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I II:hE PTA Balloon Dilatation Catheter OTW 0.035"

RX ONLY

Caution: Federal Law restricts this device to sale by or on the order of a physician.
1.0 Device Description

The Tiche is an Over the Wire (OTW) peripheral balloon catheter, specially
designed for Percutaneous Transluminal Angioplasty (PTA). The device features a
low-profile balloon and tip. The balloon is non- compliant. The balloon dilatation
catheter features a dual lumen shaft ending in a Y-hub manifold with luer lock
fittings. One lumen is used for inflation of the balloon and accessed via the side leg
port. The second lumen, starting at the straight entry port, allows access to the distal
tip of the catheter for guide wire insertion (max. 0.035"/0.89mm). The guide wire
lumen s silicone coated from the tip to the entry port. The working pressure range
for the balloon is between the nominal size pressure and the rated burst pressure.
All balloons distend to sizes above the nominal size at pressures greater than the
nominal pressure. The design of this dilatation catheter does not incorporate a
lumen for distal dye injections or distal pressure measurements.

Clinical benefit

The intended clinical benefit of the Tiche is to restore the patency of indicated vessel
lumen. These indicated vessels include iliac, femoral, popliteal, tibial, peroneal,
subclavian, renal arteries, and native or synthetic arteriovenous dialysis fistulac and
post stent dilation. The clinical benefit of treatment of symptomatic Peripheral Artery
Disease are:

« to inhibit the progression of Peripheral Artery Disease

« to reduce cardiac and cerebrovascular events

« to reduce the risk of peripheral arterial events in an ancurysm

« to reduce pain

« to improve mobility/walking performance and quality of life

Intended patient population

Paticnts with symptomatic ischemic peripheral artery discase.

Device performance characteristics

+ The working lengths of the balloon catheter are 40cm, 75cm, 120cm, 135em.

 Rated Burst Pressure is 24 atm (for ® 3.0-5.0%20-200,  6.0x20-100);

22atm (¢ 6.0x120-200); 20 atm (for © 7.0-8.0x20-100);
18 atm (for ®7.0-8.0x120-200,69.0x20-80); 14 atm (for ® 10.0-12.0%20-80).

+ Nominal pressure is 12 atm (for © 3.0-9.0) and 10 atm (for ©10.0-12.0).

- The catheter is compatible with standard 0.03Sinch (0.89mm) guide wire.

2.0 How supplied

- Contents:

- One (1) Balloon Dilatation Catheter

- Sterile sterilized with ethylene oxide gas. Non-pyrogenic.

- Storage  Keep away from sunlight, keep dry, and store at room temperature.

3.0 Intended use

« The Tiche Balloon Dilatation Catheter is intended for dilatation of stenosis and
post-deployed stent in the peripheral vasculature.

4.0 Indications

« The device is indicated for the treatment of obstructive lesions in the peripheral
vasculature, including iliac, femoral, popliteal, tibial, peroneal, subclavian and
renal arteries, and for the treatment of obstructive lesions of native or synthetic
arteriovenous dialysis fistulae. This device is also indicated for stent dilatation
D in the peripheral

5.0 Contraindications

« The Tiche PTA Catheter is contraindicated for use in the coronary arteries or the
neuro vasculature. It is also contraindicated when unable to cross the target
lesion with a guidewire.

6.0 Warnings

+ The Tiche PTA Dilatation Catheter is not intended for use in the coronary
arteries.

- Do NOT use the catheter if its sterile package has been opened or damaged.

« This device should only be used by physicians who are experienced and have a
thorough understanding of the clinical and technical aspects of PTA.

+ For single patient, single procedure use only. Do NOT resterilise and/or reuse it,
as this can potentially result in compromised device performance and increase
risk of i and cross Catheters and
accessories should be discarded after one procedure. They are extremely difficult
to clean adequately after being exposed to biological materials and may cause
adverse patient reactions if reused. Cleaning these products may alter their
structural properties. Accordingly, BrosMed Medical will not be responsible for
any direct, incidental or consequential damages resulting from reuse of the
catheter.

+ To reduce the potential for vessel damage the inflated diameter of the balloon
should approximate the diameter of the vessel just proximal and distal to the
stenosis.

« When the catheter is exposed to the vascular system, it should be manipulated
while under high-quality fluoroscopic observation. Do not advance or retract the
catheter unless the balloon is fully deflated under vacuum. If resistance is met
during manipulation, determine the cause of the resistance before proceeding.

+ Do NOT exceed the rated burst pressure (RBP). Refer to the product label for
device specific information. The RBP is based on results of in vitro testing. At
least 99.9% of the balloons (with a 95% confidence) will not burst at or below
their RBP. Use of a pressure-i ing device is to prevent
over-pressurization.

+ Use only the appropriate balloon inflation medium. Never use air or any gaseous

medium to inflate the balloon.

- Do NOT use, or attempt to straighten, a catheter if the shaft has become bent or
kinked as this may result in the shaft breaking. Instead. prepare a new catheter.

