The State of Maryland

Office of the Secretary of State

This Apostille is not valid for use anywhere within the United States of America, its territories or possessions.

This Apostille does not certify the content of the document for which it is issued.

Apostille

(Convention de La Haye du 5 Octobre 1961)

1. Country: United States of America
This public document

Q_,_/, has been signed by Loretta E. Knight

(U]

acting in the capacity of Clerk of the Circuit Court for Montgomery County
4. bears the scal/stamp of the Circuit Court for Montgomery County

Certified
5. at Annapolis, Maryland

6. the 04th day of March, 2014

7. by The Secretary of State of Maryland

No. 164334

9, Seal

oo

10.  Signature

Secretary of Siate

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA




-
INSTRUCTIONS FOR USE
FOR MEDICAL DEVICE:
«Bard BrachySource Iodine-125 Based Radioactive Radiation Microsources
- With Delivery Systems and without Delivery Systems, with Accessories»

r Dl

Gary D.
Senior Vice President
Quality, Regulatory and Medical Affairs

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




SANRD

These Instructions for Use contain important information on the medical device use and
safety measures that must be observed when working with the device. Please read this

document carefully before using the product.

-

® Single Use
Do not use if package is
damaged.

Bcomv Caution: Federal law
restricts this device to

sale by or on the order of
a physician.

Caution: Radioactive
‘.‘ materials

Iodine-125

MR Conditional
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STERILE

E

Read instructions for
use.

Do Not Resterilize

Sterilized by gamma
irradiation

Caution: After use, this
product may be a
potential biohazard.
Handle and dispose of in
accordance with
accepted medical
practice and applicable
local, state and federal
laws and regulations.
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PRODUCT DESCRIPTION

«Bard BrachySource Todine-125 Based Radioactive Radiation Microsources With
Delivery Systems and without Delivery Systems, with Accessories»

N
Bard BrachySource microsources are offered in the following confi gurations:
L. Bard BrachySource microsources with delivery systems:
1. Sourcelink Delivery System (Iodine):
1.1. Loose microsources - Bard BrachySource '**Implant Seed.
1.2. Microsource Connectors - SourceLink 5.5mm Standard SourceLink Model #70301
1.3. Microsource Connectors - SourceLink 0.5mm Seed-to-Seed Sourcelink Model #70302
1.4. Microsource Connectors - SourceLink 5.0mm Extension Sourcelink Model #70303
2. Bard BrachySource with SourceLink Delivery System preloaded in needles - Bard
BrachySource '*° Implants Preloaded in Needles.
- 3. Bard BrachySource ReadyLink Delivery System - Bard ReadyLink System with

BrachySource 1-125
4. Bard BrachySource QuickLink Delivery System - Bard QuickLink Cartridges with
BrachySource I-125 Device:
4.1. Bard BrachySource in QuickLink Cartridges - Bard BrachySource 1-125 Device in
QuickLink.
4.2. Microsource Connectors in Cartridges - QuickLink Cartridge 5.5mm Standard
Sourcel ink
4.3. Microsource Connectors in Cartridges - QuickLink Cartridge 0.5mm Seed-to-Seed
SourceLink
4.4. Microsource Connectors in Cartridges - QuickLink Cartridge 5.0mm Extension
SourceL.ink
II. Microsources Bard BrachySource without delivery system:
1. Loose microsources - Bard BrachySource '*Implant Seed.
2. Microsources in cartridges - Bard BrachySource !> Implant Seed in Cartridges.
ITI. Accessories:
1. Loading device - QuickLink Loader, 1 pe.
2. Spare parts for loading device QuickLink Loader - QuickLink Loader Spare Part:
2.1. Needle adapter - Primary Needle Adapter, no more than 5 pe.
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2.2. Needle adapter - Luer Needle Adapter, no more than 5 pe.

2.3. Needle adapter - Small Hub Needle Adapter, no more than 5 pe.

2.4. Needle adapter - Primary Needle Adapter, Locked, no more than 5 pc.

2.5. Loader glass - Shielding Glass, no more than 5 pc.

2.6. Stylet - Stylet, no more than 5 pc.

3. Loading device - SourceLink Loader Manual Radionuclide Applicator System, 1 pc.
4. Needle loading system QuickLink Relay - QuickLink Relay System Components:
4.1. Needle relay - Applicator Needle Relay, no more than 30 pc.

4.2. Needle relay, clipped - Applicator Relay, Clipped, no more than 30 pc.

4.3. Needle relay - BrachyStar Relay, no more than 30 pe.

4.4. Needle relay, clipped - BrachyStar Relay, Clipped, no more than 30 pc.

4.5. Relay rack - QuickLink Relay Rack, no more than 5 pc.

4.6. Stylet - QuickLink Relay Stylet, no more than 30 pe.

4.7. Relay clips - QuickLink Relay Clip, no more than 30 pc.

Bard BrachySource Characteristics

Bard BrachySource is a sealed radioactive source. Each microsource (Figure 1) is a
hermetically sealed (by laser welding) titanium capsule (4.5 mm length; 0.8 mm diameter; 0.08
mm wall thickness). The capsule contains an inner tubular substrate (core) (3.8 mm length; 0.5
mm diameter), that acts as an X-ray marker and radioactive isotope absorbent or carrier. The
radioactive isotope I-125 is absorbed on the surface of the inner substrate.

The inner substrate is made of an aluminum tube coated with a thin layer of Ni and Cu,
which acts as an [-125 absorbent. The tube contains a gold wire which provides an excellent
visualization of the implanted sources using fluoroscopy or CT with minimal shading and image
artifacts.

Radioactive isotope iodine-125 contained inside the sealed source has a half-life of 59.6
days and decays via electronic capture with the emission of Auger electrons and characteristic
low energy X-ray emissions (principal energy lines 27.4 and 31.0 keV) and gamma emissions
(energy 35.5 keV). The Auger electrons are fully absorbed by the walls of titanium capsule.

The therapeutic action of the microsource is achieved solely by X-ray and gamma
radiation, which irradiates the tissue in the proximity of the implanted microsource and leads to

the death of the radiosensitive tumor cells.
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The source design ensures excellent mechanical strength. The microsources maintain

mechanical and hermetical integrity under external factors both under normal operational

conditions (shipment and usage in clinics) as well as under potential extreme situations.

-
A
Inner core: radio-opaque marker and 1-125 absorbent
Y
Titanium
0,8 mm + wal
_ = 0,8mm
{: 4,5 mm =]J
B

-

Figure 1. A — Bard BrachySource schematics, B — Bard BrachySource photograph.

SourceLink Connectors

To reduce the probability of post implant source migration, individual sources are
connected into linear source trains or strands. In this configuration several sources (typically
from 2 to 20) are connected into a single linear semi-rigid strand with a fixed distances between
the source centers.

The purpose of innovative SourceLink Delivery system is to enable connection of the
individual sources into linear semi-rigid source trains. This delivery system utilizes special
source connectors/spacers which enable reversible slip fit connection of individual Bard
BrachySource microsources into linear strands of varying lengths. The use of connectors with
varying lengths and configurations enables medical practitioner to select and/or change distances
between individual sources in a strand in accordance with the clinician requirements as based on

5
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the patient anatomy. The possibility of selecting and/or changing the distance between individual

sources in a strand is a notable innovative advantage that makes possible to optimize dosimetric
planning of the brachytherapy procedure and to obtain the most conformal irradiation of the
prostate gland accounting for individual anatomy, while providing possibility to optimize
radiation burden to rectum and urethra.

SourceLinks Connectors are made from synthetic monofilament biodegradable material
composed of 70% L-lactide and 30% D,L-lactide copolymer. This biodegradable material
maintains structural integrity during 180 days after implantation thus fixing the implanted
sources in place during the irradiation of the cancerous tissue. Complete degradation of the
material does not occur for 18 to 24 months.

SourceLink Connectors have outer diameter of 0.9 mm and are produced in three
different configurations providing three different types of source linking (Figure 2):

1. SourceLink 5.5mm Standard SourceLik Model #70301 — standard connector with the
face-to-face distance between linked sources equal to 5.5 mm and center-to-center distance
between linked sources equal to 10 mm;

2. SourceLink 0.5mm Seed-to-Seed SourceLik Model #70302 — connector for source-to-
source connection, face-to-face distance between linked sources is 0.5 mm and center-to-center
distance between linked sources is 5 mm;

3. SourceLink 5.0mm Extension SourceLink Model #70303 - an extension connector with
an extension face-to-face distance of 5 mm,

These configurations of SourceLink Connectors provide the possibility of source-to-
source connection and source-spacer-source connection with the possibility of creating any 3
mm center-to-center source spacing (Figure 2,3).

Mechanical slip fit source connection provided by SourceLink connectors allows to
connect as well as to disconnect sources and connectors using tweezers. Medical personnel can
connect sources into source trains of the required length and spacing both manually and with the
help of special loading device — SourceLink Loader. In addition, if necessary, the spacing
between sources can be changed during the procedure by disconnecting and reconnecting
sources and spacers. This enables additional flexibility to further optimize dosimetric planning of

the brachytherapy procedure in real time.
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5.5mm {

5.5mm Standard SourceLink™

‘\b 0.5mm

| I

0.5mm Seed-io-Seed SourceLink™

3’ K3 ‘L
5.0mm Extension SourceLink™

10 mm

3ARD

]

s . N

Standard SourceLink® Connector
—— 5mm ——

Seed-to-Seed Sourcelink® Connector

[ i 15 mm

1

‘ i Standard Sourcelink™ Connector Extension Sourcelink® Connector

Figure 2. Schematics of the source linking using SourceLink Connectors.
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5.5mm Standard Sourcelink™ 5.5mm Stendard Sourcelink™

5.5mm Standard Scurvelnk™ 0.5 Seed-20-Sesd Sourpelink™ 5.8mr Stancard Scurcelrk™

5.5mm Standand Sourcelink™ 5.0mm Exension Sourcslink™  5.0mm Exiension Sourcelink™

Figure 3. Graphical scheme of microsource connection into linear trains (strands) using SourceLink Connectors.
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Bard BrachySource microsources with delivery systems.

Bard BrachySource with SourceLink Delivery System — SourceLink Delivery
System (Iodine).

- SourceLink Delivery System consists of the following components (Figure 3):

Bard BrachySource '*Implant Sced. Individual sources in required quantity (up to 150
pe.) with required source strength in accordance with activity classes given in Table 1. The
sources are supplied as loose sources in the capped polycarbonate or glass vial. The vial
containing microsources is placed into the stainless steel container. The stainless steel
container is placed into a labelled Tyvec sterilization pouch.
* Connectors SourceLink 5.5mm Standard SourceLink Model #70301 Individual
connectors (up to 80 pe. total) are supplied loose in labelled polyethylene sterilization bags
(20 connectors per bag).
¢ Connectors SourceLink 0.5mm Seed-to-Seed SourceLink Model #70302
Individual connectors (up to 50 pc. total) are supplied loose in labelled polyethylene
- sterilization bags (5 connectors per bag)
¢ Connectors SourceLink 5.0mm Extension SourceLink Model #70303
Individual connectors (up to 50 pc total.) are supplied loose in labelled polyethylene
sterilization bags (10 connectors per bag).
Microsources and connectors are supplied sterile. Components of the SourceLink
Delivery System are used to connect individual sources and connectors into trains for
subsequent loading of trains into implant needles in a clinical facility, either manually or with

the use of a loading device SourceLink Loader.

Bard BrachySource with SourceLink Delivery Systems Preloaded in Needles - Bard

BrachySource *Implants Preloaded in Needles.

In this product configuration Bard BrachySource seeds in required quantity and with the
specified apparent activity are supplied pre-connected (using SourceLink connectors) into the
source trains of specified length and configuration, with each source train preloaded into implant
needle. The quantity of seeds and connection configuration in each needle is based on the
individual order. Preloaded needles are placed into sterilization polycarbonate blister packaging.

The needles containing source trains are supplied sterile and ready for implantation.
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Bard BrachySource with ReadyLink Delivery System — Bard ReadyLink System
with BrachySource 1-125,

In this product configuration, Bard BrachySource sources are supplied in required
quantity with the specified apparent activity pre-connected into source trains using SourceLink
Connectors. The quantity of the sources and connection configuration in each ftrain can be
determined based on the individual order.

There are three possible connection configurations of sources and connector trains:

Standard Configuration — 10 microsources are connected into a source train using
SourceLink Connectors with center-to-center source spacing equal to 10 mm.

Variable Configuration — source trains consisting of 5, 4 or 3 sources connected using
SourceLink Connectors with center-to-center source spacing equal to 10 mm.

Prescription Configuration - sources connected into trains using SourceLink
Connectors with train length of up to 80 mm with spacing configuration based on a specific
order.

In addition, the variable and standard spacing configurations allow for additional trains of
seeds and sources pre-connected to customer defined configurations to allow for special loading
patterns.

Pre-connected linear microsource trains (up to 60 trains) are placed into a polymer tray-
holder. The tray is placed in a metallic shielding container box. Shielded container and single
use polymer tweezers for handling the sources are placed into hermetic sterilization blister
packaging.

The ReadyLink Delivery System combines advantages of sources pre-connected using
SourceLink Connectors with the possibility of convenient implant needle loading with pre-
connected source trains at the medical facility. This delivery system allows to optimize workflow
in the medical facility accounting for individual aspects of each implant procedure and a number

of procedures carried out at a given medical facility.

10
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Figure 4. Variants or microsource placement in KeadyLink trays. From left to right
(standard, variable and prescription configuration).
-
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Bard BrachySource with QuickLink Delivery System — Bard QuickLink Cartridges
with BrachySource 1-125 Device

Innovative microsources delivery system, QuickLink, is intended for connecting the
microsources into trains of required length with required distances between microsources using
SourceLink connectors, and loading pre-connected source trains into the implant needles at the
medical facility in accordance with the prescription of the medical doctor performing the
brachytherapy procedure. This delivery system enables the most individualized approach to
performing the brachytherapy procedure, while providing the maximum convenience and ease of
performing the procedure.

In this product configuration, both microsources in required quantity and with required
apparent activity and SourceLink Connectors of various length are supplied preloaded into
individual single use cartridges - QuickLink Cartridges (material of construction —
polycarbonate).

Each individual cartridge contains up to 20 microsources of the required apparent activity
and up to 20 connectors of the required length and configuration. For reliable identification,
each cartridge is marked with the depiction of the supplied component and with an individual
identification key.

In this product configuration microsources are supplied as follows :
¢ Microsources in Cartridges - Bard BrachySource I-125 Device in QuickLink
Microsources in required quantity (up to 150 pe. per individual order set)) with required apparent
activity in accordance with the activity classes are supplied in QuickLink cartridges. Up to 7
individual cartridges with microsources are placed in metal shielding box (made of pewter) with
propylene foam lining. The shielding box is placed in a hermetic sterilization blister package. As
based on the customer order, the cartridges can be supplied individually, packaged into
sterilization bag. Each cartridge in a sterilization bag is placed into individual steel container.
¢ Connectors in Cartridges - QuickLink Cartridge 5.5mm Standard SourceLink
Connectors (up to 80 pc. per individual order set) are supplied in cartridges with up to 20
connectors per cartridge. Each cartridge is placed into an individual Tyvec sterilization bag.

e Connectors in Cartridges - QuickLink Cartridge 0.5mm Seed-to-Seed SourceLink
Connectors (up to 80 pec. per individual order set) are supplied in cartridges with up to 20
connectors per cartridge. Each cartridge is placed into an individual Tyvec sterilization bag.

¢ Connectors in Cartridges - QuickLink Cartridge 5.0mm Extension SourceLink

12
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Connectors (up to 80 pe. per individual order set) are supplied in cartridges with up to 20

connectors per cartridge. Each cartridge is placed into an individual Tyvec sterilization bag,

Assembly of microsources and connectors into trains is carried out using a loading device
accessory QuickLink Loader which allows to carry out sequential dispensing of the individual
components of the cartridges placed into the loading device, connection of the microsources and
connectors into trains of the required length and configuration, and loading of the trains into

implant needles, either directly or with the use of relay accessory QuickLink Relay.

Microsources Bard BrachySource Without Delivery Systems

Loose Microsources - Bard BrachySource *Implant Seed.

Per customer order, individual microsources in required quantity (up to 150 pe.) with
required apparent activity in accordance with activity classes can be supplied as loose
microsources placed in capped vials. The vial with microsources is placed into a shiclding
container . The shielding container is placed into a labelled Tyvec sterilization pouch. In this
product configuration, microsources are intended for loading into implant cartridges or for

loading into the implant needles at the medical facility.

Microsources in Cartridges - Bard BrachySource '*Implant Seed in Cartridges.

In this configuration, microsources are supplied in required quantity and with required
apparent activity loaded in shielded cartridges with 15 or 20 microsources per cartridge.
Microsources in cartridges are supplied sterile in steel shielding container. The shielding
container is placed into a Tyvec sterilization pouch. Microsources in cartridges are intended for

implantation using implantation device supplied separately by other manufacturers.

13
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SPECIFICATIONS AND TECHNICAL CHARACTERISTICS

‘ APPARENT ACTIVITY
-
Microsources Bard BrachySource in all product configurations are supplied with apparent
activity ranging from 0.188 to 0.995 mCi in accordance with activity classes given in Table 1.
Activity is selected based on the medical doctor determination.
Table 1. Activity classes of Bard BrachySource microsources.
Class # Apparent Activity, mCi
1 0.188
2 0.205
3 0.220
J 4 0.240
- 5 0.260
6 0.283
7 0.305
8 0.330
9 0.360
10 0.393
11 0.425
12 0.460
13 0.498
14 0.543
15 0.585
16 0.638
17 0.690
18 0.748
19 0.813
20 0.883
21 0.955

The manufacturer carries out certification apparent activity assay of all sources as a part

of

qualification testing during production. The activity of microsources in the order bacth is listed

on the Certificate provided with each order.

Apparent activity (source strength) on the day of use can be calculated according to the

following formula:
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A=Ao*exp(-In2*t/T 1))

where Ag — is the activity on the manufacturer calibration (reference) date, t — time in
days between reference date (calibration date) and the date of use, T(1/2) — is iodine-125 half-life
in days (59.6 days), In2 ~ 0.693

Apparent activity on the day of use can be calculated using Table 2.

Table 2. Calculation of lodine-125 decay for determination of apparent activity (half-life 59.6

days).

Days Decay factor Days Decay factor
-5 1.060 12 0.869
-4 1.048 13 0.859
-3 1.036 14 0.849
-2 1.024 15 0.839
-1 1.012 16 0.830
0 1.000 17 0.820
1 0.988 18 0.811
2 0.977 19 0.801
3 0.966 20 0.792
4 0.954 21 0.783
5 0.943 28 0.721
6 0.932 35 0.665
7 0.922 42 0.613
8 0.911 49 0.565
9 0.900 56 0.520
10 0.890 63 0.480
11 0.880 70 0.442

GEOMETRIC CHARACTERISTICS

Microsources have cylindrical shape and the following dimensions:

Length: 4.5 mm
Outer diameter: 0.8 mm
Wall thickness of the outer capsule : 0.08 mm

DOSIMETRIC CHARACTERISTICS

This section contains dosimetric and radiation characteristics necessary for correct
dosimetric planning of the brachytherapy procedure. The radiation field distribution is calculated

in accordance with the AAPM TG43 guidelines and verified by independent experiments.

15
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Air kerma strength (U) is calculated as:

U=1.270x A,

where A, is an apparent activity in mCi.

