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. GENERAL INFORMATION
The medical device “NEEDLE KITS FOR BONE CEMENT” includes kits and separately

kaged needles of different types for necessary surgical techniques when performing
ebroplasty and biopsy.

The kit also includes wires with depth marks, trocars and stylets for easier biopsy and more
sise injection of the bone cement into the vertebral body. There are square and bevelled end

I dies for vertebroplasty which allow to direct the bone cement in the desired way.

Vertebroplasty needle, gauge 8G, with a side-

hole, a square end, a Luer taper

Vertebroplasty needle, gauge 10G, with a side-

T'} hole, a square end, a Luer taper

Biopsy needle for the Vertebroplasty Needle
Kit, gauge 8G, with a Luer taper

Wire with depth marks
Cannulated trocar
Trocar

Injection needle with a Luer taper
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2. PRESCRIPTION, INDICATIONS FOR USE
Smedical device “Needle kits and separately packaged needles for bone cement” is intended

bone biopsy of the vertebral body, injections ofthe PMMA cement in the vertebral bodies while

rtebroplasty.

DICATIONS.
rtebroplasty Needle Kits and Biopsy Kits are used only for injections of the bone cement

rtecemV+ manufactured by Synthes GmbH, Switzerland (not included in this medical device)
rte vertebral body while vertebroplasty and bone biopsy.
Drne Access Needle is used to provide access to the bone,

| ioj*y Needle is used for bone biopsy.
I» medical device “Needle Kits for Bone Cement" is introduced into the vertebral body or the

pm during surgical interventions along with simultaneous application of the medical imaging
icifes (X-rays, computer tomography, bone scanning),

feoesy Kits are intended for use only with Vertebroplasty Needle Kits.
terroplasty Needle Kits and Biopsy Kits are used only for injections of the bone cement

V+ manufactured by Synthes GmbH, Switzerland (not included in this medical device).
iTe seme cement Vertecem V+ manufactured by Synthes GmbH. Switzerland is a radiopaque
jiKcsabte cement based on polymethylmethacrylate (PMMA) used in case of spine pathologies

ckir to augment the spongy bone tissue. The bone cement belongs to self-polymerizing two-

‘cement systems (powder and liquid components), starting to polymerize at room temperature

‘ecatefy after mixing.
te»ss Needles are used along with Vertebroplasty Needle Kits. Biopsy Needles are used

manufactured by Moller Medical.

1 CONTRAINDICATIONS, SIDE EFFECTS, COMPLICATIONS
ra”iral device can not be used in patients with coagulation disorders or infections, or in

forwhom who vertebroplasty and biopsy are contraindicated,

jfs s MOinformation about side effects.
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jfmation about complications: possible complications are related to incorrect techniques of the

iapplication. If some PMMA is in the vertebral canal, it can lead to a compression of nerve

ictures resulting in a pain syndrome or weakness in the extremities. In this case, a re-surgery

Fcuired in order to remove the excessive cement from the vertebral canal.

ifections of the surgical wound caused by such procedures are rare cases, since the surgical

~ocedures are performed through a small incision, and during polymerization the bone cement

«heated up to 66-YOC

1!ormation about complications; possible complications are related to incorrect techniques

"ne MD application. If some PMMA is in the vertebral canal, it can lead to a compression of
shiictures resulting in a pain syndrome or weakness in the extremities. In this case, a re-

is required in order to remove the excessive cement from the vertebral canal,
tfeojons of the surgical wound caused by such procedures are rare cases, since the surgical

pkce-3yres are performed through a small incision, and during polymerization the bone cement

is“«a&d up to 65-70°C

4. PRECAUTIONS
fc-.cESfoplasty Needle Kit is used in technically complex operations, so the medical specialist

xrfj kriow how to use the kit and other tools.
|%er:e*fopiasty needle (for instance, of gauge 8G, with a side hole, a square end, a Luer taper)
ntroduced into the bone by careful hammer taping. It is necessary to avoid hard hammer
k'i'en in case of a sclerotic or thickened cortical bone. Under certain circumstances, the risk
6 breakdown can develop.
sieBone Access Needle and the Biopsy Needle are used in technically complex
5 the medical specialist should know how to handle the kit, to use access techniques

ifs6rac*eiitfc materials.
luse of LLle Bone Access Needle and the Biopsy Needle can not be guaranteed when used

*an MRI! that involves certain risks, including:

Of dislocation;

sfeis snthe MRI image.
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PREPARATION FOR OPERATION AND OPERATION PROCEDURE
Jethe patient in an inclined position on a lumbar support. The table should be radiolucent in
Aplanes. Through an injection needle with a Luer taper the bone cement is introduced in the

ient's body. Transpedicular (Fig.1) or parapedicular approach (Fig.2) is used to access the

range of vertebroplasty needles of necessary gauge with a bevelled or square end and a
‘"toer provides a choice of procedures. For optimal control of filling of the vertebral cavity
icement, the needles with side and direct holes are used,

of the cement introduction through a side hole (Fig.3);

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



er Medical GmbH
29-31, D-36043 Fulda mPostfach 1737, D-36007 Fulda P

$'2 «1-54195-0 « Fax: +49 (0) 661-94195-850 Nt ollerMedical

i Biopsy method
i

I
bo”hod of approach with a wire with depth marks and the direct approach method described
~ollowing sections are based on a minimally invasive method. In both cases, the access

Cprovided by a combination of the following types: trans- or parapedicular approaches;

of bipedicular approaches.

ijte c»ment introduction with a wire with depth marks (Vertebroplasty Needle Kits) 1,2), a
3ly invasive method with the transpedicular approach:
r/;» X-ray machine is set for a front projection, a precise place for incision is determined
*'uoroscopy. Under control of the C-type X-ray machine, the skin is punctured, A wire with
marks (hereinafter - the wire) is directed through soft tissues until the vertebral body
lunder X-ray control in the front plane). After reaching the bone surface, the wire tip is
aside from the pedicle of arch of the vertebra in the upper third. In case of a thoratic
f/, me wire is placed on the rib transverse process, and in case of a lumbar spine surgery
:onthe edge of the lateral joint surface and transverse process. Then the wire is moved
ftse pedicle projection. Some careful hammer taps are needed to pass the bone surface. If
dievfl're direction can be adjusted, and, under X-ray control, it is moved further in the
i;oecbon. After the tip reaches the pedical medial border, the wire depth is monitored in the
,yt»ecdkm.
‘1 s p»'cvtously introduced to ail levels where the cement introduction is planned. It allows
IS IXne and avoid contamination after changing the X-ray projections. Using the image
save images of the previously introduced wire for each vertebra.
iiEsar~sg the X-ray projection, the wire tip should be positioned at least at the level of the
pcstefior wall; otherwise, it is necessary to change the wire position, returning to the
tpsrecson of the X-ray image. Then the needle is carefully moved further with hammer
the direction, if necessary, in order to reach the vertebral body centre. The wire
ss planned in accordance with the front image, then, a local anesthetic is
8 d. and Nee wire is moved further under X-ray control. The wire has 1 cm marks. It

2sse” frie wire moving progress.

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



er Medical GmbH

bocienstr. 29-31, D-36043 Fulda mPostfach 1737, D-36007 Fulda .
fS  561-94195-0 « Fax: +49 (0) 661-94195-850 /\/\t I (@) I I er M e d |Ca|

pbe»noeSer-medicaUom «Web: www.moeller-medical.com

\W

xiuction of the needle.
eedle of the required gauge with a side hole, and together with a cannulated trocar, is moved

iw the wire by rotational movements. This procedure can be painful, it is necessary to warn
i an«thesiologist about the need for appropriate anesthesia. The final X-ray control takes
ce after the final installation of the needle. The tip of the needle is moved until it reaches the

IETorhalf of the vertebral body. After reaching the final destination, the wire and the cannulated

|Bca:' are removed (Fig.4).

[ \

Fig.4 Fig.5 Fig.6

re introduction of an injection needle with a Luer taper, make sure that the whole bone
‘"as ceen removed from the outer cannula (the vertebroplasty needle ofthe required gauge)
tnccar. The injection needle with a Luer taper is introduced in order to close the front
rdftie otter cannula. The side hole of the injection needle with a Luer taper allows to direct
n CLU desired way. The injection needle with a Luer taper is placed correctly that is

r?*4 3N caning mechanism on the handle (Fig.5). An arrow on the handle indicates the

"oie (F".6). Before operation, make sure that the mark on the injection needle with

taper J+3 tfie arrow on the handle coincide. It opens the side hole for the cement
Tre needle has 1 cm marks, that fact allows to control the needle Introduction. If

far?f 30iJ>ts about the needle position, return to the X-ray image in the front projection.
‘acoroadiforthe cement introduction (Vertebroplasty Needle Kits 3,4. 5), a minimally

raertc the transpedicular approach,;
rnachine is set for a front projection, a precise place for incision is determined
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t
fe:'control of the C-type X-ray machine, the skin is punctured. A needle of the required gauge

pside hole, a Luer taper and a selected tip is directed through soft tissues until the vertebral
Ftcf» surface. Under X-ray control, monitor whether the injection needle with a Luer taper is
>ied correctly. To avoid fingers radiation, use a radiolucent needle holder (separate MD).
rX-ray control, the needle of the required gauge with a side hole, a Luer taper and a selected
j-c-fiafter - the needle) is introduced in the front plane. After reaching the bone surface, the
:® W directed aside from the pedicle of arch of the vertebra in the upper third. Introduce a
ctepth marks previously to all levels where the cement introduction is planned. In case
[¥x3r3ac surgery, the wire is placed on the rib transverse process, and in case of a lumbar
:surgery it is placed on the edge of the lateral joint surface and transverse process. Then
moved along the pedicle projection.
'-oL"h the bone surface, careful pressing combined with rotational movements is
H (careful hammer tapping is acceptable as well). To correct the needle direction, the tip
;¢ desired direction, and it is moved further under X-ray control in the front projection.
itBPODsc-ure can be painful, it is necessary to warn the anesthesiologist about the need for

ariesthesia. The final X-ray control takes place after the final installation of the

y reaches the pedical medial border, the needle depth is monitored in the lateral

Ufxler X-ray control, the needle is previously introduced to all levels where the

bl the bone cement VertecemV+ is planned. It allows to save time and avoid

after changing the X-ray projections. Using the image intensifier, save images of

nftoduced wire for each vertebra. Change the front projection to the lateral one. In

the needle tip should be positioned at least at the level of the vertebral

iisi otherwise, it is necessary to change the needle position, returning to the front
tne X-ray image.

'ZLm for the injection needle with a Luer taper, it is necessary to compress the bone

needle tip. For this purpose, rotate the needle and the trocar by 360 ° (Fig.7). Then,

jte socaf. Itis necessary if the injection needle with a Luer taper is used to introduce the

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



|er Medical GmbH

“Hbbbmbsesil D-36043 Fulda « Postfach 1737, D-36007 Fulda

e 3*1-94195-0 « Fax: +49 (0) 661-94195-850 f~ (0) | |e rMe d ical

j»» # 4 i» tar medicaL.com mWebc www.moeller-medical.corn

Introduction of the injection needle with a Luer taper

Before the introduction of the injection needle with a Luer taper, make
sure that the whole bone tissue has been removed from the outer needle
using the troacar. The vertebroplasty needle with a side hole is
introduced so as to close the front hole of the outer cannula. The
opening side hole allows to direct the cement in the desired way.
Position the injection needle with a Luer taper correctly and monitor by

the opening handle mechanism.

*be biopsy method (Vertebroplasty Needle Kits 6, 7):
B. r>e Biopsy Needle (to the Vertebroplasty Needle Kit) of the required gauge has passed
trie posterior wall, use a trocar with a bevelled tip. This technique is also used for the
ty needles of gauge 8 or 10 from Vertebroplasty Needle Kits 1,2 or 3, but the troacar
3 csevelied tip or a cannulated one are removed as described above: together with the wire
marks. Introduce the biopsy needle and block it on the handle of the vertebroplasty
e cfttie desired gauge, with a side hole, a selected tip and a Luer taper (hereinafter - the
may be used as the outer cannula) (see Fig.8). Move the needle until the final position
««mebral body (Fig.8). At the same time, take the bone tissue with the biopsy needle. Do
TarTte hammer and avoid punctures of the vertebral front wall. Rotate the whole device by
‘«feastonce. Itwill help to expose the biopsy material. Next, connect a syringe (not included
11» LB}, wvth a Luer tip (1-3 ml), with the biopsy needle, and pull back the plunger for biopsy
_iFig.10). Disconnect the biopsy needle with the syringe from the outer needle. Remove the

use a stylet to remove the sampled bone tissue from the biopsy needle (Fig.11).

+ /e
kg “m
\ o, .
iSi's m "\
Mm
. Fig.8 -iFig.9 Fig.10

fe mtroduced through an injection needle with a Luer taper, the force necessary for

with time. Smaller syringes require less force. It is recommended to use 2 ml
10
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nnges first. 1 ml syringes are used when the force applied to a 2 ml syringe becomes
mifficient for the cement introduction. At the end of the introduction it is possible to use a trocar
Ifctfther the cement carefully from the needle. Applying force to the troacar, avoid moving the
ieole further. This method allows to use cement of high viscosity. Viscosity is a key indicator
f safety, and the risk of leakage is reduced with increasing viscosity. After starting the

(troduction, it is recommended to monitor the filling character with X-ray control in the front

Ration.

Removal of the needle.
3ve the needle only after the cement introduction. Close the needle side hole turning the

rer sleeve (Fig.12). It ensures no contact of the cement with the vertebral body. This unique

ure ensures no “spikes” when removing the needle. A similar rotary movement releases the

.and it can be pulled out. The wound is strongly sutured.

Fig. 12
Postsurgical procedures.
After the procedure, the patient is placed on his back for 1 hour to

compress the wound. A hematoma may occur at the puncture
point. After this, mobilization is possible if permitted by the surgeon. The
procedure effect can be assessed immediately as the pain is reduced

below the usual level, and there is only discomfort associated with the

rure.

of a’Rcation of Bone Access Needles
e Access Needle is intended for procedures that require access to the bone, as well as to
e access to wres with depth marks, to obtain bone marrow through aspiration techniques,
10 administer therapeutic materials, including bone cements. Using Bone Access Needle

with other tools and/or therapeutic, study the surgical technique and/or instructions for use

ed by the manufecturers.

11
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6. RULES OF USE AND UTILIZATION
| medical device “Needle Kits for Bone Cement” is intended for use in health care

W kT3. The device should be used at temperature of 15-25°C, at relative humidity of
mulne personnel, using the product, should be well trained in the biopsy techniques, the kit
eirg, techniques providing approach to the vertebrae and methods of the therapeutic
application.
rmedkal device “Needle Kits for Bone Cement” is introduced into the bone during surgical
res along with simultaneous application of the medical imaging facilities (X-rays,
|Oftrography, bone scanning).
cieocal device “Needle Kits for Bone Cement” belongs to class B of the medical waste
The product is intended for single use. Re-use of the device leads to a potential risk
Ibe product is intended for single use only. The product consists of a single-use
#ac should not and can not be re-used, recycled or re-sterilized. They are used for a
*BAC3| procedure. One unit of the product can not be used to treat more than one

M 5na aid of the shelf life the device is utilized in accordance with the applicable national

IMiIKSPATATION AND STORAGE
jlp #Ble00ie Kits for Bone Cement” is transported by all types of covered transport in

current transportation rules at temperature from 0to + 40°C and at humidity

ratertse eviration date on the label. The minimum shelf life is 5 years.

