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Ipunoxenye K HACTPYKIHH o npnMeHenH1o / Addendum to Instruction for use
HaumeHoBaHHe Hef#ipoctumynarop SureScan MRI, ¢ npuHamiexHocTaMH Neurostimulator SureScan MRI with accessories
METHENHCKOrO
wgenua / Name of
medical device
HasnaueHue MNpennasHaweH ans  welipocTHMyimmu  cmuHHoro Mosra W | Designed to neurostimulation of the spinal cord and peripheral
MeAHUMHCKOTO nepHepHUECKHX HEPBOB. nerves
u3ienug /
Prescription of
medical device .
Moxazanun U | Nokazanns Indications
lporveonokazauus | Helipocrumynsmop ans  cTvMynsuMs  cnuwHoro Mosra W | Neurostimulator for stimulation of the spinal cord and peripheral
K npuMeHenio | nepudeprueckux HepBOB C NPHHANTEXHOCTAMH NMpeaHa3sHAYeH AnA | nerves with accessories designed for pain therapy.
MEAULIMHCKOrO obesbonusatomeit Tepanuu. The implanted and external components of the stimulation system
H3aenna / | AMpnasTHposaHHse M BHEIIHME  KOMMOHEHTM  cucTeMs | that delivers electrical pulses to block pain signals as they move to
Indications and | CTHMYNALIAK, TNOCHUIAIOIIME  3NSKTPHUCCKHE MMMYALCH 1k | the brain.
Contraindications | 6n0xupoexy GonersIx CUrHANOB MO MYTH B FTONOBHOA MO3T. Contraindications
for medical device | IIpoTHRONOKA3AHUA Diathermy - Do not use shortwave diathermy, microwave

Jnarepmun - YpeaoMuTe BeeX NeqauMx Bpaued o Tom, uro Bam
NPOTHBOMOKA3aHA  KOPOTKOBOJIMOBAA, MHKpOBONHOBaA H
TePaneBTHUNECKAd YNLTPasByKoBas AuaTepMus (8 HankHeiflleM —
AuaTepMui) moGoro  ydactka  Tena, MOCKONLKY — Bam
HMIUTAHTHPOBaHA cucTeMa Hedipoctumynsumd. [lonyyaeman npn
AHATEPMHH  3HEprHi, BOCTIPHHMMACMAs  HMIVIAHTHPOBAHHOH
CHCTEMOH, cmocoGHA NPHBECTH X MOPAKEHMIO TKaHeH, H, xaK
CNICACTBHE, K CCPLE’HON TPABME WAH K CMEPTH.

Taxxe AUATEPMHA MOXKET NPHBECTH K MOBPEXKACHHIO KOMMIOHEHTOB
CHCTEMBI HelipocTHMYNaiMy. CNeACTBHEM 3TOI0 MOXET CTaTh
MpeKpallicHne TEPATIRY, YTO, B CBOIO OHEPEIk, CNocoGHO MOBIEYTH

NOTIONHUTENBHYIO  ONEPAUMIO MO YAQICHHIO HIM  3aMCHe

diathermy or therapeutic ultrasound diathermy (all now referred to
as diathermy) on patients implanted with a neurostimulation
system. Energy from diathermy can be transferred through the
implanted system and can cause tissue damage at the location of
the implanted electrodes,resulting in severe injury or death.
Diathermy can also damage the neurostimulation system
components, resulting in loss oftherapy and requiring additional
surgery for system explantation and replacement. Advise your
patient to inform all their health care professionals that they
should not be exposed to diathermy treatment.

Injury to the patient or damage to the device can occur during
diathenmy treatment when:
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KOMIIOHEHTOB  MMMNAHTHPOBaHHOK  cucTembl. Tpasma  HAM
NoBpeXIeHHE YCTPOHCTBA NPH AHATEPMHH BO3MOXHBI B CIIEAYOLIHX
Cyuanx:

 CucreMa HEHPOCTUMYJIAUMH BKJIIOYEHA WIH BBIKIIOHEHA.

e JlnatepMusA TNPOU3BOAMTCA Ha JoOOM ywacTke Tena (He
o0s3aresibHO BONH3U OT CHCTEMbI HEHPOCTHMYTALIMK).

o Jlnatepmus HCnONb3yeTcs Kak ONA MPOrpeBaHHs, TaKk W He Ins
MPOrpeBaHMs.

* B Tene ocraercs nt060il KOMNOHEHT CHCTEMbI HEAPOCTUMYAUHH
(3neKTpoa, YIUTMHUTENb, HEHPOCTUMYTIATOP).

* the neurostimulation system is turned on or off.
= diathermy is used anywhere on the body - not just at the location

of the neurostimulation system.

» diathermy delivers heat or no heat.
= any component of the neurostimulation system (lead. extension,
neurostimulator) remains in the body.

Onucanue

OCHOBHBIX
NPUHALUIEXKHOCTEH,
MEAULIKHCKHX
H3geNuit WK
H3ENuni, He
ABJIAIOLLIUXCA
MEAHLHHCKUMH, HO
npeaycMOTPEHHbIX

IUIA  MUCTIONB30BAaHHA
B koMOMHauuM ¢
3aABNEHHBIM
MEIHLUHMHCKHM
u3geaneM

HaTM4uuH)/

Description of all

(npu

Crenyiouue caMOCTOATENbHbIE MEHLMHCKHE H3AENTUA U
NPHUHAANEXKHOCTH MOTYT MCNIONBL30BaThCA ¢ HelipocTuMmynsTopamu
SureScan MRI:

1. KOoMILIEKT NPHUHALIEXHOCTEH Ui BOCbMHIONAPHOrO JTHHEHHOro
wITexepa 41 NOAKNIOUEHHSA K HEHPOCTHMYIIATOPY H ILTOCKOro
3aKpbITOro konmayka 1x8, mogens 3550-29:

TexnuueckHe XapaKTePHCTHKH

The following accessories are compatible for use with

Neurostimulators SureScan MRI:

1. Octapolar In-Line Neurostimulator Plug & 1x8 Low-Profile
Closed Boot Accessory Kit, model 3550-29.

Specifications
Parameter Specification
Low Profile Extension | 2.78 cm +/-.04 cm
BootLength

Low Profile Extension Boot

Scm+/-.0lcm

IlapameTtp Ounucanue Diameter
Jnuna obwas 2,78 cM + 0,04 cm Plug Length 1.6 cm +/- .02 cm
JluameTp yAJIMHHTENA 0,5cm£ 0,01 cm Closed Boot Length 1.75 cm +/-.05 cm
JinuHa wirekepa 1,6 cm + 0,02 cM Closed Boot Diameter 0.5cm +/- .01 cm
Jnvna konnayka 1,75 cm + 0,05 cm Weight (with package) 22.68+1,13¢g

JlnameTp Konmnayka

0,5cm+ 0,01 cm

Bec (B ynakoBke)

2268r+1.13r

2. ENS (external neurostimulator), model 37022.

accessories, medical

€ Specifications

devu.:es or l_lon- Item Specification

fnedlcal devices, | 5 Hapyxusiit HefipocTiMyasTOp, MOnenH 37022, Power source 2 AA alkaline batteries
intended for use : (nonrechargable, LR6)

with the medical

devi bmitted TexnnueckHe XapaKTePHCTHKH Battery life 144 hours minimum (21 days
fe lcre ; ts:t'l:)“ i | [ 2aement TexHHYECKHE XaPAKTEPHCTHKH average) for alkaline batteries
a(:)l;)Iicescgb:e; fon (if | ) rounmk muranm 2 wenouHble Oartapedikn THMa AA System operating [ 10 °C to 43 °C (50 °F to 109

(HenepesapsxaeMbie, LR6)

temperaturea /  Pabouas | °F)

Cpok cnyx6b1 | lns wenouHsix Garapeek — He MeHee TEMNepaTypa CHCTeMbl*

6arapeek 144 yaco (B cpeiHeM — 21 s1eHb) Temperature limitation®™ —-34 °C to 57 °C (<30 °F to
PaGoyas Temneparypa | Ot 10 °C no 43 °C (Ot 50 °F no 109 °F) 135 °F)

CHCTEMBI® Ingress protection 1P22 rating for solid objects
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TemnepaTypHbIit 85 -34 °C po 57 °C (O1-30 °F go 135

npepen™
3awumTa or Knacc 1P22 ana 3awutbl OT TBEPAbIX
NPOHVMKHOBEHUA 06bEKTOB pasMepoM He MeHee 12,5 MM 1

MHOPO/HBIX 0OLEKTOB  BEPTUKA/IbHO NafalolWmX Kaneib Bofbl

MpM  HakMoHe ycTpoilictBa Ha 15
rpasgycoB cornacHo craHgapty 60601-1-
11.
Pa3smep 8,9(x0,45) cm x 54 (x0,27) cm x 2,8
(Npnbnn3nTeNnsHO) (x0,14) cm
(3,5 (x0,18) x 21 (x0,1) x 11 (x0,05)
aronma)

Macca c 6atapesamu
(NpnbnnanTenbHas)
Pexxum paboTbl
Marepwvan kopnyca

100 r £+ 5 r (3,5 yHumii £0.18 yHUMiA)

HenpepbIBHbIi
Monvkap6oHaT/ABEC 1
cMona

BHewHni  HelipocTUMYNATOP aBTOMAaTWYecKu Bb[KtOuaeTcs B
CNefyoLWnX CryHasx™

* YCTPOICTBO ONpesenino NoBbILEHHYHO BIaXHOCTb

» OTKpbINach Kpblllka 6aTapeiiHOro oTceka

» He nogkntoueH Kabenb KOHHEKTOpa

* OTKpbINach KPbILLKA KOHHEKTOPA

* [pogyKT ocTaeTca 6e3onacHbIM BO Bpems paboTbl  npu
TemnepaType oT 5 °C (41 °F) po He Gonee 43 °C (109 °F),
OTHOCUTENbHOW BRaxHocTh oT 15 % o 93 %, 6e3 koHAeHcaLun 1
aTmocepHom gasneHun oT 700 rMago 1060 rla.

A ANA XpaHeHUs WM TPaHCMOPTUPOBKM 6aTapen crefyeT u3Beub
3 YCTPOICTBA.

AN TIpofyKT ocTaeTcs 6e30MacHbIM BO BpeMSi XpaHeHWUs Wu
TpaHCNOPTUPOBKM npu TemnepaType oT -34 °C (-30 °F) 6e3
KOHTPO/Si OTHOCUTENBHOW BNAXXHOCTM A0 He 6onee 70 °C (158 °F)
C OTHOCWTE/IbHON BNaXXHOCTbI0 He 60nee 93 %, 6e3 KoHAeHcaumu.
* Tlocne paspelleHns CcuTyauuu BOCMOMb3YWTECH MY/bTOM
nauueHTa Ans BK/IKYEHNS BHELLHEr0 HepoCTUMYATOpa.

nnacTnuKoBas

3. MpoGHbIii 1 MHTPaoNepaLMOHHbI CKPUHWUHTOBLIV KaGenb, Moaenu

355531
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greater than or equal to 125
mm, and for vertically
dripping water when the
device is tilted 15 degrees, per
60601-1-11.

8.9 cm (£0.45 cm) x 5.4 cm
(£0.27 cm) x 2.8 cm (x0.14
cm) (3.5 in (x0.18) x 2.1 in
(#0.1) x 11 in (x0.05))

Size (approximate)

Weight, including batteries 100g+59(3.5 0z£0.1802)

(approximate)

Mode of operation Continuous

Case material Polycarbonate/ABS blend
plastic resin

External neurostimulator automatically shuts off when*:

* Device detects moisture

« Battery door opens

« Connector cable is not connected

* Connector lid opens

*Product remains safe when operated at temperatures from 5 °C
(41 °F), to less than or equal to 43 °C (109 °F), in relative
humidity from 15% to 93%, non-condensing, and in
atmospheric pressures from 700 hPato 1060 hPa.

N Batteries should be removed from the device for storage or
transport.

Product remains safe when stored or transported in
temperatures from -34 °C (-30 °F) without relative humidity
control, to less than
or equal to 70 °C (158 °F) at a relative humidity of less than or
equal to 93%, non-condensing

Use the patient programmer to turn the external
neurostimulator on when the condition is resolved. / Mocne
pa3peLlleHns cuUTyaluMm BOCMOMb3YWTECH MY/bTOM MalueHTa
47191 BK/TOYEHUS BHELLHETO HEMpoCTUMYNSTOpa.

3. Multi lead trialing cable, model 355531.
Device specifications

Description Value
Capacity
Leads 4 quadripolar; 2 octapolar



TexHHeCKHE XapPAKTEPHCTHKH *

Electrodes 32 electrodes, supporting 16 active

4. Habop 3apaaHoro ycrpoiicTa

4.1. Jlox-cTaHuMs Monenu

Jlok-cTaHuMA — 3TO CTAHLMSA, UCNIONB3YeMas NS MOA3apAAKH
BHYTpcHHe# 6aTtapeu 3apaaHoro ycrpoiicraa.

* Meauumuckoe 3nextpuueckoe (ME) o6opynosanme

¢ UcToununk nuranus: kabens USB 2.0 ¢ BHEWIHHUM 610KOM NMUTAHMA.

