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[Tpeaycionme

I PASIPABOTAH BeepoccHicKHM HaydHO-HCCICAOBATE TLCKHM H HCMMETATENLHEIM HMHCTHTYTOM
seaHurHckod Texnukn (BHHUHHMT)

BHECEH TexupueckHs KOMHETETOM Mo cTavaapriiaund TR «Meauupnckie npudopsl 1 anna-
[RET Ll

2 MPHHAT W BBEIEH B AEWCTBHE Mocranommennest Foccranmapra Poceun ot 29 nexalpa
1999 r. Mo &00-cT

3 Hacrosmwuit cravaapT npeicragageT cobDol ayTeEHTHUHEH TeKCT MEeRIVHAPOIHOro CTaHIapTa
HMCO 10555-3—96 «KareTephl BHYTPHCOCVIKCTLE CTEPHILHEE CIHOKPATHOTO NpHMeHedus. Yacts 3.
KateTephl BeHOIHEE BEHTPLTLHEIES

4 BBEAEH BITEPBHIE

i MINK HMaaarenwctio cTangapros, 2000

HacTosmmil cranaapt He Moser ObITE: OoHOCTLG HAN YACTHYHO BOCTPOWARENEH, THPAKHPOLAH |
PACTIPOCTPAHEH B KAYSCTRE ofMIIMANBHOTD Winauud Gea paipemenna [occranaapra Poccun
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Beeaenne

HacTos il cTalIapT ARIASTCH NPaMBIM TPHMEHZHHEM MeIvHapoaHoro cTanaapra MO0 10535-
396 «Karertephl BHYTPHCOCYIMCTHIE, CTEPMNLHLE, OIHOKPpATHOTO NpHMedcHdd. Yacts 3. Kavetepu
BEHOZHEE UeHTPATLHEE:, noaroTowieniore Texuudeckus kosureTon HMOCO/TK 84 «Mennunuckne
ILITTPHLEL W HTARL 20T HHREKLH .

KowMnmeke cTAaNIapTon ol o0UIHM HassariHes « KateTephl BHYTPHCOCYANCTEIE CTEPHALHER OIHO-
KPaTHOro NpUMEHSHNS» COCTOMT HI TETH YacTeil:

= YACTh | — obiMe TeXHH4YeCcKue TPesOBaHa:

- HACTh 2 — KATETERL AHIHOIPafHYeckHe;

= YACTL 3 — KATETEPH BEHOIHBE HEHTPATLHEE,

= YACTh 4 — KaTeTepsl ATA HANTOHHOTD PACHIAPEHHA]

= YACTE 3 — KaTeTepl nepHdiepHueckie ¢ BHYTPeHHEeR HITIDMH.
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FTOCYAAPCTBEHHBHA CTAHJAPT POCCHUHCKOW GDEIEPAILLMH

BATETEPBI BH¥TPHCOCY IHCTBIE CTEPHJIbBHBIE
OIHOKPATHOI) IIPHMEHEHHA

Yacre 3

KaTeTephl BEnoIHbe LenTpatkiLe

Sterbe, sinple-use intravascular catheters.
Pari 3 Centmal venous catheters

Jary seegeana 2H1—01—01

1 ObaacTs npHMEHEHHA

Hacrosmmii CTAHIaPT YCTAaHARTHBAET ohume TWﬁL‘IHE’IHHH K CTEPHILHIAM BEHOIHLIM LEHTPRET L LM
KATeTepaM (EATee — KATETEPR), NPefiasHaveHHLM U O0HOKPATHOTO TIPHAMEHEHH.

Mpumeswanue — TpefoRannn K SOMOTHATIEHE YOTPOHCTEIM, HCTHUNIEEYEM M COBMECTHD © BHYTPHCO-
CYIHCTRIMM KATETEpasi, npueciess 8 crangapre HOO 11070 [1].

T]E‘EICIHFIHI.!H HACTOHILEND CTAHIAPTI ARIAIOTCH PeEOMEHIVEMBIMM.

