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MHCTPYKLUUA NO NPUMEHEHUIO MEOULIMHCKOI'O U3OENUA

«Ounanusatop cuHtetndecknn «ROSTOMED ®
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PernctpaunoHHoe yaocToBepeHme

Ne P3H 2020/12009 ot 27.05.2024r.

1. HAMMEHOBAHUE MEOUUWHCKOIO U3OENUA

Aunanuzatop cuHTeTn4yeckuin KROSTOMED®» no TY 32.50.13-001-31757103-2018, Hu3KkonoTouHbIN, mogenu: [1C-1.0L, ACP-10L, AC-1.2L, ACP-12L, AC-1.4L, ACP-14L, AC-1.6L, ACP-16L,
AC-1.8L, ACP-18L, AC-2.0L, ACP-20L, AC-2.2L, ACP-22L, IC-2.4L, ICP 24L.

2. COCTAB MEOVULMHCKOIO U3QENUA

[lnann3aTop COCTOUT U3 CUHTETUYECKOI NONU3PUPCynbGOHHON MeMBPaHbI, YCTaHOBIIEHHON B NNacTMAacCoBOM KOPMYCEe U repMETUHHO 3aKPbITON C MOMOLLbIO MOMNYPETaHOBOTO repMeTmka.
C TOPUOB KOpnyc Avanu3atopa 3akpbIT KpbILWKaMW KpacHOro, CUHEro Ui 3eneHoro uBeTta, nof KOTopbiMy pasMeLleHbl YNIOTHUTENbHbIE CUITMKOHOBLIE KOMbLa.

3. HABHAYEHUE MEOULMHCKOIO U3OENUA

[nanusaTop COCTOUT U3 CUHTETUYECKON NONMU3UPCYNbEMOHHON MeMOpPaHbI, YCTAHOBMNEHHO B NMAacTMacCOBOM KOPMyCe U FepMETUHHO 3aKpbITOM C MOMOLLbIO MONMypeTaHoBOro repmeTuka. C TopLoB
Kopnyc agnanusaTtopa 3akpbIT KPbILLUKaMU KpacHOro, CUHero nnn 3eneHoro ueeta, nog KoTopbiMu pasmelleHbl YNnoTHUTENbHbIE CUITMKOHOBBIE KOoMbua.

MokasaHus k NPUMEHEeHUIo: BHenoueyHoe ounLieHne KPOBW O4HOKPATHOrO NPpUMEHEHNs B XpOHMYECKOM remogunanumse, emo,qwanb(bmpaum, noyevyHas HeaoCTaTO4HOCTb.
an/IMeHeHVIE Avann3atopa AOMMKHO OCYLLEeCTBNATbLCA KBaJ'Il/ICbVILlVIpOBaHHbIM n OGyHeHHbIM nepcoHarnom B yCroBuax nny noA KOHTPOoneM OTBETCTBEHHOIO 3a neyebHoe oTAenexHve nuua, uvetowiero
ﬂOCTaTOHHbIIﬁ OnbIT B 0611aCTN TEXHWUKN :aKCTpaKopnopaanoﬁ OYUCTKU KPOBU.

MpoTuBonokasaHms: AGCOMIOTHbLIX MPOTUBOMNOKA3aHUIA A1 NIEYEHUsi FeMOANAnU3oM HeT. Mpu neyeHnn HeobxoanMo CTporoe HabriogeH e 3a NauneHTaMu, CKIIOHHBIMU K KDOBOTEUEHWIO UK
obpasoBaHuio Tpomba. 3anpeLLeHo NpUMeHeHe AYanu3aTopoB NauMeHTaMm, VMEIOLLMM NOBbILLIEHHYIO YyBCTBUTENbLHOCTbL K Matepuanam, UCronb3yembiM B AManv3aTope.

Bo3MoxkHble N06ouHble adhdIekTbl: B peakvx cryyasx y nauMeHToB MoryT HabnioaaTbCs peakumv rmnepyyBCTBUTENBHOCTY, KOTOPbIE MOTYT BbIPaXaTbCsl B MOKPACHEHUM NULA, KOXKHbIX annepruiecknx
peakumsix, Cre3oTedeHnn, Kawune 1 T.n. Mpu BO3HUKHOBEHWUM NOAOGHLIX COCTOSIHWIA MPOBEAEHUE NPOLIEAYPLI FreMOAWanM3a LOMMKHO BbiTb NPEKpaLLEHO 1 NPEAMNPUHSATLI COOTBETCTBYIOLLME MEANLIMHCKIE
Mepbl. B criyyae peakuuy NoBbILLIEHHOW YyBCTBUTENBHOCTYU, KPOBb, HAXOAALLASICA B CUCTEME BHE OpraHuama GornbHOro, He AoMKHa ObiTb BO3BpALLieHa B OPraHn3m nauueHTa.

