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YKPATHA
UKRAINE

CEPTH®IKAT BIATOBIAHOCTI YMOB BUPOBHHIITBA JITKAPCHKHX 3ACOBIE
BUMOIAM HAJIEKHOT BUPOBHWYHOT NMPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Me: // Certificate No: Crrpose 47 got // Valid till:
CEERRAOME i SASL0LT, e AT,
Hactuua 1 (BETIIACS A R ... o ke P
Jj:p;izut:ucnymﬁa B’xpe.mm : J“KEPC:"T?* 3ac02m State Service of Ukraine on Medicines and Drugs
e R S MU iy Coutrol (SMDC) confirms the following:
sacBinvye:
Halimeryranns Bupobnuke, MiCHEINAXOMKEHHS Manufactiirer’s name, registered place of business:
Axrionepue vosapuerso "@apmarc! Joint Stock Company "FARMAK"
04080, Yrpaiua, v, Kuis, syn. Knpusisebia. 63 63. Kyrylivska Street, Kyiv. 04080, Ukraine
Hatimenyeauta BHpoBHuG0i{ M) Alns N ib): Name(s) of manufacturing site(s):
Arupionepne ropapucrio "dapmar” Joint Stock Company "FARMAK"
-~ giasunany No | pinwax adircapesxnx sacofin B - production unit No. 1 of liquid dosage form in
aMnyaax iexy Ne 5; ampoules of workshop No. 5;
- pinsaans Ne 2 pincux aikapesknx sacobis B - production vait No. 2 of liquid dosage form in
amnynax ra daacesax gexy N 5; ampoules and vials of workshop No. 5;
- pianuuns Ne 3 pimcais sikapepicux 3acofin y - production unit No. 3 of liquid dosage form in
daaxonax Ta mmpanay uexy Ne 55 vials and syringes of workshop No. 5;
- Bivbaas Ne 4 iscnenTyBaus Ta NaKyBanHs - production unit No. 4 of inspeetion and
uexy MNe 5; packaging of workshop No. 5;
- piabHAng M 5 pinenx nikapesrux sacobis g - production unit No. § of liquid dosage form in
ammyjgax ra doaakouax nexy Ne §; ampoules and vials of workshop No. §;
- Aiabruia Ne 6 cepiasizanil 1a arperanil uexy - produetion unit No. 6 of serialization and
e 5 aggregation of workshop No. 5 2
Micue npoBaziKeHHa AlanLUoCTI: Manufacturing site address: 2
04080, Ykpaiua, m. Kuis, syn. Kupusiscera, 74; 74, Kyrylivska Street, Kyiv, 04080, Ukraine;
(44086, Yicpaina, m. Kuin, Bys. Hopuomopebia 45 4, Chorpomorska Street, Kyiv, 04080, Ukraine;
08141, Yrpaina, Kuisenra ofa, Bysanceskuil p-s, 20, Bithorodska Street, Sviatopetrivske Village,
¢. Cesronerpiseske, sya, Biaroponcsia, 205 Buchansky District, Kyiv Region, 08141, Ukraine:
08141, Yupaiua, Kniscrxa ofin, byunnesiuii p-n, 42, Rilhorodska Street, Sviatopeirivske Village,
¢. Cesivonerpipenice, eya. buwoponeska, 42 Buchansky District, Kyiv Region, 08141, Ukraine
Jlinewsis wa supoGuuUTRO  NikapcsLkux 3acobis B Manufacturing authorization for medicinal products in
Yipaini 8in 07.04.2015 cepin AE Ne 637430, Ukraine from 07.04.2015 AE Ne 637430,
Fonosa Jepmannol cavmbu Yipaiuu 3 ) P R N g
uiuapcbfclﬁg 3acobin ‘my mo:npmim 3a T v t.he‘.‘statg HERVERE OF Liiraine
% on Medicines and Drugs Control
HAPKOTHRAMH : ) i
Poman ICACHKO Roman ISAIENKO
HiAnMe BiATOR AAALHOT DCOBI. nevaTka SRS ERSE TR S

ML sinature of the Executive ofticer {sec lefty

fa ¥,

AL Rama/Date

Hepwasua cnymba Ypaing 3 aikapesuy sacobin va

HONTPONIO 30 WAPKOTHIEMN State Service of Ukraine on Medicines and Drags Control
;;\_-;I!f-"lf—;d s e s i b s Address: 120-A, Beresieiska avenue. Kyiv 03113, Ukraine
len.: +38(044) 422-35-77 Phone: +38(044)422-35-77

