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HEP?KABHA CIIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH ¥V KMIBCHKIN OBJIACTI

npoctiekT Banepis Hobanoscexoro, 51, a. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.kof@dls.gov.ua, Kog €IPIIOY 37078774

| BUCHOBOK
Tipo sKicTh BBE3eHOro B YKpainy Jikapcsxoro 3acefy

31.05.2023 Nu.24380/23/10

AHIPOKED

{Hanmenjrsaunn AIKApCHROTO Aacoby arigHo 3 peccTpauiinni nocs mqenmj
Teith IR 30BHIINMLOTO 3acTocyBanns, 16,2 ax/1 r 88 r rento y dnaxoni 3 go3yrounm
OpHCTpoeM, 1o 1 duiakony B kapronHiii Kepobui

{opma BrTyCKY, HOIYBAHHA, BEA HAKYBAHHA JKAPELKOTO 33c06Y)

Homep peectpaniiikoro noceimuensn UJA/5301/01/02 crpox gii pecetpauiitnoro nocsizaenns 01.01.2099

Cepis nixapcrkoro 3aco6y Ne 91652B ‘Kinexicrs sBeseHoro sikaperroro 3acoGy 6286
Bupobanx Jlaboparopii besen lurepuemnn, Opaimis
(nadimenyBanks BNpoGHMKa FiKapcskoro 3acoly, Kpaina l'IDXBﬂ:HEIlIiﬂ]
Bsesexo B Vipainy CuiapHe yxpaincEKo-eCTOHCEKE NIAPHEMETBO Y hopymi TorapueTBa
3 obMeskeHo0 BiAnoRizanbuicTIo "OnTiMa-®apy, JITT", izent. won:
21642228

(HaRMerysauns 12 koA 3a €/IPIIOY ropHAMYHOT ocobu aboe npissnie, ‘e, o GaTskosi dizmHo
ocofit - mignpitesats, ¥ Micte NPORHBAHIA TA PeECTpAUiiiniil HoMep obAIKOBRYT KAPTRH MAATHIKA
ROJATKIB 460 cepid Ta HoMep MAcmopTa)

Tipotakos eisyansnore Kenrposo eig 26.05.2023 Ne 1593/2.

30 pesyisTaTaMi GPKABHOTO KONTPOMIO BCTZHOBNEHO, WG AIKAPCEKWA  34ci6  BBEICHO B Yipainy ‘3

AOTPHMAHHAM BHMOT 38KOHOAABCTEA 1WOI0 2abe3neen s AKOCT nikapchkek 3aco0ib.

Komnaposa JL.B.

(npizesitié Ta inigiany)




""" A BORATGIHES” 113;}::]5;::;:“ ;Iaﬁopa'mpl'l Besen
I' BESII\'S Manufacturer: Laborataries Besins
..... INTEHNAICIMAL International

13 pro Ilep’e, Morpyx, 92120, ®paunin
‘Ten/haxc: +33 142313030 433 1 42313031
13 Rue Périer, 92120 Montrouge, France
Tel./Fax: +33 14231 30 3U/+33 14231 3031
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UKRAINE
AHAJITHYHUA CEPTUDIKAT AKOCTI KIHIIEBOT'O NPOJAVKTY
CERTIFICATE of ANALYSIS

J N T LTI L

Procedure number: CPF-4014

AHJAPOXKEJID, rens Ans 30BHIIIHLOCO 3acrocyBaHHst, 16,2 mr/1r, 88 r renio y tlmalmﬂl 3 AO3YIOYUM npncrpucm B
ANDROGEL, gel for external use, 16,2 mg/i g/ 88 g in flacnn with a dusing pump in a ca rdbuard box

: ,Elniir,ue A0: Heuﬁmemeunii
| Validity date: unlimited

Kpama lmnup're]) chpama
Importing country: Ukraine

| 3acrocysanHsa, 16,2 Mr/ 1 v

B KapToHHil kopobui

cardboard box

| Posmip Ta Tun nakynauns: 88 r renio y guaakoni 3 103yw0unmM npucrpoem | Cepist Ne 916528

