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ToALL TO WHOM THESE PRESENTS SHALL COME, I, Niall Sheehy, Notary Public, duly
authorised, admitted, and sworn, practicing at 6l Glenthworth St., Limerick, Republic of
Ireland, DO HEREBY CERTIFY that | am familiar with certificates as issuedfrom time to
time by the Cook Medical Europe Ltd and that the original certificate hereunto annexed
namely, Instructions for Use - Biopsy Needles upon which | have signed my name and
affixed my Seal of Office is a true andfaithful original and that the original appears to me to
be genuine.

AND I HAVE CERTIFIED as herein at the request of Cook Ireland Limited having it'splace
of business at O'Halloran Road, National Technology Park, in the city ofLimerick, Ireland,
andfor the benefit of the proper authorities in Russian Federation andfor all to whom it

shall come.

IN FAITH AND TESTIMONY whereofl have hereunto set my hand and affixed my Seal of
Office.

Date

ibdluty 1 -m
6/7 Glentwecrth It., Liiverick.

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



APOSTILLE

(Convention de La Haye du 5 octobre 1961)

| 1‘§¥,’§;§: IRELAND

This public document
Le present acte public / El presente documento pdblico

2. has been signed by .
a sign6 par Niall Sheehy
ha sido firmado por

3. acting in the capacity of

agissant en quality de Notary Public
quien actua en calidad de
4. bears the seal / stamp of
est revStu du sceau/ timbre de
y estE revestido del sello / timbre de

Certified
Attests / Certificado

5.at 6.the

i/en Cork le /el dia 03/10/2017
7.by . .

par/ por Department of Foreign Affairs and Trade
8.No

sous no 7736052017

bajo el ndmero

10. Signature: *
Signature: A N
Firma:

(ertifies the authenticity of the signature and the capacity of the person who has signed the public
appropriate, the identity of the seal or stamp which the public document bears. This Apostille
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MEDICAL

INSTRUCTIONS FOR USE

Biopsy Needles
INTENDED USE

Used for fluid removal from the body cavity or for obtaining of the biopsy sample by
aspiration (see indications in the instruction for use).

DEVICE DESCRIPTION

Table of conversions

Parameter  Conversion
1Fr 1/3 mm

1Inch 25.4 mm

TECHNICAL CHARACTERISTICS; ~9 /0 TN

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: 14 G /2.05 mm (0.1 mm); 16 G /1.65 mm (£0.4 mm); 17 G /1.46 mm
(£0.05 mm); 18 G /1.25 mm (£0.05 mm); 19 G /1.07 mm (£0.03 mm); 20 G /0.89 mm (£0.03
mm); 21 G /0.82 mm (£0.01 mm); 22 G /0.71 mm (*0.02 mm); 23 G /0.64 mm (+0.03 mm);
24 G /0.57 mm (x0.01 mm); 25 G /0.52 mm (£0.01 mm).

MReye Disposable Chiba Biopsy Needle

(IDCHN-20-10.0; IDCHN-20-15.0; IDCHN-22-10.0; IDCHN-22-15.0; IDCHN-20-20.0;
IDCHN-22-20.0)
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IDCHN-22-20

The needle cannula is designed with a lancet bevel, and the distal tip of the matching stylet is
ground flush with the carmula bevel. The stylet knob is designed to lock into the proximal
hub of the caimula. A depth gage stop and graduated protector are provided with the MReye
Disposable Chiba Biopsy Needles. This type of needles is recommended for use in MRI
scanners ofup to 1.5 T. The needle bevel angle is 30 degrees.

Stylet knob:

Lengths: A - 0.439 inch/ 11.151 mm (+0.001 inch/0.025 mm); B- 0. 400 inch/ 10.16 mm
(2£0.005 inch/0.127 mm); C - 0-040 inch/1.016 mm (£0.005 inch/0.127 mm);

Diameters: D - 0.166 inch/ 4.216 mm (£0.005 inch/0.127mm); E - 0.144 inch/ 3.658 mm
(x0.005 inch/0.127 mm)
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Depth gage stop:

Lengths: A - 0.056 inch/ 1.422 mm (£0.005 inch/0.127 mm); B - 0.025 inch/ 0.635 mm
(x0.005 inch/0.127 mm); C - 0.120 inch/ 3.048 mm (+0.005 inch/0.127 mm); D - 0.200 inch/
5.08 mm (x0.005 inch/0.127 mm);

Diameter: E - 0.245 inch/ 6.223 mm (+0.005 inch/0.127 mm)
€

Graduated protector.’
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Graduated protector
t : lengths

Graduated protector length:

Order Number Protector Tolerance Protector

length, cm +, % Marking

IDCHN-20-10.0; IDCHN-22-10.0 10.75 2.32 0-10
IDOIN-20-15.0; IDCHN-22-15.0 16.0 3.13 0-15
IDCHN-20-20.0; IDCHN-22-20.0 21.0 2.38 0-20

Text height of stamp is 1.5 mm.

Premolded hub

Lengths: A - 0.470 inch/ 12 mm (£0.005 inch/0.127 mm); F- 0.975 inch/ 24.8 mm (+0.005
inch/0.127mm);
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Inner diameter: B- 0.115 inch/ 2.92 mm (£0.005 inch/0.127 mm);
Outer diameter: C - 0.170 inch/ 4.3 mm (x0.001 inch/0.025 mm); D - 0.207 inch/ 5.3 mm
(£0.00HnNch/0.025 mm).

Order Number Needle Stylet
Diameter Length Diameter  Length
G/mm cm inch/mm cm
Tolerance Indicated in the +10% +10% +10%
technical characteristics
IDCHN-20-10.0 20/0.89 10 0.024 12
IDCHN-20-15.0 20/0.89 15 0.024 17
IDCHN-20-20.0 20/0.89 20 0.024 22
IDCHN-2,2-10.0 22/0.71 10 0.018 12
IDCHN-22-15.0 22/0.71 15 0.018 17
IDCHN-22-20.0 22/0.71 20 0.018 22

Needle characteristics:
Inner diameter of needles:
IDCHN-20-XX ™0.560 mm;
1DCHN-22-XX - 0.390 mm.

Hardness: 51-58 HRC

Break force: Stable after 20 bending cycles in both directions at an angle of 25° with a
frequency of 0.5 Hz.

Characteristics of stylet:
Break force: no less than 35N

Effective length:
IDCHN-xx-10.0- 10.0cm;
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IDCHN-xx-15.0- 15.0 cm;
IDCHN-xx-20.0 - 20.0 cm.

Inner diameter - NOT APPLICABLE

INTENDED USEANDICATION FOR USE

MReye Disposable Chiba Biopsy Needle -intended for use for the initial puncture,
positioning or biopsies during MRI. Intended for one-time use.

CONTRAINDICATIONS

1. Coagulopathy (bleeding disorder)

2. Inflammation at or around the injection site

3. Presence of benign and/or malignant tumors at or near injection site, which are not
targeted during the biopsy procedure, puncture or injury to these can result in
complications ( abscess, hemorrhage, the spread of malignant tumors).

4. If biopsy is contraindicated in the management of the a patient.

POTENTIAL ADVERSE EVENTS

* Infection

» Internal bleeding and/or bleeding at the puncture site

* Puncture or injury to target organ or to a nearby organ that is traversed by
* the needle

o Damage oftissue adjacent to the needle

* Pneumothorax

* Hemoptysis

» Peritonitis

COMPLICATIONS
For MReye Disposable Chiba Biopsy Needle:

» Perforation
» Sepsis

e Pain

e Hematoma
« Hematuria

Complications oftransthoracic needle biopsy include:

* Pneumothorax

* Hemorrhage

* Needle-track seeding
* Air embolism
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INSTRUCTIONS FOR USE

MRefe Disposable Chiba Biopsy Needle fIDCHN)

1 Using MRI guidance, determine the depth of lesion.

2. Adjust needle position using the Centimeasure sleeve and needle depth
marker. Final position of needle tip indicates corresponding depth of
lesion. (Fig. 1)

3. Maintaining needle depth marker position on needle, remove
Centimeasure sleeve. (Fig. 2)

4. With needle depth marker in position, introduce needle using standard
protocol.

MATERIALS

MReye Disposable Chiba Biopsy Needle

Patient
Contacting
Needle hub IDCHN-22-10.0; IDCHN-22-15.0; Indirect Contact

IDCHN-22-20.0

Polypropylene Ne 31590

Dark Gray colorant:

Carbon Black,

Cl Pigment Red Ne 254,

Cl Pigment Yellow 138

Device component Material

IDCHN-20-20.0; IDCHN-20-10.0;
IDCHN-20-15.0

Polypropylene S-4360, Yellow colorant:
PR-115

Needle cannula Inconel Ni-Cr Alloy Ne 625 AMS-5837 Direct Contact
Chromium: 23 %; Nickel:54.92; Carbon:
0.10%; Manganese: 0.50%; Silicon:
0.50%; Sulfur: 0.015%; Phosphorus:
0.015%; Molybdenum: 10%; Cobalt: 1%;
Columbium: 4.15%; Titanium: 0.40%;
Aluminum: 0.40%:; Iron: 5%
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Silicone coating: Aliphatic and isopropanol
/ solvents Dow Corning MDX4-4159 Fluid

Stylet knob IDCHN-22-10.0; IDCHN-22-15.0; Indirect Contact
IDCHN-22-20.0
Polypropylene Ne 31590
Dark Gray colorant:
Carbon Black,
Cl Pigment Red Ne 254,
Cl Pigment Yellow 138

IDCHN-20-20.0; IDCHN-20-10.0;
IDCHN-20-15.0
Polypropylene S-4360, Yellow colorant:
PR-115

Stylet Inconel Ni-Cr Alloy Ne 625 AMS-5837 Direct Contact
Chromium: 23 %; Nickel:54.92; Carbon:
0.10%; Manganese: 0.50%; Silicon:
0.50%; Sulfur:  0.015%; Phosphorus:
0.015%; Molybdenum: 10%; Cobalt: 1%;
Columbium: 4.15%; Titanium: 0.40%;
Aluminum: 0.40%; Iron: 5%

Graduated protector Polypropylene Ne 30070, Non Contact
Markings: Dark Blue Ink #70750
Depth gage stop Polypropylene Ne 30040, clear Direct Contact

PERFORMANCE CHARACTERISTICS

Biopsy Needles are stable under vibration loads in the range 10-55 Hz, amplitude
displacement of 0.15 mm.

Biopsy Needles , 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.

Biopsy Needles are stable at temperatures in the range o f+10 to + 40 ° C, relative humidity -
80% at + 25 ° C.

Biopsy Needles , 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).

Biopsy Needles are stable under sudden changes in temperature.

BIOCOMPATIBILITY TESTING
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Product Test
Cytotoxicity
MReye Disposable Chiba Biopsy Needle Sensitization

Irritation/Intracutaneous

Acute toxicity
Hemocompatibility

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.

All of Cook faeilities are also certified to ISO 13485 (2003/2012) Quality Management
System.

WARRANTY

Authorized representative of the manufaeturer 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.

MReye Disposable Chiba Biopsy Needle has a 5 (five) year shelf-life

STERILZATION DETAILS

Biopsy Needles with accessories 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
These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.

USAGE CONDITIONS
Biopsy Needles with accessories are used in the patient care medical institutions.
TRANSPORTATION RULES

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

PACKAGING PARAMETERS

Biopsy Needles 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.

Order number Height Width (cm) Weight (g)
Tolerance +10% +10% +10%
IDCHN-20-15.0 334 10.2 21.4
IDCHN-20-20.0 33.6 10.1 22
IDCHN-22-10.0 27.2 10.1 19.7
IDCHN-22-15.0 35 10.1 21.7
IDCHN-22-20.0 33.1 10.1 21.8
IDCHN-20-10.0 30 10.2 20.5
LABELING

Biopsy Needles 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.

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 of the EU representative;
- trade mark of the manufacturer;
- manufacturing date;

- Sizes;

- schematic picture;

- lot number;
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- marking for “Single use only”

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

- marking for “Keep away from sunlight”

- shelf life

Product Label

MReye Disposable Chiba
Biopsy Needle (LUCH K) MReye” Disposable Chiba Biopsy Needle
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TRANSPORTATION RULES

Transportation shall account for the type of transportation employed, the destination, the
vendor used for transportation and an estimation of the frequency and harshness of any
handling required during transportation.

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.

r fcU/'e

Regulatory Affairs Specialist§OOK IVIEDICAL EUROPE LTD. Date
O'Ha!loran Road,
Hational Teciv, .oiiogy Park
‘raiaiid.
Cosrpany Rsgjstradon Mo. 492272
VAT Registration No. 9771234K
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



MepeBOpg C aHINIACKOrO sA3blka Ha PYCCKUI A3bIK

|Uainn Wwun
My6nunyHbIA HOTapuyc

Ona NPEABABMAEHVA MO TPEBOBAHWKO, ¢, Hann LWun, ny6nuyHblii HOTapuyc,
OO/HKHbIM 06pa3oM YNOSIHOMOYEHHbIN M NPUCATHYBLUWIA, Beaywwnin gena no agpecy; 6/7
FnentBopc OT., I. lumepuk, Pecnybnuka Npnangua, HACTOAWMM NOATBEPXAAIO,
4TO 1 03HAKOMWJICA C cepTudmrkaTamu, KOTopble BpeMs OT BpeMeHU BbinyckatoTcsa Cook
Medical Europe, u 4To KONUs NPUKPENNEHHOro AOKYMeHTa, a UMEHHO WHCTPYKUMER no
NPUMEHEHWUI0 ANA Urn GUONCUINHBIX, KOTOpPOe A noanucan u CKpenwun nedvyatbild MOEro
odhuca, siBNsieTCA TOUYHOW N NOSIHOW (POTOKONMEN OpuUrnHana, U YTo OpUrnHas, KOTOpPbIi
6bln NpeacTaB/IeH MHE Ha paccMOTpeHue, ABNAETCA NOAJIMHHBIM.

TAKXE A NMOATBEPXAAK no 3anpocy, yto Cook Ireland Limited wnmeeT mecTo
BefeHua 6usHeca no agpecy: O’XannopaH Poyp, HawHn TekHonopxu Mapk, B ropoge
Nuwvepnk, WpnaHgusa, gna COOTBETCTBYHLWMX KOMMETEHTHbIX OpraHoB B Poccuiickoi
depepaunmn n ossa BCex, KOro aTo MOXET KacaTbCs.

B MOATBEPXAEHWE YEIO @ ctasni 34echb cBOK noanucb u MNMevatb moero Odouca.

Haiin Wun (Moanuck) [ata: 2 okta6psa 2017 T.
My6nunyHbIA HOTapuyc

/Moannce/
WTamn;
HAWN WWW, ny6anuHblii HOTapuyc

6/7 TnenTtBopc CT1., I. JInMepuK

OTTUCKHasA nevyaTb HoTapuyca
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AMOCTUNb
(FTaarckass KoHBeHuusa ot 5 okTa6psa 1961 roga)

1 CrtpaHa: UPNTAHONA

[aHHbIA Ny6ANYHBIA [OKYMEHT
2 6bin nognucad: HANIN WK

3 BbICTyMnawLwmnmMm B kKayecTBe: ny6/MYHOro HoTapuyca
4 nevyaTb:--—----

3aBepeHo
5 B 1. Kopk

6 03.10.2017

7 JenapTameHTOM WHOCTpaHHbIX [len n Toprosnu
8 3a Homepom: Ne7736052017

9 [levatb: lenaptameHT NHOCTpaHHbIX Aen

10 Mopgnuck: (noanuce)

HaCTOFlU.I.MVI anocCTu/ib noaTeepXaaeT TO/IbKO NOA/IMHHOCTbL NoAnncu 1 AO/HKHOCTbL Siiua, noAanvcasLiero
I'Iy6I'IVILIHbIVI AOKYMEHT, W, rae BO3MOXXHO, NOAJ/IMHHOCTb nevyatn win wrtamMmna Ha I'Iy6l'||/|‘-IHOM OOKyMEHTE.

HacToAwmm anocTtunb He NOATBEPXAAET CoAepKaHUa OOKYMeHTa, A/19 KOTOPOro oH 6bu1 BbinyLleH. A
NPOBEPKM BbINyCKa HACTOALLEro anocTu/ia cM. www.authentications.dfat.ie

Homep cboky: 183993
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MepeBOA, C aHIIMIACKOTO f3blKa Ha PYCCKUIA A3bIK

Ha ¢gmpmeHHom 6naHke COOK MEDICAL
\

COOK MEDICAL EUROPE LTD. \ KYK MEAVKAN HOPOM NTA.
O’XannopaH Poyg,
HawHn TekHonomxku Mapk
Numepuk, UpnaHans
PerncTpaunoHHbIi Homep KoMnaHun: 492272
PernctpaymoHHbIin Homep HAC: 9776234K

Wramn: Haiinn Wun. My6nuyHbin HoTapuyc. 6/7 TnentBopc CT., JlIuMepuk.
02-10-2017
MeyaTb C OTTUCKOM

MHCTPYKUMA MO UCMOJIb30BaHUIO.
Nrnbl 6BuoncuiiHble.

HASHAYEHUE
Wcnonb3yetca Ana yAaneHua XWULKOCTM M3 MONOCTU Tena WAM ANA MonyyeHus GUNCUIAHOrO

ob6pasua nayueHTa nyTem acnupauum (o6patmutech K LeneBOMY Ha3HauYeHUKD B UHCTPYKUMU ANS
YTOYHEHMSA).

OMNMMCAHVE N30ENNA

Tabnunua LepeBogHbIX Mep

MapameTp OKBUBAJIEHT
1Fr 1/3 Mm
1 atonm 25,4 Mm

TEXHNYECKWVE XAPAKTEPUCTUKW,

CoefunHeHe KOHLA UMbl C KaHKONE He LO/MKHO N10MaTbCA NpY MUHUMaNbHOM BO34ENCTBUN Ha
KOHEeL, UMbl K KaHIW NMpu X pasbefuHeHuUn, cunia Kotoporo pasHa 40 H. YnpyrocTts: nocne
npumeHeHus cunol B 10,0 H, MakcMmanbHOE OTK/IOHEHUE MOXeT cocTaBnaTth 0,45 mm.

MPAMONNHENHOCTb: OTK/IOHEHME OT KaHAM U KOHLA Wbl He LO/MKHO npeBbiwatb 0,2 M.
MakcrmanbHoe [OMyCTUMOE OTK/IOHEHWE OT OCW KOHLA WUribl MOXeT cocTtaBnatbh 3°. Korga
KOHeL, Wrbl M30rHYT Ha pacctosaHum 17,5 MM, WrAbl He A[O0/MKHbl fiomatbed. Paguyc
NpuUTYyNneHns paboyeidr YacTm MHCTPYMEHTOB He AO/MKeH npeBbiwaTh 0,03 mm. LLlepoxoBaTocTb
NMOBEPXHOCTU cocTaBnAaeT He 6onee yem 0,16 MKM.

MorpewHoctn urn: 20 G /0,89 mm (x0,03mm); 22 G /0.71 Mm (£0,02mm).
Wrna co ctunetom MReye Disposable Chiba Biopsy Needle

(IDCHN-20-10.0; IDCHN-20-15.0; IDCHN-22-10.0; rOCLU-22-15.0; IDCPIN-20-20.0; IDCHN-
22-20.0)

Crpannua 1 13 10
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ldchn-22-20

KaHtons urnbl MMeeT NaHLUETHbI cpes3, a AUCTabHbI KOHeL, COOTBETCTBYHOLLEro CTu/eTa
3a4uLeH 3arnoA/InLL0 Co Cpe3oM KaHNW. BTynka ctuneta npefHasHaueH An1d 6/T0KMPOBKMN B
npoKcMmManbHoOM pasbeme KaHtwonn. Nrnbl MReye Disposable Chiba Biopsy Needle
MOCTaBNAKTCA C PUKCATOPOM W rpasympoBaHHbIM NMPOTEKTOPOM. JaHHbIA TUM Urn
pPeKOMeHAYyeTCa K NpUMeHeHuto B ckaHepax MPT go 1,5 Tn. ¥ron 3aTtouku urasl 30 rpagycos

BTynka ctuneta

OnuHbl: A - 0.439 groinma/ 11,151 mm (0,001 atorima/0,025mm); B- 0. 400 groiimal/ 10,16 mm
(20,005 atoiima/0,127mm); C - 0.040 aroiima/1,016 mm (0,005 atoinmal/0,127mm);

Ovnametpbl: D - 0.166 groiimal 4,216 mm (£0,005 atoiimal/0,127mm); E - 0,144 pgroinmal/ 3,658 Mm
(20,005 atonmal/0,127mm)

CtpaHuuya 2 n3 10
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(1M3'26")

dukcartop:
OnuHbl: A - 0.056 groinmal 1,422 mm (£0,005 groinmal/0,127mm); B - 0.025 groiimal/ 0,635 mm
(20,005 atoinmal0,127mm); C - 0.120 atolima/ 3,048 mm (£0,005 atoinmal/0,127mm); D - 0.200

atonmal 5,08 mm (0,005 atorima/0,127mm);
OnameTtp: E - 0.245 groiimal 6,223 mm (£0,005 aroinmal/0,127mm)

"pagynpoBaHHbIA NPOTEKTOP

1ri«

f On»unpolTt'opa

[nvHa npoTtekTopa:

Howmep B KaTanore npogyKros OnnHa MorpewHocTs MapKkupoBka
NpoTEKTOPA, +, % npoTekTopa
cm
IDCHN-20-10.0; IDCHN-22-10.0 10,75 2.32 0-10
IDCHN-20-15.0; IDCHN-22-15.0 16,0 3,13 0-15
IDCHN-20-20.0; IDCHN-22-20.0 21,0 2,38 0-20

BbicoTa TeKCTa Ha rpajyMpoBaHHOM NPOTEKTOpe cocTaBigeT 1.5 Mm.

CrpaHvua 3 13 10
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MpeaBapuTenbHO cobpaHHas BTYNKa
\

Onunna: A - 0.470 grorima/ 12 mm (£0,005 groiimal/0,127mm); F- 0.975 arorima/ 24.8 mm (+0,005
Atoimal/0,127mm);

BHyTpeHHUn gnametp B- 0.115 aworima/ 2.92 mm (0,005 groinmal/0,127mm);

BHewHuin gnametp: C - 0.170 grorima/ 4.3 mm (0,001 groitmal/0,025mm); D - 0.207 groiimal 5.3
MM (£0,001 atoiima/0,025Mmm).

Howmep B KaTanore Wrna Ctunet
NpoAYyKTOB
OnameTp OnunHa Onametp OnnHa

G/mm cm AAM/MMm cm

MorpewHocTb YKas3aHo BbiLle B +10% +10% +10%
TEXHUYECKNX
XapakTepucTunkax

1DCHN-20-10.0 20/0.89 10 0.024/0,61 12
IDCHN-20-15.0 20/0.89 15 0.024/0,61 17
IDCHN-20-20.0 20/0.89 20 0.024/0,61 22
IDCHN-22-10.0 22/0.71 10 0.018/0,46 12
IDCHN-22-15.0 22/0.71 15 0.018/0,46 17
IDCHN-22-20.0 22/0.71 20 0.018/0,46 22

XapakTepucTuKn urn
[vameTpbl TPYy6KU UTNbI:
IDCHN-20-XX - 0,560 mMm;
IDCHN-22-XX-0,390 MM.

TeeppocTs: 51-58 HRC

ConpoTusneHune nsnomy: CoxpaHseT ycTonumBocTb nocne 20 LMKAoB crnbaHms B 060Mx
HanpasneHUsAx nog yrnom 25° ¢ yactotoi 0,5 Iy

XapakTepuctmka cTuieTa:
PaspbiBHOe ycunve: He meHee 35 H
AdhekTnBHAA ANHA:

1DCHN-XX-10.0 -10.0 cm;
IDCHN-XX-15.0 -15.0 cm;
IDCHN-XX-20.0 -20.0 cm.

BHyTpeHHM anametp - HE MPUMEHWMO

CtpaHuua 4 u3 10

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



“"MATEPUAJIbI

Mrna MReye Disposable Chiba Biopsy Needle

JNeMeHTbI KOHETPYKUUN  Matepuan

Brynka wrnbl IDCHN-22-10.0; IDCHN-22-15.0;
IDCHN-22-20.0
Monunponuned Ne 31590
Kpacutesib TeMHO-Ceporo:
Carbon Black, Cl Pigment Red Ne 254,
Cl Pigment Yellow 138

IDCHN-20-20.0; IDCHN-20-10.0;
IDCHN-20-15.0

MonunponuneH S-4360,
Kpacutens xentoro: PR-115

KaHtong urnel MHkoHens Ni-Cr Alloy # 625 AMS-5837
Xpom: 23 %; Hukenb: 54.92; Yrnepog:
0.10%; MapraHeu: 0.50%; KpemHwii:
0.50%; Cepa: 0.015%; Pocgop: 0.015%;
MonuoaeH: 10%; KobanbT: 1%;
Konymb6usi: 4.15%; TutaH: 0.40%;
AntomunHnin: 0.40%; XXeneso: 5%.

MokpbiTHe

AnngaTnyeckunii n N30NponuIoBbLIN

pacTBopuTENM

Dow Corning MDX4-4159 Fluid
BTynka ctuneta IDCHN-22-10.0; IDCHN-22-15.0;

IDCHN-22-20.0

Monunponuned Ne 31590

KpacuTenb TeMHO-Ceporo:

Carbon Black, Cl Pigment Red No 254,
Cl Pigment Yellow 138

IDCHN-20-20.0; IDCHN-20-10.0;
IDCHN-20-15.0

MonunponuneH S-4360,
Kpacutens xentoro: PR-115

KaHtong ctunerta MHkoHenb Ni-Cr Alloy # 625 AMS-5837
Xpom: 23 %; Hukenb:54.92; Yrnepog:
0.10%; MapraHey: 0.50%; KpeMHui:
0.50%; Cepa: 0.015%; Pocdop: 0.015%;
MonunbaeH: 10%; KobanbT: 1%;
Konyméus: 4.15%; TutaH: 0.40%;
AntomuHnii: 0.40%; Xenes3o: 5%.

pafynpoBaHHbI MonunponuneH Ne 30070
NnpoTeKTOop MeTkn YepHuna Ne70750

CrtpaHuua 5 u3 10
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duKcaTop MonunponuneH Ne 30040 MpsMOI KOHTaKT

LENEBOE HASHAYEHUVE/MOKA3AHWA AN1A NMPUMEHEHNA

Mrna MReye Disposable Chiba Biopsy Needle - ucnonb3yetcs gns UHULMaNbHOW NYHKLWK,
Nno3NUNOHMPOBaHMA WAM  6uoncmunM BO Bpemsa nposedeHnsa MPT. [lpefHa3HauyeHa [Ans
0/1HOPa30BOro WCMO/b30BaHMA.

MPOTMBOINOKA3AHNA

» KoarynonaTtug (HapyLlueHne CBepTbIBAEMOCTU KPOBU)

* BocnanutenbHbIn npouecc B 061acTn NPoKona,

» [lo6poKayecTBEHHble M 3/10Ka4YeCTBEHHble 06pa3oBaHWA Ha MecTe MNPOKONa, KOTopble He
ABNAOTCA 061aCTbI0 U3YYEHUA U/UNIN NleYeHns, KOTopble Npy TPaBMUPOBAHUN MOTYT ObITb
NPUYUHON  YCNOXKHEHWI NpoTeKaHuA 60n1e3HM (HarHoeHwue, KpOBOM3NUSHNKE,
pacnpocTpaHeHne npowecca 3/10Ka4eCcTBEHHbIX 06pa3oBaHunit).

