Al IKKALOID

CERTIFICATE OF ANALYSIS No. 10000755560

Product Name : FOXERO® film-coated tablets,100 mg, 10 tablets in a blister; 1 blister

in a cardboard box. 1 film-coated tablet contains cefpodoxime proxetil

equivalent to 100 mg cefpodoxime.

Batch No. : FA00899
Mfg Date : 04.2024
Expiry Date : 03.2026
Date of Release : 22.08.2024

Name of the manufacturer
Address of the manufacturer

: ALKALOID AD Skopje
: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

Marketing authorization humber : Ne UA/15271/01/02 (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 White to off — white, round, biconvex film
coated tablets, with “100" debossed on
one side and plain on other side. Conforms
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,
(260 nm % 2 nm). Conforms
Identification of Titanium dioxide** A yellow-red to orange-red colour with hydrogen peroxide, light violet blue
colour with zinc. Conforms
Water (by KF titration) Not more than 5.0 % 3.1%
Dissolution
(by UV spectrophotometry) Not less than 75% (Q) of the labeled
amount of Cefpodoxime is dissolved in 30minutes. 92 %
Assay (by HPLC) Each film-coated tablet contains
Cefpodoxime proxetil equivalent to
Cefpodoxime
95.00 — 105.00 mg/tablet or 100,90 mg/tbl
95.0 — 105.0 % of label claim 100,9 %
Uniformity of dosage units AV=15% 2%
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 Not more than 0.20 % 0,00 %
Ethoxy derivative Isomer - 2 Not more than 0.20 % 0,00 %
Dimer-3 Isomer-1 Not more than 0.20 % 0,00 %
Dimer-3 Isomer-2 Not more than 0.20 % 0,00 %
Cefpodoxime proxetil Delta 2 isomer Not more than 3.00 % 1,09 %
Cefpodoxime proxetil Anti isomer A Not more than 0.30 % 0,20 %
Cefpodoxime proxetil Anti isomer B Not more than 0.30 % 0,17 %
Cefpodoxime proxetil Carbamate A Not more than 0.20 % 0,00 %
@ qualityaustria FORMO004063/3
|SYSTEM CERTIFIED | :
[SYSTEM CERTIFIED Ref.Doc:SOP002363/v.v page1/2
IS0 14001:2015 No.00114/1
150 43001:2018 No 008730

B¢ 00s. rOOOE
LY. f 22 ler Q(
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Product Name

Batch No.

Mig Date
Expiry Date
Date of Release

Name of the manufacturer
Address of the manufacturer

CERTIFICATE OF ANALYSIS No. 10000755560

: FOXERO film-coated tablets,100 mg, 10 tablets in a blister; 1 blister
in a cardboard box. 1 film-coated tablet contains cefpodoxime proxetil
equivalent to 100 mg cefpodoxime.

: FA00899

1 04.2024

: 03.2026

:22.08.2024

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

Marketing authorization number : Ne UA/15271/01/02 (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

Cefpodoxime proxetil Carbamate B
Sum of Dimer-1 Isomer-1&Dimer-1 Isomer2
Sum of Dimer-2 Isomer-1&Dimer-2 Isomer2

Cefpodoxime acid

Any other individual impurity

Total impurities

Microbiological quality

Total aerobic microbial count(CFU/g)
Total comb.yeasts/molds count (CFU/g):

Escherichia Coli/g

Not more than 0.20 % 0,10 %
Not more than 0.50 % 0,00 %
Not more than 0.50 % 0,42 %
Not more than 0.20 % 0,00 %
Not more than 0.20 % 0,11 %
Not more than 4.00 % 2,08 %

*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.

Not more than 102 cfu/g <100 cfu/g
Not more than 102 cfu/g <100 cfu/g
absent Conforms

Certification statement:

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

Checked by
QC Lab Manager:

Stevée Petrovski

22.08.2024; 07:00:21

@ qualityaustria
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Approved by Responsible person for Quality Control
of each batch of medicinal product:

