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COOK

MEDICAL

INSTRUCTIONS FOR USE
Needles for Bone Biopsy in various types.

INTENDED USE

Used for obtaining samples from a bone, a bone marrow and/or a tumour in any bone ofthe
body.

CAUTION: U.S. federal law restricts this device to sale by or on the order of a
physician (or a properly licensed practitioner.)

DEVICE DESCRIPTION

Table of conversions

Parameter Conversion
1Fr 1/3 mm
1 Inch 25.4 mm

Technical characteristics

Connection of the needle tip and tube should not be broken under minimum force excersized
on the tip and tube in the direction of their separation, which equals 40 N. Resilience: after
force 10.0 N, maxiumum deviation - 0.45 mm.

Straightness: deviation from tube and tip concentricity should not exceed more than 0.2 mm.
Maximim allowed deviation from the tip axis 3°. When needle tip is deviated at the distance
of 17.5 mm - needles should not break. Blunting radius of the working parts of the
instruments should be no more than 0.03 mm. Roughness of the surface - no more that 0.16
mkm.

Needles tolerance: 11 G /3.05 mm (0.1 mm); 13 G /2.4 mm (£0.1mm); 14 G /2.05 mm (x0.1
mm); 15 G /1.83 mm (0.1 mm); 16 G /1.65 mm (£0.4 mm).
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Stylet

Osteo-Site Bone Biopsy Needle
(DBBN-11-10.0, DBBN-11-15.0, DBBN-13-10.0, DBBN-13-15.0).

Needle with inserted trocar stylet

Obturator

The needle with a handle is comprised of a trocar tipped stylet, a stylet with a 30 ° scoop tip,
and an obturator. The needle is designed as either an 11 or 13 gage cannula measuring 10 or
15 centimeters in length.

The matched scoop tipped stylet is designed for a transitional fit and extends approximately
0.5 millimeters beyond the distal tip of the cannula. The trocar stylet is also designed for
transitional fit with the cannula and has a 3 point 60° trocar bevel.

The obturator measures 13.5 centimeters for cannulas measuring 10 centimeters and 18.6
centimeters for cannulas measuring 15 centimeters. The Osteo-Site Bone Biopsy Needles are
manufactured with etching along the shaft of the cannula. This etching is placed at 1
centimeter increments and is characterized by a pattern designating 1, 2, 3, 4 and 5
centimeters from the distal tip.

Order Needle
number Diameter
G/mm
Tolerance Indicated
in the
technical
character
istics
above
DBBN- 11/3.18
11-10.0

Length
cm
10%

10
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Trocar sty et
Diameter Length
G/mm cm
Indicated 10%
inthe..

technical
character

istics

above

13/2.4 12.6

Stylet
Diameter
G/mm
Indicated
in the
technical
character
istics
above
11/3.05

Length
cm
10%

12.6

Obturator

Diameter Length

G/mm cm

Indicated 10%

inthe-----

technical

character

istics

above

11/3.05 135
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DBBN- 11/3.18 15 13/2.4 17.6 11/3.05 17.6 11/3.05 18.6

11-15.0
DBBN- 13/2.18 10 14/2.05 12.7 13/2.4 12.7 13/2.04 135
13-10.0
DBBN- 13/2.18 15 14/2.05 17.8 13/2.4 17.8 13/2.04 18.6
13-15.0
™ CAR STYLET HANDLE CANNULA
iC ,
] I/I 1B il I i—\Lir)>\ —————————— Trocirtip
\C' \(
Graduating

A - 0.080 inch/ 2.03 mm (£0.005 inch/ 0.127 mm)
B - 0.020 inch / 051 mm (x0.005 inch/ 0.127 mm)
C- 0.015 inch/0.38 mm (x0.005 inch/ 0.127 mm)
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MATERIALS

Needle
Needle cannula:
Stainless Steel AlISI 304

Needle handle:
Cycolac MG47MD
Pigment blue PR-149

Needle Protector: Polypropylene Ne 30070

Stylet
Stylet
Stainless Steel AISI 304

Stylet hub:

Cycolac MG47MD
Pigment blue PR-149
Trocar stylet

Stylet

Stainless Steel AISI 304

Stylet hub:

Cycolac MG47MD
Pigment blue PR-149
Obturator

Obturator

Stainless Steel AISI 304

Obturator hub:
Polycarbonate Ne 6523
Pigment green PR-021

Direct Contact

Direct Contact

Direct Contact

Direct Contact

Needles for bone biopsy of various types, are stable under vibration loads in the range 10-55

Hz, amplitude displacement of 0.15 mm.

Needles for bone biopsy of various types in packaging are stable under vibration loads in the
-rango 10-5541z, amplitude displacement of 0.35 mm and shoctribad”t peak acceleratioh of

100 m / s2 (10g), and duration of shock acceleration of 16 ms.

Needles for bone biopsy of various types, in packaging are stable at temperatures in the range

of+10 to + 42 ° C, relative humidity - 80% at + 25 ° C.
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Needles for bone biopsy of various types, in packaging are stable at a transportation and
storage temperature in the in the range of -50 to + 50 ° C and relative humidity - 100% (non-
condensing).

Needles for bone biopsy of various types are stable at temperatures in the range of+10 to +
42 ° C, relative humidity - 80% at + 25 ° C.

Needles for bone biopsy of various types are stable at a transportation and storage
temperature in the in the range of -50 to + 50 ° C and relative humidity - 100% (non-
condensing).

BIOCOMPATIBILITY TESTING

"Prbilltct
Osteo-Site Bone Biopsy Needles in Cytotoxicity
various types Irritation/Intracutaneous

Sensitization

TECHNICAL TESTING

Result
Tensile Test for Peak Load Pass
Compression Strength Test Pass
Torque Strength Test Pass
Functional Testing Pass

INTENDED USE/INDICATION FOR USE

The Osteo-Site Bone Biopsv Needles IDBBN-I 1-10.0. DBBN-11-15.0. DBBN-13-10.0.
DBBN-13-15.0)-are used for vertebral body biopsy access, biopsy and infusion during a
vertebroplasty procedure.

CONTRAINDICATIONS

» Coagulation failure
» Acute inflammatory processes
» Benign and malignant fonnations in the puncture area

POTENTIAL ADVERSE EVENTS

» Sense of discomfort at the puncture site
e Bruise
e Hematoma
Page 5 of 39
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e Pain
COMPLICATIONS

» Tumor cell contamination along the biopsy needle

» Bone fracture

» Prolonged bleeding from the biopsy site

» Infection of the puncture site or a bone

* Injury ofadjacent tissue

* Neurological injury, neuropathy

» Pneumothorax during the biopsy of the thoracic spine

INSTRUCTIONS FOR USE

NOTE: The handling and curing characteristics 0f bone cement vary with temperature,
humidity, mixing technique, injection pressure, and procedure time. Physicians should be
familiar with the properties, handling characteristics, and application of bone cement before
the procedure begins.
1. Under fluoroscopic guidance using both anterior/posterior and lateral views, advance
the outer cannula (with inner stylet in place) to the desired location within the
vertebral body.

NOTE: The trocar sharped stylet tip is most efficient at keeping the needle and stylet in
position on the pedicle or on the body ofthe bone depending on the approach. The scoop
bevelled stylet allows for some moderate directional control to accomplish minor adjustments
in trajectory as the needle is being positioned.

2. Remove the inner stylet from the outer cannula.
3. Perform biopsy or infusion.

NOTE: Upon completion of infusion procedure, the inner stylet may be re-inserted into the
outer cannula to remove remaining inftjsion material from the lumen of the cannula.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.Cook Incorporated manufactures all medical products in accordance
with the United States Food and Drug Administration (FDA) Quality System Regulations, 21
CFR-Part 820, Regulationsr: A\i of Cook facilities are also certified to 1SO
13485 (2003/2012) Quality Management System.

WARRANTY

Manufactured by Cook Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA,
phone: +353 61 334440, fax: +353 61 334441.
Page 6 of 39
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Order number Weight (gr) Height (cm)  Width (cm)  Tolerance

DBBN-11-10.0 69.2 40 15.2 +- 10%
DBBN-11-15.0 76.8 40.2 15.2 +/- 10%
DBBN-13-10.0 62.4 40.3 153 +/-10%
DBBN-13-15.0 69.6 45.4 15.2 +/- 10%
LABELING

Needles for Bone Biopsy in various types are supplied in the individual packaging, which
should show no signs of damage or opening. Upon detecting the bends, breaks and other
defects the device cannot be used.

The label of the device shows the following device parameters:

- company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address ofthe EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Consult instruction for use”
- marking for “Keep dry”

- marking for “Keep away from sunlight”

- shelf life

Page 8 of 39
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Osteo-Site* Bone Biopsy Needle
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DISPOSAL RULES
Upon completion of procedure, the devices are to be disposed of as per institutional

guidelines for biohazardous medical waste. For EU countries - in accordance with Medical
Devices Directive 93/42/EEC. For Russian Federation - in accordance with national
requirements. Risk class of the medical waste: class B.

Ed Sutkowski, RAC Dati /
Manager, Regulatory Affairs
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MepeBOA C aHINNIACKOro A3blKa Ha PYCCKUIA A3bIK

1 CEKPETAPb WTAT
WTAT NHONAHA

KoHHU JloycoH
CekpeTapb wTrarta

AMOCTUNb
(Fraarckaa KoHBeHUus OT 5 okTs16pst 1961 roaa)

1 CrtpaHa: COEANHEHHDbIE WTATbI AMEPUKN

[aHHbIi Ny6NNYHBIA OOKYMEHT
2 6b1n nognucaH: KpnctnH Besepc

3 BbICTynawWyM B KavecTse: Ny6/IMYHOro HoTapuyca OT MMEHW U MO NOPYYEHUIO OKpyra
MoHpo
4 HOCUT Neyatb: NMyG6/AMYHOrO HOTapuyca OT UMEHU WM MO NMOopy4vYeHuto wrtaTta MHanaHa

3aBepeHo

5 B 1. MHgnaHanonuc, MIHanaHa
6 ABajuaTtb ndaroe aHBapsA 2017 T.
7 CekpeTtapewm LUtata lHonaHa
8 3a Homepom: Ne A2017-0125100202
9 [lleyartb: MNeuvarb WTata NHonaHa
10 Nopgnunck: (KoHHU JIoyCcOH, cekpeTapb wTata VIHanaHa)

JerictButenbHble ¢ 1 mas 2003 roga, Bce anoctunin CekpeTtaps wTtarta MiHanaHa

OO/KHbI UMETb 3/1EKTPOHHYIO neyaTb.
JOoKyMeHT 6b11 npocmoTpeH 17 mapta 2012 T.
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Ha dompmeHHomM 61aHke COOK

CEPTUD®UKALUNOHHOE 3AABJIEHVNE

Kak oTBeTCTBEHHbIN NpeacTtaButenb Cook Incorporated, HacToAWMM A NoATBEPXAAD, UTO
npunaraemMblii JOKYMEHT ABNSETCA MHCTPYKUMe no npumeHeHutio gna «Arn gna éuoncum
KOCTW B pPas/INyHbIX BapuaHTax UCMOSTHEHUS».

/Moanuce/
34, CaTtkoBCKHU

MeHepkep Mo Bonpocam pervcrpauum
Cook Incorporated

Wrar NHanaHa
Okpyr MoHpo

MoanucaHo 1 3aBepeHO B MOeM npucytcTBumn 23 aHBapa 2017 ropa.
Mown nonHomouus uctekaroT 21 aekabpsa 2024 .

/Mopnuck/ KpuctnH Besepc
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COOK™*

MEDICAL

MHCTPYKUWNA no MPUMEHEHWIO

Nrnbl gna o6uoncun KocTn B pas3/IMyHbIX BapmnaHTax NCMOTHEHUA.

HA3SHAYEHWE

anIMeHFIETCFI ana nony4vyeHuA o6pa3L|,a KOCTW, KOCTHOTO Mo03ra u/nnm onyxonun mns nw6oii KocTn
Téena.

MNMPEAYMNPEXOEHWE: ®depepanbHoe 3akoHogaTennbcTBo CLUA paspelwtaet npojaxy
3TOM NPOAYKLUU TONTIbKO MeAULMHCKUM paboTHUKaM MAM No UX 3akasy (Uam no 3akasy
NPakKTUKYOLWKNX Bpavein ¢ COOTBETCTBYIOLLEN /TNLLEH3NEN).

OMNCAHWE N3JQENNA

Tabnuua uepeBoAHbIX Mep

MapameTp OKBMUBANEHT
1Fr 1/3 mm
1awoim 25,4 Mm

TEXHUWYECKUWE XAPAKTEPNCTUNKW:

CoefiMHEHME KOHLA UINbl C KaHtleld He AO/DKHO IOMaTbCA MNP MUHUManbHOM BO3AENCTBUN Ha
KOHEL WUrfbl U KaHKN Npu UX pasbefMHeHUU, cuna Kotoporo pasHa 40 H. YnpyrocTb: nocne
npumeHeHusa cunbol B 10,0 H, MakCcMmManbHOe OTK/IOHEHWE MOXET cocTaBniaTb 0,45 mm.

MpAMONMHEWHOCTb: OTK/IOHEHWE OT KAHKAW W KOHUA UMbl HE AO/XKHO npesbiwaTtb 0,2 MM.
MakcumanbHoe AOMYCTUMOE OTK/NOHEHWe OT OCWU KOHLa Wrabl MOXeT cocTaBnatb 3°. Korfga
KOHEL, Urfibl U30THYT Ha paccToaHuu 17,5 MM, Urabl He AO/IXHbLI nomMaTtbca. Paguyc 3atynneHus

paboueil YacTW MHCTPYMEHTOB He A0/bKeH npeBbiwath 0,03 Mm. LLlepoxoBaToCcTb MOBEPXHOCTM
cocTaBndeTt He 6onee yem 0,16 MKM.

MorpewHoctn urn: 11 O /3,05 mm (£0,1mm); 13 O /2,4 mm (£0,1mm); 14 O /2,05 mm (£0,1MMm);
150 /1,83 mm (£0,1mm); 16 O /1,65 MM (£0,4MMm).

CtpaHunua 1 3 36
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Wrna Osteo-Site Bone Blop8y NEG(116
(DBBN-II-10.0, DBBN-II-15.0, DBBN-13-10.0, DBBN-13-15.0).

Ctunert

Mrna c pyKosTKOW nocTaBnfeTca ¢ TpOaKapHbIM CTUAETOM, CTUIETOM, UMEKWUM YrAy6neHH bl
KoHelu nof yrnom 30° u ob6typatopom. Wrna paspaboTaHa B BUAe KaHwAu gnametpom 11 wunau
13 O n gnnHoi 10 unn 15 cm.

CooTBeTCTBYHOLWMNIA yrny6neHHbI KOHeL cTuneTa npegHasHayeH ANA MNPOHUKHOBEHUS W
BbicTynaeT Ha 0,5 MM M3 AWCTanbHOro KOHUA KaHAW Wrabl. TpoakapHbIi cTunet, Takxe
npegHasHa4vyeHbli 4N NPOHUKHOBEHUSA, MMeeT cpe3bl C 3 CT OPOH Mo 60° KaXAbliA.

O6TypaTop n3rotaBnmBaeTca AAMHON 13,5 cm gna urn gavHoin 10 cm n 18,6 cm gns urn gAUMHON
15 cm. Urnbl O31leo-81le Ans 6MoNCMU KOCTU M3FrOTaBANBAKTCSA C FPagyMpoOBKOA MO BCEN ANMHE
KaHlo e urael. 3Ta rpagyupoBka HaHeceHa ¢ warom B 1 cm n nsobpaxeHa kak 1, 2, 3, 4, 5¢cm ot
ANCTANbHOTO KOHLA.

Katanox Wrna TpoakapHblii Ctuner O6TypaTop
Hbl A cTuneTr
HoMep Ounamvetp [AnuHa, [AuameTrp [Onuua, Awuametrp Anuua, [uametp [nuHa,
O/mm cM O /mm CM C/ mm cMm 2 cMm
C/mm
Morpew YKasaHo 10% Y KasaHo 10% Y Ka3aHo 10% Y KasaHo 10%
HOCTb Bbllle B Bbille B Bbllle B Bbllle B
TexHunye TexHuue TexHuuye TexHuue
CKUX CKUX CKUX CKUX
XapakTtep xapakTep xapakrtep XapakTep
NCTUKax NcTUKax ncTmKax NCcTUKax
OBBblI- 11/3,05 10 13/2,4 12.6 11/3,05 12.6 11/3,05 13.5
11-10.0

CTtpaHuua 2 ns 36
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0BBK- 11/3,05 15 13/2,4 17.6 11/3,05 17.6 11/3,05 18.6

11-15.0

OBBM - 13/2,4 10 14/2,05 12.7 13/2,4 12.7 13/2,4 13.5
13-10.0

OBBH - 13/2,4 15 14/2,05 17.8 13/2,4 17.8 13/2,4 18.6
13-15.0

BTynka cTuneta c

KaHtons urnis
a w1 4\1 " v\ TpoakBpHbIii cpe3

pagyvnpoBka

A - 0,080 gtoiim / 2,03 mm (0,005 grovim/ 0,127 mm)
B - 0,020 gtoiim / 0,51 mm (+0,005 groinm/ 0,127 mm)
C - 0,015 gwoiim /0,38 mm (+0,005 grorim/ 0,127 mm)

. 03 lcT' ‘103 *10B- rwlcln— 10U RIS
X M T / -

> «T»ao(a
MU HCT| Kublar oT | 3all

-O

KoHeL, .
YrnybneHHbIli KoHeL,

W Aatlxa cTuneTa

cTuneTa

MATEPUAI/bI

Mrna 08eeo-8ke Bore Bropsy N66(116 (DBBN-11-10.0, DBBN-11-15.0, DBBN-13-10.0,
DBBN-13-15.0).

dnemeHTbl/MaTepuan KoHTakKT ¢

nayneHTom
CTtpaHuua 3 n3 36
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rna

KaHtona urnbl: MpAMON KOHTaKT
Hepxasewwaa ctans Al81 304

PyKOoSATKa UTNbI:
Llnkonak M047MB Kpacutenb cuHuin PK-149

MpepoxpaHutens urael: Monnnponuned Ne 30070

CTtunert

Ctuner MpAMOA KOHTaKT
Hepxasetwowasa ctans Al81 304

BTynka ctunera:
Llnkonak M047MM  Kpacutenb cuHuin PK-149

TpoaKapHbIl CTUNET

Crtuner MpAaMO KOHTaKT
Hepxasetwaa ctans Al81 304

BTynka cTunera:
LUnkonak MC47MT1
Kpacutenb cuHunin PK-149
O6Typatop

O6TypaTop MpAaMoi KOHTaKT
Hepxasetowas crtans Al81 304

BTynka o6TypaTtopa
Monnkap6oHaT Ne 6523,
Kpacutenb 3eneHblii PK-021

Wrabl  agna  6moncMum  KOCTU B  PasNMYHbIX BapuaHTax WCMNOAHEHUA YCTONUYMBLI  Mpwu
BMOpaLMOHHBIX Harpyskax B gnanasoHe 10-55 'y, amnantyge nepemew,eHuna 0,15 mm.

