TO ALL TO WHOM THESE PRESENTS SHALL COME, 1, Niall Sheehy, Notary Public, duly
authorised, admitted, and sworn, practicing at 6/7 Glenthworth St., Limerick, Republic of
Ireland, DO HEREBY CERTIFY that | amfamiliar with certificates as issuedfrom time to time
by the Cook Medical Europe Ltd and that the copy certificate hereunto annexed namely.
Instructionfor usefor Dilation Catheters, Sterile, which | have signed my name and affixed my
Seal of Office is a true andfaithful photo statically reproduced copy ofthe 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's place of
business at O'Halloran Road, National Technology Park, in the city ofLimerick, Ireland, andfor
the benefit ofthe proper authorities in Russia andfor all to whom it shall come.

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

flald , H 20/

Niall Sheehy Date
Notary Public

6/7 Glentworth St,, Limerick.
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APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country:
Pays/Pais: IRELAND

This public document
Le présent acte public / E) presente documento publico

2. has been signed by
a été signé par :
ha sido firmado por Niall ShBEhy

. acting in the capacity of
agissant en qualité de
quien actlia en calidad de

w

Notary Public

»

bears the seal / stamp of
est revétu du sceau / timbre de
y estd revestido del sello / timbre de

Certified
Attesté / Certificado
5. at 6. the
alen Cork le /el dia 02/12/2013
7 ;{} I por Department of Foreign Affairs and Trade
8. No
Sous no 0633522013
bajo el nimero
10. Signature: t
Signature: «Hy*

Firma:

This the authenticity of the signature ar>d the capacity of the person who has signed the public
docurnWBVnwMnere appropriate, the identity of the seal or stamp which the public document bears. This Apostille
does nofresytirane content of the document for which It was issued. To verify the Issuance of this Apostille, see
www.ailTn6mications.dfat ie
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¢vice restricted to a trained healthcare professional,
plasty is associated with increased incidence of pancreatitis.

RAINDICATIONS
>e specific to ERCP and any procedures to be performed in conjunction with balloon dilation, including,
t not limited to: asymptomatic strictures; inability to advance the balloon dilator through the strictured
vea; known or suspected perforation; severe inflammation or scarring near the dilation site.

POTENTIAL COMPLICATIONS

Those associated with ERCP include, but are not limited to: pancreatitis, cholangitis, aspiration, perforation,
hem orrhage, infection, sepsis, allergic reaction to contrast or medication, hypotension, respiratory
depression or arrest, cardiac arrhythmia or arrest.

PRECAUTIONS

Refer to package label for minimum channel size required for this device.

Do not inflate the balloon prior to introduction into the scope, as this may cause damage to the scope.

The duodenoscope must remain as straight as possible with the elevator in the open position when advancing
or withdrawing the balloon dilator.

The entire balloon must be extended beyond the tip of the duodenoscope and be fluoroscopically visualized
and positioned before inflation.

The balloon dilator is used in conjunction with the inflation device or a manometer and fluidfilled syringe.
DO NOT use air or gaseous substances to inflate the balloon, as this will result in reduced balloon
effectiveness.

During withdrawal of the balloon dilator from the duodenoscope, negative pressure is mandatory to maintain
balloon deflation.

A compromised balloon may prohibit removal from the endoscope accessory charmel. Removal of the
endoscope along with the compromised balloon may be required.

WARNINGS
Do not exceed the recommended balloon inflation pressure as listed on the catheter tag of the balloon
dilator.

Do not advance balloon dilator if resistance is encountered. Assess the cause of resistance to determine if

dilation should be re-attempted.

SYSTEM PREPARATION

1. Ensure the plunger handle of the inflation device is rotated completely clockwise and is pushed all the
way in. To move the plunger, squeeze and hold the plunger lever located to the side of the syringe cylinder.
Release the lever to lock the plunger in position.

2. Rotate the stopcock and the connecting tube fittings until tight. The stopcock is provided to facilitate
purging of air.

