JABOPATOPISI IHHOTEK IHTEPHACBHOHAJIb \ LABORATOIRE INNOTECH INTERNATIONAL

Bupobunxu: \ Manufacturers:
Bupobuur, 6idnogioatentii 3a nakveanust, konmpois [ gunyex cepit: \ Manmyfacturer responsible for packing, control and batch release:
IHHOTEPA INY3IVINNOTHERA CHOUZY
Po Pene Wlanrepo, THysi-ciop-Cic, Baatoap-ciop-Cie, 41150, ®pannis \ Rue Rene Chantereau. Chouzy-sur-Cisse. Valloire-sur-Cisse.

41150, France

Bupotuuk. aionosidaasiir 3a supobuymso in bulk:: Manufaciurer responsible for in bulk:
KATAJIEHT ®PAHU BEHHXENAM CA A\ CATALENT FRANCE BEINHEIM SA
74 pio Ipincinais, 67930 Beituxeds, Opauds \ 74 rue Principale, 67930 Beinheim, France

CEPTHW®IKAT AKOCTI N\ QUALITY CERTIFICATE N° 040001309662

[Tponyxr: Moaisunakce Bipro, emyanscis sarinanbua y kancyiax Xe 6 (3x2), 8 Guicrepax \ Product: Polygynax Virgo,
vaginal emulsion, in capsules Ne 6 (3x2), in blisters
Awrusni petopkHm: 1 Katicya Micruts, neomiumHy cyabdar 35000 MO, noaimikenny B cyasdar 35000 MO, nicrarun
100000 MO\ Active ingredients: 1 capsule contains neomycin sulfate 35000 IU, polymyxin B sulfate 35000 IU, nystatin

106000 TU

Pecerpandiine noesizuenns (PI): No UA/S7254/01/01 8in 05.07.2019 \ Registration certificate (RC): No UA/T254/01/01 dd.

05.07.2019

Jis PIL: weobmemena \ Validity of RC: unlimited
Jlinensin wa supobuuurso: Ne M 20/172 sin 12.10.2020 \ Manufucturing license: Ne M 20/172 dd. 12,10.2020

Homep cepit'\
Batch number
70481

ara surorowtenng \ Manufacturing date: 06/2024
Tepwin npuaarnocri \ Expiry date : 05/2026

Kispkicrs npoaykii 8 cepii (yraxosox) \ Number of boxes per batch (packs).

5040

Ananiz srizno susor Aiouix MKS ma npenapar Honbknrake Bipro, emysseis sarivaasta y kapcyiax Ne 6 (3%2), s Gaicrepax \ Analysis
according to the current QCT (quality control techniques) requirements for the product PolygynaxVirgoe, vaginal emulsion, in capsules Ne 6

(3%2). in blisters

Haiimenysauust nokaznugis \

Meroan konrpoao \

Bumorn MKS (cnewudirxanis) \

Pesyaprara\

Characteristics Control methods QCY (specification) requirements Results
Sosuiwmiit surasu (Onue) \ Bisyamsno \ Visually I"naaxi osameai Karicyay {3 3ar0CTPCHUM BHTAMHYTHM KiHIIEM, Bianosixac\
Description Bi Gaiao-koBroro 40 Sexesoro koasopy \ Smooth, oval with Complies

applicator tip, pale yellow to beige capsules

Inenrndiranis \ kdentification

Heomimuy cynnar \ Neomycin
sulfate

Cb (22279 \ BEur.Ph.

[py sunyeky: Xpomarorpama, sKa OTpuMana s
AOCALKYBAHOIO POIHIHY, € ZICHTHUHOIO XPOMaTOrpami. s1xka
OTPUMAHA LIS CTARAAPTHONO POBUHHY \

At release: Chromatogram obtained for the sample solution is

Bianosizac\

(2.2.27)y* identical to the chromatogram obtained for the standard Complies
solution
[porsrom repminy npuaarnocri: - \ At shelf=life: NA
rvesy: Tpueyrnicrs ionis 308.2 £ 0.7 J{a ra
~ - . 515.3 4 0,7 Ha\ At rclease: Presence of ions 308.2 24 0. . S
C.D. (2.2.29/22.43y\ 613.3 -7 la A Atrlease: Presence offions 308 0.7 Bianosijae

BEuar.Ph. (2.2.29/2.2.43)*

Daand 615307 Da
Uporarom repminy npigtarnocti: - V At shelf-life: NA

Complics

Hogimikenny B eysngar \
Polymyxin B sulfate

CD. (2227 \Eur.Ph,

Llpu priyCry;. XpoMarorpaMa. aKa OTpHMana s
JLOCATKY BEHOTO POSMHHY, € LICHTHUNOI XPOMATOrpami, sika
OTPUMANA A CTAHAAPTHONO POBHHHY \

At release: Chromatogram obtained for the sample solution is
identical to the chromatogram obtained for the standard
solution
Uiporsros renpminy npmaarnocris - \ AL shelf-life: NA

Bianogizac\
Complies

Cuab. (2.2.2972.2. 43¢\
FurPh. (2.2.29/2.2.43)*

Hpw puovegy: Hpuceyruicrs fonie 401,93 0.7 [la ta
602.4 + 0,7 Jla\ Alrelease: Presence ol ions 401.9 0.7
Da and 602.4 £ 0.7 Da
Uporsroy repminy npraarnocti: - VAL shelf-life: NA

