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Instructions for use

L npwnuy MHBEKLUWOHHBIN ONHOpPa30BbIN
cTepunbHblIi BD Emerald, c urnoi, B BapmaHTax
MCNONTHEHUSA

Single use injection syringe sterile BD Emerald,
with needle, in the design styles
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MHCTPYKUWA Ho MPUMEHEHWIO

1HAMMEHOBAHVE MEAVMUWNHCKOIO W3AENNA
(M)

LLINnpuL,  MHBLEKUMOHHbBIA  OfHOPA30BbIA CTepWUnbHbIA  BD
Emerald, c urnoi, B BapuaHTax UCNOMHEHNA

1 LLINp1y, WMHBEKLUVOHHBIA OAHOPA30BbLIA CTEPUSbHbIN
HD Emerald, 2 mn, ¢ urnoii 210 x 1 /2" (0,8 x 40 mm), T1n
Luer
2. LLINnpuL, MHBEKUMOHHBIA OHOPa30BbIA  CTEPU/bHBbIN
BD Emerald, 2 mn, ¢ nrnoin 22G x 1 1/4" (0,7 x 30 mm), Tvn
Luer

3. LLINnpUL, MHBEKLMOHHBIA 0[a0pa3oBblii  CTEPUIbHBIIA
*BD Emerald, 2 mn, ¢ urnoin 23G x 1" (0,6 x 25 mm), Tun Luer
4. LLINnpuL, WHBEKUMOHHBI  04HOPa30BbI  CTEPrubnblii

BD Emerald, 2 mn, ¢ urnoii 23G x 1 1/4" (0,6 x 30 mm), T1n
Luer
5. LLINpuL, MHBbEKUMOHHBIA 0[JHOPa30BbIA CTEPUbHBIIA
BD Emerald, 5 mn, ¢ nrnoin 21G x 1 1/2" (0,8 x 40 mm), T1n
Luer
6. LLINpUL, MHBEKUMOHHBIA 0f4HOPa30BbIi  CTEPWbHBLIN
BD Emerald, 5 mn, ¢ urnoit 22G x 1 1/4" (0,7 x 30 mm), TMn
Luer
7. LLINpuL, MHBLEKLUMOHHBIA 0HOPa30BbIi CTEPUbHBIIA
BD Emerald, 5 mn, ¢ urnoii 22G x 1 1/2" (0,7 x 40 mm), T1n
Luer
8. LLINpUL,  MHBEKUMOHHBI 04HOPa30BbI  CTepLIbMNbIii
BD Emerald, 10 mn. ¢ urnoii 21G x 1 1/2" (0,8 x 40 mm), Tvin
Luer.

[Janee no TekcTy MOryT BCTpeyaTbes
0603Ha4eHns M: BD Emerald, wnpuubl, usgenve. MA.

2 NHPOPMALNA @)
MEONUMHCKOI O N3AENNA

lNpon3soguTeEND:

AKTOH AuknHcoH C.A., WcnaHuwsa, (Becton Dickinson S.A.,
Spain),

C/Mcquinenza, s/n, 22520 Fraga (Huesca), Spain.

MPON3BOONTIME

MecTo0 npon3BoACTBa MEAULMHCKOro U3aenus:

cneaytouime

INSTRUCTION FOR USE

| MEDICAL DEVICE <MD) NAME

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

1 Single use injection syringe sterile BD
Emerald, 2 ml, with a needle 21G x 1 1/2" (0.8 x 40
mm), type Luer

2. Single use injection syringe sterile BD
Emerald, 2 mi, with a needle 22G x 1 1/4" (0.7 x 30
mm), 13cpe Luer

3. Single use injection syringe sterile BD
Emerald, 2 ml, with a needle 23G x 1" (0.6 x 25 mm),
type l.uer

4. Single use injection syringe sterile BD
Emerald, 2 mi, with a needle 23G x 1 1/4" (0.6 x 30
mm), type Luer

5. Single use injection syringe sterile BD
Emerald, 5 ml, with a needle 21G x 1 1/2* (0.8 x 40
mm), type Luer

6. Single use injection syringe sterile BD
Emerald, 5 ml, with a needle 22G x 1 1/4" (0.7 x 30
mm), type Luer

7. Single use injection syringe sterile BD
Emerald, 5 ml. with a needle 22G x 1 1/2" (0.7 x 40
mm), type Luer

8. Single use injection syringe sterile BD
Emerald, 10 ml, with a needle 21G x 1 1/2" (0.8 x 40
mm), type Luer.

Further on, thefollowing MD designations may appear:
BD Emerald, syringes, device. MD.

2 INFORMATION ON THE MANUFACTURER
OF THE MEDICAL DEVICE

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

Addressplace o fmanufacture:

Becton Dickinson S.A.;

| Becton Dickinson S.A.,,
0OJAequinenza, s/n, 22520 Fraga (Huesca), Espana (Vicnanus) j C/Mequinenza, s/n, 22520 Fraga (Huesca” Espana
YnonHa4youeHHblii NpeAcTaBUTeNb NPOU3BOANTENS:
000 «BbekToH [AuknHCOH Bocmok», Poccuiickas degepaums,
127051 Mockea, yn. Cagosas-CamoTéuHas, 4. 24/27, 2 atax,
nometleHue |, kKomHata 18
! Tcn./dakc: A1 495 775 85 82

Authorized representative of manufacturer in the
territory ofthe Russian Federation:
«Becton Dickinson Voslok» LLC,
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Email; complaints CIS@bd.com,

3 KOMIJIEKT NMOCTABKN

B KkOMNMeKT MOCTaBKM BXOAMT LUNPUL, WHBEKLMOHHBIN
CTEpPUNbHbIA 04HOPa30BbIA C UHTErpupoBaHHOW urnoin Apyrue
MeAMUMHCKME W30enMs B KOMMJ/EKT MOCTaBKW He BXOAAT.
Kaxablil ©3 BapuaHTOB MCMOMIHEHNS LLNPULLEB YNaKOBbLIBaETCS
B MHAMBMAYaNbHYIO (MEpPBUYHYH) ymakoBKy. [lcpuy}as
ynakoBka 06ecrneumBaeT CTEPUIbHOCTb, anMporeHHOCTb |
HCTOKCMYHOCTb U3JenuiA. 3aTeM uW3fenus nomellakn'cs B
rpynnoByto ynakoeky B konuuectse ) wam [0 wr B
338BWCMMOCTM  OT  BapuaHta  MCMofHeHws.  KoHeuHomy
noTpebunTeNnto N3aenus NocTaBsATCA B FPYMNMNOBOA YMaKOBKE.
p>TwWwoBas yMakoBKa COMPOBOXAAETCA VIHCTpyKuueid Mo
NPUMEHEHIO

4 HASHAYEHWE

ONS VHLEKTUN W/ UM acivpaumi MeauLMHCKUX XXWAKOCTel
(KMOKOCTM OpraHusma, KpoBb U T.A1.) W NIEKAPCTBEHHbIX
npenaparos.

5 MOKA3AHUA

Lnpvybl BD Emerald - 3T0 04HOpa30Bble 3peXKOMMOHEHTHbIE
LUNPWLbI, KOTOPble WUCMOML3YIOTCA AN 06LWUX WHBEKUUA 1

acnupaunii - MegULMHCKUX  XXuAkKocTei  (buonornyeckue
YXUAKOCTU: KPOBb U T. [.) U IEKAPCTBEHHBIX CPEACTB.
i MPOTMBOMOKA3AHUA

Her 13BeCTHbIX NPOTUBOMOKa3aHWA.
7 BO3MOXXHbIE MOBOYHbLIE JENCTBUA

Mo60YHbIX [EACTBUIA NpKU  HafMeXallleil 3KcnayaTauuu He
bISIBNIEHO.

§ KNACCUNPUKALMNA MEANLIMHCKOIO N3JENNS

Knacc B 3aBMCMMOCTW OT MNOTEHUMaNbHOro pucka

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

tel./fax:+7 495 775 85 82

Email; complaints CIS@bd.com.

3 DELIVERY KIT

The scope of delivery includes a sterile, disposable
injection syringe with an integrated needle. Otlier
medical devices arc not included in the package. Each of
the versions of the syringes is packed in unit (primary)
packaging. Primary packaging ensures sterility,
pyrogen-free and non-toxic products. Then the products
are placed in a shelf package in the amount of [ or [((

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

4 INTENDED USE

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

5 INDICATIONS

BD Emerald Syringes arc single-use, three-piece
disposable syringes that are used for general injection
and aspiration medical fluids (body fluids: blood, etc.)
and mwiicine.

f CONTRAINDICATIONS
No known contraindications.
7 ADVERSE REACTIONS

Side effects with proper use not detected.

} MD CLASSIFICATION

npuMeHeHus MmeguumHekoro usgenus / Class depending la Ma
on the potential risk ofusing a medical device

ana 0HOPa30BOr0 .

