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YKa3aHus 3a ynotpeba

CncTema OT 3aKJIIo4BaLLM Niaku ¢ NPOMEHNNBW BIrU 3a NaTena

YcTpoiicTBo(a) B o6xBaTa:
3aKkJ/toyBalla nnaka c NPOMeHINBK bV 3a NpeaHa natena 2.7
02.137.000S

02.137.001S

02.137.002S

02.137.003S

02.137.004S

02.137.005S

04.137.000S

04.137.001S

04.137.002S

04.137.003S

04.137.004S

04.137.005S

3akJtoyBalLa nnaka c NPOMEeHNVBY brW 1 NatepasneH pbo 3a natena 2.4/2.7
02.137.006S
02.137.007S
04.137.006S
04.137.007S

BbBegeHune

CncTemaTa OT 3aKJII04BaLLY NNakyW C MPOMEHMBY bV 3a natena Ha DePuy Synthes
Ce CbCTOM OT MHOXeCTBO MpefBapuTesHO KOHTYPUPaHY 3aKkloyBally naaky 3a
ynoTpeba npu pa3nnyHy BMAOBe hpakTypu Ha naTenaTta v aHaTOMVATa Ha NaLWeH-
Ta. 3aknio4BallaTta nnaka c NPOMEHNVBY bru 3a NpefHa natena 2.7 e Haavu4yHa B
TPU KOHUrypauum Ha niakata 1 Ba pasmepa. 3akto4Balla naaka c TPOMeHNNBY
BrAV 1 natepaner pbo 3a natena 2.4/2.7 e HanW4Ha B fBa pasmepa. Bcnukn um-
NAaHTV ce npeanarat CTepUIHU.

BaxkHa 3abenexka 3a MeAWUMHCKMATE CNELManncTi U onepaLmoHHUs NepcoHan
B 3aJ1aTa: Te3W yKasaHwsa 3a ynoTpeba He BK/IIOYBAT MbHaTa MH(opMaLws, Heobxo-
[Ma 3a n3brpaHe 1 n3non3BaHe Ha fafeHo ngenve. Mons, npeaw ynotpeba npo-
yeTeTe BHUMATENIHO Te3U yka3aHua 3a ynoTtpeba u bpoluypata ,BaxHa nHdopma-
umns” Ha Synthes. YBepeTe ce, Ye CTe 3amo3HaTW CbC CbOTBETHATA XWMPyprudHa
npoueaypa.

MaTtepuanu
N3penue(s) Matepuan(v) CraHpapT(n)
3akJitoyBaly nnaky | Hepwvxpaema ctomana 316L | 1SO 5832-1
C NPOMEHIMBA BIW | 1117314 (TICP) 15O 58322
3a natena

MpepHa3HavyeHne

CncTemaTa OT 3akJI04BaLLM MakKM C NPOMEHINBY bW 3a naTena Ha Depuy Synthes
€ npefHa3sHayeHa 3a NPefoCTaBAHETO Ha BBTPELUHOKOCTHA (hUKCaLmsa nNpy npocTy
1 CNOXHK hpakTypu Ha natenata.

Moka3aHua

CucTemaTa OT 3ak/toYBaLLy Ni1aky C NPOMeHANBY brav 3a naTena Ha Depuy Synthes
e nokasHa 3a rkcaumaTa 1 ctabunusaumata Ha dpakTypu Ha natenata npu Hop-
MasHW 1 OCTEONEHHM KOCTW NPY NaLMEHTU C HaNMb/HO Pa3BUT CKeneT.

npOTMBOHOKa3aHMﬂ
Hama cneumqaqum NpoTNBOMNOKasaHuA 3a N30eNneTo.

Llenesa rpyna naymeHTun
CuctemaTa OT 3aKtoYBaLLY MaKK C MPOMEHIVBY BIAM 3a NaTena e nokasaHa 3a
ynotpeba Npu NaLMeHTV C HaMbHO Pa3BUT CKeNeT.

