JEPXKABHA CIIYXBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHUIBCBKIN OBJACTI

apos. Ceitninyrol Haai, 3, m.Knis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €PTIOY 37078774

BHCHOBOK
NPO AKICTH BBE3EHOI0 B YKpainy JikapchKoro 3acoby

20.03.2025 Ne 404/2510

HI®YPOKCA3ZHI AJIKAJOLN

(saliMenypaniia AikapceKOTO 3ac00y IriAHo 3 peecTpatiiHIM FOCRITHCHIAM)
Kancyau Teepai o 200 mr no 10 kancya y Gaicrepi, no 2 6iaicreps y Kaprouuiii naqui

{(hopma Bitnycky, NO3YBANKA, BHE DAKYBAHHS HIKaPCE&Oro 33c06y)

Hossep peserpauiiinoro nocsinuenns UA/16750/01/02 crpox aii pecerpauiiinoro nocaiznenns 01.01.2099

Cepin mikapcbkoro sacoby Ne 1124948 Kinpkicrs sBesenore mixapenkoro 3aceby 180
BrpoGix ATIKAJIOI AJl Cxon’e, Pecnry6ixa Iiexinna MakenoHis
{(HaiimeryBannga BHpodHIIKA NikapchKOTO 3acody, Kpajia NoXoLHCHHR)
Beeseno B Yipainy Crineue yrpaiHCLKO-eCTOHCEKe MiANPHEMCTBO Y Gopui TOBApHCTER
3 ofmexenolo piznosinaasuicrio "Onrima-Qaps, JITH", inenr. xon:
21642228

(wraliMeHysansEs Ta kog 38 C€APIIOY ropinnunol ocobn abo npizsuwe, iM'A, Bo GaTerobi disnunoi
ocoBH - mianpireMus, Tl Micric MPOKHBAHAA TA PECCTPULIiFNIiT HoMep 00AiKOBOT KaPTRY HARTHHKA
HOAATKIB 400 cepia ta goMep nactiopra)

IIpotokoa Bizyannnoro xourpoaio sin 15.01.2025 Ne 0025/12,
Jlaboparoprnii ananis sxocTi mikapeskoro sacody aaificuensii:

AIl "lentpansha nabopaTopis 3 aHami3y SKOCTI TKapchbKUX 3aco6iB i Meguduol npoxyriii"
{(m.Kris, sy, Kyapasceka 10r m.Kuis, Byn. Kyapsiscebka 8B Knigcrska ofnacts, ¢. Hori IleTpiswi,
By Izana Ppanxa, 19)

(HatineHYBAHEA Ta MicueasaxogReIus nabopaTopii, mo mposeaa naGopatopidit ananis sxocti)

BucHorok moae sxocTi Aixapebkaro sacoby, sixauuit naboparopicio sig 17.03.2025 Na 0370

Pezyspratn aafopatopHoro ananizy akocti nikapcskore 3acofy 3a nepepipedinmy noxasHuxkamy BiAMoBinaoTs
BHAMOFAM METOLIB KOHTPOMIO RKOCT {(aHANTHYHO-HOPMaTHEHOT AokyMenTauil).

34 pesyAbTATAMII JEDPAABHOIO KOHTPONIO BCTAHOBMeHO, W0 Jikapchisli 3acid seesenmo B Vipainy 3
DOTPHMAHHIM BIMOT 38KOROAABCTEA WOXO 320E3NCHCHHR SKOCTL AikapChyuX 3acobis,

Omsra EPEOMEHKO

(mianuc) {inininmy Ta npizee)




B
AAKAADIND.
DKOMNJE

CEPTH®IKAT AHAJH3Y Ne 40000216962

Hazga npoaykry:

Cepisn:

HJara BupoOnunrea:
MpupaTumii no:

Jara punycky cepii:

Hazra Bupobuuuol ginsnxu:
Antpeca BUPOGHMYOT TiNsTHIH:

Peectpauniiine nocpiguenns:

Howmep sinensii Ha BUpOOHHUTBO:
Homep BHCHOBKY PO MIATBEPIKEHHS
sinmosianocri sumoram GMP:

HI®YPOKCA3UJ] AJIKAJIOIJ, xancynn teepmi mo 200 mr, mo 10
Kancyn y Guicrepi; o 2 GnicTepH y KapTOHHIH Mmavui 3 MapKyBaHHAM

YKpalHCHKOI0 MOBOKO. | Karicyna MicTHTE Hidypokcasuny 200 Mr.

