AARKANCVILL
CKAONMJeE

CEPTU®DIKAT AHAJI3Y Ne 40000214729

Ha3zsa npoaykry:

Cepisn:

JlaTa supobHutTBa:
Tlpunaruuii go:
Hdara Bunycky cepiii:

Ha3zpa Bupo0uu4ol JiIsIHKHA:
Anpeca BUpOOGHUY OV JiJISIHKN:

PeecTpamniiiHe mocBixyenHs:

Homep minensii Ha
BUPOOGHHLTBO:

Homep BHcHOBKY PO
nijxrBepiKenHs BiamoBinHocTi
gumoram GMP:

COPILIE®®, rpamyau uist opanshoi cycriensii, 100 mr/5 mi; juis 100 mut
cycrensit: no 53 rrpanynaTy y (hrakoHi 3 MIacTMacoBO MIPHOO JIOKKOKO Ta
MIpPHHM CTAKaHYHKOM B KAPTOHHIH KOpoOUi. 5 MII CycrieHsii MicTATh:
nedixcuny 100 Mr (y gopmi tedikcumy TpuriapaTa).

1122404
09.2024
08.2027
24.09.2024

AJIKAJIOIN AJI Cxorr’e

Byasrap Qnekcanznpa Makemoncskoro, 12, Cron'e, 1
Misuiuna MaxenoHisa

Ne UA/11157/01/01 (Tepmin il HeoOMexKeHHI)

Ne 18-3953/2 8ig 22.05.2019

Ne 175/2023/C-317 Bix 21.03.2023

000, Pccrry6itika

Hapamempu Cneyudhixayia Pesyasmamu
Omue CyMiw rparys Bil *KOBTOr0 A0 Mailie J0BTOTo Binmosinae
- PpanyiH KoNLopy i 6e30apBHHX KPUCTANIIB. . .
. s . . Binnosinae
- CycueHsis B’s3Ka piiHa Bl 611010 10 KpEMOBOI0 KOJILOPY.
3amax
- rpaHyIu TIpuemunit anenbcuHOBHI Bixmosizac
- CYCTICH3I [IpueMHuuii anenscHHOBUH Biarosinae
Inentrdikanis
- uedixenm (BEPX) Yac yrpuMyBatFs TTiKy LedikciMy Ha XpoMaTorpami Biamoginae
' ' BUIPOOYBAHONO POUMHY Ma€E BITIOBIIATH Yacy YTPHMYBAHHS
1Ky tedixermy PC3 Ha XpoMaTorpami CTaHZapTHOTO PO3UHHY.
Yac yrpuMyBarHA Ky Hatpito Gersoary Ha XpoMaTorpami Bianoginae
- natpito 6enzoar (BEPX) BUTIPOBYBAHOTO POIYMHY MAE BIINOBINATH Yacy YTPUMYBaHHS
Tixy Hatpiio Semsoary PC3 Ha XpoMaTorpaMi CTaHIapTHOIO
PO3UHHY.
pH
- CyCHIensis 2,5-4,5 3,6
BwmicT Boan
- Tpanynu He 6innmie 2,0 % 0,6 %
Hanosuenns
- TpaHynu He nienme 53,0 v 533
Tycruna
- CYCIICH31 1,160 — 1,360 r/cm® 1,203 r/em?
CycnenpyBanust BingrnosigHicTs BUMOraM Bignosijae
KinbkicHe BH3IRAYTEHUN 95,0~120,0 mr/5 ma cycnensii abo 95,9 mr/5 Mi
- uedikcHm (95,0-120,0 % Bin 3asBNEHOI KiNBLKOCTI) 95,9 %
- HaTpito Oensoar 2,25-2,75 mr/5 mn cycnensii abo 2,51 mr/5 Mo
100,2 %

(90,0—‘1 10,0 % Bia 3assienol KipKOCTI)-

CynyTtHi gomMimku*
- OMVHWYHOT JOMINIKH
- CyMa JIOMILIOK

e 6inbuie 2,0 %
He 6inbie 4,0 %

HE 3aCTOCORYETLCS
HE 3aCTOCOBYETLCA

Sy Cons 220K
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ARICANTIAL,
CKOMJE

