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cATeeq STIT IfTaTT WEAT HATHd

(wweem fareer)
witg=T
at faeelt, 20 amrd, 1078

wo Wlo fe 376(w).—swfy o waraw amwir faaw,
1945 ¥ 9T wmed &Y & oy wfrmr fowl s oarew, eoiwfy
-ofc e araelr wibfma, 1040 (1940 & 23) A 4y
33 @ ¥Y HYSIATE, AT & T, FEEOW, € o2, WE 3,
‘guguy (1) wOE 20 AATE, 1977 F 9% 1547 & 1550 Y
T gRT % e e aiEr faEse d@uem (e
frawr) o mfogaar &0 @o &1 o 543 (3r), dE
29 q@TE, 1977 & Wewq sorwa GET e an, fred 9w et
et @, e SR Swiled @0 %Y @EWEAT O, e ®
wfagee & wew ¥ weifer @9 #1 adw § o fm o
woEd ¥ 79 WeT # gwiy w4,

T I TATH AT AT 12 OEN, 1977 W1 I ®Y
fear T AT

ST 9% WOAT %Y AW e & WA et sre g
oy g w3 free w femt K

W e, AT wORT 9w wiEfem, g s A
e miR@] wt oA Y gT R elafy wEE weTEE
i ¥ oA wA % o oy s yanew iy fam,
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1945 ¥ =i dniey w33 ¥ oy Frafafes few ward &,
’Fl'l'ﬁ?[:——

L (1) ¥ feei @1 aw ofmfa wamaw arefy (s
awrgT) from, 1978 ¥

(2) & = & swww o) arfle Y waa FiF )

2. aafy M worew grewr frow, 1945 -

(F) fram 153 & qwrg fmfafen  fom sevenfa
forat wmo, srata -

“isam garaRa— (1) wgier (fr ate) T
st & frrnd gv% fafato & fog qurenmfa & wpEe
ar FET & for wEAws aw9 25-T ¥, 30 ®e T WW ¥ ATF
CEerecEnELo sl T e i el

-~ e % e & fay, swrcwmfa g
o wmftr st & fadr s wifiwrd 4w @y
srdt wX fred ara fafmin & fag w9 sodt sraear 45 2
freg w1 faflor wadft O wgfoel &1 & Somr wmgar &
fo#T TAnf TeT 259 &1 A w@laardy ¥

T WARE, TEWIT &) oqwn §, wmia & Ao &
fog, oy amfr & qf ar O @A % ww 9w & iy,
WTER WY awar & o—

TGy 78 oR e wades, oF W W T & geem
feg B wofe ¥ @9 A7rg & W W whE W wwar R,
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f*‘g&ﬁmﬂﬂﬁﬂﬁmﬁ*ﬁrﬁw%ﬁwmmao
To sTC ag ¥ wfefem ®F 15 %o #IT M

(2) afz qw wgmie gy & of §, wfower & T ¥
ar-at wf 3 A oww fEwmd wdw o #y v wwfm A @l
gfr & fau %7 @W 7 To 50 & ghi)

(w) frw 154 & qeeny frfafer fom s erf
firr oo, wR -
154 sigatas (fog wfga) ar gavdr sfiat & fafag
T fafrain & fog Swrewpia wr oseT —
1) sfew (fexr ofgg) av gamr siwfudd & fafand
g fafmto & fap guresgmfta wew 25% § and
ST |

(2) @ fem & wotw sqwla, e i g,
aurfeats, wwates  (fag afem) = gaw oiefirs}
#1 fafremaafe & 0% faivw ¥ oA w0 §
o AEa B sy, el merfeafs, o fafre
Y HIRT WPTaE &L 1

(3) g e, SwTCRNf W R & oy
AT Tg AR FT AT 5 Ui & s
F fafew fafwionr w8 & * fou  fafmrgfe
F g i 9TERT mearaa, At swn sk
qiteor ®F ghrag U ¥
() fEw 155 & wearg freafafer fam e vl e
AT, ST
1556 TUTCHTARG & FFCr &1 S T9Y 25% ¥
Iyremwits £ AT % e w97 Se 26w § oA
fiar wmoaT
(w) fraw 156 F o frwfafes s e
o o, sl —

156-% JUTT FAATA &1 WA —7®7 25-% F g1 INC 0
wftr a1 weq 26% ¥ AAwa  Iwwwmnfia @g ad F, fawd
Wg AEE AT TEw R oTE &, T AW A7 a1 fawew, ww
s % v ag gou @ fafaa ar @ 7 /= 4@ «ne, fafimme
@l

gy ofs Sow-wTmfs & wwwr & fay W faw
153-% & waaie fear omw & @ gwrewgwfa @@ aw s
Wy s % fiF wdad o wmw o A s faw am ok
amfta & AAmEw & o W 9w e ¥ 9 oA &
drae 7 fear g @ ag wafaw gf gy wmdy 0

