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COOK®

MEDICAL

INSTRUCTION FOR USE

Procedural Sets for Percutaneous Transjugular Access for Invasive Radiology
USAGE: used to obtain percutaneous transjugular access though a single puncture during
parallel control over the procedure when using radioexamination in order to assist invasive
radiology procedure.
DEVICE DESCRIPTION
Table of conversions
Parameter Conversion

1 French Imm- IFr/3
1 Inch 25,4 mm

R5sch -Uchida Transiuguiar Liver Access Set IRUPSMNOOQI

Rosch-Uchida Transjugular Liver Access Set identified with the product catalogue number

RUPS-IOO is comprised of a Stylet Catheter, Transjugular Needle, dilator, and a Flexor® Check-
Flo® Introducer Set.
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The Stylet Catheter is manufactured as a | ransjugular stylet / catheter combination device. The
inner stylet is measuring 53.5 centimeters. The distal lip ofthe stylet has a pencil point bevel.
The matched catheter is a 5.2 French/1.73 mm device and measures 62.5 centimeters in length.
The distal end of the catheter is tapered and fits snugly over the matched stylet.

The Transjugular needle is manufactured as a needle / catheter combination device. The needle
component is manufactured as a 14 gage/ 1.98 mm and measures 51.5 centimeters in length. The
needle is designed with a distal curve formation and a 60° bevel. The proximal fitting is designed as
a metal hub with baseplate (length 1.500 inch/ 38.1 mm; width 0.500 inch/ 12.7 mm). The matching
catheter has diameter 10.0 French/ 3.57 mm. This catheter has a Lucr lock fitting and standard
connecting cap. When fit and locked in place over the Rosch-Uchida transjugular needle, the
catheter is designed to extend 3 millimeters beyond the needle tip. The distal tip ofthe catheter is
tapered to fit snugly against the cannula.

The dilator component is a 12.0 French/ 4 mm device. This dilator measures 20 centimeters in
length and has a distal endhole compatible with a 0.038 inch/ 0.97 mm diameter wire guide. The
distal tip of the dilator is tapered.

The Flexor® Check-Flo® Introducer Set provided with the ROsch-Uchida Transjugular Liver
Access Set is designed as a 10.0 French/ 3.33 mm introducer with steel braids incorporated in the
tubing wall and is fit for a smooth transition to a polyethylene dilator. The Flexor® Check-Flo®
introducer has a nominal length of 40 centimeters. The distal endhole is compatible with a 0.038
inch / 0.97 mm diameter wire guide. A Check-Flo® valve assembly comprised of a Check-Flo®,
connecting tube and stopcock assembly serves as the proximal fitting.

Set Component Diameter, Length,
Fr/ mm or inch/mm or G/mm cm
Transjugular needle «Rosch- 14/2,05(%0,1) 51.5(x10%)
Uchida» G/mm
Transjugular catheter Fr/mm 10/3.3 (x10%) 51.8(x10%)
Stylet inch/mm 0.038/0.97 (£10%) 62.5(x10%)
Stylet catheter Fr/mm 5.2/1.73 (£10%) 62.5 (£10%)
Dilator Fr/mm 12/4(£10%) 20(x10%)
Introducer Flexor Check-Flo 10.0/3.3 (£10%) 40(£10%)
Fr/mm
10.0/3.3(x10%) 51(+10%)
MATERIALS

Rosch-UchidaTransjugular Liver Access Set (RUPS-100)

Component Material Patient Contacting
Transiugular needle  Needle; Direct Contact
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«RCsch-Uchida» Stainless Steel AISI 304;

C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8- 105

P-Max 0,045

S-Max 0,03

Cu-Max 1

Hub: Polycarbonate # 80020
I'Yansjugular Radiopaque fluorinated ethylene propylene MS  Direct Contact

catheter #183
Catheter Tip:

Polyamide (Nylon)12
ff 40340
Dilator Thick-walled polyethylene #30943 Direct Contact
Hub: Polyurethane
Introducer Flexor Sheath: Direct Contact
Check-Flo Nylon MS# 160
Coil;
Stainless Steel AISI 304:
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;
Inner liner:
Non-radiopaque polytetrafluoroethylene MS
#125
Soft tip (NRLT):
Nylon radiopaque MS # 119
Dilator:
Polyethylene (PTWT) MS # 136
Hub:
HOPE
Stylet Stainless Steel AISI 304 Direct Contact
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,
Stylet catheter Polytetrafluoroethylene MS # 121 Direct Contact

INTENDED USE

The Rdsch-Uchida Transjugular Liver Access Set (RUPS-IO0) is intended for transjugular liver
access in diagnostic and interventional procedures.
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CONTRAINDICATIONS

« coagulopathy (disfunction in the coagulability of the blood)

« inflammatory process in the area of puncture, which negates the functionality of the
procedure and is dangerous to the patient (inflammatory diseases of the skin, hypoderm
with the risk of spreading).

» benign and malignant formations in the area of puncture, which are not objects of
examination and/or treatment, which if traumatized may cause complications to the
course of disease (diapyesis, haemorrhage, spreading of the malignant process).

» in case of percutaneous puncture of the designated organ is contraindicated according to
objective reasons.

e impaired cardial function

« renal or hepatic insufficiency

» severe pulmonary hypertension

» occlusion of hepatic or renal veins

» severe coagulopathy (MNO>5, thrombocytopenia 20000/cm”)

COMPLICATIONS

* hacmatoma in the neck area

* pneumothorax

» formation of arteriovenous aneurysm
* inside haematoma

WARNINGS:

* If resistance is encountered during advancement of Flexor sheath, assess cause of resistance
and consider dilation of any restriction identified or consider alternate treatment strategy. If
Flexor sheath is advanced through resistance, force to remove the sheath will be higher,
increasing the risk of sheath material or hub separation upon withdrawal.

« Reinsertion of dilator prior to removal of Flexor sheath increases the strength of the sheath and
lessens the risk of device separation. If resistance is anticipated or encountered during
withdrawal of Flexor sheath, consider carefully reinserting the dilator prior to continuing
removal.

PRECAUTIONS

e This product is intended for use by physicians trained and experienced in diagnostic and
interventional techniques. Standard techniques for placement of vascular access sheaths,
angiographic catheters and wire guides should be employed.

Avoid transcapsular puncture.

» Manipulation of products requires fluoroscopic guidance.

* The patient should be monitored (EKG, oximetry, blood pressure, pulse) during the procedure.
 Before introduction and periodically during the procedure, the transjugular introducer sheath
should be flushed with saline.

mThe potential effects of phthalates on pregnant/nursing women or children have not been fully
characterized and there may be concern for reproductive and developmental effects.
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« |f the device is to remain in a vessel for an extended period of time, appropriate measures (i.c.,
flushing with heparinized intravenous flushing solution) should be taken to reduce risk of clot
formation.

POTENTIAL ADVERSE EVENTS

e Inlraperitoneal and liver hemorrhage
e Carotid artery puncture

e Pneumothorax

» Air embolism

» Puncture site hematoma

e Cardiac arrhythmia

» Arteriovenous fistula

Possible complications of the TIPS procedure:

* TIPS shunt dysfunction

» Thrombosis

* Occlusion / stenosis

* Liver capsule puncture

* Intraperitoneal bleeding

* Liver heart attack

* Fistula

* Hematobilia

* Sepsis

* TIPS shunt infection

* Hemolysis

« Encephalopathy

* Migration of the stent or placement of the stent in the inferior vena cava or too far in the
portal vein

 Pulmonary hypertension

* Puncture of the gallbladder or biliary tract.
» Damage to the hepatic artery.

* Hematoma in the neck.

 Congestive heart failure.

* Pscudoaneurysm

* Dissection or occlusion of the vessel
* The formation of arterioportal fistula
eLiver failure

Contraindications TIPS procedure:

Absolute

* Primary bleeding prevention

» Congestive heart failure

» Uncontrolled systemic infection or sepsis
* Unresolved bile duct obstruction

* Severe pulmonary hypertension

Relative

Page 5o0f 12
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» Hepatoma, especially from varicose veins central
» Multiple hepatic cysts of the hepatic veins

« portal vein thrombosis

« Severe coagulopathy (INR 5)

» Thrombocytopenia <20000 / cm3

* Pulmonary hypertension of moderate severity

INSTRUCTIONS FOR USE

1 Using Micropuncture or standard 18 gage/ 1.27 mm access techniques, introduce an
appropriate 0.035 inch/ 0.89 mm wire guide into the inferior vena cava via jugular venous
access.

2. Using a selective catheter and a wire guide of choice, catheterize the right hepatic vein (RHV)
or the most adequate hepatic vein branch.

3. Leaving the wire guide in a safe, distal position, remove the catheter.

4. Advance the introducer sheath assembly over the wire guide into the hepatic vein. Remove the
dilator from the sheath, leaving the wire guide in place.

5. Insert the stiffening cannula into the TFE catheter, and introduce the cathcter/cannula
assembly over the wire into the introducer sheath, positioning the catheter/cannula assembly into
the distal hepatic vein. Remove the wire.

6. Introduce the blue catheter with flexible trocar stylet assembly through the catheter/cannula
assembly. NOTE: The stylet should not protrude past the TFE catheter end hole.

7. Orient the catheter/cannula assembly inferiorly and rotate anteriorly (arrow baseplate on
needle indicates direction of needle curve).

8. Wedging the catheter/cannula assembly against the vein wall, thrust the blue cathcter/trocar
stylet assembly in one movement forward through the hepatic parenchyma and toward the portal
system.

9. Remove the trocar stylet from the blue catheter. Connect a syringe with contrast medium (not
part of this set) to the catheter, apply suction, and withdraw the catheter until blood is seen.
Inject a small amount of contrast medium in order to confirm position in the portal system.

10. Introduce a wire guide into the portal branch and select the main portal vein (MPV).

11 Holding the stiffening cannula in stable position, advance the TFE catheter and introducer
sheath over the blue catheter and wire guide into position across the parenchymal tract.

12. Remove the stiffening cannula and blue catheter from the assembly. The wire guide and TFE
catheter may be removed or utilized as required for further diagnostic or interventional
procedures.

13. Following completion of diagnostic and interventional procedures, remove the introducer
sheath. Avoid applying traction to hub during removal. If resistance is anticipated or encountered
during withdrawal ofthe introducer sheath, consider reinserting the dilator and removing the
sheath and dilator as a unit.

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.

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.
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TECHNICAL CHARACTERISTICS:

Technical characteristics o fthe needles mentioned as coTponewl.y in this Technical Data
Summary:

Connection ofthe needle tip and tube should not be broken under minimum force excersized on
the tip and tube in the direction of their separation, which equals 40 N. Resilience: after force
10,0 N, maximum deviation —0,45 mm. Straightness: deviation from tube and tip concentricity
should not exceed more than 0,2 mm. Maximum allowed deviation from the tip axis 32 When
needle tip is deviated at the distance of 17,5 mm - needles should not break. Blunting radius of
the working parts of the instruments should be no more than 0,03 mm. Roughness of the surface
- no more than 0,16 mkm.

Technical characteristics o fthe wire 2uides mentioned as components in this Technical Data
Summary:

Bending strength of the wire guide in not less than 22 N - when deviated at no more than 0,45
mm. Connection strength of the safety wire and guide sheath is not less than 35 N. Connection
strength of the guide core and its sheath is not less than 30 N.

Procedural Kits for percutaneous trans-junctional access for invasive radiology are not subject to
drastic changes in ambient temperature.

STORAGE CONDITIONS

e Temperature: from+5°C to+35 ®C
¢ Relative humidity from 30 to 85%

OPERATING CONDITIONS

e Operating temperature: from + 32RC to + 42@C
* Ambient temperature: +10®C to +35@C

» Relative humidity from 30% to 85%

e Atmospheric pressure 700 hPato 1060 hPa

TRANSPORT CONDITIONS:

« Transportation temperature: +5 to + 35 ®C, protect from moisture and direct sunlight
» Relative humidity: 30% to 85%

» Atmospheric pressure from 700 hPa to 1060 hPa
OPERATING CHARACTERISTICS

e I'ne products are stable under vibration loads in the range of 10-55 Hz, the amplitude of
movement is 0.15 mm
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e Products in transport packaging are stable under vibration loads in the range of 10-55 Hz,
the amplitude of movement is 0.35 mm and shock loads at a peak acceleration of 100 m /
s2 (10g) and the duration of shock acceleration is 16 ms.

* Products are not subject to a sharp change in ambient temperature.

» Products are delivered sterile and are not subject to repeated disinfection, pre-sterilization
cleaning and sterilization.

VARRANTV

An authorized representative ofthe manufacturer in the territory of the Russian Federation is the
ZAO "SHAG".

Russia, 119002, Moscow, Karmanitskiy per., 9.o0ffice 501a.

phone; (495) 956-13-09;

Fax: (495) 956-1310,

e-mail: info@schag.ru

Manufacturer’s warranty binding on quality products.

The manufacturer gu™'antees the operability and preservation of the sterility of the devices
during the entire shelf life (3 years from the date of manufacture indicated on the package),
under the storage conditions.

These devices are intended for single use and are sterile if the package is not opened or damaged.
Do not use the device if there is any doubt that it is sterile.

COMPLIANCK WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

Cook Incorporated manufactures all medical products in accordance with the United States Food
and Drug Administration (FDA) Quality System Regulations, 21 CFR Part 820, Quality System
Regulations.

All of Cook facilities arc also certified to 1SO 13485 (2003) Quality Management System.
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.

Procedural sets for percutaneous transjugular access for invasive radiology, falling under the
scope of this Technical Data Summary - have a 3 (three) year shelf-life
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STERILZATION DETAILS

Procedural sets for percutaneous transjugular access for invasive radiology are supplied sterile in
peel open packages utilizing an EtO (Ethylene Oxide) validated method to a sterility assurance
level (SAL) of 10", These devices are intended for one-time use, sterile if unopened or
undamaged. Do not use the product if there is doubt as to whether the product is sterile.

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

PACKAGING

Rosch-UchidaTransiueular Liver Access Set RUPS-IOO:; is sunnlicd in individnal
packaging:

1 Transjugular catheter diameter 10 Fr/3,3 mm, length 51,8 cm - Ip.

2. Stylet catheter diameter 5,2 Fr/l,73 mm, length 62,5 cm - Ip.

3. Transjugular needle "Rosch-Uchida" diameter 14 G/2,05 mm, length 51,5 cm - Ip.
4. Stylet diameter 0,038 atoiima/0,97 mm, length 62,5 cm - Ip.

5. Introducer "Flexor Check-Flo™ diameter 10 Fr/3,3 mm, length 40 cm - Ip.

6. Dilator diameter 12 Fr/4 mm, length 20 cm - Ip.

7. Instruction for use-Ip.

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.

DELIVERY CONDITIONS

The Rosch-Uchida Transjugular Liver Access Set arc shipped individually with instructions for
use in individual packaging, which is placed in boxes of corrugated cardboard.

