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Exeltis CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
osiviraat
PRODUCT NAME GYNOMAX PLUS VAGINAL SUPPOSITORIES
MANUFACTURING DATE 29.08.2025
MANUFACTURING SITE Cerkezkoy / Tekirdag, Turkey
BATCH NO 250417 EXPIRY DATE 31.07.2028
CONTROL BATCH NO 40000027899 SAMPLING DATE 02.00.2025
PRODUCT CODE 100413 EXAMINED BY Naile 6ZTURK
CONTROL METHOD NO EXE-TR-AMET-QC-000155
GEUHTRE e RUSSIA GMP/EAEU/RU/01428-2024
GME SERTIFIGATE NOMEER Valid from 27.06.2024 o 26.06.2027
BATCH SIZE 16.436 | Packages STORAGE CONDITIONS At temperature s 25 °C
TESTS SPECIFICATIONS RESULTS
Method: Visual inspection
Yellowish smooth, flat suppositories with a rounded end in the form of a truncated ellipse.
Yellowish smooth, flat suppositories with a rounded end In the form of a truncated ellipse.
Method: HPLC
Retention times of the main peaks in the test solution chromatogram correspond to the
loconazole, Ti retention ti of the tioconazole, tinidazole and lidocaine tention time in the standard
T' ',_z“:u,::dm"" In the assay test retention times of the main peaks in the test solutk to the retertion times of [ 0 © eton c:?m'aw,'ampeak b mein fhe stand
the tioconazole, tinidazole and lidocaine peak retention time in the sundlrd solutlon ‘chromatogram.
Method: Gravimetry. Ph. Eur.
Average Weight 2479 mg
2500 mg / Mr £ 5 % (2375 mg / mr - 2625 mg / mr)
Method: Gravimetry. Ph. Eur.
Conform
Of Mass (18120) - ot more £5 %
(2/20) - not more 10 %
Particle size in the field of view of the microscope, there should be no particles with maximum size exceeds 100 microns. Conform
Method: Visual Inspection. Ph. Eur.
Test 14 minutes
Max. 80 minutes
Method: HPLC
onazol .5
Uniformity of dosage Tioce le 1
untts Acceptance value (AV) S L1 (L1 = 15.0) Lidocaine 26
Tinidazole 3.0
Method: HPLC
Tioconazole (180 - 220 ) mg (90 % - 110 %) of the label claim 198 mg
ASSAY Lidocaine (90 - 110 ) mg (80 % - 110 %) of the label claim 100
mg
Tinidazole (270 -330 ) mg (90 % - 110 %) of the label claim 303 mg
Method: HPLC
Impurity A NMT 1.0 % < disregard limit
Impurity B NMT 1.0 % < disregard limit
Tloconazole Impurity C NMT 1.0 % 0.00 %
Any other Impurity NMT 0.3 % < disregard limit
Total impurities NMT 3.0 % 0.09 %
Impurities Impurity A NMT 0.5 % Not Detected
Im B NMT 0.5 % 0.06 %
Tinidazole purty
Any other impurity NMT 0.25 % 0.06 %
Total impurities NMT 1.0 % 0.18 %
Impurity A NMT 0.02% 0.00 %
Lidocaine Any other impurlty NMT 0.2 % 0.06 %
Total Impurities NMT 1.0 % 0.24%
Total viable Aerobic Microbial Count <102CFU/g <100 cfu/g
Total Yeast and Mould Count <10'CFU/g <10 cfulg
Microbiological purity c;m 2 Absence Staphylococcus aureus absence /g not found / g
Absence Pseudomonas aeruginosa ahsence/g not found / g
Absence Candida albicans absence /g not found / g
Packaging Control 3 suppositories In PVCIPE strip. Place 1 strip along with patient Information leafiet In a cartoon. 3 suppostores in PVC/PE strip. 1 stip slong with patient nformation leafiet are piaced in 2
On the strip the following information in Russian Is specified: Trade name of the
medicinal product, dosage form, strength, logotype of the MA holder (in Latin), names and
On the strip specify the following information in Russlan: Trade name of the medicinal product, dosage form, strength, logotype of the |content of active substances (Lidocaine 100 mg, Tinidazole 300 mg, Tioconazole 200 mg),
MA holder (in Latin), names and content of active substances (Lidocaine 100 mg, Tinidazole 300 mg, Tioconazole 200 mg), batch number, | batch number, expiry date.
expiry date. On the carton specify the following information In Russian: Trade name of the rnecﬁcind
On the pecify the following in Russian: Trade name of the medicinal product, genenc name, dosegs, dosage form, |product, generic name, dosage, dosage form, strength, suppository number per pac|
Labeli ‘suppository number per package and their image, formulation (names and content of active per 1 and lha‘r image, formulation (names and oontem of active substances per 1 supposltory list
g action; "antibacterial", "antiprotozoal”, “antifungal’, "local anesthetic”, and precautionary notes: "Read the enclosed leaflet before use”, "Do not |of action: ', "antifungal”, "
use after the expn'y date", "Keep out of reach of chlldren name and logo (in Latin), country of MA holder, name, storag y notes: "Raw the enclosed Ieaﬂsi before uss "Do not use aﬂer
batch number, date. expiry date ("exp.:"), registration number, barcode, the internal manufacturing the expiry dale "Keep out of reach of children”, name and logo (|n Lah ), name and country
package/ product code(s) (nndustnal bar codes may change dus to internal production reasons). Additionally by pinting or sticker it is of MA holder, name, city and country of storage pensing
possible to apply the i and of medicinal product from the manufacturer to the end user diti batch number, date, expiry date ("exp.:"), registration number,
barcode, the industrial bar codes are printed on the package. The date matrix is printed on
the package.
The product batch meets the requirements of ND: /Il 007796-170122, var. 1-2
Marketing Authorization number: NIM-007796 dated January 17, 2022
Homep PerucTpaLporHoro yaocTosepeHus: JIN-007796 or 17.01.2022
Active Batch No: 2500834 ZHEJIANG EAST ASIA PHARMACEUTICAL, India; - Tinidazole: Batch No: 2500434, 2500588 Aarti Drugs Limited, India; -Lidocaine: Batch No: 2500423 Moehs Catalana S.L., Spain
Shelf life: 3 years
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P exeltis

