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AT HATAT

TE faeet, 14 weadt, 2025

qr.HL[R. 140(r).— siufer Faw, 1945 # i Femge w7 % fow wfauw et &1 Fatafea
THTaT, O Fvg T siafer v yatae arEi afataEa, 1940 (1940 7 23) &t & 33-7 g Jad
QTTRAT T AR Fd g0 AT Agas, Ha, TATHT Sirfer aa et qaTasie are & Tael % T, 3 g10

FT AT AUATTETE THH TATIAT B ATl THT SARRAT T AT o6 ToIT Fhriera Toram Smar &; sfiT g
AT &1 STt @ & 3<% wEie 97 Rfagredt St ot a1 gATEl 97 39 g F J19 & 6 srafer &
TATTH % a78 o= T STosm, e I i 9Tl 57O § TR o0 ATE=T sl Taais=ar &

T Iqesy FTE ST &,

FF TLHIT FIT, STAH Aty it T | Tgol TTET Geae & daer § Fht =7f=e &y et
AT S AT 9¢ [@=me T S

TH YTET T 9¢ AT oY A1, IR A g, qi=a, Ay G379, ST 99+, '3 &1,

Strdtar wiveer, smeuAT, T2 fReedt — 110023 FT 997 7 7hd & AT dec-ayush@nic.in 9T 8« 30 ST
T gl

1294 G1/2025 1)
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EISERE R L]
1. Tfere T i W - (1) = et i sfrafer (- gemrer) A, 2025 Fgr st
(2) T AW T TS | T SATaw TRt i A 7 g g

2. srafer e, 1945 (& o9k a1 3<% A gt stroem) |, R 156 % srereme &1 faenfoa B
S

3. 3 A=t |, AW 156-F % a3 & A B smom)

4. 3 =t |, s 157 (1-1) % 9iqe &1 o o smosm

5. 3 et ¥, Fag 158 (@) & Su-fFfag-v & ame, Fefefea so-feg safEy G smom,
ERIGE

“(VI).AT=HE Fa1 T UF FHE Ged Matated fed § & soa:

T[T FE/ET AT T (ATSHT AT BT ATSH)/ATSHT T HAT AaL/TOTAT (AT 7 TfY)/Iea18 67 78

HEAT/ATZH T T

za srarar, fFer seare 1 fAfaut arede Jav a4t e o, e fifear ar fie fiftar &

gefdta fBFar srmm

TN Toh HIS[ET ATSHE H&AT U a9 #hl FATY % HIaL =9 Ted | TH: ST 6l STl

6. 3 fA=wi 7, F=w 160- #,—

(i) 39-fFw (2) ®, ©F (i) ¥ 37-8T (@) & form, -
(F)¥Z (i) T TraeTiad R STos, e, -
“(i)smgaE AT g AT AT et # Fows S 918 aa e S @ ahue atefaa,
1970 a7 W ffher Tgfa T smanr afa@a, 2020 Fi dqg=di & dgd AFIqr I
=t e gr,ar et |rear s ferafemes g s (srgde At g 31 A | |,
(@) 7z (jii) % are, Fafetad 7 w1 aioerfud BT s, s, -

“(iv)ATEFRTETEE e ST T ATear st feafEeres g vem fFu o T s H

HATSAHETITATSHT 6 1 FH F FH ATTH 01 SUT @1 &f, OrET a0 § g Agi il Ao
77 FoReT ATearaT wTe fErafa=era g7 & 6T T arehErraist § |Arasa? Uf T@dr ar.”

7. 3 At ¥, wis@Er wWas & ag =Ee 161 % 3u-fFEw (1) F o, Fufrieas wgs satEe
STTUATT, ST

FIT o TSATAAT EATHET 2 % U, Jae o SEaRt a7 datarear |9 §6g & ®ie e §
2T AR i arer 2t = &1 g, Fwfors ey % =9 # F7ame Fire & wreaw ¥ yefdha fBFar sy

8.3 A=t & AW 161-9 ¥ -
()3o-F=w 2 & =g, e Su-Faw sfatas BT ST, st -
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“2(F). 7% @ fRorwar steaaw F e u% 24T Y S99 A g, v

(i) ATZEHTLTE qOT R0 T ared e a9 STiEeT STeqa= Yoqd %" & (o0 ATSH RT ITIEeRTT &l
TF-F T & FeT

(ii) ATHALTTH, ATSHT TTEHTLT Tl God HId gU A AT FAAAT AL & Ad ST e
#F¥ T % e a7 gataq e £ w9 UF AT I T9 FT Goh-are® Fatia w9

(i) T | AT FiT ACH-ATSH FT FLT qEqfas THT T TATAE FLTAT 9T AT T
TSraehT =T ATSHIERT IR T & STusih)”

(ii)39-T7=rw 8 & &=, Meferted Su-Aaw siafa e T STTosT eriq -

“(9)TAIRT &F. AT WEH &7, 3Afe ST e Ffher % gas &9 § 9Raaq & amwar |, &
ZaT Soft & geTt fafer s Raar stegae 2o gy autda gni”

9. I fA=wT #, M=\ 162 % 37 == (i) Fr swfaeataa BT ST, o79iq -

“(i)yAT=EE HT erat T ATSATT TAq1 [FIH F TEEE F AT B SFGH AT IR0 6 AT
AELTF HATIA FA 6 (70 I8 afeq 0 T &5 F 372 gas, g a1 AT fufey & [T &g
ATSHT T T TR H7 [ALTeor Fam”

10.3<F A=t ¥, Faw 163-= (), -
()3T-F=m (1) ®, "gm=T 11 T IT-4TT (2) AT orsai w1 A= foRar sroam)
(i))3T-fA=w (3) = arg, Feferied 3u-fFaw siafas BT SIToa, s&id;-

“(4)FTT 11 Y ITYRT 2 F TATSA & [T, AT FATAT 6 FATIT G541 %0l TATAUA HFdT TTH 24T
T TARTeTeAT, S sfter F=m 1945 % 98 160-3% dgd sqAiea &ar @ g, Fg Zar
THTTAT o T F 7 1|

11.3<% =T #, 7 167 STaemiod B ST, s -

“167. e &t TFary -amT 33-8 F qd W % =9 # s BHhar w3 =7ixe ag g e e
ot Frafemme =1 w57 v 7t "ifafas gwm, a1 ard Fiear wgfa aiwe a1 1€, s
TH IS g Feald T I7 ST T8 g Afded areaar 9T 21, g0 Y& argares ar g an
AT Tt # =ft a7 s et § =5y 2y, o off wreem gne

12. 3 fAget o, e 169  3u-fAgw 3 #, Mwfoarteaa wiqs siafae fam s sraiq -
“gord o, Srarer aT | A ATt F 7T # oo AT srum”
13. I A=t #, srqgHt-e- 4,

()ATHT= 3TUeT | Fafad 4T -1 § -

(F) IT-TT=== 1.1 |, "HHI-FAT 9T Q1% a1 ST oreat 1 Heferted aeat s, --
"HHT-HET I 9T 3T =g AT SIS (MRl § 9 ATt/ Tl il e i qiaer
TS sqeaTioa =T STom
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(@) IT-TTrTE 1.2% forn, Feferted Sa-S=mms & staerfud o s, s,

1.2 9FT—I AT FT ITTRT FRATITAE AT 6 (ATHHTT & TATaT Fhelt o 3297 o forw A8t FohaT Srusm
s faf=wTo oRET & T T R &1 START T e 3297 & fore 9=t T StToemist= giaemd, It
ATTTF I, AT Teh gl TLET | AT-S(T Fae (FAAT) § TG il ST TRl T 2|1 ToheT, AT o6 ITH T eh (oI
JeT ATSHT AT ATRY T AFF-ATHAT Y ATATATET 3T AT ATRUITEF o0 TF (o AT (gl
AT 3T T IATR) AT IeaTaA o7 off T ATRUIFY Fg 7T, ThT 9T, orfe &7 39 forw =feaa
AT § HURT ST TATAT STTUIT ¥ FIHT ATHIE 6 f&aAT @EAATor &30 % 1w a8l o a1 Sruasgl
T sraeT= g1, AT, gATs, qars, T i Fafent snfe gefaa fafamtr @2t % smo-urg aufda agras
gt ® frar sromfEaEet et f femidur we e g ST S | g6 g ST i anT
g, et F oftet siw adt fetér w1 RS tar gmr a1t & S99 ao o7 o= gfia
TR g AT STHA 7 70

(F) FHL— ARATT & F7 qataaq @i & @A & ey ey, FE 6w @EE &
ST qaret 1 AEi Qi araEee § gF1 Ffey o 98i F==sqr w1 =T
AT BT ATRTIZHTET & § AT ATAT ZaT ol 7 & FH 5 ATSHIA (hee< & ATeAH ¥ fheex T
SO

STEl g ST BT § (ST o Forw FamAThanr, asi, forsqor ofie yeesweor &, arsey Y
FoRfSIT o ZT), HE GG § T 3T THIS 6l LT 6 3T 7 ST ISTTEA &5 /il TAH

ITATET THAT  3(d § AT 3T AT AT SO 37T 3Tel oI &l IcqTed | o & 9 urat
TR=TT Sf7 IUTaT AT & TS (AT e g AT &5 7 arIaT S THE &7 26

TIE FATT TET ST AT, ST AT T o AT FHH FLT a1 HIHAT, A T T IATRT 3T
fFT T T oI STEh NSTITET &A1 | sl Y9l AT grifaas &= oiiv sreeges
ranT (SRt AT sTewrga &l @ud Afe gl 8) § FAH-S[F Toliagahel [hiedl =l HaeAT i ST
AR U aaTF Ifa vaw-gefeir feew, Jox Rwiform«, Tefivrem, weq dafenr v awre
Feoh ST T ST Sfiud Sce A (TiEiT go ¥) atatia o #e-agiud | oq
TS Rl o7 g S=9Ter IRATS 7 a9T0 T@T ST

(@)  STA—ATTAT AT ST T AT A9 ATferaht, Sr|T T 7reer gy, g fafdas 9+t &
FTE T TR T o 0 o1 A7 et o= =1d | e 70 S o 9rree & o S soret
M qTfh ATSTETgdT A aee (AT HUSTHIgaT) & ST [ ST T ICATa AT ST 9| =9
TR IR & T T ITANT el gATs AL qHS FAT A SISH UH G4 w01 % forg
STTUAT STgT T T 911 &7 START 7aT ST FehaT ST &1 U Sl | #ufga fhar stroam,
S aret &7 orEaT 9% SiaEe T T 98 i SaHgewsidt 7 999 9T01EF F 99T-98T T
TATE FoFAT ST ST 39 g § Argaaam<y gr feFie v s

@@ eratorg T AT —

(i) FILETET F | ¥ IS (319, T T 7T9) F7 Fae qarawor gguor [
AT AEFLTHATSAT o AT R

(i) T S=-FrfraT staferg i1 Sa-FHfreT srafarg (e =i garem) Haw, 1996 & et
& AT TE Fohar s

()  FREMET ATAATH—F@MET ATAHAH, 1948 (1948 FT ATHAH 63) F T, ST ARL
g g, T a1 TR AT STusT|
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() e feri—aaret F At & gt B of wfafate, Sea g oo, ot
arfY, garst i G s st snfy anfie 88 S At et f G s et S
SISO, IR Tl ThTHE AT HATE AT Al ITAT ST ATRT, IThT TS F THT A< a1
¥ AHT-T9T 9%, 99 § F7 H FH UF 977 (hedq & o0 G €9 § S 7 J7uT, i 396
EEIEREC Sl

() AT IUTT—

(i) sTrtaes rfrcaT giaemd =8 avg ¥ Y= 6T SOt 5 F et ¥ AT gi ofiT et

1 Tratae e ST F 9T O AT raeTE ATl oY qioreror yare T SromE i
TreTHT gfgd a9t @<t & 9T SAETT F AW T 97 A AW nr gy st o ywiera

ST €T H A 07 STHTUEITT S{TuA|
(i)  wETEd AR STrerERr & Rt & e 37 w9a 9t gear @At F aqEn =
ST AT SUTT TEA T ST
(i)  F=ATRET F oo Rl saere o iR REEr SR F SuaRT 9w Aataa st
T ST =R m
() M dF-TAT G@F F FF AT T A AT 6 o0 ST w1 o T& 70 S0 qrem=
] F TH T4g & HF 941 & T CAAH T § I g ST e, e T fiT 75 gir
TATSAH B8 GIGL AT ST [ AT ATAUET A5l 31 ATNRBUIARET AT TATEEH o B (9L ol SATAIT
T 2l
()  FAT TaIF-hAL, FAMSL ST T GORIT I F2A 3T IH T {36 HA, FAL Hl 2T,
TS, THIE 3T q@Te AT TIT-sie Aefie & o wahia &= # 3f=a sae it Srusft| =89+9 e
T 6T T AT @ g0 TATITET ITLH ITHLIT ITASH FHIT SO |

STer grartae AT ATl F o Feawt i Fe # 4 & forw fReste #r swanT e
STTAT T, a7 STk TiehaT Feihia i STost, ST arad haT SO sfiT ofd § SUIRT &9 F

qgel Al T FANIE & UHT ATHUAT &l T ¥ 8 g™l A1 gtz o smom 5=
TATRE® FHedAdl § AOHT qcdish AAIMNTUT g ol FFTAAT TZAT 21 IT ST AT & F(Ud g i

HATAAT TEAT &, SAHT STTNT Flel T ATATT Al 2l

STANT T ST ATl ] e e ™ | a9 giISTAN FohU ST a1 Freie i
Free TSR amIft % R0 ST AT Teal Al SAaeniud dgi H0 AT TTHIT A U qgl war a1
AT S U1 | FHI AT il FATAAT T SN FHRSAL, FATSTL AT TTHRT ATHRIAT AT o6 T
TeAT FNN TS TATT Fifocear-0eh AT SITaT 27 ar aTel & T6T, T AT F F=41 * o 396

L TF 3T GLEATHE ThIoRT il AT ATGUISTE-I & 0 =ed T FIEeasiy T
FIEE FATSTH T ITTRT AT ATOATISME-3oT F forw areasft wiffes sea<t &1 39T & so
R e et 9T & 2iisTel off ST&a 2, SMe-So & AT AT o TATReH Aol A ZaT

JaT= it ST

(ii) T T ITHRLO T HATAT TRTE-2 T Faferfrd §mme & gfaenta B Srosm, sraia-
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“2. I AT ITHTT

2.1 qETE-EE #T BSreA, & S aret afafatiEt fF aHa S AT F AAE T g
FTRTISATE & &7 29 d¥g & RWrea fohar sruar o Scures sxafeaa &t & ot Ratg =1
FAAT T TMALT T ITFOT F7 F 7 1.5 Hiex i g 9T T R0 qTieh ITHRLT, AT 1 3=
T T TGT AT T i FHHAT At srarsrar sxafeed & & g @ S s afort £ garsi %
e | e a7 FEt AaTRET, SedHIRued i whEHATeRT areedt F A e e F a9y S0
Tk, T 3T FHIF-HIT AT TATAATH & 979 o (o0 ITIH SAFEAT TSI il SATT| TgT G99 21
farfamTor &= & 1T oY arndT F7 T390 AoT-3eT, AT 6 Taw qiF g F qrF ger
FTRUIFTTHFRT FT Fia-3a¥ o= F e fAfamtor & § waror w7 grmasdt AfRmtor gt § yorer
&1 fetra T st sie ST safer 3= st i afafafeet a gag 799 €, sahfEfmior gt
H g9 AT ATATT Al gNIFHIHH] o [T AT ATFR-T65 ST ATATAT 0 FaT AT AT
AR AT AEAT RITNT [T AT AGAT HIHDT 6 [T FAT-3RT ZINTEUT A AlgeATsqi oy
HA-AT JUIH AGEATT FINT, ATrh o AT ATELT TI9TH 3T LA IATLHL, FILETT shl TILITH
ST S TEA ThISTTH T T FAS ol dal TG ol SO S e ATETT 21 3T ST wrgas AT
AT HGUF 7 DI IATHRT T ITYH gS-FHa< ST TEATT TaT o0 JTON et T Th1e o arsgoront
&I Tiaated AT ST SR uAmEe 9T o7 G g AR T JoT IcaTad & § o qiferer a7
STANT ATUE R FiTH TH e Iq¢ FT ICATE Fl ZUT FT Thd g |1STATET &= H FIH L
Tl ATRAT I LATHT < A< (TAT) TgAAT ATRY 3T AT A< | AT ITeh A1 | Fls a1 IHLT
THT AT ATET ATAT Gl Al 2T ANGUIHE 3T FTET ATl [T 1 (AT G 37T ITET il FTel-2rdr
H AT AU aRET #7 ITEET 9o o o gt R smovmEsEET & o aee ar
AH A g AT SRTE gt o1 fEfamior wfafater o d@efaa et ft = § a7 39+ om-
T =TT Raa qgt g A= a1 qgrad S+ § OF, g@9, T4, TET Hah Sie il
FIATT Tl NITITRS T Taogar, JHEl 6 AT FFogarl, 999, ITH X 9EY &
AT 3T AT TEEme o GRS @, T, T o7 SR agd @ret &
fafamtor & & gz wfafafa & ams d=ew gt (oaardt) feag § gt s == o=
st fatersr fafRwtor =< & S f{AfRutor s s § soae B s arer a9 sie
AL T ATHRAT T IATE o ATH, a9 HEAT, o= T AT [FATTOr o =207 F 979 ¥ &« F oo

o STUAT S el 9% ATSha adeihl ®HATAT & gealerd/aares gin v fatrferet
gt T oft T St & ofea s & Gl off Bt afafate & ot @8
SITUATISTRTOT {7 TOTfera & @@ & o 3fEa sqaedr gRityca® ST T Yot
JET T ST T AT TRAT ST i 3R IUFRT it AT & STOeEEE S IR 6

