KOMA

STATE OF
NORTH Department of The
CA R O U N A Secretary of State

~ APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1 COUNTRY; UNITED STATES OF AMERICA

2. This Public Document
has been signed by tiffanny a thomas

3. acting in the capacity of notary public
COMMISSION EXPIRES 9/5/2022
4. Dbears the seal/stamp of county of guilford, north Carolina

CERTIFIED
5. at Raleigh, North Carolina

6, tha 12TH DAY OF JUNE, 2019

7. by Secretary of State or Deputy Secretary of State, State of North Carolina
8 Nn 9%l

9. Seal/Stamp 10. Signature

-TAALN L

ii|&in to verify online.

X

Certificatiom#8fQlGITD 26

Verify the issuance of this Apostille at http://www.sosnc.gov/aut Secretary ofState

rrtrrimnrt et tefM fitfininnnMin - 10n Mimiiw « 4i«in wNd . h-» t hiir oucjnart ™ dan not
Co>lat ol tfio Jocwiwrl Iw vstschi 3 wes I&wed  TNs Apostlle n ot velid for i»'e wittir» the IVvied StelM of /ie»T. i(« lenitones or oossesvan» {VAity the iss\*»r« rf this Ajesiiiio rl wtp /Am*rao*nr. govieposbU*]

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



COOK"

MEDICAL

Endoscopic Wire Guides with Accessories

INSTRUCTION FOR USE

Endoscopic Wire Guides (ACRO-25-260; -25-450; -35-205; -35-260; -35-450)

Endoscopic Wire Guides (AWG2-25-260; AWG2-25-260-A; AWG2-25-450; AWG2-25-450-A; AWG2-
35-205; AWG2-35-205-A; AWG2-35-260; AWG2-35-260-A; AWG2-35-450; AWG2-35-450-A)
Endoscopic Wire Guides (FS-LT-35-205; -35-260; -35-480)

Endoscopic Wire Guides (FSW-35)

Endoscopic Wire Guides (HYB-48015; -48025)

Endoscopic Wire Guides with adapter Pin-Vise (HYB-48015-A; -48025-A)

Endoscopic Wire Guides with adapter Olcott Torque Device (MET-25-480; -25-480-A; -35-480; -35-480-
A

E?\doscopic Wire Guides with adapter Olcott Torque Device (ME Il -21-260; -21-480; -25-260; -25-480;
-35-260; -35-480; -35-480-A; -35-600E)

INTENDED USE

This device is used to assist in cannulation of the biliary and pancreatic ducts and to aid in bridging difficult
strictures during ERCP.

NOTES

This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lead to
device failure and/or transmission of disease.

Do not use this device for any purpose other than stated intended use.

If package is opened or damaged when received, do not use. Visually inspect with particular attention to
kinks, bends and breaks. Ifan abnormality is detected that would prohibit proper working condition, do not
use. Please notify Cook for return authorization.

Store in a dry location, away from temperature extremes.
Use of this device restricted to a trained healthcare professional.

CONTRAINDICATIONS
Contraindications include those specific to ERCP.

POTENTIAL ADVERSE EVENTS

Potential adverse events associated with ERCP include, but are not limited to; perforation, allergic reaction
to contrast or medication.

PRECAUTIONS

Use of this wire guide with metal tip ERCP devices may result in damage to the external coating and/or tip
of the wire guide.

This wire guide may be left in place when used under normal conditions in conjunction with, and according
to the instruction for, a compatible Cook electrosurgical (ES) device.

TECHNICAL SPECIFICATIONS
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ACRO
Product
Code/Model
ACRO-25-260
ACRO-25-450
ACRO-35-205
ACRO-35-260

ACRO-35-450

AWG2

Roughness, Ra - not more than 0.64 microns

All AWG2 wire guides evenly and consistently marked with 25 marks with an interval of 1cm.

Wire Guide
Diameter

Cm/ Inch
0.064/0.025
0.064/ 0.025
0,089/0.035
0.089/0.035

0.089/0.035

Wire Guide

Length
(CM)
260
450
205
260

450

The distance from the tip to the first mark is 5 cm.

At a distance of 5 cm from the first mark there are 2 marks.
At a distance of 10 cm from the first mark there are 3 marks.
At a distance of 15 cm from the first mark there are 4 marks.

Wire Guide Tip
Type
Straight
Straight
Straight
Straight

Straight

At a distance of 20 cm from the first mark there are five marks

Product

tolerances

AWG2-25-260

AWG2-25-450

AWG2-25-260-A

AWG2-25-450-A
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Diameter

inch/ mm

Length

+0.04mra / £0.002

inch

0.025/0.064

0.025/0.064

0.025/0.064

0.025/0.064

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

+4cm /-5cm

cm

260

450

260

450

Tip Type

Straight

Straight

Angled

Angled

Slipcoat Length

(C™)
27
27
27
27

27

radius of

curvature

inch/ cm

Between
0,432/1.1 and
1.000/2.54cm

Between
0.432/1.1 and
1.000/2.54cm

Hydrophilic Tip
Coating Length

cm

+ 5mm

58

58

5.8

58



. radius of Hydrophilic Tip
Diameter Lengtb

Product Tip Type curvature Coating Length
inch/ mm cm :
inch/ cm cm
tolerances d4).10mm /+0.004 inch  +4cm /-5cm - +5mm
AWG2-35-205 0.035/0.089 205 Straight - 58
AWO2-35-260 0.035/0.089 260 Straight - 5.8
AWG2-35-450 0.035/0.089 450 Straight - 58
Between
AWG2-35-205-A 0.035/0.089 205 Angled 0.432/1.1 and 58
1.000/2,54cm
Between
AWG2-35-260-A 0.035/0.089 260 Angled 0.432/1.1 and 5.8
1.000/2.54cm
Between
AWG2-3.5-450-A 0.035/0.089 450 Angled 0.432/1.1 and 58
1.000/2.54

Accessories

1 Wire guide locking FS-WL-O-S
2. Wire guide locking FS-WL-P-S

Wire guide locking accessories (FS-WL) arc designed to provide a wire (ACRO, AWG2, DWG, FS-LT, FSW,
HYB, RR, TIISF, MET, METW) lock to secure wire placement.

