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Instructions for Use

Please read these instructions for use, any enclosed information and relevant surgical techniques
carefully before use. Ensure that you are familiar with the appropriate surgical technique. The
bone cement Vertecem V+ Cement Kit consists of two sterile-packed components: mixing
device polymer powder pre-loaded and glass ampoule with liquid monomer. The kit also
includes a lid for mixing and transferring bone cement to the appropriate injection or delivery
system. For information on compatibility with other devices consultation with a manufacturer
representative is recommended.

REF number Product name

07.702.016S Bone cement Vertecem VV+ Cement Kit, including:
- pump with powder 26 g - 1pc;
- ampoule with liquid monomer 10 ml - 1pc;
- mixing and transfer lid - 1pc.

Materials and the main charachterisrics

Component Qty Constituent(s)

Powder 269
44,6% Polymethylmethacrylate/ acrylate
40,0% Zirconium dioxide
15,0% Hydroxyapatite
0,4% Benzoyl peroxide (100%)

Liquid monomer 10 ml
99,35% Metliylmethacrylate stabilized by 60 ppm

hydroquinone

0,65% N,N-dimethyl-p-toluidine

Intended of use

Bone cement Vertecem V+ Cement Kit is intended for treatment of vertebral fractures or their
consequences, in osteolysis, metastatic lesions, aggressive hemangioma.

Bone cement Vertecem V+ Cement Kit is used to treat spinal pathologies in vertebroplaslic and
kyphoplastic procedures.

indications
— Vertebral compression fractures (VCF)
— Progressive compression fractures of one or multiple vertebrae with subsequent
development of increasing kyphosis
— Patients with persisting instability after a vertebral fracture
— Combined procedures with internal fixation in osteoporosis
— Osteolysis
— Metastatic lesions
— Aggressive type of haemangioma.
Contraindications
— Infections
— Patients with clotting disorders
— Patients with severe cardiac and / or pulmonary insufficiency
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— The hardening, or setting, of Vertecem V+ Cement Kit bone cement is an exothermic
reaction, meaning it produces heat. I'ne temperature may become high enough to damage bone
or other tissue at or near the implant.

— The liquid monomer and its fumes are aggressive and highly flammable. I'he operating room
should be adequately ventilated to minimize the monomer fume concentration and care should be
exercised to prevent exposure, as they may produce irritation of the respiratory tract, eyes and
possibly liver. Highly concentrated monomer fumes may have an adverse reaction with soft
contact lenses and therefore personnel wearing contact lenses should not be involved in the
mixing of this product.

Conditions of safety use of the sterile product
Bone cement Vertecem Vf Cement Kit is supplied in sterile form. Prior to use, check the
product expiration date and verify the integrity of the sterile packaging. If it is opened or
othen\'ise damaged, do not use. If all packaging appears to be intact, remove product from the
package using aseptic tcclmique.

STERILE A Sterilized using an aseptic processing technique (ultra filtration)
STERILE EO Sterilized using ethylene oxide

Do not resterilize

Do not re-use

'Fhe device consists of single-use components that must not be reused, reprocessed or re-
sterilized. Reuse or reprocessing (e.g., cleaning and/or re-sterilization) may compromise the
structural integrity of the device and/or lead to device failure which may result in patient injury,
illness or death. Furthennore, reuse or reprocessing of single-use devices may create a risk of
contamination, e.g., due to the transmission of infectious material from one patient or person to
another. This could result in injury or death of the patient or user.

One unit of the device cannot be used for treating more than one patient.

Precautions

- J1thorough preoperalive check-up ofthe patient must be carried out.

- Store this package between 0 °C and 25 °C and protect it from light to prevent premature
polymerization of the monomer fluid. Always check the condition of the monomer before
use; if it shows any sign of thickening or premature polymerization, do not use.

- If stored below OR temperature, always allow the product to equilibrate to OR temperature
prior to use.

- Make sure to follow preparation and handling instructions for the Vertecem V+ Cement Kit
carefully.

- The monomer liquid is a powerful lipid solvent; it should not be allowed to come into direct
contact with sensitive tissue or rubber or latex gloves. Wearing of a second pair of gloves and
strictly adjjering to the mixing instructions may reduce the risk of hypersensitivity reactions.

- Always us>thc full amounts of monomer liquid and polymer powder provided in the Kkit,
respectively, when mixing Vertecem V+ Cement Kit bone cement. Otherwise the behavior of
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circulating methacrylate is present in fomi of free acid rather than methyl ester. A correlation
between changes in circulating concentiations of methyl methacrylate / niethacrylic acid and
changes in blood pressure has not been established.

'I'ne physician is responsible for any complication or harmful consequences resulting from
use of Vertceem V+ Cement Kit in an unapproved indication or in an unapproved manner, or
from failure to follow the described operating technique or failure to observe safety
instructions in the Instructions for Use.

Combination of medical devices

The mixed cement contains a solvent that can soften or etch certain polymeric materials.
Therefore only use Vertecem V+ Cement Kit together with Synthes GmbH augmentation
hardware with which it has been tested and validated (ex. Vertecem \A- Syringe Kit). For further
information, refer to the corresponding device’s or system’s sui'gical technique. Manufacturer
has not tested compatibility with devices provided by other manufacturers and assumes no
liability in such instances. For information on compatibility with other devices or systems,
consultation with a manfacturer representative is recommended.

For bone cement Vertecem V+ Cement Kit delivery can use sets of needles for bone cement
manufactured by Mollcr Medical GmbH, Germany, in the following configurations:

I. Sets of needles for vertebroplasty, variants:

1) Vertebroplasty Needle Kit including:

- 8G needle, side port, square edge, Lucr lock connector, 2 pcs.
- I'rocar, fitted with a cannula, 2 pcs.

- Trocar, 2 pcs.

- Injection needle with Luer lock connector, 2 pcs.

- k-wire with depth markings, 2 pcs.

2) Vertebroplasty Needle Kit including:

- 10G needle, side port, square edge, Lucr lock connector, 2 pcs.
- Trocar, filled with a cannula, 2 pcs.

- Trocar, 2 pcs.

- Injection needle with Luer lock connector, 2 pcs.

- Pin with depth markings, 2 pcs.

3) Vertebroplasty Needle Kit including:

- 1OG needle, side port, beveled edge, Luer lock connector, 2 pcs.
«Trocar with beveled cutting-edge, 2 pcs.

- Injection needle willi 1.uer lock connector, 2 pcs.

- Stylet, 2 pcs.

4) Vertebroplasty Needle Kit including;

- 12G needle, side port, square edge, Luer lock connector, 2 pcs.
- Trocar, 2 pcs.

- Injection needle with Lucr lock connector, 2 pcs.

- Stylet, 2 pcs.

5) Vertebroplasty Needle Kit including:

- 12G needle, side port, beveled edge, Luer lock connector, 2 pcs.
- Trocar with beveled cutting-edge, 2 pcs.

- Injection needle with Luer lock connector, 2 pcs.

- Stylet, 2 pi™.

M. lilopsy Needle Kits, variants:
1) Biopsy Kit including:
- Biopsy needle for the vertebroplasty needle kit, 8G, with Luer lock connector, 1pc.
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- Slylet, 1pc.

2) Biopsy Needle Kil including:

- Biopsy needle for the vertebroplasty needle kit, IOG, with Luer lock connector, 1pc.
- Stylet, 1pc.

. Bone Access Needle Kit, variants:

1 Bone Access Needle Kit including:

*Done access needle, square edge, 8G, length 140 mm, 1pc.

- Slylet, 1pc.

2) Bone Access Needle Kit including:

- Bone access needle, square edge, 11G, length 100 mm, 1pc.
- Stylet, 1pc.

3) Bone Access Needle Kit including:

- Bone access needle, beveled edge, 11G, length 100 mm, 1pc.
- Stylet, 1pc.

4) Bone Access Needle Kit including:

- Bone access needle, square edge, 11G, length 150 mm, 1pc.
- Stylet, 1pc.

5) Bone Access Needle Kit including:

- Bone access needle, beveled edge, 1I1G, length 150 mm, 1pc.
- Stylet, 1pc.

6) Bone Access Needle Kit including:

- Bone access needle, square edge, 13G, length 100 mm. 1pc.
- Slylet, 1pc.

7) Bone Access Needle Kit, variants:

- Bone access needle, beveled edge, 13G, length 100 mm, 1pc.

- Stylet, 1pc.

IV.  BiopsyGuide-Needle Kit, variants:

1) Biopsy Guide-Needle Kit including:

- Biopsy guide-needle for an 8 G needle 140 mm long, 1 pc.
- Slylet, 1pc.

2) Biopsy Guide-Needle Kit including:

- Biopsy guide-needle for an 11 G needle 100 mm long, 1pc.
- Stylet, 1pc.

