AEKJIAPAIIMS O COOTBETCTBHUA

OBIIECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTEIO "MH®OPMAILIMOHHO-TEXHUYECKUMI
OEHTP MHTET'PAJI" (OO0 "UTI] MHTETPAJI")

HaMCEHOBAHUC OpraHU3alliy UITH (I)BMHJ'IHH, MM, OTIECTBO HHAMBHUAYAJIBHOI'O IIPEANIPUHUMATEITSA, IIPUHABIIMX ASKIapaluio O
COOTBETCTBHH
3apeructpuposaH(a) Mexpationnas uHcnekims DenepanpHoi HamoroBoi ciyx6s1 Ne 46 mo r. Mockse, nara
peructparuu 29.01.2010 roga, OI'PH: 1107746044922
CBCICHUS O PErUCTpallii OPraHu3allii UITH HHIUBHUAY AJIbHOT'O IIPEANPHUHAMATEIIA (HaPIMCHOBaHI/Ie PETUCTPUPYIOLIETO OpraHa, nara
PETUCTPALNH, PETUCTPAliOHHEIA HOMED)

Anpec: 129301, Poccuiickas @eneparms, ropog Mocksa, I[Tpocniext Mupa, nom 186, xopmyc 1, momemenue 4,
TenedoH: +74993501133, moura: Mikhail.ageenko@integral-itc.ru

anpec, TenedoH, gakc

B sinne I'enepanbroro nupekropa Areenko Muxauna Banepreruua

(momxHOCTE, PaMUIIs, IMS, OTYECTBO PYKOBOJMATENS OpPraHM3allMy, OT UIMEHH KOTOPO IIPHHUMACTCS JICK/Iapallis)
3asBILIET, 9T0 DnekTpocTuMyistop WalkAide, ¢ npuHaIeKHOCTIMU:
BapuaHThI HCTIONHEHHUS:
I. Kommnext marmenTta (WalkAide Patient Kit) (20-1000), B coctase:
1. bnok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).
2. Kab6ens BeiBoa anektponios (WalkAide Electrode Cable) (20-0110).
3. PykoBonctBo nonp3oBateiis (Patient manual).
4. WalkAide Onexrpons! Ilpemuym, pazmep 1.25 (3.18 cm), 4 mr. B makere (WalkAide 1.25" (3.18 cm) in
Premium Electrodes, pkg of 4) (20-0521).-
5. WalkAide Onekrpoasr [Ipemuym, pasmep 1.875"(4,76 cm) , 4 mr. B makere (WalkAide 1.875" (4,76 cm) in
Premium Electrodes, pkg of 4) (20-0540).
6. WalkAide [TpeTnOnamsHEIH MAaHKET, pazMep sKcTpamaisiid ot 7,5" mo 10" (ot 19.05 cM g0 25.4 ecm) (WalkAide
Bi-Flex Cuff XSmall final release 7,5" to 10" (19.05 cm to 25.4 cm)) (20-0240).

II. TemoncTpanmonnsiii komruiekt namuenTta (WalkAide Demo Kit) (20-1002), B cocTage:

1. bnok ynpaenenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. Kabens BriBopma snexrpomos (WalkAide Electrode Cable) (20-0110).

3. PykoBoacTBo mosb3oBatens (Patient manual).

4. WalkAide Onexrponer [Ipemuym, pasmep 1.25" (3.18 cm), 4 mr. B nakere (WalkAide 1.25" (3.18 cm) in
Premium Electrodes, pkg of 4) (20-0521).

5. WalkAide Onexrpoms! [Tpemuym, pazmep 1.875" (4,76 cm) , 4 mr. B makere (WalkAide 1.875" (4,76 cm) in
Premium Electrodes, pkg of 4) (20-0540).

6. WalkAide ITpeTubualisHbIH MamkeT, pasMep SKcTpamaislid ot 7,5" 1o 10" (ot 19.05 eM o 25.4 cm) (WalkAide
Bi-Flex Cuff XSmall final release 7,5" to 10" (19.05 cm to 25.4 cm)) (20-0240).

III. Kommurekt marmenta (WalkAide Patient Kit) (20-1000), B cocTage:

1. Briok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).
2. Kabens BeiBoma anekrponos (WalkAide Electrode Cable) (20-0110).

3. PykoBoacTBo nonme3oatens (Patient manual).

4, WalkAide Onexrpoms! [Ipemuym, pazmep 1.25" (3.18 cm), 4 . B makere (WalkAide 1.25" (3.18 cm) in
Premium Electrodes, pkg of 4) (20-0521).