* B cny4yae ecnv nepkyTaHHas NyHKLUSA MOPaXEHHOro opraHa NpoTMBOMNOKa3aHa

MOBOYHbIE AENCTBKA

*  VHekuns
* BHyTpeHHee KpOBOTEYEHME U/UNIN KPOBOTEYEHME B MECTE MYHKL MM

e [lpokKon wAM NOBpeXAeHWe LeneBoro opraHa WAW MpWUeXxallero opraHa, KOTOpbIii
NPOHMW3bIBAETCA U0

o TloBpexaeHne TKaHW, COMpuKacarLWwencs ¢ Urnom
* [lHeBMOTOpakKc

* [emontusuc

e [leputoHnUT

OCNOXHEHWNA

Mepthopauus
Cencuc
bonb
lemaToma
Mematypus

OCNOXHEHWSA cBszaHHble ¢ NpoLefypoi TpaHCTOpaKanbHOW 6uoncuu:

e [IHeBMOTOpaKC

* KposousnunsHue

e PacnocTtpaHeHue MHDEeKLUN MO XO4Y Uk
e Bo3gyuwHbIin 3M601K3M

MHCTPYKLUWWM no NCTTOJIbSOBAHNIO

Mrna MReye Disposable Chiba Biopsy Needle
CrpaHnua 6 13 10
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1. Wcnonb3ysa pykoBOACTBO No akcnayaTtauun MPT, onpegenute rnyouHy nopaxeHus.

2. YCTaHOBWUTE MOJIOXKEHWE WIbl, UCMONb3YA CaHTUMETPOBble 00603HaYeHWs, U onpedenuTe
rnyouHy wurnbl. KOHeYHOe MONOXeHUe KOHYMKa WIMbl YKas3blBaeT COOTBETCTBYHOLLYIO
rnybuHy nopaKeHHoro yvacrtka (puc 1).

3. TpumeHas onpefennTens rNy6uHbl UMbl, CHUMUTE CaHTUMETPOBble 0603Ha4YeHUs (puc 2).
Onpegenve rnyouHy BBofa, yCTaHOBUTE Uy, UCMONb3YA CTAaHAAPTHY UHCTPYKLUIO.

SKCMNNYATAUNOHHBIE XAPAKTEPNCTUKW

Wrnbl 6uoncuiiHble npyv BUOPaUMOHHLIX Harpyskax B AuanasoHe 10-55 Iy, amnautyge
nepemeuieHuns 0,15 MM ycTONYMBSI

Wrnbl 6uoncuiiHble npu BUOPAUMOHHLIX Harpyskax B fuanasoHe 10-55 Iu, amnautyge
nepemeweHma 0,35 MM M yAapHbIX Harpyskax npu nUKoBoM YyckopeHum 100 m/c™ (10g) u
ANNTENIbHOCTU YAapHOTo YCKOpPeHUs 16 MC B TPAHCMOPTHOWN yNakoBKe YCTONYYMBbI.

Wrnbl 6uoncuitHble  npu TemnepaTtype oT -bHO ao +40°C, OTHOCMTENbHOW BRaxHocT - 80%
npu Temnepatype -b25°C yCTOWYMBbI.

Wrnbl 6voncuitHele  npu TemmnepaType TPaHCMNOPTUPOBAHMA U XpaHeHus oT -50 pgo +50°C,
OTHOCUTENbHOM BNaXHOCTM - 100% (6e3 KOHAeHCauMn) B TPAaHCNOPTHOM YNaKoBKe YCTOMUYUBDI.

Wrnbl 6uoncuiiHble He NOABepratoTCs Pe3KOMYy M3MEHEHUIO TeMnepaTypbl BHELHEW cpelbl.
Wrnbl 6uoncuidHele npu TemnepaType oT -1-10 o -f40°C, oTHOCUTENbHAA BNAXHOCTb - 80% npw
Temnepartype -b25°C yCTONYMBbI.

Wrnbl 6uoncuidHble  npu TemnepaType TPaHCMOPTUPOBAHUSA M XpaHeHus oT -50 po -1-50°C,
OTHOCUTENbHAA BNaXHOCTb - 100% (6e3 KOHAeHcauMn) B TPAHCMOPTHOW YNakoBKe YCTOMUUBDI.

TECT HA BNOJIOI MYECKYHO COBMECTUMOCTb

Mpoaykuma Tect
LIMTOTOKCUYHOCTD
rna MReye Disposable Chiba Biopsy CeHcnbnnnsau s
Needle
bone3HeHHasn

4yBCTBUTENIbHOCTb/MHTPaAepPMasibHbI N
OcTpas 0bwas TOKCMYHOCTb
feMocoBMecTUMOCTb

CrtpaHuvua 7 n3 10
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COBMMOAEHNVE COOTBETCTBYHOWMX HOPM NN TEXHUYHECKINX
CTAHOAPTOB

Bunbam A. Kyk AcTpanusa n Kyk MIHKopnopeiTes n3rotasnvMBaeT BCce MeAULUHCKME U3LENNA B
cooTBeTCTBUYU C AnpekTnaoit 93/42/EEC 0 MeAULMHCKNX U3Lennsax.

Bunbam A. Kyk Asctpanus n Kyk VIHKopnopeiTe n3rotaBnnsaeT BCce MeULUHCKNE U3LeNns B
cooTteetcTBUM ¢ Hopmamu Cuctem ynpasneHmsa Kauvectsom, 21 CFR Pasgen 820, CucTema
YnpasneHua KauveCcTBOM, YnpaBfeHuWe N0 KOHTPO/KO Ka4yecTBa MPOLOBO/NLCTBUA U
megukameHtos CLUA (FDA). Bce ocHaweHue KomnaHun Kyk cepTU@uULUpPOBaHO B
cooTBeTeTBUN C cepTudukaTtom EN ISO 13485 (2003/2012) CucTembl YnpasneHus KauecTsom.

FAPAHTUIHBIE OBA3ATE/IbCTBA

Y NONHOMOYEHHbIM NpeAcTaBMTeNIeM NPOU3BOAUTENS Ha TeppuTopumn Poccuitekoin ®epepauun
aBnseTcs 3akpblToe akunoHepHoe 06uwecTBo «LLIAT» (SAO «LL AT »)

Poccus, 119002, r. MockBa, KapmaHuukuii nep. g.9.oquc 501a.

Ten. (495) 956-13-09;

(hakc (495)956-1310,

e-mail: info@schag.ru

apaHTMK Npou3BoAMTENS B 06A3aTe/IbHOM MOPSAAKe PacnpoCTPaHATCS Ha Ka4eCcTBO U3aenuii
CPOKropgHocTH

«CpoK roAHOCTU» OnpefensieTcas CMMBOMAMM Ha 3TMKeTKe. CpPOK TFOAHOCTM oOnpeaensercs
NPOMEXYTKOM MeXay CPOKOM W3roToB/leHMsA (3aBOACKON 3HaK) WM [aToOl WCTEeYeHWs CpoKa
roOAHOCTM (3HaK MeCcOoYHbIX YacoB). PasHuua Mexay ABYMS AaTaMu U eCTb CPOK FOAHOCTH.

Mrna MReye Disposable Chiba Biopsy Needle - cpok rogHoctu 5 (nfiTb) fieT.

CTEPUJIBHOCTb

Wrnbl 6uoncuitHble  NoCTaBnAlOTes B €TEPUIbHOW YNakoOBKE C BO3MOXHOCTbK /NIErKoro
BCKPbITUSA, C UCMOMb30BaHNEM YTBEPXAEeHHOro MeToza cTepunusaummn EKO (3TuneHokcngom)
ANA [OCTVMKEHUSA YPOBHA cTepunbHocTh (SAL) 10 He ncnonb3oBaTh NPOAYKT, eciv ecTb
COMHEHWA B €ro CTEPUSIbHOCTMN.

NMPABUJTA XPAHEHNA

Nrnbl 6uoncuitHble HEOOXOAMMO XPaHUTb B TEMHOM, CYXOM W MPOX/agHOM MeCTE;
n3beratb 4NTENIbHONM BbLLEPXKM Ha BO3JYXeE.

YCNOBUNA SKCITYATAUNN
Nrnbl 6GMoNCcuiiHblE MCNONb3YHTCA 418 YyX0/4a 3a NaLNeHTOM B e4e6HOM YUpeXaeHNN.

MPABUJTIA TPAHCITOPTUPOBKU

Wrnbl 6GroncuiiHble paspelleHo TPaHCMOPTMPOBATb BCEMMU BUAAMYU 3aKpbITOro/ NOKPLITOro
TpaHcnopTa B COOTBETCTBMU C CYLLECTBYOLLMMY NPaBUIaMun NePeBO30K.

NMAPAMETPbI ¥YTIAKOBKIW

CrtpaHuua 8 3 10
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Nrnbl 6MONCUiiHbIE  NOCTAaBNSKOTCS B MHAMBUAYANbHbIX YNaKOBKaxX, Ha KOTOPbIX HE [AO/HKHO
OblTb CNeA0B MOBPEXAEHUS MNW BCKPbITUS. B cnydvae o6GHapyXeHWe NpU3HAKOB BCKPbITUS,
MOBPeXAeHUA UNKN Apyrux AeeKToB, YCTPONCTBO He MOXET ObITb MCMOMb30BaHO.

KaTtanoxHblii HoMep BbicoTa LLnpuHa (cm) Macca (r)
MorpewHoCTb +10% +10% +10%
IDCHN-20-15.0 33.4 10.2 21.4
IDCHN-20-20.0 33.6 10.1 22
IDCHN-22-10.0 27.2 10.1 19.7
IDCHN-22-15.0 35 10.1 21.7
IDCHN-22-20.0 33.1 10.1 21.8
IDCHN-20-10.0 30 10.2 20.5

STUKETKW

MocTaBNAOTCA B OTAENbHbIX YMNaKOBKaxX W BKAKYAKT WHCTPYKLUUIO MO MNPUMEHEHUIO.
NHauBuayanbHble ynakoBKM MOMErLatTcsa B ro)prpoBaHHble KapTOHHble KOpobkn. Kopobku
OK/enBalT KOHTPO/IbHOW NEHTOM Takum 06pa3om, 4YTo6bl OHA MOKPbIBana GOKOBble CTOPOHbI
KOpPOGKW nAn no BCeMy MepuMeTpy.

Ha aTuKeTKe yCcTpOICTBa cOfepxartcs crnefytorume napaMmeTpbl yCTPOWCTBA:

- KOMMaHWA-Npon3BOANTENbL N afpec NPOU3BOLACTBA,

- HasBaHWe n3genua (Toprosas Mapka);

- CEPUiiHbI HOMEP;

- Mapkuposka ceptugmkauun CE;

- MapK1pOBKa 0 CTepunmnsaunu;

- afpec npeacrasmTenscTsa B EC;

- TOprosas mapka npov3BOANUTENS;

- flaTa U3roToB/IEHNS;

- pasmepsl;

- CXEMATMYECKUIA PUCYHOK;

- HOMEp napTuu;

- MapKupoBska “TonbKo A1 04HOPA30BOro UCMONb30BaHMUA”

- MapKnpoBKa “O3HaKOMbTECb C MHCTPYKLUMER no npumeHeHnto”(Tonbko ans IDCHN)

-MapKupoBka “XpaHWTb B 3aliMLLEHHOM OT Bnaru mecte ” (tonibko anga J-DTB, IDCHN, J-
DAN, J-SDN, J-DSN)

- MapKupoBKa “XpaHuTb B 3alLULLEHHOM OT COMHLUA MecTe ” (Tonbko and J-DTB, IDCHN, J-
DAN, J-SDN, J-DSN)

- CPOK FOfHOCTMW.

CtpaHuvua 9 n3 10
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MNPABUNA YTUNN3ALNN OTXOA0B

Mocne 3aBepleHMsa nNpoueasypbl  uU3fenus cnegyet yTUAW3MpoBaTb B COOTBETCTBUM C
HaUMOHaNbHBbIMW MHCTPYKLUMAMMW ANS OGMONOTMYECKM OMacHbIX MEAULMHCKUX 0TX0AoB. [Ans
CtpaH EC cornacHo [wupektuBe 93/42/E3C. [na Poccuitickoii ®degepaunm COrnacHo
HalUMoHaNbHbIM TpeboBaHMAM. Knacc onacHOCTU MeAMLUMHCKMX OTXOA0B: Knacc b

_/nopnnck/_ [Jara
JdupekTop no perucrpaumm

COOK MEDICAL EUROPE LTD. \ KYK MEOVKA HOPOM NTA,
O’XannopaH Poyg,
HawHn TekHonoaxu Mapk
Numepuk, VpnaHans
PernctpauynoHHbIn HOMep KomnaHun: 492272
PernctpaymoHHbIin Homep HAC: 9776234K
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MepeBog AaHHOrO TeKcTa CAenaH MHOW, nepeBoguyMkoMm KnenHesbiM BUKTOpoM Mropesuyem.

noAMMCh

Poccuiickaa ®Pefepaums

"opog Mocksa

[ecAaToro okTA6pA ABe ThiCAYM CEMHAALATOro roga

A, Aknmvos ne6 boprcosud, HOTapuyc ropoga MockBbl, CBAAETENLCTBYHO MOJIMHHOCTb NOANMCH
nepesogunka KnenHesa BukTopa Uropesnya.

Mognuck caenaHa B MOEM NMPUCY TCTBUN.

JInyHoCTb NoANMCcaBLUEro AOKYMEHT YCTaHOB/EHA.

3apermcTpuposaHo BpeecTpe: No
B3bICKaHO rocyapCcTBEHHON NOLLMHBI(MO Tapudy): 100py6.
YnnayeHo 3a 0KasaHue yCnyr NpaBoBoro Y TEXHWYECKOro XapakTepa:

lepboBas! nedyartb
HoTapuyca r. MocCkBbI

noannchb
Oknrnosa I'.b.

Bcero npoLuHypoBaHo, MpoHymepoBaHO
1 ckperieHo nevaTeio b _nucT (a)(oB)

HoTapnyc

Poccuiickas depepauus
Fopog Mocksa
MbUHX-21W.'0fa

«" xapuyc ropoga MockBbl,
bCreylo BepHOCTb konumcnpe 4 c TAH Tro N fokymMeHTa

‘NposaHo B peectpe: Ne ,

NoCyAapCTBEHHOM NOLLMHBI (MO Tapudy): /

mmq«yr npaBoBOro 1 "7

6. Aknumos

A am

tiomapuyc
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)
1. Country:
oyesPato: IRELAND
This public document
Le présent acte public /EI preseme documento publico

2. has been signed by
acte signé par Niall Sheehy

ha sido firmado por

3. acting in the capacity of
agissanten quality de Notary Public

quien actdaen calidad de
4. bears the seal /stamp of
est revetu du sceau /timbre de
y est” revestido del sello / timbre de

Certified
Attests6 / Certificado

5.at 6. the

k[en Cork le/el dia 03/10/2017

.b . .

! er,por Department of Foreign Affairs and Trade
8.No

QB no 4211082017

bajo el ndmero

10. Signature: t

Signature:  fl/lat-
Firma: r

lerlifies the authenticity of the signature and the capacity of the person who has signed the public W
re appropriate, the identity of the seal or stamp which the public document bears. This Apostille
le content of the document for which it was issued. To verity the Issuance of this Apostille, see
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COOK f™EOICAL EUROPE O’Q.
/ 0’Ha"oran Road,
national 'i'echr-ojooy Park
Lin'isrioK, Ireland.

C O O K Company Registration No. 492272
VAT Registration No. 9776234K

MEDICAL

INSTRUCTIONS FOR USE

Biopsy Needles
INTENDED USE

Used for fluid removal from the body cavity or for obtaining of the biopsy sample by
aspiration (see indications in the instruction for use).

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: 14 G /2.05 mm (0.1 mm); 16 G /1.65 mm (£0.4 mm); 17 G /1.46 mm
(£0.05 mm); 18 G /1.25 mm (£0.05 mm); 19 G /1.07 mm (x0.03 mm); 20 G /0.89 mm (+0.03
mm); 21 G /0.82 mm (¥0.01 mm); 22 G /0.71 mm (x0.02 mm); 23 G /0.64 mm (£0.03 mm);
24 G /0.57 mm (x0.01 mm); 25 G /0.52 mm (£0.01 mm).

Echotip Disposable Amniocentesis Needle
(J-DAN-201502; J-DAN-211502; J-DAN-221502; J-DAN-201201; J-DAN-201501J-DAN-
211501; J-DAN-220901; J-DAN-221501)
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The Echotip Disposable Amniocentesis Needle is intended to be used for aspiration of fluid
from the amniotic sac. It is comprised of a stylet and needle designed with a hub which
allows the two components to move as a unit when locked together. In addition, the notch in
the hub is designed to align with the direction of the beveled distal tip of the needle.

Needle hub:

Length: A -0.312 inch/ 7.9 mm (£0.005 inch/0.127 mm); B - 0.296 inch/ 7.5 mm (+0.005
inch/0.127 mm); E - 0.801 inch/ 20.35 mm (£0.005 inch/0.127 mm);

Inner diameter: F - 0.041 inch/1.04 mm (+0.005 inch/0.127 mm);

Outer diameter: D - 0.151 inch/ 3.8 mm (£0.001 inch/0.025 mm); C - 0.170 inch/ 4.3 mm
(x0.001 inch/0.025 mm)

The purpose of the EchoTip is to enhance visualization under ultrasound using the dimpling
along the distal portion of the needle. The intervals between the dimples are not critical to
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achieve this. The critical parameters are the dimple depth and the overall length of the
dimpling - 7mm (£ 1 mm).

EchoTip

7mm (£ 1 mm)

DIMPLES -DIMPLES START Al m££1 Of

BEVEL 42/ Jm
Produet Catalogue Number Dimples size, mm
J-DAN-201502; J-DAN-201201; J-DAN-201501 0.10 (x0.02 mm)
J-DAN-211502; J-DAN-211501 0.10 (£0.02 mm)
J-DAN-221502; J-DAN-220901; J-DAN-221501 0.10 (£0.02 mm)

The Echotip Disposable Amniocentesis Needle is designed to have the option to be
manufactured with two distal sideports loeated 0 to 2 millimeters proximal to the bevel.
Distal sideports assist during fluid aspiration. The sideports measure 0.014 inches/ 0.36 mm
in diameter and are 180 degrees opposed, oriented on the side of the needle in relationship to
the slope of the bevel.

Order number Needle Sideport Stylet
Diameter Length Diameter Length
G/mm cm inch/mm cm
Tolerance Indicated in the +10% +10% (x.0002/- +10%
technical .0003/
characteristics +0.05/-0.08)
J-DAN-201502 20/0,89 15 2 0.015/0.38 16.5
J-DAN-211502 21/0,82 15 2 0.022/0.56 16.5
J-DAN-221502 22/0.71 15 2 0.019/0.48 16.5
J-DAN-201201 20/0,89 12 - 0.019/0.48 13.5
J-DAN-201501 20/0,89 15 - 0.015/0.38 16.5
J-DAN-211501 21/0,82 15 - 0.022/0.56 16.5
J-DAN-220901 22/0.71 9 - 0.019/0.48 10.5
J-DAN-221501 22/0.71 15 - 0.022/0.56 16.5

Needle characteristics:
Inner diameter of needles:
J-DAN-20xxxxx - 0.560 mm;

J-DAN-21xxxxx - 0.490 mm:
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J-DAN-22XXXXX - 0.390 mm.

Hardness; 51-58 HRC

Break force: Stable after 20 bending cycles in both directions at an angle of 25° with a
frequency of 0.5 Hz.

Characteristics of stylet:
Break force: no less than 35N

Effective length: J-DAN-xx09xxx - 9cm; J-DAN-xxI2xxx - 12cm; J-DAN-xxI|5xxx -
- 15cm.
Inner diameter - NOT APPLICABLE

INTENDED USEANDICATION FOR USE

Echotip Disposable Amniocentesis Needle - is intended to be used for aspiration of fluid
from the amniotic sac. Intended for one-time use.

CONTRAINDICATIONS

1. Coagulopathy (bleeding disorder)

2. Inflammation at or around the injection site

3. Presence of benign and/or malignant tumors at or near injection site, which are not
targeted during the biopsy procedure, puncture or injury to these can result in
complications ( abscess, hemorrhage, the spread of malignant tumors).

4. If biopsy is contraindicated in the management of the a patient.

POTENTIAL ADVERSE EVENTS

* Infection

* Internal bleeding and/or bleeding at the puncture site

 Puncture or injury to target organ or to a nearby organ that is traversed by
e the needle

e Damage of tissue adjacent to the needle

e Pneumothorax

e Hemoptysis

e Peritonitis

COMPLICATIONS
Onlyfor Disposable Amniocentesis Needle EchoTip:

. Procedure-related pregnancy loss
e Leakage of amniotic fluid

. Fetal trauma
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e Hemorrhage
Complications oftransthoracic needle biopsy include:

e Pneumothorax
e Hemorrhage
« Needle-track seeding

e Air embolism

INSTRUCTIONS FOR USE

Echotip Disposable Amniocentesis Needle U-DAN)
. Using hospital procedure, prepare the patient for the amniocentesis procedure.
. Using ultrasound to assist in guiding the needle, enter the uterus.

1
2
3. Aspirate a small amount of the amniotic fluid into the syringe.
4. Remove the needle.

5

. Process the sample using standard hospital procedure.

MATERIALS

Echotip Disposable Amniocentesis Needle

Device component Material Patient ]
Contacting
Disposable Amniocentesis Needle (J-DAN)
Needle cannula Stainless Steel AISI 304 Direct Contact
C-Max 0,08; Cr-18 - 20; Fe-66,345-74; Mn-
Max 2; Ni-8 - 10,5; P-Max 0,045; S-Max
0,03;Cu-Max 1.
Needle hub J-DAN-200902; J-DAN-201202; J-DAN- Indirect Contact
201502; J-DAN-200901; J-DAN-201201; J-
DAN-201501; J-DAN-202001
Polypropylene S-4360 , yellow PR-115

J-DAN-210902; J-DAN-211202; J-DAN-
211502; J-DAN-211201; J-DAN-211501; J-
DAN-212001

Polypropylene S-6655, green PR-116

J-DAN-220902; J-DAN-221202; J-DAN-
221502; J-DAN-220901; J-DAN-221201; J-
DAN-221501; J-DAN-222001
Polypropylene 6523, clear PR-011
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Patient
Contacting
Stylet hub J-DAN-200902; J-DAN-201202; J-DAN- Indirect Contact

201502; J-DAN-200901;J-DAN-201201;J-

DAN-201501; J-DAN-202001

Polypropylene S-4360 , yellow PR-115

Device component Material

J-DAN-210902; J-DAN-211202; J-DAN-
211502; J-DAN-211201; J-DAN-211501; J-
DAN-212001

Polypropylene S-6655, green PR-116

J-DAN-220902; J-DAN-221202; J-DAN-
221502; J-DAN-220901; J-DAN-221201; J-
DAN-221501; J-DAN-222001
Polypropylene 6523, clear PR-011

Stylet Stainless Steel AISI 304 Direct Contact
C-Max 0,08; Cr-18 -20; Fe-66,345-74; Mn-

Max 2; Ni-8 - 10,5; P-Max 0,045; S-Max
0,03;Cu-Max 1.

PERFORMANCE CHARACTERISTICS

Biopsy Needles are stable under vibration loads in the range 10-55 Hz, amplitude

displacement of 0.15 mm.
Biopsy Needles , 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.

Biopsy Needles are stable at temperatures in the range of+10 to + 40 ° C, relative humidity -
80% at + 25 ° C.

Biopsy Needles , 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).

Biopsy Needles are stable under sudden changes in temperature.
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BIOCOMPATIBILITY TESTING

Product Test

Disposable Amniocentesis Needle EchoTip Cytotoxicity

Sensitization

Irritation/Intracutaneous

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.

All of Cook facilities are also certified to 1SO 13485 (2003/2012) Quality Management
System.

WARRANTY

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.

Echotip Disposable Amniocentesis Needle has a 3 (three) year shelf-life

STERILZATION DETAILS

Biopsy Needles with accessories are supplied sterile in peel open packages utilizing an EtO
(Ethylene Oxide) validated method to a sterility assurance level (SAL) of 10'A. 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

These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.

USAGE CONDITIONS
Biopsy Needles with accessories are used in the patient care medical institutions.
TRANSPORTATION RULES

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

PACKAGING PARAMETERS

Biopsy Needles 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 caimot be

used.

Order number Height Width (cm) Weight (g)
Tolerance +10% +10% +10%
J-DAN-200901 45.6 7.7 10
J-DAN-201201 45.6 7.7 10
J-DAN-201501 45.8 7.7 10
J-DAN-202001 45.5 7.7 10.2
J-DAN-211201 45.7 7.7 11
J-DAN-211501 45 7.6 9.4
J-DAN-212001 45.1 7.5 9.8
J-DAN-220901 45.8 7.7 10
J-DAN-221201 45.8 7.7 10
J-DAN-221501 45.7 7.7 10
J-DAN-222001 45.3 7.6 9.6
J-DAN-211502 45.7 7.7 10
J-DAN-200902 45.6 7.7 10
J-DAN-201202 45.6 7.7 10
J-DAN-201502 45.8 7.7 10
J-DAN-210902 45.5 7.7 10
J-DAN-211202 45.7 7.7 11
J-DAN-220902 45.7 7.7 10
J-DAN-221202 45.8 7.7 10
J-DAN-221502 45.8 7.7 10
LABELING
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Biopsy Needles 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.

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 “Keep dry”

- marking for “Keep away from sunlight”
- shelf life

Product Label

£(hp*&is{>0&aibl<eAf!nniocefl{«sts N«edI&
! 4.0)'( * h L-TM'TM
W HMHI1!
Amniocentesis Needle <IgBirVaw aStiM i+

(J-DAN) .n N %I

Echotip Disposable

TRANSPORTATION RULES

Transportation shall account for the type of transportation employed, the destination, the

vendor used for transportation and an estimation of the frequency and harshness of any

handling required during transportation.

DISPOSAL RULES
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"Uooncompletion 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.

Regulatory Affairs Specialist Date

COOK fVEOCAL EUROPE LID.
O’Ha”lorafi Road,

Mational Techr'oiony Park
U;T!snck, h'eiand.
Cornpar;y E”egistralion f4o. 492272
VAT Registration Mo, 0776234K
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MepeBOA C aHrINIACKOIO A3blka Ha PYCCKUI A3bIK

Havin LWun
My6nnYHbIN HOTapuyc

ANA NPEABABMNEHNA MO TPEBOBAHWIO, 4, Hain LWun, ny6anyHbIii HOTapuyc,
OOJ/DKHBIM 06pa3oM YNoSIHOMOYEHHbIW U MPUCATHYBLUMIA, BeAyLMiA Aena no agpecy: 6/7
nentBopc Cr., r, lnumepuk, Pecnybnuka Vpnanausa, HACTOALWMM NOATBEPXXIALO,
4TO A 03HAKOMWU/ICA C cepTupmKaramu, KOTopble Bpems OT BpeMeHu BbinyckaroTcs Cook
Medical Europe, 1 4To KONMA NPUKPEN/IEHHOrO AOKYMEHTa, & UMEHHO WHCTPYKLUUMEN no
NPUMEHEHWIO N1 U1 BUONCUIHBIX, KOTOPOE S NoAMMCasT U CKpenws nevaTbo MOEero
ohrca, ABNAETCA TOUYHOW M MNOSHOW (POTOKOMMEN opurnHana, v YTo OpUrMHasl, KOTOPbIN
OblN NpeacTaBneH MHE Ha pacCMOTPeHWe, ABAETCH NOLA/IUHHBIM.

