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NpuacKenne k MCTPYKUMAM NG NpHmeHermIc/ Appendii to the Instructions for Use
KOHHEXTOPO CTEPHALHRIE A8A OCTROCHHTESA NOIBOHONHIMS /Stavile connectors for spine ostaosynthesis

Mﬂmmmmlm
1. BapiauTs) deuomicms.

1. CTOPARELS JAN oCTCRcwMTEIn Wemenevmzs (D
HORIZON S.8/6.6:

- Kostnexrop LATERAL CONNECTOR CLOSED 5.5-6.0 sx X 6.0 mm 5 35 une;
- Kormexrop LATERAL CONNECTOR CLOSED 5.5-6.0 s x 6.0 um x 40

L
» Komrmxrop LATERAL CONNECTOR SIDE LOAD $.5-6.0 wm x 6.0 wm x 35
L]
- Kosswexrop LATERAL CONNECTOR SEDE LOAD $.5-6.0 mm x 6.0 mm x 40

g
+ Komcarop VARIABLE ANGLE DOMING 5.5/6.0 ase,

Komnexrop noncpeyark X10 CROSSLINK PLATE 28-30 anu,
Kaeescrop nonopetmsit X10 CROSSLINK PLATE 30-34 mw;
Konserrop nonepeumslt X10 CROSSLINK PLATE 34-36 am;
Kormesrop noncpenntit X10 CROSSLINK PLATE 36-39 sut;
Kormextop nomepearme X10 CROSSLINK PLATE 3945 »u;
Kosmescrop nonepenmdt X10 CROSSLINK PLATE 58-80 au;

Kowmarrop omwpesmsit X 10 CROSSLINK PLATE 25 um;
Komsexrop nonopessmail X 10 CROSSLINK PLATE 45-38 un

3. Keamestopsa CTEPRAMELIE AOK  OCTESCRRTCI  TIRGNINMMCR
mmm»-xamma.osm LATERAL CONNECTOR, 13

MAXMLDOMNO&Z&SWTOSMJM
Komsextop AXIAL DOMINO 3.273.5 wu TO 4.54.75 aut;
Kownoxrop AXIAL DOMING 3.2/3.5 ms TO $.5/6.0 aonx;
Konsiexrop OPEN LATERAL QONNECTOR 13 ma;

Kosmexrop MAS EXTENSION CONNECTOR 3.2/3.8 uu;
Kosoxrop MAS EXTENSION CONNECTOR 4.5/4.75 wms;
Komexrop MAS EXTENSION QCONNECTOR $,3/6.0/6.3S5 mm;
Kormwxrop ponepevmmii MAS CROSSLINK SMALL (24-30 anx);
Kornexrop noncpennall MAS CROSSLINK LARGE (40-%5 mm);

| Storile conmectors for spine satousynthesis, consisting of:
}WMbrwummmﬂ 5.5/6.0:

- Cousector LATERAL CONNECTOR CLOSED $.5-6.0 mm x 6.0 mm x
”camumcommmm 3.5-6.0mm x 6.0 mm x
‘%MLATBRALOONNEC'I‘ORSIDBLOADS 5-6.0 mmx 6.0 nm
fm:.am CONNECTOR SIDELCAD 5.5-6 0mmx 6.0mm
fcm VARIABLE ANGLE DOMING 3,5/46.0 tam.

2. Sierile cesmactars for spine ostessyatbesls CD HORIZON X18
CROSSLINK:

Crosslink connector X10 CROSSLINK PLATE 16 nun;
Crosslink connector X10 CROSSLINK PLATE 19 man;
Crosslink connector X10 CROSSLINK PLATE 22 am;
Crosalink connector X10 CROSSLINK PLATE 28-30 mm;
Crosslink connecsor X10 CROSSLINK PLATE 30-34 mem;
Crosaltink connecsor X10 CROSSLINK PLATE 34-36 mm;
Crosslink connector X10 CROSSLINK PLATE 3639 mm;
Crosslink conmector X10 CROSSLINK PLATE 39-4$ aun;
Crosalink connector X10 CROSSLINK PLATE 58-80 mm;
Crosalink connecior X10 CROSSLINK PLATE 25 man;
Crosslink connector X10 CROSSLINK PLATE 45-58 mm.

3, Sterile commecters fer sping osteosyathasis INFINITY:
Closed connsctor CLOSED LATERAL CONNECTOCR, 13 man;
Conpocior AXIAL DOMINO 3.2/3.5 mum TO 3.2/3.5 s
Connector AXTAL DOMINO 3.273.5 mm TO 4.3/4.75 mum;
Conmoctor AXIAL DOMING 3.2/3.5 wum TO 3.5/6.0 men;
Comector OPEN LATERAL CONNECTOR t3 mm,
Connector MAS EXTENSION CONNECTOR 3.273.5 mum;
Cocnector MAS EXTENSION CONNECTOR 4.5/4.75 amm;
Connector MAS EXTENSION CONNECTOR 5.5/6.0/6.35 mm;
Cromlink connector MAS CROSSLINK SMALL (24-3¢ mm);
Crosslink connecsor MAS CROSSLINK LARGE (40-36 mm});

Cromlink coonector ROD CROSSLINK SMALL (24-30 men

O
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npunoxeHue K NHcTpykumam no npumeHeHunto/ Appendix to the Instructions for Use

* KoHHekTop nonepeyHbli ROD CROSSLINK SMALL (24-30 mm), « Crosslink connector ROD CROSSLINK LARGE (40—56 mm).
- KoHHekTop nonepeyHbli ROD CROSSLINK LARGE (40-56 mm),

4. Sterile connectors for spine osteosynthesis TRANSLACE:
4. KOHHeKTOpbl cTepunbHble ANs ocTeocuHTesa nosgoHo4yHuka °* ConnectorTranslace.
TRANSLACE:- KoHblekTop Translace. - Braid Tether (if necessary),
mTecbma Tether (npu Heo6xogumocTn).

Il. Instruction for use

IL MHCTPYKUMUSA NO NPUMEHEHUIO.

2, Ha3HaueHue KOHHeKTOpbl CTepu/ibHble AN OCTeoCMHTe3a MNO03BOHOYHMKA, BapuaHTel Sterile connectors for spine osteosynthesis, in variants: CD HORIZON
MeANUMUHCKOTo usgenus / wncnonHewus: CD HORIZON 5.5/6.0, CD HORIZON XIO CROSSLINK, 5.5/6.0,CD HORIZON XIO CROSSLINK. INFINITY, TRANSLACE are
Prescription of medical INFINITY, TRANSLACE npegHasHauyeHsl  Ans Mcnonb3oBaHus B intended for use in softtissue and bone surgical procedures.

device Xnoyormyeckmx nnovenynax Ha MATKNX TKaHAX N KOCTAX.

3. NHpopmayus O W30enus [ONXHbl UCNONb30BATLCSA TONbLKO KBANU/IMNNNOBAHHBIMY xunynramu These rtevice.s should he u.sed nnlv hv nhvsicians who have completed
noTteHymanbHbIX npowejwnmMn cooTeeTcTeyujee obyyeHne n 3HaKOMbIMU C YCTPOWCTBOM training and consultations with the installation and all possible suigicai

noTpeGuUTensx Me,!NUMHCKOTO M3AENNUU, UX HA3HAYEHNEM, BCEMU BO3MOXHBIMN XUPYPruYeckumun Texunkamn techniques.

nsgenua / Information on

potential consumers of

medical device

4. OnucaHne oCHOBHbIX Cbl. npunoxexHune | See Appendix 1

P YHKLYMOHANBHbLIX 3N1EMEHTOB

MEeAMLNHCKOTO  u3genus n

cnoco6 npuMeHeHus !

Description of the main

functional parts of medical

device. Denlovment Method

S. Bup KOHTaKTa C MOCTOSAHHbIA KOHTAKT C KOCTbI0O U MSATKUMU TKAHAMM Constant contact with bone and soft tissues
opraHnsmMom I Type of

contactwith the bodv

6. AaHHble 0 WHdopmauns Ha pycckosn3blHHOM CTuKepe

MapKknpoBke MeauuMHCKOro [Ns npoaaxu Ha Tepputopuu Poccuitckoit ®efepauynn uHanbHas ynakoBka CONpoBOXAaeTcs AONONHUTENbHbIM CTakepoMm. CTukep 6yAeT HAHeCeH Ha
u3fgenns n ero ynakoBke / TPaHCMOPTHYIO KOPOGKY N 6yAeT CONPOBOX/AaTb 3aKpbiThle BHELW HNE KOHTeHEepbI.

