NEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJITO 3A
HAPKOTUKAMUI Y KHIBCHKIN OBJIACTI

upos. Crimimunoi Hadi, 3, m.Kuis, 02099, res/paxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3¢HOTO B YKpainy JikapchbKoro 3acody

05.12.2024 No 62500/24/10

IHOJIZKHUHAKC BIPIO

(HaitMeHyBaHHs TiKapchKoro 3acofy 3TN0 3 peecTpatliifHiM NOCBITUEHHAM)
emMyJibCisi BarinaibHa y Kancyiax; no 3 kancy.u B 6icrepi; no 2 6yictepu y KaproHHii
KOPOOI

((hopMa BRMYCKY, 103yBaRHA, BAL NaKyBaHHs Jikapchkoro 3acoby)
Homep pecerpauiitnoro nocsiguenus UA/7254/01/01 crpoi ait peecrpauiitnoro nocsiuenns 01.01 2099
Cepis nikapchkoro 3aco6y Ne 70481 KinbKicTh BBE3EHOTO JiKapchkoro 3acofy 252

Bupobunk Innorepa LLy3i, Gpauitis

(HaiiMcHYBaHHS BUPOBHHUKA JIIKAPCHKOTO 3ac00y, KPaiHA 110X0OKCHHS)

Beescro B YKpainy CrinbHe yKpaiHCHKO0-eCTOHChKe MANPUEMCTBO Y hopMi TOBAPHCTBA
3 oGMekeHolo BianosiganbuicTio "OnriMa-®apm, JITIL", inenr. wou:
21642228 '

(naitmenysaniis ta kox 3a €JIPTIOY wpuanunoi ocobu aGo npissrie, iM's, 10 BarnLkoBi (hizuunof
0coBu - niANpUEMIL, T MICIIC IPOKURANIS Ta peceTpaliiiiiii Homep oBNIKOBOT KapTIKH ATk
1o/1aTKiB ado cepist Ta li()\ILp HacnopTa)

IIpoToKos Bi3yaJibHOI0 KOHTPOJIIO Bilt 28.11.2024 ¥e 3761/4

3a  pesyibTaTaMH  JICPKABHOTO  KOHTPONIO  BCTAHOBICHO, WO JiKapchkuit  saci®  BBeseHo B VYkpainy 3

JOTPUMAHHSM BuMOr 3aKOHOJABCTBA OO 3abe3rcHeHHs AKOCTI JIKAPCHKUX 3ac0biB.
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JABOPATOPISI IHHOTEK IHTEPHACBIOHAJIb \ LABORATOIRE INNOTECH INTERNATIONAL

BupoBuuks: \ Manufacturers:

Bupobuur, sionogidareiuil sa nakyeanus, sonmpoan { cunyer cepii: \ Manufacturer responsible for packing, control and batch release:
IHHOTEPA INY31\ INNOTHERA CHOUZY

Pio Pene Wawrepo. Hlysi-ciop-Cic, Baawap-ciop-Cic, 41150, ®pannis \ Rue Rene Chantercau. Chouzy-sur-Cisse. Valloire-sur-Cisse.

41150, France

BupoGnuk. aionosidaaviuis 3a gupoduuymeo in bulk:s Manufacturer responsible for in bulk:
KATAJEHT @PAHU BEMHXENM CA\ CATALENT FRANCE BEINHEIM SA
74 pio Ipincinann, 67930 Beiuxeliv, Ppamis \ 74 rue Principale, 67930 Beinheim, France

CEPTHDIKAT AKOCTI A2 |

QUALITY CERTIFICATE N° 040001309662

[poxyvkr: Mosixunaxe Bipro, emyancis parinaabua y kancynax Ne 6 (3x2), 8 Guicrepax \ Product: Polygynax Virgo,

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

ARTHBHI pevoByim: | Kalcyta MicTurs, neominmny cysisdat 35000 MO, noaimikenny B cysedar 35000 MO. uicrarnn
100000 MO\ Active ingredients: 1 capsule contains neomycin sulfate 35000 IU, polymyxin B sulfate 35000 IU, nystatin

106000 1U

Pecerpaniiine nocsiguenns (PI1): No UA/7254/01/01 pix 05.07.2019 \ Registration certificate (RC): Ne UA/7254/01/01 dd.