3) Biopsy Guide-Needle Kil including:

- Biopsy guide-needle for an 11 G needle 150 mm long, 1pc.
- Stylet, 1pc.

Disposal methods

I he bone cement Vertecem V+, standard composition is a Class B medical device.

Mixed Vertecem V+ Cement Kit should set before it is discarded in the hospital waste. For
separate disposal of powdei- and liquid components refer to local laws and regulations.

Magnetic Resonance environment

Bone cement Vertecem V- Cement Kit is inherently electrically nonconductive, nonmetallic,
and nonmagnetic. Thus the material cannot be heated or act as an antenna when bringing the
patient into the magnetic resonance imaging field during examinations. However, bone cement
Vertecem VX Cement Kit is used in combination with metal hardware (e.g., needles for bone
cement). TherWhre it is important to consider potential hazards related to the use of the metal
hardware.

Potential hazai'ds may include but are not limited to:
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Heating or migration of tlie device
Artifacts on MR image.

Instructions of use Vcrteccm V+ Cement Kit

For full details please refer to the Verteccm V+ vSystem surgical teclinique or that of any other
product or system validated for use with the Vertecem V+ Cement Kit. For information on
compatibility with other devices or systems consultation with the Manufacturer representative is
recommended. During preparation, mixing and transfer make sure to always handle the

mixing device by gripping the blue parts. If the transparent part is used as grip the excess body
heat provided by tlie users hand might result in a shortened application time.

1 Open the glass ampoule by breaking off its neck with the plastic cap.

Place the opened ampoule in the ampoule holder in the Vertecem V+ Cement Kit inner blister or
on a flat, sterile surface.

2. Hold the mixing device upright and make sure the blue handle is in its outmost position. Tap
gently on its lid with your finger to ensure that no powder sticks to transportation lid or mixer
walls. Remove the transportation lid from the mixing device and dispose of it.

3. Pour the full content of the ampoule into the mixer and close it tightly with the separate
mixing and transfer lid. Make sure that both mixing lid and the sealing plug on top of it are
securely tightened.

4. Stall mixing the Vertecem V+ Cement Kit bone cement by pushing and pulling the blue
handle from endpoint to endpoint for 20 seconds (1-2 strokes per second). Perform the first few
mixing strokes slowly with an oscillating-rotating movement. Once properly mixed, the blue
handle must be left in its outmost position.

5. Once cement has been mixed, remove the sealing plug and connect the mixing device to a
compatible application system.

Vertecem V+ Cement Kit application time charts

Note that cement handling and setting times are heavily dependent of temperature. Higher
temperatures reduce the setting time and lower temperatures extend it. Handling time also
depends on many other factors, including (without necessarily being limited to) syringe

diameter, cannula diameter and length.
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Limit values of transportation conditions:

Max. transportation temperature: + 40 °C

Max. transportation time in max. transportation temperature: 7 days

Min. transportation temperature: - 18 °C

Max. transportation time in min. transportation temperature: 72 hours.
Transport hazard class: 3, flammable liquid.

Usage conditions
The temperature for device usage is from 19°C to 27°C.

Disposal methods
The bone cement Veitecem V+, standard composition is a Class B medical device.

Mixed Veitecem V+ Cement Kit should set before it is discarded in the hospital waste. For
separate disposal of powder and liquid components refer to local laws and regulations.

International standards applying to the medical device
Synthesis GmbH declares that bone cement Vertecem V+ Cement Kit meets the requirements of
ASTM F451-08, a full list of international requirements is available upon request.

Warranty statement and claims

The manufacturer guarantees that the device complies with the requirements of the technical
documentation provided that the rules of handling, storage are followed and that prior to use one
checked the integrity of the packaging for damage. The wananty statement covers all the shelf
life of the medical device.

Legal Manufacturer:

Synthes GmbH

Bimatstrasse 3. CI1-4436 Oberdorf

Tel.+41 61 965 61 11

Fax.+41 61 965 66 00

e-mail: RA-DPYCH-RegRequest@rrS.JNJ.com.

All concerns about device operation, quality, etc. in the territory of the Russian Federation are to
be addressed to the authorized representative of the manufacturer:

Johnson & Johnson LLC

Legal address: 17 Krylatskaya Street, bldg. 2, Moscow, Russia, 121614

Telephone: +7(495)580 77 77

E-mail: DL-. TNJRUMedical QA(@ITS.JNJ.com.
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Official Certification:
The undersigned Notary certifies, that the preceding signatures of

Bottler Joanna Zofia, 05.05.1976, von Grenchen, in Gunsberg
Dietzler Heike, 19.11.1971, von Deutschland, in Bern

are authentic and that the signatures currently act in the position of Senior RA Program
Lead / Senior Manager RA Biomaterials, Synthes GmbH, a company currently existing an
organized under the laws of Switzerland, that the adress is Eimattstrasse 3, 4436
Oberdorf.

The Notary Public is aware and attests to the above facts upon examination of the
corresponding documents.

Given and signed in 4500 Solothurn, Switzerland

October 9, 2019

Ui,

Hanspeter Kolly, Notar
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MHCTPYKLUS MO MPUMEHEHUIO

Moxanyicra, BHUMATENbHO MpoOYUTaliTEe 3Ty WHCTPYKUMKO MO MNPUMEHEHWUIO W BCHO
npunaraeMyro JOKyMeHTaUmio, a Takke 03HaKOMbTeCh C COOTBETCTBYHOLMMU XMUPYPrUYeCKUMM
TEXHUKaMW Mepef WCMOMb30BaHWEM W3aenus. Y6eauTecb, 4TO Bbl O3HAKOMJEHbl C
COOTBETCTBYHOLLEN XMPYPrUYECKON TEXHUKOMN.

LlemeHT KocTHbI Vertecem V+ Cement Kit coctouT u3 [BYX CTEPU/IbHO YMNaKOBaHHbIX
KOMMOHEHTOB; MOMMbI, 3arO/IHEHHON MOPOLUKOOOPa3HbIM  MOMMMEPOM  (MOPOLLKOM), 1
CTEK/IAHHOW aMmy/ibl, COAepXKaLLe XXUAKNA MOHOMEP. B KOMMNEKT Takke BXOAUT KpbILLKa /1S
CMeLUMBAHWUA M MNepeHoca LieMeHTa KOCTHOrO B COOTBETCTBYHOLLYHO CUCTEMY BBEAEHWS WK
[OCTaBKW. 18 MOny4veHVss WHOpPMauuyM O COBMECTUMOCTM C APYTUMW  W3AENUAMU UK
CUCTEMaMV PEKOMeHAYEeTCA 06paTtnTLCA K YNONHOMOYEHHOMY MPeSCTaBUTeNto NPOU3BOAUTENS.

ApPTUKYN U3aenus HaumeHoBaHWe nsgenus

07.702.016S LlemeHT KocTHbI Vertecem V+ Cement Kit B cocTase:
- IoOMNa ¢ NOopPOLUKOM 26 T. - 11T,
- amnyna ¢ XXugkmm moHomepom 10 mn. - 1wt
| - KpblLLKa ANa CMeLLmBaHna 1 nepeHoca - 1.

MaTepunanbl U OCHOBHbIE XapaKTEPUCTUKN

KomnoHeHT Konunyectso KomnoHeHT(bI)
ropouiok ii g'o % MonumveTunMeTakpunat/akpunar
oo s o
15,0% HGAEKI/ICb BeH3onna
0,4% P
YKnAKnin moHoMep 10 mn
99,35% MeTunmeTakpunat, CTabnInsnpoBaHHbIN
60 ppm rnapoxnuHoHa
0,65% N, N-gumeTunn-n-tonynamH
HasHaueHwne
f LlemeHT KocTHbIi Vertecem V+ Cement Kit npegHasHauyeH [1s /NeYeHUs repesiomMoB

MO3BOHOYHUKa, I'IOCI'IG,EI,CTBI/IVI nepenoma, npum oOCTeon3nce, MeTacTaTUHYECKUX MNOPadKEHUAX,
arpeCCMBHOVI reMmaHrmome.

LlemeHT KocTHbIn Vertecem V+ Cement Kit npyMeHseTcs AN NeYeHNs CNHANbHbIX NaTo/orniA
B BEPTEOPONIACTUYECKMX 1 KUONIACTUYECKUX NpoLeaypax.

