YKPATHA
UKRAINE

CEPTU®IKAT BIIMOBIAHOCTI YMOB BUPOBHUITBA JIKAPCbKHX
3ACOBIB BUMOTAM HAJIEKHOT BAPOBHUYOI MPAKTHKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudirar No: // Certificate No:
O19/2087 /) LHP

Crpox aii go: // Valid till:
01.12.2024

YacruHa 1

Part 1

Jlep:kaBua  cayx0a Ykpainp 3 JiKapcbKHX
3aco0iB  Ta  KOHTPOJIO 33 HAPROTHRKaMH

(Mlepaaikeayx0a) sacBia4ye:

HaitmenyBaHHa BHPOOHNKA, MiCLIE3HAXOKEHHS!
HCIIC Xebeii Xyamin ®apmaceiotikan Komnani
Jlimiten

No. 98 Xvan Poan. Ekonomik eHa TeXHOJIOWKIKaN
Jlesenonment 3one, Liwkyanr, CH 052165, Kuraii
HaiimenyBatHsa BHPOSHHUOT(HX) AUTBHHLI(LB):

HCIIC XeGeii Xyamin ®apmacbioTikai Komnani
JlimiTes

Micue NpoBaLKeHHs AisbHOCTI:

Ne. 98 Xyan Poaa, Exonomix ent TexHOTOLARIKRA
Jleseaonvent 3omne, Hliwxkyanr, CH 052165,
Kuraii

Jlitensis Ha BMPOGHMLUTBO JHKApChKUX 3ac0biB y
Kurai iz 18.12.2020 Ne Ji20150149, tepmin aii 10
17.12.2025

Micue BHpOOHHUTBA CHCTEMATHYHO TPOXOAHTH
IHCIIEKTYBaHHA 31 BCTAHOB/ICHOIO [ePioANYHICTIO Ha

BIAMOBIIHICTh BHMOraM GMP  3rigHo 31
BCTAHOBJIEHHUM TMOPSIIKOM.
3a pe3y/bTaTaMH IHCTIEKTYBaHHSA LBOTO

BHPOGHHKA, OCTAHHE 3 AKMX OyJIo nposeaeHe
27.11.2023 - 01.12.2023

BCTAHOBJIEHO. 1[0 BiH BLIMOBI1ac BUMOraM HaleKHOT
BUPOOHHHOT PAKTHKH, 3a3HAYEHHM B
Hactanosi CT-H MO3YVY 42-4.0:2020
“Jlikapebki 3acobu. HanesxHa BUpOGHIYA [PAKTHKA
(HopMamueHull akm)

.

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

Manufacturer’s name, registered place of business:
NCPC Hebei Huamin Pharmaceutical Company
Limited

No0.98 Hainan Road, Economic and Technological
Development Zone, Shijiazhuang, CN 052165, China
Name(s) of manufacturing site(s):

NCPC Hebei Huamin Pharmaceutical Company
Limited

Manufacturing site address:

No. 98 Hainan Road, Economic and Technological
Development Zone, Shijiazhuang, CN 052165,
China

Manufacturing authorization for medicinal products
in China from 18.12.2020 Ne Ji20150149, valid until
17.12.2025

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
27.11.2023 - 01.12.2023
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the
Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”
(name of regulation document)

IoaoBa depaaBnoi cayxou Yxpainu 3
AikapebKHX 3ac00iB T2 KOHTPOJIIO 34
H:l[)KO'l‘l‘[Rﬂ\ﬂl /

/

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

Roman ISAIENKO

o

M.IT.

signature of the Executive officer (see left)

Poman ICACHKO
g 7

pianue sianosiaaabHoT 0coOH, nevaTka
[lepmapna caymba Y rpainn 3 JiKAPCLKUX 3acobiB Ta
KOHTPO/I10 33 HAPKOTHRAMH //
Aapeca: NPOCTEKT Bepencﬁylm.n()-f\. M. KuiB. Ykpaina,
03115

Ten.: +38(044) 422-55-77
dake: +38(044) 422-35-77

mailto: dls‘@dls.gov.ua

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A. Beresteiska avenue, Kyiv 03115, Ukraine

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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L0 BI/IN0OBIAAI0TH BUMOraM HaJleAHOT MPAKTHKH MpHU
BupoGuuuTei 1 xoHTponi  skocTi  CucTemu
cniBpoOiTHHITBA  (papMalleBTHYHHX  iHCHeKuiii
(PIC/S)., nupexktBaM €C Ta pexoMeHOaUiiM
BeecBiTHbOl  opradizauii  OXOpPOHH  310pOB'S
BiJIHOCHO MPOAYKLUT, 10 PU3HAYEHa /1A TOPriBi Ta
aderpubyuii B kpaiHi  noxoJukeHHs abo A
€KCIIOpTY.