Nrnbl gna 6moncum KOCTWM B pas/iMyHbIX BapuaHTax MCNOAHEHWS B TPAHCMOPTHON ynakoBKe
YCTOMYMBbLI NPy BMOPALMOHHBIX Harpyskax B gumanasoHe 10-55 [y, amnauTyae nepeMeLeHuns
0,35 MM ¥ ypapHbIX Harpyskax npu NUKOBOM YyckopeHuu 100 m/c™ (10g) © ANNTENbHOCTHU
yAapHoOro yckopeHus 16 mc.

Nrnbl gna 6uoncuym KOCTW B PasnMyUHbIX BapuaHTax UCMOMHEHUS YCTOWYMBbLI NpW Temnepatype
oT +10 fo +42°C, OTHOCUTENbHOW BAaXHOCTK - 80% u TemnepaType +25°C.

Wrabl gna 6uoncum KOCTWM B PasnMyYHbIX BapmaHTax WCMOMHEHUA B TPaHCMOPTHOM yMaKOBKe
YyCTOMYMBLI Npu TemnepaType TpaHCNOPTUPOBAHMA W XpaHeHus oT -50 pgo +50°C nu
OTHOCUTENbHOIN BRaxHoOCTU - 100% (6e3 KOHAeHcauum).

Nrnbl gns 6MONCMKM KOCTM B PasiMYHbIX BapuaHTax MCMNOMIHEHUA YCTOWYMBbLI NpW TemnepaTtype
oT +10 go +42° C, oTHOCUTENbHOI BnaxHocTn - 80% npu Temnepatype +25°C.

Nrnbl gna 6moncuyM KOCTU B pasfiMUHbIX BapuMaHTax WCMOJIHEHUA B TPAHCMOPTHOW ynakoBKe
YyCTONUYMBbLI MNpW Temnepatype TPaHCMOPTUPOBAHMS W XpaHeHuMs oT -50 pgo +50° C wu
OTHOCUTENbHAA BAaXHOCTb - 100% (6e3 KoOHAeHcaLum).

CTtpaHuuya 4 n3 36

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



TECT HA BNOJIOIMMYECKYHO COBMECTUMOCTb

Mpoaykuma Tect
Nrnbl gns 6MoNcumn KOCTW B pasfiniHbIX LLMTOTOKCUYHOCTb
BapuvaHTax UCNOoJIHEHNA PasgpaxeHue / BHYTpUKOXHaA peakuus

BonesHeHHasn HYyBCTBUTENIbHOCTb

TEXHWYECKOE TECTUPOBAHWE

TexHn4yeckune TecThl PesynbTaTr
PacTaxeHue npu npefenbHOl Harpyske CpaH
ConpoTuB/ieHNE CXATUIO CpaH
[MPpOYHOCTbL KpyTALLEro MOMeHTa CpaH
@ YHKUMOHANBbHOE UCMNbITaHUE CpaH

MENEBOE NMPUMEHEHUWE/MOKA3AHWA oA NPUMEHEHWNA

Wrnel Osteo-Site Bone Biopsy Needle (DBBN-11-10.0. DBBN-11-15.0. DBBN-13-10.0,
DBBN-13-15.0) - ucnonb3ywTca ANA NpefocTaBfieHUa foctyna npu 6moncum Ten MO3BOHKA,
4ns 6voncumn M MHGY3MKU BO BpeMs npouesyp BepTe6ponnacTuku.

MPOTUBOIMOKA3AHNA

e HapyuweHue CBEpPTLIBAEMOCTN KPOBM.
e OcTpble BOCNANNTENbHbIE MPOLECCHI.
e [0o6GpoKa4YeCcTBEHHbIE U 3/TOKAYECTBEHHbIE 06pa3oBaHuMs B 061acTy NpoKoa

MOTEHUWANBHBLIE MOBOYHbLIE 2O PEKTDI

e OwynieHne auckomgopTa B 30He NYHKLUNU,
* KpoBonopgrek

e [emaToma

e bonb

OC/NNTOXXHEHWNA

O6cemeHeHME 3/10KAYECTBEHHBIMU KNETKaMM MO X04Y WUTbl BUONCUIAHON.
TpewmnHa Koctu

OnnTenbHoe KpoBOTEUYEHME MecTa Guoncum

MHpuunpoBaHne mecTa NyHKLUMN UK KOCTK

MoBpexaeHne 61M3NeXaLLUX TKaHEN;

HeBponornyeckne TpaBMmbl, HeliponaTua

MHeBMOTOpPaKc npu 6uoncuu rpygHOro oThena N0O3BOHOYHUKA

HoBbI1 KOMNPECCUOHHbIN NepenoM B NMpuexal,em No3BOHKe

NHCTPYKUUN no NCIMOJIb3OBAHUIO

MPNMEYAHWE: MpumeHeHne KOCTHOTO LeMeHTa 1 ero nedebHble XapaKTepucTUKN 3aBUCAT

OT TeMnepaTtypbl, BJaXHOCTU, TEXHUKN CMELWLINBaHNA, faBIEHNA BMPbICKa N BPEMEHMU
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npouefypbl. Bpaun AO/MHKHBI 03HAKOMUTLCS CO CBOWCTBaMMW, 06paboTKOW U MPUMEHEHUEM
KOCTHOTO LeMEHTa O Hayasa npoLeaypsbl.
1. Mopj GOOPOCKONUYECKUM HABEAEHWEM C MOMOLLbIO MepefHero/3agHero n 60K0BOro
BMAOB MPOABUHbTE BHELIHIOW KaHK MO (C BHYTPEHHUM CTUIETOM) B HYXXHOE MECTO
BHYTPM Tena N03BOHKA.

MPNMEYAHWE: CTuneT c TpoakapHbIM KOHLLOM Hanbonee ahheKTUBEH AN COXPaHEHUS
WTNbl U CTUNETA B HOXKKE WK B Tesle KOCTU B 3aBUCUMOCTM OT MeTofa. CTuneT ¢ yrny6ieHHbIM
KOHLLOM NO3BOMISIET COBEPLUATb HE3HAUYNTENbHY KOPPEKTUPOBKY TPAEKTOPUM PacnoOXEHUS
WTNbl MPU YMEPEHHOM KOHTpOJIE.

2. YpanuTe BHYTPEHHWUI CTUNET U3 BHELIHEN KAHIONN.
3. BbINnonHWTEe GMONCUID UN UHPY3ULO.

MPUMEYAHWME: NMocne 3aBepweHunsa npoueypbl MHOY3MU BHYTPEHHUIA CTUNET MOXHO

3aHOBO BCTaBUTb B HAPYXHYHK KaHO /MO ANA yaaneHnAa oCTaBWErocd matepuana and I/IHdJySVIVI n3
MPOCBETA KaHK/N.

COBNHOAEHNE COOTBETCTBYHOLWNX HOPMATNMBOB NN TEXHUYECKKNX
CTAHOAPTOB

KomnaHua Cook Incorporated npou3BogMT BCe MeAULUHCKME U3AENUSA B COOTBETCTBUU C
OupekTuBoin no megnumHckum mnsgennam 93/42/EEC.

KomnaHna Cook Incorporated nponssoanT BCE MEAMUWMHCKME wnsnenna B COOTBETCTBUU C
PernameHTOM CUCTEMBbI KOHTpPO/A KadyecCcTBa lepaBneva CWA no Haas30py B cq)epe nneBblX

NMPOAYKTOB W fiekapcTBeHHbIX cpeactB (FDA), Ceog (heaepanbHbiX MOCTaHOBAEHMA 21, yacTb
820, Cuctema KOHTPO/A KayecTsa.

Bce npon3BoACTBEHHbIE 06BEKTHI KOMMNAaHUU TakXe cepTuduumnposaHbl cornacHo EN 1SO 13485
(2012), Cuctema ynpaBneHUs Ka4yeCTBOM.

FAPAHTUNHBIE OBA3SATE/IbCTBA

Mponssogutenem wusgennin asngaetca komnaHms «Kyk WHkopnopaiteg», CLWA / Cook
Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA, phone: +353 61 334440, fax:
+353 61 334441.

YNONHOMOUYEHHbIM NpeAcTaBuTeieM NPOU3BOANTENA HA TeppuTopun Poccuiickoin ®egepaunu
ABndeTca 3akpbiToe akunoHepHoe obuwectso «WAT » (3A0 «LAT »)

Poccusa, 119002, r. MockBa, KapmaHuukuin nep. g.9.opumc 501a.

Ten. (495) 956-13-09;

thakc (495) 956-1310,

e-mail: info@schag.ru

FapaHTWK NpPouU3BOAMTENS B 0653aTe/IbHOM NOPSZAKe PacnpoCTPaHATCH HA KAYeCTBO WU3LeNWii.

CPOKropgHocTwm
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[laTa OKOHYaHMWs CpoKa FrOfHOCTM yKa3aHa 3HauykaMu Ha 3TuKeTKe. CpOK rogHOCTM 0603HayeH
MHAWKALMWEH BPpEMEHN M3TOTOBMEHUS ((PabpUUHbI/ CUMBOM) M JATON UCTEUYEHMUS CPOKA FOLHOCTH
(3HAYOK NeCOoYHbIX YacoB). PasHuua Mexay o6enmmn gaTamum U siBNSETCSA CPOKOM FO4HOCTM.

Nrnabl gns 6MONCMN KOCTU B Pa3/IMYHbIX BapuaHTax UCMOHEHUS - CPOK TOAHOCTU 3 (TpU) roga.
CTEPUNTWLATTINA

Wrnbl gns 6Moncrum KOCTM NOCTaBNAKTCSA CTEPUbHBIMU B YNAaKOBKe C 0TCNanuBaemoli
MOBEPXHOCTbHIO, UCMO/b3YsA YTBEPXKAEHHbIA MeT0oh 06paboTKM 3TUEH OKCUAOM 418 [OCTUMXKEHUS
rapaHTUpPOBAHHOIO YPOBHA CTepUAbHOCTM 10 3TM nU3genus npefHasHayeHbl 419 04HOPA30BOrO0
npumMmeHeHns. OCTalOTCA CTEPUIbHBIMU B 3aKPbITON U HEMOBPEXAEHHON ynakoBke. He
MCcnonb3yiTe n3genne Npyu HaaAM4YMM NOLO3PEHNIA Ha HECTEPUNBHOCTb.

NMPABVNA XPAHEHIWNA

Nrnel gna 6unoncun KocTu B pa3nyHblIX BapnaHTax UCMNOJTHEHUA AONKHbI XPaHUTbLCA B TEMHOM
CyXOM K npoxnagHoOM MecCTe, nsberatb ONNTenbHOro BO3,CI,€VICTBI/IFI cBeTa.

NMPABUNNIA TPAHCITOPTUPOBKW

Nrnel gns 6noncmMm KocTu B pa3nnyHblIX BapnaHtax MCNOSTHEHNA pa3pelieHo TpaHCNOPTUPOBATb
BCEMUN BMUAaMU SaKprTOFO/ MOKPbLITOro TpaHCNopTa B COOTBETCTBUN C CyLI;eCTBYHOLWLNMN
npaeuiamMmun nepesos3ok.

YCNoBunA NCIMOMb3OBAHINA

Wrnel gns 6noncmMm KocTu B Pa3IMYHbIX BaphnaHTaX UCMNONMHEHNA NCNOb3YHTCA B ne4vyeobHbIX
MEONLUUNHCKNX yUYpeXaeHnax.

OJOCTABKA

Mrnel gna 6unoncum KocTn B Pa3IMyHbIX BapnaHTaX NCNOMHEHNA AOCTAaBNAKTCA B OTAENbHbBIX
MHONBUAYaANTbHbBIX YMaKOBKax C I/IHCprKLI,I/IEIZ Mo ucnosb3oBaHuto. NMomeuwiaroTce B
FOdeOKapTOHHbIe K0p06KI/I, Ha KOTOpbIe No 6okam unun no nepnmMmeTpy HaHOCUTCA KOHTPO/IbHAaA
NIEHTa.

MAPAMETPbBI ¥YTTIAKOBKW

KaTanoXHbliA HOMep Macca BricoTa WwnpunHa MorpewHoCTb
(r) (cm) (cm)
OBBH-11-10.0 69.2 40 15.2 +/- 10%
BBBK-11-15.0 76.8 40.2 15.2 +/- 10%
MBBK-13-10.0 62.4 40.3. 15.3 +/- 10%
MBBK-13-15.0 69.6 45.4 15.2 +/- 10%
MAPKNPOBKA

Wrnbl gna 6noncum Koctu B Pa3snnNyHbIX BapnaHTax UCMOJIHEHNA NOCTaBNAKTCA B
I/IH,EI.I/IBI/I,EI,ya}'IbHOI\/‘I ynakKOBKe, Ha KOTOpOVI OOJ/IXHbI OTCYTCTBOBATb NMPU3HAKN MOBPEXAEHNA UNN
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OTKPbLITUSA, NPV 06HAPYXXEHUN NepernboB, paspbiBOB U APYTUX AeEKTOB U3feNne HeNb3s
MCNoNb30BaTh.

Ha 3aTuKeTKe n3genuna ykKasaHbl cnefytowme napameTpbl:
KOMNaHWA-n3roToBMTeNb U NPOU3BOACTBEHHbIN agpec;
Ha3BaHWe u3fenus (Toproeas mMapka);

CEPUMHbIA HOMEP;

3Hayok CE-cepTudmkauum;

3Ha4Yo0K cTepunnsaynn;

agpec npegcrasutensa B EC;
- 10rOTWUN NPOU3BOAUTENS;
- flaTa U3roTOBNEHUS;

pasmepbl;

oblwan cxema;

HOMEp NapTuu;

3HAa4Y0K 04HOPa3oBOro Ncnosib3oBaHUA;

nometka «O6paTuTeCh K MHCTPYKLUM MO UCMONb30BAHUIO»;

nomeTtka «Cofepxatb CyXnum»;

nomeTka «bepeub OT COMTHEUYHBIX NyYeii»;

CPOK rogHOCTH.

Wrn» Osteo.Site Bone Biopsy Needle
Ne CHIN-11-100
[SB 612373

"HOro>1un/1(kT

Rxonly

2
(LUINX$72161# f

SHCOOK™* No(«win«<r

CMKKMUMIU»«

cook'! ¥ &2
| s

MPABUNTA YTUNN3ALUNN

Mocne 3aBepLlIeHNa NpoLeaypbl U3gennsa cnegyeTt yTUAn3npoBaTh B COOTBETCTBUU C
HaLWOHaNbHbIMUN UHCTPYKUMAMU AN BUONOTMYECKU ONacHbIX MeAULMUHCKUX 0TX0A0B. Ans
CtpaH EC cornacHo Aupektuse 93/42/E3C. Ana Poccuiickoih depepaynm cornacHo
HauMoHanbHbIM TpeboBaHMsAM. Knacc onacHOCTU MeAMLMHCKUX 0TX0A0B: Knacc b.

AaTa
MeHezep no BONpocam perucrpauuu
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[MepeBof AaHHOMO TeKcTa cfenaH MHOM, nepesoaYnkoM MamefosbLu TuMypom [pKaBaHLUMPOBUYEM
BUL Ha >kuTenber/ep:N1€820081864 BblgaH oTaeneHneM YPMC no CTasponosickoMy Kpato 0T 4.10.12

roga.

Poccuiickan Pefepaums

"opog Mocksa

TpuauaTb NepBoro siHeaps ABe ThICAYM CEMHAALATOrO roga

O AkumoB 'ne6 Bopucosuy, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYH NOAMMHHOCT b NOANMCH
nepesogunka Mamegosa Tumypa [>KasaHLUMPOBUYA.

Moanuck chenaHa B MOeM NPUCY TCTBUN.

JInyHoCTb NoANMCaBLLEro JOKYMEHT yCTaHOB/eHa.

3aperncTpuposaHo BpeecTpe: No p ”

B3bICKkaHO rocyaapcTBeHHO nowamHbI(No Tapudy): 100py6.
YnnayeHo 3a OKasaHue ycnyr NpaBoBOro ¥ TEXHUYECKOro xapakTepa:— pyo.

Bcero nporu aHo
1 CKpen/eHo vicT(a)(oB)
HoTapuyc
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Poccuiickas ®epepaumns
Fopoa Mocksa

MepBoro hespans ABe ThiCAYN CEMHAALATOrO roga.

TR, ok O ST
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I
] SECRETARY OF STATE

STATE OF INDIANA

Connie Lawson
Secretary of State

X APOSTILLE
(Conventions de la Haye du 5 Octobre 1961)

1. Country: United States of America

2. This Public Document has been signed by E. Kristine Weathers

3. Acting in the capacity of notary public in & /or Monroe County

4. and bears the seal/stamp of certification clerk in & for Sec. of State Office
| CERTIFIED

5. atIndianapolis, Indiana

5.  this; Twenty-Fifth oiI January, 2017

7. Dby the Secretary of State of Indiana

8. No. A2017-0225100203

9. Seal/Stamp: | 10. Signature:

Connie Lawson
Indiana Secretary of State

Effective May i, 2003 alt apostilles from the Indiana Secretary of State will have an electronically printed seal.
This document was revised March 17, 2012.
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COOK INCORPORATED

] 750 DANIELS WAY
COOK BLOOMINGTON, IN 47404 USA
rKONt. 812.339.2235 toll/rci. 600.457.4500

MEDICAL WWW.COOKMEDICAL.COM

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate
version of the Instructions for Use for “Needles for Bone Biopsy in various types”
Submission.

M M

Ed Sutkow”i, RAC
Manager, Regulatory Affairs
Cook Incorporated

State of Indiana

ss
County of Monroe )
Subscribed and sworn to before me the® ~ ~ day of year.

My Commission expires December 21,2024
;- Kristine Weathers
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COOK’

MEDICAL
INSTRUCTIONS FOR USE

Needles for Bone Biopsy in various types.

INTENDED USE

Used for obtaining samples from a bone, a bone marrow and/or a tumour in any bone of the
body.

