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Appendix to the Instruction for use/ MpunoxeHve K VIHCTpyKumum no npumeHeHnio 2011-09-05/0110079-7
Mo.Ma Ultra Cerebral Protection Device/Cuctema LepebpansHoli 3awutel Mo.Ma Ultra

INVATEC S.p.A.

Appendix to the Instruction for use/
MpunoxeHune K VIHCTPYKUMK MO MPUMEHEHUIO
Mo.Ma Ultra Cerebral Protection Device /

MD MODELS/ VERSION

Mo.Ma Ultra Cerebral Protection Device Models
(synonym: Mo.Ma Ultra Proximal Flow Blockage
Cerebral Protection Device):
1 Cerebral Protection Device Mo.Ma Ultra mono balloon
(synonym: Mo.Ma Ultra proximal Embolic Protection
Device Mono Balloon)
2. Cerebral Protection Device Mo.Ma Ultra double balloon
(synonym: Mo.Ma Ultra proximal Embolic Protection
Device Double Balloon)
COMPONENTS:
1 Cerebral Protection Device Mo.Ma Ultra mono
balloon, MOMO0130008X5:

- Catheter with mono balloon

- hollow mandrel

- three 40 pm cell filter

- 30 cc syringe

- one l-way-stopcocks

- T-safety connector

- One hemostatic valve with 3-way stopcock and

extension line

- Instruction for use
2. Cerebral Protection Device Mo.Ma Ultra double
balloon,, MOMO0130068X5, MOMO0130069X6:

- Catheter with double balloon

- hollow mandrel

- three 40 pm cell filter

- 30 cc syringe

- Two l-way-stopcocks

- T-safety connector

- One hemostatic valve with 3-way stopcock and

extension line

- Instruction for use

HanmeHoBaHne/Name
number

Cuctema LepebpanbHON 3alWmnThl
Mo.Ma Ultra ¢ gByms 6annoHamu/ MOMO130069X6
Cerebral Protection Device Mo.Ma
Ultra double balloon MOMO 130068X5
Cuctema LepebpanbHOM 3aWuThl
Mo.Ma Ultra c ogHum 6annoHom/
Cerebral Protection Device Mo.Ma MOMO 130008X5

Ultra mono balloon

Kop n3genuns/Ref.
compatibility

Cuctema uepebpanbHoi 3awmtel Mo.Ma Ultra

BAPNAHTbI NCMONMHEHNA MU

Cuctema uepebpanbHoii 3awnTtbl Mo.Ma Ultra, B
BapuMaHTax UCrosiHeHUs (CUHOHUM: cucTema
uepebpanbHOM 3aWMTbl ¢ MPOKCMMasbHON 6/10Kafo0iM
KpoBoToka Mo.Ma Ultra)
1.Cuctema uepebpanbHoit 3awnTtel Mo.Ma Ultra c ogHum
6annNo0HOM (CMHOHWM: Y CTPOCTBO NPOKCUMaNbHOM 3aLUThbI
oT amb6onum Mo.Ma Ultra c ogHUmM 6annioHOM)
2.CucTema yepebpanbHoi 3awutel Mo.Ma Ultra ¢ gsymsa
6annoHamun (CMHOHWM: Y CTPOMCTBO NPOKCMMAaNbHOM 3alWuUTbl
oT am6onun Mo.Ma Ultra c fByma 6annoHamm)
KOMMNJEKTHOCTb NMOCTABKW:
1 Cwuctema uepebpanbHoit 3awmntel Mo.Ma Ultra c

o4HMM 6ansioHom, MOMO0130008X5:

- KaTeTep ¢ ofHUM 6annoHoMm.

- Monbln MmaHapeH.

- DUNbTP-KOP3UHKKM - He 6onee 3 WwT.

- KpaH 3anopHblii 0AHOXO0A0BbIA.

- W npuy camobnokupytowuiica, 30 cm,

- CoenHNTENb NPeAOXpaHNTeNbHbI T-06pasHblii.

- FemocTaTuyecknii kKnanaH ¢ KpaHOM 3amopHbIM

TPEXXOAO0BbLIM U YAJAUHUTENEM.

- MHCTpYKUMS No NpUMeHeHUIo

2. Cwuctema uepebpanbHoii 3awmnTtbl Mo.Ma Ultra ¢

aByms 6annoHamu, MOMO0130068X5,

MOMO130069X6:

- KaTeTep ¢ agByms 6annoHamu.

- Monblin MmaHgpeH

- OUNbTP-KOP3MHKN - He 6onee 3 WT.

- KpaHbl 3anopHble 04HOX00Bble He 6onee 2 LWT.

- Wnpuy camobnokupytowuiica, 30 cm”.

- CoeanHnTeNb NpefoxXpaHuTenbHbli T-06pasHblii.

- CemocTaTnyeckuii knanaH ¢ KpaHoM 3amopHbIM

TPEXXOLOBbLIM U YANMHUTENEM.

- VIHCTpYyKLMA N0 NpUMEHEHUIO

COBMECTUMOCTb C
nHTpoabtocepom/Inrtoduc
er sheath compatibility

CoBMecTUMOCTb € pabounm
kaHanom/working channel

6 F (2 MMz0,02) 9 F (3 MM0,02)

5F (1,67 £0,02mm) 8 F (2.70,02 Mwm)

5F(1,67+0,02mm) 8 F (2.70,02 Mwm)

MpunoxeHve K MHCTPYKLMK NpefocTasnseTca no Tpe6osaHuio/ Appendix to IFU are available upon request
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Appendix to the Instruction for use/ MpunoxeHune K NHCTpyKumm no npumeHeHnto 2011-09-05/0110079-7
Mo.Ma Ultra Cerebral Protection Device/CucTtema LepebpanbHoii 3awmTbl Mo.Ma Ultra
INVATEC S.p.A.

The materials from which
medical device basic parts

mmMiNA
TIO\

HOLLOW
MANDREL

3LAYER
TUBE

MANDREL
LUER
STRAIN
RELIEF
TUBE

HEMOSTA
TIC VALVE

I WAY
STOPCOCK

SIDE LUER

TRIFURCA
TED
CONNECT
OR
CENTRAL
SLEEVE

MpunoxeHne K UHCTPYKLMM NpefocTasasetcs no tpeb6osanHmnto/ Appendix to IFU are available upon request

MATERIALS
(TRAOE NAME)
MoMa Ultra double
balloon

See below

Polyamide 12 (Rilsan
AESN O TL)

White colorant (5F only)
(GP BIANCO
11070/AT)

Green colorant (5F only)
(MACROSPERS PE
VERDE 750 WFA)
Light blue colorant (6F
only) (CELESTE GP
63653)

gPE (BYNEL RESINS
40E529)

High Density
Polyethylene -
(PETROTHENE LM
6007-00)

Acrylonitrile butadiene
styrene (TERLUX 2802)
Green Polyolefina (Tubo
RFN 3000 4 5-1.5verde)
(5F only)

Blue Polyolefina (Tubo
RFN 3000 4.5-1,5blu)
(6F only)

Body, cap and rotator:
Polycarbonate (Calibre
Megarad 2081)

Seal: Silicone (Silastic
GP30, Silastic GP50)

Retainer seal: Acetal
(Delrin 500P NCOIO)
Back-up ring: PTFE
(Teflon)

O-ring: ethylene
propylene terpolymer
rubber (Dow 360
silicone), silicone coated
(DOWS360 silicone)

Body: Polycarbonate
(Calibre Megarad 2081)
Handle: Acetal (Delrin
500P)

Polycarbonate
(MAKROLON RX1805)
Polyvinylchloride (Hy
Vin VJ 373/1)

Polycarbonate
(MAKROLON RX1805)

it is made or its

(TRADENAME)
MoMa Ultra mono
balloon

See below

Polyamide 12 (Rilsan
AESN 0 TL)

