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Uygunliuk Beyannamesi

Uriin Adlari

I 2 ml Cat Serum-Clot Activator - Cat Serum Pihiti Aktivatorii Kan Tipt 13x75 mm

2. 3 ml Cat Serum-Clot Activator - Cat Serum Piht1 Aktivatorii Kan Tipit 13x75 mm

3 4 ml Cat Serum-Clot Activator - Cat Serum Pihtt Aktivatorii Kan Tiipi 13x75 mm

4. 6 ml Cat Serum-Clot Activator - Cat Serum Piht1 Aktivatori Kan Tiapit 13x100 mm

5. 9 ml Cat Serum-Clot Activator - Cat Serum Pihitt Aktivatori Kan Tupi 16x100 mm

6. 10 ml Cat Serum-Clot Activator - Cat Serum Pihti Aktivatori Kan Tiipii 16x106 mm

T 2 ml Cat Gel - Clot Activator Serum Tube — Cat Jel-Pihti Aktivatorii Kan Tiipii 13x75 mm

8. 5 ml Cat Gel - Clot Activator Serum Tube — Cat Jel-Pihti Aktivatorii Kan Tiipii 13x100 mm

9 8 ml Cat Gel - Clot Activator Serum Tube — Cat Jel-Piht: Aktivatorit Kan Tupi 16x100 mm

10. 2 ml K2 EDTA Tube - K2 EDTA Tiipii 13x75 mm

11. 3 ml K2 EDTA Tube - K2 EDTA Tiipi1 13x75 mm

12. | 6 ml K2 EDTA Tube - K2 EDTA Tiipii 13x100 mm

13 9 ml K2 EDTA Tube - K2 EDTA Tiipii 16x100 mm

14. 2 ml K3 EDTA Tube —K3 EDTA Tiipii 13x75 mm

15 3 ml K3 EDTA Tube — K3 EDTA Tipu 13x75 mm

16. 6 ml K3 EDTA Tube —K3 EDTA Tiipi 13x100 mm

17 9 ml K3 EDTA Tube — K3 EDTA Tiipii 16x100 mm

18. 1,8 ml 9NC Coagulation Sodium Citrate 3.2% Double Tube — 9NC Koagulasyon Sodyum Sitrat 3.2% Cift Tiip 13x75 mm

19. | 2,7 ml 9NC Coagulation Sodium Citrate 3.2% Double Tube — 9NC Koagulasyon Sodyum Sitrat 3.2% Cift Tiip 13x75 mm

20. 1.8 ml 9NC Coagulation Sodium Citrate 3.8% Double Tube — INC Koagulasyon Sodyum Sitrat 3.8% Cift Tup 13%735 mm

21, 2,7 ml 9NC Coagulation Sodium Citrate 3.8% Double Tube — 9NC Koagulasyon Sodyum Sitrat 3.8% Ciit Tip 13x75 mm

22 2 ml LH Lithium Heparin 3.2% Plasma Tube — LH Li-Heparin 3.2% Plazma Tiipii 13x75 mm

23. | 4 m! LH Lithium Heparin 3.2% Plasma Tube — LH Li-Heparin 3.2% Plazma Tiipii 13x75 mm

24. 3 ml LH Li-Heparin+Gel Plasma Tube — LH Li-Hepanin-+Jel Plazma Tipi 1375 mm

25. 5 ml LH Li-Heparin+Gel Plasma Tube — LH Li-Heparin+Jel Plazma Tiipii 13x100 mm

26. 8 ml LH Li-Heparin+Gel Plasma Tube — LH Li-Heparin-+Jel Plazma Tiipii 16x100 mm

27. | 2 ml NH Sodium Heparin — NH Sodyam Heparin 13x75 mm

23 4 ml NH Sodium Heparin — NH Sodyum Heparin 13x75 mm

29. | 6 ml NH Sodium Heparin —NH Sodyum Heparin 13x100 mm

30. 6 ml CAT Serum Eser Element - Clot Activator — CAT Serum Eser Element-Pihtt Aktivatoru Kan Tiipii 13x100 mm

31. 6 ml K2 EDTA Eser Element Tube - K2 EDTA Eser Element Kan Tiipii 13x100 mm

32 6 ml NH Eser Element Tube - NH Eser Element Kan Tiipit 13x100 mm

33 6 ml Cross Match - Clot Activator - Cross Match Pthit Aktivatoru Kan Tipii 13x100 mm

34. 9 ml Cross Match - Clot Activator - Cross Match Pihti Aktivatoru Kan Tipii 16x100 mm