1124948

10.2024

09.2029

27.11.2024

AJIKAJTOII A Cron’e

Bynbeap Onexcannpa Maxkenoncekoro, 12, Cxon’e, 1000, Pecriy6mika

Iisniuna MaxegoHis
Ne UA/16750/01/02 (tepmiH aii HeoOMexKeHHi)
Ne 18-5539/6 Bin 31.05.2024

Ne 175/2023/C-317 Bim 21.03.2023

Hapamempu Cneyudghixayin Pesynvmamu
Omnuc Teepai xenaTHHOBI Kancynu, posmip Nel, BiNOBINAC
HEIIPO30PI, KOBTOTO KOJILOPY, BMICT KarCyl:
MOPOLIOK ACKPABO-KOBTOTO KOJIBOPY
InenTudikauin
Hidypokcasun YD - criekrpodoromeTpist IToznrHBHO Binnosinae
Hidypoxkcazun IY - criextpockonis 3 @yp’e
-TepeTBOpeHIIM® TozumiBHO He npoBoguthes
Kinskicie BUzHavenst 95,0-105,0 % Bix 3as1BleHOl KITBKOCTI 100,5 %
Hidypokcasun
OmHOpiaHICTH 1030BAHUX OAUHHUIIB AV <I150% 5,2 %

Cynyrui gomimku*

- Homiwka E

- 6yIp-aK07 iHIIOT iNeHTH(IKOBAHOT
IOMILIKH

- Oy nb-sKkoi iHIIOT HeiZeHTHdIKoBaHOT
JIOMIIIKH

- CyMa JIOMIIIIOK (38 BUHSATKOM

He 6inbie 0,30 %
He 6Ginsie 0,30 %*

He 6Ginpiue 0,20 %

He nposoxumnock
He nporoaunocs

He nposoauiocs

nomiwiky E) He 6inbue 0,50 % He npoBoaunoch
* Ins momiwox B, C i D, xonu i tpu

TIPUCYTHI:

- Tinexu ogHa He 6insme 0,30 % He npoBoauiocs
- THUIi aBi He 6inbuie 0,10 % He npoBogniioce

Mikpobionoriuna uncrora**

- 3araipHa KilbKicTh aepoOHHX
mikpoopranizmis (TAMC)

- 3araipHa KUBKICTh APDKIDKOBHX 1
nnicaseux rpubis (TYMC):

- Escherichia Coli/r

He Oinpure 10° KYO/r

He 6inpine 102 KYO/r
BincyTHICTD

He npoeoauioce

He niporoaunock
He nipoBojgmiiocs

3asiBa npo ceprudikaiiro:

115 cepist npoaykTa 6yJa npoaHaiizoBada Bianosiano ao sumor GMP i Bixnoinae cneuudikanii.

*He pyTHHHWH TecT

* TIepioMYHICTL TECTYBAHHA: MOKAZHUK AOCHIIKYIOTh TUILKH Ha CEpifixX, IO MANATa0Th JOCTHKEHHAM CTabinbHOCTI
**MeploIMUHICTE TECTYBAHHS: NPOBOANTLCT Ha PAHIOMHO BIXIGpaHWX cepisx mowHaiMeHIne pas Ha pik

Iepesiperno MeHemxepoM abopartopii
KOHTPOIIIO SIKOCTI:

Crenue ITerpoBcxi

26.11.2024; 15:56:58

Ileit ZOKYMEHT GOPMYETELCS B €IEeKTPOHHOMY BMIIIIAI Ta TIMHUCYETRCS eNEKTPONHUM TTiAITHCOM.

3aTBepIKEHO BiATOBIAANBHO 0C000I0 3 KOHTPOJTIO
SIKOCTI JJIs1 KOYXKHOI cepii JIKapCchKoro 3acofy :

Miona Manacosa
27.11.2024; 08:02:54




AHLKALOID
SKQPJE

CERTIFICATE OF CONFORMITY No. 40000216962

Registered Name of Product - NIFUROXAZIDE ALKALOID®, hard capsules 200 mg, 10 capsules in a blister;
2 blisters in a cardboard box with markings in Ukrainian.1 capsule

contains nifuroxazide 200 mg

Material Code : 1007334

Country : Ukraine

Batch Number 11124948

Date of Manufacturing :10.2024.

Expiry Date : 09.2029.

Quantity Shipped : 4866 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: Ksenija Brzilova Milenkovikj, pharm.spec. QP
Date and time of signature: 27.12.2024; 13:38:53

This document is generated electronically and valid without signature.

qualityaustria
20} FORMO004064/3 Page 1 /1
S Ref.Doc:SOP002363/v.v

1SO 14001:2015 No.00114/1
1S0 45001:2018 No.00873/0




AAKAADVLL,
CKOMJE
CEPTU®IKAT BIAITOBIIHOCTI Ne 40000218007
Hasga gikapcbkoro HI®VPOKCA3WI AJTKAJIOI, xancynu Teepai mo 200 wmr, mo 10 xarcyn y
3ac00y: Gnicrepi; mo 2 6nicrepu y KapTOHHIil TMadmi 3 MapKyBaHHAM YKPAiHCBKOIO

