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Bupo6Huku/ manufacturers

Cindea ®apma, C/1 (kinyesuil eupobruk) / Cyndea

Pharma, SL (total manufacturer)

MicuesHaxodxcenHs / address

MonizoHo IHAycmpians Eminiano Peesinsa CaHc. Aserida de
Azpeda, 31, Onvseaqa, 42110 (Copin)} lcnanin / Poligono
Industrial Emiliano Revilla Sanz. Avenida de Agreda, 31,
Olvega 42110 (Soria), Spain

UA

UKRAINE

AHAJITUYHUI CEPTH®IKAT SIKOCTI KIHLEBOT'O ITPOAVKTY

CERTIFICATE of ANALYSIS

YTPOKECTAH®, kancymn o 200 mr Ne 14 (7x2) y Guictepax
UTROGESTAN®, capsules 200 mg Ne 14 (7x2) in blisters

AKTHBHUI (HrpeRieHT: | Karcyna MiCTHTB POrecTepory MikpoHizoBaroro 200 mr

Active ingredient: 1 capsule contents 200 mg of micronized progesterone

Peectp. moce. Ne UA/2651/01/01
Registration certificate Ne UA/2651/01/01

Jlikapcbka gopmackancyiu no 200 mr
Dosage form: 200 mg capsules

Po3mip ra Tan makysanns: Ne 14 (7x2) y 6nicrepax
Size and type of the package: Ne 14 (7x2) in blisters

Cepist Ne 243761
Batch Ne: 243761

KinbkicTh npoayxuii B cepii : 121499
Numbers units in batch: 121499

Jlara supobuunrea: 07/2024

MFG. Date: 07/2024

TMpuparuuii jo: 06/2027
EXP. Date: 06/2027

AH/L: €sponeiicbka Mapmakories - gitove BUAAHHS
AND: European Pharmacopoeia - current edition

IMMOKA3HUKH SIKOCTI, METOIU JOTTYCTUMI MEXKI PE3VJILTATH
TESTS, METHODS NORMS RESULTS
Onne/ Appearance Osanbii  MsIKi JKEIATHHOBI Karcy iy

JKOBTYBATOrO KONLOPY, siki MICATH Macisliy
binyeaty cycrniensito / Ovoid soft yellowish
colour gelatin capsules, containing oily whitish
suspension

Bianosigae / Conforms

Posnaganus / Disintegration

<30x8/<30min 16 xB /min

Cepeqnia Maca nanosnenux kaneyu (20 kancysr)
/ Average mass of filled capsules (20 capsules)

648.0 ~792.0 Mr/ mg 731.2 mMr/mg

Onnopimricts Macu / Uniformity of mass

Cepemns mMaca BMicTy Mix 475,01 525,0 mr. / 494.0 mr/mg
Mean mass of content between 475.0 and 525.0

mg.

- He Ginsute 2 kancyn sigxmsiiotses na 7,5 %
BiZ cepennboro 3HaueHHs. / Not more than 2
capsules deviate by 7,5 % from the mean value.
- Hi omna kancyna He Bigxunserses Ha 15 %
BiJ cepetHboro sHaucHHs. / No capsule
deviates by 15 % from the mean value.

Bianosigae./ Conforms

Bianosigac / Conforing

Ounopianicrs rososanux oxnuuun/ Uniformity

ol dosage units

V eignosianocti 3 €sp. Gapm. (npuiimaibue
suauenns)/ In accordance with Ph. Eur. 1.2
(acceptable values)

Po3Mip MaCTHHOK TOHKOAUCIIEPCHOTO
nporecrepony / Micronized progesterone particle

size

Cepeniii exBiBaNeHTHII fiameTp: 2 — 4Mkm / 4 Mim / pm

Mean equivalent diameter: 2 —4 pm

- niamerp 95-100 % yacTHHOK MeHIIe abo 95%
nopistioe 10 mxm. / diameter of 95-100%
particles less than or equal to 10 pm.

