BMLABORATOIRE }
BZinternational
JTABOPATOPISA IHHOTEK IHTEPHACBAOHAJIL \ LABORATOIRE INNOTECH INTERNATIONAL

Bupo6iuxn: \ Manufacturers:
Bupobuux slonogidarviuii 3 GMOPUNIIE RAKYBANNA, KOHMPORL M aunyek cepil: |\ Manufacturer responsible for secondary packing, control and batch
| | refease:
_ IHHOTEPA IHY3IVINNOTHERA CHOUZY
 Pro Pete Hlaurepo, 11iyzi-ciop-Cic. Bamoap-crop-Cic, 41150, @panuig \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse. 41 150, France:
Bupobrux eionoeidarsuuii 3a sUpodMIYMen in bulk, nepeunne ma emopuiire naxyeans, Koumpone cepil:\ Manufacturer responsible for in buik. prinary
and secondary packing, batch control:
JABOPATOPIA HIEMIHO \ LABORATOIRES CHEMINEAU
93-pyT ne-Motme, 37210 Byspe, Ppannin \ 93 route de Monnaie, Vouvray, 37210, France

CEPTHDIKAT AKOCTI M\ QUALITY CERTIFICATE N° 010000101357

ﬁﬁﬂﬁym:.diﬁpma"rmc, kpem Barinansiuit 1,2 % mo 72 ry 1y6i 3 RNNIKATOPOM-Z03aTOPOM \ T .Hc.mcp cépii"\
Product: Pharmatex, vaginal cream 1.2 %, 72 g in tube with applicator-proportioner Batch number:
AxTnesa pevonnna: 100 ¢ KPEMY BariHanbHOIO MICTHTE GeH3aMK0H xpopuay 1,20 r\ C236A

1 Active ingredient: 100 g of vaginal cream contains benzalkonium chioride 1.20 g

Peectpaniiine nocriguenna (PH): Ne UA/1340/04/01 8% 30.06.2017 \ Registration certificate (RC): NeUA/1340/04/01
dd.30.06.2017

i PI1: neoGmenena \ Validity of RC: unlimited
Jliuensis wa snpoGuuitso (hmorepa Wysi): Ne M 20/172 Bia 12.16.2020 \ Manufacturing license (Innothera Chouzy):
Ne M 20/172 dd. 12.10.2020

Mara Burotosients \ Manufacluring date; 07/2023 KizbkicTh nponyxuif B cepii (ynakosok) \ Number of products Iﬁ-'ff batch (.packs):
Tepmin npunartocti \ Expiry date: 06/2026 2624

AHARIS 3TLIHO BUMOT Airoumx MK Ha npenapar Dapmartexce, kpem sarinannanit 1,2 % oo 72 r Y Ty0i 3 annikaTopom-nosaTopom \ Analysis |
according (o the current QCT (quality control_techniques) requirements for the product Pharmatex, vaginal cream 1.2 %, 72 g in tube with |
applicator-proportioner §

HaivenyBauns nokastnkis \ MeToan xoRTpoIIO \ Biamorn MK (cneaudikanis) \ QCT (specification) PesynwraTti \Results
Characteristics Control methods requirements
Ormc\ Description - vy IeBiayansio \ Visually blani MacasuncTil kpeM i3 3anaxom naramm \ Bianonigac \
: ' White oily cream withi a lavender odour Complies.

i

| nerrmdrikauin 6emanconiro Lpy sunyexy: Yacw yTpumanns ocHOBMUX KB Ha

xnopuay \ Identification of €-(D-.('2'.2.29)* VEurPh. | xposarorpami sBunpobysasoro PO3HUHY NOBUHHI BiAnoBtaTy | Binnosinae \ Compligs.
benzalkonium chloride (2.2.29)* ACAM YTPHMANHS OCHORHHX ITIKIR HA XPOMATOINaMi CranapTHorol

pO34rHY OCIBANKOHIIO XI0pHay \ At release: The main peak
retention time in the test solution chromatogram should
cerrespond with the main peak retention time in the
chromatogram of the benzatkonium chioride standard solutioi:- _'
LIporarom Tepminy npuaatTnocri: - \ At shelf — life: NA

