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HanmeHoBaHMe MegULMHCKOIO U3fenus

LLInpuUL MHBEKLMOHHBIA 04HOPa30BbIi cTepunbHin BD ¢ pasbemom Luer-

Lok, 6e3 urnel, o6vemom 1,5, 10, 20, 30, 50 mA, B BapuaHTax UCMONHEHUS:

1 LUNpuL, MHBEKLMOHHbINA OAHOPAa30BbLIM CTepubHLIA BD ¢ pasbeMoM
Luer-Lok, 6e3 urnbl, o6bemom 1 mn;

2. LWnpuy MHBEKLMOHHbIV 0fHOPa30BbIli CTepubHbIA BD ¢ pa3beMoM
Luer-Lok, 6e3 urnbl, 06beMOM 5 Mn;

3. Wnpuy MHBLEKLMOHHBIA 0fHOPa30BbIA CTepUbHLIA BD ¢ pasbemom
Luer-Lok, 6e3 urnbl, 06beMom 10 Mn;

4. LWnpuy, MHBEKLMOHHbLIA OAHOPAa30BbIN CTepUbHbIA BD ¢ pazbeMom
Luer-Lok, 6e3 urnbl, 06bemom 20 mn;

5. LUnpuvL, MHBEKUMOHHbIV OAHOPa30BbI CTepUbHBIA BD ¢ pasbeMoM
Luer-Lok, 6e3 urnel, 06bemom 30 Mmn;

6. LUnpuy, MHBEKLUOHHBIA 04HOPa30BbIiA cTepuUbHbIA BD ¢ pasbemMom
Luer-Lok, 6e3 urnbl, 06bemom 50 mn.

3necb nganee — BD Luer Lok 1mn, BD Luer Lok 5 mn, BD Luer Lok 10
mn, BD Luer Lok 20 mn, BD Luer Lok 30 mn, BD Luer Lok 50 mn
COOTBETCTBEHHO, Wnpuy(sl) BD, nsgenve, meauumMHcKoe usgenve, MU,

Ha3HaueHne MeMUUHCKOro usfenus

WN3penve npegHasHaueHo Ans MHbeKUUIA 06LLEr0 HAa3HAYeHWst U acnmpauum
KMLKOCTEN 13 h1akoHOB, aMNy/ 1 y4acTKOB Te/la Nog, NOBEPXHOCTbHO KOXM.

Moka3aHus

N3pgenus  npegHasHauyeHbl A1 MOAKOXHbIX,  BHYTPUMbILLIEYHbIX W
BHYTPMBEHHbIX UHBEKLWIA PasMYHbIX XUAKNX NEKAPCTBEHHbIX CPEACTB, U
acnupauuy KuAKocTeld M3 (hNakOHOB, aMmmy/n U Y4yacTKOB Tefna Mof
MOBEPXHOCTHIO KOXM.

IMpoTnBonokKasaHus

[MpoTMBOMNOKa3aHUA HE BbIABNEHDI.
[na BapwaHTa ucnonHenms MU 1 mn
BanmamposaHo KomnaHueli BD.

BHYTPWUINa3HOe MpPUMEHEHVE He
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Name of the medical device

BD injection single-use sterile syringe with Luer-Lok, without needle 15 10—

20, 30, 50 ml in design variants:

1 BD injection single-use sterile syringe with Luer-Lok tip, without needle
volume 1ml;

2. BD injection single-use sterile syringe with Luer-Lok tip, without needle,
volume 5ml;

3. BD injection single-use sterile syringe with Luer-Lok tip, without needle,
volume 10Omi;

4. BD injection single-use sterile syringe with Luer-Lok tip, without needle,
volume 20ml;

5. BD injection single-use sterile syringe with Luer-Lok tip, without needle,
volume 30ml;

6. BD injection single-use sterile syringe with Luer-Lok tip and without needle,
volume 50ml.

Hereinafter referred to as BD Luer Lok 1ml, BD Luer Lok 5 ml, BD Luer Lok
10 ml, BD Luer Lok 20 ml, BD Luer Lok 30 ml. BD Luer Lok 50 ml, BD
syringe(s), device, medical device, MD.

Intended use of the medical device

This product is used for general purpose injection and aspiration of fluids from
vials, ampoules and parts of the body below the surface of the skin.

Indications

These products are used for subcutaneous, intramuscular and intravenous
administration of liquid medicines, and fluids aspiration from vials, ampoules and
parts of the body below the surface of the skin.

