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ceptudukatoB GMP mexay YepHoropueun m
APYyrmmMmun ctpaHamm Mmupa

O Ipoussogurens JIEKapCTBEHHbIX

CpeJACTB, HaxXOJAIIMMCA 3a MpejesiaMu
YepHoropuy, o006513aH NOpeJOCTaBUTH
NO/ITBEPXKJeHUE COOTBETCTBUSA
TpeOOBaHUSM MpaBUJ HajAJexallen
NPOU3BOJCTBEHHOU MPAKTUKHU.

CooTBeTCTBUE TpebOBaHUAM
NOATBEPXK/AeTCs nyTeM
npejgocrtaByieHuss ceptudpukata GMP,
BBIJJAHHOTO PEryJsTOPHbIM OpPraHoOM

OJHOrOo U3 rocygapcrB-4wieHoB EIJ3
CTpaHbI-y4YaCTHUKA  COrJIALIEHHUA O

B3aMMHOM [pPU3HAaHUM, WJIA MyTeM
IPOBEPKU COOTBETCTBUS TPeOOBAHUAM
GMP co croponbl UHCTHTYTA.

EudraGMDP

MA | GMP | APIREG | WDA | GOP | Sites

Search GMP Compliance

Certificate Number: ‘
Search

GMP Certificates From Date: ‘ ‘ 5] (YYYY-Ai-DD)

Non-Compliance Report

ToDate: | | T2 orvvvin-on)

Site Details
DUNS Number: CHH ]

Name: ‘

City: ‘

Country: ‘ v ‘ ¥

Postcode: ‘

OMS Organisation Identifier: ‘

OMS Location Identifier: ‘

HopmaTuBHO-npaBoBasi 6a3a gons npusHaHus i G

P



GMP unHcnekumsa npousBoauTens,
HaxoAasuwerocs 3a npeaenamm YepHoropum

GMP uHcneknusa

HOBEJI UJIAY CAHAVU BE

TUJKAPET A.LL.
Sancaklar Mahallesi Eski Akgakoca Cad.
No: 299 Duzce, Typuus

+ GMP uHcnekuys B IoJIHOM 00'beME
+ CokpameHHass GMP nHcneknus

Dio 2
Part 2

Ljekovi za humanu upotrebu
Human Medicinal Products

1 PROIZVODNE OPERATIVNE AKTIVNOSTI - LJEKOVI
1 MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS

11 Sterilni ljekovi
] Sterile products

1.1.3 Pustanje serije lijeka u promet
1.1.3  Batch Certification

12 Nesterilni ljekovi
i Non-sterile products

1.2.2  Pustanje serije lijeka u promet

1.2.2  Batch Certification
Sva ogranicenja ili poja$njenja u vezi sa podruéjem primjene ovog sertifikata

Any restrictions or clarifying remarks related to the scope of this certificate:

Nije primjenljivo.
Not applicable.




NMpusHaHue ceptudpukaroB GMP mexay YepHoropuen u | -

APYyrumMmun cTpaHamMum Mupa

d Ilomumo ceptudpukatoB GMP

Institute For Standardization And Control Of Pharmaceuticals EC Y epHoropue I pU3HAIOTCA
/

CERTIFICATE NUMBER: 245/2

v o cepTUPUKATHI GMP,
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
BblIdHHbIE€ CTPAHAMH, KOTOPbIE
Tart] _ ___&F — ABJISTIOTCS CTOpOHAMH
Issued under the provisions of the Agreement on Conformity Assessment and Acceptance of industrial
products (ACAA) between the European Union and Israel corJialieHusd 0) B3aUMHOM
The competent authority of Israel confirms the following:
The manufacturer: Shalon Chemical Industries Ltd. : I p HW3HAHHUMU.
Site address: 14, Heshvan Street, Kiryat Gat, 8202373, Israel
OMS Organisation Id. / OMS Location Id.: ORG-1 000391 73 / LOC-100061659
VU 1 YepHoropus CTPEMUTCA
From the knowledge gained during inspection of this:manufacturer, the latest of which was conducted
on 2023-07-31 , it is considered that it complies with ‘ I p HCO eﬂ MHUTBCA K
The Good Manufacturing Practice requirementsireferred to in the Agreement on Conformity Assessment
and Acceptance of industrial products (ACAA) between the European Union and Israel M e}K'qu ap O,Z[ HbIM

OpraHu3anysaM B OyaAyleM, 4YTo
oyzert CIIOCOOCTBOBATh
IIPU3HAHUIO cepTUPUKATOB
GMP YepHoropuu apyrumu
CTpaHaMH.
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