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1. NAME OF THE MEDICAL DEVICE

Bard® Mission® disposable sterile core biopsy
instruments of different types:

1.

2.

10.

11.

12.

13.

14.

15.

Bard® Mission® disposable sterile core biopsy
instrument (14G x 6 cm);

Bard® Mission® disposable sterile core biopsy
instrument (14G x 10 cm); .

Bard® Mission® disposable sterile core biopsy
instrument (14G x 16 cm);

Bard® Mission® disposable sterile core biopsy
instrument (16G x 6 cm);

Bard® Mission® disposable sterile core biopsy
instrument (16G x 10 cm);

Bard® Mission® disposable sterile core biopsy
instrument (16G x 16 cm);

Bard® Mission® disposable sterile core biopsy
instrument (18G x 6 cm);

Bard® Mission® disposable sterile core biopsy
instrument (18G x 10 cm);

Bard® Mission® disposable sterile core biopsy
instrument (18G x 16 cm);

Bard® Mission® disposable sterile core biopsy
instrument (18G x 20 cm);

Bard® Mission® disposable sterile core biopsy
instrument (18G x 25 cm);

Bard® Mission® disposable sterile core biopsy
instrument (20G x 6 cm);

Bard® Mission® disposable sterile core biopsy
instrument (20G x 10 cm);

Bard® Mission® disposable sterile core biopsy
instrument (20G x 16 cm);

Bard® Mission® disposable sterile core biopsy
instrument (20G x 20 cm);

1. HAMMEHOBAHHE MEJHUIIHHCKOI'O

HnctpymenThl

H3EJIMA

OHOpa30BLIC

CTEpHIIbHBIE

pilgt |

TOoNCTOMroibHOM Owoncuu Bard® Mission® B
BapHAHTaX HCIOJTHEHHUS:

1.

10.

11

12.

13.

HUHCTpyMeHT o0aHOpa3oBbiit
TOJICTOMIO/IbHOH GHOINCHH
(14G x 6 c™m);

HHcTpyMeHT oOnHOpasoBslit
TOJICTOHTO/IbHOH  GHOTICHK
(14G x 10 cm);

HUHCTpyMeHT 0OaHOpa3oBbIi
TOJICTOHTONIbHOH OHONCHH
(14G x 16 cm);

HrcTpyMEeHT OmHOpa3oBbIH
TOJICTOMTOJIbHOK OHOICHH
(16G x 6 t™m);

HUHcTpyMEeHT oaHOpPa30BbIH
TOJICTOHIOJILHOH 6GHONCHH
(16G x 10 cm);

HUncTpyMeHT oaHOpa3oBBIH
TOJICTOMrofibHOH O6HonCHA
(16G x 16 cm);

WHcTpyMeHT oaHOpa3oBbli
TOJICTOMIONbHOH GHONCHH
(18G x 6 cm);

HHcTpyMeHT oaHOpa3oBbli
TOJICTOMTOJIBHOM  GHONCHH
(18G x 10 cm);

UHCTpyMEHT 0aHOpa30BbIii
TOJICTOMTOJIbHOM 6Honcuu
(18G x 16 cm);

WHCTpyMEHT oOAHOpa3oBbIH
TOJICTOMrONbHOM GHoncuu
(18G x 20 cm);

HUHCcTpyMEHT OaHOpa3OBBIH
TOJICTOMTOJIbHOH GHOTICHH
(18G x 25 cm);

HUHCTpyMEHT OOHOpa3OBBIH
TOJICTOUIrOJIbHOM OHONCHH
(20G x 6 c™m);

HHcTpyMeHT omHOpa3oBbIH
TOJNICTOUTOJILHOH 6HONCHU
(20G x 10 cm);

CTEPHJIBHBIN )IA
Bard® Mission®

CTEPHJIBHBIA  11s
Bard® Mission®

CTEpHIIbHBIA  [U1s
Bard® Mission®

CTepUJIBHBIA  JUIs
Bard® Mission®

CTEepHW/IbHBIH U1
Bard® Mission®

CTEPWIbHBIA JUIA
Bard® Mission®

CTEPH/IBHBIA 1A
Bard® Mission®

CTEPHIILHBIA ISt
Bard® Mission®

CTEpHJIBHBIA 11
Bard® Mission®

CTEPHIBHBIN [UIA
Bard® Mission®

CTEpHJIBHBIN 11
Bard® Mission®

CTepWIBHHIA AN
Bard® Mission®

CTEpPMIBHBIA UIA
Bard® Mission®
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INFORMATION ABOUT
MANUFACTURER OF MEDICAL
DEVICE

2.1. Manufacturer:

Bard Peripheral Vascular, Inc., 1625 West 3rd Street

Tempe, Arizona 85281, CLLUA

2.2. Design center:
Bard Peripheral Vascular, Inc., 1625 West 3rd Street
Tempe, Arizona 85281, CLUA

2.3. Manufacturing facilities:

1. Bard Shannon Ltd., San Gerénimo Industrial Park Lot 1.

#1, Road #3, km 79.7Humacao 00791, MNyapT0 PukKo

2.4. CareFusion D.R. 203 Ltd.
Zona Franca las Américas, Km. 22-E-I
Santo Domingo, JJoMuHnKaHcKasa Pecnyb6ninka

2.5 Authorized representative of the manufacture in
the Russian Federation:
Bard Rus LLC, Russian Federation, 121596, Moscow,
Gorbunova street, 2, bid. 3, floor 5, premises Il, room 1,
office A-500.1 cabinets.

tel:+7 495 775 85 82
complaints CIS@bd.com

3. THE MAIN INFORMATION ABOUT
MEDICAL DEVICE
Indications for Use
The Bard® Mission® Disposable Core Biopsy

Instrument is intended for use in obtaining biopsy
samples from soft tissues such as from the lung, liver,
spleen, kidney, prostate, lymph nodes, breast, thyroid,
and various soft tissue tumors.

Area of use
This device can be used only in healthcare organizations
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14. N'HCTPYMEHT O0JHOPa30BbIi CTEPU/IbHbIA ANS
TONICTOUTONBbHOW 6uoncun Bard® Mission®
(20Gx 16 cm);

15. IHCTPYMeHT  04HOpPa30Bblil  CTEpPWUNbHbIA  ANd

TONCTOUTONbHON Guoncun Bard® Mission® (20G x

20 cm).

2. CBEAEHWNA O NPON3BOAUNTENE
MEANUNHCKOIO U3AENUA

2.1. OTBeTCTBEHHbI NPOMU3BOAUTEND:
Bard Peripheral VVascular, Inc., 1625 West 3rd Street
Tempe, Arizona 85281, CLLLA

2.2. Pa3paboTyuk:
Bard Peripheral Vascular, Inc., 1625 West 3rd Street
Tempe, Arizona 85281, CLUA

2.3. MecTo nponsBojCTBa:

Bard Shannon Ltd., San Gerénimo Industrial Park
Lot #1, Road #3, km 79.7Humacao 00791, MyspTo
Punko

2.4. CareFusion D.R. 203 Ltd.
Zona Franca las Américas, Km. 22-E-I|
Santo Domingo, JomnHnKaHckas Pecrnybnumka

25 Y NONHOMOYEHHDbI
npoussoauTend s P®:
O6uiecTBo ¢ OrpaHnyeHHoin OTBETCTBEHHOCTbIO «bapy
Pyc» (OOO «bapga Pyc»)

Poccuitickaa depepauunsi, 121596, r. Mocksa, Y&
CopbyHoBa, gom 2, cTp. 3, at. 5, nom. Il, koM. 1, oguc
A-500.1 kab. 5.

Ten: +7 495 775 85 82

complaints CIS@hbd.com

npeanctaBuTenNb

3. OCHOBHbIE CBEJEHUSA O
MEAVNLUNHCKOM WU3AENNN
[MToka3aHug K MPUMEHEHUIO

WHCTPYMEHT 0fHOpa3oBbli AN TOACTOUrONbLHOW
6uoncun Bard® Mission® npegHasHavyeH ans cobopa
61oNTaTOB MATKUX TKaHei, Hanpumep TKaHel Nerkux,
MeyYeHn, ceneseHKM, NOYeK, NpeacTaTeNbHON >Kenesbl,

MM aTnyecknx Y308, MOJ/IOUYHOM Xenesbl,
WMTOBUAHON enesbl, a TakKXe ONyXoneih MArKuUx
TKaHel.

O6nacTb NpUMeEHeHUA
[aHHoe u3fenune npefHa3HayeHo A1 UCMONb30BaHNA B



Mgualified medical personnel.

[Contraindications

"cood medical judgment should be exercised in
‘considering biopsy on patients who are receiving
anticoagulant therapy or who have a bleeding problem.
Itis not intended for use in bone.

Classification of the medical device

Class of potential risk of 2a
use ofthe medical device

Short-term direct contact
with patient skin

Product classification by
type and duration of
contact

Frequency of use Single use medical device

3.1. Device Description

The Bard® Mission® Disposable Core Biopsy
Instrument is a single use core biopsy device. See
Figure 1. It is available in several needle gauge sizes
and lengths. The plunger is color coded according to the
various gauge sizes, e.g., yellow = 20 gauge, pink = 18
gauge, purple = 16 gauge and green = 14 gauge.

neyebHbIX yupexxaeHnax KBanMp1LMPOBaHHbIM
MeANLNHCKUM MepcoHasiom.

MpoTuBOMOKa3aHuA

Bpauam cnegyet C OCTOPOXHOCTbHO MNOAXOAUTHL K
HasHayeHWto  Guoncuu  nauymeHTam, MPOXOAALLUM
aHTUKOArynaHTHY10 Tepanuio nnu NMerLwmum

npo6aembl CO CBEPTbroaHWEM KpoBM. He npegHasHa4YeHo
A8 GUONCUN KOCTHOI TKaHW.

Knaccuukaumns meanumnHCKoro nsaenms

Knacc B 3aBUCUMOCTU OT 2a
NOTEeHUMaNbHOMO prcka
NpUMeHEHNS

MeULIMHCKOro U3aenns

Knaccugmkaums usgennst  KpaTKOBpPeMeHHbIii

no Tuny u NPSMOI KOHTaKT C KOXKei

MPOAO/HKNTENBHOCTH nauueHTa

KOHTaKTa

Mo KpaTHOCTK MeamnumMHCKoe n3genve

MPUMEHEHNS: OHOKpaTHOro
NpUMeEHEeHUs

3.1 OnucaHne MeAULNHCKOro n3genusa

WHCTPpYMEHT 0f4HOpPa30BbIi AN TONCTOWUIONbHOM
o6uoncun Bard® Mission® dABnseTcs YCTPONCTBOM
0JHOKpaTHOro NpUMeHeHns  anA npoBefeHuns
TO/NICTOUTONbHOW  6uoncun.  CM.  pucyHok 1

MHCTPpYMeHT JOCTYMeH ¢ Urnamu pasiMyHoro gmametpa
M AnvHbl. TlopuweHb MMeeT LBETOBYH KOAMPOBKY B
3aBUCUMOCTM OT AmameTpa Urabl. Hanpumep, >Xentbli
uBeT = gnameTp 20 G; po30Bbiii = 18 G; PUONETOBLIN =
16 G; 3eneHblli = 14 G.

