Release date: 21.03.2020 Declaration Revision No: 13 Declaration Revision Date: 08.12.2021
/s

. DECLARATION
.&\\)))} ““.‘/'5__/
“20F CONFORMITY ¢

WORLD

Canadian Technology*

COMPANY NAME: TTT SAGLIK HIZMETLERI EGT. INS. SAN. VE TiC. AS.
ADDRESS: Ogulbey District 3059. Street No:5/A Golbasi/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 Iil.

Applicable Standards:

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

Approver ; Dr. ihsan Sahin
Title i Board Chairman

Place of Appﬁ?gitaa{ly signed by Chiirtoaci%ur}!éa
Date: 2022.02.10 20:22:15 EET
Reason: MoldSign Signature
Location: Moldova
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COVER COLOR: YELLOW (SST Separatdr TUBE)

Ref. No | Explanation Volume (ml) I(:);Tne)nsion Content ED);;:ieration
02101 5 ml SST 5.0 ml 13x100 Gel+Clot Activator 18 Months
02102 3.5 ml SST 3.5ml 13x75 Gel+Clot Activator 18 Months
02103 4 ml SST 4.0 ml 13x75 Gel+Clot Activator 18 Months
02109 4 ml SST 4.0 ml 13x100 Gel+Clot Activator 18 Months
02110 5 ml SST 5.0 ml 13x100 Gel+Clot Activator 18 Months
02104 2 ml SST 2.0ml 13x75 Gel+Clot Activator 12 Months
02111 2.5 ml SST 2.5ml 13x75 Gel+Clot Activator 12 Months
02105 5.5 ml SST 5.5 ml 13x100 Gel+Clot Activator 18 Months
02106 8 ml SST 8.0ml 16x100 Gel+Clot Activator 18 Months
02107 7 ml SST 7.0 ml 16x100 Gel+Clot Activator 18 Months
02112 7.5 ml SST 7.5ml 16x100 Gel+Clot Activator 18 Months
02113 8.5 ml SST 8.5 ml 16x100 Gel+Clot Activator 18 Months
02108 9 ml SST 9.0 ml 16x100 Gel+Clot Activator 18 Months
02923 %i;"' SSTMIERS | o i 10x45 Gel+Clot Activator 24 Months
02924 ifb:i SSTMicro | 4 o ml 10x45 Gel+Clot Activator 24 Months
02837 | >MISST 5.0 ml 13x100 Gel+Clot Activator 18 Months

Prebarcoded

Ref. No | Explanation Volume (ml) :J:r':e)nsion Content E)::ieration
02201 | 3 ml K:EDTA 3.0ml 13x75 K:EDTA 16 Months
02202 | 2 ml KEDTA 2.0ml 13x75 K:EDTA 15 Months
02203 | 1 miK;EDTA 1.0 ml 13x75 K:EDTA 15 Months
02204 | 3.5 ml K:EDTA 3.5ml 13x75 K:EDTA 16 Months
02205 | 4 ml K;EDTA 40ml 13x75 KEDTA 16 Months
02206 | 4.5 ml K:EDTA 4.5 ml 13x75 K:EDTA 16 Months
02207 4.5 ml KzEDTA 4.5 ml 13x100 K:EDTA 17 Months
02208 | 6 ml K:EDTA 6.0 ml 13x100 KEDTA 17 Months
02224 | 8 ml K;EDTA 8.0ml 16x100 K:EDTA 24 Months
02227 | 9 ml K:EDTA 9.0ml 16x100 K:EDTA 24 Months
02221 | 10 ml K;EDTA 10.0 ml 16x100 K:EDTA 24 Months
02209 | 3 ml K:EDTA +GeL | 3.0 ml 13x75 GEL+ K;EDTA 16 Months
02210 | 4 ml K;EDTA +GEL | 4.0 ml 13x75 GEL+ K;EDTA 16 Months
02225 féET' KEDTA | 4 5 mi 13x100 GEL+RaEDTA 17 Months
02211 | 5 ml K;EDTA +GEL | 5.0 ml 13x100 GEL+ KEDTA

, 17 Months
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02223 | 8 ml K;EDTA+GEL | 8.0ml 16x100 GEL+ K;EDTA 24 Months
0.5 ml K:ED
02925 310 KaEDTA 0.5 ml 10x45 K;EDTA 24 Months
Micro Tube
0oml
02026 | -0 MIKEDTA 1.0 ml 10x45 K.EDTA 24 Months
Micro Tube
02038 | 2 M KGEDTA 2.0ml 13x75 K.EDTA 15 Months
Prebarcoded
K.ED
02039 | 3! KEDTA 3.0 ml 13x75 K;EDTA 16 Months
Prebarcoded
| K;ED
02226 | 4™MIKEDTA 4.0ml 13x75 K,EDTA 16 Months
Prebarcoded

