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NHCTPYKLUWA MO NPUMEHEHUIO

1 HAUMEHOBAHWE
N3LENNSA (M)

LLnpuy, MErbeKUMoMMbIA OAHOPa30BbIA CTepUNbHLIA BD
Discardit I, ¢ urnoii, B BapnaHTax UCMOHEHUS

MEAVLNHCKOrO

1. LUnpuL, NHBEKLMOHHBIA 0HOPa30BbIli CTEPUNbHBIA BD
Discardit I, 2mn, ¢ nrnoii 23G x 1" (0,6 x 25 Mm), T1n
Luer,

2. LUnpny, MHLEKLMOHHbIA 04HOPA30BbI CTEPUbHLIA BD
Discardit I, 2mn, ¢ urnoit 23G x | 1/4" (0,6 x 30 mm),
Tnn Luer;

3. LUnpuL, MHBEKUMOHHBI 0|HOPa30BbIil CTEPUNbHLIA BD
Discardit II, 5mn, ¢ urnoin 21G x | 1/2" (0,8 x 40 Mwm),
™n Luer;

LLInp1L, MHBbEKLMOHHbIA 0IHOPa30BbIA CTepUbHBIA BD
Discardit W, 5mn, ¢ urnoii 22G x | 1/4" (0,7 x 30 mm),
TMn Luer;

5. LLUnpuvy MHBbEKLMOHHBIA 0HOPa30BbIA CTEPUbHLIA BD
Discardit 1A, 5mn, ¢ urnoii 22G x 1 1/2" (0,7 x 40 mm),
Tmn Luer;

6. LLUnpuy MHBEKLUMOHHBI 0fHOPa30BbIli CTePUbHBI BD
Discardit I, 5mn, ¢ nurnoii 23G x 1 /4" (0,6 x 30 mm),
Tmn Luer,;

7. LUnpuu MHBbEKLMOHHBIV 0fHOPa30BbIli CTepUbHbIA BD
Discardit I, 10mn, c urnoii 21G x | 1/2" (0,8 x 40 mm),
Tun Luer;

8. LUnpuy MHBbEKUMOHHBI 04HOPa30BbIi CTePUbHBI BD
Discardit I, 10mn, ¢ urnoii 22G x 1 /4" (0,7 x 30 mMm),
TN Luer;

9. LUnpuL MHBLEKLUMOHHBIA 0HOPa30BbI CTepUSIbHBIA BD
Discardit W, 10mn, ¢ nrnoii 22G x 1 1/2" (0,7 X 40 mm),
T™n Luer;

10. LLINpu1L, MHBEKLUMOHHBIA OAHOPa30BbIi CTEPUNbIrbIA BD
Discardit TI, 20mn, ¢ urnoii 21G x 1 1/2" (0,8 x 40 Mw),
Tmn Luer.

[Janee: BD Discardit I, gBy“XKOMMOWEHTHbIE LUNPULbI,

2 NHOOPMALNSA o)
MEAVLUMHCKOIO N3AENNSA

Mpou3BoanTeENb:

Bekton AuknHcoH C.A., Wcnanus, (Becton Dickinson
S.A., Espana),
C/Mequinenza, s/n, 22520 Fraga (Huesca), Espana

NMPON3BOOUVNTENE

MecT0 npon3soAcTBa MeAULMHCKOIO M3AENus:
Becton Dickinson S.A.,

C/Mequinenza, s/n, 22520 Fraga (Huesca),
(NcnaHua)

Espana

YNONHOMOYEHHBIA npeacTaBuUTENb NMPON3BOANTENA:
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INSTRUCTION FOR USE

1 MEDICAL DEVICE (MD) NAME

Single use injection syringe sterile BD Discardit I, with
needle, in the design styles

1. Single use injection syringe sterile BD Discardit 11, 2
ml, with needle 23G x | "(0.6 x 25 mm), type Luer;
2. Single use injection syringe sterile BD Discardit Il, 2
ml, with needle 23G x 1 1/4" (0.6 x 30 mm), type Luer;
3. Single use injection syringe sterile BD Discardit Il, 5
ml, with needle 21G x 1 1/2" (0.8 x 40 mm), type Luer;
4. Single use injection syringe sterile BD Discardit Il, 5
ml, with needle 22G x 1 1/4 (0.7 x 30 mm), type Luer;
5. Single use injection syringe sterile BD Discardit I, 5
ml, with needle 22G x 1 1/2 *(0.7 x 40 mm), type Luer;
6. Single use injection s>Tinge sterile BD Discardit Il, 5
ml, with needle 23G x 1 1/4 "(0.6 x 30 mm), type Luer;
7. Single use injection syringe sterile BD Discardit Il, 10
ml, with needle 21G x 1 1/2 "(0.8 x 40 mm), type Luer;
8. LUNpWu, WMHBEKUMOHHbIA OAHOPa30BbIi CTEPUbHBIN
BD Single use injection syringe sterile BD Discardit I,
10 ml, with needle 22G x 1 1/4 "(0.7 x 30 nam), type
Luer,;
9. Single use injection syringe sterile BD Discardit Il, 10
ml, with needle 22G x | 1/2 *(0.7 x 40 mm), type Luer;
10. Single use injection syringe sterile BD Discardit Il, 20
ml, with needle 21G x | 1/2 "(0.8 x 40 mm), type Luer.

Next: BD Discardit Il, two-piece syringes, syringes, device.

2 INFORVIATION ON THE MANUFACTURER OF
THE MEDICAL DEVICE

Manufacturer:
Becton Dickinson S.A.,
C/Mequinenza, s/n, 22520 Fraga (Huesca) Espana

Address place o fmanufacture:
Becton Dickinson S.A.,
C/Mequinenza, s.'n, 22520 Fraga (Huesca) Espana

Authorized representative of manufacturer in the territory
o fthe Russian Federation:



OO0 «bekToH [uknMHCOH  BocTok»,  Poccuiickas
depepauus, 127051 Mocksa, ya. Cagosas-CamoTéuHas, 4.
[ 24/27, 2 sTax, nomelleHue |, koMHasa 18
I Ten./hakc: +7 495 775 85 82
Hmail: complaints CIS<6"bd.com.

3 KOMMNEKT NOCTABKU

B KOMNAEKT NOCTaBKW BXOAUT LUMPUL, WHBEKLMOHHBIV
CTEPU/IbHLIA  OAHOPa30BbLIA, MOCTaBNseMbIA B €AMHOM
CTEPU/ILHOM 6/MCTepe C WI/ION, He HafeToW Ha LUMpWLL.
Lpyrve mefuUMHCKME W3Aenvs B KOMMIEKT MOCTaBKU He
BX04AT. Kaxablii 13 BapuaHTOB WCMOMHEHUS LUNPULEB
yrNakoBbIBaeTCA B WHAVBUAYabHYHO  (MEPBUYHYIO)
YMaKOBKY. MepsuyHas yrnakoska  obecneumBaet
CTEPUNLHOCTb, anMPOreHHOCTb Y HETOKCUYHOCTL U3AENNIA.
3arem n3fenua MOMELLAOTCA B TPynnoByH YMakoBKY B
konuueerree 80 uam 100 WT. B 3aBMCUMOCTM OT BapuaHTa

NCMoNHeHWs.  KOHeYUHOMY  MNOTpeGuTento  u3genus
MOCTaBMAOTC B TPYnMnoBO/  ymakoBKe.  [pynnoBast
MaKoBKa COMPOBOX/AeTCA WNHCTpyKUueld ro
MPVYMEHETLLIO.

4 HA3HAYEHUE

Ons  nHbeKkuumn WK acmmpaumm  MeauLUHCKUX

KNAKOCTEA  (KMAKOCTW  OpraHu3mMa:
NEeKapCTBEHHbIX Mperaparros.

5 MOKA3AHWA

KpoBb ¥ T.4.) M

[ByxxkoMnoEreHTHble wnpuubl BD Discardit Il ¢ wrnoi
npesCcTaBnsAtoT- c060i 0fHOPa30BOE MEAMLIMHCKOE U3aenue,
npegHasHavyeHHOe [NS WHbeKUuMM W/ waM  acnupauum
MeAMLMHCKMX YKELLIKoCTel ()KMAKOCTY OpraHn3Ma: KpoBb U
T.4.) N NEKapCTBEHHbIX MpenapaTos.

6 MPOTMBOMOKA3AHNA
HeT 13BeCTHbIX NPOTUBOMNOKa3aHWIA.
BO3MOXXHbIE MOBOYHbIE AENCTBUA

Mo6OYHbIX AeNCTBUIA NMPU HAANEXaLLE SKCTUryaTaLym He
BbISIB/IEHO.

8 KITACCUOUKALMSA
N3OENNSA

MEANLIMHCKOro

Knacc B 3aBMCUMMOCTM OT MOTEHLUMANbHOrO pucka
npumeHeHns meagnumnHckoro nsgenus / Class depending
on the potential risk of using a medical device

KpaTHocTb nucnonb3oBaHus / Frequency of use

Mo npogoMKUTENLHOCTH
duration

KoHTakTa / By contact

Tim koHTakTa / Contact type

CtepunbHocTb / Sterilit)’
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«Becton Dickinson Vostok» LLC,
24/27 Sadovaya-Samotyochnaya Street, 2nd lloor, premises
1, office 18, 127051 Moscow, the Russian Federation
tel/fax: +7 495 775 85 82

Email: complaints CIS@bd.com.

