(Ta/ceda) Better Health, Brighter Future

CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTUDUKAT COOTBETCTBHUS GMP BbINYLWEHHOW CEPUN

Product: GYNIPRAL®, solution for injection, 10 meg/2 ml, 2 mi in ampoules Ne§
flpoaykr: TAHVINIPAJL, pactaop ans wHbexunid, 10 mkr/2 mn, no 2 ma 8 amnynax Nes

Strength/potency: I ampoule 2 mi solutior: contains: 0.01 mg hexoprenaline sulphate
Hosza/Conepxanne '
REHCTBYIOUINX BelijecTa: T amnyna 2 mn cogepxut: 0.01 Mr rexkConperannHa Cyibgara

Pachage size and type: 2 ml in ampoule; 5 ampoules in carton box
Paamep » sug ynaxosxu: 110 2 a0 B aMmiiyne; no 5 amnyn a KapTOHHOR KOpoOKe

Dosage form: solution for injections, 10 mcg/2 mi
Mexapcreennan ¢opma: pacrsop Ans uHbekund, 10 Mxr/2 ma

Importing country / Crpana-usmnoprép: Ukraine / Yepanna
Marketing Authorization: Ne UA/2845/01/01 | Peructpaunonnoe caugerensereo: Ne UA/2845/01/01

Muterial number / Homep marepuana: 1132737

Batch number ! Cepun: 12754429 Manufucturing date (fara npoussoacTea: 6 2023
Batch size [ Paamep cepmn: 4440 Expiry date / Cpox rognocru:’ 05 2026

Name, authorization number and address of Manufacturer, responsible for barch release:

Takeda Austria GmbH, Ne 480050, St. Peter Strasse 25, 4020, Linz

Haszeanite, HomMep nmuyen3aum u anpec NPOUIBORNTEIIA, KOTOPBIA BLIYCKAET cepmo B oGpaujeHmne:
Taxena Asctpus TMEX, Ne 480050, Cr. MMevep LUtpacce 25, 4020 Jhary

Country of origin: Austria /| Crpana-npousgogurens: Ascrpus

Certification statement / 3asenenne o ceprTnuxainm:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site (s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP,

STind AOATBEDXKAAIO, YTO BoILUEYKAZAHHAS MHPODMALMS FBASETCH AOCTOBEDHON 1 TOYHOA. L]aHHas cepus npogykummn
Npon3seneHa (BKIOER YNaKoBKY/MapKnpPOBKY) i npUEEOeH KOHTPOSE e KavecTsa Ha YKA3AHHOM YHACTKE B [TO/THOM
COOTBRTCTBUMN C TPRO0BAHNUSTIMU GMP, yCTAHOBIEHHBIMI MECTHBIM DErYARTODHBIM OPraHOM, & TaKXe B COOTBETCTBMM
€O Srneunukalinedt, cogepxXalierics B DeriucTPALWOHHOM A0CHE CTPDEHLI-MMITODTEPE M B 4OCHE Cneumpnkaumni Ha

fPEnapar ans UCCReaYeMOro nexapCTaeHHOM0 cpeqerea. [Iporokonsi TPON3BOLACTRA, YNIEKOBKM ¥ aHanmnaa Gbinn
NePeCcMOTLREHb M YCTAHOBNIGHO cOOTRETOTBIME GMP.

