AEKJIAPAIIASA O COOTBETCTRHHA

O61mecTso ¢ orpanmenHol OTBETCTREHHOCTEIO «Anekemen Pycy (000 «Anexenmen Pycy)
HaHMCHORAHHE ODraHMU3&alHH HITH ElJaMHJ'IHF[, HMS, OTYECTBO HHIHBHAYATEHOIO NpeanpHHUMATEN, MPHHABIIHX ACSKIAPALHIO O
COOTBETCTRHH
3aperrcTpupoBan(a) Mexpaiionnas HECTeKIs DenepanbHOM HATOrOROIT CIy#6E Ne 46 110 1. Mockse, gata
perucrpanun 24.02.2014 ropa, OT'PH: 1147746181164
CBE/CHUA O PErHCTPALIHH OPraHH3alHH HITH HHIHBHIYAILHOO IPEANPHHAMATE 1A (HAHMEHOBANHE PETHCTPHPYIOMIETro OpraHs, 1aTa
PErHCTPALKH, PETHCTPALIHOHHEIHA HOMED)
Anpec: 107023, Poccuiickas Dezepaims, ropon Macksa, OMeKTpozaBOACKA YL, KoM 24, crpoenne 1,
KomHata 606, Temedon: +74951080364, noura: info@apexmed.ru
anpec, reneon, paxe

