RevoEdge

High Pressure Cutting Balloon Dilatation Catheter

INSTRUCTIONS FOR USE

ENGLISH

CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE.
OBSERVE ALL WARNINGS AND PRECAUTIONS NOTED THROUGHOUT
THESE INSTRUCTIONS.
FAILURE TO DO SO MAY RESULT IN COMPLICATIONS.
1.0 Device Description
RevoEdge high pressure cutting balloon dilatation catheter with a balloon
diameter of 1.5 to 4.0 mm and a balloon length of 10 to 20mm can be quickly
exchanged with a standard length 0.014-inch guide wire. The balloon is made
of a minimally compliance material with a rated burst pressure of 20
atmospheres. The proximal shaft of the balloon catheter consisted of a
female luer connector bonded to a PTFE-coated stainless-steel tube. The
proximal shaft of the catheter allows for superior push performance with a
smooth transition to the distal assembly consisting of an outer tube and an inner|
tube with a balloon laser welded to both tubes at the distal tip. Two radiopaque
marker bands are positioned at the shoulder of each end of the balloon. The
inner tube accepts a standard 0.014-inch PTCA guide wire. The guide wire
enters the tip of the balloon catheter and advances coaxially out the rapid
exchange port of the distal assembly, allowing for coaxial guidance and
rapid catheter exchange with the use of a standard-length guide wire. Three
wedge-shaped nickel-titanium wires with an angle of 120° are distributed on
the surface of the balloon, which are parallel to the axis of the balloon. Two
marked sections, 3-5mm in length located on the proximal shaft, indicate the
position of the catheter relative to the tip of the brachial or femoral artery guide
catheter. The designed of this dilatation catheter does not incorporate a lumen
for distal dye injections or distal pressure measurements.
* Performance Characteristics:

Balloon sizes: 1.5-4.0 x 10-20mm

Catheter working length: 140cm
Nominal Pressure (NP): 10 atm

Rated Burst Pressure (RBP): 20atm

2.0 Clinical benefit

The clinical benefit is to restore the patency of indicated vessel lumen of

patients. The indicated vessels include coronary artery.

3.0 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 within

temperature limit.
4.0 Intended use
The balloon dilatation catheter is intended for dilatation of stenosis in the
coronary vasculature.

5.0 Intended user
Intended users are the competent physicians who have the training of PTCA
Balloon catheter management.
6.0 Intended patient population
The RevoEdge is intended to be used for adults and geriatrics patients needing
PCI Procedure during treatment who do not meet contraindications.
7.0 Indications
© The balloon dilatation catheter is indicated for dilatation of coronary artery
stenosis for the purpose of improving myocardial perfusion.
8.0 Contraindications
Contraindications for patients and conditions:
Patients with unprotected left main coronary artery disease
Patients with coronary spasm without organic stenosis
o Patients who are not suitable for coronary artery bypass graft surgery
(CABG)
Patients with severe allergic reactions or resistance to surgery-essential
agents such as contrast media.
Patients who are pregnant or suspected to be pregnant
Patients with stent fracture lesions
Distal lesion of stent after stent implantation or delivery through the side cell
of a previously placed stent
Other patients diagnosed by doctors as unsuitable for the use of the device
in question.
9.0 Warnings
© For single patient, single procedure use only. Do NOT resterilize and/or
reuseit, as this can potentially result in compromised device performance
and increase risk of inappropriate resterilization and cross contamination.
o Do NOT use the catheter if its package has been opened or damaged.
© To reduce the potential for vessel damage in the inflated diameter of the
balloon should approximate the diameter of the vessel just proximal and

.

distal to the stenosis.

® PTCA in patients who are not acceptable candidates for coronary artery
bypass graft surgery requires careful consideration, including possible
hemodynamic support during PTCA, as treatment of this patient population
carries special risk.

e 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 as this can potentially result in damage to the vessel wall. If
resistance is met during manipulation, determine the cause of the resistance
before proceeding.

e Balloon pressure should not exceed the rated burst pressure indicated on
the package label for each balloon. The rated burst pressure is based on the
results of in vitro testing. Use of a pressure monitoring device is
recommended to prevent over pressurization.

PTCA should only be performed at hospitals where emergency coronary
artery bypass graft surgery can be quickly performed in the event of a
potentially injurious or life-threatening complication.

e Use only the recommended balloon inflation medium. To prevent the
possibility of an air embolus, never use air or any gaseous medium to
inflate balloon.

® Use the catheter prior to the “Use by” date (Expiration Date) specified on
the package.

10.0 Precautions

® Prior to angioplasty, the catheter should be examined to verify functionality
and ensure that its size and shape are suitable for the procedure for which it
is to be used.

® The catheter system should be used only by physicians trained in the
performance of | coronary angioplasty.

© Once the balloon protective cover is removed, it cannot be installed again.
(Otherwise, the product may be damaged and bent).

e Appropriate N and
administered to the patient.

o When using two guide wires, care should be taken when introducing,
torqueing and removing one or both guide wires to avoid entanglement.
It is recommended that one guide wire be completely withdrawn for the
patient before removing any additional equipment.

e When feel resistance during the operation, please confirm the reason before
the operation.

o Cobalt (CAS No. 7440-48-4) defined as a CMR substance of Category 1B
may be present in the device.

11.0 Possible complications and adverse reactions
Complications and adverse reactions that may result from the use of this
product include, but are not limited to, the following:

Death

Total occlusion of the coronary artery o bypass graft

Acute coronary artery occlusion

Coronary artery vessels tear, perforation, rupture or damage
Dilated vessel restenosis

Unstable angina pectoris

Allergic reactions to contrast media

Hypo/hypertension

Infection

Coronary artery spasm

Arteriovenous fistula

Thrombosis

Coronary artery dissection (NHLBI grading)

Arrhythmias that require medication or device treatment
Sterile inflammaton or granulomas at the access site
Myocardial infarct
Cerebral infarct or cerebral apoplexy

Embolism

* Additional surgical intervention
® Tissue necrosis, transient or long-lasting
o Bleeding, hemorrhage or hematoma
® Cardiac tamponade/pericardial effusion
s i ise induding I reaction

therapy should be

ol ly
 Radiation injury

® Renal failura/insufficiency
® Respiratory failure/insufficiency

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 patientis established.

12.0 Materials to be used in combination with a balloon catheter include:

® Suitable guide wire, refer to label claim

® 20cc syringe for balloon preparation

o Suitable guiding catheter, refer to label claim

o 10cc or smaller syringe for manual dye injections

e Appropriate inflation medium (e.g. 50:50 sterile mixture of a contrast
medium and saline)

o Pressure-indicating inflation device

e Hemostasis valve

13.0 Preparation for Use
o Select an appropriate balloon catheter for the target vessel
o Remove the device from the sterile packaging
e 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.
e Remove the protective balloon stylet and balloon protector
® Flush the guidewire lumen with saline
o 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.
® Inorder to activate coating, wet the balloon catheter with a sterile saline or
wipe the balloon catheter with saline saturated gauze immediately prior its
insertion in introducer sheath.
Caution: All air shall be removed from the balloon and displaced with contrast
medium prior to inserting into the body. Otherwise complications may occur.
14.0 Instruction for Use
o Insertion Technique

— Place the guiding catheter, with a hemostasis valve attached, in the orifice
of the target coronary artery

— Advance the guide wire through the guiding catheter 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 PTCA techniques.
~ Begin inflation at 4 atm and hold at this pressure for 10 seconds.
~ Increase the inflation pressure at a rate of 2 atm every 10 seconds unil the
indentation in the balloon disappears. Hold at this pressure for 10 seconds.

After the indentation has disappeared, increase the inflation pressure at a rate of 2
atm every 10 seconds until the target balloon diameter is achieved by fluoroscopic
or ultrasonic assessment. Hold at the final (maximum) pressure for 10 seconds.

— 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 labeling).

— Confirm the results with fluoroscopy.

o Removing the Catheter

— Apply negative pressure of the inflation device and confirm that the
balloon is fully deflated.

