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HAVMEHOBAHWE
N3LENNSA (MI)

MEANLUHCKOTO

KaHions aptepuanbHas ctepunbHasd ofHopasosasa BD
Arterial Cannula 20G/1.10nmx 45nvwm

[anee: apTepuanbHas KaHIONA, KaHWNA, KaTeTep,
nsgenne, M.

PUHOPOPMALMUA O TMPOU3BOAUTENE
AEAVLMHCKOTO USLAENUSA

TAaon3soanTens 1 nasaaboTumK:

BekToH AMKnMHCOH NHDbIOXH Tepanu Cuctems VIHK.,
CLIA

Becton Dickinson Infusion Therapy Systems Inc.,
USA

9450 South State Street Sandy, Utah 84070, USA
(CWA)

MecTo noon3sBoACTBa MEAUVNUCKOTO U3LENNA:
Becton Dickinson Medical (S) Pte Ltd., 30 Tuas
Avenue 2, Singapore 639461, Singapore
(CuHranyp)

YNONHOMOYEHHbIA NpeACTaBnTeNb NPOU3BOANT ENA:
OO0 «bekToH [AunkuHCOH BocTok», Poccuiickas
APepepauma, 127051  Mocksa, yn. Caposas-
famoTéuHas, 4. 24/27, 2 aTax, nomeuieHne |, KOMHaTa
18

Ten./thakc; +7 495 775 85 82

Email: Comolaints CIS”0).bd.com.

3KOMMNEKT NMOCTABKW

B komnnekT noctaBku BxoanT KaHtonsa aptepmanbHas
cTepunbHas opHopasoBas BD Arterial Cannula
20G/1.10mm x 45mmM. [pyrve MeAuLMHCKUE U3aenus
B KOMMNEKT MOCTaBKM He BXoaaT. Kaxpgas KaHns
YyNaKoBbIBaeTCA B WHAMBUAYaNbHYIO (NEPBUYHYIO)

ynakoBky. [lepBMyHas ynakoBka o6GecneuynBaeT
CTEPUNbHOCTb, anMPOTreHHOCTb U  HETOKCUYHOCTb
n3nenwii.

4HA3SHAYEHWE

[ns  yCTaHOBKM B /ly4yeBYI apTepuid B Lensx
MOHUTOPMHra apTepvanbHoro [aBneHuns "
onpeaeneHuns ra3oB apTepuanbHoO KPoBW.

STIOKA3AHNA

MokasaHa naumneHTam, HYXJatoWumces B
MOHMTOPUHIE apTepuanbHOro AaBfeHUs U CepuiiHbIX
onpeAeneHunsIx ra3oB apTepranbHOi KpoBy.
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1MEDICAL DEVICE (MD) NAME

Cannula sterile disposable BD Arterial Cannula 20G /
1.10mmx45mm

Next: Arterial Cannula, Cannula, Catheter, Item, MD.

2 INFORMATION ON THE MANUFACTURER
OF THE ME-DICAL DEVICE

Manufacturer and developer:

Becton Dickinson Infusion Therapy Systems Inc.,
9450 South state Street, Sandy, Utah 84070, USA

Address place ofmanufacture
I.Becton Dickinson Medical (S) Pre Ltd. 30, Tuas
Avenue 2, Singapore 639461, Singapore.

Authorized representative of manufacturer in the
territory ofthe Russian Federation:

«Becton Dickinson VVostok» LLC,

24/27 Sadovaya-Samotyochnaya Street, 2nd floor,
premises |, office 18, 127051 Moscow, the Russian
Federation

teL/fax: +7 495 775 85 82

Email: Comolaints ClISfa)bd.com.

3 DELIVERY KIT

The scope of delivery includes a Cannula sterile
disposable BD Arterial Cannula 20G / 1.10mm X
45mm. Other medical devices are not included in the
package. Each caimula is packed in individual
(primary) packaging. Primary packaging ensures
sterility, pyrogen-ffee and non-toxic products.

4 INTENDED USE

For installation in the radial artery to monitor blood
pressure and detect arterial blood gases.

S INDICATIONS

Indicated for patients requiring blood pressure

monitoring and serial determination of arterial blood
gases.



MPOTUBOMOKA3AHNA
(MNepuyBCTBMTENLHOCTb K KOMMOHEHTaM W3pfenus -
NSeTCA OTHOCUTENIbHBIM NMPOTMBOMOKA3aHNEM.
Kpyrax NpoTMBOMOKAa3aHWUiA HeT.

BO3MOXHbIE MOBOYHbIE IENCTBUS

Cnepytowime  nob6oyHble  aheKkTbl  CBA3aHbl €
ppMeHeHneM apTepuasbHbIX KaHob BD:

A rematoma (KpoBONOATEK)
J 60/1b NN BOCMNasieHNe B MeCTe BBeAeHMNs
p NHGUNbTPALUS
. 3KCTpaBasauus
. hnebut
NH(EKLMA KPOBOTOKA
8KNACCNPUNKALNA MEONLUWMHCKOTIO
N3LENNA

6 CONTRAINDICATIONS

Hypersensitivity to product components is a relative
contraindication.

There are no other contraindications.
7 ADVERSE REACTIONS

The following side effects are associated with the use
of BD Arterial Cannula devices:

e bruising (hematoma)

* pain or inflammation at the insertion site

e infiltration

* extravasation

* phlebitis

* blood stream infection

8 MD CLASSIFICATION

Tabnuua 1. Knaccndgumkauymsa / Table 1. Classification

Knacc B 3aBMCMMOCTWM OT MOTEHLMANbHOr0 pucka
NPUMEHEHNS MEAULMHCKOTO U3aenmns
/ Class depending on the potential risk of using a
medical device
KpaTHOCTb MCNo/ib30BaHMA
/Freauencv of use
Mo NPOLO/MKNTENBHOCTU KOHTaKTa
_ "By contact duration

1 Twn koHTakTa / Contact type

1 CtepunbHocTb / Sterility

90BNACTb MPMUMEHEHWA

3M  un3genus  LO/MKHbI  WCMOMb30BaTbCA  TOMLKO

1 KBaIM(ULMPOBAHHBIM MeAULUHCKAM NepCcoHanoM v B
COOTBETCTBUM CO BCEMU MPUMEHUMbBIMU MONTUKAMM
M npouesypamu  opraHusauMm B OTHOLUEHUU
MCNOMb30BaHNSA NEPUPEPUYECKNX BHYTPUCOCY JUCTbIX
YCTPOICTB.

10TPEBOBAHWNA BESOMACHOCTWN U MEPHGI
MPEAOCCTOPOXHOCTMU

He nucnonb3yiite M3fenve, ecnu ynakoBka OTKpbITa
WM NOBPEXAEHa.

BHMMaHWe: nepen WCMONb30BaHWEM MNPOYTUTE BCe
npeaynpexaeHus " WHCTPYKL MUK nepeq
MPUMEHEHMEM.

HenpaBnibHOE MPUMEHEHNE MOXET NOB/eYb 3a CO60i
TpaBMy MawLueHTa Uav ero CMepTb.
WN3penve  npeaHasHauyeHo — ANS
MPYMEHEHNS.

0/AHOPA30BOr0
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2a lla
ns 04HOPa30BOr0 '
A AHOP For single use
CNONb30BaHNS

Short-term contact device
(less than 24 h)

M3genve KpaTKoBpPeMeHHOro
KOHTaKTa (MeHee 24 4)

C cuctemon  With  the  circulatory
KpoB0oOGpaLleHuns system
CtepunbHo, cTepunun3oBaHo Sterile, ethylene oxide
OKCUOM 3TU/IeHa sterilized

9 SCOPE

These devices are to be used by qualified medical
personnel only and in accordance with all applicable
organization policies and procedures regarding the use
of peripheral intravascular devices.

10 SAFETY REQUIREMENTS AND SAFETY
PRECAUTIONS

Do not use the product if the packaging is open or
damaged.