STANT & ATA | FT . AT FAT T H, ST6T A1 A0 2f, e = 7 g1 ofiw 308 a+/t #2011 9%
Tefefa T SToRmITes qgre Tateta S| Iy, ATE-awWs, WO ST g WIA, TehfonT
AT, AT 3T FATSNL, T AT AT 77T A F oI STevr-3rermr gwfdd & g a1t &
TATAT AT &A1 | Hlel, Feaahi, T, FREaahierdl 3fiT 7= SITHavl & Saer/3ufeata e &l e
F forT ooty sutr foFu STaanEe o iy wieedt O 99 & O wre F9Y siY/AT UIY e &
STANT FaT STomiEa® IT=TE (e ) 99§ w7 9 w9 s 9 Sataa 5 9 G s
AU T Rafle T ST ATRUITT ¥ ooy & forw g siage waw it fofa & el
AT ITATRT T AT F o0 ART-RT GUe g ATRUNITETH &5 § arRit i d9fehr s fEageo,
Fas AR T IfHe (IRUAUUs) F dgd AT STosm|

TIF AT 9¥ 3T IR U [REEr ST a9 Tedl & ST dad g ST SUART Y
ST TET Iorar & fFufa zeafumast et (Fg 979 i T9R ITE) B TEE N (I a9A
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et Ufehe) a7 AuEe ¥ a9 A WEwEi/iE UL @l SATUAT T "y weT uw A9l w@r
SITUATIZS o T o g% =207 | ATHIAT o IFqT THe ST &7 Tahel & o0 ST & sl ueeidT
NS YT T ARt % gSToRT ST $= 0T & {70 SIevT-37eRT sHaedT gRITsTea<h dTadt
FT FFT 9 FAU B TET AT AT =7 ARt ¥ ==y a<g T "@<fera B srovmiarsr
AREAT 3T TEIh AT HISAT-AT FHAT &A1 F TAGId FLA § qS(1g & STTOIATISTRT
SR FIIAT 6 ATEAT AqAG ATHHTT T AT AALTSET Gt Al SA@eTHham gl g, g
TU¥ [AfEe smaewsara 9x gwsiar fhu foar sraeas giaemd yare it o iRerEr e
framT & ATt fAaer ofte (ST ST Sruwee #7 uE BET 8) ST w3 & 918 gf aredy #iT
e o ST ATRUIFY A1 S T3 STl & Ol HE0T/A[aT drPaTad & (ow s
TA-TE e e F o e qEisia TR TS Y SO RerE T AraTae S [orasT
A= % STET-31eT AT i oY Ieht qgel & Hgia qReTd gRirISrad | ofae widsS
TUTEAT ATETEA AT IOTaT =07 $19 7 ZEAT 987 0 oY qreqvr Tt w7 Tad= Horr o &7
AT T

22  wifbs-adT BT w6, aresfEr wieErT gRT sSqEited aErer 2w 6 AL s
T ¥ e BT Suw i 3w T R 855 # Matha sears et st

AT TATH ST FEAAR & S AqAT § RIATSHTATS Tg AT FHAMT 6 Icarad & |
SAAT I[OTET (HEAVT TARTLTATSAT F THT FIHET HT Ieg A1 TT Fereat 2 SEAIRAT F =T
ST TIAEAT AT TS FEtia ' " Sarnei e 1= AT ST s 9w
fanie w@r ST

(iii)) ‘STHTOT ST GrAETAT AT SUeAT T H AT TATE-3 H —
(F) ‘TTeeTSSIe HFeT & Haterd 3T-0am T 33.2 % o Mefertead 39-Tenms staeerfoa
STTOAT, S -
“3.2 qreaTssrer Taerd-aaerd # Moot gieemd gif:
(i) TeATorE T a =T FSreeT andraer sTeer a7 g;

(ii) TR TH & H T 24T A7 5y ey F wreaw 7 fheax o srar 21, agt fAfse ga s
1 fafersr arefEat o a-mefaat % sateaa s & forw giagr;

(iii) TTETSSIOM WTEed H OIeHl/aE-aiedl ® " o At = & forw sugw
TR |HHET I3T,0.3 p foheex arer giisiest AT TAX OT & 9gd 6l ST 918 u;

(iv) FT3eT o AT Tzl
A TATAATEA o TorT 20 a7 HieT &1 & &1 AT ST
qeq:

2

(F) TTEETSHR HT AFLTFRAT ATHATT Tl gl THHAT F=IAT € & 37T I THeAdT & |17
T &7 ST T 1A TR ITANT T Srar €, ar 39 3 7 q17 77 S[Tus e
ST F-AeaTeT AT FIT & o7 1 & g4 F T8 g% a1 THIST (hAT SITuAT|

(@) fafawtar, s g [AEtarst & @ T TE-ae T w7 ITAN HT AT B,
GIE & AT NS Tt AT AT TH-TIETEAT TATE FOTI T Y Th-TIEHT F Tedh
FEAL T Bk | Al (AT STor i At garsi oiw At e &1 o 3 7
21 Tohl”
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(T ‘AT ST FATSL T F Faferq I7-97mms o fory, FMaferfera su-temms sfaeeoT G
STTURTT, ST -

“3.3 AL AT FATC HFMA—HAL! 3T FATTL T T F T remr & wa= fBFFar Sroar s
TTeeTeoTeTd HFE & HeT gNTIH & § Hoforfaa gieemd g

(i) ATFRT o s Uk 0 AT gEa-gaATierd Jer, e artenT gefie (Tredi/afiam)
TT-ge wefie ot &,

(i) RAERT o R 3 forg opg areit 1 ST R ST,
(iii) FATSIE ATTAT/ AR AT EoF;
iv) ST

e —

(F) SAAIT-AAT STIT FT ITANT Faqel AT AT AT 3 AAT-3AT TIeHT o forw g1 = Srosm

(@) T AT Hifew Tt § ROISTIRT 7 S ot 9199 e AT TAAH W &
ST IHET STUT 3T wATeeh SIIT T ITANT Agl FRIT ST

(1) AT IIT FT I START, I THE 3T SAAmREET FAaaT [orar == s orEr
ATATHA ATHART & TAHIA A 6 a1 g a1 ST

(%) AT greama e gosregar # et f&ter (Atee) g Trerssram BT srosm”

(1) ‘T, aere, Ml ST Aqeged a9T araT Jae= & Haterd I9-U0ms & forg, Refered
T SaeATiod T SITosT, St -

“3.4 Ta=U, daae, AT ST Teded aqTe aTAT HFH—TATF AT AT 6T aeawarst &
FAT Fofaed gEaTar STH T gt TaT 6 U -

()  feardEr qefia (Suges wmeeft & st g1 Sy ey Rt s & Freor wwre 7 2T ),
(i) Rageuex;

(i) =T e

(iv) I

(v)  Eetiegee e,

(Vi)  Sacre GTRRT GO (FF STt Heftd STt g =07 graereit & I<6 i Sred wid
U & ST B HF (SToAd Atew);

(Vi) ST T FA & [T Fhed (T AT Tolfaeh &9 § qrfud);
(viii)  T7IEH ST TaeEH AT @ & o7 I

(ix) ez fTey (FaAed &),

(x) TS FTSE;
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(xi)  deEE;
(xii) T F AT FITET I,
(xiii) AeLI-FATET;
(xiv) et areft faen
e FTIATSA 6 {11 55 a1 {12 T &= T 41 SATUITIE T ITY<h = | FLwed §
e R stroam arfer e wgun, frem-er srfs v w gnfe of sgoo & a== % o 1x

AT 7 Soefir Tacied Ty fRufa § T &t ST ARUIATEE F IcIed & o aeds
ATSHE T AT ST

TIe—g HHAT TN, hieT, Fea i, G AT ST L FON A AHT & T<h M1
() TRT 7 o7 e forfge o | "9&fda ST-0WTs-3.5 H, HIS@ET Iaem=i & T4,

“(3) Forea #F T F forw, araert a7 wefiw it gere F o i St fi v se qawE F o
ST &3 T AT ST

(4) STEHET AT T srafenT & forw aur gadr ofiw fed gt % o ot s a5 yae G
ST

(F) A HeelY FUTHRF | FatAd IU-0TE-3.7 * forv Referfea su-twmms afaetoa
[ERIS IR RIC I

“3.7 T LT HUTRHFIA— ST e d FIATaT STHLIT ST GIAemt F&T f ATuft—

(i) glie TIT g, e arfd, Ja et Ha=or & a7,

(ii) giISiee ATHATE TAT T &,

(i)  HFT AT TAL-AT Fl [Wheas gaT ST THILICHE ZaT9 TG I & (o0, gqTheas & a1
TIY ZEfoRT IHSIHET TFAATAT & H JIIAI AT Araar waen: 27+2 &3 Gfcaas e |
ATEAT 55% +5 g,

(iv)  sirEedic ma/sersss W,

(v) T efiT =T 3 (I 304 FT S we);
(vi) T 9T, SET T e T 2

(vii) e W, Hies fheet/ftheet F=a;

(viii)  9FgH q;

(ix) forfee srdede anfe & foro fefe wefim;

(x) 9T T ATTHA ST o AT AEFAT,; 3T

(xi)  SATFIAF Tha o, AT SHIFLIT o, AT
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8 T TATIATSA o T =Aa| 20 a9 Hie¥ &5 YT AT S|

Ared—

1. HFE § UF =g FHL Gl GaeT gl ST Ae0Es FAH 5 FAT &7 (AU 14644-1
FAT &7 Tées) Fit gRM

2. HFI ATATIHIIT 3T Araar [FFf=a gem

3. TFAHT | WM Tl TAL-ATF o ATTH | SAAT-3T a1 a1 & A1 FAt=ra rar s, Rres
HFT T T TAL-ATh I 19 a7l g AT TZAT TIL-ATeh TSI Zrehe Tl o6t ST 8, 77 |
FH AT ATAT T

4, TR T ST ATI-GT (G391 H BT TFAT § AT ST
5. #ITHE T Afgd UH AR [0 F92 T8, SEH wEay Tgl gedr 2l
6. THIEeH HT gATS AAT-AAT &1 § 3o ITHO & T A ar=t A eers % oo g +
St gieremd & &t ST
7. Ot ST el T & forw et & were R st
(iv) TUTET RE=07 TN & "Eted TTE-4 % o, Meferie e giaeetod T s, stara
R ILERIREREL I

4.1 FF—ATAT § TF AT [UEAT [WIAT TARN F&9 AT AT TN TH
AHITST THAThT ATTFIET T A @@ § T, ST FARATT THRT & T30 SR ST Tae+T %
foro e Rreeme grm

UrET HEET, AT, EAfEer, aderr, Syora, ST YTl & Hated g Sff 78
gAtaa w2 g T smaeds i Tt 70 areda § 0 STa g 9T At 7 STIRT 5
form, fasht =T g o Fore aa 9% ST 98! 6T STaT § S o o T R/ Suste g dT JTAaT 0
T Tl FAT 21 I[orar [{EAor [AART Scarat f Ferar stemaT w0 AT ASHE FIT ATih
HSTT 1 [Reifed ot g3t qoh Ar3® gHraa iz [aiRa it I 7o, J&f ft g 2nza
TIE & ALAAAT 6 Tl el T ST IOET == TARTATAT 6 &3 &l TEF A, ITH,
GEASaehtT, ATT & 90 § fAarerg Bham ST asdar g ST, qreiiE oY qoaaEi T
AFIEHET g AT, TTERT AT ST G 97t ¥ [oray A F3 & o0 e grmag
HFIT ITATRT 0l TThAT | UET ST ST |G TFTT STl ohl (RITaT T STgi AT 9] &,
I A Stra T [HeThd we % o e gem

TATT o THY w141 § Fwferfea enfae giv—

(1) g AT AT TZATH, T[OET AT AT HT TEHEAT FIAT TAT G [OraT 6l T

T el A e #AT oY Faw MgiRa [uear ft TRt # sqEied
FLATITLEATT & ITH AThEST H ThefiE T S T A@ag (a1 STTUAT ST FH | F7 I I91
& oo wwga B ST qur fg AT AT oA "9idd ICE 6 ST (S99
AT VHIE) & ST ST
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(2)  TIT ITATET il TZA, I[OTaT 37T LLEAT HT TLHEAT FIAT AT @I TUrET 0l
AT FT AEATHIT A HRrer FEAT o Faa Foid quEr fit aT & e
FLATITEATT & T ST T Thefie T 31 F Aag (dT STTUAT 3T FH ° F7 T I97
* T Sugia BT SToam a7 99 STITe T HeY Hafgd ScaTe o STUHeY (9
AR 13T RIS & STET SATOsT|

(3)  TIGOr F LT T T FLAT 3T GTT FLAT, ITHLIT T AT HLAT, Ik STANT
£ Tt FaT, 3T TEwETe F o Few e At

(4) FgiT AWEET & AR Hieadd, TN T THionT ARl &7 AqHIed a1
FEATHTT FTATI

(5)  SeaTal 1 ikt e
(6)  ATHAT AT IATET AT [UETT F HATAT G AIHAT 6 Hqag F wHardr gt

hTATI
(7) g |, JATC IATRI, AL, FAML 3T TR AT o ST 3T gl v
IBUREIEZGI

(8)  ITUTGT &l AT HEHT AT T S HIAT, AT TT ATHATHT 0l ST HL 6
fore st sur FAT =T R FAr 97 39 Ay i R sEmisaass T
wiafafast & Reafe & sTaan
4.2 F7(FF — TUET REAer AT UiTTors FHT gIEaTel, Fig AT e &1 g &
T AR AT ATHIRT T 0] FHATAT FTT AT ST a6l #2161 q & &
&7 A s a1 aaefa BEe a7 statas & 9y greraedt s a1 foee § =367 &
IATH TRIAAT RO T efufer aw,1945% M=\ 85% & IU-A=w (1) # IfedAfaa su=eon it
SSToT Ffed TaTell o T 3T oo § 7 & FF &7 97 F7 AH9T R

4.3 gz s gus &9 F e AEEET e g aqEifed qEeEt F S U

FRrerferfera sTsreor e T sTar—

(i) FATST ATSHIEHI-STIEH AT 3T RIS hF SATSd & A7 fTATFA ATSHhIEhIT,
AT ATEAERT 8 27 Riea F#e, =l &1 F=7 F3d di7 227 Rae a9 & o
TR FEATT Tl TS FIA ATAT HET/ATSTT AT,

(ii) RIS TATH (FTET o AHIERITUF FTETTT & [T MALTF);
(iii) TARETTRT ST,
(iv) AT AT 3

Y oo NN -
(V) HIATIT TSIl Seadilh dod;

(vi) Ble TFT A=,
(Vi) STEET STFT;

(viii) FteT aT;
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(ix) TreraH e

(x) TreTHey;

(Xi) ST TR,

(xii) Fro= e

(xiii) Firfeer fReww;

(xiv) Teret FfeorT,;

(XV) T T E/TA 2 a7,

(xvi) FTHT fRreTTor Iy,

(xvii) T3, FrFITREHIER;

(xviii) TreXT ATZHT ZIH/EFAT FHiT Flagmd;

(xXix) TSI ST T % forg daeie Ragayem wofiw, Meforfaa o & o=
F [oIT ST&EAT a9 TANTIATAT HAGTd, ITHIT, THAA, Foas HISAT-

. Sterility Test

. ATSHITET AT LT

. ATZAHIETA AT THATHL

. AT o AT T T HISAH AT T
(XX)[OTErT FHET0T SIRTSTEAT § HET eTfa ST 47 gaTs qradTl

