
ΠpoToК oЛ KИ 15122017‐ 02
PCДaKЦИЯ 01

ДaTa:1512.2017

yP《PKДЦ M3 yP》

PЯЩИKOB C.H.

ⅡPOTOКOЛ MEДИЦИHCКOИ AⅡPOBAЦИИ

Ng 15122017-02 or <<15>> serca6pa 2017r.

HaupreHoBaHl{e HcrlblTyeMoro rl3AeJrlrfl: <3nercrpocrr4Myn-rrrop upecroxuufi

ArL KoppeKIII{r.r aprepuanbHoro AaBlreHlafl (ABP-051>> uo Ty 9444-005-12342964-

201 5) (4anee - oneKrpocrr4Mynf,rop <ABP-05 I )).

Mo4em: ABP-051
Perzctpalll4oHHoe yAocroBepeHr.re, BbrAaHHoe @e4epa-rrrHofi crryx6ofi uo HaA3opy

n c$epe 3ApaBooxpaHeHun, J\lb P3H 201613776 or 31 rraapra 2016 roAa;

ЙCKИM HOpMaⅣ 【Πo ДИpeКTИBc 93/42/EEC)oTCepTИ фИKaT Ha CooTBeTcTBИ e eBpOΠ e]

01.09。2017「 .

Ⅱ pOИ3BOДИTeЛЬ:06Щ ecTBo c orpaHИ ЧcHHoЙ oTBeTcTBeHHocTЬ Ю 《И HфepyM》
,

I,fr+I6612040385, OOO <I,InQepyrr>>,620026,Poccux. Cnep4noBcK€ur o61., r. Exare-
puH6ypr, yn. BenuucKoro, 86-487.

Aapec Mecra rlpolr3BoAcrBa: 623417, Poccur* CnepAroBcKafl o6r., r. Kaueucx-

Ypanrcxu it, y n. Mexanus aropon, 7 4.

MeAuIluncKafl opfaHrl3aqrrflr ocyulecrBrnrcu1aq [poBeAeHrre MeArrrlrrHcrcofi

anpo6aq[lr MeArrrllrHcrcoro [r3AeJr rrfl :

EroAxeruoe yt{pexAeHrze 3ApaBoox paHe:nurfl, Y4uyprcxofi Pecny lrruxu "Pecny6-

JII4KaHcKI,Ifi rrunuro-AlrarHocrr,rqecKr4fi qeurp MusucrepcrBa 34panooxpartesus. YA-

uyprcxofi Pecny6luKlr ", Poccus,426009, r.LIxeBcK, yJr. Jlenuna, 878.

JluqeHer.rq Ha ocyqecrBJreHr4e MeAr,rrlr4ucxofi AeflrenbHocrrl: I& nO-18-01-002032

or 14.06.2016 roAa, BbIAaHa YnpanneruleM rro nr{r.IeH3r,rpoBaHr,rro MeAr{r{HHcxofi u bap-

MarleBrr.rqecxofi AerrenbHocru upu flpau4reJrbcrBe Y4rvryprcxofi Pecuy6nuxu (YJIMI
yP).

ΠpoToКoЛ КЛИHИЧecКИx ИCΠЬITaHИ Й MИ くくЭЛcКTpocTИ MyЛЯTop ЧpccК oЖ HЬ :Й ДЛЯ КoppeКЦИИ apTcpИ aJIЬ Ho「O ДaBЛcHИЯ《ABP-051〉〉Πo

Ty 9444‐ 005‐ 12342964… 2015〉〉
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ΠpoToК oЛ KИ 15122017‐ 02

PcД aКЦИЯ 01

ДaTa 15.12.2017

И ccЛ eДoBaHИ e ΠpoBoДИЛOCЬ Ha 6a3e OTД eЛeHИЯ BoccTaHOBИTeЛЬHo「o ЛeЧeHИЯ 
И

Snsuorep afivLI (sane4yroqufi - npav-Qu3llorepaneBr 3afi qesa E.f[' )

Cocran c[eqIIaJIIIcToB AJIfl IIpoBeAeHI{fl MeAIIUIIHcKofi alpo$aqllu:

3anegyroua, OBJI r OT, Bpaq - SuarEoreparleBr 3afiuesa Enesa flerponHa

B pav- Q ual4orep an enr - .{rrrrarp r4eBa Tarrs ua Hu ror ae sHa

Crapruar MeAI{III{HcKa{ cecTpa - IIolysKToBa BalenrzH a BacutrceBHa

Ko opAl,trarop I{c cn eAo B alr4fl; np a'r- Sua llorep ar e sr 3 afi qe sa E. fI.

OpraHИ 3aЦИЯ-3aЯBИTeЛЬ: 06Щ ecTBo c OrpaHИ ЧeHHoИ  OTBeTCTBeHHocTЬ Ю

<I,Iu$epyvr>>, ZHH 6612040385, OOO <I4u$epyrvr>>, 620026, Poccur, CeepAroBcKa's

o6r., r. Erarepnn6ypr, yn. EenuucKoro, 86-487 .