Puc. 1 VNHCTpYMEHT O HOPA30BbIi CTEPUNbHBIV AN1S TONCTOUTONbHOWK 6rnoncumn Bard® Mission® (ganee no Tekcty

KUHCTPYMEHT»)

Pic. 1 Bard® Mission® Disposable sterile Core Biopsy Instrument (Herein referred to as the “Instrument”)
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As packaged, protective needle sheath not
shown.
1 Ultrasound enhancement
2. Centimeter marks
3. Penetration depth indicator
a. Not energized: 0
b. Energized to 10mm: 10
c. Energized to 20mm: 20
4. Fire ready indicator: indicates when the
sample notch has been fully advanced to
either 10mm or 20mm
5. Plunger: used to energize (cock), advance the
sample notch, and fire the cutting cannula

CocTosiHue WHCTPYMeHTa B YMaKOBKE,
3alUTHbIV YeXON UT/bl HA PUCYHKE He YKa3aH.
1 T'MnepaxoreHHbIi y4acTok.
2. CaHTUMETpPOBbIE METKM.
3. NHgvkaTop riny6uHbI NPOHWKHOBEHUS.

a. He aktmsuposaH: 0

6. AKTUBMPOBaH Ha rny6uHy 10 mm: 10

B. AKTUBMPOBaH Ha rny6uHy 20 mm: 20
4. HOMKaTop roTOBHOCTM K paboTe MoKasblBaer,
4YTO >KenoboK Ana B3ATMS 06pasula MOMHOCTLIO
BbIABUHYT Ha 10 MM nam 20 Mwm.
5. TMoplweHb: wucnonb3yeTcs AN TOro, 4ToObI
aKTmeBmMpoBaTb  (B3BECTW)  WHCTPYMEHT,  4JiA
NPOABMKEHMA Xenobka Ansa B3aTUA obpasua Brepes
Y NS CryCKa PeXxyLLelt KaHIonu.

Tabnuua 1. Pasamepbl Urfibl MHCTpyMeHTa Bard® Mission®.
Table 1. Size of the needle of the instrument Bard® Mission®.

WMHCTPYMEHT 0AHOPa30BblIli

CTEPUNbHbIN

Mission®/ Bard® Mission® Disposable Sterile Core biopsy instrument

Kannbp un gnunHa BHewWwHWI guameTp Urnbl,
nrabl, = 1
mm/Gauge size and
needle length,

tolerance £ 1mm

MM/Needle outer diameter, mm

TONCTOUTONbHOW 6uoncun  Bard®

BHyTpeHHMI ny6unHa
AVameTp Urnbl, MPOHWKHOBEHNS,
mMm/Needle inner + 2,5 MM/

diameter, mm Penetration  depth,

tolerance = 2,5 Mm
10 MM 1 20 MM
10 MM 1 20 MM
10 mm 1 20 MM
10 mm 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 MM 1 20 MM
10 Mmm 1 20 MM
10 Mmm 1 20 MM

1,8034- 1,8542
1,8034- 1,8542
1,8034- 1,8542
1,3716- 1,4478
1,3716-1,4478
1,3716-1,4478
1,0414-1,0922
1,0414-1,0922
1,0414-1,0922
1,0414-1,0922
1,0414-1,0922
0,6858-0,7366
0,6858-0,7366
0,6858-0,7366
0,6858-0,7366

14G X6 QM 2,11 + 0,025 mm/ -0,038 MM
14G X I10cM 2,11 + 0,025 mMm/- 0,038 MM
14G X 16cM 2,11 + 0,025 MM/ -0,038 MM
16G X6 QM 1,65 + 0,013 Mm/-0,025 MM
16G X IOcM 1,65 + 0,013 Mm/-0,025 MM
16G X 16cM 1,65 + 0,013 MMm/-0,025 MM
18G X6 Qv 1,27 + 0,013 Mm/-0,025 MM
18G X I0cM 1,27 + 0,013 Mm/-0,025 MM
18G X I6cM 1,27 + 0,013 Mm/-0,025 MM
18G X20cM 1,27 + 0,013 Mm/-0,025 MM
18G X25cM 1,27 + 0,013 Mm/-0,025 MM
20G X6 QM 0,91 + 0,013 Mm/-0,025 MM
20G X 1O0cM 0,91 + 0,013 Mm/-0,025 MM
20G X 16cM 0,91 +0,013 mMm/-0,025 MM
20G X20cM 0,91 +0,013 Mm/-0,025 MM
3.2 Warnings

3.2.MpepynpexpeHna

1 Post-biopsy patient care may vary with the biopsy 1 Y¥Yxop 3a nayueHTOM nocjie MpoBeaeHUss 6uoncuu

technique utilized and the individual patient's
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physiological condition. Observation of vital signs
and other precautions should be taken to avoid
and/or treat potential complications that may be
associated with biopsy procedures.

2. When used for breast biopsy, the product is for
diagnosis only.

3. The collection of multiple core biopsy samples may
help to ensure the detection of any cancer tissue. A
“negative” biopsy in the presence of suspicious
radiographic findings does not preclude the
presence of carcinoma.

4. The Instrument has been designed for single use
only. Reusing this medical device bears the risk of
cross-patient

contamination as medical devices - particularly
those with long and small lumina, joints, and/or
crevices between components - are difficult or
impossible to clean once body fluids or tissues with
potential pyrogenic or microbial contamination
have had contact with the medical device for an
indeterminable period of time. The residue of
biological material can promote the contamination
of the device with pyrogens or microorganisms
which may lead to infectious complications.

5. Do not resterilize the Instrument. After
resterilization, the sterility of the product is not
guaranteed because of an indeterminable degree of
potential pyrogenic or microbial contamination
which may lead to infectious complications.
Cleaning, reprocessing and/or resterilization of the
present medical device increases the probability that
the device will malfunction due to potential adverse
effects on components that are influenced by
thermal and/or mechanical changes.

Note: Inspect the Instrument needle components for
damaged point, bent shaft or other imperfections prior
to use and after each sample is collected. DO NOT
USE the device if any imperfection is noted.

Note: After use, the Instrument may be a potential
biohazard. Handle and dispose of in accordance with
acceptable medical practice and applicable local, state,
and federal laws and regulations.
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MpnmeyaHne.
npeamMeT Hanuuns NOBPeXAEeHUM Ha KOHYMKe, N3rnbos
CTEPXHA W ApYruX AedeKTOB Mnepes UCnosib30BaHNEM

NCNONb30BAHHOW TEXHWUKW NpPOBefAeHUs b6uoncun, a
Takxe oT (h1M31M0oN0rMYecKoro COCTOAHUA
KOHKPETHOro nauyueHta. Heobxoammo cnegutb 3a
nokasaTeNnamMmn >KMU3HeAeATEeNbHOCTY W NPUHUMATb
Apyrue Mepbl NpeAoCTOPOXHOCTU BO M3b6exaHne K

(nnn)  pna  nevyeHMs BO3MOXHbLIX  OCMOXHEHWW,
KOTOpble MOrFyT ObiTb CBfi3aHbl C NpoLeaypoW
ouoncun,

MpumeHeHne wn3genns Ansa 6uMonNCcUKU  MOJIOUYHOIWA
Xenesbl JO/MKHO OCYLLECTBAATLCA TO/MbKO B Lensx
ANArHOCTUKMN.

B3ATe  HeckonbkuMx  006pa3uoB  METOALOM
TONCTOUTONbLHOW 6rnoncuun MOXeT noMOoYb
obecneunTb 06GHapyeHuWe NGO PaKOBON TKaHMW.
OTpuuaTeNbHbIn pe3ynbTaT GUONCUMM MPU HAIMYUK
HaCTOPaXMUBAKLWMNX PEHTFEHONOTNYECKNX AaHHbIX HE
NCKNKYAET HAMYMA Yy NauneHTa KapunHOMbI.

MHCTPYMEHT  npefHasHayeH  TONAbKO AN
OAHOKPATHOTO MCNO/b30BaHMS. MoBTOpHOE
“CMoMb30BaHMe JAHHOTO MeAMLMHCKOro YCTpOlicTBa
B/leYeT 3a CO6GOM PUCK MEPEKPEeCTHOTo 3apakeHus
naLueHTOB, NOCKONbKY MeAWNLUHCKME YCTPOCTBA —
0CO6EHHO Te, KOTOpPble WMMEHT [A/IVHHblE W Y3KKe

NMPOCBETLl, COeAUHEHUA W (UAKn) LWenn Mexay
KOMMNOHEHTaMW —  TPYAHO WINW  HEBO3MOXHO
0YNUCTUTL nocne TOrO, Kak yCTPOWNCTBO

Heomnpe/eNeHHbI NPOMEXYTOK BPEMEHU HaX0AUN0Ch
B KOHTaKTe C MOTeHUMaNbHO MUPOreHHbIMU WK
3apaXeHHbIMW  MWKPOGaMM  XWUAKOCTAMU  UAW
TKaHSIMW  4YefloBEYEeCKOro  opraHusma.  OcTaTKu
610N0rNYECKUX MaTePUasoB MOFyT CNPOBOLMPOBaTh
3arpsis3HeHMe  ycTpoicTBa  MMPOreHamu nnm
MWKpPOOPraHnW3MaMu, KoTopble MOTYT MPUBECTU K
Pa3BUTUIO MHPEKLMOHHbIX OCNOXHEHWIA,

He nopBepraTb ~ WUHCTPYMEHT  MOBTOPHOM
ctepunusaunn.  CTepuibHOCTb  M3Jenna  nocne
NMOBTOPHOW CTepuan3auuMmM He rapaHTupyeTcsa u3-3a
HeonpeneseHHOro YPOBHSA MOTEeHLMaNbHOro
NMUPOTEHHOI0 n MUKPOGHOTO 3arpsA3HeHuns,
CNOCO6GHOr0 MPUBECTU K PasBUTUID UHHEKLUOHHBIX
OCNOXHeHul. OuucTka, noBTopHas o06paboTka u
(nnn) noBTOpHas cTepunnsauns [aHHOr0
MeAWLUMHCKOro YCTPOlCTBa YBENMYMBAOT  PUCK
HEKOPPEKTHOW paboTbl YCTpPOACTBA B CBA3M C
BO3MOXHbIM Heb6NaronpuMATHbLIM BO3JENCTBMEM Ha
KOMMOHEHTbI, YYBCTBUTE/IbHbIE K TEMNEPATYPHbIM 1
(nnn) mexaHNYecKUM N3MEHEHUSAM.

OCMOTpUTE UINYy WHCTPYMeHTa Ha



3.3 Precautions

1.The Instrument should be used by a physician who
is completely familiar with the indications,
contraindications, limitations, typical findings and
possible side effects of core needle biopsy, in
particular, those relating to the specific tissue being
biopsied.

2. The introduction of the needle into the body

should be carried out under imaging guidance
(ultrasound, X-Ray, CT, etc.).

Note: This product has not been tested for MR
Imaging compatibility.

3. Never test the Instrument by firing into the air.
Damage may occur to the needle/cannula tip and
could result in patient and/or user injury.

4. Unusual force applied to the stylet or unusual
resistance against the stylet while extended out of the
cannula may cause the stylet to bend at the specimen
notch. A bent specimen notch may interfere with
needle function.