TRANSPORT MARKING

Individual packages are stacked in corrugated cardboard boxes. The boxes are sealed with a
control tape over the side walls or along the perimeter. The shipping label contains information
about box sizes, a unigue bar code, lot, catalog and global product number (GPN-Global Product

Number), the number of packages inside the box, the expiration date, the Cook Medical logo,
and symbols:

f - a symbol for ”Fragile, handle with care”
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- the symbol for "Temperature Limit

- the symbol for "Keep Dry

PACKAGING PARAMETERS

RPNs
RUPS-I00

TERMS OF USE

Height, cm Width, cm Weight, gr Tolerance

15.2 110.4 +- 10 %

The Rosch-Uchida Transjugular Liver Access Set are used in medical institutions.

LABELING

Procedural sets for percutaneous transjugular access for invasive radiology 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.

'fhe label of the device shows the following device parameters:

S_ymbol
J
[1ot]

IREFI

|BTac.po
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Parameters

Manufacturer

Batch code

Catalogue number
Date of manufature
Use-by date

Do not re-use
Sterilized using ethylene oxide

Keep dry

Keep away from sunlight



EC REP Authorized representative in the European Community

Rosch-Uchida Transjugular Liver Access Set
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Additional symbols on the label:
- marking “For specialists only”;
- medical device name;
- parameters and general device drawing;
- symbol about CE certification;
- bar-code.
- marking for phthalate

AGREED LABEL LAYOUT

It is provided by an authorized representative of the manufacturer in the territory of the Russian
Federation. The layout of the label is applied in the form of a sticker (as an addition to the main
label). It includes information about device non-toxicily and the non-use of the product in
damaged packaging.

Product Label Layout
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DISPOSAL RULES

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

:man J nerrano Vargas Date
tegulat(”™ Affairs Specialist
Cook ljfcorporated SASHA L BROWN
jA ld/aw..)!\lotasry Public. State of Indiana

Greene County
Commission f 658997

: ; \ * S My Commission Expires
United Statgs of America ) October 06. 2022
Stale of Indiana ) ss:

County of Greene )
Subscribed and sworn to before me this b day of 2020.

My commission expires on October 06, 2022.
Sasha L Brown
Notary Public, Stale of Indiana
Greene County
Commission# 658997
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MepeBof C aHIIMIACKOIO f3blKa Ha PYCCKUI A3bIK

CEKPETAPbL LUTATA
<[lMeyvatb LWrarta VHguaHa> WTAT NHONAHA

KOHHW JToycoH
CekpeTapb WTaTa

AMOCTWNb
(Faarckasa KoHBeHuusi oT 5 okTa6psa 1961 ropa)

CTpaHa: CoefiuHeHHble LLITaTbl AMeprKM
HacToswmin omumanbHblil JOKYMEHT 6bin noanucad: Catwa f1. BpayH
BbicTynatouMm B KayecTBe HoTapuyca okpyra [puH
M cKpenneH neyaTtbio/LLITAMNOM HOTapUyca 1 ceKpeTapst LTata VHavaHa

>N e

3aBepeHo
B I. MHamMaHanonuc, HanaHa
Maroe mapta 2020 .
CekpeTtapem LLTaTa MHAnaHa
PerncTpaumoHHbIi Homep: A2020-0305113226
Meyvarts/LUTamn
10. Moanuck: (KoHHKM JTOYCOH, cekpeTapb WTata MHAMaHa)

© o N o

<Bonbluas rep6oBas neyatk wWTaTa VHaMaHa>

OelictButensHble ¢ 1 Mas 2003 roga, Bce anoctunu CekpeTaps wtata VIHAnaHa AO/MKHbI UMETb
3NEKTPOHHYIO neyatsb.
[ OoKyMeHT 6bln1 npocmoTpeH 17 mapta 2012 .

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



COOK™*

MEDICAL

MHCTPYKUWMA no SKCIMNYATALNN

Hab6opbl NpouefypHble A/151 UPECKOXHOI0 TPAHCbhSPEMHOr0 40CTyna 4719 UHBA3WBHOA
pagnonoruun.

OCnOIMIOI- HN3HAYBHWB: lMpeaHasHauyeHbl ANA NOMYYEHUA YPECKOXKHOT0 TPaHCHbAPEMHOIrO
focTyna Yepe3 efVMHCTBEHHbI MPOKON MPU MapansieNbHOM KOHTPOJie NPOBeAeHUs MpoLeaypbl
nocpeACcTBOM PEHTFeHOCKONUY AN 06/1e4eHNA NHBA3UBHOW Pafuo/iorMyeckoi npoueaypsbl.

OMMNCAHWE U3AENNA

Tabnuuya npeobpasoBaHuin

EAvHMLbI Mpeobpa3oBaHue
1Fr Imm = IFr/3
lawonm 25,4 Mm

Hab6op Rosch -UchidaTransiugular Liver Access Set (RUPS-100)

Habop Ans TpaHCbAPEMHOro neyeHo4yHoro goctyna Rosch-Uchida, o603HauyeHHbIi B KaTtanore
npogykumn nog Homepom RUPS-100, cOCTOUT M3 CTUNETHOrO KateTepa, TPaHCHLAPEMHOWN WI/bl,
pacwupuTens u nHTpogetocepa Flexor® Check-Flo®.

CTUNeTHbIN KaTeTep W3rOTOB/IEH B BUAE KOMOWHMPOBAHHOIO U34eNNA  TPaHCHAPEMHBbIN
cTunet/katetep. BHYTpeHHUI cTuneT umeeT ganHy 53,5 cM. JucTanbHbIA  KOHeL, CTuieTa UmeeT
TOYKY CKoca B BuAe KapaHpawa. KateTep dABnseTca m3genvem auametrpom 5,2 Fr/1,73 MM u

CtpaHuua 2 N3 14
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ANVHOW 62,5 cM. OcTpue ANCTanbHOro KOHLA CTU/ETa BbIMOMHEHO B BMAe KapaHAaalla.AucTanbHblii
KOHeL, KaTeTepa MMeeT KOHUYECKY DOpMYy M NIOTHO COBMECTUM CO CTUNETOM.

‘TpaHCbsApeMHas urna M3roToBneHa B BuAe KOMOWHMPOBAHHOrO u3penus wurna/katctep. Wrna
n3rotaenvMeaetca [Auametpom 14 G/2,05 wmm, a ee panuHa coctaBnget 51,5 cm. Urna
XapaKTepu3yeTca AUCTaNbHbLIM Yr/OM 3aToyky 60°. [pokcumanbHas BTY/IKA BbINOSIHEHA B BUAe
MeTannnyeckoi BTYNKWM € nnacTuHon (anuHoi 1,500 groimal/ 38,1 mm; wwupuHoin 0,500 grolima /
12,7 mm). CoBMecTUMbIA KaTeTep C¢ AuameTpom 10,0 Fr/3,57 MM. [daHHbliA KaTeTep WMeeT
JTI03pOBCKY0 BTY/NKY W CTaHAapTHbI COeAWHWUTENbHbLIA KOMNa4yoK. [py nNpucoeavHEeHUN W
(hMKcauum Ha urne ana TpaHcbApemMHoro pgoctyna Rosch-Uchida kateTep BbICTynaeT 3a npegesbl
KOHUA Mrabl Ha 3 MM. [luCTa/bHbI KOHEL, KaTeTepa UMeeT KOHMYECKyH (opmy Ans obecneyveHms
MAOTHOrO NPUNEraHns K KaHwone.

Pacwuputens asnsetca wusgenvem gnametpom 12,0 Fr/4 wmm. OnvHa [JaHHOro pacluimputens
coctaBnser 20 cm, OH WMeeT AMUCTanbHOE KOHUEBOe OTBEPCTUE, COBMECTMMOE C MPOBOLHUKOM
anameTpom 0,038 aroinmal/0,97 MM. [ncTanbHbI KOHEL, paclunpuTens nMeeT KOHUYECKYHO (opmy.

Hab6op uHTpoabtocepa Flexor® Check-Flo®, Bxoaawmnin B Habop AN TPaHCbSPEMHOrO MEYEeHOYHOro
poctyna Rosch-Uchida, BbinonHeH B BuAe WHTpoAdbtocepa pAuametpom 10,0 Fr/3,33  wmm,
N3rOTOBNEHHbIA U3 TPYOGKM C OMNMETKON, BK/KYEHHOW B CTPYKTYpy CTEHOK, COBMECTUMOWA C
pacwuputenem. NHuTpogbtoccp Flexor® Check-Flo® nmMeeT HOMMHanbHYO AnnHy 40 cMm. AuctasibHoe
OTBEpCTME COBMECTMMO C NPOBOAHMKOM anameTtpom 0,038 atoiima/0,97 mm. C6opka knanaHa Check-
Flo® coctout n3 Check-Flo®, coegnHUTenbHOW TPyOKM M OAHOXOAOBOrO KpaHMKa, CAyXallero B
KayecTBe MPOKCUManbHOM BTYNKMN.

KomnoHeHT Habopa Onawmertp, OnuHa, cm
G/mm; Fr/Mmm unn arolim/mm
TpaHcbapemHasa urna «Rosch-Uchida»  14/2,05 (x0,1) 51,5(xH0%)
G/ Mm
TpaHcbaApeMHbIl KaTeTep Fr/ mm 10/3,3 (x10%) 51,8(x10%)
CTunet groim/mMm 0.038/0.97 (£10%) 62,5(£10%)
CTuneTHbIli KaTeTep Fr/ mm 5,2/1,73 (x10%) 62,5(x10%)
Pacwwuputens Fr/ mm 12/4 (£10%) 20(x10%)
N 1 pogbtocep Flexor Check-Flo Fr/ 10,0/3,3(x10%) 40(x10%)
MM 10,0/3,3 (£10%) 51 (+10%)
MATEPUVANDbI

Ha6op Rosch-UchidaTransjugular Liver Access Set (RUPS-100)

KOMMNOHEHTHI HassaHue matepuana KOHTaKT C
yCTpolicTBa nauneHTom
TpaHcbApemHas Wrna: MpAMON KOHTaKT
urna "Rosch- Hepxagetowiaa ctans AlSI 304:
Uchida™ C-Max 0,08

Cr-18-20

Fe-66,345 - 74
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Mn-Max 2

Ni-8- 10,5

P-Max 0,045

S-Max 0,03

Cu-Max 1.

BTynka urnbl: nonmkap6oHat # 80020
TpaHcbsApemnblii PEeHTreHOKOHTPACTHbIA (PTOPUPOBAHHbIN MpsMO KOHTaKT
KateTep aTuneHnponuned MS # 183

KoHel, kaTeTepa:

Monuamug (HennoH)12

# 40340
Pacwuputens TONCTOCTEHHBIN NonnaTuneH #30943 MpAMOI KOHTaKT

BTynka: nonnypertaH
WHTpoablocep Tpy6bkKa: MpsIMOA KOHTaKT
Flexor Check-Flo Heinon MS # 160

Cnupans:

Hepxxasetowas ctans AlSI 304:

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

Cun-Max 1;

BHYTpeHHAs 060/104Ka:

HepeHTreHOKOHTPaCTHbIN

nonutetpagnyoposTuneH MS # 125

KonbLo:

PeHTreHOKOHTPACTHbIW HeinioH MS #119

Pacwinputenb MHTpoAblOCEpA:

Monnatunen MS # 136

BTynka pacwupurtens:

MonnypetaH
Ctunert Hepxagetowas ctanb AlISI 304 MpaAMOol KOHTaKT

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

Cn-Max 1,
CTuneTHbIi KaTeTep [MonuTteTpagnyopoatuneH MS #121 MpsAMOI KOHTaKT

NMPEANASHAYEHWE/MOKA3AHNA K NMPUMEHEHWIO
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Ha6op Rosch-UchidaTransjugular Liver Access Set (RUPS-IOO) npegHasHayeH A
TPaHCHAPEMHOr0 MEYEHOYHOro A0CTyna Npu NPOBEAEHUN ANAarHOCTUYECKUX U UHTEPBEHLMOHHbIX

npoueayp.

MPUMEYAHWE: Bce maHunynauuu, onucaHHble B [aHHOM [OKYMeHTe, MpOBOAATCA u4epes
eAVNHCTBEHHbIV NPOKOS.

MPOTUBOINMOKA3AHWA:

e Koarynonatua (4UCYHKUNSA CBEPTLIBAEMOCTU KPOBW).

* HanuuvMe BOCNANMTENbHOrO npouecca B 006n1acTM  MPOKOMA,  HeWTpanusyroLlero
(YHKUMOHaNbHOCTb  Npouefypbl WM ABAAKOLLErocAd  OnMacHbW A48  nayueHTta
(BocnanuTtenbHble  3ab0/eBaHUA  KOXW,  MOLKOXHOIA KNnetyatkm € PUCKOM
pacnpocTpaHeHus).

* Haimume JO6POKAYECTBEHHbLIX U 3/10Ka4Ye€CTBEHHbIX HOBOO6GpPa3oBaHWii B 06/1aCTM NPOKONA,
KOTOpble He ABNAOTCA O06beKTaMu UCCNefoBaHWUA W/MAK  NeYeHus, KOoTopble npu
TPaBMWPOBAHWM  MOTYT BbI3BaTb OC/IOXHEHUA MpoTeKaHUs 60ne3Hn  (HarHoeHue,
KpOBOTEYeHMe, pacrnpocTpaHeHne 3/10Ka4eCTBEHHOr0 npoLecca)

e C/lyyau, Korpa NoAKOXHbIA MPOKO/N LEeneBoro opraHa NpoTMBOMNOKa3aH Mo 0ObEKTUBHbLIM
npuUYnHam.

*  BblpaXeHHasa cepfeyHasd HefloCTaTOYHOCTb

* MeYeHOoYHas MUan noyeyHass HefOCTATOYHOCTb
* TSHKenas neroyHas rmnepTeH3ns

e OKK/H03MA NeYEHOUHbIX AN MOYEYHOW BeH

e Taxenaa koarynonatma (MHO>5, Tpom6oumtoneHns 20000/cm™)

OCJ/TOXXKHEHWA:

rematoma B 06nacTu wewu

NMHEBMOTOPaAKC

o6pasoBaHue apTEPUOBEHO3HOIN aHEBPU3MbI
BHYTpUopraHHasa rematoma

NMPEAYTMPEXOEHNA

e Mpn BO3HWMKHOBEHMMW COMPOTUBNEHUS BO BPeMs MPOABMXKEHUS UHTpoAbtocepa Flexor oueHnTe
MPUYMHY CONPOTMBNEHUS W MONPOGYIiTe pacliMpuTb 0GHAPYXXEHHOE CY)XXEHUE WAU UCMONb3yiiTe
anbTepPHATUBHYIO CTpaTerut neyveHus. Mpu NpoABMXKeHUN MHTpoablocepa Flexor ¢ npeogoneHnem
CONPOTUBNEHUS yCUNMe LNS ero yjaneHus OyAeT 60OblUe, YTO MOBbILIAET PUCK OTCOEAMHEHMS
mMaTepuana UHTPOAbHCEPa MW KaHIONW MPY U3BNEUYEHUN.