,{anuoe KJrkrHlrrrecKoe r4ccJreAoBaHr4e npoBoIl4Tcq c co6rloAeHueM corJlacoBaHHo-

ro r4 yrBepxAeHHoro rrJraHa K[,I ]lb 05062017-021ABP-051 z unrx HopMarIaBHbIx rpa-

BOBbIX AKTOB.

Cporcu rpoBeAeHun anPo6aqrr:

c <05> r4rous.2017r. uo <<15>> 4era6ps'2017r.

Ile.rrr rl 3aAarl[ MeAHIIrIHcxofi aupo6aquu:

o OueHurr esserrrrBHocrb KoppeKIII,Iu AA sneKrpocrl{Mynflroporra <ABP-051)

ДЛЯ 6oЛЬHЫX C ДИa「Ho30ⅣI FИΠepToHИ Я B KaЧ eCTBe ДoΠoЛHcHИ
Я K OCHOBHOИ  MeДИKa‐

MeHT03HOИ  TepanИИ.

o Oqesnrr e0sercrkrBHocrb KoppeKlluv AA oneKrpocrllMynflropovr <ABP-051)

Ang 6onrHblx c AlIarHo3oM rilnoroHl4f,.

o Oqenurr e0serrrrBHocrb KoppeKIII,ILr AI sneKrpocruMynflropou <ABP-051)

ΠpИ peД KOM ΠepИ oДИЧeCКOM И He3HaЧ ИTeЛЬHoM 
ΠoBЬIIⅡeHИИ apTepИ aЛЬHo「o ДaBЛ C―

HИЯ B KaЧeCTBe MoHoTepaΠ ИИ .

o O0opvrJreHr4e aKTa MeAuuuucrofi anpo6aqul4 tlo pe3yirbraraM I'lccJIeAoBaH.I1.fl.

MeAr{rlr,rHcKoro v31enqrfl, <<3nexrpocrllMynrrop rrpecKoxnrrfi Anf, KoppeKIIHI4 aprepH-

€urbHoro AaBne:g^Lrfl (ABP-051>, cle4yq yrBepxAeHHoMy nnaHy KJILIHLIqeCKI4X I4ccJIe-

lonanufi Ns 05062 017 -021 ABP-05 1 .

o BrtnoAbl rlo pe3yJlbraraM Hcllblra:e^uit.

ΠpOTOKOЛ КЛИHИЧeCКИx ИcΠЬlTaHИЙ M14《ЭЛcКTpocTИ MyЛЯTop ЧpecКoЖ HЬIЙ ДЛЯ КoppeКЦИИ apTepИ aЛЬHo「o ДaBЛ
eHИЯ《ABP‐ 051》 ■o

Ty 9444‐005-12342964‐ 2015》

CTDaHИ ua 2 И3■2



flpo, oxor KU I5I220I7-02
Peaaxuuq 0l
fiara:15.12.2017

fur rlpoBeAeHlrfl MeAIrIIlIHcKofi a[po6aqrr MeArrrlrrucKoro rr3AeJrrrfl

《ЭЛeКTpocTИ MyЛЯTop ЧpecКoЖHЬIЙ ДЛ51 КoppeКЦИИ apTepИ aЛЬHo「o ДaBЛeHИЯ

(ABP-051)> ro Ty 9444-005-12342964-2015>> rpeAcraBJreHbr cJreAyrcrqre

AOKyMeHTbrs

1. O6parqeHple o rpoBeAeHLfi4 MeAI{rIHHcKofi arpo6auuu or l8 rraa.s 2017r.

2. PerzctpalluoHHoe yAocroBepeHlle Ha MeAr4rlrrHcKoe r431enue or 3l Mapra

2016r. IlbP3H 201613776.

3. Cepru$ LrKar coorBerc rB:afl

4. IIporoKoJI KJII4HLITIecKIzx I4crrbrraHr4fi n Sopvre anaJwrga u oueHKr,r Krr4Hr.rqecKux

AaHHbIx MeATIIII{HcKoro us4elrLrfl J\b2 or <<22>> flHBapfl, 2016r. <3lexrpocruMyn.f,rop

qpecKoxHstir 4trt KoppeKIII{rI aprepu€LnbHoro AaBiloakrfl (ABP> ro Ty 9444-005-

12342964-2015> (OOO <ErponeficKuir MeAurluHcxuit rleHrp yfMK-3AopoBEe) r.

ErarepuH6ypr)

5. I4HcrpyKrlr,rf, rro npuMeHeHr4ro INFE 05.0 I -03.70-0 lldll
6. flnan npoBeAeHI,Ifl MeArrlluncxofi aupo6aqu u Me Ar4rlr4HcKoro r43qerrufl: <<3.nerc-

rpocrl{Mynf,rop qpecKoxHbril Ans, KoppeKrlr,ru aprepr4zlrrbHoro AaBneHr{{ (ABP-051>> uo

Ty 9444-005-12342964-2015) Ilb 05062017-02 or 05 nroHs 2017r.

