VKPATHA
UKRAINE

CEPTU®IKAT BIAMTOBIAHOCTI YMOB BUPOEHULTBA JIKAPCbKHUX 3ACOBIB
BUMOT'AM HAJIEKHOI BUPOBHUYOI IIPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 058/2018/GMP

Crpok aii po:
Valid till: 31.08.2021

YacruHa 1

Part 1

HepxaBua cayxda Ykpainu 3 nikapebkux 3aco0iB
Ta KOHTPOJII0 32 HapKoTHKaMu (depsiikcmy:xba)
3acBinuye:
HalimenyBaHHs BUpoOHHMKa, MICLE3HAXOIKEHHS:
NYBJIYHE AKIHHIIOHEPHE TOBAPUCTBO
"®APMCTAHIAPT-BIOJIIK"
Xapkiscbka 06aacTb, MicTo Xapki, [Tomipku
HalimeHyBaHHs1 BUpOOHHYOT(MX) ALTbHUILI(Lb):
OYBJIYHE AKHOIOHEPHE TOBAPHUCTBO
"OAPMCTAHIAPT-BIOJIIK"
Hex po3ausy, cybiaimanii Ta naKkyBaHHs Ipenaparis
(AiIbHHUS  pO3JINBY, Nepersily Ta. MapKyBaHHS
upenapartis, AiILHHUS BTOPHHHOIO NAKYBAHHS
npenaparis, ALILHHUS JIKAPCLKHX Npenaparis);
JinabHunst aHATOKCHHIB;
HinbHnust aHTupadiuHOro iMyHor/100yainy
Micue npoBagKeHHs AisIbHOCTI:
Xapkisebka o61acTh, micTo Xapkis, Ilomipkn
61070
Jliuensist Ha BUpOOHHMLTBO J1iIKapcbKKX 3ac00iB B
Ykpaini Bia 05.06.2012 AB Ne 598032
Micre BUpoOHHLTBA CHCTEMATHUHO MPOXOIHTb
IHCMEKTYBAHHs 31 BCTAHOBJCHOIO MEPIOAMYHICTIO Ha
eianoBinnictT, BuMoram GMP 3rigno 3i BcraHosacHHM
MOPsLAKOM.
3a pe3ynbTaTaMM 1HCNEKTYBaHHS UbLOTO BMPOOHMKA,
ocTaHie 3 aknux Oyno rnposeaeHe

27.08.2018 - 31.08.2018,

State Service of Ukraine on Medicines and Drugs
Control confirms the following:

Manufacturer’s name, registered place of business:
PUBLIC JOINT-STOCK COMPANY
"PHARMSTANDARD-BIOLIK"

Pomirky, Kharkiv, Kharkiv region

Name(s) of manufacturing site(s):

PUBLIC JOINT-STOCK COMPANY
"PHARMSTANDARD-BIOLIK"

The Medicines Filling, Sublimation and Packaging
Department (the medicines filling, observing and
marking site; the medicines secondary packaging
site; the medicinal preparations site);

The Toxoids Site;

The Antirabies Immunoglobulin Site.
Manufacturing site address:

61070, Pomirky, Kharkiv, the Kharkiv region

Manufacturing authorization for medicinal products in
Ukraine from 05.06.2012 AB Ne 598032
Facilities of above mentioned manufacturer are subject
to GMP inspections at suitable intervals in accordance
with the National certification procedure.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
27.08.2018 - 31.08.2018,
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Acting Head of the State Service of
Ukraine on Medicines and Drugs
Control

R. Isaienko
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MiAMUC BiaANoBiaanLHoT 0cobu
HepaxcaBha cayxba YKpaiui 3 aiKapcbKHX 3ac06iB Ta KOHTPOI10
32 HAPKOTHRAMH

