CNMBD

NWHCTPYKUWMA N0 NMPUMEHEHUNIO
MeANLMHCKOro n3genus
KaTtetep BD BHYTPUBEHHbI
nepudepnyeckKmnii 04HOPa30oBbIV CTEPUNbHbIN € 3arnywkoin BD Luer-Lok Pluz. B
BapuaHTax UCMOJTHEHUS, C MPUHALNEXXHOCTAMM
MpownssoanTens: beKToH AMKUHCOH H(bIXH Tepanu Ab

INSTRUCTION FOR USE
for Medical Device:
BD intravenous catheter
sterile peripheral disposable with BD Luer-Lok Plug, in the desien styles, with accessories
Manufacturer: Becton Dickinson Infusion Therapy AB

HSnned Intygas att
This is io certify that ~

personligen harundertedout detta dokument
\"h m persmally signed this document
HoganSs

Mufida Dizdar

Kotarl'Jis Publicus i Hogan”, Sverige
Public ofH *nas, Sweden

MEKTPOHHAS KONUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEM

«YTBEPXAAK» [ “APPROVE”

BekTOoH [IMKNHCOH VIHhbIo>KH Tepanun J1b

(Becton Dickinson Infusion Therapy AB,)
PyKoBoAWTe/Nb OTAeNa KayecTBa 1 peructpaymm /
Head of Quality and Registration Department
(BomkHocTb/position)

KaTapuHa “em c / Katarina Rietz

X (vmg/naTe)

(nognuce/signature)

Becton Dickinson Infusion Therapy AB
Florertgatan 29 C
POBox 631

SE-251 06 Helsingborg
Sweden M.A. fstamp



OrnaBneHune

L. NAM E oo 4
L HAUMEHOBAHUIE c..ooiieeeceeeeeeeveeee e eesseose s essssss e sssess s 4
2. INFORMATION ABOUT MANUFACTURER, DESIGN CENTER AND
MANUFACTURING SITE woooioeoveoeoessesveoossessessessssssesssesssssssessssssssssssssessesssessssssssssssssssssssessssessssssessoones 6
2. CBEAEHUNA O MPOU3BOAUTENE, PABPABOTUYMKE U MECTE NMPOM3BO/ACTBA
MELNLUHCKOT O MBIESTT oo sesee e esssee s eessse e 6
3. PRODUCT SPECIFICATION cooooioeteeeeeeeeeeeeeeeseeesee e soeee s sssssse s s sssee oo 6
3. OMUCAHUE N3AENUNA / MPELYCMOTPEHHOE MPUMEHEHWE ... 6
4. DESCRIPTION OF THE DEV ICE coovvoooioooeoeoceeeeeeeeeeeeeeeeseseeessse s seseessseeseseesssse e essesssees s 9
4. OMUCAHUE MEANLMUHCKOTO UBAETTUS ..o 9
5. METHOD OF USE oo eeseeeeeeseeseeeseaseessees s eesssss s sessses s ssssss s sssss s eessne 19
5. METOJ, MCMOMb30OBAHUA MEAULMHCKUX UBLAESMNM oo 19
6. TECHNICAL CHARACTERISTICS ..oiiiiooeeiioseeeeeeeoossseesseesieessesessesesssessssssssssessssesssssssssssssssseeee 24
6. TEXHUUECKUE XAPAKTEPUCTUKU MW oo 24
7. MANUFACTURING PROCESS ....coiiiioeeeeeeeseeeeeeeeessseeseeeeessssessee e ssse s sessseseesseessses s 33
7. MPOU3BOACTBEHHBIM MPOLECC .ooooeeeveeeeeeeeeeeeeesseseeee s seessees s 33
8. MEDICAL DEVICE LABELING AND PACKAGING .......commmmveeeceeeeeseeeceseeseeeeeessesseeseeesessseeee 34
8. MAPKVIPOBKA N YMAKOBKA MEAULIMHCKOTO U3LENMMA coooovveeeeeeeeeceieeeeeeveese 34
9. STATEMENT ON THE USE OF MATERIAL OF ANIMAL ORIGIN .oo..ccommmmmvrrccressrrrernn, 57
9. 3ASIBNEHWE OB WCMO/b30BAHUM MATEPUANIOB  >XWUBOTHOIO
MTPOUICXOMKIEHUIS oot 57
10. STATEMENT ON THE DEVICE INCLUDING A MEDICINAL SUBSTANCE.......... 58
10. 3ASIBJIEHUE O COJEPXAHWUW B U3JENTNN NEKAPCTBEHHbLIX CPEACTB 58
11. STATEMENT ON THE DEVICE INCLUDING HUMAN BLOOD DERIVATIVE......58
11. 3AABZIEHUE O COAEPXXAHUW B U3AENNWV MPEMAPATOB. MONIYYEHHbIX N3
KPOBY UEJTOBEKA ... sssee s ssee s ses s 58
12. STATEMENT REGARDING PHTHALATES, LATEX AND BPA ..ccoooommrrrccciennrereeccsisnne. 58
12. 3AABNEHUVE O ®TANTATAX, NATEKCE U BUCOEHOJIE A oo 58
13. DESIGN APPROVAL AND PRODUCT DEVELOPMENT ...ivoveoeeeeeeeeeeeeeeeeeeeeeseseseseeeeenns 58
13. MPOEKTUPOBAHUE N PASPABOTKA MW ....oooioioioeveoieoeeeeeeeesseeessoesssssesseesessesssees s 58
14. MEDICAL DEVICE COMPATIBILITY woooiioovveoieeseeeeeeeesseseeeoeeesseeesssesssssssssss s sesssssssssssssses 58
14. COBMECTUMOCTb MEAULIMHCKOTO UBAESTUS .oovvooeeeeeeceeeeeeeeece e 58
15. ENVIRONMENTAL MONITORING c..coiiiirvveeeeeseeeeeeseessesseee e esssees s essssssssesee 61
15. KOHTPOJ/Ib YCNOBUMN OKPY XA WLENA CPELDBI ...covveoeeeeeeeeecceseeeeeeeceseeeeevevecesssesesseen, 61
16. STERILIZATION oo e eseese e sssee e ssee e e eesee e eeeeseeseeeessseeens 61
16. CTEPUITIUBALLM S cooooooooeeeeeeeeeseeee e eeesseess e ssssesse s sssssss e ssssssessssessssessessesssonnes 61
17. CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION .ccooovvvvvvirr. 63
17. YCNIOBUS 3KCNNYATALUN, TPAHCMOPTUPOBKWU U XPAHEHUSA........cccooec....... 63
18, SHELF LIFE cooooiooeeeeeeeeeeeeeeeee e ssseee e sessee e ssses e ss s s 63
18. CPOK TOLHO CT W oo 63
9. CAUTIONS oo s s e eseee e sssee e ereseee 63
19. MEPBI MPELOCTOPOMKHOCT W covvooeeeeeeeeeeeeeeeeeeceeeeeee oot sseessse s 63
20. TECHNICAL SERVICE DETAILS, VERIFICATION INFORMATION .ccoooovvvvcciiiinrrrineenn, 65
20. CBEJEHNSA O TEXHUUYECKOM OBCTYXUBAHWW, CBEAEHUA O MOBEPKE ..65
21. DISPOSAL PROCEDURE ...ooiioovooeeseeeeeeeeess e eesseseseee e ssees s eesssesesseessses s seessses 65
21. MOPAAOK OCYLWECTBAEHUA Y TUNUBALMM oo 65
22. PRODUCT QUALITY REQUIREMENTS cooiiiiooooeeeseeeeece oo sesssessseeessssessseeessssssssee s 65
22. TPEBOBAHUSA K KAUECTBY MPOAYKLM oo 65
23, WARRANTIES oooooeeeevveeees e essseseesesssssss e ssssess s sesssess s ssses s sessssessassessssees e 68
23. TAPAHTUNHBIE OBABATETBCTBA oooooovoeoeeeeeeeveeeese oo seoessessssssseesseesssessesssesssee 68
2

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



1004040004 000000v0v0b0tbbenIvORee tvenny

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

.




I.NAME

BD intravenous catheter sterile peripheral disposable with BD
Luer-Lok Plug, in the design styles, with accessories:

1. BD VENFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug:
22G 0.8 mm x 25 mm,
20G 1.0 mm x 32 mm,
18G 1.2 mm X 45 mm,
17G 1.4 mm x 45 mm,
16G 1.7 mm x 45 mm,
14G 2.0 mm x 45 mm,
18G 1.2 mm x 32 mm;
Accessories:

BD Luer-Lok Plug

2. BD VENFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug;
22G 0.9 mm x 25 mm,

20G 1.1 mm x 32 mm

18G 1.3 mm x 32 mm,

18G 1.3 mm x 45 mm,

17G 1.5 mm x 45 mm.

16G 1.8 mm x 45 mm.

14G 2.0 mm x 45 mm;
Accessories:

BD Luer-Lok Plug

3. BD NEOFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug:

26G 0.6 mm x 19 mm,

24G 0.7 mm x 19 mm;

Accessories:
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1. HAMMEHOBAHWE

KaTeTep BD BHYTPUBEHHbIN nepuepnyecKnNin o0gHOPa30BbIN CTEPUbHbIN C
3arnyLw Ko BD Luer-Lok Plug, B BapumaHTax WCMOJ/IHEHUA, C
NPUHAANEXXHOCTAMM:

1. Katetep BD VENFLON BHYTpMBEHHbIN Nepugepnyecknii oaHopasoBbIi
CTepubHbIN ¢ 3arnywkon BD Luer-Lok Plug:
22G 0,8 MM X 25 mm.

20G 1,0 Mmm X 32 MM.

18G 1,2 mm X 45 mm.

17G 1,4 mm X 45 mm.

16G 1,7 MM X 45 MM,

14G 2,0 mvm X 45 mm.

18G 1,2 mm X 32 MM;

MpuHagnexXHoCTu:

3arnywka BD Luer-Lok Plug

2. Katetep BD VENFLON PRO BHYTPMBEHHbI NMeputepnyecKuini 04HOPa3oBbliii
CTepubHbINA ¢ 3arnywkon BD Luer-Lok Plug:
22G 0,9 MM X 25 MMm.

20G 1,1 MMX 32 MM.

18G 1,3 MM X 32 MM,

18G 1,3 MM X 45 mMm.

17G 1,5 mm X 45 MM,

16G 1,8 MM X 45 MM.

14G 2,0 mm X 45 mm;

MpuHagnexxHoCTu:

3arnywka BD Luer-Lok Plug

3. Katetep BD NEOFLON BHYTPUMBEHHbIN nepugepuyecknii ogHOpPa3oBbIi
CTepubHbI ¢ 3arnywkon BD Luer-Lok Plug:

26G 0,6mMm X 19 mm.

24G 0,7 MM X 19 mm;

MpuHagNexxHoCTn:



BD Luer-Lok Plug 3arnymika BD Luer-Lok Plug

4. BD NEOFLON PRO intravenous catheter sterile peripheral | 4. Katerep BD NEOFLON PRO BuyrpuBerHuit nepudepraeckuii 0qHOpasoBLi
disposable with BD Luer-Lok Plug: CTepUIbHBI ¢ 3arnymko#t BD Luer-Lok Plug:

26G 0.6 mm x 19 mm,
24G 0.7 mm x 19 mm;
Accessories:

BD Luer-Lok Plug

Hereinafter referred to as catheter; medical device;
BD Venflon 22G 0.8 mm x 25 mm;
BD Venflon 20G 1.0 mm x 32 mm;

BD Venflon 18G 1.2 mm x 45 mm;

BD Venflon 17G 1.4 mm x 45 mm,;

BD Venflon 16G 1.7 mm x 45 mm;
BD Venflon14G 2.0 mm x 45 mm,;

BD Venflon 18G 1.2 mm x 32 mm;

BD Venflon Pro 22G 0.9 mm x 25 mm;
BD Venflon Pro 20G 1.1 mm x 32 mm;
BD Venflon Pro 18G 1.3 mm x 32 mm;
BD Venflon Pro 18G 1.3 mm x 45 mm;
BD Venflon Pro 17G 1.5 mm x 45 mm;
BD Venflon Pro 16G 1.8 mm x 45 mm;
BD Venflon Pro 14G 2.0 mm x 45 mm;
BD Neoflon 26G 0.6 mm x 19 mm;

BD Neoflon 24G 0.7 mm x 19 mm;

BD Neoflon Pro 26G 0.6 mm x 19 mm;
BD Neoflon Pro 24G 0.7 mm x 19 mm.
BD Luer-Lok Plug

26G 0,6 MM x 19 MM,

24G 0,7 mm x 19 MM;
IIpunaanexuocTH:
3arnymka BD Luer-Lok Plug

Ilanee 00 TEKCTY. KaTETCP, MCAHIIHHCKOS H3AC/IHC,

BD Venflon 22G 0,8 mm x 25 MM {mm);

BD Venflon 20G 1,0 MM x 32 MM (mm);
BD Venflon 18G 1,2 MM X 45 MM (mm);
BD Venflon 17G 1,4 MM x 45 mM (mm);

BD Venflon 16G 1,7 M X 45 MM (mm);

BD Venflon14G 2,0 mu x 45 MM (mm);

BD Venflon 18G 1,2 Mm x 32 MM (mm);

BD Venflon Pro 22G 0,9 MM x 25 MM {mm);
BD Venflon Pro 20G 1,1 mm x 32 MM (mm);
BD Venflon Pro 18G 1,3 mm x 32 MM (mm);
BD Venflon Pro 18G 1,3 MM x 45 MM (mm);
BD Venflon Pro 17G 1,5 MM x 45 MM (mm);
BD Venflon Pro 16G 1,8 MM x 45 MM (m);
BD Venflon Pro 14G 2,0 MM x 45 Mm (mm);
BD Neoflon 26G 0,6 Mm x 19 MM (mm);

BD Neoflon 24G 0,7 MM x 19 MM (mm);

BD Neoflon Pro 26G 0,6 MM x 19 MM (mm);
BD Neoflon Pro 24G 0,7 MM x 19 MM (mm).
3arnymka BD Luer-Lok Plug

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




2. INFORMATION ABOUT MANUFACTURER, design center
and manufacturing site
Name of manufacturer / design center
Becton Dickinson Infusion Therapy AB
Florettgatan 29C, PO Box 631, SE-251 06 Helsingborg, Sweden

Manufacturing Site(s):

1. Becton Dickinson Medical (S) Pte.
Singapore 639461, Singapore.

2. Becton Dickinson India (P) Ltd., Plot No. 1, Sector 3, IMT, Bawal

- 123 501, District Rewari, Haryana, India.

3. Becton Dickinson Infusion Therapy Systems Inc. S.A. de C.V.,
Periferico Luis Donaldo Colosio#579, Nogales, Sonora, C.P. 84048,
Mexico.

Authorized Representative in the Russian Federation:

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

Tel/lFax: +7 495 775 85 82

complaints_CIS@bd.com

3. PRODUCT SPECIFICATION

Applicationts)

Designed to provide peripheral venous access for infusion therapy and
intravenous infusions.

Ltd, 30 Tuas Avenue 2,

Clinical use

BD VENFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug - The products are designed to gain access to
peripheral veins of the patient’s blood system for rehydration, parenteral
nutrition, medication delivery, blood transfusion, and monitoring
purposes.
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2.CBELOEHWNA O NPOMN3BOAUVWTENE, PASPABOTUUMKE N MECTE
MPON3BOLNMNKAM AONPTHNTOTO

MpounssognTenb / Pa3paboTumnk:

"BeKTOH AUKNHCOH NH(pbIoXH Tepanun AB",

(Becton Dickinson Infusion Therapy AB),

Florettgatan 29C, PO Box 631, SE-251 06 Helsingborg, Sweden (LU Beyuns)

Appeca MecT NMPOM3BOACTBA:

1. Becton Dickinson Medical (S) Pte. Ltd, 30 Tuas Avenue 2, Singapore 639461,
CuHranyp.

2. Becton Dickinson India (P) Ltd., Plot No. 1, Sector 3, IMT, Bawal - 123 501,
District Rewari, Haryana, NHauns.

3. Becton Dickinson Infusion Therapy Systems Inc. S.A. de C.V., Periferico Luis
Donaldo Colosio#579, Nogales, Sonora, C.P. 84048, MekcuKa.

YNOoNHOMOYEHHbIN NpefgcTaBuTeNnb B Poccuiickon degepayunn:

00O «bekToH ANKNHCOH BocTok», 127051, Poccuiickasa degepaumnsd, r. MockBa,
yn. CagoBass-CamoTé4YHas, 4. 24/27, 2 atax, nomeuieHue |, KomHaTa 18

Ten/thakc: +7 495 775 85 82

complaints CIS@bd.com

3.0NMNCAHWNE
MpnmeHeHUc(Ha3HaveHNe)
MpegHa3HayeHo Ang obecnevyeHUs nepudeprMyecKoro BEHO3HOro 4OCTyNa C Lenbto
NpoBefeHUSA NHDY3NOHHOM Tepannn N BHYTPUBEHHbBIX BIMBAHWIA.

/Wtal CMOTPEHHOE MPUMEHEHWE

MokasaHnA

Katetep BD VENFLON BHYTpUBEHHbIli nepudepuyeckunii o4HOpPa3oBblii
CTepunbHbIW € 3arnywkoii BD Luer-Lok Plug - npegHa3HayeH gnsa goctyna K
nepnepnyeckMm BeHaM KPOBEHOCHOM CMCTeMbI NMaLMeHTa C Lesbio permgparaymu,

napeHTepasnbHOro NUTAHUS, BBEEHNSA IEKAPCTBEHHbIX NpPenapaToB, NepenBaHnUs
KPOBW M MOHUTOPUHTA.



BD VENFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug - The products are designed to gain
access to peripheral veins ofthe patient’s blood system for rehydration,
parenteral nutrition, medication delivery, blood transfusion, and
monitoring purposes.

BD NEOFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug - intravenous cannula is designed to gain
access to peripheral veins of the patient’s blood system for rehydration,
parenteral nutrition, medication delivery blood transfusion, and
monitoring purposes. The length and diameter of the catheter do not
limit the use of this product in children and elderly patients.

BD NEOFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug - are intended for infusion /
injection and are designed to provide access to the peripheral vessels of
the patient’s circulatory system with the aim of carrying out iv therapy,
blood transfusion and blood pressure control. These catheters can be
used for patients of all categories, taking into account the size of the
veins and the individual characteristics o f the patient, the compliance of
the catheter with the injected solutions and the duration of therapy.

Accessory;

BD Luer-Lok Plug - Accessory designed to lock the catheter hub for:

- catheter BD VENFLON intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug,

- catheter BD VENLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug,

- catheter BD NEOFLON intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug,

- catheter BD NEOFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug
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KaTeTep BD VENFLON PRO BHYTPUBEHHbIN nepudepnyecKuni
O4HOPa30oBbI CTEPUNbHbIN C 3arnyw kot BD Luer-Lok Plug: - npegHasHaudeH
4Na goctyna K nepupepnyecknm BeHaMm KPOBEHOCHOW CUCTeMbl MaLMeHTa C Lesbio
perungparaumu, napeHTepasnbHOro nUTaHuA, BBeleHUS  NeKapCTBEHHbIX
npenaparos, NepesiMBaHUA KPOBU U MOHUTOPUHTA.

Katetep BD NEOFLON BHYTPUWUBEHHbIi Nepugepuyeckuin 0aHopasoBblii
CTepU/bHbIN ¢ 3arnywkon BD Luer-Lok Plug - npegHasHa4yeH gnsa goctyna K
nepnepuyecKnM BEHaM KPOBEHOCHOM CUCTEMbI NauMeHTa C Lenbio pernaparaumm,
napeHTepanbHOro NUTaHWUA, BBELEHUA /IeKaPCTBEHHbIX MpenapaTos, MepennBaHus
KPOBW Y MOHUTOPUHTA. [iNnvHa 1 juameTp KaTeTepa He OrpaHM4YnBalOT NPUMEHEHME
3TOro M3fenna y fieTeil N NOXUNbIX NaLNeHTOB.

KaTeTep BD NEOFLON PRO BHYTPWUBEHHbI A nepugepnyecKnii
0HOPAa30BbIN CTEPUNbHbIN Cc 3arnywkon BD Luer-Lok Plug ¢ npegHa3HaueH
Ansa  MHQysnii/MHbeKuniAi 1M paspaboTaHbl Ana  obecnedeHus goctyna K
nepugepnyecKknm cocyam KPOBEHOCHOM CUCTEMbI NauMeHTa C Le/ibio NpoBefeHNs
B/B Tepanuwu, rnepenMBaHUA KPOBU U KOHTPOSSA apTepuanbHOro gaBrieHUsa. IOTwu
KaTeTepbl MOTYT WCMO0/Ab30BaTbCA [AS MaUWEHTOB BCEX KaTEropuint ¢ y4yeToMm
pasMepoB BEH W MWHAMBUAYa/lbHbIX OCOGEHHOCTEl/ MauuMeHTa, COOTBETCTBUS
KaTeTepa BBOAMMbIM pacTBOpam M NPOLO/IKUTENbHOCTU Tepanuu.

MpuHaaIeXHOCTb:
3arnywka BD Luer-Lok
6/1IOKUPOBKU BTY/KU:

- KaTetepa BD VENFLON BHYTpMBEHHOro nepuepmyeckoro 04HOPasoBoOro
cTepunabHOro c 3arnywkoii BD Luer-Lok Plug,

- KaTeTepa BD VENFLON PRO BHYTPUBEHHOI0 nepugepmnyeckoro o4HopasoBoro
cTepunbHoOro c 3arnywkoii BD Luer-Lok Plug,

- KateTepa BD NEOFLON BHYTpUBEHHOro nepugepuyeckoro 04HOPasoBoOro
cTepunbHOro ¢ sarnywkon BD Luer-Lok Plug,

- kateTtepa BD NEOFLON PRO BHYTpPMBEHHOrO rnepugepnuyeckoro o4Hopa3oBoro
CTepunbHOro ¢ 3arnywkoii BD Luer-Lok Plug

Plug: TMpuHagnexHocTb MpeaHasHayeHa Ans




in order to prevent leakage of blood in case of improper connection of
the infusion set.

This accessory is not used in direct contact with the central circulatory
system

Scope of the medical device:
Providing peripheral venous access for infusion therapy and intravenous
infusion
Possible side effects and contraindications
No contraindications have been identified.
Possible complications associated with the insertion of a peripheral
intravenous catheter are: minor bleeding, hematoma, and unsuccessful
insertion attempts.
Conditions of use
The product is designed for use by qualified medical professionals.
Classification of the MD

Class of potential risk ofuse 2a

of the medical device

GMDN code 64574

Product classification by
type and duration of contact
(catheters)

Frequency of use

Prolonged contact (1-30 days) with
circulating blood

Single use medical device
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B LeNX NpefoTBpaLleHns yTeYKN KPOBU B C/lyUae HeMPaBUIbHOTO NPUCOeaUHEHUS
WH(Y3MOHHOW cucTeMbl. [JaHHas MPUHAANEXHOCTb HE WCMNOMb3yeTcss B MPSMOM
KOHTaKTe C LieHTpanbHO cucTemMoli KpoBooGpalleHus.

O6nacTb NPMMEHEHUA MELULMHCKOTO U3genns:

Ob6ecneyeHne nepudepnmyecKoro BEHO3HOrNo0 JocTyna C LUenbl MpPOBeAeHus
WH(Y3NOHHOW TepanMn U BHYTPUBEHHbIX BAIMBAHWIA

Bo3MOXXHble No60YHbIe 3D eKTbl M NPOTUBONOKAa3aHUA

MpoTMBONOKAa3aHWA He BbISAB/EHbI.

BO3MOXHbBIMWN OC/TOKHEHUSAMW, CBSA3aHHLIMW C BBeAeHUEM MepudeprnyecKoro
BHYTPUBEHHOIO KaTeTepa, ABAITCA: HE3HAUYNTE/IbHOE KPOBOTEYEeHUE, remaToma u
Heyja4yHble NOMbITKN BBEAEHUS.
Ycnosusa npuMmeHeHusa

N3genne npefgHasHadyeHo  Ans
MeAULUHCKUMU cneunanncTamu.

Knaccnpmnkauyms MeguLumMHCKOTo U3aenmns

ncnonb3oBaHUA KBaIMpuumMpoBaHHbIMU

Knacc B 3aBUCUMOCTM oT 2a
noTeHLNaNbHOro pucka
NPUMEHEH NS MeANLUHCKOTO
n3genns

GMDN kopg 64574

Knaccupmkauyma nsgennihi no tuny
N NPOSO/MKUTENBHOCTU KOHTaKTa
(KaTeTepbl)

Mo KpaTHOCTM NpuUMeHeHUA: MU
O4HOPAa30BOro NPUMEHeHUA

MpofoMmKNTeNbHbIA  KOHTaKT
OHER) C LMPKYnpyoLwelid KpoBblo.

(1-30

MeanunHCKOe W3feNnne 04HOPaA30BOro
NPUMeHeHUs



4. DESCRIPTION OF THE DEVICE

BD VENFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug

4. ONMNCAHVNE MEONUWNHCKOIO N3OENNA

Katetep BD VENFLON BHYTpMBEHHbIV nNepudepnyecknii 0AHOPa30BbIii
CTepunbHbIN ¢ 3arnywkoin BD Luer-Lok Plug

PucyHok 1- O6wwnii Bug megnumnHckoro n3genmsa (Katetep BD VENFLON BHYTpuUBEHHbI NepudeprnyecKnii 0AHOPa3oBbIii CTEPUBbHbBINA C 3arnyL Ko
BD Luer-Lok Plug: 14G 2,0 mm x 45 mm)/ Picture | - General view of the medical device (BD VENFLON intravenous catheter sterile peripheral disposable

BD VENFLON intravenous catheter sterile peripheral disposable with
BD Luer-Lok Plug has a stainless steel cannula provided with a soft
siliconized catheter of PTFE over it. The MD is supplied with a
protection hub to prevent contamination. The catheter is fixed in a
patented cannula hub. The cannula hub is provided with a channel
leading from the catheter fixation site to a connector with a fitting on
the opposite end, which is designed to connect to other devices,
including Luer-Lock connections.

The cannula hub also has a separate injection port which, by a patented
automatic valve, is connected to the canal. Through this port it is
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with BD Luer-Lok Plug: 14G 2.0 mm x 45 mm)

Katetep BD VENFLON BHYTPMBEHHbII MepudepuyeckMin  0gHOpPasoBbli
CTepuNbHbINA ¢ 3arnywkoii BD Luer-Lok Plug B c6ope umeeT cTanbHYO UMy U3
Hep>XKaBeK LW e cTann, CHabXXEeHHYH MATKOW NONMTeTPad TOP3ITUNEHOBOW KaHHen
C CWIMKOHOBbIM TMOKpbITUEM. W3genne CcHabXeHO 3alWMTHbIM KO/INayKoM,
npefoTepalalWMmM KoHTaMuHauuo. KaTteTep 3aKpensieH BO BTY/IKE KaHIOIN
3anaTeHTOBaHHON KOHCTPYKLUMU. BTyNKa KaHON CHabXXeHa KaHalioM, nayuum ot
MecTa (hMKcaumm KateTepa 0 pasbeMa ¢ YUTUHIOM Ha MPOTMBOMOJIOXHOM KOHLE,
KOTOPbIA NpegHasHayYeH Ansa COefMHEHUS C APYTrUMM YyCTpOlicTBaMMK, B TOM Yuchne
u c coegnHeHuamu JToap-Jlok.

