CERTIFICATE

SILA TEKNOLOJI VE SAGLIK
ANONIM SIRKETI

CENTRAL ADDRESS: KAVACIK SUBAYEVLERI MAH. SEHIT OMER HALISDEMIR BLYV.
NO:73/1 KECIOREN / ANKARA / TURKIYE
PRODUCTION ADDRESS: OGULBEY MAH. 3059. CAD. NO:5
GOLBASI/ ANKARA / TURKIYE

Has been assessed and found to Comply with the Requirements of:

ISO 13485:2016

Medical Devices-Quality Management System is applicable to:

PRODUCTION AND SALES OF INFUSION AND TRANSFUSION SET AND COMPONENTS,
BLOOD BAGS, BLOOD COLLECTION TUBES AND SETS, URINE COLLECTION TUBES AND
BAGS, BLOOD GAS INJECTOR, SYRINGE, NEEDLE, MEDICAL PROTECTIVE CLOTHING
AND EQUIPMENT (APRON, SLEEVE, BONNET, SHOE COVERS, GLOVES, VISOR, GLASSES,
MASK) SAMPLE COLLECTION CONTAINERS, BLOOD COLLECTION NEEDLES, BUTTERFLY
SETS, PACKAGING AND STERILIZATION OF MEDICAL DEVICE

Certificate Number: 2021/MDQMS/10565 Initial Certification Date: 14.12.2021

Certification Period: 3 Years Certificate Validity Date: 13.12.2022

AC C R E D |TE I:Bigitally signed by Iurcu Nicolae

Management SystemPate: 2022.06.07 18:32:03 EEST
Certification Body Reason: MoldSign Signature

MSCB _,l 3 gocation: Moldova

IQR ULUSLARARASI BELGELENDIRME HiZMETLERI LTD.STI.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Niliifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@igrcert.com
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SYNDICATE OF INTERNATIONAL SYSTEM CERTIFICATIONS

This Certificate has been awarded to

SILA TEKNOLOJi VE SAGLIK
ANONIM SIRKETI

CENTRAL ADDRESS: KAVACIK SUBAYEVLERI MAH. SEHIT OMER HALISDEMIR BLV. NO:73/1
KECIOREN / ANKARA / TURKIYE
PRODUCTION ADDRESS: OGULBEY MAH. 3059. CAD. NO:5
GOLBASI / ANKARA / TURKIYE

In recognition of the organization’s Managements System which complies with

ISO 9001:2015

The scope of activities covered by this certificate is defined below

OPERATIONS AND MANAGEMENT OF HEALTH SERVICE AND
MEDICAL PRODUCTION FACILITIES

Certificate Number: 515071221Q126

Date of Issue of Orginal Certificate: 10.12.2021
Date of Issue of Latest Certificate: 10.12.2021
Expiry Date: 09.12.2022

Re-Certification Due on: 10.11.2024

X2/
ﬂ%{é\‘/ﬁz'red:or

Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.

The Organization’s documentation and Implementation has been rewiewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evaliation of the mentioned scope given above. Organization is responsible for maintaining
the responsibilities of the revelant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.
This is an accredited certificate isseud by SIS Certifications Pvt. Ltd. sanctioned for issue by
International Accreditation Services, 3060 Saturn Street Suite 100 Brea, California 92821-1732, USA.

Email us : support@siscertifications.com, info@siscertifications.co.in Call: - +91-9654721646
Web : - http://www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on “ http://www.siscertifications.co.in™.

Issue No.:01



Release date: 21.03.2020 Declaration Revision No: 12 Declaration Revision Date: 17.08.2021

DECLARATION
OF CONF ORMITY

WORLD

Canadian Technology*

COMPANY NAME: TTT SAGLIK HiZMETLERI EGT. INS. SAN. VE TiC. A.S.
ADDRESS: Ogulbey District 3059. Street No:5/A Gélbasi/Ankara
PHONE: +90 312 615 55 06

Product Name: Disposable Blood Collection Tubes, Urine Container, Stool Container

Classification: Other devices according to IVD (excluding Addition Il and self-test devices)

We declare that the following products comply with the provisions of Council Directive 98/79/EC for

medical devices. All supporting documents are stored at the manufacturer's premises. We declare that

we will fulfill the obligations imposed by the quality system and that we will keep the quality system

adequate and effective.

