JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

28.02.2025 Ne 412/25/10

COPLED®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJeTKH, BKPHUTI ILTIBKOBOI0 060.,10HK010, 10 400 Mr, mo 7 Tabuaerok y Oaicrepi, no 1
OJticTepy B KapTOHHIilH Kopo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitnoro nocsiguenns UA/11157/02/01 crpox aii peectpariitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne 1125797 Kinskicts BBesenoro nikapcskoro 3acoby 40
BupoGHuK AJIKAJIOI]T AJT Cxom’e, Pecriy6ika ITiBriuma Makeiois
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpomo six 14.01.2025 Ne 0025/20.

JlaGoparopHuit aHa1i3 KOCTI JIKApCHKOTo 3ac00y 3/iHCHEeHMIA:

JIT "LenTpansHa 1abopaTopis 3 aHATI3Y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MeUYHOT MPOAYyKIi"
(m.Kuis, Byi. Kyznpseceka 10r m.Kuis, Byn. Kynpsisceka 8B Kuiscska obnacts, ¢. Hosi Ilerpisi,
Bys1. IBana @panka, 19)

(naliMeHyBaHHA Ta Micle3HaX0LKeHHA abopaTopii, o npoBena NabopaTOPHHI aHaNi3 SKOCTI)
BHCHOBOK 1010 SKOCTi JHikapehkoro 3acoby, Buanuii naGoparopieio six 28.02.2025 Ne 0261

Pesynsrari 1a60paTopHOro aHA3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3Hukamy BiANOBial0TH
BHMOTI'aM METOJ(IB KOHTPOJIIO SKOCTI (aHATI THYHO-HOPMATHBHOI JOKyMEHTALLIT).

3a pesynbTaTaMM JIGpP:KABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 BBeseHo B VYkpainy 3
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AARKAACINL.

KOS

CEPTU®IKAT AHAJII3Y Ne 40000218161

Hassa nponyxry: COPLIE®®, Taénerku, BKpUTI TTiBKOBOKO 060110HKO 110 400 M, 1o 7
tabyerok y Gmicrepi, no | Giictepy B XapTOHHIN Kopobui. 1 Tabnerka, BkpuTa
TUIBKOBOIO 060JTOHKOM0, MicTHTE: Liedikcnmy 400 mr (v Gopmi uedikcumy

Tpurigpary 447,630 mr)
Cepisn: 1125797
Jara supodHuurea: 11.2024
MpunaThuii no: 10.2027
HaTa Bunycky cepii: 13.12.2024

Hazga supoGHuuOl HinsgHKM: AJIKAJIOII AJL Cxon’e
Anpeca BUPOOHWYOT TITSIHKHN bynesap Onexcanapa Maxenoucskoro, 12, Ckorr'e, 1000, Pecniy6itika
Tligniyna Maxkenounis

PeecTpaniiine moceimyenns: Ne UA/11157/02/01 (tepmin aii HeoGMexeHuir)
Homep ninen3sii na No 18-5539/6 Bin 31.05.2024
BHPOOHUIITBO:

Homep BHCHOBKY npo
migTBepKenus Bignosinmocri | Ne 175/2023/C-317 Big 21.03.2023
BuMoram GMP:

Hapamempu Creyudpixayia Pezynomamu
Onne HosracTi, ABoonyKii TabNeTKH, BKPHTI ILIIBKOBOIO Bixmosinae
000I0HKOIO KPEMOBATO-O1IOT0 KONTbOPY, 3 PUCKOIO Ha
OJIHI} CTOpOHI
InenTndikanis Yac yrpumyBaHHs NiKy HedikcuMy Ha XpoMarorpami
Hedikenm (BEPX) BUMPOOYBAHOTO PO3UMHY Ma€ BiAITOBimaTH yacy
YyTpUMyBaHHs MKy nedixcuMy PC3 Ha xpomaTorpamme BifNOBiTa€
CTaHAAPTHOTO PO3UMHY.
THTaHY JiOKCH]I VY TBOPIOETBLCS XKOBTE 3a0apBICHHS BijllOBI1a€
Cepennst Mmaca i ogHopianicTs
MacH Cepenus Maca: 765 mr 763 mr
18/20 rabnerok He Gimbiie + 5 % 1%
2/20 Tabnerox He Ginbuie + 10 % HE IIPOBOAMTHCS
Po3unnenus He menme 75 % (Q) uepes 45 xsunun 92 %
Kinskicre Buznavenus
uedikcum 95-110 % Big 3asBiEHOT KIILKOCTI 99 %
OnHopianicTs K030BaHMX
OJMHUID AV <IS 1
CynyTni gominmkn*
ONHHUYHOT JOMILIKH He 6inpmre 2,0 % HE IIPOBOIHUTHCS
CyMa JIOMIIIIOK He 6inbme 4,0 % HE TIPOBOJIUTLCS
Mikpo6ionoriuna uncrora**
- 3araipHa KiNbKicTb aepoGHUX He 6inbe 103 KVO/r HE IIPOBOAUTHCSA
mikpooprauismis (TAMC)
- 3aranbHa KiJIbKICTE APDKIKOBUX | He Outsuie 10° KYO/r HE IPOBOANUTHCS
Ta micenesux rpudis (TYMC):
- E. Coli/r BincyTHicTb HE TIPOBOANTHCS

3agBa npo ceprudikauiio:
L cepis nmponykTy Oyna npoanalizoBana BiAnoBimHo 10 sumor GMP i Biamosigae cnieuudikauii.