3 DELIVERY KIT

The delivery set includes a sterile disposable injection
syTinge supplied in a single sterile blister with a needle not
attached to the syringe. Other medical devices are not
included in the package. Each of the versions of the syringes
is packed in unit (primary) packaging. Primary packaging
ensures sterility, pyrogen-free and non-toxic products. Then
the products are placed in a shelf package in the amount of
80 or KHO pieces, depending on the version. The producte
are delivered to the end consumer in shelf packaging. Shelf
packaging is accompanied by Instructions for Use.

4 INTENDED USE

For injection and'or aspiration of medical fluids understood
as both bodily fluids (blood, etc.) and medicines.

5 INDICATIONS

BD Discardit 1l two-piece syringes with needle are a single-
use medical device intended for injection and/or aspiration
of medical fluids understood as both bodily fluids (blood,
etc.) and medicines.

6 CONTRAINDICATIONS
No known contraindications.
7 ADVERSE REACTIONS

Side effects with proper use not detected.

8 MD CLASSIFrCATION

2a Ma

Ana

Mcnonb3oBaHUA

N3penve KpaTKOBPEeMeHHOro
KoHTaErra

0/HOPa30BOro .
AHOP For single use

Short-term  contact
device
With the circulatory
system
Sterile, ethylene

oxide sterilized

C cucTemoii KpoBoobpaLLeHus

CrepunbHo, CTEPUIN30BaHO
OKCWAOM 3TUNEHa



"9 OBJTACTb NMPUMEHEHWA

O6lWas KMHuueckass MeauuuHa - [Anis  o6ecreyeHus

npoueAypbl MHAY3MOHHOI Tepaniiu.

MoTeHuManbHbI NOTPEOUTEND: ,
KBannhuumposaHHble COTPYAHUKM MeLULMHCKUX
YUpeXAeHNaX N HenpoMeccroHabHbIe MOMb30BaTENMN.

10 TPEBOBAHWNA BE3OMACHOCTU W MEPbI
MPEAOCTOPOXHOCTU

V3aenme anmporeHHo, HETOKCUYHO, C'epUIbItO.

He ucnonb3yiiTe nsgenve, eciv ynakoBka naketa OTKpbITa
N NOBPEXAEHA.

BHuMaHMe: neped  MCMonb3oBaHWEM NPOYTUTE  BCE
MpeaynpexaeHnss U UHCTPYKUMIO MO MPUMEHEHWIO.
HenpasLwlbitoe NpUMeHeHVWE MOXET MOBfieYb 3a COOOM

TpaBMy MauyeHTa Uam ero cMepTb.

W3penve npegHasHayeHo 419 OAHOPA30BOr0 NMPUMEHEHNS.
le ncnonb3oBaTb NOBTOPHO. He nofgeprasb MOBTOPHOIA
cTepuamsalun.

He 3ameHsTb, He nepeycTaHaBnMBaTb W He UCMONb30BATh

ApYyrue aneMeHTbl U3genus.

3TO YCTpOiierrso A0/MKHO MCMOMb30BATLCA M NPOAABaThCS

TOMbKO KaK LUNpuL, ANs MHBbEKUUIA OAHOPA30BbINA.

N OMNCAHUE N KOHCTPYKUWNA N3OENNA

MW npegesaBnsieT Cco6oi 0O4HOPa30BbIi  CTEPUSbHLIN
HETOKCUYHBI/ NIaCTUKOBBIM LLINPUL, CO CbEMHOI WO,
[JBYXKO.MMOHEHTHbIE  LUMNPULBI  COCTOST M3 ABYX
NNaCTUKOBLIX KOMMOHEHTOB (MOPLUEHb W LWAUHAP).
VIHbEeKLUMOHHbIE UMbl COCTOAT U3 LIBETHOrO M/1aCTUKOBOTO
KOMMOHeHTa (BiyaKa) K KOropoii ¢ MOMOLLbO Knes Ha
OCHOBE 3MOKCWUAHON CMOSbl NPUCOEAMHEHA KaHKoNA Co
CKOLLEHHbIM KOHYMKOM. C60poYHas efuHMLa 3aKpbiTa
MMaCTUKOBbIM KOMMOHEHTOM, Ha3blBaEMbIM  3aLLUTHBLIM
KOMINaYKoM.

(WwWwmrap WnpMrua NocTaBAseTCS B €4praoM CTepUIbHOM
6nncTepe (MHAMBUAYANbHONM YNakoBKe) BMeCTe C UM/ B
3alMTHOM KOMMayKe, He HaZETOM Ha LLnpuL,

111 NPUHLUWNIT PABOTbI

MpuHumn  geiicteus MW ocHoBaH Ha  AeicTBuM
a'rmoctepHoro fasfieHus. [oplleHb wWNpuua  JOMKeH
pacnonaratbCs Yy €ro OCHoBaHWs. OnycTuTe LWNpUL B
XNAKocTb. Korga noplueHb nepemeLlaeTcs 0T OCHOBaHUA
Lnpu1ua BBepX, XWUAKOCTb MOAHMMAETCA MO334N MOPLUHA
nof AelCTBMEM W3ObLITOYHOIO aTMOC(EPHOro AaBMEHMS.
Korga Bbl nepemelLiaeTe NopLUeHb K OCHOBAHMIO LLNPULLA,
[@aBfeHVe BHYTPM LINpUUA CTaHOBWUTCSA 6OfbLUe, Yem
CHapYy>Xu, 1 XXULKOCTb BbITEKaeT.

11.2 CNOCOBb NMPUMEHEHWA

11py nHBEKUNK:
1 BblbepuTe NOAXOAAMIA pasMep LINpULUA U UMbl Ans
NHBEKLNN.
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9 SCOPE

General clinical medicine - to ensure the procedure of
infusion therapy.

Potential cormimer:
Qualified employees of medical institutions and non-
professional users.

10 SAFETY REQUIREMENTS
PRECAUTIONS

The device is pyrogen-free, non-toxic, sterile.

Do not use the prexluct if the package is open or damaged.
Caution: Read all warnings and instructions for use before
use. Improper use may result in personal injury or death.
The product is intended for single use. Do not reuse.

Do not replace, re-instal) or use other elements of the
product.

This device should only be used and sold as a disposable
injection syringe.

AND  SAFETY

11 DESCRIPTION AND DESIGN OF THE DEVICE

MD is a single use, sterile, non-toxic, plastic syringe with a
removable needle.

Two-piece syringes consist of two plastic parts (plunger and
barrel). Hypodermic needles consist of a colored plastic part
(hub) to which cannula, with a beveled tip, is attached using
epoxy resin bonding agent. The ensemble is protected with
a plastic part called the Protective cap.

The device comes with a needle that is not attached to the
syringe.

The syringe barrel is supplied in a single sterile blister (unit
package) together with a needle in a protective cap, not put
on the syringe.

11.1 PEUNCIPLE OF OPERATION

The principle of action ofthe medical device is based on the
action ofatmospheric pressure. The syringe plunger must be
positioned at its base. Lower the syringe into the liquid.
When the plunger moves from the base of the syringe
upward, the liquid rises behind the plunger under the action
of excessive atmospheric pressure. When you move the
plunger to the base of the syringe, the pressure inside the
s>Tinge becomes greater than outside, and fluid flows out.

11,2 METHOD OF USE

Injection:
1 Select proper size of syringe and needle for injection,
2. Inspect package for integrity and expiry date and then

Lremove the syringe and needle from package using aseptic

technique.



2. MpoBepbTe ynakoBKy Ha LIENIOCTHOCTbL U CPOK rO4HOCTH,
a 3aTeM W3BNeKWTe LUNPULL Y UrIy U3 YNakoBKW, UCMOMb3ys
acenTUYECKYHO TEXHUKY.

3. HabepuTe nekapCTBEHHOE CPeAcTBO, MOTSAHYB 3a LUTOK
MopLiHA A0 TeX Mop, MOKa LUMPUL, He HamofHUTCA A0
1ry~KHOA OTMETKM [03bl. ,

4. Y[pepxuBad LINPUL WU WY B BEpPXHEM MONOXEHUM,
yAanuTe BO3LYX W3 LUNPWLA, HaXKaB Ha MOpPLLUEHb, A0 TeX
nop, NOKa Ha KOHYMKE Ukl He BYAYT BUAHbLI Kansn.

5. OuuncTuTe 06N1aCTb MHLEKLMN.

6. BBegunTe Urny B TKaHb Ha COOTBETCTBYIOLLYIO [y GUHY 1
BBELMTE /IEKAPCTBEHHOE CPEACTBO.

7. VI3BNekuTe Urny v HageXxHo 3akpoiTe ee KPbILLKOW Wn
aKKypaTHO BbIGpPOChTE UMY 1 LUMPULL.

8. Hagasnte Ha MecTo NpoOKosa, NMOKa KPOBOTEYEeHWe He
0CTaHOBUTCH.

Mpn acnupavuun:

1 BblbepTTe noaxofawmii pasmep LINpuUa 1M UMbl Ans
cnupaumm.

2. [NpoBepbTe YNakoBKY Ha LIe/IOCTHOCTbL M CPOK rO4HOCTH,

a 3aTeM W3B/IEKUTE LUMPWUL, U Uy U3 YNAKOBKW, UCMOMb3YA

aCenTUYECKYIO TEXHUKY.

