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BBEEHUE
HacToAwwmit LOKYMeHT npeaHa3HayeH Ans u3yyenus M 0becneyeHns NpaBuabHON KCNYaTaLmMm LWKTa CIMHANBHO-
ro ummobunuzaumonHoro YXH-1A6A no TY 32.50.50-014-52777873-2014 (nanee no Tekcry — wuT), npon3Bo-
Acrea 000 «<MELNNIAHT» (Poccus).
B aHHOM floKyMeHTe NoApO6HO M3N0XKeHBI TEXHUYECKME XapaKTePUCTUKK, CBEAEHMS 00 YCTPOICTBE M NpUHLMNe
paboTbl WuTa.
Ucnonb3oBaHue U3nenuii 1o 03HaKOMNEHUS C HACTOALLMM PYKOBOACTBOM MO 3KCMAyaTaLymy COBMELLEHHBIM C nac-
nopTOM He aonyckaetcs!

1. HASHAYEHUE W OBNIACTb MPUMEHEHWA

1.1 lLluT cnuHanbHbli uMMoBUAK3aLMOHHbIA YXH-1A6A npesHasHaueH ans MMMOOUAN3aLIMM U TPAHCMOPTUPOBKY
MALMEHTOB C TPaBMaMM BEPXHUX M HUKHMX KOHEYHOCTEN, TPAaBMAMM CMIMHbI U LUEHHOTO OTAENA NO3BOHOYHMKA.
1.2.06nacTb NpUMeHeHMS WKTa: TPABMATONOMMS, YK CKOPON MEAMLMHCKO NOMOLLM, BOEHHAS M SKCTpeMaib-
Hast MeMLMHA, YYPEXOEHMS 30PABOOXPAHEHHS, 3APABMYHKTL.

1.3.YcnoBus npuMeHeHus: NoneBble YUI0BMS, Ha MY, B ie4e6HbIX 1 NeyebHO-NpodUnaKTUIeCKUX MeAULMHCKMX
YUPEXEHMSX, NePenBUKHbIX KOMMNIEKCAX, aBBTOMOOUNAX MEAULIMHCKOM MOMOLLM.

2. 0CHOBHbIE TEXHUYECKUE XAPAKTEPUCTUKHU

2.1.TabapuTHble pa3mepsl wuta 6e3 ynakoBku: 183040 x 45050 x 50£10 mm.
[abapuTHbIE pa3Mepbl peMeHHOM CMCTEMbI B CI0XEHHOM Buze He 6onee: 550x85x90 mm.
[abapuTHble pa3mepbl peMeHHOI CUCTEMbI LOMKHbI ObiTb He MeHee: 1650x1000 mm.
LUnpuHa pemHeit pemeHHOM cucteMbl: 50£10 MM,

2.2.Macca WwuTa He bonee 7,5 Kr.

Macca pemeHHo cuctembl He bonee 0,5 kr.

2.3.CpenHuid cpok CnyxBbl — He MeHee 5 neT.

2.4.Bup knumatnyeckoro ucnontenms: Y1.1.

2.5.Ycnous akcnnyaraumu:

-Temneparypa oKpyxatolero Bo3gyxa o1-40 no +40°C;
-OTHOCUTENbHAS BAAXKHOCTb OKpYXatoLero Bo3ayxa fo 98% npu temneparype 25 °C.

3. KOMIUIEKT MOCTABKH
KomnnekT noctaBKku LOMKEH COOTBETCTBOBATb YKa3aHHOMY B Tabnmue.
Nen/n HaumeHoBaHue Mpoussoautennb Kon-Bo.
1 LU cnuHanbHblii MMOBUAM3aLMOHHBIH YXH-1A6A Zhagjiagang Xiehe Medical 1
Apparatus &Instruments Co., Kuraii

