M b 10 OSTEOSYNT SYSTEM

Instruction for Use

INDICATIONS

Bone tacks are indicated for stabilization during tissue regeneration and bone repair in the maxillofacial region.

USAGE

The MC Bio OSTEOSYNT system is designed to stabilize barrier membranes onto cortical plate bone. This may he used in craniofacial, maxillofacial or
mandibular bone. Genereral patient health, hone type and quality, and functional loads exerted should be considered and carefully evaluated prior to use.

TERMS OF TRANSPORTATION

The medical devices ofthe OSTEOSYNT system shall he conveyed using all types of covered vehicles in accordance with the requirements and rules of cargo
transportation applicable to the corresponding mode of transport.

Type of shipping : hy parcel, motor vehicles, planes, containers.

Transportation conditions: temperature; -10°C to +30°C, relative humidity not more than 75%.

Product boxes should not be exposed to excessive shocks and atmospheric precipitation during handling and transportation, in accordance with handling marks
bearing the respective signs "Fragile, handle with care", "Top side", "Protect from moisture"”.

TEMPERATURE OF USE

Room temperature .

DISPOSAL

I1f not used, the MC Bio Supertack devices and their packaging, are produced in recyclable materials.
Ifthe devices are used and contaminated, for a correct disposal, they should be previously cleaned by a disinfectant solution and then sterilized hy a steam clave .
Products should he disposed of in accordance with the rules and regulations approved hy the Russian legislation

WARRANTY

In accordance with the Directive 1999/44/EC.

The devices are covered by a warranty for a time of 1year.

The warranty is considered only for production mistakes that don’t allow the correct functioning of the device.

The compliance of one device to the standard of production is a pertinence of MC Bio company, so only the devices that will be send to the MC Bio company,
might be investigated for the application of the warranty.

The loosing of the original properties in function of the use are not covered hy warranty.

The warranty include only the replacing or the repairing of the device.

For the tacks, no warranty can be considered against the possible bending during the use.

The Court of Como (ltaly) is exclusively competent for any dispute .

The manufacturer guarantees the conformity of the medical device Osteosynt System, to all regulatory requirements subject to the conditions of
operation,transportation and storage.

The Manufacturer’s warranty applies to the product prior to the expiration of its shelf life indicated on the packaging and relates to the unopened, undamaged and
correctly stored product. The guaranteed shelf life subject to observance of storage conditions is ;
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DESCRIPTION

The MC Bio Osteosynt system is comprised of tacks (pins), supplied STERILE, with three different lengths: 3mm, 4mm and 5mm, and instruments for the pins
installation

The different tacks are:

-Pin 3.0

- Pin 4.0

-Pin 5.0

-Pin 3.0 Extra Strong

- Pin 4.0 Extra Strong

- Pin 5.0 Extra Strong

The drawing of the tacks include a 2.5mm head and a shaft with a barb for a perfect fixing in the bone.

The instruments ofthe MC Bio Osteosynt system includes:

- Lingual applicator Specialist

- Applicator Tip - Long

- Applicator Tip - Short

- Stop - Hard

- Stop - Medium

- Container for pins (Box)

- Set for the installation of the Supertack pins ( Set SUPERTACK), consisting of: surgical mallet, pin applicator,
tool box, pin storage container.

- Specialist set for the installation of the Supertack pins ( Set SPECIALIST), consisting of: surgical mallet, pin applicator, stops (hard and medium), tool box, pin

storage container and long applicator tip.

The pin applicator and the tips have a retaining head for the 2.5mm pins; the grip of larger diameter pin heads might damnage the instrument.

The mallet weight and sizes are balanced for a correct fitting of the pins; its head has a diameter of 2cm and its weight is about 140gr.

The tool boxes (Supertack and Specialist) can be easly put in the standard steam claves (18-22 1ofvolume); their sizes are: length - 20cm, width - 9cm, depth -
2,5cm.

All the instruments can be easily removed iron the tool box, during the use, but also for an easy cleaning and disinfection .

All the instruments and boxes are supplied NON-STERILE, and can be sterilized by steam autoclaves.

MATERIALS
All the tacks are made of TiGr5
The instruments are made of stainless steel
The box is made of plastics medical grade.

SURGICAL PROCEDURE

1. Remove the tacks from their STERILE packaging and place in the organizer.

2. Firmly press the applicator onto the head of the desired tack in the organizer. This will grip the tack to be carried to the placement site.

3. Seat the tack through the barrier material only with the applicator perpendicular to the bone surface or the tack may be damaged. Placement should be
accomplished with firm taps on the base of the applicator with the hammer. To disengage the
tack, roll the applicator to one side.

4. Repeat this process until the barrier is firmly anchored. Always store the applicator in the
surgical box; otherwise it may become distorted and not able to grip and pick up the tacks..

5. Every effort should be made to assume primary closure of all areas. Suture the soft tissue in the
usual manner when the surgical procedure is complete.

6.  The Patient’s Record should include radiographs and written documentation indicating number
and position of the tacks.
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OHOW SUPPLIED

The tacks ofthe SUPERTACK system are provided STERILE . Tacks are inside a glass vial, enclosed in atransparent blister sealed by a Tyvek cover.