3. Verify the sideport of the stopcock is closed by turning the “off’arm ofthe stopcock to the sideport.

4. While holding the inflation device, submerge the connecting tube in a minimum of 30 ml/cc of sterile
water, saline or dilute contrast. Fill the device with a minimum of 15 ml/cc by compressing the plunger lever
and pulling the plunger handle. Release the plunger lever to lock the plunger in place. (Seefig. 1)

5. To completely purge the inflation device of air, hold the inflation device upright and compress the plunger
lever while simultaneously grasping and pushing the plunger handle until all air is expelled. (See fig. 2)
W hile maintaining the position of the plunger handle, release the plunger lever to lock the plunger in place.
Release the plunger handle. To add fluid to the syringe, repeat steps 4 & 5.

6. Attach the male Luer lock fitting of the stopcock to the hub of the balloon, and secure by rotating the
fittings. (Seefig. 3)

1. While compressing the plunger lever, pull the plunger handle until vacuum is indicated on pressure gauge.
(See fig. 4) Maintain a vacuum with the handle, then release the plunger lever. The balloon dilator is now

ready for placement through the accessory channel of the duodenoscope.

INSTRUCTIONS FOR USE
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AL COMPLICATIONS
complications associated with gastrointestinal endoseopy include, but are not limited to:
aion, hemorrhage, aspiration, fever, infection, hypotension, respiratory depression or arrest, cardiac
n ~thmia or arrest.

RECAUTIONS

Refer O paekage label for minimum channel size required for this device.
0 Donotpre-inflate the balloon.

WARNINGS

During dilation, do not inflate balloon beyond the maximum indieated inflation pressure.

The balloon must be inflated with water only.

Do not advance the balloon dilator if resistance is encountered. Assess the cause of resistance to determine if
dilation should be reattempted.

INSTRUCTIONS FOR USE

1. Attach the balloon to a 60 ml (cc) inflation device with gauge to monitor balloon pressure.

2. To facilitate passage through the endoscope, apply negative pressure to the catheter.

3. Remove the protective sheath from the balloon.

4. Apply a lubricating agent to the balloon to facilitate passage through the endoscope accessory channel.

5. Maintain balloon deflation with negative pressure and introduce into the accessory channel of the
endoscope, advancing in short increments until the dilator is completely visualized endoscopically. Monitor
endoscopically until the balloon is in the desired position within the stricture.

6. Inflate the balloon to the pressure corresponding to the smallest balloon diameter and maintain until
desired dilation is achieved. To achieve increasingly larger balloon diameters, increase pressure as indicated
on catheter tag. NOt€: Do not exceed the maximum indicated inflation pressure.

7. Apply avacuum and remove all fluid from the balloon while observing the balloon endoscopically.

8. Remove the deflated balloon from the accessory channel. Caution: A com promised balloon may prohibit
removal from the endoscope accessory channel. Removal of the endoscope along with the compromised
balloon may be required.

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

Esophageal « Pyloric ¢ Colonic

Wire Guided Balloon Dilator HBD-W

INTENDED USE

This device is used to dilate strictures of the gastrointestinal tract, including strictures of the esophagus,
pylorus, duodenum and colon.

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. If an 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 ofthis device restricted to a trained healthcare professional.

Balloon can be inflated to three distinct diameters, as indicated on package and catheter tag.

This balloon is used in conjunction with an inflation device or manometer and may be filled with sterile
water, sterile saline or up to a 1:1 contrast medium mixture consisting of contrast and sterile saline.

CONTRAINDICATIONS
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L Europe Ltd
.<ANROAD
AL TECHNOLOGY PARK

JCK, IRELAND
. +353 61 334440 FAX: +353 61 334441

VWW.COOKMEDICAL.COM

SHELF LIFE

The “use by” date as denoted by symbols on the labelling. The shelflife 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.

Dilation catheters have a shelf-life of 3 years

STERILIZATION DETAILS

Dilation Catheters are supplied sterile

STORAGE RULES

The devices are to be stored in a dry location, at room temperature.

