INSTRUCTIONS FOR USE

Telescopic implant Fassier-Duval  for intramedullary fixation

Pega Medical Inc., Canada
1111 Autoroute Chomedey, Laval, Quebec CANADA H7W 5J8.
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Step 3

A male-size K-wire (not supplied) is inserted on the retrograde direction from the osteotomy
through the proximal fragment (in case for a need of a second osteotomy, the male nail is inserted
from the distal osteotomy). A second incision will be done at the buttock to allow the extremity of
the K-wire to exit proximally. The male driver (MDrl32-L, MDrl40-L, MDrl48-L, MDrlI56-L or
MDrl64-L) is introduced over the male-size K-wire.

Step 4

The K-wire is removed and the male solid nail is placed in the male driver, making sure that the
wings of the male solid nail are fitted into the male driver slot. The male drivers have the possibility
to lock the male component to facilitate maneuvering the nail upon insertion. To lock the male
implant component after it is inserted inside the male driver, simply rotate the eccentric ring to the
LOCK position.
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Step 5

The male solid nail is pushed distally after reduction of the osteotomy (ies) and screwed into the
distal epiphysis. Verify under fluoroseope that the distal thread is positioned beyond the growth
plate (otherwise normal growth may be affected.) Optimal position of the male solid nail on the

distal femoral epiphysis is achieved by centering the distal tip on both the antero-posterior and the

lateral views. For Short thread and LON components see “Speeifics on distal fixation”.

Once the male implant component has been screwed into the distal epiphysis, unloek the male by
rotating the eccentric ring to the UNLOCK position before removing the male driver.

Epiphysis Spongy bone

/ N

Male solid nail .
Male driver

Physis
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WARNING: Failure to unlock the male driverfrom the male, may result in the male implant com-
ponent being pulled out ofthe epiphysis and consequently lack ofsecure fixation.

The male driver is designed only to screw the male component. Do not use the male driver to
reduce the fracture. Align the bone segments before advancing the driver into the canal. Incorrect
use ofthe male driver could result in instrument damage.

Step 6
Removal of the male driver (unlock position) is done with the assistance of the pushrod (PSRIOO)
to reduce stressing of the nail fixation while the driver is pulled back.

Step 7

The female hollow nail is screwed into the Greater Trochanter using the female driver (FDrlOO or
FDrlOl). The threaded portion of the female head should be inserted in bone (at least one to two
threads), whereas the non-threaded part of the female head should be left within the non-ossified
part of the Greater Trochanter

Fenulednvtr

Malpositioning of the implant may result in abnormal loading conditions, which may be conducive
to premature implant failure.

Step 8

The female driver is then removed and the male solid nail is cut with the Male Cutter (MC200) for a
closer resection of the free end of the male component after the female component is implanted in
place. Through a 2.5 cm incision, the size-specific exchangeable cutting tubes can cut the male
component leaving a stub 10 to 15 mm above the female head for future growth.
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Step 9
The smoothness ofthe cut end of the male is checked with the probe (PR0O132-140, PR0148-156 or

PRO 164) of appropriate size. Then, incisions are finally closed.

Makirod o”amf «<mooUm»sfoftn»

33. PER CUTANEOUS TECHNIQUE
Step 1

After insertion through the Greater Trochanter of a small diameter guide-wire to the apex of the de-
formity, the femur is reamed to the appropriate size using the provided cannulated reamers.

Kankt

R«am»rtool

Step 2
The first osteotomy is done (through a 0.5 cm incision) in the convexity of the deformity, just distal

to the reamer.
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Rumer

Step 3

With counter pressure applied at the osteotomy site (with a mallet for example) the deformity is
progressively corrected (osteoclasis) by gentle manipulation. When the bone is straightened, the
guide wire is pushed distally and the reamer advanced accordingly.

Step 4

The guide wire is pushed distally to the apex of the second deformity. Then, the second osteotomy
should be done at the extremity of the reamer, following the same procedure described in steps 2
and 3 until the whole length of the medullary canal is reamed until just before the growth plate.

Steps 5to 10
See the Open osteotomy technique (steps 4 to 9)
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Once the proper alignment of the fragments is achieved over the reamer with the position of the
distal fixation defined in a neutral position (nail axis must be perpendicular to the joint line on the
AP view and in the middle of the epiphysis on the lateral view), the reamer and guiding wire are
replaced by the male and its driver (MDrl32-L, MDrl40-L, MDrl48-L, MDrlI56-L or MDrl64-L).
The male is onee again inserted on the anterograde direction from the proximal entry point and
pushed through the reduced osteotomy (ies) making sure the male wings are properly fitted into the

driver’s slots at all times.

Male driver

The male drivers have the possibility to look the male eomponent to faeilitate maneuvering the nail
upon insertion. To lock the male implant eomponent after it is inserted inside the male driver,
simply rotate the eeeentrie ring to the LOCK position.

Step 4
The male solid nail is pushed distally after reduction of the osteotomy (ies) and serewed into the
distal epiphysis. The fixation differs with the type of implant chosen. For short thread and LON

components see “Speeifies on distal fixation”. Verify the position of the distal fixation under image
intensifier.

Once the male implant component has been fixed into the distal epiphysis, unlock the male by rotat-
ing the eeeentrie ring to the UNLOCK position before removing the male driver.

WARNING: Failure to unlock the male driverfrom the male, may result in the male implant com-
ponent beingpulled out ofthe epiphysis and consequently lack ofsecurefixation.
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Step 7

The threaded portion of the female head should be completely inserted in tibial epiphysis, making
sure no threads are left across the proximal growth plate. The female driver is then removed and the
male solid nail is cut using the male cutter (MC200-HANDLE) flush with the head of the female
nail to prevent interference with the patella tendon and articular surfaces. A full range of motion of
the knee must be obtained before closing the wound.

Step 8
The smoothness ofthe cut end ofthe male is checked with the probe (PR0132-140, PR0148-156 or
PRO 164) of appropriate size. Then, incisions are finally closed.

Male rod cutand imoonm«»of ttw
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3.5 PRELIMINARIES HUMERAL NAIL

Choice of nail size
Estimate the length (t) of the rectified bone after osteotomy(ies). £is the distance between the tip of

the humeral head and the growth plate of the lateral condyle. The maximum length of the uncut nail
of the chosen size should be long enough to reach the distal epiphysis. The length of the female

hollow component is cut pre-operatively to a length of i-1 mm. The length of the male solid nail is

cut intraoperatively but, unlike femoral rodding, the nail should not protrude above the female
hollow nail -due to a risk of interference with the rotator cuff. The choice of SPS (short) or LON
series which defines the length of the distal thread or non threaded fixation should be based on the
size of the epiphysis on the lateral condyle as measured from A-P x-ray film.

Step 1
Through a classic anterolateral approaeh between the Brachialis anterior and the wrist extensors, the

radial nerve is identified and protected. The humerus is then approached subperiosteally and the
first osteotomy is executed under C-arm guidance.

15

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



Step 2

Re:ming of the proximal fragment is done with a cannulated reamer or drill up to the Greater Tu-
berosity over a small diameter guidewire(G-wire 016 or G-wire 020) . The diameter of the reamers
included in the instrument set(DR132, DR140, DR148, DR156 and DR164) are 0.25 to 0.35 mm
larger than the diameter of the Fassier-Duval Nail implant size chosen. The distal fragment is
prepared in the same fashion with the K-wire directed to the lateral condyle.

Step 3

Additional proximal osteotomies may be required and should be performed percutaneously
whenever possible, with the guide wire exiting just anterior to the acromion in the middle of the
humeral head in the AP view. A male-size K-wire is inserted on the retrograde direction from the
osteotomy through the proximal fragment (in case for a need of a second osteotomy, the male nail is
inserted from the distal osteotomy). A second incision is done at the shoulder to allow the extremity
of the K-wire to exit proximally.
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Step 5

The male solid nail is pushed distally after reduction of the osteotomy (ies) and screwed into the
lateral condyle. Verify under fluoroscope that the distal thread is positioned beyond the growth
plate (otherwise normal growth may be affected.)

Optimal position of the male solid nail on the distal humeral epiphysis is achieved by centering the

distal tip on the Mediolateral view. For Short thread and LON components see “Specifics on distal
fixation”.

Once the male implant component has been fixed into the distal epiphysis, unlock the male by
rotating the eccentric ring to the UNLOCK position before removing the male driver.

WARNING: Failure to unlock the male driverfrom the male, may result in the male implant com-
ponent beingpulled out ofthe epiphysis and consequently lack o fsecure fixation.

.-Mat« solid nail Male driver

Epiphysis -

Step 6
Removal of the male driver (unlock position is done with the assistance of the Pushrod (PSRIOO) or
a small diameter K-wire to reduce stressing of the nail fixation while the driver is pulled back.

18

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



ATTENTION!!

Cutting the male component flush with the cartilage of the humeral head is mandatory to
avoid damage to the rotator cuff, therefore the preferred technique is to pre-cut the male
component with the appropriate length. Alternatively, the male nail could be cut once posi-
tioned 5 to 10 mm above the ideal fixation site by removing the male driver, cutting the male
component in situ at the desired level, and then continue driving the male until its final opti-
mal position. Once the male has been place in its final position, only the proximal tip will be
visible to place the female component over it.

Step 7

The female hollow nail is then screwed into the greater tuberosity using the female driver (FDrlOO
or FDrlOI) until it seats flush with the cartilage. A full range of motion of the shoulder must be
obtained before closing the wound.

M aicnail E«mai* n»( driver

4. IMPORTANT NOTES ON SIZING OF THE F-D NAIL

FEMAILE NAIL SIZE AND LENGTH

Once the estimated length (fl) of the rectified bone after osteotomy (ies) is calculated and the diame-
ter of the medullary canal measured, the implant size is determined. Choose the largest diameter of
the nail that fits the patient” s medullary canal. Refer to the implants catalogue for maximum non-
extended length of each implant size available. The maximum length of the uncut nail ofthe chosen
size should be long enough to reach the distal epiphysis The length of the Female hollow nail is cut
pre-operatively to a length of fi-7 mm. Pega Medical offers to customize the Fassier Duval Nail to

19
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Duval ™ for intramedullary fixation
150v,0.00 2.00::’3
2,50:3%
oyt
560072

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



10,0 MO100 450+10 »wyoop F064 390+10 6,00%

- by the female unit
*- inside diameter

Produces three different types for distal fixation of male devices - with long thread, with a short
threaded and unthreaded (LON), as well as two different types of proximal for female devices - the
long and short threaded screw. Combinations of these devices provides us six implantable sets.

Depends of combinations between unit’s size and different nipples can be provided following set of
implants, presented in Table 2 with catalogue number.

