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.C' -acting LLthe XN AL FOR THE DISTRICT Qg COLUMBIA

LIYA AKALU, NOTARY PUBLIC IN AND FOR THE

4. Nsars the seal/stamp of _PISTRICT OF COLOMBIA
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This instruction for use has been prepared to provide information for the purpose of registering the
medical device in the Russian Federation. The information is provided in an amount required in
accordance with the Rules for Registration of Medical Devices (Decree of the Government of the
Russian Federation of 27.12.2012 No. 1416). The content of the instruction for use meets the
requirements of the Order of the Ministry of Health of the Russian Federation dated January 19,
2017 No. lln "On approval of requirements for the content of technical and operational
documentation of the manufacturer (manufacturer) of the medical device".

Development, production and sale of the product complies with the requirements of ISO
13485: 2016 (Certificate No. 496217 MP2016, date of issue 01/20/2019 / valid until January 19,
2022, the notified body for medical products: DQS Medizinprodukte GmbH); the product
has CE marking (EU certificate number: 496217 MR2, date of issue - 07/17/2017,
expiration date - 01/19/2021, notified body: DQS Medizinprodukte GmbH).

1. Name ofproduct:

I. Barricade Coil for endovascular embolization, in the following versions:

1 Barricade Complex Frame Coil for endovascular embolization, in the following versions:
9000000203FR10, 9000010255FR10, 9000020306FR10, 9000030407FR10, 9000040411 FRIO,
9000050509FR10, 9000060513FR10, 9000070611 FRIO, 9000080616FR10. 9000090713FR10,
9000100719FR10, 9000U0816FR10, 9000120821FR10, 9000130917FR10, 9000140923FR10,
900015102iFR!0, 9000161027FR10, 9000170616FR18, 9000180719FR18, 9000190821FR18,
9000200923FR18, 9000211027FR1S, 9000221129FR18, 9000231231FR18, 9000241334FR18,
9000251437FR18, 9000261540FR18, 9000680413FR10, 9000690517FR10, 9000700620FR10,
9000710724FR10, 9000720827FR10, 9000730930FRI0, 9000741034FR10, 9000750620FR18,
9000760724FR18, 9000770827FR18, 9000780930FR18, 9000791034FR18, 9000801137FR18,
9000811240FR18,9000821343FR18, 9000831447FR18, 9000841550FR18.

2. Barricade Helical Fill Coil for endovascular embolization, in the following versions:
9000270304FL10, 9000280306FL10, 9000290308FL10, 90003003I0OFL 10, 9000310404FL10,
9000320406FL10, 9000330408FL10, 90003404I0FL 10, 9000350510FL10, 9000360515FL 10,
9000370610FL10, 90003806i5FL10, 9000390620FLI0, 9000400715FLIO, 900041072GFL10,
9000420820FL10, 9000430830FL10, 9000440930FLIO, 9000451030FL10, 9000850415FL10,
9000860420FL10, 9000870520FL10, 9000880525FUO, 9000890625FL10, 9000900630FL10,
9000910730FL10, 9000921040FLIO0.

3. Barricade Helical Finish Coil for endovascular embolization, in the following versions:
9000550256FN10, 9000560304FN10, 9000570306FNIO, 9000580406FN10, 9000590408FN10,
9000600506FNIO, 9000610508FN10, 90006205i0FN 10, 9000630606FN10, 9000640608FN10,
9000650610FNIO, 9000930154FN10, 9000940156FN10, 9000950206FN10, 9000960208FN10,
9000970258FN10, 9000980308FN10, 9000990310FN10, 9001000410FN10, 9001260101FN10,
9001270102FN10, 9001280103FN10, 9001290104FN]0, 9000460151FN10, 9000470152FN10,
9000480153FN10, 9000490201FN10, 9000500202FN10, 9000510203FN10, 9000520204FN10,
9000530253FN10, 9000540254FN10.

4. Complex Finish Coil for endovascular embolization, in the following versions:
9001010102CF10, 9001020152CFIO, 900i030153CFI 0, 9001040154CF10, 9001050202CF10,
9001060203CF10, 9001070204CF10, 9001080206CF10, 9001090252CF10, 9001100253CF10,
9001110254CF10, 9001120303CFI0, 9001130304CF10, 9001140306CF10, 9001150308CFIO,
9001160310CF10, 9001170404CF10, 9001180406CF10, 9001190408CF10, 9001200410CF10,
9001210413CF10, 9001220506CF10, 9001230508CF10, 9001240510CF10, 9001250513CF10,
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9001300101CF10, 9001310103CF10, 9001320353CF10, 9001330354CF10, 9001340356CF10,
9001350358CF10.

Device classification according to the Medical Device Nomenclature Classification adopted by
the Order of the Ministry of Health of the Russian Federation of June 6,2012, No.4n -323500,
OKPD2- 32.50.50.110 - Suturing devices;

Class depending on potential risk of medical use according to the Medical Device Nomenclature
Classification adopted by the Order of the Ministry of Health of the Russian Federation of June

6, 2012,No.4n-3.

Type ofbody contact: permeanent (life-long) contact with blood - a call; short-term contact with
intermal ervironment of bodly - delivery systent, mediated contact - packege, a00essories.

2. Full name of the manufacturer of the medical device

Blockade Medical LLC, USA

18 Technology Drive, Suite 169, Irvine, CA 92618, USA

3 Purpose of the product andprinciples of action:

3.1 Purpose ofthe product: The device is intended for endovascular embolization of intracranial
aneurysms and other neurovascular anomalies such as arteriovenous malformations and
arteriovenous fistulas. The device is also intended for vascular occlusion of blood vessels within
neurovascular system to permanently obstruct blood flow to an aneurysm or other vascular
malformation ~id for arterial and venous embolizations in peripheral vasculature.

4. Functional characteristics of the product:

The Barricade coil for endovascular embolization is an implantable coil, attached to delivery
system (pusher). The coil has an internal thread that prevents stretching. The delivery system is
operated by the Blockade detachment controller, designed specifically for Barricade coils for
endovascular embolization, (not included into delivery set). To separate coils, a cable for
separating coils is needed (not included into delivery set).

The delivery system is used for endovascular installation of Barricade coils in the aneurysm sac.
Barricade coils are attached to the delivery system at distal end. The delivery system is
electrolytically controlled.

Delivery system consists of an introducer and pusher unit. Introducer is a polymer tube. It protects
the device and distal segment of the delivery system from damages.

Pusher has a variable flexibility from proximal to distal end, providing zones of varying rigidity, at
that the distal end is the most flexible. Proximal end of pusher has opaque bands of warning
markers, called 'restrictive marks'. These restrictive marks indicate the position of implant relative
to the micracatheter.

Pusher controls an installation of coils. Pusher pushes and pulls out coils through microcatheter and
ensures safe delivery to an aneurysm sac/ vascular malformation or repositionability until
disconnection will be required.

Delivery system is made of medical polymers and stainless steel. Total length of delivery system is
sufficient so that it can be inserted through access to femoral artery and placed on site of aneurysm.
5. Risks of using a medical proaduct, contraindications, expectedandpredictable side effects:
5.1 Indicationsfor use:

The Barricade coil for endovascular embolization is primarily used for placement in vasculature for
permanent blockage of blood flow in blood vessel, aneurysm or other vascular malformations /
lesions.
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The main purpose of coil embolization is to exclude vascular lesion 15amthe neurovascular
circulation while maintaining blood flow in normal part of vascular system. This is achieved by
installing embolization coils permanently in an aneurysm, vascular malformation/lesion or venous
canal. After installation, embolization coils are intended to create mechanical obstruction, which
affects on overall vascular occlusion. This blocks blood flow in location of tlie lesion, thereby
protecting vascular lesions from rupture and hemorrhage. Embolization coils can also be placed in
parental vessels to 'close’ the artery and to block the blood flow.

5.2 Contraindications:

There are no known contraindications associated With the use of the The Barricade coil for
endovascular embolization.

5.3 Potential complications and side effects:

Potential complications include, but are not limited to: hematoma at the insertion site, vessel
perforation, aneurysm rupture, parent artery occlusion, partial aneurysm filling, embolism,
hemorrhage, ischemia, vasospasm, coil migration or its incorrect placement, premature or difficult
detachment of coil, clot formation, revascularization, postembolization syndrome, and neurologic
impairment, including stroke and, possibly, death.

Cases of chemical aseptic meningitis, edema, hydrocephalus, and/or headaches were associated
with use of embolization coils for treatment of large and giant aneurysms. Doctor should be aware
of these complications and give instructions to patients, when they manifest.

54Precautionary measures:

. Tlie Barricade Coil for endovascular embolization is sterile and non-pyrogenic until
package of the device is opened or damaged.

. The Barricade Coil for endovascular embolization is intended for single use only. The

device is not intended for resterilization and/or reuse. After use, dispose it according to disposal
regulations. Do not use device, if package is opened or damaged.

. The Barricade Coil for endovascular embolization is intended for detachment only with the
Blockade Disconnect Controller, manufactured by (Blockade Medical LLC), USA.
. Damage of pusher can lead to disruption of detachment, injury during deployment of coil.

If delivery pusher is damaged at any time, do not attempt to straighten or repair it. Do not perform
deployment or detachment of coil. Remove device and replace tlie coil.

. The Barricade Coil for endovascular embolization should only be delivered through a
microcatheter with an inner surface, coated by PTFE (polytetrafluoroethylene). In case of possible
damage to device, removal of both, coil and microcatheter, from patient is required.

. Do not move delivery system forward with excessive force. Determine a cause of any
unusual resistance, return the coil back and check for damages.
. Move forward and return the coil slowly and smoothly. Completely remove the coil, if an

excessive friction is noticed. If an excessive friction is noted when using the second coil, check
the microcatheter for damages or kinks.

. If a change in position of the coil is required, retract the coil, especially careful, under
radioscopic control by direct movement by pusher. If, the coil does not move during direct
movement with pusher or if the position change is difficult, the coil may be stretched and possibly
broken. Carefully remove and dispose of the device.

. If, during removing the coil, resistance occurs, when it is located at an acute angle to tip of
microcatheter, stretching or breakage of coil can be avoided by gently moving distal end of the
catheter to aneurysmal opening or slightly inward. Thus, aneurysm and artery help to retrack the
coil back into microcatheter.
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000050509FR 5105 35405 ox1 030 0051 005 042  10System

10
WHOBIIR 5105 35:05 1361 030 006l 0086 042  10System
900007186'/' PR 6105 42605 M+l 030 005l 005 042  10System
90000818616FR 6:05 42+05 16#1 030 0051 0056 042  10System
ORI 7505 49:05 131 030 0051 0056 042 10System
9000101%719FR 7405 49:05 19+1 030 0051 0056 042 10 System
WOUBIIR 8105 56:05 160 030 0061 0086 042  10System
9000121%821FR 8405 56:05 21+2 030 0051 0056 042 10 System
90001318917FR 0+05 63:05 1741 030 0051 005 042  10System
9000141%923FR 90105 63:05 23+ 030 0051 0056 042 10 System
9000151%)021“ 1041 7405 21+2 030 005l 0056 042  10System
PR 10m 7105 27e2 030 006l 0055 042 10System
WOOLOIOR 6105 42105 1611 03 0057 005 055 18System
WOOLBIR 7405 40:05 1981 033 0057 0056 083 1BSystem
9000191282'FR 8:05 5605 21+2 033 0057 0056 053 18 System
WWODER 9105 63105 232 03 0057 005 053 18 System
WORLR los 705 212 03 0057 0056 053 18System
WWLZIIR M1 77105 2003 036 0076 0056 053 18Sysem
9000231;231“ 1241 84405 31+3 036 0076 005 053 18 System
WSR3 9105 3453 036 0076 005 053 18System
PSR 141 0105 373 036 007 0056 053 18Sysem
AR 15w 10'?‘0' 403 036 0076 005 053 18 System
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000804LFR - 4105 28405 131 028 0038 0023 042  10System

10

WOOPIR 505 35105 1741 030 0051 005 042 10System
WOOTODZOR 6105 42:05 2042 030 0061 005 042  10System
WOTOPR 7405 49105 202 030 0061 0056 042 10System
WOPBZTR 115 56:05 2742 030 0051 005 042 10System
9000731%930FR 0+05 63:05 30#3 030 0051 005 042 10 System
WOMONAR 1005 705 33 030 0051 005 042 0System
POIIMR 6105 42105 2002 033 0057 0056 053 1BSystem
WOV 7205 49:05 24x2 03 0057 005 053 1BSystem
WOTT2IR 8105 56105 2742 033 0057 0056 053 18 System
POEDIR 9105 63105 3043 03 0057 0056 053 18System
9000791;034“ 0405 705 34#3 033 0057 005 053 18 System
WISMSTR 1105 77205 373 036 0076 005 053 18 System
WIOPOR 12405 84105 4023 036 0076 005 053 18System
900082;343” 13405 9.U05 43#3 036 0076 0056 053 18 System
POHIR 1405 08105 4753 036 0076 0056 053 18System

WOOBSIR 1505 03P 1503 036 0076 0056 053 18System

Note: Unspecifiedacoeptable values: £ 14
*10System - microcatheters with an intermal diameter of et least 0.0165°(042 mm)
*18System - microcatheters with an intermal diameter of et least 0.0210' (053 mm)

6.1.2 Specifications of The Barricade coilfor endovascular embolization Helical Fill:
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JUUUUULE
Length of ) Diameter
coi! in uter Diameter Internal
Primary deployed diameter of coil diameter of internal
Code for order diameter condition .. thread, tube Compatible
. i of coil . .
(order code)  of coil  (coil on mm introducer, microcatheter
(L), mm delive thread (£0.002  not more
! Y k), mm (20.002
system - mm)  than mm
mm)
£), cm

9000270304FL10 3+05 4+05 030 0051 0,42 0.056 10 System
9000280306FL10 3#0.5 61 030 0051 0.42 0.056 10 System
9000290308FLI0 3x05 84 030 0051 0.42 0.056 10 System
9000300310FL10 3#05  10#1 030 0051 0.42 0.056 10 System
9000310404FL10 405 41 030 0051 0.42 0.056 10 System
9000320406FL10 4+05  6xl 030 0051 0.42 0,056 10 System
9000330408FL10 4405 81 030 0051 0.42 0.056 10 System
9000340410FL10 4#05  10¢1 030 0051 0.42 0.056 10 System
9000350510FL10 505 1041 030 0051 0.42 0.056 10 System
9000360515FL10 5+05  15+#1 030 0051 0.42 0.056 10 System
9000370610FL10 6+0.5  10+¢1 030  0.051 0.42 0.056 10 System

9000380615FL10 6+0.5 15 0.30 0.051 0.42 0.056 10 System
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of coil deployed of coil thread, tube internal
(L), mm condition thread @ mm introducer, thread,
(coilon (K), mm (£0.002 notmore  mm

delivery mm)  than mm (x0.002
system - mm)
E), cm

9000550256FNI0 2.5+0.5  6+1 0.28 0.032 0.42 0.023 10 System
9000560304FN10 3+05  4i0.5 0,28 0.038 0.42 0.023 10 System
9000570306FN10 3+0.5 6+1 0.28 0.038 0.42 0.023 10 System
9000580406LLI10 4+0.5  6+1+1 0.28 0.038 0.42 0.023 10 System
9000590408FN10 4+0.5 8+1 0.28 0.038 0.42 0.023 10 System
9000600506FN10 5+0.5 6+1 0,28 0.038 0.42 0.023 10 System
9000610508FN10 5+0.5 8+1 0.28 0.038 0.42 0.023 10 System
90006205I0FN10 50.5 10 0.28 0.038 0.42 0.023 10 System
9000630606FN10 6+0.5 6+1 0.28 0.038 0.42 0.023 10 System
9000640608FN10 6+0.5 8+1 0.28 0.038 0.42 0.023 10 System
90006506I0FNIO  6+0-5 104l 0.28 0.038 0.42 0.023 10 System
9000930154FN10 i.5+0.5 4405 0.28 0.032 0.42 0.023 10 System
9000940156FN10 1.5+0.5 6+0.5 0.28 0.032 0.42 0.023 10 System
9000950206FN10 2+0.5 6+1 0.28 0.032 0.42 0.023 10 System
9000960208FN10 2+0.5 8+1 0.28 0.032 0.42 0.023 10 System
9000970258FN10 2.5+0.5 8+1 0.28 0.032 0.42 0.023 10 System
9000980308FN10 3+0.5 8+1 0.28 0.038 0.42 0.023 10 System
90009903I0FN10 30,5 10+1 0.28 0.038 0.42 0.023 10 System
9001000410FNIO  4+0.5 10+1 0.28 0.038 0.42 0.023 10 System
9001260101FN10 UO0.5 1+0.5 0.28 0.032 0.42 0.023 10 System
9001270102FN10 1+05 2405 0.28 0.032 0.42 0.023 10 System
9001280103FN10 L5  3:05 0.28 0.032 0.42 0.023 10 System
9001290104FN10 1+05 4405 0.28 0.032 0.42 0,023 10 System
9000460151FN10 L5+0.5 1405 0.28 0.032 0.42 0.023 10 System
9000470152FN10 1.5+0,5 2405 0.28 0.032 0.42 0.023 10 System
9000480153FN10 \.5+0S 3+05 0.28 0.032 0.42 0.023 10 System
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900049020IFN10 2+05 1#05 028  0.032 0.42 0023 10 System
9000500202FN10 2405 2405 028 0032 0.42 0.023 10 System
9000510203FN10 2+05 3+05 028  0.032 0.42 0023 10 System
9000520204FN10 2+#05 4405 028  0.032 0.42 0023 10 System
9000530253FN10 25+0-5 3#05 028  0.032 0.42 0023 10 System
9000540254FN10 2.5+0.5 4405 028  0.032 0.42 0023 10 System
Note: Unspecifiedacoeptable values: 1%

