Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL
SERINGUES TROIS PIECES LUER LOCK

1. Renseignements administratifs concernant I'entreprise

Date de mise a jour : Mars 2016

1.1 |Nom : TERUMO France

1.2 | Adresse compléte : Tel: 01 30 96 13 00 Fax : 01 30 43 60 85
Bdt.Renaissance e-mail : terumo.france@terumo-europe.com
3 Rond-Point des Saules Site internet : www.terumo-europe.com
78284 Guyancourt Cedex

1.3 | Coordonnées du correspondant Tel : 01 30 96 13 03

Fax : 01 30 43 60 85
e-mail : sara.delannay@terumo-europe.com

matériovigilance :
Sara DELANNAY

2. Informations sur le dispositif ou équipement

2.1 | Dénomination commune : selon la nomenclature d'Europharmat® Seringue
2.2 | Dénomination commerciale : Seringue trois piéces Luer Lock
2.3 | Code nomenclature : Code GMDN : seringue : 35904 et seringue opaque : 45492
Code CLADIMED : K54BB0O3
2.4 | Code LPP* : Non applicable
* « liste des produits et prestations remboursables » inscrits sur la liste prévue a l'article L 165-1
2.5 |Classe du DM : IIa
Directive de I'UE applicable : 93/42/CE Selon Annexe n° I et IT
Numéro de I'organisme notifié : CE 0197 (TUV Rheinland, Cologne Allemagne)
Date de premiére mise sur le marché dans I'UE : Avant 1998
Fabricant du DM : Terumo Belgique, Terumo Japon et Terumo Philippines
2.6 | Descriptif du dispositif (avec photo, schéma, dimensions, volume, ..) :

Seringues frois piéces, stériles et non pyrogénes, conformes a la horme NF EN ISO 7886-1 et -2
(seringue/pousse seringue)

Elles sont constituées :

o d'un corps transparent doté d'un embout luer lock centré et d'un bourrelet d'arrét interne en haut du
corps pour éviter la sortie du piston en bout de course. Graduation conforme & la norme, impression
noire ou bleue.

o d'un piston muni d'un joint d double levre, assurant une étanchéité parfaite I'épaisseur optimale du joint,
permet une mobilité du piston sans effort et sans a coup.

o L'intérieur du corps de la seringue et le joint sont siliconés.
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

2.7 |Références Catalogue :

Tableau des références

Références | Description Nbre Unit/boite Nbre unit/carton
1SS02LE1 2.5ml- Luer Lock 100 2400
1SSO5LE1 5.0ml- Luer Lock 100 1600
1SS10LE1 10ml- Luer Lock 100 800
1SS30LE1 30ml- Luer Lock 50 400
8SS03L1 3.0ml -Luer lock 100 1800
8SS05L1 5.0ml- Luer lock 100 1200
8SS10L1 10ml- Luer lock 100 1200
8SS20L1 20ml- Luer lock 50 600
8SS30L1 30ml- Luer lock 25 200
8SS50L1 50ml- Luer lock 25 100
8SS50LB1 50ml - opaque 25 100

Conditionnement/Emballages :

UCD (Unité de commande): 100, 50 ou 25 seringues selon le volume

CDT (Multiple de I'UCD): Quantité variable selon le volume voir tableau ci dessus
QML (Quantité minimale de livraison) : Le carton

Code a barres : EAN 128

Descriptif de la référence

POSITIONS REFERENCES EXPLICATIONS
1 128 Lieu de fabrication : 1=Japon,
Y 2=Belgique et 8=Philippines
2-3 S55/BS Seringue
4.5 02, 03, 05, 10, Volume en ml : 02=2,5 03=3ml| 05=5ml 10=10m| 20=20m| 30=30ml
20, 30, 50 50=50ml|
6 L Luer Lock
7-8 Eloul Stérilisation faisceau électrons

Etiquetage : Voir ANNEXES
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

2.8 | Composition du dispositif et Accessoires : pour chaque élément ou composant, précisé :