— Withdraw the balloon catheter into the guiding catheter 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
of 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
— After use, dispose and discard the product and packaging in
accordance with hospital, administrative and/or local government policy.
15.0 Reference
e Physicians should consult recent literature on current medical practice on
balloon dilatation, such as published by American College of Cardiology/
American Heart Association.
® The Summary of Safety and Clinical Performance (SSCP) for product is
available in the Eudamed: https:/ec.curopa.cu/ tools/eudamed. Search for
the device using the Basic UDI-DI 695848140068MR.

(Before the Eudamed is fully functional, please contact the Manufacturer at
sales@brosmed.com.)

16.0 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, I
NCLUDING, 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 so as to mandatory provisions of 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.
dl\hnul’ncmrcr:

2] EU Authorized Representative BrosMed Medical Co., Ltd

BrosMed Medical BV. 15th building, SMEs Venture Park

Mgr. Buckxstraat 8, 6134 AP Sittard, The Netherlands  SongShan Lake Hi-Tech Industrial Development Zone

+31 850 140901 Dongguan, Guangdong, 523808, China

es@brosmed.com Office: +86 (769) 2289 2018

Email: sales@brosmed.com
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Description Symbol
Catalog Number

Lot Number

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
instruction for use on company website

Do Not Resterilize
Recommended Guiding Catheter

Contents
(numeral represents quantity of units inside)

Do not use if package damaged
CE mark

Manufacturer

Date of manufacture

Authorized representative in the European Community
Medical Device

Unique device identifier

Keep away from sunlight

Keep dry

Temperature limit

Cobalt May Be Present in the Device
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RevoEdge ke

IUJIaTallMOHHBII

BBICOKOI'O

NAaBJICHUA  PEXyIUH  OaJIOHHBII

TIEPEJT MCTIOJIb30BAHNEM BHUIMATEJILHO TTPOYTHTE BCE MHCTPYKIIMH.
COBJIIOJIAUTE BCE TIPEJIYIPEX/IEHHUSI H MEPBI [IPEIOCTOPOKHOCTH,
YKA3AHHBIE B

JIAHHOI MHCTPYKLIUH. N

HECOBJTIO/IEHME STHX TPEFOBAHHIT MOKET IIPUBECTH K OCJIOKHEHHSM.

1.0. Ouncanne yerpoiicroa

Karerep s ¢ pexytm BBICOKOTO JIaBICHHS
RevoEdge, nveronwii anamerp Gastona ot 1,5 10 4,0 MM 1 uiuny Gastona or 10 10
20 MM, MOKHO GBICTPO 3AMEHHTS C TIOMOIIHIO POBOJIHHKA CTAHAPTHOI /utitkbt 0,014
J0iiMa. Ba/IOH H3rOTOBJICH M3 MATEpHANA C MUHHMATbHOM TIOTATIHBOCTBIO H
HOMHHATHEIM JaBTICHHEM paspbiBa 20 atmocdep. TpoKCHMATbHBII CTepkeHb
BaIOHHOrO KaTeTepa COCTOMT M3 pasbeMa THa «Luer» KEHCKOro THITA, COSTHHEHHOTO
¢ TpyGKoii 13 Hepikareioueii crami ¢ PTFE-nokprtiem. TpoKkcHMaibHbiii cerMent

Tposenenne [TTKA y naimeHToB, KOTOpbIC HE ABAAIOTCS TOAXOMAIMMHI

s 0 , pebyet o
B TOM YHCIIe T it
BO BpCMST <y JICHCHIC TOii IPYMITHI MALICHTOR

CONPSKEHO € 0CODBIM PHCKOM.
TIpyu BBEICHHH KaTETEPa B COCYAUCTYIO CHCTEMY MAHHITY/IAIMH C HUM JIOJKHBI
NPOBOJIHTECA 101 TIIATENbHEIM (rTH0OpOCKONHUeckiM Kontponiem. HE npozsuraiite
M HC BBITATHBAIITC KaTeTep, MoKa Gaion He YT NOMHOCTBIO CYT MO BAKYYMOM,
TAK KaK 5T0 MOKET NPHBECTH K HOBPEIK/ICHMIO CTEHKH cocy/1a. Ecau npu

mp OlpE/ieIITE €ro NPHUMHY, IPEKIE YeM

TPONOIKATE.
Jlapsetie B GAILIOHE He AOMKHO IPEBBILIATE HOMHHATBHOE AABICHHE PA3PHIBA,

Ha ITHKCTKE YIAKOBKH Kak10r0 Gansona. HomiHatsHoe Aapachie

Katerepa b C IUIABHBIM K UIZIOHa
JIMCTATBHOMY Y311y, 3 it TpyOKH 1 i TpyOKkn © Pa3spbiBa OCHOBAHO HA PE3Y/bTATaX MCIIBITAHHIA in vitro. Pekomenyercs

P i y
6aJUIOHOM, JIA3ePHO IPUBAPEHHBIM K OGEMM TpyOKaM Ha IUCTAIBHOM KoHIIe. [{e HCMIOA530BaTh YCTPOHCTBO KOHTPOJIA HABJICHHS /151 PC/IOTBPAIIICHH H3OBITOHHOrO
PeHTTRORORTPACTHE. Hotocs! Ha HIGHe KaATOr nasnenis. TITKA CIeyeT IpOBOIHTE TOTLKO B GOIBHIIIAX, 1€ B CIyvae
Kota Gasuiona. Bryrpentuis Tpydka npejasuateha uis craniaptioro PTCA- TIOTCHUMAILHO OACHIX TN YrPOKAIOUIIX KI3HH OCTOKHCHHI MOKHO GHCTPO
nposoaxuka auamerpom 0,014 moiima. TIPOBOIHIK BBOIHTCS B KOHUHK o i"”"’“"‘"“f YHTHY
KaTeTePa 1 NPOABMIAETCA KOAKCHAIBHO Yepes N10pT GhICTPOii 3aMeHbl o c Te TONbKO cpeay Gantora. HroGet

Y371a, UTO 0GECTICUHBACT KOAKCHATBHOE BEICHHE
BeicTpas 3aMeHa KaTeTepa ¢ HCTIO/Ib30BaHHEM TIPOBOIHHKA CTaHAapTHOI 1HHbL Ha
W Gaona i MTAHOBBLIX
r1eMeHTa, 11071 yriom 120° i napaiIebHEIX 0cH
Gautona. J16a MAPKHPOBAHKBIX YUACTA ATHHON 3-3 M, pacrIoToweHHbe Ha
TIPOKCHMATSHOM CeTMCHTE, YKA3HIBAIOT TIOIOKEHHE KATETEPA OTHOCHTEIIHO KOHHKA.

[IPE/IOTBPATHTH BOIMOKHOCTH BO3YLIHOI SMOOIHI, HHKOIIA HE HCMIOMB3yiiTe
BO3/LYX HIH J100YIO ra3000pasHyio cpe;ly /11sl HanonHeHus Gajiona.
Hcnons3yiite katetep 10 Aathl «CPOK FOIHOCTHY (IaThl HCTEUCHHS CPOKA
TOIHOCTH), YKA3AHHO! Ha YNIAKOBKE.

10.0 MepbI IPeI0CTOPOKHOCTH

Tlepest aHrHOILIACTHKOI KATETEp CIEYeT OCMOTPETh, YTOGbI IIPOBEPHTE €ro

‘b 1 YOCIUTBCA, 4TO €ro pasmep H (popMa MoAXOIAT s

NPOBOJHHKOBOIO KATETEPA ILICUEBOH Wil aprepnn. K JIAHHOTO
0 KaTeTepa He Mpe; HATMYHE POCBETA JUIs IMCTATBHOI
MHBEKLHMH KOHTPACTHOO BEICCTBA HIM JIMCTATBHOIO H3MEPEHHS JABICHHS.