MokasaHNA K NPUMEHEHUO

- KOMMPECCUOHHbIE NepenomMbl N03BOHOYHKMKa (KIM);

- MPOrpeccupytoLLiMe KOMIMPECCUOHHbIE MepenomMbl OJHOrO WM HECKONbKMX MO3BOHKOB C
roc/neAyoLwyM pasBuUTEM YCUNMBAIOLLIErOCA KU(03a;

- NauMeHTbl C COXPaHAIOLLECA HeCTabWUbHOCTLIO MOC/e Nnepenoma No3BOHOYHUKE,;

- KOMOVHVpOBaHHbIe NPOLeAYpPbl C BHYTPEHHEN (hUKcaLmeid npn 0CcTeonopose;

- 0CTeosnus;

- MeTacTaTU4ecKune NoparkeHus;

- remaHrvnoma’™\rpeccvMBHOro Tvna.

[MpoTnBONOKa3zaHNA
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NH(eKUMK;

nayneHTbl C HapyLUEHNAMM CBEPTLIBAEMOCTN KPOBU;

NaLUMEHTbI C TSHKENOM CepAeyHOn U/ NeroYHoM HeOCTaTOMHOCTbHO;

NauMeHTbl C W3BECTHOM TUMNEepPYYBCTBUTENILHOCTLIO WM anneprueii Ha n6oin um3
KOMIMOHEHTOB LemeHTa KocTHoro Vertecem V+ Cement Kit;

YNOLWEHNA MNO3BOHKOB (MNATUCMOHAWANA) WAN  YCNOBUA, KOrga He MOXeT ObITb
rapaHT1poBaH 6e30MacHbI YPECKOXHbIM OCTYN K NO3BOHKY;

HecTabu/bHble NepesioMbl MO3BOHOYHMKA C BOB/IEYEHMEM 3afHEN CTEHKM Tena no3BOHKa
npy  aBTOHOMHbLIX Mpouedypax YKpensjeHus Ten  MO3BOHKOB  (Hampumep, npu
BepTeOpONNacTUKe);

npeaplayliee NoBpeXaeHWe neavmKynspHbIX OTPOCTKOB MO3BOHKA (TPaHCMeAVKYNAPHbIiA
AocTyn);

MOPaXXeHWs, YKasblBatoLMe Ha CY)XKeHWe CNUHHOro KaHana (6onee uyem Ha 20%),
BK/IHOYas NepenioM UM HOBOOGpa3oBaHUA, C MuenonaTuneri unn 6es Hee;
PETPONYNbCUPYHOLLME MO3BOHOYHbIE (hparMeHTbI C MUenonaTuen;

Y/I0BNETBOPUTENbHbIA OTBET HA KOHCEPBATUBHOE /IEYEHNE;

6ecCMMNTOMHbIe CTabW/bHbIE MePeNoMbl MO3BOHOYHNKA;

npuMeHeHne UemeHTa KocTHoro Vertecem V+ Cement Kit npoTvMBOMNoOKasaHo Mpu
apTponIacTUYECKMNX npoLeaypax.

Mo604Hble 3PGeKTbl

CepbesHble M0o60YHbIE 3(EKTLI, B TOM YWCME C NeTa/lbHbIM WUCXOLOM, CBf3aHHble C
MCNOMb30BaHNEM  MOMMMETU/IMETAKPUNATa, BKIHOYAKOT (HO He OrpaHnyYMBaroTCA):
MH(apKT MMOKapa, OCTaHOBKY Cepfua, UHCY/bT, Nero4Hyt0 aMOOMI0 1 aHathnnakcuio.
Hanbonee 4YacTbiMM MNOBGOYHBIMWU peakuMsaMKU, O KOTOPbIX CO06LLAN0CL B CBA3M C
NpUMeHeHVeM NONMMETUNMETaKPUNaTa, ABNAKOTCA: NPEXoasLlee NOHMXEHWNE KPOBSAHOIO
[aBneHuns, TPoM60(1Ie6UTbI, KPOBOTEUEHUA M reMaTOMbl, MOBEPXHOCTHbIE UKW T/Ty60KMe
paHeBble WH(EKUUM, BYpCUTbI, KPAaTKOBPEMEHHbIE KapAMONIOrMyYecKue HapyLleHus W
reTepoTONUYECKMiA OCTEOrEHEs.

ApyrMn  noteHUMaibHbIMM  MO60YHBIMK  3PdEeKTamMM, 0 KOTOPbIX COO06LLaeTcs Mnpu
NCMOMb30BaHUN  MOMMMETUAMETaKpUIaTa, SABNAKOTCA:  TUMEpTepMUs;  remartoypus;
AM3ypus; CBULL MOYEBOrO My3blpsi; MPUXOAsLLee YyCWneHne 6071, CBS3aHHOe C
HarpeBaHVeM BO BpeMsi MOIMMEePM3aLMN LEMEHTA; YLUEMIEHUA HepBa W Aucarum
BCNEACTBME BbITECHEHMSI KOCTHOIO LIEMEHTa BHe ero 0671acT NPUMEHEHWS, Cnaniku u
CTPUKTYPbI NOAB3AO0LLUHOM KWLLKK, CBA3aHHbIE C HAarpeBaHWeM BO BPeMs MOMMepU3aLmm
LieMeHTa.

MoTeHLManbHbIE NOG0YHBIE 3PPEKTLI, CBA3AHHbIE C NPOoLeAypamMy BEpTEOPONIACTUKM U
K1 OnIacTuKKM, BKNKOYAIOT (HO He OrpaHWMYMBAOTCA MMMK) MHEBMOHMUIO, MEXPebepHYHo
HEBPa/IrMO,  KOMManc MO3BOHKA, CMEXHOro C WHbELMPOBaHHbIM, BCNeACTBME
OCTeornopo3a, MHEBMOTOPAKC, BbLITECHEHME LEMeHTa B MAMKYH0 TKaHb, [MepesiomM
NeAnKyNApHOro OTPOCTKa, Mepesiom pebep Yy 60MbHLIX C AUDDY3HOM OCTeoneHwue,
0COGEHHO BO Bpems TopakasibHOW BepTeObpONNacTUKM M3-3a 3HAYMTEILHOrO YCWUnma,
Hanpas/IeHHOro BHM3 BO BpPeMs BBEAEHWS WI/ibl, KOMMPECCUs CMMHHOro Mmo3sra C
napaiMioMm wamM noTepeil YyBCTBUTENbHOCTM, YTeYKa LieMeHTa B MO3BOHOYHbIA [UCK.
"ny6okasn paHeBas MH(EKUMS ABSETCA CePbe3HbIM OCIOKHEHNEM U MOXET NoTpeboBaTh
y[aneHns BBEAEHHOro LemeHTa. VHGeKuMs MOXeT ObiTb aCUMMNTOMHON M MOXET He
MPOSBNATLCS B TEUEHWE HECKOMbKMX Hel UK HefieNb Noc/e onepawuu.
HebnaronpuatHble No60o4YHble 3PMEKTbI A4/ NaUMEeHTa, OKa3blBAKOLME B/IMSHWE Ha
CepLeYHOCOCYANUCTYHO CUCTEMY, MOrYT OblTb CBfA3aHbl C WUCMO/Mb30BaHMEM LlemeHTa
KoCTHoro rtecem V+ Cement Kit gns aptponnactuku. Abcopbums meTunmetakpuiaTta
B COCYLMCT™ CUCTEMY MOXET BbI3BaTb OCTPble TMMNOTEH3MBHbIE 3(MEKTHLI, KOTOPbIE
MPOSIBNAOTCA Cpa3y Mocne BBEAEHUS M ANATCA HECKOMbKO MUHYT. OTMeyeHbl ciyyau
TMNOTEH3MBHLIX peakuuid, MNPOSBAABLUMXCA BCKOpe Mocne umnnaHtauun.  OHwu
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NPOAO/MKANNCL B TEYEHNE HECKOMBbKUX MUHYT. Y HEKOTOPbIX NalMeHTOB MMNOTEH3UBHbIE
peakuuy NPOrpeccupoBasM [0 OCTaHOBKM cepaua. 1o 3TOM NpuumMHe A0/MKeH
OCYLLECTBNATLCA KOHTPO/Ib COCTOSHMA MauMeHTOB Ha npegMeT J06bIX WU3MEHEeHWi
KPOBSHOrO [AaBfeHMst BO BPeMsi W cpasy Mnocne npumeHeHust LlemeHTa KOCTHOrO
Vertecem V+ Cement Kit.
MonnMeTUIMETAKPUAT MOXET Bbi3blBaTb a/ifIEPrui0 y NaUMEHTOB M3 FPYMMbl PUCKa, YTO
MOXET NPMBOANTL K aHaPMNaKTUYECKOI peakLmu.
CnepyeT wu3beraTb HEKOHTPONMPYEMOrO BBEAEHWA WAN  BBEAEHWUS YPE3MEpPHOro
KOMMYeCTBa LIEMeHTa KOCTHOFO, MOCKO/bKY 3TO MOXET MPUBECTU K yTeUKe LiEMeHTa C
CEpPbe3HbIMM MOCNEACTBMAMM, TaKMMW KakK MOBPEXAeHWe TKaHei, napanierus umm
CMepTeNbHas cepaeyHasl Hel0CTaTOUYHOCTb.
HepoctatouHas MHQUAbTPaUMS LUEMEeHTa B CTPYKTYPY KOCTHOM TKaHW  Wm
nocneonepauyoHHble COBbITUA MOFYT OKa3aTb BAMSIHWE Ha BHYTPEHHIOK MOBEPXHOCTb
KOMM/eKca «LeMeHT-KOCTHas TKaHb», BMOCNEACTBMM NPMBOAA K MUKPOCABMTaM Mexay
LIEMEHTOM W KOCTHON TKaHbHD. OTO MOXET MPUBECTM K PasBUTUIO Cnost (hMBPO3HON
TKaHW MeXAy LEMEHTOM WM KOCTbIO WM faxe K pe3opbumm KocTwu. IoaToMmy ans Bcex
naumneHTOB PeKOMeHAYEeTCA perynspHoe AnMTenbHoe HabnraeHme.
3acTbiBaHME WM CXBaTbiBaHWE LeMeHTa KocTHoro Vertecem V+ Cement Kit
npeacTaBnsieT Co60iM 3K30TEPMUYECKYHD peakuuio (NMpouecc C BblAENEHNEM BbICOKOM
| Temnepatypbl). TemnepaTypa MOXeT CTaTb AO0CTAaTOYHO BbICOKOW AN MOBPEXAEHUS
KOCTHOI 1nn ApYroi TKaHW BO3/e MMMIaHTaTta.
XXnakuii MOHOMEp M ero napbl arpeccuMBHbl M O4YeHb OrHeonacHbl. OnepauyoHHas
[O/MKHa 6bITb NPOBETPEHA ANA YMEHbLLEHUS KOHLEHTPaLUMMN NapoB MOHOMEPA, W A0MKHbI
ObITb NpPeAnpUHATLI Mepbl AN NPeAOTBPALLEHMS UCMAPEHWIA, MOCKOMbKY OHW MOryT
BbI3BaTb  pa3fpaXKeHuWe  [bIXaTeNbHbIX  MNyTeW, rnas, BO3MOXHO,  MEYEHW.
BbICOKOKOHLEHTPMPOBaHHbIE Napbl MOHOMepa MOTyT BCTYNUTb B PeakUMto C MArKMMM
KOHTaKTHbIMM NIMH3aMK, NO3TOMY NEPCOHas, HOCALMIA KOHTaKTHbIE /IMH3bI, HE AO/MKEH
NPUBNEKATLCS AN51 CMELUMBAHMNS LIEMEHTA.

