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ey fraw
1. (i) 5 frraeil = it smy oty ofR srmem Tl ((--mmmesenes gdefert) frm,2001 %)
(i) A ToT9 W RIS <! TG 1 vE B |
2. ify R e wonl fram, 1945 4, -

() W XV & yva ffefa iz fem wmem, avaiq -

Wt XVI (%)

fimea & fore smplfes, oy ar T sl & fafarior & srfuranteat =t
AR | sy, Rrar av gareft shwfirat ol & fafmivr & wgee st wonht
! AT HTA & 0 yargnEst # e

160-%, - AR, Rig A gt st #t e we & fag oA
FEw fpe e & e amde= - aTafe, fag oiR g siwfugt & fasr o fom
faf-rwior argmferaial @t iR & spatee, fog a1 g shafest a7 s+ fafmior &
TG R & [0 oTgieR ta fevw < a1 we el fevm s & fow e
W&y 40 ¥, gureaia, 39 fma % am XV, XV ar XV & vt & o
T TR GRT gt ST wifereh @, f8 6 o & o7 © s7grie miuer)’
@l T ¥, feha Som MR Su W v afufan o ueelt o o fafafee
HTgatee, fog a1 g ofwfiat @t e o8 TR Tud ot frdieqor wia rft |

W] AR AR St b vt stfafter ST S et 389 g
wEY 40 1 15T o TeY o a79sT I

U] T8 R o afg 23gEe o Eeor & fo1u atega 36eh e o OF Hie
¥ oiAw ferr wren ¥ & ey Tdwror o afufem =t weelt s | fefafee
ST, T a1 e afrafudt oY oo farwetsor 9 g9n & 9% #9IR U 1 &
Toh T 94 WIAH ot 81X W Sfaicad (HQeqor ®ig vt |

WHAHIT - 30 97 & vET % for, angafse, fag R g shefuat west @
AR, fag o gt sisfual & fafmior & vgem et aroh ot st & oik 398
AT & |
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160 =, - 21 weer forerit g, foer ar gt olvwfrat & faftrertor & or-
it # S ® angdfes, fag o gt ol @ W % e
mq‘:;mftmmtw TR STHIE Y STE ST AT IA® AT &
g et -

(1) sates, fog ofR g ohwfudl & fafmior & vt o ok @
SRR, Fom 1 Tl sl Y e, g, wter) ofR wfeR b v
g R & o, Y 5 Formt 3 Iaeit % ondi omifie ¥, TR S 41
o o fean s |

(2)  we9 4l e IRRH fRT IR o S AaeoT T S R g STees
fyefefiaa It ST ST T, 3 (-

for it o goa o Freior a5 @ &, & gl & feang s fodlt sgatass, e o

T st o o T % PR ST SR ¥, TR AR A €T

Fafag & | 81 @l aTavas ¥, GRER] @ ararpied fer s ey 6

SRRl 3 ST 3 YT 3R Hriver s @ A et o, g 9o

e fasie oo i o @b |

() 3T T e % frre ey afvafit 3 T 6t sk IR e Bt wE 8
TR BT A T i S W !

] STRIG TR R W S AW 1 TR T fef safe e St
o} vl & a1 & |

(7)) aTag U oIfrEl & U gel STerd T S S | fawl o w9 4
fraiifora % o Syt fevw s o 3k fomres o T wie, eaf fae o T
e W fepataamerd ¥ 9 © &9 felt a1 Agas, fag ar g o Peah/antdl |
Treres ot Feait ¥ ol it seafeen, T = gl 1St i 3 3FTER 9X AT fageryoy
R % forw a7 et oTgERe, fag A gAY sl @ geEr, wEe, el 6k
iferT 3 fo as Saered ¥, QT TN H A TATE |

(1) T HgG, g A1 A it @ gEaE, wE, s wWe e 5
o oo a7 favatsor s & fom atfaamd 3ustor 3uersd o |

TG T A fwetso o e % fe wwitan srgafess, feg o g sfufua &

Tt Y A R e e F U9 gu U SO SO el T R I
A VIS A TSR T 8 v & |
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(4) Wwwﬁiﬂaﬂtmﬁﬁ%%ﬂ Fenfeeta, sngatas, fag ar gt it
ﬁwﬁaﬂrfﬂﬁw FR 2 (77) § fafsee favgii © @ fodl v & afsra fvm < o fepu
SIE St ORI SAfeRT BT 3N STakeR g1 SR 99 91 faverson @bt Rarer & e
ITRGT B

(5) g e et iR wifed & o, aenfiela, snepEfes, g @ g offu
) qog o1 faveronemen ¢ sfaadt gR1 = ST S sean HR 90T AT
aryrire sfenrdt =t w2 ¥ ftr ww A vl & (Fah A s @ ww g )

(6)  arage sl 3R 3% e wTg U Fget & SaeT & aTef AET wIe AT
e SIR P ot Ol qeh 1 oAERT T I TR IR b 90 o faeur %
ey o a7ferd ¥ ot a3 foru S1gEIe ¥ oo fem T E |