Contraindications

No known contraindications.
For 1 mL syringes - Intraocular Use is not validated by BD.



B03MO>KHbIE OCMIOXXHEHUA 1 NOBG0YUHBIE 3(h(EKTHI

Mpn TpaHCNOPTUPOBaAHUWN, XPaHeHUM W WUCMONb30BaHUN MeAULMHCKOro
n3genna, cornacHO UMHCTPYKUMnM no ncnosib3oBaHUIo, No60YHbIX ,ﬂ,eVICTBMﬁ
HE BbIABNEHO.

CBefieHns 0 Npon3BoANTENE

MponssoaunTeESb:

BekToH, IMKNHCOH 3HA KomMnaHu

Becton, Dickinson and Company

1 Becton Drive, Franklin Lakes, NJ 07417, USA (CLUA)

Janee npon3BoauTeNb MOXET YNOMUHATLCA KakK «KomnaHua BD», «BD».

MecTa nNpon3BoACTBa MeAVLMHCKOr0 U3enus:
1 Becton, Dickinson and Company, Route 7 & Grace Way, Canaan, CT
06018, USA;

2. BD Medical Surgical, 2153 12th Avenue, Columbus, NE 68601, USA.

YNOMHOMOYEHHbI NpeacTaBuTeb NPon3BoanTeNs B P®:

00O «beKToH AMKNUHCOH BOCTOK»,

Poccuiickas ®efepaums, 127051 Mockea, yn. Cagosas-CamMoTé4Has, A
24/27, 2 sTax, nomeweHme |, KomHata 18,

Ten./qpakc: +7 495 775 85 82
Email: Complaints CIS@bd.com,

Ycnoeus, 06nactb MNPUMEHEHMS W MNOTEHUWalbHbIA NOTPebUTENb
n3penus

HeT orpaHuWYeHwid, KacarloLMXCsa YCNOBWU/ NPUMEHEHMs, KPOMe TOro, 4To
Heo6X0MMO OCBeLLEHME 0CTAaTOUYHOE A1 NPOCMOTPA AENEHWUIA LLKabI.
LLnpuubl MOTyT MCMONb30BaThb Pas3fIMYHbIe MO/b30BATENN, B TOM 4uche
NPakTUKyOLWMe MeANUUHCKNE PabOTHUKM  (Hanpumep, TepanesThl,
mMefcecTpbl, ¢enbawepbl 1 hapMaleBTbl), 00y4YeHHble 06palleHN0 €O
lwnpuLamMm.

Lnpuu, NpuUMeHstOT AN BBefeHWS MeAWLMHCKUX MpenapaTtoB  Wm
XXUAKOCTeA BCeM rpynnaM nNauueHTOB B COOTBETCTBUM C YTBEPXKAEHHOI
npoueaypoii. OrpaHnYeHniA MCMonb3oBaHWsl MO BO3PAcTy WM Becy HET

(BO3MOXHO NPUMEHEHNWE Y HOBOPOX/AEHHBIX U B3POC/IbIX).
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Possible complications and side effects

When transporting, storing and using the medical device according to the
instructions for use, no adverse effects have been identified.

Information about manufacturer

Manufacturer:

Becton, Dickinson and Company

1 Becton Drive, Franklin Lakes, NJ 07417, USA

Hereinafter, the Manufacturer can be referred as «<BD Company», «BD»

Manufacturing sites:

1 Becton, Dickinson and Company, Route 7 & Grace Way, Canaan, CT 06018,
USA;

2. BD Medical Surgical, 2153 12th Avenue, Columbus, NE 68601, USA.

Authorized representative of the manufacture in the Russian Federation:

«Becton Dickinson Vostok» LLC,

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

tel./fax: +7 495 775 85 82

Email: Complaints_CIS@bd.com.

Conditions, scope and potential consumer of the product

There are no environmental restrictions except adequate lighting to read the scale
marks.

The Syringe can be used by various users including medical practitioners (e.g.
physicians, nurses, nurse practitioners, and pharmacists) trained in the use of the
syringe. The Syringe are to be used by any patient population with consideration
given to the procedure being performed and the medication or fluids being
administered. No age or weight restrictions e.g., neonates through adult.



