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Medtronic

HavmeHoBaHue

ckoro wusgenms/ Name of

medical device 1
11
1.2.

13.

14

15.

MEAMLMH- BUWHT KOCTHbIA CMUHANbHbIA CTEPUNbHBIA B BapuaHTaxX UCMOMTHEHUS:

Medtronic Sofamor Danek USA, inc.
1800 Pyramid Place

Memphis, Tennessee 38132 U.S.A.
Tel 800.876.3133

MpunoXXeHre K MHCTPYKLUMK No npumMeHeHnto / Appendix to “Instruction for Use"

BuHT nepefHe-wweliHblii DIVERGENCE: L

BuHT DIVERGENCE SA SELF-DRILLING SCREW, 3.5 mm X I MM, B 11

CoCTaBe:
1.1.1. Bunt DIVERGENCE SA SELF-DRILLING SCREW, 3.5 Mm X
11 Mv - 2 wr.
1.1.2. IHCTpYKLMA N0 NPUMEHEHWNIO
BuHT DIVERGENCE SA SELF-DRILLING SCREW, 3.5 MM x 13 mm, B
cocTase:
1.2.1. Bunt DIVERGENCE SA SELF-DRILLING SCREW, 3.5 Mm X
13 MM -2 wr.
1.2.2. IHCTpYKUWSA MO NPUMEHEHNIO
BuHT DIVERGENCE SA SELF-DRILLING SCREW, 3.5 MM x 15 MM, B
cocTase:
1.3.1. Bunt DIVERGENCE SA SELF-DRILLING SCREW, 3.5 Mm X
15 MM —2 WT.
1.3.2. IHCTpYKLWMA MO NPUMEHEHWNIO
BuHT DIVERGENCE SA SELF-DRILLING SCREW, 4.0 Mm X 11 MM, B
cocTase: .
1.4.1. BuHt DIVERGENCE SA SELF-DRILLING SCREW, 4.0 Mmm X
1 mm- 1w,
1.4.2. IHCTPYKLMSA MO NMPUMEHEHWIO
BuHt DIVERGENCE SA SELF-DRILLING SCREW, 4.0 Mm X 13 MM, B
cocTase:
1.5.1. BuHT DIVERGENCE SA SELF-DRILLING SCREW, 4.0 Mm X
13 mm —1 wr.
1.5.2. VIHCTPYKLMA N0 NPUMEHEHWUIO
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12.

13.

14.

15.

16.

Sterile spinal bone screw, in variants

DIVERGENCE Anterior Cervical Screw:
DIVERGENCE SA SELF-DRILLING SCREW, 3.5 mm x 11 mm
1.1.1. DIVERGENCE SA SELF-DRILLING SCREW, 3.5 mm x
11 mm - 2 pcs.
1.1.2. Instruction for use
DIVERGENCE SA SELF-DRILLING SCREW, 3.5 mm x 13 mm
1.2.1. DIVERGENCE SA SELF-DRILLING SCREW, 3.5 mm x
13 mm-2 pcs.
1.2.2. Instruction for use
DIVERGENCE SA SELF-DRILLING SCREW, 3.5 mm x 15 mm
1.3.1. DIVERGENCE SA SELF-DRILLING SCREW, 3.5 mm x
15mm-2 pcs.
1.3.2. Instruction for use
DIVERGENCE SA SELF-DRILLING SCREW, 4.0 mm x 11 mm
1.4.1. DIVERGENCE SA SELF-DRILLING SCREW, 4.0 mm x
11 mm- 1pc.
1.4.2. Instruction for use
DIVERGENCE SA SELF-DRILLING SCREW, 4.0 mm x 13 mm
1.5.1. DIVERGENCE SA SELF-DRILLING SCREW, 4.0 mm x
13 mm —1 pc.
1.5.2. Instruction for use
DIVERGENCE SA SELF-DRILLING SCREW, 4.0 mm x 15 mm
1.6.1. DIVERGENCE SA SELF-DRILLING SCREW, 4.0 mm x
15 mm —1 pc.

MocTasnaeTca no TpebosaHuto / Supplied upon request
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HasHayeHve  MefuLMHCKOro
n3genma/ Prescription of
medical device

MHdopmayma o noteHumanib-
HbIX NOTPeOUTENAX MeAULMH-
ckoro m3genusa / Information

16.

2.2.

2.3.

2.4.

2.5.

WHCTpYKUMS MO NPUMEHEHUIO

BuHT DIVERGENCE SA SELF-DRILLING SCREW, 4.0 mm X 15 mwm, B
cocTase:

1.6.1. BuHT DIVERGENCE SA SELF-DRILLING SCREW, 4.0 MM X 2.
15 MM - 1wr. 2.1.
1.6.2. VIHCTPYKLMA MO NPUMEHEHUIO

BWHT nepegHe-LweitHblii ZEVO:

. BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 MM X 13 MM, B 5 5

cocTase:
2.1.1. BuHt ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 MM X
13 MM - 2 .
2.1.2. 'HCTpYKUMA NO NPUMEHEHUIO
BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 mm x 15 MM, B 2.3.
CoCTaBe:
2.2.1. BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 MM X
15 MM —2 W,
2.2.2. VIHCTPYKUMA N0 NPUMEHEHUIO
BuHt ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 Mm X 17 MM, B
cocrase:
2.3.1. BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 MM X
17 Mm-2 wr.
2.3.2. 'HCTpYKUKWSA MO NMPUMEHEHWUIO
BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 Mmm X 15 MMm, B
cocTaBe:
2.4.1. BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 MM X
15Mm - | wr.
2.4.2. HCTpyKUMA NO NPUMEHeHUI0
BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 mm X 17 MM, B
COoCTaBe: .

2.5.1. BuHT ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 mm X
17 mm - 1w,

2.4.

2.5.

1.6.2. Instruction for use
ZEVO Anterior Cervical Screw:
ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 mm x 13 mm
2.1.1. ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 mm x
13 mm —2 pcs.
2.1.2. Instruction for use
ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 mm x 15 mm
2.2.1. ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 mm x
15 mm-2 pcs.
2.2.2. Instruction for use
ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 mm x 17 mm
2.3.1. ZEVO VARIABLE SELF-DRILLING SCREW, 3.5 mm x
17 mm -2 pcs.
2.3.2. Instruction for use
ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 mm x 15 mm
2.4.1. ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 mm x
15 mm- 1pc.
2.4.2. Instruction for use
ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 mm x 17 mm
2.5.1. ZEVO VARIABLE SELF-DRILLING SCREW, 4.0 mm x
17 mm- 1pc.
2.5.2. Instruction for use

[ns BUHTOBOI MepefHeil duKkcaumy LWeHOro oTAena no3soHoYHMKa B xoge Intended for anterior interbody screw fixation of the cervical spine during

npoLecca cpalLBaHus LLIEAHOro oTAena No3BOHOUHMKA

the development of a cervical spinal fusion.