(v) ‘FT ATEEET 7 Etad RETE-5 1 -

(F) IT-IRRITE-5.1 7 ggo Fwferfed & siafae frar sroam, srafa -

“5. FEl ATHAT- 1. FHT AT ATAT ATHUIT T T AT THEHLT 6 LA A& AT HL 34T
STTOSTTIFHT ST AT ST TRRIadl | oY Uk SFaed aiis o SUigd AT ST
AT " TH/FEe TFTITIR - "FEe-3T3e (g & STe 9% 9= T 3% i Ao
o S Femaet s areft Tt i ag gRtEa w2 F o s i st &F i
T AT | HA GTdT 2 AT Tal|

2. T AT ATAT ATARET &7 8 TR 139 6 dad AGAIad STl F FLIT ST
3. =H Y H ATSHAGTE FIT HI<h STredhd wHard, e qoraar = @amr

FITHF QTS BT b g, T AT 6 ITh TTH g9 IT S T AT Tehol JAT HIA 6

Gfed 7 g % o Tous® i it T FO 1A TaIeq FedAwl il TgATT i SATOIAT, ITHT
el T@r ST % 378 oo T fohaT ST

4. Tt FTAIAT AT e Reftadt § SwT-3ren gf, v Tois O Hl THATHT, T {7
fhs & fore ue sremr S |/t StTUm)
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5. WSO & § FHI ATHCNAT F 3T €T F daa (FAT AT 92 Fwfertea
ST T w9 & forgt Srusfy:
(F) IATE FT ATCHA ATH 3T AT wie qad, T a0 8l i fFguomes g3
qEIT;
(=) fAgTaT &1 919, udr fi¥ 99 "9
(1) FTHAT T AT (S FTAr=, TEeAvTERA, ST, F&16hd, e iad); 37
(=) fafamTor [y, smrte [t s g aderor fafn

6. HTHEMUAT T ITHRLUT & [T "Oeqvmehia”, "dEiea” i "SEded” & AqE
TATH ST & gl qTieh SUgid AMRET 3T ScTal &l @7 ST 9% A1 ST 9%
FATTAT AFeTF AT TTIHTT ST AaT § SAAEAT TR F 7T ST Tohl

7. TS FedAl & 99 o0 U g, v HITeAd AT ST

8. AT Sral HFl ATANIAT T ITART FoHAT STUIT ST I[orar == faamr gy S
1 TS BN ST ST AT AeF-ATSH & WL g1Ig gt wam S f wrjeree 3ars
T A ATSH, START T ST ATAT FIHT ATHAUAT 0l ATF ATSH & ATH Aol (|

9. =g g G S fF w3t amiiEt F a9t Few =it (37 awa A
et UfEhe) a1 quwe ¥ 99 S WEwH/AE UT W@ S0 3T Hid R UT 9 W
SO\ FF YT W@ & o0 st it Gt 6t Tqoid "ai g1”

(@)3T TR 5.1 % &g # (ii) 32 @ (i), (iii) Fr @t BT s

(1) ST-IHTE 5.2 |, AIS@ET «&a1 & 7%, "9t & a7 g, Mot o =1er ST, o,
"SqAefier ST WAvATE TEHTIAT T FTRT-3TeT qHi9d &= § SUsrd AT SITuamud THEel &
TATA % TorT qear ATt % forw wH=1l i Tierferd B S areu) UF THEA) 6 ge i
STARTLTAT LT/ §E % dgd il ST AT gul”

() GRHEH ¥ Hargd IT-0IWTE 5.4 F HEleriEd S9-ms & giaeeroa BT S,

“5.4. FTFITT—ATHAT TOET A[a § UHA 6 SAUSr i qAusEigar &g #i
SNATRIT FH=T =g aRRafadl § UHEasias Heh o ST SATUIT, Tg THT T
q Tl d¥g & T gRT Sy ATEalfegd §guer ¥ s=9 & fog FafHa amome &
AT 6 FATIAT TR F qTF I 77 'F % Aqa Fawor §a@9 ginamstidt i1
T I 3@ & forw T Sron & o Rt S|t S S TS, "aren et ofe 7
T &l
(vi)y'srrTerTeT T @ "@etaa SRnmw-7 o, Fetefag s &1 Jfaentea B s,
AT, -
“7. TARTLTAT AT IATRT AT AT 9 AUSTHIRAT ST STasaawdrall & SAqarT Teq
U STomTaTET FT Ruaar, AT avE gy Aqeiiea/sEaa RenfHeet F aaE
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i &t STt isTer off SR1 8, TR FRA & deted wdrertEaT o e e,
Ifaw 5 F a1e F9 T F9 07 91 F oo g<fem B s

(vii) 'SR ST Saferr 7 "gEtaa -8 # forw, Meferfad demms wr afaeentaa fBer s,

“8. gfaT i safer: GfT i SafeiT I & oo &9 7 %9 50 =97 Mo &7 ye =
TR SITORmISTART foFT ST & Uge e T IR AqETed BT SEr arfguias
ATAT | HIS[ET FIFAT T qTAA AT AT ATRUISAGAT T qrawm = araraeor § w@r
ST AT ATERTH &7 &I &fd T Tg=1”

(viii)TTE =T g’ ¥ gafia 4wr-10 ¥ forv fRferfe dewm afteenfia G s,

“10. ATH® FATAT TEAILTHAT AHRET T T, T899, q96E, ars, $e, S,
ST, q9AT o arfe ST fafsr ifafafest & o ams g=9re agiaat (TaedT)
e it STt SRS F Jr-ary e 9Ty § o ot st arfgmiEat
T QLEAT 3T AqATAT o U sraei oY afhr ||t it 39 a1q & forw St & st
& 7 9gr 8 v Aol F aqam 1S9+ q0, SUAR, 9F¥ FA e & REe W
STTUST|FHATAT T TEHAMT & TR M7 AT UIOTET SPATH ATART T FHATAT
F foru artaa wtreqor &1 srefora o S =TT i 38 Ranle @ S =rfeul”

(ix) ‘TrE s oo | gafaq 3r-11 % foro fReferfea s giaeaiad B s, s,

“11. Rl i Thoreer: T+t wfafateat & oo RFE v ST izad S & =, g
AT & Rapfe, 93rer & Rate, St ofiw o= smyfd & Rate, sedigta, fOsmad s i <
FEATS S (Lanle, THATTT T I AqITAT Fael Rante, ITHIT AT AT g, AL BIHAT
e, feraar oftear % Rt siw st i freaw et enfae gim a4t Rates 1 s
9= #FT AT & a18 Tdh 99 &l Aaig & (o[ I7 qI a1 6 o, S off smg 7 g1, @

STUATIVCAT TTF e il Bl & d1T IUAd FHATRAT & i T@ar uferd

grsrfererr Rl TE=T sruterg 817

143 A9 ¥, ST g=1- §,-

(i)8RITE 1 ¥ -

(F)¥T (iv) & HISET oai, " qUEdr & a8 Mereed oes, 3T & saay T
ST

(@A (v), TATq SfeaTraa & ST, sriq -

“(v) STUTH S2eTT Tl ATH FIA o [o7T, TehH ATSHATH AT o6 [ATHHTT, TohfoiT 3

TUTET T TR TTRAT T SIaeT e & T wrEfater o iR fEwtad wo g
T AT & ®F § TATGd g7 ST AT §9 UF FL0e07 & ol T@1 Sros|
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Fomfe, smEumeeh sfafFEw, 1970 AT WA R wgfR o smEw

(wetarETETH) wfafaaw, 2020 (2020 T 14) F dgd Ustehd d=, g o ghw o
FIH TS AT Fied F o T3 2910 39T F9d g Y aTore § UHY 4970 48t a9 8, I
S0 fAfFwtr vzt (Shoadh) F s dge e g

(i) 3w fafawior aRew & geafaaanr-1 §, —
() St TR & gatad SO-TRTE |, Feferiad # aiaeeniia T ST, s, -
“TeredT T
AT 24 F qrE e & o a9ty o7 Mgt se/es et arei—
(i) FHT ST FRTST FTRT ITH FEATAT ITH AT FA
(if) Frfamtor afrar am=;
(iiii) oTET AT ST
(iv) TATT | T AT
(V) FTETT; T
(Vi) STETFT HTHTA/IATSA FT F2IT

(vii) TETIF &
(@) HTHTT AFIRATE | HaTed IT-TT6-1.1 % forw Aeferted s9-9mms staer™a BFar
STTOATT, AT -
7. AT ATTTHAT:
“1.1(F)FITT ST TRAT—
i, TRET FT Aer3e AT BTeA 9 a1al &l &4\ | T@He A1 a1 ST A8 0
qTfh FfeAT T AT FF & FH7 a7 Tg, AoG a1 ATh-AHh1S 3T T@i@Td 2l 96
ST HI-HGUT, g AT AT GZT S | F=1AT ST T JAT AT T H, IR0
T [T 9% T $ff g FT aidEe g9 T g 9Tl
ii. STET & ITIA AT & (ST 6 T, FATenT F2, aoia o, Heor e seeher
T IT T3S 61 TS & IIA), T&T HIF-HG00T § g9 3T THS 0l GAdT 6
fore suTa fFw stTaan
iii. fafAwTor s & qear % Ut A e § TEd gu, 9iE uE U araree §
o grTTSTgt AT AT STl F TRET Y avE FEEd AT ST w9 T R
ERLEE]
iv. T T T 3earat ® ARt F o SuAnt o S arer 9RE # ST €9
T festre= =i fAwtor e STow arfe Seeht ==Y T | ATHR-TETS, T 996

v. TRET H AMEAETHIIEE T@ETd AT ST, Y a8 gEtad e s &
T ST Y@@ FTAT 8 ICAT&T T O M i o<l 7 a7 gl
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vi. TRET #T AT T ST, e R BT ST s set g gn, e ot
TTRATSAT % AT HIe[-Ted a7 ST THHT i 7@ ST

vii. T=[T ATQ, STERTer SAEEAT, ATIH, SAEAT Y dfecrerd it qRf=d st gRir
SIY IRT A& AT ANAE €T H, STATET T 3 (A AT TAT HSTXT o 0 4T
SUFHION o HETH FTHATS T T(A%e TATT qei T

1.1(7) 77 —

| Terefr, fefat F oot siw adt R w1 e vy gmr =ite fF 7 o
CEE IR AR ERERE R IE SR R

. Oreves, e fhtd, dfeqam safee i ==ft aeg & gt @At &1 =3 a2
q festres, fra i fRator R srosnfe e B3 e &t stomar 7 81 @)

N, =wrEE & e e e s e q& g e g = e s
affRerfaat & Tavsi #1 IcqTeA 21 ST TH HHST F T 3T FI/Feasi F qF 2T
L

IV.  SHH ST ST dfeererd i 978 FAaedT gt ATzl
V. el 3T d ATl q¥ AT AT off et At gt AR

VI,  fafawtor, seesn, fEE s safen & fou sww fRu s arer e,
FEMT ATITHIH, 1948 F TTALTAT % TET g1

VII. I8 UH &9 9% g1 STgi—

(F) SHOET & AT 9T &% Uae ¥ 0 S arer st fafamtor e & |
TAAAT AT )

(@) gt FTF FA FT T30 SR Bl foraw & STHon a9 arefat 7 Faed

ST T &1 F TET 7 96 AT AT a0 7 qeahl & oTd | [0 ST % SAree 7 F=47
STT | AT FATAT AT TGTAT F FIH-HGTAG A T TATAAT Tl LRI ST e S FoReT ot
A\ 77 [M==ror =2Tes g S & SEH & a9 ST 96

(1) TEET =] qvE TreA, FETr s ez far @ g & fiel, Roster,
afert, I 3T Fedahl T T4 T BTl &7 F "FATe Fa<" /AT TIAT Feed & ITINT o
FIE-TreT TETAT ATUITISARF Aqag (FETE, Fel T Bq) AT 3T a2 ¥ q<6 gl
ATRT TAT IThT THTS ST IO F:d § arT griom Fa¢ § Ffaair w1 o
ST BT, SHehl <1aTY STHE gt 3T v AT T@ H SET glIwel =T ST a97 g
TR TAT TAT ZAT AR o6 SEH & AT ATTAL TR [Ehed AT THA IT0

(%) THERTOT & F ATT-ATT ST ST TANTATAT H T fHahret it 3t=ra srarer
T TS B, qT0H AT FT ATIET TTaA g7 TAT Feddi ST HIET FT T TAHT AT

whfEfAr g & & T or wefere e s e gefea ginae
AT T ST o St Rerret reAt & qE H e SO A 2

() wE/agr @ #r fea fir wa s stua Afecree % ary Faw G o g g,
AToheT AT ST o 1 el o6 o qatey gaarer it S =)
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() A AT IUTT - HaAted (o SrreEon & Fawi & TaT T ITEiE q
qrear TAfF=Et % aqaw =@ AR qeear su e SomEEeTear & o qatha
AT a2 T AT SURnt % U & "ey § Fafaa wfoveror gy s =viRm

() AT T ST - FF ATA FT GG % [0 AT WL g1 AT, T | =47
IT AT T AT & TgeT @ il ATAITRAT BIAT gISH EATH HI AIFaT1/HIS/ed e &
FA o o, o TR AT, Srenar g, = F ofter 77 v arnft it sraer

g AR
1.1(7) 77 SrgfF—
(i) oY 3T TATH SFEEAT AT AT
(i) fAfFmTor § ST R S arer 9T o 3T i AR IurET FT ORI ST
ETHIH IS [AfHaert H 2T FHdT gl
(iiii) T T I T START &7 3T RIS 6 (0, ST AW 8T, 6T ST |JehaT 2
(iv) ST ITATT TOTAT T TAG S THTONHTOT, STgi AR 2, T o
(v) HETIOT & T FHT-THT T AT FT ATSHISTA o I99+ 9 [t T At =Arfen,
STt T AT N
(vi) I 3 THTOTTEREOT i g¥reAr & Rl T o
(vii) TI=AT AT ST TUITEAT (FOTTTrT o ATSTATaag LaT=) FT Fier ferawor T s,
Sret St T 2T
1. 1(7)F919T ST TIGETT FT [F92T7—
(i) FTEETET F "I ST SeaTa (319, T M A9) 1 Haer™ a1ar yguer [FH= e
T ATTLIHATAT & L& FhaT ST
(i) Tt Sra-FfreaT smafargt #r Sa-Frfr st (yegw i gamey) =W, 1996 F
S F AR 72 AT e o s
(iiil) ST TATSAT 6 HSR Y e F forg stfafi=s araem=t awdt sy, A=’ =-
1 gt 9 A9 e foar sroam)
(iv) sTaferest = ot Avem & RS @ ST
(iv) FRoer #F JSetear arer STafre aaret & g S geierd @SR & grEdE 4
ST
(v) TALATH, FouTh q@ret o Saesiie arREERT Sugd w9 § [, g, a qar
&A1 H TUEId fohaT ST
1.1(%) #2397 T THZ.—3T FLEEN | STg1 araar, it $iT S SH Hieawd & STAR T 2
w1 T ST &, 98T UH &l il gaTs, 90 i<, gaTs J1/3AT TIT Sie qhls & (g F=amr

- (o) o
FTAT | AT QAT TIEIT gl

1.1(7)erd—
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i vewwr ¥ 3T dfeerem, S araET gET AR S ag Y Wed g ATu
TAT TS T TLT AT IS 7 I, THH F979 gMT AU

i,  WETIOT & TATH SHAT % g qTrh ATHEAT U IcdTal i fafssr o, werfdr ua
TeRORT ATHIIAT, SIS, o TIAT dIT-SET A&, Fersd IcdTal a9T ST,
AT, AT AT T T FATT TU IATET FT THHT T F FR-HAT AT
T T ST o)

iii. ST ST AT TH q¥g FTeA AT sriera AT Stru £ artr st weTeor Rt
giatara 7 o7 T e &7 &, 3¢ 9%, I TET TG STUIT, THR1er i aI7e SaeT
I 3fT qTIHT TR T q TET SATuATistgT ey servor i Rerfaat (S, aromm,
THY) srafera g, agt See awry @ s, At G stroe, fARrT i STosft st
fate fonaT STTomm, STt o S 2

iv. OTEH ST YOO & SART-3TT T@T STUAT 3 WIEH o Ut a7 IcaTal it T&r i

SITUIISTR a7t &30 & =6 98 o (eled Six gaferq ar o & e et
ATHRIAT % A<l &1, A7 SMEeTF 2T, WS & g, |71 3T ST 9|