HWSystem - microcatheters with an intermal diameter ofat least 0.0165" (0.42nm)

6.1.4 Specificationsof The Barricade coilfor endovascular embolization Complex Finish:

Length
of coil
i in : i rnal
Secondar Primar Outer Diamete D'amete Interna

deploye . . rof diameter
y y diamete r of coil . :
_ _ internal of tube Compatible
Code for order diameter diamete ... rofcoll thread, . :
_ .. conditio thread, introduce microcathet
(order code)  ofcoil r of coil n (coil thread mm mm r not er
M, L, gy O #0002 more
mm) mm ) mm  mm)
delivery mm)  than mm
system “
£), cm
9001011%1°ZCF W5 1605 2 025 0032 0023 042 10 System
9001021%1520F 15005 155005 2 025 0032 002 042  10System
TOIOOISET 1505 15105 3 025 0032 0023 042 10System
90010‘;8154@ 15005 15505 4 025 0032 0023 042  10System
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9001310103CF \+05

” uo.5 3 025 0082 0023 042  10System
IOISEBEE 35105 24:05 3 025 008 0023 042 System
TOLEINEY 35105 24105 4 025 0088 0023 042 10System
WIS 35105 24105 6 025 008 008 042 10System
900135,'1%358CF 35105 24105 8 025 0038 0023 | 042  10System

Note: Unspecifiedacceptable values: + 1%

*10System- microcatheters with an intermal diameter of at least 0.0165°(0.42 )
Appearance ofaproduct: The surface of aproduct hes no extraneaus indusiars, buiobles or
dnps. The surface issmoath, hes no technological and surface defeds.

6,L5Delivery System Features:

Deliverysystemlength: 17545 an

The distancefrom the distal end ofthe helix to thefirst limit markc 149+ 1am

6.2 MD Structure of The Barricade coilfor endovascular enfoolization:

!‘;‘I—l-l-\;‘-— o

Hgure 1 Product strucure: VD Spiralsfor endovascular embolization Barmicack: (1 Delivery
syt 2 The ool with an irtermal thread (resistant tostretching); 3 Achesive; 4 Tube
introoucer with the diameter of 042 nm 5 Tukee introoucer with the diameter of 053 1 6
Restrictive narks).

E- Length of coil in deployed condition (coil on delivery system)
K - Outer diameter of the coil
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Maleinic acid (1-5%),

CASHi 10-16-7
tert-Butyl perbenzoate (1-
5%), CASH614-45-9
IYotective Polyethylene (Rjgidex Sohvay
rim, 5502 GA) Polyethylene,
forceps USA
Terminal  Film 12/50 PET/PE STD Eegeérsg;'
sterilization (35709 G) B1ri i
package Paper P41 STD
SS;;Z‘:;V Colluose cardboard vith o
(cardhoard clay coating O.QZ4 SBS, USA,
CIS Plain.
box)
Transport  Corrugated cardboard G- Polycraft Inc,
package Flute USA

Note: The product does not contain latex or PVC (polyvinyl chloride) materials.

7. Description ofthe accessories, medical devices used in conjunction with the claimed
product:

Blockade detachment controller with battery, manufactured by Blockade Medical LLC, USA (not
included into delivery set).

. Cable for separating a coil, manufactured by Blockade Medical LLC, USA (not included
into delivery set).

. Microcatheter of appropriately sized (not included into delivery set)

« 10 System - microcatheters with an internal diameter of at least 0.0165” (0.42 mm)

*18 System - microcatheters with an internal diameter of at least 0.0210 (0.53 mm)

. Guiding catheter, compatible with microcatheter (not included into delivery set)
. Delivery guide, compatible with microcatheter (not included into delivery set)

. 2 (two) rotational hemostatic Y-type valves (not included into delivery set)

. 1 (one) 3-way stop cock (not included into delivery set)

. Sterile saline solution (not included into delivery set)

. Hermetic sterile dropper for saline solution (not included into delivery' set)

. One-way stop cock (not included into delivery set)

. sterile hypodermic needle, size of 20- or 22-gauge (0.812mm 0 or 0.644mm 0) (not
included into delivery' set)

8. Information on the availability ofa medicinalproductfor medical use, materials ofanimal
or human origin in a medical device:

Not applicable. The Barricade coil for endovascular embolization does not contain any
medicinal products or pharmaceutical substances, as well as materials of animal or human origin.
9. Information on the procedurefor installation, installation, adjustmentand calibration
requiredfor putting a medical device into operation:

9.1 PREPARATION TO USE

1 Examine an installation diagram of device.

2. Connect a rotational hemostatic Y-type valve (RHV) to base of guiding catheter. Connect 3-
way stop cock to lateral outlet of RHV and then attach a tube of hermetic sterile dropper for saline
solution
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3. Connect the second RHV to the base of microcatheter. Connect one-way stop cock to lateral

outlet of the second RHV and attach tube of hermetic sterile dropper for saline solution.

4. Open stop cock and rinse the microcatheter with sterile saline solution, and then close the cock.

In order to minimize the risk of developing thromboembolic complications, it is important that a

continuous infusion of sterile saline solution into guiding catheter, femoral sheath and

microcatheter is maintained.

5. Use standard procedure for installing guiding catheter into target vessel under continuous

radiopaque contrast control, Guiding catheter should have an internal diameter, which is sufficient

for insertion of microcatheter and for radiopaque contrast control.

6. Choose microcatheter of appropriate internal diameter. After insertion of microcatheter, remove

guiding catheter.

9.2SELECTING COIL SIZE

|. Conduct a fluoroscopic examination of blood vessels.

8. Measure a size of aneurysm.

9. Choose an appropriate size and configuration of coil.

10. Diameter of the first coil should never be less than width of neck of aneurysm, otherwise,

probability of migration of the coil (or coils) may increase.

In order to choose correctly the size of coils for this particular case, it is necessary to use the

information of angiograms, taken in advance. It should be taken into account the following:

diameter of parental vessel, fundus of aneurysm, morphology oftissues around aneurysm, neck of
aneurysm.

Coils are supplied in several design versions, shape of which is different. Thus, a model of coil

can be chosen, which will best fit the volume and location of aneurysm.

9.3 PREPARING COIL TODELIVERY

I1. Before using the device, remove proximal end of delivery system (delivery pusher) from
package. Be careful, do not contaminate a tip of delivery system with foreign substances, such
as blood or contrast.

12. Remove The Barricade coil for endovascular embolization from package by pulling a proximal
end until an introducer leaves the package.

13. Hold the device only at a distal distance from twist lock and rotate fixing screw, loosening a
covering of an introducer sheath at delivery guide.

14. Slowly push The Barricade coil for endovascular embolization out of introducer sheath and
check the coil for any failures or damages. If any damage to the coil or delivery device is
observed, DO NOT use this device.

15. While holding the introducer sheath vertically, gently retrack the coil back into the introducer
sheath approximately to 1-2 cm.

16. Slowly remove the coil on delivery system from protective rim. Avoid detachment the coil

from introducer. Exclude mechanical damage to the coil and delivery system.

17. The caoil is locked in introducer by a special area of impact landing. For detachment of the coil

from introducer, move the pusher forward with coil ahead.

Move the coil forward from introducer to heparinized solution. Check visual integrity of the coil.

Warning; Use of damaged coils can lead to undesirable consequences.

Push the coil completely into introducer.

9.4 INSERTIONAND PLACEMENT OF The Barricade coilfor endovascular embolization

18. Open rotational hemostatic valve (RHV) on microcatheter enough to pass the introducer sheath

of The Barricade coil for endovascular embolization.

19. Insert cuffofan instroducer of The Barricade coil for endovascular embolization through RHV.

Fix the distal end of introducer cuff on distal end of hub of microcatheter and slightly close RHV

around the introducer cuffto fix RHV with introducer,

Note: Do not overtighten. Excessive tightening can damege the device.

20. Insert the coil into lumen of microcatheter. Be careful that the coil is not caught injunction

between cuff of introducer and base of microcatheter.
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21. Push The Barricade coil for endovascular embolization through the microcatheter until
proximal end of delivery device reaches proximal end of introducer cuff. Loose RHV. Return an
introducer back, but only from RHV. Close RHV around the delivery system. Fully slide an
introducer cuff from the delivery device Be careful not to twist the delivery system.

22. Gently move The Barricade coil for endovascular embolization forward until the delivery
device is inside RHV on base of the microcatheter. At this time, it is necessary to begin
manipulation under radioscopic control.

23. Continue moving the coil forward under radiopaque contrast control to target area. If position
of coil is unsatisfactory, slowly remove the coil. The coil can be folded and re-installed. 1fthe coil
size does not satisfy clinical picture - it is necessary to extract the coil on delivery system and
repeat the operation using a coil of suitable size. ]

Warning: nmoveforward orpull out the coil carefully, without sudden moverrents. In the event of
friction or resistance, the manufacturer recomends removing the microcatheter andfinding out
ﬁecaseoggwlsdfect the deli duri ingforward - i lead

Warning: 00 not ratate I Nnng novingfo - itcan to (3
cetachment ofthe coil andlits mg\%urya?sm oo e
24. Move forward the coil to desired area until the proximal marker of delivery system is next to
distal side of proximal marker of the microcatheter.

Note: To mininmize potential risk of rupture of aneurysm or vessel, DO NOT mowve forward
proximal marker on delivery systembeyondproximal marker on microcatheter.

Implant Distal end
delivery systems Microcatheter
Distal tip
delivery system, located Position Proximal
outside microcatheter alignment marker

Location of marker bands for detachment
25. Tighten RHV to prevent further movement of coil.
26. Microcatheter should not be under stress prior to detachment of the coil - this can lead to a
shift in the coil during detachment or damage to aneurysm.
9.5 BETACHMENT OF COIL
27. When detachable coil is positioned as required according to the order, given below
To detach the coil, do not use a power supply other than Controller for detachment of Blockade
coil. BDC is designed for multi-purpose use. Do not sterilize.
28. Insert sterile needle (size 20G or 22 G = 0.7 mm or 0.9 mm, respectively), into shoulder (M.
deltoideus) or into groin of the patient.
29. Insert Blockade connector of sterile conductors or cable of portable detachment system into
detachable connection of BDC detachment controller.
30. Fix the end of sterile black cable connector to sterile needle, and then fix the end of sterile red
cable connector to proximal end of delivery device. Make sure that guide system is on a dry, clean
surface.
31. Under radioscopic control, again make sure that installed coil of guide system is more distal to
proximal marker of microcatheter.
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32. Turn "ON" on BDC by main switch on device.

33. Start detachment by pressing green button on BDC or cable of portable detachment system
until disconnect lamp staits flashing.

34. 'Detachment’ indicator flashes on BDC, indicating that the coil is detached. Detachment may
occur in 5-15 seconds.

35. At the end of detachment cycle, an audible signal will be heard, and the indicator will light
steadily. This indicates the end of detachment cycle. If the coil is not detached during detachment
cycle, leave BDC detachment controller attached to delivery device, and try another detachment
cycle.

36. When the battery is low, battery indicator will turn red. BDC detachment controller wll not
start detachment, if the light is red.

37. Check detachment of the caoil, first loosening RHV, then slowly pulling out delivery system
and checking that there is no movement of the coil. Ifthe implant does not detached, do not attempt
to detach it more than twice. If after the third attempt there is no detachment, remove delivery
system.

38. After detachment is confirmed, slowly push the delivery device forward so that proximal end
of the coil is outside the microcatheter. After completing this step, slowly retrack the delivery
device back into the inicrocatheter. Moving the delivery device beyond the tip of microcatheter
after detachment of the coil is associated with a risk of rupture of aneurysm or vessel.

39. After the coil is outside microcatheter, pull out an entire delivery system from the
microcatheter.

40. Under angiographic control, check position of the coil through guiding catheter.

41. Before removing the microcatheter from treatment site, place the conductor of suitable
dimension tightly through lumen of microcatheter to ensure that no part ofthe coil remains inside
the microcatheter.

42. Turn off BDC detachment controller.

43. Repeat the above steps, if placement of an additional coil is required.

44. 1If the patient experiences pain at site of patient’s return electrode or if detachment time is
increased, replace the needle with a new one at new injection site. . ]

Note: Afier detaching, move the delivery deviceforward to meke sure thet the cail is outsice the
microcatheter.

Doctor has a right to change a method of placement of coil, taking into account complexity and
variations of embolization techniques. Any changes in technique must be in accordance with
procedures, warnings, precautions, and patient safety information, described above.

9.6 Theprinciple ofthe device:

The Barricade coil for endovascular embolization is an implantable coil, attached to delivery
system (pusher). The coil has an internal thread that prevents stretching. The delivery system is
operated by the Blockade detachment controller, designed specifically for Barricade coils for
endovascular embolization, (not included into delivery set). To separate coils, a cable for
separating coils is needed (not included into deliver)' set).

The delivery system is used for endovascular installation of Barricade coils in the aneurysm sac.
Barricade coils are attached to the delivery system at distal end. The delivery system is
electrolytically controlled.

Delivery system consists of an introducer and pusher unit. Introducer is a polymer tube. It protects
the device and distal segment of the delivery system from damages.

Pusher has a variable flexibility from proximal to distal end, providing zones of varying rigidity, at
that the distal end is the most flexible. Proximal end of pusher has opaque bands of warning
markers, called 'restrictive marks'. These restrictive marks indicate the position of implant relative
to the microcatheter.
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Pusher controls an installation of coils. Pusher pushes and pulls out coils through microcatheter and
ensures safe delivery to an aneurysm sac/ vascular malformation or repositionability until
disconnection will be required.

Delivery system is made of medical polymers and stainless steel, Total length of delivery system is
sufficient so that it can be inserted through access to femoral artery and placed on site of aneurysm,
| Q Requirementsfor premises in which the installation ofa medicalproduct is expected:

The device should be transported at air temperature of + 22°Cto + 42°Cat relative humidity of
60% to 100% (non-condensing) and atmospheric pressure of 500-1060 hPa. All basic conditions
of sterility of the room, as well as clothes of medical personnel must be observed to eliminate the
risk of infection of the patient,

ii. Information to verify the correct installation ofthe medical device and its readinessfor safe
operation, including:

b) Maintenance andfrequency of maintenance, including cleaning and disinfecting a medical
device: The Barricade coil for endovascular embolization is not subject to maintenance, cleaning
or disinfection.

b) List of information provided by the manufacturer of the medical device, keys and access
passwords required for installation and maintenance: The Batxicade coil for endovascular
embolization does not contain the software, information, keys or access passwords required for
installation and is not subject to maintenance.

c) Thelistofconsumables, as well astheprocedurefor their use and replacement: The Barricade
coil for endovascular embolization does not contain consumables.

d) The needfor calibration to ensure proper and safe operation ofthe medical device during its
life: Not applicable. For MD The Barricade coil for endovascular embolization does not need to
be calibrated to ensure the proper and safe operation of the medical device during its service life.
e) Methods to reduce the risks associated with installing, calibrating or maintaining a medical
device:

To reduce the risks associated with the installation of MD The Barricade coil for endovascular
embolization, you should carefully read the Instructions for Use for this product, as well as the
instructions for use of the shared product. Details in Paragraph 9 «Information on the procedure
for installation, installation, configuration and calibration required for putting a medical device
into operation.

