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CERTIFICATE OF ANALYSIS OF FINISHED PRODUCT

o excuis
PRODUCT NAME NEO-PENOTRAN® vaginal suppositories MANUFACTURING DATE 03.06.2026
MANUFACTURING SITE Cerkezkoy / Tekirdag, Turkey EXPIRY DATE 31.05.2029
BATCH Ne 260274 SAMPLING DATE 10.06.2026
CONTROL BATCH NO 40000028763 REVIEWED Nalle 6ZTURK
PRODUCT CODE 100050 CONTROL METHOD NO FP.CM.0243
COUNTRY RUSSIA STORAGE CONDITIONS At temperature < 25 °C.
GMP/EAEU/RU/01428-2024
9.868
QUANTITY fineKages [BMP CERTIFICATE NOUBER Valid from 27.06.2024 to 26.06.2027
PARAMETERS LIMITS RESULTS
A Method: Visual inspection ies of flat triangular shape with a rounded top and side edges with a funnel-
White to almost white flat triangle-shaped - suppositories with a funnel-shaped depression, with a rounded top and side edges. shaped depression of white color.
Method: HPLC
Metronidazole, miconazole | During the assay the retention time of the main peaks in the chromatogram of test solution should correspond to that of the main peaks in the chromatogram of The retention time for the solution meets the standard.
nitrate standard solution
Method: gravimetric. Ph. Eur.
2491 mg
2500 mg £ 5 % (2375 mg to 2625)
Average suppositories mass Method: gravimetric. Ph. Eur. (18/20)2 5 %
and mass
2/20-NMT £5 %
0/20- NMT £10 % (0/20)£10 %
Method: Visual Inspection. Ph. Eur.
Di 7 min
NMT 60 min
Ph. Eur.
Uniformity of dosage units 1) Acceptance valus (AV) for 10 suppositories — NMT 15 (L1 = 15); Metronidazole ayses
2) Ifthe value (AV) for 10 > L1, test another 20 suppositories(L2 = 25,0):
a) acceptance value (AV) s L1 and _
b) Al the units are within the range of 0.75 to 1.25 of the reference value (M) Miconazole Nitrate AV=175
Method: HPLC
Assay Metronidazole 450 - 550 mg (90 % to 110 % of the label claim) 525 mg
Miconazole nitrate 90 to 110 mg (80 % to 110 % of the label claim) 1086 mg
Method: HPLC
Any single impurity NMT 0.1 % < disregard limit
Total impurities NMT 0.2 % < disregard limit
Related sub
Any single impurity NMT 0.25 % 0.08 %
Miconazole nitrate impurities
Total impurities NMT 0.5 % 0.08 %
Total yeasts and moulds count NMT 10’ CFU/g <10cfu/g
Staphylococcus aureus absencein 1g not found /g
Microbiological purit Ph. Eur.
ity Pseudomonas aeruginosa absencein1g notfound /g
notfound / g
Candida albicans absencein 1g
Packagin 7 suppositories are placed in a polyvinyl chloride/polyethylene (PVC/PE) strip. 7 suppositories are placed in a polyvinyl chloride/polyethylene (PVC/PE) strip.
ging 2 strips together with a Package Leaflet are placed in a carton. 2 strips together with a Package Leaflet are placed in a carton.
. . In accordance with section 1.3.2 of module 1 of the registration dossier LP-N(011652)-
Labeling In accordance with section 1.3.2 of module 1 of the registration dossler LP-N(011852)-(RG-RU) from 12.09.2025. Complies with Expert Repot dated (RG-RU) from 12.08.2025. Complies with Expert Repot dated 05.09.2025 No. 22287
05.09.2025 No. 22287 (Sequence 0003)
(Sequence 0003)
The product batch meets the requirements of ND: JIN-Ne(011652){PT-RU)-120925 (subsequence 0003)
Marketing Authorization number: JIN-Ne(011652)-(PT-RU) ot 12.09.2025
Active ph Batch No: 2600417 Hubei Hongyuan Pharmaceutical Technology Co., Ltd., China / No. 3 Hongyuan Road, Hi City, E D Zone, Luotian County 438 600, Fengshan Town, CHINA- Miconazole
Nitrate: Batch No: 2501536 Quimica Sintetica, S.A., Spain
Shelf life: 3 years
QC Specialist Reviewed by Approved by Results
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‘ Exeltis CEPTUOUKAT AHANIU3A FOTOBOIO NPOAYKTA
b
HA3BAHVE NPOAYKTA HEO-NEHOTPAH® CYNMO3UTOPUU BATMHANBHBIE BATA NPOU3BOACTBA 03.06.2026
npopﬂi%ﬁym Yepkeaktir/ Tekupaar, Typums FOAEH A0 31.05.2020
CEPUSA Ne 260274 AATA OTBOPA OEPA3LI0B 10.06.2026
KOHTPOSIb CEPUM Ne 40000028763 NPOBEPEHO Naile 6ZTURK
Kop NPOAYKTA 100050 KOHTPOIbHbIV METO[] Ne FP.CM.0243
CTPAHA POCCUA YCNOBUSA XPAHEHUA He Bbiwe 25 °C
GMP/EAEU/RU/01428-2024
9.868 Vi
KONUYECTBO naKoBoK HOMEP CEPTU®UKATA GMP DeficTBUTeNeH ¢ 27.06.2024 no 26.06.2027
MOKABATENN HOPMbI PESYNbTATHI
MeToa: BusyanbHein
Onucaxve ¢ NNOCKOM Tpey 7 oM C 3akpyT! L
CynnosuTopuu 6enoro uru noyTk 6enoro YBeTa NOCKOM Tpeyl dopmsi ¢ c " 6 6 Kpasmu ¢ yr Genoro ygeTa.
