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I. NAME OF THE MEDICAL DEVICE

Sterile Injection needle for single use BD
Microlance 3, in the design styles:

1. Sterile Injection needle for single use BD
Microlance 3, size 16G x 12" (1,6mm x 40mm),
regular wall, cutting angle of the point 11°,
composed of: needles - 100 items with instruction
for use - 1item (per group pack).

2. Sterile Injection needle for single use BD
Microlance 3, size 18G x 1 2" (1,2mm x 40mm),

thin wall, cutting angle of the point 17°, composed
of: needles - 100 items with instruction foruse - 1

item (per group pack).

3. Sterile Injection needle for single use BD
Microlance 3, size 18Gx 2 " (1,2mm x 50mm),
regular wall, cutting angle of the point 11°,
composed of: needles - 100 items with instruction
for use - 1item (per group pack).

4. Sterile Injection needle for single use BD
Microlance 3, size 19Gx 1" (1,1mm x 25mm),
regular wall, cutting angle of the point 11°.
composed of: needles - 100 items with instruction
for use - litem (per group pack).

5. Sterile Injection needle for single use BD
Microlance 3, size 19G x 1 72" (bl mm x 40mm),

thin wall, cutting angle ofthe point 11°, composed
of: needles - 100 items with instruction for use - 1

item (per group pack).

6. Sterile Injection needle for single use BD
Microlance 3, size 19G x 2 " (1,2mm x 50mm),

thin wall, cutting angle of the point 11°, composed
of: needles - 100 items with instruction for use - 1

item (per group pack).

7. Sterile Injection needle for single use BD
Microlance 3, size 21G x 2 " (0,8mm x 50mm),

thin wall, cutting angle of the point 11°, composed
of: needles - 100 items with instruction for use - 1

item (per group pack).
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1. HAUMEHOBAHWE MEONWLUWNHCKOIO
N3OENUNA

Mrna nHbekLMoOHHas ogHopasoBas
cTepunbHasn

BD Microlance 3, B BapMaHTax UCMNOMHEHUSA:
1 Virna nHbeKLMOHHaa ofHopa3oBas
cTepunbHasi BD Microlance 3, pasmep 16G x 1
r (1,6mMmm X40MM), HOpManbHas CTeHKa, yrosn
cpesa octpua 11°. B cocTase: urabl - 100 WwT. ¢
WHCTPYKLUMel No NpUMeHeHuo - 1 wT. (Ha
rpPynnoByt YyMNakoBKy).

2. Irna nHbekLMoHHaa ofHopasosas
cTepunbHas BD Microlance 3, pasmep 18G x 1
»"(1,2Mm X40MM), TOHKas CTEHKa, Yron cpesa
octpua 17°, B coctase: urael - 100 WwT. ¢
WHCTPYKLUME No npuMeHeHunto - 1 wt. (Ha
rPynnoBy YMNakoBKY).

3. Irna nHbeKLMoHHaa ogHopa3oBsas
cTepunbHas BD Microlance 3, pasmep 18G x 2"
(1,2mm X50MM), HOpMasnbHaa CTeHKa, yrosn
cpesa ocTpua 17°, B cocTtase: urnbl - 100 wr. ¢
WHCTPYKUMEN Mo npumeHeHnto - 1 wT. (Ha
rPynnoBy YNakoBKY).

4. irna uHbeKUMoHHada ofHOopa3oBas
ctepunbHag BD Microlance 3, pasmep 19G x 1"
(1.1mm X25MM). HOpManbHas CTeHKa, yros
cpesa octpua 11°, B coctaBe: urnol - 100 Wwt. c
MHCTPYKLMeA no npumeHeHUto - 1 wT. (Ha
rpynnoBy yNakoBKYy).

5. "rna nHbeKUMOHHas oHopasoBas
cTepunbHas BD Microlance 3, pasmep 19G x 1
12" (1,1mm X40MM), TOHKasA CTeHKa, yron cpesa
octpusa 11°, B cocTaBe: urabl - 100 WwT. €
MHCTPYKLMER no npumeHeHnto - 1 wT. (Ha
rpPynnoBy YNakKoBKY).

6. irna nHbEKLMOHHAA 04HOpa30Bas
cTepunbHas BD Microlance 3, pasmep 19G x 2"
(1,1mm X50MM), TOHKaa CTeHKa, yron cpesa
ocTtpua 11°, B cocTase: urnasl - 100 WwT. ¢
WMHCTPYKLMEN NO NpUMeEHEHUIO - 1 WT. (Ha
rpynnoBy ynakoBky).

7. \rna NHBbEKLMOHHAA 04HOpPa30Bas
cTepunbHas BD Microlance 3, pasmep 21G x 2"
(0,8Mm X50MM), TOHKas CTeHKa, Yrof cpesa
ocTtpua 11° B cocTase: urasl - 100 WT. ¢
WHCTPYKUMEN No NpUMeHeHuto - 1 wT. (Ha
rpynnoByk YNakoBKY).



1 Sterile Injection needle for single use BD
Microlance 3, size 21G x 1" (0,8mm x 25mm),

thin wall, cutting angle ofthe point 11°, composed
of: needles - 100 items with instruction for use - 1

item (per group pack).

9. Sterile Injection needle for single use BD
Microlance 3, size 21G x 1'/2" (0,8mm x 40mm),

thin wall, cutting angle ofthe point 11°. composed
of: needles - 100 items with instruction for use - 1

item (per group pack).

10. Sterile Injection needle for single use BD
Microlance 3, size 24G x 1" (0.55mm x 25mm),
regular wall, cutting angle of the point 11°,
composed of: needles - 100 items with instruction
for use - 1item (per group pack).

11. Sterile Injection needle for single use BD
Microlance 3, size 25G x 5/8 " (0,5mm x 16mm),
regular wall, cutting angle of the point 11°,
composed of: needles - 100 items with instruction
for use - 1item (per group pack).

12. Sterile Injection needle for single use BD
Microlance 3, size 25G x 1" (0,5mm x 25mm).
regular wall, cutting angle ofthe point 11°,
composed of: needles - 100 items with instruction
for use - 1 item (per group pack).

13. Sterile Injection needle for single use BD
Microlance 3, size 26G x /2" (0,45mm x 13mm),
regular wall, cutting angle of the point 11°.
composed of: needles - 100 items with instruction
for use - 1item (per group pack).

14. Sterile Injection needle for single use BD

8. Irna nHbvekumMoHHasa ofHopa3oBas
ctepunbHas BD Microlance 3, pasmep 21G x 1"
(0,8mMM x 25MM), TOHKas CTeHKa, yron cpesa
ocTtpua 11° B cocTase: urnel - 100 wt.
WHCTPYKLUMWEA MO NpUMeHeHUto - 1 wT. (Ha
rpynnoByto ynakoBky).

9. Nrna nHbEKLMOHHAaA o4Hopa3oBas
cTtepunbHas BD Microlance 3, pasmep 21G x 1
1/2" (0,8mMm x 40MM), TOHKAsA CTeHKa, Yros cpesa
ocTtpua 11° B cocTase: urnabl - 100 wr. c
WHCTPYKLUMeli No npuMeHeHunto - 1 wt. (Ha
rpynnoByto ynakoBKy).

10. 'rna MHbEKLMOHHaA ogHOpasoBas
ctepunbHaa BD Microlance 3, pasmep 24G x 1"
(0,55MM x 25MM), HOpManbHaa CTeHKa, yros
cpesa ocTpua 11°, B coctaBe: urabl - 100 WT. C
MHCTPYKUWEl no npumeHeHuto - 1 wT. (Ha
rpynnoBy ynakoBKy).

11. 'tna MHbEeKUMOoHHaA o4HOpa3oBas
cTepunbHas BD Microlance 3, pasmep 25G x
5/8" (0,5MM x 16MM), HOpMasibHas CTeHKa, yros
cpesa octpua 11° B cocTase: urael - 100 WT. ¢
MHCTPYKLMEA No npuMeHeHuo - 1 wT. (Ha
rpynnoByto YyNakoBKY).

12. 'rna HbEKLUMOHHasA 04HOpa3oBas
ctepunbHaa BD Microlance 3, pasmep 25G x 1"
(0,5MM x 25MM), HOpManbHaa CTeHKa, yros
cpesa ocTpua 11°, B coctaBe: urael - 100 wr. ¢
WHCTPYKLUMER MO NpUMeHeHUto - 1 wT. (Ha
hynnoBy ynakoBKy).