Ycnosus 6e30nacHOro NpUMeHeHUs CTEPUIbLHOIO U3genus
LlemeHT kocTHbIi Vertecem V+ Cement Kit noctaBnsieTcsi B CTEPUIbHOM COCTOSIHUM. [lo
1CNOMb30BaHUA MPOBEPbTE CPOK FOAHOCTM WM LeNIOCTHOCTb CTEPUNbHOM YNakoBKW. Ecnv oHa
BCKpbITa W Kak1M-n60 06pa3omM MOBPeXaeHa, He UCMosb3yiTe usgenve. Ecnm Bea ynakoBka
NPeACTaBsSeTCs HeMOBPEXAEHHON, U3BMIEKUTE U3AeNNe U3 YNAKOBKM, UCMOMb3ys acenTUYeCKyHo

TEXHUKY.
CTepunn3oBaHO C MCMOMb30BAHMEM aCENTMYECKOW TeXHONormmn (ynbTpa-

STERILE A P (yneTp
(unbTpaLmm).

STERILE EO CTepuin3oBaHO OKCUAOM 3TU/EHA.

He cTepunnsoBaTb NOBTOPHO.

He ncnonb3oBaTb NOBTOPHO.

LlemeHT KocTHbIi Vertecem V+ Cement Kit npegHasHayeH UCKIOUAUTENBHO A8 04HOPa30BOro
NCMNOMb30BaHMA W HE [O/MKEH WCMNOMb30BaTbCA MOBTOPHO. [OBTOPHOE WCMO/Mb30BaHWe WK
MoBTOpHas 06paboTKa (Hanpymep, O4YMCTKa U/MNK NMOBTOPHaA CTepunmn3aLms) MOryT HapyLInTb
CTPYKTYPHYIO LEe?"CTHOCTb M3Aenus W/wvan npuBecTU K BbIXOAY €ro u3 CTPOs, YTO MOXET
NpMBeCTM K TpaBMe™ 60N1e3HN WM CMepTU naumeHTa. Kpome TOro noBTOPHOE UCMO/b30BaHMeE
WM NOBTOPHas 06pab0oTKa W3AeNWMin  OAHOKPATHOrO MNPUMMEHEHWA MOFyT C€034aTb PUCK
KOHTaMUHaUMW, Hanpumep, BCMeACTBUE Mepefayn WHGEKUMOHHOro MaTepuana OT OAHOro

4
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nauneHTa nUan 4YenoBeKa ApPpyromy. JTO MOXeT MNPMBECTN K TpaBME UMM CMEPTU NauneHTa Un
NoJib30BaTENA.

icnonb3oBaHWe 04HOro KOMMJEKTa LeMeHTa KocTHoro Vertecem V+ Cement Kit gng neveHus
60onee Yem OAHOMO MauyeHTa He A0NyCKaeTcs.

Mepbl NPegoCTOPOXXHOCTU
- [lo/mKHO MpoBOAMTLCS MOJHOE 00NepPaLMoHHOe 06Ce0BaHMeE NaLeHTa.

- W3penve B ynakoBke cnieayeT xpaHuTb npu Temnepatype ot 0°C go +25°C B MmecTe,
3alMLLEHHOM  OT  BO3/IEACTBMA  CBETa, /19 MPEAOTBPALLEHUS  MPeXAeBPeMeHHO
NONMMEPU3ALMM  XKMAKOTO MOHOMepa.  Heo6xogumo Bcerga npoBepsTh  COCTOSHUE
MOHOMEpa Mepes UCMO/Mb30BaHWMEM; MPU HA/IMUYMN KaKUX-TM60 MPU3HAKOB ero 3acTblBaHWs
UK NPEXEBPEMEHHOI MOSIMMEPU3aLIK, er0 UCMO/b30BaHNE He [OMYCKaeTCs.

- [Mpn XpaHeHUM wu3genms B YCNoBUAX 60/Mee HU3KOW TemnepaTtypbl, Yem Temnepatypa
onepawuyoHHO, BCerfja rnepes MCMonb30BaHUEM BblAepXXMBaiTe M3genne 4o TemnepaTypsbl
orepaLoHHOIA.

- TuwatenbHO cobnogaiTe NpaBuia NOAroToBKM K pabote M Nopsaok paboTbl C LEMEHTOM
KocTHbIM Vertecem V+ Cement Kit.

- JKnAKuii MOHOMep SBNSIETCA CW/bHBIM PacTBOPUTENEM NUMWUAOB, MO3ITOMY He cneayeT
[OMYyCKaTb MPSMOr0 KOHTAaKTa C YyBCTBUTENIbHbIMW TKAHAMU WM PE3NHOBBLIMW WA
naTeKCHbIMK NepyaTkamu. BTopasi napa nepyaTok U cTporoe co6/0AeHUe UHCTPYKLUMIA Mo
CMELLMBAHMIO MOXET CHU3WUTb PUCK Pa3BUTUS anneprmyecknx peakuyii.

- W3genve ogHOKPATHOrO NPUMEHEHUS.

- Tpy cMeLlLnBaHNM KOCTHOMO LieMeHTa BCerja 1Ucrosnb3yinTe BeCb 06beM MOPOLLKA N XXUAKOro
MOHOMepa, BXOAALUMX B KOMMEKT LeMeHTa KocTHoro Vertecem V+ Cement Kit. B cnydae
CMELLMBAaHMS HEMo/HbIX 06bEMOB (DYHKLMOHAIbHOCTb KOCTHOIO LieMeHTa He MOXeT OblITb
rapaHTMpoBaHa. licnonb3oBaHWe TObLKO OAHOMO U3 KOMIMOHEHTOB LIeMeHTa He AoMyCKaeTcs.

- Y6e,q|/|Ter B TOM, 4YTO MOPOLUOK U )KI/I,D,KI/II\/JI MOHOMEP NONMHOCTbKO CMELLaHbI nepea Havyasiom
BBEAEHUA.