BTynka KaHOAM TakXe UMeeT OTAeNbHbIA MNOPT ANA WHBbEKUWIA, KOTOPbIA C
NOMOLLbI 3anaTeHTOBAHHOro aBTOMAaTMYECKOro KsarnaHa COefiMHEeH C KaHasloM.



possible to give an immediate intravenous, eventually repeated injection
with a syringe (without using a hypodermic needle) during infusion or
as intermittent injections. In the latter case, the cannula hub connector
is sealed with a plug. When the injection port is not used it is protected
by a cap, which is fixed to the cannula hub and in that way impossible
to lose. The protection cap is colored according to the ISO color coding
system for different catheter sizes.

The flexible wings of the cannula hub can, with a piece of adhesive, be
used for fixation of the product, once it is inserted into a vein. The
stainless steel needle runs through the whole length of the catheter and
the cannula hub and ends up fixed in a grip, which is inserted into the
mount in the cannula hub. The other end of the grip has a female cone,
in which a flow control plug (FCP) is placed. When puncturing a vein,
blood flows through the steel needle to the FCP. In this way, it indicates
when the steel needle has entered the vein. At the same time, the blood
leakage is prevented and, thereby, the risk o f contamination.

On the rear of the flashback chamber is fixed a white BD Luer-Lock
plug. This is placed in such a way that the user can easily disassemble
the plug from the needle assembly once the needle has been withdrawn
from the catheter hub and before it is disposed of. The plug is used to
securely block the catheter hub to prevent blood leakage when an 1.V.
infusion is not directly connected.

A plug is assembled onto the FCP. The fixation is designed in such a
way that, when the grip with the FCP has been removed from the I.V.
Cannula, the plug is disassembled for intended use with a simple one-
hand-operation.The tapered and beveled tip of the catheter fits tightly to
the steel needle. This minimizes friction during skin and vein puncture.

The 1.V. Cannula is provided with a protection hub to protect against
contamination.
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Uepe3 3TOT NOPT MOXHO MPOBOANUTbL HEMEA/IEHHYIO BHYTPUBEHHYIO (& B KOHEYHOM
UTOre M MOBTOPHYH) MHBEKLUIO C MOMOLW b0 wnpuya (663 MCNOb30BaHMUA UMbl
0N NOAKOXHBIX MHBEKUWUI) BO BpeMsa WHAY3UW UAM B BUAE MPEPbIBUCTbIX
WHBEKUWA. B nocnegHem criydyae pasbeM BTY/IKM KaHW/AIN TepMeTU3NpyeTCcs
3arnywkon. Korga WHBLEKUMOHHbLIA NOPT He WCNOMAb3yeTcHA, OH 3alliuleH
KOMMaykKoM, 3aKpensieHHbIM Ha BTYJ/IKe KaHlM 6narogaps Yemy ero HeBO3MOXHO
noTepATb. 3alMTHasA KpblllKa OKpalleHa B COOTBETCTBMM cO cTaHfjapTom ISO
LUBETHOM KOAMPOBKM pasHbIX pa3mMepoB KaTeTepa.

dukcatop-«babouka» BTY/IKM KaHKONAM MOXET WCNOMAb30BaTbCA ANA (uKcaymu
BBEJleHHOr0 B BEHY KaTeTepa ¢ NOMOL, b MAacTbIpA.

Mrna vM3 HepXaBelUen CTann MPOXOAUT MO BCERN ANWHE KaTeTepa W BTYNKWU
KaHNW U 3aKaH4YMBaeTCA (PUKCUPOBAHHbIM OCHOBAHWEM B 3aXWMe, KOTOpbIi
BCTaB/MSAETCA B KpenjeHWe BO BTY/IKe KaHNW. [pyron KoHew 3axuma CHabxeH
KOHYCOBUAHbIM COEMHEHUEM, B KOTOPOM YCTaHOBJ/IeHa 3arfyliKa Assi KOHTPOsns
CKOpPOCTY NoToKa. Mpun BEHO3HOM MYHKLUMW KPOBb MPOXOANT CKBO3b CTa/IbHYO Uy
[0 3arnywKn gns KOHTPONA CKOPOCTU NOTOKA. DTO YKasblBaeT Ha TO, YTO CTaslbHas
urna BeefieHa B BeHy. B To )Xe BpemMs npefoTBpaLlaeTcs BbiTeKaHMWE KPOBU U, TEM
caMbIM, PUCK KOHTaMUHaLNN.

Ha 3agHeM KOHLe Kamepbl BNpbicKa pacnosioxeHa 3arnywka BD Luer-Lock Plug.
Takoe pacnofsioXXeHue No3BONSAET NOb30BATE/IO0 NIEFKO OTCOEANHUTL 3arfyLwKy oT
nurabel B cbope nocne yganeHus UMbl U3 BTY/IKM KaTeTepa U 40 ee yTuamM3auuu.
3arnywka ucnonb3yetca ANnA  O/IOKMPOBKW  BTY/NIKW  KaTeTepa B Lensx
NnpefoTBPaLLEHMA YTeYKM KPOBU B C/lyyae HenpasuUbLHOMO MpPUCOESUHEHNS
WH(Y3MOHHO CUCTEMBI.

B usgenne gna KOHTPONS CKOPOCTW MOTOKa BCTPOEH [AOMOMHMWTENbHbIA pa3beM.
dukcaTop CnpoeKTMpPoBaH TakMM 06pa3om, 4TO, KOr4a 3aXUM C YCTPOWCTBOM A/15
KOHTPONA CKOPOCTU NOTOKA yAanseTca 13 B/B KaHN, 3ariyLka erko CHuMaeTcs
oAHUM ABWwKeHMeM. KOHMYECKNT CKOLWEHHbI HAaKOHEYHWK KaHKAN M/I0THO
npuneraeT K CTa/ibHON MUrae. 370 MUHUMN3NPYET TPEHUE BO BPEMS MYHKLUN KOXMN
N BEHBI.

BHyTpuBeHHaa KaHONA CHabXXeHa 3awMTHbIM KOPMNyCcoM,
KOHTaMWHaL Ko,

npeaoTBpaLlat LM



The BD VENFLON intravenous catheter sterile peripheral disposable Katetep BD VENFLON BHYTPUBEHHbIN nepudepnyecknii 04HOPa30BbIl
with BD Luer-Lok Plug is available in various gauge (G) sizes ranging cTepunbHbIi ¢ 3arnywkoit BD Luer-Lok Plug gocTyneH B pas3fiMuHbIX pasmepax
from 14 to 22G and lengths ranging from 1to 1.8 inch (IN) (25 to 45 (G) ot 14 g0 22G v AnuHOMK oT 25 40 45 MunnumeTpos (oT 140 1,8 goiima).
millimeters [mm]).
BD VENFLON PRO intravenous catheter sterile peripheral Katetep BD VENFLON PRO BHYTpMBEHHbIA  nepudepnyeckuii
disposable with BD Luer-Lok Pin 04HOPa30BbI CTepUNbHbIV ¢ 3arnywkoit BP Luer-Lok Plug

PucyHok 2 - O6wuin Bug megmumnHckoro nsgennsa (Katetep BD VENFLON PRO BHYTpUBEHHbIA Nepnepuyeckmnin o4HOpPasoBblil CTEPUNBbHBIN C
3arnywkon BD Luer-Lok Plug: 22G 0,9 mm x 25 mMm) / Picture - 2 General view of the medical device (BD VENFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug: 22G 0.9 mm x 25 mm)
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BD VENFLON PRO intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug has a stainless steel cannula equipped with a
silicone coated soft catheter. The MD is supplied with a protection hub
to prevent contamination. The catheter tube is made from a
biocompatible polyurethane containing six radiopaque strips. The
catheter is fixed in a cannula sleeve of a patented design. The cannula
hub is provided with a channel leading from the catheter fixation site to
a connector with a fitting on the opposite end, which is designed to
connect to other devices, including Luer-Lx)ck connections.

The catheter hub has an injection port on the upper surface, through
which an immediate or intermittent injection can be given
intravenously, without needing to use a hypodermic needle. These
injections can be given during infusion without interrupting flow
through the main channel. Backflow or leakage is prevented by the use
ofavalve system, which lies at the base of the port and inside the main
flow channel. The injection port is protected by a cap, which is fixed to
the catheter hub. The cap is “flip-top” in that the hinge snaps closed with
relatively light

pressure. The cap is coloured according to the ISO system of coloration
for different sizes of catheter.

Flexible wings are situated at the base of the catheter hub to give
stability, the correct angle for the catheter to lead in to the vein and a
fixation point when the cathter is in situ on a patient.

When assembled, the stainless steel needle runs through the entire
length of the catheter, protruding from the catheter by a small distance,
which is carefully regulated for maximum clinical efficacy. The needle
runs through the catheter hub and is fixed in a grip, the front of which
fits in the fitting o f the catheter hub. There is a thumb plate on the grip
to facilitate holding the product. The needle grip and the catheter hub
rest together until the needle is withdrawn following vein puncture.

On the rear end of the needle grip is a female cone, in to which fits a
flow control plug. When the steel needle penetrates the vein, blood is

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

Katetep BD VENFLON PRO BHYTpUBEHHbIN nepudepuyecKnii 0gHOPasoBbIii

CTepubHbIA ¢ 3arnywkoin BD Luer-Lok Plug B c6ope wmeeT wurny wus

Hep)aBelolWen cTanu, CHaBGXEHHYH MSrFKO KaHiofeh ¢ CUIUKOHOBbLIM
NoKpbITUEM. W3fenune cHabXeHO 3alUTHbIM KOMMAUYKOM, MPeaoTBpaLlaloLLum
KoOHTaMuHauuio. Tpybka KaTeTepa npou3BefeHa M3  6GMOCOBMECTUMOTO
nonnypeTaHa, cofep)kallias LWeCcTb PEHTreHOKOHTPACTHbIX MOM0COK. KaTeTep

3aKpeneH BO BTY/IKe KaHI/M 3anaTeHTOBAHHOW KOHCTPYKUUKW. BTynka KaHonu
cHabGXeHa KaHafiom, MAywum OoT MecTa (MKcauuy KaTeTepa A0 pasbemMa C
(UTUHIOM Ha NPOTMBOMOMOXHOM KOHLLE, KOTOPbIA NpeAHasHayeH aasl coeluHEHUS
C APYTMMM YCTPOICTBAMU, B TOM YUC/E U C COeMHEHUAMN JT103p-S10K.

BTy/NKa KaHIW OCHallleHa MHBEKLMOHHLIM MOPTOM Ha BepxXHeil MOBEPXHOCTM,
yepe3 KOTOPbIA MOTyT MPOU3BOAUTLCA HeMeAsleHHble WM  NepuoanUecKue
BHYTPUBEHHbIE WHBLEKUMW MpenapaTtoB 6e3 Heo6X0AMMOCTU MCMO/b30BaHUS
MHBEKLMOHHBIX U, 3TU UHBEKLUN MOTYT BbINOMHATLCA BO BPeMs UH(DY3NI 6e3
npepbiBaHUsA NOTOKa NpenapaTa, BOAMMOI0 Yepe3 0CHOBHOI KaHan. O6paTHbIil TOK
WM yTeuKa NpeaoTBpallaloTCs NoCPeAcTBOM CUCTEMbI KlanaHoB, PacnooXKeHHbIX
B OCHOBaHMW MNopTa M B KaHane OCHOBHOFO MOTOKA. VHBLEKUWMOHHbLIA nopT
3alliMllaeTca  KPbILWKOK, KoTopas KpenuTcs K BTY/NKe KaHionu., Kpbllika
MHBEKLMOHHOTO NOpTa OCHAallleHa MeXaHU3MOM C OTKUAHOW TopLeBoli KPbILLKOWA, B
KOTOPOW KPHOUOK 3allle/IKMBAETCS Mo OTHOCUTENbHO NerkKnm AaBneHnem. KpbilKu
OKpalleHbl B COOTBETCTBUM C CUCTEMOI LBETOBOW KOAUPOBKMU ISO B 3aBUCUMOCTHU
0T pasmepa KaTeTepa.

B  ocHOBaHMM  BTYNKW  KaHKAW  pacnosiodXeHbl  TUBKWE  KPbIbILWKWY,
npeaycMOTPeHHble AnA obecriedeHUs CTaGUNbHOTO MOJIOXKEHUS U MPaBUIbHOIO
yrna npu BBefleHUN KaTeTepa B BeHY, a TaKXe [/1A HafeXHoW (ukcauum npu
HaxXO0X[EeHWN KaTeTepa B Tese NaLueHTa.

B cobpaHHOM Buje CTafbHaA Urna NPoxXoAnT yYepe3 BCIO A/IMHY KaHIONN KaTeTepa,
BbICTynas W3 KaTeTepa Ha He60/blUOe TLULATe/IbHO BbIBEPEHHOE PaCCTOsIHUE,
obecneymBarollee MaKCUMasbHYH KNMHUYECKYIO 3(PEeKTUBHOCTb. Mrna npoxoanT
yepes BTY/IKY KaTeTepa U KpenuTcsa B (oukcaTope, NepefHsisi 4aCTb KOTOPOro BXOAUT
B KpenseHWe Ha BTY/IKe KaTeTepa. Ha (mMKcaTope pacnosioxeHa niacTUHKa fAns
nanbLeB, o6ervyaollas yaepxaHue nsaenus. ®uKcaTtop Urfibl U BTY/IKA KaHOM
YIEpPXMBATCA BMECTe 40 U3B/IEUEHMNS UT/bl NOC/e NYHKLUWUW BeHbl.



able to flow up the needle due to the pressure in the vein and the
displacement of air through the imperfect seal of the flow control plug.
This seal, however, does not permit blood to pass and contaminate the
user or the place of insertion. The blood is therefore contained in the
flashback chamber formed in the flow control plug. The transparent
flashback chamber gives a visual indication that the vein has been
penetrated during insertion, due to the blood held there.

On the rear of the flashback chamber is fixed a white BD Luer-Lock
plug. This is placed in such a way that the user can easily disassemble
the plug fi*om the needle assembly once the needle has been withdrawn
from the catheter hub and before it is disposed of The plug is used to
securely block the catheter hub to prevent blood leakage when an 1.V.
infusion is not directly connected.

The tapered tip of the catheter fits tightly to the steel needle to reduce
fnction increases during passage through the skin and vein walls as
insertion proceeds.

When first taken from the package the catheter and needle is protected
by a plastic protection hub. The hub is removed and discarded before
insertion.

The BD VENFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug is available in various sizes (G) from
14 to 22G and lengths from 25 to 45 millimeters (1 to 1.8 inches).
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3agHun KoHel, ¢mKcaTopa WUr/bl CHabXeH BHYTPEHHMM KOHYCOM, B KOTOPOM
KPenuTcsa 3arfylika KOHTPOAA CKOPOCTU MoToKa. MNpun BXOXAEHUU WUI/ibl B BEHY
KPOBb MOXET MNOAHMMATbLCA BBEPX MO WrJie BC/eACTBUE [aB/IEHUA B BeHe U
BbITECHATb BO34YyX 6narofaps HerepmMeTuUHOCTWU 3arfylKM KOHTPONA CKOPOCTU
notoka. O4HaKo 3TO YNJOTHEHWE NPeLOTBpaLLaeT BbIX04 KPOBU U KOHTaAMUHALWUIO
nosib3oBaTeNnd B MecTe BBefeHUdA. [10TOMY KpPOBb CKan/iInBaeTCA B KaMepe BrpbICKa,
pacnosioXeHHON B 3arfyLllKe KOHTPONA CKOPOCTU MoToKa. HaxoXpaeHue KpoBM B
Npo3pavHoi Kamepe BrpbICKa AaeT BU3yasibHOe MOATBEPXKAEHUNE MPOHNKHOBEHUS B
BEHY NpU BBeLeHUN.

Ha 3agHeM KOHLLe KaMepbl BNpbICKa pacnonoxeHa 3arnywka BD Luer-Lock Plug.
Takoe pacnosioXeHne No3BoIAET NO/b30BATE/H0 /IEFKO OTCOEAUHUTL 3arnyLKy oT
urnbl B c6ope nocne yganeHUa Urnbl U3 BTYNKU KaTeTepa U 0 ee yTuausauuu.
3arnywka ucnonb3yetca ANna  O/0KUPOBKW  BTYNKW  KaTeTepa B Lensax
npefoTBpalleHNs yTeuKM KpPOBM B Cc/lydyae HernpaBWILHOIO TMpPUCOeAUHEHUA
WHMY3NOHHOW CUCTEMBI.

KoHWYecKnii HaKOHEYHUK KaTeTepa )XeCTKO COeAMHSAETCA CO CTaSlbHOW MIAoi Ans
YMEHbLUEHUA TPEeHUs, BO3pacTaloLero npu nNpoxXoXgeHUU Yepe3 KOXY U CTEHKU
BEHbl BO BPEMSA BBEAEHUS.

Mpn nNepBOM M3BATUM N3 YNAaKOBKW KaTeTep U urnaa 3awuuieHbl N1acTUKOBbIM
3alWNTHBbIM KoNnnadykom. MNepes BBeleHUEM KO/INavYoK CHUMAeTCA U YTUNU3NPYETCS.

Katetep BD VENFLON PRO BHYTpMBEHHbIN nepugepnyvecknii 0fHOPa30oBbI i
CTepubHbIN ¢ 3arnywKoii BD Luer-Lok Plug gocTyneH B pasnnyHbix pasmepax (G)
oT 14 o 22G n gnuHon oT 25 fo 45 munnumetpos (0T 1 g0 1,8 gonma).



BD NEOFLON intravenous catheter sterile peripheral disposable Katetep BD NEOFLON BHYTpPMBEHHbI MepuepuyecKknini 0fHOpPa30oBbIi
with BD Luer-Lok Plug _ CTepuNbHbIW ¢ 3arnywkoi BD Luer-Lok Plug

PucyHok 3 - O6wmnin Bug megnumHckoro nsgenmsa (Katetep BD NEOFLON BHYTpPMBEHHbIN NepudepnyecKnini 04HOPa3oBbIi CTePUbHbINA C 3ar/1yLLI KON’
BD Luer-Lok Plug; 24G 0,7 mm x 19 mm) / Picture 3 - General view of the medical device (BD NEOFLON intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug: 24G 0.7 mm x 19 mm)
BD NEOFLON intravenous catheter sterile peripheral disposable with KaTtetep BD NEOFLON BHYTPMBeHHbI nepudepnyecknini - 0fHOPa3oBbIin
BD Luer-Lok Plug has a stainless steel cannula provided with a soft cTepunbHbliA ¢ 3arnywkoid BD Luer-Lok Plug B c6ope wuMmeeT wurny wus
siliconized catheter of PTFE. The MD is supplied with a protection hub Hep>kaBetoLLeli cTanun, CHab>XXeHHY0 MATKOM NoNMTeTPaPpTOPITUNEHOBONM KaHonew
to prevent contamination. The catheter is fixed in a cannula hub with a ¢ CcUAMKOHOBbIM MNOKPbITUEM. W3genne CHabXeHO 3aWUTHLIM KONayKoM,
patented bushing design. The cannula hub is provided with a channel npegoTBpawalWnM KOHTamMUHauuo. KaTteTep 3aKpensieH BO BTY/Ke KaHAM
leading from the catheter fixation site to a connector with a fitting on 3anaTeHTOBAaHHOW KOHCTPYKUUWN. BTy/NKa KaHONN CHabXeHa KaHanioMm, Uayuimm ot
the opposite end, which is designed to connect to other devices, MecTa Pukcauun KaTeTepa 0 pasbeMa C PUTUHTOM Ha MPOTUBOMOIONKHOM KOHLE,
including Luer-Lock connections. KOTOPbI NpefHa3HayeH 4718 COeAUHEHMUS C APYTUMU YyCTpoiicTBaMKu, B TOM 4Yucne

n ¢ coegnHeHuamn JToasp-Jlok.
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The cannula hub is provided with two flexible wings. In an upright
position these wings provide a base for the front grip device. This front
grip device is a separate part ofthe cannula hub and is removable. When
removed the flexible wings of the cannula hub should be folded down
and used for secure fixation of the catheter when in situ. The cannula
hub of the BD Neoflon is colored. The stainless steel needle runs
through the whole length of the catheter and the cannula hub and ends
up fixed in a grip which fits in the fitting of the hub.

The other end ofthe grip has a female cone in which a flow control plug
is placed. When puncturing avein, blood flows through the steel needle
into the flow control plug. This indicates when the steel needle has
entered through the vessel wall. At the same time the leakage of blood
is prevented and thereby the risk of contamination. A luer-lock plug is
attached to the flow control plug. The tapered and beveled catheter tip
fits tightly to the steel needle, so minimizing friction during skin and
vein puncture. The cannula is provided with a protection hub to protect
against contamination of the catheter.

The BD NEOFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug is available in both 24 and 26 gauge (GA), with
a catheter length of 19 milimeters (mm) or 0.75 inches (IN).
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BTynka KaHonM cHabxeHa ABYMSA TUOKMMW KpblibllWKamm QukcaTopamu-
«6aboyku». B BepTMKa/lbHOM TMOMOXEHUN 3TU KPbUIbIWKK obecrneymBarT
OCHOBaHMe 4114 hmKcaTopa ANa KPblbeB BTY/IKU KaHOIN, PUKCATOP ANA KPbIbeB
BTYNIKM KaHKAM SBASETCA CbEMHOW AeTanbl BTYAKM KaHAW. [pu cHATUK
(hbrkcaTopa A9 KPbINbeB BTYNKU KaHONN TUOKUE KPbIIbIWKA BTYNKU KaHIN
HEOO6X0AMMO CMOXWUTb M UCMONb30BaTb AN HafEXHOW duKcaumum KaTeTepa Ha
MecTe UCMNoNb30BaHMA. BTy/iKa KaHONM OKpalleHa corflacHO UBETHOM KOAMPOBKE.
Virna n3 Hep>xaBetoLL el cTanm NpoxXoaMT N0 BCEM A/INHE KAHION N BTYNKN KaHIONM
N 3aKaH4YMBaeTCcs (PUKCMPOBAHHBLIM OCHOBAHMEM B 3a)KUMe, KOTOPbIA BCTaBSETCS
B KpenJjieHne BO BTY/NKe KaH/N.

[Opyroii KoHel 3aXxumma CHabXeH KOHYCOBUAHbIM COEAMHEHWEM, B KOTOPOM
yCTaHOBJ/IEHA 3arfiyLlkKa /19 KOHTPO/IS CKOPOCTM noToka. INpu BEHO3HON NyHKUMK
KPOBb MPOXOAMT CKBO3b O0OKOBOE OTBEpPCTUE B CTa/ibHOW WI/iIe MO KaHkne Ao
3arnywKn ANs KOHTPOSSA CKOPOCTW MOTOKa. OTO YKa3blBaeT Ha TO, UTO CTa/bHas
urna npolina CKBo3b CTEHKY cocyaa. B To e BpemMsA npefoTBpallaeTcsa BbiTeKaHue
KpOBM U, TeM caMbIiM, PUCK KOHTaMuHauun. K 3arfiyuwke KOHTPONs CKOPOCTU
noToka npukpenneHa 3arnywka BD Luer-Lock Plug. KoOHMYeCKUIA CKOLLEHHbIN
HaKOHEYHUK KaTeTepa MNJIOTHO MNpuaeraeT K CTa/lbHOW Wrae, 4YTOo CBOAUT K
MUHUMYMY TPEHWE BO BPEMS NMPOKOJIa KOXW M BeHbl. KaHo/15 cHabXeHa 3alUTHbIM
KOprycom, npefoTBpallalolumMm KOHTaMUHALLMIO KaTeTepa.

Katetep BD NEOFLON BHYTPMBEHHbIA nepugepnyecknii  0fHOPa30BbIiA
CTepubHbIN ¢ 3arnywkoi BD Luer-Lok Plug npeactaBnieH B 4BYX pasmepax — 24
n 26 G, aero gnnHa coctaenset 19 munaumetposB (Mm) nnn 0,75 aroiima.



BD NEOFLON PRO intravenous catheter sterile peripheral

KaTteTtep BD NEOFLON PRO BHYTPUBEHHbI I
disposable with BD Luer-Lok Plug

nepuepnyecknin
04HOpPa3oBbIi CTEPUNBbHbIN ¢ 3arnywkKoii BD Luer-Lok Plug

PucyHok 4 - O6wmin Bug megnumnHckoro nagenns (Katetep BD NEOFLON PRO BHYTpMBEHHbI Nepndepuyvecknini 0fHOPa3oBbliii CTEPUIIbHBIN C
3arnywkoii BD Luer-Lok Plug: 26G 0,6 mm x 19 mm ) / Picture 4 - General view of the medical device (BD NEOFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug: 26G 0.6 mm x 19 mm)
BD NEOFLON PRO intravenous catheter sterile peripheral disposable KaTtetep BD NEOFLON PRO BHYTPMBEHHbIN Neputepnyecknii ogHopasoBbll
with BD Luer-Lok Plug has a stainless steel cannula equipped with a cTepunbHbIii ¢ 3arnywkoir BD Luer-Lok Plug B cbope wuMeeT wurny wus
soft silicone coated catheter. The MD is supplied with a protection hub Hep>kaBeloLLeli cTanmn, CHabXXeHHYI0 MATKO KaHo/1eil ¢ CUIMKOHOBbLIM MOKPbITUEM.
to prevent contamination. The catheter tube is made from a W3genne cHabXXeHO 3aWUTHbIM KO/INA4YKOM, NMPeAoTBPaLLaloWMM KOHTaMUHaLNIO.
biocompatible polyurethane containing six radiopaque strips. The Tpy6ka kateTepa npoussefeHa 13 6MOCOBMECTUMOrO MosIMypeTaHa, cojjepxxaliero
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catheter is fixed in the cannula sleeve by means of an adapter design.
The cannula hub is provided with a channel leading from the catheter
fixation site to a connector with a fitting on the opposite end, which is
designed to connect to other devices, including Luer-Lock connections.
The cannula sleeve is provided with two flexible wings. In the upright
position, these wings provide a base for the front grip. The front grip is
a separate removable part of the cannula sleeve. When removing, the
flexible wings of the cannula sleeve must be folded and used to securely
fix the catheter in place of use. The BD Neoflon Pro cannula sleeve is
colored according to color coding. A stainless steel needle extends along
the entire length of the catheter and cannula hub and is fixed in the grip,
which is inserted into the connector in the cannula hub.