Labeliing and Packaging of Cneayiouias nHchopmaynsa 4onxkHa 6bITb HaHeCEHa Ha PYCCKOA3bIYHOM CTUKepe (MOPS/A0K CNOB M WPNG T TEKCTA, MOTYT N3MEHATLCSA):

medical device . Ha3BaHne MEAULMHCKOTO U34eNius Ha PyCCKOM si3biKe:
. HasBaHue 3aBoja npousBoANTENS;
. Aata U3rotoBneHns
. CTpaHa NPoMUCXOXAEHNS;
. Kopg UPN (kog GTIN);
. Koa CFN (koa REF);
. Nata n HOMep PerucTIrsHUNHHOIO YyNOCTOBEPEHUS;
CrpaHuua 2 n3 25
rno
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NpHAcKEHHE K MHCTPYKUMAM No npmenennn/ Appendix to the Instructions for Use

KOHHEKTOD CTEPYALHME ANA OCTROCHHTESS A0S SONOwKS [Sterile connectors for spine osteosynthesis
. [Mpexynpexune:atae 6 MrdOPMUPYICHEE IMIXM M HAATICH (OGN TFMMTRIC).

Hemuows wesevmczor
Crpam Koa CFN
WW-!’O:
Parmcrpatmionce ¥ o1
Aaen waror /CopuaTopet [Cu. Haerpycsao
: CM, . SHMBOM H
Infermation in Russisn sticker

. Nume of medical devica in Russian lsnguage;
. Name of the masufacturer;

. Country of origin;

. Code UPN (GTIN)

. Code CFN (REF),

. Dsie and oember of Registration Certificase;

. Waming and informing symbols sad inucriptions (if applicable).

7. Hadopucane Not applicable
L

Crpannua 3 w3 2§
NpeaocTasanerca no Tpeosanno
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Npuacwerie K UHCTEYHLMAM N0 npwmeneao/ Appendix to the Instructions for Use

KONHEXTOPM CTEPHALHLIE QAR OCTEOCHHTEA NO3BOHOUHKKa /Stertie connectors for spine ostecsynthesls

Not applicsble.

1 thexs is any doubt or ancertainty concerning the proper use of this
implanty, plesse contact MEDTRONIC. Aoy available saygicat techmiques
will be provided at no charge.

Not applicablc,
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10. Nopasox # yanosm | Yruossupyiive 8 0coorserosnn ¢ Tpefosaineiun wocTROMO 3nrormmiscras | Disposs of in accordance with Jocal logal requirements
yTMneSAL 7.
YIOETTONCHMA
waene/ Precodure amd
conditions for the dispesd or
destruction of a wmodical
device
11, Caromeamn o| Mpoissomerens: Mexvpornm Codasop Hanex KO3, Hamx. (Medtronic Manafacturer: Medtronic Sofamaor Danck USA, inc. {Modtronic Sofamor
NPARISCINTSAY Sofimnor Dansk USA, ko) Dunck USA, Inc.).
MEDMIMNCKOND miacan | 1800 Pyramid Place, Memphis, TN 38132, USA 1800 Pyramid Piace, Msmphis, TN 38132, USA
(wamcexonmmie, axpec | Tex.: §00 3763133 Tel: 800 3763133
MECTOHAXO0KOCHIA, www.medtronic.com ‘werw. modtronic.com
nouromat  apec,  Tenodos, | MpomsancTaommmie nEoMAXH: Manafactering Sites:
anpec %ecTe XpowmoncTes) /| Medaonic Sofemor Dunsk USA, 1nc. 4340 Swinnea Road, Memghis TN 38113 | Medtronic Sofamor Danck USA, Inc. 4340 Swinnsa Road, Memphis TN
Infermation abeut|USA 38118 USA
manwfoctwrer  of medicesl | 2. Medtronic Sofmor Dunek 2500 Silveus 2. Mediyonic Sofamcr Danek Maoufactoring 2500 Silveus Crossing,
Crpanuua 4 13 25
NPeAOCTIRARETCA NO TRaGOEMHMO




device (nawe, location
address, mailing address,
phone number, address of

place of production)

12. Oxwnpaemblit cpok
akcnnyatauum |/ Expected
Lifetime

13. Ycnosus
akcnnyaTtauum [/ Operating
conditions

14. Ycnosus
TpaHcnopTMpoBaHus "
xpaHenns / Conditions of

transportation and storage
IS. FapaHTUiiHbIE
o6szatensctea / Warranty
16. MepeyeHb
HaLMOHaNbHbBIX [
MeX/YyHapoaHblX
AOKyMeHTOB /
cTaHaapToB, KOTOPbIM
COOTBETCTBYeT MeAuLUHCKOoe
nsgenve / The listofnational
and international regulatory

HOpMaTUBHbIX

documents / standards,
which matches medical
device

npuwiokeHvie K Hapykuysiv no npuveHeHnid’ Appendixto the Instructions for Use
KOHHEXTOPb | CTepUBHb B 7 OCTEOOVHTESA. NO3BOHOHHVKA /Steile connectors for spine asteasyrnthesis

46582 USA

3. Medtronic Puerto Rico Operations, Co.

Road 909 Km. 0.4 Bo. 00792 Barrio Mariana, Humacao PUERTO RICO USA
4. Medtronic SofamorDanekDeggendorfGmbH, Ulrichsberger Str. 17,94469
Deggendorf, GERMANY

Mmnnatat: Cpok cnyx6bl n3genus coctaBnseT O[NH O/, B Te4EHNE KOTOPOrO
YyCTPOCTBO O/KHO A0OCTUYL CBOMX XapakTepucTuk (Hanpumep,
MMMOGBUAN3aALMA U CTaBUNIN3aLNA B KAYECTBE JONONHEHUS K CpalleHunio) n
COXpPaHUTh CBOI 6E30TUCHOCTHLAO0 MOMEHTA cpaljeHus. Mocne cpawenus
YyCTPOCTBO AONONHNTENLHO pa3pabaTbiBa€TCA U TECTUPYETCA ANIA TOT0, Y4TOGbI
NPOCAYXNTb NALNEHTY BCIO XU3Hb.

HeT cneynanbHelx Tpe6oBaHWii, 4OCTATOYHO COGNOAEHNA 06GWMUX YyCNOBUA B
onepayuoHHO.

HeT cneunanbHbix Tpe6oBaHMii; A0CTATOUYHO CO6MI0AEHUA 0GWUX YCNOBUNA
MECTHOrO cknaja i TPaHCNopPTUPOBKN.

MeATPOHMK rapaHTUPyeT Ka4ecTBO U3/J€NNA HA BPEMS BCEr0 CPOKa r0HOCTU.

EN ISO 13485:2016 MeagnuyuHckne nsgenns - Cucrema MeHegxmeHTa
KavecTBa - TpeGoBaHNs ANA LeNeil peryinposanms.

EN ISO 14971:2012 MeguuunHckue nsgenna - NpumeHeHne MeHegXMeHTa
pucka K MEAULNHCKAM U3AeNnsM

EN ISO 62366:2008 MeaguuyuHckme usgennsa - NpumeHeHne TeXHUKN
103a6UANTN K MEAULNHCKUM U3JeNnam

ISO 16061:2015 Mpu6opsl ANA UCNONL3OBAHUSA COBMECTHO C HEAKTUBHbLIMM
XNpypruyeckumu umnnaHtatamn. O6uine Tpe6osanus

MEDDEV 2.12/1/Rev 82013 PykoBOACTBO N0 cucteme 64MTeNbHOCTA B
OTHOWEHUN MEAULUHCKUX N3[ennii

NB-MED/2.5.2/Rec8:2008 Coob6ujeHne 06 N3MEHEHNSAX KOHCTPYKLMUMN 1
M3MeHeHUAX CUCTeMbl KayecTsa.

