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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURE

Uwu/Part 1

Spywis E Zuyuunuitih Zwtipuyyinmpyuit opkuunpmpjudp vwhdwigws Yupgny 28/12/2016p.
hpujubwgdws ghnwpldwt wpyniupnid b qudtp E dhush 28/12/2018p.

Zujuunwh Zubpuy innpjut wupnnewwwhnipjut twhiupupnipniip hwununnd k
htwnlyup.

Upunwnpnn® “Lhijynp” ®LC

Upununpuunwpuwdph quidbine Juypp’ Lnghiyut th., 7/9, Gphwu 0089, Zwjwuwnwuh
Zmupuy bnmpnih

Lhgkuqhuyh N 4-XX-000103

kupwplyb] kE ghnwupldwt mwupbljub yjuih oppwtwlutpnid:

Thunwupuwt wpyniupnid hwunygt) b wpunwungpnph hwdwyuwnwupwimipiniip Zuguu-
nwih Zwbipuybnniput junwjupnipjut 2010 pulwih untdptph 25-h N 1603-UL
npnoUwdp hwunwnyguwsd® yuunpwd wpnunpuljut gnpéniubnipjut juunubtpht, npntp
ukpnuotimly Eu GYpudhnipjut MUQ-h uljqpniipubphtt b ninkgnygutpht, husyhu twul
Unnnowyyuwhmpjutt  hwdwspiwphught juquuljbpyniput b FEqugnpswljub
wnbugnipiniiibpnh hwdwgnpdulgnipjuts ujutdwgh Epupjuwynpnipiniiikpht:

Zujuwunwghpp yuytp k 1-htt b 2-pg dwubph pojnp kobiph wnjuynipjut nhupnud:

Issued following an inspection in accordance with regulation of the Republic of Armenia, the
latest of which was conducted on 28/12/2016 and valid till 28/12/2018

The ministry of health of Republic of Armenia confirms the following:

The manufacturer Ligvor CJSC

Site address 0089, Yerevan, str. Kochinyan, 7/9, Republic of Armenia

Manufacturing authorization no N 4-XX-000103

Has been inspected under the national inspection program.

From the knowledge gained during inspection of this manufacturer, it is considered that it
complies with “Rules of Good Manufacturing Practice” adopted by decree of the Government of
the Republic of Armenia N 1603-N dated November 25, 2010, which is harmonized with the
GMP principles and guidelines of European Union and recommendations of WHO and PIC/S.
This certificate is valid only when presented with all pages and both Parts 1 and 2.




Uwu/Part 2

Uwpnnt oqunugnpddwit ninkph wpnwngpnipeiniy Human Medicinal Products

L. UrSUuruoyuy aNrocueusutl/ MANUFACTURING OPERATIONS

-wpinunpuljut gnpoplipugubpp tkpurnud Bb wdpnpowljwt wpunwnpmpmniip Jud
wpwtdhtt wpununpuljut gnpéplipugubpp’ Ukpwnjw) pinwdlh wpunwngpmpnibp,
thuwptpwynpnidp jud dbwdnpnidp), ubphuwyh pugpnnnudp b hwjuwuwnwgpnudp, wndjuy
nnuwdbh ywhwywinudp b puountdp fud wy] wprunpulju-gnpdpipugutn

- wnwlg wpnunpuljut gnpspipugibp hpuwiwgubjnt vhuyb npulh huljdwb b (fud)

pugpnnquut b ubphugh hwjuwuwnwgpdwb gqnpénnmipymibiubpp whwp L puggddtu
hundlwyuwinwupupwh YEntph tkppn

- kplk wpuwnpnni hpujubtugind E wpwbidtugdws wpinunponipyut wuydwbbbp
wwhwlignn wpuwunpuiph’ nunhnpinugnpéwljuit Jud wkuhghihtkp,
uniypbnuwdhnutipn, ghwnwnpuhljukp, ghdwnuwynphuutp,  hnpuntwy wlinhynipjudp
mptp  Jud ymnkughw) Junubqunp wnhy punugphsubp wupmbwlng gnkph
wpununppuipini,  wwyw  gpu dwueht whnp B wydh hwdwyuwnwupiwb
wpununpunbuwlh jud ginuwdlh YEnh tkppn

-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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Uwpnn oquuugnpduwt nhinkph wpnnunpmpinit/ Human Medicinal Products

1. Ursurouuy eNrocueusutl/ MANUFACTURING OPERATIONS

1.1. | Uwnkph) wpnunpuip/ Sterile products

prepared (list of dosage forms)
1.1.1.4. ®npp dSwjwny htnniljukp/Small volume liquids

1.1.1. Uukwyupl quydwbbbpmd wpnugpyué (phnudlbkph gubly) / Aseptically

of dosage forms)
1.1.2.1. Uk$ dwwny htinniljutp /Large volume liquids
1.1.2.3. ®npp dSwwny hknniljukp/Small volume liquids

1.1.2.49Ekpobuljull unkppipqugyus (pknudlbkph guibily) /Terminally sterilised (list

1.1.3. Ukppuyh puigpnnuul hujuummugpnid/ Batch certification

1.5. Qupkpuynpniu/Packaging

1.5.2. Gplpnppuyhl thuplbpun/npnid /Secondary packing

1.6 Npuljh huynmu/Quality control testing

1.6.1. Uwipbwpwbwlwl ' uinkphinipiniip /Microbiological: sterility

1.6.2. Uwbplwpwbwlwl " ny unkppinipiniip /Microbiological: non-sterility

1.6.3. Phupwlulypghluljul /Chemical/Physical
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