The other end of the grip is provided with a conical connection in which
a plug is installed to control the flow rate. With venous puncture, blood
passes through a steel needle to aplug to control flow rate. This indicates
that the steel needle passed through the wall of the vessel. Blood moves
through the recess of the steel needle to the circular space between the
needle and the catheter. The presence of a notch allows the doctor to
quickly determine the introduction of an intravenous catheter into a
blood vessel.

A free Luer-lock type connector is attached to the plug for flow rate
control. The tapered tip of the catheter fits snugly against the steel
needle, which minimizes friction during puncture of the skin and vein.
The product is equipped with a protective housing that prevents catheter
contamination. The product is packaged in a blister of polymer film,
sealed on top with a special coating. 50 unit packages form a storage
box, and 10 storage boxes into a case packaging. On packages of all
sizes, company data, the name and number ofproducts, sterilization data
and the expiration date are printed. The product is supplied in sterile
pyrogen-free form.

BD NEOFLON PRO intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug are available in two sizes - 24 and 26 GA, with
a catheter length of 19 millimeters (mm) or 0.75 inches.
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LWeCTb PEHTreHOKOHTPACTHbIX NOMOCOK. KaTeTep (hrKcupyeTcs BO BTY/IKe KaTeTepa
nocpeicTBOM KOHCTPYKUWUU MepexofHUKa. BTynka KaHiAM cHabXeHa KaHasowm,
nayuwmum oT MecTa (uKcauum KaTeTepa [0 pasbemMa €  (PUTUHIOM Ha
NPOTUBOMOJIOXKHOM KOHLEe, KOTOPbIA MpesHasHayeH ANa COeAMHEHUSA C LPYTrMMuU
YCTPOMCTBAMM, B TOM YUC/IE U C COeAUHEHUSAMM JTio3p-J10K.

BTynka KaTeTepa cHabXxeHa ABYMS TMOKUMMK KpbiabilWKamMu. B BepTUKa/ibHOM
MOSIOXXEHUWN 3TU KPbIJIbIWKKA o6ecnevynBalT OCHOBaHWe AnA dukcatopa And
KPbI/IbEB BTY/IKM KaHAM. PukcaTop A8 KpbIIbeB BTY/IKM KaHIOM SBNASETCA
OTAEe/IbHOW CBEMHOI AeTanbl BTYAKU KaTeTepa. [pu cHATUM dukcaTopa ANns
Kpbl/Ib€B BTY/IKU KaHKO/N TUOKME KPbIJbIWKKM BTYNKU KaTeTepa Heo6xogumo
CNOXUTbL W WUCNOMb30BaTb ANA HAaAEXHON ¢uKcauun KaTeTepa Ha MecTe
ncnonb3oBaHUsA. BTynka kaTteTepa oKpalleHa COrflacHO LUBETHOM KogupoBke. Urna
N3 HepXKaBeloLWen cTany NPoxXoauUT MO BCEW ANIMHe KaTeTepa U BTYNIKN KaTeTepa v
(huKcupyeTcsa B 3axBaTe, KOTOPbI/ BCTaBAseTCA B KpenseHne BO BTY/IKe KaTeTepa.
[Opyroin KoHey 3axBaTa CHab)XeH KOHWYECKMM COEAMHEHUEM, B KOTOPOM
yCTaHOBJ/IeHA 3arns/nka 41 KOHTPONA CKOPOCTU NOTOKa. MNMpu BEHO3HON NYHKUUK
KpPOBb MPOXOAUT CKBO3b CTa/lbHYH WUFAY A0 3arfylWwKu Ans KOHTPOAS CKOPOCTU
noToka. 3TO yKa3blBaeT Ha TO, YTO CTa/ibHas uraa npowsia CKBO3b CTEHKY cocyaa.
KpoBb nepemMeltaeTca CKBO3b 6OKOBOEe OTBEPCTME CTaNlbHOW WINbl K KPYyroBOMY
MPOCTPaHCTBY MeXAy WIrA0A WM KaHwnen. Hanuuve BbleMKU MNO3BOMISAET Bpayy
ObICTpee onpefenTb BBefeHUe BHYTPMBEHHOIO KaTeTepa B KPOBEHOCHbIM cocyy,.
K 3arnyuwke KOHTpPOAsS CKOpPOCTW MOTOKa npukpensieHa sarnywka BD Luer-Lock
Plug. KOHW4YeCKMI CKOWEHHbIA HAKOHEYHUK KaTeTepa MJIOTHO npuneraet K
CTaNbHOW Urne, YTO CBOAUT K MUHUMYMY TPEHME BO BPeMs NMPOKOa KOXUN U BEHBbI.
MN3penve cHabXXeHo 3aWMTHbIM KOpPMNyCcoM, MpefoTBpalarolWumMm KOHTaMuUHauuto
KaTeTepa.

Katetep BD NEOFLON PRO BHYTpPUBEHHbIN NepudeprnyecKnii 04HOpPasoBblii
CTepunbHbIN ¢ 3arnywkoii BD Luer-Lok Plug BbinyckalTca B ABYX pasMepax —
24 n 26 GA, giMHa KaTeTepoB cocTaBnsAeT 19 munaumeTpos (Mm) unm 0,75 atoiima.



BD Luer-Lok Plug

3arnywka BD Luer-Lok Plug

PucyHok 5 - O6wnii Bug 3arnywkn BD Luer-Lok Plug / Picture 5 - General view ofthe medical device(BD Luer-Lok Plug))

BD Luer-Lok Plug accessory is intended for catheters in the design
style BD VENFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug, BD VENLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug, BD NEOFLON
intravenous catheter sterile peripheral disposable with BD Luer-Lok
Plug, BD NEOFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug, designed to protect or shut off flow
in a catheter. They are used when the original plug is no longer sterile
or needs to be replaced. The plug is white and has a Luer-Lock
connector. The plug is compatible with all catheter options specified in
this VTD, and is supplied at the request of the customer if necessary.
Not included in the basic package.
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3arnywka BD Luer-Lok Plug - npuHagnexHocTb ANs KaTeTepoB BapuaHTOB
ncnonHeHnsas BD VENFLON BHYTpMBEHHbIA MNepudepuyecKknii 0gHOpasoBbIii
cTepunbHbIN ¢ 3arnyw ko BD Luer-Lok Plug, BD VENFLON PRO BHYTPUBEHHbI A
nepugepnyecKmnin 04HOPa3oBbIN CTEPUbHbLIN ¢ 3arnywkoii BD Luer-Lok Plug, BD
NEOFLON BHYTPUBEHHbIA MepndepruyecKnii 0JHOPa30BbIi CTEPUbHBIA C
sarnywkoin BD Luer-Lok Plug, BD NEOFLON PRO BHYTPUBEHHbIN
nepudepnyecKnii 0fHOPa3oBbIN CTePUNbHbLIN ¢ 3arnywkoi BD Luer-Lok Plug,
npegHasHavyeHa Ana  3aWuTbl WAW  MNepekpbiTUA noToka B KaTeTepe. OHa
NCMNONb3YITCA, eCNU OpUrnHanbHasa 3arnylwka nepectana 6blTb CTEPUILHON UK ee
HY>KHO 3aMeHUTb. 3arnywka 6es0ro uBeta n nMmeeT pasbem J1103p - JIok. 3arnywka
COBMeCTUMA CO BCEMW YyKasaHHbIMW B AaHHol BT/ BapvmaHTamu WMCNOMHEHUSA

KaTeTepoB, MNoCTaB/IAETCA MO Tp660BaHVHO 3aKa3ymKa npu HEO6XO,CI,I/IMOCTM. B
6a30Bblii KOMNEKT MOCTaBKN He BXOAUT.



5. METHOD OF USE

5.1 BD intravenous catheter sterile peripheral disposable with BD Luer-
Lok Plug, in the design styles, with accessories is intended for
infusions/injections and is designed to gain access to the peripheral
vessels of the patient’s blood system for administration of fluids, blood
transfusion, and pressure monitoring. These catheters may be used for
any patient population with consideration given to patient size,
appropriateness for solutions being infused and duration of therapy.
The devices consist of a straight, over the needle peripheral 1V catheter
with flexible wings that can be used with tape or adhesive for securement
of the catheter after insertion. They are all devices for use by suitably
trained health care professionals.

The labelling states that the user shall not reinsert a partially or fully
withdrawn needle.

The 2011 Guidelines for the Prevention of Intravascular Catheter-
Related Infections from the Centers for Disease Control and
Epidemiology (CDC) recommends that peripheral (short) intravenous
catheters be removed every 72 - 96 hours, and immediately upon
suspected contamination, complication, or discontinuation of therapy.
The 2011 Infusion Nursing Standards o f Practice recommend that short
peripheral 1V catheters should be replaced when clinically indicated.
This decision should be based on an assessment of the patient’s
condition, including the access site, skin and vein integrity, length and
type of prescribed therapy, venue of care, integrity and patency of the
vascular access device, the dressing, and stabilization device. In
situations where peripheral venous access is limited, the decision to
leave the catheter indwelling should be based on an assessment of the
catheter, therapy requirements, and patient factors. It is suggested that
PIVs should not be routinely replaced in pediatric patients.

The device complies with the recognized standards ISO 10555 and ISO
594 applicable to devices used for infusion therapy.
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5. METO4 MCMNOJIb3OBAHNA MEANUWMHCKWX N3OEJTNA:

5.1 KateTep BD BHYTpPMBEHHbIi MepudepuyecKnini 0g4HOPa30BbIA CTEPUSbHbIA C
3arnywkoii BD Luer-Lok Plug, B BapnaHTax MCNOMHEHUS, C MPUHAAIEXHOCTAMMU -
npegHasHayeHo Anas  WHGPy3nii/MHbeKUMiA un paspaboTtaHo Ans  gocTtyna K
nepugeprnyeckMm cocyjam KpPOBEHOCHOW CUCTeMbl MauueHTa fANS BBeAeHUS
XXMNLKOCTEN, NnepenmBaHnUa KpPoBU, MOHUTOPUHIA (U3MON0OTNYECKUX DYHKLUA. DTO
MeLULWNHCKOE U3genne MOXXeT UCMO/b30BaTbCA 415 NauMeHTOB BCEX KaTeropuii c
y4yeTOM pas3mMepoB MaumeHTa, COOTBETCTBWUA KaTeTepa BBOAWUMBIM pacTBOpaMm U
NPOLO/DKUTENIbHOCTY Tepanuu.

N3genma cocToAT M3 NPAMOro BHYTPUBEHHOrO Mepupepuyeckoro kKarerepa c
BHYTPEHHEN MUINoi N TMOKUMU KpblabllWKaMn gukcaTopa-«6abouykm» ¢ NnoMoLbto
KOTOPbIX KaTeTep Noc/e BBEAEHUA MOXHO 3aPMKCUPOBATb NacTbipeM WU KJEeM.
TakXe n3genune ocHalw,eHo 3arnywkon BD Luer-Lok Plug,

Ha 3TuKeTKe yKa3aHo, YTO Mofib30BaTe/lb He AO0/IXXeH NOBTOPHO BBOAMUTbL YacTUYHO
WKW NOSTHOCThIO BbIBEEHHYIO 13 BEHbI UTY.

PekoMeHgaunm no npefoTBpPaLLEHNI0 BHYTPUCOCYAUCTbIX KaTeTepHbIX MHGEKL U
0T 2011 r., pa3paboTaHHbIe LieHTpamMu N0 KOHTPO/0 1 NpodnaaKTUKe 3aboneBaHuin
(CDC), npegycmaTpuBaloT yaaneHne KOPOTKUX Nepudepnyeckux BHYTPUBEHHbIX
KaTeTepoB 4epe3 Kaxpable 72-96 4acoB, M Hemef/sleHHO [Mpu MNOAO3PeHUN Ha
KOHTaMWUHaUMNI0, OCNOXHEHUAX WAM MpeKpalieHun Tepanun. PekomeHgaumu no
WH(Y3MOHHONM Tepanuu y pgeTeid oT 2011 r. npegnonarakwT, 4YTO KOPOTKMUE
BHYTPUBEHHbIe MNepuepmnyeckne KaTeTepbl [OKHbI YAANATbCA MPU  HaIN4UKU
KNMHWYECKNX MOKasaHWuii. PelleHne AO/MKHO OCHOBbLIBATLCSA Ha OL,EHKe COCTOAHUA
nauuneHTa, BK/KOYasA MeCcTO A0CTYNa, LLe/IOCTHOCTb KOXW N BEH, A/INTENIbHOCTb U TUM
Ha3Ha4YeHHOW Tepanumn, MecTo NPOBELEHNSA Tepanum, LLeTIOCTHOCTb U MPOXOANUMOCTb
yCTpOWCTBa AN COCYAMCTOro AOCTyMa, XxapakKTep MOBSA3KWM M cTabunusmpytouiee
YyCTPOMCTBO. B cuTyaumnsax orpaHM4eHHOro nepmugepmyeckoro BEHO3HOro goctyna
peweHne 0OCTaBUTb KaTeTepP Ha MECTe J0/1KHO OCHOBbIBATbLCA Ha OLLeHKe COCTOAHUSA
KaTeTepa, Tpe6oBaHUN Tepanum N PaKTopoB, 3aBUCALLUX OT NaymeHTa. BbickasaHo
npesnosiodXeHMe, 4YTO BHYTPUBEHHble Mepudepunyeckme KateTepbl Yy [eTell He
cnepyeT nogBepraTb PYTUHHOW 3aMeHe.

M3genna cooTBeTCTBYET Mpu3HaHHbIM cTaHgaptam MCO 10555 m NMCO 594,
NPUMEHUMBbIX K YCTPONCTBaM, UCNO/b3yeMbIM 418 MHDY3NOHHON Tepanuu.



The devices are intended for use only with 1SO Luer-slip and Luer-lock
connectors on standard IV administration sets, extension sets, and
syringes.

Compatibility with 1SO Luer connectors has been verified through 1SO
594 testing.

5.1.1 BD Luer-Lok Plug

The product is an accessory and is designed to protect or shut off the
flow in the catheter. They are used when the original plug is no longer
sterile or needs to be replaced. The plug is white and comes in Luer-
Lock style.

5.2 MODE OF APPLICATION

521 BD VENFLON intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug

Follow the rules of asepsis throughout the entire procedure. Apply a
tourniquet 10-15 cm above the proposed venipuncture. Wash your hands
to a hygienic standard and wear gloves. Treat the catheter insertion site
with a tissue / cotton ball with a skin antiseptic in a circular motion from
the center to the periphery, and let dry. Remove the catheter from the
packaging and unfold the wings Remove the protective cap

Take your BD VENFLON with the grip you like best. The cut of the
guide needle must point upwards.

Puncture the skin and veins at an acute (15 ®-30 °) angle. After blood
appears in the imaging chamber, reduce the insertion angle by bringing
the catheter as close to the skin as possible.

Advance the catheter with the needle 2-3 mm into the vein. Pull the
needle back gently 2-3 millimeters The appearance of blood flow
between the needle and the catheter cannula will confirm the correct
placement of the catheter in the vein

Fully advance the catheter cannula into the vein by removing it from the
guide wire. Remove the harness.

Stabilize the catheter by holding one of the wings.

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

MN3pgenna npegHasHayvyeHbl ANA UCMOMb30BaHUA TOMbLKO ¢ pasbemamn MCO Tuna
JToap-cnun v J103p-N0K Ha cTaHAapTHbLIX CMCTeMax 419 BHYTPUBEHHOIO JOCTynNa,
YANMHUTENbHbBIX Habopax v wnpuuax.

CoBMEeCTUMOCTb C KOHHeKTopamn VCO J1i03p NOATBEPXKAeHa TeCTUPOBAHNEM MO
ctaHgapty MCO 594.

5.1.1 3arnywka BD Luer-Lok Plug

N3genne €ABNAeTCS MNPUHALNEXHOCTbIO M MNpegHasHadeHa Ans sawutbl Uan
nepekpbITUA MoToKa B KateTepe. OHa MCNOAb3ywTCHA, €CAM  OpUTrMHanbHas
3arnywka nepectana 6biTb CTEPUABHON MM €€ HYXHO 3aMeHNTb. 3arnywka 6enoro
LBeTa c pasbemom J1o3p - JIokK.

5.2 CMNocob NMNPMMEHEHNA

5.2.1 Katetep BD VENFLON BHYTpUBEHHbI nepugepnyecknii 0LHOPa3oBbIii
CTepunbHbIN ¢ 3arnywkon BD Luer-Lok Plug

CnepyinTe npaBuiam acenTUKWM B TedeHue Bcell npouenypbl. HanoxuTe XryT Ha 10-
15 c¢m Bbille npegnonaraemMoli BeHeNyHKUMN. BbiMoliTe pyKM N0 rTMTMEHUNYECKOMY
cTaHfjapTy W HajgeHbTe nepyaTku. O6paboTaiiTe MeCcTO YCTaHOBKM KaTeTepa
caneTKon /BaTHbIM LIAPUKOM C KOXKHbIM aHTUCENTUKOM KPYrOBbIMU ABUXEHUAMU
OT UeHTpa K nepudepun, flaiTe BbICOXHYTb. VI3BNeKUTe KateTep M3 ynakoBKU U
pacnpaBbTe KpbIbIWKA. CHUMUTE 3alUTHBIA KOMNayoK

Bo3bmuTe katetep BD VENFLON Haub6onee ygobHbeiM ana Bac 3axBaTtom. Cpes
UTNbl-NPOBOAHUKA JO/MKEH ObITb HaNpaBneH BBEPX.

OcyuecTBNANTE NMPOKOS KOXWU U BeHbl nog ocTpbiM (15°-30°) yrnom. [Mocne
NnosiBMIEHNSA KPOBM B Kamepe BU3yanmsaunu, yMeHbLUMTE Yron BBeLEHUS KaTeTepa,
MaKCMMasbHO NPUBAN3NB KaTeTep K KOXe.

MpoaBMHBLTE KaTeTep C UM0A Ha 2-3 MUNNMMeTpa B BEHY. MATKO NOTAHUTE UTNYy
Hasaj Ha 2-3 MmunnumeTpa [losiBNeHMEe TOKa KPOBWU MeXAY WI0i WU KaHionei
KaTeTepa NOATBEPAUT NPaBU/IbHOE pasMellleHe KaTeTepa B BeHe

MonHOCTbLIO NPOABMHbLTE KaHK/K KaTeTepa B BeHY, CHMMas ero ¢ nNpoBOAHMKA.
CHUMMUTE XIYT.

CTabunusnpyiite KaTeTep, yaep>XXnBas 3a 0HO U3 KPbl/bILLIEK.



Pinch the vein above the catheter tip and remove the needle by holding
the transparent base.

Dispose of the needle in a sharp’s container.

Cap the catheter or connect a needleless device or connect the system.
Secure the catheter with a sterile dressing. Flush the catheter with sterile
saline (NaCl 0.9%) according to the guidelines accepted in the clinic

5.2.2 BD VENFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug

Follow the rules of asepsis throughout the entire procedure. Apply a
tourniquet 10-15 cm above the proposed venipuncture. Wash your hands
to a hygienic standard and wear gloves.

Treat the catheter insertion site with a tissue / cotton ball with a skin
antiseptic in a circular motion from the center to the periphery, and let
dry. Remove the catheter from the packaging and unfold the wings
Remove the protective cap

Take your BD VENFLON PRO with the grip you like best. The cut of
the guide needle should be directed upwards.

Puncture the skin and veins at an acute (15 °-30 °) angle. After blood
appears in the imaging chamber, reduce the insertion angle by bringing
the catheter as close to the skin as possible.

Advance the catheter with the needle 2-3 mm into the vein. Pull the
needle back gently by 2-3 millimeters. The appearance of blood flow
between the needle and the catheter cannula will confirm correct
placement o fthe catheter in the vein. Fully advance the catheter carmula
into the vein while removing it from the guide wire. Remove the harness.
Stabilize the catheter by holding one of the wings.

Pinch the vein above the catheter tip and remove the needle by holding
the transparent base.

Dispose of the needle in a sharp’s container.

Cap the catheter or connect a needleless device or connect the system.
Secure the catheter with a sterile dressing. Flush the catheter with sterile
saline (NaCl 0.9%) in accordance with clinical practice
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MepeXXMUTe BeHY Bbille KOHYMKA KaTeTepa W3BMeKUTe WUINYy, yAepXusas 3a
npo3payHoe OCHOBaHMWe.

YTUNU3NPYHTe UTNY B KOHTEHEP 418 OCTPbIX NpeiMeTOB.

3aKpoiTe KaTeTep 3arfyLWKoli Uan NpucoesuHNTe YCTPOWCTBO ANSt 6e3bIr0NbHOT0
poctyna, NM60 MNoACOeAMHUTE cuUcTeMy. 3auKcupyiTe KaTeTep CTepUsIbHOINA
NnoBA3KoiA. MpomoiiTe KaTeTep CTePUbHLIM (un3monornyeckum pactesopom (NacCl
0,9%) B COOTBETCTBUM C NpaBUaMu, NPriiATbLIMU B KITMHUKE

5.2.2 Katetep BD VENFLON PRO BHYTpPUWBEHHbIN
04HOPa30BbIN CTEPUbHbIN € 3arnywkoii BD Luer-Lok Plug
CnegyiiTe npaBmMaam acenTUKM B TeHeHMe BCel npouesypbl. HanoxuTe XryT Ha 10-
15 c™m BblLe npeAnosiaraeMon BeHENYHKUNUN. BbIMONTEe PyKN N0 rTMrMeHNYECcKoMyY
CTaHJapTy U HafeHbTe NepyaTKu.

ObpaboTainTe MecTO yCTaHOBKW KaTeTepa caneTKON /BaTHbIM LLAPUKOM C KOXHbIM
aHTUCENTUKOM KPYroBbIMW [ABWXKEHUAMW OT LUeHTpa K nepudepun, painte
BbICOXHYTb. M3BNEKUTE KaTeTeP M3 YNakKOBKWN N pacnpaBbTe KPbibIWKKM CHUMNUTE
3alUTHbIN KONNavok

Bo3bmuTte katetep BD VENFLON PRO Haunb6onee ygobHblM ana Bac 3axBaToM.
Cpe3 nrnbl-npoBogHUKaA A01XKeH 6bITb HanNpasBeH BBEPX.

OcyuwecTBnAiTe MPOKOA KOXM M BeHbl nog ocTpbiM (15°-30°) yrnom. [Mocne
NosIB/IEHWS KPOBW B KaMepe BU3yanusauuu, YMeHbLINTE Yron BBEAEHUS KaTeTepa,
MaKCManbHO NPUBIN3NB KaTeTep K KOXe.

MpoABUHBLTE KaTeTep C UI/I0M Ha 2-3 MUNNUMETPA B BeHY. MArKo NoTaAHUTE Uy
Hasafg Ha 2-3 munaumetpa losBneHne ToKa KPOBU MeX[Ay WIN0i WM KaHwonel
KaTteTepa MNOATBEPAMT NpPaBW/IbHOE pas3melleHWe KaTeTepa B BeHe. [T0/IHOCTbIO
NPoABWHbLTE KAHIOMIO KaTeTepa B BeHY, CHMMasA ero ¢ NpoBogHNUKa. CHUMUTE XIYT.
CTabunusnpylite KaTeTep, yAep>XX1Bas 3a 04HO U3 KPbI/bILLIEK.
MepexxMMUTe BeHY BbMMNe KOHUYMKA KaTeTepa W3BNEKUTE WINY,
npo3pavyHoe 0CHOBaHMe.

YTUAnsnpynTe Nrny B KOHTeHeEP 4719 OCTPbIX NPegMeTOB.
3akpoiTe KaTeTep 3arnywKoi Uam NPUCcoefUHNUTE YCTPOICTBO AN 6€3bMN0NbHOIO
goctyna, 1160 NoACOeAMHNTE CUCTEMY.

nepudepnyecknin

yaepxuBas 3a



5.2.3 BD NEOFLON intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug

Follow the rules of asepsis throughout the entire procedure. Apply a
tourniquet 10-15 cm above the proposed venipuncture. Wash your hands
to a hygienic standard and wear gloves. Treat the catheter insertion site
with a tissue / cotton ball with a skin antiseptic in a circular motion from
the center to the periphery and let dry.

Remove the catheter from the packaging, remove the protective cap
Grab your BD NEOFLON with the most comfortable grip for you. The
cut of the guide needle should be directed upwards.

Puncture the skin and veins at an acute (15 °-30 °) angle. After blood
appears in the imaging chamber, reduce the insertion angle by bringing
the catheter as close to the skin as possible.

Advance the catheter with the needle 2-3 mm into the vein. Pull the
needle back gently 2 to 3 millimeters. The appearance of blood flow
between the needle and the catheter cannula will confirm the correct
placement o fthe catheter in the vein. Fully advance the catheter cannula
into the vein while removing it from the guide wire. Remove the harness.
Remove the mock port, release the flexible winglets to aid in retention.
Stabilize the catheter by holding one of the wings.

Pinch the vein above the catheter tip and remove the needle by holding
the transparent base.

Dispose of the needle in a sharps container.

Cap the catheter or connect a needleless device or connect the system.
Secure the catheter with a sterile dressing. Flush the catheter with sterile
saline (0.9% NacCl) in accordance with clinical practice.

5.2.4 BD NEOFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug

Follow the rules of asepsis throughout the entire procedure. Apply a
tourniquet 10-15 cm above the proposed venipuncture. Wash your hands
to a hygienic standard and wear gloves. Treat the catheter insertion site
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3auKcnpyinTe KaTeTep CTEPU/IbHOM MNOBA3KOW. MpomMoliTe KaTeTep CTePU/IbHbIM
pnsmonornyeckum pactsopom (NacCl
NPUHATBIMWU B KITUHUKE.

0,9%) B COOTBETCTBUM C MNpaBunamu,

523 Katetep BD NEOFLON  BHYTpPWBEHHbIN
0[IHOPa30BbIn CTepUNbHbLINA ¢ 3arnywkoii BD Luer-Lok Plug
CnefyiTe npaBunam acenTUKW B TedeHMe BCell npoueaypbl. HanoxuTe XXryT Ha 10-
15 cM BblLLEe peanonaraemMmoli BeHeNyHKUMN. BbIMOiTe pyKM MO TMTMEHUYECKOMY
CTaHfapTy W HafjeHbTe nepyaTkn. O6paboTaliTe MecTo YCTAaHOBKM KaTeTepa
caneTKon /BaTHbIM LUAPUKOM C KOXXHbIM aHTUCENTUKOM KPYrOBbIMU ABUXEHUAMN
OT UeHTpa K nepudepun, gante BbICOXHYTh.

M3BneknTe KaTeTep M3 YNakKoBKW, CHUMMUTE 3alUMUTHbIA KONa4voK

BosbMuTe KaTeTtep BD NEOFLON Hanb6onee ygobHblMm ans Bac 3axBaTtom. Cpes
UTbl-NPOBOAHMKA L0/1XKEH ObITb HanpaB/ieH BBEPX.