TpeboBaHMs 6€30MacHOCTU Y MePbl NPeJOCTOPOXKHOCTH

AnuporeHHo.
noBpexeHa.
YTUnn3unpyite Bce UMbl U WNPULLI B COOTBETCTBUU C HaLMOHaNbHbIMUW/
npasunaMn / npasunamn MNpUHATbLIMKW B MEAULMHCKOM YUpeXaeHuu.
Mocne OAHOKPaTHOrO WCMNONb30BaHUA YTUAU3NPYWATE B HaAKOMUTENb
OCTpPbIX NPeLMETOB.

He o151 nepopanbHOro npyMeHeHus.

Mpu NPon3BOLCTBE AaHHOrO NPOAYKTa He MCNOMb3yeTcs HaTypasibHbIi
Kay4yKOBbI1 naTekc.

OcTopoxHO. Bo n3bexaHue 3apaxeHus BUAY (CL4), BIB (renatut
B) 1 pyrumun nHgeKUMOHHbIMY 3a601eBaHUAMK, MPU Cy4YainHOM YKone
WINORA, UCMONb30BaHHbIE UMbl He CNeAyeT 3aKpbiBaTb Konnavykamu wim
OTCOELMHATb, 32 UCK/IOYEHNEM CyYaeB, KOrAa HeT afibTepHaTuBbl Un
TaKoe AeiicTBME TPebyeTcs B COOTBETCTBMM C KOHKPETHO MeANLNHCKOA
npoueaypo.

lMoBTOpHOE HafeBaHWe KOMNavyka Ha UMy JO/MKHO BbINONHATLCS OAHOM
PYKOIA.

OcTopoXHO. [1OBTOpHOE  UCMOMb30BaHME  MOXET NpPWMBECTU K
3apaeHno wnu Apyrum 3abonesaHusM/TpaBMaM. dapmaleBTUYECKUE
npenaparbl, MPUIrOTOB/IEHHbIE B 3TUX LUMPULAX, CMeAyeT BBOAWUTL Kak
MOXHO CKopee.

LWnpuu BD Luer*Lok 06bemMoM 1 M MMEET BHELLIHWIA AnaMeTp, paBHbIiA
AnameTpy wnpuua BD Luer-Lok o6bemom 3 mn. LLINpuueBble Hacocbl ¢
aBTOMaTUYeCKUM onpeaeneHWem pasmepa wnpuua 6yayT HenpaBuibHO
onpefenaTb Wnpuy o6beMoM 1 MA Kak Wwnpuy obbemom 3 M. JTa
OlWIMOKa npuMBeAeT K HeAOCTaTOMHOM  WH(Y3MM flekapcTBa C
KoappuumeHTom 70%. Bo m3bexkaHue oWMOOK npu UHDY3UM/neveHun
KoMnaHus BD  pekomeHgyeT obpawaTtbCd K MpOWU3BOAUTENHO
LUNPULEBOro f03aTopa, YTobbl y3HaTh, 6YAET M BO3HMKATb 3Ta OLLUMOKA,
Kak ee NpefoTBpaTUTL W AOCTYMNHA M BEPCUS MPOrpammmupoBaHns uau
nporpaMmmHoro obecrieyeHuns, nogxofdwas Ans 3Toro  wnpuua.
HekoTopble npoussoguTenu npegycmotpenu wnpuy BD  Luer-Lok
06bemMoM 1 M.

MpumeyaHue:

LLinpuueBble Hacocbl 6e3 aBTOMATUYECKOro OnpejeneHns pasMepa

He MCHOﬂb3yﬁTe, ecnn  unHamempyanbHaa YyhnakKoBKa
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Warnings and precautions

Non-pyrogenic. Do not use if individual packaging is damaged.

Dispose of all needles and syringes in accordance with
national/institutionai guidelines. Discard in approved sharps collector
after single use.

Not For Oral Use.

This product is not made with natural rubber latex.

Caution. To help avoid HIV (AIDS), HBV (Hepatitis) and other
infectious diseases due to accidental needlesticks, used needles should not
be recapped or removed, unless there is no alternative or such action is
required by a specific medical procedure.

Recapping of needles must be performed using a one handed technique.
Caution: Re-use may lead to infection or other illness/injury.
Pharmaceutical products prepared into these syringes should be
administered as soon as possible.