13. irna nHbeKUMOHHas ogHopa3oBas
cTepunbHas BD Microlance 3, pasmep 26G x Vi
(0,45MM x 13MM). HOpManbHas CTeHKa, yros
cpesa octpua 11°, B coctaBe: urabl - 100 WwT. c
WHCTPYKUMEN No npumMeHeHno - 1 wt. (Ha
rPynnoBy YNakoBKY).

14. Itna UHBbEeKLMOoHHaa o4Hopa3oBas

Microlance 3, size 26G x 5/8 " (0,45mm x 16mm).
thin wall, cutting angle of the point 11°, composed
of: needles - 100 items with instruction foruse - 1
item (per group pack).

cTepunsHas BD Microlance 3, pasmep 26G x
5/8" (0,45MM X 16MM), TOHKaA CTEHKa, Yrof
cpe3a ocTpua 11° B cocTtase: urnbl - 100 WTt. ¢
WHCTPYKLMEA No npuMeHeHutoo - 1 wT. (Ha
rpynnoByio yNnakoBKy).

15. Sterile Injection needle for single use BD
Microlance 3, size 27G x 12" (0,4mm x 13mm),
regular wall, cutting angle of the point 11°.
composed of: needles - 100 items with instruction
for use - 1item (per group pack).

15. itrna WHbeKLMOHHasa ogHopasoBas
cTepunbHasi BD Microlance 3, pasmep 27G x 1"
(0,4MM x 13MM). HOp.MasibHasA CTEHKa, Yrof
cpesa octpus 11°, B coctaBe: urabl - 100 wr. ¢
WHCTPYKLMER No npuMeHeHunto - 1 wT. (Ha
rpynnoByto ynakoBKY).
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LL. sterile Injection needle for single use BD
Microlance 3, size 27G X va" (0,4mm x 19mm),
regular wall, cutting angle of the point 11
composed of: needles - 100 items with instruction
foruse - 1item (per group pack).

17. Sterile Injection needle for single use BD
Microlance 3, size 30G x 2" (0,3mm x 13mm),
regular wall, cutting angle of the point 11°,
composed of: needles - 100 items with instruction
for use - 1item (per group pack).

Hereinafter: BD Microlance 3 needle, medical
device, MD.

2. LEGAL MANUFACTURER

2J Manufacturer:

Becton Dickinson S.A., C/Megiiinenza, s/n, 22520
Fraga (Huesca), Spain

2.3 Manufacturing Site:
Becton Dickinson S.A., C/Mequinenza, s/n, 22520
Fraga (Huesca), Spain

2.4 Authorized representative o fthe manufacture
in the Russian Federation:

«Becton Dickinson Vostok» LLC,

24/27 Sadovaya-Samotyochnaya Street, 2nd
floor, premises 1, office 18, 127051 Moscow, the
Russian Federation,

tel./fax: +7 495 775 85 82

EmaihComplaints CIS@,bd.com.

3. CLASSIFICATION OF THE MEDICAL
DEVICE

Class of potential risk of use of lla

the medical device

GMDN code 59230
Sterility Sterile
Invasiveness Invasive

Short-term contact
(less than 24 hours)
with the internal

Product classification by type
and duration of contact

environment of the
human body and the
bloodstream
Frequency of use Single use medical

device
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16. 'rna HbeKUMOHHasa ogHOpa3oBas
cTepunbHas BD Microlance 3, pasmep 27G X
3/4" (0,4Mm X 19MM), HOpManbHasa CTEHKa, yron
cpesa octpua 11° B cocTtase: urasl - 100 WT. C
WHCTPYKUMEA NO NnpuMeHeHuto - 1 wT. (Ha
rpPynnoByo YNakoBKY).

17. "'rna UHBbEKLMOHHAA o4HOpa3oBas
cTepunbHas BD Microlance 3, pasmep 30G x /1"
(0,3MM X 13MM), HOpManbHas CTeHKa, yros
cpesa octpua 11°, B cocrtase: urabl - 100 WT. ¢
MHCTPYKLMER No npumeHeHuto - 1 wT. (Ha
rpynnoByt ynakoBKy).

[anee no tekcty: irna BD Microlance 3.
MeAuUMHCKOe usgenne, MU.

2. MPON3BOAUNTEND

2.7 TlpoussoanTesb:

bekTon AunknHcoH C.A.,

Becton Dickinson S.A., C/Mequinenza, s/n, 22520
Fraga (Huesca), Spain (UcnaHus)

2.3 MecTo lNponssoacTsaa:
Becton Dickinson S.A., C/Mequinenza, s/n,
22520 Fraga (Huesca), Spain (McnaHus)

2.4 YNONHOMOUYEHHbI NpeacTaBuTEeNb
npoussoanTena s Pe:

00O «BbeKTOH [AVKNHCOH BOCTOK»,
Poccuiickan ®epepaums, 127051 Mocksa, yn.
CapoBad-CamoTéyHas, a. 24/27, 2 aTax,
nomeweHue |, KomHarta 18.

Ten./(pakc: +7 495 775 85 82

Email: Complaints CIS@bd.com.

3. KNTACCUNDPUKALNA
MEOVWUVMHCKOIO U3OAENTNA
Knacc B 3aBUCUMOCTU OT 2a
NOTEHLNANbHOI0 puUcKa
NPUMEHEHNA MEAULNHCKOTO

n3genus

Koa no knaccudukaumu 59230
GMDN

CTepunbHOCTb CTepunbHo
NHBa3sMBHOCTb NHBa3nBHoE

Knaccugunkauma nsgenunii no
TUNY U NPOAOIKNTENLHOCTU
KOHTaKTa

KpaTkoBpeMeHHbI i
KOHTaKT (MeHee 24 vyaco”)
C BHYTpEeHHel cpepaoi
opraHusmMa yefnoBeka u
KPOBSHbIM PYCNOM
MepgunumnHckoe nsgenue
0/iHOPa30BOro
NnpUMeHeHuns

[1o KpaTHOCTU MPUMEHEHUS



4, THE MAIN INFORMATION ABOUT
MEDICAL DEVICE
Intended use of MD

For general purpose injection (subcutaneous,
intradermal, intramuscular, intravenous) and/or
aspiration of various liquid medicines from vials
and body fluids, including blood, from various
parts of the body below the surface of the skin.

Indication
Medical devices are indicated for general purpose

injection (subcutaneous, intradermal,
intramuscular, intravenous) and/or aspiration of
various liquid medicines from vials and body
fluids, including blood, from various parts of the
body below the surface of the skin.

Contraindication;
Contraindications have not been identified.

Possible adverse reactions:
Not identified.

Scope
General clinical medicine.

Potential consumer:
Qualified employees of medical institutions and
patients at home.

5.PRODUCT DESCRIPTION

5.7 DESCRIPTION

The medical device is a needle made ofthe thinnest
surgical steel, which allows to maintain strength
with a minimum wall thickness.

Sterile injection needles for single use BD
Microlance 3 are made thin-walled or with regular
wall thickness. Thin-walled needles with an
increased lumen help to increase the flow rate
during the injection or blood collection.

The needle hub has a female luer connector,
corresponding to the male luer connectors.
Needles are used in combination with injection
syringes. Injection syringes are not supplied with
BD Microlance 3 needles. BD Microlance 3
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4, OCHOBHBbBIE CBEAEHWA O
MEOVWUVMHCKOM WAENMN
HasHayeHWe MeULMHCKOrO n3fenns

[Ong nHbekuuin obLLero HasHavyeHus
(NOAKOXHbIX, BHYTPUKOXHbIX,
BHYTPUMbILIEYHbIX, BHYTPUBEHHbIX) U/MNn
acnupaumnm pasnnyHbIX XUAKUX NeKapCTBEHHbIX
CpeACTB U3 (hN1aKOHOB, a TaKXXe 6GMOMN0TMYECKUX
XWUAKOCTel, BKNOYast KPOBb, U3 PasIMUHbIX
yacTeid Tena nof NOBEPXHOCTHH KOXW.

Moka3aHuA
MeanunHckne n3genms nokasaHbl ans

WHBEKLNIA 061ero HasHauyeHns (MOAKOXHbIX,
BHYTPUKOXHbIX, BHYTPUMbILLIEYHbIX,
BHYTPMBEHHbIX) U/MAK acnUpaLumn pasnnyHbiX
XUAKUX NeKapCTBEHHbIX CPeACcTB 13 (aKOHOB,
a TakXKe 6MONMOTMYECKUX XUAKOCTEN, BKOYas
KPOBb, M3 pa3/INYHbIX YacTeil Tena nog
MOBEPXHOCTbIO KOXN.