MEDDEV 2.7. 1 ey 3; 2009 OueHka KTMHUYECKNX AaHHbIX; PyKoBOACTBO ANsA
npoussoauTeneii 1 HOTUMNUMPOBAHHbLIX OPraHOB

ASTM F1717:2015 CTaHAapTHbie MeTOAbl UCNbITAHUI KOHCTPYKL KNI
CMUHANbHbIX UMNNAHTATOB NPU BEPTEGP3KTOMUYN

CrpaHuua 5 n3 25
no
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Warsaw, IN 46582 USA Medtronic Sofamor Danek Manu&cturing 2500
Silveus Crossing, Warsaw, IN 46582 USA

3. Medtronic Puerto Rico Operations, Co.

Road 909 Km. 0.4 Bo, 00792 Barrio Mariana, Humacao PUERTO RICO
USA

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

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

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

No specific requirements; general local warehouse and transportation

conditions suffice.

Medtronic guarantees the quality o fthe productthroughout its shelflife.

EN1SO 13485:2016 Medical Devices - Quality Management system- Re> uiremer
EN ISO 14971:2012 Medical Devices - Application ofRisk Management tOmedi
EN ISO 62366:2008 Medical Devices-Application o fUsability Engineeri:: g to Me
ISO 16061:2015 Instrumentation for use in association with non-active gical im
MEDDEV 2.12/1/Rev 8 2013 Guidelines on Medical Device Vigilance S] stem

NB-MED/2.5.2/Rec8:2008 Reporting o fdesign changes and changes o ftl e quali®
MEDDEV 2.7.1/Rev3: 2009 Evaluation of Clinical Data: A guide forma lufactun

ASTM F1717:2015 Standards Test Methods for Spinal Implant Construct in Verti
ASTM F1798:2013 Standard Test Method for Evaluating We Static and Faitigue Pr
Mechanisms and Subassemblies Used in Spinal Arthrodesis Implants
ASTM F382;1995* Standard Specification and Test Method for M etallic
ASTM F1264:1996** Standard Specification and Test Methods for Intran lieduUai)
ASTM F2193:2014 Standard Specifications and Test Methods for Compo ients Us
Spinal Skeletal System

lone Pla



Movnoxevie K VHCTpykuyssiv no npuiveHeHkd Appendix to the Instructions for Use
KOHHEXTOpB! aepiribHbIe [ 0ae0CHHTESa NOsBOHOHHVKA /Sterile connectors for spine osteosyrthesis

ASTM F1798:2013 CTaHAapTHbLIA METOA NCNbITAHWIA AN1A OLEHKN CTaTUYeCKNX
M YyCTanoCTHbIX CBOWCTB COANHNTE NbHbIX MEXaHM3MOB 1 Y3N08B,
MCNONb3yeMblX B UMNAAHTATaX AN apTPoje3a No3BOHOUYHMKA

ASTM F382;1995* CtaHfapTHas cneuyndmkauma m Metod ucnbliTaHus
MeTanMyeckux KOCTHbIX NNACTUH

ASTM F1264;1996** CTaHfapTHaa cneundukaums u MeToabl UCNbITAHUA
YyCTPOWCTB AN UHTPAMEAYNNAPHONA dukcaynm

ASTM F2193:2014 CtaHAaapTHble TeXHUYECKMNE YCNOBUA N METOAbl
MCNbITAHWA KOMMNOHEHTOB, UCMO/Ib3YEMbIX NS XUPYPTUUeCcKoii hukcauun
CKENeTHO cUCTeMbl NO3BOHOYHMKA

ASTM F2009:2000 (2011) CTaHgapTHbIi MeTo/A UCNbITAHUA A4NA OnNpejeneHns
CWNbl 0CEBOTO AIEMOHTAXa KOHYCHBIX COEAMHEHWNII MOAY/IbHbIX NPOTE30B
ASTM F564:2017 CTaHAaapTHas cneundukaymsa 1 MeToAbl UCNbCTaHW
MeTanNn4yecknx KOCTHbIX CKOG

npoeicrctaHgaptTa ASTM F-04.35.1 MeToA cTatTuyecknx u JUHaAMUYECKNX
MCNbITAHWA CNNHANBbHBIX UMNNAaHTaTOB B C60pe Ha MO eNn KOpNnekToMum.
AAMI1EC53 Ka6enun n nposoga 3Kl

ISO 14630:2012 HeakTUBHble xMpypruyeckme numnnaHtatel O6une
VHCTPYMEHTbI

EN ISO 13485:2016 MeaguuuHckne nsgenus « Cuctema meHegxmeHTa
KavyecTBa - Tpe6oBaHus ANA Lenei peryimpoBaHus.

EN ISO 14971:2012 MeaunuuHckne nsgenus - MpuMmeHeHne MeHexMeHTa
pucka k meanduHckum nsgenusm

EN ISO 62366:2008 MeauruHckne nspenns - IpumeHeHne TeXHUKK
103a6UNNTU K MEAULNHCKUM U3AENNAM

MEDDEV 2.12/1/Rcv 8: 2013 PyKkoBOACTBO MO cucTeMe 64uTenbHOCTN ANs
MeANLUUHCKUX U3genni

NB-MED/2.5.2/Rec8:2008 Coob6ujeHne 06 N3MEHEHUAX B KOHCTPYKLWUMN 1
U3MEHEeHUAX B CUCTEMe KauecTBa.

ASTM F1717:2015 CTaHjapTHble MeTO/bl NCNbITAHUA KOHCTPYKL W
CNUHANbHLIX UMNNIAHTATOB NPYU BepTE6PIKTOMUM

ASTM F1798:2013 CTaHAapTHbI METOA UCNbITAHUA ANS OLEHKN CTaTUUYeCKNX
M yCTanoCTHbIX CBOMCTB COEAUHNTENbHBLIX MEXAHU3MOB 1 Y3/108,
MCNO/b3yeMblX B UMNAAHTaTax ANs apTpojesa NO3BOHOYHMKA

ASTM F382;199S* CtaHfjapTHasa cneundmkaymna 1 MeTof McnbiTaHns
MEeTann4yecknx KOCTHbIX NaacTuH

ASTM F1264;1996** CTaHgapTHas cneyndukauma U MeToabl UCNbITAHUNR
YyCTPOCTB ANS MHTPaMeAyNNAPHOI dukcaynu

Crparwa 6 n3 25

ASTM F2009:2000 (2011) Standard Test Method for Determining the Ax al Disas
Connections o fModular Prostheses

ASTM FS64:2017 Standard Specification and Test Methods for Metallic | lone Sta
ASTM Draft Standard F-04.35.1 Static and dynamic testmethod forspin” implam
model.

AAMIEC53 ECG cables and leadwires

ISO 14630:2012 Non-active Surgical Implants-Generai Instruments

EN ISO 13485:2016 Medical E)evices-Quality Management system-Ret iiremen
EN ISO 14971:2012 Medical Devices - Application o fRisk Management to Medi
EN ISO 62366:2008 Medical Devices-Application o f Usability Engineeh gto Me
MEDDEYV 2.12/1/Rev 8: 2013 Guidelines on Medical Device Vigilance S 'Stem
NB-MED/2.5.2/Rec8;2008 Reporting o fdesign changes and changes o ftl B qualit>
ASTM F1717:2015 Standards Test Methods for Spinal Implant Construct in Vert'
ASTM F1798:2013 Standard Test Method for Evaluating the Static and F tigue Pr
Mechanisms and Subassemblies Used in Spinal Arthrodesis Implants
ASTM F382:1995* Standard Specification and Test Method for Metallic lone Pla
ASTM F1264:1996** Standard Specification and TestMethods for Intrai edullaiy
ASTM F2193:2014 Standard Specifications and Test Methods for Compo lents Us
Spinal Skeletal System

ASTM F2009;2000 (2011) Standard Test Method for Determining the Ax al Disas
Connections o fModular Prostheses

ASTM F564:2017 Standard Specification and Test Methods for M etallic
ASTM Draft Standard F-04.35,1 Static and dynamic test method for spin!
model.

lone Sta
implan’

AAMIEC53 ECG cables and leadwires

ASTM F136:2013 Standard Specification for Wrought Titanium-6 Alumijium-4 V
Interstitial) Alloy for Surgical Implant Applications

ASTM FI314:2013el Standard Specification for WroughtNitrogen Stren rthened!
Manganese-2.5 Molybdenum Stainless Steel Alloy Bar and Wire for gical Im
ASTM F138:2013 Standard Specification for Wrought 18Chromium-14N ckel-2.5
and Wire for Surgical Implants (UNS S31673)