The BD Luer-Lok 1mL syringe has an outer diameter equal to a BD Luer-
Lok 3mL syringe. Syringe pumps with automatic syringe size detection
will incorrectly detect this ImL syringe as a 3mL syringe. This error will
cause an underinfusion of medication by a factor of 70%. In order to avoid
an infusion / medication error, BD recommends that you contact the
manufacturer of your syringe pump to determine if this error will occur,
how to prevent it and if a revision in the programming or the software is
available that will accommodate this syringe. Some manufacturers have
made provisions for the BD Luer-Lok ImL syringe.

Note:

Syringe pumps without automatic syringe size detection will work properly
with the BD Luer-Lok ImL syringe. The critical internal dimensions of the
syringe that effect accuracy and performance remain unchanged from the BD
Luer Slip ImL syringe.

The user enters the syringe size (ImL) into the pump without automatic
syringe detection and this will allow the BD Luer-Lok ImL syringe to work

properly.



wnpuua 6yayT npaBuibHO pabotaTth co wnpuuem BD Luer-Lok | mn.
KpuTnueckne BHYTPEHHWE pasmepbl WNPULA, BAVAIOLWME Ha TOYHOCTb U
NPOU3BOANTENBHOCTb, OCTA/INCH TAKMMM XKe, KaK y wnpuua BD Luer Slip
1 mn.

Monb3oBaTens BBOAWUT pasmep wnpuua (I M) B nomny 6e3s
aBTOMATUYeCKOro onpefeneHuns Wnpuua, 1 3To no3sondeT wnpuyy BD
Luer-Lok 1mn paboTtaTb LO/MKHLIM 06pa3oM.

V1306paxkeHe 1 onucaHme U3genns

LUnpuy, coCTOMT U3 UWAMHAPA, HAa KOTOPbIi HaHeceHa rpagyvpoBaHHas
LKana, ¥ LITOKa MOPLUHSA C YNI0THUTENEM, NPUKPENIEHHbIM K KOHLLY LITOKa
nopwHsa. LUnNpuuy He vMmeeT wrnbl B KomnnekTe. LLnpuy ynakoBaH B
VHAVBUAYaNbHYHO G/IMCTEPHYHO YNaKOBKY, CTEPUSIEH U NpejHa3HauyeH s
OAHOKPATHOr0 MPUMEHEHNS.

Picture and description of device

The syringe consists of a cylinder, on which a graduated scale is applied, and a
piston rod with a plug attached to the end of the piston rod.

The syringe is not supplied with needle. The syringe is packed into individual
blister package and sterilized for single use.

C
Puc. L OcHoBHble yacTwu nsgenns / Pic. L Main parts ofthe device
Parts of Device Device Component KOMMOHEHT nsgenuns
YacTu usgenua
B Syringe Barrel UnnuHap wnpuua
C Plunger Stopper YNNOTHUTENb MOPLUHA
D Plunger Rod LLTOK nopLuHSA

Cnocob nprMeHeHus

MHbekumsa:

1 BblbepuTe WNpUL, 1 Uy A0S UHBEKUWIA nogxoasulero pasmepa (Mrna
He BXOAMT B KOMMNJIEKT MOCTaBKM).

2. TlpoBepbTe LEeNOCTHOCTL YNAaKOBKN U CPOK FOAHOCTY, a 3aTem
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Mode of application

Injection:

1 Select the correct size syringe and injection needle (Injection needle is not
supplied together with a syringe).

2. Check the integrity of the package and the expiration date, and then aseptically



acenTMYecKy U3BNEKMTE LLINPUL, N UTY 13 YNaKOBOK.
3. HabepwuTe B WINPUL, NeKapCTBEHHbIA Npenapart, NOTSHYB 3a LUTOK
MOPLLHA 0 TeX Nop, NoKa LWNPWL, He HaNoNHWUTCS 10 HEOGXO0ANMO
OTMETKU A031POBaHMS.

4. YpepxuBas WINPWL, C UFNOIA, HaNpaBneHHON BBEPX, YAanuTe BO3AyX U3
LIMPULA, HaXXaB Ha NOpLLEHb, NMOKA HA KOHUMKE UF/bl HE MOSBATCS Kanm

XXNIKOCTHU.
5. Mpoae3anHhULMpyiTe 061aCTb BbINONHEHUS UHBEKLWM.

6. Bsegute urny nogKoXHo, BHYTPUMbILLIEYHO WX B BEHY B 3aBUCUMOCTU

OT MOKa3aHWi.