3.4. Potential Complications

Potential complications associated with core biopsy
procedures and coaxial guided biopsy procedures are
site specific and may include, but are not limited to:
hematoma; hemorrhage; infection; adjacent tissue
injury; pain; bleeding; hemoptysis; hemothorax; non-

target tissue, organ or vessel perforation;
pneumothorax; hematuria; dysphagia; dysphonia;
edema; pseudoaneurysm;  vasovagal reaction;

vertebral puncture; carotid injury; tracheal puncture;
nerve injuries; and air embolism. Air embolism is a
rare but serious potential complication of lung biopsy
procedures. Rapid deterioration of neurological status
and/or cardiac arrhythmia may be indicative of air
embolism. Prompt diagnosis and treatment must be
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n nocne B3ATMA KaXk4oro o6pasua. HE
NCMNONBb3YWUTE ycTpoiAcTBO nNpu  06BHapy>eHuu
Kaknx-nm6o fedeKToB.

MpumeyaHue. Tlocne WCMOMNb30BAHUA  WUHCTPYMEHT
MOTYT MNpefCcTaBNATb  OMOMOrMYECKYK  OMacHOCTb.

O6pauwjanitecb ¢ YCTPOWCTBOM W YTUAM3UPYINTE ero B
COOTBETCTBMUM c MPUMEHNMO MeLMLMNHCKOM
NPakTUKOM, a TakXKe COOTBETCTBYHOLMMK MECTHbIMMU,
rocyfapCcTBeHHbIMW U (efepanbHbIMU - 3aKOHAMU  ©
NONOXKEHUAMMU.

3.3. Mepbl NpeaoCTOPOXKHOCTH

1. IHCTPYMEHT JO/DKEH UCMO/b30BATLCA BPayYOM,
KOTOPbI B NONHOM Mepe 03HAKOM/EH C MOKa3aHUAMMU,
NMPOTMBOMOKAa3aHUAMU, OTPaHNUYEHUAMN,
CTaHAAPTHbIMM pe3ynbTatamMmun U BO3MOXHbIMU
NO6GOYHLIMW 3(hheKTammn TOICTOUTONIbHON 6uoncum, B
4acTHOCTU C MH(OpMaLMeit, Kacatowecs 6uoncun
KOHKPETHbIX TKaHei.

2. BBefeHue urnbl B TeN10 nayneHTa 4OMHKHO OCy-
WEeCTBAATLCA NOA BU3ya/ibHbIM KOHTPONEM
(ynbTpa3Byk, peHTreHockonusa, KT n 1. 4.).
MpumeyaHne. COBMECTMMOCTb f[AHHON0 wu3genna c
MP-Tomorpadueli He NnpoBepsnach.

3. 3anpewaeTca TeECTMPOBATb UHCTPYMEHT,
«BbICTPE/INBasA» B BO3AYX. ITO MOXET NOBPEAUTb
HAKOHEYHWK UT/bl/KaHIOW, YTO MOXET NMPUBECTU K
TpaBMme nauuneHTa u (Mnn) Nosb3oBaTens.

4. Upe3mepHoe ycunuve, npunaraemoe K CTU/eTy, Waun
HexapaKTepHOe COMPOTUB/IEHNE NPOLBUXEHNIO CTUNETA
NPy ero BbIABMXXEHUU U3 KaHKAM MOTYT MPUBECTU K
nepernody ctuneTa B MecTe Xenobka ans otéopa npood.
N3orHyTbii  Xenobok WW otbopa npob6 MOXeT
nomellaTb HOPManbHO paboTe Urnbl.

3.4. BO3MOX>XHble OC/TOXXHEHUA

B03MOXHbIe OCMIOXHEHWA, CBf3aHHbIe C NMPOBEAEHNEM
TO/ICTOUTONIbHOM ounoncuun n ouoncumn c
NCNonb30BaHUEM KOAKCWalbHOW WUrAbl, 3aBUCAT OT
MecTa MPOBeAeHUs npoueaypbl M MOFyT BK/HOYaTb,
noMnmo npoyero, ob6pasoBaHue remaToMbl,
KpOBOU3NUSAHME, NHeKUUK, noBpexaeHune
npunerawmx TKaHeMn, 601b, KpOBOTEYEHME,
KpOBOXapKaHbe, TremMOTOpakC, MNPOKOM  HeLeneBbliX
TKaHeil, OpraHoB WAM  COCYAOB, MHEBMOTOPAKC,
remarypuio, avcgaruio, ANChOoHUIO, OTeK,
ncesgoaHeBpM3My, BasoBarafbHyl peakuuio, MPOKON
MO3BOHKa, TpaBMYy COHHOWN apTepuun, MPOKOM Tpaxew,
MOBpPeX/AeHNe HepBOB U  BO3AYLWHYK  3M60/MMIO.
Bo3ayliHas 3m601Ms — 3TO pefKoe, HO CEpbe3Hoe



"considered if the patient exhibits signs or symptoms of
air embolism.

3.5. Equipment required

Appropriate imaging modality accessories
Surgical gloves and drapes

Local anesthetic

Coaxial (Optional, available as part of the Kit)
Scalpel

Sample collection container

Other equipment as necessary

I. Directions for Use for Bard® Mission®
Disposable Sterile Core Biopsy Instrument

Preparation procedure for the Bard® Mission®

Disposable Sterile Core Biopsy Instrument

1 Using aseptic technique, remove the Instrument
from its package.

2. Remove the protective needle sheath.

3. Before using the Instrument, inspect the needle for
damaged point, bent shaft or other imperfections
that would prevent proper function. If the needle is
damaged or bent, DO NOT USE.

4. Energize (cock) the Instrument by pulling back on
the plunger to withdraw the cannula and inner stylet
and lock the cannula in place.

The Instrument can be energized to one of two
penetration depths. Pulling back the plunger to the first
stop, indicated by a firm click, sets the device
penetration depth to 10mm. Pulling the plunger farther
back to the second stop, indicated by a firm click, sets
the device penetration depth to 20mm.
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BO3MOXHOE OC/NOXHEHMe npouefypbl OMOMNCUM NErkux.
BbicTpoe yXxyfleHWe HEeBPOSIOrMYecKoro craryca Mu
(wnn) ceppgedyHas apuTMMA  MOTYT YKasblBaTb Ha
pasBuTMe BO3L4YLWHOW 3am6onun. Ecnv nayumeHt
NPOSIBNAET MPU3HAKW WM CUMNTOMbl  BO3AYLUHOW
aMb6onnMn, Heob6XoAMMO TMPUHATL He3aMefNnUTeSIbHble
Mepbl M0 AUAarHOCTUKE U JIEYEHUIO.

3.5. Heobxoaumoe obopypoBaHue:

» COOTBETCTBYIOLLNE NPUHAANEXKHOCTY AN
MeANLMHCKOI BU3yann3aLui:

* XUPYpPrnyeckne nepvyaTtkn n Caﬂ(*)eTKl/I;
* MECTHbI aHeCTeTUK;

e 0/lHOpa3oBast KoakcuanbHas urna (OnuuoHanbHo,
nocTaB/seTCs B COCTaBe Ha6opa);

* CKa/ibnens;
* KOHTeiHep aaa c6opa 06pasLos;
* pyroe o6opyaoBaHune Npyu HEO6XOANMOCTMN.

M. PyKoBOACTBO NO MNPMMEHEHMUIO 0f4HOPa30BOro
CTEPUNBHOr0 WHCTPYMeHTa [ANS TONCTOUTONbHOM
6uoncumn Bard® Mission®

MopsAAOK MOATOTOBKW OHOPA30BOr0 CTEPUIBHOTO
WHCTPYMeHTa ANA TONCTOUTONbHOW 6uoncum Bard®
Mission® K paboTe

1. Wcnonb3ys acenTuYeckuii
WHCTPYMEHT 13 YNaKOBKMW.

2. CHUMUTE 3aWUTHYH 060/104KY C UMb,

3. lNepen ucnonb30BaHWMEM MWHCTPYMEHTA OCMOTpUTE
UrNy Ha npeameT Hanuums MOBPEeXAeHUA KOHYMKA,
M3rmboB CTEPXKHA WAN APYrux AedeKToB, KOTopble
MOryT MNpensTCTBOBaTb MpaBubHON paboTe. Ecnm
nurna nospexaeHa nnu N30rHyTa, HE
NCNONbL3YWTE EE.

4. AKTuBMpYWTe (B3BEAWUTE) MHCTPYMEHT, MOTAHYB 3a
MOpLIEHb, YTOObI OTBECTU Hasaf KaHWA W
BHYTPEHHUWI CTUNET W 3a)MKCUPOBaTb KaHKOIO Ha
mecTe. WHCTpPYMEHT MOXHO aKTWBMpPOBaTb A4
JOCTUXKEHUS OAHOrO M3 [BYX NpPeayCMOTPEHHbIX
3HayeHui rny6muHbl. OTTAHYB MOPLIEHb Has3ah Ao
nMepBoii  OCTAHOBKM, Ha KOTOPYK  YyKa3sblBaeT
OTYET/NIMBbLIW LLeNYOK, MHCTPYMEHT akTUMBMPYIOT Ha
NPOHUKHOBEHWE BrNy6b Ha 10 MM. OTTAHYB NOpPLUEHb
Hasaj eWwe CcuibHee [0 BTOPOA OCTAHOBKM, Ha
KOTOpYto yKa3blBaeT  OTYETIUBbIA LLLeNYOoK,

MeTof, [OoCTaHbTe



See Figure 3.

Biopsy procedure for the Bard® Mission®

Disposable Core Biopsy Instrument

The biopsy procedure must be performed using

appropriate aseptic techniques.

1 Prepare site as required. Adequate anesthesia should
be administered prior to incision of the skin.

2. For ease of insertion, puncture the skin with a
scalpel at the entry site.

3. Verify the Instrument is energized (cocked) by
looking at the penetration depth indicator and
confirming either a “10” or “20” is visible. See
Figure 3.

4. With the inner stylet fully retracted, so that the
sample notch is covered by the cannula, insert tip of
needle to the point to be biopsied. DO NOT
advance the iimer stylet by pressing on the plunger
until the Instrument is in position.

5. Press the plunger to advance the inner stylet (i.e.
sample notch) into tissue. At the end of the
advancement, the plunger will encounter a stop and
the fire ready indicator will meet the device
housing. See Figure 4. With imaging, verify the
sample notch is in the target area to be biopsied.

6. Fire the cutting cannula by depressing the plunger
past the fire ready indicator to capture the biopsy
specimen in the sample notch.

7. Remove the needle from the patient and pull the
plunger back to acquire the biopsy specimen. Gently
advance the plunger forward to expose the biopsy
specimen. DO NOT press the plunger past the fire
ready indicator during this step.

8. If additional biopsies are required, pull back on
plunger to withdraw the inner stylet and repeat
steps 3 through 7.
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5. Haxmute Ha nopLleHb

WHCTPYMEHT aKTUBUPYIOT Ha MPOHUKHOBEHMWE BIr1y6b
Ha 20 mm. CM. pucyHOK 3.
Mop51a0K npoBegeHUs  6uonNcuM ¢ MOMOLLbIO
04HOPa30BOro MHCTPYMeHTa ANA TONCTOUIONbHOM
6uoncuun Bard® Mission®
Mpouefypa 6GuonNcUM [O/MKHA OCYLLECTBAATLCA C

MCMOMb30BaHMEM  COOTBETCTBYILIMX — aCeNTUUYECKUX
METOAMK.
1. TMogroToBbTe MeCTO MpOBeAEHWUS  MpoLeaypbl

cornacHo Tpe6oBaHusM. [lepes TeM KakK cAenaTb

paspe3 KOXMU, He06X0ANMO BbINOMHUTb
COOTBETCTBYIOLLYIO aHECTE3N!IO.
2. YT0G6bl 06MErYnNTbL BBEAEHWME WI/bl, MNPOKONTE

CKa/ibnenem Koy B MECTE BBEAEHUA.