Micuesnaxo.ukers: npocenekt Iepemorn. 120-A, M. Kiis-113.
Ypaiua. 03115

Tea.: +38(044) 422-55-77

MDaxc: +38(044) 422-55-77

mailto: dlstedls.gov.ua

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control
Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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BCTAHOBJIEHO, L0 BiH BIAMOBifac BMMOram HajexKHOT
BUPOOHHUYOI NPAKTHKH, 3a3HAYEHUM B
Hacranosi CT-H MO3YVY 42-4.0:2016

“Jlikapchki 3acobu. Hanexxna BupoOHMuYa npakTuka’,
(HopmamueHul akm)

L0 BIiAMOBIAAIOTH BMUMOraMm HasleXKHOT MPAaKTHKK MpH
BUPOOHHUTBI i KOHTpOi SIKOCTi Cucremu
cniBpobiTHHLTBA (apmaneBTHuHUX iHcnekwii (PIC/S),
aupexktiBaM  €C  Ta  pekoMenpauisiM  BcecBiTHbOT
opraHizalii OXOpOHHM 340pOB’S BIAHOCHO MPOAYKLIT,
O MpHU3HAYeHa [yl TOPriBji Ta AUCTpUOyUii B KpaiHi
MOXoKeHHs abo A eKCropTy.

Lleii ceprudikar BinoOparkae cTaH  BUPOOHHUOT
AIMBHULI  Ha MOMEHT IHCMEKTYBAaHHS, 3a3HAuY€HOro
BULlE, | HE MOXE BHKOPHUCTOBYBATHUCS  JUls
MiATBEPLKEHHS BIAMOBIAHOCTI, SKWO 3 MOMEHTY
MPOBEAEHHS LULOro IHCMEKTYBaHHsA MpOHLUNO0 Oisblue
Hi’K 3 pOKH.

Ueit ceprudikar skatouae yactunu 1, 2 Ta 10AATOK.
Uunnicts  wboro  ceprudikara  mMoxe  OyTH
MiATBEpAXKEHA OPraHoM, 1110 HOro BUAAB.

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016

“Medicinal products. Good manufacturing practice”
(name of regulation document)

which is harmonized with the requirements of Good
practices in the manufacture and quality control of the
Pharmaceutical Inspection Convention/Co-operation
Scheme (PIC/S), EU Directives , and World Health
Organization recommendations in respect of products
to be sold or distributed within the country of origin or
to be exported.

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than three years have elapsed since the
date of that inspection.

This certificate includes the Parts 1, 2 and Annex.

The authenticity of this certificate may be verified with
the issuing authority.

Yacruua 2

Part 2

JlikapcbKi 3aco0u /151 JIIOAHHH

Human Medicinal Products

1. BAPOBHUYI OTTEPAIIII - TTIKAPCBKTI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepnbHi HIPOAYKTH

1.1. Sterile products

I.1.1.4. Pigunun B ynakoBkax manoro o0’emy (y Tomy
YUCITi IiKapebKi 3ac00M, O MICTSTh TOPMOHH)

1.1.1.4. Small volume liquids (including medicines
containing hormones)

1.3. BioJioriuni aikapebki 3aco6n

1.3. Biological medicinal products

1.3.1. bionoeiuni aikapceki 3acodu

1.3.1. Biological medicinal products

1.3.1.2. ImyHoGionoriuni sikapebki 3acobu

1.3.1.2. Immunological products

1.3.1.5. bioTexHoJioriuHi JikapcbKi 3aco0u

1.3.1.5. Biotechnology products

1.3.1.6. IlpenapaTu, ekcTparoBaHi 3 TKAaHHH JIIOAMHH
abo TBapuH

1.3.1.6. Human or animal extracted products

1.6. IIpoBeaennst BUNPOOYBAHb B PAMKAX KOHTPOJIIO
AKOCTI

1.6. Quality control testing

1.6.3. Di3nuHi/XiMiuHI

1.6.3. Chemical/Physical

B.o. T'o.108u [lepxaBuoi cayxou YKpain
3 AIKAPCHKHX 32¢00iB Ta KOHTROHIO 3
HAPKOTHKAMH
P. Icaenxo