7. BBeauTe NeKapCTBEHHbIN Npenapar.

8. Be3onacHo yTUAU3NPYIATE Uy W LWINPWL,
9. MpwXMWUTE MECTO BbINMOMHEHUS HBEKLNN.

Acnupaums:
1 BblbepuTe WNpUL U UTAY ANS acnupalmmn NoaXo4saLwero pasmepa.
(Mrna He BXOAWT B KOMMAEKT NOCTaBKM).

2. TlpoBepbTe LENIOCTHOCTb YNaKOBKMW U CPOK rOAHOCTH, a 3aTeM
acenTMYECKW M3BNEKUTE LUNPULL Y UFNY K3 YNaKOBOK.

3. TMpogesnHpuLmpyiTe 061acTb BbINOAHEHUA MPOLESYPbI.

4. BeeguTte urny B TKaHb WM (hakoH U HabepuTe Heob6XoAnMoe
KONNYECTBO XUAKOCTU.

5. Be3onacHo yTUAn3NpyinTe nray v Wnpuw,

6. MpwKMUTE MECTO BbINOHEHUS MPOLEAYPSI.

MeTofbl OUMCTKN U AE3NHEKLNN

He npumeHumo, nsgenue ctepusibHoe, 04HOPa30BOro UCMO/b30BaHUA.

MeTogbl 1 YCNOBUSI CTEPUIM3ALLIAN

OfHopas3oBoe mnsfenune, He NOLNEXUT I'IOBTOpHOﬁ crepunmsaynin
Crepununsauuns BbinosiHeHa paguaunmoHHbIM METOAOM.

TexHn4eckoe 06C]'Iy)KVI BaHue

He npvmMeHyMo.
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remove the syringe and needle from the packages.

3. Draw the medication into the syringe by pulling on the plunger rod until the
syringe is filled to the desired dosing mark.

4. While holding the syringe with the needle pointing up, remove air from the
syringe by pressing the plunger until drops of liquid appear at the tip of the needle.
5. Disinfect the injection site.

6. Insert the needle subcutaneously, into muscle or vein according to indications.
7. Inject the drug.

8. Safely dispose of the needle and syringe.

9. Press down on the injection site.

Aspiration:
Select the correct size syringe and aspiration needle. (Needle is not included
in delivery set).
Check the integrity of the package and the expiration date, and then
aseptically remove the syringe and needle from the packages.
Disinfect the area where the procedure will be performed.
Insert the needle into the tissue or bottle and draw up the required amount of
fluid.
Safely discard the needle and syringe.
Press down on the site of the procedure.

Cleaning and disinfection methods
Not applicable, the product is sterile, single use.
Sterilization methods and conditions

Medical Devices are single use only. Sterile devices are not subject to re-
sterilization. Sterilized by gamma- irradiation.

Maintenance

Not applicable.



OCHOBHbIe TEXHUYECKME Y PYHKLMOHA/IbHBIE XapaKTePUCTUKM

BD Luer Lok 1mn/
BD Luer Lok i ml
O6bem wnpuya, mn/ Syringe volume. mL 5

XapakTepuctuka*/ Specification*

[Aenexne wkansl, mn/ 'Fhe division o fthe scale, ml 0.01 0.2
BMeCcTUMOCTb MeXAy MMHUSMU FpajsynpoBKN C

yncnamu, mn/ 01 1
Capacity between graduation lines with numbers,

ml

MakcumasbHoe «MepTBOe» NPOCTPaHCTBO, M/ 0.07 0.075

Maximum “"dead" space, ml

OnucaHne NPUHaANEXHOCTeN, MeAULMHCKNX U3AENNIA U U3AENWIA, He

SABNAOWMUXCA  MEAULIMHCKMMK,  HO  MpPefyCMOTPEHHbIX  Ans
NCMOMNb30BaHMS B  KOMOMHALMW C  3asiBMIEHHbIM  MEAULIMHCKUM
n3nenvem

W3penns, ykasaHHble B HACTOALEM TEXHWYECKOM AOKYMEHTE, COBMECTUMbI
C M3eINAMU, MEIOLLMMN JTyep-/I0K pa3beM, COOTBETCTBYIOLLWIA CTaHAAPTY
EN 20594 Hanpumep: Wrna gnsa nofkoxHbIX MHbekuuii BD Eclipse (PY Ne
®C32011/11156 0121.12.2020) CO LUNPULOM UCNOML3YETCA AN UHBEKLWIA
06LLero HasHauyeHuss W acnupauuy >KULKOCTENW M3 (h1aKoHOB, amnyn u
Y4YaCTKOB Teflia Noj MOBEPXHOCTLI0 KOXW. TakXe OMnucbiBaeMble LMpULLbI
COBMECTUMbI C aBTOMaTUYECKUMMN MHPY3NOHHLIMU HAacOoCaMW.