05.07.2019
Jis PIL: weobmemena \ Validity of RC: unlimited

Jlinewsis wa supodmmrrso: Ne M 20/172 pin 12.10.2020 \ Manufucturing license; Ne M 20/172 dd. 12.10.2020

Homep cepii\
Batch number
70481

ara surorossenns \ Manufacturing date: 06/2024
Tepmin npuaarnocri \ Expiry date @ 05/2026

Kigpkicrs npogykuil B cepii (yraxosok) \ Number of boxes per batch (packs).

5040

Ananis svizpo suMor aowix MKS ia npenapar [Toaikanake Bipro, emyssciss sarivagsha y kaneyaax Ne 6 (3%2), 8 Gaicrepax \ Analysis
according to the current QCT (guality control techniques) reguirements for the product PolygynaxVirgoe, vaginal emulsion, in capsules Ne 6

(3%2). in blisters

Haiimenysauus nokazuukis \ Meroan konTpoato \

Bumors MKS (eneuudiranin) \

Pesyanratu \

Characteristics Control methods QC' (specification) requirements Results
Sosninmiit Burasus (Onue) \ Bisyamsno \ Visually "k oBabHI Kanicyan i3 3ar0CTPCHUM BHTATHYTHM KiHIEM, Bianosinac\
Description Bij Ga110-KOBTOrO 40 Bexeroro koasopy \ Smooth, oval with Complies

applicator tip, pale yellow to beige capsules

InenTudpiranin \ kientification

Heomimny cynnpar \ Neomycin
sulfate

€. (2.227)%\ Eur.Ph.
(2.2.27)*

[py sunyeky: XpoMarorpama, sKa OTpUMana Juis
JLOCHLKYBAHOIO POTHINLY, € DICHTHUHOIO XPOMATOrpaMi. ska
OTPHMAHR NS CTAHAAPTHOrO PO3UHHY \

At release: Chromatogram obtained for the sample solution is
identical to the chromatogram obtained for the standard
solution
[porsrom repminy npunarnocri: - \ At shelf=life: NA

Bianosizac\
Complies

CuaD, (2.2.29/2.2.43)%\
Eur.Ph. (2.2.29/2.2.43)*

Daand 615.3:£0.7 Da
Uporaros repminy npitarnocti: - A At shelflifer NA

Bianosizae\
Complies

Hogimikenny B eyangar
Polymyxin B sulfate
C.D, (2227 \ Eur.Ph,

{ XpoMarorpaMa. axa OTpHuMana s
JLOCATKY BAHOTO POSTHHY. € VICHTHUHOIO XPOMATOrpami, ska
OTPUMata IS CranIapTHOTO POSHHHY §

At release: Chromatogram obtained for the sample solution is
identical to the chromatogram obtained for the standard
solution
Ulporsrom repiny npuaarnocri: - \ ALshelf-life: NA

Bizuogrijgac \
Complies

Cuab, (222972243580
Fur.Ph, (2.2.29/2.2.43)*

Hpy puovexy: Tpueyrnicts ionig 401,95 0,7 [la ra
602.4 + 0,7 Jla\ Atrelease: Presence ol ions 401.9 0.7
Da and 602.4 4 0.7 Da
Uporsicom repminy npraarnocti: - VALshelf-life: NA

Bixnonixac
Complies

€., (2.2.27)* \ Fur.Ph,
(2.2.27)*

Hicrarun \ Nystatin

KY: XPOMATOIPAMa, RKa OTPAMANA ANs
AOCALKY BAHOI'O POZUMHY, € LICHTMUHOK XPOMATOrpami, 1Ka
OTPHMAHA AT CTAIIAPTHOTO PO3UMHY \

At release: Chromatogram obtained for the sample solution is
identical to the chromatogram obtained for the standard
solution
[Iporsrom repminy npuaarnocri: - V At shelf-life: NA

Bijmosizac
Complies
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Ipoay«r: Hoabsunaxe Bipro, emyabcis parinaubna y xancysnax Ne 6 (3x2), 8 faicrepax s Product: Polygynax Virgo, Homep cepii s
vaginal emulsion, in capsules Ne 6 (3x2), in blisters Batch number
Axrisni peuonunn: 1 kancyaa MictnTh, Heominmny eyasdar 35000 MO, noaimikenny B cyandar 35000 MO, wictaran 70481
100006 MO\ Active ingredients: | capsule containg neomyein sulfate 38000 1U, polymyxin B sulfate 35000 1U, nystatin
100000 1U