TAKXXE A MOATBEPXXOAK no 3anpocy, 4yto Cook lIreland Limited mnmeeT mecTo
BefeHus 6musHeca no agpecy: O'Xannopad Poya, HawHA TekHonoaxu Mapk, B ropoae
Numepuk, WpnaHgus, ansa COOTBETCTBYHLUMX KOMMETEHTHbIX OpraHoB B Poccuiickon
depepaumm 1 Ana BCeX, KOro 3T0 MOXET KacaTtbCs.

B NOATBEP>XAEHME YEIO s ctaBnio 34echb cBOK noanuck 1 MNMeyatb moero Odomca.

Haiin Wun (Moanuce) [arta: 2 oktabpsa 2017 T.
My6MYHBIA HOTapUycC

/Mognuce/

LWramn:

HAN LW, ny6anuHblii HOTapuyc
6/7 TnentBopc Cr., I. JInmepuk

OTTUCKHaA neyaTb HoTapuyca
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AMNOCTWJIb
(Taarckast KoHBeHUus oT 5 okTs16psa 1961 roaa)

1 CtpaHa: UPNIAHAMSA

flaHHbIA  Ny6ANYHBIA JOKYMEHT
2 6bIn nognucaH: HAUN WA

3 BbICTyNaloLLMM B Ka4ecTBe: Ny6/IMYHOro HoTapuyca
4 nevyaTb:--—---

3aBepeHo
5 B T. Kopk

6 03.10.2017

7 JenaptameHTOM VHOCTpaHHbIX en v Toprosnu
8 3a Homepom: Ne4211082017

9 Tllevartb: enaptameHT VIHOCTpaHHbIX den

10 Mopgnuce: (nognuck)

HacTtoswwmin anoctuib NOATBEPXKAAET TO/IbKO NOA/IMHHOCTb NOANUCU Y AO/MKHOCTb NNLa, NoAnvcaBLLEro
ny6NNYHbIA OKYMEHT, W, rae BO3MOXHO, NOA/IMHHOCTb Nevatn uiv wramna Ha ny6/M4yHOM JOKYMEHTE.
HacToswmm anocTuib He NOATBEPXAAET COAEepXaHWUA AOKYMEHTa, A5 KOTOPOro OH Obin BbinyLlleH. s
MPOBEPKN BbIMyCcka HACTOALLEro anocTuia cM. www.authentications.dfat.ie

Homep c6oky: 183985
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MepeBod C aHINMIACKOr0 A3blKa HA PYCCKUIA A3bIK
Ha ¢pupmeHHoMm 6naHke COOK MEDICAL

COOK MEDICAL EUROPE LTD. \ KYK MEOVKA KOPOM NTA.
O’XannopaH Poyg,
HawHn TekHonomxu Mapk
Jlumepuk, NpnaHamna
PervcTpaunoHHbIli Homep KoMnaHumn: 492272
PervcTpaunoHHbIii Homep HAC: 9776234K

Wramn; Hann Wuun. My6nnyHbiii HoTapuyc. 6/7 TnentBopc CT., Jlumepuk.
02-10-2017
MeuyaTb C OTTUCKOM

NHCTPYKUMS N0 NPUMEHEHMIO.

Nrnbl 6MoncuinHble.

HASHAYEHWE

Mcnonb3yeTca gna ypaneHma >XULKOCTU M3 NOJMIOCTU Tena WUNU ANA MNOAYyYeHUA 6uncuiiHoro

obpasuya naumeHTa nyTem acnupauun (obpaTuTecb K LLeIEBOMY Ha3Ha4YeHWI0 B MHCTPYKLUK 4NA
YyTOUHEHNSA).

OMNMMCAHWME N30ENNA

Tabnmua nepeBoHbIX Mep

MapameTp OKBUBAJIEHT
1Fr 1/3 mm
1pwoinm 25,4 MM

TEXHNYECKWVE XAPAKTEPUCTUKW:

CoefjMHEHMNE KOHLA UFNbl C KaHI/IEA He JONXHO IoMaTbCA NPU MUHUMANbHOM BO34eACTBUMN Ha
KOHEL WUrAbl U KaHNM MPpU UX pas3bejuHeHUN, cuia KoToporo pasHa 40 H. YnpyrocTtb: nocne
npumeHeHuna cunol B 10,0 H, MakcumManbHOe OTK/IOHEHME MOXET cocTaBniAaTb 0,45 MMm.

MpAMONNUHENHOCTb: OTKJ/IOHEHWE OT KaHKAU U KOHLUA WrAbl He AOJ/HKHO mnpeBbiwaTb 0,2 MM.
MakcumanbHOe AOMNYCTUMOeE OTKJ/IOHEHME OT OCW KOHLUA Urabl MOXeT cocTaBnatb 3°. Korpga
KOHel, Wrnbl W30NHYT Ha paccTtodAHuMm 17,5 MM, Urnbel He [OJ/KHbI fnomaTtbedA. Pagunyc
NnpuUTynneHns paboyeld YacTu MHCTPYMEHTOB He [0NXeH npeBbiwaTb 0,03 mM. LLlepoxoBaTtocThb
NOBEePXHOCTU cocTaB/isaeT He 6onee yem 0,16 MKM.

MorpewHoctn urn: 20 G /0,89 mm (+x0,03mm); 21 G /0,82 mm (x0,01mm); 22 G /0.71 mm
(x0,02mMm).
Mrna co ctunetom Disposable Amniocentesis Needle EchoTip

(J-DAN-201502; J-DAN-211502; J-DAN-221502; J-DAN-201201; J-DAN-201501J-DAN-
211501; J-DAN-220901; J-DAN-221501)

CrpaHuua 1 13 9
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OpaHopasoBble UMbl AN aMHUoLeHTe3a EchoTip ucnonb3ylTcs ANsS acnupauuu XUAKOCTU K3
aMHMUOTMYECKOro MewKa. Mirna cocToUT M3 CTUMeTa U UMNbl, paspaboTaHa ¢ BTYNKOIi, KoTopas
No3Bo/siseT ABYM KOMMOHEHTaAM ABUTaTbCs, KakK eAMHOE Liesioe, KOrjga OHU COeAVHEHbI BMecTe. B
JOMNONIHEHME, Hafpe3 BO BTY/NKe pa3paboTaH TakuM 06pa3omM, 4To6bl MO3BONUTbL BbIPOBHATH
HanpaB/ieHWe 3a0CTPEHHOT0 AUCTANbHOI0 KOHLA UTbI.

BTynka nrnel:

OnuHbl: A - 0.312 grovimal/ 7.9 mm (£0.005a0Mmal/0.127mm); B - 0.296 groiimal/ 7.5 Mmm
(£0.005801mal0.127mm); E - 0.801g01imal 20,35 mm (+£0,005 groiimal/0,127mMm);

BHyTpeHHWW gnameTp: F - 0.041 gronmal/ 1.04 mm (£0.005a101imal/0.127mm);

BHewHue gnametpbl: D - 0.151 aronmal/ 3.8 mm (+£0.001 proiimal/0.025mm); C - 0.170 groiimal 4.3
MM (£0.001 aronmal/0.025mm)

Llenb Mcnonb3oBaHWS KOHCTPYKUMM EchoTip - yny4ywuTb Bu3yanusauut nopn AelcTBUEM
ynbTpasBykKa 3a Cc4yeT Yyrny6neHuii BAONb AUCTaNbHOW 4YacTu urnbl. WHTepBanbl Mexpy

CtpaHuua 2 u3 9

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



Yyrny6neHUsiMum He BAUSIOT HA JOCTUXXEHUE 3TOW Lenn. KpUTuyecKUMuM napameTpaMu SBASOTCS
pasmep yrny6neHuii u obwas AnAvMHa NoBepxHoCcTM 7 (x 1 MM), Ha KOTOpPYK HaHocATcA

yrny6neHus.
ECHO TIP
Homep B KaTasore npoayKToB Pasmep yrnyéneHni,
MM
J-DAN-201502; J-DAN-201201; J-DAN-201501 0.10 (x0.02 mm)
J-DAN-211502; J-DAN-211501 0.10 (+0.02 mm)
J-DAN-221502; J-DAN-220901; J-DAN-221501 0.10 (x0.02 mm)

OpfHopasoBble wWUrabl AN amMHuoueHTesa EchoTip TakXe MOrytT npous3BoguTbca C [ABYMSA
guctanbHbIMU OOKOBbBIMW OTBEPCTUAMMU, KOTOPbIE pacnonoXxeHbl oT O fo 2 MM 0T MecTa
3aocTpeHna. AuncTanbHble 60KOBble OTBEPCTUA OKas3bliBalOT MOMOLWb B acnumpaummn XuLKOCTH.
BokoBble 0TBepcTMA MMeWT chAejyluine pasmepHble pAaHHble: 0,014 pwoiima/ 0,36 mMm B
fvnameTpe M HanpaB/ieHbl NMPOTUBOMOMIOXHO Ha 180 °, HanpaB/ieHbl B CTOPOHY Yyrja 3aTO4YKMK

Urnol.
Homep B Nrna BbokoBoe Ctunet
KaTanore oTBepCcTUe
NPoAYKTOB
OuameTp OnnHa OwnameTp OnunHa
G/mm cM A AM/ MM cM
MorpewHoCTb Y Ka3aHo Bbllle B +10% +10% (x.0002/- +10%
TEXHUYECKNX .0003/
XapakTepucTmkKax +0.05/-0.08)
J-DAN-201502 20/0,89 15 2 0.015/0.38 16.5
J-DAN-211502 21/0,82 15 2 0.022/0.56 16.5
J-DAN-221502 22/0.71 15 2 0.019/0.48 16.5
J-DAN-201201 20/0,89 12 - 0.019/0.48 13.5
J-DAN-201501 20/0,89 15 - 0.015/0.38 16.5
J-DAN-211501 21/0,82 15 - 0.022/0.56 16.5
J-DAN-220901 22/0.71 9 - 0.019/0.48 10.5
J-DAN-221501 22/0.71 15 - 0.022/0.56 16.5

XapaKTepucTuKu urn:

BHyTpeHHWe gnameTpbl TPY6KU UINbI:
J-DAN-20XXXXX - 0,560 mwm;
J-DAN-21XXXXX - 0,490 mwm;
J-DAN-22XXXXX - 0,390 mm.
CrtpaHuua 3 13 9
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TeBeppocTb: 51-58 HRC

ConpoTuBreHue nsnomy: CoxpaHsieT ycToliumBocTb nocne 20 LUKA0OB cru6aHusa B 060uUx

HanpaBneHUAX nofj yrnom 25° ¢ yactortoin 0,5 Iy

XapaKTepucTuka ctmnera:

PaspbiBHOe ycunune: He meHee 35 H

A dpekTnBHaa gnnHa: J-DAN-xx09xxx - 9 cm, J-DAN-xxI2xxx - 12 cm,
J-DAN-xxI5xxx - 15 cm.

BHyTpeHHU guametrp - HE MIPMUMEHUMNMO

MATEPWAJIbI

WMrna co ctunetom Disposable Amniocentesis Needle EchoTip

ONeMEeHThbI KOHTaKT ¢
MaTepuan

KOHCTPYKLMK nayneHTom

Wrna-ctunet B c6ope (J- OAN)

KaHtona nrnbl Hepxagetoryaa ctanb AISI 304 Mpavon

C-Max 0,08; Cr-18 - 20; Ee-66,345-74; Mn- KOHTaKT
Max 2; N1-8 - 10,5; P-Max 0,045; S-Max
0,03; Cn-Max 1.

BTynka nrnsl J-DAN-201502;J-DAN-201201; J-DAN- Henpamoin
201501 KOHTaKT
MonunponuneH S-4360, KpacuTesb XenToro
PR-115

J-DAN-211502; J-DAN-211501
MonunponuneH S-6655, KpacuTenb
3eneHoro PR-116

J-DAN-221502; J-DAN-220901; J-DAN-
221501
MonunponuneH 6523, npo3payHblii PR-011

BTtynka ctunerta J-DAN-201502; J-DAN-201201; J-DAN- Henpamoii
201501 KOHTaKT
MonunponuneH S-4360, KpacuUTeNb XENTOro
PR-115

J-DAN-211502; J-DAN-211501
MonunponuneH S-6655, kpacuTenb
3eneHoro PR-116

J-DAN-221502; J-DAN-220901; J-DAN-
221501
MonunponuneH 6523, npo3payHbiin PR-011

CTtpaHnuya 4 n3 9
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ONeMeHTbI KOHTaKT ¢
Matepunan
KOHCTPYKUUK nayneHToMm

Ctunet HepxaBetowasa ctanb AISI 304 Mpsamoii
C-Max 0,08; Cr-18 - 20; Fe-66,345-74; MnN- KOHTaKT
Max 2; Ni-8 - 10,5; P-Max 0,045; S-Max
0,03; Cn-Max 1.

LENEBOE HASHAYEHWME/TTIOKASAHWA O/1A MTPUMEHEHNA

Mrna Disposable Amniocentesis Needle EchoTip - ucnonbsyetcs ana acnupauuum xunakoctu
N3 aMHMOTMUYECKOro MelKa. MpegHasHayeHa ANs 04HOPA30BOr0 UCMONb30BAHMS.

MPOTVMBOINOKA3AHUA

e Koarynonatusa (HapylweHue CBEPTbIBAEMOCTY KPOBHU)

e BocnanuTenbHbIN npouecc B 06/1acTU NpokKona,

e [lo6pokauyecTBeHHble U 3/0KAYeCTBEHHble 06pa3oBaHUs HAa MeCTe MPOKO/ja, KOTOpble He
ABNSATCA 06/1aCTbi0 M3YYEHUS U/UNW NleYeHUsl, KOTOpble NP TPaBMUPOBAHUU MOTYT 6bITb
NpUYMHONA YCNOXHEHUNA npoTeKaHUs 60ne3HN (HarHoeHue, KPOBOU3NUSIHNE,
pacnpocTpaHeHMe NpoLecca 310Ka4yeCcTBEHHbIX 06pa3oBaHuUin).

N B cny4yae ecnu nepKyTaHHas NyHKUWA NOpaXeHHOro opraHa npoTtuBonokasaHa

MOBOYHbIE IENCTBUA

e WHpekymnsn

e BHYTpeHHee KPOBOTEYEHME U/MIN KPOBOTEYEHNE B MeCTe MYHKLMUN

e TIpOKON WAM nNOBpeXfeHue LeNeBOro opraHa WAW TNpuUAexalw,ero opraHa, KOTOpPbli
NPOHW3bIBAETCHA WUI/ION

e TloBpexpeHMe TKaHU, conpuKacalLwenca ¢ Urnon

e TlHeBMOTOpakKc
« T[emonTusuc
e TlepuTOoHUT

OCNOXHEHWNA

e CMepTb NfoAa Bo BpemMsi 6epeMeHHOCTU, CBA3aHHAas C Npoueaypoii
 TloATeKaHWe OKOMONM0AHBIX BOJ
e BHyTpuyTpobHasa TpaBMa

e KpoBoTeueHune

MHCTPYKUWMWX MO NCMNOJIb3OBAHUIO

Mrna Disposable Amniocentesis Needle EchoTip
1. |/|CI'IOI'Ib3yF| CTaynoHapHble npouyeaypbl, noaAroToBbTE nayneHTa K npoBeneHnNO
npouefypbl aMHeouUeHTe3a.
2. WNenonb3ys ynbTpasByK ANA ONpeAesieHNA MecTa pacrnoflioXXeHMA UTbl, BOWAWTe B MaTKY.

CTpaHuuya 513 9
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3. AcnupupyinTe Heb60NblWIOe KOAUYECTBO aMHWOTUYECKOW XMAKOCTM B  WnNpuy
(noctaBnAeTca OTAENbHO).
4. WN3BnekuTte nrny.

5. [anee npofofxaiTe onepauuio Kak CTaHAAPTHYH 60/IbHUYHYK Npoueaypy.

SKCMNNYATAUNOHHBLIE XAPAKTEPUCTUNKN

Mrnel 6uvonculiHble npu BUOGPaLMOHHbIX Harpyskax B paumanasoHe 10-55 Ty, amnaunTyge
nepemeuieHnsa 0,15 MM ycTONYUBBHI

Mrabel 6uoncuiiHble npu BUO6PaLMOHHBIX Harpyskax B AuanasoHe 10-55 Ty, amnnutypge
nepeMew,eHnsa 0,35 MM KU yjapHbIX Harpyskax npu nukKoBoM yckopeHum 100 m/c™ (I0g) u

ANUTENbHOCTW YAAPHOTO YCKOPEHNs 16 MC B TPAHCNOPTHOW yNaKoBKe YCTOWUYUBSI.

Mrnbl 6noncuiiHblie npu TemnepaType oT +10 go +40°C, OTHOCUTENbHOW BAaXxXHocTu - 80%
npu temnepatype +25°C ycTONYMBHI.

Mrnbl GuoncuilHble  Npu TemMnepaType TpPaHCNOpTUPOBAHUS M xpaHeHusa oT -50 go +50°C,
OTHOCUTENbHOW BRaxHocTu - 100% (6e3 KoOHAeHcauMmM) B TPAHCMNOPTHON yNnakKoBKe YCTOWUYNBHI.

Mrnbl 6MoncuitHble He NMoABeprakTCs Pe3KOMY M3MEHEHUI0 TeMMNepaTypbl BHELWIHel cpeabl.

Mrnel 6uoncuiiHble npu Temnepatype oT +10 go +40°C, oTHOCUTeNbHasa BNaXHoCTb - 80% npwu
TemnepaTtype +25°C ycTON4YUBHI.

Mrnbl GuoncuilHble  nNpu TemnepaType TpaHCNOpPTMPOBaHWUSA U XxpaHeHus oT -50 pgo +50°C,
OTHOCUTEeNbHAS BAAXHOCTb - 100% (6e3 KOHAeHcalLWM) B TPAHCMNOPTHOI yNakKoBKe YCTOWUYNBHI.

TECT HA BNOJIOI MYHECKYHKO COBMECTUMOCTb

Mpoaykunsa TecT
Mrna Disposable Amniocentesis Needle LUMNTOTOKCUYHOCTb
EchoTi
P CeHcubunuzauuns
BonesHeHHasd

YYBCTBUTENbHOCTb/MHTPAAEPMabHbli

COBMMOAEHNVE COOTBETCTBYHHOWNMX HOPM N TEXHUYECKUMX
CTAHOAPTOB

Bunbam A. Kyk AscTpanusa n Kyk MHkopnopeiiTeg nsrotaBnvmBaeT BCe MeAULMHCKNE U3AENNSA B
cooTBeTCcTBUM ¢ AupekTnBoin 93/42/EEC 0 MEAULMHCKUX N3LENNAX.

Bunbam A. Kyk ABcTpanusa n Kyk MHKopnopeinTes n3rotaBamMBaeT BCE MEAULMHCKNE U3eNNs B
cooTBeTcTBUU ¢ Hopmamum Cuctem ynpaBneHus KauvectBom, 21 CFR Pasgen 820, Cucrtema
YnpasneHua KauyecTBOM, YnpaBreHMe N0 KOHTPON  KayecTBa MNPOJOBONbLCTBUS MU
MegnkameHToB CLWA (FDA).
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Bce ocHaweHne koMmnaHun KykK cepTuunumpoBaHo B COOTBETCTBUKU C cepTudpukatom EN 1SO

13485 (2003/2012) CucTembl YnpasneHua KayecTBOM.

FAPAHTUHBIE OBA3ATE/IbCTBA

YNONMHOMOYEHHbIM NpesCcTaBUTe/IeM NMPOU3BOANTENS Ha TeppuTtopumn Poccuiickon degepayunm
ABNAeTCA 3aKpblTOoe aKuMoHepHoe obwecTBo «LL AT » (BA0 «LU AT »)

Poccusa, 119002, r. MockBa, KapmaHuukuin nep. 4.9.opumc 501a.

Ten. (495) 956-13-09;

takc (495) 956-1310,

e-mail: info@ schag.ru

MapaHTUM npon3BoANTENA B 0653aTe/iIbHOM nopAaAaKe pacnpocTpaHAKTCA Ha KadyecTBO VI3,CI.E]'IVII7I

CPOK rogHocTwU

«CpoOK rogHocTU» onpejenserca CUMMBOJaMW Ha 3TMKeTKe. CpOK rogHOCTM onpejensertcs
NMPOMEXYTKOM MEeXAY CPOKOM W3roToB/fieHWs (3aBOACKOW 3HAK) U AaToOl MUCTeyeHUsA cpoka
rofHoCTM (3HaK NecoYHbIX YacoB). PasHunua Mexay ABYMS fjaTamMmn M eCTb CPOK FTOAHOCTH.

Mrna Disposable Amniocentesis Needle TchoTip - cpok rogHocTu 3 (Tpu) roja.

CTEPU/IBHOCTb

MNrnbl 6uoncuiiHble NOCTaBNATCA B CTEPUNbHON YyNnakKoBKe C BO3MOXXHOCTbI J1IerKOro
BCKPbITUA, C UCNOSIb30BAHNEM YTBEPXAEHHOro MeTofa ctepununsaumm EKO (3TUNEHOKCUAOM)
ANA JOCTUXEHUA YPOBHA cTepunbHocTuM (SAE) 10 He ucnonb3oBaTb MPOAYKT, eCc/in ecTb

COMHEHUA B €ro CTEPUNBHOCTMN.

NMPABUNA XPAHEHWA

Mrnbl 6unoncuiiHble HeO6X0,D,VIMO XPaHNTb B TEMHOM, CYyXOM W nNpoxnagHOM MECTE;

nsberaTb ANNTENbHOW BbLIEPXKMN HA BO3JYXe.

YCNOBUA SKCIMNTYATALUNN

Wrnbl 6MoncuitHble UCNONb3yTCA ANS YX0Aa 3a NalMeHTOM B Ie4e6HOM YUpeXAeHUN.

NMPABUNTA TPAHCIOPTVPOBKW

Mrnbl 6noncuiiHble paspelweH0 TPaHCMOPTUMPOBATb BCEMU BUAaMMW 3aKPbITOro/ MOKPbITOTFO

TpaHCNopTa B COOTBETCTBUM C CylWeECTBYRO W NMKN NpaBuiaMn NnepeBo3oK.

MAPAMETPbI YTTAKOBKW
Nrnbl 6uoncuiiHble  NOCTaBASAIOTCA B WHAMBUAYaNbHbIX yNakoBKax, Ha KOTOPbIX He AOMKHO
6bITb CAEeA0B MOBPEXAEHWA WAM BCKPbITMA. B cnyuyae o6HapyXeHWe MPU3HAKOB BCKPbITUA,

NOBPEXAEHUSA UUN APYTUX feeKTOB, YCTPONCTBO He MOXET GbiTb UCMO/Ib30BAHO.

KaTanoXHbIn HOMep BbicoTa W upwnHa (cm) Macca (r)
MorpewHoCTb +10% +10% +10%
J-DAN-201201 45.6 7.7 10
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J-DAN-201501 45.8 7.7 10

J-DAN-211501 45 7.6 9.4
J-DAN-220901 45.8 7.7 10
J-DAN-221501 45.7 7.7 10
J-DAN-211502 45.7 7.7 10
J-DAN-201502 45.8 7.7 10
J-DAN-221502 45.8 7.7 10
SATNKETKW

MocTaBnsitoTcs B OTAENbHbIX YMNakKOBKax W BK/KYAKT WHCTPYKLUIO N0 MNPUMEHEHUID.
MHaMBMAYaNnbHble YNaKOBKW MOMELLAlOTCS B ropMpoBaHHble KapTOHHble KOpPoGKU. Kopobku

OK/IeNBAT KOHTPOJIbHOW NeHTOW TakuMm 06pa3om, 4T0o6bl OHA NOKPbiBasa 60KOBble CTOPOHBI
KOPOGKW UK MO BCEMY MePUMETPY.

Ha aTvKeTKe ycTpolieTBa eoflep>XaTtcsa CAeAylol e napamMeTpbl ycTpolieTBa:
- KOMMNaHUSA-NPOM3BOANTENb U ajpec NPOU3BOACTBA;

HasBaHue n3genus (ToproBas mapka);

CEpPUMHBIN HOMEP;

Mapkuposka ceptugpumnkaunm CE;
MapKWpPOBKa 0 CTepuamnsaunm;

ajpec npeacrtasutensctea B EC;

Toproead MapKa nNnpoun3BoanTensd;

f4aTa U3roTOBEHUS;
pasmepbl;

cCXeMaTU4yecKum PUCYHOK;

HOMEp NapTuu;

MapKupoBka “ToNbKO AN 04HOPA30BOro NCNONb30BaHUA”
MapKupoBKa “O3HaKOMbTECb C MHCTPYKLUWEN Mo npumMeHeHUto ”(Tonbko gnsa IDCHN)
-MapkupoBka “XpaHUTb B 3aW MULeHHOM OT Bnaruv mecte ” (Tonbko ana J-DTB, IDCHN, J-
DAN, J-SDN, J-DSN)
- MapKupoBKa “XpaHWTb B 3allULLEHHOM OT CONMHLUA mecTe ” (Tonbko ana J-DTB, IDCHN, J-
DAN, J-SDN, J-DSN)
- CPOK FOAHOCTU

«m«-vie 16284

MNMPABUNA YTUNTN3ALNN OTXOA0B

Mocne 3aBepweHna npouegypbl un3gennsa cnegyetr yTUAU3INPOBATb B COOTBETCTBUM €
HauMOHaNbHbIMN WHCTPYKUUAMWU ANA 6MONOTMUYECKW ONacHblX MeLUUWHCKUX 0TXopoB. [Ang
CtpaH EC cornacHo /[upektuBe 93/42/EQC. [Ona Poccuitckoii deaepaunmmnm corsacHo
HaumoHanbHbIM Tpeb6oBaHMAM. Knaec onacHoOCTU MeLUUMHCKUX OTX0AOB; Knacc b
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_Inogrmes/ [Jara
[unpexTop no pervctpauum

COOK MEDICAL EUROPE LTD. \ KYK MEAVKA HOPOM NTA,.
O’XannopaH Poyga,
HawHn TekHonomxku Mapk
Jlumepuk, NpnaHana
PernctpaymoHHbIin HOMep KoMnaHuu: 492272
PernctpaymoHHblin Homep HAC: 9776234K
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MepeBoj faHHOro TekcTa cAaenaH MHOM, nepesogunkom KnenHesbiM BUKTopom Mropesumuyem.

NoAnChb

Poccuitickaa depepauyms

"opog Mocksa

[ecaToro okTAGpA 4Be ThiCAYM CEMHaALATOrO roga

O Aknmos Me6 bopncosuy, HoTapuyc ropofa Mockebl, CBUAETENbCTBYH NOAINHHOCTb NOANNCK
nepesogunka KnenHesa BukTopa ropesuuya.

Mognuck caenaHa BMOeM NPUCYTCTBUN.

JInyHOCTb NMoANucaBLLero OOKYMEHT yCTaHOB/NEHA.