Jlok-cTaHuma noaksoyaercs k cet uepes USB-kabens U anantep
nutanua. bnok nuranus, PSU, npeacrasnser coboit USB-kabenb u
aziantep nuTaHus. Ha nok-cTaHuUMH HeT NPOLWMBKH WiH
TNOJIb30BATENbCKOro HHTepdeiica, KpoMe 3e1€HOro HHIUKaTopa
NUTaHHA pAAOM ¢ pasbeMoM micro-USB.

4.2. Anantep nepemeHHoro Toka ¢ USB-ka6enem ans 3apaaku
Ananrep nepemerHoro Toka ¢ USB-kabenem pns 3apaaku
MCNONB3YETCH IS NUTAHUA JOK-CTaHLIHH.

» Knaccuduxkauma: HemeaMuMHCKHii KOMNOHEHT

» KaGenb: USB-A k USB Micro.

* McTounuk nuTanua: ceTb nepeMeHHOro ToKa (po3erka).

4.3. QyTnsp Ana NEPEHOCKH

®yTasp A NEPEHOCKH NPeAcTaBnAeT coboii Keic AN XpaHeHHA
060pyI0oBaHHA U AKCECCYapOB MEXAY HCNONL30BAHHAMH.

* Knaccudpnxaums: HemMeaMUMHCKHiT KOMIMTOHEHT

* ObecrieynBaeT noJib30BaTENIO YA0GCTBO NEPEHOCKH U XPaHEHHA.
4.4 3apannoe ycrpoiicteo (WR9200)

OnucaHne 3Hauenne Weight 0g+2.5g(1.80z%0.090z)
OneKTpoabl 4 XBaIpUNONAPHBIX; 2 OKTAMONAPHBIX Length (housing) 57 mm % 0.6 mm (2.25 in + 0.025
OnekTpoasl 32 anextpona, noaaepxupatowine 16 in)

AKTHBHBIX 3/IEKTPOAOB Width (housing and | 45 mm + 2.25 mm (1.8 in £ 0.09 in)
Macca 50r+2.5r(1,8 yauun + 0,09 yHuuu) slide lock)
Hnuna (xopmnyc) 57 mm £ 0.6 MM (2,25 moiima + 0.0025 Thickness (housing) | 10 mm + 0.5 mm (0.4 in + 0.02 in)
noinMa) Length (housing, [ 152 cm + 7.6 cm (60 in + 3 in)
LInpuHa (kopmyc u |45 MM = 2.25 mm (1.8 moiima + 0.09 cable, and plug)
3auesika) mofimMa) Storage temperature | —34° to +57°C (-30° to +135°F)
Tonwmna (kopnyc) 10 Mmm £ 0,5 MM (0,4 moitma + 0,02
noiiMa) 4. Recharger Kit
Jnuna (kopmyc, | 152 cM = 7.6 cM (60 moiimos + 3 || 4.1. Dock
kabesb n | mofiMoB) The dock is a station used to recharge the internal battery of the
IITENCEeNbHbIH pa3beM) recharger.
Temneparypa Ot -34 no +57 °C (ot -30 a0 +135 °F) ¢ Medical electrical (ME) equipment
XPpaHEHHUA e Power source: USB 2.0 cable with external power supply

The Dock is plugged into mains power via a USB cable and power
adapter. Power Supply Unit, PSU, is the USB cable and power
adapter. There is no firmware or user interface on the Dock other
than a green power indicator next to the micro-USB connector.
4.2. AC power adapter with USB charging cable

The AC power adapter with USB charging cable are used to
power the dock.

¢ Classification: Non-medical component

e Cable: USB-A to USB Micro.

e Power source: AC mains (wall outlet).

4.3. Carrying case.

The carrying case is a storage container for the equipment and
accessories between uses.

¢ Classification: Non-medical component

¢ Provides a carrying and storage convenience to the user.

4.4. Wireless Recharger, model WR9200.

Item Specification

Recharger size 142cmx 11.7cm x 2.5 cm (5.6
in x 4.6 in x 0.98 in)?

Recharger weight, including | 363 g (0.80 Ib)?
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SneMeHT
Pa3swvep
ycTpoiicTBa

3apSAAHOIO

Bec 3apsagHoro ycrpoiicTsa ¢
6aTtapeeii
Cpok  cnyx6bl  6atapeu,
06bl4HaA aKcnayarTauus

*- Makcnumym.

*- Makcumym.

4.5 [lok-CcTaHuus
AnemMeHT

MCTOUYHMK NuTaHus

Pa3mep [OK-CTaHLun
(Mpn6AM3NTENbHO)

Macca [JOK-CTaHLMu
(NpnbAN3NTENLHO)
® Makcnumym.

TexHMYecKne XapaKTepucTMKM
142 cm x 11.7 cm x 25 cm (5.6
aioiima x 4.6 pgroiima x 0.98
atoiima Y

363 1 (0.80 ¢pyHTA/

3 ro;p®

TexHuuyeckue
XapaKTePUCTUKU

Kab6enb USB 2.0 ¢ BHELLHMM
3apAgHbIM YCTPOCTBOM

153 cm X 128 cm X 2.6 c™m
(6 atoimoB X5 groiimMoB X 1
Jronm)®

250 r (0.55 gyHTa)®

4.6 Apantep NUTaHUA OT CETU NEPEeMEHHOr0 TOKa CO LLIHYPOM

ONeMeHT
VICTOYHMK NUTaHKA
Kab6enb USB
5. PemeHb:
LJonoNHNTENbHbIN

ANeMeHT

PemeHb Masnblit
PemeHb cpeaHwii

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

HeMeANLMHCKNIA
YCTPOWCTBA, HOCUMbI/ Ha Tanuu. PemeHb MMeeT OAMH KapMmaH, B

TexHuyeckne
XapaKTepucTukmn
CeTb  nepeMeHHOro TOKa
(po3eTKa)
USB-A — mukpo-USB
KOMMOHEHT  3apafHoro

TexHun4yeckune
XapaKTePUCTUKN
66-84 cm

80-107 cm

CrtpaHunua/Page 5 n3/of31

battery

Battery life, normal use
- Maximum.

® Maximum.

3 years®

4.5 The Dock
Item
Power source

Specification

USB 2.0 cable with external
power supply

153 cmx 128 cm x 2.6 cm (6 in
X5in X1in®

250 g (0.55 b®

Dock size (approximate)

Dock weight (approximate)
® Maximum.

4.6 A USB charging cable and AC power adapter

Item Specification
Power source AC mains (Wall outlet)
USB Cable USB-A to USB Micro

5. Model FP9000 Fixation Belt:
Optional non-medical device component worn around the waist.
This device has one pocket in which the WR is placed.

Item Specifications
Belt small 66-84 cm

Belt medium 80-107 cm
Belt large 102-135 cm
Belt extra large 130-160 cm

6. Clinical Programmer N'Vision with accessories - Registration
certificate No. FSZ 2010/07875

7. Patient programmer MyStim, model 97740 - Registration
certificate No. P3H 2018/6912

8. Charging system, model 97754 - Registration certificate No.
P3H 2018/6912

9. External antenna, model 37092 - Registration certificate No.
P3H 2018/6912



PemeHb 60/bLLION 102-135 cm

PemeHb 04eHb 60/1bLUOT 130-160 cm 10. Electrode sets for spinal cord and peripheral nerve stimulation
with accessories
6. [MMporpavmatop Bpaya N'Vision ¢ npuHagnexHoctamu - Registration certificate No. RZN 2020/10147

PeructpaunoHHoe yaoctoBepeHue Ne ®C3 2010/07875
7. MynbT naumenta MyStim, mogen 97740 - PeructpaumoHHoe 11 Implantable extension cords of various sizes 1x8 Registration

ypaoctoBepeHne  P3H 2018/6912 certificate No. FSZ 2011/11151

8. Cwucrema 3apagkw, mogenb 97754 PerucTtpaunoHHoe

yaocToBepeHue Ne P3H 2018/6912 12. Drape and counterweight Registration certificate No. FSZ
9. BHelWwHsis  aHTeHHa, Mogdenb 37092 PernctpaumonHoe 2011/11152

yaoctoBepeHme Ne P3H 2018/6912

10. Habopbl 3MeKTPOAOB ANS CTUMYAAUMM CMMHHOMO MO3ra W
nepugepnyecKnX HePBOB C NPUHALNIEXHOCTAMM

PerncTpaumoHHoe yaoctoeepeHme Ne P3H 2020/10147

11. MnnaHTUpyemble YAJMHUTENW Pas3/InyHbIX pa3MepoB  1x8
PeructpaunoHHoe ygoctosepeHne Ne ¢C3 2011/11151

12. HarpyaHuk ¢ npoTMBOBECOM PermcrpaumoHHOe yL0CTOBEpeHue
NedC3 2011/11152

Ycnosus MmnnaHTUpyemble M3aenns npefHasHadeHbl ans akcnnyatayum B The implantable medical devices are intended for use into a
aKcnnyatauum YCNOBUWSIX BHYTPEHHEN cpefbl OpraHn3Ma YenoBeka: human body.
Operating
conditions Temnepatypa 0T 32 4042°C Temperature 32 -42°C

BraxHocTb 100% Humidity 100%

[JasneHne 70- 106 klMa Pressure 70- 106 hPa

Not implantable devices:
HemmnnaHTMpyemble u3genus: Temperature -40 till 65° C

Temnepatypa  oT-40pg0 65°C Humidity 80%

BnaxHocTb 80% Pressure 70-106 hPa

JasneHve 70 - 106 klMa
Knacc B OpraH 34paBo0XpaHeHus1, cTpaHa/ Knacc Ccbinka/ Citation LokymeHT/ Document
3aBMCHMOCTH oT Health Authority, Country pucka/
MOTEHLMANLHOI O Class
pucka npumeHeHus MUHWCTEPCTBO 3A4paBOOXpaHeHUs, Knacc 3/ Mpukas M3 P® Ne 4H ot 06.06.2012/ Mpuka3 M3 P® Ne 41 ot 06.06.2012/
MeANLMHCKOTO0 P®/ ministry of Health, Russia Class 3 Russian 14OH Order Ne 4n dated Russian MOH Order Ne 4n dated
n3genus, B 06.06.2012 06.06.2012
COOTBETCTBUM c
HOMEHK/1aTypHOIA
Knaccupmkaumeii  /

Knacc anekTpo6e3onacHoCTH, fla3epHOin 6e3onacHOCTU 1 Ap. BUAOB onacHocTel (npu Hanmumm) / Class of electrical safety, laser

Class risk safety, and other types of hazard

depending on the
CrtpaHunua/Page 6 ns/of 31
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potential risk of a  HelipocTumynaTop - akTUBHOE MeAULMHCKOE U3fenne ¢ Neurostimulator is an active medical device with internal povv”

medical product, in  BHYTPeHHUM MCTOYHUKOM NuTaHus, IEC 60601-1/EN60601-1. source, IEC 60601-1/EN60601-1,

accordance with the ~ CteneHb 3awuTbl OT BPeAHOrO nonagaHus Bofpl: 1PX8 The degree of protection against harmful ingress of water is: IPX8

nomenclature Knacc 6e3onacHoCTM Safety Class
Knacc 6e30nacHOCTX NporpaMmMHOro obecrneyeHus - knacc C: Software safety class - Class C: Death or serious injury is possible.
BO3MOXXHa CMEPTb MW Cepbe3Has TpaBmMa. Wearable, portable and mobile, designed to work while carrying
Hocumble, MepeHOCHbIE 1 NepesBMKHbIE, NPeAHa3HaYeHHble 4J1a and moving within the confines of a stationary room

paboTbl NpY NepeHocKax 1 NepeaBMKEHNSX B Npeaenax
CTaLMOHAPHOr0 MOMELLIEHMS!

