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Fig3.

Catalogue Number

BW-025150

BW-035150

BW-038150

BWS-025150

BWS-035150
BWS-038150

Fixed Core Straight Safety Wire Guides (Flig 1

Catalogue Number

'
'

Outer Diameter
.025 inch (0.64 mm)
.035 inch (0.89 mm)
.038 inch (0.97 mm)
.025 inch (0.64 mm)

.035 inch (0.89 mm)
,038 inch (0.97 mm)

Outer Diameter

Standard (Stainless Steel SlipCoat®)

625403-SC
628403-SC
635401-SC
635403-SC
638103-SC
638202-SC
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.025 inch (0.64 mm)
.028 inch (0.71 mm)
,035 inch (0.89 mm)
.035 inch (0.89 mm)
_HO38 inch (0.97 mm)
.038 inch (0.97 mm)
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Fig.2

Length

150 cm

150 cm

150 cm

150 cm

150 cm
150 cm

Length

145 cm
145 cm
100 cm
145 cm
100 cm
125 cm

Distal Tip Configuration
Dual usable straight and
angled tip
Dual usable straight and
angled tip
Dual usable straight and
angled tip
Dual usable straight and
angled tip
Dual usable straight and
angled tip

Distal Tip Configuration

3 cm flexible
3 cm flexible
1cm flexible
3 cm flexible
3 cm flexible
Coude" tip



Fixed Core Straight Safety Wire Guides (Fig 1)

Cataiogwe Nufitibei: Outer Diameter Lengttj Distal Tip Configuration
638401-SC .038 inch (0.97 mm) 145 cm 1cm flexible
638403-SC ,038 inch (0.97mm) 145 cm 3 cm flexible
Standard (Stainless Steel)
628400 .028 inch (0.54 mm) 145 cm Not flexible
638401 .038 inch (0.97 mm) 145 cm 1lcm flexible
638402 .038 inch (0.97 mm) 145 cm Coude’ tip
635102 .035 inch (0.89 mm) 100 cm Coude’ tip
638102 .038 inch (0.97 mm) 100 cm Coude’ tip

w/ index mark and 1 cm
638121 .038 inch (0.97 mm) 100 cm flexible tip

39 cm index mark and 1cm

638821 .038 inch (0.97 mm) 80 cm flexible tip
SF-028060 .028 inch (0.54 mm) 60 cm
Standard (PTFE Coated)
635413-10 .035 inch (0.89 mm) 145 cm 3 cm flexible
635413-S2 .035 inch (0.89 mm) 145 cm 7 cm flexible
638413-10 .038 inch (0.97 mm) 145 cm 3 cm flexible

70 index mark and 3 cm
638413-SlI .038 inch (0.97 mm) 145 cm flexible tip
638813 .038 inch (0.97 mm) 80 cm 3 cm flexible
Heavy Duty (PTFE Coated)
635883-SC .035 inch (0.89 mm) 80 cm 3 cm flexible
638453 .038 inch (0.97 mm) 145 cm 3 cm flexible
638483-SC .038 inch (0,97 mm) 145 cm 3 cm flexible

Bentson (Stainless Steel SlipCoat®)
15 cm flexible;

635497-SC .035 inch (0.89 mm) 145 cm distal 5 cm soft
15 cm flexible;
638497-SC .038 inch (0.97 mm) 145 cm distal 5 cm soft

Bentson(PTFE Coated)
15 cm flexible;

635497 ,035 inch (0.89 mm) 145 cm distal 5 cm soft
15 cm flexible;

638497 .038 inch (0.97 mm) 145 cm distal 5 cm soft
Graduated

64 cm index mark and
635423 .035 inch (0.89 mm) 145 cm 3 cm flexible tip
638123 .038 inch (0.97 mm) 100 cm 3 cm flexible

70 cm index mark w/
638413-S2 .038 inch (0.97 mm) 145 cm PTFE coating
638421 .038 inch (0.97 mm) 145 cm 1cm flexible tip

64 cm index mark w/
638423 .038 inch (0.97 mm) 145 cm 3 cm flexible tip
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Fixed Core Curved Safe-T-J Wire Guides (Fig 1)
Catalofiue Number Outer Diameter Length Distal Tip Curve Radius
Standard (Stainless Steel SlipCoat®)

3 mm (*“J”) distal curve

628404-SC .028 inch (0.71 mm) 145 cm radius

3 mm (“J”) distal curve
632404-SC .032 inch (0.81 mra) 145 cm radius

3 mm (“J”) distal curve
635404-SC .035 inch (0.89 mm) 145 cm radius

3 mm (“J”) distal curve
638104-SC ,038 inch (0.97 mm) 100 cm radius
638104-S2 ,038 inch (0.97 mm) 40 cm 1.5-OnikS.S.

Standard (PTFE Coated)

3 mm (“J”) distal curve
638414-INDEX ,038 inch (0.97 mm) 145 cm radius
Heavy Duty (PTFE Coated)

3 mm (“J”) distal curve
638854 .038 inch (0.97 mm) 80 cm radius

Amplatx Stiff Wire Guide (Fig 1)
Catalogue Number Outer Diameter Length Remarks
PTFE coated heavy duty

fixed core wire, straight
638455 .038 inch (0.97 mm) 145 cm distal end

Movable Core Straight Safety Wire Guides

Catalogue Number Outer Diameter Length 'Remaite
Stainless Steel SlipCoat™'

735403-SC .035 inch (0.89 mm) 145 cm

735496-SC .035 inch (0.89 mm) 145 cm

738403-SC .038 inch (0.97 mm) 145 cm

738496-SC ,038 inch (0.97 mm) 145 cm Coons/Bentson wire guide
PTFE Coated

735413 .035 inch (0.89 mm) 145 cm

735496 .035 inch (0.89 mm) 145 cm Coons/Bentson wire guide
738496 .038 inch (0.97 mm) 145 cm Coon.s/Bentson wire guide
Page 4 of 9
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Amplatz Extra Stif

Catalogue NumSr

Wire Guides (Fig 1)

CtofeDianieter

835455 .035 iinch (0.89 mm) 145 cm
838455 .038 inch (0.9.7 mm) 145 cm
838455-S| ,038 inch (0.97 mm) 145 cm
Double Flexible Tipped Wire Guides (Fig t|
Catalogue Number Outer Diameter Length
Standard (PTFE Coated)
TDOO0-035260-0-0 .035 inch (0.89 mm) 260 cm
Amplatz Extra Stiff Wire Guide (PTFE Coated)
938453 1 .038 inch (0.97 mm) 145 cm
Amplatz Still Wire Guide (PTFE Coated)
938453-SI 1 .038 inch (0.97 mm) 145 cm
CatalogueNdmW Outer Diameter f Leng”
Standard Body Wire Guides with 3 cm flexible tip
HW-025150 ,025 inch (0.64 mm) 150 cm
HWA-025150 .025 inch (0.64 mm) 150 cm
HW-035150 ,035 inch (0,89 mm) 150 cm
HW A-035i50 .035 inch (0.89 mm) 150 cm
HW-038150 ,038 inch (0.97 mm) 150 cm
HWA-038150 .038 inch (0.97 mm) 150 cm
Stiff Body Wire Guides with 3 cm flexible tip
HWS-025150 .025 inch (0.64 mm) _ 1J0_cm_
HWAS-025150 .025 inch (0.64 mm) 150 cm
HWS-035150 .035 inch (0.89 mm) 150 cm
HWAS-035150 .035 inch (0.89 mm) 150 cm
HWS-038150 .038 inch (0.97 mm) 150 cm
HWAS-038150 .038 inch (0.97 mm) 150 cm
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Remarks
PTFE coated heavy duty
fixe.s core wire, straight
distal end
PTFE coated heavy duty
fixed core wire, straight
distal end
Fl FE coaled heavy duty
fixed core wire guide,
straight distal end. Wire
guide placed in regular size
wire guide holder for stoek
area

Reraaiks

Distal Tip Configuration

straight
angled
straight
angled
straight
angled

straight
angled
straight
angled
straight
angled



HiWire™* With Hydrophilic Coating (Fig 3)

Product Code

HWAS-038150-S

MATERIALS

Device

625403-SC; 628403-SC
635401-SC; 635403-SC
638103-SC; 638202-SC
638401-SC;638403-SC
628400; 638401,
638402;
635102;638102;
638121,

638821; SF-028060;
635413-10; 635413-52;
638413-10; 638413-Sl;
638813;635883-SC;
638453;638483-SC;

635497-SC; 638497-
SC; 635497; 638497,
635423;

638123; 638413-52;
638421; 638423,;
638854,

638414- INDEX;
628404-SC;

632404-SC;
635404-SC; 638104-SC;
638104- S2; 638455
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Outer Diameter

.038 inch (0.97 mm)

Tip

Length
ength (cm) Configuration

150 Angled

Device Name of Material

Component

Safety Wire Stainless Steel

Mandril Wire AISI 304:

Coils C Max 0,08
Cr 18-20
Fe 66,345 - 74
Mn Max 2
Ni 8- 10,5
P Max 0,045
S Max 0,03
Cu Max 1

Coating (if Polytetrafluoroethylene

applicable)

Solder Silver (alloy: 78% silver,
20% palladium and 2%
platinum)

Solder Silver (alloy: 78% silver,
20% palladium and 2%
platinum)

ink Red Ink Transtech B

(CPN 14994)
Hydrophilic coating (If applicable) Hyaluronic
acid, formaldehyde multifunctional aziridine,
N, N-dimethylethanolamine, propyleneimine.
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Coated /
Un-Coated

Coated

Patient
Contacting
Indirect Contact
Direct Contact
Direct Contact

Direct Contact

Direct Contact

Direct Contact

Direct Contact



Device

Guides
HW-025150
HWA-025150
HW-035150
HWA-035150
HW-038150
HWA-038150
HWS-025150
HWAS-025150
HWS-035150
HWAS-035150
HWS-038150
HWAS-038150
BW-025150
BW-035150
BW-038150
BWS-025150
BWS-035150
BWS-038150
HW AS-038150-S
735403-SC
735496-SC
738403-SC
738496-SC
735413
735496
738496
835455
838455
838455-S|
938453-S|
938453
TDOO-035260-0-0

Device
Component
I Core Wire

Jacket

1 Hydrophilic

1Coating

Torque Device

3

CONTRAINDICATIONS

None known

WARNINGS
None known

PRECAUTIONS

¢ Manipulation of wire guide requires appropriate imaging control. Use caution not to force or

Name of Material

Nickel Titanium
(titanium - 45%, nickel -
55%)

Polyurethane Tecoflex
EG85A-B20 with
Radiopaque Tungsten -
Hyaluronic Acid,
Formaldehyde
Polyfuncitional aziridine,
N,N-Dimethyl
ethanolamine.
Propyleneimine
Polylutylene 276-73

over manipulate the wire guides when gaining access.

*« When using wire guide through a metal cannula/needle, use caution as damage may occur to

outer coating.

« When exchanging or withdrawing an instrument over the wire guide, secure and maintain the

Patient
Contactini
Direct Contact

Direct Contact

Direct Contact

Direct Contact

Non Contact

wire guide in place under fluoroscopy in order to avoid unexpected wire guide displacement.
¢ These wire guides are not intended for PTCA use.
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INSTRUCTIONS FOR USING AWIRE GUIDE:

1. Using aseptic technique, remove the wire from its outer packaging and place in the sterile
field.

2. Remove the wire guide from the holder.

3. If using movable core wire guide, adjust mandril position by advancing or withdrawing the
mandril within the wire guide to achieve the required degree of flexibility.

4. Advance the flexible end of the wire guide into the device and position to the desired
anatomical location.

« Endhole size and length of the device must be taken into consideration to ensure proper fit
between wire guide and device.

5. After wire guide use is complete, remove from patient and discard.

INSTRUCTIONS FOR ACTIVATING HYDROPHILIC COATING:

The hydrophilic coating on the wire guide is activated by immersion in sterile water or sterile
saline solution.

1. Prior to using the wire guide, fill a syringe with sterile water or sterile saline solution and
attach it to the flushing port on the wire guide.

2. Inject enough solution to wet the wire guide surface entirely. This will activate the hydrophilic
coating.

¢ For Roadrunner® PC Wire Guide Double Flexible, the pink end of wire guide is not
hydrophilically coated or intended for insertion into body.

¢ Hydrophilic coated wires are very slippery when wet. Always maintain control of the wire
guide when manipulating it through any device.