CAUTION: U.S. federal law restricts this device to sale by or on the order of a
physician (or a properly licensed practitioner.)

DEVICE DESCRIPTION

Table of conversions

Parameter Conversion
1Fr 1/3 mm
1Inch 25.4 mm

Technical characteristics

Connection of the needle tip and tube should not be broken under minimum force excersized
on the tip and tube in the direction of their separation, which equals 40 N. Resilience: after
force 10.0 N, maxiumum deviation - 0.45 mm.

Straightness: deviation from tube and tip concentricity should not exceed more than 0.2 mm.
Maximim allowed deviation from the tip axis 3°. When needle tip is deviated at the distance
of 17.5 mm - needles should not break. Blunting radius of the working parts of the
instruments should be no more than 0.03 mm. Roughness of the surface - no more that 0.16
mkm.

Needles tolerance: 11 G/3.05 mm (0.1 mm); 13 G /2.4 mm (0.1 mm); 14 G /2.05 mm (0.1
ram): 15 G /1.83 mm (£0.1mm); 16 G /1.65 mm (£0.4 mm).

Page 10 of 39
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Osteo-SiteBone Biopsy Needle (DBBN-11-10.0-M2, DBBN-11-15.0-M2, DBBN-13-10.0-
M2, DBBN-13-15.0-M2, DBBN-II-|0.0-MIM, DBBN-11-15.0-M1M, DBBN-13-10.0-

MIM, DBBN_lS_lS.O_MlM)' Stylet with diamond bevel

DBBN-11-10.0-M2 Stylet with side bevel

DBBN-11-15.0-M1M

The Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-M2, DBBN-11-15.0-M2, DBBN-13-
10.0-M2, DBBN-13-15.0-M2) is comprised of a needle with a handle, a stylet with a 120 °
diamond bevel, an obturator and a needle holder. The needle cannula is designed as either an
1 or 13 gage cannula measuring 10 or 15 centimeters in length and is designed with a
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trephine distal tip. The diamond bevel of the stylet lies flush inside the distal tip of the
cannula when inserted into the cannula.

The Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-MIM, DBBN-11-15.0-MIM, DBBN-
13-10.0-MIM, DBBN-13-15.0-MIM) is comprised ofa needle with 45° back bevel, designed
on the 30° side needle bevel, a stylet with a 30 ° side bevel, a blunt tip obturator and a needle
holder. Side bevel is designed on the face ofthe needle. Back bevel is designed as a little
bevel on the side bevel and increases the needle ability to stay in position on the bone. The
needle cannula is designed as either an 11 or 13 gage cannula measuring 10 or 15 centimeters
in length and is designed with bevel to match the inner stylet. The side bevel/back bevel of
the stylet lies flush inside the distal tip of the cannula when inserted into the cannula.

The obturator measures 13.5 centimeters for cannulas measuring 10 centimeters and 18.6
centimeters for cannulas measuring 15 centimeters.

The needle holder is manufactured from plastic material and is shaped with a semicircular
distal end connected to a 30 centimeter length of tubing.

The Osteo-Site Bone Biopsy Needles are also manufactured with etching along the shaft of
the cannula. This etching is placed at 1 centimeter increments and is characterized by a
pattern designating 1, 2, 3 4 and 5 centimeters from the distal tip. The pattern is repeated
from the tip of the cannula to the hub.

Order Needle Stylet Obturator
number . . .
Diameter, Length, Diameter, Length,  Diameter, Length,
G/mm cm G/mm cm inch/mm cm
Tolerance Indicated in 10% Indicated in 10% 10% 10%
the technical the technical
characteristics characteristics
above above
DBBN-11- 11/3.05 10 11/3.05 12.6 0.0650/1.65 135
10.0-M2
DBBN-11- 11/3.05 15 11/3.05 17.6 0.0650/1.65 18.6
15.0-M2
DBBN-13- 13/2.4 10 13/2.4 12.7 0.0395/1.003 135
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10.0-M2

DBBN-13-
15.0-M2

DBBN-11-
10.0-MIM
DBBN-11-
15.0-MIM
DBBN-13-
10.0-MIM
DBBN-13-
15.0-MIM

Graduating

13/2.4

11/3.05

11/3.05

13/2.4

13/2.4

15

10

15

10

15

13/2.4

11/3.05

11/3.05

13/2.4

13/2.4

A -0.080 inch/2.03 mm (£0.005 inch/ 0,127 mm)
B - 0.020 inch/ 0.51 mm (£0.005 inch/ 0.127 mm)
C - 0.015 inch/ 0.38 mm (x0.005 inch/ 0.127 mm)

- lon- me—1om-

17.8

12.6

17.6

127

17.8

.-i--un *-1-~lull -I-—lem -efe—tom —

0.0395/1.003 18.6

0,0650/1.65 135

0.0650/1.65  18.6

0.0395/1.003 135

0.0395/1.003 186

ART POINT FOR

I
PV .

ﬂmummmtm
LAYOUT FOR MARKS 1

Needle holder

Needle holder hub

n—-*i-—

A-0.139 inch/3.53 mm (x0.005 inch/ 0.127 mm)

B- 0.411 inch /10.44 mm (x0.005 inch/ 0.127 mm)
C - 0.350 inch / 8.89 mm (+£0.005 inch/ 0.127 mm)

D- 0.707 inch/17.96 mm (£0.005 inch/ 0.127 mm)
E - 0.045 inch /1.14 mm (x0.005 inch/ 0.127 mm)

F- 0.21 inch / 5.33 mm (x 0.003 inch/0.076 mm)
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D
MATERIALS

Device Matcdal

Goitiponrat*
Needle
Cannula
Handle

Stylet
Stylet
Hub

Obturator
Obturator

Hub

Needle holder
Hub

Tubing

Stainless Steel AISI 304

Cycolac MG47MD (acrylonitrile-butadiene-
styrene polymer)

Pigment blue PR-149

Stainless Steel AISI 304

Cycolac MG47MD (acrylonitrile-butadiene-
styrene polymer)
Pigment blue PR-149

Stainless Steel AISI 304
Polycarbonate Ne 6523, green PR-021

Polypropylene Ne 30070
Pigment White Titanium Dioxide PW6

Nylon Ne40020

Patient
Contacting

Direct Contact
Non Contact

Direct Contact
Indirect Contact

Direct Contact
Non Contact

Non Contact

Non Contact

Needle Protector

Protector

Polypropylene Ne 30070 Non Contact

Needles for bone biopsy of various types, are stable under vibration loads in the range 10-55
Hz, amplitude displacement 0f 0.15 mm.

Needles for bone biopsy of various types in packaging are stable under vibration loads in the
range 10-55 Hz, amplitude displacement of 0.35 mm and shock loads at peak acceleration of

100 m / s2 (10g), and duration of shock acceleration of 16 ms.

Needles for bone biopsy of various types, in packaging are stable at temperatures in the range
of+10 to + 42 ° C, relative humidity - 80% at + 25 ° C.
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Needles for bone biopsy of various types, in packaging are stable at a transportation and
storage temperature in the in the range of -50 to + 50 ° C and relative humidity - 100% (non-
condensing).

Needles for bone biopsy of various types are stable at temperatures in the range 0 f+10 to +
42 ° C, relative humidity - 80% at + 25 ° C.

Needles for bone biopsy of various types are stable at a transportation and storage
temperature in the in the range of-50 to + 50 ° C and relative humidity - 100% (non-
condensing).

BIOCOMPATIBILITY TESTING

Product .. Test.-'
Osteo-Site Bone Biopsy Needles in Cytotoxicity
various types Irritation/Intracutaneous

Sensitization

TECHNICAL TESTING

'Kumo'oifTest V m V-- A Result ~
Tensile Test for Peak Load Pass
Compression Strength Test Pass
Torque Strength Test Pass
Functional Testing Pass

INTENDED USE/INDICATION FOR USE

The Qsteo-Site Bone Biopsv Needles fPBBN-1 1-10.0-M2. DBBN-11-15.0-1VI2. DBBN-13-
10.0-M2. DBBN-13-15.0-M2. DBBN-11-10.Q-MIM. DBBN-11-IS.0-MIM. DBBN-13-10.Q-
MIM. DBBN-13-15.0-M1M)- are used for vertebral body biopsy access, biopsy and infusion
during a vertebroplasty procedure.

CONTRAINDICATIONS

» Coagulation failure
» Acute inflammatory processes
» Benign and malignant formations in the puncture area

POTENTIAL ADVERSE EVENTS

» Sense of discomfort at the puncture site
* Bruise

Page 15 of 39

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



e  Hematoma
e Pain

COMPLICATIONS

* Tumor cell contamination along the biopsy needle

» Bone fracture

» Prolonged bleeding from the biopsy site

» Infection ofthe puncture site or a bone

* Injury of adjacent tissue

» Neurological injury, neuropathy

»  Pneumothorax during the biopsy of the thoracic spine

INSTRUCTIONS FOR USE

NOTE: The handling and curing characteristics of bone cement vary with temperature,
humidity, mixing technique. Injection pressure, and procedure time. Physicians should be
familiar with the properties, handling characteristics, and application of bone cement before
the procedure begins.
1. Under fluoroscopic guidance using both anterior/posterior and lateral views, advance
the outer cannula (with inner stylet in place) to the desired location within the
vertebral body.

NOTE: The diamond sharped stylet tip is most efficient at keeping the needle and stylet in
position on the pedicle or on the body of the bone depending on the approach.

2. Attach the needle holder. The needle holder allows the physician to fluoroscopically
guide needle while reducing radiation exposure.

3. Remove the inner stylet from the outer cannula.

4. Perform biopsy or infusion.

NOTE: Upon completion of infusion procedure, the inner stylet may be re-inserted into the
outer cannula to remove remaining infusion material from the lumen of the cannula.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.Cook Incorporated manufactures all medical products in accordance
with the United States Food and Drug Administration (FDA) Quality System Regulations, 21
CFR Part 820, Quality System Regulatiom. All of Cook facilities are also certified to 1SO
13485 (2003/2012) Quality Management System.
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WARRANTY

Manufactured by Cook Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA,
phone: +353 61 334440, fax; +353 61 334441.

Authorized representative of the manufacturer on the territory of the Russian Federation:
Closed Joint-Stock Company «Schag» (ZAO «Schag»)

Russia, 119002, Moscow, Kannanitzki per. 9, office 501a.

tel.+7 (495) 956-13-09;

fax+7 (495) 956-1310,

e-mail: info@schag.ru

Manufacturer's warranty necessarily extends to the quality of products.

SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by
indication the time of manufacture (factory symbol) to the stated expiration date (hourglass
symbol). The difference between both dates is the shelf life. The Osteo-Slte Bone Biopsy
Needle (DBBN-11-10.0-M2, DBBN-11-15.0-M2, DBBN-13-10.0-M2, DBBN-13-15.0-M2,
DBBN-11-10.0-MIM, DBBN-11-15.0-MIM, DBBN-13-10.0-M1M, DBBN-13-15.0-MIM)
has a 3 (three) year shelf-life

STERILZATION DETAILS

Needles for Bone Biopsy are supplied sterile in peel open packages utilizing an EtO
(Ethylene Oxide) validated method to a sterility assurance level (SAL) of 10™ These devices
are intended for one-time use, sterile if unopened or undamaged. Do not use the product if
there is doubt as to whether the product is sterile.

STORAGE RULES

Needles for Bone Biopsy should be stored in a dark, dry, cool place; avoid extended exposure
to light.

TRANSPORTATION RULES

Needles for Bone Biopsy in various types are allowed to be transported using all types of
closed/covered transport in accordance with current transportation rules.

USAGE CONDITIONS
Needles for Bone Biopsy in various types are used in the patient care medical institutions.

DELIVERY
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Needles for Bone Biopsy are supplied in separate individual packages with instruction for
use. individual packages are put in the corrugated board boxes which are taped with the

control tape to cover the sides or along the perimeter.

PACKAGING PARAMETERS

Order number Weight (gr) Height (cm)  Width (cm)  Tolerance
DBBN-II-10.0-MIM 70.3 50.8 15.2 +/- 10%
DBBN-!1-15.0-M1M 76.6 50.3 15.2 +/- 10%
DBBN-13-10.0-MIM 65.8 50.7 15.2 +/- 10%
DBBN-13-15.0-M1M 69.8 50.4 15.2 +/- 10%
DBBN-11-10.0-M2 70.1 50.5 15.2 +/- 10%
DBBN-I11-15.0-M2 76.2 51 15.2 +/- 10%
DBBN-13-10.0-M2 65.9 50.7 15.2 +/. 10%
DBBN-11-15.0-M2 76.2 51 15.2 +/- 10%
LABELING

Needles for Bone Biopsy in various types are supplied in the individual packaging, which
should show no signs of damage or opening. Upon detecting the bends, breaks and other
defects the device cannot be used.

The label ofthe device shows the following device parameters:

- company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Consult instruction for use”
- marking for “Keep dry”

- marking for “Keep away from sunlight”

- shelf life
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DISPOSAL RULES
Upon completion of procedure, the devices are to be disposed of as per institutional

guidelines for biohazardous medical waste. For EU countries - in accordance with Medical
Devices Directive 93/42/EEC. For Russian Federation - in accordance with national
requirements. Risk class of the medical waste: class B.

iilpn
Ed Sutkow”i, RAC Date
Manager, Regulatory Affairs
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MepeBo/ C aHI/IMACKOTO A3blKa Ha PYCCKUIA A3bIK

CEKPETAPbL WITAT
WTAT MHAVWAHA

KoHHW JloycoH
CekpeTapb wTrara

AMNOCTUNNDb
(FTaarckaa KoHBeHuus oT 5 okTA6psa 1961 roaa)

1 CrtpaHa: COEANHEHHDbIE WTATbI AMEPUNKN

JaHHbI Ny6NINYHBLIA [OKYMEHT
2 6bIn nognucaH: KpuctuH Besepc

3 BbICTynawWmMM B KayecTBe: Ny6/nYHOro HoTapuyca OT MMEHU U MO NMOPYYEHUIO OKpyra
MoHpo
4 HOCWUT Neyartb: Ny6/IMYHOrO HOTapuyca OT MMeHU U Mo nopy4deHuto wTata NHamnaHa

3aBepeHo
5 B 1. lHgmnaHanonuc, NHamnaHa

6 ABapguatb naTtoe aHBapsd 2017 T.

7 CekpeTtapem LUtata MIHaonaHa

8 3a Homepom: Ne A2017-0125100203

9 [levyartb: Meyartb LWTata NHonaHa

10 Mopgnucek: (KoHHM JIoycoH, cekpeTapb wTarta ViHavaHa)

JerictButenbHble ¢ 1 maa 2003 roga, Bce anoctunin Cekpetapsa wtarta MHgmaHa
[OJHKHbl UMETb 3/IEKTPOHHYIO MeyaTb.
JokymeHT 6b11 npocmoTpeH 17 mapta 2012 T.
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Ha coupmeHHom 6n1aHke COOK

CEPTUN®NKAUNOHHOE 3AABJIEHNE

Kak oTBeTCTBeHHbIN NpeactaButenb Cook Incorporated, HacToAWMM A MOATBEPXKAAID, UTO

npunaraemblii IOKYMeHT SBMSIETCS MHCTPYKUMER Mo npuMeHeHuto ans «Mrn ansa éuoncum
KOCTWN B pas/INYHbIX BapaHTax UCMOTHEHUS».

/Moagnunce/
34, CaTkoBCKU

MeHexep Mo Bonpocam pervcrpaumu
Cook Incorporated

Wrar NHonaHa
Okpyr MoHpo

MoanuncaHo n 3aBepeHOo B MOeM npucyTcTBun 23 aHBapsa 2017 ropga.
Mow nonHomouus uctekaroT 21 aekabpsa 2024 .

/Mognucek/ KpuctuH Besepc
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COOK*

MEDICAL

NWHCTPYKLUPLU MO NPUMEHEHWIO

Urnbl gna o6uoncun KocTn B pasIMyHbIX BapunaHTax NCMOJTHEHUA.

HA3SHAYEHWE

MpumeHsieTcs ANs NonyvyeHUs o6pasua KOCTU, KOCTHOIO MO3ra W/uam onyxonu u3 no60oi Koctu
Tena.

MNMPEAYNMPEXAEHWE: ®denepanbHoe 3akoHofaTenscTso CLUA paspewtaeT npogaxy
3TOM NPOAYKLUMN TO/IbKO MEAULUHCKMM paboTHMKaM Ux No ux 3akasy (Uam no 3akasy
NPaKTUKYOLLMX Bpayen ¢ COOTBETCTBYHOLLEN /TNLLEH3NEN).

OMMNCAHWE N3JQENNA

Tabnuua nepeBoAHbIX Mep

MapameTp JKBUBANEHT
1Fr 1/3 mm
1awiim 25,4 MM

TEXHNYECKUWE XAPAKTEPNCTUKWN:

CoefnHeHVe KOHLA UT/bl C KAHIONel He JO/HKHO N0MaTbCA NPY MUHMMaNbHOM BO34ENCTBUM Ha
KOHeL Wrbl U KAaHAW NpU UX pasbefUMHeHUN, cuna KoToporo pasHa 40 H. ¥YnpyrocTbe: nocne
npumeHeHunsa cunol B 10,0 H, MakcumanibHOe OTK/IOHEHNE MOXeT pocTaBnats 0,45 mMm.

MpAMONNHEAHOCTb: OTK/OHEHME OT KAHIAW W KOHLA UMbl He LOMKHO npeBbiwaTtbh 0,2 MM.

MakcumanbHOe [LOMNYCTUMOE OTK/AOHEHWe OT OCU KOHLa uUrnbl MOXeT cocTtaBnatb 3°. Korga
KOHeL Wbl M30THYT Ha paccTosiHMKU 17,5 MM, Wbl He JO/MKHbI 1OMaTbCA. Pagmnyc 3aTynneHns
paboyeil yacTM MHCTPYMEHTOB He AO/KeH npeBbiwaTh 0,03 Mm. LLIepoxoBaToCTb MOBEPXHOCTM
cocTaBnseT He 6onee yem 0,16 MKM.

MorpewHoctn urn: 11 G /3,05 mm (x0,1mm); 13 G /2,4 mm (20,1mm); 14 G /2,05 MM (£0,1mm);
15 G /1,83 MM (£0,1mm); 16 G /1,65 MM (£0,4MMm).

Nrna Osteo-SiteBone Biopsy Needle (DBBN-11-10.0-M2, DBBN-11-15.0-M2, DBBN-13-
10.0-M2, DBBN-13-15.0-M2, DBBN-II-I0.0-MIM, DBBN-11-15.0-M1M, DBBN-13-10.0-
MIM, DBBN-13-15.0-M1M).