Name and position / title of person ‘ Qualified Person / Date of signature /B
authorizing the batch release . YnoaHomoueHHoe Auuo 15.07.2024
Pamusann u QONNHACTL Anla,
BLIJaBIICTro PA3PEUIeHNe Ha
BbLINYCK Cepuni

Qualified Person / YionnomoyeHtoe miyo Quegflseﬂgi G?mrson
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Pater-Strasse 25 Gesellschaft mit beschrankter Limited Liability Company, Registered
A-4G20 Llinz Haftung, Registriert beirm Landes-. in the Companies Register of the Linz
Tel. +43 732 69190 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Cesellschaftssitz: Linz Corporate Seat: Linz
DVR 0487592 DVR 0497592
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Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 1l of 2 15.07.2024— QA/KA
CEPTUDUKAT AHAJTU3A CrpH. 1nz 2
Name of product: GYNIPRAL®,
solution for injection, 10 mcg/2 ml, 2 ml in ampoules No§
Hazsanue npoaykra: TMHNIIPAS,
pacreop ann navekywii, 10 Mxr/2 ma
fio 2 mn 8B amnynax Ng5
Batch number | Cepua: 12754429
Manufacturing date / Qara npouasogeraa: 06 2023
Expiry date | Cpox rogmnocTu: 05 2026
Batch size | Pazmep cepuyr: 4440
Parameters Results Analytical procedure/Specification
Hopmaruanpie nokazarenn Pesynsrarnt Meropael konTpans/Cnewndmxayms
Q00068946 3.0
Appearance: conforms visual / clear, colourless solution
Onuvcanue: COOTBETCTBYET BA3YAILHBIF KOHTPO/I6 / Npo3payHeii GECUBRTHEIR pacTsop
Extractable volume: 210 mf Ph Eur. / not less than nominal volume (2.00 mi)
Hasnexaemulii oObem: 2.10 ma Esp. dapm. / He meHee HoMiHansHOro (2.00 ma)
Relative density dans | _
OTHOCWTENBHAA MAOTHOCTE Uags: 1.0048 Ph.Eur. / EBp. Papm / 1.0044 - | .005]

identificatrion [ HgenTuduxaymn:

Hexoprenaline sulphate

fexconpenanuHa cynsdara: i.00

Sodium [ Harpus: conforms
COOTBETCTRYET

Chioride | Xnopuaos: conforms
COOTBETCTEYET

Sodivm metabisulfite / conforms

Harpusa metabucynepura: COOTBETCTBYET

Particulate contamination |

MEXaHITHECKNE BKIIOHEHNA!
sub visible particles |
HEBUAUMBIG YACTHLbL.

210 pm [ 210 pma: 2 in container | pnakoy max. 6000/container/ He Gonee 6000/ praxon
=25 um f =25 um: < I in container { pnaxon | max. 600/containerf He Gonee 600/ cpriax q«gpﬁfha
Visibie particles: conforms practically free from particles d
BUAUMBIE YACTULLE COOTBETCTRBYET NPaKTHYeCcKy Ce0G0AHbIR OT YacTi
pH: 2._7 PhEur. / EBp. Qapm/25-35

Purity / Onpenenenue v1cToTh:

Substance A / Mprmecs A: not detected /
HE OGHaPYyXeH0

31648 / company method / MeTonuxa gupmes /

RRT (samplelveference) / RRT { oﬁpaaeu/crangapr} 098 1.02
20219/ company method / meTogumxa Gupmes /

positive reaction / NOAOKUTRNLHAS PDEAKLMA HA HATDUH
41505 / company method / Ph.Eur. / MeTOmMKa ripmes 7
Esp. Qapm. /

by determination of content / npu onpenencumm coaepxaHsg
MTHD-0017132 2.0/ company method / meTonuxa dupn 7
by determination of content / npu ONPERSNSHIAN canepxanis

Ph.Eu_r. {method 1) / EBp. apm. (meTog 1)

2475 / company method / MeTosmnk
less than 0.8 % | menee 0.8 %

" RTINS W
omm Ch

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasser 25 Cesellschaft mit beschrankter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 7326219 0 gericht-Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Gesellschaftssitz: Linz . Corporate Seat: Linz

DVR 0497592 DVR 0497592




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS _ page 2 of 2

15.07.2024- QA/KA
CEPTUDUKAT AHAJIN3A : CrpH. 213 2

Name of product: GYNIPRAL®,
solution for injection, 10 mcg/2 mi, 2 ml in ampoules No3