White colorant (GP
BIANCO 11070/AT)

Green colorant
(MACROSPERS PE
VERDE 750 WFA)

gPE (BYNEL RESINS
40E529)

High Density Polyethylene
(-(PETROTHENE LM
6007-00))

Acrylonitrile butadiene

styrene (TERLUX 2802)
Green Polyolefina (Tubo
RFN 3000 4.5-1.5verde)

Body, cap and rotator:
Polycarbonate (Calibre
Megarad 2081)

Seal: Silicone (Silastic
GP30, Silastic GP50)

Retainer seal: Acetal
(Delrin 500P NCOIO)
Back-up ring: PTFE
(Teflon)

O-ring: ethylene propylene
terpolymer rubber (Dow
360 silicone), silicone
coated (DOWS360 silicone)

Body: Polycarbonate
(Calibre Megarad 2081)
Handle: Acetal(Delrin
500P)

Polycarbonate
(MAKROLON RX1805)
Polyvinylchloride (Hy Vin
VJ 373/1)

Polycarbonate
(MAKROLON RX1805)

& 000 LHPMY (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

MaTtepuanbl, N3 KOTOPbIX M3rOTOBNEHO

MeauUMHCKOe n3sgenne nan ero OCHOBHble YacTu

OBO3AAYE
mil-.

ML

TPEXC/IOW
HAS
TPYBKA

MAHJPEH
JTFIO3PA

TPYBKA
KOMMEHCA
umm
HATSKEHW
q

[EMOCTAT
ITYEH

TPVIOYPKA

%VIOHHbIVI

M .nbl ’VA.1 imop.iitaM
yjptal UoMa ( lira, 2
/I0'ia

Cm. Hxe

Monvamung 12 (Rilsan
AESN 0 TL)

Benblit Kpacutenb
(Tonbko 5F) (GP
BIANCO 11070/AT)
3eneHblii KpacuTenb
(Tonbko 5F)
(MACROSPERS PE
VERDE 750 WFA)
CBeTNO-CUHWIA
KpacuTenb(Tonbko 6F)
(CELESTE GP 63653)
MonuaTuneH-rpadt-
ManenHoBbI aHrapug
(BYNEL RESINS
40E529)

MonuaTuneH BbICOKOM
N0THOCTU
(PETROTHENE LM
6007-00)
AKpunoHutpunbyTagme
HcTupon (TERLUX
2802)

3eneHblii NONMO3NH
(Tubo RFN 3000 4.5-

1 Sverde) (Tonbko 5F)
CUHUIA NOAMO3GNH
(Tubo RFN 3000 4.5-
1.5blu) (Tonbko 6F)
Kopnyc, KpblLLKa u
BpaLLatoLLiee YCTPOIACTBO
Monnkap6oHat (Calibre
Megarad 2081)
KnanaH: CunmkoH
(Silastic GP30, Silastic
GP50)

Y pepxuBatoLLuii
knanaH: Auetart (Delrin
500P NCOIO)
OnopHoe KonbLio:
nonmTeTpapTopaTUIeH
NT®3 (Teflon)
0-KONbL0:KayUyK
TPOIHOro cononumepa
3TWU/eHa 1 NponuieHa
(Dow 360 silicone),
MOKPbITLIA CUIMKOHOM
(DOW360 cunmnkoH)

Kopnyc: Monvkap6oHaT
(Calibre Megarad 2081)

PykosTka: Auetar
(Delrin 500P)
Monnkap6oHat
(MAKROLON RX1805)

MonusuHunxnopug (Hy
Vin VJ 373/1)

CM. Hmxe

Monvamung 12 (Rilsan
AESN o TL)

Benblii kpacutens (GP
BIANCO 11070/AT)

3eneHblil KpacuTenb
(MACROSPERS PE
VERDE 750 WFA)

MonnatuneH-rpadT-
Ma/IeNHOBbIV aHTUAPUE,
(BYNEL RESINS
40E529)

MonnatuneH BbICOKON
nnoTHoCTH (-
(PETROTHENE LM
6007-00))
AKpUNOHUTpUNGyTaamne
HcTupon (TERLUX
2802)

3eneHblii NONMO3NH
(Tubo RFN 3000 4.5-
1.5verde)

Kopnyc, Kpbilika 1
BpaLLiatoLLiee YCTPOICTBO
Monukap6oHar (Calibre
Megarad 2081)
KnanaH: CunmkoH
(Silastic GP30, Silastic
GP50)

Y pepxuBatoLLnii
knanaH: Auetat (Delrin
500P NCOIO)

OnopHOe KOMbLO:
nonuTeTpapTopaTUNEH
NT®3 (Teflon)
0-KONbLO: Kay4yK
TPOIHOro eononvumepa
3TUNEHa 1 NponuneHa
(Dow 360 silicone),
MOKPbITbIA CUINKOHOM
(DOW360 cunmnkoH)

Kopnyc: Monvkap6oHaT
(Calibre Megarad 2081)

PykoaTka: Auetar
(Delrin 500P)
Monnkap6oHat
(MAKROLON RX1805)

MonusuHunxnopug (Hy
Vin VJ 373/1)



Appendix to the Instruction for use/ MpunoxeHne K MHCTpYKUMM No npumeHeHnto 2011-09-05/0110079-7
Mo.Ma Ultra Cerebral Protection Device/CucTtema uepebpanbHoit 3awmtbl Mo.Ma Ultra

INVATEC S.p.A.

EXTENSIO Luer: Polyvinylchloride

NLINE (Alpha PVC)
Tubing:
Polyvinylchloride (Ox
vinyl 240F)

3\\A\ Body: Polycarbonate

sTopcock  (Calibre Megarad 2081)
Handle: Acetal (Delrin
500P)

LOV3ER Polycarbonate

SEMISHEL (MAKROLON RX1805)

L

UPPER Polycarbonate

SEMISHEL (MAKROLONRX1805)

TIP TUBE Polyether block amide
(PEBAX 2533 SAOI)
White colorant
(BIANCO GP 11070
AT

DISTAL Polyimide (Polyimide

INFLATION insulation sleeving/tube

LUMEN Amber)

PROXIMAL Polyimide (Polyimide

INFLATION insulation sleeving/tube

LUMEN Amber)

PROXIMAL  Platinum - Iridium Alloy

MARKERB (Platinum - Iridium

AND 90/10)

PROXIMAL  Thermoplastic elastomer

BALLOON (CHEMINTON GT
BON A80. TEFABLOC)

DISTAL See below

PORTION

DISTAL Polyether block amide

MONOLUM (GRILFLEX ELG6260

EN NAT)
Green colorant (5F only)
(MACROSPERS PE
VERDE 750 WFA)
Light blue colorant (6F
only) (CELESTE GP
63653)

2LUMENS Polyether block amide

TUBING (GRILFLEX ELG6260
NAT)
Green colorant (5F only)
(MACROSPERS.PE
VERDE 750 WFA)
Light blue colorant (6F
only) (CELESTE GP
63653)

DISTAL Platinum - Iridium Alloy

MARKERBA  (Platinum - Iridium

ND 90/10)

DISTAL Thermoplastic elastomer

BALLOON (CHEMINTON GT
BON A80, TEFABLOC)

NITINOL NiTinol (NiTi alloy N):

WIRE

N156.01%
Ti 43.99%

MPUNOXEHVE K MHCTPYKLMM

Luer: Polyvinylchloride
(Alpha PVC)

Tubing: Polyvinylchloride
(Ox vinyl 240F)

Body: Polycarbonate
(Calibre Megarad 2081)

Handle: Acetal (Delrin
500P)

Polycarbonate
(MAKROLON RX1805)

Polycarbonate
(MAKROLON RXI1805

Polyimide (Polyimide
insulation sleeving/tube
Amber)

