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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION

New Delhi, the 20th Yuly 1977

G.S.R. 543(E).—The follt wing draft of certaln rules further to amend the Drugs and
Cosmetics Rules, 1945, which the Central Government prope ses to make, after consultaicn
with the Ayurvedic and Unani Drugs Technical Advicry Board,1in exercse of the powers con-
ferred by secticn 33N of the Drugs and Cesmetics Act, 1940 (23 ¢f 1940), is hereby published
s required by the sad section for nfi rmation of all persons likely to be affected thereby,
and notice 18 hereby given that the saxd draft rules will be taken into conslderation after the
expiry of a period of 45 days frem the date of publicanon « f this nonfication 1n the Official
Gazette,

Any objections or suggestions which may be received from any perscn with respect to
the sald draft rules before the expiry < f the period so speaified will be takeninto consideration
by the Central Government,

DRAFT RULES
1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1977.

(1547)
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2. In the Drugs and Cosmetics Rules, 1945,—
(a) after rule 153, the following rule shal.l be inserted, namely —

““1§3-A. Loan licence .—(1) An application for the grant or renewal of a loan licence to
manufacture for sale of any Ayurvedic (including Siddhad ¢ ¢ Unani drugs shall be
made in Form 25-E to the heensing authority along with a {ee of rupees thirty.

Explanation.—For the purpose of this rule, a loan licence which a leensing authcnty
may Issue to an applicant who does not have his ¢wn arrangements for manufac-
ture bur mtends to aval himself of the manufacturing faeilities owned by a
licensee in Form 25-D;

Provided that in the casc of renewal the apphcant may apply for the renewal of the
licence before 1ts expuy or within one month of such expiry-

Provided further that the applicant may apply {or rencwal after the exary of one me nth,
but within three months of such expiry 1n which case the fee payable for renwal cf
such licence shall be rupees thirty plus an addiuenal fee ¢ f rupees filteen.

(1) A fee of rupees seven and paise fifty shall be payable fcr a duplicate copyof &
licence isgued under this rule, if the originel hcence 15 defaced, damaged or lost”,

(b) after rule 154, the following rule shall be 1nserted, namely —

**184-A. Form of loan licence to monufacture for sale Ayurvedic (including Siddha) or
Unani drugs.—(1) Aloan licence 1o manufacture fc r sale any Ayurvedic (including
Siddhe) or Unam drugs shall beissued in Form 25-E,

(2) Alicence under this rule shall be granted by the licensing authority after cc ngult-
ing such expert in Ayurvedic (including Siddha) or Unam Systems of medicine,
as the cage may be, which the State Government mey approve 1t this behalf.

(3) The licensing authority shall, before the grant of a loan Iicence, satlsfy himself that
the manufecturing unit has adequate equipment, staff, capactty for meanufacture and
facilities for testing to undertake the manufacture on behalf of the applicant for
a loan licence;

(o) after rule 155, the following rule shall be ingerted, namely i—

“15%5-A. Certtficate of renewal of a loan heence,—The certificate «f renwal of alcan
licenez 1n F rm 25-E shall be 1ssued 1in Form 26-E.",

(d) after rule 156, the following rule shall be inserted, namely ‘—

*“156-A. Duration of loan hicence.—An original Ican licence in Form 25-E or a
renewed loan licence in Form 26-E, unless socner suspended or cancelled, shall
be valid upto the 315t December of the year tollowing the year In which 11 18
granted or remewed:

Provided that if the application for the renewal of aloan llicence 1s made in
accordance with rule 153-A, the lcan licence shall continue to be 1 force until
orders are passed on the applicauon. The licence shall be deemed to have
expircc!, if applicatlon for its renewal 15 not made within thrce months cf 1t
expiry.’’; !

(e) after rule 158, the following rule shall be mnserted, namely —
L

|
“158-A. Condinons of loan licence—A Dicence 1n Fuim 25-E shall be subject to the
cyndinons  stated thercin and to the following further condiniens, namely —

(a) The hcence 1n Form 25-E shall be deemed 1o be cancelled or suspended, if the
licence owned by the licensee 1n Form 25-D whese manufacturmg facilities have
been avalled of by the licensee is cancelled ¢f suspended, as the case may be,
under these rules

(b) The licensee ahall comply with the provisions ¢ f the Act snd of these rules and
with such futher requirements, if any, as may be specificd 1n any rules subse-
quently made under Chapter IV-A of the Act, provided that where such further
requirements are specified 1n the rule, these would come 1nto fu rce four menths
after publication in the Official Gazette

