may be carried out in the same or adjacent premises.
(11) Machineries and equipment shall be at least 1.5 meter apart to allow orderly and logical placement of equipment,
materials and movement of personnel so as to:

(@) avoid the risk of mix-up between different category of drugs or with raw materials, intermediates and in-
process material,

(b) avoid the possibilities of contamination and cross-contamination by providing suitable arrangements;

(111) Designed /constructed/ maintained to prevent entry of insects, pests, birds, vermins and rodents. Interior surface
(walls, floors and ceilings) shall be smooth and free from cracks and permit easy cleaning, painting and disinfection.

(1V) Air-conditioned be equipped, where prescribed to control environmental factors, for the operations and dosage
forms under production. The production and dispensing area shall be well lighted, effectively ventilated, and air
control facilities (wherever applicable) and may have proper Air handling units (wherever applicable) to maintain
conditions including temperature and, humidity (wherever necessary), as defined for the relevant product. These
conditions shall be appropriate to the category of drugs and nature of operation. These conditions shall also be suitable
to the comforts of the personnel working with protective clothing, products handled, and operations undertaken within
them in relation to external environment. These areas shall be regularly monitored for compliance with required
specifications;

(V) Provided with proper drainage system in the processing area. The sanitary fittings and electrical fixtures in the
manufacturing area shall be proper and of adequate size and so designed as to prevent back flow and/or prevent
insects and rodents entering the premises.

(V1) Furnace/Bhatti section could be covered with tin roof with proper ventilation, but sufficient care should be taken
to prevent flies and dust.

(VII) Fire safety measures and proper exits should be provided

(V1) Drying Space: - Separate space is required for drying of raw material, in process medicine or medicines which
require drying before packing. This space shall be protected from flies/ insects/dust etc., by proper flooring, wire mash
window, glass panels or other material and shall permit easy & effective cleaning and dis-infection.

(IX) Same manufacturing Facility/ Store shall not be used for any purpose other than manufacturing of Ayurveda,
Siddha and Unani Drugs.

1.3 Water System - There shall be validated system for treatment of water drawn from own or any other source to
render it potable in accordance with standards specified by the Bureau of Indian Standards or Local Municipality, as
the case may be, so as to produce Purified Water conforming to Pharmacopoeial specification. Purified Water so
produced shall only be used for all the operations except washing and cleaning operations where potable water may be
used. Water shall be stored in tanks, which do not adversely affect quality of water and ensure freedom from
microbiological growth. The tank shall be cleaned periodically and records shall be maintained by the licensee in this
behalf.

1.4 Disposal of Waste- From the manufacturing section and laboratories the waste water and the residues which
might be prejudicial to the workers or public health shall be disposed off with the requirements of Environment
Pollution Control Board.
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2. WARE HOUSING AREA :-

2.1 Adequate areas shall be designed to allow sufficient and orderly warehousing of various categories of materials
and products like raw materials and packaging materials, intermediates, bulk and finished products, products in
quarantine, released, rejected, returned or recalled, machine and equipment spare parts.

2.2 Warehousing areas shall be designed and adapted to ensure good storage conditions. They shall be clean, dry and
maintained with acceptable temperature limits. Where special storage conditions are required (e.g. temperature,
humidity), these shall be provided, monitored and recorded. Storage areas shall have appropriate house-keeping and
rodent, pests and vermin control procedures and records maintained. Proper racks, bins and platforms shall be
provided for the storage of materials.

2.3 Receiving and dispatch bays shall protect materials and products from adverse weather conditions.

2.4 Where quarantine status is ensured by warehousing in separate earmarked areas in the same warehouse or store,
these areas shall be clearly demarcated. Any system replacing the physical quarantine, shall give equivalent assurance
of segregation. Access to these areas shall be restricted to authorized persons.

2.5 There shall be separate sampling area in the warehousing area for raw materials and excipients. If sampling of
active components is performed in any other area, it shall be conducted in such area to prevent contamination, cross-
contamination and mix-up.

2.6 Segregation shall be provided for the storage of rejected, recalled or returned materials or products. Such areas,
materials or products shall be suitably marked and secured. Access to these areas and materials shall be restricted.

2.7 Highly hazardous, poisonous and explosive materials such as Poisonous drugs and substances presenting potential
risks of abuse, fire or explosion shall be stored in safe and secure areas. Adequate fire protection measures shall be
provided in conformity with the rules of the concerned civic authority.

2.8 Printed packaging materials shall be stored in safe, separate and secure area.

2.9 Sampling and dispensing of sterile materials shall be conducted under aseptic conditions, which shall also be
performed in a dedicated area within the manufacturing facility.

2.10 Regular checks shall be made to ensure adequate steps are taken against spillage, breakage and leakage of
containers.

2.11 Rodent treatments (Pest control) should be done regularly and at least once in a year and record maintained.
2.12 Storage containers for raw material, intermediates and finish goods shall be of food grade/ non- reacting material.
3. PRODUCTION AREA:-

3.1 The production area shall be designed to allow the production preferably in uni-flow and with logical sequence of
operations.

3.2 Working and in- process space shall be adequate to permit orderly and logical positioning of equipment (at least
1.5 meter gap in between) and materials and movement of personnel to avoid cross- contamination and to minimize
risk of omission or wrong application of any manufacturing and control measures.

3.3 The Production area shall be washable and with clean airflow to avoid the risk of cross-contamination.

3.4 Pipe-work, electrical fittings, ventilation openings and similar service lines shall be designed, fixed and
constructed to avoid accumulation of dust. Service lines shall preferably be identified by colours and the nature of the
supply and direction of the flow shall be marked/indicated.

4. ANCILLARY AREAS: -

4.1 Rest and refreshment rooms shall be separate from stores & production areas. These areas shall not lead directly to
the manufacturing and storage areas.

4.2 Facilities for changing, storing clothes and for washing and toilet purposes shall be easily accessible and adequate
for the number of users. Toilets, separate for males and females, shall not be directly connected with production or
storage areas. There shall be written instructions for routine cleaning and disinfection of such areas and records
maintained.

4.3 Maintenance workshops shall be separate and away from production areas. Whenever spares, changed parts and
tools are stored in the production area, these shall be kept in dedicated rooms or lockers. Tools and spare parts for use
in sterile areas shall be disinfected before these are carried inside the production areas.

5. QUALITY CONTROL AREA: -
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5.1 Quality Control. - Every licensee is required to provide facility for quality control section in his own premises.
Quality Control Laboratories shall be independent of the production areas. The test shall be as per the Ayurveda,
Siddha and Unani pharmacopoeial standard including Microbiology, Aflatoxins, Heavy Metals as and where
applicable. Where the pharmacopoeial standards are not available, the test should be performed according to the
manufacturers’ specification or other information available which shall be duly verified by the state licencing
authority. The quality control section shall verify all the raw materials (Identification and analysis), monitor in-process
quality checks and control the quality of finished product being released to finished goods store/warehouse. The
quality control section shall have the following facilities: —

(I) There should be at least 100 sg. feet area for quality control section.
(1) There should be at least facility for physico-chemical analysis.

(1) There should be provided facility for microbiology and other parameters through sophisticated instruments
analysis etc in own premises or through Government approved public testing laboratory.

(IV) The design of the laboratory shall take into account the suitability of construction materials and ventilation.
Separate air handling units and other requirements shall be provided for microbiological and sophisticated instruments
testing areas. The laboratory shall be provided with regular supply of water of appropriate quality for cleaning and
testing purposes.

(V) Quality control laboratory shall be divided into separate sections i.e. for physico-chemical, microbiology and
sophisticated instruments analysis. This shall have adequate area for basic installation and for ancillary purpose. The
microbiology section shall have arrangements such as airlock and laminar air flow work station, whenever considered
necessary.

(V1) For identification of raw drugs, reference books and reference samples should be maintained.

(VII) To verify the finished products, At least three sample of each pack size as controlled samples of finished
products of each batch will be kept till the expiry date of product.

(V) To supervise and monitor adequacy of conditions under which rawmaterials, semi- finished products and
finished products are stored.

(IX) Keep record for establishing shelf life and storage requirements of the drugs.

