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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Indian System of Medicine and Homoeopathy)
NOTIFICATION -
New Delhi, the 31st January, 2003

G.SR 73(E).— Whereas a 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 Part
~ 11, Section 3, Sub-section (i), dated the 12t July 2001 vide No. GSR 492 (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 thirty days from the date on which copies of the Official
Gazette containing the notification were made available to the public;

And whereas the said Gazette was made available to the public on 12t
July 2001;

And whereas objections and suggestion 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, hereby makes the following further
amendments in the Drugs and Cosmetics Rules, 1945, namely:-

RULES

1. (1) These rules may be called the Drugs and Cosmetics 2nd (Amendment) Rules, 2003.

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

2. In the Drugs and Cosmetics Rules 1945, -
{a) After Rule 160, the following shall be inserted, namely -
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“PART XVI(A)

APPROVAL OF INSTITUTIONS R CARRYING OUT TESTS ON
AYURVEDIC, SIDDHA AND UNANI DRUGS AND RAW MATERIALS USED IN
THEIR MANUFACTURE ON BEHALF OF LICENSEES FOR Mmcnnu
FOR SALE OF AYURVEDIC, smn@ AND UNANI DRUGS.

160 A. Application for grant of approval for testing Ayurvedic, Siddba

and Unani drugs. - Application for grant or renewal of approval for carrying out

tests for identity, pﬁrity, quality and strength of kAyurvedic, Siddha and Unam
drugs or the raw materials used in the manufacture thereof on ‘behalf of
licensees for manufacture for sale of the said Ayurvedic, Siddha and Unani
drugs, shall be made in Form 47 to. the Licensing Authority appointed by the
State Government for the purposes of Part XV, 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 six thousand rupees in
respect of the Ayurvedic, Siddha, Unani drugs specified in the books prescribed

in First Schedule to the Act.

Provided that the applicant shall furnish to the approving authority such
additional information as may be required by it in connection with the
application in Form 47.

-

Provided further that if the applicant applies for renewal of approval after

its expiry but within six months of such expiry, the inspection fee payable shall

be six thousand rupees plus an additional inspection fee at the rate of one

thousand rupees per month in the case of testing of Ayurvedic, Siddha and |

Unani drugs specified in First Schedule to the Act.
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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 Ayurvedic, Siddha and Unani drugs, as the case may be.

160 B. Form in which approval to be granted for carrying out tests on
Ayurvedic, Siddha and Unani drugs on behalf of licensees for manufacture
of Ayurvedic, Siddha and Unani drugs and conditions for grants or renewal
of such approval.- (1) Approval for carrying out such tests of ident:ii:y, 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 48.

(2) Before approval in Form 48 is granted or renewed, the following

conditions shall be complied with by the applicants, namely:-

(i) The premises where the tests are carried out shall be well lighted and
properly ventilated except where the nature of tests of any Ayurvedic, Siddha
and Unani drug warrants otherwise, Wherever necessary, the prenﬁses 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.

(ii) (@) The applicant shall provide adequate space having regard to the nature

and number of samples of drugs proposed to be tested:
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Provided that the approving authority.shall deermine from time o time
whether the space provided continues to be adequa.teﬁwdodﬁmher thait
separate section shall be provided for (i) Chemistry, (i Pharmacognosy, )
Ayurveda, Siddha and Unani, (ivi Microbiology, {v) Sample Raem, . fvi) Offige-

[ I—9e 3() ) DML SRR

cum-Record Room, with proper partitions and minimum reqmredma of §00

square feet.

: (bj The applicant shaill provide a list of persons who may be emplgjréd
with him as experts, such as Chemist, Botanist and expert m :_Ayurv',éd:é/
Siddha/Unani or Pharmacist who shall possess a degree in Chemistry, Botany,
Atyurved/Siddha/ Unani/Bachelor in Pharmacy from a rcc;qgrﬁ_z:d Uniyersity. or
equivalent, with experience for 2 years for can-ymg out tests or analyms qw
the Ayurvedic, Siddha and Unani pharmacopoeias. oy

{c) The applicant shall provide adequate equipments esaentlal Iof
cartying out tests for identity, pﬁrity, quality and strength Ayurvedlc, Slddha
and Unani drugs as per pharamcopoeial standards or other _available
standards.