Platinum - Iridium Alloy
(Platinum - Iridium 90/10)

Thermoplastic elastomer
(CHEMINTON GT BON
A80. TEFABLOC)

Platinum - Iridium Alloy
(Platinum - Iridium 90/10)

ENb

UEHTPANDb
Hbl H
PYKAB

YANUHNTE
NbHAS
AVHMUA
(yanuHunTens

TPEXXOAO
BOW
3AMOPH b
N KPAH

HUX HAA
NON3PAKO
BUHA

BEPXHAA
NONYPAKO
BUHA

TPYBKA
HAKOHEL
HUKA

AneTANbN

MPOCBET
ana
NPOAYBKM
NPOKeHM
ANbHBIN
MPOCBET
ansa
NPOAYBKM
NMPOKCUM
ANbHAR
MAPKUPY
ol Af
NMONOCKA

I'IpOKeHM
ANbHBI 7
BANNOH

AHeTANbH
bl OTAEN
OVNCTANBH
bl

OAMNHOYHBI
¥ MPOCBET

TPYBKA C
IBYMS
MPOCBETA
MU

Monukap6oHaT
(MAKROLON RX1805)

JNo3p:
MonuenHUnxnopug
(Alpha PYC)

Tpyb6ka:
MonneuHunxnopug (Ox
vinyl 240F)

Kopnyc: Monukap6oHat
(Calibre Megarad 2081)

PykosTka: Auetar
(Delrin 500P)

Monukap6oHaT
(MAKROLON RX1805)

Monukap6oHaT
(MAKROLON RX1805)

Monnatmp6nokammg,
(PEBAX 2533 SA 01)

Benbiil Kpacutens
(BIANCO GP 11070
AT)

Monuumng,
(MonvnamungHas
130MALMOHHasA
myhTa/Tpy6ka Amber)

Monuumng,
(MonnamugHas
N30NALMOHHAs
Mm>'thTa/TpybKa Amber)

MnaTnHo-npnaneBblii
cnnas (Platinum -
Iridium 90/10)

TepmMonnacTuuHbIi
anactomep
(CHEMINTON GT
BON A80. TEFABLOC)

CM Huxe

Monunadmpbnokamung
(GRILFLEX ELG6260
NAT)

3eneHblit KpacuTenb
(Tonbko 5F)
(MACROSPERS PE
VERDE 750 WFA)
CBETNO-CUHWIA
KpacuTens(Tonbko 6F)
(CELESTE GP 63653)

Monunacdmpbnokamung
(GRILFLEX ELG6260
NAT)

3eneHblii KpacuTenb
10 220) ESP_l" A

Monnkap6oHat
(MAKROLON RX1805)

TTroap:
MonuBMHUAXNOPUL,
(Alpha PYC)

Tpy6ka:
MonmsuHunxnopug (Ox
vinyl 240F)

Kopnyc: MonukapboHaT
(Calibre Megarad 2081)

PykosTtka: Auetar
(Delrin 500P)

Monukap6oHat
(MAKROLON RX1805)

MonukapboHaT
(MAKROLON RX1805)

Monunmng,
(MonnamugHas
M30NALMOHHAsA
MyhTa/TpyOKa Amber)

MnaTuHo-MpnamneBblii
cnnas (Platinum -
Iridium 90/10)

TepmonnacTuHbIi
anactomep
(CHEMINTON GT
BON A80. TEFABLOC)

npegoctaenseTcs no TpedosaHmto/Appendix to IFU are available upon request
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Appendix to the Instruction for use/ MpunoxeHne K VIHCTpyKumm no npumeHeHnto 2011-09-05/0110079-7
Mo.Ma Ultra Cerebral Protection Device/Cuctema g
INVATEC S.p.A.

SHAFT

SPIRAL
TUBE

PTFE
SLEEVE

COVER
LUMEN
TUBING
COVER

LUMEN
ADAPTER
TUBING
WORKING
CHANNEL
ADAPTER
TUBING

BUILD UP
TUBING

WORKING
CH.ANNEL
LLER
FILTER

SYRINGE

SDIE CAP

T SAFETY
VALVE

SAFETY
VALVE

TLUER

MpunoxeHne K MHCTPYKUMKW npegocTasnseTcs no tpe6oaHmnto/ Appendix to IFU are available upon request

All others: <0.2%
C <0.05%
0 <0.05%

See below

Stainless steel (AISI
304V)

Pol>1etrafluoroethylene
(Polyflon PTFE F Series
Powder)

Polyether block amide
(PEBAX 7233 SAOI)

Polyether block amide
(PEBAX 7233 SAOI)

White colorant (5F only)
(BIANCO GP 11070
AT)

Green colorant (5F only)
(MACROSPERS PE
VERDE 750 WFA)

Light blue colorant (6F
only) (CELESTE GP
63653)

Polyether block amide
(PEBAX 7233 SAOI)

Polyether block amide
(PEBAX 7233 SAOI)

Polyether block amide
(PEBAX 7233 SAQI)
Polycarbonate
(MAKROLON RX1805)

Frame: Polypropylene
(BD Falcon)

Mesh: Polyamide 12
(BD Falcon)

Body: Polycarbonate
(Calibre Megarad 2081)

Plunger: blended
Acrylonitrile butadiene
styrene (Magnum 9010)
Seal: Silicone (non latex
silicone Wacker Silicone
Elastoseal R401/60)

See below

Stainless steel (Body:
AISI 303; Spring: AlSI
302; Folder spring: AlSI
305; Sphere: AISI 440C)

Polypropylene
(BOLYBOND 1001)

See below

Stainless steel (AISI 304V)

Polyletrafluoroethylene
(Polyflon PTFE F Series
Powder)

Polyether block amide
(PEBAX 7233 SAQI)

Polyether block amide
(PEBAX 7233 SAOI)

White colorant (BIANCO
GP 11070 AT)

Green colorant
(MACROSPERS PE
VERDE 750 WFA)

Polyether block amide
(PEBAX 7233 SAOI)

Polyether block amide
(PEBAX 7233 SAOI)

Polycarbonate
(MAKROLON RX1805)

frame : Polypropylene (BD
Falcon)

Mesh: Nylon (BD Falcon)

Body: Polycarbonate
(Calibre Megarad 2081)

Plunger: blended
Acrylonitrile butadiene
styrene (Magnum 9010)
Seal: Silicone (non latex
silicone Wacker Silicone
Elastoseal R401/60)

Polycarbonate
(MAKROLON RX1805)

See below

Stainless steel(Body: AISI
303; Spring: AISI 302;
Folder spring: AISI 305;
Sphere: AISI 440C)

Polypropylene
(BOLYBOND 1001)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

ONCTANBH
Al
MAPKMPYIO
LWAS
MOMOCKA

OUCTANbH
bl
BEATNOH

HHKE/b-
THTAHOB
bIH
nPOBOS,

CTEPXEHb

CNWPANEH
AA TPYBKA

PYKAB
nTe3

MOKPbLITUE
MPOCBETA
TPYBKU

MOKPbLITUE

TPYBKA
ALOATMTEPA
MPOCBETA
TPYBKA
ALOAMTEPA
PABOYEIO
KAHANA
COCTABHA
A TPYBKA
N3P
PABOYEIO
KAHANA
PUNbTP

(bnnbTp-
KOpP3MHKa)

LWnPUL

3abHOM 3awmnTel Mo.Ma Ultra

(MACROSPERS PE
VERDE 750 WFA)
CBETNO-CUHWIA
KpacuTenb (Tonbko 6F)
(CELESTE GP 63653)

MnaTvHo-MpuaveBbIii
cnnas (Platinum -
Iridium 90/10)

TepmonnacTuyHbI
anacTomep
(CHEMINTON GT
BON A80. TEFABLOC)
NiTinol (NiTi cnnas N):
Ni 56.01%