Ref. No | Explanation Volume (ml) :)r:‘nr":;nsion Content EDz;::'ation
02212 1 ml KsEDTA 1.0ml 13x75 KsEDTA 15 Months
02213 2 ml K:EDTA 2.0ml 13x75 K3EDTA 15 Months
02214 3 ml K3EDTA 3.0ml 13x75 KsEDTA 16 Months
02215 3.5 ml KsEDTA 3.5 mi 13x75 KsEDTA 16 Months
02216 4 ml K:EDTA 4.0ml 13x75 KsEDTA 16 Months
02217 4.5 ml K3EDTA 4.5 ml 13x75 KsEDTA 16 Months
02218 4.5 ml K3EDTA 4.5 ml 13x100 KsEDTA 17 Months
02219 5 ml KzEDTA 5.0 ml 13x100 KsEDTA 17 Months
02220 6 ml KsEDTA 6.0 ml 13x100 KsEDTA 17 Months
02222 9 ml KzEDTA 9.0ml 16x100 KsEDTA 24 Months
02229 10 ml K3EDTA 10.0ml 16x100 KsEDTA 24 Months
02927 0'5 ml K:EDTA 0.5ml 10x45 KsEDTA 24 Months
Micro Tube
02928 &?CEI:ZEETA 1.0ml 10x45 KsEDTA 24 Months
- COVER COLOR: GREEN i, y
Ref. No | Explanation Volume (ml) I(J;rrr:]e)nsion Content I[E));r::ation
02318 1 ml Li-Heparin 1.0ml 13x75 LH/ Lithium Heparin 11 Months
02301 2 ml Li-Heparin 2.0ml 13x75 LH/ Lithium Heparin 11 Months
02311 3 ml Li-Heparin 3.0ml 13x75 LH/ Lithium Heparin 16 Months
02320 3.5 ml Li-Heparin | 3.5 ml 13x75 LH/ Lithium Heparin 16 Months
02302 4 ml Li-Heparin 4.0 ml 13x75 LH/ Lithium Heparin 16 Months
02321 4.5 ml Li-Heparin | 4.5 ml 13x100 LH/ Lithium Heparin 17 Months
02322 5 ml Li-Heparin 5.0 mi 13x100 LH/ Lithium Heparin 17 Months
02303 6 mi Li-Heparin 6.0 ml 13x100 LH/ Lithium Heparin 17 Months
02323 6 ml Li-Heparin 6.0 ml 16x100 LH/ Lithium Heparin 24 Months
02312 7 ml Li-Heparin 7.0 ml 16x100 24 Months
02313 | 8mlLi-Heparin | 8.0ml 16x100 24 Kignths
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02314 9 ml Li-Heparin 9.0 ml 16x100 LH/ Lithium Heparin 24 Months
02315 10 ml Li-Heparin 10.0 ml 16x100 LH/ Lithium Heparin 24 Months
02304 | 3MILE 3.0ml 1375 GEL+LH/ Lithium Heparin | 16 Months
Heparin+GEL
3.5 ml Li- it ;
02324 . 3.5ml 13x75 GEL+LH/ Lithium Heparin 17 Months
Heparin+GEL
3.5 ml Li- e .
02305 . 3.5ml 13x100 GEL+LH/ Lithium Heparin 17 Months
Heparin+GEL
4.5ml Li- s .
02306 . 4.5 ml 13x100 GEL+LH/ Lithium Heparin 17 Months
Heparin+GEL
02307 Sl LI._ 5.0 ml 13x100 GEL+LH/ Lithium Heparin 17 Months
Heparin+GEL
8 ml Li- s .
02316 . 8.0 ml 16x100 GEL+LH/ Lithium Heparin 24 Months
Heparin+GEL
02029 | 0o miliHeparin 4,5 10x45 LH/ Lithium Heparin 24 Months
Micro Tube
i 1 i- i
02930 OmiLi-Heparin |4 g 0 10x45 LH/ Lithium Heparin 24 Months
Micro Tube
4.5 ml Li-
02942 Heparin+GEL 4.5 ml 13x100 GEL+LH/ Lithium Heparin 17 Months
Prebarcoded
5 ml Li-
02943 Heparin+GEL 5.0 ml 13x100 GEL+LH/ Lithium Heparin 17 Months
Prebarcoded
COVER COLOR: GREEN e B R it il
Ref. No | Explanation Volume (ml) Dimension Content Expiration
(mm) Date
02308 2 ml Na-Heparin 2.0ml 13x75 NH/ Sodium Heparin 11 Months
02309 4 ml Na-Heparin | 4.0ml 13x75 NH/ Sodium Heparin 16 Months
02310 6 ml Na-Heparin | 6.0 ml 13x100 NH/ Sodium Heparin 17 Months
02317 8 ml Na-Heparin 8.0 ml 16x100 NH/ Sodium Heparin 24 Months
02318 9 ml Na-Heparin | 9.0 ml 16x100 NH/ Sodium Heparin 24 Months
g imensio Expiratin k
Ref. No | Explanation Volume (ml) Content
{mm) Date
2.7 ml %3.2 9NC Sodium Citrate %3.2
02401 Sodium Citrate 2.7 ml 13x75 (0.109M 9 Months
1.8 ml %3.2 9NC Sodium Citrate %3.2
’ M
02402 S St 1.8 ml 13x75 (0.109M) 6 Months
2.0 ml %3.2 9NC Sodium Citrate %3.2
. Month
02403 | o iumcitrate | 0™ I (0.109M) 3 honths
