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O6mectso ¢ orpannuennioii oteercTBennocThio «Anekemen Pye» (000 «Anekemen Pyc»)
HAIMCHORANWE OPIaNn3atian WM PaMUANS, WMH, OTYCCTRO MIVTHRMAYATLHOTO IPEANPHHHMATENS, IPHHARIIHX ACKTAPAIBIO O
COOTRCTCTRHMN

3apeructpuposan(a) Mexpaiionnas uncnekims Oesepansioit nanorosoki cinyx6er Ne 46 no r. Mockse, aata
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B siiie ['eHepansHoro apektopa Bepanesa Maromesanu Maromeiainesuya
(MOMKHOCTE, (PAMMAMR, HMS, OTHCCTBO PYKOBOIHTE/S OPraHH3ALMH, OT HMEHH KOTOPOH MPHHMMACTCA ACKAAPAINHA)

3asBrset, 4To CHcTema nbixaTesbHas peaHumMalMoHHas MHoropasosas TOPMED

BapHaHThl uenofiHerus: 1. Cuctema JpIxatensHas peaHMMalMoHHas MHoropaszosas TOPMED-1600 s3pocaas, B
coctaBe: 1. MeloK AbIXaTelbHblil CHIMKOHOBBINA C KJIaNaHOM orpaHH4YeHus aasneHus, 1600 mu. 2. Macka
AHECTeIHONIOrHyecKas CHIMKOHOBas, pasmep 5. 3. Mewok pesepeyapubii, 2900 M - e Gonee 30 w. (mpu
neobxommumocth). 4. Tpy6ka kucnoponnas, 2.1 M - He Gonee 30 wT. (npu HeoGxoauMocTH). 5. ManowmeTp ¢
YTJIOBBIM KOHHEKTOPOM OIHOPa3oBbii (NpH HeobxoaumocTh). 6. Kianan nonoxuTelbHOro AaB/ieHls Ha
ebioxe (PEEP-knanan) mHoropasossiii, 0-10 cm H20; 0-20 cm H20 (npu seobxoaumocth). 7. Jluseprep s
npucoeadHenus PEEP-knanana muoropasossiii (mpu HeobxoaumocTh). 1. Cuctema apixaressHas
peanumMalmonHas mHoropasosas TOPMED-1400 s3pocnas, B coctaBe: 1. MemOK JbIXaTebHbli CHIHKOHOBBIA
¢ KJanaHoM orpaHH4eHHs naenenuns, 1400 mu1. 2. Macka aHecTe3HONOrHYecKas CHIMKOHOBAas, pasmep 3. 3.
Mewok pesepsyapHsiit, 2900 mn - He 6onee 30 wr. (mpH HeoOxoaumocTH). 4. TpybGka kucioponnas, 2.1 M - He
6onee 30 wT. (mpy HeO6XOAUMOCTH). 5. MaHOMETp € YII0BbIM KOHHEKTOPOM OIHOPa3oBbIH (MTpH
neobxoaumocTty). 6. Knanau nonoxurensHoro aasnenus Ha seiioxe (PEEP-knanan) muoropasosstii, 0-10 cm
H20; 0-20 cm H20 (npu HeobxoaumocT). 7. Jluseptep mia npucoenunenus PEEP-knanana mroropasossiit
(npu neobxomumocth). IT1. Cucrema aeIxaresibHas peaHuMauoHHas MHoropasosas TOPMED-1000 s3pocnas,
B cocTase: |. Memok abIxaTe/TbHBIH CHIMKOHOBBIH C K1anaHoM orpaHuveHus nasnewns, 1000 mn. 2. Macka
aHeCTe3MoNorHYeckas CUITMKOHOBas, pasmep 5. 3. Memok pesepsyapHsii, 2900 mn - He 6onee 30 wr. (npw
neobxoaumocTtH). 4. Tpybka kucnopoaHas, 2.1 m - ve Gonee 30 wr. (npu HeobxonumocTn). 5. MaxnomeTp ¢
YII0BLIM KOHHEKTOPOM O1HOpa30oBblit (npH Heobxoaumoctw). 6. Knanan nosoxuresIbHOro faBieHns Ha
puiaoxe (PEEP-knanan) maoropasoseiid, 0-10 em H20; 0-20 cm H20 (npu neobxoammoctn). 7. Jlnseprep ans