Main dosimetric characteristics of the microsources are given in Table 3,
The g(r) in calculations can be approximated using the following functions:
1) Third order polynomial (distances 0.5-7.0 ¢m). Polynomial coefficients:
A: 1.0347387
B:-14.1558 * 1073
C: 455219 * 10
D: 4558 * 107

2) Fifth order polynomial (distances 0.2-7.0 em) Polynomial coefficients:

A0:0.977972
Al1:0.184619
A2:-0.211529
A3:0.057423
A4:-0.007055
A5:0.000332

Microsources anisotropy data is given in Table 4.

Table 3. Main dosimetric characteristics of the microsource

16
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Dose Rate Constant (as established by 0.98 ¢Gy hour'U"!
WAFAC (NIST 1999) measurements. 1.24 ¢Gy hour'mCj!
Average Anisotropy Constant 0.94
. Conversion factor from apparent to true 1.7
st activity (activity contained inside the
microsource)
Radial dose distribution as a function of distance from source center:
Distance from the source center, mm Radial dose factor, g(r)
1 0.941
2 1.003
3 1.024
5 1.033
7.5 1.022
10 1.000
- 15 0.937
20 0.856
25 0.772
30 0.691
35 0.612
40 0.540
45 0.475
50 0.415
60 0.314
70 0.236

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

17




3ARD

Table 4. Microsources anisotropy data (anisotro y function @ (r,9))

tfmm])/ | 0° 5° 10° 1591 20° | 25° | 30° | 35° | 40° | 45° | 50°
0

0.5 10.524 10.668 | 0.562 | 0.614 | 0.688 | 0.759 | 0.816 | 0.862 [ 0.898 | 0.936 | 0.956

0.423 |1 0.599 | 0.579 | 0.635 | 0.698 | 0.756 | 0.808 | 0.852 | 0.888 | 0.916 | 0.943

0.453 ] 0.611 | 0.617 | 0.668 | 0.722 | 0.777 | 0.819 | 0.856 | 0.891 | 0.918 | 0.941

0.500 | 0.637 | 0.649 | 0.698 | 0.750 | 0.799 | 0.841 [ 0.873 | 0.903 | 0.926 | 0.950

0.564 | 0.657 | 0.672 | 0.715 | 0.761 | 0.803 | 0.838 | 0.869 | 0.901 | 0.925 | 0.941

~Jin| W B e

0.607 | 0.682 | 0.700 | 0.741 | 0.781 | 0.814 | 0.845 | 0.888 | 0.912 | 0.926 | 0.945

55° 60° 65° 70° | 75° | 80° | 85° | 90° | Du(r) O

0.5 10.975]0.988 | 0.998 | 0.973 | 0.988 | 0.994 | 0.998 | 1.000 | N/A

0.963 | 0.982 | 0.993 | 1.005 | 1.012 | 0.989 | 0.998 | 1.000 | 0.942

0.962 | 0.980 | 0.995 | 1.002 | 1.012 [ 1.015 | 0.994 | 1.000 | 0.937 0.941

0.967 | 0.985 | 1.005 | 1.011 | 1.012 | 1.018 | 1.023 | 1.000 | 0.947

0.958 | 0.973 | 0.982 | 0.995 | 1.002 | 1.003 | 1.011 | 1.000 | 0.938

I WL [ B e

0.969 | 0.982 | 0.984 | 0.998 | 0.997 | 1.011 | 1.005 | 1.000 | 0.944

BIOLOGICAL COMPATIBILITY

The clinical efficacy of the medical device is derived solely from the interaction of the
ionizing X-ray and gamma radiation emitted by the source with the adjacent tissues, resulting in
the death of radiosensitive cancer cells.

The microsource outer shell is constructed from pure Grade 2 medical titanium and has an
excellent biocompatibility. The SourceLink Connectors are made from a monofilament
biodegradable polymeric material (co-polymer of 70% L-lactide and 30% D,L-lactide) which
maintains mechanical integrity for 180 days after implantation. This type of biodegradable
material is widely used in the production of implantable medical devices and has a good, proven

biocompatibility.
USE BY DATE, EXPIRY DATE

The expiry date for the microsources is determined by the radioactive half-life of iodine-
125. Apparent activity for the day of implantation can not be below the first activity class (0.188
mCi). In this manner, if the microsources are supplied with the apparent activity of 0.955 mCi
(21 activity class) the expiry period should not exceed 5 months from the calibration date. In
the case of individualized prescription orders, the expiry date “Use by date” is indicated on the
labelling. The expiry period for the SourceLink Connectors is not more than 6 month from the

manufacturing date.

18
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MANUFACTURING DATA

Microsources are supplied as batches with each source activity corresponding to one of

- the 21 activity classes. MHKPOHCTOYHMKH MOCTARISIOTCS HapTUAMH ¢ 3(P(EKTHBHOlH
AKTUBHOCTBIO COOTBETCTBYIOIICH oaHoMy H3 21 knaccoB aktuBHOCcTH. Individual and total

activity, reference (calibration) date are indicated on the product labeling and Certificate attached

to each product batch.

RADIATION SAFETY AND ENVIRONMENTAL PROTECTION

Medical clinic that uses microsources for treatment must have an appropriate license for
work with radioactive materials (Iodine-125) and sources of ionizing radiation.

ATTENTION! Only qualified personnel who received required specialized training
in accordance with the radiation safety requirements are allowed to work with
microsources,

- It is necessary to wear personnel dosimeters and radiation level monitoring devices while
working with and handling microsources.

While working with or storing the microsources, it is necessary to observe appropriate
methods of radiation protection. The use of radiation shielding of 0.5 mm lead equivalent is
sufficient for complete absorption of low energy iodine-125 radiation. When handling
microsources it is necessary to observe the rules of minimization of time and distance from the
microsource. It is necessary to avoid direct contact with the microsource and use tweezers for
handling individual microsources and trains. It is necessary to avoid the possibility of
microsource deformation, damage to their surface, and direct contact with sharp and cutting
surfaces.

Clinical use of this medical device in all configurations should be carried out in

accordance to all instructions for use supplied with this device.

WARNING! Only qualified personnel who received required specialized training in

accordance with the radiation safety requirements are allowed to work with microsources.

PACKAGING

Microsources and accessories are packaged into an individual packaging labelled in

accordance with its contents. Microsources in vials, cartridges, pre-connected source trains, and
1Y
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SourceLink connectors are supplied sterile in primary sterile packaging. Primary packaging is

placed into secondary protective packaging. Protective packaging with Certificate and

Instructions for Use is placed into Type A shipping packaging.

Upon receipt of the order, the outer and inner packaging must be inspected for packaging

integrity, correct labelling and completeness of the delivered order. The product use is not
allowed in the case there is damage to inner packaging. The microsources
WARNING! Please verify that there is no damage to the primary sterile packaging.
In the case there is damage, the use of the device is not allowed.
Primary sterile packaging can be opened only under sterile conditions.
Labelling
Microsources are supplied as order batches with specified number of sources with
( apparent activities in an order batch corresponding to one of the 21 activity classes. Each
-

production lot has a unique lot number and each supplied order batch has a unique certificate.
Labels are placed on the vials containing microsources, and primary packaging (sterilization
bag/pouch or blister) and shielding packaging. The labels placed on the primary packaging and
shielding containers has the following information:

* Name of the manufacturer and/or its trade mark and manufacturers address:

e Name of the medical device;

e Warning «Caution, radioactive materials iodine-125;

* Radiation symbol,

e Lot number and certificate number;

¢ Date of calibration;

e Quantity of microsources;

* Microsource activity;

» Total activity of microsources in the order;
In addition, the labelling contains the following information:

* Information about sterilization (sterile product, gamma sterilization, single use, re-

sterilization is not allowed.
» Information on the device expiry- «use by date»

» Warning signs «Do not use if packaging is damaged» and «Read Instructions before use»
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TRANSPORTATION AND STORAGE

Transportation of microsources is carried out using all means of transportation with
exception of public transit.
The storage under warehousing conditions at temperatures from 5°C to 40°C, in dry

environment, protected from direct sunlight.

INDICATIONS FOR USE

Microsources Bard BrachySource and its delivery systems are indicated for the treatment
of localized early stage prostate cancer via contact radiation therapy (brachytherapy) carried out
by implanting microsources into diseased tissue. As based on the determination by a physician in
charge of the treatment, it is possible to use microsources as a primary therapy or in combination

with other treatment modalities (external beam therapy, chemotherapy, etc.).

CONTRAINDICATIONS

As with any other brachytherapy sources, Bard BrachySource microsources are not
recommended for the treatment of advanced disease and tumors in generally poor conditions
(e.g. ulcerated). SourceLink connectors should not be used where permanent source linking and
spacing is required.

Bard BrachySource microsources should not be used for treating pregnant women, nursing
mothers and children under 18 years old.

Bard BrachySource microsources should not be used to treat patients with life threatening
and serious chronic hart, lung, liver and kidney diseases and blood coagulation conditions.

The possibility of treating patients with other chronic conditions should be determined by
the treating physician in charge of the patient, using established guidelines and practices.

Implanted Bard BrachySource device does not affect the patient ability to operate motor
vehicle and heavy machinery.

There is no contraindication for using Bard BrachySource device with other implanted
devices such as pace makers and artificial joints. However, the possibility of treating patients
with other implanted devices should be determined by the treating physician in charge of the

patient.
21

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




SARD

ADVERSE REACTIONS

As the therapeutic effect of the microsources is achieved through the delivery of radiation
to target tissues, any adverse event associated with tissue radiation damage theoretically may be

associated with the use of Bard BrachySource.

Following prostate implant of Iodine-125 brachytherapy sources, some cases of impotence,
urinary incontinence and urethral strictures have been reported. The frequency of these adverse
reactions shows significant correlation to mitigating factors such as the age of the patient and the
performance of a trans-urethral resection of the prostate prior to or after implantation. Proctitis,
transient dysuria, increased urinary frequency have also been reported. Possible adverse
reactions associated with microsource usage in the prostate have been reported to include
irritative uropathy symptoms including increased urinary frequency, urgency and obstruction.

Complications have also included cystitis, urethritis, superficial urethral necrosis and hematuria.

DOSE SELECTION AND IMPLANTATION

ATTENTION! Microsource implantation should be carried out only by qualified
medical personnel trained in brachytherapy procedure using Iodine-125 based
microsources.

Necessary training and recommendations on performing brachytherapy procedure are
provided by C.R. Bard.

Recommendations of European and American Association of Therapeutic Radiation
Oncology and Russian Federation Medical Technology (“Brachytherapy of localized prostate
cancer (medical technology)”) have been issued in order to ensure medical quality standards in
the treatment of prostate cancer using brachytherapy, and are based on many years of clinical
experience of using lodine-125 based microsources. References and publications do not
substitute practical training conducted by experienced medical doctor professionals.

Standard recommendations should be followed when selecting total implanted activity,
estimating radiation field distribution and performing implant procedure. It is necessary to
account for the prostate volume and prior history of the radiation treatment. Dosimetric planning

should account for the source anisotropy.
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ATTENTION! Dosimetric planning should be performed by the qualified and

licensed professionals.

In order to achieve maximum effectiveness of the brachytherapy procedure, it is
hecessary o ensure accurate placement of each microsource in its dedicated position in the
prostate. The position of microsource should be constantly verified during the implantation
procedure. Position verification can be done using ultrasound and fluoroscopy. Microsources
have excellent visibility with minimal image distortion and artifact formation.

Due to their design, microsources provide for safe MRI imaging of the patient with the
implanted device provided that the following conditions are met:

STATIC MAGNETIC FIELD

e Static magnetic field of 3 Tesla or less.

e Maximum spatial gradient magnetic field of 720 Gauss/cm or less.

DELIVERY SYSTEMS AND ACCESSORIES

- Microsource delivery systems using SourceLink Connectors provide maximum
convenience and ease of use during implantation procedure. Prior to beginning the procedure it is
necessary to ensure that all instruments are in working conditions and all components
(microsources, connectors and implant needles) are accounted for. Precise placement of
microsources needs to be verified using appropriate techniques such as ultrasound, which can be
combined with fluoroscopy or CT. All necessary delivery systems and accessories can be

obtained from C.R. Bard.

SOURCELINK

SourceLink Delivery system is used to create a linear source-connector trains with defined
source spacing (analogous to stranded microsources). SourceLink Connectors allow to perform
reversible slip fit connection of individual microsources into customizable linear source trains of
various lengths. SourceLink connectors are made from synthetic monofilament biodegradable
polymeric material comprised of 70% L-lactide and 30% D,L-lactide with proven good
biocompatibility. This material is not hygroscopic which prevents source trains jamming in
implant needles. The use of connectors of varying length and configuration enables selection
and change of distance between microsources in the train in accordance with the physician

requirements and as determined by the individual patient anatomy.
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Connection and disconnection can be done using tweezers. Possible variants of source

connection into trains is shown in Figure 3. Care must be taken when performing connection and
disconnection in order to avoid the possibility of damaging microsources in the process of train
assembly-disassembly.

Procedure for assembly of source trains can be done using an implant needle and 2 implant
needle stylets.

1. Holding the SourceLink Connectors in the center of the link where there is solid
monofilament material, place unlinked SourceLink Connectors and loose seeds into an
implant needle in the desired sequence. A 5.5mm Standard SourceLink will provide
10mm center-to-center spacing. A 0.5mm Seed-to- Seed SourceLink will provide Smm
center-to-center spacing. A 5.0mm Extension SourceLink will add an additional Smm to
the center-to-center spacing when used in conjunction with a 0.5mm Seed-to-Seed
SourceLink or a 5.5mm Standard SourceLink.

2. Using two implant needle stylets, one in each end of the implant needle, apply a gradual
compressive load of approximately 1kg to the stylets to seat the seeds in the open ends
of the SourceLink Connectors. You will feel a slight change in pressure as each seed is
seated within the open end of a SourceLink. Once all seeds are properly seated, you will
feel a significant increase in resistance. All seeds are then properly seated within the
SourceLink Connectors.

3. Remove the SourceLink train from the needle and visually inspect the spacing. The

assembled SourceLink train is now ready for implant.

SourceLink Manual Loader can be used to enable more convenient connection of loose
microsources and connectors into trains and loading them into needles.

SourceLink connectors are compatible with all types of implant needles used in
brachytherapy. SourceLink connectors should be used only with Bard BrachySource
microsources. SourceLink Connectors are supplied sterile in individual sterilization bags.

When planning brachytherapy procedure it is necessary to take into account that
prolonged contact with such biological fluids as urine and bile may result in calculus formation.
Additional adverse side effects associated with the use of SourceLink connectors include:

minimal acute inflammatory tissue reaction and transitory local irritation.

READYLINK
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ReadyLink Delivery system combines the advantages of the microsources pre-connected

into trains with the use of SourceLink Connectors with the possibility of loading needles at the
medical facility. Source trains supplied can have standard configuration with 10 microsources
pre-connected with source center-to-center distance of 10 mm, variable configuration with seed
trains of 5, 4, and 3 sources pre-connected with source center-to-center distance of 10 mm; and
prescription configuration individually customized and made in accordance with the individual

patient order.

The following procedure is used for loading source trains into implant needles:

1. Using sterile plastic tweezer (supplied) remove the source train from the tray, The
tray has special indentations to facilitate access to the trains with tweezers..

2. In case there is a need to shorten the train length, use a second pair of tweezers to
bend the train in a required place left or right at 90 degree angle, which will result
in train disconnection in the required place.

3. Holding both an implant needle and a source train vertically, place the train into
the needle hub.

4. Holding the source train vertically, carefully and gradually push the train into the
needle hub.

5. When the train is almost completely placed into the needle, use tweezers to push
the train inside the needle light pressure to the top of the train.

6. Use stylet to move the train into the required position within the needle.

QuicKLINK

Innovative QuickLink Delivery System provides an efficient and convenient way to
perform connection of the sources into the trains of the required length with the required distance
(spacing) between the sources (5 mm step) as predetermined by the physician, using SourceLink

Connectors and QuickLink Loader loading device.
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QuickLink Delivery System uses Bard BrachySource sources and SourceLink Connectors

supplied preloaded in individual QuickLink cartridges. Each cartridge contains up to 20 sources
and 20 connectors. For reliable identification each cartridge is marked with the descriptive
component icon and has an identification key for placement into loading device.

Individual cartridges are placed into sterilization bags and are supplied sterile.

ATTENTION! Mapxuposka kaprpumkeii QuickLink:

RETTITA

e Radioactive microsource QuickLink Cartridge
M. 5.5 mm Standard SourceLink Cartridge
=B 5.0 mm Extension SourceLink Cartridge

I (.5 mm Source-to-source SourceLink Cartridge

QuickLink Loader Accessory
Accessory for source loading QuickLink Loader consists of the following main parts and

components (Figure 5):

Figure 5. QuickLink Loader

1. QuickLink Cartridges

Cartridges containing Bard BrachySource sources and SourceLink connectors. Consult cartridge
marking when placing the cartridges into loader carriage.

2. Carriage
The carriage is designed for placement of QuickLink Cartridges. Each cartridge is placed into
individual specific slot in accordance to the key and markings. The carriage may be moved front to
back to align the desired component cartridge with the dispensing indicator, or to allow
compression and ejection of a seed train.

3. QuickRelease Button.

The carriage is equipped with a quick-release button to allow for carriage removal and inspection.
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4. Assembly Base and Ruler

The assembly base is designed to provide a track for the compression of the seeds and SourceLink
Connectors. The ruler provides a means for visually verifying that the desired train configuration is
obtained prior to delivery into the needle.

5. Dispense Button

The dispense button transfers one component from the indicated cartridge at the dispense position
to the assembly track when pressed.

6. Gate Button
The gate button is designed to control the gate at the end of the assembly track which is the base
for compression of SourceLink Connectors and sources. The gate will be closed in normal (up)
position to allow for compression. When depressed, the gate will open and allow the seed train to
be dispensed through the needle adapter.

7. Lead Glass Door Release Button

The shielding door is designed to provide radiation protection for the user while allowing for
visual inspection of the seed train in the assembly track. The door is automatically latched closed,
and may be opened by pressing the door release button on the rear of the assembly base.

8. Compression Slide Handle

The compression slide is designed to deliver the necessary stylet force for compression of the
seeds and the SourceLink Connectors into a source train. The compression slide is factory adjusted
to ensure that the proper compressive force is delivered every time. The compression slide is fitted
with two support doors to minimize buckling of the stylet during compression.

9. Lead Glass Door

The shielding door is designed to provide radiation protection for the user while allowing for

visual inspection of the seed train in the assembly track.

10. Needle Adapters

Stainless steel adapters are provided for the attachment of implant needles to the QuickLink
Delivery System. They are designed in 4 different styles to fit all commercially available implant
needles.

Removable Stylet

The removable stylet is designed to compress the sources and SourceLink Connectors into a source

train and has been equipped with a luer-lock fitting for quick and easy replacement.

Procedure for source train assembly using QuickLink Loader:
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1. Pull on the long end of the protective tab to remove the tab from the bottom of the
QuickLink cartridge prior to use.

2. Insert the cartridges into the carriage. Ensure that the cartridges are fully seated in

the carriage receptacle.

. Retract the compression slide handle to the right until it contacts the rear plate to

seat the slide compression mechanism (if unseated)

4. Attach the implant needle by pushing the needle hub firmly onto the needle adapter.

5. Move the carriage to select which item to dispense by aligning the indicator with the
symbol indicating the desired item.

