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l.l HEALTHCAR| Cindea ®apma, /1 (kinyeauli eupobHuxk) / Cyndea Monizo+o IHAycmpiane EminiaHo Pesines CaHc. AseHida de
{nnovating for Well-bein{ Pharma, SL (total manufacturer) Azpeda, 31, Oneseza, 42110 (Copia) Icnawi / Poligono
Industrial Emiliano Revilla Sanz. Avenida de Agreda, 31,
Olvega 42110 (Soria), Spain
UKRAINE
AHAJITUYHUA CEPTUDIKAT AKOCTI KIHIIEBOI'O IPOYKTY
CERTIFICATE of ANALYSIS
YTPOXECTAH®, kancyau no 200 mr Ne 14 (7x2) y Gricrepax
UTROGESTANS®, capsules 200 mg Ne 14 (7x2) in blisters
AKTHBHHAH iHrpeieHT: 1 kancyaa MiCTUTh MpOrecTepoHy MikpoHizosaroro 200 Mr
Active ingredient: 1 capsule contents 200 mg of micronized progesterone
Peectp. nocs. Ne UA/2651/01/01
Registration certificate Ne UA/2651/01/01
Jlikapcbka popma:kancyau no 200 mr Po3mip Ta THn nakysanus: Ne 14 (7x2) y Gaicrepax
Dosage form: 200 mg capsules Size and type of the package: Ne 14 (7x2) in blisters
Cepia Ne 203347 KiabkicTe npoaykuii B cepii : 119979
Batch Ne: 203347 Numbers units in batch: 119979
JlaTta supoGuuurBa: 06/2020 IpugaTunii go: 06/2023
MFG. Date: 06/2020 EXP. Date: 06/2023
AHJI: €sponelicbka GapMakones - iloye BUAAHHS
AND: European Pharmacopoeia - current edition
MMOKA3HHUKH AKOCTI, METOJIH JOIMYCTHMI MEXI PE3VYJIbTATH
TESTS, METHODS NORMS RESULTS
Onuc/ Appearance OBanbHi M’siKi JKENATHHOBI KAICyNH JKOBTYBATOr0 KOJNLOPY, SKi Binnosinae /
Micats MaciaHy Ginysary cycnensiio / Ovoid soft yellowish colour Conforms
gelatin capsules, containing oily whitish suspension
Posnaganus / Disintegration <30 x8B/<30min 23 xB /min
Cepeans maca HanosHeHux kancya (20 kancya) | 648.0 —792.0 mr/ mg 724.4 Mvr/ mg
/ Average mass of filled capsules (20 capsules)
Onnopianicts macu / Uniformity of mass Cepeuns maca Bmicty mix 475,01 525,0 mr. / 486.1 Mmr/ mg
Mean mass of content between 475.0 and 525.0
mg.
- He Ginslue 2 xancyn Biaxunstotses Ha 7,5 % Binnoeixae / Conforms
Bill cepenHporo 3HaucHHs. / Not more than 2
capsules deviate by 7,5 % from the mean value.
- Hi onxa kancyna He Binxunserscs Ha 15 % Binmnosinae / Conforms
BiX cepenHboro 3HaueHHs. / No capsule
deviates by 15 % from the mean value.
OnnopianicTs g0308aHnx oanHuub/ Uniformity Y sianorigHocti 3 €8p. Papm. (ripuiimanshe
of dosage units sHayeHHs) / In accordance with Ph. Eur.
(acceptable values)
Cepeaniit exBiBaneHTHUH niameTp: 2 — 4mkm / Bianosiaae / Conforms
Po3Mip 4aCTHHOK TOHKOAHCIIEPCHOIO Mean equivalent diameter: 2 - 4 yum
nporectepony / Micronized progesterone particle
size - niamerp 95-100 % uactuHOK MeHILE a6o 95%
nopisuioe 10 mxm. / diameter of 95-100%
particles less than or equal to 10 pm.
- piamerp 30-55 % yacTHHOK Mix 2 i 4 MKM. / 39%
diameter of 30-55 % particles between 2 and 4
pum
- niamerp 20-60% uactiHOK Mixk 0 i 2 Mxm./the 42%
diameter of 20-60% particles between 0 and 2
pm.
InenTudixauisn/ [dentification
ITporecrepon/ Progcstcrone Yac YTpHMaHHSA MPOreCTEPOHY B Bianosinae / Conforms
BUNpoOyBaHoMy pO34MHi BinnoBinag~4acy
YTpMMaHHS TMPOTECTEPOHY B KO SIBHOMY
po3uui./The retention time of} sterone in
the test solution agrees wi tention time
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Twrany niokena / Titanium dioxide

of progesteronc in the control solution.

OcHoBHa nasma Ha Xpomarorpami
BupoGyBaHOro  pO34MHy  BifTOBijae 3a
penuyutolo Rf i inTeHcHBHOCTI 3aGapBneHHs
OCHOBHI smi Ha xpomarorpami
KOuTpONLHOro po3unny/The main spot in the
chromatogram of the test solution agrees with
the main spot in the chromatogram of the
control solution by Rf value and intensity of
colour

Konsoposa peaxkuisi/Color reaction

Bianosinae / Conforms

Bianosiaae / Conforms

Kiabkicne sBu3Hayenus / Assay
[Iporectepon / Progesterone

190 - 210 mr/kancyny / mg/capsule

204 mr/kancyny / mg/capsule

Mikpobiosioriuna uucrora / Microbial
contamination®
(nepopaibHo i Barinaanuo) / (oral and vaginal)

BChOro ®ATTE3NATHAX aepOGHUX MIKPOOPraHisMin
/ Total viable aerobic microorganisms

Escherichia coli
Staphylococcus aureus
Candida albicans
Pseudomonas aeruginosa

Baxrepii / Bacteria < 102 KYO/r /< 102 CFU/g
['pubu / Fungi < 10' KYO/r/ < 10' CFU/g

Biacyrni/r / Absent/g

n/a

() Tepesipsersea va koxuil 20-i naprii /
Performed on every 20 lot

Jlana cepis 1posykry Bupobnena y sinnmosigHocT: a0 Bumor UMP.,

Bunyiueno ans 3acrocyBaHHs B Ykpaini.