2 PemeHHas cucTeMa ans GuKCaLMmM NaLmeHTa Ha Wwute 000 «MEANNAHT» 1
CnuHanbHoM PC-01

3 PyKoBOACTBO N0 3KCMAYaTaLMK COBMELLEHHOE C 000 «MEANNAHT» 1
nacnopTom
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12.TAPAHTWUWX NPOU3BOAUTENS
12.1.TapaHTuiiHbIA CpoK Cyx6bl 12 MecaLeB co AHS NPOAIKM.
[apaHTHiHbIi CPOK XpaHeH!S 36 MeCALIeB CO IHS U3rOTOB/IEHMS.
12.2.TapaHTUM He PacnpoCTPaHAIOTCS HA NOBPEXAEHHS, BbI3BaHHbIE HEOPEXHbIM XPAHEHWEM, TPAHCMOPTUPOBAHMEM
W 3KCNNyaTaumeit unenms.
12.3. [apaHTHitHble TpebOBaHKS pPeanu3yoTcs NPy NPebSBNEHUM HACTOSILLEr0 OKYMEHTA, KOMMiA TOBApHOW HaknaA-
HO, C4eTa-(hakTypbl, akTa NpUEMKM NPOAYKLMM MO KAYECTBY M aKTa O CKPbITBIX HEROCTaTKax. [ng peanuaumm ra-
PaHTUIiHbIX TPeO0BaHMIA CeflyeT HAaNpaBUTb MPETEH3MHO C NPUNOXEHMEM BbiLLEYKa3aHHbIX AOKYMEHTOB. B ciyuae npu-
3HaHMs 060CHOBAHHOCTW MPETeH3MN KOMNeHcaLus ByAeT oCylecTBAEHa COMAcHO YUI0BUSIM A0TOBOPA M AeMCTBYI0-
Lero 3aKoHopaTenbCTea PO.
12.4. B cyyae Hecobnrofenmns notpebutenem npasui KCMAyaTaLyum, M3NOXEHHBIX B HACTOSILLEM PYKOBOACTBE, NO-
B/eKLLero 3a 060 HebnaronpusTHble nocnencTaus ans nauuenta, U3rOTOBUTE/b OTBETCTBEHHOCTM HE HECET!
12.5. Peknamaumu HanpaBnsSTb HA afipec NPOU3BOANTENS.

13. KOHTAKTHA MIHOOPMALIUA NPOU3BOOUTENS
000 «MELNJIAHT»
Anpec: 109316, . Mockea, Bonrorpaackmii np-KT, 8,42, kopn.5, 31. 2, nom. |, kom. 296-318
Tenedon: 8 (495) 223-6016
e-mail: medplant@medplant.ru

14. CBUDETENBCTBO O NPUEMKE
LLnT cnmHanbHbIi uMMoBMAM3aLMOHHbIA YXH-1A6A (apt.1299) u3roToBneH v NpUHAT B COOTBETCTBUM C 0DS13aTeNbHbI-
MU TpeBOBaHMSMMU rOCYapPCTBEHHbIX CTaHAAPTOB, AEMCTBYIOLLEN TEXHUUYECKOM JOKYMEHTaLMel, HOpMaTUBHOTO [OKY-
MeHTa TY 32.50.50-014-52777873-2014 v npu3HaH rOAHbIM A1 3KCIyaTaLmu.

N2 naptuu:
[lara Bbinycka: [lata npogaw:
LLiramn OTK: Moanucb npofasua:
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7.NPABWJIA PABOTbI U NPEAOCTOPOXHOCTHU
7.1. LLuT npenHasHayeH Ans MCNONb30BaHUS KBATU(ULMPOBAHHBIMU CeLMANMCTaMK, IMBO CMeLanbHo 00y4eHHbIM
NepcoHanoMm.
7.2.Tlepen Hayanom paboTbl €O LYMTOM BHUMATENBHO NPOYTUTE PYKOBOACTBO MO KCMYaTaLMK COBMELLEHHOE C Nac-
NOPTOM M3LENUS.
7.3.Mpv nepeHoCKe NaLmMeHTa Ha CNMHA/BHOM LuyTe yoeauTech B TOM, 4TO (UKCATOPbI HAZEKHO 3aKpereHbl, a peMH
MpUCTErHyTbl 415 6e30NaCHOCTM NOCTPAAABLLETO.
74.Tpv nepeHocke byzbTe OCTOPOXHbI C TeM, 4TODbI KT He NepeBepHYNCS.
7.5 Mpy TpaHCNOpTUPOBKe LuyTa 1 paboTe ¢ HUM u3beraliTe pe3kuX yaapoB, KOTOPble MOTYT MPUBECTM K NONOMKE 3Ne-
MEHTOB LUMTA.
7.6. B cnyyae 3arpasHeHms LmTa  peMeHHoi cucTeMbl HeobXoAMMo 06paboTaTb X pacTBOPOM «XNOPreKCUaMHY Ui
«MMpamMUCTUHY, Uk 3%-HbIM PacTBOPOM Nepekuci BOROPOAA C AobaBneHneM MOLLEro cpeacTsa Tuna «/lotoc» (o
MY 287-113).