Ti 43.99%

OcTa/ibHble
KOMMOHeHTbI: <0.2%

C <0.05%

0 <0.05%

CM Huxe

HepxxasetoLLas cTanb
(AIS1 304V)
MonuTeTpathTopaTUeH
(Polyflon MT®3 ¢
HanonHuTenem)

Monnagmp6nokammg,
(PEBAX 7233 SA01)

Monnagmp6nokammg,
(PEBAX 7233 SA01)

Benblit KpacuTenb
(Tonbko 5F) (BIANCO
GP 11070 AT)
3eneHblit KpacuTenb
(Tonbko 5F)
(MACROSPERS PE
VERDE 750 WFA)
CBeTNO-CUHWIA
KpacuTenb (TonbkKo 6F)
(CELESTE GP 63653)

Monunagmpbnokamng,
(PEBAX 7233 SA01)

Monnacupbnokamng,
(PEBAX 7233 SA 01)

Monnadpbnokamng,
(PEBAX 7233 SAO0I)

Monukap6oHat
(MAKROLON RX1805

Pamka: MonunponuneH
(BD Falcon)

Auelika: Monuamung 12
(BD Falcon)

Kopnyc: Monvkapb6oHaT
(Calibre Megarad 2081)
MopLueHb: cMeLlaHHbIi
AKpUNoOHUTpUNGyTaamne
HcTupon (Magnum
9010)

KnanaH; CunvkoH (6e3

MnaTnHo-npuamneBblii
ennas (Platinum -
Iridium 90/10)

CM. Huxe

HepxkasetoLLas cTanb
(AISI 304V)
MonuteTpadTopaTuneH
(Polyflon MNT®3 ¢
HanonHWTenem)

Monuagmpbnokamng
(PEBAX 7233 SA01)

Monnatmp6nokammg,
(PEBAX 7233 SA 01)

Benblit
kpacuTens(BLAXCO GP
11070 AT)

3eneHblii KpacuTens
(MACROSPERS PE
VERDE 750 WFA)

Monnatmp6nokammg,
(PEBAX 7233 SA01)

Monnagmp6nokammg,
(PEBAX 7233 SA01)

MonukapboHat
(MAKROLON RX 1805

Pamka: Monunponunex
(BD Falcon)

Auelika: HeiinoH (BD
Falcon)

Kopnyc; Monnkap6oHat
(Calibre Megarad 2081)
MopLueHb: CMeLLaHHbIiA
AKpunoHuTpunbyTagme
HcTupon (Magnum
9010)

KnanaH: CunukoH (6e3
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Mo.Ma Ultra Cerebral Protection Device/Cuctema LepebpanbHoii 3awuTtsel Mo.Ma Ultra

INVATEC S.p.A.

T SAFETY Polyethylene
VALVE CAP  (EASTMAN PE 1870A)
POUCH Polyethylene (35709-G
(12 PET/50 PE-EVA-
E)
Tyvek(Tyvek 1073B
HCW CR27)
Ends of the package are
sealed by heating
BOX Chipboard (Cellulose)
CYANOAC Cyanoacr>'late
RYLATE (LOCTITE 401)
ADHESIVE
PRIMER Primer (LOCTITE 770)
n UV RESIN (204 CTH
ADESIVE 30G)
SYRINGE
uv UV RESIN (204-CTH-
ADESIVE F)

Polyethylene (EASTMAN
PE 1870A)

Polyethylene (35709-G (12
PET/50 PE-EVA-E))

Tyvek (Tyvek 1073B
HCW CR27)

Ends of the package are
sealed by heating

Chipboard (Cellulose)
Cyanoacrylate (LOCTITE
401)

Primer (LOCTITE 770)

UV RESIN (204 CTH
30G)

UV ADESIVE (204-CTH-
R

BEOKOBOW
KOMMAUYO
K

T-
OBOM3Hbl
H
MPEAOXPA
HHTEbH
B1H
COEAVHWNT
ENB

3ALLMTHbI
N KNANAH

NIO3PT

KOMMAYOK
SAWNTHOE
O

KNANAHA T

MAKET

KOPOBKA

LHAHOAK
PHNOBbIH
KNEH

NMPANMEP

KNEALL WA
MATEPUAS
uv
WAPULA
KNEALWWNN
MATEPUAT
uv

natekca Wacker Silicone
Elastoseal R401/60)

CM. Hmxe

Hepxasetowas ctanb
(Teno: AISI 303;
Mopuexb: AISI 302;
npyxwuHa: AlSI 305;
Ctpepa: AlSI 440C)
Monunponunex
(BOLYBOND 1001)

Monuatunex
(EASTMAN PE 1870A)

Monunatunex(35709-G
(12n3T/50n0-EVA-
E) E)

Cnoii n3 ymarn Tyvek
(Tyvek 1073B HCW
CR27)

KOHLbl yNakoBKu
3anavBatotcs
HarpeBaHuem

acn (Cellulose)

LinaHoakpunat
(LOCTITE 401)

Mpavimep (LOCTITE
770)

Yo KAYUYK (204
CTH 306)

YO KAYUYK (204-
CTH-F)

narekca Wacker Silicone
Elastoseal R401/60)

Monvkap6oHat
(MAKROLON RX1805)

CM. Huxe

Hepxasetowwas cranb
(Teno: AlSI 303;
MopueHs: AlSI 302;
npy>xwuHa: AlS1 305;
Cdepa: AISI 440C)
MonunponuneH
(BOLYBOND 1001)

Monnatunex
(EASTMAN PE 1870A)

MonnatuneH ((35709-G
(12 N3T/50 N3-EVA-
E)

Cnoii n3 bymaru Tyvek
(Tyvek 1073B HCW
CR27)

KOHLbI ynakoBKu
3anavBatoTcs
HarpeBaHuem

acn (Cellulose)

LinaHoakpunat
(LOCTITE 401)

Mpaiimep (LOCTITE
770)

Y& KAYUYK (204
CTH 30G)

Y KAYUYYK (204-
CTH-F)

TECHNICAL DESCRIPTION TEXHUYECKUWE XAPAKTEPUCTUKU

Yo.Ma double balloon C agsymsa 6annoHamun Mo.Ma

Feature Mo.Ma ULTRA Mo.Ma ULTRA MapameTpbl Mo.Ma Mo.Mal1lLTRA4
5F(1,67+0,02 6F (240,02 mm) ULTRA BHYTPEHHWIA
mm) ID 1D BHYTPEHHWIA anameTp
Shaft anaveTp 6F (2 £0,02 mm)
Shaft outer diameter ~ 8F (2,7 £0,03 mm 9F (340,03 mm) 5F(1,67+0,02
mm) intro sheath intro sheath MM)
compatible compatible CrepykeHb
Max shaft diameter 2.7+£0.02 mm 3.1+£0,02 mm Hapy>Hblii gnameTp CoBmecTumocTb  COBMECTMMOCTb C
Working channel 5F(1,67+0.02 6F(2+0,02 mm) CTEPXKHSA c VHTPOAbIOCEPOM
diameter mm) device device compatible MNHTPOAbIOCEPO AvnameTpom 9F
compatible M AMameTpoM (3+£0.03 mm)
Min working 1.7620.01 mm 2.1240,01 mm 8F (2,7£0,03
channel diameter MM)
Usable length 950+2 mm 950+2 mm Makc, gnametp 2.7£0,02 mm 3.1£0.02 mm

Distal balloon CTEepPXKHS

MpunoxeHne K MHCTPYKUMKU npepgocTaBnseTcs no Tpe6osaHuio/ Appendix to IFU are available upon request
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Max recommended
vessel size