(X) Manufacturers who are manufacturing patent and proprietary Ayurveda, Siddha, and Unani medicines shall
provide their own specification and control references in respect of such formulated drugs which shall be duly verified
by state licencing authority.

(XI) The standards for identity, purity and strength as given in respective pharmacopoeias of Ayurveda, Siddha and
Unani systems of medicines published by Government of India shall be complied with.

(X11) Quality control section will have a minimum whole time employee of: —

(a) Expert in Ayurveda or Siddha or Unani medicine who possesses adegree qualification recognized under Schedule
Il of Indian Medicine Central Council Act 1970 or Pharmacy (Ayurveda/Unani), awarded by a recognized University;

(b) Chemist, who shall possess at least Bachelor Degree in Science or Pharmacy or Pharmacy (Ayurveda or
Siddha/Unani), awarded by a recognized University; and

(c) Botanist/ Pharmacognosist, who shall possess at least Bachelor Degree in Science (Medical) or Pharmacy or
Pharmacy (Ayurveda) or Diploma in Unani Pharmacy / Diploma in Pharmacy (Ayurveda) (with at least one year
experience) awarded by arecognized University.]

(XI11) The manufacturing unit shall have a quality control section. Alternatively, these quality control provisions will
be met by getting testing from a recognised laboratory for Ayurveda, Siddha and Unani drugs; under Rule 160-A of
the Drugs and Cosmetics Act for certain parameters. The manufacturing company will maintain all the record of
various tests got done from outside recognised laboratory. Quality control facility for physicochemical parameters and
some basic test is mandatory required.

(XIV) List of equipment recommended for in-house quality control section alternatively, unit can get testing of certain
parameters done from the Government approved laboratory).

(A) | CHEMISTRY SECTION (B) | PHARMACOGNOSY SECTION

1. Alcohol Determination Apparatus(complete set) | 1 Microscope Binocular.

2. Volatile Oil Determination Apparatus. 2. Dissecting Microscope.

3. Boiling Point Determination Apparatus. 3. Research Electronic Microscope attached with
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system
4. Melting Point Determination Apparatus. 4. Microtome.
5. Refractometer. 5. Stage Micrometer
6. Polarimeter. 6. Physical Balance.
7. Viscometer. 7. Camera Lucida (Prism and Mirror Type)
8. Tablet Disintegration Apparatus. 8. Chemicals, Dies & Reagents etc.
9. Moisture Meter. 9. Slides & Glassware
10. | Muffle Furnace. 10. Tray Dryer
11. | Electronic Balance. 11. Aluminium Slide Trays.
12. | Magnetic Stirrer. 12. Grinder Machine
13. | Hot Air Oven. 13. Jucer Machine
14. | Refrigerator. 14. Clevenger Apparatus
15. | Glass/Steel Distillation Apparatus. 15. Soxhlet Apparatus
16. | LPG Gas Cylinders with Burners. 16. Supercritical Fluid Extraction Unit
17 | Water Bath (Temperature controlled.) 17. Percolator
18 Heating Mantles/ Hot Plates. 18. Magnifying Lens Glass 10x
19. | TLC Apparatus with all accessories(Manual) 19. Dissection Box

20 Paper Chromatography apparatus with
accessories.

21. | Sieve size 10 t0120 with Sieve shaker.

22 Centrifuge Machine.

23. | Dehumidifier.

24 | pH Meter.(Digital)

25. | Limit Test Apparatus.(Arsenic)

26. | Homogenizer

27. | Dissolution Apparatus

28. | Thermometer

29. | Stop watch

30. | Physical Balance

31. | Digital Weighing Balance (Weight in mg)

32. | Micronizer

33. | Pastel & Mortar

6. QUALITY CONTROL SYSTEM:- Quality control shall be concerned with sampling, specifications, testing,
documentation, release procedures which ensure that the necessary and relevant tests are actually carried and that the
materials are not released for use, nor products released for sale or supply until their quality has been judged to be
satisfactory. It is not confined to laboratory operations but shall be involved in all decisions concerning the quality of
the product. It shall be ensured that all quality control arrangements are effectively and reliably carried out. The
department as a whole shall have other duties such as to establish, evaluate, validate and implement all Quality
Control Procedures and methods.

6.1 Every manufacturing establishment shall establish its own quality control laboratory (at least for physico-chemical
analysis) managed by qualified and experience staff.

6.2 The area of the quality control laboratory may be divided into Physico-Chemical, Instrumentation and
Microbiological.

6.3 Adequate area having the required storage conditions shall be provided for keeping reference samples. The quality
control department shall evaluate, maintain and store reference samples.

6.4 Standard operating procedures shall be available for sampling, inspecting and testing of raw materials,
intermediate bulk finished products and packing materials and, wherever necessary, for monitoring environmental
conditions.

6.5 There shall be authorized and dated specifications for all materials, products, reagents and solvents including test
of identity, content, purity and quality. These shall include specifications for water, solvents and reagents used in
analysis.

6.6 No batch of the product shall be released for sale or supply until it has been certified by the authorized person(s)
that it is in accordance with the requirements of the standards laid down.

6.7 Reference/retained samples from each batch of the products manufactured shall be maintained in quantity which is
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at least twice the quantity of the drug required to conduct all the tests, except sterility and pyrogen/ Bacterial
Endotoxin. The retained product shall be kept in its final pack or simulated pack for a period of three months after the
date of expiry.

6.8 Assessment of records pertaining to finished products shall include all relevant factors, including the production
conditions, the results of in-process testing, the manufacturing (including packaging) documentation, compliance with
the specification for the finished product, and an examination of the finished pack. Assessment records should be
signed by the in-charge of production and countersigned by the authorised quality control personnel before a product
is released for sale or distribution.

6.9 Quality control personnel shall have access to production areas for sampling and investigation, as appropriate.

6.10 The quality control department shall conduct stability studies of the products as per Rule 161-B to ensure and
assign their shell life at the prescribed conditions of storage. All records of such studies shall be maintained.

6.11 The in-charge of Quality Assurance shall investigate all product complaints and records thereof shall be
maintained.

6.12 Each specification for raw materials, intermediates, final products, and packing materials shall be approved and
maintained by the Quality Control Department. Periodic revisions of the specifications shall be carried out wherever
changes are necessary.

6.13 Pharmacopoeia, Standard testing procedures (STP), reference standards, reference materials and authoritative &
technical books, as required, shall be available in the Quality Control Laboratory of the licensee.

7. PERSONNEL.: -

7.1. The manufacture shall be conducted under the direct supervision of competent technical staff with prescribed
qualifications and practical experience.

7.2 The head of the Quality Control Laboratory shall be independent of the manufacturing unit. The testing shall be
conducted under the direct supervision of competent technical staff who shall be whole time employees of the
licensee.

7.3. Personnel for Quality Assurance and Quality Control operations shall be suitably qualified and experienced.
7.4 Written duties of technical and Quality Control personnel shall be laid and followed strictly.
7.5 Number of personnel employed shall be adequate and in direct proportion to the workload.

7.6 The licensee shall ensure in accordance with a written instruction that all personnel in production area or into
Quality Control Laboratories shall receive training appropriate to the duties and responsibility assigned to them. They
shall be provided with regular in-service training.

8. HEALTH, CLOTHING AND SANITATION OF WORKERS: -

8.1 Prior to employment, all personnel, shall undergo medical examination including eye examination, and shall be
free from Tuberculosis, skin and other communicable or contagious diseases. Thereafter, they should be medically
examined periodically, at least once a year. Records shall be maintained thereof. The licensee shall provide the
services of a qualified physician for assessing the health status of personnel involved in different activities.

8.2 All persons prior to and during employment shall be trained in practices which ensure personnel hygiene. A high
level of personal hygiene shall be observed by all those engaged in the manufacturing processes. Instructions to this
effect shall be displayed in change- rooms and other strategic locations.

8.3 No person showing, at any time, apparent illness or open lesions which may adversely affect the quality of
products, shall be allowed to handle starting materials, packaging materials, in-process materials, and drug products
until his condition is no longer judged to be a risk.

8.4 All employees shall be instructed to report about their illness or abnormal health condition to their immediate
supervisor so that appropriate action can be taken.

