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CEPTUDIKAT AHAJIIZY

JIOMEKCHH, kanecynu sarinanbhi wsiici no 600 mr Ne

—

crop. 131

Koa ssitnocti | RP5S93A/3 Ko, kaieyn 213372
3siTHa cepist 5818761 Cepist kaneyi 5834976
3amMOBHHK Pexopnari hitacrpia Ximika CoA. Cepisi 45034

PoGoue 3amonsientsi: 5818761

Jara surorossicnins: 15.03.2024

Jlara 3akinuenns Tepminy rnpuaariocti: 02.2027

Bunyuena cijiskicts: 4.540.000

Tect Crneunpikauii PesyabTaTH Meroauka
Onuce kaneyi M sk KCAQTHIORT Kaney 1 Bitnonitac RIRSHRINIIN
OBAILHOT POPMH, KOILOPY CJIOHOBOT KOHTPOJIb
KiCTKH
Onuc BMmicTy Bina macnsicra cycricHsis Binnosinae BizyasbHuit
KOHTPOJIL
Cepeans maca 1400 - 1500 mr/kanc 1462 cCD
OHOPIARICTL LO30BAHUX OJIMHKILD Bijosijac Bijnoninac cCd
Posnananus <30 xn 4 cCd
Irenrrdianis GpeHrukonasony ITozuTrBHUH Hozurusinit MAKI8&7
HiTpar
KinbkicHe Bu3HaucHus 570.0 - 630.0 mr/kanc 593.6 MAK187
(entrronaszony HiTpaty
Kinbkicue BusHaucHHs < 1.0% 0.1 MAK187
cyqibpokeuty (Jominika 13)
[nenrngixkauis 6GapBHKKa (THTAHY [Tosurusnuit IosuruBHUH MAKI189
JOKCHAY) . S
Lienrudixattis Harpito Hosurushunid Hosurrnmii MAK188
erujnapariipoxkcubensoary
Inenrudikaiis HaTpio [TosuruBnui IosurupHuit MAKI188
nponianapariapokcubensoary
Kinbkiche Bu3navenHs Hatpio 0,80 ~ 1,20 mr/kanc 1.06 MAK188
eruanaparispokcubensoary
Kisbkicne BU3HAYCHHS HATPIIO 0,40 — 0.60 mr/xarc 0.52 MAK188
nponisnapariapokcudbensoary
3arajbha KiibKicth acpoOHuX < 10 KYO/r < 100 KYO/r cCO
mikpoopranizmins (TAMC)
Zarasnbha KibKIiCTs ApingKiB Ta < 10" KYON < 10 KYO/r cCd
rpubis (TYMC)
Pseudomonas aeruginosa Bigcyruicts 8 1 r Bijcyrui /v cCd
Staphylococcus aureus Bincyruicth B 11 Bijeyrui /v cCd
Candida albicans Bigeyrtuicrs s 11 Bigcyrui /r cCd
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+ 39 06 927141

QUALITY CERTIFICATE

Product: LOMEXIN®, 600 mg vaginal capsules, soft Ne1

Batch No: 45034
Batch size:  4.540 capsules (corresponding to 4.540 boxes)
Expiry date: 02/2027

' Country of manufacturing: ltaly

Registration certificate in Ukraine  Ne UA/6094/01/01 Unlimited validity

Active ingredient © 1 capsule contains fenticonazole nitrate 600 mg

Size and type of packaging: 1 capsule in blister, 1 blister in box

Pharmaceutical form: vaginal capsules soft

Manufacturing/ Packaging / Quality control/ Batch release

Catalent ltaly S.p.A., via Nettunense Km. 20, 100 - 04011 Aprilia (LT), taly
Manufacturing authorization Ne: aM123/2023

Certificate of GMP compliance Ne: 1T/148/H/2023

Specification and results of the batch analysis are given in the Certificate of Analysis

| hereby certify that the foregoing information is true and accurate. This product bateh has been manufaclured (as well
as packed/ labeled) and passed the quality control at the aforementioned manufacturing site in full compliance with the
GMP requirements set by the local regulatory authorily, as well as in accordance with the specifications contained in the
registration file or marketing authorization of the country of manufacture. The manufacture. packing and analysis reports
have been reviewed and GMP compliance establis

oy iafegts

signature: Y /ﬁ/mf&'

Qualified P Email: Lory.lafrate@catalent.com
ualified Person )

Lory lafrate [date]

o Womb: 1t GO Ou R R A b

Catalent ltaly S$pA (Societd soggetta a direzione e coordinamento da parte di “Catatent Ttaty Holdmg Sefd
Sede Legale e Stabilimento: Via Nettunense Km. 20+100 ~ 04011 Apritia (LT3 Ttaly
Cap. Soc.Euro 526.800,00 i.v. - Cod. Fisc. & Part, IVA IT 00076750595 - C.C.LAA LT Q0076750595 - Iscr Trib. Latina



CERTIFICATO D'ANALISI
Certificate of analysis Pag. 1dil
LOMEXIN 600 mg vaginal capsules, soft N°1

RP Code RP593A/3 Capsule Code C2133/2

RP Batch N° 5818761 Capsule Batch N°© 5834976

RECORDATI 5.P.A.