- Use the catheter prior to the “Use-by” date (Expiration Date) specified on the
label

7.0 Precautions

The catheter system should be used only by physicians trained in the
performance of percutaneous transluminal angioplasty.

+ Appropriate anticoagulation, antiplatelet and vasodilator therapy should be
administered to the patient.

Do not use if sterile package is damaged or opened.

Use prior to the expiry date.

Carefully inspect the catheter prior to use to verify that the catheter has not been
damaged during shipment and that its size, shape and condition are suitable for
the procedure for which it is to be used.

Pre;aulions to prevent or reduce clotting should be taken when any catheter is
used.

Flush or rinse all products entering the vascular system with sterile isotonic

saline or a similar solution via the guide-wire access port prior to use. Consider

the use of systemic heparinization.

© When the system is introduced into the vascular system, it should be
‘manipulated only under high quality fluoroscopy.

The Tiche PTA Catheter must always be introduced, moved and or withdrawn

over a guide wire (max.0.0357/0.89 mm).

Never attempt to move the guide wire when the balloon is inflated.

Do not advance the Tiche PTA Catheter against significant resistance. The cause

of resistance should be determined via fluoroscopy and remedial action taken.

The minimal acceptable guiding catheter or introducer sheath French size is

printed on the package label. Do not attempt to pass the Tiche PTA Catheter

through a smaller size guiding catheter or sheath introducer than indicated on the

label.

« The size of the inflated balloon should be selected not to exceed the diameter of
the artery immediately distal or proximal to the stenosis.

+ Inflation in excess of the rated burst pressure may cause the balloon to rupture.

The Tiche is not intended for pressure monitoring or injection of contrast media

or other fluids.

8.0 Adverse Events

Complications associated with the use of the Tiche PTA catheter are similar to

those associated with standard PTA procedures. Possible adverse effects include,

but are not limited to the following:
Puncture related
Local hematoma
Local hemorrhage
Local or distal thromboembolic episodes
Thrombosis
Arterio-venous fistula
Pseudoancurysm
- Local infections
Dilatation related
Acute reocclusion necessitating surgical intervention
Dissection in the dilated artery wall
Perforation of the artery wall
Prolonged spasms
Restenosis of the dilated artery
Total occlusion of the peripheral artery
Angiography related
Allergic reaction to contrast medium
Arrhythmias
Death
Drug reactions
Endocarditis
Hypotension
Pain and tenderness
Sepsis/infection
Short-term hemodynamic deterioration
Systemic embolization
Notice: any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the competent authority of the Member State in
which the user and/or patient is established.
9.0 Materials to be used in combination with a balloon catheter include:

- Guiding catheter(s) and / or introducer sheath(s) in the appropriate size and
configuration for the selected vasculature (if applicable). See product label for
specific device compatibility.

+ Suitable guide wire, see product label for specific device compatibility.

+ 20ce syringe for balloon preparation.

10cc or smaller syringe for manual dye injections.
- Appropriate inflation medium (c.g.: 50:50 sterile mixture of a contrast medium
and saline).

Instructions for Use

ENGLISH
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« Pressure-indicating inflation device.
« Hemostasis valve.

10.0 Preparation for Use
« Select an appropriate balloon catheter for the target vessel.

Remove the device from the sterile packaging.

« Prior to use, examine all devices carefully for defects. Examine the dilatation
catheter for bends, kinks, or any other damage. Do NOT use any defective

device.

Remove the protective balloon protector.

- Balloon Purging, purge air from the catheter using a 20cc syringe filled with 2 to
3ml of the inflation medium with the balloon catheter pointing downward.
Attach an inflation device to the balloon inflation port. Ensure that a meniscus of
contrast medium is evident in both the catheter luer connector and the inflation
device. Apply negative pressure with the inflation device. Do NOT attempt Pre-
inflation technique to purge the balloon lumen.

+ Prepare the wire lumen of the catheter by attaching a syringe to the wire port and
flushing the lumen with approximately S ml sterile saline solution.

Caution: All air shall be removed from the balloon and displaced with contrast
‘medium prior to inserting into the body. Otherwise, complications may occur.
11.0 Instruction for Use

« Insertion Technique

- Place the guiding catheter or introducer sheath, with a hemostasis valve
attached, in the orifice of the target artery.

- Advance the guide wire through the guiding catheter or introducer sheath to
reach and cross the target lesion. Advance the distal tip of the balloon catheter
over the proximal end of the guide wire. Ensure that the guide wire exits the
balloon catheter through the guide wire exit location.

~ The hemostasis valve should be gradually tightened to control back flow.

Excessive valve tightening may affect balloon inflation/deflation time as well
as movement of the guide wire.

Track the balloon catheter over the wire to cross the lesion using the
radiopaque marker(s) to locate the balloon across the lesion.

« Balloon Inflation

- Inflate the balloon to dilate the lesion using standard PTA techniques.

- After each subsequent inflation, the distal blood flow should be assessed.

- If a significant stenosis persists, successive inflations may be required to
resolve the stenosis. Do NOT exceed the rated burst pressure (see labelling).

- Confirm the results with fluoroscopy.

- Removing the Catheter

- Apply negative pressure to the inflation device and confirm that the balloon &
fully deflated.