¢ For optimal performance, rehydrate the hydrophilic coated wire guide after exposure to
ambient environment or after extended use, replace it with a new hydrophilic coated wire guide.

HOW SUPPLIED
Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use.

Sterile if package is unopened or undamaged. Do not use the product if there is doubt as to
whether the product is sterile. Store in a dark, dry, cool place. Avoid extended exposure to light.
Upon removal from the package, inspect the product to ensure no damage has occurred. 635413-
10 and 638413-10 are supplied in the box of 10 wire guides, this is denoted by the suffix “-10”

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Please notify Cook for return authorization.
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND

TEL: +353 61 334440 FAX: +353 61 334441
WWW.COOKMEDICAL.COM

SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by indication
the time of manufacture (factory symbol) to the stated expiration date (hourglass symbol). The

difference between both dates is the shelf life.

These devices have a three (3) year shelf life.
Page 8 of 9

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



STORAGE RULES

These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.
TRANSPORTATION RULES
Transportation shall account for the type of transportation employed, the destination, the vendor

used for transportation and an estimation of the frequency and harshness of any handling
required during transportation.

DISPOSAL RULES
Upon completion of procedure, the devices are to be disposed of as per institutional guidelines
for biohazardous medical waste.

Regulatory Affairs Manager
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Ha dpmpmeHHom 6naHke COOK

COOK INCORPORATED

750 O3Hmnenc Baii

. BAaymMuHrToH, MHgnaHa 47404 CLUA

Ten. 812.339.2235, Ten. ropaven nuHun: 800.457.4500
www.cookmedical.com

CEPTVOUVKALIVIOHHOE 3AAB/IEHVE

Kak oTBeTCTBeHHbIi npeacTaButenb Cook Incorporated, HacTosAwMM S NoATBeEpXAako,
UTO npunaraemMblii AOKYMEHT siBnsieTcs WHCTpyKuueilh no npumeHeHuto «MpoBOAHUKMK
ypoOsiorMyeckune».

/Mognuce/

Kpuc Be3sepc

MeHep)xep no BonpocamMm peryampoBaHus
Cook Incorporated

Wrtat MHanaHa
Okpyr MoHpo

MognmncaHo nog npucdaroii B Moem npucytctBumn 05 mapTta 2018 roga.
Cpok geiictBusa moei nuueH3un nctekaet 06 aBrycta 2021 roga. /Mognuck/

Odxummu 1. PngHep

Meyartsb:

Oxummu 1. PugHep

Ny6nuyHbln HoTapuyc, WTat NHanaHa
Okpyr MoHpo

NuueH3nsa Ne646433

Cpok feiicTBua moeli NUUEH3UN nctekaet
06 aBrycTta 2021 roga.
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Ha dpupmeHHom 6naHke Cook Medical
COOK INCORPORATED
750 O3Huenc Bai
I". BnymuHrToH, iHanaHa 47404 CLUA
Ten. 812.339.2235, Ten. ropsayeit nuHumn: 800.457.4500
www.cookmedical.com

MHCTPYKUWMN no MPMEHEHWNIO
MpPoBOAHNKM YPOJIOTUYECKNE

625403-SC; 628400; 628403-SC; 628404-SC; 632404-SC; 635102; 635401-SC;

635403-SC; 635404-SC; 635413-10; 635413-S2; 635423; 635497; 635497-SC;
635883-SC; 638102; 638103-SC; 638104-S2; 638104-SC; 638121; 638123; 638202-
SC; 638401; 638401-SC; 638402; 638403-SC; 638413-10; 638413-S1;638413-S2;
638414-INDEX; 638421; 638423; 638453; 638455; 638483-SC; 638497; 638497-SC,;

638813; 638821; 638854; 735403-SC; 735413; 735496; 735496-SC; 738403-SC;
738496, 738496-SC; 835455; 838455; 838455-S1; 938453; 938453-S1; BW-025150;
BW-035150; BW-038150; BWS-025150; BWS-035150; BWS-038150; HW-025150;

HW-035150; HW-038150; HWA-025150; HWA-035150; HWA-038150;
HWAS-025150; HWAS-035150; HWAS-038150; HWS-025150; HWS-035150;
HWS-038150; SF-028060; TDOO-035260-0-0; HWAS-038150-S

BH/MAHVIEE: [Mpoopxa [aHHOIO U3AensA  OorpaHNYvBaeTCcAa  dheaepa/ibHbIM
3akoHodaTesibeTBOM CLLUA 1 OHO MOCTaB/M[eTCA TOMbKO MO 3aKasy Bpaya (W
HaarexaLLyiM 06pasoM JIMLIEH3VPOBaHHBLIX MPAKTUKYHOLLYIX BpaYeil).

ON'MMCAHVE vispenvia

e [lpoBOAHUKN (pa3Mepbl U KOHUrypauma moryT pasfnyaTbcs)
MPEAHASHAUEHVE

Wcnonb3yeTca ANnsa MOJIy4YeHUA A[0CTyna K MOYETOUYHMKY, YCTaHOB/IEHMSA KaHana, a
Takke A1 OKa3aHUs nNomolwu npu pasmMeleHnun, 3ameHe U OBMeHe MeAULUHCKUX
n3gennii BO BpeMsl MPOBeAEHMA yposiornyecknx npoueayp. MposoaHukn BW-025150
BW-035150; BW-038150; BWS-025150; BWS-035150; BWS-038150; HW-025150
HW-035150; HW-038150; HWA-025150; HWA-035150; HWA-038150; HWAS-025150
HWAS-035150; HWAS-038150; HWS-025150; HWS-035150; HWS-038150; Takxe
MOryT MCMOo/b30BaTbCA AN1A MO3ULUMOHMPOBaHMA M oO6MeHa KaTeTepa B W3BU/IUCTOM,
NEepPeKPYYEHHOM MOYETOYUYHMKE, ANS NPOXOXAEHUSA 60MbWNX KAMHEA B MOYEBbLIBOASALLLNX
npoTokKax nouykax, NM60 B cnyvyasx, TPeOywlW WX YCUEHHOr0 KOHTPOAA W BbICOKOW
PEHTIeHOKOHTPAaCTHOCTMN.
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Puc.1

MpoBoagHukn BiVWire (Puc. 2)

Homep u3penuna B
Kartasore

BW-025150
BW-035150
BW-038150
BWS-025150

BWS-035150
BWS-038150

BHewHNi gnameTp

.025 agroima (0.64 mm)
.035 groiima (0.89 mm)
.038 gronma (0.97 mm)
.025 groinma (0.64 mm)

.035 aronma (0.89 mm)
.038 agroinma (0.97 mm)

Punc.2

OnvHa

150 cm
150 cm
150 cm
150 cm

150 cm
150 cm

KoHturypayus
ANCTanbHOT0 HaKOHEYHMKa
[Ba HaKoHeYHUKa: NPSMOoi
N U30THYThIN

[Ba HakoHeYHUKa: NPAMONA
N U30THYTLIN

[JBa HaKOHeYHMKa: NPsMoi
N N30THYTbIN

[Ba HakoHeYHMKa: NpsaMoi
N N30THYTbIN

[Ba HakKoHeYHMKa: NPAMOi
N U3OTHYTbIN

MpsaMble NPOBOAHUKKU C PUKCUPOBAHHbLIM cepaedyHukom(Puc.l)
Homep wusgenusa BBHewHWid gnameTp

KaTtanore

AnvHa

KoHurypayus
AVNCTanbHOr0 HaKOHEeYHMKa

CtaHpapTHble (U3 Hep)kaBewllen cTann ¢ nokpeiTnem SlipCoat®)

625403-SC
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& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

.025 goinma (0.64 mm) 145 cm

rmoekuii (3 cm)



628403-SC
635401-SC
635403-SC
638103-SC
638202-SC
638401-SC
638403-SC

.028 agroinma (0.71
.035 agtoinma (0.89
.035 agtoinma (0.89
.038 agtoinma (0.97
.038 agtoinma (0.97
.038 atoinma (0.97
.038 agtoiima (0.97

MM)
MM)
MM)
MM)
MM)
MM)
MM)

CTaHOapTHble (M3 Hep)XaBeKLENH cTanmn)

628400
638401
638402
635102
638102

638121

638821
SF-028060

.028 agoinva (0.54
.038 groinma (0.97
.038 groinma (0.97
.035 groinma (0.89
.038 gronma (0.97

.038 agoinma (0.97

.038 gloiima (0.97
.028 pgroiima (0.54

CtaHpapTHble (c MNIFr®3 nokpbiTUEM)

635413-10
635413-S2
638413-10

638413-S1
638813

CeepxnpoyHble (c MTP I nokpbiTUEM)

635883-SC
638453
638483-SC

.035 agoinva (0.89
.035 agoinma (0.89
.038 gronma (0.97

.038 agoinma (0.97
.038 agoinma (0.97

.035 agroiima (0.89
.038 agloiima (0.97
.038 agoinma (0.97

MM)
MM)
MM)
MM)
MM)

MM)

MM)
MM)

MM)
MM)
MM)

MM)
MM)

MM)
MM)
MM)

145 cwm
100 cm
145 cm
100 cwm
125 cm
145 cwm
145 cm

145 cwm
145 cwm
145 cm
100 cm
100 cm

100 cm

80 cm
60 cm

145 cm
145 cm
145 cm

145 cm
80 cm

80 cm
145 cm
145 cm

“nbkmin (3 cm)
“nékmin (L cm)
"Mokuii (3 cm)
Mmbkuin (3 cm)
HakoHeuHuk Coude’
Mmékuii (1 cm)
FM6kuii (3 cm)

Hernoknii

rmoekunii (1 cm)
HakoHeuHuk Coude’
HakoHeuHuKk Coude’
HakoHe4yHuk Coude’
c/6e3 OTMETKM,
HaKoOHe4YHUK(l cm)
C OTMEeTKoOW Ha 39-m cM,
rMOKMA HaKOHEYHUK (1 cMm)

rméKuni

Mmékuin (3 cm)

Fmékuin (7 cm)

Mmékuii (3 cm)

C OTMeTKolm Ha 70-m cMm,
rMOKNA HaKOHEYHUK (3 cMm)
ro6kuin (3 cm)

[Fnbkunii (3 cm)
rmoékuin (3 cm)
[rnbkuii (3 cm)

Benston (13 HepxaBetloulen ctann ¢ NnokpbiTuem SlipCoat®)

635497-SC

638497-SC

635497

638497

.035 gronma (0.89 mm) 145 cm

.038 agtoiima (0.97 mm) 145 cm
Benston (c MT®3 nokpbiTnem)

.035 atoiima (0.89 mm) 145 cm

.038 gtoiima (0.97 mm) 145 cm

Homep u3genus B BHewHWli guameTp

KaTtanore

FpagyvpoBaHHble

635423

Page 5 of 11

OnnHa

.035 gtoinma (0.89 mm) 145 cm
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Mmbékuin (15 cm);
AVCTanbHbIA MATKMA y4yacTo
(5 cm)

roékuin (15 cm)

AVCTanbHbIA MATKMA y4yacTo
(5 cm)

rmoekuin (15 cm);
AVCTanbHbIA MATKUIA yyacTo
(5 cm)

Mmékuin (15 cm);
AVCTanbHbIA MATKWIA yyacTo
(5 cm)

KoHurypauus
ANCTaNbHOr0 HaKOHEeYHUKa

OTMeTKa Ha 64-m cM M



rM6KNin HakoHeYHUK (3 cm)

638123 .038 gloima (0.97 mm) 100 cm Mm6kuii (3 cm)
oTMeTKa Ha 70-m c/6e
MnTe3

638413-S2 .038 pgloima (0.97 mm) 145 cm MOKpPbLITUA

638421 .038 pglonma (0.97 mm) 145 cm Mmékuin (1 cm)
oTMeTKa Ha 64-m c/6e
rmékoro

638423 .038 agroinma (0.97 mm) 145 cm HakoHeuyHUuKa (3 cm)