For single use
KpaTHocTb ucnonb3oBaHus / Frequency of use CHO/b30BAHMS g
Mo npopo.l XKTenbblOCTH KOHTakTa / By contact W3genuve KpaTkoBpemeHHoro Short-term  contact
duration KOHTaKTa device
o With the circulator

Twun koHTakTal Contact type C cncTeMoli KpoBooGpaLLeHus system y

CrepuiibHo, cTepunusoBaHo  Sterile, ethylene

CTtepunbHocTb / Sterility

OKCKAOoM 3TUNeHa

9 OBJTIACTb NMPUMEHEHNA

O6Lan KTUHUHeCKas MeuuyHa - 4ns obecrneveHns npouesypbl
WH(Y3NOHHOR Te[*nun.
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oxide sterilized

9 SCOPE

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




MoTeHuranbHbIA NOTPetUTEND:
KeanuuumposaHHble COTPYAHUKM MeMLIMHCKMX
YUPEXAEHNSAX U HEMPOMECCUOHLLILLIHBIE NOJb30BATENN.

IOTPKEOBAHWA  BE3OMACHOCTMU 7
MPEAOC IOPOXHOCTW

MEPbI

M3aenve anvmporeHno. HETOKCUYHO, CTEPUIBHO.
He ncnonb3yiiTe n3genue, ecin ynakoBka nakeTa OTKpbITa Win

NoBpeXaeHa.
BHUMaHMe:  nepes  MCMOMb30BaHWMEM — MPOYTUTE  BCE
NPeAynpeXxaeHns M MHCTPYKUMIO MO MPYMEHEHMIO.

HenpasunbHoe NpUMeHeHWe MOXET MOB/eYb 3a COO0W TpaBmy
naLueHTa Uam ero CMepTb.

W3genve npefHasHayeHo 4Nis 04HOPa30BOro npumeHeHus. He
MCMonb3oBaTb  MOBTOPHO. He  noggepraTb  NOBTOPHOIA
cTepunmn3aLmu.

He 3ameHsTb, He neploycTaHaB/MMBasb W He WCMOMb30BaTh
Jpyrue aneMeHTbl U3genms.

A0 u3genve JOMKHO MCMONb30BATbCA H MPOAaBaThCs TO/bKO
Kak LnpuL, 418 UHbEKLUIA OAHOPA30BbIA..

11 ONNCAHWNE N KOHCTPYKUMA N3OENNA

LWnpuy BD Emerald npegctaBnseT coboidi  wnpuy c
WHTErpupioBaHHOM urnoid. Lnpuy B cbope cocTouT U3
NoMIMNPONUIEHOBOrO  UMAUHAPE, Ha KOTOPbLIA  HaHeceHa
rpafyvpoBaHHas B MWIIUANTPAX LIKana, "
MOSIMNPONUIEHOBOrO LUTOKA MOPLUHA C 3aKpersieHHbIM Ha
KOHLIe CTOMOPHbLIM KOMbLOM W3 CUHTETUYECKOTO Kayyyka /
TepMonaacTMyHoro anactomepa. Lnpuy BD  Emerald -
TPEXKOMMOHEHTHbI/, OH OCHAWeH CTOMOPHbIM  KOMbLOM
3encEtoro ugeta Ana ynyylleHws Bu3yanusaunm MapKupoBKn Ha
LUKane.
Wrna B cbope COCTOMT M3 CMa3aHHOW CUIMKOHOM ANS
MEeLMLIMHCKOTO 000pYyAOBaHMS Kalonnm T HepXKaBetoLLei
cTtanu. KaHionisa ¢ NoOMOLLbO 3MOKCUAHOTO KIies MOACCHOAMHEHa
NoNMNPoNuIeHoBo BTynke. Wrna B cbope 3awwuiieHa
MOIMMPONWIEHOBbLIM  KOMMAYKoM.  KO.MMOMeTrTbl U roToBble
N30ennd  ABNAIOTCA  CTEPUSIbHLIMKM,  HETOKCUMYHBIMKU U
anMporeHHbIMK.

11.1 NPNHUWNT PABOTHI

MpuHUMN aeiicTBns MIA OCHOBaH Ha AeiicTBMM aTMOCHEPHOro
AaBneHus. MoplUeHb LWNpULA AOMKEH pacronaratbCs y ero
OCHOBaHWsl. OMyCTUTE LUNPWL, B XXMAKOCTb. Korga moplueHb
MepeMeLLaeTcs OT OCHOBaHMs LUMPULA BBEPX, >KWUAKOCTb
NoAHUMAETCSH N03aAy MOPLUHS MOZ AEACTBMEM W36bITOYHOTO
atmoctepHoro AaeneHns. Koraa Bbl MepeMeLLaeTe MopLueHb K
OCHOBaHMWIO LUMPULA, [aBMieHVe BHYTPU LUMPULA CTaHOBUTCA
6onbLLe, YeM CHapPYXXK, M KWUAKOCTb BbITEKAET.

11.2 CNnocob NPUMEHEHWHA

Mpn HbEKUMK:
1 Bblbepute noaxoAsdlimiA pasmep LMApUUa W UMbl ANS
NHBEKLNN.

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

Potential consumer:
Qualified employees of medical institutions and non-
professionai users.

10 SAFETY REQUIREMENTS AND SAFETY
PRECAUTIONS

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

Do not use the product if the package is open or
damaged.

Caution: Read alt warnings and instructions for use
before use. Improper use may result in personal injury
or death.

The product is intended for single use. Do not reuse.
Do not replace, re-install or use other elements of the
product.

This product should only be used and sold as a
disJHOsable injection syringe.

11 DESCRIPTION AND DESIGN OF THE
DEVICE

BD Emerald syringe are syringes with an integrated
needle. The syringe assembly consists of a
polypropylene barrel imprinted with a graduated scale
and a polypropylene plunger rod with a thermoplastic
elastomer stopper affixed to the end. The BD Emerald
Syringe is a three-piece syringe with a green retaining
ring to improve the visualization of maricings on the
scale.

The needle assembly consists of stainless-steel cannula
lubricated with m~ical grade silicone attached to a
polypropylene hub using an epoxy adhesive. The needle
assembly is protected with a polypropylene shield. The
components as well as the finished goods are sterile,
non-toxic and non-pyrogenic.

MA PRINCIPLE OF OPERATION

The principle of action of the medical device is based on
the action of atmospheric |wessure. The syringe plunger
must be positioned at its base. Lower the syringe into the
liquid. When the plunger moves from the base of the
syringe upward, the liquid rises behind the plunger
under the action of excessive atmospheric pressure.
When you move the plunger to the base of the syringe,
the pressure inside the syringe becomes greater than
outside, and fluid flo™¥* out.

11.2 METHOD OF USE

Injection:
I. Select proper size of syringe and needle for injection.



2 MpoBepbTe YNakoBKY Ha LEMOCTHCKITb WM CPOK FOAHOCTH, a
3aTeM M3B/EKWUTe LWNPWUL, W WY W3 YMNakoBKW, WCMOMb3ys
acenTUYECKYH0 TEXHUKY.

3. HanonHmTe Wwnpwu, HanpasyB LUMPWLL U WY BBEPX,

4. Ypepxkusas LU puy v urny B BEPXHEM Na30XeHUN, yaannTe
BO34yX M3 LUNpWLQ, HaXaB Ha MOpLUEHb, A0 TeX Mop, NMoKa Ha
KOHUMKe Wbl He BYAYyT BUAHbI Kar/u.

5. OuncTuTE 061aCTb MHBEKLMN.

b . BBeauTe Urny B TKaHb Ha COOTBETETBYIOLLYIO FNY6UHY W
BBEJUTE leKapCTBEHHOE CPEACTBO.

7. VI3BneKknTe UIAy W HaeXHO 3aKPOiTe ee KPbILWKOW WK
aKKypaTHO BbIBGPOCLTE UINy H LWNpUL,

. HapgaBnTe Ha MecTO NpoOKona, MOKa KPOBOTEYEHWE He
OCr-aHOBUTCS.

Mpn acnnpauumn:

1 Bbibepute noA.XogsdWmWiA pasMep LINpULa W Wbl An
acnvpauu.

2. TlpoBepbTe yNakoBKY Ha LENOCTHOCTb K CPOK FOAHOCTY, a
3aTeM W3BJIEKUTE LUNPUL, U UTY M3 YNAKOBKW, WCMO/b3ys
acenTUYecKYH TEXHUKY.

3. OUMCTUTE UHTEPECYIOLLIOTO 0611aCTb.

4. BcTaBbTe Urny BTKaHb UK 1akoH W BbIMOHUTE acnupauio
HY>XHOM XXWUAKOCTW.

5. V3BneknTe WUrny W HaJeXHO 3aKpoiTe ee KPbILWKOW Wau
aKKypaTHO BbIOPOCLTE MY Y LLNPWL,

b . Co3pnaiiTe gaBneHne Ha 061acTb.