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

HA3BAHME MPORYKTA [FAVHOMAKC MIOC CYMMOSUTOPUN BATUHANBHBIE
WECTO BATA NPON3BOACTBA 20.08.2025
NPOU3! CTBA Yepkeskén / Tekupaar, Typuua
CEPUSI Ne 250417 rogEHAo 31.07.2028
KOHTPOINb CEPUN Ne 40000027899 LATA OTEOPA OBPA3LIOB 02.09.2025
Ko NPOAYKTA 100413 NPOBEPEHO Naile 6ZTURK
KOHTPOMNbHBIN METOA Ne EXE-TR-AMET-QC-000155
CTPAHA PoccUa
GMP/EAEU/RU/01428-2024
HOMEF.GMP CERTMGIKATA RevicravTeren ¢ 27.06.2024 o 26.06.2027
KONMUYECTBO 16.436| Ynakosok YCNoBUA XPAHEHA Mpu Temneparype He Bilue 25 °C
MNOKA3ATESNMN HOPMb! PE3YNbTATbI
Mertoq: BusyansHuin c
o P KENTOBATONO LBETA, MMAAKYE, NNOCKUE C 33KPYNEHHBIM KOHLOM B
BUAE yCEYEHHOro anunca.
>KenTosarToro LypeTa rnaakue, NNOCkNe CYNNO3UTOPUI C 3AKPYTTIEHHBIM KOHLIOM B BUAE YCEYEHHOMo anunca.
Merop: BOKX
BpeMmn yAepXaHuA OCHOBHBIX MIUKOB Ha XPOMATOrpaMMe UCTIbITYeMOro PacTeopa
OCHOBHBIX NUKOB Ha xpcmarorpaMMe ncnsITyeMoro AOMKHb! nnkos 1aun
M nnkos " Ha XpoMaTorpamMMe CTaHA@PTHOrO pacTBopa. NIMAOKANHA Ha XpOMETOTPaMME CTEHAGPTHOO pacTaopa.

Cpenuss Macca

Mervoa: Becosoit Espo.dapm.