6. Push the dispense button to dispense and move the selected item into the assembly
track.

7. Repeat steps 4-5 until all items necessary to build the predetermined seed train have
been dispensed.

8. Visually inspect the dispensed components, through the lead glass door prior to
assembly of the seed train. Incorrect components can be removed as necessary by
opening the lead glass door to access the assembly track.

9. Move the carriage to the arrow symbol indicating that the QuickLink Loader is
ready to either compress or dispense a seed train.

10. Move the handle on the releasable slide left towards the carriage to compress the
seed train. Continue motion in this direction until the slide handle releases and
comes to a full stop.

1. Retract the slide to the right until it contacts the rear plate to seat the slide
compression mechanism

12. The assembled source train may be inspected through the lead glass door, and
proper source spacing confirmed using the assembly base ruler.

13. Move the handle on the releasable slide left again towards the carriage while holding
the gate button down in order to dispense the seed train through the needle adapter,

14. Retract the handle of the releasable slide fully to the right.

15. Remove the loaded implant needle by pulling the needle hub away from the needle
adapter.

IMPORTANT! STERILIZATION OF SOURCELINK LOADER, QUICKLINK LOADER AND

QUICKLINK RELAY SYSTEM
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Prior to use these accessories must cleaned and sterilized. Cleaning and disinfection is done

using warm water and isopropyl alcohol, Drying should be done at temperatures below 135°C.,

Sterilization:

1. Sterilization packaging. Use packaging designed for steam sterilization.

2. Sterilization  Conditions. Use gravity autoclave, temperature 135°C. Minimum

sterilization time is 10 minutes. When sterilizing several devices ensure that autoclave is

not overloaded.

ADDITIONAL SAFETY MEASURES

Accidental Damage and Radioactive Contamination:

Bard BrachySource sources are supplied with the radioactive lodine-125 hermetically sealed
inside a titanium capsule. Radioactive Todine-125 cannot escape from the BrachySource under
normal operational circumstances. However, in the unlikely event leakage or contamination is
discovered, the damaged source should be immediately excluded from further use immediately
and the radiation safety officer notified. All sources or equipment which have been in contact
with the damaged source must be checked for contamination and cleaned if necessary. The
surrounding areas must be closed off. Personnel involved must be checked for contamination.
After the damaged source has been transferred to a lockable radiation protection container and
the area has been decontaminated the access to the surrounding areas can be allowed again by

the radiation safety officer.

Loss of the Source

Due to its small size, the microsource can be lost as a result of improper or careless
handling. In such event, the immediate surrounding area must be closed off until the source is

located with the use of dose measuring equipment.
PATIENT INFORMATION

Patient and his immediate relatives must be informed about the type of treatment, the
accompanying risks and the protective measures.

Source Excretion

The patient has to be advised of the possibility that microsource might be execrated in
extremely rare cases. The patient must be instructed on correct handling of the excreted
microsource. The doctor in charge and the hospital have to be informed as soon as possible,
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Direct contact with the source must be avoided. The excreted microsource must be isolated and

localized in a suitable container until the doctor in charge or the hospital arranges for further

steps. During first 6 months following the implantation, the patient should use condoms for

intercourse.

Risk to others from the patient

To keep the radiation exposure of family members and other contacts as low as possible,
extended body contact, i.e. more than 2-3 minutes per day up to 6 months after the implantation
should be avoided. Pregnant women and children under 18 years of age should keep a safety
distance of approximately 2 meters from the patient during this period.

Patient Death

In the event of the death of the patient within 2 years after implantation, the relatives
should consult the doctor in charge or the authorities responsible for radiation protection at the
hospital with respect to the burial modalities. In the event of the death of the patient after this

period, no special safety measures are required.

L ENVIRONMENTAL SPECIFICATIONS (DISPOSAL CONDITIONS).

The Microsources are disposed with a help of special companies, in accordance with the
instructions on the package. It is also necessary to meet the disposal regulatory requirements in

your region,

WARRENTY
In case you find anything unusual relating to the microsources or if you have any other
questions regarding the product, please contact the manufacturer immediately. For all matters

related to the product usage, contact the customer support or contact your local distributor.

Manufacturer

Bard Brachytherapy. Inc. 295 E. Lies RD. Carol Stream, IL 60188, United States

Phone: (800) 977-6733 Fax: 1(888) 383-3839

Regional distributor in Russia:

Limited Liability Company «Bard Rus» («Bard Rusy» LLC)
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Russia, 121596, Moscow, Gorbunov St. Bldg. 2, 5th floor, Office A511

Phone.: +7 (499) 372-5002, FAX: +7 (499) 372-5003

OBLIGATION TO ADVISE OF ANY COMPLICATIONS

Please inform us immediately about any incident occurring in connection with the use of
our products, in particular:

» side effects

» reciprocal influences with other substances or products

» malfunctions

» technical faults

» contraindications

+ adulteration

A * any hazards
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«MUKpPOHCTOUHHKH PajHOAKTHBHOIO H3/JIy4eHHs Ha ocHoBe foaa-125 Bard
BrachySource ¢ cuctemamu gocrasku u 6e3 cHcTeM X0CTaBKH, ¢
NPHHALIEKHOCTAMHY
-

monrice,
[spu J1. J{ony
Crapmmii Bune [pe3unent no

KaueCTBY, PEryJIUPOBAHUAM H MEJHIIUIICKHM BOIpocaM

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




OIIMCAHHUE IMPOJIYKTA

«MMKPOMCTOMHHKH PAJHOAKTHBHOIO H3JTYYeHWsT HA OocHOBe i01a-125 Bard
BrachySource ¢ cucremamu goctaBkm n 6es cucrem AOCTABKH, ¢ HPHHALJICKHOCTAMH»
(nanee mo TEKCTY «MHKPOMCTOUHHKHY).

MHKPOUCTOUHMKH IPOH3BOASTCS B CNEAYIONMX BAPHAHTAX UCTIOMHCHHUS:

L. MuXpoMCTOYHMKH paIMOAKTHBHOTO H3iIyYeHMsT Ha ocHoBe ioga-125 Bard
BrachySource ¢ cucremMaMn 10cTaBKH, BADHAHTBI HCHOJHEHHS:

1. MUKpOHCTOYHMKH PaJHOAKTHBHOIO M3IyYeHHs Ha OCHOBe Hona-125 Bard BrachySource
¢ cucteMoit noctasku SourceLink — SourceLink Delivery System (lodine):

1.1. Mukponcrounukn Bard BrachySource >’ Implant Seed.
1.2, Coennnurenu-cneitcepsl MuKpouctounnkos SourceLink 5.5mm Standard SourceLink
Model #70301
1.3. Coenunurenu-cueifceppl  MUKpoucTounmkos  SourcelLink  0.5mm  Seed-to-Seed
SourceLink Model #70302
; 1.4, Coemunnrenn-cnelicepsl MuKponcrounnkos SourceLink 5.0mm Extension SourceLink
- Model #70303

2. MUKPOHCTOMHMKH PajiMOAKTHBHOTO H3IyYeHns na ocHose fona-125 Bard BrachySource
¢ cucTeMoit moctaBku SourceLink, 3apskeHuble B urisl - Bard BrachySource '° Implants
Preloaded in Needles.

3. MHKpOHCTOUHHKH PaJHOAKTUBHOTO M3NY4eHHs Ha OCHOBE Homa-125 Bard BrachySource
¢ cuctemoit ocraekn ReadyLink — Bard ReadyLink System with BrachySource [-125.

4.  MUKpOMCTOYHHMKH PaJHOAKTHBHOIO W3:Ty4eHUs Ha OCHOBe Hosa-125 Bard BrachySource
¢ cucremoit octaBku QuickLink — Bard QuickLink Cartridges with BrachySource 1-125
Device:

4.1. Mukpoucrounnku B kaprpumkax Bard BrachySource 1-125 Device in QuickLink.

4.2. CoenuuuTenu-cnecepsl MHKPOUCTOUMAKOB B Kaptpukax QuickLink Cartridge 5.5
mm Standard SourceLink

4.3. Coepunutenu-cnetcepbl MHKPOUCTOUHHKOB B KapTpuxkax QuickLink Cartridge 0.5
mm Seed-to-Seed SourceLink

4.4. Cocnnuurenu-creicepsl MHKPOMCTOMHHKOB B KapTpuxax QuickLink Cartridge 5.0
mm Extension SourceLink

Il. MHKpOMCTOMHHMKH pAaIHOAKTHBHOIO H3JAyYeHust Jyuisi OpaxuTepanmm Bard
BrachySource 6e3 cuctem n0cTaBku, BApHAHTLI HCMOJIHEHUS:

. MuxpoucrouHnku poccebinbto - Bard BrachySource 'Implant Seed.
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II1.

2.1.
2.2,
2.3.
2.4.
2.5.
2.6.

4.1
4.2.
4.3.
4.4.
4.5.
4.6.
4.7.

Mukpoucrounnku 8 kaprpumiax Bard BrachySource '*’Implant Seed in Cartridges.

IIpunapiexnocrn:

3arpysounoe ycrpoiicrso QuickLink Loader, 1 wr.

anacuble 4acTH JuIst 3arpy304Horo yerpoiicrsa QuickLink Loader - QuickLink Loader
Spare Part:

Anantepe!l s ura Primary Needle Adapter, e Gomnee 5 .

Ananrepwr juist urn Luer Needle Adapter, we Gosee 5 .

Anantepsr 11 urm Small Hub Needle Adapter, ne Gonee 5 wr.

Apanreps ang urn Primary Needle Adapter, Locked, e Gosee 5 .

Crekya oxomka Shielding Glass, ne 6osee 5 wr.

Crunetsl Stylet, ne 6onee 5 .

3arpy3ounoe yctpoitctso SourceLink Loader Manual Radionuclide Applicator System, |
IIT.

Cucrema 3arpyskd MuUKpoucTouHukoB B uriael QuickLink Relay - QuickLink Relay
System Components:

IIposoauuxn urn Applicator Needle Relay, 1e 6onee 30 wr.

[Iposoanuku urn kmunuposanseie Applicator Relay, Clipped, He Gonee 30 .
[Iposoannky urn BrachyStar Relay, ne 6onee 30 mr.

IpoBoanuky ura xnunuposanusie BrachyStar Relay, Clipped, He Gonee 30 .
IlTaTuee! mpoBoanukos QuickLink Relay Rack, He Gonee S mr.

Crunersr QuickLink Relay Stylet, ne 6onee 30 mur.

3axumer QuickLink Relay Clip, ne 6onee 30 .
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XapakTepHcTHKH MUKPONCTOMIHKOB Bard BrachySource

A
BHyTpeuuan cepauesmna: Turawosas
PeHTIeHOBCKNIT Mapkep 1 agcopbent Hopa-125 obonouka
@ 0,8 Mm
0.5 mm |-. 4.5 mm =I
i‘ - 38mMm e
B

Pucynoxk 1. Cxemarnueckoe ycTpoiicTBO MHKPOUCTOYHHKA— A, 1 ero oTorpadus — b.

MUKpPOHCTOUHHK MPENCTABISIET COOOH 3AKPBITHIA PaJMOAKTHBHBIA HCTOUHUK. Kax bl
MHKpOUCTOYHUK (Pucynok 1) mpenctasisier coOoif repMeTHyecKu 3aBapeHHYIO (¢ NOMOIIBIO
JIa3€PHO# CBAPKHM) TUTAHOBYIO Kamcyy: anuHHa 4,5 MM, muametp 0,8 MM, TomuuHa creHku 0,08
MM. BHYTpH repMeTHYHOM THTAHOBOH KaIICyJIBl, HAXOIUTCS METAIMYeckas TpyOKa-cepaueByHa
— ABJIAIOIIAACH HOCHTENIEM PAaTHOAKTUBHOIO M30TONA U PEHTTEHOBCKMM MapKepoM (IUIHHHA 3,8
MM, Iuamerp 0,5 mm). PagnoaxTuBHBIA H3oTOn HoAa-125 ancop6GupoBaH Ha IOBEPXHOCTH
BHYTPCHHCH METaJIJIMYECKOH CepALICBUHBI MHKPOHCTOYHMKA.

BHyTpenHsisl cepaLeBHHA MHKPOUCTOUHHKA U3TOTABIHBACTCS W3 AJFIOMHHUEBOH TPYOKH,
NOKPBITOH TOHKHM MOBEPXHOCTHBIM CIIOEM HHKENS U MEMH, CITYKAIMM ajJcopOeHToM Hopa-125.
Buyrpn amoMuHHeBOH TpyOKM HaxOMTCS 30J0Tas HUTh, OOECHEUMBAIOMAS OTIMYHYIO
BU3YalM3aLMI0 UMITAHTHPOBAHHOTO MHUKPOHCTOYHHKA ¢ TIOMOLIBIO PEHTTEHOCKONMH H/HITH
KOMIBIOTCPHOH TOMOrPa(HH C MHHUMATBHBIM 3aTCHCHHEM U MCKAXKEHHEM H300paKeHH .

Haxonsiumiics BHYTpH THTaHOBOI KalCy/ibl MHKDOHCTYHHKA PajMOAKTHBHBI W30TO
#oz-125 umeet nepron nonypacnaga 59,6 el u pacnmazaetcs TyTeM 3IEKTPOHHOIO 3aXBaTa C
ucnyckanueM — Oxe  DIEKTPOHOB M XAPAKTEPHCTHYECKOTO  HH3KOIHEPTeTHUYECKOTO
PCHTICHOBCKOrO (OCHOBHBIE SHeprun 27,4 1 31,0 k9B) u ramma nsnydenus (oueprus 35,5 kaB).

OoKe 27IEKTPOHBI MOJIHOCTHIO MOTMOIAKTCS BHEIHEH THTAHOBOH 0G0IOUKO.
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Tepanesthueckoe  meHicTRHe W3NENMA  JOCTMraeTcd  MCKITIOUUTENLHO 3a  Cyer
PEHITCHOBCKOTO W raMMa H3J1y4eHHs, 00/yqalomero TKaHH B HEOCPEICTBCHHON GNH30CTH OT
HMIUIAHTHPOBAHHOTO  MMKDOMCTOYHHKA, M TPUBOJSILETO K THOENH PajHOdyBCTBHTEIBHBIX
KJIETOK ONYXOJIH.

KoHCTpyKIis MUKPOHCTOUHNKA 06€CTIEYMBAET €I0 BBLICOKYHO MEXaHHYECKYIO HPOYHOCTD
H COXPAHCHHUC Cro LUEJOCTHOCTH M TEPMETHYHOCTH B YCIOBUSAX BHEUIHMX BO3NEHCTBUI, KaK npH
HOPMaJIbHON OKCTUTyaTauMu (NPH [EPEeBO3KE M HCIONB30BAHME B KIMHMKAX), TAK ¥ IPH
BO3SHUKHOBCHHH [TOTEHUHANBHBIX SKCTPEMATLHBIX CHTYAIU.

Coeannnrenn-cueiicepsr SourceLink.

Jlns CHMXeHWs BEPOATHOCTH IIOCICONCPAOHHON MHTPAlWH  HMILTAHTHPOBAHHEIX
MHKDOHCTOYHMKOB, B MeToje  OpaXxuTepalluu  HCIOJNB3YIOTCA  JHHEilHblE  cOOpKH
MHUKPOHCTOYHHKOB HJTH CTPOH/IbI. B nanHoH KoHQHrypaluy, HeCKONBKO MUKPOMCTOUHUKOB (OT
2 no 20) coenuHeHB! Mex/1y co00H B JHHEHHYI0, NOMYXECTKYIO cOOPKY ¢ (PUKCHPOBAHHBIM
PAcCTOAHHEM MEX/Y LIEHTPAMH HCTOYHHKOB,

At cospanng  uHeHHOH nomyxecTko COOPKH MHKPOHCTOUHHKOB HMCTIONB3YIOTCS
HHHOBalMOHHAsA cucteMa noctaskd SourceLink Delivery System. Jlannas cuctema nocraBku
HCNONB3YET CHEeLHANbHBIC COeIMHUTENM-CIeHcephl SourcelLink, mO3BONAIOMHNE OCYIIECTBIATH
00paTMoe, NJIOTHO-CKOMb351Iee COeHHEHHE HHANBHYATbHBIX MHKPOUCTOIHHKOB B IMHEHHBIE
COOPKH pas/M4HOM MTHHBI (CTpIHABL). Mcmosnb3oBanne coemvHuTeNnell pasHOM JUIMHEI JadT
BO3MOXHOCTE BLIOOPA H H3MEHEHMS PACCTOSHHAMH MEX/y MHKDOMCTOYHHKAMH B cOOpKe, B
COOTBETCTBHH ¢ TpeOOBaHMAMHU JIEHAIIETO BPa4a W MHMBUAYATFHEIMH AHATOMHUECKHMH
OCOOEHHOCTSAMH MauHenTa. Bo3MOXKHOCTE BBIGOpA HM/WIM M3MEHEHHS PACCTOSHHS MEXIY
MHKPOUCTOYHUKAMU B CTPIHIE SBIAETCH CYLIECTBEHHBIM MHHOBALMOHHBIM MPEHMYILECTBOM,
TIO3BOJIAIOIMM BpayaM 3HAYHMTENILHO ONMTHMMU3MPOBATH JO3UMETPUUECKOE [LUIAHHPOBAHUE IIPH
NPOBEJICHUH OPAXHTEPANHH M 00CCTICUHTL MAKCHMANBHO KOMPOPMHOE 00TyHeHHEe MPOCTATHI, ¢
y4€TOM HHAMBHIYyalbHBIX OCOOGHHOCTEH oOpraHa mamWeHTa. JTO JaeT  BO3MOXHOCTD
MHHUMH3UPOBATE JI030BYIO HAIPY3KY Ha yPETPY M IPAMYIO KHIIKY.

CoenunuTenu-creiiceprl Sourcelink H3TOTaBIUBAIOTCA U3 CHHTETHYECKOrQ
MOHOBOJIOKOHHOI'O OMOPacTBOPUMOTO HOUMEPHOT0 MaTepuana, cocrosuero n3 70% L-makTuia
u 30% D,L-naktana. JlaHueiii GHOpacTBOPHMBIH MaTepHan COXpaHSeT MEXaHUYECKYIO
YCTOHYHMBOCTE B TeueHun 180 sHel mocne MMIUIAHTANMH, oGecneynBas (UKCaIHo
MMILIAHTHPOBAHHBIX MHUKPOUCTOYHHKOB B Ipouecce 00JydeHHs Mopax&HHOH TkaHu. [lonHas

Omojierpafanns Mareprania IpoMCXONHT nocie 18-24 Mecsues.
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Coemnnurenu-cneiiceps! SourceLink nmeror mamerp 0,9 MM u npouwssoustcs B 3-X
Pa3MUHBIX KOH(UTypanusX, obecneuMBaIOINX TPH BAPHAHTA COEIMHEHHS MUKPOHCTOUHHKOB
(Pucynok 2):

1. SourceLink 5.5mm Standard SourceLik Model #70301 — CTAHJAPTHBIA COCIIUHHTEIb-
Crieficep UIMHHA COCMHEHHA MEX(Y TOPLAMH MUKPOMCTOYHHKOB 5,5 MM;

2. SourceLink 0.5mm Seed-to-Seed Sourcel.ik Model #70302 — COEIMHUTEINb-CIICHCEp UL
COCMMHEHUA  MHUKPOHCTOYHUK-K-MHKPOMCTOMHHUKY, [UIMHHA COCAHHCHMS MEXIYy TOpUAMH
MHKPOUCTOYHUKORB 0,5 MM;

3. SourceLink 5.0mm Extension SourceLik Model #70303 - ymiuustonmii coemuuTeH-
cnercep, NIMHA COCTMHEHUS MEK/TY TOPIIAMU 5 MM.