‘This batch of product has been manufactured in compliance with
GMP. Released for use in Ukraine.

HafiMcuynapng,  MiclC3naxo;preuns _ta

HOMCPH

Jinensiii ncix | Name, a and be

JUAnHALE 3 BUPOGHUILTBA TR KOWTPOIIO SKOCTI:

Cinpgea ®apma, CJI, Icnianis (kiHuesuit BupoGHuK)
Howmcp niucHsii: 6358

and quality control:

Number of license: 6358

[ licences for all sites of manufacture

Cyndea Pharma, SL, Spain (total manufacturer)

3asBa npo ceprudikauiio

Ilum 5 3acBimuylo, mo HaseaeHa suiwle iHpopmauis € gocrosipHoio i TouHolo. Llio cepilo mpoayxuii 6yno BupoGneHo, BKIIO4AIOYH
MaKyRaHHs/MapkyBaHHS Ta KOHTPOJbL SKOCTi, HA BULE3a3HA4eHil AinbHMUI (1X) y MOBHIA BianosixHocti mo Bumor GMP, BCTaHOBICHMMM
MiCLIEBYM PETySTOPHMM OPraHoM Ta BiANOBiAHO A0 crieuudikauii, Wo MiCTATLCH y peecTpauiliHoMy nocke kpaiHu-imnoprepa abo y nocke
cnenudikariiii Ha npenapar s 40CHiAKyBaHOTO JiKapchkoro 3acoGy. [IpoTokonu BUPOGHHLTBA, NaKyBaHHA Ta aHaNi3iB GyNio neperssHyTo Ta

BCTAHOB/ICHO BianoBiaHicTe GMP.
Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch is 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.

PILUEHHS / DECISION
3ATBEPJ)KEHO / ACCEPTED
[MPI3BUILE TA [TOCAJIA OCOBH, IO
BHJIAJIA JIO3BUT HA BUITYCK CEPI/
Name and position of the person issuing the
permit for batch release

Mar Sanchez

Qualified person

JATA BUITYCKY / RELEASE DATE
10Jul2020

[Tianuc BianosigansHOl
ocobn/
Signature of Qualified Person

¥
%/ Cynde:
Cyndea
PHARMA
CYNOEA MHARMA, S.L |
G F . -Ba3GE5ES

findiane Ravllo Sane
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Hepxapna cnyxba Yipainu
3 MiKapChKHX 3ac0biB Ta KOHTPOJIIO 32
HapKOTHKaMH

Hepxasne mianpuemctio "HenTpannrna
nadoparopis 2 aHAII3Y AKOCTI JiKapcsKHX
3aco0iB i MennuHOl npoaykmii"

AL IO AO
[/
4

State Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Yrpaixa, 04053, m.Kuig, syn. KyOpsaeceka 107

men./thakc (044) 272 57 98

web: www.clab.com.ua, e-mail: centralfab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel /Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar ananizy Ne 2952 Big 21.10.2020

Ha3sea 3paska:

PeecTpanifinHii HOMep:
Bupo6uuk:

Homep cepii:

Micue BinSopy 3paska:
3aMOBHUK;

Cynposignuit JOKYMeHT:

AKT Bin0opy 3paska:
CraH 3pazka:

Jara orpumMaHHs 3pa3ka:

JaTn BAKoHaHHS podiT:
Bua koHTpoi:

Micue npoBeJeHHSA
HisILHOCTI:

HT, BinnoBigHo a0 sikcoi
NpOBOAHBCH AHAMI3:

YTPOXECTAH®, xancynu no 200 wmr, 1o 7 kancyn y 6aictepi, no 2 GuictepH B
KapTOHHIH KopoOui

2979.20

Cinpea ®apwma, CJ1, Icnanis

203347

CrikHe ykpalHChKO-eCTOHCBhKe Tianpuemcteo y Gopmi TOB "Onrima-Papm JITH"
Jepxasha ciyxda Ykpaiuu 3 nikapceskux 3aco0iB Ta KOHTPONFO 32 HAPKOTHKAMH
Jlucr Ne 7404-002.0.1/002.0/2-20 Bix 06.10.2020 p.

Ne gig 08.10.2020

3pa30kK B CTaHi IPUAATHOMY [UIS IPOBEJCHHA BUNPOOYRaH:

16.10.2020

20.10.2020 - 21.10.2020

3a posnopamKreHtsM JepkapHol cityxbu Ykpainu 3 TikapehKAX 3ac00iB Ta KOHTPOIIO
3a Hapkotakamu ("IM", [Toctanosa 902)

Al «IlenTpancha 1abopaTopis 3 aHAMI3Y SKOCTI JiKapchKuX 3aco0iB 1 MeandHOT
NPOLYKLID

MKHA no p.i. Ne UA/2651/01/01

MokazHUKU Bumoru HO Pesynbratm
Onuc OsanbHi M'aki BNuckydi XenaTWHOBI Kancynw OBTYBaTOro konsopy,  Bianosigae
AKi MicTATbL MacnsHy BinysaTty cycneHsito (nacTy)
PosnagaHHA He Ginbwe 30 xBunuH Bignoeigae
OaHopigHicTb MacK 1. CepenHa maca BmicTy Mix : 475,0 - 525,0 mr 489,1 mr
2. He 6inbLue 2 kancyn Bigxunswotecsa HA 7,5 % Big cepeaHboro Binnoeigae
3HA4YEHHs, Hi ogHa Kancyna He Bigxvnsetsca Ha 15 % Big cepenHboro
3HAYEHHA
CepeaHa maca 648 - 792 mr 727 Mr
HarnobHeHux Kancyn (20
Kancyn)
MapkyBaHHA 3riaHo eumor MKA Bignoeigae
BHUCHOBKH: Ceprudikar anamisy Ne 2952 ig 21.10.2020 nigrepimxye, 110 TepeBipeHAil 3pa3ok npenapary

VTPO}KECTAH® KancyJiy 1o 200 Mr, no 7 Kancyn y 6mcrep1 no 2 6J110TB|3H B KapTOHHIH Kopeﬁm
AN “He=dg

