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l. HavmeHosaHve
MEAIVILIMHCKOrO usgenma /
Name of medical device

Mpunoxexve k UHCTpyKUMAM no npumeHenunto/ Appendix to the Instructions for Use
CTep)XHW cTepunbHble AN 0OCTeocnHTe3a No3BoHoYHUKa / Sterile rods for spinal osteosynthesis

CTepXXHU CTepU/IbHbIE 419 OCTEOCKHHTE3a NO3IBOHOUHHKS, B COCTaBe:

I. CTEpPXXHN CTepunbHble ANA OCTEOCKMHTE3a MO3BOHOYHWKA, BapHaHTbI

UCMONHEHUS:

1. CrepxHu
HORIZON:

- Crep>keHb 130rHyTbIVi LINED PRE-BENT ROD 5.5 MM X 30 MM;

- Crep>eHb 130rHyTbIVi LINED PRE-BENT ROD, 5,5 1M X 40 Mv;

* CTep>KeHb 130rHyTbIii LINED PRE-BENT ROD, 5.5 MM X 50 MM;

« CTep>KeHb 130rHyTbIii LINED PRE-BENT ROD, 5.5 Mu X 60 Mv;

- CTep>KeHb 130rHyTbIii LINED PRE-BENT ROD, 5.5 MM X 70 MW.

CTepWnbHble [NA OCTEOCMHTe3a M03BOHOYHWKA CD

2. CTepXHW cTepubHble AN  OCTEOCMHTE3a CcD

HORIZON LONGITUDE:

MO3BOHOYHNKa

- CTep>KeHb YpeckoXHbIii LONGITUDE CHROMALOY ROD, 5.5 Mm x 70
T,Ig’Tep»(en-ab ypeckoxHbIi LONGITUDE CHROMALOY ROD, 5.5 mm x 80
TII('\g’Tep)KeHb ypeckoxHbIi LONGITUDE CHROMALOY ROD, 55 MM x 90
TIIMC’Tep»(eHb YpeckoxHbIi LONGITUDE CHROMALOY ROD, 5.5 Mm k 100
E,I('\g.TepmeHb ypeckoxHbI LONGITUDE CHROMALOY ROD, 55 mm x 110
TII('\gyrep»(eHb ypeckoXHbIi LONGITUDE CHROMALOY ROD, 5.5 mm x 120
TII(’\grep»(em; YpeckoHbIi LONGITUDE CHROMALOY ROD, 55 Mm x 130
T,I('\g'rep»(em; upeckoxHbIin LONGITUDE CHROMALQY ROD, 5.5 mm x 140
2II(N,‘I‘rep»(eHb ypeckoXHbIi LONGITUDE CHROMALOY ROD, 5.5 mm x 150
TII(’\grep»(em; upeckoxHbIi LONGITUDE CHROMALQY ROD, 5.5 MM x 160
MM.

3. CTepXHU cTepunbHble ANS CD
HORIZON SOLERA:

OCTeOCUHTe3a MO3BOHOYHUKA
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Sterile rods for osteosynthesis of the spine, consisting of:

l. Sterile rods for osteosynthesis of the spine, variants:

1. Sterile rods for osteosynthesis of the spine CD HORIZON:
- Curved rod LINED PRE-BENT ROD, 5.5 mm x 30 mm;

- Curved rod LINED PRE-BENT ROD, 5.5 mm x 40 mm;

- Curved rod LINED PRE-BENT ROD, 5.5 mm x 50 mm;

- Curved rod LINED PRE-BENT ROD, 5.5 mm x 60 mm;

- Curved rod LINED PRE-BENT ROD, 5.5 mm x 70 mm.

2. Sterile rods for osteosynthesis of the spine CD HORIZON
LONGITUDE:

- Percutaneous rod LONGITUDE CHROMALQY ROD, 5.5 mm x
70 mm;

- Percutaneous rod LONGITUDE CHROMALQY ROD, 5.5 mmx
80 mm;

- Percutaneous rod LONGITUDE CHROMALOQY ROD. 5.5 mm x
90 mm;

- Percutaneous rod LONGITUDE CHROMALQY ROD, 5.5 mm x
100 mm;

- Percutaneous rod LONGITUDE CHROMALOQY ROD. 5.5 mm x
110 mm;

- Percutaneous rod LONGITUDE CHROMALOQY ROD, 5.5 mm x
120 mm;

- Percutaneous rod LONGITUDE CHROMALOQY ROD, 5.5 mm x
130 mm;

- Percutaneous rod LONGITUDE CHROMALOQY ROD, 5.5 mm x
140 mm;

- Percutaneous rod LONGITUDE CHROMALOQY ROD, 5.5 mm x
150 nun;

« Percutaneous rod LONGITUDE CHROMALOQY ROD, 5.5 mm x
160 mm.

3. Sterile rods for osteosynthesis of the spine CD HORIZON
SOLERA;

mPercutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x
30 mm;
- Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x
35 mm;
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- CTepyxeHb YpeckoXHbIi PREBENT PERCUTANEOUS ROD, 5,5 Mbl x 30

mm;

- CTepeHb YpeckoXHbI PREBENT PERCUTANEOUS ROD, 5.5 MM x 35

- C:I'ep)KEHb ypeckoxHbIi PREBENT PERCUTANEOUS ROD, 5.5 mbl x 40

mm;

- CTepeHb YpeckoxHbIi PREBENT PERCUTANEOUS ROD, 5.5 Mm x 45

mm:

* CTepyxeHb YpeckoXHbI PREBENT PERCUTANEOUS ROD, 5.5 mm x 50

mm;

- CTepxeHb YpeckoxHbIn PREBENT PERCUTANEOUS ROD, 5.5 mm x 55

mm:

- CTepeHb YpeckoxHbIi PREBENT PERCUTANEOUS ROD, 5.5 mm x 60

mm;

. CTepxxeHb ypeckoxHbIii PREBENT PERCUTANEOUS ROD. 5.5 MM x 65

mm;

- CTepxeHb YpeckoxHbI PREBENT PERCUTANEOUS ROD, 5.5 Mm x 70
. depmeHb ypeckoxHbIi PREBENT PERCUTANEOUS ROD. 5.5 MM X 75
:mdrepmeHb ypeckoxHbIi PREBENT PERCUTANEOUS ROD, 5.5 mv X 80

mm;

- CTepeHb YpeckoxHbIi PREBENT PERCUTANEOUS ROD, 5.5 Mm x 8

mm;

- CTepeHb YpeckoxHbIi PREBENT PERCUTANEOUS ROD, 5.5 Mm x 90

mm;

- CTepeHb YpeckoxHbIii PREBENT PERCUTANEOUS ROD, 5.5 mmx 100

mm;

- CTepeHb YpeckoxHbIii PREBENT PERCUTANEOUS ROD, 5.5 Mm x 110

mm;

- CrepxeHb CAPPED ROD, 5.5 MM x 30 Mv;
- CrepxeHb CAPPED ROD, 5.5 MM x 35 MMm;
- Crep>keHb CAPPED ROD. 5.5 MM X 40 Mv;
- CrepxeHb CAPPED ROD, 55 MM X 45 mm;
- CTep)KEHb CAPPED ROD, 5,5mum x 50 mm;
. Cl'ep)KeHb CAPPED ROD, 5,5 um x 55 mm;
 CreprkeHb CAPPED ROD, 5.5 MM X 60 mm;
- CrepykeHb CAPPED ROD, 55 mm X 65 mm;
- CrepkeHb CAPPED ROD, 5.5 MM x 70 Mw.

4. CTENXWH FTeO0H/IbHbIe 0718 OCTEOCUHTCM NO3A0MOYHUKA VERTEX :
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Crpanuua 2 Ki 30
MpegocTaBnacTca no TpeGoBaHMo

- Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

40 mm;

« Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

45 mm;

- Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

50 mm;

- Percutaneous rod PREBENT PERCUTANEOUS ROD. 5.5 mm x

55 mm;

« Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

60 mm;

- Percutaneous rod PREBENT PERCUTANEOUS ROD, 5,5 mm x

65 mm;

- Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

70 mm;

« Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

75 mm;

- Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

80 mm;

- Percutaneous rod PREBENT PERCUTANEOUS ROD, 5,5 mm x

85 mm;

mPercutaneous rod PREBENT PERCUTANEOUS ROD, 5,5 mm x

90 mm;

« Percutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mmx
00 mm;

mPercutaneous rod PREBENT PERCUTANEOUS ROD, 5.5 mm x

110 mm;

- Rod CAPPED ROD, 5,5 mm x 30 mm;

- Rod CAPPED ROD, 5.5 mm x 35 mm;

- Rod CAPPED ROD, 5,5 mm x 40 mm;

*Rod CAPPED ROD, 5.5 mm x 45 mm;

- Rod CAPPED ROD, 5.5 mm x 50 mm;

- Rod CAPPED ROD, 5.5 mm x 55 mm;

- Rod CAPPED ROD, 5.5 mm x 60 mm;

- Rod CAPPED ROD, 5.5 mm X 65 mm;

- Rod CAPPED ROD, 5.5 mm x 70 mm.

4. Sterile rods for osteosynthesis of the spine VERTEX:

- Rod ROD, 3,5 mm x 300 mm;

- Rod PRE-CUT/BENT CHROMALOY PLUS ROD 3.5 x 70 ram;
mRod PRE-CUT/BENT CHROMALOY PLUS ROD 3,5 x 80 mm;
- Rod PRE-CUT/BENT CHROMALOY PLUS ROD 3.5 x 90 mm;
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* CepxxeHb ROD, 3.5 mm x 300 mv; - Rod PRE-CUT/BENT CHROMALOY PLUS ROD 3.5 x 100
* Creperb PRE-CUT/BENT CHROMALOY PLUS ROD 3.5 x 70 mv; mm.