Ycnosus HelipocTumynsatopbi: Neurostimulators:
TPaHCNOPTMPOBaHUA Y CNOBUA XPaHEeHUS: Storage Conditions:
" XpaHeHus | W3penve cnefyeT XpaHWTb 3aliMLLeHHOM OT Bnaru mecte. Obeperate  Store in a dry place. Keep away from sunlight. Do not expose to
Conditions of 0T BO3AENCTBMS COMHeYHbIX ny4yeil. He nopasepraiite usgenue organic solvents (e.g. alcohol), ionizing radiation or ultraviolet
transportation and BO34eliCTBMIO OpraHW4eckux pacTteopuTeneli (Hanpumep, crnvprta), light.
storage VIOHU3VPYIOLLIErO U3NYHEHNS UK yAbTPadoNeToBbIX yYei.
Temperature + 5to + 35°C
Temnepatypa  +5to +35°C Humidity < 9%, non-
BnaHocTb < 90%, @ 6e3 condensing
KOHAeHcauun Pressure 700- 1060 hPa
JasneHne 700- 1060 kIMa
Handling Conditions
YcnoBusi TPaHCMOPTUPOBKN: Temperature -18 - 52°C (0 - 125°F)
Temnepatypa -18 - 52°C (O- 125°F) Packed by the manufacturer devices are transported by all modes

M3penns ynakoBbIBalOTCA Npou3BoauTenem u TpaHcropTupytoTes  of transport in closed vehicles in accordance with the rules of
BCEMW BMJaMMW TpaHCMOPTa B KpPbITbIX TPaHCMOPTHbLIX cpefcTBax B carriage of goods, operating in each mode of transport.
COOTBETCTBMM C MpaBM/laMU MEPEBO3KM TPY30B, AEWCTBYHOLMX Ha

KaXOM BUAe TpaHcnopTa. Humidity < 90%, non-
condensing
BnaxHocTb < 90 %, 6e3 Pressure 700- 1060 hPa
KOHAEeHcaLmm
[JasneHve 700- 1060 kIa Accessories:
External test neurostimulator Minimum Temperature: -40°C
MpuHagnexxHocTun: ENS (37022): Maximum Temperature: 65°C
BHelLHWiA TecToBblli  MWHMManbHas Temneparypa: - Humidity: < 90 %, non-
HelipocTUMyNATop ENS 40°C condensing;
(37022): MakcumanbHas Temneparypa: Pressure: 700 - 1060 hPa
65X Cable for test stimulation Minimum Temperature: -34°C
BnaXHOCTb <90 %, 6e3 Multi Lead Trialing Cable Maximum Temperature: 57°C
1 KOH/eHcaLun (355531): Humidity: <90 %, non-
[JasneHue 700 - 1060 kIMa condensing;

CtpaHunua/Page 7 n3/of31
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MepeyeHb n
onucaHue
maTepuanos
MeAULMHCKOro
n3genus,
BCTyMaloLWmnx B
HenocpeACTBEHHBI
nm
onocpefoBaHHbI
KOHTaKT c
OpraH13mom
nauueHTa (Tenom
yenoseka)/ List and
description of
medical device
materials with
direct or indirect
contact with the
patient's body

(human body)

Kabeno pgna  nposefeHnsi MuHUMabHas Temnepatypa: -
TecToBOW cTumynauum Multi 34°C
Lead Trialing Cable (355531): MakcumanbHas Temneparypa:
57°C
BnaxHocTb <90 %, 6e3s
KOHZeHcaLum
[asneHve 700 - 1060 kIla
3arnywka ans Activa (3550- MuHUManbHasA Temneparypa: -
25,3550-29): 34°C
MakcumasnibHas TeMnepatypa:
57°C
BnaxHocTb <90 %, 6e3
KOHZeHcaumu
[asnexve 700-1060 kMNa

Helipoctumynsatop PrimeAdvanced SureScan MRI, mogens

97702
KomnoHeHT Martepnan KOHTaKT c TesioM
YesioBeKa
HelipocTumynsatop
Kopnyc TWTaHOBbIN cnnas a
MOCTOAHHO WK AAUTENBHO
(cBblle 24 4) KOHTAKTUPYET
C BHYTPEHHel cpefoli
opraHusma.
Bnok MonunypeTaH, Ja
KOHHeKTOpa CWUMMKOHOBbIA KayuyK, [MOCTOAHHO UK AIMTENIbHO
CW/IMKOHOBBI (cBblWwe 24 4) KOHTaKTMpPYeT
MeAULIMHCKWIA KNeit C BHYTPEHHel cpefoi
opraHmsma.
Mpoknaaku, Oc060 NMPOYHbII Oa
YNNOTHATENN  CUJIMKOHOBBIW KayuyK [1OCTOSHHO Unv AANTENbHO

(cBblLLe 24 4) KOHTaKTUPYeT
C BHYTpeHHell cpesoit
opraHmsma.

Ja
MOCTOAHHO UNK ANUTENBHO
(cBblwe 24 4) KOHTaKTUPYET
C BHYTPEHHe cpeaoit
opraHusma.

YCTaHOBOYHbIE TWTaHOBBINA Cn/ias
BUHTbI

CrtpaHuua/Page 8 ns/of 31
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Pressure: 700 - 1060 hPa
Minimum Temperature: -34°C
Maximum Temperature: 57°C
Humidity: <90 %, non-
condensing;

Pressure: 700 - 1060 hPa

Cap for
3550-29):

Activa (3550-25,

Neurostimulator PrimeAdvanced SureScan MRI, model 97702

Componen Material Material contacts

ts human tissue

Neurostimu

lator

Case Titanium alloy Yes
Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Connector  Polyurethane, Yes

block Silicone Continuous or prolonged

Adhesive (more than 24 hours)
Silicone Rubber  contact with the body’s

inner system.

Grommets, ETR Silicone Yes

seals Rubber Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Setscrews  Titanium alloy Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.



€ NNNKOHOBBI
MeanLMHCKUIA Kneid

Kneit

Ha

MOCTOAHHO MW AANTENBHO
(cBblILLE 24 4) KOHTAKTUPYET
C BHYTPEHHel cpefol

opraHu3ma.
Kntoy ¢ TaprpoBaHHbIM yCUIMEM
PykosTka Tonuagmpmmng Oa
W3aenve He KOHTaKTUpYeT C
naumeHToM. MeguUMHCKIIA
nepcoHan paboTaeT B
nepyaTKax
LLToK 4epxasetoLlan cTanib Ja
Mapku 455 W3nenvie He KOHTaKTUPYeT C
AyCTOYMBas K naumeHToM. MeanLUMHCKNIA
KOppo3unn) nepcoHan paboTaeT B
nepyaTkax
2. HelipocTumynsTop ¢ nepesapsiaemoii 6atapeeli

RestoreUltra SureScan MRI, mogens 97712

KomnoHeHT Martepuan
HelipoctumynsaTop
Kopnyc TutaH mapku 1
bnok MonnypeTaH,
KOHHeKTOpa CUJIMKOHOBBIIA
KayvyK
CU/INKOHOBBIA
MeAMLNHCKNIA Kneli
Mpoknagku, Oco060 MpOoYHbIii
YNNOTHUTENN  CUAUKOHOBbIN

Kayuyk

YcTaHOBOYHble TuWUTaHOBBLIN crnas
BUHTHI

1
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[CoHTakT ¢ TeNoM yenoBeka

Ja

MOCTOSHHO UNW ANNUTENBHO
(cBbre 24 4) KOHTaKTMpPYeT

C BHYTPEHHei cpeaoit
opraHusma.

i

MMOCTOAHHO WY ANNUTENBHO
(cBblle 24 4) KOHTaAKTUPYET

C BHYTPEHHel cpegol
opraHusma.

Ja

MMOCTOAHHO NNW ANUTENBHO
(cBbiWe 24 4) KOHTaKTUpYeT

C BHYTPEHHel cpeaoit
opraHuama.

Ha

MOCTOSHHO MAW AUTENBHO
(cBbllLE 24 4) KOHTAKTUPYET

C BHYTPEHHel cpefol
CrtpaHuua/Page 9 ns/of 31

Adhesive Nusil Yes
Continuous or prolonged
(more than 24 hours)

contact with the body's

Torque wrench

Handle Polyetherimide Yes
G.E. Ultem The product does not
come into contact with the
patient. Medical staff
wear gloves
Shaft Stainless steel Yes

The product does not
come into contact with the
patient. Medical staff
wear gloves

2. Rechargeable neurostimulator RestoreUltra SureScan MRI,
model 97712

Componen  Material Material contacts human

ts tissue

Neurostimu

lator

Case Titanium grade 1 Yes
Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Connector  Polyurethane, Yes

block Silicone Adhesive  Continuous or prolonged

Silicone Rubber (more than 24 hours)

contact with the body's
inner system.

Grommets, ETR Silicone Yes

seals Rubber Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Setscrews Titanium alloy Yes

Continuous or prolonged



KNty ¢ Ta0MO0BAaHHLIM YCUINEM

PykosTka Monuacmpurmng,
LTOK Hep>kasetoLas
CTaNb

CUIMKOHOBbII
MEeAVLMHCKINIA Kneld

opraHm3ma.
Ja
MOCTOSIHHO UAK ANUTENTbHO
(cBblle 24 4) KOHTaKTUPYET
C BHYTPEHHel cpepaoit
opraHm3ma.

Ja
3genve He KOHTaKTUpYeT ¢
nauuveHToM. MeauumHCKNiA
nepcoHan paboTaeT B
nepyarkax
Ja
M3fenne He KOHTaKTUPYET C
naumneHToM. MeauumHCKNIA
nepcoHan paboTaeT B
nepyarkax

3. Heilpoctumynatop ¢ nepesapshkaeMoli 6atapeeit RestoreAdvanced

SiireScan MRI. mogens 97713

KomnoHeHT MaTtepuan
HeipocTtumynatop
Kopnyc TutaH mapkun 1
Bnok MonnypeTaH,
KOHHeKTOpa CW/IMKOHOBbII
KayuyK,
CWU/IMKOHOBBIA
MeMNLMHCKUIA Kneli
Mpoknagkw, Oc060 NPOYHbIii
YMNOTHUTENN  CWINKOHOBbIN

KayuyK

YCTaHOBOYHble TWTaAHOBLI crnaB

BUHTbI
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KOHTaKT C Te/IoM 4YenoBeka

[Ja
MOoCTOAHHO MAN ANNTENbHO
(cBbiLe 24 4) KOHTaKTUPYET
C BHYTPeHHeli cpefoi
opraHvsma.
Ja
MOCTOSAHHO UAW BANTENBHO
(cBblLLE 24 4) KOHTaKTUPYeT
C BHYTPEHHelA cpeaoii
opraHvisma.
Ja
MOCTOAHHO UK BANTENBHO
(cBbiLe 24 4) KOHTaKTUPYeT
C BHYTPEHHEeN cpepoi
opraHv3ma.
Ja
MOCTOAHHO UMK AANTENBHO
(cBbiWwe 24 4) KOHTaKTUpYyeT

CrtpaHuua/Page 10 ns/of 31

Adhesiye

Nusi

Torque wrench

Handle

Shaft

G.E. Ultem

Stainless steel

(more than 24 hours)—
contact with the body's
inner system.

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Yes

The product does not come
into contact with the
patient. Medical staff wear
gloves

Yes

The product does not come
into contact with the
patient. Medical staff wear
gloves

3. Rechargeable neurostimulator RestoreAdyanced SureScan
MRI, model 97713

Compone
nts
Neurostim
ulator
Case

Connector
block

Grommets
, seals

Material

Titanium grade 1

Polyurethane,
Silicone Adhesiye
Silicone Rubber

ETR Silicone
Rubber

Material contacts human
tissue

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's



C BHYTpeHHeit cpenoi
OpraHuiMa.

CWIHKOHOBBII
MEILHLUHHCKH Kitei

Ja

ITOCTOAHHO WIH JNTHTEILHO
(cBbille 24 4) KOHTAKTHPYET

C BHyTpeHHe# cpenoi
OpraHusma.

K04 ¢ TappOBaHHbIM YCHIIHEM

Pykosatka

Moawypuprumun

Ha
H3pnenue He KOHTAKTUPYET C
NaLUeHTOM. MeIuUHHCKHI
nepcoHan paboraer B
nepyaTkax

Tok

Hepxageroasn
crans

Ja
H3anenue He KOHTAKTUPYET C
NaLnUeHTOM. MeaHUHHCKHHA
nepcoHan paboraer B
niepyarkax

4. HeiipoctumynsTtop nepesapsikaembiit RestoreSensor SureScan

MRI, mozens 97714

Komnonent  |Martepuaa KoHTAKT ¢ Te10M YeJioBeKa
HeiipocTumynsarop

Kopnyc TuraH Mapks | Ha

[MoCTOAHHO WIH ANIUTENBHO
(cBblie 24 4) KOHTAKTUPYET
C BHYTpeHHe# cpeaoit

OpraHmusma.
bnok [Nonnyperan, Ha
KOHHEKTOpa CHUIIMKOHOBBI [ToCTOAHHO MK WIHTENBLHO
Kay4yk, (cBbile 24 1) KOHTAKTHpPYET
CHAHKOHOBBIH C BHYTpEHHe# cpenoi
MEAHLHHCKHH Kiel OpraHu3Ma.
[Tpoknankm, Oco60 npouHblii Ha
YIIOTHUTENN  |CWIHKOHOBbIH TMocTosHHO MIIH AJIUTENBHO
Kayudyk (cBbile 24 4) KOHTAKTHPYET
C BHYTpEHHe# cpenoit
OpraHW3Ma.
YcranoBouHsle [THTaHOBBIH CIU1aB Ha
BHHTBI TTOCTOAHHO WIH JUIMTENLHO

Setscrews

Titanium alloy

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Adhesive

Nusil

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Torque wrench

Handle

G.E. Ultem

Yes

The product does not come
into contact with the
patient. Medical staff wear
gloves

Shaft

Stainless steel

Yes

The product does not come
into contact with the
patient. Medical staff wear
gloves

4. Rechargeable neurostimulator RestoreSensor SureScan MRI,

model 97714

Compone | Material Material contacts

nts human tissue

Neurostim

ulator

Case Titanium grade | Yes
Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Connector | Polyurethane, Yes

block Silicone Adhesive Continuous or prolonged

Silicone Rubber (more than 24 hours)

contact with the body's
inner system.
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Knei CWUNMKOHOBbIN

MeAULIMHCKNIA Knei

(cBblle 24 4) KOHTaKTUPYET
C BHYTpeHHell cpefoi
opraHvsma.
MocTosiHHO v£u||16:4 LNNTENbHO
(cBblwe 24 4) KOHTaKTUPYeT
C BHYTPEHHein cpepoi

opraHusmMa.