(v) w158 & omam frafafen fam s oofim
femr  wmrem,  sfg —

158% JATC-HINCA KT M ——ET 25F ¥ samf, 9u
A 7wl % wfiT aa f=fafee wfafoa a6t § i el
Ty —

(%) w9 25% 7 wgnfw w gk @ frafaw g @l
wadt  afr wET 25w H 9w wqnfwrd # wwier
foey  fafrfor qordt apfoel w1 @m0 s @
gomn AT aT, Fwitenfy, w fowi & wiw @ gr faefe
§

()mmﬁerur&wuﬁsrﬁmwa’h T feml & gl
w7 o it sfafor wdwmeld &1, off &% @, 9 s St
o wiufow & werm 4 % 99 & g ¥ awg Ty fawi
¥ fafafeer g :

TeRg wigt der wiafoe s fowt ¥ fafafes ff, aqi
& TwTW § I WETO & A AT ETY Sy g

(m) weafenrdy fafmin & st wsdfy sl o dare

IOTE & wad T AT moAy W ¥ R avq smfR gra fien
g gim &, afk &1 ®, @ w1 gafaw wfwem @

(7)) aaxfaurdy, ww wfufres & =it fgw fAfes
%1, YA faagl & wedw @ o ot e Wit afael
fadm £ 7 wm & AR ffas w1 od mastd 2w
fweay @z af wlafafrm s & wosTd oden % 6 o
afyfan & gag=i w1v faadi &0 gmaa fen war § ar w6

(w) faam 167 % wa g farafafwa faw oo earfe
foat o, watq—

167. fadras o miari——urer 335 & ofta fge fadtarw
tyr orffr grar arfgm fwmE qa——

(%) faga 49 & wdta & °f =wgwo A W fEd, aqr-
featn mmaffes (g afga) a g0 wtafut & fafqafor o
antgdifes wfeeror w1 fFar & ; eraar

(=) foar faeafaamen ar oew qewm arer wqar &g
TIFT F7 UK TORT FET TA AGAA F fqg Armarame fedr
FAT Awm, G0y a1 wdre fafeenr oxfrs @9 ana s
et wiags 4 fag ar gAEy s § grfe ar wgaw
sy faater fre & swifi g wan

() I ALATC GUI, AT FAA GTRE AT U5 G
BT %R wEA & far wrmm s G dear grr sma,
gmfeafs, oA, fag ar garh gaf & fewnr 6

(9) =3gH * ¥, wreT 24-% & woaE freafafes wrem.
wereqifaT  fear sooar,  swatq-—

WEIT 24 ¥
(famm 154-% @)

wrqitas (fag wige) v gamEr ahfidd % ffaabr & foo
IyTe-RANET & ww;r or THIEUT & form WTAE

fom =% AfgA* - — -
teaq  afme & wwFfes (g afga) o gudr sefedt &
fafratn % 33 Farowaafa & AAgAAAFT & fag g
LT glaa ¥

2. {afgfer #r @ et oafrat & arg (P afew)

3. fafato afwe & amdRs (fag =f@) ar gaed
whafirdt & fafrafor o oo & avpr @foe asa) w9-
Tifdt F ATA, WIVT T ad A

4 #fgn faerffga g w7ar gleor -

(%) va fafaaim aqeara &1, oy fafamfo eorm #01
¥fgm IrarT woar giEwl glaTed K, WAt g a9t
T ood ® agr wfa
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()ﬁfﬂhrmm%aawﬁa—ﬂwﬁnmﬁmg
Feam B fh & WfgEt nw owdw nx & fafami
F fag mod garw A sEaTEi, ITewT At afE
# AETd U™ A &7 agwa ¥, v gg fF & wW
fafrer #=ar &tadr e & gure & Ao oeer-
wan WA W |

(m) fafafea & @% & fan sl st & et WIT
wEAT & AT

5, ———e——FET W & weAGE—————— To AT AT FLEHIT
¥ Are wAr &7 9 TF F AT gEA FWEAT ATAR AAT P |

mﬁ.u.......