ASTMF139;2012 Standard Specification for Wrought 18Chromium-14N ckel-2.5
and Strip for Surgical Implants (UNS S31673)

ASTM F67;2013(2017) Standard Specification for Unalloyed Titanium ft ®surgici
R50250, UNS R50400, UNS R50550, UNS R50700)

ASTM FI537:2011 Standard Specification for Wrought Cobalt-28Chrom um-6Mc
Implants (UNS R31537, UNS R31538, and UNS R31S39)

MpenpaaenAeTcst Mo TPEOoBaHAO
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Movnoxerve K HCTpyKLyav o npyivieHeHvdl Appendix to the Instructions for Use
KoHHEXTOpb aepyibHb e L1 OCTEOC/HTESA NO3BOHO-HVKA/ Sterile connectors for spine osteasynthesis

ASTM F2193:2014 CTaHAapTHbIE TEXHUYECKNE YCOBUA U METOAbI
MCNbITaHN KOMNOHEHTOB, CMO/b3YEMbIX AN XUPYPruyeckoii ukcannn
CKENeTHON CUCTEMbI NO3BOHOUYHMKA

ASTM F2009:2000 (2011) CTaHAapTHbI METOA UCTbITAHUSA ANS ONpejeneHus
CUbl 0CEBOTO JEMOHTAXA KOHYCHbIX COEJUHEHUA MOAYNbHbIX NPOTE30B
ASTM F564:2017 CtaHAaapTHas cneyndukaumnsa n MeTobl MCMbITaHMI
MeTanInyecknx KOCTHbIX CKO6

MpoekT ctaHgapta ASTM F-04.35.1MeToa cTaTUYECKUX N AUHAMUYECKMX
MCNbITAHU CIMHANBHbBIX UMNNAHTATOB B C60PE HA MOZENN KOPNeKTOMUN.
AAMI| EC53 Kabenu n nposoga 3Kl

ASTM F136;2013 CtaHaapTHasa cneyndukaumna Ha gepopmupyemsblii cnnas
TUTaHa*6 antoMUHUA-4 BaHaana ELI (CBEPXHU3KNIA MHTepCcTULUMANbHBIA) ANSA
NPUMeHEeHUA B XUPYPrAYEeCKUX UMNnaHTaTax

ASTM F1314:2013el CtaHaapTHasa cneundukayus gecopMupyemMoro
a30TOyNpoO4YBEHHOrO cnnasa 22-xpom -13 Hukenb - 5 mapraHey « 2,5
MONNGAEH N3 HepxaBelou el CTanu 4NS XNPYPruyeckux UMNIaHTaTos

ASTM F138:2013 CTtaHaapTHasa cneyndukauna Ha NpyTOK U NPOBOJIOKY U3
nedopmupyemoii HepxaBetweil ctanm 18xpom-14Hukenb-2,5Monu6aeH ansa
xupyprunyeckux mmnnaHtatos (UNS S31673)

ASTM F139:2012 CtaHfapTHasa cneundunkaums Hagedpopmupyemslii NUCT n
nonocy u3 Hepxasetwluwein ctanu 18-xpom-14-Hukenb-2,5-monnbéaeH gns
xupyprnyeckux mmnnaHtatos (UNS S31673)

ASTM F67:2013(2017) CtaHpgapTHasa cneyngnkawm Ha HenernpoBaHHbI i
TUTaH ANs xupypruyeckux umnnautatos (UNS R50250, UNS R50400, UNS
R50550, UNS R50700)

ASTM Ft537:2011 CTtaHaapTHas cneundkawm Ha gechopmupyemsle cnaasbl
K06anbT-28-xpoM-6MONMGAEH ANa xupypruyeckux nmnnaHtatos (UNS
R31537, UNS R31538 1 UNS R31539)

ASTM F2026:2017 CtaHapTHble TEXHWYECKNE yCN0BUA
NonuacupacupketToH (M3 I K) Monnumepsbl AN XUPYPTUYECKUX UMNNAHTATOB
ASTM 8365:2012 CtaHgapTHasa cneyudukayms Ha AeOpMUPYEMbIi TUCT U
nonocy u3 Hepxagetuei ctanu 18-xpobi-14-Hnkenb-2,5-monn6aeH ans
xupyprnyeckux mmnnaHtatos (UNS S31673)

ASTM F560-17 CTaHaapTHas cneundukayns Ha HeNernpoBaHHbIH TaHTan Ans
NPUMEHEHUS B XUPYPTMUeCKUX uMnaaHTarax

ASTM A564:2013 CTaHaapTHas cneyndukawm Ha npyTkn u npoduan us
HepXxaBelUwe cTanu ropsavyeil NnpokaTkn U XONOAHOK 06paboTkN C 3aKankoii
no sospacty

CrpaHuua 7 n3 25
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ASTM F2026:2017 Standard Specificatioru Polyelherciherketone (PEEK” Polyme
ASTM 8365:2012 Standard Specification for Wrought 18Chromium-14~ ickel-2.5
Sheetand Strip for Surgical Implants (UNS S31673)

ASTM F560-17 Standard Specification for Unalloyed Tantalum forSurgi al Irnpli
ASTM A564;2013 Standard Specification for Hot Rolled and Cold-finish'd age- F
Shapes

ASTM A693:2016 Standard Specification for precipitation®ardening sita. nl

and strip

ASTM F899:2012b Standard Specification for Wrought Stainless Steels f > Surgic
ASTM F2063:2012 Standard Specification for Wrought Nickel-Titanium ihape M
and Surgical Implants

ASTM A276:2017 Standard Specification for Stainless Steel Bars and Sh pes
ASTM D4101:2017 Standard Specification for Polypropylene Injection ai d Extnit
ASTM 06778:2014 Standard Classification System and Basis for Specifii ation foi
Extrusion Materials (POM)

ASTM 06100:2017 Standard Specification for Extruded, Compression M )lded an
Polyoxymethylene Shapes (POM)

ASTM 06394:2014 Standard Specification for Sulfone Plastics (SP)

ASTM 8221:2014 Standard Specification for Aluminum and Aluminum -, Vlloy Ex
and Tubes

EN 1041:2008 Infoimation supplied by the manufacturing ofmedical dev ces

EN ISO 13485:2016 Medical Devices-Quality Management system- Re4uiremer
EN ISO 14971:2012 Medical Devices —Application o f Risk Management to Medi
EN ISO 62366:2008 Medical Devices -Application o fUsability Engineer ng to M
ISO 16061:2015 Instrumentation for use in association with non-active s gical im
MEDDEYV 2.12/1/Rcv 8: 2013 Guidelines on Medical Device Vigilance S/.stem
N8-MED/2.5.2/Rec8:2008 Reporting o fdesign changes and changes o ft! e quality
ISO 10993-1:2009 Biological Evaluation of Medical Devices - Part 1: Ev duation
ASTM F1717:2015 Standards Test Methods for Spinal Implant Construct in Vertc
ASTM F1798;2013 Standard Test Method forEvduating Ae Static and F itigue Pr
Mechanisms and Subassemblies Used in Spinal Arthrodesis Implants



MpunoxxeHne K VIHCTpyKumsim o nprMeHexnunto/ Appendix to the Instructions for Use