Caution: Before use, read all warnings and instructions
before use.

Improper use may result in patient injury or death.
The product is intended for single use.

Do not reuse.



0 TPEBOBAHNA BEKOIMNMACUNOCTU N MEPbI
1IPEAOCTOPOXXHOCTWU

ie ucnonb3yiite M3agenue, ecnyM ynakoBKa OTKpbITa
WM NOBPEX/eHa.

BHuMaHMe: nepef UCMONb30BaHMEM MPOYTUTE BCe
npeaynpexaeHus " WHCTPYKLUK nepep
MPVYMEHEHNEM.

HenpaBunbHOe NpUMEHEHWEe MOXKeT MoB/eYb 3a cob6oit
TpaBMy nMauneHTa Uan ero CMepTh,

3fenve  npejHasHayeHo  A4n8  04HOPA30BOro
NMPUMEHEHUS.

He ncnonb3oBaTb MOBTOPHO.

He 3ameHATb, He nepeycTaHaBAuBatb WU  He
NCMONb30BaTb [ApPYrue 3fieMeHTbl u3genuda. 3T0

YCTPOMCTBO AO/HKHO MCMOMb30BaTbCA WM MPOAaBaThCA
TO/MbKO KaK KaHKAN UH(DY3UOHHbIE 0HOPA30BbIE.

Mpoueaypy L0/KEH MpoBOAMTb
KBaNMMULUMPOBAHHbIA  MeAWLUMHCKWUI nepcoHan ¢
OPVEHTMPOBKOW  Ha  aHATOMMUIO,  TEXHWYECKM
rpaMOTHbIA W MNOTeHUMaNbHO  TOTOBbIA K
OC/NOXHEHMSAM.

11 ONMNCAHUVE N KOHCTPYKUWNA USOEJTNA

KaHions apTepuanbHas ctepuibHas ogHopasosas BD
Arterial Cannula 20G/1.10mm x 45mm — 370
(V-epunbHbiii anuporeHHbI OLHOMNPOCBETHbIV
nepugepuyecknii  KaTeTep C BHYTPEHHEW WrNo
OAHOKpaTHOro NMPUMEHEHUS, cneymnansHO
npefHa3HaYeHHbIi AN YCTAHOBKM B /Iy4YeBYHO
apTepPMIO N NOKa3aHHbIN NayMeHTaM, Hy)XXAatLWmnmcs B
MOHWUTOPUHIEe apTepuanbHOro AaBfieHUA U CePUMHBIX
onpegeneHnax rasoB apTepuanbHO KpoBW.
Pa3bemM apTepuanbHOW KaHKAM COCTOUT M3 KHOMKMK
NepeknoYeHns  NoToka AN  NpeaoTBpaLleHus
06paTHOrO0 TOKa W YTeYKM KpoBW, paszbema Tuna
«Jlyep-J10K» ANS MPUCOEANHEHUS BCNOMOraTe/lbHbIX
U3genuin 1 Kopnyca nepekntoyvarens noToka ANs
obneryeHms ukcaymmn. Y npaBneHne nepekoyeHmnem
NMOTOKa  OCYLLEeCTBAAETCA  NyTeM  MepeMeLleHuns
KHOMKN B WU W3 MONOXEHWS, MPOMyCKatLero ToK
KpoBu No nsgenuio. Tpybka KaTeTepa Npon3BeeHa u3
nonuTeTpagpTopaTUNIEHA (NT®3), LLINPOKO
NMPU3HAHHOTO KaK HepeakTMBHbIA W YCTOMYMBBLIA K
BO3LENCTBMIO LUMPOKOTO CrnekTpa /eKapCTBEHHbIX
cpeacTs maTepuman.
W3genve 4OCTYNHO B CnefytoLLem Buge:

- HOMWHaNbHbIWA HAPYXHbIW guameTtp 1,1 MM,

- HOMWHanbHad gnmMHa 45 mm.

N3penne WHAWBMAYANbHO  YMaKOBbIBAKOT B
3aneyaTaHHyto 6/IMCTEPHYIO ynakoBKy n3
Npe)opMMPOBaHHOW  MONUMEPHOW  MAEHKW U
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10 SAFETY REQUIREMENTS AND SAFETY
PRECAUTIONS

Do not use the product if the packaging is open or
damaged.

Caution: Before use, read all warnings and instructions
before use.

Improper use may result in patient injury or death.
The product is intended for single use.

Do not reuse. _

Do not replace, reinstall or use other parts of the
product. This device is to be used and sold only as a
disposable infusion cannula.

The procedure should be performed by qualified
medical personnel with an anatomical orientation,
technically competent and potentially prepared for
complications.

11 DESCRIPTION AND DESIGN OF THE
DEVICE

The BD Arterial Cannula 20G / 1.10mm x 45mm
Sterile Disposable Cannula is a sterile, pyrogen-free,
single-lumen peripheral catheter with a single-use
internal needle, specifically designed for installation in
the radial artery and indicated for patients requiring
blood pressure monitoring and serial arterial blood gas
measurements.

The cannula connector of the arterial cannula consists
ofa flow switch button with an integrated flow on/ off
switch (on / off device) to prevent backflow and blood
leakage, and a Luer-Lock connector flow switch body
for attaching accessories and flaps to facilitate fixation.
The flow switch is controlled by moving the red button
to or from a position that allows blood to flow through
the device. The catheter tube is made of
polytetrafluoroethylene (PTFE), widely recognized as
a non-reactive and drug-resistant material.

The product is available in the following form:

- standard nominal inside outer diameter of 1.1 mm,

- standard nominal length 45 mm.

The product is individually packaged in a sealed blister
pack of preformed polymer film and preprinted
medical paper.

The sealed individual packages are sterilized with
ethylene oxide gas. The shelf life is 5 years from the
date of sterilization.



CYLLECTBNISIETCA NYTEM MepeMeLleHns KHOMKM B UK
3 MOMoXeHNUs, NpPOMycKalllero TOK KPoBW MO
3AeNNi0..

11.2 Cnocob npumeHeHUsA

O6paboTaTb pyKu nepep yCTaHOBKON KaHHO/N
COrNacHo NPUHATOMY B KNMHUKE NPOTOKONY

2 O6paboTaTb MECTO BBOJAa KaHANM - C
NpUMeHeHVeM  Ae3MHPUUUPYIOLWNX  pacTBOPOB,
NPUMEHSAIOLLNXCA B KIIMHUKE.

A BeecTtu KaHI /110 ans nposefeHns
VH(Y3MOHHON Tepanuu

MpumeyaHue: KaHtons apTepuanbHas
npegHasHayeHa AN W3MEpPeHusa apTepuanbHOro

[aBNeHNs W B3aTUA Npob KpoBu Ans aHanumsa. C

MOMOLWIBbIO  apTepuanbHO  KaHtonu,  6narogaps
HaMYMIO  3aTOYEHHOM  WUFMbl WM MOCTEMEHHO
YTOHYatoLLLEMYCS KateTepy, obecneunBaeTcs
MpocToTa NYHKLUW apTepuu.

4 crnonb3oBaTb KHOMKU MEPEKNOYEHNS MOTOKA
IR pasfenbHOro  BAWBAaHUS U MHBA3UBHOIO
MOHWTOpPUHra. C  MOMOULIbI  KHOMKW  MOXHO

OTKPbIBaTb U 3aKpbIBaTb KaHK /0 O4HOIN PYKOMA.

5 Mocne npuMeHeHus - 0653aTeNbHO

YTUN3NPOBATL COrNacHo NyHKTy 21.2.