Balloon length
Balloon type

visibility

Proximal balloon
Max recommended
vessel size

Balloon length
Balloon type

Visibility

Hollow mandrel
Mandrel OD
Mandrel ID

Max recommended

guide wire
flexibility

Luer lock
connections

1 Distance between the distal end and radiopaque

markers

6+0,05 mm

7+l mm
Compliant
elastomeric

balloon

One radio opaque
marker positioned
at half length

13+0.05 mm

9+1 mm
Compliant
elastomeric
balloon
One radio opaque
asymmetric
marker

5F(1,67 £0,02
mm)
0.039"
(0.99+0.02 mm)
0.035"”
(0.89+0.02 mm)
Triple layer
mandrel with
single flexibility
feature
Triple layer
mandrelwith
single flexible
feature

6x0.05 mm

71 mm
Compliant
elastomeric
balloon
One radio opaque
marker positioned
at half length

13+0.05 mm

9+1 mm
Compliant
elastomeric
balloon
One radio opaque
asymmetric
marker

6F (2+0.02 mm)

0.039
(0.99+0.02 mm)
0.035”
(0.89+0,02 mm)
Triple layer
mandrel with
single flexibility
feature
Triple layer
mandrelwith
single flexible
feature

[OuameTp pa6ouero
KaHana

MwuH. Ounametp
pabouero KaHana
Pa6ouas gnvHa
KaTeTopa
[vcTanbHblil 6annoH
Makc.
peKoMeHayeMblii
pasmep cocyja
[nvHa 6annoHa

Twn 6annoHa

BugnmocTb

CoBmecTuM ¢
YCTPOWCTBOM
5F(1,67+0.02
MM)
1.76+0,01 mm

95042 mm

6£0.05 MM

71 mm
CoBMeCTUMbIN
6annoH n3
anacTomepa
O[fWH peHTreHo
KOHTPACTHBIiA
mapkep
PacnofioXeHHbI
1 no cepeaynHe

MpOKCHMa.TbHbIN 6an.toH

Makc.
PEKOMEHYEMBIIA
pasmep cocyga
[nvHa 6annoHa
Tun 6annoHa

BuanmocTtb

Monblii MaHapeH
BHewwHwuin gnameTp
MaHApeHa
BHYTpeHHWiA gnameTtp
MaHApeHa MaHApeHa
Makc.
peKoMeHayeMblii
NPOBOAHNK

Imékoctb

CoefimHeHuA ¢
thukcatopom Jlo3pa

1. PaccTosiHue

13+0,05 Mm

9+1 MM
CoBMeCTUMBIi
6annoH n3
anacTomepa
OfVH peHTreHo
KOHTPACTHBIiA
acCUMETPUYHbIN
mapkep

5F(1.67+0.02
MM)
0.039 groiima
(0.99+0,02 mm)
0.035 groiima
(0,89+0,02 mm)

TpexcnoiHbli
MaHfpeH ¢
0fjHOW rn6oi
BO3MOXHOCTbHO
B COOTBETCTBUM
CO CTaHAapTamu
1ISO 594, EN
1707

OT AUCTallbHOro
PEHTIeHOKOHTPACHbLIX MapKepPOB.

CoBMmecTUM C
ycTpoicTBoM 6F
(2+£0.02 mm)

2.12+0,01 mMm

950£2 MM

6+0,05 mMm

7£1 Mm
CoBMeCTUMBbIiA
6annoH n3
anacTomepa
OfVH peHTreHo
KOHTPACTHbI
mapkep
pacnonoXeHHbINA
no cepefmnHe

13+0.05 mm

941 mm
CoBMeCTUMBbIiA
6annoH 13
anacTomepa
OfVH peHTreHo
KOHTPACTHbI
acCyMeTPUYHBIN
mapkep

6F (2£0,02 MM)

0.039 groiima
(0.99+0.02 mm)
0.035 groiima
(0,89+0,02 mm)

TpexcnoiHblii
MaH/peH C OAHO
rnéo
BO3MOXHOCTbHO
B COOTBETCTBUM
CO CTaHAapTamu
1ISO 594. EN 1707

KOHUa [0

MpunoxeHne K MHCTPYKLMK NpefocTasnsetcs no Tpe6osaHuto/Appendix to IFU are available upon request
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Appendix to the Instruction for use/ MpunoxeHne K MHCTpyKumMmn no npumeHeHmio 2011-09-05/0110079-7
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Figure2. Location radiopaque marker
Puc.2. PacnonoxeHwne PEeHreHOKOHTPAaCTHbIX

5. Distance between the distal end to the balloon MapKepos
- Distance between the distal end to the distal

balloon: 13.0+ 1.5 MM 5. PaccTosiHMe OT AMCTasbHOrO KOHLA [0 6anioHa
- Distance between the distal end to the proximal paccToaHue  OT  AUCTA/NLHOTO  KOHLUa A0
balloon:73.0+3 MM AncTanbHoro 6annona: 13,0+1,5 mm

paccTosHMe OT  [UCTANbHOTO  KOHUA [0
6. Distance between balloons: 60,0+3 mm MPOKCUMANLHOTO 6anoHa: 73, 023 M

7. The distance from the end of the proximal 6 PacctosHue mexay 6annoHamn: 60,03 mm

marker to the beginning of the outlet is a
maximum of 9 mm 7.PaccTtosiHMe OT KOHLA MPOKCMMaNbLHOr0 Mapkepa

0O Hayana BbIXOLHOTO OTBEPCTUS  COCTaBAseT
MaKCUMyMm 9 MM

8. Requirements to the one-way valve on the

catheter’s distal end, including information on its
location and construction: 8. TpeboBaHMA K OAHOXOAOBOMY KfamaHy Ha

ANCTaNbHOM  KOHUe KaTeTepa, B TOM  uuchne
CBE/IEHNS O ero PacnonoXeHUN N KOHCTPYKLMM

MpunoxxeHre K MHCTPYKUMW NpedocTaBnsetca no Tpe6osaHmio/Appendix to IFU are available upon request
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If- 7
]
N
A y-A
Figure 3. Location one-way valve PucyHok 3. PacnonioxeHune ofHOX0L0BOr0 KnanaHa

9. [AwameTp AuctanbHoro 6annoHa npu ero
9. Diameter of the distal balloon when the filling: HanonHeHuu: 6 +0,5Mm
max 60,5 mm

10. AwnameTp npoOKCMManbHOro 6GansoHa npu ero
10. Diameter of the proximal balloon when the HanonHenun: 13+0,5 mm
filling: max13£0,5 mm

11. MakcumanbHoe Aonyctumoe [daBfieHue B
11. Maximum  permissible  balloon  pressure 6annoHax B Kuionackanax
(kilopascals) [aHHble  6annoHbl  UCMOML3YKTCA  He  ANd
There are not pressure balloons (are not dilating pacLunpeHuns cocy[oB, [aHHble 6annoHbI
the vessel) but volume balloons (that are wucnonb3yrTCA A4/19 OKK/IKO3MN COCYZ0B
occluding the vessel) MakcvMManbHO J0onycTUMOe AaBieHue B GasnoHax
The ballon will be inflated with a pressure that 200k[Ma +/-15%
will reach at max 200KPa+/-15%

12. BenvumnHa paboyeit giMHbI MaHAPeHa MUHUMYM
12. Working mandrin length: MIN 1083mm 1083 mMm

13. O6wasa gnnHa maHapeHa MUHUMYM 1123Mm
13. Total mandrin length: MfN 1123mm

14. O6was gnnHa katetepa: 1100 Mm
14. Total Catheter length: 1100 mm

15. XapakTepncTnku wypuua:
15. Suring characteristic:

- HOMUHaNbLHaa BMecTUMOCTb Wnpuua: 30+0,01 mn
- Rated syringe capacity: 30+0,01 ml

- 06bem «mepTBOro npoctpaHcTea» 0,17+0,01 mn
- Dead space volume: 0,17£0,01 ml

- LleHa geneHuns wkanbl: 1 mn
- Division value: 1 ml
16. Weight catheter: 0,04+0.002 g 16. Macca kartetepa: 0,04+0.002 r
17. Weight mandrina: 0.01 +0.001 g 17. Macca maHgpeHa: 0,01+0.001 r