The device is disposable and does not imply maintenance. Calibration is also not required, all the
necessary settings are already preset by the manufacturer.

f) Information on installation, commissioning, adjustment, calibration and other actions
necessary for putting a medical device into operation and Us proper operation (use): Not
applicable. For MD The Barricade coil for endovascular embolization there is no need for
installation, adjustment, adjustment, calibration and other actions necessary for putting a medical
device into operation and its correct operation (application).

g) Information on the list ofthe main characteristics ofthe application ofthe medical product,
the conditions oftransportation and storage:

The product is transported by all mears of transport in cdlosed vehicles in acoordance with the
rulesfor the carmage ofgoods inforce onthis type oftrangpart.

Trarsportation conditions: Device should ke transportedat air tenyerature of+5®C to +55@C at
relative humidity of 35%/6to 80%6(non-condensing) and atimospheric pressure 0f500-1060 hPa
Storase coditions: air tevperature of rI5"Cto -s27@c at relative humidity of 35%/6to 80% (non-
condarsing)) and atmosphericpressure 0f500-1,060 hPa
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Store the device in manufacturer's package in a dry. clean place, awayfrom heat sources and
direct sunlight, at controlled temperature.

Operating conditions: The device should be transported at air temperature of + 22°C to + 42°C
atrelative humidity of60% to 100% (non-condensing) and atmosphericpressure 0f500-1060 hPa.
12. Information on the sterile state of the medical device, its sterilization method and the
procedure for dealing with sterile packaging failure: Each MD The Barricade coil for
endovascular embolization is supplied as a single disposable sterile product. The Barricade coil
for endovascular embolization is packaged in a final package for sterilization and sterilized by
radiation method. In case ofviolation ofthe sterile packaging product is prohibited to use and must
be disposed of immediately. Re-sterilization of the product leads to a high risk of infection of the
patient and to the deterioration ofthe performance of the product.

23, Information on the treatmentofthe medical devicefor its reuse: The device issupplied sterile
and cannot be processed, disinfected or re-sterilized. After use, the product is prohibited from re-
use and should be disposed of immediately. Any re-use of the product leads to a high risk of
infection of the patient and to the deterioration of the working characteristics of the product.

14. Information necessaryfor identifying medical devices in order to obtain a safe combination,
and information on known limitations on the sharing ofmedical devices:

In Paragraph 7. “Description of the accessories, medical devices used together with the declared
product”, the products with which The Barricade coil for endovascular embolization can be used
are indicated. All the necessary information on the use and known limitations can be found in the
instructions for use of the Blockade Medical LLC attached to each medical device.

15. Information ofthe kind, type, as well as on the intensity and distribution ofradiation during
the operation ofa medical device:

Not applicable. The spiral for endovascular embolization Barricade does not use RF energy, so it
cannot create an electromagnetic field and its interference.

16. Information on precautions taken in the event of:

A) Malfunctions ofthe medical device, malfunction or abnormality in itsfunctioning, which
may affectthe safety ofthe medical device, including those determined by external signs:
Refer to Paragraph 9 for information on identifying possible malfunctions, malftinctions or
deviations in functioning that may affect the safety of the medical device, including those
determined by an external symptom to be able to eliminate them.

B) Impacts on thefunctioning ofa medical device ofexternalfactors associated with the use of
a medical device in combination with other medical products:

Refer to the instructions for use for products that are used in conjunction with MD The Barricade
coil for endovascular embolization (Paragraph 7. Application Instructions);

C) The risk of electromagnetic interference from a medical device that influences other
equipment: Not applicable. The Barricade coil for endovascular embolization does not use RF
energy and therefore cannot generate an electromagnetic field and its interference.

17. Warnings and precautions taken by consumers when using a medical device containing a
medicinal product for medical use, materials that are carcinogenic, mutagenic, toxic, the
possible release or leaching of which leads to sensitization, an allergic reaction and negatively
affects Reproductivefunction: Not applicable. The Barricade coil for endovascular embolization
does not contain any medicinal products, pharmaceutical substances, materials ofanimal or human
origin, materials that are carcinogenic, mutagenic, toxic, the possible release or leaching of which
leads to sensitization, allergic reaction and negatively affects on reproductive function.
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18. Warnings and precautions taken by the consumer when disposing of a medical producty
supplies and consumables:

Conduct a disposal of device according to Sanitary Regulations and Norms 2.1,7.2790-10 for Class
B wastes (epidemiologicaily hazardous wastes). After apparatus decontamination methods with
using physical methods and changing waste appearance, excluding possibility of their reuse, class
B wastes may be accumulated, temporarily stored, transported, destroyed and buried together with
class A wastes (epidemiologicaily safe wastes, approximated by composition to solid household
wastes). Package of disinfected medical wastes of class B should have a mark, indicating
completed waste disinfection.

19. Information on the circumstances in which the consumer must consult with a medical
professional:

The device is used only by specialists in the field of interventional neuroradiology and / or
interventional radiology. Conditions of use: medical and medical-prophylactic medical
institutions, only as prescribed by a specialist - doctor. Based on this, the conclusion is that in any
case, the consumer should consult with a medical professional to determine the need for an
operation, and as a result use the MD The Barricade coil for endovascular embolization before
using the product for its intended purpose.

20. Information on the initial release or the latest revision ofthe operational documentation:
Not applicable. There is no information about the initial release and the latest revision of the
operational documentation.

21. Theprocedure and conditionsfor disposal or destruction ofa medicalproduct:

Conduct a disposal of device according to Sanitary Regulations and Norms 2.1.7.2790-10 for Class
B wastes (epidemiologicaily hazardous wastes). After apparatus decontamination methods with
using physical methods and changing waste appearance, excluding possibility of their reuse, class
B wastes may be accumulated, temporarily stored, transported, destroyed and buried together with
class A wastes (epidemiologicaily safe wastes, approximated by composition to solid household
wastes). Package of disinfected medical wastes of class B should have a mark, indicating
completed waste disinfection.

22. Warranties

Shelflife - 5 years. The term preservation of sterility - 5 years.

Address for receiving complaints:

Limited Liability Company "Center of Perinatal Medicine™

Legal / Actual address: 109004, Moscow, Friendly Lane, d. 20, p. 4

TIN 7709063317, KPP 770901001, OKPO 40286236.

Manufacturer:

Blockade Medical LLC (Blokade Medical LLC), USA

18 Technology Drive, Suite 169, Irvine, CA 92618, United States of America

Tel.:+1 (949) 788 - 1443

Fax:+1 (949)788- 1444

23. Information printed on the product label:

ListofLegend

REF Catalog Number

LOT Batch number
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I A notary public or other officer completing tiiis certificate verifies only the identity of the individual who signed the
document to which this certificate is attached, and not the truthfulness, accuracy, or validity of that document.

State of California

County of ly
on /9 ril ~ j before me,
Date
CV\>x<\ejS

personally appeared

<> cyrn'ys> Ps-W U
Here Insert Name and Title of the Officer

Name(s) of Signer(s}

who proved to me on the basis of satisfactory evidence to be the person(s) whose namefs) Is/are
subscribed to the within instrument and acknowledged to me that he/she/they executed the same in
his/her/their authorized capaclty(ies), and that by his/her/their signature(s) on the instrument the person(s),
or the entity upon behalf of which the person(s) acted, executed the instrument.

| certify under PENALTY OF PERJURY under the laws
of the State of California that the foregoing paragraph

is true and correct.

WITNESS my hand_and official seal.

kull crssaN cHAMAS  F
NoloiyKiblic -Olitofnia b
OMnqc County

Commlbiion * 2207/86 Signature ) _
My Cortim Lxpi'Oi lul 29.2021 \ Signature of Notary Public
Place Notary Seal Above
OPTIONAL

Though this section is optional, completing this information can deter alteration of the document or
fraudulent reaffachmenf of this form to an unintended document
Description of Atteched Document

Title or Type of Document:
Number of Pages:

Document Date:
Signer(s) Other Than Named Above:
Capaclty(ies) Claimed by Signerfs)
Signer’s Name:
M Corporate Officer — Titie{s):

Signer’s Name:
O Corporate Officer — Titlefs):

M Partner — O Limited 1? General O Partner — M Limited O General

Individual O Attorney in Fact “ Individual Cj Attorney in Fact

Trustee O Guardian or Conservator L! Trustee “j Guardian or Conservator
0O Other: (O @ 1 1 1= SR

Signer Is Representing: Signer is Representing:

©2014 National Notary Association « www.NationalNotary.org « 1-800-US NOTARY (1-800-876-6827)
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[MepeBan C aHACKOro S13bIKa HaPYCCKN SBbK]
Okpyr Konymbéus

HacToawwmii anocTunb HeaelcTBUTENEH 4151 NCNONb30BaHUSA B CoeanHeHHbIX LLITaTax
AMeEPUKN, Ha TEPPUTOPUSIX NN BO BNAAEHUSIX 3TOrO rocyaapcTBa.

Hactoawumid anocTuib YA0CTOBEPSET TO/IbKO MOL/IMHHOCTb MOAMNUCU M NOIHOMOYNA L,
noAnucasLLEero othmumanbHbIi JOKYMEHT, U, €C/IN MPUMEHUMO, MOLIMHHOCTL NeyaTn Um
LLITamna, npocTaBneHHOM(-ro) Ha ouLManbHOM AOKYMEHTE.

HacTosmii anocTu/b He Y0CTOBEPSET COAepXKaHMe JOKYMEHTa, Ha KOTOPOM OH MPOCTaB/EH.

AMNOCTWN/Ib

(Faarckaa KoHBeHUMA 0T 05 okTA6GpAa 1961 roga)
1 Okpyr Konym6us, CoeanHeHHble LLITaTbl AMepuku
2. HacTosAwmin omumanbHblid JOKYMEHT nognucaH Jlveid Axany,
3. BbICTynaroLMM B KayeCTBe HOoTapuyca okpyra Konymoms,
4, CKpenseH neyvatbto/wramnom Jinm Akany, HoTapuyca okpyra Konymous.
YOOCTOBEPEHO
5 BT. BawwmHrtoHe, okpyr Konymoéus
6. 9anpens 2019r.

7. CeKpeTapem okpyra Komywons
8. 3aNe 555532

9. Mevarw/wramn: [PenbedHan nevams okpyra Kamymoss]

10. Moanmcs:  /nomrmch!
Knmbepnn A. baccett
CekpeTapb okpyra Konymoéus
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YTBEPXAEHO
Yapnb3om AHrom
Buue-npe3naeHToOM Mo KOHTPO/K KayecTBa M HOpMaTUBHO-NPaBOBOMY PEryMpoBaHnio

/nomrwcs!

NMHCTPYKUWMA no NMPUMEHEHUIO

Cnupanb Ans 3HA0BacKynspHoli ambonusauun Barricade
(«bnokeing Megukan 11C» (Blockade Medical LLC), CLLUA)

MponssoanTeENDb:

«bnokeing Meaukan J1N1C» (Blockade Medical LLC), CLLA

18 TekHonomkun Apaiis, CeuT 169, MpBaiiH, KanmgopHus 92618, CLUA
(18 Technology Drive, Suite 169, Irvine, CA 92618, USA)

Ten.:+1 (949) 788 - 1443

dakc:+1 (949) 788- 1444

MecTO Npon3BOACT Ba:

18 TekHonomkn Aparie, CeuT 169, MpsaitH, KanngopHus 92618, CLLIA
(18 Technology Drive, Suite 169, Irvine, CA 92618. USA)

Ten.:+1 (949)788 - 1443

dakc:+1 (949) 788- 1444

[PenbedHas nevams HoTayCa]

AynocTosepsato, UTO AaHHbIA JOKYMEHT AB/ISETCS OPUrHAIOM]

/nomn

[LLiravr:

Okpyr Konymbus: TOUHOE MeCTo

BbILeynoMAHYTbIN JOKYMEHT Oblfl HOTapMasibHO YAO0CTOBEPEH B MOEM MPUCYTCTBUM,
cerogHs, 9 anpens 2019 r.

/roarmcy/

Nua Akany, HoTapuyc, okpyr Kon>'Mons

Mos nuLeH3ns feicTBuTeNbHaA 0 14 Hoabps 2020 r.]
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HacTosilwas MHCTPYKUMA NO NPUMEHEHWIO MOArOTOBMEHA AN MPeAoCTaBfieHUs CBefeHUiA B
Lensax perucrpayum MeauLMHCKOrO WU3fenus Ha Tepputopun Poccuitickoin  defepaumu.
CBefeHus npefcTasnieHbl B 06beme, TpebyeMOM B COOTBETCTBUM C [MpaBunamu peructpawuu
MeANLUMHCKMX un3dennin  (noctaHoBneHne [lpaButensctBa PP oT1 27.12.2012r. Ne 1416).
CofepxaHve  MHCTPYKUMM MO MPUMEHEHUIO  COOTBETCTBYeT Tpe6oBaHuAM  [prkasa
MwuHucTepcTBa 34paBooxpaHeHus Poccuiickon ®egepaumn oT 19.01.2017r. Ne MH «O6
YTBEPXAEHUN TPeOOoBaHNIA K COLEPXKAHUIO TEXHUYECKON W 3KCyaTauyMoHHON [OKYMeHTaLm
npoun3BoAnNTeNs (M3roTOBUTENSA) MEAULUHCKOTO N3LENNS».

Pa3paboTka, MPOM3BOACTBO M NMpojaxka MU3fenus cooTBeTcTBYeT TpeboBaHuaM ISO 13485:2016
(Ceptudpmkar Ne 496217 MP2016, gata Bblgaym 20.01.2019 r./ geiicteuteneH o 19.01.2022 r.,
HOTU(MUMPOBaHHbLIA oOpraH Mo MeauuuHckum unsgenmam: DQS Medizinprodukte GmbH);
n3genve nmeet mapkupoeky CE (Homep ceptudmkata EC: 496217 MR2, pata Bblgauu -
17.07.2017 r., paTa uctedeHus geictems - 19.01.2021 r., HOTUPULUMPOBaHHbLIA opraH: DQS
Medizinprodukte GmbH).

1. HanmeHoBaHNe U3fenuna:

1 Cnwupanb ans 3HAOBACKyNspHOM ambonm3aumm Barricade, B cneayroLmX UCNOMHEHMAX:

1. Cnupanb Ans 3HAOBACKynsipHoi ambonusauun Barricade Complex Frame, B cnegytowmx
NCMONHEHUAX:

9000000203FR10, 9000010255FR10, 9000020306FR10, 9000030407FR10, 9000040411FR10,
9000050509FR10, 9000060513FR10, 9000070611FR10, 9000080616FR10, 9000090713FR10,
9000100719FR10, 9000110816FR10, 9000120821FR10, 9000130917FR10, 9000140923FR10,
9000151021FR10, 9000161027FR10, 9000170616FR18, 9000180719FR18, 9000190821FR18,
9000200923FR18, 9000211027FR18, 9000221129FR18, 9000231231FR18, 9000241334FR18,
9000251437FR18, 9000261540FR18, 9000680413FR10, 9000690517FR10, 9000700620FR10,
9000710724FR10, 9000720827FR10, 9000730930FR10, 9000741034FR10, 9000750620FR18,
9000760724FR18, 9000770827FR18, 9000780930FR18, 9000791034FR18, 9000801137FR18,
9000811240FR18, 9000821343FR18, 9000831447FR18, 9000841550FR18.

2. Cnvpanb ans 3HAoBacKynspHoi ambonumsauymm Barricade Helical Fill, B cnegytowmx
NCMONHEHUAX:

9000270304FL10, 9000280306FL10, 9000290308FL10, 9000300310FL10, 9000310404FL10,
9000320406FL10, 9000330408FL10, 9000340410FL10, 9000350510FL10, 9000360515FL10,
9000370610FL10, 9000380615FL10, 9000390620FL10, 9000400715FL10, 9000410720FL10,
9000420820FL10, 9000430830FL10, 9000440930FL10, 9000451030FL10, 9000850415FL10,
9000860420FL10, 9000870520FL10, 9000880525FL10, 9000890625FL10, 9000900630FL10,
9000910730FL10, 9000921040FL10.

