
,l.(EKJIAP AU:UR 0 COOTBETCTBUU 
06m;eCTBO C orpaHHIJeHHOH OTBeTCTBeHHOCTbiO "AKTHMe,ll DJIIOC11 (000 "AKTHMeA DJIIOC") 

(H8HMCHODBHHC OpNIH113BUIIH llnll cjla~tHnHll , HMll, O'fliCCTBO HHlllfBIIJIYBnbHOrO npe)lnpHHHMaTenll, npHfUIBWHX ,llCK118p!m1110 o COOTBCTCTBHH) 

Me)l(paiioHHasi MHcneKI.UUI <l>e.l{eparrbHOM uarroroBOM cnyJK6hi N!! 15 no CaHKT-I1eTep6ypry, 28.10.2009 

A.l{pec: 

B JIMQe 

CDe)leHHll 0 perHCTpBUHH OprBHH33Ulllf HnH HHllHBHllYBnbHOro npe)lnpHHHMBTenll 

orPH 1097847302629 
(H8HIItCHOB3HIIC perHCTpliPYIOIUCro opraHa, ,llllT8 perHCTp3UHII, perHCTp3UIIOHHLIII HOMep) 

IOpH.nH'IeCKHit 194291, r. CaHJa-Ile'rep6ypr, np. JlyHaLJapcKoro, .n.43, Kopn.l, nHTep A, noM. 21-32; 
cl>aKTHLJeCKHWiloLJTOBbJ~: 194064, r. CaHKT-neTep6ypr, np. PaescKoro, .n.14, Kopn.2, noM.8-H 
Tene<J>oHI<J>aKc: (812) 703-50-71 

(a.n.pec, TenetjloH, lj>aKc) 

reuepa.JibHOro .l{MpeKTopa TYPOBCKOH CBeTJiaHbl CTenaHOBHbi 
(llOnlKHOCTL, cjlaMHJIIIll, lllltll, O'fliCCTBO pyKOBOlliiTenll OpraHH38Ullll, OT HMCHlf KOTOpoll npHHHM8eTCll ,llCK118p8Ullll) 

lh.lleJIHH Me,llHQHHCKHe .llJIH annapaTOB KHCJIOpO,llHOH Tepanuu H HCK)'CCTBeHHOH 
BeHTHJIHUHH JierKHX, C npnHa,llJiemHOCTHMH 

(H8HMCHOB8HHC, 111n, M&pKa npOllYKUHII (ycnyrH), HB KOTOpyiO pacnpoCTp3HliCTClll1CKII3P8UIIll) 

Ko.ll 0Kll,[(2 32.50.21.121 Ko.ll TH B3,L( 9019 20 000 0 
KOll OKn.ZU " (HJJu) TH 83.!\ CHr HmJ OK 002-93 (OKYH). cse.neHHll o cepHilnoM sLmycKe HnH napTHH 

CepMitHhm BhmycK 
(HOMep U8PTHH, HOMepa Hl,llCJJHII, peKBH3HTbll10rQBOpa (KOUTpBKTB), H8Kil8,li.H8ll) 

"rpeuT rpyn Me,llnKaJI Ko., JlT.[l."' TaifBaHb, 
Great Group Medical Co., Ltd., .N'2 81, Sec. 1, Guoguang Rd., Dali City Taichung County 41262, 
Taiwan 

H811MCHOB8HHC 113roTOBHTeJill, CTp3Hbl II T.n. 

cooTseTcTsyeT Tpe6osauH»M: rocr P 50444-92 (Pa3.l{. 3, 4), rocr P 52770-2016, rocr ISO 10993-1-
2011,rocr ISO 10993-5-2011, rocr ISO 10993-10-2011, rocr ISO 10993-12-2015 

(0003H8~CHHe HOplltaTHBHbiX .llOKYMCHTOB, COOTBCTCTBHC KOTOpblM nollT8Cp)I(JlCHO )l8HHOIIl1CKII8p8Ul!Cil, C YK838HHCM nyHKTOB 3THX HOpMBTHBHblX 

.llOKYMCHTOB, CO,llCplKBIUHX -rpe60B8HIIll .IUilll18HHOil npOJlYKUIIH (ycnyrn)) 

,[(eKJiapaUH.SI npMHHTa Ha OCHOBaHHH: npOTOKOJia HCI1biTaHMH N!! 2017.TD-53.10CD OT 20.10.2017 000 
HJlQ "Me,L\TecTI1pM6op", per. N!! POCC RU.0001.21MI126 OT 22.07.2015; npoToKona 
TOKCHKOJIOrHlJeCKHX HCCJie,L\OBaHMH Me.l{MUMHCKOro M3.l{eJIMH N!! 40955MJ1 OT 30.10.2017 Jla6opaTOpHbiH 
ueHTp 000 "UeHTp KouTpon» KaqecTBa OHU", per. NQ POCC RU.0001.21PK75 OT 12.08.2014 
PemcTpauHouuoe Y.L\OCTOBepeHHe <l>e,L\eparrbHOH cnyJK6hi no Ha.l{3opy B c<j)epe 3.l{pasooxpaHeHM}I 
N!! <I>C3 2012/12928 OT 02.11.2012 