3. Y6eauMTech, YTO MHCTPYMEHT aKTBMPOBaH (B3BEAEH),

MOCMOTPEB Ha MHAMKATOP rNYOWHbI MPOHUKHOBEHNSA
N YyAOCTOBEPUBLUNCHL, YTO BUAHA OTMETKA «10» nnu
«20». CM. pUcyHoK 3.

4. Tlpn MONMHOCTbIO OTBEAEHHOM Hasaj BHYTPEHHEM

ctunete (kenobok Ana B3ATUA ob6pasua npu 3TOM
[0J/DKEH ObITb 3aKPbIT KaHH0/1ell) BBEAUTE HAKOHEYHUK
Wbl B YHaCTOK, 3aM1aHMpPOBaHHbI ANA NpoBefeHns
o6uoncun. 3ATPEWAETCHA BbigBuraTb Bnepep
BHYTPEHHWIA CTWUNET, HAXMMas Ha MOpPLUEHb, A0 Tex
nop, MoKa WHCTPYMEHT He OyaeT TMOMelleH B
3aflaHHOE NOJIOXKEHNE.

MW BblABUWHbTE BrEpes
BHYTPEHHWUI CTUNET TakK, YTOObI XXeN060K ANs B3ATUS
obpasua Bolwen B TKaHW Tena. B KOHLEe BbIABUXEHNA
MOpLUIEHb COMPUKOCHETCA C OrpaHuyuTeneMm, a
WHAMKATOP FOTOBHOCTU K paboTe AOCTUIHET Kopnyca
yctpoiictBa. CM. pucyHOK 4. C NOMOLbIO MeTOA0B
BM3yanu3auum ybeauTecb B TOM, UTO XXenoboK ans
B3ATUA 06pasLa HaxoguTcs B LeNneBoil obnactu, u3
KOTOPOWA HY>XXHO B3ATb GuonTar.

6. BbiABUHbTE PEXYLLYIO KaHIOMI0, HaXaB Ha MopLLEHb

TakK, 4ToObl OH Mpollen 3a UHANKATOP FrOTOBHOCTU K
paboTe; Npy 3TOM 6UONTAT OKaXeTCs B XKenobke ANs
B3ATUA 06pasLa.

7. WN3Bneknte urny w3 Tena nauueHta M OTTAHUTE

NMopweHb Haszag, uYTOObl M3BNEeYb OUOMNCUIHLINA
maTepuan. OCTOPOXHO BbIABMHbTE NOPLLUEHDb BMEpe[,
ytobbl nNOKasanca OGuonTar. Ha a3TomM aTane
npoAsurate NOpLeHb 3a WHAMKATOP FOTOBHOCTU K
pa6oTte SAMPELW AETCH.

8. ECNM HYXXHO B3ATb AOMNONIHUTE/IbHbIE BMONTATHI,
CHOBa NOTAHMTE Ha3aj MopLIEHb, YTOObLI OTBECTH
BHYTPEHHWIA CTUNET, 1 NOBTOpUTE aelicTBua c 3 no 7



Puc. 4, MHcTpyMenT 00HOpR30BLIl cTepHALRLIN A1 ToJacToRroaHol GHoncun Bard® Mission®
Figure 5. Bard® Mission® Disposable Sterile Core Biopsy Instrument

TaGauna 3. Pazmepsl, npeacrasieHHbIe HA pACyEKe 3,
Table 3. Dimensions presented on the figure 3.
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«L», obuan
Pasmep MHCTPYMeHTa

Yy B 6
(kanuép (BA, mm) “A” nnuna ron «B», pabotar AniHa
3aTOUKM ONVHA KaHONW,  WU3AEeNus, MM,
urnel X AnunHa, cm = 1 cTuneTa MM + ith M+ lmm/ “B” £ 1am/ “L”
CM)/Size ofthe Imm/ “A” stylet M”_“" . ¢ - -
. . grinding cannula needle total length
instrument (Gauge size length, mm, + 1 .
angle of the working length, ofthe
(OD, mm) X length, mm .
needle mm,+ 1mm instrument,
cm, £ 1cm
mm,+ 1mm
14G (2,1 mm) X6 CM 64,5 27°x2° 59,6 152,7
14G (2,1 mm) X IOcM 104,5 2T+2° 99,6 1927
14G (2,1 mm) X I6cM 164,6 27°+2° 159,7 252,7
16G (1,65 mm) X6 cm 63,1 27°+2° 58,9 151,2
16G (1,65 mm) X I0cM 103,1 27°+2° 98,9 191,2
16G (1,65 mm) X 16cM 163,2 27°+2° 159,0 251,3
18G (1,27 mm) X6 cm 62,1 27°+2° 58,7 150,2
18G (1,27 mm) X IOcM 102,1 27°+2° 98,7 190,2
18G (1,27 mm) x 16cm 162,2 27°+2° 158,7 250,3
18G (1,27 mm) X20cm 202,2 27°+2° 198,7 290,3
18G (1,27 mm) X 25cM 253,9 27°+2° 250,4 342,0
20G (0,91 mm) X6 cm 61,2 27°+2° 58,5 149,3
20G (0,91 mm) X IOcM 101,2 27°+2A 98,5 189,3
20G (0,91 mm) X 16cM 161,1 27°+2° 158,6 249,3
20G (0,91 mm) X20cm 201,3 27°+2° 198,6 289,4

Other dimensions/Apyrue pasMmepsl

Pasmep/Dimension
9,8 mm % 0,254 MM
62,5 MMt 0,254 MM

HassaHue getanun/Name ofthe part
BoicoTa pykoaTku/Height of the handle

LLnpuHa pykoatkn/Width ofthe handle

OnunHa pykoatku/Length ofthe handle 88,1 MM= 0.3 MM

4,1. Functional characteristics of the 4.1. PYHKUNOHaIbHbIEe XapaKTePUCTUKN
disposable core biopsy instrument Bard® uWHCTpymeHTa ogHopa3soro Bard® Mission®
Mission®

1. Cannula/stylet to Hub tensile strength shall be: 1. Cwuna KpenfieHns KaHtonu/ctunera K BTy/Ke
for the sizes 14G, 16G, 18G > 69N; for20G AOMKHa 6bITh: Ans pasmepos 14G, 16G, 18G >
>54N; 69H; ona pasmepa 20G > 54H;
2. The device shall have a needle depth marking 2. YCTPOWCTBO [O/MKHO UMETb KaH/O C
very 1cm with delineations at 1¢cm, 5 cm, 10 MapKMpPOBKOW rNyO6uHbI Yepe3 Kaxable 1cm ¢
cm, 20 cm, 25 cm. pasrpaHnyeHnamm Ha 1cm, 5cm, 10 cm, 20 cm 1
25 cm.
11
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4.2. Materials

Part

Material

Bard® Mission® instrument

Stylet

Mission
Core
needle
cannula

Lower
and Upper
Case

Slide
Carriage
Plunger

Stylet: stainless
steel A1S1304
Hub: Cycoloy
C6600 PC/ABS,
Colorant
8T9D071 (White)

Stylet: stainless
steel AISI 304
Hub: Cycoloy
C6600 PC/ABS,
Colorant
8T9D071(White)

Cycoloy C6600

PC/ABS, Colorant

8T9DO071 (White)
Ink: PG-NT, PMS
349C (green)

Hostaform S9363

Acetal Celcon M-

90,

colorant
CPOM298 Green
CE5430K20
Purple
CR5650K20 Pink
CL3073K20
yellow

4.2. MaTtepuasibl U3roToBNEHNA

Supplier KOMMNOHeHT

Martepwuan

NHCcTpymeHT Bard® Mission®

Spectra, USA

Crtuner
Spectra, USA
KaHtons
Nypro, USA
Nypro, USA
Nypro, USA PykosiTka
Ckonb3dwas
KapeTka
MNopLueHb
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Mrna: HepaBetoLLias

cranb AlSI 304
Btynka: Cycoloy
C6600
nonnkapboHar

(MK)/akpunoHutpun

OyTagueH ctmpon

(ABC-cononumep),

KpacuTenb
8T9D071 (benblif)

Mrna: HepxkaBetoLLias

ctanb AlSI 304
Btynka: Cycoloy
C6600
nonmkap6oHat

(MK)/akpunoHutpun

OyTaneH CTMpon

(ABC-cononumep),

KpacuTenb
8T9D071 (benblit),

Monunkap6oHat
Cycoloy C6600/
aKPUNOHUTPUN
OyTagueH cTmpon

(ABC-cononumep),

KpacuTesnb
8T9D071 (benblif)

UepHuna: PG-19NT-

34-TP, PMS 349C
(3eneHbilin)

Monumep Hostaform

S9363
Hostaform S9363

AueTtans Celcon M-

90, KpacuTesnb
CPOM298
(3eneHblif)
CE5430K20
(chmoneToBbIi)
CR5650K20
(po30BbIit)
CL3073K20
(>kenTbIin)

MocTaBLmK

Spectra,

CLUA

Spectra,

CLUA

Nypro, CLUA

Nypro, USA

Nypro, CLLA

12



Packaging materials

4.3 Matepuasibl ynakoBKu

J?Component  Material Supplier KomnoHeHT Martepuan MocTaBLwmK
/" Pouch Uncoated Tyvek: Bemis, CrtepunbHaa T>"ekHO73B, Bemis, CLUA
Tyvek 1073B USA ynakoBKa nneHkKa un3
Transparent Film: nonnaTuneHa
35721K HW3KOW NJIOTHOCTH
Nylon/adhesive 35721 K, aaresus
2635B 2635B,
Needle Material: Kelpac 3alwunTHas E.3.P.E. Kelpac
Protection Low Density Medical, TpyoOKa NONN3TUNEH Medical,
Tube Polyethylene USA Urbl HU3KOW nnoTHOCTM  USA
(L.D.P.E) #6401 Ne6401, user
Color: Natural HaTypasibHbIN
Carton 200 Lb. (or Flexible Kopob6ka OpaHOCNOHbIA Flexible
equivalent)  Test Packaging, rotpMpoBaHHbI Packaging,
EFlute Singlewall USA KapToH 200, ¢ USA
Corrugated OLHOW CTOPOHbI
Fiberboard, OTOENEHHbIN,
Bleached White YyepHuna 3eneHble
One Side Plain Pantone 349
Kraft (Printed) TpaHcnopT  OAHOCNOMHbIA Flexible
Ink: Pantone 349 Ha ropupoBaHHbIiA Packaging,
Green ynakoBka KapToH 200-C, USA
Shipping 2001b C-Flute Flexible K8C
carton single walled Packaging,
corrugated USA

fiberboard RSC

4.4. TpeboBaHMs K MaTepuanam AN15 NepBUYHOMN
yNnakoBKW:

- MaTepuabl JO/MKHbI 0OHaPYXMBATb MPUeM/IEMble YPOBHY
YMCTOTbI, HA/IMYME TBEPAbIX YaCTUL, U NyXa;