Phare: +38(044) 422-55-77 Fux: +38((44) 422-55-77

iaito: sk w6y 4 This Fnglish translation is for reference only and is not part of

the official certificate
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Micie  BnpoGHuLTBE  CUCTEMATHYHO  IPOXOLHTSH
IHCReKTYBaHHA 31 BCTAHOBICHOIO NEpioMMuMICTIO HA
BIANOBIANICTE BuMoraM GMP 3rinHe 2l scTanosnerim
MOPAAKOM,

3a pesyabTatamy JHCOSKTYBaHUs 1bOro supobHuika,
OCTAHHE 3 Akix Oyao nponeicHe

27.01.2025 - 31.01.2025

BCTAHOBJICHO, HIO BiM BIANOBILAC BUMOIAM HANSKHOT
BHPOGHUHOT NPAKTMEY, 3a3HAYEHNM B
Hacranosi CT-H MO3Y 42-4.0:2020
“Jikapebki 3acobGu. Hanemna supoSuuia npawruka’.
Hacrauori CT-H MO3Y 42-4.0/1:2023 «Jlikapeski
3acobu. Hajexna rupobuuaa npaxtuka. Homartok 1.
BupoluuuTso crepuisiux Nikapesiux zacobing,
(HopsamueHtit axii)
1O BIANOBINAIOTL BUMOTAM HANEHHOT NPAKTHRH TIpH
mupobunurer i romrposi  socti  Cucremu
cnispoGiTREUTBa hapMauerTrHanux incnekuil (P1C/S),
mupextesan €C  1a  peroMeHpauing  BeecriTHbol
OpTaHi3aLil GXOPOHK 3ACPOE'S BLANOCHO HPoAyKUil, wo
npu3Hayena s roprisai Ta aupetpubyuii 8 kpaiwi
NOXOMKEHHS aG0 Ang exenopTy.
llefi ceprudicar  sinolpaskac ot BUPOHHHUOL
AABHMIL HA MOMEMT [HCTIEKTYBAHHA, 3W3HAUEHOTO
BHUIE, 1 HE MOKE BHKOPMCTOBRYBATHEA  JUin
RIATBEPIKEHHS  BIANOBIAHOCYI, AKIG 3 MOMCHTY
APOBEJCHIS ULOTO (HCHeKTYBaHus npoiiimae Ginsie
HIK 2 POKH.
Llefi ceprudikar srneuac vacruum 1, 2 Ta AOHATOK.
Yuunicts  uporo  ceprudikata  mowe  Gyre
MiATREPLKEHS OPraHOM, 1O HOro BHAAE.

the issuing authority,

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

From the knowledge gained during inspection of this
manufscturer, the latest of which was conducted on

27.01.2025 - 31.01.20625

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™
tname of regulation docment)
which is harmonized with the requirements of Good
practices in the manufacture and quality control of the
Pharmaceutical Inspection  Convention/Co-operation
Scheme (PIC/8). EU Directives, and World Health
Organization recommendations in respect of products to
be sold or distribuled within the county of erigin of 0
be exporied.

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 it
more than 2 years have clapsed since the date of that
inspection.

This certificate includes the Parts |, 2 and Annex.
The authenticity of this certificate may be veritied with

Yacruua 2

e

Part 2

Jirapesri sacobu mag Joanun

PESSENNINS, |

Human Medicinal Products

F— -
1. BUPOBHMUI OBEPALLT -  JIIKAPCHKI L. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS Ty N
1.1. Crepunnai aikapeski sacofiu 1.1, Sterile produets &

111, Acermuyno euzomoaneni (eupobuuyi onepayii
I HACIHYANIX NIKAPCHICUY (hopm)

1.1.1. dseptically prepared (processing operations Jor
the following dosage forms)

1.1.1.4. Pianun B ynakoskax mManoro of'emy (8 1.4,
nikapesKi 3acobH, 10 MICTATE TOPMONN)

1.1.1.4. Small volume liguids {including medicines
with hormones)

1.1.2. o niddawmben Kinyesilt cmepunizanil
{GupobnuNi OREpayil Q4 HACHYIHIS ATKGDUBKIL

| dopm)

