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1. HAUMEHOBAHWVWE MEOWLWHCKOIO
n3neENNA

LLinpuy, cTepunbHbIli ogHopa3oBbli BD Plastipak® c
Urnoi v 6e3 Urnbl, B BapuaHTax UCMONHEHNS:

1 LLinpuu cTepunbHbIii ogHopasoBsblii BD Plastipak® 20
mA, Tun Luer, 6e3 urnbl, B cocTase: wnpuy,- 60 Wr. nim
120 WT.; MHCTPYKUMS NO MpUMEeHeHulO - 1 wr. B
rpynnoBoii ynakoske - 1 wWT. (8Bu1g 260600).

2. LWUnpuy, cTepunbHblii 0aHopa3oBblin BD Plastipak® 20
mn, Tun Luer Lok, 6e3 urfbl, B cocTase: LWUMpKL, - 60 LuT.
w120 WT.; MHCTPYKLMA MO NMPUMEHEHUO - 1 wT. B
rpynnoBoi ynakoske - 1 wr. (Bug 260600).

3. LUnpuu cTepmnbHbIii 0gHopasosblii BD Plastipak® 20
mn, Tun Luer, ¢ urnoii pasmepom 21G x 114" (0,8 Mm x
40 MMm), B cocTaBe: LWMpuy € wraoi - 60 wWr.;
WHCTPYKUMSA MO NPUMEHEHWIO - 1 WT. B FPynrnoBoi
ynakoBke-1 wr. (Bug 349160).

4. LLnpuy cTepunbHbIii ogHopas3oBblii BD Plastipak® 30
mn, Tun Luer, 6e3 urmbl, B cocTase: Lwnpuy, - 60 LT,
WHCTPYKUMA NO NPUMEHEHUIO - | LWT. B rpynmnoBoii
ynakoske - 1 wr. (Bug 260600).

5. Lnpwy cTepunbHblii oagHopasosblii BD Plastipak® 30
mn, TMn Luer Lok, 6e3 urnbl, B cocTase: wwnpuy, - 60
LUT.; MIHCTPYKLUMA MO NPUMEHEHUIO - 1 LUT. B rpynnoBoii
ynakoeke - 1 wr. (Bug 260600).

6. LLinpuy, cTepunbHbIii ogHopa3oBbii BD Plastipak® 50
mAa, TMn Luer, 6e3 ur/bl, B cocTase: wwnpuy, - 60 LT.;
WHCTPYKUMA NO NPYMEHEHWIO - 1 WT. B FpynmnoBoi
ynakoBke - | wr. (Bug 260600).

7. Wnpuy, cTepunbHblii ogHopa3osblii BD Plastipak® 50
mn, Tun Luer Lok, 6e3 urfbl, B cocTase: Lnpuy - 60
LUT.; MHCTPYKLMA MO MPUMEHEHUIO - 1 LUT. B rPynnoBoii
ynakoBke - 1wr. (Bug 260600).

8. LLnpwuy, cTepunbHbIii ofgHopa3oBblii BD Plastipak® 50
mn, TMn Luer Lok, 6e3 urfbl, CBETO3aLWMTHbIA, Amber,
B COCTaBe: lnpuy - 60 LWT.; WHCTPYKUMA Mo
NpUMeHeHuto - 1 WT. B rpynnoBoii ynakoBke - 1 wr.
(Bna 163930).

9. LLnpu, cTepunbHbIii ogHopa3oBbiii BD Plastipak® 50
M/, C HAKOHEYHWKOM KaTeTepHOro tuna, 6e3 uribl, B
coctasBe: wWwnpuy - 60 WT.; WHCTPYKUUs o
MPVYMEHEHMIO - 1 LIT. B rPynnoBoOi ynakoBke - | L.
(Bng 260600).

10. LUnpwny, cTepunbHbIA 0agHopas3oBblii BD Plastipak®
100 mn, TMn Luer, ¢ HAKOHEYHVKOM KaTeTepHOro Tuna,
6e3 ur/bl, B COCTaBe: LIMPUL - 25 LUT.; MHCTPYKLUWA NO
MPUMEHEHNIO - 1 LWT. B rpynnoBoi yrnakoBke - 1 LT.
(Bng 260600).

[Janee no TekcTy MOryT BCTpeyarbCs CrefytoLiue
0603HaueHns MeauumMHCKoro usgenusa: BD Plastipak,
wnpuu(bl), n3genve, MeguumMHcKoe nsgenve, MU.
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1. NAME OF MEDICAL DEVICE

Single use syringe sterile BD Plastipak® with needle
and without needle within the design styles:

1. Single use syringe sterile BD Plastipak® 20 ml, tip
Luer, without needle, consisting of: syringe - 60 pc.
or 120 pc.; instruction for use - 1 pc. in group
packaging - 1pc. (type 260600).

2. Single use syringe sterile BD Plastipak® 20 ml, tip
Luer Lok, without needle, consisting of: syringe - 60
pc. or 120 pc.; instruction for use - 1 pc. in group
packaging - 1pc. (type 260600).

3. Single use syringe sterile BD Plastipak® 20 ml, tip
Luer, with needle measuring 21G x 114" (0,8 mm x
40 mm), consisting of: syringe with needle - 60 pc.;
instruction for use- 1pc. ingroup packaging - 1pc.
(type 349160).

4. Single use syringe sterile BD Plastipak® 30 ml, tip
Luer, without needle, consisting of: syringe - 60 pc.;
instruction for use - 1pc. in group packaging- 1pc.
(type 260600).

5. Single use syringe sterile BD Plastipak® 30 ml, tip
Luer Lok, without needle, consisting of: syringe - 60
pc.; instruction for use - 1pc. in group, packaging -
1pc. (type 260600).

6. Single use syringe sterile BD Plastipak® 50 ml, tip
Luer, without needle, consisting of: syringe- 60 pc.;
instruction for use - 1pc. in group packaging - 1pc.
(type 260600).

7. Single use syringe sterile BD Plastipak® 50 ml, tip
Luer Lok, without needle, consisting of: syringe - 60
pc.; instruction for use - 1pc. in group packaging -
1pc. (type 260600).

8. Single use syringe sterile BD Plastipak® 50 ml, tip
Luer Lok, without needle, light-protective, Amber,
consisting of: syringe - 60 pc.; instruction for use -
1pc. in group packaging - 1pc. (type 163930).

9. Single use syringe sterile BD Plastipak® 50 ml,
with a catheter tip, without needle, consisting of:
syringe - 60 pc.; instruction for use - 1pc. in group
packaging - 1pc. (type 260600).

10. Single use syringe sterile BD Plastipak® 100 ml,
tip Luer, with a catheter tip, without needle,
consisting of: syringe - 25 pc.; instruction for use -
1pc. ingroup packaging - 1pc. (type 260600).

Further on, the following medical device
designations may appear: BD Plastipak, syringe(s),
device, medical device, MD.



2.CBEAEHWNA 0 MPON3BOAUTENE

bekToH AuknHcoH C.A. / Becton Dickinson S.A.
Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain (UcnaHws)
3. AAPEC MECTA NPON3BOACTBA
Becton Dickinson S.A.
Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain (AcnaHws)
4. YMOMTHOMOUYEHHDbI
NPEACTABUTENb MPON3BOANTENA HA
TEPPUTOPUN POCCUINCKON
PELEPALINN
OO0 «BeKTOH UKNHCOH BoCTOK»,
Poccuiickas ®epepaums, 127051 Mocksa, yn. CagoBas-
CamoTéuHas, a. 24/27, 2 aTax, noMelleHre 1, KomHata
18
Ten/thakc; +7 495 775 85 82
Email: complaints_CIS@bd.com
5. HABHAYEbLLWE MEANLVMHCKOTIO
N3AENNS
MpeAHasHauyeHO ANA WHbEKLMW W / WM acivipaumm
MEAVLMHCKMX JKUAKOCTEN  (KMAKOCTWM  OpraHu3Mma:
KpOBb U1 T.4.) 1 BBELEHWSA NIEKAPCTBEHHbIX MPEnapaToB.
6. YCNOBUA/OBNACTb NMPUMEHEHUNA U
MOTEHUWANBHBLIA MOTPEBUTE/b
OO6Llas KAMHMYecKas meauuuHa - Ans obecrieyeHms
npoueaypbl MHKY3NOHHOW Tepanuu.
MoTeHUManbHbIA NOTPeduTeNb:
KBanmguuypoBaHHble  COTPYAHWUKM
YUPEXIEHWA.
7. MOKA3AHUNA
TPEXKOMNOHEHTHbIA ~ OAHOPA30BbLIA  CTEPUbHBIN
wnpuy, BD Plastipak - 310 meguumMHCKOe un3penue,
MoKasaHHOe /19 WHbeKUMM W / uam  acnmpauum
MEAULMHCKUX  XUAKOCTel  (KMAKOCTW  OpraHusMma:
KpOBb 1 T.4.) U BBELEHNSA NIEKaPCTBEHHbIX NpenapaTos.
8.MPOTUBOMOKA3AHKNA
MpOTVMBOMOKa3aHWSA He BbISBMEHbI.
9. BOSMOXHDbIE
OENCTBUSA
Mpu TPaHCMOPTUPOBAHUW, XPaHEHUN U CMONb30BaHUN
MEeAULMHCKOr0 W3AeNWs COFMAcHO MWHCTPYKUMK MO
NPUMEHEHNIO MOBOYHbLIX AelCTBUI He BbISBMEHO.
10. ONNCAHWNE
LLInpuy, npeacTaBnseT cob0i NoMbliA rpasyvpoBaHHbINA
UMAMHAP, Ha KOTOpLIA HageTa WAn HafeBaeTcsa urna, ¢
OTKPbITbIM KOHLOM C ApYroil CTOPOHbI, Yepe3 KOTOpbIi
B LUWIMHAP BBEAEH MOPLUEHb € ynaoTHUTeNeM. LLrpuy,
ABNAETCA TPeXKOMMNOHEHTHbIM. LLnpuubl BD Plastipak
(nocTaBnsieMble B KOMM/IEKTE C WIIOA UM 6€3 WUIbl)
1 npefHa3HaYeHsbl TOMbKO AN OJHOKpaTHOro

MEAULIMHCKIX

MOBOYHbIE

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

2. INFORMATION
MANUFACTURER

Becton Dickinson S.A.

Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain

3. MANUFACTURING SITE

Becton Dickinson S.A.

Camino de Valdeoliva, s/n San Agustin del Guadalix
28750, Madrid, Spain

4. AUTHORIZED REPRESENTATIVE OF
MANUFACTURER IN THE TERRITORY
OF THE RUSSIAN FEDERATION

ABOUT

«Becton Dickinson Vostok» LLC,

24/27 Sadovaya-Samotyochnaya Street, 2™* Floor,
Premises 1, office 18, 127051 Moscow, Russian
Federation

Tel/Fax; +7 495 775 85 82

Email: complamts_CIS@bd.com
5. INTENDED USE OF
DEVICE

Designed for the injection and / or aspiration of
medical fluids (body fluids: blood, etc.) and the
administration of drugs.

6. CONDITIONS / SCOPE AND
POTENTIAL CONSUMER

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

Potential consumer:

Qualified employees of medical institutions.

MEDICAL

7. INDICATIONS

BD Plastipak three-piece single use syringe sterile is
a medical device indicated for the injection and / or
aspiration ofmedical fluids (body fluids: blood, etc.)
and the administration of drugs.

8. CONTRAINDICATIONS
No known contraindications.

9. POSSIBLE SIDE EFFECTS

When transporting, storing and using a medical
product according to the instructions for use, no side
effects have been identified.

10. DESCRIPTION

The syringe is a hollow graduated barrel, on which
the needle is fixed or placed on, with an open end
from another side, through which a plunger with a
stopper is inserted into the barrel. The syringe
consists of three components. BD Plastipak syringes
(supplied with or without a needle) are for single use



npumeHeHns. Lnpuy BD Plastipak Amber nmeet
SHTapHbIA  UBET, 4TOObl 3aWWTUTL JIEKAPCTBEHHbIE
npenapaTbl OT COIHEYHOrO CBETA.

ToMbKO  LINPWL,  CTEPUNbHBLIA  04HOPa3oBblii  BD
Plastipak® 20 mn, Tun Luer, ¢ nrnoi pasmepom 21G x
14 " (0,8 mm X 40 MM) nOCTaBNsSieTCA C WO,
TOHKOCTEHHOM ANA NOAKOXHbIX MHbeKuuiA 21G x 114 "
(0,8 mm x 40 wMM), BCe OCTa/lbHble LUMPULLbI
rocTasnaloTcA 6e3 urfbl. Mirna ynakosaHa BMecTe CO
LUIMpWLEM B OAHOW 61MCTEepHO ynakoBke. Mrna B
cbope COCTOMT M3 CMasaHHOW CWIMKOHOM MNOAOM
TPY6KU U3 HepyKaBetoLLeli cTanun. MNonas Tpyobka urnbl ¢
MOMOLLbIO  3MOKCMAHOTO  K/ed  MOACOeAMHEHa K
NOAMNPONWUIEHOBON FONoOBKe Wbl Wrna B cbope
3alluileHa NosMnPonNUIEHOBLIM NPeLOXPaHUTESbHBIM
KOMNavyKoM.

11. OCHOBHbIE KOMMOHEHTHI
MEAWUMNHCKOIO N3AENUNA

A. HakoHeyHuK wwnpuua

B. LunuHap wnpuua

C. ¥YnnotHuTeNb NOPLLUHA

D. MopLueHb Wwnpuua

E. Tpy6ka urnel

F. MpefoxpaHUTenbHbIA KONMa4YoK uribl’

G. Ynop nopLuHsa

H. lonoska vrnbr*

*IMpuMeHnMO AM18 WNpuLa CTepuIbHOro 04HOPasoBoro
BD Plastipak® 20 mn, Tmn Luer, ¢ urnoii pasmepom 2 1G
x 114" (0,8 MM x 40 Mm)

only. The BD Plastipak Amber syringe has an amber
color to protect the medications from sunlight.

Only the single use syringe sterile BD Plastipak® 20
m1 tip Luer, with needle measuring 21G x 171 7 (0,8
mm X40 mm) is supplied with a needle, thin wail for
hypodermic injection 21G x 114" (0,8 mm x 40 mm),
all other syringes are supplied without a needle. The
needle is packed together with the syringe in one
blister packaging. The needle assembly consists of a
stainless-steel hollow tube lubricated with silicone.
The hollow needle tube is connected to the
polypropylene needle head using epoxy glue. The
needle assembly is protected by a polypropylene
protective cap.

11. MAIN COMPONENTS OF THE

MEDICAL DEVICE
A. Syringe Tip
B. Syringe Barrel
C. Stopper
D. Syringe Plunger
E. Needle Tube*
F. Needle Protective Cap"
G, Plunger Top
H. Needle Head*
*Applicable for single use syringe sterile BD
Plastipak® 20 ml, tip Luer, with needle measuring
21G x 114" (0,8 mm x 40 mm)
D

"O F

KomnoHeHTbl MegunumHekoro usgenvs / Medical Device’s Components

12. TEXHWYECKWNE XAPAKTEPUCTUKW
n MATEPWANbI MEONLUWMHCKOIO
U3OENNA

12. TECHNICAL SPECIFICATIONS AND
MATERIALS OF MEDICAL DEVICE

XAPAKTEPUCTIWWN /TECHIVIC/gfiPgBgin
[JonycTtmoe oTknoHeHVe +10%, ecnn He ykasaHo mHoe. / Permissible deviation is £10%, unless otherwise
indicated.
LLnpuy, ctepunbHbIA ogHopasoBblii BD Plastipak® 20 mn, Tun Luer, 6e3 urnol /
Single use syringe sterile BD Plastipak® 20 ml, tip Luer, without needle

MapameTp / Parameter

O6Las AnMHa WNPKLA B 3aKPLITOM COCTOSIHUM, MM /

The total length of the full closed syringe, mm
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3HauveHune / Value

128,00 +2,00



HomunHanbHas BmecTMocTb / Nominal capacity
[Jenenve wkanbl / Scale division

BMecTUMOCTb  MeXAy J/IMHWAMU  TPagyMpoBKM €
ymucnammn / Capacity between graduation lines with
numbers

O6was [MHa LWKanbl [0 OTMETKM HOMUHASIbHOM
BmecTumocTyu / The total length of the scale to the mark
of nominal capacity

MpofomKMTENIbHOCTL
duration scale

WKansl wnpuua /  Syringe

20 mn /20 mi
OT 0 go 20 mn kaxable 1mn/ From 0 to 20 ml every
1ml

5mn/5ml

71,9 mm/ 71,9 mm

LLikana He Npofo/mKeHa 3a npeaenbl HOMUHaILHOM
BMecTUMOCTK. O603HaveHne otcyTctByeT. / The
scale is not extended beyond the nominal capacity.
The designation is missing.

LLInpuy, cTepunbHbI 04HOpPa3oBbIli BD Plastipak® 20 mn, Tun Luer Lok, 6e3 nrnbl /
Single use syringe sterile BD Plastipak® 20 ml, tip Luer Lok, without needle

MapameTtp / Parameter

O6ulas anvHa Wnprua B 3aKpbITOM COCTOSAHUM, MM /
The total length of the full closed syringe, mm
HomuHanbHas BMectumocTb / Nominal capacity

[JeneHune wkanbl / Scale division

BMECTUMOCTb  MEXAY NWHWSMU  TPagyypoBKM  C
yncnamu / Capacity between graduation lines with
numbers

O6waa AmMHa LWKaibl A0 OTMETKM HOMMWHaSIbHOM
BmecTumMocTy / The total length of the scale to the mark
of nominal capacity

MpofoMKNTENBHOCTb
duration scale

Wwkanbl wnpuya [/ Syringe

3HaueHune / Value
125,00 £2,00

20 M1/ 20 mi
OT 0 o 20 mn kaxgble 1mn/ From 0 to 20 ml every
Iml

5M1/5ml

70,2 vm / 70,2 mm

LLIkana He MPOO/MKeHa 3a Mpejenbl HOMUHabHOM
BMecTUMOCTM. O603HayeHve oTcyTcTeyeT. / The
scale is not extended beyond the nominal capacity.
The designation is missing.

