JEPYKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCHKIA OBJIACTI

npor. Ceimmrunot Hamil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.kot@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3€HOTO B YKPaiHy JKapchKoro 3acody

26.08.2024 Ne 41347/24/10

NPOXKECTOXEIb®
(aiiMesrynagis AikapoLrore sacoGy ariatio 3 peecrpaniiimie nocsinennsa)
resin, 10 me/r; no 80 ry Ty6i; mo 1 Ty6i y KoMmTexTi 3i NaTEIeM-103aTOPOM ¥ KAPTOHHIiH
maymi
(thopma BrNycKy, 203YBaHIA, BIE IAKYBALNIR AKAPCLEOTO 30C05Y)

Homep peectpautiinoro nocsiguenns UA/3839/01/01 crpox aii peecrpaniiinero nocsinuenns 01,01.2099
Cepis mikaperkoro 3acoby Ne 341 Kiaericts BBesenoro sixapeskoro sacoby 14760

Bupobaig besen Meustodiekaypinr Benxiym, Bensris
{Hufizenysanns anpofunks MikapepKore 3ucody, kpailin ROXOLKERHE)

Baesero B Vipainy Crinbne yKpainCchK0-eCTOHCBKE IHANPHEMCTBO Y GOPMi TOBApHUCTBA

3 o6mexenon pixnosinansnicTio "Onrisna-@apsr, ITAM, igenr. woa:
21642228
(nafivenysauns Ta oy sa €APIIOY wopsaiasol vcod ado npiseiuge, ia's, M0 GaTsXosi (iznHol

ocobir - manpiemaa, i Micye TpoXMBAHHSL T2 peecTpaiifigii Homep oBaikoRoT KAPTEI NANTHHKA
nogatxie abu cepia T2 Hosep micnopra)

Mpotoroa sisyansnere xourposro eia 20.08.2024 N= 2445/1,

32  pesyAnTATAMH ACNKABHOrG KOHTIPOMIO BCTAHOBACHO, IO NiKAPCHKME  34ci0  BBeseHO0 B Yrpainy 3
AOTPHMAHHAM aunmor 3ak0110gaBCTaa H100 3a0e3TICHEHHS AKOCTI MKAPCHENX 3ac0Gin.

/g @m/ Bixtop CTEMKIBCBKHMH

lrnnmu:}" (infuian T4 npmmmle)




Bupotains: Desen
Menswderaypine beupriys
Manufacturer: Besins
Manufacturing Belgium

BESINS
HEATHCARE

By your side, for iife

Tesfpake: +32 (032 33

Tel Aax: +32 (03233

Ipor -~ Eirﬂp;xmm'rpa“r 128, 1620 Jporeudee, Beawris | U/
495 707432 (012 377 52

Groot Bijgaardenstraat 128, Drogenbos, 1628, Belgium
4 95 70/+32 {02 377 532

. UKRAINE
AHAMITHHMHHIT CEPTHOIKAT AKOCT! KIHIEBOT'O HPOAVKTY
CERTIFICATE of ANALYSIS

Procedure namber: CQ.A, 095, ed. 19

BEPORECTOREILE, remn, 1 mr/r o 80 ¢y rySi B woaMuaeryi 31 mwoareaey-z03aroposs N 1
PROGESTOGEL®, gel, 10 mylg 80 o in a tube completed with a measuring spatula N |

Active ingredient: | g-of pel contents 10 mg of pmmstuumi Agonsingt inrpezgicnr: | vremo suerire 10 Mr nporecreporty

Pecerp, nocs. Ne UA/3839/01/01
Registration certificate Ne UA/3839/01/01

Alitcies descrporose
Validity date: unlimited

Cepin Ne 341
Baich Ne 341

Kianwiers npey wedf 1 cepii: 14 760
Numbers units in bately 14 760

Hara suroronsennm: 04042004
MFG. Date; 0:4.04.2024

Hpersdi ao: 03,2027
NP, Date: 03.2027

MKH: Ceponeiicska Dapsakories - 2H0MC BUAAHIS
AND: Buropean Pharmacopoeia - current edition