V. STgl AONT-ST &5 H WS Feh FECTed 4l Rdfd gEted 6 STl g, agf =1 &=t
T TY ®F ¥ {2 (63T ST AR ST IThr Tgo ATHT HHAT d ol GHHT gl
AT U TRISTEReT FTEETS i ST o ATeAT e ST AAEATHT THTT FLAT &1 ST

vi. STEITHT, ATIH FATS T AT dlels Ts AMERET I7 ITET & HERW F (o0 T &
T FT TN
vii.  TETHT T HET-T9F 9T e AT STumm sfiw gEeT Repte @t Srum
viii. SFAAL ST TATATE qGTAT FN FAORT RAT ST ST {Riera auT Seer o #
TURd TRt STTosT, e Jaer Tiastad grml
1.1(F)(7F)FFT 77—
i. fafamTor & forw =i T ot g A7 B AN Ty JT * T2 H G (ohaT STl

ii. T TeAAAT AT SALT-HATIET Fg AT F Hadl STTAGT A0 AT ghaem & @iar
ST AR &Y @i ams=x # giaer & afaair aeaw F [ewr &1 Ieaa ger
i, THT AT ATSr T T ST AT T GEATHT FA 6 o0 1= 6T 0T o6 @, & 1w sraer
H T GTAT 1T S ATATHIA, T G ATSAL o dgd AHIGd ST & GEET ST

iv. TSfT S ATeT /T BT ST AT THERTOT o 3 a1 FIESTSA [T ST

v. T2 giafer B S B wy arer % al e uaE g (I oeed arelt atelt uideia)
IqT FHFT | T4 S TEHTHI/IE IT TG 70 A He 697 9 T T AT \FF AT T @

F forT AT T ATRMT T At T81
vi. Tfe AT i TF BT et o=t =0 F a1 g, AT TAF o I GU(eT, ST 7
=St 3 forT U Jore 9= "7 ST
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vii. afReTarergas, fag vd gamt va i #§ w6 fFaw wgt annlt F aqaa aur [Tt ®
ST I¥ UH I el & STTNRT T (HO0T ST STT g JIA ol [OTaT il TEAT F
TTT-ATH TH THI, GEASTAT U AT FAHTAT Hle-TET S 6 FHILOT g1 ATAT &1 7
TATT FLA 1THT TA AT ATHH: THUH U2 304 F g AT

viii. 7% oo g Arer F o vE Rt aatat afifRafat f s g, af g 9 &

HERAEEqaTE! § IT-EqToTd Feh 3T ST i aqTahe Vet Feafaat Ta it
ST TRt 2

ix. FF TTA F ASTU H UH A, hiadl AT T FT S99 FXd T80T, Fg AT 6l
Fretorfea Bt st 1 g9 § aragmy Tt STo—

(1) arfcas 3T @At g At Fgr qaeT (Suer ua yoqred qamt =98, 1945 #i
AgAT-3-| 7 Sfeataa et F sr=ma))

(2) T =T & FHGT ATA|

(3) TSI STET-TEN

4) &1 TS AT 9 F FZe

(5) ergs=T i

(6) ATSwefTer qet/z TH FLH AT

(7) TrETETEsrE qAT e

T AT, shufy fFaw, 1945 f st § seafea amft v senr 7 w@r s

AT ST TITT/Fg AT =l TEI3N hl AT SFA/EATH T AT F T@T ST

X. FF AT & WSO & o7 ITART fh0 ST ATel TF A< i dad auThe S99 &9 F

TEAT I TN S g | T AT, A HT ST TATAT ST JATHRY AT At et
FATT "TeA % STefi" AT "TFA” AT AT A" W T FT F I 6 [0 OT Ffed
feurfq raersrwer: e, 237 3T AT T ITART T ST 37 gt § g faaw &t
T T off Ieerd BRI foreek dgd e 92 38 o3 3 o= " a1 afe g, R
& T, FET T AT s = i O St are ot STt

Xi. HFU ST FHIE-HUT T T4 % (o0 Fg AT AT Aq@ATF TG 6 (70 JAF & il
FFET T AT
xii. Tl g W F7 AT w9 TORATS (THAT) F SET AT oA ST s

TA-EISH Agatash, g va Ta Fausi (quraar FE=r qaetht =i<h) a1 T2FH 51
FIAIET TINTATATSAT FTLT THHT TLHEAT AT SITUIT TAT FATIT % A1 ATHIET g T
BT THHT ITANT FRAT ST

Xiii. TEATHA g ATA I AT Fg ATA 6 €T H gaT [&IT AT AT 3T TH T T AT &5
H TG T AU 99 T o saar e 9 d=rad IhErars (Tesrd) & $aqarn
e 7 31 ST
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Xiv. FF AT & 0 "W 9 W IS (TESMEUWRN)' ST 'R USHUTIE Wl 3Se
(THETTHA)' T TOHAT STIATE ST AR
XV. FRETEA 3T ATIH FATT TT/ATTT TT TTHTT TF Aol AT Tk gl T2l FHT|
XVi. Fg AT T I, T TAT SATHIGT AT AR AT ITANT 6 (S T ST
1.1. (F)(F) ST arEfaar-
i, Tt TERRT AR S arad, S, e, qiad TR qriE S dEd, wed ot
T ST AT STTUAIT Siie qierd Ud §ierd & § aq~d 9 ¥ Ugid a7 S|
i.  TRafq Geedt Jae § ITAE T FIS GRIT SF "TLEAT F =" AT T ha” AT "AEFA,
SERGT Fifea ot srae - Fwer: G, 827 3T ATer 1 STAnT Rt ST
iii. ITITET T UF FLA F Tgol T A<l 3T FASE F 9T €T & HqTH AT 0T T
TETAT ST
1. 1(F)(T)TITT TTT HST—
i. ST TSR F 91T IUTEA S H TG d a9 "1 # "Farsa A o F Jae
TATT AT o T § AU FRIT ST
ii. ST orET =T SAETeaT ST s g SAqHAed [urEr = At g
FATT AT F FT/erafonT & ar-a1e JA-YET 3T i FATEted qorar qael aEar

AT 6T ST FLA o 1%, TH "FIART TITL-S[ET AT T iF" A5 H TEad w2 & m
SO

iii. TATOTT STA9THATSAT 3 SATHATT el ATAI QT AATL-Y[T HIA I HSAT SATUIT

iv. STEeTRATLE faaeer Rt @ srom

v. Tt Felt srgatas, g o ZATT sirafer & f&ere weor fufaat #7 srasaswar gidt g, ar
TATT-GLET AIA HE | SAATT TATALONT AAITFHATT TE %0l TG

1.1(8)F17 37 1 Te—

i. fafAmTor oo § w0 o it & qEE § ararsee oo w2 (ARt s
UTET THEET) SUTse FXTAT SO, STAT-3TEAT TEAT il ITA AT & AT, qT0h Tohelt oF
U w1 T 3T 0 S 97 SUEIOT 3T AT T SAaRed aiieh ° ¥@T o7 9, {oreh
o ==2 o o sirar g e & s 7 o gefera ades 9 #19 #3d § 988 0o
T 37 AT e, &g 9rer % arow o e % B oft SR v ar qame G e
T, 3T U g aER § [, sugra a1 R & S aret BT uE @@ T # g @ S
T Tl HGIUT I ol FFTAAT Tl T[T ST Tohl

ii. STET a% TAT gl THT HTAT H TASTIHRIA ST ATorehel TATg IATT T@T STUAT

iii. TAfAwATT & #§ FHEAT T AR A AT A-ART AT ATRY, T AT T\l aig o
HrTTeRd 9T, STET AT S99 g, TAT A1 AT & qrag |

iv. AT AT T AL S F ZIT [ATAHTT &5 § Toer FH7AT g
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V.

Vi.

Vii.

ffRwTor & &1 ST e F 37ed % forw At R struwm

FAT S AT F U Ig Fq2 T AT TIH FA T A9 H T@d gu, At &= i

TRIS TR % ARNFr TS % w7 § fea S 9T greg e IEETee & e
U YT HIETEAT | AT &7 & q1 B S vl

TF=ZAT T ahie T@T ST AT Ul

1. 1 (T)FHF AT, 7, T FT—

Vi.

Vii.

viii.

X.

FICET | HTALT THT AT FHHE LA F qh ol

T, THERLOT, TANTLITAT AT STE T &A1 | gHA, T Jad, T AT 41241 @ 3
FETIOT Y AHTT TGl gl

T T T AT T &l gl (AT ST AT T S fAfaATor & & J7 Tiferer
T ITANT Tfatera B SET AT

gt & FEt § Id, ATE-gUET F&l aTee gEi S FwH A TF & O aaEe 2@y,
e, ATHETEE g1 q9T ST T 3T FI2 AT 2l

FUET T A qLg T AT AT "R BT St % =w a7 sfafis o sgueE gwgr 7 &1 9
E IR E A IR RIS T E ]

FaT | g, O 3% B2 1 @ o forg vET swaet a1 f6efes, sgt oft srasass g1, g o
For 7fed g
Foreft of T JTeelY T faET @ gt & ST & F=ET AR

FRATT Fa=gdl & o0 9FTe Egrs S 7% iU, 9764, 88 diHersw? oiiv ThfeT Fo7
&= R ST

TR ST AT GRT ITANT 0T ST AT STATAAT Al SAAT-3TRT HAeAT g, 3T UF
QAT THERLT FeAT & AT T I oo g

ATHRT T T FIS T S A ST AT TE 6 GiagT ft =T sl st

1. 1(z)F1@@T dari—Etaatar Aetetaa ot & s em—

(F) s sirwferat wiea st Ffrear g o=ty g,

(@) =feeRt it =T = TeETe F T8 i AT ST I 97 FHT-T9T 9T R TET]

afef==m, 1948 F dgq AteFa =hcar FEAT T AT TR ALHT FIT AT=IAT 0
e wgfa % dshiea Ffrers g ad § us aw = f St e g WR2a
F 9T A9 =9 & e f2ar Srowm)

(1) g AT, TTT AT, F@redt i G s et sty afga zaret & fafemtr & 5
el off wfafafar & ddfea aft sl #r &= oheor afgg Firer ohear & e
BT, 3T 37 ToRTHE AT HATL TRI & T<h TGT STUIT JAT TSI 6 TG0 ST 39F 918 |
TUT-T9T 9%, 99 § &7 § FH UF 97 (head & o0 G 9 & 3760 A7 it ot
A 3ok e w@ S
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1. 1()79f7<T 3T F7aHeor—

V.

T & AR Y AT Some & v F g o @A # % o, S
STHIIT, AT T F HATId gl AT SAT-FAATINT (TATgeher AT ATT ATeTA) AT T a3 o
TFATTOrd A AT g1, IUTsel FIT AN FAHATor it T0ar s 6 wiehT, arefe,
ITANT T ST ATeAT Hefte oTrHer 21 Jhd T g

ii. ST % @9 g, HefA<T 3T ITRLT AFAT | I AMGY AT Ihgad ST da1e

T ST =TT

AT T AT & AT AT TAATEAT HIA-HATAT AT L o [o1T &T FLf=T AT
Fofi=T At dfcrai & = =T a3 T @ ST 29 JefEE o7 USRI A S |
AT BT ST qT 3T AT-ATs & 979 T@ard T ST sreiea Sason
S i 7 g1 ATN-1-F H € TS 2

T Hefie it A6TS, T@EETd 3T €97 & (orw I A9 ai=Tad TiRaTa (TesidT)
gt i ST Frgul

THTS 3T T@ETd & e T A1 ATl

1.1(@)a= fafawir R —
o= fafawto Rete (dtowem) & foro et smfe 8

AUHAT § ITTEA Fq T Fg ATA 6l q1EAT, A T AT/ Fg /A 60 q1AT
SIY IATa & ITH AATIIHHG T HTHYUT 6l ATAT T7E =G & I907 A4 AT120]

i, SUHA # e RdTe (THR) HeAT 7 39T fhu T et g AT i 9= gedr

FT ool AT ST AT U

iii. TaTore fafer sfe wihar it qamr Foiq "WrEdT”, "HEET $iT "qer # RaEE, i fAwiar

T FT TS T TR &1 e Ta@r Srom

iv. fafRaior & Rt == % o B o ade & e, T d@ifas o i

TETATAE TLEA, ST STELT 2l, AT STET SHuter Ua JHree arnRil afa=aw, 1940 (1940

T 23) A TIH ATLAT H SfeaAteaa argds, Bg o A it SrqArfad et § aqmm
AT T, T Iodd ITUHIAT § IeTeh! (Y91 G&AT o &9 H g1 57 FohalT 7

V. 99 F FA F Tge, STANT i S0 arett al 7T 3T ITRL0T i ghrs 6l eofd &t

S 6T ST ATRY T TR | T 6l ST ATRUIHAT ST ITHOT T Sarerrer
TS oo T | T@T ATU S T steremed i arira, uHsT § &) it 90|

vi. UHAT | 3T FHHIT F A7 T AT HT AT Ioo@ gAT AT Srvgid wra B=har g/

=T AT § o 77 off T Sregia asft =ort § AfRmior/adrerr strar w1 aaeeor G
EL

vii. T 5= FfFwTr g F e, adt qefE=t 6w Suwn F o At FaE, aaHied

HAAT g AT F 95, 99T § Ugd 3T qAT IATE AT AT 0% A F uger | &
ST AR
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viii. dumemT # s 1w R vt f g, S f € 9w, s fi TS g,
AT HIAT ¥ T AT A2Ts T2 AT GTRIT 6T 777 F7 T8 €9 F 3o [T AU
(T qEAT FT TR FRT 9E F AT SEr A1 7 39w fEE 'R gy @

ST
ix. TR T TATE ICATE % TG AT ATET 9 IcATa T Y T § Iood HLAT AT
x. fafamtor swhora & st &, sporar [R=ror e, AR o o afteont F arame aw

v 7 = F are B asft = AfRwtr R 2w § 9 gu € o fRAftea geameia g
Ifaw = ST Fm

1.1 (3)fFT7or Rate—angas, g v qATT shufery & Yo 9= % qI7¢ /I 7 gearaeor, &

e faqeor & fapre T SToar arfes fe smaears gy, av 9= v ofty o of ® & a9 g § A9 g
61

1.1 (3)FTTT< #1 w17t #1 ReFre—

i. fAfAutar, s § 9= U IuTel F g9y § G arene ot @ qaeq Rret & ferte @
Fx % forw ua T @

ii. fafamTar, ot aroe forsTarat % A ¥ urw a4t stiwst f wtaAf® wam, fowra & gay o
AfAwTarstt g it T = F qr-ary U A At it g & awd & o
9IF =T T TRt Y LTS FIaTs 0 |l &S HAT ST

iii. fAfAwTar Tg ATg & @ty § UF T ATSHA ATHET H UHT fowrEai wr R weqq
FT

iv. ThoreeT &1 afvaw & et oft Adrerr & S e g Suerser :aaT ST

v. I siuter TAthar (TSIEMR) - ATSHHETE & IT9, ATeHTe<H g A= Hq a1 f& et
#T T2 STTETT F STTRT | 3T B ATAT TTAHed ATTTer FTARATAT & q H a7 THeT
FTA, FLATS FLA TIT ATSHE ATAFRTAT FT RO 997 F o0 v Sostashar Jorret
gt
1. 1(3)qoraT [RF9— TAF ATSHALTIE Bl AT T & TAL § TTAT TT/HH 5T &5 TLH
BT SAHITRT T TR o JTEaH | [OrEr HE=0r e & o giaem sare wet gritiadreqn

AAg, g UF AT AUSTEIEAT AIE & ATETE gETISTgl WOSTH g dT T Iqaed T5l &, dgri TLeT
faaTaTst & A< a1 IUsg o= AEEHRT & AT 7T STET ATRuIeraar e w6 a9t 7y
AT T G0 F30, [T ST TRAT T FFRRIHT F397 3T T3 71 & €2 &l AT 60 A7 T 9917

AT T I[OTET 1 (AT 1] 38 o qOrET HA=07 il qTsiig o & (o1, 36 g+t & 1.1 () (ix)
H 7T TATTOT T e FHT ZETROrE A0 Sganr | Heterted gt grit—

i, TqurET T ST & O W | w150 a9 e & g1 AT Ul
ii. FGT TATS o0l TgATH o [o17, HIH [eqeh 3T HaH THH & S AT Ul
iii. At whraret & o AT R @ S =Rl
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Vi.

Vii.

viii.

Xi.

Xii.

Xiii.

Xiv.