OcywecTBnsATe MPOKON KOXM M BeHbl nog ocTpbiM (15-30°) yrnom. [Mocne
NosIBNEHNSA KPOBU B KaMepe BM3yanusauunn, yMeHbLUNTe Yros BBeLeHUS KaTeTepa,
MaKC/ManbHO NPUBIN3NB KaTeTep K KOXe.

MpoaBYHbTE KaTeTep C UT0N Ha 2-3 MuNIMMeTpa B BeHY. MATKo NOTAHUTE Uy
Hasag Ha 2-3 munaumetpa. [osBneHne TOKa KPOBU MeX[Ay WIA0A WU KaHlonein
KaTteTepa MNOATBEPAUT MpPaBU/bHOe pasmelleHUe KaTeTepa B BeHe. [MO/IHOCTbIO
NPOABUHbTE KaHIOJ/IIO KaTeTepa B BEHY, CHMMAA ero ¢ NpPoBoAHMKa. CHUMUTE XKIyT.
CHUMWUTE  JNIOXKHO-CbEMHbIA  nopTa, BbICBO6OAWTE  TUOKMe
cnocobcTBYyOW ME hMUKCALUN.

CTabunusnpyinTte KateTep, YAepXXuUBas 3a O4HO M3 KPbI/bILLEK.
MepeXXmMnTe BeHY Bbllle KOHYMKA KaTeTepa W3B/IEKUTe WUrNy, yAepXuBas 3a
npo3payvyHoe oCHOBaHMUe.

YTUnunsnpyite nrny B KOHTeliHep 415 OCTPbIX NPeaMeTOB.

3akpoliTe KaTeTep 3arnyLwWwKOW MAM NPUCOESUHUTE YCTPOWCTBO 415 6e3bIrofbHOr0
poctyna, nMbo NoAcoeANHUTE CUCTEMY.

3admkenpyiiTe KaTeTep CTepUbHOW MOBA3KONM. MpoMONTe KaTeTep CTePUIbHbIM

tmnsmonornyeckum pactsopom (NaCl 0,9%) B COOTBETCTBMM C npaBuaamu,
NPUHATLIMU B KNMHUKE.,

nepugepunyecKmnii

KPbI/1bILLKW,



with atissue / cotton ball with a skin antiseptic in a circular motion from
the center to the periphery, and let dry.

Remove the catheter from the packaging, remove the protective cap
Grab the BD NEOFLON PRO with the most comfortable grip for you.
The cut of the guide needle should be directed upwards.

Puncture the skin and veins at an acute (15 °-30 °) angle. After blood
appears in the imaging chamber, reduce the insertion angle by bringing
the catheter as close to the skin as possible. Advance the catheter with
the needle 2-3 mm into the vein. Pull the needle back gently 2 to 3
millimeters. The appearance of blood flow between the needle and the
catheter cannula will confirm the correct placement ofthe catheter in the
vein. Fully advance the catheter cannula into the vein while removing it
from the guide wire. Remove the harness.

Remove the mock port, release the flexible winglets to aid in retention.
Stabilize the catheter by holding one of the wings.

Pinch the vein above the catheter tip and remove the needle by holding
the transparent base.

Dispose of the needle in a sharps container.

Cap the catheter or connect a needleless device or connect the system.
Secure the catheter with a sterile dressing. Flush the catheter with sterile
saline (NaCl 0.9%) in accordance with clinical practice

5.2.5 BD Luer-Lok Plug
Follow the rules of asepsis throughout the entire procedure.

Wash your hands to a hygienic standard and wear gloves.

Clean the port of the catheter with a tissue / cotton ball with a skin
antiseptic and allow to dry.

Remove the plug from the package. Cap the catheter

Changing the plug:

Follow the rules of asepsis throughout the entire procedure.

W ash your hands to a hygienic standard and wear gloves.

Remove the previously used plug
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5.2.4 Katetep BD NEOFLON PRO BHYTPUWUBEHHbI
04HOPa30BbI CTEPUABbHbINA ¢ 3arnyw ko BD Luer-Lok Plug
CnepyiiTe npaBniam acenTUKW B TeHeHWe BCeli npouefypbl. HanoxuTe XryT Ha 10-
15 cMm BblLWe nNpeAnonaraeMon BeHeNnyHKUUN. BbiMoliTe pyKU nNo rurmneHn4eckKomy
CTaHA4apTy W HafjeHbTe nepyaTkn. O6paboTailTe MecTO YCTaHOBKMW KaTteTepa
caneTKol /BaTHbIM LUAPUKOM C KOXXHbIM aHTUCENTUKOM KPYrOBbIMWU ABUXKEHUAMMU
OT LeHTpa K nepudgepnn, faTe BbICOXHYTb.

M3BneknTe KaTeTep U3 YNakoBKW, CHUMUTE 3alUTHbIN KONMa4vyoK

Bosbmute katetep BD NEOFLON PRO Haunb6onee ygo6HbIM s Bac 3axBaTom.
Cpe3 Urnbl-NPoBOAHNKA AO/DKEH ObITb HaNpaB/ieH BBEPX.

OcyulecTBnANTE NPOKON KOXW W BeHbl nofg ocTpbiM (15®-30°) yrnom. [Mocne
NosABNEHUA KPOBWM B Kamepe BU3yanmsaLuuu, yMeHbLUMTE Yron BBeJEHUA KaTeTepa,
MaKCMMasbHO NPpU6IM3NB KaTeTep K Koxe. MNMpoaBMHbTE KaTeTep C Uraoi Ha 2-3
MUNNMMeTpa B BeHY. MATKo NOTAHUTe UTNY Hasag Ha 2-3 munnumetpa. MNMosasneHne
TOKa KPOBM MeX[AYy WrNnoi wn KaHwfein kateTepa MNOATBEPAUT MpaBuUbHOE
pasMelleHMe KaTeTepa B BeHe. MOMHOCTbLIO NPOABUHbTE KaHIO/O KaTeTepa B BeHY,
CHUMas ero ¢ NPoBogHUKa. CHUMUTE XIyT.
CHUMUTE  JIOKHO-CbEMHbIN  NOPTa,
cnocob6ecTBYOLWME huKcaLmn.
CtabunusunpyiiTe KaTeTep, y4epXnBasi 3a 04HO M3 Kpbl/blLUEK.
MepexxMUTe BeHY Bbllle KOHUYMKA KaTeTepa W3BEKUTE WUrny,
npo3payHoe 0CHOoBaHMe.

YTUNN3npyinTe UTNy B KOHTelHeP ANA OCTPbIX NPesMeTOB.
3aKponTe KaTeTep 3ar/yWwKon Uam NpucoegmHuTe yCTPONCTBO 419 6€3bHOIBbHOTO
pocTtyna, nn6o NojcoegnuHUTE CUCTEMY.

3auKcupyiiTe KaTeTep CTePUbHON MOBA3KONM. MNMpomoiiTe KaTeTep CTEPUSIbHbLIM
tusnonornyeckum pactsopom (NaCl 0,9%) B COOTBETCTBMM C Mpasuiamu,
NPUHATLIMW B KNIMHUKE

nepugepnyecKnii

BbICBOGOAMTE rmokue KPbINbIWKN,

yaepxuBas 3a

5.2.5 3arnywka BD Luer-Lok Plug

CnepyinTe npaBnnam acenTUKKW B TeUeHMe BCe npoueaypbl.

BbIMOIiTE PYKN NO TMTUEHUYECKOMY CTAHAAPTY U HaJeHbTE NepyaTKu.
O6paboTainTe nOpT KaTeTepa Ca/PeTKON /BaTHbIM LIAPUKOM C
aHTUCENTUKOM, AaliTe BbICOXHYTb.

KOXXHbIM




Dispose ofthe previously used plug

Clean the port of the catheter with a tissue / cotton ball with a skin
antiseptic and allow to dry. Remove the plug from the package

Cap the catheter.

6. TECHNICAL CHARACTERISTICS

MN3BneknTe 3arnyLwKy n3 ynakoBku. 3aKporiTe KaTeTep 3arn3nnkor
CMeHa 3arnywkKku:

CnepgyiiTe npaBuaaM acenTUKW B TeYeHMe BCE Npoueaypbl.

BbIMO/iTe pyKN MO TUTUEHNYECKOMY CTaHAAPTy M HafleHbTe NepyaTKu.
CHUMNTe paHee UCMNONb3YEMYIO 3arnyLwKy

YTNAunsnpynTte paHee UCNOMb3yeMYt0 3arnyLuKy

Ob6paboTanTe MOpPT KaTeTepa candeTKON /BaTHbIM LWAPUKOM C
aHTUCENTUKOM, faliTe BbICOXHYTb. M3BNeKuTe 3arnyLwKy n3 ynakoBku
3aKpoliTe KaTeTep 3arnyLKon.

6. TEXHUYECKWME XAPAKTEPUCTUKIN MU

KOXXHbIM

Katetep BD VENFLON BHYTpPMBEHHbIN MNepugepuyecknii 04HOpPas3oBbIfi CTepunbHbI ¢ 3arnywkoih BD Luer-Lok Plug / BD VENFLON
intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

Tab6nuua 1/Table 1

AMYNapameTp Kannép HapyXHbl i

Ovnana3oH peanbHOro BHYTpeHHU OnvHa CKkopocTb Macca (r)/ Lset/ Color
(G) HOMWHAaNbHBbI A HapyXHoro gnametpa AnamMeTp KaTeTepa KaTeTepa notoka (Ma/muu) Weight(g)
LvameTp KaTeTepa kaTeTepa (Mm)/Keal (mm)/ Internal (MMm)*/ Size / Flow Rate
(mm) / Catheter outside diameter range diameter of the (mm) (m1/min)
outer nominal (mm) catheter (mm)

HanmeHoBaHue diameter (mm)

BD Venflon 29 08 0,750-0,949 0.61+0.03 25 +0.65 071 24.80 2,990+ TEMHO CUHWIA [/ DEEP
22G 0,8 MM x 25 MM (mm) ’ [0 38.75 015  BLUE

BD Venflon 20 10 0,950-1,149 0.7+0.04 32 £0.65 OT148.60 3.06x 0,15 PO30BbI/PINK

20G 1,0 mm X 32 MM (mm) ' [o 62.10

BD Venflon 18 12 1,150-1,349 0.95i0.05 45 +0.65 oT72 3.17+£ 0,15 TEMHO 3ENEHbIN / DEEP
18G 12mm x45mm (mm) ' ﬂ.O 92 GREEN

BD Venflon 1,350-1,549 1.15+0.05 45 0.65 OT 112,50 3.21% )

17G L4 mm x 45 M (mm) 1 14 [lo 143,75 015  BEMWIA/WHITE

BD Venflon 16 17 1,550-1,849 1.35+0.05 45 +0.65 Or 162 3.4+0,15 CEPbI/GREY

16G 1,7 mm x 45 mm (mm) ' o 207

BD Venflon 1,850-2,249 1.65+0.05 45 +0.65 Ot 243 3,550 £ .

14G 2,0 mm x 45 vm (mm) 14 2,0 0311 0.15 OPAHXEBbI / ORANGE
BD Venflon 18 12 1,150-1,349 0.95+0.05 32 +0.65 Oor72 3.12+0,15 TEMHO 3ENEHbI / DEEP
118G 1,2 Mm x 32 mm (mm) ’ [0 92 GREEN

Tab6nuuya 1.1/Table 1.1
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KaTteTep / Catheter

MapameTp Kannb Ycunue, Tpebyemoe ana  Ycunve 0TpbIBa Ycunve otpbisa MpoyHoCTb Twn coeguHeHus/ connector type
p(G)  cHATMA 3almTHOro 3arnyluku (H) / Plug 3arnywku gis KOHTPONAs  COeAMHEHUA  TPY6Ku
konnauka /  Force torque Removal ~ ckopocTu notoka (H)  Katetepa W BTYNKM
required to remove the Force(N) MuHMyM/ Removal or  katetepa (H) MuH/
HanmeHoBaHue protective cap disassemble force for flow Connection strength of

control plug (N) Minimum the catheter tube and
the—eatheter hub (N)

Min

BD Venflon 22 10 9
22G 0,8 MM x 25 MM (mm) 0.5-12 01- 150
BD Venflon 20 0,5-1,2 0,1 - 15,0 10 15
20G 1,0MM x 32 MM (mm) dukcayms KateTepa A0 pasbemMa C
BD Venflon 18 0,5-1,2 0,1- 150 10 15 (UTUHIOM Ha NPOTMBOMOIOXHOM KOHLE,
18G 1,2 MM x 45 MM (mm) npefHa3Ha4YeHHOM ANs COeAVHEHMS C
??leezf,\lﬂog 45 wm (mm) o 05-12 0,1-15.0 10 5 coefuHeHuamu Jlioap-Slok / Fixation of

' * the catheter to a connector with a fitting
BD Venflon 16 0,5-1,2 01- 150 10 15 on the opposite end, designed for
16G 1,7 vm x 45 mm (Mm) connection with other devices, including
BD Venflon 14 0.5-1,2 0,1- 150 10 15 Luer-Lock connections
14G 2,0 MVIX45 MM (mm)
BD Venflon 18 0,5-1,2 0,1-15,0 10 15

18G 1,2 MM X32 MMI(mm)

Tabnuua 2/ Table 2
Mrnal/ Needle

\/1lapameTp LnnHa Tpyokn  Hapy>Hblid BHyTpeHHMIA gnamveTp LLlepoxosaTtocTb Tsepgoctb LLlepoxoBaTocTb  Ycunue, IMpoYHOCTb
Wbl (MM)**/ anameTp  Tpy6ku Tpyoku wribl (Mm)/ moBepxHocTW Tpy6ku wrnbl  (HRC)/ cpesa  Tpybku TpeGyemoe — ANs COeAMHEHUs
Needle length urnbl (Mm)/ External Inner diameter of the urnbl Ra (He Gonee, Hardness of urnbl (He Gonee, MCHeTpaumMy  (He BTYNKW U TPYOKM

(mm)** diameter of the needle tube (mm) MKM)/ Surface needle tube mKkwm)/ 6ornee, H)***/ urnbl (H) / The

needle (mm) roughness of needle (HRC) Roughness ofcut  Force required for strength of the

HavmeHoBaHWe tube Ra (max., mkm) of needle tube penetration (max., connection of the

(max., mkm) N)*** needle hub and the

needle tube (N)
BD Venflon 62,5+0,5 0,545+0,01 0,320+0,02 0,2 20-39 04 05 10
22G 0,8 MMx 25 MM (mm) ‘

BD Venflon 70,0+0,5 0,695+0,01 0,400+0,02 0,2 20-39 0.4 06 20

20G 1.0mm x 32 mm (mm)
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BD Venflon
18G 1,2 MM X 45 MM (mm)

BD Venflon
17G 1,4 mm x 45 mm (mm)
BD Venflon
16G 1,7 MM X 45 MM (m m)

BD Venflon
14G 2,0 MM X 45 MM (mm)

BD Venflon
18G 1,2 MM X 32 MM (mm)

MpumeyaHue: * - APeKTUBHAA J/IMHA YKa3aHa HA YepTeXax, B COOTBETCTBUM C pa3vMepamMy KaTeTepOB, NMPUBEAEHHBIX HUKE

83,5+0,5

84,0+0,5

84,5+0,5

85,5+0,5

73,0+0,5

0,845+0,01

1,045+0,01

1,245+0,01

1,545+0,01

0,845+0,01

0,550+0,02

0,750+0,02

0,850i0.02

1,10+0,02

0,550+0,02

** - [I0NONHUTENBHYIO0 H(OPMALMIO CM. HYEPTEX ANSA U

*** . Matepuas, UCnonb3yemblii AN NPOBEPKN ycuams, Tpebyemoro ans neHetpaumm (npoHmkHoeHus): Jlatekc (HYGENIC) 152mm x 152 Mm.
Note: * - The effective length is shown in the drawings, according to the dimensions of the catheters below
** - For more information, see the needle drawing

*** _ Material used to test the force required for penetration (penetration): Latex (HYGENIC) 152mm x 152mm

Katetep BD VENFLON PRO BHYTPUBEHHbIN neputepnyeckunii 04HOPasoBblii CTePUbHbIN ¢ 3arnyw kol BD Luer-Lok Plug/ BD VENFLON
PRO intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

Tabnuua 5/ Table 5

AyJlapameTp

HanmeHoBaHne

BD Venflon Pro 22G
0,9 MM x 25 mm (mm)
BD Venflon Pro 20G
1,1 mm x 32 mm (mm)
BD Venflon Pro 18G
1,3 MMIX32 MM(mm)
BD Venflon Pro 18G
1,3 MMX45 MM(mm)

BD Venflon Pro 17G
11,5 MMx 45 MM (mm)

0,2

0,2

0,2

0,2

0,2

20-39

20-39

20-39

20-39

20-39

04

04

04

0,4

0,4

Kanmop  Hapy»Hblii JyanasoH peasisHOro  BHYTpeHHWiA [OnnHa  KateTepa CKOpOCTb
G HOMWHa/bHbIA Hapy>HOro OvamMeTpa AvameTp KarteTtepa (Mm)*/
OvameTp kateTepa KateTepa (mm) /Real (Mwm)/ Internal length (mm)* (ml/min)
(mm) /  Catheter outside diameter range diameter of the
outer nominal (mm) catheter (mm)
diameter (mm)
2 0.9 0,750-0,949 0,66+0,03 25+0,65 0x33,6
' [o 525
20 11 0,950-1,149 0,83+0,04 3240,65 0x60,3
' Lo 77,1
18 13 1,150-1,349 1,0040,04 32+0,65 0x92,7
‘ o 1185
18 13 1,150-1,349 1,00+0,04 45+0,65 0T192,7
' [Jo 1185
17 15 1.350-1,549 1,14i7,04 45+0,65 Ot 119,7
' [Jo 1529
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0,6

0,7

0,7

08

0,6

2.9+0,15

3,010+0,15

3.25+0,15

3,099+0,15

3,19 0,15

20

20

20

20

20

notoka Macca (r) / Liset/Colour
Catheter (mn/muH) / Flow Rate Weight (g)

TEMHO CWUHWI | DEEP

BLUE

PO30BbIN/PINK

TEMHO 3EJIEHbIN
DEEP GREEN

TEMHO 3ENEHbIN
DEEP GREEN

BENBIN/WHITE

/

/



BD Venflon Pro 16G 1,550-1,849 1,45+0,05 450,65 Ot 119,7 3,51 £0,15

16 18 CEPBbIN/GREY

1,8 mm x 45 mm (mm) o 1529
BD Venflon Pro 14G 14 20 1,850-2,249 1,62+0,05 45+0,65 Or243,0 3,48 0,15 OPAHXEBbI /
2,0 Mm x 45 MM (mm) ' Jo 310,5 ORANGE
Tab6nuua 5.1/ Table 5.1
n. MapameTp Kannbp  Ycunve, Ycunve  oTpbiBa Ycunme oTpbiea Yeunme  oTpbiBa [1poYHOCTb Twvn coegyHeHws/ connector type
(©)] Tpebyemoe  gnA 3arnywkn (H) / 3arnyLwKn ans KaHonm OT COeAVHEHVs  TPY6KM
CHATUS Plug torque  KOHTPONS CKOpPOCTM  KaTeTepa,  MaKC KaTeTepa U BTYNKM
3aLLMTHOrO Removal Force(N) notoka, v (H);  (H) + Effort of katetepa muH (H)/
Konnadka / Force Removal or separation of the Connection strength of
HanmeHoBaHveY required to remove disassemble force for cannula from the the catheter tube and
the protective cap flow control plug, ~ catheter, max (N) the catheter hub Min
min(N) N
BD Venflon Pro 22G 10 2.0 5
0,9 mm x 25 mm (Mmm) 22 0,5-1,2 01-150
BD Venflon Pro 20G ’o 0,5-1,2 01-15,0 10 20 5
11 MM x 32 MM (m m) dukcaums Katetepa [0 pasbema C
BD Venflon Pro 18G 0,5-1,2 0,1 -15,0 10 2.0 10 (PUTMHIOM Ha MPOTMBOMO/IOKHOM KOHL,
1,3 mm x 32 mu (Mm) IS npefHasHa4yeHHOM [ONS1 COeAMHEHMS C
i i APYrMMU YCTPOACTBaMU, B TOM UMCIe U C
?2 VenfLoE)n Pro 18G 18 0.5-1,2 01-150 10 20 10 coeguHeHuamy Jlioap-flok + Fixation of
2 MMEX 9 MM (mm ) the catheter to a connector with a fitting on
BD Venflon Pro 17G - 0.5-1,2 01-150 10 2.0 10 the opposite end, designed for connection
15mMm x 45 MM (mm) with other devices, including Luer-Lock
BD Venflon Pro 16G 0,5-1,2 0,1 -15,0 10 4.0 10 connections
16
1,8 mm X45 mm (mm)
BD Venflon Pro 14G 14 0,5-1,2 01 -15,0 10 4.0 15

2,0 vm X 45 mm (mm)
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Ta6nuua 5.2/ Table 5.2
MabapuTbl U NapaMeTpbl PEHTFEHKOHTPACTHbIX Noa0coK / Dimensions and parameters of radiopaque strip area

Kannép KonnyecTso Onnua PEHTrEeHOKOHTPAcTHOW  06nacTb
(G) PEHTTEHOKOHTPACTHbIX MOMOCOK Monockn (MM) / radiopaque strip PEHTTEHOKOHTPACTHOM
(wT.) length (mm) nonocel (%) / radiopaque
strip area (%)
HavmeHoBaHWe
BD Venflon Pro 22G 0,9 MM x 25 Mm (mm) 22 6 31,10+0,3 25%t3%
BD Venflon Pro 20G 1,1 MM X 32 MM (mm) 20 6 38,10+0,3 25%+3%
BD Venflon Pro 18G 1,3 Mm X 32 MM (mm) 18 6 38,10t0,3 25%+3%
BD Venflon Pro 18G 1,3 MM X 45 MM (mm) 18 6 51,10t0,5 25%+3%
BD Venflon Pro 17G 1,5 mm x 45 Mmm (mm) 17 6 51,10+0,5 25%+3%
BD Venflon Pro 16G 1,8 Mm x 45 Mm (mm) 16 6 51,10+0,5 25%+3%
BD Venflon Pro 14G 2,0 Mm X 45 mm (mm) 14 6 51,1040,5 25%+3%
Tabnuua 6/ Table 6
Mrna/ Needle
A\ 417gpamveTp [nvHa Hapy»kHblli BHyTpeHHuin  LLlepoxoBaToCTb  TBEPAOCTb Wbl YCUve, [MpoyHoCTb LLlepoxoBaToCThb
TPYyOKM Aavamertp AviameTp MOBEPXHOCTM (HRC)/ Tpebyemoe JNs COefiviHeHVA cpesa TPYOKV U bl
Urnbl Tpy6KM wrnbl TPYOKW UMbl TPy6KM urnbl Ra Hardness of neHeTpaumm  (He BTYNKM W TPybku (He 6Gonee, MKm)/
(Mm)**/ (Mmm)/ External (Mm)/  Inner (He 6onee, mkm)/ needle tube 6ornee, H)***/ urnbl (H) / The Roughness ofcut of
Needle diameter ofthe diameter ofthe Surface roughness (HRC) Force required for strength of the needle tube (max.,
length needle (mm)  needle  tube of needle tube Ra penetration (max., connection of the mkm)
(mm)** (mm) (max., mkm) (el needle hub and the
HanmeHoBaHwe needle tube (N)
BD Venflon Pro 22G 0,9 Mm x 25 mm (mm)  63,0£¢0,5 0,595+0,007 0,36+0,02 0,2 20-39 0.25 10 04
BD Venflon Pro 20G 1,1 Mmx 32 mm (mm)  71,0£0,5  0,745+0,007 0,45%0,02 0,2 20-39 0.30 20 0,4
BD Venflon Pro 18G 1,3 Mm x 32 Mmm (mm)  71,5+0,5 0,915+0,008 0,62+0,02 0,2 20-39 030 20 0,4
BD Venflon Pro 18G 1,3 mm x 45 mm (nun)  84,0£0,5 0,915+0,008  0,62+0,02 0,2 20-39 0.30 20 04
BD Venflon Pro 17G 1,5 Mm x 45 mm (mm)  84,0£0,5  1,045+0,008  0,75+0,02 0,2 20-39 0.35 20 04
BD Venflon Pro 16G 1,8 mmx 45 mm (mm)  85,5i0,5  1,345+0,008  0,95+0,02 0,2 20-39 0,35 20 0,4
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BD Venflon Pro 14G 2,0 mm x 45 mm (mm)  86,5+0,5  1,505+0,010 1,06+0,02 0,2 20-39 0,40 20 0,4

npumeyvaHue: * - AddekTaBHaa A/MHA YKa3aHa Ha YepTexxax, B COOTBETCTBUM C pasMepaMu KaTeTepoB, NPUBEAEHHBIX HUXKe

** - IONONHUTENBHYIO MH(OPMALIMIO CM. YEPTEX A5 UT/

*** . MaTtepuan UCnosb3yeMblii 415 NPOBePKM yeunms Tpebyemoro ans neHetpaumm (npoHmkHoBeHws): Jlatekc (HYGENIC) 152 Mm x 152 M.
Note: * - The effective length is shown in the drawings, according to the dimensions of the catheters below

** - For more information, see the needle drawing

*** . Material used to test the force required for penetration (penetration): Latex (HYGENIC) 152mm x 152mm

Katetep BD NEOFLON BHYTpPUBEHHbI Nepngepmnyecknin ogHopasoBblii CTepUbHbIN ¢ 3arnywkoii BD Luer-Lok Plug/ BD NEOFLON
intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug
Ta6nunua 9/Table 9

MMapamcTp Kannép Hapy>kHblii [Jvana3oH peasbHOro BHyTpeHHWin [OnvHa katetepa  CKOpOCTb NMOTOKA Macca (r) / Liget/ Colour
(G) HOMUHANbHBIA  HAPY)KHOIO AviameTpa  AvameTp kateTepa  (mm)*/ Catheter (Mammsi) / Flow Rate  Weight (g)
Jvavetp KateTepa (Mm)/Kea] (Mw)/ Internal length (mm) (mil/min)
KateTepa (Mm)/  outside diameter range  diameter of the
Catheter outer (mm) catheter (mm)
diameter (mm)
HavmeHoBaHue
BD Neoflon 26G 0,6 x 19 mm 0,550-0,649 0,44+0.02 19+0,7 2,020+0,15  owuonetosbIi/
(mm) 26 0,6 10,4-14,6 PURPLE
BD Neoflon 24G 0,7 x 19 mm 24 07 0,650-0,749 0,44+0.02 19+0,7 10,4-14.6 2,014+0,15 KENTBIN/
(mm) YELLOW
Ta6nuua 9.1/Table 9.1
A--'eNapaMeTp Kanmép (G) Ycunue OTpblBa YCWMe OTPbIBa 3aryLki [poyHOCTb  coefviHeHus Tun coegvHenus/ connector type
sarnywkm (H)/ Plug AN KOHTPO/A CKOPOCTY  TPYOKY KaTeTepa W BTY/KM
torque Removal  noToka MuHuUMym (H)/  KaTeTepa MuHumym (H)/
Force (N) Removal or disassemble ~ Connection strength of the
force for flow control plug catheter tube and the
HanmeHoBaHwe Minimum (N) catheter hub Minimum (N)
BD Neoflon 26G 0,6 Mm X 19 MM (mm) 26 01-15 10 3 (hvkcauus Katetepa A0 pasbeMa C PUTUHIOM Ha
BD Neoflon 24G 0,7 MM x 19 MM (mm) ” 01.15 10 3 MPOTMBOMO/OXHOM KOHLE NPpesHa3HauYeHHOM /15

coeanHeHna C Apyrumun yCTpOI\/‘ICTBaMI/I, B TOM
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yucne n c coeguHeHUamMn JTroap-J1ok / fixation of
the catheter to the connector with a fitting on the
opposite end intended for connection with other
devices, including Luer-Lock connections