MpAMble NPOBOAHUKA C ®UKCUPOBAHHLIM CEPAEYHUKOM U C J-U3rnéom (

Homep wn3genuna BHewHWn gnameTp OdnnHa Papunyc n3rue;
KaTanore AVNCTaNbHOro HaKOHeYHUuKa
CtaHpapTHble (U3 HepXkaBetowel ctanu ¢ nokpblTuem SlipCoat®)
628404-SC .028 goinma (0.71 mm) 145 cm N3rn6 J-tuna (3 Mm)
632404-SC .038 goinma (0.81 mm) 145 cm N3rm6 J-tuna (3 mMmm)
635404-SC .035 glonma (0.89 mm) 145 cm N3rn6 J-tuna (3 mm)
638104-SC .038 agroinma (0.97 mm) 100 cm N3rn6 J-tuna (3 mm)
638104-S2 .038 atoiima (0.97 mm) 40 cm Onik (1.5 mm)
CtaHpapTHble (c MT®3 nokpbiTUEM)
638414-INDEX .038 atoinma (0.97 mm) 145 cm N3rn6 J-tuna (3 mm)
CeepxnpoyHble (c MTP®3I nokpbITUEM)
638854 .038 goinma (0.97 mm) 80 cm N3rn6 J-tuna (3 mm)

MpoBoaHUKN XXecTkue Amplatz (Puc. 11
Homep nsgenna B BHewHNA gnameTp OnvHa MpumedaHunsa
Katanore
CBepXNpOYHbI
NPOBOLHUK C
hbMKCcMpoBaHHbIM
cepAedyHnkom n NTe3
NOKPbITUEM, NMPSAMOWA
638455 .038 gronma (0.97 mm) 145 cm OVCTanbHbIA HAKOHEYHUK

MpaAMble NPOBOAHUKN C MOABUXHbIM cepaedHukom{Puc.1)

Homep nsgenua B BHewHNI A gnameTp OnvHa MpuMeyaHus
KaTtanore
MpoBOAHUKN N3 Hep)aBetllwein ctanm ¢ nokpbiTuem SlipCoat™

735403-SC .035 atoinma (0.89 mm) 145 cm

735496-SC .035 agloima (0.89 mm) 145 cm

738403-SC .038 gtoiima (0.97 mm) 145 cm

MpoBOAHUKN

738496-SC .038 gtoinma (0.97 mm) 145 cm Coons/Benston
C nokpbiTnem MNT®3 #

735413 .035 plonma (0.89 mm) 145 cm

735496 .035 agroiima (0.89 mm) 145 cm MpoBOAHNKYN
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Coons/Benston

MpoBOAHUKMN
738496 .038 gtoiima (0.97 mm) 145 cm Coons/Benston
MpoBOAHUKM 3KCTpaxecTkne Ampletz (Puc.l)
Homep u3penua B BHewHNI guameTp OnunHa MpnmeyvaHus

KaTtanore

CBepXnpouHbIi
NPOBOAHMK C
hKCcMpoBaHHbIM
cepaedyHukom n N1
NOKpbITUEM, NMPAMOIA
835455 .035 gtoinma (0.89 mm) 145 cm AVUCTaNbHbI HAKOHEYHUK
CBepXnNpoYHbI
NPOBOAHMK C
(hmKcnMpoBaHHbLIM
cepAedyHukom n NTe3
NOKpbITUEM, NMPAMON
838455 .038 groinma (0.97 mm) 145 cm OVCTanbHbI HAKOHEYHUK
CBepXNpPOYHbI
NPOBOLHUK C
hnKCcMpoBaHHbIM
cepAeyHuUkom n NTe3
838455-S1 .038 proiima (0.97 Mm) 145 cu MOKPLITEM, PAMOU
OVCTanbHbIA HAKOHEYHUK
[MpoBOAHUK pa3MelleH B
Jep>xaTene nNpoBofHUKA
cTaHJapTHOro pasmepa
ONA ero 3akpenneHus.

Homep nsgenna B BHewWwHUn gnameTp OnnHa MpumMmeyaHusa
KaTtanore

CtaHgapTHbie (c Mln 4B nokpbITNEM)

TDOO-035260-0-0 .035 gloiima (0.89 mm) 260 cm

MpoBoAHMK 3KcTpaxecTknin Amplatz (c MT® 3 nokpbITUEM)

938453 .038 gtoiima (0.97 mm) 145 cm

MpoBoaHuK XecTKuii Amplatz (c MT®3 NoKpbITUEM)

938453-S1 .038 gronma (0.97 mm) 145 cm

MPOBOAHMWK C BLICOKO3N1ACTUYHLIM HUTUHONOBBLIM cepaedYyHnKom HiWire

Homep u3spenna B BHewHNn gnameTtp AnvHa KoHdurypauyuns
KaTtanore AVNCTaNnbHOro0 HaKOHeYHUKa
MpPoOBOAHUKN CO CTaHAAPTHbLIM KOPMNYCOM U FTMOKUM HAKOHEYHUKOM (3 cM)
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HW-025150 .025 pioiima (0.64

HWA-025150 .025 pioiima (0.64
HW-035150 .035 gioiima (0.89
HWA-035150 .035 gioiima (0.89
HW-038150 .038 pioiima (0.97
HWA-038150 .038 groiima (0.97

MPOBOAHUKN C XKECTKUM KOPMNYCOM M TMOKMM HaKoOHEeYHUKOM (3 cm)

HWS-025150 .025 gioiima (0.64
HWAS-025150 .025 gioiima (0.64
HWS-035150 .035 gioiima (0.89
HWAS-035150 .035 gioiima (0.89
HWS-038150 .038 groiima (0.97

HWAS-038150 .038 pioiima (0.97

Hiwire™ c rugpodunbHbeiMm nokpbiTuem (Puc.3)

Kog n3penusa , f‘:}?;‘;;? OnnHa (cm)
HWAS-038150-S .038 150

MATEPVA/IbI

NHCTpyMeHT

MpoBOAHUKN
625403-SC
628403-SC
635401-SC
635403-SC
638103-SC
638202-SC
638401-SC
638403-SC
628400
638401
638402
635102
638102
638121
638821
SF-028060
635413-10
635413-S2
638413-10
638413-S1
638813
635883-SC
638453
638483-SC
635497-SC
638497-SC
635497

Cepfie4HuUK
Cnupanu

Cnaiika
Cnaiika

YepHuna
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MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm
MM) 150 cm

CTpaxyloLuii cTepxeHb

MokKpbITHe (MPU HaNM4UK)

N30rHyThIN

KomMnoHeHT MHCTpyMeHTa Ha3BaHue matepuana

Hepxagetowasn ctanb (A1SI 304
Pacwingposka cnnasa:

C Max 0,08
Cr 18-20

e 66,345 - 74
Mn Max 2

Ni 8-10,5

P Max 0,045
S Max 0,03
Cn Max 1)

MNT®3 mapku Teflon

Cepebpo (cnnaB: 78% cepebpa,
20% nannagna n 2% nnaTtuHbl)
Cepebpo (cnnaB: 78% cepebpa,
20% nannagunsa n 2% nnaTtuHbl)
KpacHble yepHuna Transtech B 1 TpAMOli KOHTaKT

(CPN 14994)

KoHurypauyuns
7HaKOHe4YHuKa

Mpambie
N30rHyTble
Mpamblie
N30rHyTble
Mpamblie
N30rHyTble

Mpamble
M30rHyTble
Mpamble
M30rHyThIE
Mpamble
M30rHyThIE

C nokpbiTuem/
6e3 NoKpbITUSA

C nokpbiTNEM

KoHTaKT C
nauneHTom

MpsAMO KOHTaKT
MpsAMO KOHTaKT

MpsAMO KOHTaKT

FnapodunnbHoe NOKpbITHE (MPU Hanuumnun) MmanypoHoBas
KWCAoTa, hopmanbaerng MHOroyHKLNOHaNbHbI a3supuaunH,
bl,H-gnmeTnnataHonaMmnH, NponuIeHNMNH.

Henpsmoi KoHTaKT
MpsAMOA KOHTaKT
MpsAMOI KOHTaKT



638497
635423
638123
638413-S2
638421
638423
638854
638414-INDEX
628404-SC
632404-SC
635404-SC
638104-SC
638104-S2
638455
MpoBOAHUKN Kopnyc HnKenb-TMTaHOBbLIN crnaB MpsaAMOA KOHTaKT
HW-025150 (TuTaHa - 45 %, HuKena - 55 %)
HWA-025150 CTeHKMn MonnypetaH Tecoflex EG85A- MpaAMoin KOHTaKT
HW-035150 B20 ¢ peHTTEHOKOHTPACTHbIM
HWA-035150 BO/Ib(hpamom
HW-038150 MmapomnbHOe NOKPbITUEe [ManypoHoBas KUCoTa, MpsMoli KOHTaKT
HWA-038150 thopmanbferng
HWS-025150 MHOroyHKLMOHaNbHbINA
HWAS-025150 asnpuguH, N,N-
HWS-035150 OVMETUNITAHONTAMWH,
HWAS-035150 nponuIeHNMNH
HWS-038150 PyKosTKa - perynstop MonnaTtunex 276-73 HeT KoHTakTa

HWAS-038150 KpYTALLEro MOMeHTa
BW-025150

BW-035150
BW-038150
BWS-025150
BWS-035150
BWS-038150
HWAS-038150-S
735403-SC
735496-SC
738403-SC
738496-SC
735413
735496
738496
835455
838455
838455-SI
938453-S|
938453
TDOO-035260-0-0

MPOTVBOINMOKA3AHIIA

OTCyTCTBYIOT

MPEOYTPEKOEH/A

OTCyTCTBYIOT

MEPbI| MPEAOCTOPOXXHOCTU
e MaHunynsaumm C WUCNONb30BaHMEM MNPOBOAHMKA TpebylT COOTBETCTBYHLETO
KOHTPONSi C WUCNONb30BaHWEM Bu3yanusauuu. byabTe BHMMATeNbHbl U He

Page 9 of 11

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



npunaramnte ycuamm nNpu  MaHUOYAALUSX C MNPOBOAHUKOM MNP  YCTAHOBJIEHUM
gocTyna.

e [pu McnonbL30BaHUM MNPOBOAHUKA C MeTas/IMYecKuMun KaHwonamu / urnamum 6yabrte
OCTOPOXHbI, MOCKO/IbKY BO3MOXXHO MOBPEXAeHNe Hapy>XHOro NoKpbITUSA.

e lpn o6MeHe WM W3BMEYEHUM U3[eNuii Hag NpPoOBOLHMKOM obGecneuynBante u
noajepXxunsaTe COXpaHeHWe KaHana noj PeHTreHOCKOMMYECKUM KOHTpPOMeM BO
n36exaHve HeOXUAaHHOro cCMeLleHNs NPOBOAHMKA.

e [aHHble NPOBOAHMKN He NpefHasHadeHbl and ncnono3osaHug npu PCTA.

WHCTPYKUMN no UCIMOJIb3OBAHNIO MPOBOAHNKOB:

1 Wcnonb3ys acenTUYecKyl TEXHUKY, U3BAEKMTE MPOBOAHUK M3 YMAKOBKA U MOMECTUTE
B CTEPU/ILHON 30He.

2. N13BneKknuTe NPOBOAHUK M3 fepXxaTens.

3. Mpn ucnonb3oBaHUM NPOBOAHMKA C MOABUMXHLIM CEPLEYHUKOM, HAcTpPOWTe NO3ULUI0
cepgeyHuka, npogBurasi cepiedyHWK Bnepes WU Hasaj BHYTpM NPOBOAHMKA ANS
JOCTUXXEHNS HEOOXOAUMON CTEMEHN TMOKOCTH.

4. Mpopasuraiite rMbkniA KOHYNK NPOBOAHMKA B U3AeNMe U pa3MecTUTe ero B XXeflaeMoli
aHaTOMMYeCKOW 30He.

e [nA obecnevyeHus Hajgnexalwero COOTBETCTBUS MeXAYy MPOBOAHVMKOM U U3AETUEM
cnefgyeT NpuHUMaTb BO BHUMaHUE pa3Mep OTBEPCTMS Ha €ro KOHYMKE W OJIUHY
n3genus.

5. lMocne 3aBeplWeHUs UCMOb30BaHMSA NPOBOAHMKA U3BMEKNTE ero U3 Tena nayumeHta u
YTUNN3UPYIATE.

NWHCTPYKUWIKO no AKTUBALUUNN TNOPODUNTBHOIO MNOKPbLITUA:

fmopotunbHoe NOKpbITME Ha MPOBOAHWKE aKTUBUPYETCA TMpu €ero Mnorpy>XeHuu B

OVCTUANNPOBAHHYI0 BOAY WN CTEPUbHbIA (PU3N0ONOTMYECcKnii pacTeBop.

1 NMepep ucnonb3oBaHWeM NPOBOAHMKA 3anNofIHUTE WNPUL AUCTUNNUPOBAHHOW BOAOW
UM CTEePUbHbIM  (PM3MONOTUYECKMM  pacTBOPOM M MPUCOEAUHUTE ero K
NPOMbIBOYHOMY OTBEPCTUIO Ha MPOBOAHUKE.