AND LABELING
A Kits
ffecs* iSplaced in the vertebroplasty needle. The kits are packed in an individual
OMeT of Tyvek, 364x210x20 mm. with an envelope of Tyvek (Steriking),
Tmt tfe Sf witti instructions for use is placed in a cardboard box (consumer
233 Mikrovell, 510x255x30 mm). The cardboard box is closed with two

'fsrr-i*jening.

12
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et shouW be placed in the biopsy needle. The stylet and the biopsy needle are placed in
msheath (polyethylene RAU - PE 140 natur). The biopsy kit is packed in a double pack

f film (individual package) of Tyvek (Steriking), 75x320 mm internal, 100x385 mm

s. This package is placed into a consumer package - a cardboard box (Duplex 230
F.L&rovell, 409x90.5x30 mm). The cardboard box is closed with two labels with protection

(xening.

-ocess Needle Kits
sri« should be placed into the vertebroplasty bone access needle. The stylet and the bone
needle are placed in a protective sheath (polyethylene RAU - PE 140 natur). The
tybone access needle is packed in awith cover of Tyvek, 260x85x22 mm. The blister
ions for use is placed in a cardboard box (Duplex 230 g/m”, Mikrovell, 258x82x20

a central hole for easy viewing.

lijieedles 03.702.250S -252S
;should be placed into the biopsy needle. The stylet and the biopsy needle are placed
/e sheath (polyethylene RAU - PE 140 natur). The biopsy needles are packed in a
sc»ver of Tyvek, 290x90 mm. The blister is placed in an envelope of Tyvek (Steriking),
imm (blister and envelope - an individual package). The envelope with instructions for
[*-ac»d in a cardboard box (consumer package of Duplex 230 g/m”, Mikrovell,

mm). The cardboard box is closed with two labels with protection from opening.

weight of the devices in the consumer package is given in the table of technical

sacs.
>n packaging: the medical devices are packed in a corrugated cardboard for

(585x295x310 mm) which protects from external damage and effects, and are

xthe destination.

13
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vidual package. On the cover of Tyvek for blister and the case of Tyvek there are the following
8s “ltem No.”; “MD name”; “Lot No.”; symbols “Use before”; “Sterilized by ethylene oxide”;
inufacturer's name and address”; “Product certification code in the UE”; “Used material”;
mpany-distributor’'s logo”; “Do not re-use”,; “Do not re-sterilize”; “Refer to the instruction”;
lep out of sunlight”; "Keep dry”; text “Contents are sterile until opening”; “Amount of 1 pc”,
ime and address of the manufactuer”; Authorized reprezentative in Russia, Russian
igistration certificate, label version number.

ittie box there is also a label which protects from opening with the text “Warranty is annulled if

isdamaged".
nsportation packaging labeling: “Product certification code in the UE"; “Manufacturer’'s name
laddress”; “Lot No.”; “Production date”; “ltem No.”; symbols “Keep dry"; “Please, refer to

ompanying documents”; "Keep out of sunlight”.

anation of symbols used in the medical device labeling:

Refer to the instruction for
V| Lot number
use
Do not re-use Gl Item number
Sterilized by ethylene oxide Keep out of sunlight
1
Manufacturer Keep dry

p Use before year-month Do not re-sterilize

T
01

Do not use if the package is I I I Product certification code in

damaged the EU

14
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1 ISELIVERY PACKAGE
|-*aedical device “Needle Kits and Separately Packaged Needles for Bone Cement" includes:

KK3xo0 for use -1 pc.

*Efaroplasty Needle Kits, variants:
"crt*roplasty Needle Kit includes;
mof gauge 8 G, with a side hole, a square end, a Luer taper - 2 pcs, cannulated
2 pcs.
-2 pcs.
rjeedle with a Luer taper - 2 pcs.
ufTr depth marks - 2 pcs.
KDlor use - 1 pc.

jlasty Needle Kit includes;
cr gauge 8 G, with a side hole, a square end, a Luer taper - 2 pcs.
dtrocar - 2 pcs.
2 pcs.
oe”le with a Luer taper- 2 pcs.
| aeptti marks - 2 pcs.

or foruse - 1pc.

pcotesty Needle Kit includes;
Fcr gauge 8 G, with a side hole, a bevelled end, a Luer taper - 2 pcs.
r abevelled end - 2 pcs.
‘-eeclte with a Luer taper - 2 pcs.
:CS.

N use-1 pc.
orsasty Needle Kit includes:

Agauge 12 G, with a side hole, a square end. a Luer taper - 2 pcs.
15
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itoldjroplasty Needle Kit includes:
jEscie of gauge 12 G. with a side hole, a bevelled end, a Luertaper-2 pcs.
mcaf »sh a bevelled end - 2 pcs.
Ineedle with a Luer taper - 2 pcs.
*2 pcs.
.atan for use - 1pc.

variants:
*'-lIndudes;

for Vertebroplasty Needle Kit of gauge 8 G, with a Luer taper- 1 pc.

Kxuse-1 pc.

“'r"Tckides:

~Bea& for Vertebroplasty Needle Kit of gauge 10 G, with a Luer taper - 1 pc.

-1 pc.

Heedie Kits, variants:
fd~die Kit includes:
sieecfcewth a square end, gauge 8 G, length 140 mm - 1 pc.
«sSISC;
pp-s&e-1pc.

»*s€£Se Kit includes:

»midl a square end, gauge 11 G, length 100 mm - 1 pc.

16
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[»r
|[fe -1pc.

w5y Needles include:

needle for a needle of gauge 11 G, length 100 mm - 1 pc.
[*s-1 pc.
pcxaon for use - 1 pc.

Needles include:
needle for a needle of gauge 11 G, length 150 mm - 1 pc.
-1 pc.
EXDCHI for use - 1 pc.

tSENERAL TECHNICAL CHARACTERISTICS
trocars, stylet, wires with depth marks, injection needles with a Luer taper are made of

*<ckel austenitic stainless steel of 1.4301 mark in accordance with the standard AISI 304,
:«p”™.*ed corrosion resistance, wear resistance, stability in heat treatment and durability of
The devices are resistant to climatic effect while operation, transportation and

i™.sh: electropolishing.
fneedle handle, stylet and all trocars cover) are made of polybutylene terephthalate

~igf nigh density (Celanex 2401 MT); adhesive (connection of plastic parts with
X the MG 017.
leTwrw for the glued parts resistance to tensile forces: > 450 N

ss-ew connection: low pressure polyethylene;
rsTfiathe for needles: polyethylene RAU - PE 140 natur;
‘'s-sedleswith blue (gauge 8), purple (gauge 11), yellow (gauge 10), orange (gauge 13)

gs.oe 12) handles.
:r ne plastics production:
C% RAL Reichsausschub for Leiferbedingungen6011;

3084, RAL5005;
RAL 3107;
i}
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| r2 D-3.0% RAL yellow-green (gelbgrQn) 6018;
pB~0O-3.0% RAL Design 0606080;

tecr.nical characteristics:

Neess steel Chrome nickel austenitic stainless steel in accordance
with the standard AISI 304
1.4301
7900 kg/m~

hardness 195 HB

bycnness, pm 0.8 pm Ra

baew s part sharpness Not more than 0.025 mm

mlesion resistance High grade of resistance
360 N/mm?2

ical device “Needle Kit for Bone Cement” includes the following types of needles:

Vertebroplasty needle from
Vertebroplasty Needle Kit (Fig.1
Needle of gauge 10 G, with a
square end) a side hole (Fig. 2),
a square (Fig.4)/bevelled (Fig.5)
end, a Luer taper (Fig. 3).

The needle has 1 cm marks.
Used as an outer cannula; an
injection needle with a Luer
taper, ortrocar, or a biopsy
needle is inserted into it.
Provides access to the vertebral
body.
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The arrow on the handle points
to a side hole for the injected

cement direction.

The Luer taper of the needle is
connected with a standard
syringe with a Luer taper, which
is filled with the bone cement, to
be introduced into the vertebral
body.

20
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Trocar, cannulated trocar, trocar
with a bevelled end help to

compress the bone tissue at the
needle tip and remove it from the

outer needle.

An injection needle with a Luer
taper (Fig.1) is used to introduce
the bone cement Vertecem V+.
A side hole (Fig.2) allows to
direct the cement to the desired
way. The injection needle with a
Luer taper is inserted in a needle
of the required gauge from
Vertebroplasty Needle Kit (used
as an outer cannula). The arrow
on the needle handle points the
side hole direction (Fig.4). The
Luer taper (Fig.3) is connected
with a syringe with a Luer taper
for introduction of the bone
cement. Fig.3 shows an inner
sleeve. If turn the sleeve
counterclockwise, the side hole
of the outer cannula used for the

cement flow closes.

21
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A stylet is used to remove the
sampled bone tissue from the

biopsy needle.

22



r Medical GmbH

iar. 25-31 Mnaf"in iravikii) 1757,0-36007 Fulda
(0661-54195-: -l ~*5:7. 661-94195-850
bemoeltef-neiatca<= Watr ii«»x)efer-medical .conn

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

A wire with depth marks. Limits
the depth of the vertebroplasty or
biopsy needle injection. Has 1

cm marks.

A biopsy needle for
Vertebroplasty Needle Kit, with a
Luer taper. Used for the bone
biopsy. Inserted in the
vertebroplasty needle. The Luer
taper is connected with a Luer
taper of a standard syringe.

Bone access needle with a
square/ bevelled end.

Used to provide access to the
bone, to obtain the bone marrow
through aspiration techniques
and to untroduce therapeutic
materials including bone
cements. Has 1 cm marks. An
injection needle with a Luer taper
inserts into the bone access
needle with a square/ bevelled

end.
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Biopsy needle for needles of
gauge 8 G and 11 G. Used to
remove the bone samples

together with the bone access

neddle.

24
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Table 2. Technical characteristics of needle kits and separately packaged needles.(characteristics can be provided in shortened form)

No. Item/Device name Number of Used material Length of needle Diameter**, mm Weight**, g
pcs. in the with handle/length
kit of steel cannula**,
mm

Acceptable deviations from dimensions and weight +5%.
Vertebroplasy Needle Kits include:

(there are needles with blue (gauge 8), yellow (gauge 10) or green (gauge 12) handles).

1 03.702.216S Packed*: 213.90
Vertebroplasty Needle Kit includes:
Needle of gauge 8 G, with a side 2 Stainless steel 180/140 4.20 19.42
hole, a square end, a Luer taper Cutting angle 15°
Cannulated trocar, blue 2 Stainless steel 187/179 3.40 8.82
Trocar 2 Stainless steel 189/180 3.00 12.07
Injection needle with a Luer taper 2 Stainless steel 195/176 3.40 3.51
Wire with depth marks 2 Stainless steel 230 2.00 5.65 [
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03.702.218S

Vertebroplasty Needle Kit includes;
Needle of gauge 10 G, with a side
hole, a square end, a Luer taper

Cannulated trocar, yellow

Trocar

Injection needle with a Luer taper

Wire with depth marks

03.702.219S

Vertebroplasty Needle Kit includes;
Needle of gauge 10 G, with a side
hole, a square end, a Luer taper

Trocar with a bevelled end, yellow

Injection needle with a Luer taper

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

‘Stainless steel
Cutting angle 20°

Stainless steel
Stainless steel

Stainless steel

Stainless steel

Stainless steel
Cutting angle 20°

Stainless steel

Stainless steel

160/120

167/159
168/159

175/156
210

3.40

2.60
12.30

2.60
2.00

26



wAaT

Stylet

03.702.220S

Vertebroplasty Needle Kit includes;
Needle of gauge 12 G, with a side
hole, a square end, a Luer taper

Trocar

Injection needle with a Luer taper

Stylet

03.702.221 S

Vertebroplasty Needle Kit includes:
Needle of gauge 12 G, with a side
hole, a bevelled end, a Luer taper
Trocar with a bevelled end
Injection needle with a Luer taper

Stylet

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

o 1l1e rI\/le cAmc a I

Stainless steel 160/151

Stainless steel 160/120
Cutting angle 20°

168/159
Stainless steel
Stainless steel 174/155
Stainless steel 153/144
Stainless steel 160/120
Cutting angle 20°
Stainless steel 163/154
Stainless steel 174/155
Stainless steel 160/151

AN f

2.30

2.70

1.90

1.90
1.60

2.70

1.90
1.90
1.60

6.96

Packed*: 297.06

17.03

5.56

2.75
4.21

Packed*: 297.20

5.40
2.76
4.27
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Biopsy Kits, variants;
(there are needles with blue (gauge 8) and yellow (gauge 10) handles)
1 03.702.222S

Biopsy Kit includes:

Biopsy needle for Vertebroplasty 1 Stainless steel 194/175
Needle Kit, gauge 8 G. with a Luer Cutting angle 15°

taper

Stylet 1 Stainless steel 204.5/196

2. 03.702.223S
Biopsy Kit includes:

Biopsy needle for Vertebroplasty 1 Stainless steel 174/155
Needle Kit, gauge 10 G, with a Luer Cutting angle 20°
taper

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

3.40

2.90

2.60

Packed*: 114.0

In a protective
sheath 7.06
/without a
protective
sheath 4.92
11.36

Packed*: 107.40

In a protective
sheath 5.91 /
without a
protective
sheath 4.03

28
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Stylet

Bone Access Needle Kit, variants:

51krMedical

Stainless steel 184.5/176 2.10

(there are needles with blue (8G), purple (11G) or orange (13G) handles)

1 03.702.240S
Bone Access Needle Kit includes;
Bone access needle with a square

end, gauge 8 G, length 140 mm

Stylet

2. 03.702.241s
Bone access needle with a square

end, gauge 11 G, length 100 mm

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

Stainless steel. 180/140 4.20
Needle with wave

cutting and a Luer

taper. Cutting angle

20°.

Stainless steel

Stainless steel. 140/100 3.15

Needle with wave

cutting and a Luer

5.84

In a protective
sheath 40.1/
without a
protective
sheath 34.6
Packed*: 92.1 gt

In a protective
sheath 25.60/

without a

29
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Stylet

3 Bone access needle with a bevelled 1

end, gauge 11 G, length 100 mm

03.702.243S

Stylet

4. 03.702.244S

Bone access needle with a square

end, gauge 11 G, length 150 mm
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taper. Cutting angle -
f20°

Stainless steel

‘1%9.5/1_810_4;
Stainless steel. 140/100
Needle with wave

cutting and a Luer

taper. Cutting angle -

20°

W, T u
Stainless steel. 190/150
Needle with wave

cutting and a Luer

taper. Cutting angle-

20°

A

My
3.15

3.15

N

protective
sheath 24.24
Packed*; 77.60

9

In a protective
sheath 25,5/
without a
protective
sheath 24.2
Packed*; 77.5 g
i,29V;

In a protective
sheath 28.98/
without a
protective
sheath 27.07
Packed*; 81.1 ¢
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Stylet

5. 03.702.245S
Bone access needle with a bevelled
end, gauge 11 G, length 150 mm
Packed*: 80.95 g

Stylet

6. 03.702.246S
Bone access needle with a square

end, gauge 13 G, length 100 mm

Stylet

7. 03.702.247S
Bone access needle with a bevelled

end, gauge 13 G, length 100 mm
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Stainless steel. 198,5/189,

Stainless steel. 190/150 3.15
Needle with wave
cutting and a Luer

taper.

Stainless steel. 193,83/184,33

Stainless steel. 140/100 3.15
Needle with wave

cutting and a Luer

taper. Cutting angle -

20°

Stainless steel. k7 5/138 - "L,

Stainless steel. 140/100 2.50
Needle with wave

cutting and a Luer

Wi

In Mprotective
2fU)4/
Willhoul n

protiiGtlvVn
sheath 27.04

In a protective
Iheath 22.51/
without a
protective
sheath 21.2
Packed*; 74.50

g

L 7.

