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MINISTRY OF HEALTH AI:ID FAMILY WELFARE

(Department of Health)
NOTIFICATION
New Delhi, the 20¢h March, 2012

GS.R. 228(E).—Whereas the Central Government is
of the opinion that circumstances have arisen which render
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it necessary to make the rules without consulting the Drugs ’

~ Technical Advnsory Board

: And whereas the Central Govemment proposes to
consulé\the Dmgs Technical Advisory Board wnhm six
months of making these rules;

Now, therefore, the foﬂowmg draft of certain rules
- further to amend the Drugs and Cosmetics Rules, 1945,

* " which the Central Gevernment proposes tomake in exercise
" of the powers conferred by Section 12 and Section 33 of
. the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby

. published as required by Sections 12 and 33 of the said Act-

for the information of all persons likely to be affected
thereby, and the notice is hereby given that the said draft
{'uls shall be taken into consideration on or after the expiry
of a period of forty-five days from the date on which the
copies of the Gazette of India containing these draft rules
are made available to the public;

_Any person interested in makmg any objectlons or
suggestions on the proposed draft rules may do so in- -

wmmg‘ﬁr consideration of the Central Government within
the period so specified through post to the Secretary,
Ministry of Health and Family Welfare, Government of

. Indla,N‘ummBhawan,NewDellu-UOOll

DRAFT RULES

1L @) Thwe rules may be called the Drugs and
: Cosmeucs (FlrstAmendment) Rules, 2012,

(2) 'l'hey shall come into force on the date of their
.- final publication in the Official Gazette.

2 In the Drugs and Cosmetics Rules, '1945
hereinafter- referred to as said rules,

- (’), inrule 65, :
(a) in condition (3), inclause (1), in sub-clause (t)
and in sub-clause (ii) of the proviso, for the
~ words and letter ‘Schedule 1, the words and

letters “Schedule H and Schedule H1” shall be :

substituted.

()  in condition (9), in clause (a) and (b), for the
words and letter ‘Schedule H’, the words and

letters “Schedule H and Schedule 'H1” shall be’

in condition (11), for the words and letter
“Schedule H”, the words and letters “Schedule
. Hand Schedule H1” shall be substituted.

\moondmon {11A), for the words and letter
- *‘Schedule H’, the words and letters “Scheduile
H and Schedule H1” shail be substjtuted.

@ mmnle 97 in sub-rule (1 ), afier the clause (d)
the foﬂowmg shall be inserted, namely :—

‘ "‘(e)v if it contains a drug substance specified in
"~ Schedule Hl, the drug formulations shall be

~

©-

@

 labelled with the symbol Rx whlch shall be in’

red and consplcuously dlsplayed on ‘the left
top corner of the label, and shall also be lebelled
with the following words in a box w1th ared
‘border: /

‘Schedule H1 drug——wa.ming' o
—it is dangerous to take this preparation except in
accordance with the medical advice.
_—Not to be sold by retail without the prescription

of aRégistered Medical Practitioner.”

3. In Schedule H, to the said rules the followmg
entries shall bé omltted

1. “Alprazolam
2 Amikacin -

3. Antibiotics

4 - Azu-eonath

5. Buprehorphine .
6. Cefadroxil

7. Cefazolin

8 Cefdinir

9. Ceftazidime

10. Ceftizoxime

11. Cefiroxime

12. _Chlordiazepoxide

13. Ciprofloxacin

M. Claritromycin
'15.  Clindamycin

16. Codeine
- 17.-  Dextropropoxyphene

18. Diazepam
19. Diphenoxylate and its salts .
2. Ethambutol

21.  Gatifloxacin

22, Isepamicin

23. Levofloxacin

24. Linezolid

25. Meropenam

2. Midazolam

27.  Minocycline

28. Moxifloxacin

29, Nalidixic acid

>
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30.  Nitrazepam
31. " Norfloxacin
2. Offoxadin
33.  Pentazocine
34.  Pyrazinamide
35. Sparfloxacin

; 36 Tramadol hydrochioride

27 Ceﬂriaxéne
2. Cefuroxime

. 29, Cephaloridine
30.  Chloramphenicol

31'  Chlordiazepoxide ° =

32, Ciprofloxacin
" 33. Clarithrongyc_in

M2GT )iaey

R V4 Tobramycin. 34, Clindamycin
38.  Cotrimoxazole 3. Cloxacillin
39.  Zolpidem” ‘ 36 Codeine
4. After Schedule H, the following Schedule sha]] be 37. Coh’stin »

inserted, namely .— | : 38. _ Dextroropoxyphene '
“Schedule H1 39, Diazepam
(See Rules 65 and 97) 40.  Dicloxacillin
"1 Alprazolam 41. - Diphenoxylate
2 .Amikacin 42.  Doripenem
3. Amoxicillin 43.  Ertapenem
4 Ampicillin 4. Erythromycin
S. Aziﬂlrc?mycin 45, Ethambutol
6. 'Aztreonam 46.  Feropenem
7. Balofloxacin 47.  Framycetin
8. Buprenorphine 48. Gatiﬁoxacin'
9. Carbencillin . Gemifloxaciy
10.  Cefaclor 50.  Gentamicin
11 Cefadroxil s, [niipénem'
12, Cefalexin_ 2. 'Isepamicin
13.. .Ceﬁlzolin 53.  Isoniazid
14" Cefdinir 34 Kanamycin
15.  Cefditoren 55. - Levofloxacin
16.  Cefepime 56.  Lincomycin
17.  Cefetamet 57 -‘Linez;olid'
18. Cefixime 58.  Lomefloxacin
19. Cefoperazone 59 Mefopenem
20.  Cefotaxime 60. Midazolam
21. Cefpirome 61. Minocycline
2. Cefpodoxime 62.  Moxifloxacin
23, Cefprozil 63.  Nalidixic acid
2‘4‘ Ceftazidime 64 Neomycin
25, Ceftibuten 65.  Nitrazepam
2. Ceftizoxime 6. Nitrofurantoin
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67.

Norfloxacin

" Ofloxacin

Oxacill
Oxytetracycline

. Paromomyoin

‘ Pefloxacin

Penicillin

‘Pentazocine »

Piperacillin
PolymyxinB

Propoxyphene

Prulifloxacin _
Pyrazinamide

- Rifampicin

Sparﬂoxag:in
Streptomycin
Teicoplanin

Tetracycline

-3
i

9.

8 8 8 3 R

Ay

_Tigecycline
: Tobramycin
Tramadol
Trimethoprim and Sulfaméthoxazole
Vancomycin '
Zolpidem

Any other antibiotics

Note :—Preparatlons containing the above drug

-substances and their salts excluding those

intended for topical or external use (except .

" ophthalmic and ear/nose preparations)

containing above substances are also covered
by this Schedule”

{F.No. X—11014/6/2010-DFQC]
. ARUNK. PANDA Jt. Secy.

Foot note :—The principal rules were publlshed in the

Official Gazette vide notification No. F. 28-

'10/45-H (1), dated 2 1st December, 1945 and

last amended vide notification number GS.R.
" 76(E), dated the 8th February, 2012.
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