Dispositif | Eléments Matériaux
Corps Polypropylene
. Piston Polypropylene
S : N .
eringue Joint Elastomere thermoplastique,
Lubrifiant Huile de silicone

Silicone : Conforme d la pharmacopée européenne

Pour les composants susceptibles d'entrer en contact avec le patient et/ou les produits administrés,
précisions complémentaires :

> Absence de Latex (Annexe 7)
> Absence de produit d'origine animale ou biologique
> Absence de PVC/Phtalates

Toutes mentions jugées utiles pour les précautions d'utilisation :

> Veérifier l'intégrité du protecteur individuel de stérilité avant utilisation
> Strict usage unique, détruire aprés usage selon les procédures locales d'élimination des déchets de
soins

Domaine - Indications :

2.9 | Domaine d'utilisation (selon liste Europharmat) : Injection
Indications (selon liste Europharmat) : Injection manuelle ou pousse seringue selon références
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

3. Procédé de stérilisation :

DM stérile : OUI

Mode de stérilisation du dispositif :

Références avec un 2 devant = Stérilisé a I'Oxyde d'éthyléne, validation du process selon la norme
EN ISO 11135-1:2007

Références avec un 1 ou un 8 devant= Par faisceau d'électrons Selon la norme EN ISO 11137-
1:2006/11137-2:2007

4. Conditions de

conservation et de stockage

Conditions normales de conservation & de stockage

précautions particuliéres:

- Eviter le stockage a des températures excessives et a I'humidité
Durée de la validité du produit: 5 ans

Présence d'indicateurs de température s'il y a lieu: Non

5. Sécurité d'ut

ilisation

5.1

Sécurité technique : Voir Annexe 1

5.2

Sécurité biologique (s'il y a lieu) : Non applicable

6. Conseils d'utilisation

6.1 | Mode d'emploi : Voir annexe 1

6.2 |Indications : Voir annexe 1

6.3 | Précautions d'emploi : Voir Annexe 1
6.4 | Contre- Indications : Voir Annexe 1

7. Informations

complémentaires sur le produit

Bibliographie, rapport d'essais cliniques, ou d'études pharmaco-économiques, amélioration du
service rendu : recommandations particulieres d'utilisation (restrictions de prise en charge, plateau
technique, qualification de l'opérateur, etc) ... :

8. Liste des annexes au dossier (s'il y a lieu)

Précautions d'emploi sur la boite (Annexe 1)
Boite, Etiquetage blister (Annexes 2, 3)
Certificat de marquage CE Japon (Annexe 4)
Certificat de marquage CE Philippines (Annexe 5)
Déclaration de conformité Japon (Annexe 7)
Déclaration de conformité Philippines (Annexe 6)

D N N N N N NEAN

9. Images (s'il y a lieu)

| Format gif, jpeg, png
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Dossier d'information Euro Pharmat

DISPOSITIF MEDICAL

ANNEXE 1

Précautions d'emploi

Zrerillzad by electron kearn 7 Stérlisd par faisceads d'électrans
tetilisiect curch B i/ i et haz de slectrones
Eiarilizzate 3 fasco 4 slellrani / Ceslariiseerd coor election beam L

Elestrostralestenli zemad

*S1arie and non-pyTcgenic in ar Jnopenad ard W dzmagac unit package.

<PREGAUTIONS> =D rof use if Lhe Lnit package ur e p1e duct nas been da-naged or sailac.
slzs immedialely ater opaning e unl pacEagng. sDispose ol safely ater sng's use o avald risk
o infecian, sDa nat uge (o7 Figh sressure mjeetar of gor:lras: mediz, *DO NOT STORE AT
EXTREME TEMPERATURES AND HUMIDITY. AVOID DIRECT SUNLIGHT. <INSTRUCTIONS
FOR USE> Te onen the biister pacsage: pee! back the top aysr starling Tom the arrawr. [Fig. )
oSiéfie Bt apyrogere dans ur embaliaos individuz| non ouvert &t non crdomimaga.
<PREGAUTIDNS= *Ne pas lil s=r & l'emikallage mdividusl eu |2 produit @ £15 ancormags wl
soilis. @ Ltilise rmédiztement spria e ce 'emballage indiilual. *Siminsr vs fagon
A[ArOpTids BDrES uE0S UNiqu pour evder A rlzgue o infect o, sMe pas utilizer powe Mnjection de
liquicle & contras'e so.s fars pressizn. 4EVITER LE STOCHAGE A DES TEMPERATURES
EXTREMES ET A L'HUNIDITE. EVITER LA LUMIERE DIRECTE DU SOLEIL. <MODE
DEMPLOI> Pour ouwrir e nlister: datacher Ba Codx paries, &n parant o i3 flechs, Fo.1)