LieneBun notpe6utenu

HacToAwwmTe ykasaHua 3a ynotpeba, camy no cebe cu, He AasaT JOCTaTbYHa OCHOBa
3a npska ynotpeba Ha 13genneTo nin cuctemara. CUAHO NPenopbYUTENHO e 06y~
YeHKe OT XMpypr C onuT B paboTaTa C Te3u u3penus.

ToBa M3fenue e npefiHasHa4yeHo fa ce M3No38a OT KBanndruMpaHy 34paBHK cne-
LUManucTy KaTo Xvpyp3u, Nlekapu, onepaTtuBeH MepcoHan U nuua, aHraxvipaHu
B MOAroToBKaTa Ha usfenueto. Llenvat nepcoHan, koiTo 6opasu C U3penveto,
TpA6Ba Aa 6bAe HaMb/IHO HAACHO C yKa3aHuATa 3a ynoTpeba, XMpypruyHmuTe npoLie-
LypW, ako e MpuIoxXnMo, n/vnm ¢ bpollypata ,BaxHa nHpopmMauma” Ha Synthes.

VIMnnaHTaumaTa TpsbBa Aa ce U3BbPLUM CbINACHO C ykazaHuATa 3a ynoTpeba, kaTto
Ce CiefiBa npernopbyaHaTa xMpypruyHa npoueaypa. Xnpyprur Tpsabsa Aa ce ysepu,
ye U3LenneTo e NoAXOAALLO 3a AafeHaTa NaToNorus/CbCTOAHME, KaKTo 1 Ye onepa-
LMATa e NPUNEXHO N3BbPLLEHA.
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OyvyakBaHU KJIMHUYHU NON3N

OuakBaHWTe KJVHUYHNL NON3KM OT BbTpeWwHnTE CbVIKCVIpaLU,M N30ennAa Kato 3ako4y-
BalLMTe Naakn ¢ NPOMeHBN b 3a NnaTesa, Korato ce U3non3sat CbrnacHo yka-
3aHWATa 3a yr|0Tpe6a nnpenopvynTeNIHaTa TEXHWKa, Ca KaKTo cnefBa:

- CTa6vmm3mpaHe Ha KOCTHN d)paI'MeHTI/I nynecHABaHe Ha 3a3paBABaHeTO

— Bb3cTaHoBABaHe Ha LANOCTTa Ha E€KCTeH30pHNA MeXaHn3bMm

PaGoOTHM XapaKTEPUCTUKMN Ha U3AENNETO

CucTemaTa OT 3aK/ItoUBaLLIM NAaKy C NPOMEHMBY bIiv 3a NaTena npefocTass CTa-
6uHa uKcaumns U pasHOBUAHW OMUMM Ha 3akKJo4BaHE MPW MPOCTW U CIIOXHM
(hpakTypw Ha naTenata.

MoTeHUMaNHN HeXXeNaHU CbOUTUA, HeXXeNnaHn CTpaHUYHU edekTU U ocTa-

TbYHU puUCKoBe

— HexenaHa peakuus Ha TbKaHuTe

— WHdekumsa

— Jlowa mexaHuka Ha cTasute

— YBpex/aHe Ha OKONIHUTe CTPYKTypu

— lorpelHo cBbp3BaHe/HecBbp3BaHe

- bonka van guckomdopt

— KOCTHU yBpeXaaHus, BKA. MHTPa- 1 CefonepaTBHY KOCTHU (hpakTypu, 0CcTeo-
N3a WU KOCTHa Hekpo3a

— HapaHsaBaHe Ha noTpebutena

— YBpex/[aHe Ha MeK/Te TbKaHu

— CYMNTOMMU, KOUTO Ca pe3ynTaT oT pa3xsabBaHe UK CHyNBaHe Ha MMMNIaHTa

CTepvao uspenue

- CrepunusnpaHo ¢ obnbysaHe

CbxpaHsBaiTe CTEPUNHNTE W3LENNS B OPUrMHAIHATA UM 3alUUTHa ONakoBKa 1 He
Vi 3Bax/alTe OT onakoBkaTa npeamn HemocpeAcTBeHaTa UM ynotpeba.