- niamerp 30-55 % uacTHHOK MK 2 1 4 MKM. /
diameter of 30-55 % particles between 2 and 4
pum

- miamerp 20-60% nacTiHHOK Mixk -0 i 2 MkmM./the
diameter of 20-60% particles between 0 and 2
pm,
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InenTudiranin/ Identification

ITporecrepon/ Progesterone Yac YTpUMaHHA NPOrecTepoHy B Binrosinae / Conforms
BUNPOOYBaHOMY pPO3UMHI  BiAMoBigac wacy
YTPUMAHHS [POTecTEpPOHY B KOHTPOJILHOMY
po3unni./The retention time of progesterone in
the test solution agrees with the reteution time
of progesterone in the control solution.

Ocrosra TisMa Ha XpoOMaTorpami Binnosinae / Conforms
RUMPOOYBAHOr0  pO3UMHY  BiAMoBinae  3a
senuuntoio Rf i iwreHcnsHocTi 3abapeneHus
OCHOBHIH AMI Ha XpomMarorpami
koHTponsHoro posunay/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
Tuwrany pioken / Titanium dioxide Konsopona peakuis/Color reaction Bignoginae / Conforms
Kinbkicue susnavenns / Assay
TIporecTepon / Progesterone 190 - 210 mr/kancyny / mg/capsule 198 mr/xancyny / mg/capsule

Mikpodiosoriuna uiscrora / Microbial
contamination®
(ncpopaisno i garinaneire) / (oral and vaginal)

Beboro sKHTTEsIATHHX acpobHux Mikpoopramismis | Baxrepii / Bacteria < 102 KYO/r/< 102 CFU/g
/ Total viable aerobic microorganisms Tputu / Fungi < 10" KYO/r/< 10" CFU/g n/a

Escherichia coli

Staphylococcus aurcus
Candida albicans BincytHi/r/ Absent/g
Pscudomonas acruginosa

O Tlepesipsicrbes na KoHiit 20-# maprii /
Performed on every 20 lot

Jlana cepis nposykty BupobicHa y minnosiaHocti o Bumor GMP. | This batch of product has been manufactured in compliance with
Bunyuieno uist 3acToCyBaHHA B YkpaiHi. GMP. Released for use in Ukraine.

Halimenypanis,  MicUe3HAXOJUKEHHs  Ta  uoMepu  niuensiit  Bcix | Name, address and number of licences for all sites of manufacture

ILILHUL 3 BUPOOHUILITEE Ta KOUTPOIIO SKOCTI: and quality control:

Cinjlea ®apma, CJI, Jenanis (xivnernd Brpodumg) Cyndea Pharma, SL, Spain (total manufacturer)

Tosntirorio Inaycrpians Eminiano Pepinns Canc, Apenina me Arpena, | Poligono Industrial Emiliano Revilla Sanz. Avenida de Agreda, 31,
31, Onbeera, 42110 (Copis) Ienanis Olvega 42110 (Soria), Spain

Howmep ninensii: 6358 Number of license: 6358

3asisa 1ipo ceprudikaiin

IIuM s 3aceizuylo, 10 HaBefieHa BHile iH(popMallis ¢ mocroBipHoto i Tounoto. Lo cepito npoayxuii 6yno BHpobneHo, BKIQUatONH
NaKyBAHA/MApPKYBAHHS T2 KOHTPOJL SKOCTI, Ha BHIUC3asHadeHiHl QinbHuui (1X) y nosuiit signosimnocti po siuMor GMP, scranossciimu
MiCLIeBUM PEryJTOPHUM OpraHoM Ta Bianosiuo mo crneundixaniil, mwo MicTaTses y peectpauiifnoMy Hocse kpaiuu-iMioprepa abo y noche
crieundikauiit na nperapar A 40CHiLKYBAHOTO IiKapesKkoro 3acofy.: IIpoToxony BHPOSHHUTEE, TAKYBaHHS Ta AHATI3IB-0YII0 HEPEMISHYTO Ta
Berarosicno sigitosiguicts GMP.

Declaration of certification

I hereby certify that the above informiation is authentic and aceurate. 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.