Table 2. Available set of implants

No Name Catalogue number Stainless steel Description
1 2 3 4
FD-032(S)-SS; FD-032(L)-SS
Implant
L FD-032(SPS)-SS; FD-032(SPL)-SS Set of male and female
0 3,2mm units
FDLON-F032-SS; FDLON-T032-SS
FD-040(S)-SS; FD-040(L)-SS
Implant
2 FD-040(SPS)-SS; FD-040(SPL)-SS Set of male and female
0 4,0 mm units
FDLON-F040-SS; FDLON-T040-SS
FD-048(S)-SS; FD-048(L)-SS
Implant
3. FD-048(SPS)-SS; FD-048(SPL)-SS Set of male and female
0 4,8 mm units
FDLON-F048-SS; FDLON-T048-SS
FD-056(S)-SS; FD-056(L)-SS
Implant
4. FD-056(SPS)-SS; FD-056(SPL)-SS Set of male and female
0 5,6 mm units
FDLON-F056-SS; FDLON-T056-SS
FD-064(S)-SS; FD-064(L)-SS
Implant
5 FD-064(SPS)-SS; FD-064(SPL)-SS Set of male and female
0 6,4 mm units
FDLON-F064-SS; FDLON-T064-SS
FD-072(S)-SS; FD-072(L)-SS
Implant
6. FD-072 (SPS)-SS; FD-072 (SPL)-SS Set of male and female
0 7,2 mm units
FDLON-F072-SS; FDLON-T072-SS
FD-080 (S)-SS; FD-080(L)-SS
Implant
7. FD-080 (SPS)-SS; FD-080 (SPL)-SS Set of male and female
0 80 mm units
FDLON-FO080-SS; FDLON-T080-SS
FD-090(S)-SS; FD-090(L)-SS
Implant
8. FD-090 (SPS)-SS; FD-090 (SPL)-SS Set of male and femele
0 9,0 mm units
FDLON-F090-SS; FDLON-T090-SS
FD-100(S)-SS; FD-100(L)-SS
Implant
9 FD-100 (SPS)-SS; FD-100 (SPL)-SS Set of male and female
0 10,0 mm inits

FDLON-FIOO-SS; FDLON-TIOO-SS
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Key sizes of nails included to Telescopic implant Fassier-Duval

Catalog
#

FD-
032(L)-
sS

FD-
040(L)-
ss

FD-
048(L)-
ss

FD-
056(L)-
ss

FD-
064(L)-
sS

FD-
072(L)-
ss

FD-
080(L)-
ss

Size 0 X

Length
[mm]

032X
202

04.0x
338

04.8x
409

05.6 x
410

06.4 X
412

072X
413

08.0X

414

for intramedullary

fixation
Proximal fixation Distal fixation Layout view
[mm] [mm]
Standard femoral implants (long threaded distal fixation)
107
202
U.50 g
10
35 03,
C85
338
04.0
010
1 409
15,50
12
04.8
»10.75
410
135
05.5
011.5
412
16.50
06A
12.25
1 413
15,50
16
07,
07.2
013
414
1550
08.0
08.0
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Catalog
#

FD-
072(S)-
sS

FD-080
(S)-SS

FD-
090(S)-
sS

100(S)-
ss

FDLON
-F032-
SS

FDLON
-F040-

FDLON
-FO48-
SS

Size 0 X
Length
[mm]

07.2X
408

0 8.0x
409

09.0x
409

0 10.0 x
409

032X
194

04.0 x
330

04.8 X
400

Proximal fixation

[mm]

§112.25

*U.50

013

>16.50

013.5

16.50
F_J

=4

Lon femoral implants (non-threaded distal Fixation)

07

16!50

08.5

16.50

010

16.50
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Distal fixation

[mm]
1
7.2
12
2)8.0
12
09.0
12
210.0

45
r 03.2
%P a
04.0
5.5
04.8

Layout view

408

409

409

09.1

409

010.1

1947

03.3

330

04.1

400

24
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Catalog
#

FD-
064(SPL
)-SS

FD-072
(SPL)-

FD-080
(SPL)-

FD-090
(SPL)-
SS

FD-100
(SPL)-
SS

Size 0 x
Length
[mm]

0 6.4 x
412

07.2x
413

080
x414

09.0X
414

o 10.0 x
414

Pitch of thread:
For diameters 3,2 to 6,4 mm - 1,25 mm;

For diameters 7,2 and 8,0 mm - 1,75 mm;
For diameters 9,0 and 10,0 mm - 2,5 mm.

Proximal fixation

[mm]

011

011.5

Distal fixation
[mm]

g 6.4

010.0

Structural behavior of implants described in Table 3:
Estimated properties for the four points bending for intramedullary nails Fassier-Duval for all avail-

tVIW- m

Layout view

412

06.5

413

07.2

414

08.0

414

09.0

414

010.0

able sizes for implants made of stainless steel 316 LVM

Table 3. Structural behavior of implants.

External diameter of the nail
Characteristic

3,2mm4,0 mm4,8 mm56 mm 64 mm 7,2 mm 8,0 mm9,0 mm 10 mm

Structural stiffness

1,04 254 525 968 1645 26,23 40,1 64,2 98,0

(Ele)(H X m™
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Stress load on flow limit,

(H)

force moment on flow

176,5 3453 5956 9438 1406 1993 2731 3875 5214

3,4 6,6 11,3 179 26,7 38,0 521 742 1017
limit, (H Xm)

SPECIFICS ON DISTAL FIXATION

The short thread males components are designed to resist maximum pull-out forces due to growth
and distraction forces. Although in most cases no extra fixation is required, a small keyhole has
been added to the distal end to achieve added strength to the distal fixation. Under C-arm and before
the male driver is withdrawn, the keyhole can be visualized and a K-wire of appropriate size (0.7
mm for the 03.2 implant, 0.9 mm for the 04.0 implant and 1.1 mm for all the other implant sizes)
introduced and locked on both
cortices.
Non-threaded (LON) male
components are used when the
distal epiphysis is too small or
of poor quality for a threaded
fixation. The non-threaded
fixation is pushed into the
epiphysis and locked with a
1.5mm locking wire which is
engaged in the lateral cortex
and bent on the medial cortex. Verify the final position of the distal fixation under image intensifier.

5. MATERIAL PROPERTIES

Materials for the manufacture of Implant Fassier-Duval ™ for intramedullary fixation selected
based on the properties required for the purpose of influence of processes of production, pro-
cessing, sterilization and storage. In the manufacture shall be used stainless steel medical appoint-
ment type brand 316LVM. Such material must meet the specifications of Stan-dart ASTM for im-
plantable devices and surgical instruments of stainless steel-ing steel (ASTM 138) and to be inert
to the internal environment of the human body, not providing chemical or biological effects
throughout the lifespan. The composition of 316LVM stainless steel include molybdenum, which
is characterized by high stability of the I-ness to aggressive environments. 316LVM stainless steel
is a high alloy composite material produced by blending of components in high vacuum and with a
narrow pre-lah deviations of its components. Has good physical and mechanical properties-
durability in physiological conditions, to General and intergranular corrosion, pit tingueu and crev-
ice corrosion. 316LVM stainless steel is also called surgical suitable for implantation in the human
body, sufficiently compatible with biological tissues, cells and body fluids of a person with whom

she is in contact has a pre-cient degree of compatibility with products possible wear and degrada-
tion.

30
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Mechanical properties of the material (room temperature’)

Rp m Mpegen o, OpraHo- Rp0,2 Mpegen
npoyHocTu (nNpu Y'E"”MHe_Hme(A)nenqueCKaﬂ Yeranocthas  TBEPAOCTL Mo Ynpyroct  (Teky-
in L = 565 MPOYHOCTb, BpuHennto
PaCTSXKEHUN), npoba 3puk- yects), (0.2 %),
SO) N/mm2 HB
N/mm?2 CeHa, MM N/mm?2
Tun 570 60 10-11 260 165 300
Mhh 485 40 - - - 170
The physical properties of the material
Melting average coef-  specific
Physical tempera-  YpaenbHasn . ; ) ; Magnetic
- . Speciflc flcient of electric ... modulus of
proeiertl Density ture Te::gCOTiM' taleem-bone thermal ex-  resistance p%@i@g{“t elasticity
pansion  measured
Unit - °C Jkg.K Wim.K 10-6.K-1  nmm2/m 80.80 kKA/m MPax 103
temperat 20-100 20-
ure(°’C) 7 20 20 3020850 2L 20 20
value 8,0 1440 500 15 160170180 0,75 1,005 200

Radiation , electromagnetic and magnetic fields have no effect on the implant , its operation and

any consequential effect on the human body.
AWARNING. Be careful when assigning MRT . Foreign bodies create strong interference and de-

grade the image quality .

Characteristics Pega Medical Inc.
Telescopic implant Fassier-Duval ™ for intramedullary fixation
for pédiatrie use

Indications Diaphyseal fractures of long bones , osteotomy , wrong -ing fusion or
nonunion of fractures of the femur , bolsheber - tsovoy and shoulder
bones.

Target group pediatric group

materials 316LVM

Constructive peculiarities Telescopic design is characterized by fixing by a thread
There is no longitudinal bending
tips with thread for fixing

Available diameters: ot 3,2 .n0 10,0 mm
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6. TRANSPORTATION AND STORAGE CONDITIONS

Storage conditions ; should be stored in a clean, dry place, protected from direct Sol-nejnogo light,
at a temperature of 0 to -55°C and a humidity of 65%. Do not store near sources of thermal radia-
tion. Operation must be ensured at a temperature of 32-42°C.

Average lifespan - up to 10 years.

Transportation is carried out by any type of covered trucks according to the rules of carriage appli-
cable to the kind oftransport. Avoid high humidity (over 60%).

Transport temperature: -50°Cto + 50°C.

7. TERMS OF SURGICAL MEASURE.

The implants do not have any special requirements during installation. Surgical measure can be
arranged in all the conditions approved by clinic. It should be noted that the term of strilization of
products after sterilization is determined by the conditions of storage of sterile product to direct
application.

Every effort should be to prevent mechanical damage to the implant (bends, burrs, etc.), which can
lead to the inability to use (failure to install, difficulty moving the mating components).

8. UTILIZATION

Packing and all the components that do not have contact with the patient be disposed of as house-
hold waste. The Components of products having contact with the patient, potentially disposed of as
hazardous waste Class B in accordance with the sanitary rules and norms of the country of use.

9. WARRANTY

Metal implants have an unlimited shelf life under conditions of transportation and storage.

This is not a permanent implant. It can remain in the body until the complete development of the
skeleton.

The warranty period does not exceed three years.

Warranty period of operation not less than one year.

Warranty period of storage not less than six months

MANUFACTURED BY:

«Pega Medical Inc.», Canada

nil. Autoroute Chomedey, Laval (Qc) Canada H7W 5J8.
tel: +1 450-688-5144, Fax: :+| 450-688-1977,
pegamedical@pegamedical.com. www.pegamedical.com

Represented in Russian and CIS BY:

LLC «Orphan Group»,
115054, Moscow, Dubiniskaya st, 57, bldg.l. tel:+7 (499) 463-43-45.
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PYKOBOACTBO MO NPNMEHEHUIO.

mnnaHTar Tenieckonunyeckuii Eassier-VMinyaP™ ans HTpameaynnsipHoro
OCTEOC/HTE3A

Mera Megukan NHK., KaHaga
111 AyTopoyg Yomean, Jlasanb, Keebek, KaHaga H7\\" 5J8
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1. HAMMEHOBAHWE, COCTAB MEAVNLINHCKOI O N3OEJTNA.