Kpasmu.
MeToa: BOKX
MeTpoHugasona, Mpu BpeMeHa NUKOB Ha Xp i y AOMKHB Bpewn 4 e
MUKOHA30Ma HUTpaT NWKOB Ha XpoMaTOrpaMme CTaHAapPTHOro pacTeopa.
MeToa: Becosoir. EBpo.®apM. .
2491 wmr
IS 2500 wrt 5 % (or 2375 mr go 2625 mr)
peAHsA macca
cynnonmopu: atcu MeTon: Becosoin. EBpo.®apm. (18/20)£5 %
2/20 He Gonee + 5 %
0/20 ve Gonee £ 10% (0/20)%10 %
MeToa: Busyanehuit. EBpo.dapm.
P 7 MuH.
He Gonee 60 MuH.
Espo.dapM.
AV =6.5
OAHOPOAHOCTL 1) KoatpchuumeHT npuemnemocty (AV) ans 10 cynnoautopues— He Gonee 15 (L1 = 15);
[AO3MPOBaHHBIX SANHHUY 2)Ecrm (AV) N;ﬁ 12@@ >L1, e 20 (L2=25,0):
a) Ko WLIMEHT NpUeMnemMocTi “ AV=175
b) Bce eAMHULb HaxoAATCA B AuanasoHe oT 0,75 A0 1,25 onopHoro aHavenuns (M) Mukonasona wutpar
MeToa: BOXX
Konuuectaentoe MeTpouuaason 0T 450 - 550 Mr (0T 90 % A0 110 % OT 3aRBNEHHOro KONNYecTBa) 525 mr
MukoHasona HuTpar o190 10 110 Mr (o7 90 % A0 110 % OT 3aABNEHHOTO KONU4YeCTBa) 106 mr
Metoa: BOXX
Tio6oin eAUHUYHON NpUMech He Gonee 0.1 % S Npejen UrHOpUPOBaHUS
Mpumecwu
PopncTeeHHbie npumeck Cymma npumecein He Gonee 0.2 % S npejen UrHOPUPOBaHUS
fNioBoin eAuHUHOM NpUMeCK He Gonee 0.25 % 0.08 '%
Mpuieck MukoHasona HUTpaTa
Cymma npumeceir He 6onee 0.5 % 0.08'%
OBLuyee 4MCNIO APOROKEBBIX U NNECHEBbIX rPUGOB He Gonee 10" KOE/ <10cfu/g
Staphylococcus aureus oTcyTcTBME B 1 T He HaineH /T
Mnxpoi:g:guecm Esp.dapm YT
Pseudomonas aeruginosa oTcyTcTBME B 11 He HaineH /T
Candida albicans oTcyTcTBME B 1T He HaigeH /T
Vnaxoska Mo7 B CTPUN U3 (MBXMI3). Mo7 B CTPUN U3 (NBX/M3).
Mo 2 cTpuna BmecTe ¢ W B nayke 7 Mo 2 cTpuna emecTe ¢ " B nauke 17
B cootBeTCTBUM C pa3nenom 1.3.2 Moayns 1 perucTpayuorHoro aocke fN-
Mapkuposka B cooTseTcTBUM ¢ paspenom 1.3.2 Moayna 1 peructpaynorHoro gocke fN-Ne(011652)-(Pr-RU) ot 12.09.2025 Ne(011652)-(Pr-RU) ot 12.09.2025
PRApO CooTBecTayeT akcnepTHOMY oTueMy oT 05.09.2025 Ne 22287 (MocnepoparenbHocTs 0003) CooTsecTByeT akcnepTHOMYy oTyemy oT 05.09.2025 Ne 22287 (MocneaosaTensHOCTL
0003)
Cepua 8 HA: NN Ne (011652)-(Pr-RU)-120925 (nocnegosaTenshocTs 0003)
Homep PerucTpaumontoro yaoctoseperus: fIN-Ne(011652)-(PM-RU) ot 12.09.2025r.
api CEPWA Na: 2600417 XyGain XyHioaHb dapl T Ko., Nta. iWNe 3, XyHioaHb Poyn, 30Ha 3KOHOMUYECKOTo Pa3BuTHs, FOPOA XyaHraH, okpyr floTaHb, Kutai, 438 600, ®aHwwaHb,
npoBuHUMA Xy6ait Mukonasona wutpat: CEPUS Ne: 2501536 Kumuka Cuntetuka C.A., Micnanus
Cpok roauocTh: 3 roga /
CrieynanicT no KOHTPorIio Ka4ecTsa TMposepeHo OpobpeHo PesynuTaThl
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