(¢) The licensee shall maintain proper recurds cf the details of manufacture and of
the tests, 1f any, carried out by hum, or any othey person on his behalf, of the
raw matenals and fimshed products.
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(d) The licensee shall allow an Inspector appe inted under the Act to inapect all
registers and 1ccords mamtamed under these rulew and shall supply to the
Inapector auch 1nfoimation as he may 1equire fur the purpase of ascertaimng
whethor the provisjons of the Act and the rules have been observed.”,

(f) for rule 167, the following rule shall be substituted, namely *—

““167. Qualfications of Inspector.—A person who 1s appomted an Inspector under
section 33G shall be a person who—

() has the qualifications laid down under rule 49 and shall have undergone practical
tramning in the manutacture of Ayurvedic (including Siddha) or Unani drug, as
the case may be ; or

(b) has a degree in Ayurveda or Siddha or Unamu System or a degree in Ayurveda
Pharmacy, us the case may be, conferred by a University or a State  Government
or a Statutory Faculty, Courgil or Board of Indian Systems of Medicine recog-
nised by the Central Government or the State Government for this purpose; or

(¢) has a diplomain Aym veda, Siddha orUnam Systemas, ag the case may be, grant-
ed by a Stare Government op an Instutution rcco‘gmsed by the Central Govern-
ment or a State Guyernment for this purpose.

() 1n Schedule A after Form 24-D, the following Form shall be inserted, namely —

“FORM 24-F
(See rule 154-A)

APPLICATION FOR GRANT OR RENEWAL OF A LOAN LICENCE TO
MANUFACTURE FOR SALE AYURVEDIC (INCLUDING SIDDHA)
OR UNANI DRUGS

LI/ We* |, ., . Loft. .
..... . hcreby ap 81y for the grant/rcncwal of a loan hcencc to manufnc-

turc Ayurvcdic (mcludmg Slddha) or nam dru.gs on thc prcmmcs situated at .

..... . . ' s oA

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

3. The namos, qualifications and experience of technical staff actually connected with
the manufacture and testing of Ayurvedic (including Siddha) or Unanl drugs in the manufac-
turing premises,

4. I/We enclose—

{a) A true copy of a letter from me/us to the manufacturing concern whose manu-
facturing concern whose manufacluring capacity 18 imntended  to be unilised by
me/us.

(b) A true copy of a lerter from the manufacturing concern that they agree tolend the
services of their competent technucal staff, equipment and prenuses for manutac-
ture of each tem required by me/us and that they shall mnntain the registers
of raw materials and imshed products separately in this behalf,

(¢) Specimen of lcbels, cartons of the drugs proposed to be manufactured.

5. A fee of Ra, .. . has been credited to Government under
the head of account and thc relevant Treasury Challan 13 enclosed herewith
SIGNATURE
Date : (applicant)

*Enter here the name of the propiietor, partners or Managing Director as the case may be.
t+Enter here the name of the applicant firm and the address of the prineipal place of
business,

**Enter here the name and address of the manu facturing concern where the manufacture will
be actually carried out and also the Licence number under which the latter operates.”.
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(h) after Form 25-D, the following Form shall be mserted, namely . —
“FORM 25-E
(See rule 154-A)

LOAN LICENCE TO MANUFACTURE FOR SALE AYURVEDRIC (INCLUDING
SIDDHA) OF UNANI DRUGS

1. Number of licence..... e e e

b RN aof L, T i aieaeaaes .
18 hereby granted a loan licence to manufacture for sale Ayurvedic (ncluding Siddha) and
Unani drugs, on the prermuiges situate at,. Ve Ve e s

............... i

{b) Name of drugs (erch 1tem to be separately specified).

3. Thelicenceshall beinforcefrom ......... «.oovvs vavnnn P £ TR
%. The licence 1s subject to the conditions stated below and to such oher conditions ad
may be specified 1n the rules for the ume being 1n force under the Drugd and Cosmetich Act,
1940.
Signature .. . . ..
Date of 1ssue
Designation ..'. ..ovvini,.- Do e

'

Conditions of Licence

1, The ligence and any certificate of renewal 1 force shall be kept on the approved pre~
mises and shdll be produced at the request of an Inspector, appeinted under the Drugs und
Cosmetics Act, 1940.