3. Cnmpanb ans 3HgoBackynspHoi ambonusauum Barricade Helical Finish, B cnegytowmx
NCMONHEHUAX:

9000550256FN10, 9000560304FN10, 9000570306 FN10, 9000580406FN10, 9000590408FN10,
9000600506FN10, 9000610508FN10, 9000620510FN10, 9000630606FN10, 9000640608FN10,
9000650610FN10, 9000930154FN10, 9000940156FN10, 9000950206FN10, 9000960208FN10,
9000970258FN10, 9000980308FN10, 9000990310FN10, 9001000410FN10, 9001260101FN10,
9001270102FN10, 9001280103FN10, 9001290104FN10, 9000460151FN10, 9000470152FN10,
9000480153FN10, 9000490201FN10, 9000500202FN10, 9000510203FN10, 9000520204FN10,
9000530253FN10, 9000540254FN10.

4. Cnvpasib Ans 3HA0BaCKynapHoi amb6onmnzaumm Complex Finish, B cnegytowmx ncnonHeHusax:
9001010102CF10, 9001020152CF10, 9001030153CF10, 9001040154CF10, 9001050202CF10,
9001060203CF10, 9001070204CF10, 9001080206CF10, 9001090252CF10, 9001100253CF10,
9001110254CF10, 9001120303CF10, 9001130304CF10, 9001140306CF10, 9001150308CF10,
9001160310CF10, 9001170404CF10, 9001180406CF10, 9001190408CF10, 9001200410CF10,
9001210413CF10, 9001220506CF10, 9001230508CF10, 9001240510CF10, 9001250513CF10,
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Knaccudmkaums n3genns B COOTBETCTBUM C HOMEHK/IATYPHLIM KaCCU(IMKATOPOM MEAULMHCKMX
N30eNuin, yTBepXXAeHHbIM NprkasoM MUHUCTepCTBa 34paBooXpaHeHns Poccuiickoli deaepaumm
OT 6 noHa 2012 r. Ne 4H - 323500;

OKIMA2 - 32.50.50.110 - CwumBaroLme annaparbl;

Knacc B 3aBMCUMMOCTW OT CTEMEHN MOTEHLMANIBHOIO PUCKA NPUMEHEHUS B MEAULIMHCKUX Liensx B
COOTBETCTBUM C HOMEHKNATYPHbIM K/1aCCU(IMKATOPOM MELULMHCKUX W3AENNIA, YTBEPXKAEHHbIM
npurkasom MuHUCTEpCTBa 3A4paBoOXpaHeHns Poccuiickor depepaumm oT 6 noHs 2012 1. Ne 4H
-3 :

B/ KOHTaKTa C opraH/BMOoM: MOCTOSHHLIA (rIO)WBHEHHbI‘/'I) KOHTaKT C KPOBbtO - Crivipa/ib,
KD TKOBPEMEHHbI KOHTAKT C BHyTPeHHEW CPedon opraHisva - CQ/CTeMA [OCTaBKY,
OﬂOCpeAOBaHHbﬁ KOHTaKT - YaKOBKa, MovHAEXKHOC T

2, MonHoe HanMeHOBaHMe nponssognTena MeEQUUNHCKOIoO nsgenns

«bnokeing Meamkan J1/1C» (Blockade Medical LLC), CLUA
18 TekHonompkm [Apaie, Ceut 169, MpeaiiH, KanndopHna 92618, CLUA
(18 Technology Drive, Suite 169, Irvine, CA 92618, USA)

3, HasHayeHne n3genma m NpUHLNUNbl gecTBUA:

3.1 HasHayeHune n3genuna:

N3penne npepHasHayeHO 418 3HAOBACKYNAPHON amMOONM3aLMN BHYTPUYEPENHbLIX aHEeBPU3M U
APYTUX  HEMpPOCOCYAMUCTbIX aHOMaui, TaKMX Kak apTepuMOBEHO3Hble Masbopmauuu u
apTepuoBEHO3HbIe CBULM. W3denve Takke npefgHasHayeHO [18 COCYAMCTON  OKK/H3UM
KPOBEHOCHbIX COCYJ0B B HepOCOCYAMUCTOW CUCTEME, NS HENpPepbIBHOrO MNPensTCTBOBaHMS
NMPUTOKY KPOBW K aHeBpu3Me WAX [APYro COCYAMCTOM Masb(hopmauum, a Takke [A/is
apTepuasnibHOM 1 BEHO3HOW amMB0ImM3auun B nepugeprnyeckoit CocyancTon CeTi.

4. ®YHKUNOHaNbHbIe XapaKTepUCcT KN U3jennsa:

Cnvpanb Ans 3HA0BaCKysipHoO ambonm3aummn Barricade npefacTaBnsieT co6oii MMNAaHTUPYMYHO
cnupab, MPUKPENIEHHYIO K CUCTEMe A0CTaBKW (Tonkatento). Cnvpaib MMeeT BHYTPEHHIOK
HWTb, KOTOpas MNPensTCTBYeT pacTHkeHWto. CucTeMa [OCTaBKM MNPUBOAMTCA B [AelCTBUE
KOHTponnepom otcoeanHeHns Blockade, paspaboTaHHbIM cheumanbHO Ansa cnvpanei ans
3H[0BaCKyNApHOM ambonm3auun Barricade, (He BXOAUT B KOMMEKT NocTaBku). A1 oTAeneHus
crnvpasneil HeobxoaumM Kabenb ANs OTAeNeHUS Cnnpasiein (He BXOAWUT B KOMIMEKT MOCTaBKM).
Cuctema [0CTaBKM MCMONb3yeTcs A/ 3HAOBACKY/NSPHON YCTaHOBKM cnvipasneil Barricade B
MeLLoYeK aHeBpu3Mbl. Crnivpanu Barricade NpuKpennsoTcs K cUCTeMe JOCTaBKM Ha AUCT/IbHOM
KOHUe. CucTema JOCTaBKM ABSETCA 3M1EKTPONMTUYECKM YNPaBISEMON.

Cuctema [OCTaBKM COCTOMT U3 MHTPOLbHOCEPa U Y3n1a Tonkatens. VIHTpoabtocep npesctaBnset
c0o00Vi NOMMEPHYHO TPYOKy. OH 3alinLLaeT n3genne n AUCTabHbIA CerMEHT CUCTEMbI JOCTaBKM
OT NOBPEXAEHNIA.

Tonkatenb 06nafaeT NepeMeHHON rMOKOCTbIO OT MPOKCUMANbHOMO A0 AUCTaNbHOMO KOHLA,
obecneumBast 30Hbl Pa3IMYHOW XKECTKOCTM, NPUYEM [AUCTa/IbHBLIA KOHeL, SBfisieTcsa Hamboree
rMOKMM. MpOKCMManbHbIA KOHEL, TONKaTeNs MMEeET Henpo3payHble Noaochkl NpeaynpexgatoLmnx
MapKepoB, Ha3blBaeMbIMW  «OrpaHUUUTENbHbIE METKU». 3TW  OrpaHU4YMTeNbHbIE  METKM
YKa3bIBalOT Ha MOMIOXKEHME UMMaHTaTa OTHOCUTENIbHO MUKPOKaTeTepa.

Tonkarenb KOHTPOMMPYET YCTaHOBKY Crnuvpaseil. Tonkateslb TONKAeT W BbITArMBAET CNvpaiv
yepe3 MUKpoKaTeTep W obecrneumBaeT 6e30MacHyl0 [OCTaBKY B MeLLUOYeK aHeBpu3Mbl/
COCYAMCTYIO Ma/ib(hOpMaLMIO UM Peno3vLMOHUPYEMOCTb A0 TeX Mop, Nnoka He noTpebyetcs
OTCOEeZMHEHME.
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CvcTeMa JOCTaBKM M3rOTOB/IEHA M3 MOMMMEPOB MEAMLMHCKOTO Ha3HAYeHWUs W HepXKaBetoLLelt
ctam. OO6LLas AnMHA CUCTEMbI [JOCTABKU SIBNSIETCS AOCTAaTOYHON NS TOro, YTo6bl e MOXHO
BbLLIO BBECTM Yepe3 [OCTYN K GeapeHHOI apTepumn 1 pasMeCTUTb Ha y4acTKe aHEBPU3MbI.

5. PUCK/ NpUMEHEHWA MEOULWHCKOTO U3fe/vd, NPOTVBOMNOKaSaH/A, OXKALAEMBbE
MpecKasyeMb e MoB0UHb e YEK THI:

5.1 [NokasaHma K MpUMEHEHVIO:

Cnupanb ans 3HA0BacKyNspHO ambonmusauun Barricade B nepByto ovepedb NPUMEHSETCS A
pasMeLlerHna B Cocy,U,VICTOVI cucreme C UeNbO MOCTOSAHHOW 3aKylMNOpKN KPOBOTOKa B
KPOBEHOCHOM COCYy/e, aHeBPU3MeE WK APYTUX COCYAUCTLIX Masib(hopMaLmax/mopaxxeHnsX.
OcHoBHaa LUenb 3aMbonM3aumMn Cnvpanbio COCTOMT B TOM, YTOObl UCK/IKOUUTL COCYAMCTOE
nopaXkeHe M3 HEPBHO-COCYAMUCTON UMPKYNSUAM NPU COXPaHEHUN KPOBOTOKA B HOPMaslbHOWA
4yacTu COCYAUCTOM CUCTEMbl. ITO [JOCTMUraeTcsl YCTAaHOBKOW 3MOOMIM3aLMOHHBIX Crivpaneid Ha
MOCTOSIHHON OCHOBE B aHEBPM3Me, COCYAWUCTON Manbgopmauun/ NOpaXeHnn WA BEHO3HOM
kaHane. [locne YCTaHOBKM 3M60ﬂ|/13aLI,MOHHbIe cnmpasin - npegHasHavyeHbl A4 Cco3daHuA
MEXaHWYEeCKOM OO6CTPYKUMKM, KOTOopas BAMSET Ha OOLLYH COCYAUCTYHO OKKNHO3UK. 3JTO
6n0|<|/|pyeT NPUTOK KPOBU B MECTE MOPaKEHNA, TEM CaMbIM 3allMllad COCYAUCTbIE NMOPaXKEHNA
OT paspbiBa U KPOBOU3NUAHUA. DMO0NMN3ALMOHHBIE CIIMPaIN TaKXKe MOTYT ObiTb MOMELLEHbI B
POANTENLCKME COCYAbI, YTOObI «3aKPbITb» apTEPUIO 1 3a06/T0KMPOBaTh KPOBOTOK.

5.2 [TpOTVBOMNOKa3aHVA K MpUMEHEHVIIO:
He ©3BECTHO HMKakuMX MPOTMBOMOKa3aHW, CBA3aHHbIX C WCMONb30BaHMeM Cnupanu ans
3H0BacKynApHOW ambonmsaummn Barricade.

5.3 MoTeHUarbHbIe OCTIOXKHEHMS 1 MOBOUHb e AeKTh!:

|_|0T6HLI,VIaﬂbeIe OCNIOXXHEHUs1 BK/OYaOT B CeOS, HO He orpaHn4YmMBarOTCA CrieayronmMn:
rematoma B MecTe BBOAa, nepdopaums CoCyaoB, pa3pbiB aHEBPU3MbI, OKK/H3USA POANTENLCKOM
apTepPUNn, HEMOHOE 3ano/iIHeEHME aHEBPU3MbI, amb6onus, KpoBoOu3nuAaHne, nemMunsa, Basocrnasm,
MuUrpadua cnupasin Unn HemnpasubHOE eé pasMeLleHne, npexxaeBpemMeHHoe Wan CnoXXHoe
OTCOefIMHEHNe cnupann, 0bpa3oBaHMe CrycTka, peBacKynspusauus, nocTambonmn3alnMoHHbIN
CUHAPOM W HEBPOSTIOTUYECKUIA AeULNT, BKIOYAS UHCY LT U, BOSMOXKHO, CMEPTb.

Cnyyan XUMWYECKOrO acemnTUyeCcKOro MEHUHruTa, OTeka, rugpouedanuv u/vnn ronoBHbIX
60nei OGblUM CBSI3aHbl C UCMOMb30BAHUEM cnvlpaneﬁ 3M60ﬂl/|3aL|,I/Il/I npn nevyeHnn KpPynHbixX n
FTMraHTCKUX aHeBPU3M. Bpaq OO/DKEH 3HaTb 00 3TUX OCNOXHEHMUSIX W faBaTb YKa3aHuA
nauneHTam rnpu nx nposasieHnin.

5.4 Mepb| NPeoC TOPOXKHOC T

* Cnupasib [19 3HLOBACKynsipHOW ambonusaumm Barricade aBnsetca CTepunbHOW  ©
anuporeHHoW Noka ynakoBKa U3fenns He OTKpbITa UK He MOBPEXAeHa.

o Cnupasib gns 3HAOBacKy/NspHOM ambonusauum Barricade npegHasHadeHa TOMbKO Ans
0HOPA30BOro WMCMosb3oBaHUA. M3genne He npefHasHayeHO A1 NMOBTOPHOM CTepunmsaumun
W/vn NOBTOPHOIO MCMO/b30BaHMA. locne UCMonb30BaHUA YTUNU3NPYITE B COOTBETCTBUY C
npasunaMn no ytunmsaumu. He ucnonb3yinte w3genne, ecnv ynakoBKa HapylleHa Waun
MOBPEeXAeHa.

o Cnupab A1 3HA0BACKYNAPHOIN ambonmsauyuy Barricade npefgHasHaveHa 4ns 0TCOeAMHEHUA
TOMbKO C MNOMOLLUBID KOHTponnepa oTcoeanHeHns Blockade, npowssoactBa «bokeiig,
Megvkan J1/1C» (Blockade Medical LLC), CLUA.

* T[loBpeXxaeHve ToNKaTenst MOXET MPUBECTU K HapyLLEHUIO OTCOeAUHEHMS, TpaBMe BO Bpems
pasBepTbiBaHWUA cnvpann. Eciv B 11060 MOMEHT npoueaypbl, NOAalLWmMA TonkKatenb 6bin
MOBPEXAEH, HEe MbITaiTeCb €ro BbINPAMUTL WAW OTPEMOHTUPOBaTb. He BbINOMAHANTE
pa3BepTbIBAHWUSA WM OTCOEAMHEHWS CnMpanu. V3BnekuTe usgenve v npov3BeauTe 3aMeHy
cnvpanm.
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55. Mudpopmaunsa o noTeHUManbHbIX NOT pebuTeNnax:

WN3genve MCnonb3yeTcs TOMbKO — Bpadamu-CneLuanncTamMi, NpoLeAlMn — CrieLmaibHOe
006yueHMe MO NPOBEAEHMIO 3HA0BACKYNAPHbLIX MPOLEAYP. YCNOBUS NPUMEHEHUS: NeYebHble U
Neye6bHO-NPOGNNAKTUYECKE MEAULIMHCKME YUPEXAEHWS, TOMbKO MO Ha3HAYeHW0 Bpaya-

cneyyanmcTa.

6. TexHUueckune XapaKTepuUcT nkKn MegunLMNHCKOIo n3genna:

Taowmua 1 Owmcave MA Qwpane [/ SHOOBaCKY/spHOA  avibovsalym  Barricade, B

CTEYHOLLYX VCTIONHEHVSX:

HanmeHoBaHWe n3genusa
Cnupanb ans
3HJ0BACKYNAPHOM
ambonmsaymn  Barricade
Complex Frame

Cnupanb ans
3H[,0BaCKyNAPHOW
ambonusauun  Barricade
Helical Fill

Cnupanb ans
3HJ0BACKYNAPHOM
ambonusaumm  Barricade
Helical Finish

Cnupanb ans
3HJ0BACKYNAPHOM
ambonmsaummn  Complex
Finish

OnwucaHwue
Vcnonb3yetca
Kapkaca».
Co3faeT  MNPOYHbIA,  NPOrHO3MPYEMbIi
Kapkac BHYTPU aHeBpM3Mbl, 0OCTaBNAA
MONYK  BHYTPEHHKOK  06nacTb  Ans
BBeEeHWS CredyoLwWwmx cnmpaneil.

