AR O R oA T O ROE

INNOTECH

INTERNATIONAL

JABOPATOPISI IHHOTEK IHTEPHACBUOHAJUIB \ LABORATOIRE INNOTECH INTERNATIONAL
Bupo&uuii: \ Manufacturers:
Bupobnux, 6ionogiowibinelt 3 nakyeanus, koumpoas [ sunyer cepii: \ Mamfacturer responsible for packing. control and baich
release:
THHOTEPA Y3V INNOTHERA CHOUZY
Pro Pene Hlavrepo, [lysi-ciop-Cie, Bamoap-ctop-Cie, 41150, ®paumis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-
Cisse. 41150, France
Bupobuur, sionosioarvuuii sa cupodnuyman in bulk:y Manufacturer responsible for in bulk:
IHHOTEPA Y31V INNOTHERA CHOUZY
Pio Pene Hlawrepo, tlyszi-cop-Cic, Basnoap-ciop-Cic. 41150, ®panuis \ Rue Rene Chantereaun, Chouzy-sur-Cisse, Valloire-sur-
Cisse, 41150, France

CEPTH®IKAT AKOCTI Xo \ QUALITY CERTIFICATE N° 040001298970

ITpoaykr: TMoabruuake, kancyiau sarinaanui Ne 12 (6x2) y Guicrepax \ Product: Polygynax, vaginal capsules Ne 12
{6x2) in blisters

Arrrmui pevosuing: 1 owancyaa sarivassia Micturs weoMinpiy cyasdary 35 000 MO, noanimikeuny B cyasdary
35000 MO, sicraruuy 100 000 MO \ Active ingredients: | vaginal capsule contains neomycin sulfate 35 000 1U,

polvmymn B sulfate 35 000 1U, nystatin 100 000 YU Homep cepif
Pecerpatiitne noesixuenns (PIT): Ne UA/10193/01/01 six 17.01.2020 \ R(/QBU ation certificate (RC): Ne UA/10193/01/01 | Batch number:
dd. 17.01.2020 70102

st P weolmenacenia \ Validity of RC: unlimited
Jlinensis na supobuntree (Jurorepa lysi): Ne M 20/172 iz 12,10, 2020 \ Manufacturing license {Innothera Chouzy):
Ne M 20/172 dd. 12.10,2020

Hara rurotoraenss \ Manufacturing date; 07/2024 Kisskicrs npoayxuil & cepil (ynakonox) \ Number of boxes per batch
Tepmin npuaarnocri A Expiry date: 06/2026 (packs): 24192

Anaais 3rigno suMor allournx MKS na npenapar Hoabkunare, kancyau sarinaanai Ne 12 (6x2) y Saicrepax \ Analysis according to the
current QCT (quality control techniques) requirements for the product Polygynax, vaginal capsules No 12 (6x2) in blisters

Haiimeuysamis Meroau KOHTPOJIIO \ Bunori MKH (enenndiranis) \ Pesyaprarn\
nokaznmKis \ Contrel methods QUT (specification) requirements Results
Characteristics
Onic \ Description Bisyaapno \ Visually Tnavrki, OBasHi KArCysn Bij CBITAQ-KOBTOIO J0 HOBTOIO Bianosizae \
koanopy L Smooth, oval, pale yellow to vellow coloured capsules Complics

Irenndivauin \ Identification

,{I()C;IIH/K) BAHOIQ pO.i‘!VlH_‘; & U.IUITH‘IEIOIO \p()\id[‘()l pd\ﬂ AKa

€.b. (2.2.27 \ Bur.Ph. OTPUMAHA 51 CTAHAAPTHOTO PO3IHHY \ Bianosizae \
(2.2.27)* At release: Chromatogram obtained for the sample solution is Complies
Heominny eynngpary identical to the chromatogram obtained for the standard solution
Neomycin sulfate Uporsron tepminy upuaaruocri: - \ At shelf-life: NA