SOP/G-5.10/D1
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JEPXJIIKCIIYKBA
AEPKABHA CJYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KUIBCBKIXU OBJIACTI

npocnekt Banepis Jlo6anoschkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
NpO AKICTH BBE3EHOI0 B YKPaiHy JiKapchKoro 3acody

27.10.2020 Ne 49374/20/10

YTPOXKECTAH®

(HaliMeHYBaHHs NiKapcbKOro 3acofy 3rilHO 3 PEECTpalLiHHUM NOCBIAUEHHAM)
Kancyu 110 200 mr, 1o 7 kancyJ y 6iicrepi, mo 2 6aicrepn B kapToHHiii Kopo6ui

(opma sunycky, 103yBaHHS, BUA NAKYBaHHs JTiKapCLKOTO 32C00Y)

Homep peectpauiiinoro nocsimuenss UA/2651/01/01 crpok mii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcebkoro 3aco6y Ne 203347 Kinbkicts BBe3eHOrO Jikapcskoro 3acoby 119979
Bupo6uux Cingea ®apma, CJI, Icnanis
(HalimeHyBanns BUPOGHHKA TiKapCLKOTO 3aC00y, kpaiHa NOXOMKEHHS)
BaeseHo B Y kpaiHy CrinbHe yKpainchKo-ecTOHCHKE MANPHEMCTBO y Gopmi ToBapHCeTBa
3 00Me’KeHO10 BiAnoBiga bHiCTIO "Onrima-®apm, JITH", igen. kon:
21642228

(uaiiMenyBanns Ta kox 3a €/IPTIOY ropuauunoi ocobu abo npissuule, im's, no 6aTbKOBI pizminol
0co6H - mianpuemus, 1i Micue NPOXXHBaHHA Ta peccTpaLiliHuii HoMep 06KOBOT KapTKH NIaTHUKA
nojarkis abo cepis Ta HOMEp nacnopra)

Tporokou BisyansHoro keourpomo Bix 22.09.2020 Ne 3146/2.

JlaGoparopHuii anani3s AKOCTi JIikapcbKoro 3acoby 3ailicHeHMUiA:

HIT "UenTpanbua naGopaTopis 3 aHaI3y SKOCTI JiKapCHKHX 3aCOGIB 1 MEIUYHOT IpoIyKIii"
(M.KuiB, Byn.Kynpssceka 10r)

(HaliMenyBaHHs Ta MicLie3HAXOKeHHA NaGopaTopii, wo nposena naboparopHuii aHai3 AKOCTI)

BrcHOBOK 1woz10 sKocTi Nikapcbkoro 3acoby, Buaanmii naGopatopieto six 21.10.2020 Ne 2952

PesyibTaTy 1a60paTopHOTo aHaisy Akocti Jikapchkoro 3acoby 3a nepeBipeHMMH NOKa3HUKaMy BIAMOBIZAI0OTH
BMMOTaM METOJiB KOHTPOMIO AKOCTi (aHAJTITHYHO-HOPMATHBHOT IOKYMEHTALLi).

3a  pesynbrataMM  JepKAaBHOTO KOHTPONIO BCTAHOBIEHO, IO JikapChkui 3aci6 BBeseHo B Ykpainy 3
AOTPHUMAHHSM BUMOr 3aKOHO/IABCTBA MIOJO 3a6e3Me e s AKOCTI JKAPCHKHX 3ac06iB.
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Bl BESING
DR Heautcar

Innovating for Well-bein

BupobHukxu/ manufacturers

CiHdea ®apma, C/1 (kiHyesul supobHur) / Cyndea
Pharma, SL (total manufacturer)

Micyesraxoducennn / address UA

oni2oHo IHAycmpians EMiniaHo Pesinea CaHc. Agerioa e
Azpeda, 31, Onveeza, 42110 (Copis) icnaria / Poligono
Industrial Emiliano Revilla Sanz. Avenida de Agreda, 31,

Olvega 42110 (Soria), Spain

UKRAINE

AHAJITHYHU I CEPTU®IKAT AKOCTI KIHIIEBOI'O NPOAYKTY

CERTIFICATE of ANALYSIS

YTPOXECTAH®, xancyan no 200 mr Ne 14 (7x2) y 6aicrepax
UTROGESTAN?®, capsules 200 mg Ne 14 (7x2) in blisters
AxTuBHHMii irpeient: -1 karcyaa MiCTUTE NporecTepoHy MikpoHizosaHoro 200 Mr
Active ingredient: 1 capsule contents 200 mg of micronized progesterone

Peecrp. nocs. Ne UA/2651/01/01
Registration certificate Ne UA/2651/01/01

Jlikapcebka popma:kancyau no 200 mr
Dosage form: 200 mg capsules

Poamip Ta TN nakyBauus: Ne 14 (7x2) y 6aicrepax
Size and type of the package: Ne 14 (7x2) in blisters

Cepin N 203348
Batch Ne: 203348

Numbers units in batch: 27251

KiabkicTb mpoayxkuii B cepii : 27251

Jlata supoGunursa: 06/2020
MFG. Date: 06/2020

IIpuaaThuit go: 06/2023
EXP. Date: 06/2023

AND: European Pharmacopoeia - current edition

AHJ: €sponeiicbka GapMmakones - filoue BUAAHHA

ITOKA3HHUKH AKOCTI, METOAH JAOMYCTHUMI MEXI PE3YJBTATH
TESTS, METHODS NORMS RESULTS

Onwuc/ Appearance OBansHi M’sKi KeNaTHHOBI KalCynu >KOBTYBATOrO KOMLOPY, SIK Binnosinae /
MicsaTe Macasny GinyBaty cycnensiio / Ovoid soft yellowish colour Conforms
gelatin capsules, containing oily whitish suspension

Posnaaauns / Disintegration <30x8/<30min 18 xB /min

Cepeans maca HanoBHeHux Kancya (20 kancya) | 648.0 —792.0 mvr/ mg 720.0 Mr/mg

/ Average mass of filled capsules (20 capsules)

Oauopianicrs macu / Uniformity of mass Cepenns Maca BMmicty Mix 475,0 i 525,0 mr. / 488.6 mr/mg

Mean mass of content between 475.0 and 525.0
mg.