Ta6nuua 10/TablelO
Nrna/ Needle

N. TlapameTp [nvHa Tpybkyn HapyXHblli BHyTpeHHUI LLIepoxoBatocTb TeepaocTb LLlepoxoBatocTs  Ycunue, [MpoyHoCTb COeanHeHs
urabl  (MM)**/ avameTp  TPyOKM AvaMeTp TPyoku noepxHocTn Tpybkm urnbl  (HRC)/ cpesa TPpyokn Tpebyemoe  Ans BTYIKA U TPYOKU Wb
Needle  tube wrnbl (Mm)/ wrnbl (Mm)/ Inner urnbl Ra (He 6onee, Hardness of urnbl (He 6onee, neHetpauuMn  (He muHMMyM (H)/ The strength
length (mm)** External diameter diameter of the Mkm)/ Surface needle tube mkm)/ Roughness Gornee, H)***/ of the connection of the

of the needle (mm) needle tube (mm)

HanmeHoBaHme \
BD Neoflon 26G 0,6
MM x 19 MM (mm)

BD Neoflon 24G 0,7
MM x 19 MM (mm)

49+0,5 0,395+0,01 0,20+0,02

49+0,5 0,395+0,01 0,20+0,02

roughness of needle
tube Ra (max., mkm)

0,2

0,2

(HRC)

20-39

20-39

of cut of needle
tube (max., mkm)

04

0,4

MpumeyaHue: * - AhdeKTMBHAS ANMHA YKazaHa Ha YepTexkax, B COOTBETCTBUM C pa3MepaMy KaTeTepoB, NPUBEAEHHbIX HUXeE

** - I0NONHUTENbHYHO MH(OPMALMIO CM. YepTeX ANs Urn

Force required for needle hub and the needle
penetration (max., tube Minimum (N)
N)z*

0,4 10

0,4 10

e - MaTepKan Ucrnonb3yemblil Ans NPOBEPKK yCuUms Tpebyemoro 415 neHeTpauum (NpoHnkHoBeHus): Slatekc (HYGENIC) 152mmx 152 mwm.
Note: * - The effective length is shown in the drawings, according to the dimensions of the catheters below

** _ For more information, see the needle drawing

*** . Material used to test the force required for penetration (penetration): Latex (bfyGENIC) 1S2mm x 152mm

KaTtetep BD NEOFLON PRO BHYTpMBEHHbI Nepudepnyecknii 04HOPa3oBbIin CTepUbHbLIN ¢ 3arnywkoin BD Luer-Lok Plug/ BD NEOFLON
PRO intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

Tab6nuua 13/Table 13
Katetep / Catheter
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xMapameTp Kanmbp  HapyHbiid [ManasoH  peanbHOro BHYTPeHHMi [JnuHa
(©)] HOMWHa/IbHbIV Hapy>kHOro ~ AuiameTpa fauameTp KateTepa (Mm)*/
[AvameTp KaTeTepa kateTepa (Mm)/Keal (mm)/ Internal length (mm)*
(mm) / Catheter outside diameter range diameter of the
outer diameter (mm) catheter (mm)
(mm)
HanmveHosaHve
BD Neoflon Pro 26G 0,6 2% 06 0,550-0,649 0,47+0,02 19
MM X 19 MM (mm) ‘
BD Neoflon Pro 24G 0,7 o 07 0,650-0,749 0,560,02 19
MM X 19 Mm (mm) '
Tabnuuya 13.1/Table 13.1
\"MapameTp Kanmop( Ycwe,  Tpebyemoe Ycunme — OTpbiBa  Ycunve oTpbiBa  YCWaMe  OTpbiBa
G) [191 CHATUA 3aLLMTHOrO  3arNyLLKU (HY 3arnyLwKun ans KaHtonm oT
konnayka (H)/ Force Plug torque  koHTpons ckopoctn  Katetepa (H)/ Effort
required to remove the Removal Force(P* notoka muHumym (H) of separation of the
protective cap (N) / Removal or cannula from the
disassemble force for catheter (N)
flow control plug
HavnmeHoBaHve n. Minimum (N)
BD Neoflon Pro 26G 0,6 %6 0.8-15 01-15 10 0,02- 45
MM X 19 Mm (mm)
BD Neoflon Pro 24G0,7 24 0,8-15 0,1-15 10 0,02- 45

MM X 19 MM (mm)
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kaTeTepa CKOPOCTb :
Catheter noToka (mn/mun) VWeight (9)

Macca (r) ~ Liset/Colour

/  Flow Rate

(ml/min)
11,2158 1992+0,15  ®UONETOBLIA/
PURPLE
152-214 202015 o e THIAYELLOW
IMpoYHOCTL Twn coeguHeHns/ Connector type /

COefVHEHNS TPYOKK
KaTteTepa U BTY/KM
Katetepa MuH (H)/
Connection strength
of the catheter tube

and the catheter bub
min (N)
3 dukcaums kateTepa A0 pasbeMa C
(OUTUHIOM  Ha  MPOTUBOMOJIOXKHOM
3 KOHLE npefHa3Ha4eHHOM ans
COeaMHEHNS c ApyrmMm

yCTpOiCTBaMU, B TOM 4UCIE U C
coegmHeHuamm JTroap-J1ok / fixation of
the catheter to the connector with a
fitting on the opposite end intended for
connection  with  other  devices,
including Luer-Lock connections



MabapuTbl M NapameTpbl PEHTFEHOKOHTPACTHbLIX Nonocok / Dimensions and parameters of radiopaque strips
Tabnuua 13.2/ Table 13.2

MapameTp Kannép KonunyecTtso PEHTreHOKOHTPACTHbIX [AMHa  PEeHTreHOKOHTPacTHOW 0611acTb  PEHTreHOKOHTPACTHOA

(G) Mo0CoK (WT.) nonocku (mm) / radiopaque strip nonocbl (%) / radiopaque strip
length (mm) area (%)

HanmeHoBaHVe

BD Neoflon Pro 26G 0,6 mM X 19 MM % 6 31,5+0,8 35+3%

(mm)

BD Neoflon Pro 24G 0,7 MM X 19 MM 24 6 31,5i0,8 35+3%

(mm)

Tabnuua 14/Table 14
Wrna / Needle

Homep no katanory/ [ninHa Hapy>xHblli BHyTpeHHWiA LLlepoxosaTocT TBEpPAOCTb urnel  LLlepoxoBaTocTb cpesa Ycunve, lMpoyHoCcTL bokoBsoe
Catalogue number TPYOKU Wbl AuameTp avametp Tpy6ku b nosepxHocTv (HRC)/ Hardness of Tpybku urnbl  (He Tpebyemoe — [ANA COEAMHEHVS oTBepcT
(Mm)**/ Tpy6kn urnbl mrnbl (Mm)/ Inner Tpy6kn  urnbl needle tube (HRC) 6oree, MKM)/ neHeTpauun (He BTYnKM W TpyOku He™  /
Needle tube (mm)/ Needle diameter of the Ra (He 6oree, Roughness of cut of Gonee, H)***/ urnbl mHu (H)/ The ’Sche hole
length (mm)** tube outer needle tube (mm) Mkm)/ Surface needle tube (max., Force required strength of the
diameter roughness  of mkm) for  penetration connection of the
(mm) needle tube Ra (max., N)*** needle hub and the
(max., mkm) needle tube min (N)
BD Neoflon Pro 26G  49+0,38 0,364+0,008 0,178 +0,0178 0,2 20-39 04 04 10 ecTb
0,6 MM X 19 MM (mm).
BD Neoflon Pro 24G  49+0,38 0,448+0,008 0,252 +0,0178 0,2 20-39 0,4 04 10 eCTb
0,7 MM X 19 MM (mm)

MpumevaHve: * - SPheKTUBHAA A/IMHA YKa3aHa Ha YepTeXxax, B COOTBETCTBUM C pasMepamy KaTeTepoB, NPUBEAEHHbLIX HUKe
** - [IONONHUTENbHYI0 MHPOPMALLMIO CM. YEPTEX ANs UM

*e* - Matepuan ucnonb3yemblii 41 MPOBEPKU yCunns TpebyeMoro ansa neHetpauum (npoHnkHoseHus): JSlatekc (HYGENIC) 152mm x 152 mwm.
Note: * - The effective length is shown in the drawings, according to the dimensions of the catheters below

** - For more information, see the needle drawing
o** - Material used to test the force required for penetration (penetration): Latex (HYGENIC) 152mm x 152mm
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BD Luer-Lok Plug 3arnywka BD Luer-Lok Plug

The diameter of the small base of the outer cone: 3.985-4.087mm OnameTp masioro ocHoBaHMA HapyXHoro KoHyca: 3,985 -4,087 mm
Diameter of the large base of the inner cone: 4,270 - 4,315 mm OnameTp 601bLIOI0 0OCHOBAHNA BHYTPEHHEr0 KoHyca: 4,270-4,315 mMm
Outer cone length: not less than 7,500 mm ONnHa Hapy>XHOro KoHyca: He meHee 7,500 MM
Inner cone length: not less than 7,500 mm [OnvHa BHYTPEHHEro KoHyca: He meHee 7,500 mMm
External diameter of the lock: 8.0 (x0.1) mm BHewHnn gnametp 3amka: 8,0 (x0,1) mm
Lock Inside Diameter: 7.0 (x 0.1) mm BHyTpeHHUI gnameTp 3amka: 7,0 (£0,1) mm
Maximum inner diameter o f the external thread: 6.73 mm MaKkcMasnbHbI BHYTPEHHUI AMaMeTp Hapy>XHOI pe3bbbl: 6,73 MM
Outer Diameter of the Outer Thread: 7.83 (£ 0/ -0.10) mm BHeWwHW gnameTp Hapy>XHOW pe3bbbl: 7,83 (£0/-0,10) mm
Taper: 6% KoHycHOCTb: 6%
Table 17 Tabnuuya 17
BD Luer-Lo « Plug materials Vlatepuansl 3arnywku BD Luer-Lok Plug
Component M aterial Manufacturer Brand KOMMNOoHeHT Martepuan lMpounssoguTens Mapka
Borealis - Matepuan Borealis -
Base Mtl  Polypropylene Belgium HD810MO OCHOBAHMS Monunponunnex BeNbris HD810MO
Plug 3% Clariant oP 12105 SAyUka gy i MATOUHLI PACTEOP  cyarjant Plastics PP 12105 Micro
White Polypropylene- é ] K KpacuTeNns Ha 0CHOBe o'~ i Remafin-Whi
Plastlcs & Mlcro paCMTenb 0 OatlngS emarfin Ite
Colorant  based colorant i ) ) nonunponunexa 3%
Coatings Remafin-White
master batch
7. MANUFACTURING PROCESS 7.

The products are manufactured and assembled step by step.The TMpousBoacTBOo M cbopka MeAMUWHCKUX W34eNWA  BbIMOJHAKTCA MO3TanHo.
majority of the components are plastic parts, manufactured by injection BO0AbWWHCTBO KOMMOHEHTOB W3rOTOB/IEHbI M3 MacTMacCbl MeTOAOM /NTbA MNofA
molding. The products are assembled and processed fully paBneHuem. lMpoueccbl C60pPKU U 06pabOTKM MeAULUHCKOro MU3AesIs MNOSIHOCTbIO
automatically. They are packaged and labelled in their single unit pack. aBTomMaTusMpoBaHbl. MeANLWHCKOE U3[eNne YyrNnaKoBbIBaeTCAd B WHAUBUAYASIbHYIO
In a separate area the products are put in their shelf container, loaded ynakoBky n MmapkupytTcs. B oTaenbHOM 30He MeAULMHCKNE M3eNnsa NoMeLatTes
on to a pallet and forwarded to sterilization. After sterilization, the B KOpobGKM [ANs XpaHeHWUs, 3arpyXxawTca Ha nanfety u HanpaBnsawTCsa Ha
products are held in quarantine until final release after finished product cTepunusayuto. lNocne cTepunmsaynm MefULNHCKNE WU3[ENUA BbIAEPXUBAKTCA B
test. The release for external distribution is made by the QA KapaHTWHe L0 BbliNycKa Noc/e UCNbITaHUI FOTOBbIX MeAULNHCKUX N34enunin. Boinyck
Department. ON15 BHELLHEro pacnpocTpaHeHnsa OCYLLLeCTB/IAETCA OTAe/I0M o6ecneyeHmns KayecTsa.
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8. MEDICAL DEVICE LABELING AND PACKAGING I 8. MAPKVPOBKA N YNMAKOBKA" lrnrnrrMuwy”ynna
PacwungpoBka CMMBO0B, NPUCYTCTBYOLWMX Ha ynakoBke / Symbols present on the packaging

CumBon / Symbol Pacwwngposka/ Description
MHuguengyanoHasa ynakoska / Sterile packaging

M3roTtoBuTenb / Manufacturer

M i
Jdata nsrotosneHua / Manufacturing date
3anpeT Ha NOBTOpPHOe NnpuMeHeHue / Single Use
Mcnonb3oBaTb o / Use before
iLO Tj Kog naptun / Serial number
|REF| Homep no katanory / Code number
O3HayvaeT, 4YTO AaHHOe YyCTPONCTBO OTBeYaeT TpeboBaHUAM EBponeickoi
C € anpekTmBbl O MegnumMHCKUX npubopax 93/42/EEC / CE -mark, conformity
with requirements of European regulations.
OcTopoXHO! ObpaTMTeCh K MHCTPYKLMKN MO npuMeHeHuto / Attention, See
Instruction For Use

Y NakoBOYHbI MaTepuan noanexuT BTOPUUHOW nepepaboTke / Green Dot

npurogHbln ana nepepaboTku (ynakoeka) / Recyclable Packaging
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npuroaHbIi ans nepepaboTku (ynakoeka) / Recyclable Packaging

BTo )uyHana ynakoska (notpebutenbckas) / Shipping box

M3rotoBuTenb / Manufacturer

[ata nsrotosnenunsa / Manufacturing date

3anpeT Ha NoBTOpHOe nNpumeHeHune / Single Use

Mcnonb3oBaTtb fo / Use before

Kopg naptuun / Serial number
Homep no katanory/ Code number
Crtepunusaunsa okcugom atuneHa / Ethylene Oxide Sterilization

PagnaunoHHas ctepunmsaumsa / Sterilization method is radiation.

O3HayaeT, YTo JlaHHOe YCTPOMCTBO OTBeYaeT TpeboBaHMAM EBponelicKoi
OVUPEKTUBBI 0 MefnLUUHCKNX npubopax 93/42/EEC / CE -mark, conformity
with requirements of European regulations.

OcTopoXHO! O6paTnTECh K UHCTPYKLMKU MO NnpuMeHeHUto / Attention, See
Instruction For Use

Y NaKoBOUYHbIA MaTepuan NognexuT BTOpUYHOI nepepaboTke / Green Dot

npuroaHbli ans nepepaboTku (ynakoeka) / Recyclable Packaging



npurogHbln Ans nepepaboTku (ynakoska)/ Recyclable Packaging

TpaHcnopTHada ynakoBka / Case packaging

He gonyckaTb BO3[eiCTBUS CONTHEYHOIO CBETA leep Away From Sunlight

Bepeyb oT BNaru leep Dry

Xpynkoe, obpauwiatscsa ocTopoXHo / Fragile, handle with care

Packaging Details

BD VENFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug - Unit sterile package (blister) contains 1 pc
of BD VENFLON intravenous peripheral disposable sterile catheter
with BD Luer-Lok Plug.

50 unit packages form a shelf package, and 10 shelf packages form a
case box. All package sizes are imprinted with the company name,
product name and quantity, sterilization data and expiration date. The
product is supplied sterile.

Completeness:

1. BD VENFLON intravenous peripheral disposable sterile catheter
with BD Luer-Lok Plug (complete).

2. Instruction for use which is included in the shelf package..

When delivered for circulation in the territory of the Russian
Federation, next to the original marking, but without overlapping it, the
medical device is marked with a local sticker (shelf and case
packaging), which has priority for the Russian Federation.
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CeefeHnA 06 ynakoBke

Katetep BD VENFLON BHYTpPMBEHHbIN nNnepuepunyecKknini 0aHOPas0BbIiA
CTepUnbHbIN ¢ 3arnywkoin BD Luer-Lok Plug - MHaMBuayanbHas cTepuibHas
ynakoBka (6smnctep) cogepxmT 1 wT. katetepa BD VENFLON BHYTPUBEHHbIN
nepudepmnyecKkmnii 0fHOPa3oBbIN CTEPUNBbHLIN ¢ 3arnywkoii BD Luer-Lok Plug.

50 nHANMBMAYaNbHbLIX YNaKOBOK (DOPMUPYIOT rPynoBYy0 yrnakoBKy, a 10 rpynnosbIX
yNnakoBOK — KOpPOOKY [Anf TpaHCNoOpTUPOBKM. Ha ynakoBKax BCeEX pas3mMepoB
oTrneyaTaHbl fJaHHble 0 KOMMaHWW, HasBaHWe U KOMIMYECTBO WU3LeNNNA, [aHHble O

cTepunmsaymMm M pata UCTedeHUSA Ccpoka rofHocTu. W3genme nocTtaBnsieTcs B
CTEPU/IbHbIM.
KOMNMIEKTHOCTb:

1. KaTtetep BD VENFLON BHYTpPMBEHHbIi Mepudepnyecknii ogHopa3oBbiii
CTepuNbHbIN ¢ 3arnywkon BD Luer-Lok Plug -B c6ope.

2. WNHCTpyKUMA N0 NPUMEHEHUIO,
yNakKoBKY.

KOTOpasaA BKJ/ajblBaeTCA B TIpynnoByr

Mpu nocTaBKe B LENAsAX o6palieHUss Ha Tepputopun P® psagom ¢ opuruHanbHOW
MapKMpPOBKOM, HO, He TMepeKkpbiBas ee, MeAULWHCKOE W3Lefine MapKUpyeTcs

JIOKaNbHbIM CTUKepOoM (rpynnoBas W TPaHCNOPTHasA YMaKoBKW), KOTOPbI WUMeeT
npuopuTer gnia Pd.



O6wwnin BN MHANBUAYaNbHOW cTepunbHON ynakoBku KaTtetepa BD VENFLON BHYTPUBEHHbIN NepudepuyecKnini 04HOPa3oBblil CTEPUbHBIN C
3arnywkoin BD Luer-Lok Plug / General view of unit sterile packaging BD VENFLON intravenous catheter sterile peripheral disposable with BD
Luer-Lok Plug

4IX,-, — TY;

»NMU® A

JLaxk'N 02
PUCYHOK 6 - BHEWHWA BUA MHAMBUAYANTbHON cTepunbHoi ynakoBku (Katetep BD VENFLON BHYTPMBEHHbIN nepudepruyeckunii o4HopasoBblii
CTepuAbHbIN ¢ 3arnywkon BD Luer-Lok Plug)/ Picture 6 - Sterile packaging view (BD VENFLON intravenous peripheral disposable sterile catheter
with BD Luer-Lok Plug)

XapaKTepuCTUKN MHAMBUAYaNnbHOW ynakoBku / Sterile packaging characteristics

Pa3wvep, Mm / Size, mra 137(£0.5)x34(x0.3)
Macca ynakoBku ¢ usgenvem (6pyTTo) r, He 5.50

6onee / Weight of the package with the

product (gross), ¢
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O6wunin g rpynnoeoi ynakoskn Katetepa BD VENFLON BHYTpPUBEHHbIV NeputepnyecKnini 04HoOPa3oBbIii CTePUNbHbIN € 3arnyLwkoi BD
Luer-Lok Plug / General view of shelf packaging BD VENFLON intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

PucyHok 7 - 'pynnoBas ynakoska (Katetep BD

PucyHoK 8 - cofgep)xnmoe rpynnoBon ynakoBku (Katetep BD
VENFLON BHYTpUMBEHHbIN nepudepmnyeckunii

VENFLON BHYTPUBEHHbIN NeputepnyecKuin 04HOpasoBbIi
OfHOpPa30Bblii CTEPUNbHbIN € 3arnywkoin BD Luer-Lok CTepunbHbIl ¢ 3arnyw ko BD Luer-Lok Plug)/ Picture 8 -
Plug)/ Picture 7 - Shelf packaging (BD VENFLON Contents of the shelf packaging (BD VENFLON intravenous

intravenous peripheral disposable sterile catheter with peripheral disposable sterile catheter with BD Luer-Lok Plug)
BD Luer-Lok Plug)

XapaKTepucTuky rpynnosoii ynakoekn Katetepa BD VENFLON BHYTPMBEHHOTO Nepudepmnyeckoro 04HOPa3oBoro CTepUbLHOIO C
3arnywkoi BD Luer-Lok Plug / Shelf packaging characteristics of BD VENFLON intravenous peripheral disposable sterile catheter
with BD Luer-Lok Plug
Pa3vep, MM/ Size, mm 170x143x105 (x1)

Macca ynakoBku ¢ usgenvem (6pyTtTo) r, He 6onee / Weight of the 284
package with the product (gross), g
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O6wnii Bng TpaHcnopTHoi ynakoBku Katetepa BD VENFLON BHYTPUBEHHOT0 NepudepmnyecKoro 04Hopa3oBoro CTeEPUAbLHONO ¢ 3arnyLwKom
BD Luer-Lok Plug / View of case packaging characteristics of BD VENFLON intravenous peripheral disposable sterile catheter with BD Luer-

Lok Plug

PrcyHok 9 — M1306paxkeHue TpaHcnopTHOM ynakosku (KateTep BD VENFLON BHYTpMBEHHbIN Nepugepruyeckunii 04HOPa3oBbIit
cTepunbHbIli ¢ 3arnynncoit BD Luer-Lok Plug)
/ Picture 9— Case packaging (BD VENFLON intravenous peripheral disposable sterile catheter with BD Luer-Lok Plug)

XapaKTepucTnKN TpaHCNOpPTHOW ynakoBkn KateTepa BD VENFLON BHYTPMBEHHOIO Nepuepunyeckoro
0/[lHOPa30BOro CTepuabHOro ¢ 3arnywkoii BD Luer-Lok Plug / Case packaging characteristics of BD VENFLON
intravenous peripheral disposable sterile catheter with BD Luer-Lok Plug

Pa3mep, MM/ Size, mm

Macca ynakoBku ¢ usgenuem (6pyTTo) r, He 6onee /

Weight of the package with the product (gross), g

BD VENFLON PRO intravenous peripheral disposable sterile
catheter with BD Luer-Lok Plug - Unit sterile package (blister)
contains | pc of BD VENFLON PRO intravenous peripheral
disposable sterile catheter with BD Luer-Lok Plug.

50 unit packages form a shelf package, and 10 shelf packages form a
case box. All package sizes are imprinted with the company name,
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560x180x305(5)
3245

KaTeTep BD VENFLON PRO BHYTPUBEHHbIN nepugepnyecknii
04HOPa30BbIA CTeEPUNbHbINA c3arnyw ko BD Luer-Lok Plug - MHgmBugyanbHas
cTepunbHas ynakoska (6nuctep) cogepXuTt 1 wT. Katetepa BD VENFLON PRO
BHYTPMBEHHbII Nepudepuyecknin 04HOPa30BbI CTEPUIbHBIA C 3arnywkoin BD
Luer-Lok Plug.

50 nHAMBUAYaNbHbIX YNAKOBOK POPMUPYIOT rpynoBy ynakoBKy, a 10 rpynnoBbIX
yNakoBOK — KOPOOKY [A/19 TPaHCnopTMpoBKKU. Ha ynakoBKax BCeX pa3MepoB



product name and quantity, sterilization data and expiration date. The
product is supplied sterile.

Completeness:

1. BD VENFLON PRO intravenous peripheral disposable sterile
catheter with BD Luer-Lok Plug (complete).

2. Instruction for use which is included in the shelf package.

When delivered for circulation in the territory of the Russian
Federation, next to the original marking, but without overlapping it,
the medical device is marked with a local sticker (shelf and case
packaging), which has priority for the Russian Federation.

oTneyaTaHbl JaHHble 0 KOMMNaHWW, Ha3BaHWe N KONNYeCTBO WU3genwuii, gaHHble 0
cTepunnsaumm 1 fata UCTeYeHWA CpoKa rogHocTu. W3genue noctaBsfisfieTca B
CTEPUJIbHbIM.
KoMNNeKTHOCTb:
1. Katetep BD VENFLON PRO BHyTpuBeHHbIi nepudepmnyeckunia
O[HOPa30BbIN CTEPUbHbIN ¢ 3arnywkoii BD Luer-Lok Plug- B c6ope.
2. WHCTpPYKUMA NO MNPUMEHeHWo, KoTopas BK/afblBaeTcA B rpynnoByto
yNnakKoBKY.

Mpn nocTtaBkKe B LensAX obpalileHUss Ha Tepputopun PP pagom ¢ opurmHanbHOn
MapKMpPOBKOW, HO, He MepekpbiBas ee, MeAMLUUHCKOe W3hennMe MapKupyeTtcs
NOKa/ibHbIM CTMKepoM (rpynnoBas U TpaHCMOpPTHasA YNaKoBKW), KOTOPbIi MMeeT
npuoputet anda P®.