2 HopmaTHBHBbIE CChLIKH

B nactosmes cTAaHIAPTE HCNOILIORAHE CCLUTKH HA CTe yHe CTaHIapTEL:

FMOCT P HOCO 10535351 =99 KaTtetepll BHYTPHCOCYIMCTRE CTEPpWILHBE OIHOKPATHOID NPHMEeHE-
HEA. Yacts 1. Odwme Tpebopasms

HMCO 304-1—86% Jetann coeduHHTEIBHEE © KonycHooTeo 6 % (lioopa) amsm wnpuoen, wra
APYTOro MedHuHHckorn ofopyaosauua. Yacte 1. Obwue Tpeliosanna

3 Onpenenenns

B wacTodle™ CTAaRIapTe  HCOOOLIVIOTCA  TepMHHE W ONPeJeneHHdA, TPHBSIEHHBE B
FOCT P MCO 103551, a rake coeayoiie:

3] waTeTep BeN0INBE HENTPANLHBIL BUyYTPHOOCVIMCTRI KaTeTep, o0io- HAH MHOMOKIHATBHLHL,
MPpeiHAIHAYeHHEL 118 BRCASHMHS B COCV MALNSHTA WM LN8 VIANSHHS RHIKOCTH H3 CHCTeMB IEHTRLL-
HOH BeHE, H/WTH UIH HIMepeHN arleHHA Aubo IpyTHX NoKasaTened.

It PHMEHEHHWC — KHT‘L“'I’CP MORET DRITE OCHALIEH CHOTEMO IZIIII.IILL'HIJ.I.'IH.

4 Tpebosanua

4.1 Odmue nosKenHs

Karetephl J0MKHL COOTRETCTBOBATS Tpebomanmwam [OCT P MCO 105551, ucrmouas yYClinHe Ha
paspbia (e, 4.5 FTOCT P HOO [0355. 1), TpeGoBaHa K YCHIIHED Ha PAIPEE NPHBEIEHE 6§ 4.7 HACTOHEro
CTANIapTA.

4.2 PesTrenokouTPac THOC TS

KateTephl JOEHEL DETL PeHTrREHOKOHTPECTHEMH.

I'l PHMESAHHALE — K MOMEHTY [I}'E}IHRHEII!H HACTOHILS I CTAHAART CHIE HE YTBOQEISH METOT OIMPCIcIcH A
NOFEAHETEIH DEHTICTHORGHTPACTHOCTH. ﬂ_l::l YTECPEICHMHA FTOM METOA HEIPDTOBHTCIE MOECT MADKHPORIT: HLUIEEHEC

HUIMHCERY «PCHTTCHOHET POSR H fie. Taxas MAPEMDOEEI J0CTEHR OEITE MOATREEIECH A HH'I.IK:IP!'.IH LEH O CONTEETCT-
BYHOLLEN METOIS OPCIERCHNA PEHTICHOHEITPOIDEYMHOCTRH .

* Mexaynapoaniin cranaapr — o BHHHKH Tocerangapra Poccun.

Hapanme odmunaisnoe
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4.3 Kondurypauns HaKoHeqHEKA

HakoHeHHE DHCTANRHOND KOHLUA JUEEeH DLITE MIATZKHM, BAKPVITSHHLIM, KOUYCOODPaIHEM I
obpadoTan Tak, 4Tobk CRSCTH K MEHHMYMY BOIMOKHOCTE TPABMUPOREIHHS COCVIOR NPH HCMOILIORAHEK
KaTeTepad.

4.4 PamMeTsa paccTosnni

Ecam karerep wMeeT paiMeTEY, TO PACCTOAHHE JBUEKHO DBITE VEA3AHO OT DUCTANEHOMD KOMLE.
PaccToaue Mesay OTMETEAMH He J0IKHD NPeBLIIaTs 3 oM,

I't PHEMEMAHWAE — HL‘ e KOMEHIYSTCRH CTABATE OTMCTEM Hil PAccTOdHEH | cwm APYT T apyira Ha TOH YACTH
ERTCICE, KOTOPHE HMCCT BRDKHOE IHOAYCHHE 08 IOARMBEITEOH, KOCLE O0H BBROIHT KATCTCR H HADAKKAET 30 ero
ITPOTEN R HACA,

4.5 MapHHpOBES KaRATOB

Ha kasmsfl Kapan MHOMKaHANLHOM0 KaTeTepa JomsHa OulTe HAMeCeHa COOTESTCTEYIOWAR MAPKH -
POBKA ANA obecneMe HHA HX HAeHTHDMKALHA.

