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INNOTECH /
; INTERNATIONAL

JIABOPATOPHSI THHOTEK HHTEPHACHOHAJIS \ LABORATOIRE INNOTECH INTERNATIONAL

[Ipomssonyrens: \ Manufacturer: _
HHHOTEPA I1¥3H \ INNOTHERA CHOUZY
Pra Feﬂamal{!‘éPﬂ,:lnyau-émp-Cng; Bamoap-e1op-Cuc, 41150, Dpanuug \ Rus Rene Chantereau, Chouzy-sur-Cisse, Vallofre:sur-Cisse,

41150, France
. CEPTHOHKAT KAYECTBA M\ QUALITY CERTIFICATE N° 040000894740
TIponyxr: onnxuraxeBupro, 3MYALCH? BAFHMAALHAR, B Kancyaax N 6 (3x2), 8 6amcrepax \ Product: Polygynax Howmep cepun\
Virgo, vaginal emiulsion, in capsules Ne 6 (3x2), in blisters -Baich number
AxmyBHbio BemeeTsa; | fancyna ConepanT reoMuiHa cynbdar 35000 ME, noaumuxcrna B cyasar 35000 ME, 54057
nueraTHi. 100000 ME VActive ingredients: 1 capstle containg teomyein sulfate 33000 IUJ, polymyxin B sulfate 35000
1U, nystatin 100000 1V
" Peructpammonsoe yao ttve No UA/7254/01/01 ot 05.07,2019 \ Registration certificate Na UAS7254/01/01 of
05.07.2019 '
Aeftcraue PY: Gecepoyroe \ Validity of RC: unlimited
JIntier3ua 1a npow3soaciso: M M 18/183 o7 05.11,2018\ Manufacturing license: Ne M 187183 dd, 05.11.2018
Jara wsroronnerma \ Manufacturing date: 05/2020 Konuuecrzo npomyxta s cepum (yn.)\ Number of boskes per batch:1 890
Cpox ranocti \ Expiry fate : 04/2022 : : : .
Ananuz cornecio rpeosamum achcrayionix MKK ma npenapar [oasekunake Bupro, smyrneus sarusansuas, B Kancyaax Ne 6 (3x2), &
Bauerepax \ Analysis according to the cuirrent QCT (quatity confrol techniques) requirements for the product PolygynaxVirgo, vaginal emulsion,
in capsules Ne 6 (3x2), in blisters : _
Hamnmaaum_mlcas%meﬂ V | Metonst korTpona \ Tpebosanns MKK {cneunduransa) \ PedyarraTe \
N Characteristics Cantrol methods QCT (specification) reqeirements Results
- Bremini 81 (Omiaiue) \ Bmyamnsao\ Visually | Tnakue opgnpnbie KAMCYNs ¢ 380CTPEHHEIM BHTREYTSM | Cootsercrayer
Description KOHIIOM, OT 6/IeAHG-KeNOr0 fo GexeBoro upera Sirigoth, Complies
oval-with applicator tip, pale yelfow to beige capsules
Hperruduxauns _Idpultiﬁcaﬂon '
Heomuttna tynsary Neomycin ' N —
sulfate [lpn BRimycKe: XpoMarorpamma, HonysexHas i Co%omp“esﬂ\
HCGASAY EMOTO: PACTEOPA, AB/IACTCA MACHTHIHON
! S s XPOMATOTPAMME, TOMYHeHNON HiiA KORTPONEHORD pactBopal
Tommtuxensa B cynnpat \ . (i-i-;ﬂ* \*Eur.Ph. At release: Chromatogram obtained for the sample solutfon js| ~ Coorsererayer\
Polymyxin B sulfate @225 identical fo the chromatogram obtained for the reference. Complies
: N solution