INDUSTRIA CHIMICA Customer Batch N° 45034

Customer

Work Order: 5818761 Manufacturing date: 15-MAR-2024 Quantity: 4.540,000 EA Date of Expiry: 02/2027

TEST LIMITI RESULTS METODO
LIMITS METHOD
Ivory white ovule-shaped soft Complies

Appearance of the capsules Visual test

gelatine capsules

Appearance of the content White oily suspension Complies Visual lest
Average mass " 1400 - 1500 mg/cps 1462 cEP
LJn‘ifQ!"nj_ity of dosage units (content Complies Coiplies CEP
unitormity)

Disintegration test < 30 min 4 cEp
Fenticonazole nitrate (D test Positive Positive MACI8Y
Fenticonazole nitrate content 570.0 - 630.0 mg/cps 593.6 MAC187
Sulfoxide {impurity B) % 1.0 % of Fenticonazole contant 0.1 © MAC187
Titanium dioxide 1D test Positive Positive MAC189
;[())(1219? ethyl p-hydroxybenzoate Positive Positive MAC188
SOC"il!tﬂ nropy! p-hydro x?henzoatm Pasilive Posilive MAC188
1D test

sodium ethyl p-hydroxybenzoate 0.80 - 1.20 mg/cps 1.06 MAC 188
Sodium propy! p-hydroxybenzoate 0.40 - 0.60 mg/cps 0.52 MAC 188
TAMC 5 104 cfufg < 100cfufg cEp
TYMC 210 cfufg < 10cfufg CEP
Pseudomonas aeruginosa Absent/g Absent/qg cEP
Staphylococcus aureus Absent/¢ Absent/g CEP
Candida albicans Absent/g Absent/g cEP

Approved by Qualified Person

Date/Slgnature : L / » fo gxemm)u;slf)fs 790")“7): Loy latraie
3 . A 9723 Reasen | approve 1his decument
Signature: &Y A/’ % Do My 10 S04 1266 CndT 4

sataient.com

Emails Lorylafrated

Proprietary Information-Catalent Italy S.p.A. Nat to he Disclosed or Reproduced without Priar Written Approval
Documenta di proprietd Catastent Itaty S.p.A. Nor divalgatite o nproducibite senza autorizeaaons sailty 1/1
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Karanewr Frani Cn A

Bia Herrynenee, kv 20, 100
04011 Anpinia JIT) = 1TAJA
catalent.com

+39 006 927141

CEPTU®IKAT SKOCTI

Hpoay kits: JOMEKCH Y, kaneystm sariicuiii sk 1o 600 M Nel

Cepis Nex 45034

Posmip cepit: 4.540 kancyst (sijnosinac 4.540 yiaxkoskam)
Jlara saginuenns repminy npuaariocri:  02/2027

Jlara supoOmMIrBa: 15.03.2024

Kpaita-supobiuic: Irasis

Pecerpaniiiie HoCBiCI B YKpmm.l\l‘g UA/6094/01/01 Hi#icue no: HEOGMENkEHO

Jlitoua pevonnna: 1 kaneysta mictuts pernrukonasony wirpary 600 mr

Po3mip Ta tho nakysanns: | kareyna B onicrepi; 1 onicrep 8 kopoOui

Jlikapebka opma: kancyid sarinatbii M skl

Bupo6uuurso/ Ynakoska/ Kourposs sikocti /Bunycx cepii
Karanent Irani C.arA.L Bia Herrynence K, 20. 100 - 04011, Anpinia (JIT). Itanis
Jhinersise va sipodieso NeoaM123/2023

Ceprugixar sinosignoceri GMP Ne: I17148/11/2023

Crienmdirartis ra pesyaprary anasizy cepii npuseiacni s Ceprudixari Anasisy

[luM g 3acBiiyio. 1o Haseaena Buite indopmaitis ¢ jocrosipiolo ta tounoio. Lo cepito npoaykuii 8yso
Ha BHILe3asHauenii
SUALHMILE Y HOBHIR BEHOBLWOCTT 3 BUMOramMi GMP, BCTAIIOBICHUMU MICUEBUM PEYJISTOPHHM OPFAHOM, & TAKOXK
BIAMOBLAIO 210 crienndikaliil, 1o MicTsrbes y peectpaitittiomy poche. [TpoTokoan BUpOOHHLITEA, NaKy BaHH Ta

BUPODAICHO  (BIJHOUAIOUH  [AKY BAHHS/MAPKYBAHHS) Ta 1IPOBEJIGHO  KOHTPOL 1T sikocti

ananizin GyS0 neperssinyro Ta BerasoicHo sianosianicrs GMP.

YrosHoBaxeHa ocoda
Jopi Nagpare

Enexrponnuii nignuc:  Jlopi Jlagpare 16.05.2024
CiLnourra: Lory.lafrate(@catalent.com


http://www.tcpdf.org

