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Manmfuctared by WORLD MEDICINE ILAC SAN. VETIC, A.S,

ST
L MEDRINET: Location: 15 Temmuz Muhalfesi Cami Yolu Caddesi
N Prismactotedt Campiiy No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TRAUY/2019/12-2
Bupatinenio: YOPJIE MEQUITIH IAAY CAH. BE TIZXK. A,
Micteanaxomienna: 15 Tesnys Maxannenti Dwami Hony Hacamneed
Ne50Q Touewrni Barpronmap/Crambyn, Typewua
Jlivensia: TRAUY/2019/12-2
CERTIFICATE OF ANALYSIS No. 40000015329
CEPTHOIKAT AKOCTY
Product name: LIMENDA
Hesaa npodyemy: JIMEHTA
Pharmaceutical form, vaginal suppositories, 7 suppositories in a blister, 1 blister complete with 7
package type and size: disposable fingertips together with a leaflet i a carton box
Hixapewvxa hopma, mun ma cynosumopii cazinaneni, no 7 cynosumopiie y Oaicmepi, no 1 buicmepy y
PO3MID YNaKoaKU: rRomuAekmi 3 7 HONQUbMHUKGMY O0ONOPO308020 GUKODUCIIANHA PaASOM 3
incmpyxyiclo O mMeQuUH020 3ACMOCYGANN Y KapIIOHHIT Kopodyi
Dosage / potency: metronidazole 750 mg, miconazole nitrate 200 mg;
Aoza / cuna dii: memponioasony 750 mez, mixonazony nimpamy 200 mz;

Registration certificate:
Pecempayfiine noceiduenns:
Batch no.:

N cepii:

Batch size:

FPozmip cepii:

UA/14636/01/01
304001340

26 733 packages/ynaxogox

Manufacture date: 04.2023

Hama supobruymee:

Expiry date:

Tepnin npudamHocmi: 03.2026

TEST LIMIT RESULT
HHowasuuruy sxocmi Hopayeanns Pezynvmam

Description Yellowish white torpedo shaped suppositories Conform
Onite osmysamo — bini mopnedonodioui cynosumopit Bidnogidac
Identification The retention times of the principal peaks in the chroma- | Conform
Ioenmubirayin togram obtained from sample solution should correspond | Bidnogidae
- metronidazole 10 those of the standard solution in the assay
- MempoHidasony Hacu ympumysauns 0cHOSHUX HIKIG Ha xpoMamozpani

- aticonazole nitrate
- MiIKOHQ30MIY Himpany

O0CHidoICYBaR020 POIYUKY HOGUHND sinoeidamu marum
Ha xpomamozpari chandapmnozo posvury 8 x00i
KinbKICHO20 BU3NAYECHNS.

Average mass

2375 — 2625 mg (ur)

2495.7 mg (wz)

Cepedna maca Not more than 2 of the individual masses deviate from the | Conforms
Uniformity of mass average mass by more than 5% and none deviates by more | Bionosidae
Odnopidnicnie macu than 10%

He Ginvute 2 indugidyanenux Mac eioxuraomeca 6id

cepedrbol macy Hinewt Hisic na 3% ma Jcodna He

gidxunacmucs binow wine va 10%
Disintegration = 60 minutes (xgurun) 7 minutes
Posnadanns {xaunun)
Uniformity of dosage units
Oduopidnicmb 0o306amux
COUHUYD
- metronidazole Comply with requirements Conform
- Memponioazony Bidnosidae suwmozan Bionosidae

- miconagole nitrate
~ MIKOHAZONY HiMpamy

Comply with requirements

Bionogidae sumozam NP A

T
“Bidmgioac

Related substances
Cynpogidni doxiiru
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Manufactured by WORLD MEDICINE ILAC SAN, YE TIC. AS.
Location: 15 Temmuz Maheallesi Cami Yolu Caddesi
No:50 Gunesli Bageiler/Istanbul, Turkey
License: TRAUY/2019/12-2

Bupebaene: YOPJIA MENMITAH LAY CAH, BE TLEK. A.UL
MicnesnaxomrerHa: 15 Teaatys Maxannewi aani ﬁony Jimanneci
}e50 Fronewni Barmsmnap/Crambyn, Typeyssiin