@ [a He ce nu3nonsea npn noppeneHa onakoska

I'Ipe,qm yﬂOTp€6a npoBepeTe CpoKa Ha rOAHOCT Ha NPOAYKTa 1 Ce yBepeTe B Lie/1oCT-
Ta Ha CTepuaHaTa onakoBKa. Ja He ce 13non3Ba, ako ornakosKara e nospeaeHa nnu
CPOKBT Ha rTOOHOCT € U3TeKbJ1.

@ [a He ce cTepunM3Mpa NOBTOPHO

ﬂOBTOpHaTa cTepuansaumna Ha 3ak/to4salinTe njaakm C NpomMeHMBW bran 3a
natesia MOXe a KOMNPpOMeTHpa CTEPUTHOCTTa Ha MPOAYKTa w/vnu paes npoTnBoO-
peymne CbC CI'\ELI,VIq)MKaLI,I/IMTe OTHOCHO XapakKTepucTuknTe Ha NnpodyKTa n/vnu c npo-
MEHEHUTEe CBOMCTBa Ha MaTtepunana.

MN3penve 3a egHOKpaTHa ynotpeba

® [a He ce n3nonssa MOBTOPHO

Moka3Ba MeAULIMHCKO U3feNie, KOeTO e 3a eAHOKpaTHa ynoTpeba 1nu 3a ynotpeba
npu eAVH-eMHCTBEH NaLMeHT No BpeMe Ha efHOKpaTHa npoLeaypa.

MoBTopHaTa ynoTpeba nan KAnHWYHa obpaboTka (Hanpumep NoYnCTBaHe ¥ NoB-
TOpHa CTepuAM3aLns) MOXe Aa HapyLwaT CTPYKTYpHaTa UANOCT Ha U3AeNVNeTo n/unu
[la ;oBeAaT o Hev3npaBHOCT Ha U34eNNeTOo, KOETO MOXe Aa NPUYMHN HapaHABaHe,
3abonsABaHe UM CMBbPT Ha NauueHTa.

OcBeH TOBa, NOBTOPHOTO M3M0O3BaHe 1 06paboTka Ha N3Aenns, KOUTO ca nNpea-
Ha3HaYeHu 3a eAHOKpaTHa ynoTpeba, MoxXe [a Cb3fafe PUCK OT 3amMbpcsaBaHe,
Hanpymep BCIEACTBUE Ha NMPeHacsHe Ha UHAEKLIMO3eH MaTepran oT eAnH naumeHT
Ha apyr. ToBa Moxe Aa [oBeAe O HapaHABaHe WM A0 CMbBPT Ha nauueHTa uan
onepatopa.

3aMbpCeHnTe MMNNaHTU He TpsbBa fa ce 06paboTBAT MOBTOPHO. BCeky UMnaaHT
Ha Synthes, KOWTO e 3aMbpCeH C KPbB, TbKaH /WK TeNeCHN TeYHOCTU/MaTepun,
HIKOra He TpsibBa fa ce N3non3Ba NOBTOPHO U C Hero TpsbBea Aa ce 6opasu Cbriac-
HO BOJTHNYHMSA NPOTOKOJ1. BbNpekun Ye Moxe Aa U3rnexaaT HermospeaeHu, MMniaH-
TUTE MOXe [la UMaT Manku fedekTu v BBTPELUHU HanpexXeHWs, KOUTO Moxe Aa
NPUYNHAT yMOpa Ha MaTepuana.

CTpaHuua 2/4



MpeaynpeXxaeHus 1 NpeanasHU mepku

06wy npegynpexxaeHus

— MMpw 1M3pA3BaHETO Ha MakaTta ce yBepeTe, Ye CTe M3rMaguaun ocTpute pbbose.
B npoTuBeH Csiydan MOXe [a ce CTWMHe 4O HapaHsBaHe Ha onepatopa Wiw
pasapasHeHue Ha MekaTa TbkaH Ha nauueHTa.