12 BO3MOXHOCTb U METOAbI MHTEIMPALNN C
APYTUMWN MEOVNLUNHCKUMWN USAETUAMN

LWnpuusl BD Emerald - 370 MegrauHckue wusgenus c
coefiuHeHVemM J103p, W3roTOB/IEHHbIE B COOTBETCTBUMU CO
raHgaptom EN 20594-1. Oim cOBMeCTUMblI C .AYyTUMM
MEAVLUMHCKAMW  W3JeNUAMKM,  KOTOpble  COOTBETCTBYHOT
XapaKTepucTMKa.M, yKasaHHbIM B BbILLEYNOMSAHYTOM CTaHAapTe.

13 MATEPUAI/BLI, N3 KOTOPbIX W3rOTOBJ/IEHO
Mb;QULNHCKOE wn3pnenvie n,™ ero ocHoBHbIe
YACTN

KOMMOHEeHTbI /

BD Emerald
Components

MaTtepuansl / Materials

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

3. Fill syringe while pointing the syringe and needle
upwards.

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

5. Clean the area of injection.

b - Insert ne”le into the tissue at appropriate depth and
inject the medication.

7. Withdraw needle and safely c”p the needle or safely
dispc«e of the needle and syringe.

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

Aspiration:

1. Select proper size ofsyringe and needle for aspiration.
2. Inspect package for integrity and expiry date and then
remove the syringe and needle from package using
aseptic technique.

3. Clewl the area of interest.

4. Insert needle into the tissue or vial and aspirate the
fluid of interest-

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

b . Create pressure on the area of puncture.

12 THE POSSIBILITY AND WAYS OF
INTEGRATING WITH OTHER MEDICAL
DEVICES

BD Emerald syringes are medical devices with a Luer
connector manufactured according to standard EN
20594-1. They are compatible with other medical
devices that comply with the characteristics specified in
the aforementioned standard.

13 LIST OF MD MATERIAI?

Type of contact/ Tun
KOHTaKTa

MopLueHs / Plunger MonunponuneH | KpaTkoBpeMeHHbIli (MeHTe 24
Polypropylene 4acoB) KOHTaKT c
CrornopHoe  KofbLo  /  TepmOonnacTWYHbIA 3N1aCTOMep  HEMOBPEXAEHHON  Koxeid /

Retaining ring
LigeT cTonopHoro konbua /
Stopper Colorant

KomnoHeHT n3genws /
Device components

CMa30uHbli matepuan
umnuHgpa |/ Barrel’s  Qil
/Lubricant
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/ Thermoplastic Elastomer
3eneHblin Kpaerrrens / Green
Colorant

CunmkoHosoe macso / Silicon

Short-term (less than 24 hours)
skin contact.



Lnnunap / Barrel

LLkana / Scale

Brynka / Hub

3aWmTHbIA - Konmavok  /
Protective cap

Kneli / Adhesive

CMa30YHbIi
Lubricant
Mrna/Needle

matepuan [/

bymara / Paper

KOMMOHEHTH! BnnctepHas nneHka / Film
yrrakoBku / Packaging
components AeHbTe uepHuna / Ink

green

Uep£lble uepHuna/ Ink black

14 TEXHNYECKUE XAPAKTEPNCINKW

YKa3aHO MHOoe.
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| MonunponuneH /
; Polypropylene
Meyvatb onbru (Monuactep) /
Printing Foil (Polyester)
LigeT nonunponwuieHa TeMHO-
cUnuii / Colored
Polypropylene: Dark Blue (BD
Emerald, with needle 23G)
Liset nonnnponuIeHa
TeMHo-3enieHblin  / Colored
Polypropylene: Dark Green
(BD Emerald, with needle
21G)
LIBeT nonunponuieHa YepHsblii

[/ Colored Polypropylene:
Black (BD Emerald, with
needle 22G)
Monmnponunex /
Polypropylene

AnokcugHaa cmona / Epoxi
Resin

CunukoHoBoe macsio / Silicone
Oil

HepxxasetoLas ctanb [/
Stainless Steel

bymara MeANLIMHCKOro
HasHauclws / Medical Use
Paper

Monnamug/  MonuatuneH /

Polyamide / Polyethylene
UepHunal Ink

YepHuna/ Ink

KpaTKOBpPEMEHHbIA  KOHTaKT
(MeHee 24 4acoB) C CMCTEMOIA
KpoBoob6palLeHus / Short-term
contact (less than 24 hours)
with the circulatory system.
KpaTkoBpeMeHHbIn (MeHee 24
4acoB) KOHTaicT c
HENOBPEXAEHHOW  Koxeil /
Short-term (less than 24 hours)
skin contact.

14 TECHNICAL SPECIFICATIONS

Jonyctumoe OTKNOHeHWe xapakTepuctuk + 10 %, ecnn He Permissible deviation of the characteristics of = 10 %,
unless otherwise indicated.



141 KAHKONW (UTNbl) 141 CANNULAS (NEEDLES)

LL-B
BIYNIK.\ V. Ona sra:
o LW10KCLWHbIW IC'ttft
{PI<B AHOH OOTM<ILOICU B - . 0 vI* fftnVv
Ctobrcodmg«co. iftg.olbM3blc) /1?70 X\ AXimsm /[ CASSUA 23G x1 (0.6X 2.mMm)
. / / For oeodles:
) *
| / / X * T (Q6» 258LW)
XITTITTIAOOKIMIIKOKOOK
DI A ADRORMTOIRBA. n
MKr-VO PKOTECT/I CAP
(Ungtb according to the table) 3ALLLMAILLI KOMMAYOK
Oluoij * cooTseiciBBic ra&sw|30
47)
XKTB
BTJIKA KNLWoNA 19 8rn:
(epnouj Jrut>cevistoorel Qarclablicall) ) , 210&1 0.8»
(color coding according to the table} i"U)HESnX [/ CA\?fULA 29G » 1 i (0‘_7 .
/ 22G » 1 (0.7 » 30>«m)
/ 23G * 1 A" (0.6 * 30MnO
For needles:
A/, / .. - lie > H{1>4im0)
A f >1H‘:f.79<<>41'(\))la|))
. «| «(«. oT
O DIeE xaBWIEEeyad -t §)0»1 A*Mm)
J1,Maxc.-34

PKOTECLWUT CAP

(length according to the cable) LTI KOMMAYOK

(auckae coomeictatoi€ radswiotO

Pa3mepbl UMbl (UameTp Urbl

2G X1WwW
X panuna wurnel) [/ Needle 2(%(?8)()(14((()/;» 22G X| (0.7 X30) 23G X1 y*« 23Gxl«
dimensions (needle diameter x ’mm) ((0,7 X40) mm) ’mm) ((0,6 X30) mm) ((0,6 X25) MV)

needle length):
CtepunbHocTb/

Sterility

Tun Tpy6KKN nrnol/

Needle tube type

KonnyecTtBo cMasku, mr/cmV
Quantity oflubricant, mg/cm”
Bug 3atouku  wurnel  (yron
3a3-04KH),

Type of needle sharpening
(sharpening angle), °
HapyXHblil gunameTtp Tpy6KMy,
MM/ 0,800-0.830 0,698-0,730 0,698-0,730 0,600-0,673 0,600-0,673
Outer diameter of the tube, mm

Sterilization with Ethylene Oxide / CTepunusaums sTuIeHOKCUA0M
Regular wall / HopmanbHas cTeHKa (cTaHgapTHas)

<0,25
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1BHYTPEHHWIA guameTp TPyOKM,
0,4953-0.5461  0.3937-0,4445 0,3937-0,4445 0.3175-0,3683 0,3175-0,3683
Inner diameter of the tube, mm

HomuHanbHas AAnHa TPY6KM

nrnol, mm/

Nominal length of needle tube, 40 40 30 30 25
mm

Pak*THUecKas [NMHA TpyoKM

nrnel, Mm/

’ 3670 - ; ] ]
Actual length of needle tube, 36-40 27.5-31,5 27,5-31,5 22,5-26.5
mm
Pagnyc npHTY'NNeHHs paboyei
yacTtu, mm/

Radius of blunting of the 003 <0,03 <0,03 <0,03 <0,03
working part, mm
TeepgocTb no Pokeenny, HRc/ >70 >70 >70 >70 >70

~Rockwell hardness, HRc
LLlepoxoBaTocTb Ra, MKM / Rou ghness Ra, pm:
Hapy»XHOM MOBEPXHOCTY

Tpy6KM/ <0,16 ! <0,16 <0,16 <0,16 <0,16
- outer surface of the tube:

- MOBEPXHOCTU 3aTOKi/ <063 ' <063 <0,63 <0,63 <0.63
- sharpening surfaces: | '

3alWmnTHbI Konnavok / Protective cap

Onametp, mm/
Diameter, nun
[nvHa, mm/

8A8(+0/-0.30) 8,18(+0/-0.30) 8,18 (+0/-0,30) 8,18(+0/-0.30) 8,18 (+0/-0,30)

55,3a.0,3 55,3+ 0,3 55,3+0,3 55,3+0,3 425+ 0,3
Length, ram
Btynka/ Hub
Avauerp, - 782£005  782:005  782+005  782%0,05  7,82%0.05
Diameter, mm
i finaria, MV 17,7+0.3 177403 17,72+03 17,703 17,7 40,3
i-ength, mm

