YKPAIHA
UKRAINE
CEPTU®IKAT BIINOBIIHOCTI YMOB BUPOBHRI[TBA JIIKAPCHKINX 3ACOBIB
BUMOI'AM HAJEKHOT BUPOBHNYOI NPAKTUKU
CERTIFICATE OF GMP COMPLIANCE

Ceprudikart Ne: // Certificate No: Crpoxk aii go: // Valid till: 11.09.2018
078/2015/SAUMP/GMP

Yacruna | Part |
HepakasHa cirywGa YKpaTun 3 JiKapebKHX 3ac00iB State Administration of Ukraine on Medicinal Products
(Hepmaireayxba Ypainm) sacsiguye: (SAUMP) confirms the following:
HaitnenyBaHHs BUPOOHKUKA, MICIE3HAXO/UKEHHS: Manutacturer’s name, registered place of business:
TOB "Haykoso-rextodqoriuna papmauesruuna pipma "Scientific Technological Pharmaceutical Firm
"TTOJIICAH" "POLYSAN" Ltd.
Pociiichka Menepartis. 192102, m. Cankr-1letepOypr. mysn. Salova Street 72. Bld. 2, Lit, A, 192102, Saint-Petersburg.
Canosa. 0y 72, k. 2. 10t A Russian ederation
HaiMeHyBaHHs BUPOOHMUMN AibHILLL: Names of manufacturing sites:
TOB "Haykoso-texuodsoriuna Gpapmauesruuna Gipma "Scientific Technological Pharmaceutical Firm
"TIOJIICAH" "POLYSAN" L.td,
Miciie npoRaKEHHS IS ALHOCTI: Manutacturing site address:
Pociiicbra Menepaitis. 192102, M. Cankr-TlerepOypr. sy Salova Street 72, BId. 2, Lit. A, 192102, Saint-Petersburg,
Canosa. Oyit. 72, k. 2. i1, A Russian Federation

Jlivensis na BHPOGHHUTBO MiKkapCLKUN 3aco0iB B Pocificuiiit

g “ P s Manufacturing authorization for medicinal products in Russian
Meacpaii sia 19.05.2014 Ne00016-J1C e ed on for mecicindt | b

Federation (rom 19.03.2014 NeQQO16-JIC

Micie BUPOOHHITRA CHCTEMATHUHO NPOXOT, ol . . . )
: ; ) . . Faciliies of above mentioned manutacturer are subject to
THCHCKTYBAMHS 31 BCTAHOBIEHOK  HEPIOAMUYHICTIO  Ha o e . o
L e - ; ) GMP inspections at suitable intervals in accordance with the
giznosiaicrs  suyorad  GMP o 3riano 31 Beranoachmy v - )
) National certification procedure.
MOPSIAKOM.
3a pesydabTaramMy IHCHERTYBAHHS LLOI'0 BUPOOHMKA, OCTAHHE 3 From the knowledge gained during inspection of this
ARHUX OYI0 npoBeacte manufacturer. the latest of which was conducted on
07.09.2015 - 11.09.2015, 07.09.2015 - 11.09.2015.
BCTAOBIICHO. 110 Bl BUIMOBIIAC BUMOTAM itis considered that it complies with the
HAJEKHOI BUPOBHUYO!I ITPAKTHKH, GOOD MANUFACTURING PRACTICE
33HGEUCHM B requirements referred 1o in the
Hacranosi CT-H MO3Y 42-4.0:2015 ~Jlikapenki 3aco0u. Guide 42-4.0:2015 ~Medicinal products. Good
[ anexna BUPOOHMYA MpaKTHKL manufacturing practice”
(HOPMAMUGHUL AR (name of regulation document)
WO BIOBIAAIOTL BHMOIAN HAICKHOT HPAKTHKH 1P BIPOOHMLIBL | which is harmonized with the requirements of Good practices in the
KOHTPO  sikoeti  Cheresi  CRIBPOOITHIIIBA  (GapMALCBTHUTTIN manufacture and quality control of the Pharmwiceutical Inspection
iHerekuii (PIC/S). ampekruan €C ra pekomeriaisy Beeesitnbo? Convention/Co-operation Scheme (PIC/S). EU Direstives . and Worid
Opratizauii OXOPOHH 30POB S BLIMOCHO NPOAYKIIT, L0 MpHsHAticHa IHealth Orgamzation recommendations i respect ol products to be
IS TOPrIBI Ta AHCTPHOYIUT B KPATHI HOXOLACHHS 00 LI CKCHOPTY. sold or distributed within the county of erigin or 1o be exported
Lleit cepridikar sinodpakae cTam sipoOHHUOT LZILHHLL HA MOMEHT This certificate reflects the status of the manutaciuring site at the time
IHCMEKTYRAIINS, 3A31AUEHOr0 BHIIE. | 1e MOWKE BHKOPHCTORYBATHES of the inspection noted above and should not be reticd upon to reflect
199 NATBEPIUKEHHS BITORIIHOCTL. ARKIIO 3 MOMEHTY [IPOBEICHH the conipliance status if more than three years have elapsed since the