The Wire Guide Locking Device (FS-WL) device is an accessory to be used with endoscopic hiliary devices to
lock the wire guide(s) in place during ERCP procedures. This device is used as described in the steps of the
graphics shown in the Instruction for Use (IFU):

1 Press the upper portion of the Wire Guide Locking Device to allow bottom portion of device to open for

easy placement onto the endoscope

Attach the Wire Guide Locking Device to endoscope accessory port.

Lock Wire Guide onto Wire Guide Locking Device to allow Wire Guide to remain in place for use of other

devices if necessaiy.

4. Once procedure is complete, unlock Wire Guide from Wire Guide Locking Device and remove from
endoscope accessoiy port.

w N
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MET

Wire Guide Wire Guice

Product Dianeter Length Wre QuiceTip
Codke/Vbckl Type Siipooat Length
om Inch ey v
MET-25-480 0.064/ 0.025 480 Straight 5
MET-25-480-A 0.064/ 0.025 480 Angled 5
MET-35-480 0.089/0.035 480 Straight 5
MET-35-480-/1 0.089/ 0.035 480 Angled 5

METWU
Wire Quice Wire Guide
Product Diameter Length WreQuiceTip
Code/IVoekl Type Siipooat Length
Qv Inch @V (o)
METII-21-260 0.053/0.021 260 Straight ~5
METT-21-480 0.053/0.021 480 Straight -5
MET1-25-260 0.064/ 0.025 260 Straight 5
METIT-25-480 0.064/ 0.025 480 Straight 5
METT1-35-260 0.089/0.035 260 Straight 5
METII-35-480 0.089/0.035 480 Straight 5
MET1I-35-480-A 0.089/0.035 480 Angled 5
METII-35-600E 0.089/ 0.035 600 Straight 5

INSTRUCTIONS FOR USE
1. Prior to removing wire guide from holder, flush with 30 cc of sterile water. (Seefig.)

2. Flush endoscope accessory channel and/or lumen of device with sterile water, then insert wire guide
floppy end first.

Note: For best results, wire guide should be kept wet, if applicable.
3. Fluoroscopically monitor wire guide advancement in ductal system.
4. Proceed with exchange of compatible wire-guided accessories over wire guide.

Upon completion of the procedure, dispose of the device per institutional guidelines for biohazardous
medical waste.

Page 6 of 11
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INSTRUCTION FOR USE

Endoscopic Wire Guides (DWG-25-260-S; -25-260-A-S; DWG-35-260-S; DWG-35-260-A-S)
Endoscopic Wire Guides (RR-18-260; -18-260-A)

Endoscopic Wire Guides with adapter Pin-Vise (RR-18-480; -18-480-A; -18-480-MUSC)
Endoscopic Wire Guides (THSF-35-400; -18-480; -21-480; -25-480; -35-480)

INTENDED USE

This device is used to assist in cannulation of the biliary and pancreatic ducts and to aid in bridging difficult
strictures during ERCP.

NOTES

This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lead to
device failure and/or transmission of disease.

Do not use this device for any purpose other than stated intended use.
If package is opened or damaged when received, do not use. Visually inspect with particular attention to

kinks, bends and breaks. Ifan abnormality is detected that would prohibit proper working condition, do not
use. Please notify Cook for return authorization.

Store in a dry location, away from temperature extremes.
Use of this device restricted to a trained healthcare professional.

CONTRAINDI CATIONS
Contraindications include those specific to ERCP.

POTENTIAL ADVERSE EVENTS

Potential adverse events associated with ERCP include, but are not limited to: perforation, allergic reaction
to contrast or medication.

PRECAUTIONS

Use of this wire guide with metal tip ERCP devices may result in damage to the external coaling and/or tip
of the wire guide (except THSF wire guides).

WARNING
Remove this ware guide before applying electrical current.

Page 7 of 11
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TECHNICAL SPECIFICATIONS

DWG

Product
Code/Mockl
DWG-25-260-A-S
DWG-25-260-S
DWG-35-260-A-S

DWG-35-260-S

RR

Product
Coce/Vockl
RR-18-260
RR-18-260-A
'RR-18-480
RR-18-480-A

RR-18-480-MIJSC

THSF

Product
Cook/Vockl
TIISI-18-480
rilSF-21-480
rilSF-25-480
Til SF-35-400

THSF-35-480

Page 8 of 11

Wire Guide
Dianeter

On Inch
0.064/0.025
0.064/0.025
0.089/0.035

0.089/0.035

Wire Guice
Dianreter

On Inch
0.046/0.018
0.046/0.018
0.046/0.018
0.046/0.018

0.046/0.018

Wire Guide
Dianreter

On Inch
0.046/0.018
0.053/0.021
0.064/0.025
0.089/ 0.035

0.089/ 0.035
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Wire Guide .
Length Wire Quice Tip
Type
&)
260 Angled
260 Straight
260 Angled
260 Straight
Wire Guide .
Lergth Wire Guice Tip
Type
v
260 Straight
260 Angled
480 Straight
480 Angled
480 Straight
Wire Guide .
Length Wire Guiile Tip
Type
o)
480 Straight
480 Straight
480 Straight
400 Straight
480 Straight

Slipooat Length
(oY)

260
260
260

260

Slipooat Length
@V

N/A
N/A
N/A
N/A

N/A

Slipocat Length
(&%)

N/A
N/A
N/A
NA

N/A



INSTRUCTIONS FOR USE
1 Prior to removing wire guide from holder, flush with 30 cc of sterile water. (Seefig.)

2. Flush endoscope accessory channel and/or lumen of device with sterile water, then insert wire guide
floppy end first.

Note: For best results, wire guide should be kept wet.
3. Fluoroscopically monitor wire guide advancement in ductal system.
4. Proceed with exchange of compatible wire-guided accessories over wire guide.

Upon completion of procedure, dispose of device per institutional guidelines for biohazardous
medical waste.

INSTRUCTION FOR USE
Wire guide locking accessories FS-WL-O-S; FS-WL-P-S.

INTENDED USE

This device is an accessory to be used with endoscopic biliary devices to lock the wire guide(s) in place
during ERCP procedures.