Miona Manasova
22.08.2024; 07:25:24

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

CEPTH®IKAT AHAJII3Y Ne 10000755560

Hazga npoaykry: ®OKCEPO®, TabneTkH, BKPUTI IUTiBKOROI 0b6onoHKoI0, Mo 100 Mr; mo 10
tabnetok y Gnicrepi; mo 1 6mictepy B kapToHHIi KopoOui. 1 Tabnerka, BKpHTa
IUIIBKOBOIO 0OOJIOHKOIO, MICTHTE NE(ITOZOKCHMY ITPOKCETHN CKBIiBAIICHTHO
Cepis: nedmogokcumy 100 Mr
Jlata BHpOOHHNTBA: FA00899
IIpupaTHuii go: 04.2024
JlaTa BUNIYCKY cepiii: 03.2026
22.08.2024
Hassa Bupo6HHYO0l ingHKH: AJIKAJIOIT AJl Ckorr’e
Anpeca BUpoOHUYOT ALTAHKH: Byneeap Omekcanapa Makenoncekoro, 12, Ckom’e, 1000, PecnyGmika
[liBHiuna MakenoHis
PeecTpaniiine mocBigueHHs: Ne UA/15271/01/02 (tepmMin nii HeoOMexeHHIA)
Howmep ninensii Ha Ne 18-3953/2 Bin 22.05.2019
BHPOOHHIITBO:
Homep BHCHOBKY npo
niITBepP/ZKeNHA BianoBiqHocTi Ne 175/2023/C-317 Bix 21.03.2023
Bumoram GMP:
Hapamempu Cneyudgicayis Pesynvmamu
Omnnc Kpyrui, ngoomykiri TabneTkH, BKPHTI MITiBKOBOO Binnoginae
00o70HKOI0, Dinoro 1o Maibxe 6i10ro KoIbopy, 3
THCcHeHHAM “100” Ha ofHilH cTOpOHI | 63 THCHEHHS Ha
IHIITIH
InenTndikanis Yacu yTpuMyBaHHs Tika nedrookcuma npokcetuna R- | Bignoginae
TledmomokcHMa IPOKCETHIT emniMep i mmika e mogoKCHMa IPOKCETHIA S-emiMep Ha
- BEPX XpoMAaTorpaMi JOCHiKYBAaHOTO pO3YHHA OBHHHI
BIJI[IOBiJaTH YacaM YTPUMYBaHHS iX IiKiB Ha
XpPOMAaToTpaMi CTaHAAPTHOTO PO3YHHA OTPHMAHUX TIPH
KiNIBKICHOMY BU3HAYEHHI.
V®d-crnexTp NOrmuHaHHA AOCHiKYBaHOIO PO3YHHA Binnoeinae
- Y®-cniekrpodoTomerpisn* TIOBHHEH MOKa3yBaTH MaKCHMYM Ha Til ke JOBXKHHI
XBUJI, 1[0 1 YD-crekTp MoriMHaHHA 1eIOIOKCHMa
npokceruna PC3, (260 um * 2 HM).
Bix »0BTO-4epBOHOrO 10 IOMapaHYEBO-4EPBOHOTO
Turany piokcumg** 3a0apBJICHHs 3 BOJIHIO TIEPOKCHIIOM; Binmogimae
Caitiie (ioneToBo-CHHE 3a0apBICHHS 3 IIHHKOM. Binnosinae
Buicr Bonu ; He 6inerre 5,0 % K1 %
(turpyBanus no Kapny @iurepy)
Po3unnenns He Menie 75 % (Q) Bix 3asBJI€HOT KiJIBKOCTI 92%
pozunHeHoro uedrogokcuma 3a 30 xa
Kinbkicne Bu3HAYeHHs Koxxna Tabnerka MicTHTE LiedmogoKkcHMa MPOKCETHIIA
[ednonokcuma €KBIBAJIEHTHO LIe(II0I0KCHMY:
95,00-105,00 Mr/Tab abo 100,90 mr/Tab
95,0-105,0 % Bij 3agBIEHOI KiILKOCTI 1009 %
OnnopinHicTh 1030BaHAX AV=15% 2%
OAMHHIB (PO3PaxXyHKOBO-BaroBHH
MeToJ)
CynyTHi goMimku*
- eTokcH moxigne Izomep-1 He 6impime 0,20 % 0,00 %
- e€TOKCH ToxigHe [3omep-2 He 6insiue 0,20 % 0,00 %
- mamep-3 [3omep-1 He 6Ginpme 0,20 % 0,00 %




AAKAADINA
CKaOnJdeE

- mumMep-3 Izomep-2 He 6insie 0,20 % 0,00 %
- llemomoxcuMa IpOKCETHN He 6insure 3,00 % 1,09%
Henbra-2 I3oMep
-Iledpmogoxcuma npokcernn Auti | He Ginsme 0,30 % 0,20 %
izomep A
- Ileprooxcuma npokcerun Autu | He Ginsmre 0,30 % 0,17%
izomep B
- LedmojtokcHMa MPOKCETHI He 6inbure 0,20 % 0,00 %
Kapbamat A
- HedogokcuMa MpOKCETHIT He 6insme 0,20 % 0,10%
Kapbamar B
- Cyma Tumep-1 Izomepa-1 i He 6inbiue 0,50 % 0,00 %
Jumep-1 Izomepa-2
- Cyma Jlumep-2 [3omepa-1 i He Ginbure 0,50 % 042%
Humep-2 [3omepa-2
- Kucnora negmomokcrma He Ginsmre 0,20 % 0,00 %
- Bynn-aKa iHIIA OIMHAYHA He 6inbme 0,20 % 0,11 %
JIOMITIIKa
- CyMa JIOMIIIOK He 6inbuie 4,00 % 2,08 %
Mikpo6iosoriuna yncrora®
- 3arajibHa KiJIbKicTh aepoOHHX
mikpoopraniszmis (TAMC) He Ginpme 10° KYO/r <100KYOir
(KYO/r)
- 3arajbHa KUIBKICTE JPDLKIKOBHX
Ta uiiceHeBux rpubis (TYMC) He 6insme 10 KYO/r <100KYOr
(KYO/r) .
- Escherichia coli/r Bincythicth Bimosinae

3anBa npo ceprudikamniro:

L5 cepis nponykTa Gyia mpoaHanizosaHa BianoeiaHo o Bumor GMP i Bifnosinae crenmbikarii.