Jligensia: TRAUY/2019/12-2

- metronidazole
- Mempoxidazony
single impurity <02% 0.03 %
odunuyna domiuka
fotal impurities <0.5% 0.08%
8Cb020 QoMInLoK
- miconazole nitrate
~ MIKOHG3ORY HiTRDAMY 0.14 %
single impurity <025%
odunuyHa domitxa
total impurities 0.22%
8c6020 domintox £1.0%
Assay;
Kinvricne suznavenns
- metronidazole 712.5-787.5 mg/suppository (mr/cynozuropiit) (95-105%) | 743.25 mg/supp. (Me/cyn.)
- Memponidasony (99.1 %)
- miiconazole nitrate 190-210 mg/suppository (Mr/cynosuropiit) (95-105%) 200.6 mg/supp.(me/cyn.)
- MIKOHARORY Himpamy {100.3 %)
Microbiclogical purity:
- total aerebic count <10° CFU/g <1 CFU/g (KYO/z)
(TAMC) <10? KYOir
- 3q2@IbHA KIALKICb
aepobrux Mixpoopzanisvie
(TAMC)
- lotad fungi count (TYMC) | <10 CFU/g <1 CFU/g (K¥YO/z)
- 302aRLHA KibIcichy <10 KYOnr
OPinicdsicosyx ma RRIicHAGI:
epuble (TYMC)
- Pseudononas aeruginosa | Absentinl g Absent
Bideymuig 1 2 Bideymni
- Staphyloecoccus aureus Absentinl g Absent
Biocymmuie 1 2 Bideymmni
- Candida albicans Absentinl g Absent
Biocymnia l 2 Bidcymni

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batclr is manufuc-
tured (packaging/labelling included) under the quality controf on the abovemerztfonedp manufaciuring site in_fulf
conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with the specifi-
cation and control methods of the analytic-normative documentation, registered in Ukraine. The protocols gf
manfacture, apackaging and analysis are reviewed; conformity with the GMP is established.

Lium 7 saceiouyio, wo nepepaxosana suye ingiopmaiin € Cocmosipnoio i mounol. I cepin npodyxyil Gyna

BUEOMIOGACRA (BKMIONGIONU NAKYBAHHA /[ MADKYGANHA) 3 NpOBEOeRHAM KOHMPOMIO HKOCHH HO  GUIesRAZaHIT

supobityntii OinbHuyi 8 noeniti eidnosidnocni 3 eumozavu GMP, ecmancenerui DESYRAMODIIUM  OP2aHOM

Typewuuny, a maxosc y eidnosionocmi 3i creyugixayiclo | memodamu  KOHIMPOMO  AKOCHE (MFCD,

3a£7eecrpguaeaywuu 6 Yxpaiui. Ipomoxonu eupobuiymea, ynaxosiu ma axanisie Gy HEPENANYINE A GCTHANOGREHO

gidnogicnicme GMP.

Surname and position of person, approving barch relense to market

Hipisguuye ma noecda / 2eamnus ocobu, axa endana doasin na giivcx cepil rPyy
14 3/07F 3Caz
L
Signature and dute, stamp B P PN NOOMISIR ¥ Ml C
Hionue ma dama nidmucanns, nevamica/ unnaNin TR womeme oy P f):ml!!yﬂk:s:rlrly
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HAEPYXKABHA CIIYIKEA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 34 HAPKOTUKAMMU Y M. KHEBI

npos. Haail Caitamunor, 3, 02099, rey, {044) 295.26-85
E-mail- dls ky ivi@gdls.goy.ua, Kog CAPIOY 37079055

BHCHOBOK
PO AIKiCTE BRe3eHOrO B Yrpainy Jikapenkoro 3acoly

8.09.2023 Ne 45557/23/26

JIMEHJTA
(Hafvenynanng JNRApeLKOre 3acofy ariauo 3 peecTpawiinm. ROCBIANCHIAN )
CynosuTopiy BarinaiLmi, mo 7 tynosnropiis y baicrepi; wro 1 Baicrepy ¥ roammercry 37
HANRTL THAKAMN 00pazoBoro BHRODHCTARNS Y eapTonnif Kopofni
(thopare BHIYCRY. 203yBAtNS, nHg Ry Baris Aixapeskorg sacoly)