3aperucTpuposaHo BpeecTpe: No . T K
B3biCkaHO rocygapcTBeHHON nowauHbl (No Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycnyr npaBoBOro U TeXHUYECKOro xapakTepa: : py6.

noarmcCb Fep6oBas neuarb

HoTapuyca r.MOCKBbI

_Akn|~oBa I .Bb.

r.6. Akuvos

Bcero npoluHypoBsaHo, NpoHyMepoBaHo
W CKPEN/EHO nevyaTbio nncT(a)(oB)

HoTapuyc

MoAnMCh

L\V5)

A» AkumoB [ne6 bopucoBuy, HoTapuyc ropoga MOCKBbI
CBWAETENbCTBYIO BEPHOCTb KOMWW C NpeacTaBpeHH” L «BOKYMeHTb

3apetctpuposano s peectpe: Ne __ Q"™ HO N /-
B3bICKaHO rocyapcTBeHHON NOLWAMHBI (Mo Tapudy):_~

YnnaueHo 3a oKasaHue Yenyr npeecsoro -
TEXHUYECKOTO XapaKTepe :

I".b. Akumos

Boero npoLumTo, MPCHYMEROBAHD,
QOEVEHO ME-ETHO

HoTapuyc— ~
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TO ALL TO WHOM THESE PRESENTS SHALL COME, I, Mali Sheehy, Notary Public, duly
authorised, admitted, and sworn, practicing at 6 Glenthworth St., Limerick, Republic of
Ireland, DO HEREBY CERTIFY that | am familiar with certificates as issuedfrom time to
time by the Cook Medical Europe Ltd and that the original certificate hereunto annexed
namely. Instructions for Use - Biopsy Needles upon which | have signed my name and
affixed my Seal of Office is a true andfaithful original and that the original appears to me to

be genuine.

AND | HAVE CERTIFIED as herein at the request of Cook Ireland Limited having it'splace
ofbusiness at O'Halloran Road, National Technology Park, in the city ofLimerick, Ireland,

andfor the benefit of the proper authorities in Russian Federation andfor all to whom it

shall come.

IN FAITH AND TESTIMONY whereofl have hereunto set my hand and affixed my Seal of
Office.

Date

|-
¢/JC'rniv -yiJijjmcriH.
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)
1. Country:
Pays/Pafs: IRELAND
This public document
Le present acte public / El presente documento pdblico

2. has been signed by i
a6ts signé par Niall Sheehy
ha sido firmado por

3. acting in the capacity of
agissant en qualité de Notary Public
quien actua en calidad de
4. bears the seal / stamp of
estrevetu du sceau/ timbre de
y estSrevestido del sello / timbre de

Certified
Attestd / Certificado
5.at 6.the
alen Cork le /el dia 03/10/2017
7.by . .
par/ por Department of Foreign Affairs and Trade
8.No
Sous no 2478352017
bajo el ndmero
10. Signature: !
Signature;
Firma: *
This . ertifies the authenticity ol the signature and the capacity of the person who has signed the public
docui (ere appropriate, the identity of the seal or stamp which the public document bears. This Apostille

le content of the document for which it was issued. To verify the Issuarwe ol this AoostiUe see
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COOK P/ED3CAL EUROPE LID.
O’Ha-ioran Road,
Hatjona! lechr™ojogy Park

COO K* L-marir.k, Ireiand.

Corrpany Ragistraiion No. 492272
MEDICAL VAT Registration No. 9778234K

INSTRUCTIONS FOR USE
Biopsy Needles

INTENDED USE

Used for fluid removal from the body cavity or for obtaining of the biopsy sample by

aspiration (see indications in the instruction for use).

DEVICE DESCRIPTION

Table of conversions

Parameter Conversion

1Fr 1/3 mm

£\t & uitvjl-1 (e a -, jlj

1Inch 25.4 mm v i a3 7 vin
6/7 Cleni:/-yr::h 5L, Lim™c/.
(jX ~ 16 -r o M
TECHNICAL CHARACTERISTICS:

Cormection ofthe 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: 14 G /2.05 mm (x0.1 mm); 16 G /1.65 mm (x0.4 mm); 17 G /1.46 mm
(£0.05 mm); 18 G /1.25 mm (x0.05 mm); 19 G /1.07 mm (£0.03 mm); 20 G /0.89 mm (+0.03
mm); 21 G /0.82 mm (£0.01 mm); 22 G /0.71 mm (£0.02 mm); 23 G /0.64 mm (+£0.03 mm);
24 G /0.57 mm (x0.01 mm); 25 G /0.52 mm (x0.01 mm).

Turner Biopsy Needle

(bTB-18-10,0; bTB-18-15,0; bTB-18-20,0;DTB-20-10,0; DTB-20-20,0; DTB-22-5,0; DTB-
22-10,0; bTB-22-15,0; DTB-22-20,0)
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The Turner Biopsy Needle is used for aspiration biopsy. The Turner Biopsy Needle is
comprised of a needle and a stylet. The needle cannula is designed with a 45° bevel, and the
distal tip of the matching stylet is designed with a trocar tip. A graduated protector and a
depth gage stop which is used for measuring the depth of a needle insertion into the body in
order to prevent exceeding the indicated depth, are provided with all Turner Biopsy Needles.

These devices are manufactured with pre-molded hubs.

DTB-20-10.0

These devices have a silicone coating, this is applied onto the distal end of the needle 5 cm
(x10%) for DTB-22-5,0; 10 cm (+x10%); for DTB-18-10,0; DTB-20-10,0; DTB-22-10,0; 15
cm (x10%); for DTB-18-15,0; DTB-22-15; 20 ¢cm (x10%) for DTB-18-20,0; DTB-20-20,0;
DTB-22-20,0.

Stylet knob:

Length: A - 0.231 inch/ 5.87 mm (x0.010 inch/0.254 mm); B - 0.315 inch/8.001mm (x0.003
inch/0.076 mm); C - 0.250 inch/6.35 mm (£0.005 inch/0.127 mm); D - 0.187 inch/4.75 mm
(£0.002 inch/0.051mm); E-0.437 inch/11.11 mm (x£0.005 inch/0.127mm);

Diameters: F - 0.297 inch/7.54 mm (£0.003 inch/0.076 mm); G - 0.040 inch/1.02 mm
(£0.002 inch/0.051 mm); H - 0.150 inch/3.81mm (x0.001 inch/0.025 mm); 1 - 0.166
inch/4.22 mm (x0.003 inch/0.076 mm)
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Needle hub:

Length: A - 0.801 inch/ 20.35 mm (£0.005 inch/0.127mm); B - 0.030 inch/0.762 mm
(£0.005 inch/0.127 mm); C - 0.187 inch/4.75 mm (+£0.005 inch/0.127 mm); D - 0.188
inch/4.78 mm (£0.005 inch/0.127 mm); E - 0.060 inch/1.52 mm (£0.005 inch/0.127 mm);
Diameters: F - 0.215 inch/5.461 mm (£0.005 inch/0.127 mm); G -0.150 inch/3.81 mm
(£0.005 inch/0.127 mm); H - 0.170 inch/4.318 mm (£0.005 inch/0.127 mm)

. F
s '
0 H
1 1
Graduated protector:
I 4 wm?2] 1?2 it te 1«1 1S 151 1SJ] 114 1L|| 17T 11 11 1 1 14 17T 1" 1n 1
1icm Z f Z -fcj— 5mm
Graduated protector length:
Order Number Protector length, Tolerance Protector
cm +, % Marking
DTB-22-5,0 5.75 4.35 0-5
DTB-18-10,0;DTB-20-10,0; DTB- 10.75 2.32 0-10
22-10,0
DTB-18-15,0;DTB-22-15,0 16.0 3.13 0-15
DTB-18-20,0; DTB-20-20,0; 21.0 2.38 0-20
DTB-22-20,0

Text height of stamp is 1.5 mm.
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Order Number Needle Stylet

Diameter, Length, Diameter, Length,
G/ mm (cm) G/mm (cm)
Tolerance Indicated in the +10% +10% +10%
technical

characteristics

DTB-18-10.0 18/1.25 10 19/ 115
DTB-18-15.0 18/ 1.25 15 19/ 16.5
DTB-18-20.0 18/1.25 20 19/ 21.5
DTB-20-10.0 20/ 0.89 10 21/ 115
DTB-20-20.0 20/ 0.89 20 21/ 21.5
DTB-22-5.0 22/0.71 5 23/ 7

DTB-22-10.0 22/0.71 10 23/ 12
DTB-22-15.0 22/0.71 15 23/ 17
DTB-22-20.0 22/0.71 20 23/ 22

Needle characteristics:
Inner diameter of needles:
DTB-18-XX- 0.790 mm;
DTB-20-XX - 0.560 mm;
DTB-22-XX - 0.390 mm.

Hardness: 51-58 HRC

Break force: Stable after 20 bending cycles in both directions at an angle of 25° with a
frequency of 0.5 Hz.

Characteristics of stylet:

Break force: no less than 35N

Effective length: DTB-xx-10.0 — 10.0 cm; DTB-xx-15.0 - 15.0 cm; DTB-xx-20.0 - 20.0 cm;
DTB-xx-5.0-5.0cm .

Inner diameter - NOT APPLICABLE

Disposable Echotip Lancet Needle

(J-DSN-163001; J-DSN-173001; J-DSN-173301; J-DSN-173501; J-DSN-181501; J-DSN-
182801; J-DSN-201501; J-DSN-202501; J-DSN-203001)

The Disposable Echotip Lancet Needle is used for transabdominal access and aspiration. The
Disposable Echotip Lancet Needle is comprised of a needle and a stylet. The needle cannula
is designed with a 30° lancet bevel. Stylet knob is attached to stylet wire, whuch is designed

to fit with the hub of the needle. The needle design provides enhanced visualization of the

needle tip when used with ultrasonic imaging equipment. The needle does not have side gaps.
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Stylet knob:

Length: A -0.320 inch/8.128 mm (x0.010 inch/0.254 mm); B - 0.110 inch/2.794 mm
(£0.005 inch/0.127 mm); C - 0.265 inch/6.731 mm (x£0.005 inch/0.127 mm); G-0.437 linch
/11 mm (+£0.010 inch/0.254 mm)

Outer diameters: D - 0.156 inch/3.962 mm (£0.005 inch/0.127 mm); F - 0.107 inch/2.718
mm (x£0.005 inch/0.127 mm).

Inner diameter: E - 0.052 inch/ 1.32 mm (£0.005 inch/0.127 mm) - J-DSN-162801-PKG; J-
DSN-163001; J-DSN-173301; J-DSN-173501; 0.025 inch/ 0.64 mm (£0.005 inch/0.127 mm)
-J-DSN-181501; J-DSN-182801; 0.040 inch/ 1 mm (+£0.005 inch/0.127 mm) - J-DSN-
201501; J-DSN-202501; J-DSN-203001
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Needle hub:

Lengths: A - 0.100 inch/2.54 mm (£0.005 inch/0.127 mm); B - 0.125 inch/3.175 mm (£0.010
inch/0.254 mm) - J-DSN-162801-PKG; J-DSN-163001; 0.100 inch/ 2.54 mm (+0.010
inch/0.254 mm) ;E - 0.865 inch/22 mm (£0.010 inch/0.254 mm)

Outer diameter: D - 0.100 inch/2.54 mm (£0.005 inch/0.127 mm).

Inner diameter : C - 0.067 inch/1.7 mm (£0.005 inch/0.127mm) -J-DSN-162801-PKG; J-
DSN-163001; J-DSN-173301; J-DSN-173501; 0.051 inch/ 1.3 mm (£0.005 inch/0.127 mm)-
J-DSN-181501; J-DSN-182801; 0.036 inch/ 0.9 mm (£0.005 inch/0.127mm)- J-DSN-
201501; J-DSN-202501; J-DSN-203001

The purpose of the echo tipping is to enhance visualization under ultrasound using the
dimpling along the distal portion of the needle. The intervals between the dimples are not
critical to achieve this. The critical parameters are the dimple depth and the overall length of
the dimpling (5 £ 1 mm).
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EchoTip

Product Catalogue Number Dimples size, mm
J-DSN-163001 0.13 (+0.02 mm)
J-DSN-173001, J-DSN-173301, J-DSN-173501 0.13 (+0.02 mm)
J-DSN-181501, J-DSN-182801 0.13 (+0.02 mm)
J-DSN-201501, J-DSN-202501, J-DSN-203001 0.10 (x0.02 mm)
1
Order Number Needle Stylet
Diameter Length 1 Diameter Length (cm)
G/mm (cm) inch/mm
Tolerance Indicated in the technical +10% +10% +10%
characteristics
J-DSN-163001 16/1.65 30 0.05I71.30 36
J-DSN-173001 17/1.46 30 0.0457/1.14 39
J-DSN-173301 17/1.46 33 0.04571.14 39
J-DSN-173501 17/1.46 35 0.04571.14 39
J-DSN-181501 18/1.25 15 0.04071.02 24
J-DSN-182801 18/1.25 28 0.04071.02 37
J-DSN-201501 20/0.89 15 0.02470.61 24
J-DSN-202501 20/0.89 25 0.02470.61 39
J-DSN-203001 20/0.89 30 0.02470.61 39

Needle characteristics:

Inner diameter of needles:
J-DSN-16xxxx - 1.100 mm;
J-DSN-17xxxx - 0.950 mm;
J-DSN-18xxxx - 0.790 mm;
J-DSN-20xxxx - 0.560 mm.

Hardness: 51-58 HRC

Break force: Stable after 20 bending cycles in both directions at an angle of 25° with a
frequency of 0.5 Ilz.

Characteristics of stvlet:
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Break force; no less than 35N

Efiective length: J-DSN-xxI5xx — 15 ¢cm, J-DSN-xx25xx —25 cm, J-DSN-xx30xx —30 cm
J-DSN-xx33xx —33 cm, J-DSN-xx35xx —35 cm, J-DSN-xx28xx - 28 cm.

Inner diameter - NOT APPI.ICABLE

Franseen Lung Biopsy Needle

(DFBN-14-15,0;DFBN-14-20,0; DFBN-16-15,0; DFBN-16-20,0; DFBN-16-20,0-U;
DFBN-18-5,0-U; DFBN-18-10,0; DFBN-18-10,0-U; DFBN-18-15,0; DFBN-18-15,0-U;
DFBN-18-20,0; DFBN-20-5,0-U; DFBN-20-10,0-U; DFBN-20-15,0; DFBN-20-15,0-U;
DFBN-20-20,0; DFBN-20-20,0-U; DFBN-21-15,0-U; DFBN-21-20,0-U; DFBN-21-5,0-U;
DFBN-22-10,0; DFBN-22-10,0-U; DFBN-22-15,0; DFBN-22-15,0-U;

DFBN-22-5,0-U;
DFBN-22-20,0; DFBN-22-20,0-U)
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DFBN-14-15.0 and DFBN-14-20.0

The Franseen Lung Biopsy Needle is used for the biopsy of lung tissue and comprised of a
three-sided needle and a stylet. . The Echotip design enhances visualization of the needle tip
during ultrasound. A depth gage stop and graduated protector are provided with all Franseen
Biopsy Needles, except DFBN-14-15.0 u DFBN-14-20.0.
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Premolded hub for DFBN-18-5,0-U; DFBN-18-10,0; DFBN-18-10,0-U; DFBN-18-15,0;
DFBN-18-15,0-U; DFBN-18-20,0; DFBN-20-5,0-U; DFBN-20-10,0-U; DFBN-20-15,0;
DFBN-20-15,0-U; DFBN-20-20,0; DFBN-20-20,0-U:

Lengths: A - 0.312 inch/ 7.9 mm (x0.005 inch/0.127 mm); B - 0.296 inch/ 7.5 mm (x0.005
inch/0.127 mm); F- 0.801 inch/20.3 mm (£0.005 inch/0.127 mm);

Inner diameter: C - 0.041 inch/1.04 mm (£0.005 inch/0.127 mm);

Outer diameters: D - 0.151 inch/ 3.8 mm (+0.001 inch/0.025 mm); E - 0.170 inch/ 4.3 mm
(£0.001 inch/0.025 mm)

Premolded hub for DFBN-22-5,0-U; DFBN-22-10,0; DFBN-22-10,0-U; DFBN-22-15,0;
DFBN-22-15,0-U; DFBN-22-20,0; DFBN-22-20,0-U:

Lengths: A - 0.470 inch/ 12 mm (x0.005 inch/0.127 mm); F- 0.975 inch/ 24.8 mm (x0.005

inch/0.127 mm);
Inner diameter: B- 0.115 inch/ 2.92 mm (x£0.005 inch/0.127 mm);
Outer diameters: C - 0.170 inch/ 4.3 mm (+£0.001 inch/0.025 mm); D - 0.207 inch/ 5.3 mm

(£0.001 inch/0.025 mm)

Hand-built assembly hubybr DFBN-14-15,0; DFBN-14-20,0; DFBN-16-15,0; DFBN-16-
20,0; DFBN-16-20,0-U; DFBN-21-15,0-U; DFBN-21-20,0-U; DFBN-21-5,0-U:

Length: B - 0.865 inch/22 mm (+£0.010 inch/0.254 mm);

Inner diameter: A - 0.083 inch/2.1 mm (£0.001 inch/0.025 mm)- DFBN-14-15.0 [20.0];
0.067 inch/1.7 mm (£0.0005 inch/ 0.01 mm)- DFBN-16-15.0 [20.0]; 0.033 inch/ 0.84 mm
(£0.0005 inch/0.01 mm)- DFBN-21-5.0 [20.0];
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Outer diameters: C - 0.150 inch/ 3.81 mm (£0.001 inch/0.025 mm); D - 0.170 inch/ 4.3 mm
(x0.005 inch/0.127 mm); E - 0.280 inch/ 7.1 mm (£0.005 inch/0.127 mm)

cAl e r 12 ae YT s st LS| ,U'l .11 1 "L, 1T I« . N =T
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Graduated protectol /1' = m = c
lengths

Graduated protector length:

Order Number Protector length, Tolerance Protector
cm +.,% Marking
DFBN-18-5,0-U; DFBN-20-5,0-U; 5.75 4.35 0-5
DFBN-21-5,0-U; DFBN-22-5,0-U;
DFBN-18-10,0; DFBN-18-10,0-U; 10.75 2.32 0- 10

DFBN-20-10,0-U; DFBN-22-10,0;

DFBN-22-10,0-U;

DFBN-14-15,0; DFBN-16-15,0; 16.0 3.13 0-15
DFBN-18-15,0; DFBN-18-15,0-U;

DFBN-20-15,0; DFBN-20-15,0-U;

DFBN-21-15,0-U; DFBN-22-15,0;

DFBN-22-15,0-U

DFBN-14-20,0; DFBN-16-20,0; 21.0 2.38 0-20
DFBN-16-20,0-U; DFBN-18-20,0;

DFBN-20-20,0; DFBN-20-20,0-U;

DFBN-21-20,0-U; DFBN-22-20,0;

DFBN-22-20,0-U

Text height of stamp is 1.5 mm.

Depth gage stop:
Lengths: A - 0.056 inch/ 1.422 mm (+0.005 inch/0.127 mm); B - 0.025 inch/ 0.635 mm

(20.005 inch/0.127 mm); C - 0.120 inch/ 3.048 mm (£0.005 inch/0.127 mm); D - 0.200 inch/
5.08 mm (£0.005 inch/0.127 mm);

Diameter: E - 0.245 inch/ 6.223 mm (+0.005 inch/0.127 mm)
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The purpose of the echo tipping is to enhance visualization under ultrasound using the
dimpling along the distal portion of the needle. The intervals between the dimples are not
critical to achieve this. The critical parameters are the dimple depth and the overall length of
the dimpling (5 £ 1 mm).

EchoTip

5mm (x 1 mm)

f‘saasssssssxr
DJMPLES mDIMPLES START AT HEEL OF
Product Catalogue Number Dimples size, mm
DFBN-14-15,0, DFBN-14-20,0 0.13 (x0.02 mm)
DFBN-16-15,0, DFBN-16-20,0, DFBN-16-20,0-U 0.13 (x0.02 mm)

DFBN-18-5,0-U, DFBN-18-10,0, DFBN-18-10,0-U, DFBN-18- 0.13 (+0.02 mm)
15,0, DFBN-18-15,0-U, DFBN-18-20,0

DFBN-20-5,0-U, DFBN-20-10,0-U, DFBN-20-15,0, DFBN-20- 0.10 (%0.02 mm)
15,0-U, DFBN-20-20,0, DFBN-20-20,0-U,

DFBN-21-15,0-U, DFBN-21-20,0-U, DFBN-21-5,0-U, 0.10 (+0.02 mm)
DFBN-22-5,0-U, DFBN-22-10,0, DFBN-22-10,0-U, DFBN-22- 0.10 (%£0.02 mm)
15,0, DFBN-22-15,0-U, DFBN-22-20,0, DFBN-22-20,0-U

Order Number Needle Stylet Bevel
Diameter Length Diameter ~ Length Length
G/mm cm inch/mm cm (inch)
Tolerance Indicated in the +10% +10% +10% +10%
technical
characteristics
DFBN-14-15,0 14/2.05 15 0.058/1.47 16.5 .203
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DFBN-14-20,0 14/2.05 20 0.058/1.47 215 203

DFBN-16-15,0 16/1.65 15 0.045/1.14 16.5 159
DFBN-16-20,0 16/1.65 20 0.045/1.14 21.5 159
DFBN-16-20,0-U 16/1.65 20 0.045/1.14 215 159
'dFBN-18-5,0-U 18/1,25 5 0.030/0.76 6.5 122
'dFBN-18-10,0 18/1,25 10 0.030/0.76 115 122
'dFBN-18-10,0-U 18/1,25 10 0.030/0.76 115 122
'dFBN-18-15,0 18/1,25 15 0.030/0.76 16.5 122
'dFBN-18-15,0-U 18/1,25 15 0.030/0.76 16.5 122
DFBN-18-20,0 18/1,25 20 0.022/0.56 21.5 122
DFBN-20-5,0-U 20/0.89 5 0.022/0.56 6.5 .088
DFBN-20-10,0-U 20/0.89 10 0.022/0.56 115 .088
DFBN-20-15,0-U 20/0.89 15 0.022/0.56 16.5 .088
'dFBN-20-20,0 20/0.89 20 0.022/0.56 215 .088
DFBN-20-20,0-U 20/0.89 20 0.022/0.56 21.5 .088
DFBN-21-15,0 21/0.82 15 0.019/0.48 17 .078
DFBN-21-15,0-U 21/0.82 15 0.019/0.48 17 .078
DFBN-21-20,0-U 21/0.82 20 0.019/0.48 22 .078
DFBN-21-5,0-U 21/0.82 5 0.019/0.48 7 .078
DFBN-22-5,0-U 22/0.71 5 0.015/0.38 7 .068
DFBN-22-10,0 22/0.71 10 0.015/0.38 12 .068
DFBN-22-10,0-U 22/0.71 10 0.015/0.38 12 .068
DFBN-22-15,0 22/0.71 15 0.015/0.38 17 .068
DFBN-22-15,0-U 22/0.71 15 0.015/0.38 17 .068
DFBN-22-20,0 22/0.71 20 0.015/0.38 22 .068
DFBN-22-20,0-U 22/0.71 20 0.015/0.38 22 .068

n - EchoTip design

Needle characteristics:

Inner diameter of needles:

DFBN-14-XX - 1.500 mm;

DFBN-16-xx; DFBN-16-xx-U - 1.100 mm;
DFBN-18-xx-U; DFBN-18-xx - 0.790 mm;
DFBN-20-XX-U; DFBN-20-xx - 0.560 mm;
DFBN-21-XX-U - 0.490 mm;
DFBN-22-XX-U; DFBN-22-xx - 0.390 mm;

Hardness: 51-58 HRC

Break force: Stable after 20 bending cycles in both directions at an angle of 25° with a
frequency of 0.5 Hz.

Characteristics of stylet:
Break force: no less than 35N
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Effective length: DFBN-xx-5.0-1J - 5.0 cm;
DFBN-xx-15.0; DFBN-xx-15.0-U - 15 cm;
DFBN-xx-20.0; DFBN-xx-20.0-U - 20.0 cm;
DFBN-xx-10.0; DFBN-xx -10.0-U - 10.0 cm.

Inner diameter - NOT APPLICABLE
Chiba Biopsy Needle

(DCHN-16-5.0; DCHN-18-5.0; DCHN-18-10.0; DCFIN-18-15.0; DCHN-18-20.0; DOfN-
20-10.0; DCHN-20-15.0; DCHN-20-20.0; DCHN-20-25.0; DCHN-21-10.0; DCHN-21-15.0;
DCHN-21-20.0; DCFIN-22-5.0; DCHN-22-10.0; DCFIN-22-15.0; DCFIN-22-20.0; DCHN-
22-25.0; DCHN-23-10.0; DCHN-23-15.0; DCHN-23-20.0; DCHN-25-15.0; DCHN-25-20.0;
DCHN-18-5.0-U; DCffN-18-10.0-U; DCF1N-18-15.0-U; DCHN-18-20.0-U; DCHN-18-25.0-
U; DCbfN-19UT-5.0; DCF1N-19UT-10.0; DCHN-19UT-15.0; DCHN-19UT-20.0; DCHN-
20-5.0-U; DCHN-20-10.0-U; DCHN-20-15.0-U; DCHN-20-20.0-U; DCFIN-21-10.0-U;
DCHN-21-15.0-U; DCHN-21-65.5-U ; DCHN-22-5.0-U; DCIfN-22-10.0-U; DCFIN-22-
15.0-U; DCHN-22-20.0-U; DCHN-23-5.0-U; DCHN-23-15.0-U; DCHN-25-5.0-U; DCHN-

25-15.0-U)
Depth gage stop
Graduated
protector
DCFIN-18-20.0
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DCHN-19UT-10.0

The Chiba Biopsy Needle is used for access and aspiration biopsy. The Chiba Biopsy
Needles are comprised of a needle and a stylet. The needle cannula has 30° lancet bevel
which matches the stylet distal end. The Echotip design enhances visualization of the needle
tip during ultrasound. A depth gage stop and graduated protector are provided with most
Chiba biopsy needles 20 centimeters in length or shorter (indicated in the table below).