8.5 Direct contact shall be avoided between the unprotected hands of personnel and raw materials, intermediate or
finished, unpacked products.

8.6 All personnel shall wear clean body coverings appropriate to their duties. Before entry into the manufacturing
area, there shall be change rooms separate for each sex with adequate facilities for personal cleanliness such as wash
basin with running water, clean towels or hand dryers, soaps, disinfectants, etc. The change rooms shall be provided



[¢TRT [1—=vE 3(i)] T T TSI © T 61

with cabinets for the storage of personal belongings of the personnel.

8.7 Smoking, eating, drinking, chewing or keeping plants, food, drink and personal medicines shall not be permitted in
production, laboratory, storage and other areas where they might adversely influence the product quality.

9. MANUFACTURING OPERATIONS AND CONTROLS: -

9.1 All manufacturing operations shall be carried out under the supervision of technical staff approved by the
concerned state Licensing Authority. Each critical step in the process relating to the selection, weighing and
measuring of raw material addition during various stages shall be performed by trained personnel under the direct
personal supervision of approved technical staff.

The contents of all vessels and containers used in manufacture and storage during the various manufacturing stages
shall be conspicuously labelled with the name of theproduct, batch number, batch size and stage of manufacture. Each
label should beinitialled and dated by the authorised technical staff.

9.2 Precautions against mix-up and cross-contamination:

9.2.1 The licensee shall prevent mix-up and cross-contamination of drug material and drug product (from
environmental dust) by proper arrangements, status labelling and cleaning. Proper records and Standard Operating
Procedures there of shall be maintained.

9.2.2 To prevent mix-ups during production stages, material under process shall be conspicuously labelled to
demonstrate their status. All equipment used for production shall be labelled with their current status.

9.2.3 Packaging lines shall be independent and adequately segregated. It shall be ensured that all left-overs of the
previous packaging operations, including labels, cartons and caps are cleared before the closing hour.

9.2.4 Before packaging operations are begun, steps shall be taken to ensure that the work area, packaging lines,
printing machines, and other equipment are clean and free from any products, materials and spillages. The line
clearance shall be performed according to an approximate check list and recorded.

9.2.5 The correct details of any printing (for example of batch numbers or expiry dates) done separately or in the
course of the packaging shall be rechecked at regular intervals. All printing and overprinting shall be authorized in
writing.

9.2.6 The manufacturing environment shall be maintained at the required levels of temperature, humidity and
cleanliness.

9.2.7 Authorised persons shall ensure change-over into specific uniforms before undertaking any manufacturing
operations including packaging.

9.2.8 There shall be segregated secured areas for recalled or rejected material and for such material which are to be
reprocessed or recovered.

10. SANITATION IN THE MANUFACTURING PREMISES: —

10.1 The manufacturing premises shall be cleaned and maintained in an orderly manner, so that it is free from
accumulated waste, dust, debris and other similar material. A validated cleaning procedure shall be maintained.

10.2 The manufacturing areas shall not be used for storage of materials, except for the material being processed. It
shall not be used as a general thoroughfare.

10.3 A routine sanitation program shall be drawn up and observed, which shall be properly recorded and which shall
indicate-

(a) specific areas to be cleaned and cleaning intervals;
(b) cleaning procedure to be followed, including equipment and materials to be used for cleaning; and
(c) personnel assigned to and responsible for the cleaning operation.

10.4 The adequacy of the working and in-process storage space shall permit the orderly and logical positioning of
equipment and materials so as to minimize the risk of mix-up between different pharmaceutical products or their
components to avoid cross contamination, and to minimise the risk of omission or wrong application of any of the
manufacturing or control steps.

10.5 Production areas shall be well lit, particularly where visual on-line controls are carried out.
11. RAW MATERIALS:
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11.1 The licensee shall keep an inventory of all raw materials to be used at any stage of manufacture of drugs and
maintain records.

11.2 All incoming materials shall be quarantined immediately after receipt or processing. All materials shall be stored
under appropriate conditions and in an orderly fashion to permit batch segregation and stock rotation by a ‘first
in/first-out’ principle. All incoming materials shall be checked to ensure that the consignment corresponds to the order
placed.

11.3 All incoming materials shall be purchased under valid purchase vouchers. Wherever possible, raw materials
should be purchased directly from the producers/farmers.

11.4 Authorized staff appointed by the licensee in this behalf, which may include personnel from the Quality Control
Department, shall examine each consignment on receipt and shall check each container for integrity of package and
seal. Damaged containers shall be identified, recorded and segregated.

11.5 If a single delivery of material is made up of different batches, each batch shall be considered as a separate batch
for sampling, testing and release.

11.6 Raw materials in the storage area shall be appropriately labelled. Labels shall be clearly marked with the
following information:

(I) designated name of the product and the internal code reference, (where applicable), and analytical reference
number;

(IT) manufacturer’s / Supplier’s name, address and batch number;
(111) the status of the contents (e.g. quarantine, under test, released, approved, rejected); and
(1V) the manufacturing date, expiry date and re-test date.

LR I3

11.7 There shall be adequate separate areas for materials “under test”, “approved” and “rejected” with different
standard colour label and arrangements and equipment to allow dry, clean and orderly placement of stored materials
and products, wherever necessary, under controlled temperature and humidity.

11.8 Containers from which samples have been drawn shall be identified.

11.9 It shall be ensured that all the containers of raw materials are placed on the raised platforms/racks and not placed
directly on the floor, care may be taken to handle the following different categories of raw materials: -

(I). Raw material of metallic origin.

(I1). Raw material of mineral origin.

(11). Raw material from animal source.

(IV). Fresh herbs.

(V). Dry herbs or plant parts

(V). Excipients etc.

(V). Volatile oils/perfumes and flavours

(V). Plant concentrates/ extracts and exudates/resins.
12. EQUIPMENT:-

12.1 Equipment shall be located, designed, constructed, adapted and maintained to suit the operations to be carried
out. The layout and design of the equipment shall aim to minimise the risk of errors and permit effective cleaning and
maintenance in order to avoid cross-contamination, build-up of dust or dirt and, in general, any adverse effect on the
quality of products. Each equipment shall be provided with a logbook, wherever necessary.

12.2 Balances and other measuring equipment of an appropriate range, accuracy and precision shall be available in the
raw material stores, production and in-process control operations and these shall be calibrated and checked on a
scheduled basis in accordance with Standard Operating Procedures and records maintained.

12.3The parts of the production equipment that come into contact with the product shall not be reactive, additive or
adsorptive to an extent that would affect the quality of the product.

12.4To avoid accidental contamination, wherever possible, non-toxic/edible grade lubricants shall be used and the
equipment shall be maintained in a way that lubricants do not contaminate the products being manufactured.

12.5 Defective equipment shall be removed from production and Quality Control areas and appropriately labelled.
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13. DOCUMENTATION AND RECORDS: -
13.1 Documents designed, prepared, reviewed and controlled, wherever applicable, shall comply with these rules.
13.2 Documents shall be approved, signed and dated by appropriate and authorized persons.

13.3 Documents shall specify the title, nature and purpose. They shall be laid out in an orderly fashion and be easy to
check. Reproduced documents shall be clear and legible. Documents shall be regularly reviewed and kept up to date.
Any alteration made in the entry of a document shall be signed and dated.

13.4 The records shall be made or completed at the time of each operation in such a way that all significant activities
concerning the manufacture of pharmaceutical products are traceable. Records and associated Standard Operating
Procedures (SOP) shall be retained for at least one year after the expiry date of the finished product.

13.5 Data may be recorded by electronic data processing systems or other reliable means, but Master Formulae and
detailed operating procedures relating to the system in use shall also be available in a hard copy to facilitate checking
of the accuracy of the records. Wherever documentation is handled by electronic data processing methods, authorized
persons shall enter modify data in the computer. There shall be record of changed and deletions. Access shall be
restricted by passwords or other means and the result of entry of critical data shall be independently checked.Batch
records electronically stored shall be protected by a suitable back-up. During the period of retention, all relevant data
shall be readily available.

14. LABELS AND OTHER PRINTED MATERIALS: -

The Printing shall be done in bright colours and in a legible manner. The label shall carry all the prescribed details
about the product.