- TMomna ¢ NopoLKoM NpefHa3HaueHa A CMeLIBaHUA KOCTHOTO LieMeHTa U Nepejayn ero B
MOAXOAALWY cucTeMy BBedeHMs. OHa He npefHasHayeHa AN BBEAEHWS| CMELLAHHOTO
LleMeHTa HenocpeAcTBEHHO B MO3BOHOK. Takoe WCMOMb30BaHWE W3fenusi  CTpOro
3anpewlaercs. [19 nonyyeHus MHGoOpMaLMM O COBMECTUMOCTM C APYTUMU U3AEMUAMUA UK
cuCTEMaMi  PeKOMeHAyeTcsi  06paTWTbC K YMOMHOMOYEHHOMY  MpeACTaBUTENtO
NPOV3BOANTENS.

- Tpu 3amnofHeHUM CUCTEMbI HEOOXOAMMO Wu3beraTb 06pa3oBaHMs 6GOMbLUMX BO3AYLUHbIX
ny3blpeii BHYTPY LIEMEHTA.

- Bpau pomkeH vMMeTb COOTBETCTBYIOLLYIO KBa/IM(IMKALMIO W ONbIT MPOBEAEHUs MpoLesyp
BepTebponnacTUkM unn  Kugonnactmkn. OHa WAM OH AO/MKHbI ObITb B MOMHOM Mepe
0CBEAOM/EHbI O CBOMCTBAX, XapaKTepUCTUKax W cnocobax MpUMEHEeHUs LieMeHTa KOCTHOro
Vertecem V+ Cement Kit, a Takke MeTofax ero YpeckoXKHoro BBeAeHUs.

- Wcnonb3osaHve uemeHTa KocTHoro Vertecem V+ Cement Kit Bo Bpems 6epeMeHHOCTU 1nn
KOPM/IEHWS TPYAbKO He pekomeHAayeTcs. [1py pacCMOTPEHUM BO3MOXHOCTU MCMO/b30BaHNSA
n3nenvs y 6epeMeHHbIX MalyeHTOK OTBETCTBEHHbLIN BPay [O/MKEH KaXKAbIA pa3 B3BELUMBATbL
no/b3y OT NPUMEHEHUSA U CBA3aHHbIE C HUM MOTEHLMAIbHbIE PUCKM ANA NaUMEHTKN 1 NNoAa.

- [onrocpouHble faHHble 06 3P(EKTUBHOCTM LieMeHTa KocTHoro Vertecem V+ Cement Kit
orpaHuueHbl. «OTBETCTBEHHbIA  Bpay AO/MKEH  KaXAblA  pa3  B3BeLUMBATb  BbIrogy
Hcnonb30BaHHflv uemeHTa koctHoro Vertecem V+ Cement Kit npu  6051e3HEHHbIX
HEOCTEeOMNOPO3HbIX, OCTPbIX TPaBMaTUYECKMX Mepenomax, a Takke MOTEHUMaIbHbIE PUCKW,
0COGEHHO Npu leYeHUK NaLMeHTOB MOMIOLOr0 BO3pacTa.
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B CNyYasiX, CBA3aHHbIX CO 3HAYUTENbHON (hparMeHTaLuei 1 paspyLIeHUEM Tena MO3BOHKa
(nepenomoM Tena MO3BOHKA, MOBMEKLUMM YMEHbLUEHWEM BbICOTbI [0 MeHee, Yem 1/3 oT
MepBOHaYa/bHOM BbICOTbI), CMeayeT Co6/M0AaTb OCTOPOXHOCTb.  Takue cryyan MOryT
noTpe6oBaTh /leYeHUs C MPUMEHEHUEM 60nee CMOXHBLIX MPOLEAYP C TEXHUYECKON TOUKM
3peHms.

- [MpumeHeHre uemeHTa KocTHOro Vertecem V+ Cement Kit [O/MKHO NPOBOAUTHCA C
NCMONb30BaHNEM MPOLEAYP BU3yan3auum B PeXXMMme peasbHOro BPEMEHW, CrOCOOHbIX
obecneuntb  MNOMYYEHME BbICOKOKAYECTBEHHbIX M300pakKeHUA. Heobxogumo  Takke
1CMO/Ib30BaTb COOTBETCTBYIOLLME TEXHOMOTUW L1 MOATBEPXKAEHNS CeayroWwmnX (PakTopos:
MPaBWIbHOMO  pasMeLleHnss WrMbl, OTCYTCTBUS  MOBPEXAEHUS  COCeLHUX  CTPYKTYp,
COOTBETCTBYIOLLEN NIOKaM3aLmMm 1 He06X0AMMOro KONMYecTBa BBOAUMOIO MaTepuaia.

- TMocne nocnegHein WMHBEKUMM LEMEHTA MaUMEHT [O/MKEH OCTaBaTbCA B HEMOABUXXHOM
COCTOSIHUM B TeueHne 15 MUHYT Ans obecneyeHns HafNeXalllero 3aTBepeBaHNs LieMeHTa.

- B cnyuasx, koraa Heo6xoaum NMOBTOPHBbI AOCTYN K OAHOMY M TOMY e Tefly No3BOHKa, Urna
ONs  JocTyna [O/MKHa 6biThb  3aKpbiTa TPOAKapoM [N COXpaHeHus [ocTyna W
MPeAoTBPALLEHNS BbITEKAHUS KOCTHOTO LiEMEHTa U3 MO3BOHKA Yepes Ury.

MpegynpexaeHns
B0O3MOXHOCTb MCNONb30BaHWA LieMeHTa KocTHoro Vertecem V+ Cement Kit ana
MPOhMNAKTUYECKOT0 HapaLLMBaHNS Hepa3pyLLEHHbIX Te/ MO3BOHKOB He YCTaHOB/IEHa.
Upecko)kHoe  BBeAeHWe MONMMETUNMeTakpunata cnefyetr nNpoBOAWUTL  TO/MbKO B
MeLVUNHCKUX  YUYPEXOEHUsAX, B KOTOPbIX [AOCTYMHa 3SKCTPeHHasa [eKOMMpeccuBHas
XVpYyprus.
B npouecce onepaumMn LEMEHT KOCTHbIn  Vertecem V+ Cement Kit MoxeT
pacrnpocTpaHATbCA 3a npefesibl 061acT ero npeanonaraeMoro MCnosib3oBaHus (T.e. 3a
npegenbl Tena MO3BOHKA WM B CUCTEMY KpPOBOOOpalleHus). B Takmx cryyasx BBefeHue
LleMeHTa CcfieflyeT HeMeA/1leHHO MpPeKpaTuThb.
OKCTpaBasauMs KOCTHOrO LieMeHTa MOXeT MpPWBECTU K MOoMajaHuio LemMeHTa B TPeLuHbI
WA BEHO3HYHO CUCTEMY KPOBOOOpaLLeHNs U T.4,
CMmelumBaHMe Kakux-nMbo [06aBOK (TakKMX Kak, Harnpumep, aHTUOMOTUKKM) C LeMEHTOM
KocTHbIM Vertecem V+ Cement Kit He Aonyckaetcs, MOCKOMbKY 3TO MOXET Bbl3BaTb
M3MeHEeHWe CBOMCTB LIEMEHTa.

BaxxHas MH(hopmMaLus Ans Bpava

(| - Kak yxe ynomuHasiocb B pasgene «[MoboyHble 3ddeKkTbl», HebnaronpuAaTHble peakumu
NaumeHToB, HEraTMBHO BMSIIOLME HA CEPAEYHOCOCYAMCTYHO CUCTEMY, OblN CBSA3aHbl C
1CNO/Mb30BaHNEM aKpUIOBOTO LieMeHTa. locneaHme faHHble YKasblBatoT Ha TO, YTO MOHOMep
noJBepraeTcs O6bICTPOMY rMAponM3y ¢ 06pa3oBaHMEM METaKPWIOBOM KMCMOTbI, a TaKXKe Ha
TO, 4TO 3HauMTeNbHas 4YaCTb LMPKY/MPYIOLLEro MeTakpuiata HaxoguTcs B dopme
CBOOOAHONM KWUCNOTbl, & He CNOXHOIO0 METWUMIOBOro 3atmpa. B3anmmo3aBUMCMMOCTb MeXay
M3MEHEHNAMMN  KOHLEHTPaUMM  LMPKYIMPYIOWEro  MeTUAMeTakpuiaTa/MeTakprioBoi
KICNOTbI 1 U3MEHEHWSMW KPOBSHOIO AaB/EHNS He YCTaHOB/EHa.

- Bpay HeceT OTBETCTBEHHOCTb 3a /H0Oble OCMOXHEHUS WM BPeAHble MOCNeACTBMSA,
BO3HUKLUME B pe3ynbTaTe MCMOMb30BaHMA LiemMeHTa KocTHoro Vertecem V+ Cement Kit no
HeYTBePXXAEHHbIM MOKa3aHMSIM UM HeyTBEPXXAEHHbIM CMOCOOOM, UK M3-3a HECOBNHOAEHNS
XUPYPruyeckom TEXHNUKKN, U 13-3a HECOONHOAEHNS NHCTPYKLUMIA N0 TEXHUKE 6e30MacHOCTY,
N3N0XEHHBIX B UHCTPYKLUMMN MO NPUMEHEHUIO.

