P exetis

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

PRODUCT NAME GYNOMAX PLUS VAGINAL SUPPOSITORIES
MANUFACTURING DATE 03.04.2025
MANUFACTURING SITE Cerkezkoy / Tekirdag, Turkey
BATCH NO 250163 EXPIRY DATE 31.03.2028
CONTROL BATCH NO 40000027435 SAMPLING DATE 07.04.2025
PRODUCT CODE 100413 EXAMINED BY Salih TURHAN
CONTROL METHOD NO FP.CM.0336
COUNTRY NAME RUSSIA
GMP/EAEU/RU/01428-2024
GMP CERTIFICATE NUMBER Valid from 27.06.2024 to 26.06.2027
BATCH SIZE 16.395 | 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.
smooth, flat with a rounded end in the form of a truncated ellipse.
Method: HPLC
Identification Retention times of the main peaks in the test solution chromatogram correspond to the
Tloconizlzl:;;l;roldazole, In the assay test retention times of the main peaks in the test solution should to the times. reténtion fimesof the ﬂoc:g:zoal:é ‘;ﬁmlec::?"::ao?:; peak retantion tine In the
the ti and lidocaine peak time in the solution )
Method: Gravimetry. Ph. Eur.
Average Weight 2501 mg
2500 mg / mr £ 5% (2375 mg / mr - 2625 mg / mr)
Method: Gravimetry. Ph. Eur.
Uniformity Of Mass (18120) - notmore £5 % Conform
(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.
Disi ion Test 14 minutes
Max, 60 minutes
Method: HPLC
Uniformity of dosage Tioconazole 1.2
units Acceptance value (AV) S L1 (L1 = 15.0) Lidocaine 16
Tinidazole 2.4
Method: HPLC
Tioconazole (180-220 ) mg (90 % - 110 %) of the label claim 199 mg
ASSAY Lidocaine (80-110)mg (980 % - 110 %) of the label claim 99 mg
Tinidazole (270-330 ) mg (80 % - 110 %) of the label claim 206 mg
Method: HPLC
Impurity A NMT 1.0 % Not Detected
Impurity B NMT 1.0 % < disregard limit
Tioconazole Impurity C NMT 1.0 % < disregard limit
Any other impurity NMT 0.3 % < disregard limit
Total impurities NMT 3.0 % < disregard limit
Impurities Impurity A NMT 0.5 % 0.01%
. Impurity B NMT 0.5 % 0.04 %
Any other impurity NMT 0.25 % < disregard limit
Total impurities NMT 1.0 % 0.05 %
Impurity A NMT 0.02% 0.00 %
Lidocaine Any other impurity NMT 0.2 % 0.09 %
Total impurities NMT 1.0 % 0.16 %
Total viable Aerobic Microbial Count <102CFU lg <100 cfulg
Total Yeast and Mould Count <10'CFU/g <10 cfulg
Microbiological purity c;‘:“:“'ry 2 Absence Staphylococcus aureus absence /g notfound /g
Ab: absence/ g notfound /g
Absence Candida albicans absence /g notfound /g
Packaging Control 3 suppositories in PVC/PE strip. Place 1 strip along with patient information leaflet in a cartoon. 3 suppositories in PVC/PE strip. 1 strip alz:gnvgr patient information leaflet are placed in a
On the strip the following information in Russian is specified: Trade name of the
B medicinal product, dosage form, strength, logotype of the MA holder (in Latin), names
On the strip specify the following information in Russian: Trade name of the medicinal product, dosage form, strength, logotype of B . A by »
the MA holder (in Latin), names and content of active substances (Lidocaine 100 mg, Tinidazole 300 mg, Tioconazole 200 mg), batch |27 %”:;Z;“ﬁ;;:;":::mﬂg”m’“ 100 mg, Tinidazole 300 mg, Tiaconazole
number, expiry date. 3 ] 3 ]
On the carton specify the following information in Russian: Trade name of the medicinal product, generic name, dosage, dosage z:;z;;:I';gz:x;;%:?ﬁ'g:'lzwzg;g?%:g;: "b"n:":;;;;;hT;‘;:::"";yo;z:bw
Labaling form, supposvtory number per package and their Image, fomulabo.n (names ang oon”lenl of active subsﬁj:?':sps’ra l ::’:l:::‘r‘\?:g)sed . par ‘package and their Irnsge. ﬁ lation (names and co m it of B“IVO substances psr
it list of excif action. if
before use”, "Do noi use after the eprrydate' "Keep ou| of reach oi chlldrsn name and logo (in Latin), country of MA holder, name, s ate bl : ) .
storage batch number, date, expiry date ("exp."), registration number, barcode, the use”, "Do notlzzslalfer the expiry date”, Ke‘: "szrsof I‘R;e:c: ‘:fe c;;;’r::edn’::‘)? tsz;f/omo
internal manufacturing package/ product code(s) (industrial bar codes may change due to internal production reasons). Additionally by (in Latin), name and country :}"A’; 1A hol d o na’r,ne city and country of manufacturer, g
pinting or sticker it is possible to apply the of and of product from the manufacturer to the end storage conditions, dispensing condltions, batch number, manufacturing dats, expiry
lser 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: 1IN 007796-170122, var. 1-2
Marketing Authorization number: IN-007796 dated January 17, 2022
Homep PerucrpauuonHoro ynoctoseperus: JIM-007796 ot 17.01.2022
Active ph ical il Ti Batch No: 2500125 ZHEJIANG EAST ASIA PHARMACEUTICAL, India; - Tinidazole: Batch No: 2500164 Aarti Drugs Limited, India; -Lidocaine: Batch No: 2401567 Moehs Catalana S.L., Spain
Shelf life: 3 years
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CEPTU®UKAT AHAJIM3A FOTOBOTO NPOAYKTA