Acting Head of the State Service of
Ukraine on Medicines and Drugs

, Control

R. Isaienko
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MiAMUC BiANOBIAALIIOT 0CO0H
Jep:kaBHa cayxkba YKkpaiHu 3 JiKapcbKHX 32c00iB Ta KOHTPOJ110
32 HAPKOTHKAMHU

Micuesnaxoxetns: npoenekt [epemorn,120-A, m. Kuie-113,
Ykpaiua, 03115

Ten.: +38(044) 422-55-77

Pdakc: +38(044) 422-55-77
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signature of the Executive officer (see left)
State Service of Ukraine on Medicines and Drugs Control
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HNEPEJIK JIKAPCbKHUX 3ACOBIB, 3APE€CTPOBAHUX ABO 3AIIVTAHOBAHHUX 10
PECCTPALI B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok g0 Ceptudikara Bill
Annex to Certificate 058/2018/GMP from

Or 17 04

NNYBJIYHE AKIIIOHEPHE TOBAPUCTBO "®APMCTAH/IAPT-

BHUPOOHUK
¢ BIOJIIK"
Anpeca MicIis TIPOBAIKCHHS iSIBHOCTI:
XapkiBcbka 061acTh, MicTo Xapkis, [Tomipku
manufacturer

Manufacturing site address:
Pomirky, Kharkiv, Kharkiv region

a0 Ceprugikara

PUBLIC JOINT-STOCK COMPANY "PHARMSTANDARD-BIOLIK"

CTPOKOM Jii 710

to Certificate  058/2018/GMP valid till ~ 31.08.2021
Ne HasBa Jikapcbkoro 3acody Peecrpaniiine
3/n Ha3Ba Ta jikapcbka ¢popma Hasga Ta nikapcbka popma MikHapoaHa nocBiA4YeHHst

JliKapcbKoro 3acody
(YkpaiHCbKOI0 MOBO10)

JlikapcbKoro 3acody
(aHraiiicbKo10 MOBOIO)

HeMmaTeHTOBaHa Ha3Ba (ToproBa
Ailo40i(1X) pe4yoBHHH(HH), ginensist) Ne
y TOMY 4ucJi ix nepesik — (B
1J1s1 6araToOKOMMOHEHTHHX Ykpaini)

(kombiHOBaHMX)
(aHraiiicbK00 MOBOI0)

Bupoﬁmmmao 3a NOBGHUM UUKIIOM

1 «AlI-M-BIOJIIK», AD-M-BIOLIK, Diphtheria toxoid UA/15846/01/01
cycriensis ans in’ekuiii, 5 Lf/no3a suspension for injections,
5 Lf/dose
2 «AI-BIOJIIK», ADT-BIOLIK, Tetanus toxoid, UA/13005/01/01

cycreHsis ass iH’ekuii suspension for injections

combinations with
diphtheria toxoid

3 «AAI-M-BIOJIIK»,
cycneHsis ans i’ exuii

ADT-M-BIOLIK,
suspension for injections

Tetanus toxoid, UA/15665/01/01
combinations with

diphtheria toxoid

4 «AKAIM-BIOJIIK»,
CyCrieH3ist s i1’ €Ki

APDT-BIOLIK,
suspension for injections

Pertussis, inactivated, whole | UA/13006/01/01
cell, combinations with

toxoids

5 «ATl-BIOJHK», AT-BIOLIK,
cycrieHsis ans in’exuii, 10 suspension for injections,
O3/no3a 10 BU/dose

Tetanus toxoid UA/13091/01/01

6 «BIOJIIK Ty6epkyain IIIA-JI», | BIOLIK Tuberculin PPD-L,
po3uMH Ais iH'ekUiii 3 akTuBHicTIO | solution for injections with