— Korato KoHTypupaTe nsakata, He s oOrbsanTe foBeye OT TOBa, KOETO
e HeobXoAWMO 3a ajanTupaHe KbM aHaTomusTa. OrbBaHeTO Hasag Wan
113M0/13BAHETO Ha HEMpPaBWIHU MHCTPYMEHTW 33 OrbBaHe MOXe fa oTciabu
nnakaTta v 4a [Josefe [0 NpexaeBpeMeHHa nospe/a Ha niakarta.

— 3@ MOCTWraHeTo Ha Hal-HWCka NpoduaHa KOHCTPYKUWA He U3nos3BaiTe
KOPTUKA/IHW BUHTOBE 3a NpeaHa 1 3a4Ha rKcauysa Ha BUHTOBETE.

— AKO U3non3BaTte KOPTUKOBM BMHTOBE Mpu C/I0XHa (pakTypa, ysepete ce,
ye hparMeHTUTe He ca BTOPUYHO pa3mecTeHiu.

— pu Bb3CTaHOBABAHE Ha peTWMHAKY/yMa Ce yBepeTe, Ye MekaTa TbKaH Moxe Aa
6bae 3akperneHa 6e3 HaksjaHsHe Ha naTenata W 3acAraHe Ha CTaBHaTa
BroMexaHuKa.

— AKO nJiakaTa ce U3noJsi3Ba kaTo CKpenuTesiHa ornopa 3a NoBTOPHa anpokcuMaL s
Ha Meka TbKaH, C/1efBa Aa Ce U3nos3Ba KoHel, npe3 npo3opumTe Ha naakaTa, a He
npes 3ak/0YBaLLMTe OTBOPY 3a MPOMEHIMBITE bW, Pe36uTe Ha 3ak/loyBalLnTe
OTBOPU MOXe [a CkbcaT KoHella. CiefiBa fia ce NocTaBm KOHel, 3a Aa ce n3berHe
Murpaums n pasxiabsare.

— KoraTto npemaxsare UMMaHTa, MbpBo OTKJII0YETE BCUYKM 3aKTI0YBALLM BUHTOBE,
npeau Aa rv npemaxHeTe HambfHO, B NPOTMBEH CNlyYai Mnakara Moxe fa ce
3aBbPTY 1 4a HapaHW MeKaTa TbKaH.

Mpepynpe>kpeHna 3a 3ak/louBalla Njiaka ¢ NPOMEH/IMBY bIAK 3a NpefHa

narena 2.7

— [pegHWTe/3alHNTE 3aKJIlOYBaLLM BUHTOBE OT 2,4 mm MoOXe Aa Ce U3rnon3sat
Camo npu mManku dparmeHT 6e3 HaToBapBaHe.

— He mn3pA3BaiiTe TANOTO Ha nnakata, 3a Aa NPeLOTBPATUTE KOMNPOMETUPaHe Ha
CTPYKTYpHaTa LANOCT Ha NnakaTa.

— CnepBa fa Ce B3eMe npefsup NofcuiBalla TexHuka (Hanp. C KOHel, OTAeNHU
M3MeCTBaLLM BUHTOBE), KOrato ce U3BbpLiBa PUKcaumsa Ha nepudepeH KocTeH
parmeHT C anpokcMMaLMs Ha MeKa TbKaH, 3a la ce rapaHTupa CTabunHocTTa Ha
parMeHTMTE MO BpeMe Ha 3apacTBaHETO Ha KOCTTa ¥ MekaTa TbKaH.

MpepynpexxaeHus 3a 3aKk/l0YBaLLa N1aka C MPOMEHIMBY b M naTepaneH

pB6 2.4/2.7

— He oTgensiiTe natepantus pbb OT NpeAHaTa 4acT Ha TANOTO.