- Withdraw the balloon catheter into the guiding catheter or introducer sheath
while preserving guide wire position.

- After the deflated balloon dilatation catheter is withdrawn, it should be
wiped.

- clean with gauze soaked with sterile normal saline.

- Inspect the balloon catheter integrity.

- If reinserting the same balloon dilation catheter, flush the guide wire lumen
the balloon dilatation catheter as described in the “Preparation for Use”
section. Prior to reinsertion, the balloon dilatation catheter should be wiped
clean with gauze soaked with sterile normal saline.

- Disposal

- Afier use, dispose and discard the product and packaging in accordance with

hospital, administrative and/or local government policy.

12.0 Reference

Physicians should consult recent literature on current medical practice on balloon
dilatation, such as published by American College of Cardiology/American Heart
Association.

13.0  Disclaimer of Warranty

ALTHOUGH THE CATHETER, HEREAFTER REFERRED TO AS “PRODUCT,
HAS BEEN MANUFACTURED UNDER CAREFULLY CONTROLLED
CONDITIONS, BROSMED MEDICAL CO., LTD AND ITS AFFILIATES HAVE
NO CONTROL OVER CONDITIONS UNDER WHICH THIS PRODUCT IS
USED. BROSMED MEDICAL CO., LTD AND ITS AFFILIATES, THEREFORE,
DISCLAIMS ALL WARRANTIES, BOTH EXPRESSED AND IMPLIED, WITH
RESPECT TO THE PRODUCT, INCLUDING, BUT NOT LIMITED TO, ANY
IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE. BROSMED MEDICAL CO., LTD. AND ITS
AFFILIATES SHALL NOT BE LIABLE TO ANY PERSONAL OR ENTITY
FOR ANY MEDICAL EXPENSES OR ANY DIRECT, INCIDENTAL OR
CONSEQUENTIAL DAMAGES CAUSED BY ANY USE, DEFECT, FAILURE
‘OR MALFUNCTION OF THE PRODUCT, WHETHER A CLAIM FOR SUCH
DAMAGES IS BASED UPON WARRANTY, CONTRACT, TORT OR
OTHERWISE. NO PERSON HAS ANY AUTHORITY TO BIND BROSMED
MEDICAL CO., LTD AND ITS AFFILIATES TO ANY REPRESENTATION OR
WARRANTY WITH RESPECT TO THE PRODUCT.

The exclusion and limitations set out above are not intended to and should not be construed
50 as to confravene mandatory provisions of applicable law. If any part or term of this
Disclaimer of Warranty is held to be illegal, unenforceable or in conflict with applicable law
by a court or competent jurisdiction, the validity of the remaining portions of this Disclaimer
of Warranty shall not be affected.

BrosMed Medical Co., Ltd.
15th building, SMEs Venture Park
SongShan Lake Hi-Tech Industrial

Development Zone, Dongguan, Guangdong, 523808, China

www.brosmed.com

BrosMed Medical B.V.

Mgr. Buckxstraat 8, 6134 AP Sittard, The Netherlands
Office: +31 850 140 901

Email: cs@brosmed.com

UK Responsible Person:

Advena Ltd UK

Pure Offices, Plato Close,

Warwick CV346WE, United Kingdom

Explanation of Symbols

[REP| ) Authorized Representative / International Sales Office:

Description [

Symbol

Catalogue Number
Batch Code
Balloon Diameter
Balloon Length

Single Sterile Barrier System With Protective
Packaging Inside

Sterilized Using Ethylene Oxide
Use-by Date

Do Not Re-use

Caution

Consult instructions for use or consult electronic
instructions for use on company website

Do Not Resterilise

Recommended Guide wire (Maximum)

Recommended Introducer Sheath (minimum)

Do not use if package damaged

Contents

(numeral represents quantity of units inside)
Date of Manufacture

Manufacturer

For Prescription Use Only

Medical Device

Unique Device Identifier

Authorised representative
in the European Community

CE Mark

UKCA Mark

Keep away from sunlight

Keep dry
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KaTeTep 6aNNOHHbIN

Til:l'lE AWNNATaUMOHHbIN Ans

YPEeCKOXHOoU

TPaHCNOMUHAIbHOM
dHI’MonNaacTukum

OTW 0,035

roMma

TOJBKO 10 PEUENTY
Bunmanue: 5 < d Hanoe wiee MOKCT
HPOABATLCA TOBKO BPAYOM I 11O €T0 NIPETHCAIHIO.

1.0 Onncanne w3teans
Tiche — 10 nepugepusect Ganromnl sarerep Tura «Over he Wire» (OTW),
una s

A S —
HexomnnaiienTHbiM, KaTeTep 1% GaonKof TaTaH M
SaKanmatomicn Y-0Gpasioit BTyKoil ¢ cocumeiavt THna «liop-Jlory. O mpocker
HCTO3YETCH 214 HAMIOTHEHIA G0N  0CTYTIeH epe3 GOKoBOii nopr. Bropoit mpocet,
HauHnaRoNACA y PAMOTO BXOTIHOTO NOPTa, 0GECTETMBACT 0CTYT K AHCTATLHOMY KOHILY

- y s Gannona. Hu s koew cayae ne
OIS BOMIYX AN HOOHE 1430004 CPOT A HAToAMERHS Baton,

- HE neniomsayiire 1 He mbrTaiiTech BHIPAMITS KATETEP, G/ SFO XBOCTOBIK MOFHYICH 1
NIEPEKPYTILICA, TAK KaK 9TO MOKET PHBECTH K €10 HO7IOMKE. BMECTO 9TOr0 N0AroToBbTe
Katerep.