EXPIRY DATE

It’s recommended to respect the expiry date written on the label.

STORAGE

The storage of the tacks need temperature and conditions of Relative Humidity in accordance with the European Pharmacopeia.

The finished product shall be stored in closed rooms at temperatures from +10°C to +30 °C and relative humidity not more than 75%.
Store the Osteosynt devices in consumer packaging and remove from consumer packaging only immediately prior to use.
Preservation of the package integrity is an indispensable prerequisite.

The maximum time of storage is in function of the shelf life.

On each label is present the expiration date of the STERILE condition.

MAX DURATION OF IMPLANTATION
The tacks (Pin MC Bio OSTEOSYNT) should be removed upon completion of the healing process (on average about 6-10 monthes). In instances where the tack

removal is required, after normal surgical exposure, the tacks may be dislodged by using a periosteal elevator, scalpel or other suitable thin flat instrument. The
tacks should be removed, inventoried and discarded. The surgical site is now re-sutured.

REUSE

The tacks (Pin MC Bio OSTEOSYNT) are for single use only therefore reuse of the tacks is NOT recommended.

CONTRAINDICATIONS

General patient evaluation is critical prior to any procedure. Contraindications include, but are not limited to, local or systemic infection, clotting disorders,
vascular impairment, radiation, steroid or anticoagulant therapy, diabetes or other systemic or metabolic limitations which would compromise healing.

COMPLICATIONS

Complications include those associated with any osseous surgical procedure and an esthetic usage. Severity and type of complications may indicate tack removal
at the discretion of the clinician

WARNING

It’s the clinician’s responsibility to become familiar with proper technique for use this device. The clinician should have training and experience with bone fixation
techniques.

The applicator must be held perpendicular to the bone during placement to avoid bending the tack. Complete seating should be attempted with a single strike of
the hammer. The tacks are not designed to endure excessive or abnormal functional forces..

Pg.3

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



INSTRUMENTATION
burP INczK

SURGICAL PROCEDURE

The instrumentation are provided NON STERILE and must be sterilized prior to use. An aseptic technique is required for predictable success.
1. Place the tacks inthe organizer.

2. Firmly press the applicator onto the head of the desired pin in the organizer. This will grip the tack to be carried to the placement site.

3. Seat the tack through the barrier material only with the applicator perpendicular to the bone surface

or the tack may be damaged. Placement should be accomplished with firm taps on the base of the
applicator with the hammer. To disengage the tack, roll the applicator to one side.

4. Repeat this process until the barrier is firmly anchored. Always store the applicator in the surgical
box; otherwise it may become distorted and not able to grip and pick up the tacks..

USE

-TOOL BOX

The Supertack and Specialist tool boxes allow the sterilization of the tools by steam claves.

For the sterilization, introduce the tools in the box, close the cover, and fit the box in a clave. I1fs recommended the use of steam sterilizer with Dynamic Air
Removal ( class B Clave)

-APPLICATOR

The applicator is made oftwo parts, the tip and the grip. When the tip doesn’t allow the correct retaing of the pin, it can be replaced only disassembling it by the
thread that connect the two parts.

To use correctly the applicator, firmly press it onto the heaf of the pin. In this way the pin can be carried the placement site. The pin will be fitted in the bone by
firm taps on the base of the applicator. To disengage the tack, roll the applicator to one side.

-STOPS
The stops change the pin retaining of the applicator. Using the green stop on the Specialist tip, the retaining is increased to a medium level; an harder retaining is
obtained using the blue stop.

-PIN ORGANIZER (BOX)
After the sterilization, the pin organizer can be removed from the box or eventually leaved inside. Removed the cover, the pins can be placed in the organizer,
ready for the use.

-HAMMER
The hammer has a head diameter and a weight cailibrated for transfer to the applicator a force that allow the correct insertion of the pins Supertack.

REUSE

The MC Bio SUPERTACK instrumentation are made for several uses.
The instrumentation must be sterilized prior the use.

WARNING

1t’s the clinician’s responsibility to become familiar with proper technique for use these devices. The clinician should have training and experience with bone
fixation techniques.

The applicator must be held perpendicular to the bone during placement to avoid bending the tack. Complete seating should be attempted with a single strike of
the hammer. The tacks are not designed to endure excessive or abnormal functional forces.

HOW SUPPLIED

All components are provided NON- STERILE.
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\A‘Issurgical box is provided NON- STERILE.
O surgical box is studied for a sterilization by a steam sterilizer with Dynamic Air Removal ( class B Clave)

STERILIZING

MC Bio recommends sterilization of the instruments, by a steam autoclave method and in a steam sterilizer with Dynamic Air Removal.

Parameters are in accordance at the European Farmacopeia and the standard EN 1SO 17665-1.

STEAM AUTOCLAVE METHOD
0O  Recommemnded a steam class B Clave
0O Sterilization in accordance with the EN 1SO 17665 or the European Pharmacopeia

STORAGE

The finished product shall be stored in closed rooms at temperatures from +10“C to + 30 °C and relative humidity not more than 75%..