O6wmnin Bng nHagnBugyanbHoii ctepunbHoii ynakosku Katetepa BD VENFLON PRO BHYTpPUBEHHbI Nepudepnyeckunii 04HOpPa3oBblii
cTepunbHbIN ¢ 3arnywkoin BD Luer-Lok Plug / Unit (sterile) packaging BD VENFLON PRO intravenous peripheral disposable sterile catheter
with BD Luer-Lok Plug

PucyHok 10 - BHellHWi1 BUA UHAMBUAYaNbHOM cTepunbHoi ynakoBku (KateTep BD VENFLON PRO BHYTprBEHHbI Nepudepuyeckunii 04HOPa3oBbIil CTEPUAbHBINA C 3arnyLiKoin BD

Luer-Lok Plug)

XapakTepUcTUKM nHAMBMAYyanbHol ynakoBku Katetepa BD VENFLON PRO BHYTPMBEHHOrO nepudiepruyeckoro 04HOpa3oBoro CTEPUILHOTO ¢ 3arnyLKkoit BD
Luer-Lok Plug / Sterile packaging characteristics of BD VENFLON PRO intravenous catheter sterUe peripheral disposable with BD Luer-Lok Plug

Pasmep, MM/ Size, mm

137(20.5)x34(20.3)

Macca ynakoBku ¢ usgenvem (6pyTTo) r, He 6onee / Weight of the package with the product (gross), g 5.40
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O6umit Bua rpynnosoii ynakoskn Karerepa BD VENFLON PRO BHyTpHBeHHblH nepudeputeckuii 0AHOpa3oBblii CTePHILHLII ¢ 3ar1yIIKo#H
BD Luer-Lok Plug / Shelf level view BD VENFLON PRO intravenous peripheral disposable sterile catheter with BD Luer-Lok Plug

Pucymok 11 - I'pynnosas ynakoeka (Katerep BD VENFLON PRO PucyHox 12 - conepxumoe rpynnosoit ynakoeku (Karerep BD

BHYTPHBEHHBIH nepHdepHIECKHit OAHOPa3OBLIH CTEPWILHBIH C VENFLON PRO BHyTpHBeHHRII neprdepHIecK it 0AHOPa30BBIi
saraywkoit BD Luer-Lok Plug) / Picture 11 - Shelf packaging (BD cTepwiIbHBIA ¢ 3armymkoit BD Luer-Lok Plug) / Picture 12 -
VENFLON PRO intravenous catheter sterile peripheral disposable Contents of the shelf packaging (BD VENFLON PRO intravenous

with BD Luer-Lok Plug) catheter sterile peripheral disposable with BD Luer-Lok Plug)

Xapaxrepucruku rpynnosoii ynaxosxn Karerepa BD VENFLON PRO BuyTpuBEeHHOI0 nepHQpEpH4ECcKOro 01HOPa3oBoro
crepuabHoro ¢ 3araymxoit BD Luer-Lok Plug /Shelf packaging characteristics of BD VENFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug

Pa3mep, MM / Size, mm 167x143x105 (£1.5)
Macca ynakosku ¢ usgenueM (6pytro) r, ne Gonee / Weight of the 270
package with the product (gross), g
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O6wnin Bua TpaHcnopTHoi ynakoBky KaTtetepa BD VENFLON PRO BHYTPMBEHHOIO NepnpeprnyecKoro 04Hopa3oBoro CTePUibHOro ¢
3arnywkoin BD Luer-Lok Plug / General view of the case package BD VENFLON PRO intravenous catheter sterile peripheral disposable with
BD Luer-Lok Plug

PucyHok 13 — 1306paxkeHne TpaHcnopTHoi ynakoBku (Katetep BD VENFLON PRO BHYTpMBEHHBI Nepugiepryecknini 04HOpa3oBbIit
CTepubHbINA ¢ 3arnywwkoi BD Luer-Lok Plug)
/ Picture 13— Case packaging (BD VENFLON PRO intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug)

XapakTepucTuKmM TpaHcnopTHoi ynakoBkn Katetep BD VENFLON PRO BHYTpUBEHHbI nepudeprnyeckunii
0fHOpPa30BbIi CTEPWUIbHBINA € 3arnywkoii BD Luer-Lok Plug/ BD VENFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug

Pa3mep, MVI/ Size, mm

Macca ynakoBku ¢ usgenunem (6pyTTo) r, He 6onee
/ Weight of the package with the product (gross), g

BD NEOFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug - Unit sterile package (blister) contains 1 pc
of BD NEOFLON intravenous peripheral disposable sterile catheter
with BD Luer-Lok Plug.

50 unit packages form a shelf package, and 10 shelf packages form a
case box. All package sizes are imprinted with the company name,

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

560x183x292 (+3)
3044

Katetep BD NEOFLON BHYTPUBEHHbIA NepugepuyecKMini 0AHOPa3oBbIi
CTepunbHbIl ¢ 3arnywkoii BD Luer-Lok Plug - MHauBMagyanbHasa cTepuibHas
ynakoBka (6aucTtep) cogepXut 1 wT. katetepa BD NEOFLON BHYTPUMBEHHbI
nepugepmnyecknii 04HOpPa3oBbIN CTepUbHbINA ¢ 3arnywkoii BD Luer-Lok Plug.

50 wHAauBMAyaNbHbIX YMNaKOBOK (QOPMUPYIOT TrpynoByk YynakoBky, a 10
rpynnoBbIX YNakoBOK — KOPOOKY A1 TPaHCMOPTMPOBKMW. Ha ynakoBkax Bcex



product name and quantity, sterilization data and expiration date. The pa3MepoB oTne4YaTaHbl faHHbIE 0 KOMMNAHWW, HasBaHWEe U KOMMYECTBO U3AENUWN,

product is supplied sterile. JaHHble O CcTepuausauMum w jata WCTeYEHMS Ccpoka rogHocTu. W3genue
Completeness: nocTaBNAETCA B CTEPU/IbHbIM.
1. BD NEOFLON intravenous peripheral disposable sterile catheter KOMNNeKTHOCTb:
with BD Luer-Lok Plug (complete). 1. Katetep BD NEOFLON BHYTPUBEHHbI NepudepuyecKnin ogHopasoBblii
2. Instruction for use which is included in the shelf package. CTepu/bHbIN € 3arnywkoin BD Luer-Lok Plug -B c6ope.

2. WHcTpyKuma no NpUMEHeHWo, KOTopas BK/afAblBaeTCA B rPYNMoByto
When delivered for circulation in the territory of the Russian YNaKOBKY.

Federation, next to the original marking, but without overlapping it,

the medical device is marked with a local sticker (shelf and case [lpw nocTtaBke B Lenax obpalieHus Ha Tepputopun PP pagom ¢ opurnHanbHoM

packaging), which has priority for the Russian Federation. MapKMPOBKOW, HO, He MepekpbiBas ee, MeAWLUWUHCKOe W3fenve MapKupyeTcs
NOKanbHbIM CTMKePOM (FpynnoBas M TpaHCMOPTHas ynakoBKW), KOTOPbIA nMeeT
npuopuTeT ana P&,

O6wKnin BN HANBUAYaNnbHO cTepubHOi ynakoBkn Katetepa BD NEOFLON BHYTPUBEHHbIT Nepudepnyeckunii 0aHOPa3oBblil CTEPUbHbIN

c 3arnywkoii BD Luer-Lok Plug / General view of unit sterile packaging BD NEOFLON intravenous catheter sterile peripheral disposable with

BD Luer-Lok Plug

©BD Neoflon™

~1391350 BDluer-Uk™
Qkkinson Infuiton Ttwsrei

(Q1]003U903 31 & 03

PucyHok 14 - BHelUHWiA BUA MHAMBUAYabHOR cTepunbHOl ynakoBku (KateTep BD NEOFLON BHYTpUBEHHbI NepudiepryecKimii 0AHOPa3oBbIvi CTePUbHBINA ¢ 3arnyLwko BD Luer-
Lok Plug)
/ Picture 14 - Sterile packaging view (BD NEOFLON intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug)

XapakTepucTukn nHanBmayanbHoin ynakosku Katetepa BD NEOFLON BHYTpUBEHHOI0 nepmdepmyeckoro 0HOpa3oBoro CTEPMALHONO € 3arnyLkon BD
Luer-Lok Plug / Specification of unit packagine BD NEOFLON intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

Pasmep, MM/ Size, mm 101x33,5(x0.3)
Macca ynakoBku ¢ nsgenunem (6pyTro) r, He 6onee / Weight of the package with the product 3,78
(gross), g
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O6wwnii Bug rpynnosoii ynakosku Katetepa BD NEOFLON BHYTPUBEHHOI0 nepugepmnyecKoro o4HOPa3oBoro CTepuabHONo ¢ 3arnywkon BD
Luer-Lok Plug/ General view of Shelf packaging of BD NEOFLON intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

PucyHok 15 - M'pynnosas ynakoBka (Katetep BD NEOFLON PucyHok 16 - cofiep>xumMoe rpynnoBoii ynakosku (Katetep BD
BHYTPUBEHHbIV NepudiepuyecKnii 04HOPa30BbIA CTEPUNbHbIN C NEOFLON BHYTpMBEHHbIA Nepudepnyeckinii 04HOPa30oBbIA CTEPUIbHLII
3arnyLlwkoii BD Luer-Lok Plug) / Picture 15 - Shelf packaging (BD ¢ 3arnywkoit BD Luer-Lok Plug)/ Picture 16 - Contents of the shelf
NEOFLON intravenous catheter sterile peripheral disposable with BD packaging (BD NEOFLON intravenous catheter sterile peripheral
Luer-Lok Plug) disposable with BD Luer-Lok Plug)

XapakTepucTukm rpynnosoii ynakoskn Katetepa BD NEOFLON BHYTpYBEHHOIO Nepntepmyeckoro 04HOPasoBoro CTepuIbHONO ¢
3arnywkoin BD Luer-Lok Plug / Shelf packaging characteristics of BD NEOFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug
Pa3wvep, mm / Size, mm 167x143x105 (+1.5)
Macca ynakoBkm ¢ usgenuem (6pyTTo) r, He 6onee / Weight ofthe package with 248
the product (gross), g
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O6wuii Bug TpaHcnopTHon ynakoBkn Katetepa BD NEOFLON BHYTPMBEHHOr0 nepugepruyeckoro 04Hopa3oBoro CTePUAbHOIO C 3ar1yLLIKo
BD Luer-Lok Plug/ View of case packaging of BD NEOFLON intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

01A3I/\«

AF
1

PucyHok 17 - 306pakeHne TpaHCMOPTHOM ynakoBku (KaTtetep BD
NEOFLON BHYTPWBEHHbIA NepUgepryecKnini 04HOPa30BbI CTEPU/IbHDIN
¢ 3arnywkoi BD Luer-Lok Plug)

/ Picture 17 - Case packaging view (BD NEOFLON intravenous catheter
sterile peripheral disposable with BD Luer-Lok Plug)

XapakTepucTuKmM TpaHcnopTHOM ynakoBkn KateTtepa BD NEOFLON BHYTpMBEHHOI0O nepugeprnyeckoro 04Hopa3oBoro
cTepunbHoro c 3arnywkoit BD Luer-Lok Plug / Case packaging characteristics of BD NEOFLON intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug

Pa3wmep, mm / Size, mm

Macca ynakoBsku ¢ usgenvem (6pyTtTo) r, He 6onee / Weight of the

package with the product (gross), g
BD NEOFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug - Unit sterile package (blister)
contains 1 pc of BD NEOFLON PRO intravenous peripheral
disposable sterile catheter with BD Luer-Lok Plug.

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

560x183x292 (+3)
2791

Katetep BD NEOFLON PRO BHYTpWBEHHbIN nepugepmnyecknii
04HOpPAa30BbI CcTepunbHbI ¢ 3arnywkoidr BD  Luer-Lok Plug -
MHanBugyanbHas cTepunbHan ynakoska (6nnctep) cofgep>xXmT 1 wT. Katetepa BD
NEOFLON PRO BHYTpPVBEHHbIV nepugepnyecKnin 0qHopasoBbiii CTEPUbHbIN C
3arnywkoii BD Luer-Lok Plug.




50 unit packages form a shelf package, and 10 shelf packages form a
case box. All package sizes are imprinted with the company name,
product name and quantity, sterilization data and expiration date. The
product is supplied sterile.

Completeness:

1. BD NEOFLON PRO intravenous peripheral disposable sterile
catheter with BD Luer-Lok Plug (complete).

2. Instruction for use which is included in the shelfpackage.

When delivered for circulation in the territory of the Russian
Federation, next to the original marking, but without overlapping it,
the medical device is marked with a local sticker (shelf and case
packaging), which has priority for the Russian Federation.

50 wuvHAMBMAyaNbHbIX YMNaKoBOK (OPMWPYHOT rpynoByw ynakoBky, a 10
rpynnoBbIX YNaKoBOK — KOPOOKY AN TpaHCMOpTUMPOBKU. Ha ynakoBKax Bcex
pasMepoB OTneyaTaHbl JaHHble 0O KOMMaHWW, Ha3BaHWe U KOMMYeCTBO U3AeNunia,
JaHHble 0 CcTepuaM3auMm Un fjaTa MUCTeYeHUs cpoka rogHocTu. W3sgenue
NnocTaB/IsSeTCsA B CTEPUNBHOM BUSE.
KoMnneKTHOCTb:
1. Katetep BD NEOFLON PRO BHyTpuBEHHbIi nepudepnyeckunii
OAHOpPAa30BbIA CTepUbHbINA ¢ 3arnywkoii BD Luer-Lok Plug - B c6ope.
2. WNHCTpYKLMS MO NPUMEHEHMWIO, KOTOpas BKaAblBaeTCA B rPYMnmnoBYyiO
yNaKoBKY.

Mpn noctaBKe B Lensax obpaleHWs Ha TeppuTopum PP psagom ¢ OpUrMHanbHOM
MapKMPOBKOW, HO, He MNepekpbiBas ee, MeJULMHCKOe u3fenne MapKupyetcs
NOKanbHbIM CTUKEPOM (rpynnoBas M TPaHCNOPTHasA YNakoBKMW), KOTOPbIA nmeeT
npuopuTet gna Pd,

O6wmin BUA MHANBUAYaNbHOA cTepunbHOM ynakoBkn KateTtepa BD NEOFLON PRO BHYTpMBEHHOI0 NeprdeprnyecKoro 0iHopa3oBoro CTEPUNBbHONO C
3arnywkoin BD Luer-Lok Plug / Unit (sterile) packaging view of BD NEOFLON PRO intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

PucyHok 18 - BHeLUHWiA BUA MHAMBMAYaNbHOM cTepubHON ynakoBkn (Katetep BD NEOFLON PRO BHYTPUBEHHBI Nepuepryeckunii 04HOPa3oBblii CTepUbHBI € 3arayLukoin BD

Luer-Lok Plug)

/ Picture 18 - Sterile packaging view (BD NEOFLON PRO intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug)

XapakTepucTnku nHameuayansHoi ynakosku Katetepa BD NEOFLON PRO BHYTpYBEHHOr0O Neputepryeckoro ogHopasoBoro
cTepunbHoro c 3arnywkoi BD Luer-Lok Plug/ Sterile packaging characteristics of BD NEOFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug

Pasmep, mm / Size, mm

101x33.5(0.3)

Macca ynakosku ¢ nsgenuem (6pyTTo) r, He 6onee  Weight of the package with the product (gross), g 3.75
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O6wwrin Bug rpynnosoii ynakoBkn Katetepa BD NEOFLON PRO BHYTPUBEHHOI0 Nepudepmnyeckoro 04HOPa3oBoro CTEPUILHONO C 3ar/yL Ko
BD Luer-Lok Plug/ Shelflevel view of BD NEOFLON PRO intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug

PucyHok 19 - 'pynnosas ynakoska (Katetep BD NEOFLON PRO PucyHoK 19 - cofepXumoe rpynnoBoii ynakoBku (Katetep BD
BHYTPMBEHHbIV NepUepuyecKnii 04HOPa3oBbIli CTEPUNbHBIN € NEOFLON PRO BHyTpUBEHHbII Nepudiepuyecknii 04HOPa3oBbIl
3arnywkoii BD Luer-Lok Plug) / Picture 19 - Shelfpackaging (BD CTepuIbHbIN ¢ 3arnywkoit BD Luer-Lok Plug)/ Picture 19 - Contents of
NEOFLON PRO intravenous catheter sterile peripheral disposable with  the shelf packaging (BD NEOFLON PRO intravenous catheter sterile
BD Luer-Lok Plug) peripheral disposable with BD Luer-Lok Plug)

XapaktepucTtuku rpynnosoii ynakosku Katetepa BD NEOFLON PRO BHYTpMBEHHOI0 Nepnepruyeckoro 0gqHopasoBoro
CTepunbHoro c 3arnywkoit BD Luer-Lok Plug / Shelf packaging characteristics of BD NEOFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plue
Pasmep, MM/ Size, mm 167X143X105 (£1.5)

Macca ynakoBkun c usgenuem (6pyTTo) r, He 6onee / 242
Weight of the package with the product (gross), g
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O6wwin Bua TpaHcnopTHon ynakoBkn Katetepa BD NEOFLON PRO BHYTpMBEHHOIo nepndepmMyeckoro o4Hopa3oBoro CTepusibHOro ¢
3arnywkoii BD Luer-Lok Plug/ View of case packaging of BD NEOFLON PRO intravenous catheter sterile peripheral disposable with BD
Luer-Lok Plug

PucyHok 20 - W306paxkeHue TpaHCnopTHOI ynakosku (Katetep BD
NEOFLON PRO BHYTpVBEHHBIV NepugepniecKnii 04HOPa30oBbIN
CTepWbHbINA ¢ 3arnywkoii BD Luer-Lok Plug)

/ Picture 20 - Case packaging (BD NEOFLON PRO intravenous catheter
sterile peripheral disposable with BD Luer-Lok Plug)

XapaKTepuCcTUKK TpaHCMopTHON ynakoBkn Katetepa BD NEOFLON PRO BHyTpvBEHHOIr0 nepndepuyeckoro 0gHopasoBoro
cTepunbHOro c 3arnywkoi BD Luer-Lok Plug / Case packaging characteristics of BD NEOFLON PRO intravenous catheter

Sterile peripheral disposable with BD Luer-Lok Plug
Pasmep, MVI/ Size, mm 560x183x292 (+3)
Macca ynakoBku ¢ usgenvem (6pytTo) r, He 6onee / Weight of the 2726
package with the product (gross), g
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BD Luer-Lok Plug - The accessory is packed in a sterile blister
containing 4 pcs. plugs. 50 blisters of 4 pieces (200 pieces) make up a
shelf package. 10 multipacks make up a case package (2000 pieces).
All package sizes are imprinted with company information, product
name, batch number, sterilization data and expiration date.

BD Luer-Lok Plug in the amount of 1 piece is supplied complete with
catheters BD VENFLON intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug, BD VENLON PRO intravenous
catheter sterile peripheral disposable with BD Luer-Lok Plug, BD
NEOFLON intravenous catheter sterile peripheral disposable with BD
Luer-Lok Plug, BD NEOFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug in general unit sterile
packaging, if necessary, plugs can be supplied separately, in blisters,
as described above.

When delivered for circulation on the territory of the Russian
Federation, next to the original marking, but without overlapping it,
the accessory is marked with a local Russian-language sticker (Shelf
and case packaging), which has priority for the Russian Federation.

3arnyuwka BD Luer-Lok Plug- TpuHagneXxHocTb YyNakKoBbIBaeTcs B
CTEPU/IbHbIA 6nMCcTep, cogepXXawuini no 4 wT. 3arnywek. 50 6numcTepoB no 4
WTYyKN (200 WTYK) COCTABNAT rpynnoBy ynakoBkKy. 10 rpynnoBbiX yNnakKoBOK
COCTaBNAKT TPAHCNOPTHYIO ynakoBKy (2000 WwTyK). Ha ynakoBKax BCex pasMepoB
oTneyaTaHbl JaHHble 0 KOMMaHWW, HasBaHWe MU3JeNnin, HOMepP cepuun, faHHble 0
cTepunmsaunm U gata UCTeYeHNs CPOKa rogHOCTHU.

3arnywka B KonmyecTBe 1 WT nocTtaBnsierca B cbope ¢ kareTepamm BD
VENFLON BHYTpUBEHHbIN nNepudepnyecKnini 0A4HOPAa30BbIA CTEPUNIbHbIA C
3arnywkoin BD Luer-Lok Plug, BD VENFLON PRO BHYTpPUBEHHDbIA
nepudepmnyecKmMin 0fHOPa3oBbIi CTepUNbHbIN ¢ 3arnywkoin BD Luer-Lok Plug,
BD NEOFLON BHYTPUBEHHbI nepugepnyecknii ogHopa3oBblil CTEPUNbHbIN C
sarnywkoii BD Luer-Lok Plug, BD NEOFLON PRO BHYTPMBEHHbI
nepnepnyecKnii 0fHOPa3oBbIN CTePUNbHbINA ¢ 3arnywkon BD Luer-Lok Plug B
obLWwel NHAMBUAYaANbHON CTEPUNBLHON YNaKoBKe, NMPU HEO6X0A4MMOCTY 3arayLKu
MOryT 6bITb MOCTaB/IeHbl OTAENbHO, B 6/1MCTepax, Kak 0NMcaHo BblLLe.

Mpu nocTaBke NPUHAL/IEXHOCTU OTAE/IbHO OT KaTeTepoB, B LenAx obpalieHna Ha
TeppuTopun P®, pAgoM ¢ 0pUrMHasbHOW MapKMPOBKON, HO, He NepekpbiBas ee,
NPUHAANEXHOCTb  MapKUPYeTCsa  /IOKa/bHbIM  PYCCKOA3bIYHbIM  CTUKEPOM
(rpynnoBasi 1 TpaHCNoOpTHasA yNakoBKa), KOTOPbIi UMeeT NpuopuTeT ansa PP,

Oo6wunn BUA NHANBUAYANbHOW CTePUAbHON ynakoBku 3arnywkun BD Luer-Lok Plug / Unit (sterile) packaging of BD Luer-Lok Plug

©BD Plug 394080
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PucyHok 21 - BHeWHWI BUL UHAMBUAYAIbHON cTepuAbHON ynakoBku (3arnywka BD Luer-Lok Plug)
/ Picture 21 - Sterile packaging view (BD Luer-Lok Plug)
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XapaKTepucTUKN MHAMBMAyanbHo ynakoBku 3arnywkn BD Luer-Lok Plug / Sterile packaging characteristics of BD
Luer-Lok Plug

Pasmep, MM/ Size, mm 129x29 (+0,3)
3,00

Macca ynakoBku ¢ msgenuem (6pyTTo) r, He Gonee /
Weight of the package with the product (gross), g

O6wunit Bug rpynnosoin ynakosku 3arnywkn BD Luer-Lok Plug/ Shelflevel view of BD Luer-Lok Plug

PucyHok 23 - cogep>XMMoe rpynnoBoii ynakoBKu
(3arnywka BD Luer-Lok Plug) / Picture 23 - Contents of
the group packaging (BD Luer-Lok Plug)

PucyHok 22 - F'pynnoBas ynakoBKka (3arnywka BD Luer-
Lok Plug )/ Picture 22 - Shelfpackaging (BD Luer-Lok
Plug)

XapakKTepucTuku rpynnoBoin ynakoBku 3arnywkn BD Luer-Lok Plug/Shelf packaging characteristics of BD Luer-
Lok Plug

Pasmep, MM/ Size, mm 145x110x115 (+1)
Macca ynakoBku ¢ usgennem (6pyTTo) r, He 6osee / Weight of 187,68

the package with the product (gross), ¢
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O6wmnii BUA TpaHCNOPTHON ynakoBku 3arnywku BD Luer-Lok Plug / View of case packaging of BD Luer-Lok Plug

©BD Plug__
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PucyHok 24 — M306paxeHne TpaHCNOPTHOW ynakoBku (3arnywka BD Luer-Lok Plug)
/ Picture 24— Transport packaging (BD Luer-Lok Plug)

XapaKTepUCTUKKN TpaHCNOpPTHOM ynakoBku 3arnywku BD Luer-Lok Plug / Transport case characteristics
wa BD Luer-Lok Plug

Pasmep, MM/ Size, mm 560x183x292 (£3)

Macca ynakoBku ¢ nsgenunem (6pyTTo) r, He 60/ee 2176

[/ Weight of the package with the product (gross), g
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Information on russian marking
During import to Russian Federation the medical device in shelf and case
packages is provided with the local Russian stickers that are prevailing when
supplied to Russian Federation. In case of discrepancy ofinformation on the
sticker and on the package, it is correct to consider the information on the
sticker. Local Russian sticker does not cover the original data of the
manufacturer and is of the following content:

MHgpopmayma 0 pyccKosi3ablUHOM MapKUpPOBKe
Mpn nocTaBKe Ha TeppuTopuio PP, rpynnoBas u TpaHCMOpPTHaA yNakKoBKM
OyLyT cHabXaTbCA JONOIHUTENIbHBIM PYCCKOA3bIYHBIM CTUKEPOM, KOTOPbIA
UMeeT NPUOPUTET 418 NOCTaBOK B P®. INpu pacxoxieHUn nHpopmaLmm Ha
CTUKEPE W Ha YNaKoBKe, BEPHON cumTaTb WHMOpPMaLMI0 Ha CTUKepe.
JloKanbHbI PYCCKOA3bIYHbIA CTUKep He OyfeT 3aKpbiBaTb OPUTMHAbHYIO
3TUKETKY OT NPOU3BOANTENSA, N ByLeT UMeTb CefytoLLee cofepXxaHue:

MakeT MapKMpPOBKU Ha pyccKoM fA3bike Ha npumMepe KaTtetepa BD VENFLON BHYTPUBEHHOI0 Nepuepnyeckoro 04HOpPa3oBoro CTePUILHOIO ¢ 3ariyLKo
BD Luer-Lok Plug: 22G 0,8 mm x 25 mm / Labeling layout in Russian using the example of BD VENFLON intravenous catheter sterile peripheral disposable

with BD Luer-Lok Plug: 22G 0.8 mm x 25 mm

KaTteTep BD BHYTpPWBEHHbIA neputepnyecknii 0f4HOPa30BbIi CTeEPUNbHbLIA C 3arnywkoi BD Luer-Lok
Plug, B BapnaHTax UCNOMHEHMNS, C MPUHALNEXHOCTAMMU:
Katetep BD VENFLON BHYTpWUBEHHbIi nepuepnyecknin oaHOPa30BbI CTEPUNbHbIM C 3arnywkoin BD

Luer-Lok Plug: 22G 0,8 MM X 25 MM

Mpounssogutens: bekToH AukuHcoH NHpbloxH Tepann AB, (Becton Dickinson Infusion Therapy AB), Florettgatan 29C, PO

Box 631, SE-251 06 Helsingborg, Sweden (LU Beyus)

MecTto npoussoacTtea: Becton Dickinson IndiaPvt. Ltd., PlotNo. 1, Sector 3, IMT, Bawal -123 501, District Rewari, Haryana,

India (MHAKA)

REF

Homep no katanory :CM. Ha ynakogeke

LOT

Kog naptuu CM Ha ynakoBke

Mcnonb3oBaTh 40 Gr: CM. Ha ynakoBke

AnuporeHHo. HetokcnyHo. CTepunbHO. TONbKO 418 OAHOKPATHOTO MPUMEHEHMNA.
He ncnonb3osaTb, ec ynakosKa noepexaeHa. He ctepunnsosaTb NOBTOPHO.

He ncnonb3oBaTb Nocfie UCTEYEHMNA CPOKA FTOLHOCTM.

O6GnacTb NpUMeHeHUs: s o6ecneyeHms Nepugepnyeckoro BEHO3HOT0 A0CTYNA C Lebio NpoBeAeHNs MH(Y3NOHHOI Tepanun

M BHYTPUBEHHbIX BNNBAHW
Ycnosusa xpaHeHus: npu temnepaTtype ot +2*C go +35®C.