TATT ITATET T T FA o (U, T qF 9= & JAT STl 6 AT TG 3 A1 qF T
STTa

3 gRFEufaat #t qatgar Frodaer i [T w1 s 9gq g 9, Jd-a9w
IATET 3T TATE IATRT /T HAZOT FohAT STTaT 2

AT FT oh ATTHEATIUT F2 3T ITF WSO ¥ aeTFharat  forw fawfe T S|
ST fafewTar ade ErtaaTd i sgas, BE ua gAT st & Afamir w5 g 8, F vt
AT Sofar o daer § orqa w93 & fAfAger i A== gesf Suersy s

AT TEHE GIT THIAT rgae, B va At =iwr ggfaat & d@ateq ausEtgarst
H U 0 Tg =T, EAT A ATE F AR HT FATATA 62T ST

asft g AT A G, THRIRTT GO F HGYG § 3T TH q9g F HgUT F HH FIA H
JATST & fArey &y srosth)

T AT AT F QO AT (FL0) A v [ () it
TTHE ZIRITISh 916 &7 & & Aeferfad i Suersgar gri—

(F) srgas a1 g a7 gar e § Fous Pes am arde =i s@g 9hue
srterteae, 1970 it STEHT |l % qgq AT=aar ITH AT A =i Fz aiue s,
1970 (1970 T 48) I7T AT =rfehcar ugfa T IR (Taetsrsvauy) stferf==m, 2020

(2020 T 14) ¥ ST~ # sttagf=ad =3 Traar v 4w,
(@) wHFe, ™ 919 T Jrear T GafEeneT =T g = i 72 GF e 91 st ar
ETHAT (TYE3) § FF | FH &1d f =AU 7l 30

(M) FEEfaaTE (BT TRE), e 918 BT qrear T Frea e g y'e i TS
ST AT R AT R (AMAAR) H FH G HF ATTH Dl ST Bl

() ATSHIETIIA o, oreeh 918 ATk araratst § ®|Tde AT JTaahe U7 2n

fawTaT g At o airer 9 feewtaa T s =)
fafawtor = § U qurEat M SIHRT 2R ST B g 35 (i) F dgd wwg fhar ww
BIAHeTH € H, TF TUIET HAA0T ITAETHT T TS T TET6= Gt Atefaaw & =

160-F # T gag, g T AT ATl I AT TTH TANTLTAT F T AT

FHT T AT SToam A AHTor ot AT T ST F aTe] ) A0 au Gt
gireron & At fnte @t

ST ITHTOI T AT A-11-T H & T 3

TH TOoRAT, STHLU, STERT AT GHeA0 fAter &7 o forfad vasdt & e &war

SITUATAE q& AT ST FA1e0 S AT 91, IeaT aTaee] si/aT ST § &l aaard
2T 3T THT [RiE T@T ST AR
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1. 1(T)F79reror —

i, et FEE FEET-AET 9 SR e § S Y qgiadl, wEieiesdd e,
AT FTeT, ISR TeL!, FIHTRIATET, Taogal, &7 Siia s, et &7 3T
A gatea oot § qava wtreror g7 srom
i.  wfeveror Rte @ SITUAT i TTreror Srderdt it Toraefierar T F9g-999 9% AFa har
ST
1.1(7)F1aT FiT FEAr —
i. e Hefi| Y qRTS, TEeETd #iY FTA-AeaTadg g THaArdt afgd SUHon, THRAT Ud airer
TEeRATEl T ATAT TAT HATIAT T Ueh G ATHH AT ST FhaT g
i, T HTYA/AS FA ATl ST, T TOMTeH TN, TaTd ATTHTE IS T Heriehe 3=
AT 9 T ST
iii.  IcaTE AT I[OrET 9% RET AT aEeTE F 9T TATEl F eATRT F 6 O UF o=
TiREd AT yorrett T Fi S A1) aSTHE [ w T 39T 7 Ayt w e *

forT foRaT ST =T w o wrer whRaT § aaeTa &1 |81 S84 & forg &ie & stfafs adreor
SIY FATIA 7T ITE &

1.1(9) saRR= sifee (c7-13<7er)-

i, Stoadt % fEial F AqIEd B GATHd F & oy, Fatad aiafis stfee v sgatea
ATHAT F AFAT AT S

ii. e MoFuT sl qamreTs FREATSIT T EATASIHRIU AT FTOIT T FH & SRR
LT & AT H AT SITUITIHGAT GATHF FHEATSHT hl THT T2 T TATAT qieh & O
B stToEm)

(i) ATT-1IH, -
() srgate®, g R gvafaat f Bt st % fBfawair % oo soferd seefaa
LY, ITHI S ATH AT qRE it G F AT qrfersht |, —

(1) 0 HEAT 4 & FaTerd Hiaw 2 |, "FH THa1/8T/q0A /A0 TR T T/ Hg1T
FYYIOYTH" el w1 FEfted eeal gy et T ST, s,

" T/ (TTET )/
(2)FTsET wfort % arg, Fefertaa st siafas it sost, st —
"16. | Hied THTIS 100t gz | fireror e Sif 5, Rl weft
17. | &89 100 3 B2 | AT ATSST (SMALTRAT & AqA), heew, T &,
TR T T
18. | Siroe =/ 200 T B2 | FIAY, UAHHY, dHeqaay, REaw, Fiad, oaEad, ¢
ST, 99N TIAY, UTeeY, saey, forew)
19, | AT 300 T g | ot dffme wawda, a3 aeied, A=ghaatiraad,
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TR SR SRS A aHe, dof glieed a9d, STITH

i g‘;ﬁg o, S s, e AT e Wi s
A AT TR @Ted, TeramsW i RuEinmed a4,
gt e, aree foefet wefim (Feferr, fiferr, fRfdm,

TR Fra T IR

I - (i) T T (THUH) F ITHROT 304 ¥ 399 F9< & UL & gl

(if) FLALT AT ITHIUT T AT ol AT a7 & o0 g @A Tar Faaa9 39T g awdis &
ATETE ST AL FT START FT Tl 2

(iii) A T SRR GARIAT AaTd Aol glafs BrET B F TRMUREET Hed 6l
AALIHAT T, TATHHTT 3T OETT STHIU AT TETAE START AT ST AT 01"

(T)IT-TTTE-H o Tgd RISET faawor &l ot & giaeariod B o, s -

", Es, g T AT shafert £ e srrer e i feee (STH-E-ath-
gTicas ATRET) & AfFwtr % forw s feem-fAde

=4 fRemfagert 1 3T Fa¥ AU MU et i O a9 § oY 3 g faetaaent &
AT TET ST AR E Roar-fAden & wHiufe strar wwes@Fmd i Tu9r (TS-321-
GIAS-eTicass wrererr) & RATAHTT | qUrEr srared ua (=7 §q a1 T AqH b et
AULATT T&TT FAT 1 T [T [ReTHaer gares, [fg o a1 Friher ggfaai § <6 A&,
gz, s, Fstett, @rataaT ¥, FOuTE, THEE, T, Tedl ), 96 (97q 3T @iHsii & )
gy, FY 3T FL ATfs & Fated gl

Tl 3w, GiASTl Sl arqalt S0 JTHTorendr, TehaTdT Jeeor sfiw oraar e

TRTHTel &l T T & o T|id J9ar THeFd U $ESTd & o0 IqqZ® STt
%QW%QTWW%H@QWWW@%EW%%@Semgﬁtrw‘r%w
THTIET e A1 o AT § sfie e forg qrear Sumai &7 qare 7T STar g1 grqet e

giasT [T 9§ 9T, {7 TAT AEAF R GSTOT, FSTORT, TREg JoT THeor Red e
T [ASTART TS ¢, Saae faermtaaent & g o smom s & i sguor [fe=rr are
ST ST TTEe T@T FAgrall § Icae 1T SAT190E T TAE00 T 318 8 319 gae+)"

(M) Fafawior gt s=r & geted sa-9emms i fRefertea & gfaeermiad fm s, staid -
"2. fafator i &=

TN TF GIAST & I A S FOuTE a°q7 TWute gt & Ffamtr F foo Aufiag Gt
& 3ured Ty STaAr, S8 9187 Ud 9] qedl O¥ Semed R Taai & (o0 Y3h ScaTad & o
T T8 | AT T@T SATUIT AT FHIH-HGO0T & ST ST Foh| THI TN IT THHEHA 3T FESATT o (o0 w7 &
w0 et e o= i sraegshar g.—

2.2, (F) T 3T TEOEAT & 7w 9gt A7 Siiew Rared @< gite, ai=, a1 i arT & gafad
Y % T 100 a1 hie REH Shia T feed & 919 3M=q AT, TaITee S Tgu 6l e gl arth

ataeer § ot oft TaATE geTed & IS F g9 S 7o 37 THH forw A fAfReme F e, w
T A 1 % g aiaeft A PETEES (TAUUEUH) FT AT AT ST Yeds® Wer
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TE FT AKX AT AATH, o9 6 AR AT FHIET 0 ST ATAT AT 1 AT 6 AT 512 Bhar
STTOATT o ad g1 7 et qeashi & dgasiedad iufe ua e aradt srfarfazs, 1940 #ir
STt T T | T@T TS

(@) §EF S FIIETT # [T (9975, g@rs & gaew<or @< 100 a0 B (e AT Tehiead, =T
9T AT AEH, A1) IF@TT T FH UH T 9T 77T ST ATRT AT i T o et aresd’ & g1 2r
artr = 32T F forw @ gt uw g i TRl gt @At qars, sew | i o @ g, a1 st
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MINISTRY OF AYUSH
NOTIFICAION

New Delhi, the 14th February, 2025

G.S.R. 140(E).— The following draft of certain rules further to amend the Drugs Rules, 1945, which the
Central Government proposes to make in exercise of the powers conferred by section 33-N of the Drugs and
Cosmetics Act, 1940 (23 of 1940) and after consultation with the Ayurveda, Siddha, Unani Drugs 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 will be taken
into consideration after the expiry of a period of thirty days from the date on which the copies of the Official Gazette
in which this notification is published, are made available to the public;

Any objections or suggestions, which may be received from any person in 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 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, and commencement: - (1) These rules may be called the Drugs (......... Amendment) Rules, 2025.
(2) They shall come into force from the date of their final publication in the Official Gazette.
2. In the Drug Rules, 1945(hereinafter referred to as the said rules), the proviso to the rule 156 shall be omitted.
3. In the said rules, the proviso to the rule 156 A shall be omitted.
4. In the said rules, the proviso to the rule 157 (1C) shall be omitted.

5. In the said rules, after sub-rule V of rule 158(B), the following sub-rule shall be inserted, namely:-
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“(VI1).Uniform pattern of license numbers shall be given in following pattern:

State code/ D or E (License or Loan license)/serial number of license/system (classical or PP)/ serial number of
product/ licensing year.

Further, the manufacturing license number of the particular product shall be displayed in all the advertisements-
electronic, social media or print media.

PROVIDED that, the existing license number shall be re- issued in this pattern within a period of one year. ”.
6. In the said rules, in rule 160B,—
(i) in sub-rule (2), in clause (ii) for sub-clause (b), -

(@) the item (i) shall be substituted, namely, -

“(1) Expert in Ayurveda or Siddha or Unani medicine who possesses a degree qualification recognized under
schedules to the Indian Medicine Central Council Act, 1970 or the National Commission for Indian System
of Medicine Act, 2020 ; or a graduate in Pharmacy(Ayurveda or Siddha or Unani) by a recognized
university.”.

(b) after item (iii), the following item shall be inserted, namely, -

“(iv) Microbiologist who shall possess at least Bachelor Degree with Microbiology as a subject awarded by
a recognized university, with six months experience in quality control or possess a post graduate Degree in
Microbiology awarded by a recognized university.”.

7. In the said rules, for sub-rule (1) of rule 161 after the existing proviso, the following proviso shall be inserted,
namely: -

“PROVIDED further that to ensure the readability, the label information or inserts should be of font size of
‘nine point’ and further the details of the ingredient may be displayed through QR code as an alternate option.”.
8. In the said rules, in rule 161B,-
(i) after sub-rule 2, following sub-rule shall be inserted, namely: -

“2(a).If the approval of the drug has been granted on the basis of accelerated stability studies, then:-

(i) The licensee shall submit a self-declaration to the Licensing Authority for submission of completed real
time stability study.

(i) The licensee shall determine the shelf-life of the respective medicine for one or two years based on the
report of three months or six months accelerated stability study respectively, under intimation to the
Licensing Authority.

(iii) Determination of shelf-life beyond two years shall be based on real-time stability study, under intimation
to the Licensing Authority.”.

(ii) after sub-rule 8, following sub-rule shall be inserted namely—

“(9) In cases of change in dosage form of classical medicine like Avaleha Tab. or Bhasma tab etc. the expiry
date of particular medicine category shall be supported by appropriate stability study data.”.

9. In the said rules, the sub rule (i) of rule 162 shall be substituted, namely-

“(1) to inspect all premises licensed for manufacture of Ayurveda, Siddha or Unani drugs within the area allotted to
him to verify the compliance with the conditions of licence and the provisions of the Act and rules, as needed as per
risk based approach.”.

10. In the said rules, in rule 163-B(B),-
(i) in sub-rule(1), the words “sub-section (2) of section 11 or” shall be omitted.
(ii) after sub-rule (3), following sub-rule shall be inserted, namely:-

“(4) For purpose of sub section 2 of section 11, the NABL accredited Drugs testing laboratory of Autonomous
Organizations of Ministry of Ayush which have been approved under Rule 160E of Drugs Rules 1945 shall act as
Central drug laboratory.”.

11. In the said rules, the167 of shall be substituted, namely: -
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“167. Qualifications of Inspector. - A person who is appointed as an Inspector under section 33G shall be a person
who has a degree in Ayurvedic or Siddha or Unani system or a degree in Ayurveda Pharmacy, as the case may be,
conferred by a University or a State Government or a Statutory Faculty, Council or Board of Indian Systems of
Medicine duly recognized by the Central Government or the State Government for this purpose.”.

12. In the said rules, in sub-rule 3 of rule 169, the following proviso shall be inserted namely-
“PROVIDED that, the quantity of Base material shall also be mentioned on the label”.
13. In the said rules, in Schedule M-I ,-

(i) In paragraph-1 relating to ‘General Requirement’,-

(A) in sub-paragraph 1.1, the words ‘cleared periodically’ shall be substituted by the following
words, namely,-- “ cleaned and sanitized periodically. The drainage shall have the facility to prevent back
siphonage/ back flow.”.

(B) for the sub-paragraph 1.2, the following sub-paragraph shall be substituted, namely,-“

“1.2 Building — The premises shall not be used for any purpose other than manufacture of homoeopathic
drugs and no part of the manufacturing premises shall be used for any other purpose. Other facilities, if
needed, could be provided in separate building(s) in the same campus. However, the company should have
valid license for it and separate man-material movement. It should also have a separate storage (raw material
and finished product) and production area for the same. Crude raw materials, packing materials, etc. shall be
stored and handled in places ear marked for them and shall not be taken inside the manufacturing areas,
without QC approval. Heating, washing, drying, packing and labelling, etc. wherever needed, shall be done in
dedicated ancillary areas adjacent to the manufacturing sections concerned. The walls and floorings of
manufacturing areas shall be smooth and free from chinks, cracks and crevices and shall be washable. The
design of the windows, windowpanes and all fittings shall be such that they will not facilitate
accumulation/lodging of dust and other contaminants.

() Rooms — The manufacturing area shall be designed, constructed and maintained to suit the
manufacturing of respective sections. The manufacturing of homeopathic medicine should take
place in an controlled environment and should be of an appropriate level of cleanliness. The
incoming air in the production area shall be filtered through at least five- micron filter.

Where dust is generated (for eg. during sampling, weighing, mixing and processing
operations, packaging of powder), measures shall be taken to avoid cross contamination and
facilitate cleaning. The production area shall be cleaned and sanitized at the end of every production
process and line clearance from Quality Control &Quality Assurance is must before the next batch
is taken into production. Manufacturing area should be maintained at a temperature and humidity,
which is suitable to the comforts of the personnel working with protective clothing, products
handled and operations undertaken. The production areas shall be well lighted. Flame proof
electrical fittings should be provided in the mother tinctures and dilution department (where ever the
consumption of alcohol is more).The licensee shall prevent mix up and cross-contamination of drug
material and drug product (from environmental dust) by proper air-handling system, pressure
differential, segregation, status labeling and cleaning. Proper records and Standard Operating
Procedures shall be maintained.

(b) Water— 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
pharmacopeial specification (Indian Pharmacopoeia). 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 the quality of water and ensure
freedom from microbiological growth. The tank shall be cleaned periodically and records
maintained by the licensee in this behalf.

(c) Disposal of waste —

(i) The disposal of sewage and effluents (solid, liquid and gas) from the manufactory shall
be in conformity with the requirements of Environment Pollution Control Board.

(ii) All bio-medical waste shall be destroyed as per the provisions of the Bio-Medical
Waste (Management and Handling) Rules, 1996.

d) Factories Act —The provisions of the Factories Act, 1948 (Act 63 of 1948), as applicable shall be
adhered to.
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(e) Medical services —All persons concerned with any activity pertaining to manufacture of drugs
including handling of raw materials, packing materials, packing and labelling of drugs, etc. undergo
medical examination including eye examination, and shall be free from contagious or communicable
diseases and examined in general for fitness at the time of employment and subsequently at periodic
intervals, at least once a year, and records thereof shall be maintained.

(F) Safety measures—

(i) First-aid facilities shall be provided in such a manner that they are easily accessible and
the staff shall be imparted knowledge and training in first-aid measures as may be needed. Fire
control equipment in suitable numbers as recommended and certified by the fire department, shall
be provided at easily accessible places near all sections including stores and warehouses.