T}lberculin UA/15771/01/01

2 TO/nosa _Aactivity 20U/ dose

B.o. To10Bu JlepaaBuoi cryxoft Yicpal
3 JIIKAPCLKHX 32¢00iB Ta KOHTPOIH
HAPKOTHKAMH 12"
P. Icaenko

Acting Head of the State Service of
Ukraine on Medicines and Drugs Control

R. Isaienko
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Nepwasua cayxba Vicpainu 3 sikapebkux 3acobis Ta Koyrposio
32 HAPKOTHKAMM T

NiANKAC BIANOBIAAILIIOT 0COOHM, neyaTka

Anpeca: npocriext [epemoru, 120-A, m. Kuis-115, Ykpaina, 03115
Teu.: 38(044) 422-55-77

daxc: 38(044) 422-55-77
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Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
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MMEPEJIIK JIIKAPCbKUX 3ACOBIB, 3APE€CTPOBAHNX ABO 3AIIVTAHOBAHHUX 10
PEE€CTPALII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarok no Ceprudikara BiR
Annex to Certificate 058/2018/GMP from (. A7 ZUVF
Ne HasBa jsikapcbkoro 3acody PeecTpauiiine
3/n HasBa Ta jikapcbka popma HaszBa Ta snikapcbka popma MikHapoaHa NnocBiA4YeHHs
JiKapcbKoro 3acoby JlikapcbKOro 3aco0y HenaTeHTOBAHA Ha3Ba (Toprosa
(YKpaiHCbKOI MOBOR)) (aHrJiificbKOI0 MOBOIO) Airo4oi(1MX) peHoBUHU(UH), ninensist) Ne
y TOMY YHcJi iX nepeJtik — (B
AJ1s1 0araTOKOMMOHEHTHHX Ykpaini)
(komOiHOBaHUX)
(aHrailicbKOI0 MOBO10)
7 «'TAPOKOPTHU30OHY HYDROCORTISONE Hydrocortisone UA/5626/01/01
AUETAT», ACETATE,
cycneHsis ana iH'ekuii, 25 mr/mn suspension for injections,
25 mg/ml
8 «IMYHOI'JIOBYJIIH ANTIRABIES Rabies immunoglobulin UA/15930/01/01
AHTUPABIYHUM IMMUNOGLOBULIN
(KIHCbKHI)», (EQUINE),
pO3uMH 1715 iH'eKUiH, He MeHLe solution for injections, not less
150 MO/mn than 150 [U/ml
9 «OKCUTOLMNH-BIOJIIK», OXYTOCIN-BIOLIK, Oxytocin UA/5369/01/01
po3unH a1 in'ekuiit, S MO/Mn solution for injections, 5 [U/ml
Bunyck neposgacosanoi npodykuii, nepgrinna ynakoeka ma 0036in Ha eunyck cepii (6upodnuymeo npooykuii «in bulky)
10 | «BIOJIIK Ty6epkyain IIIA-JI», | BIOLIK Tuberculin PPD-L, Tuberculin UA/15772/01/01
po3uMH A4 IH'ekUill 3 akTUBHicTiO | solution for injections with
2 TO/no3a activity 2 TU/dose

07 /1 AOP

GIYKpaTH ,

3 JIiKapcbKHX 32c00iB Ta KOHTPO/II03a
HAPKOTHKAMH B
P. Icaenko

Acting Head of the State Service of
Ukraine on Medicines and Drugs Control

»

R. Isaienko

N ‘ K/ M.
Jep:xaBha cayxda YKpainu 3 aikapcbKimxgaco6is Ta_gefiTpoiio

38 HAPKOTHKAMH

niAnKe Bianosiganbiioi ocoOu, neyarka

Anpeca: npocriekt llepemorn,120-A, M. Kuis-115, Ykpaina, 03115

Ten.: 38(044) 422-55-77

Daxc: 38(044) 422-55-77
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State Service of Ukraine on Medicines and Drugs Control
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