Sl und pyrogent-al In ungsttieter unc unaescradigtsr Einzolverpazkuny.
<WORSIGHTSMARNAHMEN: =hicht endzn, wern cia Ei ackunc oder dos Produkt
beschadint acer yersemule: sind, «Mach (ffren der Einzelvarpankung das Pracuit umgelenc
werwenden. sNach einma'lgem Gebrauch sicher entsargen um Infakiiansrsisen zu vemmeicer.
=hiicht geeignest Iix Drucsinjestion an von Konrastmiieln “VEAMEIDEN SIE EXTREME
TEMPERATUREN UND FELCHTIGKEIT WAHREND DER LAGERUNG, VOR DIREKTER
SONNENBESTRAHLUNG SCHUTZEN, <GEBRALGHSAN LEITUNG> Orfnen der
Flameryarpacks no: Ziecn Sie dis abere Schisht bein Plel beglnned ab. (Fig1)

Bzl y apirdgena &l el covass writario na ha side ab erto ni ztedorado.

<PRECALCIGHES= o ulifza- 3 el 2nvase unilara o & provucto eslér mancnados o danados,
lljlizar inTediatameris desalbs de abry el anvase unis sllgzr ura vez y destrur. Eluzo
campartido constituys 2500 ceineeei. sho utlizar para ‘nyeclar mecic de conraste a alias
preziones. *ND ALMAGENAR A TEMPERATURAS EXTREMAS MI EN LUGARES HUMEDOS.
EVITARLA LUZ SOLAR DIRECTA. </NSTRUCCIONES DE USD= Para adnr &l snvase hlsern frar
d= a3 lengiatas haciz lusra siguience I indizacicn ce s lacha. (Fig.1)

u TERUMO CORPORATION TOKYO 1510072, JAPAN  MADE N JAPAN

FT euro pharmat Seringues trois piéces Luer Lock

@

Far sirgle Lse ony / Sict usage unlque !