- CTepeHb PRE-CUT/BENT CHROMALOY PLUS ROD 3.5 x 80 mv;

- CrepkeHb PRE-CUT/BENT CHROMALOY PLUS ROD 3.5 x 90 Mv; I1. Instruction for use.

- CrepxeHb PRE-CUT/BENT CHROMALOQY PLUS ROD 3.5 x 100 mw.
1. IHCTpYKUMSA MO NPUMEHEHMIO.
2. HasHaueHme CTep>XHM CTepuibHbIE AN OCTEOCUHTE3A NO3BOHOYHMKA, BapUaHTbI Sterile sterile rods for spine osteosynthesis, versions: CD

MeAVILIMHCKOro n3genva/ ucnonHermus: CD HORIZON, CD HORIZON LONGITUDE, CD HORIZON ~ HORIZON, CD HORIZON LONGITUDE. CD HORIZON
PrescriptioQ of medical SOLERA, VERTEX npeaHasHaueHbl A5t ucriorib3oBaHus B xupyprudeckux  SOLERA, VERTEX intended for use in surgical procedures on the

device noouciivDax Ha MArKUX TKaHsX 1 KOCTAX. Soft tissues and bones.
3. WHdopmaLms O VITnenuist FomKHbI UCTOMBTOBATLCS TO/BKO KBaumchuymrioBaHHbIMM xvnyoramuy.  Thitspl devices should he used onlv bv ohvsicians who have
NOTELLILLABbHBIX MPOLLIEALLIMMM COOTBETCTBYHOLLIEE 0BYHeHVe 1 3HaKOMbIMM C YCTPOVICTBOM completed training and consultations with the installation and all

NOTPeOUTENAX MEAULIMHCKOrO  U3AEMMIA, X HasHaueHVeM, BCeMI BOMOMHBIMY XVIPYPrYecKuMM TexHkaMmn — possible surgical techniques.

wagenms/  Information on

potential  consumers  of

medical device

4. OnvicaHne 0CHOBHbIX CM. mpunoxeHue 1 See Appendix 1

(hYHKLVOHa/TbHBIX 371EMEHTOB

MeULIMHCKOTO  U3fenvs U

cnocob  mpuveHeHns  /

Description of the main

functional parts of medical

device. Denlovnient Method

S Bug  koHTakta € TOCTOAHHbIN KOHTaKT (CBbiLLe 30 AHEN) C KOCTBHO U MArKUMM TKRHAMM Constant contact (more than 30 days) with bone and soft tissues
opraHmsvom / Type of

contact with the bodv

6. [JaHHble 0 VHhopmaums Ha pyccKos3bIMHOM CTUKepe

MapKVpOBKe  MefaumHcKoro [inst mpofjacki Ha TeppuTopiv Poccuiickoii defepaTium (HasbHas yNakoBKa CorthoBOX/AETCS OMONHTENbHBIM CTUKepom. CTukep GyaeT
VBHENMA W ero YrakoBKe / HaHeceH HaTPaHCMOPTHYO KOpOOKy 1 ByeT COMPOBOXAATH 3aKPbIThbie BHELLHME KOHTEHEPbI.

Labelling and Packaging of CneaytoLLias nHthopmaLms Ao/mkHa ObITb HaHECEHa Ha PYCCKOA3bIYHOM CTUKepe (MOPSIAOK C/I0B W LUPUAIT TEKCTa, MOTYT M3MEHSTBCS):
medical device . HasBaHe MeAVLMHCKOrO M3Ae/ns Ha PYCCKOM S13bIKE;

Ha3BaHue 3aB0/ja NPOV3BOAVTENS;

[Jata n3rotosneHus

CTpaHa NMpovCXOXaEHNS;

Kog UPN (YHVKa/IbHbIiA KOg, Mpo,*KTa);

Kog CFN (Kop, Habopa);

[ata v Homep PervcTpaLyioHHOr 0 Y/IOCTOBEPEHIS;

. MoepynceaKrenbHbIE Y MHCbOOLIMOYHOOLLIE 3HAKM 1 HanMCK (EC/ I MPUMEHMOY

Crtpanuua 3w 30
IMpenocTasoBeTCa N0 TPeGOBaHNIO
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MipNAGHEHAE K MRCTIDYEUMAM N0 NpHMexetnno; Appandtx to the imstructions for Use
_CrapicHi CTEpHALHAE A4 OCTEOCHNTESS POSONOUHNKS / Sterile rods for spinal osteasynthesis

. Nams of medical devics in Russian langusgo;
. Name of the manufscwrer;

. Couatry of origin;

» Cods UPN (umique product oumber);

. Code CPN (customer fhciug aumber);

. Date and number of Registration Cartificats;
. Waming and informing eymbols and inscriptions (i applicable).

Not appBcabla
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Tipuaconenns o HetTpnaleas no npssedeinnn/ Appendix to the lastructions fos Use
Crepucin CTEDuALHbY A OCTEOORHTESA NOYSONCUHa / Sterile sock for spinal osteosynthesis

He npssemmo,

TEXHEUICKOAY MWMWMM
ofcrysmmasnc # peacmty | mensarros oSpaTerecs » xoxnmneo Modiroaic, Boe soctymine
MOMUMMMMONDTO as.um':: XRPYPIWIOCKRe TexERE Sy AyT RpRnccTEsaom Gocnsrmmn,

Not appl

U ho s any doubt o uscmaaty concering h poper useof
this implants, please coatact MEDTRONIC. Any available surgical
techniques will be provided at oo charge.

Not sppiscable.

10. Nopanox um?mmh:mommm

Disposs of in acoordance with Jocal logal roquircients

device (wameo, lecation|IN 46582 USA
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Mpoissaawrens: Cogassop Janox FO3e2i, Hux. (Medtronic
FAPONTIOIATEAR Sofimmor Dunek USA, knc.)
MODUGWEEND saazmes | 1800 Pyranid Place, Memphis, TN 38132, USA
{mstmenonarne, aapec| Ten.: 800 3763133
MECTORXDMISHRS, www madtromic.com

TipONIsOACTE DM BADIGASEN:
axpoc mtcTa npososoactas) /| Medtronc Sofmor Danek USA, Inc. 4340 Swinnea Roed, Memphis TN 38112
shout| USA
wanufaciurer of madical|2, Meodwonic Sofamor Danck Mamelacturing 2500 Silveus Crossing, Warsaw,

address, malling eddres,|3. Moedoronic Puorto Rico Operstions, Co.
Rowd 909 Km. 0.4 Bo, 00792 Barric Masiana, Humnsces PUERTO RICO USA 13, Medwosic Puerto Rico Operations, Co.

Mawufactarer: Medarotic Sohmr Danek USA, Inc. (Modtrondc
Sofamoe Danck USA, Inc,
1mpymumumu-.‘mmn.m

Td: 300 3763133

www.medzonic.com

Maafactoning Sies:

Modtronic Sofumor Danek USA, Imc. 4340 Swinnea Roed,
Maaphis TN 38118 USA

2. Medtromic Sofamor Damek Manufactaring 2500 Silveas Crousing,
‘Warsaw, IN 46582 USA Medironic Sofasmor Danck Manufacturing
2500 Sitveus Croasing, Warsaw, IN 46582 USA




place of production)

12 OX1OaEMbIA  CPOK
aKcnyataumm / Expected
Lifetime

13 Ycnosua

akcnnyataumm /  Operating
conditions

14, Ycnosust
TPaHCMOPTUPOBaHNS n
xpaHeHus / Conditions of
transportation and storage
15, apaHTWiiHblE
obsasatensctea/ Warranty
16. IMepeveHb
HaLWOHa/bHbIX
MeXyHapOaHbIX
HOPMATUBHBIX /10)0 'MEHTOB /
CTaHfapToB, KOTOpbIM
COOTBETCTBYET MeAMLIHCKOE
m3genve/ The list of national
and international regulatory

=

documents / standards,
which  matches  medical
device

MpunoxeHune K MHCTpyKumam no npumeneruto/ Appendix to the Instructions for Use
CTep>KHU CTepunbHbIe 415 0CTe0CHHTEe3a N03BOHOYHMKa/Sterile rods for spinal osteosynthesis

phone number, address of 4, Medtronic Sofamor Danek Deggendorf GmbH, Ulrichsberger Str. 17, 94469 Road 909 Km. 0.4 Bo, 00792 Barrio Mariana, Humacao PUERTO

Deggendorf, GERMANY

VimnniarrTar: CpoK Cy»K6bl U3Ae/Nst COCTAB/ISIET OAUH rof, B TeUeHre
KOTOPOTO YCTPOMCTBO AO/KHO A0CTMUb CBOMX XapaKTEPUCTUK (Hanpumep,
VIMMOBI/I3ALMS M CTABIIM3ALWS B KAUECTBE AOMO/HEHIS K CPALLEHIIO) 1
COXPaHLLIb CBOKO 6E30MAaCHOCTb 10 MOMEHTA CpaLLieHIA. Tocre cpaLLeHmst

YCTPOVCTBO AOMO/HUTE/LHO Pas3paGaTbMaeTCs U TECTUPYETCS 4191 TOTO, UToBbI

TMPOCY)KVTb MALWIEHTY BCHO YU3Hb,

HeT creuuasnibHbIX Tpe6GoBaHWiA; [OCTaTOMHO COG/OAEHNS 06LLMX YCOBHIA B
OMepaLIOHHON.