Kntoy ¢ TapupoBaHHbLIM YCUINEM

PykosTka Monuadupumng [a
M3fnenne He KOHTaKTUPYET C
naumeHToM. MeanUMHCKUIA
rnepcoHan paboTtaet B
nepyarkax

CrepxeHb HepxxasetoLas Oa

cTasb V3envie He KOHTaKTUPYeT C

naumeHToM. MeanLMHCKNIA
nepcoHan paboTaeT B
nepyaTkKax

MpuHagnexHocTun:

1 KomnnekT NnpuHagnexHocTeld ansa BOCbMUNONSPHOIO

NNHEHOT O LUTEKepa ANs NOAK/IHYEHNS K HEPOCTUMYNATOPY U
N/IOCKOTr0 3aKPbITOro Konnavka 1x8, mogens 3550-29.

KomnoHeHT Matepuran KoHTakT
LLTekep TepmonnacTuyHbl Oa
i MOCTOSIHHO WKW ANUTENBHO
NoMNypeTaHoBbIn  (CBbILe 24 4) KOHTaKTUpyeT
anacTomep C BHYTPEHHel cpefoit
opraHvsma.
Konnayok CWNMKOHOBBbI Ha
KayuyK MOCTOAHHO UAW AIUTENBHO
(cBbllLE 24 Y) KOHTaKTUPYeT
C BHYTPEHHei cpeaoit
opraHvsma.
2. Hapy>kHbIin HeipocTumynaTop, mogenu 37022,
KopiAnoHeHT Martepuan KoHTaKT
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Grommets ETR Silicone

, seals Rubber
Setscrews  Titanium alloy
Adhesive  Nusil

Torque wrench

Handle G.E. Ultem
Shaft Stainless steel
Accessory:

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body’s
inner system.

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Yes

The product does not
come into contact with the
patient. Medical staff
wear gloves

Yes

The product does not
come into contact with the
patient. Medical staff
wear gloves

1. Octapolar In-Line Neurostimulator Plug & 1x8 Low-

Profile Closed

Component  Material
Plug Polyurethane
Closed Silicone
Boot

Contact

Yes

Continuous or prolonged
(more than 24 hours)
contact with the body's
inner system.

Yes

Continuous or prolonged



Kopnyc Monunkap6oHat
CWINKOHOBBIN Kneli
KpacuTenb YepHblii

KHonka Monvkap6oHat

Kpacutenb KpacHblii

JepxaTtenb ¢ MonnkapboHaT

32KVMOM [A/15 KpacuTenb YepHblii
pemHs

KounoHeHT ToproBasd mapka
Kpbiwka Monnkap6oHat
6aTapeliHoro
oTCeKa
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KpaTKoBpeMeHHbI
KOHTaKT C
HEMOBPEXEHHbIM
KOXHbIM MOKPOBOM PYK
nauueHTa (B MOMeHT
YCTaHOBKM).
MeauLUHCKNIA NepcoHa;
paboTaeT B nepyarkax.
Ja
KpaTKOBpPEMEHHbIA
KOHTaKT C
HEMOBPEXAEHHbIM
KOXHbIM MOKPOBOM pyK
nauveHTa (B MOMeHT
YCTaHOBKM).
MeanUMHCKNUIA NepcoHa;
paboTaeT B nepyaTKax.

Ha

KpaTKOBpPEMEHHbIA
KOHTAaKT C
HEMOBPEXAEHHbLIM
KOXXHbIM MOKPOBOM pYK
nauueHTa (B MOMEHT
YCTaHOBKM).
MeanLUMHCKNIA NepCoHa;
paboTaeT B nepyaTKax.

Martepuan
KOHTaKTUpPYeT ¢
TKaHAMM
opraHusma

KpaTKoBpeMeHHbI
KOHTaKT C
HEMOBPEXAEHHbIM
KOXXHbIM MOKPOBOM
pyK nauueHTa (B

CrtpaHuua/Page 13 ns/of 31

(more than 24 hours)'
contact with the body’s
inner system.

2. ENS (external neurostimulator), model 37022.

Component
Case

Button

Holder
with Belt
Clip

Component

Battery
compartment
cover

Therapy-stop
key

Outputjack

Material
Polycarbonate

Polycarbonate

Polycarbonate

Trade Mark

Polycarbonate

Polycarbonate

Polycarbonate

Contact

Yes

Brief contact with the
patient’s intact skin (during
insertion). Medical staff wear
gloves.
Yes
Brief contact with the
patient's intact skin (during
insertion). Medical staff wear
gloves.
Yes
Brief contact with the
patient's intact skin (during
insertion). Medical staff wear
gloves.

Material contacts
human tissue

Yes

Brief contact with the patient’s
intact skin (during insertion).
Medical staffwear gloves.

Yes

Brief contact with the patient's
intact skin (during insertion).
Medical staff wear gloves.

Yes

Brief contact with the patient's
intact skin (during insertion).



KHOoMNKa oCTaHOBKW
Tepanuu

BbixogHoli pasbem

Kopnyc

Kneit
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Monukap6oHaT

MonukapboHaT

Monukap6oHat

Knei

MOMEHT YCTaHOBKM).
MeguumHcKunit
nepcoHan paboTaeT B
nepyarkax.

Ja
KpaTKoBpemeHHbI
KOHTaKT C
HENOBPEXJEHHbLIM
KOXXHbIM NMOKPOBOM
pyK nauueHTa (8
MOMEHT YCTaHOBKM).
MeanumHCKuia
nepcoHan paboTaeT B
nepyaTkax.

Ja
KpaTKOBpEeMEHHbI
KOHTaKT C
HENoOBPEXEHHbIM
KOXHbIM MOKPOBOM
pyK nauveHTa (B
MOMEHT YCTaHOBKM).
MeanuuHCKWiA
nepcoHan paboTaeT B
nepyarkax.

Ja
KpaTKoBpeMeHHbIl
KOHTaKT C
HEMoBPEXAEHHbIM
KOXHbIM MOKPOBOM
pyK nauueHTa (B
MOMEHT YCTaHOBKM).
MeanunHCKnIiA
nepcoHan paboTaeT B
nepyaTkax.

Ja
KpaTKOBpEeMEHHbI
KOHTaKT C
HENoOBPEXEeHHbIM
KOXHbIM MOKPOBOM
pYK nauueHTa (B
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Medical stafl i lu L
Housing Polycarbonate  Yes

Brief contact with the patient's

intact skin (during insertion).

Medical staffwear gloves.

3. Multi lead trialing cable, model 355531.

Componen Material Trade Mark  Material contacts
t human tissue
Housing
Base Polycarbonat  Polycarbonat  Yes
e e Brief contact with
the patient's intact
skin (during

insertion). Medical
staffwear gloves.

Lid Polycarbonat  Polycarbonat  Yes
e e Brief contact \yith
the patient's intact
skin (during

insertion). Medical
staff wear gloves.
Slide lock Polycarbonat  Polycarbonat  Yes
e e Brief contact with
the patient's intact
skin (during
insertion). Medical
staffwear gloves.
Hinge pin Stainless Stainless No
steel steel



MOMEHT YCTaHOBKM). Contacts Gold- and Gold- and No
MeanLMHCKNIA nickelplated  nickelplated
nepcoHan paboTaeT B Beryllium Beryllium
nepyaTkax. copper copper
Jepxxatens ¢ MonukapboHaT Ja Cable
3DKNMOM ans KpaTKoBpeMeHHbIl Conductor  Copper Copper No
PeMHst KOHTaKT C wires
HenoBpeXXaeHHbIM Jacket Thermoplasti  Thermoplasti  Yes
KOXHbIM MOKPOBOM c c Brief contact with
pyK nauueHTa (8 elastomer elastomer the patient's intact
MOMEHT YCTaHOBKW). (TPE) (TPE) skin (during
MeguuMHCKMiA insertion). Medical
nepcoHan paboTtaeT B staff wear gloves.
nepyarkax. Connector  Polycarbonat  Polycarbonat  Yes
e e Brief contact with
2. Mpo6HbI U MHTPaONepPaLMOHHbIA CKPUHUHIOBbLIA Kabesb, Mogenu the patient’s intact
355531. skin (during
insertion). Medical
KomnoHeHT Martepuan Toproea Martepuan staff wear gloves.
A Mapka KOHTaKTuUpyeT Connector  Polycarbonat Polycarbonat  Yes
TKaHAMU opraHn  contacts e e Brief contact with
Kopnyc the patient's intact
OcHoBaHune  [MonukapboHat Monukap Jda skin (during
6oHaT KpaTtkoBpeMeHH insertion). Medical
KOHTaKT C staffwear gloves.
HEMoBPEXEHHb
KOXXHbIM MOKPOBON 4. Recharger Belt
nauueHTa (8 MoMm  Components Material Material
YCTaHOBKMW). contacts
MeanLmMHCKN? human
nepcoHan pabota| tissue
—nepyaTkax BELT, NYLON OVER Yes
Kpbliwka MonukapboHat Monukap Ja CENTER NEOPRENE Short-term
6oHaT KpaTkoBpemeHH Color: Black contact (less
KOHTaKT C than 24
HernoBpeXaeHHb hours) with
KOXHbIM MOKPOBO/I intact skin
nauueHTa (B MOM  SHELL SPANDEX OVER Yes
YCTaHOBKW). EVA FOAM Short-term
MeauumHeKkn? contact (less
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3awenka

LLIapHMpHBbIiA
Ban

KoHTaKThI

Kabenb
MpoBonoun
ble
NPOBOAHWKN
M3onaumsa

KoHHeKTOp
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Monvnkap6oHat

HepxxasetoLLjast
CTa/lb

Mo30no4eHHbI
7
HUKENMPOBaHHbI
W  6epunineso-
MefHbIli cras

Megb

TepmonnacTuyH
bIiA

anacTomep
(TN3)

Monukap6oHaT

Monvkap
6oHar

Hep>kase
roLLan
cTanb
lMo3onoue
HHBbIA 1
HUKENMpo
BaHHbI
bepunnve
BO-
Me[Hbli1
cnnas

Megab

Tepmonn
aCTUYHbIN
anacTtome

P

Monukap
6oHaT

nepcoHan paboTas B
nepyarkax.
Ma
KpatkospemeHHo.;*JOIWT NYLON WEBBING
KOHTaKT C WEBBING
HenoBpeXeHHb Wl

KOXXHbIM NOKPCBON - ayK

nauwveHTa (B MOMp T

YCTaHOBKM).
MeanumHckn?  ELASTIC HIGH DENSITY NYLON
nepcoHan pa6ota’i- STRAP ELASTIC JACQUARD.
nepyaTkax Color: Black
Het
Het SIDIE WITH NYLON, UNNAPPED
VEI.CRO
LOOP
BELT, LOOP NYLON, UNNAPPED.
PANEL
Het

KpaTkoBpemeHH >IN
KOHTaKT C
HEeroBPEXAEHHLKM

KOXHbIM MOKPHOBO/
naumeHTa (8 mom JHT

(Components ~ Material

YCTaHOBKM) Lipper « PC/ABS Blend
MeanuUHCKIN? Yousing « Sabic Color
nepcoHan paboTa';r B
nepyarkax
KpaTkoBpeMeHHO»!!
KOHTaKT C Lower « PC/ABS Blend

CrtpaHuua/Page 16 ns/ol31

Wireless Recharger, model WR9200.

than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin

Material
contacts
human
tissue

Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes



ble MPOKNaAKH

Pe3nHkun
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KOHTaKThI MonmkapboHaT Monukap
KOHHeKTOopa 6oHaT
PemeHb
KomMnoHeHT MaTtepuan
MaHenn kopnyca  HeinoH n HeomnpeH,
SBR, yepHblii
LleHTpanbHas CnaHgekc  nosepx
0060/104Ka EVA neHbl,
CoegunHuTeNnbH HelinoHoBas TecbMa

(uepHan)

3NaCTUYHbIN

YKaKKapj k]
HelinoHa  BbICOKOA
NAOTHOCTYU
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HENOBPEXAEHHb M

Housing

KOXXHbIM NoKpoBON py’c
naumeHTa (B MOMpHT

YCTaHOBKM).
MeanLmMHCKN?

nepcoHan pabotaet B | ower Button

nepyaTkax

Het

Martepunan
KOHTaKTMpyeT
C TKaHAMM
yenoBeka
Ja
KpaTkoBpemeHH
bl KOHTAKT
(meHee 24
4yacos)c
HENOBPEXAEHHO
7 Koxel
Ja
KpatkoBpemeHH
bl KOHTAKT
(meHee 24
yacoB)c
HENOBPEXJEHHO
7 KoXel
Ja
KpaTtkoBpemeHH
bl KOHTAKT
(meHee 24
yacos)c
HENOBPEXAEHHO
i KOXel
Ja
KpaTkoBpemeHH
blil KOHTaKT
(MeHee 24

f .ctuator

Battery LED
Light Pipe

Power Pogo
Pin

Device Label

Sabic Color

. PC

* Sabic with 0.2% titanium
dioxide / Pad printed power

symbol: Ink

PC

Gold plating, over Nickel

plating on Brass

Polycarbonate

Height 5. Charging Dock:

Components

Upper
Housing

Material

PC/ABS Blend

Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin

Material
contacts
human
tissue

Yes
Short-term
contact (less
than 24
hours) with
intact skin



CtopoHa
neTnei
nMnyyKe

CTtopoHa
KPHOYKOM
JINNYYKe

Ha

Ha

(4epHbIif)

Helinon,
He3aKpenneHHbI

Nylon (4epHbli)

3apsgHoe yctpoicteo WR9200.

