AAKAADWL
CKOMJE

CEPTU®IKAT AHAJIIZY Ne 10000765640

Ha3sga npoaykry:

Cepisn:

JlaTa supoOunuTea:
TMpuaarauii go:
Jarta panycky cepiii:

Ha3ssa supoOHUI0T TIISIHKHU:
Allpeca BHpoGHUIYOL Tijasaxu:

PeecTpauiiine mocsiguyenus:

Howmep ninensii Ha
BUPOOHHIITBO:
Homep BHCHOBKY NIPO

nijrBepuKCHHA BidoBiANOCTI

sumoram GMP:

®OKCEPOY, nopotok juis opaibhol cycrieusii, 40 Mr/5 m, 1 Qarakon 3
TTOPOLIKOM B KAPTOHHIH KOpOOIL. 5 MIl OpajIbHOT Cycnensii MicTsTh
1e(prI0AOKCHMY MPOKCCTHII EKBIBAICHTHO HEDIIOAOKCHMY 40 MT
FA01600

08.2024

07.2026

26.11.2024

AJIKAJIONL AL Ckon’e
Bynseap Onekcanapa Makezoncekoro, 12, Cxor'e, 1000, Pecnybunika
MirHiuna Makecionis

Ne UA/15271/02/01 (tepmin aii neobMexeHnit)

Ne 18-3953/2 Bin 22.05.2019

Ne 175/2023/C-317 Bin 21.03.2023

Hapamempu Cneyudixauin Pesyinmamu

Onmc Topotwox Bix Maitke Giloro A0 CBITIIO-KOBTOTO Biuiosiae
— KOMbOPY, 3 XapaKTEPHIM SartaxoM §anzma.
- CycreHsi Cycnensis Big maibie 611010 110 CBiTJIO-KOBTOIO Bi N

KONbOPY, 3 XapakTepHuM zaraxoM banana. AnoByIaE
Tnenrudikanis Yacu yTpUMyBaHHS T1iKa 11C)NOAOKCUMA [IPOKCETHIIA
Hebnogokcuma MpoxceTUII R-eninMep i nika neprofokcHMa poKceTHna S-erimep Binrnosinae
- BEPX Ha XpoMaTorpami JOCHiIKYBAHOTO PO3UHHA TOBHHHI

BifUIOBifaTH Hacam yTpHUMYBAaHHs LUMX NiKiB Ha

XPOMATOTpaMi CTAHAAPTHOTO PO3YHHA MPU KiBKICHOMY

BH3HAUCHHI.

V®-crekTp NOMTHHANHS LOCHLKYBAHOIO PO3UHHA Bigrnosijzac
- Y®-cnektpodoromerpis* TIOBMHEH MaTH MaKCUMYM TipH Tilf camill XBuiti wo i

V®-criexTp TOrIMHaHHS LepIOA0KCHMA TIPOKCETHITA

PC3, OTPHMAHUX 1IPH OIHOYACHOMY BUMIPIOBAHH
Harpilo Genzoar Yac yTpHMYBaHHs OCHOBHOIO I1iKa Ha XpOMAaTorpami Biuosilae

3aniza OKCHJI JKOBTHI**

LOCHIKYBAHOTO PO3UNHA BiINOBIAAC Hacy
YTPUMYBAITHA [TIKAM Ha XpOMaTorpami CTaHAAPTHOTO
POBUIHY OTPUMaHHX TIPH KiNTbKICHOMY BU3HAUCHHI

3’ 4BASCTHCA TEMHO-YEPROHE 3a0apRIEHHS Bijanosijnae

Boaa (turpysanust K.dimepa) He Binpiue 1,5 % m/m 0,2 Yo nin
pH 4,0-5,0 43
PemucniepryBanns OnHopinHa cycretsis 6e3 yTBOpeHHs 0ca/ly Ta TPyJI0K BiANoOBiNAC

B pianii i Ha (uaxoui

Po3yuncuun (YO

He menure 80 % (Q) Bil 3asBJICHOT KiILKOCTI

criekTpooTOMETPIN) nedronoxcuma 3a 30 xp 103 %
0O6’eM BMicTy KoHTelHepa, 110

BHUIO0YBAETbCH™ * He menme 00,0 M {09,6 a1
OauopianicTh MacH 103 He Gisbiie 2 o[iHHELL 11030 MEKAMH CCPedHbOT MacH 2%
TOpouKa 3 6araTo/1036BOTO =10 % o He nporojnthest

oo we A LFOL

el (2. MIOL



AN A NCIVL
ORI E
KonTeilHepa YKonHoT ofMHULI 1033 MCKAMU cepetbol Mack £20 %
KinbkicHe BU3HaYeHHA KoskHi 5 MJ cycrensil MicTaTh Hedrojokcnma 41,19 mr/5 mii
[edmomokcuma TPOKCETHAA CKBIBANCHTHO LEPIIONOKCHMY: 103,0 %