MmnnaHTaT Teneckonuuecknii Ea88ler-Buyal ™ ons MHTpamMeayisipHOro OCTEOCUMHTe3a (aa-
Nnee MMNNaHTaT) npeacTaBnseT coboi wWTndT, pa3paboTaHHbIR ANg NaUNEHTOB C HECOBEPLUEHHbIM
OCTEOreHe30M, CKeNeTHOM aucnnasneit u gpyruMy KOCTHbIMU aedopmayuamm. KOHCTpyKUuMsA UM-
nnaHTaTa npefHasHavyeHa 414 npopmnakTuky Nnéo ctabunmsaumm NepesomoB, a TakxKe KOppekuum
feopmMayumii NMHHBIX KOCTEW B Mepuojge pocTa.
MprMeHeHMe NMOKa3aHo Yy JeTeli B Bo3pacTe 18 mecsleB u cTaplie, cTpajatolux HeCOBEPLUEHHbIM
OCTeoreHe3oM /in60 NCeBAOAPTPO30M, & TaKXXe B KOMOMHALMMN C BHELWWHUMW (ukcaTopaMmu y feTei
CTapLuero Bo3pacta, 1M60 y B3POC/AbIX MaLMEHTOB HU3KOFO POCTa C HEOAMHAKOBOW A/MHON KOHeY-
HocTeir. LLUTnhT Pa83ler-Buyal 6bin pa3paboTaH Ans ycTaHOBKM B GefpeHHYt, 60/bLiebepLoBytO
NM60 NneyeByr KOCTb.
WmnnaHTat Teneckonuyeckunin Pa8sler-Buyal™ pans nHTpameaynispHOro oCTeOCUHTe3a, BapuaHTbl
NCMNONHEHUS:
1. WmnnaHtat 0 3,2 mm: PB-032(8)-88, P0-032(b)-88, P0-O32(8P8)-88, PO-032(8Pb)-88,
PBbOH-P032-88, PDLON-T032-88;
2. WNmnnantat 0 4,0 mm: P0-040(8)-88, PO-040(P)-88, P0-0O40(8P8)-88, P0-O40(8Pb)-88,
PObObI-P040-88, POPOM-TO40-88;
3. WmnnaHTtat 0 4,8 mm: P0-O48(8)-88, PO-048(b)-88, PB-048(8P8)-88, PO-048(8Pb)-88,
PBbOM-P048-88, POPOH-T048-88;
4. WNmnnaHntat 0 5,6 mm: PB-056(8)-88, PO-056(b)-88, P0-O56(8P8)-88, P0-O56(8Pb)-88,
PObOH-PO56-88, PObOK-TO56-88;
5. WmnnaHTtat 0 6,4 mm: P0-O64(8)-88, PO-064(b)-88, PB-064(8P8)-88, PO-064(8Pb)-88,
POPOM-P064-88, PBbOH-T64-88;
6. WmnnaHtat 0 7,2 mm: PO-072(8)-88, PB-072(P)-88, PO-072(8P8)-88, P0-O72(8Pb)-88,
PObOK-P072-88, PObOH-T72-88;
7. WmnnaHTtat 0 8,0 mm: PO-O80(8)-88, PO-080(b)-88, P0-O80(8P8)-88, PB-080(8Pb)-88,
PBbOH-P080-88, PObOH-T80-88;
8. WmnnaHTat 0 9,0 mm: PO-090(8)-88, P0-O90(b)-88, P0-O90(8P8)-88, PO-090(8Pb)-88,
PObObI-PO90-88, PObOH-T90-88;
9. WmnnaHTtat 0 10,0 mm: PO-100(8)-88, PO-100(b)-88, P0-100(8P8)-88, P0-100(8Pb)-88,
PObOH-P100-88, PDLON-T100-88.
MmnnaHTaT Teneckonuyeckunii Pa88ler-Ounyall”r gns HTpameaynnsgpHOro oCTe0CMHTE3a BMeCTe
BMeCTe C HabOpPOM MHETPYMEHTOB /19 YCTAHOBKW MMMIaHTATOB Teneckonuyecknx Pa88ler-Buyall™”
08 MHTpaMefynisapHOro ocTeocMHTe3a 06pasytoT TeNeCKONMYECKY0 CUCTEMY MHTpaMeay s pHO-
ro octeocuHTesa Pa88ler-Ouyall'”.

[NpoTrBOMNOKa3aHuA
e AKTUBHAs WK NaTeHTHasa MHDEKLUS;
» OcTeonopos, HeJ0CTATOYHOE KO/IMYECTBO UM KaYeCcTBO KOCTHOW MO0 MATKOM TKaHu;
* TloBblWEHHAasA YyBCTBUTENIbHOCTbL K MaTepuanam MMnaaHTaTra,
 Cencuc;
* Hanuuue y naymeHTa HEBPONOTMYECKMNX NN NCUXNYECKUX HAPYLLEHWIA.

MpegynpexaeHnsa:
» Ecnv vmnnadTaT nojsepraeTcs NOBbILEHHBIM Harpy3kam BCeACTBUe 3aMef/IeHHOro cpatle-
HUSA, HeCcpaLleHUs AN HENOJTHOTO CpaLLeHus nepesioMa, BO3MOXHO NoBpexaeHne nmbo pas-
PbIB UMMaHTaTa,;
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e HenpaBunbHOe BBEAEHNE YCTPOICTBA B MPOLLECCE MMMIAHTALMMN MOXET YBEIMUNTL BEpOAT-
HOCTb OTCOEMHEHUS NN MUTPALUN er0 KOMMOHEHTOB.

BHVMAHWE!!! 3anpeLiaeTca MOBTOPHOE MCMNO/b30BaHME XUPYPTrUUYECKUX UMMNIaHTaToB,
BK/IKOYas /1t06ble MeTaslINYeCKe NMMNIaHTaTbl.

HecmoTps Ha BMAUMOE OTCYTCTBME MOBPEXAEHWIA, [aHHOe YCTPONCTBO MOXET MMETb He3Hauu-
TenbHble Ae(heKTbl N BHYTPEHHee HanpsXXeHue, YTO MOXeT B KOHEYHOM MTOre NMPUBECTM K MOMOMKe
MMNnaHTaTa.

MpaBubHOe 06palleHne ¢ UMNIAHTAaTOM SBNSeTCS 0COGEHHO BaXKHbIM. He fomycKaeTcs M3MeHe-
HUe (hopMbl MeTanIMYecKuX MMnaaHTaToB. Mpu paboTe ¢ faHHbIM YCTPONCTBOM HEOGXOAMMO W3-
6eraTb MOSIB/IEHUS HACEUYEK UK LlapanuH.

2. CTEPWIN3AUNA

WmnnaHTaT Teneckonuyeckunii Pas8ler-HuyaH”* gns nHTpameaynnspHoOro ocTeocuMHTe3a nocraens-
eTCA HECTEPU/IbHBIM U NMOAMEXUT CTEPUNN3ALNN B NEYEOHOM YUpPeXxAeHUN HenoCpeLCTBEHHO Nepej
npoBefeHveM ornepawnmn B COOTBETCTBMY C NpPaBunaMu, MPUHATLIMU B JaHHOM YUPEXAeHUN.

ANna MNNaHTaToB Y MHCTPYMEHTOB, BXOAALWMNX B TENIECKOMMUYECKY CUCTEMY UHTpaMedy/NspHOro
ocTeocuHTe3a Pa83ler-Buyal™™, BanugupoBaH OAUH MeTOA CTepuan3auum - naposoii. Maposoit me-
TOL, OCYLLeCTBNAeMbI ABYMSA TUNaMu CTEPUNN3aLUN - C NpefBapuTe/bHbIM BaKyyMUPOBAHUEM U
naporpaBnTaLMOHHON CTEPUIN3ALMUN COOTBETCTBEHHO.

Heobxoavmo cobnofaTe NpUBEAEHHbIE HKE MHCTPYKLUU NO OYUCTKE M CTEPUIM3aLUN n3aenuni,
KOTOpble MOCTaBNATCA HECTEPU/IbHBIMUW. VIMMNaHTaTbl AO/HKHbLI MPOXOAUTL NpeAcTepun3aLnoH-
HYIO OYMCTKY MNPV MNOMOLLMN WETKN N YNCTALLETO W AE3NH(PULNPYIOLLErO CPELCTBA LWMPOKOro CrekK-
Tpa LeWCTBUA, NOCne Yero NPOMbITb AUCTUNIMPOBAHHOW BOAON. Bce mmnnaHTaTbl MOTyT NojBep-
ratbCs NapoBON CTepuaM3aLumn B COOTBETCTBUM € pekomeHaaumamun HIMA/AOKK c cobntofeHvem
nepeyncnieHHbIX HUXe napameTpoB B Tabnuue 1

Tabnuua 1 MapameTpbl cTepuamsalmm

MokasaTenu MapoBoli MeToq

Tvn cTepunnsauunm paBUTaLVOHHBIN MpenBapuTenbHOE
BaKyyMupOBaHue

KonnyecTBo NOArOTOBUTENBbHBIX LIMK/IOB U3MEHEHNE - 3

[laBneHns

MuHUManbHasa Temneparypa 121 °C 134 °C

MuHUManbLHaa 4NUTeNbHOCTb LMKNa 60 £ 5 MUHYT 20 MUHYT

MuHUManbHasa 4NUTeNbHOCTbL CYLUKU 10 MUHYT 30 MUHYT

Mocne uMKna MapoBOi CTepuaM3aLMM PeKOMEHAYEeTCS BbICYLWWTb W OXNaAWTb WMMMAAHTAT Ans
npeaoTBpaLLeHMs KOHAEHCAUUM N160 BbINONHUTD LUK CYLUKMN.

3. METOANYECKWVE YKASAHUA MO NPUMEHEHWIO.

31.MNOANOTOBKA K YCTAHOBKE WWUWTU®TA B BEAPEHHYO KOCTb
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Bbi6op MeTO4MKN:
Kak npasunio, cTaHAapTHad MeTOAMKa BK/IHOYAET OTKPbLITYH OCTEOTOMUIO. [Ans nauueHTOB C Kpyn-
HbIMA KOCTSMW M TOHKMM KOPKOBBIM C/I0EM KOCTW PeKOMeHyeTcs MeTOAMKA YPECKOXHOM ycTa-

HOBKW.

Boiboppasmepa wrudTa:
OueHute AnuHy (L) KOCTW, BbINPAMIEHHOW B pe3yfibTaTe OCTEOTOMUM. L - paccTosiHue Mexay

60/bLUMM BEPTENIOM U AMCTaNbHOW 3NNGU3apHOA NIaCTUHKOW. MakcumanbHasa AvHa WTudTa Bbl-
6paHHOro pasmepa 6e3 06pe3ky AOMKHA ObITb 4OCTATOYHON AN [OCTVMIKEHUSA AUCTANbHOIO 3NUQK-
3. [onblil oxBaTblBalOWMA y3en Heo6X0AMMO 006pes3aTb nepes OnepaTMBHLIM BMELLATENbCTBOM,
ytobbl ero AnvHa coctasnsana L-7 MM. [inMHa MOHO/MIMTHOIO BCTAaBHOIO Yy3na peryavpyertca no-
CpeAcTBOM 06pe3Kn BO Bpems OMepaTMBHOrO BMeLLaTeNbCTBa TakKMM 06pa3oM, 4TO6bl CTepXKeHb
BbiICTynas Ha 10-15 MM ¥3 MPOKCMManbHOro KOHLa YCTPOMCTBa, 4YTO TpebyeTca A8 YBenyeHus
O/ WHbI WTU(TA BCNeACTBME JanbHeiwero pocta Koctu. Boibop cepun L (gnnHHas), S (KOpoTkas)
wwm LON, KoTopas onpefenseTt AIMHY AUCTanbHON pe3bbbl (160 6e3pe3b60BOW TUM KpenaeHus),
[O/MDKEH MPOU3BOAMTLCA Ha OCHOBAHUW TO/WMHbLI AUCTaNbHOro anudgu3a, KoTopas onpegensercs
MV MOMOLLM pPeHTreHorpapuy B nepesHe-3afHel NPOeKLuu.

O6pe3saTb BO

Bpems ornepaumn

I -
10-15['TT

BonbLLoi BepTen

B(j-7 mm

\ O6pesathb nepes
onepauueit

JuncTanbHbii
anum3s

MepegHe-3a4HAA NpoeKLmA
3.2. METOAVKA OTKPbITOW OCTEOTOMUN
JTan 1
Mpon3BoAMTCS NOAHALKOCTHMYHOE BblaeneHne 6eJpeHHON KOCTU NOCPeACTBOM K1acCU4ecKoro

3aAHenaTepanbHOro AocTyna. 3aTem BbIMOMHAETCA NepBas 0CTEOTOMUS NOJ KOHTPOSIEM PEHTreHOB-
ckoro annapata ¢ C-06pa3Hoi Ayroi.
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OTan 4

Cnunua yganseTcs U B OTBEPTKY BBOAUTCSA MOHOJIUTHbIV BCTaBHOM Yy3e/; HE06X0ANMO yb6eanTbLes B

TOM, YTO /IENECTKN BCTABHOIO y3/1a NPaBW/bHO YCTAHOB/EHbI B Pa3beMe OTBEPTKM.