B qntie I'enepansroro aupexropa Bepirena Maromenanu Maromenamesmya

(ZOmWKHOCTE, (aMWITHS, HMS, OTHECTRO PYKOBOIHTE/IS OPTaHM3ALMY, OT HMEHH KOTOPOH NPHHHMAeTcs JeRnaparms)
3asBIIAeT, 4To CHCTeMA /BIXATE/BHAS PeaHUMAIFOHHAS oaHopasosas TOPMED
BAPHAHTEI HernomHenks: 1. ChereMa TBIXaTe/bHas peaHHMAIIMONHAS oxropasoras TOPMED-1600 sspocnast, B
cocrape: 1.1. Memmok gexarensubii [IBX O/THOPA3OBBIH ¢ KITATIAHOM OTPAHMYMCHEA aBaeH s, 1600 M, 1.2,
Macka anecTtesHonormeckas OllHOpasoRad, pasmep 5. 1.3. Meniok pesepsyapusiii OJHOPa30BkIii, 2900 M. 1.4,
Tpy6xa kucnoponnas OnHopasoBas, 2.1 M. 1.5. MaHoMeTp ¢ yriioBbim KOHHEKTOPOM OHOPAa30BLIH (IpH
HeobxoumMocTH). 1.6. Kianak MONoKHTeIBHOrO TaBiends Ha Beutoxe (PEEP-kianan) onsopasossri, 0-10 cm
H;0; 0-20 em H,0 (npu HeobxoaumocTw). 1.7, luseprep ans npucoenuHerus PEEP-knanana ogHopasossiii
(npu neobxomuMocTH). 2. CucTeMa IBIXATEBHAS PeaHMMAlHOHHAA 0qHOpasosas TOPMED-1400 sapocrag, &
cocraee: 2.1. Memok apixatensusii [IBX OQHOPA3OBBIM ¢ KIanaHOM OrpaHdvenuds JasicHud, 1400 mr. 2.2,
Macka anecresuonormieckas OAHOpa3oBas, pasMep 5. 2.3. Memrok pesepByapHbiii onHopasoestii, 2900 M. 2.4,
TpyGxa xucnoponuas omHopasosas, 2.1 M. 2.5. MaHoMeTp ¢ yrioesim KOHHEKTOPOM OJHOPA30BbIH (NpH
HeobxomumocTy), 2.6, KJTanar nonoskuressHoro AaBIeHUA Ha Bhsioxe (PEEP-wianan) onHopasossii, 0-10 cu
H>0; 0-20 eM H,0 (npu HeobxomumocTH). 2.7. JlaBepTep U1s NPHCOSHHEHHS PEEP-knanasa ogaopasossii
(npr HeobxouMocTH). 3. CHeTeMa IBIXATEIBHAL peainMalioHHag onHopazoeas TOPMED-1000 e3pocnas, &
cocrase: 3,1, Memwok aexarensueii [IBX ONHOPA30BBIH C KIATIAHOM OrpaHHYeHHs faBierns, 1000 m, 3.2,
Macka anecteaunonornyeckas OAHOpasoBas, pasmep 5. 3.3, Memmok pesepByapHEIi ONHOpAa3oBeld, 2900 mi, 3.4,
TpyBxa xucropoanas onHopazosas, 2.1 m. 3.5. ManoMmeTp ¢ yrioBsIM koHHEKTOPOM OJIHOPa30BbIH (IpH
HeobxommvoeT). 3.6. Kianan noaosurensHoro AaBIeHHA Ha Bhiloxe (PEEP-ranau) ognopasorsrii, 0-10 em
Hz0; 0-20 em H,0 (npu HeobxoaumocTa). 3.7. Huseptep nyis npucoenunenus PEEP-kiamana OJIHOpa30BEIA
(npu HeoGxonumMocTH). 4. Crcrema mpxaTebHas peaHMMalHonHas oauopasosas TOPMED-550 nerckas, B
cocraee: 4.1. Memok apxatensHsiii [IBX OJIHOPA30BRIH ¢ KIIANAHOM OTPAHKYEHM faBIeHns, 550 M, 4.2,
Macka anectessonormaeckas oxmopasosas, pasmep 3. 4.3. Meuok pesepsyapHs1if ofHOpasossrit, 2900 wr, 4.4.
Tpy6xa kucnoponnas o7HOpasosad, 2.1 m. 4.5. ManomeTp ¢ yrioesm KOHHEKTOPOM OIHOPA30BbIi (IpH
HeoOxoauMocTH). 4.6. Kianas nonoxurensHoro Aap/IeHHA Ha Beitoxe (PEEP-knanan) ogmopasorsiii, 0-10 oM
H20; 0-20 em H;0 (npu Heobxomumoctw). 4.7. Juseprep mis nipucoemaeHns PEEP-kranana oxrsopasopsiii
(npu reoGxomumoctH). 5. Crcrema IEIXaTeNbHas peaHAMalHOHHAs oaHopazosas TOPMED-350 meonaTansHas
B cocTage: 5.1, Memok pixarensueiit IIBX OJIHOPA30BBIH ¢ KITATIAHOM OrpaHHHEHHA HaeneHHd, 350 M. 5.2,
Macka aHecTesnoNOrHeCKAS oaHOopasosad, pasmep 0w 1. 5.3. Mewok pe3epByapHBId 0THOpa3oBLIH, 810 M,
5.4. Tpyfxa kucnoponnas OfiHOpasoBad, 2.1 M. 5.5. ManomeTp ¢ yrioBsm KOHHEKTOPOM OJTHOPa30BBIH (Tipw
HeobX0omuMoeTH). 5.6. Knaman mofosHTensHoro HaBneHns Ha Beitoxe (PEEP-knanan) omropasossii, 0-10 ea
Hz0; 0-20 em H,0 (npn HeobXomuMocTH). 5.7. JluBepTep Juis IpHCOSTHHE NS PEEP-wnanana oaHopasoBsi
(1pn HeoGxoMocTH). 6. CHeTeMa nEXaTenbHAs peannMaronyas oxropasoras TOPMED-1600B 3pocaas, B
coctrase: 6.1, Mewmok auixarensHsii [IBX OAHOPasOBkIH ¢ KIANAHOM OrpAHHYeHns aBierud, 1600 v 6.2.
Macka aHecTeanonoruueckas OnHOpa3oBad, pasmep 5. 6.3. Mermok pesepeyvapHIii ONHOPa30BeIH, 2900 M, 6.4.
TpyGra kucnoponnas ogHopazosas, 2.1 M. 6.5. MaHoMeTp ¢ YriIoBeIM KOHHEKTOPOM OHOPA30RHIH (Tpu
neobxomumoctn). 6.6. Kianan nonosurensHoro AasIeHna Ha bioxe (PEEP-knanan) ogropasoseri, 0-10 o
Hz0; 0-20 em H,O (npu HeoGxomumMocTH). 6.7. luseprep s Opucoennuenus PEEP-knanana oanopazossiii
(1pH neobxomumocTn). 6.8. Boke s XpaHeHHS U NepeHOCKH. 7. CHeTeMa ALIXaTeIbHAs peaHHMaliHOHHAS
onnopasosas TOPMED-1400B sapocnas, B coctase: 7.1. Memrox nerxaresnessili [IBX onHopasoseri ¢
KJIanaHoM OrpaHHdeHHs nasnenus, 1400 ma. 7.2, Macka anectesnonornaecias 0/1HOpa3oBas, pasmep 5. 7.3.
Memok pesepryapuz1ii onnopasoseri, 2900 M. 7.4. Tpy6xa kucnopoaas oanopasosas, 2.1 M. 7.5, Maromerp
C YIIOBEIM KOHHEKTOPOM OIHOPA3oBbLil (1pu HeoGXomMocTH). 7.6. Kiaran no/IoKHTehHOro 1aB/ e us Ha
rrizoxe (PEEP-wianan) ogsopasopsi, 0-10 cm H;0; 0-20 em Hz0 (ripu veobxommocts). 7.7, Huseprep ans
npucoeannenns PEEP-knamana ogsopasoBsi (mpu reobxoxumocTy). 7.8, Boke mis XPaHEHHS H IEPEHOCKH, 8,
CHcTema nbIXaTeNTbHas PeaHMMALMOHHAS onHopasosai TOPMED-1000B eapociias, B cocTane: 8.1. Memmok
Asrxarenshbii [TBX oxmopasosklit ¢ kamnasom orpanudeHns gqasneHnd, 1000 ma. 8.2, Macka

