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CERTIFICAT DE CONFORMITE / CEPTUOUKAT COOTBETCTBUA

Androgel, gel pour usage externe 10 mg/g, 30 sachets 5.0g, étuis cartons

AHOPOTENb rens ans HAPYXHOro npumeHenus 10 mr/r, naketel, 5.0 r, 30
WIT., NnaYka KapToHHan

N 1% 0 Placebo / NnaueGo
Numeéro de Iot/ Cepun ;... &.33.1.0.1 ............. Date de péremntion/ l'oaeH go ; 05/2024
PaAYs ““, © MoDELE | Quantits CODEARTICLE
_CTPAHA o MopEm ) Konmweerso | Howercraten
Russie ] 30x5g 7441 1001198
e Pocton i, — s .
Date de fabrication / fAarta varovosnenwn « .. 9.5./9.5../29.2 ¢

Testosterone / Cyberanyus TEeCTOCTEPOHa - Manufaclureriﬂponasonwranh H
¥ Productos Quimicos Naturales SA de CV {Proquina), Mexico
[ Bayer AG, Germany

Ce lot a été fabriqué en conformite avec les BPF, Libération pour Ia Russle.

HarHan capun neoayxra Osina nponssesena o CooTBETCTBMN ¢ GMP. Buinywena ana WCNONbLioBanuA a
Poccum.

Certificat BPF / Ceprudomkar GMP GMP-01403/20/FR

Nom, adresse af numero d'autorisation des sites de production et de contrble qualité :
Laboratoires Besins International SAS, France / 13 rue Perier, 92120 Montrouge, France.
Hazsauue, 3APECC W HOMEp  nuiieHauy 8CeX NPOMIBOLCTHEHHbIX anowEagex Naboparopuu Sezen
MiTep~acsorans CAC, ®oaniun aapec; 13 rue Perier, 827120 Montrouge, ®panyus

Numéro d'autorisation / Homep nuuenany MM14/288

Déclaration de certification / 3ansnenve o6 yreepxaeHun

Hacroauum NEATBEPHARID, YTO BblleyRAsaHHaR HHPOPMAUNA FBAACTCA NCAMMMICH TOUHOA. [lauuas cepun
NPOAYKTA Gbina npoussegera, skmioyas YNAKOBRy/'ADKYDOBKY ¥ KOWTPONL Kkauegrua Ha BbllueyxazanHo#i
nnoweake (kax) 8 nonsom COCTBRTCTOMM © Tpefosanusmu GMP nokaneHore perynaTopHoro oprava u
CTBLMDULALMAMY,  YKa3arHbIMe perucrpayusoniiom YAOCTOBEpeE MY UMNOPTUPYIOWER cTpansl  ung
Chequdmsaumen Ha uceneyemce AiBKancTReHkoe cpencTeo. 3anvck no obpafotke, ynakoaie n aHanuay cepun
Gbinu nposepokLl, W Buino NPU3HAKO Ux cooTReTCTRVE GMP,

Nom et fonction de la personne autorisee alibérelelot: & AeNMvaN - (AN SR L‘lolﬁ‘\)u.r
Mrst v flomkHoGT s YNONHOMOUBKHOrO nva:

Signature : S

I’!wmucbymnaomoqeuucronuua; o _

Date da signature : .

Rara nogavcarus: 21 JIL 2N

hmr ; F}I&M&;‘:w Ar;urc—.l;,maar Applican’e a comptar du .

[ g - g -
o -+ ARDCUN .:QA 1[0
78 06k 1700 26t i) OZ{ar]e00

(oW 290 om ]




l'l e FORMULAIRE F1072
B BESINS : i

Procédure associée : CPF- 46--
IMIERNMATIDMAL

Page/Ctp 1/3

B ANDROGEL ge! for external uss 10 mglg / sachet/ 5.0 9/ Ne 30/
cardboard pack
AHﬂPOl‘EJ‘Ib rénk AnAa HapyXHoro npumeHexus 10 Mr/r, nakeThl,

3;051&«?_' 3

F 5 Or, 30 wT., naJka KapTOHHaH
" Manufaciuring date/ %8—]'} t

5 LOT/Cepusi © 3251¢5 § Rata warotosnenna : ¢ [ |3

' Procedure usediMpoueaypa Ne CQ.A.009 ed 09.

COF s Lbnie

Exp:ry date/logerngo: (5 }.a_O,LLl

i Marketing Authorization number / HOMEP pericTpauMoHHoro yaocTosepeHus: N1C-000869 dated / oT
13.08.2010 (replacement date / gata aamens: 01, 03. 2021)

Normatlve documentation m,mher ! pexanauTul HopMaTUsHON AokymeHnTauuu: NC- 000869-186920
Aam. No1

Storage: at a temperalure not exceeding 25°C / XpaneHue: Mpu TEMNEpATYpe He Bolwe 25° C

Sheif life: 3 years / Cpox rogHecTw @ 3 roaa

Analysis/ Ananuab Results/ Pesynbrarhs ‘ Standards/ CtangapTel
Transparent gel or slightly
| opalescent, colorless, alcohol
; s Bl . | smelll Mpo3spaunbl® unu cnao
Appearance / Onucanue ‘; orme ! onanacuﬁgyi%mwﬂs BecugeTHb
| rens ¢ xapakTepHbim 3anaxom
| cowvpra
S s R U | i
pH ET 45-65
| Viscosity / Baakocts AR& P 9-29 Pa.s/ Ot 9 go 29 MNa-cek
Unformity of mass | v D e
QanopogHocTs no macce {g € Ao maa gy £50% (for5g/ana 5r)