Homep peccrpaviiinore nocsinvenns UA/14636/01/01 CTPO Ui peceTpauiiinoro tocsiaverys HeobuexeH i

Ceplst nixapeskoro 3acoby Ne 304001340 Kinkicrs ssesenora MUKapCbkoro sacody 26675
BupoBunk YOPrnn MEJOMIJMH 11AY CAH. BE TUTXK. ALLL, Typeuynna
(HnlMeny prng RHpGGHiRy HIEINCLRONG 3acoBy, Kpaften TTONQLREHHS)
Bueaeno & Vipainy Tosapnerse 3 abnmemenon signosigansHieTo "BJIYC WAPMA",
ineur. kom: 43821180

(uativeny satng ra Kou 33 CUAPIQY OPHANYI0I acodi abg UPLBHUE, IN'% N0 BarLxop dinvior
OCOGH ~ AP, Tt MiCUS PO EmINg 14 peceTpamttumi Hovep o6akonm KODTRH ILIUT HiRD
HOIKIB 2o cepiy Ta HeNep naciopra)

fIpotoroa isyaanrory on rpomo nix 14,08.2023 N 232473,

JNaGoparopiiti auaxnis AKOCT Aikapcbkoro 3aco8y anificHenji:

JaGoparopig (papmaroneiinoro ananizy J{r "Yrpaitcokrni HAYKOBHI Qapmaxoneitnui HeHTp
AKOCTE Mikapeniux 3acobiB” (M. Xapkis, BY1 ACTpPOHOMiuHa, 33)
(mafiseny Battm MICUEINXO Lae iy ‘1aloparopil, me npesera ABGOMOPINT g AKUCTI)

Buenonor wogo axoeri nikapeLkoro sacoby, Buaaunit naGoparopicio piy 07.09.2023 Ne 547/59723

Peaynwrain fabopatoprore aHanizy akocri JHKapcrkorg 3208y 3a flepenipenia NokasHukamy Biguosinagyy,
BHMOraM Metonip KOHTROMO axgeTi (aHzmiTwmo-nopmm HaHof AokymenTanii),

30 pesynpraramy fepiiasHoro KOHTPOMMO  BeTaItounerq, RO nikapenknfi aaeis BB3EHO p Yrpainy 3

AOTpHMANH M BHMOF 33KOHOAUBCT Ba uoae 3a0e3neuenna soeri nixs BRHX 3300018,

Muxkona XOJ1 OAEHKO

(I, 111 ) (ramtinan 1a npisunne)

Jupaing

+§\\! C DA
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Manuficored by WORLD MEDICINE ILAC 54N, YE TIC, A3,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bogeilar/lstanbul, Turkey
License: TR/UY/2019/12-2

Bupofneno: YORJIL MEJHLHY LIAY CAH. BE TIJGK. AL
Micueanaxompxesns: 15 Tenays Maxamnend oxami Homy Dusanaeci
Ne30 Movemtni Barmkanap/CraM Gy, Typeyduna

Jinensia: TRAFY/2019/12-2

CERTIFICATE OF ANALYSIS No.40000018338

CEPTH®IKAT AKOCTT

Product name: LIMENDA

Hazea npodyxmy: JIIMERTA

Pharmaceutical form, vaginal suppositories, 7 suppositories in a blister, 1 blister complete with 7

package type and size: disposable fingertips together with a leaflet in a carton box

Hixapewra dopaa, mun ma cynozumopii sazinanul, no 7 cynosumopiic y Onicmepi, no 1 Gaicmepy ¥

POSMID YHAKOBKU: xoMmaekmi 3 7 HOQNARbUHUKAMY OOHODA30G020 SUKOPUCIQRHA PA30M 3
inCmpyryieio Onn MeduIHO20 3aCMOCYBANHA Y KapnoHHii kopobiyi

Dosage / pofency: metronidazole 750 mg, miconazole nitrate 200 mg;

Loza / cuna dit: memponidazsony 750 mz, mixonasony nimpamy 200 me;

Registration certificate:

Pecempayiiine noceiduenna: HA/1463610101

Batch no.:

e cepii: 304001350

Batch size: o

Poznip cepit: 26 692 packages/ynarosox

Manufacture date:

Hama supobuiymea: 04.2023

Expiry date:

Tepamin npudamuocmi: 03.2026

TEST LIMIT RESULT
Horaznuru axochii Hopwysauns Pezynoman

Description Yellowish white torpedo shaped suppositories Conform
Onuc JKosmyeanio — 6ini mopredonodibui cynozumopit Bidnogidae
Identification The retention times of the principal peaks in the chroma- | Conform
Ienimuginayis togram obtained from sample solution should correspond | Bidnogidae
- metronidazole to those of the standard solution in the assay
- AlempoHidazony Yucu ympumMyGanHs OCHOBHIX NIKIE NG Xpomamoepani

- miconuzole nitrate
- MIKOHQ3OTY Himpamy

DOCRIOICY8ARO20 POINUHY HOGUHHO BIOROGIOGMU MAKYM
HU XpoMamozpami cmandapmioze Posuury 6 X001
RinbKICHO20 GUBHAUCHHAL.

Average mass

2375 — 2625 mg (mr)

2503.6 mg (m2)

Cepedrna maca Not more than 2 of the individual masses deviate from the | Conforms
Uniformity of mass average mass by more than 5% and none deviates by more | Bidnogioac
Oduapidnicmy macy than 10%

He Ginvute 2 indusidyansrux mac gidxuisiomses 8id

cepednbol macu Ginvtu Kivie Ha 5% ma Jcodua ne

gidxunacmpen Bimow nisie na 10%
Disintegration < 60 minutes (xeunim) 7 minutes
Poznadanus (xeuaui)
Uniformity of desage units
Qdnopionicmy dozosanix
oouHUYb
- mtefronidazole Comply with requirements Conform
- Memponioazony Bidnogidae auvozam Bionogidae
- miconazole nitrate Comply with requirements Conform
~ Mixouasony Himpamy Bignosidae guviozan Bidnosidue
Related substances ﬂp ain a\
Cynpogidni dominiky 3G AP@ A
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/ﬁh e Mamyfactured by WORLD MEDICINE ILAC SAN. VE TIC, A.S.
@b@f V/OED MEGIEINEE Location; 15 Temmuz Mehalicsi Cami Yolu Caddesi
Pt Conpany No:50 Gunesli Bageilar/Istanbul, Turkey

Licensc; TRAUY2019/12-2

Bupobnens: YOPJA MEHITITH LAY CAK. BE TIAC A,
Mirueanaxomredaa; 15 Tesmys Maxannewi I Hony Fxanzaeci
K50 Droneutni Barmsunap/CramGyn, TypeuuHa

Jlinenzis: TRAUYZ2019/12-2

- metronidazole

« MEMpPORIDA30RY
single mpurity <02% 0.03 %
odurItHa QoMIKa
fotal impurities <0.5% 0.05 %
8020 QOMILHOX

- mriconazole nitrate
- MIKOHA3ORY Himpamy 0.15%
single impurity <0.25%
odunuuHa QomiuKa
total impurities 023 %
geb020 doMiwox <10%

Assays

Kinericne guanaierna
- metronidazole 712.5-787.5 mg/suppository (mr/cynosntopiii) (95-1 05%) | 779.25 mg/supp. (mz/cyn.)
- Memponidazony (163.9 %)

- miconazole nifrate 190-210 mg/suppository (Mr/cyniosuTopii) (95-1 05%) 194.4 meg/supp.(ma/cyn.)
- MIKOHG3ORY HimMpanty (97.2 %)

Microbiological purity:
- total aerobic count <10* CFU/g <] CFUfg (K¥YO/e)
(TAMC) <10® XYOIr
- 3qzCUILHA KinbKICHL

aepobuux MiKpoopaanizmie ;
(TAMC) |

- total fungi connt (T¥MC) | <10 CFU/g <1 CFU/g (KVO/2) |
- 3a2aALHA KitbKICME <10 KVO/fr _
dpisicdoicosux 1ma NAICHABIE !
epubis (TYMC)
- Pseudomonas aerugingse | Absentinl g Absent

Biocymmnie 12 Biocymui
- Stapliylococcns aureus Absentinl g Absent

Biocymnia I 2 Bideymnui
- Candida afbicans Absentinl g Absent

Bidcynmisle Bidcymmni

4

I do hereby certify that the abovementioned data are trustworthy and accurate, This product baich is manufuc-
tured (packaging/labelling included) under the qualily conirol on the abovemerzﬁonedp mamg"acmrinlg site in full
conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with the specifi-
cation and control methods of the analytic-normative documentation, re istered in Ukraine. The protocols of
manufucture, packaging and analysis are reviewed; conformity with the GMP is established.