We declare that we will integrate and update a systematic procedure to review our experience with devices

at the post-production stage and apply appropriate tools to implement the necessary corrective measures,

including the provisions set out in Addition III.

Applicable Standards:

See the list of applicable (compliant) standards in the Technical Documentation

Signature

Approver : Thsan Sahin

Yonetim Kurulu Bagkam____
Title . - .
Validation Date : 21.03.2020 el
Place of Validation : ANKARA/TURKEY W0 alsiaosy

Galbagt V.D.: 859 DAT 14




Release date: 21.03.2020 Declaration Revision No: 12 Declaration Revision Date: 17.08.2021

COVER COLOR: YELLOW (SST Separatdr TUBE)

Ref.No | Explanation Volume (ml) | Dimension Coiterit Expiration
{mm) Date
02101 5 ml Serum GEL 5.0 ml 13x100 Gel+Clot Activator 18 Month

3.5ml 13x75 Gel+Clot Activator 18 Month

02102

3.5 ml Serum GEL

02103 4 ml Serum GEL 4.0 ml 13x75 Gel+Clot Activator 18 Month
02109 4 ml Serum GEL 4.0 ml 13x100 Gel+Clot Activator 18 Month
02110 5 ml Serum GEL 5.0ml 13x100 Gel+Clot Activator 18 Month

2 ml Serum GEL 2.0ml 13x75 Gel+Clot Activator 12 Month
2.5 ml Serum GEL | 2.5 ml 13x75 Gel+Clot Activator 12 Month

02104
02111

02105 5.5 ml Serum GEL | 5.5 ml 13x100 Gel+Clot Activator 18 Month
02106 8 ml Serum GEL 8.0 ml 16x100 Gel+Clot Activator 18 Month
02107 7 ml Serum GEL 7.0ml 16x100 Gel+Clot Activator 18 Month
02112 7.5 ml Serum GEL | 7.5 ml 16x100 Gel+Clot Activator 18 Month
02113 8.5 ml Serum GEL | 8.5 ml 16x100 Gel+Clot Activator 18 Month
02108 S ml Serum GEL 9.0ml 16x100 Gel+Clot Activator 18 Month
02023 | o mserumMicro g gy 10x45 Gel+Clot Activator 24 Month
02924 %i':' Sefum MICEO | 4o 10x45 Gel+Clot Activator 24 Month
02937 ir’:;jfc:;‘d"';deﬂ 5.0 ml 13x100 Gel+Clot Activator 18 Month

Dimension Expiration

Ref.No | Explanation Volume (ml) (mm) Content DEtE
02201 3 ml K2EDTA 3.0mi 13x75 K2EDTA 16 Month
02202 2 ml K2EDTA 2.0ml 13x75 K2EDTA 15 Month
02203 1 ml K2EDTA 1.0ml 13x75 K2EDTA 15 Month
02204 3.5 ml K2EDTA 3.5ml 13x75 K2EDTA 16 Month
02205 4 ml KPEDTA 4.0 ml 13x75 K2EDTA 16 Month
' 02206 4.5 ml K2EDTA 4.5ml 13x75 K2EDTA 16 Month
02207 4.5 ml K2EDTA 4.5 ml 13x100 K2EDTA 17 Month
02208 6 ml K2EDTA 6.0 ml 13x100 K2EDTA 17 Month
02224 8 ml K2EDTA 8.0 ml 16x100 K2EDTA 24 Month
02221 10 ml K2EDTA 10.0ml 16x100 K2EDTA 24 Month
02209 3 ml KEDTA+GeL | 3.0 ml 13x75 GEL+ K2EDTA 16 Month
02210 4 ml KREDTA+GEL | 4.0 ml 13x75 GEL+ K2EDTA 16 Month
02225 4,5 ml KQEDTA+GEL | 4.5 ml 13x100 GEL+ K2EDTA 17 Month
02211 5ml KQEDTA+GEL | 5.0ml 13x100 GEL+ K2EDTA 17 Month
02223 8 ml K2EDTA+GEL | 8.0ml 16x100 GEL+ K2EDTA _A"24 Month
02925 0.5 ml KQEDTA 0.5 ml 10x45 PP, SAGLIK A MM v @Mﬂnth