1. AHa"rru3 KJrrrurlqecKllx AaHHbrx AoKyMeHToB [r MarepuaJroB, rrpeAcraBJreH-
HbIX 3AflBIITEJIEM:

1.1 3nerrpocruMynflTop <ABP-051) rpeAHrBHarreH .(rs 6egueAr.rKaMeHro3Hofi

Tepal;.vvt sa6oresauuit, cwzaHHbrx c KoppeKrlraefi aprepv€LrbHoro AaBnenufl, (AD B Ka-

qecTBe Ao[oJrHeHLrfl. K KoMTIJIeKCHOMy MeArrKaMeHTO3HOMy Ier{eHUrO, IIpeAHUI3HaqeH

Anf repaleBTrrrrecKoro HeuHBa3lrBHoro (6es HapyureHlrf, KoxHbrx rroKpoBon) xypcono-

ro Bo3AeficrByrfl. Ha 3oHbr 3arrrcrb{ neBofi pyKr{ MeroAoM rrpecKoxHofi enexrpoHefipoc-

Tr.rMyJrf,rIHt4.

K.naccudurcauus:

3rerrpocruMynrrop <ABP-051>> uueer KJracc IIa uoresquaJrbHoro pucKa rpraMe-

HeHr.rs MeAr{rl}rHcKofo r434errvrfl, B coorBercrBr,rr4 c focT 31508 u flpurasou MuHs4pa-

sa Poccru or 06.06.2012}lb 4H, a raKxe B coorBercrBr4u c rpaBLrJrorra 9 rpI{JIoxeHVrI

IX 4raperruBbr l993l42lCEE as amended 2007147|CF,.

flpororor KJrr4Hr4qecKr4x ucnsrasuit MI4 <3rer<'rpocrr4Mynrrop vpecroxuufi AJIfl KoppeKuulr aprepnanLHoro.IaBJIeHI,L <ABP-051> no

Tv 9444-005 - 123 429 64 -20 | 5 >>
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ΠpoToК oЛ KИ 15122017‐02

PcД aКЦИЯ 01

ДaTa 15.12.2017

BИД MeДИЦИHCKO「O И3ДeЛИЯ B coOTBeTCTBИИ C HOMeHKЛ
aTypHoЙ  KЛaCCИфИKaЦИ…

efi ITaeAuIII,IHcKI{x uz1e;1ui,r:181430 (corrlacHo flpIErasy M3 PO or 06'06'2012 r' J\b 4n

<06 yrnepxAeHr{r.{ HoMeHKJrarypnofi KJraccuOuKauHI.'I MeAI'IIIHHcKI4X I'I3AeJII{fi)).

KoA O6rqepoccuilcKoro xraccraonKaropa rpoAyKIII{v lnfl. MeAI4UI{HcKoro I'I3Ae-

rrur,: !!1!$
Mapruponrca usAeillrfl:

MaprnpoBKa r,r3AeJrr,rfl coAepxr4T cneAyloulue cI,IMBoJIbI 14 o6osHa'IeHlaq:

ff pr.rprenen ne tvreAuuuHcroro usAerlrq :

Srexrpocrl4Myr.f,rop (ABP-051) rpeAH€BHarIeH Anfl IlprirMeHeHl,I.fl S [eqe6Ho-

uposunaKTHqecKHx yr{pexAeHuqx, a raKxe Anq caMocTotTeJlbHoro I4cIIoJIb3OBaHkrs'

narlr{eHTaMr{ B AOMaIxHLIx ycnOBLIflx Ang, TepaIIeBTI,IqeCKOIO BO3AeI4cTBLtfl.

l4zryer.ue HecrepunbHo.

ΠΠЬI na B CO「ЛaC ΠDИMeHe

[I3NEJIHE:

SlerrpocrraMynrrop <ABP-051) [peAHa3Har{eH Anq reparleBrllqecKoro HeI'IHBa-

3uBHoro KypcoBoro ros4eficrBr4fl. c UeJrbIo KoppeKIII4h aprepnulllbHoro AaBlreH.vrfl 14

HopM ELII{3 a:qlz^:a o 6ulero co cro{Hplrl opraHI43M a.

Auuapar rroKa3aH JrrarlaM craprxe 14 m c rra6uttrnofi Sopnaofi ap'repuwrruoit' ru'

[epreH3r4r4 u rraWeHTaM co crofixr,rM rIoBbIIrIeHHeM aprepualbHoro AaBIre}IId,fl, B Kaqe-

crBe AorroJrHr4TeJrbHoro sosAeficrBufl. Ha Sone [prrHHMaeMhIx MeAuKaMeHTo3HbIx [pe-

rrapaToB.