PILIEHHSI / DECISION JIATA BUITYCKY / RELEASE DATE ITignmc signosigansHol ocobu/
Signature of Deputy Qualified Person
3ATBEPIKEHO / ACCEPTED

Victor
Victor Calonge

Jiménez
Calonge 2024.09.03

Jiménez 16:42:42
+02'00'

TIPI3BHULIE TA TTOCATA OCOBH, 1110

BUJIAJIA JO3BIT HA BUITYCK CEPIY/

Name and position of the person issuing the
permit for batch release

Victor Calonge

Deputy Qualified Person
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C y*ﬁd eq CERTIFICATE OF COMPLIANCE

PRODUCT: UTROGESTAN 200 MG 14 CAPS SFO MV UKR
INTERNAL CODE & BATCH No.: 000145 243761
CUSTOMER, COUNTRY: BESINS HEALTHCARE; UKR

- | hereby certify that all the manufacturing stages of this batch of finished product have been
carried out in full compliance with the GMP requirements of the EU and with the requirements of
the Marketing Authorisation(s) of the destination country/countries.

- All deviations have been evaluated and approved based on fixed internal procedures
% no release relevant deviation
! release relevant deviations according enclosure
{1 additional quality relevant information for the mentioned batch is enclosed

Approved by:

Qualified Person /
Deputy Qualified Person

Victor
Signature and date: VICtOF Calonge
Jiménez
Calongegy4.00.03
Jiménez 16:43:15
+02'00'

Cyndea Pharma S.L. Poligono Industrial Emiliano Revilla Sanz. Avda. Agreda, 31, 42110 Olvega (Soria)
Tel: +34 976 64 54 74. Fax: +34 976 19 63 16. www.cyndeapharma.com
Recorded in the Trade Register of Soria, Volume 184, Book 133, Sheet 55, Page SO-3.218 CIF B84363555
Carmen R. 03/09/2024 14:40 Page 1 of 1







JEPKABHA CJIYVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM ¥ KHIBCBLKIH OBJIACTI

npos. Ceitanunoi Hanii, 3, s Kuis, 02099, ten/hakc: (044) 576-40-41
E-muil: dls.ko@dls.gov.ua, Kou €APIIOY 37078774

BHCHOBOK
Npo AKICTHL BBE3€HOI0 B Y Kpainy JiKapcbKoro 3acody

28.02.2025 Ne 7172/25/1011

YIPOKECTAH®
(HUlMEH YHAHHA JIEAPCHROID 32000y S1LAH0 3 Prectpasiiiiny nucsizenism)
raucyiu no 200 mi: no 7 kaucya y Gaicrepi; no 2 Gaicrepn y kaprunuiii kupoGui
{§opma pimyCKY, 203YDRIIA. DHA NAKYDAIN JIKAPCLKOTO 3ac00y )

Howep pecerpanitinoro noceiauenns UA/2651/01/01 crpox aif peectpauiiinoro nocsiauenna 01,01,2009
Cepia aikapeskoero sacoby Ne 243761 Kinexicts spesenoro nixkapenkoro sacoty 64799

Bupoinnk Cinnea hapwa, CJ1, Tenanis
(HafiMeHYBA-HA BHPODHHKA MKAPCHRONS 3ac00Y, KpaiHa NOXOIACHHR )

Baeseno 8 Yipainy Criakue ykpaiichKo-eCTOHChKE NANPHEMCTRO Y opsti TorapieTRa
3 o0Mexenoo Bianosigaasnicro "Ontima-Dapm, JFT/L", izenT. kox:
21642228

(Haiincaysanna 1@ woa 3a CAPTIOY ropumsisol ocoby ado npisme. in'A. o Garexosi Oisimol
ool - nLIPHESUS, 1 MiCHe Bpox 12 peecipaaianii Homep ofaizoBo] Kapi K IR K
noatkin ado cepia 1 noMep neenopta)

Iporokroa BisyaiLuoro kenrpoase six 18.02.2025 Ax 0485/1.