- MnonbsyiiTe KaTeTep 0 HCTEHEHIA CPOKA FOTHOCTH (TaTh! HCTEHEHHA CPOKA FOTHOCTH),
YKAIAHHOTO 1A STHKETKe.

7.0 Mepsi npexocTopomocT

- Crerema KareTepa fomkHa

TonsKo spasan, oGysenne no

KaTeTepa jUTA BBCCHIA MpOBOIKA (Makc. 0,035 moiiva/0,89 ww). Ipocer s
HMEET CHIHKOHOBOE TIOKDHITHE OT HAKOHENHIKA 710 BXOAHOrO nopTa. JIManason paotero
JAABICINA JUTA GAIONa HAXOITCA MEKILY HOMHHAILIBIM ABICHHEM H PACHCTILIM JaBICIHCM
paspuiea. : 70 pasmepos, paswep,
npi saneHIH, Janoro

KATETepa HE MPEYCMATPHBACT MPOCBETA JUTA ZWCTATBHO HIEKITH KOHTPACTHOTO BEIICCTBA
WM IHCTATHOTO H3MEDCHHS /aBICHIS.

Kammneckan no:sa

Tpemonaraemas KHiteckas nob3a yeTpojictsa Tiche 3aKTI04AETCH B BOCCTAHOBICHHN
NPOXOMMOCTH MPOCBETA YKA3AHITBIX COCy 108, K YKATANHEIM COCYaM OTHOCHTCA

Geapermbie,

W nOUEUHbIE ApTEpH, A TAKKE o
JamIsHbIE PHCTYB! M YUACTRN TIOGIE CTEHTHPOBRIS. KIMHIMECKAS 110732 TEueHIS
CHMITTOMATHICCKOH MITICMHCCKOTi GO/IE3HH HIBKHIEX KOHCHOCTEH 3AKTIOUACTES B CACAYIONIEN:
« savexerme aprepuit

* CHINKEHHE HACTOTH CEPICHHO-COCY THCTHIX M HIEPEGPOBACKY TAPHBIX coBbTi
* CHIKCHHE PHEKA IEPH(EPHICCKIX APTEPHATLHBIX COBITHI IPH aHERDIME
« chmkenie Gom

* [T YTy IICHIA TOTBIRHOCTIVCIOCOGHOCTH K0TS 1 KANECTSA AT
Ieesas rpynina naumenton
Mauwenrrit i e i pichep aprepuit.
Xapakrepucrinkn yerpoiicsa
PaGouas una Ganonmoro karerepa cocranser 40 v, 75 e, 120 v, 135 v
- Hommiansioe masnenite paspsisa cocrannset 24 arw (115 ® 3,0-5,0 x 20—
200, 6,0 % 20-100); 22 amw (P 6,0  120-200); 20 arws (115 B 7,0-8,0 * 20—
100);
18 am (w1 ® 7.0-8,0x120-200, & 9,0x20-80); 14 arw (s  10,0-12,0<20-50).
- Hownmansrioe aamnerie coctapaset 12 arw (s ® 3,0-9,0) 10 arse (s & 10,0-12,0).

P a 0,035 moiina (0,89 nw).

2.0 Kowmatex nocrapiu
Kowrnexratuns:
0 i (1) Saionsi praraumorsit ey

( ).
SR XparicIib | BCPETITE OT COTIEANONo CHeTa, XPAIIITE B CyXoN MEETE mpit
KOMHATHOI TeMIIEPaType.

3.0 Haowasenme
[o— i Katerep Tiche mp U TN CTEHO30B 1
crentos B nepudep: cocyax.

4.0 Mokazanns
Jlanmioe wee nOKasAI0 1 ACseHIS uGupynuDlmx HopaKeni nepiepiricexin
cy0, BimOs ey

MATOBEPUOBHE, MOTKITIONIHIE H HIOIEHHEIE APTEPHH, & TAKKE AU JEHCHIA

nopakerit o
amsie GueTys. Jlantoe WETHE TAKKE MOKA3AHO UTA TIATAIH OCTIE YCTAHOBKH
CTENTA B MEpH(EPHIECKIX COCYaX.