In a protective
sheath 22.5/

without a
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taper. Cutting angle -
200

Stylet 1 Stainless steel. 143,75/134.25 : : 1,98

Biopsy Needles, variants:

protective
sheath 21.2
Packed*; 74.50

g
i,59 ;:

(handles differ by colors - blue handles are intended for bone access neddles of gauge 8, purple handles are intended for

needles of gauge 11)

1 03.702.250S Biopsy needle forthe 1 Stainless steel. 195/176, for length 3.40
needle of gauge 8 G, length 140 mm Needle tube cutting - of 140 mm
15°.
Stylet 1 Stainless steel i05,4/197

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

In a protective
sheath 21.4/
without a
protective
sheath 16.8
Packed*: 77.8

11,09

32



2. 03.702.251S Biopsy needle for the 1
needle of gauge 11 G, length 100

mm

Stylet 1

3. 03.702.252S Biopsy needle forthe 1
needle of gauge 11 G, length 150

mm

Stylet 1

Technical characteristics;

The radius of the working parts of blunting 0,02 mm
needles

bending strength 0,30 mm

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

Stainless steel. 155/136, for length 2.60
Needle tube cutting  of 100 mm

15°.

Stainless steel 165,4/157 A
Stainless steel. 205/186, for length 2,60

Needle tube cutting - of 150 mm
15°.

Stainless steel

In a protective
sheath 13.11/
without a
protective
sheath 9.53
Packed*: 69.55

In a protective
sheath 16.38/
without a
protective
sheath 11.49
Packed*; 72.8

r - XK

(%
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fracture strength They do not have signs of fracture after testing

corrosion resistance Corrosion

The severity of the stitching 0,025 mm

Table 3. Maximum puncture force parameter information

0 +tip type Test in PU-film _ _ Basis Adoption
Test in bone substitute from
Teilenummer Synthes material
Needle + Needle +
Code Trokar K-wire Trokar K-wire

10001541 03.702.216S 4,2 Wavy 17,3 N 34N 202,0 N n/a Test result n/a
10001542 03.702.218S 3,4 Wavy 27,0 N 73 N 172,0 N n/a Test result n/a
10001543 03.702.220S 2,7 Wavy 142 N n/a 1320 N n/a Test result n/a
10001544 03.702.219S 3,4 Diagonal 13,1 N n/a 164,0 N n/a Test result n/a
10001545 03.702.221S 2,7 Diagonal 17,3 N n/a 123,0 N n/a Test result n/a
10001853 03.702.241S 3,15 Wavy 12,8 N n/a 140,0 N n/a Test result n/a
10001855 03.702.243S 2,5 Wavy 9,4 N n/a 113,0 N n/a Test result n/a
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10001857
10001859
10001861
10001862
10001574
10001573
10001852
10001854
10001855

10001858

03.702.245S
03.702.250S
03.702.251S
03.702.252S
03.702.222S
03.702.223S
03.702.240S
03.702.244S
03.702.246S

03.702.247S
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3,15 Diagonal
3,4 Biopsy
2,6 Biopsy
2,6 Biopsy
3,4 Biopsy
2,6 Biopsy
4,2 Wavy
3,15 Wavy
2,5 Wavy

2,5 Diagonal

11,4 N
131 N
17,3 N
17,3 N
131 N
17,3 N
17,3 N
12,8 N
9,4 N

17,3 N

n/a
n/a
n/a
n/a
n/a
n/a
n/a
n/a
n/a

n/a

1430 N
164,0 N
123,0 N
123,0 N
164,0 N
123,0 N
202,0 N
140,0 N
113,0 N

123,0 N

n/a
n/a
n/a
n/a
n/a
n/a
n/a
n/a
n/a

n/a

Test result
Adoption
Adoption
Adoption
Adoption
Adoption
Adoption
Adoption
Adoption

Adoption

n/a
03.702.219S
03.702.221S
03.702.221 S
03.702.219S
03.702.221S
03.702.216S
03.702.241 S
03.702.243S

03.702.221S
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11. REQUIREMENTS FOR MAINTENANCE AND REPAIR
The device is intended for single use, it is not subject to maintenance or repair.

12. REQUIREMENTS FOR ENVIRONMENTAL PROTECTION
' The device “Needle Kits for Bone Cement" manufactured by Moller Medical GmbH,

Germany, is safe for the environment.

13. WARRANTY, POSTMARKETING SURVEILLANCE AND COMPLAINTS
The manufacturer guarantees that the product complies with the technical documentation
requirements if the the rules of transportation, storage and use are observed and if the
packaging is not opened or damaged. The warranty covers the entire shelf life ofthe medical
device. Moller Medical GmbH provides postmarketing surveillance in accordance with
Council Directive 93/42/EEC in order to monitor any signal related to safety, new side
effects, emerging issues, new category of complaint/complaints regarding the original

parameters, or additional risks.

Manufacturer:

Moller Medical GmbH, Wasserkuppenstrasse 29-31, 36043 Fulda, Germany
Telephone/fax: +49 (0) 661 941 95 O

E-mail: info@moeller-medical.com

Website: wvw.moeller-medical.com

Mnufacturing site: Moller Medical GmbH Wasserkuppenstrasse 29-31, 36043 Fulda,
Germany

Telephoneffax: +49 (0) 661 941 95 0

Emal: info@moeller-medical.com

For any questions on device operation, quality, etc., within the territory o the Russian
Federation, please refer to Johnson&Johnson LLC:
Lerd address: Krylatskaya str., 17, build.2, Moscow 121614, Russia

, Telephone: +7(495)580 77 77
36
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<LliTamn: 3aBepeHHasa HOTOKONUSA>

<nognucb> OATA: 04 ceHTs6psa 2017 roga

METEP LUPEMIN, ANPEKTOP

MHCTPYKLWMA
Mo MPUMEHEHMIO MEAVLIMHCKOIO 13Lenuns
«HABOPbLI I'N gNAa LEMEHTA KOCTHOIMO»
npowusBoacTea: Moller Medical GmbH, Germany /Ménnep Meankan F'm6X, NepmaHus
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1 OBLWWE CBEAEHUA

<LliTamn: 3aBepeHHasa hoTOKONUSA>

acreee MeagnuuHekoro umsgenns «HABOPbI U A LEMEHTA KOCTHOIMO» - Habopbl U
(CHD ynakoBaHHble Ur/bl Pa3INYHOr0 BMAA 41 BbIMOHEHWUS HEOOXO0AMMbIX XUPYPTrUUYECKUX TEXHUK

BEpTEOpON/IacTKe 1 GMoncun,

QB HAOOPOB BXOASAT TakXKe CNLbl C METKaMW T/y6uHbI, Tpoakapbl U CTUNETbI 415t 06/1eFYeHHOr0

tNHeHM: GUONCUN N 6o/lee TOUHOIro BBEeHMSI KOCTHOFO LieMeHTa B TeN0 NO3BOHKA. ECTb Mrnbl ans
pONAacTUKN B WCMOMIHEHUN C YeTbIPeXTPaHHbIM UM CO CKOLLUEHHbIM KOHLIOM, 4YTO MO03BO/ISIET
UTb MOTOK KOCTHOTO LieMeHTa B HEOOXOAMMOM Harnpas/ieHUN.

urna pana  BepTebponiacTukm  Kanambp 8G ¢
60KOBbIM OTBEPCTUEM, YeTbIPEXTPAHHbIM KOHLIOM,
nepexogHnkKom Jlyep-Jlok

urna ana BepTebponnacTmku Kanmbp 10G ¢

O0KOBbIM OTBEPCTUEM, YETLIPEXTPAHHBIM KOHLIOM,
nepexogHnkom Jlyep-Jlok

urna gna 6uoncum K Habopy wurn  and
BepTebponnacTnkn Kanmépa 8G c nepexofHUKOM
Nyep-JSlok

Cnuua ¢ MeTKamu ry6urHbl

Tpoakap KaHHNNPOBaHHbI

Tpoakap

MHbeKUMOHHAA ura ¢ nepexogHnkom Jlyep-Jlok

2 HASHAYEHWE, MOKA3AHA K MPUMEHEHWIO
. LLLWMHCKOe u3genue «Habopbl Urn 4ns uemeHTa KOCTHOrO» NpefHasHayeHo A1 KOCTHOW 6Guoncun
M NO3BOHKA, [N WHbeKunin uemeHTa MMMA B Tena MO03BOHKOB BO Bpems npoueayp

reGporn/IacTUKM.

LWAHWNA.
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Mpiirn gna septebponnactukm (Vertebroplasty Needle Kit) n Habopbl urn gns 6uoncun (Biopsy
InokasaHbl ANsi MHbEKUMIA TonbKo LlemeHTa KocTHoro Vertecem V+ Cement Kit npousBoacTsa
ures MM6X», LLiBeiuapns (He BXOAWUT B COCTaB JAHHOI0 MeAVMLMHCKOrO M34esivs) B Tesl0 M03BOHKA
|[cevA NpoLeayp BepTe6PONIacTUKM 1 A1 KOCTHOW 61uoncum Tena no3BoHKa*,

W-NPOBOAHVK Ans BepTebponnacTukn (Bone Access Needle) nokasaHa gns gocTyna K KOCTW,
B-NPOBOAHVIK A58 6uoncumn (Biopsy Needle) ncnonb3yetcs gisi KOCTHOW 6uoncun,

WLWHCKOe n3genne «Habopbl urn gns LiemMeHTa KOCTHOro» BBOAAT B Te/10 MO3BOHKA WM B KOCTb BO
N OMNepaTMBHbLIX BMeLLATENIbCTB C  O4HOBPEMEHHbLIM MPUMEHEHMEM CPeACTB  MeAVLNMHCKOW
yarvsaLym (PeHTreH, KOMMNbIOTepHas TOMOrpadusi, CKaHMPOBaHWe KOCTel).

[[gmrn gns 6unoncnn (Biopsy Kit) npegHasHayeHbl 418 UCM0/b30BaHUA TOIbKO BMeCTe ¢ Habopamu
gmBepTedponnactukm (Vertebroplasty Needle Kit).

~—~

KHT KOCTHbI Vertecem V+ Cement Kit npomssoactBa «CuHTes M6X», LlBeiuapus - 3To
[reHOKOHTPaCTHbI  BMNPbICKUBaeMbI  LEeMEHT Ha OcCHoBe nonumetunmetakpunara (MMMA),
MeHseMbIA P NaTos1IorMax no3BOHOYHOI0 CT0/16a C LeNblo HapallvBaHUA ry64aToi KOCTHON TKaHW,
@bl LLEMEHT OTHOCUTCA K CAMOMO/IMMEPU3YIOLLUMCS ABYXKOMMOHEHTHbIM cuctemam (MOpoLLKOBbIN
WOKAA  KOMMOHEHT), KOTOpble HauyMHAKT MO/MMEPU30BATLCA MNPU  KOMHATHOW TemnepaType
FOCPEACTBEHHO Moc/ie CMeLlnBaHUA KOMMOHEHTOB.

aINrn-npoBogHUKOB An1a BepTebponnacTukn (Bone Access Needle) ncnonbsytortca ¢ Habopamu
am Bepteoponnactuku (Vertebroplasty Needle Kit). Habopbl Urn-npoBogHMKOB ans 6uoncum
gy Needle) ucnonb3ytoTca ¢ Habopamu wurn gnsa 6uoncumn (Biopsy Kit) npoussoactesa Moller
dd.

MPOTNBOMOKA3SAHWA K MPUMEHEHWIKO, MOBOYHbLIE 3P PEKTHI,

OCJ/TOXXHEHWA
AVLWHCKOE M3JeNIne He MOXeT WUCMO0/b30BaTbCA Yy MauWeHTOB C HapyLUeHWsIMU Koarynsumm win
lekuvsvm M NaymeHTam, KOMy NpOTMBOMNOKasaHa NpoLeaypa BepTe6poniacTuky nnm 6moncumu,
OOLLEHAZ 0 MOBOYUHbIX 3htheKTax He MocTynaso.

VEHA 00 OCNOXKHEHUSIX: BO3MOXHbIE OC/IOXKHEHMSI CBSI3aHbl C  HeMpPaBUNbHbIMU  TEXHUKAMIN
MeHeHUA faHHoro M. B crnyyae ecnu MMeeT MecTo nonagaHue HebosnbLloro konmdectsa NMMMA B
FOHOUHbIA KaHas. 3TO MOXET MNPUBECTUM K BO3HMKHOBEHWIO CAABMBAHUS HEPBHbIX CTPYKTYp, B
(bETE KOTOPOro OyAeT MMeTb MeCTO 60/1eBOM CUHAPOM WAWM CNaboCTb B KOHEYHOCTAX. B aTOM
L& HE06XO04MMO MPOBECTU MOBTOPHOE XMPYPrUYecKoe BMeLLATe/IbCTBO, Lie/bi0 KOTOPOro SAB/SETCH
MEH/E M3NIMLLIHENO KOJINYECTBA LIEMEHTA U3 NO3BOHOYHOI0 KaHana.

|eKUMOHHOE  3apadkeHVe OrMepaunoHHON paHbl MpW  Takoro pofa npoueaypax BCTpeyvaeTcs
HUTE/ILHO PEeAKO, MOCKOSIbKY XUPYPruyeckre MaHUNynsumMyM MNpou3BOLATCA Yepe3 HebOsbLUOi
k01 a BO BpeMs No/iMmMepr3aummn KOCTHbIA LeMeHT HarpesBaeTcs 40 Temnepatypbl 65 -70°C.

Ve 06 OCNOXKHEHUAX: BO3MOXHbIE OC/MIOXXKHEHUA CBSA3aHbl C HeNpaBW/bHbIMW TeXHUKaMU
MeHeHVA JlaHHOro MW. B cnydae ecim uMeeT MeCTO nonagaHue HebonbLoro konnyectsa MMMA B
FOHOUYHLI KaHasl. OTO MOXET MNPUBECTU K BO3HMKHOBEHWIO CLABMMBAaHWUS HEPBHbIX CTPYKTYp, B
pbTare KOTOPOro 6yaeT MMeTb MeCTO 60/1eBOM CUHAPOM WM CNaboCTb B KOHEUYHOCTAX. B aTom
® He06X0ANMMO MPOBECTM MOBTOPHOE XMPYPryMYeCcKoe BMeLLATe/IbCTBO, Le/Ibl0 KOTOPOro SABNSeTCA
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BH/E N3NNLLHEro KOIMYeCTBa LIEMEHTA M3 NMO3BOHOYHOIO KaHasa.

CeKLWOHHOE  3apadkeHMe OrepaLyoHHON paHbl MpU  Takoro poga npouejsypax BCTpeyaeTcs
WATENIbHO PEeAKO, MOCKO/IbKY XUPYPrUYecKue MaHunynsauum npousBOAATCA 4vepe3 HebOoMbLUOiA
tJ1 @ BO BPEMS NMOMIMepPU3aLMmM KOCTHBIA LIEMEHT HarpesaeTcs 40 Temnepatypbl 65 - 70°C.

