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I'uaporeas BURNSHIELD nporuBooxoroBbii (npujioxkerne 1),

npousBoacTBa «bépHmnaa (IuTuBai) JIto»y (BURNSHIELD (PTY) LTD

10:xnan Adpuka

ot « % I» mapra 2016 r.

B nepuon ¢ «26» deppans 2016 r. no «24 » mapra 2016 r. B QepepansHom
rocy1apCTBEHHOM Ol0KeTHOM yupexaeHuH «MHCTUTYT Xupyprud uMeHH A. B.

Bumrnesckoro» MunucTepcTBa 3apaBooxpaneHns Poccuiickoi Penepaumu 1o
anpecy 117997, Mocksa, yi. boneswas Cepniyxosckas, 1.27

[IpOBEI€HA OLEHKA PE3yNbTATOB KIMHUYECKHX MWCIBITAHHE B (OpMe OLEHKH H
aHaJIM3a KIIMHHYECKHUX TaHHBIX MeHIIMHCKOIr0 U3 LeIH:

ludpoeeno BURNSHIELD npomueooicozosviu (npunocerue 1)



Llentpom ®I'bYH HHMHU ®XM PMBA PoccHH. ATTecTaT akKpeAHTalWH

ucneiTatensHol opranuzamuu Ne POCC RU. 0001.21MM33 BelaaH S

centa0ps 2012 r. JledcreuteneHn go 16 utonsa 2015 r.). C npunoxeHHsaMHu:
[lpunoxenne 1. [IpoTokon TOKCHMKOJIOrMYeCKHMX HCHbITaHHE No
763.015P ot 20 mapta 2015r.

[lpuiiokende 2. YTBepKIE€HHas IMporpaMMa TOKCHKOJOIHYECKUX
MCIbITAHHHA.

BbiBoAbI 110 pe3yibTaATAM KJIHHHYECKHX HCIILITAHHH.

Ha ocHOBaHHMM pe3ysibTaToOB aHa/IM3a M OLEHKH KJIHHHUYECKMX IaHHbIX, MOMKHO
c/IeNaTh BBIBOJIBI:

e B pe3syabrare aHaivM3a W OUCHKH COINPOBOAMTEILHOM JAOKYMEHTALMH,
JaHHBIX O IPHMEHEHHH MEIHUHHCKOrO M3AEe/IHd H €ero CpaBHEHHS C
aHaJloraMu  OTpeneneHo, YTO  MeIUIMHCKoe  uszaenue [ udpozens
BURNSHIELD npomueooosicozogwiii  (npunosicenue 1), npouzeodcmea
«béprwuno (MuTuBat) JImo»  (BURNSHIELD (PTY) LTD), Oowcuas
Agppuka He ABIAEICH HOBBIM BHAOM MEIHLUMHCKOIO HM3EJIMA; IIPUMEHEHHE
HOBBIX CJIOKHBIX H (MJH) YHUKQIbHbIX H (M/IM) CrHEUMal]bHbIX METO/I0B
NpOQUIIAKTHKH, JHArHOCTHKH H JieyeHHd 3a0osieBaHHMH H COCTOSIHMH, a
TAKIKE€ [PUMEHEHHWE HOBBIX CIIOKHBIX  MEJIHIIMHCKHUX  TEeXHOJIOTrHH
OTCYTCTBYET. B CBA3H C BBHILIEU3NOKEHHBIM U B COOTBEeTCTBUH ¢ [Ipukazom
M3 P® Ne 2H ot 09.01.2014 r., knuHu4eckue ucneiTania MU nposeneHs! B

(GopMme HccnenoBaHHH (aHalW3 M OLEHKa KJIMHUYECKHX [daHHBIX), Oe3
y4acTH:A 4YeJIOBEKa.

e Menuuunckoe wusnenue [uodpocens BURNSHIELD npomusooicozossiii
(npunoxcenue 1), npouszeoocmea  «béprwiund  (ITuTuBau)  JImoy
(BURNSHIELD  (PTY) LTD), HKwHnaa  Agpuxka  COOTBETCTBYET
TpebOBAHUAM HOPMATHBHOM JIOKYMEHTAIUH, TEXHUYECKOH 2|
IKCIUTYATALHOHHOH JOKYMEHTAUMWH [TPOU3BOIMTES;

e [lo cCBOMM B3KCIJIyaTallHOHHBIM  Ka4yecTBaM MeJHMUMHCKOE  H3JIe/THe
Tuopoczenn  BURNSHIELD  npomusooacazoewiit  (npunodsicerue 1),
npouzeodemasa «Bépruwund (lluTuBaii) JImoy» (BURNSHIELD (PTY) LTD),
FOxcnaa Aghpurxa COOTBETCTBYET CBOEMY MEIHMIIMHCKOMY HA3HAYCHHIO H
3aABJICHHBIM TEXHHYECKMM XapaKTepPHUCTHKAM;

¢ MepuunHckoe wu3penue [udpocerv BURNSHIELD npomusoodsicocossiti
(npuaoacenue 1),  npouzeodcmea  «bépnwuno  (HuTuBaw)  JImoy
(BURNSHIELD (PTY) LTD), FOxcnas A¢pprxka ynodHo u Oe3onacHo npu
IKCIUTYaTal[HH;

e MeguuuHckoe wu3nenve [uodpozens BURNSHIELD npomueoodicoeosbi
(npuaoxcenue 1),  npouzeodcmsa  «béprwuwio  (HuluBau)  JImoy
(BURNSHIELD (PTY) LTD), [Oxcnas Adgpuxa BBIMIOJIHEHO M3
Ka4eCTBEHHBIX M De30MacHbIX MaTepHaAIIOB;
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* DKCILUIyaTaUHMOHHas  JOKYMEHTAlMs  JOCTATOMHO  WH(POpPMATHBHA W
COAEPKHT HEOOXONHMMBIE CBENeHHUS M8 MpaBHILHOrO M Oe30MmacHoro
MCIOMB30BaHUA  MEIMIIMHCKONO  HM37eMus 10  Ha3HA4YeHHID,  ero
TPAHCMIOPTHPOBAHKSA, XpaHEHHUs, Ne3HHDEKLIHH U YTHIH3ALHH;

o TexHuuyeckas JOKYMEHTAIlUA COJEPX,HT BCE HEOOXOJHMBIE CBeJISHH,
pPErIaMeHTHPYIOIIHE KOHCTPYKUHIO MEIUIHMHCKOro HM3[eNHs, TeXHHYeCKHe
TpeboBaHHs M XapaKTEePUCTHKH, A TAK)KE METObI HX [TPOBEPKH.

* Pe3ynbTarThl  KAWHHYECKMX  HCIMBITAHWH  TOATBEPKIAIOT  KA4eCTBO
dpdexTHBHOCTE W Oe30macHOCTs MeJUUMHCKOro u3ieius [ udpoeens
BURNSHIELD  npomusoodicocoswiii  (npunodxcenue 1),  npouszsoocmea
«béprwuno (HMuTuBau) JImo» (BURNSHIELD (PTY) LTD), KOxcnas
Agpuxa

¢ Pe3ynbTaThl KIMHWHYECKHUX HCTIBITAHUH MOTIYT OBITH paclpocTpaHeHbl Ha BCe

3a8BJI€HHBIE HCIIOIHEHHA MEIMLHHCKOrO U3Je/us, [EPEYHC/ICHHbIE B
[Ipunoxenun 1
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