NOTES

This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may lead to
device failure and/or transmission of disease.

If the package is opened or damaged when received, do not use. Visually inspect with particular attention

to kinks, bends and breaks. If an abnormality is detected that would prohibit proper working condition, do
not use. Notify Cook for return authorization.

Do not use this device for any purpose other than the stated intended use.
Store in a dry location, away from temperature extremes.

Do not reuse, reprocess or resterilize this device.

Use of this device restricted to a trained healthcare professional.

CONTRAINDICATIONS
None known.

POTENTIAL COMPLICATIONS

Page 9 of 11
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This device is used with Cook biliary devices. Read appropriate Instructions for Use for complications
associated with the procedure and device being used.

TECHNICAL SPECIFICATIONS

Product Codc/Mbckl Scope Compatibility
FS-WI.-O-S Olympus / Fiijinon
FS-W'L-P-S Pentax

INSTRUCTIONS FOR USE
Apply water-soluble lubricant to top of cap as needed to ease passage of accessories.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS
Please notify Cook for return authorization.

Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

TEL: +353 61 334440 FAX; +353 61 334441

WWW.COOKMEDICAL.COM

SHELF LIFE
The “irse by” date as denoted by symbols on the labelling. The shelf life is shown by indication the time

of manufacture (factoiy symbol) to the stated expiration date (hourglass symbol). The difference between
both dates is the shelf life.

These devices have a three (3) year shelf life.
STERILIZATION DETAILS

The devices included in this technical data summary are supplied sterile in peel open packages utilizing
an EtO (Ethylene Oxide) validated method to a sterility assurance level (SAL) of 10”*. Do not use the

sterile product if there is doubt as to whether the product is sterile.
STORAGE RULES

These devices should be stored in a dry location, away from temperature extremes. ACRO wire guides
should also be stored away fi'om sunlight.

Page 10 of 11
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TRANSPORTATION RULES

‘I'ransportation 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.

57rol14d
Doris A. Hawks D

Global Regulatoiy Affairs Specialist
Wilson-Cook Medical, Inc.
State of North Carolina, Forsvth COUNTY
I, Tiffanny A. Thomas a Notary Public certify that,
Doris A. llavyks— personally came before me and acknowledged that she is Reaulatoiv Affairs Specialist ot

Wilson-Cook Medical Inc. and acknowledged on behalf of the corporation, the due execution of the foregoing
instrument.

Witness my hand and notarial seal this S day of 'O'CtH/C 20

Notary Public My Commission expires; September 5. 2022

| MAwwy A Thoma*

| Notary Public, North CurolioA

j County of Ouilfotd

1 My Commission Etpirer September S. 2022
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MepeBOg C aHINTUNCKOTO SA3blka Ha PYCCKUIA A3blK

WTAT CEBEPHAA KAPOMINHA
JenaptameHT CekpeTtapsa LWraTta

AMNOCTUNb
(Fraarckass KoHBeHumns oT 5 okta6psa 1961 roga)

1. CrtpaHa: COEQVNHEHHBIE WTATBI AMEPUKN

[JaHHbI Ny6/NUHBLIA 4OKYMEHT
2. 6bin nognucaH; TMGOPAHU A. TOMAC

3. BoicTynawuein B kavyectse; NYBINYHOIO HOTAPUYCA, MONHOMOUYNA NCTEKAIOT
9/5/2022

4. HocuT neyatb: OKPYTA TMNeOP4, CEBEPHAA KAPOJ/INHA

3aBepeHo
5. B 1. Ponn, CesepHaa KaposnHa

6. 12 unwoHa 2019 T.

7. CekpeTapem LltaTta nnn 3amectutenem Cekpetapsa LWtata CesepHaa KaponuHa
8. 3a Homepom: Ne 9981

9. Meuartsb; Wrtat CeBepHaa KaponuHa, flenaptameHT LTaTta

10. NMoanuck: (DneiiH Mapwansn, cekpeTapb wWTaTta)

CepTtudmkaunoHHblin Ne 8101615926
MpoBepuTb BbIMYCK AAHHOIO anocTUNA MOXHO Mo agpecy: http://www.sosnc.qov/apostille
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COOK*

MEDICAL

MPOBOAHMKWN 3HAO0CKOMNYECKNE C MPUHAANEXHOCTAMU

MHCTPYKUWA MO NMPUMEHEHWNIO

MpoBogHuKKM aHpockonuyeckme (ACRO-25-260; -25-450; -35-205; -35-260; -35-450)

MpoBoaHukK aHgockonuyeckne (AWG2-25-260; AWG2-25-260-A; AWG2-25-450; AWG2-25-450-A;
AWG2-35-205: AWG2-35-205-A; AWG2-35-260; AWG2-35-260-A; AWG2-35-450; AWG2-35-450-
A)

MpoBogHMKKN aHpockonuueckume (FS-LT-35-205; -35-260; -35-480)

MpoBogHMKKN aHpockonuyeckne (FSW-35)

MpoBogHMKK aHgockonuyeckne (HY B-48015; -48025)

MpoBOAHMKMK 3HAOCKOMUYEeCKMe ¢ aganTepoM Pin-Vise (HYB-48015-A; -48025-A)

MpoBogHMKKM aHpockonuyeckne ¢ agaOTtepom Olcott Torque Device (MET-25-480; -25-480-A; -35-480;
-35-480-A)

MpoBogHuKKM aHpockonuyeckne ¢ agantepom Olcott Torque Device (METU -21-260; -21-480; -25-260;
-25-480; -35-260; -35-480; -35-480-A; -35-600E)

MOKA3AHNA KIMPUMEHEHWNIO
[JlaHHOoe yCTPOMCTBO NpeAHasHauyeHo A1 KaHINALUN XeNYHbIX U NaHKpeaTUyYecKnx NpPoTOKOB, a TaKKe

AN 061ervyeHns MPOXOXAEHUS CNOXHbLIX CTPUKTYP BO BpeMs 3HAOCKOMUYECKON peTporpagHoi
xonaHrunonaHkpeatorpagpuun (3PXMI).