2. Any change in the techinical staff named 1n the licence shall be reported forthwath to
the heensing authorty.

3. Thus hicence shall be deemed to extent to such additional 1tems as the licensee may
intimate to the licensing authority from time to time, and os may be endorsed by the hicensing
authority.

. The hicensee shall inform the heensing authority in writing in the event of any change
m  the constitution of the firm operating under licence  Where any change o the constitu-
tion of firm takes place, the current licence shall be deemed to be valid for @ maximum
penod of three months from the date ot which the change takes place unless in the meanume
a fresh licence has been taken from the icensing guthority in the name of the firm with the
changed constitution,"

(i) 1n Form 26-D, after paragraph 2, the following paragraph ghall be mnserted, namely :—
*‘S. Names of drugs (each item to be separately specified).”

() after Form 26-D, the following Form shall be inserted, narmely .—
“FORM 26-E
(See rules 155-A)

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

1. Certified thatloan licence No. e ie ek e
antedonthe P . . . W0, © v v e e
or themanufacture of Ayurvedic/S1ddha/Unamdrugsatthe premises situated at ,
Clo . .. .. e has beenrenewed from ... ..., to. .
2. Name of techmeal staff,. . . . & & & . iiiiih eeat bt rieaaaaieaaas Ces
SIENATUIE savv it ve irnnneninnnans
Date..... .... . Designation, ....

[No. X.11014/1/76-APC]
AJOY BAGCHI, [Jt. Secy.
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wareeg w7 Qf AT wEqAm AW
(emizar faqi)

wfeanT
At faodl, 29 q@TE, 1977

Ato wofwe 543 (W) ——Fef1d LT, wafa W wama qrad wfufow,
1940 (1940 %T 23) FT 197 33T ATA Faw WFIGT FT AW 4 Y, WA (&F
T gardT wiefe aedAEr AFEFR 419 ¥ TOan $W F g, safe @)
waraT gt faga, 1945 ¥ #fam@ W dMgT F T qwEr &1 sar 5 9sa
qru ¥ wafag & gerfra gmgAr & fAetatas e 3T a@dt =afEt &
sAasrd F g wwrmg fear 0 W 798 39 swwfaw 1 A geaaEr 30
TE AU gRAr A A A fF IFr WTET qTEH wiggTAr & qATA A AHCA K
At & 45 BRA ¥ qeanq fa= fear wrgam

304 wafg & yov fafafasz g aq@ fraay & 9w wreq &) ave
S AT mrT ar gare Gy safEd ¥ 91eq @1 FEw gew IR T frEre wel)

faaat w wqj

1. 47 fraay w1 G stafy wR wags @ad (gaea) fqam, 1977

A
2. wafa T gama qwdy faw, 1945 ¥

(%) fram 153 & qearq freafafas frawn gea enfr frar smem, sl —

“153% Iae wamia——(i) wgEtes (feg afgq) ar gad
wafuat & fpmard A% fafrato & fao sgreamata ® svEE o afmor
F fro wdaT, SIRT 25-¥ W, 30 ko FT WG H AT wwaA wrfuFTa
1 faar srgar

el —3q faaw ¥ W d fav, 3o seafw & gl
waafa gfasa & 8 #qarm sifasrr 67 a@as = 9§ o
o fafate & fag i godt eaaear 7y @ faeg o1 fafawio qeaesh
adr aafaadl &1 oW IoTAT AMEAT @ (FAFT TATHT AWT 259 FT RAK
maftaarr &

TR A3TF, TAFETT Fyqow H, wAAH H AAww F oo, A
amifr & qF a1 T gEfad oF ard @y, mrded w7 asarg -

Tg g W7 fE osndsE, uw oma A amfe F awae g o
grrfer & T are & o Ff wrET FT gwan g, freg T aw ¥ G safe
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F AAFH F MY 999 B9 30 o WK 19 ¥ AfyfEd €T 15 o W
T |

(i) afx q= sqnfia fagr @1 w€ 3, wfower @ T£ 3 ar @v ok
gt g fAaw & wdlw ardr &Y of swqwla & @@a ofy & fau 3w
e 7%0 50F% grfh”

(@) faaw 154 % gvad farafafes fow wxeafm fEar oo,

qafg i~

“154-% wgatew (fag afem) @1 garh safet F forad
7k fafrain & fag symvwgafa &1 g —

(1) wigdfew (faa afgr) ar garh wofiar & frgard oo fafawto
% fag Iarala wvq 25— Ty A ey

