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JIEPSKABHA CJIVIKBA 3 JIHKAPCBKIX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMU V KHIBCHKIA OBJIACTI

npocuext Banepis Jlo6anoscsroro, 51, m. Kuis, 03110, res/daxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

| BHCHOBOK
11po fKicTh BBE3eHOro. B YKpainy Jikapcsxoro 3acofy

31.05.2023 No.24380723/10

. . AHOPOXEJD y
(mafinenyBaHAA AIKAPCHROTO dacoby arigHo 3 peccTpauiiiint nocsinyenusm)
Tenh IS 30BHIMbOro 3acTocyBanus, 16,2 Mx/1 r 88 r remo y duiakoni 3 no3ywyunm
NPUCTPOEM, o 1 dakony B KapTouHiii xepobui
{thopMa punycKy, HO3YBAHHA, B3I NAKYBaHHA Jikapcsroro 3ac00y)

Homep peectpaniiinoro aocrimuenss UA/5301/01/02 crpox xit peectpaniitaoro nocpizenns (1.01.2099

Cepis nixapcsroro 3acoSy Ne 91652B ‘Kinexicrs BBesenoro nikapesxoro sacoby 6286
Bupobik Jla6oparopii besen Inrepuemnn, Opainis .=
(naiimenyBanusi BRpobunKa HKapeskoro 3acoby, KPRiHa NOXOAKCNRR)
Breseso B Yxpaity CuibHe yKpainesKo-eCTOHCEKE HiANPHEMETBO ¥ dopMi ToBApHCTBA
3 o6Mexenoto Bignorizanbuictio " Onriva-Papas, JITA", inent. won:
21642228

(uafiMerryranng Ta ko 2a €/IPTIOVY repuamdno’ ocobu abo mpissmite, in'a, ne farsxosl Qisuuno]
acoft - rignpitemun, If Micye npoRIBaHIL TA peccrpauiiianil noMep o6n{KOROT KAPTKI NAATHIKA
nofgaTkis 360 cepis TR ROMEP. MACMOPTA)

Iporaxon sisyanenore kourpomo sig 26.05.2023 N2 1593/2.

30 pesyiBTATAMH- JIEpAKABHOTO KONTPOMO BOTEHOBAHO, WO Aikapeskini 34ci6  seeero B Vipalny 3
OOTPHMAHHAM 80T 38KOHOAABCTEA WP 3a6e3Neents AKOCTL niKapehKeX 3ac06iB.

Komnsposa J1.B.

(npizesiule T4 nitiany)




{NICANALIONAL International

Bupobuni; Jlaﬁopampvi'l' Been

lABORArolRES
Iarepueinnn ; 3 : .
I= BES'NS Manufacturer: Laborataries Besins | 13 Rue Périer, 92120 Montrouge, France

Ten/haxc: +331 42 31-:30.30 /+33 1 42.3130°31

‘Tel/Fax: +33 14231 30 30/~I—33 142313031

T3 pro Hep’e, Morpyss, 92120, ®panuis S lua s

UKRAINE

AHAJUTHYHHHA CEPTHDIKAT KOCTI KIHIEBOTO NPOAYKTY
CERTIFICATE of ANALYSIS

Procedure number: CPF-4014

AH/IPOIKEJID, rens ans 308uimuboro 38CTOCYBAHHA, 16,2 Mr/1r, 88 r renio y !tmalcom 3 AO3YIOHHM npncrpocm
ANDROGEL, gel for external use; 16,2 mg/1 g/ 88 g in flacen with a desing pump in a cardboard box

Peecrpauiitie nocsinuenus Ne: UA/S301/01/02
Registration certificate No: UA/5301/01/02.

