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ELR

rofer ST yETes arRh 9y, 1945 §, g 96 & s9u-f79w (1) & @< (xii) & g9=Tq

feferfaa g siafese BT s, srora-

(F). AFHTeET dute gwqor & FAEAEn, S96 IATal & ol 3T TR &7 g9
AT & foru Meferfaa ARt s e w4, sraiq-

YTEHLT FF0F THioT H -3t areanre gl faforse six arasitaes afdas Saare 7
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th April, 2018

G.S.R. 381(E).—The following draft of certain rules, 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), 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 said draft rules will
be taken into consideration on or after the expiry of a period of forty-five days from the date on which
copies of the Gazette of India containing these draft rules are made available to the public.

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

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 emailed at drugsdiv-mohfw @ gov.in.

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

(2) These rules shall come into effect after one hundred eighty days of the publication of the final
rules in the Gazette of India.

2. In the Drugs and Cosmetics Rules, 1945, in rule 96, in sub-rule (1), after clause (xii) the following
clause shall be inserted, namely:-

"(xiii) (A). The manufacturers of drug formulations of oxytocin shall print the details specified below to
facilitate tracking and tracing of their products, namely:-

a. at primary level packaging of two dimensional barcode encoding unique and universal global
product identification code in the 14 digits Global Trade Item Number format along with batch
number, expiry date and a unique serial number of the primary pack;

b. at secondary level packaging of one or two dimensional barcode encoding unique and universal
global product identification code in the 14 digits Global Trade Item Number format along with
batch number, expiry date and a unique serial number of the secondary pack;
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c. attertiary level packaging of one dimensional barcode encoding unique and universal global product
identification code in the 14 digits Global Trade Item Number format along with batch number,
expiry date and a unique serial number of the Tertiary pack.

(B) The manufacturer of drug formulation shall maintain the data in the parent — child
relationship for all three level of packaging and their movement in its supply chain.

(C) The data referred to in sub-rule (2) shall be uploaded on the central portal of the Central
Government by the manufacturer or its designated agency before release of the drugs for sale
or distribution.

(D) The responsibility of the correctness, completeness and ensuring timely upload of data on the
Central portal shall be that of the manufacturer.

Explanation.— For the purposes of these rules -

(1) (a) primary packaging level means the package which is in physical contact with the
drug;

(b) secondary packaging level means the carton containing multiple primary packs including a
mono carton and

(c) tertiary packaging level means a shipper containing multiple secondary packs as per
guidelines issued for data requirement by the Central Government.

(i) Parent-child relationship between tertiary, secondary and primary packaging levels
means

(a) relationship between tertiary and secondary packs is the tertiary pack as the parent and
secondary pack as the child; and

(b) relationship between secondary and primary packs is the secondary pack as the parent and
primary pack as the child.".

[F. No. X.11014/4/2018-DR]
SUDHIR KUMAR, Jt. Secy.

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

Digitally signed by
RAKESH RAKESH SUKUL

Date: 2018.04.20 19:42:08
SUKUL

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.



		2018-04-20T19:42:08+0530
	RAKESH SUKUL




