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ey A gRET Femr ey
@ i gRETT Feamor fAEm)

FrfEeT
75 fawelt, 26 arfer, 2018

ar.a.fA. 408(sr).—TTTY 3T JATY" ATHAT 99, 1945 F71 T Hogd F44 & forw wiaug
9T &7 uTRy, SOt ST yETae ARt sfafaay, 1940 (1940 T 23) ¥ 4T 12 F I3T-4TT (1)
AT T 33 T IT-GTT (1) T SATATTHATE AT o6 LS9, AATAT, AT 1, @< 3, 39-8< (i) ara
3 FEaY, 2017 | TR AT FLHIL F TATES AT TIETE FHedATo GATAT (FATEST 3T TRATT FHedTo7
faramT) 7 srferg=aT €. ar.#1.59. 1369(3), At 3 Faaw, 2017 g7 YaHTrera fohar w=1r o, e 39
asft sftrat &, s 99 I91Ed g & §91EAT 8, 39 a7, fSeeT 3Fq faeg=er i1 safdy
FXA AT TSI 6T TIAAT STTETLT &l 39 HTe T2 oAF, 19 faq & srafer % sa|e & 94, ey
S qATT AHAT 6T U T,

AT STafeh 3ad LSO ol AT [adq1eh 3 F9aY, 2017 I STHATITI &l 3TAsH FHils s AT,

AT Safeh IFq FAHT TT STTETLTT § T ATATT S GATAT IT Fval T LR GIRT A= FiT
feram a2

A A, Feal T TLRTL, AT T TETLT ATHUT SAfAfaaw, 1940 (1940 F7 23) Ft &7 12 3%
STRT 33 BT T&cd eThdl &1 TN Fd gU, AT Tl TATEHIT dIe § qXHe e F 97,
Arafer ol yoTed arnfl fafaaw, 1945 #7 T H@erg" #3d & fou Aefafag [{ae a49mdr g,
qAT—
1. (1) = F=mt &7 "tereg 9w sirafer siv yome arRit (qi=ar genae) =, 2018 2

(2) T =W 1 FgaT, 2018 FT Y9 2ivl

2408 GI/2018 (@))]
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2. sirafer ofiT yoTed At T, 1945 (S 3896 T8 TATq S A7 Fgl 7 §) & =97 96
* 3u-faaw (1) &1 g=T (i) §,—
(F) "o AATAT" 9T&aT | AET g ATl ST "STAFd AT H eea1 A1 THIH g1 aTel AT 6
w1 we famrferfer & @ s, sratq—
g ATt & stermar, g =7 Fawt & g qieq o s ar o s #iF
srueat 7, eferfaa Sfort 1 sfrafer % gaw siaid e & dad 92 3T g€ T AE
H T YT U, AT AR &1, ATaeTHl A7 Aqra«t gt & 4 siuter i AqaEt St srar
ATLAT TH AT ATHAT U1 AT ATHAT T o A L@r T47 g, Start f7aw 97 4
fafafeee &, St =9 ==t & offiT o= Tomet & arem og=me f@qr @ 9% ¥ 9«
AFATHIT AT | qIwd TS Flel T2l FTAT(—
sirafer o ST, U=, UA 1 Sqg=dl oY AT UF | A aretl o= Tl sirafeat =g O
SULTFT AT & FAd Bl FATAT Tl
g Ife IugEd Yau # Haf9q wis |l oty et o s et st st e St
FAAT ATEAT UH HATAT ALAT TA1 FAAT AT UH & (qid qgl &, al, T,
Arofdr & TaE ATTRE AT F el 92 AT gL gL A0 H U arer 97 e 97 #
farfafdee et U= & Sfqvta 39 sirufer & forg araem=t a7 s qra«dt g | 7 ;
(@) 9EqH |, "I A " AR ok T 9T "] Tg A< TR oreq T AT
3. 3aq At % = 97 % su-fA=w (1) 4,
(i) &7 (F) | (F) * v 9¥, Fwfofag g @ S, aaiq—
“() Ffx =aH AT St # fafAfde siwfe o safde g an, s¥ W g ¥ a1 1 &
AAATHRTE ST B 70 fa@rs o aret el W1 § fAwferfera aeat & arer oraer fohar sroam:
AT U JEihed sirafa- Jara«r
FrfrcaT fRrerT & fram =a AT &1 ST w31 @aeAT 2| _
@) afs =98 ot e § TRy siufe @t safbie g @ =9 W oanus &
e TR STuT 59 0 &9 7 FUT 418 A Fiq 9T Yaita R ST s e @ %
AAATHRTE T B w0 fo@Ts o arer srel W7 § fAwrforfera sreat & |rer sraer ot strosr
ATEAT S I oo sirfar-=arast

=H Toreepa et sraart & 959 & oET gew a8 991 97 B

(1) T = ST v § A siute garyf safde § & =9 o s\ sfiufer 6w 7w
TaTd Atataaw, 1985 (1985 &1 61) it afifer # AT g T 7 U UASTIUFT & (=g & ol AT

STTURTT ST TS 97 T gINTT 3 {578 ¥t ®F § FU 97 3N A 9 Tare7a 6 S s o« 41 #
AAATHRT i H 7ot fT@Te o aTel &Tel W1 8 Aforfed asal & a1 daa ot & srosm:
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AT U JEfeheae sutg-sarasdt