4 MEPbI MPEAOCTOPOXHOCTU, MPEAYNPEXAEHUA
Spurn pns septebponnactukmy (Vertebroplasty Needle Kit) ncnosb3yetcs npy TeXHUHECKN CNOXKHbIX
NLpsIX, NO3TOMY Bpay JOJIXKeH 3HaTb, Kak MCMO/b30BaTb 3TOT HAbop M ApYro MHCTPYMEHTapuiA.

nana BepTebponacTuku (Hanpumep, Kanmbpa 8 G ¢ 60KOBbIM OTBEPCTMEM, YETbIPEXTPaAHHbIM
DoM MEepPexoAHMKOM Jlyep-J10K) MOXeT ObITb BBefjeHa B KOCTb MYTEM OCTOPOXHbIX MOCTYKUBaHWIA
tooM CnefyeT u3beraTb CW/bHBLIX YAapoOB MOJIOTKOM, AaXe B Clyyae CK/IepOTUYECKOro Wau
LLIEHHOr0 KOPTUK&/IbHOIO C€Nos KOCTW. TMpun onpegenieHHbIX 06CTOATENIbCTBAX MOXET BO3HUKHYTb
:KPaCLLEM/IEHNS KOCTW.

KUKy Wrna-npoBOAHUK 471 BepTebponiacTUKM M UrNa-npoBOAHUK ANst UrN ans 6uoncum
KB3YKOTCA MPY TEXHUYECKM CIOXKHbIX MpoLeAypax, Bpay [LO/KeH OblTb 3HAKOM CO CpeacTBamMu
VMy/IMPOBaHMS HA60POM, TEXHMKAMW JOCTYNa, UCMO/Ib30BaHMEM TepaneBTUUYECKUX MaTepuasioB.

HIBCHE MCMNOJb30BaHWE UTNbI-NPOBOAHMKA ANns BepTebponnacTtukn (Bone Access Needle) n vrnbel-
vogHvka ans 6uoncun (Biopsy Needle) He MOXeT rapaHTMpoOBaTbCA NPU UCMOb30BaHUN COBMECTHO
(PT, uicnonb3oBaHve KOTOPOW CBSA3aHO C OrnpesesieHHbIMU pUCKaMu, BK/OYas:

WHarpeBaHve UM CMELLEHME;

sapTedpaKTbl HA MPT-1306paxXeHNN.

S NOArOTOBKA K PABOTE N NOPAAOK PABOTbI U3AEJTNA

NeCTUTE NauMeHTa B HAK/IOHHOM TO/IOXKEHMW Ha MOACHUYHYK onopy. CTton [JonXeH ObiTb
BMPOHULAEMbIM B 06eMX NI0CKOCTAX. Yepe3 NHBbEKLWNOHHYIO Uy C NepexogHUKoMm Jlyep-J10K B Teno
VeHTa BBOOUTCHA  KOCTHbIM  LUeMeHT. [na  fgoctyna K Teny  MO3BOHKA  WUCMOJb3yeTcs
BCMeAVKYNSPHbIA (pUc. 1) unmn napaneamkynsapHbIi goctyn (puc.2):

puc.1 puc.2

(KA1 acCopTUMEHT WIN AN BepTebponiacTUKM Heob6X0AMMOro Kaimbpa CO CKOLUEHHbIM Wn
HPEXTPaHHbIM KOHLIOM C MepexoAHUKom Jlyep-J1ok obecrieymBaeT BbI6OP MPOBefeHUS Mpouesypbl.
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: lonTumanbHoro KOHTPO/1IA 3amnoJ/IHEHNA MOJIOCT MO3BOHKa LEMEHTOM nNpegyCcMOTpPEHbI Urnbl C
KBbM W C MPAMbIM OTBEPCTUEM.

4 q\ - puc.3

aHTbIfocTyna:
j1 MeTog BBeAeHMS LieMeHTa C UCMOJIb30BaHMEM CMNLbI C METKaMU r1youHbI
2 MeToaMKa nNpsamoro 4octyna Ais BBeAeHUA LieMeHTa

3 MeTogumka 6ruoncum

raaa JoCcTyna C MOMOLLbIO CNULbI C METKaMW ry6UHbI U MeTOoAMKAa NPSAMOro A0ocTyna, OnucaHHble
KOYHOLWMX pasfenax, 0CHOBaHbl HA MUHUMa/IbHO WMHBA3MBHOM nogxofge. B o6oux cnyyaax goctyn
KI'6bITb yCTaHOB/IEH COYETaHMEM ClefyIOLNX BapyaHTOB TPaHC- Uav napanefukynsapHbIA LOCTYI;
B WM 6UNeSNKYNAPHBIA 4OCTYN.

MeToj BBefeHVs LieMeHTa C UCMOMb30BaHMEM CrMWLbl C MeTKamu rnay6uHbl (Habopbl urn gns

BebporviacTukn (Vertebroplasty Needle Kit), MUHUMaNIbHO WMHBA3WBHbI METOA C WCMO/1b30BaHWEM
BCIMeANKY/IAPHOro A0CTyna:
AreHoBCckW  annapat C-Tuna ycTaHaBAuBalOT A1 MOJyYeHUs (POHTa/IbHON NPoeKunn, nog
TpoeM PeHTreHOCKONMWM HameyaloT TOYHOe MecTo paspesa. 104 KOHTPOSEM PEHTreHOBCKOro
goara C-Tuna NpoKasibIBaT KOXY. [POBOAAT crivuy € MeTKamy ry6uHbl (ganee - crnvua) 4epes
JUBTKAHW 40 JOCTUDKEHUS MOBEPXHOCTM Tena No3BOHKA (MOJ PeHTreHOKOHTPO/IEM BO (PPOHTasIbHOW
wctr). Mocne JOCTMIXKEHUS MOBEPXHOCTM KOCTM KOHEL, CNuLbl NMPOBOANTCA COOKY OT HOXKMK Oyru
IHKA B BepxHell TpeTu. lpu onepauuun Ha rpygHOM OTAefle cnuua pacrnonaraeTca Ha pebepHo-
KPEYHOM OTPOCTKe, a Mpu onepauuy Ha MOACHUYHOM OTAefle - Ha Kpaw farepasibHoM CycTaBHOM
€pXHOCTU U MOMepeyvyHOro OTPOCTKa. 3aTeM MPOABUralT Cnuly Mo XO4y MNPOeKUUn HOXKW. Ons
KOKIEHMA Yepe3 KOCTHYH MOBEPXHOCTb TPeOyeTcs HECKONIbKO OCTOPOXHbIX yAapoB MosioTKa. 1o
OXOOVMMOCTN  KOPPEKTUPYIOT — HanpasfieHWe Cnuubl M NPOAO/XKAKT  NpoaBuratb ee  Moj
[rreHOKOHTpO/IEM BO (DPOHTa/IbHOM NpPoeKunn. locne JOCTUXKEHUA KOHLOM MeNasibHOM rpaHuLbl
KANPOBEPSIOT INY6UMHY CnvLbl B 60KOBOW NPOEKLUN.

[aBapuTeNnbHO MPOBOASAT CAULY Ha BCe YPOBHW, FAe NNaHUpPyeTcs BBeAeHWE LeMeHTa. ITO
BOET cbepeub BpemMss U uM3bexaTb KOHTaMUHaLUWKM BCAEACTBME TMOBTOPHOM CMeHbI
[rreHonorMueckmx  npoekuwnii. [ONS  KaXAOro MNO3BOHKa COXPaHAKT  un306paxeHue
[aBapvTenbHO BBEAEHHOM CAULbI C MOMOLLBLI0 YCUNINTENSA PEHTIEHOBCKOIO N306paXkeHus.
N3MEHSIOT PEHTIeHOBCKYH MPOEKLMI0 Ha O0KOBYH, KOHeL, Cnuubl AO/KEH Haxo4uMTbCs, Mo
|Heh Mepe, Ha ypoBHE 3afHeil CTEHKM Tena Mo3BOHKA; B MPOTUBHOM C/lyvae Heo6XOAUMO WM3MEHUTb
BIEH/E CMMLbI, BHOBb BEPHYBLUMCb K (DPOHTa/IbHOM MPOEKLMM PEHTIEHOBCKOI0 N300paXKeHMst. 3aTem
[por0 NpoaBMratoT cnuuy € NOMOLLbIO JIErKMX YAApOB MOMIOTKA, NpY HEo6XOANUMOCTU W3MEHSS
PaBMEHV/E C Lie/bHo JOCTUMHYTh LIEHTpa Tena Nno3BoHKa. BBeaeHWe cnuupbl NaaHMpPYT B COOTBETCTBUMU
(PpOHTa/IbHBIM ~ M300paXKeHWEM,  BBOAAT  MECTHbIA  aHecTeTMK, MpPOABMratoT  Ccrnuvuyy  Nog
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TreHonornyeckum KoHTposnem. Cnuua npomapkupoBaHa 4vepe3 1 cM. 3TO MO3BOJAET OUEHMBATb
pv>KeHWe cnuubil.

LLEH/E U/

ly Heo6xo4MMoOro kKanmbpa ¢ 60KOBbIM OTBepcTMEM B CO60pe C KaH/AMPOBaHHbIM Tpoakapom
puratT no cnuue Bpallate/ibHbIMU ABUMXEHUAMWU. DTa npouesypa MoXeT ObiTb 60/1€3HEHHON,
SWET MpefynpesuMTb aHecTe3uosiora O MNOTPe6GHOCTM B afekBaTHOW aHecTesun. [poBogAT
LWbHBIA PEHTrEHOKOHTPO/Ib MOC/e OKOHYaTe/IbHOW YCTaHOBKMW urbl. KoHey urnbl NpoaBuratoT
JOCTWDKEHUA  NepefHeid  MOMIOBUHbI  Tena MNO3BOHKA. [locrie  JOCTWMDKEHUS  OKOHYaTe/IbHOro
COMONIOXEHNS YAANAIOT CMMLY Y KaHIO/IMPOBaHHbIA Tpoakap (puc.4).

T LLI

puc.4 puc.5 puc.6

len BBeileHMEM MHBEKLIMOHHOW UMbl C MepexofHUKOM Jlyep-J10K cnefyeT y6eAnTbCA B TOM, YTO BCS
Mesl TKaHb Yy[ja/ileHa M3 HapY)>XHOM KaHoan (Urnbl AN BepTebponnacTUKM HYXHOro Kaimbpa) c
H/b30BaHVeM Tpoakapa. VIHbeKUNOHHYIO Uy C NnepexofHUKOM Jlyep-J10K BBOAAT C LE/IbI0 3aKPbITb
elHe OTBEPCTUE HapY>XXHOW KaHinW. BokoBoe oTBepcTUe VIHBEKLUMOHHOW Wrfbl C NepexoLHUKOM
(/bK NOo3BONISIET HanNpaBUTb MOTOK LEeMeHTa B HeoO6X04MMOM HanpasneHuun. [lpaBusibHO
noearalor  VIHbeKUMOHHYK0  Urly € NepexogHuMkoMm  Jlyep-JIOK v MpPOBEpPAOT C  MOMOLLbIO
ObIBAIOLLEr0 MexaHn3ma Ha pyudke (puc.5). CTpenka Ha py4vke yKa3sblBaeT Ha 60KOBOe 0TBepCTME Urbl
ce). Mepes Havanom onepauumn cregyeT yoeauTbCA B TOM, YTO MeTKa Ha VIHBeKUWOHHOW urne ¢
exogHVKoM Jlyep-J10K U CTpenika Ha py4vKe coBnajarT. OT0 obecrie4mBaeT OTKpPbITME GOKOBOIMO
gxnm 4N BBefeHUA uemeHTa. Mrna ¢ 60KOBbIM OTBEPCTMEM MNPOMapKupoBaHa 4yepe3 1 cMm. 310
BOFET CNIeANTb 3a BBELEHWEM UITbl. B ciiydae HaNM4umMa COMHEHUIA B PACMONIOKEHUN UMbl NepexoiaT
MTIEHOCKOMN BO (PPOHTa/IbHON NPOeKLMK.

MeToguka npsaAMoro Joctyna Ans BBefeHWs uemeHTa (Habopbl urn ana BepTebponnacTukuy
itebroplasty Needle Kit), MUHUM&/IbHO MHBA3MBHbIA METOJ C UCMO/Ib30BaHNEM TPaHCNeLUKYNSAPHOro
lyrec
[rreHockid  annapat C-Tuna ycTaHaBMMBAKT AN1A  NONYYEHUS (POHTaNIbHOW NPOeKUUn, Mof
(horiem PeHTreHOCKOMNMY HameyaroT TOYHOe MeCTO paspesa.

IKOHTPO/IEM PeHTreHOBCKOro annapara C-Tuna npokanblBalT KoxXy. [NpoBogAaT Urny HeobxoAnMMoro
BJB.C 60KOBbIM OTBEPCTMEM C NepPexoaHUKOM Jlyep-J10K ¢ Bbl6paHHbIM TUMOM KOHLA Yepe3 MArkue
@40 JOCTUXEHUSA KOCTHOW MOBEPXHOCTM Tena MO3BOHKA. 104 PEHTreHOKOHTPOsIeM MPOBepPSIOT

BABHOCTL  MOJIOKEHUSA  MHBEKUMOHHOM UMbl ¢ NepexoaHnKom Jlyep-J/lok. UTobbl u36exatb
TEHUS! Na/IbLEB, MCMO/b3YIOT PEHTIEHOMNPO3PaYUHbI Urnogepxartesb (camoctosiTenisHoe MI).

MHEeobXoAMMOro Kanmbpa ¢ 60KOBbIM OTBEPCTMEM C NMEPEXOAHMKOM Jlyep-J10K ¢ BbIGpaHHbIM TUMOM
ra (ganee - Wrna) npoeegeHa MNOA PEHTFEHOKOHTPONMEM BO (PPOHTasIbHOM npoekuuwn: [locne
LLKEHST MOBEPXHOCTM KOCTU KOHEL, 3TOM WUrfbl NPOBOAMTCA COOKY OT HOXKM Ayrn M03BOHKA B
B4 Tpetn. MpeaBapuTenbHO NPOBOAAT CAMLY C MeTKaMu rNy6uHbl Ha BCe YPOBHWU, rfae
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lmpyeTca BBefeHUe ueMeHTa. lMpu onepaumu Ha rpygHOM OTAene cnuua ¢ MeTKaMu ry6uHbl
LwaraeTca Ha pebepHO-MOMepeyHoOM OTPOCTKe, a Mpu ornepaumm Ha NOACHUYHOM OTAefle - Ha Kpawo
Kpa/IbHOM CYCTaBHOM MOBEPXHOCTU M MOMNEepevyHoOro oTpocTka. 3aTemM NPOABUraloT Cnuuy ¢ MeTKammu
661 N0 XOo4y MPOEKUMU HOXKW. NS MPOXOXAEHUSA 4epe3 KOCTHYH MOBEPXHOCTb TpebyeTca
[opoxHoe HagaBnMBaHWe € BpawaTesbHbIMU - ABMXKEHMAMU  (TakKKe AO0MYyCTUMbl  HECKOJIbKO
ropoiHbX YAapoB MOJI0TKA). NS KoppeKuun HanpasfeHus Wbl noBopavymBatoT KOHEL, B HY>XHOM
(haB/eHUN 1 NPOAO/HKAKT NPOABUraTh ero Nof PeHTreHOKOHTPOIEM BO (PPOHTasIbHOM MPOoeKuun. 3Ta
Leaypa MOXKeT ObITb 00/1e3HEHHONM, cnefyeT npefynpeavTb aHecTe3nosiora 0 MOTpebHOCTM B
[Bamo/i aHecTe3nun. MpoBOAAT (PUHA/IbHLIA PEHTIEHOKOHTPO/Ib MOC/Ie OKOHYaTes/IbHOW YCTaHOBKU
LW Mocne JOCTMXEHUA KOHUA MefUasibHON rpaHuLbl HOXKW NPOBEPSAT rNy6uHy Urnbl B 60KOBOM
oy MpeaBapuTesibHO NPOBOAAT Urly Noj peHTreHOKOHTPO/IEM BO (DPOHTa/IbHOM NPOEeKLUUM Ha BCe
lBH/, re NnaHMpyeTca BBefEeHME KOCTHOro LemeHTa Vertecem V+. OTo Mo3BofsAeT cbepeyb BpemMs U
KidTb KOHTaMMHaUUN BCNeACTBME MOBTOPHON CMEHbI PEHTIEHO/IOMMYECKUX NPOEKUUA. [ANns KaxKaoro
JBH@ coxpaHAT wu30bpakeHWe nNpeaBapuTe/ibHO BBELEHHOW Crvubl C MOMOLLBI  YCUNTENA
|[nTeHoBCKOro n306paxkeHNsA. VI3MeHSOT PeHTreHOBCKYH MPOEKLUMUIO C ()pOHTa/IbHON Ha 60KOBY0. B
LLOBOM MPOEKLMN KOHeL, Vbl fO/MKEH Haxo4uMTbCsA, NO KpaliHeli Mepe, Ha YPOBHe 3aJHei CTeHKM Tena
j 'Bouka; B MPOTMBHOM C/lydae Heo6XOAUMO MW3MEHUTb MNOM0XKeHMe Wrbl, BHOBb BEPHYBLUUCb K
OKT&/TbHON NPOEKLNN PEHTIEHOBCKOI0 N306paXKeHus.