12BO3MO>XHOCTb 7 METO/AbI
IT"HTErPALL C APYT MW

MEOAVUNHCKNMW N3JOEJTAMN

ApTeprasnbHas  KaHiNA  UCMONb3YKTCA B X04e
onepaunii 1 B YCNOBUAX YUYPEXAEHWUA WHTEHCUBHOM
Tepanuu AN8 HenpepbIBHOrO MPAMOro MOHUTOPUHIa
KPOBSHOI0 [aBNeHns (reMmogmMHamMmunyecKkuii
MOHWUTOPWHT), WCCNeA0BaHWA [a30B apTepuanbHOM
KpoBM M 3abopa o06pasloB KpoBu. ApTepuanbHas
KaHH/1a coBMecTUMa c 3KCHY3NOHHbIMMU
YCTPOCTBaAMM M LWINPULAMU, UMEIOLLUMN KOHHEKTOP
Tmna Nlyep-J1ok.

13 MATEPUAJBI, n3 KOTOPbIX
MN3roToBJIEHO MEAMUWNHCKOE M3OENNE
1N EIFO OCHOBHBIE HACTWU

Tabmmua 3. Matepuasnbi / Table 3. Materials

ApTepu-asibHas
KaHons
Arterial cannula

KoMMoHeHT /
/
Component

KomnoHeHTbI KHomMKa nepekntoyeHmns
usnenmsa / Device  notoka/
components button
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HaumeHoOBaHMe CbIpbeBOro MaTepuana
/ Raw material name

Floswitch  MonudeHun agwmp / Polyphenyl ether

a position that allows blood to flow through the
device.

11.2 Method of use

1. Treat hands before cannula insertion - according to
the protocol adopted in the clinic

2. Process the cannula insertion site - using
disinfectant solutions used in the clinic.

3. Insert the cannula for infusion therapy

Note: The arterial cannula is designed to measure
blood pressure and take blood samples for analysis.
With the arterial cannula, thanks to the unique
sharpening method, the sharpened needle and the
gradually thinning silicone-coated Teflon catheter, it
is easy to puncture the artery.

4. Use the flow switch buttons ofthe Floswitch for
split and invasive monitoring. The button adapter can
be used to open and close the cannula with one hand.
5. After use - be sure to dispose of in accordance with
paragraph 21.2.

12 THE POSSIBILITY AND WAYS OF
INTEGRATING WITH OTHER MEDICAL
DEVICES

Arterial cannula is used during surgery and in intensive
care settings for continuous direct blood pressure
monitoring (hemodynamic monitoring), arterial blood
gases and blood sampling. The arterial cannula is
compatible with exfusion devices and syringes with a
Luer-Lock connector.

13 LIST OF MD MATERIALS

Bug KoHTakTa ¢ opraHusmom (no
FOCT 1SO 10993-1-2011)/ Type of
contact with the body (according to
GOST ISO 10993 -1-2011)
KpaTkoBpeMeHHbIli (MeHee 24 4acoB)
KOHTaKT C HEeMoBPeXAEHHON KOXei /
Short-term (less than 24 hours) contact
with intact skin



3MATEPUAN®DI,

N3

KOTOPbIX

13rotOBNAEHO MEANUWVWHCKOE N3AENNE
UIMNEITro OCHOBHBIE HACTN

abnuua 3. Matepuansl / Table 3. Materials

ApTepu-anbHas
KaHtona
Arterial cannula

KOMMNOHEHTbI
nsgenus / Device
components

KOMMNOHeHT /
Component

KHoMKa nepeknioyeHns

notoka/ Floswitch
button

®ukcatop  wurmbl -/
Needle grip

Kopnyc

MepeksIroyaTens noToka
/ Floswitch housing

Tpybka kateTepa [/
Catheter tube
3awmTHaa Tpybka /

Protection tube

KnanaH / Valve

3arnyuwka ons
KOHTpONS CKOpOCTYU
notoka / Flow control

plug

CranbHast wrna / Steel
needle

CrasibHoi
Steel ball

Wwapnk /

Hanpasnsiowlasa BTyfka
/ Guide bush
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HanMeHOBaHMe CbIpbeBOro MaTepuana
/ Raw material name

Monudhenun agmp / Polyphenyl ether

Monunponwunen / Polypropylene

Monunponwunen / Polypropylene

MTP3 (nonuteTtpadropatuneH) / PTFE
(polytetrafluoroethylene)

MonnatuneH HW3KOM nnoTHocTn / Low*
density polyethylene

CwunukoH / Silicone

MaTtepuan kopnyca: nonunponuneH /
Housing material: polypropylene

Matepran  membpaHbl:  AKPUOBbIA
COMoSMMepP Ha HeTKaHoW ocHose /
Membrane material: Acrylic copolymer
on nonwoven base

Hepykasetowas ctanb / Stainless steel

HepxxasetoLas ctanb / Stainless steel

Monukap6oHart / Polycarbonate

Buf KoHTakTa ¢ opraHusmom (no
FOCT ISO 10993-1-2011) / Type of
contact with the body (according to
GOST ISO 10993 -1-2011)
KpaTkoBpeMeHHbIn (MeHee 24 4acoB)
KOHTaKT C HEroBPeXAeHHON Koxeit /
Short-term (less than 24 hours) contact
with intact skin

KpaTkoBpeMeHHbIA (MeHee 24 4yacoB)
KOHTaKT C HEeMnoBpeX/aeHHOW Koxeli /
Short-term (less than 24 hours) contact
with intact skin

KpaTtkoBpemeHHbIli (MeHee 24 YacoB)
KOHTaKT C HEMOBPEXAEHHON Koxen /
Short-term (less than 24 hours) contact
with intact skin

KpaTtkoBpeMeHHbIli (MeHee 24 4acos)
KOHTaKT C HEMoBPeXAEHHON Koxei /
Short-term (less than 24 hours) contact
with intact skin

KpaTtkoBpeMeHHbIli (MeHee 24 4acos)
KOHTaKT C HemnoBpex/eHHOW Koxeli /
Short-term (less than 24 hours) contact
with intact skin

KpaTkoBpeMeHHbIiA (MeHee 24 4acoB)
KOHTaKT C HEMOBPEXAEHHON Koxeld /
Short-term (less than 24 hours) contact
with intact skin

KpaTKoBpeMeHHbIn (MeHee 24 4acoB)
KOHTaKT C HEeNoBpeXaeHHOW Koxelt /
Short-term (less than 24 hours) contact
with intact skin

KpaTkoBpemeHHbIli (MeHee 24 4acog)
KOHTaKT C HEMoBPeXAEeHHOW Koxelt /
Short-term (less than 24 hours) contact
with intact skin

KpaTKOBpPEMEHHbI KOHTaKT (MeHee
24 4acoB) c cUcTeMoit
KpoBoobpalueHus / Short-term  (less
than 24 hours) contact with circulatory
system

KpaTkoBpemeHHbI (MeHee 24 4acoB)
KOHTaKT C HenoBpeXAeHHOW Koxeit /
Short-term (less than 24 hours) contact
with intact skin.