« [loBTOpPHOE BBeAEHWE paclWIUPUTENs nNepen YyAaneHWem WHTpoAbtocepa Flexor noBblilaeT
MPOYHOCTb WMHTPOAbIOCEPA U CHUXAET PUCK OTCOEAMHEHMs yCTpolicTBa. Ecnv npu u3BneyeHnn
nHTpoAbtocepa Flexor oXwupaeTcs WAM BCTpPeyaeTCs COMPOTMBAEHWE, NOMNPoBYiiTe MOBTOPHO
OCTOPOXKHO BBECTMW paclUMpUTeNb Nepes TeM Kak NPOAONXKUTb U3BNEUYEHNE.
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MEPbI MPEAOCTOPOXHOCTW:

» laHHOe n3genvie NpefHasHavyeHo ANA UCNOb30BaHUA Bpayamun, 00YYEHHbIMU U OMbITHBIMUA B
061aCcTN [MarHOCTUYECKUX U UHTEPBEHLMOHHLIX MeToA0B. CneAyeT NCNO/b30BaTh CTaHAAPTHbIE
MeTOoAbl A48 pa3MeLLeHns KOXYX0B COCYAMCTOro A0CTyna, aHrmorpapuyecknx KaTeTepos u
MPOBOAHWKOB.

*/136eraliTe NpoKona Kancysbl.

* MaHunynauuna ¢ n3gennamm tpebyert cogencTsma (ayopoCcKonum.

* MauuneHT fomKeH 6bITb Nog HabnoaeHneM (KT, oKCMMeTpUs, KPOBAHOE AaBneHue, MysbC) BO
BPeMs npoueaypbl.

* [locnie BBEAEHNA W MEPUOLUYECKM BO BPeMSA MPOLefypbl, KOXYX TPAHCAPEMHOI0 MHTPOAbIOCEPA
cneflyet NpoMbIBaTb PU3NONOTMYECKUM PACTBOPOM.

 [1oTeHLManbHOe BO3AeNCTBME (hTanaToOB Ha 6EPEMCHHbIX/KOPMSALLNX XEHLWWUH UAN AeTeli He 6bIno
[OCTAaTOYHO OMWCaHO, MO3TOMY MOTYT BO3HWKHYTb MPO6GAEMbl C TOUYKM 3PEHMS MOCNeACTBUIA 4Ns
PeNpPoOAYKTUBHON DYHKUNN N pa3BUTUS.

* Ecnn ycTpoiicTBO [O/MKHO OCTaBaTbCA B COCYZle B TeyeHWe MPOLO/IKUTENbHOrO mnepuosa
BPEMEHWN,  cnefgyeT  MNpuWHMMaTb  COOTBETCTBYHOUIME  Mepbl  (Hanpumep,  NpPOMbIBaHMe
renapuHU3NpoBaHHbIM PacTBOPOM [ANS  BHYTPUBEHHOW MpPO.MbIBKM), 4TOGbl CHU3UTb PUCK
00pa3oBaHus Crycrka.

MOBOYHbIE AENCTBUA:

e BHYTPMOPIOLIMHHOE M MEYEHOYHOE KPOBOTEYEHME
* nepcopaumns COHHOW apTepuu

* MHeBMOTOpaKC

e BO3JYyLIHasa ambonus

e rematoma B MecTe NpOKanbiBaHUS

e apuTmua cepaua

* apTepuMOBEHO3HbIV CBULY

Bo3mMoXXHble 0CNoXHeHUA npouenypbl TIPS:

e [vchpyHkumnsa wyHTa TIPS

e« Tpomb6o3

*  OKknto3ua/cTeHos

» [1poKon Kancy/bl nevyeHn

* BHyTpu6GpIOLWNHHOE KPOBOTEYEHME
e VIHMapKT neyeHm

e ducrtyna

* [emaTobunmua

« Cencuc

e  WHdekuuns wyHTa TIPS
e [emonus

e 3Huedanonarus

e Muwurpauus cTeHTa UM pasMeLleHne CTEHTA B HUXXHEN MO0 BEHe UK CIIULLKOM JaNieko B
BOPOTHOI BeHe
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* JleroyHas runepreHsus

* T1pOKON XENYHOTO My3bIPA UN XENUYHbBIX MYyTeN.
e TloBpexaeHne NeY&HOUHON apTepuu.

e [ematoma B 06/1acTu Lwew.

* 3acToilHas cepfeyHas HeLOCTaTOYHOCTb.

e [lceBpoaHeBpn3ma

e PaccnoeHue nnm oKKNO3MIO cocypaa

* OO6pa3oBaHune apTepnonopTanbHOro CBMLLA

e [leyeHOYHas HeLOCTATOYHOCTH

MpoTtmeonokasaHua npouenypsbl TIPS:

AGCONOTHbIE
* [lepBU4YHas NpouiakTUKa KpOBOTEUEHUS
e 3acToilHasA cepAeyvHas HeOCTaTOMHOCTb
e HekOHTponupyemas CUCTEMHAA MHGEKLUS UK cencuc
e HeycTpaHeHHas 06CTPYKL WS XeNUYHbIX MPOTOKOB
o TsKenas nerovyHas runepTeHsns

OTHOCUTENbHbIE
e [enatoma, 0CO6EHHO M3 BAPUKO3HO PaCLLUMPEHHbIX BEH LieHTpasibHas
e MHOXEeCTBEHHbIE NMEYEHOUYHbIE KMCTbl MEYEHOYHbIX BEH
e Tpom603 BOPOTHOI BEHbI
e Taxenas koarynonatns (MHO 5)
e Tpomb6ountoneHuns < 20000/cm3
e JleroyHas runepTeH3nsa CpefHen TsKecTu

MHCTPY KLU MO NCIMNOJZIb3OBAHWNIO

BHUMAHWE; BCE MAHUNYNAUNN OMMNCAHHBIE HVXXE OCYLWECTB/IAKOTCA UEPE3
EQVNHCTBEHHbIA MPOKOIN.

1 Wcnonb3ya cTaHAapTHbI MeToh AOoCTyna B SAPEMHYH BeHy, BBEAWTE COOTBETCTBYHOLLWIA
npoBoAHUK anametpom 0,035 atoiima/0,89 MM (NocTaBnAeTCs OTAENbHO) B HUXXHIOK MOJYHO BEHY.

2. Mcnonb3ys CEeNeKTUBHbIA KaTeTep U BbiGpaHHbIA MPOBOAHMK, BBEAWUTE KaTeTep B MpaByto
MeYeHOUHYI0 BeHY UNKN Hanbonee NOAXOAALLYH BETBb NeYEHOUHOW BeHbI.

3. OcTaBnsAs NpoBOAHUK B 6€30MaCHOM AMCTaNIbHOM MOJIOXKEHUW, W3BJIEKUTE KaTeTep.

4, MpofABMHbTE COOPKY WHTpPOAblOCcEpa MO MPOBOAHUKY B MEYEHOUHYH BeHy. lA3BnekuTe
paclWupuTenb, 0CTaBNsAs NPOBOAHMK Ha MeCTe.

5. BBeanTe yCUNMBaKOLWLYHO KaHIOMKO B KaTeTep, 3aTeM BBeAWUTE COOPKY TPaHCHSPEMHBbI
KaTeTep/urna no NPOBOAHWKY B UHTPOALIOCEP, PACMONIOXMB COOPKY KaTcTep/urna B AUCTa/IbHON
Me4YeHOUYHO BeHe. 3BNeKMTe NPOBOAHUK.

6. Beegute KaTeTep C TMOKOW  cOOpKM  cTuneta 4vepe3 CcOOpPKYy  KateTep/urna.
MPNMEYAHWE: CTueT He fOMKeH BbICTYNaTb M3 KOHLA CTUNETHOrO Katetepa.
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7. Pacnonoxunte cO60pky KateTep/urna B HanpasleHUW KHWU3Y W MOBepHUTE Briepes (CTpesika
Ha WUrne ykasblBaeT Hanpas/ieHne n3rnba urnol).

8. Mopoias cOOpKoM TpaHCbLAPEMHbIN KaTeTep/urna K CTEHKE BeHbl, BBEAWUTE WIY OLHUM
ABWXeHWeM Brepes Yepe3 neyeHoUHyto riapeiixHMy v B HanpaBneHny BOPOTHOW CUCTEMBI.

9. N3BneknTe cTuneT U3 KateTepa. [pUCOeAMHUTE LUNPUL, C KOHTPACTHbIM BELLECTBOM
(nocTaBnsieTcs OTAENbHO) K KaTeTepy, BbIMOMHUTE acnvpauuto, a 3aTeM W3BMeKUTe KaTeTep Moka
He BMAHa KpoBb. BBeanTe He6ONbLIOE KOMMYECTBO KOHTPACTHOrO BelecTBa (MOCTaBASETCA
OTAENbHO) ANS NOATBEPXAEHUS MONOXEHUA B NOPTaNbHON CUCTEME.

10. BBeanTe NPOBOAHVK B BOPOTHYH BETBb W JOCTUTHUTE OCHOBHOW BOPOTHOI BEHbI.

n. CoxpaHsis urny B CTabWNbHOM MOMIOXEHMWN, MPOABUHLTE Yepe3 KaTeTep U NMPOBOAHWK B
MONOXEeHMe NonepeKk TpakTa NapeHX1Mmbl.

12. M3Bneknte ux un3 cOopku. TIpOBOAHUK M KaTeTep  MOryT OblTb W3BNEYEHbI WM
MCNONb30BaHbl MO HEO06X0AMMOCTW AN NPOBEAEHMA AaNbHEMWMX [ANAarHOCTUYECKUX WK
WHBA3UBHbIX MNpoueayp.

13. Tocne 3aBeplleHMs [MArHOCTMYECKMX W WHTEPBEHLMOHHBLIX  Mpouesyp yAaimTe
MHTpoAbloCep. He TAHWTE KaHKOMO BO BpeMs yfaneHus. Ecnum npu u3BfevyeHUM MHTPOAbHOCEPA
0XWUAaeTcs WM BCTpeyaeTcs CONpPOTWUBMEHWE, NOMNPoOGYiTe NOBTOPHO BBECTU pacCLLUMPUTENb W
N3BNEYb MHTPOALIOCEP U PacLUIMPUTENb Kak eauHOe Lienoe.

POPMA NMOCTABKMU

MocTaBnATCA CTEPUNIN30BaHHBIMU O TneH OKCUAOM B OTC/aMBaeMbixX nakeTax. MpegHasHayeHb
AN 0HOPA30BOro MCNOMb30BaHUSA. CTePUIbHbBIN, eCX NakeT ABNAETCA 3aKPbITbIM UK 6e3
NnoBpeXxaeHnin. He ncnonb3yite NpoayKT, eCn ecTb COMHEHUS B TOM, SB/IAETCA N NPOAYKT
CTepubHbIM. XpaHUTb B TEMHOM, CYXOM, MPOX/nagHoM MecTe. M36eraiiTe AMTeNbHOIO
BO3AelicTBMA cBeTa. [ocne yaaneHns U3 ynakoBKu, OCMOTPUTE U3fenne Ha npeaMeT
MOBPEeXAEHUN.

PEKOMEHJALNMN

3TN MHCTPYKLMMW MO UCMONb30BaHUIO 6A3MPYHOTCS Ha OMbiTe Bpayeid u (MNK) UX nuTepaType.
O6paTnTeCh K MECTHOMY TOPrOBOMY MpPeACTaBUTENO 4151 NONYYEHUS NH(DOPMALMM O UMEIOLLEiCs
nuTepaType.

SQKCIMNYATAUMNOHHBIE XAPAKTEPNCTUNKW:

TexHunyeckune XapaKTEepPUCTUnKN u\i, YNOMAHYTHLIX B KayeCTBE KOMMOHEHTOB B HaCTOALNX
KpaTKux CI'IGI/IM(*)I/IKaI/IVIHXZ

CoeAnHeHVe KOHLA UrNbl U TPYO6KW He JO/MKHO pa3nambiBaTbCA MPU NPUMEHEHUM MUHUMAIbHOTO
YCUNNA K KOHLY TPYOKM 1 B HanpaBNeHUn MUX pasfeneHuns, Kotopoe coctasnset 40 H. Ynpyrocrb:
npu npuMmeHeHun ycunma 10,0 H makcumanbHoe OTKNOHeHWe - 0,45 MM. [pSMOMUHEAHOCTD:
OTK/IOHEHWE OT NPAMO/IMHEAHOCTU He LO/HKHO npeBbiwaTth 0,2 MM. MakcuMmanbHOe AonycTuMoe
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OTK/IOHEHMe OT OCW KOHLa cocTasnseT 3°. Mpu OTK/IOHEHMUWN KOHLA UI/bl Ha paccTofAHun 17,5 mm -
Urbl HC LO/MKHbI NIoMatbCA. Pagnyc 3akpyrneHns paboumx 4vacTeld UHCTPYMEHTOB He [O/KEH
npesbiwaTb 0,03 MM. LLlepoXxoBaTOCTb NOBEPXHOCTU - He 6onee 0,16 MKM.

TexHnyeckne xapakTepucTUKW TMPOBOAHWKOB, YMNOMSAHYTbLIX B KayeCTBE KOMMOHEHTOB B
HaCcTOoAWNX KpaTKUX CI'IeI/II/IqC)I/IKaI/II/IHXZ

MpPoOYHOCTL MPOBOAHMKA HA M3rMb cocTaBnseT He MeHee 22 H - Nnpu OTK/IOHEHUN He 6ofee Yem Ha
0,45 mM. T1pOYHOCTL COEAMHEHMA NPOBOAHMKA M MOKPbLITUA NPOBOAHMKA COCTaBNAET He MeHee 35
H. MpoyHOCTbL CoeiNHEeHNA cepieyHMKa NPOBOAHUKA N ero NOKPbITUA cocTaBnsaeT He meHee 30 H.

Ha6opbl npouefypHble A8 YPECKOXHOIO TPaHChAPEMHOr0 A0OCTyNa 418 UHBA3UBHOW paguonorum
He NOABEPrakTCs Pe3KOMY M3MEHEHUIO TEMMNEPATYPbl BHELIHEN Cpefbl.

YCNOBNA XPAHEHWNA:
Temneparypa: o1 +5°C go + 35®C.
OTHocuTeNbHAs BRaXHOCTL Bo3gyxa ot 30 o 85 %.

YCNOBUA SKCMNNYATALUNI:

TemnepaTypa skcnnyatauun: ot +32°C go + 42RC.
TemnepaTypa okpyxarouiero sosgyxa:. +10°C go + 35°C.
OTHocuTenbHasa BAaxHocTb Bo3gyxa o1 30% ao 85%.
ATmocthepHoe gasneHune 700 rfa go 1060 rMa.

YCNOoBUNA TPAHCITOPTNPOBKW/:

Temnepatypa TpaHCNOPTUPOBKU: +5 A0 +35®C, 6epeyb OT Barn U NpsamblX COMHEUYHbIX JTyYeid.
OTHOCKTEeNbHaA BNaXXHOCTb Bo3ayxa: oT 30% po 85%.

ATmocdepHoe gasneHume oT 700 rfa go 1060 rMa.

SKCMNYATAUNOHHBIE XAPAKTEPUNCTUNKW:

Mpw BUOpaLMOHHbLIX Harpyskax B gnanasoHe 10-55 'y v amnautyge nepemelyeHns 0,15 Mm
Habopbl npouesypHble A5 YPECKOXHOI0 TPAHCHAPEMHOr0 A0CTyna A/ UHBAa3UBHOMN pagnonorum
OCTalTCA UCMPaBHbLIMU.