He gonyckaTb BO3/eiiCTBMSA NPAMOro CONHEYHOr0 CBeTa. bepeyub OT Bnaru.
Mepes npumeHeHMeM HEO6XOAMMO NPOBEPUTB LLeIOCTHOCTb YNakKOBKMU.

Cpok rogHocTu 5 fer.

YNONHOMOUYEHHbI npeacTaBuTeNb NPON3BOANTENA!

00O «bekToH AMKMHCOH BocTok»: i27051 Mocksa, yn. CagoBas-CamoTéuHasn, a. 24/27,2 atax, nomeuieHue |, komHata 18

Ten.: +7 495 775 85 82, email: Complaints_CIS@ bd.com.
PY Ne ®C3 2008/01579 oT AA.MM.TT

NHpopMaynio Ha pyCCKOA3bIYHOM CTUKEpPE MPOCUMM CHUTATb NPUOPUTETHON NpM nocTaske B P,

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




BD intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug, in the design styles, with
accessories:
BD VENFLON intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug: 22G 0.8 mm x 25 mm

Manufacturer: Becton Dickinson Infusion Therapy AB, Florettgatan 29C, RO Boh 631, SE-251 06 Helsingborg,
Sweden

Place of manufacturing: Becton Dickinson India Pvt. Ltd., Plot No. 1, Sector 3, IMT, Bawal - 123 501, District
Rewari, Haryana, India

Reference nutberEp] See the package

Lot number 1—-J : See the package

Expiry date 2 : See the package

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

Do not use if packaging is damaged. Do not re-sterilize.

Do not use after the expiration date.

Scope: to provide peripheral venous access for the purpose of infusion therapy and intravenous infusion
Storage conditions: at temperatures from + 28Cto + 35°C.

Avoid exposure to direct sunlight. Protect from moisture.

Before use, it is hecessary to check the integrity of the packaging.

Shelf life is 5 years.

Authorized representative of the manufacturer:

LLC "Becton Dickinson Vostok™: 127051 Moscow, st. Sadovaya-Samotyochnaya, 24/27, 2nd floor, room I, room 18
Tel.: +7 495 775 85 82, email: Complaints_CIS@hbd.com.

RCNo. FSZ 2008/01579 fromdd.mm.yy

We ask you to consider the information on the Russian-language sticker as a priority for delivery to the Russian Federation.

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



MakeT MapKMPOBKM Ha pycCcKoM A3bike Ha npumepe Katetepa BD VENFLON PRO BHYTpMBEHHOI0 rnepudepryeckoro 04HopasoBoro CTepusibHoro ¢
3arnywkon BD Luer-Lok Plug: 22G 0,8 mm x 25 mm / Labeling layout in Russian using the example of BD VENFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug: 22G 0.8 mm x 25 mm

Katetep BD VENFLON PRO BHYTpVBEHHbIi Neputepnyecknii 04HOPa30Bblii CTEPU/IbHBIA C 3arnyLKow
BD Luer-Lok Plug: 22G 0,8 Mm X 25 MM

Mpounssogutenb: bekToH AukuHcoH VIHGbOXH Tepanu AB, (Becton Dickinson Infusion Therapy AB), Florettgatan 29C, PO
Box 631, SE-251 06 Helsingborg, Sweden (LU Beyus)

MecTo npoussoactsa: Becton Dickinson India Pvt. Ltd., Plot No. 1, Sector3, IMT, Baw al-123 501, District Rewari, Haryana,
India (MHAKNA)

REF

Homep no katanory . CM. Ha ynakoBke

toT

Kog napTtun CMHa ynakoBske

Mcnonb3oBaTh 4O MM CM. Ha YNaKOBKe

AnuporeHHo. HeTokcmyHo. CTepuibHO. TONbKO 418 OL4HOKPATHOrO NPUMEHEHUS.

He ncnonb3oBaTb, eCny ynakoska noBpexaeHa. He ctepunnsosaTb NOBTOPHO.

He ncnonb3oBaTb NoOCNe UCTEUYEHWUA CPOKA FOLHOCTH.

O6nacTb NpUMeEHeHUA: ana obecnevyeHna nepudepnyeckoro BEHO3HON0 4OCTyNa C LLenbio NpoBeAeHNs UHDY3NOHHONR Tepanuu
N BHYTPWBEHHbIX BANBaHU

Ycnosusa xpaHeHus: npu TemnepaTtype o1 +2®C go +35*C.

He fonyckaTb BO3AeNCTBMSA MPAMOro COHEYHOrO CBeTa. bepeyb OT Bnaru.

Mepes NpuMeHeHMEM HeoBX04MMO NPOBEPUTH LLENOCTHOCTb YNaKOBKU.

Cpok rogHoctu 3 roga.

YNONHOMOYEHHbI NpeacTaBUTe b NPOM3BOANTENSA:

00O «bekToH ANKMHCOH BocTok»: 127051 MockBa, yn. CagoBas-CamoTé4yHan, g.24/27,2 atax, nomew,eHume |, komHaTta 18
Ten.: +7 495 775 85 82, email: Complaints_CIS@ M.com.

PY Ne ®C3 2008/01579 oT AA4.MM.TT

MH(popMaLuio Ha pycCKOA3bIYHOM CTUKEPE MPOCUM CUMTATh MPUOPUTETHON NpK nocTaske B P®.

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



BD intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug, in the design styles, with
accessories;

BD VENFLON PRO intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug: 22G 0.8 mm x
25 mm

Manufacturer: Becton Dickinson Infusion Therapy AB, Florettgatan 29C, RO Boh 631, SE-251 06 Helsingborg,
Sweden

Place of manufacturing: Becton Dickinson India Pvt. Ltd., Plot No. 1, Sector 3, IMT, Bawal - 123 501, District
Rewari, Haryana, India

Reference nurnherfREF I See the package

Lot number . See the package

Expiry date mm: See the package

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

Do notuse if packaging is damaged. Do not re-sterilize.

Do not use afterthe expiration date.

Scope: to provide peripheral venous access for the purpose of infusion therapy and intravenous infusion
Storage conditions: at temperatures from + 2°C to + 35"C.

Avoid exposure to direct sunlight. Protect from moisture.

Before use, it is necessary to check the integrity ofthe packaging.

Shelflife is 3 years.

Authorized representative ofthe manufacturer;

LLC "Becton Dickinson Vostok™: 127051 Moscow, st. Sadovaya-Samotyochnaya, 24/27, 2nd floor, room I, room 18
Tel.: +7 495 775 85 82, email: Complaints_CIS@ bd.com.

RC No. FSZ 2008/01579 from dd.mm.yy

We ask you to consider the information on the Russian-language sticker as a priority for delivery to the Russian Federation.

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



MakeT MapKUPOBKN Ha PYCCKOM A3bIKe A8 ppuHagnexxHocTun; 3arnywka BD Luer-Lok Plug/ Marking layout in Russian for accessory BD Luer-Lok Plug
KaTteTep BD BHYTpPUBEHHbIN Mepudepnyecknii 0aHOPa3oBbIli CTepUbHbIA ¢ 3arnywkoin BD Luer-Lok
Plug, B BapraHTax UCMNOMHEHNS, C NPUHALNEXHOCTAMM:
MprHaaNeXHOCTb:
3arnywka BD Luer-Lok Plug

Mpounssogutenb: bekToH AUKWHCOH NH(bOXH Tepanu AB, (Becton Dickinson Infusion Therapy AB), Floretigatan 29C, PO
Box 631, SE-251 06 Helsingborg, Sweden (LU Bewuuns)

MecTto npoussoacTBa: Becton Dickinson India Pvt Ltd., Plot No. 1, Sector 3, IMT, Bawal -123 501, District Rewari, Haryana,
India (MHAna)

REF
Howmep no katanory CM. Ha ynaKoBKe
Lor
Kopg naptuu (MHa ynakoBke
Mcnonb3osath 40 CM. Ha ynakoBKe

AnunporeHHo. HetokcnyHo. CTepUNbHO. TONLKO ANA OJHOKPATHOTO NPUMEHEHUSA.

He ncnonb3oBaTb, eCNN ynakoBka NoBpexaeHa. He cTepunn3oBaTb NOBTOPHO.

He ncnonb3osaTb MNoC/ne UCTEYEHUS CPOKA FTOAHOCTH.

O6nacTb MpUMeHeHUA: 4N obecneyeHNs nepudeprnyeckoro BEHO3HOT0 A0CTyMa C Liefblo MPOBefEeHUN MHDY3NOHHOK Tepanuu
M BHYTPUBEHHbIX BAUBaHWI

Ycnosusa xpaHeHua: npu temnepatype o1 +2®C go +35“C.

He gonyckaTb BO3feiiCTBMSA NPAMOro COMHEYHOTO cBeTa. bepeyb 0T Bnaru.

Mepeps npuMeHeHneM HeO6XOAMMO NMPOBEPUTHL LLENOCTHOCTb YNAKOBKU.

Cpok rogHocTu 5 ner.

YNONHOMOYEHHbIV NpeacTaBUTeNb NPOU3BOAUTENA:

00O «beKToH iMKMHCOH BocTok»: 127051 MockBa, yn. CagoBas-CamoTéyHas, . 24/27,2 aTax, nomew,eHune |, komHata 18
Ten.: +7 495 775 85 82, email: Complaints_CIS@ bd.com.

PY Ne ®C32008/01579 oT g4.MM.rr

I/Ichopmau,mo Ha PYyCCKOA3bIYHOM CTUKEPE MPOCUM CHUTATb HpMOpMTeTHOﬁ npun noctaBke B PD,

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



BD intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug, in the design styles, with

accessories:
Acessories: BD Luer-Lok Plug

M anufacturer: Becton Dickinson Infusion Therapy AB,

Florettgatan 29C, PO Box 631, SE-251 06 Helsingborg, Sweden

Place of manufacturing; Becton Dickinson India Pvt. Ltd.,
Plot No. I, Sector 3, IMT, Bawal - 123 501, District Rewari, Haryana, India

[ref

Reference number : See the package

Lot number "1 ; Secthe package

Expiry date » : See the package

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

expiration date.

Scope: for providing peripheral venous access for the purpose ofcarrying out infusion therapy and intravenous infusions

Storage conditions: at temperatures from +2“C to +35°C.

Avoid direct sunlight. Keep away from moisture.
Before use, check the integrity ofthe packaging.
Shelflife - 5 years.

Authorized Representative of the Manufacturer:

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

Russian Federation
Tel.: +7 495 775 85 82, email: complaints_CIS@bd.com
RC SiNo. FSZ 2008/01579 from dd.mm.yy

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

J1oKanbHbI i pyCCKOA3bIYHbIA CTUKEP HAa aHTIMIACKOM A3bIKe NPUBOAMT CA TONLKO 414 cnpaBoyHbIX Leneit / Translation oflocal Russian sticker content to

9. STATEMENT ON THE USE OF MATERIAL OF ANIMAL
ORIGIN
These devices utilize very small amounts of tallow or tallow
derivatives (e.g. stearates in polymers). Per MEDDEV 2.4/1 Rev. 9
June 2010 and MEDDEYV 2.11/1 Rev 2 January 2008, such substances
are not considered as derivatives of animal tissues for the purpose of
this rule which therefore does not apply.

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

English isprovidedfor reference purpose only.

9. 3AABNEHUWE OB NCMNOJ/Ib3OBAHNWN MATEPUANOB
XNMBOTHOTIO MPOUNCXLLOXHWA
[JaHHOe MegNLNHCKOe U3[eNnne COAEPXNT KpaliHe Masioe KOJIMYECTBO XXUPOB WU
MX NPOU3BOAHbLIX (Hanpumep, cTeapaTbl B nosimmepax). NMogobHbIe BewecTBa He
paccmaTpuBalTCS B Ka4YeCTBE MPON3BOAHbIX TKaHEN XXMBOTHbIX B paMKax JaHHOT 0
pykosogcTBa (PernameHT EC 722/2012), KOTOpOE, TaKnM 06pa3omM, HENPUMEHNMO



10. STATEMENT ON THE DEVICE INCLUDING A
MEDICINAL SUBSTANCE
We hereby declare that the products covered by this Technical
Documentation do not include any medicinal substances.

11. STATEMENT ON THE DEVICE INCLUDING HUMAN
BLOOD DERIVATIVE
We hereby declare that our above product is not derived from human
blood or human plasma and does not contain any ingredients of human
origin. The manufacturing process ofthis product does not involve any
contact with any human material.

12. STATEMENT REGARDING Phthalateb Latex and BPA
The products do not contain natural rubber latex.
The products do not contain phthalates.
These products do not contain bisphenol A.

13. DESIGN APPROVAL AND PRODUCT DEVELOPMENT
Design and development of BD Helsingborg products are carried out
in accordance with the requirements in ISO 13485 and FDA-QSR,
including Design Input, Design Verification, Design Output and
Design reviews and approvals. These elements are part of the Quality
Management System and apply to.

14. MEDICAL DEVICE COMPATIBILITY
This medical device is compatible with medical devices that have a
connector according to 1SO 594, including but not limited to the list
below:

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

10. SAABNEHWVNE O COLEPXAHWUW B N3AETNI
NNEKAPCTBEHHBIX CPMCTB

HacTosiwmm 3asiBnsieM 06 OTCYTCTBMW B COCTaBe MEAMLIMHCKOrO uM3fenus,
paccMaTpuBaeMblX B [AaHHO TeXHWYecKol [AOKyMeHTauuw,
NeKapCTBEHHbIX CPeAcTB.

11. SAABNEHWNE O COLEPXAHWIN B N3LENUNNN MPEMAPATOB,
MONYYEHHBIX N3 KPOBW HE/TOBEKA

HacToAwmum 3asBnseM 06 OTCYTCTBMM B COCTaBe MeAULMHCKOTO W3Aenus,
YKa3aHHbIX Bblllie, NPenapaToB, NOMYUYEHHbIX U3 KPOBM Ye/loBeKa UM 13 nnasmMbi

KakKunx-1m6o

KPOBM 4enoBeKa, a TakKXe KaKuUX-NM6o WHIPeaueHTOB Ye/loBEHECKOro
NpoucxoXxaeHus. Mpouecc NPoM3BOACTBA JaHHOTO M3eNNsA He npejycMaTpuBaeT
KaKoi-nn6o KOHTAaKT ¢ KaKUM-nn6o maTepuanom YyesloBeYeCcKoro

NPONCXOXAEHNA.

12. BAABNEHWNE O ®TANATAX, TATEKCE N BUCD®EHONE A
[JaHHOe n3genne He COAEPHOKMUT HaTypasibHbI Kay4YyKOBbIli naTekc.
[JaHHOe n3genne He cogepXunT TanaThbl.

[JaHHOe n3genne He cogepXunT 6mucgeHon A.

13. MPOEKTUWPOBAHWE N PA3BPABOTKA MW

MpoekTnpoBaHne N paspaboTka m3gennini B[, BbINOMHAKTCSA B COOTBETCTBUM C
Tpe6oBaHuamn ISO 13485 u FDA-QSR, B TOM uwucne, cneaytouime 3tanbl:
coCTaB/ieHWe TeXHUYEeCcKOro 3afiaHus, MNpoBepKa COOTBETCTBUA KOHCTPYKLUU
3aflaHHbIM TpeboBaHUAM, pe3yNbTaTbl NMPOEKTUPOBAHUA U aHANNU3 U YTBEPXAeHNE
KOHCTPYKLUMN. 3TU 3NeMeHTbl ABAAKTCA 4acTblo CuUCTEMbl ynpaBneHus
KayeCTBOM MNPUMEHSAKTCA KO BCEM BbllleyKa3zaHHbIM U34e/IMAM TEXHUUYECKOro
focbe.

14. COBMECTMMOCTb MEAWMHCKOTIO fcllIMM M

[JaHHOe MegMUWMHCKOe WU3aenne COBMeCTUMO C MEeAUUUHCKUMWU U3LeNUAMUN
MMELWMMN KOHHEKTOP cornacHo crtaHgapty WCO 594,
OrpaHMynBasAChb CMUCKOM HUXE:

BK/KO4Yad, HO He



Syringes

Name
Sterile single-use
injection syringes
according to TU
32.50.13-001-

25587590-2018
Single use injection
syringes with and
without needles
Disposable sterile
syringes with and
without needles
Medical syringes
Monoject, Magellan
with accessories
Disposable sterile
syringes Vogt
Medical with and
without needles
Disposable sterile
syringes of 1 ml, 2
ml, 3 ml, 5 ml, 10 ml,
20 ml, 50 ml with and
without needles

Manufacturer

LLC "PREMIffiR-
MED"

CHIRANA
T.Injecta a.s.

INMEDTECH
LLC

Covidien LLC

Vogt Medical
Vertrieb GmbH

Jiangsu Zhiyu
Medical
Instrument Co.,
Ltd.

Number of registration
certificate
RZN 2019/9116

FSZ 2007/00288

RZN 2013/535

FSZ 2012/12701

FSZ 2010/06850

FSZ 2010/06982

Infusion and extension lines and accessories (cocks. plugs):

Name

Infusion line Caesarea (Caesarea), length
from 150 to 2800 mm, with accessories
Device for infusion-transfusion therapy:
infusion line "Perfusor" (Perflisor)

Manufacturer Number of
registration
certificate
Caesarea Medical FSz
Electronics Ltd. 2011/08933
B. Braun FSz
Melsungen AG 2007/00007

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Anpuybi:
HanmeHoBaHMe

LLINpULibl MHBEKLMOHHBIE
O[JHOKpaTHOro
NpYMeHeHNS
cTepunbHble nmo  TY
32.50.13-001-25587590-
2018

LLINp1Lbl MHBEKUMOHHBIE
O[JHOKpaTHOro
NMPUMEHEHNSA C UramMn 1
6e3 urn

LLinpuubl  oaHOpa30Bble
CTEPW/IbHbIE C UrNamu 1
6e3 urn

LLinpuubl  MeAMUMHCKMe
Monoject, Magellan ¢
NPUHALNEXHOCTAMU
Lnpuubl  ogHopasoBble
CTEpUIbHbIE Vogt
Medical ¢ nrnamm n 6e3
urn

LWnpuusl  ogHopasosble
CTepunbHble 06beMOM 1
ma, 2 M, 3 ma, 5 M, 10
mn, 20 mn, 50 mn ¢
urnamm 1 6es urn

MpounssogmnTesnb

000 "MPEMbEP-
MEL"

CHIRANA T.Injecta a.s.

000 «<MHMEATEX»

Covidien blc

Vogt Medical Vertrieb
GmbH

Jiangsu Zhiyu Medical
Instrument Co., Ltd.

Homep perucTpaunoHHoro

YA0CTOBEPEHUS

P3H 2019/9116

$C32007/00288

P3H 2013/535

®C32012/12701

®C3 2010/06850

$C3 2010/06982

MHMDY3NOHHbIE W YANUHUTENbHbIE NIMHUXM U MPUHAANEXHOCTU K HUM

HanmeHoBaHuMe

Maructpanb

MpYHaAIEXHOCTAMM

NHAY3MOHHas
(Keiicapus), gnvHa ot 150 fo 2800 mm, €

[NpownssoauTens

Caesarea

Caesarea Medical
Electronics Ltd.

Howmep
perncTpaumoHHoro
Y[0CTOBEpeHUs
$C3 2011/08933



Line Infusomat® Space (Infusomat®
Space) for use with compatible pumps
and gravity injection

Medical products for infusion therapy

Medical products for intravenous infusion
TOPMED

Devices for the introduction of contrast
agents and liquids to automatic injectors
APEXMED products for infusion
systems: three-way stopcock, extension
infusion line, bacterioviras filter
Disposable sterile infusion pump DOSI-
FUSER with accessories

Products for vascular catheterization in
sets and unit packages

Medical products for infusion therapy

Infusion filters
Name

Infusion filters for fine purification of
solutions with or without extension line,
sterile, disposable, available in versions:
RoweFil, RowePaed, RowePaed M
Devices for infusion therapy

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

B. Braun
Melsungen AG

Dispomed Witt
oHG
Wellmed
International
Industries Pvt.
Ltd.

B. Braim
Melsungen AG
Apexmed

International B.V.

Leventon S.A.U.
VYGON S.A.

Dispomed Witt
oHG

Manufacturer

RoweMed AG -
Medical 4 Life

B. Braun
Melsungen AG

FSz
2007/00004

FSZ
2011/10499
RZN
2018/7684

FSz
2012/12367
FSz
2010/06512

FSZ
2010/07285
RZN 2013/16

FSzZ
2011/10499

Number of
registration
certificate
RZN
2021/14243

FSzZ
2007/00008

YcTpolicTBo AHA NHKY3UOHHO-
TpaHC(Y3MOHHOM Tepanuu: MarucTpaib
NHY3noHHas «Iepdy3sop» (Perfusor)
Maructpaie  WHpysomat®  Cnaiic
(Infusomat® Space) a1 UCNobL30BaHNUA
C  COBMECTUMbIMW  Hacocamnm "
rpaBMTaLMOHHOIO BBEAEHNS

W3penuns MeaMLMHCKMe ons
WH(Y3MOHHOR Tepanuu
W3genus MeAMLMHCKMe ans

BHYTPVBEHHOI MHGY3um TOPMED

YCTpoiicTBa Ans BBEAEHNS KOHTPACTHbIX
BELLECTB U >KMAKOCTEA K WHXEKTopam
aBTOMATUYECKUM

M3penna APEXMED ans UHY3MOHHbIX
CUCTEM: KpaHWK TPEXXOLOBOW, JIMHWS
YAMHUTENbHAA WMHQY3UOHHASA, (ULTP
6aKreproBMpPYCHbIN

Momna  WHQYy3MOHHAa  OfHOpa3oBas
CTepwusibHas DOS1-FUSER c
NPUHaSEXHOCTAMU

W3penvs ans kateTepusalmn cocyioB B
Habopax 1 0TAeNbHbIMK YaKoBKamm
W3penus MeAULMHCKINE ans
NH(Y3MOHHON Tepanun

MHPY3NOHHBbIE GUNBTPBI
HanmeHoBaHue

®UnbTpbl  MHAY3NMOHHbIE ANS  TOHKOI
OYUCTKM PacTBOPOB C YAIMHUTENbHO
NWHVEld  nam - 6e3,  CTepWbHbIE,
O/iHOpa30Bble, B BapuaHTax UCMOMHEHNS:
RoweFil, RowePaed, RowePaed M

YcTpoiicTtBa ans UHY3MOHHOI Tepanum

B. Braun Melsungen
AG

B. Braun Melsungen
AG
Dispomed Witt oHG
Wellmed
International
Industries Pvt. Ltd.
B. Braun Melsungen

AG
Apexmed
International B.V.

Leventon S.A.U.

VYGON S.A.

Dispomed Witt oHG

MpownssogunTens

RoweMed AG -
Medical 4 Life

B. Braun Melsungen
AG

®C3 2007/00007

®C3 2007/00004

®C3 2011/10499

P3H 2018/7684

®C3 2012/12367

®C3 2010/06512

®C3 2010/07285

P3H 2013/16

$C3 2011/10499

Howmep
perncTpaumoHHOro
Y[0CTOBEPEHNUSA
P3H 2021/14243

®C3 2007/00008



Needleless access devices

Name

Closed intravenous access system BD
Nexiva, with accessories

medOC sterile mixing system with
accessories

Devices for transfusion of blood, blood
substitutes and infusion solutions, sterile,
single use

(usually

registered everywhere as

Manufacturer

Becton Dickinson
Infusion Therapy
Systems Inc.
Neo Care GmbH
Medizinische
Einwegprodukte
SF Medical
Products GmbH

15. ENVIRONMENTAL MONITORING

These medical

environment during transportation, storage and use.

16. STERILIZATION

BD VENFLON  Ethylene oxide
intraveiuins  catheter

sterile peripheral

disposable with BD

Luer-Lok Plug;

BD NEOFLON

inhavenous  catheter

sterile peripheral

disposable with BD

Luer-Lok Plug;
BD NEOFLON PRO

intravenous  catheter
sterile peripheral
disposable with BD

Luer>Lok Plug;

BD Luer-Lok Plug
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Number of
registration
certificate
FSz
2009/05473

FSZ
2011/09567

FSzZ
2009/05662

devices do not have a negative impact on the

HanmeHoBaHue
3akpbiTas ~ cucTeMa  BHYTPMBEHHOIO
JocTyna BD Nexiva, c
MPUHAANEXHOCTAMM

Cuctema cMmeLLMBaHMS
CTEPW/BHBIX  YCNOBUAX
NPUHaLNIEXHOCTAMU
YcTpoiicTBa Ans MepeiuBaHnsA KpoBW,
KpoBe3aMeHuTeNeid U MHPY3MOHHbIX
pacTBOpOB, CTePWUbHbIE, OLHOKPATHOrO
NpYMeHeHNS

pacTBOpOB B
medOC ¢

YcTpoiicTBa 6e3bIrofibHOro fgoctyna (Kak MpaBuiio,
Be3fe KaK MpuHagNexXHOCTH)

MpounssoanTe.lb

Becton Dickinson
Infusion Therapy
Systems Inc.
Neo Care GmbH
Medizinische
Einwegprodukte
SF Medical Products
GmbH

3aperucTpupoBaHbl

Howmep
perncTpaLoHHOro
YLOCTOBEpeHus
®C3 2009/05473

®C3 2011/09567

$C3 2009/05662

15. KOHTPO/1b YC/TOBI»A OKPY XA AM[CP I LI

KaTtetep BD VENFLON
BHYTPUBEHHbI nepudepnyeckKunii
0[HOPa30BbIi CTEPU/bHbI C
3arnywkon BD Luer-Lok Plug;
Katetep BD NEOFLON
BHYTPUBEHHbIN nepudepnyveckKunii
04HOPa30BbIli CTEPU/bHBIN C
3arnywkoin BD Luer-Lok Plug;
Katetep BD NEOFLON PRO
BHYTPUBEHHbI NepudepuyecKunii
0HOPa30BblIi CTEPUNbHbIN C
3arnywkon BD Luer-Lok Plug;

3arnywka BD Luer-Lok Plug

OTuUneHokcunp

[aHHble MeJMUMHCKNE U3eNTNs He OKasbiBaeT OTPULLATE/IbHOTO BO3[eliCTBUA Ha
OKpY>XalLWy cpey npu TPaHCNOPTUPOBKE, XPAHEHUMN N MPUMEHEHUN.



Assurance 10-6

UwlESAU:
Standards complied EN ISO 11135-1:2007 - *“Sterilization of
vdth: lealth care products - Ethylene oxide - Part 1:

Requirements for development, validation and
routine control of a sterilization process for
medical devices”

EN 556-1 - “Sterilisation of medical devices -
Requirements for medical devices to be
designated “STERILE” - Part 1: Requirements
for terminally sterilized medical devices”

jResidues of ethylene oxide are within the current standards.