Obwas AnvHa  urbl e
3aWMUTHBLIM KONIMayKoM, Mm/
The total length of the needle
with a protective cap, mm
Macca urabl c 3aWUTHbLIM
Konnaykom, r/

The mass of the needle with a
protective cap, ¢

60,249+0,001 60/[49+0,001 60,249 0,001 60,249+ 0,001 47,473 0,001

0,772 0,761 0,753 0,747 0,625

CoHpoTtusnenHe nsrnby urn / The bending strength of the needles:

MeTpuyeckuii pasmep, +
Kann6poBoYHbIii pasmep!/ P P P, Ycunve Ha n3rn6, H 0,1 MaKCUMabHOe
o nm/ H/ OTK/IOHEHNE, MM/
Calibration size . ) .
Metric size, ram Maximum ddldilimE» mm
21G 0,80 15 0,38
22G 0,70 15 0,42
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23G 0,60 125 0,33

Resistance to needle fracture
BblaepkmBaeT u3ra6 He MeHee 25“ B ogHoit nnockoctm B Can withstand bending of at least 25 in the same plane
ycnosusix | -kpaTHOro noBToperrasi B 060Mx HanpasneHWsIx under conditions of! | -fold repetition in both directions
MpoyHOCTb coeanHeHns ronoskn n Tpyokn urn / The strength of the connection heads and tube needles:

HoMUWHanbHbIA HapyXHbIA guameTp Uribl, Mm/ MuHH.ManbHoe ycunue, H/
Nominal outer diameter of the needle, mm Minimum force, N
0,8 34
0,7 40
0.3 44

MpoxogumocTb npoceeTa urn / The patency ofthe lumen of the needle:

Pa3mep urnbl, mm / Needle size, mm 0,6 (23G) 0,7 (22G) 0,8 (21G)
1 [Ounametp marwipeHa, MM / The élneler ofthe mandrel, 0,25 (0:-0,01) 0,30{0:-0,01) 0,40 (0:-0,01)
! mm ' n ’ r ' R

LiBeToBOE 0603HaueHme (LBeToBas Koguposka) / Color designation (color coding):

KannépoBouyHblii pasmep/ Liset/
Calibration size Color
23G CuHwii / Blue
22G UepHsblii / Black
21G 3eneHsblin / Green
142 WNPULUbI 14,2 SYRINGES
JONYyCTUMOE OTK/IOHeHMe XxapakTepucTuK = [ %, ecnm He Permissible deviation of the characteristics of+ 10 9%,
yKasaHo MHOe. unless otherwise indicated.
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CTOIMNOPHOE k0.1bL,0
RETAIMXGRI.VG

|7|
<
B- _____
Ty
BASS1I
TTOPIMIrHb
PLUNGER

>nopX HABO/bLLIOIOa\.Tea\
TXKXLL PRESS

HanmeHoBaHue
xapakTtepuctuku/ The name
of (he characteristics

BD

FabapuTHble pasmepbl (LLITOK
AMOPLWHA  He  BbLBUHYT),
(OxWxB)  (AxBxC), wwm/
Overall dimensions (plunger
rod is not extended), (L x W x
I1) (AxBxC), mm
Fabaputble pasmepbl (Npu
MaKCMMafbHO  BblABUHYTOM
W3-0Ke nopLwHsa), (AxXLLxB),
mm/ Overall dimensions (with 0,10
maximum plunger rod
extended), <L x W x H), mm

OHame'rp uyunuHgpa (D), mm/
Diameter of barrel (D), mm

OnunHa WTOKAa  NOpPLUHA
wnpwuHa (E), mm/ The length of

the plunger rod of the syringe

(E), mm
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BapuaHT ncnonHeHus:

Design style:
BD Emerald 2 ml
77,7 £0.15 x23,00 £0,10

X13,78+0,10

U6,5!1+ 0,20x23,00*

TATTT
SNGE

BapuaHT ncnonHeHus:
BD Emerald 5 mn /
Design style:

BD Emerald 5 ml

Emerald 2 mn /

88,71 £ 0,15 X27,00 =
0.I0x 17,59+0,10

138,53 £0,20x 27.00 +

X 13,78 0,10 110 X 17,59 0,10
8,84 + 0,05 1212 40,05
60,66tlfs I Crat0.25

10

BapuaHT ncnonHeHus:
BD Emerald 10 mn/
Design style:

BD Emerald 10 ml

108,1 +0,20x31,00 +
0,15x 21,05+0,10

177,31 +O40x 31,00 +
0,15x21,05+0,10

16,92 +0,05

89,28!«i



[AMUHUMUNBHBIE 3HayeHus
/lpnHNBI BbICTYMAaHUA  LUTOKA
nopwHA w13 UWAMHAPa, OT
NnoBepxHoCTW  ynopa AN
nanblUesB [0 Bepxa CTEPXKHS
wTtoka nopwHa (F), mm/ The
minimum  iength of the
protrusion of the plunger rod
from the barrel, from the
surface of the Ungers press to
the top ofthe stem plunger rod
(F), mm

Macca, r/ Mass, ¢ 2.076 3,691 6,314

HakoHeuHuK wnpuuya/ CooTseTcTByeT EN 20594- CootsetcTByeT EN 20594- CootBeTcTByeT EN 20594-
Syringe dp 1/ Compliance EN 20594-1 1/ Compliance EN 20594-1 i / Compliance EN 20594-1
Ounametp LIeHTPanbHOro

NHEPCTHA HakKoHeyHuKa (G),

tie meHee, mm/ Diameter of the 2,01 2,01 L0l

central hole of the tip (G), not

less, ram

HomunHanbHass BMECTUMOCTb

(V), mn/ Nominal capacity (V), ! 5 [0

ml

BbicoTa CTOMOPHOro0 KosblLa

(H), mm/ Height stopper (H), 8,65 111 16,42

mm

[vameTp cTONOPHOro KonbLa

(1), mm/ Diameter of stopper 8,65 12,11 16,42

(1), mm

Macca cTonopHoro konsua, r/
Mass stopper, g
MaKcuManbHbI «NONE3HbIA»
o6beM wnpuua, wmna/ The
maximum ”useful” volume of
the syringe, ml

Ycunue,  T|"6yemoe  ans
npuBefeHUs B ABWXKEHWe
warca nopwHs, HY The force < 34,25 <34,25 < 34,25
required to drive the plunger

rod (initial force), N

Cwuna, Heobxofumas  gns

nepemeLleHuns LITOKA

MOPLUHSA U BbI3'CCHEHUS BOAbI

3 wnpuua, H/ The force <11 < 17,79 <1002
required to move the plunger

rod and displace water from

the syringe, N

12,55 13,50 15,60
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WoMum anuMHa WKanbl  [o
n/oTMeTKU HOMWHa/bHOW
/|lBmecTumo€TH, MM/  Total

length of the scale to the
nominal capacityt mm
[Jenenve wkansl, ™M/
division of the scale, mi
BmecTumocTb
NVHUAMU  TPagyupoBKuU C
yncnamn,  wmn/  Capacity
between graduation lines with
numbers, ml

Jonyckn Ha rpagyvpoBaHHYHO

I'he

Mexay

BMECTUMOCTb:

MeHbLle NMOMOBUHBI
HOMWHa/IbHOW BMECTUMOCTH,
“un/

Tolerances for  graduatwi
capacity:

I"ss than half the nominal
capacity, ml

Jonyckn Ha rpagyvpoBaHHYo
BMECTUMOCTb:

PaBHO nnm 6onbLue

MOSIOBUHBI HOMWHabHOA

BMecTUMOCTH/

Tolerances for graduated
| capacity:

i Equal to or more than half of
j the nominal capacity
; MakcumanbHoe  «MepTBOe»>
:inpocTpaHcTBo, M/ Maximum
‘dead™ space, ml
Yron KOHyca HaKOHeyHuKa
ocp, & The angle of the cone
tip Luer, ®
KoHyCHOCTb HaKOHeYHnKa
moep, %/ Tip taper Luer, %

MuHUManbHbI anameTp
KOHYyCa wnpuua, mMm/
Minimum diameter of the
syringe cone, mm

Makcuma.! bHbI anameTp
KOHyca wnpuua, mm/
Maximum diameter of the

syringe cone, mm

MuHMManbHas gAnHa KoHyca
wnpuya, MM/ Minimum
length of the syringe cone, mm

32881 [}

0.1

0,5

+ 1.5 % OT HOMUHaNbHO
BMECTUMOCTN = 2 %
CANTOro obnema/

i 1.5% ofnominal capacity
+ 2 % ofdraining volume

+ 5 @cnutoro o6bema {of
draining volume)

0,070

2,01 *0,05

3,17*0,05

8,70*%0,10
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42,08 * 0,4

0,2

* 1,5 % OT HOMUHa/IbHOIA
BMecTUMOCTM = 1%
CnMToro obbema/

* 1.5 % ofnominal
capacity * 1% of draining
volume

* 4 % cnutoro obbema (of
draining volume)