MpoTmnBONOKasaHuA
|-|p0TI/IBOI'IOKa3aHI/IFI HE BbIABNEHDI.

Bo3MOXHble NOG6OUHbIE 3N EKTbI
He BbiABNEHHDI.

O6nacTb NPUMeEHEHWNS
O6LWas KNMHMYecKas MeanLuHa.

MoTeHUMaNbHbI NOTPebUTEND:
KBannpuunpoBaHHble COTPYAHUKN
MEeANLWHCKUX YUYpeXAeHUii N NauneHTbl B
LOMaLHUX YCNOBUAX.

5. ONMNCAHME MEONUNHCKOTIO

N3OENNA

57 ONNCAHWNE

MeanunHCKoe un3aenne npeacTaBnser coboi
urny, N3rOTOBJIEHHYIO n3 TOHYalLw el
XUPYpruyeckoim cTanu, KoTopas MO3BOASET
COXpaHATb  MPOYHOCTb MNPU  MUHUMANbHON

TONLWNHE CTEHKN.
Nribl MHBEKLMOHHbIE O4HOPA30Bble CTEPUIbHBIE
BD Microlance 3 npou3BoAATCA TOHKOCTEHHbIMY
UAN  C  HOPManbHOW  TONWMWMHON  CTEHKMW.
TOHKOCTEHHbIE UT/bl C YBENUYEHHBIM NPOCBETOM
CnocoOCTBYHOT YBE/IMYEHUIO CKOPOCTU NOTOKA BO
BPeEMA NPOBeAEHNSA UHBEKLMUK UK 3a60pa KPOBMU.
FonoBKa WrAbl MMeeT OXBaTbiBAKWMWIA pasbem
(female luer)  Jlyepa, COOTBETCTBYHOLLMIA



hypodermic needles are manufactured in different
sizes, depending on the various exterior diameters
and lengths of needles tubes.

Each type of needle is recognized by the color of
the sleeve and by means of an identification system
that uses both SI (dimensions are in millimeters)
and the British system (dimensions are in inches).

The BD Microlance 3 needle assembly consists of
needle tube, a needle hub and a protective cap.

The stainless-steel needle tube is coated with a
lubricant. Using an adhesive, it is connected to a
polypropylene hub. The tip of the needle is
protected by a polypropylene cap.

5.2 OPERATING PRINCIPLE

As a rule. BD Microlance 3 needles are used with
two- and three-component syringes (syringe is not
supplied with a needle) For this purpose, they are
connected to the syringe cone so that the
connection is tight. After that, a protective cap is
carefully removed from the needle. At the same
time, the tip of the needle tube must remain intact
for its intended use.

5.3 OPERATING PROCEDURE

Before use, check the expiry date and integrity of
the individual packaging;

» Do not use if individual packaging is expired
and/or damaged;

» Remove the needle from its packaging;

e Connect the needle to a compatible medical
device using Luer connector;

» Remove the protective cap from the needle in a
horizontal position, pressing it while turning.

» Perform the necessary procedures;

» After use. dispose according to section 21.
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oxBaTbiBaeMblM (male luer) pasbemam Jlyepa.
Wbl NpUMeHsTCA B coyeTaHum c
WHBLEKUMOHHBIMX  wnpuuamu. LWnpuubl  He
BXOLAT B KOMIM/IEKT NMOCTaBKM.

Wrnbl ana nogKOXHbIX MHbeKunit BD Microlance
3 u3roTtaB/iMBalOTCA  pasHbIX pasMepoB B
3aBUCMMOCTH OT  Pa3fINYHbIX  HapyXHbIX
AVaMeTpoB U ASIMHbI TPYOKU UTNbI.

Kaxgblii TWM Urabl pacrno3HaeTcs Mo UBeTy
ro/I0BKU " c MOMOLLbIO CUCTEMBI
naeHTUMKaLnmn, B KOTOPOM MCMNOMb3YeTCA Kak
CW (pasmepbl yKa3blBalOTCA B MWUANMMETPAXx),
Tak 1 OGpuTaHckas  cuctema  (pasmepsbl
yKasblBaloTCcA B AtoliMax).
Mrna BD Microlance 3 B coope cOCTOUT M3 TPYOKM
UrNbl, TONOBKW WINbl W NpPefoXpaHUTeNlbHOro
Ko/mauka.

Tpyb6Ka UrAbl U3 HepXKaBeroLwed cTannm NnokpbiTa
cMasbiBallWmMmM  BewectsoM. C  nomowbio
Knesiwero BewecTBa (coeguHuUTENbHas AeTanb),
OHa nNoAcoeAWHeHa K  MOAWUMPONUIEHOBON
rono0BKe. KoHuunk Urnbl 3awmueH
MOMINMPONUIEHOBBLIM KOINAYKOM.

52 NPUHLUWNMNAENCTBUSA

Kak npasuno, wurna BD  Microlance 3
MCMNONb3yeTcs C WHBEKLMOHHBIMU LWNpULamMu
(Wwnpwuy, B KOMMNAEKT nNocTaBkM He BxoguT). C
YKa3aHHON Lenbld OHU MOACOEeAUHAKTCS K
KOHYCY Lnpuua Tak, 4Tobbl coegnHeHue 6bino

MNOTHbIM. [locne 3TOro C WrAbl OCTOPOXHO
yhanseTcsa 3alWWTHbIA Konmadok. [lpu  aTom
KOHYMK  TPYOGKM  WUrNbl  AO/KEH  OCTaThbCH
HEMOBPEXAEHHbIM  ANA  WUCNONb30BaHUS MO
Ha3HauYeHuto.

53MOPALOK PABOTDI

e Mepes  NpPMMEHEHMEM  MpOBepbTe  CPOK

rogHOCTM W LUENOCTHOCTb WHAMBMAYaANbHOW
YMaKoBKWU;

e He wucnonb3yiiTe, ecnn  UHAMBUAYaSIbHAS
ynakKoBKa NpocpoyveHa u/mnm noBpexaeHa;

e [locTaHbTe UINY U3 YNAKOBKMW;

e MopacoegnHunTe urny K
MeAULUHCKOMY  WU3[enunto
pasbema Jlyep;

e CHAMNTE 3aWUTHLIN KOMNMNA4YoK C WrAbl B
TOPU30HTA/IbHOM TMOMOXEHUN, HaXMMasd Ha
Hero npu nNoBopoTe.

e BbInonHMUTE HEO6X04MMbIEe MpOLEeaYypbI;

* Mocne NCNONb30BaHUSA YTUNN3NpyiTe
cornacHo n. 20.

COBMECTUMOMY
npu nomMmouiun



54 TEXHWYECKOE ONMMNCAHWE MEANUWMHCKOIO N3AENNA/ TECHNICAL DESCRIPTION OF
MEDICAL DEVICE
Tabnuua 1. OCHOBHbIE TeEXHUYECKMe xapaKTepucTuku urnel / Table 1. The main technical characteristics of needle

