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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC, A,

A WORLD &25DisvE Lucation: 1§ Temmuz Manallesi Cami Yolu Caddes
Prarmacea Tov gy No 30 Gunesli BagciianTstsnbul, Turkey

Livease: TRIUYI201901 2.2

Bupodreno: ¥YOPAL MEANIMH L1AY CAN. BE TUTAC A0,
Micieanasomrenna 15 Temmyt Maxannewi s Fomy Dacanzeci
Nadb Dovewar Bar zamaup/Cranbys, Typesummn

Muenaw TRUYR01912:2

Cymposidni dosmiuesu |
- metronidazole |
| = Memponidazony <Disregard limit
| single impurity <0.2% <Mexi susBienny |
| OOnAuHa dumiluxy !
total impurities <05 % <Disregard Jimit
SCH0O0 doMiwok <Mexi sHaBnenya
- micanazole nitrate ;
- MiKoHas oIy Himpamy i
single impurity £0.25% 0.09% ?
COURIHG DOMIWKA
i Total impurities
| _seroco Jomiuon S1.0% 0.09 % ;
Assay: '
Kinexicne eusnavenis 756.75 t
- metronidazole 712.5-781.5 my/suppository (MricynoiaTopit) (95-105%) | ng/supp. (meriym
- Memponioazoiy (100.9%)
~ miconazole nitrate | 190-210 mg/suppository (mr/cynosiropiit) (95-105%) 198.4 mg/supp. ;
- Mixowazany wimpamy ! {azicyn) (99.2%) |
Microbivlogical purity: :
- lotal aerobic count (TAMC) | < 10> CFU/g s <l CFU/g (KYO/y
- 3araubia KibKicme < 10° KYO/ir '
aepoGHx MIKPOOp2anizvie
(TAMC) ' <10 CFUg <1 CFU/g (KV (¥

| - total fungi count (TYMC) E L0 KYO/r
| - 3A2QAEMG Kiekicy i
OPIRINCOsUY ma nEiCHABUY |

| pubia (TYMC) | Absentin | g Absent !
| - Pseudomonas aeruginosa | Bioeymnig ] 2 Biocymui !
.-' | Absentin 1 g Absent g
| - Staphytococcus aurens | Bigcymuis i 2 Bideymui

' { Absentin 1 g Absent

o= Candidy albicans | Bideymuig ! 2 Bidcymni

I do hereby certify that the abovementioned data are frustworthy and aecurate, ?‘ki:fmducj batch is manufuc-
tured (packaginglabeliing included) under the quala'g' control on the abovementioned manufacturing site in full
conformity with the GM, r?wremenw, established by the regulatory agency of Turkey as well as with the spec-
{fication and control methods of the analytic-normative documentation, registered in Ukraine. The protocols of
manifacture, puckaging and analysis are reviewed: conformity with the GMP is established, . -
Luww x saceiduyio, wo nepepavosana suiye ingopmaris ¢ doemosipnoxr 1 manow. Hx cepin npooykyil Eyaa
BHCOMUGREHa  (SKTIOYAOTE NAKYBANHR / M&mxyswmajm 3 NPOGEAEINRM  KONMPOMO AKOCMI MG  GUUFESRQIANIT
supudnuvin dinenuyl ¢ mosuisl sionoeidnocmi 3 ausozavu GMP, semanorienyu PeVARmOpHUM  apeaHoM
Dypewsuny, @ maxoxw y sidnosionocmi i cneyurinaicio | semodamu  Konmpoio mxocemi (MKA),
sapeccmpoaaiiinie 6 Ypaini, Hpomoroan GUPOGHUNMEA, YnaKoaxu nig awialiie Oyt nepezisnymi ma acmanos ieno
gionogionicme GMP.

Surname and position of person, approving batch release (v murket Quallty assurance Manager: Zerrin Bilmenogin
Tipissinye ma nocaow 7 seanm ¢ ‘00w, AKA EUDdAG D08 HAY suycK cepii
Menedncep iz subesmevenia axocmi: Jeppin Sinwmenuviy

Signature and date, stamp
Hidmee ma dama nidnucannn, NEWCIMRG ¢ UeNaAMN 151).202!
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numeHaa 911000940n.jp‘g

JIEPXUNKCITYXBA
JAEPKABHA CJHIYXKBA 3 JIIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI
Byn. Bepesnskiscoka, 29, Kuis, 02098, 1es1. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls kyiv@dls.gov.ua,https:/www.dls gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Nnpo AKICThH BBE3eHOro B YKpaiily Jikapcbkoro 3acoby
08.08.2022 Ne 31318/22/2611
JIMEH/A

{Hafive i) BaHIA JKAPCLRoro. sacnly 3riHo 3 peecTpatifinnm nocsiaNeinmw)
cyrosuropil sarinainii, no 7 cynosuropiis y 6aicrepi; no 1 6aicrepy y womuaexTi 3 7
HalAN b HHKAMI 0AHOPA30BOI0 BHKOPHCTAHHY ¥ KAPTOHHIT Kopobui