Hucrari\ Nystatin - Breteyue cpoka ronmoety; - \ At shelf-life: NA - Coomaercrayer \
_ _ : w . Complies
D i e 2,593 -2,867 2,593 g — 2,867 g . 2677
“OanopestocTs Macehr | Ei, (2.9.5)% Eur.Ph. Ipy seinyexe: B cootsercrany ¢ B &\ -CootBerctayer \
Uniforniity of masy TR9.5)% At releaserIn dccordance with EurPh, Compiics
: Breueie cpoka roamocru: -\ At shelf-Jife: NA
Koansecraetnoe anpederrente | Assay ; , ‘
| Heomummra cyner\ Neomyoln | g (27.2)*\ £ur.ph, Or31,5x 107 0 38,5 x 10" ME/sancyna\ 345x10°
sulfate t @212% From 31.5x 10° t0 38.5 x 10° [U/capsule
Tlonumurcrsia B cyssdat \ E.d, {2.7.2)* \ Eir.Ph. ‘Or31,5 x 10° no 38,5 x10° ME/xancyna \ S 372x 10
Polymyxin B suifate {2.7.2)* From 31.5.x 10° 10 38.5 x 10° 1U/capsule
Huctarmi | Nystatin®~ | E.®.(2.72)* \Eur.Ph. ~ Or90x 10 110x 10° ME/xancyna \ 102 x 10
— (272 From 90 x 10% to 110 x 10 IWcapsule o
V¥narosra Packaging B cooraercramti ¢ 3 xamcym., copeprxantine IMy L0 BATHHANLHYIO, B Coorsercroyer\
. Defiernyommmn MKK\| 6mucrepe, 2 GareTepa ¢ uucTpykuweit no MeRHIHCKOMY | Complies
In compliance with the | npumexenmo » xaprounoll kopoBie.\ 3 capsules contafning
cumrent QET vaginal emulsion ina blister, 2 blisters with instruction for
! . medical use in a carton box.
*eiicrnayiatyee 130, B.&. \ Bur.Ph. cutrent edicion )
= fnecm HeHposodumen | N, - ;
Hacrosmum 1o 470 MPHEQZCHNER NKINO M GOTMAIR & AZRHON Ceprugmeare keueoTna SEUAETOR AOCTOBEPIOR H TorON, Henvax cephx nponyknuy Gitaa TPOHINGALHR B
MPOLITA. KOUTIONY XRSLOTR -2 COOTRETCTRUN ¢ TpeSons , ¥ W MESTREN perynatapiiaM cpravom ANSM (Opaiinix), o Taks s COOTBETSTRNA €O
CrerpbuKARING, YT 8 YKparne ann ganuoro JREKAPCTBEHBOND cponctea. Jlpotoxons: PPOWIBOACTRA, YRAKODGK M ARATMION Suinn TPOREPLHH # YOTAHORNEHD COUTESTCTANE
‘peSosasmni GMP (GMP O ¥ 2018HPR/FR/256 or 26,11.2018). \ | hertby certify thet the above {nformation {1 thig Cextificate of quality {s aofhentfe and accunats. This batch
of the rodist has been manuth anid pasyed thi¥-quatity contyol in full cotmplimes with the GMP requitements of the tocal Rogulattry Anthoeity ANSM (Framos) and with the
Becificatiohs registored 1 Uik ging for this medicing. *the barch prosessing, patkaging and anelysls records wens reviswed and found to becig complifica with GMP (GMP Cectificate Ma
| 2018HPF/FR/258 dd 26.11.3018). _ '
' “Barmoueniie \ Conclusion: ¥ronnomot A Qpalif .
Honomutenunes sakhitonenns s cootnércrenn ¢ MKK \ Positive ara Y Date: ; : ToIt
conclusion in tefins of tompliance with QCT requirements & INNOTHE.RA CHQQZY