2. BBegute AOCTaTOYHOE KO/IMYECTBO pacTBopa, KOTOPOE MOJSIHOCTbK MOKPbIBAeT BCH
NOBEPXHOCTb MPOBOAHUKA. ITO aKTUBUPYET rMAPOUIbHOE NOKPbITUE.

e magpodunbHble MNOKPbITME MNPOBOAHMKA ABAAETCHA  O4YEHb  CKOMIb3KUM  npw
yBAaXHeHUN. Bcerga coxpaHainTe KOHTPO/b Hag NMPOBOAHUKOM MPU MaHUNYAALUSAX C
KakumM-nn6o nagennem.

e [lna ob6ecneyeHna oONTUManbHOW 3PHOEKTUBHOCTU YyBNaXHANWTe rugpodunbHoe
NOKpbITUE MNPOBOAHWKA MNoOcfe BO3AeNCTBUA OKpyXatuwelh cpegbl, nnbo nocne ero
ONNTENbHOTO0 WCMNONb30BaHWA 3aMeHUTe wusgesive Ha HOBOE C TrMAPOUAbHLIM
NOKPbITUEM.

YCJIOBUA MOCTABKA

N3penne noctaBnseTcs CTEPUNN30BAHHbLIM C MCMOMb30BaHMEM ra3oob6pasHOro okcuja
3TU/ieHa B repMeTUYHOI yMNakoBKe. MpepgHasHayeHo  AnA 0lHOPa30BOro
MCcrnonb3oBaHuA. HABNAeTCA CTepUNbHbLIM, €C/AM  yNakoBKa He BCKpbiTa U He
noespexpgeHa. He ncnonb3yiite usgenune, ecinm ecTb COMHEHUS B TOM, YTO OHO ABAsAETCH
CTepU/ibHbIM. XpaHUTb B TEMHOM, CYXOM, Npox/jafHOM MecTe. M3berante ANUTENbHOTO
BO34eNcTBMA cBeTa. [locne wn3BMeYeHUMSA U3 YNakKoOBKM OCMOTpUTE wusgenune, 4ToOb
yb6eanTbCcs, 4YTO OHO He noBpexpeHo. 635413-10 u 638413-10 nocTaBnsAwTCA B
KoMmnsekTe M3 10 NpoBOAHNKOB, YTO OTOOGPAXXeHO KaTasloXKHbIM HOMep «-10».
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lMepeBof AAHHOro TeKCTa cAenaH MHOW, NepeBoguMKOM AcTBaLaTypsH Feopruem
KoHcTaHTuHoBMYeM. TpeboBaHUA K TekcTy nepesoga (MaKc MMM uoMAiBApemb, rpamoTHoe
N310>KEHNE) MHEe Pa3bsCHEHDI.

— noanuch

Poccwuiickaa ®epgepaynsa
[opog MockBa
TpuHapguatoro maprta fiBe TbicAYN BOCceMHan!

A, [llecTpeyoBa TaTbAHa AHApPeeBHa, HOTapuyc TcC Bbl, CBWAETENbCTBY
NOAMHHOCTL NoAnucu nepesogumka ActeauatypsaH ['eoprus KOHCTaHTUH ya.

lNoanuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NognucasLLlero 4OKYMeHT yCTaHOB/eHa.

3apeructpuposaHo B peectpe: Ne 73/218-H/77-2018-j2

B3bICKaHO rocy1apCTBEHHOI MOLLMHBI (Mo Tapudy): 100 py6. 00 kon.
YnnaveHo 3a OKasaHue yCyr NpaBoBoOro M TeXHWYECKOro Xapakrepa: —py6. —Kor.

MEYATDb noAnMCI:A MecTpeLoBa

Bcero  npolHypoBaHO,  NPOHYMepoBaHO
CKpenseHo nevateto™C
nmcta\os
FUIJ/VF}GH PerpaLyH HoTapuyc:
g Minea
TpyHoAUATT  MAPT  IBeThbCTVBOCRVHATTLI® n Onﬂl I_I I/I C b
A, MecTpeLoBa TaTbsHa AHAPeeBHa, HoTapuyc ropoga Mocksbl,
CBUAETENbCTBYIO BEPHOCTb KOMWM C MpPeACcTaBNeHHOro MHe
LOKYMeHTa. /
3apeructpuposaHo B peectpe; N HIN N n~
B3bICKaHO rocyAapcTBEHHO NOLWMHBI (N0 Taourpy!: £2- C-
YnnaueHo 3a okasaHune ycnyr npasoBOro U TeXHU4YeCKOoro xapakrepa; Bcero n pOLu HypoBaHO,
NPOHYMEepOoBaHO U CKpenneHo
neyatbro o1 mm———-
N INCTOB
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L}
C O O K BLOOMINGTON. IN 47404 USA

rHON(> 812.339.2235 o1 p«n. 800.457.4500

MEDICAL WWW.COOKMEDICAL.COM

CERTIFICATION STATEMENT

As aresponsible representative of Cook Incorporated, | confirm this is an accurate
version of the Instructions for Use for the “Urological Wire Guides” Submission.

Kris Weathers
Regulatory Affairs Manager
Cook Incorporated

State of Indiana )
SS
County of Monroe

Subscribed and sworn to before methe~ a y of month 2Q i™year.

My Commission expires August 6,2021
Jimik'L. Ridner
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CDOU IKCORPORATID

75» DANI515 WAV

C O O K * BLOOMINGTON, IN 47404 USA
rHouit B12.339.2335 Toll mbi. 800.457.4500

MEDICAL WWW.COOKMEDICAL.COM

INSTRUCTION FOR USE
Urological Wire Guides

J1E8-025145; AES-035145; AES-035145-DF; AES-035260; AES-038145; AES-038145-DF;
AES-038260; AS-035145; AS-038145; AS-038145-DF; AUS-035145; AUS-035145-DF;
AUS-038145; AUS-038145-DF

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician
(or properly licensed practitioner).

INTENDED USE

Wire Guides are used to gain ureteral access, to establish a tract, and to assist in the placement,

replacement, and exchange of medical devices during urological procedures. These wire guides
are not intended for PTCA use.

Amplatz Stiff Wire Guide

Catalogue Outer Mandril Length Coating Type Tip
Number Diameter Diameter (cm) Configuration
__ (in)
.035 inch .018 Blue
AS-035145 (0.89 mm) (0.46 mm) 145 PTFE Amplatz Stiff 5 cm flexible
.038 inch .021 Blue
AS-038145 (0.97 mm) (0.53 mm) 145 PTFE Amplatz Stiff 5 cm flexible
AS-038145- .038 inch .025 inch Blue Amplatz Stiff 5 cm double
DF (0.97 mm) (0.64 mm) 145 PTFE Double Flexible flexible
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Catalogiie
Nurmber

AUS-035145
AUS-038145

AUS-
035145-DF

AUS-
038145-DF

' Outer
Dianeter
.035 inch

(0.89 mm)

.038 inch
(0.97 mm)

.035 inch
(0.89 mm)

.038 inch
(0.97 mm)

Mandril
Diameter
.025 inch
(0.64 mm)
.029
(0.74 mm)

.025 inch
(0.64 mm)

.029
(0.74 mm)

Amplatz Extra Stiff Wire Guide

Catalogue
Ntunivw

AES-025145
AES-035145
AES-038145
AES-035260
AES-038260

AES-
035145-DF

AES-
038145-DF

MATERIALS

"Diameter

.025 inch
(0.64 mm)
.035 inch
(0.89 ram)
.038 inch
(0.97 mm)
.035 inch
(0.89 mm)
.038 inch
(0.97 mm)

.035 inch
(0.89 mm)

.038 inch
(0.97 mm)

Mandril
Diameter
170
(4.32 mm)
.022
(0.56 mm)
.025 inch
(0.64 mm)
.022
(0.56 mm)
.025 inch
(0.64 mm)

.022
(0.56 mm)

.025 inch
(0.64 mm)

Length

(G
145

145

145

145

(™)

145

145

145

260

260

145

145

Coating
Blue
PTFE
Blue
PTFE

Blue
PTFE

Blue
PTFE

Coating

Blue
PTFE
Blue
PTFE
Blue
PTFE
Blue
PTFE
Blue
PTFE

Blue
PTFE

Blue
PTFE

Amplatz Ultra
Stiff
Amplatz Ultra
Stiff
Amplatz Ultra
Stiff Double
Flexible
Amplatz Ultra
Stiff Double
Flexible

Type

Amplatz Extra
Stiff
Amplatz Extra
Stiff
Amplatz E.xtra
Stiff
Amplatz Extra
Stiff
Amplatz Extra
Stiff
Amplatz Extra
Stiff Double
Flexible
Amplatz Extra
Stiff Double
Flexible

Confikuratiun
5 cm flexible
5 cm tlexible

5 cm double
flexible

5 cm double
tlexible

Oonfigfxl'raﬁon L
5 cm flexible
5 cm flexible
5 cm flexible
5 cm flexible
5 cm flexible

5 cm double
tlexible

5 cm double
flexible

AmolatT. Stiff Wire Guide, Amplatz L'ltra Slit Wire Guide, Arnnhuz ['xini SriffWire Guide
Narme of Material

Do\ice

AS-035145
AS-038145
AS-038145-DF
AUS-035145
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Coating on Coils
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Blue Polytctrafluoroethylene

Silver (alloy: 78% silver, 20%
palladium and 2% platinum)

Patient
Contact

Direct
Contact
Direct
Contact



AUS-038145 Braided safety wire Stainless steel Direct

AUS-035145-DF Coils AISI 304: Contact
AUS-038145-DF Mandril wire C Max 0,08

AES-025145 Cr 18-20

AES-035145 R* 66,345 - 74

AES-038145 Mn Max 2

AES-035260 Ni 8- 10,5

AES-038260 P Max 0,045

AES-035145-DF S Max 0,03

AES-038145-DF Cu Max 1

CONTRAINDICATIONS

None known

WARNINGS

None known

PRECAUTIONS

« When exchanging or withdrawing an instrument over the wire guide, secure and maintain the
wire guide in place under fluoroscopy in order to avoid unexpected wire guide displacement.

« Manipulation of wire guide requires appropriate imaging control. Use caution not to force or
over manipulate the wire guide when gaining access.

¢« When using wire guide through a metal cannula/needle, use caution as damage may occur to
outer coating.

INSTRUCTIONS FOR USE

1. Using aseptic technique, remove the wire from its outer packaging and place in the sterile
field.

2. Remove the wire guide from the holder.

3. Advance the flexible end of the wire guide into the device and position to the desired
anatomical location.

NOTE: Endhole size and length of the device must be taken into consideration to ensure proper
fit between wire guide and device.

4. After wire guide use is complete, remove from patient and discard.

HOW SUPPLIED
Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use.
Sterile if package is unopened or undamaged. Do not use the product if there is doubt as to

whether the product is sterile. Store in a dark, dry, cool place. Avoid extended exposure to light.
Upon removal from package, inspect the product to ensure no damage has occurred.
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REFERENCES

These instructions for use are based on experience from physicians and (or) their published
literature. Refer to your local Cook sales representative for information on available literature.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Please notify Cook for return authorization.
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND

TEL: +353 61 334440 FAX; +353 61 334441
WWW.COOKMEDICAL.CQM

SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by indication
the time of manufacture (factory symbol) to the stated expiration date (hourglass symbol). The

difference between both dates is the shelf life.

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

STORAGE RULES

These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.

TRANSPORTATION RULES

Transportation shall account for the type of transportation employed, the de.stination, the vendor
used for transportation and an estimation of the frequency and harshness of any handling
required during transportation.

LABELING

Urological wire guides are supplied in the individual packaging, which should show no signs of
damage or opening. Upon detecting the bends, breaks and other defects the device cannot be
used.

The label of the device shows the following device parameters:

- company-manufacturer name and manufacturing address;
- medical device name;

- serial number;

- marking about CE certification;

-marking about sterilization;
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- address of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- sizes of the device;

' drawing;

- LOT;

*marking on reusability;

« marking for “Attention. See Instruction for Use”
- marking for consult Instruction for Use
-marking “Keep dry”

- marking “Avoid direct sunlight”

- shelf life
Ai%aB_l_E)ﬁ@StlH
AnmplaUUlua S Nédanii<tie=
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DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional guidelines

for biohazardous medical waste.