Lleii ceprugikar BimoOpaskae cTaH BHPOOHHYOT
JUbHUIT HA MOMEHT IHCMEKTYBaHHs, 3a3HA4Y€HOro
BULlE, | HE MOKE BHUKOPHCTOBYBATHCS A
MiATBEpKEHHs BiANOBIAHOCTI, SKIIO 3 MOMEHTY
TPOBE/IEHHS 1ILOTO iHCIEKTYBAaHHS NpPOLILI0 Gijibiie
HiK | pik.

Lleii ceprudikar BkIro4ae yacTuHu 1, 2 Ta 104aTOK.
YpuuicTs  uboro  ceprudikata  Moxke  OyTu
niATBepsKeHa OpraHoMm, Lo HOro BH/AB.

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 county
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 1 year 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.

HacruHa 2

Part 2

Jlikapcenki 3ac00M IS JTIOAHHH

Human Medicinal Products

1. BUPOBHHYI OITEPALIL - JIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepuibHi JiKapcbKi 3aco0u

1.1. Sterile products

1.1.1. Acenmuuno sucomogieri (6upodnuyi onepayit
08 HACMYRHUX ATKAPCLRUX hopm)

1.1.1. Aseptically prepared (processing operations
for the following dosage forms)

1.1.1.5. Teepai Ta iMmjaHTaHTH (MOPOLLKH A5
po3unHiB AN il eKLiil 6eTa-laKTaMHOro psay)

1.1.1.5. Solids and implants (powders for solutions
for injections of the -lactams)

1.6. Ilposedennst  BHOpoOyBaHb B paMKax
KOHTPO/110 SIKOCTI

1.6. Quality control testing

1.6.1. Mikpo6ioJoriuHi: CTepHIIbHICTD

1.6.1. Microbiological: sterility

1.6.3. diznuni/XiMivHi

1.6.3. Chemical/Physical

1.6.4. biosoriyni (LAL TecT)

1.6.4. Biological (LAL test)

Byov-axi o0medceHHa abo NOACHEHHS, 1o Maiomb
gionOwenHs 00 Ybo2o cepmugpixama: cehepa Oil
cepmuchixama posnoscioONCyEMvCs Ha GUPOOHULY
OitbHuyio Workshop 101 (6upoGruvi ainii Mo0yaie
IB, 1C ma 2B) ma Ha 6upoOHuMy OLbHUYIO
Workshop 103 (eupobruva nainis B — cmaoia
ACENMUYHO20 IMIULYBAHHS CINEPUTbHOL CUDOBUHU).

Any restrictions or clarifying remarks related to the
scope of this certificate: the scope of this certificate
applies to the Workshop 101 (manufacturing lines
of modules 1B, 1C and 2B) and to the Workshop 103
(manufacturing line B — stage of the aseptic mixing
of the sterile raw materials).

Tonosa [lepaaBHoi cayxOn Y Kpainu 3
JAiRapehLKHX 32c00iB TA KOHTPOJIIO 32

HAPROTHRAMH |
Poman ICAEHKO '

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

Roman ISAIENKO

" i
niAnKe BLNOBLAGALHOT 0C00H, Nevarka |
* v

M.T1 signature of the Executive officer (see left)

)71 ’ZQZ vi&”{lama Date

Jlepmasna caymba Yipaiuu 3 JikapcbKHX mcoﬁ\'s Ta
KOHTPO.110 31 HAPKOTHKRAMHU

Aapeca: npocnekT bepecTefichKHi, 170 A, M. Kuis, Ykpaiua,
03115

Tea.: +38(044) 422-55-77 X
dakc: ~38(044) 422-55-77
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State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine

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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