- B Matepuanax He [JO/MKHO BbITb AbIp, TPELLMH, Pa3pbIBOB,
MOPLLMH, CKNaA0K WM NIOKaIM30BaHHbIX YTOLLEHWIA U/nn
YTOHYEHUI, CMOCOBHBIX YXYALWNUTL UX PYHKLMOHNPOBaHWE

4.4. Requirements to the primary package
materials:

- Materials shall contain acceptable level of
cleanness, hard participles and fluff;

- Materials shall not have holes, bleakness, gaps,
folds or local thickening/thinning, causing the
functional defects

MNoTHOCTb 74,6/ M2+ 10%
martepuana
HenoKpbITbI Tyvek
1073
[MpoyHOCTL Ha
pacTsaxeHue,
MaLlMHHOe
Hanpas/fieHne
MpOYHOCTL Ha
pacTsxeHue,
nonepeyHoe
HanpaBs/ieHue

OTKNOHEHME NO

193H/2,54 cm
+40H/2,54 cm

208 H/2,54 cm
+ 55 H/2,54 cm

89-282 MKM/185 MKM
13
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is weight 74.6 g/m2+ 10%

(mass per unit

area) Non-

coated Tyvek

1073
Tensile strength 193 N/2.54 cm £40 N/2.54 cm
-MD
Tensile strength 208 N/2.54 cm + 55 N/ 2.54 cm
-CD
Thickness 89-282 14 1/185 pm
variation / Total
thickness
Tear resistance,

Elmendorf

MD 3425 mN +1735 mN/ - 1290 mN
cD 3514 mN+1646 mN/- 1201mN
3endtsen Air 609 ml/min

permeability

vlullen Burst 1227 kPa
Seal strength | 0,079 N/m

5.MEDICAL DEVICE LABELING AND

PACKAGING

5.1 Packaging of the device. Transportation

packaging.
Bard® Mission®

and distributed in the cartons.

Instruments and Kits which are
packaged individually in a Tyvek pouch which is then
packaged as 5 units per carton. The products are sterilized

Size of shipping carton depends on order.

Pouch dimensions

Carton dimensions

Long pouch (for the 20
cm and 25 cm length

needles): 20.25” +/- 0.22”
(L)x 4.50” +/-0.13" (W)

Short Pouch: 16.25” +/-
0.125” (L)x4.5” +/-
0.125 (W)

Long Carton (for the 20
cmand 25 cm length
needles: 4.5” +/- 0.125”

(L) X 2.5” +/-0.125” (W)

x 20.25” +/- 0.125” (D)
Short Carton: 4.5”+/-
0.125” (L)x2.5"+/-
0.125” (W)x 16.25” +/-
0.125” (D)
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TonuwmHe / MonHas
TONLWMHA
ConpoTuBneHune
paspbiBy, dnMeHL0Pd
MaLLlUHHOE
Hanpas/ieHne

nonepevyHoe
Hanpas/ieHne
BosgyxoHenpoHuuae
MOCTb No beHATCEHY
MpoYHOCTL Ha
npojasnnBaHue
MpoyYHOCTH

3425 mH+1735 MH,
- 1290 vH

3514 mH+1646 mH
-1201 mH

609 mn/MuH
1227 kMa

0,079 H/m

CBapOYHOro WBa Ha
NHANBUAYaNbHOW
ynakoBKe

5.CBEAEHVA O MAPKVPOBKE U YMAKOBKE
MEAVNUWNHCKOIO U3AENNA
5.1. Y nakoBka MeAMLWUHCKOTO
TpaHcnopTHaa ynakosKa
WHcTpymeHTbl  Bard®  Mission®
repMeTUYHOM  3alLMTHOW  CTEPWUbHOW
ynakoBke Tyvek.
B wvHAvBUAyanbHYHO YMakoBKY MOMeLL@eTcs Mo 5 L.
CTEPWIbHBIX YMAaKOBOK C WHCTPYMEHTOM. BHyTpb Kaxxzaoin
KOPOOKW BK/aZbIBAETCA MHCTPYKLMSA MO NMPUMEHEHWIO.

n3genus.

NOCTaB/IAKOTCA

B
NHANBWAYaNbHOW

MpoayKumMa CTepunnsyeTcs U NOCTaBNSETCA B 3TUX KOPOOKaX.
Kopob6ku yknafpiBatoTcs B Kopoba 13 ropokapToHa, pasmep
KOpOG6 3aBUCUT OT pasMepa NocTaBKw.

Pa3mepbl CTEpPU/IbHOWA
YNaKOBKM Ana vrn 20 cm n 25 cv: 514
MM £ 6 MM X 114 MM £ 3
MM
[ns ocTaNbHbIX pasMepoB:
413 £3 Mm X 114+ 3 MM

AOna wurael 20 cm n 25 owm:
114.3 mm + 3,175 mm X 63,5
MM £ 3,175 MM X514,35 Mm
+3,175 MM

[na ocTaibHbIX pa3mMepos:
114.3 mm *+ 3,175 MM x 63,5
MM + 3,175 MM x 412,75 MM
+3,175 Mm

Pa3mepbl MHAWBUAYaIbHO
ynakoBKu(KOPO6KM)

14



Pouch and carton label. 5.2. MapkupoBKa Ha NepBMYHOM yMnaKoOBKEe W Ha
'de example ofthe labelfor the instrument KapTOHHOU ynakoBKe.
iproducedin Dominican Republic Mpriweyanve: obpasey AN WHCTPYMEHTaA, CLeNaHHOro B

Bard*Mission*

Disposable Core Biopsy Instrument

r 14g « 6cm

REF fifitd”  1406MS
LO e 1234567890 Contents

e 2022-05-28
W 10mm and 20mm

(01)002 01741142505

(17)220528(10)1234567890

Dispeiable Core Biopsy Instrumtnt

Instrunentpourbiopsie M trocart)stable KertakSyttfiineflpeiauneulabiopslalalle
Einmal-Slanzbropsleautiument igemeblopsftakumenl8engangsbruk
Strumentoperagobiopsla monouso Jednorezow prayrztdo blopsp

T potvo parabiopsla core deaediabto STUbOLOMI
Wegwarpbaarhollenaaldblopsle- EldaNisid vastaglo-blopszlas berandezis

Ina(nimer)t Ndsirtiprocore biopsikJedncrae vérm

Instrumanloda Biopsie porAguina ponll
Grosse Oetcartivs AlilabllirKorBlyop*Mel

cloBiogiiagpe OpnopasoBui hHCTp HTRNS
TONCTaNONbHOH Guoncun

Instruriv il titg tovnils b it il
engangsbnig
Engingsinslumsnti€rgrovnalsblop®  Jednorazovj nastrajna jadrovi biopsiu

Consultinstructions Notmade with natural
Ca!owse B¢ oy whberlatex

Donotuse ifNeproductsterile barrier
system orlts packaging IscernipromIsed

Donot Sterilized using Konspyregenle
resleriiize "Ethylene Oxide

BD.Ihe 8O Logo.Bard, end Mission A© 2019 8D

g.Q trademarks ofBecton, Dickinson '

and Companyoritsaffiliates

Single use

InstrumentAssembled in Dominican Republic

lopsy

KiMd
Manufacturer Authorized Representative
Bard Parlpheral V4acular, Inc. N -vA-vinthe European Community
1625W est 3rd Street A 978D Switzerland Sarl
Tempe, AZ 85261 USA Terre Bonne Park- A4
Tel: 1-480-894-9515 Routede Crassier 17
1-800- 321-4254 1262 Eysins - Switzerland

Fax: 1:4e»>-95¢'7062
1 600-440-5376
wuww.crbard.com/blopsy
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AL AIlrights resenred.

JloMmuHnKaHckol Pecnybnmke.
MepeBoj Ha PyCCKMiA A3bIK NPUBEAEH _TOMbKO A/151 CNPaBKM.

Bard*M ission’
NHCTpyMEHT OAHOPa30BbIA ANS TONCTOMTO/bHOMN
puoncumn

140 X6 cm

r

cBALWO

Bapp Mepudepan Backbionap. VHK
C. P. bapg UHk.
1625 3 BecT CTpKT. Temne. Apu3oHa.
CLWA
Ten 800-321-42-54

480-894-95-15
®dakc 480-966-70-62

CQoaam
CO,qep)KI/IMOE YynaKoBKU

REF Howmep no kartanory 1406MS
|_Q-p| Homep no katanory 1234567890

"M Wcnonb3oBatb go 2022-05-28

PD I"ny6uHa NpoHnKHOBeHKS 10 MM 1 20 MM

OfIHOPa30Bb i1 MHCTPYMEHT f151 TONICTOMIO/BHOI B1oMNCn

] |7| B®*>
O6patuTechb
p TonbKo anis He COAEPXUT
K VHCTPYKLMSM MO Bpaveii HaTypasibHbIli naTekc
NPUMEHEHMNIO p
O[HOKpaTHOro
MpYMeHeHNS He ncnonb3osatb, eciun
ynaKoBKa NoBpexzaeHa
STERILEED
He cTepununsoBatb
p CTepunn3osaHo ANMPOreHHO
MOBTOPHO 3TUNIEHOKCMLOM

BD, norotun BD, Bard u
Mission  SBAAIOTCA  TOBapHbIMM 2019 BA,
3HaKaMu KOMMaHum BekroH  BCe NpaBa saluLLeHbl
OVKUHCOH  Unn  ee  [OYepHUX
npeanpusTUid,
WHCTpymeHT cobpaH B JOMUHMKAHCKOM Pecry6nvke

Bapg Broncusa

o4 [lpoussognTesnb
Bapg Mepuvdepan Backbtonap,

VK. 2797 EC REP

1625 3 Bect cTpuT, Temne, o
Apn3oHa, 85281 CLUA YNOMHOMOYEHHbIA NpeAcTaBuTeNb B

EC
Ten 1-480-894-95-15 o
1-800-321-42-54 BA Wieiilapus Capn
dakc 1-480-966-70-62 Teppe BOHV3 napk-A4 leo ae I"pacvep
1-800-440-53-76 17 1262 SiicnHc - LLseruapus

www.crbard.com/biopsy
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i.2. Pouch and carton label. 5.2. MapKupoBKa Ha NMEepBUYHOI yNakKoBKe U Ha
/iNote: example ofthe labelfor the instrument KapTOHHOM yNaKOBKE. Mpumeyanue: obpasel MapKnpoBKu