AHTUKOArynsaums n fo3uposka: MpUMeHeHWe aHTUKoarynsiHTOB Npu NPOBEAEHWM AUanu3a HasHavaeTcs nevalyym BpaioM. HeaocTatouHOe NPUMEHEHUE aHTUKOArynsiHTOB MOXET BbI3BaTb
CBepTbIBaHWE KPOBU W 3aKyMopKy Kanunnsipos Auanusaropa.

Mepb! NpeoCcTOPOXKHOCTU NPY NPUMeHeHUN: HegonycTMMO UCMoNb30BaHWE Auanuaatopa nocre AaTbl OKOHYaHWUS CPOKa ero roffHOCTU. [laTa OKOHYaHWUs CPOKa FOAHOCTH OTHOCUTCS TOMLKO K
NPaBUIbHO XPaHSILLEMYCS MPOAYKTY B HEMOBPEXAEHHON YMNaKoBKe.

.D,Manma'rop npeaHa3Ha4vyeH TONMbKO Ans O4HOPa3oBOro UCNONb30BaHUSA.

nOBTOpHOB ncnonb3oBaHne guanusatopa onacHoO Kak aAnda nauneHTa, Tak n ana OGCﬂy)KVIBaPOLLleI'O nepcoHana. O‘-WILL[EPOLLLVIG pacTBopbl, FleSVIHq)I/ILI,I/IpyIOLLlMS cpeacTsa U npouecc nepecrtepunusagum
MOryT NOBpPeAUTb MaTtepuansbl, U3 KOTOPbIX caenaH guanusartop. B atom cnyyae 6e3onacHOCTb Mcnonb3oBaHus Gonblue He MOXET ObiTb rapaHTMpoBaHa. KpOEHHbIe BXO4 1 BbIXOA4 Auanu3atopa AOMMKHbI
0CTaBaTbCs 3aKPbITbIMM BMNOTL 40 NOACOEANHEHUS K ANnann3aTopy KpoBONpOBOAALLNX MaI'VICTpa]'IeVI.

MoaroToBka aKCTpakopnoparnbHbIX CUCTEM W Ananusatopa AoMmkHa NPOXOAWUTbL NpU CoBoAeHUN NPaBU acenTuKW, aHTUCENTUKW AN 3an0oNHEHWS M NPOMbIBKU AuanvaaTopa.
npeﬂﬂpMﬂTMe-MBI'OTOBVITEJ'Ib He GepeT Ha ce6s OTBETCTBEHHOCTb 3a HenpaBunbHOE NpUMMeHeHue guanm3atopa HeKBaJ'II/Iq)VILI,VIpOBaHHbIM nepcoHanom nnun 4YacTHbiMn nuuamm, CBA3aHHOE C
HapylweHnamu TpeﬁOBaHVIIZ WHCTPYKUMKX NO NCMNOSMb30BaHUIO U3aenua.

4. KNACCUPUKALUA MEOULMHCKOIO U3OENUA

Bva MeauuUMHCKOro U3aenus B COOTBETCTBUM C HOMEHKNATYPHOW knaccudukaumnen MeauumHekux nagenuii: 252570.
Knacc noteHuUmansHoro pucka NnpUMeHeHsi MEAULIMHCKOTO U3AENNs B COOTBETCTBUM C HOMEHKNATYPHOW Knaccudukaumen MeauUMHCKUX nsgenuii: 26.
Kop knaccudpmkaTtopa npogykuuv Ans meamumtckoro nsgenus OKMNA2 32.50.13.190 (OKIM 94 4480).

5. ONMUCAHUE NPAKTUYECKOIO NPUMEHEHUA OUANTU3ATOPA

3anonHeHuelnp0Mhlaxa cbum:'rpa: 3aerrIMTe Ananun3aTtop B Aepxxaterne BepTukanbHO. \/ﬂaﬂI/ITe 3aUMTHbIE KONMNa4vyku ¢ BBOAOB NOSIOCTU nepd)yaaTa Aavanun3atopa U oCTaBbTe 3alUUTHbIE Konnaykun
Ha BBOAax NMosfocTu gnanusarta. CHavana 3anonHseTcs NonocTb Kposu QJVIJ'Ipra CTepuribHbIM CbVISVIOJ'IOI’VIHeCKVIM pacTBOPOM CHU3Y BBEPX, A0 3anoSfiHeHUA oTaeneHnsa aunanusara.