Pecerpauiiine nocsizuenns (PI): Ne UA/7254/61/01 8ix 05.07.2019 \ Registration certificate (RC): No UA/T254/01/01 dd.
05.07.2019

Jis PIT: neobmenxena \ Validity of RC: unlimited

Jlivensia #a BupoGrmrrro; Ne M 20/172 pia 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12,10.2020

Hicraran \ Nystatin [lpy sunyexy: Hpueyruicrs ionis 926,64 0,7 Ja\ AL
G, (2.2.29/2.2.43)%\ release: Presence of ions 926.6 = (1.7 Da Bianosinac
Fur.Ph. (2.2.29/2.2.43)* [Iporsiroy tepminy npuaarocri: - Y ALshelf=lifer NA Complics
Cepennn Maca \ Average mass 3uancynanns \ Weighing 2,593 - 2.867 1\ 2.593 g — 2.867 & 2671
Onnopignicrs macn \ .9, (2.9.5)* Bur.Ph, ;Y Bianoriaocri 1o €O\ Bianosigac\

n accordance with Eur.Ph. Complics

Uniformity of mass (2.9.5)* k
Iporsrom repMiny npuaarioceri: -\ At shelf=life: NA

Kinpricie Busuasenns \ Assay

Heowitunty cyanpar \Neomyein | ¢ >, (2.7.2)% \ Eur.Ph. Bin31.5 % 10° 20 38,5 x 10° MO/kancya 328 x 107
sulfate (2.7.2)* From 31.5 x 10% 10 38.5 x 107 [Ufcapsule
[Toainixeuny B cyandar €., (2.7.2)%\ Eur.Ph. Bix 31.5 » 10% 10 38,5 x 10° MO/xancyza\ 359~ 10
Polymyxin B sulfate (2.7.2)* From 31.5 » 107 to 38.5 x 10° l/capsule
Hicrarun \ Nystatin ) _ Bix 90 # 103 go 110 » 107 MO/kancyaa\ 101 2 107
€.d. (2.7.2)*\ Eur.Ph. From 90 x 107 to 110 x 10° [U/capsule
212

*ione eud, C.b.\ Lur. Ph. curvent edition
- mecn e npogodumuest t NA

Ll st 3aCBITIVIO, 110 HABEACHE BIINC THOOPMAUIH € IOCTORIPHOI) T2 TOUHOI. Lo cepito npoayKIgT 640 BUpOGICHO (BRINOUAIOUN [AKYBAHHA/MAPRYBAIHS) Ta
BpOBEACHO KOHTPOAK T FKOCTE HA BUILCA3HAYCHIN AlasHMI Y nOBHIH sianosianoct 3 sumoramis GMP, BCTAHOBACHNMI MICHEBRM PETYIBITOPHIM OPIIHOM. &
TAKOA BAROBTWHO 10 Chepdikauiil, 1o MICTHIHE Y peecTpauiiHomy Jocse (a0 1oprosill nivewsii kpainu-supodinika abo KPATHI-IMAOPTEPA, HKINO NPOAYKILO
IMIOpTORANO, a00 Y J0che ctenuiRaii Ha nperapar Ui A0CALBKYBHONO KAPCLROIo 3aco0y). [1poToko:ni spotuLsa, nakysamie i awsisis Syuo
HEPOIHYTO T4 BCTAHOBACHO Biosiuicrs GMP. (GMP Ceprudirar Ne2021/HPF/ER/O89 i 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 spcul' fcations that are in registration dossier (or with specifications 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
bateh pracessing, packaging and analysis records were reviewed and found to be in complinnce with GMP (GMP Certificate Ne2021/HPF/FR/089 dd. 07.06.2021).

Bucnosox \ Conclusion: Yuopuosamena ocofia \ Qualified Person:
Hosurusuuit scaoBok y Bignosignocri xno MK\ Positive Jlara\ Date: 21/10/2024
conclusion according to QCT requirements Teuarka \ Stamp
Jara sanyveryl Date of release: 17/10/2024 THHOTEPA THY3VINNOTHERA CHOUZY

Fisnme \ Signatre: PAJICYPALET
Zacrynunk Y nosiosakenot ocofu \ Deputy Qualitied Person
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