]produced in Puerto Rico. ANS VMHCTPYMeHTa, caenanHoro B MyapTo Puko. [lepeBoj Ha
PYCCKWIA S3bIK MPUBELEH 41 CNPABKMW.
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Bard'Mission" Bard’M ission™
Disposable Qsre Biof«y Instrurment VIHCTPYMEHT OfHOPa30BbIi ANS TONCTOMIOALHOIA

r- l4gx6cm buoncun

14g X6 cm

r Mn

rm KT

Bapy, Mopudpepen Beckbionap. UHK. )
C. P bapg VHk.
REF 1406MS 1625 3 BecT cTpuT. Temne, Apu3oHa,
CWA
LOT nme  ASDF1234 Contents Ten 800-321-42-54
480-894-95-1$
dakc 480-966-70-52
UeBy 2020-10-28
raiib .
Ly B 10mm and 20mm Cniny
CofepXX1Moe ynakoBKu
(01)00801741142505 REg  Howmep ro katanory 1406MS
|_Q-p| Homep no katanory ASDF1234
(17)201028(10)ASOF1234
Oltpotabit Core Biopsy Instrument M Vicnonb3oBath £0 2020-10-28
Intinm M pour blopsle au SDcartjelable KenakSyttOiisn pak$urmulLiop«alalle
Elnmat-StaniMpaialretiunenl Nsniet*)|MInsInimen! 9 angenosbruk p p | Fny6V|Ha I'IpOHI/IKHOBE‘HI/IFI 10 MM 1 20 MM
Strumanto paraioblopA monouso Jadnorezowypoyiz” do bloptjl
Olapoaivo pan biopaia core dasectiaUo 9NrPoigkwe]
WagwarpPaar holanaeldblopsie- BdobhalO vasteglO-blopaziaa barandazda
Instrument pro cora blopa> K lednorazovdmu 1 Y
nimanloda BloplaporAgha OpHOpa3s0oBblil IHCTPYMEHT f1 TO/ICTOMIO/1HOM Grorncum
Groesa OaacarUval AlilabUirKorBlyopslAlaS
AooUioipD Epvoktlo Bioiiiie; pc OaHopasoablii MHCTpyWaBm 4ns
xdmouoa BcAdra k Vol
hstrumanttt grovnllAtopa 6 K
engangabrug
EngAngsinsinimanl KirgravnAlsbiopsl  Jednorauvy ndsInf r« jadrovCi Uopsiu O 6paTy|Ter K MHCTPYKLMAM N0 NPUMEHEHUNIO

(2 ) O[HOKpaTHOro

LLI Consult Instructions for Use Hc copepxut

Tonbko gna NpUMeHeHus! “
B ® sin Not Made WNe Natural Bpaqeﬁ HaTypa/bHbIN N1aTeKC
gle Use
Rubber Latex
3%2‘;2]22 IfPackage 0o Not Resiarlllze

. e Hc vieronEr30sars, ecin Hc cTepunMaoBaTh NOBTOPHO

jSTHaBd ?@EE&L&?J S NonHiytogenlc YNaKoBKa MoBpexaeHa
ISTERLE"

IHtiLSP Bard and Misaion era itademafirs and/or ragislared

n A ttademarkso(C.R.Banl,Inc.orenafMala. CTepVII'II/I3OBaHO STUNEHOKCMOM X n _

" CopyrigM020ie CR-Bard. IncAlrighiarBMrved 1(LDTM|A P
: : BD, norotun BD, Bard 1 Mission SiBnSt0TCS TOBapHbLIMM

3HaKamMn KOMMNaHun BeKTOH [IVKWHCOH 1n ee AOYEPHUX NPeanpUATUIA.
1 2018 C. P. bapa NHK.Bce npasa 3aLyLLieHb!

L a>X o biopsy

Bapa buoncus

snyfeelyrar A C erTa
Kakw 2.~ Aulhortzad AtpreeenlsUve
1%@%% ' 2797 |gibeEiyapeeAcemmunky MpowussogunTens
LEKW 9 Bapg, Mepudepan Backbronap, ‘ €

TEL: Ltstasis : Vi 2797 EC RP
1-480-985-7081 1625 3 BecT cTpuT, Temne, o
GEES Apu3ona, 85281 CLUA YNONMHOMOYEHHbI NpeAcTaBuTeNb B
0001 BAW1421900Rev. 1 08/19 Ten 1-480-894-95-15 EC
1-800-321-42-54 B/l Wiseiiuapu Capn
Teppe BoH3 napk-A4 Pro ae Ipacuep

®akc 1-480-966-70-62 o o
1-800-440-53-76 17 1262 3iicuHc - LLseliLapus

www.bardbiop5y.com www.bardbiopsy.com
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Carton end label (example) 6.3.MapKkupoBka
(obpaseu)

Bard’M ission?*

Disposable Core Biopsy Instrument oontents

Irefl 1406MS 2 wshv 2022-05-28
e 1234567890
GL| Stagm “ 14g X6cm

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

TPAHCMNOPTHOW

Kopobke

18



fS.5. Symbols presented on the labels

fh-

IREH

ILOTI
D®

1EC |rep|

1

|sterileleo|

(8)
Mil

Bard® Mission® Disposable
Core Biopsy Instrument

Contents

Catalog number

Use by date

Peel to open

Lot number

Consult instruction for use

Authorized Representative in
the European Community
Single use

Do not resterilize

Penetration depth

Sterilized using Ethylene Oxide

Not made with natural rubber
latex
For healthcare professionals

Do not use if package is
damaged
Manufacturer

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

5.5. CumBONbI, NpefcTaB/IeHHbIe HA MaPKUPOBKeE

IREFI

ILOTI

cud

EC |rep|

PD

MERILEEO

I"Onty

(8)
I J

WHCTPYMEHT B OTAeNbHOW

ynakoBke

CofepxvMoe yrnakoBKu

Homep no katasnory

Vcnonb3osatb 4o ...

MoTAHYTb AN151 OTKPbITHS

Homep naptun
O6paTnuTecb K MHCTPYKUMUAM MO
NPUMEHEHWIO

YNOMHOMOUYEHHbIIA
npeacrasutess B EC
OnHOKpaTHOro nNpuMeHeHNs

He cTepunnsoBatb NOBTOPHO

"ny6vHa NPOHNKHOBEHNSA

CTtepvnun3oBaHo 3TUNEHOKCUAOM

He comepXuT  HaTypa/bHblii

naTekc

TonbKo Ans Bpayein

He MNCronab30BaThb, ecnun
ynaKoBKa NnoBpeXaeHa

NpounssoguTens

AnNuporeHHo
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. ' GL Kanu6p n nnuna urasi
Non-pyrogenic —
Gauge size and needle length © Bce npasa 3auiMuieHsb!.
All rights reserved. BD, norotun BD, Bard u Mission
: ABNAIOTCA TOBApHbIMH 3HaKaMH
koMmnaHWH Becton, Dickinson and

BD, the BD Logo, Bard, and
Company unM ee [AOMEpHHX

E Mission are trademarks of 0 -
® Becton, Dickinson and peanp -

Company or its affiliates

During import to Russian Federation the medical device | Ilpn nocraBke Ha TepputopHio PO TpancnoptHas ynakoBka
transport packages would be provided with the local | 6yner cHaGxkaTbcs JOMONHHUTENBHBLIM  PYCCKOA3BIYHBIM
Russian stickers that are prevailing when supplied to | cTukepom, UMeloHM npHopHTeT Ana nocrasok B PO. Ilpu
Russian Federation. In case of discrepancy of information | pacxoxxaeHnn HHpOpMaLMH Ha CTHKEpe H Ha YMaKOBKE
on the sticker and on the package, it is correct to consider | BepHo#it cuuTaTh HHOpMauuiO Ha cTHkepe. JIoKanbHbIM
the information on the sticker. Local Russian sticker does | pycckos3biuHbIf cTHKep He GyneT 3aKpbiBaTh OPHIHHANBHYIO
not cover the original data of the manufacturer and is of | 3Tukerky ot npousBoautens, u Gymer umeTs cnemyloulee
the following content: CofiepXaHHe:

IIpamMep pycckosi3biunoro craxkepa. (Lis 0o1HOro H3 BAPHAHTOB HCNOAHEHHH)

HHCTpYMEHTBI ORHOPAa3OBbiE CTEpPWIbHBIE JUIA TONACTOHronbHO# Guoncuu Bard® Mission® B
BApAaHTaX HMCMONHEHHA: MHCTpyMEHT ORHOpasoBbf CTepHIbLHBIR ANA ToncToMronbHOH GHOMCHH
Bard® Mission® (xxG x xxcm)

IMpoussoautens: Bard Peripheral Vascular, Inc., 1625 West 3rd Street Tempe, Arizona 85281, CLLIA

Homep no karanory : XXXXX

Ycnosust xpaneuns: Temneparypa ot 0°C 1o +30°C, naxHocTs 20 75% (6e3 o6paszoBanus
KOHeHcaTa)

CpoK roalHOCTH: CM. Ha YNaKOBKE

YnonnomoueHHblH npeacTaBHTENb MPOH3IBOAHTENS:

00O «bapa Pyc», Poccuickas ®enepauns, 121596, r. Mocksa, yn. 'opbyHosa, noM 2, c1p. 3, 3T. 5,
nom. II, kom. 1, oduc A-500.1 ka6. 5. Ten: +7 499 372 50 02

PY M XXXXX

Huopmayuio Ha pyccKoa3sINHOM CuKepe npocUM CHIRMAMb NPpUOPUMEmMHOI npu nocMaegKe 8
PO

English translation of the Russian sticker (for reference only)

Bard® Mission® disposable sterile core biopsy instruments of different types:

Bard® Mission® disposable sterile core biopsy instrument

Manufacturer: Bard Peripheral Vascular, Inc., 1625 West 3rd Street Tempe, Arizona 85281,
USA

Catalog number : XXXX

Storage conditions: temperature ot 0°C a0 +30°C, humidity up to 75% no condensate

Use by: see on the package
Authorized representative of the manufacturer:

Bard Rus Llc, Russian Federation, 121596, Moscow, Gorbunova street, 2, bld. 3, floor 5,
premises II, room 1, office A-500.1 cabinet 5.
tel +7499-372-50-02 .
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RC #XXXX

Information on Russian sticker, please consider the priorityfor supply in the Russian

Federation

6.ENVIRONMENTAL PROTECTION

This product does not harm the environment with
proper operation, transportation, and storage.

Medical device does not contain any materials
derived from animal or human tissues.

Medical device does not contain any medicinal
substances.

Medical device does not contain phthalates.

7. STORAGE AND TRANSPORTATION
CONDITIONS

The medical device does not require any special
conditions or warning during transportation.

The medical device is transported using all available
modes of transportation in the covered vehicles
according to the transportation rules forced on each
transportation mode.

STORAGE CONDITIONS

Medical device keeps its functional characteristics
under the temperature range from 0 to +30 °C,
humidity up to 75% without condensate.

7.1. Conditions of use

During operation medical device is stable to impact
of climate factors under the temperature range from
0°C AD+42°C and impact of biological fluids.

Single use device. Sterile if package is not damaged.

7.2. Disposable of the device

After use, the Instrument and Kit may be a potential
biohazard. Handle and dispose of in accordance with
acceptable medical practice and applicable local,
state, and federal laws and regulations.

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

6.TPEEOBAHNA K OXPAHE OKPY>XAI LW EN

CPEAbI nPu NMPUMEHEHWW
MEOANUNHCKOIO N3AENNA

MepaunumnHckoe nsgenve npu NCMNonb30BaHMMK,
TPAHCMOPTMPOBKE WM XpaHEHWM  He  OKasblBaeT

HEraTMBHOIO BO3/ECTBMS Ha YEN0BEKA 1 OKPYXKAIOLLYHO
cpeqay.

N3genve He COAEPXWUT MaTepuanoB, MOMYYEHHbIX U3
TKaHel XMBOTHOFO U/IN YeNoBeKa.