FENET
(mraas)

* gt pwrieqfy, ey, woirERIST gv wEey fAdmal sy AT
w7

T gt WIATE FW KT AT W FTEATT & OGHE T AT AT
=¥ w7 |

tHagt 37 fafamiar anam w1, o fafmie s oy e
Frar &, A7 WY T Aadr AE wewia dwAr W A A
fond oeada Swr AR FE FIC P

(%) weq 3:-9 & owarg favsfafes s=o oFcoanag
figar wvamr, gotr——
TET 25-F
(fram 154-% 2FE)
arEfrs (feg afga) a0 qaedr twfist % fpmd =9
fafrfr % fan  gurwmaf
1. wAwfea w7t Haqr

————————— e e Ny gf¥TY
I f‘ﬂ‘rrrfﬂﬁm favwr el sdwrfe= & fadm ey ada
oynta weEtaw (fea wfeq) a0 gt swfisd & fepard
Fad fafrmin & fou syresnfa wqew o andr &

(%) TEART  FRATTOR (AT ) —=m—m e

(w) wfii & Tw (vcdw T wEwgmn faiae €
EiLg]

&)

3. T WA ——————-- H—m—————H%  gaAT WA |

4. ag sAmia A9 oafme wdt e ddr s oal & waiA &
oy & oWy wtwfy W sATgT AoeR sfafraw, 040 F wde
Awman s faaai ¥ fafalass & a0

iy wwE R A ——

FEATEA T — = - —
TRt ET———

Al B 0

L AN T G F1 0 gwoma, § owae g, 8-
aifes afvas & @ wrewn, o7 wiefr S gaTyR arm wi-
for, 1940 & wfm frowm frdsme & st g7 dw fear
AT |

2. wPnfw ¥ Tifaa awf wiwifoya § frdt o afasa
® AT g AT wifuwidy wy & ey

3. ag wAAfe o mfafemr @= & @ ST T o
St oAt Ty wwg 97 gamm wfusd wr gl w3
oL o g8 wifad g geifer A A )

4 wAnfEaerd, @ ogaAfer & wAE oww w7 W e &
wz7 # PRy oftedw oy qar ¥, gwdly gt wewma et
Fr fafas wq ¥ Wit @g7 w9 B wzw F wrf ofvada gar ¥
gt N wAta, dar 9fedw ww g A arda & owfowes
@ wrg #wr mafiy & far fEyang gwEr mof, 9@ oo
w7 A T aiafa 9w w6 & 9 ¥ Fer e ¥ ofods
ZaT &, mamaT wifwrdr & wvw A v st g g

(1) w®a 2¢-7 F G0 2 & qrery fymfafas do ww-
eaifaT  femr wmomr,  wafr——

3. sfiert & A (sow gx owwn we fafafoe o W)
(W) wea 269 & quATa (awafafar s sweq.earfaa feat srgar

NEq 26—F

(frmm 155-% 3fT)

mgAfas/fag ar qatar sehmt & foead gTF fafanir
& fan am-swAafa & Ao £ SHTIT

warfore, fwgr smar & /oo form qfime
¥, mopafas/fag gy stafaat % fagain & fam. ...
Eﬁ' TR Wn;T q—rla‘:r Hm‘(ﬂﬁﬁiﬂ' H‘.U .......
a-.--..o-ao ......... ﬁa;f‘ﬁ.n. qmqﬁ-nﬁ%l

o AFAK] FAAELLA FT oA

(o ATe ArER)
Hua  afs,

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)

NOTIFICATION

New Declhi, the 20th July, 1978

G.S.R. 376(E).—Whereas certain  draft rules fusther 1o
amend the Drugs and Cosmetics Rule, 1945 were published
as required by scction 33 N of the Drugs and Cosmetics
Act, 1940 (23 of 1940), at pages 1547—1550 of the Gazette
of India, Extruordinary, Part II-Section 3-Sub-section (i) dated
the 29th July, 1977, under the notification of the Govern-
ment of India in the Ministry of Health and Family Welfare
(Department of Heanlth) No. G.S.R. 543 (F) dated the 29th
July, 1977, inviting objections and suggestions from all
persony likely to be affecied thereby before the expiry of 45
days from the date of publication of the said notification in
the Officital Gazette ;

And whereas the sald Gazette was mnde available to the
public on the 12th August, 1977;

And whercas objections and suggestions received from the
public on the said draft have been considered by the Central
Government;

Now, therefore, in exercise of the powers conferred by
section 33 N of the said Act, the Central Government, after
consultation with the Drugs Techmcal Advisory Board, hcrcby
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—

makes the following rules further to amend the Drugs and
Cosmetics Rules, 1945, namely :—

1. (1) These rules may be called the Drugs and Cosme-
tics (First Amendment) Rulcs, 1978.