3. OQUUCTMTE NHTEPECYIOLLYIO 06/1aCTb.

4. BcTtaBbTe uriy B TKaHb WM (PNakOH W BbINOSMHUTE

acnupaLuio Hy>KHOW XWULKOCTH.

5. MN3BnekuTe Uray n HafeXXHoO 3aKpOWTe ee KPbILIKOW nu

aKKypaTHO BbIOPOCLTE WUy U LLNPULL.

6. Co3pgaiiTe faBneHne Ha 06/1acTb.

12 BO3MOXHOCTb U METOAbI MHTEIPALIMN C
OAPYT UMW MEONUVHCKUMW N3OENNAMN

LLinpuubl BD Discardit N - 3T0 MeguUMHCKMe U3aenus c
coefiuHeHviemM J1t03p, M3roTOBMEHHbIE B COOTBETCTBUM CO
ctaHgaptom EN 20594-1. OHM COBMEeCTUMbI C ApYrvMu

3. Draw up medication by pulling down on the plunger rod
till the syringe fills to the coiTCct dose mark.

4. Keep the syringe and needle in an upwards position and
remove air from inside the syringe by pushing the plunger
until droplets can be seen at the needle tip.

5. Clean the area of injection.

6. Insert needle into the tissue at appropriate depth and inject
the medication.

7. Withdraw needle and safely cap the needle or safely
dispose of the needle and syringe.

8. Create pressure on the area of puncture until bleeding
stops.

Aspiration:

1 Select proper size of syringe and needle for aspiration.

2. Inspect package for integrity and expiry date and then
remove the syringe and needle from package using aseptic
technique.

3. Clean the area of interest.

4. Insert needle into the tissue or via! and aspirate the fluid
of interest.

5. Withdraw needle and safely cap the needle or safely
dispose of the needle and syringe.

6. Create pressure on the area.

12 THE POSSIBILITY AND WAYS OF
INTEGRATING WITH OTHER MEDICAL DEVICES

BD Discardit Il s>Tinges are medical devices with a Luer
connector manufactured according to standard EN 20594-1.
They are compatible with other medical devices that comply

MEAVLIMHCKUMU - M3[EMIAA.MKW,  KOTOpbIE  COOTBE3CTBYIOT with the characteristics specified in the aforementioned
XapaKTepUCTMKaM, YKasaHHbIM B  BbILLEYMOMSHYTOM  standard.
Tangapre.
13 MATEPUAIJIbI, N3 KOTOPbIX N3ITOTOBJIEHO
MEANLVHCKOE N3[ENNE Nnn EFO 13 LIST OF MD MATERIALS
OCHOBHbIE HACTW
LLnpuupbl ' BD £, Xof ] . n
Discardit 11 ° KomnowEuTsi F i Martepuasib Koirrakt* cf
MopLueHb Monunponriwen BbICOKON NAOTHOCTU KpaTkoBpeMeHHbIli  (MeHee
Kpacutens Benbiit 24 4acoB) KOHTaKT ¢
MNOPLUHA HEMOBPEXEHHOMN KOXEA.
LinnuHap Monunponunex
KOMMOHEHTbI Likana MeyaTHast honbra (MonmacTep)
n3aenns OKpaLUeHHbI  MOMMMPONUAEH:  TEMHO-
CUHWIA (Wnpuy, WNHBEKLMOHHbIA
BTV/Ka 0[iHOpPa30BbI cTepubHbIA BD Discardit
y I, c urnoii 23G)
OKpalleHHbIA  NONWMPONWEH:  TEMHO-
3e/1eHbliA (Wnpuy VNHBEKLMOHHBLI
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0HOpPa30BbI cTepunbHbIi BD Discarclit
I, c ITIOA21G)

OKpalleHHbIA  NOMMMPONWAEH:  YePHbIiA
(LLIMpUL,  MHBEKUMOHHBIA  OAHOPa30BbIiA
cT'epunbHbIil BD Discardit 11, ¢ nrnoii 22G)

3alpnTHbIA t Monunponunex
Konnayok
CMa30ouHblii
CUN1KoHOBOE Macso
matepuan
Kneit anokcugHas cmona
KpaTKOBPEMEHHbI KOHTaKT
Wr'na HepxaBetowas ctasb (mMeHee 24 4.) c cuctemol
KpoBoo6paLueLwus.
Mognoxka Bymara MeaMLMHCKOrO Ha3HaueHus KpaTKoBpeMeHHbI  (MeHee
KOMMOHeHTI BnvcTepHas 24 4aCcoB) KOHTaKT C KOXeiA.
Monvamung / Monnatunex
YMaKOBKM nieHKa
UepHuna UepHuna
(Syringes c ts Material
BD Discardit m ~°"PORENT T S T S
Plunger High Density Polypropylene Short-term  (less than 24
Plunger Colorant  White Colorant hours) skin contact.
Barrel Polypropylene
Scale Printing Foil (Polyester)

Colored  Polypropylene:  Blue (BD
Discardit I, with needle 23G)
Colored  Polypropylene:  Green (BD

Hub : - :
. Discardit 11, with needle 21G)
Device Components Colored Polypropylene: Black (BD
Discardit 11, with needle 22G)
Protective cap Polypropylene
Lubricant Silicone Qil
Adhesive Epoxi Resin
Short-term contact (less than
Cannula Stainless Steel 24 hours) with the circulatory
system.

. Paper Medical Use Paper Short-term  (less than 24
Packaging Film Polyamide / Polyethyl hours) skin contact
Components yamide / Polyethylene ours) skin contact.

Ink Ink
14 TEXHUYECKWE XAPAKTEPNCTUNKW 14 TECHNICAL SPECIFICATIONS
[Jonyctumoe oTkOHeHMe 10 B nocnefHel uugpe Permissible deviation of the characteristics of+10 in the last
3HAYEHUA XapaKTePUCTUKM, eCin He YKa3aHO UHOe. digit, unless otherwise indicated.
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141 KAHIO W (T Nbl)

HI'S
B1V.TK 4 aMaKkcupaubl it Kb KAHKONA
(caldr foding according to the tabfe). /’ as araiL e CASyULK
/
J.
L,
FUPKAPHRS» ODR* TS RM K LK OV DIL 1
(length according to the table)
(ML £co<SiiECTEKHE rabnisol™
HUB
BIMTIKA JAOKCKAHLINKNEA  KAHKO/A

(tiaetotat aonkoroma »<ooTii«?cTKuncia6.anae”

(color coding according to the table) /cA?WOL 4

IPOX\-4DHESNnX

Pasmepel UT m S
Wbl §Nitta b 22GxI*/a
Needle dimensions (needle 1 (0.8MOMM)  <onx:tomm) (O 3aw)

ilameter x needle leretb)
CrepunbHocTb/ Sterility
Tun Tpybkn urnel/ Needle
tube type

Konnyectso CMa3KM,
mr/cmV Quantity of
lubricant, nig/cra®

Bug 3aTouku wrnbl (yron
3atoukn), °/ Type of needle
sharpening (sharpening
angle), °

Hapy>XHbliA AnameTp
Tpyoku, mm/* Outer diameter
of the tube, mm
BHYTpeHHMWIA AvameTp
Tpyoku, mm/ Inner diameter
of the tube, mm

<0.25

0,8128-0,8255  0,7112-0,7239

0,7112-0,7239

1
I

0,4953-0,5461  0,3937-0,4445 j 0,3937-0,4445

HomuHanbHas ANnHa

Tpy6Ku urabl, Mm/ Nominal 40,0 40,0 30,0
length of needle tube, mm

dakTnyeckas gnnHa TpyoKu

urnbl, Mmm/ Actual length of 36-40 36-40 27,5-31,5

needle tube, mm
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0,635-0,6477

0,3175-0,3683

141 CANNULAS (NEEDLES)

Ona nrn:

23G X1M (0.6 X5MV)

For needles:
23G*r(0.~x25ffIm)

PROTECTRT CAP
3A1LMLIbIA KOLLAUYOK

O-~ Hrn:

ric'l«”Ne?»40")
22Cx 1¥Y/'(0.7k30n»]|)
23C XI V" (0.d X30mm>

For needles:

210X1 Kbstee
226 XIHe7X

22G*m-0.yNi9mmf
13G X11* (1X3np)

PKOTECTLL: CAP
3AALL MLV KOLWAOK

AN 23GXr«,.
(0,6 X25mm)