COBMECTMMOCTX\MG,U,MLI,MHCKMX n3nennii

CMeLLaHHbIi LIEMEHT COAEPXUT PacTBOPUTESNb, KOTOPbIA MOXET pasbefaTb WM pasmsryarb
onpefeneHHble MoMMMepPHble MaTepuanbl. Mo 3TOW MPUYMHE LEMEHT KOCTHbIi Vertecem V+
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Cement Kit cnefyeT MCnosib3oBaTb TONLKO COBMECTHO C W3LENMAMW ONA YKPENnieHus Ten
MO3BOHKOB MPOM3BOACTBA KOMMaHUM CuHTe3 TMO6X, C KOTOPbIM OHO OblN0 MPOTECTUPOBAHO U
npowao npoueaypy sanvpaumm (Hanpumep, ¢ Habopom wnpuues Vertecem V+ Syringe Kit).
[ns nonydeHvss SONONMHUTENbHOW MHGOpMauumy o6paTUTeCh K OMUCaHWI0 COOTBETCTBYHOLLMX
XVPYPrUYeCKUX  M3LeMA - WM XUPYPrUYecKoW TeXHUKEe COOTBETCTBYIOLLENW CUCTEMBI.
Mpoun3BoauTeNnb He MPOBOAWMA WCNbITaHWIA LemeHTa KocTHoro Vertecem V-4 Cement Kit Ha
COBMECTUMOCTb C W3AeNuaMW, MPefoCTaBNAeMbIMU APYTMU NPOU3BOAUTENAMU, U HE HeceT
OTBETCTBEHHOCTY B C/ly4ae MX UCMO0/b30BaHWA. 19 nofyvyeHns HpopmMaumm 0 COBMeCTUMOCTM
C OPYrMU W3LeNNAMU WM CUCTEMaMU PEKOMEHAYeTCA 00paTUTbCA K YMOSHOMOYEHHOMY
npeaCTaBUTENKO MPON3BOAUTENS.

[nsa poctaBku LemeHTa KocTHoro Vertecem V+ Cement Kit MoryT ucnosb3oatbca Habopbl Urn
ANA LeMeHTa KOCTHOro npoussoacTtBa komnaHum Moller Medical GmbH, Germany/Ménnep
Meamkan M'mM6X, NepmaHusa B Crnefyowmx BapuaHTax UCNONMHEHNS:

I. Hab6opbl urn gns septedbponiacTMKu, BapuaHTbl UCMO/THEHUSA:

1) Habop vrn gnsa septebponnactnkn (Vertebroplasty Needle Kit) B cocTase:

- urna kamép 8 G ¢ 6OKOBbIM OTBEPCTMEM, YeTbIPeXTPaHHbIM KOHLOM, NepexofHUKoM Jlyep-
Nok - 2 u.

- Tpoakap KaHKMIMPOBaHHbIN - 2 LUT.

- Tpoakap - 2 LUT.

- Urna MHLEKLMOHHAA C NepexoaHUKom Jlyep-J1oK - 2 .

- CNUUa ¢ MeTKamu rNyOuHbI - 2 LT,

2) Habop urn ana septebponnactukum (Vertebroplasty Needle Kit) B cocTase:

- urna kanmép 10 G ¢ 60KOBbIM OTBEPCTUEM, YETbIPEXTPAHHBLIM KOHLIOM, NepexogHUKom Jlyep-
JloK - 2 ui.

- Tpoakap KaHMMPOBAaHHbIN - 2 LLUIT.

- Tpoakap - 2 L.

- Urna VHbLEKLMOHHaA ¢ nepexofHuUKoMm Jlyep-J1oK - 2 L.

- CNULa C MeTKamu Ny6uHbI - 2 LT,

3) Habop urn ana septebponnactmukn (Vertebroplasty Needle Kit) B cocTase:

- urna Kanmoép 10 G ¢ 60KOBbIM OTBEPCTMEM, CKOLLEHHbIM KOHLIOM, NepexoaHnkom Jlyep-J1oK -
2 LT,

- Tpoakap CO CKOLUEHHbLIM KOHLOM - 2 LUT.

- Urna HbLEKLMOHHaA ¢ nepexoaHnkom Jlyep-J1oK - 2 wr.

- CTUNET - 2 WT.

4) Habop wrn gna septedponnactukn (Vertebroplasty Needle Kit) B cocTase:

- urna kanmép 12 G ¢ 60KOBbIM OTBEPCTUEM, YETBIPEXTPAHHBLIM KOHLOM, NepexofHUKom Jlyep-
Jlok - 2 uir.

- Tpoakap - 2 LUT.

- UrNa UHLEKLMOHHAA C NepexogHUKom Jlyep-J10K - 2 .

- CTWUNeT - 2 LUT.

5) Habop vrn ansa Beptebponnactuku (Vertebroplasty Needle Kit) B cocTase:

- urna kannép 12 G ¢ 60KOBbIM OTBEPCTMEM, CKOLLUEHHBLIM KOHLIOM, MepexofHuKom Jlyep-J1oK -
2 Wr.

- Tpoakap CO CKOLUEHHbIM KOHLOM - 2 LUT.

- Urna MHbEeKLMOHHAAX nepexogHnKom Jlyep-J1oK - 2 L.

- CTUNET - 2 LWT. -

11 Hab6opb! Urn gns 6morncum, BapuaHTbl NCAONHEHWS:
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6) Habop urn gns 6uoncun (Biopsy Kit), B cocTase:

- urna gnsa éuoncun K Habopy urn anis seprebponniactukn Kanmépa 8 G ¢ nepexogHuKom Jlyep-
Jlok - 1.

- CTUneT - 1wr.

7) Habop vrn gns éuoncum (Biopsy Kit), B cocTase:

- urna gna éuoncum K Habopy wrn gnsa Beptebponnactvkn kanméopa 10 G ¢ nepexofHVUKOM
JNlyep-Jlok - 1.

- CTWneT - lum.

I1l.  Habopbl nrn-npoBoAHNKOB 4181 BEPTEOPONIACTUKMK, BAPUAHTbI UCMO/THEHUSA:
1 Habop nrn-npoBogHnkoB ana Beptedponnactuky (Bone Access Needle), B cocTase:
- UrNa-npoBOAHUK ANA BepTe6PONNIACTMKM C YeTbIpexrpaHHbIM KOHLOM, kanmop 8 G, anvHa 140
MM- 1T,
- CTUNET - 1 WT.
2) Habop urn-npoBogHvKoB a1 BepTedponnactuky (Bone Access Needle), B cocTase:
- WUrNa-npoBOAHVK [/19 BepTebpon/iaCTMKM C YeTbIPeXTrpaHHbIM  KOHLOM, Kanmop 11 G,
annHa 100 Mm- 1.
- CTWneT - 1.
4 3) Habop urn-nposoaHMKoB ans Beptebponnactuku (Bone Access Needle), B cocTase:
- UrNa-npoBOAHVK 1A BepTEOPONNacTUKM CO CKOLUEHHbIM KOHUOM, Kannbp 11 G, anvHa 100
MM- 1 LT,
- CTUNET - 1.
4) Habop vrn-nposogHMKoB ans Beptebponnactuku (Bone Access Needle), B cocTase:
- UrNa-npoBOAHWK AN BepTe6pONNacTMKM C YeTbIpeXrpaHHbIM  KOHUOM, Kanmbp 11 G,
AnnHa 150 mm- 1.

- CTUNET - 1.
5) Ha6op nrn-npoBogHMKOB Ans Beptedbponnactuky (Bone Access Needle), B cocTase:
- UrNa-NPoBOAHVK ANS BepTeOPONIACTMKM CO CKOLLEHHbIM KOHLOM, Kanmop 11 G, gnnHa 150 mm
- 1wt
- CTUNeT - 1.
6) Ha6op mrn-npoBoaHMKOB Ans BepTedponnactukm (Bone Access Needle), B cocTage:
- UrNa-npoBOAHMK ANs BepTebpOnNacTUKM C YeTbIpeXrpaHHbIM KOHLOM, Kannbp 13 G, afmHa
100 MM - 1 .
- CTUNeT -1 wr.

4 7) Habop wurn-npoBoAHuKOB Ans BepTebponnactuku (Bone Access Needle), BapuaHThbl
NCMONMHEHNS:
- UFNa-NPOBOAHNK ANs BepTEOPONIACTUKM CO CKOLLUEHHbIM KOHLIOM, Kannop 13 G, annHa 100 Mm
- 1w

- CTUNeT - 1 1wr.