Tumuten, Unama.

HA3BAHUE NPOAYKTA | FAMHOMAKC MMIOC CYNMO3UTOPUM BATUHAMNBHBIE
MECTO DATA NPOU3BOACTBA 03.04.2025
YUepkeskén/ Tekupaar, Typuus
| NPOM3BOMNCTBA
CEPVSI Ne 250163 FONEH A0 31.03.2028
KOHTPOJb CEPUU Ne 40000027435 DOATA OTEOPA OEPA3LIOB 07.04.2025
Kon NPOAYKTA 100413 MPOBEPEHO Salih TURHAN
KOHTPOSIbHBI METOR Ne FP.CM.0338
CTPAHA Poccua
GMP/EAEU/RU/01428-2024
HOMER GNP CEPTIRPMEATA [ecTeuTenen ¢ 27.06.2024 o 26.06.2027
KONMUYECTBO 16.395| YnakoBok YCNOBUA XPAHEHUA Mpu Temneparype He Bbiwe 25 °C
NOKA3ATENN HOPMbI PE3YNIbTATH!
Mevon: BusyanbHein c
o y P LBeTa, Iaakve, NNockue C 3aKkPYINeHHbIM KOHLIOM B
JKenTosarToro ugeTa ragkue, NNOCKUE CYNNOUTOPUN C 3aKPYINEHHBIM KOHLIOM B BUAE YCEUEHHOTO anunca. EMAS YESHEHHOO Jios:
MeToa: BOXX
Bpems yaepKaHns OCHOBHBIX NMKOB Ha Xp y [ P
Bp NVKOB Ha Xp Y [ AQIDKHBI P I "
THHUAA30N W NIMACKANH aESe L L] Haxp P p P . - N
Cpeansn macea Mevop: Becosoir EBpo.dapm. P
Cynno3uTopus 2500 Mr £ 5 % (2375 Mr - 2625 Mr)
MeTon: Becosoir EBpo.®apMm.
OnHOPOAHOCTEL Macchl (18120) - e Gonee £ 5% CoorsetcrayeT
(2/20)- He Gonee £ 10 %
Pasmep vacTuy B nane 3penus ACIDKHbI OTCY " KOTOpbIX 100 mkm. CooreetcTByeT
MeTon: BusyanbHbiin EBpo.®apm.
P 14 MuH.
He Ganee 60 MuH. "
MeToan: BXX
OnHopoaHoCTL 12
AO3HPOBaHUA Koadppuument npuemnemocts - He Ganee 15. 1.6
T 24
MeToa: BAXX
(180 -220 ) mr (90 % - 110 %) oOT 329BNEHHOrO KONUYECTBa 199 Mr
P (90 - 110 ) mr (90 % - 110 %) Ot 3aABNEHHOTO KaNWYecTBa 99 mr
T (270-330 ) mr (90 % - 110 %) oT 3@asBNEHHOrO KaNUYecTBa 296 mr
Metopn: BOXX
Mpumecs A He 6Ganee 1.0 % He
Mpumecs B He 6onee 1.0 % < npejen UrHOPUPOBaHUA
T Mpumecs C He 6onee 1.0 % S npejen UrHOPUPOBaHNA
TNio6an Apyras npumech He Gonee 0.3 % S npeaen UrHoOpUPOoBaHUS
Cymma npumecein He Gonee 3.0 % S npejien UTHOPUPOBaHUS
PoacreeHHble npUMechH Mpumecs A He Gonee 0.5 % 0.01 %
T Mpumecs B He 6anee 0.5 % 0.04 %
Tho6an Apyras npumeck He Gonee 0.25 % S npeAen UTHOPHUPOBaHMA
Cymma npumecein He Gonee 1.0 % 0.05 %
Mpumecs A He Gonee 0.02 % 0.00 %
