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Certification for information in Dossier

The submitted dossier of the Russia applieation NCB implants for osteosynthesis - non-sterile
screws contents the following:

Operational Documentation

1certify that the documents which are submitted are true and accurate to the best of my knowledge.
In addition, Zimmer GmbH takes responsibility for any legal obligations related to this submission.

latthias Burger
VP Quality / Regulatory Gefhpli
Zimmer GmbH

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



JKcn/yaTaluMoHHasa JOKYMeHTaLns

MegnuunHckoe nsgenuve: Mmnnantatbl gnga octeocnHTe3a N06 - BUHTbLI HeCTepusbHbIe (C
NPUHALNEXHOCTAMU).

MNpounssoanTens;

3ummep Mm6X, 3ynbuepannee 8, 8404 BuHteptyp, LUBeiiuapmsa (Sulzerallee 8, 8404 Winterthur,
Switzerland)
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HasBaHUA MegULMHCKUX U3fenunii, KoTopble 6yAyT 3aperncTpupoBaHbl B Poccun

HecTepunbHble N€6 MMnnaHTaTbl 418 OCTEOCMHTE3a - BUHTbI, KOTOpbIe ByayT 3aperMcTpupoBaHbl B

Poccuu:
OnuncaxHne I pynna n=*

1 BUHT 5 MM pa3nunyHoit asvHel oT 14 go 100 Mm MCB BUWHTbI W1

2 BWHT 5 MM, pe3bba 32 MM CMOHIMO3HbIM PasIMYHOi AnvHbl oT 50 go 100 mMm MCB BWHTbI Wi

3 BUHT 4 MM camoHapesatoLuii pas/iMyHoi AnvHel oT 14 oo 100 mm MCB BWHTbI Wi

4 BWHT 4,5 MM CMOHIMO3HbIA camoHapesatlowWwuii pasMuHoi anuHel ot 30 Ao MCB BUHTbI w1
100 mm

5 BUHT 4 MM KaHIO/IMPOBaHHbI CaMOCBEPALLMA Pa3NNYHOA AUHLI OT 14 Ao HCB BWHTbI Wi
100 mm

6 BUHT 4,5 MM KaHIOIMPOBAHHbI CMNOHIMO3HBIA Pas/IMYHON AnuHbl oT 30 A0 NCB BWHTbI Wi
100 mm

7 BuHT 4,5 Mm CMOHINO3HbIN KaHI0/IMPOBaHHbIN NOSIHOHape3aHHbI bICB BUHTbI Wi
CamMOCBEPNALLMIA pa3nnyHoii AnvHbl oT 30 go 100 Mm

8 BUHT 4,5 MM CNOHTMO3HbIA NOHOHApe3aHHbIi CamMOCBEP/IALWMIA Pa3/IMYHON NCB BWHTbI W1
OnHbl oT 30 go 100 mm

9 BUWHT KOpTUKasibHbI/ 1,5 MM pasnnyHoii AsvHbl oT 6 40 20 MM BuHT W1

10 BWHT KOPTMKasbHbIA 2 MM pasnnyHoi A/MHbI OT 6 A0 38 MM BuHT Wi

7 BUWHT KOpTUKa/bHbI 2,7 MM pas3finyHoi AnHbl OT 6 40 40 MM BuHT Wi

12 BUHT 2,7 MM KOPTUKa/bHbIi CamOHape3awwWwwuili pasIM4yHoNn AnnHbl OT 6 A0 BuHT Wi
40 Mm

13 BUHT 3,5 MM KOPTUKa/bHbI/ pas/iMyHoi AnvHbl 0T 10 Ao 110 mMm BuHT W1

14 BUHT 3,5 MM KOpTWKa/bHbI camoHapesawwuii pasiMyHoi anavHel oT 10 Ao BuHT W1
110 mm

15 BWHT KOPTUKasbHbIA 4,5 MM pasnnyHoi AnvHbl oT 14 1o 85 MM BuHT W1

16 BUHT 4,5 MM KOPTWKasIbHbI CaMoHapes3alLWwyili pasnnyHoin AnvHel oT 14 ao BuHT W1
110 mm

17 Waii6a 4,5 mm gns BUHTOB 1,5-2 MM BuHT W1

18 Waiiba 7 MM gna BUHTOB 2,7 MM BuHT W1

19 Waiiba 10 mm gns BUHTOB 4,5 MM BuHT W1

20 Waiiba 13 MM gna BUHTOB 4,5-7 MM BuHT W1

21 laiika KopTukanbHas 4,5 Mv BuHt W1

22 Konnayok 6/10KMpyHLLNiA. KCB BWHTbI W1

23 3arnyuika. NCB BWHTbI Wi

24 Cnelicep 1 KCB BUHTbI wi

25 Cnelicep 2. KCB BUHTbI wi

26 Cnelicep 3. HCB BUHTbI wi

*: Mpownssogutens; WI: 3ummep Mv6X, 3ynbuepannee 8, 8404 BuHTepTyp, LLBeiuapusa (Sulzerallee

8, 8404 Winterthur, Switzerland)
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, KOHCTpYKLMS MeaMUNHCKUX U3aenunii

NO6 BMHTbI MCMOMb3YOTCA 419 (hmkcaummn nnactmuH MCB K KocTu. [19 GNOKMPOBKU BMHTA B NJIaCTUHE
ncnonb3yetca NCB Konnayok 6/10KMpyoLwmin (Takke HasbiBaemblli 3aTsHkHbIM NCB BuHTOM). Kpome Toro,
MOXHO UCMO0/b30BaTh 3ar/yLUKU U Crieiicepsl.

04.4 05 06.2

bICB BuHT 5,0 MM, g/ivHa ot 14 mm go 100 mm

NCB BUHT CNOHIMO3HbIiA 5,0 Mm; annHa ot 50 mm go 100 Mm
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05 042 0 6.2

© 2.9

NCB BVHT CNOHIMO3HbIA caMmoHape3atolmii 4,5 mm; anvHa ot 30 vm ao 100 Mm
034 014

Ar idMTE 2 e =
m

NCB BWHT KaHI/IMPOBaHHbI caMocBepnsaLmin 4,0 mm; gimHa ot 14 mv o 100 Mv

0 3.2 0 45 0 6.2

NCB BVHT CMOHIMO3HbIA KaHKMPOBaHHbIA 4,5 MM; anvHa oT 30 Mm 4o 100 Mm

0 3.2 0 45 0 6.2

NCB BWHT CMOHIO3HbI MNONHOHAape3aHHbI 4,5 MM camocBepnaLwmia; gavHa ot 30 mm go 100 mm
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CUCTEMbI C MWHW-, MESIKUMW W KPYnHbIMU parmeHTamu, Trofix cuctembl, Astrid cuctembl, befpeHHble
anctanbHble NCB nactuHbl 1 nneyesble npokcvMasibHble NCB  nnactuHbl. KopTUKasibHbIE  BUHTI
MCNOJb3YHOTCA N1aBHbIM 00pa3oM B CUCTEMAX PUKCALMM MUHU-, MENIKUX U KPYTHBIX (PParMeHToB.

B HeKOTOpbIX Cy4asx KOPTUKa/bHble BUHTbI MCMOMb3YHOTCA B KOMOMHaLMK C Wwaitbamu 1 raikamu. LLlalibb
W raiiky, B NpUHUMNE, BbINOMHAT OAMHAKOBYH 3aJadvy; OHW pacnpefenstoT Harpysky no 6osblueit
noBepxHocTy. LLlalibbl MOXXHO MCMOMb30BaTb CO BCEMW BUHTaMW, a raiikvi - TONIbKO B CUCTeMax (mKcauum
KPYMHbIX (PparMeHTOoB, TaK Kak 0ObIMHO UX MPUMEHSIOT AN YAyulleHUs (MKCaLuM BUHTA B MbILLE/IKAX
6eipeHHON KOCTW.

KopTuKanbHbIi BUHT 1,5 MM, gnnHa oT 6 MM 40 20 MM

KopTuKanbHbIil BUHT 2,0 MM, An1HA OT 6 MM A0 38 MM

01.9mMm 0 27mm 1.0mm 0 5.0 mm
"u r
S 0 zem
Al
v

KopTuKanbHbIA BUHT 2,7 MM, An1HA OT 6 MM A0 40 MM

KopTuKanbHbIi caMOHape3atoLLmin BUHT 2,7 MM, A/MHa 0T 6 MM 40 40 MM
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02.Amm 0 3.5mm 1,25mm 0 6.0mm

o 2.5i

KopTukanbHbIi BUHT 3,5 MM, gnnHa oT 10 mm go 110 mm

KopTukanbHbIli BUHT 3,5 MM camoHapesaroLmnid, gnvHa ot 10 mm go 110 mm

o o
4.5 mm 8.0 mm
o 3.5mm
i 1.75 mm
KopTuKanbHbIli BUHT 4,5 MM, AnnHa oT 14 mm go 85 MM
(0} (0}
45 mm 8.0 mm
T
v
03.0 mm O 35mm
. 1
XK. TOHOK X »1M
1.75 mm

KopTvKabHbIA BUHT 4,5 MM camoHapesaroLuiA, AnvHa ot 14 mm go 110 mm

jr

4.5 mm
_*0.8 mm 1.5 mm L
07.0mm_ 13mm
Washer07/013 Cortical nut
LLIaii6a guam. 7,0 /13,0 mm l"alika KopTuKaibHas
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/exHnYecKne 0CO6eHHOCTN KOHCTPYKLMN
TonvakcnasnibHOCTb

/TexHonorvs MCB nnactuH Mo3BONSET MONMAaKCUasbHOe pa3MeLLleHne BUHTOB (B npefenax KoHyca 30°).
'BNIOKMpOBKa BUHTa OCYLLECTBAETCA C MOMOLLLIO G/IOKMPYIOLWMX KOMMAYKOB, KOTOPbIE BKPYy4MBalOTCA B
OTBEPCTVSA NAaCTVHbL. BNOKMpyloWwas KOHCTPYKUMA MOBbIWAET CTabWbHOCTb, OCOGEHHO MPWU M/IOXOM
COCTOSAHUMMN KOCTW.

y,A"50yY
NC8 30° Cone Polyaxiaisiy Angular stability with the bICB LocwWng Caps
PucyHok
NCB 30° Cone Polyaxiality MonnakcnansHocTh NCB B npegenax koHyca 30°
Angular stability with the NCB locking caps Yrnosas cTabunmsayms ¢ NOMOLLbIO 6/T0KMPYHOLLINX

KO/INa4yKoB

Oc06eHHOCTM 6ECKOHTAKTHOIO CBA3bIBaAHMSA / 6/I0KMPOBKM

TexHonorns KCB nnacTvH Mo3BONseT MosvakcuabHoe pasmellleHne BMHTOB (B npefenax KoHyca 30°).
BIOKMpOBKa BWHTA OCYLLECTB/IAETCA C MOMOLLLIO G/IOKMPYIOLWMX KOMNMAYKOB, KOTOPblE BKPY4yMBalOTCA B
OTBEPCTUSA NNAaCTUHbI.

B 3a6n0knpoBaHHOM pexuvme nepunpoTe3Has nnactuHa NCB [elicTBYeT Kak BHYTPeHHWIA thukcaTop 6e3
KOHTaKTa Mexfay M1acTUHOM W MOBEPXHOCTbIO KOCTW, YMEHbLUAs PUCK OcnabneHns nepuocTaibHOro
KPOBOCHa6XeHNs. 310 OECKOHTAKTHOE COeAMHEHVE MOXHO PErynnpoBaTh C MOMOLLbIO crneicepos 1, 2 um 3
MM, KOTOpble BKPYUMBAKOTCA B OTBEPCTUSA NNAaCTUHbI Mepes ee YCTaHOBKON. BUHTbI, 3arnyLuKu, cneicepsl v
6NOKMpYIOLLME KOMNaukW M3roTOB/IEHBI M3 TUTAHOBOrO CrJjaBa CcornacHo craHgapty 180 5832-3. B
3a6110KkpoBaHHOM pexxnme cuctema NCB nnacTuH [eliCTBYeT Kak BHYTPEHHWUIA (hukcaTop 6e3 KOHTakTa
MeX Ay NAacTUHOW 1 NOBEPXHOCTbIO KOCTW, YMEHbLUAA PUCK 0CNabneHns NepuocTasibHOr0 KPOBOCHAGXEHMS.
370 GECKOHTaKTHOE COeAMHEHME MOXHO PerynmpoBaTb C MOMOLLbHO crnelicepoB 1, 2 wam 3 MM, KOTOpble
BKpY4MBaKOTES B OTBEPCTUA MACTUHBI Nepes ee YyCTaHOBKOW.
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* LOKYMEHTbI M0 XMPYPrmYeckoii TeXHWKe YCTaHOBKW NIaCTUH, OMMCbIBatOLLME NPYMEHUMbIE 1
Heob6XoAMMble Larn Ans ycnewwHoli MMNAaHTaumMm KopTUKaibHbIX BUHTOB BMECTE C COOTBETCTBYHOLLMMMU

nnacTyHamu.
WHdopmaums 06 nsgenmn / Cuctema hmkcaumm Homep gokymeHTa
Xupypruyeckas TexHnKa
XUpypruyeckas TexHuka MCB nnacTuHbl: 06.01221.012

6epeHHas auctanbHas un 06.01209.012
nneyesas NPOKCUMa/IbHas
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lapaHTNS Npou3BoaMTeNs, TpeboBaHUA MO 06CNTY)KMBAHUIO, PEKOMeHALMK 1o
perynsipHbIM OCMOTPaM 1 yCTPaHeHMIO HernonafoK

Mpou3BOAUTE b FapaHTUPYET KauecTBO U3AeNNiA NP YCOBWK, YTO OHM MUCMONb3YHTCS B COOTBETCTBUM C
BblLLIEYKa3aHHbIMW PEKOMEHAALMAMN.

CnepytoLime pekoMeHZaLy no 06Cy>KMBaHMIO 1 PerynsipHbIM OCMOTPaM MpeACTaB/eHb B
COOTBETCTBYHOLLMX BK/IaAbILIAX, BNOXEHHbIX B YNAKOBKW U3LENNIA:

He 1crnonb3oBaTb HUKAKOW KOMMOHEHT B C/ly4ae OGHapY>KEHWS MOBPEXAEHNS| UK
ero NoBpeXaeHns BO BPeMS MOAFOTOBKMA WM MMNIAHTaLUUW.
HenpepbiBHOE HabMOfeHNe B OTHOLLUEHMM HOBbIX WM PeuyAMBHBIX MCTOYHMKOB
MHAEKUMN  JO/MKHO  MPOAO/MKATbCA BCe  BpeMs, TMNOKa mM3fenve  OCTaeTcs
VIMNTAHTUPOBAHHBIM.
OcmaTpvBaTb KaXAyt0 YMakoBKY [0 WCMOMb30BaHWS, W He WCMOMb30BaTh
KOMMOHEHT, €CNN KaKOW-HWOYAb LUOB N MOMOCTb NMOBPEXAEHbI, MPOMOMEHbI, UK
ec UCTEK CPOK rofAHOCTU m3genus. locne BCKPbITUS YMakoBKWM HeMe[/IleHHO
CNO/b30BaTb KOMMOHEHT, 0TGPaKoBaTh WM CTEPUIN30BaTb MOBTOPHO.

e KomnaHus «3uMmep» NpeaocTaBseT PUANYECKME FrapaHTUM C YYETOM 3aKOHHbIX HOPM KOHKPETHOM
CTpaHbl.

* B cnyyae npeTeH3uin KAWMEHT Bcergja MOXeT 06paTWTbCA K MECTHOMY MpeACTaBUTENII0 KOMMaHWUu
«31MMMep», KOTOpbIA OyaeT AeicTBOBaTb B COOTBETCTBUM C BEAOMCTBEHHbLIMW MpaBuIaMy KOMMaHum
«3MMep» Mo 06paboTKe NPETEH3NI U OTBETAM Ha HUX.

e ECnM ycnoBus XpaHeHus 1 TPaHCMOPTMPOBKM He NpYBeAeHbl B MHCTPYKLMS MO MCMOMb30BaHMIO, TO
HUKaKWX cnewyanbHbIX YCNOBUIA TPAHCMOPTUPOBKU 1 XPaHEHUS U3feNNIA He NPeayCMOTPEHO.