I rT’*‘ EGT.1 */’:*}r» T

Oduley Mahallesi 3059, Cad
Tel: 0312 51_5 558

Ailacy



Release date: 21.03.2020 Declaration Revision No: 12 Declaration Revision Date: 17.08.2021

Micro Tube

1.0 ml K2EDTA

Ref. No

Prebarcoded

Explanation

Volume (ml)

Dimension
(mm)

02026 | o 2" 1.0 ml 10x45 K2EDTA 24 Month

oz028 | 2™ KaEDTA 2.0ml 13x75 KoEDTA 15 Month
Prebarcoded

02939 | 3 MIK2EDTA 3.0ml 13x75 KoEDTA 16 Month
Prebarcoded

gz | I KIEDTA 40ml 13x75 K2EDTA 16 Month

Content

Expiration
Date

1 ml KsEDTA

1.0mi

13x75

KsEDTA

15 Month

2 ml KsEDTA

2.0ml

13x75

K:EDTA

15 Month

3 ml K:EDTA

3.0ml

13x75

KsEDTA

16 Month

3.5 ml K:EDTA

3.5mi

13x75

KsEDTA

16 Month

4 ml KsEDTA

4.0 ml

13x75

KsEDTA

16 Month

4.5 ml KsEDTA

4.5 ml

13x75

IGEDTA

16 Month

4.5 ml K:EDTA

4.5 ml

13x100

K:EDTA

17 Month

5 ml KsEDTA

5.0ml

13x100

K:EDTA

17 Month

6 ml K;EDTA

6.0 mi

13x100

KsEDTA

17 Month

Micro Tue _

1.0ml

Dimension

9 ml K:EDTA 9.0 ml 16x100 KsEDTA 24 Month
02927 0‘.5 MLIGERTA 0.5ml 10x45 KsEDTA 24 Month
Micro Tube
02928 1000l ReE QLA 10%45 KsEDTA

24 Month

Ref. No Explanation Volume (ml) (mmj Content I[E;:::ation
02319 1 ml Li-Heparin 1.0ml 13x75 LH/ Lithium Heparin 11 Month
02301 2 ml Li-Heparin 2.0ml 13x75 LH/ Lithium Heparin 11 Month
02311 3 ml Li-Heparin 3.0ml 13x75 LH/ Lithium Heparin 16 Month
02320 3.5 ml Li-Heparin 3.5ml 13x75 LH/ Lithium Heparin 16 Month
02302 4 mi Li-Heparin 4.0 ml 13x75 LH/ Lithium Heparin 16 Month
02321 4.5 ml Li-Heparin 4.5 ml 13x100 LH/ Lithium Heparin 17 Month
02322 5 ml Li-Heparin 5.0 ml 13x100 LH/ Lithium Heparin 17 Month
02303 6 ml Li-Heparin 6.0 mi 13x100 LH/ Lithium Heparin 17 Month
02323 6 ml Li-Heparin 6.0 mi 16x100 LH/ Lithium Heparin 24 Month
02312 7 ml Li-Heparin 7.0 ml 16x100 LH/ Lithium Heparin 24 Month
02313 8 ml Li-Heparin 8.0ml 16x100 LH/ Lithium Heparin 24 Month
02314 9 ml Li-Heparin 9.0 ml 16x100 LH/ Lithium Heparin 24 Month
02315 10 ml Li-Heparin 10.0 ml 16x100 LH/ Lithium Heparin 24 Month
02304 i;’;’;’im . 3.0ml 13x75
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Dimension

3.5 ml Li- i .
Heparin+GEL 3.5ml 13x75 GEL+LH/ Lithium Heparin 17 Month
3.5 ml Li- L .

