JAEKJIAPAITUSA O COOTBETCTBUHA

ObmecTBo ¢ OrpakIrEHHON OTBETCTBEHHOCTBIO «Anekemen Pyoy (000 «Anekcumern Pyey)
HAHMEHOBAHHKE OPIaHHIAUMH HITH HaMUITHA, WM, OTHECTBO MHIHBHAYANLHOTO MpEANPHHHMATEIN, TPAHARITN XSKIAPALETO O
COOTBETCTRHH
3aperrcTpuposan(a) Mexpatiornas nHenekims OenepansHoi HaIorosoi erysx6os Ne 46 o r. Mockse, faTa
perrcrpaiiy 24.02.2014 roma, OI'PH: 1147746181164
CBEIEHHUA O DETHCTPALH OPralm3altH Wil MIAMEHAYaNEHOIO NpeANpHHAMATE] (HAMMEHOBAHNE DEIHCTPHPYIOLIETO OPTana, AaTa
PErHCTPAUMH, PETHCTPALHOHHBIR HOMED)
Agppec: 107023, Poccuiickas Qegepauus, ropox Mocksa, JnexTpo3aBojickas ynuia, oM 24, cTpoeHHe |,
komHaTa 606, Tenedon: +74951080364, noura: info@apexmed.ru

aapec, renedoH, dake

B mune I'enepansHoro aupekropa Bepmiera Maromenany MaroMeaanuesya

(DONAHOCTE, aMHAKS, HMA, OTHCCTRO PYKOBOAKTE/A OPrabu3allHH, OT MMEHH KOTOPOH NPHHHMACTCS ACKIADALTHA)
3a4BJ1eT, 4T0 CHCTeMa IbIXare/bHA] peaHMMAallHOHHas onHopasosas TOPMED
BapHaHThl menonHerna: 1. CHCTeMa JbIXaTenbHas peaHuMaldonsas ogropasosas TOPMED-1600 sspocnasd, B
cocrape: 1.1. Memok AsxaremsHeii IIBX 0QHOPa30BEIH ¢ KNANAHOM OrpaHHHeHuA NaBne¢Hus, 1600 v 1.2
Macxka aHeCTe3HONOrH4eCKasd OHOpa3oBrasd, pasmep 5. 1.3. Meuiok pesepeydpHbii 0nHOPA30BEiH, 2900 M. 1.4,
TpyOka xucnoponnas onHopasosas, 2.1 M. 1.5. MaroMeTp ¢ yINIOBEIM KOHHEXTOPOM OfHOPA30BLIH (TpH
HeodxoauMocTH). 1.6. KitanaH nonoxyTebHoro AaBnenus Ha Beiaoxe (PEEP-wianan) onHopasossii, 0-10 cm
H,0; 0-20 em HO (nipu neobxomumoctn), 1.7, Jluseprep s npucoeaunenus PEEP-kianana onropa3osbiit
{npu neobxomumocTH). 2. CHcTeMa AbXaTelkHAS peaHUMALMOHHa oguHopasosas TOPMED-1400 sapocnas, B
cocrage: 2.1. Memok nerxatenbHetid [IBX ofHOpa30BEIH ¢ KiIAMaHoM OTpanudeHys naenenus, 1400 M. 2.2.
Macka aHeCTe3HOJIOrMIecKas OQHOPa3oBad, pasMep 5. 2.3, Mentok pesepByapHsii 0gHOpa3oBei, 2900 min. 2.4,
Tpybka kucitopoAHad oqHOpa3oBad, 2.1 M. 2.5. MaHOMETP ¢ YTJIOBEIM KOHHEKTOPOM OTHOpa3oBbL { TpH
HeobxoaHMocTH). 2.6. Kilanan monosxutensHOro jJaeneHus Ha Boizoxe (PEEP-wianan) oguopasorsii, 0-10 oM
H20; 0-20 ey H,O (mps Heobxomumocta). 2.7. JuBeprep ms npucoenutenns PEEP-knanana o[HOPa3oBbit
(npu HeobxomuMocTH). 3. CHcreMa JBIXATENbHAS peaHuMalporHas ofiHopasosas TOPMED-1000 rapocnas, B
coctage: 3.1. Memok aexarenpHbiid [IBX oqHOpa3oBEi ¢ KianaHoM orpaHwtdeHus gasncard, 1000 s 3.2,
Macka aHecTe3HONMOrHMecKAs OHOpa3oBas, pasMep 5. 3.3. Memok pesepeyapHuiil ofHOpa3oBeIH, 2900 M. 3.4,
Tpybxa xucoponHas ogHopasosasd, 2.1 M. 3.5. MaHoMeTp ¢ yrIoBbiM KOHHEKTOPOM OJHOpa3oBbIH (ITpH
HeoDxoauMocTH). 3.6. KilanaH noJioxuTenLHOTO faBiernd Ha Beioxe (PEEP-knanan) ogHopazoseild, 0-10 cm
H20; 0-20 cm H,O (npu neobxopumMoctu), 3.7. JuBeprep Ans nprcoennHeHws PEEP-knanana oaqHopa3oBsli