(if) Adequate fire protection measures shall be provided in conformity with the rules of the
concerned civic authority and in accordance with relevant fire safety regulations.

(iif) Regular training on use of fire control equipment should be done at regular intervals
for the staff.

(9) Workbenches— Workbenches suitable to the nature and quantum of the work involved shall be
provided in all sections. Such work benches in general, shall have smooth, washable and impervious
tops made of stainless steel and the parts shall not be rough or rusty or damaged otherwise. Wooden
or plastic furniture shall not be permitted.

(h) Container management—Proper arrangements shall be made for receiving containers, closures
and packing materials in secluded areas and for de-dusting the same, removal of wastes, washing,
cleaning and drying or air-jet machine. Suitable equipment shall be provided as may be needed,
considering the nature of work involved.

When detergents are used to wash containers and closures for primary packing material,
suitable procedure shall be prescribed, followed and finally it should be ensured about the total
removal of such materials from the containers and closures before use. Plastic containers which are
likely to absorb active principles or which are likely to contaminate the contents may not be used.
Plastic containers which are likely to absorb active principles or which are likely to contaminate the
contents are not permitted.

Glass containers used shall be made of neutral glass. The closures and washers used shall be of inert
materials which shall not absorb the active principles or contaminate the contents or which may
otherwise be likely to cause deterioration of quality. The containers, closures and packing materials
shall protect the properties of the medicines. Tablets, if blister-packed, shall have secondary
protective packaging to protect the medicines from moisture, odour etc. Neutral glass phials and
epoxy-coated closures shall be used for eye-drops. Transparent plastic containers may be used for
eye drops containing only aqueous preparations. Sterile plastic nozzles may be provided to eye
drops, separately along with the medicine, wherever needed.”.

(ii) the paragraph-2 relating to ‘Plant and Equipment’, the following paragraph shall be substituted, namely,-
“2. Plant and Equipment:

2.1 General — The design of the plant shall be suitable for the nature and quantum of the activities
involved. The production area shall be designed to allow the production preferably in uniflow and
with logical sequence of operations. Machineries and equipment shall be at least one and half 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, avoid the possibilities of contamination and cross-
contamination by providing suitable arrangements. Where possible Man and Material entry into the
manufacturing area should be separate, well demarcated and with air lock facility. The personnel
shall have entry into the manufacturing area through cross over bench. The entry to all
manufacturing sections shall be regulated and persons not associated with the activities in the
sections shall not have access to them. There shall be arrangements for personal cleanliness of
workers and toilet facilities and separate lockers. These shall be separate for men and women
workers. There shall be suitable arrangement, separate for men and women, to change from their
outside dress and footwear into the factory dress and footwear. Uniforms of suitable colours and
fabric which facilitate proper washing and which do not shed fibres or other contaminants shall be
provided. Suitable head-covers and glove shall be provided to the workers. Jewellery of any sorts
should be restricted. Nails should be cleaned and trimmed and use of nail polish is prohibited in the
production area as it may flake off and contaminate the product. Persons working in production area
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must wear the protective hair net (cap) and no hair should be exposed or protrude from/under the
hair net. Men with moustaches and beard must cover their Moustaches and beard with beard cap.
The manufacturing premises shall not be used for dining. There shall be separate area for the
personnel to take food or rest. Toilets shall not be located in or adjacent to any of the areas
concerned with any manufacturing activity. Spitting, smoking, chewing, littering, etc. in the
manufacturing or ancillary areas shall not be permitted. Standard operating practices (SOPs) for
cleaning and sanitation, personal hygiene of the workers, general and specific upkeep of the plant,
equipment and premises and every activity associated with manufacture of drugs including
procurement, quarantine, testing and warehousing of materials shall be written and adopted. 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 the product, batch number,
batch size and stage of manufacture. Each label should be signed/initialed and dated by authorized
technical staff. No person with any contagious disease shall be involved in any of the manufacturing
activities. There shall be proper arrangements for maintenance of the equipment and systems. The
performance of every equipment and system shall be properly validated and their use shall be
monitored. Do's and don'ts in the matter of the use of the plant and equipment as may be applicable
shall be written and displayed in all places. There shall be separate dedicated areas for each ancillary
activity such as receipt, cleaning, warehousing and issue of raw materials, packaging materials,
containers and closures, finished goods etc. Adequate measures shall be taken to prevent
entry/presence etc. of insects, rodents, birds, lizards and other animals into the raw material handling
areas. The area shall be made fly proof by use of “fly catcher” and /or air curtain. Rodent treatments
(Pest control) should be done regularly, at least once in a year and record maintained. There should
be separate bays for receiving and dispatch and to protect materials and products from adverse
weather conditions. Sampling and dispensing of materials shall be conducted under Reverse
Laminar Flow Unit (RLAF), within the warehouse area.

Every material shall have proper identification and control numbers and inventory tags and
labels displaying status of the quality being used, etc. All materials (raw material and finished
product) shall be placed on the raised platforms/racks made of HDPE (High Density Poly Ethylene)
or equivalent and not placed directly on the floor. There shall be proper arrangements and SOPs for
preventing mix-up of materials at every stage of handling. There shall be separate arrangements for
handling and warehousing of materials of different types. Materials with odour shall be kept in
tightly closed containers and shall be well protected from other materials. Fresh materials and
odorous materials shall, preferably be stored in separate dedicated areas. Where bonded
manufacturing and or warehousing facilities are required as per Excise laws, the facilities required
shall be provided without compromise on the requirements specified above. Dispensing of the
material should be done only after issuing of Material dispensing sheet (which is a part of approved
BMR) from Quality Assurance Department. A well-equipped laboratory for quality control/quality
assurance of raw materials and finished products and for carrying out in-process controls shall be
provided. Quality Assurance and Quality Control should be separate departments with pre-defined
roles. Personnel involved in Production should not be a part of the Quality Assurance or Quality
Control team and the testing personnel should have the right to take independent decisions.

2.2 Personnel — All manufacturing operations shall be carried out under the direction and
supervision of technical staff approved by the licensing authority and shall possess the qualifications
prescribed in Rule 85 E. Number of personnel employed shall be adequate and in direct proportion
to the workload. The licensee shall ensure 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 and record shall be maintained.”.

(iii) In paragraph-3 relating to ‘Requirement of Equipment and Facilities’, -

(A) for the sub-paragraph 3.2 relating to ‘Potentisation section’, the following sub-paragraph shall be
substituted, namely,-

“3.2 Potentisation section—The section shall have the following facilities:
(i) Stainless Steel work benches with washable impervious tops;

(ii) Facilities for orderly storage of different potencies and back-potencies of various drugs
in an area where air is filtered through 5 filter;

(iii) Suitable devices for measuring and dispensing of potencies/back-potencies into the
potentisation phials. All the process should be performed under horizontal laminar air flow
with 0.3 p filter;
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(iv) Potentiser with counter.
An area of 20 square metres shall be provided for basic installations.
Notes :

(a) The requirement of potentiser is not mandatory. The process may be done manually also
with proper SOPs. Potentiser, if used, shall be properly validated and shall be calibrated
every time before commencement of work for proper performance.

(b) The manufacturer shall use back-potencies procured from Licensed manufacturers and
the firm shall maintain proper records of purchase or shall prepare own back-potencies.
Every container of potencies and back-potencies shall be kept properly labelled and there
shall not be mix-up of different medicines and different potencies.”.

(B) for the sub-paragraph 3.3 relating to ‘Containers and Closures Section’, the following sub-paragraph
shall be substituted, namely,-

“3.3 Containers and Closures Section.—Separate area for preparation of containers and closures
shall be provided adjacent to the potentisation section. This area shall have the following facilities:

(i) Washing tanks with suitable mechanical or hand operated brushes, bottle washing machines
(rotary/linear) air-jet machine ;

(i) Rinsing tanks. Purified water shall be used for rinsing;

(iii) Closures washing/macerating tanks;

(iv) Driers.

Notes.—

(a) Different droppers shall be used only for each different medicine and different potency.

(b) All measures shall be in metric system. Measures used shall be of neutral glass or stainless steel.
Metal droppers and plastic droppers shall not be used.

(c) Glass droppers shall be reused only after proper cleaning and sterilization and clearance from
Quality Control& Quality Assurance section.

(d) Potentisation shall be done by the method(s) prescribed in the Homoeopathic Pharmacopoeia of
India.”.

(C) for the sub-paragraph 3.4 relating to ‘Trituration, Tableting, Pills and Globules making sections’, the
following sub-paragraph shall be substituted, namely,-

“3.4 Trituration, Tableting, Pills and Globules making sections—The following basic equipment and
facilities shall be provided as per the requirements of manufacturing process:—

(i) Triturating Machine (Made of suitable material which does not corrode due to friction/trituration
process);

(ii) Disintegrator;
(iif) Mass Mixer;
(iv) Granulator;
(v) Electrical oven;

(vi) Tablets punching Machine (Each tableting machine shall be provided with effective dust control
facilities to avoid cross contamination (GMP model));

(vii) Kettle (steam or electrically heated) for preparing solutions;
(viii) Driers for drying granules and tablets;

(ix) Sieved separator (stainless steel);

(x) Tablet counter;

(xi) Balances;

(xii) Coating Pan with spray-gun;

(xiii) Multi-sifter;
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(xiv) Mill with perforations.

An area of 55 square metres shall be provided for basic installations. The area shall be
suitably divided into cubicles to minimize cross contamination, mix-up etc. The medicated tablets in
1X potency should be prepared in hygienic condition to avoid any contamination. Required licence
for the production of globules shall be obtained.

Note.—The section shall be free from insects, worms, rodents, dust and other floating particles and
moisture.”.

(D) in the sub-paragraph 3.5 relating to ‘Syrups and other oral liquids section’, after the existing
provisions, the following shall be inserted, namely,-

“(3) Separate area for preparation of syrup and for washing of bottles or machine for air jet cleaning
of bottles shall be provided.

(4) Separate area shall be provided for primary packing and labelling and also for secondary and
tertiary packing.”.

(E) for the sub-paragraph 3.7 relating to ‘Ophthalmic preparations section’, the following sub-paragraph
shall be substituted, namely,-

“3.7 Ophthalmic preparations section—The following basic equipment and facilities shall be
provided:—

(i) Hot air oven, electrically heated, with thermostatic control;
(i) Horizontal Laminar Air Flow bench;

(iii) Air Handling Unit with HEPA filters to provide filtered air and positive pressure to the section
and air-locks. Temperature and humidity in the aseptic area shall be 27+2°C and relative humidity
55%:z5 respectively;

(iv) Ointment mill/colloidal mill;

(v) Mixing and storage tanks. (Stainless steel of grade 304);

(vi) Pressure vessels, as may be needed;

(vii) Sintered glass funnels, Seitz Filter/Filter candle;

(viii) Vacuum pump;

(ix) Filling machines for liquids ointments etc.;

(x) Autoclaves with pressure and temperature gauges; and

(xi) Necessary workbenches, visual inspection bench, etc.

Area: Minimum area of 20 square metres shall be provided for basic installations.
Notes.—

1. The section shall have a clean room facility of ISO Class 5 clean room (ISO 14644-1 clean room
standard).

2. The section shall be air-conditioned and humidity controlled.

3. Entry to the sections shall be regulated through air-locks with differential air pressures with the
air-lock adjacent to the section having higher pressure and the first one through which entry is made
with the least pressure.

4. Materials shall be passed to the sections through suitable hatches.
5. The personnel shall wear sterile clothing including headgear, which shall not shed fibre.

6. Washing of phials shall be done in separate areas with proper equipment. Proper facilities shall be
provided in the area for washing vessels.

7. Separate area shall be provided for packing and labelling.”.
(iv) for the paragraph 4 relating to ‘Quality Control Division’, the following paragraph shall be substituted, namely,—
“4. Quality Control Division
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4.1 Functions —A separate quality control division shall be provided in the premises. The section
shall be under the direct supervision of an approved technical officer, independent of the manufacturing
division and directly responsible to the management.

Quality control shall be concerned with sampling, specifications, testing, documentation, release
procedures which ensure that the necessary and relevant tests are actually carried out and the materials are
not released for use, for sale or supply until it meets/passes the legal/pharmacopeial standards. The quality
control department shall conduct or outsource the stability studies of the products to ensure and assign their
shelf life, wherever applicable, at the prescribed conditions of storage. All records of such studies shall be
maintained. The area of the quality control laboratory may be divided into chemical, instrumental,
microbiological, testing of packaging material: primary, secondary and tertiary. The section shall be
responsible for ensuring the quality of all raw materials, packing materials and finished goods. The section
shall also carry out in-process quality checks of the products. The section shall be responsible for the stability
of the products and for prescribing their shelf life wherever applicable.

The overall functions of the division shall include—

(1) To test the identity, quality and purity of the raw materials and to recommend rejection of the
material of poor quality and approve materials of the prescribed quality only. The worksheet of the testing
data generated shall be documented properly and stored for minimum five years and the reference of the raw
material should be attached to the BMR (Batch Manufacturing Record) of the relevant product.

(2) To test the identity, quality and purity of the finished products and to recommend rejection of the
material of poor quality and to approve materials of the prescribed quality only. The worksheet of the testing
data generated shall be documented properly and stored for minimum five years and the reference of the
finished product should be attached to the BMR (Batch Manufacturing Record) of the relevant product.

(3) To prepare and validate the methods of analysis, validate the equipment, monitor their use, take
steps for proper maintenance, etc.

(4) To approve or reject containers, closures and packaging materials in accordance with the
prescribed norms.

(5) To exercise/carry out in-process control of products.
(6) To prescribe SOPs on all matters concerning quality of materials and products.

(7) To monitor the storage and handling of raw materials, finished products, containers, closures and
packaging materials.

(8) To investigate complaints, on quality of products, take or recommend appropriate measures to
examine returned goods and recommend their disposal. Records of all the above activities to be
maintained.

4.2 Personnel —The quality control staff shall be full-time personnel. Analysis and tests of drugs,
raw materials, etc. shall be done by qualified and approved technical staff. The technical staff shall have the
minimum qualification of degree in Homoeopathy Pharmacy or Science with Chemistry or Botany or
Zoology as the principal subject and experience of not less than two years in the test and analysis of
medicines including handling of instruments as mentioned in sub-rule (1) of Rule 85 E of the Drug Rules,
1945 and a microbiologist who shall possess a Bachelor Degree with Microbiology as a subject with six
months experience in quality control or post graduate Degree in Microbiology awarded by a recognized
university, wherever Microbiology section is there in the quality control lab of the firm.

4.3 Equipment —The following equipment shall be provided depending on the sections approved by the
licensing authority for different dosage forms—

(i) Compound microscope -Trinocular microscope with suitable magnification and photoraphic
device, i.e. digital camera attached to the microscope, computer/laptop facility supporting the software used
to capture the images and record the data;

(if) Magnifying glass (Needed for macroscopical studies of plants.)
(iif) HPTLC instrument;
(iv) UV lamp viewer;
(v) Monopan Digital Electronic Balance;
(vi) Hot air oven;

(vii) Distillation apparatus;
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(viii) Water Bath;

(ix) Polarimeter;

(x) Refractometer

(xi) Melting point apparatus;

(xii) PH meter;

(xiii) Magnetic stirrer;

(xiv) Table Centrifuge;

(xv) Muffle furnace/electric Bunsen;
(xvi) Moisture determination apparatus;
(xvii) U.V. Spectrophotometer;

(xviii) Rotary micro tome/Section cutting facilities;

(xix) Tablet Disintegration Machine for Microbiological section, necessary lab facilities, equipment,
chemicals, culture media required for testing of following tests

a. Sterility Test

b. Microbial Limit Test

c. Microbial air sampling

d. Microbial Testing of water as per IP.

(xx) Safety shower and eyewash facility in the Quality Control lab.”.

(v) In the paragraph 5 relating to ‘Raw materials’-
(A) the following shall be inserted before sub-paragraph 5.1, namely,-

“5. Raw Materials. 1. 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 expiry’ — ‘first-out’ principle. All
incoming materials shall be checked to ensure that the consignment corresponds to the order placed.

2. All incoming materials shall be purchased from approved sources under valid purchase vouchers.

3. 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.

4. 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.

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

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

(b) manufacturer’s name, address and batch number;
(c) the status of the contents (e.g. quarantine, under test, released, approved, rejected); and
(d) the manufacturing date, expiry date and re-test date.

LIRS

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

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

8. Only raw materials which have been released by the Quality Control Department and which are
within their shelf-life shall be used. It shall be ensured that shelf life of formulation product shall not
exceed with that of active raw materials used.
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9. It shall be ensured that all the containers of raw materials are placed on the raised platforms/racks
made of HDPE (High Density Poly Ethylene) or equivalent and not placed directly on the floor.
Wooden material is not permitted for placing of the raw material.”.