OO6LLEeCTBO C OrpaHMYEHHON OTBETCTBEHHOCTLIO «3ummep CHIM» (Zimmer CIS Ltd), 3apernctpupoBaHHoe
no ropuandeckomy agpecy 119048, MockBa, yn. Ycauesa, 29/9 (nouTtoBbiii agpec 125167, Mockga, yn.
BukTopeHko, 5/1, TeneoH +7 495 980 08 85) ynonHOMOYeHO npeactaBnsTe npoussoautens NCB
MMMNaHTaToOB Ha TeppuTopumn Poccuiickoin defepaumm Mo BONpPOcaM KOHTPONS KayecTBa, rapaHTuu
KayecTBa M COOTBETCTBMS BbILLEYNOMSAHYTbIX U3L4eNNIA NPUMEHUMbIM HOPMATVBaM.
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HayeHwe, 06/1aCTV NMPUMEHEHMA, YCNI0BUA U NpaBusia UCNosib3oBaHns, TpeboBaHuA
6e3onmacHOCTW, MNOKasaHWA, MNPOTMBOMOKA3aHUA, Mepbl  MPeAoCTOPOXHOCTH,
HO)KHbIe HebnaronpuATHbIE 3P PEKTHI

'‘O6nactb npumeHeHns: NCB mMMNiaHTaTbl - BUHTbI HECTEPW/bHbIE MpPeAHa3HayeHbl 418 MUCMO/b30BaHMA B
TpaBmatoniornm u optonegun. YcrtaHoky NCB mmnnaHTaToB Npov3BoAAaT B onepauynoHHoi. BuHTel NCB
MCMONb3YIOTCA COBMECTHO ¢ nnactuHaMu NCB ans BpeMeHHON BHYTpeHHel gmkcauum v ctabunmsaumm
MepenoMoB M OCTEOTOMUI A/IMHHBIX KOCTEN KakK CUCTEMA MMMNAHTATOB [J1 OCTeOCUHTEe3a. HCTpYKUmMsA no
ncrnons3osaHuio (Ne D 011500204 «[MMonuakcuanbHble 6110kupyeMble nnactuHel  NCB») copepxuTt
CBEleHNsi O peKOMeHJaumsX Mo  MPUMEHEHWUIO MAaCTUH W BWHTOB, O6LUME WHCTPYKUMW, MOKa3aHus,
MPOTMBOMOKA3aHUsA, MPefOCTEPEXEHNs, NPeLynpeXxeHns, AaHHble O HebnaronpuATHbIX NOCNefeTBUAX,
eTepUNbHON YNakoBKe, CTepuM3aumny, nepepaboTke, a TakxKe 0 XpaHeHUW U3LeNnin 1 06paLLeHn ¢ HUMM.

KopTvKa/ibHble BUHTBI NMpeAHa3HayeHbl A8 UCMOb30BaHWA C PasfIMyHbIMU CUCTEMaMW 4J1 TPaBMaTOo/0rUK:
CUCTEMbI C MWHMW-, MEIKUMX W KPYyNHbIMU parmeHTamn, Trofix emctembl, Astrid cuctembl, 6efpeHHbIe
anctanbHble NCB nnactuHbl 1 nneyesble npokcuMabHble NCB nnactuHbl. KopTuKasibHble BUHTLI BXOAAT B
COCTaB CUCTEM (OMKCaLUW MUHU-, MEJIKMX N KPYMHBIX (pparMeHTOoB.

B HEKOTOpbIX Cyyasax KOPTUKa/bHbIE BUHTbI UCMO/b3YHOTCA B KOMOUHALMK C LWaribamu 1 raikamu. LLIaid6bl
M railkyu, B MPUHUMNE, BbIMOMHAT OAVHAKOBYHO 33Jadvy: OHWM pacrnpefenstoT Harpysky no 6onblueit
noBepxHocTy. LLlaiibbl MOXXHO MCNOMb30BaTh CO BCEMW BUHTaMW, a raiikv - TONbKO B CUCTEMaX (puKcauum
KPYMHbIX (hparMeHToB, TaK Kak 00bIYHO WX MPUMEHSIOT AN YAyYlleHUs (PUKCAUUM BUHTA B MbILLENKaX
6eipeHHOI KOCTW.
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| 3HayeHNs1 OCHOBHbIX MNapamMeTPOB M OCOOGEHHOCTE/CBONCTB MEAULIMHCKUX W3AENWA,
ApaHTMpPOBaHHbIE MPON3BOANTENEM

5.1.1 lMonnakcnanbHOCTb

TexHonorus nnactmH KCB no3BonseT nonnakcuanbHoe pasmeLleHne BUHTOB (B npegenax KoHyca 30°).
BMIOKMpPOBKa BUHTA OCYLLIECTBASETCS C MOMOLLbIO GIOKMPYIOLLMX KOMNAYKoB, KOTOPbIE BKPY4YMBAIOTCS B
OTBEPCTUSA MNACTUHbI. BNOKMpyoLWwas KOHCTPYKLUMA NOBbILWAET CTabuIbHOCTb, 0COBEHHO MPU M/I0XOM
COCTOAAHWM KOCTW.

NCS 30° Lore Polyaxiaiity Angular stab'rfity with the t5iCB Locking Caps
MonnakcunansHoc T NCB B npegenax koHyca 30° Yrnosasi cTabunmsayms ¢ NOMOLLbIO 6/T0KMPYHOLLIMX
KO/MayKoB

5.1.2 Oco6eHHOCTN 6eCKOHTAKTHOIO CBA3bIBaHUSA / 6/I0KUPOBKMN

TexHonorna KCB nnacTMH Mo3BOSISET MOMMakcMaibHOe pasmelleHvie BUMHTOB (B mpegenax KoHyca 30°).
B/IOKMpOBKa BMHTA OCYLLECTB/IAETCA C MOMOLLbHO BIOKMPYIOLLMX KOMNAayKoB, KOTOPbIE BKPY4MBalOTCA B
OTBEPCTMA NNacTUHbl. B 3a6n0KMpoBaHHOM pexume nepunpotesHas KCB nnactuHa [elCTBYeT Kak
BHYTPEHHWIA (rkcaTtop 6e3 KOHTaKTa Mexzay niacTUHOW W MOBEPXHOCTbIO KOCTW, YMEeHbLUas pUCK
ocnabfieHns NepuocTaibHOro KPOBOCHaOXKeHUA. ITO GECKOHTAKTHOe COeAVHEeHWE MOXHO Perynmposath C
MOMOLLbIO crneicepoB 1, 2 unn 3 MM, KOTOpble BKPYUMBAIOTCA B OTBEPCTUA NIACTUHbI Nepes ee YCTaHOBKOM.
MnacTWHbI, BUHTbI, 3ariyLwKuy, cnencepbl U 6N10KUPYIOLLME KOMMayKyM M3roToB/EHbl U3 TUTAHOBOrO Cri/laBa
cornacHo craHgapTy 180 5832-3.

B 3abnokvpoBaHHOM pexume cuctema NCB nnacTuH [eiCTBYET Kak BHYTPEHHWUIA (hmkcaTop 6e3 KOHTakTa
MeXAy NIacTUHON N NOBEPXHOCTbIO KOCTW, YMEHbLLAsA PUCK 0ciabneHnst NepuocTasbHOro KPOBOCHABXEHNS.
370 GECKOHTaKTHOE COeAMHEHME MOXHO PerynvMpoBaTh € MOMOLLb0 creiicepoB 1, 2 uam 3 MM, KOTOpble
BKPYUMBAIOTCA B OTBEPCTUA NNACTUHbI NEPES ee YCTaHOBKOMA.
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Non
contac! locking cas 0 8 mm

Blind screw irseit

WCS Non-Cortac" Bridging Spacers 1to 3 mm
PucyHok. beckoHTaKkTHoe coeguHeHne NCB
Non contact Be3 KoHTakTa
Locking cap 8 mm BnokvpyLWwuii Konnayok 8 Mm
Blind screw insert 3arnywka
Spacers 1to 3 mm Cneiicepbl 1-3 MM

6. MapaHTMA, yNnosIHOMOYEHHbIA POCCUNCKUIA NpeLcTaBuUTeNb

O6LLecTBO C OrpaHUYeHHOV OTBETCTBEHHOCTbIO «3uMmep CHI™» (Zimmer CIS Ltd), 3apernctpupoBaHHOe
no topuandeckomy agpecy 119048, Mocksa, yn. Ycayesa, 29/9 (nouToBblin agpec 125167, Mocksa, yn.
BukTopeHko, 5/1, TenethoH +7 495 980 08 85) ynosHOMOYeHO npeacTaBnAte npoussogutens NCB
MMMNNAaHTaTOB Ha Tepputopun Poccuiickoii dPefepaumy Mo BOMPOCaM KOHTPONA KavecTsa, rapaHTuu
KayecTBa M COOTBETCTBUSA BbILLIEYNOMSAHYTbIX U3AENNIA NPUMEHUMbIM HOpPMaTVBaM.

* KomnaHusa «3nMMep» NpeocTaBiseT IopUANYECKME TapaHTUK C YYETOM 3aKOHHbIX HOpPM
KOHKPETHOM CTpaHbl.

* B cnyvae npeTeH3nii KAMEHT BCErga MOXeT 06paTUTbCA K MECTHOMY MPeLCTaBUTEHO KOMMaHUM
«3MMMep», KOTOPbIV OyAeT AeCTBOBaTL B COOTBETCTBUM C BE4OMCTBEHHbLIMU NpaBuiamMmy KOMNaHUm
«31MMeEpP» Mo 00paboTKe MPETEH3UI U OTBETAM Ha HUX.

7. NH(hopmaumnsa no yTunmsauum nnn 4ecTpyKumumn nsaennii

[ns n3genuid, KOTopble He GblIN YCTaHOB/EHbI NaLMeHTaM, 0Cobble Tpe6oBaHUS MO YTUAM3ALUN He
npeaLycMOTPEHbI.

MMnnaHTaThl, yaneHHble Nocne 3aBepLUeHNs IeYeHns, JO/KHbI ObiTb YTUIN3NPOBaHbI KakK MOTEHLMaIbHO
VH(MUMPOBAHHbIE 0TXO0Abl, NPEACTABASAOLLME ONAaCcCHOCTb AS OKPYXKatoLLeli cpefbl (0TX0Abl Knacca b).

8. Komnnekrtayus

MmnnaHTaTbl A8 octeocuHTe3a bICB - BUHTbI HECTEPWIIbHbIE MOCTABATCA B OPUrMHA/IbHON YNakoBKe B
KonuyeeTse - 1.

K KoMy 13[enuio npunaraetca UHCTPYKLUUA Mo NPUMEHEHNIO.

B TpaHCnopTHY KOpPoOKY, cofepxalyto He 6onee 1000 n3aenuid, BKNaablBaeTcs AOKYMEHT
«QKCr/yaTaumMoHHas JOKYMeHTaLmMs» Ha 6YMayKkHOM WU 3MIEKTPOHHOM HOCUTESE B KOJIMYECTBE He
MeHee 1 LWT.

KonnuecTtBo IK3eMN/IAPOB MOXET ObITb yBE/IMYEHO NOo Tpe6OBaHI/I}O 3aKa34yuka.
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mHT 5 MM pasnMYHon annHbl oT 14 1o 100 mm

3MHT 5 MM CMOHIO3HbINM, pe3bba 32 MM pasnMyHomn gnHbl 0T 50 o 100
MM
BWHT 4 MM camoHape3saroLwuid pasnmMyHom 4imHbl oT 14 o 100 mm

BVHT 4.5 MM CMOHIMO3HbIN CamOHape3aroLLniA pasnnyHoi AnvHbl oT 30
o 100 mm

BVHT 4 MM KaHIONMPOBaHHbIV CaMOCBEPNALLMIA Pa3/IMYHON A/INHBI OT 14
o 100 mm

BWHT 4.5 MM CMOHI1O3HbIN KaHIOMPOBaHHbIN Pa3NMYHON AnnHbI 0T 30
fo 100 mm

BVHT 4.5 MM CNOHIMO3HbIV KaHIONMPOBaHHbIN NOTHOHaPEe3aHHbIM
CaMOCBepIALLMIA pa3nnyHoli gamHbl ot 30 4o 100 Mv

BWHT 4.5 MM CMOHIMO3HbIN NONHOHAPe3aHHbIA CaMOCBEPAALLINIA
pas/IMyHoii a/imHbl oT 30 4o 100 MM

BVHT KOpTWKabHbIA 1.5 MM, pasfiMyHon g/inHbl 0T 6 40 20 MM

BWHT KOPTVKa/IbHBIA 2 MM, pasnMyHOR AanHbI OT 6 10 38 MM

BWHT KOPTUKa/bHbI 2.7 MM, Pa3UYHON ANHbI OT 6 A0 40 MM

BWHT KOPTVKa/bHbIA CaMOHape3atoLLMii 2.7 MM, pa3nMyHON A/IMHbI OT 6
[0 40 mm

BVHT KopTUKabHbI 3.5 MM pasninyHoi ginkbl oT 10 go 110 Mm

BWHT KOPTVKa/bHbIA CaMOHape3atoLmin 3.5 MM pasiMyHON 4/inHbl OT 10
Jo 110 mm

BUWHT KOpPTUKa/bHbIA 4.5 MM, Pa3nnYHO AnnHbI 0T 14 o 85 MM

BWHT KOpTVKanbHbIA 4.5 MM, cCaMOHape3aroLwmiA, pasnuyHON AMHbI OT

Moo 110mm

MprHagneXxXHoCTK:

Konnayok 610KMpyoLmii

3arnyuika

Cneiicep 1

Cnelicep 2

Cneiicep 3

LLlaii6a 4.5 Mm ans BUHTOB

LLlait6a 7 Mm onst BUHTOB

LLlari6a 10 Mm

LLlari6a 13 Mm

aiika 4.5 MM N9 BUHTOB KOPTUKa/IbHAA
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WHCTPYKLMSA N0 NPUMEHEHUIO
Ne0011500204
WHCTPYKLWMS MO NPUMEHEHUIO
Ne0011500204
WHCTpYKLWMS MO NPUMEHEHUIO
Ne0011500204
WVHCTPYKLWMS N0 NPUMEHEHMIO
Ne0011500204
WHCTPYKLMS NO NPUMEHEHNIO
Ne0011500204
WNHCTPpYKLMS NO NPUMEHEHNIO
Ne0011500204
WVHCTPYKLWMS N0 NPUMEHEHUIO
Ne0011500204
WVHCTPYKLWMS N0 NPUMEHEHUIO
Ne0011500204
WVHCTPYKLWMS N0 NPUMEHEHUIO
Ne0011500201
WHCTpYKLWS N0 NPUMEHEHMIO
Ne0011500201
WHCTPYKUMS NO NPUMEHEHNIO
Ne0011500201
WNHCTpYKLMS N0 NPUMEHEHNIO
Ne0011500201
WHCTPpYKLMS N0 NPUMEHEHNIO
Ne0011500201
WNHCTPpYKLMS N0 NPUMEHEHNIO
Ne0011500201
WVHCTPYKLMS NO NPUMEHEHNIO
Ne0011500201
WVHCTPpYKLMS N0 NPUMEHEHNIO
Ne0011500201

WVHCTPYKLMS NO NPUMEHEHMIO
Ne0011500204
WNHCTPYKUMS NO NPUMEHEHNIO
Ne0011500204
WVHCTPpYKLMS N0 NPUMEHEHUIO
Ne0011500204
WHCTPYKLUMS N0 NPUMEHEHNHO
Ne0011500204
WHCTpYKLUWS MO NPUMEHEHNHO
Ne0011500204
WHCTPYKLMSA N0 NPUMEHEHNIO
Ne0011500201
WNHCTpYKLUWS N0 NPUMEHEHNIO
Ne0011500201
WNHCTPYKLUMSA MO NPUMEHEHNIO
Ne0011500201
WHCTPYKLWMS MO NPUMEHEHUIO
Ne0011500201
WHCTpYKLUWMS MO NPUMEHEHNIO
Ne0011500201



fioke MOXET OblTb NpPeAoCTaBNeHa XMPYpruyeckas TexHUKa. [aHHbIA AOKYMeHT npeaHasHaueH
«KNOUNATENBHO A1 BpaYei, N HY B Koeli Mepe He MpefHa3HaueH [/ia HecneumanmcTos. VHgopmaums no
«pofyKTaM W/unm npoueaypam, COAepXKalllascs B XMPYPruyeckolt TexXHWKe, HOCWUT OBLLUMIA XapaKTep U He
NPeAcTaBNseT COBOA  MeAUUMHCKME COBETbl WM pekomeHaaumu. WHgopmauus, npeacTaBneHHas B
XVPYPIYeCKo TEXHUKE, He COAEPXXMT HUKAKUX YTBEPXAEHWIA MO AWArHOCTMKE WM NIEYEHUID B KaKyX-
NGO MHAMBMAYANbHBIX KAMHUYECKMX Cryyasix, Mo3ToMy 06cC/nefoBaHME M pa3bop Kakaoro nauyeHTa
SIBNAIOTCA COBEPLLIEHHO HEOOXOAMMBIMU 1 He 3aMeHStOTCS [aHHbIM JOKYMEHTOM WX ero 4acTsamu.
Xupypruyeckas TexHUKA B 00s3aTeflbHblii KOMMIEKT MOCTaBKM He BXOAUT. BaxHas WHgopmaums o

NPOAYKTe, B YaCTHOCTM, NPOTMBOMOKA3aHWs, NPeAoCTEPEXEHNSI U HexXenaTe/lbHble SBNeHWs, NpuBeaeHbl B
VHCTPYKLMSX MO NMPUMEHEHNHO.
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~cial Certification

Seen for authentication of the foregoing signature of

M. Matthias BURGER. Nationality: Germany, in Winterthur, Switzerland,
personally known to us,

who is entered in the Register of Commerce of the Kanton of Zirich as person with the right to sign
per procuration individually for the

Zimmer GmbH, company with limited liability with registered head office in Winterthur,
Switzerland.