KoHHeKTOpbI aepubHble /15 0aeoCUHTEe3a NO3BOHOYHMKA /Sterile connectors for spine osteosynthesis
ASTM A693:2016 CtanpapTHas cnennd mkayna Ha TMCTOBOM NPOKAaT, TUCTLI 1
nonochl 10 HCPXaBewW el 1 XXaponpoYHoil cTanu, ynpouHsweiics nog
BO3/A€iiCTBMEM aTMOC( epPHbIX OCalI 0B
ASTM F899:2012b CTtaHgapTHaa cneununkauna Ha gecopmMmmpyemMble
HepxaBellw e cTanu AN XUPYypruyeckux MHCTPYMEHTOB
ASTM F2063:2012 CtaHgapTHaa cneundumkaumna Ha geopMmupyemble HUKeNb-
TUTAHOBbIE CNMABLI C NAMATLI0 (HOPMbI 47151 MEAULUHCKNX NPUGOPOB 1
XUPYPrUYecknx UMNNaHTaToB
ASTM A276:2017 CTtaHaapTHas cneyudukayuua npyTkos n npoduneii us
Hepxaseloueil ctanu
ASTM 04101:2017 CtaHgapTHasa cneundukaums Ha matepuansl gns
VHXEKL MU N 3KCTPY3NN noiunponnneHa
ASTM 06778:2014 CtaHapTHas cucTema knaccudukaynm n ocHosa ans
cneyndukayum maTepmanos ANA UTbA U 3KCTPY3UN N3 NONNOKCUMETUIEHA
(1o M)
ASTM 06100:2017 CtaHaapTHas cneyundmkaymna Ha 3KCTPYAUPOBaHHbIE,
KOMNPECCUOHHbIE N NUThIe N0/ AaBneHnemM hopMbl U3 NOAMOKCUMETUNEHA
(TOM)
ASTM 06394:2014 CtaHgapTHaa cneuyundukayms Ha cynb( OHOBbIE N1ACTUKN
(sP)
ASTM B221:2014 CtaHaapTHas cnewdunkayns Ha IKCTPYAUPOBaHHbIE
NpyTKM, CTEPXHMU, NPOBONOKY, NPOUAN N TPYBbI N3 aNIOMUHUA 1
anMUHNEBLIX CNNABOB
EN 1041:2008 WHcopmauus, npegoctaBnsieMas npu npou3BoacTBe
MeANUNHCKNX n3gennii
EN ISO 13485:2016 MeguunHckmne usgenns « Cuctema meHegxmMmeHTa
KayecTBa - Tpe6oBaHus ANs uenei perynupoBaHus.
EN ISO 14971:2012 MeauunHckue nsaenmus « NMpuMeHeHne MeHeAXMeHTa
pucka K MEANLUHCKAM U3aenuam
EN ISO 62366:2008 MeguunHckne usgenna - pumMeHeHne TEXHNKN
103a6UNUTN K MEAULUHCKUM U3[eNnam
ISO 16061:2015 NMpu6opbl ANA MCNONb30BAHUA COBMECTHO C HEAKTUBHbLIMMU
XUpypruyecknmu umnnavtatamu. OGuyue TpeGoBaHns
MEDDEYV 2.12/1/Rev 8:2013 PyKkoBOACTBO N0 cuUCTEMe 6ANTENLHOCTN B
OTHOWEHNN MEAULUHCKUX U3aenni
NB-MED/2.5.2/Rec8:2008 Coob6ujeHne 06 N3MEHEHUAX B KOHCTPYKLUU 1
M3MeHeHWAX B CUCTEME KayecTBa.
ISO 10993-1:2009 Buonornyeckas oueHka MeAMUMHCKMX U3fennii - Yacts 1L
OueHka n ncnelTaHna - TpeTbe nsgaHue

CrpaHuua 8 u3 25
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NIPHAGHEHIE & VIHCTRYKUMAM MO NEHMaNEHN0/ Appandix to the Instructions for Use

HONHEXTOPbI CTEPRABHLIE ARA OCTEOCHHTES NO3BOHOYHWKS /Sterile connectors for spine osteasynthasis
ASTM F1717:2018 Craayapranas sevo scusransdt monctpyxipslt
CIEMANHAI MMDSAHTETOS Nr S8pToBPIXTOM RN

SCDOIRSYOMAX 3 NMTRAWTATEX AN 3PTPAAEIS NOIBOBOTHHKE o
17, Cayxfa peSotst ¢[Ile meost pempocss, sxmonen manolel KA Mpexyxmme, pesest W] Centact for sl questians, incheding cemplnints, repair and service of|
cxowwmax /[ Cwstemer [ TexeSeaymmnamme, sbpamarncs x Ywommosowemmenry Tpenctusuranc s | medical devices the Aniberised Reproseatative in Rusela:
Service uic

Medtreale,
000 «Mearpoeuss 123112, Moscow, Presnenskaya Naberezhnays., b. 10, fl. 9, pown. I11, ap 41
123112, r. Mocxas, Flpecamecxns snb., 2.10, 9 yr., now. 111, xou. 41 Tol.: +7-495-580.73.77, Foc +7-495-580-73-T4, www.madtronic 1

Ten.: +7-493-580-73-77, daxc: +7-493-380-73-78, yrww inediromic. ol

Crpannua 9 w3 25
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NPUACHKENNE K HHCTRYXIpAM NO NPUMEHENIIO/ Appendix to the Instructions for Use
KOHNeKTOP CTEPUAGHIE AAR OCTEOCHHTEAS NOABOHOMMIES /Sterlle connectors for spina osteosynthesis

KTOP
CONNECTOR CLOSED 5.5-6.0 uu
x 60 mu x 35S mm / Connector
LATERAL CONNECTOR CLOSED
$.5-5.0 e x 6.0 mm x 35 mm

Kotwsewcrop LATERAL
CONNECTOR CLOSED $.5-6.0 um
x 60 umM x 40 um / Comnector
LATERAL CONNECTOR CLOSED
5.5-6,0 i x 6.0 mm x 40 pem.

Tiissa / Length — 33 3 & 5% 7 35 men 4 5%
Bascora/ Helght — 12,2 st & $% /12,2 mem 2 %
Ulnpusen / Widih = 8,15 mm + $% /4,05 mmy @ 5%

Hsmecerp { Dimmetor = £2,2 wi / 12.2 mem
Macca / Weight 6,75 £/ 675 g
INepoxonsrocts (wexc) / Roughness (max) - 0.8 mxx /0.8 pm
Tosepxmoots ofpasua / sample surface ~ rnmeses / glossy

Tirva 7 Langth — 40 s & %7 40 tvw & 5%
Buwora/ Height = 12,2 ux # 5%/ 12,2 mm + 5%
Clapowsa 7 Width - 8,15 ses & 5%/ 8,15 mem & 5%

Tsssserp / Disancter - 12,2 o 7 12.2 mm
Maooa/ Weight - 7,37 r /7373
Mispaxonaracrs (maxc) / Roughness () - 0.8 s / 0.8 pm
osepxmocre oSpaoun / sanple sucface - rasunesas / glosry

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Crpannn 10 w3 28
NpPeRCCTRIAATCA N0 THaboBIHMIO




Movnoxervie K HCTpykUyssiv no nprivieHeHnkdl Appendixto the Instructions for Use
KoHHeeTops! FERDARLHEE [ OCTEOOVHTE3A NO3BOHOHHIKA /Sterile connectors for spine osteasynthesis

KoHuHekTOp LATERAL
CONNECTOR SIDE LOAD S.5-6.0
MM X 6.0 MM X 35 MM / Connector
LATERAL CONNECTOR SIDE
LOAD 5.5-6-0 mm x 6.0 mm x 35

mm

KoHHekTOp LATERAL
CONNECTOR SIDE LOAD 5.5-6.0
MM X 6.0 MM X 40 MM / Connector
LATER/O. CONNECTOR SIDE
LOAD 5.5-6.0 mm x 6,0 mm x 40
mm

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

Anvna/ Length -35 MM £5% / Y5 mmiS%
BbicoTa / Height- 122mm+ 5%/ 12,2 mm =iVt
Wwupuua/ Width - 10,1 mm + 554/ 10,1 mm *5%

NvameTp / Diameters 12,2 bim/ 12.2 mm
Macca/ Weight- 7,721/ 7,72 g
WepoxoBaTocTb (Makc)/ Roughneas (max) - 0,8 mkm / 0.8 pm

MoBepxHoCcTb o6pa3ya/ sample surface - rnsHuesas / glossy

AnuHa/ Length - 40 MM £ 5% / 40 mm + 5%
BboicoTa/Height- 122mMmM+ 5% /12,2 mm + 554
Wwupuua/ Width - 10,1 mm + 554/ 10,1 mm =554

[NvameTp / Diameter- 12,2 MM/ 12.2 mm
Macca/ Weight- 8,35 [18,35g
WepoxoBaTtocTk (Makc) / Roughness (max) - 0,8 mkm /0.8 pm

MoBepxHOCTb o6pa3ua/ sample surface - rnaHyesas / glossy

CrpaHuua 11 n3 25
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TIpRAGHEHNE K MMCTRYHIBAM N0 NPUMeHerwio/ Appendix to the Instructions for Use
_KONHEKTORE CTEpMARHMIE AAR DCTEOCKHTERS NDISCHON HiKa /Starile connectors for spine osteosynthests