(B)Point a (ii) and b (ii), (iii) of sub paragraph 5.1 shall be omitted.

(C) In sub-paragraph 5.2, after the existing words, ‘shall accompany the materials.’, the following words
shall be inserted, namely, “Flammable and hazardous chemicals shall be stored in separate dedicated areas.
Staff should be trained for safety measures to handle such chemicals. Handling of such chemicals should be
done under Laboratory safety/ fume hood.”.

(D) the sub-paragraph 5.4, relating to ‘Sarcodes’, the following sub-paragraph shall be substituted namely,-

“5.4. Sarcodes— The materials shall be those collected from healthy animals and shall be of
pharmacopoeial specification. The materials shall be those collected, packed and transported under
proper hygienic conditions, well protected from all contamination and should be stored in controlled
temperature to avoid microbial contamination. The materials shall be accompanied by statements as
in the para 'a' above. The materials shall be tested to see that they are free from pathogenic
organisms such as E.Coli, Salmonella, etc.”.

(vi) for the paragraph 7 relating to ‘Laboratory Controls’, the following paragraph shall be substituted, namely, -

“7. Laboratory Controls: Tests as per the pharmacopoeia and requirements shall be carried out on products
and materials. The stability of the products shall be established by as per recommended/approved guidelines
by Government of India. Sterility tests, wherever applicable, shall be carried out. Control samples shall be
preserved for not less than three years after the last sales.”.

(vii) for the paragraph 8 relating to ‘Packing and Labelling’, the following paragraph shall be substituted, namely, -

“8. Packing and Labelling: A minimum area of 50 square metres shall be provided for packing and labelling
section. Labels should be approved by QC before being used. All labels should abide by extant Laws. Labels
should be kept in a temperature controlled environment to prevent loss of gumming.”.

(viii) for the paragraph 10 relating to ‘Standard Operating Practices’, the following paragraph shall be substituted,
namely, -

“10. Standard Operating Practices: Standard Operating Practices (SOPs) shall be developed for various
activities such as receipt, identification, cleaning, drying, warehousing, issue, handling, sampling etc. of all
materials. SOPs should be written in English as well as in a local language. Labels and packing materials
shall be examined for correctness and compliance with rules. Records shall be maintained for their printing,
use, destruction etc. Staff should be familiar with the SOPs. Regular training sessions should be conducted
for the staff and the record for the same should be maintained by Quality Assurance section.”.

(ix) for the paragraph 11 relating to ‘Records and Registers’, the following paragraph shall be substituted, namely, -

“11. Records and Registers: Records shall be maintained for all the activities. These shall include records of
production, records of raw materials, records of testing, records of sales and other supplies, records of
rejection, complaints and actions taken, SOPs and records in respect of compliance thereof, log books of
equipment, master formula records, records of medical examination and fitness of personnel etc. All records
shall be maintained for a period of one year after the expiry of a batch or for three years whichever is later.
Records of the staff available with files of every staff member need to be maintained. Training records need
to be maintained.”.

14. In the said rules, in Schedule T,-

(i) In paragraph 1,-
(A) in item (iv) after the existing words, ‘acceptable quality.” The following word, ‘and’, shall be
inserted.
(B) the item (Vv), shall be substituted, namely, -

“(v) to achieve the objectives listed above, each licencee shall evolve methodology and
procedures for following the prescribed process of manufacture, packaging and quality of
drugs which should be documented as a manual and kept for reference and inspection.

However, under IMCC Act, 1970 or National Commission for Indian System of Medicine
(NCISM) Act, 2020 (14 of 2020) registered Vaidyas,
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their patients and not selling such drugs in the market are exempted from the purview of
Good Manufacturing Practices (GMP).”.

(ii) In Part-I relating to ‘Good Manufacturing Premises’, —

(A) in sub-paragraph relating to ‘Factory Premises’, the following shall be substituted, namely,-

“Factory premises:

The manufacturing plant should have adequate and designated space/ area for—

(i) Receiving and storing raw and packaging material;

(if) Manufacturing process areas;

(iif) Quality control section;

(iv) Finished goods store;

(v) Office;

(vi) Rejected goods/drugs store; and

(vii) Ancillary area.”.

(B) the sub-paragraphl.1 to relating to General Requirements’, the following sub-paragraph shall be
substituted, namely, —

“1.1 General requirement:

1.1(A) Location and surroundings —

Vi.

Vii.

The layout and design of premises must 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.

Where dust is generated (e.g., during sampling, weighing, mixing and processing
operations or packaging of powder), measures shall be taken to avoid cross-
contamination and facilitate cleaning.

Premises shall be situated in an environment that, when considered together with
measures to protect the manufacturing process, presents minimum risk of causing any
contamination of materials or products.

Premises used for the manufacture of finished products shall be suitably designed and
constructed to facilitate good sanitation.

Premises shall be carefully maintained, and it shall be ensured that repair and
maintenance operations do not present any hazard to the quality of products.

Premises shall be cleaned, pest controlled and where applicable, disinfected according
to detailed written procedures and records shall be maintained.

Electrical supply, lighting, temperature, humidity and ventilation shall be appropriate
and they do not adversely affect, directly or indirectly, either the products during their
manufacture and storage or the accurate functioning of equipment.

1.1(B) Buildings —

Vi.

The design of the windows, windowpanes and all fittings shall be such that they will
not facilitate accumulation/lodging of dust and other contaminants.

Pipework, electrical fittings, ventilation openings and similar service lines shall be
designed, fixed and constructed to avoid accumulation of dust.

The building used for factory shall be such as to permit production 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, packaging and labelling shall be in
conformity with the provisions of the Factory Act, 1948.
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Vii. It shall be located so as to be:—

(a) Compatible with other manufacturing operations that may be carried out in the same or
adjacent premises.

(b) Adequately provided with working space to allow orderly and logical placement of
equipment and materials to avoid the risk of mix up between different drugs or components
thereof and control the possibility of cross contamination by other drugs or substances and
avoid the risk of omission of any manufacturing or control step.

(c) Designed constructed and maintained to prevent entry of insects, lizards, birds, worms
and rodents. The area shall be made insect proof by use of “fly catcher” and /or air curtain.
Interior surface (walls, floors and ceilings) shall be smooth and free from cracks and permit
easy cleaning and disinfection. The walls of the room in which the manufacturing
operations are carried out shall be impervious to and be capable of being kept clean. The
flooring shall be smooth and even and shall be such as not to permit retention or
accumulation of dust or waste products.

(d) Provided with proper drainage system in the processing area as well as in storage &
laboratory, which will prevent back-flow and control entry of rodents & insects. The
sanitary fitting and electrical fixtures in the manufacturing area shall be proper and safe. It
should be ensured that there is no contamination of water from drainage lines.

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

(f) Fire safety measures -Adequate fire protection measures shall be provided in conformity
with the rules of the concerned civic authorities and in accordance with relevant fire safety
regulations. Regular training on use of fire control equipment should be done at regular
intervals for the staff.

(9) Drying space—There be separate space for drying of raw material, in process medicine
or medicines require drying be-fore packing. This space will be protected from
flies/insects/dusts etc., by proper flooring, wire-mesh window, glass panes or other
material.

1.1(C) Water Supply —
(i) Adequate provision of water shall be made.

(i) The water used in manufacture shall be pure and of potable quality meeting the
Pharmacopoeial specifications.

(iii) Potable water can be used for washing & cleaning, wherever applicable.
(iv) Water treatment system shall be documented and validated, wherever applicable.

(v) Storage tank should be monitored for microbial growth by periodical testing, wherever
applicable.

(vi) Records of validation & testing of water shall be maintained.

(vii) Brief description of water system (schematic drawings of systems), including
sanitation; shall be maintained, wherever applicable.

1.1(D) Disposal of waste and effluent —

(i) The disposal of sewage and effluents (solid, liquid and gas) from the manufactory shall
be in conformity with the requirements of Environment Pollution Control Board.

(ii) All bio-medical waste shall be destroyed disposed as per the provisions of the Bio-
Medical Waste (Management and Handling) Rules, 1996.

(iii) Additional precautions shall be taken for the storage and disposal of rejected drugs
with special attention to schedule E1 ingredients.

(iv) Records shall be maintained for all disposal of waste.

(iv) Provisions shall be made for the proper and safe storage of waste materials awaiting
disposal.
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(v) Hazardous, toxic substances and flammable materials shall be stored in suitably
designed and segregated, enclosed areas.

1.1(E) Container's cleaning.—In factories where operations involving the use of containers such as

bottles, vials and jars are conducted, there shall be adequate arrangements separated from the manufacturing
operations for washing, cleaning and drying and/or air jet cleaning of such containers.

Vi.

Vii.

1.1(F) Stores —

Storage should have proper ventilation, acceptable temperature and it shall be free from dampness
and prevent entry &breeding of insects.

Storage areas shall be of sufficient capacity to allow orderly storage of the various categories of
materials and products with proper separation and segregation; starting and packaging materials,
intermediates, bulk and finished products, products in quarantine and released, rejected, returned or
recalled products.

Storage areas shall be designed or adapted to ensure good storage conditions. In particular, they shall
be clean, dry, sufficiently lit and maintained within acceptable temperature limits. Where special
storage conditions are required (e.g., temperature, humidity) they shall be provided, controlled,
monitored and recorded, where appropriate.

Receiving and dispatch bays shall be separated and shall protect the materials and products from the
weather. Receiving areas shall be designed and equipped to allow containers of incoming materials
to be cleaned, if necessary, before storage.

Where quarantine status is ensured by storage in separate areas, these areas must be clearly marked
and their access restricted to authorized personnel. Any system replacing the physical quarantine
shall give equivalent security.

Segregation shall be provided for the storage of rejected, recalled or returned materials or products.

Periodic audit of warehouses shall be conducted and its record shall be maintained.

viii.  Flammable and hazardous substances shall be segregated and stored in safe and secure area, entry to

which shall be restricted.

1.1(F)(A) Raw materials —

Vi.

Vii.

viii.

All raw materials procured for manufacturing shall be stored in the dedicated raw materials store.

All intermediate or semi-processed raw materials should be procured only from GMP certified
manufacturing facility and the purchase vouchers should reflect the manufacturing license details of the
facility.

All incoming materials shall be checked to ensure that the consignment corresponds to the order placed.
All incoming materials shall be purchased from approved sources under valid purchase vouchers.

All incoming materials shall be quarantined immediately after receipt or processing.

It shall be ensured that all the containers of raw materials are placed on the raised platforms/racks made of
HDPE (High Density Poly Ethylene) or equivalent and not placed directly on the floor. Wooden material
is not permitted for placing of the raw material.

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.

The manufacture based on the experience and the characteristics of the particular raw material used in
Ayurveda, Siddha and Unani system shall decide the use of appropriate containers which would protect
quality of the raw material as well as prevent it from damage due to dampness, microbiological
contamination or rodent and insect infestation, etc. All steel containers should be preferably of SS grade
304.

If certain raw materials require such controlled environmental conditions, the raw materials stores may be
sub-divided with proper enclosures to provide such conditions by making suitable cabins.

While designing such containers, cabins or areas in the raw materials stores, care may be taken to handle the
following different categories of raw materials:—

(1) Raw material of metallic and mineral origin (other than ingredients mentioned in Schedule E | of the
Drugs &Cosmetics Rules, 1945).
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(2) Raw material from animal source.

(3) Fresh Herbs.

(4) Dry Herbs or plant parts.

(5) Excipients etc.

(6) Volatile oils/perfumes &flavours and

(7) Plant concentrates extracts and exudates/resins.

Further, ingredients mentioned in Schedule E | of the Drugs Rules, 1945 should be kept separately. Inflammable

substances/ raw materials items shall be kept separately at secure area/ place.

X.

Xi.

Xil.

Xiii.

Xiv.
XV.

XVi.

Each container used for raw material storage shall be properly identified with the label which indicates name of the
raw material, source of supply and will also clearly state the status of raw material such as "UNDER TEST" or
"APPROVED" or "REJECTED", by use of colour coded status label — Yellow, Green and Red respectively. The
labels shall further indicate the identity of the particular supply in the form of Batch No. or Lot No. assigned to it
on receipt and the date of receipt, date of expiry and retest date of the consignment.

Dedicated area shall be provided for sampling of raw material & excipients to avoid contamination & cross-
contamination.

All the raw materials shall be sampled as per written Standard Operating Procedures (SOP) and got tested either by
the in-house Ayurvedic, Siddha and Unani experts (Quality control technical person) or by the laboratories
approved by the Government and shall be used only on approval after verifying.

The rejected raw material should be removed from other raw material store and should be kept in separate area
until it is disposed off; as per written Standard Operating Procedures (SOP).

Procedure of ‘First In First out (FIFO)’ and ‘First Expired First Out (FEFO)’ should be adopted for raw materials.
Entry to quarantine & recalled/returned goods shall be restricted only to Authorized persons.
Records of the receipt, testing and approval or rejection and use of raw material shall be maintained.

1.1. (F)(B) Packaging Materials—

i All packaging materials such as bottles, jars, capsules, printed packaging material like labels,
cartons etc. shall be segregated and stored properly in safe & secure area.

ii. Status labels shall have appropriate colour code such as"UNDER TEST" or "APPROVED" or "RE-
JECTED", by use of colour coded status label — Yellow, Green and Red respectively.

iii. All containers and closure shall be adequately cleaned and dried before packing the products.
1.1(F)(C) Finished Goods Stores —

i. The finished goods transferred from the production area after proper packaging shall be stored in
the finished goods stores within an area marked "Quarantine".

ii. After the approved quality control laboratory and the experts approved quality control personnel
have checked the correctness compliance of finished goods with reference to its packing/labelling as
well as the finished product quality as prescribed, then it will be moved shall be moved to
"Approved Finished Goods Stock" area.

iii. Only approved finished goods shall be dispatched as per marketing requirements.
iv. Distribution records shall be maintained as required.

v. If any Ayurvedic, Siddha and Unani drug needs special storage conditions, finished goods store
shall provide necessary environmental requirements.

1.1(G) Working space —

i. The manufacturing area shall provide adequate space (manufacture and quality control) for smooth
passage of men & material preferably separate &for orderly placement of equipment and material
used in any of the operations for which these are employed so as to facilitate easy and safe working
and to minimize or to eliminate any risk of mix- up between different dines, raw materials and to
prevent the possibility of cross contamination of one drug by another drug that is manufactured,
stored or handled in the same premises.
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ii. As far as possible unidirectional and logical flow shall be maintained in all operations.

iii. Man and material entry into the manufacturing area should be separate, well demarcated and with
air lock facility, wherever possible,

iv. The personnel shall have entry into the manufacturing area through cross over bench.
v. The manufacturing area shall not be utilized for dining purpose.

vi. The manufacturing area should be sanitized regularly with disinfectant based on a complex silver
ions and hydrogen peroxide as an oxidizing agent for aerial fumigation, keeping it in view to
provide high level of protection for humans and environment.

vii. Records of sanitation should be maintained.

1.1(H) Health Clothing, Sanitation and Hygiene of Workers —
i All workers employed in the Factory shall be free from contagious diseases.

ii. Smoking, chewing tobacco, eating & storing food or medicines shall not be permitted in working
areas such as stores, processing, laboratory, etc.

iii. Wearing any sort of jewellery should be discouraged and use of nail polish should be prohibited in
the manufacturing area.

iv. The clothing of the workers shall consist of proper, clean uniform suitable to the nature of work,
ensures safety & comfort and of suitable colours and fabric.

V. Clothing shall be laundered or cleaned in such a way that it does not gather additional particulate
contaminants that can later be shed.

vi. The uniform shall also include cloth or synthetic covering for hands, feet and head wherever
required which shall be non-contaminant.
Vil. Handling any material with uncovered hands should be avoided.
viii. Adequate facilities for personal cleanliness such as clean towels, soap, hand sanitizers and scrubbing

brushes shall be provided.

ix.  Separate provision shall be made for lavatories to be used by men and women, and such lavatories
shall be located at places separated from the processing rooms.

X. Workers shall also be provided with facilities for changing their clothes and to keep their personal
belongings.

1.1(1) Medical Services —The manufacturer shall also provide—
(a) Adequate facilities for first aid including Ayush drugs;

(b) Medical examination of workers shall be performed at the time of employment and periodical
checkup thereafter by authorized medical personnel under The Factories Act, 1948 or by a registered
medical practitioner of recognized system of medicine by Government of India once a year, with
particular attention being devoted to freedom from infections.

(c) All persons concerned with any activity pertaining to manufacture of drugs including handling of
raw materials, packing materials, packing and labeling of drugs, etc. shall undergo medical
examination including eye examination, and shall be free from contagious or communicable
diseases and examined in general for fitness at the time of employment and subsequently at periodic
intervals, at least once a year and records thereof, shall be maintained.