KpaTkoBpemeHHbI (MeHee 24 4acoB)
KOHTaKT C HEMOBPEXAEHHON Koxen /
Short-term (less than 24 hours) contact
with intact skin



MepexofgHuK KaTeTepa/
Catheter bush

CwmasblBatoLLiee
BeLLecTBO / Lubricant

donbra gns neyarn /
Printing foil

Bnuctep / Blister
KOMMOHeHTbI
yMaKkoBku /
Packaging
components
Moanoxka / Underlayer

pynnoBas ynakoska /
Shelf package
|T# TpaHcnopTHas
ynakoBka / Shipping
packaging

UTEXHUYECKUWE XAPAKTEPNCTUKU

are 5%,

unless otherwise stated
MonHble rabapuTtbl KaHtonn (OAxLWxB), mm / Full

MonukapboHat / Polycarbonate

MeguumHcKmin -~ cunukoH  /  Medical

silicone

MonuatmpHas nneHka 12 mukpoH / 12
micron polyester film

MHOrocnoiiHas nonyXectkas neHka /
Multilayer semi-rigid film

ApmuposaHHas 6ymara / Reinforced
paper

KapTOHHbIV NNCT C MOKPLITVEM W CEpOoi
M3HaHOYHOW  cTopoHoin /  Coated
cardboard with gray inside

MothpokapToH / Corrugated fiberboard

KpaTkoBpemeHHbI (MeHee 24 4acoB)
KOHTaKT C HEMOBPEXAEHHON Koxel /
Short-term (less than 24 hours) contact
with intact skin

KpaTKoBpeMeHHbIA KOHTakT (MeHee
24 4acoB) c cucTeMOl
KpoBoobpatleHusa / Short-term  (less
than 24 hours) contact with circulatory
system

KpaTKOBpeMEeHHbIV 0MocpeoBaHHbI
KOHTaKT  (MeHee 24 yacoB) ¢
HemnoBpeXXAeHHOM Koxkeld / Short-term
(less than 24 hours) contact with intact
skin

KpaTKoBpeMeHHbI 0nocpeaoBaHHbIN
KOHTaKT (MeHee 24 4yacoB) C
HEMOBPEXAEHHON Koxeii / Short-term
(less than 24 hours) contact with intact
skin

KpaTKoBpeMeHHbI onocpeaoBaHHbIN
KOHTaKT (MeHee 24 y4acoB) C
HEMOBPEXAEHHON KoXel / Short-term
(less than 24 hours) contact with intact
skin

14 TECHNICAL SPECIFICATIONS

Tabnuua 4. TexHuyeckune xapaktepuctuku / Table 4. Technical specifications

3HaueHmne/Value
O TKNOHEeHNA xapaKTepucTuK cocTasnda T +5%, ecnm He ykaszaHo uHoe /Specification deviations

dimensions ofthe cannula (LXWxH), mm

Pafnyc npuTynneHus ctanbHOW urael, MM / Blunt

<0,03

radius of the steel cannula needle, mm

TBepaocTb cTanbHon wurnbl, HRC / Steel needle

hardness, HRC

LLlepoxoBaToCTb CTa/lbHOW WUI/ibI
Roughness ofthe steel cannula needle, Ra, pm

Hapy>Hblin AnaMeTp CTanbHOM Urnbl, Mm / Outside

>49

Ra, Mkm /

surface: 20,16

107,5 X30,00 X 15,5

Hapy>XHOli MOBEPXHOCTU:

No0,16 7 Outside

MosepxHocTy 3aTouku: ~ 0,4 /Sharpening surface:

0.4
0,685-0,705

diameter of the steel cannula needle, mm
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Pabouyas gnuHa ctanbHoi wurnbl, MM / Working
length of the steel cannula needle, mm

YTron 3aTo4Kku cTanbHOM urnel, Sharpening angle
of the steel cannula needle, °

BHYTpeHHWIA guameTp cTanbHOM urabl, Mm / Inside
diameter of the steel cannula needle, mm

Tun Tpy6ku ctanbHoi urnbl / Type of steel cannula
needle wall

HapyXHblii gnameTp kateTepa, mMm / Outside
diameter of the catheter, mm

BHyTpeHHWIA agnameTp KaTeTepa, MM / Inside
diameter of the catheter, mm

Macca KaHtonu, 1/ Cannula weight, g
MakcumanbHoe pabouyee pgasneHve, kMa /

Maximum working pressure, kPa
CkopocTb notoka, Mn/mMuH / Flow rate, ml/min
Fopu3oHTanbHOe ycunue, Heobxogumoe Ans
akTuBauun/gesakTmeauum kKHonku, H / Horizontal
force required to activate / deactivate the button, N
MPOYHOCTb COEAMHEHWUA UMbl C  KOpPNycoM
kaHtoin, H / Connection strength of the needle to
the cannula housing, N
Ycunue  paspylleHus  COefWHeHUs  TPyOKM
# KaTeTepaun nepexofHunka katetepa, H/ Breakdown
force of the catheter cannula tube connection and
the tube connection to the catheter adapter , N

15 NHPOPMALMA O MAPKIMPOBKE

V3genve ynakosaHo B MHANBUAYaNbHYIO YNakoBKY Mo
1wTyKe B KaXaoi. pynnoBasi ynakoBKa COAEPXMUT
25 WTYK UHAMBUAYANbHbLIX YNaKOBOK.

"pynnoBble yNakoBKW MOMELLATCA B TPAHCMOPTHYIO
ynakoBky. TpaHcnopTHas ynakoBKa cogepxut 500
WTYK WHAMBMAYaNbHbIX  ynakoBok (20 wTyk
rpynnoBbIX YNakoBOK)

151 WHdopmayms
MapKUpPOBKe

PYCCKOSI3bIUHOA

Mpn nocTtaBke Ha Tepputoputo P® rpynnosas
ynakoBka (ynakoBka Mo 25 WTYK) U TpaHCNopTHas
ynakoBka (ynakoska no 500 WTyk), CONpoBOXAatTCA
LOMNOJSIHUTENbHbIM pyCCKOA3bIYHbIM CTUKEpOM,
KOTOpbI MMEeeT NpUopuTeT ANS NOCTaBoK B P®. Mpu
pacxoXaeHun MHMOpMauMM Ha CTUKepe U Ha
ynakoBKe, BEPHOI CUMTaTb MHPOPMALMIO Ha CTUKepe.

JNlokanbHbIi  pYCCKOA3bIYHbIA  CTUKEP He 6yger
3aKpbIBaTh OPUTMHANbHYIO 3TUKETKY oT
npoussogutens, u 6GygeT MMeTb  Chegytollee
cofiepXKaHue:
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45

16-17

0,38-0,42

RW (CTaHfapTHasi CTEHKA)
1,10(-0,07/+0,02)
0,66-0,68

2,95
300

49 (-10%/+15%)
2,22-22,24

>20

>5

15 LABELING INFORMATION

The product is packed in unit packaging, 1 piece each.
The shelf package contains 25 pieces of unit packages.
Shelfpackages are placed in case packaging. The case
package contains 500 pieces of unit packages (20
pieces of shelf packages).

15.1 Information on Russian marking

During import to Russian Federation the medical
device in customer box (pack of 25 pieces) and
transport package (pack o f500 pieces) is provided with
the local Russian stickers that are prevailing when
supplied to Russian Federation. In case of discrepancy
of information on the sticker and on the package, it is
correct to consider the information on the sticker.
Local Russian sticker does not cover the original data
of the manufacturer and is of the following content:



PUCYHOK 2. IMpOeKT pyCcCKOA3bIYHOIO CTUKepa
KaHtona apTepuanbHas cTepuiibHas ogHopasosas BD Arterial Cannula 20G/1.10mm x 45mm

MpounssognTens: BekToH AnMKMHCOH VHMboXH Tepann Cuctems MHK./ Becton Dickinson Infusion Therapy Systems Inc.,
9450 South State Street Sandy, Utah 84070, USA (CLLA)
MecTo nponssogcTea: Becton Dickinson Medical (S) Pre Ltd., 30 Tuas Avenue 2, Singapore 639461, Singapore (CuHranyp)

Homep no katanory ; CM. Ha ynaKoBKe.
LOT
Kop naptuu —; CM Ha ynaKoBKe.
T Micnonb3oBatb 0 2 : CM. Ha yrnakoBKe.

AnNuporeHHo. HeTokcnuHo. CTepubHO. TOMbKO /1 0HOKPATHOrO NPUMEHEHNS.
He 1cnosb3oBaTh, C/IM YNAaKOBKa NOBPeXAeHa. He cTepuin3oBaTh NOBTOPHO.
He 1Mcnonb3oBaTh Noc/e UCTEYEHUs CPOKA FOAHOCTH.

O6nacTb NPUMEHEHUS: ANs YCTAHOBKM B /ly4eBYIO apTepUI0 B LIENSIX MOHUTOPUHIA apTepUanbHOro AaBneHns U onpeseneHums
rasoB apTepuanbHON KpoBw.