MpunoxeHre K MHCTPYKUMW NpegocTasnserca no tpebosaHnto/ Appendix to IFU are available upon request
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Vl0o.Ma mono balloon
Min recommended introducer
sheath

8F (2,7+0,02 mm)

Max recommended Guide wire 0.035”
(0.89+0.02 mm)
Usable catheter length 900+2 mm
Total catheter length 1050+2 mm
Working channel diameter Minl.D=1.76+0,02
mm

Balloon diameter 9+4 mm
Balloon length 9+l mm

Mandrel usable length
Mandrel ID

>total catheter length
Compatible with 0.035”
(0,89 mm)GW
(1.D.1.00+0.03 mm)
5F(1.67+£0,01 mm)
compatible
In accordance with 1SO
594-2
1in platinum iridium

Mandrel OD
Luer connector

Marker

1 Distance between the distal end radiopaque
markers: 10,5 £ 1 mm

2.Nominal width of radiopaque
difference between OD and ID: 0,10+0,01 mm

3. Distance between the distal end to the balloon:

6+ 2/1 mm

4. Share and location
end) of the operating channel’s exit port

Shape and location of the

markers:

(distance from the distal

C oaHuM 6annoHom Mo.Ma

MWHMManNbHbIA PEKOMEHAYEMbIV 8F
NHTpOAbtoCcep (2,74£0,02 mm)
MakcvMasnbHbIiAi PeKOMeHAYEMBbII 0.035 groiima
NPOBOAHMK (0.8940,02 mm)
Pabouvas fnmHa KateTepa 900£2 MM
O6Lwas gnnHa Katetepa 1050+2 mm

[OuameTp pa6ouyero KaHana MWH. BHYTpeHHUi

AnameTp = 1.76+0,02

MM
[nameTp 6annoHa 9+4 MM
[nunHa 6annoHa 9+1 MM
Pa6ouas gnvHa maHgpeHa >006LLelt 4NUHbI
KaTeTepa

BHYTpHHWI AuameTp MaHApeHa COBMECTUM C
nposogHukom 0.035
atoinma (0,89 mm)
(BHYTpPEHHWIA
Anametp 1.00£0.03
MM)
CoBmeTum C
avameTpom 5F
(1.674£0.01 mm)
B cooTBeTCTBUYU C

BHeLLHWIA AuameTp MaHapeHa

dukcartop Jlroapa

ISO 594-2
Mapkep 1lns
nnaHUMHOMpUAneBsoro
chnnaBa
1 PacctofHme OT AOWCTaNbHOrO  KOHUA [0

PeHTreHOKoHTpacHoro mapkepa: 10,5+ 1 mm

2. LWwnpnHa peHTreHOKOHTPACTHbIX
pasHuua mexay OD u ID: 0,10+0,01 mm

MapKepoB:

3. PacctodHMe OT gMcTasbHOro KoHua Jo 6annoHa:
6+ 2/1 Mm

4. ®dopma W pacnonoxeHue
ANCTaNbHOTO  KOHLA)
paboyero KaHana

(paccTosiHue ot
BbIXO4HOrO  OTBEPCTUA

operating channel’s ®opma ” pacnonoxeHnme 6G0OKOBOTO OTBEPCTUS
exit port such that undesirable effects on the Ttakoe, uTO

HeXXenaresbHOoe BO3,£I,9I7ICTBI/I€ Ha

MpunoXxeHne K MHCTPYKUMM npegoctaBnsetca no tpebosarumto/ Appendix to IFU are available upon request
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catheter and injury to the vessel is minimal.
The distance from the end of the proximal marker
to the beginning of the outlet is a maximum of 9
mm

5. Requirements to the one-way valve on the
catheter’s distal end, including information on its
location and construction;

VA

6. Maximum balloon diameter: 13 mm

7. Maximum permissible balloon
(kilopascals)

There are not pressure balloons (are not dilating
the vessel) but volume balloons (that are
occluding the vessel)

The balloon will be inflated with a pressure that

will reach at max 200KPa+15%

pressure

8. Working mandrin length: MfN 1083mm

9. Total mandrin length: MIN 1123mm
10. Suring characteristic:

- Rated syringe capacity: 300,01 ml

- Dead space volume: 0,17£0,01 ml

- Division value: 1 ml

KaTeTep ¥ TpaBMUPOBaHME cocyja MUHUMA/bHO.
PaccTosiHMe OT KOHLA Mapkepa [0 Hauvana
BbIXO[JHOTO OTBEPCTMS COCTABMSET MAaKCUMYM 9 MM

5. TpeboBaHMs K OAHOXOLOBOMY KnamaHy Ha
OUCTa/IbHOM  KOHLe KaTeTepa, B TOM uwucne
CBEZIEHMSA O ero PacrnosioKeHUN N KOHCTPYKLUU

VA

6. MakcumanbHoe 3HadeHne guameTpa 6annoHa: 13
MM

7.  MakcnmansHoe — fonycTumoe
6annoHax B Kunonackansax
[aHHble  6afnoHbl  MUCMOMb3YHOTCA  He  AnS
pacLInpeHns cocynos, JlaHHble 6annoHbI
NCMNONb3YITCA A4/19 OKKNHO3UN COCY[0B
MakcnumanbHO AONYyCTUMOE fAaBneHue B GasfioHax
200kMax15%

faBneHne B

8. BenmuuHa paboueit anvHbl MaHapeHa: MIN

1083mm
9. O6bwasa gnnHa maHgpeHa MFN 1123mm
10. XapakTtepuctnkn wnpuua

- HOMUHaNbHaa BMecTUMOCTb wnpuua: 300,01 mn
- 06beM «mepTBOro npocTtpaHcTea» 0,17+0,01 mn
- LleHa geneHna wkanbl: 1 mn

11. Macca kartetepa: 0,04+0.002 r

12. Macca maHgpeHa: 0,01+0.001 r

MpunoxeHve K MHCTPYKUMKU NpefocTaBnsetcs no TpebosaHuto/ Appendix to IFU are available upon request
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11. Weight catheter: 0,04+0.002 g
12. Weight mandrina: 0.01 £0.001 g

Additional general requirements

The product surface must be free
of cracks, scratches, hacks, burrs,
foreign matter and other defects.

Surface

Description

30 ml syringe with fix male luer. six position
(to purge and flush device during preparation;
toinflate and deflate balloon)

40 pm cell strainer, to filter the blood
aspirated during the procedure

To be mounted on working channel luer. It
provides access for interventional devices and
for debris aspiration.

To space the Y hemostatic valve from the 3-
way stopcock

To inject contrast media and aspirate blood
Connected to side luer in order to provide
balloon inflation

Bridge connector with 1-way stopcock, to be

Denomination

Self-locking
syringe

Filter baskets

Hemostatic valve

Extension tubing
3-way stopcock

1-way stopcock

T-safety . mounted on the syring for ballon inflation; it
Connector (with - - C
blue cap) avoids reaching dangerous pressure during

iflation; blue cap for anu use included

STERILIZATION
Sterilized by Ethylene Oxide and will remain
sterile provided the packaging is not opened or
damaged.
For single use only. Do not re-use.

OPERATING CONDITIONS:

Do not autoclave. Do not use if package is
opened or damaged. Use at controlled room
temperature.