14.1 All containers and equipment shall bear appropriate labels. Different colour coded labels shall be used to indicate
the status of a product (for example under test, approved, rejected).

14.2 To avoid chance mix-up of printed packaging materials, product leaflets, relating to different products, shall be
stored separately.

14.3 Prior to release, all labels for containers, cartons and boxes and all circulars, inserts and leaflets shall be
examined by the Quality Control Department of the licensee.

14.4 Prior to packaging and labelling of a given batch of a drug, it shall be ensured by the licensee that samples are
drawn from the batch and duly tested, and approved by the quality control personnel. The contents on label shall
conform to Rule 161 and Rule 161-B of the Drugs & Cosmetics Rules 1945, the Drugs and Magic Remedies
(Objectionable Advertisement) Act, 1954 & Rule, 1955 and other legal requirements.

14.5 Records of receipt of all labelling and packaging materials shall be maintained for each shipment received
indicating receipt, control reference numbers and whether accepted or rejected. Unused coded and damaged labels and
packaging materials shall be destroyed and recorded.

14.6 All labels on finished Goods must mention customer help line number/contact to brief complaint or adverse
reaction from the product.

15. QUALITY ASSURANCE: -
The system of quality assurance appropriate to the manufacture of ASU products shall ensure that: —

() the products are designed, developed and manufactured in a way that takes account of the requirements of Good
Manufacturing Practices (hereinafter referred as GMP).

(I) adequate controls on raw materials, intermediate products and bulk products and other in-process controls,
calibrations, and validations are carried out.

(111) the finished product is correctly processed and checked in accordance with established procedures;

(IV) the pharmaceutical products are not released for sale or supplied before authorized persons have certified that
each production batch has been produced and controlled in accordance with the requirements of the label claim and
any other provisions relevant to production, control and release of pharmaceutical products.

16. SELF INSPECTION AND QUALITY AUDIT: -Firm shall constitute a self-inspection team supplemented with
a quality audit procedure for assessment of all or part of a system with the specific purpose of improving it.

16.1 To evaluate the manufacturer‘s compliance with GMP in all aspects of production and quality control, concept of
self-inspection shall be followed. The manufacturer shall constitute a team of independent, experienced, qualified
persons from within or outside the company, who can audit objectively the implementation of methodology and
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procedures evolved. The procedure for self-inspection shall be documented indicating self-inspection results,
evaluation, conclusions and recommended corrective actions with effective follow up program. The recommendations
for corrective action shall be adopted.

16.2 The program shall be designed to detect shortcomings in the implementation of Good Manufacturing Practice
and to recommend the necessary corrective actions. Self- inspections shall be performed routinely and on specific
occasions, like when product recalls or repeated rejections occur or when an inspection by the licensing authorities is
announced. The team responsible for self-inspection shall consist of personnel who can evaluate the implementation
of Good Manufacturing Practice objectively; all recommendations for corrective action shall be implemented.

16.3 Written instructions for self-inspection shall be drawn up which shall include the following: -
(a) Personnel.

(b) Premises including personnel facilities.

(c) Maintenance of buildings and equipment

(d) Storage of starting materials and finished products.

(e) Equipment.

(f) Production and in-process controls.

(9) Quality control.

(h) Documentation.

(i) Sanitation and hygiene.

(j) Validation and revalidation programmes.

(K) Calibration of instruments or measurement systems.

(1) Recall procedures.

(m) Complaints management.

(n) Labels control.

(o) Results of previous self-inspections and any corrective steps taken.
17.SPECIFICATION:

17.1 For raw materials and packaging materials. —

They shall include-

a) the designated name;

b) reference, if any, to a pharmacopoeial monograph;

c) qualitative and quantitative requirements with acceptance limits;

d) name and address of manufacturer or supplier

e) specimen of printed material;

f) directions for sampling and testing or reference to procedures;

g) storage conditions; and

h) maximum period of storage before re-testing.

17.2 For finished products. - Appropriate specifications for finished products shall include: -
a) the designated name of the product;

b) the formula or a reference to the formula and the pharmacopoeial reference;
c) directions for sampling and testing or a reference to procedures;

d) a description of the dosage form and package details;

e) the storage conditions and precautions, where applicable, and

f) the shelf-life.

18. MASTER FORMULA RECORDS: -

There shall be Master Formula records relating to all manufacturing procedures for each product and batch size to be
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manufactured. These shall be prepared and endorsed by the competent technical staff i.e. head of production and
quality control. The master Formula shall include: -

(a) the name of the product relating to its specifications;

(b) the patent or proprietary/ Classical name of the product, a description of the dosage form, composition of the
product and batch size;

(c) name, quantity, and reference number of all the raw materials to be used.
(d) detailed stepwise processing instructions and the time taken for each step;
(e) the instructions for in-process control with their limits;

(f) the requirements for storage conditions of the products, including the container, labelling and special storage
conditions where applicable;

(9) any special precautions to be observed; and
(h) packing details and specimen labels.
19. PACKAGING RECORDS: -

There shall be authorised packaging instructions for each product, pack size and type. These shall include or have a
reference to the following: -

(a) name of the product;
(b) description of the dosage form, strength and composition;
(c) the pack size expressed in terms of the number of doses, weight or volume of the product in the final container;

(d) complete list of all the packaging materials required for a standard batch size, including quantities, sizes and types
with the code of reference number relating to the specifications of each packaging material.

(e) reproduction of the relevant printed packaging materials and specimens indicating where batch number and expiry
date of the product have been applied;

(f) description of the packaging operation, including any significant subsidiary operations and equipment to be used,;
(9) details of in-process controls with instructions for sampling and acceptance; and

(h) upon completion of the packing and labelling operation, a reconciliation shall be made between number of
labelling and packaging units issued, number of units labelled, packed and excess returned or destroyed. Any
significant or unusual discrepancy in the numbers shall be carefully investigated before releasing the final batch.

20. BATCH PACKAGING RECORDS:-

20.1 A batch packaging record shall be kept for each batch or part batch processed. It shall be based on the relevant
parts of the packaging instructions, and the method of preparation of such records shall be designed to avoid
transcription errors.

20.2 Before any packaging operation begins, check shall be made and recorded that the equipment and the work
stations are clear of the previous products, documents or materials not required for the planned packaging operations,
and that the equipment is clean and suitable for use.

21. BATCH PROCESSING RECORDS:-

21.1 There shall be Batch Processing Record for each product. It shall be based on the relevant parts of the currently
approved Master Formula.

21.2 Before any processing begins, check shall be performed and recorded to ensure that the equipment and work
station are clear of previous products, documents or materials not required for the planned process are removed and
the equipment is clean and suitable for use.

21.3 During processing, the following information shall be recorded at the time each action is taken and the record
shall be dated and signed by the person responsible for the processing operations: -

(a) the name of the product
(b) the number of the batch being manufactured,

(c) dates and time of commencement, of significant intermediate stages and of completion of production,
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(d) initials of the operator of different significant steps of production and where appropriate, of the person who
checked each of these operations,

(e) the batch number and/or analytical control number as well as the quantities of each starting material actually
weighed,

(f) any relevant processing operation or event and major equipment used,

(9) a record of the in-process controls and the initials of the person

(h) carrying them out, and the results obtained,

(i) the amount of product obtained after different and critical stages of manufacture (yield),

22. STANDARD OPERATING PROCEDURES (SOPs) AND RECORDS, REGARDING: —
22.1 Receipt of materials:

22.1.1 there shall be written Standard Operating Procedures and records for the receipt of each delivery of all raw
materials, primary and printed packaging material.

22.1.2 the records of the receipts shall include;

(a) the name of the material on the delivery note and the number of containers;

(b) the date of receipt;

(c) the manufacturers and/ or suppliers name;

(d) the manufacturers batch or reference number;

(e) the total quantity, and number of containers, quantity in each container received,
(f) the control reference number assigned after receipt;

(9) any other relevant comment or information.

22.1.3 There shall be written standard operating procedures for the internal labelling, quarantine and storage of
starting materials, packaging materials and other materials, as appropriate.

22.1.4 There shall be Standard Operating Procedures available for each instrument and equipment and these shall be
placed in close proximity to the related instrument and equipment.