Crepunusaums atuneHokeugom / Sterilization with Ethylene Oxide

HopmanbHas cTeHka (cTaHgapTHas) / Regular Wall

10+ 1

0,635-0,6477
0,3175-0,3683
30,0

25,0

27,5-31,5 22,5-26,5

1



Pagunyc NPUTYNAEHNS
paboyeii yactu, He 6Gonee,

mmM/ Radius of blunting of 0,03 0,03 0,03 0,03 0,03
the working part, no more,

mm

Teepfgoctb no Poksenny,

HRC/ Rockwell hardness, >70

HRC

LLlepoxoBaTocTb Ra, MmkMm/ Roughness Ra, pm:

- Hapy>HOli MOBEPXHOCTU

Tpy6ku/ - outer surface of <0,16
the tube:

- TMOBEPXHOCTU 3aTOYKW/-
sharpening surfaces:

3awuTHbIn Konna4vok/ Protective cap
Avavierp, - mm/ DIMeter, 516 (K)-030) 8,18 (40030) 818 (+0-030) 8,18 (10-030) 8,18{+0/-0,30)
[OnvHa, mm” Length, mm 55,3+0,3 55,340,3 55,3i0,3 55,3+0,3 42,5+0,3
Btynka/ Hub

ﬂ'/r'ﬁ“"em' mm/ Diameter, 4 140,05 7844005 1 7,84+0,05 7,84+0,05 7,84+0,05
[nvHa, mm/ Length, mm 17,7+£0,3 17,7+0,3 | 17,7£0,3 17,740,3 17,7£0,3
O6uwasa AaaMHa wWrabl ¢

3alWMTHBLIM  KOMMa4yKoM,

mm/ The total length of the  60,249+0,001  60,249+0,001  60,249+0,001  60,249+0,001  47,473+0,00I
needle with a protective
cap, mm

Macca Urnbl ¢ 3alnTHbIM
Konnaykowm, r/ The mass of

<0,63

the needle with a 0.777 0,760 0,750 0,753 0,623
protective cap, g
Oon[>oTvBnLLWwe wrubyurn: > LR A bending strength of the pcedI™: ji  f
MakcumanbHoe
KannbpoBouYHblii MeTpunuecknin pasmep, yeue Ha usruo, H +0.1 OTKNOHEeHUe, MM/

H/ Bending Force, N+ 0.1

pasmep/ Calibration Size MM/ Metric Size, mm Maximum Deflection,

N mm

21G 0,80 15 0,38

22G 0,70 15 0,42

23G 0,60 12,5 0,33
Conpo'raesieHve nanomy ur? < f4 y Sii

BblaepkunBaeT n3rnbé He meHee 25° B OAHOI NJOCKOCTU B Can withstand bending of at least 25° in the same plane
ycnosusix  20-kpaTHOro  moBTopeHus B 06oux under conditions of 20-fold repetition in both directions.
Hanpas/eHusIX.

Mpouno<rru|lkALIIBA[|[p”,, T|Ne A

HOoMWHanbHbI Hapy>XHbIA AnaMeTp Urbl, MM/

Nominal outer diameter of the needle, mm MuHumanbHoe yeunme, H/ Minimum force, N

0,6 34

0,7 40

08 44
Mpoxogmmoctn npocseT litNt -W  / \Y/
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A Pasvep wurnbl/ Needle 0,6 (23G) 0,7 (22G) 0,8 (21G)

size
Ovame'rp  maHAapeHa,
MM/ Diameter  of 0,25 (0;-0,01) 0,30 (0;-0,01) 0,40 (0;-0,01)
mandrel, mm
LiBeToBOE 0603HaYeHMe (LBeTOBasA KOAMPOBKA): Color designation (color coding):
Kann6posouHblit pa3mep / Calibration size LiseTi Color
23G Temumo-cuHurT/Blue
22G UepHbliA/Black
21G TeMHo-3eneHbIin/Green
142 WNMPKLUbI 14,2 SYRINGES
JonycTtnmoe oTK/IOHeHWe XapakTepncTuk £ 10 %, ecnm He  Permissible deviation ofthe characteristics of+ 10 %, nnless
yKas3aHo MHOe. otherwise indicated.
LLBTEHTY
BAGH
[OMnrHb
rmnywT
HaumeHoBaHWe LA (L | kA oiptopa3opiitt?rHiibH]yi3lg cus™VBBapsL”
XapakTepucTuku/ LLI A LUl wy e ittiectibii Syringe sterile Discar”™t 11, with néegle» in the design “tyles
name '' of
characteristics™ A 2 M1/ 2mL 5mn/5mL 10 M1/ 10 mL 20 M1/ 20 mL

MabapuTHble  pasmepsbl

(nopLueHb He BbIABUHYT),

(A><BxC), mm/ Overall (74,33x23,00x13,78) (87,16x27,00x17,59) (101,73x31,00x21,05) (114,5x37,00x25,93)
dimensions (plunger is +0,03 10,03 +0,03 +0,03

not extended), (A"BxC),

mm

[vnawvetp umnuugpa (D),

mm/ Diameter of barrel 8,8 12,28 15,6 20,02

(D), mm

OnnHa  WITOK-NOpLUHSA
wnpuua (E), mm/ The
llength of the plunger rod
bf the syringe (E), mm

63,55+0,03 76,45+0,03 90,55£0,03 103+0,2
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MwuHMManbHble

3HayeHus [/HbI
BbICTYNaHWs1 MOPLLHS U3
LUMANHAPA, or

MoBepxHOCTK yropa 4Jis
nanbues 0O  Bepxa
cTepkHa nopwHa  (F),
mMv." The minimum length
of the protrasion of the
plunger from the barrel,
from, the surface of the
stop for the fingers to the
top ofthe plungerrod (F),
mm

Macca, r/ Weight, g 3 5 7 un
HakoHeuHnK  wnpuua/
Syringe tip

Juamerp LUeHTpaibHOro

OTBEPCTUS HAKOHEUYHMKA
,"G), He MeHee, nim

12,55 13,5 15,0 145

B cooTizetcTtBum ¢ EN 20594-1 / Compliance with EN 20594-1

Diameter of the central 2,01

hole of the tip (G), not

less, mm

HomunHanbHas

Bmectumoctb  (V), wmn/

Nominal capacity (V), 2 5 10 20
mL

MaKcMabHbIi

«MONe3HbIN» 06beM

Lwnpuua, mn/  The 7

maximum "useful” 5 10 20
volume of the syringe,

mL

Ycunue, Tpebyemoe ans

NpVBESEHNS B [BIDKEHUE

MrroK-noprLs

HavanbHoe ycunune), H/ makc. 10/max. 10 Makc. 25/ max. 25 Makc. 25/ max. 25 Makc. 25/ max. 25
Fhe force required to

drive the plunger rod

(initial force), N

O6Lwwas annHa Wwkanbl ao

OTMETKM  HOMMWHA/IbHOM

BMecTMmMocTK, mmJ Total 32,8+0,3 42,08+0,4 52,32di0,5 62,55+0.5
length of the scale to the

nominal capacity, mm

[JeneHve wkanbl, wmn/

Tr|1e division of the scale, 0,1 0,2 05 1

m

BmecTuMOCTb  Mexay

NVHWUSMU TPafyVPOBKM C

yncnamu, mn/ (Capacity 1 I 2 5
between graduation lines

with numbers, ml
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Jonycku Ha
rpagyvpoBaHHyo
BMECTUMOCTb: MeHbLLEe
MONOBUHBI
NMOMWHa/IbHO

BmectumocTu, mn/ The
admission of  the
graduated volume of the
syringe is less than half
of the nominal volume,
mL ’

Jonycku Ha
rpagyvpoBaHHyto
BMECTUMOCTb:  PaBHO
W1 607blUe NOSIOBUHBI
HOMWHAa/IbHO
BMecTumocTun/’ 1be
admission of the

graduated volume equal
to or greater than the
nominal volume, mL
MakcumanbHoe
«MepTBOE»
iipocipancTBO, mn/
Maximum "dead" space,
mL

Yron KOHyca
HakoHeyHuka Jloep, °/
The angle of the cone tip
Luer, °

KoHycHoCTb pasbemMa
nakoneunvika Jloep, %/
Taper of Luer tip
connector, %
MWHUMa/bHBIVE AnameTp
KOHyca wwnpuua, MM/
Minimum diameter of the
syringe cone, mm
MakcManbHbI
JvameTp KOHyca
wnpuya, Mm/ Maximum
diameter of the syringe
cone, mm

MuHManbHas ANnHa
KOHyca wwnpuua, mm/
Minimum length of the
syringe cone, nun
Kpatuaiillee paccTosHue
mexay LIeHTpanbHol
OCb0  HAKOHEeYHMKa U
6nvkaiiLueli TOYKOIA
BHYTPEHHe
MOBEPXHOCTU LMAUHAPA
wnpuua ons
[eLeHTPMPO BaHHOI 0
HakoHeuHuka, Mm/ The
shortest distance between

+1,5%
HOMWHabHOW
BMecTluoCcTH (of V)
+2% cnMTOro o6bema
(of draining volume)

oT

+1,5%
HOMWHaNLHOM
Bmectumocru (of V)
+1% CnTOro
o6wvema (of draining
volume)

or

+1,5%

HOMMWHa/IbHOM
BMecTumoctn (of V)
1% cnuToro obvema
(of draining volume)