Jlannbie Kondurypatuu no3BoNsOT OCYIECTRIATh COETUHEHN KAK «MHKPOUCTOUHHK-K-
MHKPOHCTOYHHKY», TAK M «MMKPOHCTOUHHK-CHEHCEP-MHKPOMCTOUHHMK» € BO3MOXHOCTBIO
BBIOOPA IMIara pacCTOAHMS MY LEHTPaMH MHUKPOMCTOYHHKOB paBHOMY 5 MM (PucyHok 2,3).

Mexanuueckoe NIOTHO-CKONB3AIMIEE COSMHEHNE MUKPOMCTOUHHKOB ¢ HCHOIB30BAHHEM
coepunuTeNner-cneiicepos SourceLink Mmo3BosseT OCYWECTBAATL COEIMHEHNE H pasheAHHCHHE
MCTOYHUKOB M COEJMHHUTENeH-CNICHCepOR ¢ MOMOMBIO MuHLEeTa, JlaHHAS KOHCTPYKIMOHHAS
BO3MOXHOCTb ~ MO3BOJLIET ~ MEQMIMHCKOMY  TIEPCOHAy  OCYINECTBIATH  COCAMHECHHE
MHKPOHCTOYHHKOB B JIHHEHHYIO cOOPKY HEOOXOMUMOH JUIHHHEI M IOCIEI0BATEILHOCTH, KaK B
PYYHYIO C HCHOJIb30BAHHEM NIMHIETA, TAK U C IOMOIBIO CIENHALHOTO 3aPAMIHOTO YCTPOHCTRA —
npuHajuiexdoctd  SourceLink Loader. B cnyuae Heo0OXOZHMOCTH, MOMKHO OCYIIECTBISTH
H3MCHCHHE PACCTOSAHUS MEXJly MHKPOMCTOYHHAKAMH B COOpPKE HENOCPEACTBEHHO BO BpeMs
NMPOBEJICHUs onepalnu. ITO I103BOTAET ONTUMHU3HPOBATH JO3UMETPHYECKOE IUIAHMPOBAHUE

IpoLe/lypbl OpaXUTEPaIuy B YCIOBHAX PEATHHOIO BPEMEHH.
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5.5mm Standard Sourcelink™
N —0.5mm
( O @ o 10 mm e
0.5mm Seed-to-Seed Sourcelink™ -
————5.0mm | g, ... v, AR
Y Standard Sourcelink* Connector
P sy U 0 ——— Smm ——
5.0mm Extension Sourcelink™ ' '
Seed-to-Seed Sourcelink™ Connector
( % 15 mm |

{ Standard Sourcelink* Connector

Pucynoxk 2. Cxema Jmuelnoii c6opku
coeannuTenen-cneitcepon SourceLink.
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Extension Sourcelink® Connector

MHKPOHCTOYHHKOB C€ HCHOJIL30BAHUEM




«RAP]T»

5.5rmm Standard Sourcelink™

5.5mm Siendard Sourncel ink™

T

5.5mm Standard SourceLink™

T

5.0mm Extension Sourcelink™  5.0mm Extension SourceLink™

Pracyrok 3. I'pauryeckad cxeMa coeZIMHEHUS MUKPORCTOYHUKOB B JINHEHAEIE COOPKH (CTPIHADBI) C HCMOIb30BAHAEM cocauHuTeneii-cnelicepop

SourceLink
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«bAPI»

MHKpPOHCTOYHMKH  PAIHOAKTHBHOTO M3JyYeHHS HA OCHOBE Homa-125 Bard

BrachySource ¢ cucremamu gocraBku

MHUKpOHCTOUHHKH PAIHOAKTHBHOFO0 H3JIy4eHHS HA OCHOBE iona-125 Bard

BrachySource ¢ cucremoii gocraskn SourceLink — SourceLink Delivery System

(Iodine).

CucremMa 10CTaBKM MHKPOMCTOYHHKOR SourceLink Delivery System nocrasisercs B
CJICAYIOWICH KOMILTEKTAIMH:
. Mukponcroannkn  Bard BrachySource '*Implant Seed. Hummsuayaisibie
MUKPOHCTOYHHKM B TpeOyeMom konuuectBe (1o 150 wr.), ¢ Tpebyemoit »>bdeKTHBHO
AKTHUBHOCTBIO B COOTBETCTBHH C KJIacCaMu akTuBHOCTH (Tabsiia 1) nocTap/IsioTes pocchllbio, B
YKYNOpPeHHOM (ulakone (MaTepual M3TOTOBJEHHS — CTEKJIO MM moiukapGomar). Mnakod ¢
MHKDOHCTOYHHKAMH TOMEINACTCA B 3alIMTHBIA KOHTeHHep (MaTepuan M3rOTOBJICHHS —
HEPKABEIOIABEIONIAs  CTallb). 3aIMTHBIA  KOHTEHHEp roMemaercs B MapKHPOBAHHEIH
crepunu3aunouHbii nakeT « TaiiBek» (Tyvec) (MaTeprat H3roTOBIECHUS — NOIMATHIICH BHICOKOH
IUIOTHOCTH).
) Coexunurenn-cneiiceppl  Mukpoucrounnkos  SourceLink  5.5mm  Standard
SourceLink Model #70301. Coeaunurenmu-creiiceps! (1o 80 IIT.) MOCTABIAIOTCS POCCHIIBIO B
MApKHPOBAHHBIX MTOJMITHIICHOBLIX CTEPHIN3ALMOHHBIX l1aKeTax (mo 20 wr. Ha naker).
] Coeanuurenn-creiicepsl  MUKpoHCTOYHUKOB  Sourcelink 0.5mm  Seed-to-Seed
SourceLik Model #70302. Coemunurenn-cueiicepnl (10 50 IIT.) NOCTABIAOTCA POCCHITBIO B
MapKHPOBAHHBIX NOJTHITHICHOBLIX CTEPHIIN3AMOHHLIX TakeTax (1o 5 1T, Ha Iaker).
. Coenunurenu-cueiiceppt  Mukponcroynukos  SourceLink 5.0mm  Extension
SourceLink Model #70303. Coenunurenn-cneiiceps! (lo 50 WT.) NOCTABIAIOTCH POCCHINBIO B
MapKHPOBaHHBIX MOTTHITUIICHOBBIX CTEPHIIH3ALMOHHBIX ITaKeTax (1o 10 miT. Ha naker).

MHKpPOUCTOUHIKYE U COEMHUTENU-CTICHCEPhl TOCTABMMIOTCS CTEPUNBLHBIMH, B JlaHHOH
KOMIUIEKTAlHY, cHctema JioctaBku  Sourcelink Delivery System npemnasHauena st
COCIMHEHHS MHKDOHCTOYHUKOB B JIMHEHHBIE COOPKM (CTPAIHIBI) H OCYLIECTBIEHHS 3apsaKH
HUMIUTAHTAIHOHHBIX UTJT B MEUIIMHCKOM YYPEKACHHU KaK B PYYHYIO, TAK M C HCIIOJIB30BAHAEM

NPUHAJUIC)KHOCTH, 3apsaaHoro yerpoiictea SourceLink Loader.

MuKpoucTOMHHKH pPajHOaKTUBHOTO H3JIyYeHHS HAa ocHoBe fHoxa-125 Bard
BrachySource ¢ cucremoii jocraskn SourceLink, 3apsukennbie B uribl - Bard

BrachySource **Implants Preloaded in Needles.
10
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B naHHOM BapuaHTe HMCHONHEHHS, MHKPOMCTOMHWKH B TpeOyeMOM KOJNHYECTBE U ¢
TpebyemMoii d(QQeKTHBHON aKTUBHOCTBI0 MOCTABIAIOTCS NPOU3BOIUTENEM COCAWHECHHEIMU B
JIAHEHHBIE COOPKM € NOMOLILIO coeuuTeNeH-crielicepos SourceLink W sarpyxennsiMu B
HMIIAHTAUMORHBIE  HIUIbL,  KoNMYecTBO MHKPOMCTOYHHMKOB M IOC/IEN0BATEIBHOCTh KX
COCAMHCHUA B KaXJIOH HINC ONPe/IeNSETCs MHMBUAYAILHBIM 3aka3oM. ML comepxauiue
COCIIMHCHHDBIE MHKPOMCTOYHHKM INOMEINAIOTCA B CTEPHIIM3ALMOHHYEO OnucTep-ynakoBKy
(Matepuan  m3roToBieHMS  lommkapGoar).  Wrmm, colepKale  MHKPOHCTOYHHKH,

NOCTABIAKOTCA CTEPUIILHBIMHY H TOTOBBIMH K WMIIITAaHTalHH,

MHKpPOHCTOYHMKH paj0AKTHBHOTO M3JydMeHHSi na ocHoBe iiona-125 Bard
BrachySource ¢ cucremoii gocrasku ReadyLink — Bard ReadyLink System with
BrachySource 1-125.

B jannoM Bapuante MCIIONHEHWS, MHMKPOMCTOUHHMKH MOCTARJIAOTCA B TpeGyeMoM
KOJIM4ecTBe U ¢ TpeOyeMoH 3((EeKTUBHON AKTHBHOCTHIO, NPEIBAPUTENBHO COCAMHEHHBIE B
JIMHEHHbe COOPKM ¢ HCMONB30BaHHEM COeNMHHTeNel-crelicepoB Sourcelink. KosmuecTso
MHKPOMCTOUHHKOB H MOCJCAOBATEIbHOCTE HX COCAMHEHHS B IMHEHHBIX cO0OpKax OIpejensercs
B COOTBETCTBUH ¢ TPEOOBAHMAMH MEAMIIMHCKOTO yupekK/eHUs Ha OCHOBAHMM WHIHBUIYATBHOTO
3aKaza.

B nocrasisemMeIx JumHeHHBIX cOOpKax, BO3MOXKHBI TPH BapHAHTA IOCIIELOBATEILHOCTH
COETMHEHAS. MUKPOMCTOYHHKOB B KX /101 COOpKe:

Cranpaprubiii Bapuant coenunenns (Standard Configuration) - 10 MEKPOHCTOYHHKOB
COCAMHEHHEBIX B COOPKY C PACCTOAHUEM MEX/LY IEHTPaMH UCTOUHUKOB 10 MM,

Bapuabeannbrii Bapuant coenunenns (Variable Configuration) - auneitisie cGopku 3
3, 4 nH 3 COEAMHENHBIX MHKPOHCTOYHHKOB ¢ PACCTOSIHACM METy HeHTpamit 10 Mm),

Unausuayannsuposanubiii  (penentTypHbIil) BAPHAHT COETHHEHHS (Prescription
Configuration), MHKPOWCTOUHHKH COGAMHEHBl B JIHHEHHBIE cOopku anuuoit g0 80 MM
VCMOTHEHHBIE B COOTBETCTBHU C MHNBU]lyalbHBIM 3aKa30M JUIsl KOHKPETHOTO MalHeHTa.

BapuabeibHbIA W CTAHMAPTHEIH BAPHAHTHI COEIUHEHHS! MOTYT UMETDH OMOJHHTENBHEIE
NMHEHHBbIE COOPKH B PELENTYPHON KOHQHUIYpaIuH JUIA CO3TAHUS CHEHHATBHBIX KOHHTYpanui

3arpy3kKH HII.
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Pucysox 4. Bapuantnl pasMelienuss MUKPOMCTOYHHKOB B NOUIOKKAX JEpKATeNax
ReadyLink (crepa Ha npaBo: cTangaprHas, BaprabenbHas W penenTypHast KOHGHIYpaLun)

Jlunedinpie cOopkn MHKpOMCTOUHHKOB (10 60 COOPOK) MOMEIAIOTCS B MOIHMEPHYIO
NOANOXKKY JepKate/h (MaTepHal mojukapGoHat), 06ecnenBatolylO (PHKCALHMIO 1 COXPAHHOCTE
cOopox mpu TtpaHcmoptupoBke (Pucynox 4). Ilomioxka-jepxkaTelb IOMELACTCS B
METAITHIECKYIO 3ALUMTHYIO KOPOOKYy—KOHTEHHEP (MaTepHal H3rOTOBJICHHA — CIUIaB OJIOBA).
SawuTHBI KOHTEHHEp ¥ OXHOPA3OBBIA NHHIET IS 0OpaleHus co cGopKaMu, MOMEIAIOTCS B
TCPMETHYHYK)  CTCPHJIM3ALMOHHYIO  ONHCTEp  ynakoBKy — (MarepHal  M3roTOBJICHUS
nosjvkapOoHar).

Cucrema noctaBkn Mukpoucrounukos ReadyLink Delivery System, o6bemunser B cebe
IIPEUMYIIECTBA MHUKPOUCTOYHUKOB COECAMHEHHBIX B JIMHEHHBIE COOPKH € HCIOJIB30BAHHEM
coeiMHuTENeH-cielicepoB SourceLink, ¢ BO3MOXHOCTBIO YAOGHOH 3apsi/IKH MMILTAHTALMOHHbIX
W B MEQMLMHCKOM yupexjieHud. [lannas cucrTeMa JOCTaBKH 1MO3BOJSET ONTHMH3HPOBAThL
[IPOBCIICHKE OIEpallMH ¢ YY€TOM HMHIMBHIYaIBHBIX OCOOCHHOCTEH NpoBeJCHUS KaxIoi

IPOUCAYPLI UMILIAHTALIUHM K KOJIHYECTRA onepaunﬁ, MpOBOJIHMBIX B KIIHHHKE.

MHKPOUCTOYHMKH DPAJHOAKTHBHOTO M3JIydeHHH Ha ocHOBe iioma-125 Bard
BrachySource ¢ cuctemoii nocraskn QuickLink — Bard QuickLink Cartridges with
BrachySource I-125 Device

12
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




VHHOBAaUMOHHAs CHCTEMa I0CTaBKH MHKPOMCTOUHUKOB QuickLink npennasnauena s
OCYUICCTBIICHUS COCIMHCHHA MMKPOMCTOMHUKOB B JIMHEHHBIC COOPKH TpeOyeMON IUTMHBI M ¢
TpeOyeMbIM — DACCTOSHHEM MEXAy UCHTPAMH MHKDOHCTOYHMKOB C  MCIIONL3OBAHUEM
COeAHHUTENCH-cTielicepos  Sourcelink, a  rtaike 3apAiKH  MMIUIAHTAIMOHHBIX MO
HETOCPC/ICTRCHHO B MEJIMLMHCKOM YUPEKACHHH, B COOTBETCTBUH C NPEJNHMCAHHEM Bpada,
NPOBOLALIETO mpoLeaypy 6paxurepanuu. JlanHas CHCTEMa J0CTABKH TO3BOISET OCYLECTBISTh
HaHOOJIee UHIMBU/YaNTM3NPOBAHHBI NOAXOM K OCYIIIECTBIEHHIO npoueaypsl Opaxurepanuu ¢
obecieyeHneM MaKCHMATLHOTO Y106CTBA H IPOCTOTHI €0 PealH3alliH.

B nanHoM BaphanTe HCHONHEHHS, MUKDOHCTOMHMKM B TpeBYEMOM KOJHYECTRE H ¢
TpeOyeMoi  3QGhEeKTHBHON aKTHBHOCTBIO, a TaKke COeIMHHUTENH-Ciercepbl  SourceLink
PasIMYHOH  JUTMHHBI, [NOCTAaBISIOTCA 3APSKCHHBIMH B MHAMBHJy&IbHBE  OJHOPA3OBbIE
xaprpumku QuickLink Cartridges (Marepuan usrorosnenns — nomuxapGosar).

Kaxnen kapTpumk cosepkur 10 20 MHKPOMCTOYHHKOB TpebyeMoil 3¢ (eKTHBHOM
aKTHBHOCTH H 210 20 coeunmTeneli — cneiicepos tpeGyemoli amuunbl 1 koHburypanuu. s
HaNeKHOH MACHTHOUKAIMY, KOKIGIH KapTpHipK MapKUpyeTcs W300paxeHHeM COACpIKalllerocs
KOMITOHEHTA, ¥ HH/MBU/1yJIbHBIM HICHTU(DHKALHOHHLIM KITIOYOM.

B mawnom BapuaHTe HCIONHEHHS MUKPOMCTOMHMKH NOCTABIAIOTCA B CIELYHOLEH
KOMITJIEKTAIUH :

. Muxpoucrounnkn B Kaprpwikax Bard BrachySource I-125 Device in
QuickLink Mukpouctounuku B TpeGyemoM o0iweM koyudectse (10 150 MT. Ha KOMITIEKT), ¢
TpeOyeMoit 3 PeKTUBHOM aKTUBHOCTLIO B COOTBETCTBHU ¢ KJIACCAMH AKTHBHOCTH (Tabnuna 1)
noctapniores B Kaprpwjokax  QuickLink.  Jlo 7 MHOMBHOyanbHBIX — KapTpMIKEH ¢
MHKPOHCTOMHUKAMH MOMEIALTCS B MCTAUIMYECKYIO 3AIUTHYIO KOPOOKYy—KOHTeliHep (MaTepuan
M3TOTOBIEHHA — CIUTaB 0JIoBA) C TIEHOUPONMJIEHOBON BkIankoii, Kopobka—konreiinep
MOMEINAETCA B TEPMETHYUHYIO CTEPHITH3AIMOHHYIO OUCTEp YNAKOBKY (MATEPUIT M3TOTOBJICHUS —
nomikapboHar). Ilo TpeboBanmIO 3aKa3umKa BO3MOXKHA TIOCTABKA KAPTPUIKCH YIIaKOBAHHBIX B
HHIMBHyAJILHBIC  CTEPUITH3ALMOHHBIC TIAKETbl (MaTEpUal M3COTOBJICHUA —IIOJIMITHIIEH).
Kak/(p1if KapTpHK B CTEPHIIM3ALIHOKHOM TIaKeTe MOMEIIEHHBIX B HHAHBHAYATbHbI 3AUUTHbIH
CTAJIILHON neHal.

. Coepunnre/m-cneficepsl MHKpPOHCTOMHHKOB B KapTpumkax QuickLink
Cartridge 5.5mm Standard SourceLink. Coenunurenn—cneiicepsr (o6mee KoauuecTso 10 80
IIT. HA KOMIUIEKT) IOCTABSIOTCA B KAPTPHITKAX /10 20 coeIHHUTENEH CrieiicepoB Ha KapTPHITK.
Kaxnblif kapTpuimox MOMeINaeTCst B MHAMBUAYATLHBIA CTEPHIH3ALMOHHBIH NakeT «TaiBeky

(Tyvec). Matepuan H3roToBJIeHHS: TIOIUITHICH BHICOKOM TIOTHOCTH.
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. Coennnuremm-cieiicepbl MHKDPOMCTOYHHKOB B kaprpumkax  QuickLink
Cartridge 0.5mm Seed-to-Seed SourceLink. Coenuuurenu—cnencepsr (061ee KoIHYecTBO 10
80 wWT. Ha KOMIUIGKT) MOCTABIAIOTCH B KApTpULKax mo 20 COeIMHUTENIeH—CIielicepoB  Ha
KapTpu/uK. Kaxnaplii KapTpuK MOMEIIAeTCS B MH/MBHAYaNbHBIN CTEPUIH3ANMOHHBIA TMAKeT

; «TaitBex» (Tyvec). Marepyan H3rOTOBNEHUS: NIOTHITHIICH BHICOKOH ILTOTHOCTH.

| Coennnurenu-cneiicepsl MHKpPOMCTOMHHKOB B Kaprpuikax QuickLink
Cartridge 5.0mm Extension SourceLink. Coemunurtenu—cneiicepsr (o6mee Komuuectso 10 80
IIT, H3 KOMIIIEKT) NOCTABIAIOTCS B KAPTPUITKAX JI0 20 coeqUHATENeH~CrielicepoB Ha KapTPHIK.
Kaxmplii kapTpux momelnaercs B WHIMBHAYANbHBIH CTEPHIH3ALMOMHBIA nakeT «Taiisex»
(Tyvec). Matepuan u3roToBI€HHS: TONHITHIICH BHICOKOH ILIOTHOCTH.