- He 6inswe 2 xancyn Bigxunsiorscs Ha 7,5 %
BiX cepenHboro 3HaueHHs. / Not more than 2
capsules deviate by 7,5 % from the mean value.
- Hi onwa xanicynia He Bigxunserscs Ha 15 %
BiJ cepeaHboro 3Havenus. / No capsule
deviates by 15 % from the mean value.

Bianosigae / Conforms

Bianosizae / Conforms

OanopianicTs fo308annx oanHuub/ Uniformity

V signosiaHocri 3 €8p. ®apm. (npuiimansHe

of dosage units 3naveHHs) / In accordance with Ph. Eur. 6,8
(acceptable values)
Cepenniii exiBaienTHuUit giamerp: 2 — 4Mkm / Binnosiaae / Conforms
Po3mip 42CTHHOK TOHKOAHCIIEPCHOTO Mean equivalent diameter: 2 — 4 pm
nporecrepony / Micronized progesterone particle
size - niametp 95-100 % yacTiHHOK MEHILE 360 97%
nopisuioe 10 Mkum. / diameter of 95-100%
particles less than or equal to 10 pm.
- niamerp 30-55 % uacTHHOK Mix 2 i 4 MkM. / 40%
diameter of 30-55 % particles between 2 and 4
pm
- niamerp 20-60% wactuHok Mix O i 2 Mxm./the 40%

diameter of 20-60% particles between 0 and 2
pm.

InenTudikauin/ Identification

Mporecrepon/ Progesterone

Yac YTpUMaHHS MIPOrecTEPOHy B
BUNpoOyBaHOMy pO34MHi BiIMOBinae
YTPUMAHHA TNPOTECTEPOHY B KOHTD
po3uuni./The retention time of
the test solution agrees with t

Bianosiaae / Conforms

ﬁ% o £/00C] Q;’ 1o s A
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of progesterone in the control solution.

OcHoBHa nnsmMa Ha XpoMarorpami
BUNPOOYBAHOrO  PO34MHY  Bianosigae 3a
Besuumuboio Rf i iHTeHcMBHOCTI 3abapsiienus
OCHOBHI M i Ha xpomarorpami

KOHTPOJILHOTO po34MHy/The main spot in the
chromatogram of the test solution agrees with
the main spot in the chromatogram of the
control solution by Rf value and intensity of

Bianosizae / Conforms

colour

Turany giokena / Titanium dioxide

Konsoposa peakuis/Color reaction

Bianosizae / Conforms

KiabkicHe BusHaueHHn / Assay
[Iporecrepon / Progesterone

190 — 210 Mr/kancysy / mg/capsule

206 mr/xancyny / mg/capsule

MikpoGiosoriuna uncrora(!) / Microbial
contamination(”
(nepopaasHo i BarinasnbHo) / (oral and vaginal)

BChOT0 XUTTE3AATHNUX aCPOOHMX MiKpOOPraHi3Mis
/ Total viable aerobic microorganisms

Escherichia coli
Staphylococcus aureus
Candida albicans
Pseudomonas aeruginosa

Baxrepii / Bacteria < 102 KYO/r / < 102 CFU/g
I'pu6y / Fungi < 10' KYO/r/ < 10' CFU/g

Bincytni/r / Absent/g

n/a

O [Tepenipserscs Ha koxHil 20-i naprii /
Performed on every 20 lot

Jlaua cepis nponykty sapoGneHa y Biomosindocti a0 sumor GMP.
Bunyiuexo ais 3acToCcyBaHHs B YKpaiHi.

This batch of product has been manufactured in compliance with
GMP. Released for use in Ukraine.

Haiimenysanus,  MICHCIHAXOJKCHHA 1A HOMEPY  aiueu3ill  scix
Al 3 supoSHsLTea T KOHTPOMO IKOCTi;

Cinpea ®apma, CJI, Icnanis (kiHuesuit BUpoOHKMK)
Homep niteHsil; 6358

Name, address and num f licences for all sites of manufacture

and quality control:

Cyndea Pharma, SL, Spain (total manufacturer)
Number of license: 6358

3anBa npo ceprudikauiio

LM s sacsizuylo, wo uaseneHa suwe iHpopmauis € gocrosipHolo i ToyHow. Llio cepito npoaykuii 6yno Bupobneno, BrIOYAIOYH
NaKyBaHHsA/MapKyBaHHA Ta KOHTPOJh SKOCTi, Ha BUILE3a3HA4CeHiH AiNbHULI (5X) y NOBHi# Bianosigxocti A0 BuMor GMP, BCTaHOBIEHUMH
MICLIEBHM DETY/ISTOPHUM OPraHoM Ta BiANOBIAHO A0 crieumudikaliii, 1O MICTATECS Y peecTpauitHoMy 10Che KpaiHu-iMnopTepa a6o y aocke
cricundikauiit Ha npenapar s A0CAiKYBAHOrO NikapChKOro 3acoby. [IpOTOKOIM BUPOGHMLTBE, NAKYBaHHs Ta aHali3iB 6y/o neperasnHyTo Ta

BCTaOBAEHO BiaAnoBiaHicrs GMP.
Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch is 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.

PILIEHHSA / DECISION
3ATBEPJ)KEHO / ACCEPTED
TPI3BHIIIE TA [TOCAZJA OCOBH, IO
BHJIAJIA JIO3B1J1 HA BUITYCK CEPI{/
Name and position of the person issuing the
permit for batch release

Mar Sénchez

Qualified person

JIATA BUITYCKY / RELEASE DATE

[Mianuc sBianosiaaneHOT
ocobu/
Signature of Qualified Person

10Jul2020
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% Cyndea
PHARMA
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eda, 31 42110 0L
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JEPXJIIKCIIY)XBA
AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKI OBJIACTI

npocnekT Banepis Jlobanoscbkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOI0 B YKpaiHy JiKapchKoro 3acoly

27.10.2020 Ne 49375/20/10

YTPOXKECTAH®

(HaiiMeHyBaHHs Nikapchbkoro 3acoBy 3rifiHO 3 peeCTpaLifHUM TOCBINHCHHAM)
kancyu o 200 mr, no 7 kancya y 6icrepi, no 2 6aicrepu B kapToHHiii Kopo6ui