* JlocnixeHHs GyTyTh TPOBOMUTHCE Ha TIEPIIHX TPHOX CEPLsiX, MOTIM M0 BUMAAKOBOMY Binbopy cepill, He MeHIle
OIHOTO pa3a Ha pik. PesynsTati GymyTh Gpathcs 3 ceprudikara aHami3a BUPOOHHMKA JiIKapchKoro 3acoby.
** PesynpTaTH OYOyTH OpaTHes 3 cepTH(ikaTa aHaniza BuUpoOHUKa JIiKapchKOro 3acoby.

3aTBepIXeHO BiINOBIAANLHOK 0CO00I0 3 KOHTPOJIO
SKOCTI JUIst KOJKHOI cepil TiKapchKoro 3acody :
Miona ManacoBa

22.08.2024; 07:25:24

TlepeBipeHO MeHeIXepOM KOHTPOJIIO AKOCTI:

Crtepue IlerpoBcki
22.08.2024; 07:00:21

Ileit moxyMenT OPMYETHCS B €IEKTPOHHOMY BHIUIAL T2 HiJNMCYETECA €NEKTPOHHUM ITIAIHCOM.




AdiSALLIIES
BKOpJE

CERTIFICATE OF CONFORMITY No. 10000755560

Registered Name of Product : FOXERO® film-coated tablets,100 mg, 10 tablets in a blister; 1 blister
in a cardboard box. 1 film-coated tablet contains cefpodoxime proxetil
equivalent to 100 mg cefpodoxime.

Material Code : 6001128

Country : Ukraine

Batch Number : FA00899

Date of Manufacturing 1 04.2024.

Expiry Date : 03.2026.

Quantity Shipped : 5464 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.

There are no deviations.

Qualified Person: Maja Velinovska - Cadinoska, pharm.spec. QP
Date and time of signature: 22.08.2024; 10:46:21

This document is generated electronically and valid without signature.
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ANANKAANDWVA

CKOMJE

CEPTH®IKAT BIAIIOBIZHOCTI Ne 10000755560

Ha3spa gikapcekoro
3aco0y:

Kon nikapcbkoro 3acofy:
Kpaina-iMmmoprep:
Cepis:

Jata BupodHuUTBA:
Ipunaruuii go:
KinbkicTs B cepii:
Micue3sHaxomkeHHs
BUPOGHAYOT JiISAHKH:

3asBa Upo i ATBEDKEHHA:

GOKCEPO®, TabieTku, BKpHTI TiBKOBOKO 06onoHKOR, o 100 mr; mo 10
tabnerok y Giictepi; mo 1 GicTepy B KapToHHIN Kopobui. 1 Tabnerka, BKpuTa
IULIBKOBOIO OOONIOHKOI0, MIiCTHTBE UEe(IONOKCHMY TPOKCETHI EKBiBaJEHTHO
nednogoxcumy 100 Mr

6001128

Yxpaina

FA00899

04.2024

03.2026

5464 xopoboxk

bynesap Onekcanzipa Makenoncekoro, 12, Ckor'e, 1000, Pecriy6iika
ITiBniyna MakeoHis

JlificHuM MIATBEPIUKYIO, IO HaBelAeHa BHile iHpOpMaLis € TOYHOW Ta jocTosipHo. JlaHa cepis
NPOAKIii BUPOOIEHa, BKTIOYAIOYH NAKYBaHHS/MapKyBaHHs, a IIPOBEJCHHH KOHTPOML ii SIKOCTI
BUKOHYBaBCS Ha BHILE3a3HAYeHil MINAHLI (IisHKaX) B IOBHIH BigmosigHocTi BHMoram HBII,
BCTAHOBJICHMM MICLEBHM PETYIISTOPHHM OPraHOM, Ta BiAMOBIIHO A0 creuudikamii, 1ka MiCTHTBCS Y
PeECTpaLiifHOMY J0Che KpaiHu-iMIIopTepa, abo crienndikarii, 110 MICTHTBCA y JI0CKE JOCHIDKYBAHOTO
npernapara. 3BiTH Mpo BUPOOHHUITBO, YIIAKOBKY Ta aHaii3 OyJIM IIepeBipeHi Ta BiIMOBIAIOTH BHMOTaM
HBIL

YnosnoBaxena ocoba: Maits Beninoscka-Kaninocka, dapm. cren., YnosHoBaxeHa ocoba
Jara ta gac mignucy: 22.08.2024; 10:46:21

Lieit tokymenT c(opMOBaHO B eeKTPOHHOMY BHTIIALI Ta Aie 6e3 migmucy.