,{nx naqueHToB c runoronuefi.

florcalaH[q rc [cuorrgosaH[Io aunapata:

. cralultHo BbrcoKoe apreprzuurbHoe AaBneHI,Ie y [aIIueHToB c rllrleproHu'recrofi

ΠpOTOKO■ KЛИHИЧCCКИX ИCnЬITaHИ Й Mル4《ЭЛcКTpocTИ、lyЛЯTop ЧpccКoЖ HЬ iЙ ДЛЯ KOppeК ЦИИ apTcpИ aЛЬHo「O ДaBЛeHИ
Я《ABP‐051》 Πo

Ty 9444‐ 005‐ 12342964‐ 2015〉〉
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ΠpOTOKOЛ KИ 15122017‐ 02

PeДaKЦИЯ 01

ДaTa 15.122017

6oЛe3HЬK)一一 B KaЧ eCTBe ДoΠoЛHeHИЯ K KOMΠЛeKCHOMy MeД ИKaMeHTo3HOMy 
ЛeЧeHИK);

。 ЭΠИ30ДИЧecKOe ΠOBЫШ eHИe AД  ΠpИ cTpeccoBЬ Ix CИTyaЦИЯ
x,И 3MeHeHИ И ΠO…

「
OДHЫX ycЛ oBИЙ И T.Π o y ЛИЦ c Лa6ИЛЬHoЙ фOpMOЙ  apTepИ aЛ

ЬHoЙ FИΠepTeH3ИИ ;

. H,r3Koe aprepuElnbHoe AaBneHr4e y [aIII4eHToB c rl4rloroHl,IqecKofi 6oresHrlo - s

KAI{ECTBE AOIIONHEHIAfl K KOMTINCKCHOMY MEAI'IKAMCHTO3HOMY NEqEHT4IO'

flporrlsonoralaHlrs K [cnofluloeaHurc annapara:

. HAJIKTITVTE VMIJIAHTI4POBAHHOTO KAPAI{O CTI4MYJIf, TOPA;

o MgpI{€ITeJIbHa.fl apuT;N.[r4fl';

.vrHAuBUAyZIJIbHaflHeIIepeHocI{MocTbgneKTpHtlecKofoToKa;

o HilplueHrre KoxHbrx rroKpoBoB B O6nacTH 3AfIflCTb . neBofi pyKI4;

o HoBoo6pa3oBaHvr (onyxonu) nro6ofi grI,IoJIorI4I,I I4 JIoKzLIILI3,aTJLTId;

. OCTpbIe JII{XOpaAOrIHbIe COCTOTHu, HeflCHOfi 3TLIOIOrI{I{;

o cocTof,Hl4e OCTpO|O rlcrlxr{qecKoro, €IJIKOTOJIbHO|O VUWI HapKoTuqecKor0

Bo36yxAeHur.

B03MOЖ HЫe Π06oЧHЫe ДeЙcTBИЯ

BosN,roxHbre [o6oqHbre AeficrBkrfl. [pr4 r,rcloJrb3oBaHl4l{ MeAI4III4HCKO|O H3AeJIkIf, He

BbIf,BJIEHbI.

Texnurca UDHMeHeHHfl

3uexrpocrr,rMyn{rop <ABP-051) rp}IMeHflercfl. AJrfl. rlpfMoro KparKoBpeMeHHoro

KOHTaKTa C KOXefi [auveHTa Ha 3arlrcrbe JIeBOfi pyKI{'

gpecroxHzur gneKTp ocrraMynq \vrfl - 3To Mero,U S ueu orep arr e BTI,Iq e cKoro lreqeHr4fl,

B ocHoBe Koroporo JrexHT Bo3AeficrBr,re KoporKI{MI4 HLI3KoqacrorHbIMI'I I4MrIyJIbcaM}I

TOKa Ha 3OHbI 3aU.s.cTbfl. qeloBerlecKoro opraHl43Ma, a I',IMeHHO:

- Bo3AeficrBLre Ha 3oHy 3ails,crbfl, pac[oJroxeHHylo Ha BHyrpeHHefi cropoHe neBoft

pyKH (Pnc.1) npuuens,ercfl,An, rroHlrxeHlrf, aprepl{anbHoro AaBJIeHLIT. Pa6o.Iue qacro-

rbr nporpaMMbr: 9.2luu77ftl. O6rqee BpeM, Bo3AeficrBl4t rporpaMMbl - 5 irlunyr.

ΠpOTOKOЛ КЛИHИЧCCКИX ИCΠЬITaHИ Й MИ く〈ЭЛclcrpocTИ MyЛЯTop ЧpecКoЖHЫЙ ДЛЯ КoppcКЦИИ apTcpИ aЛЬHo「o ДaBЛeHИЯ《ABP¨051》 Πo

Ty 9444‐ 005‐ 12342964‐ 2015)〉

CTDaHИЦa 5 И3 12



ΠpoToК OЛ KИ 15122017‐02
PcДaКЦ四 〇1

Puc.1.

- noeAeficrBl4e Ha 3oHy 3ailflcrbfl, pacnonoxeHHyro Ha BHerrrrefi cropoHe resofi

PYKu, (puc.2) upI,IMeHsercfl AIrfl roBhIIrIeHVfl aprepr4€rrrbHoro AaBnenkrx. Pa6o.rue .rac-

rorbl rlporpaMMsr 77frl u 140Iq c aMnJrlrry4nofi MoAynrquefi c.racrorofi 4 fU. 06-

Irlee BpeMx nos4eficrBLrfl nporpaMMu - 6 Mr.rHyr.