YcnoBus xpaHeHus: npu temnepaType ot +2 o + 35°C
He gonyckaTb BO3geiicTBUSA NPAMOrO COMHEYHOTO CBETA.

Cpok rogHoctun 5 neT.

YNONHOMOYEHHbIV NpeAcTaBUTENb NPOU3BOAUTENS:

00O «bekToH [nknHcoH BocTok»: 127051 Mocksa, yn. CagoBas-CaMoTéuHas, A. 24/27,2 atax, nomelleHme 1, KomHaTa 18.
Ten.: +7 495 775 85 82, email: Complaints_CIS@bd.com.

PY Ne ¢C3 2008/03357 oT a4.MMm.IT

WHhopmaLMio Ha PYCCKOA3bIYHOM CTUKEpe NPOCUM CUUTATb MPUOPUTETHON NpK NocTaBke B Pd.

JToKanbHbI PYCCKOA3bIYHbIA CTUKEP HA aHTIMNCKOM $i3blKe NPUBOAUTCA TONIbKO AN CNPaBOYHbIX Lenen /
Translation of local Russian sticker content to English is provided for reference purpose only.

Cannula sterile disposable BD Arterial Cannula 20G / [.IOmm x 45mm
Manufacturer: Becton Dickinson Infusion Therapy Systems Inc. 9450 South state Street, Sandy, Utah 84070, USA
Place of manufacturing: Becton Dickinson Medical (S) Pre Ltd. 30, Tuas Avenue 2, Singapore 639461, Singapore

Reference number  reFlsee the package.

Lot number : See the package.

Expiry dale S ; See the package.

Pyrogen-free. Non-toxic. Sterile. For single use only.

Do not use if packaging is damaged. Do not resterilize.

Do not use after the expiration date.

Applications: For installation in the radial artery to monitor blood pressure and detect arterial blood gases
Storage conditions: at a temperature of +2 to +35°C.

Avoid exposure to direct sunlight.

Shelf life - 5 years.

Authorized Representative of the Manufacturer:

«Becton Dickinson Vostok» LLC, 24/27 Sadovaya-Samotyochnaya Street, 2nd floor, premises 1, office 18, 127051 Moscow, the
Russian Federation.

Tel.: +7 495 775 85 82, email: complaints_CIS@bd.com
RC Ne FSZ 2008/03357 from DD.MM.YY

Information on Russian sticker, please consider the priority for supply in the Russian Federation.

152 WHdopmaLms o cumBonax Ha MapKMpoBKe 15.2 Symbol Information on Labeling

Tabnuua 5. OnuncaHue cumsonos / Table 5. Description of symbols
CrepunbHaa nHgmsuayansHasa ynakoska / Sterile Unit packaging
i J WN3rotosutens / Manufacturer
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1

1

@

STERILE EO

CE

EC REP

LOT

REF

A

STERILE EO

CE

le c|rep|

[ata nsrotosneHus / Production date

3anpet Ha NMOBTOPHOe nNpumeHeHwue / Reuse prohibited

OcTopoXHO! ObpaTnTech K UHCTPYKLUMY Nno npumeHeHuto / Caution! Refer to the
Instruction for Use

Ctepununsaumns okcmaom atuneHa/ Sterilization with ethylene oxide

3HaK cooTBeTCcTBUA cTaHaapTam EC / EU standards conformity mark

YNoNHOMOYeHHbIN npeacTaBuTens B EBponeiickom coobuectBe / Authorized
Representative in the European Community

Mcnonb3oBaTb fo... / Use before

Kopg naptum / Lot code

Howmep no kaTanory | Catalogue number

pynnoBas ynakoska / Shelfpackage
M3roToBuTtens / Manufacturer

[ata nsrotosneHus / Production date

3anpeT Ha NOBTOpHOe npumeHeHue / Reuse prohibited

OcTopoxHo! O6paTtnTech K MHCTPYKLMK No npuMeHeHuto / Caution! Refer to the
Instruction for Use

Crepunusaums okcungom atuneHa / Sterilization with ethylene oxide

3HaK cooTBeTcTBUA cTaHfgapTam EC / EU standards conformity mark

YNOoNHOMOYEHHbIN NpeacTaBuTens B EBponelickom coobuectse / Authorized
Representative in the European Community

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



JkKonormnyHaa ynakoeka / Eco packaging
2 Mcnonb3oBatb f0... / Use before

Kop naptuu / Lot code

Howmep no katanory / Catalogue number

T|W W @|rEWLWyp”o3ka/ Shipping pa”

I M3rotoBuTens / Manufacturer

[ata nsrotosneHns / Production date

1 |lw T
3anpeT Ha NoBTOpPHOe npumeHeHune / Reuse prohibited
OcTopoxHo! O6paTtnTecb K MHCTPYKUMK No npuMmeHeHuto / Caution! Refer to the
Instruction for Use
STERILE E( CTtepununsaumns okcmaom atuneHa/ Sterilization with ethylene oxide

Xpynkoe, obpauwiatbcst ocTopoxHo / Fragile, handle with care

T

He gonyckatb BO34eiNCcTBMA conHevyHoro ceeta / Do not expose to sunlight

Bepeub oT Bnaru / Keep away from moisture

MepepabaTbiBaeMblii MaTepunan ynakosku / Recyclable packaging material

3Hak cooTBeTcTBMA cTaHdapTam EC / EU standards conformity mark

|c L

" 1I" YNonHOMOYEHHbI npeacTaBuTens B EBponeiickom coobuiectse / Authorized
l% C ep I Representative in the European Community
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Mcnonb3oBaTb go... / Use before

2

1 Kop naptum / Lot code

LOT

REF

% BMUOCOBMIXTUMOCTb

i 16.1 MepeyeHb MaTepunanoB XXMBOTHOTO U (Mn)
4eN0BEYECKOro NPOUCXOXAeHNS

B cocTtaBe wu3genMa  OTCYTCTBYHOT  Matepuanbl
YXUBOTHOIO N (M) Y4eN0BEYECKOr0 NPOUCXOXAEHNS.

16.2 Cnucok /fieKapCTBeHHbIX CpeacTB [ANA

MEAULMUHCKOTO MPUMeHeHUs, cofepXawmnxcs B
MeAULMNHCKOM U3fennu

B cocTaBe u3genus OTCYTCTBYIOT /1eKapCTBEHHbIE
cpeacTsa.

16.3 3asBneHne o
natekca n BPA

cogepXxaHumn (Ta.laTtos,

n TpoAyKumMsa He COAEpPXMT HaTypanbHOro naTekca.

" MpoayKuma He cofepXunT hTanaTos..

o [pogyKuna He COAEPXMUT NOMKap6OHaT W,
cneposaTensHo, 6ucteHon A (BPA), Homep CAS
80-05-7, Homep EC 201-245-8.

16.4 BO3MOXHOCTb " ocobcuMHoOCIU
MCNONb30BaHUSA AAHHOTO MeaULMHCKOTO
n3penua  NKAbMU € UMNAAHTUPOBAHHbLIMM

MEANUNHCKUMN WU3AENTUAMMN, 6epeMeHHbIMI/I n
KOpMAWNMN XXEeHW MHaMWN, A€TbMW, B3POCNbIMNA
CXPOHUNYECKNMMU 3a601eBaHUSMM

M MOXeT UCMONb30BaThLCA 414 NalLneHTa no6oro
o3pacTa, nosaa n 3THNYECKO rpynnol.

7CPOK TrOAQHOCTMN
Cpok rofHOCTM 5 1eT C MOMEHTA CTEPUIN3aLMNN.
|18 TEKYW WA PEMOHT

LLIHenpumMeHumo. V3gennsa ofHOpas3oBble N PEMOHTY He
laognexar.