Regulatory Affairs Manager
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MepeBOA C aHINMINCKOro AA3blKka Ha PYCCKUI SA3bIK

CEKPETAPb LWITAT
WTAT NTHONAHA

MeyaTb WTata HAnaHa

KoHHU JloycoH
CekpeTapb wTaTa

ATIOCTUNb
(Faarckas KoHBeHUMS OT 5 okTab6psa 1961 ropa)

1. CtpaHa: COEAVMHEHHBbLIE WTATHI AMEPUKN

2. laHHbIA NYyB6AMYHBLIA AOKYMEHT 6bl1 nognucaH: >xummu J1. PugHep

3. BoicTynawwmm B KayecTBe: Ny6/MYHOro HoTapmyca OoT UMEHWU U NO MOPYYEHULO
oKpyra MoHpo

4. HOCUT neyaTb/WTamMn cneyunanucTa cekpetapmara wrarta

3aBepeHo

5. B . HAnaHanonuc, NHagnaHa
6. Ceabmoe mapTa 2018 r.
7. CekpeTapem WTaTta NHAoMaHa
8. 3a Homepom: Ne A2017-0307115804
9. NMeyvatb: MNeyarts WTata NHanaHa
10. NMognucb: (KoHHWM JloycoH, cekpeTapb wTata NHAMaHAa)

[elictButenbHble ¢ 1 masa 2003 roga, Bce anoctunmu Cekpetapsa wrtata NHAnaHa

JO/MKHbI UMETb 3/IEKTPOHHYI0 NeyaTb.
JOoKyMeHT 6bln1 npocMoTpeH 17 mapTa 2012 r.
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Ha pupmeHHom 6naHke COOK

COOK INCORPORATED

750 OsHmenc Bai

. BAYMWUHITOH, HanaHa 47404 CLUA

Ten. 812.339.2235, Ten. ropsyeit nmHun: 800.457.4500
www.cookmedical.com

CEPTU®PUNKALMNOHHOE 3AABJIEHUNE

Kak oTBETCTBEHHbI1 npeactaBuTens Cook Incorporated, HacTosiwMUM A NoATBepXAato,
4yTO Npunaraemblii LOKYMEHT sfiBNsieTcs WHCTpykKuueldh no npumeHeHuto «lMpoBOAHUKM
YypPONornyeckune».

/Moanucb/

Kpuc Be3epc

MeHegyxep Mo BOnpocam peryinmpoBaHus
Cook Incorporated

Wrat NHanaHa
Okpyr MoHpo

MognucaHo nof npucsaron B moem npucytcteum 05 mapta 2018 roga.
Cpok penicTtBus mMoel nuueH3mm uctekaet 06 asrycta 2021 roga. /Moanuck/

Oxxummu J1. PugHep

MeyaTb:

Oxxnmmn J1. PugHep

My6nunyHbii HoTapuyc, WTat UHAMaHa
Okpyr MoHpo

NuueH3nsa Ne646433

Cpok felicTBuA MOen NULEH3UN ncTekaeTt
06 aBrycTta 2021 roga.
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Ha ¢pupmeHHom 6naHke Cook Medical
COOK INCORPORATED
750 O3Huenc Bai
I". BnymuHrToH, IHanaHa 47404 CLUA
Ten. 812.339.2235, Ten. ropsayeit nuHum: 800.457.4500
www.cookmeclical.com

MHCTPYKUNA no NMPUMEHEHNIO
MpPOBOAHNKWM YPOIOrnyeckmne

AES-025145; AES-035145; AES-035145-DF; AES-035260; AES-038145; AES-038145-DF;
AES-038260; AS-035145; AS-038145; AS-038145-DF; AUS-035145; AUS-035145-DF;
AUS-038145: AUS-038145-DF

BHUMAHWE: Npopoeaxka  gaHHOro nsaenns orpaHnymBaeTcs denepasibHbIM
3akoHopartensctBoM CLLUA, M OHO nocTaBfsieTcAa TOJ/IbKO MO 3aka3ly Bpada (Wi
HaZaneXkalmm o06pa3oM INLEH3NPOBaHHbIX MPaKTUKYHOLLMX Bpayeit).

HA3HAYEHWE

[MpOBOAHNKK UCMONL3YTCA ANA NOAYyYeHUA [ocTyna K MOYETOYHUKY, YCTaHOBJ/IEHUA
KaHana, a Takxe ANs MNoMowu npu pasmelweHnn, 3amMeHe M o6MeHe MefULUHCKUX
n3gennini BoO BpeMs JIPOBEAEHUA YPONOTrMyeckux npoueayp. JaHHble MPOBOAHUKMK He
npefHasHa4vyeHbl ang ucnonb3oBaHusa npu PCTA.

MpOBOAHUK XECTKA Anplatz
Howmep BHewHn [AdunameTp [OnuHa TloKpbiTHe Tun KoHtpurypauuns
n3genva B Y | CepAedHuk (cm) HaKOHeYHuKa
KaTanore AvameTp a
(atoiimbl)  (AOAMBI)
AS-035145 .035 .018 145 CuHuii  Xectknin Amplatz Tneknin (5 cwm)
NnTe3
AS-038145 .038 .021 145 CuHunin  XXecTtkuin Amplatz Tubkuin (5 cm)
nTes
AS-038145-DF .038 .025 145 CuHuii  XXecTknii Amplatz, rMbkKuii ¢
MnTes HaKOHEYHUK C ABOWHBbIM
ABOViHbIM 1M3rnéom narneom (5 cm]
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MpoBOAHUK yNnbTpaXkecTknin Amplatz

Homep BHewHWt AnameTp
n3genns BAMameTp ceppaedHuka (cm)
KaTanore (atovimbl) (aronmbl)
AUS-035145 .035 .025 145
AUS-038145 .038 .029 145
AUS-035145- .035 .025 145
DF

AUS-038145- .038 .029 145
DF

MpoBOAHUK 3KCTpadKecTKunin Amplatz

Homep BHewHnit AnameTp
n3penus BAMaMeTp cepaeyvyHuka (cm)
Katanore (atoiimbl) (AloliMbl)
AES-025145 .025 .170 145
AES-035145 .035 .022 145
AES-038145 .038 .025 145
AES-035260 .035 .022 260
AES-038260 .038 .025 260
AES-035145- .035 .022 145
DF

AES-038145- .038 .025 145
DF
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CuHni
NTP 3
CUHWUI
NT®3
CUHUI
NTP2

CuHuIn
NT®3

OnvHa MokpbiTue TUn

YATpakecTkum
Amplatz
YnTpaxecTKui
Amplatz
YnbTpaXecTKuii
Amplatz,
HAaKOHEYHUK C
ABONHbIM N3rM60M
YnbTpaxecTKui
Amplatz,
HaKOHEYHMUK C
ABOWHBIM U3rnM6om

OnnHa TlokpbiTne Tun

CUHU
NTd3
CUHUI
NTPd2
CuHUmn
NTe®d
CUHUI
NTdS
CuHumn
NnTd3
CuHuIn
NTP3

CuHuIn
NTd3

OKCTPaXKeCcTKuUiA
Amplatz
OKCTPaXKeCcTKuUiA
Amplatz
OKCTPaXeCTKuUiA
Amplatz
OKCTPaXKeCcTKuUiA
Amplatz
JKCTPaXKeCTKuUi
Amplatz
OKCTPaXKeCTKNiA
Amplatz,
HAaKOHEYHMUK C
ABONHbIM
n3rnéom
OKCTPaXKeCTKuiA
Amplatz,
HAKOHEYHUK C
[ABONHbIM
n3rnoom

KoHturypaumns
HaKOHe4YHMKa

rmokuii (5 cm)
rmoekunii (5 cm)
FTM6Kuit,
asoinHon (5
cM)

rMékui, c

[ABOMHBLIM
nsrnoom (5 cm)

KoHurypauuns
HaKOHe4HVKa

rmekuin (5 cm)
rmoekuin (5 cm)
rmekuin (5 cm)
rmekuin (5 cm)
rmékuin (5 cm)
rMékuin, c

[BOWAHbIM
nsrnéom (5 cm)

FrMékuin, c
[ABONHBLIM
nsrnéom (5 cm)



MATEPWAIBbI

MpoBoAHUK >KecTKuii Amplatz .npoBOAHUK YynAbTpaXecTkMii Amplatz, npoBOAHUK
3KCTpaxkecTkmin Amplatz

VHCTpyMeHT KOMMNOHEHT MHCTPYMEHTa Ha3BaHne matepuana KOHTaKT ¢
nayneHTom

AS-035145 MoKpbITUE Ha cnMpansax CvHnin MT®S mapku Teflon;  Mpamoii
AS-038145 KOHTaKT
AS-038145-DF  Cnaitka Cnaitka - Cepebpo (cnnas: Mpsmol
AUS-035145 78% cepebpa, 20% nannaams KOHTaKT
AUS-038145 1 2% NNaTuHbI)
AUS-035145-DF  CrpaxytoLLpii CTepXKeHb C Hepxxasetowas ctanb (AISI  Mpsmoii
AUS-038145-DF  06MOTKOIA 304 PaclydpoBKa CMiaBa;  KOHTaKT
AES-025145 CeppaeyHuk C Max 0,08
AES-035145 Cnwupanu Cr 18-20
AES-038145 Fe 66,345 - 74
AES-035260 Mn  Max 2
AES-038260 Ni 8-10,5
AES-035145-DF P Max 0,045
AES-038145-DF S Max 0,03

Cu Max 1)
MPOTUBOTMOKA3AHINA
OTCcyTCTBYIOT
NMPEAYNPEXAOEHUA
OTcyTCTBYIOT

MEPbI MPEAOCTOPOXHOCTU

e [pu ob6GmMeHe waM uU3BJEYEHUU WU3LENNA HaL NPoOBOAHUKOM obecneyuBainite wu
noagepXxuneaTe coxpaHeHUe KaHasna 04 PEHTreHOCKONMYECKUM KOHTPOJiEM BO
n3bexxaHve HeOXXUAAHHOro CMeLeHNs NPOBOLHMKA.

e MaHuMnynsuMm ¢ MCNosb30BaHMEM MNpPoOBOAHMKA TpPebylT COOTBETCTBYHOLLErO
KOHTpPONA € MCNONb30BaHMeM BuU3yanusauun. byabTe BHMMATENbHbl W He
npunarainte ycunuin npu MaHMNynsaumax ¢ MPOBOAHUKOM MNPV YCTAHOB/IEHUYU
foctyna.

e [lpy Mcnonb30BaHMU MNPOBOAHMKA C MeTan/IMYeCKMMM KaHonamu / urnamm 6yabte
OCTOPOXHbl, MOCKOJIbKY BO3MOXHO /TIOBPEXAEHNE HAPYXXHOTO MOKPbITUSA.
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WMHCTPYKUMNWN no MPUMEHEHWNIO

1 Wcnonb3ysi acenTUYEcKyl TEXHUKY, W3BMEKUTE MNPOBOAHWK W3 YMNaKoOBKM U
NOMECTUTE B CTEPUILHOW 30HE.

2. W3BnekuTe MPoOBOAHMK U3 aepXaTens.

3. MpopaBuraiite TrvMbKUIA KOHUMK NPOBOAHMKA B WU3AeNne U pasMecTute ero B
Xenaemor aHaTOMUYECKO 30He.

MpumeyaHune: Ons o6ecnevyeHUst Hagnexal,ero COOTBETCTBUS MeXAy NPOBOAHUKOM W
ngenuem cnegyeTt nNpuHMMaTb BO BHUMaHWE pa3mMep OTBEPCTUS Ha €ro KOHYMKE U
ANVHY n3genus.

4. Tlocne 3aBepleHNss NCNOb30BaHNA MPOBOAHNKA W3BJIEKUTE €ro u3 Tena nayueHTa
N yTUnm3unpyiiTe.

YCNOBUA NMOCTABKN

N3penne noctaBnseTca CTEPUIM30BAaHHbIM C MCMNOMb30BaHWEM ra3oobpa3HoOro okcuga
3TUNeHa B  TepMETUYHON  yMaKOBKe. MpefHa3HayeHo  ANns  OA4HOPA30BOrO
ncnonb3oBaHuAa. HABNAeTCA CTEepPUSIbHbIM, €CNn NakeT SBASETCS 3aKpbiTO U He
noBpexaeH. He ncnonb3lyinte usgenne, ecim €CTb COMHEHUS B TOM, YTO OHO SIBNAETCS
CTEPUbHLIM. XpPaHUTb B TEMHO, CyXOM, MpoxjiagHoOM MecTe. M36erainte ANMTENbHOTO
BO3aelicTBUs cBeTa. [locne W3BMEYEHUS U3 YNakKoBKM OCMOTPUTE wu3fenve, 4YToObl
y6eanTbCsA, YTO OHO He MOBPEXAEHO.