Jlna  coennMHEHHS MHKPOMCTOYHHKOB H coenuHUTENneH-cneficepo  SourceLink B
kaprpumpkax QuickLink B yMHefnble cOOpKM, HCIOAB3YETCS NPHHAUIEXHOCT - 3aTPY304HOE
yerporctBo  QuickLink  Loader, nospossmioume  oCymECTBNISTH  NMOCTEHOBATEINILHOE
JUCTIEHCHPOBAHHE  HMHAMBHUAYANbHBIX KOMIOHEHTOB KapTpH/XKEH  yCTAHABAMBACMBLIX B
3arpy304HOe YCTPOUCTBO, COC/IMHEHNE MUKPOMCTOUHHKOB U COCIMHUTEINEH-CIIEHCEpOB B COOpKH

- ¢ TpebyeMOH JUTMHHOR | TIOCITE/(0BATEIBHOCTHIO MAKPOMCTOYHHKOR, 4 TAKKE 3apAaKy c60poK B
HMIUIAHTALMOHHBIC HITIBI, KAK HalpsAMYIO, TaK M C MCIIOJB30BAHHEM MPHHAUICKHOCTH IS

MepeHoca cO0POK MHUKPOUCTOYHHKOB — cucteMbl QuickLink Relay.

MHKPOMCTOYHMKE  PaJNOAKTHBHOIO WIyYeHHMA ias  Opaxurepanum Bard

BrachySource 6e3 cuctem gocraskn

MuxkpoucTounnkn pocebinblo - Bard BrachySource 'STmplant Seed.

Ilo TpeboBanni0 3aKa3uMka HHIUBHAYANBHBIC MHKPOMCTOYHHUKH B  TpebyeMoM
komuuectBe (0 150 mrt.), ¢ Tpebyemoit 3hdeKTHBHOK AKTHBHOCTBIO B COOTBETCTBHH C
KmaccamMy aktHBHOCTH (Tabmuua 1) [OCTaBASIOTCA POCCHINBIO, B YKYyNOPEHHOM (MIAKOHE
(MaTepHall W3rOTOBJEHHS — CTEKIO WM HOMHKapOoHAT). MIAKOH ¢ MMKPOMCTOYHHKAMH
TIOMEIAETCS B 3AUIMTHBIH KOHTEHHED (MaTepran H3rOTOBIECHUS — HEP)KABCIOINABCIONIAS CTAND).
3amTHBIH KOHTEHHEp NOMEIAeTcss B MAPKMPOBAHHBIN CTEPHIH3ALMOHHBIN naker «TaiiBeK»
(Tyvec) (marepuial M3TOTOBJICHMS — [OMMITHJIEH BBICOKOH IUIOTHOCTH) B JaHHOi
KOMIUICKTallWH, HCTOYHHKH NPEIHA3HAYEHBl 711 3apSIKH HMMIUTAHTAUHOHHBIX KapTpHIKEH
WM MMIUTAHTALMOHHBIX ~ MIJ1  HENOCPEJCTBEHHO B  MEIMIMHCKOM  YYPEXKICHHH.

MHKpOI/ICTO‘{HI/IKI/I NOCTaBJIAIOTCA CTCPHUIBHBIMH,
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Mukponcrounuxu B kaprpumkax Bard BrachySource SImplant Seed in

Cartridges.
B IaHHOM BapuaHTe MCHOIHENHS, MUKPOUCTOUHHUKH TOCTABIAIOTCS, B TPeOyeMOM
KOJIHYECTBE M ¢ TPeOyeMoHl dPQEKTHBHON AKTHBHOCTBIO, 3apSIKEHHBIMU B 3aLMTHBIX
- KapTpupKax (Marepuain U3rOTOBICHHs HEPXKABEIOLAS CTAIb — noaukapboHar) no 15 miu
20 mTyK B KapTpHIDKE. MUKPOUCTOUHUKH B KapTpUIKax MOCTABIAIOTCS CTEPHIILHBIMH, B
CTAIbHOM  3alUMTHOM  KOHTEeHHepe.  3alUMTHBEA  KOHTeMHep mHoMmewaercs B
CTepuu3aunoHHbI nakeT «TaiiBex» (Tyvec). Marepuan M3roTOBIeHHS — MONMATHIICH
BHICOKOH  IUIOTHOCTH). MHUKpPONCTOUHNKM B KapTpHMAXKAX NPeIHA3HAYAKTCS IUIS
IIPOBCACHUA  MMIUIAHTALMM C  MCMOJB30BAaHUEM MMILUIAHTAllMOHHOTO — YCTPOHCTBA,

NOCTaBJISIFOIUMCA OTACIBHO APYTUMHU HPOU3BOAUTEIISIMU.

CIHHEIN®UKAIINA 1 TEXHUUECKUE XAPAKTEPUCTUKH

IDOOEKTHBHASA AKTUBHOCTb

MHKpPOMCTOYHUKH, BO BCEX BAPHAHTAX H MCIOJIHEHHSX, MOCTABIAIOTCS ¢ 3((eKTUBHO
(BHemHel) aktueHOCTHIO OT 0,188 10 0,955 MKH B COOTBETCTBHH ¢ KjaccamH AKTUBHOCTH,
npusea&HHEIMU B Tabiune 1. Beibop akTHBHOCTH MHKPOMCTOUHHMKOB JOJDKEH ObITH CHENAH HO

YCMOTPEHUIO Bpaya,
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Tabmuua 1. Knacchr akTHBHOCTH MUKPOMCTOMHAKOR

Homep kiacca AxtuBHOCTb 3ddexkTunnas, MKu

0,188

0,205

0,220

0,240

0,260

0,283

0,305

0,330

0,360

0,393

0,425

0,460

0,498

0,543

0,585

0,638

0,690

0,748

0,813

0,883

bt e it =N B sl vt e e P SIS RS T N L EN [ [ )

0,955

PupMa U3rOTOBHTENb NPOBOJINT CEPTH(UKAUMOHHBIH ananu3 2 QeKkTHBHON aKTHBHOCTH
BCEX MOCTABJIAEMBIX HCTOYHHUKOB B paMKax KBaTM(HKALHOHHBIX HCTIbITaHui, Kitace akTUBHOCTH
MHKPDOMCTOYHHUKOB yKasblBaercs B CepTudukare, npunaraeMoM ¢ KaxIoH IOCTABKOWH
AKTHBHOCTH ~ MHKPOHCTOYHHKA HA4  JIaTy [PUMEHEHHS  COOTBETCTBYET  3HAUCHHSM,

pacCcYHTBHIBAEMBIM TI0 opmy.ie:

A=A0*exp(-In2*t/T(1/2))

rae AD — akTHBHOCTR Ha JaTy KanuOpOBKH IIPOU3BOJMTENS, { - BPeMS B JHAX MEKIY
natol kannOpoBKH m pacuéTHo#t matoit, T(1/2) - neproa nonypacnaza #ona-125 B auax (59,6
CyTOK), In2 ~ 0,693

IheKTHBHYIO AKTHBHOCTH MHKPOHCTOUHHKOB Ha JIATY TPUMEHEHHS MOKHO PACCUHTATE

1pu nomoun Tabaunel 2.
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Tabanua 2. Pacuer pacniana ioja-125 ast onpenenenus 3QPEKTHBHOM aKTHBHOCTH

MHKPOHCTOYHHUKOB (Tlepuo nomypacraa 59,6 nnei)

Juu PaxTop pacnazga Jlau @axTop pacnaja
-5 1,060 12 0,869
-4 1,048 13 0,859
: -3 1,036 14 0,849
- -2 1,024 15 0,839
-1 1,012 16 0,830
0 1,000 17 0,820
1 0,988 18 0,811
2 0,977 19 0,801
3 0,966 20 0,792
4 0,954 21 0,783
5 0,943 28 0,721
6 0,932 35 0,665
7 0,922 42 0,613
8 0,911 49 0,565
9 0,900 56 0,520
10 0,890 63 0,480
11 0,880 70 0,442
-

I'EOMETPHYECKHE XAPAKTEPHCTHKH MHKPOUCTOYHUKOB

MHKPOUCTOUHUKH HMEIOT HITHHAPHYECKYEO OPMY H HMEIOT CEAYIONIHE Pa3Mephl:

JnnHa:

Bueumnuii anameTp:

Tommuna cTeHKH MaTepyuana Karncy.Ibl:

HO3UMETPHYECKHE XAPAKTEPHCTHKY MUKPOUCTOYHUKOB

4.5 MM.
0,8.MM
0,08 MM

B naHHOM pazjene NpMBeIEHBI NOBUMETPHYECKHE H PATMALMOHHBIC XapaKTEPHCTHKH

MHUKpPOUCTOYHHKOB H€O6XOI1HMLIG A OCYHICCTBIEHHUS NPABUJIBHOTO  OO3HUMCTPHYCCKOIQ

IJIAHUPOBAHKS TIPH NPOBEJICHHU NpoLeayphl OpaxuTepanuu. PacipeneneHue paanalHOHHOTO

NoJIA MUKPOMCTOYHHMKA pACCYMTAHO B COOTBETCTBHM ¢ TpeboaHuamu AAPM TG43 u

HOATBCPXK/AEHO HE3ABUCUMBIMH 3KCIIEPUMEHTAMH.
MounocTs kepmsl B Bozayxe (U) paccunToisaetes 1o Gopmye:

U: 1,270 X A'){l)

rae Asp 3G QeKTHBHAS aKTHBHOCTH HCTOYHHKA B MKH.

OcHOBHbIE AO3HMETPHUCCKHC XAapaKTEePHCTHKH MHKpPOHMCTOYHHUKOB MPEOCTABIICHL] B

Tabnuue 3.
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Jnst annpokcumanuy GyHKUMH g(r) B pacdeTax MOXKHO HCHOIb30BATH ClIENYIOIHE QYHKIIMH :

1) Tlonmnom 3-ro nopsaka (pacctosuue 0,5-7,0 cm). Kosdpduuunentsl nonunoma:

A:1.0347387

B: -14.1558 * 107
C: -455.219 * 10
D: 455.8 * 10

2) Tomunom 5-ro mopsiaka (pacctosuue 0,2-7,0 cm) Koaddummentrl monuHoMa;

A0:0.977972
Al:0.184619
A2:-0.211529
A3:0.057423
A4:-0.007055
A5:0.000332

HaHHpie 10 aHU30TPOITHHE MUKPOHUCTOYHHKOB NpHBeeHb! B Tabmume 4.

Tab.mua 3. OcHoBHbIE NO3MMETPHYCCKHE XaPAKTEPUCTHKH MUKPOHCTOUHHKA

KoHcTanTta MoUHOCTH 10351 (yCTaHOBICHHAS
10 TAaHHBLIM H3MEPEHHS C UCII0JIb30BAHUEM

npuGopa WAFAC (NIST 1999)

0,98 102 I'p uac™'U"!
1,24 10 I'p wac'MKu'!

Ycpeauénnas KOHCTaHTa AHH30TPOIMH

0,94

®axrtop nepecuéra 3 ek THBHON AKTHBHOCTH
B HCTHHHYIO aKTHBHOCTD (AKTHBHOCTE

CONCPIKALLYIOCSA BHYTPH MCTOUHUKA)

1,7

Pagnantuoe pacnupeaeacHHE N03bl B 3aBUCHMOCTH OT PacCTOAHUA OT [ICHTPA MHKPOHCTOYHHUKA!

Paccrosinye oT eHTpa MHKPOUCTOMHHKA, MM

QOyHK1Us paHATEHOTO pacTpeieeH s 103k,

g(r)

0,941

1,003

1,024

W W N

1,033

7,5

1,022
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10

1,000

15

0,937

20

0,856

25

0,772

30

0,691

35

0,612

40

0,540

45

0,475

50

0,415

60

0,314

70

0,236

Tabimna 4. Jlanneie no anusotpornn (Gpynkuus anuzorponuu O (r,0))
MHKPOHCTOUHHKOR

r[mm]/
bt 0

00

50

10°

15°

20°

25°

30°

35°

40°

45° | 50°

0,5

o

0.524

0.668

0.562

0.614

0.688

0.759

0.816

0.862

0.898

0.936 | 0.956

0.423

0.599

0.579

0.635

0.698

0.756

0.808

0.852

0.888

0.916 | 0.943

0.453

0.611

0.617

0.668

0.722

0.777

0.819

0.856

0.891

0.918 | 0.941

0.500

0.637

0.649

0.698

0.750

0.799

0.841

0.873

0.903

0.926 | 0.950

0.564

0.657

0.672

0.715

0.761

0.803

0.838

0.869

0.901

0.925 | 0.941

ARV, R US RN NS

0.607

0.682

0.700

0.741

0.781

0.814

0.845

0.888

0912

0.926 | 0.945

55°

60°

65°

70°

75°

80°

85°

90°

(Dan(r)

(Dan

0.5

0.975

0.988

0.998

0.973

0.988

0.994

0.998

1.000

N/A

0.963

0.982

0.993

1.005

1.012

0.989

0.998

1.000

0.942

0.962

0.980

0.995

1.002

1.012

1.015

0.994

1.000

0.937

0.967

0.985

1.005

1.011

1.012

1.018

1.023

1.000

0.947

0.958

0.973

0.982

0.995

1.002

1.003

1.011

1.000

0.938

~J| WD W R | —

0.969

0.982

0.984

0.998

0.997

1.011

1.005

1.000

0.944

0.941

BHOJOTMYECKASI COBMECTUMOCTD

Knunuueckas B(b(l)eKTHBHOCTb MCAHLHWHCKOTO H3JICIUA obecrieunBaeTCs HUCKITIOYHTEIJIEHO

B3aUMOJIEHCTBUEM HOHH3UPYIOWIETO PEHTTeHOBCKOIO H ramMma H3JTyYCHHA, HCIYCKaeMOTO

MHKPOHCTOYHHKOM, C 6HH3JT€)KaH_IHMPI TKaHAMM, IIPHBOISIMM K rubeiu paaniovyyBCTBHTE/ILHBIX

ONYXOJIEBEIX KJIETOK,
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Kopnyc MHKpoHcTOMHHMKA M3TOTABIMBAeTCS M3 YHCTONO THTAHA mapku Crade 2,
00€CIeYMBAIOLIEr0  XOPOMIYK)  GHOCOBMECTHMOCTS. Coenvnutenn-cneiicepsr  SourcelLink
H3TOTAB/IMBAIOTCS M3 CHHTETHYECKOTO MOHOBOJIOKOHHOTO 6HOPacTBOPUMOTO HONHUMEPHOTO
Marepuana, cocrosmero usz 70% L-naxtuna u 30% D,L-naktuna u COXPaHSAIOT MEXAHHUYECKYIO

- YCTOHYHBOCTL B Teuenun 180 mmeit mocie ummiadTanuu. JIaHHEBI BUJ GHOPACTBOPHUMOrO

MOJTHMEPHOIr0 MaTepuala IMHPOKO HCIOJB3YETCS B MMPOHA3BOJCTBC HUMILTAHTHPYEMBIX U3JICIIHH

MEIMIIHHCKOrO Ha3zHavYeHUs H HMeeT HO,HTBCp)I(I[éHHYIO XOopouryro O1OCOBMECTUMOCTb.

HCTIOJIb30BAHUE 10 COOTBETCTBYIOLIEN JATHI, CPOK rognocTtu

CpoK TOHOCTM MMKPOHCTOUHMKOB OHPENENSETCS HEPHOOM nojlypacnana iopa-125.
ObdekTnBHAS aKTHBHOCT MUKPOUCTOUHHKOB Ha JATY HMIUIAHTAIMH He JOJDKHA OBITh HIKE
nepsoro knacca sppextusnol axtupHoctr (0,188 MKu). Takum obpasom, mpn mocraeke
MHKPOHCTOYHHKOB ¢ d(deKTHBHOH akTuBHOCTHIO 0,955 MKH (21 Kiace aKTHBHOCTH), HX CPOK
TONHOCTH HE [OJDKeH TIPEBBIUATH S5 MEcAleB OT JAaThl KanmuOpoBkM. B ciyuae
HUHIMBHIYANH3HPOBAHHBIX PELENTYPHBIX 3aKa30B, CPOK TFOAHOCTH «HMCIIOJNB30BATH A0 JAThi»
YKa3bIBa€TCs HAa MapKkMpPOBOYHOM  spibike. CpoK TONHOCTH —COeAMHHMTENEH-CcreHcepos

Sourcel.ink He Gonee 6 MecsIEB OT JAAThL IPOM3BOACTBA.
HAHHBIE O ITPOU3BOACTBE

MHKDPOHCTOUHHKY ~ MOCTABSIOTCA  NAPTUAMH ¢ P(PEKTHBHON  AKTHBHOCTBIO
COOTBETCTBYIOUIEH OAHOMY M3 21 KiiaccoB aKkTHBHOCTH. KaxJas MpOHM3BOACTBEHHAS CepUs
HMCCT yHHMKAIbHBI HOMED CepUH, a Kaxaad [0CTaBIsAeMasi NApTHs YHUKAIBHBIA CepTH(HKAT.
MapkupoBOUYHBIC SPIBIKH HAKTEMBAIOTCS HA (MIAKOHBI ¢ MUKPOMCTOUHMKAMM, [EPBUYHYIO
TMOTPEOUTENBCKYIO YNAKOBKY (CTEPUITM3ALMOHHBIA NAKeT MM GIICTEp YIAKOBKY) H 3alUTHYIO
ynakosky. Ha MapkupoBOYHOM sipIIbIKe, HAKNECHHOM HA NEPBHYHYIO yNAKOBKY W 3QIMTHBbIN
KOHTEHHED, yKa3bIBAlOTCA D (eKTHBHAL aKTHBHOCTH MHKPOHCTOUHUMKOB ¥ JaTa KamuGpOBKH.
OddeKTHBHAS aKTHUBHOCTE M JaTa KaTMOPOBKH TAKXKE YKA3bIBAKOTCA HA cepTudukare,

NPUIAraeMOM K KaXJ10H HOoCTaBKe,

PATUAIINOHHAS BE3OIIACHOCTD U 3AILUTA OKPYKAIOIIE CPE/1bI

KiuHuka, B KOTOpO# OCymIecTRIsICTCS NEYEHHE ¢ HCTIONE30BAHHEM MHKPOHCTOUHUKOR,
JOIDKHA  MMETh JIMICH3MIO Ha paboTy ¢ paaMOAaKTHBHBIMH BemlecTBamu (iioa-125) wu

HCTOYHHMKAMH HOHU3UPYIOIETO U3TYUCHUA,
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BHUMAHHUE! Toasko  ksainuuuposanmmii nepcoHas ,  HpomIeAmHi
HE00X0lMMoe  CNeUHANH3HPOBAHHOE O00yMeHHe B COOTBeTCTBHH ¢ TpedoBaHHAMHI
PAaAMAUHOHHO 6€30MaCHOCTH MOKET BBITH OMyINEH K PAGOTe ¢ MHKPOHCTOMHHKAMIL

Ipu pabote u obpameHnu ¢ MEKPOMCTOUHHKAMH HEOGXOMMMO HCIONb3OBATH JTHUHbIC
AO3HMETPBI ¥ CPEe/ICTBA MOHMTOPHHIA YPOBHS paaHaIUH.