[nsa atoro: MNoacoeanHnTe K AManvaaTopy BEHO3HYIO W apTepuarnbHylo MarucTpany ¢ y4eTom npaBun acenTuku, aHTUCENTUKU. ApTepuanbHblil BBOZ (KpacHas Kpblllka Auanvaatopa) AomkeH 6biTb
pacnonoXxeH cH13y, a BEHO3HbIN BBOA (CMHSlﬂ KpbILLKa ,qmanwaaTopa) AO0IMmKeH ObITb pacnonoxeH BBepxy. I'Io,qcoe,quMTe K apTepuanbHOMy BBOAY HE MeHee 1000 mn CTepunbHOro annporeHHoro
uanonormyeckoro pacteopa (NaCl 0,9%). MoacoeanHUTe K BEHO3HOW NUHWK NYCTON MELLOK U 3anosSiHUTE cucTeMy. PekoMeHayemas cCkopocTb NoToka coctasnseT 150 Mn/MuH.

PekomeHAayeTcs npokayaTb B MeLw ok nepBble 500 Mn NPOMbIBOYHOro pacTBopa. 3anomnHss NorocTb NPOMbIBOYHBIM PaCTBOPOM, HEOBXOAMMO TLLATENbHO CNEAUTL 3a TeM, YTOObI BECb BO3AYX U3
Hee GbIN yaaneH (Npu yaaneHuy Bosayxa [ornyckaeTcs akkypaTHoe NOCTyKWBaHWe No BEHO3HOMY BBOZY Avanuaatopa).

[pOKOHTPONUPYiTE YCTaHOBKY MPaBMIbHbLIX YPOBHEN pacTBopa B kKamepax apTepuarnbHON U BEHO3HON NHUI (PeKOMeHAaUMsA: 3anofHeHe apTepuarnbHO Kamepbl AOIMKHO bbiTb okono 50%, a
BEHO3HOW kKamepbl okorno 80%). YKenaTenbHo 3anosHUTL BEHO3HYIO kamepy GbICTPO B KOHLIE MPOMbIBKW. BHOBb 3anycTute LMpKYNALMIO MO OKOHYaHWUM 3TOW NOAroToBUTENbHO tasbl. OcTaHoBUTE
KPOBSIHOM HACcOC ¥ Tenepb Takxe NOACOEAVNHUTE BEHO3HYIO MarucTparb K MELLKY CO CTEPUIbHBLIM anuporeHHbIM cusuonorudeckum pactesopom (NaCl 0,9%) 1 3anycTute KpoBsSIHOM Hacoc Ha
LMpKynsiLmio. YcTaHoBUTE ckopocTb Hacoca 100 Mn/MUH 1 NpoBOAUTE LMPKYTSILMIO, MOKa NauueHT He ByaeT rotos k

NoAcoeAVHEHUIO K Anann3aTopy.

3anonHeHue oTAeneHus ananusara avanusaropa: MepesepHnTe AManu3aTop Tak, YToGbl BBOA apTepuarnbHON KpoBY Bbifl pacronoXeH BBEPXY, BEHO3HbIN - BHU3Y. [lnanuaatop A0mKeH GbiTb
pacronoXeH B 3TOM MOMOXeHWUN B TeYeHWe BCel NpoLeaypbl Avanv3sa. YaanuTe 3alwmuTHbIE KONnayki ¢ BBOAOB Avanuaata U NoAcoeAuHUTe JIMHUM Avanuaarta Tak, YTobbl BXoA Auanusarta B auanusatop
6bIn BHU3Y, @ BbIBOA, Ananuaata Beepxy. Kposb 1 Ananmsart AomxHbI TeYb HAaBCTpeYy Apyr Apyry. Tenepb 3anonHuTe oTAeneHne ananusara Tak, YTobbl NONHOCTBIO YAAnuUTb U3 Hero Bosayx (CKOPOCTb
noToka Ananuaara AormkHa cocTtasnste 500 Mn/MuH). MpomoiiTe oTAeNeH e AguanuaaTta B TEHEHUE HECKOMbKUX MUHYT NPY OAHOBPEMEHHOM LIMPKYMSLMM B KPOBSHOM OTAeneHun. Takum o6pasom,
[OIMKeH ObiTb YCTAHOBMEH YPOBEHb yrbTpacunbsTpauum, paBHblii 250 mn/yac. (HeobxoarMo oTMETUTL: MPOMbIBKA OTAEMNEHUs Auanuaarta Tak ke, Kak 1 ynsTpachunsTpauusi, MoryT ObiTb HauaTbl BO
BPEMs MPOMbIBKW OTAEnNeHusi nepdysara).