W3nenms [oMKHbLI UCNOMb30BATLCSA TOMBKO KBA/MMULMPOBaHHLIMU Xupypramu, These devices should be used only by physicians who have completed train-
MpoLIeaMMI COOTBETCTBYHOLLLEE 06YUEHNE U 3HAKOMbIMU C yCTpoiAicTBOM 13- ing and consultations with the installation and all possible surgical tech-

,qenmﬁ, MX Ha3Ha4YeHUEM, BCEMUN BO3MOXHbLIMU XNPYPTUYECKNMU TEXHUKaMU
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on potential consumers of
medical device

Mo604HbIe ahdeKTbI
(BO3MOXHbIE  OCNOXHEHWUS) /
Adverse events (Potential

complications)

BuHT nepepHe>weiHbii DIVERGENCE

m[loTepsi KOCTHOW MacChl WM YMeHbLUIEHWE NAOTHOCTU KOCTW, BO3MOXHO, Bbl-
3BaHHbIe 9KPAHMPOBAHMEM HAMPSHKEHWIA.

m C/HAPOM KOHCKOro XBOCTa, HEBPOMaTus, HEBPOSOrMYyeckue paccTpoicTaa
(BpemeHHble UM NOCTOAHHbLIE), Napanierus, napanapes, peneKTopHble pac-
CTPOWACTBA, apaxXHOUAUT U/MIN NOTEPS MbILLEYHOW MacChl.

mlpekpalLieHne Nto60ro NOTeHLMaNbHOro pocTa NPOoNeprPOBaHHON YacTu Mo-
3BOHOYHMKA.

* VI3MEHeHVe NCUXMYECKOro COCTOSHUS.

* CMepTh.

mPa3BuTMe NPo6IeM AbIXaTeNbHO CUCTEMbI (HanpumMep, 3M60ous cocyLoB fer-
KWX, atefniekTtas, 6POHXUT, MHEBMOHUSA U T. [.).

mOTCOoeaMHeHune, 13rub n/uny NoaoMKa o6oro UM BCeX KOMMOHEHTOB.
mPa3pbIBbl TBEPAO0M MO3rOBOI 060/104KM, NCEBAOMEHUHIOLENE, CBULL, YCTORYN-
Bas yTeuka CN1HHOMO3MOBOM XUAKOCTW W/WAN MEHVUHIIT.

mPaHHAS 1K NO3AHAA HECTaOWIbHOCTb KOMMOHEHTOB 1 MUTpauus UMMNiaHTaTa.
mPeakuys (annepryuyeckas) Ha UIHOPOAHOE TeN0 — WMIIaHTbI, OCKO/IKM, Mpo-
JYKTbl KOPPO3WW, BKMIOYasA METannos, OKpallvBaHue, 06pa3oBaHWe OnyXosnu
n/vnn ayTOMMMYHHYHO 60/1€3Hb.

m[lepenom, MMKponepenom, pe3opbums, NoBpexaeHue, NPOHUKHOBEHUE W/Un
CMeLLeHMe Ha3ag It60ro NO3BOHKA ayTOTPaHCNAaHTaTa UM Y4acTKa ero BXmB-
NeHVs B MeCTe onepauuu, Bbille /WM HKe MecTa orepaLum.

 OCNOXHEHUS CO CTOPOHbI XeNyA0YHO-KMULLIEYHOTO TpaKTa.

mOCNOXHEHUs Ha JIOHOPCKOM Y4acTKe TpaHCmaHTaLmu, BkioYas 60k, nepe-
NOM, MH(EKUMIO UK NPOoBaeMbl C 3aKUB/EHWEM PaHbl.

mKpoBOTeYEHMe, reMaToma, 3aKynopka, Cepoma, 0TeK, IMBONNS, MHCYNbLT, Ypes-
MepHOe KpoBoTeueHue, (hnebuT, MOBPeXAeHV e KPOBEHOCHbIX COCYAO0B AW ApY-
rve TUMbl PacCTPOINCTB CepAEYHOCOCYANCTON CUCTEMBI.

mHeKpo3 Uam 06HaXXeHUe paHbl.

mYLleMNeHHoe CTYAeHWUCTOoe AP0, paspyLUeHVe UK gereHepauns AUCKa Bbille
WU HKE YPOBHSA OnepaLumn mbo B MecTe onepaLuu.

ml/HeKkuns.

m[loTeps HEBPOMOTNYECKUX (PYHKLMIA, BKIKOUAS CreaytoLime SBeHns: napanmy
(MONHBIA UAM YaCTUYHBIN), AU3eCTE3Us, TUMEPecTe3ns, aHeCTe3Ns, NapecTesus,
nosiBMEHNE PafvKynonaTuM WM BO3HWKHOBEHWE WM COXpaHeHue 60MeBbIX
OLLYLIEHWIA, OHEMEHME, HEBPOMbI, OLLYLIIEHWE MOKabIBaHWS, NOTEPS CEHCOPUKM
n/vnn cnasmbl.
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DIVERGENCE Anterior Cervical Screw

« Bone loss or decrease in bone density, possibly caused by stress shielding.
m Cauda equina syndrome, neuropathy, neurological deficits (transient or
permanent), paraplegia, paraparesis, reflex deficits, arachnoiditis, and/or
muscle loss.

mCessation of any potential growth of the operated portion ofthe spine.
mChange in mental status.

mDeath.

mDevelopment of respiratory problems (e.g., pulmonary embolism, atelec-
tasis, bronchitis, pneumonia, etc.).

« Disassembly, bending, and/or breakage of any or all of the components.

« Dural tears, pseudomeningocele, fistula, persistent CSF leakage, and/or
meningitis.

mEarly or late loosening of the components and implant migration.

« Foreign body (allergic) reaction to the implants, debris, corrosion prod-
ucts, including metallosis, staining, tumor formation, and/or autoimmune
disease.

« Fracture, microffacture, resorption, damage, penetration, and/or retropul-
sion of any spinal bone of the autograft, or at the bone graft harvest site at,
above, and/or below the level of surgery.

« Gastrointestinal complications.

 Graft donor site complications including pain, fracture, infection, or
wound healing problems.

« Hemorrhage, hematoma, occlusion, seroma, edema, embolism, stroke, ex-
cessive bleeding, phlebitis, damage to blood vessels, or cardiovascular sys-
tem compromise.

m\Wound necrosis or wound dehiscence.

mHerniated nucleus pulposus, disc disruption or degeneration at, above, or
below the level of surgery.

mInfection.

 Loss of neurologial function, including paralysis (complete or incom-
plete), dysesthesia, hyperesthesia, anesthesia, paraesthesia, appearance or
radiculopathy, and/or the development or continuation of pain, numbness,
neuroma, tingling sensation, sensory loss, and/or spasms.

mNon-union (or pseudarthrosis), delayed union, and mal-union.
mPostoperative change in spinal curvature, loss of correction, height, and/or
reduction.



mHecpalleHve (UM NBCEBA0APTPO3), 3afepXKKa CpaLleHns U HEBEpHOe cpalLie-
Hue.

mlocneonepayoHHOE U3MEHEHME KPMBU3HBLI MO3BOHOYHMKA, NOTEPS KOppPeK-
LK, BbICOTbI W/UAW penosuLmu.

mdopmMrpoBaHmne pydLia, BO3MOXHO BbI3bIBAOLLIEE HEBPOIOrMYECKOe PaccTpoii-
CTBO U/vnn 60/eBble OLLYLLEHWS.

» OcefjaHue YCTPOIACTBA B MO3BOHKOBOE TeNo (M Tena).

m[loBpexzeHne TKaHell UM HepBaa, pasgpakeHne U/mam 60nb, Bbi3BaHHasA He-
BEPHbIM MO3ULMOHMPOBAHNEM W Pa3MELLEeHVEM VMMIAHTATOB WU CPeSCTB WH-
CTPYMEeHTaNbHOM hukcaLmu.