22.2 Sampling: -

22.2.1 There shall be written Standard Operating Procedures for sampling which include the person(s) authorized to
take the samples.

22.2.2 The sampling instruction shall include:
(a) The method of sampling and the sampling plan,

(b) any precautions to be observed to avoid contamination of the material or any deterioration in its quality, (d) The
quantity of samples to be taken,

(c) The types of sample containers to be used,
(d) any specific precautions to be observed.

22.3. Batch Numbering. - There shall be Standard Operating Procedures describing the details of the batch (lot)
numbering set up with the objective of ensuring that each batch of intermediate, bulk or finished product is identified
with a specific batch number.

22.4. Testing: There shall be written procedures for testing materials and products at different stages of manufacture,
describing the methods and equipment to be used. The tests performed shall be recorded.

22.5 Records of Analysis. —

22.5.1 The records shall include the following data:

(a) name of the raw material or product and the dosage form

(b) batch number and, where appropriate the manufacturer and/ or supplier,

(c) reference to the relevant specifications and testing procedures,
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(d) test results, including observations and calculations, and reference to any specifications (limits),
(e) dates of testing,

() initials of the persons who performed the testing,

(9) initials of the persons who verified the testing and the detailed calculations,

(h) A statement of release or rejection, and

(i) signature and date of the designated responsible person.

22.5.2 There shall be written standard operating procedures and the associated records of actions taken for:
(@) equipment assembly and validation

(b) analytical apparatus and calibration,

(c) maintenance, cleaning and sanitation;

(d) personnel matters including qualification, training, clothing, hygiene

(e) environmental monitoring;

() pest control,

(9) complaints;

(h) recalls made; and

(i) returns received.

23. REFERENCE SAMPLES:-

23.1 Test Report of every raw material, shall be retained for a period of 3 months after the date of expiry of the last
batch produced from that raw material.

23.2. Reference Samples of finished formulations shall be stored in the same or simulated containers in which the drug
has been actually marketed, till the end of shelf life

24. Validation and process validation:

24.1 Validation studies shall be an essential part of Good Manufacturing Practices and shall be conducted as per the
pre-defined protocols. These shall include validation of processing, testing and cleaning procedures.

24.2 A written report summarizing recorded results and conclusions shall be prepared, documented and maintained.

24.3 Processes and procedures shall be established on the basis of validation study and undergo periodic revalidation
to ensure that they remain capable of achieving the intended results. Critical processes shall be validated,
prospectively or retrospectively.

24.4 When any new Master Formula or method of preparation is adopted, steps shall be taken to demonstrate its
suitability for routine processing. The defined process, using the materials and equipment specified shall be
demonstrated to yield a product consistently of the required quality.

24.5 Significant changes to the manufacturing process, including any change in equipment or materials that may affect
product quality and/or the reproducibility of the process, shall be validated.

25. DISTRIBUTION RECORDS:-

25.1 Prior to distribution or dispatch of given batch of a drug, it shall be ensuring that the batch has been duly tested,
approved and released by the quality control personnel. Pre-dispatch inspection shall be performed on each
consignment on a random basis to ensure that only the correct goods are dispatched. Periodic audits of warehousing
practices followed at distribution centres shall be carried out and records thereof shall be maintained. Standard
Operating Procedures shall be developed for warehousing of products.

25.2 Records for distribution shall be maintained in a manner such that finished batch of a drug can be traced to the
retail level to facilitate prompt and complete recall of the batch, if and when necessary.

26. PRODUCT RECALLS: -

26.1 A prompt and effective product recall system of defective products shall be devised for timely information of all
concerned stockists, wholesalers, suppliers, upto the retail level within the shortest period. The licensee may make use
of both print and electronic media in this regard.

26.2. There shall be an established written procedure in the form of Standard Operating Procedure for effective recall
of products distributed by the licensee. Recall operations shall be capable of being initiated promptly so as to
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effectively reach at the level of each distribution channel.
26.3 The distribution records shall be readily made available to the persons designated for recalls.

26.4 The designated person shall record a final report issued, including reconciliation between the delivered and the
recovered quantities of the products.

26.5 The effectiveness of the arrangements for recalls shall be evaluated from time to time.
26.6 The recalled products shall be stored separately in a secured segregated area pending final decision on them.
27. COMPLAINTS AND ADVERSE REACTIONS: -

27.1. Record of Market Complaints - Manufacturers shall maintain a register torecord all reports of market complaints
received regarding the products sold in the market.

27.2. The manufacturer shall enter all data received on such market complaints, investigations carried out by the
manufacturers regarding the complaint as well as any corrective action initiated to prevent recurrence of such market
complaints shall also be recorded. Once in aperiod of six months the manufacturer shall submit the record of such
complaints to thelicensing authority. The Register shall also be available for inspection during any inspection of the
premises.

27.3 Reports of any adverse reaction resulting from the use of manufactured Ayurvedic, Siddha and Unani drugs shall
also be maintained in a separate register by each manufacturer. The manufacturer shall investigate any of the adverse
reaction to find if the same is due to any defect in the product, and whether such reactions are already reported in the
literature or itis a new observation and documents shall be forthwith reported to the concerned licensing authority

27.4. There shall be written procedure describing the action to be taken, recall to be made of the defective product.

28. Site Master File. —The licensee shall prepare a succinct document in the form of_Site Master File* containing
specific and factual Good Manufacturing Practices about the production and/or control of pharmaceutical
manufacturing preparations carried out at the licensed premises. It shall contain the information on various areas
likes General information, Personnel, Premises, Equipment, Sanitation, Documentation, Production, Quality
Control, Loan licence manufacture and licensee, Distribution, complaints and product recall, Self inspection, Export
of drugs etc.

29. Specific Requirements For Manufacture Of Rasaushadhies Or Rasamarunthukal And Kushtajat
(Herbomineral-Metallic Compounds) Of Ayurveda, Siddha And Unani Medicines : In addition to general
requirements, following Specific Requirements shall also be followed, namely:

29.1 Bhatti or Heating Device Section for Bhasma and Rasaushadhies:- for heating, burning, putta and any heat
related work with proper ventilation, exhaust and chimney. This could be tin shed also.

29.2 Grinding, Drying and Processing Section for Kushta, Bhasma and Rasaushadhies (Manual or Mechanical, oven
etc.). Drying shall be done in a space which is covered by glass or other transparent material to allow entry of sunrays
on the material to keep for the purpose. If drying is being done in oven the temperature of the same may be selected
specific temperature.

29.3 The manufacturing area should be designed with special attention to process the products that help evacuate the
generated toxic fumes like SO2, arsenic and mercury vapour, etc. When heating and boiling of the materials is
necessary, suitable ventilation and air exhaust flow mechanism should be provided to prevent accumulation of
unintended fumes and vapours. Such areas may be provided with properly designed chimneys or ducts fitted with
exhaust system and suitable scrubbing system to remove fumes and smoke, so that safety of personnel and
environment is taken care of.

29.4 Records shall be maintained specially for temperatures attained during the entire process of Bhasmikaran, while
employing different kinds of classical puta, furnaces using oil, gas or electricity. Appropriate temperature measuring
instrument should be employed such as pyrometer and, pyrograph for manual reading or recording by heat sensors,
connected to computer as the case may be.

In order to handle large quantities, appropriate technology like use of hand operated extruders for making chakrikas or
pellets may be adopted. However, such equipments made of aluminium or its alloys should not be used.

29.5 Product Quality Control:-The specifications for finished Rasaushadhi are primarily intended to define the quality
rather than to establish full characterization, and should focus on those characteristics found to be useful in ensuring
the quality. Consistent quality for Rasaushadhi can only be assured if the starting material-metals and minerals are
used of pharmacopoeial standards. In some cases more detailed information may be needed on aspects of their
process. The manufacturer will ensure in-house standards for the uniform quality of product. Special care is required
to assure that the eliminated air from Rasaushadhi air is not contaminating other production area, particularly in closed
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or centrally air conditioned premises.

29.6 Standard Operating Procedures (SOP) should be included for storage of recalled Rasaushadhies in a secure
segregated area, complying with the requirements specified for storage till their final disposal.