112 Terminally sterilised (processing operaiions for
the following dosage furms)

1.1.2.3. Pigunn B ynaxopkax Maioro of'emy (8 T.4.
Nikapehki 3acoBu, WO MICTITH POPMOHE)

1.1.2.3. Small volume liguids (including medicines
with hormones)

1.3. Bioaorigni nikapesi sacobu

1.3, Biological medicinal products

Fonosa Jepaasuoi cayxbn Yepainn 3
AiKApPCHRAX 3acobiB T4 KOWTPOIO 32
HAPKOTHKAME

Poman ICACHKO

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

Roman'ISAIENKO

MAAKC BIAROBIAAALNOT 060, HedaTky

S A ALCLE Hamat Date

JMepapna caymba Yipaism 3 nikapobionx acobis Ta
KOHTPOAIO 38 HAPKOTHRAMN

Anpeca: npocnekt BepecreBesrmi 120-A. m, Kute. Y xpaina,
03115

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

axe: +28(044) 422-35-77

mailto: disédls.goyv.ua

M.l i ¥ signature Of the Exeeutive officer (see lell)
, £

State Service of Ukraine on Medicines and Drugs Controf

Address: 120-A, Beresieiska avenue, Kyiv 03115, Ukraine
Phone: +38(044) 422-55-77

Fax: +38(044) 422-35-77

his English translation is for reference only and is nol part of
the official ceriilicate

g i

Cropinka/Cropinog/2/3
Puge/Pages



1.3.1. Bionoeiuni aicapessi sacotu

1.3.1.5. BioTexnonoriuni aikapcuii 3acobu

1.3.1. Biolugical medicinal prc-;Hc}‘;;:s—
1.3.1.5. Biotechnolopy products

1.3.1.6. [penaparii, cKCTParoRaki 3 TKAHKEH JIKAHHI
abo TRApUH

| 1.2.1.6. Homan or animal extracted products

1.5. Makysaunusn

i.5. Packaging

1.5.2. Bmopunne naxyeauna

1.5.2. Secondary packing

1.6. Ilposenensisn punpodypats
KOHTPOJI0 siicoeTi

B pameax

1.6. Quality control testing

L.6.1. MikpoGionoriuni: cTephibHICTh

1.6.1. Microbiolaﬁéal: sterility

1.6.3. @izuuni/ximivyi

i.6.3. Chemical/Physical

1.6.4. Bionorivui

{.6.4. Biological

Byou-stici ofiveseenns a0o ROSACKENHI, MO SATD
gidnoutenis Do yoveo cepimihixama; 1. 1305 wwae
SMOPUHHG YRAKGEKE #10 363811 MO GUIYCOK cepil.

Any restrictions or clarifving remarks related 1o ine
scope of this cevtificate: clause 1.3.1.5 only secondary
packaging and bateh release authorization.

Tonona Jepskasuol cayskbn Ycpaiumn 3
HKAPCHLKHUX 32co0iB Ta KOWTPOJIK 32

HAPKOTHKAME
Poman ICACHKG

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

HANKHE RIANOBINAALHOT 0eoBH, nevETER

M.IL

A8 poq p et Duma/Dare

Nepxasua caymba Yipainy 3 Aikapeskax iacofis ra
KOHTPOMO 310 HAPKOTHRAMHE

Anpeca: npocnerr Bepecreicnkit, 120-A, wm. Kuiis., Y gpainia.
03115

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

Darce: 138((144) 422-55-77

mailto: disiidis. gov.ua

signature of the Lxecutive officer {see icfl)

State Service of Ukraine on Medicines and Drugs Conirol

Address: 120-A, Beresteiska avenue. Kyiv 03115, Ukraine
Phone: +38(044) 422-55-77
Fax;: +38(044) 422-55-77
This English translation is Yor reference only and is not part of
the afficial cevtificate
Cropinka/Cropinox/3/3
Page/Pages



YKPAUHA
UKRAINE

CEPTHOUKAT COOTBETCTBHS YCJI()BMF‘I‘ [POU3BOJACTBA JIEKAPCTBEHHbBIX
CPEJICTB TPEBOBAHUAM HAJUIEKAHIEN ITPOU3BO/ICTBEHHOUW IIPAKTUKHA

CERTIFICATE OF GMP COMPLIANCE

Cepraudurar Ne: // Certificate No:
043/2025/GMP

Cpox seiicrsun a0: // Valid till:
31.01.2027

Hacrn |

Part 1

locynapersennas cayikba Ykpauubr no
JEKAPCTBCHHBIM cpeacrsam L ROHTPOJIO 38
naproTakamu (Focinexenyxba) ynocrosepaer:
Haumenosanne HPOU3BOAHTENA, MECTOHAX OMKACHHE:
Axunoneproe obuectso «Papmary