BHUMAHME! O6pa6oTka cnupTocoaepaLyMMm pacTBOPaMM U TEPMUYECKUM COCOGOM (KMNSueHue, aBTOKMaBU-
pOBaHMe U T.N.) He JOMYCKATCA.
TMocne ae3uH(EeKLM LWUT M peMHU He0OX0AUMO TILATE/IHO NPOCYLUMTD.

7.7. XpaHuTb, TPAHCTOPTMPOBATb W IKCMYaTUPOBATb LT CEAYET BLANM OT UCTOYHMKOB SHEPIUM, Batapeit 1 roproumnx
BeLLeCTB.

3ANPELLAETCS:

- JKCMAYaTUPOBATH LUMT C BULMMbIMM iecheKTaMM, a TakKe C HapyLLEHWSIMU CTPYKTYPbl MaTEPUanoB.

-Mcnonb30BaTb WHT HE N0 Ha3HAYeHMIo.

8. MPOTUBOMOKA3AHUA

MpOTMBONOKA3aHWA MPY MPaBUIBHOM NPUMEHEHWM LLWTA OTCYTCTBYHOT.

9. MOBOYHbIE AEACTBUA

npOﬁOquIEAeVIUBMH Npy NpaBUIbHOM NPUMEHEHNM LLIMTA OTCYTCTBYHOT.

10. TPAHCMOPTUPOBAHUE U IJIUTENIbHOE XPAHEHUE
10.1. TpaHCnopTMpOBaHMe LUMTOB MOKET IPOU3BOAUTLCS BCEMU BULAMM TPAHCMOPTHbIX CPELCTB B COOTBETCTBUM C Npa-
BUMIAMM NEPEBO3KY FPY30B, AEMCTBYHOLLMMM HA KKIOM BULE TPAHCMOpPTa.
10.2. LLLuTbI MOTYT XPaHUTLCS Ha CKNAAX WM APYIX 3aKPbITbIX MOMELLEHMSX NpY TeMnepaType Bo3gyxa ot +5 no +40 °C.

11. YKA3AHWA MO YTUIU3ALIUK

11.1. LLIuT OTHOCHTCS K MEAMLIMHCKMM OTXOZaM Knacca «A. OH yTunu3upyeTcs craHZapTHbIM cnocobom cornacHo CaH-
MuH 2.1.7.2790-10 ¢ npensapuTensHoit AesuHbekumen no MY-287-113.
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4.YCTPOWCTBO U MPUHLMN AEACTBUSA

4.1.YcrpolicTBo WmTa npenctasneHo Ha Puc. 1m Puc. 2.
4.2. Ly (1) BoINONHEH B BUAE AOCKM M3 NOAM3TUNEHA C 0TBePCTMSIMM (3). OTBEPCTMS MCMONB3YHOTCS KaK pyuKu Ais ne-
PEHOCKY LUKTA, a TaKoKe C MOMOLLBIO HUX M PEMEHHOM cucTeMbl (2) obecneunBaeTcs uKcaLms nauvmeHTa Ha wwe. Pe-
MEHHa$ CUCTeM, BXOASLLAS B KOMMIEKT LT, COCTOMT U3 LIEHTPaNbHOrO PEMHS M IPUKPENAEHHDIX K HEMY 5-TW NapHbIX
pemHeit. KpaitHue peMHM NpULLKTbI K LEHTPaNbHOMY PEMHEO CTTUYECKH, TPM PEMHS PaCTONOXeHHbIX NOCEPEAMHE MO-
TyT nepeMeLLaTbCs BLOb LIEHTPAIbHOTO PEMHS 11 BO3MOXHOCTU (MKCaLMM MaLMEHTOB 10600 TeNoCIOKEHMS.
[Ing nMmobMAK3aLMKM nauyeHTa C TPaBMaMM CMHbI U LUEIHOMO OTAENA NO3BOHOUYHMKA LUMT UCMIONb3YEeTCS COBMECTHO C
(WKCaTopOM ronoBbI CKNaAHbIM MMOGMAK3aLIMoHHbIM DTC-01-«MepnnanT» (4).
@ - \ - g1- LLwT cnuHanbHbiil YXH-1A6A R

