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@Ry AR aftar e gaed
(argde, A & wigtven fafeer, ek, fog o el fvmn)
srfage
= faeett, 9 9@, 2008

wrEL. 512( 3t).—3iufy 3R waE genlt fram, 1945 w1 iR geivR w@ @ o wfeg @ e w5t
sitafy 3ik warem el srfufiam, 1940 (1940 %1 23) Fi U0 333 F SPeTER Sifugsm gen aEfi 651(3) gu
ARG 19 3TERET, 2006 Y TR & TSI, STEER | Wit fowman man an forad Toa wwifaa e o safamdl @ 3net it
gamEl 1 arEtE o 3l g gu € ot fF Saa e R S w39 afugeen dadi e wt i sues
FAU 9H W 39 ai@ |, Farefa &7 =t eafy o &R = gvam, fa=w fean smo;

IR wafd, I9 TSTA 18 IFRA, 2006 i JAA HI ITAH HUE T off;

3R wafs, 397 wey Fram sfufy ik wars aenft sfafam, 1940 (1940 F123) W 9 | WIS SE) aen
gaEl W H=5E TR g fHEn fwm @R

1|, 27U, STy 3R war S sfuftEm, 1940 (1940 F123) Y R 333 BRI Wea wiigadl 1 94T F1 5y,
F519 TR AgaE, fag 3R gt sinfy ao-iat Fomesr 91 ¥ Hd T & IvEn Tegrt ity Sl yae g
i, 1945 =1 3R HiuE F@ 2 Frefofea Faml S aem @ srwerf -

L (1) 37 fagdi &1 wm aivefy 3 wares e (wes genya) frem, 2008 © 0
(2) A oIS H I YO Y adE ¥ ¥g9 e |

2. 3ify s wEraA aenit fram, 1945 9, (38 3% fram & v A Sfeafeq) faw 157 @ gvag, fefafaa
fram sfaxenfya e o, steiq -

157, qeadl fada a6 d angds, fag o gAr siufual % e adaui faftmi s g wgE e
it & SifTeral w1 STERET | gER el fag seen g shufual & yeie eRdaard fafmion v |
arden &1 i R A ydadl fadra ad F srgds, fog oik g siafual & yois arddad fafmion i
ER W F=4 gl &1 AferE #1 @-TE@E F01 3R Sgdg s fag sgan gare shefial @ v
sirafy wrdn wivsr ik Tty st wRy 1€ 3ruEr 30 vaeH & fou asg s gy w1 g
farelt arfirentor =) Satadt faxda ad & 5[ & 309 KA 7% 39 UHiv g 39am fu o |t w=4 amia 2
ey § gyt 7 & § fag o o sifvers wega w431

3. 3I9a fiadl 4, sget 7 % A Frefafes syt w6 s, s -
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K A%
(Fraw 157 = 35)
fasit ad & g e sruan fag e gt arddwa Rt fafater wesint gwr =it
[Tl & IuahT & Sifitere et was
Qe Had =i
T T se e e e e
R s o e SR
EILHK
qdr: :;
o | we
B g-Hel:

1. st e % 1 apier @ 31 Wrd & o waaa  sitwdty areat / gt/ st asl/ aia i/ awee S|t/

st @t wen (faferm gfra o s #9)

®)  vge wgtafeat _
T URY W | TR FTYIT & B Wga 9 |
ATH- - | =HE |y | 5 e | AMTad @ | o | W | | e -
wwang | fawam | vla o | fafwie | dueed Ry
et & few.a.
AR #)

* agdfes wHet st dfean/srqafae wmiwiitar 3w ffear
(@). wgNTE

| 1AM wgad  weE amgfa & |

AT - TOHATS | aetas AW | whe ad | e fata [ smfwm | @w
fedtag* & SRR (e, %) it

¥ e nieRt i /s wHiEG A dea
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WA T SIS : SR

(M. wgE safatw

T H1 AW wE W A & BT
[T AR eEtE AW | afa aw |ty = HATATEE F
(. #) ()
(). WgE 99 I
37 IAE H AR Twaw wmv = Tt % i
TR AW e/ ufe  ad | fafmiavamd | smEms Fo
s W | (. #) ()
(= g 7)
2. gEad s R Hedt ai(EmiE)/ e e

Ifs &, ot o A Heeaql ¥ URY € ¥ FHH eyl ATt Hee & @R ER Ut dedt |t ([maf)
& AH(AHT), HH o HROT [SUCTSI, TOTEw e HIg 37 (F9aT g9i0))] = 3 #1 |

% ! G T AT HHT T AT RO
NG R FHTTEY | SifawAmmafs am | w6 (wsmm )
! | g o e Sfefiae (3 15 )

| ST SR SRR WO AW

[E #. 11020/2/2006-Srdret (3R9) ]
fora arwia, g i

are feoqur : et Fram ifuRE €. H1 28-10/45-TF (1), A 21 fwam, 1945 510 R = TSI | yahie faee T ¢
3 wveTEd TieA S | 678(31) 31 SR, 2006 G FF T |
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MINISTRY OF HEALTH AND FAMILY WELFARE
{(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homocopathy)