npucoemunenus PEEP-knanana muoropasossiii (mpu neo6xomumocty). IV, Cucrema asixatensHas
peanumatmonnas Maoropasopas TOPMED-550 nerckas, B cocrase: 1. Memok asixatensHbiil CHIHKOHOBBIH ¢
KJIANAaHOM OrpaHuYenus fasnerns, 550 ma. 2. Macka anecte3Ho/ioruyeckas CHIHKOHOBas, pasmep 3. 3. Mewok
pesepeyapHbid, 2900 ma - ve Gonee 30 wr. (npu neobxoxumocTh). 4. TpyGka kucnoponuas, 2.1 M - He Gonee
30 wr. (npu HeoGXoaMMOCTH). 5. MaHOMETP € YrI0BbIM KOHHEKTOPOM OAHOPa3oBbiil (npH neobGxommmocTH). 6.
Knanax nonoxmreasioro aasnenmus Ha seyioxe (PEEP-knanan) muoropasossit, 0-10 em H20; 0-20 em H20
(npu neobxoaumocts). 7. Jluseprep juis npucoeaunenns PEEP-xnanana muoropasossiii (npu
neobxoaumoctH), V. Cucrema jsixaTtensnan peanumaionnas Muoropasosas TOPMED-350 neonatansnas, B
coctape: 1. Mewox AuxaresbHbiii CHWIMKOHOBLIA ¢ K1ananom orpanuuenns aanienus, 350 mn. 2. Macka
anecTesMonoruyeckas cuamukonosas, pasmep 0 win 1. 3. Mewok pesepnyapustii, 810 an - ne Gonee 30 wrr. (npw
neobxonumoctn). 4. TpyGka kucnopoanas, 2.1 M - ne Gonee 30 wrr, (npu HeobxoaumoceTn). 5. Manomerp ¢
YIJIOBLIM KOHHEKTOPOM otiopasoskiil (npu neobxopumoctn). 6. Knanan nojokHTeNsHOro JaieHns Ha
guiioxe (PEEP-knanan) muoropasossiil, 0-10 ey H20; 0-20 em H20 (npn neoGxomusmoctn). 7. Jluseprep ans
npucoeannenns PEEP-kanana muoropasossiit (npu neobxoaumocti). VI, Cucrema AbixaresbHas
peanumaionnas muoropasosas TOPMED-1600B sspocnas, s cocrase: |, Mewox amxareasisiii
cumkoHoBLI ¢ Knananom orpanieus aanienns, 1600 mi, 2, Macka anecTeanonornieckas CHIMKOHOBAN,
pasmep 5. 3. Mewox pesepayapuiit, 2900 mn - ne Gonee 30 wrr, (npun neobxouumoctn). 4, TpyGka
kucnopoanas, 2.1 m - ne Gonee 30 wrr, (npu neoGxoanmocTi), 5, ManoMerp ¢ yriopbiM KOHHEKTOPOM
oanopasoswih (npu neobxoammocty). 6. Knanan nonoxurensnoro aamienus ua nsioxe (PEEP-knanan)
muoropazopeift, 0-10 em H20; 0-20 em H20 (npn neobxopmumoctn). 7. Jluseprep min npucocammenns PEEP-
knanana muoropasopstit (npu neobxopumoctn). 8. boke s xpanenus u nepenockn. VII Cuerema
JILIXATENbHAR peatuMalmonias Muoropasosas TOPMED-1400B mspocnas, » cocrane: |. Mewok asixarens uuii
CHWIMKOHOBBIH ¢ Kiananom orparmyenna aannenns, 1400 s, 2. Macka anecTeanonornieckas CHIMKOHOBas,
pasmep 5. 3. Mewok peseppyapuniil, 2900 ma - ne Gonee 30w, (npu neoGxoaumocTH). 4. TpyGka
xkucnopoanas, 2.1 M - He Gonee 30 wrr. (npu neobxoanmoctn). 5. MaHOMeTp ¢ Yrinossim KOHHEKTOpOM
omHopa3oBkii (npu HeoGxoaMMocTH). 6. Knanan nonmkHTeLHONO 1aBIeHus Ha BhUIOXE (PEEP-xnanan)




