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ey 3T TRAR Feqmor HATEH
(FaTE=T ST gfaTe Fedror foram)
st
7= faoet, 3 Faww, 2017

ar.#.fA. 1369(37).— =i @iiw samae wreft e, 1945 § omr gerres #31 & forg Fg et
F faforfa woie, S s gear aada TaTgse are & a1 92wel & 918 Sty v Je e arasft
srferfaare, 1940 (1940 T 23) F¥ &TeT 12 3/ &7 33 FINT Yacd AREAT FT TIRT Fd gU FINLT FIA HT
TEATS AT 8, I TEF T TR o Srar g s & st gr a6 arer 7ot safren i geard saa

srferfaae &t amer 33 &t IT-gTT (1) st 8 9T vAs gy gEAr <F Srft g TR s Rt F w6 1w
TEHRT TSI Y TEAAT AT W AT AT T HAAT S 0t 7t & 30 f&A1 & srafer qwmed g 9w =47

39 % a1 = frar s,

ST ST q@TE, Ff FE g, 99 oEw atua (i), T ud aiear e T 'Ared, WTd
TR, FHA F 414 U, g &, [air qem, 92 @At - 110011 1 g & S awa € a1 A8
drugsdiv-mohfw@nic.in T ST ST TF4T g,

ik srater & e et off =afe & ata g e st s gt uw g aewr g faE
T STom

AW &1 wetaT
1. (1) = =9y &1 Sroter s = reas arRit 99w, 2017 (_ Fomee) F T ATl
(2) & FLHTET TSI H 79 S fae Th1ere % 978 A0 g
2. iy Ua yETg" AT AW, 1945 ® (39 916 39 AEEt F w0 § "qetiq) e 96 7, su-fAay
(1) @< (i) |, " & FATAT" eT=aT % AT ¢F 3 "TUIFT LA § oTsal & QT THATH" 9Teal & °79 € g
Tt AT o forw Fwrferfera #ir sfaeefog B sroam, statq—

6548 GI/2017 (@))



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

"ge 7 FTARET % s e qfed e S A = Rt & aga o S i sraegear g,
Fmferfera it i shofer & ga@ aiafis Feaw % Fae T2 &Y g2 g awe § 9% hed? I Fld
[ H T TRT AATAAT ZIT ATRT ST 4 271 % dgd 9 a1t § srer ag=nu 541 7g 9 avg
AT ATAATHIL ST § qlad AT ST, ST -
S S, U, U 1 ST ST S EET UH WS ATedl o 9T F9T0 Arg o SULred gt §
QITiereT BT 37raT A5t
3. 3Fq A=t #, aw 97 % 3u-fAw (1) #,

() @@= (%) &g, el #r staeentia G s, sreEra—

(F) Afs zH aqg=T S A [AfEe Tar it el arfae § 91, 39 WO 9% ¥ a1 T %

FMAATRT q1FT | TOF fE@Ts I F1er el 7 | Aot orsat o a1 oot o STua:

ST ST SR sirofer-srarat
TH Tforees wfewa Sfaeeme & e % foaT gaeT 781 =1 M1 2l

(i) gz () % oo, FMweferfea i wiaeeta frr s, srotq—
(@) #fz z@d oqgeAr va § fRAfde oy & it arfie & @ =9 o swuwm @
o= Sraer T3 SO 3T #9% ©9 ¥ FUT 918 A7 Fi4 97 Y=t BT o s e T F
AR aiFe | w99 fe@Ts 29 aTer FTed 97 | 2 9Tea 1 6 a1 el 3T S —

AT T JEThea safg-=arasr
TH ToTEes AiSHd UTHesMY % T8 o o1 GaxT dgl o=1 ST ¢

(i) == (1) F forw, Maferfem g i stoenfa G s, srata—

"(T) At TEH AEEn e ® Ay g i el onfee § sie g Ao o Siw aEdeiE
waTel ferf=aw, 1985 (1985 #T 61) F a9 § AT & T TH T¥ UASNTUT T dAael AT STUAT
S o2 7 3UT 9% AT &9 9% Ve AT SO ST ot OT 6 ArIarRTe aiae
T oy T 39 arer Frer G # i orsst v seer BT Srom—