(npu HeoOXoouMOCTH). 4. CHcreMa AbIXaTelFHAA peasuMaluonHas ogrHopasopast TOPMED-550 nerckas, B
cocTtaee: 4.1. Memox apxarensHeii [IBX onopazoRsif ¢ KianaHoM orpaHHdeHus Aapnerns, 550 mn. 4.2
Macka aHecTe3HONOTHYECKAaR ONHOpasosad, pasMep 3. 4.3. Memok peaepeyapHslf ofHOpasoBsri, 2900 mi. 4.4,
TpyOka kucnopoaHas ogHopaszosas, 2.1 M. 4.5. MaHOMETp ¢ YTJIOBBIM KOHHEKTOPOM OJHOPa30BbIH (IIpH
HeoGXonuMoCTH). 4.6, KianaH MoNoXKTENBHOTO faeneHis Ha erinoxe (PEEP-knaman) onnopazossii, 0-10 em
H,0; 0-20 cm HzO (mpu Heobxomumocty). 4.7, Quseprep st npucoeminenia PEEP-wianana ogropasopsld
(npu HeoOXxomuMOCTH). 5. CHCTeMa [bIXaTeNnbHas peanuMaroHHas onHopasopad TOPMED-350 HeonaTanbHas,
B cocTage: 5.1. Mewmok gexatensubid [IBX 0QHOPa3OBHIH ¢ KIATIAHOM OTpaHRYeHUs HasneHnd, 350 mi. 5.2,
Macka aHe¢TeaHONOTHYeCKas OfHOpa3orad, pasmep 0w 1. 5.3. Memok pe3epByapHEIH ogHepa3ossli, §10 M.
5.4. Tpyfka kucnopoaHas onHopaszonas, 2.1 M. 5.5. ManoMeTp ¢ YIIOBBIM KOHHEKTOPOM OXHOPa3oBbIi (IpH
HeobxomiuMocTH). 5.6. Kitanas nosnoxuTensHOro AasieHus Ha spiaoxe (PEEP-knanan) ofHopasorsti, 0-10 M
H,0; 0-20 cMm H,O (nipu HeobxoaumocTn). 5.7. Jureptep ang npucoetuenus PEEP-wianana onHopasoBerit
{npn HeobxoaMMOCTH). 6. CHereMa NBIXATeNEHAA peaHuMaliHOHHasA oaHopasosas TOPMED-1600B s3pocnas, B
coctare: 6.1. Memok gexarenbasiit [[BX opHopasoBsll ¢ WIaaHOM OrpaHUHeHHs JasneHud, 1600 v 6.2.
Macka aHecTe3vonoruieckas ogHopasosad, pasmep 3. 6.3. Memrok pesepsyapHblit onHopaszosell, 2900 miL. 6.4.
TpyOka xucnopoaHat ognopasosad, 2.1 M. 6.5, MaHOMETp ¢ YITIOBEIM KOHHEKTOPOM OIHOPA3OBBIH (TIpH
HeoOxoguMocTH). 6.6. Kianman NonoHTensHOro JasieHus Ha Beiaoxe (PEEP-knanan) ognopasorstit, 0-10 cM
H,0; 0-20 em HpO (npw neobxonmnmoctn). 6.7. Jluseprep mns npucoenwHenus PEEP-wianana ogHOpa3oBelH
(1ipm HeoGxonumocTH). 6.8. Boxe mns xpaHeHHs U repeHocku. 7. CHeTeMa ABIXaTe)IbHAA peaHHMALUOHHAA
oggopasoeas TOPMED-1400B s3pocnas, B cocrape: 7.1. Memok nerxatensssii [IBX ogHopazossii ¢
KNanaHOM OrpanmdeHys AasneHus, 1400 mn. 7.2. Macka aHecTesnonory-eckas 0gHOpa3osas, pasmep 5. 7.3,
Memiok pezepsyapHbiit oguopasosri, 2900 M. 7.4, TpyOka xucnopenxas ogHopasosad, 2.1 M. 7.5. ManoMeTp
¢ YTJIOBBIM KOHHEKTOPOM OAHOPa30BhIH (1pH HeobxomiMocTH). 7.6. KitanaH NoI0XHTEIRHOIO AaBJIEHMS Ha
srigoxe (PEEP-knanan) ogropasoseiit, 0-10 eM Hz0; 0-20 em H,O (npy neobxeomumoctu). 7.7. JuBeptep AT
npucoenvineHHs PEEP-xianana oaHopasosslit (Lpy HeobxoaumocTH). 7.8. BOKC U1 XpaHeHHs # TIepeHOCKH. §.
CucreMa JipIXaTensHas peaHuMalrortas ognopasosas TOPMED-10008 B3pociasd, B cocrase: 8.1. Mewok
Jerxatesnpasid [IBX ofHopasosslid ¢ KiamaHoM orparvaerys xasnes, 1000 s 8.2. Macka