Mikpodioaoriuna ancrora**

- 3aranbHa KilbKicTh agpoOHuX
mikpoopranismis (TAMC)

- 3aranbHa KTbKICTh OPIKIAKOBUX
ta nnicenesux rpubis (TYMC):

- Escherichia Coli /T

ne Ginblue 10° KYO/r

me 6inpwe 10* KYO/r

Bigcyrnicts

HE 3aCTOCOBYETHLCS

HE 3aCTOCOBYETLCA

11€ 3aCTOCOBYETLCS

3ansa npo cepTudikaio:

115 cepisi npomykTa 6yI1a Ipoanani3opaHa BiAloBiHO 10 BUMOT GMP i Bignosinae criewrdikanii.

*TTapameTp LOCHIIKYIOTH TUILKH TP CIIOCTEPEKEHHI cTaBiIBHOCTI IIpenapary.
**[TokazHuK JOCHIIUKYIOTH MIEPIOIMUHO - KOXITY ASCATY CEpito.

[Tepenipero Menemkepom nabopatopii

KOHTPOJIO SKOCTI:
Cresue [lerpoBcexki
23.09.2024; 16:23:48

3aTBepKEHO BIAMOBIAANBHOI0 0COG0I0 3 KOHTPOIIIO
AKOCTI 1% KOXKHOT cepil JikapesKoro 3acody :
Topaana Mitporcka

24.09.2024; 20:58:21

T1cii JOKYMEHT hOPMYETHCS B ENEKTPOHHOMY BUIILAMI Ta IIAIMCYEThCS EICKTPOHHIM THAITHCOM.
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AL DS
SROPJE
CERTIFICATE OF CONFORMITY No. 40000214729

Registered Name of Product : SORCEF®, granules for oral suspension, 100 mg/5 ml; for 100 m!
suspension: 53 g of granulate in a bottle with a plastic measuring
spoon and a measuring cup ina cardboard box. 5 ml of suspension
contains: cefixime 100 mg (in the form of cefixime trinydrate).

Material Code : 1004385

Country : Ukraine

Batch Number 1 1122404

Date of Manufacturing 1 09.2024.

Expiry Date : 08.2027.

Quantity Shipped : 7920 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: lvana Mickoska, pharm.spec. QP
Date and time of signature: 25.09.2024; 07:30:47

This document is generated electronically and valid without signature.
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AL ALCIHED
BKOPJE
CERTIFICATE OF ANALYSIS No. 40000214729

Product Name : SORCEF®, granules for oral suspension, 100 mg/5 ml; for 100 m|
suspension: 53 g of granulate in a bottle with a plastic measuring
spoon and a measuring cup in a cardboard box. 5 mi of suspension
contains: cefixime 100 mg (in the form of cefixime trihydrate).

Batch No. 1 1122404

Mifg Date : 09.2024

Expiry Date : 08.2027

Date of Release : 24.09.2024

Name of the manufacturer : ALKALOID AD Skopje

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

Marketing authorization number : UA/11157/01/01 (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
- Granules A mixture of yellow to almost yellow

granules and colourless crystals. Conforms
- Suspension " White to creamy viscous liquid Conforms
Odour
- Granules Pleasant - orange Conforms
- Suspension Pleasant - orange Conforms
Identification
Cefixime (HPLC) - . Retention time of peak of cefixime in

test solution chromatogram

corresponds to the retention time of

peak of cefixime RS in standard

solution chfomatogram. Conforms
Sodium benzoate (HPLC) Retention time of peak of sodium

' benzoate in test solution

chromatogram corresponds to the

retention time of peak of sodium

benzoate RS in standard solution

chromatogram. Conforms
pH-value (Suspension) 25-45 3,6
Water content (Granules) Not more than 2.0% 0,6 %
Filling (Granules) Not less than 53.0g 53,39
Density (Suspension) 1.160 g/cm? — 1,360 g/cm?3 1,203 g/cm3
Suspensibility To meet the requirement Conforms
Assay
Cefixime 95.0 - 120.0 mg/5ml or 95,9 mg/5ml

95.0-120.0% of the stated amount 95,9 %
Sodium benzoate 2.25 - 2,75 mg/5mil or 2,51 mg/5ml