ΠpoToК o■ КЛИHИЧCCKИX ИCΠЬITaHИ Й M14 KKЭ■cКTpocTИ My■ЯTop ЧpccКoЖHЫЙ ДЛЯ KOppcKЦИИ apTcpИ aЛЬHo「 O ДaBЛcHИЯ
く〈ABP‐ 051》 Πo

Ty 9444‐ 005… 12342964‐ 2015)〉

C'roasuua 6 ut 12

「 |||||||
111111



ΠpoToК OЛ KИ 15122017‐02

Peaaruus 0l
ДaTa 15 12 2017

Puc.2

BosAeficrBlle [popIcxoALIT qepe3 SJreKTpoAbr, BcrpoeHHbre B Kopnyc anflapara,

rrpn co[pr,rKocHoBe[Lrv c Koxefi [arlueHTa.

Annapar o6ecne.ruBaer repa[eBTlrqecKoe Bo3Aeficrsue Anfl KoppeKrlutr rrpu cne-

AyIoU[x 3HaqeHLIsx AaBJIeHPIf, :

- Anfl [ar.IueHToB c BbIcoKI{M apTepH€IJrbHbrM AaBneHI{eM B AI,Ia[a3OHe: CUCTOJII,Iqe-

cKoe 6onee 130 rrarr,r.pr.cr., Al{acronllqecKoe 6onee 80 rrarvr. pT. cT.

- Anfl rraq[eHToB c rr.rrroToHr4efi r,r AaBJreHr4eM B Ar,ralra3oHe: cucToJrr{rrecKoe MeHee

106 rvrrra.pr.cr., At4acronr,rqecKoe MeHee 70 rvrrra. pr. cr.

Cuoco6 upnnaenenus nsAerur

l. Ltts Haqara pa6oru c snexTpocrnMyJr.,rropoM Heo6xoAlrMo r,r3Mepr,rrb cBoe ap-

Tepu€rnbHoe AaBJreHHe c [oMorrlbro roHoMerpa. 3areu oceo6oAurb 3a[trcrue nenofi py-

ΠpoToК oЛ КЛИHИЧCCКИX ИCΠЬITaHИ Й MИ  《ЭЛeКTpocTИ MyЛЯTop ЧpecКoЖ HЬIЙ ДЛЯ КoppcКЦИИ apTcpИ aЛЬHoro ДaBЛcHИЯ 《A13P‐051》 Πo

Ty 9444‐005-12342964‐ 2015》
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ΠpOTOKOЛ KИ 15122017‐ 02

PcДaКЦИ■01

ДaTa: 15.12.2017

B03Д eЙCTBИЯ TaKИⅣ【06pa30M,Ч T06Ы MeЖДy MaHЖ eToЙ И 3aΠЯCTЬcM He 6ЫЛo cB06oД
―

ΠЛoTHO KaCaЛИcЬ КoЖИ,HO He nepeTЯ「
И―

KU OT qacoB, 6pacneroB H oAexAu. HaAeTb aIIIIapaT Ha pyKy B 3aBuCI{MOCT}I OT 3OHbI

HO「O ΠpOcTpaHcTBa,a ЭЛeKTpOДЫ aΠΠapaTa

BaЛИ 3aΠЯCTЬe.

2.BKЛЮЧИTЬ aΠΠapaT КHoΠКoЙ BКЛ。/BЫKЛ.BЫ6paHHyЮ  ΠporpaMMy Bo3Д eИCTBИЯ,

C00TBeTCTByK)lЦ yK)ДИarHo3y ΠaЦИeHTa。

3. Anuapar HaqHer sosAeficrBoBarb Ha nu6paHHyrc 3oHy. flpoqe4ypa JIeqeHI'Ifl

cocrol,rr r{3 HecKoJrbKr4x Qa: noe4eitctnuL, Koropble orrl'IqarcTcf, rlo qacrore, BpeMeHH

H aMnJrraTyAe Bo3AeftcrBr{q. flo oxon.raHnr ceaHca [po3Bytlur 3ByKoBofi cl4rHar v aIJ'

lapar BbIKJIIOqUTC' aBTOMaTI'IqecKu.

4. 1grsycrofiuunoro pe3ynbrara peKoMeHAoBaHo KypcoBoe rerleHrle se uenee 14

rpolleAyp, no 1-3 rpoueAypbl B AeHb.

5. Cnqrr arlapar. Ilocle ceaHca peKoMeHAyerc, orAblx B TeqeHI'Ie 20_30 MI4Hyr.

BesonacHocTb MeAHUT{HCKOTO Lalterfiis.IIOATBepXAeHa H€UI[tIneM Ha I{3AeJIUe pe-

rgcrparlroHHoro yAocroBepeHr{e or 31 Mapra 2016r. NsP3H 201613776, nu.qanHoro

Φ eДepaЛЬHoЙ cЛyЖ6oЙ Πo 3ДpaBOoxpaHcHИ Ю  ΠO pe3yЛЬTaTaM ЭKCnepTИ3,ΠpOBeДeH―

HЫX B ΠpOЦeCce perИ cTpaЦИИ MeДИЦИHCК O「O И3ДeЛИЯ,a

И3BOДИTeЛeM aHaЛ И30M pИ cКoB B c00TBeTcTBИ И  C

TaKЖ e ΠpeДcTaBЛ cHHЫ M ΠpO_

rpe6onan uflv,Lr,,{uPerruert

93l42lEEC, n xo4e Koroporo 6sun paccMoTpeHbl noreHlll{a"nbHble onacHocTl'I, Koro-

