:f]lz;ll?l_?br;ﬂquﬂdCHUHUb SGhLNLNGhULENh ®NNQAUANLSUUUL YELSNNL» ORD
LIEHTP SKCIIEPTU3bI AEKAPCTB Y1 MEAULIMHCKUX TEXHOAOTU» AO3T

«SCIENTIFIC CENTRE OF DRUG AND MEDICAL TECHNOLOGY EXPERTISE» JSC

Undhwiwu wnn. 49/4, pkwl 0051, 3wjwunw
np. Komutaca 49/4, Epesar 0051, ApmeHus
49/4 Komitas aven., Yerevan 0051, Armenia

Or 070775
Ob. OX /5

3bn. (+374 10) 23-16-82, 23-08-96, 23-47-32, 23-20-91
Tel.: (+374 10) 23-16-82, 23-08-96, 23-47-32, 23-20-91
Fax: (+374 10) 23-29-42, 23-21-18

E-mail: admin@gharm.am

URL: http:/fwww.pharm.am

Dear Sir/Madam,

In addition to our letter N0401126314 dated on 30.10.2014 please be informed that electronic
versions of medicine’s mock-ups , leaflet insert (instruction for use) and summary of product
characteristics will be available on Centre official web site on the following dates:

o In case of medicine’s registration — within five days from the date of issuance of the
order about state registration of the medicines in the RA (regardless of the procedure)

o In case of post-registration changes (when re-formulation of registration certificate is
needed) - within five days from the date of issuance of the order about re-formulation of
registration certificate of the medicine registered in the RA

o In case of post-registration changes (when re-formulation of registration certificate is not
needed) - within two days from the date of outgoing letter given by Centre.

Also, in addition to the letter NO101123211 dated on 20.12.2011 about providing good quality of
clectronic database of the Centre, you are kindly asked to submit electronic versions of the
documents listed below, that are subject to approval, in the following formats:

e Mock-ups — PDF high quality (600dpi Press Quality)

e Leaflet insert (instruction for use).— PDF or MS Word, in case you submit typographic
version - PDF high quality (600dpi Press Quality)

o Summary of product characteristics - PDF or MS Word.
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Best regards, i/

Director “~ %t‘f/ﬂ' UL Hakob Topchyan



