' BupoGunxn/ manefsclorers Micueanaxequennn / address . ]
Bl BESINS | Cinnes ®npus, CA imennii supoGumz) / Tonirono In;uytgpiam F:mg:l‘:;s k(:lw ?;'mm
Cymdca Pharms, SL. (foial manufaciurer, Re Argega, 31, Omeaera, iix / Poligmo
' REALTHENRE ‘ ) Indoatriad Emiliano Revilla Sanz. Avenida de Agreda, 31,

Innovating for Well-being

Olvega 42110 (Soria), Spein

VA

UKRAINE

AHAJITHYHHR CEPTHOIKAT HKOCTI KIHIEBOTO RPOAYKTY

CERTIFICATE of ANALYSIS

'YTPOXECTAN®, cancyan uo 108 mr )& 30 (15x2) y Galcrepax
UTROGESTAN®, capsules 100 mg )& 30 (15x2) in blisters
Axrisunii iurpegient: 1 xancysa MicTiTE DporecTcpoHy MixpoHizosanoro 100 ar
| Active ingredient; 1 capsule contents 100 mg of micronized progesierone

Pecctp. noce. Xk UA/2651/01/02
Regisiration certificate Ne UA/2651/01/02

Jlixapeska hopma:kancyan no 100 mr

Poawmip 1a MR mxjsiﬁnn: Ne 30 (15x2) y GnicTepax
Size and type of the package: Ne 30 (15x2) in blisters

Dosgge form: 100 mg capsules

Cepin N 192113 Kinexicrs npoay«uil B cepit : 106079
Batch Ne: 192113 Numbers units in batch: 106079
Jlara pupoGumyrna; 05/2019 Npuaarunii go: 05/2022
MFQG, Date: 05/2019 EXP. Date: 05/2022
AH/L: E€nponeficrka dapmakones - Altove BHIAHHS
AND: European Pharmacopoeia - current edition
NOKA3ZHHNKH AKOCTI, METOAU AONYCTHMI MEXI PE3VIbLTATH
TESTS, METHODS NORMS . . . RESULTS
Onnc/ Appearance Kpyrni m'ski Gnuckydi KCRETHHOBl KENCYNHM IKOBTYBATOIO Binnogipac/ -
Komsopy, skl micrats macaamy Ginmysary cycnemsiio (nacty) / Conforms
Round, slightly yellow soft briltiant gelatin capsules, containing
olly whitish suspension (paste)
Po3snananun / Disintegration <15/ <15 min 7 xn /min
Cepenna maca HanosHeHux Kancys (20 xaucysr) | 342.0-378.0mMr/mg 350,6 Mr/ mg
{ Average mass of filled capsules (20 capsules)
Ounopignicts mack / Uniformity of mass Cepenun maca nmicty mix 237,5 1 262,5 mr. / 242,6 vr/ mg
Mean mass of content between 237.5 and 262.5
me.
- He Ginswe 2 kancyn nigxunsiorscs ua 5 % Binnosixae / Conforms
Bi cepeausoro 3uaueuns. / Not more than 2
capsules deviate by 5 % from the mean value,
- Hi oauna kancyna ne niaxunsersca ug 10 % Biznosigae / Conforms
BiA copeAxboro 3naueHns, / No capsule
deviates by 10 % from the mean value,
Onwopiauicts golonannx ogunnus/ Uniformity | V signosianocri 3 €ap. dapm, (npulivamie
of dosage units anauews < 15) / In accordance with Ph. Eur. 9,5
(acceptable values < 15)
Cepeuniii cksisancuThult aiamerp: 2 — dmkm / Bignosinae / Conforms
Poamip 4ACTHHOK TORKOAHCIRPCHOr0 Mean equivalent diameter: 2 -4 pm
nporecrepony / Micronized progesterone particle
slze - giamerp 95-100 % uncrunox Merme abo 100%
Aopistice 10 M, / diameter of 95-100%
particles less than or equal 1o 10 um,
- atamerp 30-55 % gactinox Mix 2 | 4 mem. / 45 %
diameter of 30-55 % particles between 2 and 4
pm
- giemerp 20-60% vacruuor mix 0 § 2 mim.fthe 48 %
diameter of 20-60% particles between 0 and 2
pm,
Inevndrikauis/ Identification
Tiporecrepon/ Progesterone Yac YTPUMAHHA nporecrepouy B Bianoniaac / Conforms
sunpobynanoMy po3wnni  Bianomigae wacy
YTPHMEHHS TPOICCTCPOHY B KOKTDOJIBHOMY
posunni/The reteation time of progesterone in
the lest solution agrees with the retention time
of progesterone in the control solution.
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Ocosna NUWIMA BB Xposasorpesi Binnosinac / Conforms.
mmpobysanoro  posamly  BigmoRimC 3
semrnioio RE i imcecmssoct safspancuis
ocwostii nnaMi " xposaTorpasi
xouTpoRsuoro pocsinly/The main spol in the
chromalogmm of the test solution agrees with
thc mein spot in the chromalogram of the
control solution by Rf veluc and intensity of