Her cneupanbHbIX TpeboBaHWIA; [OCTATOMHO COGMIOAEHWS OOLLMX YCNOBUIA
MECTHOTO CK/a/ia U TPaHCTIOPTUPOBKU.

MeaTpOHWK rapaHTVpYeT Ka4ecTBO U3EMNA Ha BPEMS BCEro CPOKa rogHOCTU.

EN 1SO 13485:2016 MeayUmHCKVe 13aenis - CcTeMa MeHepKvieHTa
KayecTBa - TpeboBaHMA AN Lienelt perympoBaHms.

EN ISO 14971:2012 MeaviupHckvie n3aenns « MpriveHeHre MeHepKMeHTa
prCKa K MEAVILIMHCKUM V3LENMAM

EN 1SO 62366:2008 MegunumHcKme m3enmns - MNprMeHeHne TEXHKN
103a6NTU K MEAVLIMHCKAM M3LEVAM

1SO 16061:2015 [Mpr6opb! 4191 UCTO/MB30BaHNA COBMECTHO C HEAKTUBHbBIMA
XUPYPrudeckumy uvnnaHtatamm. ObLume Tpe6osaHWs

MEDDEV 2.12/1/Rev 8 2013 PykoB0OACTBO M0 c1ucTeMe 6AUTENbHOCTY B
OTHOLLIEHUW MEAULIMHCKUX V3AenNiA

NB-MED/2.5.2/Rec8:2008 Co06LLEHVIE 06 M3MEHEHUSIX KOHCTPYKLN U
M3MEHEHVISIX CUCTEMbI Ka4ecTBa.

MEDDEY 2.7.1/Rev 3: 2009 OueHKa KMHAYECKVX JaHHbIX: PyKOBOACTBO /1A
NPOV3BOAUTENEN N HOTU(MLIMPOBAHHBIX OPraHoB

ASTM F1717:2015 CraHaapTHble METO/bI UCMbITaHWIA KOHCTPYKLAA
CMWHa/bHBIX UMM/IAHTATOB MPY BepTEOPAKroMN

ASTM F1798:2013 CTaHfapTHbIi METOZ, UCTIbITaHWIA /19 OLIEHKM CTATUYECKUX
1 YCTa/IOCTHBIX CBOVCTB COEAMHUTE/bHBIX MEXaHV3MOB U Y3/10B,
UCMOMb3yeMbIX B MMMNaHTaTaX [N apTpoaesa No3BOHOHHMKA

ASTM F382:1995" CraHaapTHas crieumdmKaLys 1 MeToz UCbTaHns
METa/IIMYECKMX KOCTHbIX MIaCTUH

CrpaHuma6 1o 30
TMpegocTaBoaeres No TPCGoaNNIO
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RICO USA

4. Medtronic Sofamor Danek DeggendorfGmbH, Ulrichsberger Str.
17. 94469 Deggendorf, GERMANY

Implant: Device lifetime is one year in which the device is expected
to achieve its perfonnance (e.g. immobilization and stabilization as
an adjunct to fusion) and maintain its safety until fusion occurs.
After fusion, the device is further designed and tested to survive the
life of the patient.

There are no special requirements; compliance with general
conditions in the operating room is sufficient.
warehouse  and

No specific requirements; general local

transportation conditions suffice.

Medtronic guarantees die quality ofthe product throughout its shelf

life.
EN ISO 13485:2016 Medical Devices - Quality Management
system- Requirements for regulatoiy purposes.
EN ISO 14971:2012 Medical Devices - Application of Risk
Management to Medical Devices
EN I1SO 62366:2008 Medical Devices-Applicalion of Usability
Engineering to Medical Devices
1SO 16061:2015 Instrumentation for use in association with non-
active surgical implants. General requirements
MEDDEYV 2.12/1/Rev 8 2013 Guidelines on Medical Device
Vigilance System
NB-MED/2.S.2/Rec8:2008 Reporting of design changes andchan”:
ofthe quality system.
MEDDEV 2.7.1/Rev 3; 2009 Evaluation of Clinical Data: A guide
for manufacturers and notified bodies
ASTM F1717:2015 Standards Test Methods for Spinal Implant
Constructs in Vertebrectomy
ASTM F1798:2013 Standard Test Method for Evaluating the Stati
and Fatigue Properties of Interconnechon Mechanisms and
Subassemblies Used in Spinal Arthrodesis Implants
ASTM F382:1995* Standard Specification and Test Method for
Metallic Bone Plates
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ASTM F1264;1996** CraNeLT<as crieLydmkaLms v MeTodb! UCTIbITaHuin
YCTPOVACTB f/191 MTpameay NNSPHON GwmKcaLmm

ASTM F2t93:2014 CraHaapTHble TEXHUYECKVIE YCIIOBUA UMETOAI
UCMbITaHWIA KOMMOHEHTOB, VCMONb3YEMbIX A5 XVPYPruYeckoli qmkcaLmm
CKeNETHON CUCTEMbI MO3BOHOYHMKA

ASTM F2009:2000 (2011) CTaHAAPTHbIA METOZ, UCTIbITaHWS 15 ONpeaeseLlmn
CW/Tbl OCEBOTO AEMOHTaXKa KOHYCHbIX COEMHEHWIA MOAY/TbHBIX MPOTE308
ASTM F564:2017 CtaHfapTHas crieumtmkaLys N METOfb! UCTbITaHWiA
METa/IIMHECKNX KOCTHBIX CKOO

MpoekT ctaHgapta ASTM F-04.35.1 MeTog CTaTnyecknX 1 AMHaMUYECKNX
VCTIbITaHWIA CIHATbHBIX VMM/TAHTATOB B COOPE Ha MOAE/M KOPreKroMUH.
AAMIEC53 Kabenm v nposoga 3KI

1SO 14630:2012 HeakTvBHble XMpypriyeckue nMniaHTarbl ObLLye
VHCTPYMEHTBI

EN 1SO 13485:2016 MeauumHcKue 13genmus - Cuctema MeHe[pKMeHTa
Ka4ecTBa - TpeboBaHWA 419 Lieneii perynmpoBaHis.

EN ISO 14971:2012 MepnumHCKvie U3genus - MpumeHeHne MeHemKMeHTa
prcKa K MEAVILMHCKUM M3aenmsm

EN 1SO 62366:2008 MegunumHcKve m3enms « MNMprumMeHeHne TEXHUKN
10326UNTY K MEAVILIMHCKM V3AENNAM

MEDDEYV 2.12/1/Rev 8: 2013 PykoBOACTBO M0 CUCTeMe BANTENbHOCTW /1A
MEAVILIMHCKWX M3AENuiA

NB-MED/2.5.2/Rec8:2008 CoobLLieHVe 06 U3MEHEHWAX B KOHCTPYKLWM 1
M3MEHEHVAX B CUCTEME KaYecTsa.

ASTM F1717;2015 CTaHgapTHble METOZbI UCTIbITaHWIA KOHCTPYKLMIA
CrLUHa/bHbIX UMM/IAHTATOB MNPV BEPTEGPIKTOMUM

ASTM F1798:2013 CTaHapTHbIi METOZ UCTIbITAHMIA /151 OLIEHKY CTATUHECKUX
1 YCT/IOCTHBIX CBOICTB COEAVHUTESTbHbBIX MEXaHU3MOB U Y3/108,
VCTIO/b3yeMblIX B UMIMIaHTaTaX f19 apTpozesa Mo3BOHOUHMKE

ASTM F382:1995* CraHgapTHas CreLmhiKaLma 1 METOL, UCTIbITaHSA
META/VIMHECKMX KOCTHbIX MIacTUH

ASTM F1264:1996** CraHgapTHast crieLyirKaLms 1 MeToab! UCTbITaHWiA
YCTPOWCTB i1 UHTPameLyNAPHON qmKcaLmm

ASTM F2193:2014 CraHaapTHble TEXHUHECKWE YCOBUA U METOb!
UCMbITaHW KOMMOMETITOB, UCMOMb3YeMbIX ANA XMPYPrudeckoli (rkcaLmm
CKe/ETHOI CCTEMbI MO3BOHOUHMKA

ASTM F2009:2000 (2011) CraHfapTHbIiA METON UCTIbITAHWS A1 OMPEAE/IEHS
CWAbl OCEBOrO IEMOHTaKa KOHYCHbIX COBAVHEHMIA MOLY/bHBIX MPOTE308
ASTM FS64:2017 CraHgapTHas creLydmkaLma 1 MeTofbl UCTIbITaHWiA
METa/IMHECKMX KOCTHBIX CKOO

CrpaHuua 7 1o 30
MpenocTasnsieTca no TPeGOMHIIO
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ASTM FI 264:1996** Standard Specification and Test Methods fo
Intramedullary Fixation Devices

ASTM F2193:2014 Standard Specifications and Test Methods for
Components Used in the Surgical Fix”on ofthe Spinal Skeletal

System

ASTM F2009:2000 (2011) Standard Test Method for Determining
the Axial Disassembly Force of Taper Connections of Modular
Prostheses

ASTM F564:2017 Standard Specification and Test Methods for
Metallic Bone Staples

ASTM Diraft Standard F-04.35.1 Static and dynamic test method fi{r
spinal implant assemblies in a corpectomy model.

AAMI EC53 ECG cables and leadwires

1SO 14630:2012 Non-active Surgical Implants-General Instrumeni;
EN 1SO 13485:2016 Medical Devices - Quality Management
System-Requirements for regulatory purposes.