(bopma Bunycky, 103yBaHHs, BUX HAKYBaHHS JTiKapChKOro 3aco0y)

Homep peectpauiiitoro nocsimuents UA/2651/01/01 crpox ii peectpaniiinoro nocsizuenns 01.01.2099

Cepin nikapcbkoro 3acoby Ne 203348 KinbkicTs BBE3€HOTO Mikapcbkoro 3acoby 27251
Bupo6HuK Cinnea ®apma, CJI, Icnanis
(HaliMeHyBaHHs BUPOOHHKA NIKapCHKOro 3aco0y, KpaiHa MoX0KeHHS)
Baeseno B Ykpainy CrinbHe ykpainchKo-€CTOHChKE MANPHEMCTBO y BopMi ToBapHCTBa
3 o0MesxeHor0 BianogizanbuicTio "OnTiMa-®apm, JIT", inenr. kox:
21642228

(HalimMeHyBauns Ta koj 3a €JIPTIOY 1opuanuHoi ocobu abo npissuiLe, iM's, 110 6aTbKOBI Gbisnunoi
ocobu - mianpuemy, i Micle NPoXkMBaHHS Ta peecTpauilinuii HoMep 06iKoBOT KAPTKM MNATHHKA
noznatkis abo cepist Ta HoMep nacnopra)

TIpoTokon Bisyasnbuoro kourposo Bin 27.10.2020 Ne 3146/3.

3a  pesynbTaTAMHM  JIEPXKABHOTO KOHTPOMIO BCTAHOBNEHO, IO JHKADCHKHH 3aci6  BBe3eHO B Vkpainy 3

AOTPHMMAHHSM BMMOT 3aKOHONABCTBA MO0 3a0e3ne eHHs SKOCTi NiKapChKHX 3acobiB.

3acTYIHUK HaYalbHHUKA BiAiTY
€PYKaBHOI QIY)KOHM 3 JTIKapCHKHX 3ac00iB
flep R P .. . /i 3y6apesa H. B.
}BﬁKQTHKaMH y KuiBcbkiit ////
~ ‘\
' 1/
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(miznuc) (iniuianu Ta npissuine)




Bl BESING
DR Heautcar

Innovating for Well-bein

BupobHukxu/ manufacturers

CiHdea ®apma, C/1 (kiHyesul supobHur) / Cyndea
Pharma, SL (total manufacturer)

Micyesraxoducennn / address UA

oni2oHo IHAycmpians EMiniaHo Pesinea CaHc. Agerioa e
Azpeda, 31, Onveeza, 42110 (Copis) icnaria / Poligono
Industrial Emiliano Revilla Sanz. Avenida de Agreda, 31,

Olvega 42110 (Soria), Spain

UKRAINE

AHAJITHYHU I CEPTU®IKAT AKOCTI KIHIIEBOI'O NPOAYKTY

CERTIFICATE of ANALYSIS

YTPOXECTAH®, xancyan no 200 mr Ne 14 (7x2) y 6aicrepax
UTROGESTAN?®, capsules 200 mg Ne 14 (7x2) in blisters
AxTuBHHMii irpeient: -1 karcyaa MiCTUTE NporecTepoHy MikpoHizosaHoro 200 Mr
Active ingredient: 1 capsule contents 200 mg of micronized progesterone

Peecrp. nocs. Ne UA/2651/01/01
Registration certificate Ne UA/2651/01/01

Jlikapcebka popma:kancyau no 200 mr
Dosage form: 200 mg capsules

Poamip Ta TN nakyBauus: Ne 14 (7x2) y 6aicrepax
Size and type of the package: Ne 14 (7x2) in blisters

Cepin N 203348
Batch Ne: 203348

Numbers units in batch: 27251

KiabkicTb mpoayxkuii B cepii : 27251

Jlata supoGunursa: 06/2020
MFG. Date: 06/2020

IIpuaaThuit go: 06/2023
EXP. Date: 06/2023

AND: European Pharmacopoeia - current edition

AHJ: €sponeiicbka GapMmakones - filoue BUAAHHA

ITOKA3HHUKH AKOCTI, METOAH JAOMYCTHUMI MEXI PE3YJBTATH
TESTS, METHODS NORMS RESULTS

Onwuc/ Appearance OBansHi M’sKi KeNaTHHOBI KalCynu >KOBTYBATOrO KOMLOPY, SIK Binnosinae /
MicsaTe Macasny GinyBaty cycnensiio / Ovoid soft yellowish colour Conforms
gelatin capsules, containing oily whitish suspension

Posnaaauns / Disintegration <30x8/<30min 18 xB /min

Cepeans maca HanoBHeHux Kancya (20 kancya) | 648.0 —792.0 mvr/ mg 720.0 Mr/mg

/ Average mass of filled capsules (20 capsules)

Oauopianicrs macu / Uniformity of mass Cepenns Maca BMmicty Mix 475,0 i 525,0 mr. / 488.6 mr/mg

Mean mass of content between 475.0 and 525.0
mg.

- He 6inswe 2 xancyn Bigxunsiorscs Ha 7,5 %
BiX cepenHboro 3HaueHHs. / Not more than 2
capsules deviate by 7,5 % from the mean value.
- Hi onwa xanicynia He Bigxunserscs Ha 15 %
BiJ cepeaHboro 3Havenus. / No capsule
deviates by 15 % from the mean value.

Bianosigae / Conforms

Bianosizae / Conforms

OanopianicTs fo308annx oanHuub/ Uniformity

V signosiaHocri 3 €8p. ®apm. (npuiimansHe

of dosage units 3naveHHs) / In accordance with Ph. Eur. 6,8
(acceptable values)
Cepenniii exiBaienTHuUit giamerp: 2 — 4Mkm / Binnosiaae / Conforms
Po3mip 42CTHHOK TOHKOAHCIIEPCHOTO Mean equivalent diameter: 2 — 4 pm
nporecrepony / Micronized progesterone particle
size - niametp 95-100 % yacTiHHOK MEHILE 360 97%
nopisuioe 10 Mkum. / diameter of 95-100%
particles less than or equal to 10 pm.
- niamerp 30-55 % uacTHHOK Mix 2 i 4 MkM. / 40%
diameter of 30-55 % particles between 2 and 4
pm
- niamerp 20-60% wactuHok Mix O i 2 Mxm./the 40%

diameter of 20-60% particles between 0 and 2
pm.