no,qcoe,quueuue K nauueHTy: I‘Ioncoe,qmume apTepuanbHYy NNMHUIO, CEOﬁOﬂHle OT BO34yXxa, K apTepmaanoﬁ d.‘)IACTyJ'Ie nauueHTa. BeHo3Has nuHus AOIMKHa ObITb npucoeuHeHa K NyCToMy MEeLUKY.
Tenepb 3anonHUTe 3KCTpakopnoparnbHy CUCTEMY (CKOPOCTb NOTOKA KPOBW A0MKHA GbiTh NpubnuantensHo 100 mn/muH). Cnelite Kak MOXHO Gonblue NPOMbLIBOYHOTO PacTBOPa ¥ OCTAHOBUTE KPOBSIHON
Hacoc. nO,ElCDE,ElVIHI/ITe BEHO3HYH JIMHUIO K BEHO3HOW d)VICTyJ'Ie nauueHTa. ﬂJ‘Iﬂ NauneHTOB CO CKIMMOHHOCTbLIO K TMNOTOHUW pe3epByap 3KCTpaKopnopaan017| CUCTEMbI MOXET GbiTb 3amMeHeH pes3epByapom
CO CBEXWM, CTepUnbHbIM VIHd:)yaVIOHHbIM pacTBOpOM. HasHayeHHas Bpa4yom npouenypa guanumia Moxet 6bITb HavaTa.

Mpumeyanue: Mpu 0BGHapyXeHUM BO3ayxa BHYTPU Avanusatopa HeoBXoanMo 3aMeHUTb AanusaTop.

B cny4ae yTeuku KpOBU B AUanu3aTope OTKpoiTe nepenyck (b6annac) u yMeHbLUUTE CKOPOCTb NOTOKa KpoBU. MpoBepbTe AnanuaaT Ha Hanuuue B HeM KpoBW. [poBEpLTE BU3yarbHO Hanuyue Kposw B
avanusate nnu VICI'IOJ'IbGyI7ITe I'IO,C[XOF[RLL[I/IIZ TecT, YTOObI onpegenuTb 3TO. Ecnu KpOBb NPUCYTCTBYET B Auanusare, 3aMeHnTe 1 amann3aTtop, U 3KCTpakopnopanbHyK CUCTEMY.

KpoBb He Bo3BpaluaiiTe nauneHTy. Ecnu Heo6XoAMMO, BOCNONHUTE NALMEHTY NOTEPIO KPOBU.

Mpepb p A r KpOBM nauuneHTy: OCTaHOBUTE KPOBSIHON HACOC 1 Hacoc ynbTpadunsTpaumn. PaccoeguHnte aptepuarbHyto JIMHUIO U apTepuarnbHyo hucTyny,
npvcoeanHNTE apTepuanbHyto NIMHUIO K MELLKY CO CTEPUIbHBIM annporeHHbIM dusnonornyeckum pactsopom (NaCl 0,9 %). Ocso6oauTe 3axumM Ha apTepuanbHON NYHUM 1 CeiTe KPoBb NaumeHTa ¢
Xernaemomn CKOpoCTbio NoToka. Koraa HeobxoaMMoe KOnNUYecTBO XUAKOCTU BO3BPaLLEHO (MpubnuanTtensHo 250 mMn), oCTaHOBUTE HAcoc. Hanoxute 3aXnUM Ha BEHO3HYIO JIMHUIO U Ha BEHO3HbI JOCTYN K
naumeHTy. Yaanure BEHO3HYIO JIMHUIO OT NaLMeHTa.

Mpumeyanme: He BbIKNOYaNTE CUCTEMY KOHTPOSS BO3AYyXa 40 NOMTHOMO 06paTHOrO NpUTOKa KPOBU, HTOGL! HE AOMYCTUTL NOMaAaH1e BO3ayxa B KPOBONPOBOASILLYIO MarucTpans.
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/BO3MO)KHI:IE HEMNONALKW U CNOCOBbI X UCMPABNEHUA:

~

CsepTbiBaHue kpoBu: Ecnv avanuaatop 6rnokupyeTcs, AaBneHne BEHO3HOW MarucTpanu nagaer. B atom crnyyae crnepyeT 3aMeHUTb AUanv3atop 1 KpOBOMPOBOASILLYIO MarucTparnb, a apTepMOBEHO3HYIO
UCTYNy NPOMBITh reNapuMHU3NPOBaHHbLIM pacTBopoM. Ecnn apTeproBeHo3Has ducTyna 6rnokupyeTcs, JaBneHne apTepuanbHoi MarucTpanu ynaget u/unm AaeneHne BeHO3HOM MarucTpani nogHUMeTcs.
B aTOM Ccriy4ae HeOGXOAMMO OTCOEAMHUTL KPOBOMPOBOASILLYIO MarvcTparb, a UMy 3aMeHuTb. Takke npearnonaraeTcs 3aMeHa Auanmsatopa U KpOBOMPOBOASILLEN MarucTpanm.
Mpumeuanue: He 3anyckaTb 06paTHbIN TOK KPOBU.
KpoBsiHoi1 3aTek: B cnyyae KpoBSHOrO 3aTeka 13 Kopryca U KpbILLKW Ananuatopa, Heo6xoaumMo HeMeaneHHO OCTaHOBUTbL NpoLieaypy M 3aMeHuTb Auanvaatop. MNpy notepu kposu, Heo6xoaMMo
obecneynTb NOAXOAsLLEe KONMYECTBO KPOBU NPY HEOBXOAMMOCTU. B cryyae KpoBsiHOTO 3aTeka U3 BHyTpPeHHel MeMbpaHbl AuanuaaTopa, HE0OXOANMO MPUHATL COOTBETCTBYHOLLME Mepbl MO
NpeKpaLLeHMio NeYeHns 1 3aMeHe ananusaropa.
UndunbTpaumnsa Bozayxa: Bo Bpems nevenns, npu TUNUYHASA CXEMA COEOUHEHUA: 6. TEXHUYECKOE ONMUCAHUE U3OENUA:
nonajaxuu Boaayxa BHYTpb HEOGXOAVMO 3aMeHUTL PucyHok: Cxema ycTporicTea avanuaatopa
Avanuaatop. [ins npefoTBpalleHvs nonaaaHus
pacTBopa C BO3AyXOM B KPOBb MaLeHTa, Heobxoanmo - Nauvent
ncnonb3oBaTh o6opyaoBaHve Ananuaa ¢ yHKUmen - Mepdby3noHHbIN Hacoc
KOHTPOIsi BO3/yXa COrMacHo AeNCTBYIOLLMM NpaBuniam. - Fenapuhmaaups
Annepruyeckas peakums: Ecnv annepryeckas 5 § ;S 22?23%?&“&’32?532’2?3” = -0
peakuus BO3HUKAET y nauueHTa, Heo6xoanmo g B i
= - BosaywHasn J_'IOByLLIKG Ha .
HeMeeHHO NPUHATL COOTBETCTBYHOLLNE MepbI, = apTepuanbHoi MarucTpanu i . I
OCTaHOBUTb NevyeHre, a Takke obecneunTb E - ApTepuanbHoe AasneHme IDGURNOE g-n,,};,:;,_:mé Kopmve Tepuenm ST at
HeobXxoauMbIMU MeAukameHTamMu. MoMeHsTb g Do
[Manun3aTop 1 KPOBOMPOBOZSILLYIO MarucTpars. = PUCYHOK:
- Avanwsarop CIIEBA HAMPABO, M0 YACOBOW CTPENKE
- OTBepcTve Ans 3a6opa KpoBM Ha
BEHO3HOI MarucTpanu - BaLnTHBIN konNayok - inanuanas mempana - Kopnyc
- BoaayluHas NOBYyLUKa HA BEHO3HOM - Kpbitka - 3aWmTHBIA Konna4ok - YnnotHUTenbHoe
Ma'repuanbl, ucnonb3yemMblie B NpOU3BOACTBE marucTpanu KONbLO
[AManu3aTopoB, NpuBeaeHbI B Tabnuue 1: - BoroaHoe AaBneHMe - BawwTHeIZ Konnavok  ~ TepmeTuK
Tabnuua 1
PeTtanb Martepuan Mapka maTepuana
Kopnyc (anst mogenen AC) MonukapboHat MK-EB3001R
Kopnyc (ans mogenen ACP) | MonunponuneH BANEH 01130 TY 2211-074-05766563-2015 ¢ nam. 1
Kpbiwwka Monunkap6oHar MK-RX2635 (kpacHasi)
Monukap6oHat MK-RX2635 (cunss)
Monunponunex BANEH 01130 TY 2211-074-05766563-2015 ¢ n3am. 1
KpacwuTenb (3eneHbiii useT) Knakwii kpacuTenb Ha OCHOBE CIIOXHOIMUPHBIX
nnactucgukatopos T.3. «Riverdale Global»
lepmeTnk MonuypeTtaHoBbIi knen A CR3502
MonuypetaHoBbIi kneli B CR4100
[1ByXKOMNOHEHTHbII Macroplast CR4100 (oTBepauTens)
nonnypeTaHoBbIN Knew
[vanusHas membpaHa MonuacdupcynbgoH YNBTPACOH E 6020 I
3almTHBIN Konnavok [MonuaTnneH HU3KOro AaBneHns MNHO 2426H
[MonuaTnneH HU3KOro AaBneHns TY 2243-104-00203335-2005 mapku: 273-83, 273-95
Maket MakeTbl (MELLKN) N3 NONMUMEPHbBIX [OCT 12302-2013
MHOTOCOHbIX MaTepuaros n
KOMBUHUPOBaHHbBIX MaTepuarnos
OTukeTka npenusi Bymara camoknesiiascs 60%140 mm