EN ISO 14971:2012 Medical E)evices - Application of Risk
Management to Medical Devices

EN 1SO 62366:2008 Medical Devices-Application of Usability
Engineering to Medical Devices

MEDDEYV 2.12/1/Rev 8: 2013 Guidelines on Medical Device
Vigilance System

NB-MED/2.5.2/Rec8:2008 Reporting of design changes and chang ::
ofthe quality system.

ASTM F1717;20!5 Standards Test Methods for Spinal Implant
Constructs in \Vertebrectomy

ASTM F1798:2013 Standard Test Method for Evaluating the Statu
and Fatigue Properties of Interconnection Mechanisms and
Subassemblies Used in Spinal Arthrodesis Implants

ASTM F382:1995* Standard Specification and Test Method for
Metallic Bone Plates

ASTM F1264:1996** Standard Specification and Test Methods fo
Intramedullary Fixation Devices

ASTM F2193:2014 Standard Specifications and Test Methods for
Components Used in the Surgical Fixation of the Spinal Skeletal

System

ASTM F2009:2000 (2011) Standard Test Method for Determining
the Axial Disassembly Force of Taper Connections of Modular
Prostheses

ASTM F564:2017 Standard Specification and Test Methods for
Metallic Bone Staples




Mpunoxexne k UHCTpykuuam no npumeHeHunio/ Appendix to the Instructions for Use
CTep)XHW CTepubHble A1 OCTEOCUMHTEe3a no3aoHo4 HuKka/Sterile rods for spinal osteosynthesis

MpoekT ctaHaapTa ASTM F>04.3S.1 MeTog CTatvyeckux 1 AMHaMUYECKNX
UCMbITaHWIA CrMHabHBIX MMMNAHTATOB B COOPe Ha MOAENN KOPMEKTOMMM.
AAML1 EC53 Kabenv v nposoga 3K

ASTM F136:2013 CraHaapTHas creLtkaums Ha AediopM1pyemblii criias
TWUTaHa-6 aNtoMVHHS-4 BaHaaMa Ebl (CBEPXHUAKMIA MHTEPCTULMANbHBIA) ANs
NPUMEHEHVS B XMPYPrUYECKUX MMMaHTaTax

ASTM F1314:2013el CraHgapTHas creuyidmkaLys Aedopmypyemoro
a30TOYNMPOYHEHHOIO CN/aBa 22*Xpobl - 13 HYKeNb - S MapraHeL - 2,3
MOAMBAEH M3 HEPXKABEHOLLIEV CTaNM /19 XUPYPritveckmX UMMNIaHTaToB
ASTMF138:2013 CraHgapTHas crieLdmKaums Ha NpyTOK v MPOBOSIOKY V13
[ethopMMpYEMOii HepykaBetoLLIEl CTann 18Xpom-14H1Kenb-2,3MoMBeaeHA
XUpyprudeckux umnaHTaros (UNS S31673)

ASTM F139:2012 CraHaapTHas crielydmkaTLus Ha AediopMypyemblii incT 1
roMoCy 13 HePXKaBEOLLEI CTanm 18-Xpom-14*Hukenb*2,3-bIonHOAeH Ans
xupyprudeckvx uvnnaHTtatos (UNS S31673)

ASTM F67:2013(2017) CraHaapTHas CrieLithKaLvs Ha HenervipoBaHHbIA
TWTaH Ansa xupyprideckux umnaantaros (UNS R50250, UNS R50400, UNS
R50550, UNS R50700)

ASTM F1337:2011 CraHgapTHas crieumgmkaLms Ha gedopmmpyemble criiasbl
KOBaNbT*28>XPOM-BMONMBAEH Ans Xupyprirveckux umniaHtatos (UNS
R31537, UNS R31338 1 UNS R31539)

ASTM F2026:2017 CraHaapTHble TEXHUYECKME YCIoBUA
MonnadmpatmpkeToH (M33K) Monnmepbl 415 XUPYPritdeckux UMMNIaHTaToB
ASTM 8363:2012 CraHaapTHast crieumgmKaLms Ha aethopMupyemblii INCT 1
Mo/IoCY M3 HePXaBEHLLEH CTann 18-xpom*14>Hukens*2,3'MonmbaeH ans
XUpyprudeckux umnaHTaroB (UNS S31673)

ASTM F360-17 CraHaapTHast CrieLucvKaLyis Ha HeNervpoBaHHbIv TaHTan 4ns
MPVYIMEHEHS B XVPYPrMYECKVX MMM/IaHTaTax

ASTM A564:2013 CraHaapTHas crieLydkaLms Ha NpyTKy U npotunn 13
HEPXaBEHOLLIEI CTann ropsiieli MPOKaTKM 1 XONMOLHO 06paboTKY C 3aKankov
o BO3pacTy

ASTM A693:2016 CraHgapTHas crieLmdmKaLms HaIMCTOBOW NPOKaT, MCTbI U
NO/OChI U3 HEPXKABEHOLLIEI W1 KapOonpOYHOIA CTas, YNPOYHAOLLECA Mog,
BOraeiicTBmem aTMocthepHbIX 0CafIKOB

ASTM F899:2012b CraHaapTHas crieumdmkaLyma Ha AethopMypyeMble
HepXaBetoLLyie CTa/W ANA XVPYPrYECKVX UHCTPYMEHTOB

ASTM F2063:2012 CraHgapTHas crieLimkaums Ha aethopmypyeMble HUKeNb-
TWUTaHOBbIE CMNaBbl C MAMATLIO (hOPMbI 415 MEAVLIMHCKUX MPUBOPOB 1
XUPYPrUYECKUX UMI/IaHTaToB

ASTM A276:2017 CraHpapTHas crieLiimkaLma npyTKOB ¥ NPotneH 13
HepXXaBetoLLEi cTanm

Crpanuua Sto 30
MpcgocTaanacTca 1o Tpe6oaaHkio
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ASTM Draft Standard F-04.3S.1 Static and dynamic test method f(Jr
spinal implant assemblies in a corpectomy model

AAMI EC33 ECG cables and leadwires

ASTM F136:2013 Standard Specification for Wrought Titaniura-6
Aluminmn-4 Vanadium ELI (Extra Low Interstitial) Alloy for
Surgical Implant Applications

ASTM F1314:2013el Standard Specification for Wrought Nitroge i
Strengthened 22Chromium - 13 Nickel - 5 Manganese - 2.3
Molybdenum Stainless Steel Alloy Bar and Wire for Surgical
Implants

ASTM F138:2013 Standard Specification for Wrought
18Chromium-I4Nickel*2.SMolybdenum Stainless Steel Bar and
Wire for Surgical Implants (UNS S31673)

ASTM F139:2012 Standard Specification for Wrought
18Chromium>14Nickel-2.3Molybdenum Stainless Steel Sheet and
Strip for Suigical Implants (UNS S31673)

ASTM F67:2013(2017) Standard Specification for Unalloyed
Titanium for Surgical Implant Applications (UNS R30230, UNS
R50400, UNS R50350, UNS R50700)

ASTM F1337:2011 Standard Specification for Wrought Coball-
28Chromium>6Molybdenum Alloys for Surgical Implants (UNS
R31537, UNS R31338, and UNS R31539)

ASTM F2026:2017 Standard Specifications Polyetherctherketone
(PEEK) Polymers for surgical Implant Applications

ASTM B363:2012 Standard Specification for Wrought
18Chromium-14Nickel‘2.5Molybedenum Stainless Steel Sheet ant
Strip for Surgical Implants (UNS S31673)

ASTM F360-17 Standard Specification for Unalloyed Tantalum fo'
Surgical Implant Applications

ASTM A364:2013 Standard Specification for Hot Rolled and Cole m
finished age- Hardening Stainless Steel Bars and Shapes

ASTM AB93:2016 Standard Specification for precipitation-
hardening stainless and heat resisting steel plate, sheet and strip
ASTM F899:2012b Standard Specification for Wrought Stainless
Steels for Surgical Instruments

ASTM F2063:2012 Standard Specification for Wrought Nickel-
Titanium Shape Memoiy Alloys for Medical Devices and Surgical
Implants

ASTM A276:2017 Standard Specification for Stainless Steel Bars
and Shapes
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MpunoxeHne K MHCTpyKumam no npumeHexunto/ Appendix to the Instructions for Use
CTepXHU CTEpUsbHbIE 151 OCTEOCMHTE3a N03BOHOYHUKa / Sterile rods for spinal osteosynthesis

ASTM 04101:2017 CraHg\KrHas crieumdmkaly Ha matepuanbl 4ns
VIFDKEKLIMV 1 3KCTPY3UM MONMMPOMTIeHa

ASTM 06778:2014 CraHaapTHas cvcTeMa KnaccugmKaLym 1 0cHoBa s
crieLmdrKaLmy MaTepuasios [HA MTLA W SKCTPY3UM U3 MOMMOKCUMETIIEH

ASTM 06100:2017 CraHaapTHas creLpdrkaLmsa Ha aKCTpYMpoBaHHbIe,
KOMMPECCUOHHbIe W UTble NOZ, faBNeHneM thopMbl U3 MONMOKCUMETINEHA
(POM

ASTM 06394:2014 CraHfapTHast crieLdmKaums Ha Cy/boHOBbIE MacTUKA
(SP)

ASTM B221:2014 CraHgapTHast crielydyKaLms Ha aKCTPYAVpOBaHHbIE
MPYTKM, CTEPXKHI, MPOBO/IOKY, MPOINW 1 TPYObI 13 atoOMUHIA 1
a/tOMVHVEBBIX Cr/1aBOB

EN 1041:2008 VHchopmaLys, NpesocTasnseMas npy npov3BoacTee
MeAULIMHCKVX V3LeMnii

EN 1SO 13485:2016 MegmupmHcKue nsgenvs - CucteMa MeHeKMeHTa
KayecTBa ¢ TpeboBaHVA ANS Lieniel peryvpoBaHms.