Store the Osteosynt devices in consumer packaging and remove from consumer packaging only immediately prior to use.
Preservation of the package integrity is an indispensable prerequisite.

SERVICE

Ifthe tools loose their original mechanical conditions, due to the use or fall down, promptly replace the part or the tool.

MC Bi0 S.r.I. - Via Cavour 2 - 22074 LOMAZZO (CO) - ITALY

Authorized Russian Distributor: AVOS - ul. Sudakova ,4 -109382 MOSCOW - RUSSIA

NCbo
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/Norotun: MC6éuo (MCbio)/
«Cuctema IMCBIO gns octeocnHTE3a»

WHCTPYKLUS MO MPUMEHEHMIO
MOKA3AHUNA

KOCTHble NuHbI npegHasHayeHbl A/14 CT&6I/II'IVI3aLI.VII/I BO BpPEMA pereHepaunmn TKaHeli U BOCCTAHOB/IEHMSI KOCTEl B
tJEI'IPOCTHO-J'II/ILI,EBOIZ obnacTtu.

NMPUMEHEHWNE

«Cuctema MC BHO st ocTeocrHTe3a» paspaboTaHa s cTabunmsaumy 6apbepHbIX MeMBpaH Ha KOCTb KOPTUKAIbHOM
MMacTUHKU. Ee MOXHO MCMONb30BaTh /18 KpaHWOMhaLUUaibHOW, YeNOCTHO-MMLEBO WM YeNOCTHOW KocTu. Mepeq
MCMNOMb30BaHNEM HEOBXOAMMO PacCMOTPETb U TLLATENIbHO OLEHUTL O6LLee 340pOBbE MAaLyeHTa, TWM U Ka4yecTBO
KOCTHOI TKaHW, a Tak)Ke OKasblBaeMble (DYHKLMOHAbHbIE Harpy3Ku.

YCNOBNA TPAHCITOPTUPOBKN

MeaunumHckve mnsgenna «Cuctema MC BHO ons ocTeocuHTesa» MnepeBO3ATCA BCEMM TUMAMU KPbITbIX TPAHCMOPTHBIX
CpefCTB B COOTBETCTBUM C TPEBOBAHMAMU U NpaBuIaMy NepeBo3KX rpy3oB, NMPUMEHUMbIMU K COOTBETCTBYIOLLIEMY BULY
TpaHcnopTa.

Twn NepeBo3KM: OTAENbHBIMU MAPTUAMM (MOCHIIKO), aBTOMALLMHAMK, CaMO/ieTaMm, KOHTeHepamu.

Ycnosums TpaHCMOPTMPOBKY: TemnepaTypa; oT -10 °C go +30 °C, oTHocUTe/IbHas BNaXKHOCTb He 6onee 75 %.
AWMKN/KOPOOKM C U3LENMAMU He AOMKHbI MOABEPraTbCA Ype3MepHbIM yaapam/TpACcKe W BO3AENCTBUIO aTMOCHEPHbIX
0CaJKoB BO BpeMsi 00PabOTKM W TPaHCMOPTMPOBKM B COOTBETCTBMM C COOTBETCTBYIOLIMMM HALMMCAMM Ha
MapKUPOBOYHbIX 3HaKax: «OCTOPOXHO, CTEKNO», «BepxHsAs CTOpOHa», «bepeyb OT nonagaHuns Braru.

TEMTIEPATYPA NCIMOJIb3OBAHUA
KomHaTHasi TemnepaTypa.
YTUNN3ALUNA

Heucnonb3oBaHHble u3gennd «Cuctema MC BHO pgnd  ocTeocuHTe3a» W MX YNakoBKa MPOM3BOSATCA U3
nepepabaTbiBaeMbIX MaTepPUasos.

Ecnmn n3genns ncnonb3oBaHbl U 3arpsi3HeHbI, A4S NPaBUIbHON YTUIN3ALMN UX HEO6XO0AUMO NPeABapUTENIbHO OYUCTUTD
C MOMOLLLIO [e3UHMEKLMOHHOIO pacTBopa, a 3aTeM CTepuv3oBaTb B aBTOKMaBe. W3fenus yTWAM3MPYOT B
COOTBETCTBMN C HOPMamM 1 NpaBuiaMy, YTBEPXKAEHHbIMM POCCUICKM 3aKOHOAATE/IbCTBOM.

FTAPAHTUINHBIE OBA3ATE/IbCTBA

B cooTBetcTBUM ¢ [mpekTuBoii 1999/44/EC.

V3aenus MMeroT rapaHTUIO CPOKOM Ha 1 rog,

apaHTWA pacnpocTpaHseTcs TO/MbKO Ha Cy4van MpOM3BOACTBEHHOrO 6paka, NpenAaTcTBYOLLME MpaBWbHON paboTe
n3genus.

CooTBeTCTBME U3AENMA CTaH4apTy MPOM3BOACTBA ABMSETCA 0653aHHOCTHIO KoMmnaHuu "MC Buo™, nmoatomy Borpoc,
ABMSIETCA M AaHHBIV CMyyYail rapaHTUIAHBIM, PeLIaeTcsa TOMbKO 419 U3AenniA, OTNPaBfeHHbIX KoMnaHum "MC Bro".
MoTeps nepBOHaYa/bHbIX CBOMCTB B CBA3W C UCMO/b30BAHWEM He SBMSETCA rapaHTUMHBIM CyYaeM.