Mpn pasBepTbiBaHNN cnupau
00pa3ytoTca MeTnn B BUAE OKPY>KHOCTW,
KoTOopble  JOPMUPYHOT  Kapkac Mo
nepumMeTpy aHeBpu3Mbl. Kaxpaasa netns
onupaeTcs Ha NpeabiayLLyo.
Vicnonb3yeTcs Ha aTane «3arofiHeHue».
Cnupasib UMeeT CnuvpaseBULHY (opmy,
No3BOJIAKOLLYHO «Haxo4nTb» nycroe
MPOCTPAHCTBO MpPW PacKpbITUK.
MpeaHasHayeHa ANA NOMHOM W MNIOTHOM
MakoBKU

Ha 9aTane «Co3fgaHue

Vicnonb3yeTca Ha aTtane «OKOHYaTe/lbHOe
3aro/IHEHnE»

Wcnonb3yetca  ana
MOCTPOEHNA  KapKaca,
«PUHULLNPOBAHUA»
(hOpPM aHeBpU3M.
YHVKa/bHbIN KOMMJIeKC neTenb
MO3BONSET CMPa/IN NPUHMMATL (POPMY M0
nepumeTpy aHeBpU3Mbl, n
CnupaneBnaHbIX neTesb, KOTOpble
nomoratT 3auKcMpoBaTb Cnupaib B
npegenax aHeBpU3MbI.

OAHOBPEMEHHOI0
3anofiHeHns 1
pasHo06pa3HbIX

6.1 TexHuuyeckas cneynmpukaums msgenns

6.1.1
Barricade Complex Frame:

TexHuyeckune
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XapakKTepucTunkun

Cnupanun pAansq

3HAO0BACKYNAPHOIA

dopma cnvpanu

ambonusaynn



[nvHa cnupanu

BHeLuHWiA [Nnametp

o o B pa3BepHyTOM BHyTpeHHWi

BTOpUYHbIT MNepBUYHbLIN COCTOSHAM fvameTp HATK ﬂ,mameTpu aMaveTp .

Kog O'H3akasa LmameTtp AvameTtp cnvpanmn cnnpanu, BHYTpPeHHeNn 6Kt CoBMeCTUMbII

(apTukyn) cnmpanmn cnupanun (cnvpane Ha (K), mm MM HUTW, MM TPy MUKPOKa retep

(M), Mm) (L), MM cacTeme (+0,002 (£0,002  (£0,002mm)  “KTPOAbIOCEDA,
poctaBku (E), W) ) He 6onee MM
™

90(XHO00203PK]0 2+0,5 14405 3+0,5 0,28 0,038 0,023 0.42 10 System
9000010255FR10 2.5+0,5 1,7x0.5 5405 0,28 0.038 0,023 0,42 10 System
900(HO203061"K10 3+0.5 2,1+0,5 6x1 0,28 0.038 0,023 0.42 10 System
9000030407FR10 4+0,5 2.8+0.5 7£1 0.28 0.038 0,023 042 10 System
90000404 1 FR10 4+0,5 2.8x0.5 11+1 0.28 0.038 0,023 042 10 System
9000050509FR10 5+0,5 3,5+0,5 9+1 0,30 0.051 0,056 0,42 10 System
90000605I3FRIO 5+0.5 3,5+0,5 13+1 0.30 0.051 0.056 0,42 10 System
9000070611FR10 6+0,5 4,2x0,5 11+1 0,30 0.051 0,056 0,42 10 System
9000080616FR10 6+0,5 4,240.5 16+1 0.30 0.051 0,056 0,42 10 System
9000090713FR10 7+0.5 4.9+0.5 13+1 0,30 0,051 0,056 0.42 10 System
9000100719FR10 7+0,5 4.9+0.5 1941 0,30 0.051 0,056 0,42 10 System
9000110816FR10 8+0.5 5.6+0.5 16+1 0,30 0,051 0,056 0,42 10 System
9000120821FR10 8 +0.5 5.6+0.5 2142 0.30 0,051 0.056 0.42 10 System
9000130917FR10 9+0,5 6.3+0.5 17+1 0.30 0.051 0.056 0,42 10 System
9000140923FR10 9+0,5 6.3+0.5 23+2 0.30 0.051 0,056 0,42 10 System
9000151021FR10 10£1 7+0,5 2142 0.30 0,051 0.056 0,42 10 System
9000161027FR10 10+1 7+0.5 27+2 0.30 0.051 0,056 0,42 10 System
9000170616FR18 6+0,5 4,2+0.5 16+1 0.33 0.057 0,056 0,53 18 System
9000180719FR18 7+0.5 4.910,5 1941 0,33 0.057 0,056 0,53 18 System
9000190821FR18 8+0,5 5.6+0,5 2142 0.33 0.057 0,056 0.53 18 System
9000200923FR18 9+0,5 6.3+0,5 23+2 0.33 0,057 0.056 0,53 18 System
9000211027FR18 10£1 7+0.5 27+2 0,33 0.057 0.056 0.53 18 System
9000221129FR18 11+1 7.7+0,5 2943 0.36 0,076 0.056 0.53 18 System
900023123IFR18 1241 8,4+0,5 3143 0.36 0,076 0.056 0,53 18 System
9000241334FR18 13+1 9.1+0,5 3443 0.36 0,076 0.056 0.53 18 System
9000251437FR18 1441 9.8+0,5 3743 0.36 0.076 0.056 0,53 18 System
9000261540FR18 1541 10,5x0,5 4043 0.36 0.076 0,056 0.53 18 System
9000680413FR10 4105 2,8+0,5 13+1 0,28 0.038 0,023 0.42 10 System
9000690517FR10 5+0,5 3.5+0.5 1741 0.30 0,051 0.056 0.42 10 System
9000700620FR10 6+0,5 4.240,5 2042 0,30 0.051 0,056 0.42 10 System
9000710724FRIO 7105 4.9+0,5 2412 0,30 0,051 0.056 0.42 10 System
9000720827FR10 8+0,5 5.6+0,5 27+2 0,30 0,051 0.056 0.42 10 System
9000730930FRIO 9+0.5 6.3£0,5 3043 0.30 0.051 0.056 0.42 10 System
9000741034FRIO 10x0,5 7+0.5 3443 0.30 0,051 0.056 0,42 10 System
9000750620FR18 6+0.5 4,240,5 20+2 0.33 0.057 0.056 0.53 18 System
9000760724FR18 7+0.5 4.9+0,5 24+2 0,33 0.057 0.056 0.53 18 System
9000770827FR18 8+0,5 5,6+0,5 27142 0.33 0.057 0.056 0.53 18 System
9000780930FR18 9+0.5 6.3£0.5 303 0,33 0.057 0,056 0.53 18 System
9000791034FR18 10+0.5 7+0,5 34+3 0,33 0.057 0.056 0.53 18 System
9000801137FR18 11405 7.720.5 37+3 0.36 0.076 0.056 0.53 18 System
9000811240FR18 12+0,5 8.4+0,5 40+3 0,36 0.076 0,056 0.53 18 System
9000821343FR18 13+0.5 9.1+0.5 4343 0,36 0,076 0,056 0.53 18 System
9000831447FR18 14405 9,8+0.5 47x3 0.36 0.076 0,056 0.53 18 System
9000841550FR18 15405 10,5+0,5 5043 0,36 0.076 0,056 0.53 18 System

[priviedaHe: HeyKasaHHbE JOMYCTUVBE 3HaueH/s: +1%
*10 System - MUKPOKATTETPbI C BHY TPEHHM Ayiavie Tpom He veHee 0,0165 ararvios (0,42 Mvi)
*18 System - MUKPOKATE TPbI C BHY TPEHHVM Ayiavie TpoMm He venee 0,0210 aroiivios (0,53 Mvi)
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coO

MepBUYHbIN Aﬂ”;i:“xaa:’: B BHeLUHMiA AVIHaMNTI?dTp BHYTpeHHWA [vameTp
Koa ans sakasa AvaveTtp cocmgHmm F()CI')I/I/I b ha | MAAMETP HATY P, AvameTp Tpy6Ku BHYTpeHHell CoBMeCTUMBIIA
(apTukyn) cnvpanu P cnmpanu (K), panm, MNHTPOAbHOCEPa, HUTU, MM MUKpOKaTeTep
cucTeme I0CTaBKM - £), MM (0,002
(L), Mm o MM M) He 60/1€€ MM (002 Mm)
9000270304FL10 3+0.5 40,5 0.30 0,051 0.42 0,056 10 Svsicm
9000280306FL.10 3+0,5 6+1 0.30 0,051 0,42 0,056 10 System
9000290308FL.10 3+0,5 8+1 0.30 0,051 0,42 0.056 10 System
9000300310FL10 3+0.5 10+1 0.30 0.051 0,42 0,056 10 System
9000310404FL10 40,5 4+1 0.30 0,051 0,42 0,056 10 System
9000320406FL.10 4+0.5 6+1 0.30 0.051 0,42 0,056 10 System
9000330408FL10 4+0.5 8+1 0.30 0.051 0.42 0,056 10 System
9000340410FL.10 4+0,5 10+ 0.30 0,051 0,42 0.056 10 System
9000350510FL.10 5405 104] 0.30 0.051 0,42 0,056 10 System
9000360515FL.10 5+0,5 15+1 0.30 0,051 0,42 0,056 10 System
9000370610FL.10 6+0.5 10+ 0.30 0,051 0,42 0.056 10 System
9000380615FL.10 6+0.5 1541 0.30 0.051 0,42 0,056 10 System
9000390620FL.10 6+0.5 202 0,30 0,051 0,42 0,056 10 System
9000400715FL10 7+0.5 15+1 0.30 0,057 0,42 0,056 10 System
9000410720FL10 7+0.5 20+2 0.30 0.057 0.42 0,056 10 System
9000420820FL.10 8+0.5 20+1 0.30 0.057 0.42 0,056 10 System
9000430830FL10 80,5 30+3 0,30 0,057 0,42 0,056 10 System
9000440930FL.10 9+0.5 30+3 0,30 0,057 0,42 0.056 10 System
9000451030FL.10 10£0.5 3043 0,30 0,057 0,42 0,056 10 System
9000850415FL.10 4405 15+1 0,30 0,051 0,42 0,056 10 System
9000860420FL10 4+0.5 20+2 0,30 0.051 0,42 0.056 10 System
9000870520FL.10 5+0.5 20+2 0,30 0,051 0.42 0,056 10 System
9000880525FL.10 5+0.5 25+2 0,30 0,051 0,42 0.056 10 System
9000890625FL.10 6+0.5 2542 0.30 0,051 0,42 0.056 10 System
9000900630FL.10 6+0.5 3043 0,30 0,051 0,42 0,056 10 System
9000910730FL10 7+0.5 3043 0,30 0,057 0,42 0.056 10 System
9000921040FL.10 10+1 403 0.50 0,057 0,42 0,056 10 System

Npumeuanne: HEYKaBaHHLE JOMYCTUVLE 3HaueHVd: 1%
*10 System - MIKPOKATETPb | C BHy TPEHHM [yiaveTpoM He Meree 0,0165 aravivos (0,42 Mv)

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



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




[AnunHa cnnpanun

o namer| o
BTopuuHbIii MepBUYHbIN B PasBepHyTOM BreLukmit A HUTK P [OnamveTtp BHyTpeHHuiA
Kon ans 3akasa AviameTp AvameTp ((C;ﬁCMTO;HbMSa AM:::AT?ATP cnvpam, BHYTpeHHel A:I;/“g?(Lp CoBMeCTUMBIiA
(apTukyn) cnvpanun cnvpanun CVIETEMG crupani MM HUTK, MM MHTPOABIOCEDA, MUKpoKaTep
(M), mm) (L), m focTaBKu - E), (K), mm (isl'l%)z (0,002 wan) He 6onee MM
cM

90010I0102CFI0 1+0,5 1+0.5 2 0.25 0,032 0.023 0,42 10 Svstem
9001020t52CFIO 15+0,5 15405 2 0.25 0,032 0.023 0.42 10 Svstem
9001030153CF10 150.5 15405 3 0.25 0,032 0.023 0.42 10 Svstem
9(X)1040154CF10 1,5+0,5 15405 4 0.25 0.032 0,023 0.42 10 Svstem
9(X)1050202CF10 2+0,5 1,4+0.5 2 0.25 0,032 0.023 0.42 10 Svstem
9001060203CF10 2%0,5 1,4£0.5 3 0.25 0,032 0.023 0.42 10 Svstem
9001070204CF10 2+0.5 1,4+0,5 4 0,25 0.032 0,023 0,42 10 Svstem
9001080206CF10 2+0.5 1,4+0.5 6 0.25 0,032 0,023 0.42 10 Svstem
9001090252CF10 25+05 1.7x0.5 2 0.25 0.032 0,023 0,42 10 Svstem
9001100253CF10 25405 1.7:105 3 0.25 0.032 0.023 0,42 10 Svstem
9001110254CFIO 25405 1.7+0.5 4 0.25 0.032 0,023 0,42 10 Svstem
9001120303CF10 3+0,5 2105 0.25 0.038 0.023 0,42 10 Svstem
900H30304CFIO 3+0,5 2,105 4 0.25 0.038 0.023 0,42 10 Svstem
9001140306CFIO 3+0,5 2,105 6 0.25 0,038 0,023 0,42 10 Svstem
9001150308CF10 3+0,5 2,105 8 0,25 0,038 0.023 0,42 10 Svstem
9001160310CF10 3+0,5 2,1+05 10 0,25 0,038 0,023 0,42 10 Svstem
9001170404CF10 4+0,5 2.8+0,5 4 0,25 0,038 0.023 0,42 10 Svstem
9001180406CF10 4+0,5 2,8£0,5 6 0.25 0,038 0.023 0.42 10 Svstem
9001190408CF10 4+0,5 2,8+0,5 8 0,25 0,038 0.023 0,42 10 Svstem
90012004JOCF10 4+0,5 2,8+0,5 10 0,25 0,038 0.023 0.42 10 Svstem
9001210413CF10 4+0,5 2,840,5 13 0.25 0.038 0.023 0.42 10 Svstem
9001220506CFI10 50,5 3.5+0.5 6 0,25 0.038 0,023 0,42 10 Svstem
900i230508CFIO 5+0,5 3.5+0.5 8 0,25 0,038 0.023 0.42 10 Svstem
9001240510CF10 5+0,5 3.5+0.5 10 0,25 0,038 0,023 0,42 10 System
9001250513CF10 5+0,5 35405 13 0,25 0.038 0.023 0,42 10 Svstem
9001300101CF10 1+0,5 1+0,5 1 0.25 0,032 0.023 0.42 10 Svstem
900[310103CF10 1+0,5 u0.5 3 0.25 0.032 0.023 0,42 10 Svstem
9001320353CF10 3,5+05 24405 3 0,25 0,038 0.023 0.42 10 System
9001330354CF10 3,5£0.5 2.4+0.5 4 0,25 0,038 0,023 0,42 10 Svstem
9001340356CF10 3.5+0,5 2.4+0,5 6 0.25 0.038 0,023 0,42 10 Svstem
9001350358CF10 3,5£0,5 24105 8 0.25 0,038 0,023 0,42 10 Svstem

[privedaHre: HeykasaHHbE JOMyCTVIVBE 3HaueH/s: +1% 5
*10System - MUKPOKATETPbI C BHY TPEHHAM AyiaveTpoM He veHee 0,0165 aravios (0,42 mvi).

BHeLLH/ By, VROEWH: [TT0BEPXHOCTL VBOEWA He VIVEET MOCTOPOHHVX BKIOHEHIA, My3bIbKOB
WW NoTexos. [MoBEPXHOCTL M@aKas, He WVEET TEXHOIOMHECKUX U MOBEOXHOCTHLIX

[EIEKTTE.

6.1.5 Xapak TeprC TVIK/ CUCTEMBI JOC TaBKU:
JnvHa cncTevisl JoCTaBKA: 17545 eV

PaccTOsHVE OT IVCTaNbHOMO KOHLIA Crivipasi 10 MepBov OrpaH/YTE IbHON METKA: 14941 am
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6,2 CTpykTypaMWM Cnupanun gns sHAoBacKynapHoi am6onnsaynn Barricade:

PucyHok 1

CTpyKTypa
(L Oscteva foctaekt: 2 Cvipans C BHY TPEHHEN HATHEO
Amress; 4 TpyOka MHTPOObHCED [VaVETOM

E- lnvHa cnupann B pa3BepHYTOM COCTOSAHUM (Cpasib Ha CUCTEME JOCTaBKM)

I/BAEI’IVH M Crvipatin 1 SHIOBACKYNFpHOIN avbonvisaLym Barricack:

052mv.; 6 OrpaHMUTEBHBE METKN).