ILr zum sinrmaligan Sebraush/

Walicn para U7 salo s/ Monausa

v e2nalio gebruik £ Endast Fr eng 2ngsorik

LATEX FREE ¢ SANE LATEX ¢
LATEXFRE!  SIN LATEX !
FRIVC DI LATTIGE S
LATEX-YRL / LATEX FRI
*Sterily & apircgent S in confezions irdulduale integra @ sicilatz.
<FRECAUZIONI= shan wrilizzars sa la canfezions mdwicual2 |l prodotl soio danneggiotl o
sparchi, sUtlizzars immed atareen's dopa apanur cella conezions incivicuakz, *Dopo avarla
usato una sola volta, disfars de. orodetlo in adoguats suncizioni di sicurozza per eyitars Azchidi
infezcne, »Non ulilizzase por inistisrs 1 pressions slavata mersi gl cortrasio. =NON
GONSERVARE A TEMPERATURE ECCESSIVE O IN LUOGH| UMIDI. EVITARE L'ESPOSIZIONE
ALLA LUCE SOLARE DIRETTA. <ISTRUZION| PER L'US0= Per aprie= || confezinnarrantc
wistsr saparars | due (smii agendo sullestremita incdiczala dalla frescia, (Fio. 1)
wSteviel B (MOTECNV N e80 ONgeopEnoe en onheschacicde esnteidsverpakking.
VODRZORGEMAATREGELEN: *Hiet cabnuiken wannser d= sarhaidsvarpasdng of hat procuct
beschadigd of bevuild Zin, #Esbeuic het praciet onm ddellijs ra apeni i
asnhaiusierpakk ng. *Ma servoal g gebruis veilig ey tigan om infeclies i oo 12 vermijder. shlizt
gehniken yoce het inecteran van cortrastmed's ande: hege druk, sVERMIJD EXTREME
TEMPERATUREN EN VOCHTIGHEID TIJDENS HET BEWAREN, VERMIJD DIRECT ZOMNLICHT.
<GEBAUIKSARNWLIZING: Cin i bl sterveraaking 18 opanan: trak a7 tla bovonlasg e
begin-er varaf de pijl. (Fig.1}
«Slgril ach pyregeniii | en odppnad coh cakadat styckibrpackoing.
<FORSIKTIGHETSATGARDER F3r o] snviindas om slyckitrpraknng cller orodukl ha s sacats
eller ulivl nedsmulsad. =Produkien 2nvinds o il
elter dot az styckitinpackninger har oopnsts, «Eflar
engAngsanvard ning, kasssra pd ott saker coh
Ancamé senlgl A Tar att undvika infektionsrizk. »Far e
anyfnilas for nogTycks injektion & kolrastmedia
»FORVARAS EJ viD EXTREM TEMPERATUR ELLER
LUFTFUKTIGHET. UNDVIK DIREKT SOLLJUS.
<BAUKSANVISNING: Fir sl bpona
blisterterpackningsn: drag lsdr den dure delan &
farpacninger red siart frén pilea, (Fig. 1)

Fig.1

TERUMO EUROPE N.V., Interleuvanaan 40, 3001 LEUVEN, BELGILM
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

ANNEXE 2
Boite

(DTERUMO

TERUMO SYRINGE

SERINGUE / SPRITZE / JERINGA / SIRINGA / SPUIT / SPRUTA
LATEX FREE / SANS LATEX / LATEXFRE! / SIN LATEX / PRIVA DI LATTIGE / LATEX-VRIJ / LATEX FRI

 Luer Lock Tip)| |

UNITS / UNITES
STUCK / UNIDADES
UNITA / STUKS
ETYCK
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

ANNEXE 3

Etiquetage blister

N° Lot et date de péremption sur le film du blister
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

ANNEXE 4

| EC Certificate TOVRheinland |
Directive 93/42/EEC Annex ll, excluding Section 4 —
Full Quality Assurance System
Medical Devices

Registration No.: HD 60077473 0001 ‘

Report No.: 12018187 001
|

' Manufacturer: Terumo Corporation
44-1, 2-chome, Hatagaya |
SHIBUYA-KU,TOKYD 151-0072

‘ JAPAN |

Products: see attachement for products included

Replaces Approval, Regilstration No.: HD 60026344 0001

‘ Expiry Date: 2017-08-28

The Notifled Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
| 93/42/EEC have beaen met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which Is subject to periodic surveillance, defined by Annex Il,

section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-axamination certificate according to Annex II, section 4 is reguired.

Effective Date: 2013-05-31

Date: 2013-05-31

St

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH Is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

NI e @ (0. 7L ann 0 ae ragor o e mearts aimn o od Sabonis 1 mmoues . coor o=
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

o Y
TUVRheinland

TOV Rheinland WL BED-0
LGA Products GmbH '
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

I Registration No.: HD 60077473 0001
Report No.: 12018187 001

|
Manufacturer: Terumo Corporation

SHIBUYA-KU,TOKYO 151-0072

44-1, 2-chome, Hatagaya
‘ JAPAN

Products included:

‘ - Blood Bags
- Bloed Donor Set with/without Blood Transfusion Filter
- Blood Transfusion Filter

Intravenous Catheter
Intravenous Administration Set
Hypodermic Syringe

Winged Needle

Dental Needle

Spinal Needle

Other Medical Needle

Blood Administration Set
Lancet

LI T T Y I R S B |

ified Body

A
Date: 2013-05-31 m 'f?] j Qﬂ/{ /1%

Dr. H. Lidemann

VO G4 0F T, TRk and TU - - rreamiaed Sud-omia . R IoA 30 BeclE 6% 17 T8 =5 A | B
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DISPOSITIF MEDICAL