Pasmepsbl t0genuns OnvHa Tpy6ku OMMNCAHWNE LiBeT BTYKKN TonwwuHa ctenkun/wall thickness
(aroimbl, MM) / Sizes ol Urbl MM / HI 1 bl INEEDLE / hub color
\11) (inch, mm) Needle tube DESCRIPTION
k-riLiUi mm
16Gx 171" 40 (‘mrallrapl vibiin cpes / BE/bINA HopMmanbHas TonwmuHa cTeHku/
(1.6MM X40mm) standard cut I WHITF. Reeular wall thickness
I8Gx 11 40 KopoTkuii cpes / Short PO30BbI ToHkaa TonwmnHa cteHkn/Thin-walied
(1,2MM X40MM) cut /PINK
18Gx2" 50 CTaHAapTHbIV cpes/ PO30BbIV HopmanbHas TofwmnHa CTeHKu/
(1.2mMm X50MMm) standard cut / PINK Regular wall thickness
19GX 1" 25 CTaHAapTHbIN cpes / KPEMOBBbI HopmanbHas TonwuHa cremkn/
(1.1mMm X 25Mm) standard cut /CREAM Regular d wall thickness
19Gx 1lvi- 40 CTaHAapTHbINA cpes / KPEMOBbI ToHKas TonwmHa creHkmn /Thin-walled
(1.1mm X40mMm) standard cut !/ CREAM
19Gx2" 0 CTaHfapTHbIA cpes/ KPEMOBbI ToHKas TonwmnHa cteHkmn /'I'hin-walled
(1.1MM X 50MM) S standard cut / CREAM
21Gx2" 50 CTa>lWapTHbIi cpe3 /  TEMHO 3E/EHbI  TOHKas TonwuHa cteHku /Thin-walled
(0.8MM X50MM) standard cut / DEEP GREEN
21Gx I’ 25 CTaHAapTHbINA cpes / YEPHbIN Hopma.'1bHaa TonwnHa CTeHKn/
(0.8MM X25MMm) standard cut / BLACK Regular wall thickness
21G X 1v 40 CTaHfapTHbIl cpes / q:mgﬁgggbm HopmanbHas TONWMHA CTeHKM /
(0.8MM X 40MM) standard cut /MEDIUM PURPLE Regular wall thickness
24Gx 1" 25 CTaHfapTHbIN cpes / OPAHXEBbIN Hopmal"bi*as ToNWMHa CTeHKM /
(0.55MM X 25MM) standard cut IORANGE Regular wall thickness
25G X5/8" CTaHAapTHbIV cpes / OPAHXEBbI HopmanbHas TowmnHa CTeHKu/
(0.5MM X 16Mm) 16 .standard cut /ORANGE Regular wall thickness
KopoTkuii . HopmanbHasa TonwmHa cTeHkn/
256X 1° 25 (BHY FrpMKOXHBIN) cpes / KOPUMHEBLIN Regular wall thickness
(0.5MM X25MMm) . /BROWN
Short (intradcrmal) cut
26G x 7/ 13 CTtaHpapTHbIl cpes / KOPWUYHEBBIN HopmanbHas TonwmHa cTeHkn/
(0,45MM x 13mmM) standard cut / BROWN Regular wall thickness
26G x 5/8" 16 CTaHpapTHbIA cpes / KOPUYHEBbIA ~ TOHKas ToNWMHa cTeHkn /Thin-walled
(0.45MM x 16mM) standard cut / BROWN
27G X yr 13 CTaHfapTHbIN Cpe3/  CBET/NO CEPbIn  HopmanbHas TONMHA CTeHKu/
(0.4MM x 13mm) standard cut /MEDIUM GREY  Regular wall thickness
27G x 3/4" 19 CTaHfapTHbIN cpes / CBETNOCEPbII  HOpMmanbHas TonuwuHa cteHku/
(0.4MM x 19mm) standard cut /' MEDIUM GREY  Regular wall thickness
30G x v/ 13 CTaHAapTHbI cpes / XENTHIN HopmanbHas TonwmnHa cteHku/Regular
(0.3mMM x 13mm) standard cut / YELLOW wall thickness

KoHycHocTb ronoBku urnel/Taper of needle hub - 6%

5.5 METHOD OF USE

The main stages of safe use of products are described in
the instructions for use.

Where local and /or institutional procedures
permit/require transportation of the filled syringes (not
included with the needles), use a passive recapping
technique to cover the needle before transporting to the
point of administration. A needle stick with a
contaminated needle may lead to serious injury or illness
such as HIV, AIDS. Hepatitis and other infectious
diseases.

1. Connect the needle to the syringe by pushing it in and
turning it clockwise.

2. Remove the protective cap from the needle so as not to
damage the point.

3. Do not attempt to recap the needle (See the graphic
image below (this information is available on the group
packaging of the medical device).
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5.5METO4 NCIMOJIbSOBAHNA

OCHOBHble  cTaguu  6e30MacHoOro  MCNosib30BaHUS
U3genuii onucaHbl B WHCTPYKUMM MO MPUMEHEHMIO.
Ecnv  MecTHble  npouesypbl  WAM - Npoueaypsbl
opraHvsauum  AonyckaloT/TpebyloT  nepemelLeHus
Hano/IHEeHHbIX LUNPULEB (He BXOAAT B KOMMEKT
MOCTaBKM K Urnam), nepes nepemeLieHneM K MecTy
NCNOMb30BaHNUA  MPUMEHANTE  TEXHWKY  3aKpbITUS
HEMcnonb3yemMol Wbl 3alMTHLIM KO/INAYKOM. Y'KON
3arpsi3HEHHON UrNoli MOXKET MPUBECTU K NMPUUMHEHMIO
Cepbe3HOl TpaBMbl WM K 3apaKeHWto, Hanpumep,
BWY, CMA, renaTUToMm WAM MHbIM WMH(EKLMOHHbLIM
3a60/1eBaHNEM.
1 TlogcoeanHsinTe wray K WApagy wm - K
0XBaTblBaeMOMY (DUTTUHTY, HAJaBnMBas Ha Hee U
noBopaymnBas No 4acoBOW CTpesike.

2. CHMMWTE 3alLMTHbIA KOMMA4Y0K C WUMbl, YTOGbI He

noBpeauTb OCTpME.

3. He nb[raiiTecb  MOBTOPHO  3aKpblTb UMMy
Konnaykom.Cm. rpadmyeckoe M306paXKeHNe HUKe
(mamHWw  WKpopMaifim  npucyTcTBYyeT  Ha
rPynnoBoi ynakoBKe MeULNHCKOTO M3LeNnns)



MpepynpexpaeHunsa / Cautions

ATTENTION: Used needles can be contaminated and
must be disposed of in accordance with national or
international regulations, institutional procedures and
section 20 instruction for use. Reuse can lead to
infection or other illness/injury.

Sterile. Pyrogen-free. Non-toxic.

Intraocular Use is not validated by BD (for Sterile
Injection needle for single use BD Microlance 3, size
30G X2 "0,3mm x 13mm).

Do not use if individual packaging is
damaged.

56 MATERIALS COMPOSITION

The raw materials for manufacturing of devices are
provided by external suppliers. The approved raw
material and suppliers are detailed in the approved
suppliers list which is a controlled quality management
system document.

KomnoHeHT/ComDonent
Mnspenne Product

BHVMAHWE: Wcronb3oBaHHbIE WI/bl MOrYT ObITb
3apaXeHbl W [O/MKHbI  OblTb  YTWUIN3MPOBaHbl B
COOTBETCTBMM C YCTAHOBNEHHOW B  Y4YpexaeHuu
npoueaypoir, a Takke .20 MHCTPYKUWM MO
npumeHeHuto. [MOBTOPHOE  WCMOMb30BaHWE  MOXET
NPUBECTU K  3aPAKEHUIO  UH(EKLMER, apyrumu
3a60M1eBaHNAMM nm TpaBMaM. CrepusibHO.
AnuporeHHo. HeTokcuyHo.

BHyTpurnasHoe npuMMEHEHWE He  BaIUAMpPOBaHO

KoMnaHwein BD (npumeHnmo gnst Irnbl MHbEKLMOHHOM
0/1HOpPa30BoN cTepunbHoli BD Microlance 3, pasmep
30G x 'A" 0,3MM x 13mm).

He ncnonk3yiiTe, ecnu nHAMBMAYyanbHas
yrnaKkoBKa MoBpeXeHa.

5.6 COCTAB MATEPNAJNOB

cxopHble MaTepuanbl Ans NpPou3BOACTBA  U3Aenuii
nocTaBnATCA BHELLHNMM nocTaBLLMKaMMW.
Moapo6Hble CBEAEHWS| 06 YTBEPXKAEHHbIX WCXOAHbLIX

Matepuanax u nocTaBWWKaxX NpUBEAEHDI

YTBEPXKAEHHbIX NoCTaBLINKOB. 3TOT  [JOKYMEHT

McxoaHbl i MaTepuast Raw material

Hub
Colorant

[fonoBKa urnbl
Kpacutens

ﬂpe,ﬂ,OXpaHMTeanblVI KOnnavokK WUrnbl, 66CL|,BETHI>IVI

Protective needle cap, colorless
Tpy6ka urnel /Needle tube

CoefuHuTenbHas getanb (agresns) Adhesive

CwmasbiBatolee Bewectso | Lubricant

MHanBunyanbHas YnakoBka Unit Pack

BepxHee nokpbiTue Top web

Mopanoxka Bottom web

Ynakoska Fpynnosasa/ShelfC a S e

. Kopo6ka/ Box
TpaHcnopTHasa Y nakoBka/Shipping Case

MonunponuneH/ Polypropylene
KopuuHeBbili - Brown .OpaHXeBblii
cepblin | Grey, benblii = While , TemHo-3eneHblli/ Green,
KpemoBsbiit = Cream, PosoBbiii = Pink, Xentbiit | Yellow,
CeeTno-uonetoBbiii = Purple