Harpia Benzoar

38.00-42.00 mr/S M abo §5,0-105.0 % Bij sassncHoi
KINILKOCTI

9,00-10,50 mr/5 vz abo 90,0-105,0 Yo Bin 3aasiieHol
KiJILKOCTI

10.35 Mr/5 M3
103,5 %

Cynyrai gomimkn®

- eTokcH noxinke [3omep-1

- cTOKCH foxigue IsoMep-2

- umep-3 Izomep-1

- numep-3 13omep-2

- Hedogokema rpoKeeTH
Henvta-2 I30Mep
-HedrnogokcuMa rpoxceTHn AHTH-
izomep A

- LedriorokcHma HpoKceT T
AHTH-I30Mep B

- Hednomokcuma mpokceTHn
Kapbamar A

- TedrionoKrcHMa MPOKCeTHIT
Kapbamar B

- Cyma Inmep-1 Izomepa-1 i
Jumep-1 Izomepa-2

- Cyma Jlnmep-2 Izomepa-1 i
Humep-2 [3omepa-2

- KucnoTa neprofgokcuma

- HlenpTa i30MEp KMCHOTH
uedrogokcuma

- Gynb-fka iHIa OHAYHA
JIOMIIIKA i

- CyMa JOMITIoK

He Ginkue 0,20 %
He 6ispie 0,20 %
He 6insuie 0,20 %
He 6insire 0,20 %
He 6inbie 3,00 %
He 6invie 0,30 %
e Ginsie 0,30 %
He 6urbwe 0,20 %
He 6inbue 0,20 %

He 6inbwie 0,65 %

He Ginbure 0,59 %'
He 6inbiue 0,20 %

He Ginwiue 0,20 %

He 6inbiue 0,20 %
He 6insiue 4,00 %

0,00 %
.07 %
0.06 %
0.00 %
1.28 %
0.19 %
0.15 %
0,09 %
0,09 %
0,00 %

0,42 %
0,00 %

0,00 %

0,10 %
2,81 %

Mikpodiosioriuna uucrora*

- 3araJibHa KUIBKICTh aepObHUX
mikpoopranizmis (TAMC)

- 3arajibHa KUIBKICTh HPDKIKOBHX
ra nnicenerux rpubdis (TYMC)

- Escherichia coli/r

He 6inbire 10° KYO/k

He 6inpiue 102 KYO/r
BincyTHicth

<100 KYO/r
<100 KYO/r

Bianosiuae

3asra npo ceprudivaniio:

11 cepis npomykTy 6yna npoaHaiizoBana BiinosiaHo g0 Bumor GMP | BiAMOBIac crienudikaiii.

* JlocmizoKents OyLyTh HPOBOANTHCE HA LIEPIUMX TPHOX CEpiAX, MOTIM 1O BHIIAIKOBOMY Biibopy cepiid, He Mele
OIHGTO pasy Ha pik. PesymeTaTn OyayTh Gpartucs 3 cepTudikata anasiza supobHuKka in bulk nikapeekoro 3acody.
** HesynsraTi GyiLyTs Gpatics 3 cepTudikara analiza BupoGumKa NiKapchKoro 3acoby.

Tepesipeno MeHeKepoM abopaTopii

KOHTPOITIO AKOCT:
Cresue IlerpoBceki
26.11.2024; 07:40:00

3aTBepIKCHO BIANOBIAANBHOIO 0¢00010 3 KOHTPOIIO

SKOCTI 717151 KOWKHOT cepii nikapekkoro 3acody :

Miona Mauacora
26.11.2024; 07:54:08

Ueit HOKyMEHT POPMYETBCA B CIEKTPOHBOMY BUTILUL Ta NIAMHCYETHCT CICKTPOHNHM 1T UTHCOM.




=)
CAAK AADVLA

CIKCIMJE
CEPTHU®IKAT BIAITOBIAHOCTI Ne 10000765640
Hasga sikapchbKoro DOKCEPO®, nopomiok juist opaishol cycriensii, 40 mr/5 M, | piraxon 3
3aco0y: TIOPOLIKOM B KAPTOHHIH KOPOOLL. 5 MII OpaibHOI CycreHsii MICTsTS

LC(NOIOKCHMY IPOKCCTII CKBIBAIEHTHO Ledrogokcumy 40 Mr

Kon sikapebkoro 3acody: 6001127

Kpaina-imnoprep: Yxpaina

Cepin: FA01600

Jarta BupoGHuLTRA: 08.2024

Hpuparuuii jxo: 07.2026

KinbkicTs B cepil: 8042 kopobox

Micue3sHaxonKeHHs Bynesap Onexcanapa MakelloHCbKOTO, 12, Cxon'e, 1000, Pecniybnika
BHPOGHUYOI TLITAHKNA: Hisniuna MakenoHis