[19 TEXHNWYECKOE OBCNYXNBAHWE

NTexHuueckoe o6CNyXuBaHMEe WAM KanmbpoBKa He

WNTpebytoTcs, Tak  Kak  M3AeNus  CTEpU/bHbIe,
MogHopas3oBble,  MOCTaBAATCH  FOTOBbIMM  ANS
WKMO/b30BaHNS.
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Howmep no katanory / Catalogue number

16 BIOCOMPATIBILITY

16.1 Devices incorporating non-viable materials of
animal origin
The product contains no materials of animal and (or)
human origin.

16.2 List of medicinal products for medical use
contained in a medical device

The product contains no medicines.

16.3 Statement regarding phthalates, latex and
BPA

* The products do not contain natural rubber latex.

e The products do not contain phthalates.

e The products do not contain polycarbonate, and
therefore Bisphenol A (BPA) as CAS number BO-
0S-?, EC number 201-245-8.

16.4 Possibility and features of the use of this
medical device by people with implanted medical
devices, pregnant and lactating women, children,
adults with chronic diseases

MD can be used for a patient of any age, gender and
ethnicity.
17 SHELF LIFE

Shelf life 5 years from the date of sterilization.

18 CURRENT REPAIR
Not applicable. Single use device.

19 MAINTENANCE

Maintenance or calibration is not required as the
products are delivered ready to use.

14



19.1 AE3VHPEKL NS

HenpumeHumo. WN3penve ctepunbHO. TOBTOPHOIA
AesnHdekunn/cTepnnnsaLmm HC NOLNEXNUT.

20 YCNNIOBNA IKCIMNYATALUNN, XPAHEHUA
NTPAHCIMNOPTNPOBAHUA
Ycnosust sKennyaTauun:

YcnoBus  aKcnnyataumMum  BO  BHYTPEHHel  cpeje
raHumsma

Tabnuua 8.1. YcnoBusa akcnayartauum

Onana3oH Temnepartypbl, OT +32 fo +42

"C

YCcnoBua XpaHeHus:

ApdekTnBHas u 6esonacHas akcnnayatauma MU
[BO3MOXHa TONbKO Mpu  COGMIOAEHUN  YCNOBWUIA
XPaHeHMA N TPAHCNOPTUPOBKU, YKa3aHHbIX HUXeE:
Tabnuua 8.2. YcnoBus XpaHeHus

Temnepartypa, *C +2 +35
OTHOCUTeNbHadA OT120 pgo 75
BNaXKHOCTb, %

JasneHwne, rfa 700-1060

YcnoBusa TpaHCMOPTUPOBaHUSA:
abnuua 8.3. Ycnosumsa TpaHCMOPTUPOBAHUA

Temnepatypa, "C +2+ 35

OTHOoCUTENbHaNA O120 80 75

BNIaXKHOCTb, %

Jasnexnue, rfa 500-1060

2l TPEBOBAHWA no SALLUNTE

OKPY»KAIOLLIE CPEbI

21.1 BnuaHue MegUUMHCKOIO u3fennsa  Ha
OKpYy>KatoLLyto cpefy

MeauuuHcKue  M3genust  NpU  MCNOMb30BaHUN,
TPAHCMOPTUPOBKE U XPAaHEHUM HE OKasblBalT
HEraTMBHOrO  BO3JEWCTBMA  Ha  YenoBeKa U
OKpY>KatoLlyto cpeay.

21.2 Tlopafok W ycnosus yTunusauuum wunu
YHUUTOXEHNSA MEANLIMHCKOIO U3Lenns

3penns, nMeBLUME KOHTAKT C KPOBbIO U/UNN ApYTMK
61onornyecknmu XULKOCTAMMU, noanexart
yTUAU3aUMM U/MNN YHUUTOXEHUIO cornacHo CaHluH
2.1.3684-21 no knaccy b.

Hewncnonb3oBaHHble M3genuns (He MMeBLUME KOHTaKTa
CKPOBbIO M/MnN € BUONOTNYECKUMM XNLKOCTAMM), B
T4 C WCTEKWMM CPOKOM TOAHOCTM, nognexar
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19.1 DISINFECTION

Not applicable. The product is sterile. It cannot be re-
disinfected / sterilized.

20TERMS OF USE, STORAGE AND
TRANSPORTATION
Terms of use:
Operating conditions in the internal environment ofthe
body
Table 8.1. Operating conditions
Temperature range, °C From +32 to +42

Storage conditions:
Efficient and safe operation of medical devices is
possible only if the storage and transportation
conditions specified below are observed:
Table 8.2. Storage conditions

Temperature, ‘C +2+ 35
Relative humidity, % From 20 to 75
Pressure, gPa 700-1060

Transportation conditions:
Table 8.3. Transportation conditions

Temperature, “C +2 + 35
Relative humidity, % From 20 to 75
Pressure, gPa 500-600

21 ENVIRONMENTAL REQUIREMENTS

21.1 Environmental impact of the medical device

Do not have a negative impact on people and the
environment when used, transported and stored.

21.2 Procedure and conditions for the disposal or
destruction of a medical device

Products that have come into contact with blood and /
or other biological fluids should be dispose ofand / or
destroyed in accordance with SanPin 2.1.3684-21 class
B.

Unused products (without contact with blood and / or
body fluids), inch Expired in life, subject to dispose of
and / or destruction in accordance with SanPin
2.1.3684-21 class A.

15
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yTunun3aunm n/vnm yHnuToxeHuto cornacHo CaHlluH
2.1.3684-21 no knaccy A.

22 METO/[bIl N YC/TOBUA CTEPUJTUSALN

22.1 Tlpouecc cTepnansaymm

Mpouecc cTepunnsayun

Mpouecc cTepunnsaLum BanMaMpoBaH B COOTBETCTBUY

c TpeboBaHUAMM cTaHpapTta 11135-1:2007
Tepunnsaymsa MeANLUHCKOM npoAyKuunu.

dTnneHokema. Yactb 1. TpeboBaHMA K pa3paboTke,

BaNMAaLuMM W TeKylemMy Yynpas/feHuo MpoLeccom

CTepuIn3aunumn MegULUHCKUX U3LEeNNI».

Beinyck npogykuunn

Mepes  BbINYCKOM  MPOAYKUMM  MUKpoGuonor
KomnaHun B[, nognucbiBaeT  CcepTUdUKATbl O
cTepuan3aLum.

Mpy HECOOTBETCTBMM CTEPUIN30BAHHOM MPOAYKLMUM
KPUTEPUAM BbINYCKa, ee HeMeANeHHO MOMECTAT Ha
XpaHeHMe KU 6yayT ob6pabaTbiBaTb  COr/lacHO
npouegype yTunmsaunm HEeCOOTBETCTBYOLL el
nNpoayKLUN.

Mocne 3aTtoro Mukpobuonor (Hapsgy C NepcoHanom
OTpena MeAMLMHCKUX — XUPYPrUYECKUX  CUCTEM

jkkomnaHun B[l B cnyyae Heo6XOAMMOCTU) MPOBOAUT

anM3 3anuceidi no npoueccy CTepunusaunm wu
I pegenseT NpUrogHoOCTb ANS BbIMYCKa, MOBTOPHOM
CTepuan3auum nam Heo6XoaMMOCTb OTOPaKOBKN.

23 NMEPEYEHb HAUMNOHAJIbHbIX n

MEXAYHAPOOHbIX HOPMATVBHbIX
OJOKYMEHTOB/CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEANUNHCKOE
3OEJIE

22 METHODS
STERILIZATION

AND CONDITIONS  OF

22/1 Sterilization process

Sterilization process

The sterilization process is validated in accordance
with the requirements of the standard 11135-1: 2007
“Sterilization of medical products. Ethylene oxide.
Part 1. Requirements for the development, validation
and routine management ofthe sterilization process for
medical devices."”

Output

Before the release of the product, the microbiologist of
the BD company signs the sterilization certificates.

If the sterilized product does not meet the release
criteria, it will be immediately stored and processed
according to the procedure for the disposal of non-
conforming products.