dbl06ecneynTb MPOCTPAHCTBO AN MHBEKLUMOHHOMW Wbl C MepexogHuUKom Jlyep-J1ok, TpebyeTcs
Ilb KOCTHYIO TKaHb Y KOHUA wurfbl. [ng 3TOro nosopaymsalOT Wray BMeCTe C Tpoakapom Ha 360°
Ic7). 3aTeM Tpoakap YyAansawT. OT0 Heo6X0AMMO B TOM Crlyvae, eC/IM WHBEKLMOHHAasA wurna c
MXQHKOMJ1yep-J10K NCNoNb3yeTca A9 BBEAEHUSA LEMEHTA,
puc.7
BBefeHVe NHBEKLMOHHOW UINbl C NepexofHNnKom J1yep-J10K
Mepes BBeAEeHWEM VHBEKLMOHHBIA UMbl C NEPexogHNKoM Jlyep-J10K cnesyet
ybeauTbCcA B TOM, 4YTO BCA KOCTHas TKaHb Yy[asieHa W3 HapyXHOW Wbl C
nucnosb3oBaHWeM Tpoakapa. Wrny pna  BepTebponnacTVKyM € G0KOBbIM
OTBEPCTUEM BBOAAT TakK, YTOObl MepeKpbiTb MepefHee OTBEPCTUE HAaPYXHOW
KaHio/iM. OTKpblBatoLLieecss 60KOBOE OTBEepCTUE MO3BOJIAET HaMpasisATb MOTOK
LeMeHTa B HY>XHOM HanpasneHun. NpaBusibHO pacnosiaratoT MHBbEKLVNOHHYHO
urny c nepexogHnMKom Jlyep-J10K v NMpoBepsoT C MOMOLLBLIO OTKPbIBAIOLLErO

[XaHBVAE Ha pyuKe.

MeTogvka 6rorncmn (Habopbl UTI-NPOBOAHNKOB A1 BEPTEOPON/IacTUKN):

YmWrna gna 6umoncmm K Habopy urn Ana BepTebponaacTMKM HeO6X0AMMOro Kanmbpa npouyia yepes
JHQOCTEHKY, NCMONb3YIOT TPOAKap CO CKOLUEHHbIM KOHLOM. 3Ta METOAMKA TakXKe NPUMeHSAeTCH 41
ngx BepTebponnactukn 8G mnmn 10G kanubpa n3 Habopos ans Beptebponnactukm (Vertebroplasty
die Kit), HO Tpoakap CO CKOLUEHHbIM KOHLIOM WM KaHIIMPOBaHHbLIA TpoaKap YyaanswTcs
eoioLpM 06pa3om: BMeCTe CO CNMUei C OTMeTKamu TnybuHbl. BBogat wrny gna 6uoncuun u
OKVIYIOT €€ Ha PyuYKe Urfbl A5 BepTedbponnacTUKM HEOOX0AMMOro Kanmbpa ¢ 60KOBbIM OTBEPCTUEM
MbBbpaHHbLM TUMOM KOHLA, nepexogHukoMm Jlyep-J/lok (ganee - Wrna, ee MOryT UCnosb3oBaTb B
[ECTBE Hapy>XHoW KaHtonm) (cm. puc. 8). MpoasuratoT Urny Ao MHaNbLHONO MOMOXKEHUs B Tene
aHa (puc.8). lMpu 3TOM KOCTHas TKaHb 3abupaetcsa ¢ nomowbio Wrnbl gna 6uoncum. He
MB3yMTECH MOIOTKOM U He JONyCKaiTe NpoKosa nepefHein CTEHKM MO3BOHKa. Bce yCTPOMCTBO XOTA
OOMH pa3 noBopa4vmBaloT Ha 360°. DTO MOMOXET O0CBOGOAUTbL OGMOMCUNHLIA MaTepuan. 3aTem
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COEVHAIOT LINPUL, (He BXOAMT B cocTas gaHHoro M) c Jlyep-J/lok (1-3 m) K urne gna éuoncum un
UINVBAKOT MOpLLIEHb 417 oT6opa 6uonTtata (puvc. 10). OTCOoeAMHAOT UMy 418 6MONCUN ¢ NPUCOEAUHEHHbIM

OpLLPM OT HapyXXHori Wbl Y ansaoT wWnpyl, U UCMoNb3yrT CTUIET, YT06bl BblHYTb OTOGPaHHYHO
OTYIO TKaHb M3 urnbl Ansa buoncumn (puc.11)
™Y
®

\ \

puc.8 puc.9 puc. 10 puc.11

\ -U

ViBBefieHUM LeMeHTa, HarnpuMmep, 4epe3 MHBEKLMOHHYIO Uy C nepexogHuUKom Jlyep-Jl1ok, cuna,
Ixopmvaas 0N BBefleHMs LEMEHTa, BO3pacTaeT Cco BpemeHeM. [1py MCMONb30BaHUU MeHbLUNX
nuoB TpebyeTcss MeHblIas cuna. PeKOMeHAO0BaHO BHaudasle MCMonb3oBaTb LWNpuubl 2 ma. Ha
rbl 06bemMom 1 M1 NepexogdaT, Korga cuia, npunaraemas K Lwnpuly o6LemMoM 2 M/, CTaHOBUTCA
[OCTaTO4HOM [AN1A BBefeHMsA LemMeHTa. B caMOM KOHUEe BBefeHWS BO3MOXHO MpUMeHeHue
oaKapa [/11 OCTOPOXXHOr0o MPOABUXKEHUA o6bemMa LeMeHTa M3 UMbl Bneped. MNpuknagbiBas
Jy K Tpoakapy, Heob6xoAnmMo n3beratb MPOLBUXKEHUSA WUINbl Briepes. 3TOT MeTO[ MO3BO/SAET
PUVEHSTb BbICOKOBA3KNI LleMeHT. BA3KOCTb ABSeTCA OCHOBHbIM MNoKasaTe/sieM 6e30MacHOCTH,
PCK YTEYKWN CHUXKAeTCHa M0 Mepe pocTa BA3KOCTW. PeKOMEeHA0BaHO Moc/ie Hayana BBeAeHUA
[toBepsTL XapaKTep 3amno/IHEHUA C MOMOLLLbI PEHTIeHOCKONUU BO (DPOHTa/IbHON NPOEKLMN.

HeHVe UT/Tbl.

U8 yAasIfSeTca TOMbKO MOC/e MOSIHOrO BBeAeHMA LemeHTa. 3akpblBatoT 60KOBOe oTsepcTue Wrsbi

iBypoTOM BHYTpeHHein MydTbl (puc. 12). 9To obecnevmBaeT OTCYTCTBME KOHTaKTa LEMEHTa C Te/ioM
BHka. laHHOE YHWKa/lbHOe CBOWCTBO rapaHTUPYeT OTCYTCTBME «LUMMOB» BO BPEMS YAasIeHUS UITbl.
MaHanorMyHoM MoBOPOTHOM [BMXXEHMW Urfa BbICBOOOXKAAETCA M MOXeT ObITb BbITalleHa. PaHa
BaeTCA MPOYHbIM LLBOM.

puc. 12

MocneonepaunoHHbIe npoLeaypbl.

Mocne npouedypbl NauveHTa YKIaAbIBAlOT Ha CNUHY Ha 1 yac ans
KOMMpeccun paHbl. MOXeT pasBUTbLCA remaToMa B MecTe NyHKuUuuW. ocne
3TOro BO3MOXKHA MOOGMIM3ALMA C paspeLleHns xupypra. 3ddeKT npoLesypsbl
MOXHO OUeHMBaTb Cpasy, TaK Kak 60/1b YMeHbLUAeTCA HUXe MNPUBbIYHOIO
YPOBHS, 1 OCTAETCA TO/IbKO ANCKOMMDOPT, CBA3AHHbIA C MyHKUWEN.

MeTo4 NpPUMEHeHUs WI1-NPOBOLHUKOB [N BepTebponnaetnkn (Bone
sNeedle)
E-nposogHuK s BepTebponnactukn (Bone Access Needle) npefHasHaueHa gnd npouegyp, npu
Ok TpebyeTcs [OCTYN K KOCTW, An1A 06ecneyeHUs JocTyrna cnvuam ¢ Mapkepamu rfiybuHbl, Ans
[»eH7 KOCTHOrO MO3ra nocpeicTBOM acnvMpauvoHHOW TEXHUKKU W O1S BBefeHUs TepaneBTUYeCcKuX
KOV/ioB, BK/IIOYasi  KOCTHble  UemeHTbl.  [py  MCMoNb30BaHWW  UIJIbI-MPOBOAHUKA AN
rcopornactukn  (Bone  Access Needle) COBMECTHO € APYrMMM  WHCTPYMEHTaMWU  W/uvnw
LWEeBTUYECKMMM MaTepuanamn crefyet U3yunTb XUPYPruveckyrd TEXHUKY W/WAM MHCTPYKLMU MO
MEHEHVIIO, NPeLoCTaB/IEHHbIE COOTBETCTBYHOLMMWN N3rOTOBUTENIAMM.
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6 MPABUNA NCMNOJIb3OBAHNA N YTUNN3ALNN

AVLMHCKOe u3fenne «Habopbl urn gna LiemeHTa KOCTHOro» npeAHasHaveHO A/1S UCMONb30BaHUSA B
BOHO-NPOPINIAKTUHECKNX YUPeXXaeHNAX. Temnepatypa WUCNosb30BaHUS U3LeNnsa cocTaBnseT oT +15
+25°C Npu OTHOCUTENIbHOW BN@XHOCTW BO3ayxa [0 75%. [lepcoHan, WCNOMb3YHOLWMWA AaHHOe
leve, fomKeH 6bITb XOPOLLIO 06yYeH TEXHUKaM MPOBeAeHUS 6UOMCUKN, MaHUMYINMPOBaHUA HabopoM,
LVKaWM JOCTYNa K NO3BOHKaM U UCMONb30BaHUA TepaneBTUYeCKUX MaTepuanos,

AVUMHCKOe n3genve «Habopbl urn gns LlemeHTa KOCTHOr0» BBOAAT B KOCTb BO BPeMSI OnepaTUBHbIX
LEeypP C OAHOBPEMEHHbIM MPUMEHEHMEM CPEeACTB  MEeAULMHCKOM  Bu3yanusaumm  (PeHTreH,
LUbHOTEPHAsA TOMOrpadmsi, CKaHMpPOBaHMe KOCTEN).

|mmHeKoe nsgenve «Habopbl Urn gns LieMeHTa KOCTHOMO» OTHOCUTCA K Knaccy B knaccutmkaumm

<UUMHCKMX OTXOAOB. W3aenve Ans OAHOKPATHOrO MpUMeHeHWUsi. [1OBTOpPHOE WCMo/ib30BaHMe
IykLym BneyeT NOTEHUMaNbHbIA PUCK PasBUTMA MHGeKUMK. 3genve npefHasHayeHO TO/bKO Anis
tOKPATHOrO MpPUMeHeHUs1. 13aenve coCTOUT M3 OfHOPA30BbIX YCTPOWCTB, KOTOPble He [AO/IKHbI M He
lyr ucnonb3oBaTbCA  MOBTOPHO, MepepabaTbiBaTbCA WM MOBTOPHO  CTepuan3oBaTbes.  OHU
a0Mb3YHOTCSt B TEYEHWe OAHOr0 XMPYpPruyeckoro BmelwlaTenbcTBa. OfgHa euHMLA U30eNUa He MOXeT
FONb30BaTLCA A5 SIeYEHUst 60/1ee YeM OLHOMO MaumeHTa. Mo OKOHYaHMM CPOKa FOAHOCTM YTUMN3UPYOT
OOTBETCTBAM C MPUMEHSIEMbIMU HaLOH/TbHBIMI 3aKOHOAATEIbHBIMU HOPMaMM.

7. TPAHCNOPTUPOBKA N XPAHEHWE
LwicriopTmpoBka MW «Hab6opbl nrn gns LlemeHTa KOCTHOr0» NMpPOM3BOAMTCS BCEMU BUAAMU KPbITOrO

NLLLMOPTa, B COOTBETCTBUM C LeNCTBYIOLMMY NpaBuiaMm rnepeso3okK npu Temnepatype ot 0 go + 40°C
viaxxHoCcTV 0T 60 o 95%.

[Mcnonb3oBaTh Noce UCTeUeHMS AaTbl HA MapKUPOBKe. MUHMMasbHBIA CPOK FOAHOCTY 5 feT.

8 YIMAKOBKA N MAPKUPOBKA N3AENUVNA

[lgpmrn pna septebponnactuky (Vertebroplasty Needle Kit)

Va0 KaHINMPOBaHHbIA MOMeLWeH B Wry AnA  BepTebponsacTvkyi. Habopbl ynakoBaHbl B
LUBMAYaSbHYHO YNaKoBKY: 6/1MCTep C KPbILWKOW 13 TaiBeka pasMepammn 364x210x20 MM 1 KOHBEPT U3
keva (Steriking) pasmepom 250x500 mMm. Bauctep ¢ WMHCTPYKUMelrd MO NPUMEHEHWUIO MOMELLEH B
FOHHYI0 KOPOG6KY (noTpebutesnibckas ynakoeska Atonnekc 230 r/im®, Mukposenn 510x255x30 mm),
(ToHHBs1 KOpPOOKa 3aKpbITa IBYyMSA 3TUKETKAMU C 3alLMUTOM OT BCKPbITUS.

KBIEn ansa 6roncum (Biopsy Kit)

VCT [O/DKEH ObITb MomelleH B 6uorncuintHyto urny. CTunet uU 6uorncuiiHas urna nomeLleHbl B

U0 060/104Ky (nonmatuneH RAU - PE 140 natur). KomnnekT urn gns 6umoncum ynakoBaH B

VHO/ MakeT M3 pyKaBHOM M/IeHKN (MHAMBUAya/ibHasA ynakoBkKa) M3 maTepuana Tarek (Steriking),

Bepaw 75x320 MM BHYTPeHHMIA 1 100X385 MM BHELUHMWIA. DTOT NaKeT NOMELLEH B MOTPEOUTENBCKYHO

"0BKy - KapTOHHYyH Kopob6ky (Atonnekc 230 r/m~, Mukposenn, 409x90,5x30 mm). KapToHHas
Ka3aKpbITa ABYMSA 3TUKETKaMW C 3aLinTON OT BCKPbITUS.