Order Number Needle Stylet
Depth
Diameter Length Diameter Length cm Gage/Graduated
. Protector
G/mm cm inch/mm
Tolerance Indicated in +10% +10% +10%
the technical Y/N
characteristics

DCHN-16-5.0 16/1.65 5 0.051/1.29 6.5 Y
DCHN-18-10.0 18/1.25 10 0.040/1.02 115 Y
DCHN-18-10.0-U 18/1.25 10 0.040/1.02 11.5 Y
DCHN-18-15.0 18/1.25 15 0.040/1.02 16.5 Y
DCHN-18-15.0-U 18/1.25 15 0.040/1.02 16.5 Y
DCHN-18-20.0 18/1.25 20 0.040/1.02 21.5 Y
DCIiN-18-20.0-U 18/1.25 20 0.040/1.02 21.5 Y
DC1TN-18-25.0-U 18/1.25 25 0.040/1.02 26.5 N
DCHN-18-5.0 18/1.25 5 0.040/1.02 6.5 Y
DCHN-18-5.0-U 18/1.25 5 0.040/1.02 6.5 Y
DCHN-19UT-10.0 19/1.07 10 0.037/0.94 115 Y
DCbfN-19UT-20.0 19/1.07 20 0.037/0.94 21.5 Y
DCHN-19UT-5.0 19/1.07 5 0.037/0.94 6.5 Y
DCHN-20-10.0 20/0.89 10 0.024/0.61 11.5 Y
DCHN-20-10.0-U 20/0.89 10 0.024/0.61 115 Y
DCHN-20-15.0 20/0.89 15 0.024/0.61 16.5 Y
DCHN-20-15.0-U 20/0.89 15 0.024/0.61 16.5 Y
DCHN-20-20.0 20/0.89 20 0.024/0.61 21.5 Y
DCHN-20-20.0-U 20/0.89 20 0.024/0.61 21.5 Y
DCHN-20-25.0 20/0.89 25 0.024/0.61 26.5 N
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DCHN-20-5.0-U 20/0.89 5 0.024/0.61 6.5 Y
DCHN-20-61.5-U 20/0.89 61.5 0.024/0.61 63 N
DCHN-21-10.0 21/0.82 10 0.021/0.53 115 Y
DCHN-21-10.0-U 21/0.82 10 0.021/0.53 115 Y
DCHN-21-15.0 21/0.82 15 0.021/0.53 16.5 Y
DCHN-21-15.0-U 21/0.82 15 0.021/0.53 16.5 Y
DCHN-21-20.0 21/0.82 20 0.021/0.53 215 Y
DCHN-21-65.5-U 21/0.82 65.5 0.021/0.53 67 N
DCHN-22-10.0 22/0.71 10 0.018/0.46 12 Y
DCHN-22-10.0-U 22/0.71 10 0.018/0.46 12 Y
DCHN-22-15.0 22/0.71 15 0.018/0.46 17 Y
DCHN-22-15.0-U 22/0.71 15 0.018/0.46 17 Y
DCHN-22-20.0 22/0.71 20 0.018/0.46 22 Y
DCHN-22-20.0-U 22/0.71 20 0.018/0.46 22 Y
DCHN-22-25.0 22/0.71 25 0.018/0.46 27 N
DCHN-22-5.0 22/0.71 5 0.018/0.46 7 Y
DCHN-22-5.0-U 22/0.71 5 0.018/0.46 7 Y
DCHN-23-10.0 23/0.64 10 0.016/0.41 12 Y
DCHN-23-15.0 23/0.64 15 0.016/0.41 17 Y
DCHN-23-15.0-U 23/0.64 15 0.016/0.41 17 Y
DCHN-23-20.0 23/0.64 20 0.016/0.41 22 Y
DCHN-23-5.0-U 23/0.64 5 0.016/0.41 7 Y
DCHN-25-15.0 25/0.52 15 0.010/0.25 16.5 N
DCHN-25-15.0-U 25/0.52 15 0.010/0.25 16.5 N
DCHN-25-20.0 25/0.52 20 0.010/0.25 215 N
DCHN-25-5.0-U 25/0.52 5 0.010/0.25 6.5 N

Depth gage stop

Lengths: A - 0.056 inch/ 1.422 mm (+0.005 inch/0.127 mm); B - 0.025 inch/ 0.635 mm
(x0.005 inch/0.127 mm); C - 0.120 inch/ 3.048 mm (+0.005 inch/0.127 mm); D - 0.200 inch/
5.08 mm (x0.005 inch/0.127 mm);

Diameter: E - 0.245 inch/ 6.223 mm (+0.005 inch/0.127 mm)
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Graduated protector:
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Graduated protector
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Graduated protector length:

Order Number Protector Tolerance Protector
length, cm + % Marking
DCHN-16-5.0; DCHN-18-5.0; DCHN-18-5.0-U; 5.75 4.35 0-5

DCHN-19UT-5.0; DCHN-20-5.0-U; DCHN-22-

5.0; DCHN-22-5.0-U; DCHN-23-5.0-U; DCHN-25-

5.0-U

DCfiN-18-10.0; DCHN-18-10.0-U; DCHN-19UT- 10.75 2.32 0-10
10.0; DCHN-20-10.0; DCIfN-20-10.0-U; DCHN-

21-10.0; DCHN-21-10.0-U; DCHN-22-10.0;

DCHN-22-10.0-U; DCffN-23-10.0

DCHN-18-15.0; DCHN-18-15.0-U; DCHN-19UT- 16.0 3.13 0-15
15.0; DCHN-20-15.0; DCHN-20-15.0-U; DCHN-

21-15.0; DCHN-21-15.0-U; DCHN-22-15.0;

DCHN-22-15.0-U; DCHN-23-15.0; DCHN-23-

15.0-U; DCHN-25-15.0; DCHN-25-15.0-U

DCHN-18-20.0; DCHN-18-20.0-U; DCHN-19UT- 21.0 2.38 0-20
20.0; DCHN-20-20.0; DCHN-20-20.0-U; DCHN-

21-20.0; DCHN-22-20.0; DCHN-22-20.0-U;

DCHN-23-20.0; DCHN-25-20.0;

Text height of stamp is 1.5 mm.

Hand-built assembly hub for DCHN-16-5.0; DCHN-25-15.0; DCHN-25-20.0; DCHN-25-
5.0-U; DCHN-25-15.0-U.

Length: B - 0.865 inclx/22 mm (£0.010 inch/0.254 mm);

Irmer diameter: A - 0.067 inch/1.7 mm (x0.005 inch/0.127 mm) - DCHN-16-5.0; 0.023
inch/ 0.58 mm (£0.005 inch/0.127 mm) - DCHN-24-10.0 [15.0, 20.0]; 0.021 inch / 0.53 mm
(£0.005 inch/0.127 mm) - DCLIN-25-5.0 [10.0, 15.0, 20.0];

Outer diameters: C - 0.150 inch/ 3.81 mm (+0.001 inch/0.025 mm); D - 0.170 inch/ 4.3 mm
(£0.005 inch/0.127 mm); E - 0.280 inch/ 7.1 mm (£0.005 inch/0.127 mm)
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Premolded hub (for the following needles):

DCbfN-18-5.0; DCHN-18-10.0; DCHN-18-15.0; DCHN-18-20.0; DCHN-18-5.0-U; DCHN-
18-10.0-U; DCHN-18-15.0-U; DCHN-18-20.0-U; DCHN-18-25.0-U;

DCHN-20-10.0; DCHN-20-15.0; DCIfN-20-20.0; DCHN-20-25.0; DCHN-20-5.0-U;
DCHN-20-10.0-U; DCHN-20-15.0-U; DCHN-20-20.0-U

DCHN-19UT-5.0; DCbfN-19UT-10.0; DCHN-19UT-15.0; DCbfN-19UT-20.0

DCHN-21-10.0; DCHN-21-15.0; DCHN-21-20.0; DCbfN-21-10.0-U; DCHN-21-15.0-U;
DCHN-21-65.5-U

Lengths: A - 0.312 inch/ 7.9 mm (£0.005 inch/0.127 mm); B - 0.296 inch/ 7.5 mm (x0.005
inch/0.127 mm); F- 0.801 inch/ 20.3 mm (£0.005 inch/0.127 mm);

Inner diameter: C - 0.041 inch/ 1.04 mm (+0.005 inch/0.127 mm);

Outer diameters: D - 0.151 inch/ 3.8 mm (£0.001 inch/0.025 mm); E - 0.170 inch/ 4.3 mm
(x0.001 inch/0.025 mm)

Premolded hub for the following needles:

DCffN-22-5.0; DCHN-22-10.0; DCHN-22-15.0; DCHN-22-20.0; DCFIN-22-25.0;
DCIfN-23-10.0; DCHN-23-15.0; DCbfN-23-20.0; DCHN-22-5.0-U; DCHN-22-10.0-U;
DCHN-22-15.0-U; DCHN-22-20.0-U; DCHN-23-5.0-U; DCbfN-23-15.0-U

Lengths: A - 0.470 inch/ 12 mm (+0.005 inch/0.127 mm); F- 0.975 inch/ 24.8 mm (+0.005
inch/0.127 mm);
Inner diameter: B- 0.115 inch/ 2.92 mm (x0.005 inch/0.127 mm);
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Outer diameters: C - 0.170 inch/ 4.3 mm (+0.001 inch/0.025 mm); D - 0.207 inch/ 5.3 mm
(£0.001 inch/0.025 mm)

The purpose of the echo tipping is to enhance visualization under ultrasound using the
dimpling along the distal portion of the needle. The intervals between the dimples are not
critical to achieve this. The critical parameters are the dimple depth and the overall length of
the dimpling (5 £ 1 mm).

EchoTip

>mm (i 1mm)

0QOO0GC'0O00DCCKT.

3 ) BRHBEEBACe

DIMPLES -%S 5T JT Hetl Of

Product Catalogue Number Dimples size, mm
DCTIN-18-5.0-U; DCHN-18-10.0-U; DCHN-I 8-15.0-U; 0.13 (%0.02 mm)
DCTIN-18-20.0-U; DCHN-18-25.0-U

DCHN-20-5.0-U; DCHN-20-10.0-U; DCIfN-20-15.0-U; 0.10 (x0.02 mm)

DCHN-20-20.0-U
DCHN-21-10.0-U; DCHN-21-15.0-U; DCHN-21-65.5-U 0.10 (%£0.02 mm)

DCHN-22-5.0-U; DCHN-22-10.0-U; DCHN-22-15.0-U; 0.10 (x0.02 mm)
DCHN-22-20.0-U

DCHN-23-5.0-U; DCHN-23-15.0-U 0.10 (+0.02 mm)
DCHN-25-5.0-U; DCHN-25-15.0-U 0.10 (x0.02 mm)

Needle characteristics:

Inner diameter of needles:

DCHN-16-XX - 1.100 mm;

DCHN-I8-xx; DCITN-18-xx-U - 0.790 mm;
DCITN-19UT-XX - 0.648 mm;

DCHN-20-.ux; DCHN-20-xx-U - 0.560 mm;
DCHN-21-xx; DCHN-21-xx-U - 0.490 mm;
DCIIN-22-xx; DCHN-22-xx-U - 0.390 mm;
DCHN-23-xx; DCHN-23-xx-U - 0.317 mm;
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DCHN-25-xx; DCHN-25-xx-U - 0.232 mm.
Hardness: 51-58 HRC

Break force; Stable after 20 bending cycles in both directions at an angle of 25° with a
frequency of 0.5 Hz.

Characteristics of stylet:
Break force: no less than 35N

Elfective length:

DCHN-xx-5.0; DCHN-XX-5.0-U; DCHN-xxUT-5.0 -5.0 cm.
DCHN-xx-10.0; DCHN-xx-10.0-U; DCHN-xxUT-10.0 - 10.0 cm.
DCHN-x.x-65.5-U -65.5 cm.

DCHN-xx-15.0; DCHN-xx-15.0-U; DCHN-xxUT-15.0 - 15.0 cm
DCHN-xx-20.0; DCHN-xx-20.0-U; DCHN-xxUT-20.0 - 20.0 cm.
DCHN-xx-25.0; DCHN-xx-25.0-U - 25.0 cm.

Inner diameter - NOT APPLICABLE

INTENDED USEANDICATION FOR USE.

Turner Biopsy Needle - is intended for use for aspiration biopsy. Intended for one-time use.

Disposable Echotip Lancet Needle - is used for transabdominal access and aspiration of

fluids. Intended for one-time use.

Franseen Lung Biopsy Needle - is intended for use for the biopsy of lung tissue. Intended
for one-time use.

Chiba Biopsy Needle - is intended for access and aspiration biopsy use. Intended for one-
time use.

CONTRAINDICATIONS

Coagulopathy (bleeding disorder)
. Inflammation at or around the injection site
3. Presence of benign and/or malignant tumors at or near injection site, which are not
targeted during the biopsy procedure, puncture or injury to these can result in
complications ( abscess, hemorrhage, the spread of malignant tumors).
If biopsy is contraindicated in the management of the a patient.

e
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POTENTIAL ADVERSE EVENTS

For all needles:

* Infection

Internal bleeding and/or bleeding at the puncture site

* Puncture or injury to target organ or to a nearby organ that is traversed by
» the needle

» Damage oftissue adjacent to the needle

* Pneumothorax

* Hemoptysis

» Peritonitis

COMPLICATIONS
For all needles:

» Perforation
o Sepsis

* Pain

e Hematoma
 Hematuria

Complications oftransthoracic needle biopsy include:

* Pneumothorax

* Hemorrhage

* Needle-track seeding
e Air embolism

INSTRUCTIONS FOR USE

Echotip Disposable Turner Biopsy Turner Biopsy Needle (DTB), Disposable Echotip
Lancet Needle (J-DSN), Franseen Lung Biopsy Needle (DFBN), Chiba Biopsy Needle
tPCHNI

1. Make a small incision at the puncture site, if applicable. Usually not needed, but may be
helpful with large guide needles.

. Advance the two part needle as a unit to the location of the desired site using fluoroscopy.

. Guide the outer needle to the location of tissue to be biopsied and remove inner stylet.

. Advance the biopsy needle, remove the stylet.

. Using a syringe, draw a vacuum and advance the biopsy needle into the lesion.

. Withdraw the needle and syring with specimen.

. Remove the specimen by injecting air through the needle. If the tissue remains in the
needle, introduce the stylet back into the needle.

~N o oA W
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Graduated protector Polypropylene Ne 30070, Non-Contact
Markings: Dark Blue Ink #70750
Depth gage stop Polypropylene Ne 30040 Direct Contact

Disposable Lancet Needle EchoTip

Device component Material Patient
Contacting
Needle cannula Stainless Steel AISI 304 Direct Contact

C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1.

Needle hub Polycarbonate Ne 80020 Non-Contact
Pink: Cl Solvent Red 207

Only for J-DSN-201501; J-DSN-202501;
J-DSN-203001:

Yellow colorant:

Titanium Dioxide,

Cl Pigment Yellow 180, Cl Pigment
Yellow 191

Stylet Stainless Steel AISI 304 Direct Contact
C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1.

Stylet knob Polycarbonate Ne 80020, Indirect Contact
Pink: CI Solvent Red 207

Only for J-DSN-201501; J-DSN-202501;
J-DSN-203001:

Yellow colorant:

Titanium Dioxide,

Cl Pigment Yellow 180, Cl Pigment
Yellow 191

Franseen Lung Biopsy Needle

Device component Material Patient
Contacting
Needle hub Polycarbonate Ne 80020 Indirect Contact

DFBN-14-15,0;DFBN-14-20,0; DFBN-
16-15,0; DFBN-16-20,0; DFBN-16-20,0-
u.

Pink colorant: Cl Pigment Red 207;
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DFBN-21-15,0-U; DFBN-21-20,0-U;
DFBN-21-5,0-U

Green colorant:

Titanium Dioxide,

Cl Pigment Brown 24,

Cl Pigment Yellow 138,

Cl Pigment Green 7
Polypropylene Ne31590

DFBN-18-10.0(5.0,15.0,20.0)-(V)
Pink colorant; S-5827.

DFBN-20-5,0-U; DFBN-20-10,0-U;
DFBN-20-15,0; DFBN-20-15,0-U;

DFBN-20-20,0; DFBN-20-20,0-U;

Yellow colorant: S-4360

DFBN-22-5,0-U; DFBN-22-10,0; DFBN-

22-10,0-U; DFBN-22-15,0;DFBN-22-

15,0-U; DFBN-22-20,0; DFBN-22-20,0-U

Dark Gray colorant:

Carbon Black,

Cl Pigment Red #254,

Cl Pigment Yellow 138
Needle cannula Stainless Steel AISI 304 Direct Contact

C-Max 0,08; Cr-18 -20; Fe-66,345-74;

Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-

Max 0,03; Cu-Max L

Silicone coating: Aliphatic and isopropanol
solvents - Dow Corning MDX4-4159 Fluid
Stylet hub Polycarbonate Ne 80020 Indirect Contact
DFBN-14-15,0;DFBN-14-20,0; DFBN-
16-15,0; DFBN-16-20,0; DFBN-16-20,0-
u.
Pink colorant: Cl Pigment Red 207;

DFBN-21-15,0-U; DFBN-21-20,0-U;
DFBN-21-5,0-U

Green colorant:

Titanium Dioxide,

Cl Pigment Brown 24,

Cl Pigment Yellow 138,

Cl Pigment Green 7
Polypropylene Ne31590 Indirect Contact

DFBN-18-10.0(5.0,15.0,20.0)-(U)
Pink colorant; S-5827.
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Stylet

Graduated protector

Depth gage stop

Chiba Biopsy Needle
Device component

Needle hub

DFBN-20-5,0-U; DFBN-20-10,0-U;
DFBN-20-15,0; DFBN-20-15,0-U;

DFBN-20-20,0; DFBN-20-20,0-U;

Yellow colorant: S-4360

DFBN-22-5,0-U; DFBN-22-10,0; DFBN-
22-10,0-U; DFBN-22-15,0;DFBN-22-
15,0-U; DFBN-22-20,0; DFBN-22-20,0-U
Dark Gray colorant:

Carbon Black,

Cl Pigment Red #254,

Cl Pigment Yellow 138

Stainless Steel AISI 304 Direct Contact
C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max L

Polypropylene Ne 30070, Non Contact

Markings: Dark Blue Ink #70750

Polypropylene Ne 30040 Direct Contact

Material Patient
Contacting

Polycarbonate Ne 80020 Indirect Contact

DCHN-21-65.5-U

Green colorant; Titanium Dioxide, ClI
Pigment Brown 24, Cl Pigment Yellow
138, Cl Pigment Green 7

DCHN-16-5.0; DCHN-25-5.0-U; DCHN-
25-15.0; DCIIN-25-15.0-U, DCHN-25-
20.0;

White colorant:

Titanium Dioxide,

Cl Pigment Yellow 162,
Cl Pigment Green 17,
Carbon Black

Polypropylene Ne 31590

DCHN-18-5.0; DCHN-18-10.0; DCHN-
18-15.0; DCHN-18-20.0;
DCHN-18-5.0-U; DCHN-18-10.0-U;
DCHN-18-15.0-U; DCHN-18-20.0-U;
DCHN-18-25.0-U.

Pink colorant: S-5827;
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Needle cannula

Stylet knob

DCHN-22-5.0; DCHN-22-10.0; DCHN-

22- 15.0; DCHN-22-20.0; DCHN-22-25.0;

DCHN-22-5.0-U; DCHN-22-10.0-U;
DCHN-22-15.0-U; DCHN-22-20.0-U;

Dark gray colorant: Cl Pigment Red
Ne254, Cl Pigment Yellow 138.

DCHN-20-5.0-U; DCHN-20-10.0-U;
DCHN-20-15.0-U; DCHN-20-20.0-U;
DCHN-20-10.0; DCHN-20-15.0; DCHN-
20- 20.0; DCHN-20-25.0;

Yellow colorant: S-4360
DCHN-19UT-5.0; DCHN-19UT-10.0;
DCHN-19UT-15.0;-DCHN-19UT-20.0.

Dark brown colorant: P/P S-91519, PR-
183

DCHN-21-10.0; DCHN-21-15.0; DCHN-

21- 20.0; DChdN-21-10.0-U; DCHN-21-

15.0- U,

Green colorant; P/P S6655, PR-116

DCHN-23-10.0; DCHN-23-15.0; DCHN-
23- 20.0; DCHN-23-5.0-U; DCI3N-23-

15.0- U. Turquoise colorant: S-6733 GPPP

Stainless Steel AISI 304

C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1.

Silicone coating: Aliphatic and isopropanol
solvents - Dow Corning MDX4-4159 Fluid
Polycarbonate Ne 80020

DCHN-21-65.5-U

Green colorant: Titanium Dioxide, ClI
Pigment Brown 24, Cl Pigment Yellow
138, Cl Pigment Green 7

DCHN-16-5.0; DCHN-25-5.0-U; DCHN-
25-15.0; DCHN-25-15.0-U, DCHN-25-
20.0;
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Stylet

White colorant:

Titanium Dioxide,

Cl Pigment Yellow 162,
Cl Pigment Green 17,
Carbon Black

Polypropylene Ne 31590

DCHN-18-5.0; DCHN-18-10.0; DCHN-
18-15.0; DCHN-18-20.0;
DCHN-18-5.0-U; DCHN-18-10.0-U,
DCHN-18-15.0-U; DCHN-18-20.0-U;
DCHN-18-25.0-U.

Pink colorant: S-5827;

DCHN-22-5.0; DCHN-22-10.0; DCIdN-
22-15.0; DCHN-22-20.0; DCHN-22-25.0;
DCDbIN-22-5.0-U; DCHN-22-10.0-U;
DCHN-22-15.0-U; DCHN-22-20.0-U,

Dark gray colorant: Cl Pigment Red
Ne254, Cl Pigment Yellow 138.

DCT1N-20-5.0-U; DCHN-20-10.0-U;
DCHN-20-15.0-U; DCHN-20-20.0-U;
DCbbN-20-10.0; DCHN-20-15.0; DCHN-
20-20.0; DCHN-20-25.0;

Yellow colorant: S-4360

DCHN-19UT-5.0; DCHN-19UT-10.0;
DCHN-19UT-15.0;-DCHN-19UT-20.0.
Dark brown colorant: P/P S-91519, PR-
183

DCHN-21-10.0; DCHN-21-15.0; DChbN-
21-20.0; DCHN-21-10.0-U; DCHN-21-
15.0-U;

Green colorant: P/P S6655, PR-116

DCHN-23-10.0; DCHN-23-15.0; DCHN-
23-20.0; DCHN-23-5.0-U; DCHN-23-
15.0-U. Turquoise colorant: S-6733 GPPP
Stainless Steel AISI 304

C-Max 0,08; Cr-18- 20; Fe-66,345-74;
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Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1.

Graduated protector Pol)dropylene Ne 30070, Non Contact
Markings: Dark Blue Ink #70750
Depth gage stop Polypropylene Ne 30040, clear Direct Contact

PERFORMANCE CHARACTERISTICS

Biopsy Needles are stable under vibration loads in the range 10-55 Hz, amplitude
displacement of 0.15 mm.

Biopsy Needles , 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.

Biopsy Needles are stable at temperatures in the range o f+10 to + 40 ° C, relative humidity -
80% at + 25 ° C.

Biopsy Needles , 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).

Biopsy Needles are stable under sudden changes in temperature.

BIOCOMPATIBILITY TESTING

Product Test

Turner Biopsy Needle Cytotoxicity
Disposable Lancet Needle EchoTip
Franseen Lung Biopsy Needle

Sensitization
Irritation/Intracutaneous

Acute toxicity
Hemocompatibility

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.
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All of Cook facilities are also certified to ISO 13485 (2003/2012) Quality Management
System.

WARRANTY

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.

Turner Biopsy Needle has a 3 (three) year shelf-life
Disposable EchoTip Lancet Needle has a 3 (three) year shelf-life
Franseen Lung Biopsy Needle has a 5 (five) year shelf-life

Chiba Biopsy Needle has a 5 (five) year shelf-life
STERILZATION DETAILS

Biopsy Needles with accessories 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

These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.

USAGE CONDITIONS
Biopsy Needles with accessories are used in the patient care medical institutions.

TRANSPORTATION RULES

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

Biopsy Needles 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.

Order number Height Width (cm) Weight (9)
Tolerance +10% +10% +10%
DCHN-16-5.0 34.29 8.89 8.618
DCHN-18-10.0 34 8.8 8.6
DCbfN-18-10.0-U 34 9 8.6
DCHN-18-15.0 34.1 8.9 9.4
DCHN-18-15.0-U 34.2 8.9 9.6
DCHN-18-20.0 34 8.8 10.1
DCHN-18-20.0-U 314 8.8 9.7
DCHN-18-25.0-U 45.8 10.2 13.6
DCHN-18-5.0 22.4 12.6 7.4
DCHN-18-5.0-U 22.86 12.7 7.257
DCHN-19UT-10.0 34.1 8.8 8.4
DCHN-19UT-15.0 34.3 8.8 8.8
DCHN-19UT-20.0 34 8.8 8.2
DCHN-19UT-5.0 22.86 12.7 8
DCHN-20-10.0 34.2 8.8 8
DCHN-20-10.0-U 34.2 8.8 8
DCIiN-20-15.0 34.2 8.8 8.6
DCHN-20-15.0-U 34 8.8 8.6
DCHN-20-20.0 34.1 8.8 8.8
DCHN-20-20.0-U 34.1 8.8 8.9
DCHN-20-25.0 45.8 10.2 12
DCHN-20-5.0-U 23 125 6.8
DCHN-21-10.0 34.1 8.8 7.8
DCHN-21-10.0-U 34 9 8
DCHN-21-15.0 34.2 8.8 8.6
DCHN-21-15.0-U 34.2 8.9 8.4
DCHN-21-20.0 34.2 8.8 8.6
DCHN-21-65.5-U 80.8 10.1 22
DCHN-22-10.0 34.1 8.9 8.2
DCHN-22-10.0-U 34.4 8.9 8
DCHN-22-15.0 34.2 8.8 8.4
DCIfN-22-15.0-U 34.2 8.8 8.8
DCHN-22-20.0 34.3 8.9 8.8
DCHN-22-20.0-U 34.1 8.8 8.9
DCHN-22-25.0 45.6 10.1 11.8
DCHN-22-5.0 22.6 12.6 6.8
DCHN-22-5.0-U 22.6 12.8 7
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DCHN-23-10.0 34 8.8 7.8

DCHN-23-15.0 34.3 8.9 8.4
DCHN-23-15.0-U 34.29 8.89 9.072
DCHN-23-20.0 34.1 8.9 8.6
DCHN-23-5.0-U 22.6 12.6 71
DCbiN-25-15.0 34.2 8.8 8.3
DCHN-25-15.0-U 34.29 8.89 9.072
DCHN-25-20.0 34.2 8.9 8.6
DCHN-25-5.0-U 34.29 8.89 6.804
DFBN-14-15.0 34.29 8.89 14.061
DFBN-14-20.0 34.2 8.8 13.2
DFBN-16-15.0 34 9 10.2
DFBN-16-20.0 34 9 114
DFBN-16-20.0-U 34.29 8.89 9.072
DFBN-18-10.0 34.29 8.89 8.4
DFBN-18-10.0-U 34.29 8.89 9.072
DFBN-18-15.0 34.2 8.8 9.3
DFBN-18-15.0-U 34.1 8.8 9.4
DFBN-18-20.0 34.2 8.9 13.6
DFBN-18-5.0-U 34.29 8.89 14.061
DFBN-20-10.0-U 34.29 8.89 7.711
DFBN-20-15.0 34.2 10.1 8.4
DFBN-20-15.0-U 34.5 9 8.5
DFBN-20-20.0 34.2 8.8 8.9
DFBN-20-20.0-U 34.29 8.89 8.618
DFBN-20-5.0-U 34.29 8.89 9.072
DFBN-21-15.0-U 34.29 8.89 8.618
DFBN-21-20.0-U 34.29 8.89 8.618
DFBN-21-5.0-U 34.29 8.89 9.072
DFBN-22-10.0 34.3 8.8 7.8
DFBN-22-10.0-U 34.29 8.89 8.618
DFBN-22-15.0 34.2 8.8 8.3
DFBN-22-15.0-U 34 8.8 8.6
DFBN-22-20.0 34.2 8.8 8.8
DFBN-22-20.0-U 34.29 8.89 9.072
DFBN-22-5.0-U 34.29 8.89 9.072
DTB-18-10.0 34 8.8 8.6
DTB-18-15.0 34 8.8 9.3
DTB-18-20.0 34 8.8 10
DTB-20-10.0 34 8.8 8
DTB-20-20.0 34 8.8 9
DTB-22-10.0 34.2 8.8 8
DTB-22-15.0 34.1 8.9 8.4
DTB-22-20.0 34 9 8.8
DTB-22-5.0 34.2 8.3 8.2
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J-DSN-163001 50.8 7.6 16

J-DSN-173001 50.8 7.6 154
J-DSN-173301 50.8 7.6 15.7
J-DSN-182801 45.7 7.6 15.7
J-DSN-181501 7.5 40.5 114
J-DSN-201501 7.5 41 10
J-DSN-202501 7.7 45.7 n
J-DSN-203001 7.7 55.5 14
J-DCN-173501 7.6 55.9 14
LABELING

Biopsy Needles 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.

