EC CERTIFICATE

AT SERTIFIKA

According to Annex |l of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gére

Full Quality Assurance System
Tam Kalite Glivencesi

Certificate Number: 2195-MED-1110901

Sertifika Numarasi

Manufacturer: Farmasol Tibbi Uriinler San. ve Tic. A.S.
Uretici Organize Sanayi Bolgesi 18. Cad. No:7 Melikgazi Kayseri Turkiye

Product(s): 1. Acidic Bicarbonate Haemodialysis Solutions
Uriin(ler) Asidik Bikarbonat Hemodiyaliz Soliisyonlari
. Basic Bicarbonate Haemodialysis Solutions
Bazik Bikarbonat Hemodiyaliz Soliisyonlar
. Powder Acidic Haemodialysis Concentrate
Toz Asidik Hemodiyaliz Konsantresi
. Powder Sodium Bicarbonate
Toz Sodyum Bikarbonat
. Haemodialysis Machine Disinfectant
Hemodiyaliz Makinasi Dezenfektan:
. Sterile Arteriovenous Set and Fistula Needle
Steril Arter Ven Seti ve Fistiil Ignesi

Model(s): Product models are stated on the next pages.
Model(ler) Urtin modelleri diger sayfalarda belirtilmisgtir.

Reference Report No: MM0192-P001-R01, MM0192-P001-R02, MM0192-P003-R01, MM0192-P003-R02,
Referans Rapor No MM0192-P003-R03, MM0192-P004-R01, MM0192-P004-R02, MM0192-P004-R03,
: MM0192-P007-R02, MM0192-P007-R03, MM0192-P007-R04, MM0192-P007-R05

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex |l (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concemed with securing and maintaining safe conditions of the respective product(s) and
conforms to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex Il, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s).

2195 kimlik numarali Onaylanmig Kurulug Szutest, yukarida belirtilen reticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll(madde
4 harig) madde 3'lne gdre bir kalite yénetim sistemi uyguladigini, bu yénetim sisteminin yGnetmeligin sadece bahsi gegen Urdndin
urehmrmn guivenlik koguliarini sag arkg vedevam ettirme Jle ilgili gerekhhklenn ka@:ladlgrm beyan eder Onaylanan bu kalite yonetfm

Bu AT Sertifikasi 2019-04-18 tarihine kadar gegerlidir.

Issue Date/Yayin Tarihi: 2011-04-19 ; o
Revision No./ Revizyon No.: 07 Rev./Rev. N Deputy General Manager
Revision Date/ Revizyon Tarihi: 2018-10-22 : Genel Middr Yardimcist
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Certificate Number: 2195-MED-1110901

Sertifika Numarasi

Product Models
Uriin Modelleri

1. Acidic Bicarbonate Haemodialysis Solutions
Asidik Bikarbonat Hemodiyaliz Soliisyonlar:

MEDICASOL K1Ca1.5Ac2
MEDICASOL K1GCa1,5
MEDICASOL K1GCa1.5Ac2
MEDICASOL K1Ca1,75
MEDICASOL K2Ca1.5Ac2
MEDICASOL K1GCa1,75
MEDICASOL K2GCa1.5Ac2
MEDICASOL K1,5Ca1,25
MEDICASOL K2Ca1,25Ac2
MEDICASOL K1,5GCa1,25

MEDICASOL K2GCa1,25Ac2
MEDICASOL K1,5Ca1,5
MEDICASOL K1Ca1,25Ac2
MEDICASOL K1,5GCa1,5

MEDICASOL K1GCa1,25Ac2
MEDICASOL K1,5Ca1,75

MEDICASL K2Ca1,5
MEDICASOL K1,5GCa1,75

MEDICASOL Ca1,5K3
MEDICASOL K2Ca1,25
MEDICASOL K2Ca1,75
MEDICASOL K2GCa1,25

MEDICASOL K2Ca1,75Ac5
MEDICASOL K2G Ca 1,5

MEDICASOL K2Ca1,25Ac4
MEDICASOL K2GCa1,75
MEDICASOL K1Ca1,5GAc4
MEDICASOL K1Ca1,25 (D45)

MEDICASOL K2Ca1,25Mg1
MEDICASOL K1GCa1,25
(D45) :
MEDICASOL K2GCa1,25Mg1
MEDICASOL K1Ca1,5 (D45)

MEDICASOL K2Ca1,5Mg1
MEDICASOL K1GCa1,5 (D45)
MEDICASOL K2GCa1,5Mg?1
MEDICASOL K1Ca1,75 (D45)
MEDICASOL K2Ca1,75Mg1
MEDICASOL K1GCa1,75 (D45)
MEDICASOL K2GCa1,75Mg1
MEDICASOL K1,5Ca1,25 (D45)
MEDICASOL Ca1,25K2G
MEDICASOL K1,5GCa1,25
(D45)