colour
Turany ajoxcry/Titanium dioxide Komwoposa peaxuin/Color reaction Bianosiase / Conforms
Kinsxicie smanauenns / Asssy :
Tporecrepon / Progesicronc 95 — 105 mr/kancyny / mp/capsule 98 mr/kancyny / mg/capsulc
MixpeSienoriuna ancrora™ / Microblal
centamination®

{(nepopanuwo | sarlusnnuo) / (oral and vaginal)
Beroro xurreanaTiix aepobaax MikpoopraniaMis | Baxrepil / Bacteria < 102 KYO/r/ < 10° CFU/g

{ Total viable acrobic microorganisms I'putn / Fungi < 10' XYO/r/ < 10" CFU/g N/a
Escherichin coli

Staphylacoccus aurcus

Candida albicans BincytHi/r / Absent/g

Pseudomonas acruginosa

) IMepenipreracs ua xoxulit 20-# napril /
Performed on every 20 lot

Jana cepix nponyxty supoGncsn y signoninuocri no sumor GMP, | This batch of produél: has been manufactured in compliance with
Bunyleno ang anctocyrnnus » Ypalai, GMP, Released for use in Ukraine.

Cingon ®apaa, CJI, Icnanis (xinunesuh supobunk) Cyndea Pharma, SL, Spain (total manufacturer)
Homep niucHait: 6358 Number of license: 6358
3anua npo ceprudlxainlo

LM n 3acnignyio, mo iiancyena Buue imtopmauin € zocromipxoo i Townowo. Lo cepilo npwmm' Gyno supobneHo, BI/OMAIONH
NAKYBAUNA/MAPKYBBIHA T8 KOUTPOAL AXOCTI, Ha Buumesusiayenlit ainuivul (5x) y nosuik pianopianocTi xo numor GMP, BcTAHOBACITEMA
MiCLEDMM PErYARTOPIM OPTanoM Ta Bianosinto ao cueuudixauif, mo MicTaTeca y peectpauifiomy Rocse kpainn-immoprepa abo y nocke
cneanivaulit ua nponapar A aocaimxysaioro aikapcskoro 3ucoGy. Iporoxoms supobuues, nakysaHus Ta auwnisis Gyao neperaguyTo TA
ncranosneno sianonianicrs GMP.

Declaration of ceriification

1 horoby oortify that the above information {a suthentic and accurate. This batch is product has been manufactured, including packeging/
labeling and quality control at the above mentloned 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 he jp compliance with GMP.
PILEHHSA / DECISION JATA BUNYCKY /RELEASERDME™ iniue nianosinansne?