Kopo6ka [odpokapToH Pa3smep 464*321*305 mm (+20mMm)
AmopTusaTtop-BknagbiL KomBVHUpOBaHHbI MaTepuan P450*310 mm (+20mMm)
(Ha ocHoBe Bymaru u kapToHa)
YNNoTHUTENBHOE KONbLO CunukoH (952.2*45.4*3.4 mm) (D43.2*36.5*3.4 Mm)
(KpeMHeKay4yKOBbIi KOMNayHA) (9956.2*49.4*3.4 mm)
MpumeyaHue: NlabopaTopHble AaHHblE AuanvaatopoB Obinu paccymTaHbl cornacHo OCT ISO 8637-2012
OcHOBHble Maccora6apuTHble XapaKTePUCTUKN HU3KOMOTOYHbIX AUanv3aTopoB Ta6nuua 3: OcHoBHble NapaMeTpbl pabounx XxapakTepucTUK U3nenms.
[OMKHbI COOTBETCTBOBATh YKa3aHHbLIM B Tabnuue 2: OnTuMarnbHble 3Ha4eHust M Npeaen Jonycka.
Tabrnuua 2 +15 mm. #or. Tabrnuua 3.
ac- | me- | nee | ne- | ne | ae élgi JC- Mogens ac- | ac- | ac- | ac- | nc- | nc- | ac- | ac-
Mogens | LOLH | 12Lw [ 1.4Lu| 16Lu | 1.8Lu 20Lu | =7 | 24Lu 1OL, | 1.2L, | 14L, | 1.6L, | L.8L, | 2.0L, | 2.2L, | 2.4L,
. JACP- | ACP- | ACP- | ACP- | ICP- | JICP- JICP- JICP- JCP- | ICP- | ACP- | ACP- | ACP- | ACP- | ICP- | OCP-
10L | 120 | 14L | 16L | 18L | 20L | " oy | 24L 10L 12L 14L 16L IS8L | 20L | 22L | 24L
JlnuHa*, MM 305 305 305 305 309 309 309 310 Merox crepunnzaniu paauan | paayar | pazall | pajjarl | paaual | paanan | paauar | paaiarg
Jlnamerp*, 35,5 37,0 | 43,0 | 43,0 | 47,0 | 47,0 | 47,0 | 49,0 HMOHHBIA MOHHBIH MOHHBIN| HOHHBIHM| HFOHHBINA| HOHHBIH| HOHHBIN | HOHHBIH
MM SddexruBHas miomags
Monens JIc- | ac- | ac- | oac- | oac- | oac- | oac- | oac- MemBpanbi (v2) L0 1,2 14 1,6 L8 | 20 | 22 | 24
1,0L | 1.2L | 14L | 16L | 1.8L | 2.0L | 22L | 2.4L MaKCHMATBHOS
Macca**, 1 150 150 150 200 220 220 220 245 6 500 500 500 500 500 500 500 500
Mozeib JICP- | ICP- | ACP- | ACP- | ICP- | ICP- | JICP- | JICP- TPaHCMEMOpaH-HOC
10L 121 141 16L 18L | 20L | 22L 24L JaBJIeRHE (MM PT. CT.)
Macca**, 130 130 130 180 180 190 190 190 O6beM oTceka kpoBu (M) | 53 65 77 89 101 109 116 121
Ta6nuua 4. OnTuManbHble 3HaveHus 1 npeaens! gonycka ( +/- 10%) Knupexca y Avanusatopos. *** [lonycTMMoe oTKnoHeHue: 5%.
Monens Aac- | Ac- | ac- | Ac- | ac- | Ac- | Ac- |Ac-24L, KoathpUUMEHT ynbTpadnnbTpaLmMi ONTUMAsbHOE 3HaueHIe (MPU KIMHAYECKOM
1.0L, | 1.2L, | 1.4L, | 1.6L, | 1.8L, | 2.0L, | 2.2L, JICP-24L MCMONb30BaHUM MOTYT BbITb MOMyYeHbl OTKIIOHEHUS B peayrikTaTax, uTo 3aBuUCHT OT
JCP- JCP- \ACP- OCP- |ACP- |[ACP- |[ICP- MCMOMb3yeMoro MeTofa U3MEpeHHii, a Tak e BO3MOXHbIX Bapuauui napTum,
10L |12L [14L |16L |18L [20L 22L cornacHo MOCT ISO 8637-2012 n.n. 4.7.1).
Venosus tecta: Qp=500m/muH, Temneparypa: 37+ 1, Q=0 mi1/mMuu
Kiupenc MoueBuHa 196 | 200 | 203 | 206 | 209 | 210 | 211 214
(M11/MUH) Kpearmann | 180 | 184 | 187 | 190 | 193 | 195 | 198 202
QB=200 mn/Mun Docdar 161 | 166 | 169 | 171 | 172 | 176 | 179 183
k Butamun Bl 94 | 101 | 105 | 110 | 116 | 124 | 132 140 /
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ﬁaﬁnuua 4. 7. TPEBOBAHUA BE3OMNACHOCTHU
He ucnonb3oBaTh Ananu3aTop Nocne UCTeYeHNst Cpoka rOAHOCTH.
KHHpeHC Movuesnna 254 | 260 | 265 | 271 277 | 282 | 288 294 Mepen NpYMEHEHNeM NPOBEPHUTL LENOCTHOCTb NOTPEBUTENBCKON YNakoBKM.
(MH/MI/IH) eraTI/IHI/IH 222 228 234 240 246 251 256 261 3arnpeLuaeTcs UCNonNb30BaTh ANanW3aTop B Criydae NoBPeXaeHUs ynakoBku