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

2. In the Drugs and Cosmetics Rules, 1945 —

(2) after rule 153, the following rule shall be inserted,
namely ;—

“153-A. Loan Licence.—(i) An application for the grant
or renewal of o loan licence to manufacture for
sale of any Ayurvedic (including Siddha) or Unani
drugs shall be made in Form 25-E to the licensing
authority along with a fee of rupees thirty,

Explanation.—For the purpose of this rule, a loan licence
meang a licence which a licensing authority may issue to an
applicant who does not have his own arrangements for manu-
facture but intends to avail himse!lf of the manufacturing
facilities owned by a licensee in Form 25-D :

Provided that in the cuse of renewal the applicont may
apply for the renewul of the licence before its expiry or within
one month of such expiry :

Provided further that the applicant may apply for renewal
after the expiry of one month, but within threec months of
such expiry in which case the fee payable for renewa] of
such licence shall be rupees thirty plus an additional fec of
rupees fifieen.

(iiy A fee of rupecs seven and paise fifty shall be payable
for a duplicate copy of a licence issued under this rule, if
the original licence is defaced, damaged or lost. (b). after rule
154, the following rule shall be inserted, namely: —

“154-A. Forr_n of Joan licence to manufacture for sole
Ayurvedic (including Siddha) or Unani drogs ;—

A loan ]i_ccnce to mamifacture for sale any Avurvedic
(zincludmg Siddha) or Unani drugs shall be isswed in Form

. (2) A Jlicence under this rule shall be granted by the
l!ccnsmg authority after consulting such expert in Ayurvedic
(including Siddha) or Unani Systems of medicine, ag the case

may be, which the Statc Government may approve in this
behalf.

(3) The licensing nuthority shall, before the grant of a
loan licence, satsify himself thaf the manufacturing unit has
adequate equipment, staff, capacity for manufacture and facj-
lities for testing, 1o undertake the manufacture on behalf of
the applicant for a loan licemce.”;

(c) after rule 155, the following rule shall be inserted,
namely ;—

“155-A. Certificate of renewal of a loan licence.—.

The certificate of renewal of a loan licence in Form
25-E shall be issved in Form 26-E.™;

] (d) after rule 156, the following rule shafl be inserted, name-
yi—

“156-A. Duration  of loan licence.~—An original loan
licence in Form 25-E or a renewed loan licenco in
Form 26-E, unless sooner suspended or cancelled,
shall be valid up to the 31st December of the year
following the year in which it is granted or renewed:

Provided that if the application for the renewal of a
loan Ticence is made in accordance with rule 153-A,
the loan licence shall continue to be in force until
orders are passed on lhe application. The licence
shalt be deemed to have expired, if application for
its renewal is not made within three months of its
expiry.” :

(e) after rule 158, the following rule shall be inserted, name-
ly:—

*158-A Conditions of loan licence.—A leence in Form
25-E shall be subject to the conditions stated thergin

and to the following further conditions, namely:—

{a) The licence in Form 25-E shall be Jdeemed to be
cancelled or suspended, it the licence owned by
the licensce in Form 25-12 whose manufacturing
facilitiecs have been availed of by the licensee is
cancelled or suspended, as the case may be, under
these rules.

(b) The licensee shall comply with the provisions of
the Act and of the roles and with such further
1equirements if any, as may be specified in any
rules subsequently made vnder Chapter 1V-A of
the Act, provided that where such further require-
ments are specilied in  the rules; these would
come into force four months after publication in
the Official Gazette,

(¢) The licensee shall maintain proper records of the
details of manuflacture and of the tests, if any.
carried out by him, or any other persor on his
behalf, of the raw materials and finished pro-
ducts,

(d) The licensee shall allow an Inspector appointed
under the Act to inspect all registers und records
maintained under these rules and shall supply to
the Inspector such information as he may re-
quire for the purpose of ascertaining whether the
provisions of the Act and the rufes have been
observed.”;

(e) for rule 167, the following rule shall be subs-
tituted namely:-——

“167. Qualifications of Inspector.—-A person who is
appointed an Tnspectar under section 33(G
shall be a person who-—

(a) has the qualifications laid down under rule
49 and shall have undergone practical train-
ing in the manufacture of Ayurvedic (in-
cluding Siddha) or Unani Drug, as the
case may be; or

(b) has a degree in Ayurvedic or Siddha or
Unuani System or a degree in Ayurveda Phar-
macy, ay the case may be, conferred by a
University or a State Government or a
Statutor Faculty, Council or Board of
Indian Systems of Medicine recognised by the
Central Government or the State Government
for this purpose; or