29.7. Medical examination of the employees: - Employees engaged in manufacturing should be medially examined at
the time of employment and then periodically at least once a year for any adverse effect of the drug during
manufacturing process for which necessary investigations Shall be carried out for ensuring that there is no effect of
material on the vital organs of the employees. Annual examination reports of the employees shall be made available to
statutory inspectors during Good Manufacturing Practices inspections.

29.8. Dosage form of Rasaushadhi/Kushtajat:- The Rasaushadhies may be made into an acceptable dosage forms such
as churna, vati, guti, tablet or capsules etc. after adding suitable permissible fillers or binding agents as permissible
under the Ayurvedic Pharmacopoeia of India or Indian pharmacopoeia as updated from time to time. In such cases the
label must indicate the quantity of Ayurveda, Siddha and Unani medicines in one Tablet or Pill or Capsule in addition
to the filler. The crystalline product may be grinded before packing in the individual dispensing size. All the
Rasaushadhi or Rasamaruthukal or Kushtajat shall be packed in a dosage form which is ready for use for the
consumer. Grinding and weighing of individual dose of potentially poisonous products will not be permissible in
patient consumer pack. This arrangement may reduce the Adverse Drug Reaction of Rasaushadhi which takes place
due to dose variation. However, for hospital bulk pack, it will not be applicable and label will clearly indicate the
“Hospital pack”.

30. SPECIFIC REQUIREMENTS FOR MANUFACTURE OF STERILE PRODUCTS

30.1 Manufacturing Areas: — For the manufacture of sterile Ayurvedic, Unani and Siddha drugs, separate enclosed
areas specifically designed for the purpose shall be provided. These areas shall be provided with air locks for entry
and shall be essentially dust free and ventilated with an air supply. For all areas where aseptic manufacture has to be
carried out, air supply shall be filtered through bacteria retaining filters (HEPA Filters) and shall be at a pressure
higher than in the adjacent areas. The filters shall be checked for performance on installation and periodically
thereafter the record of checks shall be maintained. All the surfaces in sterile manufacturing areas shall be designed to
facilitate cleaning and disinfection. For sterile manufacturing routine microbial counts of all Ayurvedic, Siddha and
Unani drug manufacturing areas shall be carried out during operations. Results of such count shall be checked against
established in-house standards and record maintained.

Access to manufacturing areas shall be restricted to minimum number of authorized personnel. Special procedure to
be followed for entering and leaving the manufacturing areas shall be written down and displayed.

For the manufacturing of Ayurvedic, Siddha and Unani drug that can be sterilized in their final containers, the design
of the areas shall preclude the possibility of the products intended for sterilization being mixed with or taken to be
products already sterilized. In case of terminally sterilized products, the design of the areas shall preclude the
possibility of mix-up between non-sterile products.

30.2 Precautions against contamination and mix:

(a) Carrying out manufacturing operations in a separate block of adequately isolated building or operating in an
isolated enclosure within the building,

(b) Using appropriate pressure differential in the process area.
(c) Providing a suitable exhaust system.
(d) Designing laminar flow sterile air system for sterile products.

(e) The germicidal efficiency of UV lamps shall be checked and recorded indicating the burning hours or checked
using intensity.

(f) Individual containers of liquids and ophthalmic solutions shall be examined against black-white background fitted
with diffused light after filling to ensure freedom from contamination with foreign suspended matter.

(9) Expert technical staff approved by the Licensing Authority shall check and compare actual yield against theoretical
yield before final distribution of the batch.

All process controls as required under master formula including room temperature, relative humidity, volume filled,
leakage and clarity shall be checked and recorded.

PARTICLE SIZE OR PARTICULATE MATTER OF SOLUTION IS TO BE MENTIONED
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PART 11 of Level b

A. LIST OF MACHINERY, EQUIPMENT AND MINIMUM
AREA REQUIRED FOR THE MANUFACTURE OF
VARIOUS CATEGORIES OF AYURVEDIC, SIDDHA & UNANI SYSTEM OF MEDICINES

One machine indicated for one category of medicine could be used for the manufacturing of other category of
medicine also. Similarly some of the manufacturing areas like powdering, furnace, packing of liquids and Avaleha,
Paks, Majoon etc could also be shared for these items.

Sl. | Category of Medicine Minimum Machinery/equipment
No. manufacturing | recommended
space required
1 1@ ®) (4)
1. Itrifal/Tiryag/Majoon/ Laoog/ Jawarish/Khamiras 100 sq. feet Grinder/ Pulveriser, Sieves,
Pak/Avaleh/Khand/Modak/Lakayam/Murabba powder mixer (if required), S.S.

Patilas, Furnace/Bhatti and other
accessories, plant mixer for
Khamiras, Mortar and
Pestle/Kharal, Aluminium
Vessels, S. S. Storage Container

2. Arg/Timir/Ark 100 sq. feet Distillation Plant (garembic) S.S.
storage tank, Boiling Vessel,
Gravity filter, Bottle filling
machine, Bottle washing
machine, Bottle drier, Cap
sealing machine

3. Churna /Sufoof (Powder) 100 sq feet Grinder/ Pulveriser,
disintegrator, Powder mixer,
sieves, shifter.

4, Habb(Pills) /Vati /Gutika/Matirai / tablets/ Qurs (Tab.) 100 sq. feet Ball Mill, Grinder/Pulveriser,
Sieves, Mass mixer/powder
mixer, Granulator, drier, tablet
compressing machine, Die
punches Trays, O.T. Apparatus,
pill/Vati cutting machine,
stainless steel trays/container for
storage and sugar coating,
polishing pan in case of sugar-
coated tablets, mechanised
chattoo (for mixing guggulu)
where required, Balance with
weights, Scoops, Heater,
Counter & packing machineries

5 Raughan (oils)/Taila (Crushing and boiling)/Ghrit 100 sq. feet Oil Expeller, S.S. Patilas, Oil
filter bottle, Filling & sealing
machine, Bottle drier, Bhatti,
Kadahi/S.S. Patila, S.S.Storage
Containers, Filtration equipment,
filling tank with tap/Liquid
filling machine.

6. Kupipakava/Ksara/Parpati/Lavana /Bhasma/ 100 sq. feet Bhatti, Karahi/Stainless steel
Kushta/Satva/ Sindura /Karpu/ Uppu / Param Vessels/Patila, Flask, Earthen
container, Gaj Put Bhatti, Muffle
furnace (Electrically operated)
End/ Edge Runner,
Wooden/S.S.Spatula.
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7

Kajal, Shiyaf, Surma, Anjana/Pisti

100 sq. feet

Mortar and Pestle /Kharal,
Shifter, Earthen lamps for
collection of Kajal, Triple Roller
Mill, End Runner, Sieves,
mixing S.S. Vessel, S.S.Patila,

Capsules

100 sq. feet

Air Conditioner, De-humidifier,
hygrometer, thermometer,
Capsule filling machine and
chemical balance. Pulveriser,
Powder mixer (where needed),
Balance with weights, storage
containers, glass, counter and
packing machinery.

Ointment / Marham Pasai, Marham, Zimad

(Ointment)/Soap/Aerosol

100 sq. feet

Tube filling machine, Crimping
Machine/Ointment Mixer, End
Runner/ Mill (Where required)
S.S.Storage Container,
S.S.Patila, Mortar and Pestle
/Kharal, Bhatti, End runner,
Grinder, Pulveriser, Triple Roller
Mill (if required), Aerosol filling
machine.

10

Panak/ Syrup / Pravahi Kwath/ Manapaku/ Sharbat and

Joshanda

100 sq, feet

Tincture press, Mortar and Pestle
/Bhatti section, filter press /
Gravity filter, liquid filling
machine P.P. Capping Machine.

Liquid filling tank with
tap/liquid filling machine, hot air
oven electrically heated with
thermostatic control, kettle.

11

Asava / Arishta/Sura

100 sq. feet

Fermentation tanks, containers
and distillation plant where
necessary, Filter Press.
Distillation plant and Transfer
pump (additionally required for
Sura)

12

Aschyotan / Netra Malham/Panir/Karn Bindu/Nasabindu/
Qutoor-e- Chashm and Marham (Eye drops, eye

ointment)

100 sq. feet

Hot air oven electrically heated
with thermostatic control, kettle
gas or electrically heated with
suitable mixing arrangements,
collation mill, or ointment mill,
tube filling equipment, mixing
and storage tanks of stainless
steel or of other suitable material
sintered glass funnel, seitz filter
or filter candle, liquid filling
equipment, autoclave.