=0 T i =EEe F 58 T & e 5= s

(=) @fx zad aET v § fafafdy siofe gerd safde g 91 =0 w vamsruas g
S TRTTAT STURIT ST SATel 97 &1 g1 3 o Tce &9 F F¥ 978 A< id 9% yafsq
STTURTT 3T TS 97 o ATAATHRIL T § Tqo {@Ts & aTer arel W1 § fAeforfera orsat & a1
et AT foar s

AT U S Sue-Aaradi
=& T e sremelt & 909 97 & gewy 59 S

(%) afs za¥ st vl # Al siufyr geref safde 2 a1 =0 w smuaw e #1 dae
FRTAT STTUAT ST AT 7 37 T ¥ o7 &% &9 & ST a1 3 &4 9¢ Jaiefa f&har sromm
T ATA T % ATATHR T § 72 (@18 o qTel el O § fAeforferd oreal & a1 oo
off frar STosT:

AT U1 JEfee sraf-saraddt
- o T aare & aqar =0 [T &7 ST a2
- = Yo T sreart F 958 % fomT geer /€t s=1 swm

(F) afE =aH AqgAt =1 § ARy vty 9@y sqfey 2 & a8 @ sty o 141
goTet garel sfafaaw, 1985 (1985 & 61) it afifd # arar & q1 0 9¥ UAsRu+ =g F7

Sae AMTAT STUAT o7 3 Tt €9 F FUT 978 3 i+ ¢ Taf&ta o o s orer 4r &
AAATHRTL o H Tt fa@Te o arer el W1 | fAeferfera arsat & arer oraer off forar sroa:

AT U1 JEfee sraf-saradt
- Rram =T aaTe % 9qa =9 [ &1 STTRT @A T gl
- =8 Yoredia et sxa@rdT & 95 & o1 gaT dg1 o =1 S|

4. IFq FEHAT H AqEAT UF H, IHE G H GO (O F T 3 F T Afertad a1 oA
w7 R STTomT, st —
“4. ATTIF AT IS ITAN % o0 TeX(aae JFq Aav, Twex, Fou+! o FfHT &1 «F =9
SFTEAT & Srad T ST |

5.  IFq (AFEl &t AqEAT € H, F.H. 27 F g, Suter H Ao F=@g F F= a2y w e o
fReferfeara Tar s, st —
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AR TS (60T a0 (FF T % A EfEHa):- a0 it 937 % 939 § 1 q9e,
1000 frefteftes &t a1+ gq o Taieq a1+t # =T ST 2 |

o HIRTW FANTZE 2.6
o IFHer (fAster) ar 13.5
o TS HIAI-BIZSE 14.85
o TIEfAY FATZE 1.5
ISR 2.9.7

[FT.5. Ta.11014/06/2016-STUHFHT]
ALY FAT, WA FiHT
feoqur: W& A srferg=aT dear U%.28-10/45-1= (1), ar@ 21 f&Ea, 1945 ZRT AT & 15197 §

seRTTrd T 1T o i srfeg=eT | ar.ar. M. 385(3), aie 19 =1%«, 2018 g sifaw aw
Torre R 97 om

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 26th April, 2018

G.S.R. 408(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics
Rules, 1945, was published, as required under sub-section (1) of section 12 and sub-section (1) of
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide notification of the Government of
India in the Ministry of Health and Family Welfare (Department of Health and Family Welfare),
number G.S.R. 1369(E), dated the 3™ November, 2017, for inviting objections and suggestions from
persons likely to be affected thereby before the expiry of a period of thirty days from the date on which
the copies of the Official Gazette containing the said notification were made available to the public;

And whereas copies of the said Official Gazette were made available to the public on the
3" November, 2017;

And whereas, objections and suggestions received from the public on the said rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by section 12 and section 33 of the Drugs
and Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs
Technical Advisory Board, hereby makes the following rules further to amend the Drugs and
Cosmetics Rules, 1945, namely:-

1. (1) These rules may be called the Drugs and Cosmetics (Fifth Amendment) Rules, 2018.

(2) They shall come into force on the 1* day of November, 2018.
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2.

In the Drugs and Cosmetics Rules, 1945 (hereinafter to be referred as the said rules), in rule 96,
in sub-rule (1), in clause (xi),—
(a) 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 a caution or warning, as applicable,
depending on whether the drug is covered under Schedule G or Schedule H or Schedule H1 or
Schedule X, as specified in rule 97, in legible black coloured font size in a 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:

Provided that if any of the drug referred above category is not covered under any of the
Schedule, namely, Schedule G, Schedule H, Schedule H1 and Schedule X, the label of inner
most container of drugs and every other covering in which the container is packed shall bear
caution or warning, as the case may be, applicable for that drugs covered under Schedule H as
specified in rule 97.”;

(b) In the Proviso, for the words “Provided that”, the words “Provided further that” shall be
substituted.
In the said rules, in rule 97, in sub-rule (1),—
(i) for clauses (a) to (e), the following clauses 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.

(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:



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

SCHEDULE H PRESCRIPTION DRUG — CAUTION
Not to be sold by retail without the prescription of a Registered
Medical Practitioner.

(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.

(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.

(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.

(f) if it contains a drug substance specified in Schedule H1 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
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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, in the Note appended thereto, after paragraph 3, the following
paragraph shall be inserted, namely:—

“4. The salts, esters, derivatives and preparations containing steroids for topical or external use
shall also be covered under 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:—

“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.
e Sodium Chloride 2.6
e Dextrose (anhydrous) or 13.5
e Dextrose mono-hydrate 14.85
e Potassium chloride 1.5
¢ Sodium Citrate 29.7.

[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. 385(E), dated the
19™ April, 2018.
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