90.0-110.0% of the stated amount 100,2 %
Related subs. and degrad. producuts *Periodic test: it is performed only on the batches which will be

subject on stability testing
- Single impurity: Not more than 2.0% Not performed
- Total impurities: Not more than 4.0% Not performed
Microbial contamination ** Periodic test: it is performed on every 10th batch.
Total aerobic microbial count (TAMC) Not more than 10% cfu/g Not performed
Total combined yeasts/moulds count{TYMC)  Not more than 102 cfu/g Not performed
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AL ACAL LD
BROBJE
CERTIFICATE OF ANALYSIS No. 40000214729

Product Name : SORCEF®, granules for oral suspension, 100 mg/5 ml; for 100 ml
suspension: 53 g of granulate in a bottle with a plastic measuring
spoon arid a measuring cup in a cardboard box. 5 ml of suspension
contains: cefixime 100 mg (in the form of cefixime trihydrate).

Batch No. 1 1122404

Mifg Date :09.2024

Expiry Date : 08.2027

Date of Release 1 24.09.2024

Name of the manufacturer : ALKALOID AD Skopje

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

Marketing authorization number : UA/11157/01/01 (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

Escherichia Coli/g ) Should not be present o Not performed

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

Checked by Approved by Responsible person for Quality Control
QC Lab Manager: of each batch of medicinal product:
Stevée Petrovski Gordana Mitrovska
23.09.2024; 16:23:48 v ' _ 24.09.2024, 20:58:21

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

CEPTHUOIKAT BIJINIOBIAHOCTI Ne 40000214729

Hasgpa ngikapcebroro
3acody:

Kox nixapeskoro 3aco6y:
Kpaina-immoprtep:
Cepis:

Jara Bupo6unuTrra:
Tlpunparuni go:
KinbkicTs B cepii:
MicnesHaxogKeHHA
BUPOOHUYOY JIITHKHI:

3asgBa Mpo MiATBEP/KEHHS:

COPLE®D® rpanyim mis opanbiol cycriensii 100 mr/5 mu, quis 100 mn
CYCIIGH3Ii: 110 53 T rpaHyAsTy y (pJIaKoHi 3 MIacTMacoBOK MipHOIO
JIOXKKOIO T2 MIPHHM CTaKaHYMKOM B KapTOHHIH KopoOui. 5 M1 cycnensii
MicTaTh: tedikcumy 100 Mr (y Gpopmi nedikcuMy Tpurigpara).
1004385

Yxpaina

1122404

09.2024

08.2027

7920 xopobox

Bynssap Onexcannpa Makenoncskoro, 12, Cxon'e, 1000, Pecrry6nika
TliBniuna Makenonis

JUMCHUM MATBEPIDKYIO, 10 HaBeldeHa BHIile iddopMalis € TodHOIo Ta JocTopipHoto. [ama cepis
MpOIyKUiT - BUpOGIEeHa, BKIFOUAIOYH TIaKyBaHHA/MApKyBaHHs, a TPOBCHEHMIT KOHTpONL 11 sKoCTi
BHKOHYBABCA Ha BHUIE3a3HAYeHIH minmsuui (ningukax) B 1oBHi# BignoeixmHocti BHMoranm HBII,
BCTAHOBJICHUM MICIEBUM DETyJITOPHMM OPraHoM, Ta BIAMOBIAHO A0 creuMgikauii, sxa MiCTHTBCA Y
peecTpaliitHoMy Tocke KpalHU-iMITopTepa, ado cneuudikamii, 1o MICTHTBCA Y JOCKE JOCHTIIKYBAHOTO
npenaparta. 3BITH PO BWPOOHUIITBO, YIIAKOBKY Ta aHali3 OyIW TepeBipeHi Ta BiAMOBiLal0ThH BHMOTaM

HBITIL.

VuorHoBaxkena ocoda: Isana Minkocska, GpapM. crien., YIIoBHOBaXeHa 0coba
Jara ta gac miamicy: 25.09.2024; 07:30:47

Lleit tokyMeHT c)OPMOBAHO B EACKTPOHHOMY BUIIISLAL Ta Aic 6e3 nianucy.