Komexrop VARIABLE ANGLE | Prura/ Loogth—25 ux & 5% 25 mun & 5%
DOMING $.5/%.0 wm / Compoctor Buecora/ Height - 14 sau & % /14 men & 9%
$.5/6.0 mm inpuxa / Wichh = 13,95 s £ 5% /13,95 men = $%
Fiwsaserp / Diameter - 14 24 / 14 am
Macoa/ Weight - 1097/109g
[Liepoxoearocts (maxc) / Roughness (max) - 0,8 wie /0.8 pm
Tosspxocts opasun / sample surface - uarosss / matte:

T(muwp -y X10 Tiwwn/ Leagth - 30 um = 5% 7 30 mn & 5%
CROSSLINK PLATE 16 mm /
Crowlink cOnNOCOr X10

CROSSLINK PLATE IS axm Mhapweea 7 Width = 7.3 s = 5%/ 7,3 mm = 5%

Bucora / Haight = 11w & $% /11 mm 2 5%

Nusranrp / Disncter - 11 une/ 11 mm

Macca / Weight — 5,650 r/ 5,650 g
P (Gunce) / Rooghoess (max) - 0,8 waw /0.8 pm
Flomepsmocts cBpasus / sampls surface - rmuwmenen / glossy

Crparmma 12 n3 28
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Mownoxene K HCTpyKLsiv no mprvieHeHnkal Appendix to the Instructions for Use
KoHHeKTOpb | CTEpbHB B 1711 0ae0C/HTESA NO3BOHOHHVKA /Sterile connectars for spine asteasyrthesis

Anvna/ Length- 32,7 Mm+ 5%/ 32,7 ram + 5%

KoHHekTOp nonepeuHsblii X10
CROSSLINK PLATE 19 m !

. BbicoTa/ Height- 12biM+5% /12mm+ 5%
Crosslink connector X10

CROSSLINK PLATE 19mm WupuHa/W idth-7,3 mm* 5%/7,3 mm + 5%
AvameTtp / Diameter - 12 mm/ 12mm
Macca/ Weight- 6,070 r/6.070g

WepoxoB3Toerb (makc) / Roughness (max) - 0,8 mkm /0.8 pm

MoBepxHocTb o6pasua/ sample surface - rnsHueBas / glossy

Anuna/ Length - 35,7 Mm = 5%/ 35,7 mmi 5%

KoHHekTOp nonepeyHsbl it X10
CROSSLINK PLATE 22 wmm /

. Bbicota/ Height- 12Mm + 5% / 12mm + 5%
Crosslink connector X10

CROSSLINK PLATE 22 mm WwupuHa/ Width - 7,3 MM+ 5% /7,3 mm + 5%
AvameTp / Diametere 12 MM/ 12 mm
Macca/Weight- 6,180r1/6.180 g

WepoxosatocTb (Maxe)/ Roughness (max) - 0,8 Mkm /0.8 pm

MosepxHoCTb o6pasua/ sample surface - rnsHuesas / glossy

CrpaHuua 13 n3 25
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Mowowerve K VHCTRYKUsIV no nprivieHeHkal Appendix to the Instructions for Use
KOHHEKTOpb | CTEpWBHB B i1 OCTEOOVHTESA NO3BOHOHHVKA /Steile connectors for spine osteosynthesis

KouHekTOp nonepeyvHbl it X10
CROSSLINK PLATE 25 wmm /
Crosslink connector X10

CROSSLINKPLATE 25 mm

KoHHeKTOp nonepeyHslit X10
CROSSLINK PLATE 28-30 mm /
Crosslink connector X10

CROSSLINK PLATE 28-30 ram

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

Onuna/ Length - 38,7 mu + 5%/ 38,7 mm + 5%
Bbicota/ Height- 12 mm 5Ve/ 12 mm + S%
WHpkHa/ Width - 7,3 mm+ 5% /7,3 mm +S%

AnameTp/ Diameter-12 mm/ 12 mm
Macca/W eight-6,34r/6,34 g
WepoxosaTocTb (Makc) / Roughness (max) « 0,8 mkm/ 0.8 pm

MoBepxHocTb 06pa3ua/ sample surface - rnaHuesnas / glossy

AnvHa / Length —45,3 MM +5% / 45,3 mm = 5%
Bbicota/ Height- 13,5 MM + 5%/ 13,5 mm+ 5%
WupuHa/ Width - 7.3 mm £ 5%/ 7,3 mm * 5%
AvameTp / Diameter- 13,5 mm/ 13,5 mm
Macca/ Weight- 8,22r/8/2g
LWepoxoBatocTb (Makc)/ Roughness (max) « 0,8 mxu /0.8 pm

MoBepxHocTb o6pasua/ sample surface - rnsHyesas / glossy

CrpaHvua 14 u3 25
no



Monnoxerve K VHeTpyrawsav no npyveHernkal Appendix to the Instructions for Use
KOoHHeKTOpb I CTEpBHB B i1 08E0C/HTE3a NO3BOHOHHVKA / Stevile connectors for spine osteosyrnthesis

Annnal/ Length - 49,3 mm + 5%/ 49,3 mm + S%

KOHHeKTOp ~ nonepeuHblii X 10
CROSSLINK PLATE 30-34 wmm / .
. BbicoTa/Height- 12MmM + 5% /12 mm +5%
Crosslink connector X10
CROSSLINK PLATE 30-34 mm Wupnua/ Width-7,3 Mm+ S% /7,3 mm + 5%

[vametp / Diameter-12 mm/ 12mm
Macca/Weight-8,44r/8.44 g
LWepoxoBatocTb (Makc)/ Roughness (max) - 0,8 mkm / 0.8 pm

MoBepxHocTb 06pasua/sample surface - rnsHuesas / glossy

KoHHekTOp nonepeuyHbl il X10 Anvna/ Length —S2,3 um = 5% /52,3 mm » 5%

CROSSLINK PLATE 34-36 mm / .
. BbicoTa/Height- 14,2 mm + 5Y0/ 14.2 mm * 5%

Crosslink connector X10

CROSSLINK PLATE 34-36 mm WupuHa / Width - 7,3 MM + 5% / 7,3 mm =% 5%

[NvnameTp/ Diameters 14,2 mm/ 14,2 mm
Macca/ W eight-8,84r1/8,84¢g
LWepoxoBaTocTb (Makc) / Roughness (max) m0,8 mkm / 0.8 pm

MoBepxHOCTb o6pa3ua/ sample surface - rnaHyesas / glossy

Crpanuua 15 u3 25
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TipAGHesne K HHCTRYXLNAM N npiwenens/ Appendix 10 the Instructions for Use

_Kmup momopewsil X10
CROSSLINK. PLATE 36-39 mum /
Crosslink COnRECtor X10
CROSSLINK PLATE 36-39 mm

-Em'mp wonepesmii XI10
CROSSLINK PLATE 39-45 mm /
Cromlink conmector X10
CROSSLINK PLATE 1945 mm

KOMHEXTODM CTEpMALHLI AR OCTEOCHHTESA I3S0HOUNKD /Starile connactors for is
Tiwwa/ Length ~ 35,1 1 & 5%7 55,3 mun & 5%

Bascora/ Height = 13,4 nu £ 5%/ 13,4 mm & 5%
Elwpewst / Width =23 mm & 5% /7.3 men £ 5%
BRomsnetp / Diameter - 13,4 uma /13,4 mem
Macca / Weight 9,26 r/925 g
livpomosarocts (waxc) / Roughwess (mex) - 0.8 s /08 e
Tosepxsocrs oipass / semple surface - rasuucess / glossy

Tiwsa 7 Longth — 61,9 s £ 5% 7 61,9 mm 5%
Buscora/ Haight— 12 um & 5% / 12 oun & 5%
Dinpuna/ Width - 7,3 sust & $% /7,3 ;mm & §%
Towaterp / Dismeter - 12 vae/ 12 mwn
Macca / Waight - 9,587/ 9,58 g
MopoxomarocTs (manc) / Roughness (max} « 0.8 axn /0.8 pm
FleaspaocTe 00pass / sample surface - rmsamen / glossy