3ATBEPIGKEHO / ACCEPTED 24.07.2019

[PI3BHILE TA [TOCAJIA OCOBH, L0

BUJIAJIA IO3BIN HA BHIIYCK CEPIY CYNDEA

PHA .
C.I.F. gg H g-L

Name and posilion of the person issuing the St ' , .
permit for batch releasc Pol ind Eniigng - /’ 7/ _
Gonzalo Ballesteros AV‘;T };Q'eda- 31 4210 0tveas
976645474 Fay: 976 adnen
Depuly Qualificd person Ml
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JEPKJIIKCITY XBA
NEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KNIBCBKIU OBJIACTI

npocmext Banepis JlobaHoBeskoro, 51, M. Kuib, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €APTIOY 37078774

BUCHOBOK
Npo AKiCTL BBE3€HOro B Y Kpaily JiKapcbKoro 32c00y

20.09.2019 Ne 54380/19/10

YTPOXECTAH®

(HaliMeHyBaHHA JTIKAapeLKOro 3aco0y 3rifHo 3 peceTpauiiHUM MOCBIAUEHHAM)
kancyu mo 100 mr; mo 15 kancya y 6aictepi; o 2 6.icrepH y KapPTOHHI KopoOmi 3
MAPKYBAHHAM YKPAiHCHKOIO T4 aHIJIHCEKOI0 MOBAMH

(dhopma BHIycKy, 03yBaHHA, BII NAKyBaHIIs JIiKapCeKOro 3acoby)

Homep peecrpauiiinoro nocsimsernns UA/2651/01/02 crpok xii peecTpauiiiHOro noceintenHs 01.01.2099

Cepis nikapcbkoro 3acoby Ne 192113 KinbkicTs BBe3€HOTO Jikapchkoro 3acoby 106079
Bupo6Huk Cinpea ®@apma, CJ1, Icnanis
(HaiivMeHyBaHHs BHPOGHEKA TiKapchKkoro 3acody, KpaiHa NOXOAMEHHST)
Beeseno B YkpaiHy CniijibHe YKpAaitchbK0-eCTOHChKE MINPHEMCTBO Y (opMi TOBAPHCTBA
3 obMeKeHo0 BinmosizaapHicTio "'OnriMa-®apm, JITA', inen. kon:
21642228

(haimMeHyBalus 1a kox 3a €JIPTIOY jopuauunoi ocoby abo mpiseuiue, im's, o GarekoBi GisHYHOL
0co6H - MiANpHEMU, 1i MICLE NPOXHBANES Ta PEECTPALIIAHUE HOMED 001iKOBOT KapTKH ILIaTHHKA
nofarkip abo cepis Ta HOMEP Mmacnopra)

Ipotokosn BisyansHoro kouTpomo six 20.09.2019 Ne 3120/1.

3a pe3yibTaTaMi [EPKABHONO KOHTPO/K  BCTAHOBJIEHO, 11O mikapcekuil  3acib BBeseHo B Ykpaidy 3

JAOTPHMAHHSM BUMOT 3aKOHOIABCTBA LIOAO 3afe3neyeHHA AKOCTI NiKapChKiX 3aco0iB.

JlepxaBHod ¢
Ta KOHTp{S:[ [ 3
obnacril|

0.B. Kopanenko

“T‘IQ“_""“__'_'_‘““

fmrpmuo)

{nocaz a@aﬁ OpraHy Iepx; 4 (miaduc) (inilliajii T2 Npi3BHLIE)
K72



' BupoGunxn/ manefsclorers Micueanaxequennn / address . ]
Bl BESINS | Cinnes ®npus, CA imennii supoGumz) / Tonirono In;uytgpiam F:mg:l‘:;s k(:lw ?;'mm
Cymdca Pharms, SL. (foial manufaciurer, Re Argega, 31, Omeaera, iix / Poligmo
' REALTHENRE ‘ ) Indoatriad Emiliano Revilla Sanz. Avenida de Agreda, 31,

Innovating for Well-being

Olvega 42110 (Soria), Spein

VA

UKRAINE

AHAJITHYHHR CEPTHOIKAT HKOCTI KIHIEBOTO RPOAYKTY

CERTIFICATE of ANALYSIS

'YTPOXECTAN®, cancyan uo 108 mr )& 30 (15x2) y Galcrepax
UTROGESTAN®, capsules 100 mg )& 30 (15x2) in blisters
Axrisunii iurpegient: 1 xancysa MicTiTE DporecTcpoHy MixpoHizosanoro 100 ar
| Active ingredient; 1 capsule contents 100 mg of micronized progesierone