KOMNOHEHT

BepxHee
MoKpbITHE

HwxHee
NMoKpbITHE

MpuBosa
KHOMKMK
nuTaHms
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Martepunan

Monukap6oHaT/ABC
NNacTuK

Monvnkap6oHaT/ABC
nnacTvk

Monnkap6boHar,
guokeung  TuTaHa

/

HaneyvaTaHHbI CUMBON

yacoB)c
HEemnoBpeX/eHHO
i KoXelA

KpaTkoBpeMeHH
bliA KOHTaKT
(meHee 24
4yacos)c
HENoBPeXeHHO
7 KOXel
Ja
KpaTkoBpemeHH
bl KOHTaKT
(MeHee 24
4yacoB)c
HENOBPEXAEHHO
i KOXel

Martepwnan
KOHTaKTMpyeT
C TKaHAMU
yenoseka
Ja
KpaTtkoBpemeHH
bli KOHTaKT
(meHee 24
yacoB)c
HENOBPEXAEHHO
M KoXeld
Ja
KpaTtkoBpemeHH
blli KOHTaKT
(meHee 24
4yacoB)
HENOBPEXAEHHO
7 KoXxeit
Ja
KpaTkoBpemeHH
blA KOHTAKT

CrtpaHumuya/Page 18 ns/of 31

Lower
Housing

Rubber Foot

Device Label

PC/ABS Blend

Silicone, Black

PC with acrylic adhesive

Yes [
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin
Yes
Short-term
contact (less
than 24
hours) with
intact skin



AKKyMynaT
opHas LED
0CBeTUTENb
Has TpyOKa

LWTbIpb
nMTaHus

OTUKeTKa
yCTpolicTBa

JoK-CcTaHuus:

KOMMOHEeHT

BepxHee
noKpbITUE

HwmxHee
NoKpbITHE
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nuTaHua: YepHuna

Monukap6oHaT

3onotoe NOKpbITNE
HUKennpoBaHme natyHun

Monvkap6oHat

Martepwnan

Monukapb6oHaT/ABC
NNacTuK

Monukap6oHaT/ABC
nnacTuK

CtpaHuua/Page 19 uns/of 31

(meHee 24
4yacos)c
HENOBPEX/EHHO
7 KoXeld
Ja
KpaTkoBpeMeHH
blil KOHTaKT
(meHee 24
yacoB)c
HENoBPEXEHHO
7 KoXel
Ja
KpaTtkoBpemeHH
bl KOHTaKT
(meHee 24
yacoB)c
HENOBPEXJEHHO
M Koxei
[Ja
KpaTtkoBpemMeHH
bl KOHTaKT
(meHee 24
yacos)c
HENoBPEeXJeHHO
7 Koxelt

Martepuan
KOHTaKTUpyer
C TKaHAMU
yesnioBeka
Ja
KpaTkoBpeMeHH
bl KOHTaKT
(meHee 24
4yacos)c
HernoBpeXxaeHHO
i KOXel
Ja

KpaTkoBpemeHH



bl/i KOHTaKT

(MeHee 24
yacos)c
HENoBPEXAEeHHO
7 Koxel
Pe3nHoBbIE CWNKOH, YepHblid Oa
HOXKM KpaTkoBpeMeHH
bl KOHTaKT
(meHee 24
yacoB)c
HEMOBPEXAEHHO
i KoXel
3TUKeTKa MonkanpboHaT ¢ na
ycTpoiicTea aKpWIoBbIM aAre3viBOM KpaTKoBpeMeHH
bl KOHTaKT
(meHee 24
4acos)c
HeNnoBpPeXAeHHO
7 KoxKelt
O603HayeHNs
cumBonos/ Symbols Cumson OnucaHune Symbol Description
SN CepwiiHblii HOmeEp SN Serial number
LOT Kog naptuu Keep dry
R E F Homep no katanory L OT Batch Code
Bepeub OT Braru R EF Catalog number
.- W3roTtoBuTtens Manufacturer
1J LU 1
1STERILE EO Crepunusaums oKC1aom sTuieHa 1STERILE EO Sterilized using ethylene oxide
He wuvcnonb3oBatb Mpu  MOBPEXAEHUU Do not use if package is damaged
YMNaKOBKM (8)
Wcnonb3oBatb 40.... ) Use by
eclrep YNOMHOMOYEHHBI npeAcTaBuTeNb B e Irep Authorized representative in the European
EBponeiickom CoobLuectse Community

CtpaHunuya/Page 20 ns/of 31
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KomnieKT noctasku

3anpeT Ha NOBTOPHOE NPUMEHEHNE
He cTepunn3oBaTh NOBTOPHO

O6paTnTeCh K UHCTPYKLMW MO MPUMEHEHWIO
Mpepgen TemnepaTypobl

OTKpbIBaTb 34€Ch

Jara n3rotossneHns

Conformite  Europeenne  (EBponelickoe
COOTBETCTBUE). DTOT CUMBON O3HAYAET, YTO
YCTPOCTBO  MOMHOCTBbHD ~ COOTBETCTBYET
Tpe6oBaHuaAM gmpektTue AIMD 90/385/EEC
(NB 0123) n R&TTE 1999/5/EC.
HeunoHusunpytolee 3/1IEKTPOMAarH1THOE
N3nyyeHne

IEC 60601-1/EN60601-1, o060pyfoBaHue
TMna BF

AHTEHHOe rHe3o

HebesonacHO npy MarHWTHO-PE30HaHCHOM
ToMorpagun

Cuctema  COOTBETCTBYET  Tpe6OBaHWUAM
CTaH4apToB KaHafbl MO  3MeKTPUYECKON
6esonacHocTn (CAN/CSA-C22.2 Ne 60601-
1.

Norotnn ctaHgapta Kutas (SJ/ T11364-
2006): CwMBO/M  KOHTPONA  3arps3HeHus
OKpY>KatoLLeli cpenpl
3/1eKTPOHHOVH(OPMALMOHHBIMM
npogyktamun. (Ymucno Ha 370 3mbneme
03HayaeT Neprog 1CMo/b30BaHUSA NPOLYKTa,
B TEYeHMe KOTOpPOro OH 6e3onaceH [/
OKpY)XatoLLein cpegpbl.)

(V = xk-C
Jf*XX*F

-XX-C

e

nn/J"

CC

0123
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Package contents

Do not reuse

Do not resterilize

Consult instructions for use
Temperature limitations
Open here

Date of manufacture

Conformite Europeenne (European
Conformity). This symbol means that the
device fully complies with AIMD Directive
90/385/EEC (NB 0123) and R&TTE Directive
1999/5/EC.

Non-ionizing electromagnetic radiation

IEC  60601-1/EN60601-1, Type BF
Equipment
Antennajack

Magnetic Resonance (MR) Unsafe

System meets the applicable Canadian
(CAN/CSA-C22.2 No. 60601-1) electrical
safety standard requirements.

Chinese Standard (SJ/T11364-2006) Logo:
Electronic Information Products Pollution
Control Symbol. (The date in this logo means
the environmental protection use period of the
product.)



Mopagok u ycnoswust
JenMnnaHTauum
MEeAMLMUHCKOTO
n3genusal/ Procedure
and conditions for

He yTunusupyiiTe npogyKT BMecTe C
HeCopTMPOBaHHbLIM ObITOBLIM MYCOPOM.
YTunusnpyiite aToT MPoAYKT B
COOTBETCTBUU c LeiCTBYOLLM
3aKOHOZATE/IbCTBOM. YKazaHus no
yTuamsayum npubopa CcMm. MO  agpecy
httD://recvcline.medtronic.com.
MHopmaums Ha pyCcCKOSI3bIYHOM CTUKepe
[ns npogaxu Ha Tepputopun Poccuiickoin deaepauun hmHabHas
yMnaKoBKa COMPOBOXAAETCA AOMNOTHUTENbHBIM CTUKEPOM.
V3genns nocTaBnakTCS CO CTUKEPOM, KOTOPbIV MOXET COfepXKaThb
cnesytoLeo Hopmaumio:

* HasBaHue MeMLMHCKOro U3LeNnsa Ha PYCCKOM fA3bIKE;

» HasBaHue npousBoauTens;

» CTpaHa nponcxoxaeHus;

* Kog UPN (YHMKanbHbIA KOA NPOAYKTa);

* Kog CFN (Homep mogenw);

e [lata u HoMep PernctpaloHHOro y0CTOBEPEHUS;

* 3HaK cooTBeTCTBMA B Poccuu;
MpegynpeanTenbHbIE U MHPOPMUPYHOLLME 3HAKU M Hagnucy (ecim
NPUMEHUMO).

Heipoctumynatop SureScan MRI, ¢

NPUYHAAIEXHOCTAMM
MpownssoguTens: Kog UPN
Medtronic Inc., CLLUA

CtpaHa NponcxoXaeHuns: Kog CFN

CLIA
MpepcraButens nponssoanTens B Pd:
PerunctpauunoHHoe Y goctosepeHue Ne P3H
2019/9265 ot
Cepusa/Homep no
KaTasory: CM. YrakoBKYy

CMm. VIHCTpyKuuio
C. cMMBO/IbI Ha
ynaKoBKe

Havbonee peKoMeHAyeMbIit MeToq JenMnaaHTaumm
HelipocTMMynAaTOopa OMnpeAensieTcs BpadyoM B 3aBWCUMOCTU OT
KOHKPETHOro naumeHTa. Kaxgplid cnydaii MOXET 6biTb pasHbIM B
3aBUCUMOCTH OT TOTO, YTO ABMSETCS MPUUMHON M3B/EYUEHNS.

XK

Do not dispose of this product in the unsorted~
municipal waste stream. Dispose of this
product according to local regulations. See
http://recycling.medtronic.com for instructions
on proper disposal of this product.

Information in Russian sticker
The final packaging for the Russian market is accompanied with
additional sticker.
Devices supplied in packaging marked with the following possible
information:

» Name of medical device in Russian language;

» Name of the manufacturer;

« Country of origin;

e Code UPN (unique product number);

e Code CFN (customer facing number);

« Date and number of Registration Certificate;

* Sign of conformity in Russia;

Neurostimulator SureScan MRI with accessories

Manufancturer: Medtronic  Code UPN
Inc., USA
Country of origin: USA Code CFN

Manufacturer's authorized representative:
Registration Certificate No RZN 2019/9265 from

Date of manuf./Lot/UBD:
See onpack

See IFU
See packaging symbols

The most recommended method of neurostimulator de-implantation
is determined by the clinician depending on the specific patient.
Each case could be different due to what the reason for the removal
is.

CrtpaHnua/Page 22 uns/of 31
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the de-implantation
of a medical device

Mopsfok u ycnosus
yTunmsaumm nm
YHUUTOXEHMA
MeLMLNHCKOTrOo

n3genus/ Procedure
and conditions for
the disposal or
destruction of a
medical device

CaepgeHus 0
npousBoguTene
MeLULUHCKOTO
n3genns
(HaumeHOBaHwMe,
afpec
MEeCTOHaX0XAeHUS,
MoYTOBbINA ajpec,
TeneoH, agpec
mecTa
nponssoactea)/
Information about
manufacturer of

medical device
(name, location
address, mailing
address, phone

number, address of

YTnnnsmpyite  MegULMHCKOE UM3fenMe B COOTBETCTBMM  C
TpeboBaHMAMK HaLMOHaNbHOI o 3aKOHOAATEeNbCTBA "
TpebOBaHMSAMUN K MCMO/b30BAHUIO BMOMTOTMYECKN OMAacHbIX U3AeNuii

MEeAMLMHCKOTO Ha3HaYeHms.

YTunmsaums w3genuii fo/mkKHa npoBoauTbea cornacHo CadlMuH
2.1.3684-21 W [O/MKHBbI  YTUAU3MPOBATLCA COOTBETCTBYIOLLUM
06pasom.

Knaccuurkaumsa MeauunHCKNX 0TXOA0B:

[ns »MnnaHTMpyeMbIX U3gennin knacc b, ons HeMMMNaHTUPYEMbIX
M30eNniA, KOTOpble He WMEHT KOHTaKTa C BHYTPEHHeW cpepoi
opraHuama - knacc A.

YTunnnsaums HelipocTumynaTopa

Mepes MoOXopoHamMy  WMAM  Kpemauueid  MMNIaHTMPOBaHHOe
YCTPONCTBO crefyeT yganutb. B HeKOTOpbIX CTpaHax yganeHue
nepes NOXOpOHaMM MMMAAHTVPOBaHHbIX YCTPOWCTB C NUTaHWEM OT
6aTapeli npeanuUCbIBaeTCA 3akOHaMWM 06 OXpaHe OKpY>KatoLLei
cpeabl. Meped Kpemaumeid yCTPOCTBO cnefyeT yaanutb. MNpouecc
Kpemauuu npuvBOAMT K B3pbiBy Oatapen. [eMMmnnaHTUpPOBaHHbIE
YCTPOWCTBA He MNOANEXAT HWU CTepuaM3alLuuM, HW MOBTOPHON
nUMNNaHTaLmumn.

