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CEPTHO®IKAT BIANTOBIJIHOCTI YMOB BUPOBHHUIITBA JIIKAPCHKUX 3ACOBIB

BAMOT AM HAJIEYKHOI BAPOBHHUYOI TIPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceptrdirart No: // Certificate No: Crpox gii po: // Valid till:

OSt/ Z20ts/ Garp 23.05.2027
Yacruua 1 Part 1

Jep:xaBHa cayxba YkpaiHu 3 JikapcbKHX 3acobiB

% < State Service of Ukraine on Medicines and Drugs
Ta KOHTPOJI 32 HapkoTHKamu ([ep:nikecny:xda)

Control (SMDC) confirms the following:

3acBinuye:

HaliMenyBanHs BUpOOHHKA, MICIIE3HAXOMKEHH: Manufacturer’s name, registered place of business:
ﬂpHB.aTHe aknioHepHe TORapHCTBO «JIekxiM- Joint Stock Company «Lekhim-Kharkiv»
XapkiB»

Yxpaina, 61115, XapkiBceka 0061, M. Xapkig, 36, Severyna Pototskoho St., Kharkiv, Kharkiv
ByJl. CeBepuHa [ToToubkoro, OyauHok 36 region, 61115, Ukraine

HailimenyBants BUpOOHHYOT(MX) AUTBHUI(1IB): Name(s) of manufacturing site(s):

g:;:;;:ie eI HEpHE TURAPRCTRG I ERxiy- Joint Stock Company «Lekhim-Kharkiv»

workshop of injectable drugs (site No. 3 -
production of medicinal products in the form of
solutions for small volume injections with aseptic
filling)

nex iH’ekniiHuX JiKapchbKHX 3acodip (AinEHHIA
Ne 3 — BHPOOHHUTRO JIIKAPCHKHX 3ac00iB ¥
¢opmi pozuHHIB 114 in’ €Kil Majgoro o6’emy 3
acenTHYHHM HANOBHEHHSIM)

Micue npoBazKeHHs AiSIbHOCTI: Manufacturing site address:

- ¥kpaina, 61115, Xapkisceka 00.1., micTo Xapkis, 3%, Beveryua Pototskohn S, Kiiavids, Kinckl
syanus Cepepuna Ilotouskoro, 6ynuHok 36; regi:m 61115. Ukraine: " ’

| O, s otnact || "G 6 46 g, Kerymnsia S
P ’ : ? Kharkiv, Kharkiv region, 61125, Ukraine

(i «I'-6»).
Jlinensis Ha BHPOOHHUTBO JiKApChKMX 3acodiB B Manufacturing authorization for medicinal products in
Ykpaini Bin 08.02.201 1 cepist AB Ne 5013356. Ukraine from 08.02.2011 AB Ne 501356.

Micue  BHpOOHMLTBA  CHCTEMATHUHO  MPOXOIHTH
IHCTIEKTYBaHHA 31 BCTAHOBIIEHOK MNEPIOAMYHICTIO HA
BiAMOBiAHICTE BuMOramM GMP 3riiHO 31 BCTAaHOBIEHUM

Facilities of above mentioned manufacturer are subject
to GMP inspections at suitable intervals in accordance
with the National certification procedure.

NOPAIKOM.
3a pe3yabTaTaMH IHCMEKTYBaHHA HBOTO BUPOOHHKA, From the knowledge gained during inspection of this
OCTAHHE 3 AKHX 0Y/I0 MPOBEIEHE manufacturer, the latest of which was conducted on

19.05.2025 — 23.05.2025 19.05.2025 — 23.05.2025

I'onoBa Jlep:kaBHoi ciy:x6u Y Kpainu 3
JiKAPCHKHX 32c00iB Ta KOHTPOJIIO 32

" Head of the State Service of Ukraine

" ./ an Medicines ar
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Poman ICA€EHKO / = ~ ° Roman ISAIENKO
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BCTAHOBJICHO, L0 BIH BIAMIOBIZA€ BHMOTraM HAICKHOT
BUPOOHHUOT NPAKTHKH, 3a3HAYEHHM B
Hacranosi CT-H MO3YV 42-4.0:2020
“Jlikapceki 3acobu. Haneskua Bupo6HHUa npakTHKa,
Hacrtanosi CT-H MO3YVY 42-4.0/1:2023 «JTikapcbki
3ac00H. Hanexna BupoGHuya npaktuka. JJoaatox 1.
BupoOHHUTBO CTepUIBHHX NiKAPCHKUX 3ac06iBy,
(Hopyamuesnuil akm)