COQepxUMOro nakera 'S

Deviation from mean mass /
Orknonenne maccei
COAepKUMOro OT cpepHen
| maccol Bonee £7,5%

| OTKNOHeHKe Maces i
COAGPXUMOro OT cpeaHen
maccwl Gonee $16%

i

_.Q._(\J\J) ];‘_‘ iAW Version n®: U




LABORATOIRES

BESINS

INFERMNATICINAL

Analysis/ AHannabi

by TLC/ NagnunHocTe
TecTocTepoHa (TCX)

Identification of Testosterone
by HPLC/ NognuutocTe
TecrocTepoua {BAXX)
Testosterone Content by
HLPG! KonruecteenHoe
onpenenelue concpxanva
TecTocTepoHa (BaXX)

MoanuuHoeTs atanona (FX)

Alcohol Content by GC/
Konuvecreennoe

. onpepencHue coaepxaHun
3tavona (MX)

Identification of Isopropyl
Myristate by GC/
NeanuuHocTs

Isopropyl Myristate Content by
GCf KonuuecreenHoe
Oonpenenexue cogepxanms
nsonponunmMupkcrara (Mx)

- Androstenedione/
AHapocTeHgMon

- Epiteslosterone/
JnuTecTocTepoH

- Each Individual impurity/

MoGag eauHnuuHan

HeuneHTHMUMpoRaHHaH
npumeck

; - Total Impuritios/ Cymma
npuMecen

A

™
-

= i

AQ.

Identification of Testosterona

 Identification of Alcohol by GG/

H3anponunMupucrara (MX)

;
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[
Results/ Pesynkrari

Standards/ CTanaaprel

Positive/ CooteeTcrayer
cTaHpapry

o e

Positive/ CooteaTcrayer
cTaHaapry

4,07 B!A.:o[cjs

0,95 - 1,05 g/100 g of gel/

O10,95001,05r

TecTocTepoKa B 100 r J
npenapata

PossTiue

T !
Positive/ CooTeercrayer ‘
CTakaapry

’ T 5 af{\, l{)

57,9 ~ 74,9 g/100 g of gell ﬁ‘
01679 5o 74,9 r atavona s
100 r npenapara

§e ',!_LL\.\_'-L;

Positive/ Cootaarctayer
craHhapty

GR0 glasey

[

ﬁééﬁgj 'Sub_st—auaces aﬁonten—i‘ by HSFCI I'-iﬂo_n-:-ré‘po.ﬁ:ine npuMecH
| (popCTREHHBIG coeauHeruns) (BIXKX)

. %

o). %

N
P

| WMzonponmnmupucrarta g 100
! |
i !

0.44 - 0,85 g/100 g of gel/
070,44 00085r

r npenapara

20,2 % (release)/ < 0,5 %
(storage)

20,2 % (Bbinyck) < 0,5 %
(xpaHeH.)

£0.2 % (release)/ < 0.5 %
(storage)

20,2 % (abinycx) < 0,5 %
(xpaHeH,)

20,1 % (release)/ < 0.2 %
(storage) P

<0.1% (Bblnngﬁio.Z
(xpapan.) =~

5%\

<1,0% (re "ﬁus‘é‘jzg 1,
(storage)

< 1.0 % (esinyex)
(xpayye

BH:).

P8 owar s !
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|
Analysis! Ananuas Results/ Pesynurate: 5 Standards/ CTannaprel ‘ |
! |
i e E | ,
‘ Microbiological quality / MukpoGuonoruyeckas “YmucToTa:
: \ & Ve Jert rl\ ,
- TAMC and TYNMC joBuee | <90y ..c/
HMCNo a3pobHbIx ) j
MUKpOOpraHuaMosn ! { 1o e } < 100 CFU per gram/ < 100 KOE/r
H ApOMXEObIX U NINeCHeBbIX P t)
rpubop
! - Staphylococcus aureus f4 P Co | Absence per gram/ Oteyrcrane 5 11
i ' #|
H
- Pseudomonas aeruginosa | 4 l. '€}“\ n C\; Absence per gram/ Oteyreraue s 1r
180 g in smgle-dcse sachets of
' polyethylene and faminated
| ! aluminum foil. 30 sachets with
f i instructions for use in a carton box /
P Mo 50 r rena 8 nakets
| Packaging / Ynakogka o oee OAHOAC30BLIE U3 NOAMaTUASHA U
NaMUHMpoBaHHOW  anoMUHueson
{ donsm. |
| 30 naketor amecra ¢ VHCTRYKUM e
| 0 NPUMEHeHI0 B KapToMHyw |
j navky -
| Analysedon/ = :laiigy Visa / Noanuck: oy Noteboox(s) N° / 3anuck Ne: A€
Npoananuauposana: Ve digti 2
Vijellzd i L&,
OWNastra AL Avze
] Asfo }f?ﬁ :’(‘S A0 33 i
i 2 oy ¥y Trey Astets
EF T L o O
S PG P e ettt e RS — iy 4
Insoechon of the laboratory's norebook(s) fﬂpoaepxa naGepaTopﬂblx DAaHHbIX:
Date / Baral_~ /1] By i Kem< -z Notebook(s) N° ° / 3anuce Ne:
: 1.8 JUi-297t Ao le* (2, 4 JC“ 0% |
Pe—edefedoy o gy, A9 ASRk, deys, 5.
i Pharmacist approval / Y'reep.a,un thapmayerr:
| Date / fara: . Visa /M :
E ate / Nara 7 EJU!L in) isa/MNoanuce '
J =

Re‘h:cul Approbatecr Acu!rc._b & a cump'er d.l
i 5 A / ,/ AT vl 2
) _u",u,;’ {/B : -
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