(7) g Afaty 3R 38 o a=n o fagmt & eyt % 3wt Jrger o JEE
ST, Foreg an g sivaferdt ) el soere HEm AR wEeE § T T % T
Forier U SRl Y o o1 ferwdtevT 3 Gy o smafe € e ek 3R < foT
TR fehar s &

160-17 SreyriveeT &Y ERT - &Y 41 F o fapan a1 v 42 F Fefi AR, I

% T 30 gEet & Tt o s 7 o o ST, 36 g | et @@ argee fahar ST
¥ o1 it feaa s ¥, <ff o o avafe o foru ferfermme &

e A e 40 F Srrie 3 el 3 forg SR 39 e o qd fobar s
¥ o7 afe RRET B o UEE G TS I TATH % BE W F AW TR ST &Y
mﬁmﬁmﬁmmw%ﬂﬁﬂwmmﬁaﬂﬁquﬁmﬁqwﬁm
o Sas TAEROT % Fer 3Tae ST BF T 3 ek et fen I & ot @ wwe S fo
FAET I STTHH B T E |

160 . FFRIE &t w1t ¢ 56T 41 o AR ffeee AR it & a7 g -

(%) oF e R T T 6 e e arge fovr st & (R g
T YN SR ST e e ) Fram 160-1 1 g faffee waie weaERt g
R gt URER T SR @ S St iR S e |

(@) FFfET Tmen qosReRer @ Oe wfee el # s sl {6
S GRT A Tl St oo Y ST ¥, SR 0T AR € |

Ty oFpEfan e SREfa, faw ar gan sl & et T W ged,
W,wﬁw&aﬂ?wﬁﬂﬁﬁmwﬁaﬂtmq&m%aﬁmw*@ﬁﬁnﬁﬁ
oyt remin SR GO e A, U wed § A fe o fdieror o fee Saemr @ ol ol



[ ¥FT 11—|"E 3(i)] M T UATH : AEHRT

e 3 9= ot g9 feeee forw atern =t awivg fra ot S v, o v % ot |
2 Y A aTaly T AR 37 It g H B o ) 3rafy T g9 T A |

(@) arAsa saveen sfufan & e fiwes w1 yd ge WA saes e,
30 GNER H A i A7 @ U ) 1 TR € AR IR SR 90 % ferd R SueEht e
o st s e & 3T | srRiremen feret Bt 5 Framt o ol v TTw e
3R el o Pl A ol W fee R O SRt St et 3 a8

afufafea w & v | o W o arfufay oik 3 anda s=e o ot & St
o1 ITAT foham =11 @7 & &1 e |

()  FAIfd varTerer G99-g9g U ITHIRT MINHRI @, J9iRafd, TR,
fag 71 A ol ot 9o & wwame =i a1 Yo F AU s favee swenfal &
B Aot giaT ot T ORER 1 8 ot difcaeh el $ 31 IE % WS @ wgEd SURa
o B9 aet gRaEe i, S TR wifaerl o 1R @ feu e frse sifaw fwor =t 9
fepw mu &, e erqeier orga fopw oy o Sk wrelieret fepy =T 9 o ot |

(@) FEiia wErTSIen W o1 fawreryor o aRonat & e wew 43 9

(B) s fonlt arrpafeer, fag an gart aftefe o1 =g ag vt 199X A wrfete]
T I S ¥ & SR SRR T Y 9v ®f U 1 ufd, o w02 oot % 91
gfed rHifaa miueprt & < |

= argfea warTeen sfuiay 3R 39S o7 SAU U et % st o R ud
Ffafem a0amatt w1, afs FE 8, A aifufaam & ey Ve % ol I & s9m o formt
H afcfae ot WY 3R forrant orpmifer wiusrt 3 sTfee s R 31 ¥ /= 6
FEAT S 8, ST |

(%) orqofea ush feror qeaes vamm o o frftates anam) feem &R 3 g St
& sfea s sfufefas & @ |

160-g st SR P s § qd Prftwor - oew 41 § srERa g feu s @ qa
FTHIG MTUehRT S@ WARTRICN w1 ToTels, geiead, JRgatees, fag o1 g sfmferdi @t o
feh ST <t TN ¥, i TR R 9 TR FRT 911 339 o ovefia fagert ftarent g
G ®9 Y fAaror g 3R et afvad SR sttt o 3 foro wam feu s &
for strerfad Suea Y T 01 iR favs =il & wamfas swarst @ s w1 |

160 -Fftwor @t Raie - fremr 160 7 o sfeafiad el TR & Sgfae 3R s
R ot fasm o ftieges Fkeror < oftomml &6t forega Ry s1iRer sfurepidy 1 o
foeoT ot T Feon it A 3 3) ST & iR S |
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160-3 srave= Mt ®1 ufipar - (1) 3 smca mivsRT 1, vt sfafe sg &
YT, 9fs s B, F 9% ameavas g, a wHm & T & i sty % anfiA s
foremif <t aTdIat T uTe b T & SIR aEIRA Wt ar stfufan & el S e s
Y FiT T UTeT farar T ¥ A 9 fay 160 9 9 affrg st @ RO ) mifty & WR