CTtpaHuua 9 ns 36
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Ctunet c

-3HbIM CpPe30M»

DBBN-11-10.0-M2

g

Ctunet ¢ 60KOBbIT

cpe3om

=»
o 1Yl< a'lllM
| RTINS
I mv.-it---;" “m KOKDKWMaLLMAYBAMAM—
LM

DBBN-11-15.0-MIM

Mrna Osteo-SiteBone Biopsy Needle (DBBN-11-10.0-M2, DBBN-11-15.0-M2, DBBN-13-10.0-
M2, DBBN-13-15.0-M2) coCcTOWUT M3 UIAbl C PYKOATKOW, CTUMETA C «aiMa3HbIM CpPe3oM» Cpes
BbINOMHEH nof yrnom 120° ob6Typatopa u fgepxatens 6uoncuitHoit wrael. KaHwna urnbl
n3rotasnmpaetca guametpom 11 unam 13 G v gavHoin 10 nam 15 cM U MMeeT TpenaHaLWOHHBIN

AUCTaNnbHbIi  KoHel. A/Ma3Hblii cpe3 CcTuWAeTa, BCTAaBMIEHHOT0 B KaHWJ, CcOoBMajaet c
AUCTaNnbHbIM KOHLLOM KaHON.

Mrna Osteo-SiteBone Biopsy Needle (DBBN-11-10.0-MIM, DBBN-11-15.0-MIM, DBBN-13-
10.0-MIM, DBBN-13-15.0-M1M) cOCTOWUT M3 Urbl C 3aHUM cpe3oM 45°, cAenaHHbIM Ha
6okoBoM cpese 30°, cTuneta c 60koBbIM cpe3oM 30 °, 06TypaTopa ¢ 3aTynAeHHbIM KOHLOM ”
gepxartens 6MoNCcuMinHON nrnel. BOKOBOW cpe3 MAET MO NMLEBOW YacTu UTbl, “3a4HNI Cpe3 - 3TO
He60nbl Ol cpe3 Ha OCHOBHOM 60KOBOM Cpe3e, HEOOXOAMMbIV ANA YNYYLIEHUA BO3SMOXHOCTH
WTbl OCTABATbCHA B HYXXHON NO3MLUM NpU BBEAEHUN B KOCTb. KaHIONA UTNbl M3roTaBamBaeTcs
anameTtpom 11 mnm 13 G v gavHoi 10 unm 15 cM 1 MMeeT Cpe3 COOTBETCTBYO W NI Cpesy

BHYTPEHHOIoO CTUNETA. BokoBoi/3agHNI Ccpe3 CTuneTa, BCTaB/IeHHOIo B KaHtO /10, coBnagaeT C
AncTanbHbIM KOHLOM KaHKNN.
CTtpaHunua 10 n3 36
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45°
Jagpmi cpes wa
Gonnnomcpese
30° 22
::".'_..._... A LN~ N
-y -.._.f:_.:'_.:—.ﬁ

O6Typatop um3roTaBnusaetcd gnaumHoin 13,5 cm m 18,6 cm gna kaHwoneid gnvHoin 10 n 15 cm
COOTBETCTBEHHO.

Oepxartenb 6MONCUAHOI WIAbl W3roTaBMBAeTCA W3 NjacTUuka W UMeeT

NONYKPYT bl
OUCTaNbHbIA KOHeL, COeANHEHHbIN ¢ 30 CM COEANHUTENLHON TPYOKOIA.

Mrnbl 051e0-811le gna 6moncum KOCTK TakXXe M3rOTaBAMBAOTCA C TpajyUMpoOBKO MO BCEN ANUHE
KaHK M. 3Ta rpagyMpoBKa HaHeceHa c warom B 1 cm un n3obpaxeHa kak 1, 2, 3,4, 5¢cm ot
AMCTanbHOro KoHua. Cxema MOBTOPSAETCA OT KOHYMKA KaHIOIN K CTONOPY.

KaTtanoxHbol Wrna Ctuner O6Typatop
i HOMEp OunameTp Onnua [Ownametp, OnuHa OuameTp, OnuHa
O/mm , CM O/mm , CM O AMbl/MM , CM
MorpewHoCTh  YKaszaHo Bbiwe B 10% YKasaHo Bblwe B 10% 10% 10%
TeXHUYeCKUX TeXHUYECKUX
XapakTepucTmnka XapakTepucTuka
X X
9BBH-I- 11/3,05 10 11/3,05 12.6 0,0650/1,65 13.5
10.0-M2
9BBK-11- 11/3,05 15 11/3,05 17.6 0,0650/1,65 18.6
15.0-M2
BBBK-13- 13/2,4 10 13/2,4 12.7 0,0395/1,00 135
10.0-M2 3
BBBH-13- 13/2,4 15 13/2,4 17.8 0,0395/1,00 18.6
15.0-M2 3
BBBM-11- 11/3,05 10 11/3,05 12,6 0,0650/1,65 13,5
10.0-M1M
DBBN-II- 11/3,05 15 11/3,05 17,6 0,0650/1,65 18,6
15.0-M1M
OBBM-13- 13/2,4 10 13/2,4 12,7 0,0395/1,00 13,5
10.0-M1M 3
3BBM-13- 13/2,4 15 13/2,4 17,8 0,0395/1,00 18,6
15.0-M1M 3
MpagynpoBka

A - 0,080 gtoitm / 2,03 mm (20,005 groiim/ 0,127 mm)
B - 0,020 grovim / 0,51 mm (£0,005 groiim/ 0,127 mm)
C - 0,015 groiim / 0,38 mm (+0,005 aroiim/ 0,127 Mm)
CTtpaHuua 11 u3 36
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LepxaTtenb 6MONCUAHON UTNbI

BTynka fepxatens 6MoNCUAHONR Urnsl

A - 0,139 grwoiim / 3,53 mm (0,005 grovim/ 0,127 mm)

B - 0,411 pgioim /10,44 mm (20,005 groiim/ 0,127 mm)
C - 0,350 groiim / 8,89 mm (£0,005 groiim/ 0,127 mm)

D - 0,707 goim /17,96 mm (£0,005 groim/ 0,127 mm)
E - 0,045 groim /1,14 mm (0,005 groim/ 0,127 mm)

F- 0,21 pgtoim / 5,33 mm (+ 0,003 groiim/0,076 mm)

MATEPWNANDI

Nrna Osteo-Site® Bone Biopsy Needle (DBBN-11-10.0-M2, DBBN-11-15.0-M2, DBBN-13-
10.0-M2, DBBN-13-15.0-M2, DBBN-11-10.0-MIM, DBBN-11-15.0-MIM, DBBN-13-10.0-
MIM, DBBN-13-15.0-M1M)

ONIeMeHTbI Martepuan KOHTaKT C
KOHCTPYKL UK nauuveHTom
WUrna

KaHtona Hepxasetoungas ctans Al81 304 MpaAMOi KOHTaKT
PykosaTka Liukonak MG47MD (akpunoHUTpuUn HeT KOHTaKTa

6yTafueHOBbI CTUPObHBIA NOAUMED)
Kpacutenb cuHuin PK-149
Ctuner Hepxasetwaa ctans Al81 304 MpAMOi KOHTaKT

CTtpaHuua 12 ns 36
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BTynka LUnkonak M047M T (akKpUnoHUTPUN Henpsmoii

6yTagMeHOBbIN CTUPO/bHbLI MONMMEP) KOHTaKT
Kpacutenb cuHuin PK-149
O6TypaTop HepxaBetowwasa ctans Al81 304 MpAMoOli KOHTAKT
BTynka Monnkapb6oHat Ne 6523, 3eneHbiii PK-021 HeT KOHTakTa
Oepxxatenb urnol Monunponunen Ne 30070 HeT KOHTakTa
Kpacuteno 6enbliit gnokcmg tutaHa P\"6
CoeguHuTenbHas  HeiinoH Ne 40020 HeT KOHTaKTa
Tpyb6Ka
MpegoxpaHnTenb Urnbl
MpepoxpaHutens Tonunponuned Ne 30070 HeT KoHTakTa

Wrael gna 6uoncum KOCTM B PasNMYHbIX BapuaHTax WCMNOAHEHUA YCTOWYMBBLI Mpu
BMOpaLMOHHBLIX Harpyskax B guanasoHe 10-55 Iy, amnnutyge nepemeweHms 0,15 mm.

Nrnel gna 6moncuMu KOCTU B pas3fIMYHbIX BapuaHTax MCMNOJIHEHMA B TPaHCMNOPTHOW ynakoBKe
YCTOMYMBLI NpU BMOPaLMOHHBIX Harpyskax B guanaszoHe 10-55 Iy, amnauTyge nepemeLyeHuns
0,35 MM ¥ yjaapHbIX Harpyskax npu nuMKoBoM YyckopeHuu 100 m/c™ (10g) M ANUTENbHOCTWU
yAapHOro yckopeHus 16 mc.

Wrnbl gns 6Moncum KOCTM B pas3/iMYHbIX BapMaHTax WCMOMHEHUS YCTOWUYMBLI Npu TemnepaType
oT +10 go +42°C, oTHOCMTeNbHOM BnaxHocTn - 80% n Temnepatype +25°C.

Nrnbl gna 6MONCMU KOCTM B Pas3/iMUHbIX BapuaHTax WCMOMHEHUA B TPAHCMOPTHON ynakoBKe
yCTOWYMBLI NpW TemnepaTtype TPaHCNOPTUpPOBaHUA W XpaHeHus oT -50 go +50°C wu
OTHOCMTENIbHOW BNaXHocTu - 100% (6e3 KOHAEeHcaLUNn).

Nrnbl gna 6noncum KOCTU B pas3/IMUHbIX BapuMaHTax UCNOJIHEHWUS YCTOWYMBbLI Npu TemnepaType
oT +10 go +42° C, OTHOCUTENbHOM BnaxHocTn - 80% npu Temnepatype +25°C.

Wrnbl gna 6moncuMu KOCTU B PasfiMUHbIX BapuaHTax MCNOMHEHUA B TPaHCMOPTHOW ynakoBKe
YCTOMYMBLI MpW Temnepatype TpaHCNOPTUPOBaHMA u XxXpaHeHusa oT -50 pgo +50° C wu
OTHOCUTENbHAA BNaXHOCTb - 100% (6e3 KoHAeHcaLuwn).

TECT HA BNOJZIOITMYECKYIO COBMECTUMOCTb

Mpoaykumna TecTt
Wrnbl gns 6MONCMN KOCTU B pa3NNYHbIX LLMTOTOKCMYHOCTb
BapmaHTax UCNONMHEHNA PasgpaxeHue / BHYTPUKOXHaA peakuus

bofiesHeHHasn HYYyBCTBUTE/IbHOCTb

TEXHUNYECKOE TECTUPOBAHWE

TexHu4yeckne TecTbl PesynbTaTr
PacTshkeHue npu NpefenbHON Harpyske CpaH
ConpoTuBneHne cxaTuio CpnaH
MpoYHOCTL KPYTALLEr0o MOMEHTA CpaH
P yHKUMOHANbHOE UCNbITaHUE CpaH

MENEBOE MPUMEHEHWE/MOKA3AHWA ANA MPUMEHEHWNA

Mrnbl Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-M2. DBBN-11-15.0-M2. DBBN-13-
10.0-M2. DBBN-13-15.0-M2. DBBN-II-I0.0O-MIM. DBBN-11-15.0-M1M. DBBN-13-10.0-

CTtpaHuuya 13 n3 36
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rnel gns 6noncmMm KocTu B Pa3IMYHbIX BapuaHTaX NCNOJTHEHNA pa3peeHo TPaHCNOPTUPOBAThb
BCeMun snpgamun SaKprTOFO/ MOKPbLITOro TpaHCNOpTa B COOTBETCTBUKN C CYLU ;eCTBYOLWNMN
npaeuiaMmun nNepeso30K.

YCNoBUA NCIMONBb3OBAHINA

Wrnel gns 6noncmMm KocTu B Pa3IMYHbIX BaphaHTaX UCMO/IHEHNA NCNONb3YKTCA B ne4vyebHbIX
MEONLUUMHCKNX YyUpexaeHnax.

OJOCTABKA

Nrnbl gns 6UONCUM KOCTU B Pa3/IMUHbIX BapUAHTAX UCMONIHEHUS LOCTABAAKTCA B OTAENbHbIX
WHAVBUAYANbHbBIX YNaKOBKax € MHCTPYKLMEW Mo ncnosb3oBaHuio. MoMew;aTcs B
roypoKapTOHHbIE KOPOGKW, Ha KOTOPLIE N0 60KaM UAN NO NePUMETPY HAHOCUTCSA KOHTPOIbHAs
neHTa.

MAPAMETPbI YIMAKOBKW/

KaTanoXHblin HoMep Maeca BbicoTa WwupnHa MorpewHoOCTb

() (cm) (cm)
MBBK-11-10.0-M 1M 70.3 50.8 15.2 +/- 10%
BBBK-11-15.0-M1M 76.6 50.3 15.2 +/- 10%
BBBH-13-10.0-M LU 65.8 50.7 15.2 +/- 10%
BBBM-13-15.0-M 1M 69.8 50.4 15.2 +/- 10%
BBBH-11-10.0-M2 70.1 50.5 15.2 +/- 10%
BBBK-11-15.0-M?2 76.2 51 15.2 +/- 10%
BBBK-13-10.0-M2 65.9 50.7 15.2 +/- 10%
BBBM-11-15.0-M2 76.2 51 15.2 +/- 10%
MAPKNMPOBKA

Nrnabl gns 6MONCMN KOCTK B Pa3fiMUHbIX BapuMaHTax UCMOJIHEHUS NOCTABAAKTCSA B
WHAVMBUAYANbHOW YNakoBKe, HA KOTOPOU AO/MKHbLI OTCYTCTBOBATb NPU3HAKW MOBPEXAEHUS UK
OTKPbITUA. Mpyu 06Hapy>XeHUU Nepern6oB, paspbiBOB U APYTUX Ae(eKTOB U3AENNE HEMb3A
Menonb3oBaTh.

Ha 3TMKeTKe W34enus yKasaHbl Clefyoryme napameTpbl:

- KOMMNAaHNA-N3roToBUTENb N NMPON3BOACTBEHHbIW agpec;
- Ha3BaHuWe n3genua (Toproeas Mapka);
- EEpPUIHbIA HOMED;

- 3Hauyok CE-cepTuukayum;

- 3Ha4YOK CcTepuaunsaumnm;

- agpec npeacrtasutens B EC;

- 10rOTUN NPOU3BOAUTENS;

- faTa U3roTOBJIEHUS;

- pasmepsbl;

- obwas exema;

- HOMep napTuu;

- 3Ha4Y0K 04HOPAa30BOro NCMO0Nb30BAHUS;

CtpaHunua 16 ns 36
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noMeTKa <<06paTVITer K MHCTPYKLUWW MO NCMNONTb30BAHUIKO »;

nometka «Cogep>aTb CyXum»;

nomeTka «bepeyb OT COMHEUHbIX NyYeli»;
- CPOK FrofHOCTHN.

Nona Osteo-Site Bone Biopsy Needle
Murphy M« Wrna Osteo-Site Bone Biopsy Needle
m DBBH-1M0.0-M2 MurphyMIM>_______
® S13018 m DBBN-11-10.0 M1M
LLE1613761
nTmMw (LT,
( Tan 110,3.05/10cm
-0
nKOﬂly Rxoniy
lerSULEIEOI 2 12«n» cu 1 2 wmes A L
w 6967928 C 31206SIS [LLI‘I?(HIZ& y|ieu<»«i f
d COOK*TIEIMINLNCO«1? ld COOK*[LULUI/I.I'I T(UJLU
iliiiiiB iiiP
b } Wwéwr”” ' 'Bw'To3ow
hEe.
WM (i 740* USA

S*4«RS Oitrmz
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NMPABUNA YTUIN3ALNN

Mocne 3aBepweHns NPOLEAYPbl U3Lennsa cnegyeT yTUAN3MpoBaTb B COOTBETCTBUN C
HaLWOHANbHBLIMMWN UHCTPYKUMAMMN 415 OMONOTMYECKMN ONACHbIX MEANLMHCKNX OTX0A0B. NS
CtpaH EC cornacHo AupekTtuBe 93/42/E3C. Ans Poccuitckoin ®egepaynm cornacHo
HaunoHanbHbIM TpeboBaHMAM. Kpacc omacHOCTM MeAMLMHCKUX OTX0L0B: knacc b.

jarta
MeHeZ)Xep Mo BOMpOCaM perucrpalum
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[MepeBop JaHHOMo TeKCTa caenaH MHOW, nepesoaumkomM MameaossLu TvMypom [ KaBaHLLMPOBUYEM
BMA Ha >XKNTenbCcTB0: [1&820081864 BblgaH oTaeneHeM YP®MCno CTasporo/sisckomy Kpato 0T 4.10.12

roga.

Poccuiickas Pepepaums
"opog Mockea
TpypuaTb NepBoro AHBapsA Ase ThiCAYM cCeMHaALaToro roga
O Axumos [(e6 Bopucosny, HoTapuyc ropoaa Mocksbl, CBUAETENLCTBYH NOAMHHOCTb NOAMNMCH
nepesofynka Mamvegosa Tumypa [>KasaHLWMPOBUYA.
Mognuck caenaHa B MOEM NPUCY TCTBUM.
JInyHoCTb NognucasLLero JOKYMEHT YCTaHOB/eHa.
3aperucTpupoBaHo B peecTpe: No
B3bICKaHO rocyapCcTBeHHON NowmHbI(no Tapudy): 100py6.

YnnayeHo 3a oKasaHue yCnyr npaBoBOro N TEXHUYECKOro XxapakTepa:— pyo.

AKUMOB

rPOHYMepOBaHO
I ckpe. mcT(a)(o.)

orepne N2
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Poccuiickas ®epepayusa
Fopog Mocksa

MepBoro hespans ABe ThICAYN CEMHAALATOrO roga.

ﬂLUVIH[J,VIHa Hatanua liu;po”~>Ha, HOTapuy«- ropoaa MOCKBbI,
CBU/JETENbCTBYIO BEPHOCTH gmm C npejcTaaneHHora MHe

2N fpr I-Te

3aperncTtpupounHo B peectpe: Ne
BbICKAHO rocyfiapcTBeHHO nownunHbl (No Tapudy): ~
ayeHo 3a okasaHue ycnyr NpaBoBOrO U TEXHUYECKOro XapakTpns-

N N
N
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COOK INCORPORATED
COOK* 750 DANIELS WAY
BLOOMINGTON, IN 47404 USA

rHONE; 812.339.2235 toll pue. 800.457.4500

MEDICAL WWW.COOKMEDICAL.COM

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate

version of the Instructions for Use for “Needles for Bone Biopsy in various types”
Submission.