EN ISO 14971:2012 MezofUHHCKHe M3fienns - MpUMEHEHWEe MeHeKMEHTa
prcKa K MEAVILIMHCKUM U3AENMam

EN 1SO 62366:2008 MeauuyHcKue unenus ¢ MprMeHeHre TEXHNKN
10386UINTY K MEAVLIMHCKUM U3[ENAM

1SO 16061:2015 IMprbopb! 4151 MCMOb30BaHUS COBMECTHO C HEaKTVBHbIMW
XUPYPruyeckumMmn umnsiaHtatamn. O6LLye TpeboBaHus

MEDDEYV 2.12/1/Rev 8: 2013 PyK0oBOACTA0 MO C/CTeMe 6ANTENBHOCTY B
OTHOLLIEHUW MEAVLIHCKUX V3LenniA

NB*MED/2.5.2/Rec8:2008 Coo6LLeHMe 06 M3MEHEHWAX B KOHCTPYKLMN 1
M3MEHEHUAX B CUCTEME KaYecTBa.

1SO 10993-1:2009 Bronornyeckas OLieHKa MEAVLIAHCKUX W3aenuii « YacTb I:
OLeHKa 1 VCTIbITaHVA WTPeTbe 13faHve

ASTM F1717:2015 CraHAapTHble MeTOAb! UCMbITaHWUIA KOHCTPYKLV
CMUHANbHbIX VMMIAHTATOB MNPV BEPTEGPIKIOMUM

ASTM F1798:2013 CTaHaapTHBbIA METOZ, UCTIbITaHWIA [N OLEHKMN CTATUHECKNX
1 YCTa/IOCTHbIX CBOVICTB COBAVHUTENbHBIX MEXaHV3MOB 1 Y3/108B,
UCMO/b3YEMbIX B UMIM/IaHTaTaX [y apTPpo/e3a No3BOHOUHMKa

ASTM 04101:2017 Standard Specification for Polypropylene
Injection and Extrusion Materials

ASTM 06778:2014 Standard Classification System and Basis for
Specification for Polyoxymethylene Molding and Extrusion
Materials (POM)

ASTM 06100:2017 Standard Specification for Extruded,
Compression Molded and Injection Molded Polyoxymethylene
Shapes (POM)

ASTM 06394:2014 Standard Specification for Sulfone Plastics (Sf)
ASTM B221:2014 Standard Specification for Almninum and
Aluminum-Alloy Extruded Bars, Rods, Wire, Profiles, and Tubes
EN 1041:2008 Information supplied by the manufacturing of
medical devices

EN ISO 13485:2016 Medical Oevices - Quality Management
system- Requirements for regulatory purposes.

EN ISO 14971:2012 Medical Oevices - Application of Risk
Management to Medical Devices

EN ISO 62366:2008 Medical Devices -Application of Usability
Engineering to Medical Devices

1SO 16061:2015 Instrumentation for use in association with non-
active surgical implants. General requirements

MEDDEYV 2.12/1/Rev 8:2013 Guidelines on Medical Device
Vigilance System

NB-MED/2.S.2/Rec8:2008 Reporting of design changes and chang :s
ofthe quality system.

1SO 10993-1:2009 Biological Evaluation of Medical Devices - Pailt
1: Evaluation and Testing - Third Edition

ASTM F1717:2015 Standards Test Methods for Spinal Implant
Constructs in Vertebrectomy

ASTM F1798;2013 Standard Test Method for Evaluating the Stati
and Fatigue Properties of Interconnection Mechanisms and
Subassemblies Used in Spinal Arthrodesis Implants

Mo Bcem Bompocam, BK/tOYas anobbl Ha mpogykumio, pemoHT 1 Contact for all questions, including complaints, repair and
Texo6CMyKMBaHMe, 06paLaThes K YnonHomoueHHoMmy MpeactasuTento B service of medical devices the Authorized Representative in

Poccuiickoii deaepayn:
00O «Me[fTPOHNK»

123112, .
MpecHeHckas Hab., 4. 10, at. 9, nometw. 11, kom. 41

Ten.: +7-495-580-73-77, dhakc: +7-495-580-73-78. www.medtronic.ni

CtpaHmuya 9 m 30
MpenocTaBnaeTca no TpeGoBaHMIO

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

Russia:
Medtronic, LLC
MockBa, BH. Tep. I. MyHMLMNanbHbIA OKpyr [pecHeHckuid, 123M12, Moscow,
Presnenskaya nab., 10, floor 9, office I1I, room 41

inter.c. Presnensky Municipal District,



Nipiacieeiae &t HACTRYRUMAM NO NpiMenaimo/ Appendix to the instructions for Use

OCTOOCHNTRES NOSROHONHNKS / Starile rods fof 3
| T™.: +7495.580-73.77, Fax: MS-SOO-?S-T&,'
o RO g

Crpummm 10m 3
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Npaciernie & KNCIPYEUMAN NO NDHUMEHEKInG/ Appendix to the Instructions for Use
CTapain CYRPAARIME AAN OCTROCHHTESD MOICHOHINS / Storile rods for spiaal osteosyathasis

Cropwess ssorxyveit
$.5 soa x 30 mm / Cwrved vod LINED PRE-BENT
ROD, 5.5 tun x 30 wan

cw.mwm'éomsﬁm.
5.5 304 x 40 s / Curved rod LINED PRE-BENT
ROD, 5.5 mm x 40 mm

LINED PREDENTROD | o

Temwuane coumpmocmn/ Tochmicl specifications

Mpstasonss LAppendix 1

(RORN NE PRI O UND

otherwise %o

)

Toweon 7 Longlh — 30w 2 %7 30 mam = 5%
Jimasiorp / Dismotor - 5.5 ww + $% /5.5 um & 5%
Macea/ Weight - 366 1/3.66 g £ 3%
IHepoxosarocte (M) / Ronghnaes (pa)- maxs 0.8/

Toscgouers oSpastm / ssmple sucface ~ Maronax /
Matee

Jinrwen / Leagih - 40 uu & 5% 7 40 mm + 5%
JHremorp / Diameter - 5.5 aou & $% 7 5,5 num + 5%
Maccs / Weight — 4,76 /476 g + 5%
leperxosarocts (wkw) / Roughness {pm)- maxe 0.8/

max 0.8

Tosepxnocts obpssa / sarmple nwface — Marosan /
Matte

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

Crpoom 1109
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NPUACHEHNE X MHCTDVIUIIM 1O Npuminering/ Appendix to the Instructions foc Use

Crepussnn wyornyTuk LINED PRE-BENT ROD,
5.5 mas x 50 mm / Curved rod LINED PRE-BENT
ROD, 5.5 mm x 50 mm

Crepwetis wsoriymufi LINED PRE-BENT ROD,
$.5 sk % 60 mm / Curved rod LINED PRE-BENT
ROD, 5.5 mm x 50 mm

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

Crpwamm 120 38

CTOpuim CTEPUARIGIE A/ OCTEOCHITERE NOSRONCUHND / Starile fods for spinal ostecsynthesis

Tiawna 7 Langth — S0 ae & 5%/ 50 mm + 5%
Amamerp / Dismeter - 5.5 10 £ 5%/ 5,5 men = 5%
Maccs/ Weight — 587 r/5.87 g 3%
Illepoxosaracts (M) / Roughmess (m)- wwxe 0.8/
max 0.2

Tioeppxuocs oSpasia / sample surface - Matosan /
Matte

T o / Length - 60 uw & 3%/ 60 wm = 5%
Jiscaacerp / Dismeter — $,5 sse # 5% / 3.5 mm & 5%
Macoa / Weight - 6,99 1/ 699 g £ 5%
HlepoxosatocTe (Mxm) / Roughness ()~ saxc 0.8/

max 0.8

MosepxuocTe obpasua / sample murface — Marosas /
Matie




NPMAGHGENE K MHCTIYIMAA NO NPIeoMenDy Appandix to tha instructions for Use

Crepmess msorsyTialt LINED PRE-BENT ROD,
5.5 v x 70 mm / Curved rod LINED PRE-BENT

ROD, 5.5 mm x 70 oan

Crepxesn HPECIOAI LONGITUDE
CHROMALOY ROD, 5.5 mm x T0 um /
Percuteneons od LONGITUDE CHROMALOY
ROD, 5.5 mm x 70 mm

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

Crpussu 13100

CTepmm CrOpVUIIIE ARS OCTROCHITESE NOBSONOwNa / Sterile rods for spind osteosynthatis
Dmana / Longth — 70 v & 5%/ 70 com + 5%

Zosetp / Discoster — 5.5 um £ 5%/ 5,5 mm * 3%
Macen / Weight -2 r/ B g% S%
1llepoxosarocTs {smu) / Roughnass (um)- swxs 0.8/
max 0.2

Tlosspuaocrs olipestn / cample surface ~ Matosan /
Marte

Jwom / Lengihy — 70 s + 5%/ 70 mun & 5%
Dmamerp / Dismoter — 5.5 M & 3% /5,5 mmn = 3%
Maces / Weight - 15,1 r/15.1 g+ 3%