13

Dry extract / wet extract

200 sq. ft.

14

Any other category except parenteral

100 sq. ft.

15

Raw material store

100 sq. ft.

16

Packing material storage

100 sq. ft.

17

Finished goods storage

100 sq. ft.

18

Quarantine Area for Finished Goods

100 Sq. Ft
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19 | Quality Control Section including storage of control 150 sq. ft.

sample
20 | Stability Chamber Room 200 sq. ft
21 | Retain sample room 80 sq. ft
22 | Rejected goods store Adequate
23 | Changing Room (Male/Female) 50 sq. ft.
24 | Office cum record room Adequate
25 | Drying area 80 sq. ft.
26 | Grinding / pulverising area 80 sq. ft.
27 | Shifting and mixing area 80 sq. ft.
28 | Granulation area 80 sq. ft.

Part 111 of Level b
CHECKLIST OF GMP INSPECTION
S. No |Areas/Activities to be Audited Observations
Document Review | Remark

1. GENERAL

Name and address of Unit

MFG.Lic No. Telephone Fax:

Email:

Names and designation of the inspection team:
2. PERSONAL

Name of In charge

®) production
W)quality control

Number of Production Supervisors/Asstt. Mfg./Chemist

Number of Analysts

Have all personal received GMP Training?

Is Training Documented?

What is the periodicity of the training?
3. FACTORY PREMISES

Does manufacturing unit have adequate space for

Receiving and storing raw material.

Manufacturing process areas.

Quality control section.

Finished goods store.

Office

Rejected goods/drugs store.
4, LOCATION AND SURROUNDINGS
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Is the establishment located away from environmentally

polluted areas?

Is the establishment located away from areas adjacent to open sewerage,
drain/public lavatory or any factory which produces excessive, disagreeable
odour.

Are sewage, trash and other effluent disposal provided?

BUILDINGS

Do the internal design and layout of establishment permit good hygiene
practices including protection from cross- contamination?

Avre surfaces of walls, partitions and floors made of impervious materials and
capable of being kept clean?

Do walls and partitions have smooth surface?

Avre floors constructed to allow adequate cleaning and drainage?

Are doors, windows, ceiling and overhead fixtures constructed and finished to
minimize buildup of dirt, condensation and shedding of particles and easy to
clean?

Are working surfaces that come into direct contact with drugs of sound
condition, durable and easy to clean, maintain and disinfect?

Any open drain blocked sewer or public lavatory nearby?
Avre any products other than drugs manufactured in the

same building?

Is there adequate space for equipment, material and

movement of personal and materials?

Is there any programme/system to check of birds, rodents and insects?

Are lightening and ventilation adequate?

Avre facilities for changing street clothes, footwear, washing

and toilets adequately and satisfactorily maintained?

Is the space for drying of raw materials satisfactory?

WATER SUPPLY

Is there adequate supply of potable water?

Does the potable water meet the specifications published API specifications?

Is only potable water Used in ASU medicines?

DISPOSAL OF WASTE

Avre drainage and water disposal systems designed, constructed and maintained
in such a way as to avoid contamination of ASU products?

Are the waste water and residues disposed of after suitable

treatment as per guidelines of pollution control authorities?

Are the arrangements for the following adequate? Disposal of solid/semi solid
waste

Disposal of sewage
Disposal of Liquid laboratory waste?

Disposal of Management of gaseous pollutants?
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Is efficient treatment plant in existence / if yes, give comment on it?

Are fume hoods of adequate design in existence and used wherever necessary?

CLEANING OF CONTAINERS

Is there proper arrangement for washing, cleaning and
drying of containers?

Is this area separated from manufacturing area?

STORES

Is there independent adequate space for storage of different types of materials
such as raw material, packaging material and finished products?

Are ASU medicine storage facilities designed and

constructed to Permit adequate maintenance and cleaning? Avoid pest ace and
harbourage?

Enable drugs to be effectively protected from
contamination?

Provided the necessary environment to prevent spoilage?

Are storage facilities deigned, constructed and maintained to ensure that
malicious or accidental contamination of ASU medicines with harmful
materials is prevented?

10.

RAW MATERIALS STORES

Are raw materials or ingredients checked for parasites, undesirable
microorganisms, pesticide or decomposed or extraneous substances

Are raw materials or ingredients inspected and tested

before processing?

Are raw materials or ingredients subjected to effective stock rotation?

Is the area adequate?

Avre the ventilation and lighting of stores adequate?

Is the Raw Material store segregated for different types of Raw Material?

Raw materials of metallic origin Raw materials of mineral origin Raw materials
of animal source Fresh herbs

Dry herbs or plant parts
Excipients etc.

Volatile oils/perfumes and flavours Plant extracts and exudates/resins Others

Is special area with special condition provided for special

Raw Materials?

Are there labels for material of different status i.e.

quarantine, tested and releases for use and rejected?

Are these labels of different colours?

Avre labels on containers of RM to be used in manufacture checked with regard
to identity, quantity and QA approval? If not give details/

Is there the following information on the labels?

Name of material Batch number Analysis number




[wTT 1—ave 3(i)] ST 3T TSI ; STETETLOT

75

Date of release/rejection? Date of testing?

Date of expiry?

Is the sampling performed by quality control personal?

Avre there sampling procedures?

Avre the containers provided for storage of raw material

suitable to preserve the quality?

Is exterior storage available for :

Solvent storage area?

Inflammable material storage area?

Whether safety measures provided have been assessed by
regulatory agency if any?

Is SOP’s available for handling of these materials?

Are SOP’s for cleaning of containers and closures available before packing of
products?

Is the weighing area segregated?

Are lighting and ventilation adequate?

Is the area clean?

Do the personal wear appropriate clothing?

Is there danger of cross contamination during weighing?

Avre the scales and balance calibrated regularly and records

maintained?

Avre the containers of the raw materials to be weighed,

cleaned before opening?

After weighing, are these containers sealed?

Avre the raw materials for each batch, after weighing
properly identified and checked?
Are adequately clean and dried equipment used for

dispensing materials from the containers?

Is FIFO principle adopted?

11 PACKING MATERIALS
Is the area adequate with reference to packing material?
Are the containers and closures adequately cleared and
checked?

12. FINISHED GOODS STORES

Is the area adequate with reference to materials stored?

Are lighting and ventilation adequate?

Are there inventory records to show:

Quantities

Batch number
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Date of receipt

Have the distribution records been maintained?

Do distribution records provide sufficient information for drug recall purpose?

Is there segregation area for retrieved good?

Avre records available for the retrieved goods?

Is there any marked quarantine area?

Is there space for special storage conditions (environmental condition), if
required?

13.  |WORKING SPACE
Is space adequate as per manufacturing operations?
Is machinery alongwith working manual orderly placed
with adequate space?
Avre there adequate precautions to check cross
contamination?
14, HEALTH ,CLOTHING, SANITATION AND HYGIENE OF WORKERS
Are workers free from contagious disease?
Are workers properly uniformed?
Are there separate lavatories for men and women?
Is there provision for changing their cloth and to keep
personal belongings?
Are adequate facilities like wash-basin with running water hand drier & clean
towels, etc., available for personal hygiene before entering into production
area?
Are personnel instructed to observe personal hygiene?
Are hygiene instructions displayed in change rooms and
strategic locations?
Is the sanitation system monitored for effectiveness?
Is the sanitation system periodically verified by inspections? Is microbiological
sampling of environment and ASU drugs contact surfaces carried out?
Is the sanitation system regularly reviewed and adapted to
reflect changed circumstances?
15 MEDICAL SERVICES
Is medical file of each worker maintained separately?
Is recruitment of an employee preceded by medical
examinations?
What is the periodicity of subsequent medical
examinations?
Is an employee whose state of health is doubtful immediately removed from
work site until he is fully recovered?
16. |MACHINERY AND EQUIPMENT
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Is manually operated or semioperated or automatic machines are used for
Crushing, grinding, powdering, boiling, mashing, burning, roasting, filtering,
drying, filling, labelling and packing ?