10
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BpU/Irn-npoBogHUKOB Ans BepTebponniacTukm (Bone Access Needle)

Irer fo/mkeH 6bITb NOMeLLeH BHYTPb Wrnbi-npoBofHMKa An1a BepTebponiactuku. Ctunet u Urna-
|8 AHMK MOMELLEHbI B 3aLLNTHYO 060/104Ky (nosmatuned RAU - PE 140 natur). Virna-npoBogHuK ons
rebpornIacTMKM ynakoBaHa B 6/1MCTep C KPbILWKOA 13 TaliBeka pasMmepamun 260x85x22 mm. Bavctep ¢
TPyKU/eA MO MPUMMEHEHMIO MOMELLEH B KapTOHHbIA KOHBepT (Atonnekc 230 r/m®, Mwukposensn,
X82x20 MM) C LeHTpanbHbIM 0TBepCTUEM 415 yA06CTBa MPOCMOTpPa.

LL-NMPOBOAHMKN anst 6uoncun (Biopsy Needle)

VET JO/KeH ObITb MOMeLleH BHYTpb Vrnbl-nposBogHuka ana éuoncun. Ctunet n Mrna-npoBogHNK
LLeHbI B 3alWUTHY0 060104Ky (nonmatuneH RAU - PE 140 natur). rnbl-npoBogHUKK 4na 6uoncum
gsy Needle) ynakoBaHbl B G6/MCTep C KpbIWKOA K13 TanBeka pasmepamyn 290x90 mm. Bnuctep
lWeH B KOHBepT wu3 TaiBeka (Steriking) pasmepamu 295x95 MM (6/1MCTep M KOHBEPT-
nBUyaibHasA ynakoBka). KOHBEPT C MHCTPYKUMEN MO MPUMEHEHUIO NOMELLEH B KAPTOHHYIO KOPOOKY
TpebuTenbckan ynakoska u3 Aronnekca 230 r/m®, Mukposens, 297x105x30 mm). KapToHHast Kopobka
pERABYMSA 3TUKETKaMU C 3aLMTON OT BCKPbITUSA.

@abpyTTO N3aennii B NOTPEOUTENLCKOM YNAaKOBKE yKasaHa B TabnnLe TEXHUYECKNX XapaKTEPUCTUK,
UCMopTHasA YNakoBKa: MeAULMHCKME WU3LeNna  YNaKoBbIBAOT B KapTOHHbLIA ropokopob ans
EcrioptvpoBkm (585 x 295 x 310 MM), 3alMLLAIOLWINA OT BHELLHMX MOBPEXAEHUIA N BO3AENCTBUNA, U
BT N0 Ha3HaYEeHWHO.

prpoBKA

nBMayasibHas ynakoBka. Ha KpblwKy u3 TaiBeka gns 6nuctepa u 4dexon m3 TaiBeka HaHOCAT
KETKA CO CNefylowmm cofepxkaHnem: «Ne apTukyna»; «HasBaHue MI»; «Ne napTum»; «MCcnosib30BaThb
[ <HaMeHOBaHVe W afpec Npou3BOAUTeNs (U3roTOBUTENA)», «CTepuIv3aums 3TUNEHOKCULOM,
iLH J0», «KOf cepTuukauum npogykumm B EBponeiickom Coto3e», «MaTtepuast», JoroTun
«MaHUN-aUCTPUBLIOTOPA; T

KUCMO/b30BaTb MOBTOPHO», «HE CTEPUIN30BATb MOBTOPHO», «06PaTUTECh K UHCTPYKLMUY», «XPaHUTe
leciax, 3aLLMLLIEHHBIX OT CO/THEYHOrO CBeTa», «6epeyb OT Bfarm», HaAMUCb «COAEPXUMOE CTEPUIbHO
BCKPBIVA WM NMOBPEXAEHNS YNaKOBKU», «HaMMeHOBaHWe U afpec Npou3BoanTens (M3roToBUTENS)»;
tOPTEP/YNOSIHOMOYEHHbIA  MpeacTaBuUTeNlb  MPOU3BOAMTENA (n3rotoBuTENSA) B  Poccun,
HCTpALWIOHHOe Y0CTOBEPEHWE, HOMEP BEPCUN ITUKETKMN.

¥ Ha KOpPOOKY K/IeAT JTUKETKY, 3allMLLalollyto 0T BCKPbITUS, C Hagnucblo «lapaHTus
|yrmpyeTes, ecniv naom6a NoBpexgeHay.

pKADOBKA. TPAHCMOPTHOM YMakOBKM: «KOZ CepTUMKauMM MpojayKuum B EBPONENcKOM Co3ex»;
BMEHOBaHME M afipec Mpou3BoauTens (M3roToBUTEeNs)»; «Ne napTum»; «daTta M3roTOBMEHMS»; «No
SIKyre»; CUMBOJTbl «6epeyb OT Bnaru»; «BHMMaHue, 06paTUTeCh K CONPOBOANTE/TbHBIM JOKYMEHTaM»;
lnonyckatb BO3AENCTBUS CO/THEYHOTO CBETay.

O6paTnTect K MHCTPYKLUMM MO

11 Howmep norta
NMPUMEHeHMIo

He ncnonb3yiiTe NOBTOPHO [«!] Howmep apTukyna
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. CrepunnusosaHo XpaHuTe B MecTax, 3almLleHHbIX
EOi 3TUNEHOKCNA0M OT COJIHEYHOrO CBeTa
I I ||/|3FOTOBI/ITeJ'Ib T CoxpaHsiTe Cyxum
Wcnonb3osatb go NM-Trr-mMm He cTepnnunsyinTe noBTOPHO
2

He ncnonsbsoBaTh npu
NOBPEeXJEeHHOM ynaKoBKe
Copepxnmoe octaeTcs \ L
CTEPWIbHbIM 10 BCKPLITUA WA
NMOBPEXEHNA YNaKOBKN

Kog cepTudmkaumm npogykunm B
EBponelickom Coto3e

9 KOMMMNEKT MOCTABKWU
ECTaB MeULIMHCKOro nsgennsa «Habopbl Urn gna LemeHTa KOCTHOr0» BXOAAT: - MHCTPYKLUMSA MO
1beHEeHWO - 1 WT.

(gpIvrn gna BepTebponnacTUKM, BapnaHTbl UCMONHEHNSA:
Hopurn gna septebponnactukuy (Vertebroplasty Needle Kit) B cocTaBe:
vakamop 8 G ¢ 60KOBbLIM 0TBEPCTUEM, YeTblpeXrPaHHbIM KOHLOM, NepexofHUKOM J1yep-J10K -
m
08kgP KaHI/IMPOBAHHBIN - 2 LUT.
'HeKap - 2 WT.
JANHBEKLMOHHAA C NMepexogHmMKom Jlyep-J1ok - 2 wr.
LUAC METKamMW TNy6uHBbI - 2 LUT.
3[cTpyKUst N0 NPUMEHEHUIO - 1 wiT.

- Hapwrn gnsa septebponnactukuy (Vertebroplasty Needle Kit) B cocTtase:
raka/mop 8 G ¢ 60KOBbIM OTBEPCTUEM, YeTbIpeXTPaHHbIM KOHLOM, nepexofHuKom Jlyep-J10K -
irr.
J caKgp KaHI0/IMPOBaHHbIN - 2 LUIT.
10aKap - 2 WT.
<JBMHBEKUMOHHAsA C rnepexogHnKom Jlyep-J1oK - 2 L.
NRC MeTKamu ry6uHbI - 2 LUIT.
) [CTpykumsi MO MPUMEHEHMIO - 1 LUT.

maoop urn ansa septebponnactukm (Vertebroplasty Needle Kit) B cocTaBe:
rakamop 8 G ¢ 60KOBbIM OTBEPCTUEM, CKOLUEHHbIM KOHLIOM, nepexogHUKom Jlyep-J1ok - 2

0akgP CO CKOLLEHHBIM KOHLIOM - 2 LUT.
JAVHBLEKLMOHHAA C NepexogHNKoM J1yep-J1oK - 2 wr.
WET- 2 LUT.

KITRYKWH N0 MPUMeHeHuto - 1 wr.

Vebop nrn gna septebponnactukm (Vertebroplasty Needle Kit) B cocTase:
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AaKamop 12G ¢ 60KOBbIM OTBEPCTMEM, YEeTbIpeXTPaHHbIM KOHLIOM, nepexofHUKom Jlyep-J10K
Lm

oaegp- 2 LUT.

BAMHBEKLUMOHHAsA C NepexogHnKom JTyep-J1oK - 2 wWr.

FCGET - 2 LUIT.

KIPYKU/AA M0 MPUMEHEHMIO - 1 L.

letpurn pna septebponnactuky (Vertebroplasty Needle Kit) B cocTtaBe:
rmKamop 12G ¢ 60KOBbIM OTBEPCTMEM, CKOLUEHHbLIM KOHLIOM, MepexofHukom Jlyep-JS1ok - 2

0BKgP CO CKOLLIEHHbIM KOHL,OM - 2 LUT.
ANHBEKLUMOHHAA C nepexogHMKom Jlyep-J10K - 2 .

VIET- 2 LUT.
HOTRYKLWA MO NPUMEHEHMIO - 1 T,

popbl U1 ANa 6uoncun, BapuaHTbl UCMOSTHEHWUS:
«abop vnrn gns 6uoncumn (Biopsy Kit), B cocTaBe:
reas Guoncnn K Habopy Urn anst BeptebponnacTukm Kanuépa 8G ¢ nepexogHmMKom Jlyep-J1ok
'
HET-1 wr.
, LTpyKUMA NO NpUMeHeHuIo - 1 .

letopwrn pgns uoncum (Biopsy Kit), B cocTase:

r41a 6roncun K Habopy mrn ana BeptebponnacTukm Kanmbpa 10G ¢ nepexofHUKoOM Jlyep-
ol-1um.

BET-1 Wr.

Lyxkupa N0 NPUMEHEHNIO - 1 L.

M1 rn-npoBogHMKoB Anst BepTebponnactuku (BoHe Access Needle), BapuaHTbl
<HONHEHVA:

Hoop Nrn-npoBofHMKOB An1s BepTebponiacTukn (Bone Access Needle), B cocTase:
raa-rnpoBOAHVIK 4151 BEpPTeOPONNACcTUKM C YeTbIpeXrpaHHbIM KOHLIOM, Kanimbp 8 G, gnmHa 140
-1,

vwer-1 wr.
. iQyKH-H no npumeHeHuo - 1 wr.

Hogp Nrn-npoBofHMKOB Ans BepTebponiacTukm (Bone Access Needle), B cocTaBe:
rN1a-NPOBOAHUK 4151 BEPTEOPONIacTUKM C YeTblpexrpaHHbIM KOHLOM, Kannbp N G, gnmHa 100
Sel 11T,
Iruer- 1 wr.
4 KTpyKUW A N0 NPUMEHEHUIO - 1 LT,

1e6op irn-npoBofgHUKOB Ans BepTebporniacTuku (Bone Access Needle), B cocTaBe:
Na-NPOBOAHVIK 18 BEPTEOPONNACTMKN CO CKOLLIEHHbIM KOHLIOM, Kanmbp 11G, anvHa 100 mm- 1

>SUEeT- 1 W,
KTPYKLWA MO NPUMEHEHUIO - 1 LT,
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{énnep Megukan FmeX» <Nlorotnn:«MénnepMepnkan»>
(epkynneHwTpacce 29-31 « D-36043 ®dynbpa «a/a 1737, D-36007 dynbaa

i:+49 (0) 661-94195-0 « dakc: + 49 (0) 661-94195-850

BrpoHHas nouta: info@moeller-medical.com ¢ VHTepHeT-caiiT:

d.raoeller-medical.com

<LlITamn: 3aBepeHHas poToKonunsa>

1a6op Irn-npoBoAHNKOB An1a BepTebponnacTtukm (BoHe Access Needle), B cocTaBe:

rNa-npoBOAHVIK A/11 BEPTEOPOM/IACTUKM C YETbIPEXTPaHHbIM KOHUOM, Kanmbp 11G, gnvHa 150
LLIT.

WoeT - 1 Lwr.

Tpykuma no NpumMeHeHuto - 1 .

H6op rn-npoBoaHNKOB A5 BepTebponnactuky (BoHe Access Needle), B cocTaBe:
rNa-nNpoBOJHVK 47191 BePTEOponIacTUKM CO CKOLUEHHbIM KOHUOM, Kanmbp 11G, givHa 150 mMm -
r

TWET - 1 1WT.

BCTRYKLMA MO MPUMEHEHWIO - 1 L.

Hebop Nrn-npoBoAHNKOB a1 BepTebponnacTtukn (BoHe Access Needle), B cocTaBse:
rN1a-NPOBOAHVK /151 BEPTEOPONIACTUKN C YeTbIPEXTPaHHbIM KOHLOM, Kanubp 13G, anuHa 100
ol um

rarer- 1 wr.

BCTPYKLYAA MO MPUMEHeHUIo - 1 LwT.

labop Wrn-npoBofHMKOB AnA  BepTebponniactukm  (Bone Access Needle), BapuaHTbl
HYTHEHVS:

rN1a-NPOBOAHVK /11 BEPTEOPONNACcTUKN CO CKOLLUEHHbIM KOHLOM, Kannbp 13G, gsivHa 100 Mm -
IT.

er-1 wr.

HOTPYKLW/A M0 NPUMEHEHMIO - 1 1T,

BgbIIrn-npoBogHUKOB ansa 6uoncun (Biopsy Needle), BapnaHTbl UCMOSTHEHWUS:
1) Habop Urn-nposoaHunkKos ansa 6uoncun (Biopsy Needle), B cocTase:

\a-nNpoBOAHUK ANs buoncun, ans Urnbl Kannopa 8G agnvHon 140 mm - 1 wit.

TWIET - 1 1T,

Noop Nrn-nposogHmKoB ans 6uoncun (Biopsy Needle), B cocTaBe:
rNa-npoBOAHMK ANst buoncmn, 4na urnbl Kanvépa 11G gavHon 100 mm - 1w,
WeeT - 1w,

HOTPYKUMA MO0 MPUMEHEHMIO - 1 LT,

1a6op Nrn-nposogHuKoB ansa 6uoncum (Biopsy Needle), B cocTase:
rNa-NPOBOAHVIK A4N1a 6roncum, ansa urnbl Kannépa 11G gavHoi 150 mm - 1 wr.
urer- 1 .

KTPYKUMA M0 MPUMEHEHUIO - 1 LT,

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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p Megukan MmeX» <Norotun:«MénnepMegnkan»>
KpKynneHwTpacce 29-31 ¢ D-36043 dynbaa «a/a 1737, D-36007 dynbaa
+49 (0) 661-94195-0 » dakc: +49 (0) 661-94195-850
npoHHas nouta: info@moeller-medical.com ¢ NHTepHeT-caiiT:
«.moeller-medical.com

<LlItamn: 3aBepeHHada hOTOKONUS>

10, OCHOBHbIE TEXHUWUHECKUNE XAPAKTEPUNCTWUKW

1, Tpoakapbl, CTUET, Cr1Lbl C METKaMW TyOMHbI, UHBEKLMOHHASA MUrna ¢ nepexogHnKom Jlyep-J1ok
rebIn3 XPOM-HUKENbHOM ayCTEHUTHOW Hep)aBetoLein ctanm mapkn 1.4301 no ctaHgapty AlSI 304,
BLAIOLLEM MOBbILLEHHOM KOPPO3VMOHHOM CTOMKOCTbI, W3HOCOCTOMKOCTBI, CTabU/IbHOCTBLIO MpwU
1Mo06paboTKe M AO/ITOBEYHOCTbLIO 3aTOMKWU. M34enns yCTOMUMBBI K KIMMATUYECKUM BO3AEACTBUSAM
bkennyatauym, TpPaHCNOPTUPOBAHUN N XPaHEeHUMN,

aboTka MNOBEPXHOCTU: 31EKTPOMOINPOBKA.