(dopma BrAYCKY. J03YBAHIA, BKI NAKyBANIS ATKAPCEKOrO sacaly)
Homep peecipauitinoro noceingenns UA/14636/01/01 crpok aii peectpauilinoro noceiauenss HeOOMEkeH i
Cepis aikapcekoro 3acoby Ne 911000940 KinbKicTs BBCICHOO Jikapebkoro sacoby 26933

BupoSuug YOPJIJL MEIOWIIAH IJIAY CAH. BE TIJDK. AHL. Typeununna

(HaiMeny nuIs BHPOGHINKD HKIPCLKOTG 3aco0Y. Kpaiig Moxoaweling )

Beeseno b Ykpainy Torapucrso 3 obmexenoio sinnosizaabhicrio "BJAYC GAPMA",
iaenT, wou: 43821180
(naivenysanma 1a koa 3a CAPTIOY wopranunoi ocodu abo npizsiue, iv's, no Garpkonsi
pinsioi ocodn - niaupuesis. T MICUe NPOKRMBAING Ta peccTpauifini nosep ubaiKoRo;
KUPTRH DOTHHED DOJatkin ado cepis 1a sosep nacuopii)

32 peayabTaTamM  IepAKABHOIO KOHTPO:IIO BCTAHOBICHO, WO likapcbkull 3aci6 BeeicHo B Ykpainy 3
AOTPHMAHHHM 81MOT 3aKOHOABCTBA MO0 1aBe3Ne eHHN KOCTI NiKAPCLKIX 3ac0bib.
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Manaufactured by WORLD MEDICINE ILAC SAN. VE TIC, A.S.
Location: 18 Temmuz Mahalles: Cami Yolu Caddest
No'$0 Gunesh Bage darfistanbal, Turkey
Livense TRAUY/201912-2

Buposaeny: ¥OP/L1 MELHH L1AY CAH. BE TLUK AL
Micuenmvopkenns 15 Tenuys Muanewi Jaaui Aoty beaasest
NeS0 Dowewn Daramnmp/Cramty.t, Typewenns

Sueasis TRANY/2019/12-2

CERTIFICATE OF ANALYSIS No.211038233
CEPTH®OIKAT AKOCTI

Product name: LIMENDA

Hazea npedyxmy. JIIMEHTA

Pharmaceutical form,
package type and size:
Jikapcoka hopma, mun ma
Po3mip ynaxkosru.

Dosage / potency:

Aoza 7 cura 0ii:
Registration certificate:
Pecempeyitine noceiovenns:
Batch no.:

M cegis

Batch size:

Possip eepif:

Manufacture date:

vaginal suppositories, 7 supposiiories in a blister, 1 biister complete with 7

disposadle fingertips together with a leafiet in a carton box

Cynosumopil sazinansii, no 7 eynosumepits y énicmepl, no ! éaicmepy y
Kosnrexmi 3 7 NAnQieMRUKGMY  OONOPAIDGOZO SUKOPUCMGHMR DAION 1

Y

Numenpa 911000940_1.jpy

AHCMPYKYIEID OMH MEOUYRGG IACINGEYEQHNA Y KGPMONNITE KOPoDYi

metronidazole 750 my, miconazole nitrate 200 mg;
semponidasony 730 me, sikonasory wimpanty 200 vz,

UA/14636/01/01
911000940

27 088 packages/ynuxosox

Hama supobtnuymsa: 10.2021
Expiry date:
Tepsuin npucamuoemi: 092024
TEST LIMIT RESULT |
arauiunu arocHIi Hopayeanna Pesyivmum ':
! Description Yellowish white torpeda shaped suppositories Conform ,
{ Onuc__ XKosmyaumo -- 6iai mopnedenodini cynozwmonil Bidnosidge
 Identification The retention times of the principal peaks in the chromato- | Conform
: lenmudgpixayia gram obtained from sample solution should correspond to Bionosidar

| - metronidazole

[ - MEMPONIOGIOTY

| = miconagiole nitrate

| = MiKOHasONY Himpamy:

those of the standard solution in the assay
Yacu ympumpsanna ocHosHIX nikia na XpoMamapapasi
OOCTIGNCYBAHO0 POTUUHY NOGUHHO GiONOGIDAMA maxum xa

XPUMAMOSPAN CMANIaPMuCe PosYiny 8 X0l kiaskicnozo
GUIHAYERHA.

| Average mass
| Cepednn saca
| Uniformity of mass
; Oduopionicms macu

]

2375 - 2628 myg {mr)

average mass by more than 5% and none deviates by more
than 10%

He Ginvue 2 indusiovarbux Mac siOXwIRIOMECR 6i0

F
L
|
; Not more than 2 of the individual masses deviate from the |
i
!

CePEOHbOL Maou Bimell HINC ka 5% ma xcodna ne !

gioxurremoses Biviu nixe na 10%

2520.1 mg (wey

i Disintegration < 60 minutes {xewriing 8 minutes

i Posnudaing (xsuun) !
| Uniformity of dosage units
| Odrupioricme dosoaanux

LOUNILL

| « metrenidazole Comply with requiremenis Conform ‘
! - MeEmponidazony Bionosioae surmozar | Bionosioae |
| = miconazole nitrate Comply with requirements i Conform i
| = MIKOHUIONY HimpanTy ! Bidnosiae sumcoan % Bionosidae ;

Related substances
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