MaTepuarnbl, BXOAsLLMe B COCTAB U3AeNNA
MonunponuneH, NoNNKap6oHaT, CUANKOH, MOMNM3OMPEH.

CBE,CI,eHI/IFI 0 JNeKapCTBEHHbLIX cCpeacTBax BXOoAdAwWKWMX B COCTaB
MeANUMHCKOIo n3genua

Wnpuusl BD — 310 MeAuMUMHCKWE W3Lenus, KOTOpble He cofepxXart
NeKapcTBeHHbIX  cybCTaHUWiA UM ABNAKOTCA  COBMECTUMbIMKU €
NeKapCTBEHHbIMW Cy6CTaHUMAMM, O0ObIYHO WCMO/b3YeMbIMA BO BpeEMS
CTaHJAapTHbIX NpoLeayp, AN KOTOPbIX 6b110 pa3paboTaHo AaHHOE U3fenue.

CBefeHns o MaTepunanax YKMBOTHOI0/UYeN0BEYECKOIro MPOUCXOXXAEHUNA

B cocTaBe u3fgenvs OTCYTCTBYHOT MaTepuasibl XKMBOTHOMO W (Uu)
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BD Luer Lok 5 mn/
BD Luer Lok 5 ml

Main technical and functional characteristics

BapuaHT ucnonHenunsa / Design variant
BD Luer Lok 10 mn/ BD Luer Lok 20 mn/
BD Luer Lok 10 ml BD Luer Lok 20 ml

BD Luer Lok 30 mn/
BD Luer Lok 30 ml

BD Luer Lok 50 mn/
BD Luer Lok 50 ml

10 20 30 50
0.2

5 5 10

0.10 0.15 0.17 0.20

Key accessories, medical devices or non-medical devices, to be used in
combination with medical device submitted for registration

The products covered by this Technical File are compatible with devices through
Luer-lok connector (EN 20594 compliant), e.g.. The BD Eclipse Hypodermic
Needle with Syringe (RC Ne FSZ 2011/11156 date 21.12.2020) is used for general
purpose injection and aspiration of fluids from vials, ampoules and parts of the
body below the surface of the skin. Also described syringes are compatible with
power-driven syringe pumps.

Materials used in the medical device
Polypropylene, polycarbonate, silicone, polyisoprene.

Information about the medicines included in the medical device

BD syringes are medical devices that do not contain medicinal substances and are
compatible with the medicinal substances commonly used during the standard
procedures for which this product was developed.

Information about materials of animal/human origin

The product contains no materials of animal and (or) human origin.



Ye/I0BEYECKOr0 NMPOMCXOXAEHNS.
YcnoBust akenayaTauum MeamLUMHCKOro 13aenms

[rana3oH Temnepatypsl
[unana3oH OTHOCUTE/NLHOM
B/TXXHOCTU

oT +5°C po 25°C
25-80 % 6e3 KoHAeHcaumm (npu
25 °C)

YcnoBus TPAHCMOPTUPOBKMN M XPaHEHUS MEAULIMHCKOIO M3aennst

N3aenus cnpoekTMpOBaHbl, MPOM3BEAEHbl W YMaKoBaHbl Tak, 4TOGbl KX
obuwme M PYHKUMOHa/IbHblE  XapaKTEPUCTUKKM, MPOSIBNSEMble  Mpu
NPeLyCMOTPEHHOM MPUMEHEHUW, He MOABEPIINCL He6GNAronpusATHOMY
BO3[E/CTBMIO MPU TPAHCMOPTUPOBKE W XPaHEHUW, NPOU3BOAUMBIX B
COOTBETCTBUW C MHCTPYKLMENA W yKazaHUsMU, NpUBEAEHHbIMW Ha YNaKoBKe
n3genws.