aHecTe3HONOrHYeCckas o/ JHopa3orad, pasmep 5. 8.3. Mewrok pezepeyapHslit osiHOpazoebrif, 2900 mi. 8.4,
Tpybxa kucnoponnas onHopasosas, 2.1 M. 8.5, MaxomMerp ¢ YTTIOBEIM KOHHEKTOPOM OIHOPA3OBLIH (IIpH
HeobxoaumMocTH). 8.6. Knanan nomoxurensHoro nasnenus Ha seigoxe (PEEP-ki1anan) ogropasossti, 0-10 oM
H,0; 0-20 cm H,O (npu neobxomimoctr). 8.7, Huseprep mia nprcoenuterus PEEP-knanana ogHopasossiid
(px HeobxogumocTH). 8.8. Boke it xpaHerus H niepenocku. 9. CHeTeMa NbIxaTe bHAA PEAHHMALIMOHHAS
omHOopasoras TOPMED-550B merckas, B coctase: 9.1. Memok aprxarensuslit IIBX 0/iHOpa3oBbli ¢ x1ananoM
orpaHideHHs JasneHud, 550 mi. 9.2. Macka aHecTe3HonorH4ecKas 0HOpa3osas, pasmMep 3. 9.3. Memok
pe3epByapHBIR oHopazosslit, 2900 mi. 9.4. Tpy&xa kucaopoHad oxHopasosad, 2.1 M. 9.5. MaHomerp ¢
YTJIOBBIM KOHHEKTOPOM 0JHOpa3osblH (npu Heobxoarmoctn). 9.6, KianaH [ONOKHTENLHOTO JaRISHHA Ha
srinoxe (PEEP-kianan) omguopaszossii, 0-10 em HO; 0-20 oM H,O (npu HeobxompmoctH). 9.7. upeprep A51s
npucoenuuenis PEEP-kianaHa ogHopasosslit (npu seobxomumMoctH). 9.8. Boke a1 XpaHeHHs H [TePeHOCKHM.
10. CHcTeMa ApIXaTenbHas peaHHMalHoHas onHopasosas TOPMED-350B neonaransHas, B cocrase: 10.1.
Meuok ferxarensHbii [IBX oqHopasossiil ¢ KiariaHoM orpaHndenus aaenesns, 350 min. 10.2. Macka
AHECTE3NONOTHYECKas oaHopasoBas, pasMep 0 unu 1. 10.3. Melliox pesepByapusli oqnopa3orstid, 810 M. 10.4.
Tpybka xucnoponuas omHopasosas, 2.1 M. 10.5. MaHoMeTp ¢ YITIOBEIM KOHHEKTOPOM 0ZHOPA30BEIH (11pM
HeobxomamMocTH). 10.6. Kianan nonokuTeIsHOTC Jasnedus Ha sruoxe (PEEP-knaran) ogropasoreif, 0-10 cm
H,0; 0-20 em H,O (npu Heobxomumoctn). 10.7. Huseprep s npucoequrenus PEEP-knanana oqHopazoBelit
(mpn neobxomumMocty). 10.8. Boke s XpaHeH s M N1ePCHOCKH _

(HaMMeHOBaHHe, THII, MapKa IPOTY KUK, HA KOTOPYIO PACTIPOCTPAHSETCA ACKNADALIHA,
Cepuifmsid primyck, Kon OKTTJ] 2 32.50.21.122, Koa TH B3] 9019200000 -

CBEJICHHS O CEpHiHOM BBITYCKS MK NIAPTHH {HOMED Iaprud, HOMEpa W3e/Hii, PeKBHIUTEL 10T0BOpa (KOHTpaKTa), HaktagHas, koa OK
005-93 1 (ww) TH B2 TC pnu OK 002-93 (OKYH)

MaroropuTens: "OMummsHT SuTepnpais 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 (Kurait)

HAYMEHOBANHE H3rOTORBHTEISL, CTPaNbl ¥ T.1L))
cooTeercTBYeT Tpeboramuam IOCT P 50444-92 Pasgenn: 3, 4; TOCT [SO 10993-1-2011; TOCT ISO 10993-
10-2011; TOCT ISO 10993-11-2011; FOCT P 52770-2016.

(0003HAYEHHE HOPMATHBHBIL JIOKYMEHTOR, COOTBETCTBHE XOTOPBIM TIOATBERRICHO IAHHOMN AeK1APAIME, ¢ YKA2AHHEM ITyHKTOR 3THX
HOPMATHBHEIX JOKYMEHTOB, €0ASPXALINX TPeOOBARKA AN JAHKOH NIPOIY KUK )

Hexapallia NpuHATA HA OCHOBAHMH: PermcrpallHoHHOTo yaocrosepeida Ne P3H 2019/8730 or 05.08.2019
roja, seifaHHoro QernepankHol cmyxboH no Haglopy B chepe 3mpapooxpanenms (PocaipaBHanzop),
Ceprudrkara cHcTeMbl MeHepxMeHTa KadecTBa No ARES/TW/I2009084M ot 23.09.2020 prinanHoro ARES
INTERNATIONAL CERTIFICATION CO., LTD.

(vHdOpMALINS O AOKYMENTaX, SBILIKOLIMNCR OCHOBAHUCM [UTA IPUHATHA DeK1apariyu}
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