InenTudikauin/ Identification

Mporecrepon/ Progesterone

Yac YTpUMaHHS MIPOrecTEPOHy B
BUNpoOyBaHOMy pO34MHi BiIMOBinae
YTPUMAHHA TNPOTECTEPOHY B KOHTD
po3uuni./The retention time of
the test solution agrees with t

Bianosiaae / Conforms

ﬁ% o £/00C] Q;’ 1o s A

Page 1of 2




of progesterone in the control solution.

OcHoBHa nnsmMa Ha XpoMarorpami
BUNPOOYBAHOrO  PO34MHY  Bianosigae 3a
Besuumuboio Rf i iHTeHcMBHOCTI 3abapsiienus
OCHOBHI M i Ha xpomarorpami

KOHTPOJILHOTO po34MHy/The main spot in the
chromatogram of the test solution agrees with
the main spot in the chromatogram of the
control solution by Rf value and intensity of

Bianosizae / Conforms

colour

Turany giokena / Titanium dioxide

Konsoposa peakuis/Color reaction

Bianosizae / Conforms

KiabkicHe BusHaueHHn / Assay
[Iporecrepon / Progesterone

190 — 210 Mr/kancysy / mg/capsule

206 mr/xancyny / mg/capsule

MikpoGiosoriuna uncrora(!) / Microbial
contamination(”
(nepopaasHo i BarinasnbHo) / (oral and vaginal)

BChOT0 XUTTE3AATHNUX aCPOOHMX MiKpOOPraHi3Mis
/ Total viable aerobic microorganisms

Escherichia coli
Staphylococcus aureus
Candida albicans
Pseudomonas aeruginosa

Baxrepii / Bacteria < 102 KYO/r / < 102 CFU/g
I'pu6y / Fungi < 10' KYO/r/ < 10' CFU/g

Bincytni/r / Absent/g

n/a

O [Tepenipserscs Ha koxHil 20-i naprii /
Performed on every 20 lot

Jlaua cepis nponykty sapoGneHa y Biomosindocti a0 sumor GMP.
Bunyiuexo ais 3acToCcyBaHHs B YKpaiHi.

This batch of product has been manufactured in compliance with
GMP. Released for use in Ukraine.

Haiimenysanus,  MICHCIHAXOJKCHHA 1A HOMEPY  aiueu3ill  scix
Al 3 supoSHsLTea T KOHTPOMO IKOCTi;

Cinpea ®apma, CJI, Icnanis (kiHuesuit BUpoOHKMK)
Homep niteHsil; 6358

Name, address and num f licences for all sites of manufacture

and quality control:

Cyndea Pharma, SL, Spain (total manufacturer)
Number of license: 6358

3anBa npo ceprudikauiio

LM s sacsizuylo, wo uaseneHa suwe iHpopmauis € gocrosipHolo i ToyHow. Llio cepito npoaykuii 6yno Bupobneno, BrIOYAIOYH
NaKyBaHHsA/MapKyBaHHA Ta KOHTPOJh SKOCTi, Ha BUILE3a3HA4CeHiH AiNbHULI (5X) y NOBHi# Bianosigxocti A0 BuMor GMP, BCTaHOBIEHUMH
MICLIEBHM DETY/ISTOPHUM OPraHoM Ta BiANOBIAHO A0 crieumudikaliii, 1O MICTATECS Y peecTpauitHoMy 10Che KpaiHu-iMnopTepa a6o y aocke
cricundikauiit Ha npenapar s A0CAiKYBAHOrO NikapChKOro 3acoby. [IpOTOKOIM BUPOGHMLTBE, NAKYBaHHs Ta aHali3iB 6y/o neperasnHyTo Ta

BCTaOBAEHO BiaAnoBiaHicrs GMP.
Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch is 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.

PILIEHHSA / DECISION
3ATBEPJ)KEHO / ACCEPTED
TPI3BHIIIE TA [TOCAZJA OCOBH, IO
BHJIAJIA JIO3B1J1 HA BUITYCK CEPI{/
Name and position of the person issuing the
permit for batch release

Mar Sénchez

Qualified person

JIATA BUITYCKY / RELEASE DATE

[Mianuc sBianosiaaneHOT
ocobu/
Signature of Qualified Person

10Jul2020
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JEPXJIIKCIIY)XBA
AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKI OBJIACTI

npocnekT Banepis Jlobanoscbkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOI0 B YKpaiHy JiKapchKoro 3acoly

27.10.2020 Ne 49375/20/10

YTPOXKECTAH®

(HaiiMeHyBaHHs Nikapchbkoro 3acoBy 3rifiHO 3 peeCTpaLifHUM TOCBINHCHHAM)
kancyu o 200 mr, no 7 kancya y 6icrepi, no 2 6aicrepu B kapToHHiii Kopo6ui

(bopma Bunycky, 103yBaHHs, BUX HAKYBaHHS JTiKapChKOro 3aco0y)

Homep peectpauiiitoro nocsimuents UA/2651/01/01 crpox ii peectpaniiinoro nocsizuenns 01.01.2099

Cepin nikapcbkoro 3acoby Ne 203348 KinbkicTs BBE3€HOTO Mikapcbkoro 3acoby 27251
Bupo6HuK Cinnea ®apma, CJI, Icnanis
(HaliMeHyBaHHs BUPOOHHKA NIKapCHKOro 3aco0y, KpaiHa MoX0KeHHS)
Baeseno B Ykpainy CrinbHe ykpainchKo-€CTOHChKE MANPHEMCTBO y BopMi ToBapHCTBa
3 o0MesxeHor0 BianogizanbuicTio "OnTiMa-®apm, JIT", inenr. kox:
21642228

(HalimMeHyBauns Ta koj 3a €JIPTIOY 1opuanuHoi ocobu abo npissuiLe, iM's, 110 6aTbKOBI Gbisnunoi
ocobu - mianpuemy, i Micle NPoXkMBaHHS Ta peecTpauilinuii HoMep 06iKoBOT KAPTKM MNATHHKA
noznatkis abo cepist Ta HoMep nacnopra)

TIpoTokon Bisyasnbuoro kourposo Bin 27.10.2020 Ne 3146/3.