“List of equipment recommended is.given below:”.
1.  Alcohol determination apparatus complete set.

2. Volatile oil determination apparatus.

RECET /23 —3

P
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11.
12.
13.
14.
15.
16.
17.
18.

19,

21,
22.
23.
24.
25.
26.

27.

Bedling point determination apparatus.

Metting point determination apparatus.

Refractometer.

Polarimeter.

Viscometer (ostwalds, Redwood viscometer]. - o .
Tablet disintegration apparatus. |

Moisture determination apparatus (IC filtrator).

U.V. Spectro-Photometer. '

Muffle furnace.

Electronic Balance.

Hot air oven(s) different range of tcmperatu:re /vacuum oven.
Refrigerator.

Glass distillation apparatus/plant.

- Water supply demineralised exchange equipment/Distillation equipment.

Air conditioner.

LPG Gas Cylinder with burners.
Water bath (temperature controlled).
Heating mantle {4) or as required.

TLC apparaius with all accessories.
Sieves 10 to 120 with sieve shaker,
Centrifuge machine.

Dehumidifier (whe:« 1o cessary).

PH meter.

G.L.C. with F.1. detector. ' :

Silica crucible.
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28. Tablet friability tester.

29. ‘Tablet dissolution tester.

30. Other related equipment, reagents, chemwals and ghssmres.
: Pharmacgr_mgx Section

1. Microscope binocular.

2. Dissecting Microscope

3. Microtome

4. Chemical balance

5. Microslide cabinet.

6. Alumlmum slide trays.
7. Hot air oven

8.  Occular Micrometer.

9. Stage Micromctc; A - 3
10. Camera Lucida Prism type and mirror type.
11. Hot plates.
12.  Refrigerator.
13.  LPG Cylinder with burners.

14.. Qther related equiments, reagents, glasswares etc..

Note: Instruments like HPLC, HPTLC, Atomic Absorption spectrophotometer

could be arranged by tie up with other laborataries.
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Microbiology Section

i

6.

9.

(3)

Laminar air flow bench (L.A.F)
B.0.D. Incubator.

Plain incubator.

Serological water bath.

Oven.

Autoclave /Sterilizer.
Microscope (high power).
Colony counter.

Other related equipment and reagents,

The applicant shall provide and maintain suitable equipment having

regard to the nature and number of samples of Ayurvedic, Siddha and Unani

drugs intended to be tested which shall be adequate in the opinion of the

approving authority.

(4)

The testing 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 stated in clause (b) of sub-rule (2) who shall be

the person-in-charge of testing and shall be held responsible for the reports of

test issued by the applicant.

(5)

The testing of Ayurvedic, Siddha apd Unani drugs, as the case may be,

for identity, purity, quality and strength shall be carried out by persons whose

o R B B . N . &
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qualifications and experience of. testing are adequate as stated in clause (b) of

sub-rule (2).

(6) © The applicant shall provide books.of standard recognized under the
~ provisions of the Act and the rules made. the_;‘eunder and such books of

reference as may be required in-connection. with the test:ipg of analysis’ of the

products for the testing of which approval is applied for.

(7}' - The applicant shall provide list of #tandard Ayuxvéd;_',c, Siddha and Unani

drugs (Reference samples) recognized 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 pfoducts of which

approval is applied for. -

160 C. Duration of approval.- An:approval granted in Form 47 or
renewed in Form 49 unless sooner suspe_ndéd or withdrawn, shall be valid for a

-pen'bd of three years from the date on which it is granted or renewed:

- Provided that if an applieation 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 in#pection fee, the ap_prova_l{shall
continue to be 1n force until orders to be contrary are passged on the application
and the approval shall be deemed to have expired if the application for renewal

is not made within six months of expiry.
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160 D. Conditions of approval.- An approval in Form 48 shall be subject

to the following conditions, namely:-

I. The Institution granted approval under this Part (ticreinafter-referred to
as the approved laboratory) shall provide and maintain adequate - staff and
adequate premises and equipment as specified in rule 160 B. -

Il. The approved laboratory shail provide proper facilities for storage so as to
preserve the properties of the samples to be tested by it.- | 7

1. The approved laboratory shall maintain records of tests for identity,
purity, quality and strength carried out on all samples of Ayurvedic, Siddha and
Unani drugs and the results thereof together with the pmtoéols 6f tests showing
the readings and calculation in such fo:"m as to be available for inspection and -
such records shall be retained in the case of substances for which date of expiry
date is assigned; for a period of two years from such date of expiry and in the
case of other substances, for a period of three years.