Ilpn pabote M XpaHeHHH HeoGXOAMMO COGIIONATH JOJKHBIC METOMBI 3aUTHl OT
pamranui. Mcrnonp3oBatne 3amuThl ¢ TONMIMHON SKBUBAICHTHOMN 0,5 MM CBHHIIA IOCTATOYHO
AL TIPAKTHYECKH II0JIHOTO TIOTNOIEHHS HH3KOIHEPTETHHECKOTO H3NIydeHus iona-125. Ilpu
0OpallleHHH € MHKDPOHCTOUHMKAMH HEoOXOAHUMO NPHAEPKHBATHCS [IPaBWJIa MUHHMH3ALUH
BPCMEHH M MaKCHMHU3ALMH pACCTOSHUS 0T Werounuka. HeoGxomumo wu3Gerats npsmoro
KOHTAKTa ¢ MUKPOMCTOUHMKAMH U HUCMOJIL30BaTh HUHLET Ui PabOThl ¢ HHJMBUIYATLHBIMH
HCTOYHMKAMH M UX JIMHeHHBIMU cOopkamu. HeoOxoamMo usberarh BozMoxnoctu jedopMarin
MHKPOHCTOYHHKOB, HOBPEXKACHHS HX MOBEPXHOCTH, H HEMOCPEICTBEHHOTO KOHTAKTA ¢ OCTPHIMH
H PEXYIIUMH HpE/IMETAMH.

Knunuyeckoe — Mcrmons3oBaHHe — M3Zenus  BO  BCEX  KOMILIEKTALMAX  JOMKHO
COOTBCTCTBOBATL BCEM HHCTPYKIMSIM 110 DKCIITyaTallMH [IPUIOKEHHBIM K JIJAHHOMY M3JEIHIO.

BHUMAHME! Toabko KBaTnpuuHpoOBANHLIH MEPCOHAT MOIYIHBUIHIA Tpedyemoe
CHENHAIMIHPOBAIIHOE 00yueHHe B COOTBETCTBHHM ¢ TpeOOBAHHAMH pPaTHALHOHHOM

0esonacHoCcTH XONycKaeTes K pabore ¢ MHKPOHCTOYHMKAMH,

YIIAKOBKA

MEKpPOHCTOYHHKN PaIMOAKTUBHOTO M3IY4EHHS C IPUHA/UIEKHOCTIAMH YIAKOBHIBAIOTCS B
HHIMBU/yaJIbHYIO 3alUHTHYIO YIOAKOBKY MAapKMpPYyeMYI) B COOTBETCTBHH C COJEPKHMbIM
KOMIIOHEHTAaMH. MHKPOHCTOYHMKH BO ()IaKOHAX, MHKDOMCTOYHHKM B KapTPHIKaxX, HX
THHEHHBIE COOPKH, coeauMHHTENM-crelicepl  Sourcelink, M  MMIUIAHTALMOHHBIE HIIBI
NOCTABJIAIOTCS CTEPHIILHBIMH B NMEPBHYHON NOTpeOHUTe/IbCKOM yrmakoske. [TepBHunas ynakoska
NIOMEIIACTCS  BO BTOPHYHYIO DaJIHALHOHHO3AIMTHYIO YHAaKOBKY. 3allMTHAs YIAKOBKA C
NacIIOPTOM U MHCTPYKIHAM 110 9KCITyaTallid yKJIaAbiBalOTCS B TPAHCIIOPTHYIO yrakoky THHa
A, HMEIOIIYIO aMOPTU3AIHOHHbIE IIPOCIIOIKH M3 KapTOHA H TIEHONOTHYPeTaHa.

[locne monyvenns, BHewHSS W BHYTPEHHAS YHAKOBKH JOJDKHBI OBITH IpPOBEPEHbl Ha
HPCAMET NOBPEKACHUS, NPABUIIBHOR MAPKUPOBKA W KOMILIEKTHOCTH TOCTABKH. 3ampeliaercs
UCIIONIE30BAHNE NIPOAYKTA B CIIy4ae NOBPEKICHUS BHYTPEHHEH YIIaKOBKM. MUKPOMCTOYHHKY B
NEPBHYHOK yaKOBKE LOJDKHBI XPAHHTCH ¢ COQIIIOACHHEM HAUIEXAIMX MEp pajdalldOHHOMN

0€30MaCHOCTH M KOHTPOJISL.
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BHUMAHHE! Iloxanyiicta, y6enqurecs B OTCYTCTBHH NOBPEXKICHUS HEPBHYHOMH
CTepU/ILHOH ynakosku. B cnyqae e€ nospexmenus, ucnoasioranue u3nens 3alpeneHo.

HepBH‘{HaH CTEePHIH3AIMOHHAL YIIAaKOBKa MOXeET OBITE OTKPBITA TOJILKO B CTEPHIBHBIX

YCJIOBHSIX,

MAPKHUPOBKA

MHKPOHCTOYHHKH ~ HOCTABISIOTCS — NAPTHSIMH ¢ >(Q(QEKTHRHOM  AKTHBHOCTBIO
COOTBETCTBYIOMEH OfHOMY M3 21 KaccoB akTHBHOCTH, Kakmas npoM3BOACTBEHHAS cepus
HMECT YHHKATbHBIE HOMED CEPHH, A KaXlas IOCTABIseMast IAPTHS YHHKAIBHBIA CepTH(UKAT.
MapKkupoBoUHbIE APIBIKH HAKICHBAIOTCA Ha (IAKOHBI C MHUKPOHCTOUYHMKAMHE, [ECPBUYHYIO
MOTPEOUTENBCKYIO YIAKOBKY (CTEPUIM3ALMOHHDI NaKeT WM OMucTep YNAKOBKY) H 3AlMTHYIO
YNaKoBKy. Ha MapKHpOBOYHOM SIpJIbiKe, HAKICEHHOM HA MEPBHYHYH) YIAKOBKY M 3alllHTHBIH
KOHTEHHED, YKa3BIBAIOTCS:

- * HaumenoBanue u (MJIH) TOBAPHBIA 3HAK [IPETHPHATUA-U3TOTOBUTENS H €10 azapec;
» HaumenoBanwe n3aenys;
* Hazmuce «OcTopoXHO paiHOakTHBHEIE MaTepraisi Hoa-125y;
* 3Hak paguariMOHHOMN ONACHOCTH;
* Homep cepun u HoMep cepri(ukara napTuy;
¢ Jlata kanuOpoBKH;
*  Komi4ecTBO MUKPOHCTOYHHKOB;,
* AKTHBHOCTL OJJHOTO MHKPOHCTOYHMKA,
¢ OO0uias aKTHBHOCTh MHKPOMCTOMHHKOB B IAPTHH;
JIONOTHUTENBHO Ha APJIBIKE YKA3IBAETCS CIEAyIomas HH(OPMALHST:
* Mupopmanms o crepunuzaimn (raMMa CTEPHIM3AIMA, OJHOPA30BOE HCHOINL3OBAHME,
TMIOBTOPHAS CTEPUITH3AIINS He JIOMYCKAeTCs )
* HMubopmains o cpoKe rOAHOCTH- HCTIONB30BATE A0 IAThI»
o 3uaxu «He wmcnombioBare B COyuae  NOBPEXICHHMS ynakoBku» H  «[lepen

HCITIOJIB30BAaHHUEM HeOGXOILHMO O3HAKOMHTCSH C HHCprKHHGﬁ))

22
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




TPAHCIIOPTUPOBKA 1 XPAHEHUE

TpchnopmpOBKa MHKPOHCTOYHHKOB OCYIIECTBIACTCA BCEMH BHIAMU ‘TpaHcIopra,

KpoMe 0OIIEeCTBEHHOrO.

XpaHeHIde JOJXHO  IIPOU3BOJUTLECA B YCIOBHAX CKIAACKUX H IIPON3BOACTBCHHBIX

-
NOMELLEHHH pu TemMnepatype ot mnoc 5°C 1o mmoc 40°C .
INOKA3AHNA K IPUMEHEHHUIO
MHKPOHCTOYHHKH B CHCTEMBI HX JOCTABKH [Ipe/IHa3HAYeHbI 7151 JIEYEHHs PAHHUX CTafMil
TTOKAIM30BAHHBIX ONYXOJIEH  NpeACTAaTeNbHOM  Kele3bl Ha  METONOM  KOHTAKTHOM
BHYTPHTKAHERBOH TyueBOoH Tepamuu (OpaxuTepanun), OCYILECTBIAEMOH IMYTEM MMIUIAHTALMH
MHKPOMCTOUHIKOB B MNOpaXCHHYr TKadb. [lo pemenHio Jevaliero Bpaua, BO3MOXHO
HCII0/Ib30BAHIE MHUKDOMCTOYHHKOB KaK B KAa4ecTBE OCHOBHOM TEpalMd TaK M B COUYETAHHH ¢
ApPYTHMH BHJIaMH TCPANUH (BHEILIHSS JIy4eBas Tepains, XUMHOTEpAnud U T.11.) .
ITPOTUBOITOKA3ZAHUSI
-

Kak u B ciyuae ¢ n10GbiME IpYrUMH HCTOUHHMKAMH OpaxuTteparniu, MHKPOUCTOUHHKH He
PCKOMEHIYIOTCS U1t IPUMEHCHUA NPH JCYCHHH PaCIPOCTPaHCHHBIX OMyXOJed H onyxolnei ¢
001IEM MIOXUM (H3BA3BACHHOM) COCTOSIHHEM. Coennrerenn-cneiicepsl SourcelLink He JOMKHEL
HCNOJIB30BATLCA B CiTyyasX [ TpebyeTcs TEpMaHEHTHOE COCAMHERHE MUKPOHCTOYHHKOB,

Miukpouctounnku Bard BrachySource He nomyckalores K MCTIOMb30BAHMIO y
OepeMEeHHBIX KCHIIHH, KOPMAIMX MaTepeii i jietell Monoxke 18 et

Muikpoucrounnku Bard BrachySource ne jonyckaores K MCIONb30BaHUIO y MalUeHTOR
C )KM3HCHHO OTIACHBIMH U CEPhE3HBIMU XPOHUYECKHMHU 3a00JIEBAHUAME CEP/ILA, JIETKHX, TTCUCHH
¥ CHCTEMBI CBEPTHIBAHUS KPOBH.

Bo3MOXHOCTE ~ HCHONB30BAaHMSA  M3/IeTUS TPH  JICUCHHH  GONBHBIX ¢ APYrHMH
XPOHHYECKUMH 3a00NICBAHHIMH YCTAHABIIMBACTCA JICHAIIHM BPAyoM B COOTBETCTBUMH  C
YCTaHOBJICHHBIMH MIPABHIIAMH U PEKOMEH JALASIMH.

HMmnnantuposanubie Mukpouctounnku Bard BrachySource He oka3biBaeT BIMSHUS HA
CIIOCOOHOCTD YNPABIIATH TPAHCIIOPTHEIMH CPENICTBAMH M MEXAHH3MAMH.

Muixpoucrounnku Bard BrachySource moryT menonmssoparnest y OOJIBHBIX C TaKHMH
MMIUTAHTUPOBAHHBIMH MEIMIMHCKAMH U3C/UAMH KaK KaplAHOCTHMYJIATOPHI (1efcMelikeph) 1
HCKYCCTBCHHBIC CYCTaBbL. TeM HE MEcHee, BOSMOXHOCTh UCIIONB30BAHMS MEIUIIMHCKOIO M3IeTHs
Yy OOJBHBIX € JIPYTUMH HMILIAHTUPOBAHHBIMH MEIHLMHCKHIME M3/ THAMH YCTAHABJIMBAETCS MO
YCMOTPEHHIO JIEYAIero Bpava.
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IMMOBOYHBIE NEACTBHUS

Tax kax TepanepTHIecKHit 3pdeKT MUKPOUCTOMHHKOB JOCTUIAETCS 33 CYET BO3AEHCTRHS
HOHH3UDYIOMICTO H3JIyYCHUS Ha IIOPAaXEHHbIE TKAHH, BO3MOJKHBI HEraTHBHBIE IOOOUHBIE
SGEKTB CBA3AHHBIC ¢ NOTEHIHANLHBIM  PATHAIHOHHBIM HOBPEXIACHAEM  OJTH3IEKAINX
3/10POBBIX TKAHCH NPW KCIIONIBL30BANMM MUKPOHCTOUHIKOB Bard BrachySource.

Bosmoxnbie HeraTHBHBIC 10004HBIe >((eKTh, HaGmOKAeMble B HEKOTOPBIX CITy4Yasx
TIOCIC MMINIAHTAlMM MHKPOHCTOYHHKOB Ha OCHOBE iioza-125 B mpocTary, MOIyT BKIHOYATh B
ceOd MMITOTEHLHIO M CTPUKTYpPY yperpbl. YacTora 106ounsIX >didekTos KOpPEJNHPYET ¢ TAKUMH
(hakTopamMH Kak BO3pacT MmalueHTa M IPOBEACHHE TPaHC-YPETEPAILHOM PE3CKIHH 10 HIIH TOCTIE
UMIUTAHTAlMH.  OCIIOKHEHHMS TAKKE MOIYT BK/IIOYATH CMMITOMBL YPOIATHH, BKJIKOYAS
YBCIIMYCHUE YACTOTEI, MOBBIUCHHEC HEOOXOUUMOCTH H 3aTPyAHEHUN MPH MOYEHCITYCKAHMH,

IUCTHT, YPETPHT, MOBEPXHOCTHEIH ypeTpabHBIi HEKPO3, reMaTypHIo.

BBIBOP J103bl U UMILIAHTALIUA

BHUMAHHUE! Wmnnanrauus MHKPOHCTOYHHKOB  [J0JKHA OCYIIeCTBJIATLCS
TONbKO KBATH()HUHPOBAHHBIM MCAMIMHCKAM NEPCOHAJIOM, OOYHEHHBIM METONHKe
Opaxurepanuu ¢ HCHIOIb30BaHHEM MHKPOHCTOMHHKOB HA OCHOBe Hoga-125,

HeoOxomumoe ofyvenue W peKoMeHjalun [0 BBUIOJHEHHIO METOAa OpaxHTEepalii
npegocranisorest pupmoit C.R. Bard.

B uenax oGecrieuenns CTaHIapTOB KaYeCTBA IIPH JICYEHUH paKa IPEACTATENLHOM Kele3bl
MeTojoM OpaxuTepanuu, GbLUTM BBIIYINEHB PEKOMEHIALMH EBpOmeHcKol u AmepukaHcKoit
Acconmanmii  TepanesTiueckoit Pajuanuonnolt OHKONOTHH, MEIMIMHCKAS TEXHOIOTHS
«bpaxurepanus 10KaTH30BaHHOTO PaKa IIPENCTATEIBHOM Kele3bl (MEIUIMHCKAs TEXHOJIOTHSA)»,
OCHOBAHHBIC HA MHOI'O/IETHEM KITHHUYECKOM OIIBITE IIPUMEHEHHs] MUKPOMCTOYHHKOB Ha OCHOBE
Hona-125. CebUIKM M PEKOMEHIALMH HE MOTYT SBIATHCS 3aMEHOM I1PAKTHYECKOTo obyuenus
IPOBO/IMMOTO OIBITHBIMU BpayaMH-CHEMAIUCTaAMI.

Ilpu BriGope HeoOXommmoit 06mEN HMIIAHTHPYEMOH AKTHBHOCTH MHKPOUCTOUYHUKOB,
OUCHKH pacupelcenns [1030BbIX TMOJNCH M HMMIIAHTAlMM MHKPOMCTOYHHKOB, HEoGXOIUMO
IPHACPXHBATBLCS CTAHIAPTHBIX peKoMeHaaiui. HeobXomumo yuHTHIBATE 06BeM IIPOCTATHI U
NPEABIIYIIYIO  MCTOPHMIO  pajIMALHOHHOM  Tepanuu  omyXomd. [lpm  go3MMeTpuyecKoM

ITAaHUPOBAaHUH, HCO6XOILI/IMO YYHTBIBATH aHU30TPOITHIO MUKPOHCTOYHHWKOB.
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BHUMAHUE!  JNosumerpuueckoe IVIAHUPOBAHHE  O0JIy4eHMs]  JOJIKHO
OCYWECTBIATHCSA KBATHHIHPOBAHHBIM H JTHIEH3MPOBAHHBIM I1€PCOHAJIOM.

Ans  olecnedenust MakcuUMaibHOH  >(deKTUBHOCTH OpaxuTepanuu, HeoOXOIUMO
00ECTIEUNTh AKKYPATHOE BBEJCHHE KaXKJOI0 MHKPOHCTOYHHMKA B €ro IpeAHA3HAYCHHOE

- nonoxenne B mpocrare. IonoxeHne MHKPOMCTOYHHKA JOKHO MOCTOSHHO HPOBEPATLCH BO
BpEMA NpOLEAYphl MMILTaHTaluH. [IpoBepka MONOXEHHS MHKPOMCTOYHHKOB MOMKET OBITh
OCYIUECTBIICHA C NOMOWBIO YIbTPa3sByka M PEHTTCHOCKOMHH. MHKPONCTOUHHKH 061aqaioT
OTIHIHOH BUAMMOCTBIO ¢ MHUNMAILHOM CTCMEHBI0 HCKAXKCHHS H300paXKeHns u 0bpazopanHus
aptredaxTos,

Brarojaps  cpoelt  KOHCTDYKIMH, MHKPOMCTOUHMKM — OBECHEHHBAIOT — Ge30MacHoe
HCIIONb30BAHHE METONOB MArHHTOPE3OHAHCHOH TOMOTpaduu npu cOGTIONEHHMM CIEYIOMHX
YCIIOBHIH:

ITOCTOAHHOE MATHUTHOE TOJIE

¢ llocTosiHHOE MarnuTHoE 11071e 10 3-x Tecia.
* MakcuManbHEIH NPOCTPAHCTBEHHBINH IPaJHEHT MAarHUTHOTO MOJA He Gonee 720

["aycc/em.

CUCTEMBI TOCTABKH U TPUHAUIE:)KHOCTH

CHCTeMbl I0CTABKM MHKPOMCTOYMHUKOBR € HCIIONB30BAHHEM coeauHHTENCH-ClIeficepoB
SourceLink n o6ecneunBaloT MakcHMaNbHOE Y10GCTBO M IPOCTOTY TIPH TIPOBEACHUH OTIEPAITUH,
Jlo Hawana onepauuu HeoGXOMMMO YOCHUTBCA, YTO  BCe HCIIONL3YeMble HHCTPYMCHTDI
HAXONATCS B COOTBETCTBYIOWIEM pabO4YeM  COCTOSHMHM, M 4YTO BCE KOMIIOHEHTHI
(MHKPOMCTOYHHKH, COC/MHUTENN-CTICHCEPBl M HMITIAHTALHOHHEIC Uriel) yuteHel Tounoe
TIOIOXKCHHE  MUKPOHCTOYHHMKOB  JIO/DKHO — TIPOBEPATHCS  COOTBETCTBYIOLIMMM — METOJAMH,
HAIIPUMED, YIbTPA3BYKOM, KOTOPHIH MOXET OBITh CKOMOMHHPOBAH ¢ pPEeHTreHOCKONHed Hiu
KOMIILKOTEPHOH TOMOrpadueii.

