JEPKABHA CJI1YKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCBKIH OBJACTI

npos. Ceitmnynol Haafl, 3, s.Kuis, 02099, ren/taxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Hpo AKICTE BRe3eHOro B YkpaiHy Jikapchroro 3acofy

20.03.2025 Ne 403/25/10

HIGVPOKCA3IW AJIKAJOI
{nafiMeHyRINNA JiKapeLKkOTa 3acofy 3riane 3 peecTpawiiiiM MocBiTeHHAM)
KancyJin reepai no 100 mr no 10 xancyn y 6aictepi, no 3 aicrepn y kapTouniit nauni
(fropMa RHITYCKY, NO3YBAHEA, RIS TAKYBAHHA MEAPCLKOTe 32c00Yy)

Homep peecrpaniiinero nocsingenns UA/16750/01/01 crpox aif pecerpaniiinoro nocsiggenns 01,01.2099

Cepia nixapceioro zacoby Ne 1126013 Kinekicts BBe3eHoro nikapcskoro 3acoby 180
BrpoGuHK AJIKAJIOIN AJl Cxon’e, Pecniy6aixa IMisnivna Maxenouis
(uafiMcnysamia BIpoBHUKa Nikapcrkoro sacofy, KpaiHa NOXOLEACHR)
Bseseno B Yipainy Cninese yKpailcbKo-eCTOHChKe NNPHEMCTRO Y dopni ToBaprcTaa
3 obmesxenomo Bianosinaaenicrio " Onrtisa-Oapm, ITA", inenr. ox:
21642228

(maitmenysansa Ta koA 32 €APHOY jopmingnel ocofis aGo npisemie, im', no Hathront diumgmoi
OcOUH - TNpIEMUA, 1T MicLe NpOKHBANKA T2 peceTpauiiiuni HoMep oORIKOBOT KapTRH NNATHIHE
nogaTkin a0 cepid 1a HOMEp HACOOpTa)

NMpotoroa sizyaisroro xontpomo sig 15.01.2025 Ne 0025/11.
Jlabopatopitii anasnis skoeti AikapcsKOTo 3acoby 2ailtcHenwit;

AII "Hearpanena nabopartopis 3 ananisy skocTi ixapcbKuX 3aco6iB 1 MeauuHol npogykuii"
(m.Kuis, yn. Kyapsscoka 10r m.Kuie, Byn. Kyapasceka 8B KiiBcrka obnacts, ¢. Hogi TleTpisii,
8yJ. IBana ®pauka, 19)

(maitmeryBanHg Ta Micesraxomrenya nabopatopii, mo npobena fabopatopHith akaniz AKOCTI)

Bucxosox 1oae sxocti aikapesxero sacoby, Buaannii mafoparopicro pin 17.03.2025 No 0369

Pesyastari nafopatopuoro ananisy akocti sikapeskoro 3acofy 2a nepepipesini nokasHikamy BIANOBIZAIOTE
BUMOrdM METOIB KOHTPOMI0 AR0CTI {AHAAITHYHO-HOPMATHBHOT AOKYMEHTALIE).

3u  peayapTaTAMH  JEpAABHOTO KOMTPOMO BCTAHOBACHO, (MO JKApenbKiii  2aciG  BBezeHo B Yepainy 3

,E(OTpHM&HHﬂM BHMOT 32K0L0AABCTEA 1HOAO 3a0e3NCUCHH SKOCTL ZiKApChENX 3acobin,

- "E-?:A-' st
7 BTN o
3actyn A TR R 3 QOmera €PBLOMEHKO
{néfan _:c _' iy ne :' o1 KOHTpOMR) ' (niunué) {inittinont Ta npizamne)
3 HE RIS E,
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B

AAKAADUA

CKAOMJE

CEPTH®IKAT AHAJII3Y Ne 40000218007

Hasga nponykry:

Cepisn:

Jara BupoOHuuTBa:
IIpuparuwuii no:

Jara Bunycky cepii:

Ha3ga BupoGHu1o0l giasuKu:
Allpeca BUPOOGHUYOT TiJIAHKCH:

Peecrpaniiine moceiguenns:

Homep niuensii Ha BupobHUUTEO:
Homep BHCHOBKY PO NMiXTBePIKEHHSI
pigmosignocTti BuMoram GMP;

HI®YPOKCA3UJI AJIKAJIONI, xancynu tBepai mo 100 mMr Ne30 no 10
Kancyn y 6micTepi; mo 3 6mictepn y KapTOHHIM maui 3 MapkyBaHHAM

YKPaTHCBKOI0 MOBOI0. | Kancyna MicTUTh Hidypokcasuny 100 mr.

1126013
11.2024

10.2029

13.12.2024
AJIKAJIOTIT Al Crom’e

Bynesap Onexcangpa Makenoncskoro, 12, Ckon’e, 1000, PecrnyGiixa

ITiBaiuyna MaxkenoHis
Ne UA/16750/01/01 (repmin 1iii HeoOMexeHUiA)
Ne 18-3953/2 Big 31.05.2024

Ne 175/2023/C-317 Bix 21.03.2023

Hapamempu Cnenugixayin Pesynomamu
Onuc Trepai xenaTHHOBI KaTCyIH, posi}aip Ne2, BiITOBINAE
HETpPOo30pi, IKOBTOIO KOILOPY, BMICT Karcyr:
TIOPOIIIOK SCKPABO-)KOBTOTO KOJLOPY
Tnenmadikauis
Hipypoxcasung Y@ - criekrpodoTomeTpis HozutHBHO Binmnosinae
Hidypoxcasun IH - criekrpockonis 3 Oyp’e
-TIepeTBOpeHHsIM® Hozurusro He nposoanrses
Kinmbkicne Bisnavenmst 95,0-105,0 % Bix 3asBneHOl KINbKOCTI 101,7 %
Hidypokcasun
OnHopianicTs 1030BaHUX OMHHIL AVZ150% 92%