Ed Sutkowski, RAC
Manager, Regulatory Affairs
Cook Incorporated

State of Indiana

SS

County of Monroe )

Subscribed and sworn to before me the 9 6 * day of year.

My Commission expires December 21, 2024
1 Kristine Weathers
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COOK’

MEDICAL

INSTRUCTIONS FOR USE
Needles for Bone Biopsy in various types.
INTENDED USE

Used for obtaining samples from a bone, a bone marrow and/or a tumour in any bone ofthe
body.

CAUTION: U.S. federal law restricts this device to sale by or on the order of a
physician (or a properly licensed practitioner.)

DEVICE DESCRIPTION

Table of conversions

Parameter Conversion
1Fr 1/3 mm
1Inch 25.4 mm

Technical characteristics

Connection of the needle tip and tube should not be broken under minimum force excersized
on the tip and tube in the direction of their separation, which equals 40 N. Resilience: after
force 10.0 N, maxiumura deviation - 0.45 mm.

Straightness: deviation from tube and tip concentricity should not exceed more than 0.2 mm.
Maximim allowed deviation from the tip axis 3°. When needle tip is deviated at the distance
of 17.5 mm - needles should not break. Blunting radius of the working parts of the
instruments should be no more than 0.03 mm. Roughness of the surface - no more that 0.16
mkm.

Needles tolerance: 11 G /3.05 mm (0.1 mm); 13 G /2.4 mm (0.1 mm); 14 G /2.05 mm (0.1
mm); 15 G /1.83 mm (0.1 mm); 16 G /1.65 mm (0.4 mm).
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Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-M2-S, DBBN-11-15.0-M2-S, DBBN-13-
10.0-M2-S and DBBN-13-15.0-M2-S).

The Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-M2-S, DBBN-11-15.0-M2-S, DBBN-
13-10.0-M2-S and DBBN-13-15.0-M2-S) is comprised ofa needle with a handle, a stylet
with a 120 ° diamond bevel, a coaxial biopsy needle with a 6 point 30° trephine bevel, an
obturator, a brass obturator and a needle holder.

The needle cannula is designed as either an 11 or 13 gage cannula measuring 10 or 15
centimeters in length and is designed with a trephine distal tip. The diamond bevel of the
stylet lies flush inside the distal tip ofthe trephine cannula when inserted into the cannula.

The coaxial biopsy needle is manufactured as 14 or 16 gage needles, with a trephine distal tip
and measures 17.1 or 22.1 centimeters in length. The coaxial biopsy needle has a brass knob
and a wheel.

The brass obturator is designed as a needle with a brass knob and has a blunt flat distal end.

The needle holder is manufactured from plastic material and is shaped with a semicircular
distal end connected to a 30 centimeter length of tubing.The Osteo-Site Bone Biopsy Needles
are also manufactured with etching along the shaft of the cannula.

Order Needle Stylet Brass obturator Coaxial biopsy
number needle
TJiameter Length Diameter Length  Diameter  Lengt Diameter  Length
G/mm cm G/mm cm inch/mm hem G/mm cm
Tolerance Indicated 10% Indicated 10% 10% 10% Indicated 10%
in the in the in the
technical technical technical
character character characteris
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istics istics tics above

above above
DBBN- 11/3.05 10 11/3.05 12.6 0.058/1.47 22 14/2.05 171
11-10.0-
M2-S
DBBN- 11/3.05 15 11/3.05 17.6 0.058/1.47 27 14/2.05 22.1
11-15.0-
M2-S
DBBN- 13/2.4 10 13/2.4 12.6 0.054/1.37 22 16/1.65 171
13-10.0-
M2-S
DBBN- 13/2.4 15 13/2.4 17.6 0.054/1.37 27 16/1.65 22.1
13-15.0-
M2-S
Order number Obturator

Diameter, inch/mm Length, cm

Tolerance 10% 10%
DBBN-11-10.0-M2-S 0.0650/1.65 135
DBBN-11-15.0-M2-S 0.0650/1.65 18.6
DBBN-13-10.0-M2-S 0.0395/1.003 135
DBBN-13-15.0-M2-S 0.0395/1.003 18.6

Coaxial biopsy needle brass wheel

A - 0.171 inch / 4.343 mm (£0.010 inch/+0.254 mm)

B-0.170 inch/4.318 mm (£0.002/-0.001) inch / (+0.05/-0.0254 mm)

C - 0.750 inch/ 19.05 mm (£0.025 inch / £ 0.635 mm)

A B

Coaxial biopsy needle brass knob

¢

A- DBBN-11-10.0 (15.0) -M2-S: 0.084 inch/ 2.13 mm (+0.005 inch / 0.127mm); DBBN-13-
10.0 (15.0) -M2-S: 0.067 inch /1.7 mm (£0.005 inch / 0.127mm);
B-DBBN-11-10.0(15.0)-M2-S: 0.071 inch/4.318 mm (+0.005 inch / 0.127mm); DBBN-13-
I0.0 15:0)TW2-S'; 07051 inch/ 1.35 mm (£0.005 inch /0.127 mm);

C- 0.0125 inch / 0.32 mm (£0.005 inch /0.127 mm);

D- 0.672 inch /17.07 mm (x0.005 inch /0.127 mm)
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oB’

Obturator brass knob
A-0.055 inch/1.4 mm (£0.005 inch/0.127 mm);
B -0.500 inch/ 12.7 mm (£0.005 inch/0.127 mm);

ro A

Needle holder hub

A - 0.139 inch / 3.53 mm (£0.005 inch/ 0.127 mm)
B -0.411 inch/ 10.44 mm (£0.005 inch/0.127 mm)
C-0.350 inch/ 8.89 mm (x0.005 inch/ 0.127 mm)
D -0.707 inch/17.96 mm (£0.005 inch/0.127 mm)
E- 0.045 inch /1.14mm (£0.005 inch/ 0.127 mm)
~FAO:21MnchTA3TtTMt~031ncIT/0:076 T Tirn)
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Graduating

A - 0.080 inch / 2.03 mm (£0.005 inch/ 0.127 mm)
B -0.020 inch/0.51 mm (x0.005 inch/0.127 mm)
C- 0.015inch/0.38 mm (x0.005 inch/0.127 mm)

f--ten—-r-—1m—-1-—1au—-r—tm--—lm—-+-—1«n—- mAR‘rPOlN'rFOlI
/ 1N N
A—-‘ ] —--l-— —-4[——0
MARKS 8 AND BEYOND REPEAT THE
LAYOUT FOR MARKS | THROUGH 8.
MATERIALS
Device Patient Contacting
C(Hnponent'
Needle
Cannula Stainless Steel AISI 304 Direct Contact
Handle Cycolac MG47MD (acrylonitrile-butadiene- Indirect Contact
styrene polymer)
Pigment blue PR-149
Stylet
Stylet Stainless Steel AISI 304 Direct Contact
Hub Cycolac MG47MD (acrylonitrile-buladiene- Non Contact

stvrene Dolvmer)
Pigment blue PR-149
Brass obturator
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Obturator Direct Contact
Stainless Steel AISI 304

Obturator knob

Brass CDA 360 (60-63 % copper, 3 % lead, 0.35 % ferrum, 33 %

zinc)

Obturator

Obturator Direct Contact
Stainless Steel AlSI 304

Obturator hub (DBBN-11-10.0-M2-S, DBBN-11-15.0-M2-S)
Polypropylene 6523, Pigment green PR-021

Obturator hub (DBBN-13-10.0-M2-S, DBBN-13-15.0-M2-S)

Polypropylene # PF 511, Pigment pink PR-050

Coaxial biopsy needle

Coaxial biopsy needle Direct Contact
Brass CDA 360 (60-63 % copper, 3 % lead, 0.35 % ferrum, 33 %

zinc)

Trephine Bevel

Stainless Steel AISI 304

Needle holder

Hub Polypropylene Ne 30070 Non Contact
Pigment White Titanium Dioxide PW6

Tubing Nylon Ne 40020 Non Contact

Needle Protector

Protector Polypropylene Ne 30070 Non Contact

Needles for bone biopsy of various types, are stable under vibration loads in the range 10-55
Hz, amplitude displacement of 0.15 mm.

Needles for bone biopsy of various types in packaging are stable under vibration loads in the
range 10-55 Hz, amplitude displacement of 0.35 mm and shock loads at peak acceleration of
100 m/ s2 (10g), and duration of shock acceleration of 16 ms.

Needles for bone biopsy of various types, in packaging are stable at temperatures in the range
of+10 to + 42 7 C, relative humidity - 80% at + 25 ° C.

Needles for bone biopsy of various types, in packaging are stable at a transportation and
storage temperature in the in the range of-50 to + 50 ° C and relative humidity -100% (non-
condensing).

m1"M1es"fdr bone biopsy ofWribuTtypes are s at tempo”fres in the range of+10 to +
42 ° C, relative humidity - 80% at + 25 ° C.

Needles for bone biopsy of various types are stable at a transportation and storage
temperature in the in the range of -50 to + 50 ° C and relative humidity - 100% (non-
condensing).
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BIOCOMPATIBILITY TESTING

Test
Osteo-Site Bone Biopsy Needles in Cytotoxicity
various types Irritation/Intracutaneous

Sensitization

TECHNICAL TESTING

Result
Tensile Test for Peak Load Pass
Compression Strength Test Pass
Torque Strength Test Pass
Functional Testing Pass

INTENDED USE/INDICATION FOR USE

The Osteo-Site Bone Biopsv Needles (DBBN-11-10.Q-M2-S. DBBN-11-15.0-M2-S. DBBN-
13-10.0-M2-S HDBBN-13-15.0-M2-S)- are used for vertebral body biopsy access, biopsy
and infusion during a vertebroplasty procedure.

CONTRAINDICATIONS

» Coagulation failure
» Acute inflammatory processes
» Benign and malignant formations in the puncture area

POTENTIAL ADVERSE EVENTS

» Sense of discomfort at the puncture site

e Bruise
* Hematoma
e Pain

COMPLICATIONS

* Tumor cell contamination along the biopsy needle
Bone fracture
Prolonged bleeding from the biopsy site
Infection of the puncture site or a bone

Injury of adjacent tissue
Neurological injury, neuropathy
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» Pneumothorax during the biopsy of the thoracic spine
INSTRUCTIONS FOR USE

NOTE; The handling and curing characteristics of bone cement vary with temperature,
humidity, mixing technique, injection pressure, and procedure time. Physicians should be
familiar with the properties, handling characteristics, and application of bone cement before
the procedure begins.
1. Under fluoroscopic guidance using both anterior/posterior and lateral views, advance
the outer cannula (with inner stylet in place) to the desired location within the
vertebral body.

NOTE: The diamond sharped stylet tip is most efficient at keeping the needle and stylet in
position on the pedicle or on the body of the bone depending on the approach.

2. Attach the needle holder. The needle holder allows the physician to fluoroscopically
guide needle while reducing radiation exposure.
3. Remove the inner stylet from the outer cannula.
4. Perform biopsy or infusion.
NOTE:

There is an additional coaxial biopsy needle supplied with DBBN-M2-S. The physician
obtains the bone sample by turning the wheel, which digs into the bone.

NOTE: Upon completion of infusion procedure, the inner stylet may be re-inserted into the
outer cannula to remove remaining infusion material from the lumen of the cannula.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.Cook Incorporated manufactures all medical products in accordance
with the United States Food and Drug Administration (FDA) Quality System Regulations, 21
CFR Part 820, Quality System Regulations. h\[ of Cook facilities are also certified to 1SO
13485 (2003/2012) Quality Management System.

WARRANTY

Manufactured by Cook Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA,
phone: +353 61 334440, fax: +353 61 334441.

Authorized representative of the manufacturer on the territory of the Russian Federation:
----- Closed Joint-Stock Company-«SGhag» (ZAO «Schag») --------- e
Russia, 119002, Moscow, Karmanitzki per. 9, office 501a.
tel.+7 (495) 956-13-09;
fax +7 (495) 956-1310,
e-mail: info@schag.ru

Manufacturer's warranty necessarily extends to the quality of products.
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SHELF LIFK

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by
indication the time of manufacture (factory symbol) to the stated expiration date (hourglass
symbol). The difference between both dates is the shelf life. The Osteo-Site Bone Biopsy
Needle (DBBN-11-10.0-M2-S, DBBN-11-15.0-M2-S, DBBN-13-10.0-M2-S h DBBN-13-
15.0-M2-S) has a 3 (three) year shelf-life.

STERILZATION DETAILS

Needles for Bone Biopsy are supplied sterile in peel open packages utilizing an EtO
(Ethylene Oxide) validated method to a sterility assurance level (SAL) of IO These devices
are intended for one-time use, sterile if unopened or undamaged. Do not use the product if
there is doubt as to whether the product is sterile.

STORAGE RULES

Needles for Bone Biopsy should be stored in a dark, dry, cool place; avoid extended exposure
to light.

TRANSPORTATION RULES

Needles for Bone Biopsy in various types are allowed to be transported using all types of
closed/covered transport in accordance with current transportation rules.

USAGE CONDITIONS
Needles for Bone Biopsy in various types are used in the patient care medical institutions.
DELIVERY

Needles for Bone Biopsy are supplied in separate individual packages with instruction for
use. Individual packages are put in the corrugated board boxes which are taped with the

control tape to cover the sides or along the perimeter.

PACKAGING PARAMETERS

Order number Weight (gr) Height (cm)  Width (cm)  Tolerance
DBBN-11-10.0-M2-S 100.4 50.3 15.2 +/- 10%
DBBN-11-15.0-M2-S 108.8 50.5 15.2 +/- 10%
DBBN-13-10.0-M2-S 44.5 50.7 15.2 +/- 10%
DBBN-13-15.0-M2-S 100.8 50.6 15.2 +/- 10%
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LABELING

Needles for Bone Biopsy in various types are supplied in the individual packaging, which
should show no signs of damage or opening. Upon detecting the bends, breaks and other
defects the device cannot be used.

The label of the device shows the following device parameters:

- company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address ofthe EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Consult instruction for use
- marking for “Keep dry”

- marking for “Keep away from sunlight”

- shelflife

7
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DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional
guidelines for biohazardous medical waste. For EU countries - in accordance with Medical
Devices Directive 93/42/EEC. For Russian Federation - in accordance with national
requirements. Risk class ofthe medical waste: class B.

M&Pﬁf iimom i

Ed Sutkowsfi, RAC Date I
Manager, Regulatory Affairs
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MepeBoOA C aHI/INNCKOIO A3blKa Ha PYCCKUIA A3bIK

CEKPETAPb WTAT
WTAT NHONAHA

KoHHn JloycoH
CekpeTapb wrara

ANOCTUNDb
(FTaarckaa KoHBeHUus OT 5 okTA6pa 1961 roaa)

1 CtpaHa; COEAVNHEHHDBIE WTATbI AMEPUKW

JaHHbIN  NYy6NNYHBLIA JOKYMEHT
2 6bin noanucaH: KpuctuH Besepc

3 BbICTyNalwWyM B KavecTBe: Myo6/IM4YHOro HoTapmuyca OT MUMEHWN 1 NO NOPYYEHUIO OKpyra
MoHpo
4 HOCUT NevaTb: NYGANYHOrO HOTapuyca OT MMEHU U NO MOopy4YeHuto wtata NHanaHa

3aBepeHo
5 B 1. MlHugnaHanonuc, IHagnaHa

6 ABapuaTtb ndatoe aHBapsa 2017 T.
7 CekpeTtapewm LUtata MIHanaHa
8 3a Homepom: Ne A2017-0125100205
9 T[leyartb: lNeyartb Wrata NHaovaHa
10 Mopnucek; (KoHHM JIoycoH, cekpeTapb wTarta ViHavaHa)
JerictButenbHble ¢ 1 masa 2003 roga, Bce anoctuin Cekpetapsa wtarta MHgmaHa

[O/DKHbI UMETb 3/1EKTPOHHYHO Meyartb.
JokymeHT 6bu1 npocmoTpeH 17 mapta 2012 T.
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Ha dpmpmeHHOM 61aHke COOK

CEPTUD®UKALUMNOHHOE 3AABJIEHVNE

Kak oTBeTCTBeHHbIN NpeactaButesnib Cook Incorporated, HacToAWMM A NoaTBepXaako, yto

npunaraemMblii JOKYMEHT SIB/ISIETCS MHCTPYKUMEN Mo NpuMeHeHunto ansa «Arn ans éuoncum
KOCTU B pas/INyHbIX BapnaHTax UCMNOSIHEHUS».

/Moanunce/
34 CaTtkoBCKU

MeHemxep no Bonpocam perncrpalmm
Cook Incorporated

Wrat NHuonaHa
Okpyr MoHpo

MopgnucaHo 1 3aBepeHO B MOeM npucytcTBumn 23 aHBapsa 2017 ropga.
Mown nonHomouus ncrtekaroT 21 aekabpsa 2024 .

/Moanuck/ KpnctunH Besepc
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COOK”

MEDICAL

NHCTPYKLMWA MO MPUMEHEHWIO
rnbl gna 6Moncum KocTu B pas/iMvHbIX BapuaHTax UCMOSTHEHUSA.
HA3SHAYEHWE

anMEHﬂeTCH ana nonyvyeHuA o6pa3u,a KOCTW, KOCTHOTO Mo3ra n/nnm onyxonan mns NGO KOCTK
Tena.

MNMPEAYTMPEXAEHWE: depepanbHoe 3akoHogaTesibcTBo CLUA paspeluaeT npojaxy
3TOM NPOAYKLUMN TO/IbKO MEAULUHCKMM paboTHMKaM WX Mo UX 3aKasy (Uau no 3akasy
NPaKTUKYOLWMX Bpavein ¢ COOTBETCTBYIOLLLEN /INLEH3NER).

OMMCAHWE U3LAENUNA

Tabnuua uepeBoAHbIX MeP

MapameTp OKBMBaNeHT
1Fr 1/3 Mm
1aw0iim 25,4 mm

TEXHNYECKWE XAPAKTEPUCTUKN:

CoefiMHEHNE KOHLA UT/bl C KAHKOEN He JO/DKHO IOMaTbCA NPUW MUHMMaNbHOM BO34ENCTBMU Ha
KOHEL Urfbl U KaHAW Npu UX pasbefMHEeHUN, cuna KoToporo pasHa 40 H. YnpyrocTte: nocne
npumMmeHeHunsa cunbl B 10,0 H, MakcumanbHOEe OTK/NIOHEHWE MOXeT cocTaBnath 0,45 mMmM.