MprmeyaHre. MoxeT NOTPe60BaTLCA LONOMHUTENbHAS XUPYPruveckas onepa-
LS 4151 KOPPEKLMN HEKOTOPbLIX U3 MOTEHLMAbHBIX HEXeNaTe IbHbIX SIB/IEHUIA.

BWHT nepegHe-weiHbIi ZEVO

m ATenekTas, HeNPOXOAMMOCTb KULLIEYHWKA, PbhKa MeXMNO03BOHOUYHOIo AMCKa
n/nn cMeLLieHre TpaHCMIaHTaTa Hasag,

m[loTeps KOCTHOW MacChbl WM YMeHbLUEHWE MAOTHOCTY KOCTW, BO3MOXHO, Bbl-
3BaHHbIE 3KPaHNPOBAHWEM HaMPSHKEHNIA.

 BypcuUT 1 NOBpPEX/eHUEe TKaHel, BbI3BaHHbIE HEMPAaBW/ILHOW OpUeHTaLuei 1
pacrnonoXXeHNemM UMMIAHTATOB UM UHCTPYMEHTOB.

* MpekpalleHre NH06GOro NOTEHLMAILHOTO POCTa NPOOMNePUPOBaHHON YacTu no-
3BOHOYHUKA.

* /I3MeHeHMEe NCMXNYECKOTO COCTOSIHUS.

* CmepTb.

mPa3BuTVe HAPYLLEHW CO CTOPOHbI AblXaTeNbHOW CUCTEMbI (Hanpumep, 3M60-
T coCcy 0B NErknx, 6pOHXM1Ta, MHEBMOHWUN U T. 4.)

mOTCOeANHeHVe, N3rMb U/van NoaoMKa Nto6oro UM Bcex KOMMOHEHTOB.
m/lypasibHble paspbiBbl. A

mucarvs.

* PaHHee vnv nosgHee ocnabneHne ukcaumm N060ro uam Bcex KOMMOHEHTOB.
mPeakuus (annepruyeckas) Ha MIHOPOAHOE TeN0 — UMM/IAHTaTbI, OCKO/IKU, MPO-
JYKTbl KOPPO3UKW, MaTepuan TpaHcnaaHTaTa, BKIH0Yas MeTanios, okpalimBaHue.
06pa3oBaHMe ONyxonu U/uam ayToMMMYHHYHO 60/1e3Hb.

m [Nepenom, MWKponepenom, pe3opbuusi, NOBPEXAEHUE WM MPOHWUKHOBEHWE
Nt060ro No3BOHKa UMM KOCTHOrO TpaHCMaHTaTa UM y4acTKa ero BXXUBeHNS
B MeCTe onepawuu, BbiLe W/WIN HIDKe MecTa onepauyn.

m PaccTpoiicTBO KeNnyfo4HO-KMLIEYHON W/Mnn  penpoLyKTUBHON CUCTEMbI,
BK/IHOYas 6ecniofue 1 yTpaty Cynpy>XecKoi 06LLHOCTY XKIU3HU.

*» OCNOXXHEHUS Ha JOHOPCKOM y4acTKe TpaHCMiaHTauum, BKovas 60nb, nepe-
NIOM WA NPOGNEMbI C 3KMUBIEHNEM PaHbI.
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mScar formation possibly causing neurological compromise around nerves
and/or pain.

mSubsidence of the device into vertebral body(ies).

» Tissue or nerve damage, irritation, and/or pain caused by improper posi-
tioning and placement of implants or instruments.

Note: Additional surgery may be necessary to correct some of these antici-
pated adverse events.

ZEVO Anterior Cervical Screws

mAtelectasis, ileus, gastritis, herniated nucleus pulposus, and/or retropulsed
graft.

mBone loss or decrease in bone density, possibly caused by stress shielding.
mBursitis and tissue damage caused by improper positioning and placement
of implants or instruments.

mCessation of any potential growth of the operated portion of the spine.
mChange in mental status.

mDeath.

m Development of respiratory problems (e.g., pulmonary embolism, bron-
chitis, pneumonia, etc.).

mDisassembly, bending, and/or breakage of any or all of the components.
mDural tears.

mDysphagia.

“Early or late loosening of any or all of the components.

» Foreign body (allergic) reaction to implants, debris, corrosion products.
graft material, including metallosis, staining, tumor formation, and/or auto-
immune disease.

mFracture, microfracture, resorption, damage, or penetration of any spinal
bone and/or bone graft or bone graft harvest site at, above, and/or below the
level of surgery.

mGastrointestinal and/or reproductive system compromise, including steril-
ity and loss of consortium.

mGraft donor site complications including pain, fracture, or wound healing
problems.

* Hemorrhage, hematoma, seroma, embolism, edema, stroke, excessive
bleeding, phlebitis, wound necrosis, wound dehiscence, or damage to blood



OnucaHne OCHOBHbIX (YHK-
LIMOHANbHBIX 3/1EMEHTOB Me-
OVLMHCKOTO U3Lenns 1 Tex-
HWYEeCKMEe XapakTepucTuku /
Description of the main
functional parts of medical
device and technical specifi-
cations

* KDOBOTEYEHWE, reMaToma, Cepoma, OTeK, IMOONNSA, MHCYNLT, Ype3MepHOe Kpo-
BOTeUeHue, PneduT, HEKPO3 paHbl, PaCX0XK/AeHNe Kpaes paHbl UM MOBPEXAEHME
KPOBEHOCHBIX COCY/I0B.

mHecnocobHOCTbL BECTW MOBCELHEBHYHO aKTVBHOCTb.

m BmewatenscTBo npy nomowy peHTreHorpadumn, KT n/wam MPT B cBA3n ¢
Ha/IM4MeM VMM/IaHTATOB.

m/Hdekuna.

* [oTeps KOHTPONA Haf, KULIEYHWKOM W/WM MOYEBBLIM My3blpeM Wn gpyrue
TUMbI PACCTPOINCTB YPONOTrMYECKO CUCTEMBI.

m[loTeps HEBPONOTrMYECKMX (DYHKLMIA, BKIHOYas CneaytoLime ABeHUs: napaauy
(MONHBIA MM YaCTUYHBIN), AN3ECTE3NS, TUNEPECTe3Ns], aHeCTe3uns!, napecTesns,
NosiBNIEHVE PaguKynonatum U/ BO3HNKHOBEHWE WM COXpaHeHue 60/1eBbIX
OLLYLIEHWA, OHEMEHWE, HEBPOMbI UM OLLYLLIEHWE MOKasblBaHUS.

* [NoTeps NOABWXHOCTU UM (OYHKLWIA NO3BOHOYHMKA.

* HeBponaTtus, HEBPOIOrMYECKMe PACCTPOCTBA (BPEMEHHbIE MW MOCTOAHHLIE),
napanserus, pedeKTopHble paccTpoiicTBa M/Nn apaxHOUANT.

* HecpaleHue (unv nceBgoapTpo3s), 3afepxKa cpalleHus 1 HeBepHOe cpalle-
Hue.

m [laBfieHve feTasiell KOMMOHEHTOB Ha KOXY Y NauyeHTOB C HeJoCTaTOYHbIM
06bEMOM MOKPOBHbIX TKaHel Haf UMMIaHTaTOM, KOTOPOe MOXET MPUBEPTU K
NeHeTpaLun KOXu, pasapaXeHnto U/mam 601eBbIM OLLYLLEHNSM.
m[locneonepauoHHOe M3MEHEHNE KPUBU3HLI NMO3BOHOYHUKA, NOTEPS KOPpPeK-
Ln, BbICOTbI /M PEnO3nLLUN.

mdopmmpoBaHme pybLa, BO3MOXHO BbI3bIBaIOLLLEE HEBPONOrMYECKOE PacCcTPOii-
CTBO W/Mnn 60/eBbIE OLLYLLEHNS.