1O BIANOBINAIOTH BUMOTaM HAJEKHOT MPAKTHKH IpH
BHPOOHMUTBI 1  koHTponmi  skocti  CHCTeMu
cnispoSiTHIUTBa (papManesTHYENX iHenexuii (PIC/S),
nupextuBaM €C Ta pexkoMeHzauisM BcecBiTHbOT
OpraHi3auii 0OXOPOHH 310POB'S BITHOCHO IIPOAYKLII, 110
MpH3HAYEHA JUId TOPTiBNI Ta AMCTpUOYyuil B Kpaiui
MOX0/KEHHS a0 11 eKCropTy.

Leit ceprudikat BimoOpaxae cTaH BUPOOHUYO]
NITBHHLI HA MOMEHT I{HCHNEKTYBaHHA, 3a3HAUCHOTO
BHIIE, 1 HE MOXE BHKOPHCTOBYBATHCS s
MIATBEPKEHHS  BIAMOBIZHOCTI, AKWIO 3 MOMEHTY
NPOBEMEHHA LLOIO IHCHOEKTYBAHHS MpOiI0 Ginbiue
HIK 2 POKH.

Lle# ceptudikar BriIouae 9acTHHY 1, 2 Ta J0JATOK.
Uunnicts  uporo  ceprudikata  mMoke  GyTH
NiJTBepxeHa OPraHOM, 110 HOTO BH/AB.

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”,
Guide 42-4.0/1:2023

“Medicinal products. Good manufacturing practice.
Annex 1. Manufacture of Sterile Medicinal Products”
(name of regulation document)

which is harmonized with the requirements of Good
practices in the manufacture and quality control of the

DL tioal T 1 : ranti / "
rnarmaceutical  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 2 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.

YacTuHa 2

Part 2

Jlikapcpki 3acofu aas Araunn

Human Medicinal Products

1. BUPOBHUYI OIEPALIIT -
3ACOBH

JIIKAPCBKI

1. MANUFACTURING
MEDICINAL PRODUCTS

OPERATIONS -

1.1. CrepuibHi aikapebki 3acodu

1.1. Sterile products

111, Acenmuyno euzomoeneni (supobuuyi onepayii
051 HACMYRHUX TIKAPCHRUX hopi)

L.1.1. Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.4. Pizunu B ynakoBkax Manoro ob'eMy (B T.u.
MiKapceKi  3acO0M, 1LI0 MICTATH Zil04i  pevyOBUHH
TOPMOHIB)

1.1.1.4. Small volume liquids (including medicinal
products containing active substances hormones)

1.3. biostoriyni aikapeski 3aco6u

1.3. Biological medicinal products

1.3.1. Bionoeiuni aikapceki 3acobu

1.3.1. Biological medicinal products

1.3.1.2. ImyHOGi010r14HI NiKapChK 3ac00u

1.3.1.2. Immunological products

[.3.1.6. Ilpenapary, exkcTparoBadi 3 TKAHHH JIIOAHHH
abo TBapuH

1.3.1.6. Human or animal extracted products

1.6. IlpoBeneHHs BHNPOOYBAaHb B pamkax 1.6. Quality control testing

KOHTPOJII0 IKOCTi

1.6.1. Mikpo0iosoriusi: cTEpHILHICT 1.6.1. Microbiological: sterility

1.6.3. ®i3uuHi/XiMiYHI 1.6.3. Chemical/Physical

1.6.4. Biosoriuui 1.6.4. Biological
F.O RO e AKapnot CIEymOE.Y Rpalne & - ‘Head of the State Service of Ukraine
JIKapChKHX 3ac00iB Ta KOHTPOJIIO 33 " o Madichies and Drugs Control
HAPKOTHKAMH :
Poman ICAEHKO Z Roman ISAIENKO

signature of the Executive officer (see left)

NiAMHC BIANOBIAaNbHOT 0COOH, NevaTka /
L¥/CE/LQ% Tlama/Date /| |4

Jlep#aBHa c1y#6a Y Kpaini 3 JikapcbKuX 3aco6iB Ta
KOHTPOJII0 32 HAPKOTHKAMH

Anpeca: npocnexT Bepeﬁeﬁcaxnﬁ,]ZG—A, M. KuiB, Vkpaina,
03115

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

®Daxc: +38(044) 422-55-77

mailto: distudls.cov.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
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