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MANUFACTURER NAME:

ADRESS:

DEVICE NAME:

GMDN CODE:

PRODUCT CLASS:

CONF. ASSESSMENT ROUTE

Eraser Medikal Tibbi Cihazlar Saghk Uriinleri Pazarlama Sanayi
Ticaret Limited Sirketi '

Kemalpasa Mahallesi Pinar Caddesi No:78 Pinarbasi Bornova/
1ZMIR/TURKIYE

STERILE ~CLOSED SYSTEM DRUG PREPATION AND
ADMINISTRATION SETS (NEEDLELESS IV VALVES, FILTER SETS,
DISPOSABLE INFUSION SETS, EXTENTION SETS), INFUSION
BAGS (Please see Annex I for all product list).

12170, 36244, 17701, 33963, 35127, 43324

CLASS IIA (according to rule 2 of Annex IX)

93/42/ EEC MEDICAL DEVICES REGULATION ANNEX V

We hereby declare that the above menticned products meet the provisions of the Council Directive
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the

manufacturer.

We hereby declare that we will fulfil the obligations imposed by the quality system and to keep the quality

system adequate and efficacious.

We hereby declare that we will institute and keep up to date a systematic procedure to revicyy experience

gained from devices in the post-

production phase, including the provisions referred to in Annex X, and to

implement appropriate means to apply any necessary corrective action. We will notify immediately UDEM
(NB 2292} and Tiirkiye ilag ve Tibbi Cihaz Kurumu ifany malfunction or deterioration in the characteristics
and/or performance of a device, as well as any inadequacy in the instructions for use which might iead to
or might have led to the death of a patient or user or to a serious deterioration in his state of health. We will
notify immediately UDEM (NB 2292) and Tiirkiye fla¢ ve Tibbi Cihaz Kurumu if any technical or medical

reason connected with the ch

aracteristics or performance of a device leading for the reasons referred to in

subparagraph (i} to systematic recall of devices of the same type by the manufacturer.

(Standards Applied) :

NOTIFIED BODY

NOFIED BODY NUMBET (NB)

EC CERTIFICATE NUMBER:

TS EN 556-1, TSEN 556-1/ AC, TSEN 1041 + A1 » TSEN ISO 10993-
1, TSENISO 10993-4, TS EN ISO 10993-5, TS EN ISO 10993-7, TSEN
ISO 10993-7/AC, TSEN ISO 10993-1, TSEN iSO 10993-11, TSEN ISO
14937, TS EN 1SO 11138-2, TS EN ISO 11140-1, TS EN I1SO 11607-1,
TSENISO 11607-1/A1, TS EN 1SO 11607-2, TS EN ISO 11607-2/A1,
EN SO 11737-1, TSEN 1SO 11737-1/AC, TS EN 1SO 11737-2, TSEN
ISO 13485, TSENISO 14971, TSEN ISO 8536-12/A1, TSEN IS0 8536-
4, TSEN IS0 8536-4:2013/A1, TS EN ISO 8536-8, TSEN IS0 8536-9,
TSENISC 8536-10, TSEN ISO 8536-11, TSEN iSO 22413, TSENISO
80369-7, TS EN ISO/IEC 80369-20