*[TapameTp TOCHIIKYIOTH TUILKH MPH CIIOCTEPEXKEHH] CTaGiIbHOCTI ipernapary.
**TToxkasHuKk JOCTIKYIOTH MEPIOANYHO - KOXKHY LECATY CEpiio.

ITepesipeno mMenexepom naboparopii 3aTBEPIPKEHO BiAMOBiIAATLHOI 0COB0K0 3 KOHTPOITFO
KOHTPOJIO SKOCTi: SIKOCTI JUIS KOXKHOT cepii jrikapcbKoro 3acofy :
Cregue IMerpoBcki Foprana MiTposcika

12.12.2024; 15:19:57 13.12.2024; 10:26:10

Ieit gokymMenT POpMYy€eTHCS B CHCKTPOHHOMY BUIILIII Ta HIHCY€ETHCS eIEKTPOHHUM HiIIHCOM,
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ALIKALDIND
SKORJE

CERTIFICATE OF CONFORMITY No. 40000218161

Registered Name of Product : SORCEF®, film-coated tablets, 400 mg, 7 tablets in a blister; 1
blister in a cardboard box. (1 film-coated tablet contains: cefixime
400 mg (in the form of cefixime trihydrate 447.630 mg)

Material Code : 1008537

Country : Ukraine

Batch Number : 1125797

Date of Manufacturing :11.2024.

Expiry Date 1 10.2027.

Quantity Shipped : 84864 SC

Address : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Repubtlic 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: Ivana Mickoska, pharm.spec. QP
Date and time of signature: 25.12.2024; 10:50:31

This document is generated electronically and valid without sighature.

qualityaustria

FORMO004064/3

Page 1 /1
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ALKALOID
HKOPJE

CERTIFICATE OF ANALYSIS No. 40000218161

Product Name

Batch No.

Mfg Date

Expiry Date

Date of Release

Name of the manufacturer
Address of the manufacturer

Marketing authorization number :
: Ne 18-5539/6 dated 31.05.2024
: Ne 175/2023/C-317 dated 21.03.2023

License number
Conclusion of GMP compliance

: SORCEF®, film-coated tablets, 400 mg, 7 tablets in a blister; 1

blister in a cardboard box. (1 film-coated tablet contains: cefixime
400 mg (in the form of cefixime trihydrate 447.630 mg)

: 1125797

:11.2024

: 10.2027

:13.12.2024

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
UA/11157/02/01 (validity period is unlimited)

Parameters Specification Results
Appearance Oblong, biconvex, creamy — white,

film-coated tablets with break mark

on one side of the tablet 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 chromatogram. Conforms
Titanium Dioxide (test reaction) Yellow coloration is formed Conforms
Average mass and Average mass: 765 mg 763 mg
Uniformity of mass 18/20 tablets — not more than + 5% 1%

2/20 tablets — not more than £ 10 % Not performed
Dissolution Not less than 75% (Q) for period of

45 minutes 92 %
Assay
Cefixime 95 — 110 % of the label claim 99 %

Uniformity of dosage units
Related subst. and degrad. products

Single impurity

Total impurities

Microbial contamination

Total aerobic microbial count (TAMC)
Total comb. yeasts/moulds count (TYMC)
E. Coli/g

AV <£15.0 1

* Periodic test: it is performed only on the batches
which will be subject on stability testing.

Not more than 2.0% Not performed
Not more than 4.0% Not performed
**Periodic test: it is performed on each 10-th batch,

Not more than 103 cfu/g Not performed
Not more than 102 cfu/g Not performed
Should not be present Not performed

Certification statement:

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

10.09035/1
150 § Ho.001 441§
150 45001:2018 No.00873/0

FORMO004063/3
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ALKALOID

SGEOPJE
CERTIFICATE OF ANALYSIS No. 40000218161

Product Name : SORCEF®, film-coated tablets, 400 mg, 7 tablets in a blister; 1
blister in a cardooard box. (1 film-coated tablet contains: cefixime
400 mg (in the form of cefixime trihydrate 447.630 mg)

Batch No. : 1125797

Mifg Date 1 11.2024

Expiry Date : 10.2027

Date of Release :13.12.2024

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/11157/02/01 (validity period is unlimited)
License number : Ne 18-5539/6 dated 31.05.2024
Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21.03.2023

Checked by Approved by Responsible person for Quality Control
QC Lab Manager: of each batch of medicinal product:
Stevée Petrovski Gordana Mitrovska
12.12.2024; 15:19:57 13.12.2024; 10:26:10

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

FORMO004063/3
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