3a  pesynbTaTAMHM  JIEPXKABHOTO KOHTPOMIO BCTAHOBNEHO, IO JHKADCHKHH 3aci6  BBe3eHO B Vkpainy 3

AOTPHMMAHHSM BMMOT 3aKOHONABCTBA MO0 3a0e3ne eHHs SKOCTi NiKapChKHX 3acobiB.

3acTYIHUK HaYalbHHUKA BiAiTY
€PYKaBHOI QIY)KOHM 3 JTIKapCHKHX 3ac00iB
flep R P .. . /i 3y6apesa H. B.
}BﬁKQTHKaMH y KuiBcbkiit ////
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(miznuc) (iniuianu Ta npissuine)




JEPXIIIKCITYXXBA
JEPKABHA CJIYXKBA 3 IKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npocriext Banepis JloGaHoBcbkoro, 51, M. Kuis, 03110, ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOTr0 B YKpaiHy JikapchKoro 3aco0y

27.10.2020 Ne 49376/20/10

YTPOXECTAH®

(saliMEHYBaHHs iKapchkoro 3aco6y 3riIHo 3 peecTpariftHUM NOCBIRYEHHAM)
kancyJu no 200 mr, no 7 kancyJ y 6aicrepi, o 2 6aicrepn B KapToHHiii kopooui

(dopMma BHITyCKY, J03YBaHHS, BU NaKyBaHHA JiKapChKOro 3aco0y)

Homep peectpauiiinoro nocsimuerna UA/2651/01/01 crpox aii peectpauiitroro nocsizuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne 204450 Kinskicts BBe3eHOTO Jlikapcbkoro 3acoby 12450
Bupo6HUK Cinnea ®apma, CJ1, Icnanis
(HaliMeHyBaHHs BUPOGHHKA JHiKapchKoOTo 3ac06y, kpaiHa MOXO/KEHHS)
BaeseHo B YkpaiHy CrinbHe yKpainchbKo-eCTOHCbKe NiANPHEMCETBO y dopmi TOBapHCTBa
3 o6MesKeHoI0 BianopinaabHicTio ''OnriMa-®apm, JIT", inenr. koa:
21642228

(uaiimenyRanns Ta koj 32 €[IPITOY opuuutHoi oco6u abo npissuie, imM's, no Garskosi Qisuanol
ocobu - nianpuemus, ii Mictie MPoXUBaHHA Ta peecTpauiiiiuii HoMep 00/1iKOBOT KAPTKH MIIATHAKA
nojatkis abo cepis Ta HOMEp nacnopra)

TIporoxon Bisyaasnoro konTpomo sin 27.10.2020 Ne 3146/4.

3a pesyNbTaTaMM NEPXKABHOTO KOHTPONO BCTAHOBIEHO, WO Jikapchkui 3aci6 BBeseHo B VYkpainy 3

JAOTPHMAHHSAM BUMOT 3aKOHO/IABCTBA WO/I0 3a6e3MeueHH AKOCTI JIIKapChKHX 3aC0GiB.

3acTymHUK HaYaIPHHUKA BIIUILTY
JlepaaBHOi city>k0H 3 JiKapChKHX 3aco6iB

amu y KniBchkiit ?/// 3ybapesa H. B.
Ay X,

/

(mianuc) (iniuiany Ta npissuuie)




BESINS

HEAUTHCAR] Cindea ®apma, C/1 (kikyeeud supobHuk) / Cyndea MonizoHo IHBycmpians EminiaHo Pesinea CaHc. AgeHida de
Innovating for Well-bein{ Pharma, SL (total manufacturer) Azpeda, 31, Onveeea, 42110 (Copin) Icnawin / Poligono
Industrial Emiliano Revilla Sanz. Avenida de Agreda, 31,
Olvega 42110 (Soria), Spain

l' BupobHuku/ manufacturers Micye3HaxodxeHHA / address UA

UKRAINE
AHAJIUTAYHNA CEPTH®IKAT AKOCTI KIHIIEBOT'O IIPOAYKTY
CERTIFICATE of ANALYSIS
YTPOXECTAH®, kancyan no 200 mr Ne 14 (7x2) y Grictepax
UTROGESTAN?, capsules 200 mg Ne 14 (7x2) in blisters
AKTHBHMH iHrpeAieHT: 1 Kancyna MiCTUTh MIPOIreCTEPOHY MikpoHizoBaHoro 200 Mr
Active ingredient: 1 capsule contents 200 mg of micronized progesterone

Peectp. nocs. Nt UA/2651/01/01

Registration certificate N¢e UA/2651/01/01

Jlikapcebka opmazkancysau no 200 mr Po3mip Ta THn nakyBanHsi: Ne 14 (7x2) y Gaicrepax
Dosage form: 200 mg capsules Size and type of the package: Ne 14 (7x2) in blisters
Cepia Ne 204450 KinabkicTs npoaykuil B cepii : 12450

Batch Ne: 204450 Numbers units in batch: 12450

Jata pupobunursa: 06/2020 Mpuaatauit go: 06/2023

MFG. Date: 06/2020 EXP. Date: 06/2023

AHJ1: €sponelicbka Papmakones - Ailoue BUIAHHS
AND: European Pharmacopoeia - current edition

MOKA3HHKH SAKOCTI, METOIH JAOIIYCTHMI MEXI PE3YJbLTATH
TESTS, METHODS NORMS RESULTS
Onwuc/ Appcarance OBanbHi M’siKi XKenaTMHOBI KarCynu XOBTYBATOro KOMLOPY, SKi Bianosigae /
: Micarts macnsHy Ginysary cycnensito / Ovoid soft yellowish colour Conforms

gelatin capsules, containing oily whitish suspension

Po3nanauns / Disintegration <30x8/<30 min 11 x8 /min
Cepenns maca HanosHennx Kancyx (20 xancya) | 648.0 —792.0 mr/ mg 725.3 mr/mg
/ Average mass of filled capsules (20 capsules)
OnnopiaunicTs macu / Uniformity of mass Cepenus Maca Bmicty mix 475,0 1 525,0 mr. / 491.4 mr/ mg

Mean mass of content between 475.0 and 525.0

mg.