3a poIVIRTATAMME  ICPAARHOTO  KORTPOMO  RCTANORACHO, 110 mixapchkiii  2acih  ARcicna A Yepainy 1

JUFTPHMAHHSM simor “akoHoAasc Taa 070 0CIICHCHIA SKOCT! 11KA PERKIX FaCohIn.
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NEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH V KHIBCBKIN OBJIACTI

npoB. Ceitmrunoi Hanif, 3, m.Kuie, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.koi@dls.gov.ua, Kog €IPIIOV 37078774

BUCHOBOK
HPO HKICTH BBE3€HUI'0 B YKPaiHY JIKAPChKOI0 3a¢00y

28.02.2025 Ne 7173/25/10

YIPOKECIAH®

(HaliMeHYBAHASA MKAPCRKOTO 3ace0y 3TiHO 3 peecTPALIiHAM MOCBI TUEHHAM )
kancy.am mo 200 mr; no 7 kancyn y daictepi; mo 2 fnicTepyu v kKapToHHil kKopobni

(opma BEIYCKY, J02YBAHHS, BH MAKYBAHHA JiKAPCEKOTO 3ac00y)
Homep peectpartitinore nocsipaenns JA/265 [/D1/01 crpox nii peectpaniitnaro nocrienns 01.01.2099
Cepis nikapcrkoro sacofy Ne 243762 KimkkicTh BRE3eHOr0 nikapeskora sacody | 17262

Bupotuuk Cinaca @apma, CJ1, Icnanis

(HatlMeHyRAHES BHPOOHUKA NIKAPCEKOrO 2aco0y, KpaiHa MOXO[KeHHS)

Baeseno B Ykpainy CrinnHe ykpaiHChKO-eCTOHChKe MiAMPHEMCTRO Y popmi ToRapucTRA
3 00Meikeno10 BinnoBinaabuictio "OntiMa-®apm, JITA", inent. xon:
21642228

(naiimeHysarHa Ta ko1 3a €[IPTIOY ropranaeo! ocobn abo npizenme, iM'a. no Gatekosl hizHaHOL
ocoDH - MANPHEMIA, iT MICHE IPOKHBAHHA TA PEECTpaliiiHHIT HOMep 0DNIKOBOT KapTKH MIaTHHKA
MOAATKIB aD0 Cepia Ta HOMEp NAcropra)

Mpotoxoax eizyansHoro koutpomo eix 28.02.2025 Ne 0485/2.

3a pesynbTaTaMH [ICpKABHOIO KOHTPOMIO BCTAHOBJACHO, WO JiKapcekwit 3acib BBescHo B YKpaiHy 3

JOTPUHMAHHMAM sumor 3aKoHOIABCTBA MO0 zafie3nedeHns AKOCTI MKapCEKIX 3aco0in.
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BupobHuku/ manufocturers

Pharma, SL (total manufact

Cindea dapma, C/1 (Kituesul supolinux) / Cyndea | Monizoro lndycmpiane Eminiaro Pesinba Canc. Asenida Oe

MicuesHaxodenta / address UA

urer) Aepeda, 31, Onveeza, 42110 (Copis) Icnakia / Poligono
Industrial Emiliano Revilla Sanz. Avenida de Agreda, 31,
Olvega 42110 (Soria), Spain

AHAJITHYHHI CEPTUGIKAT SKOCTI KIHUEBOTO MPOJAYKTY

UKRAINE

CERTIFICATE of ANALYSIS

VTPOXKECTAHE, cancymu no 200 mr Ne 14 (7x2) y GuicTepax

UTROGEST

AKTHBHHI iHrpeaicHT: | Kancysa MiCTUTB NPOTCCTEPOHY mikponizosanoro 200 mr
Active ingredient: | capsule contents 200 mg of micronized progesterone

AN®, capsules 200 mg Ne 14 (7x2) in blisters

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

Jlikapebka dopma:kancyan no 200 mr
Dosage form: 200 mg capsules

Poamip Ta T nakysamns: Ne 14 (7x2) y paicrepax
Size and type of the package: Ne 14 (7x2) in blisters