pbre MoryT Bo3Hr4KHyrb Ha Bcex Sasax xil3HeHHoro IILIKJIa [poAyKIII4LI, oIIeHeHbI Bepo-

crHocru Bo3Hr{KHoBeHkrfl. olracHocrefi. u rlrxecrb [ocJleAcrBt4f, raxAofi oracHocrl4, rlo

pe3ynbTaTaM aHaJrpr3a pr4cKoB [epequcJleHbl 3aIIII4THbIe MepollpvflTvlfl, npeAIIpI{HflTbIe

AJu CHr.rXeHr4s. BbrrBJreHHbrx pHcKoB AO npueMneMoro ypoBHs, a TaKxe [pI{BeAeH6I

ccbrJrKtr Ha AOKyMeHTbI, noATBepxAarcIque npoBeAeHLIe AaHHbIx 3aIIILITHbIX Meponpl4c-

ruit.

2 A1ailusAaHHbrx o6 ucuo.nb3oBaHrr[ H3AeJrrIfl B MeAHUlIHcrcofi [paKTuKe

B xoAe BbrlorHeHr.rq KoMrrJreKca pa6or MeAl{urlHcrofi aupo6aqlEn rro oIIeHKe

6esonacHocrpr u e$QexrraBHocru oneKTpocrr4MynflTopa <ABP-051) 6srttu ycraHoBJle-

HЬI CTaTИ CTИЧecKИ 3HaЧИMЬIe pc3yЛЬTaTЬI.

flpo.roxol KJrr,rHrrqecKgx r4cnbrraHufi MH <3ner, pocrr.rMynrrop vpecxoxHrtfi An, KoppeKI-IlrH aprepl'lzulbHoro,{aBreHI'L <ABP-051> no

Ty 9444-005- 123 42964-20 I 5>
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Brr6opxa [aIII4eHToB c rIoBbIIIreHHbrM aprepkrurbHbrM AaBneHr4eM cocror ta uz lO2

qeJroBeK (58 xenqr4H Lr 44 nayxuun). Ceancrr KoppeKrIHH npoBo.qvrrkrcb B TerreHr4r4 Ae-
V         ψ

            ICЬ .Ha PИ c.3 ΠpИBeДeHЫ
「
paфИKИ pe3yЛ Ь

_BЯTИ ДHeИ И Ha ДecЯTЫИ ДeHЬ BЬIΠИCЫ BaЛン

TaroB KoppeKIILrur uo o6ulefi rpyune MyxrrHH r4 xeHrrlrlH, a Ha Puc.4 orAenbHo.

Cpe4urzfi Bo3pacr:

- ro rpyrre 51 + 1513;
- xeHrrlr,rH 56 * 13;
- Myxrrr4H 45 + 16,2.

Cpe4nee aprepuraJrbHoe AaBneHr4e Ao Kypconofi xoppeKuvu:
- ro rpyrre CA{ 139 +19, AAI 86+12;
- xeHrrruH CAA 138 + 22, AAA 84 + 15;
- Myxrr4H CAA 140 + 12, Mil,82 + 10.

Cpe4Hee aprepuanbHoe AaBneHI4e qepe3 oAHH qac rtocne ceancaKoppeKrlr{rr:
- ro rpyrre CAA 135 L 17, AAI 80 + 14;
- xeHrrrr.rH CAA 133 * 18, IAA 79 + 151'

- MyxrrnH CAA 136 * 16, AAA 81+ 15.
Cpe4nee aprepraarrbHoe AaBneHHe rrocJre xypconofi KoppeKrIV u 9 Aseir:

- no rpyrre CAA 129 +21, AAA 73 *ll;
- xeHrrrr{H CAA 130 + 22, AAA 73 +13;
- MyxrruH CAA 128 + 1 8, AAA 80 + 1 1 .

CpegHee aprepl{anbHoe AaBneHUe Ha l0 cyrKr4 rrepe3 oAr4H rrac rocre KoppeKrlr{u:
- tro rpytrre CAI 119 +21, AAI 73 *9;
―ЖeHЩИH   CAД l18± 14, ДAД 71± 7;
―MyЖЧИH   CAД 125± 18,  ДAД 79± 11.
B xoAe aupo6aquv Anfl. BbIf,BJIeHr4r unaqe6o-e$Serra 6rrr r{croJrb3oBaH arrlapar,

I{MLITI4pyIollluit pa6ouuit H HMeJI Bce rIpI43HaKI4 BKJrrorreHHoro - cBerr.rJrc-rr cBeroArroA,

pa6ora-rro 3ByKoBoe co[poBoxAeHrre, Ho npr4 groM 3nexTpoArr 6rrlu orKJrrcqeHbr or

cxeMbl. fpyuua cocrorna ug 18 qeJroBeK. Peeymra'ronr cr€rrro cHlrxeHkre AA B cpe.{-

HeM Ha 1.. 2 rvrrra.pr.cr. KaK cplcronzrrecKoro, TaK u AuacroJrr4r{ecKoro.