+1,5%
HOMUWHa/IbHOM
BmecTumocTtu (of V)
+1% CuToro
o6bema (of draining
volume)

or

+5% cnmToro o6bema +4% cnmToro oobema +4% cnmToro obvema +4% cnutoro o6bLeMa
(ofdraining volume) (ofdraining volume) (of draining volume)

0,07

HakKoHEeUHNK He
3KCLieHrpryeH
(HaxoguTca no
LeHTpy)/ The tip is
not eccentric (located
in the center)
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0,075 0,10
3,44
6
3,925
3,990
75
2,75 2,75
n

(of draining volume)

0,15

2,75



the central axis of tlie tip
and the closest point of
the inner surface of the
syringe barrel for the
decentralized tip, mm

Macca nsgenus / Device weight:

M3penue / Device Macca, r/ Weight, g
5mn, ¢ urnoii / with needle 22G x 1 1/2" (0,7 x 40 Mm) 4,601
5mn, ¢ urnoii / with needle 21G x 1 1/2” (0,8 x 40 mm) 4,612
10mn, ¢ urnoii / with needle 21G x 1 1/2" {0,8 x 40 mm) 6,464
2mn, ¢ urnoii / with needle 23G x 1 1/4" (0,6 x 30 mm) 2,860
20mn, ¢ urnoii / with needle 21G x 1 /2" (0,8 x 40 mMm) 10,367
2mA, ¢ urnoii / with needle 23G x 1" (0,6 x 25 mm} 2,738
5mn, ¢ urnoii / with needle 23G x 1 1/4" (0,6 x 30 Mm) 4,587
5mn, ¢ urnoii / with needle 22G x 1 1/4" (0,7 x 30 Mm) 4,593
10mn, ¢ urnoii / with needle 22G x 1 1/2" (0,7 x 40 mm) 6,453
10mn, ¢ urnoii / with needle 22G x 1 1/4" (0,7 x 30 mm) 6,445

XapaKTepucTUKN MHAMBMAYa/IbHOI CTepubHON ynakoBkm / Characteristics of unit sterile packaging
Mopnoxka/ Sutetrate
MnotHocTe matepuana, r/m Density of
material, g/m*
BosgyxonpoHuuaemoc'ts, Mkm / (Ma c)/
Air Permeance, iim/(Pa s)
MpoYHOCTL Ha pacTaxeHve (B MaLLVHHOM
HanpaeneHun), muHumym, KH/M/ Tensile 5,00
Strength MD, min., KN/m
MpoyHOCTbL Ha pacTsHKeHne (B
MonepeyHoM HanpasieHUn), MUHUMYM, 2,00
KM/'m/ Tensile Strength CD, min., KN/m
1Pa3pbiBHOe  paeneHve,  kMa/  Burst
\ Strength: min., kPa
| MlpoyHOCTL Ha paspbiB (B MALMHHOM
1HanpasneHun), MuHuMym, MH/ Tearing 350
1Strength MD, min., mN
MpoyHOCTb Ha pa3pbiB (B MOMEpeYHOM
HanpasneHun), MuHUMym, MH/ Tearing 430
Strength CD, min., mN
WcnbiTaHne Ko66a (60 C),
B/IAronormoLeHne: Makcumym, rim-/ Cobb 20
Test (60 s): max., g/m*
BbnnctepHas nnexHkal/ Film
MnotHocTb marepuana, r/W/ Density of 2maun5mn (2 ml &5 ml)
material, g*m Discardit: 58,59 (+10%)
10 mn (10 ml) Discardit:
68,37 (£10 %)
20 mn (20 ml) Discardit:
86,74 (10 %)

>14,7

57-63

0,80-3,00

270 1

Pa3pblBHOE [JaBfieHVe, MUHUMYM, KIla/
Burst Strength: min., kPa

Mpegen npoyHOCTM Ha paerspkeHve (B
MalUVHHOM Hanpasnerraum), makc., H/mmV
Tensile Strength at Break (Machine
Direction), max., N/mm~

Mpegen [TpoOYHOCTM Ha pacTskeHve (B
MOMepPeYHOM HarnpasieHnn), Makc., HimmY

45,00

28.00
12
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‘Il Tensile Strength at Break (Transverse),
Imax., N/mm"
TonwwmHa, mkm/ Thickness, pm

ConpoTuBneHue pacnpoCTpaHeHNo
paspbiBa, (B MalUVHHOM HarpasfieHun),

mH/' Propagation Tear Resistance
(Machine Direction), mN
ConpoTuBneHne pacnpocTpaHeHno

paspbiBa, (B MONEpeYHOM HampasfieHun),
MH/  Propagation  Tear  Resistance
(transverse), mN

2MIn5wmn (2 m &5 ml)
Discardit; 60 (i6,0)

10 M1(10 ml) Discardit; 70
(£7,0)

20 M1(20 ml) Discardit: 90
(£9.0)

390 (+10%)

3280 (+10%)

MneHka ABNAETCA
HenpoHMULLaeMOo ans
BO34yxa c
1CMNO/b30BaHNEM
npoLeaypsl, nojpobHo
- N3N0XEHHOM B
MproHnyaemocts/ Permeability Mpunoxewn  C IO
11607-1/ Film is

LoB/The scan

MnoTHocrb HaHeceHws Knes/ Application
density of adhesive

impermeable to air using
the procedure detailed in
the Annex C of ISO 11607-
1

j9F e ORE,
HenpumeHumo.  neHka
nnaBmTCA BO Bpemst
npoLecca 3anevatblBaHUA
LLia CKpeneHus c
oymaroi/® Not applicable.
The polyethylene layer of
the film melts during the
sealing process and binds

SAKCAMAL - L

directly to the paper.

LLInpnHa wea, mwm/ The width of the seam,
mm

MpoyHocTb LWBa, He MeHee, KIMa/ Seam
strength, no less, kPa

15 UH®OPMAULUUA O MAPKUPOBKE

M3genve ynakosaHo B MHAMBUAYaSbHYHO YMNakoBKy Mo |
LITYKe B KaAoi. pynnosast ynakoBka cofepxmt 80 wm
100 WTYK HAMBUAYAbHBIX YNAKOBOK.

151 MH®OPMALWMSA O PYCCKOA3bIYHOW
MAPKWPOBKE

Mpu noctaeke Ha TeppuTopuito P®, rpynnosas ynakoBka
(ynakoBka o 80 nnu 100 WTYK) 1 TpaHCNOPTHas yrnakoBKa,
OyayT cHabXaTbC  [OMNOMHUTENbHLIM — PYCCKOA3bIYHBIM
CTMKEPOM, KOTOPbI MMeeT NPUOPUTET 415 NOCTaBoOK B PO.
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5-6

14,7

15 LABELING INFORMATION

The product is packed in unit packaging, 1piece each. The
shelf pack contains 80 or 100 unit packaging.

151 INFORMATION ON RUSSIAN MARKING

During import to Russian Federation the medical device in
shelf package (pack of 80 or 100 pieces) and case package
is provided with the local Russian stickers that are
prevailing when supplied to Russian Federation. In case of



M PacXOXAeHUM WH(opMmauum Ha cnukepe u Ha discrepancy of information on the sticker and on the
YNakoBKe, BEPHOM cuuTaTh MHA(OpPMaLMIO Ha CTukepe. package, it is correct to consider the infoniiation on the
JoKanbHbIli PYCCKOS3bIUHBLIA CTUKep He GyaeT 3akpbisath  Slicker. Local Russian sticker does not cover the original
OPUrMHA/ILHYHO 3TUKE3KY OT mpomssoarrtens, u 6yaer data of the manufacturer and is of the following content:
VMEeTb CNeflytoLLiee CoAep>KaHue:

LLInpmy HfibCKUHGIiIVbiH ogHoparoBblii cTepunbHblii BD Discardit M, 20mn, ¢ urnoit 21C x 1 1/2” (0,8 9610 MM), TUH
Luer

Mpoussogutens: bektoH AukuHcoH C.A., WcnaHus, (Beclon DickinstMi S.A., Espana), C/Mequinenza, s/n, 22520 Fraga
(Huesca) Espana.

MecTo Hpoun3Bogacrea: bektom, AuknHcoH C.A. / Bectem Dickinson S.A.

C/Mequinenza, s/n, 22520 Fraga (Huesca) E3pana.(/icHaHWs)

REF

Homep no katanory , CM. Ha ynakoBKe.

Lor
Kog naptum : CM Ha YraKoBKe.

Vcnons3oBaTh A0 7 Ty YW yNaKoBKe.

AnuporeHHo. HeTokcnuHo. CTepunbHO. TOMbKO ANS OJHOKPATHOrO NMPUMEHEHNS.

He ucnonb3oBaTb, eCnv ynakoBka NoBpexeHa. Hc cTcpunrraosarb MOBTOPHO.

He Hcno;>30BaTb NOCNe UCTEYEHNS CPOKa FOAHOCTMU.

O6nacTb NPUMEHEHUS: [asd UHBEKLUMU H/ A acnupauyn MeguLMHCKUX XUAKOCTE (KBAKOCTW OpraHu3Ma: KpoBb M T.4.) U
NleKapCTBEHHbIX NpenapaTos.