IV.  The approved laboratory shall allow the Inspector appeinted under this
Act to enter with or without prior notice the _premiscs where the 'tesu'ng is
carried out and to inspect the premises and the equipment us_ed 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 Insped:ors such information as they may require for the purpose
of ascertaining whether the provisions of the Act and rules made thqmmder
have been observed. |

V.  The approved laboratory shall from time to time report to the approving

authority any changes in the person-in-charge of testing of Ayurvedic, Siddha

R R b G SEREIE (S . [ P
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and Unani drugs or the expert staff responsible for testing, as the case may be,
and any material alterations in the premises or changes in the equipment used
Tor the purposes of testing which have been made since ‘the date of last
inspection made on behalf of the approving authority before the grant or
renewal of approval. ‘ |
VL.  The approved laboratory shall furnish reports of the results of tests or
analysis in Form 50.

~ VIL. In case any sample of Ayurvedic, Siddha and Unani-drug is found on test

" to be not of standard quality, the approved laboratory shall furnish to the
approving. authority and the licensing authority: of the State where the
manufacturer and/er sender of the Ayurvedic, Siddha and Unani drugs ‘is
located, a copy of the test report on the sample with the protocols of tests '
applied.
VII. The approved laboratory shall comply with the provisions-of the Act and
rules made thereunder and with such further requirenrents, if any, as may be,
specified in the rules made from time to time under Chapter IV-A of the Act of
which the approving authority has given: the approved laberatory not less thert
four months’ notice. | |
IX. The approved laboratory shall maintain an inspection book to enable the
Inspector to record his impression or defects notices. - .

160 E. mmmmdqm-m an approval in
Fm%hmnud.theapprwmgaumwﬁydmneaﬁsethélabor&oqatmﬁch e
the testing of Ayurvedic, Siddha and Unani drugs, as the case may be, is

proposed to be carried out to be inspected jointly by the Inspectors appomtcd or
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designated by the Central Government and State Government for thls purpose,
who shall examine the premises and the equipment intended to be used for
testing of drugs and verify into the professional qualifications of the expert staff :

who are or may be employed by the laboratory.

160 F. Report of inspection.- The Inspectors appointed by the
Central Government as stated in rule 160-E shall forward to the appmvmg

authority a detailed report of the results of the inspection. -

160 G. Procedure of approving authority.- ‘4‘(1)%- If  the - approvmg

authority after such further enquiry, if any, as it may consider necessary, is’
satisfied that the requirements of the rules made under the Act have been '
compHed with and that the conditions*of the approval and the rules made
under the Act have been observed, it shall grant approvalin Form 48.: o
(2} If the approving authority is not so satisfied, it shail reject the application *
and shall inform the applicant of the reasons for such rejection and -Of.‘.'the

conditions which shall be satisfied before approval could be granted. B

160 H. 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 two thousand rupees, the approving authority may, if,
after causing a further inspection to be made and after being satisfied that the
conditions for grant of approval have been complied with, grant the apprwél in’

Form 48.
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160 1. Renewal- On an application being made for renewal, the
approving authority shall, 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 Fort 49.

160 J. m.w and suspension of approvals.- (1) The appreving
-authority may, after giving the approve’d laboratox_'y ah\ 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 undt:r this Pa.rt or suspend
it for such period as it thinks fit either wholly or in respect. of testmg of some of
the categories of Ayurvedic, Siddha and Unani drugs to which it relates, if in his
opinion the approved labaratory had failed to comply with any of the oondiﬁons -
of the approval ‘or with any prqviéion- of the Act.bf ;:hfl:l'rulcs made thereunder.