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 of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Keep dry”

- marking for “Keep away from sunlight”
- shelf life

Product Label

Disposable Echotip
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|
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[Chiba Biopsy Needle
Chibs Biopsy Needle
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Turner Biopsy Needle
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ANSPORTATION RULES

isportation shall account for the type of transportation employed, the destination, the
Wbr used for transportation and an estimation of the frequency and harshness of any
idingrequired during transportation.

DISPCSAL RULES

[Upmcompletion of procedure, the devices are to be disposed of as per institutional
ljuidelines 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.

pu tt'd

Regulatory Affairs Specialist Date

coos KIEDffiAL EUROPE LTD.
O’VMaNoran Road,
Madoivai 'fecrn.ojogy "a-'C
Ldrwisicd, hSiaikd.

Co37?pany Reglstpadon Ko.
VAT Rsgistrawon K3. G7/&234K

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



MepeBOA C aHrNIACKOTO A3blKa Ha PYCCKUIA A3bIK

Haiin Lnn
My6nnyHbIA HOTapuyc

OnA MPEABABNEHNA MO TPEBEOBAHUIO, A, Havn Lun, ny6anMyHbIi HOTapuyc,
[O0/DKHBIM 06pa30oM YNOSTHOMOYEHHbIA 1 NPUCATHYBLUWIA, Beaylumii gena no agpecy: 6/7
FnentBopc Cr., 1. JIumepuk, Pecnybnuka Npnangus, HACTOALWMM NOATBEPXXJALO,
YTO 51 O3HAKOMW/ICA C cepTudomkaTaMmn, KOTOpble BPEMSA OT BpPeMeEHN BbinyckatoTca Cook
Medical Europe, 1 4TO KONUsi NPUKPEN/IEHHOIO AOKYMEHTA, a UMEHHO WHCTPYKUMENR Mo
MPUMEHEHUIO A/19 UIT BUOMCUIAHBIX, KOTOpOoe A MOANMCasl U CKpenua neyatbio MOEero
odomca, ABNSIETCS TOYHOI M NOMHOM (POTOKOMNUEN OpurMHana, M 4To OpurnHasl, KOTopblIi
6bl1 NpeficTaB/EH MHE Ha PacCMOTPEHME, SBNSAETCA NOA/IMHHBIM.

TAKXXE A MOATBEPXOAKD no 3anpocy, 4yto Cook Ireland Limited nmeeT mecTto
BefeHna 6usHeca no agpecy: O'XannopaH Poya, HawHn TekHonomkn Mapk, B ropoae
Numepuk, WpnaHausa, onsi COOTBETCTBYIOLLMX KOMMETEHTHbIX OpraHoB B PoccuiAcKoit
defepaumn 1 s BCEX, KOr0 3TO MOXET KacaTtbCsl.

B NOATBEPXAEHWME YEIO a ctaBnto 34ecb CBOK noanuck 1 MNevats moero Odomca.

Hann Wun (Mognuch) [ata: 2 oktabps 2017 r.
My6nYHbIA HOTapuyc

/Mognuce/

LLTamn:

HAN LW, ny6anyHbiiA HoTapuyc
6/7 nentBopc Cr., 1. JIumepuk

OTTUCKHaA neyaTb HoTapuyca
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AMNOCTUNb
(Taarckass KoHBeHuuA ot 5 oktsa6psa 1961 roga)

1 CrpaHa: NPNAHONA

[aHHbIA  Ny6NNYHBIA OKYMEHT
2 6bIn nognucaH: HAUN WA

3 BbICTyNaloLLMM B Ka4yecTBe: Ny6/NYHOro HoTapuyca
4 nevyaTb:-----

3aBepeHo
5 B T. Kopk

6 03.10.2017

7 JenaptameHTOM VHOCTpaHHbIX Jen v Toprosnu
8 3a Homepom: Ne2478352017

9 T[levatb: AenapTamMeHT NHOCTpaHHbIX Jen

10 Moanucek: (nognuck)

HacTosawwmii anocTunb NoATBEPXAAaeT TOMbKO MOA/VMHHOCTbL MOAMUCU U OMKHOCTb N1Mua, nognucaBllero
Ny6/NYHbIA JOKYMEHT, U, rae BO3MOXHO, MOA/IMHHOCTbL NneyaTu Win wramna Ha ny6inyHoOM AOKYMEHTe.
HacTosawmMM anocTuib He NOATBEPXAAaeT COoAepXXaHUs AOKYMEHTAa, AN KOTOPOro oH 6bin BbinyweH. Ans
MPOBEPKN BbiMyCKa HacCTOSAWEro anocTuas cM. www.authentications.dfat.ie

Homep c6oky: 183981
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IMepeBog, C aHrINIACKOr6 A3blKa Ha PYCCKMIA A3bIK
Ha ¢mpmenHom 6naHke COOK MEDICAL

COOK MEDICAL EUROPE LTD. \ KYK MEOVKAN HOPOM NTA.
O’XannopaH Poyga,
HawHn TekHonomxu Mapk
JNlumepuk, NpnaHauns
PervcTpaunoHHbIli HoMep KoMnaHumn: 492272
PerncTpaunoHHbiii Homep HAC: 9776234K

LWramn: Haiinn Wwun. My6nuyHbini HoTapuyc. 6/7 TneHTeBopc CT., JIuMepuk.
02-10-2017
MeyaTb C OTTUCKOM

MHCTPYKLMS MO UCMONb30BaHUIO.
Nrnbl 6BuoncuiiHble.

HA3HAYEHWE
Ncnonb3yeTca ANns yaaneHUs XUAKOCTU M3 MONOCTW Tena WAW AN MONyveHust GUNCUIAHOrOo
o6paslia naymeHTa nyTem acnupauum (06patuTtech K Le/IeBOMY Ha3HAYEHUIO B UHCTPYKLMMK ANs

YTOYHEHUSA).

OMMCAHWNE N3OENUNA

Tabnuua nepeBofHbIX Mep

MapameTp OKBUBANIEHT
1Fr 1/3 mm
1 atonm 25,4 MM

TEXHNYECKWME XAPAKTEPNCTUKN:

CoefmnHeHMe KOHLA UMbl C KaHKONE He LO/MKHO N0MaTbCA NPY MUHMMa/IbHOM BO3AENCTBMM Ha
KOHeL, UMbl U KaHKAN Npu Ux pasbefuHeHun, cuia Kotoporo pasHa 40 H. Ynpyroctb: nocne
npumeHeHus cunsl B 10,0 H, MakcMmanbHOe OTK/I0HEHME MOXeT cocTasnaTh 0,45 mm.

MPAMONMHEAHOCTb: OTK/IOHEHME OT KaHK/M U KOHLUA Wbl He AO/KHO npeBbiwatb 0,2 M.
MakcumanbHoe [LOMYCTUMOe OTK/IOHEHME OT OCU KOHUAa WUrnbl MOXeT cocTtaBndte 3°. Korga
KOHEL, WrAbl W30THYT Ha pacctoaHuu 17,5 MM, WUrAbl He [O/MKHbI Jfiomatbca. Paguyc
npuTynaeHns paboyeli YacT¥ MHCTPYMEHTOB He A0/KeH npesbiwarb 0,03 mm. LLlepoxoBatocTb
NMOBEPXHOCTKN cocTaBniseT He 6onee yem 0,16 MKM.

MorpewHoctn urn: 14 G /2,05 mm (£0,1mm); 16 G /1,65 mm (2£0,4mm); 17 G /1,46 mm
(£0,05mm); 18 G /1,25 mm (£0,05mm); 19 G /1,07 mm (£0,03mMm); 20 G /0,89 mm (£0,03mm); 21
G /0,82 mm (£0,01mm); 22 G /0.71 mm (£0,02mm); 23 G /0.64 mm (£0,03mm); 25 G /0.52 mMm
(£0,01mm).

Mrna co ctunetom Turner Biopsy Needle
(DTB-18-10,0; DTB-18-15,0; DTB-18-20,0; DTB-20-10,0; DTB-20-20,0; DTB-22-5,0; DTB-
22-10,0; DTB-22-15,0; DTB-22-20,0)

Crpanuua 1 un3 31
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Wrna Turner Biopsy Needle ucnonb3yetca fns acnupaumoHHoOR 6uoncumn. Wrna Turner gns
ouorcum coCTOUT U3 UMbl U CTUNEeTA. YTON 3aTOYKWN KaHIONW UMbl - 45 a AUCTanbHbI KOHel,
COOTBETCTBEHHOrO CTU/IeTa COBMajaeT C TpoakapHbIM KOHLOM. ["pagyvpoBaHHbI NPOTeKTOp, WU
orpaHuunTeNb rNy6MHbI, KOTOPbIA MCNOMb3yeTca A8 M3MepeHus rny6buHbl Ha KOTOpPYH urna
BXOAMT B TeNlo, AN TOro 4To6bl NPefoTBPaTUTL MPOLABMXKEHME UMbl 60/bLIe YeM Ha 3aflaHHYHO
rny6uHy, npefocTaBngeTcA BMecTe ¢ urnamu Turner gna 6uoncmn. 3T M3Lennsa nocTaBnsoTCA
C NpeaBapuTeNbHO YCTAHOB/IEHHOW BTY/KOWA.

> ,

DTB-20-10.0

[aHHbIl TN UrN MMEEeT CUIMKOHOBOE MOKPbLITUE, KOTOPOE HAaHOCUTCA Ha UrNYy Ha AUCTaNbHbIN
KOHeL, Ha paccTossHumM 5 cm (£10%) ana urnel DTB-22-5,0; 10 cm (£10%) ans urn DTB-18-10,0;
DTB-20-10,0; DTB-22-10,0; 15 cm (*x10%) gna wrn DTB-18-15,0; DTB-22-15,0 n 20 cm
(x10%) gns urn DTB-18-20,0; DTB-20-20,0; DTB-22-20,0.

BTynka ctunera:

Onvubl: A - 0.231gwoima/ 5, 87 mm (£0.010at01imal/0.254mm); B - 0,315 arwoiima/8,001mm
(0,003 paroinmal0,076mm); C - 0,250 ptorimal/6,35 mm (£0,005 aroiimal/0,127mm); D - 0,187
plonmal/4,75 wmm (20,002 pgoimal/0,051mm); E - 0,437 pgoima/ll, 11 mm o (0,005
aoinmal/0,127mm);

Ovametpbl: F - 0.297 pgroimal/7,54 mm (20,003 alolrima/0,076mm); G - 0,040 arovimal/l,02mm
(0,002 ptoiimal/0,051mm); H - 0,150 parorima/3,81mm (+0,001 atorimal/0,025mm); | - 0,166
atonmal4,22mm (£0,003 groinmal/0,076Mm)

BTynka urnol:

CrpaHuua 2 ns 31
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OnvHbl: A - 0.801atoiimal 20,35 mm (£0,005 groinmal/0,127mm); B - 0,030 groiima/0,762mm
(0,005 atoima/0,127mm); C-0,187 proinmald, 75 mm (+0,005 atoiimal/0,127mm); D - 0,188
aroinmal4,78 mm (0,005 groiimal/0,127mm); E - 0,060 groima/l,52 mm (+0,005

atorima/0,127mm);

OunameTtpsbl: F - 0.215 groinma/5,461 mm (20,005 aroinmal/0,127mm); G - 0,150 aroiima/3,81Mm
(0,005 groimal/0,127mm); H —0,170 groinmal4,318 mm (+0,005 atoiimal/0,127mm).

o \P Ch

pafynpoBaHHbI NPOTEKTOP

FTTS5rTroT"n
f

AnvHa npoTekropa:

Homep B Katasiore npoAyKToB

OnnHa

npoTeKTopa, CM

DTB-22-5,0
DTB-18-10,0;,DTB-20-10,0;
DTB-22-10,0
DTB-18-15,0;,DTB-22-15,0
DTB-18-20,0; DTB-20-20,0;
DTB-22-20,0

5,75
10,75

16,0
21,0

- (D A

AAA > Kl

MorpeLwHoCTb
+,%
4,35
2.32

3,13
2,38

BbicoTa TeKCTa Ha rpagynmpoBaHHOM MPOTEKTOPe cocTasnfeT 1.5 mm.

Homep B Kkartanore Wrna
NPOLYKTOB
OnameTtp
G/Mm
MorpeLwwHoCTb YKas3aHo BbllLe B
TEXHUYECKUX

XapakKTepucTmkax
DTB-18-10,0 18/1,25
DTB-18-15,0 18/1,25
DTB-18-20,0 18/1,25
DTB-20-10,0 20/0,89
DTB-20-20,0 20/0,89
DTB-22-5,0 22/0.71

CtpaHuua 3 u3 31
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LAnuHa cm

+10%

10
15
20
10
20

CTtunet

Ounametp
G/mm

YKa3aHo BblLUE B
TEXHUYECKUX
XapakTepmucTukax

19/1,07
19/1,07
19/1,07
21 /0,82
21 /0,82
23/0.64

I

Mapknposka
npoTekTopa
0-5
0-10

JnuHa cm

+10%

11,5
16,5
21,5
11,5
21,5



DTB-22-10,0 22/0.71 1 10 23/0.64 12
DTB-22-15,0 22/0.71 1 15 23/0.64 17
DTB-22-20,0 22/0.71 1 20 23/0.64 22

XapaKTepuCTUKN 1rn

BHyTpeHHVe AnameTpbl TPYOKU UMN:
DTB-18-XX - 0,790 mwm;
DTB-20-XX - 0,560 mm;
DTB-22-XX - 0,390 mm.

TeepgocTb: 51-58 HRC

ConpoTtusneHune nsnomy: CoxpaHseT yCcTonunMBoCcTb nocne 20 UMKNOB crnbaHms B 060Mx
HanpasieHUsAxX nog yrnom 25° ¢ yactotoi 0,5 Iy,

XapakTepucTuka cTunera:
PaspbiBHOE ycunune: He meHee 35 H

AdpekTnBHasa gnnHa: DTB-xx-10,0-10,0 cm; DTB-xx-15,0 -15,0 cm; DTB-xx-20,0 - 20,0 cwm;
DTB-xx-5,0 - 5,0 cm.
BHyTpeHHUn guametp - HE NPUMEHWMO

Wrna co ctunetom Disposable Lancet Needle EchoTip

(J-DSN-163001; J-DSN-173001; J-DSN-173301; J-DSN-173501; J-DSN-181501; J-DSN-
182801; J-DSN-201501; J-DSN-202501; J-DSN-203001)

OpHopasoBas naHueTHas urna EchoTip ncnonb3yetcs Ang tpaHcabLoMMHaNbLHOMo goctyna u
acnupaumu. JlaHuetHaa urna EchoTip cOCTOUT U3 UMbl U CTUNETA. Y TON 3aTOUKU KaHHK/N
nrnel coctaenset 30°. CTUIET UMEET BTY/IKY, MO pa3mepam COOTBETCTBYHOLLYIO BTY/IKE UT/bI.
KoHcTpykuma urnel EchoTip ynydlwaeT ynbTpa3ByKOBYIO BMU3yanunsauuto KoHua urnel. Mrna He
nmeeT 60KOBbIX OTBEPCTUIA.

CrpaHuua 4 u3 31
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BTynka ctunera:

OnunHbl: A - 0.320at01ima/8428 mm (+£0.0104t01mal/0.254mm); B - 0,110 atolimal2,794mMm
(20,005 pgroiimal/0,127mm); C - 0,265 atoiimal6,731 mm (0,005 groiimal/0,127mm); G-0.437
atoima /11 mm (£0.0104t011Ma/0.254MMm);

BHewHune guametpsl: D - 0.156 groinmal3,962 mm (+0,005 atoiima/0,127mm); F - 0,107
Atomal/2,718 mm (+0,005 atoiima/0,127mm);

BHyTpeHHUn guameTtp E - 0,052 atoiimal/l,32 mm (+0,005 groitmal/0,127mm) - J-DSN-163001; J-
DSN-173301; J-DSN-173501; 0,040 agtoitma/ 1 mm (£0,005 atoinma/0,127mm)- J-DSN-181501; J-
DSN-182801; 0,025 atorima/ 0,64 mm (£0,005 atoiima/0,127mm) - I-DSN-201501; J-DSN-
202501; J-DSN-203001

BTynka urnbi:

OnunHel: A - 0.1004t0imal/2,54 mm (0,005 groinmal/0,127mm); B - 0,125 arolima/3,175mMm
(£0.010gt01ima/0.254mm) - J-DSN-163001; 0,100 groinmal/ 2,54 mm (0.0 KOatoiimal/0.254mm) ; E
- 0.865 pgrorima/22 mm (+0,010 atoiimal/0,254mm)

BHewHwnit anameTp: D - 0.100at01imal2,54 mm (£0,005 aroiimal/0,127mm).

BHyTpeHHUn gnameTtp C: 0,067 agroiimal/l,7 mm (0,005 aroiimal/0,127mm) - J-DSN-163001; J-
DSN-173301; J-DSN-173501; 0,051atorimal/ 1,3 mm (£0,005 groiimal/0,127mm)- J-DSN-181501;
J-DSN-182801; 0,036 atoitma/ 0,9 mm (+0,005 groiimal/0,127mm)- J-DSN-201501; J-DSN-
202501; J-DSN-203001

Crpanuua 5 un3 31
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Llenb mMcnonb3oBaHMA KOHCTpyKuum EchoTip - ynyywnTb Bu3yanusauuio MoA4 AeicTBUEM
ynbTpasByka 3a cuyeT YyrnybneHwin BAONb AWUCTaNbHOW 4acTW WUrbl. VIHTepBanbl MeXay
yrny6neHnAMN He BAUAKOT Ha AOCTVMOKEHME 3TOW uenn. Kputnuyeckumm napametpamu SBAAKOTCA

pasmep yrny6neHuin n obwas gnvHa nosepxHoctM (5 £ 1 MM), Ha KOTOPYK HaHOCATCH
yrnyo6neHus.

ECHOHP

51" uc

| 00COCOOOO0L

):ooooccoooooo
/0 886888°83%3%°

Mreoedli - YrnyBneiiHs HaxogaTcs HAL paccTosHWS
MM OT HIKHEro Koast cpesa
Homep B Katanore npogyKTos Pasmep yrny6neHui,
MM
J-DSN-163001 0.13 (x0.02 mm)
J-DSN-173001, J-DSN-173301, J-DSN-173501 0.13 (x0.02 mm)
J-DSN-181501, J-DSN-182801 0.13 (x0.02 mm)
J-DSN-201501, J-DSN-202501, J-DSN-203001 0.10 (x0.02 mm)
Howmep B KaTanore Nrna Ctunet
NPOAYKTOB
OnameTp OnnHa Onametp OnunHa

G/mm cm AoAM/MM cm

MorpewHocTb Y'Kas3aHo BblLLe B +10% +10% +10%
TEXHUYECKNX
XapaKTepucTukKax

J-DSN-163001 16/1,65 30 0.051/1.30 36
J-DSN-173001 17/1,46 30 0.045/1.14 39
J-DSN-173301 17/1,46 33 0.045/1.14 39
J-DSN-173501 17/1,46 35 0.045/1.14 39
J-DSN-181501 18/1,25 15 0.040/1.02 24
J-DSN-182801 18/1,25 28 0.040/1.02 37
J-DSN-201501 20/0,89 15 0.024/0.61 24
J-DSN-202501 20/0,89 25 0.024/0.61 39
J-DSN-203001 20/0,89 30 0.024/0.61 39

CtpaHuua 6 u3 31
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XapaKTePUCTUKN U

BHyTpeHHUWe gnameTpbl TPYOKN UTbI:

J-DSN-16XXXX - 1,100 mMm; J-DSN-17xxxx - 0,950 mm; J-DSN-18xxxx - 0,790 mm; J-DSN-
20xxxx - 0,560 mm.

TeepgocTb: 51-58 HRC

ConpotusneHune nsnomy: CoxpaHsieT ycTonuMBOCTb nocne 20 LUKIOB CrmbaHmsa B 0601x
HanpasneHnsAx nog yrnom 25° ¢ yactortoi 0,5 Iy,

XapakTepucTuka ctunera:
Pa3pbiBHOE ycunne: He meHee 35 H

dhdekTnBHaa gnnHa: J-DSN-xxI5xx -15 cm, J-DSN-xx25xx-25 cM, J-DSN-xx30xx-30 cM,
J-DSN-xx33xx-33 cM, J-DSN-xx35xx-35 cMm, J-DSN-xx28xx - 28 cm

BHyTpeHHUn gnametp - HE MIPUMEHNMO

Mrna co ctunetom Franseen Lung Biopsy Needle

(DFBN-14-15,0;DFBN-14-20,0; DFBN-16-15,0; DFBN-16-20,0; DFBN-16-20,0-U; DFBN-
18-5,0-U; DFBN-18-10,0; DFBN-18-10,0-U; DFBN-18-15,0; DFBN-18-15,0-U; DFBN-18-
20,0; DFBN-20-5,0-U; DFBN-20-10,0-U; DFBN-20-15,0;, DFBN-20-15,0-U; DFBN-20-20,0;
DFBN-20-20,0-U; DFBN-21-15,0-U; DFBN-21-20,0-U; DFBN-21-5,0-U; DFBN-22-5,0-U;

DFBN-22-10,0; DFBN-22-10,0-U; DFBN-22-15,0; DFBN-22-15,0-U; DFBN-22-20,0; DFBN-

22-20,0-U)
An =
&
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Wrna Franseen ncnonb3yetcs Ans 6MONCUM NeroYHon TKaHW, e0CTOUT U3 TpexrpaHHoW UMbl U
ctuneta. KoHCTpykuus urnsl EchoTip o6neryaer Busyanusaumio KOHLA WrNbl BO Bpems
YyNbTPa3ByKOBbIX MaHunynsuuii. Bee wurnbl, kpome urn DFBN-14-15.0 u DFBN-14-20.0,

MOCTaBNAOTCS C YUKCATOPOM M FpafyrpoBaHHbIM NPOTEKTOPOM .

MpeaBapuTenbHO cobpaHHas BTynka ana DFBN-18-5,0-U; DFBN-18-10,0; DFBN-18-10,0-U;
DFBN-18-15,0; DFBN-18-15,0-U; DFBN-18-20,0; DFBN-20-5,0-U; DFBN-20-10,0-U; DFBN-
20-15,0; DFBN-20-15,0-U; DFBN-20-20,0; DFBN-20-20,0-U
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OwHa: A - 0.312 aroiimal/ 7.9 mm (0,005 arorima/0,127mm); B - 0.296 arorima/ 7.5 mm (0,005
Atorima/0,127vm); F- 0.801 groiimal 20.3 mm (0,005 groinmal/0,127mm);

BHyTpeHHuii anameTp: C - 0.041 atoitma/ 1.04 mm (20,005 aroiima/0,127mMm);

BHewHuii gnameTtp: D - 0.151 atoiima/ 3.8 mm (£0,001 arorima/0,025mm); E - 0.170 arorimal 4.3
wmMm (£0,001 atoitmal/0,025mm)

MpegBapuTensHo cobpaHHas BTynka gns DFBN-22-5,0-U; DFBN-22-10,0; DFBN-22-10,0-U;
DFBN-22-15,0; DFBN-22-15,0-U; DFBN-22-20,0;, DFBN-22-20,0-U:

OnunHa: A - 0.470 groiim/12 mm (£0,005 atoiimal/0,127mm); F- 0.975 groinmal/ 24.8 mm (+0,005
Atoimal/0,127mm);

BHyTpeHHMIi gnameTtp B- 0.115 awoiima/ 2.92 mm (20,005 groinmal/0,127mm);

BHewHwnit anameTp: C - 0.170 aroima/ 4.3 mm (£0,001 atoinma/0,025mm); D - 0.207 aroiima/ 5.3
MM (0,001 groinma/0,025mm).

BTynka ansa py4Hoii céopkun gns DFBN-14-15,0; DFBN-14-20,0; DFBN-16-15,0; DFBN-16-
20,0; DFBN-16-20,0-U; DFBN-21-15,0-U; DFBN-21-20,0-U; DFBN-21-5,0-U

OnuHa: B - 0.865 grolima/22 mm (£0.0KOatolimal/0.254mm);

BHyTpeHHUn gnametp A: 0.083 groiimal/2,1 mm (0,001 groinmal/0,025mm)- DFBN-14-15,0;
DFBN-14-20; 0.067 gtoinm/1.7 mm (£0,0005 atoiima/ 0,01 mm)- DFBN-16-15,0; DFBN-16-
20,0; DFBN-16-20,0-U; 0.033 atoiim/ 0.84 mm (+0,0005 gtoiima/ 0,01 mm)- DFBN-21-15,0-U;
DFBN-21-20,0-U; DFBN-21-5,0-U

BHewHue gnametpsbl: C - 0.150 grolima/ 3.81 mm (£0,001 atoiima/0,025mm); D - 0.170 atolima/
4.3 mm (£0,005 gtorima/0,127mm); E - 0.280 groitmal/ 7.1 mm (£0,005 atoitmal/0,127mm)
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1A

[nvHa npoTtekTopa,;
Homep B KaTanore npogyKToB

DFBN-18-5,0-U; DFBN-20-5,0-U;
DFBN-21-5,0-U; DFBN-22-5,0-U;
DFBN-18-10,0; DFBN-18-10,0-U;
DFBN-20-10,0-U; DFBN-22-10,0;
DFBN-22-10,0-U,

DFBN-14-15,0; DFBN-16-15,0;
DFBN-18-15,0; DFBN-18-15,0-U,
DFBN-20-15,0; DFBN-20-15,0-U;
DFBN-21-15,0-U; DFBN-22-15,0;
DFBN-22-15,0-U

DFBN-14-20,0; DFBN-16-20,0;
DFBN-16-20,0-U; DFBN-18-20,0;
DFBN-20-20,0, DFBN-20-20,0-U,
DFBN-21-20,0-U; DFBN-22-20,0;
DFBN-22-20,0-U

I» rrprtArrrrTTTT- o1 "1

“y— 5m

[laBu, upettiaepa >

OnvHa MorpewHoCTb
NpoTeKTopa, CM +.%
5,75 4,35
10,75 2.32
16,0 3,13
21,0 2,38

BbicoTa TeKCTa Ha rpagyMpoBaHHOM NPOTEKTOpPe cocTaendeT 1.5 mm.

dukcarop:

«l "1 ' «1

MapKnpoBska
npoTekTopa
0-5

0-20

OnunHbl: A - 0.056 groinmal/ 1,422 mm (£0,005 groiimal/0,127mm); B - 0.025 groiimal/ 0,635 Mm
(20,005 groiimal/0,127mm); C - 0.120 aroima/ 3,048 mm (0,005 groiimal/0,127mm); D - 0.200
atoinmal 5,08 mm (+£0,005 groiimal/0,127mm);

Ounametp: E - 0.245 groinma/ 6,223 mm (20,005 atoiimal/0,127mm).
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Llenb Mcnonb3oBaHMsA KOHCTPYKUuu EchoTip - yayywuTb Bu3yanmsauumto nof AeicTBuem
ynbTpasByka 3a cuyeT YrnybneHwin BAONb AUCTANbHOW 4acTu WrAbl. WHTepBanbl MeXAay
yrny6neHnsaMun He BAUAKOT Ha AOCTVMKEHME 3TOW Lenn. KputuyeckmMMmm napameTpammn SiBASKOTCA
pasmep yranybneHuin n obuwas anuHa nosepxHoctn (5 + 1 MM), Ha KOTOPYK HaHOCATCA

yrnyo6neHus.
ECHOUP
5»‘ HM
C

SIUA000.