CCbIJIKU

[JaHHble VWHCTPYKLMU NO MNPUMEHEHWIO OCHOBaHbl Ha oONbiTe Bpayden wun (Man)
ony6/MKOBaHHON uWMU nuTepaTtype. [AnA nonydyeHnsas uHPopmauum O Haanymm
[OCTYMHOW NuTepaTypbl 06paTnUTeCh K MECTHOMY TOProBOMY NpeAcTaBUTEN0 KOMNaHUM
Cook.

Mpoueaypa paspeLleHnst CNopoB B COOTBETCTBUM C AeACTBYIOLWMMM NpaBuiaMmn v
TeXHUYECKUMM cTaHaapTaMm

Onsa ohopmneHus BosepaTa npocbba yBegommtb KomnaHmio COOK no agpecy:
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

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

WWW.COOKMEDICAL.COM
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CPOK rogHocTm

«CpoK rogHocTu» onpegensietcd CUMBOSAMW Ha 3TUKeTke. CpoOK rogHocTM 0603HavaeTcs
yKasaHneM BpeMeHu Mpom3BoAcTBa (3aBOACKOW CMMBOJT) A0 YKa3aHHONM AaTbl UCTEUEHMS CpoKa
rogHoOCTU (CMMBOJT «MECOYHbIE Yackl»). PasHuua mMexay ABYMS AaTamu - 3TO CPOK FO4HOCTU.
MepeuncneHHble U3gennsa MMeT CPOoK rogHocTn 3 (Tpu) roga.

MPABUJTA XPAHEHNA

3TV n3genus AOMKHbI XPaHUTLCA B TEMHOM, CyXOM, MPOX/I1afHOM MecTe; usberatb
BO3ENCTBMNS CO/THEYHbIX JTy4eil.

MPABUJIA TPAHCTIIOPTUPOBKI

TpaHCcnopTMPOBKa MPUHMMAET BO BHUMaHMWe TN UCMO/b3yeMOro TPaHCMNOPTHOIO CpeAcTBa U
paccTosiHue, a Takke PUPMY-TPaHCMOPTUPOBLLMKA M OLEHKY YacTOTbl Y HU3KOYACTOTHOW
BMOpaUMM NpyU TPaHCNOPTMPOBKE.

MAPKNPOBKA

MpOBOAHUKM YPONOTUYECKME MOCTABASAITCA B MHAMBUAYa/lbHOW YMNaKoBKe, KOTOpas [LO/MKHas
6bITb 6€3 C/1ief0B NOBPEXAEHUS NN BCKPbITUA. Mpu 06HapyXXeHUn U3rnbos, N3N0MOB U MPOYMX
AedekToB 060pyaoBaHMe MCNOMb30BaTb Hesb3s.

Ha nacnopTHOI Tabnnuke U3enusi ykasaHbl creaytoline cBeaeHus:

- (hupma-npomnssoanTenb U afpec NPon3BOACTBa;

- HaMMeHoBaHue n3genns (Tpeing mapka);

- CepuiiHbIA HOMEP;

- OTMeTKa 0 Hanuuumn ceptudukarta CE;

- OTMETKa O CTepunn3aunm;

- agpec eBpONeicKoro npeacTaBmTens;

- TOBapHbI 3HAK NPeAnpuUATUS U3roTOBUTENS;

- faTta U3roToB/IeHUs;

- pasmMepsbl;

PUCYHOK;

HOMep napTuu;

CMMBOJ1 «HE WUCMO0JIb30BaTb MOBTOPHO;

cumBoa «OcTopoXKHO! O6paTuTech K MHCTPYKUUM MO MCMO/b30BaHNIO;
cMMBON «[TPOKOHCYbTUPYHATECH C VIHCTPYKUMER MO UCMO/b30BaHNIO»;
cuMmBon «bepeyb OT Barm»;

CMMBO/T «bepeyb OT NPAMbIX COTHEYHbIX Ty4ein»;

CPOK rofHoCTH.
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Atnplab Stiff Amplati Extra Stiff
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MPABUNA YTUITN3SALNN

Mocne 3aBepLIeHNs NpoLeaypbl U3AENNS AOSKHbI ObiTb YTUIN3UPOBaHbI B COOTBETCTBUM C
OpraHU3aunoHHbIM PYKOBOACTBOM B OTHOLLUEHMM GMOMOrMYECK OMacHbIX MeAULMHCKNX
OTXO/10B.

/Mognuce/

MeHe[kep Mo BOMpOcam PerynnpoBaHums
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MepeBos fJaHHOro TeKCTa chenaH MHOW, NepeBofYMKOM AcTBaLaTypsH Feopruem
KoHCTaHTuMHOBNYEM. TpeboBaHMSA K TeKCTY nepesoga (Makcumanb”
N3N0>KEHNE) MHE Pa3bACHEHbI.

NoArNNCb

Poccuiickaa ®epepayuns
fopoa MockBa
TpuHaguaToro mapTra [Be TbiCA4YMN BOCEMHAALATOro roga

A, [llectpeuoBa TaTbAHa AHIpeeBHa, HoTapuyc ropoga Mocksbl, ¢  ETE/bCTBYHO
NOAMMHHOCTL NoAgnucK nepesogymka ActeauatypsaH ["eoprus KOHCTaHTUHOBUYA.

Mognuck caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTL NOANMCABLUErO JOKYMEHT YCTaHOB/EHa.

3apeructpupoBaHo B peectpe: Ne 73/218-H/77-2018- T-bo3c¢

B3bICKaHO rocyaapcTBeHHOM NowvHbl (Mo Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a OKaszaHve YCnyr npaBoBOro M TEXHUYECKOro XapakTepa: -- py6. - Kor.

T.A. lNecTpeLoBa

AEUATH MPOIMNCb
MEYATD
Bcero  npowHypoBaHO,  MPOHYMEPOBaHO W
CKPEn/eHo neyatbrK n )
nucra\o
Peeaoen CerppaLYR Hotapuye: O ATNMNCb
f[qupMoea

TpuHaguatoro  Aupta  jBfThimumioccTagTera rqp

fl, MecTtpevoBa TaTbAHa AHAPeeBHa, HoTapuyc ropoga Mocksbl,
CBUAETE/IbCTBYI0 BEPHOCTb KOMUM C MPEACTAB/IEHHOMO  MHe
[lOKyMEHTa. ni/
Spevoppomaospeece N Y H25~U/7? 0/E CD(3
B3bCxaHO FOCYIaCTBEHHOV MOLLMVHB| (MO T3VTY); ~"60
Yria4eHo 3a okasaHvie yC/yr NpaBoBOro M TEXHUYECKOrO XapakTepa:

Bcero npowHypoBaHo,
nNpoHymepoBaHoy! ckpenseHo
neyaTblio.
JINCTOB.
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COOK INCORPORATeO

7ot ANEISALY

BLOOMINGTON. IN 47A04 USA

MWK 812.339.2235 ton1 fhci, 800.457.4500
WWW.COOKMCDICAL.COM

INSTRUCTION FOR USE
Urological Wire Guides

RFPC-035145; RFPC-035145-0; RFPC-038145; RFPC-038145-0; RFSPC-035145; RFSPC-
035145-0; RFSPC-035145-0-1; RFSPC-035145-0-1-AQ; RFSPC-038145; RFSPC-038145-0;
RFSPC-038145-0-1; RFSPC-038145-0-1-AQ; RLPC-035145; RLPC-035145-0; RLPC-038145;
RLPC-038145-0; RSPC-035145-DF-I; RSPC-035145-DF-1-AQ; RSPC-038145-DF-1; RSPC-
038145-DF-I-AQ; RPC-035145-5; RPC-038145-5; RPC-035145-0-5; RPC-038145-0-5; RSPC-
035145-r3F-)-AQ-5; RSPC-038145-DF-1-AQ-5

CAUTION: U.S. federal law restricts this device to sale by or on the order of a physician
(or a properly licensed practitioner).

DEVICE DESCRIPTION

Wire guides may be constructed of nitinol or stainless steel, and may include a TFE or
hydrophilic coating. Size and configuration may vary. Refer to product label for more
information. I'he included Olcott forque Device accepts .015 (0.38 mm) - .045 inch (1,14 mm)
wire guides and features a unique single-handed operation that permits rapid position changes
during the procedure.

A A

wl——#

Faund

INTENDED USE

Wire guides are used to gain ureteral access, to establish a tract, and to assist in the placement,
replacement, and exchange of medical devices during urological and gynecologic procedures.
The HiWire, BiWire and Roadrunner Wire Guides may also be used for catheter positioning and
Page 1 of 8
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exchange in a tortuoius or kinked ureter, traversing a large stone in route to the kidney, or in
cases demanding enhanced control and high radiopacity .

The Olcott Torque Device is used to grip and torque control the Roadrunner® PC Wire Guide, or
similar hydrophilic wire guides.

b T _ Wire guides

Rf'PC-035145; RFPC-035145-0; RFPC-
038145; RFPC-038145-0; RFSPC-035145;
RFSPC-035145-0; RFSPC-035145-0-1;
RFSPC-035145-0-1-AQ; RFSPC-038145;
RFSPC-038145-0; RFSPC-038145-0-1;
RFSPC-038145-0-1-AQ; RLPC-035145;
RLPC-035145-0; RLPC-038145; RLPC-
038145-0; RPC-035145-5; RPC-038145-5;
RPC-035145-0-5; RPC-038145-0-5;

RSPC-035145-DF-I; RSPC-038145-DF-I;
RSPC-035145-DF-1-AQ; RSPC-038145-DF-I-
AO; RSPC-035145-DF-1-AQ-5; RSPC-
038145-DF-1-AQ-5; RSPC-035145-DF-I-AQ-
5; RSPC-038145-DF-1-AQ-5

Catalogue Number Outer Diameter Ixngth Distal Tip Taper Remarks
Configuration Length

RPC-035145-5 .035 inch (0.89 mm) 145 cm angled 8cm Rigid shaft
RLPC-035145-0 .035 inch (0.89 mm) 145 cm straight 16 cm Rigid shaft
RLPC-035145 .035 inch (0.89 mm) 145 cm angled 16 cm Rigid shaft
RPC-038145-5 .038 inch (0.97 mm) 145 cm angled 8cm Rigid shaft
RLPC-038145-0 .038 inch (0.97 mm) 145 cm straight 16 cm Rigid shaft
RLPC-038145 ,038 inch (0.97 mm) 145 cm angled 16 cm Rigid shaft
RFSPC-035145-0  .035 inch (0.89 mm) 145 cm straight 3cm Flexible shaft
RFSPC-035145 .035 inch (0.89 mm) 145 cm angled 3cm Flexible shaft
RFPC-035145-0 .035 inch (0.89 mm) 145 cm straight 7cm Flexible shaft
RFPC-035145 .035 inch (0.89 mm) 145 cm angled 7cm ; Flexible shaft
RFSPC-038145-0  .038 inch (0.97 mm) 145 cm straight 3cm i Flexible shaft
RFSPC-038145 .038 inch (0.97 mm) 145 cm angled 3cm i Flexible shaft
RFPC-038145-0 .038 inch (0.97 mm) 145 cm straight 7cm Flexible shaft
RFPC-038145 .038 inch (0.97 mm) 145 cm angled 7cm Flexible shaft
RPC-035145-0-5 .035 inch (0.89 mm) 145 cm angled 7cm Flexible shaft
RPC-038145-0-5 .038 inch (0.97 mm) 145cm ! angled 7cm Flexible shaft
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Cf~raiogae Number

RFSPC-035145-0-1

RFSPC-038145-0-1

Outer Diameter

.035

.038

With AQ® Hydrophilic Coatiag

RFSPC-035145-0-1-AO

RFSPC-038145-0-1-AO

RSPC-035145-DF-1

RSPC-038145-DF-1

.035

.038

.035

.038

With AO® HvdroDhilic Coating

RSPC-035145-DF-1-AO

RSPC-038145-DF-1-AO

RSPC-035145-DF-1-AO-5

RSPC-038145-DF-1-AO-5
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,035

.038

.035

.038

inch (0.89 mm)

inch (0.97 mm)

inch (0.89 mm)

inch (0.97 mm)

inch (0.89 mm)

inch (0.97 mm)

inch (0.89 mm)

inch (0.97 mm)

inch (0.89 mm)

inch (0.97 mm)