L npuy cTepunbHbIi 0fHopa3oBsblil BD Plastipak* 20 ma, Tun Luer, ¢ urnoi pasmepom 21G x 1’1"
(0,8 Mm X40 mm) /
Single use syringe sterile BD Plastipak® 20 ml, tip Luer, with needle measuring 21G x 114" (0,8 mm X
40 mm)

MapameTp / Parameter

O6Lias AMHa LWNpUUAa B 3aKPbITOM COCTOSHWAW, MM /
The total length of the full closed syringe, mm
HomunHanbHas BmecTmocTb / Nominal capacity

[eneHve wkanol / Scale division

BMeCTUMOCTb  MEXAY JIMHWSMU  TPaflyMpoBKU C
yncnamm / Capacity between graduation lines with
numbers

Obwasd anMHa LWKalbl A0 OTMETKM HOMWHa/IbHOW
BmecTumocTu / The total length of the scale to the mark
of nominal capacity

[popomKNTENbHOCTL
duration scale

WKanbl wnpuya /  Syringe

XapaktepucTtuku urnbl / Needle Characteristics
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3HayeHune / Value
128,00 £2,00

20 M1/ 20 ml
Or 0 go 20 mn kaxgple 1mn/ From 0 to 20 ml every
Iml

5MV5ml

71,9 MM/ 71,9 mm

LLikana He nNpoao/mkeHa 3a npeaenbl HOMUHANLHON
BMecTUMocTU. O603HaveHne oTcyTcTByeT. / I'he
scale is not extended beyond the nominal capacity.
The designation is missing.



[nvHa Tpy6kn urnbl / Needle tube length
Tun Tpy6kn urnel / Needle tube type

40 vMm/ 40 mm
ToHkocTeHHast / Thin wall

L npuy, ctepunbHblL ogHopa3osblii BD Plastipak® 30 mn, Tun Luer, 6e3 urnbl /
Single use syringe sterile BD Plastipak® 30 ml, tip Luer, without needle

MapameTp / Parameter

O6Lwas 4MHa WNpuLa B 3aKPbITOM COCTOSHUW, MM /
The total length ofthe full closed syringe, mm
HomunHanbHas BmectumocTb/Nominal capacity

[OeneHne wkanbl / Scale division

BMECTUMOCTb  MeXAy /IMHWSMW  TPasyvpoBKM ¢
uyucnamu / Capacity between graduation lines with
numbers

O6uas AMMHa LWKaibl [0 OTMETKA HOMUHa/IbHOM
BmecTumocTu / The total length of the scale to the mark
of nominal capacity

MpojomKnTEeNsHOCTDL
duration scale

Wwkanel wnpuua /  Syringe

3HauveHune/Value
141,30 £3,00

30mn/30ml
OT10 o 30 mn kaxgple | ma/ From 0 to 30 ml every
I'ml

10mn/ 10 ml

82,99 mm/ 82,99 mm

LLikana He Npojo/mkeHa 3a npeaenbl HOMUHANBHON
BMecTMMOCTU. O603HadeHne oTcyTcTeyeT. / The
scale is not extended beyond the nominal capacity.
The designation is missing.

LLInpuy, cTepunbHbIii 0gHopa3oBblil BD Plastipak® 30 mn, Tun Luer Lok, 6e3 urnbi /
Single use syringe sterile BD Plastipak® 30 ml, tip Luer Lok, without needle

MapameTp / Parameter

O6ulas AnvHa LWNpyua B 3aKpbITOM COCTOSHWK, MM /
The total length of the full closed syringe, mm
HomuHanbHas BMecTumocTb/Nominal capacity

[JeneHune wkanbl / Scale division

BMecTUMOCTb  MeXay /IMHMAMU  FpagyvpoBKM  C
yncnamm / Capacity between graduation lines with
numbers

Obwasd amMHa WKanbl A0 OTMETKUM HOMMWHA/IbHOM
BmecTuMocTu / The total length of the scale to the mark
of nominal capacity

MpoLoMmKNTENBHOCTD
duration scale

WKaibl  wnpuya /  Syringe

3HauyeHune / Value
137,00 £3,00

30 mn /30 mi
OT 0 po 30 mn kaxable 1 mn/ From 0to 30 m1 every
1ml

10 M1/ 10 ml

82,99 mm / 82,99 mm

LLIkana He MpoAo/MHKeHa 3a Npeferbl HOMUHALHOM
BMecTMMOCTK. O603HadeHue oTtcyTcTeyeT. / The
scale is not extended beyond the nominal capacity.
The designation is missing.

LLInpuy, cTepmnbHbIl 0gHopa3osbliii BO Plastipak* 50 ma, Tmn Luer, 6e3 urnbi /
Single use syringe sterile BD Plastipak® 50 ml, tip Luer, without needle

MapameTp / Parameter

O6Las A1Ha LWNpWLa B 3aKpbITOM COCTOAHWW, MM /
The total length of the full closed syringe, mm
HomuHansHas smectumocTs / Nominal capacity

[JeneHve wkanbl / Scale division

BMecTUMOCTb  MeXay fUHUAMW  FPagyvpoBKM €
uyncnammn / Capacity between graduation lines with
numbers

O6uwas AmMHa WKalbl [0 OTMETKM HOMUHaILHOM
BmecTumocTm / The total length of the scale to the mark
of nominal capacity

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

3HaueHue / Value
168,22 +0,20

50 mn/ 50 ml
Ot 0 o 60 mn kaxgsle 1 mn/ From 0 to 60 ml every
iml

10 M1/ 10 ml

89,5 MM/ 89,5 mm



O6wwas AnnHa LWKanbl 40 OTMETKM MOMHOro obbema /
The total length of the scale to the mark of full volume

MPOAOMKNTENBHOCT  LUKAbI

duration scale

wnpuya [/ Syringe

108,03 MM/ 108,03 mm

Llikana npofo/mkeHa 3a npefenbl HOMUHANbHOW
BMECTUMOCTW, ee T[pafyyupoBKa OT/M4aeTcsd OT
OCHOBHOI LUKa/bl LWINpULAa 06BEAEHNEM KPYXKKOM
UMpbl  Ha WKate Yy JIMHAM  HOMWHa/bHOM
BMmecTumMocTu. / The scale is extended beyond the
nominal capacity, its graduation differs from the
main syringe scale by circling the number on the
scale at the nominal capacity line.

LLnpuy, cTepunbHblii ogHopa3oBblii BD Plastipak” 50 mn, Tmn Luer Lok, 6e3 nrnbl /
Sinsie use svrin&e sterile BD Plastipak® 50 ml, tip Luer Lok, without needle

MapameTp / Parameter

O6uas favHa LWNpULa B 3aKPbITOM COCTOAHWM, MM /
The total length of the full closed syringe, mm
HomuHabHas BmectumocTtb / Nominal capacity

[Jenenne wkanbl / Scale division

BMecTUMOCTb  MeXay /IMHUSMW  TPagyvpoBKM  C
ymucnammn / Capacity between graduation lines with
numbers

Obwas AvHa LWKadbl A0 OTMETKA HOMUHa/IbHOW
BmectumocTu / The total length of the scale to the mark
of nominal capacity

O6wasa anvHa WKanbl 40 OTMETKM MOMHOro obbema /
The total length ofthe scale to the mark of full volume

MpofoMmKNTENIBHOCTb
duration scale

WKaibl  wnpuya /  Syringe

3HauyeHune / Value
166,00 +2,00

50 mn/ 50 ml
OT10 go 60 mn kaxaple 1mn/ From 0to 60 ml every
1ml

10 mn/ 10 ml

89,5 MM/ 89,5 mm

108,03 mm / 108.03 mm

Lllkana npogo/mxeHa 3a Mpefenbl HOMUHAIbHOM
BMECTMMOCTW, ee rpajyvMpoBKa OTIMYaeTcs oT
OCHOBHOW LUKa/bl LUNPULA 06BEEHNEM KPYXKKOM
UMpbl  Ha WKate Yy VHAM  HOMWHa/IbHOA
BmecTumocTu. / The scale is extended beyond the
nominal capacity, its graduation differs from the
main syringe scale by circling the number on the
scale at the nominal capacity line.

LLInpwny, cTepunbHbIA ogHOpa3oBbiii BD Plastipak® 50 m, Tmn Luer Lok, 6e3 nrnbl, CBeTO3aLWMTHBI,
Amber/
Sinele use sviinse sterile BD Plastipak® 50 ml, tip Luer Lok, without needle, light-protective. Amber

MapameTp / Parameter

O6Las AnMHa LWNpUUa B 3aKPbITOM COCTOAHWW, MM /
The total length of the full closed syringe, mm
HomuHanbHasa BMectmocTs / Nominal capacity

[Jenenve wkanbl / Scale division

BMec3'MMOCTb  MeXAy NIMHWSMU  TPafyupoBKU C
uymncnammn / Capacity between graduation lines with
numbers

O6was AMHa WKalbl [0 OTMETKA HOMWHaIbHOM
BmecTumocTun / The total lengtli of the scale to the mark
of nominal capacity

O6wwas anvHa WKanbl 4O OTMETKW MOAHOro obwvema /
The total length of the scale to the mark of full volume
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3HaueHue / Value
166,00 +2,00

50 M1/ 50 ml

OT1 0 go 60 Mlkaxapsle 1mn/ From 0 to 60 ml every
1ml

10 M1/ 10 ml

89,5 MVI/ 89,5 mm

108,03 MVI/ 108,03 mm



MpoAOMKNTENEHOCTL  LLUKASbI

duration scale

wnpuya [/ Syringe

Llikana npofomkeHa 3a npeaenbl HOMUHANbHOM
BMECTUMOCTW, ee rpafyupoBKa OT/M4YaeTcs OoT
OCHOBHOWA LUKa/bl LWINpULa 06BeAeHUEM KPYXKKOM
UMpbl  Ha WKate Y IMHAM  HOMWHa/bHOM
BmecTumocTu. / The scale is extended beyond the
nominal capacity, its graduation differs from the
main syringe scale by circling the number on the
scale at the nominal capacity line.