HOKAZHHKI SIKOCTI, METOAN

JLOTIVCTHME MEXK]

PE3IYVALTATH

TESTS, METHODS NORMS RESULTS
Josuimuil sueng (Bizyansno) / Amoniniesa  1yGa,  wo  sicors | Binmosizae / Conforms
Appearance (Visual control) Geabapamidi, nanisoposopull, 3nerka
onwlecuiiorovi  rexs 3 3anaxos

canpry/ Aluminium fube containing a
transhugent  slightly  opaleseent  gel
with aleoholic odour

Cpengin maca (3sukysanss) / 80-841/ 801w g 83 r/g
Mean sweight {weighing)
pH (noremtonmerpin) / pH {potentiometric) 6,6—-82 661082 7.2

Baakicrs (sickozimerpin)/ Viscosily (viscometry)

15,0 - 35,0 Mae!
153.0 10 33.0 Pas

272,120 Mac/Pas

Devrndixanis / Identification:
[Tporecrepon (BEPX) / Progesterone (HMPLC)

Oxrgogeranon (TIHIX)Y Octyldodecano! (T1.0)

Evanos (I'X) 7 Ethanol {(GC)

losirtasia /
Positive
MNosarnpna /
Positive
Hozrnsna 7
Positive

Bianosinac / Conforms
Bisnoninac / Conforms

Binnosinae / Conforms

Kinsgicne spysmaenns / Assay
[porecrepou (BEPX) / Progesterone (HPLC)

0,95 — 1,05 i;{ui\r}
0.95 to 1.03 % (w/w)

1O % s,
1.01 % wiw

Eranoa (I'X)/ Ethanol (GC) 44,1 - 5 1,3 % (M50 47,6 % s
44.1 w0 31.3 % (W) 47.6 % whv

C)-*np(mismi nosinmat (BEPX) Related substances (HPLC) He nposoawrnes /

Homimra B / Impurity B <0.5% Not performed

Josimka C/ Impurity C <0.5 zu

Jowimxa G/ Impurity G <0.5%

G-g-rigporeHuporectepon / G-u-hydroxyprogesterone <0.3%

G-Brrinpokennparecrepon / 6-B-hydroxyprogestcrone 0.5 %

G-keronporecrepon 7 6-ketoprogesterone <0.5%

Heninosta gomimea f Unknown impurity
Cyvaa gosimox / Total impurities

0.10 %
<2.0%

MikpoGiosoriana uncrora® /
Microbial contamination *

- Jaransue yneno acpoluux Mikpoopranisis (TAMC) / Total

aerobic microbial count (TAMC)

- Jaranbie MicHo Apincukory Ta naicenesux rpudis (TYMC)/

Total combined yeast and moulds count {TYMC)
- Pseudomonas aseruginosa

- Staphylococeus aurcus

! JIOCATERCHIR: BPOEBOANTS 0t ROWHOT 2047 cepit/
! Test performed every 20 batches

He Sinpine 107 KOB#/r
Not more than 107 CFU/g
He Bismure 107 KOBfF

Not more than 10* CFUle

4,

Bineyrnicrn/r / Absencelg
Bineyroicon/ / Abz»umc’g

* Teet e AposoAuBes
s ranol cepit’ Test is
not made for this bateh.
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Jlara oeraimsoro anaaizy/ Date of the last analysis:
Ocranus npoananizosana cepis /Last analysed baich:

04.04.2024
330

Haua cepin npoaysty supoGiacsa y sianosizuocti ao sivor GMP,
Bunymeno ana 3acrocysanng » Yrpaini,

This bateh of product bas been manufactured in compliance with
GMP. Released for use in Ukmine.