T ¥ iR T 41 8§ FEREA SR O |

(2) afx sFERA iR 1 TEr T TE A & | 9 SEs H AR ) S AR
TAZH hi U AR F HROT AR I VAT B GIAT A R KU A F G g
ST =feT |

160-51-7meiit & uvene Afefam amag - AfT srgiRT &% o siras ) AR % 9%
T ot ey 3 iR STTaeeh STHIE kRt it 7€ ghad & 37 & for st vt gt o
M ¥ 3RS TR TR ! FR0eor Wi ST e 3 € o, ofs e miveert @ sifafte
foRieauT e ST & TTE 96 QU & STRn & o SRS 6T SR & foto et @61 arare
o fear T @ A € T 41 F ITHIG STET R TR E |

160-g7-ratahToT - FeltehToT % feTu 3T fopu 9T OR STgiG= TRt FrRisTor ot |apen &
AR 7fg 6 I8 THYH & N ¢ b oTgHiIRe @t iR stfufm % o1l &g o fmt et
e T UreAe e T ¥ o o Wy 42 W TaliaRoT 1 HET 9F TR e |

160 et @1 weamgeor 3 fremaer - (1) argrie wifesid), STEifed et &
T% B JTETT FA T TR I o TvA] fob U SR TR 4t A e s, fefiae st
g1, foT I9h HRUT FAY T &, I 9T F I ITEE STIHRT B YT ©F @ A
ArpEfse, fag ar g shefimt & Fo 4 yamt st gvg a1 favervn 3t amee = g
HEY ¥, 39 9 H Hearad T Fehell € a1 ST 378t & forw St 9 3w, Fefiag )
T & W fof IHe! T T SRR SATRIeT 3RS vt A o foRet oo afufrem
Y] I T T T Fermt & Suat | § fandlt o1 ST e 1§ 7 W Y

(2) o ereEfea TvTenen o STEIRA i fefad e fear T & a1 weaed o fear i ¥
% R ! TRIE G i T 6 o 0T EXHR T AU B G & 3R U 799 TWER
YR AR & R Faferear gafa wd grededt foer grr 3@ Fite fger i) e o
ferggfere Ty sl o U6 & TRV @ 37diet o1 fager SuT |
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(@) g % W wew 39 % uvar i rew sfenfie e s, sl :-

=g 40
(Fraw 160-= o)

STRIAT, T o g St & fasper o ferw fafmior s6ea o o arpaferentyat
T AR G argefes, fag ar A shwed) ar 3=ah Fafomion | oo wet wmbEl ot 9vd
3 foru ST & IR a1 el % fere s |

(1) wrd/ &\ e, fag = R
sttt fasrar o forg fafemior o o fow sttt =6t iR @ angafess, feg =
A st & Frerfefaa™ et ar g fafamior & werem = wmiEt S 9ew,
Y&, el ok A B T A F U ERT & SEE @ e & o

G T A & |
(2) T sTfufT 9 veer orqgE 1 faffee st & fim smgafess, fag o gl shwfiat
o O wat foen feu uog &t sttt -
s aiw o A
1. a7aa 3R sl oI
2. I fafw Th
3. o7aiE 3R T -3y AT}, TAET TS, Foral,
JHRT, FT3h
4. g qor - HAR o A ST
5. T
6. gq-A
7. - i
8. A- o™ I
9. grareh - foarasy
10. wfeor - 39 TR
11, &1 - 9| REIS
12. 99 - 7=1% e
13. a2, Tfee, Feltens 7o
14, =<t ferm
15. Fatag &R
16. 3o -F-T8 HIETA, hISTeA, GO

17. @ 47 30
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18. pliua @A it S

19. qegt

20. fysdt

21, 97 - gy gl

22.7gy IR FAR

23. TEanT S

24. %

25. 99 @A

26. a9 gamd - FRIR ST

27. ek (Fr@) s IRE

28. ¥uete TR F4

29. Fqge

30. arrieHz ey e

31. wererdt [

32. ywerhi/ga TR

33, 4R T/eIRa

34. ueher airaferat
(%) Ty amaiia aiwfi el
(@) 7@t ameniie afvafert EICCil
(1) wITq STentea SATEET T
() ] smenfee i Far
(3) Rrdfes sifimt
(1) HIE 7 Agafes, fag, A= A

35. 992 AR Weaur qur rEfe, fag, g TR (FFATY)
ity & #IE 79 €9 T (7T 19)