Mpyn BUGpPaALMOHHBLIX Harpyskax B AumanasoHe 10-55 Iy, amnautyge nepemewyeHus 0,35 MM K
YAApHbIX Harpyskax npu nukosom YyckopeHun 100 m/c™ (I0g) v AnuTenbHOCTU YyAapHOro
ycKopeHus 16 mc Habopbl npouefypHble A1 YPECKOXHOro TPaHChAPEMHOro AocTyna A
WHBA3MBHOW PaAn0N0rMmM OCTATCA UCNPaBHbIMU.

FAPAHTUNHBIE OBA3ATE/IbCTBA
lapaHTUW NPOM3BOAUTENS B 0643aTE/IbHOM MOPALKE PACNPOCTPAHAKOTCA Ha KauyeCTBO W3LENNIA.

YNONHOMOYEHHbIM NpeAcTaBUTeNIeM U3rOTOBUTENS Ha TeppuTopumn Poccuitickoin degepayum
asnsetca 3A0 «LUAT ».

Poccus, 119002, r. MockBa, KapmaHuukuii nep., 9. ogumc 501a.

TenetoH: (495) 956-13-09;

dakc: (495) 956-1310,

e-mail: info@schag.ru
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lapaHTMs NPOU3BOAMUTENS PACNPOCTPAHAETCS HA KAYeCTBO MEANLMHCKNX U3LeNUIA.

MponssoanTenb rapaHTUpyeT paboToCNOCOBHOCTb U COXPAHEHWE CTEPUbHOCTY U3LENNiA B
TeyeHune BCero cpoka rofHocTu (3 roga c fatbl U3roTOB/IEHUSA, YKa3aHHOW Ha yNnakoBKe) Mnpu
CO6/M0AEHUN YCNOBUIA XpPaHEHUS.

3Tu n3genns npefHasHayeHbl Ans 0AHOPA30BOr0 MCMO/b30BAHUS U SBAAIOTCA CTEPUbHBIMU, €C/N
yrnakoBKa He pacrevyaTaHa WaW He MoBpexfjeHa. He ncnonb3yiite usgenune, ecnm ecTb COMHEHMS
OTHOCUTENIbHO TOT0, YTO OHO ABMAETCS CTEPUbHbIM.

COBNIOJAEHME COOTBETCTBYHOWWX PEFrMAMEHTOB W TEXHUYECKUX
CTAHOAPTOB

KomnaHus Cook Incorporated npousBogMT BCE MEAWUMHCKWE W3[eNNs B COOTBETCTBMM C
OvpekTtneoin EC no megnumHckmum nsgenunsm 93/42/EEC.

KomnaHua Cook Incorporated npou3BoguMT BCe MeAMUMHCKME W3[eNns B COOTBETCTBUM C
MpaBunamm cuctembl KayectBa CLUA no npofoBO/LCTBEHHbLIM TOBapam W JIEKAPCTBEHHbLIM
npenapatam (FDA), 21 CFR vacTtb 820, lNMpasLwa KOHTPONA KayecTsa.

Bce npounsBoacTBeHHble 06bEKTbI KOMNaHuM Cook Takxke cepTUUULMPOBaHbI COTNAacHO CTaHAapTy
EN ISO 13485 (2003), CucTemaynpaBneHns KayecTBOM.

CPOK XPAHEHUWA

[aTta «1cnonb3oBaTh A0» 0603HAUYEHA CUMBOMAMI Ha MapKUMpPOBKe. CPOK FOAHOCTU OMnpeaensieTcs
OT YKa3aHHOro BPEMEeHW W3roToBneHus (hpabpuuHblii CUMBON) A0 YKa3aHHOW [aTbl MCTEUEHWS
cpoka (CMMBON MECOYHbIX 4acoB). PasHuLa MeXAy 06eMMI AaTamu COCTaBNSAET CPOK FOAHOCTM.

Cpok XpaHeHus HabopoBs - cocTaBnseT 3 (Tpu) roga.

NMH®POPMALWA O CTEPUIUSALNN

Ha6opbl NOCTaBAATCS CTEPU/bHLIM B OAHOPA30BON YMaKOBKE, CTEPUAN30BaHHble EHO (3TuneH
OKCKAOM), BanMAMpPOBaHHOTO MeToAa OGecneyeHMs YpPOBHS cTepunbHOCTU (SAL) 10*\ 3n
n3nenus npeAHasHauyeHbl ANs OAHOPA30BOr0 MCMOMb30BAHWA W SBNAKOTCA CTEPWUIbHLIMU, €Cin
ynakoBKa He pacredyaTaHa Unu He MoBpexAeHa. He mcnonb3yinTe magenue, ecim ecTb COMHEHMS
OTHOCUTE/IbHO TOT0, YTO OHO SIB/SETCS CTEPUbHBIM

MPABVNA XPAHEHUA

[aHHble n3genus cnefyeTt XpaHUTb B TEMHOM, CyXOM, MPOXNafHOM MecTe; n3berante fIMTeNbHOIO
BO3/eiCTBMA CBETA.

YINMAKOBKA

CtpaHuuya 10 n3 14
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Hab6op Rosch-UchidaTransiugular Liver Access Set RUPS-IOO: noctaBnsetcs B
NHANBUAYaNbHbIX YyNaKOBKax, COAepXKaLynx;

TpaHcbApeMHbIn KaTeTep anametpom 10 Fr/3,3 mMm, gnnHoin 51,8 cm- 1wir.

CTuneTHbIN KaTeTep auameTpom 5,2 Fr/1,73 mm, gnuHoi 62,5 cm- 1wr.
TpaHcbapemHas urna "Rosch-Uchida" gnametpom 14 G/2,05 Mm, AnnHoi 51,5 cm- 1.
Ctunet gnametpom 0,038 atoiimal/0,97 MM, gnnHoi 62,5 cm- 1wr.

MHTpogbtocep "Flexor Check-Flo" gnametpom 10 Fr/3,3 mm, gnuHoin 40 cm - 1wr.
PacwunpuTtenb guametpom 12 Fr/4 mm, gnnHoii 20 cm- 1wr.

MHCTpyKLMS No npuMeHeHuto - 1.

MPABUA NMEPEBO3KW

Mpyu nepeBo3ke cneAyeT Y4YUTbiBaTb TWM MCMOMb3YEMOFO TPaHCMOPTa, MYHKT Ha3HauyeHus,
nocTaBUiMKa, MCMONb3yeMOro ANs MNepeBO3KM, a TakXkKe 4YacTOTy U YCNOBMS  KaKMX-M6O
neperpys3ok, He06X0AUMbIX BO BPeMSi TPAHCMOPTUPOBKMU.

YCNoB/A MOCTABKK

Hab6opbl npoueaypHble ANS YPECKOXHOr0 TPAHCHAPEMHOI0 AocTyna NS UHBA3MBHOWN paauonorum
NOCTaBNATCA NOWTYYHO C UHCTPYKLMEN NO NPUMEHEHMIO B UHAVBUAYANIbHOM YNakoBKe, KOTOpas
nomelyaeTcs B KOPOOKU U3 rohpupoBaHHOr0 KapToHa.

TPAHCIMOPTHAA MAPKUPOBKA

NHanBmayanbHble yNakoBKU YK1afblBalOTCA B KOPOOKN U3 roypupoBaHHOro KapToHa. Kopobku
3aKNenmBalT KOHTPO/LHON IEHTON C 3aX00M Ha OOKOBbIe CTEHKM UMW MO NepUMETPY.
TpaHCNOpPTHas MapKUPOBKa COAEPXMUT MHOPMaL M0 0 pasmMepax KOPO6KU, YHUKaA/bHbIV LITPUX-
KO, NOT, KaTanoXHblI 1 rnobanbHbii Homep nsgenns (GPN-Global Product Number), konmuectso

yMakoBOK BHYTpU KOPO6GKM, CPOK rOAHOCTM, Norotun KomnaHun «Cook Medical», a Takke
CYMBO/IbI:

" - CUMBON O 6EPEXXHOM OTHOLLEHUM

- CMBO/ O TEMNepaTypHOM pexmnme

- cumBon «CofepXaTtb CyXum»

NMAPAMETPbI YTTAKOBKW

I Ne n/n Bbicota, om  LLMPUHA, Bec, 1 Aonyck j
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CM
RUPS-100 91,1 15,2 110,4 +- 10%

YCJ/1oBUA NCIMONb3OBAHUA

Ha6opbl npoLesypHble A8 YPECKOXHOTO TPaHCHAPEMHOIO AOCTYNa ANS UHBA3UBHOW pagnonorum
MCNONb3YKTCS B IEYEOHBIX MEAULMHCKNX YUPEXAEHMNSAX.

MAPKMNPOBKA

Ha6opbl MmocTaBnstOTCA B OTAENbHbIX YNaKOBKAaX, Ha KOTOPbIX He [O/MKHO ObiTb KaKuX-1M60
MPU3HAKOB MOBPEXAEHWUS WM BCKPbITUA. TlpM 0BHApY>XeHUW U3ru6oBs, pPasnoMOB U ApYrux
AedeKTOB NCNONb30BaHNe U3AENNS HeJoMyCTUMO.

MapK1poBKa YCTPOiiCcTBa 0603HAYaeT CefytoLLe napamMmeTpbl YCTPONCTBA:

Cumson Pacwunpposka
n
M3rotosutesb
Koa naptun
REE Howmep no katanory
|Avi] Jlata nsrotosneHuns
Vcnonb3osaTh [0
3anpert Ha NOBTOPHOE NPUMEeHeHue
jSTBILAEO CTepunn3oBaHO OKCMAOM 3TU/EHA
bepeub oT Bnaru
1le ponyckaTb BO3AeCTBMA COTHEYHOIO CBETa
|4 /\
EC REP YNONHOMOYEHHbIN NpefcTaBuTeNb B EBponeinckomM coobLyecTee

JononHutencHble CUMBO/IbI HA 3TUKETKeE:
MapKMpOBKa «TOJMIbKO 471 CNEeLNancToB»;
Ha3BaHWe yCTPONCTBA MEAULMHCKOTO Ha3HayYeHus;
napameTpbl U 06K YepTEX YCTPOICTBA,;

cumBon ceptudunkauymm CE;

LWITPUX-KOA.

- OTMeTKa 0 NPUCYTCTBMM (PTanaToB

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



Ha6op Rojch-UdiidaTranqugular Live Access Set

>K HUPS 100
’KC04929

UH -€
Mt/tldcn

10x
»TH» 4003

j8
IQDNM g *uTy T *A

»NW

COCXK*

cornacoBaHHbL i MakKeT MAQpPKNUPOBKMU

MpepoctaBnserca  YNO/SHOMOYEHHbIM  MpeAcCTaBUTENEeM  MPOU3BOAUTENS  Ha  TeppuTopuu
Poccuiickoii Pegepaymm. MakeT MapKUMPOBKWM HAHOCUTCA B BUAe CTMKepa (AONOMHUTENLHO K
OCHOBHOI MapKuUpoBKe). B Hero BKAOYEHbI faH1lble 0 METOKCUYHOCTM U O HEMPUMEHEHUW U3LeNns
B NMOBPEXAEHHON yrnakoBKe.

MeauumnHckoe MakeT MapKUpOBKHN

n3genne

RUPS-100 RUPS-100
[Mpoun3sBoanTenb:
Cpok rogHocCcTu: _ MapTtna:
Per.yg.:

¢ NmnopTep 3AO “WIAT Ten: (495) 956-13-09

NON-TOXIC X

u J
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MPABUNA YTUNN3ALUN

Mocne 3aBeplieHWs npouedypbl u3fenve  cnegyet
VHCTUTYLMOHANBHBIMA UHCTPYKUMUSMU N0 yTUAKU3AL MUK
OTXO/[0B.

/nognucaHo/

OpHaH [ CeppaHo Baprac

Cneumnanunct no Bonpocam perynnpoBaHus
Cook Incorporated

CoefiHeHHble LLTaTel AMepUKK)
LTat NHanaHa)

Okpyr "puHNH)

Meyatb

YTUnn3npoeatb B COOTBETCTBUU C
6M0NOrnMYeckn 0onacHbIX MeANLUNHCKNX

pata 03 mapTta 2020

Cawa J1. bpayH

Hotapuyc WTata HamnaHa

Okpyr 'pUHUH

Mos komuccua Ne 658997

CpOK MOUX MOTHOMOYNIA UCTeKaeT
6 okTa6pa 2022 roga

MoanucaHo nog npucAroin B moem npucytcTeum 03 mapta 2020.

CpOoK MOMX NONHOMOUMIA UcTekaeT 6 okTA6ps 2022 roga. /noanuncaHo/
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Cawa J1. bpayH

HoTtapuyc LLiTaTta HanaHa
Okpyr MpuHWH

Mos komuccusa Ne 658997



MepeBof AAHHOrO TEeKCTa BbINOMAHEH NepeBogunkomM KoTnsipoBbiM AHTOHOM Mropesnyem.

noanmcb

Poccuiickaa ®epepauus
"opog Mocksa
OpavHHaguaToro MapTa Age ThicAYM ABafLATOro roga
A, Kopcuk Bnagumump KoHCTaHTUHOBKY, HOTapuyc ropoga MockBbl, CBUAETENLCTBYIO
NnoAMHHOCTb nognucu nepesogunka Kornaposa AHTOHA Vropesnya.
Moanuch caenaHa B MOEM MPUCYTCTBUM.
JInyHOCTb noAnucasLLero JOKYMEHT yCTaHOBNEHA.

3aperucTpuposaHo BpeecTpe: M 77/2138-H/77-2020- 721
B3biCkaHO rocyaapcTBEHHOW NowWwAnHbl (no Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycayr npaBoBOro U TeXHUYECKOro xapakTe

Mep6oBas neyatb

HoTapuyca ropoaa
MockBbl Kopcuka B.K. NnoArnMcCb
MHH 772321704013*

Poccwiickas depepanHs
["opog Mocksa

OnHHHaguaToro MapTa ABe ThICAYMN ABINATOrO rofa
4, Kopcvik Briaammp KOHCTaHTUHOBWY, HOTapuyc roposa MockBb!.
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SECRETARY OF STATE
STATE OF INDIANA

Connie Lawson
Secretary of State

APOSTILLE
(Convention de la Haye du 5 Octobre 1961)
Obuntry: United States Of America
This public document has been signed by Sasha L Brown
Acting in the capacity of notary public in & for; Greene County

A W DN R

And bears the seal/stamp of notary public in & for the State of Indiana
CERTIFIED

5 at Indianapolis, Indiana

6. This FifthHay of \March, 2020

7. by the Secretary of State of Indiana

8 No. A2020-0305J13224

9 Seal/Stamp; 10. Signature:

Connie Lawson
Indiana Secretary of State

Effective May 1, 2003 all apostillesfrom the Indiana Secretary of Stale will have an electronically printed seal.
This document was revised March 17, 2012.
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COOK

MEDICAL

INSTRUCTION FOR USE

Procedural Sets for Percutaneous Transjugular Access for Invasive Radiology

USAGE: used to obtain percutaneous transjugular access though a single puncture during
parallel control over the procedure when using radioexamination in order to assist invasive
radiology procedure.

