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Ty U qRETT FITT HATAT
(FaTe=y UE qiET Femor WD)

7% faeeht, 25 7%, 2022

ar.#1.. 393(sr).—siufar =, 1945 1 i gomter a4 & forw wfaow Faat  Pfwfefea
gTEY, S8 FET TR Siufer Teheihl TATgHT are & TOHeT T Y T wEra "radt srferfee,
1940 (23 F 1940) it &mer 12 FT IT-LM=T (1) 37T &TEr 33 FT IT-LMT (1) TR T&T OREAT FT TTRT F2d

TU, THH FIT TATHAT I ol GHTAAT ATl THT AHIT 1 ST 6 (o7 TRTIAT AT SITam 8 37 Uag
ZTT AT & STt g o6 S ey Il o7 39 ariE & | &1 it srafe F8req g 9% 47 396 THT
T T sroa o 9 #r 39 aTew R e g F a9 d Iiedt S\ ar 7 Sueed S

ST

T FLHE G ITAh H1GE srater & e et of =ai=e & w1 g arett safai i gamat
¥ fo=Te R s,

AT ST qATE, F(Q Fls g, a5 a7 qr=a (fufer), TmesT iy TR w100 G, Ted
LAY, FAT |, 434, "t &, w00 wa=q, 92 f&eett - 110011 &7 eRfua B sio sr=r&ar drugsdiv-
mohfw@gov.in T% -7 T ST

3485 G1/2022 )
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SIEERT L

(1) == R v eiofey (... qre) R, 2022 F77 S
(2) fo=w Toras § Tk i seRter it aTEE i aTeY g

2. sirafer R 1945 ¥, ST @ ®, 7 deais 39 i A« Hated yarsat & wanq, Fufrieag
FH ST ST WAt siq:earfod it SITosfT, srffq—
arafdr 7t ge it Far i o

“40. FafifgT siwfer & do sga F sefiv Sa-g-Fsex
(M) ga st i FT R
(1) T AEE 5% T/ Qe @9ed: drdiee

AN 5% T7g/fa (TEafees i FenETTT tNie)

(2) FNEFafeT ar=vate

HYed: FARGAAET q&Me 0.2% (Agg T 99 +
IR ¥ o)

(3) FAIfEHIA HH

T FACHTIA 1% T/ T I (TEHHTT)

(4) FATEHSI effaT uTssT

T FAICHTIA 1% T/ Tog TS (T

(5) STFEHITHA ErESIHATSE Ao (5THSH) (GTHT)
(6) STEFATHATE AlEHT / 1 / A

(7) STEHTETEHTET Fogs 25

TAF I S § 10 Faehum st aifeaw (11.6
IEEIPIEES EESIR T IS RERIECE R e L I R !
BT ) (T TRrF)

IEEIDIE

REUEUEIREZA S ESIRED)

(8) Tufieriier demied 500 fAefium (GEaraidfes)
(9) MRTT FAITEE A9 T - 0.9% (AT Frhoree~e)

(10)
(11)
(12)
(13)

(14)
(15)

(16)

Ao A9 Se 0.05% (A9 Sehstee =)
FHMTAA AFY 2% Tsog/fF (TET S)

AT | 10 ATH/15 Foedt (Fafea)

IR IOTEE 2.5 Ty s (W % fau
StraTurreT)

HATATEA AT (T Aftes)

ATAMCHIGA gresFase 0.05% sseg/fa (Aad
FoTee)

e e 5 et (Frfe)

sfarfaaw & sreamr IV s zoer srefer et

F IUEdl # yraeE g 6 o= osiufaai

fafafea aat 5 sefim vw e

e (e & 999 & oA sEe-a-

FT3eT GavT fashl it ST ahed 8, raiq—

(F) ST/ ITANT & Afewaw safer o
oot = srferes 7t gy =mfew |

(@) X AT g ALI A 8 Ar TR(T A
g FfEEs  wmd e
TR |

@@ % @res = fE ¥ oo seeifEa
ATAFHAH G | AT Al 2l |

(%) SFrafer & YeI® T % AT TR FAAT TH
(fremue) Herg gT =Ry |

() =TaT foFaT AT " gt gET ATRT ST
sfeafea Aot & oo F=w 21(@) F
T AT TTTHTOT T T8 & &f
ERCUESEAN

[T, §. T, 11014/27/2021-371T]
TT. AEEIT % WUSTL, HIFT qiaa

feoqur: gor e srfeRg=mT e U.28-10/45-t= (1), g 21 fGawa, 1945 gRT 9°d & a9 |

THRTTAT /0 TT o ST sfeeg=ET "edr aranE. ...