"apaHTNsA pacrnpoCTPaHAETCA TOMLKO Ha 3aMEHY WM PEMOHT U3LENNS.

[ns NMHOB He NpefycMaTprUBAaeTCA rapaHTVs Ha BO3MOXHBIN 13rnb BO BPEMS MCMO/b30BAHNS.

Cya Komo (Utanus) (CoTto (Italy)) obnagaet nckmroUnTeIbHOM KOMNETEHLMER 415 paspeLleHus HObIX CropoB.
MpousBoauTenb rapaHTMpyeT COOTBETCTBME MW3JeNWiA cucTembl “[na OCTeCMHTe3a" BCEM HOpPMATMBHO-MPAaBOBbLIM
Tpe6oBaHWAM B COOTBETCTBUM C YCN0BUAMM 06pabOoTKK, TPAHCTIOPTUPOBKY U XPaHEHUS.

"apaHTVA NPOU3BOAMTENSA PACMPOCTPAHAETCA Ha U3Lenue L0 UCTEYEHMS ero CpoKa rogHOCTH, YKa3aHHOro Ha YrakOoBKe.
Peub MAET O HEBCKPLITOM, HEMOBPEXAEHHOM U1 MPaBUIbHO XPaHALLEMCS M3genmnn. apaHTWiAHbIA CPOK XpaHeHus mpu
COBMIOAEHNMN YCNIOBUI XPaHEHUS:
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/NoroTun:
MC6uo (MCbio)
Cynep Tak (Super Tack)
A-pa OiireHa diise (Eugen Euwe) /
OMMCAHNE

«Cnctema MC BKO pgnsa octeocuHTesa» COCTOMT M3 nuHOB, noctasnfembix CTEPUMIBHBIMW, umetowmmm tpu
pasMUHbIX SNHBLL: 3 MM, 4 MM 1 5 MM, a TaK)Ke MHCTPYMEHTOB [1 YCTaHOBKM MUHOB.
PaznnyHble BUAbI NVHOB:
MuH 3.0
MuH 4.0
MuH 5.0
MuH 3.0 SKCTpanpoYHbIii
MuH 4.0 SKCTpanpoYHbIii
MuH 5.0 3KCTpanpoYHbIii
Ha yepTexxe N1Ha n306paXkeHa rofloBKa pasmepoM 2,5 MM 1 CTEPXKEHb C OCTPUEM A1 UAeabHONM (hUKCaUmmn B KOCTU.

WHcTpymeHTapuii «Cuctembl MC Bio gns ocTeocuHTE3a», B COCTaBE:
AnnnvkaTopbl g1s NMHOB W ANS YCTaHOBKMN MUHOB C A3bI4YHON CTOPOHb!
Hacazka annnvkaropa AMHHas
Hacazika annimkaropa KopoTKas
Cronnep »ecTKui
CTonnep cpegHuii
KoHTeliHep ans nvHOB
Habop s ycTaHoBKM nuHOB Super Tack, B cOCTaBe: XMPYPruyeckuii MOJOTOK, anmniMkaTtop NWMHOB, BOKC Ans
VHCTPYMEHTOB, KOHTEVHEP /19 XpaHeHUst M1HOB.
Habop ona ycTaHOBKM MUHOB Specialist, B cOCTaBe: XMPYPruyeckuii MOSIOTOK, CTOMMEPbl: XXECTKUIA U CPEeSHWA,
annavKaTop MMHOB, KOHTeHep A XpaHeHWs NWHOB, Hacafka annaukatopa AvMHHas, 60KC A1 UHCTPYMEHTOB.

ANMAMKATOPb! MWHOB W HAaCafKW VMEKT CTOMOPHYHO FOMOBKY A1 MWHOB pasMepoM 2,5 MM, 3axBaT rosioBOK M1HOB
60/bLLIEro AMameTpa MOXET MPUBECTU K NMOBPEXAEHNIO MHCTPYMEHTA.

Bec 1 pa3mepbl MOMOTKa cbanaHCMpPOBaHbl A5 MPaBUIbHON YCTaHOBKM MWHOB; €ro rofoBKa UMeeT AnameTp 2 CM, a BeC
- okono 140 rp.

Bokcbl gns MHCTpymeHTOB SuperTack u Specialist nerko nomeLatoTcs B CTaH4APTHLIE aBTOKNaBbl (06bemom 18-22 );
UX pasmepbl: 4avHa - 20 M, LWnpKHa - 9 cM, rny6buHa - 2,5 cm.

Bce MHCTPYMEHTbI MOXHO N1erko 13B/eub M3 6OKca 41 MHCTPYMEHTOB BO BPEMS UCMO/b30BAHUA, @ TaKXkKe YTOObI X
6bIN10 NPOLLE OYUCTUTL U AE3NHPULMPOBATD.

Bce WHCTPYMeHTbI M GOKCbI/KOHTeMHepbl nocTasnstotcds HECTEPU/IbHBLIMIA, w mMoryT 6biTb CTEpUIM30BaHbl B
aBTOKJ/IaBe.