NMPUMEYAHNA

[laHHOe YCTPOMCTBO MNpefHa3HaYeHO WCKOYUTENbHO NS OLHOPa30BOro WCMOAb30BaHMA. [MONbITKA
MOBTOPHO WCMOMb30BaTb W/MAWM  CTepUNnU30BaTb [JaHHOe YCTPOWCTBO MOryT MpMBECTM K ero
HemcnpasHOCTW n/unn nepepaymn 3abonesaHus.

He ncnonb3yiiTe faHHOe YCTPOMCTBO B LieNAX, KOTOPbIE HE yKa3aHbl B LLe/1IeBOM Ha3HaYeHUN.

He ncnonb3yiiTe ycTpOMCTBO, €CXM MPU NOJyYeHUU YCTPOINCTBA YNaKoOBKa OTKPbITa U/IN MOBPEXAEHA.
MpoBeAnTe TLATeNbHbIA BHELWHWA OCMOTP YCTPOMCTBA Ha MNpeaMeT W310MOB, W3rnbos U
nospexaeHnin. He ncnonb3yite B cnydae 06HapYy>XeHWUS HEMCMNPABHOCTEN, KOTOPblE MOTYT MOBAUSATb Ha
paboune ycnosus. OTnpasbTe NUCbMEHHOe yBefoMneHne Cook 0 npaBe Ha BO3BparT.

XpaHnUTb B CYyXOM MecTe, n3beratb nepenagos Temneparyp.

[laHHoe  yCTpOICTBO ~ MOryT  MCMONMb30BaTb  TOMbKO  KBaNU(WULMPOBAHHbIE  COTPYAHWKM
3[1paBOOXPAHEHUS.

MPOTMBOINMOKA3AHWA
K npoTuBOnNoOKasaHNAM OTHOCATCA Te, KOTOpble XapakTepHbl ans 3PXMI.

NMOTEHUMNANBHBIE OCJ/TOXXKHEHWNA
K noTeHUmanbHbIM OC/IOXHEHUAM, CBA3aHHbIM ¢ SPXTII, oTHOCATCA, MOMWMO MpoYero: nepgopayms,
annepruyeckas peakums Ha KOHTpPacTHOe BELLECTBO UV MeAUKAMEHTHI.

MEPBI MPEAOCTOPOXHOCTU

CrtpaHunua 2 us 12
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Vicnonb3oBaHnMe [aHHOro MNPOBOAHUKA C WHCTpymeHTamu and  OPXMI ¢ MeTannmyeckumu
HaKOHEYHMKAMN MOXeT TMPUBECTM K TMOBPEXAEHUIO BHELHEro MOKPLITUA W/MAN  HAKOHEYHUKa
NMPOBOAHUKA.

[aHHbIli NPOBOAHWK MOXET 0CTaBaTbCA Ha MeCTe, eC/IM OH UCMONb3yeTCcAa NPU HOPMasbHbIX YCNOBUAX
BMecTe C (M B COOTBETCTBMMW C MHCTPYKLMEA) COBMECTUMBIM 3/IEKTPOXUPYPIUYECKUM WUHCTPYMEHTOM
Cook.

TEXHUYECKWME XAPAKTEPUNCTUNKWN

ACRO
JdnvHa
Kog npogykTa/ Ananetp AnmHa Tvin rMapoduILHOro
NPOBOAHMKA, NPOBOAHMKA, HaKOHeYHUKa
MoJeNb o MOKPbITKS,
cv/ moiim - - cM NPOBOAHUKA oM
ACRO-25-260 0.064/0.025 260 NpsiIMOiA 27
ACRO-25-450 0.064/0.025 450 NpsMO 27
ACRO-35-205 0.089/0.035 205 npsMoii 27
ACRO-35-260 0.089/0.035 260 NpsIMOiA 27
ACRO-35-450 0.089/0.035 450 NpsIMOiA 27
AWG2

LLiepoxoBatocTb, Ra - He 6onee 0,64 MKM

Ha Bcex nposogHMKax AWG2 paBHOMEPHO M NOCNeL0BaTe/IbHO HaHECEHO 25 METOK C MHTepsasom 1
CM.

PaccTosiHMe OT HaKOHEYHMKa [0 NepPBO METKMN COCTaBASET 5 CM.

Ha pacctosHun 5 cM OT nNepBoOii MeTKM HaHeceHa ABOMHasA MeTKa

Ha pacctosgHum 10 cm OT NepBO METKN HaHeceHa TPOiiHas MeTKa

Ha paccTtosHumn 15 cm OT NepBO METKM HaHeCeHa YeTBepHas MeTkKa

Ha paccTosHum 20 cM OT NepBOil METKM HaHeCEeHa NATepHas MeTKa.

Pagnyc OnnHa
Kog/Mogesnb Ananvetp AnvHa Tun KPVBM3HbI rMLPONIILHOIO
A MPOBOAHMKA MPOBOAHMKA  HAaKOHEYHMKA MOKDLITHS

A Jronv/Mm cM NPOBOAHMKA nHovim/ oM oM

Morpewrocts  + 0:002 "m”w 004 yacm/-5em - + 5MM
AWG2-25-260 0.025/0.064 260 NpsMO - 5.8
AWG2-25-450 0.025/0.064 450 NpsAMO - 5.8
N30rHYTbI Ve 5.8

AWG2-25-260-A 0.025/0.064 260 Y
0.432/1.1 n

CtpaHuua 3 13 12
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Kog/Mogenb
n3genns

MorpeLUHocTb

AWG2-25-450-A

Kog/mogens
n3nenus

MorpeLuHocTb

AWG2-35-205

AWG2-35-260

AWG2-35-450

AWG2-35-205-A

AWG2-35-260-A

AWG2-35-450-A

MNprHagne>xHocTu:

JduameTp
NPOBOAHVKA
[rorM/Mm

+0.002 arolim/0,04
MM

0.025/0.064

Jduvamvetp
NPOBOAHMKA
Arorim/MmM

+0,004 ptoimv/ 0,10

MM

0.035/0.089

0.035/0.089

0.035/0.089

0.035/0.089

0.035/0.089

0.035/0.089

OnvHa

MPOBOAHUKA
cM

+4cm /-5¢m

450

[OnvHa

MPOBOAHMKA
cM

+4cm /-5¢cm

205

260

450

205

260

450

1 ®dukcatop nposogHuka FS-WL-0-S
2. ®ukcartop nposogHuka FS-WL-P-S

Tun
HaKOHEYHVKa
MPOBOAHMKA

N30THYTBbI

Tun

HaKOHEeYHNKa

MPOBOAHMNKA

Mpamolii

npamoi

npamoi

N30THYTbIW

M30THYTbI I

N30THYTbI

Pagnyc
KPUBU3HbI

[toiAnM/ cm

1.000/2.54

Mexay

0.432/1.1 n
1.000/2.54

Paanyc
KPUBW3HbI

Aronm/ cm

Mexay

0.432/1.1 wn

1.000/2.54

MexXay

0.432/1.1 u

1.000/2.54

MexXay

0.432/1.1 n

1.000/2.54

OnvHa

rMapPoONILHOrO
NOKPbITUS
cM

+5MM

58

JnnHa
rMapotnILHOIO
NOKPbITUA

CM

+ 5Mm

58

5.8

5.8

5.8

5.8

58

®ukcatopbl nposogHuka (FS-WL) npegHasHayeHbl gnsa gmkeauumn nposogHuka (ACRO, AWG2, DWG,
FS-LT, FSW, FIYB, RR, TFISF, MET, METW) 1 o6ecrneyeHns KOHTPONA €ro pasmeLLeHus.

1 HaxmMuTe Ha BEpPXHIOK YaCTb YCTPOKCTBA (PUKCALMM NPOBOAHUKA, YTOBLI OTKPbITh €r0 HUKHIOK YaCTb
AN yAOBHOTO pasMeLLEHs Ha 3HAOCKOe.
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2. TloacoefunHMTE YCTPOIACTBO (hMKCaLMM NPOBOAHMKA K MOPTY 3HAOCKONA, NpefHa3HauYeHHOMY AN
MOAK/HOYEHNS aKCeccyapoB.

3. 3atukcupyiiTe NPOBOAHVK B YCTPOICTBE (hMKCaLMK, YTOOLI OH OCTaBa/ICA Ha MeCTe 11 BO3MOXHOCTM
CNO/b30BaHUs APYriX YCTPOICTB B Clyvae HEOOXOAMMOCTH.

4. Tlocne 3aBepLUeHVs NpoLeaypbl pasdnokupyiiTe NPOBOAHWK B YCTPOCTBE (IMKCALUM U U3BNEKUTE
YCTPOICTBO (hmKcaLmm NPOBOAHMKA M3 MOPTa S3HAOCKONaA.

CtpaHuua 5 n3 12
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FS-LT

Kopg npogykTa/ Mofenb

FS-LT-35-205
FS-LT-35-260

FS-LT-35-480

FSW

Kog npoaykTta/ Mogenb

FSW-35

HYB

Koga npoaykra/ Mmogenb

HYB-48015
HYB-48015-A
HYB-48025

HYB-48025-A

MET

Koa npoaykTa/ Mogenb

MET-25-480

MET-25-480-A

CTtpaHuua 6 n3 12

Jnametp
MPOBOAHMKA,
cm/ groiim

0.089/0.035
0.089/0.035

0.089/0.035

Onametp
MPOBOAHMKA,
cv/ groiim

0.089/0.035

JvawmeTp
MPOBOAHMKA,
cm/ aroinm

0.089/0.035
0.089/0.035
0.089/0.035

0.089/0.035

Jnametp
MPOBOAHMKA,
cwm/ groiim

0.064/0.025

0.064/0.025
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[nnHa
MPOBOAHNIKA,
cm

205
260

480

[nnHa
NPOBOAHVIKA,
cm

205

[nnHa
NPOBOLHVIKA,
cM

480
480
480

480

[nnHa
MPOBOAHMKA,
cM
480

480

Twvin KOH4YMKa
NPOBOAHMKA

neT/1e06pasHbIi
neT1e06pasHbIi

neTne0bpasHbIi

Tvin KOHYMKa
NPOBOAHUKA

npsMOoiA

Tvin KOH4YMKa
NPOBOAHUKA

NpsMO
N30THYTbINA
npsMO

N30rHYTbI

Tvin KOH4YMKa
NPOBOAHMKA

NpAMO

N30rHYTbI

[OnnHa
rnapotuibHOro
MOKPbITUSA,
cM

oTCYyTCTBYET
oTCyTCTBYET

OTCYTCTBYET

[nvHa

rMapoMuILHOro
MOKPbITUSA,
cMm
5

[nnHa

rMapopuILHOTO
MOKPbLITUS,
cMm
15

15
25

25

[OnnHa

rMapopuILHOTO
MOKPbLITUS,
cM

5

5



MET-35-480 0.089/0.035 480 Mpamoit 5

MET-35-480-A 0.089/0.035 480 N30THYTbIN 5
METWU
[nnHa
Koga npogykra/ Mogens npfl)ggxs;?(a npoﬂsgz:aka Tvn KoHumKa FUAPO(NLHOTO
o ' MPOBOAHUKA MOKpPbITUSA,
cM/ aroim cM

cMm

METII-21-260 0.053/0.021 260 NpAMO ~5
METII-21-480 0.053/0.021 480 NpsAMOiA ~5
METT1-25-260 0.064/0.025 260 NpAMO 5
METII-25-480 0.064/0.025 480 NpAMO 5
METI1-35-260 0.089/0.035 260 NpAMO 5
METII-35-480 0.089/0.035 480 NpAMO 5
MET11-35-480-A 0.089/0.035 480 U30THYTbIVA 5
MET]II-35-600E 0.089/0.035 600 NpAMO 5

MHCTPYKUWN no NCIOJ/Ib3OBAHUIO

1 Mepes wv3BNeYeHWeM MNPOBOAHMKA U3 fepxxaTens, npomoite ero 30 cM" CTepUNN30BaHHOW BOAbI.
(Puc. 1)

2. MpomoiiTe 4ONONHUTENbLHBIA KaHan 3HA0CKOMa U/Mnn NpocBeT YCTPOMCTBA CTEPUIM30BAHHON BOAONA,
3aTeM BBeAUTe NPOBOLHUK CO CTOPOHbI F'MOKOro HaKOHEeYHUKa.