5. WalkAide DOnexrpomst [Ipemuym, pasmep 1.875" (4,76 cm) , 4 mr. B makere (WalkAide 1.875" (4,76 cm) in
Premium Electrodes, pkg of 4) (20-0540).

6. WalkAide ITpeTnbuancHeiil MamKeT, pazmep Maibii oT 10" go 15" (o1 25.4 cm 1o 38.1 CM) J(W'Hﬁlﬁf@ ~Flex
Cuff, Small 10" to 15" (25.4 cm to 38.1 cm)) (20-0250). fo A%

)
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IV. JlemoHcTpanmoHHbi kommuiekT naipenTa (WalkAide Demo Kit) (20-1002), B cocTasg
1. brok ympasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).
2. Ka6emns BriBosia aekrponos (WalkAide Electrode Cable) (20-0110).

3. PykoBoactro monk3oearens (Patient manual). ;
4. WalkAide Onexrponsr IIpemuym, pasmep 1.25" (3.18 cm), 4 mT. B nakere (WalkAlde
Premium Electrodes, pkg of 4) (20-0521).
5. WalkAide Dnextpomer ITpemuym, pasmep 1.875" (4,76 cm) , 4 mt. B makere (WalkAide 1.875" (4 76 cm) in
Premium Electrodes, pkg of 4) (20-0540).

6. WalkAide IIpeTnbuanbHbiii MamkeT, pasMep Maibii o 10" 1o 15" (ot 25.4 cm o 38.1 cm) (WalkAide Bi-Flex
Cuff, Small 10" to 15" (25.4 cm to 38.1 cm)) (20-0250).
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V. Kommnexr nanuenta (WalkAide Patient Kit) (20-1000), B coctage:

1. briok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. Ka6ens BriBoga snexrponos (WalkAide Electrode Cable) (20-0110).

3. PyxoBozacTBo mone3osatens (Patient manual).

4. WalkAide Onextpoxsr IIpemuym, pasmep 1.25" (3.18 cm), 4 wr. B makere (WalkAide 1.25" (3.18 cm) in
Premium Electrodes, pkg of 4) (20-0521).

5. WalkAide Dnextpomsr Ilpemuym, pasmep 1.875" (4,76 cm) , 4 wr. B nakere (WalkAide 1.875" (4,76 cm) in
Premium Electrodes, pkg of 4) (20-0540).

6. WalkAide IIpetnOuansHeiii MamkeT, pasmep cperuuii ot 11" mo 17" (ot 27.9 em mo 43.2 cm) (WalkAide Bi-
Flex Cuff, Medium 11" to 17" (27.9 cm to 43.2 cm)) (20-0260).

VI. JleMoncTpanmonssli komiutekT narpenta (WalkAide Demo Kit) (20-1002), B cocTase:

1. ok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. KaGens BeiBofa amexrponos (WalkAide Electrode Cable) (20-0110).

3. PyxoBozncTBo mons3oBarens (Patient manual).

4. WalkAide Onexrpons! [Ipemuym, pasmep 1.25" (3.18 cm), 4 wr. B makere (WalkAide 1.25" (3.18 c¢m) in
Premium Electrodes, pkg of 4) (20-0521).

5. WalkAide Onexrponer ITpemuym, pasmep 1.875" (4,76 cm) , 4 mrr. B makere (WalkAide 1.875" (4,76 cm) in
Premium Electrodes, pkg of 4) (20-0540).

6. WalkAide IIpetubnanpHeril MamkeT, pasmep cpenuuii ot 11" mo 17" (o1 27.9 em no 43.2 cm) (WalkAide Bi-
Flex Cuff, Medium 11" to 17" (27.9 cm to 43.2 cm)) (20-0260).

VII. Komroiext nanmenta (WalkAide Patient Kit) (20-1000), B cocTage:

1. biok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. Kabens BeiBosia aektponos (WalkAide Electrode Cable) (20-0110).

3. PykoBoactBo nonb3oBareiis (Patient manual).

4. WalkAide Onextpons! IIpemuym, pasmep 1.25" (3.18 cm), 4 wr. B makete (WalkAide 1.25" (3.18 c¢m) in
Premium Electrodes, pkg of 4) (20-0521).

5. WalkAide Onextpons [lpemuym, pasmep 1.875" (4,76 cm) , 4 wr. B makere (WalkAide 1.875" (4,76 cm) in
Premium Electrodes, pkg of 4) (20-0540).