unn B cnyyae, ecnu OTKpbITbl KPbILWKM HA KPOBAHBIX BXOA4axX AnanusaTopa.

QB=300 mn/mun docdar 177 | 186 | 198 | 205 | 213 | 224 | 226 | 230

BHTaMHH Bl2 100 109 1 15 123 129 135 140 144 ﬂMBJ‘IMSaTOP — nagenve OgHOKpPaTHOro NpUMeHeHus. I'Ipomssop,menb He
rapaHTupyet 6uornormyeckom COBMECTUMOCTU, CTEePUIIbHOCTU, HOPMarnbHOro

K.lll/lpeHC MoueBuHa 292 300 308 317 325 333 339 345 (hyHKUMOHMPOBaHWS 1 0BecneyeHust 3asBNeHHbIX NapaMeTpoB Avanuaaropa
(MH/MI/IH) eraTHHHH 241 253 262 271 280 288 297 306 B Cny4ae ero noOBTOPHOIo NCMNONb30BaHNA U 0COBEHHO B cny4yae ero

ﬂOBTOpHOVI cTepunusaunun. He AonycKaeTca ncnonb3oBaHue ananu3artopa

QB:400 MJI/MHH (DOC(I)aT 198 209 220 231 240 250 259 267 6e3 cTpororo cobnoaeHns Bcex NpaBun, pekoMeHaaLuii, mep

BI/ITB,MI/IH B12 101 1 10 121 129 1 3‘7 145 1 5 1 160 I'IpeﬂOCTOpP)KHOCTVI n TpEGOBaHVII;I 6e30nacHOCTU, N3NOXKEHHbIX B
HacToALen NHCTPYKUUK.

K03(1](1)VH.U/ICHT 8 9 10 12 14 15 16 18 8. TPEBOBAHUSA K OXPAHE OKPY)XAIOLLEE/A CPE[bI
yAbTpaguibTpanm*** MII/4a | MiI/9a | MiT/4a | MIT/4a | Mot/9a | Mit/ua | Mi/aa faac
C/MM. C/MM. C/MM. C/MM. C/MM. C/MM. C/MM. Mi1/49ac/Mm B npoLecce U3rotToBneHnsa Auanm3aTtopos, a Takke npu nx npuMeHeHun B
M. pT CT. ycnosusax MeanLMHCKON NPaKTUKKU Mepbl MO OXpaHe Opr)KaIOLLleVI cpeabl
pT. CT. | pT. CT.|pT. CT. pPT. CT.|pT. CT.|pT. CT.|PT. CT. OCYLLECTBNIATCS B COOTBETCTBUM C JEMCTBYIOLIMM 3aKOHOAATENLCTBOM

Poccwiickoit ®epepaumu.

9. CTEPUJIBHOCTb. METOA CTEPUITU3ALUU

BHyTpu noTpebuTenbcKkoii yNakoBKu AMann3aTopbl CTEPUnbHbI, aMMPOreHHb!, HETOKCUYHBI. CTepUnn3aums auanv3aTopoB OCYLLECTBNAETCS paavuaLMoHHbIM MeTogoM. ocne cTepunuaaumm B
noTpebunTenbCKoii Tape Anann3aTopbl COXPaHSIOT CTEPUIBHOCTb, anNMPOreHHOCTb Y HETOKCUYHOCTL B TeYeHWe He MeHee 36 MecsiLieB Npy XpaHeHUM B CyXuX NPOBETPUBAEMbIX MOMELLEHUSX, B HEAOCTYMHOM
Ans cBeTa MecTe B ycnoBusax xpaHenusi 1 no NOCT 15150.

