T y 4 v 4 -y y 4 -y y 4 y 4 F & &y Y 4 vy & &y & F -y r 4 L4
N \
\ \
\ " @ N
TURKAK! TURKISHACCREDITATION AGENCY
\ @ \
> \
> \
¢ .
ACCREDITATION CERTIFICATE \
\ .
\ N
\ As a Medical Testing Laboratory,
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3 - \
‘ iISTANBUL LABORATUVARLARI TICARET A.S. Synevo
: \
N Kaptanpaga Mh. Piyalepasa Bulvari Ortadogu Plaza Kat:4 No:73 g
OKMEYDANI—SiSLi 34384 ISTANBUL / TURKEY ]
S is accredited in accordance with TS EN ISO 15189:2014 standard within the N
\ scope given in Annex following the assessment conducted by TURKAK. _
\
5 Accreditation Number : AB-0032-TL \
> Accreditation Date : 19 February 2016 \
N Revision Date / Number : 26 April 2022/ 03 ¢
\ This certificate shall remain in force unti 18 February 2024, subject to continuing N
compliance with the standard TS EN ISO 15189:2014, related regulations and
) requirements. \
\ <
3 \
"y G. Banu MUDERRISOGLU '
b Secretary General \
\ \
\' Turkish Accraditation Agency (TURKAK) is a signatory to the European co-operation for Accreditation i
(EA) Multilateral Agreement (MLA) and International Laboratory Accreditation Gooperation (ILAC) \
\ Mutual Recognition Agreement (MRA) in the scope of ISO 151 89. -
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Accreditation Scope

Tibbi Laboratuar
IS EN SO 15189

ISTANBUL LABORATUVARLARI TICARET A.S. Synevo

Accreditation Nr: AB-0032-TL
Revision Nr:-1 Date: 26.04.2022

As a Medical Testing Laboratory

Address: Phone :0212 314 40 00
Kaptanpasa Mh. Piyalepasa Bulvari Ortadogu Fax : 314 40 00
Plaza Kat:4 No:73 OKMEYDANI-SISLI 34384 E-Mail :seyda.alsancak@synevo.com
ISTANBUL/TURKIYE Website : www.synevo.com.tr
Medical Field, Examination / Testing Testing Metohod (National,
Products or Types, Technical Field, International Standards, Initial Sampling
Substances Tested / Parameters / Analitic In-Hause Methods (SOP) /
Examined Methods Used technics, Equipments
Biochemistry
Serum Total Cholesterol COLORIMETRIC BLOOD
ML.ASOP.265
ROCHE, COBAS C 501
Serum Triglyceride COLORIMETRIC BLOOD
ML.ASOP.266
ROCHE, COBAS C 501
Serum HDL COLORIMETRIC BLOOD
ML.ASOP.247
ROCHE, COBAS C 501
Serum AST (SGOT) PHOTOMETRIC BLOOD
ML.ASOP.226
ROCHE, COBAS C 501
Serum ALT (SGPT} PHOTOMETRIC BLOOD
ML.ASOP.269
ROCHE, COBAS C 501
Serum GGT PHOTOMETRIC BLOOD
ML.ASOP.246
ROCHE, COBAS C 501
Serum Lactate Dehydrogenase PHOTOMETRIC BLOOD
(LDH) ML.ASOP.253
ROCHE, COBAS C 501
Serum Calcium PHOTOMETRIC BLOOD
(Ca) ML.ASOP.250
ROCHE, COBAS C 501
Serum Magnesium COLORIMETRIC BLOOD
(Mg) ML.ASOP.255
ROCHE, COBAS C 501
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Accreditation Scope

Tihi 'Laba.raluas ]
TS EN IS0 15189
AE-00

ISTANBUL LABORATUVARLARI TICARET A.S. Synevo

Accreditation Nr: AB-0032-TL
Revision Nr: -1 Date: 26.04.2022

Medical Field,
Products or
Substances Tested /
Examined

Examination / Testing
Types, Technical Field,
Parameters / Analitic
Methods

Testing Metohod (National,
International Standards,
In-Hause Methods (SOP) /
Used technics, Equipments

Initial Sampling

Serum

Phosphor (P)