02305 ; 3.5ml 13x100 GEL+LH/ Lithium Heparin 17 Month
Heparin+GEL

02306 Sl 4.5 ml 13x100 GEL+LH/ Lithium Heparin 17 Month
Heparin+GEL ) P

02307 | >MiL- 5.0ml 13x100 GEL+LH/ Lithium Heparin 17 Month
Heparin+GEL

o216 | oMLk 8.0ml 16x100 GEL+LH/ Lithium Heparin 24 Month
Heparin+GEL

ozezg | D>MitHeparn . o 10x45 LH/ Lithium Heparin 24 Month
Micro Tube

02030 | LOmiLiHeparin ) 4 1045 LH/ Lithium Heparin 24 Month
Micro Tube
4.5 ml Li-

02942 Heparin+GEL 4.5 ml 13x100 GEL+LH/ Lithium Heparin 17 Month
Prebarcoded
5 ml Li-

02943 Heparin+GEL 5.0ml 13x100 GEL+LH/ Lithium Heparin 17 Month

| Prebarcoded .

S R =

9 ml Na-Heparin

16x100

Ref.No | Explanation Volume (ml) il Content Date
02308 2 ml Na-Heparin 2.0ml 13x75 NH/ Sodium Heparin 11 Month
02309 4 ml Na-Heparin 4.0 ml 13x75 NH/ Sodium Heparin 16 Month
02310 6 ml Na-Heparin 6.0 ml 13x100 NH/ Sodium Heparin 17 Month
02317 8 ml Na-Heparin 8.0ml 16x100 NH/ Sodium Heparin 24 Month
9.0ml NH/ Sodium Heparin 24 Month

Citrate

(0.109M)

Ref. No | Explanation Volume (mil) ?;ﬁinsion Content ll;);;::ation
02401 é:r::::a%32 Sodium 2.7 ml 13%75 ?OI\.IfDSgt:\c;:ium Citrate %3.2 9 Month
02402 ;OZ :E::gtfa e 1.8 ml 13x75 ?O'ﬁllcosg‘?\j;“m S 6 Month
02403 étﬂr;::a%lz Sodium 2.0ml 13x75 S(Jor\'lfos‘;cl:;i)um Citrate %3.2 6 Month
02404 g;f::ﬂ;ﬁfate 2.5ml 13x75 ?c?_llcogc;;;”m Citrate 3.2 6 Month
02405 gitSrarr;Ie%&Z Sodium 0.9 ml 13%75 ?Ol't]fosgola;um Citrate %3.2 6 Month
02406 ifr;ntle%B.Z Sodium 3.0ml 13x75 ?Ol\lllcosgt:;;um Citrate %3.2 9 Month
02407 zf,-::;%az Sodium 3.6l 1375 ?Or\.lfoz?\i;um Citrate %3.2 9 Month
02408 232:;%3.2 Sodium L0 13575 ?DI\.I](.:OS;j i)um Citrate %3.2 9 Month
02409 é}fr;l%&z Sodium 45 ml 1375 ?oﬁfoséﬁ\ji)um Citrate %3.2 18 Month
02410 g;jr;zle%&Z Sodium 4.5 ml 13x100 ?&Ifoz?\i;um Citrate %3.2 18 Month
02411 5.0 ml %3.2 Sodium 5.0ml 13x100 9NC Sodium Citrate %3.2 18 Month
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6.0 ml %3.2 Sodium