The signature was acknowledged before us by an authorized third party, M. J. Fetibegovic.

The inspection of the commercial register has taken place directly before the official certification by
internet inquiry.

Winterthur, 26th May 2016
BK no. 1498 NOTARIAFQBERWINTERTHUR-WINTERTHUR

Fee CHF 30.00

Karin Graf, Notariatsassistentin
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[MepeBop, ¢ aHrNNIACKOT0 1 HEMELLKOTO SI3bIKOB Ha PYCCKUI A3bIK\

[MepeBog TUTYNbHOW CTpPaHWUbl M HOTApUaNbHOrO YAOCTOBEPEHUS HA  [OKYMeHTe
«3JKcnnyaTauyoHHas JOKYMEHTaLus», NpeacTaBneHHOM Ha PYCCKOM si3blke.]

[Ma 6naHke KomnaHun «3ummep MMOEX»]

MoaTBepXaeHMe NHOPMaL MK, CoAepIKaLleliess B lO0Cbe

B nogaHHoM B Poccum focke 0 NpuMeHeHUN msgenna «MmnnaHTaTtbl 4nsa octeocmHTesa NO8
- BUHTbI HECTEPU/IbHbIE» COLEPXXUTCA CrefyoLan MHpopmMaLus:

m JKCn/yaTauyoHHas AOKYMeHTauus

A1 NOATBEpPXJalo, YTO MoJaHHble [OKYMEHTbl, HAaCKONbKO MHe W3BEeCTHO, ABNATCA
[JOCTOBEPHbIMUA U TOYHbIMW. Kpome Toro, komnaHus «3uMmep [M6X» OepeT Ha eebs
OTBETCTBEHHOCTb M0 /t06LIM FOPUANYECKM 0653aTeNbCTBaM, OTHOCALMMCS K NPeACTaB/eHHbIM
[IOKYMEHTaM.

/nognuce/
Martuac Eroprep

BuLe-npesnaeHT no o6eeneyeHnio KauecTsa 1 HOPMaTUBHO-MPAaBOBOMY COOTBETCTBUIO
«3rmmep MMEX»
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OdmynanbHOe yaocToBepeHue

3acBMAeTeNbCTBOBAHO [A18 YAOCTOBEPEHUS MOA/IMHHOCTY MPeALLecTBYIOLWE NOANUCK T-Ha
MaTunaca BKOPIEPA, rpaaaHuHa "'epmaHunm, NpoXMBatoLLLEro B . BuHTepType, LLBeiuapus,
NMYHO M3BECTHOIO HaM, BHECEHHOro B TOProBbI PEecTp KaHTOHa Litopux B KayecTBe nuua
npaBoM NOAMMCK, AEACTBYHOLLErO NO AOBEPEHHOCTN B COOCTBEHHOM /INLIE OT MMEHW

«3ummep TM6X», KOMMNaHWM € OrpaHWYeHHOW OTBETCTBEHHOCTbIO C 3aperucTPUPOBaHHbLIM
roNoBHbIM OhMcoM B . BuHTepType, LLiBeliLapus.

Mognuck 6bla NOATBEPXKAEHa B HalleM MPUCYTCTBUM MOSIHOMOYHbLIM TPETbUM JIMLIOM: T-
HOM 1. deTnGEroBuYEM.

MpoBepka AaHHbIX B TOPrOBOM PEECTpe MpoBefeHa MyTeM 3ampoca uepe3 CeTb VHTepHeT
HEeMOCPeACTBEHHO Nepe/ OCYLLECTBNEHUEM O(ULIMANLHOIO Y/0CTOBEPEHMS.

BuHTepTyp, 26 masa 2016 T.

PeecTpoBbIi HOMep: 1498

B3bickaHo: 30,00 LuBeMLapCKMX (hpaHKOB

HOTAPVMA/TbHAA KOHTOPA OBEPBUHTEPTYPA, BUHTEPTYP

/nognuce/
KapwH pad, MNMomoLLHKMK HoTapuyca

[MevaTb HOTapuanbHol KOHTOPbLlI O6epBMHTEPTYpPA, BuHTepTYp]
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Mepesen MacaHoB CynTaH MacaHoBuy

Mopog Mocksa.
BTOporo nwHA ABe TbICAYM LLIECTHAALATOro roga.
A, WBaHoB Mwuxann AnekceeBmY, HoTapuyc ropoga MOoCKBSI,

MOA/MHHOCTb MOAMNWCK, CAeNaHHON nepeBOAUYMKOM [acaHoBbIM CynTaHOM
MOEM MPUCYTCTBUMN. JINYHOCTb €ro yCTaHOB/EHA.

CBUIETENLCTBYHO
[acaHOBNYEM B

3aperncTpmpoBaHo B peecTpe 3a HoOMepoM No
B3bickaH Tapud - 100 py6nei
HoTtapuyc

0,

\ [ A0

Bcero ppo!a.InypoaaHb,

NPOHYMePOI.M» nXx:KpenneHl
neyatbto

MmN~

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Zimmer GmbH

P.O. Box

CH-8404 Winterthur

Phone +41 (0)52 262 60 70

Fax +41 (0)52 262 01 39
WWW.Zimmer.com

Zimmer

Personal Fit. Renewed Life'/

Certificatio mation in Dossier

ier of the Russia application NCB implants for osteosynthesis - non-
bntents the following:

Indication for use Ne D011500204
Indication for use Ne D011500201

| certify that the documents which are submitted are true and accurate to the best of my

knowledge. In addition, Zimmer GmbH takes responsibility for any legal obligations related to
this submission.

latthjas Burger /

"Quality Assuranc"& Reg
Compliance VP
Zimmer GmbH
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Official Certification

Seen for authentication of the foregoing signature of

M. Matthias BURGER, born 21st July 2015, Nationality: Germany, residing at Maienriedweg 16,
8408 Winterthur, Switzerland,
personally known to us.

The signature was acknowledged before us by an authorized third party, Mr. J. Fetibegovic.

Winterthur, 24th July 2015

BK no. 1856 TARIAT OBERWINTERTHUR-WINTERTHUR
Fee CHF 20.00

Martin Schmuki, Notary Public

«
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Barcode D011500201 Ed. 2014/10

ziniittcr %
Non-sterile Metal Internal-Fixation Implants
Representative in the USA:
Zimmer GmbH Zimmer, Inc.
Sulzerallee 8 ) 1800 West Center Street
8404 Winterthur, Switzerland Warsaw, Indiana, 46580, USA
Telephone +41/ (0)52 262 60 70
Fax +41/(0)52 262 01 39
WWW.zimmer.com
[ N
CI 4Con.y
ENGLISH
The CE mark is valid only if it is also printed on the product label.
Important information for the operating surgeon
Before using a product placed on the market by Zimmer, the operating surgeon should study carefully the following
recommendations, warnings and instructions, as well as the available product-specific information (e.g., product
literature, written surgical technique). Zimmer is not liable for complications that may arise from use of the device in
circumstances outside of Zimmer’s control including, but not limited to, product selection and deviations from the
device's indicated uses or surgical technique.
DESCRIPTION
Zimmer implants for internal fixation are available in stainless steel and/or titanium versions, depending on the product.
» Stainless steel implants are made from ProtasuP-S (XCrNiMo - ISO 5832-1 / ASTM F 138/139) or Protasul-
S30 (XCrNiMnMoNDN - ISO 5832-9/ASTM F 1586).
»  For titanium implants, pure titanium (ISO 5832-2 / ASTM F67), titanium alloy Protasul-64 (Ti6Al4V - ISO 5832-3 /
ASTM F136) or titanium alloy Protasul-~00 (Ti6AI7Nb - ISO 5832-11 / ASTM F1295-92) are used.
For detailed information refer to the corresponding product information and/or surgical technique.
INDICATIONS
The indications are product dependent and are listed in the corresponding description of the surgical technique and/or
in the product information.
CONTRAINDICATIONS
All concomitant diseases that may impair the fixation of the implant and/or the success of the intervention.
Lack of bone substance or poor bone quality impairing stable fixation of the implant.
Severe muscular, neural or vascular diseases that endanger the success of the intervention. o
Allergy to the implanted material.
Acute or chronic, locai or systemic infections. fo

Further product dependent contraindications are mentioned in the corresponding description of the surgical
technique and/or in the product information.

EN_D011500201 2014/10 ) Zimmer GmbH
SAP Document 62638 Rev.04 Page 1of 4
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0011500204 Ed. 07/13
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NEBRPolyaxial Locking Plate System

g’
tn
o]
a

Zimmer GmbH

Suizerallee8

8404 Winterthur, Switzerland
Telephone+41/(0)52 26260 70
Fax +41/(0)52 26201 39
www.zimmer.com

Representative in the USA;
Zimmer, Inc.

1800 West Center Street
Warsaw, Indiana, 46580, USA

o 8O°
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ENGLISH
The CE mark is valid only ifit is also printed on the product label,

NCB™ Polyaxial Locking Plate System
Important informmetion for the Operating Surgeon

Before using a product placed on the market by Zimmer, the operating surgeon should study carefu
the following recommendaiions, warnings and instructions, as well as the available producl-speci
information (e g. product literature, written surgical technique). Zimmer is not liable for complicatio
arising from the use of the devKe outside of its indicated uses, surgical technique orjudgment, piodc
selection, and similar matters outside the control of Zimmer.

DESCRIPTION

the HCB Polyaxial Locking Plate System is a plate solution for the treatment of complex fractures oft
distal femur, proximal humerus and proximal tibia. An additional extension tuberculum minus pit
can be assembled to the humeral plate with cerclage wire technique for fixation of AP tuberculu
minus fractures.

HCB holes allow for polyaxial screw placement (30°) with subsequent screw locking. Before lotkir
the screws can act as lag screws and be used for fracture reduction. In the locked mode, the plat
act as an internal fixator without contact between the plate and the bone surface reducing the risk
periosteal blood supply impairmenl

Femoral, humeral and tibial plates, cancellous, cannulated and locking screws, blind screw insei
and spacers are made from titanium alloy P m m r-M (Ti6AI4V-ISO 583Z-3/ASTM F136). T
Tuberculum minus plate is made from pure titanium Prowiul-h (ISO 5832-2/ASTM F67), cortii
screws from titanium alloy toosuHOO (li6AI7Nb 1S05832-11/ASIM F)295) and the cerclage w
from 316L stainless steel Arorasut-S (IS0 5832-I/ASIM F138-F139).

INDICATIONS
the HCB Polyaxial Locking Plate System isindicated for temporary internal tixaiion and stabilleation
fractures and osteotomies of long hones.

s
b

>
®©
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If the packaging is damaged or the sterility expiration date has been reached, the implants
must be returned to the manufacturer, (Not applicable for the USA)

STERILIZATION INSTRUCTIONS

These sterilization instructions are consistent with ANSI/AAMI/ISO standards and guidelines.
They should be used for items supplied non-stetile, for reprocessing reusable devices, or for
sterile items that were opened but unused.

- See Zimmer booklet 97-5000-170-00 (available from your distributor or at zimmer.com)

for detailed sterilization guideiines

Do not reuse instruments or devices labeled for single use only. Reuse ofa single use device that
has tome in contact with blood, bone, tissue or other body fluids may lead to patient or uset
injury. Possible risks associated with reuse of asingle use device inclurie, but are not limited to,
mechanical failure and transmission of infectious agents,
All-metal implants without an articulating surface may be resteriized multiple times This is
subl(ett to the exceptions listed below.
DONOT RFSTFRIIIZT:

- Single use only components that have been contaminated with body fluids or debris or

previously implanted.

- Components with a packaging expiration date that has been exceeded.

- Components containing UHMWPE or HOPE,

Do not use the original plastic cavities or lids for lesteiilization. Single devices should be
packaged in a medical grade sterilization pouch or wrap which conforms to the recommended
specifications for steam steriization provided in the table below. Ensure that the pouch or wrap
islarge enough to contain the devices without stressing the seals or tearing the pouch or wrap.
Sets of devices may be loaded into general or dedicated trays. Use a medical grade sterilization
pouch or wrap (double wrap method-ANSI/AAMI SI79). Sterilization should be performed
immediately prior to use.

ltems made from titanium and titanium alloys can form oxide layers from steam boiler
treatment chemicals or detergent residues. While these oxides are hiocompatible, they tan
obliterate etchings and stampings.

Recommanckil SterilizatioryResterilization Specificatiors
Follow the sterilizer manufacturer's instructions for loading patterns and selection of sterilization
parameters. Drying times vary according to load size and should be increased for larger loads.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Single All-Metal Implants

Steam Stetilizafion

Type Minimum Temperature Min
Gravity Displacement 121"C(250°F)
Gravity Displacement 132°C (270°F)
UK Pre-vacuum/Pulsat- "
ingVaciium' 13#C(2730)
Pre-vacuum/Pulsating " "
Vacuum 132C(270%F)

This cycle is not fot use In the United States.
All-Metal Implants In Sterilization Cases and Trays

imum Exposure
Time

30 minutes
15 minutes
3minutes

4 minutes

Steam Sterilization

Type Minimum Temperature M|n|mu1rp Bxosure
ime
K Pre-vacuum/Pulsar- . " ’
ing Vacuum 134°C(273) 3 minutes
Pre-vacuum/Pulsating 1CRIE 4 minutes
Vacuum
Pre-vacuum/Pulsating o " .
Vacuum 134°C (273°F) 18 minutes

This cycle is not for use in the United States.
" This cycle is not to be used for the inactivation of prions.

Minimum Dry Time

IS

&

Minimum Dry Time
-0
Q

30 minutes

Please contact Zimmer at the following number if you have additional questions. In the USA, ¢
1-800-348-2759. For calls outside the USA, call the local international access code +1-574-26

6131.
STORACE AND HANCLING

¢ Implants that are provided sterile must be stored unopened in their original packaging.



+  Ptoledive caps or other protective tievices must not be removed until immediately before use.

¢ Assembled implants anri implant parts must be thoroughly cleaned and dried before they are
stored and placed in cases.

¢ Implants, implant parts and instruments that can no longer be used may be retured to the
manufacturer for proper disposal free of charge. (Nor applicable for the USA)

PATIENT COUNSELING INFCRVATICN

Complications and/or failure of temporary internal fixation devices are more likely to occur in patients
with unrealistic functional expectations, heavy patients, physically active patients and/orwith patients
who fail to follow through with the reguired rehabilitation program. Physical activity can result in
loosening, wear and/or fracture of the implant The prospective implant patient must be counseled
about the capabilities of the implant and the impact it will have on his or her lifestyle. The patient must
be instructed about all postoperative restrictions, particularly those related to occupational and sports
activities and about the possibility that the implant or its components may wear out, fail or need to
be replaced. The implant may not last the rest of the patient's life, or any particular length of time.
Because temporary internal fixation devices are not as strong, reliable, or durable as natural, healthy
tissuesfhones, all such devices may need to be replaced at some point.

All names, trademarks, service marks andlogos referred to within this package insert are the property
of Zimmer, Inc. and/or their respective subsidiaries.