Hafistenysautis, MiCHCSHAXODESHES  Ta  HOMepit  Hitemsili  neix
AUTHEHILE 3 BRPOOHINITEA TR RORTPOIIG SKOCTI:

Name, address and number of licenses for all manulacturing sites
and quality control:
Bulk manufacturer_and quality _control, primary. secendary

Bupofumireo ieposhaconauol npoay il T RONTPORIO SROCTH,
TICPRIIA T4 BTODUINIA VIAKOBKA, O3RN Ha unyek vepil:
Lesen Meuntodecuypinr Beamaiya

I'por — Birapaemnrpar 128, 1620 Apoerendoc, Bewuria
Honep stinensiii: 10191

Besins Manulacturing Belginm
Groot Bijgaardenstrant 128, Drogenbos, 1620, Belgium
Number of license: 1019H

3asisa ppo cepripiraiio

Lise 8 zaceimnyio, mo naseaena simpe indopsanis ¢ xocrosiprow 1 rounmo, o cepito npoaymdi Gyno supobaeno, pramoumoun
HAKY BRITHA/NMAPKY BAHIA T4 KOITPONE SROCT, Ha Buesaziaveniii ainsnnui (4x) y nosuii sianosisuodri o pistor GMP, seranosaeuivm
MICLERIM PEryASTOPHEM OPrauoM Ta Bianosigno 1o crenmwirauiii, wo MicraTsen y peccypaniinionmy nocse kpafun-imnoptepa alio y
noese crenudikauiit na npenapar g gocaipkyranoro sikaponkoro 3aceSy. Hporosoan pupoBunirea, makysauus ta amuiie Oyno

HEPErMEY TO T BOTAHOBACHD Bignoniaict, GMP,
Deelaration ol certification

[ hereby certify that the above information is authentic and accurate. This bateh s product has been manufactured, including packaging/
labeling and quality control at the above meationed site(s) in full compliance with the GMP requirements of the local Regulatory Awthority
and with the specifications in the Marketing Authorisation of the importing country or product specification file for Investigational
Medicinal Products. The bateh processing, puckaging and analysis records were reviewad and found o be in compliance with GMP.

PLHHEHHSE/ DECISION
Jlana cepis npoaykra simoninuae sisMoray crietipicanit/
This bateh of product conforms to requirenients of specification
ZATBEPHKEHO / ACCEPTED

CONFORME

JAATATDATE iz pignosigansio!
acodif
Signature of Qualified

Person

23.05.2024

Tehimtchua Nelly
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HJEPKABHA CIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCHKIA OBJIACTI

npos, Critnyaoi Haaii, 3, m.Knie, 02099, ren/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo AKiCTL BBe3eHOT0 B YKpaiHy JikapchKoro 3acofy

26.08.2024 Ne 41348/24/10

NPOKECTOXEJIL®
(maiiMenysatiis Aixapcekoro 3aceBy arigHo 3 peecTpanifisiam NOCBIIMCHHSM)
ek, 10 Mr/r; no 80 r y Ty6i; no 1 Ty6i y KoMnaeKTi 3i mare eM-g03aTOPOM Y KapTonHii
na4ni
{hopma Bitryexy, RO3YRAHES, BRI NAKYSAHINL TIK3PCLKOTE 31C00Y)

Hoxep peectpauiiinoro nocsiguenna UA/3839/01/01 crpox aii peectpauiitnoro nocsinueasa 01.01.2099

Cepis mikapesxoro sacofy Ne 342 KinexicTs sBeseioro mikapepkoro 3acoby 15570
Brpofimix bezen Menstodrexuypinr Besmxivm, Besbria
{HofineryBanus Bpoduika NikapeLkore sacody, Kpalls RUXORKEHHS)
Bseseno 8 Ykpainy Cninsne yKpaiRCbK0-eCTONChKE HANPHEMCTRO ¥ (opmi ToBapucTBa
3 obmezxenolo BignoBigaasHicTio "Onrima-@apy, ITHY, taent. xoa:
21642228

(nafivenysansa 1a kog 33 €PIIOY ropnmeaiol ocolit abo npisesge, jal'a, mo GaTLEOBL QriztaHoT
ocobit - ginnpiesus, 7 Micue npowiBai Ta peceTpaniiinni nosep obaikonot xapTrif naaTunKa
noaarxia afio Cepid Ta HoMEp TACNOpTa)

Hporoken sisyaastors xenrpoao six 20.08,2024 Na 2445/2.