CTMaccoBble AeTann (pyyka Mrn, KpbllwKa cTuieTa u Bcex TPoakapoB) BbIMO/IHEHbI U3
noytuneHtepedtanarta (MBT) Bbicoko naoTHOcTM (Celanex 2401 MT); Knesillee BeLLLECTBO

:AVHeHVe N1acTMaccoBOM YacTy co cTasibio) Monopox MG 017.

[Fepi npremneMocTy ANs yCTOMYMBOCTM MPOK/IEEHHbIX YacTell K cunam pacTskeHus: > 450 H

roBoe coegnHeHue Tuna Jlyep-J10K: NOMN3ITUIEH HU3KOTO [LaB/eHNS;

UTHas 060/104Ka Ana urn: nonnatuned RAU - PE 140 natur;

tOTCS UMbl € CUHel (8G kannbp), gmonetosoit (11G kanmbp), xxentoli (10G kannbp), opaHXeBoW
S5Kanmop) nnm 3eneHol (12G Kanmbp) pyykoid,

CUTEN, MCNONb3YeMble NP NPOU3BOACTBE NiacTMacc:

k1 2,0-3,0%, RAL Reichsausschub for LeiferbedingungenOOl 1;

LeroBbi 1,8-2,8%, 3084, RAL5005;

Win2,5-3,5% 6011, RAL 3107;

HhN2,0 - 3,0% RAL enTo-3eneHblii 6018;

BieBbin 2,0-3,0% RAL Design 0606080;

NNYECKME XapPaKTEPUCTUKN CTaVT:

paBetoLLas CTaslb XpoM-HUKe/IbHaA ayCTeHUTHasA HepXKaBeloLas cTab no
crtaHgapty AlSI 304

fra 1.4301

HOTHOCTL 7900 kr/m™

epaocTs no bpuHennio 195 HB

(hoX0BaTOCTb, MKM 0,8 mkm Ra

TpOTa KONHOLLEN YacTu He gomkHa npesbiwarts 0,025 mm

PPO3VIOHHasA CTOMKOCTb BbICcOKas cTeneHb yCTOMYMBOCTU

O4HOCTb 360 H/mm~

15
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Ménnep Megukan FmeX»

XpKynneHwTpacce 29-31 « D-36043 ®ynbga «a/sa 1737, D-36007 dynbaa
r +49 (0) 661-94195-0* dakc: -H49 (0) 661-94195-850

LwpoHHasa nouTta: info@moeller-medical.com ¢ HTepHeT-caiiT:
iw.raoeller-medical.com

&a 1.

LLWMLWHCKOe n3genne «Habopbl Urn ans LieMeHTa KOCTHOr0» BK/IOYAET C/eAyHoLLne BUAbI UMN:
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<florotnn:«MénnepMepgnkan»>

<LlITamn: 3aBepeHHasa poTokonua>

Mrna wn3 Habopa wurn gna
BepTEOPONNACTUKK

(Vertebroplasty Needle Kit) (Ha
puc.l Wrna kammbp 10G ¢
YeTbIpexrpaHHbIM  KOHLOM)  C
60KOBbIM 0TBepcTuem (puc. 2),
YeTbIpexrpaHHbIM

(puc.4)/cKoLLEHHBIM (pwnc.5)
KOHLLOM, LUepexogHnkom Jlyep-
NOK (pwc. 3).

Mrna npomapkupoBaHa 4depes 1
CM. Mcnonb3yeTcs Kak Hapy>kHas
KaHioNns; B Heé  BCTaB/sAeTCH
NHBEKLUMNOHHAA urna c
nepexogHukom Jlyep-Jlok, nu6o
Tpoakap, Mbo urna gnsa éruoncun.
O6ecrneunBaeT focTyn K Teny
Nno3BoHKa

CTpenka Ha py4yke yKasblBaeT Ha
O60KOBOEe OTBEpCTUE UMbl AN
Hanpas/eHns noToka
WHBELMPYEMOTO LIEMEHTA.

K nepexofHuky Jlyep-Jlok Urnbl
NpUCoesuHNAETCA  CTaHAApPTHbIN
wnpuy, ¢ nepexofHuUKom Jlyep-
JloK,  3anofiHeHHbIA  KOCTHbIM
LEeMEHTOM, 419 UHBELMPOBAHNA B
Ten0 No3BOHKa.
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<Jlorotun:«MénnepMegnkan»>

<llITamn; 3aBepeHHasa poToKonmna>

MHBbeKUMOHHaA urna c
nepexogHukom Jlyep-Jlok (pwuc.
1) cnyxut  4na  BBeAEHUSA
LlemeHTa KoCcTHOro Vertecem V+.
BokoBas Lenb (puc. 2) no3sBonseT
HanpaBuUTb LIEMEHT B HYXHOe
MeCTO. WHBEKUMOHHAa wurna c
nepexogHNKOM Jlyep-J1ok
BCTaB/IAETCA B WIJy HYXHOrO
Kanmbpa n3 Habopa  AnA
BepTEOPONIACTKUKN

17
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<florotnn:«MénnepMepgnkan»>

<LliTamn: 3aBepeHHasn poTokonusa>

(ucnonb3yeTcs  KakK  HapyXHas
KaHtons). CTpesnika Ha pyyKe Ur/ibl
ans BEPTE6PONIACTUKN
yKa3bIBaeT Hanpas/ieHne 60K0BOM
wenm (puc. 4). K nepexogHuky
Jlyep-J1oK (pwnc.3) npukpennseTcs
wnpuy, ¢ nepexogHukom Jlyep-
Jlok gna  nofjadnm  KOCTHOrO
uemeHta. Ha puc. 3 oTMeyeHa
BHYTPEHHAA my@ra. Mpwn
noBopoTe MYy ThbI npoTus
4YacoBOW CTPe/IKM  3aKpblBaeTcs
O60KOBOE OTBEPCTME  HapY>XHOW
KaHioM 408 HanpaB/ieHHOM
nojayv LemMeHTa.
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Ménnep Megukan Tm6X» <Jlorotun:«MénnepMegukan»>
KcepkynneHwTpacce 29-31 « D-36043 ®ynbaa «a/a 1737, D-36007 dynbaa

n:+49 (0) 661-94195-0 « dakc: + 49 (0) 661-94195-850

KKTpOHHas nouta: info@moeller-medical.com e VIHTepHeT-caiiT:

iw.moeller-medical.com

<LllITamn: 3aBepeHHasa poTokonusa>

KOHL,OM BCTaB/seTCA
NHBEKLMOHHAA urna e
nepexogHnkom Jlyep-JIok.

WMrna-npoBogHWK Ansa 6ruonenu,
ana vrn kannépa 8G un 11G.
ncrnonb3yetes A8 U3BIEYEHUS
06pasLoB KOCTU COBMECTHO C
"IN Vrnoin-npoBogHUKOM ANs
BepTe6PONIACTUKMN.

20
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©) 195-0 = <x>urc: 4+ N9 (0> 80O 1-9-« 195-850

JdnekTpoHHas noyta: info@ moeller-medicaj.com + VIHTepHeT-caliT;
www.moeUer-medical.com

Tabnuua 2. TexHMYECKNe XapaKTePUCTUKK UTN B Habopax 1 0TAeNbHbIX YNaKOBKaXx.

No
n/n

ApTukyn/ HassaHue nsaenns Konnyectso Martepuan
T, B NCMONHEHWNSA

Habope

Habopbl urn gna BeptebponnacTtukin, B cocTase:
(MmetoTCA Urnbl ¢ cnHen (8G), xenTtoli (10G) unu 3eneHoii (12G) pyukamm).

1

03.702.216S
Ha6op urn gns septebponnactuku (Vertebroplasty Needle Kit), B cocTase;
urna Kkanmop 8 G ¢ 60KoBbIM 2 Hep)xasetowas ctanb

0TBEPCTMEM, YETbIPEXTPaHHbIM Yron 3atoukmn 15°

KOHL,OM, nepexofHnKom Jlyep-JTok

Tpoakap KaH/IMPOBaHHbIA, CUHWUI 2 HepxxasetoLan cranb
Tpoakap 2 Hepxagerowas ctasib
Urna MHbLEKLMOHHAA C NMepexofHNKOM 2

Tyep-Tlok HepxaseroLas ctasib
cnuua ¢ MeTKamu rnyouvHbl 2 Hep>kaBetoLas ctasb
03.702.218S

Ha6op nrn ansa septebponnactuku (Vertebroplasty Needle Kit), B cocTaBe:
urna kamop 10 G ¢ 60KOBbIM 2 Hepxaserowas ctasib
0TBEpPCTUEM, YETbIPeXTPaHHbIM Yron 3atoyuku 20°
KOHLIOM, LepexogHukom Jlyep-Jlok

Tpoakap KaHH/MPOBaHHbIN, XXeNTbIl 2 Hepxxasetowasn ctasb
Tpoakap 2 HepxkaBsetoLasa ctasib

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

[NuHa vnrnel ¢
pyuyKoi/annHa
CTa/IbHOM

KaHAN**, MM

Onametp**, Mmm

Macca**, r

[lonycTVMble HOPMbI OTK/IOHEHUS TabapUTHBIX pa3MepoB ”

Maccbl +5%o.

180/140

187/179
189/180
195/176

230

160/120

167/159
168/159

4,20

3,40
3,00
3,40

2,00

3,40

2,60
2,30

YNnakoBaHHbIN™:

213,90
19,42

8,82
12,07
3,51

5,65

YnakoBaHHbIN™:

310,38
17,88

3,50
7,23

<WTamn: 3aBepeHHasa poToKONMUA>
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dnekTpoHHas nouTta; info@ moe!ler-medicaLcom + VIHTepHeT-canT;
www.moeller-medical.com

<WTamn: 3aBepeHHasa oTOKOMNUA>

Urna UHbLEKLUMOHHAA C NepexosHUKOM 2 175/156 2,60 3,03
Hepxaserowas ctasib

Nyep-Jlok

cnuua ¢ MeTKaMmu ryouHbl 2 Hepxasetowasa ctans 210 2,00 5,15

03.702.219S YNaKoBaHHbIN™*:

Ha6op urn gna seprebponnactuku(Yellebropla8ly Needle Kit), B cocTase: 308,72

nrna kasmop 10 G ¢ 60KoBbIM 2 HepxaBetowas ctans  160/120 3,40 17,77

OTBEPCTUEM, CKOLUEHHBLIM KOHLIOM, Yron 3aTo4ykn 20°

nepexogHnkom Jlyep-Jlok

Tpoakap CO CKOLUEHHbIM KOHLOM, 2 Hepxasetowasa ctanb  163/154 2,60 8,51

XXeNnTblIi

Urna MHbeKUVOHHasA ¢ NepexosHUKOM 2 Hepxaserowana ctans  174/155 2,60 3,05

Jlyep-J1ok

Ctunet 2 HepxaBetowas ctanb  160/151 2,30 6,96

03.702.220S YNakKoBaHHbIN™*:

Ha6op wrn gns septebponnactnku (Vertebroplasty Needle Kit), B coctaBe: 297,06

urna kanmop 12G ¢ 60KoBbIM 2 HepxaBetowas ctans  160/120 2,70 17,03

OTBEPCTUEM, YETbIPEXTPAHHbIM Yron 3aTo4ukn 20°

KOHLLOM, nepexogHnKom Jlyep-Jlok

Tpoakap 2 HepxkaBetowaa ctanb  168/159 1,90 5,56

Urna MHbLEKLUNOHHAA C NepexofHNKOM 2 174/155 1,90 2,75
Hep>kageroLlasa ctanb

Nyep-ok

Crtnnetr 2 HepxaBetowas ctans  153/144 1,60 421

03.702.221S YNaKoBaHHbIN*:

Hab6op wrn ansa septebponnactukm (Vertebroplasty Needle Kit), B cocTaBe: 297,20

nrna kanmop 12G ¢ 60KoBbIM 2 Hepxkasetowaa ctaib ~ 160/120 2,70 17,01

OTBEPCTUEM, CKOLLEHHBLLU KOHLIOM. Yron 3atoukn 20°

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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dnekTpoHHas nouta; info@ moeller-mcdical.com « WHTepHeT-cainT:
www.moeller-medical.com

nepexogHUKom Jlyep-Jlok

Tpoakap €0 CKOLUEHHbIM KOHLLOM 2 HepxxaBsetowas ctasib
Urna HbeKLUMOHHAsA C MepexogHNKOM 2 Hep>xaBetoLan ctasib
Nyep-Jlok

Ctunet 2 HepxasetoLasa ctasnb

Hab6opb! urn gna 6uoncuu, BapuaHTbl UCMONHEHUSA:

(nmetoTcs mrnbl ¢ cnHumm (8G) mxkenTtoi (10 G) pyukamm)

1 03.702.222S
Hab6op wrn gnsa 6uoncum (Biopsy Kit), B cocTaBe:
urna gns éuorncum K Habopy urn ans 1 HepxxaBsetoLyasa cTasb
BepTebponnacTukn kanuopa 8G c Yron 3atoukn 15°
nepexogHMkKom Jlyep-Jlok

CTUNET 1 Hep>xaBetoLas ctasb

2. 03.702.223S
Ha6op vrn pns 6HOHCHH(Biopsy Kit), B cocTase:
urna gna éuoncun K Habopy vrn gns 1 Hep>kaBetoLas ctasnb
BepTebponnacTnku Kanmoépa 10G c Yron 3aTouku 20°
nepexogHkKom Jlyep-J1ok

CTUNeT 1 Hep>kaBetoLasa ctasb

Habopbl Mrn-npoBogHMKOB AN BepTebponsiacTukm (Bose Access Needle), BapnaHTbl UCMOSTHEHUS:

163/154
174/155

160/151

194/175

204,5/196

174/155

184,5/176

(nmetoTes urabl ¢ cuHumK (8G), dmonetosbiMn (11G) unn opaHxesbiMu (13G) pyukamm)

1 03.702.240S

Hab6op Vrn-npoBogHnKoOB ansa BepTebponnactuku (BoHe Access Needle), B cocTaBe:

Mrna-npoBogHUK ansd 1 HepxageroLasa ctasb.
BepTeOPONNACTUKM C YeTbIpeXrpaHHbIM Wrna ¢ BonHOBO

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

180/140

1,90
1,90

1,60

3,40

2,90

2,60

2,10

4,20

<WTamn: 3aBepeHHaa poTOKOMNUA>

5,40
2,76

4,27

YNaKoBaHHbIN*:
114,0

B 3aluTHOIA
ob6osniouke 7,06/
6e3 3aWmnTHON
060104KN 4,92
11,36

YNaKoBaHHbIN*:
107,40

B 3awuTHOIA
o6onouyke 5,91 /
6e3 3alLLUTHO
o06onoukn 4,03
5,84

B 3awuTHOI
o6onouke 40,1
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3nekTpoHHaa noyta: info@moeller-medical.com ¢ VHTepHeT-cailT;
www.moeller-medical.com

<WTamn: 3aBepeHHasa hoToKONUA>

KOHLOM, Kanimop 8 G, gnimHa 140 mm

3aTOUYKOW 1 Pa3beMoM
«Jlyep-JTok». 0%
3aTouka.

