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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health)
NOTIFICATION
New Delhi, the 20th 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 tomake the rules without consulting the Drugs’
. Techrtical Advisory Board;

And whereas the Central Government proposes to
consult the Drugs Technical Advisory Boa:d w1thm six
months of making these rules;

Now, therefore, the followmg draft of cercam rules

~further to amend the Drugs and Cosmetics Rules, 1945,
* which the Central Government proposes to make 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 asrequn'edby Sections 12 and 33 of the said Act-

for the information of all persons llkely to be affected
therehy, and the notice is hereby given that the said draft
hiles shall be taken into consideration on or after the expiry
bf 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 making any ob]ectlons or
sugges?ons on the proposed draft rules may do-so m- -

 writing for consideration of the Central Govemnment within
the period so specified through post to the Secretary,

Ministry of Health and Family Welfare, Government of
: Indn,Ni[manBlnwan.NewDelhn-l Loot1. :

_DRAFT RULES

- 1. (1) These rules may be'called the Drugs and
Cometlcs(FlrstAmendment) Rules, 2012.

) '[hey shall coine into force on the date of their
- final publication in the Official Gazette.

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

] (i),mrule65
(a8 mcondahon(?:) inclause (1), in sub-clause (t)
* and in sub-clause (ii) of the proviso, for the
words and letter ‘Schedule I, the words and

letters “Schedule H and Schedule H1” shall be -

subshtuted.

b in condition (9), in clause (a) and (b), for the
woeds and letter *Schedule ", the words and

letters “Schedule H and Schedule H1” shall be’

substituted.

(©) - in condition (! 1)', for the words and letter
*Schedule H’, the words and letters “Schedule
H snd Schedule H1” shall be substituted.

@ ‘mcondition (11A), for the words and leticr
‘Schedule H', the words and letters “Schedule
H and Sciedule Hi" ulu'll be substiticd.

() mmle?’i in sub-rule (l), after the clause (d)
the following shall be inserted, namely :—

"(e)“ if it contains a drug substance specified in

Schedule H1, the drug formulations shall be -

" (abelled with the symbol Rx wh1ch shall be in’
red and conspicuously dlsp[ayed on the left
top corner of the label, and shall alsobe lebelled
with the following words in a box with, a red

‘border: - / '

*Schedule H1 drug—waming .
—itisdm’ggroustoﬂceﬂ]ispreparaﬁmmmq:t in
accordance with the medical advice.
~Not 1o be sold by retail without the prescription
ofa Registered Medical Practitioner.” '

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

1. “Alprazolam
Amikacin -
Antibiotics

- Aztreonam
Buprehorphiné
Cefadroxil
Cefazolin
Cefdinir 7
Ceftazidime
Ceftizoxime
Cefuroxime

© LN P 2w N
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_Chlordiazepoxide

=

~ Ciprofloxacin

. Claritln‘omycin-
CIihda.mych
Codeine

" 17.- Dextropropoxyphene
i -' .

'Diphenoxylate and its salts .

Bthambutol

Gatifloxacin
Isepamicin
Levofloxacin

Linezolid

I

Meropenam

* Midazolam
Min(-)cycline
Moxifloxacin
Na]idi:-tic acid

PR NRBERBNEBSR
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30, Nitrazopam o
31. - Norfloxacin 28,
132, - Ofloxacin 29.
33, Pentazocine ' -30.-.
34 Pyrazinamide
35.  Sparfloxacin R
36. Tramadol hydmchtonde 33
a7 Tobramycin 4.
38 - Cotrimoxazole 3s.
39.  Zolpidem” - 36,
_ -4, After Schedule H, the followmg Schedu[e shall be 37
mserted namely .— | _ . 18,
‘ “Schedule H1 19,
(See Rules 65 and 97) 40
1. Alprazolam ' 41,
2. . Amikacin 2.
3. Amoxicillin -
4. Ampicillin o
5 Acithromycin 55,
6. ‘Aztreoﬁafn 46,
7. Balofloxacin a7
: 8 Buprenorphine 48.
9 Carbencillin 9.
10. Cefacler 50,
11, Cefadroxil 5 l‘-.
12.  Cefalexin, .
13, Cefazolin .
4. Cefdinir o
15, Cefditoren
16. Cefepime 56,
17, Cefetamet 57
18.  Cefixime 58
19. - Cefoperazone | 59
20.  Cefotaxime 60.
" 2i.  Cefpirome . 6L
22 Cefpodoxime e
23, Cefprozil 63.
24, Ceftazidime e
2. Ceftibuten &
26, Ceflizoxime 6

Cefiriaxone
Cefuroxime
Cephaloridine.
Chlgramphenicol
Chlordiazepoxide
Ciproﬂnlxacin
Clarithromycin
Clindamycin
Cloxacillin
C-odeine -

€olistin -

_ Dextroropoxyphene

Diazepam

Dicloxaciilin

~ Diphenoxylate .

Doripeneni
Ertapenem
Erythromycin
Ethambuito

Feropenem

" Framycetin

Gatifloxacin’
Gemifloxacin '
Gentamicin

Lmipenem -

Tsepamicin

Isoniiazid
Kanamycin’
Levofloxacin -
Lincomycin
Linezolid
Lomefloxacin
Mefdpenem '

Midazolam

' Minncycline '

Nalidixic acid
Neomycin
Nitrazepam |
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Norfloxacin

" Ofloxacin -

Onxacillin
Oxytetracycline

. -Paromomycin

- Pefloxacin

Penicillin

‘Pentazocine

Piperacillin
Polymyxin B
Propoxyphene

Prulifloxacin

Pyrazinamide-
Rifampicin
Sparfloxacin
Sireptomycia
Teicoplanin

Tetracycline
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' 85, ,Ti;gecycline o
86. Tobramycin

§. Trmadol B

88.  Trimethoprim and Sulfaméthoxazole
89. Vancomycin

9. Zolpidem . ‘

91. " Any other antibiotics

Note :—Preparations containing the above drug
substances and their salis 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]
: AR_UN-K.- PAN DA, Jt. Secy.

Foot note :—The principal rules were published in the
C Official Gazette vide notification No. F. 28-
"10/45-H (1), dated 2 1st December, 1945 and
last amended vide notification number G.3.R.

" 76(E), dated the 8th February, 2012.
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