4.6 CKOopocTh NOTOKL

IMpyu MCORTANAK COTTACHO TPHICHEHRI0 A CKOPOCTE NOTOKA LA M0H0re KaHdia A0AKH GThL OT
80 a0 125 % CcKOPOCTH, VEAZAHHON HITOTORHTENEM 00 KATETCPOR HOMHHATBHLIM HAPYRHEM THAMETROM
sieree 1,0 vy wd o1 90 50 15 % cxopocTH, YEA3aHHOH MITOTORMTENEM UM KATETEPOR HOMMHANLHEM
HAPYHHLM THaseTpomM 1,0 sy 1 Bosee.

4.7 YeuaHe na paiphis

4.7.1 Ipn vcnemanan cornacHo npuacxeddo. b TNOCT P MOCO 105355, ] karerepon © MATKHM
HAKOHEYHHEOM WIH ¢ HAKOHEYHHEKOM, HMEWLIHM IPYIyi0 KOHCTPYKUHIG, LIHHOH, 1 NpesLImamniei
21w, MHHHMATEHOS YCWIHE HA PaspLIB HAKOMeUHHKR O0TKHO COOTRETCTEOBATL NPHBERSHHOMY R
Tafnuie 1.

Tadauua 1 — MesumaisHe YOHIMA HA PAIpRE MATEEY HAKOHRCHHHEDE AMEHOR He Gonce 20

Hapmennmudi pnyrpennnil anaserp M nsinsE0E yoOlRERe Ha paupen,
TpvbKE KaTerepa, Mu H
= 0,55 u < (.75 3
20,75 n< 185 4
= |45 3

MUHHMATLHOS YCHIHE HA PAIPLIN LTH IPVTHY YACTEH YKASAHHLIY KATETEPOE J0THHO COOTHE TCTHORATE
veazannoMy B 4.5 [OCT P MCO 105551,

4.7.2 MUHMMATLHBE VCHAMS HA PAIPLIE 4YacTel KaTeTepon, He VEaRMHEX B 4.7.1, D0mEEL
COOTBETCTRORITE VEAzauHeM B 4.5 NOCT P HOO [05535.1.

4.8 Hudwopmanna, npelocTasiseMan HITOTORHTENEM

Hudopaauua, npegocTaENAeMan  HITOTOBHTEIEM. O0T&HA COOTBETCTRORATE  TReDOBAHMAM
MOCT P MCO 105551, a Takse BEIBOYATE CASTYVIOIES:

) OTHCANME CHCTEeME! DATMETKN, EC/IH KATETEDR WMEET PasMeTEY PAcCTOSHNA]

0) CKOpPOCTL MOTOKD LIS KOA0T0 KAHATE;

B) MAKCHMAILHEL AHAMETP HANPABHTENA TIPH HeodXOIHMOCTH,

r} NpeivnpesIedie 0 HeIonyCTHMOCTH HINTeYeHN KATETepa Yepes HIMy ANA BEEIeHHS KaTeTepa.