5.0 Nporusonokasanms
Menomssosanme xarerepa Tiche PTA MpOTHBOMOKAZaHO B KOPOHAPHHIX aPTCPHAX i
0CY1X TONIOBHOTO MO3Ta. ETO NMPHMEHEHHE TAIKE MPOTHBOTIOKAZAHO B Cydac
nesenoro ¢ nomonm:

6.0 Npexynpeaerst
- Karerep wis munarar Tiche PTA e np o ®

aprepusx
HE nernonbsyiiTe KaTeTep, Ci ero CTEPHIIBHAS YIAKOBKA GhUTa BCKDHIT IUTH TOBPCATICHE.
= JIaHNOE H3IEAME JIOITAHO HCTIOB3OBATECS TOBKO BPAUANK, HMEIONUIMH QOO
OmBIT 1 OB TAAOMHMH

rayGokoe nomiaie TexmrsecKiX

B OTHOWICHNN OHOTO NaHeHTa B
i

o
xoie ool npotcaypst. HE jite nosTopHOi
HeToB30BANHIO,
TIOCKOMIY 57O MOXET MPHRCCTH K YRYIIEHIO paSOmX XapAKTEpICTIX T 1
yBeAITY PHCK ToBTOpHOi aKeHiA.
aTeTeph W MPUNAUICANOCTH CICIYET YTHIMSHPOBATE NOCIE OMofi mpoteayph. Hx
spesmainG cioKNo
OOPASON OUICIITS HOGIC KOMIAKIa ¢ CHOIOTNCNY METCPUINY 1t
MOIYT - BI3BATL | HOKCIUTCILAbC  peaKiiii 'y  Haulowra B C1yuae  HOBTOPHOTO
HCI 13083t OMHCTKA STUX HSACII MOET HMCHITS 1X
TpyKTypbie choiicTsa. CooTheTcreenno, Komnamns BrosMed Medical we mecer
OGHIAHHOCTH 110 BO3MELIEHINIO T0GOTO PAMOTO, KOCBEHHOTO I IOCEAYIOIIEr0 Yepta,
BOSHNKINETO B Pe3yTHTATE NIOBTOPHOTO HCTIOTH30BAIIA KATETEpa.
= Jlis crwKeHis pHCKD MOBPCAUICHIA COCYAA AMAMETp GAIOHA B HAIYTOM COCTOANHN
OTKCH MPHOMISHTENRHO | COOTBCTCTROBAT: ~THAMETDY  COCYa Henocpenc—menﬁo B
TIPOKCHMATIOM CETMEHTE 1 TCTATBHON CErNEHTE, 116 HaxOTITCA creii
Tlpi PRGN KATETEPa B COCYANCTYIO CHCTENY NAIVIALIN C HIN CIELYCT IPOBOITL
Kontponem. He W e srarusaiite
Karcrep, moxa GuLion e GYACT RomocTo VT ot akyYMOw. Eemt B Bpevs
MAHWTY AR BOSHIKAST COMPOTHBIEHHE, ONENETITE €r0 NpHINHY, MPERIe HeM
npozOIKaTH
BeinsaiiTe HomHanBHOE Aannerme pasphina (RBP). Hiopmainiio, othocsmtyiocs
KOHKDETRO K rHoNy Hazeio, e i omakerke, Howsansiioe st popua (RBP)
ONPEIEIEHO 1A OCHOBE Pe3yIbTATOB al
e Metiee 00.9 %% banioios (¢ nomﬁmcﬂwo ihp omm\cﬂm 3%, e pasopsyres npu
GICHII, pABHOM paticiuns wOeTOHOID Hanie
PoROMAAY T HEMORE30BAT YCTpOCTBO KOHTPOTA SaBha

- Tlauiesty CICAYeT HABHANHTE COOTBETCTBYIONLYIO AHTHKOAYIIAHTRYIO,
it ‘Tepanio.

= He HenomsayiiTe, €Cn CTEpHTBNAR YNAKOBKA TIOBPEAJICHA HITH BCKPHITa.
= HICOIIB30BATS 10 HETEHCHIS CPOKA TOIHOCTH
- Tlepest HCTIOHIOBANMEN TILATEIIBHO OCMOTPHTE KATETEp, 4TOGH YGEINTECA, 1O OH HE Ghut
TOBPEAICH BO BpEMS TPAHC BKH 1 TO €10 pasmep, Opwa i COCTORIHE MOAXOMAT
U715 MPOUE YD, JUT% KOTOPOFi OH GYET HCMIONHI0BATHCA.
~ TIpH HEMOTB30BANIH AO0OTO KATETEA CACAYET IPHHMMATE MCDHI NPEAOCTOPOAHOCTH 15
[ pricka ‘TpoMGos.

- Tepen npomoiite _uit jiTe Boe wytenis, BBOTMMbIE B

cucreny, ‘pacteopon wii

AUATOTHHIAM PACTBOPOM HEPE3 0T A0CTYMa 1A NPOBOMIIKA, P @ C € M 0 T p 1t T ¢
BOIMOKHOCT CHCTEMHOI TenapHI3aIIIH,

- Tlpu BBeerI CHOTEME B cuerem ¢ neii crenyer
TOABKO 10T KOHTPOIEM BHCOKOKANECTBHHOI (TI00pOCKOmHH.