/ 6€e3 3alWnTHOM
060/104KKN 34,6

YnakoBaHHbIe™*:
922,1r

CTUNET HepxaBetowas ctanb  189,5/180 3.4 133r
03.702.241S HepyxaBetowias ctanb.  140/100 3,15 B 3awuTHOI
Mrna-npoBogHUK ons Wrna c BonHOBOIA obonouke 25,60
BEPTEOPONNIACTUKM C YETbIPEXTPAHHbLIM 3aTOYKON 1 pasbeMoMm / 6e3 3aWmnTHOMN
KOHL oM, Kannép 11 G, gnmHa 100 mm «Jlyep-JTok». 20 060/104KKN 24,24
3aTouyKa. YnakoBaHHble*:
77,60 r
CTUneT HepxaBetowas ctanb  148,5/139 2,63 6,2 T
03.702.243S HepxxaBetowas ctans.  140/100 3,15 B 3awmTHOM
Mrna-npoBogHUK AN Wrna c BonHOBOWA obonouke 25,5/
BEPTEOPONNACTUKM CO CKOLLEHHbIM 3aTOYKOIN 1 pasbeMoMm 6e3 3aWmnTHOM
KOHL,OM, Kannép 11G, gnvHa 100 mm «Jlyep-JTok». 20 000/104KU 24,2
3aTouyKa. YnakoBaHHble*:
775
cTuneT 143,83/33 2,63 6,0r
03.702.244S Hepykasetowaa ctanb.  190/150 3,15 B 3awmTHOM
Mrna-npoBogHVIK /1A Wrna c BonHoBOWA o6osnoyke 28,98
BepTEOPONNACTUKM C YeTbIpEXTPaHHbIM 3aTOYKON M pa3beMOM / 6e3 3amnTHOM
KOHLOM, Kanmbop 11G, gnvHa 150 mm «Jlyep-J1ok». 20 obonouku 27,07
3aTouyKa. YnakoBaHHble™:
81,1r
cTuneT Hepxaserowasa ctanb. 195,189 2,63 85Tr
03.702.245S HepxxaBetowas ctaneb.  190/150 3,15 B 3awmnTHOM

Mrna-npoBogHUK ans
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Vrna c Bo/IHOBOM

06osiouKe 28,94
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BEPTEOPONIACTUKM CO CKOLLIEHHbIM
KOHLOM, Kanubp 11G, gavHa 150 mm

YnakoBaHHbIE™:
CTUneT
6. 03.702.246S

80,951

Mrna-npoBogHUK aNns
BepTEOPONNACTMKM C YeTbIpexrpaHHbIM
KOHLOM, Kanmbp 13G, gnvHa 100

cTunet
7. 03.702.247S

Mrna-npoBogHnK 4ns
BepTEOPONNIACTUKM CO CKOLLEHHbIM
KOHLOM, Kasimbp 13G, gnvHa 100 Mm

cTunetr

3aTOYKOM N pa3beMoMm
«JTlyep-JToK».

HepxasetoLaa ctab.
HepxasgetoLan ctanb.
Wrna c BonHoBoW
3aTOUYKOWN U pasbemMoM
«Jlyep-Slok». 0
3aToukKa.

Hep>kaBetoLasa ctasib.
Hep>kaBeroLas ctasb.
Wrna c BonHOBOW
3aTOYKOWN 1 pasbemMoM
«Jlyep-NTlok». "
3aTouka.

Hep>xaBetoLasa ctasib.

193,83/184,33
140/100

147,5/138
140/100

143,75/134,25

Habopbl Nrn-npoBogHUKOB A1 6uoncun (Biopsy Needle), BapnaHTbl UCMOHEHNSA:
(Py4KKM Urn oTAMYaroTCA Mo UBETY - CMHME NpegHasHayveHbl Ana urn 8G asis ocTyna K KoCTu, a puonetoBble - ansa urn 11G)

1 03.702.250S

Wrna-npoBogHuK ans buoncuu, ons
nrnbl Kannépa 8G gnnHoi 140 mm

cTuneT
2. 03.702.251S
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1

Hep>kasetoLLlas ctanb.
3aToyka TpyoKM Ur/bl
15°.

Hepxagetoulan cranb
HepxasgetoLasn ctanb.

195/176, ans wrnbl
ONIMHOM 140 Mm

205,4/197
155/136, ans vrnol

2,63
3,15

1,98
2,50

1,98

3,40

2,9
2,60

<WTamn: 3aBepeHHas hoTokoNnmnsa>

/ 6e3 3alnTHOM
060104KKN 27,04

83r

B 3awmTHOM
060s104Ke 22,51
/ 6e3 3alnTHOM
ob6ono4vkn 21,2
YnakoBaHHbIe™:
74501

35r

B 3aluTHOIA
o6onouke 22,5/
6e3 3allnTHO
060n104KkN 21,2
YnakoBaHHbIe™:
74501

35r

B 3aluTHOI
obonouke 21,4/
6e3 3alnTHOM
06onoykn 16,8
YnakoBaHHbIe™:
77,8

110r
B 3auwmTHo
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<WTamn: 3aBepeHHasa poToKONMUA>

Mrna-npoBoaHWK ansi buoncuu, ans 3aTouka TpyoKn urnbl  AnnHon 100 mm obonouke 13,11

urnbl Kanmépa 11G gavHon 100 mm 15°. / 6e3 3alnTHO
060n104KkM 9,53
YnakoBaHHble*:

69,55
CTUNEeT 1 Hepxasewowasa ctasib 165,4/157 2,1 47T
3. 03.702.252S 1 HepxxaBetowaa ctanb.  205/186, pna urnsl - 2,60 B 3aluTHOIA
Mrna-npoBofgHUK gns 6uoncum, ans 3aTouka Tpy6KM uUrnbl  anvHon 150 Mm 060/104Ke 16,38
nrnbl Kannépa 11G gavHoin 150 mm 15°. / 6e3 3alNTHO

06o0n04ykn 11,49
YnakoBaHHbIE™:
72,8

cTuneT 1 Hepxaserowasa ctais  215,4/207 2,1 6,0r

Tabnuua 3. CBefieHMs1 0 MaKCMMalbHOM YCUINKU MPOKoa

TecT Ha NPoKo/ MaTepuasna,

MonuypeTtaHoBas nneHka
3aMeLLaroLLLero KocTb

HanmeHoBaHWe Habopa U Kof apTuKy/a MHBbeKumoHHas MHbeKUMOHHaA
urnac Cnunuac urnac
Cnuua ¢ meTKamu
nepexogHMKOM MeTKamu nepexogHMKOM FNY6MHbI
Jlyep-J1oK u rnybuHbI Jlyep-J1oK u

Tpoakap Tpoakap
Hab6opb! Mrn-nposogHnKoB Ans éuoncun 03.702.250S 131 H H/N 164,0 H H/N
Habopbl Nrn-nposBogHnKoB anst 6uoncum 03.702.251S 173 H H/N 1230 H H/N
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I Ten.: + 49 (0) 661-94195-0 « dakc: + 49 (0) 661-94195-850
3nekTpoHHasa nouTa: info@moeller-medical.com ¢ NHTepHeT-caiT:
www.moeller-medical.com

Hab6opb! Mrn-nposBogHuKoB gns éuoncum 03.702.252S

Hab6opb! urn gna septebponnactukm 03.702.216S

Habopbl urn gna septebponnactukm 03.702.218S

Hab6opbl urn ans septebponnactukn 03.702.220S

Hab6opbl urn ans septebponnactukm 03.702.219S

Hab6opb! urn gna septebponnactuku 03.702.221S

Hab6opb! urn gna 6unoncmmn 03.702.222S

Hab6opb! urn gna 6unoncmn 03.702.223S

Hab6opbl rn-npoBogHMKoB ans Beptebponnactukm 03.702.241S

Hab6opb! Mrn-npoBoAHNKOB 15 BepTebponnactuku 03.702.240S

Habopbl Mrn-npoBogHNKOB a5 BepTebponnactuku 03.702.244S

Hab6opbl rn-npoBogHNKoB ans Beptebponnactuku 03.702.246S

Hab6opbl rn-npoBofHUKOB ANnA BepTebponnactukm 03.702.247S
Hab6opbl Mrn-npoBogHNKOB anst Beptebponnactuku 03.702.243S
Hab6opbl Mrn-npoBoAHUKOB 15 BepTebponnactukm 03.702.245S
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173 H
173 H
270H
142 H
131 H
173 H
131 H
173 H
128 H

173 H
128 H

94 H

170 H
94 H
11,4H

H/N
3,4 H
73 H

H/n

H/n

H/n

H/N

H/n

H/n

H/n
H/n

H/n

H/n
H/n
H/n

<W Tamn: 3aBepeHHas oTOKONMUA>

1230 H
2020 H
1720 H
1320 H
1640 H
1230 H
1640 H
1230 H
1400 H

202,0 H
1400 H

113,0H

1230 H
113,0H
1430 H

H/n
H/n
H/n
H/n
H/n
H/n
H/n
H/n
H/n

H/n

H/n

H/n

H/n
H/n
H/n

27



«Ménnep Megukan MmeX» <Jlorotun;«MénnepMegunkan»>
3accepkynneHwuTpacce 29-31 « D-36043 ®ynbpa ¢ a/a 1737, D-36007 dynbaa

len: + 49 (0) 661-94195-0 « dakc: + 49 (0) 661-94195-850

3nekTpoHHas nouta: info@moeller-medical.com ¢ WHTepHeT-caiiT:

irww.moeller-medical.com

<Ultamn: 3aBepeHHasa poToKONUSA>

11. TPEBEOBAHNA K OXPAHE OKPY>KAPOLLI,EI7I CPEADbI
13nenve «Habopbl uUrn 4na uemeHTa KOCTHOro» npowussoactea Moller Medical GmbH, MepmaHus,
e30MacHo A/151 OKpyXKatoLen cpefpl.

12. FAPAHTUWHBIE OBA3ATE/IbCTBA, MOC/NEMNPOAAXHbI

KOHTPO/Ib

[3roToBUTENbE rapaHTUpyeT COOTBETCTBME WU3L4eNIMA TpeboBaHUAM TeXHUYECKON [OKYMeHTauuu
p1 cOOMOAEHMN MpaBW TPAHCMOPTMPOBAHWSA, XPaHeHUS WU MPUMEHEHUS, eCNn yNakKoBKa He
CKpbITa N He noBpexfieHa. MapaHTa pacnpocTpaHseTcss Ha BeCb CPOK FOAHOCTU MEAWMLMHCKOIo
3genns. Ménnep Megukan TmM6X NpoOBOAUT MNOCAENPOAXKHbLIA KOHTPO/Ib B COOTBETCTBUM C
apekTuBon Coeta 93/42 /| EEC, uT06bl OoTCNeXuBaTb /10601 CUrHan Kacaemo 6e30MacHoCTH,
OBbIX HEraTuBHbIX MOC/EACTBUIA, BO3HWKAKOLLME BOMPOCHLI, HOBblE KaTeropmm >anob / >kanobbl
acaeMo MCXO0AHbIX NapaMeTpoB, UKW JONOSHUTESIbHbIE PUCKMN.

[pounssoguTens:

loller Medical GmbH Wasserkuppenstrasse 29-31, 36043 Fulda, Germany /Ménnep Meankan
neX, BaccepkynneHTTpacce, 29-31, 36037 dynbaa, N'epmaHns

enedpoH / thakc: +49 (0) 661 941 95 O

Apec aneKTpoHHOM nouThl: info@,moeller-medical.com

ant: wvw.moeller-medical.com

(ecto npoussoacTBa: Wasserkuppenstrasse 29-31, 36043 Fulda, Germany /Ménnep Meaukan
M6X, BaccepkynneHTTpacce, 29-31, 36037 dynbga, 'epmaHus

enedioH / doaxc: +49 (0) 661 941 95 O

Jpec 3n1eKTpPoHHOM noyThbl: info@moeller-medical.com

b BceM Bonpocam, KacawLWMMCA 3KCryataumm, KadectBa U3gennsa wU Ap., Ha Tepputopuu
occuiickon defepaumn cnegyeT obpawtatbc B OO0 «IXOHCOH & [>KOHCOH»:

)puanyeckuii agpec: Poccus, 121614, r. MockBa, yn. Kpblinatckasd, a. 17, kopn. 2

eneqoH: +7(495)580 77 77

email: reception mdd@ITS.JNJ.com.
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HacToswum yaocToBepsieTcst COOTBETCTBUE
BbILLIENPUBEAEHHOW KCEPOKOMUM
NpeacTaB/ieHHOMY MHe OpUTUHaNy.

i dynbaa, 5 ceHTA6pA 2017 roga

< rnognucaHo >
HoTapuyc

< MpoLwmnTo 1 CKPenaeHo 6e0 KPYrnon penbedHoi neyaTbio ¢ BOTHUCTbIMU
Kpasmn: JOKTOP XAPA/IbA XOMAH; HOTAPNYC I'. dYJIbJA >
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AMNOCTWIJb
(Maarckass KoHBeHUMs 0T 5 oKTA6ps 1961 ropa)

1. CrpaHa: ®egepaTtmBHasa Pecnybnuka MepmaHus
HacTtosawuin ohmumanbHblii JOKYMEHT

2. noanwvcaH A-pom XapanbLoMm XOMaHOM

3. BbICTyNawLWMM B KayecTBe roCyAapCTBEHHOro HoTapuyca

4. CKpennéH neyarbto/LLiTamnom
HoTapuyca a-pa Xapanbja XomaHa

Y 10CTOBEPEHO:
5. BT. ®dynbga 6. 8 ceHTA6psa 2017 roga

7. TlpesngeHToOM 3eMesibHOro cyaa

©o

3aNe 91 E -717/17
9. nMeuaTb: 10. Mopgnuck

< noAanmcaHo >
O-p Mwonnep

i
MpoLLMTO 1 CKPensIeHO KPYr/ion peibehHON NeyvaTblo C BOTHUCTLIMU KPasiMn:
<Kpyrnas neyaTb: 3eMenbHbIli cya; Pynbga >

Mepesena Koctpukosa Bepa CepreesHa
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Poccuiickaa defepauns

[BajuaTb ceibMOro CeHTA6pA ABe ThbiCAYM CeMHaALATOro roga
A, AtpaxumoBudy TatbsaHa [laBnoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTb Noanucu nepesoauvnka KoctprnkoBoi Bepbl CepreeBHbi.
Mognwuck caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTb NoAnmMcaBLLIEro JOKYMEHT YCTaHOB/eHa.

3apeructpupoBaHo BpeectpesaNe J1-J71- 96 0O

B3bickaHo rocygapcTBeHHoM MonunHbl (no Tapudy): 100 py6. 00 kor.
T.M. ATpaxnmoBuy
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Poccuiickas deaepaupns. Fopog Mocksa
AB/UMbIL CEbMOro CEHTAOPA  [Be TLUYO ChIHLL LI TO o

R Atpaxumosuy TatbaHa as/ioHa, HoTapuyc ropoga Macksbl,
CBUAETENbCTBYMPHAC;b™ KIIMM_ C NMENcTaBneHHoro MHe

3auructpmpo>an91 peectpe: N . y = / =

B3bICKaHO Mo Tapudy: 2222,

ynnayerawjleycnyTnpaBoBoro 1 TEXHNYECKOro XepekTepe:.
T, ATPEXMMOBHY
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