K- BHewHWIA guameTp cnupanu

MeTepviarbl 18 KOTOpbX cocTouT M/, Qviparb sl 3HIDBACKY. HoHON

Tabwia 2 -

avoovEaLVm Barricack.

HanmeHoBaHMe
n3genunsa unu
netanu n
NPUHaAIEXHOCTU

Tonkarenb

OrpaHuyuTenbHbIe
METKU

3onoToit Npunoii

TpybKa-
UHTpOAbtoCEp

Cnupanb

\laTepuma.Tbl, NpUMeHsieMble Npu
W3roTOB. TeHUN

HepxxasetoLas ctans {AISI 304)
(Xpom (Cr) - 19% CAS Ne 774047-3,
MapraHey, (Mn) -1,9% CAS Ne
7439-96-5, KpemHwii (Si) - 0,7% CAS
Ne 7740-21-3. ®doccop (P) - 0,04%
CAS Ne 774047-3, Cepa (S) - 0,02%
CAS Ne 37704-3-9, Hukenb (Ni) -
9% CAS Ne 7740-02-0, Xeneso (Fe) -
69.34% CASNe 1309-37-1)

MonuaTtuneHTepedTanat
(Mapka: PTE-0)

MpoBo/oKa 13 3010TOr0 NPUMost
Au80Sn20 (80% Au (3on010) CAS
Ne 7440-57-5, 20% Sn (onoBo) CAS

No7440-31-5)

MonuaTuneH BbICOKO NNOTHOCTM
(HU3KOro JaBneHus)
Mapka: Alcudia4810S25K
92% nnataHa (Pt) CAS Ne 7440-064
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MocTasLmk

«[MpuicwxeH Baiia
KOMMOH3HTC»
(Precision Wire
Components),
CWA

«BbaliopkeHepan
WHK.» (Biogeneral
Inc), CLLA
«/Houm
KopnopeliluH oB
OMepuKa»
(Indium
Corporation of
America). CLLA
«FTA3YLLNM»
(GAZECHIM),
PpaHuma
«Crena

Knacc
NoTeHUMa«1bHOro MeTog
pvcka cTepuam3aLmm
npumMeHeHua(no (ecnu obpasey
roct 31508- CTepusieH)
2012)
Crepunusauns
pafuaLoHHbIM
METOZOM.

(YCTOMVBOM KPaCTSDREHD); S
042vm,; 5 Tpyoka MHTPOLBHICEP AYaVETPOM

HasHauyeHune
H3ge.1us
(06.3aCTb

MeAWLWHBI, Fae
npumeHseTcs
nsgenue)
W3penve
npegHa3HayeHo
ons
3HA0BACKYNAPHON
ambonumsauum
BHYTpUYepenHbIX
aHeBpu3M 1
apyrvx
HelipococyanCTbIX
aHOMaTUiA, TaKuxX
KaK
apTeproBEHO3HbIE
ManbhopmaLmm n
apTeproBEHO3HbIE
cauuLl. N3genve
TaKxKe
npegHasHayeHo
[N151 COCYANCTOM
OKK/H031K

KPOBEHOCHBIX
COCy/10B B

HelipococyAncToi



Knacc HasHayeHune
HaumeHoBaHue noTeHumMa.1bHUro Metog H3ge.1uq
n3genus n.im Martepuasbl, MPUMEHAEMbIE MPK MoeTaBIIHK pucka cTepuam3aLmm (obnacTb
feranm v M3roTOB/IEHNN npuMeHeHus (no  (ecnum obpasey, MeauLUnHbI, rae
NPHHaANEXHOCTH FOCT 31508- CTepweH) npumeHseTcs
2012) n3ae’Mve)
/ 8% Bonbgpam (W) CAS Ne 7783- TeKHONoMKMN3» cucTeme, 4s
82-6 (Stellar HenpepbIBHOIO
Technologies), NpensiTCTBOBaHMA
CLUA NPUTOKY KPOBU K
«3n Oay Kemukan aHEeBpU3ME Un
BH>TpEHHAR HUTb MonvonetrHOBbIN 3nacTomep KOMI‘IaHM»(ThE apyroi 3
(Mapka: ENGAGE) Dow Chemical cocyaucTon
Company). CLUA MasibhopmaLv, a
Dymax 1128A-M-VT: TaKxXe gns

M3okapboHunakpunar (25-50%),

CAS Ne 5888-33-5

apTepuaibHoli 1
BEHO3HOA

2-I'nopokemaTunmeTakpunar (25- «[aiimakc amGonm3aLmm B
AfreanBHble 50%), CAS Ne 868-77-9. KopnopeiwH» nepmd)epmtiecr(om
BElLIECTBA Akpunosas kucnota (1-5%), CAS (Dymax cocyamucrom cetu.
Ne79-10-7 Corporation),
ManeunHosas kucnota (1-5%), CAS CLWIA
Ne 110-16-7
TpeT-6yTUnnepbeHsoar (1-5%), CAS
Ne614/5-9
«ConBaii
3aWwmTHbIA 0607, - Monvatunia»
3EKAMb! ' Monuatunen (Rigidex 5502 GA) (Solvay
Polyethylene),
CWA
Ynakoska fyis MneHka 12/50 M3T/ «[Mepcpekenn NiTo»
(OUHMLLIHOM M3 STD (35709 G) (PerfecSeal Ltd),
cTepunusaLmn bymara PS41 STD BenukobputaHus
Bropusias LlenntonosHblii KapToH ¢ «MonukpadT
ynakoska Me/fIoBaHHbIM MoKpbITvem 0.024 SBS, WHk» (Polycraft
(kapToHHas CIS Plain Inc), CLLIA
KOpOOKa)
TpaHcnopTHas «Ionkpagr
P P "othprpoBaHHbIii kapToH C-Flule WHk» (Polycraft
ynaKoska Inc), ClilA

FD/INE'—IaHVE: 3genvie He cofiepkunt natekc nnu MBX (NonnBNUHUNXNOPUAHBIE) MaTepuabl.

7. OnucaHwe NPUHAANE>X HOCT e MEAULMUHCKUX W3L4eNUA™ MCMNONb3YEMbIX COBMECTHO C

3aABNEHHbIM U3[ENNEM:

KoHTponnep otcoeanHeHuns Blockade, npoussoactBa «bnokeig Meamkan J11C» (Blockade

Medical LLC), CLLUA (He BXOAMUT B KOMM/EKT MOCTaBKMN).

o Kabenb gnsa otgeneHus cnvpanu, npoussogctea «bnokeiig Megukan J1I/1C» (Blockade
Medical LLC), CLLA (He BXOAMT B KOMMJIEKT NOCTaBKM).

* MuKpokaTeTep COOTBETCTBYHOLLEr0 pasmepa (He BXOAAT B KOMM/EKT MOCTaBKM)

*10 System - MUKpOKaTeTpbl C BHYTPEHHUM AnameTpom He meHee 0,0165 atoiimoB (0,42 Mm).

*18 System - MUKpPOKATETPbI C BHYTPEHHUM AnameTpom He MeHee 0,0210 groiimoB (0,53 mm).

* HanpaBnswowWwMmin KaTeTep COBMECTUMbIA C MUKPOKAaTeTepom (He BXOAAT B  KOMMEKT
MocTaBKMm).

 [pOBOAHMK [OCTaBKWN, COBMECTUMbIV C MUKPOKATETEPOM (HE BXOAAT B KOMIMJIEKT MOCTaBKM).

* 2 (4Ba) poTaLMOHHbIX reMoCTaTMYeckux Y-Tuna KnanaHa (He BXOLAT B KOMI/IEKT MOCTaBKW).

e 1(oanH) 3-x X0[10BOW 3aNOPHbIA KpaH (He BXOAUT B KOMM/IEKT MNOCTaBKMN).

o CTepwbHbIN (N3NOOrMYECKNIA PacTBOP (He BXOAWUT B KOMMIEKT NOCTaBKW).

o [epmeTnyHas CTepwu/ibHasA KanenbHWUUA AnA (PU3MOMOTMYECKOro pactsopa (He BXOAUT B
KOMIM/EKT MOCTaBKw).

e OJHOXO[0BOV 3anOpHbIA KpaH (He BXOAMT B KOMMNEKT NOCTaBKM).

o CrepunbHas urna ans NogKoXHbIX MHbeKUMIA pasmepoM 20- nnm 22-gauge (0,812 mm 0 nnn
0,644 mm 0) (He BXOAMT B KOMIM/IEKT NOCTaBKN).
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8. MHpopmauma o0 HanMuymm B MeLULUHCKOM W3Le/IUN NeKapCTBEHHOrNo cpegcTBa ANA
MeOoNLUNHCKOTO NPUMEHEHNAY MaTepunanos >KXNUBOTHOrIO nnun yenoBeveckoro
NMPONCXO>XK AEHNA!

He npumeHumo. Cnupanb Ans 3HAO0BACKyNspHoW 3amb6onusauum Barricade He comepXuT B
COCTaBe WM3AENUS NEKapCTBEHHblE MpenapaTbl UM (PapmaueBTUYECKME CYO6CTaHUMKM, a Takxke
MaTeprasnioB XXMBOTHOMO W/IX YE/TOBEYECKOTO NMPOUCXOXKAEHUS.

9. WHpopmauma o nNopAaKe YCTAHOBKWM, MOHTaAa»a, HacTpPoOWKM U KanmbpoBKM,

Heobxognmble 4Na BBOAA MEAULUHCKOTO U3AENNS B 3KCNayaTayuto:

9.1 MOATOTOBKA KMPUMEHEHWIO

1 W3yunte cxemy YyCTaHOBKM U3LENUS.

2. [MpucoeaMHuTe pPOTAUMOHHLIA remocTatuyeckmin Y-tuna knanaH (PMFK) K ocHoBaHWMtO
HanpaBnsoLWero kKaretepa. lMpucoeamMHnTe 3-X XOA0BOI 3amOpHbIA KpaH K GOKOBOMY
otBogy PI'K, a 3aTem npucoefuHuTe TpyOKY repMeTUYHOR CTEPUNIbHONM KanenbHWULbl s
(h131010rMYecKoro pacTeopa

3. MpucoeanHuTe BTOpPOI PIK K OCHOBaHMIO MMKpoKaTeTepa. MpucoeamHUTe OAHOXOA0BOWA
3anopHbI KpaH K 60koBOMY 0TBOZAY BTOporo PIK n npucoegnHute TpyoKy repMeTUyHOwM
CTEPUNBHOW KanenbHULbl A1 (U31M0N0rMYecKoro pactTeopa.

4. OTKpOWTe 3amnopHbIA KpaH M MPOMONTE MUKPOKATETEP CTEPUIbHBIM (PU3MONOTMYECKAM
pacTBOpPOM, a 3aTeM 3akpoWTe KpaH. YTobbl CBECTU K MUWHUMYMY PUCK pPasBUTUS
TPOMG03MOONINYECKUX  OCNOXKHEHWUIA, BaXHO, 4TOObI MOAAEPXKMBaNach HemnpepbiBHas
MH(Y3Mst  CTEpUIbHONO  (PM3MOMOMMYECKOro pacTBopa B HanpaBfslOLMIA  KaTeTep,
6eipeHHbIN NPOBOAHMK N MUKPOKATETEP.

5. Wcnonb3yiiTe cTaHAAPTHYHO Npoueaypy YCTaHOBKW HanpaB/stOLLEro KaTeTepa B LeNeBOM
cocyf, nof, HenpepbIBHbIM PEHTTEHOKOHTPACTHLIM KOHTpOsieM. Hanpasnstowmii katetep
[O/MKEH VMeTb BHYTPEHHUI AMameTp AOCTaTOYHbIN 418 BBEAEHUS MUKpOKaTeTepa n s
npoBeeHUs PEHTTeHOKOHTPaCTHOIrO KOHTPOS.

6. DBblbepute MUKpOKaTeTep C COOTBETCTBYIOLMM BHYTPEHHUM AuameTpom. [locne
YCTaHOBKM MMKPOKaTeTepa, yaannTe HanpaBnsatoLWwmiA KaTeTep.

9.2 BbIBOP PASMEPA CMUPANN

1 Mposeaute hOOPOCKONMUECKOE MCCNEA0BAHE COCY/I0B.

8. W3mepbTe pa3mep aHEBPU3MBI.

9.  BblbepuTe NOAXOAALLMIA pasMep Y KOH(UIypaLuio Cnvpam.

10. [OuameTp nNepBOi CNupany HUKOrAa He [0/MKeH ObiTb MeHblUe LUMPWHBI  LUEAKM
aHeBPU3MbIl, MHaYe MOXKET BO3PACTV BEPOATHOCTb MUTpaLLMN Crvpanun (Unv cnvpanen).
[na Toro, 4tobbl NpaBWMbHO BbIOpPaTb pa3Mep cnvpaneil A1s AaHHOrO KOHKPETHOro
c/lyyas HeoOXOAMMO WCMO/b30BaTb CBELEHMSA aHruorpamMm, CHATbIX MpeLBapuUTeSibHO.
CnepyeT MpuvHUMaTL BO BHUMaHWe: AUAMETP POAMTENbCKOro COCyfa, [HO aHeBpUsMbl,
MOPO/IOrMI0 TKaHe BOKPYT aHeBPU3MbI, LLIEKY aHEBPU3MBI.
Cnupanu NocTasfAKOTCA B HECKO/IbKUX BapyaHTa UCMOHEHWS, (hopMa KOTOPbIX pas/inyHa.
Takum 06pa3om, MOXeT ObITb MOoLO6paHa MOAENb Cnivpasiv, KOTopas flydlle Bcero 6yaet
MOAXOANTb K 06bEMY W PACMOOXKEHNIO aHEBPU3MbI.

9.3 MOATOTOBKA CMUPANNKAOCTABKE

11. Mepep UCNoNb30BaHNEM M3AeNMA 0CBOOOAUTE MPOKCUMASbHBIA KOHEL, CUCTEMbI JOCTaBKM
(nopatoLLero TonkaTens) ot ynakoBku. CobntogaliiTe 0CTOPOXKHOCTb, YTOObI He 3arps3HATb
KOHUYMK CUCTEMbl [OCTaBKM MOCTOPOHHMUMW BeLLeCTBaMW, TakMMU KaK KpPOBb WK
KOHTpaCT.

12.  W3Bnekute Cnupanb ANd 3HA0BACKYNspHOM ambonusauum Barricade ©3 ynakoBKu,
NOTSHYB NPOKCUMa/bHBIV KOHEL, 10 TeX Mop, NokKa MHTPOAbHOCEP He BbIMAET U3 YNaKOBKW.
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13.

14.

15.

16.

17.

YaepxvBaiite u3genve ToNbKO Ha AMCTaNbHOM PacCcTOSIHUM OT MOBOPOTHOrO 3aMKa W
MOBEPHUTE BUHT-CIMKCATOP, OCMabNss 3aXBaT MaHXeTbl MHTPOAbIOCEPA Ha MPOBOAHUKE
[0CTaBKMU.

Mef/leHHO npoaBuraiiTe MMnnaHTaT Cnupanbk Ans 9HA0BACKYNspHOW 3M6onu3auum
Barricade 13 maHXeTbl MHTpOAbOCEPA W MPOBEpPSTE CNMpaib Ha NPeAMET KaKuX-nn6o
HapYLUEHWUIA UNU NOBPEXAEHWIA. Ecnn HabniofaeTcs Kakoe-mbo MOBPeXAeHUe crvpanm
UnK ycTpoiicTea focTaBku, HE ncnonb3yiite gaHHOE U3aenve.

Y [iepKnBasi MaHXXeTy MHTPOAbHOCEPa BEPTVKA/IbHO, OCTOPOXHO BTSIHWTE CNMpasib 06paTHO
B MaH)XETY UHTPOAbLOCEPA MPUMEPHO Ha 1-2 cm.

