JAEPXKABHA CJIYXKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIM OBJIACTI

npos. Ceitmrunol Hagii, 3, s.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IIPTIOV 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpaiHy JiKapchKroro 3acody

27.02.2025 Ne 410/25/10

COPLHED®

(wafisenynanns nikapesKoro 3acoBy 3rigHo 1 peecTpaliiimiM NoCBiALEHILAM)
rpanyau aan opansroi cyciensii, 100 mr/5 mu; ans 60 sux cycnensii; e 32 r rpanyisity y
(baakoHi 3 NAACTMACOBOIO MIDHOIO JIOKKOI0 T2 MIPHHM CTAKAHMHKOM B KapTonHii Kopo6mi

{hopMa BIOYCKY, ACIYBAKNA, BII NAKYBAHAR JTKApCLROro 38c00y)

Hosep peectpauifiucro nocaiguennn UA/11157/01/01 crpok aii peectpauiiinoro nocsiguenss 01.01.2099

Cepin nixapcskoro 3acofy Ne 1125403 KinekicTb BBE3cROr0 aikapcskoro 3acoby 40
BipoGritk AJIKATIOIZ AJl Cron’e, Pecny6aixa ITisniuna Maxkenomis
{nafiMenynaitiy supodunka Jikapeskoro sacoby, Kpaina noxoasesHn)
Breaeno s Yxpainy Crinbne yxpainebko-ecroncbke manpuemMcTso y popmi Tosapucrea
3 obmesxenoro Bigmosigaasuicrio " Ourima-®aps, ITAY, inenr. o
21642228

(nafivenysanrd Ta kog 3a EPTIOV ropsauunol ocody aBo npiserie, is's, 7o Gatskosi distHoT
ocodir - ninnpuenmnd, i Micie apoxIBats Ta peccTpaliiiunii Homep ofaikoroi KApTKH MAATHHKY
NIoAATKE 300 cepix Ta HOMEp [ACHOPTa)

Dporexosn eiayaasiore kourpoeme siz 15.01.2025 = 0025/18.
Jiaboparopruit ananiz axocti nikapeskoro sacoBy xifdcHenuit:

ATl "[enrpansua nabopatopis 3 aramizy skocTi JiKapckKkax. 3acois i MeauaHOl npoayKLil”
(M.KuiB, Byn. Kyapsaecexa 10r M.Kuis, yn. Kyapssceka 8B Kuiscrka 061acts, ¢. Hogi Ietpisui,
Byx. Isana Ppanka, 19)

(maitaestypants Ta MicHCIHAXORACHNA NaGopaTopii, o npoBena 1aGOPATOPIMIL aHAM3 AKOCH)

Bucrosox woao axocri nikapesxoro 3acofy, sugannit naGoparopieso sig 27.02.2025 Ne 0253

Pesynnrati nmaBoparoprore ananisy sxocti RikapesKoro sacoly 3a nepesipeHIMI NoKa3HUKaMu BLUMOBIHAIOTE
BUMOTaM METOZIB KOHTPOMO AKOCTI (AHANITHIHO-HOPMATHEHOT AOKYMEHTALIIT),

32 pesyapTatamMH JEPXKABHOr0 KOHIPOMO ECTAHOBACHO, INO TKAapchbkuil 3aci6  BReseHo B Vipainy 3
ROTPHMAHHAM BHMOT 3aK0HONABCTBA II0AO 3ale3NedeHRA AKOCTI JTIKAPCHKHX 3ac06iB.

Guduianior npissiise).