- ®
TUVRheinland

TOV Rheinland Doc. 2/2, Rev .0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate

‘ Registration No.:  HD 60077473 0001
Report No.: 12018187 001
Manufacturer: Terumo Corporation

44-1, 2-chome, Hatagaya
SHIBUYA-KU,TOKYO 151-0072
| JAPAN

| Producta included:

- Extra-corporeal Membrane Oxygenator
Cardiopulmonary Bypass Arterial Line Blood Filter
Heart-Lung Bypass Defoamer
Cardictomy Reservoir
Cardicpulmonary Bypass Blood Reservoir
Haemoconcentration Filter
Centrifugal Pump
Angicgraphic Catheter
Balloon Dilatation Catheter
Catheter Guide Wire
Guiding Catheter
Catheter Introducer
Stents
Extension Tube
Temperature Control Unit for Heart-Lung Bypass System
Module
Infusion Pump
Syringe Infusion Pump
Clinical Electronic Thermometer
Clinical Electronic Blood-Pressure Monitor
Endoscopic Electromechanical Surgical Systems

2e08 L84 o~ Notified Body

L Lol

H Liidemann

[ |

’ 1 3 ] 1 1 I

Date: 2013-05-31

r
L
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

ANNEXE 5

TOUVRheinland
EC Certificate —
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60108472 0001
Report No.: 12031276 001

Manufacturer: Terumo (Philippines) Corporation
124 East Main Avenue
Laguna Technopark, Binan,
Laguna, 4024
Philippines

Products: See attachments for products and sites included

Replaces Approval, Registration No.: DD 60083314 0001

Expiry Date: 2021-02-11

The Notified Body hereby declares that the requirements of Annex V of the directive 83/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quallty
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Itb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Notified Body
Effective Date: 2016-02-12 ; &Y

" .‘ |
Date: 2016-02-12 (/,,~Q¢£L
Dipl.-ing. S. Pane

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TUOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0187,
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TUVRheinland

TUV Rheinland Doc. 1/2, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60108472 0001

Report No.: 12031276 001

Manufacturer: Terume (Philippines) Corporation
124 East Main Avenue
Laguna Technopark, Binan,
Laguna, 4024
Philippines

Products included:

Syringes with Needles
Intravenous Catheters

Safety Needles

Syringes with Safety MNeedles
Syringes without Needles
Hypodermic Needles

Aspects of manufacturing concerned with securing and
maintaining sterile conditions:

- Urinary Drainage Bags
- Syringes for Oral / Enteral

- Notified-Body

Date: 2016-02-12 R = UL

% .(-:_Djpl.-lng;_ 8. Pane
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E
TUVRheinland

TUV Rheinland Doc. 2/2, Rev, 0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

| Attachment to
Certificate
Registration No.: DD 60108472 0001
Report No.: 12031276 001
Manufacturer: Terumo (Philippines) Corporation

124 East Main Avenue
Laguna Technopark, Binan,
Laguna, 4024

Philippines

Manufacturing site included:

Terumo (Philippines) Corporation

128 East Main Avenue, Laguna Technopark, Binan, Laguna,
4024, Philippines

- Intravenous Catheter

— Safety HNeedles

- Syringes with Safety Naeadles

Aspects of manufacturing concerned with securing and
maintaining sterile conditions:

- Urinary Drainage Bags

Sterilization (Electron Beam Irradiation) site included:
Terumo (Philippines) Corporation

124 East Main Awvenue, Laguna Technopark, Biman, Laguna,
4024, Philippines

Natlfled Bbdv

Date: 2016-02-12 /5' g

Dlpl -ln9a§ Pane
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ANNEXE 6

“TERUMO

TERUMO (PHILIPPINES) CORPORATION
124 East Main Ave., Laguna Technopark, Bifian, Laguna, Philippines
Tel. Mo, (0497 541-21 L1 » Fax Na. {049) 541-212|

EC Declaration of Conformity

Teruma (Philippines) Carporation
124 East Main Avenue, Laguna Technopark
Binan, Laguna, Philippines

whaose single Authorized Representative;
Teruma Eurape M.V
Interleuvenliaan 40, 3001 Leuven, Belgium

Being the manufacturer, herewith declare that the products:
Terumo™ Syringe with Needla
Terumo” Syringe without Needla
(with the attached product codes)

maet the provisions of Directive S3/2/EEC which apply to them.