MATEPUANbI
Bce nuHbI BbINOMHEHbI U3 TUTaHa, copT 5 (TiGrb).
VIHCTPYMEHTbI 13rOTOB/IEHbI 3 HEPXKABEHOLLIEW CTau.
BOkC M3roToB/eH M3 niacTMacebl, NpefHa3HaAYeHHOW A4S UCMOoMb30BaHWA B MeAULVHE.

XNPYPITMYECKOE BMELLATE/IbCTBO

1 JlocTaHbTe MuHbI U3 CTEPU/IbHOW ynakoBKv 1 MOMECTUTE WX B KOHTeliHep AN M1HOB.

MNOTHO MpYXMUTE annanKaTop K FOM0BKE JXeNaeMoro nuHa B KOHTeHepe. OH yXBaTWT MUH W MepeHeceT ero K

MECTY pa3MelLLieHus.

3 MocagTe NUH uYepe3 3alWMTHbI MaTepuan TOMbKO C MOMOLLBH anmnjavMkatopa, MNepreHAUKYNapHo K
MOBEPXHOCTM KOCTU, WAN MUH MOXET OblTb MOBPEXAEeH. Pa3smelleHue [O/MKHO COMPOBOXAATHCA YBEPEHHBIM
MOCTYKMBaHWEM MOJIOTOYKOM MO OCHOBaHWIO annavkatopa. [is 0CBOGOXAEHMA MWHA OTKaTWUTE anmivMkKaTop
BOOK.

4, MosTopsliTe 3TOT Npouecc, noka 6apbep He OyAeT NPOYHO 3aKpenseH. Bcerga xpaHuTe annankaTtop MYHOB B
XMPYPruyeckOM KOHTeilHepe. B MPOTMBHOM C/yyae OH MOXET MCKPUBMTBLCS W MepecTaTb 3axsaTbiBaTb U
YIepXKvBaTh MUHBI.

N

5. HeobxoauMmMo nocTapatbesi BbIMO/HATL MEPBUYHOE 3aKpbITUE BCEX Y4acTKOB. locne 3aBepLueHVs orepaumu
CLUMBAliTE MAFKME TKaHW 06bIYHBIM CMIOCOGOM.
6. B KapTy nauueHTa HEOGXOAMMO BK/HOUATL PEHTFEHOBCKME CHUMKM W TUCBMEHHYIO [OKYMEHTALMO C

YKa3aHnem Homepa 1 pacnonoXxeHus nnHoB.
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CrioCoOb NOCTABKU

MuHel «MC BKO gns octeocuHTesa» noctasnstoTcss CTEPUIbHBIMIA. MuHbl Haxogsatca B CTEKMSIHHOW amnyrie,
3aK/HYEHHOI B NPO3payHblii 6/1CTep, MOMELLEHHBIA B yNakoBKy “"TaliBek'.

OATA NCTEYEHWA CPOKA TOAHOCTN

PeKOMEH,qyeTCFI CO6I'II'0,IJ|aTb Aaty UCTedeHna CpoKa rogHoCTn, yKa3aHHYH Ha 3TUKETKE.

YCNOBUA XPAHEHNA

Ana XpaHeHna MNMUHOB HGO6XO,£I,I/IMa Temnepatypa u ycnosud OTHOCWUTENbHOW BNaXXKHOCTW, COMMacHO PekomMeHaaUnAm

EBponeiickoii thapmakonen.
[oTOBOE Wu3fenne CnefyeT XpaHUTb B 3aKPbITbIX MOMELLeHMAX npu Temnepatype ot + 10 °C go + 30 °C un

OTHOCUTENBHOWN BMAXXHOCTU He 6onee 75 %.
XpaHuTe n3genns "gis ocTeocuHTe3a" B MOTPEOUTENLCKOM YNaKOBKe, BbIHAMATE UX M3 YMaKOBKM HEMOCPEACTBEHHO

nepen ncnosib3oBaHneM.
COXpaHEHI/Ie LENOCTHOCTN YNaKOBKW AB/AETCA 006s13aTeNbHbIM YCNOBUEM.

MakcvmasibHOe BpeMs XpaHeHUs 3aBUCUT OT CPOKa rOAHOCTU.
Ha KaX10¥ 3TKeTKe yka3aHa AaTa 1cTeyeHus cpoka rogHocTv B ycnosuax CTEPU/IBHOCTW.