Size and type of the package: 88 g in flacon with a dosing pump in a

| Jlikapenka dopma:  rens

IS 30BHIINHLOTO

Dosage form: gel for external use, 16.2. mg/ 1g

Batch Ne 916528

ol rerit o e gt o G i A A o i O

Jara BUroTOBAEHASN; 23,01, 2023
MFG. Date: 23.01.2023

Ki.iiaxic*m npnnyrcuii' B tE[;iT: 6286

Mpuaaruui g0;: 12,2025
EXP. Date; 12,2025

1| Numbers units in batch: 6286

MKS: €sponeiicbka Papmakories - Ailoue BUNAHHS
_AND: European Pharimacopoeia - current edition

MNOKA3HHKH AKOCTI, METOIH
TESTS, METHODS

JONMYCTHMI MEXI
~ NORMS.

PE3YJbTATH
RESULTS

control, organolept:c)

[Mposopuii abo 3nerka OnanecuiroloMuH -

be3bapBuMil rems i3 3anaxom coupry/

Transparent  or slightly opalescent,

colourless g€l with an alcohol odour

Binnmorinae / Conforms:

Inesrrudirauin’ / Identification
- Tectoctepony { TLLHX) / testosterone (TLC)

-Ha xpomarorpami Bunpo6oByBaHOTO
pOYMHY MpEnapary NniaaMa TECTOCTEPOHY
MOBHHHA CHIBIagaTH 3 OJIIMOI0  Ha

XpOMATOrpaMi’ CTAHAAPTHOrC 3paska no

30BHIIIHEOMY BUTNIAAY Ta 3HaueHuto Rf/

The spot of testosterone in the
chromatogram of the test solution must

-agrees with the spot in the chromatogram

of the reference solution by appearance

t{ and Rf value

Binfiosigae / Conforms -

“Laentudixanin / Identification
- eranony (I"X)/ ethanol (GC)

Hac yTpnmaHHH nixa Ha xpomamrpam
BUMPOOOBYBAHOTO pO3YHHY BigAoBidac

| TAKOMY Ha Xpomarorpami CTaHAapTHOro
| posuunHy/ The retention time of the. peak

in the chromatogram of the test solution

1 agrees with that of the peak in

chromatogram of the reference solution

Bianosinae / Coniforins -

" 45-65

pH (numuumuerpﬂqﬂu)f pH (potentiometric) _ 56 ..
B’s3kcicts (npunagom Brookfield RVT RV6-10 06./x8.) 13,0 — 33,0 IMa.c(13 060 — 33 000 mlla.c)/ 1'9 8 Ta.c/
Vi !_gcumty (by Brookfield RVT RV6-10 ) rpm) 13.0 — 33.0 Pa.s (13 000 —33 000 mPa.s) . ,0 Lla.c/ Pa.s
Oanopinnicts Macy {Uniformity of mass_ Biznosinae / Conforms Biguesigae / Conforms




MikpoS6ioioriuma uncroTa? /Microbiological quality 2

| - arafeHe HHCNO XKUTTEIAATHHUX aePOOHUX MIKPOOPraHi3MiB /
total viable aerobic microbial count

| =~ 3aranbe YHCIO APIRGDKEBHX Ta ONICEHEBHX (pubis / total
combined yeast and moulds count

~ Pseudomonas aeruginosa

- Staphylococcus aureus

< 10* KOE/r/ < 10*CFU/g

L gt F 4 e b £ 40

* TeeT Hé MpOBORMBCA .
ANA paHoil cepii/ Test is |
not made for this batch

< 10' KOE/r/ < 10' CFU/g

e PR A F Y L

BijicytnicTe B-1- 1/ Absence in 1g

Bigcytnicre 8.1 r/ Absence in'lg’

Cynposiani gomimuxu (BEPX)/ Related substances (HPLC)

aunpocrexaion / androstendione

“eniTecToctepon/ epitestosterone

iHauBinyaneHi ivwi/ individual others.