MpAMONNHENHOCTb: OTK/JIOHEHWE OT KaHKNM U KOHUA WUrAbl He LO/DKHO npeBbiwaTtb 0,2 MM.
MakcumanbHoe LOMYCTUMOE OTK/OHEHME OT OCM KOHUA WUrfibl MOXeT cocTaBndAte 3°. Korpga
KOHEeL Wbl M30THYT Ha paccToAHUmM 17,5 MM, UTNbl HEe AO/DKHbI lIoMaTbCcA. Pagnyc 3aTynaeHuns
paboyeil 4YacTW MHCTPYMEHTOB He AO/DKEH npeBbiwaTb 0,03 Mm. LLlepoxoBaToCTb MOBEPXHOCTM
cocTaBnseT He 60nee Yyem 0,16 MKM.

MorpewHoctn urn: 11 O /3,05 mm (£0,1mm); 13 O /2,4 mm (x0,1mm); 14 O /2,05 MM (£0,1mm);
150 /1,83 MM (£0,1mm); 16 O /1,65 MM (£0,4MMm).

Mrna Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-M2-S, DBBN-11-15.0-M2-S, DBBN-
13-10.0-M2-S n DBBN-13-15.0-M2-5S).

CTpaHuuya 18 u3 36
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10.0-M2-8

DBBN-11- 11/3,05
15.0-M2-8

DBBN-13- 13/2,4
10.0-M2-8

DBBN-13- 13/2,4
15.0-M2-8

KaTanoXHblii HOMep

MorpewHoCTb

DBBN-11-10.0-M2-8
DBBN-11-15.0-M2-8
DBBN-13-10.0-M2-8
DBBN-13-15.0-M2-8

15 11/3,05

10 13/2,4

15 13/2,4

OwvameTp
aonaM/mm
10%
0.0650/1,65
0.0650/1,65
0.0395/1,003
0.0395/1,003

Koneco BHYTpeHHEeN GMONCUIAHON UT bl
A - 0,171 pgwiim / 4,343 mm (20,010 groiim/+0,254 mm)
B- 0,170 groinm/ 4,318 mm (£0,002/-0,001) agtovim / (£0,05/-0,0254 mm)
C- 0,750 g0 W m /19,05 mm (+0,025 gtoiim / + 0,635 mm)

J1aTyHHbIV CTONOP BHYTPeHHEeH 6MONCUAHOW UTNbI:

17,6

12,6

17,6

7
0,058/1,4 27
7
0,054/1,3 22
7

0,054/1,3 27
7

14/2,05

16/1,65

16/1,65

O6TypaTtop

OnvHa cm

10%
13.5
18.6
13.5
18.6

22,1

17,1

22,1

A- BBBM-11-10.0 (15.0) -M2-8: 0,084 atoiim/ 2,13 mm (+0,005 gtoiim / 0,127mm); OBBbI-13-
10.0 (15.0) -M2-8: 0,067 gtoitm /1,7 mm (+0,005 gtoiim / 0,127mm);
B-BBBM-11-10.0 (15.0) -M2-8: 0,071 gtwoiim / 4,318 mm (0,005 groiim / 0,127mm); OBBK-13-
10.0 15.0) -M2-8: 0,053 gioiim /1,35 mm (£0,005 gtoiim / 0,127mMm);

C- 0,0125 groiim / 0.32 mm (+0,005 groiim / 0,127mm);
O- 0,672 pgoiim / 17,07 mm (£0,005 gtoiim / 0,127mm)

NaTyHHbIN cTOnop 06TypaTopa
A- 0,055 groinm/1,4 mm (0,005 groiim/0,127Mm);

B -0,500 goinm/12,7 mm (£0,005 groiim/0,127mm);
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MATEPUWADI

Mrna Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-M2-S, DBBN-11-15.0-M2-S, DBBN-

ONIeMeHTbI MaTtepuan KOoHTaKT C

KOHCTPYKLUN nauueHTom

Urna

KaHtong HepxaBetowwasa crans Al81 304 MpaAMOi KOHTaKT

PykoaTKa Lnkonak M047M 0 (aKpunoHUTPUN Henpswmoii
6yTagneHOBbI CTUPO/bHBLIA NMOAMMeEP) KOHTaKT
Kpacutenb cuHuin PK-149

Ctunert

Ctunert HepxaBetowaa ctanb Al181 304 MpAMOWA KOHTAKT

BTynka Liukonak M047M B (akpunoHUTpUnN HeT KOHTakKTa

6yTagneHOoBbI CTUPOMbHBIA Noaumep)
Kpacutenb cuHuin PK-149
OO6TypaTop NaTyHHbIN
O6TypaTop MpAMOI KOHTaKT
Hepxasewwaa crtans AlSI 304
Ctonop obTypaTopa
NatyHb CDA 360 ( 60-63 % meau, 3 % ceBuHua, 0.35 % xenesa, 33
% LUHKA)
O6TypaTtop
O6TypaTop
Hepxasewwaa ctans AlSI 304

BTtynka o6Typatopa (DBBN-11-10.0-M2-S, DBBN-11-15.0-M2-S)
Monunkap6oHat Ne 6523,
Kpacutenb 3eneHblii PR-021

BTynka o6Typatopa (DBBN-13-10.0-M2-S, DBBN-13-15.0-M2-S)

Monunponunnen # PF 511,

Kpacutenb po3osoro PR-050

KoakcuanbHasa 6uoncuiiHas urna

KoakcunanbHas 6uoncuitHas nrna MpAMOIi KOHTaAKT

NatyHb CDA 360 (60-63 % meaun, 3 % ceuHua, 0.35 % xenesa, 33

% uUMHKa)

TpenaHauMOHHbIV Cpe3 Urbl

HepxaBetowasa ctans AISI 304

[epxaTenb Urnbl

BTynka MonunponuneH Ne 30070 HeT KOHTakKTa
Kpacutens 6enbiii gnokeng tntaHa PW6
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CoennHuTensHas  HeinoH Ne 40020 HeT KoHTaKTa

Tpyb6Ka
MpegoxpaHnTenb Urnbl
MpepoxpaHutens TonunponuneH Ne 30070 HeT KOHTaKTa

Wrnel  gna 6uoncum KOCTM B  PasNMUYHbIX BapuaHTaXx WCMONHEHUA YCTOWYMBBLI Mpwu
BMOpaALMOHHBIX Harpyskax B gnanasoHe 10-55 Ny, amnnutyge nepemeruedus 0,15 mm.

Wrnel gna 6uoncum KOCTU B pasfIMYHbIX BapuaHTax MCMNOMHEHUA B TPAHCMOPTHOW ynakoBKe
YCTOMYMBLI NpyU BMOPaLMOHHbIX Harpy3kax B guanaszoHe 10-55 Iy, amnauType nepemeLy,eHuns
0,35 MM ¥ ypapHbIX Harpyskax npu MUMKOBOM yckopeHuu 100 m/c (10g) M ANUTENIbHOCTM
YyA4apHOro ycKopeHus 16 mc.

Wrnbl gns 6Moncuu KOCTM B pasfiMUHbiX BapMaHTax WCMOMHEHWA YCTOWUYMBBLI Mpu TemnepaType
oT +10 go +42°C, 0OTHOeUTenbHON BRaxHocTn - 80% n Temnepatype +25°C.

Wrnbl gns 6moncuMu KOCTU B Pas/iMYHbIX BapmaHTax WCMOSHEHWS B TPAHCMNOPTHON YynakoBKe
YCTOMYMBLI Mpu TemnepaType TpaHCNOPTUPOBAHMS U XpaHeHus oT -50 pgo +50°C wu
OTHOCUTENbHOW BNaXHOCTM - 100% (6e3 KOHAEHCALUN).

Wrnbl gna 6noncum KOCTW B pas/iMuHbIX BapMaHTax MCNOMHEHUA YCTONUYMBBLI MpuU TemnepaType
oT +10 fo +42° C, oTHOCUTENbHOW BRaxHocTn - 80% npu TemnepaTtype +25°C.

Nrnbl gna 6moneMu KOCTW B pasfiIMyHbiX BapuaHTax MCNOMHEHUS B TPaHCNOPTHOW ynakoBKe
yCTOWYMBLI NpWM TemnepaTtype TPaHenopTMpoBaHUA U xpaHeHusa oT -50 go +50° C wu
OTHOCWUTENIbHAsA BNaXHOCTb - 100% (6e3 KoHAeHcauuu).

TECT HA BUONOTIMMYECKYIKO COBMECTUMOCTb

Mpoaykuma Tect
Nrnbl gng 6MONCUN KOCTU B pasinyuHbIX LLMTOTOKEMYHOCTb
BapmaHTax MCNOMHEHNA PasapaxeHne / BHYTPUKOXHAA peakums

bonesHeHHas YYBCTBUTENBbHOCTb

TEXHUWYECKOE TECTUPOBAHWE

TexHMYecKmne TecThbl PesynbTar
PacTshkeHne npu npegenbHOi Harpyske CpaaH
ConpoTuB/ieHUE CXATUIO CpnaH
MpoYHOCTb KPYTALWEro MOMEHTA CpaH
D YyHKLUOHaNbHOE UCNbITaHUe CpnaH

MENEBOE NMPUMEHEHUWE/MOKA3AHWA ANA NMPUMEHEHWNA

Nrnbl Osteo-Site Bone Biopsy Needle (DBBN-11-10.0-M2-S. DBBN-11-15.0-M2-S. DBBN-13-
10.0-M2-S n DBBN-13-15.0-M2-S) - wucnonb3ywTca [ANA NpefocTaBieHUsa pocTyna npu
6uoncuu Ten No3BOHKa, 419 6MONCUN U UHDY3NM BO BpeMA NpoLeAyp BepTebponnacTuku.

MPOTUBOIMOKASAHWNA

e HapylleHue CBEPTbIBAEMOCTH KPOBU
e OcTpble BOCMaAUTe/bHbIe MPOLECCHI
e [Jlo6poKayecTBEHHbIE U 3/TOKAYECTBEHHbIE 06pa3oBaHNs B 061acTW NpokKoa

MOTEHMNAJIbHbBIE MOBOYHbLIE 2P PEKTbI
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* OuwyuweHne guckompopTa B 30He MYHKLNU
» KpoBonogrek

e [ematoma

» bonb

OCJTOXXHEHWA

+ OobcemeHeHMe 310KAYECTBEHHbIMW KNeTKaMun N0 X04Yy UMbl BUONCUIAHOMN.
* TpewmnHa KOCTH

 [nuTenbHOoe KpoBOTeUeHWe MecTa 6uoncuu

* WHpuumpoBaHme MecTa NYHKLUU UAU KOCTHU

* [oBpexpaeHue 6an3nexaninx TKaHew;

* HeBponoruyeckue TpaBMbl, HeilponaTua

e [MHeBMOTOpAKC Mpu 6MONCUKN TPYLHOTO OTAeNa NO3BOHOYHUKA

* HoBbli KOMNPECCUOHHbLIN NepenioM B Npuaexaliem NO3BOHKe

MHCTPYKUWMN no NCTITONBb3OBAHWUIO

MPNMEYAHWME: MpumeHeHUe KOCTHOIO LeMeHTA W ero nevebHble XapakTePUCTUKMN 3aBUCAT
OT TeMnepaTypbl, BNAXHOCTU, TEXHUKN CMELIMBAHWUSA, AAaBNEHWNS BNPbICKA U BPEMEHN
npouegypbl. Bpaun gomkHb 03HAKOMMWUTbLCA CO CBOWCTBaMM, 06paboTKON U NPUMEHEHUEM
KOCTHOTO LLeMeHTa 0 Hayana Npouesypbl.

1. MoA hNOOPOCKONMMYECKUM HaBeJeHWEeM C MOMOLLbIO MepeaHero/3agHero n 60KoBOro
BU/OB NMPOABWHbTE BHELWIHIO KaHWO/MO (C BHYTPEHHUM CTUIETOM) B HY>KHOE MECTO
BHYTpW Tena No3BOHKa.

MPNUMEYAHWME: Ctunetbl ¢ anMa3HbIM KOHLLOM Hanbonee apeKTUBHbI A8 COXpPaHEHUS
UTAbl U CTUNIETA B HOXKKE WK B Tefle KOCTU B 3aBUCUMOCTM OT MeToja.

2. MpukpenuTte gepxatenb Urnbl. [epxaTenb UMbl NO3BONAET YMEHbLW UTbL paguaLmnoHHOe
BO3/EWCTBUE HA PYKW CMeumanucTa B npoLecce BBeAEHNS UTbl NOS
(hNOOPOCKOMMYECKUM HaBEeAEHUNEM.

3. Ypanute BHYTPEHHWUI CTUNET U3 BHELWHENR KaH .

4. BbiNoNHWTe GMONCUID NN UHDY3NIO.

MPNMMEYAHWE:
C nrnamm DBBN-M2-S noctaBnsieTcsd AONONHMTeNbHas KoakKcmnanbHas 6MoNCuinHan urna.
CneunannucT nonyvaeT obpasey, KOCTW, MOBOpPa4ynBas naTyHHOe KOECUKO Ha 3TOl urne.

MPNMEYAHWE: Mocne 3aBeplueHuns npouegypbl UHPY3UU BHYTPEHHWA CTUNET MOXHO

3aHOBO BCTaBWTb B HAPYXHYI KaHKO MO ANA yaaneHNa ocTtaBlwleroca matepuana gnA VIHquBI/IVI n3
MpOoCBETaA KaHK K.

COBNMIOJEHNE COOTBETCTBYHOLWMNX HOPMATUBOB N TEXHUYECKWMX
CTAHOAPTOB

Komnanus Cook Incorporated npou3BOAMT BCe MEAWLWHCKME W34ennMsi B COOTBETCTBUM C
OupekTnBoil no meguumHckum nsgenmam 93/42/EEC.
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Wrnbl 4ns 6UONCUN KOCTW B Pa3/IMUHbIX BapuaHTax UCMONIHEHWUS UCNOMb3YIOTCA B eYyeGHbIX
MEAULUHCKNX YUPEXAEHUAX.

OJOCTABKA

Wrnel gns 6noncun KocTn B Pa3IMYHbIX BapnaHTaxX UCMOMHEHNA AOCTaBNAKTCA B OTAE/IbHbIX
MHANBUAYalbHbIX YNaKOBKax C I/IHCprKLI'I/IGVI Mo ucnosnb3oBaHuio. NMomMewarTCA B

ropoKapTOHHbIE KOPOGKW, Ha KOTOpPbIe N0 6OKaM WM MO NEPUMETPY HAHOCUTCS KOHTPO/bHANA
neHTa.

NMAPAMETPbI YIMAKOBKW

KaTanoxHblii Homep Macca BbicoTa W wnpurHa MorpewHoOCTb
(r) (cm) (cm)
MBBM-11-10.0-M2-8 100.4 50.3 15.2 +/- 10%
MBBK-11-15.0-M2-8 108.8 50.5 15.2 +/- 10%
MBBH-13-10.0-M2-8 445 50.7 15.2 +/- 10%
OBBI1-13-15.0-M2-8 100.8 50.6 15.2 +/- 10%
MAPKMPOBKA

Nrnbl gns 6MONCUM KOCTW B Pa3/IMYHbIX BapUaHTaxX UCMOHEHUS NMOCTABNAKTCA B
WHAVMBUAYANbHOW YNaKOBKE, HA KOTOPOW AOMKHbI OTCYTCTBOBATb MPU3HAKM MOBPEXAEHNS UK
OTKpbITUA. Mpu 06HAPYXeEHWUN Nepern60oB, pa3pbiBOB U APYTUX AeEKTOB N3JeNnNe HeNb3s
MCNoMb30BaTh. Ha 3TUKETKE U3LENNA YKasaHbl CefytoL e napameTpbl:

- KOMNAaHUA-U3roTOBUTENb U MPOMN3BOLCTBEHHbIN afpec;
- Ha3BaHue usgenua (Toprosas mapka);

- CEpUHbBIA HOMEP;

- 3Hayok CE-cepTugukayum;

- 3Ha4YOoK cTepunmsauuu;

- agpec npegcrasuTens B EC;

- 10TOTMUN NPOU3BOANTENS;

- [laTa U3roToB/IEHUS;

- pasMepsbl;

- obulasa cxema;

- HOMep napTuu;

- 3Ha4YO0K O/JHOPaA30BOro UCMONb30BAHUS;

-nomMeTka «O6paTUTECh K MHCTPYKLMUK MO UCMONB30BAHUNIO»;
-nomeTka «CofepxaTb CyXUm»;

- noMeTKa «bepeyb OT COMHEYHbIX Nyyeii»;

- CPOK rofHocCTH.
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Nrna Osteo-Ske Bone Biopsy Needle
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Mocne 3aBepweHMs MNpoOUEAypbl W34enus cnefyet yTUAIM3WpoBaTb B COOTBETCTBUKM C
HaUuWOHaNbHbIMU WHCTPYKLUUAMMN ANS OGMONOrMYECKM OMNacHbIX MeAULMHCKUX OTX04o0B. Ans
CtpaH EC cornacHo [AupektuBe 93/42/EQC. [Ans Poccuiickoli degepaymm CcornacHo
HauMWOHaNbHbIM TpeboBaHMAM. Kpacc omacHOCTUM MeAULUHCKWUX OTX0A0B: Knacc b.

jarta
MeHegzyKep No BONPOCam perucrpawum
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[MepeBof AaHHOrO TeKcTa CcAenaH MHOM, nepesogu koM MameaosbiM Tyvmypom I>KaBaHLUMPOBUYEM
B/ Ha XX TenbcTBO: M820081864 BbigaH oTaeneHem YPMC no CTaspornosisckomy kpato 0T 4.10.12

Poccuitckaa Pefepauns

"opog Mocksa

TpyauaTbL NepBOro AHBaps ABe ThiCAUM CEMHAALATOro rofa

O Akumos IMne6 bopucosny, HoTapuc ropoga MockBbl, CBUAETENLCTBYH MNOAMHHOCTb NOAMNUCK
nepesoguvrka Mamegosa Tumypa [>KasaHLIMpOBMYA.
Mognuck cienaHa B MOEM MPUCY TCTBUM.

JInyHOCTb MoAnumcasLLero [NOKYMEHT YCTaHOB/NEHA.