PaGoune XapaKTepuCTHK:
Pasmepbi Ganiona: 1,5-4,0 x 10-20 my
PaGouas amina Katerepa: 140 cm
Homunanboe napnenne (NP): 10 atv
HomunansHoe apnenne paspoiga (RBP): 20 arm
2.0 Kiinnmueckast nonib3a
Ky oz B W npocaeTa
COOTBETCTBYIONIHX COCY/IOB Y MAlEHTOB. K COOTBETCTBYIOMMM COCY1aM OTHOCATCS
KOPOHAPHBIC APTEPHH.
3.0 KoMmiexT nocrasku
Conepxumoe:
Ot (1) GaLIOHHEBI ATATAIMORNLIT KaTeTep
CrepuibnocTh:
CrepuiH30Bano rasom sTuneHokena. Henonurenmbiit
Xpanenmue:
Bepeub OT COHEUHOrO CBETA, XPAHHTE B CyXOM MECTE H B MIPEIENAX JI0MYCTHMON
TemmepaTyphL.
4.0 Ipeanonaracyoe ucnoab3osanie
ii kateTep s

cTenosos B
KOPOHApHOM pycric.

5.0 Mpenmoaraembiii noL308BaTENH

TIpeATIONaracMbIMH TOTH30BATCAMMN ABIAOTCA HbIe Bpat,

TPOLIC/IYPBI, JUIsi KOTOPOii OH Gy/CT HCIOMB30BATHC.

CitcTeN KaTCTEP JOIKHA HCMIOILI0BATECA TOLKO BPANAMIL, IPOUICINII
oByueHie 0 :

AHCHOMIACTHKH.

Tlocie CHSITHA 3aIHTHOI 06OI0UKH GAIIONA C¢ HEb31 YCTAHOBHTH 0GpaTHO. (B
NIPOTHBHOM CITyHaE HIEHE MOKET ObiTh OBPEAEHO W MOTHYTO).

TlauueHTy celyeT Ha3HaYaTh COOTBETCTBYIONIYIO AHTHKOAT YIHTHYIO,
AHTHTPOMOOLHTAPHYIO H BA3OWIATATOPHYIO TEPATIHIO.

TIpu HCIONB30BAHKH JIBYX NPOBOHHKOB CIIE/1yeT COO/IIONATH OCTOPOXKHOCTD IIPH
BBC/ICHHUH, OBOPOTE  H3B/ICHCHHH OZIHOTO WITH OGOHX MPOBOJIHHKOB, TOGbI
W3BEKATD HX 31Ty ThiBaHHA. PEKOMCHIIYETCA HOHOCTBIO H3BIICUb OJMH MPOBOIHHK
M3 TeJla NAIMeHTa Nepejl yaleHneM To6oro J0moMHHTEIbHOro 000pyI0BaH .
EC/H B0 BPEMS ONEpAILHH OLLYIACTCA CONPOTHBICHHE, HEOOXOMMO BLIACHHTH Cro
MPHYHHY 710 IPOIOIGKSHHSI ONIEPaLiH.

B H3MIeHI MOKCT HpHCYTCTBOBATH KobaisT (CAS No 7440-48-4), otnecenmbiii k
Bemecram CMR kateropun 1B.

11.0 peakun

OCHIOKHERMS 1 TIOGOUHBIE peakunu KOTOpEIE MOTYT BOSHHKHYTH B pe3y/ibTaTe
NpUMEHEHNs JAHHOTO NIPEnapaTa, BKIIOYAIOT, IOMHMO NIPOYETro, ClIe/IylolIHe:
Cheprs

TosHas OKITI03Hs KOPOHAPHOI APTEPHH IIIH LIyHTA

OcTpast OKIUIIO3Hs KOPOHAPHOI apTepHit

o 2 pom just [ITKA.
6.0 MMpeys raeMasi FPYINA NaHenToB
RevoEdge npe/mastayen /uis HCTIONL30BAHKS y B3POCBIX M IOKHIITBIX MALHCHTOB,
Hyknaiommxcs B nporeaype YKB Bo Bpems jieueHHs H He HMEIOIIX
NPOTHBOMOKA3AHHI.
7.0 Mokasanus

Paspbis, niepd PpaspLIB WK cocyioB
Pecrenos pacmmpenHoro cocyaa

Hecrabuibhas creHoKap/ s

AJUIepritecKie Peakilii Ha KOHTPACTHBIC BOIIIECTBA

T'HN0- W THIIEPTORMS

BanoHHbIiH THIATAIMOHHBII KaTeTep NoKasaH it cTeHo3a
aprepui ¢ LeALIO yiryuuieHns nepdy3un MHOKapIa.
8.0 MpoTuBonoKkasanms

npexus
Crasm kopoapHoii apTepit
p dueryna
TpomGos
i aprepui (ic NHLBI)

APHTMIH, TPEOYIOUIHE MC/WKAMCHTO3HOTO ICUCHHS HTH JCHCHII C TOMOILBIO

W B MecTe J10cTyma

Tpor a3aiis JUIA NAIMEHTOB 1

Marwents ¢ JeBoii raBHOit it aprepun yerpoiicts
TTALHCHTEI ¢ KODOHAPHBIM CITA3MOM 63 OPraHHHECKOro CTeH03a

[aIvenTEL KOTOPBIM MpOT myr (AKLLI) Hiaps Mnosapa
TTaueHTEI C TAKEBIVH AILIEPTHYCCKUMI i bIO CPEJICTB,

HEOGXOIMMBIX JUIS OTICPALIIH, TAKIX KAK KOHTPACTHBIC BOLICCTB. SmGoms
TlaumenTku, KoTopble I Y KOTOPBIX b

TTALHEHTEI ¢ MOBPE/K/ICHHSMH, MPHBOMISILIMI K IEPETOMY CTEHTa.

JlCTalbHOE MOBPEAKIEHHE CTEHTA M0CE ero HMILTAHTAIIN WK uepes

1L if HIGApKT WK LICpeGPATLHLIIT arOMICKCHUCCKIil Y1ap

JIOOTHUTENHHOE XHPYPIHYECKOE BMEIIATENLCTBO
Hel(p03 TKaHeH, NPeXOAMIMIT I JUTHTETBHBIH

GokoByIo AucilKy paliee YCTaloRIEoro creiTa

., FeMOpPArist WM reMaToMa
Cepqe-mu nwnouaua/nepukapnuanwuu BBITIOT

Jpyrue nauuenTEL, KOTOPBIM BpauH markos, ue it ' BIUTIOUAs BA3OBATAIBHYIO PEAKIIHIO
HCTIONE30BATE JIAIHOC YCTPOFCTRO. Pazmatonoe nopakenue

9.0 Tpenynpexiennn ToueuHas HESIOCTATOUHOCTS

' ToNbKO /1151 HCTIONB30BAHHA Y OZIHOTO MALMEHTa B XOJIE OJHOI Tp pe1. HE pHAs HEOCTATOUHOCT].

CTepHITH3YIiTE MOBTOPHO W/IIH HE HCTOMK3YIlTE OBTOPHO, TaK KAk 5T0 MOKET 0 moBom HHIWJICHTE, TIp! B CBA3N C

TPHBECTH K YXY/IUICHHIO XapaKTePHCTHK H3/1EHs H YBEITHUHTh PHCK HEeHa/UIeKalei
TOBTOPHOIi CTEPHII3AIIN 1 EPEKPECTHOrO 3APAKCHIIA.

HE ucnionb3yiiTe KateTep, eCilu €ro ynakosKa ObL1a BCKPLITA WITH NOBPEK/IEHa.

1715 CHRCHIA PHiCKa OBPEAICHHA COCYIa MAMETp GALTONa B HATYTOM COCTOAHMH
0K IPUOITH3HTEIBHO COOTBETCTBOBATE IMAMETPY COCY/Ia HEMOCPEICTBEHHO
TIPOKCHMAITBHEE 1 JICTATBHEE CTEH03a.

YerpoficTBoM, CeayeT CoOBULATS MPOHSBOIHTEO 1 KOMIETEHTHOMY Opraly
ToCyAapCTBa-twIeHa, B KOTOPOM 3APCHCTPHPOBAH NIOMb30BATEITb W/HLTH NALICHT.