CynyTui gomimku™

- Homimmka E

- By ab-axof iHIOT iTeHTH(IKOBAHOT
JOMILIKH

- Oy IB-AKO0T IHUIOT HeifeHTH(hiKOBAHOT
JIOMIIIKH

- CyMa JIOMILIOK (3@ BUHATKOM
Jomimky E)

* Onst pomiwox B, C i D, xonwm ui Tpu

He Ginbiue 0,30 %
He 6inpuue 0,30 %*
He 6Ginpie 0,20 %

He 6utsiue 0,50 %

He nposopunocn
He nposoaunock
He nposoamnocs

He nposoxunocs

APUCYTHI:

- Tineku ojgua He 6inpe 0,30 % He nposoaunocs
. . p

- Tnwi gBi He 6insie 0,10 % He npoBopunock

MikpoGiostoriuna uncrora**

- 3araJibHa KiJIbKICTE acpoBHUX
Mikpooprarismis (TAMC)

- 3aranbHa KUIBKICTh APIKIDKOBHX i
rticHsBUX rpubis (TYMC):

- Escherichia Coli/r

ue 6inpuie 10° KYO/r

He 6imsiue 102 KYO/r
Bigcyraicts

He nposoaunoce

He nposoaumnoce
He nposoauinock

3asBa npo ceprudikaniro:

Us cepis nmponykTa 6yna npoaHanisoBasa Bixnosigno no sumor GMP i Bismosinae crenudikanii.

*He PYTHHHUH TeCT

* NIepioAMYHICTE TECTYBAHHA: MOKA3HKWK AOCIIKYIOTh TiNIbKH Ha CEpifX, HI0 MiANSTaloTh JOCTIKEHHAM CTabinbHOCT]
**NepioTMUHICTS TECTYBaHHS: NPOBOANTHCS Ha PAaHIOMHO BiaibpaHux cepiax monaiiMeHIIe pa3 Ha pik

Iepesipero mMeHemkepom naboparopii
KOHTPOJIIO SKOCTi:

CteBue [leTpoBeki

12.12.2024; 15:21:20

ITe#t moxyMenT (hopMyeThCS B CIECKTPOHHOMY BUMTISAL Ta MIANUCYETECS SIEKTPOHHUM TiAMHCOM,

3aTBEPIDKEHO BiANOBINANBHOIO 0C060I0 3 KOHTPOITIO
SIKOCTI JI7Is1 KOXKHOI cepii JIiKapchKoro 3acoby :

Iopaana Mitposcka
13.12.2024; 10:42:27
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ALKALDID
SKOPJE

CERTIFICATE OF CONFORMITY No. 40000218007

Registered Name of Product - NIFUROXAZIDE ALKALOID® capsules hard 100mgx30 10 capsules in a blister; 3
blisters in a cardboard box with markings in Ukrainian. 1 capsule

contains nifuroxazide 100 mg.

Material Code : 1007333

Country : Ukraine

Batch Number 1 1126013

Date of Manufacturing : 11.2024.

Expiry Date : 10.2029.

Quantity Shipped 12525 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; 13:25:29

This document is generated electronically and valid without signature.

qualityaustria

FORMO004064/3 Page 1 /1

Ref.Doc:SOP002363/v.v

SO 14001:2015 No.00114/1
IS0 45001:2018 No.00873/0
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ALKALOID
SBKOIPJE
CERTIFICATE OF ANALYSIS No. 40000218007

Product Name : NIFUROXAZIDE ALKALOID®, capsules hard 100mgx30 10 capsules in a blister; 3
blisters in a cardboard box with markings in Ukrainian. 1 capsule
contains nifuroxazide 100 mg.

Batch No. : 1126013

Mfg Date :11.2024

Expiry Date :10.2029

Date of Release 1 13.12.2024

Name of the manufacturer : ALKALOID AD Skopije

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

Republic of North Macedonia
Marketing authorization number : UA/16750/01/01 (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

Parameters Specification Results
Appearance Hard gelatine capsules, size 2, with opaque yellow colour, filied

with bright yeilow powder Conforms
Identification + Non routine test
Nifuroxazide (UV spectrophotometry) Positive Conforms
Nifuroxazide (FT-IR) Spectroscopy)+ Positive Conforms
Assay
Nifuroxazide 95.0-105.0% of the stated amount 101,7 %
Uniformity of dosage units AV £15.0% 9,2 %
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 10° 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.

qualityria FORMO004063/3
ATIEIED Ref.Doc:SOP002363/v.v page1/2

Ko.04035/1
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ALICALOIE
BROPJE
CERTIFICATE OF ANALYSIS No. 40000218007

Product Name - NIFUROXAZIDE ALKALOID®, capsules hard 100mgx30 10 capsules in a blister; 3
blisters in a cardboard box with markings in Ukrainian. 1 capsule
contains nifuroxazide 100 mg.

Batch No. 11126013

Mfg Date 1 11.2024

Expiry Date :10.2029

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/16750/01/01 (validity period is unlimited)

License number : Ne 18-5539/6 dated 31.05.2024
Conclusion of GMP compliance : Na 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; 15:21:20 13.12.2024; 10:42:27

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

FORMO004063/3
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