CaeTo3alnTHbIe XapakTepucTuku/ Light protection characteristics

KoaduymeHT
coefficient:

B Avana3oHe 290 - 450 HM / in the range of 290 - 450
nm

nponyckaHnsa  /  Transmission

He 6onee 15%/ No more than 15%

LLInpwnL, cTepunbHbIA ogHopasoBblit BD Plastipak® 50 M1, ¢ HAKOHEYHWKOM KaTeTepHOro Tuna, 6e3
nrnbl /
Sin2le use sviinse sterile BD Plastipak® 50 ml, with a catheter tip, without needle

MapameTp / Parameter

O6LWasa AiMHa WnNpuua B 3aKPbITOM COCTOSIHUW, MM /
The total length of the full closed syringe, mm
HomunHanbHas BmectumocTb / Nominal capacity

[LeneHne wkanbl / Scale division

BMeCTUMOCTb  MeXAy NWHWMAMKM  FpafyMpoBKA  C
yucnamm / Capacity between graduation lines with
numbers

O6was [AMHa LWKanbl [0 OTMETKA HOMWHa/IbHON
BmecTumocTu / The total length of the scale to the mark
of nominal capacity

O6was gMHa LWKanbl 40 OTMETKM NOMHOro obbema /
The total length of the scale to the mark of full volume

MpofomKNTENbHOCTb
duration scale

WwKaibl  wnpuya /  Syringe

3HaueHune/Value
198,00 +2,00

50 mn/ 50 mi

Ot 0 go 60 mn kaxxable 1ma/ From 0 to 60 ml every
Iml

10 M1/ 10 ml

89,5 MVI/ 89,5 mm

108,03 MVI/ 108,03 mm

LLikana npogomxeHa 3a Mpejenbl HOMWHaIbHOM
BMECTVMOCTW, €e rpagyupoBKa OTAMyaeTca OT
OCHOBHOI LUKanbl LWNpuua 06BefieHNeM KPYXXKOM
uMpbl  Ha WKane Yy NIMHAM  HOMWH&/IbHOM
BmectumocTn. / The scale is extended beyond the
nominal capacity, its graduation differs from the
main syringe scale by circling the number on the
scale at the nominal capacity line.

LLInpuny, cTepunbHbIA ogHopa3oBblii BD Plastipak® 100 mn, Tun Luer, C HAKOHEYHUKOM KaTeTePHOro
Tuna, 6e3 urnol /
Single use syringe sterile BD Plastipak® 100 ml, tip Luer, with a catheter tip, without needle

Mapametp / Parameter

O6LWasa AAMHa WnpuLa B 3aKpbITOM COCTOSAAHUW, MM /
The total length of the full closed syringe, mm
HomunHanbHas BmecTMocTb / Nominal capacity

[JeneHne wkanbl / Scale division

BMeCTUMOCTb  MeXAy fIMHUAMW  FpagyMpoBKuM ¢
ymcnamm / Capacity between graduation lines with
numbers
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3HauyeHune / Value
202,00 £3,00

100 mn / 100 ml

OT1 0 go 100 mn kaxgple 2 mn / From 0 to 100 ml
every 2 ml

10mn/ 10 ml



Obwas AMHa LWKaibl A0 OTMETKUM HOMWHASIbHOM
BmecTumocTy / The total length of the scale to the mark
of nominal capacity

MpoLomKNTENLHOCTD
duration scale

WKanbl wnpuga /  Syringe

101,03 MVI/ 101,03 mm

LLIkana He Npojo/mMKeHa 3a Npefesibl HOMUHABHO
BMecTMmocTh. O6o3HaveHne otcyTcTByeT. / The
scale is not extended beyond the nominal capacity.
The designation is missing.

Matepuanel / Materials

LLInpuu;: NoAMnponueH, NOAMMU3ONPEH, MEAULIMHCKIIA
CW/IKOH, YepHUna, KpacuTeno™.

Mrna**:  Hepxaselowaa Crasb,
MEANLMHCKNIA CUNKOH, KpacuTenb.

noannponuneH,

Syringe: polypropylene, polyoisoprene, medical
grade silicone, ink, colorant®.

Needle**; stainless steel, polypropylene, medical
grade silicone, colorant.

*MprMeHMMO 4N WNprua cTepunbHOro ogHopasosoro BD Plastipak® 50 mn, tmn Luer Lok, 6e3 urbl,
cBeTo3awmTHbIn. Amber/ *Applicable for single use syringe sterile BD Plastipak® 50 ml, tip Luer Lok, without

needle, light-protective, Amber

**[TPUMEHNMO 19 LLNPWLA CTEPUIBHOIO ofHopasoBoro BD Plastipak® 20 mn, Tun Luer, ¢ UINoii pasmMepom
21G X 1'1" (0,8 mm X40 mm) / **Applcable for single use syringe sterile BD Plastipak® 20 ml, tip Luer, with

needle measuring 21G x 17a" (0,8 mm x 40 mm)

13. YMAKOBKA

VHavBuayanbHaa ynakoska- 1 Lwt.:

MeAMLUMHCKOe W3feNnne MOCTaBMSETCA CTepUSbHbIM,
YMaKoBaHHbIM B MPOMApKUPOBaHHYH) YMaKOBKY.
"pynnoBas ynakoska -25, 60 nam 120 wr.:

M3penvs yknaablsatoTCsa B FpynmnoByo YNakoBKy Mo 25
WTYK (Wwnpuubl no 100 ma), 60 wryk (wnpuysl no 20
Mn 6e3 urbl, no 20 ma ¢ urnoii, 30 ma, 50 M) nam 120
WTYK (lwnpuubl no 20 ma 6e3 nrnbl), NpeAcTaBAAOLLYHO
CO00I KOPOOKY, M3rOTOBMEHHYHD M3 FO(PUPOBAHHOIO
KapToHa.  KapTOHHYK ~ KOpOOKY  3aKpbiBalT U
(DUKCUPYIOT IMNKOIA NEHTON.

14. PACLUNPPOBKA MAPKWPOBOUYHbIX
CMMBONIOB

13. PACKAGEVG

Individual packaging - 1pc.:

The medical device is delivered sterile, packaged in
a labeled package.

Group packaging - 25, 60 or 120 pc.:

Products are packed in group packages of 25 pieces
(100 ml syringes), 60 pieces (20 ml syringes without
needle, 20 ml syringes with needle, 30 ml syringes,
50 ml syringes) or 120 pieces (20 ml syringes
without needle), which is a box made of corrugated
cardboard. The cardboard box is closed and fixed
with adhesive tape.

14. EXPLANATION
SYMBOLS

OF GRAPHIC

CTepunbHas uHamengyansHasa ynakoeka / Sterile individual packaging

Cumson/ Symbol

d WM3roTtosuTtens / Manufacturer

CE

OnwucaHue / Description

CE (mapkuposka CE, cOOTBETCTBYE TpeboBaHMAM eBponeiickux Hopm) / CE marking,
conformity with requirements of European regulations.

3anpeT Ha NOBTOPHOE MpuMeHeHue / Do not re-use

STERILEEO Crepunusauus okeugom atuneHa/ Sterilized using ethylene oxide
2 Wcnonb3osaTs o / Use-by date
[ata nsrotosnexus / Date of manufacture
ITotl Kog naptum / Lot number
REF Howmep no katanory / Catalogue Number

pynnoBas ynakoBka / Group packaging

Cumson/ Symbol

M

M3rotoBuTens / Manufacturer
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OnwucaHue / Description



IREF]| Howmep no karanory / Catalogue Number
15. NMPEAYMPEXAEHWA n MEPBI
MPEAOCTOPOXHOCTW
* [lpoBepbTe LIeNOCTHOCTb VHAMBUAYaNbHOM

Cumson/ Symbol

CE (mapkuposka CE, cooTBeTCTBMe Tpeb6oBaHUAM eBponelickux Hopm) / CE marking,
a conformity with requirements of European regulations.