MpumeyaHne. MoxeT noTpeboBaTbCA AOMONHUTENBHAA XMPYPruYecKas onepa-
Lm1a Ans KOppeKLMN HEKOTOPbIX M3 NOTEHUMaNbHBIX HEXenaTebHbIX SBEHUNA.
Ha pucyHKax Hwxe npusefeH o0Lmii BUA U3aenns 1 nokasaHbl OCHOBHbIE pas-
Mepbl. Tabnuua 1cofepxnT TeEXHUYECKNE XapaKTePUCTUKN U3LENNS.

PucyHok 1- BuHT DIVERGENCE
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vessels.

mInability to perform the activities of daily living.

mInterference with roentgenographic, CT, and/or MR imaging because of
the presence of the implants.

« Infection.

mLoss of bowel and/or bladder control or other types of urological system
compromise.

mLoss of neurological function, including paralysis (complete or incom-
plete), dysesthesias, hyperesthesia, anesthesia, paraesthesia, appearance of
radiculopathy, and/or the development or continuation of pain, numbness,
neuroma, or tingling sensation.

mLoss of spinal mobility or function.

mNeuropathy, neurological deficits (transient or permanent), bilateral para-
plegia, reflex deficits, and/or arachnoiditis.

« Non-union (or pseudarthrosis), delayed union, and mal-union.

mPressure on the skin from component parts in patients with inadequate
tissue coverage over the implant possibly causing skin penetration, irrita-
tion, and/or pain.

 Post-operative change in spinal curvature, loss of correction, height,
and/or reduction.

mScar formation possibly causing neurological compromise around nerves
and/or pain.

Note: Additional surgery may be necessary to correct some of these antici-
pated adverse events.

Figures below show a general view of the device and shows the main di-
mensions. Table 1 contains the technical specifications.

Figure 1- DIVERGENCE screw



PucyHok 2 - BuHT ZEVO

Figure 2 - ZEVO screw

Ha Bce TeXHWYeCKMe XapakTepucTVKM PacnpocTPaHATCA AonycTUMble OTKO- The tolerance is + 10 % for all values, unless otherwise specified.

HeHuna +10 %, ecnin He yKa3aHO WHOe.

OAL

P _

Tabnmua 1—TexHUYecKmne XxapakTepucTuKn

No
l.

11
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HanmeHoBaHue
BUWHT nepepgHe-
weliHblii DIVER-
GENCE
BuHT DIVER-
GENCE SA SELF-

TexHuYeckne xapakTepucTnku

[nvHa BuHTa (OAL)- 13,32 Mv
[nvHa pe3b6bl (L) - 11,26 mm

DRILLING SCREW, OuawmeTp pe3bbbl (M) - 3,5 mm

3.5 Mm X 11 Mm

[Luametp ronosku (D) - 51 mm
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Table 1- Technical specifications

x*
1

Name
DIVERGENCE
Screw

DIVERGENCE SA
SELF-DRILLING
SCREW, 3.5 mm x
I mm

Technical specifications

Screw length (OAL) - 13,32 mm
Thread length (L) - 11,26 mm
Thread diameter (M) - 3,5 mm
Head diameter (D) - 51 mm
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13.

14.

15

16.
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BuHT DIVER-
GENCE SA SELF-

DRILLING SCREW,

3.5 MMX 13 MM

BuHT DIVER-
GENCE SA SELF-
DRILLING
SCREW,3.5 MMX 15
MM

BuHT DIVER-
GENCE SA SELF-

DRILLING SCREW,

4.0 MX11 MM

BuHT DIVER-
GENCE SA SELF-

DRILLING SCREW,

4.0 MMX 13 MM

BuHT DIVER-
GENCE SA SELF-

DRILLING SCREW,

4.0 MMX15 MW

BuHTLI nepegHe-
WwenHbIi ZEVO

Bbixog pe3b6sbl (F) - 2,06 Mm
MoBepxHOCTb 06pasLa — NAHLeBas

LiBeT aHOAMPOBAHHOIO TUTaHa - ronyboi
[nvHa BuHTa (OAL) - 15,32 MM

[nunHa pesbbbl (L) - 13,26 Mm

[OnamveTtp pesb6bl (M) - 3,5 Mm

[Luametp ronoskn (D) -5,1 MM

Bbixog, pe3bbsbl (F) - 2,06 Mv
MoBepxHOCTb 06pasua - rnsHLeBas

LIBeT aHOAMPOBAHHOI O TUTaHa — 0/1y60M
[nuvHa BuHTa (OAL) - 17,32 Mm

[nvHa pe3bbbl (L)- 15,26 mm

[LnameTp pe3bbbl (M) - 3,5 MM

[Jvawmetp ronosku (D) -5,1 mMm

Boixog pe3bbb! (F) - 2,06 Mv
MosepxHOCTb 06pasua - rnsaHLesas

L|BeT aHOAMPOBAHHOIO TUTaHa - rony6oit
OnvHa BuHTa (OAL)- 13,32 MM

[nvHa pe3bbbl (L) - 11,26 mm

[JvameTp pe3bbbl (M) - 4,0 MM

[nameTp ronosku (D) - 51 Mm

Bb(xog pe3b6bl (F) - 2,06 Mm
MoBepxHOCTb 06pasLa — NsHLEeBas

L|BeT aHOAMPOBAHHOIO TUTaHa - (OMOMETOBbIN
[nvHa BuHTa (OAL)- 15,32 Mm

[nuHa pe3bbbl (L)—13,26 Mm

[nameTp pe3bbbl (M) - 4,0 mm

Onametp ronosku (D) - 51 Mm

Bbixog pe3b6sbl (F) - 2,06 Mm
MoBepxHOCTb 06p”Ua - rAsHUeBas

LiBeT aHOAMPOBAHHOTO TUTaHa - (H1OMETOBbIN
OnvHa BuHTa (OAL)- 17,32 Mm

[JnvHa pe3bbbl (L)- 15,26 mm

[nameTp pesbbbl (M) - 4,0 mm

[unametp ronosku (D) - 5,1 mm

Bbixog pe3sbbbl (F) - 2,06 Mm
MoBepxHOCTL 06pasua - rnsHueBas

L|BeT aHOAMPOBAHHOMO TUTaHa —hMONETOBbIN
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12.

13.

14.

15.

16.