Inot sterlle ! Symbol for «Contents packed without sterilization»
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DANISH

DANSK

CE-maeiket ei kun gyldigt, hvis del ogsa er trykt pé selve produkimfikatel. /\1
NCB* Polyaksialt Lasepladesystem m
\iotip infanation itbrarsarficekaiug o

For anvendeKe af el produkt markedsfort af Zimmer skal den opeierende Isge omhyggeli g
gennemga felgende anbefalinger, advarsler og instiuktioner samt den lilgacngelige pioduktspecihk *
information (f.eks. piodukllitteiatui, skriftlige kirurgianvisningei). Zimmer kan ikke geres ansvar »-
for komplikationei, der opstar pi grund af ikke-indiceiet anvendelse af anordningen, den anvenc W

kirurgiske leknik ellei bed Ise, pioduktvaig og lignende forhold, der ligger uden for Zimmr
kontrol. £
BESKRIVELSE

HCS Polyaksialt Lasepladesystem er en pladelisning til behandling af komplicerede frakturer i dis S
femur, proksimal humerus og proksimal tibia. Ln eksira tubeiculum minusplade kan anvend *
som forlaenger og samies med humeruspladen med cerclagetrid til fiksenng af AP tubérculo g
minusfrakturei. A
AfR-huller muligger placering (30°) af poiyaksiale skruer med efleifelgende lis af skrueme. Ind cd
skiueine Uses, kan de fungere som franske skruer og biuges til al reddcete fiakturen. I list tilstai 3
kan pladeine fungere som intern fiksenng uden kontakt meliem plade og knogleoveiflade, hvilk
reducerei risikoen for svaekket blodcirkulation - iperiosteum. §

Femur, humerus-  ogtibiaplader, poroseskruer, kanyierede skruer og llseskruer sai
blindskiueindsatsei og afslandsstykke er lavet af titaniumlegering /rolffiur-64 (TI6AI4V-IS0 583 g
3/ASTM f 136). Tuberculum minuspladen er lavet af rent titanium Protasul]! (1SO 5832-2/ASTM F6. W
cortikalskiuer af titaniumlegering ftorast/i-00 (fi6Al/Nb 1S0 S832-11/ASIM F1295) og cerclagetr p
af 316L rusifiil Stilfrolosu/-S (150 5832-1/ASM F138-F139).

INDIKATIONER n
HCS Poiyaxiait Lisepladesysiem er beregnet til midlertidig indvendig fiksenng og stabiliseiing ai
frakturer og osteotomier i lange knogler.



KONTRAINDIKATIONER

Alle ledsagende sygdomme, som kan haemme implantatets fiksering ogleller indgrebets
SUceds,

Mangel pa knoglesubstans eller dérlig knoglekvalitet, hvilket vil gare en stabil anbrmgelse af
implanlatet umuligt.

Akune eilet kroniske, lokale eilet systemiske infektionec

Alletgisk reaktion over lot del implanterede maletiale.

Alvotiige muskel-, netve- eller vaskulaete sygdomme, som et til fate fot de tnvolverede
eksttemitetei.

AD\/AI%LERA
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Ma ikke genbtuges. Oenne anotdnittg et kun betegnet til engangsbtug fot én patient, (lenbmg
kan have negativ tndvitkning pa anordningens ydeevne.

Genbtug af en engangsanotdning, som bar vaetet i kontakt med blod, knogle, vaev eilet andte
legemsvisket, kan resultece t patient- eilet btugetskade. Mulige tisicl, fotbundet med btug
af en engangsanotdning, inkludetet, men et ikke begtaenset til mekanisk svigt og ovetfating
afsmittefatligestoffec

tn komponent mé ikke anvendes, hvis den et beskadiget eller blevet beskadiget under samling
eilet indsaetning,

Implanlatet og implantatdele m& kun kombinetes med komponentet, det tilhoter samme
system. Det tages ikke ansvai for ptoduklet fta ttedjepatt, det anvendes af kibeten eilet
btugeten,

Anvend kun instrumenter, det et specifikt designet til btug sammen med disse anotdninget fot
at sikte nejagtig implantation,

Implantatets  belastningskapacitet kan blive komptomittetet af hakket, sktammet
eilet slag.

Affl-plademe ma ikke bi)es.

Ukottekt vaig, anbtingelse, placeting eilet fiksenng af implantatkomponenterne kan
tesultete i usaedvanlige belastningsfothold, hvilket kan nedsitte implantatemes
levetid.

Integriteten af skruens/ AG-placktis konstruktion bevares \ed at to eilet flete
skeuer anfaringes i hvert veegtbeerence fralkturfragrent. Hiis fralturener i cen

distele eller proksinale potase o af knoglen, anbefales okt at anvenck alle
sk,

Anvend ikke ptoduktet til andet end de angivne indikationei (ikke godkendt btug).

FORHOIDSREGIER n

Vedvatende observation fot nye eilet tilbagevendende infektionskildet skal fottsat udfates,
laengeptotesenetanbtagt,

Disse implantatet er fremstillet til midlettidig btug og fietnes notmalt, nar knoglen k *
genoptage sin normale funktion Oen ledende laege hat ansvaret for at ttaeffe beslulnii ®
om ljetnelse af implantateme. Risikoen fot komplikationet, sasom sekundzeie Infektion
allergie!, matetialetteelhed (btudi, Implantatfejl og/ellet fottinget blodomiab ages, jo laengt p
implantatet et implantetet, i tilfeelde af foisinket heling af knoglen, hvis knoglen ikke helet, $2

mete patienten vejet, ogjo mete aktiv patienten et ilj
Impléntateme ma ikke beatbejdes eilet sndtes pa nogen méade, medmindte dette fleme [
klatt af désignat og den kitutgiske teknik. bC

Dette Implantat et ikke bleveivuidetet med hensyntil sikkethed og kompatibilitet IMR-mllja *

KOVPLIKATIONER
falgende komplikatloner et blevet tappottetet: 9

Ttaethedshtud

Implantatet fotskubbet eilet lasnet sig
Dybe sétinfektionet

Vaskulaete komplikatloner
Pseudoarthtose

Subkiinisk netveskade

Korrosion af metalimplantatet

Sl

Inllammatotiske teaktionet og osteolyse
Knoglebrud

Metalovetfalsomhed

Avaskuleet nektose

@ om: ACPO

STERILISERING

Disse enhedet levetes enten sterile eilet ustetile.
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STERILISATIE

Dezt hulpmiddelen worden al dan riet slenel geleverd,

Het symbool ‘Sterile-R" op de etiketten duidt aan dat bet implantaat door middel van
gammasttaling is gesteriliseerd. Deze Implantaten blijven steriel zolang de vetpakking
ongeschonden is

Inspecleer ledere vetpakking voor gebmik en gebtulk de component niet als een sluiting of tray
beschadigd of gebtoken is of als de uiterste gebruiksdatum overschreden is.

Na opening moet de component worden gebruikt, weggeworpen of opnieuw worden
gesteriliseerd.

Als de vetpakking beschadigd is of als de uiterste steiiliteitsdatum bereikt is, moeten de
Implantaten naar de fabrikant worden lernggezonden. (Niet van toepassing voor de VS)

STERILISATIEINSTRUCTIES

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

Deze sterilisatie-instructies voldoen aan de normen en iichtlijnen van ANSIMAMI/ISO. Deze
aanwilzingen moeten worden toegepast bij artikelen die nie! steriel zijn geleverd, bij het
hergebruik van herbmikbare hulpmiddelen en bij steriele artikelen waarvan de vetpakking is
geopend maat die niet zijn gebtuik
- Zie Zimmer boekje 97-5000-170-00 (vetkrijghaar bij uw verdelet of via zimmetcom) voor
gedetailleerde iichtfijnen.
Hergebruik geen Instrumenten of hulpmiddelen waarvan het etiket vermeldt dat ze
voor eenmalig gebruik zijn bestemd. Wanneer een hulpmiddel voor eenmalig gebiuik
wotdt hergebtuiirt nadat het in aanraking is geweest met bloed, bot, weefsel of andere
lichaamsvloeistoffen dan bloed, kan letsel van de patient of van de gebruikei daatvan het
gevolg zijn. Riskii's die gepaard gaan met hergebruik van een hulpmiddel voot eenmalig
gebruik ziin ondei meet mechanisch falen van het implantaat en overdracht van infectieuze
stoffen.
Alle metalen implantaten zonder articulerend oppetviak mdgen meetdete keten opnieuw
worden gesteriliseerd. Op deze regel vormen de onderstaandc omstandigheden een
uitzondering.
HFRSIERII ISFfR D VQLGENDY ARTIKELEN NIET:
- Componenten voor eenmalig gebiuik die zijn verontreinigd met lichaamsvloeistoffen of
weefselresten of die eerder geimplanteerd zijn geweest
- Componenten waarvan de op de vetpakking afgedrukte uiterste gebtuiksdatum is
verstreken.

Zwaariekrachi-pro*

- Componenten die UHMWPE (polyethyleen met ultiahoog molecuulgewicht) of HDPE
(polyethyleen met hoge dichtheid) bevatten.

Gebruik de oorspronkelijke plastic containers of deksels niet voor hetsterilisatie. Enkelvoudi
hulpmiddelen dienen te worden verpakt in een sterilisatiezak of -doek van medisc *
kwaliteit die voldoet aan de aanbevolen specificaties voot stoomsterilisatie weergegeven
de onderstaande tabel. Neem een zak of wikkel die groot genoeg is om de hulpmiddelen uri
omvatten zonder dat de sluitingen onder druk staan en zonder dat de zak of de wikkel scheu *
Samengestelde hulpmiddelen kunnen in univeisele of op maat gemaakte trays word g
geplaatst. Gebruik een sterilisatiezak of -doek van modische kwaliteit (dubbel S
wikkelingmethode-ANSI/AAMI ST79). De sterilisatie moet onmiddelljk voor gebruik word g
uitgevoerd. I
Voorwerpen vervaardigd van titanium en tilaanlegering kunnen oxidatielagen vertont
veioorzaakt door testen chemicalien of reinlgingsmiddelen die bij stoomsterilisatie z w
gebruikt. Deze oxiden vormen weliswaar geen bedreiging voor de steriliteit, maar zij kiinn o

etsen en Stempels uitwissen
o3

Aarbavolen specificaties voor steriliseren of opnieuwvsteriliseren
Volg de instructies van de sterilisatotfabtlkant met betrekking tot laadconfiguraties en de selectie v *
sterilisatieparameters. De droogtijden varieren afhankelifk van de gtootte van de lading en moeten

grotete lariingen worden verlengd. §
Enkelvoudig, alle metalen Implantaten
Stoomsterilisatie m
Type Minimum tempeiatuui Mm|mﬁ1g2usl}$nl|sa- Minimumdroogtijd

cedfe 1Zn (250' 30 minuten %
Zwaartekracht-pro- o (970 :
cedfe 132°C(270°F) 15 minuten
Vi< voorvacutim/pulse- “ " ; 5
rend vacuum! 134'C(273'E) 3 minuten
Voorvacutim/pulserend 132°C70°F) 4 minuten o)
vacuum J

Deze cyclus wordt in de Verenigde Staten niet toegepast
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FRENCH
FRANCAIS

Lamarque CEn'est valide pue si elle figure également sur I'étiquette du produit.
Systeme de Plaque a Verrouillage Polyaxial NCB"

Informations importantes & Htention du chirurgien chargé de Hnternvention

Avant d'utiliser un produit tommercialisé par Zimmer, le chirurgien doit consulter attentivement les
recommandations, instructions et avertissements suivants, ainsi que les informations disponibles
spécifiques au produit (par exemple documentation produit, lechnique opératoire) Zimmer décime
toute responsabilité conternani les complications résultant d'une utilisation du dispositif contraire aux
indications, a la technique opératoire ou d'une erreur de jugement, d'un choix de produit et de tout
autre facteur non maitrisé par Zimmer,

DESCRIPTION

Le Systeme de Plaque a Vetiouillage Polyaxial HNe est une plaque petmettant de ttaitet les hactuics
complexes du fémut distal, de I'bumétus proximal et du tibia ptoximal. Une plaque d'extension
supplémentaire pour trochin peut étte assemblée a la plaque humérale a I'aide de la technique de
cetclage par fil pout la fixation des fractutes du trochin AP

Les orifices HE permettent la mise en place de vis polyaxiales (30°) avec vetrouillage ultérieur des
IS Avant le vetiouillage, les vis peuvent faire office de tire-fond et étre utilisées pour la réduction
de la fracture. En mode verrouillé, les plaques font office de fixateurs internes sans contact entre la
plague et la surface osseuse, réduisant ainsi le risque dinsuffisance de llrrigation sanguine périostique.

Les plaques fémorales, tibiales et humérales, vis & os spongieux, canulées et de blocage, inserts et
rondelles de vis aveugles sont fabriquées en titane I'alliage P m m iir-fA (1 B\WV-ISO 5832-3/ASTM
F136), La plague du trochin st en titane purePratosuMi (1SO 5832-Z/ASTM F62), les vis corticales en
titane l'alliage Prom ul-W (JifiAIZNb 1S0 5832-11/ASTM F1295) et le cerclage en acier inoxydable
316LPiolmI-S (IS0 5832-1/ASIM F138-F139),

INDICATIONS
Le Systeme de Plaque aVerrouillage Polyaxial O T est indiqué pour la fixation intermne temporaire et la
stabilisation des fractures, ainsi que pour les ostéotomies des os longs.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

CONTREINDICATIONS

Toute maladie concomitante pouvant altérer la fixation de I'implantation et/ou la réussite de
lintervention, r;
Absence de matiére osseuse ou mauvaise qualité osseuse rendant limplantation stable 1

dispositif impossible,

Infections aigues ou chroniques, locales ou systémiques, r
Allergie au matériau implanté,

Lésions musculaires, neurologiques ou vasculaires graves, mettant en danget les membi g
concernés, cg

AVERTISSHVENTS n

Ne pas réutiliser. Ce dispositif est prévu uniquement pour une utilisation sur un seul patient, j/j
réutilisation du dispositif peut nuire & ses performances

la réutilisation de dispositifs a usage unique entrés en contact avec du sang, de l'os, d DC
tissus ou tout autre fluide corporel peut avoir des répercussions physiques sur le patient 2
I'utilisateur. Les risques potentiels associés a la réutilisation d'un dispositif a usage uniq g
incluent, sans y étre limités, un mauvais fonctionnement mécanique et la transmissf xn
d'agents infectieux T
Ne pas utiliser de composant présentant un endommagement observé ou généré avant §
lors de Iimplantation

Les implants et les parties dimplants ne doivent étre combinés quavec des composai g
appartenant au méme systeme. Toute responsabilité est déclinée pour les produits émanant 3
tiers, implantés par 'acquéreur par 'utilisateur, !
Utiliser uniquement les instruments spécialement congus pour étre utilisés avec ces disposit S
afin de garantir la précision de limplantation chirurgicale, v
La capacité de charge de (Implant peut étre compromise en cas d'entailles, de rayures >
de coups, A
Ne pas plier les plagues Ne8 ]
Un choix, une mise en place, une orientation et une fixation inappropriés des composants 5
Iimplant peuvent engendrerdes conditions de contraintes inhabituelles, téduisant ainsi m
durée de vie des implants. A
Aince garantir Htggrté ok l'enserrble vis/ placue e s, deux ou plusieurs Vis
chivert étre placées dans cheope partion dinplant en regard dunfragrent e

3
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+ Des séries de dispositifs peuvent étre chargés dans des plateau* généraux ou dédiés. Utiliser
une pochette ou un emballage de stérilisation de gualité médicale (méthode du double
emballage-ANSI/AAMI SI79). La stérilisation doit étre effectuée immeédiatement avant
utiisation.