AKtusHuUl iNrpenienT: | © renio MicTHTB TecTocTepoRy 16.2 Mr / Active mgredmm‘ | g of gel contents 16.2 mg of testosterone

liticHe 10! HeoOmenenmit
Validity date: unlimited

Kpaina-imnoprep: Ykpaiua
Importing country; Ukraine

Jlikapebka  dopma:  rens a8 30BHILIHBOrO
33CTOCYBAHHRA, 162 M/ 1 ¢
Dosape form: gel for external use, 16.2.mg/ 1g

B KapToHnlit kopofiui

cardboard box

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

: Posmip Ta Tun nakysauns: 88 rrenio y gaawon 3 R03y104HM npucTpoem | Cepist No 91652B

Batch Ne 916528

Jara surotosaenns: 23.01,2023
MFG: Date: 23.01.2023

Kisekicte mpoayxuii B cepil; 6286
{ Numbers units in batch: 6286

Hpnaarnuit 10: 12,2025
EXP, Date; 12,2025

MK €Bpoqeﬁc§xa Papmakories - Ail0Ye BUAAHHA
_AND: European Pharmacopoéia - current edition

NOKA3HHKH AKOCTI, METO/IH
TESTS;, METHODS

AONYCTUMI MEXI PE3YJbLTATH
_NORMS . RESULTS

Onuce (BizyansHo, opraxosienTHuuo) / Appearance (Visual
control, organoleptic)

[Mposopuit a6o snerka 0NAnEciirOIOMUI
GesbapBHuM rems i3 3anaxom compry/
‘Transparent  or  slightly  opalescent;
colourless gél with an alcohol odour

Binnoninae / Conforms =

Inenrudpixauis’ / Identification!
- Tectoctepony (TLLX) / testosterone (TLC)

‘Ha  xpomarorpami  sunpoGosysaworo
‘pO34UHY Mpenapary niaMa TeCTOCTepoHy
fOBHHHA CHiBOAJAaTH 3 [IAMOI0  Ha
XpOMATOrpaMi® CTAHAAPTHOTO 3pa3ka no
30BHIIIHBOMY BHITIAAY T2 3HAUYEHHIO Ri/
The spot of testosterone in the
chromatogram of the test solution must
agrees with thé-spot in the chromatogram
of the reference solution by appearance
and Rf value

Binfiosiade / Conforms

Lrenrudixanin / lﬂenﬁﬁéétion
- erarony (I'X)/ ethanol (GC)

Hac yTpumanus nixa Ha XpoMarorpawmi
BUMPODOBYRAHOTO  PO3UMHY  BiRMOBigae
TAKOMY Ha XpOMATOrpami CTaHaapTHOro
posuuny/ The retention time of the peak
in the chromatogram of the test solution
| agrees with that of the peak in
chromatogram of the reference solution

Bianosinae/ Coniforins -+

_pH (norenuiomMerpuyno) pH (potentiometric)

4565 — T

B’maxicrs (mpunagom Brookfield RVT RV6-10 06./X8.)
/Viscosity (by Brookfield RVT RV6-10 rpm)

13,0 - 33,0 [Ma.c(13 000 - 33 000 mlla.c)/ 19.8 Ma.c/ Pa.s
13.0 - 33.0 Pa.s (13 000 ~ 33 000 mPa.s) AP HIEC T

Oiumpmmcn, MacH /Umformlty of mass

Binnosinac / Conforms Bignosiaae / Conforms




MikpoGiosoriuna uncrota® Microbiological quality ?

- 3arabHE YUCNO KHTTEIAATHUX aepOBHUX MIKpoopraHiamis /
total viable aerobic microbial count

~ 3aranbHe YHCIO APIXJIKEBHX Ta INICEHEBHX rpubis / total
combined yeast and moulds count

~ Pseudomonas aeruginosa

- Staphylococcus aureus

< 10* KOE/T/ < 103 CFU/g

< 10" KOE/NY < 10' CFU/g

Bijtcythicts B-1-1/ Absence in 1’

Bigeyruicts 8.1 v/ Absence in lg

* Teer We. mpoRonuBCA .
ana paHot cepii/ Test is |
not made for this batch

Cynposiani pemimxcu (BEPX) / Related substances (HPLC)