Pecctp. noce. Xk UA/2651/01/02
Regisiration certificate Ne UA/2651/01/02

Jlixapeska hopma:kancyan no 100 mr

Poawmip 1a MR mxjsiﬁnn: Ne 30 (15x2) y GnicTepax
Size and type of the package: Ne 30 (15x2) in blisters

Dosgge form: 100 mg capsules

Cepin N 192113 Kinexicrs npoay«uil B cepit : 106079
Batch Ne: 192113 Numbers units in batch: 106079
Jlara pupoGumyrna; 05/2019 Npuaarunii go: 05/2022
MFQG, Date: 05/2019 EXP. Date: 05/2022
AH/L: E€nponeficrka dapmakones - Altove BHIAHHS
AND: European Pharmacopoeia - current edition
NOKA3ZHHNKH AKOCTI, METOAU AONYCTHMI MEXI PE3VIbLTATH
TESTS, METHODS NORMS . . . RESULTS
Onnc/ Appearance Kpyrni m'ski Gnuckydi KCRETHHOBl KENCYNHM IKOBTYBATOIO Binnogipac/ -
Komsopy, skl micrats macaamy Ginmysary cycnemsiio (nacty) / Conforms
Round, slightly yellow soft briltiant gelatin capsules, containing
olly whitish suspension (paste)
Po3snananun / Disintegration <15/ <15 min 7 xn /min
Cepenna maca HanosHeHux Kancys (20 xaucysr) | 342.0-378.0mMr/mg 350,6 Mr/ mg
{ Average mass of filled capsules (20 capsules)
Ounopignicts mack / Uniformity of mass Cepenun maca nmicty mix 237,5 1 262,5 mr. / 242,6 vr/ mg
Mean mass of content between 237.5 and 262.5
me.
- He Ginswe 2 kancyn nigxunsiorscs ua 5 % Binnosixae / Conforms
Bi cepeausoro 3uaueuns. / Not more than 2
capsules deviate by 5 % from the mean value,
- Hi oauna kancyna ne niaxunsersca ug 10 % Biznosigae / Conforms
BiA copeAxboro 3naueHns, / No capsule
deviates by 10 % from the mean value,
Onwopiauicts golonannx ogunnus/ Uniformity | V signosianocri 3 €ap. dapm, (npulivamie
of dosage units anauews < 15) / In accordance with Ph. Eur. 9,5
(acceptable values < 15)
Cepeuniii cksisancuThult aiamerp: 2 — dmkm / Bignosinae / Conforms
Poamip 4ACTHHOK TORKOAHCIRPCHOr0 Mean equivalent diameter: 2 -4 pm
nporecrepony / Micronized progesterone particle
slze - giamerp 95-100 % uncrunox Merme abo 100%
Aopistice 10 M, / diameter of 95-100%
particles less than or equal 1o 10 um,
- atamerp 30-55 % gactinox Mix 2 | 4 mem. / 45 %
diameter of 30-55 % particles between 2 and 4
pm
- giemerp 20-60% vacruuor mix 0 § 2 mim.fthe 48 %
diameter of 20-60% particles between 0 and 2
pm,
Inevndrikauis/ Identification
Tiporecrepon/ Progesterone Yac YTPUMAHHA nporecrepouy B Bianoniaac / Conforms
sunpobynanoMy po3wnni  Bianomigae wacy
YTPHMEHHS TPOICCTCPOHY B KOKTDOJIBHOMY
posunni/The reteation time of progesterone in
the lest solution agrees with the retention time
of progesterone in the control solution.
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Ocosna NUWIMA BB Xposasorpesi Binnosinac / Conforms.
mmpobysanoro  posamly  BigmoRimC 3
semrnioio RE i imcecmssoct safspancuis
ocwostii nnaMi " xposaTorpasi
xouTpoRsuoro pocsinly/The main spol in the
chromalogmm of the test solution agrees with
thc mein spot in the chromalogram of the
control solution by Rf veluc and intensity of

colour
Turany ajoxcry/Titanium dioxide Komwoposa peaxuin/Color reaction Bianosiase / Conforms
Kinsxicie smanauenns / Asssy :
Tporecrepon / Progesicronc 95 — 105 mr/kancyny / mp/capsule 98 mr/kancyny / mg/capsulc
MixpeSienoriuna ancrora™ / Microblal
centamination®