\VA Habopb! Nrn-npoBoAHNKOB A1 6MONCUKN, BapuaHTbl UCNOSTHEHNS:

1) Habop vrn-nposofgHunkos ans 6uoncun (Biopsy Needle), B cocTase:

- UrNa-NPOBOAHWMK Ans buoncum, Ana urnbl kanuoépa 8 G gnnHo 140 mm - 1 wr.
- CTUNeT - 1.

2) Hab6op urn-nposogHukoB ans 6uoncum (Biopsy Needle), B cocTase:

- UrNa-NpoBoAHMK NAA 6uoncum, ans urnsl kannépa 11 G gavHoin 100 MM - 1w,

- cTunet - 1.
3) Habop vnrn-nposogHukos ans 6uoncum (Biopsy Needle), B coctase:
- UrNa-nNPoBOAHVK Ana buoncum, Ans urnbl kanmopa 11 G gnnHo 150 Mm - 1w,

-ctuner - lwr. A

MeTofbl YTUAM3aLMUN 13eNns
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O6paTuTe BHUMaHWE, YTO BPEMS BBEAEHMS W 3aTBEpAEBaHUs LIEMEHTA CUMbHO 3aBUCUT OT
TemnepaTypbl. [MOBbILEHME TeMMepaTypbl COKpallaeT BpeMsi 3aTBepAeBaHMs, a MOHVDKEHUE
TemnepaTypbl YBENNUMBAET €ro. Bpems BBEAEHNS TaKXKe 3aBUCUT OT MHOTMX ApYruX (hakTopOB,
BK/MOYast (HO He 00s13aTeNlbHO OrpaHMuMBasiCb VMMK) AMAMETP LUMPULA, AUAMETP U ANMHY
KaHHonW.
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A CvelLmBaHve B: lNepeHoc v BBeAEeHVE C: BBepgeHue D: OtBepxaeHve

PucyHok 1. Fpaduk 3aBucuMocT TemnepaTtypbl-BpeMeHn BBEAEHUA LemeHTa KocTHOTo Vertecem V+ Cement Kit ¢
ncnonb3oBaHnem wWnpuya-gosatopa o6bemMoM 1 Ma u KaHwonn kanubpa 8 G, oTKpLITOR cnepeau.

PucyHok 2. MpeacTaBneHne BANSHUA TEOMETPUM W NPNLA U KaHIO MW HA BPEMs BBEAEHMS.

PaCLIJI/Iq)pOBKa cubMeonoe no XPaneHo N NCNONb30BaHUIO NU3[enna
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TemnepaTypHblil ananasoH: 0°C (32F) - 25°C (77F)

bepeub OT Bnarun

Sil_
He ponyckaTtb BO3AelCTBUS COMHEYHOrO CBETa

- W3penua cnefyeT XpaHUTb B KX op|/|r|/|Haan0|71 33.LLI,I/ITHOI7I YMaKOBKE N HE U3BJIEKATb UX U3
YMaKOBKM 4O MOMEHTa HENOCPeACTBEHHOIO MUCMoJ/ib30BaHUA.

- Wspgenus cnefyeT MCNonb3oBaTb B MOPSAKE MX MOMy4YeHUs, T.e. MO MPUHLMNY «MepBbiM
MOCTYNW/ - NEPBbIM UCMO/b30BA/ICS».

PaclwndpoBKa CUMBO/IOB, KOTOPble MOTYT HAHOCWUTLCA Ha MAapKWPOBKY WM 6biTb
yKasaHbl B MHCTPYKLMAX MO NPUMEHEHUIO

He cogepXXuTt naTekca

JlerkosocnnameHstoLLeecs
Vicnonb3osaTth A0
BELLECTBO

MpounssoguTens

He ncnonb3oBath npu

TokcuyHoe B B N
OKCUHHOE BELLECTBO NMOBPEeXXAeHHOW YynaKoBKe

REF Homep no katanory C:€ 0123 YNONHOMOYEHHbI OpraH
OcTopoxHo! ObpatuTech
LOT Homep naptum K COMPOBOAUTE/NLHOM
[IOKYMeHTaLmm
4 3HaK CoOTBETCTBUS B Poccun

Mepbl NepBOin NOMOLLM

Mpn nonagaHuM B AbiXaTeNbHble MYTU KOCTHOIO LEMeHTa HeoOXOAMMO  BbIBECTU
MOCTPaZaBLUEro Ha CBEXWiA BO3LyX M 06paTUTLC K MESULMHCKOMY MepcoHaty Mnpu passBuTum
CYMNTOMOB YAYLUbA WX KA.

Mpy nNonafaHuM Ha KOXY HeoOXOAUMO HeMeL/IEeHHO CHSATb 3arpssHeHHY ofexay u 00yBb, a
TaKXe He3amel/IMTe/IbHO MPOMbITb KOXY BOAOM C MblIOM. O6paTUTbCi K MeAULUHCKOMY
nepcoHany Npu COXpaHeHUM pasapaXkeHus.

Mpn nonagaHun B rnasa HeOOXOAMMO HEeMEeANEHHO MPOMbITb FNasa M Nof Bekamu 60MbLUINM
KO/MIMYeCTBOM BOAbI B TeUEHME He MeHee 5 MUHYT. Y[anuTb KOHTaKTHbIe NIMH3bl. OBpaTUThes K
MeAULMHCKOMY MepcoHasly Npy COXPaHEHUW pPa3fpaXeHuns rnas.

Mpn npornatbiBaHUM HeOBXOAMMO HeMeA/IleHHO MPOMbITb POTOBYHO MOMOCTb BOZOW (TONbKO
eC/IN YeNOBEK HaXoAWTCS B CO3HaHMKM). HemeaneHHO 06paTnTbCa K MeAULMHCKOMY NepcoHay.

™
NHdopmMaunus o npebutene: Bpad, MMEHOLLMIA COOTBETCTBYHOLLYIO KBAIMAUKALMIO W OMbIT
MpoBefieHV s NpoLeayp BepTe6pONAacTMKA MK KudonnacTukn. OHa UM OH AOMKHbI GbiThb B
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MOJTHOM Mepe oCBeEAOM/IEHBI O CBOICTBAX, XapaKTepucTtnkKax n cnocobax npuMeHeHna LiemeHTa
KOoCTHoro Vertecem V+, a Takke MeTOAax ero YpeCKOXXHOro BBefeHus.

Ycnosus MNpUMEHEHWS, MeAULMHCKOEe W3[eNve npefHa3HayeHo A1 MCNOMb30BaHWS B
NeYe6HO-NPOPUNAKTUYECKUX YUPEXAEHUSIX.

Buonormnyeckast 6e30nacHOCTb

Martepuanbl XMBOTHOIO WM YeNOBEYECKOrO MPOMCXOXAEHNS B LlemeHTe KocTHOM Vertecem
V+, CTaHAapTHast KOMMEKTaUus OTCYTCTBYHOT.

JlekapcTBeHHble cpeacTBa B LlemeHTe KocTHOM Vertecem V+, CTaHAapTHas KOMMeKTauus
OTCYTCTBYIOT.

dapmaueBTNYeckne cybetaHumm B LlemeHTe  KocTHOM  Vertecem V+,  CTaHAapTHas
KOMMEKTaLuMs OTCYTCTBYIOT.

Cpok rogHocTH
Cpok rogHoctu LlemeHTta KocTHoro Vertecem V+ Cement Kit coctaBnsetr 3 roga ¢ MOMeHTa
N3roTOB/MEHNUS.

PEMOHT 1 TEXHMYECKOE 06CNYXMBaHWE
| N3pnenve SBNSETCA OAHOPA30BbIM, TEXHUUYECKOMY 0BCNY>KUBAHMIO 11 PEMOHTY He MO/JIEXMT.

Y CnoBus xpaHeHus, TPAHCNOPTUPOBKN W1 3KCNayaTaymm

YcnoBua XpaHeHus

LlemeHT kocTHbIi  Vertecem V+ Cement Kit cnefyeT XpaHUTb B OPUIUHANbHON
noTpe6uTeNbLCKOI yrnakoBke npu Temnepatype oT O °C go +25 °C B MecTe, 3allMLIEHHOM OT
BO3AENCTBNA CBeTa, [AN19 NPefoTBpaLleHns NPeXAeBPeMEHHON MOAUMepU3aLmn  XMLKOro
MOHOMepa. Bcerga nposepsiiTe COCTOSiHME MOHOMeEPa Nepes UCMob30BaHUEM; EC/IM MMEHOTCH
KaKne-nmbo Npu3HaKky ero 3acTbiBaHUA UM NPEXAEBPEMEHHON MOMMMEPU3aLIN, ero He creyeT
1CNO/Mb30BaTh.