3anpet Ha NoBTOpPHOe NpuMeHeHve / Do not re-use

STB&FJEO Crepunusaums okengom atuneHa / Sterilized using ethylene oxide
2 Vcnonb3oBatb 4o / Use-by date
v [Jata nsrotosnexus / Date of manufacture
Ln]!- Kog naptum / Lot number
IREFI Homep no katanory / Catalogue Number

YNaKoBOYHbI MaTepuan MoanexuT BTOpUYHOI nepepaboTtke / Recyclable packaging

He gonyckaTb Bo3AeincTems conHeuHoro ceeta/ Keep away from sunlight

A

instructions for use

OcTopoxxHO! ObpaTtnTech K MHCTPYKLMM No npumeHeHnto / Caution! Refer to the

Bepeub oT Bnarn / Keep away from moisture

TpaHcnopTHasa ynakoska/Transport packaging

Wcnonb3osaTb Ao / Use-by date

OnucaHue / Description

[ata nsrotoeneHns / Date of manufacture

Mad

Kog napTum / Lot number

ynakoBKkW. He ncnonb3yiiTte, ecnv UHAMBUAYabHas
yMNakoBKa NoBPeXieHa.

W3genve anpoX*HHO, HETOKCUYHO, CTEPUSBHO.

He ana nepopanibHOro npuMeHeHus.

Mocne OfHOrO WCMOMb30BAHUS YTUAW3UPYWTE C
MOMOLLbIO  COOTBETCTBYIOLLErO KOHTeiHepa AN
MCMO/Ib30BaHHBIX OCTPbLIX MHCTPYMEHTOB.
BHVMMAHWE! Ecnn MecTHble npouefypbl wiu
npoueaypbl  OpraHu3aumm  LOnycKaroT/TpebytoT
MepemMeLLeHns  HamnosSIHEHHbIX  LUMPUUEB, Mepes
HEerocpefiCTBEHHLIM  MEPEMELLEHNEM K MeCTY
NCMONb30BaHNA, MPUMEHSIITE METOAUKY HafeBaHWA
KoMnayka  OfHOW  pykoli  Ana  3aKpbITUS
Hencnonb3yemom wrabl (MPUMEHUMO TONLKO ANs
Wnpuua CTepuIbLHOro ogHopasosoro BD
Plastipak® 20 mn, TMn Luer, ¢ urnoi pasmepom 21G
X174" (0,8 Mm X40 Mm)).

lMOBTOPHOE NPUMEHEHVE MOXET MpUBECTU K
WH(ULMPOBAHWIO WM MPUYMHEHNIO WHOTO Bpeja
3[,0pPOBbIO/HAHECEHMNIO TPaBMbI.
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15. WARNINGS AND PRECAUTIONS

Check the integrity of the individual packaging
before using. Do not use if individual packaging
is damaged.

Product is pyrogen-free, non-toxic, and sterile.
Not for oral use.

After one use, dispose of with an appropriate
sharp waste container.

ATPENTION! If local procedures or
organizational procedures permit/require the
movement of filled syringes, use the one-handed
cap technique to close the unused needle before
moving directly to the site of use (applicable
only for Single use syringe sterile BD Plastipak®
20 ml, tip Luer, with needle measuring 21G x 11
" (0,8 mm X40 mm)).

Repeated use may lead to infection or other
harm/injury.



16. CIMOCOB NMPUMEHEHINA
MHbekuua:

1 BblbepuTe wnpuy wu
NoAXoAALLEro pasmepa.

2. MNpoBepbTe LEeNOCTHOCTb YNaKOBKM Y CPOK FOAHOCTH,
a3aTeM U3BNEKUTE MeSULMHCKOE U34e/ne U3 YNakoBKMK,
NCMNONb3Ys acenTUYeCKYHo TEXHUKY.

VIHCTPYKUMKM MO YCTaHOBKE WI/lbl U CHATUIO KOJ/iNavka
urnbl npusegeHbl HYWXe (Puc. 1,2).

3. Habepute B LNpWL, NEKapCTBEHHLIA Mpenapar,
MOTAHYB 3@ LUTOK NOPLUHSA A0 TeX Nop, Moka LWnpuL, He
HarosHATCA A0 HE06XO4MMOI OTMETKM 403MPOBaHMS.
4. YpepXvBas LUMPWL, C UIORA, HanpaBNeHHON BBEPX,
yfanuTe BO3LyX U3 LUNPULA, HAXaB Ha MOpLUEHb, MOKa
Ha KOHYMKe WUr/bl He NOABATCA Kar/n >KUAKoCTy.

5. TMpogesvHpuumpyiiTe  06nacTb  BbIMOAHEHUS
VNHBEKLMN.

6. BeeguTe wrny B TKaHb Ha COOTBETCTBYHOLLYHO
rny6uHy 1 BBEAUTE /IEKAPCTBEHHIV Npenapar.

7. Be3onacHo yTUAN3NPYIATE UITY U LINPUL,.

8. HajaBnTe Ha MEeCTO BbIMNOMHEHNS NHBEKLMW.

Urny  Ans WHbeKLWi

Acnupayus:

1 Bblbepute wnpuy, u - wurny  Ans
MoAXOoAALLEro pasmepa.

2. [poBepbTe Le/IOCTHOCTb YMAKOBKW 1 CPOK FOAHOCTH,
a3aTem W3BJIEKMTe MeAULMHCKOe U3LENne 13 yNakoBKy,
MCNosb3ys acenTUYECKYHO TEXHUKY.

3. TpopgesnHpuumpyiite  06bnacTb
npoLeaypbl.

4. BBeaute uray B TKaHb WM (nakoH ¥ HabepuTe
Heo6X0AMMOe KONUYECTBO XMAKOCTH.

5. W3Bneknte uray u OCTOPOXHO 3akpoiTe ee
KOMNaykoM wan 6e30nacHo YyTUAU3NPYITe wurny u
LLMpPWL,

6. Hagasute Ha MecTo BbIMO/IHEHUSA MPOLEAYpPbI.

acnupauui

BbIMNO/THEHUA

Y CTaHOBKa UI/bl U CHATUE KO/INaykKa Urnbl:

1 MpwkunmaiiTe 1 04HOBPEMEHHO NOBOpPaYMBaiiTe

Puc. 2
2. T10TAHWTE rOpU30HTA/ILHO

17. KPUTEPUW HEMNPUTOAHOCTWU
He Nof/1eXuT NCMoNb30BaHIO MY YCNIOBUSIX:
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16. MODE OF APPLICATION

Injection:

1 Select the correct size syringe and injection
needle.

2. Check the integrity of the package and the
expiration date, and then remove the medical device
from package using aseptic technique.

Instructions for installing the needle arid removing
the needle cap are given below (Pic. 1,2).

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 into the tissue at the appropriate
depth and inject the drug.

7. Safely dispose of the needle and syringe.

8. Press down on the injection site.

Aspiration:

1 Select the correct size syringe and aspiration
needle.

2. Check the integrity of the package and the
expiration date, and then remove the medical device
from package using aseptic technique.

3. Disinfect the area where the procedure will be
performed.

4. Insert the needle into the tissue or bottle and draw
up the required amount of fluid.

5. Remove the needle and carefully replace the cap
or safely discard the needle and syringe.

6. Press down on the site of the procedure.

Installing the needle and removing the needle
cap:

2. Pull horizontally
17. CRITERIA OF INITIATIVITY
The products should not be used if:



MoBpexaeHa NHAMBKAYaIbHAsA YNAKOBKa,;

MoBpeXaéH LWnpuL;

VcTek CpoK rogHocTu.

18. PUCKU MPUMEHEHINA
MEAVNUMNHCKOIO N34ENNA
Mpon3soacTBo «LLNpULEB CTEPUBHBIX OLHOPa30BbIX
BD Plasiipak* ¢ urnoii n 6e3 urnbl, B BapuaHTax
NCTONHEHUSA» OCHOBAHO Ha  cneuuguKaumsax
NPOV3BOACTBEHHOTO npotecca n KayecTBa,
rapaHTUpPyoWMX  NPeLyCMOTPEHHbIE  TEXHUYECKMe
XapakTepucTukn. OnucaHue ynpaB/ieHUs puckamu
NnpeAcTaB/eHO B OTYeTe MO YMPaBNEHUIO PUCKaMU.
YnpasneHne puckamun BbINOJSIHAETCA B COOTBETCTBUM C
TpeboBaHuaMKM cTaHgapta 1SO 14971  «W3genus
mMeauuMHCKue. TpUMeHeHWe yNpaBneHns puckamm K
MeANLMHCKUM U3LENNAMY.
MeponpusaTis N0 YNPaBNeHWI0  puckamn A7
paccMaTpUBaeMbIX W3LenuiA BbIMOMHATCA B TeyeHue
BCEr0 WX XM3HEHHOro LMKna. Tekyllas OLeHKa pucka
npoBOAMTCA B COOTBETCTBMM  C  MpOLeAypoit
ynpasneHns puckamu. [lo pesynbTatam  aHanmsa
COOTHOLLEHWS pUCKAa W NOMb3bl MOATBEPXAEHO, 4TO
TepaneBTUYeCKas Nosb3a MepeBeLlViBaeT BK/IHOYEHHbIE
B aHaIn3 OCTaTOYHble pUCKW. [loATBEPXKAEHO, 4TO
COBOKYMHbIA ~ OCTATOYHbIA  PUCK, CBSA3aHHbIA  C
n3genvem, SBNSETCA NPUEMIEMbIM.
B ortuete 06 ynpasfeHWM pUCKaMU MNpPYBEAEHbI
nogpobHble cBefeHUss 006 aHaM3e XapakTepa W
nocneacTenini otkasoB (FMEA), aHa/imMse pucka ans
KOHeYHoro nosb3osatesii (EURA) u fpyrux aHanmsax
PUCKa, BbIMOMHEHHbIX Ha MPOTHKEHUN >KU3HEHHOrO
uvkna «LUnpuues cTepubHbIX 0fHOPasoBbiXx BD
Plastipak® c wrnoii n 6e3 wribl, B BapuaHTax
NCMONHEHUA». TpeboBaHUA K MeHeKMEHTY PUCKOB
COOTBETCTBYIOT OCHOBHbIM Tpe6oBaHWAM [UpeKTuBbI
93/42/EEC.