Length

145 cm

145 cm

145 cm

145 cm

145 cm

145 cm

145 cm

145 cm

145 cm

145 cm

Rﬂparks

5 centimeter incremental
marks on shaft

5 centimeter incremental
marks on shaft

5 centimeter incremental
marks on shaft
5 centimeter incremental
marks on shaft
5 centimeter incremental
marks along shaft, AQ
coating at distal tip
5 centimeter incremental
marks along shaft, AQ
coating at distal tip

5 centimeter incremental
marks along shaft, AQ
coating at distal tip
5 centimeter incremental
marks along shaft, AQ
coating at distal tip
5 centimeter incremental
marks along shaft, only 5
centimeters of AQ coating at
distal tip
5 centimeter incremental
marks along shaft, only 5
centimeters of AQ coating at
distal tip



MATERIALS

Device De\ice (‘omponeni Name of Material Patient
Contacting

RFPC-035145; RFPC- Jacket Pol}'ether Urethane Direct Contact

035145-0; RFPC-038145; Coils Platinum/Tungsten Direct Contact

RFPC-038145-0;RFSPC-  Solder Silver (alloy: 78% silver, Indirect Contact

035145; RFSPC-035145- 20% palladium and 2%

0; RFSPC-035145-0-1; platinum)

RFSPC-035145-0-1-AQ; Mandril Wire Nickel Titanium Indirect Contact

RFSPC-038145; RFSPC-  (Nitinol) (titanium - 45%, nickel -

038145-0; RFSPC- 55%)

038145-0-1; RFSPC- Hydrophilic Coating Polyvinylpyrrolidone Direct Contact

038145-0-1-AQ; RLPC-  Torque Device Polylutylene 276-73 Non Contact

035145; RLPC-035145-0; (RSPC, RFSPC)
RLPC-038145;RLPC-
038145-0; RSPC-035145-
DF-1; RSPC-035145-DF-
I-AQ; RSPC-038145-DF-
1, RSPC-038145-DF-I-
AQ; RSPC-035145-DF-I-
AQ-5; RSPC-038145-DF-
1-AQ-5; RPC-035145-5;
RPC-038145-5; RPC-
035145-0-5; RPC-
038145-0-5

CONTRAINDICATIONS

None known

WARNINGS

None known

PRECAUTIONS

¢ Manipulation of wire guide requires appropriate imaging control. Use caution not to force or

over manipulate the wire guides when gaining access.

*« When using wire guide through a metal cannula/needle, use caution as damage may occur to
outer coating.

*« When exchanging or withdrawing an instrument over the wire guide, secure and maintain the

wire guide in place under fluoroscopy in order to avoid unexpected wire guide displacement,
¢ These wire guides are not intended for PTCA use.

¢ Hydrophilic coated wires are very slippery when wet. Always maintain control of the wire
guide when manipulating it through any device.
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INSTRUCTIONS FOR USE

Wire Guide

1. Using aseptic technique, remove the wire from its outer packaging and place in the sterile
field.

2. Remove the wire guide from the holder.

3. If using movable core wire guide, adjust mandril position by advancing or withdrawing the
mandril within the wire guide to achieve the required degree of flexibility.

4. For hydrophilically coated wires, activate the hydrophilic coating by immersion in sterile
water or sterile saline solution. For optimal performance, rehydrate the hydrophilic coated wire
guide after exposure to ambient environment or after extended use, replace it with a new
hydrophilic coated wire guide.

NOTE: For Roadrunner® PC Wire Guide Double Flexible, the pink end of wire guide is not
hydrophilically coated or intended for insertion into body.

5. Advance the flexible end of the wire guide into the device and position to the desired
anatomical location.

NOTE: Endhole size and length of the device must be taken into consideration to ensure proper
fit between wire guide and device.

6. After wire guide use is complete, remove from patient and discard.

Olcott Torque Device

1. With tliumb-slide in a forward position, place the Olcott Torque Device over the proximal end
of the wire guide to the desired location (Fig. 1).

2. Pull the thumb-slide back until the wire guide is held securely in place (Fig. 2).

« Hydrophilic coated wires are very slippery when wet. Always maintain control of the wire
guide when manipulating it through any device.

« For optimal performance, rehydrate the hydrophilic coated wire guide after exposure to
ambient environment or after extended u.se, replace it with a new hydrophilic coated wire guide.

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use.
Sterile if package is unopened or undamaged. Do not use the product if there is doubt as to
whether the product is sterile. Store in a dark, dry, cool place. Avoid extended exposure to light.
Upon removal from the package, inspect the product to ensure no damage has occurred.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Please notify Cook for return authorization.
Cook Medical Europe Ltd

O'FIALLORAN ROAD

NATIONAL TECHNOLOGY PARK
LIMERICK, IRELAND

TEL: +353 61 334440 FAX: +353 61 334441
WWW.CQOKMEPICAL.COM
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SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by indication
the time of manufacture (factor)' symbol) to the stated expiration date (hourglass symbol). The
difference between both dates is the shelf life.

These devices have a three (3) year shelflife.

STORAGE RULES
These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.

TRANSPORTATION RULES

Transportation shall account for the type of transportation employed, the destination, the vendor
used for transportation and an estimation of the frequency and harshness of any handling
required during transportation.

DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional guidelines
for biohazardous medical waste.

LABELING

Urological Wireguides are supplied in the individual packaging, which should show no signs of
damage or opening. Upon detecting the bends, breaks and other defects the device cannot be
used.

The label of the device above shows the following device parameters:

- company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address o f the EU representative;

- trade mark of tlie manufacturer;

- manufacturing date;

- sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Attention. See Instruction for Use”
- marking for consult Instruction for Use

- marking for “Keep dry”

- marking for “Keep away from sunlight”

- shelf life
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Roadrunner* Hydrophilic PCWire Guide
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Roadrunner" Hydrophilic PCWire Guide
With Flexible Shift and Short Taper
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DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional guidelines

for biohazardous medical waste.

Regulatory Affairs Manager
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MepeBOA C aHIINIACKOTO A3blKa Ha PYCCKUIA A3bIK

CEKPETAPb WITAT
WTAT NHOWNAHA

[MeyvaTb WTaTa NHanaHa

KoHHU JloycoH
CekpeTapb wTrara

AMNOCTUNNb
(Faarckas KoHBeHUuA oT 5 okTAb6psa 1961 ropa)

1. CtrpaHa: COEAVNHEHHDBIE WTATbl AMEPUKN

2. laHHbIA NYy6AMYHBIA AOKYMEHT 6bl nognucaH: >kummu J1. PugHep

3. BoicTynawouwmm B KayecTBe: Ny6/MYHOro HoTapmyca OT UMEHU U NO MOPYYEHUIO
oKpyra MoHpo

4. HOCUT neyaTb/WITamMn cneynanucTa cekperapuarta wrarta

3aBepeHo

5. B . UHanaHanonuc, NHanaHa
6. Ceagbmoe mapTta 2018 r.
7. CekpeTapem WTata NHanaHa
8. 3a Homepom: Ne A2017-0307115810
9. Meyartb: MeyaTtb WTata NHAMaHa
10. Noanucb: (KoHHW JloycoH, cekpeTapb wTaTta MHagnaHa)

OelictButenbHble ¢ 1 masa 2003 roga, Bce anoctunu Cekpetaps wrtata MHaMaHa

LOJ/DKHbI MMETb 3/IEKTPOHHYIO nevarb.
[JOKYyMeHT 6bin1 npocMoTpeH 17 mapTa 2012 1.
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Ha gpupmeHHOM 6n1aHke COOK

COOK INCORPORATED

750 O3sHmnenc Baii

. BaymuHrToH, MHgnaHa 47404 CLUA

Ten. 812.339.2235, ten. ropsAven nuHumn: 800.457.4500

www.cookmedical.com

CEPTN®PNKALMOHHOE 3AABJ/IEHUNE

Kak oTBeTCTBEHHbI npegctaBuTens Cook Incorporated, HacTosAwMM A NoATBepXKAato,

4YTO MpuUNaraeMblii LOKYMEHT siBnsietcs WHCTpyKUuMeli No npuMeHeHW «lMpoBOAHUKM
yponorunyeckume».

/Moanwucb/

Kpuc Besepc

MeHea)kep Mo Bonpocam peryinpoBaHus
Cook Incorporated

Wrat NHanaHa
Okpyr MoHpo

MoanucaHo nof npucsAroin B Mmoem npucytcteumn 05 mapta 2018 ropa.

Cpok gecTBusa moei nuueH3nnm nctekaet 06 aBrycta 2021 roga. /Moanwucek/

Oxxummu J1. PugHep

MeyaTb:

Axummu 1. PugHep

Ny6nuyHbln HoTapuyc, WTat NHanaHa
Okpyr MoHpo

NunueH3na Ne646433

Cpok geiicTBua Moeil NULeH3nn nctekaeTt
06 aBrycTta 2021 roga.
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HA3BHAYEHWE
MPOBOAHMKY UCNOMb3YHOTCS AN NOMYYEHWUs 4OCTYNa K MOYETOUHMKY, YCTaHOBNEHMS KaHana, a
TaKXe [/1s OKa3aHWs MOMOLLM MPU pasMeLLeHNI, 3aMeHe 1 0OMeHe MeAVLIMHCKUX M3fenuii Bo
BpeMSs NPOBeAEHUs YPOIOrMUYECKNX NpoLieayp.
PyKosiTKa finsi 06ecneyeHns KpyTsiero MomeHTa Olcott ncrnonb3yeTcs ans 3axeata i KOHTPOSS
KPYTSLLEro MOMeHTa NpoBoAHMKa Roadrunner® PC nvM60 aHaNornyHbiX MPOBOAHUKOB C
rMAPOMUIbHLIM MOKPbLITVEM, NOCTAB/ISIETCS B KOMMN/EKTE C NPOBOAHUKOM

doT0

id

AL LU L AL L

TEXHUWUYUECKUWE XAPAKTEPUCTUNKMU

Howmep n3genusa B
Katanore

RPC-035145-5
RLPC-035145-0
RLPC-035145

RPC-038145-5
RLPC-038145-0
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BHewHWiA anametp  [vHa

.035 atoima (0.89 mm) 145 cm
.035 groima (0.89 mm) 145 cm
.035 arorima (0.89 mm) 145 cm

.038 atoinma (0.97 mm) 145 cm
.038 atoinma (0.97 mm) 145 cm
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NPOBOAHMKM
RFPC-035145; RFPC-035145-0; RFPC-
038145; RFPC-038145-0; RFSPC-035145;

RFSPC-035145-0;
RFSPC-035145-0-1-AQ;
RFSPC-038145-0;
RFSPC-038145-0-1-AQ;
RLPC-035145-0; RLPC-038145;  RLPC-
038145-0; RPC-035145-5; RPC-038145-5;
RPC-035145-0-5; RPC-038145-0-5;

RFSPC-035145-0-1;
RFSPC-038145;
RFSPC-03 8145-0-1;
RLPC-035145;

RSPC-035145-DF-1I; RSPC-038145-DF-I;
RSPC-035145-DF-1-AQ;RSPC-038145-DF-

I-AQ; RSPC-035145-DF-I1-AQ-5; RSPC-
038145-DF-1-AQ-5; RSPC-035145-DF-1-AQ-
5; RSPC-038145-DF-1-AQ-5

KoHurypay [nvHa MpumeyaHua
ns KOHyco06pa3
[NCTaNbHOro HOro
HaKOHEYHUK HaKOHeYyHMKa
a
TBepaplii
N30rHyTble 8cm Kopnyc
TBepablii
Mpsamble 16 cm Kopnyc
Teepablin
M30rHyTble 16 cm Kopnyc
Teepablii
M3orHyTbie 8cm Kopnyc
MpaAmble 16 cm TBepablii