MEDICASOL Ca1,25K3G
MEDICASOL K1.5 Ca 1.5 (D45)
MEDICASOL Ca1,5K2G
MEDICASOL K1.5G Ca 1.5
(D45)

MEDICASOL Ca1,5K3G
MEDICASOL K1.5 Ca1.75(
D45)

MEDICASOL Ac8

MEDICASOL K1.5G Ca 1,75
(D45)

MEDICASOL K2Ca1,25Ac5
MEDICASOL K2 Ca 1.25 (D45)
MEDICASOL K2GCa1,25Ac5
MEDICASOL K2G Ca 1.25
(D45)

MEDICASOL K1Ca1,5Ac4
MEDICASOL K2G Ca 1.5

(D45)

MEDICASOL K2GCa1,75Ac5
MEDICASOL K2 Ca 1.75(D45)
MEDICASOL K2Ca1,5Ac5
MEDICASOL K2G Ca 1.75
(D45)

MEDICASOL K2GCa1,5Ac5
MEDICASOL K1Ca1,25

MEDICASOL K1Ca1,25Ac5
MEDICASOL K3Ca1,25

MEDICASOL K1GCa1,25Ac5
MEDICASOL K3G Ca 1.25
MEDICASOL K1Ca1,75Ac5
MEDICASOL K3 Ca 1.5
MEDICASOL K1GCa1,75Ac5
MEDICASOL K3G Ca 1.5
MEDICASOL K1,5Ca1,5Ac2
MEDICASOL Ca1,5 K2
MEDICASOL K1,5GCa1,5Ac2
MEDICASOL K3 Ca 1.75

MEDICASOL K1Ca1,75Ac2
MEDICASOL K3G Ca 1.75
MEDICASOL K1GCa1,75Ac2
MEDICASOL K1G2Ca1,5Ac2

MEDICASOL K2Ca1Ac2
MEDICASOL K2G2Ca1,5Ac2

MEDICASOL K2GCa1Ac2
MEDICASOL K2G2Ca1,25Ac2

MEDICASOL K2Ca1,75Ac2
MEDICASOL K3G2Ca1,5Ac2
MEDICASOL K2GCa1,75Ac2
MEDICASOL K3Ca1,5Ac2

MEDICASOL K3GCa1,5Ac2
MEDICASOL K1,5Ca1,25Ac2

MEDICASOL K1,5GCa1,25Ac2
MEDICASOL K1,5Ca1,75Ac2
MEDICASOL K1,5GCa1,75Ac2
MEDICASOL K3Ca1,25Ac2

MEDICASOL K3GCa1,25Ac2
MEDICASOL K1GCa1,25

MEDICASOL K1Ca1,5

2. Basic Bicarbonate Haemodialysis Solutions
Bazik Bikarbonat Hemodiyaliz Soliisyonlan

DIASOL B37
MEDICASOL B39

1. DIASOL B35 2.
4. MEDICASOL B35 5.

DIASOL B39

SZUTEST UYGUNLUK DEGERLENDIRME AS.
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Certificate Number: 2195-MED-1110901

Sertifika Numarasi

Product Models
Uriin Modelleri

1. Acidic Bicarbonate Haemodialysis Solutions
Asidik Bikarbonat Hemodiyaliz Soliisyonlari

DIASOL K 1
DIASOLK 1G

DIASOL K 2

DIASOL K 2 G

DIASOL Ca 1,25
DIASOL Ca 1,25G
DIASOL Ca1,25 K2
DIASOL Ca1,25 K2G
DIASOL Ca 1,75
DIASOL K 1,5

DIASOL K 1,5G
DIASOL K3

DIASOL K3G

DIASOL IDEAL

DIASOL GAMBROK 2
DIASOL GAMBROK 2 G
DIASOL K1 Ac4
DIASOL K1G Ac4
DIASOL Na140 K2
DIASOL Na140 K2G
DIASOL Na140 Ca1,25
DIASOL Na140 Ca1,25G
DIASOL Ca1,25 K1
DIASOL Ca1,25 K1G
DIASOL K2 Ac2
DIASOL K2G Ac2
DIASOL Ca1,25 K2 Ac2
DIASOLCa1,25 K2G Ac2
DIASOL K1 Mg1
DIASOL K1G Mg1
DIASOL K2 Mg 0,25
DIASOL K2G Mg 0,25
DIASOL K2 Mg 0,25 Ac4
DIASOL K2G Mg 0,25 Ac4
DIASOL Ca1,25 K1 Ac2
DIASOL Ca1,25 K1G Ac2
DIASOL Na140 K3
DIASOL Na140 K3G
DIASOL Ca1,5 K3
DIASOL Ca1,5 K3G
DIASOL K1 Ca1,75
DIASOL K1G Ca1,75
DIASOL K1,5 Ca1,25
DIASOL K1,5G Ca1,25
DIASOL K1,5 Ca1,5
DIASOL K1,5G Ca1,5
DIASOL K1,5 Ca1,75
DIASOL K1,5G Ca1,75
DIASOL K2 Ca1,25
DIASOL K2G Ca1,25