Cepist Ne 243762
Batch Ne: 243762

Kinbkicrh npojywuii n cepii : 117262
Numbers units in batch: 117262

JaTa supobnunTea: 07/2024
MFG. Date: 07/2024

TMpupathuii fo: 06/2027
EXP. Date: 06/2027

AHJI: Esponetichka Mapmakories - Hiloue BHLANHS
AND: European Pharmacopoeia - current edition

MOKA3HUKHU SIKOCT1, METOIH TONY CTUMI MEKT PIANILTA
TESTS, METHODS NORMS . RESULTS
Onuc/ Appearance OBankHi M’Ki KENATHHORI Kancyi
JKOBTYBATOTO KOIBOPY, AKi MiCAThH Macisiy
Ginysary cycnensito / Ovoid solt yellowish Binoniznae / Conforms
colour gelatin capsules, containing oily whitish
suspension
Poznananus / Disintegration <30 x8/<30 min 1 e i
Cepejtist Maca HATTOBHCHUX KaTiCyJ (20 xancyn) ) i o o
: * - 2 « ! . F 2
/ Average mass of filled capsules (20 capsules) 648.0 - 792.0 wr / my 729.2 wr /g
Onnopipuicts Macu / Uniformity of mass Ceperist Maca BMicTy Miic 475,01 525,0 v / 198.1 M/ mg
Mean mass of content between 475.0 and 525.0
mg.
- He Binpe 2 kaneyn sigxunsiornes na 7,5 % Biqneritae/ Conforms

BiJl CCpelHbLOro 3HaueHHd, / Not more than 2
capsules deviate by 7.5 % from the mean value, 1,
- Hi ojtna kancyna He BUIXMIIACTL. O 1 157 Bijnosigac / Conforms
Bin cepeaboro suatents. / No copsule
deviates by 15 % from the mean valuc.

Ounopixuicts 1030BANAX OAUITHIL/ Uniformity

V pinnosigrocti 3 €sp. @apM. (LipHiMaILHE

of dosage units snauenus) / In accordance with Ph. Fur. 3.5
(acceptable values) !
Cepeaniit eksiBaieHTHAI miamcip: - AMiy / A/ pum

Po3mip HacTHHOK TOHKOAHCIIEPCIOro
nporectepoity / Micronized progesterone particle
size

Mean cquivalent diameter: 2 —4 ;im

- miamerp 95-100 % HaCTHHOK MCiIIE 160 97%
{74

nopistioe 10 mim, / diameter ol 93-100%
particles less than or equal to 10 pm.

- niamerp 30-55 % uacTHHOK Miw 2 N A%
diameter of 30-55 % particles botween 2and 4

pm |

- miamerp 20-60% uacTHHOK Min: i 2 amwar tar 20%
diameter of 20-60% particles between O and 2|

pnt,
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InenTudiranis/ Identification

Mporectepon/ Progesterone

Twrany piowent / Titanium dioxide

Yac YTPHUMAHHS nporeeTepony s
BiMPOOYBAHOMY  POSUHHI  BIUIOBIAAE  aCy
YTPUMAKHS  [POreCTepOHy B KOIITPOIILIONY
pozumii./The retention time of progesteronc in
the test solution agrees with the retention time
of progesterone in the control solution.

OcHosHa TIsiMa Ha XPOMATOrE
BUOPOBYBAHOrO  POFURIY  Ritnorime S
BeuuuHol0 RE i IHTEHCHBHOCTT “adipiiciii
OCHOBHI# nasmi na NroMaTorpa

KOHTPONBHOTO po3uuHy/The tiin =pot in the
chromatogram of the test solution wugrees with
the main spot in the chromutoarii of the

control solution by Rf value and intensity ol

colour

Konsopona peaxuis/Color reactin

Bisuonijae / Conforms

Bizaies e 7 Conforms

Bixnonizac / Conforms

Kinnkicie susnavenns / Assay
Mporecrepon / Progesterone

190 — 210 mr/kanicysy /g vonsule

Mikpo6ioaoriuna wicrora/ Microbial
contamination(®
(nepopaasno i Barinansio) / (oral and vaginal)