PaspaboTunk/ Developer:

MepgTpoHuk HelipomogyneiiwH, CLUA

(Medtronic Neuromodulation, USA

7000 Central Ave. N.E., Minneapolis MN 55432, USA

Tel.: 763-5263996, fax: 763-505-8866

MpoussoguTens/ Manufacturer:

«MeaTpoHuK MHK.», CLUA

Medtronic Inc., USA

710 Medtronic Parkway Minneapolis, MN 55432, USA
Ten.: 763 514 4000;

dakc: 763 514 4879

www.medtronic.com

After use, this product may be a potential biohazard. Dispose the
medical device in accordance with the requirements of the national
legislation on environment and health and/or hospital biohazard
requirements.

Devices should be utilized according to SanPiN 2.1.3684-21
Classical medical waste:

For implantable products class B, for non-implantable products that
do not have contact with the internal environment of the body -
class A.

Neurostimulator disposal

The implanted device should be removed before burial or
cremation. In some countries, removal of battery-powered
implantable devices is required before burial because of

environmental concerns. Also, the device should be removed before
cremation. The cremation process causes the battery to explode.
Explanted devices should not be resterilized or reimplanted.

YNonHOMO4EeHHBI npeacTaBuTens npoussogutens/ Authorized Representative of Manufacturer:
000 «MepTpoHuk», 123112, r. MOCKBa, BH. Tep. . MyHULMNa/bHbIA OKpYyr MNpecHeHckuid, MpecHeHckas Hab., 4.10, 31.9, nom. I, kom.

41
/
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place of
production)

MepeyeHb
HaLMOHaNbHbIX n
MEXYHapOAHbIX
HOPMaTMBHbIX
[IOKyMeHTOB/CTaHa
pTOB, KOTOpbIM
COOTBETCTBYET
MeAVLMHCKOe
n3genue / The list of

national and
international
regulatory
documents/standar

ds, which matches
medical device

“Medtronic” LLC, 123112, Moscow, ext. ter. Presnensky municipal district, Presnenskaya embankment, 10, floor 9, office Ill, com.

Tel: (495) 580-73-77, Fax: (495) 580-73-78
www.medtronic.ru

FOpuanyeckoe nuLO, Ha MM KOTOPOro MOXeT 6bITb Bbl4aHO peructpalmoHHoe ypoctoBepeHue/ Holder of Registration Certificate in

Russia (name, address, tel, fax, e-mail, website)
OO6LLEeCTBO C OrPaHUYEHHON OTBETCTBEHHOCTHIO «MeATPOHUK»
OO0 «MeaTPOHNK»

123112, r. MockBa, BH. Tep. I. MyHMUUMNaNbHbIA OKPYr MNpecHeHCKMiA, MpecHeHcKas Hab., 4.k0, 31.9, nom. I, kom. 41

Ten.: (495) 580-73-77, thakc: (495) 580-73-78
www.medtronic.ru /

“Medtronic” LLC, 123112, Moscow, ext. ter. Presnensky municipal district, Presnenskaya embankment, 10, floor 9, office IlI, com. 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78
www.medtronic.ru

Agpeca mMeCT nponssoacTea MeauumnHckoro nsgenus/ Addresses of Manufacturing Sites for medical device:
1 Medtronic Neuromodulation, 7000 Central Ave. N.e., Minneapolis MN 55432, USA
2. Medtronic Puerto Rico Operations Co, Road 31, Km.24, Hm 4, Ceiba Norte Industrial Park, Juncos, PR 00777 USA
3. Jabil Circuit (Shanghai), LTD 600 Tian Lin Road Shanghai Shanghai, China 200233

CraHpgapTt

EN [ISO 13485 2012: W3penua wmeguumHcKue. CuUCTeMbl
MeHeXKMeHTa KayecTsa.

EN ISO 10993-1 (OCT) 2009: OueHka 6uonorunyeckas
MeauUMHCKMX u3genuit. YacTb 1 OueHka M UCNbITaHWS B
pamKax npouecca MeHe[)KMEeHTa pucka.

EN I1SO 10993-7 2008: OueHKa 6ronormyeckasl MeanLUHCKNX

U3AENNA. Uactb 7. OcTtatkm npu  cTepuamsauumun
3TUNEHOKCUAOM.
EN ISO 11135-1 2007: Crepunusauma MegULUHCKNUX

nsgenuii. Okeng atuneHa. Yactb 1. TpeboBaHus K pa3paboTke,
BaMaLMM ¥ TeKyLLeMy KOHTPO/O Mpouecca CTepunsaumun
MEAVLUHCKNX U3AENNIA.

EN ISO 11607-1 2009: YnakoBKa MegULMHCKWX W3Leui,
nognexawymx hUHUWHON cTepunmsaumi. Yacts 1 TpeboBaHuMs
K matepuanam, 6GapbepHbIM CUCTEMaM /1 CTEPUAM3aLMn K
YNaKoBOYHbIM CUCTEMAM.

EN ISO 11607-2 2006: YnakoBka MeAVLMHCKUX W3AENNNA,
noanexawmx GUHULLHON cTepunmnzaummn. Yactb 2. TpeboBaHus
K Basmjauum MnpoLeccoB (HOPMMPOBaHUA, repmeTmsaunm u
CO0pKMN.

Standard
EN I1SO 13485 2012 Medical device quality management system

EN I1SO 10993-1 (OCT) 2009 Biological evaluation of medical
devices Part 1. Evaluation and testing within a risk management
process (ISO 10993-1:2009)

EN I1SO 10993-7 2008 Biological evaluation of medical devices -
Part 7: Ethylene oxide sterilization residuals

EN ISO 11135-1 2007 Sterilization of heath care products -
Ethylene oxide - Part 1 Requirements for development,
validation and routine control of a sterilization process for medical
devices

EN ISO 11607-1 2009 Packaging for terminally sterilized medical
Devices - Part 1 Requirements for materials, sterile barrier
systems and packaging systems

EN I1SO 11607-2 2006 Packaging for terminally sterilized medical
devices - Part 1:Requirements for forming, sealing and assembly
processes

CrtpaHuua/Page 24 ns/of 31
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EN ISO 11737-2 2009: Crepunusayms MeauLMHCKMX
usgenuin.  Mukpobuonoruyeckme  Metogpl.  Yactb 2
VcnbiTaHns Ha CTepunibHOCTb, MPOBOAMMbIE MpU Banvgauum
npovecca CTepunusaLum.

EN ISO 14971 2012: WN3pgenus mMeguumHcKue. TpyMeHeHue
MeHePKMEHTa PUCKa K MEANLMHCKUM U3LENUAM.

EN 1041 2008: WHdopmauusa, nocrasnsemass U3roToBUTeNeM
41 MEeANLMHCKNX M3LeNuiA.

EN 45502-1 1997: Wspgenua MegULMHCKME aKTUBHble
uMnnaHtTupyemble.  Yacte 1. O6wme TpeboBaHMA K
6e30nacHOCTH, MapKUPOBKEe 1 MH(OpMaLmn, NpeaocTassemoin
N3roTOBUTESNIEM.

EN 556-1 2001 AC (2006): Crepunusaums MeauLUHCKUX
n3genmin. TpeboBaHUA K MESULMHCKAM W3LeNnsM KaTeropum
«CTepunbHble». Yactb 1  TpeboBaHWA K CTepuamsaumm
YNaKoBaHHbIX MEAVLNHCKUX N3 eNNNA.

EN 14708-3

VmnnaHTatel gna Xupyprum. AKTWUBHbIE WMMNNAHTUPYEMble
meguumMHckue  m3genna.  Yacte 3. VMmnnaHTupyemble
HeMpOCTUMYNATOPbI

EN 14708-1:2014

WmnnaHTaTbl Xupyprudeckue. AKTUBHblE WMMNAAHTUPYEMble
MeauuuHckne wm3genua. Yactb 1 O6wme TpeboBaHMs K
6e30MacHOCTN, MapKMPOBKE M MH(OpPMaLMK, NpeaoCcTaBnseMoi
N3roToBUTENEM

EN 62304 2006: T[lporpammHble CpefcTBa MeAULMHCKNX
n3genuii. YXN3HeHHbIM LMK NPOrpaMMHOro obecnedyeHus.

EN 62366 2008: [MporpaMmHble CpeacTBa MeAMUMHCKUX
n3gennini. XXKM3HEeHHbIA UMKN MPOrpaMMHOr0  0becrneyeHms
MEAULMHCKNX U3AENNiA.

EN 60601-1 2006: 2nektpoannapatypa meauumHcKas. Yactb
1. O6wwe TpeboBaHMsA K 6a30BOM 6e30MaCHOCTV M OCHOBHbLIM
3KCMyaTaLMoHHbIM XapaKTepucTUKam.

EN 301 489-31 v.l.l.I: CoBMeCcTUMOCTb TEXHUUYECKUX CPEACTB
3NEKTPOMArHMTHasA. TexXHWYeckue CpeacTsa  PafvocBA3N.
HopMbl  31eKTPOMarHUTHOM COBMECTUMOCTM B OTHOLLEHWM
pagmoobopyaoBaHus 1 ycnyr pagmocssisu. Yactb 31. YacTHble
TpeboBaHMA K  paAMo0b0pydOBaHWK AN aKTUBHbIX

EN I1SO 11737-2 2009 Sterilization of medical devices -
Microbiological methods - Part 2: Tests of sterility performed in
the definition, validation and maintenance of a sterilization
process
EN I1SO 14971 2012 Medical devices - Application of risk
management to medical devices

EN1041 2008 Information Supplied By The Manufacturer With
Medical Devices

EN45502-1 1997 Active Implantable Medical Devices er With
Medical Devicesical device Safety, Marking and information To
Be Provided By The Manufacturer

EN556-1 2001 +AC(2006) Sterilization of medical devices
Requirements for medical devices to be designated “STERILE”
Part 1. Requirements for terminally sterilized medical devices

EN 14708-3
Implants for surgery — Active implantable medical devices
Part 3: Implantable neurostimulators

EN 14708-1:2014

Implants for surgery — Active implantable medical devices —
Part 1 General requirements for safety, marking and for
information to be provided by the manufacturer

EN62304 2006 Medical device software - Software life-cycle
processes
EN62366 2008 Medical devices software - Software life-cycle
processesdo beical devicesu EN980 2008 Graphical Symbols For
Use In The Labeling Of Medical Devices

EN60601-1 2006 Medical electrical equipment - Part 1. General
requirements for basic safety and essential performance EN60601-
1-6 2010 Medical electrical equipment — Part 1-6: General
requirements for basic safety and essential performance —
Collateral standard: Usability

EN 301 489-31 vl.1.1 Electromagnetic compatibility and Radio
spectrum Matters (ERM); ElectroMagnetic Compatibility (EMC)
standard for radio equipment and services; Part 31: Specific
conditions for equipment in the 9 kHz to 315 kHz band for Ultra
Low Power Active Medical
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MEAULUMHCKMX ~ MMMNaHTaTOB  KpaitHe  Masiol
paboTaroLeMy B nosoce 4actoT oT 9 go 315 Ky,
EN 302 195-1 v.l.I.I: CoBMeCTUMOCTb TEXHUYECKNX CPeacTB
aNeKTpoOMarHWTHas. TexXHU4Yeckne CpeacTBa  PafMoCBs3M.
TpeboBaHWs K  pagvMoobopyfoBaHWIO  Af1  aKTUBHbIX
MEAVLMHCKUX WMMMaHTaTOB KpaiHe Ma/ioi MOLLHOCTM U
CBSI3aHHbIX C HUMW MepudepuiiHbIX YCTPONCTB, paboTatoLemy
B nonoce yactoT oT 9 pgo 315 kly. Yacte 1 TexHu4yeckue
XapaKTepUCTUKU N METOAMKA UCTIbITAHWIA.

MOLL{HOCTM.

EN 302 195-2 v.l.l.I: CoBMeCTUMOCTb TEXHWYECKNX CPEeACTB
3NeKTPOMarHMTHas. TexXHWYecKMe CpeacTBa  PajMOCBSI3N.
TpeboBaHMs K  paguMoobOpyAOBaHMIO AN aKTUBHbIX

MEANLIMHCKMX WMMNAHTATOB KpaiHe Masoli  MOLLHOCTU ©
CBfI3aHHbIX C HUMW NepPUMEPUiHbIX YCTPOIACTB, paboTaroLLieMy
B nonoce yactotr or 9 po 315 KMy Yacte 2
[apMOHM3MpOBaHHbIA  cTaHgapT  EN,  oxBaTbiBatoLyuii
OCHOBHbIe TpeboBaHWA, NpuBefeHHbIe B pasfene 3.2,

EN 301 489-31 V.1.9.2: COBMeCTMMOCTb TEXHNUYECKNX CPeicTB
aNeKTpoMarHWTHas.  TexHM4yeckue CpefcTBa  PafmoCBA3N.
Hopmbl  31eKTPOMarHUTHOW COBMECTMMOCTM B OTHOLLEHWM
pasmoobopyfoBaHus U ycnyr paguocsasu. Yacte 1 O6uwme
TeXHUYeckme TpeboBaHus.