(2) & fran & wftq wynfa, aqemes sherd gra, gerfeafy mgafes
(fag afgg) ar galy simfuat v fafsar-agfaat % @8 fadow
¥ quAd FW F ovq Aqea w1 wm, R, aafeafy, @
fafre Tsa a@Te wAifEa w30

(3) Fgmaw wTfs, FATHTAT AEAFAE TEF AYAT g FAIATA
g f guremanfa & wdws & fafag fafmin &9 &3
% fag fafagtrgfre & oo qafaq 9wers, wwfae, fafmi-
graar 3T T w7 glwan Iwasy $17

() fraw 155 % quarq  frmafafas fraw s earfya fear s,

qoiq —

“155-% IUT FAATT F AAHET W AHOT 97 AwA 25-F § IUN
wamf & qewan & g gam g wE9 26-F 8 SO AT oy

(7) fram 156% wurq, freafafas faam s et frar g, sl ——

“156~% IECwmwfta WY gAfg——y=T 25-¢ ¥ gw IuTCswE
qr v 26-¢ § FdEq Tyreami| 3w 0 F, foww ag we a1 ofiee
£t 78, wrer A A 31 fedvacaw, 97 aF 5 23 ged qd Fefay
ar vg a&< 4y sy, faferarer @

qTg Az gETCsRa & Adwer ¥ fau s faw 1536 %
ware Opar ar & &) sarewnfa qr aw wqg W 9y aF & CIELE
q¥ gr3w i@ wdr w3 fzn wd ) afz gqwfa & weor & fqo g
a¥ qdagr & d qE F W F fear stg @ ag adafa gf awd

",
gAY 17
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(%) fram 158 & qv=nq fyeafofaa frm we eofe fear smom,
e —

“158-F W gt ® @l T 25-% § wwie, gay & 0%
ot & wdt qar freatafas wfaf@m ol & mfm $f, waig —

(%) wew 25-% o wawfa 7 g% a1 fAafras gf awelr ol afz s
25-9 § 30 At #) wewla, oy fafaain grmf apfaaay
FT AW AAACAUTY FTo7 3547 TUT A7, yeafeafa, g AT H wdT
@ ar fAefrag & s

(@) sqafaary za wfgfrow o 57 fAoe & goaedr &0 s oY
wfaftea st &1, afs 1% {1, qraq won G g gyl
Fmam 4% F v AR § g W ey i fafafrsr &

gy gl AT wrfafor waamny faet & fafafxee &1 757 8 Toma @ g%
SEAF & AL ATE aT% WA SV

(7) ganfaardr fafmin & @ F== aeeh ol Jae S & w9y e
v wgdr ARy ey s osmfaw g few o oeger &, afy
1% &Y, A &7 wnfaq wfasra @

() waafeaurdy, wa sfufow % miw fagsa Fes w50 o &
mfe @ T gt ey wi sfieat v fAdae s Fgear
A W fAdreas wt dr SAEy an faawy ag ag wiwfafieg
FE & AT wawT &3 F cw wfataw § 9oy 6 faey
FT qrerd fwar war & ar aEi
(w) fraw 167 % wqaax frwfefge frgw swrenfm fear oo,
wafg —

“167 frCere W mgEIG.—— 9T 33® F mew  fagsa e
gyt safer g gy ok aw—

(%) fraw 40% weiw @Y wATC @ s Py, wefeaty, madE
(feg =fgm) ar gt shafamt & fafawio & gt sfwa
yra fear  gY;  waar

(&) foet fawafaameg ar @ g™ gt w9FT FAT GYHRTT T TG
AIFRIT GIO Ed wAeE & fau awgamrey fefr wwdr awm,
afvag a1 wiedtn fafeer wafe a9 gro saw awfefe smds
ar fag o gawy sorely ¥ sutfe a1 sgde—siafy fmin fame
¥ Surfe g, sE

(1) vIST TR g, AT EFET GTEIC AT I gOFIT TN BN NAISA

& fory wrewamter fRfy aeaT gro wpEe , autfeafa, s, g
a1 gawT Tafa % femmEr )
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(8) AN &N, AT 24-9 ¥ ywan| frenfafgs w&=7 e warfie fmar

ST,
HEY 24~
(fraw 1545 ¥fam)
wragfas (fa s %rfs?r) ar AT Aafert & fafaato & g smrosgafa