Nio6an Apyran npumech He 6anee 0.2 % 0.09 %
Cymma npumecein He Gonee 1.0 % 0.16 %
Obwee yucno 61 <10%2CFU/g/r <100CFU/r
O6ujee konuyecmso dpoxoKed u NNeceHu <10'CFU/ glr <10CFU/ r
Muupoﬁq:ocl:':;:wecuaa Ka?;?;" N OTcyTeTeue Staphylococcus aureus He AamkeH GbiTb HaaeH / 1 He Harmen
Orey F g He JorDKeH GbiTb HalggeH / He Haimaen
Orcyreteue Candida albicans He AormKeH GbiTb HaiqaeH / r He HaingeH
e 3 pum B cTpune us MBX/M3, BMecTe C MHCTPYKLMEN NO NPUMEHEHUIO B
KoHrpons ynakoBku Mo 3 cynnosutopus B cTpune u3 MBX/MN3. Mo 1 cTpuny BmecTe ¢ PYKUW B Nauke Kap T2MKe KEpTOHHOM.
Ha cmpune Ha pycckom sisbike: Topzosoe HauMeHosaHUe fipenapama,
opma, Ip 0 PY (va
Ha cmpi Ha py A3bIKe Top: hopmy, u (7 100 m2*,
0 PY (na u (I 100 m2", *Ti “Ti 300 m2*, “Tu 200 m2"), HoMep cepuu, dama ucmeyeHus
300 m2*, “Tuoxonazon 200 Mz*), HoMep cepuu, damy UCMEYeHUS Cpoka 200HOCMU. . cpoka a00Hocmu.
Ha nayKe Ha py A3bIKe Top:
Ha navKe Ha py A3biKe Top: P P
dopmy, N opmy, 0 op B wx opma, 8 ux cocmas Ha 1
cocTas Ha 1 p " " 114 P u , nep
- . M f'"l'lepeA il 4 it cnp - n", o p “ 3
"He no cpoka ", "XpaHuTb B HeJOCTYNHOM ANA AieTen MecTe", HasBaHue, norotun ( Ha 5 : “Neped
cTpaHy P [ PY, ycrioBus xaHeHus1, yCnioBUs OTTIyCKa, HOMep cepum, Aaty c % "He no
Aary cpoka rog| (ToaeH A0:), PeTUCTPALMOHHBIN HOMEP, WTPUX-KOA, cpoka 4 Xp 8 9ns demeli mecme.”,
y iMne) koa(bl) whnu np ( KOAbl MOTYT 1O BHYTD! (Ha cmpaHa P u
p 0 MaXKeT GbiTb b Aans P ap le] PY, ycnosus xaHeHus, ycnosus omriycka, HoMep cepuu, dama
npenapara oT NPOoM3BOAUTENSI A0 KOHEUHOTO ( neyati unu P dama Cpoka (FodeH do:),
i Homep, P 0, Ha
K00kt Ha dama
Cepusn npenap [ yeT Tp 8 HI: NN 007796-170122, uam.1-2
Homep P Y NN-007796 or 17.01.2022
AxTviBHas (hapMalleBTHUECKan CyDCTaHUMA: NinaokanH cepnsii2500125 YKeinanr BocTounan Asua apmalieBTka TUOKoHason cepus: 2500164, OntuMac [parc [pabBeT JiumuTea, ViHaus, Tunnaason cepus: 2401567 , AapTh fiparc

Cpok rogHocTk : 3 rofa
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