BCbOro KHTTC3AATHIX acpoBHIX MIKpOOPraHisMis
/ Total viable aerobic microorganisms

Escherichia coli
Staphylococcus aureus
Candida albicans
Pseudomonas aeruginosa

Baxrepii / Bacteria £ 102KYO/0 /< For CFL

TpuGu / Fungi < 10" KYO/r/ = 107 Clit g

BincyHi/r / Abscnt/g

M Microbiological tests are performed at least on |
batch per year of Utrogestan 200 mg dose at
release/ MikpoBionoriuni BunpobyBsaHHs
NpOBOAATLCS LWioHafiMene Ha |

napTii Ha pix Yrpowecraiy nozoio 200 mr

lana cepist npoRyKTy BUpoGJieHa y BIINOBIAHOCTI 0 BUMOT GMP. This batch of produt

Bunyueno uis sactocyrants B Yrpaiui.

GMP. Released for tee 1 1F

HaliMenyBanis, MICLC3HAXODKEHIA Ta HOMEPH JillcH3ii BCiX Name, addre

IUILHULD 3 BUPOOHUUTBA T KOHTPOIO AKOCTI:

Cingea dapma, CJI, Tenauis (kinuesnil supofuig)

Tlonirowo upycrpians Eminiano Pesinest Canc, Asenina ac Arpena, Poligono Industr

31, Onngera, 42110 (Copis) lenanis
Howmep nitensii: 6358

and quality cont:-l;

Cyndea Pharma, S

Olvega 42110 (Sotia M

Number of liceia s 4758

3asiga npo ceprrdirxaniio

OO

200 mirkancyny / my/capsule

n/a

fas boea manufactured i compliance with

aine,

licences for all sites ol manufacture

L Spain {total manufacturer)
e Devilla Sanz. Avenida de Agreda, 31,

[uM # 3acBifMylo, W0 HaBeAcHa BWLIC iH(opMauis € HocTOBIpHOIO | TouHolo. [l copio spoaykiil Gyno repodiiciio, BKIIOMAROUH

HaKyBaHHS{/Ma])KyBaHHﬂ Ta KOHTPOIL ﬂKOCTi, Ha BUIC3A3H

Vi

aueHiil mimbHML (8x) y nonsiil viumosiuoeri go runor GMP, BCTAHOBRCHUMA

Coeke kpadingaioprepa abo y 2oche

MiCLIEBHM PEryNSTOPHHM OPraHOM Ta BiMTIOBINHO LO crteundixaniif, WO MiCTATLCH Y |

cricundikauiil na npenapar 4ss 10CHiLIKYBAHOTO nikapcebkoro 3acoBy. Iporokomn i b Ta e i YT HePerTiaHyTo Ta
BCTAHOBNEHO BiANOBiANICTE GMP.

Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch is product hi 1 s nalactured. inelhuding packaging/

labeling and quality control at the above-mentioned site(s) in full compliance with the GV e
with the specifications in the Marketing Authorization of the importing country or prods: = =oe et
Products. The batch processing, packaging and analysis records were reviewed and foun '

s file for Inves
<o tance will

ulatery Authority and
nal Medicinal

. of the locat i
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PILLTEHHSI / DECISION TATA BUTIYCKY / RELEASE DVTE Tl wiionizaniol ocodn/

27.02.2025 Signature «f Feputy Qualitied Person
3ATBEPIOKEHO / ACCEPTED
Victor
TTPI3BUIIE TA TIOCAIA OCOBH, 1110 ! -
BUIAJTIA JIO3BLUT HA BUITYCK CEPIi/ Victor j{"'?”ge
Name and position of the person issuing the e atMmenez
permit for batch release Ca I onge 2025.032.27

Victor Calonge : ' m f 07 15:31:36
+01'00'

|

Deputy Qualified Person

Page 3 of


http://www.tcpdf.org