MoBo1o. | xaricyna MicTuTh Hipypokcasugy 100 mr,

Koux nixapebkoro 3acody: 1007334

Kpaina-imnopTrep: Yxpaina

Cepis: 1124948

Jarta BupoOHUNTBA: 10.2024

Ipugaruni go: 09.2029

KinbkicTs B cepii: 4866 xopobox

Micue3HaxoaeHHs Bymeeap Onekcanapa Makenoucskoro, 12, Ckorr'e, 1000, Pecry6buika
BUPOOHUYOT TIJIAHKN: IMTiBniuna MakenoHis

3asBa NPO MIATBEPOKEHHSA:

JlificHuM TIiATBEpIUKYIO, 110 HaBeleHa BUIUe iH(bOpMaLis € TOYHOK Ta JocToBipHOIO. [lama cepis
npoAyKuil BUpOOIEHa, BKIIOYAIOYH [AKyBAaHHA/MApKyBaHHs, a NpPOBENCHHH KOHTPONb i SKOCTI
BHKOHYBaBCA Ha BUINE3a3HAueHill nimsHui (1insHkax) B MOBHIA Bimmosigmocti sumoram HBIIL,
BCTAHOBJIEHNM MiCIIEBUM DPETYJSATOPHAM OPraHOM, Ta BINMOBIZHO N0 creumudikaii, ska MIiCTUThCS y
peecTpaliitHoMy mocke KpaiHu-iMriopTepa, abo crenudikanii, o MiCTUTECA Y IOCHE AOCIIIHKYBAHOTO
npenapara. 3BiTH Npo BUPOOHUUTBO, YIAKOBKY Ta aHaNi3 OyIM MepeBipeHi Ta BiAMOBIAAIOTH BUMOTaM
HBII.

VrosHosaxkena ocoba: Kcenis Bpsinosa Minenkosiy, papm. crell., YIoBHOBaXeHa 0c0ba
JlaTa ta yac migmucy: 27.12.2024; 13:38:53

Ileit moxyMeHT c)OpPMOBAHO B eNIEKTPOHHOMY BUTIIANI Ta Jie 6€3 miamucy.
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ALKALCIED

GSKOPJE

CERTIFICATE OF ANALYSIS No. 40000216962

Product Name

Batch No.

Mifg Date

Expiry Date

Date of Release

Name of the manufacturer
Address of the manufacturer

Marketing authotrization number :
: Ne 18-5539/6 dated 31.05.2024

License number

2 blisters in a cardboard box with markings in Ukrainian.1 capsule
contains nifuroxazide 200 mg

1 1124948

»10.2024

: 09.2029

1 27.11.2024

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
UA/16750/01/02 (validity period is unlimited)

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

: NIFUROXAZIDE ALKALOID®, hard capsules 200 mg, 10 capsules in a blister;

Parameters Specification Results
Apperance Hard gelatine capsules, size 1, with opaque yellow colour,

fillied with bright yellow powder Conforms
Identification +Non routine test
Nifuroxazide (UV spectrophotometry) Positive Conforms
Nifuroxazide (FT-IR) Spectroscopy)+ Positive Not performed
Assay
Nifuroxazide 95.0-105.0% of the stated amount 100,5 %
Uniformity of dosage units AV £15.0% 5,2%
Related and degradation products *Periodic test:it is performed only on the batches which will be

subject on stability testing.
Impurity E Not more than 0.30% Not performed
Any other specified impurity Not more than 0.30%* Not performed
Any other unspecified impurity Not more than 0.20% Not performed
Total impurities (other than E) Not more than 0.50% Not performed
*For impurities B, C and D, when
these three impurities are present:
Only one Not more than 0.30% Not performed
Other two Nor more than 0.10% Not performed
Microbiological quality **Periodic test:it is performed on randomly selected batches at

least once per year.
Total aerobic microbial count (TAMC) Not more than 103 Not performed
Total combined yeasts/moulds count{TYMC)  Not more than 102 Not performed
Escherichia Coli/g 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.

v qualityaustria
SYETEM BERTIEIED
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ALKALCHED
SKORJE
CERTIFICATE OF ANALYSIS No. 40000216962

Product Name : NIFUROXAZIDE ALKALOID®, hard capsules 200 mg, 10 capsules in a blister;
2 blisters in a cardboard box with markings in Ukrainian.1 capsule
contains nifuroxazide 200 mg

Batch No. 1 1124948

Mfg Date :10.2024

Expiry Date : 09.2029

Date of Release 127.11.2024

Name of the manufacturer : ALKALOID AD Skopje

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

Marketing authorization number : UA/16750/01/02 (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 Miona Manasova
26.11.2024; 15:56:58 27.11.2024; 08:02:54

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