Perucrpanug MU 8 PocapgpaBHansope
www.nevacert.ru | info@nevacert.ru

MHCTPYKLMA 110 ITPUMEHEHUWIO

PYCCKUI

12.0 Marepuasst, KoTopbic cleyeT b B ¢ 6
KaTeTepOM, BKIIHOYAIOT:
Tlosxonsmmii MPOBOIHHK; CM. YKa3aHUA Ha ITHKCTKE
IlInpui; o6Bbemom 20 M1 JU1s IOArOTOBKH Gasiona
TloaXoAAIHi HANPABIIAIONIMIE KATETED; CM. YKASAHHA Ha FTHKETKE
LLITpint OGTewoM 10 M1 5 MEHBIIC 713 PO MK KONTpACTHOTO BerecTsa
Tl cpena st CMech KOHTPACTHOrO
BeILIECTBA H (H3HOTOTHYECKOr PACTBOpA B CooTHOWeHHH 50:50)
VCTpOCTBO JU1s HATIONHEHMS © MHAMKALMEH aBICHMs
TemocTaTuyeckHii Kianan
13 0 l'lnurlrmmca K HCNOJIL30BAHHIO

ii katerep, i U1 nenesoro cocyia
I3BeKHTE YCTPOIICTBO H3 CTEPHBHOI YNIAKOBKH
Tlepe/t HCTOB30BAHMEM TUIATEILHO OCMOTPHTE BCE YCTPOCTBA Ha HATHUNME
nedekToB. l'[poBcpth nuna‘rauuol—muu Karerep Ha Ha.'m'-mc m3rn6oB, nepernboB win
Apyrux HE iiTe y c
CHMMHTE 3aIHTHBIH CTHICT Gasiona M 3alMTHEIH Koma4ok Ganmona
TTpomoiiTe IPOCBET NPOBOHHKA (H3HONOTHUECKIM PACTBOPOM
TIpombiBKa Gasnona: yaaauTe Bo3ayX M3 KaTeTepa ¢ momouibio 20-ky6oBoro mmpHuia,
HANONHEHHORO 2-3 M1 HANOTHHTEA, PH STOM GAIIOHHBIi KaTeTep A0TKEH GbITh
nanpassieH Bu3. T0/COCMHITE YCTPOHCTBO JUIA HAOMHCHHSA K HOPTY HAMOAHCHHS
Ganiona. Y6eauTech, 4TO MEHHCK KOHTPACTHOTO BEILICCTBA BHIICH KaK B COSTHHHTE/E
Jloopa katetepa, Tak u B yCTpoicTBe juls HanonHenus. Cosjiaiite oTpHIaTEeIbHOE
JIaBJICHHE C TIOMOILIBIO YCTPOFCTBA JUIs HE nwiraiitecs

(Jlo Tex nop, noxa yerpoiicrso Eduamed He HauHeT (yHKIMOHMDOBATS B TIONHOM
obbeme, MPoCcHM 00palaThes K TEITIO TIO ajpecy a com.)
16.0 Orias OT rapaHTHIiHEIX 00S3TECTR

HECMOTPS HA TO, YTO KATETEP, 3/IECh U JIAJIEE IMEHYEMBIi1
«TPOJIYKT», BbUI M3TOTOBJIEH B TIATEJILHO KOHTPOJIMPYEMbIX
YCJIOBHSIX, KOMITAHHSI BROSMED MEDICAL CO., LTD ¥ EE
AQOIMPOBAHHBIE JIMLIA HE IMEIOT KOHTPOJIS| HAZL YCIIOBUAMMU,
B KOTOPBIX HCIOJIb3YETCS JIAHHBII [IPOJYKT. TO3TOMY BROSMED
MEDICAL CO., LTD ¥ EE AO®UIMPOBAHHBIE JIMLIA OTKA3BIBAIOTCS
OT JIOBBIX TAPAHTHII, KAK SIBHBIX, TAK U [IOJIPA3YMEBAEMBIX, B
OTHOIIEHUH MPOJTYKTA, BKJIIOYAS, TOMHMMO TTPOYETO, JIOBYIO
TOJIPA3YMEBAEMYIO TAPAHTHIO TOBAPHOI'O COCTOSIHUS WM
TIPUTOIHOCTH JUIS OTIPEAETEHHON LIEJIN. BROSMED MEDICAL CO.,
LTD 1 EE AGGUINPOBAHHBIE JINLA HE HECYT OTBETCTBEHHOCTH
TIEPE/] JIIOBBIM ®U3MYECKHM WM IOPUAMYECKHMM JIMLIOM 3A
JIOBbIE MEJMLIMHCKHE PACXOJ{bl WJIN JIFOBBIE [PSIMBIE,
KOCBEHHBIE MJIN OCJIEAYIOIUME YBbITKH, BbI3BAHHBIE JIOBbIM
HCTIOJIb30BAHUEM, JIEGEKTOM, OTKA3 WJI HECIIPABHOCTb
NIPOJIYKTA, HE3ABUCHMO OT TOI'O, OCHOBAH JIH IIPETEH3HS O
TAKOM VLIEPBE HA TAPAHTHUH, JIOTOBOPE, JEJMKTE WJIM HHOM.
HUKTO HE UIMEET IOJIHOMOYMI OBSI3bIBATH BROSMED MEDICAL CO.,
LTD U EE AQ®INPOBAHHBIE KOMITAHUHM B OTHOILEHNH JIOBBIX
3ASABJIEHMI MJIM TAPAHTHI B OTHOLUEHUH IIPOJIVKTA.

TeXHHKY o s nipocseTa GasioHa.

U151 aKTHBALIHH TIOKPBITHA CMOUHTE Ga/LTIONHbI KATCTep CTCPIBHBIM
(PH3HONOrHYCCKIM PACTBOPOM HJIH IIPOTPHTE €rO Map/eii, TPONHTARKOI
(hu3MONOrMuecKUM PacTBOPOM, HENIOCPEICTBEHHO MEPE/ BBEICHHEM B
HHTPOIIIOCEPHYIO 060TI0UKY.

Buumanne: [lepest BBe/IcHHEM B Opranism 13 Ga/uiona HEOOXOMMO Y/IANHTh BECh
BOJ/IYX H 3aMCHHTD Cro KOHTPACTHbIM BELICCTBOM. B IIPOTHBHOM Clyuae MOryT
BOSHHKHYTh OC/OKHEHHS.

14.0 HHCTPYKIS 110 PHMEHEHHIO

TexHHKa BEEICHUS

Veranosite ii katetep ¢ reMOCTATHHCCKIM

KIRIIAHOM B YCTLE IEICEOH KODOHaPHOT aprepinh

it uepes ii KaTeTep, HTOGH AOCTHYE W TIEpeceHh

uenesoe hi ii KomIK 0 katetepa Hax
KOHILOM JIMTECh, YTO BBIXOJIMT U3

GaIOHHOr 0 KaTeTepa Yepe3 MeCTO BRIX0/IA NPOBOTHHKA
TeMoCTaTHYECKHIH KIIANAH CEYET HOCTENEHHO 3aTATHBATH 118 KOHTPO!IS 00paTHOrO
KPOBOTOKa. Upe3viepHOe 3aTATHBAHNE KIANAHA MOYKET TIOBHSATH Ha BpeMs
HanoHeHHs/CTycKka GalIoNa, a TAKKe Ha JBIKEHHE HPOBOJHMKA.
TIpoBe/tiTe GamoHHEIii KaTeTep M0 MPOBOHUKY, HTOOBI Mepeceh OP@KEHIE,
HCIIONB3YS PEHTTEHOKOHTPACTHBII MapKep (MapKepbi) JUIs ONpeIelleH sl OIOKEHHS
Gautona MorepeK nopaKeHms
Hanysanue 6a1ona
Hanyiite 6amion as MeTOIBI
TITKA.
Haunure HajlyBaHue ¢ 1aBeHns 4 aT™M U yIep/KHBAHTE €ro Ha TOM YPOBHE B TeueHHe
10 cexymz.
VBenMumBaiiTe aBIeHHe HajlyBaHHs CO CKOPOCTBIO 2 at Kaskbie 10 cexyH i 10 Tex
Top, TIOKa BMATHHA Ha GalloHe He McuesHeT. Y iepkusaiiTe 1aBleHHe Ha TOM yPOBHE
B Tevenne 10 cexyn.