Mpn XpaHeHUW Wu3genns B YCNOBUSX 00nee HU3KOW TemrepaTypbl, Yem Temnepartypa
orepauuoHHON, Bcerga Mepef WCMNOMb30BaHWEM  CnefyeT  BblAepXaTb  u3fenve  npu
TemnepaType orepalyioHHOMN.

W3penve Heo6XOAMMO XpaHWTb BAAM OT OTKPLITOTO M1aMeHW, ropsymx MOBEPXHOCTEA K
NCTOYHMKOB BO3ropaHus.

Heobxo4umo npuHUMaTb Mepbl MPeLOCTOPOXKHOCTY MPOTUB CTATUYECKUX Pa3pALOB.

Ycnosusa TpaHCNOPTUPOBKU
TpaHcnopTMpoBKa MeAULMHCKOro 13aenns npousBOAMTCA BCEMU BUAAMW KPLITOTO TpaHcrnopTa
B COOTBETCTBUY C AENCTBYHOLMMUN NpaBuiaMn NepeBo3oK.
MpefenbHble 3Ha4YeHWS YCIOBUIA TPAHCNOPTUPOBKW:
Makc, Temnepartypa TpaHcnopTuposku: + 40 °C
Makc, Bpems TpaHCMOPTUPOBKM NPU Makc, TeMnepatype: 7 AHeR
MwuH. TemnepaTypa TpaHCnopTupoBkK: - 18 °C
Makc, Bpemsa TpaHCNOPTUPOBKYM MPU MUH. TEMNepaType 72 yaca.
Knacc onacHOCTW Npu TpaHCMNOPTMPOBKE: 3, BOCM/TaMeHAILLIaACA XXUAKOCTb.

Ycnosua akcnayatauum
Temnepatypa 1cnonb3oBaHna ngenusa coctasnset ot 19 °C go 27 °C.

MeToabl yTunnsaunn nsgenus
LiemeHT'locTHbIn Vertecem V+ Cement Kit oTHocuTca K knaccy b knaccugmkaumm

MeANLUMHCKUX 0T?7b/0B.
CMelUaHHbIA  KOCTHbIA LIEMEHT [JO/MKEH 3acTbiTb, MNpexge 4Yem ero MoMecTaT B
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6ONbHUYHbIE OTXOfbl. YTWUNM3ALUMIO MOPOLIKA M >KUAKOFO MOHOMepa M0 OTAeNbHOCTM
Heo6X0AMMO OCYLLECTB/SATb B COOTBETCTBUM C MECTHbIM 3aKOHOAATENbCTBOM MO YTUM3ALIMN
OTXO/IOB.

MNpuMeHsAeMble MeXXayHapoaHble CTaH4aPThI

KomnaHusi «CuHTe3 'm6X» 3asBnseT, 4to LlemeHT KocTHbii Vertecem V+ Cement Kit
oTBeyaeT TpebosaHMAM ASTM F451-16, NOMHbLIA CNWCOK MeXAYHapOAHbIX TPeboBaHWiA
npefocTaBAAeTCca Mo 3arpocy.

MapaHTuWiiHble 06513aTeNIbCTBA M peK1aMaums

Mpou3BoAMTENb  FapaHTMPYeT  COOTBETCTBME  M34ennsi  TPeBOBaHWAM  TEXHWUYECKOV
AOKYMEHTaLMM NP YCOBUM COBMHOAEHNS NPaBWI TPAHCMOPTUPOBKM, XPaHEHNS N NMPUMEHEHNS,
eCIn ynakoBKa He BCKpbITa W He MOBpeXAeHa. [apaHTMs pacrnpoCTpaHseTcs Ha BeCb CPOK
FO4HOCTU MEANLMHCKOrO U3aenms.

MpounsBoanTens:

Synthes GmbH (CuHTe3 M'v6X),

Eimattstrasse 3, 4436 Oberdorf, Switzerland (LLIBeiuapwns)
Tel.+41 61 965 61 11

Fax. +41 61 965 66 00

e-mail: RA-DPYCH-RegRequest@ITS.JNJ.com.

Mo Bcem BomMpocam, KacarLMMCs 3KChyatauuu, KavecTBa W3fenvs U gp. Ha Tepputopun
Poccuiickoin  ®epepaumn, cnegyeT obpawatbcd K - YNOJHOMOYEHHOMY  NpPeACTaBUTENHO
npou3BoanTens:

000 «[I>XOHCOH & [])KOHCOH»

Poccua, 121614, r. Mocksa, yn. Kpbinatckas, 4. 17, kopn. 2

TenehoH:+7(495)580 77 77

E-mail: DL-JNJRUMedical OA@ITS.JNJ.com.
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OdmumanbHoe y0CTOBEPEHME;
HVI)KeI'IO,CI,I'II/ICE:\BLIJVIVICﬂ HOTapnyc yaoCtoBepsdeT, YTO BblWecToAW e nognucu

BioTtTnep MoaHHbl 3o0¢nn, 05.05.1976 r.p., pogmsLueicsa B I. [peHXeH, NnpoxkmBatoweii B r. NoHcbepr
Avuynep Xaiike, 19.11.1971 r.p., poamsleiicsa B FlepmaHuu, npoXxmneawLeii B r. bepH,

ABMAIOTCA MOAMIMHHBIMM W 4YTO B HacTosAwee BpemMs MNOAMNMCAHTbI 3aHMMaKT [LO/HDKHOCTM CTrapluero
pyKoBoAMTENa oOTAena perynatopHbiXx nporpamm/Crapliero pykoBoguTens oTAena  HOpPMaTUBHO-
npaBoOBOro perynmpoBaHus (bnomatepuanbl) «CHTE3 TMOX», KOMNAHUW, YUYPEXXAEHHOW N B HacTosLiee
BpeMSl OCYLLECTBAAILWEN CBOK AeATENIbHOCTb B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM LlBeliyapun no
agpecy: AnmatTwTpacce 3,4436 O6epaopd.

HoTapunyc yaoocTtoBepdeT BbILLEN3/TOXKEHHDbIE cBeneHuA Ha OCHOBaHUN O3HaKOMJ/1IeEHNA C
COOTBETCTBYHO W MM OOKYMEHTAMMWU.

BbigaHo v nognuncaHo no agpecy: 4500 3o0n0TypH, LUBeiuapus

9 okTA6psa 2019 roga <Kpyrnas ne4yartb:
AIMUHUCTpaLMA oKpyra 3010TypH>

<nognucaHo>
XaHcnetep Konnwn, Hotapuyc
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lNepeBod AAHHOIO TeKCTa BbINOMHEH NepeBogunkom MNaxTyHoBbIM Anekceem Bragmmmposuyem

noAnuchb

Poccuiickas dPeaepaliys
I'opoz, Mocksa
CeMHa[LATOro OKTHOPSA ABe ThiCSUM AeBATHaALATOrO roga

A PebpuHa EneHa [MUTpYEBHa, BPEMEHHO WCTIONHAOWBS 003aHHOCTY HOTapuyca ropoda
Mocksbl AkuMoBa [Nieba BoprcoBnda, CBANETENLCTBYHO MOAMHHOCTL MOAMMCY MNEPeBOaUMKa

[MaxTyHoBa Anexces BrigaymyposiHa.
[Nognuck cagnaHa B MOEM MPUCY TCTBUN.
JIM4HOCTL NOAMMCaBLLENO IOKYMEHT YCTAHOB/EHA.
]‘I qq
B3bICKaHO rocy4apC TBEHHOW NOLLMHBI (N0 Tapudly): 100 pyo.
Yrria4eHo 3a OKasaHve YCNyT MpaBoBOro M TEXHUYECKOro xapakTepa: 200 pyo.

lepboBas neyatb
HoTapuyca r.MocCKBbI

HO.U.”V'Cb AkKkunmoBa I.B.
E/[l PebpuHa

["pOoLLHYPOBaHO, MPOHYMEPOBaHO

W CKPETEHO MeYaTbio mmcT(-a,-081
BPIO HoTapuyca:
Poccuiickas degepauys
"opog Mocksa
, P 17 OKT 20f rom

JmMuTpreBHa, %HMBHMO MCNONMHAOLLIEA
-<«NOSA

CBI{IETE/LCTBYHO BEPHOCTL KOG npe,qcraBrEHHorro NHE T)XyVBb
AperUCTpYpoBaHo B peectpe: Ne  77/flfI-H/77-2DI'fl = 7T -M
B3bICxaHO FOCY/IAPCTBOHHOM MOLL VB (MO TpiY)

YVBHeH0 38 OKa3aHVE YCIyT n__
TeHMHeaomxaaaifeD3rrN_ SO
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