MAKCUMAJIbHAA MPOAO/TXKUTENIBHOCTb MMIMNAHTAL NN

MuHbl «Cuctembl MC BKO ans ocTeOCMHTE3a» HEe0OXOAMMO YAanuTb MOC/e 3aBepLUEHNs NpoLecca 3aXMBNEHNs (B
cpegHem anutca 6 - 10 mecaues). B Tex cnyuyasx, korga TpebyeTca yAaneHWe MMHA MOCNe  HOPMa/lbHOro
XVPYPrUYeCKOro BO3LEWCTBUSA, NMMHbI MOXHO YAaIMTb C MOMOLLBIO pacnartopa, CKa/lbnens W Apyroro nogxogsiiero
TOHKOIO MN/I0OCKOro UHCTPYMeHTa. MuHbI YAanstoT, UHBEHTAPU3UPYHOT 1 BbIOPAKOBbLIBAKOT. Ha y4acTOK X1pYpruyeckoro

BMeELLIATEIbCTBA MOBTOPHO HaK/a[bIBAIOT LLUBbI.
MOBTOPHOE NCIOJ/1Ib3OBAHUE

MuHbl «Crctembl MC BHO ansa octeocuHTesa» npefHasHavyeHbl UCKIHYMTENbHO 41 O4HOPAa30BOro MCNosb30BaHus,
Mo3ToOMy KX MOBTOPHOE ucrosib3oBaHve HE pekomeHayeTcs.

MPOTUBOIMNOKA3AHUNA

MpoBefeHMe OOLIel OLEHKM COCTOSHUS MauueHTa SBMSETCS WCKOUMTENILHO BaKHbIM  3Tarom repes /Ho6oi
npoueaypoid. K npoTvBOMOKasaHUsM, NMOMMMO MPOYEro, OTHOCSTCH MECTHbIE UM CUCTEMHbIE MH(EKLMM, HapyLLeHMe
CBEPTbIBAHWSI KPOBW, MATO/IOMMW COCY/0B, /lyyeBasi, CTEPOMAHAS WM aHTUKOAry/sHTHas Tepanus, AvMabeT unm gpyrue
CVCTEMHBIE WM METAG0IMYECKIE OFPAHNYEHNS], KOTOPbIE MOTYT MOMELLATb 3aKUBEHUIO.

OCJTOXKHEHWNA

OCnoXHeHNs1 06bIYHO CBA3aHbI C 060N onepauyeil Ha KOCTHOW TKaHW 1 C 3CTETUYECKUM MPUMEHEHNEM. TSHKeCTb W
TWN OCNOXHEHWIA MOXET MOCMYXXUTb MPU3HAKOM HE06X0AMMOCTM YAAIMTL MUH MO YCMOTPEHWIO BpaYa.

BH/MAHMWE!

Bpau HeceT OTBETCTBEHHOCTb 3a 03HAKOM/IEHWE C MPaBWU/bHOW TEXHWMKOW WCMONb30BaHWA OaHHOTO M3genvs. Bpau
[I0/KeH 06/13aTb HaBbIKAMU 1 OMbITOM PaBoTbl C UCMO/b30BaHNEM METOAMK KOCTHOM (MKCaLmK.
Bo Bpems paboThl, BO M36GEXKaHUE VCKPUBMEHUS MWHA, HEOBX0AUMO AepXKaTb anmniMKaTop MUHOB MepreHANKYNSpHO K
KocTW. OKOHuYaTe/lbHasi YCTaHOBKA MPOW3BOAMTCS MyTEM aKKypaTHOro yaapa XWPYPrayeckum MOSIOTKOM. [WHbI He
npeHa3HauYeHbl 41 BbIAEPXKMBAHUS YPE3MEPHBIX N aHOMa/bHbIX DYHKLMOHAbHBIX Harpy3oK.

Cip. 3
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[Norotun:

MC6uo (MCbio)

Cynep T3k (Super Tack) a-pa OlireHa JiiBe (Eugen Euwe) /
NHCTPYMEHTAPUI

XNPYPITMYECKOE BMELLUATENBCTBO

ViHcTpymeHTapwii noctasnsetcs HECTEPU/IbHBIM, 1 nognexuT cTepunnsauunn nepes nernoib3oBaHneM. [s
MPOrHO3MPYeMOro ycrnexa NPUMEHSA0T MeTo[, acenTUKW.

—

[NomecTnTe NWHbI B KOHTeﬁHep ANna XpaHeHnsa NnnMHoOB.

2. MNOTHO MPUXXMUTE anr/IMKaTop K FOMIOBKE YKEMaemMoro nuHa B KoHTeliHepe. OH yXBAaTUT MUH U MEPEHECET ero K
MECTY pa3MeLLieHus.
3. MocaauTe NUH Yepes 3aMTHBIA MaTepran TOMbKO C MOMOLLLIO anmninKaTopa, NepreHanKyIspHO K

MOBEPXHOCTU KOCTW, WM MUH MOXKET ObITb NOBPEXaeH. PasmelLieHre [O0/MKHO CONPOBOXAATLCA YBEPEHHbLIM
MOCTYKMBaHNEM MO/IOTOYKOM MO OCHOBaHMIO anmnivkaTopa. [ 0cBOOOXKAEHNS MMHA OTKaTUTe annavmKaTop
BOOK.

4, MoBTOpsAIiTe 3TOT NpoLecc, Noka 6apbep He GyAeT NPOYHO 3aKpenseH. Beerga xpaHuTe annaMkaTop MUHOB B
XVPYPrUYeCKOM KOHTeiHepe. B NpOTUBHOM Cilydae OH MOXKET MCKPUBMTLCS W MEPEecTaTh 3axBaTbiBaTh U
YAEPXUBATb MUHbI.