{(nepopanuwo | sarlusnnuo) / (oral and vaginal)
Beroro xurreanaTiix aepobaax MikpoopraniaMis | Baxrepil / Bacteria < 102 KYO/r/ < 10° CFU/g

{ Total viable acrobic microorganisms I'putn / Fungi < 10' XYO/r/ < 10" CFU/g N/a
Escherichin coli

Staphylacoccus aurcus

Candida albicans BincytHi/r / Absent/g

Pseudomonas acruginosa

) IMepenipreracs ua xoxulit 20-# napril /
Performed on every 20 lot

Jana cepix nponyxty supoGncsn y signoninuocri no sumor GMP, | This batch of produél: has been manufactured in compliance with
Bunyleno ang anctocyrnnus » Ypalai, GMP, Released for use in Ukraine.

Cingon ®apaa, CJI, Icnanis (xinunesuh supobunk) Cyndea Pharma, SL, Spain (total manufacturer)
Homep niucHait: 6358 Number of license: 6358
3anua npo ceprudlxainlo

LM n 3acnignyio, mo iiancyena Buue imtopmauin € zocromipxoo i Townowo. Lo cepilo npwmm' Gyno supobneHo, BI/OMAIONH
NAKYBAUNA/MAPKYBBIHA T8 KOUTPOAL AXOCTI, Ha Buumesusiayenlit ainuivul (5x) y nosuik pianopianocTi xo numor GMP, BcTAHOBACITEMA
MiCLEDMM PErYARTOPIM OPTanoM Ta Bianosinto ao cueuudixauif, mo MicTaTeca y peectpauifiomy Rocse kpainn-immoprepa abo y nocke
cneanivaulit ua nponapar A aocaimxysaioro aikapcskoro 3ucoGy. Iporoxoms supobuues, nakysaHus Ta auwnisis Gyao neperaguyTo TA
ncranosneno sianonianicrs GMP.

Declaration of ceriification

1 horoby oortify that the above information {a suthentic and accurate. This batch is product has been manufactured, including packeging/
labeling and quality control at the above mentloned 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 he jp compliance with GMP.
PILEHHSA / DECISION JATA BUNYCKY /RELEASERDME™ iniue nianosinansne?

3ATBEPIGKEHO / ACCEPTED 24.07.2019

[PI3BHILE TA [TOCAJIA OCOBH, L0

BUJIAJIA IO3BIN HA BHIIYCK CEPIY CYNDEA

PHA .
C.I.F. gg H g-L

Name and posilion of the person issuing the St ' , .
permit for batch releasc Pol ind Eniigng - /’ 7/ _
Gonzalo Ballesteros AV‘;T };Q'eda- 31 4210 0tveas
976645474 Fay: 976 adnen
Depuly Qualificd person Ml
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JEPKJIIKCITY XBA
NEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KNIBCBKIU OBJIACTI

npocmext Banepis JlobaHoBeskoro, 51, M. Kuib, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €APTIOY 37078774

BUCHOBOK
Npo AKiCTL BBE3€HOro B Y Kpaily JiKapcbKoro 32c00y

20.09.2019 Ne 54380/19/10

YTPOXECTAH®

(HaliMeHyBaHHA JTIKAapeLKOro 3aco0y 3rifHo 3 peceTpauiiHUM MOCBIAUEHHAM)
kancyu mo 100 mr; mo 15 kancya y 6aictepi; o 2 6.icrepH y KapPTOHHI KopoOmi 3
MAPKYBAHHAM YKPAiHCHKOIO T4 aHIJIHCEKOI0 MOBAMH

(dhopma BHIycKy, 03yBaHHA, BII NAKyBaHIIs JIiKapCeKOro 3acoby)

Homep peecrpauiiinoro nocsimsernns UA/2651/01/02 crpok xii peecTpauiiiHOro noceintenHs 01.01.2099