— CnefBa fda ce B3eme npedsup NOACUIBALLA TeXHWKa 3a Meka TbKaH (Hanp.
C KOHeL), KoraTo ce U3BbpLUBa (urkcauus Ha nepudepeH KocTeH dparMeHT
C anpokcMMmauMs Ha Meka TbKaH, 3a [Ja ce rapaHTupa CTabunHocTTa Ha
parmMeHTUTE N0 BpeMe Ha 3apacTBAHETO Ha KOCTTA 1 MeKaTa TbKaH.

06w NpeanasHn MepKu

— Cneppa fa ce B3emaT Npefsua BCAKAKBU U3BECTHU aNeprun Ha nauvieHTa npu
1361paHeTo Ha MaTeprana Ha nnakaTa.

— OrbHeTe MnakaTa MexAy 3akfloyBallyiTe OTBOPU 33 MPOMEHMBY BIAW, KaTo
13non3BaTe CbCefHM 0TBOPY. He aedhopmupaiiTe pesboBaHaTa 4acT Ha OTBOpHTE,
HWUTO OrbBaWiTe MPeKaneHO MiakuTe MO BPeMe Ha OrbBaHeTO, Tbi KaTo ToBa
MOXe fa MOBAVAe HeraTMBHO Ha MOCTaBAHETO Ha 3akJlo4BalLMTE BUMHTOBE
CNPOMEHNINBN BN,

— lMpeon pa 3anoduHeTe fa npobusaTe, ce yBepeTe, Ye CTe B3enu npeasup
TpaekTopuATa Ha BUHTA, 3a Aa n3berHeTe cONBCHK C A4PYrY BUHTOBE, KUPLLIHEPOBU
UM v Apyrn KpenexHun eieMeHTu.

— YBeperTe Ce, Ye CBpefeNnTe He NpobKBaT apTUKynapHaTa NoBbPXHOCT.

— He ce npenopbuBa cBobOAHO pBYHO MpobUBaHe. BaxHO e bruibT Aa He
HapdBuwaga 15 rpafyca oT LeHTpasiHaTa OC Ha 0TBOPa 3a BMHTA. [IpekoMepHOTO
13BMBaHE Ha brbJla MOXe Aa [oBefe A0 TPYAHOCTY NpW 3akJIloYBaHe Ha BUHTa
N HenpaBMNHO 3aBWHTBaHe. 3a da Ce rapaHTMpa, 4e BOAAYbLT 3a CBPEASIO
€ 3aK/Il04YeH MPaBUIHO, HE HakJaHANTe CBPedsIoTO noseye OT +/- 15 rpagyca
OT HOMWHaIHaTa TPaeKkTOpMA Ha OTBOPA.

— Mp1 NoCTaBAHETO Ha BUHTOBETE He MV 3aTAraiiTe TBbPAE MHOrO. TOBA LLie MO3BON
YNeCHeHOTO UM M3BaxJaHe, ako He Ca MOoJIOXKEeHW B XenaHaTa no3unuua.

— YBepeTece, Ye BUHTOBETE He NPO6VBAT apTUKyNapHaTa MoBbPXHOCT. Vi3non3BaiiTe
yBeJIMyeHmne Ha n306paxeHneTo, Nnaanvpaxe C NPbCTY UK NPAKa BrU3yanu3aums,
KaKTo e HeobxofuMO, 3a [a NOTBbpPAMTE, Ye BUHTOBETe He npobusaTt
apTVKynapHaTa NOBBbPXHOCT.

MpeanasHyu MepKyM 3a 3aKJl0YBalla Njaka ¢ NPOMEHIMBM bINN 3a NpefHa

narena 2.7

— 3a fla ce n3berHaT pasfgpasHeHMa No MekaTa TbkaH, OTpeXeTe Bb3MOXHO Haii-
61130 [O OUCTanHWA oTBop, 6e3 Aa npuuvHABaTe NOBpeAM MO OTBOPA
C NPOMEHINB BrbJ1.