NOTIFICATION
New Delhi, the 9th July, 2008

G.S.R. 512(E).— Whereas the draft of certain rules further to amend the Drugs and Cosmetics
Rules, 1945 was published as required by section 33-N of the Drugs and Cosmetics Act, 1940 (23 of
1940), in the Gazette of India, Extraordinary, dated the 19® October, 2006, vide Number GSR 651 (E)
inviting objections and suggestions from persons likely to be affected thereby and notice was given
that the said draft 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 containing the said notification were made available
to the public;

And whereas, the said Gazette was made available to the public on the 18t October, 2006;

And whereas, objections and suggestions received from the public on the said draft rules Drugs &
Cosmetics Act, 1940 (23 of 1940) have been considered by the Central Government;

Now, therefore, in exercise of the powers conferred by section 33-N of the Drugs & Cosmetics
Act, 1940 (23 of 1940) the Central Government, after consultation with the Ayurveda, Siddha and
Unani Drugs Technical Advisory Board, hereby makes the following rules further to amend the
Drugs and Cosmetics Rules, 1945, namely:-

1. (1) These rules may be called the Drug and Cosmetics (First Amendment) Rules, 2008.
(2) They shall come into force from the date of their publication in the Official Gazette.

1 In the Drug and Cosmetics Rules, 1945 (herein referred to as the said rules), after rule 157,

the following rule shall be inserted, namely: -

“157A. Maintaining of records of raw material used by licensed manufacturing unit of
Ayurveda, Siddha and Unani drugs in the preceding financial year. Each licensed
manufacturing unit of Ayurveda or Siddha or Unani drugs shall keep a record of raw
material used by each licensed manufacturing unit of Ayurveda, Siddha or Unani drugs
the case may be in the performa given in Schedule TA in respect of all raw materials
utilized by that unit in the manufacture of Ayurveda or Siddha or Unani drugs in the
preceding financial year, and shall submit the same by the 30% day of June of the
succeeding financial year to the State Drug Licensing Authority of Ayurveda, Siddha and
Unani drugs and to the National Medicinal Plants Board or any agency nominated by the
National Medicinal Plant Board for this purpose”

3. In the said rules, after Schedule T, following Schedule shall be inserted, namely: -
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“Schedule TA
(See rule 157 A)

Form for record of utilization of raw material by Ayurveda or Siddha or Unani
licensed manufacturing units during the financial year.

Identification Particulars:

TG et L ACOHESE D5 v orp s st e e oiminipcits 444 o s avm 5
TSBUERTE A o ivis aviins sre jum i ASE kn avwi s Shipiaas soa vie: von By s amai ks

T e e SRS S G e R S

BOURIR? oo ool SRED i en Rihiin we s s s bins .
Sl sk e O . e PRI o iisiins s iiopaionnesvinsiid
Telephone: ............... e S e A oo B Bl i TR A

£l

1. Quantity of Medicinal Plants/Extracts/Essential Oils/Metals/Animal By-Products/Minerals

Used During 1%t April, to 31t March, of the _groceeding year (For Productions at the
identified facility)

(a). Herbs Used

Common Plant’s Quantity Sources of Supply Part Used
Name as in Botanical Used/per Tra- Forest Culti- Impo- | Total | Whole | Root | Leaf | Others
AFI/API* Name annum ders/Man | Collec- | vators rted plants

(in Kgs.) | ufacturers tors

* Ayurvedic Formulary of India/ Ayurvedic Pharmacopoeia of India
(b). Extracts Used

Name of Extracts Quantity Sources of Supply
Common Name as Botanical Name Used/per | In-House Export Imported | Total
in AFI/API* ° annum (in Suppliers
Kgs.)
E—

* Ayurvedic Formulary of India/ Ayurvedic Pharmacopoeia of India

J8 96 Sileb. o
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(c) Metals/Minerals Used

Name of Mineral Quantity _ Sources of Supply
: Used / per Manufactures Traders Importers Total
Commor Name Chemical Name annum (in (Domestic)
Kgs.)-

(d) Animal By-Products Used

Name of By-Product Quantity Sources of Supply
Used / per Manufactures Traders Importers Total
Common Name Biological/ Chemical annum (in (Domestic)
Name (if any) Kgs.)

2. Shortage of raw material(s)/inputs (iurmg the preceeding year.

Ves

If yes, please indicate name(s) of such raw material(s) by level of importance starting from
most important to least important, reason for shortage [availability, quality or any other (please

specify)]

Name of Raw Material Appro. Qty  of | Reason
: shortage (in Kgs.)
Name of the drug and part used as | Biological/Chemical Name
mentioned in official | (fany)
formulary/Pharmacopoeial/Schedule
I books

-

§No. K. 11020/2/2006-DCC (Ayush)]
SHIV BASANT, Jt. Secy.

FootNote: The Principal rules were published in the Gazette of India vide notification number F. 28-10/45-H (1), dated the
21st December, 1945 and subsequently amended vide notification number G.S.R. No. 678(E) dated
31-10-2006.
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