MpumeyaHue: [Ond LOCTWXKEHUA NYYLIUX Pe3yNbTaTOB PeKOMEHAYeTCA MNOLAEPXMBaTb BIAXHOCTb
NpoBoAHMKa (MO BO3MOXHOCTHK).

3. BBegeHue nMnpoBOAHMKA B JXeNYHble TMPOTOKM Heo6X0AUMO OCYLLeCTBNATb MO KOHTPO/EM
PEHTIeHOCKOMUMN.

4. 3aTeM 4Yepe3 NPOBOAHMK MOXXHO BBOAWTb COBMECTUMbIE C HAM UHCTPYMEHTHI.

Mocne 3aBeplueHUA Npouefypbl YTUIN3UPYINTe NPOBOLHUK B COOTBETCTBUU C PYKOBOACTBOM [/1A
O6MONOrNYecKn onacHbIX MeULUHCKUX OTXOLOB.

PucyHok 1

MHCTPYKUWMA MO NMPMMEHEHNIO
CrpaHuua 7 ns 12
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MpoBoaHnkn aHpgockonunyeckne (DWG-25-260-S; -25-260-A-S; DWG-35-260-S; DWG-35-260-A-S)
MpoBogHukn aHgockonuyeckne (RR-18-260; -18-260-A)

MpoBoAHUKN 3HAOCKONKUYecKMe ¢ agantepom Pin-Vise (RR-18-480; -18-480-A; -18-480-MUSC)
MpoBogHWKKN aHpockonunyeekne (THSF-35-400; -18-480; -21-480; -25-480; -35-480)

MOKA3AHNA K MPUMEHEHWIO

[aHHOe yCTpONCTBO NpefHa3HavyeHo A5 KaHKONALMM XeNYHbIX Y NaHKPeaTUYecKnX NpPoToKOB, a Takxke
AN 06nervyeHns MNPOXOXKAEHUA CNOXHbLIX CTPUKTYP BO Bpemsi 3HAOCKOMWYECKOW peTporpagHoi
XonaHruonaHkpearorpapun (SPXII).

NMPUMEYAHNA

[aHHOoe yeTpoWCTBO MpefHa3HaYeHO WCKIHUYUTENIbHO A/ OA4HOPAa30oBOro WMCMo/ib30BaHUA. [MONbITKM
MOBTOPHO MCNO/Mb30BaTb W/MNW  CTepUIM30BaTb [aHHOE YCTPOMCTBO MOryT TMPUBECTU K €ro
HeucnpasHOCTY n/unu nepegadu 3abonesaHus.

He ncnonb3ylite JaHHOE YCTPOETBO B LEeNsAX, KOTOPble He YKa3aHbl B Lie/IeBOM Ha3HauYeHuUN.

He ucnonb3yiite yCTPOMCTBO, €CM NPW MONYYEHUM YCTPOWeTBa YyNakoBKa OTKPbITa UM NOBPEXAEHA.
MpoBeguTe TLATENbHbLIA BHEWHWIA OCMOTP YCTPOCTBa Ha MpeaMeT W3/10MOB, MW3rMb6oB U
nospexaeHuii. He ncnonb3yite B cnydae 06Hapy>XeHWUS HEUMCNPABHOCTEN, KOTOPbIe MOTYT NOBAMATb Ha
paboune ycnosua. OTnpasbTe NMCbMEHHOe yBefomaeHne Cook o npase Ha BO3BpaT.

XpaHuUTb B eyXOM MecTe, n3beratb nepenagos Temneparyp.

[aHHoe  yCTpOMCTBO  MOryT  WCNO/b30BaTb  TONbKO  KBaIUMUUMPOBAHHbIE  COTPYLHMUKM
3,paBOOXpaHeHNs.

MPOTMBOINMOKA3AHUA
K npoTrMBONOKa3aHNAM OTHOEATCA Te, KOTOpble XapaKTepHbl ana SPXIT.

MNOTEHUWMANbHBIE OCNOXHEHWA
K noteHUManbHbIM OCNOXHEHUAM, CBA3aHHbIM ¢ QPXTIIT OoTHOCATCSA, NOMMMO Mpo4yero: nepdgopayums,
anfieprnyeckan peakuus Ha KOHTPacTHOE BELLECTBO UM MeANKAMEHTbI.

MEPbBI MPEJOCTOPOXHOCTU

Mcnonb3oBaHne f[aHHOrO MPOBOAHMKA C  MHCTpyMeHTamn pans  3PXTT e  MeTainyecKumm
HaKOHEYHMKAMW MOXET TMPMBECTU K TMOBPEXAEHUI0 BHELWHEero MoKpbITUS W/MAM  HaKOHeYyHUKa
npoBofAHMKa (Kpome nposogHnKos THSF).

NMPEAYTIPEXAEHUE
Mepes NPUMEHEHMEM 31EKTPUYECKOTO TOKa HE06X0AMMO 13BMEYb MPOBOAHMK.