19. OTPAHNYEHIWNA MO
COBMECTUMMOCTMU
«LLnpnup! ctepunbHble ogHopa3oBble BD Plastipak® ¢
Urno# wn 6e3 WUrbl, B BapuWaHTax WCMOMHEHNS»
ABNAOTCA MeAVLVHCKAMMN N30enmamm,
paspaboTaHHbIMU 151 COEAMHEHMSA C UrNamMKn U ApYTMA
YCTPOIACTBaMM MOCPEACTBOM KpenneHws Tuna Luer,
Luer Lok 1 HAKOHEYHMKOM KaTeTEpPHOro Tuna.
LWnpuupsl BD Plastipak ¢ HaKOHEYHWKOM KaTeTepHOro
TUMa He NpefHasHaueHbl /19 COeAMHEHWA C KaTeTepamu
KaKoro-n1bo KOHKpe'THOro B1Aa, OHW pa3paboTaHbl 418
COefVHeHNs C KaTeTepamy C pa3beMOM Twuna Luer u
MOrYT MUCNOJb30BaTbCA A/ COELUHEHUS C KaTeTepamMu
C MAeHTUYHbLIM wWwnpuuam BD Plastipak HasHayeHWem
(Hanpumep, nnespaibHbIM Karetepam,
nasoractpajibHbIM KaTeTepam, Katetepam Ponea v ap.).
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- Individual packaging is damaged;

- The syringe is damaged;

- Expired.

18. RISKS OF MEDICAL APPLICATION

The production of “Single use syringes sterile BD
Plastipak® with needle and without needle within the
design styles” is based on manufacturing process and
quality specifications to ensure the specified
performance. A description of risk management is
provided in the risk management report. Risk
management is performed in accordance with the
requirements of 1SO 14971 *“Medical devices.
Applying Risk Management to Medical Devices”.
Risk management measures for the products in
question are carried out throughout their entire life
cycle. The current risk assessment is carried out in
accordance with the risk management procedure.
The risk-benefit analysis confirmed that the
therapeutic benefit outweighs the residual risks
included in the analysis. The cumulative residual risk
associated with the product has been proven to be
acceptable.

The Risk Management Report details the Failure
Modes and Effects Analysis (FMEA), End User Risk
Analysis (EURA), and other risk analyzes performed
throughout the life cycle of “Single use syringes
sterile BD Plastipak® with needle and without needle
within the design styles”. The risk management
requirements are in line with the essential
requirements of Directive 93/42/EEC.

19. LIMITATIONS ON COMPATIBILITY

“Single use syringes sterile BD Plastipak® with
needle and without needle within the design styles”
are medical devices designed to be connected to
needles and other devices by means of a Luer, Luer
Lok mount and catheter tip.

BD Plastipak syringes with catheter tip are not
intended for connection with catheters of any
particular type, syringes are designed for connection
with catheters with a Luer connector and can be used
with catheters with the same purpose as BD
Plastipak syringes (for example, pleural catheters,
nasogastric catheters, Foley catheters, etc.).

The taper of the syringes is monitored during the
manufacturing process.
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KOHYCHOCTb  LUMPULEB  KOHTPONMpYeTCs
MpOV3BOACTBEHHOIO NpoLecca.

20 METOAbI N YCNOBWNA
CTEPUNNIALUNN

MeAMUMHCKOe n3fenne NocTaBnseTcs CTepUbHbIM B
repMeTM4HOW ynakoBke. CTepunm3aLums MPOBOAUTCS
rasoBbIM METOAOM C MPYMEHEHWEM 3TUNEHOKCUAA, C
NOATBEPXKAEHNEM YPOBHS CTepuibHOCTH (SAL) 107
TonbKo A1 04HOPa30BOro MUCMob3osaHus. MosTopHas
cTepunmsaLmMs M MOBTOPHOE  MCMOMb30BaHWE
3anpeLleHo. Ecnm cTepunbHas ynakoBka NOBPeXaeHa,
co00LWMTe 06 3TOM B KOMMAHWIO NPOU3BOAUTENS.

21. ycnoumna TPAHCIMOPTUPOBAHINA,
XPAHEHWNA N SKCNNYATALNWN

B Xoge

M130enuvs cnpoeKTUpoBaHbl, NPOU3BeAeHbI 1 ynakoBaHbl

Tak, uTOGbl WX O6WMe W (BYHKLMOHaNbHbIE
XapaKTepUCTHKM, MposBNIsieMble npu
MPeLyCMOTPEHHOM  MPUMEHEHWW, He  MOABEPI/INCH
HebnaronpusTHOMY BO3AENCTBMIO npm
TPAHCMOPTUPOBKE W  XPaHeHUW, MNPOU3BOAMMBIX B
COOTBETCTBUM C  WHCTPYKUMEA 1 yKasaHWsMM,

NpVBeSEeHHbIMU Ha YNaKoBKe U30eNns.
Ycnosus akcnayarauum
Temnepatypa
OKpY>KatoLLen
cpegsl, °C
Temnepatypa
aKcnnyarauum
MpyY KOHTaKTe ¢
BHY3pEHHe
cpefoi
opraHusmMa, ®C

OT +5 °C g0 +25

OT1+32°C fo +42 °C

Ot 20% [0 80% 6e3
KOHAeHcauum

BnaxHocTtb, %

AddpekTBHAA 1 Ge3onacHas IKcnnyaraums M3nenus
BO3MOXHA  TOMbKO B YKasaHHbIX  npejenax
KIMMaTUYEeCKMX YCNOoBUi (TemnepaTtypa, BNaOKHOCTb).

XpaHeHue

Temnepatypa, °C ~ OT 45 °C go +25 °C

OT 20% no 80% 6e3
KOHAEeHcaLum

BnaxHocTb, %

TpaHcnopTUpOBKa

W3genne TPaHCMOPTUPYIOT BCEMM BMAAaMM TpaHcnopTa
B KPbITbIX TPAHCMOPTHbIX CPeACTBaxX B COOTBETCTBUM C
MpaBuIaMy  MepPeBO3KM Fpy30B, [eMCTBYIOWMX Ha
TpaHCMopTe Kaxkaoro Buha. MeauuyHCKoe Wu3genve
TPaHCMOPTMPYETC B CYXMX, TEMHbIX YCMOBUSX, MpK
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20. METHODS AND CONDITIONS FOR
STERILIZATION
The medical device is supplied sterile sealed.

Sterilization is carried out by the gas method using
ethylene oxide, with confirmation of the level of
sterility (SAL) 10/

Only for single use. Repeated sterilization and reuse
is prohibited. If the sterile package is damaged,
report it to the manufacturer.

21. CONDITIONS OF
TRANSPORTATION,
OPERATION

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 AND

Operating conditions

. From +5 °C to
Ambient temperature, °C

+25 °C
Operatmg temperature in contact From 432 °C
with the internal environment of

to +42 °C
the body, °C

From 20% to

- 80%

Humidity, % without

condensation
Efficient and safe operation ofthe product is possible
only within the specified climatic conditions
(temperature, humidity).
Storage
From +5 °C to
+25 °C
From 20% to
80%
without
condensation

Temperature, °C

Humidity, %

Transportation

The medical device is transported using all available
modes of transportation in the covered vehicles
according to the transportation rules forced on each
transportation mode. The medical device is
transported in dry, dark place, at temperature from
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Temnepatype oT +5 °C go +25 °C 1 OTHOCWUTENbHOM

BNXHOCTM Bo3gyxa oOT 20% pgo 80% (6e3
KOHAEeHcaumm).

22. CPOK TOAQHOCTMN

Bce «LUnpuubl cTepunbHble  ofHopasoBble  BD

Plastipak® ¢ wrnoin n 6e3 wrnbl, B BapuMaHTax
NCMONHEHNA», BK/IHOYEHHb{e B 3TOT JOKYMEHT, UMEIOT
CPOK TOAHOCTM 5 fleT, 3a WCK/IHOYEHMEM LUMpULA
cTepunbHOro ogHopasosoro BD Plastipak® 100 mn, Tvn
Luer, ¢ HaKOHEYHVKOM KaTeTepHOro Tuna, 6e3 urnbl,
CPOK FOAHOCTW KOTOPOro COCTaBNseT 18 mMecALes.

23. YTUNN3ALWA

M3aenums, nMeBLUME KOHTAKT C KPOBbIO W/WAn apyrumu
61ON0TrNYECKMU YXXUAKOCTAMU, NOLNEXAT YTUAN3ALMN
nwvnn yHUUTOXeHWto cornacHo CanluH 2.1.3684-21
no knaccy b. Hewucnonb3oBaHHble u3genma  (He
MMEBLUME KOHTAKTa C KPOBbLHO /UK ¢ BUONOrMYecKMMm
XMAKOCTAMM), B T.4. C MUCTEKLUMM CPOKOM FOAHOCTM,
noAneXxar yTuamsaumy Unnm yHUUYTOXEHUIO COrNacHo
CaHlMunH 2.1.3684-21 no kuaccy A.