Tocre BMATHHBI iite napnenne €O CKOPOCTHIO 2
aT™ Kaz/pie 10 CexyH I J10 JIOCTHKEHHS 1E/IEBOr0 JIMameTpa Dajliona, uro
noar peHtr M YIBT

Y iepAKHBaIiTE MPH KOHEHHOM (MAKCHMATBHOM) JaBiCHiH B Teuerie 10 cekym.
Tlocne kax10ro MOCTEIYIOMEro HaTyBaHHs! ClIeTYeT OUCHHBATh JHCTATBHBII
KPOBOTOK.

ECIl COXpANACTCA SHAMHTCALLTi CTEHO3, JU1A GO YCTPAICHILA MOTYT NOTpeoRTLR
JIABIICHHE PA3PbIBA

(CM. MapKHPOBKY).
TlonTeepauTe pe3ynbTaThl ¢

Msprescnie karerepa. [PHMEHNTE OTPHIATENBHOE IABJICHIE B YCTOHCTE U1t
HAJyBaHUS 1 YOEIHTECh, UTO GAIIOH MOTHOCTBIO CylIcA. BTSIHHTE GaUloHHbiii KateTep
B HANPABIAIONMIE KATETCP, COXpANAS Tocne

CYTOrO GAIOHHOrO MIATAIMOHHOTO KATETEPA €0 CIEYET POTEPETh Mapicii
CpoueHHOli CTepiIbHEM Gusionoreckuy pactsopo.Lposepsre uenocTHocTs

1 orp: 3 BHIIIIC, HE 11 HE J0MKHBT
TOTKOBATECA KAK NIPOTHBOPEUAIIIHE HMTICPATHBHBIM MOTOKSHUAM TIPHMEHHMOTO
saKoHozaTEbCTBA. ECM KaKas-1HG0 YacTh M YC/IOBHE HACTOAIEro OTKa3a OT
TapaHTHH GyNIeT NpH3HAHA CYJIOM W KOMIICTCHTHBIM OPraHOM HE3aKOHHOIA, He
umeromeii 1op i CJTBL I TpOT
3aKOHOZIATETCTBY, 9TO HE MOBIHACT HA ACHCTBHTEBHOCTS ocTanbHHX dacreli
Hactotero OTKasa OT rapaHTHi.

[ Ec [REP|Ymoanomouenmmii

e
BrosMed Medical B.V.

Mer. Buckxstraat 8, 6134 AP it
Hunepaaniet

Tpoussomenn:
BrosMed Medical Co,, Ltd

3anne No 15, TIapk HHHOBALOHBIX IPEANPHSTHH 15
MAIOTO i CPEHETO Gi3HECa,30Ha BHICOKOTEXHOTOTHOO.
IPOMBIIIEHHOTO PasBHTILA «COHIIAS-

apa,

Jleiixy,[lysryanp,npossiua yarays, 523808, Kiraii
+31 850 140 901 Oduc: +86 (769) 2289 2018, Inexrponnas noura:
cs@brosmed.com sales@brosmed,com, www.brosmed.com
TMOSACHEHNE CHMBOJIOB

Onmcanme Cumboa

Katanowmstii Hovep
Howtep napritn

OntHopasoBas CTeprTbHAR GaphepHAR CHCTEMa B 3AIHTHOI
ynaxoske

C

c ST

Cpoxk romHocTH
He HCTIO/1530BaTh TIOBTOPHO
Tlpenynpesknenne

OBHaKOVKLTeCL © MHCTPYKITHEH 10 IPHMEHEHHIO HIH
it Ha BeG-caiire

He nozBepraTh NOBTOPHOI CTepHIH3ALHH

PeKoMerIyeMBIii HanpaBIsioNii Karerep

Gamtomoro katerepa. ECm MOBTOPHO BBOIMTCH TOT e
KaTeTep, POMoiiTe NIPoCBeT o muna
omcarnio B pasnene ([ 1oaroToBKa K Tepen
(GasOHHBII AMTATAIMOHHBIH KaTeTep Clie/lyeT NPoTepeTh Mapiel, CMOYeHHOI
CTEPUIBHBIM (UHONOTHYECKHM PACTBOPOM.
Vruansauns
Tocae fite n fiTe W3eAIE W YIAKOBKY B COOTBETCTBHH
TOMTIHKO/ GOHHIILL A MHHHCTPALIH H/ILTH MECTHbIX OPFaHOB BAGCTIL,
15.0 Centikn
Bpa-mu uuuyu OBAKOMHTECS ¢ HOBCHILICH JTEPATYPOIi 110 COBPEMEHHOTi MLIHCKOT
Hanpimep, KowieKa

Kap,maumau /\wcpuxﬂncm}n accOuuaumn xnpAnmlm oB.

patkoe 1o (SSCP) s aanmoro
HM3ZIEHs I0CTYNHO Ha caiite Eduamed. htlgs J/ec.europa.eu/tools/eduamed. Haiimure n3zesme no
Basosomy UDI-DI 695848140068MR.

0 KaTeTepa, Kak

Coneprxnmoe
(11(hpa 0BOIHAUACT KOTHHCCTRO CAMHHIL BHYTDH)
He (T, €N YNIAKOBKA
Mapxuposka CE
C €zro7

TIponssomuTens I
JlaTa HaroToBeHUs o
i’ pexea ®
coobuiecTae

uyenue mo
VHHKa/IBHBI HICHTH(HKATOP H3IeTHs Juz

Bepeus o coneuroro caera

Xpanuts B cyxom vecre

TIpenensHas Temneparypa

ek Bk

B H3ACTHH MOKET COTEPRATECA KOBAILT
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M ar=s NL o1caBaloon Dilatation Catheter

CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE.

OBSERVE ALL WARNINGS AND PRECAUTIONS NOTED THROUGHOUT
THESE INSTRUCTIONS.

FAILURE TO DO SO MAY RESULT IN COMPLICATIONS.

1.0 Device Description

The Mars NC Balloon Dilatation Catheter is designed to allow easy exchange of the
catheter using a standard length guidewire. Balloon diameters range from 2.0mm
to 6.0mm. The balloon material is made of a minimally compliant material with a
rated burst pressure of 22 atmospheres for $2.0-4.0mm and 20 atmospheres for
$4.5-6.0mm balloon respectively. The minimally compliant balloon material will
allow high pressure dilatation while maintaining precise control of the balloon
diameter and length. The proximal shaft of the catheter is composed of a female
luer connector bonded to a stainless steel tube. The proximal shaft allows superior
proximal pushability with a smooth transition to a distal shaft composed of an
outer tube and an inner tube with a balloon welded to both tubes at the distal tip.
Two radiopaque marker bands are positioned within the balloon shoulders.

® Balloon pressure should not exceed the rated burst pressure indicated on the
package label for cach balloon. The rated burst pressure is based on the results
of in vitro testing. Use of a pressure monitoring device is recommended to
prevent over pressurization. PTCA should only be performed at hospitals
where emergency coronary artery bypass graft surgery can be quickly performed
in the event of a potentially injurious or life i

 Use only the recommended balloon inflation medium. To prevent the possibility
of an air embolus, never use air or any gaseous medium to inflate balloon.

e Use the catheter prior to the “Use by” date (Expiration Date) specified on the
package.

10.0 Precautions

o Prior to angioplasty, the catheter should be examined to verify functionality
and ensure that its size and shape arc suitable for the procedure for which it is
to be used.

e The catheter system should be used only by physicians trained in the
performance o i

. and

The inner tube accepts a standard 0.014 inch PTCA guidewire. The guid

enters the catheter tip and advances coaxially out the distal Rx port, thereby
allowing both coaxial guidance and rapid exchange of catheter with a single
standard length guidewire. Two marked sections, 3-5mm in length located on the
proximal shaft, indicate catheter position relative to the tip of either a brachial or
femoral guiding catheter. The design of this dilatation catheter does not incorporate
a lumen for distal dye injections or distal pressure measurements.

2.0 Clinical benefit
The clinical benefit is to restore the patency of indicated vessel lumen of patients.
The indicated vessels include coronary artery, bypass graft and post stent dilatation.

3.0 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 within temperature limit.