DEVICE DESCRIPTION
Table of conversions
Parameter Conversion

1French Imm= IFr/3
1linch 25,4 mm

Ring Transiugular Intrahenatlc Access Sets (RTPS-100)
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The Ring Transjugular Intrahepatic Access Set identified with the product catalogue number RTPS-
100 is comprised of two catheters, two wire guides, Introducer Flexor Check-Flo, a dilator and a
transjugular needle/cathcter combination. All catheters arc manufactured as 5.0 French/ 1.67 mm
devices and are designed with a 0.035 inch / 0.89 mm diameter distal endholc. Both catheters are
designed with adapters and have 80 cm length.

The Torcon NB® Advantage selective angiographic catheter is constructed with sixteen wire stainless
steel braiding and a large internal diameter 0.0435 inch/ I.I mm. This catheter is manufactured with a
multipurpose distal curve configuration and has a nominal length of 80 cm.

The two wire guides Newtom and Amplatz have an outer diameter of 0.035 inches / 0.89 mm.
The wire guide component designed as a Newton wire guide is manufactured with a long tapered
flexible distal tip. The Newton wire guide is manufactured with a 15 mm distal curve radius and
measures 190 cm in length. The Amplatz wire guide is manufactured as an extra stiff wire guide
with a larger inner diameter 0.0359 inch/ 0.91 mm to accommodate a larger diameter mandril
wire for extra stiffness. The nominal length ofthis device is 190 cm.

Introducer Flexor Check-Flo provided with the Ring Transjugular Intrahepatic Access Set is
designed as a 9.0 French/ 3 mm introducer manufactured with steel braids incorporated in the
tubing wail fit for transition to a polyethylene dilator. The Flexor® Check-Flo® introducer has a
nominal length of 38.5 cm. The distal endhole is compatible with a 0.035 inch / 0.89 mm
diameter wire guide. A check-flo® valve assembly, comprised of a check-flo®, connecting tube
and stopcock assembly serves as the proximal fitting.

The dilator component is an 11.0 French/ 3.67 mm device. This dilator measures 20 centimeters
in length and has a distal endhole compatible with a 0.038 inch / 0.97 mm diameter wire guide.
The distal tip of the dilator is tapered.

Transjugular needle «Ring» combination is the needle witching the catheter. This set component
is manufactured as a 16 gage/ 1.65 mm needle fit for transition to a 9.0 French/ 3 mm catheter.
The catheter is designed with a 0.065 inch/ 1.65 mm diameter endhole and a length measurement
of45.5 cm. The needle measures 50.5 centimeters in length and has a distal curve shaped per the
specified template. The catheter length is specified as 5 cm shorter than the needle. The proximal
hub of the needle is designed with a nickel plated hub with baseplate (length 1.500 inch/ 38.1
mm; width 0.500 inch/ 12.7 mm).

Parameter for Lucr lock adapter:
Length: 1.219 inch/31 mm (x5%)

Inner diameter: 0.050 inch/ 1.27 mm (+5%)
Outer dameter: 0.140 inch/ 3.56 mm (+5%)
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Set Component Diameter, Fr/ mm or

ineb/mm, G/mm

Straight Catheter Pr/mm 5/1,67 (x10%)
Torcon NB® Advantage selective 5/1,67 (x10%)
angiographic catheter Pr/mm
Newton Wire Guide gtoimbl/mMmm 0,035/0,89(£10%)
Amplatz Wire Guide atoliMmbl/Mm 0,035/0,89 (+10%)
Dilator Pr/mm 111,67(x10%)
Plexor® Introducer Pr/mm 9.0/3(x10%)
9.0/3(x10%)
Transjugular needle «Ring» G/ Mmm 16/1.65 (x10%)
Transjugular catheter Pr/mm 9/3 (£10%)
MATERIALS

Ring Transjugular Intrahepatic Access Set (RTPS-100)

Component

Torcon NB®
Advantage selective
angiographic catheter

Straight Catheter

Transjugular needle
«Ring»

Material
Catheter shaft: Nylon Radiopaque MS # 179

Coils: Stainless Steel AISI 304:
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

Plug:

Polyamide (Nylon)- 12

# 40340

Catheter shaft: Polytetrafluoroethylene MS U
il

Catheter tip:

Polyamide Nylon 12 40340
Needle:

Stainless Steel AISI 304:
C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2
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Length, cm

80f+10%)
80(+10%)

190(+10%)
190(+10%)
20(+10%)

38,5(x10%)
38,5(+10%)

50.5(+10%)
45.5(:10%)

Patient Contacting
Direct Contact

Direct Contact

Direct Contact



Ni-8 - 105
P-Max 0,045
S-Max 0,03
Cu-Max 1
Needle Hub: Polycarbonate # 80020
Transjugular catheter  Radiocontrast Fluoridated Ethylene Propylene Direct Contact
MS# 183
Catheter tip:
Polyamide Nylon 12
# 40340
Dilator Dilator Shaft: Direct Contact
Polyethylene Thick Wall Tubing #30943
Dilator Hub: Polyurethane
Amplatz Wire Guide  Coilns: Stainless Steel AISI 304 Direct Contact
C-Max 0,08
Cr-18-20
Fe-66,345 - 74
Mn-Max 2
Ni-8 - 105
P-Max 0,045
S-Max 0,03
Cu-Max 1;
Coating on Caoils:
TFE Coating# 171
Newton Wire Guide Coilns: Stainless Steel AISI 304 Direct Contact
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 on Caoils:
TFE Coating# 171
Flexor Introducer Tubing: Direct Contact
Nylon MS# 160
Coil:
Stainless Steel AISI 304:
C-Max 0,08
Cr-18-20
Fe-66,345 - 74
Mn-Max 2
Ni-8- 105
P-Max 0,045
S-Max 0,03
Cu-Max 1,
Inner liner:
Non-radiopaque polytetrafluoroethylene MS #
125
Soft tip (NRLT):
Nylon radiopaque MS #119
Dilator:
Polyethylene MS # 136
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Hub:
Polyurethane

INTEi4l)ED USE

Ring -TransiuKular Intrahenatic Access Set (RTFS-100) is used for transjugular liver access in
diagnostic and interventional procedures.

NOTE: all manipulations described below are conducted though a single puncture

CONTRAINDICATIONS

coagulopathy (disfunction in the coagulability ofthe blood)

inflammatory process in the area of puncture, which negates the functionality of the
procedure and is dangerous to the patient (inflammatory diseases of the skin, hypoderm
with the risk of spreading).

benign and malignant formations in the area of puncture, which are not objects of
examination and/or treatment, which if traumatized may cause complications to the
course of disease (diapyesis, haemorrhage, spreading ofthe malignant process).

in case of percutaneous puncture of the designated organ is contraindicated according to
objective reasons.

impaired cardial function

renal or hepatic insufficiency

severe pulmonary hypertension

occlusion of hepatic or renal veins

severe coagulopathy (MNO>5, thrombocytopenia 20000/cm”)

COMPLICATIONS

* haematoma in the neck area

e pneumothorax

» formation of arteriovenous aneurysm
* inside haematoma

WARNINGS

None known
PRECAUTIONS

* The product is intended for use by physicians trained and experienced in diagnostic and
interventional techniques. Standard techniques for placement of vascular access sheaths,
angiographic catheters, and wire guides should be employed.

* Avoid transcapsular puncture.

» Manipulation of products requires fluoroscopic guidance.

* The patient should be monitored (EKG, oximetry, blood pressure, pulse) during the procedure.

Page 5 of 13
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« Before introduction and periodically during the procedure, the transjugular introducer sheath
should be flushed with saline.

* The potential effects of phlhalates on pregnant/nursing women or children have not been fully
characterized and there may be concern for reproductive and developmental effects.

« [fthe device is to remain in a vessel for an extended period of time, appropriate measures (i.e.,

flushing with heparinized intravenous flushing solution) should be taken to reduce risk of clot
formation.

POTENTIAL ADVERSE EVENTS

« Intraperitoneal and liver hemorrhage
« Carotid artery puncture

* Pneumothorax

« Air embolism

* Puncture site hematoma

* Cardiac arrhythmia

* Arteriovenous fistula

Possible complications of the TIPS procedure:

« TIPS shunt dysfunction

» Thrombosis

* Occlusion / stenosis

« Liver capsule puncture

* Intraperitoneal bleeding

* Liver heart attack

* Fistula

* Hematobilia

* Sepsis

* TIPS shunt infection

* Hemolysis

* Encephalopathy

 Migration of the stent or placement of the stent in the inferior vena cava or too far in the portal
vein

* Pulmonary hypertension

* Puncture of the gallbladder or biliary tract.
« Damage to the hepatic artery.

* Hematoma in the neck.

« Congestive heart failure.

* Pseudoaneurysm

« Dissection or occlusion of the vessel
« The fonnation of arterioportal fistula
eLiver failure

Contraindications TIPS procedure:

Absolute

* Primary bleeding prevention

* Congestive heart failure

» Uncontrolled systemic infection or sepsis

Page 6 of 13
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» Unresolved bile duel obstruction
* Severe pulmonary hypertension

Relative

» Hepatoma, especially from varicose veins central
» Multiple hepatic cysts of the hepatic veins

* portal vein thrombosis

« Severe coagulopathy (INR 5)

» Thrombocytopenia <20000 / cm3

» Pulmonary hypertension of moderate severity

INSTRUCTIONS FOR USE

1. Using Micropuncturc or standard 18 gage/ 1.17 mm access techniques, introduce an
appropriate 0.035 inch/ 0.89 mm wire guide (supplied separately) into the inferior vena cava via
jugular venous access.

2. Using the selective hepatic catheter and a wire guide of choice,
catheterize the right hepatic vein (RHV) or the most adequate hepatic vein branch. Leave the
wire guide in a safe, distal position, and remove the catheter.

3. Advance the transjugular introducer sheath assembly over the wire guide as distal as possible
into the hepatic vein. Remove the wire and dilator.

4. Insert the Colapinto needle into the TFE catheter, and introduce the catheter/needlc assembly
through the sheath. The needle should not protrude past the catheter end hole.

5. Advance the catheter/needle assembly into the distal hepatic vein.

6. Orient the catheter/needle assembly inferiorly and rotate anteriorly (arrow baseplate on needle
indicates direction of needle curve).

7. Wedging the catheter/needle assembly against the vein wall, thrust the
needle in one movement forward through the hepatic parenchyma and toward the portal system.

8. Connect a syringe with contrast medium (not part of this set) to the needle, apply suction and
withdraw the needle until blood is seen.

9. Inject a small amount of contrast medium in order to confirm position in the portal system.
10. Advance the catheter over the needle further into the portal vein, then remove the needle.

11. Introduce the Newton wire guide into the portal branch and select the main portal vein
(MPV).

12. Advance the catheter and sheath into position across the parenchymal tract.

13. Advance the Van Ande! catheter through the TFE catheter into the porta! vein.
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14. Proceed with any indicated interventional procedures.

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.

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.

TECHNICAL CHARACTERISTICS:

Technical characteristics of the needles mentioned as components in this Technical Data
Summary;

Connection of the needle tip and tube should not be broken under minimum force excersized on
the tip and tube in the direction of their separation, which equals 40 N. Resilience: after force
10,0 N, maximum deviation - 0,45 mm. Straightness: deviation from tube and tip concentricity
should not exceed more than 0,2 mm. Maximum allowed deviation from the tip axis 3°. When
needle tip is deviated at the distance of 17,5 mm - needles should not break. Blunting radius of
the working parts of the instruments should be no more than 0,03 mm. Roughness of the surface
- no more than 0,16 mkm.

Technical characteristics o fthe wire nuides mentioned as components in this Technical Data
Summary:

Bending strength of the wire guide in not less than 22 N - when deviated at no more than 0,45
mm. Connection strength of the safety wire and guide sheath is not less than 35 N. Connection
strength ofthe guide core and its sheath is not less than 30 N.

Procedural kits for percutaneous trans-junctional access for invasive radiology are not subject to
drastic changes in ambient temperature

STORAGE CONDITIONS

e Temperature: from +58C to +35 °C
* Relative humidity from 30 to 85%.

OPERATING CONDITIONS

e Operating temperature: from + 32°C to + 42C.

Page 8 of 13
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* Ambient temperature: +10°C to +35°C.
* Relative humidity from 30% to 85%.
» Atmospheric pressure 700 hPa to 1060 hPa.

TRANSPORT CONDITIONS:

» Transportation temperature: +5 to + 35 ° C, protect from moisture and direct sunlight.
* Relative humidity: 30% to 85%.
» Atmospheric pressure from 700 hPa to 1060 hPa.

OPTRATINfi CHARACTERISTICS

e The products are stable under vibration loads in the range of 10-55 11?, the amplitude of
movement is 0.15 mm.

e Products in transport packaging are stable under vibration loads in the range of 10-55 H?,,
the amplitude of movement is 0.35 mm and shock loads at a peak acceleration of 100 m/
s2 (10g) and the duration of shock acceleration is 16 ms,

« Products are not subject to a sharp change in ambient temperature.

e Products are delivered sterile and are not subject to repeated disinfection, pre-sterilization
cleaning and sterilization.

WARRANTY

An authorized representative ofthe manufacturer in the territory of the Russian Federation is the
ZAO "SHAG".

Russia, 119002, Moscow, Karmanitskiy per., 9.office 501a.
phone: (495) 956-13-09;

Fax; (495) 956-1310,

e-mail: info@schag.ru

Manufacturer's warranty binding on quality products.

The manufacturer guarantees the operability and preservation of the sterility ofthe devices
during the entire shelf life (3 years from the date of manufacture indicated on the package),
under the storage conditions.

These devices arc intended for single use and are sterile if the package is not opened or damaged.
Do not use the device if there is any doubt that it is sterile.
COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANI>ARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

Cook Incorporated manufactures all medical products in accordance with the United States Food

and Drug Administration (FDA) Quality System Regulations, 21 CFR Part 820, Quality System
Regulations.
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All of Cook facilities are also certified to 1SO 13485 (2003) Quality Management System.
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 products have a 3 (three) year shelf-life.

STERILZATION DETAILS

These sets are supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide) validated
method to a sterility assurance level (SAL) of 10”. These devices are intended for one-time use,
sterile if unopened or undamaged. Do not use the product if there is doubt as to whether the
product is sterile.

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

PACKAGING

Ring Transiugular Inlrahenalic Access Set RTPS-100; Issupplied in individual packsgre:

1. Selective angiographic catheter diameter 5 Fr/1,67 mm, length 80 cm - Ip.

. Straight catheter diameter 5 Fr/1,67 mm, length 80 cm - Ip.

. Amplatz wire guide diameter 0,035 inch /0,89 mm, length 190 cm - Ip.
Newton wire guide diameter 0,035 inch /0,89 mm, length 190 cm - Ip.
. Introducer Flexor Check-Flo diameter 9 Fr/3 mm, length 38,5 cm - Ip.

. Dilator diameter 11 Fr/3,67 mm, length 20 cm - Ip.

. Transjugular needle "Ring" diameter 16 G/1,65 mm, length 50,5 cm - Ip.