Hazsanwe npogyKra: THHWTIPAN,
pacreop ana nHsexymid, 10 Mkr/2 mna
no 2 mn B amnynax NeS

Batch number | Cepua: 12754429

Parameters Results Analytical procedure/Specification
Hopmarusnsie noxkazarenu Peaynprarsi Merogst xoutpons/Cneynduxaiyms
Q00068946 vers 3.0

Additional related substances?: not detected each max. 1.0 % calewlated on the active substance
Apyrue poacTeeHnbie npyvMecu®: He obHapyxXeHo kaxgow He Gonee 1.0 % 8 NepacyETe Ha aKTuBHoe

BeLEcTBO
Sum of alf related substances®: 0.0 % ) not more than 5.0 %
CymMma BCEX NpUMeceii®: 0.0 % He Bonee 5.0 %
Assay / Konnwuecraenroe
onpenenenue:
Hexoprenaline sulphate f 31648 / company method / metonuka gmpmer 7
Fexconpenanuna cynedara: 104.5% 100.0-110.0%

of the labelled amount (10 meg/2 mil) /

OT 339BAEHHONO KO/idecTBa { 10 mKr/2 mn)
Sodium chioride ] Hatpua xnopuna: 18.) mg/2 mi f mr/2 mn 41505 / company method / MeTogmka puprs /

17.1~ 18.9mg/2 mi [ Mi/2 mn
Sodium metabisuifite | Harpus MTHD-0017132 2.0/ company method / metonwuka upmer /
merabueynsguT: 32.3 megl2ml | mKr/2 M1 | not more than 40.0 meg/2 ml | He 6onee 40.0 mrr/2 mn
Sterifity § CTepuabHoCTs: conforms Ph.Eur. membrane filtration / -

/ cooreercTeyer EBp. Papm. memBpannas GuasTpaLns

must be sterile | NpeNapar AOAKEH GLITL CTEDUALHBIM
Bacterial endotoxins: < .5 EUim{ Ph.Eur. method C / not more than 4 EU/mi
BakrepnanbHele 3HAOTOKCUHDL: < 1.5 3E/mn Ph.Eur. method C / ne Gonoe 4 3E/mn

? Excluding ST 1546 and ST 1549 {process impurities from drug substance)
2 Hckmovas npuneck ST 1546 1 ST 1548 (poacTsennsie APUMECH aKTUBHOIO BEUECTBA)

Name and position Atitle of person
authorizing the batch release /

Pamuane v QOIDKHOCTS nULA,
BHIZaBLIerQ paspeyienne Ha

BBIFTYCK Cepu:

Quulified Person / ¥nonnomovenroe nuyo

| CEPTH®IRATIB

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austriz GmbH,

St. Peter-Strasse 25 Gesellschaft mit beschréankter Limited Liability Company. Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Ceselischaftssitz: linz Corporate Sgat: Linz

DVR 0497592 ) DVR 0497582 -




/Norotun: Takega / Kpawe 3a0poB's, CBiTNe MaitbyTHe

CEPTUDIKAT BIANOBIAHOCTI GMP BUNYLLIEHO! CEPIi

Npoayxs: FIHINPAN, poszuuk ans i exuiid, 10 mkr/2 mn, no 2 mn B amnynax Ne 5

Noza / BmicT gitouux peyosnH: 1 amnyna 2 ma mictuTs: 0,01 mr rexconpenaniny cynvdarty

Po3mip Ta BUA YNaKOBKK: no 2 MA B amnyni; No 5 amnyn 8 KapToHKIR ROpobui
Nikapcbka popma: po3unH A8 iH ekuii, 10 mirr/2 mn
Kpaina-imnoptep: YKpaiHa

Peectpauiinde noceiguenta: Ne UA/2845/01/01
Homep matepiany: 1132737

Cepin: 12754429 JaTa supoBuuTea: 06.2023
Poamip cepii: 4440 Tepmin npuaaTHOCTI: 05.2026