]



AHECTE3HONIOrHYECKas 0/IHOpasoBad, pasmep 5. 8.3, Memrok pescpByapHsiit onHopazossii, 2900 . 8.4
Tpy6xa kucnoponuas onHopazosas, 2.1 M. 8.5. MaxoMeTp ¢ yrioBsiM KOHHEKTOPOM O/THOPA30RbLi (IIpu
HeobxonumocTw). 8.6. KIianan NonoKMTeNEHOrO AaBIIEHHA HA BbIIOXe (PEEP-xnanan) opnopa3ossii, 0-10 M
Hz0; 0-20 em HO (npw neobxomumoctn). 8.7. useprep ama npucoenpmenns PEEP-knanana OJHOPA30BBIA
(opu HeobxoamMocTH). 8.8. Boke s xpareHs | epeHockH. 9. CHCTEMA IBIXATERHAS PeAHAMALIHOHHAN
oaxopasosas TOPMED-550B petckas, B coctase: 9.1. Mewok apixarensHeiii [IBX 0HOpasoski ¢ kranasom
OrpaHHYeHus lasicHus, 550 mi. 9.2. Macka aHecTe3HoTorHYeckas OJHOpa3oBas, pasmep 3. 9.3. Merok
pesepeyapHslii oxHopasossiii, 2900 mi. 9.4. TpyOxa xucnoponHas onHopaszosas, 2.1 M. 9.5, Marnomerp ¢
YTVIOBEIM KOHHEKTOPOM 0IHOPasosbli (npu HeoOxommmoctH). 9.6. KitanaH nono:kuTeIbHOTO AaBIeH S Ha
eeitoxe (PEEP-kuanan) onsopasossiit, 0-10 em H>O; 0-20 em H,O (npu seoxomumocTr). 9.7. /IuBeptrep s
npucoeaunenus PEEP-xiamana ogHopazoBsit (mpu Heobxomgumoctr). 9.8, Boke I/ XPaHEHUs i NEPEHOCKH.
10. Cucrema pIxaTe/bHasl peaHHMALHOHHAS ofHopasosas TOPMED-350B neonaransHas, B coctase: 10.1.
Memok aerxarensusii [TBX onHOpazoBbii ¢ Kiananom orpaniyenss aasnenns, 350 mr. 10.2. Macka
aHecTe3HoIOrHYecKas ofHopasosas, pasMep 0 wim 1. 10.3. Mewok pesepyapuniii oHopazossiii, 810 mi. 10.4,
Tpy6ka kucnopoanas ogHopasosast, 2.1 m. 10.5. MaHoMeTp ¢ YrIoBEIM KOHHCKTOPOM OTHOPasoBEIH (npu
seobxonumocty). 10.6. Kianan nonoxkuTensHoro fasnenns Ha saigoxe (PEEP-knanam) ogaopasopsi, 0-10 cm
Hz0; 0-20 em Hz0 (nipu veobxonumoctr). 10.7. useptrep mis npucoennsesnus PEEP-gianana 0gHOPA3oBELLH
(npu neoGxomumocth). 10.8. Boke a1s xpaHeHHs  HepeHOCKH