OTBepTKa 4/19 BCTAaBHOIO y3/1a No3BosseT 3a6N0KMpoBaTh BCTaBHOW y3en, 4To o6sieryaet ynpasne-

HVe WTUgTOM nocne BeegeHMA. UTobbl 3a6N0KMpOBaTb BCTaBHOM y3en MoOcne ero BBeAEHMSA B OT-
\ BepTKy, NOBEPHUTE 3KCLEHTPMUYECKoe KosnbLo B nonoxeHne LOCK (Bnoknposka).

Cnvua KupluHe-
pa (no pasmepy
BCTaBHOT O Y3/1a)

OtBepTKa Ans
B/NTaBHOrO y3na

CTep>keHb
BCTaBHOrO

yana

dTan 5

Mocne peno3nuun KOCTHbIX hparMeHTOB BCTaBHOM y3eNn NPOBOAUTCS ANCTaNbHO U BKPY4YMBaeTCs B
ANCTaNnbHbIA 3nugun3. Heobxoanmo noaTBEPAUTL PEHTIEHONOTMYECKM, YTO AMCTanbHas pe3bba He
NPOXOANT Yepe3 anudu3apHyt 30HY pocTa (B MPOTUBHOM C/yyae BO3MOXHO HapylUeHue ecTe-
CTBEHHOr0 pocTa KocTu). ONTMManbHOe MOM0XeHNe MOHO/IMTHOIO BCTABHOIO y3/1a B AMCTaNbHOM
annguse 6eApeHHO KOCTU JOCTUTaeTCs NOCPeACTBOM LLeHTPOBKM AUCTaNbHOIO HAKOHEYHMKA y3na
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B nepeaHe-3afHel 1 naTepanbHOi Npoekumax. Mpu Mcnonb30BaHUN KOPOTKOM pe3bbbl N1M60 Y3108
LON cm. pa3sgen "Ocob6eHHOCTU gMCTaNbHOro KpenneHnsa'.

Mocne BKpy4MBaHMS BCTaBHOTO y3na MMMAaHTaTa B AWCTaNlbHbIA 3Nndu3 Heo6xoanmMo pasbnoku-

poBaTb BCTaBHOW Yy3en; ANA 3TOro MOBEPHWUTE 3KCLEHTpUYeckoe Kosnbuo B nonoxeHne UNLOCK
(Pa3bnokupoBka) nepef yaaneHmMeM 0TBEPTKM.

anngus ly6uartas
KOCTb

NPEAYNPEXAEHWE: Ecnn He pa3dnokmpoBaTb BCTABHOW y3e/1 B OTBEPTKE, BO3MO>KHO Bbl-
[eprvBaHne BCTAaBHOIO y3/1a UMnaaHTaTa u3 anudusa, Y4TOo BNOCNEACTBMM NPUBELET K HejocTa-
TOYHO MNPOYHOI hmKcaumn WTUgTA.

OTBepTKa ANA BCTABHOIO y3na npejgHasHavyeHa UCKIIOYNTENbHO 415 BKPYYMBaHWUA BCTABHOIO Y3-
fia. 3anpewiaeTca MCNosib30BaTbh OTBEPTKY A4/ BCTABHOIO y3/ia C LE/blo Peno3vunmn nepenoma.
Mepes nposefeHNEM OTBEPTKM B KOCTHbIA KaHa/l HEOOXOAMMO COMOCTaBUTb KOCTHbIE dyparmMmeH-
Tbl. HenpasunbHOE WCNONb30BaHWE OTBEPTKW A58 BCTABHOIO y3na MOXKeT MNpuBECTW K MoBspe-
>KIEHUIO NHCTPYMeHTa.

JTan 6

Mpn n3BneyeHUn OTBEPTKU AN BCTaBHOMO y3na (B pasbyioKMPOBaHHOM MOMIOXEHUN) HEOHXOANMO
NCNoNb30BaTh TONKarWKNii cTep)keHb (P8K100) € Lenbio CHMKEHUS HArpy3KM Ha y4yacToK Kpense-
HUA BCTABHOTO Y3/1a BO BPEMS U3BNIEUEHNS OTBEPTKMN.

N3BneyeHne oTBEPTKMU
[NA BCTABHOIO y3na
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Tan 7

Monblii OXBaTbIBaKOLWMIA Y3 BKpyUMBaeTcsa B 60/IbLLON BepTen Npu nNoMoLLM OTBEPTKU AN OXBa-
ToiBatowwero ysna (PBrfOO nnm PBrl01). Y4yacToK ronoBKy OxBaTblBalOLWEro ysna ¢ pe3bboin fon-
XXEH BXOAWTb B KOCTb (KakK MUHMMYM Ha 1-2 o6opoTa), Torga Kak y4acTok rosioBku ysna 6e3 pesb-
Obl LJO/MKEH OCTaTbCA B Npefenax HeoCCUPMLMPOBAHHONM 30HbI 6ONLLIOIO BEpTena.

HenpaBuibHOE pacnonoXeHWe WMMAaHTaTa MOXET MPUBECTU K aTUMUYHOMY pacnpegeneHuto
Harpysku, CNeiCTBMEM YEro MOXET CTaTb NPEeXAeBpPeMeHHas NosoMKa MMNiaHTaTa.

JTan 8

Mocne MMNnaHTaLMy 0XBaTbIBaKOLWEro y3na Heo6X0AMMO yLannTb OTBEPTKY A/1S 0XBaTbiBAKOLWENO
y3na n obpesatb CBOOGOAHbIA KOHEL, MOHOMIMTHOIO BCTABHOMO y3na B6/M3M OXBaTblBaKOLLEro y3na
npy NoMoLM Kycayek ansd BcTaBHoOro ysna (MC200). CmeHHble TpyOKM Kycayek, COOTBETCTBYIO-
Lye pasmepy BCTaBHOrO Yy3/1a, MNO3BOAKT BbIMO/NHUTL 06pE3Ky BCTABHOrO y3/ia yepes paspes 4/1uU-
HOW 2,5 CM, OCTaBNAA Haj ro/IOBKOW 0XBaTbIBAKOLWLEro y3/1a BbICTyNaroLWy YacTb BCTaBHOrO y3na
annHoit 10-15 Mm ans nocneayrowero yannHeHns wtndra.

Kycauku gns
O60oe3ka CTeoXHsA BCTaBHOrO y3na
BCTABHOTO y3na

9Tan 9

MNagkocTb 06pe3aHHOro KOHLUAa BCTABHOrO y3fa nposepseTcsa npu nomowwy 3oHga (PKO132-140,
PK0148-156 nnn PK0164) cooTBeTcTBYIOLWEro pasmepa. locne 3Toro BbIMOMHAETCH YLIUBaHWE
pa3pe3os.
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fNasneHne

Haxum Ha Hory B
HanpasneHnn BBepx -
OcTteoknasus-

Cnuuna
KupwHepa

OTtan 4

MpOBOAHMK NPOABUTaeTCA AMCTalbHO K BepLUMHEe BTOPOW fedopmauumn. 3aTteM Heo6X04MMO Bbl-
NMONHUTL BTOPYIO OCTEOTOMUIO BO3/e Kpasd (pesbl, NOBTOPASA aTanbl 2 U 3, YTOObI NPOBECTU (pesy
no BCel A/IMHE KOCTHOMO3rOBOI0 KaHana, NMoYTW OCTUTHYB aNU(un3apHON NNaCTUHKN.

Oransl ¢ 5no 10
CM. METOAMKY BbINOMHEHMSA OTKPbITOM ocTeoToMuMK (3Tanbl ¢ 4 no 9)
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EXHUUECK XAPAKTEPUCTUKW UMMIAHTATOB BEEJIPEHHOWN KOCT
3.4. NOAIrOTOBKA KYCTAHOBKE LUTU®PTA B BOJIbLUEBEPLOBYHO KOCTb

Bblbop mMeTOAMKM
Kak npaeuno, cTaHfapTHas MeTOAMKa BK/IOYAeT OTKPbITYI0 OCTEOTOMUIO. MeToamnKa YpecKoXXHOM
YCTaHOBKMN Ansi 60/1bL1e6epLoBoii KOCTU He PEKOMEHAYETCA.

MHTpaonepaLmoHHas o6pe3ka BCTABHOTO Bonbwoit 6yro-
y3/a Ha YpOBHE Kpasi 0XBaTblBalOLLEro pok
y3na

pen onepauueit

MepuonaTtepasibHas npoekuyus

( Bbi6op pa3mepa wtudTa

OueHute annHy (L) KOCTW, BbLINPAMJIEHHON B pe3ynbTaTe OCTEOTOMMUMU, C YYETOM YBe/IMYeHus
PEHTreHOBCKOro CHUMKa (ecnu TpebyeTtcs). L - paccTosiHue Mexay BEPXHUM KpaeM KOCTHOMN TKaHu
MPOKCUManLHOro 3anugmsa U AUCTanbHOW 3NU(U3APHOA NAacTUHKON. MakcumanbHas AnvHa
WTn(Ta BbIbpaHHOro pasmepa 6e3 06pe3kn LOMKHA 6bITb LOCTATOUYHOW AN1A LOCTUMXKEHUA ANCTaNb-
HOro anugw3sa. Monbll 0xBaTbiBaOLLMIA Y3en Heo6XoaumMo obpesaTb nepef onepaTvBHbIM BMeLLa-
TeNbCTBOM, 4YTOObI €ro AnnHa coctasnsana L-7 mm. Obpe3ka BCTaBHOr0 y3na BbINO/HAETCA BO Bpe-
MS OnepaTMBHOrO BMelLaTe/bCTBa MOc/e UMNaaHTaumMm o6omx y3nos. Y 6eauTtech B TOM, YTO TOJI-
WMHa NPOKCMManbHOro anuduia 60nblwebepLoBOlii KOCTM npeBbiaeT 12 mMM. Bbibop cepum L
(anvHHas), SPS (kopoTkas) unn LON, KoTopas onpeaenser ANNHY AUCTanbHO pe3bbbl (NM60 6e3-
pe3b00BOIN TWUM KpenseHus), LO/HDKEH NPOU3BOAUTLCA HA OCHOBAHUMW TONLWWUHBI AUCTaNbHOTO 3MKU-
(hun3a, KoTOpas onpefenseTcs nNpU NOMOLLM PeHTreHorpagmm B nepefHe-3afHein NpoeKuum.

11
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paspes

OTan 1

BbinonHAeTcs HOTaCCUYECKUI NepefHe-MeAnanbHbIid 4OCTYM, NOCNe Yero CBA3Ka HafKO/IeHHUKa OT-
BOAWTCA natepanbHO A8 06HAXKEHUS MPOKCUManbHOro yyacTtka 60/blebepuoBoit koctn. Heobxo-
AUMO O06HAXWUTb BHECYCTaBHYIO MOBEPXHOCTb, PACMOJIOKEHHYIO BMepeAn OT MEXMbILLEe/IKOBOro
6yropka Ha nnato 6onblebepLoBoi KocTu. Co3aaliTe BXOAHOE OTBEPCTME MPU MOMOLLN WKUAa UK
cnuubl KupwHepa. BoinonHuTe nepefHuid 4OCTYN K BepwunHe fedopmaumu 60nbwebepuoBoin Ko-
cTn. MpounsseanTe 0TCNONKY HafKOCTHULbI, MPOBEPbTE YPOBEHbL NEPBOM OCTEOTOMMM MPU MOMOLLM
PEHTreHOBCKOro annapaTta ¢ C-o6pa3Hoi Jyroil u nocne 3Toro BbIMOAHUTE OocTeoToMuUto. lMocne
3aBepLUeHNs 3TOI Npoueaypbl BbINOMHAETCA OCTEOKNA3UA UM OCTEOTOMUA ManobepL,0BOi KOCTH.