3. goa & foro e st ol g o awamrss sife & AW, siand ok e

4 IR I U 90F IHE g |

5 H/EH oRd IRRRT T T Gor wd ¢ oo saes fafi guel ) sty ok am
g fpr M #

L BEAIRR----==-—-
HTAZ T GRT Tl

*A AN TR AT |
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weq 41
(fm 160 -3 fram)
g, (g a1 gt slrfuzt @1 fasra o fom fafaior s & oo srgafeaeantzat

1 3R W AR, forg gt sl o 3 fafamior o ey et wnsht i wog
A o [T 3 |

(1)

(2)

3)

(4)

I T AR TTH Y T Al ARG -

&l - T afewr o anggalfess, fag o gavht afmfuat %
frfeas wamt sl 3en fafmior & vgee west amfe it v, v, st
AR AT ol 90 T o o0 oA SFae foan S & )

e, fag T gt Hsfuai & vert

9a o fore faifoe favomt o wog o vrRames =fed & am
(fargiogn) @R --(9R Y AekT)

2 o 3 e AR R

T8 AR A <t g et odR o it o el ¥ S et 6 andle oamy wam
foreit o ferfaféne ot omd |

[oIE;

UEATH -
T AT SRR <l
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ST Wt et

(1) 38 IR 3R vy 42 o Fefteror 3 wamoT o it srafer e o Tar s ik
it % aref Forgar Frdiersnt o arRg Wy S fovar smem

(2) IR S HPNGT A @ % T A, fog 3 g st & ot o
Yo} T} @ T el & dl 38 frem 160 % Ineifim w9 7 Havew gsiT %
61T 3R WTHRT ' 3EATT IR AT | TE TR 79 THR Tiferd o=l W
foenfear awmn s |

(3) fadms a1 W@ & ARanE AT & FR Al aRkac B Ree e wiveRt #
deprel 3 St |

(4) SATH HJIT MTTHR S TW HET b 3T B FA TSt HERTRNAT F TS H ER
T aRiEe 1 fetflae w9 7 ga 3 1 Afs sETeen & e | i uREdH g &
Te] 3THIRH, ST e T WAl 1T arelt WavTemen & A1 B e mivsert ¥
IgwfeT ol AR v e oA e, oftaes B9 9 arie @ ey T T @
arafy & forg fafemm=r @t st

g 42
(Fram 160 & 3fEn)

argafee, fag A gt sl = fasr o fore fafrmitor e 3 form srgmferanfiat
I 3R A e, fag a1 gt shwfuar ok Iovss fafmior & wgeRy wed! Al o
XA % T I7guiea 3 TFeftaor 1 w0 o |

(1)  veftr faar smm & fo = fega
ofee] | eTgafse, mmmmﬁmmmmﬁﬁuﬁﬁ
YT e WAl S UEEH, e, Fferer X w70 WA & forg feien

2001 i IFFA HTHG T Bl ]
------ T & Ay Fefremur R frarman g |

aTrgafies, fag a1 At sl & st
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(2) T & form Frefae fadiomt oiR oo & wRarTs =afod & am

(Ferdrern) 3l (TR SR
a’E TG
H LEEi)
T 3T MIYHRT Y 5w
ey 43
(Fraw 160 v 2frg)
RS ST FRY 9 o faveeer € R

(1) 3w fafmian A @ ar o gon ¥ o offufrem & anf ale s anflw
¥ Y frant & andie w fafamior st o g

(2) fafriar %30 w1 Pl Wi oiR i e anedir g e wrar oy —----
Q) AT ER W TR

(4) 30 gER, fag 4 ot slwfy o el wmmht o6 o < o o @R s X

%) fafei @ ot w0 o weeft wmwh o sif e (g o oftfie e ) *
FT W

(%) T ¥eh = % et AW SR et 3t qwn o g fafwtan

(W) ¥ WH=w

(1) 39 F FFR N TR FRORE ¥
(@) fafmior Y o, ARk =g &
() Iau™ # aiiw, afy i &
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(6

M

N W Ty R 91 faveior & dE fed a1 STgERs, faw at gaE sl
Tl o TR 9@ 71 foreersor & ufom |
932 AR wrayRt siaat $t weEE, e, F@ifed N wfta # faffe we )

e Ru e FRoi & AeweERt i § W e T sifuf O s and e
U et o gt me st @ Wore st o T Y |

arter
L) (T & RHTES Wi ¥ W)

ST .
v agAm

ferugur :- aifom Scurs o siEia g e ol g wmh o ¥ )

® I AR W I & AT |

[H. %-11020/3/2000-3.F%. (wifaw)]
. Y, T i

U feugufi:- oot forem TR Iotoe o sfegee 6. 1e.28-10/45-w=(1), arid 21 R,
1945 & g1 JemiierT gair o iR 3 fusel ar sf.ow.em. 9. 6 (37), o’
4.1.2001 ¥ 510 g fegr ) 1.5.1979 a6 Tem gy oiwfy sk
g anwht fra, 1945 e ofv 9far seamr e (ke faarn) &
wehrer, o ofwfy oiR e @mmft affufem, 1940 (desh.ogww.-
61 )¢, # afae ¥