4.0 Intended use

The balloon dilatation catheter is intended for dilatation of stenosis and

post-deployed stent in the coronary artery or bypass graft.

5.0 Intended user

Intended users are the competent physicians who have the training of PTCA

Balloon catheter management.

6.0 Intended patient population

Patients need PTCA during treatment.

7.0 Indications

© The balloon dilatation catheter is indicated for balloon dilatation of the
stenotic portion of a coronary artery or bypass graft stenosis for the purpose
of improving myocardial perfusion.

© Balloon dilatation of a stent after implantation (balloon models 2.0 mm -
6.0 mm only) Note: Bench testing was conducted with the Mars NC Balloon
Dilatation Catheter and balloon stents. C i
should be taken when this device is used with different manufacturers’
stents due to difference in stent design.

8.0 Contraindications

The catheter is contraindicated for use in:

e Unprotected left main coronary artery

e Coronary artery spasm in the absence of significant stenosis

9.0 Warnings

o For single patient, single procedure use only. Do NOT resterilize and/or reuse
it, as this can potentially result in compromised device performance and
increase risk of inappropriate resterilization and cross contamination,

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

To reduce the potential for vessel damage in the inflated diameter of the

balloon should approximate the diameter of the vessel just proximal and distal
to the stenosis.

PTCA in patients who are not acceptable candidates for coronary artery bypass
graft surgery requires careful consideration, including possible hemodynamic
support during PTCA, as treatment of this patient population carries special risk.
‘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 as this can
potentially result in damage to the vessel wall. If resistance is met during
manipulation, determine the cause of the resistance before proceeding.

therapy should be
administered to the patient.

© When using two guide wires, care should be taken when introducing,
torqueing and removing one or both guide wires to avoid entanglement. It is
recommended that one guide wire be completely withdrawn for the patient
before removing any additional equipment.

11.0 Adverse Events

Possible adverse effects include, but are not limited to the following
e Death

o Acute myocardial infarction

o Total occlusion of the coronary artery or bypass graft

o Coronary vessel dissection, perforation, rupture or injury

o Restenosis of the dilated vessel

o Hemorrhage or hematoma

o Unstable angina

® Arrhythmias, including ventricular fibrillation
o Drug reactions, allergic reaction to contrast medium
e Hypo/hypertension
e Infection

o Coronary artery spasm

e Arteriovenous fistula

e Embolism

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.

12.0 Materials to be used in combination with a balloon catheter include:
Suitable guide wire, refer to label claim

20cc syringe for balloon preparation

Suitable guiding catheter, refer to label claim

10cc or smaller syringe for manual dye injections

Appropriate inflation medium (e.g. 50:50 sterile mixture of a contrast
medium and saline)

Pressure-indicating inflation device

e Hemostasis valve

3.0 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.
o Remove the protective balloon stylet and balloon protector
Flush the guidewire lumen with saline
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.

® In order to active coating, wet the balloon catheter with a sterile saline or
wipe the balloon catheter with saline saturated gauze immediately prior its
insertion in guiding catheter.

P MHU B
www.nevacert.ru | info@nevacert.ru

INSTRUCTIONS FOR USE

ENGLISH

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

14.0 Instruction for Use
o Insertion Technique
— Place the guiding catheter, with a hemostasis valve attached, in the orifice
of the target coronary artery
~ Advance the guide wire through the guiding catheter 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 throught 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

o Balloon Inflation
— Inflate the balloon to dilate the lesion using standard PTCA techniques.
— After each subsequent inflation, the distal blood flow should be assessed.
— Ifa significant stenosis persists, successive inflations may be required to
resolve the stenosis. Do NOT exceed the rated burst pressure (see labeling).
— Confirm the results with fluoroscopy.

o Removing the Catheter
Apply negative pressure of the inflation device and confirm that the
balloon is fully deflated.

~ Withdraw the balloon catheter into the guiding catheter while preserving

euide 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
of 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.

o Disposal
— After use, dispose and discard the product and packaging in accordance with
hospital, administrative and/or local government policy.

15.0 Reference

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

® The Summary of Safety and Clinical Performance (SSCP) for product is
available in the Eudamed: https: /ec.europa.eu/ tools/eudamed
(Before the Eudamed is fully functional, please contact the Manufacturer at
sales@brosmed.com.)

16.0 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, I
NCLUDING, 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 so as to mandatory p of 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.

[™ [ST——

BrosMed Medical Co., Ltd

15th building, SMEs Venture Park

SongShan Lake Hi-Tech Industrial Development Zone
Office: +86(769)2289 2018

Dongguan, Guangdong, 523808, China

Email: sales@brosmed.com
www.brosmed.com

[€s]rer] EU Authorized Representative
BrosMed Medical B.V.

Mgr. Buckxstraat 8, 6134 AP Sittard, The Netherlands
+31 850 140901

cs@brosmed.com

EXPLANATION OF SYMBOLS

Description Symbol

Catalog Number

Lot Number
Balloon Diameter

Balloon Length

Single Sterile Barrier System With Protective Packaging Inside
Sterilized Using Ethylene Oxide e
Use-by date

Do Not Reuse

9@0(]!@;@

Caution

$38

Cobalt May Be Present in the Device

£2
34

Consult Instructions For Use or consult electronic
instruction for use on company website
Do Not Resterilize

=

Recommended Guiding Catheter

Contents
(numeral represents quantity of units inside)

®U®

Do not use if package damaged

CE mark c

Manufacturer

m
N
~
©
~

wl
e

Date of manufacture

Authorized representative in the European Community
Medical Device

Unique device identifier

Keep away from sunlight

Keep dry

Temperature limit 30¢|

i

10c

GRA-4247 Rev02
DCR 2024-0428
Issue Date: 2024-11-13
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Mars prcaBaloon Dilatation Catheter

CAREFULLY READ ALL INSTRUCTIONS PRIOR TO USE.

OBSERVE ALL WARNINGS AND PRECAUTIONS NOTED THROUGHOUT

THESE INSTRUCTIONS.

FAILURE TO DO SO MAY RESULT IN COMPLICATIONS.

1.0 Device Description

The Mars (Rx type) device is a coronary dilatation catheter designed for easy
guidewire exchange.Balloon diameters range from ¢ 1.0mm to & 4.0mm.
The balloon material is made of a semi-compliant material for diameter

1.0mm to 4.0mm with a rated burst pressure of 14 atmospheres.The proximal
shaft of the catheter is composed of a female luer connector bonded to a stainless
steel tube. The proximal shaft joins with a smooth transition to a distal shaft
composed of an outer tube and a inner tube with a balloon welded to both
tubes at the distal tip. Two radiopaque marker bands are positioned within the
balloon shoulders. Within the balloon segment with the exception of balloon
diameters less than 2.0mm which incorporate a centrally positioned single
marker band. The inner tube accepts a standard 0.014 inch PTCA guide wire.
The guide wire enters the catheter’s tip and advances coaxially out the distal Rx
port,thereby allowing both coaxial guidance and rapid exchange of catheter with
a single standard length guide wire. Two marked sections of Smm length each
located on the proximal shaft indicate catheter position relative to the tip of either a|
brachial or femoral guiding catheter. The design of this dilatation catheter does
not incorporate a lumen for distal dye injections or distal pressure measurements.
2.0 Clinical benefit
The clinical benefit is to restore the patency of indicated vessel lumen of patients.
The indicated vessels include coronary artery or bypass graft.

3.0 How supplied

Contents: One (1) Balloon Dilator Catheter

Sterile sterilized with ethylene oxide gas. Non-pyrogenic.

Storage Keep away from sunlight,Keep dry,and store within
temperature limit.

4.0 Intended use

The balloon dilatation catheter is intended for dilatation of stenosis in the
coronary artery or bypass graft.

5.0 Intended user

Intended users are the competent physicians who have the training of PTCA

and Balloon catheter management.

6.0 Intended patient population

Patients need PTCA during treatment.

7.0 Indications

The balloon dilatation catheter is indicated for balloon dilatation of the stenotic
portion of a coronary artery or bypass graft stenosis for the purpose of improving
myocardial perfusion

8.0 Contraindications

The catheter is contraindicated for use in:

e Unprotected left main coronary artery

® Coronary artery spasm in the absence of significant stenosis

9.0 Warnings

e For single patient, single procedure use only. Do NOT resterilize and/or reuse
it, as this can potentially result in compromised device performance and
increase risk of inappropriate resterilization and cross contamination.