FOCT P 50444-2020 «Mpub6opsbl, annapatbl 1 06opyaoBaHmne
MeauuuHeKre. ObLme TeXHMYEeCKre TpeboBaHUA»;

FTOCT P NCO 14708-1-2012 «mnnaHTaTbl XUPYPruyeckue.
AKTUBHbIE UMMNNAHTMPYEMbIE MEANLMHCKNE u3genns. Yactb 1
O6uwme TpeboBaHMA K 6Ge30nacHOCTW, MapKMpPoBKE W
MH(opMaLMK, NPeSocTaBSeMON N3rOTOBUTENEM»

FIOCT P MO3K 60601-1-2010 «W3penvud meguUMHCKME
anekTpuyeckre. Yactb 1. O6Lue TpeboBaHUS 6e30MacHOCTU C
YYETOM OCHOBHbIX (DYHKLMOHaMbHbIX XapaKTePUCTUK»

FIOCT P M3K 60601-1-6-2014 «W3pgenna meauUMHCKUe
anekTpuyeckue. Yactb 1-6. O6Lme TpeboBaHMs 6e30nacHOCTYH

C YYETOM OCHOBHbIX (YHKUMOHA/IbHbIX  XapaKTepUCTUK.
J0ononHUTENbHbIN CTaHAapT. oKcnnyarayMoHHas
NPUroO4HOCTbY»

FOCT P NCO 15223-1-2020 «W3penns  MefLuLUHCKME.
CumMBONBI, NpUMeHsieMble  Mpw MapKvpoBaHuu Ha
MELW'LMHCKNX M3OENUAX, 3TUKETKax W B COMPOBOAWTENbHOM
JOKyMeHTauun. Yactb 1. O6ume TpeboBaHmMs»;

EN 302 195-1 vl.1.1 Electromagnetic compatibility and Radio
spectrum Matters (ERM); Radio equipment in the frequency range
9 kHz to 315 kHz for Ultra Low Power Active Medical Implants
(ULP-AMI) and accessories; Part 1: Technical characteristics and
test methods

EN 302 195-2 vl.1.1 Electromagnetic compatibility and Radio
spectrum Matters (ERM); Radio equipment in the frequency range
9 kHz to 315 kHz for Ultra Low Power Active Medical Implants
and Accessories; Part 2: Harmonized EN covering essential
requirements of article 3.2

EN 301 489-31 v1.9.2 Electromagnetic compatibility and Radio
spectrum Matters (ERM); Electromagnetic Compatibility (EMC)
standard for radio equipment and services; Part 1. Common
technical requirements

GOST R 50444-2020 "Medical Devices, Devices and Equipment.
General technical requirements";
GOST R ISO 14708-1-2012 "Surgical implants. Active
implantable medical devices. Part 1 General requirements for
safety, marking and information provided by the manufacturer".

GOST R MEK 60601-1-2010 "Medical electrical products. Part
1. General safety requirements with regard to the main functional
characteristics".

GOST RMEK 60601-1-6-2014 "Medical electrical products.
Part 1-6. General safety requirements taking into account the main
functional characteristics. Additional standard. Operational
suitability"

GOST R ISO 15223-1-2020 "Medical devices. Symbols used in
marking on medical devices, labels and accompanying
documentation. Part 1. General requirements”;
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roct ISO 11607-1-2018 «¥YnakoBka Ansa MeauLMHCKNX
n3genunii, nognexawinx (QUHULLIHOW CcTepunmsaumm. Yactb 1
Tpe6oBaHMs K MmaTepuanam, 6apbepHbIM CUCTEMAM ANs
CTEPUNN3ALMN 1 YNAKOBOYHbIM CUCTEMAM;
FOCT ISO 11607-2-2018 «YnakoBka A1 MeOULUHCKNX
U3LENniA, nogneXxawimx (UHWLIHOA cTepuamsauymm. Yactb 2.
Tpe6oBaHMsA K Banvgauum  npoLeccoB  hopMUPOBaHNS,
repmeTunsaummn 1 copkmy;

FOCT P MO3K 62304-2013 «W3genvms  MegULMHCKWE.
MporpammHoe obecneyveHne. MpoLecchbl XN3HEHHOTO»

FOCT P NCO 14708-3-2016 «MmnnaHTaTbl 418 XUPYPruw.
AKTUBHbIE UMNIAHTUPYEMbIE MeANLMHCKME n3genns. Yactb 3.
ViMnnaHTMpyemMble HERPOCTUMYNATOPbI»
FOCT ISO 14971-2011  «W3genua  MefguUMHCKMe.
MprYMeHeHNe MeHeKMEHTA PUCKA K MEANLMHCKUM U3AeNnsamM»
FTOCT P M3K 60601-1-2-2014 «W3genvsa MeauuUMHCKMeE
anekTpuyeckune. Yactb 1-2. Obuime TpeboBaHMs 6€30MacHOCTU
C YYETOM OCHOBHbIX (YHKLMOHANbHBIX XapakTepucTyK.
MapannensHblii cTaH4apT. DNEKTPOMarHUTHas COBMECTUMOCTb.
Tpe6oBaHMA N UCTIbITAHUSA»

FOCT I1SO 10993-1-2011 W3genusa meauumHckve. OueHka
6MON0rNYecKoro AeicTBMA MeAULMHCKMX u3genuid. Yacte 1
OueHKa 1 nccneoBaHus.

FOCT P MCO 10993-2-2009 N3penna meguumHckue. OLeHKa
6MONOrNYecKoro [AencTBUA MeLUUMHCKUX W3dennin. YacTb
2.Tpe60oBaHNs K 00pPaLLEHUIO C XKUBOTHBIMU,

FOCT I1SO 10993-4-2011 Wspgenusa meguumHckue. OueHka
610N0rNMYecKoro LeicTBMS MeAMLMHCKUX u3genuid. Yacts 4.
WccneposaHus nsfennii, B3aumMogeicTBYHOLMX C KPOBbIO
FOCT ISO 10993-5-2011 Wspenuna megmumHckue. OLeHKa
610N10rnMYecKoro AeicTBMA MeAMUMHCKMX u3genuii. YacTb 5.
VccnepoBaHns Ha LMTOTOKCMYHOCTB: METO/b! in Vitro.

FOCT I1SO 10993-7-2011 Wspenua mepuumHckue. OueHka
610N0rNYecKoro AeicTBMA MeAULMHCKMX u3genuid. YacTb 7.
OcTaToyHOe cofiepXkaHue aTUNEHOKCKAa Nocse CTepuansanmm
FOCT ISO 10993-9-2015 W3genusa meauumHckme. OueHka
610N0rNYecKoro AeiCTBMA MeAULMHCKMX u3genunii. YacTtb 9.
OCHOBHble MPUHUMMBI WAEHTUDMKALMN W KONUYECTBEHHOIO
onpejeneHns NoTeHUManbHbIX NPOLYKTOB AerpafaLmu.

FOCT ISO 10993-10-2011 WN3penusa meguumHckue. OueHka

GOST ISO 11607-1-2018 "Packaging for medical products
subject to final sterilization. Part 1 Requirements for materials,
sterilization barrier systems and packaging systems";

GOST ISO 11607-2-2018 "Packaging for medical devices
subjected to finish sterilization. Part 2. Requirements for
validation of forming, sealing and assembly processes";

GOST R MEK 62304-2013 "Medical devices. Software.
Lifecycle processes"
GOST R ISO 14708-3-2016 "Implants for surgery. Active
implantable medical devices. Part 3. Implantable
neurostimulators"

GOST ISO 14971-2011 "Medical devices. Application of risk
management to medical products".
GOST R MEK 60601-1-2-2014 "Medical electrical products.
Part 1-2. General safety requirements with regard to the main
functional characteristics. Parallel standard. Electromagnetic
compatibility. Requirements and tests"

GOST ISO 10993-1-2011 Medical devices. Evaluation of
biological effect of medical devices. Part 1. Evaluation and
research.

GOST R ISO 10993-2-2009 Medical devices. Evaluation of the
biological effect of medical devices. Part 2.Requirements for the
treatment of animals.

GOST ISO 10993-4-2011 Medical devices. Evaluation of the
biological effect of medical devices. Part 4. Research on products
which interact with blood

GOST ISO 10993-5-2011 Medical devices. Evaluation of the
biological effect of medical devices. Part 5. Cytotoxicity studies:
In vitro methods.

GOST ISO 10993-7-2011 Medical devices. Evaluation of the
biological effect of medical devices. Part 7. Ethylene oxide
residue after sterilization

GOST ISO 10993-9-2015 Medical devices. Evaluation of the
biological effect of medical devices. Part 9. Basic principles for
identification and quantification of potential degradation products.

GOST ISO 10993-10-2011 Medical devices. Evaluation ofthe
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610M10rMYECKOro AencTBna MeaAMUUHCKNX n3gennii. YacTtb 10.
VccrnefoBaHus — pa3fgpaxarolero UM CeHCMOUM3MPYIOLLErO
[lecTBUS.

FOCT ISO 10993-11-2011 W3penua meamumHckue. OueHka
6ronornyeckoro AencTBus MeLUUMHCKUX u3genuii. Yactb 11.
ViccneaoBaHUs 06LLETOKCMYECKOTO AeCTBUS.

FOCT ISO 10993-12-2015 WN3genua mepuumHckme. OueHka
6ronornyeckoro AencTBMA MeLUUMHCKUX u3genunii. Yactb 12.
MpuroToBneHne Npob6 1 KOHTPO/bHbIE 06pasLbl.

FOCT ISO 10993-18-2011 WN3penuna meguumHckme. OueHka

6MO0NOrNYECKOro IENCTBUS MEANLMHCKUX M3aenuii. Yactb 18,
MccneaoBaHye XMMUYECKUX CBOICTB MaTepyuanos.

COOpHNK PYKOBOAALLMX METOANYECKMX MaTepuanos Mo
TOKCUKO/IOr0-rMrMeHNYecKum nccnegoBaHuaMm
NOMIMMEPHbIX MaTepuasioB UM M3Je/NMIA  Ha WX OCHOBE
MeAMLIMHCKOro HasHayeHusa, M3 CCCP, 1987.

MY 1.1.037-95 BuoTecTupoBaHue npoayKUnn mu3 noammepHbIx
N Apyrux matepmanos
P/ 52.24.492-2006 MaccoBas KOHUeHTpauus hopmanbaernga
B Bofax

MOCT  31870-2012 Boga nutbeBad.  OnpefeneHue
COflepXXaHns 3/1EMEHTOB METOAamMy aTOMHOW CMEKTPOMETPUM
MYK 4.1.3166-14 [azoxpomaTtorpadMyeckoe onpegeneHve B
BOJE U BOAHbIX BbITSXKKaxX 13 MaTepuasios pasiMyHoOro cocrasa
FOCT 31214-2003 W3genus meguuUMHCKMe. TpeboBaHUA K
obpasuam M JOKYMeHTauuu, npesacTaBnfAeMbIM Ha
TOKCUKO/IOTMYECKME,  CAHUTAPHO-XUMWYECKME  WCMbITaHUA,
NCMbITAHNA Ha CTEPUIBHOCTbL Y NMUPOTrEHHOCTD.
M 2.3.3.972-00 TlpegensHo gonyctmble
XUMUYECKUX  BELLECTB, BbLUENAOWMNXCA U3
KOHTaKTUPYIOLWMX C NULLEBLIMU NMPOSYKTaMM
FOCT P 52770-2007 W3penusa mMeaunuMHCKMe. TpeboBaHWA
6e30MacHoCTH. MeTogpbl CaHUTAPHO-XMMMNYECKUX n
TOKCUKONOTMYECKNX UCTbITAHWI

FOCT 31209-2003 KOHTelHepbl AN KpPoBM U ee
KOMMOHeHTOB. Tpe6oBaHWS XMMWUYECKOA W BUONOrMYeckoi
6e30MacHOCTM U METO/bl UCTbITAHWIA

FOCT EN 556-1-2011 Ctepunusaums MeguunHCKUX U3AeNNiA.
TpeboBaHMsA K MEAWUMHCKAM  U3LeNMAM  KaTeropuu

KONInYecTBa
MaTepuasos,

biological effect of medical products. Part 10. Studies ofirrit"t
and sensitizing effects.

GOST ISO 10993-11-2011 Medical devices. Evaluation ofthe
biological effect of medical products. Part 11 General toxicity
studies.

GOST ISO 10993-12-2015 Medical devices. Evaluation of the
biological effect of medical devices. Part 12. Preparation of
samples and control samples.
GOST ISO 10993-18-2011 Medical devices. Evaluation ofthe
biological effect of medical devices. Medical devices —
Evaluation of the biological effect of medical devices —Part 18.
Study of the chemical properties of materials.
Collection of guideline methodical materials on toxicological
and hygienic studies of polymeric materials and products
based on them for medical purposes, USSR Ministry of
Health, 1987.

MU 1.1.037-95 Biotesting of products from polymeric and other
materials

RD 52.24.492-2006 Mass concentration of formaldehyde in water

GOST 31870-2012 Drinking water. Determination of elements by
atomic spectrometry methods

MUK 4.1.3166-14 Gas chromatographic determination in water
and water extracts from materials of different composition
GOST 31214-2003 Medical devices. Requirements for samples
and documentation for toxicological, sanitary and chemical tests,
sterility and pyrogenicity tests.