[ vrT I—aawg 3(i)] WITH W [T SEEUR 13

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Indian Systems of Medicine and Homoeopathy)
NOTIFICATION

New Delhi, the 31st January, 2001

G.S. R S3(E).— The following draft of certain rules further to amend the Drugs and Cosmetics
Rules, 1945, ‘which the Central Government after consultation with the Ayurvedic, Siddha and
Unani Drugs Technical Advisory Board proposes to make, in exercise of the powers conferred by
clause(a) of sub-section(1) of section 33-N read with sub-Section(1), clauses(d) and (f) of sub-
Section(2) of Section 6 of the Drugs and Cosmetics Act, 1940 (23 of 1940), 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 said draft rules will be taken into consideration after the expiry of a
period of forty-five days from the date on which copies of the Official Gazette in which this
notification is published, are made available to the public;

Objections or suggestions, if any, may be addressed to the Secretary, Department of Indian
System of Medicine and Homoeopathy, Ministry of Health and Family Welfare, Indian Red Cross

Society Building, New Delhi -~ 110001,

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

Govermnment.

DRAFT RULES
1. (i). These rules may be called the Drugs and Cosmetics ( Amendment) Rules, 2001
(i) They shall come into force on the date of final publication in the Official Gazette;

2. In the Drugs and Cosmetics Rules, 1945, -
(a). after Part X VI, the following shall be inserted, namely-
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PART XVI (A)

PROVAL _OF LABORATORIES FOR CARRYING OUT_ TESTS
éNAMSIS OF AYURVEDIC. SIDDHA OR UNAN]L, DRUGS AND RAW
RIAL THEIR MANUFACTURE ON BEHALF OF LICENSE
FOR UFACTURE AN F_AYURVEDIC, SIDDHA OR _ UNANI

DRUGS,

160- A.- Application for grant of approval for testing Ayurvedic, Siddha and Unani
drugs — Application for grant or renewal of approval for carrying out tests or analysis
for identity, purity, quality and strength of Ayurvedic, Siddha or Unani drugs or the raw
materials used in the manufacture thereof on behalf of licensees for manufacture for sale
of Ayurvedic, Siddha or Unani drugs, shall be made in Form 40 to the licensing authority
appointed by the State Government for the purposes in Part XVI, XVII or XVIII of these
rules, as the case may be and referred to as the “approving authority” under this Part and
shall be accompanied by an inspection fee of Rupees six thousand in respect of
Ayurvedic, Siddha or Unani drugs specified in First Schedule to the Act:

Provided that the applicant shall furnish to the approving authority such additional
information as may be required by him in connection with the application in Form 40:

Provided further that if the application for renewal of approval is made within six
months of such expiry, the inspection fee payable shall be rupees six thousand plus an
additional inspection fee at the rate of rupees one thousand per month in the case of
testing or analysis of Ayurvedic, Siddha or Unani drugs specified in First Schedule to the
Act.
Explanation.- For the purpose of this Part, the words “Ayurvedic, Siddha and Unani
drugs” shall also mean and include the raw materials used in the manufacture of

Ayurveda, Siddha, or Unani drugs, as the case may be.
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160 —B.- Form in which approval to be granted for carrying out tests on
Ayurvedic, Siddha or Unani drugs on behalf of licensees for manufacture of
Ayurvedic, Siddha or Unani drugs and conditions for grant or renewal of such
approval. —(1) Approval for carrying out such tests or analysis of identity, purity, quality
and strength of Ayurvedic, Siddha and Unani drugs as may be required under the
provisions of these rules, on behalf of licensee for manufacture of Ayurvedic, Siddha
and Unani drugs shall be granted in Form 41,

2) Before approval in Form 41 is granted or renewed, the following conditions shall
be complied with by the applicant namely:-

(1) The premises where the tests or analysis are carried out shall be well lighted and
properly ventilated except where the nature of tests of any Ayurvedic, Siddha or Unani
drug warrants otherwise. Wherever necessary, the premises shall be air-conditioned so as
to maintain the accuracy and functioning of laboratory instruments or to enable the
performance of special tests such as sterility tests and microbiological tests

(1) (a) The applicant shall provide adequate space having regard to the nature and
number of samples of drugs proposed to be tested:

Provided that the approving authority shall determine from time to time whether the
space provided continues to be adequate.

(b)  The applicant shall provide a list of persons who are or may be employed with
them as experts, who shall posses at least a degree from a recognized University or
cquivalent in Chemistry, Botany, Degree in Ayurved-Siddha or Unani/ Bachelor in
Pharmacy and having experience as such for at least 2 years for carrying out tests or
analysis as per the Ayurvedic, Siddha or Unani pharmacopoeias or wherever tests are

available for identity, purity, quality and strength of Ayurvedic, Siddha, or Unani drugs.
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(¢) The applicant shall provide equipments essential for carrying out

tests or analysis for identity, purity and strength of Ayurvedic, Siddha, or Unani drugs.