OTan 2

Beeante npoBogHuMK He6onbworo anametpa (G-wire 016 mnm G-wire 020) B aHTeporpagHom
HanpaBfeHMW OT NNaTo 60MbLIEBGEPLIOBOI KOCTU, He AoNycKas crmbaHuns NpoBogHMKa. MoAroToBb-
Te NPOKCMMaNbHbIA (hparMeHT KOCTW MNPy MOMOLLM KaHK/UPOBAHHON (pesbl NOAXOAAWEro gua-
meTpa (DR132, DR132-L, DR140, DR140-L, DR148, DR156 nnn DR164). jnameTp BCEX BXOAA-
Wux B Habop dpes Ha 0,25-0,35 MM npeBbIlIaeT AMaMeTp COOTBETCTBYHOLWMX WTUPTOB Fassier-
Duval. AucTtanbHblii (hparMeHT KOCTW NOATOTaB/AMBAETCA aHaNorMyHbIM 06pasoM. Ecnm npoBoAHMK
He JoCTUraeT AUCTaNbHOro anuMu3a, He06X04MMO BbIMONHUTL BTOPYH (UIN TPETbIO) OCTEOTOMUIO
nocne paccBepanMBaHus NPOMEXYTOYHOI0 (hparmeHTa KOCTMW.

i Csepno

12

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



OTan 3

Mocne nNpaBWNbHOTO COBMELLEHMA (parMeHTOB KOCTM NpwW MoMowwy gpesbl U onpeaeneHns
HeMTpanbHOro MOMIOXEHUA ANs (uKcaumym WTudTa B AUCTaNIbHOM yyacTke KOCTu (OCb WTudTa
[O/KHA ObITb NEPNeHANKYNspHaA MMHUKN CycTaBa B nepefHe-3afHein NPOeKLUN 1 NMPOXOAUTbL Yepe3
LEHTP anudun3a B naTepanbHO NpoeKkunmn) ¢pesa M NPOBOAHWK 3aMEHAKOTCA Ha BCTABHOM Yy3en
WTnudTa U O0TBEPTKY ANs BCTaBHOro ysna (MIMrl32-b, MBrl140-b, MIr148-b, MBri56-b wnnu
MBr164-b). BcTaBHOW y3en TakXXe BBOAMTCA B aHTEpPOrpajHoOM HamnpaBneHUW Yepe3 NpPOKCUMMasib-
HYK TOYKY LOCTyMa U NPOABMIaeTca 4epe3 COMOCTaB/IEHHbIe NMOC/Ae OCTEOTOMUMN (hparMeHTbl; ne-
MecTKM BCTaBHOIO Yy3fa AO/DKHbl 6bITb MPaBUIbHO YCTaHOB/IEHbI B pa3bemMe OTBEPTKW B TeyeHwue
BCei npoueaypbl BBeAeHUS.

OTBeoTKa ans
BCTaBHOrO y3na

OTBepTKa A5 BCTaBHOrO y351a No3Bo/iAeT 3a6/10KMpOBaTh BCTaBHOM y3en, 4To obneryaet ynpasne-
i HWe WTUGHTOM nocne BeefeHMA. YTobbl 3a610KMpOBaTh BCTAaBHOM y3e/1 NOC/e ero BBeAeHUS B OT-
BEPTKY, NOBEPHUTE IKCLLEHTPMUYECKOe Ko/bLo B nonoxeHne LOCK (Bnoknposka).

dTan 4

Mocne peno3nunm KOCTHbLIX ()parMeHTOB BCTaBHOW Y3en MPOBOAUTCA AUCTa/IbHO U BKPYUYMBAETCA B
AVCTanbHbIA aNU(M3. MexaHU3M KpenieHus 3aBUCUT OT BblGpaHHOro Tuna uMmnnaHTata. Mpu wmc-
No/Ib30BaHUM KOPOTKOM pe3bbbl Nn60 y3noB LON cm. pasgen "OcobeHHOCTU ANCTaNbHOrO Kpenne-
Hua". MpoBepbTe NONOXEHNE ANCTANbHOIO KPENAeHMUA NPY NOMOLLN YCUNNTENS N300paxXeHUs.

Mocne 3aKkpenfieHWs BCTABHOMO y3na MMMAaHTaTa B AUCTaNbHOM 3nuguse Heo6xoanmMo pa3bnoku-
poBaTb BCTaBHOI Yy3e/; ANS 3TOr0 nepef W3BJEeYEHWEM OTBEPTKW MOBEPHUTE 3KCLEHTPUYecKoe
KonbLo B nonoxxeHne UNLOCK (Pa36/10KnpoBKa).
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MPEAYMPEXAEHWE: Ecan He pa3bnoknpoBaTb BCTABHOMN y3en1 B OTBEPTKE, BO3MOXKHO Bbl-
JeprvsaHve BCTABHOrO y3na umniaHTaTa v3 anudusa, YTO BNOCNeACTBMMU NpuBeAeT K HejocTa-
TOYHO NPOYHOW huKcaumm WTudTa.

OtBeoTKa ans

MPEAYTIPEXKOEHWE: OTBepTka 415 BCTABHOIO y3n1a npefHasHayeHa UCKIHUMTENbHO AN BKPy4MBa-
HWA BCTaBHOrO y3na. 3anpeLaeTcs UCnonb30BaTh 0TBEPTKY AN BCTABHOr0y3/na C Lienbio penosnumm nepe-
noma. Mepep NPoBeAeHNEM OTBEPTKM B KOCTHbIA KaHan HE06X0AMMO CONOCTaBNTb KOCTHbIE parMeHTbl.
HenpasunbHOe MCnonb3oBaHe 0 TBEPTKY A1 BCTABHOMO y3/1a MOXKET NPUBECTU K NMOBPEXKAEHMIO LICTPY-
MeHTa.

3oHa
pocTa

dTan 5

Mpn “3BNEYEHUN OTBEPTKM AN BETaBHOro y3na (B pa36/0KMpOBaHHOM MONOXEHUM) HEOOXOAUMO
MCNoNb30BaTb TonKawowmii ctepxeHb (P3KKOO) unu cnuuy KupwHepa Hebonbworo guametpa c
Lieibl0 CHUXKEHUSA Harpy3Km Ha y4yacTOK KpenneHus BCTABHOMO y3fla BO BPeEMSA U3BEYEHUA OTBEPT-
KW.
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3.5 NoAIroTOBKA KYCTAHOBKE LUTN®PTA B INJIEHEBYHO KOCTb

Bbl6op pasmepa wTudta

OueHute anuHy (L) KOCTW, BbINPAMIEHHON B pe3ynbTaTe ocTeoToMuu. L - paccTosHMe mexay
BEPXHEN TOYKOWN rofI0BKW MeYeBO KOCTW M 3aNU(MU3apHOA NNAaCTUHKON B 061acTy natepanbHOro
Mbllenka. MakcumManbHasa AnuMHa WTnudTa BbI6PaHHOro pasmepa 6e3 06pe3kn AoMkKHa ObITb A0CTa-
TOYHOW AN5 OOCTVXKEHUSA AUCTanbHOro anugu3a. Monblil 0XBaTbiBalOLW WA y3en1 Heo6Xoanumo obpe-
3aTb nepej onepaTMBHbIM BMELIATE/Ib,CTBOM, YTO6bI €ro AgnnHa coctasnsna L-7 mm. [nnHa BCTaB-
HOrOo y3na onpeaensieTca nyTem o6pe3ky B X04e OMepaTMBHOIO BMelLaTeNbCTBa, 04HAKO, B OTMYME
OT YCTaHOBKM WTU(Ta B GefpeHHY KOCTb, WITUMPT He AOMKEH BbICTynaTb Haj Kpaem Monaoro
OXBaTbIBaKOLLEr0 y31a BCNeACTBME pUCKA KOHTAKTa CO CTPYKTypamu BpallatoLLeil MaHXeTbl nnieva.
Bbi6op cepum SPS (kopoTkas) mnm LON, KoTopas onpegensieT AvMHY ANCTanbHON pe3bbbl (1nMbo
6e3pe3b60BOM TUN KpenneHus), AO/HKEH NPOM3BOAUTLCA Ha OCHOBaHWW TONWMHBI anudu3a narte-
panbHOr0 MblllenKa, KoTopas onpeaenserca npyv MOMOLWM PeHTreHorpaguu B nepeaHe-3agHek
NpoeKLUuu.

OTan 1

BbinonHAeTCcs KnaccuYecknin nepefHe-natepanbHbIl 4OCTYN MeXAY nepefHel MnieyeBoin MbllLei
1 pasrubarensamm 3anacTbs C NOCMEAYHOLWNM Bblge/fIeHNEM W 3alUTOM Iy4eBOro Hepea. 3aTeM npo-
M3BOAMTCS NOLHAAKOCTHMYHbLIA JOCTYN K N/eYeBOW KOCTW W MepBas OCTEOTOMWSA MO KOHTPO/EM
PEHTreHOBCKOro annapata ¢ C-06pa3Hoin Ayroi.
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MNepBas ocTeo-
Tomus

MepBbiii
paspes

oTan 2

Paccsep/iMBaHWe NPOKCUMANbHOIO ()parMeHTa BbIMOMHAETCA MPU NMOMOLLU KaHKO/IMPOBAHHOW dpe-
3bl MM6GO CBepna, BBOAMMOrO MO HanpaB/ieHUIO K 60/bWOMY 6YropKy njaeyeBoi KOCTU MO NPOBOA-
HUKY Hebonblworo anametpa (G-wire 016 nnn G-wire 020). AuameTp COOTBETCTBYIOLLEA (hpesbl,
BXoAsleid B Habop nHctpymeHtos (DR132, DR140, DR148, DR156 nu6o DR164), Ha 0,25-0,35
MM MpeBblllaeT AnameTp BblbpaHHOro pasmepa wrudTa Fassier-Duval. Togrotoska guctansHOro
(hparMeHTa KOCTWU BbIMO/HAETCA aHaNOrMYyHbIM 06pa3oM Mpu nomMoLwm cnuubl KupliHepa, npose-
[EeHHOW B Hanpas/feHNN naTepanbHOro MblLLesKa.

dTan 3

Mpn Heo6XOAUMOCTM BbINOMHAKTCSA AOMNOMHUTENIbHbLIE OCTEOTOMUM (MO BO3MOXHOCTW YPECKOX-
HbIM JOCTYNOM), 4T0OblI 06ecrneynTb BbIXOA NPOBOAHMKA YyTb KMepeaun OT aKpOMMUOHA B CpefHel
4acTu TOMI0BKM MN/e4yeBOin KocTu (B nepefHe-3agHer npoekuumn). Cnuua KupwHepa, no pasmepy
COOTBETCTBYtOLLasA BCTABHOMY Y37y, MPOBOAUTCA B peTpPOrpagHoOM HanpasieHUn OT yyacTKa 0CTeOo-
TOMUM 4epe3 NPOKCUManbHbIM (parmeHT (B cnyyae Heo6X04MMOCTU BTOPO OCTEOTOMUM [ANs
YCTAHOBKMW BCTABHOIO Yy3/la UCNOMb3YEeTCA AUCTaNbHbIA Y4acTOK O0CTeOTOMMUMK). BbINONHSAETCA BTO-
poil paspe3 B 06/1aCTU Nneya A4 BbIBELEHUS MPOKCUMANbHOIN0 KOHLA ClnLbI.
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OTan 4

Mo cnuue KuplHepa, COOTBETCTBYHOLWEN NO pa3Mepy BCTaBHOMY Y37y, NPOBOAUTCA OTBEPTKa AN
BeTaBHOro ysna (MDrl32-L, MDrl40-L, MDrl48-L, MDrl56-L nn6o MDrl64-L). Cnuua yaans-
eTCS U B OTBEPTKY BBOAMTEA MOHOJINTHbIM BeTaBHOM y3en; Heo6XoaMmMo yoeanTbCcs B TOM, YTO fe-
NecTKW BCTABHOIO y3/1a NpaBu/ibHO YCTaHOBNEHbI B pa3beMe OTBEPTKU.