3aperncTpupoBaHo BpeecTpe: No -P!

B3biCkaHO rocyaapcTBeHHO nownnHbl(no Tapudy): 100py6. p y -1
Ynna4yeHo 3a okasaHwve ycnyr npaBoBoro 1 TeXHUYeCcKoro xapakrepa:— pLLL

LLIMOB

111
Ic

Y -
Bcero nporilligosblLL,. MM MepoBaHo
1 CKpen/eHo nevanTekr M-~ aucT(a)(0B)

HoTapuyc
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Poccuiickas ®epepayus
Fopoa Mocksa

MepBoro thespans 4Be ThICAYN CEMHAALATOrO roga.

ST IrEs MR
e " Gce <2

«a oy ra -

CTPUPOB3HO B peecTpe: Ne
rocyfiapcTBeHHoll nownuHel (no Tapudy);
3a oKasaHWe ycnyr npaBoBOro M TEXHUYECKOro

BCero NpoLUHypOBaHO, NPOHYMEPOBAHO
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Connie Lawson
Secretary of State

i APOSTILLE
(Convéntions de la Haye du 5 Octobre 1961)

1. Country: United States of America

2. This Public Document has been signed by E. Kristine Weathers

3. Acting in the capacity of notary public in & for Monroe County i

4. and bears the seal/stamp of certification clerk in & for Sec. of State Office
A CERTIFIED

5. at Indianapolis, Ind;ana

5.  thisj Twenty-Fifth of January, 2017

7. by the Secretary of State of Indiana

8. No. A2017-0J25J00206

9. Seal/Stamp: ] 10. Signature:

C cauuju

Connie Lawson
Indiana Secretary of State

Effective May 1, 2003 all apostillesfrom the Indiana Secretary of State will have an electronically printed seal.
This document was revised March 17, 2012.
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COOK INCORPORATED

e 750 DANIELS WAV
COOK BLOOMINGTON, IN 47404 USA
MONi. 812.339.2235 toumu. 800.457.4500

MEDICAL WWW.COOKMEDICAL.COM

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate

version of the Instructions for Use for “Needles for Bone Biopsy in various types”
Submission.

y
ypnlim
Ed Sutkowwskfi, RAC
Manager, Regulatory Affairs
Cook Incorporated

State of Indiana

ss
County of Monroe )
Subscribed and sworn to before methe*~~day o mo; /7 year.

My Commission expires December 21, 2024
E. Kristine Weathers
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COOK*

MEDICAL

INSTRUCTIONS FOR USE
Needles for Bone Biopsy in various types.
INTENDED USE

Used for obtaining samples from a bone, a bone marrow and/or a tumour in any bone of the
body.

CAUTION; U.S. federal law restricts this device to sale by or on the order of a
physician (or a properly licensed practitioner.)

DEVICE DESCRIPTION

Table of conversions

Parameter Conversion
1Fr 1/3 mm
I Inch 25.4 mm

Technical characteristics

Connection of the needle tip and tube should not be broken under minimum force excersized
on the tip and tube in the direction of their separation, which equals 40 N. Resilience: after
force 10.0 N, maxiumum deviation - 0.45 mm.

Straightness: deviation from tube and tip concentricity should not exceed more than 0.2 mm.
Maximim allowed deviation from the tip axis 3". When needle tip is deviated at the distance
of 17.5 mm - needles should not break. Blunting radius of the working parts of the
instruments should be no more than 0.03 mm. Roughness of the surface - no more that 0.16
mkm.

Needles tolerance: 11 G/3.05 mm (£0.1 mm); 13 G /2.4 mm (x0. mm); 14 G /2.05 mm (0.
mm); 15 G /1.83 mm (0.1 mm); 16 G /1.65 mm (£0.4 mm).
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Osteo-Site Bone Biopsy Needle (DBBN-15-10.0-CERV, DBBN-15-15.0-CERV, DBBN-
15-10.0-M2-CERV and DBBN-15-15.0-M2-CERV)

The Osteo-Site Bone Biopsy Needle is comprised of a 30° beveled needle with a handle,
stylet with a 35 ° side bevel tip (for DBBN-15-10.0-CERV, DBBN-15-15.0-CERV) or with
120° diamond bevel tip (for DBBN-15-10.0-M2-CERV h DBBN-15-15.0-M2-CERV), an
obturator and a needle holder.

The needle cannula has back bevel (for DBBN-15-10.0-CERV, DBBN-15-15.0-CERV) or
trephine bevel (for DBBN-15-10.0-M2-CERV, DBBN-15-15.0-M2-CERV) and is designed
as a 15 gage cannula measuring 10 or 15 centimeters in length. The bevel of the stylet lies
flush inside the distal tip of the cannula when inserted into the cannula. The side bevel of the
stylet lies flush inside the distal tip of the cannula when inserted into the cannula.

The obturator is designed with a blunt distal tip and measures 3.5 centimeters longer than the
cannula.

The needle holder is manufactured from plastic material and is shaped with a semicircular
distal end connected to a 30 centimeter length of tubing. These Osteo-Site Bone Biopsy
Needles are also characterized with an etched pattern along the shaft of the cannula.

Order Needle Stylet Obturator

number Diameter Length, Diameter  Length,  Diameter Length,
G/mm cm inch/mm cm inch/mm cm

Tolerance  Indicated in 10% 10% 10% 10% 10%

the technical
characteristics
above
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DBBN-15- 15/1.83
10.0-

CERV

DBBN-15- 15/1.83
15.0-

CERV

DBBN-15- 15/1.83
10.0-M2-

CERV

DBBN-15- 15/1.83
15.0-M2-

CERV

Needle holder

Needle holder hub

10

15

10

15

0.0670/1.7

0.0670/1.7

0.0670/1.7

0.0670/1.7

A - 0.139 inch/ 3.53 mm (x0.005 inch/ 0.127 mm)

B - 0.411 inch /10.44 mm (£0.005 inch/ 0.127 mm)
C - 0.350 inch / 8.89 mm (£0.005 inch/0.127 mm)

D - 0.707 inch/ 17.96 mm (x0.005 inch/0.127 mm)
E - 0.045 inch /1.14mm (£0.005 inch/ 0.127 mm)

F- 0.21 inch / 5.33 mm (£ 0.003 inch/0.076 mm)

A - 0.080 inch / 2.03 mm (£0.005 inch/ 0.127 mm)
B - 0.020 inch / 0.51 mm (0.005 inch/ 0.127 mm)
C- 0.015inch /0.38 mm (£0.005 inch/ 0.127 mm)
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127

17.8

12.7

17.8

0.0395/1.003

0.0395/1.003

0.0395/1.003

0.0395/1.003

135

18.6

135

18.6
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MATERIALS

Device

Congpcnent.

Needle

Cannula Stainless Steel AISI 304

Handle Cycolac MG47MD (acrylonitrile-butadiene-

styrene polymer)
Pigment blue PR-149

Stylet

Stylet Stainless Steel AISI 304

Hub Cycolac MG47MD (acrylonitrile-buladiene-
styrene polymer)
Pigment blue PR-149

Obturator

Obturator

Stainless Steel AlISI 304
Obturator hub

Polycarbonate PROFAX PF-511, Pigment yellow Z-4688
Needle holder

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

Patient Contacting
Direct Contact

Non Contact

Direct Contact
Indirect Contact

Direct Contact
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Hub Polypropylene Ne 30070 Non Contact
Pigment White Titanium Dioxide PW6

Tubing Nylon Ne40020 Non Contact
Needle Protector
Protector Polypropylene Ne 30070 Non Contact

Needles for bone biopsy of various types, are stable under vibration loads in the range 10-55
Hz, amplitude displacement of 0.15 mm.

Needles for bone biopsy of various types in packaging are stable under vibration loads in the
range 10-55 Hz, amplitude displacement of 0.35 mm and shock loads at peak acceleration of
100 m / s2 (10g), and duration of shock acceleration of 16 ms.

Needles for bone biopsy of various types, in packaging are stable at temperatures in the range
of+10 to + 42 ° C, relative humidity - 80% at + 25 ° C.

Needles for bone biopsy of various types, in packaging are stable at a transportation and
storage temperature in the in the range of -50 to + 50 ° C and relative humidity - 100% (non-
condensing).

Needles for bone biopsy of various types are stable at temperatures in the range o f+10 to +
42 ° C, relative humidity - 80% at + 25 ° C.

Needles for bone biopsy of various types are stable at a transportation and storage
temperature in the in the range of-50 to + 50 ° C and relative humidity - 100% (non-
condensing).

BIOCOMPATIBILITY TESTING

Product Test
Osteo-Site Bone Biopsy Needles in Cytotoxicity
various types Irritation/Intracutaneous

Sensitization

TECHNICAL TESTING

Name of Test R™uUH
Tensile Test for Peak Load Pass
Compression Strength Test Pass
Torque Strength Test Pass
Functional Testing Pass
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NOTE: Upon completion of infusion procedure, the inner stylet may be re-inserted into the
outer cannula to remove remaining inftision material from the lumen of the cannula.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/BEC.Cook Incorporated manufactures all medical products in accordance
with the United States Food and Drug Administration (FDA) Quality System Regulations, 21
CFR Part 820, Quality System Regulations. AW of Cook facilities are also certified to 1SO
13485 (2003/2012) Quality Management System.

WARRANTY

Manufactured by Cook Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA,
phone: +353 61 334440, fax: +353 61 334441.

Authorized representative of the manufacturer on the territory of the Russian Federation:
Closed Joint-Stock Company «Schag» (ZAO «Schag»)

Russia, 119002, Moscow, Karmanitzki per. 9, office 501a.

tel.+7 (495) 956-13-09;

fax +7(495) 956-1310,

e-mail: info@schag.ru

Manufacturer's warranty necessarily extends to the quality of products.
SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by
indication the time of manufacture (factory symbol) to the stated expiration date (hourglass
symbol). The difference between both dates is the shelf life. The Osteo-Site Bone Biopsy
Needle (DBBN-15-10.0-CERV, DBBN-15-15.0-CERV, DBBN-15-10.0-M2-CERV n
DBBN-15-15.0-M2-CERV) has a 3 (three) year shelf-life

STERILZATION DETAILS
Needles for Bone Biopsy are supplied sterile in peel open packages utilizing an EtO
(Ethylene Oxide) validated method to a sterility assurance level (SAL) of 10*\ These devices

are intended for one-time use, sterile if unopened or undamaged. Do not use the product if
there is doubt as to whether the product is sterile.
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STORAGE RULES

Needles for Bone Biopsy should be stored in a dark, dry, cool place; avoid extended exposure
to light.

TRANSPORTATION RULES

Needles for Bone Biopsy in various types are allowed to be transported using all types of
closed/covered transport in accordance with current transportation rules.

USAGE CONDITIONS
Needles for Bone Biopsy in various types are used in the patient care medical institutions.
DELIVERY

Needles for Bone Biopsy are supplied in separate individual packages with instruction for
use. Individual packages are put in the corrugated board boxes which are taped with the

control tape to cover the sides or along the perimeter.

PACKAGING PARAMETERS

Order number Weight (gr) Height (cm)  Width (cm)  Tolerance
DBBN-15-10.0-CERV 64.4 51 15.2 +/- 10%
DBBN-15-15.0-CERV 67.8 50.6 15.2 +/- 10%
DBBN-15-10.0-M2-CERV 63 46.7 15.2 +/- 10%
DBBN-15-15.0-M2-CERV 68 50.5 15.2 +/- 10%
LABELING

Needles for Bone Biopsy in various types are supplied in the individual packaging, which
should show no signs of damage or opening. Upon detecting the bends, breaks and other
defects the device cannot be used.

The label ofthe device shows the following device parameters:

- company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- sizes;

- schematic picture;
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- lot number;

- marking for “Single use only”

- marking for “Consult instruction for use”

- marking for “Keep dry”

- marking for “Keep away from sunlight”

- shelf life

GioSerBreHgy/Nede  Giso-SieBaeHgsyNsde

MurphyM2¢_

HE) OEBNRISI00AVP-CHRY [EF8 CEBN-15-100-CERY

(SB 655029 lI}!| m (@651 «iIMMii**
fix only Rxonly

Beiutelcol 2 wmm A QI smieeol y s04s AR

QDSBS om0 f (M]Ti>12%s

DISPOSAL RULES
Upon completion of procedure, the devices are to be disposed of as per institutional

guidelines for biohazardous medical waste. For EU countries - in accordance with Medical
Devices Directive 93/42/EEC. For Russian Federation - in accordance with national
requirements. Risk class of the medical waste: class B.

mMI10 1]

Ed Sutkowski, RAC Daté

Manager, Regulatory Affairs
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MepeBOA C aHI/IMIACKOrO SA3blKa Ha PYCCKUIA SI3bIK

CEKPETAPbL WTAT
WTAT NHONAHA

KOHHUM JToyCOH
CekpeTapb witarta

ANOCTUNb
(Faarckasa KoHBeHums oT 5 okTAGPA 1961 roaa)

1 CrtpaHa: COEANHEHHDbIE WTATblI AMEPUVKN

JaHHbIN NY6NINYHBLIA JOKYMEHT
2 6bin noanucaH: KpuctuH Besepc

3 BbICTyNawLWMM B KayecTBe: My6/IMYHOro HoTapuyca OT UMEHU U MO NMOPYYEHNIO OKpyra
MoHpo
4 HOCMUT neyartb: My6/IMYHOro HOTapuyca OT UMEHU W MO Mopy4veHuto wraTta HanaHa

3aBepeHo

5 B 1. MHanaHanonuc, NHgnaHa
6 ABajguatb ndartoe aHBapsA 2017 T.
7 CekpeTtapewm LUtata NHonaHa
8 3a Homepom: Ne A2017-0125100206
9 [lleuyartb: lMevaTtb WTata NHanaHa
10 Mopgnuck: (KoHHM JIoycoH, cekpeTapb wTarta MHanaHa)

JerictButenbHble ¢ 1 masa 2003 roga, Bce anoctuin Cekpetapsa wrata MHgmMaHa

OOJTKHbl MMETb 3/1IEKTPOHHYIO Meyarb.
JOKyMeHT 6bu1 NnpocMmoTpeH 17 mapta 2012 T.
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NHCTPYKLUWMA MO NPUMEHEHWIO
rnbl gna 6uoncum KocTu B pas/iniHbIX BapuaHTax UCMONHEHUS.
HA3SHAYEHWE

MpumeHseTcs Ans NoayyeHns o6pasla KOCTU, KOCTHOIO MO3ra U/Uau onyxonu u3 nio6oi KocTtu
Tena.

NMPEAYTIPEXAEHWE: ®egepanbHoe 3akoHogaTenibcTBo CLUA paspeluaet npogaxy
3TOM NPOAYKLUUN TOSIbKO MEAULUHCKUM paboTHMKAaM WU/W Mo MUX 3aKasy (Mm no 3akasy
NPaKTUKYIOLLMX Bpayeli C COOTBETCTBYHOLLEN NNLLEH3MEN).

OMMCAHWNE N3AENUA

Tabnuua nepeBofHbIX Mep

MapameTtp OKBMBaNeHT
1Fr 1/3 mm
1awiam 25,4 MM

TEXHNYECKWE XAPAKTEPUNCTUKN:

CoefiMHEHNE KOHLA UTNbl C KaHK/1eld He LO/DKHO N10MaTbCA NPU MUHUMaIbHOM BO34ENCTBUM Ha
KOHEL Urfbl Y KaHNW Npyu UX pasbefUMHEHUUN, cuia KoTtoporo pasHa 40 H. Ynpyroctb: nocne
npuMmeHeHus cunol B 10,0 H, MakcumManbHOEe OTK/OHEHUE MOXeT cocTaBnath 0,45 mMM.

MpAMONMHENHOCTb: OTK/IOHEHWE OT KAHKAW W KOHUA WFAbl He AO/MKHO npeBbiwartb 0,2 MM,
MakcumanbHOe [LOMYCTUMOE OTK/IOHEHWEe OT OCW KOHLUa WUrfibl MOXeT cocTtasnats 3°. Korga
KOHEL WUrabl U30MHYT Ha paccTtofaHnnM 17,5 MM, UTfibl HE LO/DKHbI N1OMaTbCA. Pagnyc 3aTynieHus

paboyeil 4yacTu MHCTPYMEHTOB He Ao/mKeH npeBbiwath 0,03 Mm. LLlepoxoBaTtocTb MOBEPXHOCTU
cocTaBnsieT He 6osee yem 0,16 MKM.

MorpewHoctn urn: N O /3,05 mm (x0,1mm); 13 O /2,4 mm (£0,1mm); 14 O /2,05 mm (£0,1mMm);
15 0 /1,83 mm (x0,1mm); 16 O /1,65 MM (£0,4MMm).

Mrna Osteo-Site Bone Biopsy Needle (DBBN-15-10.0-CERV, DBBN-15-15.0-CERV,
DBBN-15-10.0-M2-CERV n DBBN-15-15.0-M2-CERV)
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LepxaTtens 6MONCUIAHON UTNbI

BTynka gep)xatens 6MONCUnHOK Urnbl

A - 0,139 agroinm / 3,53 mm (£0,005 groim/ 0,127 mm)

B - 0,411 groiim / 10,44 mm (£0,005 groiim/ 0,127 mm)
C - 0,350 gtoiim / 8,89 mm (+0,005 groiim/ 0,127 mm)

D - 0,707 goim /17,96 mm (£0,005 groiim/ 0,127 mm)
E - 0,045 gwoiim / 1,14 mm (£0,005 groiim/ 0,127 mm)

F- 0,21 gtoim / 5,33 mm (+ 0,003 goiim/0,076 Mm)

Mpagyuposka

A - 0,080 groiim /2,03 mm (£0,005 groiim/ 0,127 mm)
B - 0,020 gtoiim / 0,51 mm (£0,005 groiim/ 0,127 mm)
C - 0,015 gtoinm / 0,38 mm (0,005 groiim/ 0,127 mm)

lcm- 1cm 1 — -lcm -lcm lcm m THATHAAM
TOYKA 414
fI MAXUKX KU
w T w
/
/ n B
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DBBN-15-1Q.0-CERV,,___
DBBN-15-1S.0-CER.V

DBBN-15-10.0-1kE2-CERYV,
DBBN-15-150-M2-CERV

LENEBOE NPUMEHEHWE/MOKA3AHWNA ANA NMPUMEHEHWNA

Nrnbl Osteo-Site Bone Biopsy Needle (DBBN-15-10.0-CERV. DBBN-15-15.0-CERV. DBBN-
15-1Q.0-M2-CERV wn DBBN-15-15.0-M2-CERV) - wucnonb3ywTca pA[na npefocTtaBneHuns
jocTyna npu 6uoncuu Ten MO3BOHKAa, Ans 6Guoncum UM MHPY3MM BO BpeMs npouegyp
BepTebponnacTuku.