04080, Yxpauua, r. Kues, yn. Kupuinoregas, 63
HaumeroBaune npoussouctBeHHOro(bix) yuacTra(us):
Axuponepnoe ofmecrso «Dapmary

= yHACTOR Ne 1 OKHAKHX JIERAPCTREHHBIX CPEACTR B
amnyax inexa No 5;

- yuacTor Ne 2 sKMAKHY JeKapCTBeHHLIX CPeACTB B
amnyaax n gpaakonax Ne 5;

- yuacTor No 3 sKHAKHX JeKAPCTBEHHLIX CPeACTB
BO (UIAKOHAX W WHIPHIAX 1exa No 5;

- yaacToKr No 4 HHCHEKTHDOBAHIS 0 YIAKOBKH
unexa Ne 5;

- yuacror No 5 sRHIKHY TeKaPCTBEHHBIX CPEACTE B
aMnyJaax u paakonax mwexa Ne 5;

- yuacTor Ne 6 cepuanm3aumu U arperauuy uexa
Ne 5

MeeTo BEACHMA ACATEIBHOCTH:

04080, Ykpauna, . Kuen, via. Kupnanosekasn, 74;
04080, Yicpauna, r. Knes, yi. YUepuomopceras, 4;
08141, Yxpauua, Knencikan oba, byuanckuit p-u,
¢. Cearronerposceroe, yi. bearopojexas, 20;
08141, Yrpanua, Kuescikaa o6, Byganckuii p-u,
¢. Cearonerposexoe, yi. bejaroponcicas, 42
Juuensua Ha MPOH3BOACTRO JICKAPCTBEHHBIX CPCJICTE B
Vipanne o1 07.04.2015 cepus AE Ne 637430,

MecTto NpoH3BOACTEA CHCTEMATHYCCKH ApoxoanT

Ipeaceparean [ocyrapersennoi

CI)CHCTBRM H K'OII'I'I)O..'II() 34
HAPKROTHKAMH
Poman HCAEHKO

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

Manufacturer’s name, registered place of business:
Joint Stock Company "FARMAK"

63, Kyrylivska Street, Kyiv, 04080. Ukraine
Name(s) of manufacturing site(s):

Joint Stock Company "FARMAK"

- production unit No. 1 of liquid dosage form in
ampoules of workshop No. 5;

- production unit No. 2 of liquid dosage form in
ampoules and vials of workshop No. 5;

- production unit No. 3 of liquid dosage form in
vials and syringes of workshop No. 5;

- production unit No. 4 of inspection and
packaging of workshop No. 5;

- production unit No. 5 of liquid dosage form in
ampoules and vials of workshop No. 55

- production unit No. 6 of serialization and
aggregation of workshop No. 5
Manufacturing site address: !
74, Kyrylivska Street, Kyiv, 04080, Ukraine;

4, Chornomorska Street, Kyiv, 04080, Ukraine:
20, Bilhorodska Street, Sviatopetrivske Village,
Buchansky District, Kyiv Region, 08141, Ukraine;
42, Bilhorodska Street, Sviatopetrivske Village,
Buchansky District, Kyiv Region, 08141, Ukraine

ok,

Manufacturing authorization for medicinal products in
Ukraine from 07.04.2015 AE Ne 637430,

Facilitics of above-mentioned manufacturer are subject

e Tocyaaperneias
caymOnl Y KPAUHDI N0 JIEKAPCTBEHHLIM - <1vkDa Yipaimi o
jtﬂ_‘lﬁlpl.‘l RCHHBIN CPCACTEAM ¢
KIL’I'[[!IU“LI ja ll'-ll'ili‘.”f‘"\il?i“l.
HJ[CWI l'lllII»II\'EHHIl)IllII;I!‘I KO
40517815 1. Kuen

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

Roman ISAIENKO

AOANHUCH OTBETCTBEHHOTO JHUE, NCYaTh

signature of the Executive officer (see lefl)

29/04/2025  Nama/Date

Pocynapersennas cnymba ¥V Kpanuni 0o Aekapersentnbim
CPEACTBAM H KOHTPOJIIO 31 HAPKOTHKAMK

Axpec: npocnexr Bepecreiicknii, 120-A, r. Knes. Ykpanua,
03113

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

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

mailto: distedls.pov.an

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 03113, Ukraine
Phone: +38(044) 422-55-77

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

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

Crpanuua/Crpaniu/1/3
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MHCIIEKTUPOBAHME C YCTAHOBJCHHOM MEPHOMHTHOCTHIO
na coorsercTre Tpebosanusim GMP B cooTBeICTBIM €
YCTAHOBNCHHBIM MOPALKOM.