24. TAPAHTUMNHBIE OBA3ATE/NIbCTBA
Mpov3BoauTens rapaHTMpPYyeT COOTBETCTBME [AaHHOIO
MeANLMHCKOro n3genms 3a5B/IEHHBIM
XapakTepucTMkam B Mpefenax COXpaHeHWs Ccpoka
rogHOCTW,  NpW  YCNOBUW,  YTO  cobntogaroTes
TpeboBaHWs NPOU3BOANTENSA, YKa3aHHbIe B MHCTPYKLMK
no  npuMeHeHuto.  lpousBoguTens  He  Hecer
OTBETCTBEHHOCTW 3a MOBPEXAEHUS WM HecyacTHble
CNy4aun, BbI3BaHHbIE HEMPaBULHON 3KCMyaTaLmei
u3genus, No BWHE  MOMb30BaTeNiel WA  BHELUHWX
HenpeaBUAEHHbIX CUTYaLMIA.

25. TPEBOBAHUNA MO OXPAHE
OKPYXAW WEW CPEAbI

[aHHoe MeauUMHCKOE W3[eNve MpU  Hagjexallem
MCNONMb30BaHUW, TPAHCMOPTUPOBKE W XPaHeHWM He
OKa3blBaeT HeraTvBHOrO BO3[EWCTBUS Ha uYefioBeka
OKPY>KatoLLYtO cpesy.

26. MATEPUADI XMNBOTHOTIO 7
(M) YENOBEYECKOTO
MPONCXOXAOEHNA

B coctase wu3genus  OTCYTCTBYHOT  MaTepuabr
YXVBOTHOIO U (MNM1) YeIOBEYECKOTO MPOUCXOXKAEHNS.
27. COAQEP)XAHWNE B MEAVNLUVWHCKOM
M3OENNN NEKAPCTBEHHbBIX CPEACTB
«LLnpuny, cTepunbHbIA ogHopasoBblii BD Plastipak® ¢
urnoi 1 6e3 Urnbl, B BapuaHTax WCMONMHEHUS» - 3TO
MefULMHCKOe — W3feNMe, KOTOPOE He  COAEPXWUT
NeKapCTBEHHbIX CyOCTaHUMI 1 ABNAETCSH COBMECTUMbIM
C  JleKapCTBeHHbIMU cy6cTaHLmamu, 06bI4HO
MCMNO/b3YeMbIMU BO BPeMs CTaHAApPTHbLIX MpoLeayp,
[N KOTOPbIX OblI0 pa3paboTaHo fJaHHOe U3fenue.

28. COAEPXXAHWNE BMEOVNLUVWHCKOM
N3AENNN ®TANATOB, TATEKCA U
BUCPEHON A
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+5 °C to +25 °C and air relative humidity from 20%
to 80% (without condensation).

22. SHELF LIFE

All “Single use syringes sterile BD Plastipak® with
needle and without needle within the design styles”
included in this document have a shelf-life of 5 years
except single use syringe sterile BD Plastipak® 100
ml, tip Luer, with a catheter tip, without needle,
which has a shelf-life of 18 months.

23. UTILIZATION

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

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.

25. ENVIRONMENTAL
REQUIREMENTS

This medical device during use, transportation and
storage does not have a negative impact on humans
and the environment.

26. MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

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

27. CONTENTS IN THE MEDICAL
DEVICE OF MEDICINES

“Single use syringe sterile BD Plastipak* with
needle and without needle within the design styles”
is a medical device that do not contain medicinal
substances and is compatible with the medicinal
substances commonly used during the standard
procedures for which this product was developed.

28. CONTENT IN THE MEDICAL
PRODUCT OF PHTHALATES, LATEX
AND BISPHENOL A
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[aHHoe  u3genve

He COAEPXWT  HaTypanbHblii  This product does not contain natural rubber latex,

KayuyyKoBblii naTekc, (Tanathl, nonukap6oHat 1, phthalates, polycarbonate and therefore bisphenol A
cnepoBatensHo, ucgeHon A (BrA). (BPA).

29. TEXHNWYECKOE OBCNYXMNBAHWE U 29. MAINTENANCE AND REPAIR

PEMOHT

[aHHoe MW sBnsieTcs 0AHOPa3oBbIM, CTepunbHbIM, This MD is disposable, sterile, and reuse is
MOBTOPHOE MCMOMb30BaHMe 3anpelleHo. TexHuueckoe prohibited. Maintenance and repairs are not
06CNyXXVBaHMe U PEMOHT HempuMeHuUMbl ans gaHHoro — applicable to this medical device.

MEAWLIMHCKOTO M3aeNus.

30. COOTBETCTBUE CTAHOAPTAM 30. APPLICATION STANDARDS

EN 556-1

EN 1041

EN 1707

BH 1SO 6009

EN ISO 7864

EN 1SO 7886-1

EN 1SO 9626

EN 1SO 10993-1

EN 1SO 10993-7

EN 1SO 10993-18

ENISO 10993-2

EN I1SO 10993-10

UNE-EN ISO
11135

EN 1SO 11138-2

Crepunusauma MeguUMHCKUX u3genuii - TpeboBaHWA K MEAWULMHCKAM  U3LennaM,
KOTOpble AOMKHbI MMeTb 0603HayYeHne «CTEPWJIbHBIE» - Yactb 1. TpeboBaHus K
OKOHYaTeNlbHO CTEPUNM30BAHHLIM MeauUMHCKUM u3genusam. / Sterilization of medical
devices - Requirements for medical devices to be designated 'STERILE' - Part I:
Requirements for terminally sterilized medical devices.

VHdopmaums npegocTaBnieHa MPOM3BOAUTENEM MeAUMUMHCKMX u3genwid. / Information
supplied by the manufacturer of medical devices.

KoHuyeckve (UTUHIM ¢ KOHYCOM 6% (JTto3pa) 4N LWNPULEB, U H HEKOTOPOro ApYroro
MeAMLMHCKOro o6opyaoBaHus - 3anopHele gutuHri. / Conical fittings with a 6 % (Luer)
taper for syringes, needles and certain other medical equipment - Lock fittings.
OfHopa3oBble MMMbl AN MOLKOXHbIX WMHbEKUMA - LiBeToBas KOAMpOBKa Ans
naeHTugukaummn. / Hypodermic needles for single use - Colour coding for identification.
CrepunbHble UMbl A1 MOLKOXHBLIX WMHBLEKUMIA OAHOPa30BOr0 MCMOMb30BaHUA -
TpeboBaHNA U MeToAbl WchbITaHWiA. / Sterile hypodermic needles for single use -
Requirements and test methods.

CTepunibHble LWNPULBLI A8 NOAKOXHbBIX MHBLEKUMIA AN 0fHOPA30BOro UCMO/b30BaHNS -
Yactb 1 LLnpuupl onsa pyvHoro ucnons3osaHus. / Sterile hypodermic syringes for single
use - Part 1: Syringes for manual use.

VronbyaTble TPYOKM U3 HepXKaBetoLLein cTanu Ans U3roToBAeHUs MeAULMHCKUX U3AeNNiA.
TpeboBaHMa 1 MeToAbl UcMbITaHwWiA. / Stainless steel needle tubing for the manufacture of
medical devices - Requirements and test methods.

Brionornyeckas oueHka MeauLUHCKUX m3genuin - Yacte 1 OueHka U TeCTMpOBaHWe B
npouecce ynpaeneHust puckamu. / Biological evaluation of medical devices - Part 1
Evaluation and testing within a risk management process.

Buonornyeckas ouUeHKa MegMUMHCKMX n3genunii - YacTb 7: OCTaTkn cTepunmsauum
okcugom atuneHa. / Biological evaluation of medical devices - Part 1: Ethylene oxide
sterilization residuals.

buonornyeckas oOuUEHKa MeAMUMHCKUX  u3gennii - Yactb  18:  Xumuueckas
Xapaktepuctuka matepwanos. / Biological evaluation of medical devices - Part 18:
Chemical characterization of materials.

Bronornyeckas oLeHKa MeaULMHCKMUX n3genuii - YacTtb 2: TpeboBaHus K 6i1arononyunto
XmBoTHbIX. / Biological evaluation of medical devices - Part 2 Animal welfare
requirements.

Bronornueckas ougHka MeaMUMHCKMX maaenuid - YacTb 10: TeCTbl Ha pasgpaxeHue u
ceHcnbunmsaumio koxu. / Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization.

CTepunusaumst MeguUMHCKUX wn3genmid. Okcup aTuneHa. Tpe6oBaHMs K pa3paboTke,
Ba/IMJALMN W TeKyLLeMy KOHTPO/IO mpouecca CTepunmsaLny MeauuuHCKUX n3genuid. /
Sterilization of health-care products - Ethylene oxide - Requirements for the development,
validation and routine control of a sterilization process for medical devices.
Crepunusauus n3genuii MeguULMHCKOrO HasHayeHust - buonormuveckue UHAMKATOPbI -
YacTb 2: BMONOrnyeckme MHAMKATOPbI MPOLECCOB CTepUnM3aumMm OKCUAOM 3TuneHa. /
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EN 1SO 11607-1

EN ISO 11607-2

EN ISO 11737-1

EN 1SO 11737-2

EN 1SO 13485

EN ISO 14971

EN 1SO 15223

EN 20594-1

Sterilization of health care products - Biological indicators - Part 2: Biological indicators
for ethylene oxide sterilization processes.