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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FIpUAcHanne X MHCTPYKIpIAM ND npiemeneinnd Appendix to tha tnstructions for Use

_____KonMexTop CrepumHLIS A8 OCTEOCHHTEIS NO3a0HOuHMA /Starile connectors for )
[ Kommerop  momcpeamek | X10 le.w‘“.m-*ﬂ"'7mm—*“

CROSSLINK PLATE 45-58 mm /
Crosstink COOROCLOr Xio
CROSSLINK PLATE 45-S3 mm npusa / Width - 7,3 undk 5% /7,3 oun & 5%

Bucora / Height = 12 ama + 5% / 12 mwn & 5%

Timanewrp / Dinrmotne - 12 s / 12 am
Macon / Weight - 10,11 /1031 g
Iliepoxosaroms (Maxc) / Roughouss (max) - 0,8 wem /0.8 um
Tosegronocys ofipases / sample surface - ransisaan / gloasy

[ —r——— ) Tiesna 7 Langth — 96,3 sx & $% 7 96,3 mm & 5%
CROSSLINK PLATE 58-30 mm /
Cromlink conpector Xi10
CROSSLINK FLATE $S3-80 ;o Winpaws / Width =73 mist 2 $% /73 men 2 3%

Buscora/ Height = 12 s & 9% /12 mm + 5%

Esmeerp / Diasweter - 12 3 / 12 mem
Maoce / Weight - 11,9 ¢/ 1), ¢
Ilispaxomrocrs (vanc) / Roaghness (aax) - 08 wx /0.8 ym
Tlosepxnoes opasus / sampha surface - ramsucses / gloary

Crpansuas 17 us 28
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LATERAL CONNECTOR, 13 sm /
Closed coanector CLOSED
LATERAL CONNECTOR, 13 mm

TIPHACKEHNE o FCTOYNUWHAM MO NPUMeHEHUIG/ Appandix to the instructions for Use

_KOMHEXTODG! CTEDIRABHLIE AN OCTEOCINTERA NOSSOHO MM fSterile connectors for spine hests _
e/ Longth — 13 2a0¢ + 5% 7 13 eam 2 5%

Duoors / Height = 7,15 e 2 5%/ 7,15 mam & 3%
(apessey / Widith — 6 ama & 5% /6 rram 2 5%
Dpasenrp / Diseroter = 7,15 204 /7,15 mm
Macos/ Weight = 1,451/ 145 g
Dispoxossrocrs (wass) / Roughnoes (mex) - 0.8 axe/ 0.8 um
Tosepxnocts obpasss / ssmpls swrface - wavoses / matte

Crpsnaue 18 m 28
NpegocTasansTea No TREGOBIHMO
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Movnoxerve K HCTpyKLysv no mpuivieHeHnkal Appendix to the Instructions for Use
KOHHEXTOpB ! aepiribHbIE [ 0ae0CVHTESA NO3BOHOHHVKA /Sterile connectors for spine osteosyrthesis

KoHHekTOp AXIAL DOMINO AnvHa/ Length- 13 MM+ S%/ 13 mm + Sva

3.2/3.5MMTO 3.2/3.5mm/ Connector
Bbicota/ Height- 7,2 Mmm + 5V«/ 7,2 mm + 5%
AXIAL DOMINO 3.2/3.5 ram TO

3.2/3.5mm WupnHa/ Width- 7 MM+ 5% /7 mm = 5%

AunameTp / Diameter 7,2mm
Macca/ Weight- 2.18 1/ 2,18 g
LWepoxoBaTocTb (Makc) / Roughnesa (max) - 0,8 mkm / 0.8 pm

MoBepxHocTb o6pa3ya/ sample surface - rnsHuesas / glossy

KOHHEeKTOp AXIAL DOMINO Lnuna/ Length - 13 NE5 % /13 mm + SVo

3.2/35 MM TO 4.5/475 wmm /
Bbicota/Height-7,5 MM+ 5% /75 mm+ 5%

Connector AXIAL DOMINO 3.2/3.5
WwupuHa/Width-7.5 biMm+ 5%/ 7,5 mm £ 5%

mm TO 4.5/4.75 mm
AvameTtp/ Diameter- 7,5 mm / 7,5 mm
Macca/ Weight- 2,62r/2,62g

WepoxoBaTtocTk (Makc) / Roughness (max) « 0,8 Mmkm / 0.8 pm

MoBepxHocTb 06pasya/ sample surface - rnaHuesas / glossy

Crpaxuua 19 uz 25
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KOMHEXTODM CTEpUILHHIIE /1A OCTEOCHITESR NCSBOHOWHMKS fSterlle connectors for spine asteosynthesis _

_Komnnap OPEN  LATERAL
CONNECTOR 13 mm / Connwctor
OPEN LATERAL CONNECTOR 13
mm

Komwoxtop nonspeunst  MAS
CROSSLINK SMALL (24-36 mm)
Cromslink connoctor MAS
CROSSLINK SMALL (24-30 mun)

Npuadctiose X MHCTPYKLpGW NC NPrmasainy Appendix to the instructions for Usa

Tiiwua 7 Loagth - 2288 s & 5% 22,88 wen £ 5%
Bacors / Height — 9.2 uu & 3% /9,3 mon & 3%
UWlnpewsn / Width = 7 aaa & $% /7 rwm + $%
Aaeorp / Diamoter - 9,3 1asa 192 et
Macon / Weight=2,17r/2,173
IDepoxosarocrs (maxc) / Roughness (max) ~ 0,8 some /0.8 ym
Thowspwmoots 06paaca / sample surfios - MaTORRs / matie

a7 Langth — 40,3 a & 5% /40,3 mm = %
Becora / Hoight = 7 uaa 3 3% / 7 mm = 5%
[Mipemn 7 Width = 7wt 2 5% / 7 oun & 5%
Dmamawepy / Dismeter - 7 s / T i
Macea/ Welgn -3,59r/3,55 g
EllepoxomsrocTs (lasxc) / Roaghness (mux) - 0,9 wew / 0.8 pm
Tloaepxwocs ofpauss / sarmple wacface - rasnucaes / ghosey

Crpauuna 28 i3 25
fIPEROCTIRAARTCA NO TPEOONMINO
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Movnoxenvie K HCTpyrUyav no npyivieHernkd Appendix to the Instructions for Use
KOHHEKTOPb | CTEWBHLE 11 OCTEOCVHTESA MO3BOHOHHVKA /Sterile connectors for spine osteosynthesis
S%/66,3mm + 3%

Anunual/Length -66,3 MM

KoHHekTOp nonepeuHsbl i MAS

CROSSLINK LARGE (40-56 mwm)/
Crosslink connector MAS
Wwupuna/Width- 7mvmu + 3%/ 7 mm + 3%

CROSSLINK LARGE (40-56 mm)

BbicoTa / Height- 7 MM + 5% /7 mm + 3%

[NvameTp / Diametere 7 um / 7. mm
Macca/ Weight- 4.44r/ 4,449
LWepoxoBaTocTb (Makc) / Roughness (max) « 0,8 mkm / 0.8 pm

MoBepxHocTb 06pa3ua/ sample surface - rnaHyesas / glossy

Anuna/ Length- 40,3 Mmm+ 5%/ 40,3 mm + 5%

KoHHekTOp nonepeuHsblii ROD
CROSSLINK SMALL (24-30 mm)/ .
Bbicota/ Height-7 MM + 3% /7 mm + 3%
Crosslink connector ROD
WupuHna/ Width- 7mm+ 3% /7 mm = 3%

CROSSLINK SMALL (24-30 mm)
OvameTp/ Diametere 7 um / 7 mm

Macca/ Weight- 3,99r/3,99¢g
WepoxoBaTocTb (Maxe)/ Roughness (max) * 0,8 mkm / 0.8 pm

MoBepxHoCTb 06pasya/ sample surface - rnaHuesas / glossy

CrpaHuua 21 n3 25
no
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MovnoxeHve K VHCTpyKLYsVino npuivieHeHnkdl Appendix to the Instructions for Use
KG'I'EKTQ]:I CTepubHbE [ OCTEOCVHTESA MosBOHOHHVKA /Sterile connectors for S[]I’E(HMESS
KoHHekTOp nonepeuyHbli ROD Onuua/Length- 66,5 MM+ 5%/ 66,5 mm + 5%
CROSSLINK LARGE (40-56 mMm)/
. Bbicota/ Height- 7mMmM+ 5% /7 mm + 5%
Crosslink connector ROD