cyma CynpoBifHAX goMimok/ total related substances

ey MDY S e e W e

<0,2% 0,0 %
=0,5% 0,1%
=0,1% <0,1%
<1,0% 0.2 %

Kitexicxe BH3Hauenns / Assay

154170 /100 0 1,63 /100 o/

- Tectoctepory (BEPX) / testosterone (HPLC) _ 1.54-1.70g/100 g 16381008
| Kinnkicue Busnavenns / Assay - 0,90 - 1,10 1/ 100 r/ 1,021/ 100 r/ ’*
- isonponimMipictary ([ X)/ isopropyl myristate (GC) 0.90-1.10g/ 100 g _ 1029/ 100g
Kintkicne BusnaueHns / Assay 68,9 —76,2 ¢/ 100 r/ 74,3 1/ 100 1/
- eradony ("X} / Ethanol (GC) 68.9--762g/ 100 ¢ 743g/100g
! Tect npoBoAsTH TifbkK mpu BuMycky / ' Test performed only at release
“Haunft rect BHKORYOTH Kowcri 20 cepifi / 2 This test is performed eévery 20 batches - N - R
JlaTa ocTannsoro ananisy/ Date of the last analysis: 31.01.2023
Ocrauns npo#nanizosaxa cepis /l.ast a’ﬂ&lﬁcd batch: 91643 ”

Hara cepif npomykty Bupobnena y pignosiguocti no sumMor GMP.
Bunyuieno ana 3acrocysanus 8 Vipaini.

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

HalimeHyBanns, MiCUE3HAXOMMEHHA Ta HOMEDH fiueHzill BCIX
AIEHAUG 3 BUPOGHUITEA Ta KOHTPO/IIC AKOCTI !

JlaGopaTopil Besen InTepremnn

13 pro Ilep’e, Monpy:x, 92120, ®pauuia

Homep niuetsii: 2019/HPF/FR/266

‘Name, address and number of licenses for all manufacturing sites -

and quality control:
Laboratories Besins International
13 Rue Périer, 92120 Montrouge, Fraiice

3aaBa npo cepTrpivaniro

|_Number of license: 2019/HPF/FR/266 e

Lium 9 sacBimuylo, w0 HaBenena suie inhopMaLia € pocroBipHolo i TodHoI0. [0 cepiio mpomyxuil 6yno BupobreHo, BKIIOAOYH -

Tt

MaKy BAHHA/ MAPKY BAHEA ‘12 KRUHLpLAD ArGSTI, HA BHLICIOTHAMOL AULINUE (AX) Y 1owHil RiqmosinuneT no RUMOT (iMP. BcraHoRneHuMH

MICUEBMM DEry/IATOPHHUM. OPrasoM Ta BiAMOBiAHO 70

crieuudixanif, mo micTaThCH ¥ PeeECTpalliiHOMy ROChE Kpaitu-iMnoprepa abo y

| Rocwke. cneumpikailit Ha nperapar s IOCII[UKY BAHOTO NiKapekkoro 3acofy. [MpoTokou BHPOOHHMLITBA, MaKyBaHHA T2 aHamiziz Gyno

NEPErNAHYTO Ta BCTAHOBNEHO BianosianicTe GMP.
Declaration of certification

[ 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 Authorisation of the importing country or product specification file for Investigational -

1 Medicinal Products. The batch processing, packaging and anaiysis records were reviewed and found to be in compliance with GMP.

PIINEHHS / DECISION
HAana cepis npoaykTa BignogiaHae puMoram creuudikaiii/
This batch of product conforms to requirements of specification
SATBEPAXKEHO / ACCEPTED

NPI3BMIIE TA HOCAJIA OCOEBH, I1{O BHIAIA XO3BLI
HA BUITYCK CEPII/
Name and position of the person.issuing the permit for batch
release

HATA / DATE { Tinnue pignopinansbuoi -
-ocobu/
22.02.2023 Signature of Qualified
Pérson