33, 4 ml Cross Match K2 EDTA Tube - Cross Match K2 EDTA Kan Tiipii 13x75 mm

36. 6 ml Cross Match K2 EDTA Tube - Cross Match K2 EDTA Kan Tipi 13x100 mm

37. 4 ml Cross Match K3 EDTA Tube - Cross Maich K3 EDTA Kan Tiipit 13x75 mm

38. 6 ml Cross Match K3 EDTA Tube - Cross Match K3 EDTA Kan Tiipii 13x100 mm

39. | 2 ml ESR MANUEL Tube - ESR MANUEL Kan Tiipii 13x75 mm

40. 4 ml Urine Tube — Idrar Tiipii 13x75 mm

41. | 6 ml Unine Tube — Idrar Tiipa 13x100 mm

42. | 9 ml Unine Tube — Idrar Tapt 16x100 mm

43, 9 ml Unne Tube with Chiorhexidine — Klorheksidinli Idrar Tiipit 165100 mm

44. | 9 ml Urine Tube with Boric acid — Borikasitli Idrar Tiipii 16x100 mm

45. Su Numune Sigesi 250 ml Tivosiilfatsiz

46. Su Numune Sisest 500 ml Tivosilfatsiz

47. Su Numune Sisesi 250 ml Amber Tivosiilfatsiz

48. Su Numune Sisesi 500 ml Amber Tivosilfatsiz

49. Vakumlu Idrar Beheri Posetli 60 ml

50. 4 ml Vakumlu Na-Florith Tiip 13x75 mm

31 Molekiler Tasima Vasati

521 10 ml LH Li-Heparn

53. 2 ml Glukoz Sodvum Florid

54. 8.5 ml Plazma Kontrol Tiipii
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Declaration of Conformity

FIRAT PLASTIK KAUCUK SAN. ve TIC. A.S.

1.0rganize Sanayi Bolgesi i
| Ahi Evran Mahallesi / Avrupa Hun Cadd. No:8
06935 Sincan / Ankara / TURKIYE

|| Phone :+90 312 2670871
Fax 1 +90 312 2670875

E-mail : r.erdogmus@firat.com ; p.savin@firat.com ; m.sirakaya@firat.com

/il Authorized European Representative

/!l Company Name : Fittingsestandar
Address : C/ Autovia, 21- Aptdo. 5386 . I
ALBACETE — ESPANA it
B-02309524 ‘

il Product : Refer to page 2

||| Classification :88/79/EC In Vitro Diagnostic Medical Devices Directive Annex Il

We hereby declare that the above mentioned products meet the provisions of the 98/79/EC In Vitro Diagnostic
|| Medical Devices Directive.All supporting documentation is retained under the premises of the manufacturer.

General Applicable Directives
||| 98/79/EC Invitro Diagnostic Medical Devices Directive

| standards ;
EN ISO 13485:2016,EN ISO 14971:2012,EN 556-1,EN ISO 11137-1:2015,EN ISO 11137-2:2015,EN ISO 11737-2:2009,EN |
14820:2004,EN 62366:2008,EN ISO18113-2:2011,EN ISO 15223-1:2016,EN 1SO11137-3:2017,EN ISO 11737-1:2018,

| 1306710, EN ISO 14698-1:2003,EN ISO 14698-2:2003,EN ISO 14644-1:2015,EN ISO 14644-2:2015,I1SO 28581

| Date of Issue:24-02-2020
|| 1.Revision : 07-05-2020
| 2.Revision : 17-06-2020
|| 3.Revision : 26-06-2020