Hazea, Homep aileH3ii Ta agpeca Binpoﬁrim{a, AKXV BuNycKae cepilo s 0Bir:
Tawena AscTpia TmBX, Ne 480050, Cr. NeTep-lWitpacce 25, 4020 fiky,
KpaiHa-snpobuuk: ABcTpis

3anea npo cepTudikaLimo:

Lum nigreeppxyo, wo suweBKasana inbopmauin € AOCTOBIPHOWO Ta Tounow. [laHa cepis apoayKLUil
BUIOTOBNEHE (BHAIOMAIOUN ynauosky/ MBPHYBaHHKA) Ta MPOBEAEHO KOHTPOb Tl AKOCT Ha BKa3aHil AifbHULI y
NOBHINA BiANOBIAHOCTI A0 Bumor GMP, BCTAHOBAGHVAMI MICLUEBHM PEryNATODHUM OpPraHOM, 3 TaKOK
BiANOBIAHO A0 cneundikaufi, wo micruThea B peecTpauifiHoMy aocbe Kpainu-imnopTepa abo B A0CbE
creyudikauiit Ha npenapar ANA A0CNiAMKYBAHOTO AiKapceKoro 3acoby. MPoToKonu BUPOBRULTRE, YNaKOBKK
Ta aHanisy Byau neperaaryTi | scTaHoBAEHD BignosigHicTe GMP,

MNpizeue Ta nocaga ocobu, wo ‘ YnosHosameHa 0coba Bara nignucy
8WAAAA NO3BIN HA BUNYCK Cepii

/ Nianuc/ + [/15.07.2024/
YnosHOBaXeHa ocoba / Comna Tpinn /

Gupdina

£

Takena ABCTpia TMBX /Himeupkolo/Takeaa Aserpin [mBX [anrnificokogf Ty

Cr. Nervep-WTpacce 25 TosapucTao 3 obmekeHOoI TomapucTseo

A-4020 Nivy, 8iANOBIfANbHICTIO, Bignosisang

Ten. +4373269190 33aPEECTPOBAHO B DKPYXHOMY CYAl M, 3apeecTponat

Paxc +43 732 656066  Niny nig FN 230617 v. Jtiny, nig FN 2
Lrab-xBapTupa komnaHii: finy, Wirab-kBatRpe Nars

DCV 0497592 DCV 0497592




/Norotun: Takepa /

Kpawe 3n0pos'a, cBiThe malbyTHe

CEPTUMDIKAT AHANZY

Crop.132

15.07.2024 - QA/KA

Hazea npoaykry: FIHII‘IPAH-, PO34MH 408 iK' exLii,
10 MKr/2 mn, no 2 ma B amnyaax Ne 5

Cepis: 12754429

Jara surotosnennn: 06.2023
Tepmid npugaTtHocTi: 05.2026
Poamip cepii: 4440

HopmMaTHBHI NOKa3HMKK PeaynbTati Cneumdirauia 0600X-SPA-000054.02

Onuc: Bianosipace BisyanoHuit konTpons /  nposopuii
6e30apsHMii po3uKH

Butamnuit 06'em: 210 mn Esp.dapm / HE MeHHIE HOMIHaALHOrO
(2.00 mn}

BiaHocHa ryctuHa: 1.0048 €sp.dapm / 1.0044 — 1.0051

laeHTUdIKaLiA: ,

lexconpenaniny cynbdary: 1.00 31648 / Metoguka dipmu /[ RRT
(3pasox/cranpapT) 0.98 — 1.02

HaTpio: Bianoeinae 20219 / metopuka dipmu [/ noauTueHa
peakLis-Ha HaTpih

Xnopuais Binnosigae 41505 / metoamka dipmu / Eap.dbapm. /
NPy BU3HaYeHHi BMicTy

Hatpito merabicynbiry: Bignosipnae MTHD-0017132 2.0 / metoguxa dipmu-/
npyu  B8u3HauveHni emicty / €sp.dapm.