OTBepTKa 419 BCTABHOr0 y3/1a N03BOSET 3a6/10KMPOBaTb BCTABHOM y3es, 4To ob/eryaeT ynpasse-
HWe WTU(HTOM nocne BBefeHUs. YTobbl 3a6/10KMpoOBaTh BCTaBHOM Y3e/ Noc/ie ero BBeAeHUS B OT-
BEPTKY, MOBEPHUTE IKCLLEHTPMUYECKOe KOJbLo B nonoxeHne LOCK (BnoKMpoBKa).

. OTBepTKa 4ns
I BCTNHOTO y3na

dTan b

Mocne peno3numm KOCTHbIX (parMeHTOB BCTABHOW Y3e/ MPOBOAMTCA AUCTaNbHO WU BKPY4YMBaeTCs B
natepanbHblii MbllLeNoK. HeobxoanmMo NoATBEPANTL PEHTIEHONOrMYEEKN, YTO aucTanbHas pesbba
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He MPOXOANT Yepe3 aNUPU3apH3TO 30HY pocTa (B MPOTMBHOM C/lyyae BO3MOXHO HapylleHue ecTe-
CTBEHHOr0 pocTa KoCcTHn).

OnTumManbHOe MONOXKEHNE MOHOMTHOIO BCTAaBHOMO y31a B AUCTaflbHOM 3anu{u3e naevyeBoin KOCTK
[JOCTUraeTcs NOCpesCcTBOM LeHTPOBKMW AMNCTaNlbHOINO HaKOHEYHMKa y31a B MeanonaTepanbHOn npo-
ekunn. Tpyn ncnonb3oBaHUM KOPOTKOW pe3bbbl 6o y3nos LON cMm. pasgen "OC06EHHOCTU Au-
CTa/IbHOro KpenaeHma".

Mocne 3akpenneHns BCTaBHOrO y3fia MMNAaHTaTa B AUCTa/lbHOM anungu3e Heo6XoaMMo pa3biokm-
poBaTb BCTaBHOW Y3e/; ANA 3TOro nepes W3BJEeYEHWEM OTBEPTKM MOBEPHUTE 3KCLEHTpUYecKoe
Konblo B nonoxeHne UNLOCK (Pa3bnoknpoBka).

MPEAYTMPEXOEHWE; Ecnn He pa3bnoknpoBaTb BCTAaBHON y3en B OTBEPTKE, BO3MOXKHO Bbl-
JeprvBaHne BCTABHOMO y3na MMnaaHTaTa W3 anudgusa, YTo BNOCNeACTBUN NPUBEAET K HeAocTa-
TOYHO MPOYHOW huKcaumm WTugpTa.

JTan 6
Mpwn n3BfevyeHN OTBEPTKU A1 BCTABHOIO y3na (B pa3b/NoOKMPOBAHHOM MOJIOXEHMUN) HEOobX0AMMO
MCNoNb30BaTb ToNKawwuii ctepxeHb (P3KKOO) mnm cnuuy KupwHepa Hebonbworo gmamerpa c

Lenbo CHMXEHNA Harpy3kym Ha y4aCcToOK KpensieHna BCTaBHOIoO y3/jia BO BpeMA U3B/IEYHEHUA OTBEPT-
KW.
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BHNMAHWME!!!

Ans NpoNaKTUKN MOBPEXAEHMS BPaLLAOLLEA MaHXeTbl Mjieda BCTABHOW Y3e/ [JO/KeH
ObITb 06pe3aH Ha YPOBHE XPsiLLa FOMI0BKU MN/ieueBoli KOCTU, MO3ITOMY NPeAnoUTUTENIbHON SB-
NsAeTCsA NpeABapuTenbHasA 06pe3Ka BCTABHOr0 KOMMOHEHTA [0 TpebyeMoit AnMHbI. AnbTep-
HaTMBHbLIM CMOCO60M SIBNSIETCS YCTAHOBKA BCTABHOINO y3/ia Ha 5-10 MM BbILLEe MOSIOXKEHUS
HaunyJllein uKcauumn, yaaneHne 0TBEPTKU A/ BCTABHOMO Yy3/a, 06pe3Ka BCTABHOrO y3na
noc/ie yCTaHOBKM 0 Tpe6byeMoli ANMHbI U 3aTeM AasibHelillee BKpyUMBaHme Npu rnoMoLLy oT-
BEPTKM [/1s1 BCTABHOIO y3/1a 10 AOCTVXXEHUS Y3/10M ONTMMA/IbHOTO MOMOXKeHUs. Mocne OKoH-
yaTe/lbHOW YCTAaHOBKW BCTABHOIO y3/1a ero NPOKCUMasibHbIA KOHEL, A0/KeH 0cTaBaTbCsl BU-
OVMbIM 151 Ha[ieBaHMS Ha HErO OXBATbIBAOLLETO Y3/1a.

3Tan 7

Monbli 0xBaTbIiBAKOWMIA y3en BKpy4YMBaeTcs B 60NbLION O6Yropok njaeyeBor KOCTU NPU MOMOLLK
0TBEPTKM ANa oxBaTbiBatowero ysna (PBrkOO unu PBri101), noka Kpaw y3na He 6yaeT coBnajatb C
NOBEPXHOCTbIO XpsAwa. Mepes ywnBaHMEM paHbl HEOOX0AMMO 06ecnedYnTb MOMHbI 06beM ABUXe-
HWIA B N1€4EBOM CYCTaBe.

OT1BepTKa And

oxBartblBatoLLEro
CTepxeHb CTepXeHb OxBa- y3na

BCTABHOIO ThIBAKOLLErO y3na
y3na

4. BbIBOP PASMEPA WUTU®TA E-B

PASMEP 1 AJTMHA OXBATbIBAKOLLIEIO Y3/1A

Ans onpefeneHns pasmepa MMMaaHTaTa HEO6XOAMMO BbIMOMHUTL OLEHKY ANUHbI (b) KOCTM, Bbl-
NPAMNEHHOW B pe3ynbTaTe 0CTEOTOMUU, a TaKXKe U3MepeHne AnaMeTpa KOCTHOMO3rOBOro KaHana.
BbibepnTe MaKcUManbHbI fuameTp WTU(TA, KOTOPLIA COOTBETCTBYET AMaMeTPy KOCTHOMO3rOBOIO
KaHana nauueHTa. B katanore nMnnaHTaToB yKasaHa MakCcMManbHas ANMHA 6e3 BbIABUXEHUS AN
KaXXA0ro pasmepa nmnnaHTata. MakcumanbHas gnvHa WTudTa BbIGpaHHOro pasMepa 6e3 ob6pesku

20

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



JOMKHA BbITb 4OCTATOYHON ANS AOCTUXEHUS AUCTaNbHOro anugu3aa. MNonbiil 0XBaTbiBAKOLLNA Y3en
HeobxoAnMO o6pe3aTb nepes OnepaTUBHLIM BMeELUATENLCTBOM, YTOObI €ro gAvHa eocTtasnsna L-7
mMm. KomnaHua Pega Medical npegnaraet BO3MOXHOCTb M3rotosneHusa wtudra Fassier Duval e
pasmepamu, NOAXOAAWMMN AN Ballero nauueHTa, eCAn Bbl 06paTUTECh 3a OA4HY Hejent Ao no-
CTaBKM WTU(TA. B NpOTUBHOM cnydvae obpeska WTUPTA MOXET ObITb BbIMO/SIHEHA B MeANLMUHEKOM
YUPEeXAEHUN 3aKa3umka npu Haanuymm Heob6XOAMMbIX MHCTPYMeHTOB. O6pe3ka OXBaTbiBAKLLENO
y3na [J0/KHa BbIMOMHATbES MpXU NomoLn anMasHoro ancka (FC-DISC unu aHanornyHblii). 3anpe-
WaeTca BbIMOAHATL 06pe3Ky OXBaTbiBalOLWero yssa npyv NOMOLM CTaHAAPTHbLIX XUPYPruveckKmx
Kycayek A/19 eTep>XHeiln unm cnuu, NoCKONbKY Npu 3TOM Npomn3oigeT geopMaumnsa KoHua WwWingTa,
4YTO NpuBeAeT K HEBO3MOXXHOETU TeNeCKONMUYECKOro BbIABMXEeHWUA. Y 6eauTecb B TOM, 4TO Kpaw
cpesa ABnsieTes POBHbIM W Aedopmayunn WTUdTa OTCYTCTBYOT. CHUMUTE 3ayCeHULbl C OCTPbIX
KpaeB W1 yfanuTe YacTulbl 3arps3HeHunii. BBegnTte BCTaBHOW y3en B OXBaTbiBalOWUiA 1 ybeamTech B
TOM, 4YTO Y3/bl GECMPEenATCTBEHHO MNepemeLialTes N0 OTHOWEHWUD ApYr K Apyry. BbinonHuTte
04YMeTKy 060MX KOMMOHEHTOB NPU MOMOLLM YyNbTPa3ByKa v eTepuan3aumnio B COOTBETCTBUM C UH-
CTPYKUMAMW, NPUBEAEHHBIMU BO BKNafbllle B YNakoBKY ycTpoiersa. [oene Bbi6opa Makcumasb-
HOro AuvameTpa MMNNaHTaTa (guameTp oxBaTblBatolLeid YyacTun) ybeanTecb B TOM, YTO TO/LWMHA AU-
CTaNIbHOT0 3nuun3a N03BO/AET NOJHOCTLI BBECTU B HEFO Y4YaeTOK € pe3b60il, paenosioXeHHbIN Ha
AVCTabHOM KOHLe BCTaBHOIO y3na windTa. He gonyekaetca nepeeeveHme pe3b60il anngusapHoi
30HbI pPOCTa NOC/Ie OKOHYaTe/NIbHOW YCTAHOBKM WTUMTA. [JAnHA yyacTKa AUCTanbHON pe3bbbl yKa-
3aHa B Tabnuue.

PASMEP N JJTMHA BCTABHOI'O Y3J1A

[N1nHa MOHO/IMTHOIO BETABHOIO Yy3/1a onpejenseTcsa nytem 06pe3ku B X04e orepauuun rnoene yera-
HOBKM 060MX KOMMOHEHTOB MMMNaHTaTa: 415 6ejpeHHOI KOeTN BeTaBHOW y3en LO/DKEH BbleTynaTtb
13 NPOKCUMASIbHOrO0 KOHLa KOCTU Ha 10-15 mMm, 4yTo TpebyeTca AN yBeNUYEHUS OAMHbI WTUPTA
npw fanbHeiwem pocTe KOCTW; NpU yCTaHOBKe WTUMTa B 601b1e6epLoBYy0 MO0 NeYEBYH KOCTb
BCTaBHOW yaen Heo6xoamMmo obpesaTb Ha O4HOM YPOBHE € KpaeM OXBaTbIBaOLLero yana.

[Ona o6peskn BCTaBHOIO y3na MOryT MCNOMNb30BaThCA Kycauky Ans BCTaBHOro ysna Pega Medical
(MC200); aTOT MHCTPYMEHT cneunanbHO paspaboTaH ans cuetembl Fassier-Duval n obecneunBaeT
nony4veHune rnagkoro cpesa, He TpebyoLLero 4ONOAHMTENbHOW 06paboTKn. Kpome TOro, BO3MOXHO
MCNOMb30BaHME CTaHAAPTHbLIX XMPYPIrUYECKMX KycaudeK A5 CTePXXHeRn uau enuy ¢ noenegytoulen
06paboTKON MHCTPYMEHTOM [N CHATUA 3ayCeHWL, KOTOPbIA Menosb3yeTes AN ernaxusaHus ocT-
PbIX KpaeB W yjaneHUs 3ayceHul, obpa3oBaBlUuXes B pe3ynbTate 06pe3ku. Mpu BbIMOIHEHUN ITUX
onepauuin Heo6XoaMMO MPUKPLITL ONEePaLUOHHYI0 paHy, YTO6bl He AOMYCTUTbL MonajaHusa 3arpas-
HEHWIA B 30HY NMPOBEAEHMUSA onepaLum.