TEXHUWYECKWME XAPAKTEPUCTUKW

DWG
Jnametp Jrvna Tun Anaria
rmapounILHOro
Kog npogykra/ Mmogens MPOBOAHMKA, MPOBOAHYIKA, HaKOHEYHMKa HOKDBITYS
cm/ atoim cMm MPOBOAHUKA pCM '
DWG-25-260-A-S 0.064/0.025 260 V30THYTBIl 260
DWG-25-260-S 0.064/0.025 260 NpAMO 260
DWG-35-260-A-S 0.089/0.035 260 N30THYTbIN 260
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DWG-35-260-S 0.089/0.035 260 NpsMOiA 260
RR
Jnametp [nnHa Tun Anvta
rmapounLHOro
Kog npofykra/ mogens MPOBOAHMKA, MPOBOAHVIKA, HaKOHEYHUKa NOKOBITAS
cwm/ proliv CM MPOBOAHUKA pCM '
RR-18-260 0.046/0.018 260 NpsiMOiA OTCYTCTBYET
RR-18-260-A 0.046/0.018 260 V30T HYTBIlA OTCYTCTBYET
RR-18-480 0.046/0.018 480 NpAMO OTCYTCTBYET
RR-18-480-A 0.046/0.018 480 M30THYTbIN OTCYTCTBYET
RR-18-480-MUSC 0.046/0.018 480 NpAMO OTCYTCTBYET
THSF
Jvawvetp OnvHa Tun Anva
rMapoQuILHOro
Kog npogykta/ Mozens MPOBOAHWKA, MPOBOAHMKA, HaKOHEeYHUKa NOKDLITUS
cM/ Hoim CM MPOBOAHUKA pCM '
THSF-18-480 0.046/0.018 480 NpsAMOiA OTCyTCTBYET
THSF-21-480 0.053/0.021 480 npAmot OTCYTCTBYET
THSF-25-480 0.064/0.025 480 npAMON oTCyTCTBYET
THSF-35-400 0.089/0.035 400 NpAMO OTCYTCTBYET
THSF-35-480 0.089/0.035 480 NpAMOl OTCYTCTBYET

MHCTPYKUWNA no NCIMOJIb3OBAHNIO

1 lMepen n3BneyeHWem MPOBOAHMKA M3 AepxaTens, npomoite ero 30 cwm® CTEPUIN30BAHHON BOAbI.
(Puc.1)

2. MpomoliTe AOMNONHUTENbHbIA KaHan 3HAOCKONa U/unu nNpocBeT YCTPOMNCTBA CTEPUIN30BAHHOW BOLOW,
3aTeM BBeAUTe NPOBOAHUK CO CTOPOHbI TMOKOr0 HaKOHEYHMKaA.

MpumeyaHue: Ons LOCTUXKEHWS NYyYLWUX pe3ynbTaTOB PEeKOMeHAYeTcs MOAAepXMBaTb BAAXKHOCTb
MPOBOAHNKA.

3. BBegeHue MNPOBOAHMKA B >KENYHble MPOTOKM HEOOXOAMMO OCYLECTBAATb MO KOHTPO/EM
PEHTreHOCKOMuMU,

4. 3aTeM 4yepe3 MPOBOAHMK MOXHO BBOAUTb COBMECTUMbIE C HUM UHCTPYMEHTI.

Mocne 3aBepLUeHNs NpoLeaypbl YTUNM3NPYIiTe NPOBOAHUK B COOTBETCTBUM C PYKOBOACTBOM ANS
6M0M0rNYECKN ONnacHbIX MeAULMHCKUX OTXOA0B.

PucyHok 1
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MHCTPYKUWMA no MPUMEHEHWNIO
dunkcartop nposoaHuka FS-WL-0-S; FS-WL-P-S.

MOKA3AHNA K MPUMEHEHWIO

[aHHoe yCTpOMCTBO NpefHa3HavyeHo AN UCMONb30BaHUA C YCTPOMNCTBAMU, KOTOPbIE MPUMEHAOTCA ANs
NPOBeAEeHNS 3HAOCKOMUN XKEMYHbIX MPOTOKOB, YTOObI 3aKpPenuTb MPOBOAHUK (-M) Ha MecTe BO Bpems
3HJ0CKONMUYECKOW PeTporpagHoin xonaHrnonaHkpeatorpagumn (SPXM).

MPUMEYAHNA

[aHHOe yCTpONCTBO MpeAHa3HaYeHO WCKAYUTENbHO AN 04HOPa30BOr0 MCMoab30BaHUA. [MONbITKK
MOBTOPHO WCNOMb30BaTb W/MAW  CTepUIN30BaTb [aHHOe YCTPOWCTBO MOryT MNpMBECTU K €ro
HemcnpaBHOCTU U/uUnn nepegayn 3abonesaHus.

He ncnonb3yiiTe yCTPONCTBO, €CAM NPU NOMYYEHUN YCTPOINCTBA yNaKOBKa OTKPbITa UM MOBPEXAeHa.
MpoBeanTe TLaTeNbHbIA BHELWHWIA OCMOTP YCTpPOWCTBA Ha MpeaMeT W3710MOB, WU3rnboB u
NOBPEeXAeHNN. He ncnonb3yiite B cnyyae 06HapyXXeHUS HEUCNPABHOCTENR, KOTOPbIE MOTYT NOBAMATHL Ha
paboumne ycnosus. OTnpaBbTe NMCbMEHHOe yBegoMneHne Cook o npaBe Ha BO3BparT.

He ncnonb3yinTe gaHHOE YCTPOCTBO B LieNAX, KOTOPbIE HE YKa3aHbl B Lie/IEBOM Ha3HaYeHUM.

XpaHUTb B CyXOM MecCTe, n3beraTb nepenagos Temneparyp.

He cTepunusyinte n/unm He NCNONb3yNTe YCTPOMNCTBO NOBTOPHO.

[laHHOe  YCTpOWCTBO ~ MOryT  MCMOMb30BaTb  TOMbKO  KBaIU(WLUPOBAaHHbIE  COTPYAHUKU
3[paBOOXPaHEHUS.

MPOTUBOMOKA3SAHUNA
MPOoTUBOMNOKA3aHNS HE BbISIB/IEHI.

MOTEHUMANBbHbBIE OC/TOXXHEHUNA

[laHHOe YCTpPOICTBO MNpeAHa3HauyeHo [A1S WCNONb30BaHMS C WHCTpymeHTamu Cook, KoTopble
MPUMEHSIOTCA BO BPEMS MPOBeAEHWS MPOLEAYP Ha XeNUHbIX NPOToKax. [Ans nonyvyeHns uHdopmaymm
06 OCNOXHEHMSAX W CMOXHOCTAX, CBA3AaHHbIX C MNPOBEAEHWEM MpPOLesypbl ¥ UCNOAb3YEMbIM
YyCTPONCTBOM NpouMTaliTe COOTBETCTBYHOLLYH VIHCTPYKLMIO NO NCNO/b30BaHNIO.