(HAHMEHOBAHHE, THII, MapKa MPOJYKIIHE, HA KOTOPYIO PACHPOCTPEHSETCS JACK/IAPALA,
Cepmitnprit eimycx, Kog OKIIJ( 2 32.50.21.122, Ko TH B3] 9019200000

CBE/ICHAA O CEPHIAOM BBITYCKE HIIH MAPTHA (HOMEp NAPTHH, HOMEpA H3ZENHI, PEKBHINTH JOr0BOPA (KOHTPAKTA), HAKNATHAS, kKoq OK
005-93 1 () TH B3JT TC s OK 002-93 (OKVH)

Hsroropuress: "Omuumaitr Sureprpaiis Ko., Jita." / "Omnimate Enterprise Co., Ltd.", aapec: No.8, Ln, 126,
Sec. 2, Ligong 1st Rd., Wujie Township, Yilan County 26841, Taiwan, R.O.C., Taiinamn (KuTaif)

HaMMEHOBAHHME M3rOTOBUTEIIA, CTPAHBI H T.11.))
cooreetctByeT Tpebosanusam [OCT P 50444-92 Pazpenst 3, 4; TOCT ISO 10993-1-201 1; TOCT ISO 10993-
10-2011; TOCT ISO 10993-11-2011; TOCT P 52770-2016.

(0603naue e HOPMATHEHBIX JOKYMEHTOB, COOTBETCTEHE KOTOPBIM HOATBEPMKICHO AaHHOH Meknapalmeii, ¢ ykasaHHeM NyHKTOB ITHX
HOPMATHBHBIX IOKYMEHTOB, CORepalX TpeOoBaHNA 1A JaHHOH NpoiTyKIuH)

Jlexnapauus IpHEATA HA OCHOBaHHMM: PerHCTPAlOHHOTO ynoctoseperus Ne P3H 2019/8730 ot 05.08.2019
rosa, BeitaEHOrO @ejepanbhoil cmyxGoi MO HagOpy B ChEpe 3APABOOXPAHEHMS (PocampaBHamzop),
Ceprugukara cucrems! MeHemkMenTa kavectsa No ARES/TW/12009084M or 23.09.2020 spiiansoro ARES
INTERNATIONAL CERTIFICATION CO., LTD.

(uH(bOpMaIA O IOKYMENTaX, SBAAIOUMXCH OCHOBAHACM /TS IPUHATHS JeKIaPALLAK)

Hara npurnatus fexiapamms 02.10.2020

MU NeHCTBHTENbHA JI0 01.10.2023 r.

Bepames M. M.

(uHnIHans, hamMmins)
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