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San.
ve Tic. Ltd. $ti. - Mutlukent Mahallesi 2072 Sokak (Eski 93
Sokak No :10 Cankaya ~ Ankara - TURKIYE
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ANNEX 1:
BARCODE REFERENCE NUMBER | LABEL NAME
8680635034667 VA-BSV01 BAG SPIKE
8680635032069 LN104P1 CLOSED SYSTEM INFUSION ADAPTER
8680635037408 LN104P2 CLOSED SYSTEM INFUSION ADAPTER - PU
MULTIPLE CHEMOTHERAPY DRUG ADMINISTRATION SET - LiGHT
: 2080835032816 EhLIRaR. PROTECTED - WITH VALVE AND 3-WAY STOPCOCK
1 3680635031994 LNT101P1 CLOSED SYSTEM TRANSFER SET - LIGHT PROTECTED
| 8680635034674 VA-BSVO02 BAG SPIKE
| 8680635031895 LNOO1P1 TAXOL INFUSION SET
; . MULTIPLE CHEMOTHERAPY DRUG ADMINISTRATION SET - LIGHT
8030635032120 LN PROTECTED - WITH VALVE AND 3-WAY STOPCOCK
8680635032830 LN314P1 DRUG ADMINISTRATION INFUSION SET - 2-WAY
8680635036852 VA-BSV03 BAG SPIKE WITH HEPARIN CAP
8680635032540 OE250 INFUSION BAG - 250 mL
8680635032038 LN101P1 CLOSED SYSTEM MULTIPLE INFUSION SET - STANDARD
8680635031970 LNOO6P1 INFUSION PUMP SET - WITH Y CONNECTOR
8680635032076 LN105P1 MULTIPLE INFUSION ADAPTER
8683191007045 LN105P2 MULTIPLE INFUSION ADAPTER — PUR TUBING
| 8680635032014 LNT103P1 CLOSED SYSTEM - TAXOL TRANSFER SET- LIGHT PROTECTED
8680635033059 IV301.1 CLOSED SYSTEM NEEDLELESS IV ADAPTER - LIGHT PROTECTED |
|
8680635032823 LN313P1 DRUG ADMINISTRATION INFUSION SET - 1-WAY {
8680635032854 LN301P1 CLOSED SYSTEM MULTIPLE INFUSION SET - STANDARD
8680635032632 OE2000P INFUSION BAG - LIGHT PROTECTED - 2000 mL
8680635031918 LNOO3P1 INFUSION PUMP SET
8680635032564 OE1000 INFUSION BAG - 1000 mL
8680635031987 LNCO7P1 INFUSION PUMP SET
8680635032052 LN103P1 INFUSION ADAPTER
| 8680635032809 LNT304P1 TRANSFER SET WITH ANTI SIPHON VALVE
8680635031864 LNOO1S1 INFUSION PUMP SET - STANDARD
8680635034681 VA-BSVCO1 BAG SPIKE WITH CHECK VALVE
8680635032298 LN112P2 LINE WITH SERUM VALVE
8680635032083 LN106P1 INFUSION ADAPTER - LIGHT PROTECTED
8680635032021 LNT104P1 TRANSFER SET WITH ANTI SIPHON VALVE ]
8680635032557 QE500 INFUSION BAG - 500 mL
8680635032007 LNT102P1 CLOSED SYSTEM TRANSFER SET - LIGHT PROTECTED v
#i
_ ol s .,
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8680635032786 LNT301P1 CLOSED SYSTEM TRANSFER SET - LIGHT PROTECTED - PU J
| 8680635031501 LNOOzP1 INFUSION PUMP SET
8680635034698 VA-BSVCO02 BAG SPIKE WITH CHECK VALVE
r _
8680635032847 (N315p1 INFUSION ADAPTER FOR MULTIPLE ADMINISTRATION SET
2680635032595 OE5000 iINFUSION BAG - 5000 mL
8680635032311 LNQO4P1.12 LINE - LIGHT PROTECTED - WITH 1,2 MICRON FILTER
3680635031838 LNT101P2 CLOSED SYSTEM TRANSFER SET — PUR TUBING
8680635033387 LNTO01P1 TRANSFER SET - WITHOUT Y CONNECTOR AND ANT! SIPHON
VALVE
8680635033400 LNT002S1 EXTENTION SET - 4-WAY
& - TER —
8680635033448 LNOO4P1.12-160 LINE - LIGHT PROTECTED - WITH 1,2 MICRON FILTER
160 cm ,
8680635033455 LNOO4P1-150 LINE - LIGHT PROTECTED - 150 cm j
8680635033394 LNTO02P1 TRANSFER SET - WITH ANT! SIPHON VALVE \
8680635033479 LNO11P1 EXTENTION LINE - WITH FEMALE AND MALE CLAMP —
25¢cm
L8680635033677 LNTO06S1 DRUG TRANSFER SET - WITH Y CONNECTOR j
| i
8680635033738 LN113P2 1-WAY DRUG INFUSION ADMINISTRATION SET
8680635033752 LN110P2 MULTIPLE DRUG INFUSION ADMINISTRATION SET
! 8680635033745 LN114P2 2-WAY DRUG INFUSION ADMINISTRATION SET
i 8580635033325 LNTG0O3P1.02 TAXOL EXTENTION LINE - LIGHT PROTECTED
8680635033851 LNOG4P1.12-20-3 LINE - LIGHT PROTECTED - WITH 1,2 MICRON FILTER -
3-WAY - 20 cm
8680635033868 LNOO4P1.12-15 LINE - LIGHT PROTECTED - WITH 1,2 MICRON FILTER — “
15¢cm
CLOSED SYSTEM TRANSFER SET - TAXOL - WITH 0,22 MICRON
8680635033875 LNT103P2 FILTER-PUR TUBING
8680635033882 LNTC03P2 TAXOL SET - WITHOUT Y CONNECTOR
8680635033417 LNTO03P1 TAXOL SET - WITHOUT Y CONNECTOR 4
1 WAY CHEMOTHERAPY DRUG ADMINISTRATION SET- LIGHT
8683191003894 LN351P1 PROTECTED
1 WAY CHEMOTHERAPY DRUG ADMINISTRATION SET- LIGHT
8683191007052 LN351P2 PROTECTED- PUR TUBING <’
” 1 WAY CHEMOTHERAPY DRUG ADMINISTRATION SET ~ LIGHT
8680635037217 LN341P2 PROTECTED — PUR TUBING
' 2 WAY CHEMOTHERAPY DRUG ADMINISTRATION SET- LIGHT
G O
8683191003887 LN352P1 PROTECTED
2 WAY CHEMOTHERAPY DRUG ADMINISTRATION SET- LIGHT
Q
8683191007069 LN352pP2 PROTECTED- PUR TUBING
- 2 WAY CHEMOTHERAPY DRUG ADMINISTRATION SET - LIGHT
8680635037224 LN342pP2 PROTECTED — PUR TUBING
| | - LI
8683191003870 IN354P1 4 WAY CHEMOTHERAPY DRUG ADMINISTRAT ON SET- LIGHT
Lo PROTECTED
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8683191007076 LN354pP2 PROTECTED-PUR TUBING
4 WAY CHEMOTHERAPY DRUG ADMINISTRATION SET- LIGHT
8680635037231 LN344P2 PROTECTED-PUR TUBING
8680635033905 LN117P1 2-WAY ADMINISTRATION SET |
8680635033912 LN116P1 1-WAY ADMINISTRATION SET R
8680635033929 LNOO4P1.02-15 LINE - LIGHT PROTECTED - WITH 0,2 MICRON FILTER —
15cm