Muoropasonsit, 0-10 em H20; 0-20 em H20 (npu neoGxomumocty). 7. [upeprep s npucoemuerng PEEP-

KIanana Muoropasonuiii (npu neoGxopumoctn). 8. boke s xpanenms u neperocky. VIIL Cuerema
ABIXATENLIAS peanuMatolias Mioropasosas TOPMED-1000B s3pocsas, B cocrase: 1. Mewok anixateabHbIA
CHHKOnoRLI ¢ knananom orpanuuenus aasnenus, 1000 mn. 2. Macka anecTesnosiormieckas CHIIMKOHORa,

pasmep 5. 3. Memok pesepsyapisiii, 2900 ma - ne Gonee 30 urr. (npu neobxomumoctr). 4. TpyGxa
Kmenoposmas, 2.1 M = ne Gonee 30 wr. (npu neoGXoAMMOCTH). 5. MaHOMETP € YIJIOBBIM KOHHEKTOPOM
osmopasonsiit (npu neobxoaumoctn). 6. Knanan nonoxuresnsnoro papnenus wa seigoxe (PEEP-kianan)
Muoropasonniii, 0-10 em H20; 0-20 em H20 (npu neobxoaumocty). 7. [luseprep wis npucoeanrenus PEEP-
Kanana MHOropasosstit (mpu neo6xonumoctu). 8. Boke s xpanenus u neperocku. [X. Cucrema
AbIXarejbias peanumaumnonnas muoropasosas TOPMED-550B nerckas, B cocrage: 1. Mewok AbIXaTenLHbIHA
CHIIMKOHOBBIH C KIIANAHOM OrpaHHyeHus lasnenus, 550 M. 2. Macka aHecTesHoorndeckas CHIMKOHOBaA,
pasmep 3. 3. Mewok pesepsyapusiii, 2900 mi - ne Gonee 30 wrr. (npu neobxonumocty). 4. Tpybka
Kkucaopoanas, 2.1 M - ne Gonee 30 wr. (npu HeoGXoAMMOCTH). 5. MaHOMETp C YIIOBBIM KOHHEKTOPOM
otHopasossii (npu Heobxoaumoctk). 6. Knanan nonoxkurensHoro fasieHua Ha ebioxe (PEEP-xnanan)
muoropasossiii, 0-10 cm H20; 0-20 em H20 (npu neobxoaumocty). 7. [luseprep nns npucoemmrenns PEEP-
Knamaia MHOropa3oBbii (npu neoGxoaumocTy). 8. Boke Ui xpaHerus u neperocky. X. CHcTeMa IbixaTesbHas
pecanuManmonnas Muoropasosas TOPMED-350B neonaransHas, B coctape: 1. Memok auxaTesHeIi
CHJIMKOHOBBIF C KIaMaHoOM orpaHuyenus aasnenus, 350 mi. 2. Macka aHecTe3noorudeckas CHIMKOHORad,
pasmep 0 mnu 1. 3. Mewok pesepsyapubiii, 810 mi - ne 6onee 30 wr. (npu neobxoaumocty). 4. Tpybka
Kucnoponnas, 2.1 m - e Gonee 30 wrr. (mpu Heo6xoaMMOCTH). 5. MaHOMETp ¢ YTJIOBBIM KOHHEKTOPOM
OAHOPa30BbIi (1pu HeobxoaumocTH). 6. Kitanan nonoxuTensHOro AapneHua Ha seiioxe (PEEP-kianaH)
MHoropasossii, 0-10 em H20; 0-20 cm H20 (nipu HeobxoaumocTy). 7. JIuseprep ana npucoemuHenus PEEP-
KJ1anaHa MHOropa3oBeii (npu HeobxomumocTH). 8. BOKC [U1s XpaHeHHs ¥ NepeHOCKH

(HaumecHOBaHHE, THII, MAPKA NPOJLYKLMH, HA KOTOPYIO PACTIPOCTPAHAETCA JIEKIAPALIMA,
Cepuitnbiii Beimyck, Kog OKITJ1 2 32.50.21.122, Ko TH B3] 9019200000

CBCJICHHA O CEPHHHOM BLITYCKE WIA NAPTHH (HOMEP NApTHH, HOMEpa M3lenHH, PEKBUIUTEI 10roBOpa (KOHTpaKTa), Haknaakad, koa OK
005-93 1 (nan) TH B3I TC unu OK 002-93 (OKYH)

Harotosutens: "Omuumaiit Durepnpaiis Ko., Jita." / "Omnimate Enterprise Co., Ltd.", anpec: No.8, Ln. 126,
Sec. 2, Ligong 1st Rd., Wujie Township, Yilan County 26841, Taiwan, R.O.C., Taiisaus (Kuraii)

HAHMEHOBAHUE HIMOTOBMTENSA, CTPAHLI M T.11.))
cootsetcTByet TpeboBanuam I'OCT P 50444-92 Paspnensi 3, 4; TOCT 1SO 10993-1-2011; T'OCT ISO 10993-

10-2011; 'OCT ISO 10993-11-2011; 'OCT P 52770-2016.
(oGo3naveHHe HOPMATHBHBIX IOKYMEHTOB, COOTBETCTBHE KOTOPEIM MOATBEPKACHO IaHHOM Aeknapaitieli, ¢ ykajaHueM MyHKTOB 3THX
HOPMATHBHBIX JIOKYMEHTOB, COJICpX)alMX TpcGOBAH!S 114 JaNHOH NPOLYKLHH)

Jlexnapauus NMpHHATa Ha OcHOBaHWMM: PeructpauuonHoro ypoctoepenus Ne P3H 2019/8899 ot 12.09.2019
roaga, BbiauHoro @enepansholi ciyxGoii nmo Hapsopy B cdepe 3apaBooxpanenus (Pocaapasxamsop),
Ceptudukara cucreMsl MeHekmenTa kadectsa Ne ARES/TW/12009084M ot 23.09.2020 seinannoro ARES

INTERNATIONAL CERTIFICATION CO., LTD

(urdopmaliys 0 NOKYMEHTAX, ABJAIOUIMXCA OCHOBAHMEM UL NPHHATHSA AEKNapaLum)

Jlara npunaTtus neknapaunuu  02.10.2020
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