- Karerep Tiche PTA sceraa HeoGXOMMMO BBOAMTH, NEpeMEUWTh WM W3BIEKATH 1O
mpoBoaIKy (ake. 0,035 oiina/0,89 M)

= Hit B KOEM Cyae He MBITAFITECk MepeMENtaTs NPOBOINIIK, KOT/ia BTN HayT.

- He npomsuraiite xarerep Tiche PTA npW HOIMuMH SHAYMTENHHOTO CONOTHBICHHS.
TIpiaitiy CONPOTHBNEHIS CIEAYET OMPENETHTE C MOMOMIBIO. (TIOPOCKOMHH 1 MPUHSTE
Mepal o yorpaieuo npoiews

- i pasviey Katetepa i
e Gpetri ywa sy ynasonkih. He mrefTech NpoIBHTaTs saterep Tiche
PTA 1epes NPOROIHHKOBHII KaTETeD IWIH MHTPOABIOCED MEHPIICTO PASMEDA, HeM YKATANO

Ha STHKeTKE,
- Pasmep anyToro Ganiowa crefyeT BHGMDATS TAKHM OGDA3OM, WTOGH OH He MpEBHIAT
mavetp aprepui, ii ucTansee W
crenosa.

- Hazypasiie ¢ NPEBHIIIICHIIEN HOMHHATBHOTO JIABIEHHS PA3PHIBA MOKET IPHBCCTIE K PASDHIBY
Gaona.

- Karerep Tiche He NPEAHATHANEH /UIA MOHHTOPHHTA IAB/ICHHS WIH BBEACHNS KOHTPACTHEIX
BEULECTS WM APYFIX AWIKOCTEil

8.0 Heweaarebibie smicimns

Oc: comsambe ¢ anmen katerepa Tiche 113 ps a

(PTA), aHATOTHMMB TeM, KOTODHE BOSHMKAIOT N CTAWIGPTHBIX npoueaypax PTA.

Bosmo&HbIC M050MHEIC S(CKTHI BKIIONAIOT, MIOMHMO MPONCr0, CISYIONICE:

Chsmarmisie ¢ npoKorom
Mecthas revaroma
- Mecrnoe kposomsmHIe
- MecTibie wn HCTATHIbE TPOMGOIMGO7
- Tpowos
- Aprepuosesosnas ductyna
- Ticennoanespiva
Mecrasie
e Coam ¢
wnatauseit

rHeCKIe SO

= OCIpa NOBTOPHAR OKKITIOA, TPEGYIOIIAR XHPYPIHHECKOTO BUIATEBCTEL
- Paccioenie CrenKi ATapOBANIION apTephi
- Tepdopauns crermaraprepi
- Jlmense cnan
- Pecrenos muaTaunonofi aprepit
- TlonHas oxxmosws nepidepiicckoii
aprepun, casantian ¢ anrnorpadmeit
- AWIEprIECKax PEaKITA Ha KOHTPACTHOE BEMIECTEO
- Apmaom
- Cuepm
- PeaKuum na feKapeTREHHBIE MpENapaTE

- Bomb  Goresieriocns

- Cencuchmex

= KpaTkoBPEMeHHOE yXyJUIIeHHE EMOTHANHKH

- Crerewmas ovGoms
Tlpwesanie: o mioSow cephesion WICITE, MpoIOMeAIIeN ¢ corru ¢ danniun
udenuen, cnexyer cooguars

[ —————

p o B coueramun ¢

KaTeTepoM, BKIIOUAIOT:

- TIpoBOmHMKOBHii KaTeTep (KATETEpH) IWATH HHTPOTHIOCEPH COOTBETCTBYIOMIETO PAsMEpa i
°

prrypati Ans y P
COBMECTHMOCTH KOHKPETHBIX H3ICIIi CM. Ha STHKETKE NIPOIYKTa.
- nposoiK; o i e

Ha STHKETKE HYIEHA.

= IlInpisn 0Gwenom 20 it JUis HOAOTORKH GaioNa,

= LlInpin 0GkenoM 10 1 IIH MEHBIIE JUTA PYHHOTO BBEICHIA KORTPACTHOTO BOIICCTRA.
TloAXOAsIIAs Cpea /UIs HATIOAHEHHS (HATPHMED: erepu evecr opacrioro

BEULCCTRA 1 (H3HONOTHIECKOTO PACTBOPA B COOTH 50).

WHeTpyKuys 1o npuMeHEHHIO

PYCCKUM
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= VorpoilcTBO U1 HAKQHHBANIA BOYIYXA C HINKALNCH TABTCHIA.
- Temoctatmiceiii kianas,

10.0  Toarorosxa K HenamsoBamo

- i Katerep, ii 1

- MIsBIeKiTe HyeIie W3 CTEpHTLHOIi YIaKOBKH.