T[T T e Sufe-Aarasy
= Tiorees Higwd Sfaeemy & 909 & &7 gaer a8 9471 ST 2|

iv) @ (¥) & foru, Mweferfea @ &1 sfaeattaa B o, s -

"() AR THE A=l vAw § [Afdw gar it Gl ot g ar 39 9 uaeeeuad &
TR oreret TRt SITuaT o T8 €9 & FU¥ 972 3Y & 9T Jafeta R Srosm $iw orer
W F AT Fiag § =0 G@Ts a7 a1ef et O1 § ooy aeai & 919 o har
STTUATT:-

ST U JH oA sffe-Aara-t
=H Torees ufewa Sfdeame & 9va & foF T gewr 7@l a=1 971 2l

(v) ®@= (2.)F arE, Faferiad &t giaearfoa far s, seriqg—
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"(T.) IR TEH AqEHAT A1 § WA Far i ann oentHe § a1 eH U aRuad &
o orarer T sToar S99 +u9 &9 | U7 9TE i e ¥ vt AT S
T AT GT o AFATHRE FiFd | o8 fGErs I a1 &l @1 § Aufefag oeai #
T Aol a7 JTUIT:-

T T SEiea srutg-=rdradr

=rfehcaT weTg & oAt =9 sifer 1 ITaRT a2
= Tiorees Hiead Sfaeeme & 959 & fa=T gaer dgi o471 1 2l

(vi)y @z (%)% ars, Faforfaa @ v antae AT s, st -
"(=) AT T st vt § [Afde gar £ arnft ot g s ag afed g s
HTEFEIaF Tare sfafaaw, 1985 (1985 FT 61) % &Y H AT & d1 26 9T UL UF
T o sraer T STowT o9 8fie o9 ' |/ FUT 918 30T Fi9 9< vefeq R s
AT AT TT F AAITRRE i § T8 fG@rs a9 a1 F1ar T7 § Foferfad oa=ai &
T e a7 JTUIT:-

AT U= 1 TEhoa A= gt
- Ferferca wrerre & faT =9 srafdr =1 ST @aeATs g
- =9 Torees Hieswe UM™Y & T5E & (&7 Gaer gl 48! 9471 ST &l

4. 3 FET H, AIgAT UF H, 379 AGgAT § g Aqle 3 & arg FuferfEd qie #i arthea
o STTuafY, st -

"4, FTHRE AT AT IUAN & U ®I(AE I a0, 3F, FeqA AR AT F AT 39
AT & Sada e AT ST 1"

5. 3Fq A=Wl ¥, AT & H, FA. 27 F GHA, HiH SO T A0 F dgq TGAT9AT H
eferfaa & gfaearfoa T s, st -

" sttt @@ (Fe @ & dAqa [iEa): - a9 &t 9097 % 929 § a0 37 &
Tees, o 9978 9T § =T ST g 9Ttk 1000 fHefietiey 3ot 93 2l

o HITW FATZE 2.6
o TFEr (FAster) AT 13.5
o AL HIAI-BTZZE 14.85
o T FATES 15
o HIAW ATZee 2.9"

[®1. §. X.11014/06/2016-STUHFIH]]
T AT, T AT
e : 9a & Toad § geF HEEt &1 G 21 fGEaw, 1945 & sfee=ar § €. uw. 28-10 / 45-

TF (1) % d8ad Trera AT 3T A7 & G i e EARC PG L I T *
EESIEIRRC IR I PERERIRR IR
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 3rd November, 2017

S.0. 1369(E).—The following draft of certain rules further to amend the Drugs and
Cosmetics Rules, 1945, which the Central Government proposes to make, in exercise of the powers
conferred by sections 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after
consultation with the Drugs Technical Advisory Board, is hereby published as required by sub-
section (1) of the section 33 of the said Act for information of all persons likely to be affected
thereby; and notice is hereby given that said draft rules will be taken into consideration on or after
the expiry of a period of thirty days from the date on which the copies of the Official Gazette
containing these draft rules are made available to the public;

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs),
Ministry of Health and Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman
Bhavan, New Delhi - 110011 or e-mailed at drugsdiv-mohfw @nic.in;

Objections and suggestions which may be received from any person within the aforesaid
period will be considered by the Central Government.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics ( Amendment) Rules, 2017.
(2) They shall come into force after their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 96,
in sub-rule (1), in clause (xi), for the portion beginning with the words “In addition to the’’
and ending with the words “in the above list:”, the following shall be substituted, namely:-

“In addition to the other particulars which are required to be printed or written under
these rules, the label of inner most container of the following categories of drugs and every
other covering in which the container is packed shall bear caution/ warning in legible black
coloured font size in completely red rectangular box without disturbing other conditions
printed on the label under these rules, namely:-

Narcotic analgesics, hypnotics, sedatives, tranquillisers, corticosteroids, hormones,
hypoglycemic, antimicrobials, antiepileptics, antidepressants, anticoagulants, anti-cancer
drugs and all other drugs falling under Schedules G, H, H1 and Schedule X whether covered
or not in the above list:”.