| Approved by : Ramazan ERDOGMUS
| Position : Factory Manager
~ :26-06-2020 L R




 Declaration of Conformity

Product List

1. 2 ml Cat Serum-Clot Activator - Cat Serum Piht1 Aktivatorii Kan Tipt 13x75 mm
2 3 ml Cat Serum-Clot Activator - Cat Serum Pihti Aktivatorii Kan Tipi 13x75 mm
3 4 ml Cat Serum-Clot Activator - Cat Serum Piht1 Aktivatorii Kan Tiipi 13x75 mm
4. 6 ml Cat Serum-Clot Activator - Cat Serum Pihitt Aktivatérii Kan Tiipi 13x100 mm
5. 9 ml Cat Serum-Clot Activator - Cat Serum Pihti Aktivatoria Kan Tapi 16x100 mm
6. 10 ml Cat Serum-Clot Activator - Cat Serum Pilitt Aktivatérii Kan Tiipit 16x100 mm
7 2 ml Cat Gel - Clot Activator Serum Tube — Cat Jel-Pihtt Aktivatorii Kan Tiipii 13x75 mm
8. 5 ml Cat Gel - Clot Activator Serum Tube — Cat Jel-Piht: Aktivatorii Kan Tipii 13x100 mm
9. 8 ml Cat Gel - Clot Activator Serum Tube — Cat Jel-Pihti Aktivatorii Kan Tipii 16x100 mm
10. 2 ml K2 EDTA Tube - K2 EDTA Tiipit 13x75 mm
11. 3 ml K2 EDTA Tube - K2 EDTA Tiipii 13x75 mm
12, 6 ml K2 EDTA Tube - K2 EDTA Tipit 13x100 mm
13. 9 ml K2 EDTA Tube - K2 EDTA Tiipii 16x100 mm
14. 2 ml K3 EDTA Tube — K3 EDTA Tipi 13x75 mm
15. | 3 ml K3 EDTA Tube — K3 EDTA Tiipii 13x75 mm
16. | 6 ml K3 EDTA Tube— K3 EDTA Tiipi 13x100 mm
17. 9 ml K3 EDTA Tube —K3 EDTA Tiipii 16x100 mm
i8. 1.8 ml ONC Coagulation Sodium Citrate 3.2% Double Tube — 9NC Koagulasyon Sodyum Sitrat 3.2% Cift Tiip 13x75 mm
19. 2.7 ml 9NC Coagulation Sodium Citrate 3.2% Double Tube — 9NC Koagulasyon Sodyum Sitrat 3.2% Cift Tiip 13x75 mm
20. 1.8 ml 9NC Coagulation Sodium Citrate 3.8% Double Tube — 9NC Koagulasyon Sodyum Sitrat 3.8% Cift Tip 13x75 mm
21. | 2.7 ml SNC Coagulation Sodium Citrate 3.8% Double Tube — 9NC Koagulasyon Sodyum Sitrat 3.8% Cift Tip 13x75 mm
22 2 ml LH Lithium Heparin 3.2% Plasma Tube — LH Li-Heparin 3.2% Plazma Tiipii 13x75 mm
23. 4 ml LH Lithium Heparin 3.2% Plasma Tube — LH Li-Heparin 3.2% Plazma Tiipii 13x75 mm
24. 3 ml LH Li-Heparin+Gel Plasma Tube — LH Li-Heparin+Jel Plazma Tiipii 13x75 mm
23, 5 ml LH Li-Heparin+Gel Plasma Tube — LH Li-Heparin+Jel Plazma Tiipi 13x100 mm
26. | 8 ml LH Li-Heparin+Gel Plasma Tube — LH Li-Heparin+Jel Plazma Tiipii 16x100 mm
27 2 ml NH Sodium Heparin — NH Sodyum Heparin 13x75 mm
28. | 4 ml NH Sodium Heparin — NH Sodyum Heparin 13x75 mm
29. 6 ml NH Sodium Heparin — NH Sodyum Heparin 13x100 mm
30. 6 ml CAT Serum Eser Element - Clot Activator — CAT Serum Eser Element-Pihti Aktivatoru Kan Tipt 13x100 mm
31 6 ml K2 EDTA Eser Element Tube - K2 EDTA Eser Element Kan Tiipit 13x100 mm
32. 6 ml NH Eser Element Tube - NH Eser Element Kan Tipii 13x100 mm
33. 6 ml Cross Match - Clot Activator - Cross Match Pihtt Aktivatoru Kan Tiipii 13x100 mm
34. 9 ml Cross Match - Clot Activator - Cross Match Pihit Aktivatoru Kan Tiipii 16x100 mm
35 4 ml Cross Match K2 EDTA Tube - Cross Match K2 EDTA Kan Tiipii 13x73 mm
36. 6 ml Cross Match K2 EDTA Tube - Cross Match K2 EDTA Kan Tiipi 13x100 mm
37. | 4 ml Cross Match K3 EDTA Tube - Cross Match K3 EDTA Kan Tiipit 13x75 mm
38. 6 ml Cross Match K3 EDTA Tube - Cross Match K3 EDTA Kan Tiipii 13x100 mm
39. 2 ml ESR MANUEL Tube - ESR MANUEL Kan Tiipit 13x75 mm
40. | 4 ml Urine Tube — Idrar Tiipii 13x75 mm
41. 6 ml Urine Tube — Idrar Tapii 13x100 mm
42. | 9 ml Urine Tube — Idrar Tiipti 16x100 mm
43, 9 ml Urine Tube with Chlorhexidine — Klorheksidinli Idrar Tiipii 16x100 mm
44. 9 ml Urine Tube with Borie acid — Borikasitli Idrar Tipi 16x100 mm
45. Water Sample Bottle 250 ml, without Thiosulfaie
46. | Water Sample Bottle 500 ml, without Thiosulfate
47. | Water Sample Bottle 250 ml Amber , without Thiosulfate
48. | Water Sample Bottle 500 ml Amber , without Thiosulfate
49. Vacuum Urine Beaker 60 ml . Packed
50. 4 ml Vacuum Na-Fluoride Tube 13x75 mm
51, Molecular Transport Media
52. 10 ml LH Li-Heparin
53, Glucose Sodium Fluoride 2 mi
54. 8.5 ml Plasma Control Tube
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