Pasmepbl BeTaBHOrO W 0XBaTblBalOLWeEro y3nos VMmnnaHtara Teneckonuyeekoro Fassier-DuvaF'A
AN UHTpaMeayINspHOro ocTeoenHTesa, yKasaHol B Tabnuue 1.
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Tabnuua 1. Pasmepbl BCTaBHOIO M 0XBaTbIBaOLLEro y3/10B iMnnaHTaTa Teneckonye-
ckoro Pa88ler-HyaP™ ana HTpameay11gpHOro oCTeoCMHTE3a

BHewwHWiA gHa- BcTaBHoOI y3en OxBaTbIBaOLLMNIA Y3en

METP UMnaHTa, Tun OnvHa,  Owvametp, Tun  [OnuvHa,  [duamvetp,
Ne MM MM MM MM MM
1 2 3 4 5 6 7 8
1 3,2 M032 290+10 1 .« F032 185%10 2 00'®™
2 4,0 M040  390+10 ™% 040 320210  wranogo
3 48 Mo48  450+10 ° %% Fo48 390210  Inieroon
4. 5,6 M0S6 45010 ‘A% Fose  390:10  °°TG%
S. 6,4 M064  450+10 « F084 390+10 ° YT
6. 7.2 MO72  450%10 wm FO72 39010  460@nfo
7. 8,0 M0B0 450210 om0 FO72 39010  5001S;fo
8 9,0 MO90  450:10 S9s%%  Fo72 390#10 | O
9 10,0 MO100 450+10  ‘oemigg FO64 390+10  600@ufo

- 110 OXBATbIBAIOLLEMY Y37y
* - BHYTPEHHUIA AnameTp

Mpon3BoANTCA TPU PasINYHbIX TWMa AUCTaNbHOrO0 KPenjeHus Ans BETABHOIO y3na - € AJIMHHOW

pe3bb0ii, C KOPOTKOI pe3b6oil n 6e3 pes3bbbl (LON), a TakXe gBa pasMYHbIX TUNA NPOKCMMasbHO-

ro KpenneHus Ans 0XBaTbIBalOLLErO y31a - C AIMHHOI pe3b00i 1 KOPOTKOI pe3bboii. KombuHauum

3TMUX BETaBHbIX M OXBAaTbIBAKOLMX Y3/10B MO3BONAKT MOAYYUTb B OOWEA CNOXKHOCTU LIECTb UM-
I nNaHTUPyeMbIX e60pOK.

B 3aBMCMMOCTM OT pasmepoB y3fia U TUMNa HAaKOHEeYHWKa C pe3bOoli, fOeTYyNHbl e60pKM MMNNaHTa-
TOB €0 eflefyOLW MMM HOMepaMu Mo Katanory , npefcTaB/ieHHbIMU B Tabnuue 2:

Tabnuua 2. JocTynHble COOPKN MMMNIAHTATOB

Neo Ha3saHue Ne no KaTtanory HepxasetoLiasa ctanb OnuvcaHue
1 2 3 4
FD-032(S)-SS; FD-032(L)-SS
MmnnaHTat Cobopka 13 BCTaBHO-
1 0 32 FD-032(SPS)-SS; FD-032(SPL)-SS rO 1 OXBaTbIBaKOLLE-
2 MM

FDLON-F032-SS; FDLON-T032-SS 0 y3/10B
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MmnnaHTaTt

0 4,0 Mm

MmnnaHTaTt

0 4,8 mm

MmnnaHTar

0 5,6 Mmm

MmnnaHTaTt

0 6,4 Mmm

MmnnaHTaTt

0 7,2 MM

MmnnaHTaTt

0 8,0 mm

MmnnaHTaTt

0 9,0 Mm

MmnnaHTaTt

0 10,0 mm

FD-040(S)-SS; FD-040(L)-SS
FD-040(SPS)-SS; FD-040(SPL)-SS
FDLON-F040-SS; FDLON-T040-SS
FD-048(S)-SS; FD-048(L)-SS
FD-048(SPS)-SS; FD-048(SPL)-SS
FDLON-F048-SS; FDLON-T048-SS
FD-056(S)-SS; FD-056(L)-SS
FD-056(SPS)-SS; FD-056(SPL)-SS
FDLON-F056-SS; FDLON-T056-SS
FD-064(S)-SS; FD-064(L)-SS
FD-064(SPS)-SS; FD-064(SPL)-SS
FDLON-F064-SS; FDLON-T064-SS
FD-072(S)-SS; FD-072(L)-SS
FD-072 (SPS)-SS; FD-072 (SPL)-SS
FDLON-F072-SS; FDLON-T072-SS
FD-080 (S)-SS; FD-080(L)-SS
FD-080 (SPS)-SS; FD-080 (SPL)-SS
FDLON-F080-SS; FDLON-T080-SS
FD-090(S)-SS; FD-090(L)-SS
FD-090 (SPS)-SS; FD-090 (SPL)-SS
FDLON-F090-SS; FDLON-T090-SS
FD-100(S)-SS; FD-100(L)-SS
FD-100 (SPS)-SS; FD-100 (SPL)-SS
FDLON-FIOO0-SS; FDLON-TIOO-SS
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Co6opka 13 BCTaBHO-
ro 1 oxBaTblBaLLe-
ro y3nos

Cbopka 13 BCTaBHO-
ro 1 oxBaTblBalLLe-
ro y3nos

Cobopka 13 BCTaBHO-
ro v 0XBaTblBaroLLe-
ro y3nos

Cobopka 13 BCTaBHO-
ro v oxsaTblBatolLLe-
ro y3nos

C6opka 13 BCTaBHO-
ro 1 0XBaTblBatoLLe-
ro y3nos

Cbopka 13 BCTaBHO-
ro 1 oxBaTblBarLLe-
ro y3nos

Cbopka 13 BCTaBHO-
ro 1 oxBaTblBatoLLe-
ro ysnos

Co6opkKa 13 BCTaBHO-
ro 1 0XBaTblBakLLe-
ro y3nos
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OCHOBHble pasMepbl UMMIAHTOB BXOAALMX B COCTaB «/IMnaHTaT Te/leCKONnMYecKuii
Pa88ler-BuyaP™ nna NHTpamefynsapHOro ocTeocnHTE3a»

Ne no Pa3vep

Katasio-  AuameTp MpokcumansHoe [JucTtansHoe Kpen- CxemaTnyHoe 1306padkeH1e
ry X4nmHa KpenneHue [Mm] NeHue [mMv]
Mt

CraHfap)THble MMNaHTaTbl Geap)eHHO KOCTU (BUCTanbHOE KperyieHue C [/IMHHOI pe3bboid)

202
PO-
032(b)- ° 23(')22 X 45
88
03.2 03.
08.5
338
PO~ g40x et
0400y 43
88
04.0
010
PB 409
048(b)- ° jog x +16.50
88
04.8
510.75
PB 410
- 0 5.6 x
056 g e
05.6
011.5 a1
PB-
6.4 x
064(b)- ° |
88 412 1650
06.4
c
12.25
413
PB-
7.2 x 1
072(b)-  ° 16.50
88 413
7.2
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LLlar pe3b6bl:
Ona pnameTpos oT 3,2 40 6,4 MM - 1,25 mwm;

Ana gnameTpos 7,2 1 8,0 Mm - 1,75 mm;
Ona gnametpos 9,0 n 10,0 Mm - 2,5 MM.

MPOYHOCTHbIE CBOMCTBA MMNNAHTATOB NpuBeAeHbl B Tabnuue 3:
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MoacynTaHHble CBOWCTBA A1 YeTbIpeX TOYEK M3rnba MHTpaMmesynnapHbiX WTudTos Pad3ler-Mnyal
BCEX AOCTYMHbIX pa3MepoB: A1 UMMNIAHTaTOB, M3rOTOB/EHHbIX N3 HepXXaBetollel eTann 316 bYM

Ta6nuua 3. MPOYHOCTHbIE CBOWCTBA MMMN/IAHTATOB

. BHELWHWIA fuameTp uMnnaHTarta
CBOWNCTBO

32mMm 4,0 Mm 4,8 MM 56 MM 6,4 MM 7,2 Mm 8,0 Mm 9,0 MM 10 MM

KOHCTpYKLMOHHaA
1,04 254 525 968 1645 26,23 40,1 642 98,0
YKECTKOCTb (Ele)(H X MW

Harpyska Ha npegene
176,5 3453 5956 9438 1406 1993 2731 3875 5214
Tekyyeetu, (H)

MOMeHT ennbl Ha npegene
3,4 6,6 113 179 26,7 38,0 521 742 1017
TekyuyecTtu, (H x M)

OCOBEHHOCTUN ONCTAJIbHOIO KPEIMJIEHUA

BcTaBHbIE Y3/bl € KOPOTKOM pe3b60il pa3paboTaHbl C Lebio NPOTUBOAENETBUS MaKCMMa/bHbIM CU-
nam BbITaNIKMBAHUA W pacTArMBaHUS BCAeACTBME pocTa KOCTU. XOTA B 6GOMbLIMHCTBE CAy4yaes
BHeLLHee KpenjeHne WTUgTa He TpebyeTcs, AUCTalbHbIA KOHEL, YeTpOCTBa COLEPXUT HebosbLIOe
KpenexHoe 0TBepeTue, YTO MO3BONAET YEUTUTb KpenseHne gueTanbHOro KoHua. Mepen w3sneye-
HWeM OTBEPTKW A5 BCTABHOIO Yy3/1a BbIMO/IHAETCA BU3yanu3auunsa 0TBepCTUSA NPU NMOMOLLM peHTre-
HOBCKOro annapata ¢ C-o6pa3Hoil [fyroi, nocfe 4ero 4epes OTBEpPCTME MNPOBOAUTCA chuua
KnpwHepa nogxopaduiero pasmepa (0,7 mm ana pasmepa mMmnnaHrtata 3,2 mm; 0,9 Mm ana pasmepa
4,0 MM 1 11 MM A8 OeTa/llbHbIX Pa3MepPoB MMNNAaHTaTa) U 3akpennseTes B KOPKOBOM C/i0€ KOETU e
06enx CTOPOH.

bespe3b6oBbie (LON) BCTaBHbIe y3/bl MCMOML3YHOTCA B TEX CAydYasX, KOrga AuMcTanbHbliA anugus
KOCTU CAUWIKOM Man unn obnagaet HeAoCTaTOYHOM MPOYHOCTBIO ANs (uKcauum npyu nNomoLyu
pe3bbbl. be3pe3bb60BOe KpenjeHne BBOAMTEA B aNU(MU3 U 3aKpennseTca npu nomowm (UKCmMpytro-
Wweln ennubl TONWMHOR 1,5 MM, KOTOpas 4OXOAMT A0 NaTepasibHOro KOPKOBOIO /104 1 3arnbaetes B
06nactM MeamanbHOro KOPKOBOro efiosi. MpoBepbTe OKOH4YaTe/IbHOE MOMOXKEHWE AUEeTaNbHOro
KpenieHns npy noMoLwy yCunmTens n3obpaxxeHus.

3oun
pocTa
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5. CBOVICTBA MATEPUAJIOB

Martepuanbl NS U3roToBneHus «MmnnaHTaT Teneckonmyeeknin Pa8sler-Ounyall'”™ ana nHTpamegyn-
NAPHOr0 OCTEOCUMHTE3a» BblGpaHbl C y4eTOM CBOMCTB, HEOOXOAMMbIX AN Ha3HAYeHUS, B/INAHUS
npoLLeccoB NPoOn3BOACTBa, 06pPaboTKM, CTEPUIN3ALUN N XPAHEHWS.