2479 Mr
cynno3utopus 2500 Mr + 5 % ( 2375 mr - 2625 Mr)
Merton: Becosoir Espo.®apm.
OnHOpoAHOCTL Maccht (18120) - ne Gones £ 5% CoorseTcTayeT
(2/20)- He Gonee £ 10 %
Pasmep yacTny B narne 3peHns MUKPOCKONa AQMKHLI OTCY yacTuybl, ¥ pasMep KOTOpIX NpesbiwaeT 100 MKM. CoorseTcTByeT
Mervop: BusyanbHeiin Espo.®apm.
F a: Buey e 14 MUH.
He Gonee 60 MuH.
Metoa: BOXX
OpHOpOAHOCTL 15
AO3MPOBaHKA KoathpuuueHT npuemnemoct - He Gonee 15, 26
3.0
Mevoa: BOXX
TwokoHason (180 - 220 ) Mr (90 % - 110 %) OT 3@ABNEHHOMO KaNkYecTsa 198 Mr
onpepaenexne Nunokaun (90-110 ) Mr (90 % - 110 %) OT 3@ABNEHHOrO KaNUYecTBa 100 mr
TuHuaason (270 -330 ) Mr (90 % - 110 %) OT 3aABNEHHOMO KanudecTsa 303 Mr
Metoa: BOXX
Mpumecs A He Gonee 1.0 % < npepen UrHopupoBaHuUa
Mpumecs B He Gonee 1.0 % < Npegen UrHopupoBaHUa
TuoxoHason Mpumecs C He Gonee 1.0 % 0.09 %
fto6an Apyras npumect He Gonee 0.3 % < npeaen UrHOpUpoBaHNSA
Cymma npumecein He Gonee 3.0 % 0.09 %
PoacTeeHHble npuMeck Mpumecs A He Gonee 0.5 % He
p Mpumecs B He 6anee 0.5 % 0.06 %
NioGan apyran npumecs He 6anee 0.25 % 0.06 %
CyMmma npumecein He 6anee 1.0 % 0.18 %
Mpumecs A He 6anee 0.02 % 0.00 %
JNupokaun Toban gpyras npumech He Ganee 0.2 % 0.06 %
Cymma npumecein He Gonee 1.0 % 0.24%
O6uee 4uCo a3pobHbIX MUKPOOPEAHU3MOS <102CFU/g/r <100CFU/r
O6use Konu4ecmeo dpoxokell u NABCOHU <10'CFU/g/r <10CFU/r
opusi 2 ~ =
i Eop.. OTeyTetBUe Staphylococcus aureus He fomxeH GbiTb HagaeH / He HaijaeH
Ortey Ps ir He flamkeH 6biTb HaaeH / r He HangeH
OTcyTcTeue Candida albicans He AaMKeH BbiTb HaaeH / 1 He HangeH
- - 3 cynnoautopuy B cTpune ua NBX/MD, BMeCTe ¢ MHCTPYKLMeN NO NPUMEHEHUI0 B
y Mo 3cy pus B cTpune u3 NBX/TA. Mo 1 cTpuny BMecTe ¢ no B Nauke Kkap naike KapTOHHOM
Ha cTpune Ha pycckoM si3bike: TOProBoe HauMeHoBaHve Npenapara,
opma, P norotun
Ha cmpune Ha py A3bIKe : Top P opmy, P sewects (" 100 mr",
O PY (Ha u ( 100 ma*, "Tunmmon 300 mr", "TuokoHason 200 Mr"), HoMep Cepum, AaTa UCTEYeHNA cpoka
*Tunudason 300 mM2", “TuokoHason 200 me*), Homep cepuu, damy UCMEYeHUs CPOKa 300HOCMU. . FORHOCTH.
Ha " nauke Ha fA3bIKe Toprosoe
Ha nayKe Ha py AA3bike : Top P P POBOYHOE HaNM 3 hopma,
bopmy, B dopmy, 0 cy opues B ux chnnoawropuea B yNaKoske, X moﬁpax(sume, cocTas Ha 1
naoBpaKeHue, COCTaB Ha 1 Cynno3UTOpUi [ Z Ly Bewer p y P [ BelecTs, nep
pKUP o udeckoe Aei " w#oe", "npoTusor s BCnOMOr L Myeckoe aei
" ) Hagncn: "Tepen cnp v "p “, “np P J#Hoe", "poTUBOr| 3
n", "He no cpoka roAuoc'ru ", "XpaHuTb B HEAOCTYNHOM ANA AeTein MecTe", " , np P : "Mepea
noroTun ( Ha cTpaHy PY, ycnoeus xaHeHus, ycnosus oTnycka, Homep i n", "He no cpoka
cepuu, pary u Aary cpoxa oA (I’oneu A0:), PErucTpaLOHHLIM HOMEP, LWTPUX-KOA, Xpauwn: B HEJOCTYNHOM AN Ae'reu MecTe.", HasBaHue, NoroTUn (Ha
BHY n Kon(bl) wunu ( KOAbl MOTyT NO BHYTP: cTpaHa PY, ycnosus xaHehus,
p p ). A MOXET BbiTb. ANSi MOHUTOPUHI@ ABUXEHUA YCNoBUA OTNYCKa, HOMEP oepuu, Aara mroroenenuﬂ AaTa UCTeHEHUA Cpoka
ap o or np Ao ] (MeToOM nevaru uim of (Fopew po:), per A HOMEP, LITPUX-KOA, Ha yNaKoBKy
[ Ha ynakosky HaHeceHa AaTa MaTpuke
MeTOAOM nevaTy.
Cepus P B HI: NN 007796-170122, nam.1-2
Homep 0 yAo AM-007796 or 17.01.2022

AkTuBHas papmaLieBTUYeckas cybcTaHuus: TuokanH cepusi2500423 XKeinaHr BocTouHan Asus dapmaliesTuka Tuokonasan cepusi: 2500834, Ontumac [iparc MpavseT Numuted, UHAuA. Tuhngason cepus: 2500434, 2500588
Aaptu Oparc Numutes, UHanA.

Cpok rogHocTy : 3 ropa
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