3) The applicant shall provide and maintain suitable equipment having regard to the
nature and number of samples of Ayurvedic, Siddha or Unani drugs intended to be tested
or analysed which shall be adequate in the opinion of the approving authority.

(4)  The testing or analysis of Ayurvedic, Siddha and Unani drugs, as the case may be,
for identity purity quality and strength shall be carried out under the active direction of
one of the experts referred to 2(b) above who shall be the person in charge of testing and
be held responsible for the reports of test or analysis issued by the applicant.

(5)  The testing or analysis of Ayurvedic, Siddha or Unani drugs, as the case may be,
for identity, purity, quality and strength shall be carried out by persons whose
qualifications and experience of testing are adequate (not below the degree qualification)
as mentioned in 2(b) in the opinion of the approving authority.

(6)  The applicant shall provide books of standard recognised under the provisions of
the Act and the rules made thereunder and such books of reference as may be required in
connection with the testing or analysis of the products for the testing or analysis of which
approval is applied for.

(7)  The applicant shall provide list of standard Ayurveda, Siddha or Unani drugs
recognised under the provisions of the Act and rules made thereunder and such reference
samples kept in the laboratory may be required in connection with the testing or analysis
of the products of which approval is applied for.

160 — C.- Duration of approval-An approval granted in Form 41 or renewed in Form 42
unless sooner suspended or withdrawn, shall be valid for a period of three years from

the date on which its is granted or renewed:
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Provided that if an application for the renewal of an approval in Form 40 is made
"before its expiry or if the application is made within six months of its expiry after the
payment of the additional inspection fee, the approval shall continue to be in force until
‘orders to the contrary are passed on the application and the approval shall be deemed to
have expired if the application for its renewal is not made within six months of its expiry
160 -D.- Conditions of approval - An approval in Form 41 shall be subject to the
following general condition namely:-
(a)  The laboratory granted approval under this Part khereinaﬂer referred to as the
approved I:aboratoxy) shall provide and maintain adequate staff and adequate premises
an,d equipment as specified in rule 160 (B).
(b)  The approved laboratory shall provide proper facilities for storage so as to
. preserve the properties of the samples to be tested by it.
(c) The approved laboratory shall maintain records of tests for identity, purity, quality
and strength carried out on all samples of Ayurvedic, Siddha or Unani drugs and the
results thereof together with the protocols of tests showing the readings and calculation in
such form as to be a;/ailable for inspection and such records shall be retained in the case
of substances for which an expiry date is assigned for a period of two years from the
expiry of such date and in the case of other substances for a period of six years.
(d)  The abproved institution silall allow the Inspector appointed under this Act to
enter with or without prior notice the premises where the iesting is carried out and to
inspect the premises and the equipment used for test and the testing procedures
employed. The laboratory shall allow the Inspectors to inspect the registers and records
maintained under these rules and shall supply to such Inspectors such information as they
may require for the purpose of ascertaining whether the provisions of the Act and rules

made thereunder have been observed.
322 mj‘/.wu.,_. 2
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(e) The approved laboratory shan from time to time report to the approving authority
any changes in the person-in-charge of testing of Ayurvedic, Siddha or Unani drugs or
the expert staff responsible for testing, as the case may be, and any matcri;il alterations in
the premises or changes in the equipment used for the purposes of testing which have
been made since the date of last inspection made on behalf of the approving authority
before the grant of renewal of approval.

6] The approved laboratory shall furnish reports of the results of tests or analysis in
Form 43.

(g) In case any sample of Ayurvedic, Siddha or Unani drug is found on test to be not
of standard quality, \the approved institution shall fumish to the approving authority and
the licensing authority of the State where the manufacturer and/or sender of the
Ayurvedic, Siddha or Unani drugs is located, with a copy of the test report on the
sample with the protocols of tesis applied

(h)  The approved laboratory shall comply with the provisions of the Act and rules
made thereunder and with such further requirements, if any, as may be specified in the
rules subsequently made under Chapter 1V - A of the Act of which the approving
authority has given the approved laboratory not less than four months’ notice.

(i) The approved laboratory shall thaintain an inspection book to enable the Inspector to
record his impression or defects noticed.

160 — E.- Inspection before grant of approval-Before an approval in Form 41 is
granted, the approving authority shall cause the laboratory at which the testing of
Ayurvedic, Siddha or Unani drugs, as the case may be, is proposed to be carried out to
be incpected jointly by the Inspectors appointed by the Central Government and a State

Governmen® unier  section 33-6G who shall examine the premises and the equipment
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intended to be used for testing of drugs and inquire into the professional
qualifications of the expert staff who are or may be employed by the laboratory.

160 — F.- Report of inspection-The Inspectors of the Department of Indian Systems of
Medicine and Homoeopathy, of the Central Government referred to in rule 160 — E shall
forward the approving authority a detailed report of the results of the inspection within
two weeks of the date of such inspection.