MCIMOJIb3OBAHUE

- BOKC ANnd NHCTPYMEHTOB

Bokcbl onis MHCTpYMeHTOB Supertack v Specialist N03BONAIOT CTepUNN30BaTb UHCTPYMEHThLI B aBTOK/ABE.

[ns cTepunmnsaumm ynoxmuTe MHCTPYMEHTbI B ALLMK, 3aKPOTe KPbILLKY W YCTAHOBUTE ALLMK B aBTOK/aB.
PekomeHAyeTCA MCNO/b30BaTh NApPOBOI CTEPUIN3ATOP C CUCTEMOI AMHAMUMYECKOrO yaaneHus Bo3gyxa (Dynamic Air
Removal) (aBToknas knacca B).

- ANMJINKATOP

ANMIMKATOP COCTOUT 13 [IBYX YacTeli - HAKOHEUYHMKA W PYKOSITKU. EC/IM HAKOHEYHVK He MO3BOJISIET NPaBU/IbHO
YAEPXKMBATb MH, Er0 MOXHO 3aMEHWTb, TO/IbKO Pa3BUHTUB B MECTE Pe3bbbl, COeAUHSIOLLEN 06e YacTw.

N5 NpaBU/IbHOFO MCMOJb30BAHUS anMIMKAaToOpa NI0THO MPWXMITE ero K FOIOBKe NMuHA. Takum 06pasoM MuH
MEPEHOCMTCS HA MECTO YCTaHOBKW. MWH YCTaHaB/MBAETCS B KOCTb C MOMOLLbH) YBEPEHHOTO MOCTYKWUBAHNS
MOJIOTOYKOM MO OCHOBaHWIO anmnavkatopa. [1s 0cBOGOXAEHUS MUHA OTKATWTe anmanKaTop BOOK.

- CTOMMEPHI

Cronnepbl U3MEHAKOT (UKCALMIO MUHa B annavkKaTope. Vicnonb3ys 3eneHblil CToNMep Ha HakoHeuHuKe "Crelumanuct
(Specialist), yaepxaHvie yBennumBaeTCst O CPEAHENO YPOBHS; CUHMIA cTONMnep o6ecneunBaeT 60/ee XecTKoe
yIepxaHue.

- KOHTEMHEP A/15 NMHOB (OPTAHAW3EP)
[Mocne crepunnsaunmn KOHTeVIHep Ana NMMHOB MOXXHO 13BNeYb U3 ALLMKa WK OCTaBUTb BHYTPW. CHsB KPbILLKY, MWHbI
MOXXHO NOMECTUTb B KOHTeVIHep, roToBbI K MCMO/Mb30BaHMIO.

- MONOTOK
MO/0TOK MMeET AMameTp FOI0BKW U BEC, BbIBEPEHHbIW 1 MPUIOXKEHUS K anmnjMKaTopy Cuibl, NO3BONSAIOLLEN
npaBUILHO BCTaBNATL MUHBI "CynepTak” (Supertack).

NMOBTOPHOE NCIMOJ/Ib3OBAHUE

VIHcTpymeHTapuii «Crctema MC BHO gnst ocTeocuHTe3a» MpefHasHayeH /11 MHOropasoBoro 1Cnosb30BaHUs.
Heo6x0aMmo CTepunn30BaTb MHCTPYMEHTAapWIA Nepes Cnonb30BaHEM.

BHVMAHME!

Bpay HeceT OTBETCTBEHHOCTb 32 03HAKOMJIEHNME C NMPaBUbHOM TEXHWUKOM UCMO/b30BaHWs AaHHbIX U3AenuiA. Bpau
JOMKeH 06/1aaTb HABbIKAMY W OMbITOM paboThl C MCMOMb30BAHNEM METOAUK KOCTHOW (hMKCaLN.

Bo Bpemsi paboTbl, BO M3BEXaHWE VCKPUBEHUS MHA, HEOGXOAMMO AepXKaTh anmjMKaTop MHOB NEPNEHAVKYNISPHO K
KocTU. OKOHYaTe/bHasi YCTaHOBKA MPOW3BOAWTCS MyTeM aKKypaTHOTO yaapa XMpPYpPruyeckuM MoOTKOM. TMWHbI He
npefHasHaueHbl A/1S BblAEPXKMBAHMS YPE3MEPHBIX W/ aHOMA/BbHBIX (YHKLMOHAMBHBIX HarpysoK.

CrnocCOB NMOCTABKU

Bce komnoHeHTbl noctasnstotcas HECTEPU/IbBHBIMA.
Crp. 4
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KOHTEMHEP

Xvpypruyeckuii KoHTeiHep noctaensetcs HECTEPU/IbHbBIM.
XUpyprudecknii KoHTeliHep npefHasHauyeH ANA CTepuaM3auuM B aBTOKMaBe C AMHAMUYECKMM YAaneHWeM BO3fyXa

(aBToknaBmpoBaHue knacca B (class B Clave)).

CTEPUNN3ALUA

"MC Bro" pekomeHayeT CTepUIN30BaTb MHCTPYMEHTbI METOLOM aBTOK/1aBUPOBaHMS W B aBTOK/1aBE C AMHAMUYECKUM
yhaseHneM Bo3gyxa. MapameTpbl HaxogAaTcs B COOTBETCTBMM C EBponeiickoil thapmakoneein u ctaHgaptom EN 1SO

17665-1.