DIVERGENCE SA
SELF-DRILLING
SCREW, 3.5 mmx
13 mm

DIVERGENCE SA
SELF-DRILLING
SCREW, 3.5 mmx
15 mm

DIVERGENCE SA
SELF-DRILLING
SCREW, 4.0 mm x
11 mm

DIVERGENCE SA
SELF-DRILLING
SCREW, 4.0 mm x
13 mm

DIVERGENCE SA
SELF-DRILLING
SCREW, 4.0 mm x
15mm

ZEVO Screw

Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color —ight blue
Screw length (OAL) - 15,32 mm
Thread length (L) - 13,26 mm
Thread diameter (M) - 3,5 mm
Head diameter (D) - 51 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - light blue
Screw length (OAL) - 17,32 mm
Thread length (L) - 15,26 mm
Thread diameter (M) - 3,5 mm
Head diameter (D) - 5,1 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - light blue
Screw length (OAL) - 13,32 mm
Thread length (L) - 11,26 mm
Thread diameter (M) - 4,0 mm
Head diameter (D) - 5,1 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - purple
Screw length (OAL) - 15,32 mm
Thread length (L) - 13,26 mm
Thread diameter (M) - 4,0 mm
Head diameter (D) - 5,1 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - purple
Screw length (OAL) - 17,32 mm
Thread length (L) - 15,26 mm
Thread diameter (M) - 4,0 mm
Head diameter (D) - 5,1 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - purple
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BuHT ZEVO VARI-
ABLE SELF-
DRILLING SCREW,
3.5 MM X 13 Mm

BuHT ZEVO VARI-
ABLE SELF-
DRILLING SCREW,
35 MM X 15 MM

BuHT ZEVO VARI-
ABLE SELF-
DRILLING SCREW,
3.5 MM X 17 MM

BuHT ZEVO VARI-
ABLE SELF-
DRILLING SCREW,
4.0 MV X 15 Mv

BuHT ZEVO VARI-
ABLE SELF-
DRILLING SCREW,
4.0 MV X 17 MM

[nvHa BuHTa (OAL) —15,22 MM

[JnunHa pe3b6bl (L) -13,16MM

[Junametp pesbbbl (M) - 3,5 Mm

[nawmeTp ronosku (D) - 4,53 MM

Bbixog pe3bbbl (F) - 2,06 Mm
MoBepxHOCTL 06pasua - rnsaHUeBas

LBeT aHOAMPOBaHHOIO TUTaHa - ronyboi
[nnHa BuHTa (OAL) - 17,22 MM

[nnHa pe3b6bl (L) - 15,16 Mm

[OnameTp pe3bbbl (M) - 3,5 Mm

[Junamvetp ronosku (D) - 4,53 Mm

Boixog pesbbbl (F) - 2,06 Mm
MoBepxHOCTb 06pa3La - rnaHLesas

LiBeT aHOAMPOBaHHOI O TUTaHa ~ rony6oi
[nnHa BuHTa (OAL) - 19,22 Mm

[nvHa pe3bbbl (L)- 17,16 Mm

[OvameTp pe3b6bbl (M) - 3,5 Mm

[JunameTp ronoskn (D) - 4,53 Mm

Bbixog pe3sbbbl (F) - 2,06 Mm
MoBepxHOCTb 06pasLa - rnsHuesas

LiBeT aHOAMPOBAHHOIO TUTaHa - rony6oi
[nvHa BuHTa (OAL) - 17,22 MM

[OnvHa pe3bobl (L)- 15,16 MM

[LnameTp pe3bbbl (M) - 4,0 Mm

[JwnameTp ronosku (D) - 4,53 MM

Bbixog pe3sbbbl (F) - 2,06 Mm
MoBepXxHOCTb 06pasLa - rnsaHueBas

LIBeT aHOAMPOBAHHOIO TUTaHa —NONETOBbI

[Onvna BuHTa (OAL) - 19,22 Mm
[nunHa pe3bbbl (L) - 17,16 mm
[OunameTp pesbbbl'(M) - 4,0 Mv
[OnameTtp ronosku (D) - 4,53 mm
Bbixog pe3bobl (F) - 2,06 mm
MoBepxHOCTb 06pa3La - rnsHLueBas

LIBeT aHOAMPOBAHHOIO TUTaHA - (PMONETOBbI
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ZEVO VARIABLE
SELF-DRILLING
SCREW, 3.5 mmx
13 mm

ZEVO VARIABLE
SELF-DRILLING
SCREW,3.5 mmx
15mm

ZEVO VARIABLE
SELF-DRILLING
SCREW, 3.5 mmx
17 mm

ZEVO VARIABLE
SELF-DRILLING
SCREW, 4.0 mm X
15mm

ZEVO VARIABLE
SELF-DRILLING
SCREW, 4.0 mm X
17mm

onucaHne Tabnuua 2. MaTtepuanbl, UMeKOLLEe KOHTaKT ¢ opraHu3MoM / Table 2. Materials in contact with the body

Screw length (OAL) - 15,22 mm
Thread length (L)- 13,16 mm
Thread diameter (M) - 3,5 mm
Head diameter (D) - 4,53 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - light blue
Screw length (OAL) - 17,22 mm
Thread length (L) - 15,16 mm
Thread diameter (M) - 3,5 mm
Head diameter (D) - 4,53 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color —ight blue
Screw length (OAL) - 19,22 mm
Thread length (L) - 17,16 mm
Thread diameter (M) - 3,5 mm
Head diameter (D) - 4,53 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - light blue
Screw length (OAL) - 17,22 mm
Thread length (L) - 15,16 mm
Thread diameter (M) - 4,0 mm
Head diameter (D) - 4,53 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - purple
Screw length (OAL) - 19,22 mm
Thread length (L) - 17,16 mm
Thread diameter (M) - 4,0 mm
Head diameter (D) - 4,53 mm
Thread runout (F) - 2,06 mm
Sample surface - glossy
Anodized titanium color - purple



HernocpeACTBEHHbIN nm Nature of

0rMoCpeAoBaHHbIN  KOHTaKT C W3pnenue Martepuan, NnocTaBLW MK B:'QKKTZH' Device Material, supplier body con-
OpraH13Mom nauueHTa tact
(tenom 4enoseka) / List and  BuHT KOCTHbIi TuTaHoBbIN cnnas Ti-6A1-4V ELI  [JlonrospemeH-  Sterile spinal Titanium alloy Ti-6A1-4V ELI Long term
description of medical device  cnuHanbHbIi cTe- HbliA (> 30 bone screw, in (>30 days),
materials with direct or indi-  punbHbIi B Bapn- [LHell) KOHTaKT  variants Tissue and
rect contact with the pa- anTax ucnone- C MATKUMM 1 bones
tient's body (human body) HUS KOCTHbIMU
TKaHAMM
O603HaueHus cumsonos/
Symbols Cuwmson/ OnwucaHune Description
Symbol
YNOMHOMOYEHHbIV NpeAcTaBuUTeNb B EBPONEckom co- Authorized representative in the European
EC REP 06LecTBe Community
MPEOYNPEXAEHWME: cornacHo (eaepaibHOMY 3a- CAUTION: Federal law (USA) restricts these devices to sale

R | KoHy CLLA 3Tu ycTpoiicTBa MOryT npofasaTbcs TOMbKO by or on the order of a physician.
only Bpady WK Mo 3aKasy Bpava.

@ He 1cnonb30BaTth NOBTOPHO Do not re-use

Kog naptum Batch code
Mpown3soanTens Manufacturer
[Jata nsrotosneHns Date of manufacturing
R E F Howmep no katanory Catalogue number
STERILE R CTepuin3oBaHo U3yyeHrem Sterilized using irradiation
Page 9 of 14
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Cpok rogHoctn Use-by date

2

Tonbko gns CLUA For US audiences only
! USA
YCTpOWCTBO COOTBETCTBYET EBPONECKON ANPEKTUBE The device complies with European Directive MDD
‘ C MDD 93/42/EEC 93/42/EEC
0123
M\ooicco CM. VIHCTPYKLMIO MO 3KCnayaTauymn Ha jaHHOM Be6- Consult instructions for use at this website
caiite.