8680635033950 LN107s1 INFUSION SET - STANDARD
8680635034087 VA301F.13 VIAL ADAPTER 13 - 14 mm WITH FILTER

| 8680635034094 LNT103S1 TAXOL TRANSFER SET - TRANSPARENT

| 8680635031871 LNT101s1 CLOSED SYSTEM TRANSFER SET - STANDARD
8680635032892 ivioip CLOSED SYSTEM NEEDLELESS IV CONNECTOR

}' 8680635032908 V301P CLOSED SYSTEM NEEDLELESS IV CONNECTOR LIGHT PROTECTED
8680635031857 VA301N.20 VIAL ADAPTER 20-21 MM
8680635032878 LN114P1 DOUBLE ADMINISTRATION SET
8680635033622 SF202 LINE WITH SYRINGE ADAPTER AND ROTATING CONNECTOR
8680635032106 LN108P1 MULTIPLE ADMINISTRATION SET - LIGHT PROTECTED
8680635032793 LNT303P1 CLOSED SYSTEM TRANSFER SET - 0,22 MICRCN TAXOL FiLTER
8680635031772 VA101N.20 VIAL ADAPTER 20-21 MM 7
8680635031642 SF101 CLOSED SYSTEM SYRINGE ADAPTER
8680635032342 V006 3 WAYS EXTENSION LINE WITH ANTISIPHON VALVE |
8680635032779 VA101F.13 CLOSED SYSTEM VIAL ADAPTER 13-14 MM 1
8680635033066 LN111P1-S MULTIPLE ADMINISTRATION SET |
8680635031659 SF201 CLOSED SYSTEM SYRINGE ADAPTER