N3penve He COAepPXXUT NEKaPCTBEHHbIX BELLECTB.
N3penve He coaepXuT dranatsl.

7. YCNoBUNA XPAHEHWA n

TPAHCMNOPTUPOBAHINA

N3genve He TpebyeT cneuuanbHbIX YCNOBUIA M Mep
NpeaoCTOPOXXHOOCTY NPU TPAHCMOPTHUPOBKE.
N3nenve TpaHCMOPTMPYIOT BCEMU BUAAMM TpaHCNopTa
B KPbITbIX TPAHCMOPTHbIX CPEACTBAX B COOTBETCTBUU C
TpeGoBaHUAMMW W NpaBWAaMy  NepeBO3KM  rpPy30B,
AeCTBYIOLMX Ha TPaHCNOPTe KaXAoro Buaa.

YCNOBUNA XPAHEHWA

N3penve He TepseT CBUX CBOWCTB MpU TemnepaTtype
xpaHeHus ot 0 go +30°C, OTHOCMTENbHOW BN@XHOCTH
He Bbiwe 75% (6e3 06pa3oBaHNs KOHAEHCaTa).

7.1. YcnoBua skcnayartayuu

W3penune npu akcnnyataunm ycTonumeo K

BO3ENCTBUIO KNUMaTUYECKUX (hakTOpOB Ans
TemnepatypHoro pexuma o1 0°C po +42°C wu
BO3ENCTBNIO OGMOMOrNYECKNX XKNAKOCTEN.

[aHHOoe MeAMUMHCKOe n3genue npegHasHauyeHo TOMbKO
ONS OQHOKPATHOrO MNPUMEHEHUA, CTEPUNIbLHO, ecnu
ynakKoBKa 3aKpblTa 1 uena.

7.2. JaHHble oNa yTUAN3aLnum NN YHUYTOXEHUSA
MeAULWHCKOTo nu3genuna

Mocne MCnonb3oBaHuA nsgenve npeacTasnset
NOTEHLMANbHYO 61onornyeckyto 0MacHoCTb.
O6pallieHre ¢ n3genvem 1 ero yTuansaumo Heobxoanumo
OCyLWecTBNATb B COOTBETCTBUM C MPUHATBIMA B
MeLULMNHCKOW npakTnke HOpMamK, a  TaKxe
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7.2. Shelf life - 3 years after sterilization
7. STERILIZATION

The Bard® Mission® Disposable Core Biopsy
Instruments are sterilized via a validated ethylene
oxide (EQ) (traditional method) cycle with an SAL of
10-6 at Bard Regional Sterilization in Covington, GA
and Madison, GA. Sterilization validations are
performed in accordance with EN 1SO 11135-1:2007,
“Sterilization of health care products - Ethylene
oxide - Part 1. Requirements for development,
validation and routine control of a sterilization
process for medical devices”.

The Ethylene Oxide sterilization residuals remaining
on the device are within the limits specified in EN
ISO 10993-7, “Biological evaluation of medical
devices - Part 7: Ethylene Oxide Sterilization
Residuals”, in conjunction with AAMI Technical
Information Report (TIR) No. 19:1998.

Bacterial endotoxin levels are determined by Limulus
Amebocyte Lysate testing in accordance with
ANSI/AAMI ST72:2011, “Bacterial endotoxin-Test
methods, routine monitoring, and alternatives to
batch testing.” Upon release, the subject device’s
endotoxin level will be less than 20 EU/device as
prescribed in the aforementioned document.
Endotoxin testing will be routinely performed in
accordance with the above referenced documents for
the Bard® Disposable Core Biopsy Instruments. This
process is incorporated into the quality control
release/lot release criteria and determines the product
to be non-pyrogenic.

The results of all tests performed demonstrated that
the devices are sterile within their intended use.

9. WARRANTY

Bard Peripheral Vascular warrants to the first
purchaser ofthis product that this product will be free
from defects in materials and workmanship for a
period of one year from the date of first purchase and

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

COOTBETCTBYHOLWMMN MECTHbIMU, FOCYAApPCTBEHHbIMU W
(hesepanbHbIMU 3aKoHOAaTeNlbHbIMU aKkTamm "
WHCTPYKLMAMW.

7.3. CpoK rogHocTu - 3rofa c MOMeHTa CTepuansaymm.
8. CTEPNON3ALNA

[aHHOoe MeguUMHCKOE W3[enne WHCTPYMeHT Bard®
Mission® nocTasfseTcs CTEPUJIbHbBIM, c
NcnonbL3oBaHMeMm NoATBEPXAEHHOIO meToga
(cTepunmsaums Cc MNpUMEHeHMEM OKCUAa 3TWU/IeHa),
obecneymBaroLnii ypoBeHb cTepunbHocTn (SAL) 10-6
Ha npeanpuatun bapf B KOBWHITOH, [Xopaxua wu
MagucoH. Banupauua cTepunusaumy nposBefieHa B
coorBetcTtBMe ¢ ISO  11135-1  “Ctepunusayunsd
MeAULMHCKOWN NpoayKummn. 3TuneHokens. TpeboBaHus K
pa3paboTke, BanMjauMm W TeKylemy YynpasieHUo
npoLeccoM cTepunnsalum MeguUUHCKNX U3Lenmni.»
OCTaTOYUHbII YpPOBeHb  3TUNEH okcupga  noce
cTepunusauMnm Ha W3LeUn Haxo4uTca B Mpefenax
orpaHuyeHunini B cooteeTcTBue ¢ EN [ISO 10993-7
«3penna  meguumHckme. OueHka 6M0O/1I0TMYECKOro
AeNcTBNA MeJULMHCKUX n3genunii. YacTb 7. OcTaTouHOe
cofiep>XaHue 3TWUNEHOKCMAa nocne crepunusauun», B
cootBetcTBME ¢ AAMI OTYETOM  TEXHUYECKOWA
nHgpopmaymmn (TIR) Ne19:1998.

YpoBeHb GakTepuanbHblb 3HAOTOKCUHOB OnpeenseTcs
LAL TectuposaHuem B cooteetrcTBue ANSI/AAMI
ST72:2011 «bakTtepuanbHble 3HAOTOKCUHbLI - TecT
MeTOAbl, PerynsapHbli  KOHTPOAb W anbTepHaTuBa
CEepUNHOMY TeCcTUpOBaHMIO». locne BbiNyCKa YBPOEHb
3HAOTOKCUHOB Ha WU3JeNnN LO/MKEH ObiTb MEHbLUE YeM
20 epf./vsgenve Kak OMUCAHO B BbIWEYNOMAHYTbIX
JOKyMeHTax. TecTupoBaHWe Ha 3HAOTOKCUHbI OyaeT
perynsipHo NPUMeHATLCA B COOTBETCTBUE c
YNOMAHYTbIMW CTaHZapTaMu A UHCTpymeHTa Bard®
Mission®. OTOT npouecc BHefpeH KaK KpuTepuid Ans
KOHTPONA KayecTBa WPM BbINYCKE MPOAYKUMU T
onpeaenseT, YTO NPOLYKT anvporeHHbIN.

Pe3ynbTaTbl BCEX TeCTOB MOKa3blBalOT, UTO W3LeNnd
CTEepWU/IbHbI B COOTBETCTBME C WX MNOKasaHUAMU [ANns
NPUMEHEHNS.

9. rapaHTuUuliHbie o6A3aTenbCcTBA

KomnaHua Bard Peripheral Vascular rapaHTupyet
nMepBoOMY MOKYNaTeNo AaHHOTO U3AeNNs, YTO U3LeNne He
Oypetr umeTb [feeKTOB B MaTepuanax M KayecTse
N3roTOB/IEHUS B T€YEHMe OLHOro roja ¢ AaTbl MepBoro
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ility under this limited product warranty will be
ited to repair or replacement of the defective
)duct, in Bard Peripheral VVascular’s sole discretion
hr refunding your net price paid. Wear and tear from
normal use or defects resulting from misuse of this
product are not covered by this limited warranty.

TO THE EXTENT ALLOWABLE BY
APPLICABLE LAW, THIS LIMITED
PRODUCT WARRANTY IS IN LIEU OF ALL
OTHER WARRANTIES, WHETHER EXPRESS
OR IMPLIED, |INCLUDING, BUT NOT
LIMITED TO, ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE. IN NO EVENT
WILL BARD PERIPHERAL VASCULAR BE

LIABLE TO YOU FOR ANY INDIRECT,
INCIDENTAL OR CONSEQUENTIAL
DAMAGES RESULTING FROM YOUR

HANDLING OR USE OF THIS PRODUCT.

Some states/countries do not allow an exclusion of
implied warranties, incidental or consequential
damages. You may be entitled to additional remedies
under the laws of your state/country.

An issue or revision date and revision number for
these instructions are included for the wuser’s
information on the last page of this booklet. In the
event 36 months have elapsed between this date and
product use, the user should contact Bard Peripheral
Vascular to see if additional product information is
available.

10.CLAIM

For questions about the circulation of the medical
device in the Russian Federation, please contact
Authorized Representative ofthe Manufacturer in
the Russian Federation:

«Bard Rus Lie» Gorbunova St., 2, bid. 3, floor 5,
premises Il, room 1, office A-500.1 cabinet 5
Moscow, 121596, Russian Federation

Tel/Fax: +7 499 372 50 02
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npuobpeTeHns, a 006A3aHHOCTM B OTHOLUEHWUU 3TOWA
OrpPaHWYEHHON rapaHTUu Ha n3genme 6yayT OrpaHUYeHbI
PEMOHTOM WAM 3aMeHOW 6pakOBaHHOrO W34enus Ha
NCKNIUYNTENbHOE  YCMOTpeHuMe  KomnaHum  Bard
Peripheral Vascular, nn60 Bo3MeLLeHNEM 3annayeHHOWA
BaMM YNCTOM LieHbl. HacTosWas orpaHMyYeHHas rapaHTus

He pacnpocTpaHseTcs Ha W3HOC  u3genus  npu
HOpMa/IbHOM NCcnonib30BaHNN nnm AedeKTsl,
BO3HMKalOLWMe B pesynbTaTe €ro HenpaBU/IbHOroO
NCNo/b30BaHNS.

HACKOJIbKO 9TO PASPELWIEHO
NMPUMEHWUMbBIM 3AKOHOM, OAHHAA
ONrPAHNMYEHHAA TAPAHTUNA 3AMELWAET

BCE OCTAJIbHbIE TAPAHTUUN, KAK MPAMBbIE,
TAK VM KOCBEHHBIE, BK/IIOYASA, MOMMMO
MPOYEFO, IOBbIE KOCBEHHBLIE TAPAHTUM
TOBAPHOTO KAYECTBA Nnu
NMPUTOAHOCTN ANA KOHKPETHOW LENWN.
HU TMPU KAKUX YCNOBUAX KOMMAHUS
BARD PERIPHERAL VASCULAR HE HECET

OTBETCTBEHHOCTM/ 3A N BbIE
KOCBEHHDbIE, CNYYAWMHbIE Nnn
MOCNEAYHOWNE MOBPEXAEHNA,
BO3HUKLWWE B PE3Y/NBbTATE
NCIMOJIb3OBAHWNA BAMW OJAHHOTO
N3LENNA.

