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AKT Ne 03/3-03-2016
OUCHKH pe3yJbTaTOB KJIHHHYECKHX HCNBITAHHH MeTHIIHHCKOrO H3/1e/1HH

I'naporeas BURNSHIELD npoTrHBOOXKOT0BLI (1 HiIokeHHe 1
npousBoacTea «bépunmug (MuTuBaii) Jra ( BURNSHIELD (PTY) LTD),
H)xnan Adpuka

oT «gfﬁ: mapra 2016 r.

Cocras.Jien:

B ®exepanbHOM rocymapcTBEHHOM — 6IOTKETHOM yuypexnenun «Mucturyr
XUpyprui uMenu A.B. BuirHesckoro» MunucrepcTsa 3/IpPaBOOXPaHCHHA
Poccutickoit  ®epepauun  mo anpecy: 117997, Mocksa, yia. Bonsmas
CepniyxoBckas, 1. 27

MecTo npoBeIeHHst HCIBLITAHMI:

QenepanbHoe rocynaperBeHHOE GIOKETHOE yapexaeHne «MHCTHUTYT Xupypruu
nMedn  A.B. Bunesckoro» MunmcTepersa 3/lpaBoOXpaHeHus Poccuiickoi
®enepauny o aapecy 117997, Mocksa, yii. Bosbimas CepnyxoBckas, 1. 27

IToiHoMouNs HA NpoBegenHe PaGoOT M0 HENBITAHUIAM:
JInuensns na memuumrckyio aestensHocTs No ®C-99-01-008902 oT 25 vrond
2014 rona, cpokoM AeicTBHA — BeccpouHo.




4. KpaTkoe H3/10KeHHe Pe3yJabTATOB HCNbITAHUH

MenuumHckoe usnenue [ uopoceavs BURNSHIELD npomusoooicocoenit
(npunoxcenue 1), npouzeodcmea « béprwuno (IMMuTuBait) JImoy (BURNSHIELD
(PTY) LTD), IOxcnas A¢pura cOOTBETCTBYET CBOEMY HazHa4yeHHIO: [ maporens
BURNSHEILD npotyBo0»0rosslii (f1ajiee 1mo TeKCTy - THIPOreH
BURNSHEILD) ucrions3ytorcs Ans 0ka3zaHus TepROi MOMOLIH, caMo-
B3aMMOIIOMOIIH, TIPH TEPMHYECKHX, B TOM YMCJ/Ie COJIHEYHBIX, OJKOrax,
IJIEKTPOTEPMHUYECKUX U KOHTaKTHBIX Oxorax I, 1I - III crenenu. ['enp
BURNSHEILD 6sicTpo oxnaxnaeT koxy, a0 15 °C B TeueHnue 60 ceKyHII,
CYLIECTBEHHO YMEHbILAET 00JIb U BO3MOXHOCTE YIyOIeHHs 0Xora.
[IpozpadnocTs rens nmo3possier cAenaTh MPaBUILHYIO OLEHKY PaHBbl.

O0nacTe NpUMEHeHMs: nepsas [OMOLUb, MEIHLMHCKAs IIOMOLlb, B TOM YHCIIE
CKopasi MeJMUMHCKas T[OMOIb, B MCIHUIMHCKUX OpraHu3alHuax, BKIOYas
MEIHLIMHCKYIO MOMOIIL B 00JIACTH TPaBMAaTONOrHH U XUPYPTHH.

Pe3ynbTaThl KITMHHYECKHX HCIIBITAHWH MOTI'YT ObITh PACIIPOCTPAHEHb] HA BCe
3asBJICHHBIE UCITOJIHEHHUS MEAMLIMHCKOIO H3/1€JIHU.

S. BIBO/1bI 110 pe3yabTaTaM HCNbLITAHHI
Ha ocHOBaHMM pe3ynbTATOB aHANM3a W OLEHKH KIMHHYECKHX MAHHBIX, MOMHO
c/ienaTh BBIBOJBI:

e B pesyneraTe aHamM3a H OLEHKH COTIPOBOJMTEIBHOH JOKYMEHTAIHH,
JAHHBIX O TIpUMEHEHWH MEJUUMUHCKOr0 H3JeNHsA W ero CpaBHEeHHs C
aHanoraMM oOnpefeneHo, 4YTO MeIHUHHCKoe u3lnenne [udpoecens
BURNSHIELD npomusooxcoecoeutii  (npuaomxcenue 1), npoussoocmea
«béprwund (IMuTuBau) JImo» (BURNSHIELD (PTY) LTD), [Oaxcnasn
Agpuka He ABIAETCS HOBBIM BHAOM MEAHLIMHCKOTO W3/IENINHS; MPUMEHEHHE
HOBBIX CJIOWHBIX W (MJIM) YHUKANBHEIX H (MJH) CHeIlHaTbHBIX MEeTOHNOB
MPpOQPHIAKTHKH, OUArHOCTHKU M JiedeHHs 3a0ojieBaHMi W COCTOAHHUH, a
TAKJKE€ [PUMEHEHHE HOBBIX CJIOKHBIX MEOULHHCKMX  TEXHOJIOrHi
OTCYTCTBYET. B CBsA3M C BBILICH3I0KEHHBIM H B COOTBETCTBUH ¢ [Ipukazom
M3 P® Ne 2H ot 09.01.2014 r., knuaudeckHe ucnsitanusgs MU nposenens B
dopme wHccrnenoBaHMH (aHAMM3 M OLEHKA KIMHHYECKHX [aHHbIX), Oe3
YyYaCTHS YeJlOBeKa.

e MenmunuHckoe wuzgenue [udpocers BURNSHIELD npomugoodicozogsil
(npunoxcenue 1), npouzsodcmea  «béprwund  (IluTuBai)  JImoy
(BURNSHIELD (PTY) LID), HOscrnas Agpuxa  COOTBETCTBYET
TpeOOBAHHAM HOpPMAaTHBHOIA NOKYMEHTAIIHH, TeXHHUYECKO 4
3KCIUTYATALMOHHON IOKYMEHTALIMH TIPOMU3BOUTEIS,

e [lo cBOMM OKCIUIyaTALMOHHBIM KavyecTBaM MEIULMHCKOE M3JCJIHE
fuopozeav  BURNSHIELD  npomugooscozogeili  (npuiodiceHue 1),
npouzeodcmea « bépruiund ([TuTuBau) JImo» (BURNSHIELD (PTY) LTD),
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FOoxcnas Agpuxka COOTBETCTBYET CBOEMY MEIHMIIMHCKOMY Ha3Ha4Y€HHWIO H
3asBJIEHHBIM TEXHUYCCKUM XapaKTepUCTHKaM;

e Memuumuckoe wusaeane [uopocens BURNSHIELD npomuéoodcozosbiii
(mpunosicenue 1), npouszsodemea  «béprwund  (HuluBau)  Jimo»
(BURNSHIELD (PTY) LTD), FOxchan A¢puxa ynodnuo u 6e3omacHo npu
IKCTUTYaTalliH;

e Memunmnackoe wusaenue Iluodpoceas BURNSHIELD npomugoodico2osbviu
(npunosicenue 1), npouseoocmea  «bépmwund  (IMuTuBaw)  JImoy
(BURNSHIELD (PTY) LTD), HOocnas Agpuxa BBITIOJIHEHO W3
Ka4eCcTBEHHBIX H Oe30MacHbIX MaTepHasos;

e DxcnyaTallMOHHAas  JOKYMEHTAUMs  JOCTATOYHO  MH(OpMATHBHA H
COJIEPUT HeoOXOMHUMbIe CBEIEHHA sl IPaBHIBHOrO M Oe3ornacHoro
MCTIONBL30BaHUsl  MEIMIIMHCKOTO  HW3JIeJMs 10  HAa3HA4eHHIo,  ero
TPAHCIIOPTUPOBAHHS, XPaHEHHs, 1e3NH(PEKIINH W YTHIH3ALIHH,

e Texunueckas [JAOKYMEHTALMA COJCPKHT BCe HEOOXOAMMBIE CBEIEHNS,
PeEraMeHTHPYIOLIHC KOHCTPYKLIHHD MENHUIIHHCKOro H3AC/IHA, TCXHHYCCKHE
TpeOOBaHHA M XapaKTePHUCTHKH, a TAKKe METO/IbI HX TTPOBEPKH.

e Pe3ynsTaThl  KIMHHYECKMX  MCIBITAHWMHA  TOATBEPXKAAIOT  Ka4ecTBO
sdpdexTHBHOCT, H  0e30MacHOCTh MEIUIMHCKOro u3jenus [ udpozens
BURNSHIELD npomusooxcozoselii  (npunodicenue 1),  npouzsodcmea
«béprwuno (MuTuBaw) JImo» (BURNSHIELD (PTY) LTD), IOxcnas
Appuka

e Pe3yiapTaThl KIHHUYECKUX HCIIBITAHHH MOTYT OBITH pacmpOCTPaHEeHbl Ha BCE
3a54BJICHHBIC HCIIOJIHCHMSA MEAMLMHCKOIO HW3Jelus, TMepevdHClieHHbIe B
[ IpunoxeHuu |