Orange, CBeTno-

MonunponuneH/ Polypropylene

HepxaBetowaa ctanb A1S1-304/ Stainless steel A1SI-304

3nokcuaHas cmonal Epoxy resin
CunukoHoBas cmaska/Silicone oil

Bymara gns MeAMLMHCKOTo NPUMEHeHUs
grade
MneHKa NS MEAWLWNHCKOTO NPUMEHEHUA
grade

Paper medical

Film medical

1 KapToH/ Cardboard

Kono6kun gna TpaHcnopTtupoBku/Shipment boxes

6. LABELING AND PACKAGING

. FojpokaptoH/ Corrugated cardboard 1

6. MAPKNPOBKA N YIMMAKOBKA

PacwwudppoBKa CMMBONOB, NPUCYTCTBYOWMX Ha ynakoBKe / Interpretation of the symbols on the
package

Ct VH

Cumson/
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|Has / Unit level

OnwucaHune /

B Crnucke



il
11

Ce

JSTEMLAEol

A

iLOT]j

Cumeon/ Symbol

K"

STBUIEO

47

IREF

Iltotl

M3rotosutens / Manufacturer

Howmep no katanory / Catalogue Number

CE (c pernctpaumoHHbIM HOMepPOM opraHa ceptugukauumn EC) / CE
(with EC certification body registration number)

3anpeT Ha NOBTOpPHOe MpuMeHeHue / Do not re-use

Crepunusaymsa okcngom atuneHa / Ethylene oxide sterilization

OcTopoxxHo! Ob6paTUTECh K MHCTPYKUMK NO npuMeHeHuto / Attention,
See Instruction For Use

WMcnonb3oBatb fo / Use By Date

Kog naptum / Lot number

Mpynnosas ynakoska / Group level

OnwcaHue / Description
M3rotosutens / Manufacturer

CE (c peructpayuoHHsIM HOMEPOM opraHa ceptudukauun EC)/ CE
(with EC certification body registration number)

3anpeT Ha NoBTOpHOe NpumeHeHKe / Do not re-use

Crepunusaums okcngom atuneHa / Ethylene oxide sterilization

YNakoBOYHbIA MaTepran NoANeXuT BTOPUYHONM nepepadboTke / The
packaging material is recyclable

MepepaboTka ynakosku / Packaging recycling

OTHocKTEeNbHO cpe3a Wbl (CTaH4apTHbIA cpe3)/ Relative to needle
cut (standard cut)

OTHOCUTENbHO cpesa nrbl (KopoTKuiA cpes)/ Relative to needle cut
(short cut)

Homep no katanory / Catalogue Number

Kog naptun / Lot number
Mcnonb3osatb fo / Use By Date

3Hak cootBeTcTBMa TOCT P/ Mark GOST R
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T™W

He ucnonb3oBaTb Npu NoBpexaeHumn ynakosku / Do not use if
packaging is damaged

0O603Ha4eHMe TOHKO cTeHkn urnbl™ / Thin - wall designation of
needle*

*MPUMEHUMO TOMbKO ANA UI C TOHKOW TONLWMHOW cTeHKu/appHcable only for thin - wall

thickness n e

Cumson/ Symbol

w ar\

Ce

STERLE EO

T™W

e d Il e S
ellivcnoHLI YHakoBka”! Case

OnwucaHune / Description

He gonyckaTb BO3AeNCTBMSA conHeuHoro ceeta/ Keep Away From
Sunlight

Homep no katanory / Catalogue Number

Kog naptum / Lot number

Mcnonb3oeatb o / Use By Date

Bepeus ot Bnarn / Keep Dry

Xpynkoe, obpallatbca ocTopoXkHo / Fragile, handle carefully

M3rotosutens / Manufacturer

CE (c perucTpauyoHHbIM HOMepPOM opraHa ceptudmkaumm EC) / CE
(with EC certification body registration number)

3anpeT Ha NoBTOpHOe MpumeHeHue / Do not re-use

Crepunusayms okemaom atuneHa / Ethylene oxide sterilization

YNaKoBOYHbIA MaTepuan NoAMeXUT BTOPUYHOWA nepepaboTke / The
packaging material is recyclable

MepepaboTka ynakoBku / Packaging recycling

OTHOCUTENLHO Ccpe3a Urnbl (CTaH4apTHbIN cpes)/ Relative to needle
cut (standard cut)

OTHOCUTENbHO cpesa urnbl (KopoTKuid cpes)/ Relative to needle cut
(short cut)

0O603Ha4eHMe TOHKOI cTeHkn urnbl* / Thin - wall designation of
needle*
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A

See Instruction For Use

OcTtopoxxHo! O6paTUTeCch K MHCTPYKLMMK NO NpMMeHeHNto / Attention,

*NPUMEHNMO TOMbKO ANA UIN C TOHKOIM ToNwWwmMHol cTeHku/applicable only for thin - wall

thickness needles

Equipment
A medical device is supplied and dispensed only in group

packages (a sticker is applied to a group package - a

cardboard box) in the following form: 100 sterile needles
in individual packaging are placed in a group package.
Shelf packaging is accompanied by instruction for use.
Packaging Details

Sterile needles in individual packaging are placed in a

group pack of 100 pcs.
Shelf packaging is accompanied by instruction for use -
1 item per group pack.

When delivered for the purpose of circulation in the
territory of the Russian Federation next to the original
marking on the group packaging, but without overlapping
it, the medical device is marked with a local sticker in the
Russian language, which has priority for the Russian
Federation.

7. POSSIBILITY AND METHODS OF
INTEGRATION WITH OTHER MEDICAL
DEVICE

BD Microlance 3 are medical products designed to be
connected to other devices using Luer-type attachments.

8. STATEMENT ON THE USE OF MATERIAL
OF ANIMAL ORIGIN

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

9. STATEMENT ON THE DEVICE INCLUDING A
MEDICINAL SUBSTANCE

BD Microlance 3 devices do not include any medicinal
substances.

10. STATEMENT ON THE DEVICE INCLUDING
HUMAN BLOOD DERIVATIVE

We hereby declare that BD Microlance 3 devices are not
derived from human blood or human plasma and do not
contain any ingredients of human origin. The
manufacturing process of this product does not involve
any contact with any human material.

11. STATEMENT REGARDING PHTHALATES,
LATEX and BPA
« The products do not contain natural rubber latex.
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KomnnekTauusa

MeguMUnHCKoe n3fenve NOCTaBAETCA U OTNYCKaeTcA
TO/IbKO TPYMMoBbIMK YNakoBKamu (CTUKep HaHOCKTCA
Ha TrpynnoByl0 YNaKoOBKY - Mayky KapTOHHYK) B
cnegytowlem  Buge: 100  cTepunbHbIX UMl B
WHAVBUOYaNbHON ynakoBKe nomeLatoTcs B
rpynnoByo YNakoBKy.

pynnoBas ynakoBKa COMPOBOX/AAETCS WHCTPYKLMel
Mo NPUMEHEHMIO.

CsefeHusi 06 ynakoBke

CTepwibHble UMbl B WHAMBMAYaANbHON yNakoBKe
MOMeLLalTCa B FPYMNMoBYH YNaKOBKY B KO/MYeCTBE
100 wwr.

pynnoBas ynakoBKa COMPOBOXAAETCA WMHCTPYKLWMEN
Mo NPMMEHEHNIO - 1 LT, Ha FPYNMOBYHO YNaKOBKY.

Mpn nocTaBke B Lensx obpaweHns Ha Tepputopun PO
PSAOM C OPUTMHaNIbHOM MapKMPOBKOW Ha rpynnoBoi
YNAaKOBKE, HO, HE TMepeKkpbiBasg ee, MeaMLMHCKOe
nsgenne Mapkupyetcd NOKa/IbHbIM  CTUKEPOM  Ha
PYCCKOM $i3bEKe, KOTOPbI/ UMeeT NpuopuTeT ans Po.

7. BOSMOXHOCTb N CNMOCOBbI
WMHTEFPNPOBAHUNA C APYT UMW
MEONIUIHeknumun NIQENVNAMII
Wrnel BD Microlance 3 sBnAOTCA MeAMLUHCKUMM
ngenusamn, paspaboTaHHbIMU  ANS  COEAMHEHUA C
APYTVMMM YCTPOIACTBaMM MOCPEACTBOM KpenneHus Tuna

Nyep.