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

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

PTCA in patients who are not acceptable candidates for coronary artery bypass
graft surgery requires careful consideration, including possible hemodynamic
support during PTCA, as treatment of this patient population carries special risk.
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 as this can
potentially result in damage to the vessel wall. If resistance is met during
manipulation, determine the cause of the resistance before proceeding.
Balloon pressure should not exceed the rated burst pressure indicated on the
package label for each balloon. The rated burst pressure is based on the results
of in vitro testing. Use of a pressure monitoring device is recommended to
prevent over pressurization. PTCA should only be performed at hospitals

where emergency coronary artery bypass graft surgery can be quickly
performed in the event of a p injurious or lift

 Use only the recommended balloon inflation medium. To prevent the possibility
of an air embolus, never use air or any gaseous medium to inflate balloon.

o Use the catheter prior to the “Use by” date (Expiration Date) specified on the
package.

10.0 Precautions

® Prior to angioplasty, the catheter should be examined to verify functionality
and ensure that its size and shape are suitable for the procedure for which it is
to be used.

e The catheter system should be used only by physicians trained in the
performance of i 1

o Appropriate anti i i and
administered to the patient.

o When using two guide wires, care should be taken when introducing,
torqueing and removing one or both guide wires to avoid entanglement, It is
recommended that one guide wire be completely withdrawn for the patient
before removing any additional equipment.

11.0 Adverse Events

Possible adverse effects include, but are not limited to the following

e Death

o Acute myocardial infarction

o Total occlusion of the coronary artery or bypass graft

o Coronary vessel dissection, perforation, rupture or injury

® Restenosis of the dilated vessel

o Hemorrhage or hematoma
Unstable angina

o Arrhythmias, including ventricular fibrillation

e Drug reactions, allergic reaction to contrast medium

o Hypo/hypertension

® Infection

o Coronary artery spasm

® Arteriovenous fistula

e Embolism

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.
12.0 Materials to be used in combination with a balloon catheter include:

therapy should be

e Suitable guide wire, refer to label claim

® 20cc syringe for balloon preparation

e Suitable guiding catheter, refer to label claim

o 10cc or smaller syringe for manual dye injections

e Appropriate inflation medium (e.g. 50:50 sterile mixture of a contrast
medium and saline)

o Pressure-indicating inflation device

® Hemostasis valve

13.0 Preparation for Use

e Select an appropriate balloon catheter for the target vessel

o 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 stylet and balloon protector

Flush the guidewire lumen with saline

o 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.

In order to active coating, wet the balloon catheter with a sterile saline or
wipe the balloon catheter with saline saturated gauze immediately prior its
insertion in guiding catheter.

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

o Insertion Technique

— Place the guiding catheter, with a hemostasis valve attached, in the orifice
of the target coronary artery.

INSTRUCTIONS FOR USE

ENGLISH

Per MH & P
www.nevacert.ru | info@nevacert.ru

Advance the guide wire through the guiding catheter 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 throught 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

e Balloon Inflation
— Inflate the balloon to dilate the lesion using standard PTCA techniques.
— After each subsequent inflation, the distal blood flow should be assessed.
~ Ifa significant stenosis persists, successive inflations may be required to
resolve the stenosis. Do NOT exceed the rated burst pressure (see labeling).
— Confirm the results with fluoroscopy.
® Removing the Catheter

— Apply negative pressure of the inflation device and confirm that the
balloon is fully deflated

— Withdraw the balloon catheter into the guiding catheter 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
of 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

— After use, dispose and discard the product and packaging in accordance
with hospital, administrative and/or local government policy.

15.0 Reference

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

The Summary of Safety and Clinical Performance (SSCP) for product is
available in the Eudamed: https://ec.europa.eu/ tools/eudamed

(Before the Eudamed is fully functional, please contact the Manufacturer at
sales@brosmed.com.)

16.0 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, I
NCLUDING, 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 so as to 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
Jjurisdiction, the validity of the remaining portions of this Disclaimer of Warranty
shall not be affected.

d Manufacturer:

BrosMed Medical Co., Ltd

15th building, SMEs Venture Park

SongShan Lake Hi-Tech Industrial Development Zone
Dongguan, Guangdong, 523808, China
Office: +86 (769) 2289 2018

Email: sales@brosmed.com
‘www.brosmed.com

[€ [rer] EU Authorized Representative

BrosMed Medical B.V.

Mgr. Buckxstraat 8, 6134 AP Sittard, The Netherlands
+31 850 140901

cs@brosmed.com

EXPLANATION OF SYMBOLS

Description Symbol

Catalog Number
Lot Number
Ba

loon Diameter

Balloon Length

Single Sterile Barrier System With Protective Packaging Inside

@

-

D

Sterilized Using Ethylene Oxide

Use-by date g

Do Not Reuse ®

Caution YiN
Cobalt May Be Present in the Device @ S

Consult Instructions For Use or consult electronic
instruction for use on company website

Do Not Resterilize

)=

Recommended Guiding Catheter

)
s}

ntents
(numeral represents quantity of units inside)
Do not use if package damaged

CE mark c

Manufacturer

@

m
N
~
©
~

Date of manufacture
Authorized representative in the European Community

Medical Device

gsfne

Unique device identifier

"

Keep away from sunlight
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Keep dry

Temperature limit X )

rosmed

GRA-4248 Rev02
Issue Date: 2024-11-13




”’Hrs KaTteTep onsa 6annoHHon aunatauum PTCA  VHCTPYKUMS NO NPUMEHEHWIO

BIMAATEAH (POMTHTE BLE MHCTPYMMMM TEPEL OO I0BAHHEM,
COBMIANTE BOE NPELFPERTERMA W MEPH MPEIDCTORDHHOCTE, VHAIAHHEIE B
AHHON MHETPYRLMM,

WECOEMDLEHME 3THK TPEEOBAHUA MOMET NPHBECTH K OCADHHEHMAM,

1.0 Onicanmne yoTpedcrea

Serpahcion M
PaapatoTannpil 4n of nerEin

LaBul kanuTes A4 Aana hew,

ar 1,000 ga @ 4,1 wa,
GEAAGH HaFOTOBREH J

T L0 s 0 40wt 18 smmechap. =

HRGET R SAEOTEA COEIRMT Wi piciebd [ i ui

wepryRH 0 epeaneh pvfiar, e 1 Jlaw
npegeran

J Baraua,
A TES At 0 b, RESTES MIAARST L T s I
Ay
{ d

mpasrmrpow 01,014

10,0 Mept npenecTapomeasTH
AL i 1 CEIYET EMDTETS,
pafarocnocalinacTs
BT, 4T ero gasmep 0 dopnd NIRALET
#  fiyneT NInCALINRITHER.
@ CHCTeMnd GETETE0S QLAHHN BPEH, ]

&

A0 R0T0fICH OH

* Tlatygestery cregyer i

BIANNSTATONHYIA TEPETIHI
o N i 24T COANOAATE DCTOPOHHICTS NN EBEAEHAN,
o EwEHAN A o 0B nabemars w

Zooben, & TIEDER YnEFEM ARSI ONONHHFETSHDTD DRCEH RS,
Tipoanames sxnans B
R, . 1an B raterera ¢ A i e
@ VTR AN 5 DA TEGHETD, CnaDE

g, s . tws

nnpencen, . oA

Ancrammni wseren & ThOAR RN S BTSN i TS
AABAEHHA o« Racersaue "
S s 4 Pecrenas pacinpennar cocys
*  HpOROHIAHRHAE HIH [EMATOME

: P v 4 bermfinmHes creranan
e psia 4 ARHTMNN, BRSSO AEHR
20 Koweasirauns : e
Cugepsammon 1 (L) Taancniil garararopnn saerep & THINO- AT THEIORHR
G n * Matenss
Hpamessee Gepeas or + Cras peponapred sprepun
ezt g, v Apregmcarson dwenyn
40 Hamsusnue + dwbonm
K L . JHPATRIMH CTEHOE § i o
wan rpapre. ool P U E-ARHE, B ROTOPOM Ja0eTncIEmpoain