Yrn~N6nekHs A YraN6.neass HixoasrcB Ka pacCTosisHH
OT HHXXMEr0 K*past cpesa
Homep B Katasnore npoayKTos Pasmep yrny6ieHui,
MM

DFBN-14-15,0, DFBN-14-20,0 0.13 (£0.02 mm)
DFBN-16-15,0, DFBN-16-20,0, DFBN-16-20,0-U 0.13 (£0.02 mm)

DFBN-18-5,0-U, DFBN-18-10,0, DFBN-18-10,0-U, DFBN-18-15,0, 0.13 (x0.02 mm)
DFBN-18-15,0-U, DFBN-18-20,0

DFBN-20-5,0-U, DFBN-20-10,0-U, DFBN-20-15,0, DFBN-20-15,0- 0.10 (*0.02 mm)
U, DFBN-20-20,0, DFBN-20-20,0-U,

DFBN-21-15,0-U, DFBN-21-20,0-U, DFBN-21-5,0-U, 0.10 (x0.02 mm)
DFBN-22-5,0-U, DFBN-22-10,0, DFBN-22-10,0-U, DFBN-22- 0.10 (x0.02 mm)
15,0, DFBN-22-15,0-U, DFBN-22-20,0, DFBN-22-20,0-U

Howmep B KaTanore Wrna Ctunet [nvHa ckoca
NpoAYyKTOB OvameTp OnuHa OnamveTp [Nnvea  AodAM/MM
G/Mm cm AoAM/MM cm
MorpewHocTb YKas3aHo BblLLe B +10% +10% +10% +10%
TEXHUYECKMX
XapaKTepucTukax
DFBN-14-15,0 14/2.05 15 0.058/1,47 16.5 0.203/5,16
DFBN-14-20,0 14/2.05 20 0.058/1,47 215 0.203/5,16
DFBN-16-15,0 16/1.65 15 0.045/1,14 16.5 0.159/4,04
DFBN-16-20,0 16/1.65 20 0.045/1,14 215 0.159/4,04
DFBN-16-20,0-U 16/1.65 20 0.045/1,14 215 0.159/4,04
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J DFBN-18-5,0-U 18/1,25
1 DFBN-18-10,0 18/1,25
1' DFBN-18-10,0-U 18/1,25
f ~ DFBN-18-15,0 18/1,25
' DFBN-18-15,0-U 18/1,25
DFBN-18-20,0 18/1,25
DFBN-20-5,0-U 20/0,89

' DFBN-20-10,0-U 20/0,89
DFBN-20-15,0 20/0,89
DFBN-20-15,0-U 20/0,89
DFBN-20-20,0 20/0,89
DFBN-20-20,0-U 20/0,89
DFBN-21-15,0-U 21/0.82
DFBN-21-20,0-U 21/0.82
DFBN-21-5,0-U 21/0.82
DFBN-22-5,0-U 22/0.71
DFBN-22-10,0 22/0.71
DFBN-22-10,0-U 22/0.71
DFBN-22-15,0 22/0.71
DFBN-22-15,0-U 22/0.71
DFBN-22-20,0 22/0.71
DFBN-22-20,0-U 22/0.71

10
10
15
15
20

10
15
15
20
20
15
20

10
10
15
15
20
20

0.030/0,76
0.030/0,76
0.030/0,76
0.030/0,76
0.030/0,76
0.022/0,56
0.022/0,56
0.022/0,56
0.022/0,56
0.022/0,56
0.022/0,56
0.022/0,56
0.019/0,48
0.019/0,48
0.019/0,48
0.015/0,38
0.015/0,38
0.015/0,38
0.015/0,38
0.015/0,38
0.015/0,38
0.015/0,38

N - KOHCTPYKLUWMA urnbl EchoTip

XapaKTepUCTUKN U

BHyTpeHHUe guameTpbl TPYOKU UMNbI:
DFBN-14-XX - 1,500 mm;

DFBN-16-xx; DFBN-16-xx-U - 1,100 mm:;
DFBN-18-xx-U;DFBN-18-xx - 0,790 mwm;
DFBN-20-XX-U; DFBN-20-xx- 0,560 mm;
DFBN-21-XX-U-0,490 mwm;
DFBN-22-XX-U; DFBN-22-XX - 0,390 mm;

TeepgocTb: 51-58 HRC

6.5
115
115
16.5
16.5
215

6.5
115
16.5
16.5
215
215

17
22

12
12
17
17
22
22

0.122/3,09
0.122/3,09
0.122/3,09
0.122/3,09
0.122/3,09
0.122/3,09
0.088/2,24
0.088/2,24
0.088/2,24
0.088/2,24
0.088/2,24
0.088/2,24
0.078/1,98
0.078/1,98
0.078/1,98
0.068/1,73
0.068/1,73
0.068/1,73
0.068/1,73
0.068/1,73
0.068/1,73
0.068/1,73

ConpoTtuneHne nanomy: CoxpaHsieT YCTOUMBOCTb nocne 20 LUKA0B CrmbaHus B 060uX

HanpaBneHuax nog yrnom 25° ¢ yactotoi 0,5 'y

XapakTepucTumka ctunera:

PaspbiBHOE ycunne: He meHee 35 H

A dpekTuBHaA gnmHa - DFBN-xx-5,0-U - 5,0 cm;

DFBN-xx-15,0; DFBN-xx-15,0-U - 15 cwm;
DFBN-xx-20,0; DFBN-xx-20,0-U

- 20,0 cm;

DFBN-xx-10,0; DFBN-xx-10,0-U -10,0 cm.
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] BHyTpeHHWIA guametp - HE MPUMEHNMO

Wrna co ctunetom Chiba Biopsy Needle

(DCHN-16-5.0; DCHN-18-5.0; DCHN-18-10.0; DCHN-18-15.0; DCHN-18-20.0; DCHN-20-
10.0; DCHN-20-15.0; DCHN-20-20.0; DOIN-20-25.0; DCHN-21-10.0; DCHN-21-15.0;
DCHN-21-20.0; DCHN-22-5.0; DCHN-22-10.0; DCHN-22-15.0; DCHN-22-20.0; DCHN-22-
25.0; DCHN-23-10.0; DCHN-23-15.0; DCHN-23-20.0; DO3N-25-15.0; DCHN-25-20.0;
DCHN-18-5.0-U; DCHN-18-10.0-U; DCHN-18-15.0-U; DCHN-18-20.0-U; DCHN-18-25.0-U,
DCHN-19UT-5.0; DCHN-19UT-10.0; DCHN-19UT-15.0; DCHN-19UT-20.0; DCHN-20-5.0-
U; DCHN-20-10.0-U; DCHN-20-15.0-U; DCHN-20-20.0-U; DCHN-21-10.0-U; DCHN-21-
15.0-U; DCHN-21-65.5-U ; DCHN-22-5.0-U; DCHN-22-10.0-U; DCHN-22-15.0-U; DCHN-22-
20.0-U; DCHN-23-5.0-U; DCHN-23-15.0-U; DCHN-25-5.0-U; DCHN-25-15.0-U)

DCEIN-18-20.0

wrwllrrWTw

& Uf.*yyy

«

DCHN-19UT-10.0
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Wcnonb3yetca ana obecrneyeHns foCTyna U acnupaymoHHoin éuoncun. Nrnsl Chiba cocToaT u3
nrnbl n ctuneta. KaHwona urnbl BoinonHeHa ¢ 30° cpe3aHHbIM NaHLETOM, a ANCTalbHbIN KOHeL,
COOTBETCTBEHHOIO CTU/IeTa OTBeYaeT cpe3y KaHionM. KoHCcTpyKuus urnel EchoTip o6neryaer
BM3yann3aLmio KOHLA UT/bl BO BPEMS Y/IbTPa3BYKOBbIX MaHUNYNALUIA. PukcaTop v
rpafyvmpoBaHHbIN NPOTEKTOP C METKaMy BXOAAT B KOMMN/EKT 60NblUNHCTBA Urn Ynba ans
6uoncumn anvHon 20 cmM unn MeHblle (YKasaHbl B TabuLe Huxke).

Howmep B KaTanore
NPOLYKTOB

MorpewHocTb

DCHN-16-5.0
DCHN-18-10.0
DCHN-18-10.0-U
DCHN-18-15.0
DCHN-18-15.0-U
DCHN-18-20.0
OCLU-18-20.0-m
DCHN-18-25.0-U
DCHN-18-5.0
DCHN-18-5.0-U
DCHN-19UT-10.0
DCHN-19UT-15.0
DCHN-19UT-20.0
DCHN-19UT-5.0
DCHN-20-10.0
HCLU-20-10.0-un
DCHN-20-15.0
DCHN-20-15.0-U
DCHN-20-20.0
DCHN-20-20.0-U
DCHN-20-25.0
DCHN-20-5.0-U
DCHN-21-10.0
DCHN-21-10.0-U
DCHN-21-15.0
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Nrna

OdnameTtp
G/mm

YKa3aHo Bbllle

B TEXHUYECKUX

XapakTepucTtu
16/1.65
18/1.25
18/1.25
18/1.25
18/1.25
18/1.25
18/1.25
18/1.25
18/1.25
18/1.25
19/1.07
19/1.07
19/1.07
19/1.07
20/0.89
20/0.89
20/0.89
20/0.89
20/0.89
20/0.89
20/0.89
20/0.89
21/0.82
21/0.82
21/0.82
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OnvHa
c™

+10%

10
10
15
15
20
20
25

10
15
20

10
10
15
15
20
20
25

10
10
15

Ctuner
Onametp LAnunHa cm
AAM/MM

+10% +10%
0.051/1,29 6.5
0.040/1,02 115
0.040/1,02 115
0.040/1,02 16.5
0.040/1,02 16.5
0.040/1,02 21.5
0.040/1,02 215
0.040/1,02 26.5
0.040/1,02 6.5
0.040/1,02 6.5
0.037/0,94 115
0.037/0,94 16.5
0.037/0,94 21.5
0.037/0,94 6.5
0.024/0,61 115
0.024/0,61 115
0.024/0,61 16.5
0.024/0,61 16.5
0.024/0,61 215
0.024/0,61 215
0.024/0,61 26.5
0.024/0,61 6.5
0.021/0,53 11.5
0.021/0,53 11.5
0.021/0,53 16.5

®ukcatop/

rpagyvposa
HbllA

NpoTeKTOp

EcTb/HeT

eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
HeT
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
eCTb
HeT
eCTb
eCTb
eCTb
€CTb



DCHN-21-15.0-U 21/0.82 15 0.021/0,53 16.5 eCcTb

DCHN-21-20.0 21/0.82 20 0.021/0,53 215 ecTb
DCHN-21-65.5-U 21/0.82 65.5 0.021/0,53 67 HeT
DCHN-22-10.0 22/0.71 10 0.018/0,46 12 ecTb
DCHN-22-10.0-U 22/0.71 10 0.018/0,46 12 ecTb
DCHN-22-15.0 22/0.71 15 0.018/0,46 17 ecTb
DCHN-22-15.0-U 22/0.71 15 0.018/0,46 17 ecTb
DCHN-22-20.0 22/0.71 20 0.018/0,46 22 ecTb
DCHN-22-20.0-U 22/0.71 20 0.018/0,46 22 ecTb
DCHN-22-25.0 22/0.71 25 0.018/0,46 27 HeT
DCHN-22-5.0 22/0.71 5 0.018/0,46 7 ecTb
DCHN-22-5.0-U 22/0.71 5 0.018/0,46 7 ecTb
DCHN-23-10.0 23/0.64 10 0.016/0,41 12 ecTb
DCHN-23-15.0 23/0.64 15 0.016/0,41 17 ecTb
DCHN-23-15.0-U 23/0.64 15 0.016/0,41 17 ecTb
DCHN-23-20.0 23/0.64 20 0.016/0,41 22 ecTb
DCHN-23-5.0-U 23/0.64 5 0.016/0,41 7 ecTb
DCHN-25-15.0 25/0.52 15 0.010/0,25 16.5 HeT
DCHN-25-15.0-U 25/0.52 15 0.010/0,25 16.5 HeT
DCHN-25-20.0 25/0.52 20 0.010/0,25 21.5 HeT
DCHN-25-5.0-U 25/0.52 5 0.010/0,25 6.5 HeT
dukcarop:

OnunHbl: A - 0.056 groinmal/ 1,422 mm (£0,005 groiimal/0,127mm); B - 0.025 groitmal/ 0,635 Mm
(x0,005 groinmal/0,127mm); C - 0.120 arovima/ 3,048 mm (+0,005 groiimal/0,127mm); D - 0.200
atoinmal 5,08 mm (0,005 grorima/0,127mm);

Ovnametp: E - 0.245 groinma/ 6,223 mm (+0,005 atoiimal/0,127mm)

pafyvpoBaHHbI/i NPOTEKTOP:

nronrrt L .YlYyligl 1#1 *

[{n B— b T

OnunHa npoTekTopa:

Homep B KaTanore npoayKToB OnnHa MorpewHocts  MapKnpoBK
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NMpoTeKTOpA, +,% a
cMm npoTeKTopa
DCHN-16-5.0; DCHN-18-5.0; DCHN-18- 5,75 4,35 0-5
5.0-U; DCHN-19UT-5.0; DCHN-20-5.0-U;
DCHN-22-5.0; DCHN-22-5.0-U; DCHN-23-
5.0- U; DCHN-25-5.0-U
DCHN-18-10.0; DCHN-18-10.0-U; DCHN- 10,75 2.32 0-10
19UT-10.0; DCHN-20-10.0; DCHN-20-10.0-
U; DCHN-21-10.0; DCHN-21-10.0-U;
DCHN-22-10.0; DCHN-22-10.0-U; DCHN-
23-10.0
DCHN-18-15.0; DCHN-18-15.0-U; OCLU - 16,0 3,13 0-15
19UT-15.0; DCHN-20-15.0; DCHN-20-15.0-
U; DCHN-21-15.0; DCHN-21-15.0-U;
DCHN-22-15.0; DCHN-22-15.0-U; DCHN-
23-15.0; DCHN-23-15.0-U; DCHN-25-15.0;
DCHN-25-15.0-U

BbicoTa TeKCTa Ha rpagynpoBaHHOM MPOTeKTOpe cocTasnfetr 1.5 Mm.

BTtynka pyuHoin c6opkn gnd DCHN-16-5.0; DCHN-25-15.0; OCLU-25-20.0; DCHN-25-5.0-U;
DCHN-25-15.0-U.

OnvHa: B - 0.865 groiima/22 mm (£0.0K0 grolimal/0.254Mmm);

BHyTpeHHUn gnametp A: 0.067 groiim/ 1.7 mm (20,005 groimayO, 127mm) - DCHN-16-5.0; 0,021
atoiima / 0,53 mm (£0,005 aroitmal/0,127mm) - DCHN-25-15.0; DCHN-25-20.0; DCHN-25-5.0-
U; DCHN-25-15.0-U. BHewHwne guameTtpsbl: C - 0.150 atoiima/ 3.81 mm (+0,001
atoinmal/0,025mm); D - 0.170 arorima/ 4.3 mm (£0,005 groima/0,127mm); E - 0.280 groinmal/ 7.1
MM (£0,005 atoiimal/0,127mm)

MpeaBapuTensHO cobpaHHas BTY/Ka (ANS U3LeNnii MepPeUnCeHHbIX HUXKeE):
DCHN-18-5.0; DCHN-18-10.0; DCHN-18-15.0; DCHN-18-20.0; DCHN-18-5.0-U; DCHN-18-
10.0- U; DCHN-18-15.0-U; DCHN-18-20.0-U; DCHN-18-25.0-U;

DCHN-20-10.0; DCHN-20-15.0; DCHN-20-20.0; DCHN-20-25.0; DCHN-20-5.0-U; DCHN-20-
10.0- U; DCHN-20-15.0-U; DCHN-20-20.0-U

DCHN-19UT-5.0; DCHN-19UT-10.0; DCHN-19UT-15.0; DCHN-19UT-20.0

DCHN-21-10.0; DCHN-21-15.0; DCHN-21-20.0; DCHN-21-10.0-U; DCHN-21-15.0-U;
DCHN-21-65.5-U
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OnvHa: A - 0.312 groinmal/ 7.9 mm (£0,005 groinmal/0,127mm); B - 0.296 groimal/ 7.5 mm (£0,005
aroiimal/0,127mm); F- 0.801 aroiimal 20.3 mm (20,005 atoinmal0,127mm);

BHyTpeHHuiA gnameTp: C - 0.041 groiima/ 1.04 mm (20,005 groiima/0,127Mm);

BHewHwit anameTp: D - 0.151 atoiima/ 3.8 mm (£0,001 groiima/0,025mm); E - 0.170 aroinma/ 4.3
mm (20,001 atoiima/0,025mm)

MpefBapuTeNnbHO cobpaHHas BTyKa (4NS U3LENNI NePEeYNCNEHHBIX HUXE):

DCHN-22-5.0;, DCHN-22-10.0; DCHN-22-15.0; DCHN-22-20.0; DCHN-22-25.0;
DCHN-23-10.0; DCHN-23-15.0; DCHN-23-20.0; DCHN-22-5.0-U; DCHN-22-10.0-U; DCHN-
22-15.0-U; DCHN-22-20.0-U; DCHN-23-5.0-U; DCHN-23-15.0-U

OnvHa: A - 0.470 aroiima/ 12 mm (20,005 atoinma/0,127mm); F- 0.975 aroinmal/ 24.8 mm (£0,005
atorimal0,127mm);

BHyTpeHHWI anameTtp B- 0.115 atoinmal 2.92 mm (20,005 atoiitmal/0,127mm);

BHewHwnii gnametp: C - 0.170 arovimal/ 4.3 mm (£0,001 atorima/0,025mm); D - 0.207 grorimal 5.3
MM (0,001 atoiima/0,025mm)

%

Lienb mcnonb3oBaHWA KOHCTPyKuum EchoTip - ynyywuTb Bu3yanusauuio nof AeicTeuem
ynbTpassyka 3a cyeT Yrny6neHWid BAONb AUCTaNbHOW 4YacTu Wrnbl. VHTepBanbl Mexay
yrny6neHnaMu He BAUAIOT Ha LOCTUXEHUE 3TON Uenn. Kputuyeckummn napameTpamMu ABnst0TCS
pasmep yrny6neHuin u obwas gaumHa nosepxHoctn (5 = 1 MM), Ha KOTOPYH HaHOCATCH
yrnyéneHus.
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Yrnyores* >Yr)IN enKst HAXOAATCS Ha PAaTOAHKH
-AbJ1 MH OT HHXHETO Kpast Cpe3a

Howmep B Katasore npoayKToB

DCHN-18-5.0-U; DCHN-18-10.0-U; DCHN-18-15.0-U;
DCHN-18-20.0-U; DCHN-18-25.0-U

DCHN-20-5.0-U; DCHN-20-10.0-U; DCHN-20-15.0-U;
DCHN-20-20.0-U

DCHN-21-10.0-U; DCHN-21-15.0-U; DCHN-21-65.5-U
DCHN-22-5.0-U; DCHN-22-10.0-U; DCHN-22-15.0-U;
DCHN-22-20.0-U

DCHN-23-5.0-U; DCHN-23-15.0-U

DCHN-25-5.0-U; DCHN-25-15.0-U

XapaKTepUCTUKN U

BHyTpeHHME AnameTpbl TPYOKM UrNbI:
DCHN-16-XX - 1,100 mwm;

DCHN-18-xx; DCHN-18-xx-U -0,790 mm;
DCHN-19UT-XX -0,648 mwm;
DCHN-20-xx; DCHN-20-xx-U - 0,560 mMMm;
DCHN-21-xx; DCHN-21-xx-U - 0,490 mwm;
DCHN-22-xx; DCHN-22-xx-U - 0,390 mMMm;
DCHN-23-xx; DCHN-23-xx-U - 0,317 mMm;
DCHN-25-xx; DCHN-25-xx-U - 0,232 ™MM.

TeepgocTb: 51-58 HRC

Pasmep yrny6neHui,
MM

0.13 (x0.02 mm)
0.10 (£0.02 mm)

0.10 (x0.02 mm)
0.10 (£0.02 mm)

0.10 (+0.02 Mm)
0.10 (+0.02 mMm)

ConpoTusneHune nsnomy: CoxpaHseT yCToM4MBOCTb nocne 20 LKUKNoB crubaHns B 06omx

HanpasneHMAx nog yrnom 25° ¢ yactorton 0,5 Iy,

XapakTepucTuka cTuieTa:

PaspbiBHOE ycunme: He meHee 35 H

AdpekTnsHasa gnmHa - DCHN-xx-5.0; DCHN-xx-5.0-U;
DCHN-xx-10.0; DCHN-xx-10.0-U ; DCHN-xxUT-10.0
DCHN-XX-65.5-U - 65,5 cm.

DCHN-xxUT-5.0 -5,0 cm.
- 10,0 cm.

DCHN-xx-15.0; DCHN-xx-15.0-U; DCHN-xxUT-15.0 - 15,0 cm

DCHN-xx-20.0; DCHN-xx-20.0-U ; DCHN-xxUT-20.0
DCHN-xx-25.0 ; DCHN-xx-25.0-U -25.0 cm.

BHyTpeHHUn gnametp - HE MPUMEHWMO
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MATEPWNAJIbI

D/IeMEHTbI KOHCTPYKL MWK

KaHtonsa urnel

BTynka urnsl

KaHtonsa ctuneta

BTynka ctuneta

"pagynpoBaHHbI
NPOTEKTOP
OrpaHnunTens rNyouHsbl

Mrna Turner Biopsy Needle
Matepuan

Hepxasetowaa ctanb AlSI 304

C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1

MokpbiTHe: AnngaTnyecknii n
M30MNpONuoBbIA pacTesopuTens: Dow
Corning MDX4-4159 Fluid
MonunnponuneH Ne 31590

Kpacutenu:

DTB-18-10,0; DTB-18-15,0; DTB-18-20,0
Kpacutens po3osoro: S-5827,

DTB-20-10,0; DTB-20-20,0
Kpacutens »entoro: S-4360;

DTB-22-5,0; DTB-22-10,0; DTB-22-15,0;
DTB-22-20,0

Kpacutenb TemHo-ceporo: Cl Pigment Red
Ne254, Cl Pigment Yellow 138.

Hepxasetowas ctans AlSI 304

C-Max 0,08; Cr-18-20; Fe-66,345-74; Mn-
Max 2; Ni-8-10,5; P-Max 0,045; S-Max
0,03; Cu-Max 1

MonunponuneH Ne 31590

Kpacutenu:
DTB-18-10,0; DTB-18-15,0; DTB-18-20,0
Kpacutens po3osoro: S-5827,

DTB-20-10,0; DTB-20-20,0
Kpacutens xentoro: S-4360;

DTB-22-5,0; DTB-22-10,0; DTB-22-15,0;
DTB-22-20,0

Kpacutenb TemHo-ceporo: Carbon Black,
Cl Pigment Red Ne254, Cl Pigment
Yellow 138.

MonunponuneH Ne 30070
MeTtkn YepHuna Ne70750
Monunponuned Ne 30040

Mrna Disposable Lancet Needle EchoTip
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KoHTakT ¢
nayueHTom
MpsMOl KOHTaKT

Henpsmoli
KOHTaKT

MpAamMoOi KOHTaKT

Henpamoli
KOHTaKT

HeT KOHTaKTa

Mpamoit KOHTaKT



DNeMEeHTbI KOHCTPYKL MM

KaHtonsa urnsl

BTynka urnbl

Ctunet

BTynka ctunerta

MaTtepuan

Hepxxasetowiaa ctanb AIS1304

C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1

Monunkap6oHat Ne 80020
Kpacutenb pososoro: Cl Solvent Red 207

Tonbko gna J-DSN-201501; J-DSN-
202501; J-DSN-203001:

KpacuTesnb Xentoro:

Titanium Dioxide,

Cl Pigment Yellow 180, Cl Pigment
Yellow 191.

HepxaBgetowasa ctanb AlSI 304

C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1

Monnkap6oHat Ne 80020
Kpacutens pososoro: Cl Solvent Red 207

Tonbko gna J-DSN-201501; J-DSN-
202501; J-DSN-203001:

Kpacutenb »entoro:

Titanium Dioxide,

Cl Pigment Yellow 180, ClI Pigment
Yellow 191.

Mrna Franseen Lung Biopsy Needle

JNeMeHTbl KOHCTPYKL MK

BTynka nrnsl

Crpannua 20 mn3 31

Martepuan

Monunkap6oHat 80020
DFBN-14-15,0;DFBN-14-20,0; DFBN-
16-15,0; DFBN-16-20,0; DFBN-16-20,0-
n. Kpacutens pososoro: Cl Pigment Red
207,

DFBN-21-15,0-U; DFBN-21-20,0-U;
DFBN-21-5,0-U

KpacuTtenb 3eneHoro: Titanium Dioxide,
Cl Pigment Brown 24,CI Pigment Yellow
138,Cl Pigment Green 7
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KOHTaKT C
nauneHToMm
Mpamoii KOHTaKT

HeT KOHTaKTa

MpAMOIA KOHTaKT

Henpsmoli
KOHTaKT

KoHTakT ¢
nawumeHToMm
Henpamoli
KOHTaKT



MonunponuneH Ne31590
DFBN-18-5,0-U; DFBN-18-10,0; DFBN-
18-10,0-U; DFBN-18-15,0;DFBN-18-
15.0- U; DFBN-18-20,0; KpacuTtenb
posoBoro; S-5827;

DFBN-20-5,0-U; DFBN-20-10,0-U;
DFBN-20-15,0; DFBN-20-15,0-U;

DFBN-20-20,0; DFBN-20-20,0-U;

Kpacutens xentoro: S-4360

DFBN-22-5,0-U; DFBN-22-10,0; DFBN-

22-10,0-U; DFBN-22-15,0;DFBN-22-

15.0- U; DFBN-22-20,0; DFBN-22-20,0-U

Kpacutesib TeMHO-Ceporo:

Cl Pigment Red 254,

Cl Pigment Yellow 138
KaHtong urnel Hepxasetowasa ctanbs AlSI 304 MpAaMoit KOHTaKT

C-Max 0,08; Cr-18 - 20; Fe-66,345-74;

Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-

Max 0,03; Cu-Max 1

MokpbITHE:

AnndaTtnyecknin n n3onponuaoBbIn

pacteoputenn Dow Corning MDX4-4159

Fluid
BTynka ctuneta Monnkap6oHat Ne 80020 Henpsamoii

KOHTaKT

DFBN-14-15,0; DFBN-14-20,0;DFBN-16-

15,0; DFBN-16-20,0;DFBN-16-20,0-U.

Kpacutens po3osoro: Cl Pigment Red

207;

DFBN-21-15,0-U; DFBN-21-20,0-U;

DFBN-21-5,0-U

Kpacutens 3eneHoro: Titanium Dioxide,

Cl Pigment Brown 24,C1 Pigment Yellow

138,Cl Pigment Green 7

MonunponuneH Ne31590 Henpamoli
KOHTaKT

DFBN-18-5,0-U; DFBN-18-10,0; DFBN-
18-10,0-U; DFBN-18-15,0; DFBN-18-
15.0-U; DFBN-18-20,0; KpacuTtenb
posoBoro: S-5827;

DFBN-20-5,0-U; DFBN-20-10,0-U;
DFBN-20-15,0; DFBN-20-15,0-U;

DFBN-20-20,0; DFBN-20-20,0-U;

Kpacutenb xentoro: S-4360

DFBN-22-5,0-U; DFBN-22-10,0; DFBN-
22-10,0-U; DFBN-22-15,0;,DFBN-22-
15.0- U; DFBN-22-20,0; DFBN-22-20,0-U
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KpacuTenb TeMHO-Ceporo:
Cl Pigment Red 254,
Cl Pigment Yellow 138

Ctunet Hepxagetowas ctans AlSI 304
C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1

pafyvpoBaHHbIN MonunponuneH Ne 30070
npoTeKTop MeTkn YepHuna Ne70750
dukcartop MonunponuneH Ne 30040

Mrna Chiba Biopsy Needle

ONeMeHThI Martepuan
KOHCTPYKLMN
BTynka urnsi Monunkap6oHaT Ne 80020

DCHN-21-65.5-U

KpacuTtenb 3eneHoro: Titanium Dioxide,
Cl Pigment Brown 24, Cl Pigment Yellow
138, Cl Pigment Green 7

DCHN-16-5.0; DCHN-25-5.0-U; DCHN-
25-15.0; DCHN-25-15.0-U, DCHN-25-
20.0;

KpacuTtenb 6enoro:

Titanium Dioxide,Cl Pigment Yellow 162,
Cl Pigment Green 17.
MonunponuneH Ne 31590

DCHN-18-5.0; DCHN-18-10.0; DCHN-
18-15.0; DCHN-18-20.0;
DCHN-18-5.0-U; DCHN-18-10.0-U;
DCHN-18-15.0-U; DCHN-18-20.0-U;
DCIiN-18-25.0-U.