8. 3AABJIEHVE OB NCMO/Ib3OBAHUNN
MATEPVANOB XXVNBOTHOIO
MPONCXOXAOEHWA

B coctaBe wu3genusa  OTCYTCTBYIOT — MaTepuansl
YXMBOTHOIO 1 (MNK) YENOBEYECKOMO MPOMNCXOXAEHNS.

9. SAABJNIEHVNE O COAEPXXAHWW B N3AENUWN
NEKAPCTBEHHbBIX CPEACTB

Wrnel BD Microlance 3 He cofep)kaT B COCTaBe Kakux-
NnB0 NeKapCTBEHHbLIX CPELACTB.

10. 3.*BJIEHWNE O COAEPXAHWNW B
N3AENNW MPEMNAPATOB, MOJTYUYEHHbIX N3
KPOBW YE/TOBEKA

HacToswmm 3asBnsem 06 OTCYTCTBUM B COCTaBe
usgenuwin - urnel BD  Microlance 3 npenapatos,
MoyYeHHbIX 13 KPOBU YEN0BEKA UK W3 M1a3Mbl KPOBY
yenoBeka, a TakKXkKe KakuUX-Mbo UHIPeAMeHTOB
4eN0BeYeCcKoro MPOUCXOXAEHNS. lMpouecc
Npou3BOACTBa AaHHOI0 M3fenusa He npegycmaTpusaet
KaKkoi-nmbo KOHTaKkT € KakuM-nnbo Martepuasnom
4e/I0BEYECKOT0 NPOUCXOXAEHNS.

N. 3AABNTEHNE O ®TAJNNIATAX, NIATEKCE U
BUCHOEHOJE A

‘IpofyKuna He COAEPXUT HATYpPasibHOro naTekca.



«The products do not contain phthalales. *[1pofyKUUA He COLEPXUT (hTanaTos.

* The products do not contain polycarbonate, and [lpofyKuMsa  He  COAEPXMT  nosmkapboHat — u,
therefore Bisphenol A (BPA) as CAS number 80-05-7, cneposatenbHO, 6ucteHon A (BPA), Homep CAS 80-
EC number 201-245-8. 05-7, Homep EC 201-245-8.

12. STATEMENT REGARDING PERSONAL 12. BAABJIEHVE O ANPEKTUBE I'IQ
PROTECTIVE EQUIPMENT DIRECTIVE CPEACTBAM MHAVBNAYANBHOW 3AWNTHI

We hereby declare that the BD Microlance 3 devices are Hactoawum 3assnsem, yto usgenns BD Microlance 3

not intended to be used in accordance with the provisions He  npeAgHasHa4eHbl  Ans 1CMOJIb30BaHNA B

on personal protective equipment (PPE) in Council COOTBeTCTBAM C  TMOMOXEHMAMU O  CpeAcTBax

Directive 89/686/EEC and Council Directive 93/42/EEC. WHAMBUAYaTbHOW 3awmTbl (CW3), M3N0XeHHbIMU B

Therefore, Council Directive 89/686/EEC is not [Aupektuse Coseta EC 89/686/EEC wn [upekrtuse

applicable. Coseta EC 93/42/EEC. Takum o6paszom, OAunpekTusa
Coseta EC 89/686/EEC HenpuMeHUMa.

13. CONFORMITY TO STANDARDS 13. COOTBETCTBUME CTAHOAPTAM

COOTBETCTBVME CTAHAOAPTAM/CONFORM ITY TO STANDARDS
EN 556-1 CTepunmsaumsa MeguUMHCKUX n3gennin. Tpe6oBaHUA K MEAULUHCKUM U3AeNnam KaTeropuu
«CTepunbHble» - YacTb 1; TpeboBaHWA K MEAULUHCKUM W3LENUAM, NOANeXalwnm GUHULLIHON
ctepunusayunn./ Sterilization of medical devices - Requirements for medical devices to be
designated 'STERILE' - Part 1: Requirements for tenninally sterilized medical devices.
EN 1041 MHpopmayna, npeacraBnsemMas NpouM3BOAMTENEM BMeCTe C MeAWLUMHCKAMUW wusgenvamu. /
Infonnation supplied by the manufacturer with medical devices.

EN 20594-1 KoHun4yeckne GUTUHIN C KOHYcOM 6% (JTtoapa) ANA WNpULeB, UIT M HEKOTOPOro APYroro
mMeauLMHCKOTo o6opyaoBaHus - YacTb 1; O6wme TpeboBaHus
/ Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical
equipment - Part 1. General requirements.

EN I1SO 10993-1 Bronormyeckas oueHka MeguLMHCKNX n3genunii - Yacts 1. OLeHKa U TeCTUpPOBaHMe B mpoLecce
ynpasneHusa puckamu / Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process.

1ISO 10993-2 N3genna megmumnHckue. OueHkKa 6M0N0rMYecKoro aeicTBma MegMLUHCKUX nsgennii. Yactb 2:
TpeboBaHua K 6narononyuunto xxnBoTHbIX/ Biological evaluation of medical devices - Part 2:
Animal welfare requirements.

EN I1SO 10993-3 M3genna meanumHckne. OueHKa 6MONOrMYECKOro AeiicTBMA MeaULUHCKNX u3genunii. Yacts 3;
MccnepoBaHne  reHOTOKCMYHOCTM,  KaHLEPOTeHHOCTM UM TOKCUMYECKOro  [elicTBUS  Ha
penpoaykTuBHyt ¢yHkumuto / Biological evaluation of medical devices - Part 3: Tests for
genotoxicitv, carcinogenicity and reproductive toxicity.

1SO 10993-4 OueHka 6MONOrNYeckoro AencTBUA MeAWUMHCKMX u3genuii. Yactb 4: Bbibop TecToB An4
B3aumopeincTens ¢ kposbto / Biological evaluation of medical devices - Part 4: Selection oftests
for interactions with blood.

EN ISO 10993-5 OueHka 6KMOMOTNYECKOTO [EWCTBUA MEAUUUHCKMX un3gennit. Yactb 5: WcnbiTaHma Ha
LMTOTOKCMYHOCTb in vitro / Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity.

1SO 10993-6 Buonormyeckas oueHka MegULMHCKUX YCTPOUCTB - HacTb 6: TecTbl Ha MECTHbIE 3 PEKTbI nocne
nmnnaHTayum /Biological evaluation of medical devices - Part 6: Tests for local effects after
implantation.

EN ISO 10993-7 OueHKa 610I0TMYeCcKOro 4enCcTBMA MeANLMHCKUX n3gennid. YacTtb 7: OcTaTouyHOe cofepXaHue

aTuneHokcmpa nocne ctepununsaynm / Biological evaluation of medical devices - Part 7: Ethylene
oxide sterilization residuals.

EN ISO 10993-10 N3penna meguunHckue. OueHkKa 6MONOrMYeCcKoro 4eicTBUA MeaULMHCKUX n3gennii. Yacte 10:
TecTbl Ha pasgpaxeHue n ceHcnbmnusaynio Koxu / Biological evaluation of medical devices -
Part 10: Tests for irritation and skin sensitization.

1SO 10993-11 OueHka 6MONOrMYECcKOro AencTBUA MefUUUHCKUX u3genmnii. YacTb 11. TeCcTbl Ha CUCTEMHYIO
TokcuyHocTh / Biological evaluation of medical devices - Part 11: Tests for systemic toxicity.
EN ISO 10993-12 OueHKa 6M0N0rMYeCcKOro AeiNcTBNA MefULUHCKUX n3gennii. YacTte 12: MpuroTtoBneHne npob u

cTaHfapTHble Matepuansl / Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials.

EN 1SO 10993-13 OueHKka 6MONOTTiECKOTO feCTBUA MefULMHCKUX n3fenuin. Yacte 13: MgeHTudukaymsa u
KONM4YecTBEHHan oueHKa npoi*KTOB pa3noXeHns B NONUMEPHbIX MEAULMHCKUX ycTpolicTBax /
Biological evaluation of medical devices - Part 13: Identification and quantification of
degradation products from polymeric medical devices.
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EN

EN

EN

EN

EN

EN

ISO
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EN ISO

ENISO
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10993-15

10993-17

10993-18

11135

11138-2

11607-1

11607-2

11737-1

11737-2

13485

14971

15223-1

EN ISO 7864

EN 1SO 9626

EN 1SO 6009

1 14 ENVIRONMENTAL CONTROLS

This

medical

OueHka 6MON0OrMYECKOTro AeACTBUMA MeauUMHCKMX wn3genuin. Yacte 15: MaeHTudmnkauma wn
<0/MYeCTBEHHAas OLeHKa MPOAYKTOB pa3fioxXeHnsa metannos u cnnasos / Biological evaluation
3f medical devices - Part 15: Identification and quantification of degradation products from
Tietals and allovs.