TEXHUWYECKWME XAPAKTEPUNCTUNKWN

Koa/mogens mnsnennsi CoBMeCTUMOCTb C 3HJ0CKOMOM
FS-WL-0-S Olympus / Fujinon
FS-WL-P-S Pentax
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MHCTPYKUWNWN no NCMOJZIb3OBAHUIO

Mpn HeobxoAMMOCTW, AN 06/7erYeHUs MPOXOXKAEHUSA YCTPOCTBA, HAHECUTE Ha BEPXHUI
KO/MINa4yoK BOLOPACTBOPMMbIN CMa3blBatoLLNiA MaTepuran.

NMPOLUEAYPA PA3PELLUEHUMA CIMOPHbLIX BOMNPOCOB B COOTBETCTBUM C
JENCTBYHOWNMWN NPABUNAMWN N TEXHUYECKMMW CTAHOAPTAMMU

[Ons ohopmneHusa Bo3Bparta npocbba ysegomutbs kKomnaHnto COOK no agpecy:

Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

TEL :+353 61 334440 FAX :+353 61 334441

WWW.COOKMEDICAL.COM

CPOKrogHocTtu

[ata «ucnonb3oBath [0» 0603Ha4YaeTCAa CMMBOMAMM Ha MapkKnposke. CpPOK roOAHOCTU yKasaH OT
BPEMEHN W3roToBMeHUsA (3aBOACKOM CUMBOM) O OKOHYaHMA CPOKa FOAHOCTU (CMMBOJT MECOYHbIX
yacoB). Pa3HuLa Mexay o6emMmu gatamm 0603Ha4aeT CPOK rogHOCTH.

Bce n3genna B faHHoM O630pe TexHMYecknX [aHHbIX UMEKT CPOK FOAHOCTM 3 rofa.

NMPABUNA CTEPUTN3ALUNN

MPOBOLHMKMA  3HAOCKOMMYECKME C MPUHALNEXHOCTAMM  MOCTABNAKTCA CTEPUSIbHBIMU B
MHOTOC/NONHbIX YynakoBKax C WCNOMb30BaHWemM OAOOGPEHHOro metoda ctepunm3auun EtO (3Tuned
Okcna) ¢ NOATBEPXKAeHMEM MeTofa cTepunbHocTu (SAL) 10 He ncnonb3yiiTe NpOAYyKT, €Civ ecTb
COMHEHWA B ero CTEPUSIbBHOCTMN.

NMPABUNNA XPAHEHWA

XpaHuTb B CyXoM MecTe, nsberatb nepenagos temnepatyp. [lposogHukun ACRO Heo6xoaumo
XPaHWUTb BAANN OT CO/THEYHOrO CBETA.

NMPABUNIA TPAHCIOPTUPOBKW
Mpu TpaHCMOPTUPOBKE HEOBXOAMMO YUWUTbIBATb TUM UCMONb3YEMOr0 TPAHCMOPTHOIO CpeAcTBa

M paccTosHMe, a Takke (QUPMY-TPaHCMOPTUPOBLLMKA U OLIEHKY 4acTOTbl BMOpaLuu npu
TPaHCNOPTUPOBKE.

MPABUNA YTUNTN3ALUNN

Mocne 3aBeplueHMs npouedypbl U3genus cnefyeT YTUAW3UPOBATb B COOTBETCTBUM C
PYKOBOACTBOM A1 6BMONOrMYECKM ONACHbIX MeAULMHCKUX 0TXO0/0B.
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Mognuce Jarta: 5 uioHa 2019 r.
Jopuc A. Xoykc

CneumnanucTt MexayHapogHOro oTAena HOpMaTUBHO-NPaBOBbIX aKTOB
Wilson-Cook Medical, Inc.

L tat CeBepHaa KaponuHa, okpyr ®opcut

A, TupdaHn A. Tomac, Ny61MYHBIA HOTapUyc, HaCTOALWLMM NOATBepXato, 4To Jopuc A. X0OyKC TMYHO
npeacTana nepeso MHON M NOATBEPAWNA, YTO SBAAETCA CMEeLUNanncToM OTAeNna HopMaTUBHO-MPaBOBbIX
akToB KomnaHuu Wilson-Cook Medical, Inc., u nogTeepanna, 4To noctasmna NoAnncb Ha JOKYMEHTe B
NHTepecax Kopropauuu.

B noaTBepXeHue A CTaB/io CBOK MOAMUCL M HOTApMaNbHYH neyvaTb cerogHd, 5 uwoHa 2019 r.

/Moanuce/
My6ANYHbIA HOTapuyc
Mowu nonHomouma ncrekarT 05-09-2022

Meyvars:
Tudpcpann A. Toma
My6nunuHbIn HoTapuyc, CesepHas KaponuHa

Okpyr 'mncpops
Mowu nonHomoums ucTekatoT 5 ceHTAbpa 2022 r.
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lMepeBof faHHOro TeKCTa BbINOJIHEH NepeBoAYnKOM bopuiessiMm BnagncnasoMm HuKonaesnyem.

noannmcb
Poccuiickaa degepayns
"opog Mocksa.
[eBATHAALATOro NOHA [Be ThICAYY LeBATHaALaTOro roga.
[ Kopew Bnagrwmp KoHCTaHTWHOBMY, HOTapuyc ropoga Mocksbl,

NnoA/MHHOCTbL noanucu nepesofumnka, bopliesa Bnagncnasa Hukonaesbl
Moanuch caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb MOANMCaBLLErO JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe: No 77/2138-H/77-2019-44 - /3 N
B3biCKaHO rocyfapcTBeHHOM nowuHbl (Mo Tapudy): 100py6. QOKo
YnnayeHo 3a oKkasaHue yCnyr npaBoBoOro M TeXHWYECKOro xapakTepa

Mep6oBas nevatb

HoTapuyca ropoga MocCKBbI noanumchb
Kopcuka B.K.

Poccuiickas ®epepaumns
["opos MockBa
[leBATHAALATOrO NIOHA [Be ThiCAYN [eBATHAALATOrO roja.
A, Kopcuk Bnagumup KoHCTaHTMHOBMY, HOTapuyc roposa MoCKBbl,
CBUAETENbCTBYIO BEPHOCTb KOMWUM C NPEACTaB/IEHHOIO MHE [JOKYMeHTa.
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