3aKoHOAaTeNbCTBO HEKOTOPbIX i TaToB/cTpaH
3anpeljaeT MCKOYaTb KOCBEHHble TFapaHTUU WM

rapaHTUM B OTHOLUEHMWMN CyYaliHbIX WX NMOCNeAY 0L NX
noBpexaeHuii. Mo 3akoHy Ballero wTata/cTpaHbl Bbl
MOXeTe MMeTb MPaBo Ha LOMO/HUTE/IbHOEe BO3MELLEHME
ylep6a.

[aTta Bbinycka UAn pegakumn faHHbIX WHCTPYKLWIA, a
TakXXe HOMep pefakuum, npuBeAeHbl [ANA CBeAeHUA
Nnofb30BaTeNs Ha MoCnefgHen CcTpaHuue [aHHOro
b6ykneTta. B cnyuae, ecnn mexpay 3TOW AaToli u gaTon
MCnonb3oBaHMA npoaykrta npowno 36  Mecsues,
nosib30BaTeNb LO/MKeH obpatuTbca B KomnaHuio Bard
Peripheral Vascular, 4To6bl BbISCHUTb, HE MOABU/IACH NN
[JONOTHUTENbHAs UH(opMaLmMs 06 n3genuu.
10.PEKNAMALNA

Mo Bonpocam obpalleHnss MeAULUHCKOrO U3aenns B
Poccuiickoin depepaunmn obpatainTech K
YnonHomoyeHHoMy MpefctasuTento Npounssogutens B
Poccuiickoli depepauun:

O6wectBo ¢ OrpaHnyeHHOl OTBETCTBEHHOCTbIO «baps
Pyc» (OO0 «bapp Pyc»)

121596, Poccuiickas degepayums, r. MockBsa, yn.
opbyHoBa, oM 2, cTp. 3, 3T. 5, nom. Il, kom. 1, odumc
A-500.1 kab. 5.
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11. LIST OF STANDARDS

Standard Number Title

Standard Guide for Accelerated Aging of Sterile Barrier Systems for
Medical Devices (Reapproved for 2011)

Standard Practice for Conditioning Containers, Packages, or Packaging
Components for Testing

ASTM D999-08(2015) Standard Test Methods for Vibration Testing of Shipping Containers

ASTMF1980-16

ASTM D4332-14

EN 1041:2008+Al1 Information supplied by the manufacturer of medical devices
ENISO 15223-1 Symbols for use in the labeling of medical devices

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

medical devices
Sterilization of medical devices - Microbiological methods - Part 1.
Determination of a population of microorganisms on products
Medical devices - Symbols to be used with medical device labels, labeling
and information to be supplied - Part 1: General Requirements
ENISO 14971 Medical devices - Application of risk management to medical devices
Medical devices - Quality management systems - Requirements for
regulatory purposes
Packaging for terminally sterilized medical devices - Part 1
EN ISO 11607-1 Requirements for materials, sterile barrier systems and

packaging systems

Packaging for terminally sterilized medical devices - Part 2:

ENISO 11737-1

ENISO 15223-1

ENISO 13485

ENISO 11607-2 Validation requirements for forming, sealing and assembly

processes

Sterilization of health care products - Ethylene oxide - Part 1. Requirements
ISO 11135 for development, validation and routine control of a sterilization process for

medical devices

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

Cleanrooms and associated controlled environments - Biocontamination

ENISO 10993-1

ISO 14698

control
ISO 14644 Clean rooms and associated controlled environments.
ISTA IG Packaged Products 150 Ib (68 kg) or Less (Random Vibration)
11. I‘Iepequb NMPUMEHUMBIX HaUuMNOHa/IbHbIX CTaHAAPTOB
Homep cTaHpapTa Ha3BaHue

CTaHAapTHOE PYKOBOACTBO /151 YCKOPEHHOTO CTapeHNs CTEPUNIbHBIX CUCTEM
AN MeAUUNHCKNX YCTPOICTB

YTBepPXeHHbI/ TEXHONOTMYECKNIA NPOLLECC ANS1 KOHTEHEPOB, YNaKOBKY UK
yMakKoBOYHbIX KOMMOHEHTOB A1 TECTMPOBaHWS

ASTMF1980-16

ASTM D4332-14
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KTM 0999-08(2015)

¢N 1041:2008+A1
teNISO 15223-1

/I EN 556-1
1

EN ISO 11737-1

EN ISO 15223-1

ENISO 14971

ENISO 13485:
ENISO 11607-1

ENISO 11607-2

ISO 11135

ENISO 10993-1

ISO 14698 (Parts-1
and -2)

ISO 14644 (Parts-
1:14644 and -4:)

CTtaHfapTHble MeTOAbl UCNbITAHUA ANA UCMbITAHWA HA BU6GPOYCTONYMBOCTb
KOHTeHepoB AN14 NepeB030K

N3gnenna meguumHckre. MHpopmauns, npegocTaBnsgemas M3rotoBUTesiem
CVMBONbI, UCMOMb3YeMble Ha YNaKOBKe MeAULUHCKNX U3LeNnuni
CTrepununsaumsa MeLULUHCKUX n3gennii. TpeboBaHUA K MeAULNHCKUM
n3genuam Kateropum "ctepunbHble”. Yactb 1. Tpe6oBaHNS K MeAULUHCKAM
n3penusaM, nognexawum GUHULLIHOW CTepuamn3anmnm

CTepunumsayma MegnuunHCKNUX nsgennin. Mukpobmnonornyeckme metogbl. Yactb
1. OueHKa nonynaunumM MMKPOOPraHM3MOoB Ha NPOAYKLUK

M3penna megnunHckme. CUMBOSbI, NPUMEHSAEMbIE NPU MAPKUPOBaHUM Ha
MeLULMHCKUX U3aennsax, aTUKeTKax 1 B CONPOBOANTENbHONM AOKYMEHTaL UK.
YacTb 1. O6wume TpeboBaHus

MeaununHckne nsgenus. NpumeHeHe MeHeX)KMeHTa PUCKOB K MeAULUHCKUM
N30ennaMm.

«3penunsa megmumHckme. Cuctembl MeHeL)KMeHTa KayecTBa. TpeboBaHua ans
Lenen perynnpoBaHus».

YnakoBKa N8 MeAULMHCKUX N34eNnin, nognexawnx GUHULIHOW
cTepunusaynun. Ob6ume TpeboBaHUA

YnakoBKa MeAULUUHCKNX U3genuid, nognexawmx GUHULLHON CTepuamnsalum.
YacTb 2. TpeboBaHUA K BanuaaLmuy npoLeccos (hopMMpoBaHuUs, repMeTr3saLmm
N CO0pPKM

«CTepunusaymsa Me AULUHCKON NPoAyKLMK. DTUNeHoKeua. TpeboBaHus K
pa3paboTke, BannaaLnmn UTeKyLeMy KOHTPOJHO NpoLecca cTepununsaymmu
MeANLNHCKNX N3aenniix»

OueHKa 61M0/10rMeUCKOro AencTema MeguLMHCKNX n3genunin. Yactb 1. OueHka
N TeCTUPOBaHME BHTYpKM npouecca ynpasneHns puckamum. (KO 10993-1)
UuncTble NOMeLLEeHUs 1 CBA3aHHbIE C HUMUN KOHTponupyemble cpefbl. KOHTponb
6103arps3HeHNA.

YncTtble MOMELLEHMA U CBA3AHHbIE C HUMN KOHTPO/INMPYyeEMbIE Cpeabl.
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ITepeeod ¢ anzauticxo20 AILIKQ KA PYCCKI AIIK

HucTpyxiius no npAMeHeHHIO

/ HHcTpyMeHTE! 0HOpa30BEIE CTEPHILHEIE JJIA TOJACTOWroNEHOH GHOnCHM
Bard® Mission®

«YTBEPXKIAAIO»
«Bapa Hepud)epaa Bacm.map, Hmc.», ClIlA

Ksrpru Cean nstrom
(umz)
/nodnuce/
(nodnucy) ~
M,
/Iimarery/;
MEPHOEPAN

BAP[ ' BACKBIOJIAP

HiTar ApHaona
Oxpyr Mapnkona

[Moanncano noa npucaAro# B MoeM NPHCYTCTBUM ceroAud, 9 penpans 2022 r., Katpnu CaaHcTpoM.
B NOATREPXACHHE 9Cr0 A CKPENasio SaHHLIH IOKYMEHT CBOCH NOATHCHIO B NEYATHIO.

/nodmucy/
Ioanuck nyGauuHOro HoTapryca
IllramMn HoTapuyca
[lmann/:
Bonbax TEPE3A M. TPOTTEP
FOCY ASPCTBEHHAN NTYBJIWMHBIA HOTAPHYC —
MEYATH mrara IIUTAT APH30HA
Apusona * 1912 * OKPYT MAPHKOIIA
JIRLIEH3HA )e582425
CPOK REACTBHSA MOMX
MOAHOMOYNA HCTEKAET
© 18MAAI2024T.

[Aanee mexcm doxymenma OYGAUDYEMCR HG OHZRULICKOM U PYCCKOM A3biKax]
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NepeBoa faHHOIO TEKCTa BbIMONHEH NepeBoAUYNKOM AnekceeBbiM Anekceem AneKcaHapoBbl
noarnmcob

Poccuiickan ®epepaums

"opos Mocksa.

[Bajuatb BTOPOro peBpasis ABe ThiCAYN ABajLaTb BTOPOro roja.

A, [eliHeko Jltogmuna BanepueBHa, BPEMEHHO WCMONHAKOWAs 0043aHHOCTU HOTapu™ " A
ropoga Mocksbl, MpokoweHkoBol EneHbl EBreHbeBHbl, CBUAETENbCTBYIO MOANUHHOCTL MoAw| ?
nepesofunka Anekceesa Anekcesa AnekcaHipoBuya.

Mognuce caenaHa B MOEM NPUCYTCTBUMN.

JInyHoCTbL MofnucaBLIEero LOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo B peecTtpe: Ne 21/86-H /177-2022-
YnnayeHo 3a COBEPLUEHNE HOTAPMANbHOTO AENCTBUSA: 400 PY6. 0o KOM.

noarnncCb n. B. [eiiHeKo

epboBas neyaTb
HOTapuycar.
MocCKBbI
MpOKOLIEHKOBOW ExE,

MpowHypoBaHO, NPOHYMEPOBAHO M CKPEMJIEHO Meyartbio nuct(-a.-o81

MnoArimcCb n. B. [eiiHeko

Poccuiickans ®epepauns
Foposg MockBa

ABaguaTtb BTOPOro hespans gBe ThiCAYN ABaALaTb BTOPOro roas.
A, QeliHeko JllogMmuna BanepuesHa, BPEMEHHO UCNONHSKO W as
06s3aHHOCTU HOoTapuyca™uy>w|rMockBbl MpPoKOLWEHKOBOW EneHbl

EBreHbeBHbl, CBUACATEC NTO BJIiHOCTb KOMUMN C NPeACTaBNEHHOTO MHe
NOKYMeHTa.

‘Ne21/86-n/77-2022-
lanbJjloro geiicTBua:Y6 ,Cdy6. 00 kon.

1. B. [leiiHeko

HYMEpOBaHO, CKPEr/eHo
) (0B)

n. B. [eliHeko
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