— [laTenapHOTO Cyxoxunuve cnefBa Aa ce pasgenn no AbJKUHA, KakTo
€ HeobX0[4MMO, KOraTo Ce M3MoJfi3Ba kpaye 3a 3axBalllaHeTo Ha dparMeHTu
Ha AucTanHua nonoc. He TpabBa ha ce MNpaBAT TpaHCBep3anHW pa3pesn
no naTeslapHOTO CyXOXWAwve, 3a fa ce u3berHe ckbCBaHe WM Apyra nospefa
no MekaTa TbKaH.

— KpayeTtaTa Ha nnakata ciefBa fia ce MOCTaBAT MO HaYMH, KOWTO He npeyn Ha
apTuKynapHaTa NOBbPXHOCT.

— [Mpun n3non3BaHe Ha 610KMpPaALLY BUHTOBE ¥ BUHTOBE C pbb Ha MaakuTe 3a natenn
€31 60TBOpa € BaxHO [a ce cbbsIoaBa NoceoBaTeIHOCTTa Ha NOCTaBsAHe Ha
BUHTOBETe. HenpaBMHUAT pef, Ha NOCTaBAHE Ha BUHTOBETE MOXe [a [oBeAe A0
npenpeyBaHe C APYrvi BUHTOBE, a B Pe3y/ITaT OT TOBA HAMA [a Ce Nosyyun cTabuiHa
KOHCTPYKLMA.

— lpenopbyBa ce NOCTaBAHETO Ha Hal-Masko [iBa BHTA 3a (DparMeHT, HO ako ToBa
He e Bb3MOXHO Mopagmn pasMepa Ha parmeHTa, c/lefiBa fa ce B3eMe npeasug
[ONbAHWTENHA NOACMNBALLA TeXHUKA CNef NOCTaBAHETO Ha eAUHWUYEH BUHT.
BvHTOBeTE 3a npedHa W 3agHa nNocoka cheABa fa ca eaHOKOPTUKasHK
1 3aKJII0YBaLLN.

MpeanasHy MepKy 3a 3aKJ104BaLLLa N1aka C MPOMEHJIMBY b M laTepaneH

pb6 2.4/2.7

— 3a Ja ce m3berHaT pasgpasHeHns Ha MekaTa TbkaH, OTpeXeTe Bb3MOXHO Haii-
67130 [0 0TBOpPa, 6e3 fla NprYuHsABaTe NOBPeAMN NO OTBOPA 3a MPOMEHVBI BIIN.
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- MpenopbyBa Ce MOCTAaBAHETO Ha Hal-Manko Y4eTUpU BWHTA C [BYKOPTMKAMHM
pbboBe 3a KOHCTPYKLMA, HO ako TOBa He e Bb3MOXHO, C/lefjBa [a ce B3eme
npefBua JOMbHWTENHA NOACUNBALLA TeXHVKa. BuHTOBeTe 3a NpesHa W 3agHa
nocoka cflefBa fia ca eAHOKOPTUKASIHM W 3aKJ/TIOUBALLN.

— MMnakaTta cnedBa Aa Ce NMoCcTaBu MO HauvH, KOWTO He Mpeun Ha apTukynapHata
NOBBPXHOCT.

— BaxHo e fia ce oTGenexu peabT Ha NOCTaBAHe Ha BUHTOBE. HenpasunHWAT pef
Ha NOCTaBAHe Ha BUHTOBETE MOXe Aa AoBefe A0 NpenpeyBaHe C Apyru BUHTOBE,
a B pe3ynTaT OT TOBa HAMa Aa Ce NoNy4n CTabuHa KOHCTPYKLMA.