Are equipment and containers coming into contact with ASU drugs designed
such that they can be adequately cleaned, disinfected and maintained?

Are equipment made of nontoxic materials?

Are equipment used to cook, heat, treat, cool, store designed to achieve the
required temperature as rapidly as necessary?

Are equipments used to cook, heat, treat, cool, store

designed to monitor and control the required temperature?

Are containers for waste suitably identified?

Are containers for waste closable to prevent malicious or

accidental contamination of ASU Medicines?

Is the equipment adequate for intended use?

Is it constructed in such a way that lubricants, coolant, etc.

cannot contaminate the drug product?

Does the equipment permit cleaning and maintenance?

Does the equipment show its status i.e. clean, dirty, batch

contents?

Do all apparatus/equipment bear appropriate labels to identify the product for
which the equipment is used, its batch no., date of manufacturing etc.

Are SOPS available for cleaning maintenance and sanitation of major
equipment?

Are log books maintained for cleaning maintenance and

sanitation of major equipment?

Are SOP’s readily available to operators

If automatic electronic or mechanical equipment is used ,are

there:

Written programs for calibration/inspection

Checks to ensure that may changes are made only by authorized persons/
Are suitable closures or lids available to protect the changes

in properties of material exposed to outside atmosphere?

17.

BATCH MANUFACTURING RECORDS

Are appropriate records of processing, production and

distribution kept?

Are SOP’s available for the following

Receipt of raw material and other components? Quarantine and storage?
Quality control system and approval/rejection Release of production

In process testing and control

Finished product?

Storage of finished product?
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Distribution
Returned goods Recalls and complaints
Cleaning and maintenance? Quality control of water

For reworking of non-conforming batches in existence? If yes, check)

Avre there additional documents like log books, notebooks or other similar
records available to show execution of various functions?

Are there records of receipts of materials and do these have

following information? (goods receipt Note-GRN) Receiving GRN documents
number?

Date of receipt? Supplier?
Manufacturer?
Manufacture’s batch number? Type and size of containers?

Number of containers and conditions?

Are specifications available for all materials?

Are they dated authorized?

Are test methods validated?

Are periodic reviews of specification carried out to ensure compliance with new
/revised National/international pharmacopoeia?

Avre these records of stock and issue of raw materials and do
these have following information:

Opening balance? Date of receipt?

Quantity received?

Name and batch number assigned by the manufacturer? Invoice number,date
name and address of supplier?

Analysis receipt no. and date? Date of expiry ,if any?
Name and batch number of product for manufacture for
which issued?

Balance?

Signature of issuing person?

Avre there master formulation records for each drug product

being produced?

Is there a separate master production documents for each

dosage form/batch size?

Are these master production records signed and dated by

competent person?

Is a batch production record prepared for every batch

produced?

Is it reproduction of the appropriate master production

documents or it has all critical information about the batch?

Are batch records retained for at least one year after expiry date?
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Has it been checked for accuracy, signed and dated by a

responsible person?

Avre the records maintained by QC for all the tests carried out?
Do these records include:

The name of the product

Number of the batch being manufactured?

Issue slip with lab ref. No

Job cards?

Graphs, chart, spectra, etc? List of major equipment used? In-process testing
reports?

Calculations of yield?

Notes on deviations with signed authorization? Signature of individuals of who
performed the tests? Material returns to store slip?

Lab report of final product?
Review of results for any raw material issued under “positive Recall”?

Signature of the designated person responsible for the review of records for
accuracy and compliance with established standards?

Are other associated records available?

Is documentation available readily for examination?

Are batch production records capable of giving complete history of the batch
right from the raw material stage to the distribution of finished products?

18

DISTRIBUTION RECORD

Are records of sale and distribution of each batch of ASU
drugs maintained?
Are records maintained at least up to 5 years of the

exhausting of stock?

19

RECORD OF MARKET COMPLAINTS

Avre the firm maintain a record of complaint received from market?

Does the firm have investigated the complaint and has taken any corrective
action?

Does the firm has intimated such complaint six monthly to the Licensing
Authority?

Does the firm maintain register of any ADR report received?

Avre written procedure available for receipt and control of

return products?

Are returned or salvaged drug products destroyed unless

QC determines their reprocessing?

Avre records of the returned products maintained including

their disposition?

Is a safety manual available?

20.

QUALITY CONTROL
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Is the QC area more than 150 sq ft?

Has Quality Control section minimum of:
a) One person with Degree qualification in Ayurveda/ Siddha/Unani;

b) One chemist with bachelor in Science or Pharmacy or Pharmacy
(Ayurveda) and,;

c) One Botanist (Pharmacognosist) with bachelor in Science (medical) or
Pharmacy or Pharmacy (Ayurveda)?

Are master control procedures signed and stated by

authorised persons?

Do these control procedure include specifications, test procedure or other
control procedure for:

Raw materials

In process materials

Packaging and labelling materials?

Finished products?

Avre the procedure in written form and readily available to

QC personnel for acceptance of reprocessed material?

Avre the procedure in written form and readily available for

acceptance of reprocessed material?

Do these control procedure include specifications test procured or other control
procedure for :

Raw material

In process material

Packaging and labelling materials

Finished products?

Are samples collected by QC personal

Is there special room for microbiological and sterility

testing?

Is the environment of room controlled?

Are only materials, containers and appliance necessary for the job in hand
stored in the vicinity of the manufacturing areas and are these properly labelled
with name of the product, batch no. date etc.?

Are all raw materials, containers, closures, label and printed packaging material
approved and released by QC for use in manufacture of drugs products

Are in-process controls carried out by QC personnel?

Are semi-finished products tested for appropriate tests when necessary?

Is bulk finished product tested for established specifications before packing?

Is every finished product tested for established specifications before release for
sale?

Does the QC maintain records of all the tests carried out?

Does the QC review all production and control records to ensure compliance
with established written procedure before a batch of the product is released for
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sale?

Reference standards:

Are reference standards (R.S) available? Are these RS or working standards
(WS)? Are WS standardised against RS or CRS?

Are RS stored properly (at appropriate temperature under dehumidified
conditions)?

Are records of R.S and their standard maintained?

Are samples in sufficient quantity for testing twice retained of starting materials
and finished products for future examination, in case of need?

Are quality control procedures validated?

Is written programs available for stability including the

following:

Sample storage condition

Room temperature?

Sample size and test intervals?

Reliable and specific test methods?

Testing in the same containers closure system in which it is marketed?

Date and expiration date if any?

Established of in-house specification? -

Does the firm provided the equipment as recommended in Part 11 C ?

21 REQUIREMENT FOR STERILE PRODUCT

Manufacturing areas

Is there separate manufacturing area

Avre their air locks for entry?

Is there dust free and ventilated for air supply

Precautions against contaminations and mix.

Are manufacturing operations being carried out in a separate block of
adequately isolated building

Is there appropriate pressure differential in the process area.

Is suitable exhaust system provided?

For aseptic manufacturing proper air supply (filtered through HEPA) provided?

Signatures of Inspecting Team Members”
37. After form TA the following annexure will be inserted namely.-

“Annexure to TA form
(See Rule 157A)

Certificate of Cultivation / Certificate of Origin
This is to certify that M/s...........c.oooiiiiiiininn. has cultivated the following medicinal plants OR utilized the

herbal raw material from the following cultivated medicinal plants during the financial year ............ . The varieties
and area of cultivation / quantities harvested / quantities utilized / yield obtained for each material are as under:
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S. Crop Village Total Name of | Name of the | Aadhar | Mobile Total Date
No Name Survey/ Extent the Land | Farmer(s)/ No No Quantity of
' (Area with Owner FPO/ cultivated/ | Issue
Khasra .
No(s) Longltude/ Cluster / harvested
Latitude) SHG etc raw
material
Date: Certifying authority
Place:

Designated officer of implementing agency
(State Medicinal Plant Board or National Medicinal Plant Board)”

[F.No. T-11011/05/2019-DCC(AYUSH)]
P.N. RANJIT KUMAR, Jt. Secy.
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