¢ les éléments en titane et alliage de titane peuvent former des pellicules d'oxyde au contact
des produits chimigues de traitement du générateur de vapeur ou de résidus de détergents.
Bien que ces oxydes soient biocompalibles, ils peuvent altérer les gravures et les estampilles

Qonditions de stérilisation/restéilisotion recommrancées

Tenir compte des instructions fournies par le fabricant du stérilisateur concernant les modalités
de chargement et les paramétres de stérilisation. Les temps de séchage dépendent de la taille du
chargement et doivent étre augmentés en tas de chargement important

Implants individuels entierement métalliques

. - Temps d'exposition Temps de séchage
Tye Température minimale minimal minimal
Déplacemem de gravité 12rC (250T) 30 minutes
Déplacement de gravité 132'C (270T) 15 minutes
e primaire / vi 15 minutes
Vide primaire / vide " " )
DUlsé IUKI 134°C(273'f) 3minutes
Vide primaire/vide " " .
pusé 132'C(270") 4 minutes

Cecycle n'est pas applicable aux Etats-Unis,

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Implants entierement métalliques présentés dans des bacs ou plateaux de stérilisation

»n

. - Temps dexposition Temps de séchage ¢y
Type Température minimale minimal minimal 3
Vide primaire/vide o " ’ ' l]I
puisé (LK) 134°C (273'F 3 minutes 'd-
Vide primarehvide 135 ¢ (7 4 minutes 30 minutes
pulsé
Vide primaire/vide " . [e)
pulsén 134C (273'F) 18 minutes o
Ce cycle nest pas applicable aux Etats-Unis. r
' Ce cycle ne doit pas étre utilisé pour inactivation des prions. ]

Pour toute question, veuillez contacter Zimmer au numéro suivant: Pour les Etats-Unis, appeler J
1-80C-148-2759. Pour les appels hors des Etats-Unis, composer le code d'accés international loi cg

+1-574-267-6131, 0
STOOKACGE ET MANIPLLATION n
¢ Les implants qui ont été fournis stériles doivent étre conservés scellés dans leur emballa g
dorigine. ,

+  Les capuchons protecteurs et autres dispositifs de protection ne doivent étre retirés qi/ en
moment de ['utilisation de mplant. 3

¢ Les implants assemblés et les éléments dimplants doivent étre soigneusement nettoyés
séchés avant d'étre placés dans des hoites de rangement. g

¢ Lesimplants, les éléments d'implants et les instruments ne pouvant plus étre utilisés peuve
étre renvoyés au fabricant pour étre éliminés de facon appropriée el gratuite, (Ne s'appliq Q-
pas aux Etats-Unis.) A

GONBHILS AUPATIENT n
La probabilité de complications et/ou de défaillance des dispositifs de fixation interne temporaire t Gii
plus élevée chez les patients dont les attentes fonctionnelles ne sont pas réalistes, chez les patier *
présentant une surcharge pondérale, chez les patients physiquement actifs et/ou chez les patients ¢o
suivant pas le programme de rééducation requis. Une activité physique peut entrainer le descellement,
Iusure et/ou la rupture de Iimplant. Il convient de sensibiliser un patient susceptible de recevoir un

\%
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I dispositivi sono disponibili stetili o non-slenli

n  Lircadiazione gamma viene indicala dal simbole “Stecile-R" apposto suH'etichetta. Quesli
dispositivi rimangono stenli purché lmballaggio rimanga integro e non venga manomesso.

+  Ispezionate ogni imballaggio primo delliiso e non utilizzaie se il sigillo o la confezione
appaiono danneggiali o rotti o nel caso in cui sia stata supérala la data di scadenza.

+ Unavolta apeno, il componente deve essete utilizzalo, geltato o risteriizzato,

n S limballaggio appare danneggiato o se € stata supérala la data di scadenza, restituiré al
produtlore, (Non applicabile negli Stati Uniti.)

ISTRUACON PER LASTERILIZZAZIONE
¢ Le presentf istruzioni per la risterilizzazione sono conform! agli standard e alie linee guida ANSI/
AAMINISO. Devono essere applicate per strumenti forniti non sterili, per la rigenerazione del
dispositivi riutilizzabili o per strumenti sterili che sono slab aperti, ma non utilizati
- Consultare la brochure Zimmer 97-5000-170-00 (disponibile presse il proprio distributore
0 suwww.zimmer.com) per le linee guida dettagliale.
¢+ Non riutiizzare strumenti o dispositivi contrassegnati esclusivamente tome monouso.
riutilizzo di un dispositivo monopaziente entrato in contatto con sangue, 0sso, tessuto o altri
liquid! fisiologici pué produrre lesion! al paziente o alloperatore. Gli eventual risebi associat!
al riutilizzo di un dispositivo monopazienic ineludono, ma non si limilano a, Insuccesso
meccanico e trasmissione di agent! infettivi.
+ Gl impianti in métallo intégrale che non presentano superfici di articolazione possono essere
risterilizzati pi6 volte. Questo principio & soggetto alie etcezioni di seguito elencate.
* NONRISIERILIZZARE:
- component! monouso che sono stati contaminan da liquid! organici o fiammenti o che
sono stati precedentemente impiantati.
- Componenti la cui data di scadenza indicata sulla confezione € stata superata.
- Componenti contenenti UHMWPE o HOPE.
Per la risterilizzazione non usare le confezioni o i vassoi in pléstica originall | singoli dispositivi
devono essere confezionati in una busta o in un involucro idoneo che rispetti le specifiche
raccomandate per la sterilizzazione a vapore riportate nella tabella qui di sequilo. Assicurarsi
che la busca o nvolucro sia sufficientemenle ampialo da conteneré il dispositivo, in modo da
evitare tensione sui sigilli o lacerazioni della busta o dellinvolucro.

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

n | seldi sliumenti possono essere caricati su vassoi universal! o specifici. Usare una busta o un
involucro per sterilizzazione di grado medicale (método a doppio involucro-ANSI/AAMI ST79).
La sterilizzazione deve essere eseguita immediatamente prima delLuso, r

n | componenti prodotti in titanio o leghe di titanio possono formare strati di ossido prodo *
da sostanze chimiche o residui di detergente per il trattamento della caldaia a vapore. Que

ossidi, pur essendo hiocompatibili, possono rimuovere incisién! e stampigliature. n
Specifiche raccomancite per lasterilizzaziore/ risterilizzazione ?

Rispeltare e istruzioni del peoduttore dello sterilizzatore in mérito ai modell di carico e alia selezio *
dei parametri di sterilizzazione | tempi di asciugalura variano secondo la configurazione di carlee *
vanno aumentati proporzionalmente al tarico. &)
tmpianti in metallo intégrale sinqoii

Stefilizzazione a vapore
Tempo minirrro di espo-  Tempo minimo di asciu

Tipo Temperatura minima sizione qalua o
Pergravita 121°C (250°F] 30 minut ?n
Per gravita 132°C (270T) 15 minuti o
ISminuti
U< Prevuoto/Vuoto " _— a
Dusante 13« (273°F) 3minuti 8)
Prevuoto/Vuoto pul- o " -
oo 132°C (270°F) 4minuti

L'utilizzo di questo ciclo non & consentilo negli Stati Uniti.

8 an:gdP
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PORTUGUESE INDICAQES

. 0 Sistema de Placa de Fixagdo Poliaxial HCB esta indicado para fixagéo interna temporaria e
PORTUGUES establlizagdo de fracturas e osteotomias de 0ssos longos.
Amarca CEso é valida se lambém se enconuaf impressa no rétulo do produto. CO\ITRA-IN] CACES A
Todas as doengas concomitantes que possam comptometer a fixagdo do implante efou ¢5

slicesso da intervengao.
¢ Falta de substéncia ssea ou fraca qualidadeossea, o queimpossibilita umencaixe estés *

Sistema de Placa de Fixafao Poliaxial

Informe’éo importante para o cirurgiado do Implante. 0
Antes de utilizar um produto colocado no mercado pela Zimmer, o Cirurgido deve estudar ' |nfecgoes locdis ou sistemicas Bgukias ou cririczs.

cuidadosamente as tecomendaiSes, avisos e instruyes seguintes, assim como ainformado especifica * Mlergia a0 material implantado. 0
existente sobre 0 produto (por ex,, a literatura do produto, técnica cirtirgica escrita), A Zimmet nao se * Doengas musculares, neurologicas ouvascularesgraves  quecoloquem  emrisco  $2
responsabiiza por complicapoes que advenham do uso do dispositivo tota das indicapdes fomecidas extremidades envolvidas, ¢
sobre utiliza(6es, técnica cirlrgica ou parecer, selecto de produtos ou assuntos semelhantes que estéo A

tora do controlo da Zimmer, A

<0

reutiizagdo podera afectar adversamente o desempenho do dispositivo

A reutiizagéo de um dispositivo de utilizago Unica que tenha entrado em contacto cc
sangue, osso, tecido ou outros fluidos corpotais pode conduzir a lesdo do doente ou 10
utilizador. Os riscos possiveis associados 4 reutilizagéo de um dispositivo de utilizagdo tni Q
incluem, entre outros, falha mecénica e transmisséo de agentes infecciosos,

Nao utilizar qualquer componente que esteja danificado ou que fique danificado durante in
preparagéo ou insergéo. r

Os implantes e as pegas de implante s6 podem ser combinados com componentes q O j
pertengam a0 mesmo sistema N&o se aceitara quaisquet responsabilidades para produtos °

0 Sistema de Placa de fixapéo Poliaxial NQ é uma solujéo de placa para o tratamento de fracturas
complexas do fémur distal, limero proximal e tibia proximal. Pode montar-se uma extenso adicional
na placa umeral no traquino com a técnica do fio de cerclagem para fixapo de fracturas Antro-
Posteriores do traquino,

Os orificios A/fS permitem a colocaijdo de um parafuso poliaxial (30°) com a subsequence fixagdo do
parafusQ. Antes de serem fixados, os paratas podem funcionar como parafusos de compressdo e
ser utilizados para redupdo da fractura. No modo fixo, as placas funcionara como fixadoi interno sem
contacto entre a placa e a superficie do osso reduzindo o risco de insuficiencia do aporte sanguineo

periosteal. ‘ . o tetceiros utiizados pelo comprador ou utiizador.

As placas femorais, umerais e tbidis, paratas para 0sso trabecular canulados e de fixagdo, insergées e Utiizar apenas insirumentos especificamente concebidos para utiizagéo com estes disposiivi O
espagadores pata patatas cegos sao fabricados era liga de titanio ftotosu/’ -fiA (TIBAI4V-ISO 5832- para ajudar a assegutat uma implantagéo ciidrgica exactas.

3IASTM F136). A placa do tubérculo menor é fabricada era titanio puto f'rafnsu/-Ti (IS0 5832-2/ASTM A capacidade de carga do implante pode ficar comprometida por fissuras, riscos ou colisées. E
F67), 0s parafusos corticais em liga de titanio Pmiasul-W (FIGAI7Nb IS05832-11/ASTM F1295) e o Néo dobrar as placas AS.

fio de cerclagem em ago inoxidavel 3161 ProWiul-$ (150 5832-1/ASFM f 138-F139). A seleogéo, colocagdo, posicionamento e fixago inadequados dos componentes do impiar >,

podem resultar em condigdes de tenséo fora do comum, reduzindo avida dtil dos |mp\antesA

Paramantera Integricededo digpsitivo cb parafusa/ placaic s, sao necessarics

chls aunals perafusos que davemser colocacks dentro ck cadha fragrento ce
5
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+ Paraconjuntos de dispositivos podem ser utilizados tabuleiros gérais ou dedicados. Utilize uma
bolsa ou involucro de esterilizado de grau médico (método do involucro duplo-ANSI/AAMI
ST79). A esterilizado deve ser efectuada imediatamente antes de usar.

+ Nos itens em titanio e ligas de titanio podem formar-se camadas de oxidacao por accao das
substancias quimicas de iratamento a vapor queme ou dos residuos de detergente. Embota
estes 6xidos sejam biocompattveis, podem obliterar gravares ou inscribes.

Especificares recomendadss paraa esteriliza(@o/reesterilizaro

Compra as instru(5es do fabricante do esterilizador relativamente a padroes de carregamento e
seleccéo dos pardmeiros de esterilizado. Os tempos de secagem variam de acordé com o tamanho da
carga e devem ser aumentados para cargas de maiores dimensoes.

Implantes simples totalmente metdlicos

. Tempominimo deex-  Tempo minimo de
Tipo Temperatura minima posliio secagem
Deslocagéo de gravidade 121°C(250") 30 minutos
Deslocagao de gravidade 132°C(270T| 15 minutos
Pré-vé(o UkVicuo 5 minuios
pulsl 134C (273°FL 3 minutos
Pré-vécuoVacuo 132°C (270°F 4 minutos

pulsatl

Este ciclo nao se destina a utilizado nos Estados Unidos.
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Implantes totalmente metélicos em estojos e tabuleiros de esterilizacdo

Tempo minimo de ex-  Tempo minimo de

Tipo Temperatura minima posigho secagem
Prévacuo UKNBGWO 430019736, 3 minutos
pulsétif
Pré-vécuolVacuo °COT0" i i
proi 132°CR10'R) 4 minutos 30 minutos ﬁ\]
Pré-vacuolVacuo 134C(273'P 18 minutos
pulséti*

Este ciclo nao se destina a utilizado nos Estados Unidos.
" Este ciclo nao estd indicado para inactivado de prions

Setiver outras questées, contacte a Zimmer através do seguinte nimero: Nos EUA ligue |- § )-34 ﬂ
2759 Para chamadas tora dos EUA, use o indicativo internacional local +1-574-267-6131

ARVAZENAVENTCEVANLEEAVENTO

¢ Os implantes que sao fornecidos esterilizados devem ser armazenados fechados na s g
embalagem original. Q

¢+ As lampas protectoras ou outros dispositivos de protecdo s6 devem set removi6 *
imediatamente antes da respectiva utilizado. m

¢ Os implantes montados e as peds dos implantes devem set minuciosamente limpos e sec *
antes de serem armazenados e colocados em estojos. 0

¢ Osimplantes, pegas de implantes e instrumentos que nao possam continuar a ser utilizad! °
podem ser devolvidos ao fabricante para urna eliminado adequada, sem quaisquer encargi ¢,
(Nao aplicavel nos EUA,)

INFORVIAQUES CE ACONEEL HAVENITO DO DCENTE n
Existe uma maior ptobabilidade de ocotténcia de complicagdes elou taha dos fixadores intetn §
temporarios em pacientes com expectativas funcionais pouco realistas, pacientes obesos, pacieni { i
fisicamente activos efou pacientes que nao cumpram o programa de reabilitado necessério. *
actividade fisica pode causar lassidéo, desgaste efou fractura do implante. Os pacientes candidatos
a implantes devem ser informados sobre as potencialidades do implante e o impacto que

%
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INDICAOONES = Paraenterer laintegriced e la.corstrucdién tomillo/ placacs, se recuiere

B Sistema de Placas de Blogueo Poliaxial HCS et indicado para fijaciones internas temporales y para Qe se cologuen dos o s tamillos en cadha fragrrento ok fractura gue soporte
|a estabilizacion de fracturas y osteotomias de huesos largos. uacarg. aﬂ%mmoe ’fgiars eP la r(-:g:]ﬁn esponjosa distal o proxirrel o hues i
Se reoari [i:¢] s tomillos. n
CGCNTRAINDICAOCNES ) ) L ) + No utilice este producto para un uso distinto al de las indicaciones especificadas (uso fuera
J Toda enfermedad cppcomname que pueda poner en peligro la fijacion del implante y/o el las indicaciones especificadas), «
éxito de la intervencion.
+ Falta de sustancia Gsea o calidad dsea deficiente que hacen imposible el asiento estable del PRECAUCIONES n
implante. ¢ Sedebe realizar un seguimiento continuado de las fuentes nuevas o recurrentes de infeccii o
+ Infecciones agudas o crénicas, locales o sistémicas. mientras el dispositivo esté implantado.
¢ Alergia al material implantado. +  Estos implantes estén disefiados para un uso temporal y sequitan generalmente una vez que O
¢ Enfermedades musculares, nerviosas o vasculares graves que ponen en peligro las hueso pueda volver a su funcion normal. B médico al cargo es el responsable de la decision $2
extremidades afectadas. guitar los implantes H riesgo de efectos secundarios, como infecciones secundarias, alergi, *
fatiga del material (roturas), fallos en el implante y/o circulacion sanguinea deteriorac
ADVERTENDIAS A aumentan con el tiempo del implante, union retardada, desprendimiento, peso del pacier i

y nivel de actividad.
¢ Losimplantes no deb
en el caso de que el disefio y la técnica quirdrgica asf lo requieran.
n No se ha evaluado la segundad ni la compatibilidad de este implante en el entorno RM. No L}

No reutilice nunca un implante. Este dispositivo sélo se debe utilizar en un Gnico paciente. La
reutilizacion puede afectar al rendimiento del dispositivo.
La reutilizacion de un dispositivo de uso (nico que ha entrado en contacto con la sangre, los

huesgs, los tejidos u otros Ii‘quidos corporales puedekprov'o,car Iesiongs a Ig§ pacientes,o‘a los ha evaluado el alentamiento ni la migracion de este implante en el entomo RM, g
usuarios. Entre los posibles riesgos asociados a la reutilizacion de un dispositivo de uso Gnico se

incluyen posibles fallos mecanicos y la transmision de agentes patégenos. BFECTCE SEOUNDARICE

No se puede utilizar ninglin componente que esté dafiado o que se dafie durante el proceso Se ha informado de los siguientes efectos secundarios: ﬁ'l
de configuracion o insercion. Desplazamiento y aflojamiento del implante

Los implantes y las piezas de éstos sélo se deben combinar con componentes del mismo Infecciones de la herida profunda

sistema. No se acepta ninguna responsabilidad sobre los productos de terceros que utilicen Complicaciones vasculares

el comprador o el usuario. Pseudoartrosis

Slo se deben utilizar instrumentos disefiados especificamente para el uso con estos Oafio del nervio subclinico 8
dispositivos, a fin de garantizar una implantacion quirdrgica precisa. Corrosién de implantes de metal (I)
La capacidad de soporte de peso del implante se puede ver comprometida si se produce algiin Desgaste EJ
corte, araffazo o golpe. fractura por fatiga

No doblar las placas NCS. Reacciones inflamatorias y osteolisis

S los componentes del implante se seleccionan, colocan, posicionan o fijan incorrectamente, Fracturas 6seas ©
se pueden producir condiciones de tension anormales que reducen la vida (til de los implantes Sensibilidad a los metales

protésicos. Necrosis avascular
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ESTERLIZAOON

Estos dispositivos se suministran estériles o sin esteribar.