ANRKAANDVIL
CKOMJE

CEPTU®IKAT AHAJII3Y Ne 40000218095

Hasea nponykry:

Cepisn:

Jara BupobHuNTBA:
Hpuaatauii go:
Jdata Bunycky cepii:

Hazga Bupo6HuYOT QiIsTHKHA:
Anpeca BUpOOGHHYOT AiASITHKM:

PeecTpaniiine noceinyenns:

Howmep ainensii na
BUPOOHUIITBO:

Homep Bucuosky npo
nigTBepIKeHus BiamoBignocTi
Bumoram GMP:

1125403

12.2024

11.2027

20.12.2024

AJIKAJIOIZT AJT Crorr’e

IMiBniuna MaxenoHis
Ne UA/11157/01/01 (Tepmin aii HeoOMeKEHUH)

Ne 18-5539/6 Bim 31.05.2024

Ne 175/2023/C-317 Bin 21.03.2023

COPLE®®, rpanynu st opansHoi cycrnensii, 100 Mr/5 mor; ans 60 mo
cycrensii: o 32 r rpanynaTy y (prakoHi 3 MIacTMacoBOO MipHOIO JIOKKOFO Ta
MIPHHAM CTAKAHYHKOM B KapTOHHIH KOPOOUi. 5 MIT cycIieHsii MiCTAT!
nedikcumy 100 mr (y hopmi uedixcumy tpurigpata).

ByneBap Onekcanypa Makenoncskoro, 12, Ckon'e, 1000, Pecriy6imika

Hapamempu Cneyudbixayin Pespnomamu
Onuc Bin maixe 6inux 1o O1i0-)KOBTHX TpaHyiIH Ta Biarosinae
~ TpaHysu KpHCTaIH,
- CyCIIeH3is B’s3ka pianHa Bif Maibke 6inoro 1o 61i10-KOBTOTO _ .
KOJTBOPY. Binmoginae
3anax
- I'paHyin IpueMuuil anenscuHoBHIA Binnosinae
- CYCTeH3is IIpueMHuU anenbCUHOBUH Binmosifac
InenTudikauis Yac yrpuMyBanHs MKy uedikcuMy Ha XpoMaTorpami Binnoginae
- nedikcum (BEPX) BHIIPOOYBAHOTO PO3YMHY Ma€E BiJIOBIIATH Yacy
yTpuMyBaHHs MKy nedikcumy PC3 Ha xpomaTorpami
CTaHAAPTHOIO PO3UHHY.
Yac yTpuMyBaHHs MKy HaTpito OeH30aTy Ha
- Hatpito 6euszoar (BEPX) XpOMaTorpami BHIIPOOYBAHOTO PO3UHHY Ma€ Bixnoginae
BIATIOBIZIATH YacCy yTPUMYBaHHS MKy HaTpiro OeHszoary
PC3 na xpoMaTorpami cTaHaapTHOr0 PO3UHHY.
pH
- CyCIeH3is 2,5-45 3,7
Buict Bopu
- TPaHyIH He 6Ginmsiue 2,0 % 0,6 %
Hanoruewnus
- Tpanysy He mMenme 321 33r
T'ycruna
- CYCTeH3ist 1,160 - 1,360 r/cm?® 1,205 r/cm?
CycneHpyBanus BinmnoBigHicTh BUMOTaM Binmogigae
KinbkicHe BU3HAUEHHS 95,0-120,0 mr/5 mn cycriensii abo 100,3 Mr/5 mn
- uedikcum (95,0-120,0 % Bix saseieHOT KiILKOCTI) 100,3 %
- Hatpiio 6eHzoar 2,25-2,75 mr/5 mit cycnensii abo 2,55 mr/5 Mn
(90,0-110,0 % Bix 3asBIIeHO] KITBKOCTI) 101,8 %

CynyTtni gomimku*
- ONUHHYHOT JOMIIUKH
- CyMa IOMIIIIOK

He binsue 2,0 %
He 6impiue 4,0 %

HE IIPOBOOHTHCS
HE NMTPOBOAUTHCA




@
AN ANDLL
CKOMNJE

Mikpo6iosoriuna aucrora**

- 3aranbHa KileKicTh aepoOHUX
mikpoopranizmis (TAMC)

- 3aranbHa KiNbKiCTh APDKIKOBUX
Ta rmnicenesux rpubis (TYMC):

- Bscherichia Coli /1

He 6inpie 10° KYO/r
me 6inpmwe 102 KYO/r

BigcyTHiCTb

HE NPOBOAMTLCA

HE IMPOBOAMTLCA

HC IPOBOANTECS

3assa npo cepTupixauiro:

s cepist npogyKTy 6yna mpoaHanizosaHa BiAnoBiaHo 1o umor GMP i Bianosifae cnenpdikaii.