- aanpocrengion / androstendione $02% 0,0 %
- eniTectocTepor/ epitestosterone =0,5% 0,1%
- inpuBinyanshi iwwi/ individual others. <0,1% £0,1%
- Cyma cynpopiaunx gomimox/ total related substances <1,0% 0,2%
Kinbxicre BH3nauenns / Assay 1,54 — 1,70 /100 r/ 1,63 /100 1/
- Tectoctepony (BEPX) / testosterone (HPLC) 1.54-1.70 g/100 g 1563 g/100 ¢
| Kinnkicue Busnavenns / Assay 0,90~ 1,101/ 100 t/ 1,02 1/ 100 v/
~_isonponinmipictaty ([X)/ isopropyl myristate (GC) 0.90-1.10g/ 100 g 1.02¢/100 g
KinkkicHe su3nauenns / Assay 68,9 - 76,2 ¢/100 1/ 74,3 /100 r/
~ eratoty (I'X) / Ethanol (GC) 68.9-762g/100g 7438/ 100 g
" Tecr npooasTs TiNbKK npu sumycky /' Test performed only at release
*[aunit TecT BHKORYIOTE ko 20 cepift / 2 This test is performed every 20 batches . v :
[Rata ocTannsoro ananisy/ Date of the last analysis: 31.01.2023
Ocrauns npofiyanizoeata cepia /Last analysed batch; 91643 '

Hata cepis npofykty Bupobnena y sinnosiguocti no sumor GMP.
BurymeHo ang 3acrocysanus B Vipaini.

GMP. Released. for use in Ukraine.

This batch of product bas been manufactured in compliance with

HaliMeypanns, MicUesHAXOMKeHHS Ta HOMEpH njueHzil Beix
AiMEHALE 3 BUPOGHHITEA T2 KOHTPOSIO AKOCTI:

Jla6oparopii Besen Inrepraewna

13 pio Iep’e, Moupyzx, 92120, ®panuin

Homep niuesi; 2019/HPF/FR/266

and quality control;

Laboratories Besins Internstional

'Name, address and number of licenses for all manufacturing sites °

13 Rue Périer,.92120'Montrouge, France

_Number of license: 2019/HPF/FR/266

%

3anBa npo ceprrdianiio

Lum 2 aacsimuylo, wo Hapenena Buile indopmauia € poctosiproio 1 Tousow. Lo Cepito NpomyxuUil 6ySI0 BUPOBAEHO, BKIIOMAOYH i
TAKYBaHHA/MUDKY B4REN L sUHipUIe AnGETI, HA BUILICA0OUAMOII N ALTLINL] (ax) y-noenilt Rinmosinunari no AuMor GMP. BeTaHORTEHUMH *

.| MicueBHM perynsTOpHHUM OprauoM Ta BimominHo mo creundixauif, wo MicTATbCS y peecTpauiito
-mocee. cneundikauiit Ha npemapar Ans KOCimicy BaHOTO nikapcwkoro 3acofy. INpotokonu supoBHu

| MEpernAHyTO T2 BCTAHOBAEHO Bianosianicts GMP.
Declaration of certification

I hereby certify that the above information is -authentic.and accurate. This bat
labeling and quality control at the above mentioned site(s) in full compliance
-and with the specifications in the Marketing Authorisation of the dimporti

My ROChE Kpaiu#-imnoprepa abo y
UTBA, MAKyBaHHA T2 aHanisis Gyso ,

ch is product has been manufactured, including packaging/ ’
with the GMP requirements of the local Regulatory Authority |
ng 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,

PIIUEHHSI / DECISION
Hana cepis npoaykra sianosiaHae puMoram creundirauil/
This batch of product conforms to requirements of specification
3ATBEPIKEHO / ACCEPTED

MNPI3BHIULE TA TOCAIA OCOBH, {0 BUIAJIA IO3BIJ
HA BUIIYCK CEPIi/
Name and position of the person.issuing the permit for batch
release

HATA / DATE

22.02.2023

" Tlinnsuc signosinansHot

.ocobu/
Signature of Qualified
Person

ONTRO
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