Cepis nikapcbkoro 3acoby Ne 192113 KinbkicTs BBe3€HOTO Jikapchkoro 3acoby 106079
Bupo6Huk Cinpea ®@apma, CJ1, Icnanis
(HaiivMeHyBaHHs BHPOGHEKA TiKapchKkoro 3acody, KpaiHa NOXOAMEHHST)
Beeseno B YkpaiHy CniijibHe YKpAaitchbK0-eCTOHChKE MINPHEMCTBO Y (opMi TOBAPHCTBA
3 obMeKeHo0 BinmosizaapHicTio "'OnriMa-®apm, JITA', inen. kon:
21642228

(haimMeHyBalus 1a kox 3a €JIPTIOY jopuauunoi ocoby abo mpiseuiue, im's, o GarekoBi GisHYHOL
0co6H - MiANpHEMU, 1i MICLE NPOXHBANES Ta PEECTPALIIAHUE HOMED 001iKOBOT KapTKH ILIaTHHKA
nofarkip abo cepis Ta HOMEP Mmacnopra)

Ipotokosn BisyansHoro kouTpomo six 20.09.2019 Ne 3120/1.

3a pe3yibTaTaMi [EPKABHONO KOHTPO/K  BCTAHOBJIEHO, 11O mikapcekuil  3acib BBeseHo B Ykpaidy 3

JAOTPHMAHHSM BUMOT 3aKOHOIABCTBA LIOAO 3afe3neyeHHA AKOCTI NiKapChKiX 3aco0iB.

JlepxaBHod ¢
Ta KOHTp{S:[ [ 3
obnacril|

0.B. Kopanenko

“T‘IQ“_""“__'_'_‘““

fmrpmuo)

{nocaz a@aﬁ OpraHy Iepx; 4 (miaduc) (inilliajii T2 Npi3BHLIE)
K72



Yo

AEPXKJIIKCIIYXXBA
AEPXKABHA CJIYIKBA 3 IIKAPChKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

npocnekt Banepis Jlo6anoscskoro, 51, M. Kuig, 03110, Ten/axc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
NPo fKICTb BBE3€HOT0 B YKpaiHy JlikapchbKoro 3aco0y

14.09.2020 Ne 39527/20/10

YTPOXECTAH®

(HalmenyBaHHs NTikapcEKoOro 3acoby 3rimHO 3 peecTpauiiHiM TIOCBi T4EHHAM)
Karicyiu 1o 100 mr; mo 15 kancya y 6aicrepi, o 2 6xicrepn B KapTOHHIH Kopooui

(opma BumycKy, 103yBaHHS, BH/| TaKyBaHHs JiKapChKOrO 3acoby)

Howmep peectpauiittoro nocsimaenns UA/2651/01/02 crpok mii peecrpauitinoro nocsimuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 202217 KinbkicTs BBe3eHOT0 mikapcekoro 3acoby 113711
Bupo6HHUK Cinnea ®apma, CJI, Icnanis
(HaliMeHyBaHHs BUPOGHKKA JTiKapChKOro 3aco0y, KpaiHa IOXOKEHH:)
BBe3seHo B VkpaiHy CuinbHe ykpaiHCEKO-eCTOHChKe NiANpPHEMCTBO y dopmi TOBapHCTBA
3 00MexeHoI0 BiinoBizanbHicTo "OnriMa-®apm, JITI", inent. kox:
21642228

(HaiiMeHyBanHs Ta koA 3a €/IPIIOY ropumutHoi 0co6H aGo npissuime, iM's, o 6aThkoBi GisHIHOT
0co6w - mianpueM, i Miclie MPOKMBAHHS Ta PEECTpallifHIi HOMEp 06IiKOBOI KapTKH ITaTHHKA
noaaTKiB abo cepist Ta HOMep nacrnopTa)

ITpoTokou BizyansHoro kontpomo Bix 14.09.2020 Ne 2527/1.