Ycnosusa xpaneHng,; npu Te.mnepartype ot +5@C go -*30X.

He gonyckarb BO3[eiCTBMS NPSAMOro COHEYHOTO CBETA.

Mepes NprMeHeHWeEM HeOOXOAMMO NPOBEPUTL LIENOCTHOCTb YMaKOBKY.

Cpok rogHoctu 5 ner.

YNONHO.MOYEHHbIN NpeaCcTaBuUTeNb NPON3BOAUTENS:

000 «bekToH AuknHcoH BocTok»: 127051 Mocksa, yn. CagoBas-CaMoTéuHas, . 24/27,2 aTtax, noMeLleHve |, komHaTa 18.
Ten.: +7 495 775 85 82, email: Complaims_CIS@bd.com.

PY No **¢**[****** o0 nnMM.AT

WH(opMaLMIo Ha pyccBasX3bIUHOM CTUKepe MPOCUM CUMTaTb NPUOPUTETHOM NpU MocTaBke B P,

J1oKanbHbIV PYyCCKOA3bIYHBIA CTUKEP Ha aHr IMACKOM A3bIKe NPUBOAUTCA TOMLKO A1 CPaBOYHbLIX Lienei/
Translation of local Russian sticker content to English is provided for reference purpose only

Single use injectiou syringe sterile BD Discardit M, 20 ml, with needle 21C x 1 1/2 (0.8 x 40 mm), type Luer
Manufacturer: Becton Dickinsmi S.A., Espana, C'Mequinenza, &n, 22520 Fraga (Huesca) Espafta.

Place of manufacturing: Beaon Dickinson S.A., Espana, C/Mequinenza, s/n, 22520 Fraga (Huesca) Espana.

Reference number | REF-|see the package.

LX)t number llot ; See the package.

Expiry date  : See the package.

Pyrogen-free. Non toxic Sterile. For single use only. Do not use if packaging is damaged. Do not re-sterilize. Do not use after
expiration date.

Scope; for injection and / or agitation of medical fluids (body fluids: blood, etc.) and drugs.

Storage conditions: at a temperature of +5°C to +.30"C.

Avoid exposure to direct sunlight.

Before use, check the integrity of the packaging.

Shelflife - 5 years.

Authorized Representative of the Manufacturer:

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

Tcl.: +7 495 775 85 82, email: complaints_CIS@bd.com

RC No ****xkxxi*x from DD.M.M.YY

Infonnation on Russian sticker, please consider the priority for supply in the Russian Federation.
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152 NH®OPMALUWA

MAPKNPOBKE

Cumson / Symbol

w1

d

STERL"EO
d ]

S

IlotlJ
iREFi

X

CE

STERILEEOQ

REF

E

1 d -

(d
n4
CE

IREFI

O CUMBONAX WA 155 SYMBOI. INFORMATION ON LABELING

C T e p il a b H 7 A , Al f.
l 1

Onwucanue / Description
WM3rotosutens / Manufacturer

CE <c perucTpayMoHHbIM Homepom opraHa ceptudgukauum EC) / CE -mark, conformity
with requirements of European regulations.

3anpe'r Ha NoBTOpPHOe npuMeHeHKe / Single Use
Crepunmzaupmsa okengom atuneHa / Ethylene oxide sterilization

[Jata nsrotoeneHus / Production date

Vcnonb3osaTb Ao / Use By Date

Kog naptum / L&t number

Homep no katanory / Catalogue Number

OcTopoxkHo! ObpaTnrech K WrcTpyKuum no npumeHeHuto / Caution

M3rotosutens / Manufacturer

CE (c peructpaynoHHbIM Homepom opraHa cepTudmkaumn EC) / CE —mark, conformity
with requirements of European regulations.

3anpet Ha NoOBTOpHOE npuMmeHeHwe / Single Use

Crepunusaumsa okemgom atuneHa / Ethylene oxide sterilization

1Ucnonb3oBatk go / Use By Date

Howmep no katanory / Catalogue Number

Kog naptum / Lot number

Jata nsrotosneHus / Production date
MepepaboTka ynakoBkn 1Packaging recycling

YNaKoBOYHbI MaTepuan NoanexunT BTopnyHoli nepepaboTke / Recyclable Packaging

Wcnonb3osats go / Use By Date 1
[Jata nsrotosneHus / Production date

M3rotosutens / Manufacturer

CE (c perucTpaysoHHbIM HOMepoM opraHa ceptudmkaumm EC) / CE —marie, conformity
with requirements of European regulations.

Homep HOkatanory / Catalogue Number
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Kog naptum / Lot number

YNaKoBOYHbI MaTepua NOANEXMT BTOPUYHOI nepepaboTke / Recyclable Packaging

----------- L
Q ) MepepaboTka ynakoskil/ Packaging recycling
3anpeT Ha NoBTOpPHOe npuMeHeHwue / Single Use
SmOLEEO CTepunusaums okcuaom atuneHa / Ethylene oxide sterilization
jstic,

Bepeub oT Bnarv / Keep Dry

He gonyckatb Bo3gelrcTeusa conHeyHoro ceeta / Keep Away From Sunlight

Xpynkoe, 06paLatbcs 0cTopoXkHo / Fragile, handle carefully

f

A

.6 BHOCOBMECTMIMOCTD

16.1 MEPEYEHb MATEPUANOB X MBOTHOTO
n mnwn) YENOBEYECKOTIO
MPONCXOXAOAEHUNA

B cocTaBe 13aenns 0TCYTCTBYHOT MaTepuarbl XXUBOTHOMO W
(nnn) YenoBEYECKOrO MPOUCXOXAEHUS.

16.2 CNMMCOK JNEKAPCTBEHHbLIX CPEACTB

ans MEAWNLUWHCKOIO NMPUMEHEHNA,
COLEPXALLUXCH B MEAULWHCKOM
N3JENNU

LWnpuubl Discardit 1l He cogepxar B CBOeM COCTaBe
NeKapcreeblHble BeLLecTBa, HO OHW MpefHasHayeHbl AN
BBeLEeHWA IEKAPCTBEHHbIX CPeACTB.

16.3 SAABJIEHWNE O
"OTANATOB, TATEKCA U BPA

COOEPXAHWUN

» TpoayKuus He COLEPXMT HATypasibHOr O NaTekca.

e TpoayKuma He COAEPXUT (hTas1aToB.

e [pogykums  He  cogepXeT  nonuMkapboHaT W,
cneposatensHo, 6uctpeHon A (BPA), Homep CAS 80-
05-7, Homep EC 201-245-8.

16.4 BOSMOXHOCTb U
MCMNONMb3OBAHNSA JAHHOTO
MEAWLUWHCKOrO W3AENNA NOAbMW C
MMMNNAHTUPOBAHHBIM U
MELAVNLUUHCKNMMU

BEPEMEHHbIM U n KOPMALW UMM
XEHWWHAMMW, AETbMWU, B3POCAbIMW C
XPOHWYECKUMMW 3ABONEBAHNAMMU

OCOBEHHOCTMH

U3OENNAMMN,

MW  MOXeT ucnonb3oBaTbCA [ANA MauveHTa 6oro
BO3pacTa, Nosa 1 3THUYECKON rpynmbl.

17CPOK TOOHOCTHN

1 CpoK rogHocTi 5 neT ¢ MOMeHTa Npomn3BOACTBaA.
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OcTopoXkHo! O6paTuTech K MHCTPYKUMK Mo npumeHeHuto / Caution

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

BD Discardit U are medical devices that do not contain
medicinal substances, but they are intended for delivery of
medicines.

163 STATEMENT REGARDING PHTHALATES,
LATEX AND BPA

e 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 80-05-7,
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 manufacture.



INTEKY WA PEMOHT
1HenpvmeHumo. M3gennsa ogHOpasoBble.
19 TEXHWYECKOE OBCNYXWMNBAHWE

TexHuueckoe 06Cy>KUBaHME WAW  KaMGpOBKA  He
3pebytoTcs, Tak Kak 13genust NoCcTaBNsTCA B FOTOBOM /15
MCMONb30BaHNS BUE.

191 AE3NHPEKLMUSA

HenpumeHumo. W3penus
CTEPUNIN3ALMMN He MOA/Iexar.

20 YCNOBNA SKCIMNYATAUWNN, XPAHEHNA W
TPAHCMNOPTUPOBAHWA

Ycnosus akcnnyaTauuu:

CTepUnbHbl.  [OBTOpPHOI

Temperature  (BHYTpeHHSA
cpefa opraHusma), ‘C

Ot +32 fo M2

YcnoBua xpaHeHus:
AdpekTnBHASA M 6e3omacHas akcnayatauus M BO3MOXHa

TOMBKO  Npu  coGMoaeHnn  ycnoBuid  xpairetfua u

rPaHCMOPTMPOBKY, YKa3aHHbIX HIDKE:

Temneparypa, “C Ot 15 po +30

OTHocuTeNbHas BRaxHocts, OT 20 pgo 80 6e3s

% o6pa3oBaHus
KOHJeHcaTa

Y CcnoBusa TpaHCNopTUPOBaHUA:
W3genve TpaHCNOpPTMPYIOT BCEMW BuAamMu TpaHCMnopTa B
KPbITbIX TPaHCMOPTHBLIX CPeAcTBax B COOTBET'CTBUM C
npaBunamy  NepeBO3KW  FPYy30B,  AEACTBYIOWMX  Ha
"paHcnopTe KaXgoro Buga. MeauumHcKoe u3genve
1 rpaHCropTMPYeTCa B CYXMX, TEMHbIX YCMOBMAX, Mpu
Te.mnepatype o1 +5 ®C go +30 °C u OTHOCMTENbHO
BnaXXHoCTM Bo3gyxa oT 20 % o 80 % (6e3 koHAeHcaumn).