2,01 * 0,05

3,17*0,05

8,70%0,10

52,32* 0,5

0,2

* 1,5 % 0T HOMWHaNbHOA
BMecTUMOCTM * 1%
CAUTOro oobema/

* 1.5 % ofnominal
capacity* 1% of draining
volume

* 4 % cnutoro obvema (of
draining volume)

0,075

2,01*0,05

3.17*0,05

8,70*%0,10



XK*pal A aii|nee paccTosiHue
7 Mexliy uewpanbiioil  0Cblo
HaKOHEYHUKa  ¥” Kpaem
UMAMHApPA  wnpuua  anm
JelueHTpHpoBaHHO! 0

HaKOHEYHUK He
3KCLEHTPUYEH (HaxoamTcs

HakoHeYHMKa, MM/  The o ueHTpy)i The tip is not 2,75 2,75
shortest distance between the eccentric (located in the
central axis of the tip and the center)

edge of the barrel of the
syringe for the decentral tip,
mm

XapaKTepuCTUKKM CTepubHO ynakoBku / C-haracteristics of sterile packaging:

bymara/ Paper

MnoTHocTb mMatepuana, riv®/ E>ensity of material, g/m®
BosgyxonpoHuuaemocTtb, MKM / (IMa ¢) / Air permeance,
pm/(Pas)
MpoyHOCTb Ma pacTskel rvie (B MaravHHOM Hanpas/ieHnN),
MuHUMYM, KH/m / Tensile strength MD, min., kH'w
MpoyHocTb  na  pacTsxkenHe (B MOMepevyHoOM
HanpasneHun), MuHumym, kKH/m / Tensile strength CD,
min., KN/m
[JasneHuve Ha paspsbls, KlMa/ Burst strength: min., kPa
MpoyHOCTb Ha pa3pbiB (B MAWWHHOM HanpasfeHuw),
MuHUMyM, MH / Tearing strength MD, min., raN
MpoYHOCTL Ha paspbiB (B MOMEPEYHOM HanpasfieHuw),
MuHUMYM, MH / Tearing strength CD, min., mN
WcnbiTaHne Kob66a (60 ¢), BNaronoroLleHme: Makcumym,
r/m-/ Cobb test (60 s): max., g/m*

baucTepHas
MnoTHoCcTb MaTepuana, ricw*/ Density of material, g/m

[aeneHne Ha paspbi, KlMa/ Burst strength: min., kPa
Mpefen nNpPoOYHOCTM Ha pacTskeHne (B MalMHHOM
HanpasneHun), II/MM*Teasile strength at break (Machine
direction), N/mm»

Mpefen MNPOYHOCTM HAa pacTsXKeHWe (B MOMepeyHoOM
HanpasneHuun), H/mm* / Tensile strength at break
(Transverse), N/mm’

TonwwHa, YKM/ Thickness, uT

ConpoTuBneHve  pacnpocTpaHeHuWto  paspbiBa, (B
MallMHHOM HanpasneHwuv), MH / Propagation tear
resistance (Machine Direction), mN

ConpoTvBneHWe  pacrnpocTpaHeHWO  paspbiBa, (B
nonepe4yHoM HanpasfneHun), MH / Propagation ttear
resistance (ransverse), mN

MpoHuuaemocTsb / Permeability
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57-63
0,80-3,00

5,00

2,00

270
350

430

nneHka i Film

2 Mn 5 M1(2ml & 5ml) Emerald: 58,59 (£10%)
10 M (10mi) Emerald; 6847 (£10 %)
> 14,7

45,00

28,00
50+2,5

390 (+10%)

3280(x10 %)

MneHka sBNsSeTCA HeNPoHULLaeMoi ana Bo3gyxa/ The
film is airtight



' Lo / Seam
MnotHocTb |LLMOOOUA knes / Application density of  HenpumeHumo. MieHKa niasutcsa BO Bpems rpoLiecca
adhesive 3aneyatbiBaHWs 415 cKpeneHws ¢ 6ymaroid / Not
applicable. The polyethylene layer of the film melts
during the sealing process and binds directly to the paper

LLnpuHa wea, mm / Width of the seam, mm 5-6
MpoyHocTh LWBa, KIMa/ Scam strength, kPa > 14,7
15 NHOOPMALINA O MAPKPOBKE 15 LABELING INFORMATION

151 MH®OPMALNA ) PYCCKOA3bIYHON
MAPKWPOBKE

Mpy nocTaBke Ha TeppuTopuio Pd, rpynnosas ynakoska During import to Russian Federation the medical device
(ynakoska no [0 wmm 100 wryk) u TpaHcnopTHas ynakoska in shelf packaging (pack of [0 or [0 pieces) and case
OydeT  cHabxa'rcs  AOMONMHUTENbHBIM  pyccKosisbluHbIM — package is provided with the local Russian stickers that
-TUKepOM, KOTOPbIi UMeeT NPUOPUTET 415 NOCcTaBOK B P®. Mpu  are prevailing when supplied to Russian Federation. In
,JaCXOXNeHMM MH(OPMALIMK Ha CTUKEPE 1 Ha YNaKoBKe, BepHoii  case of discrepancy of information on the sticker and on
cumTath MH(OpMaLMI0O  Ha  CTUKepe. NokanbHblii  the package, it is correct to consider the infom”tion on
PYCCKOS3bIUHbIA CnKep He GyAeT 3akpbiBaTb opuruHanbHyto the sticker. Local Russian sticker docs not cover the
3TUKEeTKY OT Npou3BoauTens, u 6yaeT MMeTb cnegytowlee original data ofthe manufacturer and is of the following
cofiepXaHue; content:

151 INFORMATION ON RUSSIAN MARKING

L npny MHBEKLMOHHBIA 0AHOPa30BbIi cTeplwibublilt BD Emerald, 2 mn, c urnoit 21G x 1 1/2" (0,8 x 40 Hwm), Tun Luer

Mpounssonutens: bekTok AuknHcoH C.A., McnaHuna, (BeckOn Dickinson S.A., Spain). G'Mcquincnza. s/n. 22520 Fraga (Huesca) Spain
MecTo npoH3Bogn Ba: bekToH, AnknHcoH C.A. / Beclon Dickinson S.A.
C'Mequinenzo. S'n, 22520 Fraga (Hucsca) Spain (MicnaHus)

) REF
;Homep no katanory I CM. blaynaKoBKe.
Li?Lj.

Mcnonb3oBaTh 40 & CM. Ha YMaKOBKe.

A|wpomwHo. HerokemyHo. CTLU:bHO. TO;1bICO 41X O4HOKPATHOrO NPUMEHEHMS.

He nucnonb3oBartb, eCTV ynakoBka noBpexjeHa. He ctepnnn3oBaTtb NOBTOPHO.

He ncnonb3oBaTb NOC/e NCTEUEHNA CPOKa FOAUOCTH.

)61acTb NPUMEHEHUA: ANA HW>EKWI N w WU acnnpauny MeguLMHCKUX XUAKOCTeR (KMAKOCTM OpTaHH3Ma: igx)Bb n T4b) 1 nekapcTBeHHbIX

npenaparos.
YcnoBua xpaHeHus; npu temnepartype ot +5®C go +30®C.

He gonyckaTb BO34elCTBMA NPAMOr0 CO/IHEYHOTO CBETA.

Mepea NpuMeHeHneM HeO6XOAMMO MPOBEPUTD LLICTOCTHOCTL YNaKOBKMU.
CpoK rogHocTu - 5 ner.

YnonHomouc{LWbIH NpeACcTaBnTeNb NMPON3BOANTENSA:
00O «bekToH AnknMHCOH BocTok»: 127051 Mocksa, yn. CanoBas-CamoTéuHasn, 4. 24/27,2 3tax, nomewyeHue |, komHata 18.
Ten.: +7 495 775 85 82. email: Complainis_CIS@bd.com.

PY Y K op A3.MM,IT

WNHhopManHio Ha pyCcCcKOA3bIYHOM CTUKEPE MPOCKM CUHTArTb NPMOPUTETHON MpW NocTaBke B PO.

JloKanbHbIA PYCCKOA3bIYHBIA CTUKEP HA aHT IMACKOM fA3bIKe NPUBOAUTCS TObKO AN5 CNPABOYHbIX Lieneid/
Translation of local Russian sticker content to English is provided for reference iHirpose only

Single use injection syringe sterile BD Emerald, 2 ml, with needle 21G x 1 1/2 (0.8 x 40 mm), type Lucr

Manufacturer: Beclon Dickinson S.A.. Spain

14
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C/Meiiuincnza. s/n. 22520 Fraga (Huesca) Spain.

Place of manufHCturing: Becton Dickinson S.A ,
C/Mequinenza. s/n. 22520 Fraga (Huescai Spain.

Reference number  iREFiSee the package

Lot number Seethe package.

Kxpiry date 2 ; Sec the paclcagc.

Pyrogcen-firc. Non toxic Sterile. For single use only. not use if packaging is damaged. Do not re-stnilize. Do not use after
expiration dale.