GN 2.3.3.972-00 Maximum allowable amounts of chemical
substances emitted from materials coming into contact with food
products
GOST R 52770-2007 Medical products. Safety requirements.
Methods of sanitary-chemical and toxicological tests

GOST 31209-2003 Containers for blood and its components.
Chemical and biological safety requirements and test methods

GOST EN 556-1-2011 Sterilization of medical articles.
Requirements for medical articles of "sterile” category. Part 1
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«CTepunbHble». YacTb 1. TpeboBaHUA K MeAWULUHCKUAM
n3LennaM, NoAnexalimm GUHULLHON CTepum3aLmm

FOCT ISO 11737-2-2011 Crepunusaumsa MeauLUHCKNX
m3genuii.  Mukpobuonornyeckne — MeTogpl.  Yacte 2.
VcnblTaHns Ha CTepubHOCTb, MPOBOAMMbBIE MpWY Baiugalmu
MpOLLECCOB CTepuam3aLmn, NpunoxeHve A
O®CJ1.2.4.0005.15 MNuporeHHoCTb
O®C.1.2.4.0006.15 bakTepuanbHble 3HAOTOKCHHbI

FOCT 31214-2003 Wspenus meguumMHCKuMe. TpeboBaHMs K
obpasuaMm M [JOKyMeHTauuu,  MpefocTaBnsieMbiM  Ha
TOKCUKONOTMYecKmne,  CaHUTapPHO-XMMUYECKME  UCMbITAHWS,
UCMbITAHNA Ha CTEPUNBHOCTb U MUPOreHHOCTb, NPUNoXeHue b
FOCT P 52770-2016. «M3genus meamumHckme. TpeboBaHMs
6e3onacHoCTU. MeToabl CaHWUTAPHO-XVMUNYECKNX "
TOKCUMKONOTMYECKNX UCMbITaHWN».

FOCT 31209-2003 «KoHTeilHepbl [A1s  KpoBM UM ee
KOMMOHEHTOB. TpeboBaHNA XUMWUYECKOW W BMONOTMYeCcKON
6e30MacHOCTM U METOAbI UCMbITAHWIA».

FOCT 4011-72. «Bopa nutbeBasd. MeToabl UW3MeEpPeHUs
MacCOBOM KOHLEHTpaLuy 06LLEero xenesa», n. 2
FOCT 31870-2012 «Bopma nutbeBas.  OnpepgeneHue

COAepXXaHusl 3/IEMEHTOB METOAaMU aTOMHOIN CMEKTPOMETPUU»
n 4

MYK 4.1.3166-14 «[a3oxpomaTorpamyeckoe onpegeneHue
rekcaHa, renTaHa, aueTanbAernfa, aleTtoHa, MeTuauerarta,
aTunauertaTa, MeTaHona, W30MponaHona, akpuUIoHWUTPUAa, H-
nponaHona, H-nponunauerara, byTunalerara, M3obyTaHona, H-
6yTaHona, 6eH3o0Ma, TOMyona, 3TUNGeH3ona, M-, O- U M-
KCW0M10B, mM3onponunbeHsona, CTMpona, a -MeTWICTUpona B
BOAE W BOAHbIX BbITAXKAX W3 MaTepuasioB pasIMyHOro
cocTaBa».

FOCT P 55227-2012 «Bopa.
cofepxaHus hopmanbgeruga» n. 6
N-880-71  «MIHCTpYKUMA  NO  CaHMTApPHO-XUMWYECKOMY
NCCNeA0BaHNI0 W3AENNIA, U3rOTOBMEHHBIX W3 MOSIMMEPHBIX W
LpYrvX CUHTETUYECKUX MaTepuanos, NpefHa3HaYeHHbIX [A/14
KOHTaKTa C MULLEBLIMW NPOAYKTaMU»
MBW MH 1924-2003 «MeToanKa ra3oxpomMaTorpaguyeckoro
onpefeneHns eHona W 3NUXNOPrugpuHa B  MOAE/bHbIX
cpefax, UMUTUPYIOLWLMX NULLEBbIE MPOLYKTbI»

MeToasl  onpeaeneHus
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Requirements for medical articles subjected to final sterilization

GOST ISO 11737-2-2011 Sterilization of medical articles.
Microbiological methods. Part 2. Sterility tests for validation of
sterilization processes, appendix A

OPS.1.2.4.0005.15 Pyrogenicity

OPS.1.2.4.0006.15 Bacterial endotoxins.

GOST 31214-2003 Medical products. Requirements for samples
and documentation submitted for toxicological, sanitary and
chemical tests, sterility and pyrogenicity tests, Annex B

GOST R 52770-2016. "Medical products. Safety requirements.
Methods of sanitary-chemical and toxicological tests".

GOST 31209-2003 "Containers for blood and its components.
Chemical and biological safety requirements and test methods".

GOST 4011-72. "Drinking water. Methods of measurement of
mass concentration of total iron", item. 2

GOST 31870-2012 "Drinking water. Determination of the content
of elements by atomic spectrometry" clause 4.

MUK 4.1. 3166-14 "Gas chromatographic determination of
hexane, heptane, acetaldehyde, acetone, methyl acetate, ethyl
acetate, methanol, isopropanol, acrylonitrile, n-propanol, n-propyl
acetate. Butyl acetate, isobutanol, n-butanol, benzene, toluene,
ethylbenzene, m-, o- and p-xylols, isopropylbenzene, styrene, a -
methylstyrene in water and water extracts from materials of
different composition”.

GOST R 55227-2012 "Water. Methods for determination of
formaldehyde content" p. 6
1-880-71 "Instruction on sanitary and chemical examination of
articles made of polymeric and other synthetic materials intended
to come into contact with food".

MBW MH 1924-2003 "Methodology for gas chromatographic
determination of phenol and epichlorohydrin in the model
environments, imitating food products"




Cnyxba paboThbl
K/IMeHTaMm
Customer Service

c

[ Texobcny>xusaHue,

MP 1436-76 «MeTognyeckne peKoMeHAaumMn K ornpegeneHuto
ANheHMNONNponaHa, a Takke HeKOTOPbIX (PeHONOB B €ro
NPUCYTCTBUM, MPU  CAHUTAPHO-XMMMWYECKMX WCCNEA0BaHUAX
n3genvini U3 NONNMEPHbIX MaTepuasioB, NpeaHa3HauYeHHbIX 4s
KOHTaKTa C NULLEBbIMM NMPOAYKTaMun»

MP 2413-81 «MeToanyeckune pekomeHAaLnn no
OMNpeseneHnio aNUXIOPruaprvHa B BbLUAHHBIX BbITSKKAX U3
NOSIMMEPHbLIX MaTepranoB»

MYK 4.1.3086-13 «[azoxpomatorpaguyeckoe onpeaeneHme
rekcaMeTWIeHANaMHA B BOAHbLIX BbITSXKKAX W3 MOAUMEPHbIX
MaTepuaioB, NPUMEHAEMbIX B MULLEBOI MPOMBbILLIEHHOCTU»
FOCT 31214-2016. «W3penus meauuMHCKMe. TpeboBaHMa K
obpasuaMm M OOKyMeHTauuu,  npegoCTaBNsieMbIM — Ha
TOKCMKONIOTMYECKME,  CAHUTAPHO-XMMWUYECKME  UCMbITaHUS,
UCMbITAHUA Ha CTEPUNIBHOCTb U MUPOTrEHHOCTb.

FOCT P 52770-2016. «W/3genns megnuuHckue. TpeboBaHuWs
6esonacHoCTw. MeTogp! CaHUTapPHO-XMMUYECKNX "
TOKCUKONIOTMYECKNX UCTIbITaHW».

FOCT ISO 10993-1-2011. «M3genuna megnumnHckme. OueHKa
610N0rMYecKoro AerCTBUS MeAULMHCKUX u3genuin. Yactb 1
OueHkKa n nccnegoBaHns».

FOCT P MNCO 10993-2-2009. «W3genus MeauLMHCKMe.
OueHKa 6MOMOrMYECKOro AencTBmMs MeAULMHCKUX W3AeNuiA.
YacTb 2. TpeboBaHNA K 06paLLEHNIO C XKMBOTHBIMIU®.

FOCT I1SO 10993-5-2011. «U3genus megmumHckune. OueHka
6MONOrnYeckoro JercTBuUs MeLULMHCKUX u3genuin. Yactb 5.
WccnepoBaHne Ha LMTOTOKCUYHOCTb: METOAbI invitro».

FOCT ISO 10993-10-2011. «N3genna meauumHckue. OueHKa
610N1I0rMYEeCKOro AeicTBNA MegUUMHCKUX n3genunid. Yactb 10.
VccnemoBaHns  pasgpaxarolero u  CeHCMOWIM3MPYIOLLEro
AencTBns».

FOCT ISO 10993-12-2015. «N3genuna meguumHckme. OueHka
61010rNYEeCKOro AeCTBMS MeAULIMHCKMX n3gennin. Yactb 12,
MpuroToBneHne nNpob 1 KOHTPOSIbHbLIE 06PA3LbI».

Mo Bcem Bonpocam, BK/IOYas >kanobbl Ha MPOAYKUMKO, PEMOHT 1
YNoMHOMOYEHHOMY

obpallaTbcs K
MpeactaBuTento B Poccninckoii defepaumm:
00O «MefTpPOHMK»

123112, r. MoCcKBa, BH. Tep. . MyHUUMNaNbHbIA OKPYT [pecHeHCKui,

MpecHeHcKas Hab., 4.10, a1.9, nom. I, kom. 4 1

MR 1436-76 "Guidelines for determination of diphenylolpropane
and some phenols in its presence, during sanitary and chemical
examination of polymer materials intended to come into contact
with food products".

MR 2413-81 "Guidelines for the determination of epichlorohydrin
in the given extracts from polymeric materials".

MUK 4.1.3086-13 "Gas chromatographic determination of
hexamethylenediamine in aqueous extracts from polymeric
materials used in the food industry"

GOST 31214-2016. "Medical products. Requirements for samples
and documentation provided for toxicological, sanitary and
chemical tests, sterility and pyrogenicity tests".

GOST R 52770-2016. "Medical products. Safety requirements.
Methods of sanitary-chemical and toxicological tests".

GOST ISO 10993-1-2011. "Medical products. Evaluation of
biological effect of medical products. Part 1. Evaluation and
research".

GOST R ISO 10993-2-2009. "Medical products. Evaluation of
the biological effect of medical devices. Part 2. Requirements for
the treatment of animals”.

GOST ISO 10993-5-201. "Medical products. Evaluation of the
biological effect of medical devices. Part 5. Cytotoxicity studies:
in-vitro methods".

GOST ISO 10993-10-2011. "Medical products. Evaluation of the
biological effect of medical devices. Part 10. Studies of irritant
and sensitizing effects".

GOST ISO 10993-12-2015. "Medical products. Evaluation of the
biological action of medical products. Part 12. Preparation of
samples and control samples".

Russia:

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal
Presnenskaya Naberezhnaya., 10, floor 9, office 11, room 41
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Contact for all questions, including complaints, repair and
service of medical devices the Authorized Representative in

District,



Ten.:(495)580-73-77 Tel: (495) 580-73-77
www.medtronic.ru www.medtronic.ru
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Medtronic

«Mearponuk» (Medtronic)
710 Meatponuk Ilapkyait

Munueanonuc, wrat MuxHecota 55432-5604 (710 Medtronic Parkway Minneapolis MN 55432-
5604)

CLIA
YIAOCTOBEPAIONIAA HAAITHUCH

Kak otBetcTBeHHbIH uneH «Mearponuk UHk.» (Medtronic Inc.), 8 noaTBepxaalo, YTO CYHTAIO
NPHUBEAEHHOE HHXKE NPHUIOKEHHE K MHCTPYKLIMAM 10 MPUMEHEHHIO, MPUIIAraeMoe K HaCTOALLEMY
JOKYMEHTY, KaK BEpHasA U TOYHaA KOMKA.

<noonucano> 31 ausapsa 2023 r.
["naBHbIi cneunanucT otaena Jara

HOPMaTHBHO-NPABOBOTO PEryIHPOBaHHUS
Dwan Jlonodd (Ashley Luloff)

<llramn: KumGepnn Jx. Xopw (Kimberly J. Horsch) * HOTAPUYC LUTATA MUHHECOTA
* Cpok neicTBHA MOMX MoJIHOMouHii uctekaer 31 auBaps 2025 rona>

<noonucano>

31 sneaps 2023 2.

[MepeBoa ¢ aHrNHIACKOTO A3blKA Ha PYCCKHIi A3bIK BINONHEH nepeBoaunkoM UckycHbIx JIMuTpHeM
AnekcaHapoBHYeM
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Poccuiickaa degepauus
[Nopog MockBa
MepBoro geBpansa fBe ThicAYM [BajLaTb TPeTbero roga

A, Mbirbilw Onbra HukonaeBHa, BPEMEHHO MCMOMHAOLWMIA 06593aHHOCTM HOTapuyca ropoja
MockBbl AnexmHa EBreHus BnagumupoBuya , CBUAETENLCTBYH  MOA/IMHHOCTL  MOAMUCHK
nepesofunka VIcKycHbIX AMUTpua AnekcaHgpoBuya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTb nofnucaBLLEro JOKYMEHT yCTaHOB/IEHa.

3apeructpupoBaHo B peectpe: Ne 57/171-H/77-2023-1-316.

c . f ¥YnnayeHo 3a coBepweHne HoTapuanbHoOro gerictemsa: 400 py6. 00 kon

Bcero npoLuHyps”*aHO
npoHymepoBaHoO ucxpen”o
neyatbto__""iicT(-a.-0B)
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