M3genna megmumnHckme. OLeHKa 6MONOrNYecKoro gelicTBMa MegULUHCKUX n3genunin. Yacte 17:
YcTaHOBNEeHUEe [ONYCTUMbIX MpefenoB Bbllwenauynsaembix Beuwects / Medical devices.
Biological Evaluation of Medical Devices Part 17: Establishment of allowable limits for
eachable substances.

Buonormyeckas oueHka MeAMLMHCKMX u3genuit - YacTb 18: Xumuuyeckas XapakTepucTuka
mMaTepnanoB MeaMUUHCKMX M3Aennin B nmpouecce ynpasneHunsa puckamu / Biological evaluation
)fmedical devices - Part 18: Chemical characterization of materials.

CTepunusauma mefuuUUHCKMX n3genuii. Okeup atuneHa. Yactb 1. Tpe6oBaHus K paspaboTke,
BanMjaumMM n TeKyllemMy KOHTPOMK Mpouecca CTepuauMsaunmm MegUUUHCKUX n3gennii./
Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices.

CTepunmsayns nsgennii MeAULUHCKOT0 HazHauyeHus - buonornyeckne MHAMKaTopbl - YacTb 2:
3nonormyeckne WHAUKATOPbI MPOLECCOB CTepunm3auum okcupgom atuneHa / Sterilization of
health care products - Biological indicators - Part 2: Biological indicators for ethylene oxide
sterilization processes.

YnakoBKa MEeLULMHCKUX W3fennin, nognexawnux GUHUWHOWK cTepuamnsaumm. Yacte 1
TpeboBaHus K MaTepuanam, OapbepHbIM cucTemMam [Aasa CTepuan3auum U YNnakoBOYHbIM
cuctemam / Packaging for terminally sterilized medical devices - Part 1: Requirements for
materials, sterile barrier svstems and packaging systems.

YnakoBka MefULWHCKUX W3Aenwid, noanexawux @UHUIWIHOK cTepuansaymm. Yactb 2.
TpeboBaHMA K BanngaLnm npoueccos (hopmupoBaHusa, repmetTnsaumm n cbopkmn / Packaging for
terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and
assembly processes.

CTepunmsauns MeguunHCKUX wusgenunin. Mwukpobuonormyeckme metofbl. Yacte 1 OueHka
nonynauum MWUKpPOOPraHW3MoB Ha npogykumm [ Sterilization of medical devices -
Microbiological methods - Part 1: Determination ofa population of microorganisms on products.
CTepununsaumna MeguLMHCKUX n3gennit. Mukpo6uonornyeckme metodbl. Yactb 2. VcnbiTaHUA
Ha CTEPWU/IbHOCTbL, BbIMOJIHAEMble MPW OMNpeAeseHUn, Banufauunm un MNoffepXaHun npouecca
ctepununsauun. / Sterilization of medical devices - Microbiological methods - Part 2: Tests of
sterilitv nerformed in the definition, validation and maintenance of a sterilization process.
M3genna mMeguumHckne. CucTeMbl MeHegXXMeHTa KadvyecTBa. Tpeb6oBaHus [na  uenei
perynmpoBaHusa / Medical devices - Quality management Systems - Requirements for Regulatory
Purposes.

N3genna meguumHckme. TpUMeHeHWe MeHegKMeHTa pucka K MegULUHCKUM unsgenuam [/
Medical Devices. Application of risk management to medical devices.

MeguunHckme usgenus. CUMBONbI, UCNONb3yeMble Ha 3TUKETKaX MEeLULMHCKWUX W3Lenwuit,
MapKupoBKa 1 npepocTaBnsemas nHpopmaumsa. Yacte 1. O6wme TpeboaHusa./ Medical devices
- Symbols to be used with medical device labels, labelling and information to be supplied - Part
1; General requirements.

Mrnbl cTepunbHble ANA NOAKOXHbLIX WHbEKUMWIA 04HOPa30BOro MCMNonb30BaHMA. TpeboBaHUsA ©
meTonbl ucnbiTaHuii. /Sterile hvpodermic needles for single use - Requirements and test methods.
Tpy6KM uronbyaTble W3 HepXaBewl,eid cTann AN W3rOTOBMEHUS MEAULMHCKUX W3Lenuni.
TpeboBaHusA 1 MeToAbl MCNbITaHWiA./ Stainless steel needle tubing for the manufacture of medical
devices - Requirements and test methods.

Wrnbl ogHOpa3oBble ANA MOAKOXHbIX MHbeKUWIA - LiBeToBas KogmpoBKa Ans

nnentn/inkanun/ HvDodermic Needles for Single Use - Colour Coding for Identification.

14. KOHTPO/Ib YCNTOBUMN OKPYXAI WEN
CPEAbI

storage does not have a negative impact on humans and VWCMO0/Mb30BaAHWN, TPaHCNOPTUPOBKE W XpaHEHUN
OKa3blBaeT HEraTUBHOIO0 BO3JENCTBWA Ha YenoBeka U

the environment.

SIiTFRII

17.1TI0N]
Sterile BD Microlance 3 needles are sterilized with
ethylene oxide in accordance with 1ISO 11135-1.

OKpYyXal Uy cpeay.

1I5.CTEPUNINISALNA

Tpe6oBaHMAMM cTaHgapTa ISO 11135-1.
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device during use, transportation and {a@HHOe MejWUMHCKOE wn3fenne npu Hagnexaljem

He

MocTaBnaemble cTepunbHbIMM Urnel BD Microlance 3
CTEPUNUIYIOTCA OKCUAOM 3TUNIeHa B COOTBETCTBUU C



If). CONDITIONS OF TRANSPORTATION,
STORAGE AND OPERATION
Operating conditions
The medical device is intended for use in contact with the
interna) environment of the human body and the
bloodstream.
Temperature (internal
environment of the body)

From +32°C to +42°C

Efficient and safe operation ofthe product is possible only
within the specified climatic conditions (temperature,
humidity).

Storage
Temperature From +5°C to +30°C
Humidity, % From 20% to 80%

without condensation

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 +5°C to +30 °C and air relative
humidity from 20% to 80% (without condensation).

17. SHELF LIFE
The shelf life of a medical product is 5 years.

18. MAINTENANCE AND REPAIR

This MD is single use, sterile. Maintenance and repair are
not applicable to this medical device.

19. DISINFECTION

Not applicable. Products are sterile and cannot be reused
or re-sterilized.

20. PROCEDLRE FOR IMPLEMENTATION OF
UTILIZATION AND DESTRUCTION

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, subject to disposal 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.
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16. YCNOBUA SKCMNYATALNN,
TPAHCMOPTUPOBKW N XPAHEHWA
Ycnosus akcnayaTauum

MegunuMHCKoe nsfenune npefHasHauyeHo 4ns
MCMONb30BaHNA B KOHTaKTe C BHYTPEHHel cpefoit

TemnepaTypa
(BHYTpeHHSS cpeda
opraHuama)

OT +32C g0 +42C

AhheKkTBHAA 1 Ge3onacHad 3JKcnnyarauua usgenms
BO3MOXHa  TO/IbKO B YKas3aHHbIX  Mpefenax
KNMMMaTUYecKnX ycnoBuii (TemnepaTypa, BNaXHOCTb).

XpaHeHue
TemnepaTypa
BnaxHocTb, %

OT1 +5°C po +30°C
OT 20% p0 80% 6e3 KoHAeHcall

TpaHcnopTuMpoBKa

W3genve  TpaHCnopTMPYKOT — BCEMW  BUZaMu
TPaHCNOPTA B KPbITb»X TPAHCMOPTHBIX CPefCcTBax B
COOTBETCTBUM C nNpaBunaMu MepeBo3KU TPy30B,
[eiiCTBYIOLLMX Ha TPaHCMOPTe KaXAoro Buga.
MeaWLMHCKOe U3fenne TPaHCMOPTUPYETCH B CyXUX,
TEMHbIX YyCnosuax, npu temnepatrype ot +5°C fo
+30°C 1 OTHOCUTE/IbHOW BNaXHOCTU BO3ayXa oT 20%
[0 80% (6e3 koHAeHcauun).

17.CPOK TO4AHOCTW
CpOK rogHOCTN MeANLMHCKOT0 n3genns 5 net.