Scope: tor injection and / or aspiration of medical fluids (body tliiids: blood, etc.) nnd drugs.

Storage conditions: at a temperature of +5“C to +30 * C.

Avoid exposure to direct sunlight.

Before use, check the integrity of the packaging.

Shelf life -5 years.

Authorized Represeotative of the .Manufacturer:

«Becton Dickinson Vostok» LLC, 24/27 Sadovaya-Samolyochnaya Street, 2nd floor, premises 1, office 18, 127051 Moscow, the
Ru.4sian Federation.

Tel.; +7 495 775 85 82, email: complaint$_CIS@bd.com

RC Jft *********x from DD.MM.YY

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

152 NHPOPMALNA @) CMMBONAX HA

MAPK/POBKE 15.2 SYMBOL INFORMATION ON LABELING
Cumson 7/ Symbol | OnwucaHue / Description
IJ M3rotosutens / Manufacturer

3anpeT Ha NoBTopHOE NpumatoHme / Single Use

STEMLEEO Crepunusaunsa okengom atuneHa / Ethylene oxide sterilization
2 WMcnonb3osath Ao /Use By Date
r3 [Jata n31otosnenus / Data o f Manufacture
ILOTI Kog naptum / Lot number
R Homep no kar-anory / Catalogue Number
A OcTopoxkHo! ObBpaTnTeCh K MHCTPYKLUMM MO NpumeHeHmto / Attention, See Instruction For
Use
pynnosas /ShelfM M M bs
CumBon/epb i ~ OnucaHune /pjjjBffcflaa

I I I M3rotosutens / Manufacturer
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C e CE fc pcructpaunTtiibiM HoMepoMm opraHa ceptudmkaumm EC)/ CE - mark, conformity with
requirements of European regulations.

3anpeT Ha NoOBTOpHOE npuMeHeHue / Single Use

stbvileleo Crepunusaums okengom atuneHa / IlUhylene oxide sterilization

Vcnonb3osartb fo / Use By Date

Howmep no katanory / Catalogue Number
Kog naptum / Lot number

d | [Jata nsrotosneHus / Data of Manufacture

He gonyckatb Bo3geiicTBusa conHevHoro ceeta/ Keep Away From Sunlight

U J
Bepeub oT Bnarn / Keep Dry
He vcnonb3oBath Npu nospexaeHny ynakosku / Do not use if packaging is damaged
YNaKoBOYHbIA MaTepuan NogieXxuT BTOpUYHOI nepepaboTke / The packaging material is
recyclable
O MepepaboTka ynakoBku / Packaging recycling
mH"HpHhM W iyiiaKOBKa/CasejM AAA" -
19[118bn ! n Onucauune/flmiM hV
Wcnonb3osath o / Use By Date
d [Nata VB0 T B LLA/ Data of Manufacture
d W3roTosuTens / Manufacturer
C e CE (c peruc-thalHOHHbIM HOMepoM opraHa cepTudmkaunm EC) / CE - mark, conformity with
requirements of European regulations.
Homep no katanory / Catalogue Number
[LOTI Kog naptum / Lot number

16
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MepepaboTka ynakosku / Packaging recycling

YNakoBOYHbIA MaTepuan noafieXxuT BTopuuHol nepepabotke / The packaging material is

recyclable

a

3anpet Ha NOBTOPHOe Npu.MeHeHWe / Single Use

-~ )K -~
STERLEEO Crepunusaumsa okcugom atuneHa / Ethylene oxide sterilization
sz © He ponyckatb Bo3aeiicTBys conHeuHoro ceeta/ Keep Avray From Sunlight
Ss'i'=
Bepeub oT Bnarn / Keep Dry
L J

Xpynkoe, obpawatbes octopoxxHo / Fragile, handle carefully

f
A

18)

16 BMOCOBMECTUMOCTb

Use

16.1 MEPEYEHb MATEPUANOB XXWBOTHOIO U
(WNn) YHENOBEYECKOTI O NMPONCXOXAEHNA

B cocTaBe M3fenus OTCYTCTBYIOT MaTepuasibl YKMBOTHOTO U
(11I1) YeNOBEYECKOTO MPOUCXOXKAEHMS.

16.2 CTIMCOK NIEKAPCTBEHHbIX CPEACTB A/14
MELNLMHCKOIO NPUMEHEHMUS,
COJEPXALNXCHA B MEAVNLWHCKOM N3AENNN

LWnpuupl  Emerald He cogepXaT B CBOEM  COCLUBE
NEKAapCTBEHHblE BELLECTBA, HO OHU npeaE asHayeHbl AN
BBEEHUA NIeKapCTBEHHbIX CPeACTB.

16.3 SAAB/IEHNE O COAEPXAHUN ®TANATOB,
NATEKCA N BPA

» TpogyKuus He COAEPXXMT HaTypasbHOIO laTekca.

o TpofyKuus He COAEPXXUT (hTanaTos.

o TlpofyKuus He COAePXMT NONUKapboHaT W, CnefoBaTeNbHO,
oucgeHon A (BPA), Homep CAS 80-05-7, Homep EC 201-
245-8.
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OcTtopoxxHo! O6patutech K MHCTPYKUMM MO npuMeHeHuto / Attention, See Instruction For

He ncnonb3oBath npy [JoBpexneHnn ynakoskm / Do not use if packaging is damaged

16 BIOCOMPATIBIim Y

16.1 DEVICES INCORPORATING NON-
VIABLE MATERIALS OF ANIMAL ORIGIN

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

16.2 LIST OF MEDICINAL PRODUCTS FOR
MEDICAL USE CONTAINED IN A MEDICAL
DEVICE

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

16.3 STATEMENT
PHTHALATES, LATEX AND BPA

e The products do not contain natural rubber latex.

» The products do not contain phthalates.

e The products do not contain polycarbonate, and
therefore Bisphenol A (BPA) as CAS number 80-
05-7, EC number 201-245-8.

REGARDING
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f 164 BOSMOXHOCTb 7 OCOBEHHOCN U
Incnonsszoeanua gannoro MEONUNNCK’OIO
n3gennd nogbMmu ¢ UMNNAHTUPOBAHHBIMW
MEOVUMNHCKNMN N3LAENVNAMMN,
[6epemeHHBI MK n KOPMALWNMN
XEHWWHAMW, OETbMW, B3POC/IbIMU C
xpoHnueckmumu 3ABOJIEBAHNAMMN

MW MOXET MCMob30BaTbCa ANS MauyeHTa to6oro Bo3pacTa,
rnona v sTE nYe«KoH rpynmbl.

17 CPOK TOAHOCTWM

CpoK rogHocTv 5 1eT ¢ MOMeHTa NPOM3BOACTBA.
18 TEKY LW PEMOHT

HenpumeHumo. N3aenvsa oguop”Beble.

19 TEXHMNYECKOE OBC/TY XNBAHWE

TexHU4Yeckoe 06CNYXMBaHNE UK KaMbBpOBKa He TPebyHoTCH,
aK Kak M3fenns NocTaB/stTCs B FOTOBOM /11 UCMO/b30BaHMA
BULE.

191 AESVH®EKL WA

HenpumeHumo. M3pgenna  cTepunbHbl, NnoBTOPMNOMY
MCMO/b30BaHMIO U NOBTOPHOI CTepUNU3aLmMmn He Noanexar.

20 ycnosma SKCMNNYATAUUW, XPAHEHKMA ©
TPAHCINOPTUPOBAHUNA

Y CcnoBus akcnnyatauuu:

Temperalure (BHY3pCHHAA  OT +32 fo +42
cpefa opraHusma), ‘C

Y CnoBua xpaHeHus:
AhekTBHAA M 6e3omacHas akcnayataums MIA Bo3MOXKHa
laibKO  npu  cobniogeHun  yCnoBwuii  XpaHeHuss U
TPaHCMOPTUPOBKM, YKa3aHHbIX HIDKE:

Temnepatypa, *C Ot +5 o +30
OTHocuTeNbHasA BNaxHocTs, % OT 20 po 80 6Ges
06pa3oBaHNs KOHAeHcaTa

J

! YcnoBusA TpaHCNopTUPOBaHUSA:

i 3genne TpaHCMOPTMPYKOT BCEMM BMAAMM TpaHcrnopTa B
KPbITbIX  TPAHCMOPTHbIX CPeACTBaX B  COOTBETCTBUM C
npasunamy nepeBo3Ky rpy3oB, AEACTBYIOLLMX HA TpaHCcrnopTe
KaKporo suia. MefuuMHCKOE W3feNine TpaHCnopTupyeTca B
CYXMX, TeMHbIX YCNOBUAX, Npu Temnepatype ot —5 ®C go -*30

j ®C 1 0THOCUTENBHOM BNXKHOCTM BO3ayXa oT 20 % 10 80 % (6e3
| KOHAEHcaumn).
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IMPOSSIBILITY AND FEATURES OF THE
USE OF 1HIS MEDICAL DEVICE BY PEOPLE
WITH IMPLANTED MEDICAL DEVICES,
PREGNANT AND LACTATING WOMEN,
CHILDREN, ADULTS WITH CHRONIC
DISEASES

MD can be used for a patient of any age, gender and
ethnicity.