9NC Sodium Citrate %3.2

Preba rcdd

02612 | 2T 6.0 ml 13x100 16.109M) 18 Month
1.8 ml %3.2 Sodium . .
02940 | Citrate 1.8 ml 13x75 9NC Sadium Citrate %5.2 6 Month

(0.109M)

Citrate

Ref. No | Explanation Volume (ml) ;)n:r::)nsion Content E}:::'ation
02413 éifr:;[e%a.s Sodium 1.8 mi 13x75 ?gfzzij;um Citrate %3.8 & Month
02414 (Z:;Sr::::a%?a.s Sodium 2.0ml 13x75 S(}othICzZohji)um Citrate %3.8 6 Month
02415 é:tSr;T;L%&S Sodium 25 ml 13x75 (QOI\.I;ZZSS?&])um Citrate %3.8 6 Month
02416 ézr::;%&s Sodium 2.7 ml 13475 (Qol\.lfzzomd;um Citrate %3.8 9 Month
02417 z}tﬂrgzle%ia Sodium 3.0ml 13x75 ?(I]'\-I](njzfgij;um Citrate %3.8 9 Month
02418 z;framtla%3.8 Sodium 35 ml 13x75 ?Olﬁ!fzzﬁi)um Citrate %3.8 3 Month
02419 gisrzr:::e%s.s Sodium p— 13x75 ?OI\.llczsg?\tj;um Citrate %3.8 o Month
02420 gfr;r;:a%ia Sodium 45 ml 13x75 ?obzlfzséc;\cni;um Citrate %3.8 18 Month
02421 4.5 ml %3.8 Sodium 45 ml 13x100 9NC Sodium Citrate %3.8 18 Month

(0.129M)

COVER COLOR: GRAY

. Dimension Expiration
Ref. No | Explanation Volume (ml) Content P
(mm) Date

02501 | 2mlEX 2.0ml 1375 SadiurmFuondeand 16 Month
Potassium Oxalate

02502 | 4 mlFX 4.0 ml 13x75 Bl HpegeEg 16 Month
Potassium Oxalate

02503 | 5.5 ml FX 5.5 ml 13x100 Spellum Fitiorids dod 16 Month
Potassium Oxalate

2mlFX Sodium Fluoride and

e Prebarcoded 2l RIS Potassium Oxalate 16 Month

02504 | 2mlNaF NapEDTA | 2.0ml 13x75 Egit\‘m Fluoride and Sodium | 1 \1onth

02505 | 4mlNaF NagEDTA | 4.0 ml 13x75 Sedidm Buorde and SO | 40 rsmen

EDTA

. Dimension Expiration
Explanation Volume (mil) Content P
(mm) Date
02601 1 ml Serum 1.0 ml 13x75 Clot Activator 16 Month