(2)  Any approved hbbmtory, whose approval has been _suspénded or
withdrawn, may, within three months of the date of the ordér of sﬁspénsion or
withdrawal, appeal to the State Government which shalldmpose of the appea.l .
in consultation with a panel of competent persons appmnted by the Department |
of Indxan Systems of Medlcmc and Homgaeopathy, Govemment of India in thxs

’ behh.lf and notified in the Official Gazette™;

{b) in Schedule A, after Form 46, the following Forms ghall be inserted,

namely:-

“FORM 47
 {See rule 160 A) .

: Application for grant or renewal of approval for carrying out tests on
Ayurvedic, Siddha and Unani drugs or raw materials used in the manufacture

2866 1/ 03— U
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thereof on behalf of licensees for manufacture for sale of Ayurvedic, Siddha and
Unani drugs.

(1) MI/WeE civivniiiiiiececienvnereens O aivennnns R SPTN hereby. apply
for the grant/renewal of approval for carrying out tests of identity, _purity:
quality and strength on the following categories of Ayurvedic, Siddha and. Unani
drugs or raw materials used in the manufacture thereof on behalf of licensee for
manufacture for sale of Ayurvedic, Siddha and Unani drugs.

{(2)  *Categories of Ayurvedic, Siddha and Unani drugs other than
those specified in the First Schedule to this Act for which testing will be carried
out: : .

AYURVEDA AND SIDDHA : UNANI

1.  Asava and Arista 1. Nabeez, Khal (Sirka)
2. Arka-Tinir 2. Majoon and its sub-
. categories:-
Itrifal, Jawarish, Khameera,
- Laooq, Halwa.
3 Avaleha and Paka-llakam 3 Sufoof, Zurcor, Sunoon.
4 Kvatha Curna-Kutinir Curanam 4 Namak, Khar . -
5. Guggulu 5 Raughan
6. Ghrita-Ney 6 Zimad
7 Churna-Curanam 7. Habb (Pill)
8 Taila-Tailam 8 Shiyaf
9. Dravaka-Tiravakam 9 Qutoor (drops) :
10. Lavana-Uppu 10. Kohal (Surama), Kajal
11. Kshara-Saram 11. Satt, Usara
12. Lepa-Pacai 12. Kushta
13. Vati, Gutika-Kulikai 13. Joshanda (Single drugs)
14, Vartt 14. Sharbat, Sikanjabeen
15.  Netrabindu{Aschyotan) 15. Sayyal, Arq (Distillates)
16. Anjana-Kanmai 16. Qurs (Tablet)
17. Sattva-Sattu 17. Marham, Qairooti
18. Kupipakva Rasayan-Kuppi 18. Humool, Furzaja
Centuram .
19. Parpati 19. Bakhoor
20. Pishti 20. Nabati Advia
21. Bhasma-Parpam 21. Maadni Advia '
22. Mandura-Atai Kutinir 22. Ajsad Advia .
23. Rasayoga-Centuram 23. Haiwani Advia
24, Lauha * 24. Jauhar
25. Ghana Sattva 25. Natool
26. Kvath Pravahi-Kutinir 26. Nashooq, Naswar

27. Panak (Syrup)-Manappaku 27. Shamoom



[P H—am 3G)] L e e

28. Tablet-Mattirai S 28. Saoot (Nasai drops)
29. Capsule o '29. Mazoogh

30. Ointment-Kalimapu 30. Tila

31. Phalavarti 31. Lashooq

32. Dhoomravarti/Doopan - 32.  Gulgand

33. Kshar Sutra/Kshar Varu ' 33. Fateela

34. Single drugs: 34. Ghaza Ubtan, Sabhgh

(a) Plant based.
(b) Mineral based ' ' o
(c) Metal based
(d) Animal based
(e) Syntehtic -
. (f} Any other Ayurvedic, Siddha,
- Unani formulation. - : ‘
35. Pushp (Phool) 35. Capsule
36. Nasya 36. Hugna
37. Swarasa (Fresh juice) - -37. Naurah
38. Karna Bindu (Ear drops) 38. Latookh
39. Any other dosage form of Patent 39. Vajoor (Throat pain)
and Proprietary and Ayurvedlc _
Siddha, Unani Drug. ~ ' :
40. Mazmazah (Mouth washer)

(3) Names, qualifications and experience of experts empiloyed for
testing and the person-in-charge of testing.
(4) - List of testing equipment prov1ded

(5) *]/We enclose a plan of the testing prem.lses showmg the iocation
and area of the different sections thereof. - .