17 SHELF LIFE

Shelflife 5 years from the date of manufacture.

18 CURRENT REPAIR

Not applicable. Single use device.

19 MAINTENANCE

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

19.1 DISINFECTION

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

20TERMS OF USE, STORAGE AND
TRANSPORTATION

Terms of use:

Temperature {internal From -32 to +42
environment of the body),
C

Storage conditions:
Efficient and safe operation of medical devices is
possible only ifthe storage and transportation conditions
specified below arc observed:

Tonperature, *C From +5 to +30
Relative humidity, % From 20 to 80 non-
condensing

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

18
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21 TPEBOBAHWA MO 3ALWTE OKP>"AK>1LEW
CPE[bI

211
OKPYXAK WY CPEAY

MeanLyHCKI1E U3aenns Npy UCTO/b30BaHNM, TPAHCTIOPTUPOBKE
M XpaHeHWM He OKa3blBalOT HEraTMBHOrO BO3AECTBUS Ha
YesI0BEKA U OKPYXKAIOLLYYHO Cpedy.

21.2 MOPAAOK N YCNOBUA YTUNUSALUN NN
YHNUTOXEHNA MEOULUWNHCKOIO N3AENMNA

Mocne Mcnonb3oBaHMA NPOAYKLMK, LUMPWL, C HAAETOW Ha Hero
Wrnoi B Kannauke, [O/DKEH OblTb Y3UNU3MPOBaH /s
npegoTepalleHns  UHOULMPOBaHUS,  NPCLANOYTHTANLHO C
MCMNONb30BaHNEM KOHTEHEpPOB A1 OTXOLOB, AOCTYMHbLIX Ha
PbIHKE.

'30eNns, VIMeBLUME KOHTAKT C KpPOBbHO W-WIH [pYrymMu
BGMONOrMYECKUMMN XKUAKOCTAMMU, NOLNEXAT YTUAM3aUMU WU/nnu
YHUYTOXeHuto cornacHo CaHlMlunH 2.1.36S4-2! no knaccy b.

Heuncrnonb3oBaHHbIE U3AenMa (He UMEBLLIME KOHTaKTa C KPOBbIO
nnn ¢ GUONOrMYECKUMUN XKXUAKOCTAMM), B T.4. C UCTEKLLUM
CPOKOM FOAHOCTU, MOANEXAT YTUAN3ALUN UV YHUHTOXEHUIO
cornacHo CanlNuH 2.1.3684-21 no knaccy A. lNMpu fjoMallHem
NPUMEHEHUN  .MeULMHCKMEe — M3genus  MoryT  6bITb
YrUAM3MPOBaHbI KaK ObITOBbIE OTXOZpb!.

22 METObl N YCNOBUA CTEPNAN3ALUN

221 MPOLUECC CTEPUNUN3ALUNN

CTepunusaumio NpoBOAAT CMecblo aTuneHokeupa u COj (B
cooTHoLleHun 90:10).

"3 MEPEYEHb HALUMOHA/bHbIX n
LIEXOYHAPOOHBLIX HOPMATWBHbIX
JOKYMEHTOB/CTAHOAPTOB, KOTOPbIM

COOTBETCTBYET MEAVNLUMHCKOE N34PNVE
CtaHpapT/ Standard

BANAHNE MEOAVNLUWNHCKOIO U3AENNA HA :

21 ENVIRONMENTAL REQUIREMENTS

2bl ENVIRONMEMAL
MEDICAL DEVICE

IMPACT OF THE

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

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

After use of the product, the syringe with the needle in
the cap must be disposed of to prevent infection,
preferably using commercially available waste
containers.

Products that have come into contact with blood and / or
other biological fluids should be dispose of and / or
destroyed in accordance with SanPiN 2.1.3684-21 class
B.

Unused products (without contact with blood and / or
body fluids), incl. Expired in life, subject to dispose of
and / or dedtruction in accordance with SanPiN
2.1.3684-21 class A

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

22 METHODS
STERILIZATION

AND CONDITIONS OF

22.1 STERILIZATION PROCESS

Sterilization is carried out with a mixture of ethylene
oxide and CO! (in a ratio 0f90:10).

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

OnwucaHue / Description

CTepI/II'II/I3aLI'I/IFI MeANLIMHCKNX |/|3,qen|/||‘/’|. TpEGOBaHI/IFI K MEANLUMNHCKUM M3OENNAM KaTeropun

YacTb 1 TpeGoBaHMs K MEAULIMHCKAM U3AENNSM, MOANEXKALMM HUHMLLHONA CTepUAM3aLImm

Sterilization of medical devices - Requirements for medical devices to be designated
"STERILE” - Part 1. Requirements for terminally sterilized medical devices

«CTEePUSIbHbIEY.
EN 556 +AC/
WHdopmarms,
EN 1041 npunéopbl/

Information supplied by the manufacturer of medical devices

noarotas/inBaeMasd WM3roToOBUTEJIEM,

COMPOBOX/atoWash  MefKNHICKME

OueHKa Bronornyecko«y) AencTena MeguUMHCKUX n3genmi/
Assessment of the biological effects of medical devices

Cepus ctaHgapTos EN 1SO
10993/EN ISO 10993
series of standards

Part 1. Evaluation and testing within a risk management process
Part 7: Ethylene oxide sterilization residuals
Part 10: Tests for initation and skin sensitization

YacTb |: OueHKa 1 3cCTUPOBaHNC B MPOLLECCe YNPaB/ieHNs puckamm
UacTtb 7: OcTaTKu CTepunnsaumm OKCULOM 3TUNeHa

19
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EN I1SO 1115-1

ENISO 11138

EN 1SO 11607

EN ISO 11737

EN ISO 13485

EN ISO 14971

EN 20594-1

EN 1SO 15223-1

EN 1SO 6009

EN ISO 7864

EN ISO 7886-1

1 ENISO 9626

YacTb 10: TecTbl Ha pasfpaXkeHne U CEHCUBNIN3ALMIO KOXM

Crepunuszaumsi MeAUUMHCKOM npoaykumn. OTuneHokeua. Yactb 1 TpeboBaHus K

pa3paboTkKe, BaMAaLMN 1 TEKYLLEMY YNPaBIeHNO NPOLECCOM CTEPUIN3ALIUN MEANLMHCKNX

n3aenuia/

Sterilization of health care products - Ethylene oxide - Requirements for the development,

validation and routine control of a sterDizalion process for medical devices

Crepunusauma  MefULMHCKOR npofykumu. bBuonornyeckne wHAMKatopbl. Yacte 2.

Brionornyeckue UHAMKATOPbI 4NS CTEPUNU3ALIAN OKCUAOM 3TUNeHa/

Sterilization of health care products - Biological indicators - Part 2: Biological indicators for

ethylene oxide sterilization processes

YnakoBKa Ans MeguLUUHCKUX M3Lenunid, Nognexxawmx GuHunraoli ctepuamsalmu.

Yactb 1 TpeboBaHusa K maTepuanam, 6apbepHbIM CUCTEMaM AN CTepuamnsaumn u

YNaKoBOYHbIM CUCTEMAM.

UacTb 2. TpeboBaHNA K BaMAaLuy NpoL,eccosB opMUpoBaHns, repMeTusalum u copkum/

Packaging for terminally sterilized medical devices

- Part 1: Requirements for materials, sterile barrier systems and packaging systems

- Part 2: Validation requirements for forming, sealing and assembly processes

Crepunmsaums MeguUMHCKMX n3genuii. Mnkporuonornyeckme MeToabl

YacTb 1: 2006/AC: 2009 OueHKa nonynsuum MMKPOOPraHU3MOB Ha MPOJTYKLUN.

