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TTeey 3 e FegTor HATey
(FaTe 3 afETe ST D)

EIRG R
T2 fewett, 12 =rred, 2016

ar.F1.[. 790(37).—trwfr 3w yeree arRft FEw, 1945 #7 $7 Henraw w7 % forg wfaaT
T 1 et s, S et T T i i yared araiy afafaaw, 1940 (1940
FT 23) T GTRT 12 ¥ T 33 FT TG AT HT TINT Fd gU, AT Tohet 0! qATZHE e &
TIHET FIA % THAT I F T g, 3T 97 ARRIT 6 TR & o7 THRIAq AT 1w &,
TSI IHE THATET I 1 GATAAT § 3T Jg a1 &f 1t g o 3% 9 Agei 9% 39 aiia ¥,
SrEeT =9 T [T aTer 9 & e i ST STAar R Iqsy F:T &F Jrdy g, Garere e
AT STAte Y FHIH 9T 7 IH6 7T F=A o s,

UH STAT 3T qATE, T Fle gi, A< gfad (AUe), TreeT T TRan Fedr J37ed,
T TLRTE, FHL |, 4147, 1. &, FATr wa=, 92 Reet-110011 F1 997 7 996 8,

el AL FIT UH el i gATE 9%, ST 36 I1=q =adt & d@ag § gow Afafds
srafer & frav et =t & are gt o=y o s
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1. (1) == A=t =1 gferg am arafer o yaras arRft (s Terrerd) =, 2016 21

(2) T TSI | I ATAH THT T TG FT TG BT |
2. SOl S yETHA ATt A, 1945 (g =98 T TETq I A Fyr 4w 8) F e
96 ¥ IUTAA (1) & @ (xi) #, “UHT o= ATATSAT F AATAT,” Teal & ALH g AT T “ITLH
AT o Sad ATt g STaT FAgl:” 9I&al & THIN g ATl A&al & €« ¥ Aot w@r s,
AT

vt srer fAferfeat & ereman, S o= FEHr ¥ stefiw qiea a7 ot ST smaerw €|

aferfaa gartt i ofat & Sy ST & oae T U o® A< u, o
AT O TRAT STAT €, ST S AT ok {ET AN ok AR ¥ Aq IF dgorged Hi AT

ET gt et J1=Te 5 Ft. & w7 dgi gl ATy SEH wrer [0 § “Aqgiaa ofd”
orex SfAfaa R STTOATT &iie =7 oAt % atefie <@ w2 qfad 1 T o= 9raf &1 <=7

Tl fohdT STTURTT, Srefie-
T dadlglih, ﬁaTlTeﬁ Sd, QATH, JATedh, ITedEIT-EITTE, ﬁlHTfH, Qi ehlslLThl,
TTAEwSiET, ATEATE-LIE, TTETELEE, Thar e, FErdl ATt i A= =, Tg=T
ATAT ST ST ATHAT o Siaid S ATeAT oI THT SATTEAT, =Tg I ITLh AT o S(avid ol &

EREIEFH
3. S el & = 97 & Sufvaw (1) % @< (3) ¥, od # Fwfofug aoqs sid:eafua &Far
STTUAT, ST~
T3 ATe AT 11 # fAfAfae gard @ sty o a.saret 91t sfaf=am,
1985 (1985 FT 61) F FHTALT F Ia¥ MaT g a7 I NRx YT & SAaefisha AT STUAM,
ST T3 ST 1 H ZRIT Y A& & 970 SUT AT 9% agerged G9afera g 17 |
4. 3 AIAT AT ST T, 3T AT F G ey 3 F weAq Futerea feoar siqearfua
TR ST, Srerie-
“ 4, TH T, Urey, Faare s At o, SE et 3t g = F o extww
A Y &, T ATEAT & Haq st @ 1”1
5. I FIwl i =T @ H, 79 G iw 27 % GrAA AT ® A T 6 AT o aref
sfafeat & v a¥ Meferfaa @ ST, srai-
et Aste o020 qa o7 (Faferfad wrfer & sqar FHE):-