2 ml Serum

20ml

13x75

Clot Activator

16 Month

3 ml Serum

3.0ml

13x75

Clot Activator

16 Month

4 mil Serum

4.0ml

13x75

Clot Activator

16 Month

4 ml Serum

4.0ml

13x100

Clot Activator

17 Month

5 ml Serum

5.0ml

13x100

Clot Activator

17 Month

02607

6 ml Serum

6.0 ml

13x100

Clot Activator

Geibagi VD - 859 057 1488 iErsis NpZ0859057148900017

17 Month
= =
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7 ml Serum

7.0ml

16x100 Clot Activator

24 Month

8 ml Serum

16x100 Clot Activator

24 Month

9 ml Serum

16x100 Clot Activator

24 Month

10 ml Serum

10.0 ml

16x100 Clot Activator

24 Month

3miSerum
Prebarcoded

COVER COLOR: BLACK

02945

3.0ml

13x75 Clot Activator

16 Month

Explanation Volume (mil) HimEnsisn Content Expiration
(mm) Date
02701 iurELESR MADEAL | o i 13x75 4NC Sodium Citrate %3.2 18 Month
02702 i/.lill;lnljJ/E\iF'{rube 24 ml 13x75 4NC Sodium Citrate %3.2 18 Month
02705 s/'lill:inll.l.iil?l'ube 24 ml 13x75 4NC Sodium Citrate %3.8 18 Month
1.6 ml ESR Glass
02703 Tube Automatic 1.6mi 9x120 4NC Sodium Citrate %3.2 12 Month
System
1.6 ml ESR Glass
02706 Tube Automatic 1.6 ml 9x120 4NC Sodium Citrate %3.8 12 Month
System
1.28 ml ESR Glass
02704 Tube Automatic 1.28 ml 8x120 4NC Sodium Citrate %3.2 12 Month
System
1.8 ml ESR Glass
02707 Tube Automatic 1.8 mi 8x100 4NC Sodium Citrate %3.2 12 Month
System
5.0 ml ESR Glass
02708 Tube Automatic 5.0ml 10.5x120 4NC Sodium Citrate %3.2 12 Month

System

COVER COLOR: SKIN COLOR

Ref. No | Explanation

Volume (ml)

Dimension

Content
(mm)

Expiration
Date

3.0 ml K2EDTA

02504
COVER COLOR: DARK BLUE

Ref. No | Explanation

3.0ml

Volume (mil)

13x75 K2EDTA 5.4 mg

Dimension

Content
(mm)

12 Month

Expiration
Date

02905

6.0 ml K2EDTA

6.0ml

13x100 K2EDTA 10.8 mg

17 Month

2.0 ml Clot

2.0ml

13x75 Clot Aktivator

16 Month

3.0 ml Clot 3.0ml 13x75 Clot Aktivator 16 Month
02944 P 3.0ml 13x75 Clot Aktivatdr 16 Month
Prebarcoded

4.0 ml Clot

4.0ml

13x75 Clot Aktivator

16 Month

5.0 ml Clot

5.0ml

Clot Aktivatdr

13x100

17 Month

6.0 ml Clot

6.0ml

13x100 Clot Aktivator

17 Month

6 ml NaH K2EDTA

6.0 ml

13x100 Sodium Heparin K2EDTA

17 Month

02975 7 ml NaH K2EDTA

7.0ml

13x100 Sodium Heparin K2EDTA

17 Month
=

Qguioey Mahallesi :_’I:E_E
Tel; 031281535




Release date: 21.03.2020 Declaration Revision No: 12 Declaration Revision Date: 17.08.2021

Swap Tube

60 Month

Swap Tube - PCR

60 Month

Swap Tube - PCR

60 Month

Swap Tube — PCR

60 Month

Swap Tube - PCR

60 Month

VACUUM URINE TUBE

24 Month

URINE TUBE WITHOUT VACUUM (4 ML)

24 Month

VACUUM URINE TUBE PREBARCODED

24 Month

VACUUM URINE TUBE KLORHEXIDIN

24 Month

VACUUM URINE TUBE KLORHEXIDIN PREBARCODED

24 Month

VACUUM URINE TUBE WITH BORIC ACID

24 Month

VACUUM URINE TUBE BORIC ACID PREBARCODED

24 Month

URINE TUBE WITH VACUUM PROTECTOR CONICAL BASED

24 Month

URINE CONTAINER

60 Month

STERILE URINE CONTAINER

24 Month

STERILE WITHOUT VACUUM CONTAINER

24 Month

URINE CONTAINER 24 HOURS

60 Month

STOOL CONTAINER POMAT

60 Month

STOOL CONTAINER WITH SPOON

60 Month

MEDICAL WASTE BAG

120 Month

YELLOW PIPETTE TIP

120 Month

BLUE PIPETTE TIP

120 Month

FALCON TUBE

120 Month

NON-STERILE PASTOR PIPETTE

120 Month

STERILE PASTOR PIPETTE

36 Month

STERILE PETRI BOX

24 Month

MEDICAL WASTE BOX

60 Month

Oguthey Mahallesi 3059, C
Tel: 0312 61535
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