The medical device has been assigned to class lla according o Annex IX of the Direclive
S3/42/EEC. It bears the mark

C €0197

The product concerned has been designed and manuiactured under a guality
management system aceording to Annex V' of Directive S3142/EEC.

Compliance of the designated product with the Directive 93f42/EEC has besn assessed
and cadifizd by the Notified Body

TUV Rheinland LGA Products GmbH
Tillystrake 2, 90431, Nirnberg, Germany
Certificate No.: DD 60106472 0001
Isgue date: 2016 — 02 - 12
Expiry date: 2021 — 02 — 11

following the procedure relating to the "EC Declaration of Conformity” set out in Annax

Wil combined with the provisions set out in Annex V' “Production Quality Assurance” of
Directive 93/42/EEC.

PO SSHIE Frv. 26
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This Declaration of cenfarmity is valid in connection with the releaze document for the
respecive batch of produced devicas
This Deciaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration and is only valid in connection with a batch specific
Certificate of Compliance for all products concemed bearing the CE mark.
The above mentionad declaration of conformity 15 exclusively under the responsibility of
Terumo (Philippines) Corporation

i AT
Philippines, (12 [17 Iy Alvin Robles
Place, date of issuance Management Representative
MBS 50E rev. 2
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Declaration of Conformity
Terumo Syringe
List of Product Codes

Terumo Syringe with Needle

Volume Product MNeedle Size :
“ Dustrigtion’ . |/Galige % Lavih Product Codes = Lot Number
5540172516 | 140116D
| S5-+01T2516M 1402130
I n
Ry S5+01725161 1312220
i S5+01T25166 1402030
_ 26G x 3/8" 55+01T2609 130907D
; Spinge It eedle S5+01T2613 1402075
266 x 1/2" 55+01T26131 1309050
SS+01T26136 | 140208D
SS+01T2713 | 140208D
27G x 1/2" '
N 5540172713M | 1307130
i 266G x Yo" S5+01H26131 | 130904D
Insulin Syringe [ i e
[ 2565/ $5+01H25161 | 130802D
21G x 5/8" 55+02521161 140918Y
W 21Gx 1" 55+02521251 1408207
syringe with Needle — s
25 _YLLEf Tip' e a1y S55+02521381 | 140916Y |
(22Gx1 4" S5+02522381 | 140915Y '
o 123G x1" SS+02523251 | 140708Y
20Gx 1" SS+032025M | 100205F
| 20G %1 14" SS+03L2032M | 130511F
20Gx11/2" | S5+03L2038M | 130612F
55+0312125 121017F
216G x1" = —
" _ISS+G3L21._2_5M 131203F
216G x1 1/4" 55+03L2132M | 131226F
S5+0312138 131203F
216 x1 %" | 5S+03L2138M | 131203F
$5+03121386 141117F
;| Syringe with Needle | 22Gx 1* SS+0312225M | 130710F |
- Lock Tip 2Gx11/4° | S5+0312232M  140209M
55+03L2238 131206F
23Gx11/2" e —
o 55+03L2238M | 131217F
55+03L
— S5+03L2325 | 140212¢
SS+03L2325M | 140213P
|23Gx11/4" | 55+0312332 140207P |
236x11/2" | S5+0312338 121016F
' 24G x 1" 55+0312425 131207F
. 256 1 5/8" | S5+0312516 140206F
Page ) PV, 26
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Declaration of Conformity
Terumo Svringe
List of Product Codes
Volume F“"E'“'ft Needle 5'“_ Product Codes | Lot Number |
| mL Description | Gauge x Length
- SS+03L2516M | 130803F
i s | S5+0352138 (1310104
ey |S5+0352138M | 1310104
.. _ (22Gx 34" | S5+0352219 070831F
i | SYE”EET“_""h Needle I'5oG %11/ $5+0352238 1309184
i |236x1" 5540352325 1402064
23Gx11/4"  |55+0352332 131112F
| 246G x 1" 5540352425 1308254
_l 256 x 5/8" 5540352516 131116A
20G x 1" SS+05L2025M | 091223C
20G x11/4" 55+05L2032M | 130801C
ke $5+0512125 130923C
55+05L2125M 131018C
216G x 1 1/4" $5+05L2132M 140211R
5540512138 131016C
Syringe with Needle | 216 X1 %" 55+05L2138M 130615C
" Lok Tip | S5+05L21386 141229C
| 226x1" | 55+05L2225M 131120C
) 5§5+05L2232 131130C
s i 55+0512232M 1402108
55+0512238 140207C
- | i 55+051.2238M 130911C
, | 23Gx1" 5540512325 140130C
| 23G x 1 1/4" S5+0512332 140206C
'  55+0552138 130726C
21G k1 1/2" | SS+0552138M | 131216C
$5+05521381 140214C
- s 226 x11/4" 55+0552232 110529C
iccl OO 7
| 3 i 55405522381 | 140216C
23Gx1" $5+0552325 130811C
236 X1 14" 5S+0552332 | 131113C
| ] | S5+05523321 | 140221C
~ Lock Tip 206 x 1 1/4" $5+1002032M | 130922L
Paje 3 rev 2
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