1 . _ I.-’ 2 - PemenHas cucteMa Ang dukcauwm nauventa PCG-01
\ I, I,r’ I,-' 3 - OTBepcTUA A5l NEPeHOCKM LuyTa U D1KCaLm naumeHTa

- J

e 2
4 - Oukcarop ronosbl OrC-01-MeannaHm

@ )

Puc. 2 LT ciuHanbHblin MMOGUAM3aLmMoHHbI YXH-1A6A
B chope ¢ hMKcaTopoM ronoBbl CknasHbiM MMOGUAKM3aLMOHHbIM DIC-01-«MeannaHT.

(OuKcaTop ronoBbl M3rOTaBAMBAETCS W3 CledylowwmX MaTepuanos: nonvoneduHosble auctsl MHA, (TY 2246-006-
33513246-2008) npoussoactBa 000 «/TADA-IUCT», (Poccus); newta TekctwnbHas 100% nmoaumponuned
npou3gozctea OAO «/lentay, (Poccus); nenta TekctunbHas 100% nonuadmp npoussopctea 000 «Komnanus Jlexta
Texc, (Poccus); koHTaKTHas nenTa (nonmammug PA 6 ¢ nonuypeTaHoBbiM nokpbiTem PU (latex free)) npoussoactea
Alfatex, (benbrus); nonnacrep HPE npoussoactea Due Emme S/i/L, (Mranms); Isolon 300 u/wnm Isolon 500 (TY 2244-
037-00203476-2012 nponssoactea OAQ «MxeBckuit 3aBog, nnactmace», (Poccusi)); noamonedmtosbiit anct M (TY
2246-006-33513246-2008) nponssoactea 000 «/TADA-NIUCT», (Poccus); 100% nonunponmunen (TY 2246-001-
55136264-2006, npoussoactea 000 «CIM KOMIJIEKTs, (Poccust)); BUHT NAacTUKOBbIA NEPBUYHbIA nonunponuneH PP
HO030 GP (TY 2211-103-70353562-2010 npoussoacta 000 «Tobonbck-Hedirexumy, (Poccus)); neHTa KoHTaKTHas
100% nomvamun, no TOCT 30019.1-93 npoussoactea OAQ «JlenTan, (benapyco); nexta pemeHHas 100%
nonvnponuned npoussoacta 000 «AMA, (Poccus).
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5. OT/IMYUTEJIbHBIE OCOBEHHOCTU LLUTA

« LLIuT M3roTOBNEH M3 BbICOKONPOYHOTO OKPALLEHHOrO NOM3TUNEH], 6e3 MPUMECEN, He COEePXKUT NaTeKca;

* KoHCTpyKLms pyyex, NPUNOAHSTbIX OTHOCUTENbHO OCHOBAHMS, NO3BONSIET IETKO NOAHMMATD LUWT C NOCTPaAaBLUMM C M0-
BEPXHOCTH;

« bnarogaps nnay4ecTy Wyra, ero MoHO UCMOb30BaTh NPY CMacaTelbHbIX Onepauysx Ha BOZE;

« bonbLuoe KOAMYECTBO OTBEPCTUI Ha LLMTE NO3BOASET ObICTPO M YAO06HO C MOMOLLbIO PEMEHHOI CUCTEMBI, 3aMKCMPO-
BaTb NOCTPaAaBLLEro t06Oro TeNoUIOKEHMS;