MMpy M3roToBNEHUM AO0/KHA MCMOMb30BAaTbCA Hepi)Kaserlliad cTalb MefULWUHCKOro HasHayeHwus
TMna mapkm 316bYM. Takoil maTepuan AOMKEH COOTBETCTBOBaTb TEXHUYECKUM YC/IOBUAM CTaH-
papta A8TM Ang MMNNAHTUPYEMbIX YCTPOMCTB U XUPYPrUUYECKUX MHCTPYMEHTOB U3 HEpXKaBeto-
wer ctannm (A8TM 138) n 6bITb MHEPTEH K BHYTPEHHEN cpefe opraHn3Ma 4YenioBeka, He OKa3sblBas
Ha HUX XMMMWYECKOTO UM BUONOrMYEeCcKOro BIMAHMA B TEYEHUN BCEro Cpoka Ccnyxbbl. B cocTas He-
pxxasetoulein ctanm 316TYM BXoAUT MONMGAEH, KOTOPbLIA XapaKTepu3yeTcs BbICOKOW YyCTONYMNBO-
CTbHO K BO3JeCTBUIO arpeccuBHbIX cpes.

Hepxasetowasa ctans 316bYM aBngeTca BbICOKOSErMPOBAHHLIM KOMMNO3ULWMOHHLIM MaTepuanom,
BbIMN/IaBNAEMbIM U3 LNMXTOBbLIX KOMMOHEHTOB B YC/I0BUAX BbICOKOIO BaKyyma v Npu y3Kux npege-
nax OTKNOHEHWI ero coctaensfowmx. ObnagaeT xopowmumMmmn PU3nNKo-MmexaHM4ecKUM CBOMNCTBaMM,
CTOMKOCTbIO B (PU3MOMOTMYECKUX YCNOBUAX, K O6LLE M MEXKPUCTANIMTHON KOPPO3UU, MUTTUHTO-
BOM Y LLeNeBOM KOPPO3UW.

Hepxasetowyto ctanb 316bYM Takxe Ha3blBalOT XUPYPruyeckom, NpUrofHon LS BXMUBNEHUS B
opraHu3m 4esioBeka, B ,OCTATOYHON CTENEHW COBMECTUMOW C BMONOrMYeCKUMU TKaHAMW, KneTka-
MW U OKULKOCTAMU OpraHvM3ma YenoBeKa, C KOTOPbIMY OHa HaxoAATCA B KOHTakTe, obnajaeT AocTa-
TOYHOW CTeneHblo COBMECTUMOCTHU C NMPOAYKTaMy BO3MOXHOIO M3HOCA U ferpagauuu.

K Mpege OpraHo- Bp0,2 Mpegen
P T Pea ny,u,nMHeHme prar YcTanoctHass  TBepAocTb P PeA
npo4YHocTn (npu NenTunyeckas Ynpyroctn  (Te-
% In b = NMPOYHOCTb, no bpuHen-
pacTsXeHun), npoba Jpuk- KY4YecTb), (0.2
5.65 80) M/TT2 no - HB
bl/n3t2 CeHa, MM %), bl /TT2
Tun 570 60 10-11 260 165 300
MwuH 485 40 : : : 170

dun3nyeckne cBoicTBa MaTepuana

CpegHuin ~ InekTpu-

®dusu- Temne-
YpenbHaa TennoBoe Ko3apduuu- yeckoe  MarHuTHas
yeckme [lnot-  partypa Mogynb
. Tenjo0eM- pacwmpe- eHT Tenno-yjAesnbHoe MpoHuLae-
CBOW- HOCTb  nnaBfe- ynpyroctu
KOCTb Hue BOrO  pac-conpo-  MOCTb
cTBa HUA
WMpeHnsa  TUBJEHUE
EgnHn-
- B 0.80
N °C IkgK YK 106Kl [271T2/T MPax 103
mepe- KA/W
HUS
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Temne-

20-100 20-
20 20 20 20
patypa 4 20 300 20-500
(°C)
] 160 17,0
SHave- g 1440 500 15 0,75 1,005 200
Hue 18.0

Pagunauus, 3NeKTPOMarHUTHbIE N MarHWTHbIe NO/S He 0Ka3blBAKOT B/IMSIHWE HA UMMMAHTAT, €ro pa-
60Ty 1 Nto6ble NOcNefytoL e BAUSHUA Ha OPraHn3M YenoBekKa.

MPEAYMPEXAEHWE. Cobntofate 0CTOPOXHOCTL NpW HazHavyeHun MPT. WNHopogHble Tena co-
30aK0T CUMIbHbIe NOMEXU U YXYALaloT Ka4ecTBO U306paXKeHus.
N3penne «MmnnaHTaT Teneckonmyeckunini Fassier-DuvaE'"” anvporeHHo.

OCHOBHbIe NOKa3aTenn

XapakTepucTuUKu Pega Medical Inc.
MmnnaHTat Teneckonuyeckuii Fassier-Duval™” gna nHTpamegynnspHo-
ro OCTeOCMHTE3a A1 UCNONb30BaHMA B NeAnaTpum
Moka3zaHua OvadusapHble nepenombl AAVHHbLIX KOCTEW, OCTEOTOMUM, HenpaBW/ib-
HOe cpalleHme NMb0o HecpalleHne NepenomoB 6efpeHHONR, 6onbLIebep-
LLOBOVi 1 NNeYeBO KOCTENA.
LleneBasa rpynna MayneHTbl 4eTCKOro Bo3pacTa

Martepuansl 316LVM

KOHCTPYKTUBHbIE 0co-Teneckonuyeckas KOHCTPYKLMA XapakTepusyeTtcs (ukcauuein npm no-
6eHHOCTH MOLLY pe3bobl

OTCyTCTBYET NPOAO/IbHBIA M3rnMb
HakoHeuYHMKK ¢ pe3bboli Ana gunkcaumnm

JoctynHble anameTpsl; oT 3,2 o 10,0 mm

6. YCNoBNA TPAHCINOPTUPOBAHNA N XPAHEHWNA.

YCnoBus XpaHeHus ; crefyeT XpaHUTb B CYXOM YUCTOM MeCTe, 3aliULLEHHOM OT NPAMOro COJIHeY-
HOro ceeTa, npu Temnepatype Ofo -55°C n BnaxHoCcTH He 6onee 65%.

He xpaHuTb B6/M3U UCTOYHNKOB TEMIOBOIO N3NYUEHNS.

Jkcnnyartauma 4o/mKHa obecneynatbca Temnepatypoin 32-42°C.

CpepgHuii cpok cnyxo6bl - go 10 nert.
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TpaHCNoOpTUPOBKa OCYLW eCcTB/AETCA N0ObIM BUAOM KPbITOrO TPaHCNOPT C YYETOM MpaBu
nepeBO3KK, felieTBYIOLIMMY Ha TpaHeNnopTe AaHHOro Buaa. M3genvie JOMKHO 6biTb YCTONYMBO K Me-
XaHU4ecknUM Bo3gencTeuamM. CnepyeT n3beraTb NOBbMNNEHHON BNaXHOeTU (6onee 65%).

TemnepaTypa TpaHenopTuposku: oT -50°C go +50°C.

7. YC/NIOBNA YCTAHOBKW (NMPOBEAEHWA OMNEPALINN).

MmnnaHTaTbl He MMEKT 0CO6bIX TPpeboBaHWIA MpW NPOBEAEHWUU MUX YeTaHOBKM. MpoBefeHMe one-
pauuy BO3MOXHO MpPU BCEX YENOBUAX, NPUHATBLIX B AaHHOW KAMHMKe. CnepyeT o6paTuTb BHUMA-
HWe, YTO CPOK CTEPWUILHOCTU WU3LENNS NOene ero CTepuan3alnnn onpegensetes yenoBusaMm xpaHe-
HWS eTepUNN30BAHHOTO U3LENNSA Nepes HeMOCPeACTBEHHbIM NPUMEHEHUEM.

CnepyeT NPUOXWUTb MakKeMMyMm Yeunuid no HefoONyLLEHUIO MEXaHWYEeKOro MOBPEXAEHUS WUM-
NNaHTaToB (M3rnbbl, 3ayeeHubl 1 T.M.), KOTOPOE MOXET NPUBEETU K HEBO3MOXHOETU €ro Menosib-
30BaHNs (HEBO3MOXHOETb YCTAHOBKM, 3aTPYAHEHME NEPEMELLEHNS COMPSATAEMbIX 3/IEMEHTOB).

8. YTUTIN3ALUNA

YnakoBKa 1 Bee KOMMOHEHTbI, HEe MMeloLLIMe KOHTAaKTa C MayMeHTOM, YTUAM3NPYOTCA KakK 6bITo-
Bble 0TX0/bl. KOMMOHEHTbI U3AeNNA UMEHT KOHTaKT € MauneHTOM, YTUIN3UPYHTCS KaK MoTeHLK-
aNbHO onacHble 0TXoAbl b Knaeca B COOTBETCTBMM C CAaHUTAPHbIMU NpaBuiaMn U HOPMaMmn CTPaHsbl
NMPUMEHEHUS.

9. TAPAHTUA

MeTannuyeckue MMNAaHTaTbl UMeOT HeOrPaHNYEHHbI epOK FrOAHOCTU NPU CO6OAEHNIN YCNOBWUIA

aKcnayaTauymm, TPaHCMOPTUMPOBKM M XpaHeHWs. [laHHbIA UMNNAHTAT He ABAsieTes MNOCTOSAHHbIM. OH

MOXET 0eTaBaTbes B OPraHM3Me 0 MOSIHOTO Pa3BUTUS CKeneTa.

FapaHTUiiHbIA CPOK He MpeBbllaeT TPEX NeT.
FapaHTWIAHbIM epoK aKcnyaTayum He MeHee OAHOIO roga.
FapaHTWIiHbI/ epOK XpaHEHUS He MeHee LeCTn MecsLeB.

PNPMA-MPON3BOAOUVNTENDb
«[lera Megukan MHK.», KaHaga
1111 Aytopoyg Yomean, Jlasanb, Keebek, KaHaga.
Ten.: +1 450-688-5144, dake: +1 450-688-1977,
pegamedieal@pegamedieal.eom. www.pegamedical.com

®UNPMA - MPECTABUTENDb, MPUHMUMAI W AS NPETEH3UWN MOTPEEUTENEWN B POCCUN
00O «OpwhaH rpynn», 115054, r.Mocksa, yn. Ayb6uHuHckas, 4.57, cTp.1,
Ten.:+7 (499) 463-43-45.

35

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



E3pate
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MepeBog C aHrMIACKOro A3blKa Ha PYCCKUIA A3bIK

lMpoBepka nepesofa v nepesof neyatn K PYKOBOACTBY MO NMPUMEHEHWIO

MeyaTthb:
67 cTpanuy

Mera Megukan (nognuce)
nognuce YNOJTHOMOYEHHOIO NNLA

Mepeena c aHTNMACKOT0 A3blka HapycCKkuUit A3l k Hukonanyesa A A,
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ropos Mocksa.
[Baauats BOCbMOro MIOHA ABe ThiCAYM LWIeCcTHaLUaToro roga.

A, ABfeeBa EneHa BaHOBHa, BPpEMEHHO UCMOMHAKOW;asn 0683aHHOCTM HOTapuyca ropoja
Mocksbl MakapeHko Anekced AJnekeeeBnya, CBULETENLCTBYHO MOLMNHHOCTL MNOANUCH,
CLenaHHol nepeBogyYnkKom HwukonamyeBoi AHHOW AneKCaHAPOBHOW B MOEM MPUCYTCTBUMW.
JINYHOCTL ero yctaHoB/eHa.

3aperucTpmpoBaHo B peecTpe 3a Neo

B3bickaHo no Tapudyy: 300-00 pyo.

Bcero npo
NnpoHymep
cKperineH”

Bpuo HoTapuyca
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