HEAUTHCARE
fnnovating for Well-heing

lJI BESINS

Bupots: Jendapn Aporentoc CA
Manufacturer: Delpharm Drogenbos
SA

I'por — Biraprenmrpar 128, 1620 Hporentoe, Bensrin
Ten/daxe: +32 (0)2 334 95 70/+32 {0)2 377 52

Groot Bijgaardensiraat 128, Drogenbos, 1620, Belgium
Tel./Fax: +32 (0)2 334 95 70/+32 (0)2 377 52
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AHATITAYHIE CEPTHOIKAT AKOCTI KIHHEBOTO IIPOAVKTY
CERTIFICATE of ANALYSIS

Procedure number;

CQ.A. 095, ed. 15

MPOIKECTOXKENL®, rems, 10 si/r no 80 r y 1y6i B xonurersi 3i mmaTeser-gozaropoM Ne 1
PROGESTOGEL®, gel, 10 mg/g 80 g in a tube completed with a measuring spatula Ne 1

Active ingredient: 1 g of gel contents 10 mg of progesterone / Axrspmyii inrpepiesr: 1 1 remo MicTnTs 10 Mr niporecrepony

Pecerp. mocs. No UA/3839/01/01
Registration certificate Ne UA/383%9/01/01

Jificue: Ge3cTpoOKoBe
Validity date: unlimited

Cepiz No 032 Kinsricrs npogyxuii B cepiit 15 120
Batch Ne 032 Numbers uniis in batch: 15 120

JAata pprorossienns: 21.10.2021
MFG, Date: 21.10.2021

Npunarenit go: 16.2024
EXP. Date: 10,2024

MKSI: €eponeitcsra Papmakones - AiOUe BHIAHHS
AND: European Pharmacepoeia - current edition

™

MMOKA3ZHHKH SKOCTI, METOIH JONYCTHMI MEXI PE3YJIbTATH
TESTS. METHODS NORMS RESULTS

SopuimHil s (Bisyansno) / Amosmipiesa  Ty6a, mo  micrurs | Binnosigae/ Conforms

Appearance (Visual control) GesbapHuii, Harismpozopuil, 3nerka
ONANSCIIOIONIt  FeNb 3 3AMAXOM
conpry/ Aluminium tube containing a
translucent slightly opalescent gel wilh
alcoholic odour

Cpemus Maca (3BmKYBaHHsR) / §0-84r/ 80to8dg 82 iy

Mean weight (weighing)

pH (norenuionmerpixn) / pH (potentiometric) 6,6—-8.2/ 6,6i08,2 7.5

B*askicrs (sickosmerpin)/ Viscosity (viscometry) 15,0 — 35,0 Iac/ 30,840 Ta.c/Pas
15.0 t0 35.0 Pa.s

Tmentathixantix / Identification:

Tporectepon (BEPX) / Progesterone (HPLC) Tosmusna / Bianosinae / Conforms
Positive

Oxrungogexanon (TIHX)Y Octyldodecanel (TLC) Ho3ztrripna / Bignosinae / Conforms
Positive

Eraron (TX) / Ethanol {(GC) Tlosurnsya / Binnoeinae / Conforms
Positive

KinbricHe rspatenss / Assay
Iporecrepou (BEPX) / Progesterone (HPLC)

} Etanon (I"X) / Ethanol (GC)

0,95 ~ 1,05 % (a/n)
0.95 10 1.05 % (wiw)
441 51,3 % (s/a1)

0,99 % M6
0.99 % w/w
47.2 % m.fxr

44.1 t0 51.3 % (w/w) 47.2 % wiw
Cynposigai romimxu (BEPX)/ Related substances (HPLC) He niposomurses /
Howmimka B / Impurity B <0.5% Not performed
Tomimxa C/ Impurity C 035 %
Jomimxa G / Impurity G <035 %
6-u-rispoxcunporecrepon / 6-u-hydroxyprogesterone <05 %
6-B-rinpoxcunporecrepon / 6-B-hydroxyprogesterone <05%
6-reronporecrepon / 6-ketoprogesterone <035 %
Hesimoma gomitika / Unknown impurity <0.10 %
Cywa gomimox / Total impurities <2.0%

Mixpobionoriuna aicrora’ /

Microbial contamination ’

- 3aransne uHCHo agpobHuX Mikpoopranizvis (TAMC)/ Total
aerobic microbial count (TAMC)

- 3araisHe WICHO APLKDKOBHX Ta Mnicenesux rpubin (TYMC) /
Total combined yeast and moulds count (TYMC)

- Psendomonas aeruginosa

- Staphylococcus aureus

' Docnigkenns npoBOMATS U1 KOwHOT 20-1 cepii /

! Test performed every 20 batches

He dinpine 102 KOE/Mr
Not more than 10 CFU/g
He 6inse 10' KOE/r

DELPHARM DROGENBOS
Groot-Bijgaardenstraat 128

1620 DROGENEBOS

Not more than 10! CFU/g 03“"‘?* *
Bincyruicrs/r / Absence/g . d ODMI 7o, ‘%
Bincyriicrs/t / Absencelg o * ‘?o‘*
(£ ﬁ" 1 G
ROl  Lgaph” " 18 2
g ) w ol w8
@
NN wﬁ* "/
maw?‘“,

* TecT He NPOBOAHBCH
ans panof cepii/ Test is
not made for this batch.