- Tlepen HCNOABIOBANMEN TINATENBHO OCMOTPHTE Bee yCTpOlicTBA HA HamMuMe JeexTos.
TlpoepbTe, HT M HA MMTATAIVIOHHOM KATETEpE MITHOOB, MEpETHGOB WIH APYTHX
nospeennii. HE nenonssyiire yerpoiicrsa ¢ aedexTas

v R

BrosMed Medical Co., Lid.
15-¢ snanne, SME Venture Park SongShan
Lake Hi-Tech Industrial

Development Zone, Dongguan, Guangdong, 523808, Kirraii www brosmed com

BEC/

npoxak:
= Comrre s wexon ¢ Gaona, Emmmav.
- TlpombiBka Ganiona: ylaiute BOIIYX M3 KateTepa ¢ momombio 20-kyGosoro mmpuua, xstraat 8, 6134 AP Currapa, Huzepnanwt Teneon
HnOEAOrD 2-3 WA WATOIVMTET, U STOM GMIONMG KITCTEp SomKER OHTy oduca: +31 850 140 901
wanpanen s, Tl cTpoiicrao at opry ) a
Guuiona. VGEWITECD, {0 MEHHCK. KONTPACTHOTO BEINCCTBA BIICH KIK B COCTMMTENC
Jhioopa katerepa, Tak m B ycrpoiicrae i Co: »
RaBenIe € NONOIIbIO yeTpoficTna A1 nakauMpais. HE MuTajiTech HEMOTHIORATS METOA Advena Lid UK
FpeTpITeTOrD AT 73 TPOWK 0TS Ganona. Pure Offices, Plato Close,
- Toarorosste npocser ‘Warwick CV346WE, BemukoGpuraris
TOBSIGHNS THOMMRKD NDOGRETS MEANEPHO. 5 MR CTEPHAOND. GHIROOTHACERITD
acrsopa.
pacteop TosicHeHHe CUMBOIIOB
Bunvaune: [lepel BREACHHEM B OPrAMIIM 13 GA.LIONA HCOBXOIMO YAAINTE Beck BOJYX
W 3AMCHHTL €10 KONTPACTILIN BeliecTROM. B IPOTHBHOM CIY9AC MOTYT BOMMHKNYTE
ocaommens.
110 Mucrpykuns no npumenenmno
Py i Ormcanne CumBon

- Texwuxa neacins

- Veranosure
FeMOCTATIeCKIM KIGTAHOM B YOTSS 1STeB0f SPTopHI.

- TIpOJIBHHETE NIPOBOIHHK HCPE’ TIPOBOHKOBBI KATETED WIH HITDOABIOCEPH, WTOGH!
JIOCTHH H IOWTH MHMO LEIEBOTO MOPAKCHHA. [IOSBIHETE HCTATbHbIIT KOHHHK
Gannonnoro karerepa
4EDE3 MPOKCHMATbHBITE CErMEHT IPOBOHMKA. YGEMTEC, 4TO MPOBOHIK BHXOMNT 13
GIIONHOTO KaTETepa HePes MECTO BHXOd MPOBOTHHKA.

- Konana repoctasa criyer sTArsats HOGTeteno, 4TOGu KOKTpOMpOBaTS OGpaTu

MEpHOE SATATHBAITHE KIATAN MOKET NOBTHATS Ha BPEMA
noniem fenycka Gaona, a Take
W A TIEpEMELIETHE NPOBOIHKE.

- TIpoBesHTE GarToHBIi KATETEp 110 NPOBOJIHKY HEPE3 OUAr IOPAAEHIIS, HCTIONH3Ys
DEHTTCHOKOHTPACTHBIH MAKEP (MAPKEDbI) /U1 ONPEICIICHHA TIONOAKEHILE GAIOHA
TIOTIEPEK 04ara MOpaKeHIs.

- Hazysanme Ganiona

- HatyiiTe GiLion ;18 AULIATALIH HOPAEHIN, HETIOK3YS CTANAAPTHEE METO ‘lKT

- Mocre kaxoro cieayer ouesnsarh Kpos

- G SHAWNTEbHb CTEIO3 COXPANACTEA, /U CFO YCTDaHCHNS MOKET nmpeﬁomm
HecKoIBKO nanysammii. HE nanseime
PaTphIBA (CM. MAPKHPOBKY).

pesyabTaTH ¢
- Momresene Karerepa

- Cosaalite orpIATELIoE Tanteie B YOTpORCTBE 414 HAKASHBAILA  YGemTecD, 410

‘GAITOH NOMHOCTBIO CY.ICS

BramiTe GanIONNbIi KATETED B MPOBOIMHKOBH KATETEP M B HITPOTLIOCEPH,

‘COXPAIAR MOTIOKEHHE POBOTHIKA.

- Tlocrie H3peteHIA KATETEPa 1A MULTATAIIN C CAYTHIM GAILTOHOM €ro CrenyeT
npoTepers,

- OumaiiTe MAPAETi, CMOEHHON CTEPHABHBIN (BHSHOTOTIHECKHM PACTBOPOM.

TTpOBEpTE HETOCTHOCTS GAIOMIOTo KaTeTepa.

- TIpit 1IOBTOHOM BBE/CHHM TOFO e GALIOHHOTO ULIATALHORHONO KATETEPa BHINOMHHTE
BPOLIARIC OGACTS DPORGAIIKR SARIGHOTO UIZTAIBIOHOFO KATETepd, i OTlicalio B

pasene «[ToaroToska k 1t a 11 10>, Tlepen NOBTOpHEIN
BheneHHEN Gammm-)sm IDUTRTATGHHIH KETCTEp CROYET NPOTEPers
napaeil, It pacrsop
- Vrummaws
- Tocne G wenme u

u
YMAKOBKY B COOTBETCTRHN C MOTHTHKOIi GOTbHHLbY, ATMHHHCTPALIIH H/HITH MECTHEX
‘oprarios BaacTH.