La irradiacion gamma se indica mediante el simbolo "Steille-R" de la efiqueta. Estos
dispositivos permanecen estériles mientras se preserve la integridad del paquete.

Inspeccionar cada envase antes de su uso y no utilizar el componente si algin precinto o
cavidad estdn dafiados o rasgados, o si ya ha pasado la Lecha de caducidad

Una vez abierto, el componente debe usarse, desecharse o leeslerilizarse.

Los implantes tuyo envase de proteccion esté dafiado o cuya fecha de esterilizacion haya
vencido deberén devolverse al fabricante. (No aplicable para EEUU.)

INSTRUOCIONES DE ESTERILIZACION

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Estas instrucciones de reesterilizacién cumplen las normas y directrices ANSI/AAMINSO Se
deben aplicar para los componentes que se suministran no estériles, pata reacondicionat
los dispositivos reutilizables o para componentes estériles que se han abierto pero no se han
utilizarlo.

- Verel folleto de Zimmer 97-5000-170-00 (disponible en el distribuidor de Zimmer o en

zimmer.com) para instrucciones detalladas.

No leutilice instrumentos o dispositivos identificados como de uso Gnico. La reutibacion de un
dispositivo de uso Gnico que ha entrado en contacto con la sangre, los huesos, los tejidos u otros
liquidos corporales puede provocar lesiones a los pacientes o @ los usuarios. Entre los posibles
riesgos asociados a la reutilizacion de un dispositivo de uso Gnico se incluyen posibles fallos
mecanicos y la transmision de agentes patdgenos.
Los implantes metélicos sin superficie articular se pueden reesterilizar varias veces. Se aplican
las excepciones que se indican a continuacion,
NORFFSTFRIIirF:

- Componentes de un solo uso contaminados ton fluidos corporales o residuos ni que se

hayan implantado previamente

- Los componentes con fecha de caducidad vencida del embalaje.

- Los componentes que contengan UHMWPE o HDPE
No utilice los contenedores ni las lapas de pléstico originales para la reesleiilizacion. Los
dispositivos se deben embalar individualmente en una bolsa o envoltura de esterilizacion de
calidad médica que cumpla las especificaciones recomendadas para la esterilizacion por vapor
indicadas en la tabla siguiente. Aseglrese de que la bolsa o envoltura sea lo suficientemente
grande para contener los dispositivos sin presionar los sellos ni rasgar la balsa o la envoltura.

¢ Losjuegos de dispositivos se pueden cargar en bandejas universales o especificas. Utilice una
bolsa 0 envoltura de esterilizacién de calidad médica (método de doble envollura-ANSI/AAMI
SI79). La esterilizacion se debe realizar inmediatamente antes de la utilizacion. rh
+  Los componentes fabricados en titanio o en aleaciones de titanio pueden formar capas *
6xido producidas por los productos quimicos o los restos de detergente para el tratamier
de la caldera de vapor. Aunque estos éxidos sean hiocompatibles, pueden borrar grabad ‘Z
y estampados. A
Especificones ck esteiilizacidn/reesteriluecion recomendades N
Siga las instrucciones del fabricante del esterilizador relativas a las configuraciones de carga y
seleccion de los pardmetros de esterilizacion. Los tiempos de secado varian segin el tamafio de P
carga y se deben aumentar para cargas mayores. "

Implantes metalicos individuales 52
Cer&rrli7iriisn  ranr svshor ul
Tipo Temperalufa minima Tempo d,e exposicion Tiempo de secado m\’nianj
minimo 0
Desplazamiento de o " . / ih
aravedad 121°C (250'F) 30 minutos
i ) 0
Despazaitio ey (o7 15 minttos 3
RU Pgre aciolvaclo 5 mindos
vacl o .
pulél 13« (273°F) 3minutos
Prevacioivacio pulséti 132°C (270°F) 4 minutos

Este ciclo no est4 aprobado para EEUU.

8 o&vw
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Enstaka, alia metallimplantat
Angsieriisering

Typ Légsta lemperatur  Kortaste exponeringstid Minsta torktid
Tyngdforskjutning 121'C (250°R 30 minuter
Tyngdforskjutning 132" C(270'F) TBminuter
15 minuter
UKforvakuum/pulsat . " .
vakuum' 134°C(273‘P 3 minuter
Fofvakuum/ pulsat " " .
vakuum 132'C(270°F) 4 minuter

Oenna cykel far inte anvéndas i USA
Alla merailimplantat i steriliseringslador och pa steriliseringsbfickQré

TP Légstatempersur  Kortaste cxponeringstid Minsta torktid
UKforvakuum/pulsat . " .
vakuum 134°C(273'F) 3 minuter
Forvakuum/ pulsat " " ; i
v 132°C(270°P) 4minuter 30 minuter
Forvakuum/ pulsat o .
ek 134C (273F) 18 minuter

" Denna cykel 8 inte anvéndas i USA

Denna cykel far inte anvandas for inaktivering av prioner.

Om di har ytterligare fréagor kontaktar du Zimmer pé foljande nummer. Ring 1-800-348-2759 i USA,
For samtal irdn andra lander, ring +1-574-267-6131.

FORVARING QCH HANTERING
¢ Implantat som levereras sterila méste forvatas odppnade i sin otiginalfétpackning,
¢ Skyddslock eilet andra anordningar fér inte avidgsnas fortdn precis fore ansandning.
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¢+ Monterade Implantat och implantatdelar méste rengoras odi torkas ordentligt innan de
placeras i forpackningar for férvating.

¢ Implantat, implantatdelar och instrument som inte langte kan anvéndas kan returneras
tillverkaren for lamplig kostnadsfri kassering. (Gllet inte USA.) A

PATIENTINFCRVATION

Komplikationer och/eller felaktigt fungerande tempordr interna fixeringsanordningar intréfl-»
oftast hos patienter med orealistiska forvéntningar vad galler protescns funktion, tjoc”
patienter, fysiskt aktiva patienter och/eller patienter som inte Klarat att genomféra det erfordra o
tehabiliteringsprogrammet. Fysisk aktivitet kan résultera i lossning, férslitning och/eller ftaktur
implantatet. Protesens kapacitet och den inverkan som implantationen kommet att fa pé livsstil o
méste darfor diskuteras med de patienter som kan komma ifréga for implantationen. Patient
méste informeras om samtliga restriktioner som géller postoperativt, sérskilt dem som ror yrkes- o
sportutdvning, och om risken for att implantatet eilet dess komponentet kan komma att nétas i [[j
svikta eilet behtva bytas ut Det &t inte sakert att implantatet kommet att hélla livet ut eilet négi GC
viss tidslangd Eftersom ingen temporér interna fixeringsanordningar &t lika stark, tillforlitlig el *
héllbar som natutliga, friska ben/vévnadet, kan alla sadana anordningar komma att behdva bytas i g

Alla namn, vatumérken, servicemarken och logotyper som namns i denna férpackningsinformatii | 1
tillhér Zimmer, Inc. och/eller respektive dotterbolag.- 5

&

Inot sterilel Symbol for «Innehall el sterilt forpackat»
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TURKISH
TURKGE

CEijareti, sadece etikeiinin (izerinde basilt oidugu Uriinler icin gegerlidir

NCB™" Poliaksiyal Kilitli Plak Sistemi
Wglidarehighoeli bl

Uygulayia cerrah, Zimmer hrmasi tarafrndan piyasaya sunulmus oian bir urrjnu kullanmadan once
asagidaki tavsiyeleri, uyarilari ve lalimatlari ve Uriine dair eide edebildigi bilgileri (bm. triin literatirii,
yazili ameliyat teknigi) dikkatle incelemelidir Zimmer firmasi, cihazin endiken kullanimi, cerrahi
teknigi ve degerlendirilmesi dijinda kullaniimasindan, uriin sepminden ve Zimmer firmasinin konirolii
dr;mda kalan buna benzer bajka hususlardan kaynakianan komplikasyonlardan sorumiu degildir.

TANM

HE poliaksiyal kilitli plak sistemi, kompleks distal fémur, proksimal humerus ve proksimal tibia
kinklannin tedavisinde kullanilan bit plak (6zimudur AP tiiberkulum minus fraktiirlerinin fiksasyonu
icin humeral plaga setklaj teil teknigiyie ek bir tliberkulum minus plagi uzantisi da monte edilebilir.
HE m delikieri poliaksiyal vida yetlejlitme (30°) ve ardmdan vidayi kilitleme olanagi saglar. Vidalar
kilitlenmeden once lag vida gbrevi yaparak frakliit rediksiyonu saglar Plakiat kilitli durumda iken
dahili fiksatbr gorevi yapar, burada plak ile kemik yiizeyi atasinda temas olujmamasi periosteal kan
beslenme bozuklugu iiskini azalir.

femoral, humeral ve tibial plakiat, kanselldz, kaniillii ve kilitli vidalar, kdt vida insertieri ve spacerlet
litanyum alajimi Protaiur-(A'Nen (TI6AI4V-1S0 5832-3/ASTM F136) yapilmiytir luberkulum minus
plagi saf titanyum Proiosu/-Tiden (ISO 5832-2/ASTM F67), kortikal vidalar liianyum alajimi
Prorm|-WO'fkn (TiBAI7ND 1SO5832-11/ASTM F1295) ve serkiaj teli 316L paslanmaz (elik/lrormu/-
Sten (IS0 S832-/ASFM F138-F139) uretilmistir,

ENDIKASYONIAR
NE poliaksiyal kilitli plak sistemi uzun kemikierin kink ve osteotomilerinin gegci dahili fiksasyonuna
ve stahilizasyonuna endikedii.
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¢ implantin fiksasyonunu velveya girijimin bajansini olumsuz etkileyebilecek trim yandaj

hastalikiar
¢ implantin saglam oturmasina imkan vermeyen kemik maddesi eksiligiveya duyirk kert
kalitesi. Yi;
m Akut veya kronik, lokal veya sistemik enfeksiyonlar, 1A
+  implante edilen materyale karyi aleiji. A
¢ ligili uzuv icin tehiike olujturan agir miiskier, notai veyavaskiier hastalikiar. g

UYARLAR A\ o]

Tektat kullanmayin. Bu cihaz, yalnizea tek hastada kullanilmak (zere tasarlanmgtir leki $2
kullanim cihazin performansini olumsuz ydnde etkileyebilir

+ Kan, kemik, doku ya da diget viicut sivilariyla temas eden tek kullanimlik bit cihazin teki jij
kullanilmasi, hastanin ya da kullanicinin yaralanmasina neden olabilir Tek kullanimlik 10C
cihazin tekrar kullanilmasiyla ilgili olasi riskier arasinda, sadece bunlarla sinitli kalmamak uze *
mekanik ariza ve bulajici ajanlarin gegmesiriskieti bulunmakiadit

¢ Hasarli bulunan ya da kurma veya yerlestirme sirasinda hasadanan herhangi bir parg, m
kullanmayiniz.

+  Implantlar ve implant parcalari yalnizea ayni sisteme ait komponentlede birlikte kullanilmalic g
Satin alicinin veya uygulayicinin kullandigi uguncu tarallara ait bagka tirunler icin soiumlul
kabul edilmez

+ Hassas bir certahi implantasyon eide etmek icin yalnizea bu cihazlada birlikte kullanilmak tizr 3
ozel olatak tasadanmic enstrumanlar kullaniniz,

¢ implantin cenliklenmesi, ¢izilmesi veya datbe almasi yik tagima kapasitesini olums §
etkileyehilr, v

+ X8 plakiatini bikmeyiniz A

¢+ implant komponentlerinin - seciminde, yerlestirimesinde konumianditimasinda ~ *
fiksasyonunda yapilacak hatalar anormal gerilmelete yol agatak implantin kullanim sﬂres n
kisallabilir,

= Mda/ nes dak ygaismin bittnitpini korurek icinyik tayiyen herfrakt v.
fragrenma ki veyackhafeziavichtakilmesi gerekiidir, Egerkirik kemigindigh~,
\eya proksinal stingerinsi bolgesince bulunuyorsa blttn vicklarin Iqjlanrm 1
tasiye edlir. g

n



¢ 6u driinii belirtilen endlkasyonlannin dijinda (off-label =
barldndeki amaglar igin) kullanmayiniz.

ONLEMER

+  Cihaz yerinde oldugii surece yeni veya depresen enfeksiyon kaynaklarina karyi surekii gdzetim
yapilmasi gerekmektedir.

¢ Bu Implandar gefiel kullanim i(In tasadanmis olup kemik normal fonksiyonuna kavustuktan
sonra genel olarak (ikarilmaktadit Implantlarin (ikariimasiyla llglli kararin sorumiulugu
gorevli hekime aittir Seconder enfeksiyon, alecji, materyal yorulmasi Ikirilma) implant arizasi
velveya kan sirkQlasyonu bozukluklan gibi kacsi elkilerin meydana gelme risk! implantin
implantasyonundan sonra gegen zaman sliresine, kaynamanin geeikmesine veya olmamasina,
hastanin viicut agithgina ve aktivitc duzeyine orantili olarak artmaktadir.

n implantlar tasarimda ve cerrahi leknikte agikga ongoriilmis durumlar disinda jslenemez veya
herhangi bit degisiklige tab! tutilamaz.

¢ Bulmplant MR orlaminda guvenlik ve uyumiuluk agisindan d
MR ortaminda isinma ya da yerdegistirim agisindan test ediimemisllr.

KARH ETKILER
karyi etkiler bildirllmistir

implant displasmani veya gevyemesi
Derin yara enfeksiyonlari
Vaskiiler komplikasyonlar
Psddoartroz
Subkilnik sinir hasarfari
Metal implantlarda korozyon
Ayinma
Materyal yorgunlugundan kaynaklanan kiriklar
Yangili reaksiyonlar ve osteoliz
Kemik kiciklari
Metal duyarlibgi
Avaskbler nekroz

STERLIZASYON

+  Bucihazlar gerek steril olarak gerek steril olmadan piyasaya siinumustur.

belirlenmij endikasyonlar

i

ir. Buimplant
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ktiketin bzerindeki "Sterile-R" simgesi sterilizasyonun gamma lyinlariyla yapilmiy oldugunu
belirtit. Bu cihaz, ambalajin biitbnliigii bozulmadigi surece sterildlr

Her ambalajr kullanmadan once kontrol ediniz, eger herhangi bir yalitimda veya yuvada hat t
veya gedik varsa veya son kullanma tarihi gegmlyse, kullanmayinrz.

Ambalaj bir kez agildrktan sonra ya kullanilmali, ya atiimab ya da yeniden sterilize edilmelid lyf
Eger ambalaj hasarirysa ya da son kullanma tarlhine ulayilmrysa implantlarrn breticiye la rzo
edilmesi gerekmektedir. (ABO igin gegerli degildir),

STERLIZASYON TALIMATLAR o

Bu sterilizasyon talimatlari, ANSI/AAMI/ISO standartlari ve kurallariyla tutarlidir, Bunlar, ste
olmayan halde teslim edilen ogeler rgin, tekrar kullanilabilir araglarin tekrar iylenmesi iginya o

agilan ancak kullanilmayan steril ogeler igin kullanilmalidir, $2
- Ayrintili kurallar igin 97-5000-170-00 no'lu Zimmer kilapgigina (dagitrcinizdan ya *
zimmer.com'dan temin edebilirsinrz) bakin. Q]

Yalnizca tek kullanrmlik olarak iyaretienen aletleri ya dacihazlari tekrar kullanmaym. Katr
kemik, doku ya da diger vOcut sivrlanyla temas eden tek kullanrmik bir cihazin teki *
kullanilmast hastanin ya da kullanicinin yaralanmasina neden olabilir. Tex kullanimlik 1g
cihazin tekrar kullanilmasiyla llgill olasi riskier arasinda, sadece bunlarla sinirli kalmamak uze o
mekanik ariza ve bulayici ajanlarin gegmesi risklerl bulunmaktadir.