Kom6GuHauus ot MeauLUHCKN usgenus

3aknoyBalLMTe Naaky C NPOMEHAMBM bW 3a nNpedHa natena 2.7 Moxe Aa ce
13N0N3BaT 3aeiHO CbC CNeAHNTE UMMNAHTW:

3aKJ1t04BaLL, BUHT C MPOMEHANBY bran & 2,7 mm

KopTukaneH BUHT & 2,7 mm

B fonbnHeHwe, 3a dpparmeHTy 6e3 HaToBapBaHe:
3aKkJ1104BaLL, BUHT C MPOMEHANBY bran & 2,4 mm
KopTwvkaneH BUHT & 2,4 mm

3ak/ioyBallaTta naaka ¢ NPOMEHNNBM IV 1 naTepaneH pvb 2.4/2.7 Moxe da ce
3M0N13Ba 3ae[JHO CbC CNIeJHNTE BUHTOBU UMMNAHTW:

3akJ1t04BaLL, BUHT C MPOMEHANBYU bran & 2,4 mm v 2,7 mm

KopTukaneH BUHT & 2,4 mm 1 2,7 mm

Synthes He e u3cne[Basla CbBMeCTUMOCTTa C Usfenua, npenocraBAHn OT Opyrn
nponssognTenn, n He noemMa OTroBOPHOCT Npu nofobHu cnydau.

MarHuTHo-pe3oHaHCHa cpeaa

AVCHOBHO 3a AMP

YcykBaHe, usmectBaHe u aptedakTy B U3o06pa>keHUeTo cnopep ctaHpap-
TuTe ASTM F 2213-06, ASTM F 2052-14 u ASTM F 2119-07

HekAMHWYHO TecTBaHe B HaW-N0OWNA Bb3MOXeH cueHapuii B 3 T AMP cuctema He
nokasBa HMKakBO 3HA4YMMO YCyKBaHe WM M3MeCTBaHe Ha KOHCTPYKLMATA 3a ekcne-
PVYIMEHTANIHO M3MepeH NOKaNeH NPOCTPAHCTBEH FPAaAMEHT Ha MarHUTHOTO none oT
3,69 T/m. Hali-ronemuAaT apTedakT B 300pakeHNETO ce e NpoCTMpan Ha npuonu-
3UTeNHO 169 mm OT KOHCTPYKUMATA NPU CKaHWpaHe C 13noNn3BaHe Ha rpagueHTHO
exo (GE). TectBaHeTo e n3BbpLueHo B 3 T AMP cucTema.

PapuouectoTHo (PY) MHayumMpaHo 3arpsiBaHe B cboTBeTcTBUEe ¢ ASTM F
2182-11a

HeKNMHWYHO eNeKTPOMArHMTHO 1 TEPMUYHO TeCTBaHe Ha HaW-1oLWNSA Bb3MOXEH
CLieHapwvin goBefe [0 NKOBY TemnepaTypHuW noBuLleHns ot 9,5 °C cbc cpegHo no-
BULLIEHMeE Ha TeMnepaTypaTa oT 6,6 °C (1,5 T) n nukoso o1 5,9 °C (3 T) B ycnosuATa
Ha IMP C n3non3BaHe Ha pagnoyecToTHM (PY) 606MHM (ycpenHeHa UenoTenecHa
cneundmryHa cTeneH Ha abcopbums [SAR] ot 2 W/kg 3a 6 mMuHyTun [1,5 Tl 1 3a
15 MuHyTH [3 T)).

MNpennasHu mepku

CnomeHaTuaT Mo-rope 7ecCT Ce OCHOBaBa Ha HEKJIMHNYHO TeCTBaHe. dakTn4yeckoTo

nokaysaHe Ha TemnepaTtypaTa Ha nauveHTa LLie 3aBUCK OT pefuua hakTopy N3BbH

cneuynduryHaTta cteneH Ha abcopbums (SAR) U BpemeTpaeHeTo Ha npuiaraHe Ha
pafunodectoTa (PY). 3aToBa Ce npenopbyBa Aa ce 0ObpHe CreLnanHo BHUMaHve Ha
cnefHUTe TOYKN:

— [penopbyuTenHo e cTapaTtesHo fa ce HabnogaBaT nauneHTTe, NOAI0XKEHN Ha
AMP (agpeHo-MarHUTeH pe30HaHC) CKaHKpaHe, 3a Bb3HMKBaHe Ha ycellaHus 3a
Temnepatypa u/vnu 6onka.