(HHcjlOpM8UHll 0 llOKyMCHTaX, liBRlllOll.liiXCll OCHOB3HilCM .IUill np11HllTHllllCK118p3U1111) 

1 

JJ:aTa npMHHTHH ,L\eKJiapaUMH _0::..;1:..:•.:..1 .:_1.:=2.:..0.:..17;__ _________________ _____ _ 
,[(eKJiapaQMH 0 COOTBeTCTBMM .l{eMCTBHTeJihHa .l{O 01.11.2020 

TypoocKaH CoeTJiaHa 
CTenauooua 

(HHMUHa.Jihl, 4JaMMJIH.si) 

N!! RA.RU.11MI118 
0 ·~ (H811MCHOB81111C H a.n.pec opraHa no CCpT11!p11KBWIH, 

~~HHKM, .L\OM N!! 3, KO n c 1 Tene<j)ou: +7 495 783-42-17 
:I ·· JaperwCTpuposnowero ,lleKJJapaUHIO) 

POCC TW .MIT 18.,[(0 1683 OT 01.11.2017 
(l13T8 perHCTp!mlllt It per11CTp8UHOHHblli IIOMCp llCKnapaUIIII) 

A.,n:. ,[(OKO 
( nOJlniiCb, HHHUIIBnbl, QJ8Ml1Rilll pyKOBOllHTe•lll Op111Ha no CCPTHcjlHKBUHH) 



I. J.-h,n;eJIHH Me.ZJ;H:QHHCKHe .ZJ;JIH annapaTOB KHCJIOpO.ZJ;HOH TeparrHH H HCKYCCTBeHHOH BeHTHJIH:QHH nerKHX: 

1. ,lJ;biXaTeJibHbie KOHTypbi: 

- .l{biXaTeJibHblH KOHTyp 8HeCTe3HOJIOrH'ieCKHH peBepCHBHOfO THTia MHOrOpa30BOro HCITOJib30B8HIDI: 

B3pOCJII>IH, ne,n:HaTPHtieCKHH (TPY6KH CHJIHKOH); 

- .ZJ;biXaTeJibHbiH KOHTyp aHeCTe3HOJIOfHlJCCKHH pesepCHBHOrO THrra MHOrOpa30BOfO HCTIOJib30B8HHH: 

B3POCJibiH, rre.zmarpH\fecKHH (Tpy6KH Hytrel); 
- .ZJ;biXaTeJibHbiH KOHTyp aHeCTe3HOJIOfWieCKHft pesepCHBHOfO THTI8 O.ZJ;HOKpaTHOfO HCTIOJib30BaHHH: 

B3pOCJibiH, ne.n;HaTPHtiCCKHH (TPY6KH 3THJieHBHHHJia:QeTaT); 

- .ZJ;LIXaTeJibHbiH KOHTyp aHeCTC3HOJIOfH'iCCKHft HepeaepCHBHOfO THTia MHOrOpa30BOfO HCTIOJib30BaHHH: 

B3pOCJibiH, ne.n;HaTpHqecKHH, HeOH8TaJibHbiH (TPY6KH CHJIHKOH); 

- .ZJ;biX8TeJibHbiH KOHTyp 8HeCTe3HOJIOmtJeCKHH HepesepCHBHOrO THrra MHOrOpa30BOro HCTIOJib30BaHHH: )lJIH 

B3pocJILIX, ne.n;HaTpHqecKHH, HeoHaTaJibHbiH (Tpy6KH Hytrel); 

- .ZJ;biXaTeJILHLiif KOHTYP aHecTe3HonomqecKHH nepesepcHBHoro THna o.n:HoKpaTHoro HCTIOJib30BaHHR: .llJIR 

B3pOCJibiX, ne,n:H8TpHqecKHH, HeOH8TaJibHbiH (Tpy6KH 3THJieHBHHHJI8:QeTaT); 

- .ZJ;biXaTCJibHbiH KOHTyp MHOrOpa30BOfO HCllOJib30B8HHH o6orpesaeMbiH C 1 JIHHHeH Harpeaa: .ZJ;JIH B3pOCJibiX, 

rre.ZJ;H8TpHtieCKHH, HeOH8TaJibHbiH (Tpy6KH CHJIHKOH); 