CoNOORWN =
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DIASOL Na138 K3
DIASOL Na138 K3G
DIASOL Na140 Ac3
DIASOL Na138 Ac3
DIASOL K1 Ac3
DIASOL Ca 1,75 Ac3
DIASOL Ca1,75 Ac5
DIASOL Na140 Ac4
DIASOL Na140 K1 Ac4
DIASOL K1G Ac3
DIASOL Ca1K2G
DIASOL Ca1 K3
DIASOL Ca1K3G
DIASOL Ca1,75 K1
DIASOL Ca1,75K1G
DIASOL Ca1,25Mg1
DIASOL Ca1,25GMg1
DIASOL Ca1,5Mg1
DIASOL Ca1,5GMg1
DIASOL Ca1,75Mg1
DIASOL Ca1,75GMg1
DIASOL Ca1,25K1Mg1
DIASOL Ca1,25K1GMg?1
DIASOL Ca1,5K1Mg1
DIASOL Ca1,5K1GMg1
DIASOL Na138 K2G Ca1.25
DIASOL Na138 K3G Ca1,25
DIASOL Na138 K2G Ca1.50
DIASOL Na138 K3G Ca1,50
DIASOL Ac8
DIASOL K2G Ac3
DIASOL Ca1,25 Ac5
DIASOL KO
DIASOL Ca1 K1
DIASOL CalK1G
DIASOL Ca1,25G Ac5
DIASOL Na140K1
DIASOL Ca1,75G Ac5
DIASOL Na140 K2 Ac5
DIASOL Na140 K2G Ac5
DIASOL K2G Ca1,5
DIASOL K2 Ca1,75
DIASOL K2G Ca1,75
DIASOL K1Ca1.25Ac3
DIASOL K3Ca1.25Ac3
DIASOL K3GCa1.25Ae3
DIASOL K3 Ca1,50 Ac3,
DIASOL K3G Ca1,50 Ac3
DIASOL K2Ca1.5Ac3)| -

“DIASOL K3Ca1,75Ac3

Szutest.com.tr

DIASOL Na140 K1 Ac5
DIASOL Na140 K1G Acb
DIASOL Na140 K1 Ca1,75
DIASOL Na140 K1G Ca1,75
DIASOL Na140 K1,5
DIASOL Na140 K1,5G
DIASOL Na140 K2G Ac3
DIASOL Ca1,75 K1 Ac2
DIASOL Ca1,75 K1G Ac2
DIASOL Ca1 K2 Ac2
DIASOL Ca1K2GAc2
DIASOL Ca1,75 K2 Ac2
DIASOL Ca1,75 K2G Ac2
DIASOL Ca1,5 K3 Ac2
DIASOL Ca1,5 K3G Ac2
DIASOL Ca1,25 K1,5 Ac2
DIASOL Ca1,25 K1,5G Ac2
DIASOL Ca1,75 K1,5 Ac2
DIASOL Ca1,75 K1,5G Ac2
DIASOL Ca1,25 K3 Ac2
DIASOL Ca1,25 K3G Ac2
DIASOL K1G Ca1,25 Ac3
DIASOL K1 Ca1,5 Ac3
DIASOL K1G Ca1,5 Ac3
DIASOL K1 Ca1,75 Ac3
DIASOL K1G Ca1,75 Ac3
DIASOL K1,5 Ca1,25 Ac3
DIASOL K1,5G Ca1,25 Ac3
DIASOL K1,5 Ca1,5 Ac3
DIASOL K1,5G CA1,5 Ac3
DIASOL K1,5 Ca1,75 Ac3
DIASOL K1,5G Ca1,75 Ac3
DIASOL K2Ca1,25 Ac3
DIASOL K2G Ca1,25 Ac3
DIASOL K2G Ca1,5 Ac3
DIASOL K2G Ca1,75 Ac3
DIASOL K1 Ca1,25
DIASOL K1G Ca1,25
DIASOL K1 Ca1,5

