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MINISTRY OF HEALTH OF THE REPUBLIC OF ARMENIA

Zujuuwnwghp/ Certificate No: AM/H/2017/03/01
ursurrnipb 1Ue-b ZUUUNUSUURNULARE3UL ZUJUUSUSP
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Uwu/Part 1

Spyws E Zwjwunwith Zutipuy inmpyuat opkunpnipjundp uwhdwinws Yuipgnd 07/12/20174
hpuwljwbwgyws nhunwpldwt wpyniupnid b quybp k dhush 07/12/2018p.:

Zujuwunwth Zubpuw bnnipjut wnnpowwwhnipjut twwpupnippniup hwunwnnd
htnlyuyp.

Upununnnn® «Fhn-2hd UNC»

Upnwunpuunwpuéph  quidbme Juypp’  Zuguwunwbh  Zwbpuybumpemb, 33 11
Uwtwtnub thnnng, Gphw

Lhgkughuyh N 4-1U--000002

Gupwplyt) £ nphnwupdub mupbjut wjwih sppwtwljubpnud:

Thinwnpluwt wpymbpnd thwunygl) £ wpunwungpnnh hadwywnwujpwbnipinitp Zujwu-
nwbh Zwbpuybnmpeut junudupnipjut 2010 pulwih untdptph 25-h N 1603-U
npnouwdp hwunwndws' wuwnpwd wpnwunpuljut gnpéniutnipjut juinbubphl, nponup
ubpnuotiwly &t Gypwdhnipyult MUG-h uljqpoiiputphtt b ninkgnygubpht, husybu twb
Upnnowywhnipjut  hudwohiwphuyht juquultpyniputt. b YhEqugnpsulul
nbkusnipiniitiinh hwdwgnpswligni pyut ujukdugh tpupiwdnpnipnitubphte

Zujuwunwghpp Jugbn k 1-htt b 2-pn dwubph popnp tebph wnluynipjub gy pnud:

Issued following an inspection in accordance with established procedure of the Republic of
Armenia, the latest of which was conducted on 07/12/2017 and valid till 07/12/2018.

The ministry of health Republic of Armenia confirms the following:
The manufacturer BioChem LLC

Site address Manandyan street, 33 1/1, Yerevan, Republic of Armenia
Manufacturing authorization no N U-}U.-000002

Has been inspected under the national inspection program.

This certificate is valid only when presented with all pages and both Parts 1 and 2.
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Uwu/Part 2

- Uwupnynt oqunnugnpédwt nhnkph wpnunpnipni/ Human Medicinal Products

1. GrSUUYUL ENrocueuUsuLEl/ MANUFACTURING OPERATIONS

-wpnunpuljut gnpéplipwgtbpp tkpupmd Eu wdpnpowljut wpwnpnipniup jud
wpwidhtt wpununpuljut  gnpéptpwugubpp  (Whpunjuy phinuwdlh  wpunwnpoipnlup,
thwpbpwynpnudp jud dbunpnidp), ubphuyh pugpnynudp b hwjwuwnwgpnudp, wdjuyg
nhnwdbh ywhuywitnudp b puojunidp fud wy] wpununpuljui gnpdpupwugubp

- wnwhg wpnunpuijub gnpéplipwugibtp ppuwiwgukint vhuyt npujh huljdwi b (Yud)

pugpnniut b ubphujh hwjwunwgpluwih gopénympmubtpp whwnp L puggédku
hudwywunwujuwt YEnkph utppn

- Ept wpunuwnpnnt ppujuwbugind T wpwbidtugdus wpnwunpnipyut wuydwbbbp
wwhwlgnn wpuunpuuph’ nunhnpbnugnpéwljui Jud wkhghihukp,
untdniwdhnubkp, ghwnwnpuplubp, ghdwnuwnphuubp, hnpuntuy  wljnhdnipjundp
Woipkp  Jud wnunbkghuwy Juwbqunp winhy pununphsibp wwpnibwlnn glnkph
wnuunpmpnil, wuyw npu twuhb wbnp E uoyh hwduwyuwinwuwt wpnungpuntuwyh
Jud ninwdlh Ywnh ubkppn

- authorised manufacturing operations include total and partial manufacturing (including
various processes of dividing up, packaging or presentation), batch release and certification,
storage and distribution of specified dosage forms unless informed to the contrary;

- quality control testing and/or release and batch certification activities without manufacturing
operations should be specified under the relevant items;

- if the company is engaged in manufacture of products with special requirements €.g. '

radiopharmaceuticals or products containing penicillin, sulphonamldee? otoxics,
cephalosporins, substances with hormonal activity or other or potentla}];y‘fiaz'éi;gm&}ctwe
ingredients this should be stated under the relevant product type and dosz




Uwu/Part 2

1. UrSUuuuL ¢Nrocueusuer/ MANUFACTURING OPERATIONS

1.2. | Ny unkph) wpnwnpup/ Non-sterile products

1.2.1. s unkppy wpnungpuip (plyudlbkph guily) / Non-sterile products (list of dosage
forms)

1.2.1.5. Zhnnijubip wpunwphtt oquraugnpdifuis hwdwp/ Liquids for external use
1.2.1.11.0uthnily niqudlikp/ Semi-solids

1.2.2. Ukphuyh pugpnpmbi hunjunnunwqpniiy Batch certification

1.5. Quipkpwynpmu/ Packaging

1.5.1 Unwobughl thwpkpun/npnid/ Primary packaging
1.5.1.5. Zknnijukp wptnwpht oquruugnpdumt hwdwp/Liquids for external use
1.5.1.11. Quthnil] niqudlikp/Semi-solids

1.5.2. Eplponpyuyhi thupkpun]npnid / Secondary packing

1.6 | Npwlh hulnud/ Quality control testing

1.6.3 Lhupwluml/Shqhlulubi / Chemical/Physical

22 wpnnowyuhnipjul bwjuwpup

iﬂ?er f Ith

: /, TUNL ULENRUSTL/LEVON ALTUNYAN

puq Lup/signature BINTL S
uniip quiiniu WEDL
25 . 12. R0(%p,
7

opp, wlhup, wwpbphp

Date of issue

.S./seal
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