Bce HeoOXommble cuctembl OCTABKHM M NPHHAIIEKHOCTH MOIYT ObITh HOJIy4YEHBl Y

¢upmer C.R. Bard.
SOURCELINK

Jliss  cosmanus  numeiinodf  nomyectkoit COOpPKH  MHKPOMCTOYHMKOB (aHanora
OIJIETEHHBIX HJIH  CTPIH/IMPOBAHHBIX MHKPOMCTOUHHKOB) HCIOJIb3YIOTCS  HHHOBAIlMOHHAS

cucreMa  jocraskd - SourceLink  Delivery System. Coemmmurenu-cneiicepst  SourceLink

25
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




IO3BOJIAION  OCYWIECTBIATH OOPATHMOE IUIOTHO-CKOJB3SINEE COeqUHEHHE HHIMBHTyaJIBHBLIX
MHKPOHCTOYHHKOB B KAaCTOMH3HPOBAHHBIC JHMHEHHbIC COODKM Pa3iMuHON TUIMHBI (cTpaHBI),
Coepuuutenu-creiicepbt Sourcelink M3roTaBIMBAKOTCS M3 CHHTETHYECKOTO MOHOBOJIOKOITHOT'O
bropacTBOpHMOro MonMMepHOro MaTepHana, cocTodmero us 70% L-naktuna u 30% D,L-
TaKTHAA MMEIOLICTO NOATBEPIIEHHYIO XOPOIIYK0 OHOCOBMECTHMOCTh. JIaHHBIC MaTepHas He
ABACTCA  TUTPOCKONUYHBIM, YTO CIOCOOCTBYET NPENOTBPAICHHIO 3aKIMHMBAHUS COOPOK
MHKPOUCTOTHUKOR B MINax. Mcnonk3opanue coeiMHnTenel pa3Holl AIMHBL JaéT BOIMOKHOCTD
BBIOOPA ¥ M3MEHEHHA PACCTOSHHUAMH MEKAY MUKPOHCTOUHHKAMH B cOopKe, B COOTBETCTBUH C
TpeOOBAHHAMH Bpaya M HHAUBHYATHHBIMH AHATOMHYECKHMH OCOBEHHOCTSIMMU TAalyeHTa.
Coenunenne u pasbeAMHEHHE MHMKPOHCTOUHHKOB B JIHHEHHBIC cOOpKH  OCylIeCTBISETCS ¢
MOMOMIBKO  ITMHIETa. BO3MOXHBIE BAapHAHTBI COSJMHEHHS MHKPOMCTOUHMKOB B JIMHEHHbIE
cOopku nmpencraeiensl Ha Pucynke 3. Heo6xoaumo cobmoath OCTOPOIKHOCTE MPH COENUHEHUH
W pa3she/MHCHHM  COOPOK MHKPOHCTOYHMKOB M H30eraTh BO3MOXHOCTH —NOBPEKICHHA
MHUKPOMCTOYHUKOB B ITPOIECCE COCAMHCHHUS HIH Pa3he/IMHEHHS COOPOK.
Meroauka coeMHEHHs MUKPOUCTOYHUKOB B THHEHHBIe CGOPKH:
1. Yaepxusas coennnurens-cneiicep SourceLink 3a LUCHTPAILHYI TBEPAYIO YacTh
13 MOHOBOJIOKOHHOIO Marepuana, IoMeCTHTE MUKPOUCTOYHUKHY M COeTHHUTEIH-
CHeHcepsl B uriy B TpeOyeMolt mocienosaTensuoctd. CoeqMHHTEIb-CIeHCep
5.5mm Standard SourceLink obecneunsaer paccrosHue 10 MM MeXTy 1eHTpaMu
MHKpoucToqHnkoB. CoenmHutens-crieiicep 0.5mm  Seed-to-Seed SourcelLink
00ecreyrBacT pacCTOHHE MEK/Y NEHTPAMH MHKDOMCTOMHHKOB PaBHOE 5 MM.
Coemunntens-cueiicep 5.0mm Extension Sourcelink aaeT AOMOTHHTEIBHOE
PACCTOAHAC MEXIY LEHTPAMH PABHOE 5 MM IIPH MCII0JIL30BAHHN B COUETAHUH C
0.5mm Seed-to-Seed SourceLink uau 5.5mm Standard SourceLink.
2. Hcnonb3ys 2 cTuIeTa OT MMIIAHTAIMOHHON HUIJTBI (10 OTHOMY Ha K& Ibli KOHEL|
UIJIBI) MOCTENIEHHO COMXMHTE CTHJIETBI ¢ YCHJIHEM OKONO | K, Y4TO IMO3BOMUT
COCIMHNTh MHKPOUCTOYHHKH H COCANHHUTENH-CTIEHCEPhI B JMHeHYI0 c6opKy. Bhl
MOYYBCTBYeTe HEOONBIIOE HM3MEHEHHC B CONPOTHBICHHH IPH COGIHHCHHM
KaXII0ro M3 MHKPOHCTOUHHKOB U CoelMnuTeNnei-cneiicepos. ITocse Toro xax Bee
MHKPOHCTOYHMKH ~ COCIHMHEHBI, BBl HOYYBCTBYETEC 3aMCTHOE YyBENMUEHHE
CONMPOTUBJICHH:A. B 5TOM cilyuae Bce MEKPOHCTOMHVKH COEMHEHBI B COOPKY.
3. BrHbTe COOpKY MHMKPOMCTOYHMKOR M coenmHurenen-crelicepos Sourcelink u3
Wbl M BU3YAIbHO NPOMHCIEKTHPYHTE pPAacTOSHHE MEXAY MHKPOHCTO4YHHKAMH.
JInneiinas cbopka ¢ wMcnomp3oBaHuEeM coeIMHUTENICH-crieHcepoB  Sourcelink
roTOBa K UMILTAHTALHH.

26
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Jlin  Gonee ynoGuol paGoTBl MO COETUHCHUIO cOOpPOK M3  MHJUBUIYAILHBIX
MHKPOHCTOUHHKOB M COCHMHHTCICH-CICHCEPOB, TOCTABISEMBIX  POCCHIIBIO, BOIMONKHO
HCHIONE30BaHMe  mprRauiexnocty  Sourcelink  Manual  Loader, kortopas mossonser
OCYILECTBIIATh COEANHEHHE COOPOK M HX 3aTPy3Ky B UTJIbL.

Coennnurenu-cneiiceper SourcelLink cOBMECTHMBI €O BCEMH THIAME HMIUIAaHTalMOHHBIX
I IPUMEHACMBIX B Opaxurepamuu. Coejynutenu-creiicepsl Sourcelink PEKOMEHIYIOTCS K
HCTOJIE30BAHMIO HCKITIOUMTENIBHO ¢ MUKporcTouHKKamn Bard BrachySource. Coenuuunrenu-
criefcepbl cucTeMBl Toctasku Sourcelink mocrasnsrorcs CTCPHIBHBIMA B HMH/HBHIYATLHBIX
I1aKeTax.

Ilpy  nmanmmpopasuu onepaumm  GpaxuTepamun  HEOOXOIUMO YYUTBIBATEL, 4TO
MPOJIOJDKUTENEHBIA  KOHTAKT — COCAMHMTENEH-CIelicepoB ¢ TakuMU  GHOIOTHYCCKUMM
KHAKOCTAMH  KaK  MOYa MM JKeT4b MOTYT IIPMBECTH K (OPMUPOBAHHIO KamHei,
Jononuutenbupie moGouHble >QQEKT acCOUMMPOBAHHBIE ¢ HCHONMb3oBaHHeM Sourcelink

MOI'YT BKJIIOYAaTh MUHHMAaNbLHOE BOCHANIEHUE TKAHEH U BPCMEHHOE MECTHOC pa3JipaKeHHe.

READYLINK

Cucrema noctaku Mukporctounnkos Readylink Delivery System, o6nenunser B cebe
MPCUMYIICCTBA MHKPOMCTOUHHKOR NpPEeABAPTCIbHO COCAMHEHHBIX B JHHeiHble cOOpkn ¢
HCIONIB30BAHHEM  COelHHHTENeH-CrieiicepoB  SourceLink, ¢ BosmommocTeio  3apsaku
VMILIGHTAIHOHHBIX UITT B MC/MIMHCKOM YYPEeXKACHHH.. B 110CTABNAEMBIX JIMHERHBIX cOOpKaX,
BOSMOXHBI CTAH/IAPTHBIC BAPUAHTBL MOCIE/I0BATENLHOCTH COSIMHEHNS MHKPOHCTOYHHKOB (10
MHKPOHCTOYHHKOB COCJINHEHHBIX C MOMOILBIO COCAUNHTENEH-CIIEHCEPOB, ¢ PACCTOSHHEM MEX]Ty
LCHTPAMH HCTOYHHKOB 10 MM), BapuabenbHble BAPHAHTHI COETHMHENNs (JIMHEHHbIC cbopku u3 5,
4 v 3 COeMHEHHBIX MHKPOMCTOUNHMKOB C pacCTOsHHEM MEXKAy UeHTpamMu 10 mwm), H
IIOJIHOCTBIO  MHAMBHIYaIM3UPOBAHHEIC  (PELENITYPHBIC) BAPHAHTHI  I1OCICAOBATETHHOCTH
COC/IMHEHMA, MCIOJIHACMBIC B COOTBETCTBHM C WHAMBH/YaJIbHBIM 3aKa30M /Ul KOHKPETHOIO
[IallUEHTa,

Aast 3arpysku AuHeHHBIX cGOPOK MHKPOMCTOMHHKOB B MMILIAHTALMOHHbIE HIJIbI

HCHOJIB3YETCH CIIeAYIoman NpocTast MCTOAHKA:
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1. Hemoansyst crepuibnblii MIaCTHKOBBIN NHHIET (BXOIHT B KOMILIEKTALHIO
NOCTABKH) BLIHLTE JIHHEHHYI0 cOOpPKY H3 HOAMOKKH-aepxkaTeas. [Mogioxkka

HMEET CIHCHHANBHBbIE BLIEMKH AJ 00/1er'ieHnn AOCTYIIA K CﬁOpKaM HPpH NOMOIIu

MUHIETA.
- 2. Ilpu He06X0AMMOCTH yMEHBIIEHHS IHHbI ¢60pKH, HCHOJIL3YiiTe BTOPOi MUHDeT
Aast w3rubda c6opkm B Heo6X0JMMOM MecTe BJEBO MM BIPABO HA yroa po 90
TPalycoB, 4TO NpPHBEIET K PpasbeIMHEHHI0 COOPKH MHKDPOMCTOYHHKOB B
TpebyeMoM Mecre,
3. YiaepkuBasg MMINIAHTALHOHHYW HUIIAY H JMUHEIHYI0 c00PKY B BepTHKAILIOM
N0JI0KCHUH, NOMECTUTE COOPKY BO BTYJIKY HIVIbL.
4. Yaepxusas auHeiiHyI0 c00PKYy B BepTHKAILHOM HOJIOKEHHH, OCTOPOKHO U
NOCTENEHHO NPOABUIaHTE COOPKY BHYTPb BTYJIKH MIJIbIL.
5. Korna c6opka nours noHocTbI0 nomecTHIACE BO BTYJIKY, HCIO0JIb3yiTe MHHIET
Al NpPOAABIMBAHMH cOOPKH BHYTPH MBI, OKAa3bIBas JerKoe JaB/jeHHe Ha
cbopky cBepxy.
- 6. McnonmsyiiTe cTHIIET 118 NPOABMKENHA cGOPKH Ha TpedyemMyI0 O3UIUI0 BHY TPH
HIJIbL
QUuICKLINK

WMHHOBamoONHas cucTeMa JOCTaBKM MHKpOMCTOuHHKOB QuickLink Delivery System
NpefocTaBIieT S GEKTUBHBIR st OCYILECTBICHUS COEIMHEHNA MHKPORCTOYHHKOR B JIMHeHHbIE
cOopku TPeOyEeMOH JUIHHEI 1 ¢ TpeGyeMbIM PaccTOSHHEM MESK/Ly [[EHTPaMH MHMKPOHCTOUYHHKORB
(war 5 MM) € HMCHONB30BAHHEM COeTMHHMTENeH-crelicepo Sourcelink, a rare 3apsIKH
HMIUIAHTAHOHHBIX UIIT HETMOCPE/ICTBEHHO B MEIHIHHCKOM YUYPEXIAEHHH, B COOTBETCTBHH ¢
PCATIMCAHHEM  Bpada, MPOBOAAILETO Mpoleaypy OpaxuTepandn C 3apsyiHOrO  yCTpoicra
QuickLink Loader. Cucrema mocraksr  QuickLink Delevery  System  wucnonssyer
MHKPOUCTOYHHKH, OHOPACTBOPHUMEIC  crelicepsl  BioSpacer w COEIMHHUTEH-CIIEHCEPHI
SourceLink pasnMuHOA ITHHHBI, KaXkTble 3apsyKCHHbIE B HHIWBHYaJlbHBIE OJHOPA30BBIE
kaptpumkn QuickLink Cartridges. Kasaprit kaprpumk cogepxur mo 20 MHKDOUCTOUHUKOB
Tpebyemoii sdpexTHBHON akTHBHOCTH W 10 20 CoenHuTeNeH — crieiicepon TpedyeMol JUTHHHEI
u  koHQurypaunu, JIng Hapexuo uueHTHOHKAIMH, KaKIbii KapTpHIK MapKHPYyeTCs

H306pa)KCHI/I€M COACPKALIECTOCST KOMITOHEHTA H WHIABHUOYAIIBHBIM I/IJ_'[CHTI/I(I)I/IKEILIHOHHMM
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KTIOYOM Ul yCTAHOBKM B 3arpy304HOe  ycTpOicTBO. MHAMBHAyAIbHBIE KapTpHIKH

[IOMCINAKOTCA B I'¢pMETHUYHBIC CTCPHIIM3aUHOHHbIEE ITAKETHl M TTIOCTABISAOTCS CTCPHUIIBHEIMH.

BHUMAHME! Mapkuposka kaprpumeii QuickLink:

/\' ARIIT
e KapTpuok ¢ Mukpomerodnnkom QuickLink Cartridge
W KapTpiuk co CTaHAApTHBIM 5,5 MM coeiHuTeNIeM-crielicepom SourceLink
=B Kaprpumx ¢ 5,0 MM yUTHHAIOIIHAM coenMHuTENneM-clericepom Sourcelink
X Kaprpumx ¢ 0.5MMm coeuHuTeNneM-crieicepom Sourcel.ink
mm= KapTpuuk co crieficepoM anpoKcuMaTopoM MUKPOHCTOUHUMKA BioSpacer
Ipunaiexnocts cucrema 3arpysku mukpouctounnxos QuickLink Loader cocrout w3
CJICNYIOINX OCHOBHBIX Y3JIOB M KOMIIOHEHTOB (PHCYHOK 5):
-

.

Pueynox 5. Cucrema 3arpysku mukpoucrounnios QuickLink Loader

1. Kaprpumkn QuickLink Cartridges

Kaprpuoku, copepxaniie MUKPOUCTOUHHKE H COEIMHUTEIH-CHICHCEpEL. CMoTpHTE MapKUpOBKY
KapTpHIDKEH MpH yCTAHOBKE B KaPETKY YCTPOMCTRA,
2. Kaperka

Kaperka sarpyzounoro ycrpoiictsa mnpejmasHaueHa XTI yCTaHOBKH kaprpuokeit QuickLink
Catridges. Kaxuplii xapTpuk ycTaHaBnuBaeTcss B VH/IMBHAYAIbHYIO CIELHANH3UPOBAHHYHO
TIO3ALHIO B COOTBETCTBUH € KIIIOYOM M MapKUPOBKOH. [l COBMELLIEHNUS HKeIaeMOro KapTpHpka ¢
NO3MIMEH  NMCHCHCUPOBAHMSA  KOMIIOHCHTA KapTPHIUKEH, MM OCYIUECTBIEHHS  COKATHS
KOMTMOHEHTOB HJIM BBIIPY3KM COOPOK CTHJIETOM, KapeTka IMepeMelaeTcs B NepPeIIuKyIIpHOM K
YCTPOHCTBY Hampapiehuy. [l COE/MHEHUS MHKPOMCTOYHHKOB B COODKH MyTeM CXKaTHA U
BBII'DY3KH COOPOK, 3arpy304HO€ YCTPOHCTBO IEPEMEIAeTCs CIIPaBa HAIERO,

3. Knomka GbIcTporo BicBOGOMICHUS KAPTPHITKEH.
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3arpy3ouHoe YCTpOHCTBO OCHAINEHO KHOIKOM OBICTPOTO BLICBOOOXKICHUS KapTpu/pked  mms
BO3MOMKHOCTH OBICTPOTO HIBATHSA W MHCIIEKIIMH KAPTPHIKCI,

4. OcCHOBaHUE YCTPOHCTBA M JIMHEHKA

OcHoBanue CIIyXKAT B Ka4e€CTBC HallpaBIIAIOMIETO YCTpOﬁCTBa HJIA CKATHUA KOMIIQHECHTOB IIpn uX

COCAMHCHUH B IMHElHHbe cO0pkn. Jlnneika NpefoCTaBIsET BO3MOXKHOCTE BH3YAIBHOM POBEPKH

~ NpaBUJILHOCTH COEJAMHEHUS JIMHERHOI COOPKH MUKPOUCTOUHHKOB.
5. KHonka JuicreHcHpoBanHms
Ilpu HaxaTvH, KHOIKA 06ECIEYNBACT JMCTICHCHPOBAHNE EAHHHYIHOIO KOMITOHEHTA 13 KapTpUIKa
HaxOISIIETOCH B [IO3UIUH AMCIIEHCHPOBaHHS (CM. KapeTKa).
6. KHomka ctBopku
KHxonka npeanasnauena juis OTKPBIBAHKUS HIN 3aKPHIBAHHS CTBOPKM HANPABISIOLIEIO YCTPOMCTBA
W CIy)amleH OCHOBAHMEM NPH CKaTHM MHKPOHCTOUHMKOB M COETHHHTE/EH-CIeiicepoB B
IpoLiecce MX COCHAMHCHHA B JIMHEHHBIC cOOpKU. B HopManbHOM (He HaXaToM) I[10JOKCHHH,
CTBOpKa o0ecrieunBacT MOAREPIKKY JUTA CxaThs. [Ipu HaXaTHH KHOMKH, CTBOpKa OTKPBIBACTCS 1A
BBITPY3KH cOOPKH MHKPOHCTOYHUKOB.
- 7. KHonka BLICBOOOMXIEHHS OKOLIKA

3allMTHOE OKOMKO MNpPENHA3HAYCHO /Ul 3ALIMTHI OT DPAXHALAHN [P BH3YaJbHOM MHCIIEKI[HH
cOOpOK. 3aIMTHOE OKOLIKO HAXOJMTCA B 3aKPBITOM COCTOSIHHHM. KHOMKa HAXOIUTCS Ha o0paTHOMH
CTOpOHE OCHOBAHMS yCTpoHCTRA. [Ipu e€ HakaTUM BRICBOOOKAACTCS CTEKISHHOE OKOIIKO (cM. 9).