21 TPEGOBALLLL MO 3ALUTE OKPY)XAOLLLEN
CPEAbI

2171 BIVUAHWE MEAWLUUHCKOTO W3AENNS
HA OKPYXXAIOL YO CPELY

MeaunLMHCKne n3aenms npw CMONb30BaHUM,
TPAHCMOPTUPOBKE W XPAHEHWM HE OKa3bIBAOT HEraTUBHOIO
BO3/IEIC'TBMS Ha Ye/IOBEKa 1 OKPYXKatoLLYHO Cpefy.

21.2 MOPAA0K U YCNOBUA YTUNU3ALUM
UM YHUUTOXEHUA  MEAWLMHCKOIO
N3NENNSA

IMocne 1Ccnonb3oBarrvis NPOAYKLMN HEO6X0ANMMO aKKypaTHO
CHSITb UIA1Y CO LUNPULA, W YTUAU3MPOBATL MUY W WNPWL, MO
OTAENbHOCTV /11 NPeAOTBPALLEHNS  MH(ULMPOBaHNS,
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18 CURRENT REPAIR
Not applicable. Single use device.
19 MAINTENANCE

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

191 DISINFECTION

Not applicable. The devices are sterile.

20 TERMS OF
TRANSPORTATION

Terras of use:

USE, STORAGE AND

1Tetperallre (internal  From +32 to +42

) environment of the body), 'C

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

From +5 to +30
From 20 to 80 non-
condensing

Temperature, ‘C
Relative humidity, %

Transportation conditions:
The product is transported by all means of transport in
covered vehicles in accordance with the rales for the
transport of goods operating on vehicles of each type. The
medical device is transported in dry, dark conditions, at
temperatures from +5 ®@C to +30 °C and relative humidity
from 20 % to 80 % (non-condensing).

21 ENVIRONMENTAL REQUIREMENTS

21.1 ENVIRONMENTAL
MEDICAL DEVICE

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

IMPACT OF THE

21.2 PROCEDURE AND CONDITIONS FOR THE
DISPOSAL OR DESTRUCTION OF A MEDICAL
DEVICE

After using the product, carefully remove the needle from
the syringe and dispose of the needle and syringe separately
to prevent infection, preferably using commercially
available waste containers.



/TApeAnoyYTUTENBHO C UCMOJb30BaHWEM KOHTEHepoB AA
0TXO0[0B, JOCTYMHbIX Ha PbIHKE.
W3penvs, MMEBLUME KOHTAKT C KPOBbIO W/Wn Apyrumu
OGMONOTMYECKUMWN  XKNAKOCTTAMK, MOLOEXAT  Y3HAM3aUMu
/NN YHUUTOXEHWIO cornacHo CaHlMHW 2.1.3684-21 no
Knaccy b. t
Hencnonb3oBaHHble n3genns (He WMEBLUME KOHTaKTa C
KPOBbIO U/MNMN C BUONOTMYECKUMM XKMAKOCTAMM), B T.4. C
MCTEKLUMM CPOKOM FOAHOCTM, NOAMEXAT YTUAU3aUMN UK

YHUYTOXCbLUIO cornacHo CaHlMuH 2.1.3684-21 no toTcey

N

Mpy [o.MalwHeM MpPYMEHEHWU MeAVUMHCKWE  W3Aenus

MOrYT ObITb YTUNU3MPOBAHBI KaK ObITOBbIE LLIXOAbI.

22 METOAbl N YCNOBUA CTEPUNNSALNN

22.1 MPOLUECC CTEPUTN3ALINI

Crepunusaumio nNpoBOAAT CMECHIO aTuneHokemga u COr (B
00THOLWeHUN 90:10).

23 NMEPEYEHDb HALIMOHABbHbIX 7
MEXAOYHAPOOHbIX HOPMATWBHbIX
JOKYMEHTOB/CTAHOAPTOB, KOTOPbLIM

COOTBETCY"BYET MEANUNHCKOE U3AENNE

Products that have come into contact with blood and / or
other biological fluids should be disposed of and / 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, should be subjected to disposal
of and / or destruction in accordance with SanPiN 2.1.3684-
21 class A.

For home use, medical devices can be disposed of as
household waste.

22 METHODS
STERILIZATION

AND CONDITIONS OF

2211 STERILIZATION PROCESS

Sterilization is carried out with a mixture of ethylene oxide
and CO2(in a ratio of 90:10).

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

CraHpapt/ o
Standard OnwucaHue Description
?ngg{;;jaz‘m K MJQ”#”::EE:M MM:%i”MV;MN'I Sterilization of medical devices - Requirements for
EN 556 K.'ETero T <CTe VIJ'IbeIeFJ) 4 A medical devices to be designated "STERILE" - Part
P P ) 1 Requirements for terminally sterilized medical
Yactb 1 TpeboBaHUsA K MeAULMHCKUM WU3AeNnsMm, devices
MOANEXALLMM (PUHWLLHONA CTepunm3aumm
Vibopmauus, MOArOTABNMBAE.MAA | e - ation supplied by the manufacturer of
EN KHI 13roTOBMTENEM, COMPOBOXAAOLLAA MEAULIMHCKINE . .
medical devices
npuoéopb!
OueHKa 61MONOrMYECKOro AeNCTBUA MEANLIMHCKNX
c n3genui Biological evaluation of medical devices
epus . ) . . o .
CTaHAADTOR Uactb 1 OueHka W wucnbiTaHus B pamkax Part 1. Evaluation and testing within a risk
Aap npoLiecca MeHepKMeHTa pUCKa management system
EN ISO 10993 . : . I .
YacTtb 7: OcTaTouHoe cofepkaHue aTuneHokemga Part 7; Ethylene oxide sterilization residuals
rnocne cTepuamM3aumm
c OueHKa 61MON0rMUECKOro AeNCTBNS MeAULIMHCKMX
epust " S . . . !
n3nenun. Biological evaluation of medical devices - Part 10;
CTaHAapToB i L . L
EN 1SO 10993 Yactb 10: MCCﬂE,D,OBﬁHVIfI pasgpaxatowiero u Tests for irritation and skin sensitization
CEeHCUBUNN3NPYIOLLLETO feCTBUSA
Crepummsaums MEANLARCKON MPOAYKUAN. * sterilization of health care products - Ethylene
EN IS0 TVrIeHoKCHA, oxide - Requirements for the development
YacTb 1 TpeboBaHMA K pa3paboTke, BanugaLmm u S . e
11135-1 validation and routine control of a sterilization
TeKyLLemy yrpasfeHnto npoLeccom . .
o process for medical devices
CTEPUN3ALUN MESULMHCKINX U3LENNIA
TepunuzaumMs  MegMUMHCKOM N KU, N
CB: eprnmvsal CANLIHCKO PORYKL Sterilization of health care products - Biological
EN 180 11138 DVO/IOTUHECKNE MHAVKATODDI. indicators - Part 2. Biological indicators for
Yactb 2. Buonoruyeckue WUHAMKaTOpbl A/1s thvl ide sterili ) ti
CTEUIM3ALIN OKCUZION 3THEHA ethylene oxide sterilization processes
. Packaging for terminally sterilized medical devices
EN ISO 11607 YnakoBka AN .MEULMHCKWUX  WU3AENUiA,

MOA/IEXALLMX PUHWLLIHON CTEPUAN3ALIUN
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Part 1. Requirements for materials, sterile barrier
systema and packaging systems



YacTb 1 TpeboBaHWs K MaTepuana.M, 6apbepHbIM
cucTeMam ana crep|wmiuumym 1 ynakoBOUHbIM
cucTemam

Uactb 2. T}>e60BaHuA K Bamjaumy MpoLLEeccos
(hopMmpoBaHus, repmeTm3aLum 1 copku
Crepunusaumsa MeULIMHCKMX n3aenmii.
i Mrkpo6ronornyeckue mMeTogpl

Part 2; Validation requirements for forming, sealing | i

and assembly processes

Sterilization  of  health
Microbiological methods

care  products

METOAbI UCMbITaHWIA
4 TAPAHTUNHBIE OBATALENBLCIBA

| MpousBoauTens  rapaHTUpYeT COOTBETCTBME  [@HHOrO
MEeLULMHCKOr0 U3AeNns 3asBIEHHbIM XapakTepucTMkam B
npefenax coXpaHeHWs CpoKa rogHOCTW - coc'raBnseT 5 net
(cpoka coxpaHeHWs ero CTepubHOCTK), NPU YCNOBUK, UTO
cobnogatoTca TpeboBaHMS NMPOM3BOAUTENS, YKa3aHHble B
WHCTPYKAAN HO NPUMEHEHWIO.