Declaration of Conformity
Terumo Syringe
List of Product Codes

Volume Product Needle Size

mL | Description | GaugexLength | "'o0uctCodes | Lot Number
20G x11/2" $5+1012038 061206E
26x1" ss+10L2125 | 131108

21Gx11/4"  |SS+1002132M  |140214L

. |ss+1012138 | 140123N
- S |S5+10L2138M | 131204L
| f{r;'lie{i';'th Needle | pa6x11ar  [ss+10223am | 1402131
S $S+1002238 131203L
| @OX1UZ Iesiolzzaem | 131204 |
' 23G x 1" 5541012325 1402111
10 206 x 1 %" $5+10520381 | 130607E
21Gx 1" $5+1052125 080104E
| 5541052138 140210F
Syringe with Needle | 220 * 1 7 £ AP T
o " S5+10521381 | 130720
22Gx11/4 $5+1052232 | 121013E
5+10522 |
ZEXIW  Igiiosamel 130805
23Gx1" 55+1052325 140119E
Puage 3 e
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

Declaration of Conformity
Teruma Svringe
List of Product Codes
Terumo Syringe without Needle
Volume - . W ]
| il Product Description Product Codes | Lot Mumber
_ SS+0IT 1402045
| ! . S5+01TM 1302065
5 thout Need| e
| . yringe without MNeedle cc+01T6 1307310 B
B SS+01T1 | 130815D
{ : ! ; S5+01H1 130731D
I —_— s e— —
| ins.ui'- Syringe without Needle CSLO1NA 1310045
25 Syringe without Needle — Luer Tip | S5+0251 140215y |
55+03L 130704K :
: ; .| S5+0311 1401 22K
, Syringe without Needle - Lock Tip SS+03LM 131018A
| 55+03L6 140206P
. ; .| 55+035 131012F
le=
_Synnge without r\ieed e - Luer Tip <5+03%6 LA0206F
55+05L 140127V
- . .| 35+05L1 131203E
Syringe without Needle - Lock Tip S+ 05LE 130918C !
5 S5+05LM 130731C
Ss+05s  |130721v
Syringe without Needle - Luer Tip | 55+0551 140207V
R i - 55+0556 140213V
55+10L 140206M
. . | 35+10L1 131105N
| syringe without MNeedle - Lock Tip S+ 1006 131203N
_ SS+10LM 140206M
10 | _ | 554105 130621E
ayringe without Needle - Luer Tip 551055 | 140207W
Syringe without Need| Dl Lo
El::fe:erlEI tf:iu:: LueruTi;: e 55+ 10ESM 131009wW
I 55+10E51 (140208
S5 +20L 1312278
| Syringe without Needle — Lock Tip | $5+20L1 1402068
55+ 20LM | 1402098 _
20 syringe without Needle - Luer Tip | 55+205 | 1305138
55+20ES. | 1402068
Syringe without Needle - 55+20E56 1311308
Eccentric Luer Tip S5+ 20ES5M 1402048
- - 55+20E51 | 1402036
Fame 4 rev.2h
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