| 8680635031789 VA101F.20 CLOSED SYSTEM VIAL ADAPTER 20-21 MM
8680635037330 VA105F.U CLOSED SYSTEM UNIVERSAL VIAL ADAPTER

| 8580635031666 SF401 CLOSED SYSTEM SYRINGE ADAPTER

| 8680635031697 V103 NEEDLELESS IV CONNECTOR
8680635031802 VA201F.13 CLOSED SYSTEM VIAL ADAPTER 13-14 MM
8680635032618 OE500pP LIGHT PROTECTED INFUSION BAG 500 ML
8680635033639 VA401.U UNIVERSAL VIAL ADAPTER
8680635031840 VA301N.13 VIAL ADAPTER 13-14 MM
8680635031765 VA101N.13 VIAL ADAPTER 13 MM
8680635031833 VA201N.20 VIAL ADAPTER 20-21 MM |
8680635032137 LN111P1 MULTIPLE ADMINISTRATION SET - LIGHT PROTECTED |
8680635031758 V301 CLOSED SYSTEM NEEDLELESS IV CONNECTOR |
8680635032625 OE1000pP LIGHT PROTECTED INFUSION BAG 1000ML
8680635032588 OE3000 INFUSION BAG 3000ML f
8680635031673 V101 CLOSED SYSTEM NEEDLELESS IV CONNECTOR
8680635032649 OE3000P LIGHT PROTECTED INFUSION BAG 3000 ML
8680635031796 VA102F.U VIAL ADAPTER UNIVERSAL
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MULTIPLE ADMINISTRATION SET - LIGHT PROTECTED WITH
| 8680635032113 LN109P1 ARTEIPIEN VAIVE
8680635032601 OE250P LIGHT PROTECTED INFUSION BAG 250 ML
8580635032861 LN113P1 SINGLE ADMINISTRATION SET
8680635031949 LN004P1 PERFUSION LINE LIGHT PROTECTED |
8680635032571 OE2000 INFUSION BAG 2000ML E
8680635033363 IV106.D 3 WAYS NEEDLELESS IV CONNECTOR
8680635031826 VA201F.20 CLOSED SYSTEM VIAL ADAPTER 20-21 MM
8680635031925 LN004S1 PERFUSION LINE
8680635032090 LN107P1 SINGLE INFUSION SET - LIGHT PROTECTED |
TAXOL INFUSION SET WITH NEEDLELESS CONNECTOR - 0,22 |
8680635032045 LN102P1 SAICRON FTER |
= e
T — LN102P2 Lﬁzgé:\?:ﬁe?:\f gET WITH NEEDLELESS CONNECTOR - 0,22 1
2680635032304 LN004.02 0,2 MICRON FLL IN/RMLL OUT FILTER
8680635036890 LN0O4.12 1,2 MICRON FLL IN/RMLL OUT FILTER
8680635037125 VA100 SPIKE WITH FEMALE LUER LOCK
| 8680635037149 SF100 TAMPER EVIDENT CAP
8580635037170 LNOO4P,12 1,2MICRON FLL IN/RMLL OUT FILTER LIGHT PROTECTED
| 8680635037293 V002 COMBI STOPPER
| 8680635031703 V104 SINGLE VEIN VALVE
8680635031727 V106 2 PORT VEIN VALVE
8680635031710 V105 3 PORT VEIN VALVE
8683191002682 IV110S2 SINGLE EXTENSION LINE WOTH NEEDLELESS VALVE i‘
1
8683191002699 IV210S2 DOUBLE EXTENSION LINE WITH NEEDLELESS VALVE |
| 8683191002705 IV310S2 DOUBLE EXTENSION LINE WITH NEEDLELESS VALVE B
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