Ekiem yiizeyine sahip olmayan [Um metaljmplandar birden fazia kez sterilize edilebilir |g
durum, ayagrda belirtilen istisnalara baglidir.

DIRINLERI TEKRAR STERILIZE ETMEYIN: g

- Viicut sivilan ya da debris ile kirlenmiy ya da daha once implante edlimiy yalnizca 15

kullanimlik bilesenler,

- Ambalaj bzerindeki son kullanma tarihi gegmiy bileyenler. §

- UHMWPE veya HOPE igeren bilesenler. \
Tekrar sterilize ederken orijinal plastk girintilen ya da kapaklari kullanmaym. Tekil cihaz 5r
ayagidaki tabloda belirtilen buharli sterilizasyon igin dnerilen spesifikasyonlara uygun tibbi si
sterilizasyon torbalari ya da sargilarina paketlenmelidir. lorbanin, sizdirmazlik baglantilar
zorlamaiJan ya da paketi yirtmadan araglari alacak kadar buybk oldugundan emin olun. ~ §
Cihaz setleri, genel ya da bzel tepsilere yerlestirilebilir. Medikal sinif sterilizasyon torbasi ya  «
sarma malzemesi kullanin (gt sama yontemi-ANSI/AAMI ST79) Sterilizasyon, kullanimd
hemen once gergeklestirilmelidir



Titanyum ya da tilanyum alayimlatdan imal edilen nesneler, huhat kaaani muamele
kimyasallari ya da delerjan kalintilarindan oksi! katmanlati oluyturabilmektedit, Bii oksitler
biyouyumlu olmalatma Karjin, kakmalari ve damgalan bozabilider.

Onerilen Sterilizasyon/TekrarSterilizasyon Ko}ullan
ftkieme duzenleri ve sterilizasyon pa’ameirelenmn se(imi igin sterilizaldr iiretitisinir talimallarini
uygulayin, Kuruma siireleri yiik boyutuna gére degiyir ve hiiyiik yiikler igin arninimalidir.

Tpit Tiim Metal implantlar

T EnDiyiksatk DY MZKATR g i ruma Siresi
Yerekimi Dtsplasmanii ~ 121°C (250°F) 30 dakka
Yercekimi Oisplasmanli ~ 132'C(270T) 15 dakika
WK Onvakumlamal o 3 dakika
narhflivakiimlama Lsc(rsm) I
On vakumlama/ Darbeli 132°C|210°F) 4 dakika
Vakumlama

Bu dongu, Amerika Birleyik Devletlerinde uygulanmaz.

kierilizasvnn Kiiiiilarinda ve lepsiletinde lbm Metal Implantlar
Bjharli Sterilizasyon

T EnDiyik St =" OO NVAZKATA g i uma i
UK Onvakumlama/ 130 C2734 3 dakika
Darbeli Vakumlama @) ‘
On vakumlama/ Darbeli 132C(270°A 4 dakika 30 dakika
Vakumlama
On vakumlama/ Darbel 130'C273'F) 18 dakika
Vakumlama™

Bu dongu, Amerika Bideyik Devletlerinde uygulanmaz.
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" Budbngb, prion inaktivasyonu icin kullanilmamalidir.

Bayka sorunuz varsa liirten ayagidaki numaradan Zimmer ile géruyiniiz, ABD'de |-8( 5-348-2/59
numarali lelefonu arayin, ABD diyindan aramalar icin yerel uliislararasi enyim kodunu k
574-267-6131

SAKLANVAS VE KUUANILIVIAS

+ Steril olarak leslim edilen implantlar agilmadan, oiijinal ambalailarinin *erisinde saklanmalir

n Koiuyutu kapaklar ve diger koruyucu elemanlar kullanimdan hemen oncesine kad
agilmamalidir

n Monte edilmiy implantlann ve implant patyalarinin saklanmadan ve kutulara yedeytirilmed
once lyice temizienmesi ve kiirutiilmasi gerekmektedir.

+  Ariik kullanimasi mumkun olmayan implantiac, implant pargalan ve enstrumanlar iicret:
olarak osulone uygun bir yekilde bertaraf edilmek iizere itreticiye lade edilebililer. (ABO itV)
gegerli degildir).

HASTADANVANLIAIBILGLERI

Gercek diyi fonksiyonal beklentilere sabip hastalarda, fazia kilolo bastalarda, bedensel akif bastalar
velveya islenen rehabilitasyon programlarini sonuna kadar suidurmeyi bayaramayan bastalar
komplikasyon velveya gegici dahili fiksasyon cihazlarinin bayarisizligi olasiligi daba yiiksektir. Been'
aktivite, implantin gevyemesine, ayinmasina ve/veya kirilmasina neden olabilir. Miistakbel impla
hastasina implantin olanaklari ve onun kendi yayam tarzi {izerinde oluyturatagi etkiler hakkin
daniyma verilmesi gerekmektedir. Hastanin, bayta galryma ve spor aktiviteleriyle ilgili olanlar olm
Pzere tom postoperatif kisitlamalar hakkinda ve implantin veya komponentlerinin ayinabilete
kirilabilecegi ya da degiytirimesinin gerekebiletegi yolunda bilgilendirilmesi gerekmektedir. Impla
bastanin kalan Pmru veya herbangi bir zaman suieci boyunca dayanmayabihr. Gegiti dahili fiksasyi
cihazlari dogal ve saglikli dokulat/kemikler kadat saglam, guvenilir veya dayanikh olmadigind
buthn bo cihazlarin gtiniin birinde degiytirilmesi gerekebilir

Bu ambala) prospektusiinde belittilen trim diger titan matkalar ve logolar, Zimmer, Inc. ve/veya ba
yirkellerin miilkiyetindedir.

Inot sterllel «igerigi sterilize ediimeden ambalajianmiytir» simgesi
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/MepeBos € aHIIMNCKOro A3blKa Ha PYCCKUI A3bIk/
AYa 6naHke KomnaHun «3ummep Mo X»/

«3ummep Mmoo X»

n/sa

CH-8404 BuHTepTyp
TenecpoH +41 (0)52 262 60 70
dakc+41 (0)52 262 01 39
www.zimmer.com

MoaTBepXaeHWe MHGOPMaLUK, coaepyKalleicsa B 4oCbe

B nogaHHom B PoccuM Oocke O NpUMEHeHUM u3fenust «MmnnaHtatbl  Ans

octeocnHteza MCB — BWHTbI HecTepu/ibHbie» COAEPXUTCA  cnepylowad
NMHpopmauus;

*  WHcTpykuma no npumeHeHnio Ne 0011500204,
*  UHcTpykuua no npumeHeHuo Ne 0011500201.

A1 noaTBepXAal, 4YTO MNOAAHHbIE [OKYMEHTbl, HACKO/IbKO MHE W3BECTHO, SIBMIAOTCS
[IOCTOBEPHBbIMM W TOYHbIMW. Kpome Toro, komnaHus «3ummep MM6X» 6epeT Ha cebs
OTBETCTBEHHOCTb MO OPUAMYECKUM 0653aTe/IbCTBaM, BO3HMKAKOWMUM Npu nogave
[IOKYMEHTOB.

24 wiona 2015 r. /Mognuce/
MaTtunac Broprep
Buue-npe3naeHT rno kayecTBy U
HOpMaTUBHO-NPaBOBOMY
perynmpoBaHuio

«3ummep MM6X>»

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



/MepeBof C aHI/INIACKOTO si3blKa Ha PYCCKMIA 53bIK/

OdhnumansLHoe HoTapuasrbHOe ya0CTOBEepeHmue
MpeacTaBneHo AN YA0CTOBEPEHNUSI NOAIMHHOCTY NOAMNMUCK

r-Ha Matmaca BIOPIEPA, gata poxgeHuna 21 wona 2015 r., rpaxgaHuHa [repmaHuu,

npoxusatoLero no agpecy: MaiieHpugser, 16, r. BuHteptyp, 8408, LUseiuapus, IMYHO
N3BECTHOro Hawm.

Moanucb Gblna NoATBEPXAEHA B HALLEM NPUCYTCTBMM MOSIHOMOYHbLIM TPETLUM JINLIOM,
r-Hom . detuberosmyem.

BuHTepTyp, 24 viona 2015 r.

PeecTtpoBbiii Homep: Ne 1856 HOTAPUVAJIbHAA KOHTOPA
B3bickaHo: 20,00 LwiBerLapcknx gopaHKoB OBEPBUWHTEPTYP-BUHTEPTYP
/Mopgnuce/
MapTuH LLMykn,
MeuaTs o rocyapCTBEHHbIN
HOTapuasibHON HoTapuyc
KOHTOpbl
O6epBUHTEPTYP-
BuHTepTyp/
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w tAnoJtuul\*r\UCU "JOIt"U ttu f/yuufi-uUuu XJOIK

/NoroTwun/: «<3MMMepP»

LLTpuxkop, D011500201 Pepakuusa ot 10.2014 . (Zimmer)

MMnnaHTaTbl MeTannyeckme HecTepu/bHble ANS
MHTpameaynnapHon dukcalanm

/3Hak 3aBoga-nsrorosuTens/

«3uvvep MeX» CLUA:
MpeacrasuTens B

3ynbLepasiiee 8 . «3ummvep, VHK.»

CH-8404 BuvHTepTyp, LLBeviLigpums 1800 Bect CeHtep CrpuTt

Ten.: +41/ (0) 52 262 60 70
paic: +41/ (0) 52 262 OL 39 BapuaBsa, HovaHa, 46580, CLUA

WWW.Zimmer.com

~3Hak/: CE 0086

/3Hak/: «OCTOPOXHO!»

'/3Hak/: «OTnNnyckaeTCcs No peyenTy»

/3Hak HeJONyCTMUMOCTMU BTOPNYHOTO UCNONMb30BaHUA NPpOoAYyKT a/

PYCCKUM
3Hak CE pelicTBUTENeH, TONNTbKO €C/QIM OH TakKXe HaHeCeH Ha 3TUKeTKYy msgenus.
BaxHasa nHdopmMaumsa gas onepupyrowlero xmpypra

»Mepen MCNonbL30BaHMEM MNOCTAB/ISEMOr0 Ha PbIHOK KOMMaHWel «3MMMep» M3AENUss ONEePUPYLWNR XMPYPr 4OMXKEH BHUMATE/IbHO
~A3HAKOMUTBLCA CO CNnefylWUMN peKOMeHAaLNAMKU, NPpefoCTepexXeHNAMN U UHCTPYKLUUAMMK, a Takxke AOCTYNnHOW MHbopmauunein o
KOHKpPEeTHOM u3genuun (Hanpumep, cojepxaleics B nevyaTHbIX MaTepuanax 06 U3AeNUU, ONUCAHUAX XUPYPrMUYECKON TexXHUKMN
nap.). Komnanmsa «3ummMep» He HeceT OTBETCTBEHHOCTM 3a OC/IOXKHEHUS, KOTOPble MOTYT BO3HWKaTb BCAeACTBME MCNONb30OBaHUA
n3genuss nNpu o6cToATeNbCTBAX, HAXOASILMXCS BHE cdepbl BAMAHUSA «3MMMeEp», BKAKYasA, cpean npoyero, noa6op usgenus u
OTK/IOHEHUS OT NPeAYCMOTPEHHOrO MPUMEHEHUA U XUPYPTUUYECKON TEXHUKN.

B 3aBMCMMOCTM OT MU3AENUA NPUM MU3TOTOBJIEHWW WMNNAHTATOB [ANSA WHTpamMeAYNNAPHOW dukcaunmm «3MMmMep» UCMNONb3YyOTCH
HepXxaBewwasa cTanb U (MNK) TUTAHOBbLIE CMNAaBbl.

. MMnnaHTaTbl W3 HepxaBellweih cTanum wusrotasnusawTca wu3s cnnasa Prblasau/~-8 (XCrMiMo — 130 5832-1 /
A3TM P 138/139) unun Protasul-S30 (xCrMiMnMoMbM — 130 5832-9 /A3TM P 1586).
. MmMnnaHTaTbl M3 TUTaHa u3rotaBnuMBakwTCA M3 ynmctoro TutaHa (130 5832-2 / ABTM P67) uAm TUTAHOBbLIX CN/aBOB

Prola3nl-64 (T16A14y — 130 5832-3 / A3TM P136) unn Prolasu!-ll (T16A17blb — 130 5832-11 /A3TM P1295-92).

NMoapo6GHbIEe CBEeAEHMA CM. B COOTBETCTBYOWEeN MHPopmayumum o6 nsgenmm n (MNn) pykoBoaCcTBe MO XUPYPruyeckoil TeXHUKe.

MOKA3AHUA KNPUWMEHEHWIO

Moka3aHns 3aBUCAT OT M3AENUNA U NPUBEAEHbl B COOTBETCTBYILWEM ONUCAHUU XUPYPTrMUYeCKOW TeXHUKU n (Mnu) mHdpopmayum o6

n3gennu.
AMPOTUBOMNOKA3AHUA
. Bce conytcTBylowune 3a6oneBaHusi, KOTOpble MOTYT yXyAWWUTb QuKkcaunw wumnnaHtata u  (MAun) pesynbTaThl
onepaTVBHOTO BMellaTeNnbCcTBa.
. HepocTaTok KOCTHOro Bel,ecTBa MKW NIOXO0e COCTOAHME KOCTU, 4TO yXyalwaeT cTabunbHOCTb hUKcaymm mmnnaHrara.
. Tsixenble 3a6oneBaHWss ONOPHO-ABUTaTeNbHOTO annapaTta, HeEPBHOW W cocyauMCcTOil cucTem, KOTOpble MOTYT
oTpuuateNbHO BAUATb Ha pe3ysbTaTbl XUPYPrnyeckoro BMelwaTenbcTBa.
. Anneprua Ha MMNNaHTUpPYyeMblii maTtepuan.
. OcTpble NN XPOHUYECKME MECTHble U CUCTEeMHble UHM eKLNN.
. JlononHuTenbHble nNpoTWBOMNOKasaHWsa, 3aBucsAWwKMe OT uU3LeNuUs, nNpuBefeHbl B COOTBeTCTBYHOUWEM ONUCAHUKN

XUPYPruyeckolh TeXHUKN U (MNun) nHopmaunm o6 ngennu.

................. ©«3ummep MemX»
nymeHT SAP Ne62638, pep. 04 Crp. 1u34
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NOBTOPHbLIM MNPUWMEHEHUEM W3[ennMa ANA OAHOKPATHOTO MCNONb30BaHWA, BKAYaT, cCpeAn MNPOYero, MexaHU4Yyeckyto
HeucnpaBHOCTb M Nepegayvy Bo3b6yauTenen nHpekynn.
MeTannuyeckne umnnaHtatbl 6e3 CycCTaBHOW MNOBEPXHOCTW MOXHO MHOro pa3 cTepunmMsoBaTb MNOBTOPHO, C y4YeTOoM

HMnxenepeyncneHHbl X NCKTIOYEHNI.

SBANMPEWAETCA BbIMONHATbL MOBTOPHYI CTEPUTUN3ALNIO

-  KOMMOHEHTOB AN OAHOKPATHOrO MCMNO/Ib30BaHWNA, 3arpA3HeHHbIX (U3NONOTNYECKUMMN XUAKOCTAMM UM OocTaTKamu
TKaHel, a Takke paHee MMNNAHTUPOBAHHbLIX KOMMNOHEHTOB;

- KOMMNOHEHTOB, Yy KOTOPbIX UCTeK CPOK FOAHOCTMN, YKa3aHHbIN Ha ynakoBKe.

He wuncnonb3yiiTe ANsi NOBTOPHOW cTepunmMsauum OpPUTMHANIbHYI YNakoBKY WAN ee KOMMOHEHTbl. OAHOKOMMNOHEHTHbIEe

n3fenuns AOJMKHbI  6blTb ynakoBaHbl B CTepUM3aLMWOHHbLIA nNakeT MeAWLUWHCKOrO Ha3Ha4YeHUWsa WAUM  YynakoBKY,

COOTBETCTBYlO W NE pPeKOMEeHAyeMblM YCNOBWAM [ANA NapoBoOi cTepunusauuun, npuBefeHHbIM B Tabnuue HuUxe.

Y6eantecb B TOM, UTO MakeT MAM ynakoBKa JOCTAaTOYHO 6GONbluMe ANA pa3mMelWweHUs nsgenunii 6e3 HaTAXKeHUA WBOB U

paspbiBa.