2.5ml %3.2 9NC Sodium Citrate 3.2
. M
02404 R 2.5ml 13x75 (0.109M) 6 Months
0.9 ml %3.2 9NC Sodium Citrate %3.2
! Month
02405 | coniumcitrate | 02 ™ 13x75 (0.109M) 4 Migntus
3.0ml %3.2 9NC Sodium Citrate %3.2
. 9 Month
02406 | o\ gium Citrate | >0 ™! R8T (0.109M) Months
3.6 ml %3.2 9NC Sodium Citrate %3.
. .6ml 75 o e s _9 Manths
g2a07 Sodium Citrate 3em 13x (Q,JQEIVEH VAo
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4.0 ml %3.2 9NC Sodium Citrate %3.2
02408 | (o it 4.0 ml 13x75 (0.109M) 9 Months
4.5 ml %3.2 9NC Sodium Citrate %3.2
02409 Sodium Citrate 4.5 ml 13x75 (0.109M) 18 Months
4.5 ml %3.2 SNC Sodium Citrate %3.2
02410 Sodium Citrate 4.5 ml 13x100 (0.109M) 18 Months
5.0 ml %3.2 9NC Sodium Citrate %3.2
02411 sodium Citrate 5.0 ml 13x100 (0.109M) 18 Months
6.0 ml %3.2 9NC Sodium Citrate %3.2
02 g
412 Soditit Citrate 6.0 ml 13x100 (0.109M) 18 Months
1.8 ml %3.2
; : 9NC Sodium Citrate %3.2
02940 Sodium Citrate 1.8 ml 13x75 (0.109M) 6 Months
Ref. No | Explanation Volume (ml) Dimenslon Content Expiration
{(mm) Date
1.8 ml %3.8 9NC Sodium Citrate %3.8
41 f
02413 Steliity CHfFats 1.8 ml 13x75 (0.129M) 6 Months
2.0 ml %3.8 9NC Sodium Citrate %3.8
4 .
0241 Sodium Citrate 2.0ml 13x75 (0.129M) 6 Months
2.5ml %3.8 9NC Sodium Citrate %3.8
02415 Sodium Citrate 2.5ml 13x75 (0.129M) 6 Months
2.7 ml %3.8 9NC Sodium Citrate %3.8
02416 St Citrate 2.7 ml 13x75 (0.129M) 9 Months
3.0 ml %3.8 9NC Sodium Citrate %3.8
02417 Sodium Citrate 3.0ml 13x75 (0.129M) 9 Months
3.5 ml %3.8 9NC Sodium Citrate %3.8
02418 Sodium Citrate 3.5ml 13x75 (0.129M) 9 Months
4.0 ml %3.8 9NC Sodium Citrate %3.8
i h
02419 Sodium Citrate 4.0 ml 13x75 (0.129M) 9 Months
4.5 ml %3.8 9NC Sodium Citrate %3.8
02420 Sodium Citrate 4.5 mi 13x75 (0.129M) 18 Months
4.5 ml %3.8 9NC Sodium Citrate %3.8
3 h
02421 Sodium Citrate 4,5 ml 13x100 (0.129M) 18 Months
COVER COLOR: GRAY
: = Expirati
Ref. No | Explanation Volume (ml) Dimension Content *plration
(mm) Date
02501 | 2mlFX 2.0ml 13x75 Sodllum Flugridesmd 16 Months
Potassium Oxalate
02502 | 4 mlFX 4.0 ml 13x75 abgiam Fusadaano 16 Months
Potassium Oxalate
02503 | 5.5 mlFX 5.5 ml 13x100 Sutlim Flusride and 16 Months
Potassium Oxalate
2ml FX Sodium Fluoride and
02 Prebarcoded 24l 13x#5 Potassium Oxalate 16BAnEhS
2 ml NaF Sodium Fluoride and
i . Month
02504 NapEDTA 2.0ml 13x75 Sodium EDTA 16 Months
4 ml NaF Sodium Fluoride and
i I : 16 Month
02505 | NayEDTA = 373 Sodium EDTA onths
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Ref. No | Explanation Volume (ml) I()::)nsion Content ED);;::'ation
02601 1 mlCAT 1.0 ml 13x75 Clot Activator 16 Months
02602 2 ml CAT 2.0ml 13x75 Clot Activator 16 Months
02603 3 ml CAT 3.0 ml 13x75 Clot Activator 16 Months
02604 4 ml CAT 4.0 ml 13x75 Clot Activator 16 Months
02605 4 ml CAT 4.0ml 13x100 Clot Activator 17 Months
02606 5 ml CAT 5.0 ml 13x100 Clot Activator 17 Months
02607 6 ml CAT 6.0 ml 13x100 Clot Activator 17 Months
02614 7 ml CAT 7.0ml 16x100 Clot Activator 24 Months
02615 8 ml CAT 8.0 ml 16x100 Clot Activator 24 Months
02616 9 ml CAT 9.0ml 16x100 Clot Activator 24 Months
02617 10 ml CAT 10.0 ml 16x100 Clot Activator 24 Months
02620 9 ml CAT 5.0 ml 16x100 Clot Activator+GEL 24 Months
02045 | SMICAT 3.0ml 13x75 Clot Activator 16 Months