Kopnyc

TBepapli
RLPC-038145 .038 agtoinma (0.97 mm) 145 cm  L30rHyThle 16 cm Kopnyc
MMoKuiA
RFSPC-035145-0 .035 atoiima (0.89 mm) 145 cm  TMpsiMble 3cm Kopnyc
"MbKuin
RFSPC-035145  .035 gtoiima (0.89 mm) 145 cm  U30rHyTbIE 3cm Kopnyc
I MOKMi
RFPC-035145-0 .035 groima (0.89 mm) 145 cm  TMpsamble 7cm Kopryc
I N6KNIA
RFPC-035145 .035 aroiima (0.89 mm) 145 cm  U30rHyTble 7cm Kopnyc
I 6K
RFSPC-038145-0 .038 gtorima (0.97 mm) 145cm  TMpamvble 3cm Kopnyc
I N6KUIA
RFSPC-038145  .038 arorima (0.97 mm) 145 cm  M30rHyTbIe 3cm Kopnyc
I NOKMiA
RFPC-038145-0 .038 atoiima (0.97 mv) 145 cm  TMpsamble 7cm Kopnyc
I NOKMiA
RFPC-038145 .038 aroiima (0.97 mm) 145 cm  M30rHyThle 7cm Kopnyc
MMbKuin
RPC-035145-0-5 .035 atoiima (0.89 mm) 145 cm  30rHyThbIE 7cm Kopnyc
"MbKuiA
RPC-038145-0-5 .038 gtoiima (0.97 mm) 145 cm  M30rHyThble 7cm Kopnyc

Mapkepbl C Lwarom 5 cMm Ha

RFSPC-035145-0-1 .035 parorima (0.89 Mm) 145 cm Kopnyce
Mapkepbl C LLarom 5 cM Ha
RFSPC-038145-0-1 .038 atoinma (0.97 Mm) 145 cm Kopnyce

C rngpounbHbIM NoKpbITEM AQ®
Mapkepsbl C Larom 5 cm Ha

RFSPC-035145-0-1-AQ .035 parorima (0.89 Mm) 145 cm Kopnyce
MapkKepsbl C LWIarom S cM Ha
RFSPC-038145-0-1-AQ .038 grorima (0.97 mm) 145 cm Kopnyce

Mapkepbl BAo/b Kopnyca ¢
warom 5 cm, nokpbitve AQ
RSPC-035145-DF-I .035 parorima (0.89 mm) 145cm  Ha AUCTa/IbHOM HaKOHEYHUKe
Mapkepb! B0/ Kopryca ¢
lwarom 5 cm, nokpbiTne AQ
RSPC-038145-DF-I .038 groiima (0.97 mm) 145cm  Ha AUCTa/IbHOM HAKOHEeYHUKe
C rngpotmnbHbIM NOKpbITEM AQ®
Mapkepbl BOonb Kopnyca ¢
warom 5 cm, nokpbiTre AQ
RSPC-035145-DF-1-AQ .035 groiima (0.89 Mm) 145cm  Ha AMCTa/IbHOM HAaKOHEYHUKe
Mapkepbl BAoMb Kopnyca ¢
warom 5 cm, nokpbiTne AQ
RSPC-038145-DF-1-AQ .038 groiima (0.97 mm) 145cm  Ha AUCTa/lbHOM HaKOHEYHWKe
RSPC-035145-DF-I-AQ-5 .035 pgtoiima (0.89 mm) 145 cm Mapkepb! BA0Mb KOpnyca ¢
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e mapohunbHble MOKPbITUE TMPOBOAHMKA SBMSETC OYEHb CKO/Mb3KUM MPY  YBNAXKHEHWN.
Bcerga coxpaHsiiTe KOHTPONb Haf, MPOBOAHWMKOM MPU  MaHUMyMsauusix ¢ Kakum-nm6o
U3aenvem.

o [na obecneyeHnss ONTUMaNbHON 3(EKTUBHOCTU YBAAKHANTE rMAPODMILHOE MOKPbITHE
NPOBOAHMKa MOC/Me BO3AENCTBUA OKpY>XKalowed cpefbl, 160 Mocne ero A/nTeslbHOro
CMO/b30BaHUSA 3aMEHNTE U3L4eNNe Ha HOBOE C MMAPOGINIbHBIM MOKPbITUEM.

YCnoBmda NMoCTABKN

3aenme nocTaBisieTcsl CTEPUNM30BAHHBIM C UCMO/b30BAHUEM a3006pa3HOr0 OKcua 3TUIeHa B
repMeTUYHONM ynakoBke. [peAHasHayeHo [Ans O[HOPA30BOr0 WCMOMb30BaHWS. SABNSETCS
CTEPW/IbHBIM, ECNM MAKeT SIBSIETCA 3aKPbITOM 1 He MOBPEXAeH. He ucnonb3yiiTe U3genve, ecnm
eCTb COMHEHMSI B TOM, UTO OHO SIBMISIETCS CTEPUbHLIM. XPaHUTb B TEMHO, CyXOM, MPOX/IafAHOM
MecTe. M3Geraiite A/MTENBLHOTO BO3AECTBMS cBeTa. [locnie M3BMEUEHUS U3 YMAKOBKY
OCMOTPUTE M3AeNMne, YToBbI YOeAUTLCS, YTO OHO He MOBPEXIEHO.

Mpoueaypa pa3peweHns CNOPOB B COOTBETCTBUM C AeNCTBY W UMM NpaBunaMmm u
TEXHUUYECKUMMN CTaHAapTaMm

[na ohopmneHns Bosspara npocsba ysegomutb KoMmnanmio COOK no agpecy:
Cook Medical Europe Ltd

OHALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

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

WWW.COOKMEDICAL.COM

CPOKropgHocTMH

«CpoK rofHoOCTU» OnpeaensieTca cuUMBO/IaMM Ha 3TUKeTke. CpOK rogHocTM 0603HavaeTcs
yKa3aHMEM BpPEMEHU MPOM3BOACTBA (3aBOACKON CUMBO/T) A0 YKa3aHHOW AaTbl UCTEYEHUS CPOKa
rogHOCTU (CMMBON «MEeCOYHbIE Yacbkl»). PasHuLa MeXay ABYMSA AaTtamu - 3TO CPOK FOAHOCTW.
MepeyncneHHble N3a4e1nsa UMeKT CPOK rogHocTn 3 (Tpn) roga.

MPABUITA XPAHEHNA

TN n3[eNns SO/MKHbI XPaHUTLCA B TEMHOM, CYXOM, NPOX/1aaHOM MecTe; u3berarb BO3AelCTBMS
COJTHEYHBIX JTyyein.

MPABUWNA TPAHCIMOPTNPOBKWN

TpaHCnopTMPOBKa NPUHUMAET BO BHUMaHMWe TWM KUCMO/b3yeMOro TPaHCMOPTHOrO CPeACTBa W
paccTosiHMe, a TakKe PUPMY-TPaHCMOPTUPOBLLMKA U OLLEHKY YacTOTbl M HU3KOYACTOTHOW
BUOPALLMI NPU TPAHCMOPTUPOBKE.

NMPABUNTA YTUNTN3ALUNU

Mocne 3aBepLUeHKs NpoLeaypbl U3AENNS AO/MKHbI ObITb YTUNN3MPOBaHbLI B COOTBETCTBUN C
OpraHu13aLMoHHbIM PYKOBOACTBOM B OTHOLLIEHUM GMOMOMMYECKI OMACHbIX MEAULIMHCKMX
OTXO/I0B.
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MAPKWVPOBKA

MpPOBOAHMKM YPONOrMyeckre MOCTaBNSOTCS B WHAMBUAYANbHOW YNaKoBKe, KOTOpas A0/KHas
6bITb 6€3 CNeloB MNOBPEXAEHNS AN BCKPbITUS. Mpy 06HapYXXeHUW U3rM6OB, U3/IOMOB M MPOUMX
AetheKToB 060pyA0BaHNE UCMO/b30BaTh HEMb3S.

Ha nacnopTHoli TabnMUKe U3AeNNs yKasaHbl CreaytoLLye CBeAeHIS:

- (hrpma-npor3BoanTeNb 1 afpec NPOU3BOACTBA,;

- HaMMeHOBaHwWe n3fenua (Tpeig Mapka);

- CepUIAHbIA HOMeEp;

- OTMeTKa 0 Ha/imymm ceptudgmkara CE;

- OTMETKa O CTepUIn3aLnu,

- a[lpec eBpONeNCcKoro npeacTaBuTeNs;

- TOBAPHbI 3HaK NPesnpusTUA N3roToBUTENS;

- jaTa U3roToB/EHMS;

- pa3mepsl;

- PUCYHOK;

- HOMep napTuu;

- CUMBOJ1 «He UCMO0/b30BaTh NOBTOPHO»;

- cumBoN «OCcTOpOoXKHO! O6paTnTech K HCTPYKLMM MO UCMONb30BaHWIO»
- CUMBOS «POKOHCYNbTUPYITECH C IHCTPYKUMEN NO NUCMOMb30BaHMIO»
- cumBon «bepeyb OT BRarn»,

- CUMBON «bepeyb OT NPSAMbIX COMHEYHBIX NyYeii»;

- CPOK rOZiHOCTW.
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COOK MEDICAL

Roadrunner* Hydrophilic PC Wire Guide

With 8cm Taper
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COOK MEDICAL

Roadrunner* Hydrophilic PC Wire Guide
With Flexible Shad and Short Taper
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COOK MEDICAL
Roadrunner* Hydrophilic PC Wire Guide

With 8cm Taper
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COOK MEDICAL
Roadrunner* PC Double Flexible Tip Wire Guide

With 5em Hydrophilic Coating
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BiWire™ Nitinol Core Wire Gutde
With Hydrophilic Coating
COOK MEDICAL Stiff Shaft

Roadrunner* PC Double Flexible Tip Wire Guide

N13T1/160cm
With 5cm Hydrophilic Coating
|3€di 3cm
i RSPC-038145-DN-AQ-5
1(356991 LLHTINV1IA
L
STERILE IEO
RxXONLY ror 12345678
_ G|
Rxoniy L [0} 9 2012-11 ) “ooea
kteriuleol j2 /mcoom AT v VeEngsE Od»dmﬁfmm mﬂ:zgliMrwW\
. 2009*11
4 COOK*  LKK:omwmiid ?;\&336150 1235606
AW Npi
ALLkdUVE NrddS<m
a‘l‘b|/|>1p*,L\J;E .
coox- i WAL 111
D w .
K * 73l Q0 AT
COOK AR eIV
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Mocne 3aBepLIeHNs NpoLeaypbl U3AENUS LOMKHbI OblTb YTUIN3MPOBaHbI B COOTBETCTBUM C
OpraHn3auMoHHbIM PYKOBOACTBOM B OTHOLLUEHWUM GUOMOrMYECKN ONAaCHbIX MeAULMHCKNX
OTXO[10B.

/Mopnwuce/

MeHempkep Mo BOMpOCam PerynnpoBaHus
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MepeBof AaHHOro TeKcTa CAenaH MHOIM, nepeBoAYMKOM AcTBauaTypsH Feopruem
KoHcTaHTuHoBMYeM. TpeboBaHUA K TeKCTY nepesofa (Makc OCTb, rpamoTHOe
N3N0>KEHWNE) MHE Pa3bACHEHDI.

NnoAarcCb

Poccuiickaa ®egepauns
fopoa MockBa

TpuvHaauaToro Mmaprta jBe TbiCAYM BOCEMHAALATOro r

A, [llectpeyoBa TaTbAHa AHApeeBHa, HoTapuyc ropoga MOCKBbI' CBUAETENLCTBYHO
NoAJ/IMHHOCTbL MOANMCK NepeBoAYMKa AcTBauatypsH ['eoprusa KoHcTaHTMHOBKUYA!

Moanuck caenaHa B MOEM MPUC3MICTBUN.

JInyHOCTb NOANMCaBLLErO AOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: Ne 73/218-H/77-2018- 2,- boa'}-

B3bICKaHO rocyapCTBEHHOW nownHbl (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKa3aHWe yCnyr npaBoBOro Y TEXHUYECKOro XapakTepa: —py6.  Kor.

I—Iolull—l I/ICb;I—A NecTpeuoBa

MEYATDb
MEYATDb
Poootkan deppauym
I Moea Bcero MNPOLUHYpPOBaHo, MPOH_ 0OBaHO
I'Dvraum MepTa  ABEWWIKTBATWTA3 CKpereHo nevyatbLy, AN ( A
- nMcTa\os ,, M.«
JOKyMEHTa. KOMUM C MPEACTABEHHONO MHe HoTapuy/l Oﬂ I_I I/IC I:)
pervcTprpoBaHo Bpeecpe: N i/l 2~XC/P~0~%nQi
AN mymmALIb| (Ot v /

VITEHEHD 38, 0KaGAHVE YO YT MBBCE0NO U TEXHVMECKOT XBBKTEE,

Bcero npouwHypoaaHo,
npoHymMepoBa|”™ n CKpenieHo

neyaTtbio

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