KomMnnekTHble MU3AennMss MOXHO pasMecTUTb B OObIYHbIX WAW ChNeunann3npoBaHHbIX NoTkax. WcnonbsyiTe

cCTepunun3ayMoHHbIA nakeT MeAWLMHCKOro Ha3HaydyeHWa WAM ynakoBky (meTon pABOWHOro ob6epTbiBaHMa — ANSI/

AAMI ST79). CTtepununsauna foNXKHa BbINONHATLCA HENOCPEACTBEHHO Nepej NCNONb30BaHUEM U3fennsn.

N3pgenns 13 TuTtaHa WAM TUTAHOBbLIX CN/IABOB MOTYT MOKPbIBaTbCSA OKCUAHbIMW NeHKamu npu B3ammopaeiicTBUKM C

XUMMKATaMWU, UCMNONb3yeMbIMUN Npu o6paboTke nNaporeHepartopa, UAM ocTaTkaMy MOl LW Ero cpeacTBa. XoTA 3TW OKCUAbI

6MOCOBMECTUMbI, OHU MOTYT HapyWMUTb YNTAeMOCTb TPAaBUPOBOK U TUCHEHU Ha M3AENnNAX.

PekomeHayemble ycnoBusi ctepunmsanymm / noBTOPHO cTepunmsaumnm
Mpu BbIGOpe cxeMbl 3arpy3ky M napaMeTpoB cTepunmsauumn crnepyiite MHCTPYKUUSM NpousBoAUTeNnss cTepunmsatopa. Bpewms
CYWKN 3aBUCUT OT 06bemMa 3arpys3km u 4ONXHO 6blTb YBE/IMYEHO B cnyyae 60NbwWoOro obbema.

OAHOKOMMNOHEHTHbLIE MeTanAnvyeckme nMmnaaHTaTbl

Ctepunnsauyma napom

MuHumanbHasn MuHumanbHoe BpemMs
Tun MuUHMManbHOEe BPeMS CYL KU
TemnepaTtypa o6paboTku
FpaBUTaALNOHHBI A
121 °C (250 °F) 30 MUH.
cTepunusaTtop
FpaBUTaLNOHHBI A
132 °C (270 T) 15 MUH.
cTepunusaTtop
Ctepunnunsartop ¢
npefaBapuTenbHbIM
OAHOKPAaTHbIM/MMNYNbCHbIM 134 °C (273 °F) 3 MUH. 15 MUH.
BaKyymMuposBaHuem
(Bennkob6putanmna) ~
Ctepunusartop ¢
npeAgBapuTenbHbIM
peasap 132 °C (270 T) 4 MUH.

OHOKPaTHbIM/MUMNYNbCHbIM

BaKyymMupoBaHueMm

Lnkn He npegHa3HavyeH A1 npumMeHeHuns B CLUA.

MeTannnyeckue umnsaHTaTbl B CTEPUIN3ALNOHHbBIX KOHTeVIHean n noTkKax

MuHuManbHasa MuHuManbHoOe Bpems
Tun MuHMManbHOe BpeMS CYL KU

TemnepaTtypa o6paboTku

Ctepunusartop ¢

npegBapuTenbHblM

OAHOKPaTHbIM/MMNYNbCHbIM 134 °C (273 °F) 3 MUH.

BaKyymMupoBaHuem

(Bennko6purtaHusa) ~

Ctepunnunsartop ¢

npegBapuTeibHbIM 30 MUH.

132 °C (270 °F) 4 v,

O HOKPaTHbIM/UMNYNbCHbIM

BaKyyMupoBaHuem

npeaBapuTeNbHbIM

Ctepunusartop ¢

134 °C (273 °F) 18 MuH.

OAHOKPaTHbIM/MUMNYNbCHbIM

BakyymumposaHuem "/

'‘Unkn He npegHa3sHaydyeH ansa npumeHeHuna B CLWA

Lukn He npegHa3HayeH A4NA MHAKTMBALWUWN NPUOHOB.

Op BO3BHUKHOBEHUMN BOMNPOCOB CBAXWUTECb C KOMNaHnel «3mMmmep» no cnegyrwwmum Homepam. Ana CWA: 1-800-348-2759.
Lins 3BoHKOB 3a npegenamun CLWA HabepuTe Kog AocTyna K MexAyHapoaHORW TenedOHHOW NNUHUN N HOMmep 1-574-267-6131.

XPAHEHVE N OBPALLEHNE

3alnTHbIe KOMMaYkn U Apyrve 3aWMTHble yCTpoiicTBa He cneAyeT CHAMATBL [0 HenocpeACTBEHHOIO UCNONb30BaHUA U3 eNnii.
Heo6xoaMMo TuwaTenbHO ouyuwaTb W nNpocywuBaTb COGOPHble WMNAaHTaTbl W WX YacTuW nepep XpaHeHUeM 1
nomelweHmemM B KOHTeliHepbl.

MMnnaHTaTbl, KOTOpPble MOCTAB/IATCA HECTePU/IbHbIMU, AO/DKHbI XPaHUTbLCA B COOTBETCTBYHOLW WX ynakoBKax, 3aliuliatolmnx
n3fenns oT NoBpexXAeHuUs, u nepej NpUMeHeHWeM nojsexart NpoBepke Ha NpeAMeT BO3MOXHbIX MOBPEXAEHUN.
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MMnnaHTaTbl M WX 4YacTU, a TakXe WHCTPYMEHTbl, HenpurogHble ANs fAaflbHelllero McNonb3oBaHWA, MOryT 6blTbh
6ecnnaTHO BO3BpalleHbl NPOM3BOAMTENIO ANA Hagnexaweh ytunmsayunm (kpome CLUA).

NHPOPMALINA ANA KOHCYNTbTUPOBAHNA MALVMEHTOB

OcnoxHeHnsa U (MNN) oTKas M3fennii AN BPEMEHHOW MHTpamMeayNnnApHOUW ukcayumm ¢ 6onbluel BEPOATHOCTbLIO BO3HUKAKT Yy
nayneHToOB C HEPEANTUCTUUYHBLIMUN OXUAAHUAMUN OTHOCUTENBbHO (PYHKLMOHMPOBAHUA N3gennii, y nauMeHTOB € N36bITOYHOU Maccoi
Tena, MU3NYECKMN aKTUBHbLIX NaLMEeHTOB U (MNKN) Yy Tex, KTO He npowen Tpebyemyto nporpammy peabunutauunm. dusnyeckasn
aKTUBHOCTb, @ TakXe TpaBMa MOTYT NpuMBecTW KocnabneHnto KpenaeHUs, M3HOCY U (MNK) NonomMke nMnaaHTaTa. MauneHTol

AO/IKHbI 6bITb NPOUHM OPMUPOBAHLl O BO3MOXHOCTSAX UMNNaHTaTa U BAUAHUM ero ycTaHOBKM Ha o6pa3 xusHu. Cnepyet

pacckasaTb nayuneHTy o060 BCcex NocrneonepaLnoHHbIX OTPaHNYeHUAX, OCOGEHHO CBSA3aHHbIX C NPOMecCcCUoHanbHOW AeATeNbHOCTbIO
a3aHATUAMU CNOPTOM, a TakXke O TOM, 4YTO MMMNNaHTaAT UM €ro KOMMNOHEHTbl MOTYT M3HaAWNBATLCSA, NPUXOANTL B HETOAHOCTb U
HYX[aTbCsl B 3aMeHe Unun yganeHnun. MmnnaHtaTt He o61ajaeT NPOYHOCTbIO, HAEXHOCTbLIO U O/ITOBEYHOCTbIO €CTeCTBEHHOW
LLLOPOBON KOCTM, NO3TOMY MOXET NepeOMUTLCA NPU HOPManbHOW Macce Tena U AONYCTUMOI Ha Hero Harpyske, ecnu He
NpoM30LW/I0 NOJTHOTO CpacTaHMA KocTeil.

Bce Ha3BaHWs, TOBapHble 3HaKW, 3HAKN OGCNYXMWBaHUSA M NOTOTUMNbI, NCNONIb30BaHHble B JAHHOM NINCTKe-BKaAblle, ABAAOTCA
ra6CcTBeHHOCTbIO KOMNaHum «3ummep, MHK.» 1 (MNK) ee COOTBETCTBYOLWNX AOUYEPHUX NPEeANPUATUIA.

'‘3HaK/: «OTNycKaeTCs NO peuenTy» BHumaHune! CornacHo degepanbHoMy 3akoHogaTenbcTtBy CLUA, aTo nsgenve mMoxer

6bITb NPOAAHO TONbLKO Bpavyy MAM NOo ero 3akasy.
3Hak/: «YrnakosaHo 6e3 cTepunmsaymumn»

& 000 LMPMM (7] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

LM UULLOUUZUL LU.ZUL4 1. ©«3ummep F6MX»
~MBHT 3AP Ne62638, pes. 04 Ctp. 4wz 4

XNO E

X0

000

00



& 000 LMPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

F-)

" 1. 120141, 154 : 7

n ot

1

HeToMa:



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

HUr14:7

FE 1 1

i "

L

wr &



/MepeBoA C aHr NMIACKOro A3blKa Ha PYCCKUi A3bIK/

NMPOTMBOIMOKA3AHNA

Boe conyTciBytaLye 3860MeBaH/R, KOTOPbE MONYT YXy/ALUTH (VKCALO MMIVaHTaTa U (W) pesyrbTaibl
OMEPETVIBHONO BVIELLETE/ECTBA.

HepocTarok KOCTHOMO BELLECTBA. WM M10X0e COCTOSH/E KOCTY, YTO JiefiaeT CTabwbHyto qukcaro
VIMIVIBHTETA HEBOBVIOHHOA

COCTPbE W XPOH/MECK/E MECTHBE U QVICTEVHB E VHIEKLYN

AEpA HA MITIBHTVDYEVB Y VBTEVan

Tserbe 3800MeBaH/A ONOPHOJRAIETE/BHOMO alnapaTa, HepBHOA W COCYYCTOA G/CTEV, KOTOPLE
NQaBeprakar OMCHOCTY MopareHHbE KOHEYHOCTY,

NMPEAOCTEPEXEHUA

MosTOpHOE MPUVEHEHVE HE ONYCKaETCA. [laHHOE VBIETVE MPeOHasHAYEHO TOMBKO [ QIHOKOETHONO
VONOrB308aH/A Y QIHOMO MalyeHTa. MoBTOpHOE MCNQ/s30BaH/E MOXET OTPLIATESBHO CKE3aTECH HA
COyHKLOH/0BaHM VBRIV,

lMosTOpHOE MPVIVEHEHVE VROE/ VA [T QOHOKDETHONO MOMNQNB3083H/H, KOTOPOE KOHTAKTVPOBAO C KOCTHQ
TKaHAMY, @ Takke KOOBHO W [pyIWM (I/B/ONMONIHECKAMM. MOKOCTAMY, MOHET  MovMHUTL Boe[,
300POBH0 MaLyeHTa W NO30BaTe . BosvokHbE prod, CBSBaHHLE € MOBTOPHBM MOVIVEHEHV/EM
VBOR/VA A QEHOKDETHONO VOTIOME30BaH/R, BHO-BHOT, GGV TPO-EN0, MEXBH/HECKYHO HeVICTaBHOCTL 1
nepefa4y BOsOyTe el HeKU L

3anpeLLpeTes CNOB30BATb VBAETVE, e/ BO BOEVH YCTaHOBK WM BBSIpH/A Gbin oOHapy#eH Wi
NOABANCA JECIEKT B KBKOMHV00 1B KOMTOHEHTOB.

VVIraHTaTb| 1 VX YaCTy CrigfyeT COHETaTb TO/BKO C KOMIOHEHTaWM TOV e a/CTevb | MpovBBoayTeS b He
HECET OTBETCTBEHHOCTU 3a MPOMYKLFO TPETH/X JIAL, MOVIVEHAEMYEO MOKyTATENIEM WM MO/ E30BTE IEM
Uroobl 00eCcredmTb  TOHHYI0 XADYPIVMHEGKYIO  VMITBHTALWEQ NMOB3WTECL TOBKO  CTELYErHO
npeaHesHaqeHHL MA A7 JaHHB X VROE/ AV VHCTDYVEHTaMA

CGrocoGHOCTL VMITIBHTATA. BbIEH/BATL HAMPYy3 MOXET ObIb CHAMEHA. B Pesy/ibTare 00pesoBaH/A
HaceYeK 1 LigparnvH Ha, VBRI, & Takoke €10 OoyJppeH C YeM b0,
3anpeLpeTcs avitarb ecivHbI MCB

HerpasnwisHbE MQOPOP, BBEAEH/E, NMOBULYOH/A0BAaH/E U dIVKCALW KOMTIOHEHTOB VIVIBHTaTa. MoryT
MPVIBECTU K MOBb LLEH/HO HaPy30K Y CH/MEH/RO CPOKA Cy#Ob | IMTTBHTETOB.

UYT0o6bl COXpPaHUTb LENOCTHOCTb KOHCTPYKUWW «BUHT — nnactuHa MCB», B KaXAablii KOCTHbIW
OT/IOMOK, HECYLMA Harpy3ky, Heo6XoAMMO YyCTaHOBUTb He MeHee [BYX BWUHTOB. Mpu nepenome
AVNCTa/IbHOTO MM NPOKCUMAaNbHOIO0 CMNOHIMO3HOMO yv4actka KOCTU peKOMeHAyeTCA MCnosib30BaTb
BC€ BUHTbI.

He [pryckaeTca vonorbs3oBaH/e HACTOALLYIX VBRI [V 0yTVX LENEVi, KPOVE MepescreHHbX B
VIHCTRYKLWM (MPVIVEHEHVE M0 HESAPENVCTIVPOBAHHL M MOKEBaH/AV).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

co
oT

go° oo Eg

o



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

n ISt .1 ¥r1:497

L

-1



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

11.13.2004r.1:4 37

i 1

i



/MepeBof C aHTNIMIACKOTO si3blka Ha PYCCKUii A3bIK/

MmversHoe Boevi
T M vVBrbHaaA Tevneparypa
0GpPaboTN
lMpeB/TALYVIOHHBIA
121 °C(250 °P) 30
CTepwVBaTop ( ) WH
MpoBvraLyor 1 132 °C (270 “P) 15 WH
CTepMBaTOP
Crepywmsarop ¢
npefpapUTebHb M
QOHOKOETHL MIMTY EECHEM 134X(273°P) 3MH
(BerwkobpuraHs)'
Crepywizarop ¢
rpefpapUTe/bHL o -
M 132°C (270"P) 4mH
QOHOKPETHE MIVITY BCHE M
BaKyyM/POBSH/EM

" Likn He npepHesHayeH ard npyverervis BCLLA

MeTa/vHeCK/e VIVITIBHTETH| B CTEOW1/BAH/IOHHL X KOHTEIHE0aX MJ10TKax

QOHOKPETHE MY BCHE M 134°C (273 °P) 3MH

MpeIRapTE BHb o 9
M 132°C(270 °P)

MpeIRApTE bHS o (725
M 134°C (273°P)

kN He mpeaHasHayeH A mpviveHera BCLLA
2LKn He MpeaHasHaqeH [/ A VHBKTVBALWM M/IOHOB.

MHAVBBHOE BPEVA CyLLKA

MHAVBrEHOE BPEV CyLLKA

Mo BOBH/KHOBEH// BOMPOOOB CRSPHATECH C KOMMBH/EVE «3/VIVED» M0 CreyraLyiv Hovepam st CLLA: 1-800-348-
2759. [ins 380H0B 3a Mpeaeiav ALLIA Habepuime Ko, ApCTyra. K MBXayHaQaHOA TenedoHHOM JVHM Y HOVED 1-

574-267-6131.
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r opog Mockaa.
TpnauaTb NepBoro A Ase ThiCAYN NATHAALATOrO rosa.

A, MapTtbiHOBa Hartanma AHApPeeBHa, BPEMEHHO UCNOHAKOLLAA
06s3aHHOCTM HOTapuyca ropoga Mockebl AkumMoBa [nieba Bopucosuya,
CBMUAETENbCTBYIO MOAMMHHOCTb NOAMUCH, CAENAHHOW NepeBoLYNKOM
BainToBbIM Nnbeit MuxainnioBuyem B MOEM MPUCYTCTBUM.

JINYHOCTL €ero ycTaHoB/EHa.

3aperncTpupoBaHo B peecTpe 3a Ne ~
B3bickaHo no Tapudy: 300 pyb6nei

BT/

Bcero npownTo, NpoLmMepoBaHo,
CKpenneHo neyvarbtoc/1 *5nmcta(oB)
BPWO HoTapuyca
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