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/ .l “\ TECHNICAL DATAS OF SYRINGE

50/60ML FOR SINGLE USE

MANUFACTURER: I.M.I. SNC DI MAZZUCATO PAOLO, ENRICO & C. — VIALE DELL’ARTIGIANATO
VICOLO I° - 35036 MONTEGROTTO TERME (PD) — ITALIA

N° IDENTIFICATION CE: 0373

NUMBER OF THE CERTIFICATE: QPS-0530-20

CLASS: Is

CND / EMDN CLASSIFICATION: A02010203

N° REGISTRATION REPERTORY D.M. : 58580 (Italian registration)

REF. PRODUCT: TC99N

LABEL: IMI

VOLUME: 50/60ML

NOZZLE: CATHETER

BARREL: TRANSPARENT POLYPROPYLENE ATOXIC

PLUNGER: POLYPROPYLENE ATOXIC ADDED OF MASTER BATCH WHITE COLOR
SEAL GASKET DOUBLE RING: MADE OF TPE BLACK COLOR

SCALE: MARKED EACH ML IN BLU COLOR FOR DRYING PROCESS BY UV LED
SILICONIC OIL: MEDICAL FLUID

PRIMARY PACKAGE: BLISTER OF MEDICAL PAPER AND COUPLED FILM
SECONDARY PACKAGE: BOX OF TRIPLE CARTON RECYCLABLE x 50 PCS cm 38.0x19.5x19.5
OUTSIDE CARTON: TRIPLE CARTON RECYCLABLE x 300 PCS cm 60.0x39.0x42.0
STERILIZATION: BY ETHYLENE OXYDE

SHELF LIFE: 5 YEARS

DELIVERY: ON PALLETT 120x80x220 INCLUDING 20 OUTSIDE CARTONS
MANUFACTURE: ACCORDING TO A QUALITY SYSTEM THAT ACCOMPLISHES ANNEX V° OF DIRECTIVE
93/42/CEE

NOTE: SYRINGES ARE PVC FREE, LATEX FREE.
ALL USED SUBSTANCES ACCOMPLISH WITH REGULATION EC 1907/2006 REACH.

INSTRUCTION FOR USE:
Sterile only in undamaged package.
Use the syringe immediately after the aspiration of the fluid.
Move the plunger only in sterile place.
Single use.
Do not sterilize again.
Throw away syringe after use.
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STABILITY:
Stock of products: keep the material in cool and dry place (temperature +5 ...+35°C — H.R. 30/70%)
For the protection from bright sources is sufficient to keep the product in its blister.

INTENDED USE:

Draining therapy (washing and aspiration of bodily and extra-bodily fluids)

ACCORDING TO THE FOLLOWING STANDARDS:
ISO 7886-1

ISO 10993

UNIENISO 11135

UNIEN ISO 556

EUROPEAN PHARMACOPOEIAE

EUROPEAN DIRECTIVE 93/42 CEE

File: Stato: Pagina:

DATA’S SHEET 20/04/2020 rev.6 1di1



=50 STERILE

SYRINGES 50/60 ml .

50 STERILE

SYRINGES 50/60 ml - =

senieeo] (R) W
SERINGUES STERILE STERILE JERINGUILLAS SIRINGHE SERINGAS SERINGUES STERILE STERILE JERINGUILLAS SIRINGHE SERINGAS
STERILES A DISPOSABLE EINMAL ESTERILES STERILI ESTEREIS, STERILES A DISPOSABLE EINMAL ESTERILES STERILI ESTEREIS
USAGE UNIQUE SYRINGES SPRITZEN DESECHABLES MONOUSO DESCARTAVEIS USAGE UNIQUE SYRINGES SPRITZEN DESECHABLES MONOUSO DESCARTAVEIS
 Conformes 3la o Accortingto o Europiischem « Enconformidad eMnconomiticon  @Em confornidade  Corformes 3la * judingto o Europiischen o Encorformidad e ncorfomitacon @ En conformidade
harmacopée: European armeibuch con'afamacopea Iafamacopea com a famacopela hamacopée Euro amnelbuch con la famzcopea Is famacopea com a famacopela
Uropeenne. pharmacopoeia. glichformig. Europea. Europea Europeia. uropeenne. pharmacopoeia. glichformig. Europea. Europea Europela.
-
T <
@ @@ [©) @® & & @ (<] [©) @® & & )
SPUTTEN ATIOETEIPQMENES ERILA STERIL SPROEJTE  STERILOIDUT, i il SPUTTEN ATIOSTEPOMENEE  STERILA STERIL SPROEJTE  STERILOIDUT Ao ciita
VOOREENMALIG  EYPITESMIAT ENGANGSSPRUTOR  TIL ENGANGSBRUG KERTAKAYTTORUISKUT il Lyl VOOREENMALIG  IYPITESMIAZ ENGANGSSPRUTOR  TIL ENGANGSBRUG KERTAKAYTTORUISKUT i Lyt
GEBRUIK XPHIHEZ GEBRUIK
) ) . ) . ’ .
‘» Conform aan de o SupgovapeTny @ Enligteuropeisk * loensenmete o Europlaien o Cornform zan de oSuguvapsny @ Enligteuropeisk o overensstemmelse  ® Eurooppalisen Vi @ @ @
farmake ‘med Eur. Ph. farmaj n " med Eur, Ph. farmal n A e
fimbconee. oy miakape ot S fimacones. piomans famafope mukaisest e

—— MEDICAL DEVICES ——

S| @ | ED

Coin

AACCOLTA
ChRTA

869



0 STERILE SYRINGES 50/60 m =
®

[STeRiLE 0]

@
seRmGUEs
STERILES &
USAGE UMaue
o Confomes s
ek
opestie

@

seurren

OOR EENMALIG
GEBRUK

o Conomaznde
Tambcapen

e

3 [m]

@

steRLe

DisposABLE

SVANGES

« bzdgo
Bharhacoposia

@
AToTTEPOMDEE
Spmra
SR
gy
.

®

steRLEe
ERAL
SPAiTzen
 Evogiiscen
frivinc
Sichomg

@
stERLA
ENGANGSSPRUTOR

o

T

@@
JERNGULLAS
ESTERLES
DESECHABLES
o Enconfonidad
=
Elfopes

@®
STERIL SPROEITE
TUENGARGSEAUG

« ousgragennete

Y

®

SIRINGHE
STERIL
HonoUso

srerILoRUT
KERTAKAVITORUISKUT

« Erogpsn
iRt

®

[STeRiLE 0]

MEDICAL DEVICES

X m)

@

aaiople
opesnie

@

spurren

OOR EENMALIG
GEBRUK

«Contom snde
fmacpee

X

()

@ @
stene steaLe
DirosaeLe iy
SVANGES SPRiTzen

« hecordngo < Euspicien
Eireey ooy
Hormspie oy
@ @
AoTERONEE  STERLA
ot ENGRiGsspRuToR
et

o Sy

o

® T

@

@@

JERNGUILLAS
o Enconfomidad

o macasen
Elfopen

@®
STERIL SPROEITE
TUENGARGSEAUG

o

¥

®

@

SNGHE

STERL

Wonauso

o pgarorts on
Eurcpes

@
sTeRILORUT
KERTAKAVTTORUISKUT

 Europostisen

Eea

— 300 STERILE SYRINGES 50/60 ml =

@

sennaAs
EsTenEs
DESCARTAVEIS

«Emconornidade
‘o3 macapia
et

Pord

MEDICAL DEVICES

~

>

NV
N

969