3a pesynbTaTaMe JepKaBHOTO KOHTPOMIO BCTAHORJIEHO, INO JIKapChKUM 3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHSAM BHAMOT 3aKOHOJABCTBA IOJI0 3a6e3MEeUeHHs AKOCTi JiKapChKHUX 3aCOGiB.
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IEze

s BupobSuuxu/ manufacturers Micucanaxogxenun / address UA
l i BESI NS Cinaea @apma, CJI (kivneaui BupoGuux) / TMonirono [naycrpians Eminiarro Pepinea Caue. Asenina
HEAITHCARE | Cyndea Pharma, SL (total manu{acturer) ne Arpena, 31, Onenera, 42110 (Copis} [enanin / Poligono
Industrial Emiliano Revilla Sanz. Avenida dc Agreda, 31,
Inncvating for Wel-being Olvega 42110 (Soria), Spain
UKRAINE
AHAJITUHYHUA CEPTHBIKAT AKOCTI KIHIEBOI'O IPOJAYKTY
CERTIFICATE of ANALYSIS
YTPOXKECTAH®, kancyau no 180 mr Ne 30 (15x2) y Gaicrepax
UTROGESTAN®, capsules 100 mg Ne 30 (15x2) in blisters
AKTHBHUH IHCpEnienT: | kancysa MiCTUTE IPOTecTEpORy MIKPOHi3oRaHoro 100 mr
Active ingredient: 1 capsule contents 100 mg of micronized progesteronc
Pecctp. mocs. Ne UA/2651/01/02
Registration certificate No UA/2651/01/02 .
Jlikapeska dopmazkancyn o 100 mr Posnip Ta THn nakysanua: N 30 (15x2) y 6aicrepax
Dosage form: 100 mg capsules Size and type of the package: Ne 30 (15x2) in blisters
Cepin No 202217 KinskicTe nponyxuii 8 cepii : 113711
Batch Ne; 202217 Numbers units in batch: 113711
Jata supoGunutea: 05/2020 Mpuparauii no: 05/2023
MFQG, Date: 05/2020 EXP. Datc: 05/2023
AHJ: €sponeiicbka dapmarores - nio0ue BUAANHS
AND: European Pharmacopoeia - current edition
MOKAZHMKH SKOCTI, METOIH ACNTYCTUMI MEXK1 PE3VJIBTATH
TESTS. METHODS NORMS RESULTS
Onuc/ Appearance Kpyrai aski xenarnuos Kancysmd sKOBTYHATOIO KORBOPY, AKI Bigznosinae /
MicTaTe Macnsny Ginysaty cycnersiio / Round, slightly yellow soft Conforms
gelatin capsules, containing oily whitish suspension
Posmagauus / Disintegration <15 x8/< 15 min 7 xB /min
Cepenna maca nanosnenux xancys (20 kaneyn) | 342.0-378.0 v/ mg 349,7 mr/ mg
/ Average mass of filied capsules (20 capsules)
Opnopianicrs mace / Uniformity of mass Cepeinx maca amicty Min 237,5 i 262,5 mr, / 240,5 mr/ mg
Mean mass of content between 237.5 and 262.5
mg.
- He Ginse 2 ganeyn simxmasiornes Ha 5 % Biznonigac / Conforms
Bill CepeAHBOrO 3nagenns. / Not more than 2
capsules deviate by 5 % from the mean value.
- Hi oamna kaucyna ne sigxunaerses 1a 10 % Bianosizae / Conforms
Bl CepenHnoro suatennd. / No capsule
deviates by 10 % from the mean value.
OnuopignicTs gosesanux oaunuus/ Uniformity | ¥V sianosizxocti 3 €sp. dapm. (npuitvansie
of dosage units 2Havenns < 13)/ In accordance with Ph. Eur, 3
{acceptable values < 15)
Cepeauiit exsiBatesTri giamerp: 2 — dmxm / Bianosinae / Conforms
Poamip qacTHHOK ToHKoaUCTEpCHOTO Mean cquivalent diameler: 2 — 4 um
nporecrepony / Micronized progestercne particle
size ~ niametp 95-100 % uacrunox mexme abo 99 %
aopisuioc 10 mkm. / diameter of 95-100%
particles less than or equal to 10 um.
- miamerp 30-53 % uacTuHok Mk 2 i 4 MrM. / 34 %
diameter of 30-55 % particles between 2 and 4
um
- aiaMetp 20-60% wactuniox mix 0 | 2 mxm./the 55 %
diameter of 20-60% particles between 0 and 2
Hm.
Inenvudikauis/ Identification
Ilporeerepon/ Progestercone Yac YTPHMAHHA [IPOTECTEPOHY B Binnosigae / Conforms
Bunpofysaiomy posummi  sinnobimac wacy
YUPHMAHHA NPOreCTCPOHY B KOHTPONLHOMY
posurl/The retention time of progestercne in
the test solulion agrees with the retention time
of progesteronc in the control solution.
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Turany giokeny/Titanium dioxide