3 stgH
instructions
For Use

MepeyeHb MaTepuaioB >XWU- [laHHOE W3fenne He COAEPXKUT MaTepuarbl XXMBOTHOIO 1 (Mnn) Yenosedeckoro  The device does not contain materials of animal and (or) human origin.
BOTHOTO W(MAM) Ye/oBeYe- MPOUCXOXKAEHNS.

CKOro npowvcxoxgexms / List

of materials of animal and

(or) human origin

WHdopmaums B COOTBETCTBUM He NpMMEHMMO Not applicable

C [aHHbIMW TFOCyfJapCTBeH-

HOro peecTpa NeKkapcTBEHHbIX

CPeacTB AN MeAWLMHCKOro

npyMeHeHWs 0  COojepXa-

LUMXCA B MEAULIMHCKOM u3fe-

nun [ Information from the

Russian State Pharma Prod-

ucts' Register about Pharma

product contained in medi-

cal device (if applicable)

OnucaHve meToaa cTepunnsa- M3nenms nocTaBnsoTCca CTEPUIbHBIMUK, CTEPUINZYIOTCA FaMMa-u3yyeHneM. The products are supplied sterile, gamma sterilized.

Lnn, cBeAeHNs 0 MeTofax Ba- PesynbTarthbl LeATeNIbHOCTW MO Banvpauum cTepunm3aumy nokasbiBaloT, 4To Results of the sterilization validation activities show that the devices were
nngauun B OTHOLLEHMM NPO- YCTPOICTBA YCMELLHO MPOLUV BandaLumio A8 TepMuHaibHOM cTepunmsaunn ¢ successfully validated for terminal sterilization via gamma irradiation at a
Liecca CTepunmu3aLmm, 0 BaiM- MOMOLLLIO raMMa-06/1yueHNa NPy MUHUMaBLHON CTepunmnsytolleit fose 25 KIp minimum sterilizing dose of 25kGy and will achieve a SAL of 10",
Jauun npouecca ynakoBbiBa- u gocTuraroT SAL 10/

HWS ANS CTepWbHbIX M3fe-

nuii [ Sterilization method,

Page 10 of 14
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Sterilization Validation,
Packaging Validation for
Sterile devices

MopsAgoK 1 ycnoBus yTunmsa-
LN UM YHUUTOXKEHNA Meau-
uMHckoro wusgenus/ Proce-
dure and conditions for the
disposal or destruction of a
medical device

CBefeHus 0 Mpom3BoguTene
MeAULMHCKOr 0 usgenvs
(HanmeHoBaHWe, agpec MecTo-
Hax0X[eHWs, MOYTOBbIA af-
pec, TenegioH, agpec Mecta
npomnssoactea) / Information
about manufacturer of med-
ical device (name, location
address, mailing address,
phone number, address of
place of production)

OxXnaaemblii CPOK 3KcnyaTa-
umn / Expected Lifetime

Mocne Ucnonb3oBaHUa YTUAN3UPYHTE MeAULMHCKOE U3AeNne B COOTBETCTBUM C
npasuamu, NPUHATLIMK B NIe4eOHOM YUpeXXAeHNN.

Knacc MeguUUHCKMX 0TX040B B cooTBeTCTBUM ¢ CaHlunH 2.1.3684-21:

Knacc A (Heucnonb3oBaHHble 134eNMS C UCTEKLLIMM CPOKOM FOAHOCTM, Hewc-
M0/Ib30BaHHbIE U3AENNS C HapYLUEHNEM LeIOCTHOCTM CTEPUIIbHON YNaKOBKK);
Knacc b ([ocne KOHTaKTa ¢ OpraHM3mMoM MnauueHTa).

MpounsBoguTens:

MegaTpoHuk Cocamop JaHek KOIc3iA, MIHK. (Medtronic Sofamor Danek USA,
Inc.), 1800 Pyramid Place, Memphis, TN 38132, USA

Ten.: 800 3763133

www.medtronic.com

YNONHOMOYEHHbI NpeacTaBMTENb NPOU3BOAUTENS:

000 «MefTpoHuK», 123112, r. MOCKBa, BH.TEP.r. MYHULMNabHbIA OKPYr
MpecHeHcKuiA, Hab MpecHeHckas, A4. 10, aTax/nomewy./kom. 9/111/41

Ten.: (495) 580-73-77, dakc: (495) 580-73-78

www.medtronic.ru

CrepwnbHble N3Lenvsa UMEKOT CPOK rogHOCTY 8 neT.

CpefHuii CpoK, B TeYeHUe KOTOPOro M3denne [O/HKHO A0CTUYb CBOel adhek-
TMBHOCTM (Hanpumep, UMMOBUN3ALMS U CTaBUNN3ALMS B KAYECTBE 0MOJHE-
HS K CpaLLiEHMIO) N COXPaHWTb CBOIO GE30MacHOCTb 10 MOMEHTa CpalLieHNs, co-
CTaB/IET OfIH IO,

BuHTbI ZEVO SBNAKOTCA BPEMEHHbIMU BHYTPEHHUMM YCTPOVCTBaMU (hirkcaLmu.
YcTpolicTBa BHYTPEHHel (mKkcaumMn npefHasHayeHbl A9  cTabunusauum
y4acTKa orepaLiMn Bo Bpems HOpMaslbHOro npoLiecca 3axkus/eHus. Mocne cpac-
TaHWs NO3BOHOYHMKA 3TW YCTPOMCTBA HE BbIMOHAT HUKAKON HEoOXOAMMOVA
(DYHKUMW 1 [OMKHbI 6bITb N3BMEYEHDI.

HecmoTpa Ha TO, Y4TO OKOHYaTe/lbHOe pelleHWe 06 W3BMEYeHNN WMMMAaHTaTa
MPUHUMAETCA XMpyprom, Accoumalms Npou3BOAUTENeN OPTONEANYECKUX XN-
PYPryecKmX CUCTEM CHUTAET, YTO, EC/IN 3TO BO3MOXKHO M NMPAKTUYHO /15 MaLm-
€HTa, YCTPOICTBA (hMKCaLMM KOCTeW AOMKHbI BbITb CHATbI NOC/E TOr0, Kak bblia
BbINOMHEHA WX 33fja4a Kak BCMOMOraTe/slbHOr0 YCTPOMCTBA A/ 3aKMBMEHNS,
0C0BeHHO cpefin 6oree MOMOABIX U 60nee aKTUBHBIX NaLMeHToB. J1toboe peLue-
Hue 06 W3BNEUEHWM YCTPOIACTBA AO/HKHO YUMTbIBAaTb PUCK [/ MauveHTa.

Page 11 of 14
Ctpanvua 11 un3 14

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

After use, dispose of the medical device in accordance with the rules
adopted at the health care center.

The class of medical waste in accordance with SanPiN 2.1.3684-21:

Class A (Unused expired devices, unused devices with the damaged sterile
packaging).

Class B (After contact with the patient’ body).

Manufacturer:

Medtronic Sofamor Danek USA, Inc. (Medtronic Sofamor Danek USA,
Inc.)., 1800 Pyramid Place, Memphis, TN 38132, USA

Tel: 800 3763133

www.medtronic.com

Authorized Representative of Manufacturer:

“Medtronic” LLC, 123112, Moscow, in.ter.c. Presnensky Municipal Dis-
trict, Presnenskaya nab., 10, floor 9, office 111, room 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78

www.medtronic.ru

The sterile devices have an 8-year shelf-life.