Uactb 2: 2009 VcnbiTaHWs Ha CTepuibHOCTb, MPOBOAMMbIE MpY BafvaauMu MpOLECccoB

cTepunusauun/

Sterilization of health care products - Microbiological methods

- Part 1: Determination of a population of microorganisms on products

- Part 2: Tests of sterility performed in the definition, validation and maintenance of a

sterilization process

WN3gemva meguumHckne. CuCTeMbl MeHeMKMEHTa KadvecTBa. TpeboBaHMA A1 Leneld

perynmposaHms/

Medical devices - Ouality management syslrans - Requirements for regulatory purposes

W3pennsa megnumHckue. MprMeHeHe MeHeMKMeHTa PUCKa K MeAULMHCKUM usgennamv/

Medical devices - Application of risk management to medical device

HaKOHEUHMKM KOHMYECKIE C KOHYCHOCTbIO § % (Tvna JTroep) Ans WNpULEB, UIN 1 ApYTroro

MeanLMHCKOro ob6opyaoBaHms. Yacte 1 O6wwme TpeboBaHns/

Conical fittings with a § % (Luer) taper for syringes, needles and certain other medical

equipment - Part 1. General requirements

W3genma meguumHckme. CUMBOSbI, MPUMEHSiEMble NPU MapKUPOBAHWUN HA MELULMHCKNX

N30enmax, 3STUKETKax U B CONPOBOAUTENbHOM AOKyMeHTaumun. Yacts 1. O6wme TpeboBaHus/

Medical devices - Symbols to be used with medical device labels, labelling and information

to be supplied - Part 1 General requirements

Wrnbl MTbeKL tonHble 0fHOKPATHOIrO NPUMEHeHUs CTepUbHbIE. LIBETOBOE KOAMpPOBaHwe/

Hypodermic needles for single use - Colour coding for identification

Wr/Ibl MHBEKUMOHHbIE OLHOKPATHOIO NPUMEHEHNS CTepUbHble/

Sterile hypodermic needles for single use - Rwjuirements and test methods

LLINpYLbl MHBEKUMOHHBIE OAHOKPATHOIrO NPUMEHEHUS CTepUbHble. YacTb 1. LUnpuubl ans

PYYHOro Mcnosb308aHus/

Sterile hvpodcrmic syringes for single use - Part 1 Syringes for manual use

TpybKM WUrofbHblE U3 HEpXKaBeloled CTainm A18 W3rOTOBEHUS MEAULMHCKUX WM.

Tpe6oBaHNA U .METOfb! UCTbITAHUIO

Stainless steel needle tubing for the manufacture of medical devices - Requirements and test
[ methods

24 TAPAHTUWHBIE OEA3ATE/IbCTBA 24 WARRANTY

. MNpousBognTenb  rapaHTUpyeT  COOTBeTCTBME  faHHOro The manufacturer guarantees the compliance of this
 MEAVLIMHCKOro u3aenvs 3asB/eHHbIM XapakTepucTukam B medical device to the declared characteristics within the
, Mpefenax coXpaHeHUs CcpoKa rogHocTu - coctaBnseT 5 net limits of the preservation of the shelf life (the period of
1(cpoKa COXpaHeHWs ero cTepwibHOCTW), NpU YycnoBuW, 4TO preservation of its sterilitv), provided that the

20
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rabniogworca  [pc6oBauHn  NPOM3BOAUTENS, YKN'WLWILIC B
|AHC! PYKLLDK no nprMeHeHuto.

25 PKKANMAUNA

»
I B cnyyae BO3HMKHOBEHWS BOMPOCOB, CBA3AHHBLIX C Ka4eCTBOM

MeANaAHCKO X 13genus,  HeoGXoAMMO — 06paTWTbCA MO
cregylolleMy agpecy K YnNosHoOMoYeHHOMY [lpefctaButesnto
MpowussoauTtens B Poccuiickoii deaepaumu:

00O «beKkToH AMKNHCOH BOCTOK»,

Poccuiickas depg>aums, 127051 Mockea, yn. CXToas-
CamoTéyHas, a. 24/27,2 31X, NOMeLLeHMe 1, kKomHaTa 18
Ten'thakc: +7 495 775 85 82

Email; complaints CIS”bd.com.
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manufacturer's  requirements  specified in the
instructions for use arc complied with.

25 RECLAMATION

In case of any questions related to the quality of the
medical device, please contact the Authorized
Representative of the Manufacturer in the Russian
Federation at the following address:

«Becton Dickinson Vostok» LLC,

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

Tel / Fax: +7 495 775 85 82

Email: complaints CIS("bd.com.
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MepeBog, NEPBOro SIMCTa C aHI/IMIACKOrO 1 MCMAHCKOTO SI3bIKOB Ha PYCCKWIA A3bIK

<Kpyrnbiit rep6osbiii wtamn: KONNETMM HOTAPUYCOB UCMTAHWUN>

VNHCTPYKUMS MO MPUMEHEHUIO

LLInpuy NHBEKLMOHHBIN

0/IHOPa30BbIN

cTepunbHbi BD Emerald, ¢ nrnown, B BapnaHTtax

NCMOJTHEHUA

Mpownssoautens: bekToH AunkuHcoH C.A. (UcnaHus)
(Becton Dickinson S.A. (Spain))

<lWTamn:
/Norotun; B4 (BD)/
bekToH AuknHcoH, C.A,,
LLlocce MekBuHeHUa 6/H
22520 PPATA (Yacka)
VcnaHus
(Becton Dickinson, S.A.,
Ctra. Mequinenza s/n
22520 FRAGA (Huesca)
Spain)>

«YTBEPX A »
BekToH uknHcoH C.A.
(Becton Dickinson S.A.)

JonKHOCTb

PykoBoaguTenb oTAenaperucrpaymm
W.Ha

EneHa MoponnoH

(Elena Morollon)

Moanuck

<llognucbL>
MM.
«fieHb» Mecsy, (Ludpamm)

«HacToswWwm M NOATBEPXAAK TOYHOCTb, NPaBUILHOCTb
1 LOCTOBEPHOCTb JaHHOT0 NepeBoAa Ha PYCCKMIA A3bIK»
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MepeBoA 060pOTa NEPBOrO NNCTA C aHT/IMIACKOTO U MCMAHCKOTO S3bIKOB Ha PYCCKMIA A3bIK

<LTamn:

{3apernctpmposaHo B PeecTpe 3a Homepom 277),

A. XEPMAH MAPUA ﬂEOH-VI-ﬂVIHA, HOoTapuyc <AKL|||/I3HaF| mapka:

BbicLueit Konnerum HOTapuycos Magpuaa, FEHEPAJ/IbHBIN COBET HOTAPUATA UCMAHUM
3apel’VICTpV|pOBaHHbll7| BT, CaH-AryCTVIH-,qu'Ib-I'ya,qaﬂVlKC: EBPO”EMCKMM HOTAPUAT * 0262871224>

CBWAETENBCTBYHD: Yrto Hactoswas Konus TOYHO
COOTBETCTBYET NPeAbABNAEHHOMY MHE JOKYMEHTY............

B noaTBepAeHWe  uero  Bbllald  HacToslliee <MAPKA NEFATM3ALUMA [OKYMEHTOB

CBNAETeNbCTBO B . CaH-ArycTuH-gens-I'yaganmkc o
A YCTVR-RETb-T yaR KOJIMIEM M HOTAPUYCOB UCTAHUN * A222228316>
017 OO >
<[lopnucb> <[ep6oBasi neyars:

-H XEPMAH MAPUA AE NEOH MNHA *
HOTAPUNYC T. CAH-ATYCTUH-AENb-TYAQANTNKC>
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Mepeson 06opoTa ABAALATE MEPBOTO JIACTA C AHITHUACKOrO U MCMAHCKOrO A3bIKOB HA PYCCKHA H3IK

\
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<IHitaMn:

{Norotun: BJ1 (BD)Y
BEKTOH AHKHUHCOH C.A.
Llocce Mexsnrenna, 6/u
22520 ®PATA (Yacka) - Honanua
(BECTON DICKINSON S.A.
Ctra. Mequinenza, s/n
22520 FRAGA (Huesca) - Spain)
Ten. 974 47 09 00>

Bexmon Juruncon C.A.

(Becton Dickinson S.A.)
Pyxoeodumens omoeaa pecucmpayu
Enena Moponraon

(Elena Morolion)

<[Toonuce>




lMepeBos faHHOIO TeKCTa BbINOAHEH NepeBoAYnKOM AnekceeBbiM Anekceem AnekcaHapoBuyem.

MOAMUCh!- === === == e e oo

Poccuitckas depepayuns

Mopos Mocksa.
[BaguaTth WeCTOro aBrycra Age TbiCAYM ABajLaTb NepBOro roaa.

A, felineko Jlloagmuna BanepneBHa, BPEMEHHO MCNONHAK WA 0693aHHOCTM HOTapuyca
ropoga MockBbl MNMpoKowWweHKOBOW EneHbl EBreHbeBHbI, CBUAETENLCTBY MOAAUHHOCTbL MOAMMKCH
nepesofuymnmka Anekceesa Anekced AnekcaHapoBuuya.

Mopgnuch caenaHa B MOEM NMPUCYTCTBUMN.
JIn4yHOCTbL NOANWCABLIEro AOKYMEHT YyCTaHOB/IeHa.

3apernctpupoBaHo B peectpe: No 21/86-H/77-2021-
YnnayeHo 3a COBeplIeHNe HOTapuanbHoro geiictensa: 400 py6.
N.B. OeliHekn.ra ”

fop”boBas nevaTtb ||'O|U|r”/|Cb

iO! .pnyca r.MocKBIiL

MpoWHYPOBAHO, MPOHYMEPOBAHO WU CKpenieHo neyaTtbto 2 » nnct(-a,-0B).

N.B. feliHeko

noanuch

Poccuiickas ®egfepagns
['opog Mocksa

ARIBTH LECTOT 3BTYLL FEX60 SR REIONR

A, [eiHeko Jllogmuna BanepueBHa, BpPeMEHHO WCMOMHAOLWAA
0643aHHOCTM HOTapuyca ropoga Mocksbl [pOKOLIEHKOBOV EneHbl
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