The microbiologist (along with BD Medical Surgical
Systems staff if necessary) will then review the
sterilization process records and determine suitability
for release, resterilization, and or the need for rejection.

23 LIST OF NATIONAL AND
INTERNATIONAL REGULATORY
DOCUMENTS / STANDARDS WHICH THE
MEDICAL PRODUCT MEETS

Tabnumua 9. MprmeHumble ctaHgapTel / Table 9. Applicable standards

CraHpgapTt/ HassaHue / Name HasBaHue Ha Pycckom si3blke /
Standard Russian name
EN 1SO 13485 Quality Syst?ms- Medical Devices- W3genua  meguumHckue.  Cuctembl
(1SO 13485) System Requirements for Regulatory meHempkMeHTa KadecTBa. CUCTEMHble
Purpose TpeboBaHWA AN Lenein perynnpoBaHums
BSI British Standards: Quality BpuTaHckue cTaHfapThl,
1SO 9001 Management Systems- Requirements paspaboTaHHble  BSI  (BpuTaHCKMii
WHCTUTYT  CTaH4apToB): Cuctembl
MeHe[>KMEeHTa KayecTBa. TpeboBaHuMs
21 CFR Yactb Federal Register- Quality System .
820/21 CFRpart Regulation ®efepanbHbli peructp — PernameHT
820 CUCTEMbI KOHTPONA KayecTBa
EN I1SO 10555-1 Sterile, Single-use Intravascular KateTepsl BHYTPUCOCYLUCTbIE
ISO 10555-1 Catheters. Part 1. General Requirement  cTepu/bHble O[HOKpaTHOro
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9*

ISO 10555-5

EN ISO 9626

ISO 11070

EN 20594-1
ISO 594. YacTb 1/
part 1

ISO 594. YacTtb 2/
part 2

EN I1SO 10993-1
ISO 10993-1

EN ISO 10993-4
ISO 10993-4

EN ISO 10993-5
ISO 10993-5

EN ISO 10993-10
ISO 10993-10

Intravascular
Over-needle

Sterile, Single-use
Catheters- Part 5:
Peripheral Catheters

Stainless steel needle tubing for the
manufacture of medical devices.
Requirements and test methods

Sterile single-use intravascular catheter
introducers. Technical requirements and
test methods

Conical Fittings With A 6% (Luer)
Taper For Syringes, Needles And
Certain Other Medical Equipment - Part
1. General Requirements

Conical Fittings With A 6% (Luer)
Taper For Syringes, Needles And
Certain Other Medical Equipment - Part
2: Lock Fittings

Biological Evaluation of Medical
Devices - Part 1: Evaluation and Testing
I

Medical devices. Biological evaluation
of medical devices. Part 4. Selection of
tests for interactions with blood

Medical devices. Biological evaluation
of medical devices. Part 5. Tests for in
vitro* cytotoxicity

Medical devices. Biological evaluation
of medical devices. Part 10. Tests for
irritation and delayed-type
hypersensitivity
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NMPVUMEHEHWS. Yactb 1. O6wwe
TpeboBaHuA

KateTepsl BHYTPUCOCYANUCTbIE
CTepu/bHble O[JHOKpAaTHOro
npumMmeHeHns. Yactb 5. Karertepsbl

nepudepnyeckmne ¢ BHyTPeHHeR nrnomn
TpybkyM WronbHble M3 HepXaseloLei
cTanu A8 U3roToBAEHNS MeAULMHCKNX

nsgenuii.  TpeboBaHWUs W MeTOAbI
ncnblTaHWi

WHTpoablocepsl O[HOKpAaTHOIo
MPUMEHEHUS CTEepUbHbIE.

TexHnyeckne TpebOBaHUA U METOAbI
ncnblITaHN

OeTanu COeANHUTENbHbIE C
KOHYCHOCTbIO 6%  (Jltospa)  ang
LWINPULLEB, UTT U APYTOro MeAULUHCKOro
obopypoBaHusa. Yacte 1. O6wwe
TpeboBaHMUA

Oetanu COeANHUTENbHbIE c
KOHYCHOCTbKO 6%  (Jltospa) pon4

WNPULEB, U1 W APYTrOro MeguLMHCKOro
obopyposaHus. Yactb 2. JTl03poBCKue
HAKOHEYHUKM

N3penunsa MeaULNHCKKe. OueHka
6nonornyeckoro AencTams
MeAULMHCKUX  mn3gennin. Yactb 1
OueHKa 1 nccnefosaHus

M3pgenna  meguumHckme.  OLEHKA
BNWONNOTMYECKOIo  AENCTBUA

MEONLUVNHCKUX WU3AENWNIA. YacTb
4.NccnepoBaHus n3aenui,
B3aMMO/ENCTBYHOLLMNX C KPOBbIO

M3gENNA MEAVMLUWVNHCKWE.
OUEHKA BNOJTIOTMYECKOIO
JENCTBUA MEAVLUWNHCKWMX
N3ANENWNIA. YacTb 5. WccnegosaHus Ha
LMTOTOKCUYHOCTb: METO/bI in vitro*

n3arwmnsa MEAVLUVHCKUE.
OLIEHKA BMOJIOTMYECKOIO
pevicte ™ MEONLVNHCKNX
M3OENWA. Yactb 10. WccnepoBaHus
pasfpaxatoLlero n

CEHCUOUNM3NPYIOLLETO AENCTBUS



EN I1SO 10993-11
ISO 10993-11

EN ISO 10993-13
ISO 10993-13

EN

ISO 11737-1

ISO 11737-1

EN
ISO 11135-1

ISO 11607-1

BS EN 980

ISO 11135-1

EN ISO 10993-7
ISO 10993-7

BS EN
14644-1

EN 1041

EN 1SO
ISO 14971

ISO

14971

Medical devices. Biological evaluation
of medical devices. Part 11. Tests for
systemic toxicity

Medical devices. Biological evaluation
of medical devices. Part 13.
Identification and quantification of
degradation products from polymeric
medical devices

Sterilization of medical devices -
Microbiological Methods - Part 1
Determination of a population of
microorganisms on products

Sterilization of Medical Devices-
Validation and Routine Control of
Ethylene Oxide Sterilization

Packaging for terminally sterilized

medical devices. Part 1 Requirements
for materials, sterile barrier systems and
packaging systems

Symbols for Use in the Labelling of
Medical Devices

Biological Evaluation
Devices - Part 7:
Sterilization Residuals

of Medical
Ethylene Oxide

Cleanrooms and Associated Controlled
Environments- Part 1. Classification of
Air Cleanliness

Information Supplied by
Manufacturer with Medical Devices

the

Medical Devices - Application of Risk
Management to Medical Devices
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N3LENNS MEAVLINHCKUE.
OLIEHKA BVNOJIOMMYECKOI O
NENCTBUSA MEAVNLIMHCKUX

M3NENWWA. Yacte 11 VccnefoBaHus
00LLIETOKCNYECKOTO AeACTBUSA

N3LENNS MEAVLVNHCKUE.
OLIEHKA BUOIOTMYECKOIO
JNENCTBNSA MEANLINHCKUX

N3OENUNIA. YacTb 13. MaeHTudMKaLMA
" KO/MYECTBEHHOE onpegeneHue
NPOAYKTOB [LEeCTPYKUMUU MNOSUMEPHbIX
MeAULUHCKUX 13aenuni

Crepunmsauns MeAULNHCKUX WU3LENUNA.
Mukpobuonornyeckne mMetogbl. Yactb
1 OueHka nonynauunm
MUKPOOPraHM3MOB Ha NPoAyKL MU
Crepunusauns MeLNLMNHCKON
npoayKuuun. dTuneHokcms. TpeboBaHus
K pa3paboTke, Bannjaumm n TekyLiemy
ynpaBAeHMO NPoLLecCCoOM CTepuansalmu
MeAULMHCKUX N3LeNniA.