160 — G .- Procedure of approving authority. - (1) If the approving authority after such
further enquiry, if any, as he may consider necessary, is satisfied that the requirements
of the rules made under the Act have been complied with and that the conditions of the
approval and the rules made under the Act have been observed, he shall grant approval
in Form 41 within four weeks of the receipt of report of the Inspectors mentioned in
rule 160 - F.

(2)  If the approving authority is not so satisfied, he shall reject the application and
shall inform the applicant of the reasons for such rejection and of the conditions which
must be satisfied before approval could be granted.

160 — H .- Further application after rejection-If within a period of six months from the
rejection of an application for approval, the applicant informs the approving authority
that the conditions laid down have been satisfied and deposits inspection fee of Rupees
two thousand, the approving authority may, if, after causing a further inspection to be
made and is satisfied that the conditions for grant of approval have been complied with,
grant the approval in Form 41,

160 - L- Renewal-On an application being made for renewal, the approving authority
may after causing an inspection to be made and if satisfied that the conditions of the
approval and the rules made under the Act have been complied with, shall issue a

certificate of renewal in Form 42

25201 200 - Y
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160-J.- Withdrawal and suspension of approvals. - (1) The approving
authority may, after giving the approved laboratory an opportunity to show cause why
such an order should not be passed, by an order in writing stating the reasons therefor,
withdraw an approval granted under this Part or suspend it for such period as he thinks fit
either wholly or in respect of testing or analysing of some of the categories of Ayurvedic,
Siddha or Unani drugs to which 1t relates, if in his opinion the approved laboratory had
failed to comply with any of the conditions of the approval or with any provision of the
Act or the rules made thereunder

(2)  Any approved laboratory institution whose approval has been suspended or
withdrawn may within three months of the date of the order, appeal to the State
Government which shall dispose of the appeal in consultation with a panel of competent
persons appointed by the Department of Indian Systems of Medicine and Homoeopathy,

Government of India n this behalf and notified n the Official Gazette

b) in Schedule A, after Form 39, the following Forms shall be inserted, namely:-

FORM 40
(See rule 160 — A)

Application for grant or renewal of approval for carrying out tests on Ayurvedic,

Siddha or Unani drugs or raw matenals used 1n the manufacture thereof on behalf of
licensees for manufacture for sale of Ayurvedic, Siddha or Unam drugs

(1) *I/'We of hereby apply for the
grant/renewal of approval for carrying out tests of 1dentity, punty, quality and strength
on the following categories of Ayurvedic, Siddha or Unani drugs or raw materials used

in the manufacture thereof on behalf of licenses for manufacture for sale of Ayurvedic,
Siddha or Unani drugs



(2)

*Categories of Ayurvedic, Siddha or Unani drugs other than those

specified in the first schedule to this Act for which testing will be carried out:

AYURVEDA AND SIDDHA
1. Asavaand Ansta
2. Arka- Twnir

L

N N

10.
11,
12.
13,
14.
15.
16.
17.
18.
19.
20.
21.
22
23.
24.
25,
26,
27.
28.
29.
30.
31

32.
33.
34,
(a)
(b)
(c)

(d)’

()
49)
35

Avaleha and Paka - Ilakam

Kvatha Cumna- Kutinir Curanam
Guggulu

Ghrta - Ney

Chuma — Curanam

Taila - Tailam

Dravaka - Tiravakam
Lavana — Uppu

Ksara ~ Saram

Lepa —~ Pacai

Vati, Gutika - Kulikai
Vartti -

Netrabindu

Anjana - Kanmai

Sattva - Sattu

Kupipakva Rasayana — Kuppi Centuram
Parpatt

Pisti

Bhasma - Parpam

Mandura - Atai Kutinir
Rasayoga — Centuram
Lauha

Ghana Sattva

Kvath Piavahi - Kutinir
Ganak (Syrup)- Manappaku
Tablet — Mattirai

Capsule

Ointment — Kalimapu
Phalvarti

Dhoomravarti/Doopan

Kshar Sutra/Kshar Varti

Singlc drugs-

Plant based

Mineral based drugs

Metal based drugs

Animal bascd drugs

Synthetic drugs.

Any other Ayurvedic Siddha, Unani  formulation
Any other form of Patent & Proprictary &
-Ayurvedic, Siddha, Unam Drug

UNANI

Nabeez

Araq

Majoon , Itrifal Gu]gﬂffd, Halwa, Lashookh,
Luboob, Jawarish, Dawa,Khameccera, Laocoq,
Safoof Johshanda

Safoof
Roughan

Namak

Khaar

Zimad

Habb

Shiyaf

Qutoor

Kohal, Kajal,Surma
Sart

Kushta

Joshanda
Sharbat
Qurs

Marham
Humool

Bhakhoor

Nabati
Maadam
Ajsad
Harwani

Jauhar
Natool

(Sublimation)
( Nasal drop)
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(3) Names, qualifications and experience of experts employed for testing and
the person-in-charge of testing,

(4) List of testing equipment provided.