Tontera fro o o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 25th May, 2022

G.S.R. 393(E).—The following draft of certain rules further to amend the Drugs Rules, 1945, which the
Central Government proposes to make, in exercise of the powers conferred by sub-section (1) of section 12 and sub-
section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) and in consultation with the Drugs
Technical Advisory Board is hereby published for information of all persons likely to be affected thereby and notice is
hereby given that the said draft rules shall be taken into consideration on or after the expiry of a period of thirty days
from the date on which the copies of the Gazette of India containing these draft rules are made available to public;

Obijections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government;

Obijections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs (.....Amendment) Rules, 2022.

(2) These rules shall, unless specified otherwise, come into force on the date of their final publication in the
Official Gazette.

2. In the Drugs Rules, 1945, in Schedule K after serial no. 39 and entries relating thereto, the following serial
number and entries shall be inserted, namely:—

Class of Drugs Extent and conditions of Exemptions

“40. The following drugs to be sold Over-The-Counter (OTC) by
retail under the valid licence:

The provisions of Chapter IV of the Act and
Rules thereunder to provide that these drugs can
be sold by retail Over-The-Counter without

(1)

)

Povidone lodine 5% wi/v solution Composition: Povidone
lodine 5% w/v (Antiseptic and disinfectant agent)

Chlorohexidine Mouth wash Composition:
Chlorohexidine Gluconate 0.2% (For the treatment of
gingivitis)

prescription of a Registered Medical
Practitioner (RMP), subject to the following
conditions, namely:—

(@ The maximum duration of
treatment/use should not exceed five
days.

(3) Clotrimazole cream Composition: Clotrimazole 1% w/w (b) If the symptoms do not resolve the
cream (Antifungal) patient should consult Registered
(4) Clotrimazole dusting powder Composition: Clotrimazole Medical Practitioner.
0 .
1%wiw powder (Antifungal) (c) Pack size may not exceed the
(5) Dextromethorphan Hydrobromide Lozenges (5mQ) maximum doses recommended for five
(Cough) days.
(6) Diclofenac ointment/cream/gel Each gram of gel contains (d) Each pack of the drug may be

(7)

10 mg of diclofenac sodium (equivalent to 11.6 mg of
diclofenac diethylammonium) (Analgesic)

Diphenhydramine Capsules 25 mg
(Antihistaminic/Antiallergic)

accompanied with Patient Information
Leaflet (PIL).

The indication claimed should be same
as already approved by the Licensing
Authority under Rule 21(b) for the

()

(8) Paracetamol tabs 500 mg (Antipyretic) categories mentioned.”
(9) Sodium Chloride Nasal spray - 0.9% (Nasal
Decongestant)
(10) Oxymetazoline  nasal  solution  0.05%  (Nasal
Decongestant)
(11) Ketoconazole shampoo 2% w/v (Anti dandruff)

(12)

Lactulose solution 10gm/15ml (Laxative)
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(13) Benzoyl peroxide 2.5 w/w (Antibacterial for acne)
(14) Calamine Lotion (Anti septic)

(15) Xylometazoline hydrochloride 0.05% w/v  (Nasal
decongestant)

(16) Bisacodyl tablets 5mg (Laxative)

[F.No. X.11014/27/2021-DR]
Dr. MANDEEP K. BHANDARI, Jt Secy.

Note: The principal rules were published in the Gazette of India vide notification number F.28-10/45-H (1), dated the
21% December, 1945 and last amended vide notification number G.S.R. ......(E), dated .......
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