. Transjugular catheter diameter 9 Fr/3 mm, length 45,5 cm - Ip.

. Instruction for use-Ip.

©Co~No U~ wWN

TRANSPORTATION RULES

I ransportation 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.

DELIVERY CONDITIONS

Ring Transjugular Intrahepatic Access Set are shipped individually with instructions for use in
individual packaging, which is placed in boxes of corrugated cardboard.

TRANSPORT MARKING
Page 10 of 13
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Individual packages are stacked in corrugated cardboard boxes. The boxes are sealed with a
control tape over the side walls or along the perimeter. The shipping label contains information
about box sizes, a unique bar code, lot, catalog and global product number (GPN-Giobal Product
Number), the number of packages inside the box, the expiration date, the Cook Medical logo,
and symbols:

f - a symbol for Fragile, handle with care’

- the symbol for "Temperature Limit"
- the symbol for "Keep Dry"

PACKAGING PARAMETERS
RPNs
Height, cm Width, cm Weight, gr Tolerance

RTPS-100 109.6 25.5 194.4 +-10%

TERMS OF USE

Ring Transjugular Intrahcpatic Access Set are used in medical institutions.

LABELING

Procedural sets for percutaneous transjugular access for invasive radiology 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:

Symbol Parameters
Manufacturer
w N
roa Batch code
REFE Catalogue number
lw T Date ofmanufature
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Use-by date

Do not re-use
STERLEEO Sterilized using ethylene oxide

XK Keep dry
Keep away from sunlight

EC REP Authorized representative in the European Community

Additional symbols on the label:
- marking “For specialists only”;
* medical device name;
- parameters and general device drawing;
- symbol about CE certification;
- bar-code.

-marking for phthalate (for all products, except RMT-16-51.0-TJL)

Ring Transjugular Intrahepatk Access Set
m RTPS-100

L) G06541

1«C/S9.8{m

m/Mlem

bWWEd  Q

ft'/x

AGREED LABEL LAYOUT

It is provided by an authorized representative of the manufacturer in the territory of the Russian
Federation. The layout of the label is applied in the form of a sticker (as an addition to the main
label). It includes information about device non-toxicity and the non-use of the product in
damaged packaging.
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y Product Label Layout

RTPS-100 RTPS-100
MpousBoanTeNsb;

C ook rogHocTu; MapTus;

Per.ya.:

Mmnoptep 3AO 'L AT Ten: (495) 956-13-09

<~'111111111111111111111211211111111111

NON-TOXIC W

DISPOSAL RULES

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

fmdiyO Sdrrano vargas Date
RegUMtory AffairsApecialist
Coolc Incorporated SASHA | BROWN

Notary Public. State ol Indiana
Groene County

e *ffAN * 5 Commisiion # 658997

H H Y xRy A My Commission Expires
United State:s of America ) October 06. 2022
State of Indiana ) ss:

County of Greene )
Subscribed and sworn to before me this 3 tiay of 2020.

My commission expires on October 06, 2022.
Sasha L Brown
Notary Public, Stale of Indiana
Greene County
Commission# 658997
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MepeBof C aHTIMIACKOTO A3bIKa Ha PYCCKUIA S13bIK

CEKPETAPb LUTATA
<Mevarts wWrarta VHgmaHa> WTAT MHOVWAHA

KOHHW JToyCcoH
CekpeTapb wWwrarta

AMOCTWU/b
(Faarckas KoHBeHUUA 0T 5 okTA6pa 1961 roga)

1 CrtpaHa: CoegnHeHHble LUTaTel AMeprKn

2 HacToswmii opuumanbHbi 4OKYMeHT 6b1n1 nognucad: Cawa J1. bpayH
3. BbicTynalowmm B Ka4yecTBe HoTapuyca okpyra [FpuH

4 W ckpenneH neuatbio/WITaMnoM HoTapuyca 1 cekpetaps wrara ViHanaHa

3aBepeHo
5. B r. MupgmnaHanonuc, HguaHa
6. Maroe mapta 2020 .
7. CekpeTapem Mitata IHgMaHa
8. PernctpaumnoHHbIi Homep: A2020-0305113224
0. MevaTb/LWLTamn
10. Mopnuck: (KoHHKM JTOYCOH, cekpeTapb wTaTa MiHanaHa)

<bonblas repbosas neyatb LWTaTa VHAMaHa>

[OevictButensHble ¢ 1 mas 2003 roga, Bce anoctuiy CekpeTtaps wrata MHgMaHa JOMKHbI UMeTb
3NEKTPOHHYIO Neyarsb.
LJOKYMEHT 6bin1 npocMoTpeH 17 mapTa 2012 r.
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COOK-

MEDICAL

MHCTPYKLUWNA no SKCINTYATAUUN

Hab6opbl npoueaypHble 418 UPECKOXHOIo TPanchbsipPeMHOro ocTyna ans MHBa3MBHO
pagnonorun

OCHOBHOE HA3HAYEHWE: MpepaHa3HayeHbl AN1A MOAYYEHUA YPECKOXHOMo TPaHCbLAPEMHOro
JocTyna Yepe3 eAMHCTBEHHbIA MPOKON MpuW napanie/lbHOM KOHTPO/ie MNPOBeAeHWUs MpoLesypbl
NnocpesCcTBOM PEHTreHOCKONUM AN1f 06/1e4eHNA UHBA3UBHOW pPagnonorMyeckoinm npouesypsbi.

OMMUCAHWE N3[AENNA

Tabnuua npeobpasoBaHuUin

EanHuubl MpeobpaszoBaHue
1Fr 1mm = 1Fr/3
1 atonm 25,4 Mm

Hab6op Ring Transiugular Intrahepatic Access Set RTPS-100

Habop Ana TpaHCHAPEMHOrO BHYTPMNEYEHOYHOr0 AOCTyNa, 0603HaYeHHbIN B KaTanore NpogyKLumm
nog HoMmepom RTFS-100, cocTouT M3 ABYX KaTeTepoBs, AB>" NMPOBOAHMKOB, UHTpoAblocepa Flexor
Check-Flo, pacwmpuTtens n TpaHCbAPEMHON Urnbl B cbope. Bce KateTepbl SBAATCA U3LENNAMU C
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avametpom 5.0 Fr/1,67 mm, n gnameTpoM AMCTanbHOro KoHuesoro otsepctma 0,035 groiimal0,89
mMmMm. Oba KaTeTepa M3roTaBnMBaloTCa ¢ agantepamu. MNpsamon katetep umeeT gavHy 80 cm.

CenekTuBHbIA aHruorpaduyeckuii  katesep Torcon NB® Advantage wu3rotaBnmBalTcs C
BCTPOEHHOM ONMETKON M3 16 cTaNbHbIX MPOBOLOB C 60NbLWIUM BHYTPeHHUM fguameTpom 0.0435
awovima/ 11 wmm. [daHHbI  KaTeTep M3roTaBAMBaeTCs C AUCTaNbHbIM  U3rMOOM U MMeeT
HOMWHaNbHy gnuHy 80 cm.

[Ba nposogHuka Newton n Amplatz nmetoT BHewHNin gnametp 0,035 aroiima/0,89 Mm. MpoBOAHMK
Newton npou3BOAUTCS C AJIMHHBIM TUOKMM KOHWUYECKUM AUCTaNbHbIM KOHLOM. [pOBOAHMK
Newton un3rotaBnMBaeTcs C paguMycoMm AMCTanbHOro m3rmba 15 mMm u umeeT annHy 190 cwm.
MpoBogHMK Amplatz npon3BoAUTCA B KayecTBe [OMNOSHUTENIbHOIO >XeCTKOro MPOBOAHUKA C
60MbWNM BHYTPEHHUM AMaMeTPOM, BMeLLlalWwmnm cepaedHunk 6onbwero guametpa 0.0359 grorimal
0.91 MM pns npugaHus LONOMHWUTENbHOW XXecTKOCTW. HoMMHanbHaa AnvHa AaHHOro u3genus
cocTasnget 190 cm.

NHTpogbtocep Flexor Check-Flo, Bxoasuimnii B coctaB Habopa Ans TPaHCHSPEMHOrO
BHYTPUNEYEHOYHOTr0 A0CTYyNa, BKAOYaeT B cebd MHTpoabtocep ¢ gnameTtpom 9.0 Fr/3 mm,
N3roTOB/IEHHbIN M3 TPYOKN C ONNETKON, BKNOUYEHHON B CTPYKTYPY CTEHOK, COBMECTUMOW C
pacwuputenem. NHTpogabtocep Flexor® Check-Flo® nmeet gnunny 38,5 cm. [luctanbHoe KOHLEBOe
OTBEPCTME COBMECTMMO C MPOBOAHMKOM anameTtpom 0,035 gtoiima/0,89 mm. KnanaH Check-flo® B
cbopke COCTOUT U3 COOCTBEHHO KfianaHa, CoOeANHUTENbHO TPYOKN 1 KpaHWKa, KOTOPbIWA CNYXUT B
KayecTBe NPOKCMManbHOW BTY/KN.

Pacwuputens asBnsetcs uagenvem ¢ anametpom 11,0 Fr/3,67 mMm. AnnHa faHHOro pacwimputens
cocTtaenset 20 cm, ero AuUcTasbHOE KOHLLeBOE OTBEPCTNE COBMECTUMO C MPOBOAHWKOM AMaMeTpoOM
0,038 atoiima/0,97 mMm. AucTanbHbIl KOHEL, pacluMpuTenss MMeeT KOHUYeCKYH hopmy.

TpaHcbApemHaa urna «Ring» B cbope npeactaBnser coboil wrny BHYTpWU KateTepa. Wrna
anametpom 160/1,65Mm, coBMecTuma C KaTeTepom Aauametpom 9.0 Fr/3 mm. KateTtep
XapakTepusyeTcs KOHLeBbIM oOTBepcTuem pauametpom 0,065 pgroiimos/ 1,65 MM, ero AnuHa
cocTaBnset 455 cm. OnuHa wrnel coctaBnsieT 50,5 cMm, OHa MMeeT AMCTanbHbIA U3rn6. AnuHa
KateTepa Ha 5 CM MeHbLUe ANNHbI UrNbl. TpoKcMManbHas BTY/Ka UMbl UMeeT AU3ailH ¢ BTYNKOM C
nnactuHon (gnuHoi 1,500 groimal 38,1 mm; wupuHa 0,500 groima /12,7 Mm).

MapameTpbl female JTtoap-aganTepa:
OnvHa: 1,219 groitma/31 mm (£5%)

BHyTpeHHuMIA anameTp: 0,050 groiimal/l,27 mm (£5%)
BHewHunii guametp: 0,140 atoiimal/3,56 MM (£5%)
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KomnoHeHT Habopa OunameTp,

G/ mm, Fr/ mm nnn

AOAMbI/MM

Mpsmoint KateTep Fr/imm 5/1,67(x10%)

CeNneKTUBHbIN

Advantage Fr/mm

katetep Torcon NB  5/1,67(x10%)

MpoBogHUK Newton AroMbI/MM 0,035/0,89(% 10%)
MpoBogHMK Amplatz gtoiiMbl/MM 0,035/0,89(% 10%)

Pacwuputens Fr/mm

11/3,67(+10%)

MuTpoabtocep Flexor Check-Flo Frimm 9.0/3 (£x10%)

9.0/3 (x10%)
TpaHcbapemHas urna «Ring» O/mMM 16/1,65 (£0,4)
1'paHcbApeMHbIli KaTeTep Fr/mMm 9/3(x10%)
MATEPUWANDbI

Hab6op Ring Transjugular Intrahepatic Access Set (RTFS-100)

KOMMOHEHTbI
yCcTponcTBa
CeNeKTUBHbIA
KaTeTep

MpsmMoi KaTeTep

HassaHue matepmnana

KaTeTep: PEHTrEHOKOHTPACTHbIN HeRoH
MS# 179

OnneTka: Hepxasetowasa ctans AIS1 304:
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

Cn-Max 1

BTtynka:

Monnamng (HenoH)12

# 40340

KateTep: MonutetpagnyopoatuneH MS #
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OnunHa, cm

80(+10%)
80(+10%)

190(+10%)
190(+10%)

20(+10%)

38,5(+x10%)
38,5(+10%)

50,5(+10%)
45,5 (+10%)

KOHTaKT C
nayneHTom
MpsAMOIn KOHTaKT

MpAMOi KOHTaKT



TpaHcbapeMHas
urna "Ring"

TpaHCbAPEMHbIN
KaTeTep

Pacwunputens

MpoBogHUK
Amplatz

MpoBogHNK Newton

MHuTpogblocep
Flexor Check-Flo

121

KoHel, kaTeTepa:

Monnamng (HennoH) 12 #40340
Wrna:

Hepxxaserowasa ctanb AlSI 304:
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.

BTynka urnbl: nonukapboHat # 80020
PEHTreHOKOHTPaCTHbI (PTOPUPOBaHHbII
aTuneHnponuneH MS # 183
KoHel KateTepa:

Monunamug (HelnoH) 12

# 40340

ToncTocTeHHbI nonnatunex #30943
BTynka: nonnypetaH

Cnupanbs: Hepxasetowas ctans AlSI 304
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

Cn-Max 1;

MoKpbITUE NPOBOAHMNKA:
MonutetpagTopaTuneH #171
Cnupanb: Hepxasetowas ctans AlS1 304
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

Cun-Max 1;

lMoKpbITME NPOBOAHMKA:
MonuteTpadTopaTuneH #171
Tpyb6ka:

Hennon MS # 160

Cnupans:

Hepxagetowasa ctans AlSI 304:
C-Max 0,08

Cr-18-20

Fe-66,345 - 74
1Mn-Max 2
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MpsAMOR KOHTaKT

MpsSIMOIA KOHTaKT

MpsMOIA KOHTaKT

MpsMOW KOHTaKT

MpAMOI KOHTaKT

MpsSIMOA KOHTaKT



Ni-8- 10,5
P-Max 0,045

S-Max 0,03

Cu-Max 1;

BHyTpeHHAsA 060n10uKa:
HepeHTreHOKOHTPACTHbIN
nonutetpagnyopoatuned MS # 125
Konbuo:

PEHTreHOKOHTPACTHbI HeilnoH MS #119
PacwmpuTenb UHTPOAbIOCepa:
MonuatuneH MS # 136

BTynka pacwuputens:

MonnypeTtaH

MPEAHA3SHAYEHUE/MOKA3SAHVA K NMPUMEHEHWIO

Ha6op Ring Transjugular Intrahepatic Access Set (RTPS-100 ) ncnonb3yetcs 419 TPaHCbAPEMHOI0
MEYEHOYHOro fOoCTyna nNpu NpoBeAeHUN ANArHOCTUYECKUX W WHTEPBEHLMOHHbLIX Npoueayp.

MPMMEYAHWME: Bce MaHunynauyuu, onucaHHble B [aHHOM [OKYMEHTe, MPOBOAATCA u4epes

e[IMVHCTBEHHbIN MPOKON.
MPOTUBOMOKA3AHWA:

e Koarynonatua (GUCPYHKLUA CBEPTLIBAEMOCTU KPOBK).