3asBa nPo MATBEPIKEHH:

JlificHuM TiITBEpIKYIO, 1O HaBeAeHa BHMILE iH(popMallis € TOWHOW Ta JocroipHoto. Jlawa cepist
pOAYKIii BUpoOJieHa, BKITFOYAIOYM MaKyBAHHA/MapKyBaHHs, a TMPOBCACHWI KOHTPOJH i sIKOCTI
BHKOHYBABCS HA BHINE3a3HadyeHidl AiMABLI (ILIAHKAX) B TOBHIA BiANOBIAHOCTI BHUMOraMm HBII,
BCTAHOBJICHHM MICLCBHM PCTYJIATOPHAM OPraHoM, Ta BiAMOBIAHO 10 crieunbixauii, ska MICTHTBCS Y
peecTpauiitnoMy noche kpainu-iMroprepa, abo cieuu(piKkauii, 1o MICTHTRCS Y 10Che JOCHIKYBATONO
Tpenapata. 3BiTH NPO BUPOGHULTEO, YIIAKOBKY Ta aHalli3 Oy TiepeBiperi Ta BilOBIIAI0T: BUMOTaM
HBIIL.

Yuosnopaxkena ocoba: Maiist Beninoscka-Kaninocka, Gpapm. criell., YrosHopaxena ocoda
IaTa Ta uac mignucy: 26.11.2024; 08:34:16

Leit foKyMeHT c(hopMOBAHO B EIEKTPOHHOMY BHIIAI Ta Ai€ 6€3 MIANKCY.
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ALKALCID

SKOPJE
CERTIFICATE OF ANALYSIS No. 10000765640

Product Name : FOXERO® powder for oral suspension, 40 mg/5 mi, 1 flacon with powder
in carton box. 5 ml of oral suspension contains cefpodoxime proxetil
equivalent to cefpodoxime 40 mg

Batch No. : FAD1600

Mfg Date 1 08.2024

Expiry Date 1 07.2026

Date of Release $ 26.11.2024

Name of the manufacturer : ALKALOID AD Skopje

Address of the manufacturer : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authorization number : Ne UA/15271/02/01 (validity period is unlimited)

License number : Ne 18-3953/2 dated 22.05.2019
Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21.03.2023

Parameters Specification Results
Appearance
Powder Almost white to pale yellow coloured powder in a Elastic round bottle with

a child resistant closure system with a liner,with characteristic banana odour. Conforms
Suspension Off-white to pale yelow suspension with a characleristic banana odour. Conlorms
Identification of Cefpodoxime *Test will be performed on the first three batches, than on random

basis, at least once per year. Results will be taken from

producer’s CoA.

** Results will be taken from producer’s CoA
-HPLC The retention time of the Cefpodoxime

proxetil R epimer and Cefpodoxime

proxetil S epimer peak in the

chromatogram of the test solution should

correspond to those of the standard

solution as obtained in the assay. Conforms
- UV spectrophotometry* The UV absorption spectrum of the test

solution should exhibit maxima at the

same wavelength as that of Cefpodoxime

proxetil working standard solution,

measured concomitantly. Conforms
Identification of Sodium benzoate The Retention Time of the major peak in the chromatogram of the assay

preparation correspond to that in the chromatograms of standard solution as

obtained in the assay. Conforms
Ident. of lron oxide Yellow™* Deep red colour is developed. Conforms
Water (by KF titration) Not more than 1.5% m/m 0,2 % wiw
pH value 4.0t0 5.0 4,3
Redispersibiity Homogeneous suspension without sedimentation or caking in the liquid and on

the bottle. Conforms
Dissolution (by UV
spectrophotometry) Not less than 80% (Q) of the labelled amount of Cefpodoxime is

dissolved in 30 minutes. 103 %
Extractable volume ** Results will be taken from producer’s CoA

Not less than 100.0 mi 109,6 mi
Uniformity of mass od delivered
doses from multidose containets Not more than 2 of the individal

masses derivate from the average mass

by more than + 10% 2%

None of the indicidual masses derivate

from the average mass by more than

1 20% Not performed

FORMO004063/3
Ref.Doc:SOP002363/v.v

£
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AL ICAL D
BKORJE
CERTIFICATE OF ANALYSIS No. 10000765640

Product Name : FOXERO® powder for oral suspension, 40 mg/5 ml, 1 flacon with powder
in carton box. 5 ml of oral suspension contains cefpodoxime proxetil
equivalent to cefpodoxime 40 mg