(¢) has a diploma in Ayurveda, Siddha or Unani

Systems, as the case may be, granted by a
State Government or an Institulion recog-
nised by the Central Government or a State
Government for this purpose.”;

(&) in Schedule A, after Form 24-D, the follow-
ing Form shall be inserted, namely:—

“FORM 24-E
(See rule 154-A)

APPLICATION FOR GRANT OR RENEWAL OF A LOAN
LICENCE TO MANUFACTURE FOR SALE AYURVEDIC

(INCLUDING SIDDHA) OR UNANT DRUGS

1. T/we* of
— hereby apply for the graut /rcne-
wal of a loan licence to manufacture Ayurvedic (including
Siddha) or Unani Drugs on the premises situated at

Clo #*

2, Names of drugs to be manufactured (with details).

3. The names, gqualifications and experience of technical
staff actually connected with the manufacturc and testing of
Ayurvedic (including Siddha) or Unapi drugs in the manu-
facturing premises,

4, 1/We enclose.
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(a) A truc copy of a letter from me/us to the manufac-
turing concern whose manufacturing capacity is intended to
be utilised by me/us.

(b) A truc copy of a letter from the manufacturing con-
cern that they agree to lend the services of their competent
technical staff, equipment and premises for the manufacture of
each item required by me/us and that they shall maintain the
registers of raw materials and finished products separaiely in
this behalf.

(c) Specimen of labels, cartons of the drugs proposed to be
manufactured,

4. A fee of Rs. has been credited ‘o Gov-

ernment under the head of account........ earteanea- and the
relevant Treasury Challan is enclosed herewith.
Date

SIGNATURE

(applicant)

*Enter here the name of the proprietor, partners or Manag-
ing Direclor as the case may be.

1Enter here the name of the applicant firm and the address
of the principal placc of business.

“*Enter here the name and address of the manufacturing
concern where the manufacture will be actually carried out
and also the licence number under which the letter operates”. ;

(h) after Form 25-D, the following Form shall be inserted,
namely ;—

*FORM 25-E
(S¢o rule 154-A)

Loan licence to manufacture for sale Ayurvedic (including
Siddha) or Unani Drugs.

1. Number of licence

2. - of is hercby granted
2 loan licence to manufacture for sale Ayurvedic (including
?};ldha) and Unani drugs, on the premises situated at
>lo

under the diveci
technical staff.

on and supervision of the following expert

(a) Technical Staff (Names) —

(b) Name of drugs (each item to be separately specified)

. 3. The leence shall be in force from.
O

4. The licence is subject to the conditions stated bel
] ow
and to such other conditions as may be specified in the rules

g)gt,tlllg43f]]e being in force under the Drugs and Cosmetics

Date of issue

Signature — — . _

Designation~———

421 GI/78—2

CONDITIONS OF LICENCE

1. The licence and eny certificate of remewal in force shalf
be kept on the approved premises and shall be produced at
the request of an Inspector, appointed under the Drugs and
Cosmetics Act, 1940.

2. Any change in the technical staff names in the licence
shall be reported forthwith to the licensing authority.

3, This Jicence shall be deemed to extend to such additional
itemns as the licensee may intimate to the licensing authority

from time to time, and as may be endorsed by the licensing
authority.

4, The licensee shall Inform the licemsing authority In
writing in the event of any change in the constitution of the
firm operating under licence. Where any change in the coms-
titution of the firm takes place, the current licence shall be
deemed to be valid for a maximum . period of three months
from the date on which the chenge taken place unless in the
rmcantime a fresh licence has been taken from the licensing
authority in the name of the firm with the changed constitu-
tion.” ;

(i) in Form 26-D, after paragraph 2, the following para-
graph shall be inserted, namely :

“3. Names of drugs (each iterm to be separately specl-
ﬁc)n ;

(j) after Form 26-D, the following Form shall be inserted,
namely :

“FORM. 26-E.
(See rule 155-A)

CERTIFICATE OF RENEWAL OF LOAN LICENCE TO
MANUFACTURE FOR SALE OF AYURVEDIC/SIDDHA
OR UNANI DRUGS

1. Certified that loan licence NO. viovvveviives simmrnenenins .
granted on the ..o 10 T

for the manufacture of Ayurvedic/Siddha/Unapi drugs at the
premises situated  at

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

C O i i e has bezn renewed
from .o e 175 R
2, Name of technical staff.......cccoiviies s ivrrineerreinnrniens
Date..oov v ieneiiriiearen, .
SIgNAMre. .. .oocviiieny . vaenns
Designation..........cooceveeeeieenn .,

N. N. VOHRA, TIt. Secy.
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