- He Ginbwe 2 kancyn sigxunsiorsca Ha 7,5 % Bixnosizae / Conforms

Bill cepenuporo 3uavenHs. / Not more than 2
capsules deviate by 7,5 % from the mean value.
- Hi oxna kancyna ne Binxuiaserses Ha 15 % Birnosinae / Conforms
Bill cepennboro 3HaueHHA. / No capsule
deviates by 15 % from the mean value.

OnuopinnicTs ao3opannx oauuuub/ Uniformity V pianosiaxocti 3 €ep. Oapm. (npuitmansae
of dosage units 3”aueHHs) / In accordance with Ph, Eur. 3,1
(acceptable valucs)

Cepennii expipanenTruit niamerp: 2 — 4mMkm / Binnosinae / Conforms
Po3Mip 4aCTHHOK TOHKOAUCIIEPCHOrO Mean equivalent diameter: 2 — 4 pm
nporectepony / Micronized progesterone particle
size - niametp 95-100 % wacTHHOK MeHLue a6o 95%

nopisnioe 10 Mkm. / diameter of 95-100%
particles less than or equal to 10 um.

- niametp 30-55 % wacTunok mix 2 i 4 Mkm. / 38%
diameter of 30-55 % particles between 2 and 4
pm

- niametp 20-60% yacTuHOK Midk O i 2 MkM./the 40%
diameter of 20-60% particles between 0 and 2
pm.

InenTudikauin/ Identification
ITporectepon/ Progesterone Yac YTPUMaHHS NPOreCTEPOHY B Binnosinae / Conforms
BUMNpoOyBaHOMY pO34MHi  Bianosinae ~
YTPHMaHHS IIPOTECTEPOHY B KOHT]
po3uuHi./The retention time of pyp
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Turany aiokcua / Titanium dioxide

of progesterone in the control solution.

Ocnosra nasma Ha Xpomarorpami
BMNpO6yBaHOTO  PO3YMHY  Bianosimae  3a
semuuuHolo Rf i iHTeHCHBHOCTI 3aGapBinenus
OCHOBHiH ami Ha Xxpomarorpami
KOHTPOJILHOTrO posuuHy/The main spot in the
chromatogram of the test solution agrees with
the main spot in the chromatogram of the
control solution by Rf value and intensity of
colour

Koasoposa peakuis/Color reaction

Bianosiuae / Conforms

Binnosinae / Conforms

KinbkicHe BusHauenns / Assay
[NporectepoH / Progesterone

190 — 210 mr/kancyny / mg/capsule

201 mr/kancyny / mg/capsule

Mikpo6ionoriuna yucrora® / Microbial
contamination(V
(nepopaabHo i Barinaabuo) / (oral and vaginal)

BChOro )HTTE3NATHHX aepOBHKMX MiKpoOpraHisMiB
/ Total viable aerobic microorganisms

Escherichia coli
Staphylococcus aureus
Candida albicans
Pseudomonas aeruginosa

Bakrepii / Bacteria < 10> KYO/r /< 102 CFU/g
I'pubu / Fungi < 10' KYO/r /< 10' CFU/g

Biucyrni/t/ Absenl/y

n/a

O Iepesipserbes Ha kOXHIN 20-# naprii /
Performed on cvery 20 lot

Jlana cepis npoaykty BupoGiena y BinnosigHocti o Bumor GMP.

BunyuwieHo ans 3acrocyBaHus B YkpaiHi.

This batch of product has been manufactured in compliance with
GMP. Released for use in Ukraine.

Haiimenysanus,  MICHUC3UAXOIOKCHIS T HOMEDH  tilensii  Beix

ALALUANL 3 BUPOGHNLITEA T2 KOIITPOIO SKOCTI:

Cinpea ®apma, CJI, Icnanis (kinUueBuit BUpoOHUK)
Howmep niuensii: 6358

Name, address and number of licences for all sites of manufacture

and quality control:

Number of license: 6358

Cyndea Pharma, SL, Spain (total manufacturer)

3anBa npo ceprudikaniio

LM 5 3acsiguyio, wo HaBeAeHa Buule iHdopmauis € KocTopipxooo i TouHolo. Lo cepilo npoaykuii Gyno BupobieHO, BKOYAIOYH
naKyBaHHS/MapKyBaHHA Ta KOHTPO/b AKOCT, HQ BHIIC3AINAYeNiH Ainbunui (1) y nobuili Bianosimuocti no BuMor GMP, BcTaHOBAEHHMHU
MiCHEBUM PErysTOPHMM OPraHoM Ta BiANOBiAHO 1o cneuudikauiif, wo micTaThes y peecTpauiliHoMy nocke kpaiHu-iMnoprepa abo y nocke
cnenudixauiid Ha nperapat At A0CTiLKyBaHOro sikapeskoro 3acoby. [Ipotokonu BUpOGHHLTBA, MAKYBaHHA Ta aHanisis Oyi0 nepernsdyTo ta

8CTaHOB/NIEHO BianoBinHicT GMP.
Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch is product has been manufactured, including packaging/
labcling 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.

PILUEHHSI / DECISION
3ATBEP’KEHO / ACCEPTED
[PI3BUILE TA [TOCAJIA OCOBHY, IO
BUJIAJIA JIO3BIJ1 HA BUITYCK CEPIT/
Name and position of the person issuing the
permit for batch release

Mar Sanchez

Qualified person

JATA BUITYCKY / RELEASE DATE
10Jul2020

TTianuc BinnoBixanbHOT
ocobw/
Signature of Qualified Person

{T",‘" ~
o -
S 'yndea
PHARMA
CYNDEA PHARMA, S.L.
C. 17 £-84363555

g Rovila Sanz
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