INNOTHEIG

CEPTUO®UKAT AHAJIU3A/

Certificate of analysis

IIpousseneno (Borimyckalomuii koHTpo.ib kadectsa) UHHOTEPA ITY3U, ®panuus
Manufactured (release quality control) by Innothera Chouzy, France

HanMeHOBaHKe Npenapara u JekapcTBeHHas popma: [oamknHake, Kancy/ibl BArHHAJbHbIE /

Name and dosage form of the product:

Polygynax vaginal capsules

®opma Bbinycka / Presentation: karcysibl BaruHaibHble Ne 12, 2 6aucrepa B nauke / vaginal capsules Ne 12, 2 blisters in a

box

Cepust Ne / Batch No: 74512

Jlata konTposns / Release date: 24/11/2025

KonTtposbHbiit HOMep / Control number: 040001439902

Jlara usrorosneHus: / Manufacturing date: 07/2025

["ozmen o / Expiry date: 06/2027

Hopmarussbiii fokymeHT (HJ]) / Normative document (ND): JITI-Ne(007371)-(PI'-RU)-241024

IMoka3artenu/ Tests

Hopwmbl/ Norms

PesyabraThbl/ Results

Onucanmue / Appearance

Msrkue Kancyjibl OT CBETJIO-)KENATOro Mo
0exeBOro  LBeTa,  OBaILHOH  (OPMBI,
cojiep)Kalliie  MOJYXHUIAKYI  OJHOPOJHYIO
maccy. CopepxuMoe Karicysl MOXEeT UMETb
LBET OT XKEJITOrO 10 KOPHYHEBOTO /

Light yellow to beige soft capsules, oval form,
containing semi-fluid homogeneous mass.
Content of capsules can have yellow to brown
color.

CoortsetctByet / Conform

Hnentndukauus /
ldentification

TCX /TLC

- Hucrarun / Nystatin

- Heomuina cynbdar /
Neomycin sulfate

- [Nonumukcuna B
cynwsdar / Polymyxin B
sulfate

BDXX/MC / HPLC/MS
- Heomuumna cynbgar /
Neomycin sulfate

- Hucrarun / Nystatin

- [Tonumuikcuna B
cynsdar / Polymyxin B
sulfate

Ha xpomarorpamme MCIbITY€MOro pacTBopa
JIOJDKHBI OOHAPYKUBATHCS MATHA HAa YPOBHE
MATEH Ha XpPOMaTOrpaMMe CTaHAapTHOrO
pactBOpa /

In the chromatogram of test solution, spots
should be detected at the level of spots of
standard sample.

JIoKHBI pUCyTCTBOBaTh HOHBI 308,2 + 0,7
Hau 6153 +0,7 la/ Presence of ions 308.2
+ 0.7 Da and 615.3 + 0.7 Da

JIoJKHBI IPUCYTCTBOBATh HOHBI 926,6 +0,7
Ha/ Presence of ions 926.6 = 0.7 Da

JlomkHbl pucyTCTBOBaTh HOHBI 401,9 + 0,7
Ila u 602.,4 +0,7 Jla / Presence of ions 401.9 +
0.7 Da and 602.4 £ 0.7 Da

CootBerctByeT / Conform

CoortsetctByet / Conform

CootserctByer / Conform

Cootserctyet / Conform

Macca coaepKumMoro
KancyJibl 1
OJHOPOAHOCTH MO Macce /
Mean mass of content of
the capsule & uniformity
of mass

Or1 2,375 102,625/ From 2.375t0 2.625 g

18/20 conmepxumMoro karncyJ — He OoJiee +
7,5% ot cpenneit maccol / 18/20 of capsules
content — not more than = 7,5% from average
mass

2/20 copepkuMoro Karcys — He Oonee = 15%
oT cpeaHeit maccol / 2/20 capsule content —
not more than + 15% from average mass

2451r/g

Cootserctyer / Conform

CootserctByet / Conform
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CEPTUD®UKAT AHAJIU3A/
Certificate of analysis

Ipousseneno (Boimyckaomuii KoHTpoab kayecrsa) MHHOTEPA ITY3H, ®panuus
Manufactured (release quality control) by Innothera Chouzy, France

HaumenoBanue npenaparta u jekapcTBeHHas popma: IMomKHHAKE, KancyJibl BArHHAJIbHbIE /
Name and dosage form of the product: Polygynax vaginal capsules

®opma Bbinmycka / Presentation: karncyJisl BaruHanbHble Ne 12, 2 6iuctepa B nauke / vaginal capsules Ne 12, 2 blisters in a
box

Cepus Ne / Batch No: 74512

Jlata xoutposs / Release date: 24/11/2025

KonTtpousbHblit Homep / Control number: 040001439902

Hara uzrorosnenus: / Manufacturing date: 07/2025

lonen no / Expiry date: 06/2027

Hopmarussbiii nokyment (HJ]) / Normative document (ND): JITT-Ne(007371)-(PT-RU)-241024

Toka3zatenn/ Tests | Hopwmsi/ Norms | PesyabTaThl/ Results

P?c.“ P J He Gonee 30 muH / Not more than 30 min 2 MuH / min
Disintegration time
KonnyecTBeHHoe
onpenenenue / Assay
Heomuuuna cybdar / Ot 31 500 no 38 500 ME / From 31 500 to 38 35561 ME/ IU
Neomycin sulfate 500 1U
[Monumukcuna B cynbdar | Ot 31 500 no 38 500 ME / From 31 500 to 38 34956 ME / I1U
/ Polymyxin B sulfate 500 1U
HucraruH / Nystatin OT1 90 000 no 110 000 ME / From 90 000 to 100233 ME / IU
110 000 1U
Cpoxk roanoctu / Expiry o 06.2027 /
date 2 voxa. /.2 years Until 06.2027
YciioBust XxpaHeHus / [1pu Temneparype He Bblie 25 °C / [1pu Temneparype He BbiLie 25 °C /
Storage conditions At a temperature not higher than 25 °C At a temperature not higher than 25 °C

JIATA/Date:
YTBEPXJIEHO/Approved

[TOAIMUCD/Signature
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