(6) An inspection fee of TUPEES ..covcvinrrresesnrssresarvesonass has been
credited to Government under the héad of account ............. vrediaiibevensnidaunniannis

Full address of the Applicant .

Delete whichever is not applicable.
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FORM 48 .
(See rule 160 Bj

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

Number of approval and date of issue:
(1)  Approval is hereby granted to ........... eeees for
carrying out tests for identity, purity, quahty and sirength on the followmg
categories of Ayurvedic, Siddha or Unani drugs and the.raw materials used in

the manufacture thereof on the premises situated at ..................... ceersserarearanane

Categories of Ayurvedic, Siddha and Unani drugs. _ : 4

d

(23 Name of experts employed for testing and the person-m-charge of testing
................................................ (experts) and ........cceceeirviiiiinennenenen.. {person

4) The approval is subject to the conditions stated below and such othy
conditions as may be specified in the rules for the time being in force under e
Act. -
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§ y .Conditions of Approvel

(1) This approval and any certificate of renewal in Form 49 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 Unani drugs it

 should apply to the approving authority for necessary endorsement as
provided in Rule 160-A. This approval will be deemed to extend to the
items so endorsed.

(3)  Any change in the experts or in the personrin-charge of the tesimg shail
be forthwith reported to the approving authority.

4) The applicant shall inform the approving authority in writing in the event
of any change of the constitution of the Hiboratory 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.

e

FORM 49
(See rule 160 I)

Certified , of renewal for carrying oﬁt tests or analyms on Ayumedlc,
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:

(1) Certified that approval NUMDET .........civcusersseessenn. granted on
the ........ erreesnineas day of .......cviiiiiniinnnnnn . 2001 for carrying out tests of

identity, purity, quality and strength on the following ca ies of Ayurvedic,
SlddhaorUnamdrugsandtherawmatenalsusedmthe ufacture thereof

at the premises situated at ......... bereierierssnsnasens has been renewed from .........
17+ TSN (Date). o -

Categorieé of Ayurvedic, Siddha or Unani drugs. :
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(2) Name of experts and the pcrs&n-in—charge of testing

...................... (experts) and ..............cc.cceeevan.e.e... (person-in-charge).
Signature ..........c.ccoiiiiivneniiiiinnn
Date......................... Designation ....... dererre e
Place ...........cccccoeuiens Seal ofStateLwenSmgAuthonty
FORM 50

[See rule 160 D{f)]
Report of test or analysis by approved Ialborlto‘ry

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

srstastanitatsburnsranans

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

(3) Date of receipt of the sample.

YT YT

(4) Name of Ayurvedic, Siddha and Unani drug of TAW matena.l.
purportmg to be contained in the sample.

esssemen

(5) Dcta.lls of raw material of 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.........c.oieiiiciiiiiiini s g e
(b) Batch number ........cooeeiviiiniiininaann :
(c) Batch size as represented by sample .........cccceecerennne
(d) Date of manufacture, if any ......ccccviviininiininnn cerernen
(e) Date of expiry, if any ....c.c.cvvvvevevareiorenens rrererrarenretnanes

(6)  Results of tests or analysis with protocols of test or analysis
applied or as per Ayurvedic, Siddha or Unani Phan:uacopoeial standards..

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

---------------------------------------------------------------------------------------------------------------------

(S8ignature of the Person-in-Charge of testing)

Date .
\ (FINO' LEA AR S NI N A RIT NI R ZT RN Y Q22 SERIERIEEP R ) R
Place .
Name & Designation & Seal ................c..oue
Name & Address of the LaDOratory .........cocoereremeveneennenss
License No. ...cccevveceecvnccirneen ceseunenes

Note: Final product includes repacked material.

*Delete whichever is not applicable.”

[No. K-11020/3/2000-DCCASM)]
L.PRASAD, Jt. Secy.

Foot Note :—The Drugs and Cosmetics Rules, 1945 asamended upto 1-5-1979 iscontained in the publication of the Ministry of

Health and Family Welfare(DepartmcmowalthcontainingtheDrugsandeeticch(, 1941) and the Rules
(FDGHS-61) and last amended vide G.S R. 648(E) dated 16-9-2002.
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