PHOTOMETRIC
ML.ASOP.242
ROCHE, COBAS C 501

BLOOD

Serum

Glucose

PHOTOMETRIC
ML.ASOP.218
ROCHE, COBAS C 501

BLOOD

Serum

Creatinine

COLORIMETRIC
ML.ASOP.252
ROCHE, COBAS C 501

BLOOD

Serum

Iron

COLORIMETRIC
ML.ASOP.235
ROCHE, COBAS C 501

BLOOD

Serum

Total Bilirubin

COLORIMETRIC
ML.ASOP.228
ROCHE, COBAS C 501

BLOOD

Serum

Direct Bilirubin

PHOTOMETRIC
ML.ASOP.227
ROCHE, COBAS C 501

BLOOD

Hormone

Serum

Dhea-S

CLIA
ML.ASOP.236
IMMULITE 2000

BLOOD

Serum

Estradiol (E2)

ECLIA
ML.ASOP.238
ROCHE, COBAS E 601

BLOOD

Serum

Insulin

ECLIA
ML.ASOP.249
ROCHE, COBAS E 601

BLOOD

Serum

Progesterone

ECLIA
ML.ASOP.257
ROCHE, COBAS E 601

BLOOD

3
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Accreditation Scope
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ISTANBUL LABORATUVARLARI TICARET A.S. Synevo

Accreditation Nr: AB-0032-TL
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Medical Field,
Products or
Substances Tested /
Examined

Examination / Testing
Types, Technical Field,
Parameters / Analitic
Methods

Testing Metohod (National,
International Standards,
In-Hause Methods (SOP) /
Used technics, Equipments

Initial Sampling

Serum

TSH

ECLIA
ML.ASOP.267
ROCHE, COBAS E 601

BLOOD

Serum

Ferritin

ECLIA
ML.ASOP.239
ROCHE, COBAS E 601

BLOOD

Serum

Folic Acid

ECLIA
ML.ASOP.241
ROCHE, COBAS E 601

BLOOD

Serum

FT3

ECLIA
ML.ASOP.244
ROCHE, COBAS E 601

BLOOD

Serum

FT4

ECLIA
ML.ASOP.245
ROCHE, COBAS E 601

BLOOD

Serum

FSH

ECLIA
ML.ASOP.243
ROCHE, COBAS E 601

BLOOD

Serum

LH

ECLIA
ML.ASOP.254
ROCHE, COBAS E 601,

BLOOD

Serum

Prolactin

ECLIA
ML.ASOP.258
ROCHE, COBAS E 601

BLOOD

Serum

Testosterone

ECLIA
ML.ASOP.264
ROCHE, COBAS E 601

BLOOD

Serum

25 OH Vitamins

ECLIA
ML.ASOP.219
ROCHE, COBAS E 601

BLOOD
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ROCHE, COBAS E 601

Medical Field, Examination / Testing Testing Metohod (National,
Products or Types, Technical Field, International Standards, Initial Sampling
Substances Tested / Parameters / Analitic In-Hause Methods (SOP) /
Examined Methods Used technics, Equipments
Serum Anti TG ECLIA BLOOD
ML.ASOP.223
ROCHE, COBAS E 601
Serum Anti TPO ECLIA BLOOD
ML.ASOP.224
ROCHE, COBAS E 601
Allergy
Serum IgE ECLIA BLOOD
ML.ASOP.248
ROCHE, COBAS E 601
Coagulation
Plasma Fibrinogen Clothing BLOOD
ML.ASOP.240
BCS-XP
Plasma PT Coagulation BLOOD
ML.ASOP.261
BCS-XP
Plasma APTT Coagulation BLOOD
ML.ASOP.225
BCS-XP
Tumor Markers
Serum AFP CLIA BLOOD
ML.ASOP.221
IMMULITE 2000
Serum CEA ECLIA BLOOD
ML.ASOP.232
ROCHE, COBAS E 601
Serum CA 15-3 ECLIA BLOOD
ML.ASOP.229
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Accreditation Nr: AB-0032-TL
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Medical Field,
Products or
Substances Tested /
Examined