Ycnosua xpaHeHus
[nana3oH Temnepatypbl
[unana3oH OTHOCMTENbHONA
BNIXKHOCTU

YcnoBusa TpaHCNOPTUPOBKU
[nana3oH TemnepaTtypsl
[Junana3oH OTHOCUTESILHOM
BIQXKHOCTH

oT +5°C po +25°C
no 80 % 6e3 koHaeHcauun (npu 25 °C)

oT +5°C go +25°C
00 80 % 6e3 kKoHAeHcaummn (npu 25 °C)

CocTaB ynakoBKu

MW ynakoBblBalOT B WHAMBMAYaNbHbIE CTEPWU/IbHbIE YMAKOBKW. 3aTeM
VHAMBMAYaNbHblE YNAKOBKM NMOMELLAIOT B FPYMMoBble KAPTOHHbIE YNaKOBKM
KOTOpble, B CBOK OYepefb, MOMELLAT B TPAHCMOPTHbLIE YMAaKOBKM U3
ro)pupoBaHHOr0 KapToHa. KONMYecTBO W3fenuili B Kax[4Oih ynakoBKe
YKa3aHo Huke B pasgene «OnucaHune ynakosKu».

KoHeYyHOMY MOTpe6UTEeNt0 M3aenus NocTaBAsOTCS B FPYMNMNOBOi YNakoBKe.
pynnoBas ynakoBka CONpoBOXAaeTcst VIHCTPYKUMel N0 NPUMEHEHNIO.
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Operating conditions of the medical device

from +5%€ to 25X
25-80% non-condensing (at 25"C)

Temperature range
Relative humidity range

Storage and transportation conditions

Products are designed, manufactured and packaged so that their general and
functional characteristics, manifested in the intended application, are not exposed
to adverse effects during transportation and storage, produced in accordance with
the instructions and directions given on the product packaging.

Storage conditions
Temperature range
Relative humidity range

from +5°C to +25°C
up to 80% non-condensing (at 25°C)

Transportation conditions
Temperature range
Relative humidity range

from +5°C to +25°C
up to 80% non-condensing (at 25°C)

Package contents

MD are packed in unit sterile packages. Then the unit packages are placed in shelf
packages, which, in turn, are placed in corrugated cardboard transport packages.
The number of items in each package is indicated below in the "Package
Description" section.

The products are delivered to the end consumer in shelf packaging. Shelf
packaging is accompanied by Instructions for Use.



PaclungpoBka CUMBO/IOB,  MNPUMEHSIEMbIX  NpyM  MapkupoBke Explanation of symbols used in labelling the medical device
MEANLMHCKOr0 13aenus

Presence at/ MpucyTcTByeT

Cumeonbl/Symbols PaclwmnhpoBKa cumBona Symbol’s description Unit packaging / Shelf packaging / Case carton /
NHauBugyanobHas pynnosas TpaHcnopTHas
ynakoBKa ynakoBKa ynakoBKa

Manufacturing company

Mpounssogutens (MN3roToButens + + +
P A ( ) (Manufacturer)
STERILE R PaanalMoHHaa cTepuamnsanms Sterilized using irradiation + +
CooTBeTCcTBME NPOAYKTa Tpe60oBaHMAM MO . .
poay P N Product compliance with
6e3onacHoOCTM gnsd noTpebutenei, Mesnko-
consumer safety, health and
caHUTapHbIM TpeboBaHUAM M Tpeb6oBaHMAM MO . . + + +
6e30NacHOCTM AN1A OKpYXaloL e cpefbl environmental requirements
. A Py . pea of the European Union.
EBponeiickoro Coto3a.
3anpeT Ha NOBTOPHOE MPUMeHeHUne Do Not Reuse + + +
(0]
He cTepunnsosBaTb NOBTOPHO Do not resterilize - + +
OcTopoxHo! Ob6paTtnTech K MHCTPYKLMK NO Caution! See instructions for + i +
NPUMEHEHW IO use
Homep no katanory Reference number + + +
L
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O6V0IOrMYECKUMU XXUAKOCTAMU), B T. Y. C UCTEKLIUM CPOKOM FOLHOCTH,
nogaexar yTuamsauumn nuam yHUUToXeHUo cornacHo CaHlMuH 2.1.3684-
21 Kak oTXofbl Knacca A.

MapaHTUiiHbIE 0683aTeNbCTBA

MpousBoanTeNb FapaHTUPYeT COOTBETCTBME [AaHHOMO MeAMLMHCKOrO
M3aenna 3asBfEHHbIM XapaKTepUCTMKaM B Npefenax COXpPaHeHUs Ccpoka
roAHOCTM (B TeYeHMe Nepuoda COXPaHeHMst CTEPUIbHOCTU), MPU YCN0BUM
cobnoaeHns TpeboBaHWiA NPOM3BOAUTENS, YKa3aHHbIX B WUHCTPYKUMK MO
MPUMEHEHNIO.