Ja  pesyiAbTaTaME  JEP/KEBHOIO KOHTPOMIO BCTAHOBNEHO, IIe nikapeskuii 2acid  BBezeHo B Vkpdiny 3
JOTPHMAHHSIM BiMor 3aK0R0IABCTEA 100 3abe3eueH s AKoCT] Aikapes kX 3acobis,

/é : @;’/ Bixtop CTEGKIBCBK I

s N 3
& (manuey {initany ta npizsnuie}
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Bupodnuk: Besen
Menniopernypinr Beaasriym
Mamufucturer: Besins
Manufacturing Belginm

BESINS
HEATHCARE

By your side, for life

I'por — Birapaemmrpar 128, 1620 Jporendoe, Beanrin
Temdrage: +32 (012 334 95 70432 (02 377 52

Groot Bijgaardenstraat 128, Drogenbes, 1620, Belgium
Tel /Fax: +32 (002 334 95 70/432 (0)2 377 52

) UKRAINE
AHATITHUHEIT CEPTHOIKAT SIKOCTI KIHHEROTO POJAYKTY
CERTIFICATE of ANALYSIS

Procedure number: CQ.A, 093, ed. 19

NPOKRECTOKRENLE, rean, 10 /e up 80 v y vl p rosuuresri 3 muaresest-ozatopos Ne 1
PROGESTOGEL®, gel, 10 mg/g 80 g in a tube completed with a measuring spatula N |

Active ingredient: | ¢ of gel contents 10 mg of progesterone / Axrumsul inrpepient: 1 v resno Micrms 10 siv nporectepony

Pecerp, nocs. Ne UA/3839/01/01
Registration certificate Ne UAZ3839/01/01

avs

Jlificue: Geserporone
Validity date; anlimited

Cepin Ne 342
Batch Ne 342

ey

Kiasricrs npoayraif s cepif
Numbers units in batch: 13 370

15 576

Jara surovopseuns 0:004.2024
MFG, Date: 04.04.2024

Bpssecrsnit po: 03,2027
EXP. Date: 03.2027

MRS Coponiiichra Dapyarones - AIONS BN
AND: European  Pharmacopoeia - current edition

HOKAZHIKY SIKOCTL METOAN

AOTIYCTHMI MEK]

PESVILTATH

TESTS, METHODS NORMS RESULTS
osuimuill surang (Bisyansso) / Amostiniesa 1vla,  wo  aderore | Binnosizac / Conforms

Appearance {Visual control)

Gesbapeauil, nanipnposopiil, 3nerkas
onasccHiioionnit  reas 3 3a0aNoM
enapry/ Aluminkum tube containing o
transtucent  slightly  opalescent  gel
with alcoholic odour

Cpeius Maca (3naskyranis) /
Mean weight (weizhing)

§0-841/ S0to 84 g

824 /g

66-82 661082

24

pH (norenuiomerpia) £ ph ( potentiometric)
B aaxicrn (sickosuserpin)/ Viscosity (viscometry)

13,8 - 35,0 ac/
15.01035.0 Pas

27,880 [1a.c/Pa.s

{enninhivauia / Jdentificntion:
[Mporecrepon (BEPX) / Progesterone (HPLC)

Orrunpoaexaon {THIXNY Octyldodecanol (TLC)

Frramon {I"X) / Ethanol {(GC)

Tlozsrnsuaa /
Positive
losuruana /
Positive
[losrara /
Positive

Bizgnosigac / Conforms
Biauasinae 7 Conforms

Binnorigae 7 Conforms

Kinpricae nussanensn /. Assay
Tporectepon (BEPX) / Progesterone (HPLC)

Erranosn ("X} / Ethanol (GC)

0,95 ~ 1,05 % {m.M)
0.95 to 1.03 % (whw)
44,1 - 51,3 % (sedm)
44.1 1o 51.3 % (w/w)