Average lifetime in which the device is expected to achieve its performance
(e.g. immobilization and stabilization as an adjunct to fusion) and maintain
its safety until fusion occurs is one year.

ZEVO screws are temporary internal fixation devices. Internal fixation de-
vices are designed to stabilize the operative site during the normal healing
process. After the spine is fused, these devices serve no functional purpose
and should be removed.

While the surgeon must make the final decision on implant removal, it is
the position of the Orthopedic Surgical Manufacturers

Association that whenever possible and practical for the individual patient,
bone fixation devices should be removed once their

service as an aid to healing is accomplished, particularly in younger and
more active patients. Any decision to remove the

device should take into consideration the risk to the patient of a second sur-
gical procedure and the difficulty of removal.



CBSI3aHHbIV C MOBTOPHOW XMPYPruyveckoin npouesypoii, 1 CAOXHOCTb U3BneYe-

HuA. DIVERGENCE screws are intended to be used for the life of the patient
without removal.

BuHTbl DIVERGENCE npefiHazHayeHbl 41 UCMO0/Ib30BaHUSA B TEYEHUE YXKMU3HU

naumeHTa 6e3 M3BIeYeHUS.

Ycnosus aKcnnyatauum, MeauUUHCKOe n3fenune npefHasHayeHo Ans UCnosib30BaHUA B CTaHAAPTHbIX The medical device is intended for use at the standard conditions of hospi-
TPAHCMOPTVUPOBAHUSA U XPaHe- yC0BMAX OMepaLyOHHON KOMHaTbI /1e4eGHOro yUpexaeHus KsanuguumposaH- tal operating room environment by qualified medical personnel who have
HUs / Operating, HbIM MeAMLMHCKAM NepCoHaIOM, NPOLLEALLINM CrieLMann3npoBaHHoe obyye-  undergone specialized training and have an appropriate level of surgical
transportation and storage Hwvie 1 MMeIOLLMIA COOTBETCTBYIOLLMIA YPOBEHb XMPYPTUYECKOrO OMbITa. experience.
conditions
Ycnosua akcnnyartauuu B JIMY: Operating conditions in the health facility:
TemnepaTypa OT1 108040 ¢ t° 10to 40 ¢ -
[asneHne 700 - 1060 rla Pressure 700-1060 gPa
BnaxHocTb 30-75% Humidity 30-75%
YcnoBua akcnayartayuy Bo BHYTPEHHER cpefe opraHu3Ma: Operating conditions in the internal environment of the bodv:
TemnepaTypa OTr32p042C° t° 32t042 C°
BnaxHocTb 100 % Humidity 100 %
YcnoBua xpaHeHus
Temnepatypa Ot -50 po 40 Storage Conditions:
[aBneHune 700- 1060 rlMa t° -50 to 40 C°
BnaxHocTb 80% npm 25 C° Pressure 700-1060 gPa
Humidity 80% at 25 C°
YcnoBusa TpaHCNOPTUPOBKN
TemnepaTypa OT1-50 go 50 C° Transport Conditions:
[asnexune 700- 1060 rMa t° -50 to 50 C°
BnaxHocTb 80% npm 25 C° Pressure 700-1060 gPa
Humidity 80% at 25 C°

lapaHTUitHble 06s3aTenbcTBa OrpaHuyeHHas rapaHTvus —obnactv 3a npefenamm CLUA fomkHbI cBsA3aThea ¢ Limited Warranty- Areas outside the United States should contact their lo-
/ Warranty pernoHanbHbIM NpefcTasuTenem Medtronic 4na nonyyeHns TOUHbIX YCnoBuit cal Medtronic representative for exact terms of the Limited Warranty.
OrpaHWYeHHON rapaHTuK. In Russia please contact with Authorized Representative in Russia:
B Poccun, noxanyicta, CBSXWTECH C YNOMHOMOYEHHbIM MpeacTaButenem B Medtronic, LLC,
Poccuu: 123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya
000 «MeLTPOHUK, nab., 10, floor 9, office IlI, room 41
123112, r. MockBa, BH.Tep.r. MyHULMNanbHbIA OKpYT MpecHeHcKkuiA, Hab Mpec- Tel.: (495) 580-73-77
HeHckas, a. 10, atax/nomeru./kom. 9/111/41
Tel.: (495) 580-73-77
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[NepeyeHb HaUMOHABHBLIX ©

MEXAYHapOaHbIX
HOPMATMBHbLIX  [JOKYMEHTOB /
CTaHAapTOB, KOTOPbIM

COOTBETCTBYET MeAMLMHCKOE
nsgenue / The list of national
and international regulatory
documents / standards,
which matches medical de-
vice

ISO 13485:2016
MeamnumHckue n3genns - CucteMa MeHeKMeHTa KadecTsa - Tpe6GoBaHUsA Ans
Leneid perynmpoBaHus.

EN ISO 14971:2012
MeauumHckme msgenus - NprUMeHeHNe MeHeIKMEHTa PUCKa K MeAMLIHCKUM
U3aennam

BSEN 62366-1:2015
MeauuMHcKne n3genust - MNpoeKTUpoBaHWe MeAUUMHCKUX WU3LeNnuii ¢ yyeToMm
9KCMyaTaLUOHHOW NPUrofHOCTM

1ISO 15223:2016
CVIMBO/IbI, MPUMEHSIEMbIE MPYU MAPKUPOBAHUW HA MEAVMLUMHCKUX W3AENNsX, 3TU-
KETKax U B COMPOBOANTENbHOW [JOKYMeHTaLMK

ISO 14630:2012
HeakTuBHble X1pypruyeckue umnnaHTarsl - O6ume TpeboBaHMA

ISO 10993-1:2018
Bronornueckas oueHka MefULMHCKUX n3genuii - Yactb 1: OueHKa v ucnbltaHms
- TpeTbe n3gaHue

MEDDEYV 2.12/1/Rev 8 2013
PyKoBOACTBO MO cMCTEME 6ANTENbHOCTY B OTHOLLIEHUN MEAVLIMHCKUX U3aeNuiA

NB-MED/2.5.2/Rec8:2008
Coo6LLeHNe 06 3MEHEHWAX B KOHCTPYKLMW 1 U3MEHEHUSAX B CUCTEME KaYecTBa.

MEDDEYV 2.7.1/Rev 4:2016
OueHKa KNMMHUYECKMX [aHHbIX: PYKOBOACTBO ANns "bponssoguTeneid u HOTUGK-
LIMPOBaHHbIX OpraHoBs

EN ISO 11607-1:2009

YnakoBka 418 MeAWLMHCKAX W3Lenuid, nognexawimx (pUHULLIHON cTepunusa-
umn. Yactb 1 TpeboBaHUA K maTepuanam, 6apbepHbIM CUCTEMaM 11 CTEPUN-
3aUMn 1 YNakoBOYHbIM CUCTEMaM

EN ISO 11607-2:2006
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1SO 13485:2016
Medical Devices - Quality Management system- Requirements for regula-
tory purposes.