6. WalkAide ITpetubunansHelii MamkeT, pasmep 6ompmmoi ot 12" mo 19" (ot 30.5 cM mo 48.3 cm) (WalkAide Bi-
Flex Cuff, Large 12"to 19" (30.5 cm to 48.3 cm)) (20-0270).

VIII. JleMoHCTpalMoHHEI# KomiutekT mamuenTa (WalkAide Demo Kit) (20-1002), B cocTase:

1. bnok ynpasnenns (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. Ka6ens BeBozia anextponos (WalkAide Electrode Cable) (20-0110).

3. PykoBoacTBO monb3oBateiis (Patient manual).

4. WalkAide Onexrponst [Ipemuym, pasmep 1.25" (3.18 cm), 4 . B makere (WalkAide 1.25" (3.18 cm) in
Premium Electrodes, pkg of 4) (20-0521).

5. WalkAide Onextponsr [Ipemuym, pasmep 1.875" (4,76 cm) , 4 wT. B makete (WalkAide 1.875" (4,76 cm) in
Premium Electrodes, pkg of 4) (20-0540).

6. WalkAide IlpetnbuansHeiii MamkeT, pazmep Oonbmmoit ot 12" mo 19" (ot 30.5 cMm mo 48.3 cm) (WalkAide Bi-
Flex Cuff, Large 12" to 19" (30.5 cm to 48.3 cm)) (20-0270).

IX. Kommnext nanuenta (WalkAide Patient Kit) (20-1000), B cocTage:

1. biiok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).
2. Kab6ens BriBosia anektponos (WalkAide Electrode Cable) (20-0110).

3. PyxoBoacTBo momns3oBatens (Patient manual).

4. WalkAide Onekrponsr [Ipemuym, 1.25" (3.18 cM), 4 wmt. B makere, 10 makero B ym. (WalkAide 1.25" (3.18
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531).

5. WalkAide Onexrpomsl [Ipemuym, pasmep 1.875" (4,76 cm), 4 . B makete, 10 mMakeToB B yII. (Wa]kAide 1.875"
(4,76 cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0550). T “r
6. WalkAide ITpeTubuansHelit MaHXeT, pa3Mep SkcTpamansiii ot 7,5" go 10" (ot 19.05 cM ;[9"8}‘ 4
Bi-Flex Cuff XSmall final release 7,5" to 10" (19.05 cm to 25.4 cm)) (20-0240).

X. NemoncTpanronHbIi komruiekT nanpeHTa (WalkAide Demo Kit) (20-1002), B cocT: o 3
1. briox ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100). ’
2. Kabens BriBoza snekrponoB (WalkAide Electrode Cable) (20-0110).

3. PyxoBoactro mosb3oBatens (Patient manual).



4. WalkAide Onexrponsr ITpemuym, 1.25" (3.18 cm), 4 wr. B makere, 10 makeros B ym. (WalkAide 1.25" (3.18
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531).

5. WalkAide Dnexrponsl [Tpemirym, pasmep 1.875" (4,76 cm), 4 wrr. B nakete, 10 nmaketos B yi. (WalkAide 1.875"
(4,76 cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0550).

6. WalkAide [Ipetn6uansHbIi MarDKeT, pa3Mep SKeTpamaibiit ot 7,5" mo 10" (ot 19.05 em g0 25.4 cm) (WalkAide
Bi-Flex Cuff XSmall final release 7,5" to 10" (19.05 cm to 25.4 cm)) (20-0240).

XI. Kommnekt nanuenra (WalkAide Patient Kit) (20-1000), B cocrase:

1. bnok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. Ka6ens BriBoza snekrponos (WalkAide Electrode Cable) (20-0110).

3. PykoBoacTeo monb3oBatens (Patient manual).

4. WalkAide Onextponsl ITpemuym, 1.25" (3.18 cm), 4 mwT. B makere, 10 maketos B ym. (WalkAide 1.25" (3.18
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531).

5. WalkAide Onexrpons! [Ipemuym, pasmep 1.875" (4,76 cm), 4 wit. B makete, 10 nakeros B ym. (WalkAide 1.875"
(4,76 cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0550).

6. WalkAide ITpeTnbuaneHeIi MamKeT, pasmep Maibii ot 10" qo 15" (o1 25.4 cm 1o 38.1 cm) (WalkAide Bi-Flex
Cuff, Small 10"to 15" (25.4 cm to 38.1 cm)) (20-0250).