- )lbiX8TeJibHbiH KOHTyp MHOrOpa30BOfO HCTIOJib30B8HHH o6orpesaeMbiH C 2 JIHHHHMH Harpesa: ,l{JIH 

B3pOCJibiX, rre.ZJ;H8TPHqeCKHH, HeOHaTaJibHbiH (Tpy6KH CHJIHKOH); 

- ,lloiXaTeJII>HLIH KOHTYP MHoropa3osoro HcnoJIL30B8HHH o6orpesaeMLIH c I JIHHHeif narpesa: .ZJ;JIH B3pOCJII>Ix, 

ne.n:HaTpHtieCKHH, HeoHaTaJibHbiH (Tpy6KH Hytrel); 

- ,l{biX8TeJibHbiH KOHTyp MHOrOpa30BOfO HCTIOJib30B8HHR o6orpeaaeMbiH C 2 JIHHHHMH Harpesa: )lJIH 

B3pocJILIX, ne,n:HaTpHqecKHH, neoHaTaJILHLIH (TPY6KH Hytrel); 

- ,lloiXaTeJioHbiH KOHTyp MHOrOpa30BOf0 HCTIOJib30B8HHH Heo6orpesaeMbiH .ZJ;JIH B3pOCJibiX, rre,llH8TPHtJeCKHH, 

HeOH8TaJibHbiH (Tpy6KH CHJIHKOH); 

- )lbiX8TeJILHbiH KOHTyp MHOfOpa30BOfO HCTIOJib30B8HHH Heo6orpesaeMbiH )lJIH B3pOCJibiX, ne,n:H8TpHqeCKHH, 

HeoHaTanbHhiH (TPY6KH Hytrel); 

- )lbiX8TeJibHbiH KOHTyp O)lHOKpaTHOfO HCTIOJib30B8HHH o6orpeaaeMbiH C I JIHHHH Harpesa ,l{JIH B3pOCJibiX, 

ne,n:HaTpHtieCKHH, HeOHaTaJibHbiH (Tpy6KH 3THJieHBHHHJI8:QeTaT); 

- )li>IxareJibHblli KOHTYP O.D:HOKpaTHoro HCTIOJib30BaHHH o6orpesaeMblli c 2 JIHHHHMH Harpesa .ZJ;JIH B3pocJibiX, 

ne,n:HaTPHqecKHH, HeOHaTaJibHbiH (Tpy6KH 3THJieHBHHHJia:QeTaT); 

- .llbiXaTeJibHhiH KOHTYP O.llHOKpanmro Hcnonh30BaHHH o6orpesaeMbiH I JIHHHH Harpesa .n:nH B3pocnhiX, 

ne,n:HaTPHqecKHH, HeOH8TaJibHbiH (Tpy6KH 3THJieHBHHHJiaUeTaT); 

- .ZJ;biX8TeJibHbiH KOHTYP O,llHOKpaTHOfO HCTIOJib30B8HHH o6orpesaeMbiH C 2 JIHHHHMH Harpesa )lJIH B3pOCJibiX, 

ne.n;HaTpHqeCKHH, HeOH8TaJibHbiH ( Tpy6KH 3THJieHBHHHJI8:QeTaT ); 

- .l{biXaTeJibHbiH KOHTyp O.l{HOKpaTHOfO HCTIOJib30BaHHH Heo6orpesaeMbiH .ZJ;JIH B3pOCJibiX, ne,n:HaTpHqeCKHH, 

HeonaTanbHbiH ( TPY6KH 3THJieHBHHHJia:QeTaT ); 

- .ZJ;biXaTeJibHbiH KOHTyp O,l{HOKp8THOf0 HCTIOJib30B8HH$! He06orpesaeMbiH ,l{JI$1 B3pOCJibiX, Tie,llH8TpHtJeCKHH, 

HeoHaTanbHhiH ( TPY6KH 3THJieHBHHHJia:QeTaT ). 

2. Tpy6 HOfO KOHrypa: 
# ~ ( - TP'VPJ.m.1lhiXaTe KOHTY MHoropa3osoro Hcnorrh30BaHHSI CHJIHKOHOBble rrra.n:KoCTBOJII>Hoie, 

4- ) -$, 
ap BaHHbie ; "" %. 