8. PykodTka ¢c:kHMaromero ycrpoiicrea

CxHMaromee ycTIpoiicTBa NPe/HA3HAYEHO JUTA 00ECIeUCHHS HeOOXOMUMOM CHJIbI JABJICHAS
CTHJICTA, OCYIICCTBIIIOIICIO CXKATHE U COCAMHEHWE KOMIIOHCHTOB B JIMHEHHYIO cOopky. Cuna
CIKATHsl yCTAHOBJICHA NPOU3BOAHTENEM U 00ECTIEYMBAET MPABUIBHOE H BOCIPOU3BOMMOE YCUITHE,
Cixumarolee yeTpoiCTBO MMECT JIBe BEPIIbI JUTA TPEAOTBPALIEH!S H3rHOa CTHIIETA IIPU CHKATHH

9. CrexIHHOE OKOIIKO

CTeKk/IIHHOE OKOLIKO H3TOTaBIMBACTCS M3 CBHHIOBOTO CTEKJIA 00€cTeqHBaIOILEro 3alHTy OT
PajHallAn M TO3BOTACT — NMPOBOAMTL  BU3YalbHOE — HAOJIOACHHE  JIHHEHHBIX  cOOpOK
MHKPOHCTOYHHKOB B IIPOLECCE UX COCAMHEHHUS.

10. Anantep urn
AJanTep uri NpejHasHaueH JUis IPUCOCAMHEHHS UMILIAITAIMOHILIX HI K cHeTeMe Sourcelink
Loader. Brmyckaercs werbipe tuna agantepa IS COBMECTMMOCTH CO BCEMH  THIIAMH

HMILIaHTAHHOHHBIX W],
Cruner
CoEMHBII CTUMET Npe/IHA3HAYECH JUIA CHKATHA KOMIIOLCHTOR B THHEHHEIC cbopku. s OeicTporo u
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HAJC)KHOI'0 [I0OCOCIHHEHNS cHAOXKeH COC/TMHEHHUCM Hfoapa.

Ilpu coexnneHHn MUKPOMCTOUMHMKOB B JIMHEHBIE cOOpKHM ¢ HemosL30BaAHHEM

3arpy304HOr0  yCTpoiicTBa QuickLink  Loader  mcnoansyercs cJIefyIoman

MoCjIeI0BATENLHOCTE A¢iiCTBHIL:

-
1. OropBHTE 32MTHBII APJIBIK €O AHA KAKIOTO KapTpuiKa.
2. YcraHoBHTE KapTPHIKH B KapeTKy COrJIACHO KJIIYaM H H300paxkeHusaM Ha
KapeTKe.
3. CaBUHbTE PYKOSITKY C:KUMAIOIIET0 YCTPOHCTBA B Kpaiinee npagoe MmoJIOKeHUe /10
CONPHKOCHOBEHHH ¢ 33]HUM OCIHOBAHHEM /I NOCAAKH CKHMAIOIIETO YCTPoiicTBa
(ec/1n OHO MpEABAPUTENBIIO HE HOCAMKEHO).
4. IlpucoenHHHTE HMILIAHTAMOHHYO UIJIy, NPUCOEIUHUB €€ BTYJIKY K aJanTepy HrI,
5. CaBuHBTE KapeTKy MIst BhIGOpA KeJaemMoro KapTpuIska NyTeM COBMELUEHUS
MHIMKATOpa ¢ H300pakenneM BIGPAHHOrO VISl AUCIEHCHPOBAHNS KOMIIOHENTA.
‘. 6. HaxmuTe KHONMKY NMCIIEHCHPOBAHHS JISi BBICBOGOMICHHA KOMIOHEHTa M €ro

NPOJABHXKEHHUS B a3 cOOPKH.,

7. Hosropute onepaumn n. 4-5 I8 JUCHEHCHPOBAHMS BCEX HEOOXOIMMBIX
KOMITOHEHTOB HCIOJIb3YeMBIX B JaH0i copke.

8. IlpoBeaute BM3yalLHYI HHCIEKUHI0O BeeX BbIGPAHHBIX KOMIOHEHTOB qepes
CTEKAAHHOE oKomKO. IIpH Heo0X01MMOCTH KOMNOHEHTHI MOTYT OBLITH YIAJEHBI
IyTeéM BHICBOOOMKICHUS CTERISIHHOTO OKOMIKA /113 JIOCTYNA K Na3y c6OpKH.

9. IlepenBHHBTE KapeTKy B MO3IMIMIO, o0o3HAYeHHYI cTpeakoil. CueTeMa roToBa K
CRATHIO (COEMHCHUIO) KOMIIOHEHTOB B ¢GOPKM HJIH BBITPY3Ke FOTOBOI c6OpKH.

10. CaBuHbTE PyKOSTKY CKHMAIOINETD YCTPOICTRA BJIEBO A1 OCYIIECCTBJICNHSA CHRATHS
H COCAMHEHUS KOMIIOHEHTOB B COOpKy, Wi Aasi e BeIrpysku. Ilpoposrkaiite
CABHraTh BJIEBO 10 0CBODONK/IEHHS PYKOATKH M €€ IOJIHOI yCTAHOBKH.

11. CaBunbTre pyKosiITKY CKHMAIOWEro yeTpoiicTBa B Kpakinee npapoe MoJI0KCHHE,

12. llpoBepbTe NPaBHILHOCTL COCNMHEHHS Hepe3 CTEKIAHHOE OKOMKO, CChLIASICH HA
PAasMeETKY JIHHeHKH,

13. CABHHbTE PYKOATKY CKHMAIOWIEro YCTPOMCTBA BIIEBO OTHOBPEMEHHO HAKHMAN
BHH3 HA KHONKY CTRODKH /st €€ OTKPLITHS B LeJdSX BbICPY3KH cOOpKH
COeTUHEHNBIX MHKPOMCTOMHHKOB Yepe3 afanTep UrJi.

14. CaBuHbTE PYKOSITKY CKHMAIOIIETO YCTPOIiCTBA B KpaiiHee IPaBoe HOJIOXKEHHE,

15. OtcoennnnTe Uy ¢ 3arpysKeHHoii JIuHeinoi cOopkoii oT ananrepa

31
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




BAXKHO! CTEPHIMBAUMA NPUHALAEKHOCTEN SOURCELINK LOADER, QUICKLINK

LOADER U QUICKLINK RELAY SYSTEM

Hepeﬂ HCIIONTB30BAHHEM  JTaHHbIE OPUHAUICKIIOCTH  HAOKHEL  OBITH OYHINECHLI M

IpoCcTepunu3oBanbl. OUHCTKA H Ae3HHBEKUHS IPOBOIUTCA ¢ UCHOIL3OBAHHEM TETLION BOJLI 1

-
nsonponunosoro cnupra. Cymka npu Ttemmneparype ne Boime 135°C. Ilpu npopenenun
NOCITEIYIOMIEH CTEPHITH3AIIAHN

1. Crepunmzanmonnas ynakopka. Mcmons3syercs yrmakoska, NIPCAHA3HAYEHHAS JUISL TAPOBO
CTEPUIIH3AINH,

2. Ycnous  crepunmmsaumn. Mcrionbiyercs TpaBHTALUOHNBIN aBTOKJIAB, TEMIEpaTypa
135°C. Munumansnoe pems 10 munyt. [Ipn CTEPHIIU3ALMH HECKOIBKUX YCTPOMCTB
yOemuTeCh, YTO aBTOKIIAB HE IEpe3arpykKeH.

AOMOJIHUTEJBHBIE MEPBI BE3OIIACHOCTH
- IToBpexcnenne MHKPOUCTOUHHKOB M HANMYHE PATHOAKTHRHOIO 3ArPS3HEHMS.

llpu NpaBuIBHON dKCIUTyaTalMy HCKITIOYAETCS BOIMOKHOCTh YTEUKH DajHOAKTUBHOTO
Homa-125 w3 mukpoucrouHuka. B ciyuae obHapyxeHus PaZnoaKTHBHOTO 3arps3HEHUs TPy
HOBPEHCHHH MUKPOHCTOYHHKOB, HOBPEKICHHBIE MUKPOHCTOYHHUKH HEOOXOJIMMO H3BITH M3
MATCPHANOB  JUIS  NOCJENYIOWIEI0  WCHONB30BAHHSA, ¥ YBEAOMUTH  COOTBETCTBYIOMICE
JAOKHOCTHOC JIMIO, OTBeHaiollee 3a o0ecnedeHHe pajauMalMoHHOH Oe3omacHoCTH. Bee
MHKPOUCTOUHMKH U Ji06oe 000py/l0BaHHE, KOTOPOE KOHTAKTHPOBANIO C HOBPEXKICHHBIMH
MHKPOHCTOYHAKAMY, HEOOXOAMMO [pPOBEPHTh Ha HATMHME 3arPS3HEHMS M, B Ciydae
HEOOXONMMOCTH, TIPOBECTH Je3akTMBaLMio. HeoGXOTuMO 3aKphITH JIOCTYIL B COCC/IHHE
noMemenys. JInua, npusieuennble K paGoTe JOIDKHBI NIPOREPATLCS HA [PEAMET 3arpsA3HEHUs
HozoM-125. Tlocie 1oKaMH3alMy MOBPEKIEHHOTO MUKPOHCTOYHHKA B I€PMETHYHOM 3alHTHOM
KOHTEHHEpE, 3arpi3HCHHAA 30HA JIOMKHA OBITH JE3aKTHBHPOBAHA M IPOBEPEHA IEPCOHANIOM,

OTBCHAKOWMM 3a olecreueHue pagHanHoONHOH Oe3omacHocTH.

[ToTeps MUKPOUCTOUHHKA

M3-3a coero Manoro pasmepa, MMKPOMCTOYHHK MOYXeT HOTEPATLCS B pe3ynbTare
HETIPABHJIPHOTO MM HCAKKypaTHOro oOpaiuenus. B 3ToM criywae, mnoMmeieHwe, rie
NIPOBOTHIIUCH PabOTHI, MOMKHE! GBITH 3aKPBITHI JUIA AOCTYIIA, OKA MHKPOHCTOUHHK He OyaeT

HAHICH TIPU TOMOIH 03HMETPHYECKOr0 060y 10BN,
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HH®OPMALUS IS TALIUEHTOB

Hamment M ero Gmmxaiiuke poACTBEHHHKM NOMKHbL GbITh TIPOMH(YOPMHUPOBAHLL 0
MPOBCACHHOM ~ JICYCHHH  C  HCTIOJb30BAHAEM  DPAIHOAKTHBHBIX MHKPOHCTOYHHKOB,

COMYyTCTBYIOWINX PHCKAX H HEOOXOAUMBIX MEPAX NIPEJOCTOPONKHOCTH.

BrirencHue MHUKDOHUCTOYHUKA U3 Opranu3Ma

TMauuent nomken GbITh IPOHH(OPMUPOBAH O BO3MOKHOCTH TOTO, YTO B 4YPE3BLIYANHO
PEAKHX CIyvasX, MAKPOHCTOYHHK MOMKET BBIBOJAMTLCS W3 OpranmsmMa. llaruenta HeoOGXoIumo
TMPOMHCTPYKTHPOBATE O IPABU/ILHOM 0OPALICHAN C MHKPOUCTOYHHKOM B CITyYae ero BbIBEICHHSA
w3 opranuzma. Jlevawwii Bpay M KIHHMUECKOE YUPeX/ICHUE, TIC MPOBOAMIACH MMILTAHTALAN
JOJDKHBL OBITh CPOYHO NPOMH(GOPMHPOBAHBI O BHIBEJCHUH MUKpoHcTOUHNKa. Heobxoanmo
H30eraTh IpsAMOro KOHTAKTa ¢ MUKPOUCTOYHHKOM. BhiBeIeHHbIIH MHMKDOUCTOUYHHK JI0JKEH OBITh
H30/IHPOBAH W JIOKATN30BaH B MOAXOJUIILIEM KOHTEHHEPE (HAarpuMep B CTCKISHHOH DaHKe) j0
MOy HCHHA IAJIbHCHIINX HHCTPYKUMHA OT CHEHAIMCTOB KITHHUYECKOTO YUpex/ieHHs. B Teuenne
IECTH  MECAUEB, CIEYIOUIMX MOCAEe HMIUIAHTAIMH, NAllHeHT JIODKEH IOJIb30BATHCS

L [Ipe3CpBaTHBAMH.

Puck A1 OKPYKAONIAX CO CTOPOHLL HAITHEHTOR ¢ UMIUTAHTHPOBAHHBIMH MHKPOUCTOYHHKAMHU

AN MakcHMasIbHOTO CHIDKEHHSA BEPOSTHOCTH MOTEHLHANLHOIO BO3JCHCTBAS pazpanuy
Ha "WICHOB CEMbH, NALHCHTY HEOOXOJMMO H30€raTh JUIMTENBHOrO TEeIEeCHOr0 KOHTAKTA U
OTPaHHHBATE KOHTAKT 1O 2-3 MUHYT B JIEHb B TCUCHUE IIEPBLIX 6 MECSLEB TOCNIE MMILIAHTAIHH.
bepeMennrie skeHWMHB! W neTH A0 |8 neT He JOMKHBI NPUGTHKATHCH K NAaLKenTy Ha
PaCcCTOSHHE MEHEE 2 METPOB B TCUEHHE TIEPBBIX 6 MECALER [10CIE OMEPAIUH.

CMepTh manuenTa

B cryuae cmepTn manuenTa B Tedenue ByX neT nocie EMINANTALUY MHKPOHUCTOYHHKOB,
POACTBEHHMKH 0DSI3aHBI IPOKOHCYILTHPOBATHCS C JICHANIMM BPAdOM HIIH OPTaHaMH CaHHTapHO -
SMHACMHOJIONTIECKOTO HAA30PA, OTBETCTBEHHBIMH 33 PAMALIHOHHYIO O€30MaCHOCTE B GONBHUIE
[0 MOBO/y HEOOXOAMMBIX AeHCTBHH PH HOX0POHaX. B c/lyuae cMepTH NalenTa o HCTEUCHHIO

ABYX Nt cobmoacHue 0Co0bIX Mep 6E30ITaCHOCTH He TpebyeTcsi.

TPEBOBAHHUS K OKPYXKAIOIIEN CPEJIE (YCJIOBHSI YTHIU3ALIMH).
MHKpPOMCTOUHMKH mOAJIERAT YTHIM3AIMMU uepes CIeHHalbHble (UPMbI B COOTBETCTBHH C
lIpCATICaHHEM Ha ynaxkoBKe. Tak ke HeoOxomuMo coGmomars ohuIHATbHEIE TpeboBaHus K

YTHITH3aUH B BALICM pPETHOHE.
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TAPAHTUHHBIE OBSI3ATEJIBCTBA
B ciyuae, ecnu Bb1 0GHapyxuTe 4TO-HUOY b HEOOBIYHOE B OTHOLICHUH

MHKPOMCTOYHHUKOB HIIM €CJIH Y BAC €CTh IOOBIE APYTrUe BOIPOCH B OTHOLICHHH
TPONYKTa, NOXKATYHCTA, HEMEUICHHO CBSKHTECH C IPON3BO/MTENeM. 110 BceM Bompocam
- CBA3AHHBIM C HCTIO/Ib30BAHNEM U3AC/IHsA, 00paTHTeCh B CIIY)KOY KIMEHTCKOM HOLIEPKKH

WK CBAXKWUTECH ¢ PErMOHAILHBIM I[I/ICTpId6b}OTOpOM.

OPTAHM3AIUA-TIPOU3BOJUTEIb

bapn bpaxurepanus, Unk. 295 1. Jluc PJI. Kapon Ctpum, Winunoitc 60188, CIIIA
Tenedon: (800) 977-6733 daxkc: (888) 383-3839

PETMOHAJIBHBIM IMCTPUBLIOTOP B POCCHUU:

OfwectBo ¢ orpaHnMyeHHoi orsercrBenHocThI0 «bapx Pyce» (00O «bapn Pyc»),
Pocens, 121596, r. Mockaga, yi. I'op6yHosa, 1.2, atax 5, oduc A511

Ten.: +7 (499) 372-5002, dakc: +7 (499) 372-5003

- OBA3ATEJIbCTBO COOBLIATD O JIIOBbIX OCJOKHEHUAX

[oxanyficta HememneHHo OpouHGOPMUPYHTE Hac 0 JIOGBIX  HECUACTHEBIX
Cllyqasx, NPOM3OLIE/ILINX B CBA3M ¢ HCIOIB30BAHHEM HAIIMX MIPOJAYKTOB, B YACTHOCTH B

OTHOLLCHHH:
¢ Jlobounsbix addexros
* BzaumoAeHCTBHA ¢ APYTUMY BEIIECTBAMH WM HPOIYKTAMU
¢ JIuchyHkumii
¢ Texunveckux npobjem
e IlporuBonokasauuii
¢  QanbCHYULHEPOBAHHBIX IPOAYKTOB
o Jlro0bIx onacHocTel

MEl Takke Xoread Obl YCaelmarek OT Bac Jaro0LIe NpCIIOKCHHUSA B OTHOLLICHHU

YAYYLIEHUS HAIIAX OIPOJYKTOB.
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(THCHEHAS IEYATH: MAPU JKEVH T'OCEH
IF'OCYJAAPCTBEHHBIN HOTAPUYC
HBIO JI/KKEPCH)

(Iloonuce: Mapu [nceiin ocen ) 2/28/14

[ITAMIT: MA3PH JKEVH F'OCEH
F'OCYJAPCTBEHHBIN HOTAPHYC HBIO JXKEPCH
MOH IIOTHOMOMYHSI 3ABEPILHAIOTCS 2 ABI'VCTA 2015TOJIA
(lloonuce: Jaceiivme D, Pobuncon)

HITAMIT: Moxeitme @, Poduncon Cocynapcrennpiii
Hotapuye Oxpyr Mourromepu Mapnnens

Mou Nonnomouns 3asepwarores 15/8/2014

37
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




IIrar Mapunena, Oxpyr MoHTromepu, BepxoBusiii CyJ.
B Odnice Knepka Oxpyxroro Cyna no Oxpyry Moatromepu

A, Noperra U. Haiit, Kiepk Okpyxuoro Cyaa no Oxpyry MouTtromepu, mrara Mapnners, cysia THCEMEHHOTO IIPOH3BOACTBA, HACTONILIHM

ynocroeepsuo, aro JDKEUMC ®. POBMHCOH TONY i NonHOMOYMs/ 6511 HasHadveH ¥ kpanudHIMpoBan B Kauectee 'ocymapersennoro Horapuyca

HayHHag ¢ 24-oro mons 2010 roga.,

B BRI 1€USCTRO HETO, I CTABIMIC CBOIO MOMIHCE Ha JaHHBIH JOKYMEHT H CKPEILIIO ero

neareio OkpysHoro Cyza mo Oxpyry Moatromepn ykasanroro 04 Mapta 2014 roza.

(MMOONUCH: Joperra M. HaiiT)

Jloperra U. Haiir
Knepk Oxpyxnoro Cyma no Okpyry Modrromepu

(THCHEHAJI TIEYATh: OKPYXXHOM CVA
10 OKPYT'Y MOHTTOMEPH)

LIC9 19991203

Ilepesen Iacanoe Cynman Iacanoguy__ g
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I'opoa Mocksa,
JAeBATHAALATOr0 MapTa IBe THICAYH TPHHAIUATOTO FoO/1a.
A, HMeanos Muxan1 Anekceermw, HOTapuyc ropona MockBbl, CBHACTENBCTBYIO

[IOAMHHHOCTE TOATNIMCH, CiAellaHHOH EPEBOTIHKOM ["acanoBeiv C}/HTaHOM ['acanosiuem B
MOEM IPHUCYTCTBHHA, JuynoceTs ero YCTaHOBIJICHA,

BaperHCTpHpoaano B peecTpe 3a HoMepoMm No 72 7454 Q
_ BapIckat. Tapud — 100 py6neit
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