YKPATHA
UKRAINE

CEPTU®IKAT BIAMOBIAHOCTI YMOB BUPOBHWLUTBA JNIKAPCbKNX 3ACOEIB
BUMOIAM HANEXHOT BUPOBHMNYOT MPAKTUKN
CERTIFICATE OF GMP COMPLIANCE

CepTtudikat Ne: // Certificate No:
006/2017/GMP

YacTuHa 1

CTpok gii go: //Valid till: 25.01.2020
Part 1

JepxkaBHa cnyx6a YKpaiHu 3 nikapCbKux
3ac06iB Ta KOHTPOJIIO 3a HAPKOTMKaMu
(Oepxnikcnyx6a) 3acBiguye:

HaiimeHyBaHHS BUPOOHWMKA, MiCLLE3HAXOMKEHHS:
XyanaH Bionogxikan bakTepiit Ko., JITA.
LI3a Ne 1-1, 6yn. XyanaHb, CiHbCAH, XeHaHb,
KuTaiicbka HapogHa Pecny6nika
HalimeHyBaHHA BUPOOHUUOT(MX) AinbHULI(Lb):
XyanaH bionogxikan baktepiH Ko., /T4,
Micue npoBafXeHHS [ifNIbHOCTI:

LI3a Ne 1-1, 6yn. XyanaHb, CiHbCAH, XeHaHb,
KuTaiicbka HapogHa Pecny6nika

NiueH3sisa Ha BUPOBHMLTBO NiKapCbKnX 3acobiB B
Kwutaiicbkiii HapogHi Pecny6niui Ne YU20150054
Big 01.01.2016
Micue BUPOOGHULITBA CUCTEMATUYHO MPOXOAUTD
IHCNEeKTYBaHHSA 3i BCTAHOB/IEHOO NEPIOANYHICTIO
Ha BignoBigHiCTb BUMoram GMP 3rigHo 3i
BCTAHOB/IEHUM MOPSALKOM.
3a pe3ynbTaTamu iHCNEKTYBaHHA LbOro
BMPOBHMKA, OCTAHHE 3 AKMX ByN0 NpoBefeHe
21.01.2017-25.01.2017,
BCTAHOBMEHO, WO BiH Bignoeigae BuMMOram
HaNeXKHOT BUPOOHUYOT MPaKTUKK, 3a3HaYEHUM B

HactaHoBi CT-H MO3Y 42-4.0:2016 “JlikapcbkKi

3acobun. HanexxHa BMpPO6HMYA npakTunka”,
{HopMaTMBHUI aKT)

FonoBa [lep>XaBHOT CNy)X6n YKpaiHu 3
NiKapCcbKKX 3ac06iB Ta KOHTPOSIO 3a
HapKOTUKamMu

H.A. Nyasb

MAIMY MY aTalOaie
nignnc BignoBiganLHoi 0cobu
[ep>xaBHa cnyxba YKpaiHu 3 nikapcbKux 3acobiB Ta
KOHTPO/IIO 38 HApKOTUKaMu
MicuesHaxomkeHHs: npocnekT MNepemorn,120, m. Knie-115,
YkpaiHa, 03115
Ten.:+38(044) 450-12-66
®dakc: +38(044)450-12-66
Tailo: dis@dls.gov.ua

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

Manufacturer’s name, registered place of business:
Hualan Biological Bacterin Co., Ltd.

Jiano. 1-1, Hualan Ave., Xinxiang, Henan, People's
Republic of China

Name(s) of manufacturing site(s):

Hualan Biological Bacterin Co., Ltd.
Manufacturing site address:

Jia no. 1-1, Hualan Ave., Xinxiang, Henan, People's
Republic of China

Manufacturing authorization for medicinal products
in People's Republic of China Ne YU20150054 Bia
01.01.2016

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
21.01.2017-25.01.2017,
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)

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

N.Y. Gudz

signata””~rthe Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control
Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044)450-12-66

Fax: +38(044)450-12-66

This English translation is for reference only and is not part of
the official certificate
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WO BIiAMOBIAAIOTL BMMOraM HaneXHOoi MpPaKTUKK

npy  BUPOBGHWUUTBI | KOHTpoOni fAKocTi CucTemu
CNiBpOGITHMLUTBA  (DAapMALLEBTUYHUX  HCMEKLIM
(PIC/8), pwupektmBam €C Ta peKoMeHAauisgm
BcecBiTHbOT  opraHisauii  OXopoHM  340poOB’A

BiZJHOCHO MpPOAYKLUiT, WO Npu3HayeHa Ans Toprisni
Ta AUCTpMOBYLii B KpaiHi NOXOMKeHHsi abo Aans
eKCMopTy.