YnakoBKa [/ OKOHYaTe/lbHO CTEPUNMN30BaHHLIX MeAuUMHCKUX u3genuin - Yactb L
TpeboBaHUA K MaTepuanam, CTEPUIbHbIM OapbepHbIM CUCTEMAM W YMAKOBOYHbIM
cuctemam. / Packaging for terminally sterilized medical devices - Part I: Requirements for
materials, sterile barrier systems and packaging systems.

YNakoBKa [/11 OKOHYaTe/lbHO CTEPUIM30BaHHbIX MEeAULMHCKMX u3fenuidi - YacTb 2
Tpeb6oBaHWA K Basmjaumn A1 MpoLeccoB (hOPMOBaHMS, repMeTusaumm u cbopku. /
Packaging for terminally sterilized medical devices - Part 2: Validation requirements for
fonning, sealing and assembly processes.

CTepunusaums MeguLUHCKUX un3genuini - Mukpobronoruyeckue metogbl - Yacte L
Onpegenexue nonynauumM MMKPOOPraHn3mMoB Ha npogykrax. / Sterilization of health care
products - Microbiological methods - Part 1. Detennination of a population of
microorganisms on products.

Crepunmsaums MeULNMHCKNX n3aennii - Mnkpobrnonornyeckne Metogpl - YacTb 2: TecTbl
Ha CTepWbHOCTb, BbIMOHAEMbIE MPU  ONpejesneHny, BaiMfauum W NOAAePKaHUM
npouecca ctepunmsaumn. / Sterilization of medical devices - Microbiological methods -
Part 2: Tests of sterility performed in the definition, validation and maintenance of a
sterilization process.

MegnumHckme n3genms. CuUCTeMbl MeHeMKMeHTa KadyecTBa. TpeboBaHWs NS Lenei
perynuposaHus. / Medical devices - Quality management systems - Requirements for
regulatory purposes.

MeauumHcKme usgenms - NpumeHeHVe ynpasneHns puckamm K MeAULMHCKAM M3LENNsM.
/ Medical devices - Application of risk management to medical devices.

MegnumHekne un3genus. CUMBO/bI, WCMO/b3yeMble Ha 3TUKETKAX, 3TUKETKax W
NpesfocTaBNSeMOn  MHOPMaUMM O  MeAWMUMHCKMX u3germsx. Yactb 1 O6uime
TpebosaHus. / Medical devices - Symbols to be used with medical device labels, labelling
and information to be supplied - Part 1. General requirements.

KoHuyeckre hUTUHIM ¢ KOHYCOM 6% (J1r03pa) 4N LINPULEB, UIN U HEKOTOPOTO APYroro
MeAuLUMHCKOro obopyaosaHus - Yactb 1. O6ume TpeboBaHus. / Conical fittings with a
6% (Luer) taper for syringes, needles and certain other medical equipment - Part 1. General
requirements.

31. AOPEC ANA MPUEMA PEKNTIAMALNI
B cnyyae BO3HMKHOBEHWS BOMPOCOB, CBA3AHHbLIX C
KayeCTBOM  MeAMLMHCKOro  M3genus, Heobxoaumo
obpatuTLCA rno crnefytoLemy agpecy K
YnonHomo4eHHomy lMpeacTtasutento MpounssoanTens B
Poccuiickoin ®epepaumu:

00O «bekToH [IMKMHCOH Boctoro>,

Poccuiickas degepaums, 127051 Mocksa, yn. Cagoas-
CamoTéuHas, f. 24/27, 2 atax, nomelleHve |, KoMHaTa
18

Ten/thakc: +7 495 775 85 82

Email: complaints_CIS@bd.com

Bepcua - 2023

PY No XXX XXXXXXX ot AU.MM.IT.
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31. ADDRESS FOR RECLAMATIONS

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 Vostob> LLC,

24/27 Sadovaya-Samotyochnaya Street, 2** Floor,
Premises |, office 18, 127051 Moscow, Russian
Federation

Tel/Fax: +7 495 775 85 82

Email: compiaints_CIS@bd.com

Version-2023
RC Ng XXX XXXXXXX dated DD.MM.YY.
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/ HGDEBO,EI' C @HI/IMIACKOI0 M UCMAaHCKOro S13bIKOB Ha pyCCKI/II7I A3bIK

<Kpyrnblii rep6osbiin wrtamn: KOJIJIETM HOTAPUYCOB NCMAHUIN>
4 <Jlorotun B4, (BD)>

NHCTPYKLUMS MO NPUMEHEHWIO

LLINnpwuL, cTepu/ibHbIA 0gHOPa3oBbI BD
Plastipak® c urnon n 6e3 urnbl, B BapruaHTax
NCMOJTHEHUSA

MpounssoguTens: bekToH AuknHcoH C.A., UcnaHusa
(Becton Dickinson S.A, Spain)

«YTBEPXOAK»
BekTou AuknHcoH CA.
(Becton Dickinson S.A.)

JOoNKHOCTDb

PykoBoguTenb 0T ena perncrpaymm
Nwmsa

Enena MoponsnoH

(Elena Morollpgn)

Mognuck

<Kpyrnas neyatb:

BEKTOH AJUKWHCOH, C.A.
(BECTON DICKINSON S.A) *
KamuHo ge Banb-ge-Onuea, 6/H
28750 CAH-ATYCTUH-OENb-TYALANVKC
(Camino de Valdeoliva, s/n.

28750 SAN AGUSTIN DE GUADALIX)
(MAOPUI)>

<Mognucb>

2023 r.

VD7608990
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<LlTamn:

(3aperucTpupoBaHo B PeecTpe 3a Homepom 56).

A, XEPMAH MAPUA NEOH-U-MWHA," HoTapuyc
BbicLueit Konnerum HOTapunycoB Magpwvaa,
3aperncTpupoBaHHbIii B I. CaH-ArycTuH-aenb-lI'yaganmkc:
CBMAETENBCTBYHO: Y10 HactoAwas Komusi TOYHO
COOTBETCTBYET NPeAbABIEHHOMY MHE OKYMEHTY...........
B noATBepKAeHVe Yero BbLUalo HaCTosALLEee CBUAETENLCTBO
B I. CaH-ArycTuH-genb-Iyaganmke

PAQ--V- v\

<AKUM3Haa Mapka:
FEHEPA/IbHbIA COBET HOTAPUATA UCMNAHUN *
EBPOMENCKUIA HOTAPUAT * 0280195592>

<MAPKA JIETAN3AUMN OOKYMEHTOB
KOMIIEMNA HOTAPUYCOB UCTIAHWV  A332463688>

<lep6oBas nevarb:
-H XEPMAH MAPUA AE NEOH MNHA *

HOTAPNYC I. CAH-ATYCTUH-AENb-TYAOANNKC>

<Moanucev>
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MepeBoa AaHHOIO TeKCTa cfenaH MHOW, nepeBoAUYnKoM HeTennHoli AHacTacueit MuxaiinoBHOVA.

MNoAMNuch

Poccuiickas degepaums

fopog Mocksa

[sajuaThb NepsBoro anpens fse ThiCAYM [BajLaTb TPeTbero roga

A, KBuTKO Pefop AnekcaHaposuy, HoTapuyc ropoga MockBbl, CBUAETENbCTBYH NOAIMHHOCTL NOANUCH
nepeBoauvka HeTenunHoii AHacTacum MyxaiinoBHsl.

Mognuck caenaHa B MOEM NPUCY TCTBUN.

JInyHoCcTb noAnucasLlero JOKYMeHT yCTaHoB/eHa.

3aperncTpuposaHo BpeecTpe: Ng62/137-4/77-2023- ~
YnnayeHo 3a coBepLUeHne HoTapuanbHoro gencTaus: 400 py6. 00 kon.

MOAMUCH

®.A. KBUTKO

MepboBasa neyaThb
HoTapuyca r.MocCKBbl
KsuTko ®,A

Bcero npoLuHypoBaHo, NpOHYMepOBaHO
¥ cKpenneHo neyaTbio 20 nucT(a)(oB)

HoTapuyc

noanmch

Poccuiickaa ®egepaumsa
ropog Mocksa I
[BafuaTtb NepBoro anpens fBe TbiCAYN [BajLaTbh TPETLErO roja
A, KBUTKO ®efop AnekcaHapoBuy, HoTapuyc ropoga MoCKBbI,
CBUETENIbCTBYIO BEPHOCTb KOMWUK C NpefcTaB/IeHHOro folMmeLuTa.
3apeructpuposaHo B peectpe: Ne 62/137-H/77-2023- vy 3 z O
YnnayeHo 3a coBepLUeHMe HOTapuasibHOro gencteusa:N/£17y6. 00 kon .

d.A. KBUTKO

Bcero npownTo, NPoOHYMepoBaHo, CKPEN/eHO
neyatbto 2/ nuct(a) (oB)

HoTtapuyc
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