MPOTUBOIMOKA3AHNA

e HapyuweHue cBepTbLIBAEMOCTN KPOBU
e OcTpble BOCNANNTENbHbIE MPOLECCHI
e Jo6pokayeCTBEHHbIE U 3/TOKAYECTBEHHbIE 06pa3oBaHusA B 06/7aCTM NpoKona

MOTEHUWMANBbHBIE MOBOYHbLIE 3®PEKTDI

e OwyueHne guckomgopTa B 30He NYHKLUUNU
» KpoBonogTek

e EemaTtoma

* bonb

OCNNOXXHEHWA

e+ OobcemMeHeHVe 310Ka4YeCTBEHHbIMW KNeTKaAMMW MO XOAY UTbl 6UONCUAHON.
e TpewmnHa KoctH

 [nuTenbHoe KpoBOTEYEHMEe MecTa Guoncmu

* VH(uumpoBaHMe mecTa NyHKLWUN UAN KOCTH

» ToBpexpaeHne 6nnsnexawynx TKaHewn;

* HeBponormuyeckue TpaBMbl, HeliponaTua

* TMHeBMOTOpakc npu 6MoNcuMU rpyAHOro oTAena NO3BOHOUYHMKA
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* HoOBbIi KOMMPECCUOHHBIA NepesoM B NpuUaexalieM NO3BOHKE

MHCTPYKUMW no NCIMOJ/1Ib3OBAHUIO

MPUMEYAHWE: MpumeHeHne KOCTHOTO LleMeHTa 1 ero nevyeGHble XapakTePUCTUKMN 3aBUCAT
OT TemnepaTypbl, BNAXHOCTU, TEXHUKN CMeLIBAHUA, AaBNEHNS BNPbICKA N BPpEMEH!
npoueaypbl. Bpaun 4OMKHbI 03HAKOMUTbLCA CO CBOWCTBAMMU, 06PabOTKOW U NPUMEHEHUNEM
KOCTHOTO LieMeHTa 40 Ha4yana npouesypsbl.
1. Mopj hHOOPOCKOMMYECKUM HABEAEHUEM C MOMOLLbIO MepeaHero/3agHero u 60KoBoOro
BUAOB NPOABNHbLTE BHEWHIOI KaHO MO (C BHYTPEHHUM CTUNETOM) B HY)XHOE MECTo
BHYTpPW Tena No3BOHKa.

rlpl/IMe‘-IaHl/le: CTunneTbl C anMa3HbIM KOHLL,OM Hanbonee SQ)QJEKTVIBHI:I ana COXpaHEeHUA Urnbl n
cTuneta B HOXKe UNn B Tesle KOCTU B 3aBUCUMMOCTWU OT MeToa.

2. MpukpenuTe gepxaTenb urnbl. ep>xatenb Uriabl N03BONSET YMEHbLW NTbL PajuaLMoOHHOE
BO3JENCTBME HA PYKM CNeLunanncTa B npouecce BBELEHWUSA UMbl NOS
(h1100POCKONNYECKNUM HABEJEHMEM.

3. Ypanute BHYTPEHHU CTUNET N3 BHELIHEN KaHON.

4. BbinonHUTe 6MONCUID NNU NHDY3INIO.

MNMPNMEYAHWE: Mocne 3aBeplieHna npoueaypbl MHQY3UU BHYTPEHHWI CTUNET MOXHO

3aHOBO BCTaBUTb B HAPYXHYIK KaHKO MO ANA yaaneHUA OCTaBWLIErocd martepmnana ond I/IHpr3I/Il/I n3
MpoCBETa KaHKN.

MATEPWAJIbI
ONeMEHThI Martepuan KoHTaKT C
KOHCTPYKLUK naumeHToM
Nrna
KaHtong Hepxasetwada ctanb, Al81 304 MpAMOiA KOHTaKT
PykosTka Liukonak M047M O (akpunoHUTPUN HeT KOHTakKTa
6yTagneHOoBbI CTUPO/bHBLIA MOAMMEP)
Kpacutenb cuHuin PK-149
Ctunert
Crtunert Hepxasetowas ctanb Al181 304 MpAMOW KOHTAKT
BTtynka Liukonak M047M B (akpunoHuTpun Henpsmoii
O6yTafMeHOBbIA CTUPO/bHBIA NOAMMEP) KOHTaKT
Kpacutenb cuHuii PK-149
O6TypaTop
O6TypaTtop MpaAMOn KOHTaKT

Hepxasetwana cranb AlSI 304

BTynka o6Typartopa

Monukap6oHaT PROFAX PF-511, Kpacutenb xentblii Z-4688

Jepxatenb urnbl

BTtynka Monnnponuned Ne 30070 HeT KOHTaKTa
KpacuTenb 6enblili guokcug tutaHa PW6

CoeguHutenoHas  HeiinoH Ne 40020 HeT KOHTakKTa

Tpyb6Ka

MNpefoxpaHnTesib UMbl
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Mpepoxpanutens MonunponuneH Ne 30070 HeT KOHTaKTa

Wrnel gna 6uoncum KOCTM B Pas/iMUHbIX BapuaHTax WCMNONIHEHUA YCTOWYMBBLI  MpW
BUOGPALMOHHBLIX Harpyskax B guanasoHe 10-55 Iy, amnnntyge nepemeweHms 0,15 mm.

Wrnbl gna 6Moncum KOCTW B PasfiMUHbIX BapMaHTax WUCMOJHEHWA B TPaHCMOPTHOM yMakoBKe
yCTOWYMBbLI NpU BMOPALMOHHbLIX Harpyskax B gmanasoHe 10-55 Iy, amnamTyge nepemelyeHus
0,35 MM ¥ yjapHbIX Harpyskax npu nuKoBoMm yckopeHuu 100 m/c™ (10g) U ANUTENbHOCTM
YyAapHOTro ycKopeHua 16 mc.

Wrnbl gns 6MonNcMu KOCTW B Pa3fiMUHbIX BapMaHTax WCMNONHEHMUA YCTONUYMBLI MpyU TemnepaType
oT +10 go +42°C, oTHOCMTENbHON BRaXHocTn - 80% u TemnepaTtype +25°C.

Wrnbl gna 6Moncum KOCTM B PasiMYHbIX BapumaHTax WCMOSHEHWA B TPAHCMNOPTHOW YyMakoBKe
YCTOMYMBLI MpU TemnepaTtype TpaHCNOPTUPOBaHMA W XpaHeHua o1 -50 pgo +50°C wu
OTHOCUTENbHON BRaxHocTn - 100% (6e3 KoHAeHcauum).

Nrnbl gna 6MoncyMu KOCTU B PasfiIMUHbIX BapuMaHTax MCMOJHEHUS YyCTOWYMBBLI MpW TemnepaType
oT +10 go +42° C, OTHOCUTENbHOMN BnaxHocTn - 80% npu Temnepatype +25°C.

Nrnbl gna 6moncuMu KOCTU B pasfiIndHbIX BapuaHTax MCNOMHEHUA B TPaHCMOPTHOI YynakoBKe
YCTOMYMBLI MpU TemnepaTtype TpaHCOOPTUPOBaAHMS U XxpaHeHus oT -50 pgo +50° C wu
OTHOCUTENbHAA BIAXHOCTL - 100% (6e3 KOHAeHcaumm).

TECT HA BUOJTIOIMMYECKYIKO COBMECTUMOCTb

Mpoaykuma TecTt
Nrnbl gns 6MoncmMmn KOCTW B pasiniHbIX LLIMTOTOKCUYHOCTD
BapuvaHTax MCNOJIHEHNA PasgpaxeHune [ BHYTPUKOXHAA peakums

BonesHeHHas YYyBCTBUTE/IbHOCTb

TEXHUWYECKOE TECTWPOBAHWE

TeXHUYecKmne TecTbl PesynbTar
PacTs>XeHne Npu npegenbHOW Harpyske CpaaH
ConpoTuBneHmne cxartuio CpnaH
MPOYHOCTb KPYTAL,Er0O MOMEHTA CpnaH
D YHKLNOHANbHOE UCMblITaHUe CpaH

COBJIIOAEHVE COOTBETCTBYHOLWMNX HOPMATUBOB N TEXHUYECKKNX
CTAHOAPTOB

KomnaHusa Cook Incorporated npou3BoOAUT BCe MeAULUHCKNE U3ENA B COOTBETCTBUU C
LunpekTnBoii No MeguunMHcKkum nagenmam 93/42/EEC.

KomnaHusa Cook Incorporated npon3BoguT BCe MELULMHCKNE U3LENNS B COOTBETCTBUN C
PernamMeHTOM CMCTEMbl KOHTPO/S KayecTBa Y npaBnieHus CLUA no Hag3opy B chepe NuiLeBblX

NPoAYKTOB M nekapcTBeHHbIX cpeacTs (FDA), Ceoj (hefepanbHbiX NOCTaHOBAEHUI 21, yacTb
820, CncTeMa KOHTpPONA KayecTsa.

Bce npon3BoACTBEHHbIE 006BEKTHI KOMNAHUKN TakxXe cepTuuumposaHbl cornacHo EN 1SO 13485
(2012), Cuctema ynpaBneHus KayecTBOM.

FAPAHTUWHBIE OBA3ATE/IbCTBA
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Mpounssogutenem wunsgenuin asnsetca komnaHma «Kyk WHkopnopaiteg», CLA [/ Cook

Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA, phone: +353 61 334440, fax;
+353 61 334441.

YNONHOMOYEHHbIM MpeacTaBuTeseM NPOU3BOANTENA Ha TeppuTopun Poccuiickoit ®epepaumnu
ABnfeTcsd 3aKpbiToe akuMoHepHoe obwectso «WAT » (3A0 «LWAT »)

Poccuda, 119002, r. MockBa, KapmaHuukuin nep. g.9.ogmuc 501a.

Ten. (495) 956-13-09;

thakc (495) 956-1310,

e-mail: info@schag.ru

rapaHTVII/I npon3soanTeEna B 06A3aTeNbHOM nopagke pacnpocTtpaHAKTCA Ha Ka4eCTBO V|3,u,en|/||7|.
CPOKrogHocTH

[lata oKOHYaHUA cpoKa rO4HOCTM yKa3aHa 3HauyKamMu Ha 3TuKeTKe. CpoK rogHOCTM 0603HauYeH
MHAWKaLWeld BpeEMEHN M3roToBneHUSA (PabpUYHbIA CMMBON) U faTOW MCTEYEHNS CPOKa FOQHOCTH
(3HAaYOK NMecoyYHbIX YacoB). PasHuua mexpay obemmmn gatamMmu v 9BnsSeTcAa CPOKOM rogHocTu. Cpok
rogHoctu nrn Osteo-Site Bone Biopsy Needle (DBBN-15-10.0-CERV, DBBN-15-15.0-CERYV,
DBBN-15-10.0-M2-CERV n DBBN-15-15.0-M2-CERV) cocTasnsiet 3 (Tpu) rofa.

CTEPUNN3ALUNA

Wrnabl gns 6uoncum KOCTU NMOCTaBAAKTCA CTEPUNbHBIMU B YNaKOBKE C OTC/lauBaemMoi
MOBEPXHOCTbI, MCNOMb3YS YTBEPXKAEHHbIN MeTOof 06paboTKM 3TU/IEH OKCMAOM AN AOCTUXEHUSA
rapaHTUpPOBAHHOIO YPOBHA CTepuibHOCTN 10" DTn n3genus npefHasHavyeHbl N8 04HOPa30BOro
npumeHeHmns. OCTalOTCA CTEPUNbHBIMW B 3aKPbITON M HENOBPEXAEHHON ynakoBke. He
MCNONMb3yinTe N3aeNne NP HaaMYMn NOLO3PEHMNIA Ha HECTEPUTBHOCTb.

NMPABVNA XPAHEHWNA

Nrnel gns 6noncuMm KocTn B pa3nnyHblIX BapnaHtTax MCNONMHEHNA AO0MXKHblI XPaHUTbLCA B TEMHOM
CyXOM M nNpoxXagHOM MECTE; nsberatb ONNTENbHOTO BO3,£I.€I7ICTBVIFI CBeTa.

NMPABUNNIA TPAHCITOPTUPOBKWU

Wrnbl ans 6UONCUM KOCTU B Pa3/IMUHbIX BapMaHTax UCMOJTHEHUS Pa3pelleHo TPaHCNOPTMPOBaTh
BCEMMU BMAAMM 3aKPbITOr0/ MOKPbLITOro TPAHCNOPTa B COOTBETCTBUM C CYLECTBYO UMY
npaemnaMmy NepeBo3okK.

YC/1oBUA NCIMOJIbSOBAHNA
Nrnbl gnsa 6uoncum KOCTU B pasfiMyHbIX BapumaHTax UCMOMHEHUSA UCNO/b3YIOTCA B IeHeBOHbIX
MeANLMHCKUX YUpeXxaeHuUsX.

OJOCTABKA

Wrnel gns 6noncuMmn Koctu B pa3nnyYHbIX BapnaHTaxX UCMNONTHEHUA AOCTaBNAKTCA B OTAE/IbHbBIX
MHONBUAYaNbHbIX YNaKOBKax C I/IHCprKLI,I/Ier/’I no Mcnosnb3oBaHuo. NomMewarTCa B
FOCprKapTOHHbIe K0p06KI/I, Ha KOTOpbl€ NO 6okam unu no nepnMeTpy HaHOCUTCA KOHTPO/IbHasA
NeHTa.
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MAPAMETPbI ¥YTTAKOBKW

KaTanoxHblii HOmep Macca BbicoTa W nprHa MorpewHoCTb
() (cm) (cm)
OBBM-15-10.0-CEKY 64.4 51 15.2 +/- 10%
OBBM-15-15.0-CEKY 67.8 50.6 15.2 +/- 10%
DBBN-15-10.0-M2- CEKY 63 46.7 15.2 +/-10%
OBBM-15-15.0-M2-CEKY 68 50.5 15.2 +/- 10%
MAPKPOBKA

WNrnel gns 6noncuMm KocTu B pa3nnyHbIX BapnaHTax UCMNOJTHEHUA NOCTaBNAKTCA B
VIH,U,VIBVI,D.yafIbHOVI ynakKoBKe, Ha KOTOpOVI OOJ/IXHBI OTCYTCTBOBATb NMPU3HAKWN NMOBPEXAEHUA UMK

OTKPbITUSA. Mpy 06HAPYXXEHUU NMepern6oB, pa3pbiBOB U APYTrUX AeeKTOB U3JeNne HEeNb3s
MCNOMb30BaTh.

Ha aTWKeTKe M3Jenus yKasaHbl ciefytoline napaMmeTpbl:

KOMMNaHNA-U3roTOBMUTENb U NPOU3BOACTBEHHbIN afpec;
- Ha3BaHue u3genua (Toprosas mMapka);
- CEPUMHbI HOMEP;

3Hayok CE-cepTudukaumu;

3Ha4YoK cTepunmnsaynin;

agpec npegcrasutensa s EC;
- 10roTWUN NPOU3BOAUTENS;

- faTa U3roTOBNEHUS;

- pasmepsbl;

- obwasa cxema;

HOMEp MmapTuu;

3Ha4Y0K 0A4HOPa30oBOro Mcnonb3oBaHUA;

nomMeTka «O6paTUTECh K MHCTPYKL WU MO UCMOb30BAHNIO»;

nometka «CofepxaTb CyXum»,;
-noMeTKa «bepeub OT CONMHEUHbIX Nyyei»;
- CPOK rogHoOCTH.
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Wrna Ostto-Site Bone Biopsy Needle {Ir.Ti Oaeo-Site Bone Biopsy Needle
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MNMPABUNA YTUNN3ALNN

[Mocne 3aBeplweHns npouefypbl U3genuns crnefgyer yTMamM3mposaTh B COOTBETCTBUM C
HauWOHaNbHbIMUN UHCTPYKUUAMUN AN BUONOTMYECKN ONacHbIX MeULLMHCKUX 0TX0A0B. Ana
CtpaH EC cornacHo AupekTuBe 93/42/E3C. Ans Poccuitckoii ®epepayum cornacHo
HauMoHanbHbIM Tpeb6oBaHMAM. Kpacc onacHOCTW MeLMUMHCKUX OTXOAO0B: Knacc b.

AaTa
MeHezaxXep Mo BONpocam perucrpayum
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[NepeBof, JAHHOTO TEKCTa CAenaH MHOM, nepesoavnkoM MameaosbiM TrUMypoMm I>KaBaHLLMPOBUYEM
BUA Ha XK1 TeNbCTBO: [1Y0820081864 BbigaH oTaeneHem YOMCno CTasponosibckomy Kpato 0T 4.10.12
roga.

Poccuitckan Pegepaums

["opog Mocksa

TpuauaTb NepBoOro sHBaps Age ThICAYM CeMHaaLaToro roga

[0 Akrwos 'ne6 bopucosuy, HoOTapuyc ropoga Mocksbl, CBUAETENbCTBYO NOLIMHHOCTb NOANUCU
nepesofunka Mamegosa Tumypa [>KasaHLUMPOBUYA.

Moanwvck caenaHa B MOEM MPUCY TCTBUN.

JInyHocTb nognucasLLero AOKYMeHT YyCTaHoB/EHa.

3aperncTpuposaHo B peecTpe: No

B3bICKaHO rocyapcTBeHHONM NoLwnuHbI(no Tapudy): 100py6.
YnnayeHo 3a OKasaHue yCnyr npasoBoOro 1 TeXHUYECKoro xapakTepa:— pyo.

Bcero npowHypoésy™n®
¥ CKpenseHo neyaTbio ) M) nncT (a)(oB)

HoTapuyc
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Poccuiickas ®epepauynsa
Fopoa Mocksa

MepBoro espans fBe TbiCAYU CEMHAALATOrO roja.

ﬂLIJMHp,MHa Hatanuu ..b;,To4Ha, HoTapuyc .opoja MOCKBbI,

CBNAETENbCTBY epPpHOCTb Konuyn [ npeacrtas, HHOro M.He
MC xR B e da
<Jly G [-rc r~ »

3aperucTpuposaHo B peecTpe: Ne
3bICKAHO TOCYapCTBEHHON MOWNHbI (N0 o Ap> '
ayeHo 3a OKasaHue ycnyr npasoe]

N WnHayHa
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