Thit 1 saceiduyio, wo nepepaxosana euwe ngopMayin ¢ ocmogipuoio | mounolo. Lia cepis npooykyil Byaa
GUZOMOBNENa  (BKRIONQIONY NAKYBANHA [ MODKYBAHHS) 3 HpoGedeHHaM KOHIMpOAlo Akocmi na GULEEKAIANIT
aupobiuiti OiieHuyl € NOGHIU sidnogionoemi 3 eumozamu GMP, 8CMAHOGAEHUMY PEZYIAMOPHUN  Opeaion
Typeywuny, « maxooc Yy gionogidnocmi 3i  cneyuixayicio | MmemoOwdu  KOHMPORIO axocmi (M),
sapeccmposeanumu 8 Yxpaini. IIpomoxonu supobHIYINea, YHAKOEKY A ananizie Byau nepeeranynti Ma 6CMANoeIeNe
gionogidnicmys GMP,

Surname and position of person, approving batch release to murket
Tpisaunye ma nocada / seannn ocobu, aka gudana QO36IN HA GUNYCK Cepil /’*’ ., i

j%, 3/07F. 2023

Signature and date, stamp P gy SRR S GEws R g
Hidnzie ma dama nidnucanns, nevamya /wmgin™ R ‘ #s
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AEPIKABHA CJIYIKEA 3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMUY y M. KUCBI

npos. Haail Ceirnuunoi, 3, 02099, rea. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €RPITOY 37079055

BHCHOBOKX
Npo AKICTL BBe3enoro B Yxpaiuy sikapcnkoro 3aco0y
07.09.2023 Ne 45540/23/2611
JIMEIA

(Haitaenynanns nikApLLKoro 3acoly L} pecerpaninitmim TIOCHITICHIA )
CYMO3uTOPIY Barinansmi, no 7 cynosnTopiis y 6uicrepis no 1 osticrepy y 1osnaeieri 3 7
HANZALYHURAMH 0AHOPA30BOTrs BHRODUCTAHHA Y KapToHHi Kapobui

((hapsra BILITYCRY, AD3YBAINS, DIty NARYBAHIL [TKAPChKOro InCoBbY)
Howmep peecrpanininoro nocejggenns UA/14636/01/01 CTPOK 4if peecTpauitinora noceirvenns HEQOMERERME
Cepist nikapeskoro sacosy Ne 304001350 Kizibriets aesenoro nikapesroro sacofy 26534

Bupodux YOPIIA MEOMUMH LIAY CAH. BE TUDK. AL, Typeuuuna

(Hafimenyeauns mipobiniea TKAPCLROrO 3aco0y. kpaina noxoamenng)

Breaeno & Yipainy Torapicrso 3 o6amerencio Bianonigaasnicrio "BJAYC GAPMA",
izenT. wop: 43821180

tnaitsenynauny a koa sa CAPIIOY lopran el 0coby alo npinune., iy, o GReLRODE i o]
0CoBH - Rianpucag, i MiCHe nposunakig T2 peceTpaniRnnil nusep odinkouni RADPRH (L iy,
HozaTiIG 4fiu cepin Hovep nacnepra)

[TpoToxun sisyannuore wonrpose gin 24.08.2023 3 241172,

3a Pe3yiLTaTaMK  mepokagsora KOHTPOMO  seTanosneno, o JKAPCHEME  3aci HREICHO B Yxpaiuy
AOTPHMAHHAM BHMOI™ 3axoliofiaseTas woge sabeancueHus skacri ni ADCLKUX 3ncodin.

Hauansank /‘/a.r-o—f'?m Mukona XOHOQJENKO
. AN SR X 20N ALAUE]
(nocaness oeo Fany atepaed) mlg"f:p\)' 0:110) {(ninme) tinuian ra e
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