Mpon3BoaUTENb HE HECeT OTBETCTBEHHOCTM 32 MOBPEXAEHUS WM
HecYacTHble CNy4an, Bbi3BaHHbIE HEMPaBWILHOM 3KCNyaTauuein usgenus,
Mo BMHe MONb30BaTeNElN UM BHELUHWUX HENPEeABUAEHHbIX CUTYaLUiA.

Peknamauuns

Ons NofyYyeHUs  JOMOSHUTENbHOM NHHopMaLum, KacatoLelics
NCMNONb30BaHNA MEAULNHCKOTO W3Aenus, CBSXXUTECHb C YMOMHOMOYEHHbLIM
npeactasutenem npoussogutens OOQO «BekTOH [MKMHCOH BocTok»,
127051, P®, Mocksa, yn. Cagosas-CamoTeuHas, g. 24/27, 2 atax, nom. |,
Kom. 18, Ten./(pakc: +7-495-775-85-82.

complaints CIS®bd.com

[aTta BbiNycka MM NepecmMoTpa MHCTPYKLMK

Bepcua - 2023
PY Ne ®C3 2011/11157 ot 4A4.MM.IT.
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I

in life, subject to dispose of and / or destruction in accordance with SanPin
2.1.3684-21 class A.

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
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.

Reclamation

For additional information related to the use ofthe medical product, please contact
an authorized representative of the manufacturer «Becton Dickinson Vostok»
LLC, 24/27 Sadovaya-Samotyochnaya Street 2nd floor, premises I, office 18,
127051, Moscow, the Russian Federation, tel./fax: +7-495-775-85-82.
complaints_CIS@hbd.com

Date of issue or revision of instructions

Version - 2023
RC Ne FSZ 201 1/11157 dated DD.MM.YY.

1
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«BeKTOH, ANKNHCOH aHg KomnaHun»
(Becton, Dickinson and Company)

OpraHuzaums

YaH BekToH [lpaiiB, ®paHknuH Nleiike, Hoto -Axepcu
(One Becton Drive, Franklin Lakes, NJ)

Agpec

CTapwunii pykoBogutenb oTaenaperncrpauun
JomkHoCTb

Buktopua Moppoy (Victoria Morrow))
damunnus, v

27.06.2023 r
Jara A0 MM ITTT

<Moanuncb>

Moanwuck

NHCTPYKUNSA no NPUMEHEHUIO HA MeAULMHCKOE u3aenne

LUNPUL, MHBEKLMNOHHbI OAHOPA30BbI CTEPU/IbHBLIV BD
C PA3BEMOM LUER-LOK, BE3 UT'/1bl, OB BEMOM 1, 5,10, 20, 30, 50 M/1, B

BAPNAHTAX NCMNOJTHEHUA
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2023 T.

<UlTamn;
CAMAHTA M. PANC (SAMANTHA M. RICE)
HOTAPNYC
LUTAT HbKO-I)KEPCU
CPOK MOWVIX MO/IHOMOYIA UCTEKAET
2 NKONA 2023 r.>
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MepeBOf AAHHOTO TeKCTa BbIMOAHEH MHOW, NnepeBoAYMKOM KnHax BaneHTnHoOW MeTpoBHON.

Poccuiickas ®epepayns
fopog MockBa
TpuauaToro MIOHA ABe ThiCcAYUM ABajuaTb TpeTbero roga

A, KBuTKo ®efop AnekcaHaposuy, Hotapuyc ropoga MocKBbl, CBUAETENbCTBYIO
NOAMMHHOCTL noanucu nepesofumka KuHax BaneHTuHbl [1eTpoBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUM.

JInyHOCTbL NoAnucasLLlero JOKYMEHT YCTaHOB/IeHa.

3apeructpupoBaHo B peectpe: Ne 62/137-H/77-2023-

YnnayeHo 3a” BlOMaIbHOTO AeincTteumaA: 400 py6. 00 kon

\A Ksutk%o"
Bcero npow*poBaHo, MPOHYMEPOBAHO N CKPEMNIEHO MeyaTblo nnct(a)(os)
HoTapuyc \
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