« [loctatouHo 6onbLUMe pa3Mepbl OTBEPCTHIA NO3BOASIOT pabOoTaTb CeLMAMCTaM AAKe B MAOTHbIX NepyaTkax;

* Matepwansl 13aenus AoMyCKkaloT MHOTOKpaTHYH0 CaHoBPabOTKY v XuMmyeckyio fieanHdekumto 6e3 n3mMeHeHns BHeLL-
Hero BifIa, M MPOYHOCTU U3AeNus;

o LLIuT MOXeT yKnaabIBaTbCs Ha MEOULIMHCKWE HOCUAIKM, UCMONB30BATHCS COBMECTHO C MaTpaLleM BaKyyMHbIM MM UC-
M0/b30BaTHCA CAMOCTOSTENBHO;

* LLuT CNMHaNbHBI HEMArHUTHBIA W PeHTTEHNPO3payHbIiA, 4TO 0becneynBaeT peHTreHoBCKie 06cnenoBaHus U MPT 6e3
nepekafblBaHNs NaLMeHTa;

* [lononHuTeNbHOE OTBEPCTME B LUMTE HA YPOBHE HUKHUX KOHEYHOCTEN MaLMeHTa NO3BONSET AONOMHUTENbHYIO Pa3-
[IenbHY0 MMMOBUIM3aLMI0 MU nepenoMax beapa 1 ronexu.

6. MOPAAOK PABOTbI

6.1. CHUMKTE O LWTa TPAHCMOPTUPOBOYHYHO YNAKOBKY.
6.2.poBepbTe BHELLHWIA BUA, 1 KOMMNEKTALMIO LKTa. Ha OBEPXHOCTM He OMKHO ObITb MEXaHUYECKUX MOBPEXAEHH,
3arPSI3HEHMIA,  TakKe HapYLUEHMT CTPYKTYPbI MaTepHasos.

BHWUMAHMUE! lMpumeHeHe HencnpaBHOTO U3AEMA HEe AOMYCKAETCs.

6.3.py1 NoK03peHuM Ha CMUHABHYHO TPABMY LMT HEOOXOAMMO UC-
M0/b30BaTh B KOMMIEKTE C MKCATOPOM FO0BbI CKNIaAHBIM UMMO-
ounmsaumonHbiM OIC-01-«MepnnanT. Mpu Npoumx TpaBMax no
PELLEHMHO CMeLManmCTa, NPOBOASLLETO UMMOBMAM3ALMIO NaLyeH-
Ta, €€ MOXHO MPOBOANTS He NpUMeHAA (uKcaTop ronosl. B Takom
cyyae UKCaLMs NaumMeHTa Ha LWuTe NPOM3BOAMTCS TOMBKO C MO-
MOLLbIO peMeHHO cucTeMmbl. Ipu ucnons3oBaHum ukcatopa rono-
Bbl 3apaHee NpouwTaliTe ero pykoBOACTBO MO IKCMTyaTaLMM.

6.4. 3admKCupyiTe Ha LwyTe 0CHOBaHMe huKcaTopa rofoBbl (B COOT-
BETCTBMM C €r0 PyKOBOACTBOM MO 3KCTyaTaL).

6.5. Mpn HeobxoanMMoCTH 3adMKCUpyHTe WeliHbIA oTAeN No3Bo-
HOYHMKA NaLMeHTa BOPOTHMKOBO LUMHOVA.

6.6. MozHMMMTE BONBHOTO M OCTOPOXKHO NEPENOKMTE €10 Ha LT,
370 HeobX0AMMO CAENaThb B OAMH NpUeM Npu noMoLLy 3-5 yenosek. ECM LeiHblit 0Taen npeaBapuTeNnbHo He Obin 3a-
(MKCMPOBaH, HE0bX0AMMO (MKCUPOBATb FONI0BY NOCTPAAABLLENO PyKaMy C YMopoM Ha nneun. CneuTe, 4Tobbl HOMW 1
KOCTM Ta3a NaLyeHTa 0CTaBaMCh B OHOM NMOJIOXEHUM MO OTHOLLEHMWHO K TOPCY.