HHOTO THICHEKTY BN NPOTTHIA0 GibINe HiK 3 POKH. date of that inspection

Lleft cepriniar BRAKOUAE yacTiHi 1. 2 ra 101arox. This certificawe includes the Parts 12 and Annex

HYHIICTh 1horo CepTHPIKATa MOIKE OVTH HLITREPJIZKEINE OpraioN The authenticity of this certificate may be verified with the 1ssumg
010 BHLAB. athority

First Deputy Head — Head of
Commission on reorganization of the
State Administration of Ukraine on
Medicinal Products

O, Alyersyve:

Hepuniii sacrynnix Fosnosit — ronosaj
Komicit 3 peopranizanii Jepawasuol
cayxbu Ykpaini 3 1iRapebrix 3acod

O.A. Anexeeena eV

Aepmasua cnyneba Yiepaisi 3 gikapeeiux 3acobin State Administration of Ukiraine on Medicinal Produets
MAMHE BLANOBIANLHOT 0CO0H, neuatia signature of the Executive officer (see felt)

Astpeca: ripoeriekT Hepemorn, 120, s, Kuis-1 13, Yipaiva, 03113 Address: 120, Peremogy avenue. Kyiv-115. Ulkraine. 03135
Fei: 38(G44) 450-12-66 Phone: +38(044) 430-12-66

Bake: 38(GH1) 450-12-60 Fax: 38(044) 450-12-66

dish translation is for rel

This |

mailto: diklzediklz.gov.ua i e
=~ < ihe official certificate




Yacruna 2

Part 2

Jlikapebki 3aco0u ISt JIIOANHI

Human Medicinal Products

1. BUPOBHWYI OMEPALIT - TIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepuabHi NpOAYKTH

1.1, Sterile Products

1.1.2. LL{o niodaomecs Kinyesill cmepunizayil
(6upoBruuT onepayil Aast HACmYnHux RKAPCORUX Popit)

1.1.2. Terminally sterilised (processing operations for
the following dosage forms)

1.1.2.1, PiniHyW B yNakoBKax BEAHKOT0 00’ emy

[.1.2.1. Large volume liquids

1.1.2.3. PiiuHu B ynakoBkax Manoro od’emy

1.1.2.3. Small volume liquids

1.2. HecrepusibHi HPOAYKTH

1.2, Non-sterile products

1.2.1. Hecmepunoni npodyrkmu (upobuudi onepayil anst
HACMYNHUX ATKAPCLKUX (HopM)

1.2.1. Non-sterile products (processing operations for
the following dosage forms)

12111 M ski

1.2.1.11. Semi-solids

[.2.1.13. Tadnetku

[.2.1.13. Tablets

1.6. TlposexeHHst BHIPOOYBaHb B PaMKaAX KOHTPOJIIO

SIKOCTI

1.6. Quality control testing

1.6.1. MikpoBionoritHi: CTepllbHICTh

1.6.2, MikpoGiosoritui: MikpobioJiorita 4keToTa

1.6.3. @izuuHi/XiMivui

1.6.1. Microbiological: sterility
1.6.2. Microbiological: non-sterility
1.6.3. Chemical/Physical

Hepunii 3acrynnnk Tososn — rojosa
Komicii 3 peopraunizaunii lepurasnor
cayx6u Yiepainu 3 aikapesknx 3acobis

O.A., Ancreeensa

First Deputy Head — Head of
Cominission on recrganization of the
State Administration of Ukraine on
‘Medicinal Products

ﬂ;// /’/}Jﬂ/j’ Z] ama/Date

Jleprkasha cayxba Yipainn 3 JiKapebiux sucobin

MiAMNKMC BLANOBLAALIOT 0COOH. NeuaTKa

Asipeca: npocnekt HHepemori. 120, v, Kuis-115. Yipaina. 0311
Teu.: 38(044) 450-12-66

ake: 38(044) 450-12-66

8]

mailto: diklzodiklz.gov.ua

O. Alyeksyeyeva

State Administration of Ukraine on Medicinal Products

signature of the Exccutive officer (see left)
Address: 120, Peremogy avenue. Kyiv-115. Ukraine, 03115
Phone; +38(044) 450-12-66
Fax: +38(044) 450-12-66
This English tanslation is for reference only and is not part ol
the official certificate

Cropinka/CTopiHor/2/2