*[TapaMeTp ROCTIAXKYIOTh TIILKU TIPH CITOCTEPEKEHHI cTabisBEHOCTI TIpenapary.
**JoKa3HHK JOCTIIKYIOTh EPIOAMIHO - KOKHY JECATY CEPIIO.

INepesipeno MeHepkepoM nabopaTopil

KOHTPOJIO SKOCTI:
Crepue IlerpoBcki
19.12.2024; 12:47:08

3aTBEPIKEHO BIANOBIAATBHOK 0CO60I0 3 KOHTPOIIO
SKOCTI Zs KOXKHOT cepii ikapchkoro 3acoby :
T'opoana MiTposcka

20.12.2024; 11:08:09

Lleit JoKyMEHT (OPMYETHCS B €NEKTPOHHOMY BUTIISI TA THAUCYEThCS ENEKTPOHHUM THATHCOM.




AALECALCIED

SKORJE

CERTIFICATE OF ANALYSIS No. 40000218095

Product Name

Batch No.

Mfg Date

Expiry Date

Date of Release

Name of the manufacturer
Address of the manufacturer

Marketing authorization number :
License number
Conclusion of GMP compliance :

: SORCEF®, granules for oral suspension, 100 mg/5 ml; for 60 m|

suspension: 32 g of granulate in a bottle with a plastic measuring
spoon and a measuring cup in a cardboard box. 5 m! of suspension
contains: cefixime 100 mg (in the form of cefixime trihydrate).

: 1125403

112.2024

1 11.2027

: 20.12.2024

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

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

: Ne 18-5539/6 dated 31.05.2024

Ne 175/2023/C-317 dated 21.03.2023

Parameters Specification Results
Appearance
- Granules Almost white to pale yellow granules

and crystals. Conforms
- Suspension Almost white to pale yellow 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 chromatogram. 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) 25-4.5 3,7
Water content (Granules) Not more than 2.0% 0,6 %
Filling (Granules) Not less than 32 g 33¢g
Density (Suspension) 1.160 g/cm3-~ 1.360 g/cm? 1,205 g/cm3
Suspensibility To meet the requirement Conforms
Assay
Cefixime 95.0 — 120.0 mg/5ml or 100,3 mg/5ml

95.0-120.0% of the stated amount 100,3 %
Sodium benzoate 2.25-2.75 mg/5mi or 2,55 mg/5ml

90.0-110.0% of the stated amount 101,8 %
Related and degradation produduct *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 103 cfu/g Not performed
Total combined yeasts/moulds count(TYMC)  Not more than 102 cfu/g Not performed

&) qualityaustria
ME] 1L

03036
15 Ho.001441
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ALICALDID
‘BHEOAPJE
CERTIFICATE OF ANALYSIS No. 40000218095

Product Name : SORCEF®, granules for oral suspension, 100 mg/5 ml; for 60 ml
suspension: 32 g of granulate in a bottle with a plastic measuring
spoon and a measuring cup in a cardboard box. 5 ml of suspension
contains: cefixime 100 mg (in the form of cefixime trihydrate).

Batch.No. : 1125403

Mfg Date 1 12.2024

Expiry Date 1 11.2027

Date of Release 1 20.12.2024

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/11157/01/01 (validity period is unlimited)

License number 1 Ne 18-5539/6 dated 31.05.2024

Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21.03.2023

Escherichia Coli/g Should not be present Not performed

Certification statement:
This batch of product has been analyzed according to the GMP requirements and complles 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
19.12.2024; 12:47:08 20.12.2024; 11:08:09

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