I't pPHEMEMAHWAE — EH.IIHHI[H HAMOPCHMA, HE YEDEIHHERE B HACTOSLNEM CTRHJTE, JHHIVOEACTCH HCIO RAo-
BT KK JOMTOAHETE IR BIT .
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MPHIOAHEHHE A

(Ol T RO )

Onpegenense CEOPOCTH NOTOKA BOIL YEPET KATETER

Al OCHOBHGT NOIOHKEHAD

Konprectao pruikl, npeesaomeii Saepes KaTeTep B COHHELY BREMEHH, (IPSIeidinT BOTKOMETPHECK UM HITH
FPERHMETPHYECKNY M0N0,

A2 Peakmme

AHCTINAHPOBAHHAH WK 1EWOHKIHOBAHHLA BOIE,

ALY DGopymoma s

A Pesepuayap DoCTONHHEOID  YPOBRHE, OCHASHHEI
TRYOROH L8 NO0Maus Boak W PHTRHIOM © O % HEIM KOHVCOM
Jeapa ¢ HapyxHoi peasdoli 8 coomaerctenn ¢ HOCO 594-1.
CNOCOBHEI OBECIEYMEATE CROPOCTE notoka (5354351 sea/mmH,
CONM HCTIETYEMELN KETCTER HE NOICOSIMHEH K YOTPORCTEY L
OIPENCTEHHA  TOTOKD BOAL SEped KATerep, H ODaaEo
riapocTarideckis. gaanenmess [ 1003ES) mm.

Cresa yorpoicTE npUBcIeHs Ha proyHxe ALl

A2 ObopyioBasue s cBOpa o ONPeAcie s MAacch
WM OEBEME KIIKOCTH, BETSKARNUEH 03 KETETER. © TOMHOCTRE

g npeaciax =1 9. 'B
ASS Cekynaomep L% RIMEPEHMA BPEMEHN CDOpa #ie- T
KOUTH.
Ad Meton menwTanns
A4l Peaepivap NOCTORHHOTD YPORHN JAN0 AT BOI0H, - =

Hseoweil resmeparypy (2242 “C. Henemvesuii xaretep Bomas-

AR B APMTHHE © B TB-Hum korycon Joapi © HapyRHoil peih-

B, 8
A4 2 Morox pouu mvckawT weped samerep. Cobupaor

BEFEKAHMIYHE BOAY B TEdeHE HECHPOBAHHOID TIEPHOLE BEEME -

Hi (He meree 30 o) B ococyn A cDOPA ARAKDETH HOONPeaEIHETT

g OEEM © IOMOULEEY HIMEPHTE LHOM COCYIE HIH Ty TEM BIRe- { o pesEpSNUR NOCTONMAGL FPOSHI D SRR
M BAHHA, CHWTLH, MT0 IVIOTHOCTE BOJE PABHIL I[!m }:I'IEIM';. PRI HAE MAN JEIOH A SHPTHRILH I BOga: 2 — mavek;
A43 ng Kasnoro KAHATE KATETEPS HCMLTAHMA o A4 1, F — e §— rpybea aaa nagans soas; 6 — srenr

o - T e ' T
A4 NPOBOIET TPI pas. o -mum Konyons JToopn © Hapy sl pe s

AS [-"1:3}'1|.r:ru HCORITAEAS RCHETVEMELE KateTep, & — cocva ann clopa/niMepe

,.!:L'IH BELEAOND KAHWNNA B HCIIHKNT CReEHES H.FI'H![.I.\IE'I.’I.I‘I'EE- e
KOS THAMCHHT TPEX IlJ-hIEPEHHi’I HOCRTHTREYT E10 CROPOCTEL MOTOHKA Pucyiok A | T
BIE EPREE KATETER, EII:I]'.IEIZ.-H.:!I[EIUIE B MHUTHIIATPAX B MHHYTY. ¥ y ¥CID A
to CNPCACTICHREN CROPHTH HOTORE BOS B MO
nﬂ.‘.l].-‘-l.i.‘”!-lli:ll.‘ CpraHeD H]:IH('JHL'TIIHCEK{H! FHAMCHHC CEOPOCTH Mo~ KATETEp

TOKA ORPYIHET 10 WEI0r 9.
Al Ormer ob nenpTaHEK
Orruer 00 BCHBITAHWH HHEEEH BIOHOYATE CIETYRILIVED s pM At
A) OMMESHAMEHHE KETeTepd;
) CPeiHNID CKOPOCTE NOTOR] BUAKKCTH G1H KARI0I KIHATE B MITUTTHTREY B MEHYTY.

MPHIOCKEHHE B

[enpapoaroe )
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