DIASOL K1G Ca1,5
DIASOL K3GCa1.75Ac3
DIASOL K2Ca1.75Ac3
DIASOL Ca1.75K3GAc2
DIASOL Ca1,75K3Ac2
DIASOL K 1G(200 mg/dl)
DIASOL K2G Ac2 (200 mg/dl)
DIASOL Ca1,25 K2G Ac2(200 mg/dl)
DIASOL Ca1,5 K3GAc2(200 mg/dl)

mraniye 34775 ISTANBUL / TURKIYE




Certificate Number: 2195-MED-1110901

Sertifika Numarasi

Product Models
Uriin Modelleri

3. Powder Acidic Haemodialysis Concentrate
Toz Asidik Hemodiyaliz Konsantresi

DIASOL Na138 K1 Ca1.5
DIASOL Na138 K1G Ca1.5
DIASOL Na138 K2Ca1,25
DIASOL Na138K2GCa1,25
DIASOL Na138K2 Ca1,5
DIASOL Na138K2GCa1,5
DIASOL Na138K2 Ca1,75
DIASOL Na138K2G Ca1,75
DIASOL Na138K3 Ca1,5
DIASOL Na138K3G Ca1,5

DIASOL K1 Ca 1,5 Ac3
DIASOL K1G Ca 1,5 Ac3
DIASOL K2 Ca 1,25 Ac3
DIASOL K2G Ca 1,25 Ac3
DIASOL Na140Ac3
DIASOL K2GCa1,5Ac3
DIASOL Ca1,75Ac3
DIASOL K2GCa1,75Ac3
DIASOL K3Ca1,5Ac3
DIASOL K3GCa1,5Ac3

=500 00U RICR RGN =

4. Powder Sodium Bicarbonate
Toz Sodyum Bikarbonat

FARMACART B 400
FARMACART B 550
FARMACART B 700
FARMACART B 760
FARMACART B 900

FARMACART B 450
FARMACART B 600
FARMACART B 720
FARMACART B 800
FARMACART B 950

FARMACART B 500
FARMACART B 650
FARMACART B 750
FARMACART B 850
FARMACART B 1000

2.
3.
4.
5.
6.
/)
8.
g_.
10.
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FARMACART B 1050
FARMACART B 1200
FARMACART BAG B 450

FARMACART BAG B 720
FARMACART BAG B 900

MEDICART 500
MEDICART 600
MEDICART 650
MEDICART 700
MEDICART 720
MEDICART 760
MEDICART 780
MEDICART 850
MEDICART 860
MEDICART 880

FARMACART B 1100
FARMACART B 1250
FARMACART BAG B 600

FARMACART BAG B 750
FARMACART BAG B 1150

MEDICART 920
MEDICART 1000

FARMACART B 1150
FARMACART BAG B 400
FARMACART BAG B 650
FARMACART BAG B 760
FARMACART BAG B 1200

MEDICART BAG 900
MEDICART BAG 920

MEDICART 1050
MEDICART 1100
MEDICART 1150
MEDICART 1200
MEDICART 1250
MEDICART BAG 550

~MEDICART BAG 650
MEDICART BAG 760

\
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Certificate Number: 2195-MED-1110901

Sertifika Numarasi

Product Models
Urdn Modelleri

5. Haemodialysis Machine Disinfectant
Hemodiyaliz Makinasi Dezenfektani

DIADEZ M2,51L2,5 2: DIADEZ C 50 ‘ DIADEZ Cart
DIADEZ PAA 5. MEDICADEZ M2,5L2,5 : MEDICADEZ C50

6. Sterile Arteriovenous Set and Fistula Needle
Steril Arter Ven Seti ve Fistiil Inesi

Sterile Arteriovenous Set / Steril Arter Ven Seti
DIARENNEEDLE AVS AV 200 (7*10)
DIARENNEEDLE AVS AV 200 T (7*10)
DIARENNEEDLE AVS AV 200 (8*12)
DIARENNEEDLE AVS AV 200 T (8*12)
DIARENNEEDLE AVS AV 201 D (7*10)
DIARENNEEDLE AVS AV 201 D (8*12)
DIARENNEEDLE AVS AV 200 N (8*12)
DIARENNEEDLE AVS AV 202 (8*12)
DIARENNEEDLE AVS AV 203F 812 T
DIARENNEEDLE AVS AV 203 F 812
DIARENNEEDLE AVS AV 200 K (7*10)
DIARENNEEDLE AVS AV 200 K (8*12)
DIARENNEEDLE AVS AV 200 KT (7*10)
DIARENNEEDLE AVS AV 200 KT (8*12)

1.
2.
3.
4.
5.
6.
7
8.
9.
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Sterile Arteriovenous Fistula Needle / Steril Arter Ven Fistiil Ignesi
DIARENNEEDLE AVF 15G AR
DIARENNEEDLE AVF 15G VR
DIARENNEEDLE AVF 16G AR
DIARENNEEDLE AVF 16G VR
DIARENNEEDLE AVF 16G AF
DIARENNEEDLE AVF 16G VF
DIARENNEEDLE AVF 17G AR
DIARENNEEDLE AVF 17G VR

Coi. S 2 L
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