UlepoxowarocTs (Mand) / Roughnoes {(um)- 2.00 ~
3.7%/200-3.7%

Tloacpxuocts obpase / sasaple surface — Marosas /
Matte




MpunoxeHne K NHCTpykumsam no npumeHeHuo/ Appendix to the Instructions for Use
CTep>XXHWU CTepUsbHble A4N1A OCTEOCMHTE3a NO3BOHOYHMUKA | sterile rods for spinal osteos ~nthesis

CrepeHb YPECKOXKHBIN LONGITUDE
CHROMALQOY ROD, 55 MM x 80 mwm /
Percutaneous rod LONGITUDE CHROMALOY
ROD, 5.5 mm x 80 nun

CrepxeHb YPECKOXKHBIN LONGITUDE
CHROMALOY ROD, 55 mm x 90 mm /
Percutaneous rod LONGITUDE CHROMALOY
ROD, 5.5 mm x 90 mm

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

[nunHa/ Length - 80 mm+ 5%/ 80 nun + 5%
[Ovawvetp/ Diameter - 5,5 My + 5%/ 5,5 mm + 5%
Macca/ Weight- 17,11 /17.1 g+ 5%

LLlepoxosatocTb (Mkm) / Roughness (4T)- 2.00 —
3.75/2.00-3.75

MoBepxHocTb obpasLuia/ sample siuface - Martosas /
Matte

[nunHa/ Length - 90 Mm + 5%/ 90 mm + 5%
[Jvametp/ Diameter - 5,5 Mm £ 5%/ 5,5 mm + 5%
Macca/Weight- 191 r/ 191 g+5%

LLlepoxosatocTb (Mkm) / Roughness (pm)- 2.00 -
3.75/2,00-3.75

MosepxHocTb obpasua/ sample surface - Matosas /
Matte

CrpaHum> 1413 30
MpeaocTwAscTcs No Tpe6oBaHNio



NIPHACNCIHIE & MHCTDYRLNAM NO NPMMEHEH0/ Appandix to the Instructions for Use

Cropamess apeckooil LONGITUDE
CHROMALOY ROD, 55 mu x 100 s /
Percatantons rod LONGITUDE CHROMALOY
ROD, 3.5 mm x 100 mm

Cropmems . wpookemnm@lt  LONGITUDE
CHROMALOY ROD, 5.5 ws x 110 wn /
Percutancous rod LONGITUDE CHROMALOY
ROD, $.3mm x 110 mm

Tiomm / Langth - 100 un = 5%/ 100 o = 3% |
Slwancntp / Dismetor — 3,9 s + 5%/ 5,5 tow & 5%
Macoa 7 Weight - 21,1 1/21.1 g+ 5%

LliepoxosarocTs (uxm} / Rooghness (pm)- 2.00 -
375/ 100~-3.78

Mosepxsocrs obpasun / wmple surface ~ Matosas /
Matte

Tmra / Loagth — 110 wm = 5%/ | 10 rum & 5%
Siamerp / Diaenoter — 5,5 was £ 5% / 5,5 tan + 3%
Macea !/ Weight-232r/ 3.2 g+ 5%

Ileponosarocts (somd) / Roughness (pm)- 2.00 —
3,74/200--3.75

Tonegtaocts oSpesas / sample surface — Maroass /
Matio
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MpMACHBIME K MHCTPYILIAM N0 NS/ Appendix to the tastructions for Use

Crepmows FPOTRURIEH LONGITUDE
CHROMALOY ROD, 55 mm x 120 wm /
Percutancous rod LONGITUDE CHROMALOY
ROD, 5.5 men x 120 o

Crepaen spocrommait LONGITUDE
CHROMALOY ROD, 5.5 ww x 130 wm /
Pescutancous rod LONGITUDE CHROMALOY
ROD, 5.5 am x {30 own

CTaponim CTEDNABILE AR OCTROCHHTES Nadsontnvma [ Starle rods for spinal osteosynthesis

Tiasasa/ Longth — 120 s £ 5%/ 120 mm = 5%
Jsaserp / Diameter - 5,8 s & $% /5,5 auns £ S%
Macon / Weight —252£/25.2 g 4 3%

1lepoxosarocTs (M) / Roughnoss (um)- 2.00 -
1751200378

Nosspoaocts ofpasia / sample sarface - Marusas /
Mmic

Timma / Leagth — 130 i £ 5%/ 130 mam £ 5%
Tmsseevp / Disnatar — 5,5 ua = 5%/ 5,5 mm & 5%
Maccs / Weight =272 172721 5%

Liepoxossrocts (Mxm) / Roughnees (wm)- 2.00 -
3.78/200-3.7%

Tloaepxuocts obpssne / sample swface - Marossa /
Msite
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Nipracmessit 1 UacTayrapm N0 NPsmeneino/ Appendix to the instructions for Use

CHROMALOY ROD, 55 sum x 140 sm /
Percutaneous rod LONGITUDE CHROMALOY
ROD,.$.5mm x 140 mm

Crepmens wpeckoossih LONGITUDE
CHROMALOY ROD, 55 wu x 150 sm /
Porcutznsous rod LONGITUDE CHROMALOY
ROD, 3.5 mm x 150 mm

Crepmoms TPECRONIBIN LONGITUDE

nthesls

Timem 7 Loagth — 140 su % 5%/ (40 man = 5%
Asanerp  Disncter - 5,9 wa £ 5% / 5.5 mm + 5%
Macca / Weight —292r/292 g k 5%

Hiepoxossrocrs (wxm) / Roughnees (pm)- 3.00 -
31.78/200-~3.75

Tosopuosts ofpasas / sample surface — Meroses /
Mane

Bmra ] Leagth — 130 W & 3%/ 150 mm 5%
Tisowncorp / Diwnoter - 5,5 wms £ 5% / 5,5 mm + 5%
Macos / Weight - 313 r/31.3 g2 5%

1llspoxosarocts (sun) / Roughness (pm)- 2.00 -
375/2.00-3178

MosepxnocTs obpasua / sample sface ~ Mavozas /
Matte

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Nipusonemme K HHCTRYmpMM 70 Npsenems/ Appendi to the mstructions for Use

Crepom apecroacml LONGITUDE |
CHROMALOY ROD, 5.5 mm x 160 mn /
Percutaneous rod LONGTTUDE CHROMALOY
ROD, 3.5 mm x 160 oarm

Crepnum CTEpNALIME A1 OCPROCKNTED NOSSOHTN UK [ Sterile rods for spiaal osteosynthesis

Tuos / Length ~ 160 wu % 5%/ 160 mm & 5% |
JHnserp / Dinmeter — 5,5 s & 5% / 5,5 mn = 5%
Macca/ Weight 333 r/33.3g1 5%

Wiepoxosarocn (Mxu) / Roughness (pm)- 2.00 -
3.75/200-378

TosepxmooTs obpesus / sxmply surface — Maroasa /
Maite

Crepaeus specxouHat PREBENT
PERCUTANEOUS ROD, 5.5 w4 x 30 um /
Percotancous cod PREBENT PERCUTANEOUS
ROD, 5.5 mm x 30 mm

T / Leagth — 30 s £ 5%/ 30 mm + 5%
Jmasserp / Disnater — 5,5 s 5%/ 5,5 mm + 5%
Macca/ Woight -3 8r/3.8g+ 3%

iepoxcwerocts {uxa) / Roughoess (um)- 2.00 -
3757200 -3.75

MosspxmocTs obpasms / sample sarface — Myrosas /
Matts
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TIPRACHISHIE K IHCTOYKLNAM NO NPHMENSIND/ Appendix to the instructions for Use

Crepmens wpeckominall
PERCUTANEQUS ROD, 5.5 Mm x 28 mm /
Percutancons sod PREBENT PERCUTANEOUS
ROD, 5.5 mn x 35 mun

Cropauois wpecxoxnail PREBENT
PERCUTANEOUS ROD, 5.5 wn x 40 ww /
Percutaneous rod PREBENT PERCUTANEOUS
ROD, 5.5 mm x 4¢ ;nm

Crepwess wpoCKomteil PREBENT
PERCUTANEOUS ROD, 5.5 mu x 45 au /
Percutawons rod PREBENT PERCUTANEQUS
ROD, 5.5 mm x 45 mm

UWWEWWM‘MMMlﬂ osteosynthesis _ _
PREBENT HAxwm / Length - 35 sm & 3%/ 35 mm £ 3%

Tiraseuvp / Dinmwter - 5,5 mm £ 5%/ 5,5 mm £ 5%
Macca / Weight - 438 r /4.38 g+ 5%

[lapoxosarocts (wxw) / Roughaess (um)- 2.00 -
3.75/2.00-3.78

MowepxaooTe obpasita / ssmple neface ~ Merosss /
Maite

Tiaute 7 Langth — 40 s = 5%/ 40 mm 2 5%
Jisamerp / Dismeter — 5,5 vt £ 5%/ 5,5 mm & 5%
Macca / Weight - 4.9 r /495 & $%

Iepoxosaroars (Mxu} / Roughoess (xm)- 2.00 —~
373/200-3.78

Tloseprnocts ofipasua / sample surface ~ Marosas /
Matte

Dosm / Lengih — 45 um + 5% /49 mm £ 5%
Jisserp / Dismeter — 5,5 um £ 5%/ 5,5 mm + 3%
Muces / Weight - 5,46 r/ 546 g £ 3%