DISPOSAL RULES

The devices are to be disposed of as per institutional guidelines for biohazardous medical waste.

COOK IVIEDICAL EURO;-'"-
O’Halloran Rocr.d,
o National ‘fediroiogy Pork
Regulatory Affairs Manager Limerick, irsiarid.
Company rfegistratiGn N.o. .'+9227:
VAT Rsgistration No. 0776234K
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3. Mepeingnte K KaHONALMMN.
t 4. TlpocmartpuBas peHTreHockonu4yeckoe n3obpaxeHne
OMnepaLMoHHOro MoAs, NPOABUHbTE KAaTETEP A0 HYXXHOIW NO3nLUMK,
3aTeM pas3fBuUHbLTE CTPUKTYPY UK NOMOCTb cocouka. MpumedvaHue;
Avnataumns Nnpon3BoAUTCH, Korpaa AncTanbHas
PEHTreHOKOHTPacTHas nosoca MNPOXOAUT 4epe3 CTPUKTYpPY WK
Nos0CTb COCOYUKA.
MpumeyaHme: paHee YCTaHOB/IEHHbIV MPOBOAHMK MOXET OCTaBaTbCA Ha MecTe Afs
JanbHenLWwero BBeleHNs NHCTPYMeHTapus.
Ecnn nnaHupyeTtca OCTaBUTb MPOBOAHWK Ha MecTe, a YCTPOWCTBO BblHYTb, TO
npou3seaunTe cnegytoune AecTens:
5. Mo 3aBepweHuMn punataumm BbIBOAUTE KaTeTep M3 6GOKOBOrO
KaHana [0 Tex Mop, MoKa He MOYYBCTBYeTe COMPOTUBEHWUE.
Pa36n1oknpyinTe NPpoBOAHMUK B MPOBOJHNKOBOM 3aMOpHOM KfanaHe
N NpoBeauTe 3aMeHy NpoBOAHMKA. TOBTOPHO 3anpuTe MPOBOAHUK
N U3BNEKNTE KaTeTep U3 Hero.
1. B cny4yae mcnonb3oBaHMA MPOKCMMasibHOro MpoBOAHMKOBOrO rnoprta
(P\¥P) n 3apaHee yCcTaHOB/IEHHOr0 AJIMHHOro npoBogHuKa (Cm. Puc.
1.
MpumedaHue: Ana nofyyvyeHUs Nydnx pesynbTaToB cliefyeT NOCTOAHHO
cMauumBaTb NMPOBOAHUK.
1 W3Bnekute CTUMeET.
2. [MpopBuraiiTe KOHeL, KaTeTepa 4epe3 3apaHee YCTaHOB/EHHbIN
NPOBOAHWK [0 Tex nop, MOKa OH He MNOSABUTCA Ha 3JKpaHe
3Hjockona.
OBPATUTECb K MYHKTAM 3 - 4 B CEKUWW | 3ATEM NEPEVAUTE K
MYHKTY 3 HNXE.
3. W3BnekuTte KateTep, WUCMNOJMb3yS CTaHAAPTHYH TEXHUKY 3aMeHbl
ANVHHOTO NPOBOAHMKA.

Katetepbl CCBC; 8BINC; T7 pna gunartaumm xendHbiX NPOTOKOB

NMPEAHA3SHAYEHWE

[laHHOe  YCTPOWCTBO NpefHa3Ha4yeHO AN AunaTauuyM  NONOCTEA  COCOYKOB
ABEHaALATUNEPCTHOM KULIKK, XeN4HbIX MPOTOKOB WM NPOTOKOB NOAXKeNy[0YHOl
Xenesbl.

MPMEYAHINA

[laHHOe yCTpoiicTBO NpefHa3HauYeHo TO/bKO A1 OAHOT0 MCMONb30BaHUs. MOBTOPHOE
MCNoNb30BaHue, CTepuan3aLnsa u / unu nepepaboTka MOXeT NPMBECTM K MOIOMKe 1 /
WM pacnpoCcTpaHeHUo 3aboneBaHUs.