MexaHiuHi BKNIOYEHHA: {meTopg 1)

HeBuAKMI HacTOuKu:
210 um 2 [ bnakon He Ginswe wix 6000 / dnaron
225 um <1/ ¢naxon He Ginbtue nim 600 / dnakon
Buaumi vacroukm: Bianosiaae MpakTusHo BinbHKIA Big YacTouoK

pH

By3aHaveHHA YUCTOTH:
Jomiwxa A:

27

He suasneHo

Esp.papm. [ 2.5-3.5

Takena Aecrpia M'mbX /Himeupbrow/Takega Ascrpis TMEX

Cr. Nevep-lihrpacce 25 TosapucTBO 3 06MEMEHOID
A-4020 Nikuy, BiANoBiAanbRICTIO,

Ten. +4373269190 3apeECTpOBAHO B OKPYXKHOMY CYAI M,

Parc +43 732 65 60 66 Ainy, nig FN 230617 v.

Wra6-ksaptupa komnasii; Miny,

DCV 0497592




fhorotun: Takepa /

Kpalwe 3a0poe's, CBiTAE MaibyTHE

CEPTHO®IKAT AHANIBY

Crop. 232

15.07.2024 — QA/KA

Haszea npoaykry: NHINPAA, po3uuH pgan in' ekuin,
10 mKr/2 mn, no 2 mn 8 amnynax Ne 5

Cepin: 12754429

HopmaTUBHI NOKa3HMKK

Pesynbratn

Creymdikauin 0600X-SPA-000054.02

tHW poauHHi Aomilwkk?:

Cyma BCix gomilor?:

KinbKicHe BU3HAYEHHA:

TekconpeHaniny cynbgaty:

HaTtpio xnopuay:

Hatpiw metabicynbdiry:

CrepuasHicTs:

BakrepianbHi eHA0TOKCHUHN:

He BuABAEGHO

0.0%

104.5 %

18.1 mr/2mn

32.3 mur/2mn

Bignosipae

<1.5EQ/mn

KoxHol He Ginbi Hixk 1.0% 8 nepepaxyHry
HA aKTUBHY PEYOBUHY '

He Bint Hixx 5.0%

31648 / mervoamka dipmu [/ 1000 -
110.0 % sig 3asa8nenoi Kinbkocri {10 mkr/2
mn)

41505 / meroamnka dipmmn / 17.1 — 189
mr/2mn

MTHD-0017132 2.0 / meTtoauka dipmu /
He Binbiw Hix 40,0 mer/2mn

Cep.papm. membpanHa dineTpauin [/
Apenapat mae DyTH cTepunbHUM

€ep.papm. meton € / He Ginsw wHix 4
EQ/mn

? BUKAtOHa104M SOMIWKM ST 1546 T1a ST 1549 (poaAnHHI AOMILIKN AKTUBHOT PeYOBUHMK)

lMpisBuuie Ta nocaga ocobu, wio

BHAana A038iN HA BUNYCK cepil

YnoBHOBameHa ocoba

Takena AecTpia fmBX
Cr. NeTvep-lWrpacce 25
A-4020 NiHy,

Ten. +4373269150
daxc +43 732 65 60 66

/ Nianuc /
/ Cownsa Ipina /
/rimenprow/Takena Asctpia MmbX

ToBapucTeo 3 0BMeReHoI
BIANOBIAAALHICTIO,

33PEECTPOBAHD B OKPYHMHOMY Cyai M.

Niny nig FN 230617 v,
WraB-ksaprupa komnanii: fiHgy
DCV 0497592

YnosHoBaxkeHa ocoba

HAara nignuey

/15.07.2024 /

Bignosigan 5}7-
3apeecrTpos Qﬁ% p m;—aomy ¢y,

DCV 049759
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