MeaneHHO M3BMEKWUTE Cnvpanb Ha CUCTeMe A0CTaBKW M3 3alMTHOro obofa. Wsberaiite
BbICBOGOX/EHNS CNMPaN M3 UHTPOAbOcepa. VICKMHUMTE MeXaHUYECKoe MOBPEXAeHIe
Cnvpasin N CUCTEMbI JOCTaBKM.

Cnupanb 3a6M0K1POBaHa B UHTPO/bIOCEPE MPY MOMOLLY CreLmanbHOi 061acTy YKecTKol
nocagku. [ns BbICBOBOXAEHUS CMMpany M3 MHTPOAbHOCEPA MPOABMHbLTE TONMKATENb CO
Cnvpanbio Briepe.

MpoaBuHbLTE Cnvpaib U3 MHTPOAbHOCEPA B FemapyvHM3MPOBaHHLIA pacTBop. MpoBepbTe
BU3yasbHYIO LIEIOCTHOCTb CNIMPasIN.

MpefynpexaeHue:  UCMoMb3oBaHMe MOBPEXAEHHbLIX Crvpaneli MOXET nNpuBeCTM K
HeXXenaTe/lbHbIM NMOC/eACTBUSAM.

3a/iBUHbTE Cnypasb NOMHOCTLIO B MHTPO/ABIOCE.

9.4 BBOA W PABSMELW, EHWVME Cnupanun gna sHgoBackynsspHon asmb6onusaynmn Barricade:

18.

19.

20.

21.

22.

23.

OTKpOITe poTauMOHHbIN remocTatmyeckuii knanaH (PIK) Ha MUKpokaTeTepe JOCTaTO4HO
0NS MPOXOXAEHUS  MaHXeTbl  MHTpofbtocepa Cnuvpann  Ansa  3HLOBACKYNAPHONA
ambonmsauun Barricade.

BcTaBbTe MaHXeTy WHTpofdbtocepa Cnupanu [N9  3HAOBACKy/NAPHON 3aMbonusaumm
Barricade uepe3 PI'K. 3akpenute [AUCTaNbHbIA KOHEL, MaHXeTbl WHTPOAbHOCEpa Ha
ANCTIbHOM KOHLE CTYNuLbl MUKpOKaTeTepa U cnerka 3akpoiite PIK BOKpYr MaHXeTbl
WHTPOZAbOCEP], UTOObI 3aKpenuTb PI'K ¢ MHTpoAbIOCEPOM.

Mpumeuanne: He nepesaTAvBATE. YpE3VEPHOE 3aTHIVBAH/E MOMET TMOBREIMTH
YCTPO/CTED,

BcTaBbTe chnuvpanb B MNPOCBET MUKpoKateTepa. Co6/tofaiTe OCTOPOXHOCTb, YTOObI
cCrnvpanb He 3axBaTWiacb B 3alen/ieHne Ha CTblKe MEeXAy MaHXeTOn WHTpogbtocepa U
OCHOBaHMeM MUKpOKaTeTepa.

MpoTankmearite Cnupasib 419 3HAOBACKy/NspHOM ambonmsaumn  Barricade uyepes
MUKpOKaTeTep A0 Tex Mop, Moka MPOKCMMa/lbHbIA KOHEL, YCTPOMCTBA [AOCTaBKW He
[LOCTUTHET NPOKCUMa/IbHOTO KOHL,A MaHXeTbl HTpoAbtocepa. Ocnabbte PI'K. Bosspatute
WHTPOAbHOCEP Hasad, HO Tonbko M3 PIK. 3akpoitte PI'K BOKpyr yCTpoiicTBa [OCTaBKM.
MONHOCTBIO CABMHLTE MaHXETY WHTPOAbOCEepa OT YCTPOMCTBa AocTaBku. Cobnrogarite
OCTOPOXHOCTb, YTOObI HE NEPEKPYTUTL CUCTEMY [AOCTaBKW.

AKKypaTHO npogsuraiite Cnupanb gns aHA0BacKyNspHOW ambonm3aumm Barricade fo Tex
rnop, Noka yCTPOMCTBO A0OCTaBKM He OKakeTcst BHyTpy PITK Ha OCHOBaHUM MUKpOKaTeTepa.
B 370 Bpems He0OX0AMMO HauMHaTL YrpaBieHWe Nog PEHTreHOCKONUYECKM KOHTPOJIEM.
MpogomKainTe NPoABMKEHNE CNMPAIN MO PEHTITEHOKOHTPACTHLIM KOHTPONEM B 06/1aCTb
HasHayeHns. Ecnm nonoXkeHne crnvpanv HeyLOBMETBOPUTENBHO - MeA/IeHHO W3BMEKUTE
cnvpasib. Cnupaib MOXeT 6blTb CBEpPHYTA W YCTaHOBNeHa MOBTOPHO. Ecnv pasmep
CNMpa/in He YAOBNETBOPSET KAMHUYECKON KapTUHE - Heo6XoAMMO M3BMeYb Civpasb Ha
CyCTeMe J0CTaBKM 1 MOBTOPUTL OMepaLiyto, MCMO/b3ys Cnpasb MOAXOAALLEro pasmepa.
I'Ipe,qynpex(,qume I'IpO,EIBI/IraI/ITe LLIN BbITHVBAATE Cipa4b OCTOPOMHO, 0e3 [PE3KNX

[ROKEHAA B Cyuae BOBHVKHOBEHVS! TPEH/S LM COMPOTVRNEHS, MPOVBBOIMTE b
PEKOMEHIYET YAAIATH MAKDOKATETED W BbHCHAT MPUHMHY AAHHOO SBNEHIS.
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24.

25.
26.

MpeaynpeacaeHve: He BpaLLaVrre cMcCTeEMy A0CTaBKM BO BPeMA MPOOp/DKEHAA - 3TO
MOMET MOIVBECTY K MPEXKIEBPEMEHHOMY OTCOEL/HEHKO CTIMPAIA 11 62 MUTpaLym.
MpoasurainTe cnupanb B XXeNaeMbli Y4YacTOK, MOKa MPOKCUMasbHbI MapKep CUCTEMbI
[OCTaBKM He OK&XKEeTCA psaoM C AUCTalbHOM CTOPOHOW MPOKCUMAabHOro Mapkepa
MUKpOKaTeTepa.

Mpumeyanme: YTO0bI CBECTY K MAHVMYMY NOTEHLGMBHBIA PUCK PaspbBa aHEBOVBVb
ww cocyg, HE npoapvraliTe MpoKeiaribHb A MapKep Ha CUICTENVE [I0CTaBKN [aNbLLE
MPOKCVIVENEHOMO MajKepa Ha M/KDOKETTE TEpE.

[ncTanbHbIN KoHel,

MukpokaTeTe
NmnnaHTat CUCTEMbI JOCTaBKU P P

[UCTanbHbIA KOHEL, CUCTEMbI I0CTaBKMW,

MpoKCMManbHbIi
Mo3numa MapKep
BblpaBHVBaHWS

PacMonoXeHHbIi BHe MUKpOKaTeTepa

PacrnonoXxeHne MapKepHbIX MO0C AN 0TCOeAUHEHNS

3aTaHuTe PIK, 4T06bI NpeaoTBpaTUTL AabHELLEee ABUXKEHWE CPaN.

MukpokaTeTep He [AOMKEH HaxoauTbCs MO BO3AENCTBMEM  HanpsHKeHUs nepeq
OTCOEAMHEHNEM CNUpPaIM - 3TO MOXET MPUBECTM K CMELLEHWIO Chnvpaan BO Bpems
OTCOEAMHEHUNSA NN K NOBPEXAEHNIO aHEBPU3MBI.

9.5 OTCOEAVHEHVIE CIIVPA

217.

28.

29.

30.

31.

32.

33.

Korga otcoegmHsemas cnuvpanib pasmelleHa Tak, Kak 3To TpebyeTcs, B COOTBETCTBUM C
NOPSAKOM, NPUBELEHBIM HIKE.

[na  oTCOeqUHEHUA CNUpaay He WCMOMb3yWTe WCTOYHWK MUTaHWUSA, OT/IMYHLIA OT
KoHTponnepa otcoeamHenns  Blockade. KoHTponnep otcoeguHenus  Blockade
npefHa3HayeH 4/19 MHOrOLeNeBoro 1cnosib3oBaHns. He ctepunnsoBars.

BctaBbTe cTepusibHyto  urny  (pasmep 20G wim 22G=0,7vMm v 0,9 mm,
COOTBETCTBEHHO), B N/1€YO0 (4e/IbTOBUAHAA MbILILIA) UK B MaX MauueHTa.

BcTaBbTe pasbeM CTepunbHbIX NpoBofoB Blockade wnn kabens mopTaTMBHOW CUCTEMBI
0TCOefMHeHUs B pasbeMHOe coefiHeHne KoHTponnepa oTcoeanHeHns Blockade.
3akpennTe KOHeL, pa3bema CTEPUIbHOIO YepHOro Kabens Ha CTEpPW/IbHOM Urfe, a 3aTeM
3aKpenuTe KOHeL, pa3beMa CTepU/IbHOr0 KpacHOro Kabensi Ha MPOKCMMa/lbHOM KOHLe
YCTPOMCTBA AOCTaBKW. Y6eaMTechb, UTO Hanpasslollas CUCTEMa HaXOAUTCA Ha CyXo,
4MCTOI NOBEPXHOCTU.

of, peHTreHOCKOMNMYeCKMM KOHTPOJIEM CHOBa ybeauTech, YTO yCTaHaB/1Baemas Cnpaib
HanpaBNAOLWEN  CUCTEMbl  HaxOAMTCA  AUCTa/lbHEE  MPOKCUManbHOro  Mapkepa
MUKpOKaTeTepa.

Bkntounte «BKJ1» KoHTponnep otcoeauHeHns Blockade ¢ noOMOLLbO  rnaBHOro
BbIK/tOHaTENSA HAa YCTPOMCTBE.

HauHute 0OTCOeAVHEHME, HaXaB 3e/leHyl0 KHOMKY Ha KOHTponsiepe OTCOeAVMHEHUs
Blockade nnun kabene nopTaTUBHON CUCTEMbI OTCOEAMHEHUS, MOKA flaMna OTCOeAMHEHMS
He HaYHEeT MUraTh.
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VHpvkatop «OTcoeanHeHve» mMuraeT Ha KoHTponnepe otcoeguHeHus Blockade, uto
yKa3blBaeT Ha OTcoeAuHeHue cnupaim. OTCOeAMHEHVE MOXET Mpoum3onTu yepes 5-15
CeKyHL.

35. B KOHUE uuMKna 0TCOeAMHEHMs pa3facTcs 3BYKOBOW CUMHas, M MHAMKATOP OyAeT ropetb
MOCTOAHHO. JTO YKasblBaeT Ha 3aBeplUeHMe LWKNa 0TCoefuHeHus. Ecnu cnvpanb He
OTCOeJIMHAETCA BO BpeMms LWMKNa OTCOeAMHeHWA, ocTaBbTe KOHTpOniep OTCOeAMHEHUS
Blockade npucoegyHEHHBIM K YCTPOWCTBY [OCTaBKM, W MNONpobyiTe APYron LMKN
OTCOeLIMHEHNS.

36. Korga 6Gatapes paspagutcs, MHAMKATOp 6aTapen 3aroputcsi KpacHbiM. KoHTposinep
oTcoeauHeHus Blockade He HaUHET OTCcOeaMHEHNE, eC/IN CBET FOPUT KPACHbIM.

37. TlpoBepbTe OTCOEAMHEHWME Cnvpann, CHadvana ocnabnas knanaH PIK, 3atem MefneHHO
BbITArMBasA CUCTEMY NOJAYM M NPOBEPSAS, YTO HET ABVXKEHMA Cnvpann. Eciv uMnnaHTar He
OTCOEMHAETCA, He MbITalTeCb OTCOeAUHATL ero Gonee ABYX pa3. Ecnm nocne TpeTben
MONbITKA HET OTCORAVHEHUS, YAaNIUTe CUCTEMY [JOCTaBKM.

38. Tllocne TOro, Kak OTCOeAUHEHWE MOATBEPXKAEHO, MEANEHHO MPOABUrainTe YCTPOWCTBO
[OCTaBKW, 4TOObl MPOKCUMa/IbHBIA  KOHEL, Cnuvpaan Haxoauncs 3a npegenamu
MUKpOKaTeTepa. [locne BbINOMHEHMS 3TOrO Llara MeA/leHHO BTArMBaliTe YCTPOWCTBO
[OCTaBKM 006paTHO B MUKpokaTeTep. MpofBvKeHWe YCTPOMCTBA LOCTaBKM 3a Npesenbl
HaKOHeYHMKa MUKpOKaTeTepa Nnoc/e OTCOeAMHEHNA CNMPaIY CBA3aAHO C PUCKOM paspbiBa
aHeBpu3MbI UK cocyaa.

39. Tlocne TOro, Kak cnupaib Haxo4MTCA BHe MUKPOKATeTepa, BbITallMTe BCHO CUCTEMY
[lOCTaBKWN M3 MUKPOKaTeTepa.

40. Tlof aHrvorpaMuyeckMM  KOHTPO/IEM  MNPOBEPbTE  MOJIOXKEHWE  CrMpasM  4epes
HanpaBNAOLLMIA KaTeTep.

41. Tlepen yfaneHnem MUKpoKaTeTepa U3 Mmecta 06paboTKy NOMEeCTUTE NOAXOAALLEr0 pasMepa
MPOBOAHMK M/IOTHO CKBO3b MPOCBET MUKPOKATeTepa, 4ToObl y6eamuTbeA, UTO HUKakas
YyacTb CNUPaIN He OCTAETCA BHYTPU MUKpPOKaTETEPA.

42. BbIknounTe KoHTponnep otcoeamHeHns Blockade.

43. TloBTOpUTE BbILLEYyKa3aHHbIe Lark, ecnm TpebyeTca pasmelleHne [LONONHUTENbHON
cnupanu.

44. ECM nauMeHT MCnbITbiBaeT 60/Ib HAa MeCTe BO3BPATHOrO 3/1EKTPOAa NauueHTa wnu
YBENIMYMBAETCA BPEMA OTCOEANHEHWSA, TO 3aMEHUTE Uy HOBYIO B HOBOM MECTe BBEAEHUS.

Mpumevarve: [MoCe OTCOEQVHEHVS, MPOLB/HETE Briepen YCTPOVCTBO [JOCTaBKY,
YTOObIYOROMTHCH, YTO Crivipatb HAXQOMTTH BHE MVKDOKATETEDA.

Bpau vmeeT MnpaBo M3MEHATb METOL PasMeLLeHUs CMMpaM C YYETOM CI0XKHOCTU W
BapuaLmii MeTOA0B aM60M3aLmn. J1H06ble N3MEHEHMSI TEXHUKMN A0/MKHbI COOTBETCTBOBATh
OMMCaHHbIM  Bbille Mpoueaypam, MpesynpeXxaeHnsm, Mepam NPeAoCTOPOXKHOCTU 1
MH(opMaLMm 0 6e30MacHOCTY NaLMEHTOB.

9.6 MpuHUMN AelicTBUA N3[eNna:

Cnvpanb  oNs  3HAOBacKynspHoin  ambonmsaumm  Barricade — npefctasnsieT  coboi
UMMNaHTUPYEMYIO Crivpasib, MPUKPENSIEHHY K CUCTeMe A0CTaBKM (Tonkartento). Cnupanb
MMeET BHYTPEHHIOK HUTb, KOTOPas MPensATCTBYeT pacTskeHnto. Cuctema A0CTaBKM NPUBOANTCA
B [eicTBMe KOHTpo//iepoM oTcoeauHeHus Blockade, pa3paboTaHHbIM chieumansHo  Ans
cnvpaneii gns aHA0BacKynspHoi ambonusaumm Barricade, (He BXOAUT B KOMMIEKT MOCTaBKM).
[ns otaeneHuna cnvpanein Heobxoaum Kabesnb Ana oTAeNeHns cnvpaneit (He BXOAUT B KOMMIEKT
MOCTaBKM).