Bixnosixge\
Complies

Hicraru \ Nystatin

Cab, (22,27 Lur.Ph.
(2.2.27)*

11 :
AOCALDKY BAHOIO POSUURY, € JICHIHUHOK XPOMATOrpami, sxa
OTPHMANE JUIS CTAHAAPTHONO PO3aMHY \

At releaser Chromatogram obtained for the sample solution is
identical to the chromatogram obtained for the standard
solution
[Tporsrom repiny npuaarnocri: - Y At shelf=life: NA

Bianosizac \
Complies

N Ae ceens” [Ste

VA e 2¢, (/




[poayr: Hoabsnnake Bipro, emyascis parivannna y gancynax Ne 6 (3x2), 8 6aicrepax t Product: Polygynax Virgo,

vaginal emulsion, in capsules N ¢ (3x2), in blisters
Arrusni pevouim: 1 xancyaa MicTh1h, neominnny cyasdgar 35000 MO, noaimikenny B cyanar 35000 MO, wicrarun 70481

100006 MO\ Active ingredicnts: | capsule contains neomycin sulfate 38000 1U, polymyxin B sulfate 35000 1U, nystatin

100000 1U

Pecerpauitine nocsiztenns (PI1): Ne UA/7254/01/01 iz 05.07.2019 \ Registration eertificate (RC): No UA/T254/0T/04 dd.

05.67.2019

Jlist PIT: neobmemena \ Validity of RC: unlimited

Jiensis sa supoGrmireo; Ne M 20/172 gia 12,10.20203 Mamlfacturmg, hce(

Homep cepiit
Batch number

Nz M 20/!72 dd |2 |0 2()70

Hicramim \ Nystatin

€., (2.2.29/2.2.43)*\
fur.Ph. (2.2.29/2.2.43)*

FIporsros tepminy npuaarnocri: - Y ALshelf-life: NA

Biarosinae )
Conmplics

ulcasc. Plcscnu 01 ions 976‘ 6 ().7 l,)d

Cepeans Maca \ Average mass

3pavcysaris \ Weighing

2.593-2.867r\2.593 g~ 2.8067 & 2,671

Oanopinnicrs macn \
Uniformity of mass

@, (2.9.5)* Eur.Ph,
(2.9.5)*

Tlporsros tepminy npuaaruoceri: -\ At shelf=life: NA

Bianosinac)
Complics

[lput unyeky: Y sianosianocri 1o €00
clease: 1n accordance with Eur.Ph.

KinpKicie Busuasienns \ Assay

Heomitgy cyaphar \ Neomycein
sulfate

€.d. (2.7.2)* \ Eur.Ph.

Bix 31,5 x 10" 50 38,5 < 10° MO/xancysa 32.8 < 10}

From 31.5 x 10" to 38.5 x 107 [Ufcapsule

(2.7.2)*
oaimikenny B eyandar\ €., (2.7.2)%\ Eur.Ph, Bix 31.5 x 10 a0 38,5 ~ 10° MO/xancyaa\ 359108
Polvimyxin B sulfate (2.7.2)* From 31,5 = 10% to 38.5 = 107 Wcapsule

Hierarin A Nystatin

€D, (2.7.2)%\ Eur.Ph.
(2.7.2)*

Bia 90 # 10° 20 110 » 10* MO/kaneyaa\ 101 - 10

From 90 * 10% to 110 x 107 [{/capsule

*liovwe eud, C. .\ Eur. Ph. current edition

- MecH 1ie moeodumues t NA

Lltne 5 SACBUIIVIO, 11O HABEACHD BIIC THHOPMALLR ¢ OCTORIPHOIO T2 TOUHOIO. Lo cepito npoaykii By:10 BUPOGICHO (BRINOUAIOUH [IAKYBAHHA/MAPRYBAINS) Ta
BPOBCACHO KQHIPOAN 1 FKOCT HA BRILCIAsHAMEHTT AlapHMIE Y NOBHI Bianosianoct 3 susoraMii GMP. BCTRUOBACHNMI MICHCBHRM PETYITOPHIM OPIEHOM, &
TAKOYK BAROBI O 40 crewpuhikanit, 1o sicrsres y pee cmannmomv 0¢he (aG0o Toprosill niewsii kpalim-supodinika ad0 KPARI-IMIOPTEpa, IKINO NPOAY KO
innopToRano, alo ¥ A0eht CHCLUIKALIH Ha npenapar Juis joc; AlipkyBanore aikapesroroe sacody). Hporoxoan BUPOBHMLIBA, NAKYBAMIGE T4 awuizin Gyio
HEPORSHYTO T4 BCTAHOBACHO BiAnosiwicT GMP. (GMP Ceprudicar Ne2021/HPF/FR/089 six 07.06.2021). \ | hereby certify that the above information is
authentic and accurate. This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications that are in registration dossier (or with speeifications in the Marketing
Authorisation 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 Certiticate Ne2021/HPF/FR/089 dd. 07.06.2021).

Bucnosox \ Conclusion:

Hosurusuuit suciosor y signosignocri xo MKSE\ Positive

conclusion according to QCT requirements
Hara rrnyery Date of release: 17/10/2024

Yaopuosamena ocofia \ Qualified Persen:

Jara\ Date: 21/10/2024

Tewarka\ Stamp

THHOTEPA LHV3IVINNOTHERA CHOUZY

Flizume \ Signature: PAJICYPALET

Zacryink Yuososaxenol ocofn \ Deputy Qualilied Person
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