The product is intended for use by trained medical
personnel in the operating room: at room
temperature (18 ° C) not higher than 25 ° C,
relative humidity of 75%, a pressure of from 86.0
to 106.0 kPa. During the procedure the product is
inside of the human body and is operated at a

[JononHuTenbHble 06WMe TpebOoBaHUA K
NPoAyKTYy

Ha noBepxHOCTW M3Lenns He LOMKHO
ObITb TPELUWH, LapanuH, 3a3y6puH,

lMoBepxHOCTb o
3ayCeHeLl, NOCTOPOHHUX BKNHKOYEHNN N
OpYrux AedeKTos.
HavmeHoBaHMe OnwucaHue
Linpuy LLnpuy, 06bemMom 30 M/ € 3aKPbITbIM KOHYCOM
Jt03pa, LWeCTb NONOXEHWIA (41 0UUCTKU K
caMo610KMpytoLLM .
tics NPOMbIBKW U3LeNns B NMPOLECCe NOATOTOBKM;
[Na pas3gyBaHua 1 cayBaHWs 6annioHa)
dunbTp - AyencTblin punbTp 40 MKM Ans uabTpayun
KOP3MHKa KpOBM, acnMpUpoBaHHO BO BPeEMS MpoLeaypbl
[lomkeH BblTb YCTaHOBNEH Ha NH03p pabouero
FemocTaTuyeckuii  KaHana. ObecneumsaeT JOCTYN ANA
KnanaH WNHTEPBEHLMOHHBIX YCTPOICTB 1 acnupaumio
NPOAYKTOB KNEeTOYHOro pacnaja
[ns pasgeneHns Y-06pasHoro
Y anmHuTenb reMocTaTMYecKoro KianaHa 1 Tpexxo40Boro

3arnopHoro KpaHa
[Nsi BBEfleHNS KOHTPACTHOrO BeLLecTsa

KpaH 3anopHblii

TPEXX0A0BO acnupauum Kposu
KpaH 3anopHblii  [NpucoefnHeH K 60KOBOMY N1H03py Ans
0/iHOXO0[0BO pasgyBaHua 6annoHa
CoefiMHEH C OIHOXO/0BbIM 3aMOpHbLIM KpaHOM
CoepanHnTeNb A A A P P '
[O/MKeH 6bITb YCTAHOB/EH Ha LUMPUL, ANs
NpeLoXpaHUTENbH .
. . pasfyBaHWs 6annoHa; He AONycKaeT
bliA T-06pa3sHbIii (C
CHAM NpeBbILLEHNE AaBNEHNS B NpoLecce
a3ayBaHWs; B KOMMIEKT BXOAUT
KO/INa4yKom) pasgy ! A

MHOrOLLe/IeBON CUHMIA KONNaYoK
CTEPNNIN3ALUUA

CTepununsyoT atTuneHokengom. MNpoayKT octaercs

rapaHTMPOBaHHO CTEPW/IbHbIM MPU HEBCKPbLITON K

HEMoBPeXJeHHOM ynakoBKe.

W3penve  ofHOpasoBoro

NCMnosib30BaThb MOBTOPHO

MCMNO/b30BaHUA. He

YCNOBUA SKCNNYATALNN:
He cTepnnnsoBaTtb B aBTOK/NABe.
He wucnonb3oBatb, ecnM ynakoBKa BCKpbITa WM

nospexaeHa. Mcnonb3oBaTb NpU  KOMHATHOM
Temrneparype

He nognexuT nNOBTOPHOW CTepuaMsaumm  Wam
NMOBTOPHOMY KCMO/b30BaHUIO.

He npotmpaiite cnuptoM. [nd 04HOPa30BOro
NPUMEHEHUS.

W3pgenne  npefHasHayeHo oA npvMeHeHns

00YYeHHbIM MeAULMHCKUM NEePCOHAIOM B YC/I0BUAX
OMEPaLNOHHON: MpU  KOMHATHOW Temneparype
Bo3ayxa (0T 18 °C) He Bblwwe 25°C, OTHOCUTENBHON
BNaXHoctTn po 75%, pasneHun ot 86.0 go 106.0
KMa.

MpunoxeHne K MHCTPYKUMW nNpegoctasnsetca no Tpebosanuto/ Appendix to IFU are available upon request
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INVATEC S.p.A.

body temperature from 32 to 42 °C.

TRANSPORTATION CONDITIONS:

Care should be taken when transporting the
devices. Packed by the manufacturer devices for
peripheral vascular stenting are transported by all
modes of transport in closed vehicles in
accordance with the rules of carriage of goods,
operating in each mode of transport.

STORAGE CONDITION:

Store at controlled room temperature, in a dry
place. Keep away from sunlight. Do not expose to
organic solvents (e.g. alcohol), ionizing radiation
or ultraviolet light. Rotate inventory so that
catheters are used prior to the expiration date on
package label.

Temperature: 15-25 °C

Humidity: 10%-80%

UTILIZATION:

After use, this products may be a potential
biohazard. Handle and dispose of all such devices
in accordance with accepted medical practice and
applicable local, state and federal laws and
regulations.

The product dispose of in accordance with
applicable law and the instructions of the medical
institution

SHELF LIFE:

The shelf life of the product is 2 years
INFORMATION ABOUT STICKER
The final packaging for the Russian market is

accompanied by additional sticker:
* name of medical device in Russian
language;
e name of the manufacturer;

Bo Bpems npoueaypbl v3genve HaxoAuTCS BHYTPU
Tena yesioBeka N 3KCMnyaTmpyercs npu
Temneparype Tena ot 32 go 42 °C.

YCNoBUA TPAHCIMOPTUPOBKN:
Heobxogumo cobnofaTb  OCTOPOXKHOCTb — Mpw
TPaHCNOPTUPOBKE YCTPOMCTB.
YcTpoiicTBa TpaHCMOPTUPYIOTCA BCEMU  BULAMM
TpaHcnopTa B KPbITbIX TPAHCMOPTHbLIX CPeLCcTBax B
COOTBETCTBME C MpaBWIaMn MepeBO3KU [Py30B,
[eNCTBYIOLMX Ha KaXA0M Buie TpaHcrnopTa.
Temnepartypa: 15-25 °C
BnaxHocTtb: 0o 10%-80%
YCNOBUA XPAHEHWSA:
N3penua  cnepyeT  XpaHWTb  NPU  KOMHATHOWA
TemnepaType B 3allWLIEHHOM OT Bfarn MecTe.
OobeperaTb OT BO3JeWCTBUA COMHEYHbIX Ny4yeld. He
noasepravite usgenne BO3LENCTBUIO OpPraHMYecKnx
pacTBopuTenei (Hanpumep, cnupra),
NOHW3NPYIOLLLEro N3NnyyeHuns nnm
yNbTpauoNeToBbIX Nlyyeid. PerynapHo nposoguTe
nepeyuer NHBEHTaps, 4ToObI obecneynTb
MCNONb30BaHME KaTeTepoB [0 WUCTEYEeHUs CpokKa
rOAHOCTM, YKa3aHHOr0 Ha yrnakoBKe.
Temneparypa: 15-25 °C
BnaxHocTtb: 10%-80%
YCNoBUA YTUNN3ALNW:
Mocne MCMosib30BaHWUSA [aHHble YCTPOMCTBA MOryT
ABNATLCA MOTEHLMANbHO 6MOMOrMYECKM ONacHbIM.
O6pawyaritechb co BCEMU NoJ06HbIMM
YCTPONCTBaMMN U YTUNN3NPYIHTE UX B COOTBETCTBUN
C NPUHATOW MeAMUMHCKOM NPaKTUKOM, a Takxke
NMPUMEHUMBIMA  MECTHbIMW U (hefepasibHbIMU
3aKOHaMW 1 HOPMATUBHbLIMU LOKYMEHTaMU.
N3penne yTunusmpyetca COrnacHo 4eicTByroLLeMy
3aKOHOAATeNbCTBY M MHCTPYKUUAM MeSULMHCKOro
yupexzaeHus.
Knacc onacHOCTU MeAMLMHCKNUX OTXOL0B UCXOAS
13 MOP(ONIOTNYECKOro COCTaBa - Knacc b.
CPOKTOAOHOCTMW:
CpoK rogHocTV nsgenna cocrasnseT 2 roga
NMH®OPMALUWMA O CTUKEPE
[na npopaxu Ha TeppuTopun Poccuinckoi
defepaummn hrHabHaA ynakoBKa COMpoBOXAaeTcs
[OMONHUTENIbHBIM CTUKEPOM.
* Ha3BaHWe U3[eNnNs Ha PYCCKOM fA3bIKe;
*  Ha3BaHWe 3aBOfa NPOW3BOAUTENS;

MpunoxeHve K MHCTPYKUMKU NpefocTtaBnsetcs no TpebosaHuio/ Appendix to IFU are available upon request
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language;

name of the manufacturer;

country of origin;

code UPN (unique product number);

code CFN (customer facing number);

date and number of Registration
Certificate;

sign of conformity in Russia ;

outer diameter of the catheter
warning and informing symbols and
inscriptions (if applicable).

