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MINISTRY OF HEALTH OF THE REPUBLIC OF ARMENIA

Lwywuwnwaghp/ Certificate No AM/H/2018/01/03
ursurrnah mus-h <UUUMUSUUULNRE3UL <UdUUSUShP
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Uwu/Part 1

Spwd £ Lwjwuwnwuh  Cwupwwbnngjwu  opbtunpnpjudp  uwhdwuwd  Ywpgny
09-10/04/2018 ppwlwuwgwsd nhunwpydwt  wpryniupnid b Judbp £ dphusl
09/04/2020: Cwjwunwuh Cwupwwbnnipjwt wnnnowwwhnipjwl Uwiuwpwpnieniup
hwuwnwuwnnud £ hGnbywp.

Upwwnpnn' “Swpdwnbp” PLL

Upunwnpwuwwpwéph guugbint ujpp' Pw$dne ., 111, bplhwt 0064, <wjwuwnwuh
Cwupwybwnnyeniu

Lhgtiughwjh N 4-XX-000669

tupwnyyb £t nhrnwplydwu twpblwu wwuh 2powuwlubpnid:

“thunwpydwu wpnyniupntd thwuwnybi E wpuwnpwunwpwdph
hwlwwwunwufuwunejniup Cwjwuwnwuh  <wupwwbnngjwu  opbuunpniejwdp
hwunwndwd  wwnwéd wpunwnpwlwu  gnpdnwubinuejwt  Ywunuubphu,  npnup
hwidwwwwwufuwund U GYypnywlwu dhnpyjwu b GYypwupwlwl  nunbuwlwu
dhnipjwtu MUS uyqpniupubiphtu b nintignygubiphu:

Cwywuwnwghpp yuytip £ 1-hu b 2-pn dwubiph pninp Eobiph wnlw)niejwu nbwpnid:
Issued following an inspection in accordance with regulation of the Republic of Armenia,
the latest of which was conducted on 09-10/04/2018 and valid till 09/04/2020.

The ministry of health Republic of Armenia confirms the following:

The manufacturer “Pharmatech” CJSC

Site address 111 Raffi Street, 0064, Yerevan, Republic of Armenia

Manufacturing authorization no N 4-XX-000669

From the knowledge gained during inspection of this manufacturer, it is considered that it
complies with Rules of Good Manufacturing Practice established in the Republic of
Armenia which are in compliance with the GMP principles and guidelines of European
Union and Eurasian Economic Uunion.
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Uwu/Part 2

U wpnnt ogunuwgnpddwt ninkph wpuwnpnipyni/ Human Medicinal Products

1. UPSUHUUUL 9NPOLLBUSLEN/ MANUFACTURING OPERATIONS

-wpunwnpwlwu gnpdpupwgubinp ubpwnnid GU wdpnnowlwl wpnwnpnieiniup Yuwd
wnwudht wpunwnpwlwu gnpdpupwgutipp’ Ubpwnjw) nbnwdlh wpunwnpnienuup,
thwpbpwynpnwp Ywd suwdnpnuwdp), ubphwih pwgennnuip b hwjwuwnwgpnudp,
nyjw] nbnwalh wwhwwundp b pwotunidp Ywd w)) wpnwnpulwt gnpdpupwgubn

- wnwig wpnwnpuwwu gnpépupwgubp hpwlwuwgubint dhwyu npuwyh hujdwt b
(Ywd) pwgenniwu b ubphwh hwjwuwnwqgpdwtu qnpénnnieyniuutpp whwnp k
pungéybu hwiwwywwnwufuwu Yewnbkph ukppn

- bpb wpnwnpnnu ppwlwuwgund £ wnwudtwgywd wpunwnpnipjwl wwjdwubp
wwhwugnn  wpunwnpwuph' nwnhnnbinuagnpdwywu Yuwd wtuhghhuubin,
uny$nuwdhnubp, ghunwnnpuhlutip, gbdwnuwnphuttip,  hnpdnuw| whwnhynipjwdp
Wniebn  Ywd wnnbughw| Yunwugwynp whnhy pwnwnphguin wwpniuwynn ntintiph
wpuownpnenty,  www  npw Jwupt wbwop b updh hwdwwywnwuluwu
wpunwnpwwnbuwyh Yud nbnwabh Yawnh ubppn

-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 e.g.
radiopharmaceuticals or products containing penicillin, sulphonamides, cytotoxics,
cephalosporins, substances with hormonal activity or other or potentially hazardous active
ingredients this should be stated under the relevant product type and dosage form
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Uwu/Part 2