Iilypoxosarocts () / Roughaess (pm)- 2.00 -
3.75/200-3.75

TosopxuocTs 0bpasia / ssmpls sxface - Matonas /
Motts
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Crepesms FPpecxoTIIH PREBENT
PERCUTANEQUS ROD, S.5 um x 30 um /
Percutancous rod PREBENT PERCUTANEOUS
ROD, 5.5 mm x 50 mm

Npuatissy & MacTpyRUMANM NO APMiAsHEIND] Appendix to the instructions for Use

_ CTap:Mm CRRpUAMMAE AN CCTEOCHHPRES NOBBONOH MY / Sterile rods Jor spinal osteosynthesis

Crepweins gpecuomcimiil PREBENT
PERCUTANEOUS ROD, 5.5 mm x S5 mm /
Percntansous rod PREBENT PERCUTANEOUS
ROD, 5.5 oamn x 55 mmn

Crepamus wpecxoarE i PREBENT
PERCUTANEOUS ROD, 3.5 mx x &0 MM /
Percutancovs rod PREBENT PERCUTANEOUS
ROD, 5.5 mm x 60 nun

Tiwws / Lengh — 50 a0 & 5%/ 50 mm & 5%
JDusaerp / Dismeter — 5.5 im £ 5%/ 5,5 mm + $%
Muces / Welght - 5,9 r/59 g+ 5%

Wepaxosarocts (ua) / Rowghsess (um)- 2.00 ~
3.75/200-375

TlosepxmocTs ofpastm / sample snface - Marosan /
Matte

Tismea / Length - 35 s = 5%/ 55 man + 5%
JDrwscerp / Dismeter — 5,5 une £ 5%/ 5,5 me & 5%
Macca/ Weight - 6,531/6.53 g+ 5%

epoxosarocTs {Mxw} / Ronghuess (pm}e 2.00 -
3.28/200-3.75

Toweponocts obpasus / sample surface — Mavosas /
Matte

Janna / Leagth - 60 mm £ 3%/ 60 mm + 5%
Dmametp / Diseneter — 5.5 wat £ 5%/ 5,5 mm £ 5%
Maces/ Weight ~ 7071/ 707 g+ 3%

1llepoxcaarocms (vx) / Roughnoess (um}- 2.00 ~
3.7%/200-375

Mosepxnocte obpasia / sampls surfece —~ Maronsa /
Mutte

Ch-wu!
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MpunoxeHne Kk NHCTpykumsam no npumeHerHunio/ Appendix to the Instructions for Use
CTepxHU CTepUbHbIE 151 0CTEOCUHTE3a NMO3BOHOYHMKA / Sterile rods for spinal osteos /nthesis

CrepxeHb UPECKOXHbIN PREBENT
PERCUTANEOUS ROD, 55 MM X 65 mm /
Percutaneous rod PREBENT PERCUTANEOUS
ROD, 5,5 mm X65 mm

Crep>keHb YPECKOXKHbIN PREBENT
PERCUTANEOUS ROD. 55 MM x 70 mm /
Percutaneous rod PREBENT PERCUTANEOUS
ROD, 5,5 mm x 70 mm

Crep>keHb UPECKOXKHB IV PREBENT
PERCUTANEOUS ROD, 55 MM X 75 MM /
Percutaneous rod PREBENT PERCUTANEOUS
ROD, 55 mm x 75 mm
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[OnvHa/ Length - 65 Mm% 5%/ 65 mm+ 5%
eTp/ Diameter - 55 MM+ 5% / 5,5 mm + 5%
Macca/ Weight- 7,6 r/7.6 g+ 5%

0X0BaTOCTb (MKM) / Roughness (pm)* 2.00 -
3.75/2.00-3.75

pXHOCTb 0bpasua/ sample surface - Matosas /
Matte

[OrvHa/ Length - 70 Mm% 5% / 70 mm + 5%
[Jvametp/ Diameter - 55 Mm+ 5%/5,5 mm + 5%
Macca/Weight-8,14 r/8,14 g + 5%

LLlepoxosatocTb (MkM) / Roughness (pm)- 2.00 -
3.75/2.00-3,75

MoBepxHocTb 06pasuia / sample surface - Matosas /
Matte

AnvHa/ Length- 75 MM + 5%/ 75 mm + 5%
[Jvametp / Diameter—5,5 mn+ 5%/ 5.5 mm = 5%
Macca/ Weight - 8,68/ 868 g+ 5%

LLlepoxosatocTb (Mkm) / Roughness (pm)- 2.00 -
3,75/2.00-3.75

MosepxHocTb 06pa3uia / sample surface - Martosas /
Matte

CtpaHHWw?21 1030
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Mipwacaceies x HACTRYLGM NO NPieHEHN0/ Appendix to the instructions for Use

Cragam Craguiminie A OCTEOCHWTESS HODSONCs / Sterits rods for spinsl osteos)

Crepwess

ROD, 5.5 mm x 80 mm

PERCUTANEQUS ROD, 5.5 mum x 80 ux /
Percutancous rod PREBENT PERCUTANEOUS

PREBENT

Thama / Length — 20 aw = 5%/ 80 mm + 5%
Iieawerp / Dissnoter - 5,5 uae + $% / 5,5 mm £ 5%
Macea/ Weight -9,2r/9.2 g 2 5%

IepoxoanvocTs (soxu) / Roughaess (um)- 2.00 -
3.75/200-3.78

TMosepxincts ofpasus / sample mrface ~ Murosas /
Mase

ROD, 5.5 mm x 35 mm

Creapern RPeCROKImI
PERCUTANEOUS ROD. 5.5 ww x 85 wox /
Pearcotaneons rad PREBENT PERCUTANEOUS

PREBENT

Timewa / Length — 85 wm £ $%/ 85 mm + 5%
JHAnasrcrp / Dizmeter - 5,5 w2 5% / 5.5 mim + 5%
Maces / Weight =9,75r /975 g £ 5%

Iicpoxosarocts (uaxu) / Roughnoss {wm)- 2.00 -
A75/200-3.78

NMoaepxmocrs oSpasus / sample sueface — Marossa /
Masts

ROD, 5.5 mm x 90 mm

Cropmons wpockonHmil PREBENT
PERCUTANECQUS ROD, 5.9 wm x 90 e /
Percutanecus rod PREBENT PERCUTANEOUS

Tiamea / Length - 90 Ma & 5%/ 90 mm £ 5%
Tssamorp / Diamater — 5,5 sos & 5% / 5,5 mum + 5%
Mucoa/ Weight - 102 ¢/ 10232 5%

Wepoxoasrocrs (uxu) / Roughness (um)- 2.00 -
3.75/200-3.75

MesepxmocTs obpastm / semple surfilcs - Matoasse /
Maidie

Crpmanp 31 10 20
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Crepmws wpocrRoraiit PREBENT Omam / Loagth — 100 mw 3% / 100 sum + 5%
PERCUTANECUS ROD, 5.5 st x 100 g /

Percutanecus rod PREBENT FERCUTANEOUS Ronecyp / Dismeter - 5,5 s & 5%/ 5,5 man + 5%
ROD, 5.5 mm x 100 mm Maces/ Weight - 11,35/ 113 g4+ 5%
opoxossrocrs (wxx) / Rowgheuass (um)- 2.00 -
3.75:2.00-3.73

TMosepxnocTs ofpasas / sample surface — Marosas /
Matse

Cropmesns specnomasit PREBENT Mnan.ﬂl-llOnéﬁUllOm*S%

PERCUTANEOQUS ROD, 5.5 um x 110 am / .

Peecutmoous rod PREBENT PERCUTANEQUS Buanerp / Dismetor - 5,5 w £ 5% /5.5 man £ 5%

#OO, 5.3 11w Macen/ Weight - 124 1/ 124 g+ 5%
[KspoxossrocTe (s} / Ronghness (um)» 2.00 -

3.75/2.00-3.73
Tosspxmoots ofpasa / sample surfaco ~ Mevasax /
Matte
Cropaees CAPPED ROD, 5.5 s % 30 unt / Rod Tinwtsa / Loagih — 30 uu £ 5%/ 30 mm 2 5%

CAPPED ROD, 3.5 mm x 30 nm
Ponicerp / Dipngter - 3.5 um + 5% /5.5 mm & 5%

Maccs / Weight =75 1/ 7.5 g & 3%

[lepoxoserocts (seas) / Roughness (pm)» 2.00 -
3.75/2.00-3.75

TMosepxmocTs oGpasaa / sample sarface — Matossn /
Matte

wnu?
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Pipsuosicatting X MHCTDYMUMM RO ApHMeneme/ Appendix ta the nstructions for Use

Crepwess CAPPED ROD, 5.5 x 35 um/Rod
CAPPED ROD, 5.5 nun x 35 mm

Cregmerm CAPPED ROD, 5.5 wom x 40 3 / Rod
CAPPED ROD, $.5 mm x 40 mm

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

prthesis

Tinwwen / Loagth — 35 um £ 5%/ 38 mm = 5%
Hwwcrp / Dismeter - 5,5 use £ 59/ 5,3 mm & 5%
Maces / Weight -8,Sr/8.5g2 3%

1liepoxosatocTe (wxm) / Rougimoss {(um)- 2.00 -
3.78/200-3.75

Tosepxuocs oBpasim / sample susface — Mavosax /
Mass

Tiwwa / Loagth - 40 um = 3% / 40 mm 2 5%
Jsaserp / Dismotsr ~ .5 e = 5% 7 5,5 o + 5%
Macon / Weight - 9,52 r/9.52 g+ 5%