25 PEKNTAMALNA

B cnyyae BO3HMKHOBEHWS BOMPOCOB, CBSI3aHHbLIX C
Ka4yecTBOM  .MEeAMUMHCKOro  u3fgenms,  Heobxoaumo
06paTuUTLCA Mo CriedytowemMy aapecy K Y NnoiHOMOUYEHHOMY
MpeacTaBuTento Mpowsgoamtens B Poccuiickoii
@e.LiepatwiL:

000 «bekroH ANKMHCOH BOCTOK,

Poccuiickas ®epepaums, 127051 Mocksa, yn. Cagosas-
CamoTéuHas, 4. 24/27, 2 aTax, noMewleHne 1, komHata 18
Ten/hakc: +7 495 775 85 82

Email: Complaints CIS®bd,com.
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Uaerb 1 OueHka nonynsumn mukpoopraHusmoB Part 10 Determination of a population of
ENISO 11737 Ha NpoLyKuuu. microorganisms on products
UacTb 20 WcnbiTaHna  Ha  cTepunibHOCTb, Part 2: Tests of sterility performed in the definition,
npoBoaumble  Mpu  Banmgauum  npoueccos validation and maintenance of a sterilization
cTepunmsaumm process
EN 1SO 13485 W3penua meamumHckue. Cuctembl MeHepkMeHTa Medical devices - Quality management systems -
KadecTBa. TpeboBaHus 4na Leneit per>'nnpoBaHus Requirements for regulatory purposes
EN 1SO 14971 W3genua MeULIMHCKMeE. MpumeneHne Medical devices - Application of risk management
MeHepKMeHTa pucka K MeauuuHekum nsgennam  to medical devices
0,
ZZ';(;He;'&KI; KO'-;WEJCI_'I(M; gBKO?r/]:H?ACTMO forf)) Conical fittings with a 6 % (Luer) taper for syringes,
EN 20594-1 Py PULIES, ARY needles and certain other medical equipment - Part
MeAuUMHCKoro obopygosaHus. Yacte 1. O6wpe .
1 General requirements
TpeboBaHus
] W3penwns MeLMLMHCKNe. CvMBObI,
EN |So NPVMEHsEMble npu MapKUpOBaHnM Ha Medical devices - Symbols to be used with medical
15093-1 MCOALUMHCKUX — u3fenusx, ISTMKeTKax U B device labels, labelling and information to be
| COHPOBOANTENbIION JOKYMEHTALIAN. supplied - Part I: General requirements
) YacTtb 1. O6Lme TpeboBaHUs
Wrnbi MHBEKLMOHHbIE OHOKPAa3HOro . . .
1EN 1SO 6009 npUMeHeHus CrEpUbHbIE. LigeToB08 !—|ypo_d_erm_|c needles for single use. Color coding for
identification
KoAupOBaHue
Urnbl NHBEKLUMOIMbIE ofHokpaTHoro Sterile hypodermic needles for single use -
EN ISO 7864 .
............. NPYIMEHEHUS CTEPUSIbHBIE. Requirements and test methods
1 ENISO 7886- #ﬂmﬁ;m C'TA:;;}:(I:L"HMS:H"E ORHOKPATHOTO  grerife hypodermic syringes for single use - Part I:
1 Uactb 1 LLINpWLbI ANS pyYHOTO UCMO/b30BaHPLL, Syringes for manual use
Tpy6KM UronbHbIe U3 HEPXKABEHOLLE cTanu Ans . .
ENISO 9626  M3rOTOBNEHNS MELMHCKX T, TpeGoBaHvs 1 Stainless steel needle tubing for the manufacture of

medical devices - Requirements and test methods

24 WARRANTY

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

25 RECLAMATION

In case ofany 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.

S
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Tepesoa NEpBOro THCTA ¢ AHMMMICKOTO ¥ HCAAHCKOTO A3BIKOB HA PYCCKHH A3bIK

<Kpyrnuiit repbosuit rramn: KOJUIETHH HOTAPUYCOB UCTIAHHHA>

HHCTPYKUHSA MO NPHMEHEHHIO

i

HInpun HHbLEKIHOHHDbIH O{HOPA30BbIA
crepuibabii BD Discardit II, ¢ wurimod, B
BAPHAHTAX HCMOJHEHUHA

IIponssopurenn: Bexron duxnncon C.A. (Hcnanus)
{Becton Dickinson S.A. (Espaiia))

«YTBEPXJIAIO»
Bexmon Juxuncon C.A.
(Becton Dickinson S.A.}
<1l A .
TaMIT: KOSOOHMENRs OMOeN
{Nororun: B (BDY 4 ¢ ¢ p&ucm}:::
occe Mexsunenna 6/n
22520 ®PATA (Yocka) (Elena Morollén)
Henanusg Hoonscs
(Becton Dickinson, S.A., <IHoonuce>
Ctra, Mequinenza s/n Mn,
22520 FRAGA (Huesca)
Spein)> «0envy Mecay (yugpamu)

«HAcTORmHEM NOATBEPRARIO TOYHOCTD, HPABHILAOCTE
H JOCTOBEPROCTS AAHHOTO NEPEBOAA HA PYCCKu il FILIK»

2021 r,

YUUMS oG4 r
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Teperoa oGopoTa NepeoOro AHCTA ¢ ARIAUACKOTO W HCNAHCKOrO A3BIKOB Ha PYCCKHI A3BIK

<Ulvamn:

A, XEPMAH MAPHA NEOH-U-TIMHA, no*rapuyc
Bucuielt KOJUICTHH HOTapHYCOB Maapuaa,
3aperncrpnposanibilt B . Can-ArycTu-aenb-I'yanannxe:
CBUAETEJILCTBYH): Yto HacToAwMas KOMKA TOHHO
COOTBETCTBYET NPEALABICHHOMY MHC JOKYMEHTY. - - = = =
B noateepaicHME  uerc  BMOAIC  HAacTOALNCE

CBHICTENBCTRO 8 r. Can-ArycTu-aens-I'yanaamkc
Muam...mcm MR dBe mpicaNy, momm
nEPGOR0.2009. .. eeernmeeeesntaaaaanccteeeens

<floonuce>

<[epGosan nevars:
I'-H XEPMAH MAPHUA JE JIEOH [ITUHA *
HOTAPUYCI". CAH-AT'YCTUH-AENL-I'YAJAJIUKC>

<AKUM3INAA MaApPKA:
TEHEPAJIbHbIF COBET HOTAPHATA UCNAHHH *
EBPOTIEACKHI HOTAPHAT * 0270111269>

<MAPKA JIETAAW3ALIUA AOKYMEHTOB
KOJUIETHI HOTAPHYCOB UCITAHHH * A332383302>
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<LTamn:

/Norotun: b, (BD)/
BEKTOH JVNKNHCOH C.A.
LLlocce MekBMHeHLa, 6/H
22520 ®PAT A (¥Yacka) - UcnaHusa
(BECTON DICKINSON S.A.
Ctra. Mequinenza, s/in
22520 FRAGA (Huesca) - Spain)
Ten. 974 47 09 00>
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BekTOoH JuknHcoH C.A.

(Becton Dickinson S.A.)
PykoBognTe/b OTAeNnaperucTpayum
Enena MoposnnoH

(Elena Morollon)

<[lognucwv>



[MepeBoj faHHOIO TeKCcTa BbiNO/HEH NepeBOAYNKOM AneKceeBblM Afniekceem AfneKcaHLpOBUYEM.

Poccuitckan ®depepaums
Mopon MockBa.

TpuguaTtoro aBrycra fiBe Tbica4u BajLUaTb LLepBOro roja.
A, [OeiiHeko Jllogmuna BanepneBHa, BPEMEHHO WCMONHAKOWAaA 0643aHHOCTM HOoTapuyca

ropoga Mocksbl MpoKoleHKoBON EneHbl EBreHbeBHbl, CBUMAETENLCTBYHO MOAJIMHHOCTbL NOANNUCH

nepesoAu4nka Anekceesa Anekces AnekcaHposuya.

Mognuck chenaHa B MOEM MPUCYTCTBUMN.

JlnyHOCTbL NOANUCABLLEr0 LOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peectpe: Ne 21/86-H/77-2021- Jjf>n
YnnayeHo 3a coBepLleHWe HoTapuanbHoro gerictena: 400 py6. 00 Kon.

N.B. [eliHeko

, FepboBas nevarb
HoTapuyca r.Moclubl

MpoLHYpPOBaHO, NPOHYMEPOBAHO U CKPEM/EHO nevatbio A

LLICb LB

Poccuiickas degepauns
[‘opog Mocksa

TPUILATOrO aBrycTa /[BelbTUIB3ALETL TEB0IGB

A, [feiineko Jliog"snsa.. BanepnesHa, BPEMEHHO WCMONHAOWAA
O6si3aHHOCTM HO™a\Yunycalopofa MockBbl MpoKOLIEHKOBOW EneHb
EBreHbeBHbI,>e>NeTe>»"TBYI0 BEPHOCTL KONUK C NOHACTAB/IEHHOTO
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