X1I. TemoncTparmoHHbIH komiuiekt narpenTa (WalkAide Demo Kit) (20-1002), B cocTase:

1. brox ynpaenenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. Kab6ens BeiBoma anexrponos (WalkAide Electrode Cable) (20-0110).

3. PykoBoacTBo nons3oBarens (Patient manual).

4. WalkAide Onexrpons! ITpemuym, 1.25" (3.18 cm), 4 wr. B makere, 10 makeros B ym. (WalkAide 1.25" (3.18
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531).

5. WalkAide Dnexrponst [Ipemuym, pasmep 1.875" (4,76 cm), 4 wur. B akete, 10 maketos B ym. (WalkAide 1.875"
(4,76 cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0550).

6. WalkAide [IpetnbnansHenii MamxeT, pasmep Maibii ot 10" mo 15" (ot 25.4 cm 1o 38.1 cm) (WalkAide Bi-Flex
Cuff, Small 10" to 15" (25.4 cm to 38.1 cm)) (20-0250).

XIII. Kommurext marenta (WalkAide Patient Kit) (20-1000), B cocrase:

1. brok ynpaBnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. Ka6ens BriBoga snekrponos (WalkAide Electrode Cable) (20-0110).

3. PykoBoncTBo nonp3oBatens (Patient manual).

4. WalkAide Onekrponsr [Ipemuym, 1.25" (3.18 cm), 4 . B makere, 10 makeros B ym. (WalkAide 1.25" (3.18
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531).

5. WalkAide Onexrponsl [Ipemuym, pasmep 1.875" (4,76 cm), 4 wt. B makere, 10 makeros B ymr. (WalkAide 1.875"
(4,76 cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0550).

6. WalkAide INpetrbuansheiii MamxkeT, pasmep cpenauid ot 11" mo 17" (ot 27.9 cM mo 43.2 cm) (WalkAide Bi-
Flex Cuff, Medium 11" to 17" (27.9 cm to 43.2 cm)) (20-0260).

XIV. JlemoncTparmonHsli kommuiekT narpenTta (WalkAide Demo Kit) (20-1002), B cocTage:

1. brok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. KaGens BriBoma snekrponos (WalkAide Electrode Cable) (20-0110).

3. PyxoBozcTBo momne3oBatens (Patient manual).

4. WalkAide Dnekrponsr [Ipemuym, 1.25" (3.18 cm), 4 mr. B makere, 10 makeros B ym. (WalkAide 1.25" (3.18
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531).

5. WalkAide 3nexrpomsl [Ipemuym, pazmep 1.875" (4,76 cm), 4 mr. B makete, 10 makeros B yir. (WalkAide 1.875"
4,76 cm) in Premium Electrodes case of 10 pkg of 4)) (20 0550).

Flex Cuff, Medium 11" to 17" (27.9 cm to 43.2 cm)) (20-0260). L “\ .

XV. Kommutekr nargenta (WalkAide Patient Kit) (20-1000), B coctage:

1. Briok ynpasnenus (WalkAide Control Module (Stimulator Unit)) (20-0100).
2. Ka6ens BeiBona snekrponos (WalkAide Electrode Cable) (20-0110). AR
3. PykoronctBo monb3oparens (Patient manual). ‘ \}‘\,\ 4N %;5‘5
4. WalkAide Onexrpons! Ilpemuym, 1.25" (3.18 cm), 4 mt. B nakere, 10 makeToB B yII. (W je}e:]&;zfﬁi»«@il
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531). (W

5. WalkAide Onexrponst [Ipemuym, paszmep 1.875" (4,76 cm), 4 mit. B makete, 10 makeros B ym. (WalkAide 1.875"
(4,76 cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0550).

6. WalkAide IIpetubuanbHbiii MarmkeT, pasMep Gomnpimoi ot 12" mo 19" (ot 30.5 oM mo 48.3 cm) (WalkAide Bi-

Flex Cuff, Large 12" to 19" (30.5 cm to 48.3 cm)) (20-0270).
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XVI. lemoncTpaumonHsii kommuiekT narperta (WalkAide Demo Kit) (20-1002), B cocrage:

1. Biiok ynpasnenns (WalkAide Control Module (Stimulator Unit)) (20-0100).

2. KaGens BoiBozia anextposios (WalkAide Electrode Cable) (20-0110).

3. PykoBozcTBo monb3osarens (Patient manual).

4. WalkAide Dnexrposer [Tpemuym, 1.25" (3.18 cm), 4 wr. B makete, 10 maxeros B yir. (WalkAide 1.25" (3.18
cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0531).