Bce uaqueHTbl xopotrro flepeHocr,rnu [poqeAypbr. Kaxux-lu6o ocloxHesufi se

BbI{BJIEHO.

r{acrora cep.{errHblx coKpalqelrtuit MeHqracb He3Har{r4TeJrbHo. B rpynne xeHrrIHH

LIHorAa sa6ruoAarcs ue6omurofi noAbeM AnacrontrqecKoro A[ uopxArca2 MM.pr.cr Ha

BTOpOM CeaHCe KOppeKIII4I4 rlepe3 O.{r,rH r{ac IIOCre efo 3aBeprleHlrfl. V CBr3aH, fro-

Br{AuMoMy, c oco6eHHocrf,M Lr a1ailTar\Lrn.

ΠpoToК oЛ КЛИHИЧecКИx ИCnЬITaHИ Й MIイ く〈ЭЛcКTpocTИ MyЛЯTOp ЧpccKOЖ HЬ IЙ ДЛЯ КoppcКЦИИ apTcpИ aЛЬHo「O ДaBЛcHИЯ《ABP‐051》 Πo
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flpoT oro.n KV 15122017'02

PeAarqur 0l
\arla 15.12.2017

Bu6opra naqlreHToB C noHr4xeHHbrM apTepI,IaJIbHbIM AaBJIeHI4eM cocrorJla Bcefo

u3 ZzrreJroBeK H Bce xeHulr,rHbr, cpeAHHfi Bo3pacr Koropblx cocraBuJl 32 rola' Kypc

KOppeKrIAr4 cOCrABvril 5-7 AHefi.

Cpe4uee aprepl{anbHoe AaBneHI{e (crr'r. Pzc. 5 ) :

- Ao KypcoBofi KoppeKIII4I{

- rrocJre KypcoBoft KoppeKIII4I4

cAA 97 *9, AAA 64+6:

- cAA 114 + 10, AAA 71 + 8.

flpu eroM qacrora cepAerrHbrx coKpaIrIeHI{e He3HaqLITeJIbHo BbIpocJIa c 63 Ao 66

Yl,.lv.eru.

06ュtaA pe3vЛ bTaTИ 3‖ oCTb Kypc030И

K$ppeHuHr,l Afl (nn+x)
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pnc.3. Ha rpaQnKax oro6paxaerc, pe3yJrbrar rypcorofi KoppeKIIHLI AA B UeJIoM ro

o6rqefi rpyrne Myxtrr{H H xeHUIr4H. Pr4 1 - cucroruqecKoe AA, Psl 2 Auacrotuue'

croe A,{.

Ilpororoir KJrr.rH14qecKr.rx ucnstrasuit MI,I <Srercrpocrr4Mynsrop upecroxHuft an, KoppeKuI4Ir aprepu€InEHoro,IaBJIeHI'I' <ABP-o51> no

Ty 9444-005 - I 23 429 64 -20 I 5>>
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Pe3YJlbTaTИBHoCTb Кypc080Й  КOppeКЦИИ AД

Y“yЖ∵ИH И ЖeHttИ H oTAeЛbHo

S    6

… P,轟3

8

■ヽ、4

,中

筆 κH

Pvc.4. Ha rpaQurax oro6paxaerc{ pe3yJrbrar rypconoft KoppeKrluu A4B rpyrre
MyxrII4H I4 XeHIII{H OTAenbHO:

- xeHrrlr{Hrr: Px4 I - cucronuqecKoe A[, Pa4 2 - awacroJrr{qecKoe AA;

- MyxquHH: P-f,A 3 - cucroJruqecKoe A!, Pr4 4 - guacroJruqecKoe AI.

P eayrurarxaHocrb KoppeKqHH AA n p ra

114‐

″娠■■■■■■事警
1■∴轟́秘ⅢⅢⅢⅢ・71

CvTКИ* p$&1 4*pn&2

Puc.5. Ha rpa$nrax oro6pa)Kaercflpe3ynbrar rypconofi KoppeKrlr{v A[upu rurroro-
lavrLry xeHrrluH. Pxa I - cucroJrr{qecKoe AA, Psa 2 auacromauecxoe A[.