4 N

OcHoBaHue ¢MKC3T0pa 3aKpenneHHoE Ha Wwute

BHUMAHMUE! HeoctopokHoe nepeknaapbiBaHue NauueHTa MOXKET NPUBECTU K AONONHUTENbHBIM TPaBMaM.
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6.7. Pacnonoxute naumeHTa Ha Lwwte poBHo no LieHTpy. Mpu pocte naumenta 6onee 190 cM. fonyckaeTcs ceucaHme
CTyNHeli NaLyMenTa 3a Kpail LWwTa, rofioa CBUCaTb He OIKHA. [0/10Ba LOMKHA HAXOAMTbCS MOCEPEMHE OCHOBAHMS
(KcaTopa ronoBbI Ha INACTUUHOI BCTaBKe.  ~ ~ ~
6.8. YcraHouTe HoKoBble onopbl uKcaTo- OtBepcrie 1 yxa nauvenTa
pa 10108kl C [1BYX CTOPOH OT FO/I0BbI NaLy- = W
€HTa, TaK uTobbl HOKOBbIE OMOPbI MAOTHO oS "
MpUneranm K rofioBe naupeHTa, 1 3adukcu-
pyiiTe MX Ha OCHOBaHMM ¢mMKcaTopa C no-
MOLLLbIO 3aCTEXKM «BENbKPO». CneauTe uTo-
6bl yLUM NaLMeHTa pacnonaranuc B oTBep-
CTvsiX HOKOBBIX OMOp.

6.9. 3admkcupyitTe 106 M NoAOOPOAOK NaLK- (Konbuo 3acrexka A QuiKeupyroLLme pemHm
€HTa C NOMOLLSI0 UKCHPYIOLLYX PeMHe, ;;lé;rgﬂguoro «Benbkpo» £nq nba v nosbopozka
[lng 3toro HeobxoamMo NpoaeTb GuKcupy-

lolwmii peMeHb Ans n6a M noabopozka ye-
pe3 KoMbLO TEKCTUIBHOTO Kpenexa w 3a-
KpenuTb C MOMOLLbI 3aCTEXKM «Be-
JIbKPOY.

6.10. 3admKcupyiTe naLMeHTa Ha LwuTe ¢
MOMOLLbBK) PEMEHHON CUCTEMBI, NPOLEBAS
PEMHM Yepe3 OTBEPCTUS B LUMTE, U 3aTeM
(GUKCMPYS UX C MOMOLLBIO 3aCTEXKM «Be-
JIbKPOY.

He 3aTaruBaitte peMHu CMLIKOM CUIbHO ~
3T0 MOXET MPUBECTU K COABNEHMIO KOHEY-
HOCTV 1 06Pa30BaHMI0 NpONeXHeli.
Cmiwkom cnabas GUKCaLuMs He AaCT HYKHO-
ro 3pdexra MmMobMAn3aLmm.

6.11. OcTopoHO nepeHecuTe NoCTpadaB-
Lero.

\

/<

3acTexka «Benbkpo»

BHUMAHME! He nepeHocuTe naumeHTa Ha
LMTe, €UTM OH He NPUCTErHYT peMeHHO
CUCTEMOA.

6.12. Mocne npumeHenmns npu Heobxoam-
MOCTM NPOAE3MHOULMPYHATE LUMT U peMeH-
Hyt0 cUCTEMY.

6.13. [lononHutenbHas MHGOpMaLyMa: TpaHCMOPTMPOBKA HOLHOO C TPaBMOIA B LUEAHOM OTAE/E NO3BOHOYHUKA AON-
YKHa OCYLLECTBASTLCS B NONOXEHUN Ha CuHe. [Tpy TpaBMe rpyaHOro UK NOSCHUYHOTO OTZeNa 06bIYHOE NONOKEHHE N0-
CTPafaBLLEro — Ha CMWHE, MO NMOKa3aHWSIM — BO3MOXKHA TPaHCMOPTUPOBKA Ha uBoTe. Bo M3bexaHue CMeLLeHms oTIoM-
KOB MO3BOHKOB Y LLONO/HUTENHOTO NOBPEXIEHNS CMIMHHOTO MO3ra He C1efyeT TPAHCMOPTUPOBATb HONLHOIO B NONO-
KeHUM Ha Boky.