6. Ouenka pe3yabTATOR KJIHHHYECKHX HCNTLITAHHI

Memummnckoe wusgenue - Judpocens BURNSHIELD npomueoodicozosbiu
(npunosicenue 1), npouzeoocmea «béprwund (ITuTuBaii) JImo» (BURNSHIELD
(PTY) LTD), IOxcHas A¢puxa MOXKHO pPeKOMEHIOBAaTh A TOCYAapCTBEHHOM
peructpanu Ha TteppuTopud Pocculickoli @enepallid M K NPHMEHEHHIO TI0
CBOEMY Ha3HA4YeHHIO:

[ugporens BURNSHEILD npoTuBooXOroBslif (fanee mo TEKCTY - TMAPOresld
BURNSHEILD) wucnonb3yrorcs JUisi OKasaHWs TEpBOW MOMOIIM, CcaMoO- K
B3aUMOIIOMOIIH, MPH TEPMHUYECKUX, B TOM HYHCJIE COJIHEYHBIX, OXOrax,
INEeKTPOTEPMUYECKHX M KOHTakTHbIX okorax I, II - III cremenn. Tenb
BURNSHEILD 6bictpo oxnaxnaeT koxy, no 15 °C B Tedenune 60 cekyHn,
CYLIECTBEHHO yMmeHbliaer ©Oonk ¥ BO3MOXKHOCTh  yruyO/IcHHA — oxora.
[Ipo3payHOCTb redis NO3BOJISET CAIATh NPABUIBHYIO OLIEHKY PaHBbl.

O6nacth NpUMEHEHHA: MepBas [OMOLIb, MEIMLUHHCKas [OMOIb, B TOM YHCIIE

cKopas. MeJMIMHCKas T[OMOIb, B MEIHUHMHCKHX OpraHH3alMsax, BKIO4as
MEIHIIMHCKYIO MOMOILL B 0051aCTH TpaBMAaTOJIOTHH H XHPYPrHH.
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Pe3ynbraThl KIMHHYECKHX MCHBITAHMH MOIYT OBITb pACHpPOCTPAaHEHBI HA BCe
3aABJIEHHBIE HCIIOJTHEHUSI MEAULIHHCKOIO U3 IEIIHA.

JAKJIKOYEHUE

I'udpozens BURNSHIELD npomusooxcozoewiil (npunosicenue 1), npouseodcmea
«bépruano (lTuTuBai) JImo» (BURNSHIELD (PTY) LTD), IOxcuas Appura

HaHMEHOBAHHEC MCIHLUHHCKOIO U31ENMHA

COOTBETCTBYET TtpeGoBaHHAM HOPMATHBHON JIOKYMEHTAIIHH, TeXHHUECKOI H
IKCIUTYAaTALHOHHOK JOKYMEHTALKMH MPOU3BOHTENS H MOXKET OBITh PEKOMEHI0BaH
JUI PErucTpallii W TMOC/IEYIOUIero MpUMEeHeHHsT B MEIMLMHCKOW IPaKTHKE
neveOHbIX yupexeHuil Poceniickoit @eneparmu.

[Ipunoxenus:

I. MicronneHys W pUHAaIIEIKHOCTH U3IEITHS.

2. Yreepxzaennas [IporpamMma KIMHHYECKHX UCTIBITAHHIA.

3. ITpoTOKO/ KJIMHHYECKHUX MCITBITAHMUIA.

4. PoTtorpauyeckue U300paKeHH U3ACITHA,

J>. BeIMHMCKa U3 TEXHHYECKOH JOKYMEHTALHH,

6. DkcrnyatauuonHas JokyMeHTauus (MHCTpYKIKS Mo MPUMeHeHHIO).

7. Marepuael, cofepixkallMe JaHHbIE 0 KIWHUYECKOM NMPUMeHeHHH MeIHUMHCKOTO
H3IEeJIHA,

[ IpunoxeHHs ABNAIOTCA HEOTHEMIIEMOH YacTbio AKTa.

OTBETCTBEHHEIH HCCIIEOBATE/Ib:
Pyxkosoaurens otaena
TePMHYECKHX MMOPAKESHUH —
0OroBOIO LIEHTpA,

rnpogeccop, 7/(/ %& o j !

JOKTOP MEIHIMHCKNUX HayK. AnexkceeB A. A.
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