/L_'é"ﬂ 03 AOUT 2020
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"LABORATOIRE
INNoTeC
INTERNATIONAL

JABOPATOPISI THHOTEK THTEPHACBIMOHAJIE \ LABORATOIRE INNOTECH INTERNATIONAL

Bupo6rux: \ Manufacturer:

IHHOTEPA

Y31\ INNOTHERA CHOUZY

Pio Pene 1Ltanrepo, Wysi-ciop-Cic, Banoap-ciop-Cic, 41150, ®panuis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse,

41150 France

CEPTH@®IKAT AKOCTI Xo \ QUALITY CERTIFICATE N° 040000894740

ﬂponym [onizmuuaxe Bipro, emyabcin sarinagbHa y cancyanx Ne 6 (3x2), B 6alerepax \ Product: Polygynax

Virgo, vaginal emulsion, in capsules Ne 6 (3x2), in blisters

AKTHBHI peoBrHM: ] Kancyna MicTHTb HéomiwuHy cynsdaT 35000 MO, noaimikcuny B cyasdar 35000 MO,
vicraTun 100000 MO \ Active ingredients: 1 capsule contalns neemycin sulfate 35000 IU, polymyxin B sulfate 35000

IU, nystatin: 100000 IU

Peccrpatiitine nocpifuenus Ne UA/7254/01/01 nin 05.07.2019 \ Registration certificate Ne UA/7254/01/01 of 05.07.2019

Hia PI1: neofmenena \ Validity of RC: unlimited

JHuensis #a supoGuuuTRo; Ne M 18/183 Bin 05.11.2018 \ Manufacturing license: Ne M 18/183 dd. 05.11,2018

Howmep cepii \
Batch number
54057

Hara surotosnenns \ Manufacturing date; 05/2020
Tepmin ’nptma'moc'ri\ Expiry date; 04/2022

Kinpricre npoayxuii s cepif (yn.) \ Number of boxes per batch: 1890

Ananis 3riguo suMor fthouux MKS ua npenapar Hoaixnaare Bipro, emyabcia Barinaanua y kancyaax N 6 (3x2), s Gaicrepax \ Analysis
according to the current QCT (quality control techniques) requirements for the product PolygynaxVirgo, vaginal emulsiony in capsnles M 6 (3x2),

in blisters

Hafimenysanus nokasuuis |
- Charaeteristics

Metoan KoHTpoTIo \
Contro) methods

Bumorn MKSI (cneundirkauin) \
QCT (specification) requirements

PesyawTaTi }
Results

Josuiumii surasy (Onuc) \ Bizyansuo \ Visuatly

Deseription

TCnasiki 0BEHI KANCYITH i3 3ArOCTPEHKM BBITATHY THM KiHLIEM,
Bix Gnino-#osroro no Gexesoro koasopy \ Smooth, oval with
applicator tip, pale yellow to beige capsules

Binnosinae \ Complies

Inenrrdirauin \ Identification

‘Heomiuuna cynsgar \ Neomycin
sulfate

€.®. (2.2.27y*\ Eur.Ph,

kY [ B f
Tlonimikcuna B cynsgar \ (2.2.27)*

Polymyxin B sulfate

Hicratnu \ Nystatin

[Ipu Bunycky: Xpomarorpama, AKa OTpHMaHa g
BUIpODYBAHOTO PO3UHHY, € [HeHTHUHOK XpoMaTorpami, aka
OTPUME&HA AN KOHTPOJIEHOTO POIYHHY \

At release: Chromatogram obtained for the sample solution is
identical to the chromatogram obtained for the reference
solution

[Ipotarom Tepminy npuaaTHocti: - \ At shelf-life; NA

Bianosizae \ Complies

Binnosinae \ Complies

Binnosinae \ Complies

Cepenns maca \ Average mass  |€.D. (2.9.5) *\ Eur.Ph.

(2.9.5) * 2,593 -2,867r\2,593g~2.867p 2,611
OnvoplanicTs Macn \ €.9, (2.9.5)"\ Eur.Ph. Ipu unveky: Y BiANOBIAHOCTI A0 C.0.\ Bignosiaae \ Complies
(2.9.5)* At release: In accordance with Eur.Ph.

Uniformity of mass

[MpotsromM TepMiny npunataoet: - \ At shelf-life: NA

Kinbkicne pusuavuenna \ Assay

Heomiubna eynsdar\ Neomyein | o ¢, (2.7.2)* \ Eur.Ph. Bin 31,5 x 10° go 38,5 x 10° MO/xancyna\ 345 x10°
sulfate (2.7.2) From 31.5 x 107 to 38.5 x 10° IU/capsule
HMonimikcuia B cymbarr\ €.®. (2,7.2)% \ Eur.Ph. Bia 31,5 x 10° no 38,5 x10* MO/xancyna\ 372 x 103
Polymyxin B sulfate Q2.7.2* From 31.5 x 10? to 38.5 x 10% [U/capsule
Hictaman \ Nystatin Big 90 x 10° no 110 x 10> MO/xancyna\ 102 x 10°

€.0. (2.7.2)* \ Eur.Ph.

From 90 x 10° to 110 x 10° [U/¢apsule

2.7.2)*
Ynaxonxa \ Packaging Y pinnosiznocti no | 3 kancynu, Axi MiCTATS eMyNeciio pariHankHy, B Gnictepi, 2 | Bigmosinac \ Complies
| aioynx MK\ In Gaicrepu 3 iHCTPYKIEIO ANA MEIHYHOTO JACTOCYBAHHA Y |
compliance with the | xaprouniit kopo6ui\3 capsules containing vaginal emulsion
current QCT in a blister, 2 blisters with instruction for medical uséin a

carton box.