5. Mpegnonaroe i nonszosarens

paiaTe © BanncHHm KITETERaN Y,

MORLIIBATEN W HTH SIH T
1

o Tioaaaisah TpOBSK; T, VeSS e THKeTRE

6.0 LigAea s (pynng RaUmeHToE LS Ll Mean gz
TMaunes, woropei TaeSyerca THA S xoge asussun. 4 Thcypin ot Mg HoabiH AETeTER N, YHASHAT HE STHEETES
7 Tewasanm . & AR O THOTE BALECTEE
Hamarep 10 (i 0HHOR AMATTEMN Nok35E S8 B3 0HHON SATRTALAR CTR-OTHSRCANO F43CTHY . |Hisnpusap, © THA H
RO TpaTueanosssanm * YCTRORCTIN SN manna € HaERaLNEH anneHHn
* TewomTaTH-REnh KPaNaH
13,0 Mloraraks ¥ wenanscanans
-Cnain . i wamereg, an
9.0 TpeTnpzgenm # FmaneaHrs yCIpodcTn W CTEDARLHON yraKCa R,
. - . ay o
e o gy, HE i s e gk
' i Pty TaE noapemgeswek. HE nenassayiine pedesrise yomoHm,
o e é Siaste ar
. iz ew nooEengEE
- .  YEAHTE BT s XSO0 WP,
By 3 e . b
o riewna L TR Bancess. Yiaurec,
UNT v raumenan, oropen PO, TORH B
TpeyEE 5 yETpORTES 40 . Cesgait EARBRHNE [ NOWCHLED A
® nogrepsay B0 apsus HHT, iy TRy i . HE ewTa am
- TRk NpoEETE Baantn;
DN YT TV AN, T PR S5 BT (LTI EHHMEE AR T (00 FEAR B0 ' i & a
s ey, g i M
. " oo, i i ey
B unanne: PR pe—
ATCA patiogr S BT SOHTPICTH B Moyl
A0 M TRy bR N0 Apr e
o TaxHHKs BRRgHNN
o Moween T

B yeree yeaesni saparapno apreciae

poatHATE sareren, yinte
EREROY PP [ naceps
PEOACAMBASHOTD [ MENTA FROBGANNRS. YOREHREC, UTD TIDOBC/IAKA SaDinaeT i1y Sansnsmars
ETETEDS 403 MECTU SR IPUBD UMD

ApnonToRe Ypeamep: ¥
b, TR s A GSNG EINR

P [

Hoonmamin +BrosMed Medical Ca., Lo
mnre K 34, Flogis e SpIIEMET T8 T AT, 8 CpRTnG
o

Cosmmasa- i, Jywrym. mpasmu Ty, 323808, K
O +B5{TEY12269 1
Snerapesas nema. salesitbovaed co

g veww hensimed. cous
i Ireapsseai] : nenupan
gt EU | R.EPI\'rm I Tt ST b FC
+ Hagymaries Bannces
& Hagpine fa it MHT. Buoshdid Midieal BV
@ MACE Ram A0 NOCTEAYISET HABYZaNA CIESYET CemaEath gueraabnul pporores, | Vi Mrp Byncorpaar, 8 6154 AP Corrrapa Hicsepaaima Ten:
o Eea T ¥ =t + 31 RS0 140901
v HE AsmnEE B pomnar no: cuifhosmed.
sapmapasy), THHACHEHME CURMBO/IDE
+ HamnEsee saTETEDS CTIHCAHKE CUMBON
O Tpamenke orpe e ¥ 1
s LAMA Tl YT Hovaep no satanany
o vanitop & @ a0 Vi i
pnBoasE. %
5 v Duamerp Gansoka
i o R — B
O MpOREET USAGE TG T BANORAGTD TaTpa AAmatanona
o
@ T TIETOGHIM BER08H I FOTC i GANMHSND (10 AT3UM0HSND KATETER BT
5 matega, o amunera [sTeRILE[ED]
- Tiepen, &
i w 4 Cpoi fopeocts g
GHMCADTHECHAN BECTRCRON.
* e He enansaosats nosTopHo ®
a rary
P, - A
5.0 Ceviann
et 2 Hanenne Momer CofepHaTs kofanst @ oSN,
npms e s, rastegra (<% na DI]
FOUN BN BOPCHID MHCTRYHULAW Ha CARTE KOMDEHWA
+ M 1 Apcrynng x
Eutlamad: hrp:/{oe surnpasu) okt He i
+ {flo rex naw, nons Eud cAneme, af ¥
A PREOMAH ML HANPARRRCINA HATOTED @
Cappemmos
[ieEnD aBGSHAMAET RoSNECTED SERHAL BHYTEM)
16.0 O3 or rapasTisienn ofazaTRNCTE

HECMOTER HA TO, 4TOKATETER, AUNRLE MMEHYEMEIR TR0V Ty, BblN MAFOTOAAEH B
TILATENBHO HOHTPONHPYEMBN YCAOBHRY, ROMIAHUA BROSMED MEDICALCD:, LTDWEE
ADDANAPOBAHHLIE MALLA HE WMEHDT BOZMOKHOCTH KOHTPONRPOBATE YCAOSKRA, B KOTORK
WCMONEIVETCA ,QA.Hlialﬁ MPOAYKT. NOITOMY BROSMED MEMCALCO LTD MEE
ADOMTUPOIBAHHGTE TMLLA OTRAZSEAKITCR 0T MK I'ﬂ.FMTMJ‘\, HAK BEHBIE, TAE W

B BAIOHAR, NOMAMD TECHENT, YD

TBAPHOND COCTOARMA HITH TPHTTIHOCTH [1R8

CNPENENEHECH LETH, CALCO, LTDHEE THUAHEHEQT
OTBETCTREAHOCTH MEPES MHOERN SHIHUECKIMM MW 0PMQRHECKAM NHLOM 34 MOBKE
VELLIFSHCHME RO W JHOBHE TEAMBIE, ROCBERHLIE MR NOLIEAYENLME YBLITH,
BLIZBAHHBIE MSHM HCNOM:30BAHWEM, IESERTOM, OTHAZ WIH HEMCMABHOCTE TROLYETS,
HEIABMCHRAC 0T TOMD, DCHOBAKA W NPETEHIHA O AOIMEULEHHW TAKOMO YIUEPRA HA

Hi ACTONILSORATY NP DOREEHITHAR YTaMORH

®
3uak CE C €aro7
wl

ELEERER
Mata nposzsoacTea ﬂ
¥NOAHOMOHEHHEIA NpeacTaauTens 8 Esponeicsom con3e

Meguupniee nagemme

YHRRBABHEIR REEHThHSATOR YETPGRETES
YR weH AT yETpERETEY iy
HpauwWTh B Cyxom mecTe T

TAPAHTHM, [OTDE0RE, ENKETE T HHOM OCHOBAHHE HH¥TO HE WMEET RONH

CERILIBATE AL 0, LT EE
T TARBTEHAH M TARAHTHR, KACARULUINCA TROLIHTA,

e e
Ecan TapaeTan fymeT
L ilas

WATTORLETD IT¥A3E O FRETAN,

(Brosmed

GRA-4248 Rev02
Issue Date: 2024-11-13




	IFU_RevoEdge
	Appendix 2 GRA-4127, rev02, RevoEdge IFU (CE)-English
	Appendix 2 GRA-4127, rev02, RevoEdge IFU (CE)-English (ru)_1781683569

	IFUs_MarsNC_Mars
	IFU_Mars NC
	Appendix 2 GRA-4247, rev02  Mars NC IFU MDR-English
	2-3 英文

	Appendix 2 GRA-4247, rev02  Mars NC IFU MDR-English (ru)
	2-3 英文


	IFU_Mars
	Appendix 2 GRA-4248, rev02 Mars IFU MDR-English
	2-3英文-REV

	Appendix 2 GRA-4248, rev02 Mars IFU MDR-English (ru)
	2-3英文-REV