Ocnonna e Ha Xpomarorpami
BunpobyBaHOIO  PO3YMHY  BiANMOBIIZE 32
soapukaoe R 1 inrencusHocti 3aGapBreHHs
OCHOBHIA rsAMi Ha xpomarorpami
KOHTPONLHOTO po3suHy/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

Konpopoea peaxuis/Color reaction

Biamonijiac / Conforms

Biymosigae / Conforms

Kiabkicne piszuauenus / Assay
[porecrepon / Progesterone

95 — 105 mr/xancyay / mgfcapsule

103 mr/karicyny / mg/capsule

MixpoGionoriuta wucrora™ / Microbial
contaminationt!
(nepapassto i Bariansno}/ (oral and vaginal)

Beroro smurresiariux acpobrnx MikpoopraniMia
/ Total viable aerobic microorganisms

Escherichia coli
Staphylococcus aureus
Candida albicans
Pseudomonas aeruginosa

Baxrepii / Bacteria < 10?2 KYOA'/ < 10° CFU/g
[pubu / Fungi < 10' KYO/r /< 10! CFU/g N/a

Bincyrni/r / Absent/g

(D Mepenipgerses na goxuitt 20-8 uaprii /
Performed on every 20 lot

Bunyuteno juis 3acrocyBanus B Yepaiui.
Ceprudivary nignonignocyi GMP:
Cinaea ®@apma, CJ1, lenaniv - 6358/19

Jara cepis npogyxty supofiiena y sianosiaHocti mo suvor GMP.

GMP. Released for use in Ukraine.
GMP certificate:
Cyndea Pharma, SL, Spain - 6358/19

This balch of product has been manufactured in compliance with

Llaiistenysanms,  MICHCINUXQUKSHIY T HOMEPH

Jnensii - Beix

JALALIAGE 3 BUPOTHHITEL T KOIPONIO $KOCTL:

Cingea @apma, CJ1, lenanis (kiHucsHit BUpOGHAK)
Homep niuensii: 6358

and quality control:

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

3anasa npo ceprudixauio

BCTAHOBEHO BLANGRIAHICTL GMP.
Declaration of certification

Name, address_and number of licences for all sifes of manufacture

Llam 5 3acBiguyro, o HasencHa Buule indopmaliiz € JocToBipwol0 i To4HOW. [lo cepiio upogykuil Gyne BHPOOGIEHO, BKIFOYAOHH
TIAKYRANHA/MAPKYBAHHA Td KOHTPOJIb AKOCTI, HA BUMIE3a3uaderiit jinnuuui (ax) ¥ moBuil sianosiguocti g0 BuMor GMP, scraoriennMi
MICHEBHM PErYNHTOPHUM OPraHOM T2 BiANOBLANO A0 cneuudikaiii, 1O MICTATECS Y PEECTPALIKHOMY ACCLE KpalHM-iMUIopTepa ab0 y AOCTHE
encumdiranii Ha npenapar juist ocAimKysaHore mkapeskoro 3acoby. [1poToxony BUpoliMiTsa, 1IaKYBaHHS TA aualisis Gyao TeperngnyTo 1a

I hereby certify that the above information 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 Autherity and
with the specitications in the Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were revicwed and found to be in compliance with GMP.

PIHIEHHA / DECISION
JATBEP/DKEHO / ACCEPTED
TIPI3BULIE TA ITOCAJIA OCOBH, 11O
BUIAJIA JO3BLI HA BUITYCK CEPT/
Name and position of the person issuing the

permil for baich release

Mar Sanchez

Qualified person

JATA BUNIYCKY / RELEASE DATE
18Jun2020

TTijeiue BignosigansHoOT

Signature of Qualified
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