Product name

Name of the Code UPN
manufacturer

Country of origin Code CFN

Outer diameter of the catheter: 8F (2,7

mm)
See IFU, Date and Number of
Registration Certificate

Customer Service
Contact information:
Representative company of Medtronic in
Moscow
Russia, 123317 Moscow,
Presnenskaya quay, 10

Tel.: +7 495 580 7377 +7 495 580 7377 FREE

Fax: + 7 495 580 7378
E-mail: info.russia@medtronic.ru

Internet: www.medtronic.eu,www.medtronic.ru

To find the addresses of offices worldwide
Medtronics, please go to the following link:
http://www.medtronic.com

Ha3BaHWe N3LeNns Ha pyCCKOM fA3bIKe;
Ha3BaHWe 3aBoja NPOV3BOANTENS;
CTpaHa NPOUCXOXKAEHNS;

koa UPN (yHMKanbHbIl KO NPOAyKTa);
koa CFN (KNMeHTCKWUiA Kopa);

flata v Homep PermcrpayMoHHOro
Y[OCTOBEPEHMS;

3HaK CoOTBeTCTBUA B Poccuu;
Hapy>XHbI1 anameTp KateTepa
npeaynpeanTenbHble U MHpopMUpyoLme
3HaKM 1 Haanucu.

Ha3BaHue npoaykra

Ha3saHue 3aBoja Kog UPN
N3roToBUTENA

CtpaHa Kog CFN
MPOVCXOXAEHUA

HapyXHblli fuameTp katetepa (Mm): 8F
(2,7 Mm)

CM. NHCTPYKLUMIO MO NPUMEHEHMUIO,
HOMep 1 Jarta perncTpauuoHHOro
YAOCTOBEPEHUSA
Cnyxb6a KnueHta
KOHTaKTHas MH(popMaymsa:
Poccusa, 123317 MockBa,
MpecHeHckasa Hab., a. 10
Ten.: +7 495 580 7377 +7 495 580 7377 FREE
dakc: + 7 495 580 7378
E-mail: info.russia@medtronic.ru
WHTepHeT: www.medtronic.eu,www.medtronic.ru
[ns Toro, 4To6bLl HANTK agpeca NPeAcTaBUTeNbLCTB
Medtronic Bo BCEM Mupe, nepeigute no
NPUBEAEHHOW HUXe CCbINKe:
http://www.medtronic.com

Regulatory Affairs Specialist/Cneunanuct otgena peructpawmm

IVANTEC S.p.A.
Carmen Boghiu/ KapmeH Bbomxbio

J

MpunoxeHne K UHCTPYKLMK npefocTasnsetcs no Tpe6osaHuto/ Appendix to IFU are available upon request
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% [MepeBof c aHINMIACKOTO A3biKa Ha PYCCKUit A3bIK]

[MepeBofg TUTYNLHOTO NMCTa Ha AOKYMeHTe «[TpUAO>KEHUE K WHCTPYKLUM MO NMPUMEHEHUIO.
CucTema uepebpanbHoil 3awmuThl Mo.Ma Ultra», npegcTaBNeHHOM Ha pyCCKOM si3biKe.]

A, Kpuc 3aill, HacToswMM yaocToBepsito (MM CBUAETENLCTBYIO), YTO NpUaraeMblii JOKYMeHT
Ultra» aBnseTtcs BepHoli Konueli opurmHana JOKyMeHTa.
CtpaHa: Poceuns

/nognuce/ 04 aBrycTa 2016 .
Kpuc 3aiiy, Oata

HoTapuyc unm wuHoe oduumManbHoe NULO, O(OPMUBLUEE HACTOsLLee CBUAETENLCTBO,
YyLOCTOBEPSIET MCKIUYUTENLHO IMYHOCTb fiMLa, MNOAMMUCABLUErO LOKYMEHT, K KOTOPOMY
npunaraeTcs HacTOslLEe CBUAETENbCTBO, W He MNOATBEPXKAAaeT AOCTOBEPHOCTH,
NpaBuIbHOCTb WU AeACTBUTENBHOCTbL CAMOr0 AOKYMEH T a.

WraT KannpopHua
Okpyr CoHOMa

MognucaHo (MM yTBEpXAeHO) nof npucsaroi B moem npucytcteun 04 aBrycta 2016 .
Kpucom 3aiiuem, koTopoii NOATBEPAU MHE Ha OEHOBAaHUW YGeANTE/bHbIX [OKa3aTeNbeTB, UTo
OH [1eliCTBUTENbHO ABNSAETCA NIMLOM, ABUBLUMMCS KO MHe.

/nognucs/

KaHgu J1. HaHc, HoTapuyc

Homep nuueH3nun: 2125324

[ata neteyeHuns cpoka gencTems nuueHsumn: 29 asrycra 2019 r.

[WTamn:

Kangu J1. HaHc

Nnuensma Ne 2125324

HoTapuyc wrtata KanngopHus

Okpyr CoHoma

Mos nuueH3us aeiicTeBmMTenbHa Ao 29 asrycta 2019 r.]

OnucaHue npunaraemoroCobix) JOKYyMeHT a(-0B):
OnuncaHve JoKyMeHTa: MpunoXeHne K MHCTPYKUMUM NO NpUMeHeHnUt0. Cuctema LepebpanbHoii

3awnTbl Mo.Ma Ultra
KonnyecTBo cTpaHuL, B JOKYMeHTEe: (14) cTpaHuy,
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MepeBoA4 faHHOrO TeKCcTa chenaH MHON, nepeBofuYnMKomM CeMepHUHbIM Onerom
CepreesuyemMm. Tpeb~~HIia K TeKCTy nepesoja (MakcMmMmanabHass TOYHOCTb, rpaMOT HOE
n3no>keHne][M a3bACHEHbI.

Mopog MockBa
MAaTHagUaTOro aBrycTa fBe ThiCAYM WeCTHAALATOro roja

O Axkumos 'e6 bopucosuy, HoTapuyc ropofa MoCkBbl, CBUAETENbCTBYH NOAANHHOCTb
nognucu, cAenaHHol nepesogunkom CemepHuHbiM Onerom Cepreesmyem B MOEM NPUCY T CTBUN.

JInuHOCTb eroycTaHoBNEHA.

3aperuncTpuposaHo BpeecTtpe 3aN° ] - A

B3bickaHo no Tapudy 100 py6.

A 00dro, TpoHymeposaHo | sf

Lo 1 Wsw

n ékpenn'eHo n~ar”hN

HoTapuyc'

L 08. 2016

ropog Mocksa,

= 1 DKr 5 r@w* =" «irssi;zi

’\TeT««M««)KMHVI«lH«Cb»lT»ﬁ «OTMTME [OKYVEHTA «

B

BCEro MpOLLITO, MPOHYMEPOBAHO,
CKDEM/IEHo NeyaTbio™  /mcTa(os)

HoTapnc.
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