Cuctema [OCTaBKM WUCMONb3YyeTCA ANA 3HAOBACKY/NSPHOM YCTaHOBKW cnvpanein Barricade B
MeLloYeK aHeBpu3Mbl. Cripany Barricade npuKpennsoTCa K CUCTEME LOCTaBKU Ha AUCTa/IbHOM
KOHUe. Cuctema LOCTaBKY SB/ISIETCA 3M1EKTPONIMTUYECKM YNPaB/SeMOil.
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Cuctema AOCTaBKM COCTOUT M3 MHTPOAbOCEPa U y3na Tonkatens. VIHTpoaptocep npeacTaBnser
coboli NonMMepHyto TPy6Ky. OH 3aluLLaeT nu3genne u AUCTa/IbHbIA CerMeHT CUCTEMbI JOCTaBKU
OT NOBPEXAEHUIA.

Tonkatenb 06nafaeT NepPeMEHHON FMOKOCTbHO OT MPOKCUMANbHOMO A0 AMCTaNbHOMO KOHLA,
obecneumBas 30Hbl Pa3/IMUYHONM >KECTKOCTW, MPUYEM [AUCTaNbHbIA KOHeL, SBfseTcsa Hamboree
rMOKMM. MPOKCMMa/IbHBIV KOHEL, TONKAaTeNs UMeeT HeNpo3payHble Noaochkl NpeaynpexnatoLmx
MapKepoB, Ha3blBaEMbIMW  «OrpaHUYUTENbHbIE METKU».  3TU  OrpaHUYMTE/NlbHbIE  METKM
yKas3blBaloT Ha NOI0XKeHWe UMM/IaHTaTa OTHOCUTEIbHO MUKpOKaTeTepa.

Tonkatesb KOHTPOAMPYET YCTaHOBKY crnvpanei. TonkateNb TOMKAeT W BbITATMBAET Crivpanu
yepe3 MWKpoKaTeTep U obecneumBaeT 6e30MacHyr0 [OCTaBKy B MeLUOYEK aHeBpu3Mbl/
COCYAMCTYHO Mab(hopMaLMio UM peno3nLMOHMPYEMOCTb A0 TeX Mop, MOKa He MoTpebyeTcs
OTCOEAVHEHNE.

Cuctema [0CTaBKM M3roTOB/IEHA U3 NMOMMMEPOB MEAMLMHCKONO HasHavyeHWs U HepyKaBetoLei
ctann. O6Las A/IMHA CUCTEMbl [OCTaBKN ABMAETCH JOCTATOYHOW A1 TOro, YTOObl ee MOXHO
ObINI0 BBECTU Yepe3 AOCTYN K 6epeHHON apTepun 1 pa3MecTUTb Ha yUYacTKe aHEBPU3MbI.

10, Tpeb6oBaHMA K NOMeLW,eHUAM, B KOTOpPbIX npegnosaraerTcsd ycTaHOBKAa MeLULUHCKOTO
n3pgennsa:

M3penve [O/MKHO WCMONb30BaThCs Npu Temnepartype Bosgyxa ot +22°C po +42°C npu
OTHOCUTENbHOW BRaXHOCTU OT 60% Ao 100% (HEKOHAEHCMPYHOLLAsACS) M aTMOCHEepPHOM
nasneHnn 500-1060 rMa. JomkHbl 6bITb COGMOAEHBI BCE OCHOBHbIE YCMOBUS CTEPUIBHOCTM
MOMeLLeHMs, a TaKkKe ofeXAbl MeAMLMHCKOro rnepcoHana A1 UCKIYEHUs pPUCKa 3aparkeHns
naupeHTa.

11. NHpopmaynsa NS NPOBEPKWM MPaBUNbHOCTMW YCTAHOBKU MEAULMHCKOIO U3AENUS N €ro
rOTOBHOCT MW K 6e30macHoOm pa60Te JKCcnnyaTauunn, Bk daa:

a) Copep>aHue U NepuUOANMYHOCTb TEXHMYECKOro 06CNy>XMBaHUA, BKAKYAA OUYUCTKY MK
LEe3VHMEKLNIO MeLULWNHCKOTO U3LeNnsa:

Cnupanb [Ansa 3HAOBACKYNAPHOM 3mbGonmsauuym Barricade He MOANEXUT  TEXHUYECKOMY
06CNY>KMBaHMIO, OYNCTKE U Le3NHDEKLNN.

b) [llepeyeHb nNpefoCTaBNeHHbIX MNPOM3BOAMTENEM MEAUULMUHCKOTO W34enns CBeJeHUM,
KNwuel nnaponei gocryna HeOOXOAMMbIX ANA MOHT a>»a M TEXHUYECKOro 06Cny>K MBaHus:
Cnuvpanb /18 3HA0BacKynsipHoi ambonmsauumn Barricade He copepxxut MO, CBeAEHWIA, KtoYel
WM naponeil [ocTyna HEeobXoAUMbIX [ANA MOHTaKa W He MNOANEXUT TEXHUYECKOMY
06CNy>XMBaHMIO.

c) MepeyeHb pacxofgHbiX MaTepManos, a Tak>Ke npoyegypa X NPUMEHEHUSA N 3aMEHbI:
Cnupanb ans 3HAOBACKYNsSPHOW ambonmsauny Barricade He COAepXXUT B COCTaBE PACXOHbIX
maTepuasnos.

® HeobxogumocTb KanubpoBKM Ans obecnevyeHMs Hajne>kaweih u 6e3onacHoim paboThl
MEAVWULUWHCKOIO n3genna B Te4eHMM cpokKa €ero CI'Iy)K6bI2

He npumeHumo. Ana MW Cnuvpanb Ans 3HAO0BACKYNsipHOM amb6onusaumm Barricade Het
Heo6X0AMMOCT B KannbpoBKe ANs 06ecreyeHMs Haanexaileldk uM  6e3omacHoii  paboTbl
MeAMLUHCKOro U3AeNns B TEYEHME CPOKa ero Cnyxobl.

e) MeTOoflbl CHUXKEHUS PUCKOB, CBA3AHHbIX C YCTaHOBKOI, KaNNBGPOBKOW UMM TEXHUUYECKUM
O6Cﬂy>KI/IBaHVIeM MEeOUUWNHCKOTIO n3genna:

[N CHWKEHWSI PUCKOB, CBSI3aHHbIX C YCTaHOBKOW MW Cnwvpanb Ans 3HA0BACKY/SPHOVA
ambonusauumn Barricade, cneyeT BHUMATENbHO 03HAKOMUTLECSA C VIHCTPYKLWEN MO NPYMEHEHNHO
Ha [AHHOE W3feNMe, a TaKKe C MHCTPYKLUMe No MPYMEHEHWIO, COBMECTHO WCMO/b3YeMOro
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MCNOMb30BAHNIO U M3BECTHLIX OrpaHUYEHNAX MOXHO HalTW B MHCTPYKUUAX MO MPUMEHEHWIO,
npunaraeMbix K KakAoMy MeSULMHCKOMY MW34envio KomnaHum «bnokeiig Megukan J11IC»
(Blockade Medical LLC).

15. MHudopmayma o npupofe, Tune, a Takd>Ke 00 WHTEHCUBHOCTMU W pacnpefeneHunu
M3ly4eHUs B npoLecce akcnayaTauMum MeULUHCKOTO N3enns:

He npumeHnmo. Cnvpanb Ans 3HL0BaCKYNSApHON am601m3aumm Barricade He mucnonb3yet PY-
3HEPruI, NO3TOMY He MOXET CO3/aBaTb 3/IEKTPOMAarHUTHOrO MOAS W €ro Nomex.

16. MH(opMauns o mepax NpeAoCcTOPOXKHOCTMU, NPeANPUHMMAEMbBIX B Cay4Yae:

A) HewncnpaBHOCTUW MeAULWHCKOr0o wusgenus, c6os B ero paborTe WUAN OTKJOHEHUIH B
(PYHKLMOHMPOBAHNUN, KOT OpPble MOTYT BAMATHL Ha 6€30MaCHOCTb MEAULMHCKOIO M3A4enuns, B
TOM 4Yuc/ie onpejensdeMblX MO BHEWHUM NPpU3HaKaM:

Cnefyet o6patntbCst K MNyHKTY 9 AN nonyvyeHns MHHOOPMaLMU NO BbISIBMIEHUIO BO3MOXHbIX
HencnpaBHOCTe, CO60eB B paboTe WM OTKAOHEHWI B (DYHKLMOHMPOBAHWUW, KOTOPblE MOryT
NOBAUSATb Ha 6Ee30MacHOCTb MeANLUWMHCKOro n3aennda, B T0 YMCne onpenensembixX rno BHELUHUM
NPU3HAKOM A1 BO3MOXHOCTU UX YCTPaHEHUS.

B) Bo3geiicTBuA Ha (QYHKUWOHMUPOBAHWE MEAMLUWHCKOrO M34eNnss BHEWHMX (aKTOopoB.,
CBA3aHHbIX C NMPUMEHEHNEM MeouUMNHCKOTO n3penna B KOM6VIHaLI,VIVI Cc apyrmmMmm
MEOVNUNHCKUMWN N3[ENNAMMN!

CnepyeT 06paTUTLCA K MHCTPYKUMAM M0 MPUMEHEHWUIO K WU3LENWSM, KOTOPblE WUCMO/b3YHTCS
coBMeCTHO ¢ MW Cnuvpanb [1a 3HA0BacKynspHO ambonusaumy  Barricade (MyHKT 7.
VHCTpYKLMM NO NPUMEHEHUIO);

C) Puck INEKTPOMAlrHNTHBLIX NOMEX, CoO3faBaeMblX MEOULUNHCKNUM nU3fgennemMm, okKkasbiparou,mne
BANSAHWE Ha apyroe obopypoBaHue:

He npumeHnmo. Cnupanb Ans 3HA0BACKYNSPHOW aMb60nm3aummn Barricade He mucnonb3yeTt PU-
3Hepruto, NO3TOMY He MOryT CO3/aBaTb 3/IEKTPOMarHUTHOIO NOMA N ero Nnomex.

17. Mpegynpe>X jeHna v mMepbl NPEeAOCTOPOXKHOCTMU, NMPEANPUHUMAEMbIe NOTPebnTEeNAMHU
npu NPUMEHEeHUN MeAUUWHCKOro usfenna, copep>al,ero feKkapcTBeHHOe CpeacTBO ANd
MeOoNLUNHCKOTO NpUMEHEHNA, MaTepuanbl, KOTOpblE ABNAK T CA KaHUEPOTeéHHbIMU,
MyTareHHbwun, TOKCUMYHbIMW, BOSMO>XX HOE BblAE€NTEHNE NN BbIMbIBAHNE KOT OPbIX NPUBOANT
K CeEHCMbunusayunn, anneprunyeckom peakynmm n oTpuyaTenbHO BANAET HapPenpoAyKT UBHYIO
PyHKUNIO:

He npumeHumo. Cnvpanb Ans 3HAOBACKYNsipHOM ambonusauuy Barricade He copepXxuTt B
COCTaBe W3[eNMs NeKapCTBEHHble CPeACTBa, (papMaueBTUYEeCcKuMe CcybCTaHuuW, MaTepuasbl
YXVMBOTHOrO WM Ye/IOBEYECKOT0  MPOWCXOXAEHWs,  MaTepuasibl, KOTOpble  SBAKOTCA
KaHLEpPOreHHbIMW, MyTareHHbIMU, TOKCWYHBIMK, BO3MOXXHOE BbIfefleHVe WM  BbIMbIBaHWE
KOTOPbIX MPUBOAUT K CEHCUOUNM3ALUW, anfepruyeckoil peakumm 1 oTpuuaTeslbHO B/IUSIET Ha
PENPOAYKTUBHYIO (PYHKLMIO.

18. Mpeaynpe>X geHNss M Mepbl NPefoCTOPO>XKHOCTMU, NpegnpuHUMaeMble NoTpebuTenem
npUyTMAM3aLMN MEAULMHCKOTO N3LENUS, MPUHALNEXX HOCTEN NpacXoLHbIX MaT epmnanos:

YTunusaynio usgenns nposoantb B cooTBeTcTBUM ¢ CaHlMnH 2.1.7.2790-10 gnsa 0TX0A0B
kKnacca B  (3nugemmonormyeckum ornacHble  0Txofbl). [locne  annapaTHbIX — CNoco6oB
06e33apaxXMBaHNA C MPUMEHEHVEM (DU3NYECKMX METOLOB M W3MEHEeHWUs BHELUHero Buja
OTXO[0B, UCK/THOYatOLLEro BO3MOXHOCTb MX MOBTOPHOIO MPUMEHEHWSA, 0TX0bl Knaccos b moryT
HaKanMBaTbCs, BPEMEHHO XPaHUTLCH, TPAHCMNOPTUPOBATLCA, YHUUTOXATLCA U 3aX0paH/BaThLCA
COBMeCTHO C oOTxofamu Knacca A (3nMAeMUOornyecky 6e3onacHble OTXOAbl, MO COCTaBy
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JOMO/THATE/TbHAA NHPOPMALINA
HecMOTA Ha O, YT CBepH/S, MVBEIEHHBE HADHE, He TPeGYIOTTA 10 38KOHy, 3aronHeHve
[IAHHOMO PA3IENa MOXET MPEA0TBATUTH BHECEH/E VBVEHEHUN B [IOKYVEHT U
MOLLEHHV/HECKOE MOBTOPHOE MVICOSOVHEHVE IAHHON ChOpMI! K JDYTOMY IOKYVEHTY.

OnucaHne NpUIaraemoro 0KyMeHTa
HasBaHue 1 TUM OKyMeHTa:

[ata jokymeHTa:
Konnyectso cTpaHuy;

MoanwucasLuee NULO (NLA), OTHYUTENBHOE(-bIE) OT BbILLIEYNOMAHYTOrO:

MonHomouwve(-5), 3asaBneHHoe(-ble) NoAgnMcaBLLIMM NULIOM (SiMLamm)
ViMs nognucasLuero nmua: VIMs nognucasLuero mua:

CoTpyaHuK |(0M aHWK - [10MKHOCTb(-1): COTpYAHVK KOMMNaHWW - A0/MKHOCTb(-1):

| |I'IapTHep- C orpaHuueHHol [ | [naBHbIii I 1 MapTHep- | | C orpaHu4eHHOM [naBHbIN

OTBETCTBEHHOCTbHIO OTBETCTBEHHOCTbHO

| |CDI/I3VI'-IBCK06 nvuo | | JosepeHHOe 1vuo I | ®usumueckoe nuuo | | [oBepeHHOe 1L

| | JosepuTenbHbI | j 3aKOHHbIA NpeAcTaBuTeNb UMK | | JosepuTenbHbli  j | 3aKOHHbIA MpescTaBUTeNb WK
COOCTBEHHMK OMNeKyH COOCTBEHHMK OrneKyH

I | WHoe: | WHoe:

MoanwvcaBLLWiA NpeacTaBnseT: MoanwucaBLLKit NpeacTaBNseT:

©2014 HaumnoHanbHas accoupauma Hotapuycos « www.NationalNotary.org ¢ 1-800-CLUA HOTAPUYC (1-800-876-6827) AokymeHTNe 5907
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Poccuiickan Pepepauus

"opos MockBa.

MATHaguaToro masa ABe TbIiCAYM AeBATHAALATOrNO roga.

A, OeliHeko Mliogmuna BanepreBHa, BPEMEHHO UCMOMHAOLLAA 0653aHHOCTY HOTapuyca

ropoga Mocksbl [NpoKOLIEHKOBON EneHbl EBreHbeBHbI, CBUAETENLCTBYHO MNOAJ/IMHHOCTD
nognucun nepesogumnka YepHocutosa Cepres Vropbesuya.

Moanuck cienaHa B MOEM NMPUCYTCTBUW.

JlnyHocTb NoAnucasLLero JOKYMeHT YCTaHOB/eHa.

3apernctpupoBaHo B peecTpe: No 21/86-H/77-2019-

B3bICKaHO rocyapCTBEHHOM NoLWMHbI (Mo Tapudy): 100 py6.
YnnadeHo 3a okasaHuve YCnyr npaBoBOro 1 TexXHU4eckoro xapakrepa: 200 pyo.
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Poccuiickan depepauyisi
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MaTHaguaToro Mas

a, [eliHeko Jllogmuna BanepveBHa, BpeMeHHO WCONHAOLWAA

MpokolueHKoBOW EM1MbI
A BEPHOCTb KOMWW CMPEACTABNEHHOIO

2,,6.H/77.r0,9.
‘TOCYAAPCTBEHHOM MOLLIHLI (N0 Tapuddy)' o] y N
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