BD VENFLON PRO EBEAM
intravenous catheter sterile
peripheral disposable with BD

Luer-Lok Plug
Guaranteed Sterility Level (CS): 10®

In accordance with the following EN ISO 11137-1: 2006 Sterilization

standards: of medical devices. Radiation
sterilization. Requirements for the
development, validation and routine
control of the sterilization process for
medical devices”.
EN 556-1 Sterilization of medical
devices. Requirements for medical
devices of the "STERILE" category.
Part 1. Requirements for medical
devices subject to terminal
sterilization .
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apaHTUPOBaHHbIV YPOBEHb CTEPU/ILHOCTU

(YC):
B COOTBETCTBUN co cnegyrowmmn  EN 1SO  11135-1:2007 «CTtepunusaums
CTaHjapTamu: MeANLMHCKO NpPoAyKLUMN.

dTuneHokeng. Yactb 1. TpeboBaHus K
paspaboTke, BanujauMm n TeKyllemy
KOHTPO/IKO  Mpouecca  CTepunmnsaumnu
MEANLVNHCKUX U3ZENNii».

EN 556-1 «CTepunmsauua MmegnumMHCKNX
nsgennin. TpeboBaHUS K MeAULUHCKUM
n3genuam KaTeropuu
«CTEPUNNBbHbIE». YacTb 1
TpeboBaHUA K MeJULIMHCKUM U3[eINAM,

nognexxatimnm (OMHWLLHOA
CTepUInN3aLMm».
OcTaTKu 3TUNEHOKCMAA HAXOAATCA B Npeaesiax AecTBYOLWMX HOPM.
Katetep BD VENFLON PRO PagnaunoHHbI
BHYTPUBEHHbIN Nepudepmuyeckunii
04HOPAa30BbIf CTEPUNbHbIN C
3arnywkon BD Luer-Lok Plug
MrapaHTMpOBaHHbIA ypoBeHb 10+
cTepunbHocTu (YC):
B coortBetctBUM co cnegywowumm EN ISO  11137-1:2006 «Ctepunusaums
CTaHJapTamu: MEANLUVHCKUX  n3genuii.  PagmauymnoHHas
cTepunusaumsa. TpeboBaHUA K pa3paboTke,
BaMjaLMm M TEKYLWEMY  KOHTPOH
npouecca CcTepuamsauum  MeAULUHCKUX
n3aenuniax.
EN 556-1 «Ctepunmsaumsa MegnLmnHCKNX
n3gennin. TpeboBaHUA K MEAULMNHCKUM

n3genuam kateropymn «CTEPUJIbHbBIE».
Yactb 1. TpeboBaHUA K MeSULMHCKUM
n3fenunam, nognexatinm (OMHULLHOW



17. CONDITIONS OF TRANSPORTATION, STORAGE AND
OPERATION
Exploitation
At a temperature from +32 to +42 ° C
Storage
At a temperature of +2 to +35°C
Transportation
These medical devices do not require special transportation conditions,
but it is recommended to transport the devices at temperatures between
+2 and +35°C (target value +25""~C).

The products remain usable during the expiration date, provided that
the individual packaging is not damaged and extreme storage
conditions are not allowed.

18. SHELF LIFE
Term of preservation of sterility (shelf life) for BD VENFLON
intravenous catheter sterile peripheral disposable with BD Luer<
Lok Plug and BD NEOFLON intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug - 5 years from the
date o f production / sterilization.
Term of preservation of sterility (shelf life) for BD VENFLON PRO
intravenous catheter sterile peripheral disposable with BD Luer-
Lok Plug and BD NEOFLON PRO intravenous catheter sterile
peripheral disposable with BD Luer-Lok Plug - 3 years from the
date of production / sterilization.
Term of preservation of sterility (shelf life) accessory BD Luer-Lok
Plug - 5 years from the date of production / sterilization.

19. CAUTIONS
BD VENFLON intravenous catheter sterile peripheral disposable
with BD Luer-Lok Plug, BD NEOFLON intravenous catheter
sterile peripheral disposable with BD Luer-Lok Plug:
Do not use if packaging is open or damaged.
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CTEPUNN3ALIAN.

17. YCNOoBUA SKCMNAYATAUUNN, TPAHCIMNOPTUPOBKW A
XPAHEHWA

dkcnnyaTtayud

Mpwn Temnepatype oT +32 go +42°C
XpaHeHune

Mpwn Temnepatype oT +2 o +35°C
TpaHCcnopTMpPOBKa

JaHHble MefULNHCKNE N3LeNnnsa He TPebyoT 0co6bIX YCNOBUIA TPAHCMOPTUPOBKN,
HO PEKOMEHAYETCA TPAHCMOPTNUPOBATb U34e/INA Npu TemnepaType oT +2 o +35°C
(ueneBoe 3HaueHne +25°C).

MN3nennsa coxpaHaT NPUTroAHOCTb K UCMONb30BaHNIO B TEHEHME CPOKA FOLHOCTHU
npwv yci0BUU, YTO MHAMBUAYANbHAA YNaKOBKa He NOBpeXJeHa U He fonycKakTcs
3KCTpeMasibHble YCNI0BUA XPaHEHUS.
18. CPOKTONKOCTW
CpoK coxpaHeHUs cTepunbHocTn (cpok rogHocTn) Katetepa BD VENFLON
BHYTPMBEHHOTO NepupepnyecKoro ofHOpPa3oBOro CTEPUIBHOTO C 3aryLL KON
BD Luer-Lok Plug, Katetepa BD NEOFLON BHYTPWBEHHOTO
nepuepmyecKoro ogHOpPa3oBOro CTEPUNbLHONO ¢ 3arnywkoin BD Luer-Lok
Plug cocTtaBnset 5 neT ¢ MOMeHTa Npou3BoAcTBa/cTEpUAM3aLLNN.
CpoK coxpaHeHUs cTepunbHoOcTU (CpokK rogHoctu) Kartetepa BD VENFLON
PRO BHYTpPUBEHHOro nepudepuyeckoro O0OfHOPAa3OBOro CTEPUNBHOIO0 ¢
sarnywkoin BD Luer-Lok Plug, Kartetepa BD NEOFLON PRO
BHYTPUBEHHOTO NepudepmyeckKoro o4HOpPasoBoro CTEPUNbLHOIO € 3arnyLl Ko
BD Luer-Lok Plug cocTaBnsieT 3 roga ¢ MOMeHTa Npou3BoAcTBa/cTepunmsaynm.
CpoOK coXpaHeHuUs CTepusbHOCTU (CPOK FrOAHOCTU) NPUHALNEXHOCTWN 3arnywka
BD Luer-Lok Plug coctaBnsieT 5 1eT ¢ MOMeHTa Npoun3BoACTBa/cTepuIn3aLmmn.
19. MEPBIMW KO CTOPOXHOCTNW
KaTtetep BD VENFLON BHYyTpUBEHHbIA NepuepnyecKNin 0aHOPa30BbIii
CTEPUNbHbLIN ¢ 3arnywkoih BD Luer-Lok Plug, Katetep BD NEOFLON
BHYTPMWUBEHHbII Nepudepmnyeckunii 0fHOPa30BbIA CTEPUNbHbLIA C 3arnyL Ko
BD Luer-Lok Plug:
He ncnonb3oBaTh B C/lyyae BCKPbITUA WU NOBPEXAEHUA YNAKOBKU.



Caution! Re-use may Lead to infection or other illness/injury. Do not
attempt to reinsert partially or completely withdrawn needle. Take
extreme care not to cut catheter. Do not use scissors. PTFE. Non
pyrogenic. This product does not contain natural rubber latex. This
product is DEHP free. (This information is present on the shelf
packaging ofthe product).

BD VENFLON PRO intravenous catheter sterile peripheral
disposable with BD Luer-Lok Plug, BD NEOFLON PRO
intravenous catheter sterile peripheral disposable with BD Luer-
Lok Plug:

Do not use if packaging is open or damaged.

Caution! Re-use may Lead to infection or other illness/injury. Do not
attempt to reinsert partially or completely withdrawn needle. Take
extreme care not to cut catheter. Do not use scissors. BD Vialon
material. Radio-opaque. Non-pyrogenic. This product does not contain
natural rubber latex. This product is DEHP free. (This information is
presenton the shelfpackaging o fthe product).

Recommends that short peripheral intravenous catheters be removed
every 72 - 96 hours.

BD Luer-Lok Plug

Do not use if packaging is open or damaged.

Caution! Re-use may Lead to infection or other illness/injury. Non
pyrogenic. This product does not contain natural rubber latex. This
product is DEHP free. (This information is present on the shelf
packaging o fthe product).
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BHumaHne! oBTOpPHOE MCNONb30BaHWE MOXXET MPUBECTU K 3apPaXKeHW Wau
WHOMY 3aboneBaHuiO/TpaBMUpOBaHUK. He nbiTaliTecb BBeCTUM MNOBTOPHO
YaCTMYHO UM MOMTHOCTbIO U3BJIEHEHHYIO UrNy. ByabTe Ype3BblYaiHO OCTOPOXHbI
0N COXpPaHeHWs LeNoCTHOCTU KaTteTepa. He ucnonb3yiiTe HOXHUUbLI. MTID.
AnunporeHHo. CrtepusibHO. HeTokcn4yHo. W3genve He COLEPXWUT MNPUPOLHOro
Kay4yyKoBOro natekca. M3genue He cogepxut A3r®d. (gaHHasa uHpopmaums
NMPUCYTCTBYET Ha rpynnoBoil ynakoBKe n3genns)

Katetep BD VENFLON PRO BHYTPUBEHHbI nepudepnyeckmnii
04HOPa30BbIN cTepunbHbIi ¢ 3arnywkoii BD Luer-Lok Plug, Katetep BD
NEOFLON PRO BHYTPUBEHHbI I nepudepnyecknin  ofHOpPa3oBbIN
CTEpPUbHBIN ¢ 3arnywkoi BD Luer-Lok Plug:

He ncnonb3oBaTb B C/iy4yae BCKPbLITUSA UNN MOBPEXLEHUA YNAKOBKU.
BHumaHune! TMOBTOpPHOE MCMNOMIb30BaHME MOXET MPUBECTU K 3apaXeHu Wan
WHoMYy 3aboneBaHuio/TpaBMupoBaHuio. He nbiTalitecb BBeCTM MOBTOPHO
YacTUYHO WW MOJIHOCTbLIO U3B/IEYEHHYIO UTY. ByibTe Upe3BblYaiiHO 0CTOPOXKHbI
0N COXPaHeHMs  LenocTHOCTM  KaTeTepa. He wucnonb3yiiTe  HOXHWULbI.
M3roTtoBneHo un3 matepuana BD Vialon. PeHTreHOKOHTpacTHO. AMUWPOreHHO.
CTtepunbHO. HeTOKCMYHO. W3genve He COAEPXUT MNPUPOLHOro Kay4dyyKoBOro
natekca. M3genue He cofepxunt A3 P. (aHHaa MHpopmaLma NnpucyTCcTBYeT
Ha rpynnoBOi ynakoBKe n3genns)

PekoMeHayemMoe BpemMs UCMONb30BaHNA U3Aenii He 6osiee 72 - 96 vacos.
3arnywka BD Luer-Lok Plug:

He ucnonb3oBaTb B C/ly4ae BCKPbITUA WU NOBPEXAEHNA YNAKOBKHN.
BHumaHune! TMOBTOpPHOE MCMNOSIb30BaHWE MOXET MPUBECTU K 3apaxXeHuto Win
NHOMY 3a60/s1eBaHNIO/TPaBMUPOBaHNIO. ANUPOreHHo. CTepusibHO. HETOKCUYHO.
N3penve He cCOAepXUT NPUPOLHOTo Kay4yyKOoBOro fatekca. M3fenne He cofep>XuT

03r®. (paHHas wHdoOpMaLuMa nNpucyTCTBYeT Ha TrpPynnoBoil ynakoBke
n3genuns)



20, TECHNICAL SERVICE DETAILS, VERIFICATION
INFORMATION
Not applicable for this medical device.

20. CBEAEHWNNA O TEXHUNWYECKOM OBCNYXXWVMBAHWNWN, CBEOEHWNA
O NMOBEPKE
ONA AaHHbIX MEANUMHCKUX U3LENNIA HE MPUMEHMMO.

21. DISPOSAL PROCEDURE 21.
Device that has contact with blood and / or other body fluids are subject W3genue, wnMeBLIee KOHTal: C KPOBbK W/WUNU APYTUMU  OGUOOTUYECKUMMN
to disposal and / or destruction in accordance with SanPin 2.1.3684-21 XungkKocTamu, nognexar yTuausauum u/mnm yHUUTOXeHUt cornacHo CaHluH
in class B. 2.1.3684-21 no knacc b.
Unused products (not in contact with blood and / or biological fluids), Heucnonb3oBaHHOe wu3fenne (He WMeBLUEe KOHTAKT C KPOBb u/Man ¢
including Expired, are subject to disposal and / or destruction in  6M0A0rMYECKNMUN XNAKOCTAMMK), B T.4. C UCTEKLLUUM CPOKOM FOfHOCTM, Nognexar
accordance with SanPin 2.1.3684-21 in class A. yTuanzaummn n/mnm yHNYToXeHuto cornacHo CaHlNMuH 2.1.3684-21 no knacc A.
22. PRODUCT nUALITYKEOQUIREMENTS 22. TPEBOBAHUMA K KAUECTBY UFOMM
KaTeTep BD BHYTPWBEHHbIN NepudeprnyYecKNn 04HOPa30BbIA CTePUbHbIN ¢ 3arnyw ko BD Luer-Lok Plug, B BapnaHTax UCNOMHeHUS, C
npuHagnexHoctamu / BD intravenous catheter sterile peripheral disposable with BD Luer-Lok Plug, in the design styles, with accessories:

CTtaHpgapT/ Standard
ENISO 13485

ENISO 14971
EN980
EN 1041

EN I1SO 10993-1

EN ISO 10993-7

ENISO 10555-1

EN 20594-1

Title
Medical devices - Quality management systems -
Requirements for regulatory purposes

Medical devices - Application of risk management to

medical devices
Symbols for use in the labelling of medical devices

Information supplied by the manufacturer with
medical devices

Biological evaluation of medical devices - Part 1;
Evaluation and testing within a risk management
process

Biological evaluation of medical devices - Part 7:
Ethylene oxide sterilization residuals

Sterile, single use intravascular catheters - General
Requirements

Conical fittings with 6% (Luer) taper for syringes,
needles and certain other medical equipment -
General Requirements
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Ha3BaHue
MeguumHcKune ycTpoiictBa — CuCTEMbI YNpaBieHNss KaueCTBOM —
TpeboBaHuA LS Leneli perynnpoBaHuns
M3penua megmunHckne — FpuMeHeHMe ynpaBneHns pUckom K
MEANLMHCKUM U3LeNNaMm
Mpadmyeckne CMMBONbI, UCMOJIb3YEMbIe MPU MaPKUPOBKE
MEANLMHCKNX U3aeNnia
MHpopmauusa, npescrasnsemMas Npon3BoANTeNeM BMECTE C
MEeLULMHCKNMWN U3LENTUAMMU.
M3pgennsa megnumHckme. OueHKa 61M010rMyYecKoro AeicTeus
MeANLMHCKUX n3genuii. Yacte 1. OueHKa 1 nccrefoBaHns B paMmKax
rnpowecca ynpas/ieHUA pUCKamu.
M3pgennsa megnumHckme. OueHKa 61M010rMyYeckoro geiicTems
MEAULMHCKNX n3genuii. Yacte 7. OcTaToO4HOE cogepyXaHue
3TUNEHOKCKAA Mocse cTepuamsanmn
KaTteTepbl BHYTPUCOCYAUCTbIE CTEPUbHbIE O4HOKPATHOIO
NPUMeHeHNS — 06LL e TpeboBaHNS.
Pa3beMbl KOHMYecKUe ¢ 6%-Hol KOHYCHOCTbIO TUna J1tap ans
LINPULEB, UIN U APYroro MeauLMHCKOro obopynosaHna — O6LLne
TpeboBaHUS



EN 556-1

EN 1SO 11135-1

EN ISO 11137-1

EN 1SO 11607-1

EN 1SO 11607-2

EN ISO 11737-1

EN ISO 11737-2

ISO 10555-1

ISO 10555-5

ISO 9626

1SO 14644-1

EN ISO 15223-1

Sterilization of medical devices - Requirements for
medical devices to be designated ‘STERILE’
Sterilization of health care products. Ethylene oxide.
Requirements for development, validation and routine
control of a sterilization process for medical devices
Sterilization of health care products. Radiation.
Requirements for development, validation and routine
control of a sterilization process for medical devices
Packaging for terminally sterilized medical devices -
Part 1: Requirements for materials, sterile barrier
systems and packaging systems.

Packaging for terminally sterilized medical devices -
Part 2: Validation requirements for forming, sealing
and assembly processes

Sterilization of medical devices - Microbial methods-
Part 1 : Determination o f a population of
microorganisms on products

Sterilization of medical devices - Microbiological
methods - Part 2: Tests of sterility performed in the
validation of a sterilization process

Sterile, single use intravascular catheters - General
Requirements

Sterile, single use intravascular catheters - Over
needle peripheral catheters

Stainless steel needle tubing for the manufacture of
medical devices, except for the items:

5.5 Size designation

5.6 Dimensions

5.8 Rigidity

5.9 Fracture resistance

Clean rooms and associated controlled environments -
Part 1: Classification of air cleanliness

Medical Devices - Symbols to be used with medical
device labels, labelling and information to be supplied
- Part 1: General Requirements
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CTrepunusaums MeauLMHCKNUX n3genunii. Tpe6oBaHNA K MeAULIMHCKUM
nsgenunam kareropmn «CTEPUJTIBHBIE»

CTrepunmsaumsa MeguLUHCKUX N3gennin. 3tuneHokens TpeboBaHns K
pa3paboTKe, B/IMAaLUUN U TEKYLLLEMY KOHTPOJIO npoLiecca
CTepUIM3aLNN MeSULMHCKNX U3LeNNIA.

Crepunusaums MegULUNHCKUX n3aenunii. PagnaumnoHHas
cTepunusauns. TpeboBaHWA K paspaboTke, BANMgaLUn U TeKyLLLeMy
KOHTPOJIK0 Mpouecca CTepUM3aunmn MeguLMHCKNUX U3aennii
YnakoBKa MeANLMHCKUX U3AeNNA, NoAnexatux QUHNLLIHOM
cTtepunmsaumn. Yacte 1. TpeboBaHMs K MaTepuanam, 6apbepHbIM
cucTemMam s CTepuamMsaLmm 1 ynakoBoYHbIM CUCTEMAM.

YNaKoBKa MegULMHCKUX U3LeNnid, NOANeXaLnx QUHULLHONM
cTepunmsaumnmn. Yactb 2. TpeboBaHNA K Banujaumm npoueccos
(hopMUpoBaHUs, repMeTUsaLn n c60pKu

CTrepunusauns MeguLUHCKUX n3genunin. Mnkpobuonorumyeckme
mMeToAbl. HacTb I. OueHKa nonynaumm MUMKPOOpPraHU3MoB Ha
NpoayKumu

CTepunusaumsa MefuLUUHCKUX n3gennin. Mmkpobruonoruyeckme
MeTofbl. HacTb 2. McnbITaHUsA Ha CTePUIBHOCTb, MPOBOAUMbBIE NPU
Ba/mgaumm npoLecca cTepuamsaumn

KateTepbl BHYTPUCOCYAUCTbIE CTEPU/IbHbIE OAHOKPATHOr0
NpUMeHeHNs — o6Lme TpeboBaHUS.

KateTepbl BHYTPUCOCYAUCTbIE CTEPUIIbHBIE OAHOKPATHOIO
npuMeHeHNss — KateTepbl Neputepuyeckme ¢ BHyTPEHHER UION.
TpPyOKM Uro/bHbIE U3 HEPXKABEIOLLLEN CTanun 415 U3roToB/IEHUSA
MeANLUHCKUX U3LeNNii, 3a UCKTIOYEHNEM NMYHKTOB:

5.5 O603HaueHne pa3mepa

5.6 Pa3mepbl

5.8 XKecTkocTb

5.9 ConpoTuBeHNe U3NOMY

UncTble NOMELLEHNSA 1 CBA3AHHbIE C HUMU KOHTPOMIMpPYeEMbIe Cpefbl.
Uactb 1. Knaccumkaumsa 4ucToTbl BO3gyxa

W3nenus meguunHckue. CUMBO/IbI, NMPUMEHSIEMbIE MPU
MapKMpoBaHUM Ha MeAULMHCKNX U30eNUsiX, Ha 3TUKETKaX U B
COMPOBOANTE/bHOW AOKYMeHTaummn. YacTb 1. O6Limne TpeGoBaHNS



EN ISO 10555-5

1SO 594-1

ISO 594-2

EN ISO 11607

ISO 14644
EN ISO 11607-1

EN ISO 11737-2

ISO 15223-1

ISO 80369-7

Sterile, single use intravascular catheters - Over
needle peripheral catheters

Conical fittings with 6% (Luer) taper for syringes,
needles and certain other medical equipment -
General Requirements

Conical fittings with 6% (Luer) taper for syringes,
needles and certain other medical equipment - Lock
Fittings

Packaging for terminally sterilized medical devices

Clean room standards

Packaging for terminally sterilized medical devices —
Part 1: Requirements for materials, sterile barrier
systems and packaging systems

Sterilization of medical devices —Microbiological
methods -- Part 2: Tests of sterility performed in the
definition, validation and maintenance of a
sterilization process

Medical devices —Symbols to be used with medical
device labels, labelling and information to be supplied
—~Part 1: General requirements

Small-bore connectors for liquids and gases in
healthcare applications — Part 7: Connectors for
intravascular or hypodermic applications

Class Ila Medical Device Rule 2 Annex IX of the
MDD 93/42/EEC as amended.
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KaTeTepbl BHYTPUCOCYANCTbIE CTEPU/IbHBIE 0AHOXpaTHOrO
nprMeHeHNs. KaTeTepbl nepugepryeckne ¢ BHYTPeHHel Uroii

Pasbembl KOHUWYecKMe ¢ 6%-HO KOHYCHOCTbIO Tvna J1t03p ans
LUNPULEB, UIN U APYTroro MeauumMHCKOro obopygosaHmsa. Obuiue
TpeboBaHUA

Pa3blbeMbl KOHMYECKUE C 6%-HOI KOHYCHOCTbIO Tuna J1o3p ans
LUMNPULEB, NI 1 APYroro MeanLMHCKOro 060pyLoBaHus.
DuUKcnpyemMble CoeUHEHUS

YNakoBKa MeULIMHCKUX U30eNNiA, Noanexalinx QUHULLHONM
cTepunu3aLmm

CTaHgapTbl 471 YMCThbIX NMOMELLEHWI

YNnaKoBKa MeANLNHCKNX N3AeNniA, Noagnexawymx GUHULLIHOM
cTepunmsaymn. Yactb 1. TpeboBaHMA K MaTepranam, 6apbepHbIM
cucTemMam gnsa cTepunimsaumn N ynakosovHbB! cuctemam
CTrepunmsaumsa MeguuMHCKUX nsgennin. Mmkpobuonormyeckme
MeToAbl. YacTb 2: cnbiTaHMsa Ha CTEPUSIbHOCTb, MPOBOAMMbIE NpuU
Ba/MAaL MM NpoLLeccoB CTepUAM3aLINN

M3penua megnunHckme. CUMBONbI, MPUMeEHSIEMbIe NPU
MapKMPOBaHUM Ha MeULMHCKNX U3eNnsX, Ha STUKETKaxX U B
COMPOBOAMTENbHON AOKYMeHTauuun. Yactb 1. Obume TpeboBaHus
CoefMHUTENN C HEBONbLIMM BHYTPEHHUM AMAMETPOM /18 XKMAKOCTEN
1 ras3oB, NpUMeHsieMble B MeauunHe. Yactb 7: CoegnHnTENn
BHYTPUCOCYANCTOr0 1 NMOLKOXHOI0 NPUMeHeHNs

MegnunHckoe nsgenue knacca Na B COOTBETCTBUM C NMPaBUIoM
2 npunoxeHua IX [ONpeKTUBbI 0 MEAULUHCKUX WU3[eNNax
93/42/E3C ¢ U3MEHEHUSAMMU U AOMOSTHEHNAMMN.,



23. WARRANTIES
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.

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

complaints CIS@bd.com

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

23. TAPAHTUWMHBLIE OBA3ATE/NIbLCTBA

MponssoguTenb rapaHTUpyeT COOTBETCTBME AAHHOT0 MeAULUHCKOTO0 W3AeNns
3asiBMIEHHbIM XapaKTepucThkKam B Npefdeniax coXxpaHeHUs cpoka rofgHocTu (cpoka
COXpaHEeHWs ero CTePUSIbHOCTU), MPW YCNOBUM, YTO cob6OAalOTCA Tpe6oBaHUS
NpPou3BOANTENSA, YKA3aHHbIE B UHCTPYKLMUWN MO MPUMEHEHUIO.

MponssoanTeNnb He HeceT OTBETCTBEHHOCTU 3a MOBPEXAEHWUS WM HecuacTHble
cnydyaun, Bbl3BaHHble HeMpaBW/bHOW aKcNayaTauuein u3genusa, Mo  BUHE
nofib3oBaTenieit UM BHELWIHUX HeMNpeaBUAEeHHbIX CUTYaLINiA.

2. PBKAM 1L N

AN nonyyeHuUsa LONOMHUTENbHOW MHGpOpMauun, CBA3AHHOM C UCMOMb30BaHUEM
MeAULUHCKOTO n3genus, npocb6a cBA3aTbCA c YMOSTHOMOYEHHbIM
npeactasutenem npoussogntend OOO «bekToH AWKWHCOH BocTtok», 127051,
Poccniickaa degepauums, r. Mocksa, yn. Cagosas-CamoTéuHas, 4. 24/27, 2 sTax,
nomewteHuve |, kKomHaTta 18

Ten/takc: +7 495 775 85 82

complaints CIS@bd.com



ITepesod ¢ anzautick020 A3LIKA U WEEOCKO20 RIbIKA HA PYCCKUH A3bIK

/noromvm BD/

IUraMn: Bexton Jmxuncon HuduioxH Tepann Ab

SE-251 06 Xenscurrbopr
IIBELIAA

1ramm: HacrosamuM noATBEpXAACTCA, YTO
Karapunaa Puerc
NMYHO NOAIMCANA HACTOAMME HOKYMEHT
3 mas 2022 roga
Myduna aunap /momacs/
HoTtapayc ropoaa Xéraneca, llIsenns

[leuats: Horapuyc Xé&rauneca
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lNepesog AMHCM LLIKeTa BbINOMHEH NepeBoUMKoM MapkoBbIM IBaHOM HVKOnaeBnyeM.

Poccuitckas deaepaums
["opog Mocksa
BToporo nioHs [se ThicAuM ABaaLaTb BTOPOro roga
A, PoanHa YnbsiHa ANeKceeBHa, BPeMEHHO MCMONHSOLLAs 06513aHHOC T HoTapuyca ropoaa Mockebl Kopervika

Bnagymmpa KoHCTaHTVHOBMYA, CBUAETENLCTBYH NOAIMHHOCTH NoAnucy nepesogymka Mapkosa lBaHa
Hvikonaesuya.
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