U wpnnt oqunwgnpddwt ninkph wpwwnpnieyniu/ Human Medicinal Products

1. UPSUHPULUUL ANPrOLLUSLEN/ MANUFACTURING OPERATIONS

1.1. | Unbphp wpnwnpwup/ Sterile products

1.1.2. dpgtwlwts upbppihquigfwé (nbnwdélph gwuly) /Terminally
sterilised (list of dosage forms)
1.1.2.1. Ubd dwyw|ny hbnnwyubip /Large volume liquids

1.1.3. Ubphuyh pwgpnndwt hwyjwuypwqgpnid/ Batch certification

1.2 Ns uipliph; wpypuwnpuwp (ntnwéaliph gwul))/ Non-sterile products (list of

dosage forms)

1.2.1.5. <bnniyubip wpwnwpht oguwgnpddwtu hwdwp/Liquids for external use

1.2.1.6. <bnnwyubip ubipphtu ogunwgnpddwu hwdwp/Liquids for internal use

1.2.2.Uphuyp pwgpnndwt hwujwupwagpnid/Batch certification

1.5. Pwpbkpwynpnii/Packaging

1.5.1. Unwotiuyhti thwpbpwynpnid/Primary packing

1.5.1.6. <bnnityubip ubipphtu ogunwgnpddwu hwdwp/Liquids for internal use

1.5.2. bpypnpnuyphti thwpbpwynpnid/Secondary packing

1.6 Npwlyh huynwd/Quality control testing

1.6.1. Uwbptwpwbwlwt' uipbppiniysyniup /Microbiological: sterility

1.6.2. Uwuptwpwbwlwt' ns uppbppyniayniip /Microbiological: non-sterility

1.6.3. Rhupwlwt/Shahlwlwl /Chemical/Physical

<L wnnnowwwhnipjwl Uwfuwpwn
Minister of Health

Upubu (enpnujwu/Arsen Torosyan

-/ Blo-d
jf'amnﬁluqnmmnL'uD/signature

wuntlp, wqgwuniup,

L& weeei v /| aZef’/f/i/}.

onp, wihup, nuinbphyp
Date of issue

1.5.1.5. <bnniyubp wpunwpht ogunwagnpddwt hwdwp/Liquids for external use
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MINISTRY OF HEALTH OF THE REPUBLIC OF ARMENIA
SECRETARY GENERAL

MWHWUCTEPCTBO 3/1PABOOXPAHEHWUS PECIMYBJIKU APMEHUS
FEHEPAJIbHbI CEKPETAPb

U323 w3/ F/R27) 572073
A

abp N

TO MR. VAHAN ARUSHANYAN,
EXECUTIVE DIRECTOR «PHARMATECH» CJSC, ARMENIA

Dear Mr. Arushanyan,

Related to the request from 27 Feb 2023, please be informed that based on the Order
of Minister of Health of the Republic of Armenia N335-A of February 05, 2021 «On defining
of new validity data of Good Manufacturing Practice certificates for manufactures in the
Republic of Armenia» in which it has been considered the issues with performing the Good
Manufacturing Practices Inspections in the Republic of Armenia during the COVID-19
pandemic, the validity of the certificate of the manufacturing site «Pharmatech» CJSC has
been prolonged. Before the next Good Manufacturing Practices Inspection performed by the
«Scientific Center of Drug and Medical Technology Expertise after academician Emil
Gabrielyan» (hereinafter SCDMTE), the activities of the manufacturing site «Pharmatechs
CJSC is not limited anyhow. Also, please, be informed that the Good Practices Inspecticl)r‘i
department of the SCDMTE is planned to perform the inspection on premises of
«Pharmatech» CJSC during the third quarter of this year. |

Related to request of the rules of Good Manufacturing Practice for medicinal product§
established in the Republic of Armenia, please, be informed that based on Order of a Minister
of the Republic of Armenia Ne32-N «On adopting the rules of Good Manufacturing Practice

for medicinal products, APIs and for investigational medicinal products in the Republic of
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Armenia» adopted on 14 Jun 2017 it is established the EU guidelines in the Republic of

Armenia.
SINCERELY, VARDANUSH GRIGORYAN
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Ex.: Ashkhen Khodikyan

Department of Drug Policy and Medical technology
Ministry of Health of RA

Tel: (+ 374 60) 80 80 03