* Haln4dne BOCNaaNnTeNnbHOro npouecca B o6nactu npPoKona, Hel7|Tpan|/|3yrou.|,ero

(YHKUMOHANLHOCTL  Mpoleaypbl U ABAAIOLWErocs  OnacHbiM  Ans
(BocnanuTenbHble  3a60MeBaHWA  KOXW,  MOJKOXHOW  KnetyaTkm ¢
pacnpocTpaHeHus).

e Hanmuue [OGPOKAYECTBEHHbIX W 3/10KAYECTBEHHbIX HOBOOGpPa3oBaHWii B 061aCTU NPOKO/a,
KOTOpble He SBAAKOTCA O00beKTaMyu WCCNefoBaHMS W/MAWM  NeYeHus, KoTopble

TPaBMUPOBAHUM MOTYT BbI3BaTb OCMOXHEHWS MNpOTeKaHWs 6GOnesHm
KPOBOTEYEHMe, pacnpocTpaHeHne 3/10Ka4YeCTBEHHOr0 NpoLecca)

(HarHoeHwue,

e Chy4yaun, Korpa I'IOAKO)KHI:IVI NPOKON ueneBoro opraHa npoTneBonoKasaH Mo 06bEKTUBHbIM

MpUYMHaM.
e BblpaXeHHas cepaeyvHas HeOCTaTOYHOCTb

* MeyeHOYHas UM NOYeYHas HeLOCTAaTOYHOCTb
e TAXenas neroyHas runepTeH3ns

*  OKK/IO31S NeYeHOUHbIX UM NOYEYHON BeH

* Taxenasa koarynonatna (MHO>5, tpomb6ouunTtoneHns 20000/cm”)

OCNOXHEHWA:

e T[emaToOMa B 06/1aCTu LWen

* TMHEeBMOTOpakKc

e 06pas3oBaHMe apTEPMOBEHO3HOI aHEBPU3MbI
CtpaHuua 6 n3s 16
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e BMNyTPMOpraHHas remaToma

MPEAOCTEPEXEHWA:
He BbIsIBNEHbI

MEPbLI MPEAOCTOPOXHOCTW:
» laHHO€e n3genvie npefgHasHayeHo 418 UCMOb30BaHWUA BpayaMu, 06yUYEHHbIMU U ONbITHBIMUA B
06/1aCTN MAarHOCTUYECKUX N UHTEPBEHLMOHHbLIX MeTo0B. CnefyeT UCNonb30BaTh CTaHAapTHbIE

MEeTO/bl ANS Pa3MeLLEHUS KOXYXOB COCYAMCTOro A0CTyna, aHrmorpaguyecknx KaTeTepos u
MPOBO/HUKOB.

*/36erainTe Npokona Kancybl.
* Manunynaums ¢ nsgenusamu TpebyeT cofeicTBmsa hayopockonun

e MauuneHT Jo/MKeH 6bITb Nog HabnofeHneM (KT, OKCMMETPUS, KPOBAIHOE AaBNEeHMe, MyNbC) BO
BpeMs MpoLeaypbl.

e Mepes BBEAEHUEM W MEPUOAUYECKI BO BPEMS MPOLEeAYpPbl, TPAHCHAPEMHbI KOXYX
WHTPOAbIOCEPA HYXXHO MPOMbITb (DU3MONOTMYECKM PACTBOPOM.

e MMoTeHUManbHOe BO3AeiNcTBIE (PTANaToB Ha 6ePEMEHHbBIX/KOPMALLUX YKEHLUH UK fieTell He 6biNo
AOCTAaTOYHO OMMCaHO, MO3TOMY MOTYT BO3HUKHYTb MPOG6MEMbl C TOUKM 3peHWUs MOCNeAcTBUiA Ans
PENPOAYKTUBHOW (hYHKLMN 1 pa3BUTHS.

» Ecnn ycTpoOWCTBO [ONMXHO 0CTaBaThCA B COCYAe B TeUYeHWe MPOAO/MKUTENLHOFO nepuoja
BPEMEHW,  cnefyeT  MNPUHUMATb  COOTBETCTBYOWIME  Mepbl  (Hanpumep,  MpPOMbIBaHUe

renapuHM3NpoBaHHbLIM  PacTBOPOM ANS  BHYTPMBEHHOW MPOMbIBKM), 4TOObI CHU3UTb PUCK
06pa3oBaHus Crycrka.

MOBOYHbLIE AENCTBUA:

* BHYTPUOPHOLIMHHOE U NEYEHOYHOE KPOBOTEYEHME
* nepdopayns COHHON apTepun

* THEeBMOTOpaKc

* BO34yLLHas ambonua

e remaroma B MecTe NpoKasiblBaHU

* apuTMmuA cepaua

e apTEepPUOBEHO3HbIV CBULLY

Bo3moXXHble ocnoXkHeHuA npoueaypbl TIPS:

e AuctyHkuna wyHTta TIPS
 Tpomb603
e OKK/03MA/CTeHO3
» [lpokon kancynbl nevyeHu
*  BHyTpu6pHOLWMHHOE KPOBOTEYEHME
e WH(apKT neyeHu
e ducrtyna
CtpaHuua 7 n3 16
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remarobunusa

Cencuc

MHdekuns wyHTta TIPS

"femonuns

JHuedanonaTuns

Murpauus cTeHTa UAuM pa3MeLleHne CTeHTa B HUXXHEN MO0 BeHe UK CULLIKOM JaneKo B
BOPOTHOW BeHe

JNleroyHaa runepteHsus

MpoKon XENUYHOro Ny3bips UK XENYHbIX MYTeN.
MoBpexaeHne NeYEHOUYHON apTepun.

Fematoma B 061aCTh Lewn.

3acToiiHas cepAeyHas HeaoCTaTOYHOCTb.
McespoaHeBpm3ma

PaccrioeHve nnu OKKMO3M0 cocypa
O6pa3oBaHne apTepuonopTasbHOro cemLa
lMeyeHOYHas HeJOCTATOYHOCTb

MNMpoTuBonokasaHna npouegypbl TIPS:

AGCONOTHbIE
* [lepBUYHas NpouiakTUKa KpOBOTEUYEHMS
e 3acToilHasa cepfeyvHas HeOCTaTOYHOCTb
e HeKoHTponmpyemas CUCTEMHAA UH(EKLUS UAKN Cencuc
e HeycTpaHeHHas 06CTPYKLMS XeNYHbIX NPOTOKOB
o TsKenas neroyHas runepTeHsns

OTHOCUTENbHbIE
e [enaTtoma, 0COGEHHO M3 BAPUKO3HO PaCLUMPEHHbIX BEH LieHTpanbHas
e MHOXeCTBEHHble NeYeHOUYHbIe KACTbl NeYEHOUYHbIX BEH
e 1'pom603 BOPOTHOI BeHbI
e Tskenas koarynonatns (MHO 5)
e TpombouutoneHmsa < 20000/cm3
e JleroyHas runepTeH3nst CPpeAHe THKECTU

WMHCTPYKLUWNWN MO NCMNONBb3OBAHNIO

1. Ncnonb3ya cTaHAapTHbIA MeToZ AocTyna B ApeMHyt Belfy, BBefuTe COOTBETCTBYHOLLUNA
npoBogHuK auametpom 0,035 pgroiima/0,89 MM (MOCTaBNAETCA OTAE/NbHO) B HVDKHIOK MONYH
BEHY.

2. Mcnonb3ys CenekTUBHbI KaTeTep W BbiGpaHHbI MPOBOAHWK, BBEAMTE KaTeTep B MpaBylo
neyeHouyHy BeHy (RHV) unu Haubonee nNOAXOAsALULYIO BETBb MEUEHOUYHON BeHbl. OCTaBnsAs
MPOBOAHUK B 6€30MacHOM ANCTaNbHOM MOMOXEHWUMN, W3BNEKNTE KaTeTep.

3. MpopaBuraiite c60pPKY MOKPbLITUS TPAHCLAPEMHOTO MHTPOAbIOCEPA MO MPOBOAHMKY KaK MOXHO
Aanblie B NeYeHOUHYH BeHY. VI3BNeKUTe MPOBOAHMK W pacluMpuTens.,

4. Beegute urny Colapinto B kaTeTep, 3aTeM BBeauTe COOpPKY KateTep/urna yepes Koxyx. Mrna He
[0MKHa BbICTYNaTb U3 KOHLLEBOro OTBEPCTUA KaTeTepa.

CtpaHuuya 8 13 16
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5. MpoaBMHbTE COOPKY KaTeTep/urna B ANCTanbHY NEYEHOUYHYIO BEHY.

6. PacnonoxuTe c60pKy KaTeTep/urna B HanpaBneHWW KHWU3Y W NOBepHMTe Bnepes (CTpeska Ha
OMOPHOW NAUTE WUINbl YKa3blBAaeT HanpaBneHne n3inba urnbl).

7. NMopoias c60pKoit KaTeTep/urna K CTEHKe BeHbI, BBEAWUTE UINY OAHUM [ABUXEHUEM Brepes yepes
MeYeHOYHYIO0 NapeHXMMy 1 B HanpaBneHWW BOPOTHOMN CUCTEMBbI.

8. MpucoeAnHNTE LWINPUL, C KOHTPACTHLIM BELLLECTBOM BeLL,eCTBOM (He SIBNSIeTCS YacTblo Habopa) K
urne, BbIMOMIHUTE acnupaLuio 1 BbiBeAUTE UINY NOKa He BUAHA KPOBb.

9. BeanTe HebO/bLLIOE KOIMYECTBO KOHTPACTHOrO BeLLecTBa A8 MOATBEPXKAEHUA MONOXEHUS B
nopTasibHOW CUCTEME.

10. NpopaBuraiiTe KaTeTep Mo Urne ganblue B BOPOTHYH BEHY, a 3aTEM W3BEKUTE UrNy.

. BeeanTe npoBoAHMK Newton B BOPOTHYI BETBb M AOCTUFHWTE OCHOBHO BOPOTHOI BEHbl
(MPV).

12. MpoABUHbTE TPAHCHAPEMHbIA KaTeTep M MOKPbLITAE B MONOXEHNE NONepek TpakTa NapeHXnMmbl.
13. Mpopaguraiite kateTep Van Andel yepe3 KaTeTep B BOPOTHYIO BEHY.

14. BbINoNHANTe N0OY0 M3 HEO6XOAMMbIX UHTEPBEHLMOHHbLIX NpoLeayp.

®OPMA MOCTABKWU

MocTaBnaTCA CTepuin3oBaHHbiMU 3TneH OKCMAOM B OTCnanmBaeMblX nakeTax. lNpegHa3Ha4veHbl
AN OAHOPA30BOr0 MCMOMb30BaHMA. CTepu/bHbIA, €CAn MakeT ABASETCH 3aKpbiTbiM WUAnM  6e3
noBpexaeHnin. He wncnonb3yiTe NPOAYKT, €CM eCTb COMHEHWA B TOM, SABASETCA NM NPOAYKT
CTepWUNbHbIM. XpaHWTb B TEMLOM, CYXOM, MpOXnagHOM MecTe. V3beraiiTe ANUTENbHOrO
Bo3deincTBmA cBeTa. [locne ypaneHUs U3  yNnakoBKW, OCMOTpUTE Wu3denvMe Ha npegMmet
NMOBPEeXAEHNNA.

PEKOMEHOALNN

3TN MHCTPYKUUM NO MCMONb30BaHMIO 6Ga3npyloTcs Ha ONbITe Bpauyein u (Mnm) ux nutepaType.
O6paTuTeChb K MECTHOMY TOProBOMY NPeACTaBUTENO ANS MONYUYEHUS WHGpOPMaLUM O UMELLLelics
nutepaType.

TexHuyeckme xapakTepUCTUKUM UM, YNOMAHYTbIX B KayeCTBe KOMMOHEHTOB B HaCTOALLUX
KpaTKux cnenn(})ukanmax:

CoefiHEHME KOHLA UMbl U TPYOKN He JO/HKHO pasnamblBaTbCA NPU NPUMEHEHUU MUHUMANbHOTO
YCU/INA K KOHLY TPYOKKN 1 B HanpaBieHUn MUx pasfefieHns, KoTopoe cocTtaenseT 40 H. ¥YnpyrocTs:
npu [dumeHeHun ycunma 10,0 H makcumanbHoe OTKNOHeHMe - 0,45 mM. TpAMONMHENHOCTb:
OTK/IOHEHME OT NPAMOJIMHEMHOCTU HEe [LO/DKHO npeBbiwartb 0,2 MM. MakcumanbHOe LONyCTUMOe
OTK/IOHEHME OT OCU KOHLa cocTasnfeT 3R [Npn OTKNOHEHMWN KOHLA WUI/bl Ha paccToaHum 17,5 Mm -
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UrNbl He [LO/MKHbI nomaTbCA. Pagumyc 3akpyrneHus paboumx 4acTeil MHCTPYMEHTOB He A0/KeH
npesblwatb 0,03 Mm. LLIepoxoBaToCTb NOBEPXHOCTU - He 6onee 0,16 MKM.

TexHnyeckne xapakTepuCcTUKW TMNPOBOAHWKOB, YMNOMAHYTbIX B KayeCTBe KOMMOHEHTOB B
HacTOoAWNX KpaTKNX CI'IeI/IVIQJVIKaI/II/IFIXZ

MpPoYHOCTb NPOBOAHMKA Ha U3rNb cOCTaBsAET He MeHee 22 H - Mpu OTKNOHeHWW He 6oflee Yem Ha
0,45 MM. TpOYHOCTb COEMHEHNA NPOBOAHUKA U MOKPbLITUA NPOBOAHNKA COCTaBNAET He MeHee 35
H. MMpoYHOCTb COeiNHEHNA CepeyHKa NPOBOLHNKA W ero NoKpbITUA cocTasngeT He MmeHee 30 H.

Ha6opbl npouefypHble AN YPECKOXHOI0 TPaHCbAPEMHOTO A0CTynNa A5 UHBA3VWBHOW pafnonoruu
He NoABeprarTCca Pe3KoOMy M3MEHEHUIO TeMNepaTypbl BHELWHEN Cpefbl.

YCNOBUA XPAHEHWA:
Temnepartypa: ot +5°C po + 35°C.
OTHocuTenbHas BnaxHocTts Bo3ayxa ot 30 go 85 %.

YCNOBUA SKCMNYATALNN:

TemnepaTypa akcnayaTtaynm: ot +32®C go + 42°C.
Temnepatypa okpyxatouiero sosgyxa: +10°C go + 35°C.
OTHoCcUTenbHaa BNaXxHOCTbL Bo3ayxa oT 30% o 85%.
ATmMoc(epHoe gasneHune 700 rMa go 1060 rfa.

YC/NOBUA TPAHCITOPTUPOBKW:

Temnepatypa TpaHCNOpPTMPOBKY: +5 a0 +35°C, 6epeyb OT BAarv 1 NpPAMbIX COTHEYHbIX NyYeil.
OTHocuTeNbHadA BNaXHoOCTb Bo3ayxa: oT 30% pno 85%.

ATMocgepHoe gasneHune ot 700 rlMa go 1060 rMa.

