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N 18974

“Hinh whdwbindp / Name of the medicinal product:

“hulwppwaht dbnwl [ Dacerbazine medac
Hanueywihp £ Strength

200ug 200mg
Henqudip /£ Pharmaceutical form

ftpap it Gud esehwlbpwplpbut jmdngph nbnuehngh [ powder for solution for

njection o infusion
Ulginpy  pusqunpunwpph hwdpbnhwbngp wbidwbindp Ged  wlnby
puqunpwnwppbph hwdpbphubng whdwunuitibpp b pbqugwhbpp / Comman
name of the active substance or Common names and strength of the active
substances

mulnpughis (puluppaughl ghunwe) [ dacarbazine {dacarbazine citrate;)
Puwpbpwynpndp, paqupydwl abp / Packaging, presentation

10wl wigulgh upuuwly ¢ NIO glass vial
T hunwbiprugeqwl dwidljbnp £ Shelf life

3 wspih [ 3 years
Honh whuulp (Jwpnn Ghpwedut, wiwebwpmdwlul) Type of the medicinal
product (human, veterinary)

dwpnnt Ghpwndwl | human use
Cwpnh  nbuwlyp (ophghlg,  Jopwpunegpyw, hndbnwwpwipl, prowwljol,
nwnhnalnpy b wyl) / Type of the application (original, generic, homeopathic,
herbal, radicactive and etc.)

Jhpwpumunpiduwd ponh wowghl nbquedl, nbnuyud | hest pharmaceutical form and

strength of the generic medicinal product
Wbwnndhuwlwb-prodwijub-phdpulw fSwiljughpp £ ATC code

LOMAXD4
Whpuwndwl nighu 7 Route of Administration

hugpdurpunnubjut Ghpwnbwl [ parenteral use
Pug paqbdwy Ywpgubfiwyp (nbnwaoniuwby, nbnennduwhilhulgon, wnalg
nbqwwnndup) / Legal status for supply (prescription, prescription/under control,
oTC)

nbin’ phnwwndund hpwgdnn /- prescripton only medicine



Hinh  wpownpolel  gepspipeged  bbpgpuddwd  prppp wprwngpanbbpp
(whbywbnu, gubybm Jugp) 7 All manufacturing sites involved in the medicinal
product manufacturing process {name, location}
pung wpwwneer. wiegbiught hwebpwdnpng’ Ouyninbly Swpdwe Mpngryunpnb
Sipl. Wl Busviuegpund, 06861 Huwm-Moepwnt, Shpdwbibw ¢ bulk manufacturer,
primary packager- Uncotec Pharma Production GmbH, Am Pharmapark, 06861 Dessay-
Fosslau, Germarny
spypnprwhl hwpbpasnpnn, opwlp b pwg ponbdwl bulgnn Ubruly e,
Stwwnbppinpwut 6. 22880 Jbnbj, Stpdwbjpw /| sacondary packager, quality control
batch releasar- Medac GrmbH, Theaterstrasse 6, 22880 Wedel, Germany
b whwwlpel gpubgdwl hwdwemwgpl ppudwnbpp (wbebmd, gubdbm
Yup) © Registration certificate holder (name, locarion)
Ubnul SdpL, Stwwnbrouepwot B, 22880 dbnb. Sbpdwbpw [/ Mede GmbH,
Theaterstrasse 6, 22880 Wedel, Germany
dbpugpubgdwl wduwphdp (op, wdhu, mupbphy) / Date of reregistration {day,
month, year)
06.09.2019
Tenbph whmwlpwl gpubgduob hwdwonagph gapdmrmupul dwdbnh wjwpap
ten, wihu, nnwpbphd) / Expiry date of registration (day, month, year)
06,09 2024

Unnnpuwuwhnippul bwhawpwp £ Minister of Health of the Republic of Armenia
Ubniip, wqgquimlp, vinnpwgpmyymbp / Name, Surname, signature

Jdnulsl Enpnupwi’Arsen Toresvan
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