Prebarcoded
COVER COLOR: BLACK

Ref. No | Explanation Volume (ml) Bimensian Content EXpiEation
{(mm) Date
2 ml ESR . .
02701 MANUAL Tube 2.0ml 13x75 ANC Sodium Citrate %3.2 18 Months
02702 m&f\ﬂube 2.4 ml 13x75 ANC Sodium Citrate %3.2 | 18 Months
02705 ﬁ/llz:\mllils_l?rube 2.4 ml 13x75 4NC Sodium Citrate %3.8 18 Months
1.6 ml ESR Glass
02703 Tube Automatic 1.6 ml 9x120 4NC Sodium Citrate %3.2 12 Months
System
1.6 ml ESR Glass
02706 Tube Automatic 1.6 ml 9x120 4ANC Sodium Citrate %3.8 12 Months
System
1.28 m| ESR Glass
02704 Tube Automatic 1.28 ml 8x120 4NC Sodium Citrate %3.2 12 Months
System
1.8 ml ESR Glass
02707 Tube Automatic 1.8 mi 8x100 ANC Sodium Citrate %3.2 12 Months
System
5.0 ml ESR Glass
02708 Tube Automatic 5.0 ml 10.5x120 ANC Sodium Citrate %3.2 12 Months
System
COVER COLOR: SKIN COLOR
Ref. No | Explanation Volume (ml) Dimension Content Expiration
(mm) Date
02904 K:EDTA 3.0ml 13x75 K:EDTA 5.4 mg 12 Months

COVER COLOR: DARK BLUE
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Ref. No | Explanation Volume (ml) :)r:‘nrznsion Content IE;:::'ation