Cepeaus maca BMicTy TyoH \ €.O. (2.9.5)* \ Eur.Ph. Lipy sunycky: > 72 r\ At release: > 72 g 23
Average mass of tube content (2.9.5)* [IpoTaroM Tepminy npunaTHocTi: - \ At shelf — life: NA
B'askicTh \ Viscosity C.P. (2.2.10)* \ Eur.Ph. I1py muaycky: sig 8000 10 20000 mIla-¢\ 13800
(2.2.10)* At refease: 8 000 to 20 000 mPa-s:
lporarom Tepminy npuaaruocti: eia 10000 1o 22000
mlla-ch
At shell-life: 10000 to 22000 mPa's
Buznagenun pH\ €., (2.2.3Y\ Eur.Ph. [lpn sunveky: 4,5~ 5,5\ At release: 4.5 - 5.5 5,1
Determination of pH (2.2.3)* 1IpOTAroM Tepminy HpuaaTHocTi: 3.5 — 5.5\
| - At shelf-life: 3.5 -5.5
KinexicHe BH3navenns €., (2.2.29* \ Eur.I’h. 1200+ 35 %12 100 r (Rin 1,14 r 10 1,26 F)\ 1,18
BAIKOHI0 xIopuay \ Assay of {2.2.20)* 1.20g+5%per 100 g (1.14 g— 1.26 g)
-penzalkonium chloride ) N |
MikpoGionoriusuii kouTpons \ C.P.(3.1.4,2,6.12, B | r npenapary aonyckaersen: \In 1 g of the product it is
Microbiological control 2.6.13)*\ Eur.Ph. (5.1.4, allowed:
2.6.12,2.6.13)* | = 3RrafLHE Yucao aepoduux Mikpooprasiizmis {(TAMUC): ne <10
binbine 107 KYO/r\ Total Aerobic Microbial Count (TAMC): |
not more than - 10* CFU/g; : <10
| - 3APARLHC THC/I0 JIPDKIDKOBHX TA IUTICCHEBHX rpHGIB
(TYMC): ne Gizbuie 10' KYO/r\ Total Combined Yeasssand 1
Mouids Count (TYMCY): not more than 10" CFU/ : R
He nﬁnyt:(mamcsz:"\ should be abisent:. " B],ﬂ"‘]y’””,ljffr \ _Absentfg'.
Staphylococcus aureus/' \Staphylacoccus aureusl | B‘IHC}’TH.IEI %) \Absent/g
Pseudomonas aeruginosa/r \ Pseudomonas aeruginosaly Biacymuii/r \ Absent/g
NI 3 Candida albicans/r\ Candida albicansig
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Hpoaykr: DapmaTerc, xpem parinamsia b LZ% no72ry i $RAKATOPOM-2032TOPOM \ Homep cepit
|Product: Pharmatex, vaginal cream £.%%%, 72 g in {ebe with applicator-proportioner Batch number:
AKTHBHE peyosuna: 100 r KPEMY PAIHEIBHEOTO MICTATE Sehsaititonio xropuay 1,20 r\ | C236A

Active ingredient: 100 g of vaginal crear s-ataing benzaikenisa chioride .20 ¢ o
PeecTpauiitiue mocigtenua (PN): Re UAS3L0/04/01 pin 30.06.2617 \ Registration certificate (RCY): NeUA/1340/04/01
dd.30.96.2017

Ats PTT: neobmeskena \ Validity of RC: unlimited |

{Jlinensis va BupoBHuITRO (lunorepa Liyai): Ne M20/172 Big 12.10.20201 Manufacturing license (Innothera Chouzy )
Ne M 20/172 dd. 12.10.2020

| * ditove eud. €.D. | Eur-Ph. current editian
- mecm e npogodumscs \ NA

Hom g 3aceimuyio, wo nasepena puue IHEOPMALIR € JOCTOBIPHOIO T& TOYHOI. Liwo cepite npoaykuii 6yo supobaelo (pxovaun naKybastt/MapKy panns) Ta |
RPOBEACHO KOHTPOAL 1T AKOCTI HA BUE3ABRANCHIN QUTLHMLT ¥ OB BiLNOBI MHOCTL 3 BUMOTAMH GMP, BCT2HOBNEHHMHE MICUEBUM pPErynaTopHIM OPUAHOM, 2 TAKOX | .
BIANOBIAHO A0 crieuMBikauif, wio MicTETSCH Y PCCCTpautiHoMy nocke (alo Toprosilt niuensi Kpaiup-8Hpobiika . abo kpaitu-iMnopTepa, KO MPOAYKLiK |
iMITOPTORANO, 260 ¥ HOCKE CHEUNDIKAIH HA NPEHPAT 1A NOCHIKYBAHOTO Mkapeekoro sacoby). poTokonu supoGmiITRA, MAKYBAHHA Ta AHaN3iB GyRo nepernanyTo
Ta BCTAHOBACHO BIANOBIANICTE GMP. (GMP Ceprudirat Ne2021/HPF/FRASY Bi1 07.06.2021). 11 hercby centity that the above information is authentic and accurate,
This batch of product has been manufactured, inctuding packaging/labetling and qisality control at the above mentioned site in full compliance witlh the GMP requirements
of the local Regulatory Authority and with the specifications that are in registration dossier {or with specifications in the Marketing Anthorisation of the manufacturer s
country or importing country if the product is imported. or product specification file for investigational medicinal product). The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP (GMP Certificate Ns2021/HIPF/FR/089 dd. 07.06.2021).

Bucnoror \ Conclusion: ¥nopnosaxena ocoda \ Qualified Person:
MosnrnBunit BincroBoK y Binnosinuoeri A0 ViK1 \ Positive Hara\ Date: 18/09/2023.
conclusion according to QCT requirements Fleuarka \ Stamp
Hata sunycky\ Date of release: 15/09/2021 IHHOTEPA IIY3IVINNOTHERA CHQUZY.

{lianwe\ Signature: T. COPHE \ T. SORNAIS S
Mapmaueer Cucremu 3abe3neueHi sKocr npoaykry \ Product Quality
Assurance Pharmacist
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T. SORNAIS
_Pharmacien AQP
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