Ha rpa$urax ua6lroAaercfl, rITo 3HatII4Moe cHr,rxeHr4e AI npozcxoAr{T cHarrilra B

TeqeHr{e nepBblx rpex 4nefi, 3areM Hacrynaer neprroA orHocuTemuofi cra1uttusaq;,4v

Ar{ nunorb Ao ce.qbMoro AHfl, a ilocJle ceAbMoro Hacryrraer nepr{oA 6onee pe3Koro

ΠpoToКoЛ КЛИHИЧCCКИX ИCnttaHИЙ MИ くくЭЛcКTpocTИ MyЛЯTop ЧpccКoЖ HЬ lЙ ДЛЯ КoppcКЦИИ apTcpИ aЛЬHo「 O ДaBЛCHИЯ《ABP‐051)〉 no

Ty 9444‐ 005‐ 12342964‐ 2015》
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cHИЖeHИЯ AД Дo HOPMbI・ KpoMe To「 o,ЖeHЩИHЫ

K ΠpOЦeДypaM.

oKa3ilIl{cr 6olee qyBcrBI4TeJIbHbI

3 Bunoubl rlo pe3yJrbraraM MeAl{quncrcofi anpo6aqnu

3.1 B pe3ynbrare rrpoBeAeunofi MeArrlr{Hcrofi anpo6aqul{ MeAI{UllHcKoro v3Ieilvfl

sneKTpocrrrMynf,Top <ABP-051) B [eqeHr4rr IIaqueHTOB C ITOBbIITTeHHbIM UJII{ TIOHU-

xeHHbIM AaBneHueM MOXHO CAenarb BbIBOAbI:

. npu cucroJrrrqecKoM AaBneHnu 6otee 145 rvrrra.pr.ct [pI{MeHeHI{e a[napaTa Ao-

rrycKaer cHHxeHI{e neKapcrBeHHofi Halpy3KI'I ;

. rrprr c]rcroruqecKoM AaBneHuu 6oree 180 rrarvr.pr.cr. [pIaMeHeHVe a\trupara

xeJIareJIbHo rroA na6moAeHLIeM BparIa;

. sooerrr.rBeH [pr.r KoppeKrlr{r{ rroHuxeHHoro aprepualbHoro AaBiIeHI'If, ;

. [pepbrBarb KypcoByro KoppeKrlr.rrc HexeJIareJIbHO, TIOCKOJIbKy 3TO MOXer rlpu-

BOAHTb K yBenutreHulo AJIUTeJIbHOCTLI Kypca;

. Arfl. rroBbrrrreHus crofirocrr.r eQ$erra MoxHo peKoMeHAoBarb yBenl4qeH6e lrrr4-

reJlbHocrl{ Kypca ao 14 4nefi.

3.2 llpurvteHeHpre MeArarlr4HcKoro us1elrus, 6esouacHo. flpn HcnoJIb3oBaHHn IIo-

6oquux s$sexron 3aperllcrpupoBaHo ne 6uno'

3.3 B rpyrre <<nlarle6o>> re.{e6HOrO S$seKra He na6lroAalocr.

3.4 llpurr,reHeHr{e MeAr,rrIHHcKoro v3grelfi4fl. oneKTpocrLIMyJI{Top (ABP-051>> tto-

xer 6rrTb peKoMeHAOBaHO KaK B KaqecTBe MOHOTepafrr4Lt, TaK I4 B AOrIOnHeHI4e K neKap-

crseuHofi rl,IrloreH3usHofi TepanHI4.

3.5 Pe:ynbrarbr rrpoBeAeHuofi rrae4raquncrofi anpo6aqul4 ,BJlrlorcf, .{ocroBepHbl-

Mkr, T.K. r,rMeJracb rpynla KoHTpoJrfl, rpyrrrlbl I4ccJIeAyeMbIx IaIILIOHTOB 6ruu paHAoMLI-

3r,rpoBaHbr rro Bo3pacTy, cTeleHH Tf,XeCTr4 apTepl{alrsofi fI,I[epTeH3I',IU.

3arc.uroqeHrIe:

《ABP-051》 c00TBETCTByETMeД ИЦИHcKOe И3ДeЛИe ЭЛeKTpOcTИ MyЛЯTop 《Abr― UDl》  し U∪
■DE■ し ■DyL■

Tpe6oBaHИ ЯM HopMaTИ BHoЙ ДoKyMeHTaЦ ИИ,TexHИ ЧecKOИ И ЭKCΠЛyaTaЦИoHHoИ  Д
OKy_

MeHTaЦ ИИ ΠpoИ3BOДИTeЛЯ,a TaKЖ e ycTaHoBЛ eHHoMy ΠpoИ3BOДИTeЛ eM Ha3HaЧ
eHИЮ  И

ΠOKa3aHИЯM K ΠpИMeHeHИ Ю .

Hocrb u 6eaonacHocrb [PI'IMeHeHuq
flo4nucr:

3anegyroulas OBJIU(DI rPau -
Sn:raor:epareBr 3afiuesa E.fI.

fliranrpuesa T.H.Bpav-SuelaorepaneBr

Crapurar MeA. cecrpa flonyexrona B.B.

flpo.roroa Krr4Hrrr{ec6ux ucnuraHufi MI4 <3aexrpocruMynrrop vpecxoxnrtfi Am KoppeKul'll4 aprepl{u}nbHoro.uaBJIeHu' <ABP-051> no

Tv 9444-005 - 1 23 429 64 -20 I 5>

Pe3yЛЬTaTЫ ΠpoBeДeHHoЙ  MeДИЦИHCKOЙ aΠpo6aЦ ИИ ΠoДTBepЖ ДaloT Эфф eКTИ B―

MeДИЦИHcKO「 O И3ДeЛИЯ.
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