Declaration of Conformity
Terumo Syvringe
List of Product Codes
Volume | o
T - Product Description Product Codes Lot Number
. B . | ss+30L1 131105G
[ 30 : 2
| 3 .Synnge wnhout_ Meedle — Lack Tip << -30L 150918G
Sg.rr-nge_wnhﬂul. Meedle - S+ SOEST 140206H
 Eccentric Luer Tip | S
oF - e |
a0 _?;;,F:rnge without Needle — Catheter SC+E0C1 140124H
| Syringe without Needle - Lock Tip | 55+50L1 140623H
syringe without Needle — Catheter | 55+60C 140107H
4] Tip S5+60CM 131026H
syringe without Meedle — lock Tip | 55+60L | 150903H
Page & rew. 2

FT euro pharmat Seringues trois piéces Luer Lock 20/22



Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

ANNEXE 7

No.MOC-PQR-TF-58

Rev.08

e

DECLARATION OF CONFORMITY

We, TERUMO CORPORATION
44-1, 2-chome, Hatagaya, Shibuya-ku, Tokyo 151-0072, Japan

being the manufacturer of’

TERUMO Syringe

Product : Hypodermic Syringe

declare that the above products of Class Ila are in conformity with the provisions
of the EC Council Directive 93/42/EEC of 14 June 1993, as amended, concerning
medical devices, and have been subject to the conformity assessment procedure
laid down in Article 11, 2 and 11, 3(a) of the Directive, relating to the "Full
quality assurance” set out in Annex 1I, and by certification of Annex I, excluding
Section 4 under the supervision of TUV Rheinland LGA Products GmbH
(Registration No.: HD 60077473 0001), Tillystralle 2, 90431 Nirnberg Germany,
as Notified Body authorized by the German Competent Authority and carrying
the Motified Body No. 0197,

Authorized European Representative :
TERUMO EUROPE N.V.

Interleuvenlaan 40, 3001 Leuven, Belgium

Object of the declaration: see appendix A

Tokya, July 4, 2013 3
(place and date of issue) Zd ,/}Tﬂi'fb A
Hiroshi Makagomi
General Manager
Quality Assurance Department
TERUMO CORPORATION

@ TERUMO

Page 1af 2
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Dossier d'information Euro Pharmat
DISPOSITIF MEDICAL

No.DOC-PQB-TF-33

Rev.08

Appendix A - List of Code Number Structure

5000000 o
1 2 3 4 7

=]

ar

§8
1

~ D

«F <F
O O
+ O

=
o

£ s Qoo o oA
1 5 B 7

-

. Preduct series (product type) (one diglt)
85 : Syringe
. Deslination (Japan and overseas) (hwo digits)
— tJapan * : Oversoas
Nominal capacity {product type) (two digits)
02 ; 2.5mL
05 : 5mL
10 : 10ml
20 : 20mL
30 1 30miL
50 ; 50mL
Cylinder head shape (one or two digils)
8 : Luer Slip tip
L : LuerLock lip
ES : Eccontric Luer Slip ip
G Catheter tip
Others
Z : Gamma sterilization
E : Eleciron baam sterilization
Injection needla type (four digiis)
Upper two digits : Needls gauge
Lower two digits : Needle length
Last digit
1 : CE display

L]

e

&

=;

=

it

@ TERUMO
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