[lo pPE3YNbLTATAM MHCOCKTHPOBAH U TOrO
NPOM3IBONATEI,  NOCHCAHEE  H3  KOTOPBIX Opino
HPOBEACHO

27.01.2025 - 31.01.2025

YOTAHOBAGHO, 'TO O  COOTBETCTBYET TpebOBaKHAM
HANNEAALLCH NPOM3BOACTREINON NPAKTHKH, YKa3dHHBIM B
Pyxosonctee CT-H M3V 42-4.0:2020
wJlexapcreennsie cpencrsa. Hauexauan
[POM3BOACTBEHHAR NPAKTHKA,
Pyxosoactee CT-H M3V 42-4.0/1:2023
«JlexapeTsennbie cpecToa. Hauexauas
(POWIBOACTREHHAN TIPAKTHKA. Mpunosenue |
[TPOM3BOACTBO CTEPUALHBIX JEKAPCTBEHHLIX CPEACTER.
(HOpAGIUGHDIT (K1)
COOTBETCTBYIOLULHE TpeboBanuam Hajuescaieii
NPAKTHUKH [PH OPOM3BOACTEE M KOHTPOAC KauecTsa
CHeTeMbl COTPYAHHYECTBA (papmMALEBTHYECKHMX
wnenekumit (PIC/S), auperrunam EC # peroMEHAALMIM
Beemuproil  opranusaimy  3HpaBOOXpadeHds B
OTHOWIEHMY  NPOAYKLMM.  TPCAHAZHAYEHHOH  JUI
TOProBAM W AHCTPHOYLMM B CTPANC TPOMCXOKACHHA

WA A HKCIIOPTA.

Dror cepradukar oTpaNaet COCTOAHHME
HPOM3BOACTBEHHOTO YUACTKA HA MOMEHT HHCHEKLMH,
yRA3AHHON BBILE, ¥ HE MOKET HCHOML3OBATHCH LA
OATREPAACHIA  COOTBETCTBHA, €CAM ¢  MOMEHTA
npoBeeN A HTOH HHeNEKIHI npouwio Gonee 2 net.
Fror ceprudukar prmouaet wacti 1, 2 1 npuaokenne.
JeficTBHTEABHOCTD DTOTO ceprudurara Momer ObiTh
| nonTsepikaEHa OPraHOM, KOTOPBIHA €10 BLUIAL.

to GMP inspections at suitable intervals in accordance
with the National certification procedure.

From the knowledge gained during mspection of this
manufacturer, the latest of which was conducted on

27.01.2025 - 31.01.2025

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
Pharmaceutical  Tnspection  Convention/Co-operation
Scheme (PIC/S), EU Directives, and World Health
Organization recommendations in respect of products to
be sald 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 authorily.

Yacrn 2

Part 2

JlekaperBeHnble CPeICTBA 1151 YeI0BeRa

Human Medicinal Products

L. [IPOU3BOJACTBEHHBLIE OINEPALIMA -
JEKAPCTBEHHBIE CPEACTBA

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS &

1.1, CrepuabHbie JIeKAPDCTBEHHBIC CPEACTEA

1.1. Sterile products

111, Acemmuuecku Uzzomomiennnte (RPOusso0Cingenibe
orepayny Qs CeQVIoIUx ACKAPCHGEIHbLY hopar)

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

I.1.14. Kuakocts B ynakoskax manoro obmema (s 7.4
ACKAPCTBEHHBIE CPENCTBA, COACPKALINE rOPMOHLI)

1. 1.1.4. Small volume liquids (including medicines with
hormones)

1.1.2. Ilodsepeannytiecs KOHEHHOI CHICPUANS AN
(APOUBEOOCINGEITIbIC OREPAULE A5 CHEAVIONLUY
AERAPCIMGEINBLY opy)

112, Terminatly sterilised (processing operations for
the following dosage forms)

1.1.2.3. uakocty B ynakoskax Manora obbema (B 1.4,

1.1.2.3. Small volume liguids (including medicines with

Tpeacenarens TocyaaperBennoi

caymObl YRPAHHBL 110 JIeKAPCTBEHIBIM coyuchin Viepanin 1o

JICKAPCTECHILIAL CPCACTIM 1
KOUTPOIIG 33 HAPKOTHRUAD,
Moenrdmmamoniisii ko
40517815 v, Kuen