(5) *I'Weenclose aplan of the testing premises showing the location and area
of the different sections thereof’

(6) An inspection fee of rupees ... ... has been credited to
Government under the head of account .................... .

Dated... ... ... ... ... Signature ... .. ... ..

Full Address of the Applicant

Delete whichever is not applicable.

FORM 41
(See rule 160 — B)

Approval for carrying out tests or analysis on Ayurvedic, Siddha or Unani, drugs
or raw materials used in the manufacture thereof on behalf of licensees for manufacture
for sale of Ayurvedic Siddha or Unani drugs.

Number of approval and date of issue:

(1)  Approval is k.reby granted to ... ... ... ... for
carrying out tests for identity, purity, quality and strength on the following categories of
Ayurvedic, Siddha or Unani drugs and the raw materials used in the manufacture thereof
onthe premises situated at .. . ... ... ..

(2)  Names of experts . employed for testing and the person-in-charge of testing
. ...(experts) and ... ... .. ... ... (person in charge)

(3) The approval shall be in force from ... ... N o

(4) The approval is subject to the conditions stated below and such other conditions
as may be specified in the rules for the time being in force under the Act.

Signawre... ... .. .. .. .
Darte.. ... . .. Designation... ... ............
Place... . .. .. . Seal of State Licensing Authority
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Conditions of Approval

(1)  This approval and any certificate of renewal in Form 42 shall be displayed
in the approved premises and shall be produced at the request of the
Inspectors appointed under the Act

(2)  If the applicant wishes to undertake during the currency of the approval
the testing of any other category of Ayurvedic, Siddha or Unant drugs it
should apply to the approving authority for necessary endorsement as
provided in Rulel60 A This approval will be deemed to extend to the
items so endorsed

(3) Any change in the experts or in the person-in-charge of the testing shall be
forthwith reported to the approving authonty

(4)  The apphcant shall inform the approving authority n writing n the
event of any change of the constitution of the laboratory operating under
this Form  Where any change in the constitution of the laboratory takes
place, the current approval shall be deemed to be valid for a maximum
period of three months from the date on which the change takes place
unless in the meantime, a fresh approval has been taken from the
approving authority in the name of the laboratory with the changed
constitution

FORM 42
(See rule 160 —I)

Certificate of renewal for carrying out tests or analysis on Ayurvedic, Siddha or
Unani, drugs or raw materials used in the manufacture thereof on behalf of licensees for
manufacture for sale of Ayurvedic, Siddha or Unani, drugs

(1)  Certified that approval number granted on
the day of 2000 for carrying out tests of identity, purty, quality
and strength on the following categories of Ayurvedic, Siddha or Unani, drugs and the
raw matenals used in  the manufacture thereof at the premises situated at

has been renewed from to

Categories of Ayurvedic, Siddha or Unani, drugs

(2) Names of experts . and the person-in-charge of testing
(experts)and (person
in charge)
Signature
Date Designation

Place Seal of State Licensing Author ity
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FORM 43
(See rule 160 — F)

Report of test or analysis by approved Laboratory

(1)  Name of manufacturer from whom sample received together with his
manufacturing  licence number under the Act or the rules made thereunder.

(2)  Reference number and date of the letter from the manufacturer under which
the sample was forwarded.

(4)  Nameof Ayurvedic, Siddha or Unani, drug or raw material purporting to be
contained in the sample.

(5)  Details of raw material or final product (in bulk finished pack)* as obtained
from the manufacturer:

a) Original manufacturer’s name in the case of raw materials and drugs repacked
b)  Batchnumber... ... ... .. o
) Batch size as represented by sample .................
d) Date of manufacture, ifany ................. ...
e) Date of expiry, if any. ...

(6)  Results of test or analysis with protocols of test or analysis applied or as per
Ayurvedic, Siddha or Unani Pharmacopoeial standards.

(7) Other specific tests for identity, purity quanty and strength of Patent and
Proprietary drugs.
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In the opinion of the undersigned, the sample referred to above is of standard
*quality/is not of standards quality as defined in the Act or the rules made thereunder
for the reasons given below ... . ... .o

Date (Signature of the Person-in-Charge of testing)
{0 )
Place Name & Designation .......c.covvvvvveviirnenennn

Note: Final product includes repacked material

*Delete whichever is not applicable.

[No K-11020/3/2000-DCCISM)]
L PRASAD. Jt Secv

Foot Note:- The Principal Rules were published in the Official Gazette vide
Notification No.F.28-10/45-H(1) dated 21" December, 1945 and last
amendment vide GSR No. 6(E) dated 4 1.2001. The Drugs and Cosmetics
Rules, 1945 as amended up to 1.5.1979 is contained in the publication of
the Ministry of Health and Family Welfare (Department of Health)
containing the Drugs and Cosmetics Act, 1940 (PDGHS- 61)
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