Examination / Testing
Types, Technical Field,
Parameters / Analitic
Methods

Testing Metohod (National,
International Standards,
In-Hause Methods (SOP) /
Used technics, Equipments

Initial Sampling

Serum

CA 125

ECLIA
ML.ASOP.231
ROCHE, COBAS E 601

BLOOD

Serum

CA 19-9

ECLIA
ML.ASOP.230
ROCHE, COBAS E 601

BLOOD

Serum

Total PSA

ECLIA
ML.ASOP.260
ROCHE, COBAS E 601

BLOOD

Serum

Free PSA

ECLIA
ML.ASOP.259
ROCHE, COBAS E 601

BLOOD

Hematology

Blood

Blood Group

Gel Centrifugation,
ML.ASOP.055/ REV:6
Blood Group Analysis SOP
BIORAD- DiaClon ABO/D +
Reverse Grouping

Blood

Blood

Coambs, indirect

Gel Centrifugation,
ML.ASOP.054/ Rev:5
Indirect Coombs Analysis
SOP

BIORAD- LISS/Coombs

Serum

Infection Serology

Blood

Quantiferon-TB Gold

ELISA,

ML.ASOP.147/ Rev: 2
QUANTIFERON ANALYSIS
SoP

Manual / Quantiferon-TB
Gold Plus

Blood
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Medical Field,
Products or
Substances Tested /
Examined

Examination / Testing
Types, Technical Field,
Parameters / Analitic
Methods

Testing Metohod (National,
International Standards,
In-Hause Methods (SOP) /
Used technics, Equipments

Initial Sampling

Serum

TPHA

IHA,

ML.ASOP.042/REV 4
TPHA Analysis SOP
Manual / Plasmatec TPHA
test kit

Serum

Fecal Matter

Rotavirus Antigen

Immunochromatographic,
ML.ASOP.033/ REV 4
Rotavirus-Adenovirus
Antigen Analysis SOP's
Manual /Operon brand
Rotavirus test kit

Fecal Matter

(AMA)

ML.ASOP.216/ REV 1
AMA-ASMA Analysis SOP
Manual/ Euroimmune

Immunology
Serum Anti-Neutrophil Cytoplasmic IFT. Serum
Antibody (ANCA) ML.ASOP.020/REV:3 ANCA
(IFT) Analysis SOP
Manual/Euroimmune
Serum Anti-Smooth Muscle IFT. Serum
Antibady (ASMA) ML.ASOP.216/ REV 1
AMA-ASMA Analysis SOP
Manual/ Eureimmune
Serum Anti Liver Kidney IB. Serum
Microsomal 1 Antikor (Anti ML.ASOP.030/REV: 6 LKM-1,
LKM-1) LC-1, SLA/LP Analysis SOP
EUROBLOT MASTER/
Euroimmune
Serum Anti-Mitochondrial Antibody IFT, Serum
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Medical Field,
Products or

Examination / Testing
Types, Technical Field,

Testing Metohod (National,
International Standards,

Genital Specimens

Samples SOP

MB.ASOP.027 /REV:5: Rapid
Tests for Bacteria
Identification Analysis SOP
MB.ASOP.0030/REV:5 :
Culture Cultivation Analysis
SopP

MB.CSOP.007/REV:0 : Vitek
2 Compack Device SOP
MB.CSOP.014/REV:0 : Vitek
2 Compack Device Analysis
SOP

Manual/Biomerieux Vitek 2
Compack Device

Substances Tested / Parameters / Analitic In-Hause Methods (SOP) / Initial Sampling
Examined Methods Used technics, Equipments
Serum ENA Profile IB. Serum
ML.ASOP.024/REV:7 ENA
Profile Analysis SOP
EUROBLOT MASTER/
Euroimmune
Microbiology-Culture
Throat Swab, Aerobic Culture Culture, Material
Nasal Swab, MB.ASOP.016/REV:4;
Respiratory Aerobic Bacteria Analysis
Secretions, SOP
Urine, MB.ASOP.003/REV:4 :
Fecal Matter, Evaluation of Common
Abscess, Pathogens in Cultured

End of Scope

G. Banu MUDERRISOGLU
Secretary General |