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

BSEN 62366-1:2015
Medical Devices-Application of Usability Engineering to Medical Devices

1ISO 15223:2016
Symbols to be used with medical device labels, labelling and information
to be supplied

ISO 14630:2012
Non-active Surgical Implants-General Requirements

ISO 10993-1:2018
Biological Evaluation of Medical Devices - Part 1. Evaluation and Testing
- Third Edition

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 changes of the quality system.

MEDDEV 2.7.1/Rev 4:2016
Evaluation of Clinical Data: A guide for manufacturers and notified bodies

EN ISO 11607-1:2009
Packaging for terminally sterilized medical devices - Requirements for ma-
terials, sterile barrier systems and packaging systems

EN 180 11607-2:2006

Packaging for terminally sterilized medical devices - Validation require-
ments for forming, sealing and assembly processes

ISO 11137-1:2006/A2:2018



YnaKkoBka AN MeAULMHCKUX W3LeNuiA, noanexaiwmx (UHWLLHON cTepunmusa- Sterilization of health care products - Radiation - Part 1: Requirements ror
ummn. YacTtb 2. TpeboBaHUs K Bainaaumy npoLeccos opMupoBaHus, repmetu- the development, validation and routine control of a sterilization process for
3auun 1 cbopkm medical devices

ISO 11137-1:2006/A2:2018 ANSI/AAMMSO 11137-2:2013

Crepunmsaums MeguLMHCKOW NpogyKumn. PagnaumoHHas ctepunmsanms. Yacte  Sterilization of health care products - Radiation - Part 2: Establishing the
1. TpeboBaHus K pa3paboTke, BaMAaLMmM 1 TeKyLLLEMY KOHTPO/O npoLecca cTe- sterilization dose

pPUAM3aLMN MESVULIMHCKUX U3aenuii

ANSI/AAMHSO 11137-2:2013
CTepunusaums MeMUMHCKON NpoayKuun. PagnalnoHHas ctepunmusanums. YacTs
2. YCTaHOB/EHWE CTEPUNN3YIOLLEN [03bl

Cnyx6a paboTbl ¢ KnmeHTaMu Mo BCeM BONpOCaM, BKtOUas xanobbl Ha MPoOAYKLMIO, peMOHT 1 Texo6eny- Contact for all questions, including complaints, repair and service of
/ Customer Service XWBaHue, obpawatbca K YnonHomoueHHoMy lMpepctasutento B Poccuii- medical devices the Authorized Representative in Russia:
CKoi depepaunu: Medtronic, LLC
00O «MeaTPOHUK» 123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya
123112, r. MockBa, BH.TEP.I. MyHULUMNa/bHbIA OKpyT MpecHeHCKuiA, Hab Mpec- nab., 10, floor 9, office 111, room 41
HeHckasd, 4. 10, ataxx/nomey./kom. 9/111/41 Tel.: +7-495-580-73-77, Fax: +7-495-580-73-78. www.medtronic.ru
Ten.: +7-495-580-73-77, thakc: +7-495-580-73-78. www.medtronic.ru
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CEPTUPUMKAT MNOAJSTMHHOCTU N YJOCTOBEPEHUWE MOAMNMNCHU

WTAT MNHHECOTA

OKPYT AHOKA

Hactoawas 3anucb «lpuioeHne K IKcnayaTauMOHHOW AOKYMeHTauuu - BUHT
KOCTHbIA CNWHaNbHbIA CTepPU/IbHbIN» 6Gblna NOANUCaHA WM 3acBUAETENbCTBOBaHa C
MCMONb30BaHNEM KOMMYHUKALMOHHbLIX TeXHONOruii 2 Hoabpsa 2023 roga Mueit YUrruHe
(Mia Wiggins), koTopas 3asBuna, 4To Haxoautcsa B oKpyre LWen6wn, wrtat TeHHeccw.

<nopanucaHo>
(Mognuck HoTapuyca)
BapuHa ®unasoHr (Varina Philavong)

(pacwmnpposka nognmucy HoTapuyca)

3BaHuWe n paHr: HoTapuyc

CpoK AeicTBMA MOMX MOTHOMOYUIA NcTekaeT
31 AHBapsa 2026 roga

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

<Kpyrnas neyats: BOJSIbLUAA MEYATDL LUTATA
MWHHECOTA* 1858>
<lWTamn: BAPMHA B ®VJIABOHI" * HOTAPUNYC -
MWHHECOTA CPOK MO/IHOMOUYN UCTEKAET 31
AHBaps 2026 roga>

(neyaTb HOTapuyca)



«MegTPOHUK»

<nognucaHo> 2 Hosi6psa 2023 roga
<Kpyrnas neyars: BOJIBLUAA MEYATH LUTATA
MMNHHECOTA* 1858>
<lWramn: BAPMHA B ®NJTABOHI" * HOTAPNYC -
MWHHECOTA CPOK MOMHOMOUWIA NCTEKAET 31
aHBaps 2026 roga>

«MegaTpoHuk Codamop AaHek CLUA, VIHK.»
(Medtronic Sofamor Danek USA, Inc.)

1800 Mupamug Mneiic

Memdwmc, wrat TeHHeccy 38132 CLUA

(1800 Pyramid Place Memphis, TN 38132, USA)
Ten,: 800.876.3133

«YTBEPXJAK»

«MegTpoHuk Coamop AaHek CLUA, NHK.»
(Medtronic Sofamor Danek USA, Inc.)

Ct. cneymanucT otaesia HOpMaTUBHO-
NpaBoBOro perysmpoBaHus
(AOMKHOCTD)

Mwua Yurrudc (Mia Wiggins)
(rws, dpamunms)

<nognucaHo>
(noznmceb)
« 02 » W 2023r.

«[leHb» Mecsy, (Lmpamu)

MpunoxeHne K «KcnayaTaUuMoOHHON AOKYMeHTaLUWN Ha MeANLMHCKOE U3aeNnne» ans
perncTpauumn Ha Tepputopun Poccuiickoih degepayun

BWHT KOCTHbIN CNWHaNbHbIN CTepMﬂbeIVI B BapunaHTax UCMo/JIHEHWNA

MpownssoauTens:
«MepaTpoHuK Coamop AaHek CLUA, NHK.» (Medtronic Sofamor Danek USA, Inc.)
1800 Mupamug Mneiic, Memguc, TeHHeccn 38132, CLLUA (1800 Pyramid Place Memphis,
TN 38132, USA)

MepeBof C aHINNIACKONO si3blka Ha PYCCKUIA SI3bIK BbINO/IHEH MEPEBOAUMKOM VICKYCHbIX OMUTprEeM

AseKcaH4poBUYEM
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Poccuiickasa depepauuns
Mopog MockBa
[BajuaTb AeBATOro HOA6pPA ABe ThICAYN ABafLaTb TPeTbero roga

A, Mbirbilw Onbra HMKonaeBHa, BPEMEHHO MCMONHAOLWMIA 0653aHHOCTM HOTapuyca ropoga
MoCKBbI AnexvHa EBreHus Bnagumuposuya, CBUAETENbCTBYH MNOANMHHOCTL MOAMKUCK
nepesoguunka VickycHolx AMutpusa AnekcaHapoBuua.

Moanuce caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTbL NnognucasLllero 4OKYMeHT YCTaHOB/IeHa.

3apeructpupoaHo B peectpe: Ne 57/171-H/77-2023-17-609.

YnnayeHo 3a CoBepllieHne HoTapuanbHoro aerictemsa: 400 py6. 00 konm.

Vos s, O.H.MbIrbiWw
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