Mcnonb3yiiTe faHHOE YCTPOWCTBO TOMIbKO MO Ha3HAYeHWH, YKa3aHHOMY BbILLE.

Ecnu npu npuobpeTeHMM 06GHApPYXWIOCb, YTO YMaKoBKa He 3akpbiTa UK
MoBpeX/eHa, He WCNonb3yiTe un3genve. BusyanbHO MpoBepbTe YCTPOICTBO Ha
Hanuune nepern6boB, 3a/0MOB M Y310B. B cnyyae 06Hapy>XeHUs Hemnonafok.
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KaTteTep HBD gna gunatauun cTpuktyp XXKT

NMPEAHA3SHAYEHWE
[laHHOe YCTpOICTBO nNpeAHasHayeHo ANs AunatauuyM CTPUKTYP B MWUHAEBOAE
nocpeAcTBOM 3HOCKOMUN.

OMNCAHVE MPOAYKTA
[aHHbIA 6anOH MOXHO HafyTb B TPEX pasHbIX AvaMeTpax, Kak YKa3aHO Ha ynakoBke
1 6upke Katetepa. [aHHOe YCTPONCTBO MCMO/b3YyeTCs B COMETAHMM C UHAEPNISTOPOM.

MPUMEYAHNA

[laHHOe yCTpOMCTBO NnpefHa3Ha4YeHOo TONbKO A/19 OLHOI0 UCNOoNb30BaHMA. MOBTOpHOE
1crnonb3oBaHue, ctepununsauna v/ nnm nepepaboTka MOXXeT NPUBECTU K NOSIOMKe v /
WK pacrnpocTpaHeHUIo 3ab0ieBaHuA.

Ecnv npu  nprvobpeTeHUM 06HapY>XWMNOCb, 4YTO YMNakoBKa He 3akpbiTa Wan
noBpexfjeHa, He WCMonb3yiTe wu3sgenve. Bu3yanbHO MpoBepbTe YCTPOWCTBO Ha
Hanumyne nepern6os, 3an0MOB U y3noB. B cnyyae o6HapyxeHMs Henonafok,
NPenAaTCTBYIOLWMX MNpaBUIbHOW paboTe U3fenns, He WUCMONb3yinTe ero. YBeaoMuTe
Cook fns noATBepXAeHVA BO3BpaTa NOCTaBKM.

Ncnonb3yiiTe aHHOe YCTPOMCTBO TO/IbKO MO Ha3HAYEHUI, YKa3aHHOMY BblLLUe.
XpaHuTe B Cyxom MecTe 6e3 nepernagos TeMreparyp.

[JaHHoe YCTPOWCTBO npegHa3HayeHo ans MCMob30BaHNA TONbKO
npogeccMoHaibHbIMK MeLULUHCKAMU cneuunanucTamu, npoLleawmnmMm
COOTBETCTBYHOLLEe 06yUeHMe.

MPOTMBOINMOKA3AHNA
MpoTMBONOKa3aHWA K fAunatauuy BKIHOYAKOT, HO HE OrpaHWYMBalOTCA TakKuMK
ABNEHUAMW,  KaK:  OeCCMMMNTOMHble  KO/blia, CeTKM UM  CTPUKTYPSI,

AMAarHoCTMPOBaHHAas WKW NoAo3peBaeMas nepgopauus, TsXenoe BoCnaneHue Ww
Hannuue pybLOBO/ TKaHN B HENOCPEACTBEHHOM GAU30CTY OT MecTa Aunatayuu.

BO3MO>XHbIE OCNOXHEHWNA

CB#s3aHbl C OCNOXHEHUAMU NPU XKeNy[04YHO-KULWEYHOW 3HA0CKOMMEN, BKOYalOT, HO
HE OrpaHWuYMBalOTCS  CNefylLWMMN  ABNeHMSMKU:  nepdopauus, remopparus.
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