— MNauneHTn C yBpeaeHa TepMoperynauua wan TemnepaTypHa 4yBCTBUTEHOCT
TpAbBa Aa Ce M3KN0YBAT OT NpoLieaypw 3a AMP ckaHupaHe.

— Mo NpUHLMA NPV HaANYMeTo Ha NMPOBOAMMMW VMMMAHTW Ce MpenopbyBa da ce
n3nonsBa crctema 3a AMP € HMCKa HanperHaTocT Ha noneTo. M3non3saHata cne-
unduyHa cTeneH Ha abcopbuua (SAR) Tpabsa fa ce HaManu, KONKOTO € Bb3MOX-
HO noseve.

— M3non3BaHeTo Ha BEHTMNALMOHHATa CUCTEMa MOXe JOMbAHUTENHO Aa A4oNpuHe-
Ce 3a pegyuMpaHe Ha NoBWLWaBaHETO Ha TeMnepaTypaTa Ha TA0TO.

O6paboTka Npeau U3non3BaHe Ha U3genneTo

CrepunHo uspenue: 3genunarta ce 4OCTaBAT CTEPUNHN. M3BaxdanTe NnpoayKkTuTe
OT OMakoBKaTa Mo acenTUYeH HauvH.

CbxpaHsiBaliTe CTEPUIHUTE U3AEUSA B OPUTMHANHATA MM 3aLLNTHA ONAaKOBKa U He T
V3Bax/alTe OT ONakoBKaTa NPeAu HeNocpeacTBeHaTa UM ynotpeba.

Mpeav ynotpe6a nposepeTe Cpoka Ha rOAHOCT Ha NPOAYKTa U Ce yBepeTe B LeNocT-
Ta Ha CTepUIHaTa OMakoBka. He M3Mon3BaliTe, ako OnakoBKaTa e nospe/eHa.

OTcTpaHABaHe Ha MMNaHTa

1. Pa3BninTe BCUYKM BMHTOBE OT Nnakarta.
2. VI3BageTe n3uAN0 BUHTOBETE OT KOCTTa.
3. 3BapeTe nnakarta.

OTKpuBaHe 1 OTCTpaHABaHe Ha HEU3NpPaBHOCTYU
BCUYKM TEXKM MHLMAEHTU, KOUTO Bb3HUKBAT BbB BPb3Ka C U3AenneTo, Tpabsa fa ce
[l0KNafBaT Ha NPOW3BOANTENA I Ha KOMMNETEHTHUA OpraH Ha AbpXXaBaTa Y/ieHKka,
B KOATO Ce HaMuUpaT NOTPebUTENAT U/MAV NaLNeHTbT.
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KnuHuyHa o6paboTka Ha usgenuerto
NMofpobHW yKka3aHusa 3a NoBTOpHa 06paboTka Ha M3feNnATa 38 MHOrOKpaTHa yno-
Tpeba, TabnuTe N KyTUUTE 3a MHCTPYMEHTU Ca NOCOYeHN B BpollypaTa ,BaxHa uH-

dopmauma” Ha Synthes.

N3xsbpnaHe

Bceku MMNNaHT Ha Synthes, KOMTO e 3aMbpCeH C KPbB, ThKaH W/UKU TeNeCHU TeYHO-
CTu/mMaTepun, HUKora He TpsbBa fa Ce 13Mos3Ba NOBTOPHO W C Hero Tpsabsa Aa ce
60paBK CbrNACHO BONHNYHUA NPOTOKOS.

N3genuata Tpﬂ6Ba [a Ce U3XBbPJIAT KaTo 34paBHO MeANUMHCKO nsgenme cbrnacHo

npoueaypuTe Ha 6onHuuaTa.

Synthes GmbH

Eimattstrasse 3

4436 Oberdorf

Switzerland

Tel: +41 61 965 61 11
www.jnjmedicaldevices.com

VIHCTpyKLMK 33 ynoTpeba:
www.e-ifu.com

SE_816710 AB
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