*iroue eud. €.0. \ Eir.Ph. current edition

- mecm He npogodunteca \ NA

Ulnn-nigreepmiyto, wo HascacHs e indopauia B gaHomy Ceprudixari akocti € Aocrosiphoto T4 TouHoo, Jana cepin npoaykuil Syna surcrosnexa Ta
npoHuInga KOHTPONL AKOCTI ¥ MOBHIM rianOBiAHOCH Ko BuMor GMP, ncTaHOBAEHHX MiCLIEBAM perynaToplitM opraHoM ANSM {tbpanuia), & TaKoX y ignopintoeti
o cneum)maiim IATREP/DICHHX B YKpalHi Ang J8HOTO JHKapcskoro aacoGy. TIpoTokonx sMpoSHMITRA, YRAKOOK i ananisis Gynu fiepesipeni i BeTaHOBREHO
nifnoiaxnicts BuMoraM GMP (GMP Ceprudiicat Ne 2018/HPF/FR/256 sin 26,11,2018). \ | hereby camfy that the above information in this Certificate of quality is
authenti¢ and accurate. This batch of the product has been manufactured and passed the quality control in full comphiance with the GMP requirements of the local
Regulatory Authority ANSM (France) and with the specifications registered in Ukraine for this medicine. The batch processing, packaging and analysis records were
revncwcd and found to be in compliance with GMP {GMP Certificate Nt 2018/HPT/FR/256 dd.26.11.2018).

Bucrosok \ Concluslon:

Tosuruenuit suenosox y sianosiznocri no MK \ Positive
conclusion in terms of compliance with QCT requirements

Jara \ Date: 03/08/2020




m 3
JEPXJIIKCITYXXBA
JAEPXABHA CJIIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMMH Y KHIBCHKIA OBJIACTI

npocnext Banepis JloGaHoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €/IPTIOY 37078774

BHUCHOBOK
npo SIKiCTh BBE3€HOro B YKpainy JlikapcbKoro 3acody

03.03.2021 Ne 7374/21/10

HOJIDKHHAKC BIPT'O

(uaiiMeHyBanHs Nikapcekoro 3acofy 3riiHO 3 peecTpauiiiHuM NOCBiAUEHHAM)
eMyJIbCisl BariHaJibHa y KancyJax; mo 3 kancyu B 6aicrepi; mo 2 Gaicrepn y kapronnii
Kopobui

(dopMa BHMycKY, N03YBaHHA, BHJ NAKyBaHHA Jlikapcbkoro 3acofy)

Howmep peectpauiiisoro nocsimuenns UA/7254/01/01 ctpox xii peectpauiiitoro nocsiggenns 01.01.2099

Cepis nikapcekoro 3aco0y Ne 54057 KinbKicTh BBE3eHOrO Jlikapcskoro 3acoby 126
BupoGHuK Ianorepa Illy3i, ®panuis
(ualiMeHyBaHHs BMpoOHHKa Nikapcekoro 3acoby, kKpaiHa MOXO/KEHHS)
Beeseno B Ykpainy CuiibHe yKpaiHChKO-eCTOHChKE MANPHEMCTBO Y $opMmi TOBApHCTBA
3 obmesxenoro BinnosinaabuicTio "OnriMa-®apm, JITA", inenr. kon:
21642228

(nalimenyBanns Ta koz 3a €[IPTIOY iopuau4Hoi ocob abo npispuiLe, iM's, no GaTekoBi dizuuHoi
ocobu - mianpremug, ii Micue NpoXHBaHHS Ta peecTpauiiiiuii Homep 06ikoBoT KApTKH NIATHAKA
nozarkis aGo cepis Ta HoMep nmacnopra)

TpoTokon sisyansroro koutpomio six 23.02.2021 Ne 0445/1.

3a pesynbTaTAMH JEPKAaBHOTO KOHTPONIO BCTAHOBJIEHO, WO Jikapcekuii 3aci6 BeeseHo B Ykpaimy 3
AOTPHMAHHSAM BHMOI 3aKOHOAABCTBA WOAO 3a0e3neuenns fKOCTi TKapCHKIX 3aco0is.
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_ Onexciit COJIOJIPAM

(iniuianu Ta npizeHLIE)
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| (nocanosa ocoﬁaqpmy ACPKABHOTO KOHTPOIIO)
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