18. TEXHNYECKOE OBCNTYXXVNBAHWE U
PEMOHT

JaHHoe MW gdBnseTca o4HOPa30BbIM, CTEPWUSILHBIM.
TexHnyeckoe 06CMY>KMBAHME U PEMOHT HENPUMEHUMbI
AN JaHHOr0 MeAULMHCKOro n3genus.

19. AE3NHPEKLNSA

HenpumMeHumo. W3genus CTepu/ibHbl, NOBTOPHOMY
MCMOMb30BAHMIO U TOBTOPHOW CTEpUAM3ALMUN  He
nognexar.

20. NOPAAOK OCYLWECTBNEHNA
YTUIN3AUNN N YHNUTOXEHWA

3genunsa, umeBLUME KOHTAKT C KPOBbIO W/WMN ApYyTrMu
OMO0NOrNYECKUMU XXUIKOCTAMMU, NOASEXAT YTUIU3aL NN
NN yHUUTOXeHUo cornacHo CaHlMuH 2.1.3684-21
no knaccy b.

Heuncnonb3oBaHHble u3fenua (He MMEBLLNE KOHTaKTa C
KPOBbLO U/MN C BUONOTMYECKUMU YKUAKOCTSMM), B T.4.
C ncTeKWwnm CpoKoM rogHOCTU, NOANEXKAT YyTUAN3aLnn
n/vnn yHUUTOXeHno cornacHo CaHluH 2.1.3684-21
no Knaccy A

Mpy goMaliHeM MPUMEHEeHUUM MedWLUHCKUe U3aenvs
MOTYT 6bITb YTUAN3NPOBAHbI KaK ObITOBbIE OTXOLbI.



21. WARRANTY OBLIGATIONS

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.

22. CLAIM
In case of any questions related to the quality of the
medical device, please contact the Authorized

Representative of the Manufacturer in the Russian
Federation at the following address:
«Becton Dickinson Vostok» LLC,

24/27 Sadovaya-Samotyochnaya Street, 2nd floor,
premises 1, office 18, 127051 Moscow, the Russian
Federation.

Tel/Fax: +7 495 775 85 82

email: Comolaints ClSfa)bd.com

Version - 2023
RC Ne FSZ 2011/08975 dated DD.MM.YY.
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2l. rapaHTuliHble o6a3aTenbcTBA
npon3sognTenb rapaHTUPyeT COOTBETCTBME AaHHOro
MeANLMNHCKOro n3penmna 3aAB/1IEHHbIM
XapaKTePUCTnKam B npefdenax cCcoxpaHeHUA CpOKa
rogHocTV - cocTaBnsieT 5 neT (Cpoka COXpaHeHus ero
CTEPUNBLHOCTW), NpWU YCNOBMM, 4TO CO6AKOAAOTCA
Tpe6oBaHMA NPOU3BOAUTENS, YKa3aHHbIE B MHCTPYKLMUN
Mo NPMMEHEHNIO.

22. PEKNAMALINA

B cnyuyae BO3HWKHOBEHWS BOMPOCOB, CBf3aHHbLIX C
KayeCTBOM  MEAMUMHCKOrO u3genus, Heob6xoanMmo
06paTnTbCH no cnegyowemy agpecy K
YnonHomouyeHHomy [lpefctasutento lNpoussoantens
B Poccuiickoli deaepauun:

00O «beKToH AMKNHCOH BOCTOK»,

Poccuiickas ®epepauns, 127051 Mockea, y1.
CapoBas-CamoTéuHas, g. 24/27, 2 atax, nomelieHme 1,
KomMHara 18

Ten/thakc: +7 495 775 85 82

email: Comolaints CISfolbd.com

Bepcusa - 2023

PY Ned C3 2011/08975 ot A44.MM.IT.



lMNepeBoA NepBoro McTa ¢ aHrINIACKOro M UCNaHCKOro A3bIKOB Ha pyCCKl/IVI A3bIK

<Kpyrnbiii repbosbiii wtamn: KONNEMMN HOTAPUYCOB NCMAHW>

MHCTPYKUMS MO NPUMEHEHMIO

Nrna NHBEKLMOHHAadA oflHOpasoBasd CTepu/ibHas
BD Microlance 3, B BapraHTax UCMO/IHEHUSA

MpounssoguTtens: bektoH AukuHcoH C.A. (McnaHns)
(Becton Dickinson S.A. (Spain))

<Pocuepk>
«YTBEPXOAKO»
BekToH AnknHcoH C.A.
(Becton Dickinson S.A.)
<Wrann: [OMKHOCTb
/Mororun: B (BD)/ PykosoguTens oTena peerCTpell/ll.m
bekToH AuknHcoH, C.A., EneHa MoponnoH
LLlocce MekBuHeHLa 6/H (Elena MOFOVl,qu)
22520 ® PAT A (Yacka) Moanuck
McnaHusa 4
(Becton Dickinson, S.A.,
Ctra. Mequinenza s/n M.M
22520 FRAG.A (Huesca) «fieHb» Mecal (Lubpaun)
Spain>
<Mognucb>
2023 T.
VVD7608894
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MepeBog 060p0OTa NEPBOTrO NINCTA C UCMAHCKOTO A3blKa Ha PYCCKMIA f3bIK

CBUWAETENBLCTBO. - 4, XEPMAH MAPUA AE NEOH MWHA, HoTapuyc BebicLueli
Konnernm Hotapuycos Magpuga, 3aperucTpupoBaHHblil B . CaH-ArycTuH-gens-Iyaganvke

Uto konus Ha o0b6opoTe NucTa SIBASETCA BEPHON KOMWEn OpMrMHanbHOro AOKYMEHTa Ha
aHINIACKOM A13blKe, KOTOPbIM £, HOTapuyc, Bnafel; YKasaHHbI [OKYMEHT Obll MHOW OCMOTPEH,
M3ydeH ¥ BO3BpalwleH. #, HoTapuyc, Bblgato Hactodwee CBUAETE/IBCTBO, He coctaBnss
COOCTBEHHbIX 3aKMHOYEHWU/ O AOCTOBEPHOCTM €ro cogepkaHusi. B cOOTBETCTBYHOLWMX LeNax s.
HOTapuyc, 3aB/st0, YTO HACTOsLLee AeNCTBME He MOAPa3yMeBaeT CBUAETEIbCTBOBAHME MOA/IMHHOCTY
KaKoW-11M60 MOANNCK Ha MPedbABNEHHOM MHE JOKYMEHTE....civiieireresieresreresesreseeres seeresees sressesessesessesenes

B r. CaH-ArycTuH-genb-lyaganukc, AeBATHAALATOrO sHBaps [ABe ThiCAYM [ABafLaTh
TPETBETO TO/IA....vueuiuveteieeeieesetseeaetessees e ettt s sssese st st et es s et s e b e bt sssseb et et s e s e bbb ensnse st asensenas

HOMEP 18/2023 B MOEM PEECTPE-PA3AEN 2

<[lopnucb>

<lep60Bas neyars;
N-H XEPMAH MAPNA OE NEOH NMHA *HOTAPUYC I'. CAH-ATYCTUH-AENb-TYALANTVNKO

<AKUW3Haa Mapka:
FEHEPA/IbHbIW COBET HOTAPUATA UCMAHWUUN *EBPOMENCKUIA HOTAPUAT * 0245295469>

<MAPKA NEFANN3ALNN OOKYMEHTOB
KONMNETMnN HOTAPUYCOB NCIMAHWWN * A342463684>
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MepeBo AaHHOrO TeKCTa BbIMOMHEH MHOI, NepeBoAYMKOM HeTenuHoii AHacTacneit MuxainoBHoiA.

Poccuiickaa degepayuns
MNopos MockBa
MaTHaguaToro geBpans ABe TbiCAYUN gBajuaTb TPEeTbEro roga

A, KBUTKO ®egop AnekcaHipoBuy, HoTapuyc ropoga MoOCKBbI, CBULETENLCTBYIO
NOANMHHOCTb MOANUCY NepeBofYnKa HeTennHoi AHacTacum MuxalinoBHbl,

Mognuck caenaHa B MOeM NPUCYTCTBUU.

JInyHoCTbL NognNuMcaBLUEro AOKYMEHT yCTaHOB/eHa.

3apeructpuposaHo B peecTp™(5” 62/377*77/2023-
. °

YnnayeHo 3a COBepLUIEHMEe HOoTapuanbHoro ge”tw a: 400 py6. 00 kon

D.A.

Bcero npoLwHypoBaHo, NPOHYMEPOBAHO U CKPEMN/IeHO neyaTbio nancTos

HoTapunyc
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