3. In the said rules, in rule 97, in sub-rule (1),
(i) for clause (a), the following shall be substituted, namely:—

“(a) if it contains a drug substance specified in Schedule G, be labeled with following
words in legible black coloured font size in completely red rectangular box:

SCHEDULE G PRESCRIPTION DRUG - CAUTION
It is dangerous to take this preparation except under medical supervision.

(i1) for clause (b), the following shall be substituted, namely:—
“(b) if it contains a drug substance specified in Schedule H, be labeled with symbol Rx
and conspicuously displayed on the left top corner of the label and shall also be labeled
with the following words in legible black coloured font size in completely red rectangular
box:

SCHEDULE H PRESCRIPTION DRUG - CAUTION
Not to be sold by retail without the prescription of a Registered Medical Practitioner.
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(iii) for clause (c), the following shall be substituted, namely:—

“(c) if it contains a drug substance specified in Schedule H and comes within the purview
of the Narcotic Drugs and Psychotropic Substances Act, 1985 (61 of 1985) be labeled
with symbol NRx which shall be in red and conspicuously displayed on the left top corner
of the label and shall also be labeled with the following words in legible black coloured
font size in completely red rectangular box:

SCHEDULE H PRESCRIPTION DRUG - WARNING
To be sold by retail on the prescription of a Registered Medical Practitioner only.

(iv) for clause (d), the following shall be substituted, namely:—

“(d) if it contains a drug substance specified in Schedule X, be labeled with symbol XRx
which shall be in red and conspicuously displayed on the left top corner of the label and
shall also be labeled with the following words in legible black coloured font size in
completely red rectangular box:

SCHEDULE X PRESCRIPTION DRUG - WARNING
To be sold by retail on the prescription of a Registered Medical Practitioner only.

(v) for clause (e), the following shall be substituted, namely:—
“(e) if it contains a drug substance specified in Schedule H1, be labeled with symbol Rx
which shall be in red and conspicuously displayed on the left top corner of the label and
shall also be labeled with the following words in legible black coloured font size in
completely red rectangular box:

SCHEDULE H1 PRESCRIPTION DRUG — CAUTION
— It is dangerous to take this preparation except in accordance with the medical advice.

—Not to be sold by retail without the prescription of a Registered Medical
Practitioner.

(vi) after clause (e), the following clause shall be inserted, namely:—
“(f) if it contains a drug substance specified in Schedule Hl and comes within the
purview of the Narcotic Drugs and Psychotropic Substances Act, 1985 (61 of 1985) be
labeled with symbol NRx which shall be in red and conspicuously displayed on the left
top corner of the label and shall also be labeled with the following words in legible black
coloured font size in completely red rectangular box:

SCHEDULE H1 PRESCRIPTION DRUG - CAUTION
— It is dangerous to take this preparation except in accordance with the medical advice.

— Not to be sold by retail without the prescription of a Registered Medical Practitioner.

4. In the said rules, in Schedule H, after Note 3 appended to the said Schedule, the following
Note shall be inserted, namely:-

“4. The salts, esters, derivatives and preparations containing steroids
for topical or external use are also covered by this Schedule.”

5. In the said rules, in Schedule K, against serial number 27, for the entries under the column
‘class of drugs’ the following shall be substituted, namely:—
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“Oral Rehydration Salts (Manufactured as per the following formula):-Composition of the
formulation in terms of the amount in g, to be dissolved in sufficient water to produce

1000 ml.
¢ Sodium Chloride 2.6
e Dextrose (anhydrous) or 13.5
e Dextrose mono-hydrate 14.85
e Potassium chloride 1.5
¢ Sodium Citrate 2.9.

[F. No. X. 11014/06/2016-DFQC]
SUDHIR KUMAR, Jt. Secy.

Note : The principal rules were published in the Gazette of India vide notification No. F.28-10/45-H (1)
dated 21* December, 1945 and last amended vide notification number G.S.R.  (E) dated

igitally signed b; S|
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