1000 7.7, IR & forT 9318 S § "ol AT ATl ITH AT 6 AqEE AT F:7
GIE= LR

TIfeaw FIze 2.6
EEEENCCHESERI 13.5
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SHILIS HIAT-gT2g e 14.85
o T TR 1.5
. il f 2.97

[T /. Ta. 11014/6/2016-31. 0%, 7, #1]
Fead AT STHT, §<h q1=a
fooqur ;. g e wa % TS § fegEE €. U, 28-10/45-1= (1), i 21 fIEwEy, 1945

FIT YeRTTT form 1w o sfie 39 sifaw Heitere stfgrg=er €. ararf@. (31), arfa g
ERIRIRI

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 12th August, 2016

G.S.R. 790(E).—The following draft of certain rules further to amdethe Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to makexémnogse of the powers conferred by section 12 aatian 33 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), aftarsaltation with the Drugs Technical Advisory Boaisl hereby
published as required by sub-section (1) of sec3®mf the said Act for information of all persdiiely to be affected
thereby, and notice is hereby given that said dtaéis will be taken into consideration on or aftez expiry of a period

of forty-five days from the date on which the capief the Official Gazette containing these drafesuare made
available to the public;

Objections and suggestions, if any may be adddess¢he Under Secretary (Drugs), Ministry of Hiadind
Family Welfare, Government of India, Room No. 414DAWing, Nirman Bhawan, New Delhi — 110011;

Objections and suggestions, which mayelseived from any person within the period of $igett above, shall be
considered by the Central Government.

DRAFT RULES
1. (1) These rules may be called Drugs and Cosmgtic Amendment) Rules, 2016.
(2) They shall come into force on the date of tfieal publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinedferred to as the said rules), in rule 9&uh-rule (1), in clause

(xi), for the portion begining with the words “Imdition to the” and ending with the words “in thbove list.”, the
following shall be substituted, namely:-

‘In addition to the other particulars which arguied to be printed or written under these ruths, label of
innermost container of the following categoriedaligs and every other covering in which the comtiaia packed shall
bear a conspicuous red vertical band on the |g& sinning throughout the body of the label whibbwdd not be less
than 5 mm in width, in which words “Scheduled Drug black colour shall be overprinted and withoistarbing other
conditions printed on the label under these rulasyely:-

Narcotic analgesics, hypnotics, sedatives, trdligprs, corticosteroids, hormones, hypoglycemic,
antimicrobials, antiepileptics, antidepressantdjcaagulants, anti-cancer drugs and all other driadjsng
under Schedules G, H, H1 and Schedule X whethegredvor not in the above list:’.

3. Inthe said rules, in rule 97, in sub-rule {t)clause (e), at the end the following provisolishainserted, namely:-

“Provided that if the substance specified in Scheedill comes within the purview of the Narcotic Dsug
and Psychotropic Substances Act, 1985 (61 of 1985hall be labeled with the symbol NRx which $hal
be in red and conspicuously displayed on the tgftciorner of the label.”.
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4. In the said rules, in Schedule H, after Notepfemded to the said Schedule, the following Notdl 4Fe inserted,
namely:-

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

5. In the said rules, in Schedule K, against samnighber 27, for the entries under the column ‘Clafs®rugs’, the
following shall be substituted, namely:-

“Oral Rehydration Salts (Manufactured as per thidang formula):-Composition of the formulation terms

of the amount in g, to be dissolved in sufficiertt@r to produce 1000 ml:

* Sodium Chloride 2.6

» Dextrose (anhydrous) or 13.5
Dextrose mono-hydrate 14.85

» Potassium Chloride 15

» Sodium Citrate 2.9

[F. No. X. 11014/6/2016-DFQC]
K. L. SHARMA, Jt. Secy.

Note : The principal rules were published in the Gazefténdia vide notification number F.28-10/45-H(dated the
21% December, 1945 and last amended vide notificationber GSR  (E) dated

Uploaded by Dte. of Printing at Government of iflress, Ring Road, Mayapuri, New Delhi-110064
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