Batch No. : FA01600

Mfg Date : 08.2024

Expiry Date : 07.2026

Date of Release 126.11.2024

Name of the manufacturer : ALKALOID AD Skopje

Address of the manufacturer : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authorization number : Ne UA/15271/02/01 (validity period is unlimited)

License number : Ne 18-3953/2 dated 22.05.2019
Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21.03.2023

Assay of Cefpodoxime (by HPLC) Each 5 ml constituted suspension
contains Gefpodoxime proxetil
equivalent to Cefpodoxime:

38.00-42.00 mg/5mi or 41,19 mg/5ml

95.0-105.0% of label claim 103,0 %
Assay of Sodium benzoate (by HPLC) 9.00-10.50 mg/5ml or 10,35 mg/5mi

90.0 to 105.0% of declared content 103,5 %
Related substances *Test will be performed on the first three batches, than on random

basis, at least once per year. Results will be taken from
producer’s CoA.

Ethoxy derivative Isomer - 1 NMT 0.20 0,00 %
Ethoxy derivative Isomer - 2 NMT 0.20 0,07 %
Dimer-3 isomer-1 NMT 0.20 0,06 %
Dimer-3 Isomer-2 NMT 0.20 0,00 %
Cefpodoxime proxetil Delta 2 isomer NMT 3.00 1,28 %
Cefpodoxime proxetil Anti isomer A NMT 0.30 0,19 %
Cefpodoxime proxetil Anti isomer B NMT 0.30 0,15 %
Cefpodoxime proxetil Carbamate A NMT 0.20 0,09 %
Cefpodoxime proxetil Carbamate B NMT 0.20 0,09 %
Sum of Dimer-1 Isomer-1&Dimer-1 Isomer2 ~ NMT 0.65 0,00 %
Sum of Dimer-2 Isomer-1&Dimer-2 Isomer-2  NMT 0.50 0,42 %
Cefpodoxime acid NMT 0.20 0,00 %
Delta isomer of Cefpodoxime acid NMT 0.20 0,00 %
Any other individual impurity NMT 0.20 0,10 %
Total impurities NMT 4.00 2,81 %
Microbiological quality *Test will be performed on the first three batches, than on random

basis, at least once per year. Results will be taken from
producer’s CoA.

Total aerobic microbial count (TAMC) Not more than 102 cfu per gram <100 cfu/g
Total combined yeasts/molds count (TYMC)  Not more than 102 cfu per gram <100 cfuig
Escherichia Coli/g Absent Conforms

Certification statement:
This batch of product has been analyzed according to the GMP requirements and complies with the specification.

qualityaustria FORMO004063/3
RTIFIED) Ref.Doc:SOP002363/v.v

130 4002015 Ho.010351
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AL RCALCIED
BHOIBJE

CERTIFICATE OF ANALYSIS No. 10000765640

Product Name : FOXERO® powder for oral suspension, 40 mg/5 mi, 1 flacon with powder
in carton box. 5 ml of oral suspension contains cefpodoxime proxetil equivalent
to cefpodoxime 40 mg

Batch No. : FA01600

Mfg Date 1 08.2024

Expiry Date : 07.2026

Date of Release : 26.11,2024

Name of the manufacturer : ALKALOID AD Skopje

Address of the manufacturer : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authorization number : Ne UA/15271/02/01 (validity period is unlimited)

License number : Ne 18-3953/2 dated 22.05.2019
Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21.03.2023

Checked by Approved by Responsible person for Quality Gontrol
QC Lab Manager: of each batch of medicinal product:
Stevce Petrovski Miona Manasova
26.11.2024; 07:40:00 26.11.2024; 07:54:08

This document is generated electronically and signed with an electronic signature.

@] qualityaustria FORMO04063/3

D Ref.Doc:SOP002363/v.v
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AL ALCIIED

SROBJE
CERTIFICATE OF CONFORMITY No. 10000765640

Registered Name of Product : FOXERO® powder for oral suspension, 40 mg/5 ml, 1 flacon with powder
in carton box. 5 m! of oral suspension contains cefpodoxime proxetil
equivalent to cefpodoxime 40 mg

Material Code ' : 6001127

Country : Ukraine

Batch Number : FA01600

Date of Manufacturing 1 08.2024.

Expiry Date : 07.2026.

Quantity Shipped : 8042 SC

Address : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

Confirmation Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Qualified Person: Maja Velinovska - Cadvinos.ka, pharm.spec. QP
Date and time of signature: 26.11.2024; 08:34:16

Thisbdocument is generated electronically and valid without signature.

ﬁ@ gualityaustria
SYSTEM CERTIEIED EORMO4064/3 bage 1 11

180 9001:2015 No.01035/1 ,
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