QKCNNYATAUNOHHBIE XAPAKTEPUCTUKW:

Mpu BUGPALMOHHbBIX Harpyskax B gnanasoHe 10-55 'y n amnautyae nepemetteHms 0,15 mm
Habopbl npoueaypHble AN YPECKOXHOI0 TPAHCHAPEMHOIOo A4OCTyna A8 MHBA3WBHOW paguonornm
OCTalTCA UCMpPaBHbLIMMN.

Mpw BUGPALMOHHBLIX Harpyskax B gnanasoHe 10-55 'y, amnnutygae nepemetieHns 0,35 Mm u
yAapHbIX Harpyskax npum nmkosom yckopeHun 100 m/c™ (I0g) M 4NnTEeNbHOCTM YAapHOro
yCKopeHus 16 mc Habopbl NpouefypHblie A58 YPECKOXHOr0 TpaHChAPEMHOro f4ocTyna ans
WNHBa3MBHOWN pajMonormm ocTaroTCa UCMPaBHbIMU.

FTAPAHTUMNHBLIE OBA3ATENBCTBA
1'apaHTUK Npon3BOAUTENS B 06513aTE€NILHOM NOPSAKE PACNpPOCTPAHSIOTCS Ha KAaYeCTBO M3AENWid.

YNONHOMOYEHHbIM NpeAcTaBUTeNIeM U3roTOBUTENA Ha TeppuTopun Poccuitickoin depepanmm
asnaetcd 3A0 «LUATM».

Poccusi, 119002, r. MockBa, KapmaHuukuii nep., 9. opuc 501a.

TenedoH: (495) 956-13-09;

dakc: (495)956-1310,

e-mail: info@schag.ru

FapaHTMA NPOM3BOAUTENA PACNPOCTPAHAETCA HA KayeCTBO MeAULMHCKUX U3LENNIA.
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Mpon3BoANTENb FrapaHTUPYeT paboTOCNOCOGHOCTb M COXPaHEeHWEe CTEPUNBHOCTU U3LENNii B
TeUeHMe BCero cpoka rogHocTn (3 rofa ¢ AaTbl U3rOTOBMEHNS, YKA3aHHOW Ha yNakKoBKe) Npu
CO6MOAEHUN YCNOBUIA XpaHEHUS.

TN n3genna npegHasHayeHbl ANs 04HOPA30BOro UCMOJb30BAHUA M ABNAKOTCA CTEPUNLHBLIMU, €Cnu
yrnakoBKa He pacneyataHa WanM He mnoBpexpjeHa. He VICI'IO!'Ib3yVITe n3genne, eciin eCtb COMHEHUA
OTHOCWUTENbHO TOTr0, YTO OHO ABNAETCA CTEPUNBbHbLIM.

COBJMIOJEHVE COOTBETCTBYHOWWMX PEMMAMEHTOB W TEXHUYECKWX
CTAHAOAPTOB

KomnaHuss Cook Incorporated npou3BoAUT BCe MEeAULUHCKUME W3AeNUsa B COOTBETCTBUU C
Ovpektneoin EC no meguunHckum nsgenvam 93/42/EEC.

Komnanusa Cook Incorporated npous3BOAWT BCe MeUMUWHCKME W3LeNnus B COOTBETCTBUU C
MpaBunamu cuctembl kKavectsa CLUA HO NpoLoOBOMLCTBEHHLIM TOBapaM W fIeKapPCTBEHHbIM
npenaparam (FDA), 21 CFR uacTb 820, lNMpasuna KOHTPONA KayecTsa.

Bce npon3BoACTBEHHbIE 06bEKTbLI KOMNaHMM CoOK Takxe CepTU(MLMPOBaHbI COrNacHO CTaHAapTy
EN ISO 13485 (2003), CucTemaynpasieHus KayecTBOM.

CPOK XPAHEHWNA

[lata «ucrnonb3oBaTh f0» 0603HaYeHa CUMBOMAMU Ha MapkKUpoBKe. CPOK roaHOCTY OMpeaensieTcs
OT YKa3aHHOro BPEMEHU M3roToBneHUs ((pabpuuHblii CUMBON) A0 YKa3aHHOW [aTbl WCTEYEHUs
CpoKa (CMMBO/ NecOYHbIX YacoB). PasHuLa MeXay 06evMU aaTaMi COCTaBAseT CPOK FOAHOCTY.

Cpok xpaHeHWnst HabopoB - cocTasnseT 3 (Tpu) roga.

NHPOPMAL WA O CTEPUTTNSALNN

Habopbl NOCTaBNATCSA CTEPUNbHbIM B O4HOPa30BO YyMakKOBKe, CTepuan3oBaHHble EtO (3TuneH
OKCUAOM), BanWAMPOBAHHOIO MeToja 06ecrneyeHUs YPOBHS cTepunbHocTh (SAL) 10m” 3Tm
n3genusa npefHasHaveHbl ANA O4HOPA30BOr0 MCMO/Ib30BAHUA W ABNAKOTCA CTEPUNbHBIMKU, eciu
ynakoBKa He pacnevaTaHa wau He noBpexgeHa. He ncnonb3yinTe usgenne, eCim ecTb COMHEHMUSA
OTHOCWUTE/IbHO TOT0, YTO OHO ABMSETCHA CTEPUNbHbLIM

NMPABNNA XPAHEHIWNA

[aHHble n3genns cnegyeT XpaHUTb B TEMHOM, CyXOM, MPOX/afHOM MecTe; n3berante 4INTENbHOIO
BO34eliCTBUSA CBeTa.

YMAKOBKA

Habop Ring Transjugular Intrahcnatic Access Set RTPS-100: nocTaBnseTcs B
MHAUNUNYaNbHbIX YNaKoBKax, CofepKaLynx:
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CenekTuBHbIN KaTeTep anametpom 5 Fr/1,67 MM, gnmHoit 80 cm - 1 LwT.
Mpamoii kateTep gnameTpom 5 Fr/1,67 mm, gnuHoin 80 cm —1 wr.

MposoagHUK Amplatz gnametpom 0,035 atoiima/0,89 mm, agnnHoin 190 cm - 1 wr.
MpoBoagHnk Newton gnametpom 0,035 gtoiima/0,89 mm, gnnHoi 190 cm - 1 wr.
NHTpoabtocep Flexor Check-Flo guametpom 9 Fr/3 mm, gnuHoi 38,5 cm - 1wir.
Pacwunputens gnametpom 11 Fr/3,67 mm, gnvHoin 20 cm - 1w,
TpaHcbapemHasa urna "Ring" gnametpom 16 G/1,65 mm, anuHoi 50,5 cm - 1wr.
TpaHCbAPEeMHbI KaTeTep gnameTpom 9 Fr/3 mm, gnuHoi 45,5 - 1wr.
WVHCTPYKLMA N0 NPpUMeHeHUto - 1uT.

MPABUNJ1A NMEPEBO3KW

Mpu nepeBo3Ke cnefyeT Y4WUTbiBaTb TUM WCMOMb3YEMOrO TPAHCMOPTA, MYHKT Ha3HAYeHMs,
NnocTaBLiMKA, WCNONb3yemMoro Ans MepeBO3KM, a TakKXe 4acToTy W YCNoBUS KaKux-nubo
neperpy3ok, He06X04UMbIX BO BPpeMs TPAHCMOPTUPOBKMN.

YCNOBUA MOCTABKU

Ha6opbl npoueaypHble A5 YPECKOXHOr0 TPAHCHAPEMHOr0 A40CTYNa 415 UHBA3WBHOW Paanonorum
MOCTaBNATCSA MOWTYUYHO C UHCTPYKLUEN MO MPUMEHEHMNIO B MHAMBUAYaNbHOW YNakKoBKe, KOTopast
nomewyaeTcs B KOPOOGKM M3 ro)pupoBaHHOI0 KapToHa.

TPAHCIOPTHAA MAPKNPOBKA

NHanBmnayanbHble YNakoBKW YKNaAbiBalOTCH B KOPOOKM M3 rohpupoBaHHOIO KapToHa. Kopobku
3aKNenBatT KOHTPONbLHO NEHTOM C 3aX0A0M Ha 60KOBbIE CTEHKU UK MO NepUMETPY.
TpaHcnopTHasa MapKMpPOBKa COAEPXUT MHPOPMaLMI0 0 pa3Mmepax KOPOOKN, YHUKaNbHbIW WTPUX-
KOf, NOT, KaTanoXHblii 1 rnobanbHblii Homep usgenuns (GPN-Global Product Number), konnyecTtso
YyNaKoBOK BHYTPWU KOPOOKKN, CPOK FOAHOCTU, NOroTmn KkomnaHum «Cook Medical», a Takxe
CUMBOSIbI:

f - CUMBO/J1 O 6epe)KHOM OTHOLUEHUN

- CUMBOJ1 0 TEMMEepPaTypPHOM peXMMe

- cuMBO «Coep)KaTb CyXUM»

MAPAMETPbI ¥TIAKOBKW
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LWnpuHa, Bec, 1 Jonyck
BbicoTa, cM  CM
RTPS-100 109,6 25,5 194,4 +- 10 %

Ne n/n

YCnoBmda NMCMNOJTb30OBAHWMA

Ha6opbl npouefypHble A/5 YPECKOXHOI0 TPAaHCHAPEMHOTO A0CTYMa A5 UHBA3WBHON pagnonorum
MCNONb3YITCA B NIEYEBHBIX MEANLUHCKUX YUPEXAEHUAX.

MAPKVPOBKA

Ha6opbl MOCTaBNAOTCS B OTAENbHbIX YMNaKOBKax, Ha KOTOPbIX He AO/MKHO 6blTb KaKWX-1160o
MPU3HAKOB MNOBPEXAEHUS WKW BCKPbITMA. TMpyu 0GHApY>XXeHUU Wu3rnboB, pPasnoMoB U APYrUX
[edeKTOB 1UCMNONb30BaHWE U3AENNS HELOMYCTUMO.

MapKunpoBKa yCTpoiCcTBa 0603HaUaeT caeAytolne napamMmeTpbl YCTPOICTBa:

Cumson Paclimngpposka
I J M3rotosutens
Kog naptum
REF Homep no karanory

GQ [lata n3rotoBneHms

Mcnonb3oBaTtb 40

3anpeT Ha NOBTOPHOE NPUMeHeHUe

STBVLEEO CTepnnn3oBaHoO OKCMAOM 3TUNEHA

f Bepeub OT Bnaru

He gonyckaTb BO3/le/ACTBMS COHEYHOTO CBETa

EC REP YNoNHOMOYEHHbIN NpeacTaBuTens B EBponeiickom coobuiectse
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Habop Ring TnnsjuguUi lomhepatic Access Set

LWILLIATPUOO
QE:G06541 mamiHivi

O » tfr/4S.S«

F||rn|L)fJ\|/I|I|IJy|m|

COCXK

[,0N0NHNUTENbHbIE CUMBO/bI HA 3TUKETKE:!
- MapKMpOBKa «TO/bKO A/ CNELNanncToB»;
- Ha3BaHWe YCTPONCTBA MEANLMHCKOTO Ha3HAYEHNS;
- napameTpbl 1 06WNIA YEPTEX YCTPOICTBA;
- cumBon ceptudukaunm CE;
- WTPUX-KOL,.
- OTMETKa 0 MPUCYTCTBMU (hTanatos

COMNACOBAHHbINN MAKET MAPKPOBKW

MpegocTaBnsieTcss  YMNOMHOMOYEHHbIM  MPeACTaBUTENIEM  MPOW3BOAUTENS  Ha  TeppuUTOopUM
Poccuiickoii ®egepauun. MakeT MapKUpPOBKM HAHOCUTCS B Bufe CTuUKepa (AOMONHWUTENbHO K

OCHOBHOI MapKMPOBKE). B HEro BK/HOUYEHbI laHHbIE 0 HETOKCUYHOCTU U O HEMPUMEHEHUN U34eNnus
B MOBPEXJEHHOI yrnaKoBKe.
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NMPABUNA YTUNTN3ALINN

Mocne 3aBeplueHWs npouedypbl U3genve cneayet YTWAW3MPOBaTb B  COOTBETCTBUMU C

MWHCTUTYLUWNOHANbHBIMW WUHCTPYKUMAMW MO YTUNU3aLUnun 610N10rM4YecKn onacHbIX MeaNLUNHCKNX
0TX0A408B.

/nognucaHo/
JpHaH X CeppaHo Baprac

CneuunanucT HO BONpocam perynnpoBaHus
Cook Incorporated

fata 03 mapta 2020

CoeaunHeHHble LLTatbl AMEPUKN)
LW Tat NHanaHa)

OKpyr 'pUHUH)

Meyvatb

Cawa J1. bpayH

HoTtapuyc LLTata MIHAnaHa

Okpyr 'puHWH

Mosa komuccua Ne 658997

CpOK MOMX NOTHOMOYUIA UCTEKAeT
6 okTA6ps 2022 roga
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MoagnucaHo nog npucsroii B moem npucytcTeum 03 mapTta 2020.

CpOoK MOMX MOTHOMOYNIA ncTeKaeT 6 okTA6psa 2022 roga. /nognucaHo/
Cawa /1. bpayH

Hotapuyc Wtata MHanaHa
Okpyr 'puHWH
Mosa komuccusa Ne 658997
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MepeBoA aHHOr0 TEeKCTa BbINONHEH NepeBoaUunkoM KoTnspoBbiM AHTOHOM Vropesnyem.

noArnmcChb
Poccuitickaa degepaums

"opoa Mocksa
OpauHHaguaToro MapTa [Be ThicAuy ABaLaToro roga

A, Kopcuk Bnagumup KOHCTaHTUHOBKY, HOTapuyc roposa MoCKBbl, CBUAETENbCTBYIO
No4/IMHHOCTb nojnucu nepesojynka Kornaposa AHTOHa ropesnya.
Moanuch caenaHa B MOEM MPUCYTCTBUN.
JlnyHocTb nognucasLlero JOKYMEHT yCTaHOBNeHa.

3aperucTpuposaHo B peecTpe: N9 77/2138-H/77-2020-S
B3bicKaHOo rocygapcTBeHHON nownuHbl (Mo Tapudy): 100 py6. 00 kon.
YnnaueHo 3a 0KasaHue ycnyr npaBoBOro ¥ TeXHWYecKoro xapakTepa:

Mep6oBas nevatb
HoTapuyca ropoga
Mocksbl Kopcuka B.K.
WNHH 772321704023*

noanch

Poccuiickas degepauys
["opog Mocksa

OfHHHaAMAToOro MapTa ABe ThiCAYM ABAALATOrO rofa

A, Kopevik Bragyvivp KoHCTakrHoBIMY, HoTapryc ropoga MockBb!,
CBULETENLCTBYHO BEPHOCTL KOMWM C MPEACTAaB/EHHONO MHe AUKyMeHTan N fy
3aperncTpurpoBaHo B peectpe: No 77/2138-H/77-2020- 7
B3bICKaHO rocyiapCTBEHHON NOLWHLI (Mo Tapudly): A / O py6. 00 kon
A [naveHo 3a OKasaHVie YC/TyT NpaBOBOIO U TeXHWYeckorogaparoepa: / [ S~*

00 Kon.

B.K Kopcuk

CEero NpoLUHypoBaHo, MPOHYMEPOBaHO
N CKPenJieHo nnct(a)(oB)

Hota
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