Kpacutenb po3oBoro: S-5827;

DCHN-22-5.0; DCHN-22-10.0; DCHN-
22-15.0; DCHN-22-20.0; DCHN-22-25.0;
DCHN-22-5.0-U; DCHN-22-10.0-U;
DCHN-22-15.0-U; DCHN-22-20.0-U,

Kpacutens TemHo-ceporo: Cl Pigment Red
Ne254, Cl Pigment Yellow 138.

DCHN-20-5.0-U; DCHN-20-10.0-U;
DCHN-20-15.0-U; DCHN-20-20.0-U;
DCHN-20-10.0; DCHN-20-15.0; DCHN-
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MpsMO KOHTaKT

HeT KOHTaKTa

MpAMOIA KOHTAKT

KOHTaKT C
nauneHToM
Indirect Contact



20- 20.0; BCLW-20-25.0;

Kpacutenb xentoro: S-4360

DCHN-19UT-5.0; DCHN-19UT-10.0;
DCHN-19UT-15.0;-DCHN-19UT-20.0.
Kpacutenb TeMHO-KOpUYHeBoro: P/P S-
91519, PR-183

DCHN-21-10.0; DCHN-21-15.0; DCHN-
21- 20.0; DCHN-21-10.0-U; DCHN-21-
15.0- U,

4 KpacuTtenb 3eneHoro: P/P S6655, PR-116

DCHN-23-10.0; DCHN-23-15.0; DCHN-
23-20.0; DCHN-23-5.0-U; DCHN-23-
15.0-U. Kpacutens 6uptososoro: S-6733
GPPP

KaHtona urnsl Hepxagetowaa ctans AlSI 304 MpsAMOIA KOHTaKT
C-Max 0,08, Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; N1-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1
MokpbiTHe
Anuatnyeckuii n M30MpPONUIOBLIN
pactsoputenn Dow Corning MDX4-4159
Fluid

BTynka ctunerta Monnkap6oHat Ne 80020 Henpawmoii
KOHTaKT
DCHN-21-65.5-U
Kpacutens 3eneHoro: Titanium Dioxide,
Cl Pigment Brown 24, Cl Pigment Yellow
138, Cl Pigment Green 7

DCIdN-16-5.0; DCHN-25-5.0-U; DCHN-
25-15.0; DCHN-25-15.0-U, DCHN-25-
20.0;

Kpacutens 6enoro:

Titanium Dioxide,

Cl Pigment Yellow 162,

Cl Pigment Green 17.

MonunponuneH Ne 31590 Henpsimolii
KOHTaKT

DCHN-18-5.0; DCHN-18-10.0; DCHN-
18-15.0; DCHN-18-20.0;
DCHN-18-5.0-U; DOdN-18-10.0-U;
DCHN-18-15.0-U; DCHN-18-20.0-U;
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DCHN-18-25.0-U.

Kpacutenb po3osoro: S-5827;

DCHN-22-5.0; DCHN-22-10.0; DCHN-

22- 15.0; DCHN-22-20.0; DCHN-22-25.0;
DCKIN-22-5.0-U; DCHN-22-10.0-U;
DCHN-22-15.0-U; DCHN-22-20.0-U;

Kpacutens TemHo-ceporo: Cl Pigment Red
Ne254, CI Pigment Yellow 138.

DCHN-20-5.0-U; DCHN-20-10.0-U,
DCHN-20-15.0-U; DCHN-20-20.0-U;
DCHN-20-10.0; DCHN-20-15.0; DCHN-
20- 20.0; DCHN-20-25.0;

Kpacutens »entoro: S-4360

DCHN-19UT-5.0; DCHN-19UT-10.0;
DCHN-19UT-15.0; DCHN-19UT-20.0.
KpacuTtenb TeMHO-KOpuyHeBoro: P/P S-
91519, PR-183

DCHN-21-10.0; DCHN-21-15.0; DCHN-
21- 20.0; DCI4N-21-10.0-U; DCHN-21-
15.0- U

Kpacutens 3eneHoro: P/P S6655, PR-116

DCHN-23-10.0; DCHN-23-15.0; DCHN-
23-  20.0; DCHN-23-5.0-U; DCHN-23-
15.0-U. Kpacutens 6uptososoro: S-6733
GPPP

Ctunet Hepxagetowas ctans AlSI 304 MpAMOIA KOHTAKT
C-Max 0,08; Cr-18 - 20; Fe-66,345-74;
Mn-Max 2; Ni-8 - 10,5; P-Max 0,045; S-
Max 0,03; Cu-Max 1

"pagyvpoBaHHbIi Monnnponuned Ne 30070 HeT KOHTaKTa
npoTeKkTop MeTkn YepHuna Ne70750
dunkeaTop Monunponuned Ne 30040 MpsAMON KOHTaKT

LLENEBOE HABHAYEHWE/MOKA3AHWNA ANA NPUMEHEHWA

Wrna Turner Biopsy Needle- ncnonb3yetrca Ans acnmpaymoHHON 6uoncun. MpegHasHavyeHa
ANA 04HOPAa30BOro MUCMo/b30BaHUS.
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Wrna Disposable Lancet Needle EchoTip - ncnons3yetcs Ans TpaHcab40MUHaNLHOTO fOCTyNa
nacnupaumu. NpegHasHayeHa 419 04HOPA30BOr0 UCMNOMbL30BaHUA.

Wrna Franseen Lung Biopsy Needle - wucnonb3yeTcs Ans GUMOMCUU NEFOYHOW TKaHW.
MpefHa3HayeHa 415 04HOPA30BOr0 UCMO/b30BaHMS.

Wrna Chiba Biopsy Needle - ncnonb3yetcs gns obecrneyeHms fOCTyna v acnupaunoHHOM
6voncun. MpefHasHavyeHa AN OAHOPA30BOr0 MCMOMb30BaHNA.

MPOTMBOTMOKA3AHWA

Koarynonatus (HapyLweHne cBepTbIBAEMOCTU KPOBU)

BocnanuTenbHbIn npouecc B 061acT NPOKoNa,

[obpokayecTBEHHble N 3/10KaYeCTBEHHblIE 00pa3oBaHMA Ha MecTe MPOKO0Na, KOTOpble He
ABNAKOTCA 001aCTbl0 U3YUEHUS U/UNN NTIEYEHUS, KOTOpble NMpu TpaBMUPOBaHUN MOTYT BbITb
NPUYMHON  YEeNOXXHEHWI npotekaHns  60N1e3HU (HarHoeHue, KPOBOU3NNAHME,
pacrnpoeTpaHeHune npouecca 3/10Ka4ecTBEHHbIX 06pa3oBaHuiA).

B cnyuyae ecnm nepkyTaHHas NyHKLMA MOPaXXeHHOro opraHa MpoTMBONOKasaHa

MOBOYHDbIE gevicTtBUA

NHpekuns
BHyTpeHHee KpOBOTeYEHME U/UNN KPOBOTEYEHWE B MeCTE MYHKL MUK

Mpokon WM NOBpeXAeHWe LeneBoro opraHa WAM Mpunexawiero opraHa, KoOTopblii
NMPOHW3bIBAETCA U0

MoBpexaeHne TKaHW, CONPUKACatOLWENCs C UrNOoM
lMHeBMOTOpAKC

MemonTunsuc

MepuToHUT

OCJTOXXKHEHWA

Mepthopauns
Cenicuc
bonb
remaTOoMa
Memartypus

OCNTOXXHEHWSA cBszaHHble ¢ NpoLefypoil TpaHCTOpaKalibHON 6uoncun:

lMHeBMOTOpaKc

KpoBounsnusaHue

PacnocTpaHeHue MH(eKLUN NO XO4Y UTbl
Bo3gyLWwHbIin 3M60/1M3M

NMHCTPYKUWMK MO MCNO/Tb30BAHUIO
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Turner Biopsy Needle LLITB), /rna Disposable Lancet Needle EchoTip (J-DSN),
Mrna Franseen Lung Biopsy Needle (DFBN), Mrna Chiba Biopsy Needle (DCHN),

1 CpenaiiTe He6OMbLION Hadpe3 B MecTe NPOKOMa, ecnn Heob6xoammo. OObIYHO 3TOF0 He
TpebyeTcA, HO MOXeT OblTb UEeNecoobpasHo MpuM UCMNONb30BAHUU UM BONbLUNX
ANameTpoB.

2. TpoaBuHbTE BNepes Wrny, COCTOAWYK W3 [BYX 4acTeil, Kak eAWHOe Luefnoe B
HeobXxo4MMOe MeCTO, UCMOMb3ys (/IFOOPOCKOMNMIO.

3. HanpaBbTe BHELWHIOKW WUrNy B J/0KanM3auuil TKaHel Aang 6uoncum U U3BNEKUTE
BHYTPEHHWIA CTUNET.

MpoaBUHbLTE GUONCUIAHYIO UTNY, N3BMEKUTE CTUNMET.

Wcnonb3ys wnpuy, (nocTaBnsetca OTAENbHO), co3farite Bakyym W NPOABUHbTE
O6MONCUINHYIO Uy BHYTPb NOPaXeHHOr0 y4yacTka.

Ypanute urny v wnpuy, (noctaBnseTcs 0TAeNbHO) € 6MONCUIAHBIM 06pa3LoM.
YcTpaHuTe GUMONCUiIAHBLIA 06pasel, NyTEM WMHBLEKUMPOBAHUSA BO34yXxa 4epe3 urny. Ecnm
TKaHb MPOLO/MHKAeT HaXOAUTbLCA B UTNe, BBEAUTE CTUNET 06paTHO B UTAY.

OKCMMNYATALUNOHHBIE XAPAKTEPNCTUKN

Nrnbl 6GuoncuiiHbie npu BMOPaUMOHHbLIX Harpy3kax B Auana3oHe 10-55 [y, amnautyge
nepemelyeHuns 0,15 MM ycTORYMBSI

Wrnbl 6uoncuitHble npu BMOGPaLMOHHBLIX Harpyskax B AuanasoHe 10-55 Ty, amnautyge
nepemelteHnsa 0,35 MM M y[apHbIX Harpyskax npu nukosom YyckopeHun 100 wm/c* (10g) wu

AIMTENBHOCTU YAAPHOTO YCKOPEHNs 16 MC B TPaHCMOPTHOW ynakoBKe YCTONYMBSI.

Wrnbl 6roncuitHele npu Temnepatype ot +10 go +40°C, 0THOCMTENbHON BRaxHocTn - 80% npu
Temnepatype +25°C ycTOW4YMBSI.

Wrnbl 6uoncuitHble npu Temnepatype TPaHCMNOPTUPOBAHUA W XpaHeHus oT -50 pgo +50°C,
OTHOCUTENIbHOW BNaXXHOCTM - 100% (6e3 KOHAeHCaLMmn) B TPAHCMOPTHOW ynakoBKe YCTOWUYUBBI.

Wrnbl GuoncuiiHble He NOABEPratOTCA PE3KOMY U3MEHEHUIO TeMNepaTypbl BHELLIHENR cpefpbl.

Wrnbl 6roncuitHele npu Temnepatype oT +10 o +40°C, oTHOCUTENbHASA BNAXHOCTbL - 80% npwu
Temnepatype +25°C yCTONUUBDI.

Wrnbl 6uoncuitHble npu TemnepaType TpaHCNOPTUPOBaHMA U XpaHeHus oT -50 fo +50°C,
OTHOCUTe/NIbHasa BNaXHOCTb - 100% (6e3 KOHAEeHcaLMKM) B TPAHCMNOPTHOW YNakoBKe YCTONYMBbI.
TECT HA BNOJTIOTNHECKYHKO COBMECTUMOCTDb

Moopykuma Tect

Wrna Turner Biopsy Needle LINTOTOKCUYHOCTb

Wrna Disposable Lancet Needle EchoTip CeHenBunmMsaL s
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Wrna Franseen Lung Biopsy Needle BonesHeHHas
4yBCTBUTENbHOCTb/MHTPaAepPMasibHbI N

COB/MIOJEHUVE COOTBETCTBYHOLWNNX HOPM N TEXHUYECKNX
CTAHOAPTOB

Bunbam A. Kyk AscTpanusa n Kyk MIHKopnopeiTeg n3rotasnvmeaeT Bce MeAULNHCKME U3LENNSA B
cooTBeTCTBMMU C AnpekTnBoi 93/42/EEC 0 MeAULMHCKNX U3LeNUsX.

Bunbam A. Kyk Asctpanus n Kyk IHKopnopeiTes n3rotaBineaeT BCe MeAULMHCKNE U3LeNns B
cooteetcTBuM ¢ Hopmamm Cuctem ynpasneHus Kadvectsom, 21 CFR Pasgen 820, CucTema

YnpasneHusa KauveCcTBOM, YrmpaB/fieHMe MO KOHTPO/K KayecTBa MPOAOBOJSILCTBUA U
meankameHTos CLUA (FDA).

Bce ocHaweHve komnaHum Kyk cepTMuULMPOBAHO B COOTBETCTBUU C cepTugmkatom EN 1SO
13485 (2003/2012) CucTembl YnpasneHus KayecTBOM.

rapaHTuMiiHble o6saA3aTenbCcTBa

Y NONHOMOYEHHbIM NpeAcTaBUTeNEM MPOU3BOAUTENA HA TeppuTopun Poccuninickoin ®depepaunu
ABNAeTCA 3aKpblToe akLMoHepHoe obuiecTBo «LLUAT» (S3A0 «LLUAT»)

Poccus, 119002, r. Mocksa, KapmaHuukuii nep. A.9.ouc 501a.

Ten. (495) 956-13-09;

thakc (495) 956-1310,

e-mail: info@,schag.ru

apaHTUKX Npoun3BOAUTENS B 0653aTeNIbHOM NOPsiAKEe PacnpoCcTPaHSATCA Ha KauyeCcTBO U3fenuii.

CPOKropgHocTHN

b «CpoK rogHOCTM» OnpefenseTca cUMBONaMU Ha 3TUKeTKe. CpoK TOAHOCTU onpegenseTcs
NMPOMEXYTKOM MeX[y CPOKOM W3roToBneHUA (3aBOACKOM 3HaK) W AaTOl WUCTeYeHWs Ccpoka
rogHoCTY (3HaK NecoyYHblX 4acoB). PazHuua Mexay ABYMSA faTamu U eCTb CPOK FO4HOCTH.

Mrna Turner Biopsy Needle - cpok rogHocTh 5 (NATb) neT.

Wrna Disposable Lancet Needle EchoTip - cpok rogHocTtu 3 (Tpu) roga.

Mrna Franseen Lung Biopsy Needle - cpok rogHocTu 5 (naTk) NeT.

Wrna Chiba Biopsy Needle - cpok rogHocTn 5 (nATb) feT.

CTEPU/IBHOCTb

Wrnbl 6uoncuitHble NOCTaBNAKTCA B CTEPUIbHOW YNakKoBKE C BO3MOXHOCTbK /1erKoro
BCKPbITUA, C UCMNOJIb30BAHNEM YTBEPXAEHHOrO MeToAa cTepunmsauun EHO (aTnieHokcmaom)
ANA OOCTMIXKEHMA YPOBHSA cTepunbHOoCcTM (SAL) 10 He ucnonb3oBaTb MPOAYKT, €C/U eCTb
COMHEHMSA B €ro CTEPUSILHOCTH.

MPABUNA XPAHEHUNA

Nrnbl 6uoncuiiHble HE06X0AMMO XPaHUTb B TEMHOM, CYXOM U NMPOX/JaHOM MecTe; U3beratb
ANVUTENbHOM BbIAEPXKKM Ha BO3AYXE.

YCNOBNA SKCITYATALNN
Nrnbl 6uoncuiiHble NCNOAb3YOTCA ANA YX04a 3a NaLUeHTOM B 1e4eOHOM yUpPeXgeHun.
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N MNPABUJTIA TPAHCITOPTUPOBKIW

Wrnbl 6uoncuiiHble paspelleHo TPaHCNOPTUPOBATL BCEMM BMAAMM 3aKPbITOr0/ NOKPLITOrO
Ll TpaHcrnopTa B COOTBETCTBMU C CYLLECTBYHOLMMU NpaBuIaMu nepeBo3sok.

f NMAPAMETPbI ¥YTTAKOBKUN
Nrnbl 6rnoncuitHble NOCTaBAAOTCS B WMHAMBMAYANbHbIX YNAaKOBKaxX, Ha KOTOPbIX HE [O/MKHO
ObITb CNeA0OB MOBPEXAEHUS WM BCKPbITUA. B cnyyae 06HapyXXeHMe MNPU3HAKOB BCKPbLITUS,
MOBPEXAEHNSA NN APYTUX AedeKTOB, YCTPOCTBO HE MOXET ObITb MCMO/Ib30BAHO.

KaTanoxHblii Homep BbicoTa LLnpunHa (cm) Macca (r)
MorpewHocTb +10% +10% +10%
DCHN-16-5.0 34.29 8.89 8.618
DCHN-18-10.0 34 8.8 8.6
DCHN-18-10.0-U 34 9 8.6
DCHN-18-15.0 34.1 8.9 9.4
DCHN-18-15.0-U 34.2 8.9 9.6
DCHN-18-20.0 34 8.8 10.1
DCHN-18-20.0-U 314 8.8 9.7
DCHN-18-25.0-U 45.8 10.2 13.6
DCHN-18-5.0 22.4 12.6 7.4
DCHN-18-5.0-U 22.86 12.7 7.257
DCHN-19UT-10.0 34.1 8.8 8.4
DCHN-19UT-15.0 34.3 8.8 8.8
DCHN-19UT-20.0 34 8.8 8.2
DCHN-19UT-5.0 22.86 12.7 8

% DCHN-20-10.0 34.2 8.8 8
DCHN-20-10.0-U 34.2 8.8 8
DCHN-20-15.0 34.2 8.8 8.6
DCHN-20-15.0-U 34 8.8 8.6
DCHN-20-20.0 34.1 8.8 8.8
DCHN-20-20.0-U 34.1 8.8 8.9
DCHN-20-25.0 45.8 10.2 12
DCHN-20-5.0-U 23 125 6.8
DCHN-21-10.0 34.1 8.8 7.8
DCHN-21-10.0-U 34 9 8
DCHN-21-15.0 34.2 8.8 8.6
DCHN-21-15.0-U 34.2 8.9 8.4
DCHN-21-20.0 34.2 8.8 8.6
DCHN-21-65.5-U 80.8 10.1 22
DCHN-22-10.0 34.1 8.9 8.2
DCHN-22-10.0-U 34.4 8.9 8
DCHN-22-15.0 34.2 8.8 8.4
DCHN-22-15.0-U 34.2 8.8 8.8
DCHN-22-20.0 34.3 8.9 8.8
DCHN-22-20.0-U 4.1 8.8 8.9
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DCHN-22-25.0 45.6 10.1 11.8

DCHN-22-5.0 22.6 12.6 6.8
DCHN-22-5.0-U 22.6 12.8 7
DCHN-23-10.0 34 8.8 7.8
DCHN-23-15.0 34.3 8.9 8.4
OCLW-23-15.0-n 34.29 8.89 9.072
DCHN-23-20.0 34.1 8.9 8.6
OCLlW-23-5.0-u 22.6 12.6 7.1
DCHN-25-15.0 34.2 8.8 8.3
BCLU-25-15.0-u 34.29 8.89 9.072
DCHN-25-20.0 34.2 8.9 8.6
DCHN-25-5.0-U 34.29 8.89 6.804
DFBN-14-15.0 34.29 8.89 14.061
DFBN-14-20.0 34.2 8.8 13.2
DFBN-16-15.0 34 9 10.2
DFBN-16-20.0 34 9 114
DFBN-16-20.0-U 34.29 8.89 9.072
DFBN-18-10.0 34.29 8.89 8.4
DFBN-18-10.0-U 34.29 8.89 9.072
DFBN-18-15.0 34.2 8.8 9.3
DFBN-18-15.0-U 34.1 8.8 9.4
DFBN-18-20.0 34.2 8.9 13.6
DFBN-18-5.0-U 34.29 8.89 14.061
DFBN-20-10.0-U 34.29 8.89 7.711
DFBN-20-15.0 34.2 10.1 8.4
DFBN-20-15.0-U 34.5 9 8.5
DFBN-20-20.0 34.2 8.8 8.9
DFBN-20-20.0-U 34.29 8.89 8.618
DFBN-20-5.0-U 34.29 8.89 9.072
DFBN-21-15.0-U 34.29 8.89 8.618
DFBN-21-20.0-U 34.29 8.89 8.618
DFBN-21-5.0-U 34.29 8.89 9.072
DFBN-22-10.0 34.3 8.8 7.8
DFBN-22-10.0-U 34.29 8.89 8.618
DFBN-22-15.0 34.2 8.8 8.3
DFBN-22-15.0-U 34 8.8 8.6
DFBN-22-20.0 34.2 8.8 8.8
DFBN-22-20.0-U 34.29 8.89 9.072
DFBN-22-5.0-U 34.29 8.89 9.072
DTB-18-10.0 34 8.8 8.6
DTB-18-15.0 34 8.8 9.3
DTB-18-20.0 34 8.8 10
DTB-20-10.0 34 8.8 8
DTB-20-20.0 34 8.8 9
DTB-22-10.0 34.2 8.8 8
DTB-22-15.0 34.1 8.9 8.4
DTB-22-20.0 34 9 8.8
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DTB-22-5.0 34.2 8.3 8.2

J-DSN-163001 50.8 7.6 16
J-DSN-173001 50.8 7.6 154
J-DSN-173301 50.8 7.6 15.7
J-DSN-182801 45.7 7.6 15.7
J-DSN-181501 7.5 40.5 114
J-DSN-201501 7.5 41 10
J-DSN-202501 1.7 45.7 1
J-DSN-203001 1.7 55.5 14
J-DCN-173501 7.6 55.9 14
STUKETKW
I MocTaBNATCA B OTAENbHbIX YNAaKOBKAX W BKAYAOT MWHCTPYKUMIO MO NPUMEHEHWIO.

NHonBuayanbHble YNakoBKM MOMELLATCS B rOPPUMpPOBaHHbIE KapTOHHbIE KOPO6KM. KopobKu
OKNenBatOT KOHTPONbHON NEeHTOM TakuM 06pa3oM, 4TO6Gbl OHA MOKpbIBasa GOKOBbIE CTOPOHDI
KOPOGKU UK Mo BCeEMY NepUMETpY.

Ha aTukeTKe ycTpoicTBa cofiepxxartcs cefytoline napameTpbl yCTPOMCTBa:

- KOMNaHNA-NPOU3BOANTENb N aApec NPOM3BOACTBA,;

- HasBaHWe n3genusa (Toprosas mapka);

- CEpPUIAHbIA HOMep;

- Mapkuposka ceptugukaumm CE;

- MapK1pOBKa 0 CTepuansaunm,

- agpec npeactasutenscTea B EC;

- TOprosas Mmapka nNpov3BoAnTeNs,;

- fjaTa U3roTOB/IEHNUS;

- pasmepsl;

- CXEMaTUYEeCKUN PUCYHOK;

- HOMep napTuu,

- Mapkuposka “TonbKo Ang 04HOPa3oBOro UCNoabL30BaHNA”

- MapKnpoBKa “O3HaKOMbTeCb C MHCTPYKLUMeRn no npumeHeHnto”(Tonbko ang IDCHN)

-MapKupoBka “XpaHuTb B 3aLiMLIEHHOM OT Bnarn mecte ” (tonsko ang J-DTB, IDCHN, J-
DAN, J-DSN)

- MapKnpoBKa “XpaHuTb B 3aLLULLEHHOM OT COonHUa MecTe ” (Tonbko Ang J-DTB, IDCHN, J-
DAN, J-DSN)

- CPOK rofHOCTH
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MPABUTTA YTUNTN3ALUUNN OTXO40OB

Mocne 3aBeplieHMs nNpouUeaypbl w3genus cnefyeT YTUAM3UPOBaTb B COOTBETCTBMM C
HaUMOHANbHbIMW WMHCTPYKUMAMU AN GMONOrMYECKM OMacHbIX MeAWLMHCKMX OTX0A0B. [Ans
CtpaH EC cornacHo [Aupektuse 93/42/ERC. [ns Poccuiickoin ®efepaymm CcornacHo
HaunoHanbHbIM TpeboBaHMAM. Knacc onacHOCTU MegMLUMHCKMX OTX0A0B: Knacc b

_/nognuck/_ Jarta
[vpekTop no pervctpayuu

COOK MEDICAL EUROPE LTD. \ KYK MEAWKA FOPOI NTA.
O’XannopaH Poyga,
H3wHN TekHOonoaxwn Mapk
Jlumepuk, VpnaHamsa
PernctpaunoHHbIin Homep KoMnaHun: 492272
PernctpaunoHHblin Homep HAC: 9776234K
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nepTﬁBW&ETKeTa cfienaH MHOW, nepeBogYnkom KnenHesbiM BUKTOpoM Uropesmyem.

Poccuiickas dPeaepauns

"opog Mocksa

[JecaToro okTA6psa e ThiCAYM CeMHaALATOro roga

A, Akumos Mne6 Bopucosuy, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYH NOL/IMHHOCTb NOAMNMCK
nepesoguuka KrnenHesa BukTopa lropesuya.

Mognuch caenaHa B MOEM NMPUCY TCTBUN.

JInyHoCTb NoAnucasLLero [NOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: No [
B3biCkaHo rocyfapcTBeHHOM NOLLMHBI(MO Tapudy): 100pyo.
YnnayeHo 3a OKasaHue ycyr npasoBoro M TEXHNYECKOro XapakTepa: zizz

E3n navarb
I'IO,UII'I VICb pryca \ockesl I".5. AkvmoB

oaa I.
Bcero npoLLUHypoBaHo, NPOHYMEPOBaHO

M CKperieHo nevaTelo  (0b mcT(a)(oB)

HoTapuyc

[noanmcy!

Poccuiickas ®egepayus
Fopog Mocksa

1-0 CH 27

Fne6 bopucoBuy, HOTapuyc ropoga MOCKBbI,
BEPHOCTb KOMWUM C NPeACTaB/IEHHOTO MHE [JOKYMEHTa.

HOBPEBCTNBM.
'AapCTBEHHOI nowuHel (no Tapudy):

oKasaHue ycnyr npasoBoro u / (y
xapakTepe; —

Boero mpoLwLmm, MpoHyVEROBaHD,
aoaveHonevatb EM17'0B)

HoTapuyc Yemememeees i
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