% I T AqH707 F {0 qragT

1 .i. ﬁ-/ — o
ferq  qfree o sogEfas (fw Hﬁm) ar AT u’hrf‘sm‘r%hﬁwfm F 3 IGTT-
AT & AT /FOFTOH (A7 q1ETT Fa g/aa

2 fafafag &t o1y qreft wtafrar & g (fraor afg)

3 fafrain ofw@w !:mﬁ&w (feg afgm) ar gt wafisdy ¥ fafmior
W qiET ¥ aege awEtyd aEdray s F A, HEATT S wHA |

4 ¥ gu famfafag arT sar g 5@ )

(%) su fafaniar aqeaw &, fqaer fafmin smn &1 &jgn e
FLAT AT § WG &, WY/GAR grU NR T qF ¥ @@y wf7)

(@) fafaiaraqeam & 9§ a7+t & sfa forad o oo A e @
R gra wedw a1 & fafmin ¥ fac oadr qww qwe
waTft, ST WX O #Y JATT IgTT AW A ggww §, WK
7y fr & g fafrer st qrodlt s dare geamd g wraemey

frezT @ |
() fafaiae # ar & fag searfan stafinat & ool st wdat & agq
§ —mmmmm AT & SR = To B G FTRILH A7 JAT %

Y E & 1T GETT FATAT WA T G |

g
FEATETT
(e )

sqzy, FaTfeqfy, waTHY, WolErer ar gan fRRwew STAm as w3
aET HIATH FH FT AH AT FIATT & THA T FT 94T & F3 |

voggr 3w fafawiar avear &, Ster fafior F aeqa: fear s g,
AT S G AT qg A gear ot ao AR A wretq gwr a1

a l!l
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() sweq 25-7 % qearg frafafa g&7 s .aarfea fear g,

st ——
‘e 25-¥
(fram 154w 2faw)
wradfon (fog afigr) a1 v stufiy® fovard g fafior ¥ fag
FurT-aafE
1 gqfq A7 Hear
2 3 T fequ  ofg ®

frrafafas fanesr ordiall sdnfard R sdau & i weEfas (fea
gfyd) ar qarh stafuai & frorard owk fafautn & fag Isrcarafar spae #
STt
(%) Ty wawfeg (AT)
(@) Mafaat®am (vetwaa waT o fafaizs ® arg)

3. wg wyaf ¥ SRR LU L

4. gAY afng wal i G v ot & ot & STy o shefu
orewgma g wfufaam, 1940 ¥ mivy weevrm e fro 3§ fafirfesz it Smd

Y A F A ———

FEATHT
T A TR =i

1. wafa i AfwTr FwTAE wAmd, S osqa @, apfea of@cd
T WG, R Ay W sarga qrnlt sfifan, 1940 & wfiw e e
® Wy g dw faear oA

2. wmfer & arfr ol samfor ¥ fed ot afeds & g g
ugae wrfawTd ®Y &Y sty )

3. agwqwfa Qe wigf #df &t 1 o) @wd) adedr o wpiET
qog g o W srfawtd ® gfed s su omfgwrd g gestfe
WY wd

4. ‘wpafaurd, 1@ wppfad mf we o s Rl afads
®r v ¥, IEET LT wwE srfyerdy #) fafaw s d g wgh @ ¥ e
Harg afordt Ml agt Wy wenft, dar afads anp QA€ arda ¥ afieeaa
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faam Y mafu ¥ e Rfivre gt oo, swas o = o w9

SR & A A fagd 1T N ofomw g, WA wrfasr ¥ srew 3 FT AT
ANl

() g&7 269 % dw 2% g fawfafay 3o s earfos fear s,
wafy ——

“3. wiafudl & A (v@w A7 v wen fafafrse £ )
(1) =g 26w & qyarq Frenfafan seg v wurfag fear smoam——

“I¥T 26-%
(fraw 155-% 3fard)

/
wgdfes fag o gat Awfe & frrard g7 fafwte & fag gare-
i & FEEr w1 OAAT qF

sATor feat S § fe foaq afae ¥, wqdfan fag)
gy wiwfid} & fafeafn & fag Y
qfrqv{m Jur-wanfa o -
W%mmﬁw&tl
2. TEATET F T W AT
e
AL
TEATH.

[€o wsg 11014/ 1/76-1 €Y 1]
way qEY, ¥y Ay |

WET AA, mmwm,hﬁm,#?mﬁm'
whro aur e, s Trver, Pt g st 1977
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