METO4 ABTOKJ/IABUPOBAHIWNA
O PekomeHayeTca aBTOKNaBupoBaHue knacca B (class B Clave).
O CTepunmsaums ocyLlecTBseTca B cooTBeTcTBum ¢ EN 1SO 17665 vnm EBponeiickoii thapMakomneeii.

YCNOoBUA XPAHEHWNA

['oTOBOE W3fenvie cnefyeT XpaHUTb B 3aKPbITbIX MOMeLLeHWUAX npu Temnepatype ot + 10 °C pgo + 30 °C #u

OTHOCUTE/IbHOW BNXXHOCTU He 6oree 75 %.
Xpanute nzgemms "[ns ocTeocMHTe3a" B MOTPEOUTENLCKONA YNakoBKe, BbIHAMAATE UX U3 YNAKOBKM HEMOCPEACTBEHHO

nepea ncnosib30BaHUEM.
CoxpaHeHme LIe/TOCTHOCTK yNaKOBKWU ABNAETCA 0653aTeNbHbIM YyCnoBueM.

SKCIMNNYATALWNA

Ecrm MHCTPYMEHTbI TEPAKOT CBOE MNepBOHaYa/ibHblE MEXaHW4YECKOE COCTOAHME BC/EACTBME WCMOMb30BaHNA WA
nageHna, cnegyeTt HesaMea/IMTENNbHO 3aMEHUTb AeTallb UM MHCTPYMEHT.

MC Bwo c.p.n. (MC Bio s.r.l.) - Bra Kasyp, 2 (Via Cavour 2) - 22074 NTOMALLO (KOMO) (LOMAZZO (CO))
- UTANUA (ITALY)
YNOMHOMOYEHHBIN ancTpmbbioTop B Poccun: "ABOC™ (AVOS) - yn. Cypgakosa, 4 - 109382 MOCKBA - POCCUA

[Norotun:

MCo6wuo (MCbio) /
[Norotun:

"ABOC" (AVOS) /

Ctp. 5
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TOPIrOBO-MPOMBILL/IEHHASA,
PEMECJIEHHAA N CENIbCKOXO3ANCTBEHHAA NMAJIATA KOMO (COMO)
Konusa HacTosLero okyMeHTa 6bl1a nepesfaHa B Toprosyto nanaty Komo (Coto).

ons FTEHEPAJTIBHOIO CEKPETAPA
YMNOJTHOMOYEHHOIO MPEACTABUTENA
Maono Myccapu (Paolo Mussari)

Inognumce!
/Kpyrnasi neyatb; HaANUCb Ha NaTbiHM!
[Jata 24.03.2017
MpoTtokon Ne 3954
AINOCTWNb

(TAAICKAA KOHBEHUWMA OT 5 OKTABPA 1961 NOJA)

1 CrpaHa: MTanw (ltalia)
HacToawmin opuynaibHbIn LOKYMEHT

2. 6bI1 nognucaH: Maono Myccapu (Paolo Mussari)

3. BbICTYMalOLWMM B KQYEeCTBE; yro/HOMOYEHHOTO NpeAcTaBnTenst
4. cKpensieH neyartbH/WTaMmnom: Toproso-npoMbILLIeHHOR NanaThl
Y [,0CTOBEPEHO:

5. b/Hepa3Gopumnso/ 6.

7. KeM: afMUHUCTPATUBHbLIM paGoTHUKOM [>KkynuaHoii ComacknHu (Giuliana Somaschini)
8. 3a Ne 238/5

9. Meyvatb/WTamn;

/Kpyrnas rep6osas neuvarsb:

MPE®EKTYPA KOMO (COMO) /

10. Mognuck /moanucek/

ALMVUHNCTPATUBHbIA paboTHUK
Oo>xkynnaHa ComacknHum (Giuliana Somaschini)
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MepeBog 4aHHOIO TEeKCTa C aHMIMNCKOro N UTaslbSIHCKOr0 A3bIKOB Ha PYCCKUIA A3bIK cAenaH MHOW,
nepesoguMkoM Ma”*foBbiM TuMypom [>KaBaHLLMPOBUYEM .

Poccuiickaa Pepepaums

"opog Mockea

[ecsToro anpenst ABe ThICSUM CEMHAALATOrO roaa

[ Akumos Mne6 Bopucosny, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYIO MOANN f
nepesogynka Mamegosa Tumypa/J>kaBaHLWNpoBNYa.
Mognuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTb NoANncaBLUEro JOKYMEHT yCTaHOoB/eHa.

3aperncTpupoBaHo BpeecTpe: No A

B3bICKaHO rocyp, <auHbl(no Tapudy): 100py6.

YnnayeHo 3a 0r0 M TEeXHWYEeCKoro xapakTepa: u y6.

6. AKumoB

Bcero npoLHypoBaHo, MPOHYMepPOBaHO
N CKpern4yeHo nevyaTb 77 nucT(a)(oB)

HoTapuyc
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