1.1(J) Machinery and Equipments —

i. For carrying out manufacturing depending on the size of operation and the nature of product
manufactured, suitable equipment either manually operated or operated semi-automatically
(Electrical or steam based) or fully automatic machinery shall be made available. These may include
machines for use in the process of manufacture such as crushing, grinding, powdering, boiling,
mashing, burning, roasting, filtering, drying, filling, labelling and packing etc.

ii.  Asfar as possible, the machinery and equipment should be in uniflow and with logical sequence of
operations as far as possible.
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ili. To ensure ease in movement of workers and orderliness in operations a suitably adequate space will
be ensured between two machines or rows of machines. These machinery and equipments have to be
properly installed and maintained with proper cleaning. List of equipments and machinery
recommended is indicated in Part l1A.

iv. Proper standard operational procedures (SOPs) for cleaning, maintaining and operation of every
machine should be laid down.

v. Records of cleaning & maintenance must be kept.

1.1(K) Batch Manufacturing Records.—
Batch Manufacturing Records (BMR) are required to provide:

i. BMR should clearly indicate quantity of raw material used for production, quantity of raw material
dispensed/issued by the store and Quantity of raw material received and used by the production.

ii. Analytical Report (AR) number and Batch number of all the raw materials used, should be mentioned in
the BMR.

iii. The record of specific method and procedure preparation that is, "Bhavana"” "Mardana” and "Puta™ and the
record of every process carried out by the manufacturer shall be maintained

iv. Tests conducted during the various stages of manufacture like taste, colour, physical characteristics and
chemical tests as may be necessary or indicated in the approved books of Ayurveda, Siddha and Unani
mentioned in the First Schedule of the Drugs and Cosmetics Act, 1940 (23 of 1940), may be mentioned in the
form of their report number in BMR.

v. Before commencing of a batch, cleaning status of all machines and equipment to be used should be
checked and recorded in BMR. Calibration record of the machine and equipments may be maintained
separately and date of last calibration done, may be recorded in BMR.

vi. BMR should also mention the name and signature of the personnel who has performed/conducted the task
and also who has supervised the manufacturing/testing procedure at all stages.

vii. During the entire batch manufacturing process, line clearance for all machines and equipment should be
given by the approved personnel before manufacturing, before filling and also before commencing of
packing of the finished product.

viii. BMR should clearly mention the quantity of packing material ordered, quantity issued, quantity used,
quantity rejected, and quantity of the packing material returned to the stores. (Rejected material should be
destroyed by the stores and record of which shall be maintained by the stores).

iX. BMR should clearly mention the theoretical and actual yield of the finished product.

X. At the end of the manufacturing process, the Quality control department will release the final batch on the
basis of the tests performed as per specification and also after checking that all batch manufacturing records
are properly filled and duly signed.

1.1 (L) Distribution Records —Records of Finished Goods transfer, sale and distribution of each batch of

Ayurveda, Siddha and Unani Drugs, shall be maintained in order to facilitate prompt and complete recall of the batch,
if necessary.

1.1 (M) Record of Market Complaints —

i. Manufacturers shall maintain a register to record all re-ports of market complaints received
regarding the products sold in the market.

ii. 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.

iii. Once in a period of six months the manufacturer shall submit the record of such complaints to
the licensing authority.

iv. The Register shall also be available for inspection during any inspection of the premises.

v. Adverse Drug Reaction (ADR)-The licensee shall have a pharmacovigilance system in place for
collecting, processing and forwarding the reports to the licensing authorities for information on the
adverse drug reactions emerging from the use of drugs manufactured or marketed by the licensee.
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1.1(N) Quality Control —Every licensee is required to provide facility for quality control section in his own
premises or through State/UT Government approved testing laboratory. The test shall be as per the Ayurveda, Siddha
and Unani pharmacopoeial standard. Where the pharmacopoeial tests are not available, the test should be performed
according to the manufacturers's specification or other information available. The quality control personnel shall test
all the raw materials, monitor in process quality checks and the quality of finished product being released to finished
goods store. Preferably for such quality control, there will be a separate personnel as defined in 1.1 (N) (ix) of this
Schedule. The quality control section shall have the following facilities:—

iv.

Vi.

Vii.

viii.

Xi.

Xil.

There should be atleast150 sq. feet area for quality control section.
For identification of raw drugs, reference books and reference samples should be maintained.
Analytical record should be maintained for the various processes.

To testthe finished products, controlled samples of furnished products of each batch will be kept for
3 years.

To supervise and monitor adequacy of conditions under which raw materials, semi-finished products
and finished products are stored.

Keep record for establishing shelf life and storage requirements for the drugs.

Manufacturers who are manufacturing patent proprietary Ayurveda, Siddha and Unani medicines
shall provide their own specification and control references in respect of such formulated drugs.

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.

All raw materials will be monitored for fungal, bacterial contamination with a view to minimise
such contamination.

Quality control section shall comprises Quality Assurance (QA) and Quality Control (QC) activities.
They shall have a minimum of—

(a) Expert in Ayurveda or Siddha or Unani medicine who possess a degree qualification
recognized under Schedule Il of Indian Medicine Central Council Act, 1970 or notified in the
Schedules to the Indian Medicine Central Council Act, 1970 (48 of 1970); or National Commission
for Indian System of Medicine (NCISM) Act, 2020 (14 of 2020) or ;

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

(c) Botanist (Pharmacognosist), who shall possess at least a Bachelor Degree in Science or
Pharmacy or Pharmacy(Ayurveda) awarded by a recognized University:

(d) Microbiologist who shall possess a Bachelor Degree with Microbiology as a subject with six
months experience in quality control or post graduate Degree in Microbiology awarded by a
recognized university, wherever Microbiology section is there in the quality control lab of the firm.

A mechanism of internal audit should be developed by the manufacturer.

The manufacturing unit shall have a quality control section as explained under section 35(ii).

Alternatively, these quality control provisions will be met by getting testing etc., from a recognised
laboratory for Ayurveda, Siddha and Unani drugs; under rule 160A of the Drugs and Cosmetics Act. The
manufacturing company will maintain all the records of various tests got done from outside recognised
laboratory.

Xiii.

Xiv.

List of equipments recommended is indicated in Part I C.

Validation of each process, equipment, instrument and testing method shall be carried out as per

written SOP. It should be done whenever there is a change in method, process parameters and/ or equipment
and record should be maintained.

1.1(O) Training —

All personnel shall have adequate training in appropriate fields such as Ayush systems,
pharmaceutical technology, taxonomic botany, phytochemistry, pharmacognosy, hygiene,
microbiology, handling of complaints and related subjects in periodic manner.
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ii.  Training records shall be maintained and periodic assessments of the effectiveness of training
programmes shall be made.

1.1(P) Qualification and Validation —

i A section of Qualification and validation of equipment's, Process & Test procedures including SOPs
for cleaning, maintenance & performance of every machine may be included.

ii. Calibration of each measuring/ weighing equipment, analytical instruments, pressure temperature
gauges shall be carried out at appropriate frequency.

iii. A formal change control system should be established to evaluate the potential effects of any changes
on the quality of the Product. Scientific judgement should be used to determine which additional
testing and validation studies are appropriate to justify a change in a validated process.

1.1(Q) Internal audits (self-inspection) -

i. In order to verify compliance with the principles of GMP, regular internal audits shall be performed
in accordance with an approved schedule.

ii. Audit findings and corrective actions shall be documented and brought to the attention of the
responsible management of the firm. Agreed corrective actions shall be completed in a timely and
effective manner.”.

(iii) In Part-11, —

(A) in the Table relating to the List of recommended machinery, equipment and minimum
manufacturing premises required for the manufacture of various categories of Ayurvedic, siddha systems of
medicines, —

(1) in column 2 relating to serial no. 4, the words ‘Kupi pakava/Ksara/
Parpati/LavanaBhasm a Satva/Sindura Karpu/ Uppu / Param”, shall be substituted by the following
words, namely, “Ksara/Lavana/ Satva (plant origin)/ Uppu”.

(2) after the existing categories, the following categories shall be inserted, namely, —

“16. Saundaryaprasadhak 100 sq.ft. Mixing and heating tank , Filling
machine.
17. Swarasa 100 sq.ft. Juicer Grinder (according to the

requirement), filter, mixing tank,
packaging equipments.

18. AushadhaGhana/ extracts 200 sq.ft. Boiler, Extractor, condenser, receiver,
column, distillation, tray dryer,
vaccum dryer, grinder , blender,
shifter.

19. Nasal Spray 300 sq.feet. Reverse laminar airflow, weighing
balances,  manufacturing  vessel,
jacketed manufacturing vessel, bulk
holding vessel, diaphragm pump,
filter assembly, automated filling line
including vial washing machine,
sterilizing and Depyrogenation tunnel,
autoclave, vial filling machine (filling,
sealing, crimping, transfer conveyor
etc.).

Adequate space for the
packaging and holding will
be required

Note - (i) Equipment of Stainless Steel (SS) shall be grade of 304 and above.

(if) List of machinery or equipments are only suggestive in nature. Manufacturer may use
appropriate machinery as per latest emerging technology.

(iii) Nasal spray dosage form is not mandated to be sterile. In case any formulation warrants
sterility, manufacturing and quality instrumentation, to be utilized accordingly.”.
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(B) the existing description under sub-paragraph D shall be substituted, namely, --

“D. Supplementary guidelines for manufacturing of Rasaushadhies or rasamarunthukal and
kushtajat (herbo-mineral-metallic compounds) of Ayurveda,Siddha and unani medicines

These guidelines are intended to complement those provided above and should be
read in conjunction with the parent guidelines. The supplementary guidelines are to provide
general and minimum technical requirements for quality assurance and control in
manufacturing Rasaushadhis or Rasamarunthukal and Kushtajat (Herbo-mineral-metallic
formulations). These supplementary guidelines deal with Bhasmas, Sindura, Pishti, Kajjali,
KhalviyaRas, Kupipakwa, Rasayan, Parpati, Potali Rasa, Satwa (of Metals and Minerals
origin) DrutiParpam, Karpu, and Kushta etc. used in Ayurvedic, Siddha andUnani Systems
of medicine.

The supplementary GMP guidelines for Rasaushadhi or Rasamarunthukal and
Kushtajat are needed to establish the authenticity of raw drug, minerals and metals, in-
process validation and quality control parameters to ensure that these formulations are
processed and prepared in accordance with classical texts and for which safety measures
are complied with. Storage, handling, transport & processing including discard and
recovery of metals & minerals especially Mercury, Lead & Arsenic shall be done in
accordance with available guidelines such as Environmentally Sound Management of
Mercury Waste Generated from the Health Care Facilities issued by Central Pollution
Control Board.”.

(C) the sub-paragraph 2 relating to ‘Manufacturing Process Areas’, shall be substituted, namely, -
“2. Manufacturing Process Areas:

For the manufacture of Bhasma and Kupipakwa and Rasaushadhi preparations made from metals
and minerals the following specific areas shall be provided, which should be completely segregated from the
production area used for preparation of plants and animal ingredient-based formulation to avoid cross-
contamination. At least following exclusive areas are required for Rasaushadhies or Rasamarunthukal and
Kushtajat:—

2.2. (a) Bhatti or Heating Devise section for Bhasma and Rasaushadhies: 100 Sq. feet for heating,
burning, putta and any heat related work with proper ventilation, exhaust and chimney with scrubbing system
to avoid emission of any hazardous substance into the environment complying to National Ambient Air
Quality Standards (NAAQS) of Central pollution Control Board, in accordance with Pollution Control
regulation. The size and dimensions of each Bhatti section would be so designed to suit the batch size or
quantity of materials to be processed, keeping in mind the processing is done as per the conditions of Drug
and Cosmetics Act,1940 mentioned under Schedule I official books.

(b) Grinding, Drying and Processing section for Bhasma and Rasaushadhies: 100 Sq. feet (Manual or
Mechanical, drying shade or 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, appropriate temperature should be selected to prevent any adverse effect on the quality.

(c) Rashaushadi Related Store.—100 Sq. feet.

In addition to the fuels prescribed in the schedule books namely coal, firewood, cow dung cakes
etc., use of other heating devices such as electrical heating, oil or gas fired furnaces and others shall be
employed so as to provide the required temperature as per the nature of material and object of heating.
Depending on the formulation being manufactured, manufacturers may adopt aerobic or anaerobic process.
Properly baked and clean earthen pots or crucibles and glass containers or appropriate design shall be used.

The manufacturing area should be designed with special attention to process the products that
generate toxic fumes like SO 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, to ensure ‘Zero
Emission’ of any hazardous substance complying to NAAQS standards of Central Pollution Control Board,
so that safety of personnel and environment is not affected.

In order to ensure that any hazardous substance does not enter the effluent, proper SOP should be
developed to clean the premises and to collect accidental spill of hazardous substance like heavy metals, must
be provided. The drainage in such areas should be preferably in the form of easily accessible drains, to
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facilitate collection of spillage and cleaning. The effluent shall be treated with appropriate treatment to ensure
that no hazardous substance escapes into drainage.

Since processing of Rasaushadhis may introduce heavy metal contamination and cross-
contamination etc., therefore, cleaning of equipment is particularly important after every process by using
appropriate cleaning agent which should not react with material of equipment and must be non-corrosive and
non-absorbent.

2.3 Records shall be maintained specially for temperatures attained during the entire process of Bhasmikaran,
Kupipakwarasayana 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. The time
temperature data shall be recorded on the BMR.

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 up of aluminium or its alloys
should not be used.

Access to manufacturing areas shall be restricted to minimum number of authorized personal only.”.

(D) In sub-paragraph 3 relating to ‘Quality Control’, for sub-clause B, the following sub-clause shall be
substituted, namely,-

“B. 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 Rasaushdhi can only be assured if the starting
material-metals and minerals of pharmacopoeial standards are used. In some cases more detailed
information may be needed on aspects of their process. The manufacture shall ensure in-house
standards for the uniform quality of product.

Quality testing will be carried out as per official Pharmacopoeia or Schedule | books for
test namely, colour, taste, varitaratwa, Rekhapurnatwa, Laghutva, Nirdhumatwa,
DutagreKachakacha, Niruttha, Apunarbhava and Nischandratwa. Record of such tests shall be
maintained.

Master Formula of each product should be evolved and followed up. The Particle size of
the product should be tested by adopting microscope fitted with micrometer or particle size analyzer
or any appropriate other techniques. Required physio-chemical characterization of the product
should be undertaken by appropriate analytical equipment. The Standard Manufacturing Process of
the product should be evolved/ follow up. The disintegration time of pills-vati and tablets should
also be monitored. All tests carried out and results obtained should be recorded along with rough
notes.”.

(E) the sub-paragraph 4 relating to ‘Product recalls’, the following sub-paragraph shall be substituted,
namely,-

“4. Product recalls

Literature inserted inside the product package should indicate the name address of
the manufacturing unit or registered office and telephone number for reporting of any
adverse drug reaction by physicians or patients. On receipt of such Adverse Drug Event
report, it will be the responsibility of the manufacturer to investigate the report and recall
the concerned batch of the product from the market if warranted.

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.”.

(F) the sub-paragraph 5 relating to ‘Medical examination of the Employees’, the following sub-paragraph
shall be substituted, namely,-

“5. Medical examination of the employees:

Employees engaged in manufacturing of rasaushadhi should be medically examined
periodically at least once a year to detect any adverse effect (occupational hazard) on the vital
organs of the employees. Records of medical examination reports of the employees shall be
maintained and made available to statutory inspectors during Good Manufacturing Practices
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inspections. Personnel engaged in manufacturing of Rasaushadhi should be rotated at appropriate
intervals to limit the extent of exposure.”.

(G) the sub-paragraph 6 relating to ‘Self Inspection’, the following sub-paragraph shall be substituted,
namely,-

“6. Self-Inspection:

The release of Rasaushadhis should be under the control of a person who has been trained
in the specific features of the processing and quality assurance of Rasaushadhis. Personnel control
of Rasaushadhis should have appropriate training in the specific subject of Rasaushadhis. He will be
at least a degree holder in Ayurveda/ Siddha/Unani medicine or B. Pharma degree holder in
Ayurveda/Siddha/Unani medicine.”.

(H) in sub-paragraph 7 relating to ‘Dosage form of Rasaushadhi’, for the words, “the Ayurvedic
Pharmacopoeia of India or Indian Pharmacopoiea as updated from time to time.”, the following words shall
be substituted, namely, “the Rule 169 of the Drugs Rules, 1945.”.

(I) in sub-paragraph 8, in the table, for the entries relating to S.no 4 in column 2, the following shall be
substituted, namely, “Kupi Pakva/ Parpati/ Dhatu Satva/ Sindura Karpu/Param.”.

[ F.N0.T-11011/5/2024-DCC (AYUSH)]
Dr.. KOUSTHUBHA UPADHYAYA, Adviser (Ayurveda)

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