5. WalkAide Onextpopst [pemuym, pasmep 1.875" (4,76 cm), 4 wr. B nakere, 10 naxetos B yi. (WalkAide 1.875"
(4,76 cm) in Premium Electrodes, case of 10 pkg of 4)) (20-0550).

6. WalkAide IpetubuansHeiii Mamket, pasmep Gombioit ot 12" mo 19" (ot 30.5 cM 10 48.3 cm) (WalkAide Bi-
Flex Cuff, Large 12"to 19" (30.5 cm to 48.3 cm)) (20-0270)

(HaMMEHOBAHHE, THII, Mapka IIPOLYKLKH, Ha KOTOPYIO PACTIPOCTPAHSETCS JeKIaparis,

Cepuiinsii Beimyck, Kox OKIT 2 26.60.13.130 , Kox TH BT 9018907500

_1.‘/1.?3;‘1‘,-‘"-\
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CBEJICHHSA O CEpHITHOM BBIITyCKE HJIH NIAPTHH (HOMED MapTHH, HOMEPA U3JIGNIMH, PEKBH3HTEL J0Tr0Bopa (KOHTPAKTa), HakyiagHas, Ko OK
005-93 u (wm) TH BT TC unu OK 002-93 (OKVH)

Hzrorosurens: "Innovative Neurotronics Inc." («MunoBatue Heroporporuke Muk.».), Anpec: 4999 Aircenter
Circle, Suite 103, Reno, Nevada 89502, USA, Coenuentsie [lltatsl AMepuku
HaMMEHOBAHUE U3TOTOBUTENS, CTPAHEI U T.I1.))

cootrsercTByeT TpeboBanusM I'OCT P 50444-92 Paspener 3, 4; TOCT P 50267.0-92 (M3K 601-1-88); TOCT P
MOBK 60601-1-2010; TOCT P 50267.10-93

(0603Ha‘-ICHHC HOPMAaTHBHBIX TOKYMEHTOB, COOTBETCTBUE KOTOPBIM IIOATBEPKIACHO JaHHOH nexnapauneﬁ, C YKa3aHHUEM IIYHKTOB 3THUX

HOPMATHBHBIX JOKYMEHTOB, COACPIKAIMX TPeOOBAHUS NI JAHHOM IIPOILY KIIHH)

Heknapanus npunaTa Ha ocHoBarmy: PY Ne P3H 2017/5273 ot 22.08.2017 r. Beimano: @enepansHoi ciryx60it
1o Hansopy B cdepe 3apaBooxpanenus (POC3JPABHA/I30OP); Ceprudukar cCOOTBETCTBHSA CHCTEMEI
MEHEDKMEHTA KadyecTBa u3roroputens TpeboBanusm [OCT P UCO 9001-2015 (ISO 9001:2015),
peructpanronnbii Ne MCK.OC3.C0333 ot 17.09.2020 roza, BeiganHoro OpraHoMm 1o cepTHQUKALAN
O6mecTBa ¢ orpaHu4eHHON oTBeTCTBeHHOCThIO "KoHcantunrosas Kommanus "CopelicTare",
pEruCTpaliMOHHBIN HoMep arTecTtara akkpeauraimi Ne POCC MCK.023.0C.AA.
(uHbOpMaIHIS 0 JOKYMEHTaX, SABISIOMIKXCS OCHOBAHMEM JUISL TIPUHSTHS IEK/IAPaLlHH)

JlaTta npuBsSTHS NexIapalmm 18.09.2020

Jlexiapanys 0 COOTBETCTBHH JEUCTBUTENIBHA 10 17.09.2023 r.

M.IL Areenxo M. B.

(moamuce) (vHMLMATEL, haMuITHst)

CeenieHMs O perUCTpaLiH JeKIapalii O COOTBETCTBUH
Peructpannonnsiii Homep RA.RU.11AJ[37, Opran o ceprudukarmu npoxykuun "Kpacro Jap" OO0 "UJ
KO}FLQOHL

(HaMMEHOBAHUE M /[PEC OpTraHa 10 CePTU(UKAIINY, 3aPETUCTPUPOBABIIETO NEKTAPAIIHIO)

niaTa peruCTpaliy W PerHCTPAIlMOHHEI HOMEp I[CKJ'IapaLII/II/I)
G I'ypreBa Bepa MuxaiinosHa
,\’ \/ (moan¥ch, HHALMAIE, (HaMHITHS PyKOBOIUTEIS OpraHa 1o cepTH(HHKAIIIN)
oS/