Upu sunvexy: [pacyruicrs ionin 308,2 % 0,7 jla ta 6153
4 0.7 Jla \ Atreleage: Presence of jons 308.2 £:0.7 Da and 613.3

~G?.<D. (2.2.2972.2.43)\ £ 0.7 Da Bi_,fu‘tcmi,-'.xac\
bur.Ph. (2.2.2972.2.43)* Iporaros Tepminy upuaaruocti: - Y At shelt-life: NA Complies
[lpu punyeky: XposarorpaMa, sika oTpuMana s
: JOCHLTKYBAHOTO PO3UANY, € LACHTHHIO XPOMATOrpami, ska
G, (2.2.279% )\ Eur.Ph OTPHMEHA U8 CTEHAAPTHOTO PO3YMIY \ Bianorigac \
(2.2.27y* At releagse; Chromatogram obtained for the sample solution is Complics
HMosisixenny B cysndar identical to the chromatogram obtained for the standard so tution
Polymyxin B sulfate porsrom tepminy npuaaiyoctis - VAt shelf-life: N
Upu sunyeky: Vpueyruicrs jonin 401,9 £ 0.7 )1'(1 ta Bixnosinac\
€., (2.2.29/2.243)%\ 602.4 & 0.7 Iz ase: Presence of ions 4019 £ 0.7 Da (;(,mp“cs
Eur.Ph. (2.2.29/2.2.43)% and 602.4 0.7 Da
Llporsrom tepminy opuaargocti: -V ALshelt-life: NA
Cob. (22279 \ Eur.Ph. XpomarorpaMa, ska 0TpHManRa Jis
(22.271)* UMY, € VICHTHUYROK XPOMATOrPaMi. ska
OTPHMANA U CTAHAPTIOTO PO3UMHY | Biaosigae \
Atrelease: Chromatogram obtained for the sample solution is Complies
identical 1o the chromatogram obtained for the standard solution
Hicrarau \ Nystatin Hporsrom tepminy npuaarnocri: - \ At shelf-life: NA
Ipu sunyeky: Hpueyruicts ionis 926,6 0.7 Jla\
At release: Presence of jons 926.640.7 Da
b, (2.2.29/2.2.43)% 3 UInorsron repsiny_npuaarnocri: - VAL shelfdife: NA Biasoninach
Fur.Ph. (2.2.29/2.2.43)% Complies
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ponyir: Toniwusake, kancyan sarinaasui Ne 12 (6x2) y Gaicrepax \ Product: Polygynax, vaginal capsules Ne 12
(6x2) in blisters

Axrupni pevosdim: | kancyna sarivasbaa Micrir, HeoMinuuy cyasgary 35000 MO, nonisixenny B cyandary
35000 MO, wicratuny 100 000 MO \ Active ingredients: 1 vaginal capsule contains neomyein sulfate 35 000 1V,

polymyxin B sultate 35 000 1U, nystatin 100 000 [ Homep cepiiy
Peecrpanditne nocsinvenss (PIT): Ne UA/10193/01/01 sin 17.01.2020 X Registration certificate (RC): Ne UA/10193/01/01 | Batch number:
dd. 17.01.2020 70102

Hist PIT: neobmesxcena \ Validity of RC: unlimited
Jlinensia na supoBumrso (lwovepa [Lysi): Ne M 20/172 sin 12.10.2020 \ Manufacturing Heense (Innothera Chouzy):
Ne M 20/172 dd. 12.10.2020