12.0  Copasosnas mapopmams
Bpasian crenyer osa ¢ noselieii i o
paKTHKe GaIONHON JUIATAIMN, HADHMED, MyGIMKALMSMH AMEPHKAHCKOTO KOIEIAa

13.0  Orxas or rapanwiisbix oGsarebers

HECMOTPSI HA TO, UTO KATETEP, JIATIBIIE UMEHYEMbII «TPOJIYKT», BbLI
M3rOTOBJIEH B TIIATETLHO KOHTPOJMPYEMBIX VCJIOBHSAX, KOMIAHMS
«BROSMED MEDICAL CO., LTD» M EE AO®UIHPOBAHHBIE JIMIA HE MMEIOT
BO3MOXHOCTH KOHTPOJIMPOBATh YCJIOBHS, B KOTOPBIX MCIIOJIL3VETCS
JIAHHBII TIPOJIVKT. TIO9TOMY KOMITAHHSI BROSMED MEDICAL CO., LTD U EE
AGOWIHPOBAHHBIE JIHLA OTKA3BIBAIOTCSI OT JHOBBIX TAPAHTHIA, KAK
SIBHBIX, TAK M TIOJIPA3YMEBAEMBIX, B OTHOLIEHHH MPOJIVKTA, BKIIOUAS,
TMIOMHMO TIPOYETO, JIOBYIO MOJIPA3YMEBAEMYIO FAPAHTHIO TOBAPHOTO
COCTOSHMSI MM TIPUTOJAHOCTH JUISl ONPEJIEJIEHHON 1IEJH. BROSMED
MEDICAL CO., LTD. M EE AGOUIMPOBAHHBIE JIMIA HE HECYT
OTBETCTBEHHOCTH MEPE/L JIOBbIM ®U3HUECKUM WM IOPHIMYECKHM
JIMLOM 3A JHOBBIE MEJMIMHCKHE PACXOJIbI HJIM JIIOBBIE TIPSIMBIE,
KOCBEHHBIE WJIM TIOCIE/VIOUME  VBHITKH, BBI3BAHHBIE  JIOBbIM
WCTIONB30BAHHEM, JIEGEKTOM, OTKA3 WJIM HEHCIIPABHOCTh TPOJIVKTA,
HE3ABHCHMO OT TOT'O, OCHOBAH JIM [IPETEH3MSI O BO3MELIEHHH TAKOTO
VIIEPSA HA TAPAHTHH, JIOTOBOPE, JETMKTE MM HHOM OCHOBAHHH.
HUKTO HE MMEET TOJHOMOUMIT OBS3bIBATE KOMIIAHMIO BROSMED
MEDICAL CO., LTD M EE AG®HIMPOBAHHBIE JIMIA B OTHOIIEHMH JHOBIX
3ASABJIEHMIT HITH TAPAHTHI, KACAIOLMXCS [TPOZIYKTA.

Howep no saraory
Ko napran
Juasierp Ganona

T Gasrona

‘OAHOpa3OBaS CHCTENA SALUITH CTEPHILHOCTH ¢ SaUTHO
YHaKoBKoft By TPH

Crepinionano ¢ nenonsoRaeN

nureroxcia Cpor roanoeT

He

nowTopio.

Buunvane

¢ anestponoi MHCTPYKLICIi 110 IPHMEHEHHIO Ha BEG-caiiTe:
He nozmeprats. nostoproli repruain

Pexowenayensii nposoK (MakciaTLL)
Pexonerayenas sounas oGonousa (innansias)

He HEIOKI0BITS, €CiM YTAKOBKa NOSpEAIEHa.

Concpramioe.
(10Hppa 0GOTHAHAET KONHIECTRO EAHII BYTDH)

Jlara wsrorosenus
Tpossomrens
Tomxo o pererny.
Memmnicroe wszene

Vi

naerrusatop scns

Vrosmomosensi npecramness
5 Esporncickow coodieerse

Maprorponsa CE

Mapipossa UKCA

Bepen or comesnioro caera

Xpaneri n cyousmere
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VKaiaiie B HCKNOUSHIA N OTPANGHNA He NANPARACHL HA HApYUIEHE

HOOKCHUIT IPHMCHHMOTO SAKOHOAATEILCTEA  HE AOKNb TOIKOBITLCH TaKIM 0GpasoM. Eciin Kakas-

1150 MACT WIN YEIORHE HACTORUIETO OTKASA OT FAPANTI GYET IPIUIANO CYION ILIN KOMTICTEHTHHA

P T——————— i win y

SAKOHOUATETICTRY, 310 HE TOBTHET e ASHETMTEILIOCTS OCTATMIK WACTEH HBETORLLET0 QTSRS o1
rapa
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