CROSSLINK LARGE (40-56 mm) WupuHa/W idth-7 mm + 5%e/7 mm+ 5%

AvameTp / Diameter- 7 mm / 7 mm
Macca / Weight- 4.92r/4,92¢g
LWepoxoBaTocTb (Makc) / Roughness (max) - 0,8 mkm /0.8 o T

MoBepxHocTb o6pasua/ sample surface - rnsHuesas / glossy

KoHHekTop AXIAL DOMINO OnuHa/ Lei*th —13 MM = S%/ 13 mm b 5%
3.2/3.5MMTO 5.5/6.0 mm/ Connector
Bbicota/Height—11,2 MM + 5%/ 11,2 mm + 5%

AXIAL DOMINO 3.2/3.5 mm TO

5,5/6.0 mm Wupuna/ Width - 8 mMm + 5% / 8 mm +5%

/OrameTp/ Diameters 11,2 um/11,2 mm
Macca/W eight-2,75r1/ 2,75 g
WepoxoBaTtocTk (Makc)/ Roughness (max) - 0,8 mkm / 0.8 pm

MoBepxHocTb 06pa3yal/ sample surface - rnaHuesas/ glossy

CrpaHuua 22 u3 25
rno
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CONNECTOR 32735 wum f
Comnector MAS  EXTENSION
CONNECTOR 3.23.5 mum

Kowmsexyop MAS EXTENSION

Npruacxcesne K HHCTRYRIWAM NO Rpamesennd/ Agpendix to the Instructions for Use

KOHHaXTOPM

connectors for spine osteos

Tiamun! Loagth— 14,75 won & 5% 14,75 wan & 5%
Bucora / Height - 9,15 M= $%/ 9,15 mm+ 5%
lnpuria / Width — 8,8 s & 5% /9,8 ram & 5%
Pmestp ! Dismeser - 9,15 une /9,18 mm
Macca/ Weight = 1675/ 1,674
Eilepowowatoots {smo) / Roughnes () « 0,5 v /0.8 pm
Thonepunoars ofpasisa / aample surface - raxsaesas / glossy

T 7 Lamglh — 15,75 wu & 5% 7 15,75 mm & 5%
Baacora/ Height — 10,43 wee & 5% 7 10,45 mem & 5%
IEnpinea / Width = 8.8 s 2 5%/ 6.8 mn £ 5%
Jhwsaserp / Dismater - 1045 v / 10,45 sy
Maoon ! Weight - 194 ¢/ 1,54 g
{leponosarocts (manc) / Rowghmess (max) - 0.8 snae/ 0.8 pm
Moaspasoets obpasas / sample sovface - ramesas / glossy
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Monoterve 1 ViHeTpykuysv no npyvieHervird Appendix to the Instructions for Use
KOoHHEKTOpb1 aepWTbHbIE A1 OCTEOCVHTESA NOBBOHOHHVKA /Sterile connectors for spine osteosynthesis

KoHHekTop MAS EXTENSION
CONNECTOR 5,5/6.0/6,35 mm /
Connector MAS EXTENSION
CONNECTOR 5.5/6.0/6.35 mm

KoHHekTop Translace / Connector

Translace

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

/innHal/Length —17 Mm £5%/ 17 mm + 5%
BbicoTa/Height- 11,95 mm + 5%/ 11,95 mm* 5%
Wwupuna/ Width —8,8 Mm + 5%/ 8,8 mm
[AvawmeTp/ Diameter-11,95 Mmm / 11,95 mm
Macca/Weight- 23r/23g
WepoxoBaTocTk (Makc) / Roughnesa (max) - 0,8 mkm / 0.8 pm

MoBepxHocTb o6pa3ya/ sample surface - rnsaHuesas / glossy

AnvHa/ Length- 21 Mm* 5% /21 mm+ 5%
BbicoTa/Height—145 mm+ 5% /145 mm+ 5%
Wupuna/ Width - 9,7 Mmm £ 5% / 9,7 mm * 5Ve
AvameTp/Diameter-14,5 mm/ 14,5 mm
Macca/ Weight- 7,421/ 7,429
W oxoaaTocTb (Makc)/ Roughness (max) - 0,8 mkm / 0.8 pm

MosepxHocTb o6pasya/ sample surface - rnaHuesas / glossy

CrpaHuua 24 n3 25
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MIDUACHKEHNE K UHCTRYRLIAAM DO npumesienud/ Appendix to the Instructions for Use
KOMHEXTODM CTpIALHLIE N OCTROCHHTEE NOIBOHONHIKA /Sterlle connectars for spine osteasynthesis
Trmeess / Langths ~ 750 sm & 5% 7 750 mem = 7%
Bucors / Height = 7 am & 5% /7 man + 3%

Tilwpena / Width - 10 1 + 5% 7 10 mmm + $%
Hwsmorp / Dinrvotor - 7 oma / 7 ment
Maoea / Waigit ~ 1654 1/ 1694 3

hapoxoeasocts (Maxc)/ Roughness (max) - 0.8 s / 0.8 uen
Flosspxnoors obpasen / semple surface - uxrestos / matte

Crpamsma 28 13 25
NipeanCYaRAsETCn NO TPEEOBIHNG
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«MepgTpoHuk Codamop OaHek CLUA, VHK.»
(Medtronic Sofamor Danek USA, Inc.)

M e d trO NIC hlﬂsfﬁop%’fi% ?Qﬁﬂg’ccm 38132 CLLA

Ten.; 800.876.3133

YTBEPXOAIO

«MepaTtpoHuk Coamop faHek CLUA, NHK.»
(Medtronic Sofamor Danek USA, Inc.), CLLUA

CT. cneymanuct otaena HOpMaTUBHO-
MpaBOBOr0 PerynmpoBaHms

(BOMKHOCTb)

Mwua Yurruuc (Mia Wiggins)

(rws)
<nognucaHo>
(nognwuce)

23.08.2023 .
«feHb» mecaly (undpamu)

MpunoxeHne K «IKCNayaTaLMOHHON JOKYMEHTALMU Ha MeJULIMHCKOe U3LeNne» Ana peructpauum Ha
TeppuTopmmn Poccuiickoin degepayun

KOHHEKTOPbI CTEPU/IbHbIE A1 OCTEOCUHTE3A MO3BOHOUYHMKA

MNpounssoanTens:
«MepaTtpoHnk Coamop AaHek CLUA, MHK.» (Medtronic Sofamor Danek USA, Inc.),
1800 Mupamug Mneitc, Memduc, TeHHecen 38132, CLUA

OKPYT LWWEJIBU
LUTAT TEHHECCH

MOoANMMCAHO MW YAJOCTOBEPEHO B MOEM MPUCYTCTBUWN 23 ABI'YCTA 2023 TOJA.

<[leyvartb:
BUAEPVA N. YUNNNC (VIDERIA L. WILLIS)
TEHHECCHK
<noAnucaHo> HOTAPUNYC
Bugepus N1. Yunnuc (Videria L. Willis)
CpoOK feiACTBIS MOMX MONHOMOYUI NCTEKAeT
05 asrycra 2024 roga
OKPYT LUENBN>

MepeBof C aHININMINCKOTO si3blka Ha PYCCKUIA A3bIK BbIMO/IHEH NEPEBOAYMKOM VICKYCHbIX MUTPUEM
AnekcaHgpoBuyem
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Poccuitickasa depepauns
Nopon MockBa
[JBeHaauaToro ceHTAOpA fABe ThicAYM ABajLaTbh TPeTbero rofa

A, AnexwuH EBreHumin BnagumupoBudy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH
NOANUHHOCTL NoANUCK NepeBoguYnka VNCKycHbIX AmMutpua AnekcaHfpoBuya.

Mognuch caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NogNMNCaBlIEro AOKYMEHT yCTaHOB/EHa.

3apeructpupoBaHo B peectpe: No 57/171-H/77-2023-10-1283.

YnnayeHo 3a cOBeplleHMe HOTapmanbHOro genctema: 400 py6. 00 kon.

KMbOTtpHIRC 1 1 *3adpn:*
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