Lleii cepTudiikaT Bigobpakae CcTaH BUPOOHUYOT
LiNbHWLI HA MOMEHT IHCMEKTYBaHHS, 3a3Ha4yeHoro

BULLE, | He MOXe BMKOPUCTOBYBATUCA ANA
niaTBepAXeHHA BiAMOBIgHOCTI, AKWO 3 MOMEHTY
MPOBEAEHHS  LbOr0  iHCMEKTYBaHHA  MPOMLLO
6inbLUe HXK 3 poKW.

Llen cepTudikaT BKIHOYAE YacTUHM 1, 2 Ta
[0[aTOK.

UMHHICTb  UbOro  cepTugpikata Moxe  6yTu

nifTBEpAKEHA OPraHOM, L0 Oro BUAAB.

YactuHa 2

NikapcbKi 3ac06u onsa noguHn

1 BUPOBHWUYI OMEPALLIT - TIKAPCbKI
3ACOBU/

1.1. CTepunbHi NPoAyKTU
1.1.1. AcenTMWYHO BMTOTOBNEHI (BUPOGHMYI onepauil
ANS HACTYNHUX NiKapcbKux opm)

1.1.1.4. PigMHK1 B ynakoBKax Manoro 06’emy

1.3. bionoriyHi nikapcbKi 3acobu

1.3.1. bionoriyHi nikapcbKi 3aco6u

1.3.1.2. IMyHO6i0n10ri4HI NikapcbKi 3acobm

1.6. MpoBeaeHHA BUNPOOGYBaHb B pamkax
KOHTPO/O SAKOCTI

1.6.1. MikpoG6ionoriyHi: cTepubHICTb

1.6.2. Mikpob6ionoriyHi: MikpobionoriyHa 4nctoTa
1.6.3. Pi3NYHI/XIMiUHI

1.6.4. bBionoriyHi

Byab-aKi 06MeXeHHs ab0 MOSAICHEeHHS, WO MarTb
BiIHOLLEHHA 40 LbOro cepTudikara:

Tinbkn ana onepauiin y byaisni I (QinbHuus bank
Il Ta JTiHiT HanoBHeHHA 5, 6 Ha AinbHWLI
HanoBHeHHs 11)

MonoBa [lep>XaBHOi cNy>kK6n YKpaiHu 3
NiKapcbKux 3aco6iB Ta KOHTPOSIIO 3a
HapKOTUKamu

H.A. INyasb

K JIW gkrapate

nignuc BignoBiganLHOT 0cobm

[ep>xaBHa cnyxba YKpaiHu 3 nikapCcbKux 3acobiB Ta
KOHTPO/II0 32 HApKOTUKaMu

Micue3sHaxomkeHHs: npocnekT Mepemoru, 120, M. Kuis-1 15,
YkpaiHa, 03115

Ten.:+38(044) 450-12-66

dakc: +38(044)450-12-66

wailko: dis@dls.gov.ua

?)
\x K'tfjh.

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.

Part 2
Human Medicinal Products
1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS
1.1. Sterile Products

1.1.1. Asepticallyprepared (processing operations
for the following dosage forms)

1.1.1.4. Small volume liquids
1.3. Biological medicinal products
1.3.1. Biological medicinal products
1.3.1.2. Immunobiologica! products
1.6. Quality control testing

1.6.1. Microbiological: sterility

1.6.2. Microbiological: non-sterility

1.6.3. Chemical/Physical

1.6.4. Biological

Any restrictions or clarifying remarks related to the
scope of this certificate:

Only for operations in Building Il (Bulk Workshop
Il and Filling Lines 5, 6 of Filling Area 1)

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

N.Y. Gudz

.signature ftf the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044)450-12-66
Fax: +38(044) 450-12-66

This English translation is for reference only and is not part of
the official certificate
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