YnakoBka Ans MeauLUHCKUX W3LEeNnii,
nognexatymnx (PUHULIHON
cTepunuszaymm. Yacte 1. TpeboBaHUSA K

maTepuanam, 6apbepHbIM cucTemam Ans

cTepuimsauum n yNakoBOYHbIM
cucteMam

CumBofibl rpauyeckue ons
MapK1UPOBKM MEeAULMHCKNX N3LeNnnii
W3nenusa MeANLNHCKHNE. OueHka
610N0rNYecKoro fencTeus
MEAMUMHCKUX  u3genunin. Yactb 7.

OcTaTo4YHOE coaeprKaHne 3TUNeHOKcnaa
rnocne ctepuamsayum

UncTble NOMELWEHMS U CBSi3aHHbIE C
HUMUW KOHTpOAMpyemble cpeabl. YacTb 1
Knaccndumkaums yncToTbl BO3gyxa
WHhopmaums,
N3roTOBUTENEM,

nogroTtasnnmBaemas
CONpoBOXatoLLas
MeAULMHCKNE Npubopbl

M3genna meguumHckne. [puMeHeHue
MeHeKMEeHTa pucka K MegULUHCKUM
n3genuam



ANNDHOCTM,

Clinical investigation of medical devices KnuHuueckue nccnefoBaHus
EN ISO 14155 for human subjects - Good clinical meguuMHCKKUX n3gennii ans
ISO 14155 practice npuMeHeHus y 4yefioBeka. Hagnexatas

24 rapanTuiinoie OBA3ATE/IbCTBA

Mpon3BoANTENb rapaHTUpPyeT COOTBETCTBME LaHHOTO
MeLNLMHCKOro nsgenvs 3a8BNEHHbIM
XapakTepucTukam B Mpefenax COXPaHeHUs Ccpoka
npu  ycnosuu, 4TO  cobnogaroTcs
TpeboBaHMA npov3soguTens, yKasaHHble B
NHCTPYKLUW MO NPUMEHEHMIO.

MpousBoguTenb He HeCeT OTBETCTBEHHOCTWM 3a
NOBPEXAEHUA WAN HecyaCTHble Cflyvyau, Bbi3BaHHbIE
HenpaBW/IbHOM 3KCMayaTauuenl wu3fenus, no BUHE
nonb3oBaTefiel WA BHEWHWX HenpeaBUAEHHbIX
CUTYaLNIA.

FapaHTUAHbLIA CPOK XpaHeHus
cocTasnseT 5 neT.

(cpok rogHocTm)

25 PEKJTAMALUNA

B cnyyae BO3HWKHOBEHWS BOMPOCOB, CBSI3aHHbIX C
KayeCTBOM MEAULMHCKOro un3genus, Heob6xoaMmo

obpaTuThCH no cnepytouemy agpecy K
nosHoMoYeHHoMy [MpeactaBuTento MponssoanTens
Poccuiickoii degepaumu:

00O «bekTOH AMKNHCOH BOCTOK»,

Poccuitickas ®depepaums, 127051 Mocksa, Y&.
CapoBada-CaMoTéuHas, 4. 24/27, 2 aTax, NOMeLLeHue
1, KomHaTa 18

Ten/thakc: +7 495 775 85 82
email: Complaints CIS@bd.com
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K/IMHN4YEeCKaAa NpakTmnkKa

24 WARRANTY

The manufacturer guarantees the compliance of this
medical device to the declared characteristics within
the limits of, the preservation of the shelf life (the
period of preservation of its sterility), provided that the
manufacturer’s requirements specified in the
instructions for use are complied with.

The manufacturer is not responsible for damage or
accidents caused by improper use of the product, due
to the fault of users or external unforeseen situations.

The guaranteed shelf life (shelf life) is 5 years.

25 RECLAMATION

In case of any questions related to the quality of the
medical device, please contact the Authorized
Representative of the Manufacturer in the Russian
Federation at the following address:

«Becton Dickinson Vostok» LLC,

24/27 Sadovaya-Samotyochnaya Street, 2nd floor,
premises |, office 18, 127051 Moscow, the Russian
Federation

Tel/Fax:+7 495 775 85 82
email: Complaints CIS@bd.com




EeiaoH [AUKMHCOH VIH(DbIOXH Tepann Cuctems UHK.

9450 Cayc CteiiT CTpur
r. CaHgn, wrat KOTa 84070 CLLUA

<lTamn:

(Becton Dickinson Infusion Therapy Systems Inc. BekToH AIMKUHCOH VH(DbIOXH Tepanu Cuctems UHK.

9450 South State Street
Sandy, UT 84070 USA)

bd.com
<Jlorotun B/, (BD)>
LTar KOTa
§
Okpyr ConT-/eik
CerogHs, - 9 nekabps 2021 r., KO MHe
Kapanusu , HOTapuycy, Nn4Ho asunca kepemu

KasikaHa, loKa3aBLUMiA MHe NocpeCcTBOM NPeAbSBIEHUs 40CTATOYHbIX
CBWETENLCTB, YTO SBMISETCS /INLIOM, MOANMUCABLLMM Mpuaraemblii

AOY*MEHT, U NPU3HAN, YTO O(OPMMUN aHHbIA L0 MEHT.

CKpennsito HaCTOALLMIA JOKYMEHT COGCTBEHHOPYYHOI NOAMMCHI0

¥ OPULMATIBHON MevaTbio.

<[loanucb>
Mopanuce HoTapuyca
(neyartb)
KAPN OMBA
(KARLY DEVEY)
<BbonbLuas neyarb Hotapuyc - LLUTat FOTa
LLTara KOTa> Jny,. Ne703281

CpoK MoVX MOHOMOYMIA
nctekaeT 13 Hos6psa 2022 T.

NHCTPYKLMSA N0 NPUMEHEHMIO

9450 Cayc Cte#t CTpuUt

r. Canan, wrat KO Ta 84070

(Becton Dickinson Infusion Therapy Systems Inc.
9450 South State Street

Sandy, UT 84070)>

COIrnACOBAHO

BeKToH ANKNHCOH MHMDbIoXH Tepanu Cuctems VHK.
(Becton Dickinson Infusion Therapy Systems Inc.)
OpraHu3auusa

9450 Cayc Creit CtpuT, r. CaHgw, wrart KOT1a 84070, CLUA
(9450 South State Street, Sandy, UT 84070, USA)

Agpec
CI‘IELI,I/Ia}'II/ICT oTAena perncrtpaynn n Kateropuun
J0/mKHOCTb

[xepemun KaskaHa
Pamunug, v

09.12.2021 .

fNetaff.MM.ITIT

<[loanuce>
Moanwuce

KaHtons aptepunanbHasa ctepunbHas ogHopasosast BD Arterial Cannula 20G / 1,10 MM X 45 mm
(Cannula sterile arterial disposable BD Arterial Cannula 20G/1.10mm x 45mm)
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[MepeBoA AaHHOIO TeKCTa BbINOMHEH NepeBogUYMKOM AnekceeBbiM AflekceeM AnekcaHLpoBuYeM.

noanncb

Poccuiickas ®Pegepauns

"opog MockBa.
LLlecTHaguaTOoro aekabps ase TbicAuM ABaLATb MEPBOro roga.

A, MNpokoweHkKoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NoA/IMHHOCTL NOANUCY NepeBofunka Anekceesa Anekcea AnekcaHapoBuya.

Mognuck caenaHa B MOEM NPUCYTCTBUN.
JINYHOCTb NOANMCABLUETO LOKYMEHT YCTaHOB/EHA.

3apermctpupoBaHo B peectpe: Ne 21/86-H/77-2021-
YnnayeHo 3a COBEpLUEHNE HOTapuanbHoro agenctema: 400 py6. 00 Kon.

E.E. MNpokoLweHKoBa

noanuch]

NPOLIHYPOBaHO, MPOHYMEPOBAHO U CKpen

HOTapuyc ropoga
C NPeACTaBNEHHOTO
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