E,Q] Yo sria
101 % wiw
47,6 %o s,
47,6 %0 wiw

Cynporizni gositugn (BEPXY Related substanees (1IPLC)
Hostimxa B/ Impurity B

Hosbura C/ Impurity €

HJosbixa G 4 lmpurity G

G-a-rifpoReHIporecTepolt / G-u-hydroxy progesterons
O-fi-ripokennporestepon / 6-B-liydroxyprogesterone
6-rketonporecrepon { 6-ketoprogesterone

Henigoswa gostimka / Unknewn impurity

Cysia gosintok / Total impurities

<0.53%
< 0.5 %
<0.5%
0.5 %
0.5 %
5%
J0%

2.0 %

He nporogurses /
Not performed

Migpobivnorium uierora' /

Micrebial contamination !

- Jarannie wneso aepobuux mispoopraniamis (TAMC) / Total
acrobic microbial count (TAMC)

- Zarwisne uHeno apbrakomy a naicewernx rpudis (TYMC) /
Total combined yeast and moulds count {TYMC)

- Pscudomonas aeruginosa

- Staphylococcus aureus

¥ JlocHiuReHES HPOBOARTL AN KowKI0Y 201 cepii/

U Yest performed cvery 20 batches

He Ginpure 10° KOE/r
Not more than 16* CFU/e
He 6insme 10! KOEr

Not more ilian 107 CFU/g
Biaeyrnicrs’r / Absencely
Biacyrnicts/r 7 Absence/g

2

# et HE IPORDTIBCS
s panol cepit? Test is
not made for this batel.
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Jwra oerannnoro auanisy/ Date of the last analysis;
Oeranis npoananizosana cepin Last analysed batch:

04.04.2024
339

Jana cepin npoayxty supobacna y signosiznoeti go susor GMP.
Bayiieno s sacrocysanus 8 Yrpaiui.

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

Hafimenysarng, MICUESHANOURCHER A nosepn  aiuensiil  neix
APTHHILL 3 BAPOGIIIETEA T2 KORTPOMIO HKOCTI:

Bupousrso sepoihaconannt ppoaysul T KOWIpoms Ao,
NEPRIHIA TR BIOPUHEA VIAKORKD, H03RIN 11 BUNYCK cepil:

Bezen Menntoderuypiur Bemuriym

Ipor - Birapzenmypar 128, 1620 Aporendot, Beasrin

Hoamep sijnensiii; 1019H

Name, address and number of licenses for all manutacturing sites
and quality control:

Bulk _manufactorer and
packagine site, release site;
Besins. Manufacturing Belgium

Groot Bijgaardenstraat 128, Drogenbos, 1620, Belgium
Number of license: 1019H

quality _control,  primarv, secondary

3aunpa ups cepridirauio

Llis 8 3aceiznyio, mo Haseaens sinue indopsatis ¢ aocropipuoio 1 rounow. Lho cepiio npoayruil Gyno mipobicho, srnowaonir
NAKY BRH S/ MAPKY BRHHS T2 KOHTPOIH AROCTE, B Bumeaasnaveniii almsnnd (2X) y nosuiif siznosinnocri 20 Bisor GMP, peraHoRgeHIMH
MICHCREN PEryRRTOPIIM OPraHoM Ta Bianosiako 4o enenndikauiii, wo Micratses v pecerpauiiinosry jtoene kpaius-ismoprepa afio y
Hoeke eneridirauiit na npenapar anm Hoenimrysanoro mikapenkoio sacoly. Hpororosxn supoSmuraa, nasyeanag ta ananisin Gyno

REPErAgNyTo Ta seTanoBcto sinnosiauicrs GMP.
Declaration of certification

I hereby certily that the above information is authentic and accurate, This batch is product has been manufactured, including packaging/
fabeling and quality coniro! 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 Authorisation 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.

PIHETIHS / DECISION
Jlaua cepis npoaykta pignosianac sustoram crcipuirandi/
This batch of product conforms to requirements of specification
ZATBEPIDKENRO / ACCEPTED

CONFORME

JAATA/DATE THinnne sianosigannol
ooty

23.05.2024 Signature of Qualified
Person

Akahi Saint Paul
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