Cepennst maea \ Average  Bpaxynanus\ Weighing 2,375 - 2,625 11 2.375 - 2.625 g 2433
mass 2,375-2,62 J375-2.625¢ 2,433
- . et o Upn sunyeky: ¥V sianosiuocti xo €.\ Bixnonizae \
On!mp HHETE MacH \ €.o. (2’9‘3 )_* \*fzur.l’h Atrelease: According to Eur,PPh, Complies
Uniformity of mass (2.9.5) Lporsrom tepminy apyaarnocri: -\ At shelf - life: NA
Posmrapannst \ €D, (2.9.2)9 Eur.Ph. o ‘ ) Binnonimae \
Disintegration (2.9.2)% Hieas 30 x. POINANANITS AOCAACTHCA ]\) Complies
After 30 min, disintegration is achieved
Kiaskicue usHatenns \ Assay
Heomiwwmny cysmdar\ €.D. (2.7.2%\ Eur.Ph. Bia 315 » 107 10 38,5 > 10* MO/kancysa \ 334 =17
Neomycin sulfate (2.7.2)* From 31,5 x 10° 10 38.5 x 10 [U/capsule
Hogisikenny B eymgary | ¢ @, (2.7.2)% \ Eur.Ph. Biz 31,5 % 10° 50 38.5 » 107 MO/kancysna\ 36.2% 107
Polymyxin B3 sulfate (2.7.2)* From 315 » 10° to 38.5 > 10° [U/capsule
Hicrarnu \ Nystatin i Bt 90 ~ 10% 20 110 x 10P MO/aneya \ 97+ 10°
€., (2.7.2)%\ Eur.Ph. From 90 » 10 to 110 = 103 IW/capsule
(2.7.2%

Y gionesionoemi 00 €., 2.9.2. d) cHOCHEDIaenvea pospus Hceramunosol OGOk PERINAABHOT ADO GARIIEIHOT KANCYAU, U0 QOICOINE SUGIALNUNIUCS T
saicmy abo a) crocriepizacnibes rosie posuunenis  According to Ph. Eur, 2.9.2. d) rupture of the gelatin shell of rectal or vaginal capsules oceurs allowing
release of the contents or a} dissolution is complete.

*iliove eud. €., Eur, Ph, current edition

- mecH He npogodumves t NA

Lnas 1 3acBLAyI0, WO HABCACHE BHINE indoprmaltia € A0CTOBIPHOIO Ta To41010, L1 cepito npoayKii Gy 40 supoaeno (skavsaons NAKY BAHHN/MAPKYBAHIA ) TR
[IPOBCACHO XOHIPUIL T AKOCTE HA BrIC3A3HAUCHIH JiAbHHW Y NOBHIT BIAORLTHOCT] 3 BuMOramn GMP, RCTRHORNCHNMH MICLICBHM PEryISTOPHIM Opranoy, a
TAKOH BLANOBLIHO 0 coeudirattiit, mo MicTaraes y pecerpauiBiony 20ehe (a00 TOprowif AineHsii kpaiti-supobunka a6o RPATHM-IMIOPTEPA. K0 HPOAYRULO
unoprosaio, abo y A0cke cnetmdikaniil Ha npenapat s A0CHLKYBANOIO Aikapehrory 3acoby). [porokonn BUPOSHHLTRA, NAaKyRIMHA Ta auanizip Gyao
TEPCIHYTO T2 BCTAHOBACHO Biunosiauicts GMP. (GMP Ceprudicar Ne2021/HPF/FRA89 pin 07.06.2021). \ [ hereby certify that the above information is
authentic and aceurate. 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 speeifications that are in registration dossier (or with specifications in
the Marketing Authorisation of the manufacturers 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
Ne2021/HPF/FRA89 dd. 07.06.2021).

Bucnonok \ Conclusion: Yuosnosaxena ocoba \ Qualified Person:
Hoswruenuit Bucnosox y signosiagsocri go MKS\ Jlava\ Date: 09/09/2024
Positive conclusion according to QCT requirements Meuaria \ Stamp
Hara sunyexy\ Date of refease: 05/09/2024 HHOTEPA HIV3IVINNOTHERA CHOUZY

Hinmue\ Signature: PAJIC\PALET
Bacrynung Ynosnosaxenol ocolu \ Deputy Qualified Person

Patrice ALET
Phammacisn Responsable Intérimae
_ANNOTHERA' CHOUZY
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