LlkepoxosaTocTs (swmm) / Roughness (jun)= 2.00 -
3.75/200-375

Tosepxuocs oSpasim / sample surface ~ Mavosas /
Matta

Crpummn 24 x 30



MIPMACSRINE K MHCTOYKUNMR NO NPwwensiauo/ Appendix to the lnstructions for Use

Cropxess. CAPPED ROD, 5.5 Mm x 45 st / Rod
CAPPED ROD, 5.5 mm x 4S oam

Crepaens CAPPED ROD, 5.8 ane x 50 s / Rod
CAPPED ROD, 5.5 mm x S0 mm
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pothesls

Timesa / Longth— 43 Mm £ 3%/ 45 mm & 5%
JTiwaseetp / Dinmeter - 5,5 st & 5%/ 3,5 mm + 3%
Maccs / Weight - 10,5 r/ 105 g+ 3%

Wepoxossvocrs (wxm) / Roughness (m)- 2.00 -
3.75/200-3.75

Noscpxpocers oSpasim / sample rusface - Mavosas /
Matie

Tucams / Longth— 50 M £ 5%/ 50 mm £ 5%
Ruanerp / Diameter = 5,5 um £ 5% / 5,5 mm £ 5%
Macca/ Weight - 11,9 r/ 115 g & 5%

Wepononarocts (sxw) / Roughnese (jam)- 2.00 -
175/2.00-3.75

Mossprmocts obpasua / ssaple surface ~ Matosas /
Matio
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CIpRADNEWNE & UNCTRYRUKIS N0 NpRMSHeno/ Appendix ta the insiructions for Use

Crepmeen, CAPPED ROD, 5.5 mu x 55 st / Rod
CAFPED ROD, 5.5 mm x 55 mm

Crepwens CAPPED ROD, 5.5 s x 60 M / Rod
CAPPED ROD, 5.5 mm x 60 mm

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

Crposnitia 26 m 38

Dimass 7 Length = 53 WM = 5%/ SS mmm = 5%
Anzuerp / Disseter — 5.5 unt £ 5% / 5,5 mm + 5%
Maoca / Weight - 12,3 r/12.3 g+ $%

(Uspoxosarocms () / Rougimess (pm)- 2.00 -
3.78/200-3.75

Mosopxuccrs o6pasin / sample murface ~ Mavosax /
Mato

Timwwea / Lumpgth — 60 ua £ $%7 60 mm £ 5%

Jusaterp / Diamoter - 5,5 uoa & 5% / 5,5 mm + 5%
Macce / Weight - 13,5/ 13,5 g4 3%

Wepoxoasrocrs (www) / Roughness (jum)- 2.00 -
3.78/200-1375

TlonepsnocTs obpanw / sample surfincs — Marosas /
Matte




NeAcasnes i MHCTEVINWAM NC NOWWENE IO/ Appendix to the Instructions for Use

Cr L] OCTROCMIETESD pasa / Stesile rods for _
Cropows CAPPED ROD, 5.5 sm x 65 um 7 Rod Jmsutn / Length — 65 sw & 5% / 65 mom = 5%
CAFPED ROD, 5.5 o x 65 mm
Huamorp / Diametor - 3,5 a2 $% /5,5 own 2 5%
Macca/ Weight - 14,5 r/14.5g:5%
1llepoxosarocrs (vacd) / Roughness (pm)- 2.00 -
3.75/200-3.75

TMosepxmocTs: oGpwam / smnple sarface ~ Marosas /
Matte

CWCAPPEDROD.S.Sux?OwIM Jwns / Leagts - 70 um £ 5%/ 70 mm & 5%
CAPPED ROD, 5.5 o x 70 sxn

Jstaaserp / Diameter - 5,5 aum £ 5% /5.5 men 1 5%
Mucca / Weight — 156 /156 g £ 5%

lepoxonaroors (sxx) / Roughness (um)- 2.00 -
3.75/2.00-375

Tioaopcnocth opaca / sample surface - Matosas /
Matte

Crposmup 27 5 30
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MpunoxeHne Kk MHCTpykumsam no npumeHenunio/Appendix to the Instructions for Use
CTepXXHW CTepunbHble A4NA 0CTeOCUMHTe3a No3BOHOYHMKa/ Sterile rods for spinal osteosynthesis

CrepeHb ROD, 3.S um x 300 um / Rod ROD.
3-5 mm X300 nun

CrepxeHs PRE-CUT/BENT CHROMALOY
PLUS ROD 3.5 X70 mm / Rod PRE-CUT/BENT
CHROMALOQOY PLUS ROD 3.5 x 70 mm
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Crpanuua Z8ra 30
IMpepocras-neTcx no Tpe6oBaHmMio

[OnvHa/ Length - 300 Mm £ 5%/ 300 mm + 5%
[vawmertp / Diameter- 3,5 MM+ 5%/ 3,5 mm + 5%
Macca/Weight-5,85 r/5.85 g+5%

LLlepoxoBatocTb (MkM) / Roughness (pm)- maxc 0,8/
max 0.8

MoBepxHocTb 0bpastia/ sample surface - Martosas /
Matte

[OnvHa/ Length - 70 Mm+ 5%/ 70 mm + 5%
[vavetp/ Diameter - 35 MM+ 5% / 35 mm + 5%
Macca/ Weight—5,7 r/5.7 g + 5%

LLlepoxoBatocTb (Mkm) / Roughness (pm)- makc 0.8/
max 0.8

MoBepxHocTb 06pasuia / sample surface - Matosast /
Matte



(IPUAGHINIR & MNCTRYIUWENW NO Npwaaramtio/ Appendic to the instructions far Use

Crpunne 39 0 38
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npunoxexue K MHCTpykumam no npumeHerunio/ Appendix to the Instructions for Use
CTep>XHU cTepubHbIe /19 0CTeOCHHTe3a N03BOHOYHMKa/ Sterile rods for spinal osteosynth

CrepxeHb PRE-CUT/BENT CHROMALOY [OnvHa/ Length- 100 Mm £ 5% /100 mm + 5%
PLUS ROD 3.5 X100 vm/ Rod PRE-CUT/BENT i
CHROMALOY PLUS ROD 3.5 x 100 mm ﬂ,W:lMeTp/ Diameter - 3,5 UM + 5%/ 3,5 mm+ 5%

Macca/ Weight - 821 /821 g+ 5%

LLlepoxosartocTb (MkM) / Roughness (pm)- makc 0.8/
max 0.8

MosepxHocTb obpasua/ sample surface - Matosas /
Matte

CipaHKua }0 u3 30
MpegocTiunAeTca no TpcGoaaHHo
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«MepTpoHuk Codamop AaHek CLI A, NHK.»
(Medtronic Sofamor Daiiek USA, Inc.)

M e d t ron | C 1800 Mupamug, Mneiic,

Mewmdwc, wrat TeHHeccn 38132 CLUA
Ten.: 800.876.3133

YTBEPXOAKO

«MegTpoHuk Co({)amop faHek CLLA, VHK.»
(Medtronic Sofamor Danek USA, Inc.), CLLIA

Cr. cneymanncT otAena HOpMaTnMBHO-
NnpaBoBOro peryaMpoBaHua
(LOMKHOCTD)

Mwua Yurrudc (Mia Wiggins)
(Mmgn)

<nognucaHo>
(nognuce)

23.08.2023 .
«[€eHb» mecaL (undpamm)

MpunoxeHne K «9KcnyaTaLnMoHHOR JOKYMEHTALMN Ha MEAVLIMHCKOE U3Aenmne» 418 perncTpaumumn Ha
TeppuTOopum Poccuiickoii Peaepatym

CTep)KHVI CTepuUnbHbIE ANA OCTEOCUHTE3A MO3BOHOYHUNKaA

Mpowv3BoauTeNs:
«MepatpoHuk Codhamop AaHek CLUA, HK.» (Medtronic Sofamor Danek USA, Inc.),
1800 Mupamwug, Mneiic, Memdmc, TeHHecen 38132, CLLIA

OKPYT LUEIBA
LUTAT TEHHECCHU

noarnnCAHO N YAOCTOBEPEHO B MOEM MPUCYTCTBUU 23 ABI'YCTA 2023 NOJA.

<[leyvartb:
BUAEPUA N. YUNNNC (VIDERIA L. WILLIS)
TEHHECCW
<nognucaHo> HOTAPWNYC
Bugepusa J1. Yunnuc (Videria L. Willis)
CpoK feiicTBUA MOMX NOTHOMOUNIA NCTEKAET
05 aBrycra 2024 roga
OKPYT LUENBN>

MepeBoA C aHIINIACKOIO A3blKa Ha PYCCKMIA A3bIK BbIMONHEH NEPEBOAYMKOM VICKYCHbIX AMUTPUEM
AnekcaHgpoBuyem

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



Poccuiickaa ®epepaums
Nopos MockBa
[BeHaguaTtoro ceHTabps ABe ThiCAYU LBajuaTb TPETbEro roaa
A, AnexvH EBreHwii BnagumupoBuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NMOA/IMHHOCTL NoAnucu nepesogymka VIcKycHoix AMutpua AnekcaHposuua.
Mognuce cpenaHa B MOEM MPUCYTCTBUMN.
NTnyHocTb mognucasLWlero JOKYMEHT YCTaHOB/EHa.
3apernctpuposaHo B peectpe: Ne 57/171-H/77-2023-10-1285.

YnnayeHo 3a COBepLUeHMEe HOoTapuanbHOro geictema: 400 py6. 00 kon.

E.B.AnexuH

MEoMEE-DVIGETED
reaso ™ mct(-a,-0B)
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