~1.~'\, ~ 
~i-~~ TyposcKan CseTJiaua 

CTenaHOBHa 
(HHHUHaJibi, <PaMHJIH$1) 

POCC TW.MTI18.,D;01683 oT 01.11.2017 
(.118111 pen1CTp3UHH H perHCTpBUIIOHHbiA HOMep .neKJJapauHH) 

A.,ll.. ,[(oKo 
(no.nnHCb, HHHI.lHWlbl, (jJBMll!lH~ pyKOBO,llllTe!lH OprBHB nO CepTH(j>HKBI.lHII) 
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- Tpy6KH ,[(biXaTCJibHOfO KOHTypa MHOropa30BOfO HCI10Jib30BaHHH (Hytrel) (rrra,nKOCTBOJibHbie, 

apMHpOBaHHhie ); 

- TPY6Ku ~IxaTeJibHOro KOHTypa OJJ:HOKparnoro ucnoJih30BaHHH ra<jJpupoBaHHoie (3THJieHBHHHnaueTaT); 

- T}'y6KH JJ:DIXaTeJibHOrO KOHTypa O.UHOKpaTHOfO HCITOJib30BaHHH (3T.HJieHBHHHJiaUeTaT); 

- Tpy6KH JJ:DIXaTeJibHOfO KOHTypa O,UHOKpaTHOfO HCITOJih30BaH.HH (rJia,llKOCTBOJihHbie, apMHpOBaHHbie), 

( 3THJieHBHHHJiaQeTaT ). 

3. f.H6KHe COe,U.HHHTeJIH ,UbiXaTeJihHOrO KOHTypa: 
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- rH6KHe COe.UHHHTeJIH JJ:biXaTeJihHOfO KOHrypa C 3H.UOTpaxeaJibHOH rpy6KOH MHOrOpll30BOrO .HCTIOJih30BaHHH 

(cHJI.HKOH, Hytrel, 3THJieHBHHHnaueTaT). 

4. Bnaroc6opHHKH: 

- BJiaroc6opHHK O.UHOKpaTHOrO HCI10Jib30BaHHH (nOJI.HCYJibcpOH, aKpHJIOHHrpHJI6yra,nHeHCT.HpOn); 

- BJiaroc6opH.HK MHOrOpa30BOfO .HCTIOJib30BaHHH (nOJIHCYJibcpOH, TIOJIHKap6oHaT). 

5. TipSIMoie a,nanTepbi: 

- npSIMOH a.nanTep (noJI.HcynhcpOH, K-Resin, nonHnponHneH). 

6. YrnoBhie a.uanTepoi: 

- yrJIOBOH a.n;amep (nOJIHCYJibcpOH, aKpHJIOH.HTpHn6yTa,n.HeHCTHpOJI, UOJIHnponHJieH). 

7. Y -o6pa3Hbie a,namepbi: 

-Y -o6pa3HhiH a,nanTep (nOJIHCyJiocpOH, aKpHJIOHHTpHJI6yra,nHeHCTHpOJI, TIOJIHTipOTIHJieH). 

8. T-o6pa3Hble a.n;amepbi: 

- T -o6pll3HbiH a,nanTep (rron.HcynLcpOH, aKpHJIOHHTpHn6yra,nHeHCT.Hpon, nonHnponHneH). 

9. Melli OK .UbiXaTeJihHbiH (naTeKc ). 

I 0. <l>HJibTpbl Tennoanaroo6MeHHbie: 

- cpHJibTpbi TeTIJIOBJiaroo6MeHHbie yrJIOBOH KOHcpurypaU.HH: B3pOCJible, rre.n;HaTpHqeCKHe, 

B3pocnble/rre.n;HarpHqecKHe; 

- cpHJibTpbl TeTIJIOBJiaroo6MeHHbie npHMble: B3pOCJibie, B3pOCJibie/ne.n;HaTpH':IeCKHe, ne.n;HaTpHqeCKHe. 

11 . <I>unbTpyromue :meMeHThi: 

- Q>HJihTpYIOI.UHe 3JieMeHTbi .UJISI cucTeM BhiCOKoro rroToKa, .UJISI C.HCTeM caHaU.HHIHHcyQ>Q>nSIUHH, HEP A. 
12. MacKH: 

- MaCKa ,UJIH HeHHBa3HBHOH BeHTHJIHUHH OpOHa3aJibHM B3pOCJIM, MJia,UeHqecKM, .D;eTCKM; 

- MaCKa .UJIH HeHHBa3HBHOH BeHTHJIHUHH Ha3aJibHM B3pOCJIM, .n;eTCKM (MaJIM, cpe)lHH.si, 60JibillM), 

MJia,UeHtieCKM. 

13. KaHIOJIH HOCOBhie .z:vm HeHHBa3HBHOH BeHTHJI.siUHH. 

II. TipHHa)lJie)KHOCTH: 

1. TecTOBOe nerKoe. 

2. lllanoqKa ,UJISI Q>.HKCaUHH KaHIOJih. 

TypoBcKaH CBeTaaHa 
CTenaHOBHa 

(HHHUHaJibl, Q>aMHJIHSI) 

A.,ll.. ,ll. OICO 

(OO.ll.nllCb, lfHifUlla!lbl, <jla~llfnHR pyKOBO.ll.I1TenR Opra118 no CeJYflf<jliiKHUUII) 