CPENCTBAM H KOHTPOJIO 33
HAPKOTHKAMN
Poman UCAEHKO

[ lewas: |'ocyapemmennas

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

Roman ISAIENKO

AOAMTUCH OTBETCTBEHHONO JIHLA, NEYaTh

M1 signature of the Executive officer (see left)

29/04/2025  Huma/Date

Focymapersennan caysba YRpanubt 0 JeRAPCIBERHBLIM
CPEACTBAM i KOHTPOMIO 33 HAPKOTHKAMH

Aapec: npocnekt Bepecteiickuii 120-A, 1. Knes, Yxpanna.
03115

Tean,; +38(044) 422-55-77

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

lg.srov.ua

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A. Beresteiska avenue, Kyiv 03115, Likraine
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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NEKAPCTBEHHBIC CPE/ICTRA, CONEPIALUKE FOPMOHbL ) hormones)
1.3. BHONOrMHMECKHE JIEKAPCTBEHHBIE CPEALTRA 1.3. Biological medicinal products
13,1, BuotosnuecKkue 1eKapemeentivle cpeocnisa 1.3.1. Biological medicinal products
1.3.1.5. BHOTEXHOJIOIHYECKHE NEKAPCTBEHHBIE CPENCTRA 1.3.1.5. Biotechnology products
1.3.1.6. [lpenapathi, IKCTPArMPOBAHHLIC H3 TKAnEH 1.3.1.6. Human or animal extracted products
qeIOBEKA HITH JKABOTHRIX
1.5. ¥YnakoBra
1.5.2. Bmopuunas yRakosKd
1.6. [lposeaenne MCHBITAHME B pamiax KOHTPOJS
KavecTsa
1.6.1. MUKPOGHONOTHEECKHE! CTEPHABLHOCTL
1.6.3. Ouinueckre/XAMHICCRHE
1.6.4. Bnonoryueckie
JhoBuie 0epamaeiist uai ROACHCHI, UMEOUUE
OIMHOUISIINE K OQUHOAMY CCpRItigrucany. n. Vi i

1.5. Packaging
1.5.2. Secondary packing
1.6. Quality control testing

1.6.1. Microbiological: sterility
1.6.3. Chemical/Physical
1.6.4, Biological

Any restrictions or clarifving remarks related to the
scope of this certificate: clause [.3.1.5 only secondary

MONLKO GMOPULIGS YAAKOGKA U paspedienue id GHLVCK
cepil. packaging and batch release authorization.
j
i
F
[Tpepcenareiib FOCYKHPCTBCHHQﬁ Tleuarn; | ocympeiieniog
cotyKOBI Y KPAHIBI O JEKAPCTHENITLIM cayikGn Yipanitit (o lead of the State Service of Ukraine
;i =& - - ACKAPCTHEHITLIN CPEICTIIM 1 Tl ¥
CPeACTBAM H KOHTPOIIO 34 i S AR, Medicines and Drugs Control
HAPKOTHKAMH W rugma ot Ko
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Heit nepexnad 3 yKpaincokoi MoGu HA POCHICRIY YORY BUKOHANUL NEPERAAIa e
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Anopycenro Hamanier Hagiiehoto

Kuig, Ykpaina, 09 tpasusi 2025 poxy s, Bypaaxosa H.K.. npusatnuil notapiyc
[CHTBCHKOrO MICHKOTO HOTAPIANLHONO OKPYTy, 3acBiAMyr0 Bipmicrs uiei komii 3 opurinany
JOKYMEHTA: B OCTAHHBOMY MNIAYMCTOK, MONHCOK, 3AKPECHCHUX CIliB, HE3ACTEPEICHNX
BUIPaBIeHb 400 THINX 0COONHMBOCTEH HE BUABIEHO.

[MTucsmoBnii nepexn.:u TEKCTY JOKYMEHTAa 3 yKpaiHChbKOT MOBH Ha POCIHCBKY MOBY
spofinieno nepexnazauem — Auapycenxko Haranieo Iasiisnoso. CHPapKHICTL NiANKCY
SKOT 3aCBIIMYIO.

Ocofy nepexnazaua BETAHOBIEHO, i AiesaatuicTs Ta kpanidikatio NepeRipeHo.
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