ozsos | 5.0 WITeCE 6.0 ml 13x100 K:EDTA 10.8 mg 17 Months
Element

02952 2.0 ml Trace 2.0ml 13x75 Clot Activator 16 Morthe
Element

02954 3.0 ml Trace 3.0ml 13x75 Clot Activator 16 Months
Element

02944 EignﬂnTtrace 3.0ml 13x75 cothdierer JERAenths
Prebarcoded

02953 4.0 ml Trace &0l 13x75 Clot Activator 16 MG
Element

02971 | >0miTrace 5.0 ml 13x100 Clat Activatgr 17 Months
Element

moggs | SomLTIRCE 6.0ml 13x100 Clot Activator 17 Months
Element

02074 | 8miTrace 6.0ml 13x100 NaH K,EDTA 17 Months
Element

e B Pl 7.0ml 13x100 NaH K:EDTA 17 Months
Element

02010 Swab Tube 60 Months

02011 Swab Tube —PCR 60 Months

02012 Swab Tube — PCR 60 Months

02013 Swab Tube — PCR 60 Months

02014 Swab Tube — PCR 60 Months

02931 VACUUM URINE TUBE 24 Months

02973 URINE TUBE WITHOUT VACUUM 24 Months

02932 VACUUM URINE TUBE PREBARCODED 24 Months

02933 VACUUM URINE TUBE WITH CHLORHEXIDINE 24 Months

02934 VACUUM URINE TUBE WITH CHLORHEXIDINE, PREBARCODED 24 Months

02935 VACUUM URINE TUBE WITH BORIC ACID 24 Months

02936 VACUUM URINE TUBE WITH BORIC ACID, PREBARCODED 24 Months

02957 VACUUM URINE TUBE WITH PROTECTOR, CONICAL 24 Months

02946 URINE CONTAINER, NON-VACUUM 100 ml 60 Months

02021 URINE CONTAINER, NON-VACUUM 60 ml 60 Months

02947 STERILE URINE CONTAINER, NON-VACUUM 60 ml 24 Months

02972 STERILE URINE CONTAINER, NON-VACUUM 100 ml 24 Months

02022 URINE CONTAINER, WITH VACUUM 100 ml 60 Months

02022 URINE CONTAINER, WITH VACUUM 60 ml 60 Months

02023 STERILE URINE CONTAINER, WITH VACUUM 100 mi 24 Months

02024 STERILE URINE CONTAINER, WITH VACUUM 60 m| i 2T_4:l?\flonths
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02948 URINE CONTAINER, 24 HOURS 60 Months
02025 URINE CONTAINER, 24 HOURS, WITH VACUUM 60 Months
02949 STOOL CONTAINER POMAT 60 Months
02950 STOOL CONTAINER WITH SPOON 60 Months
120
02959 YELLOW PIPETTE TIP
Months
120
02960 BLUE PIPETTE TIP Months
120
02961 FALCON TUBE ket
120
02962 NON-STERILE PASTEUR PIPETTE
Months
02963 STERILE PASTEUR PIPETTE 36 Months
02964 STERILE PETRI DISH 24 Months
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FATURA

Seri : A
sraNo: J0B540

| Say
GOLBASI $B.

OGULBEY MII. 3059 CD.NO:5/1

GOLBASI / ANKARA

Mis. V.D. DISKAPI

: ORUC SAGLIK INSAAT SANAYI VE TICARET AS.

—

-

Hs. No. 6480618791

I==r—1=ilcy

—sssese——— Operasyonel Arag Kiralama

FERFILO TURIZM OTOMOTIV INSAAT EMLAK
DAYANIKLI TUKETIM MALLARI TIC.LTD. STI.

Tunus Cad.No. 83/2 R.0%uz Ank Mah./CANKAYA/ANKARA
Tel : 0312 428 5777 Faks : 0312 428 5 780

Kavakhdere V. D. 6200468008 Mersis No.0620046800800015
www.ferfilo.com.tr info@ferfilo.com.tr

Fatura Tarihi : 25,12,2021

06 BUK 263 RENAULT CLIO HB TOUCH 1.5 DCI EDC 90 1| ADET 3.900,00 TL 3.900,00 TL
»

25.12.2021 - 25.01.2022 TARIHLERI ARASI ARAG KIRALAMA

SATURASIDIR
YALNIZ
BANKABIEEICERIF4EARIGB -rast TOPLAM 3.900,00 TL
iS BANKASI Akay Shb. TR73 0006 4000 0014 2011 1737 53
DENIZBANK Maltepe Sb. TR87 0013 4000 0122 7176 0000 01 KDV, b8 702,00 ‘L
ZIRAAT BANKAS|  Kavaklidere Sb.  TR25 0001 0017 6574 3116 0150 01 T ’
VAP| KREDI Akyurt Sb. TR66 0008 7010 0000 0046 4875 18 _—
TEB Tunali Hilmi Sb.  TRS7 0003 2000 0000 0035 9843 85 G. TOPLAM s
VAKIFBANK Otoromi Sb. TRS0 0001 5001 5800 7304 7042 81 4.602,00 TL
FINANS BANK K Karabekir $b.  TR71 0011 1000 0000 0063 5306 41

BASIM YERI: TEXK REXLAM MATEA BASIM HIZM.] Sedar Kalosoglu lvadik 058, 1341.Cad.No. 94,2 Y Mah/ Ank.Tei: 395 21 51 Y. Mohalle V.O. 39094058218 Anls.To.:30.04.2020 8. Yil:2021
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