Hara octannroroe ananisy/ Date of the last analysis:
Ocrannus npoaxani3onada cepis /Last analysed batch:

07.10.2021
027

Jaua cepia npopykry RupoGacHa ¥ BiAnoBigHOCT] A0 BHMOF GMP.
Bunynieto a1 3acrocypatis B Yipaini.

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

Halimenypauns, MicuesHaXOIREHHA Ta HOMEPH JINEH3 Beix
AUTHHHI 3 BUPOSHHLTEA Ta KOHTPOIIO AKOGTL:
BupoGuuurso HeposQacosanol npoaykaji Ta KONTpOMo AKoCTi,

Naune, address and number of licenses for all manufacturing sites

E d! quality control:

Bulk manufacturer and quality control. primary. secondary

HEPRUHHA Ta BTOPHHHA YIAKOBKA, IO3BiN Ha BHOVCK cepil:
Heathapm Aporentoc CA

I'por — Birapgennrepar 128, 1620 Jdporentoce, Beanris
Howmep miuensijii: 1019H

packaging site. release site:
Delpharm Drogenbos SA
Gruot Bijgaardenstraat 128, Drogenbos, 1620, Belgium

Nuiber of ficense: 1019H

3anBa npo cepradiranin

st 1 saceijdyro, mo Hasezena Bmme indopMauis € goctosipsoio i Toumomo. Hio cepiro npogykuii Oyno BupoGneHo, BRmOYAOHH
TAKyBaHHA/MAPKYBAHHA T& KOHTPOJIL AKOCT], HA BHINE3A3HAYEH I Aimpmmi (%) ¥ nosaiit signosignocti no sumor GMP, peranoBIeHIME
MICHSBHM DEryYAATOPHHM OPTAHOM T4 BIANOBIAHO f0 clernpixaniii, o MicTarscy Y peectpauiifnoMy Hoche Kpaiuu-immoprepa abo y
mocve crenudikauill va npenapar Aus AocHimKyBanoro NiKAPCEKOTO 3acoly. [lpotokonu srpoGuHMITRA, MaKyBan#s Ta apaisis Gyio

NEPETASHYTO T2 BCTAHOBICHO Binnosiguicts GMP.
Declaration of cexiification

I hereby certify that the above information is authentic and accurate. This [batch is product has been manufactured, including packaging/
labeling and guality 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 Authorisation of the impor|ti11g country or product specification file for Investigational

| Medicinal Products. The batch processing, packaging and analysis records w

‘ere reviewed and found to be in compliance with GMP.

PINIEHHSA / DECISION
Haua cepis npoaykra sinnosiguae sismoranm cretudixaii/
This batch of product conforms to requirements of specification
SATBEPHAIKEHO / ACCEPTED

CONFORME

JATA /DATE Hinnuc sizmosigansaol
ocoty/

09.11.2021 Signature of Qualified
Person
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DELPHARM DROGENBOS
Gropt-Bijgaardenstraat 128
1620 DROGENBOS
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JEPAGIIKCIYIKBA
AEPKABHA CJIYXEBA 3 JIKAPCHKHIX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMU Y KMIBCBKIU OBJACTI

npocnexT Banepin JoBanoscekore, 31, a1, Kuis, 03110, te/dare: (044) 363-06-30
E-mail: dls:kof@dls.gov.ua,https:#www.dls.cov.ua, Kon CHPIIOY 37078774

BHUCHOBOK
PO SIKICTh BBE3eHOr0 B YKpainy JiKapebKoro 3acody
02.06.2022 Ne 20970/22/10
INPOHKECTOXKEAbL®

(HaffyeHy BUNA HKEPCHEOTe JacoBY i 3 peCCTPMI TN noCBALeHIEM)
resnb, 10 mr/r, no 80 r y 1y6i; ao | 1y6i y komnaexri 3i U NATEAEM-03aTOPOM ¥ KAPTGH M
mayuni

(thopata astnycry, A03YBSHIN, RIL DARYEAHNS HKIPCLKOIO 3e08y}
Hosep peectpauiitnoro nocsiasenns UA/3839/01/01 cvpox aif pecerpauiiivore noceinenns 31.01.2099
Cepin aixapenkoro sacody Mo (032 KinbkicTh Beesenoro aikapeskoro acofy 540

Brpobuiix Hendapy porendoc CA, Besbris
(safivedyBanig sUpoBNKe A KAPCEROTG 32CoBY, KpaTH2 HOXOIKEHHS)

Byeseso & Yipainy Crigbie yRpalHChKO-€CTOHCHKE MANPHEMCTBO ¥ dropMi
ToBapHCTBA 3 00MeReo10 BignosizanehicTio " OmriMa-Papn,
JTAY, inenr. kon: 21642228

(rafimenysanua Ta koa 3a EAPTIOY opransnot ovoln aba npiaswne, i, 1o GaTuros
dizirniol acobH - nianpaeM, 1T sicue npowitants 18 peccrpuingi HeMep ofxixosol
KapTHIE MIATHIKG aogarxis abo cepis 1a loMep NacnopTa)

Ilporokros sizyaasHoro kourpose six 01.06,2022 Ne 1258/4.

3a pesysbTaTami  NEPRBBHOIG KOHTPONIO BCTAHOBACHO. WO  AIKADCHKNIT 3acid  BoescHO B Yupainy 3
AOTPHMAHHAM BuMOs 3aKOHOIRBCTEA HIOAO 3afelnenenta SKOCTI Nikapeskuy 3aco6in,

Jacrymrnk Ha

Hepaapnoi gy 38co6i 3yGapesa H, B.
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