10. MEXXOYHAPOOHbIE HOPMATUBHBIE JOKYMEHTbI/ CTAHOAPTbI, KOTOPbIM COOTBETCTBYET MEOAULUWHCKOE U3OENUE

AunanusaTtop cuHTeTU4Yecknin «<ROSTOMED®» no TY 32.50.13-001-31757103-2018 cooTBeTcTBYeT Tpe6oBaHuAM FOCT I1SO 8637-2012. MemoananvaaTopbl, reMoUNLTPbl U FEMOKOHLEHTPATOPbI.
TexHndeckune TpeboBaHNA U METOAbI UCTIbITAHWIA.

11. METOObI UCMbITAHUA U KOHTPONSA

MeTozp! UCMbITaHUI 1 KOHTPONS ANanu3aTopoB, a Takke nepedeHb 060pyAOBaHUS 1 CPECTB U3MEPEHUIA, HEOBXOANMBIX /NS OCYLLECTBIIEHUS KOHTPOSSA Ka4eCcTBa MeAULIMHCKOTo U3aenus, AaHbl B
TY 32.50.13-001-31757103-2018, a Tarke B FTOCT ISO 8637-2012. lemoanannaaTopsbl, reMoUILTPbl U FeMOKOHLIEHTpaTopbl. TexHuyeckme TpeboBaHus U MeToapl UcTbiTaHui. CooTBETCTBYOLWAs
MHopMaLMsa MoXeT GbITb NpefoCTaBneHa U3roToBUTENeM Mo creumansHOMy 3anpocy.

12. TPAHCNMOPTUPOBAHUE U XPAHEHUE

TpaHcnopTpoBaTh AVanMaaTop paspeLuaeTcsi TPaHCNOPTOM BCEX BUAOB B KPbITbIX TPAHCMOPTHbLIX CPEACTBAaX NpaBunamMm NepeBo3ok, AENCTBYIOLLMMU Ha TpaHCMopTe AaHHOTO Buaa.

YcnoBus TpaHCNOPTUPOBAHMUSA AOMKHbI COOTBETCTBOBATL YCNIOBUAM XpaHeHus 5 no FOCT 15150.

[Mocne TpaHCNopTUPOBaHKSA B YCMOBUSAX OTpULLATENbHBIX TeMNepaTyp AManu3aTop AOMmKeH ObiTe BbliAepKaH B TPAHCMOPTHON Tape B HOpMarbHbIX kKnnMaTudeckmx ycnosusix no FOCT 15150 He meHee 24 u.
[nanusatop B ynakoBke NpeanpusTAsS-M3roToBUTENS AOMKEH XPaHNTLCA Ha cknajax B ycnosusx xpaHeHus 1 no FOCT 15150 He Gonee 3 ner.

13. YNAKOBKA, KOMMJIEKTHOCTb

YnakoBka AMann3aTopoB BbINOMHSETCS B COOTBETCTBUM ¢ TpeGosaHusmu FOCT 27874, FTOCT ISO 8637-2012.
B KOMIMMeKT NoCTaBKy BXOAST: AManM3aTop B NepBUYHON YNakoBKe U MHCTPYKLMS MO NPUMEHEHMIO.
[vanusaTtop AormkeH GbiTb repMETUYHO yNakoBaH B NakeT U3 nonuatuneHoson nnexku no FOCT 10354, matepuan Anst ynakoBKM He JOMKEH OKa3blBaTb BPEAHOTO BO3LENCTBUS Ha CoaepXumoe.

[nanusatopbl B NepBU4HON YNakoBKe pactacoBbIBAKOTCA MO 24 LWITYK BO BHELLHIOW YNaKoBKy: KOpoGku 13 rodpupoBaHHoro kaptoHa no FOCT P 52901, FOCT 9142-90. B kauyecTBe amopTU3aTopoB U
pasgenuTeneit 4OKHbI MCNONb30BaTLCS BKNAAbILLN U3 KOMBUHMPOBaHHOMO MaTepuana (Ha ocHose Bymaru u kapTtoHa) no FOCT 33781-2016.

OkcnnyaTaumoHHas JOKyMeHTaUuUs AOMKHa ObITb ynakoBaHa B OTAENbHbI HErepMETUYHbIN NaKeT U3 NONUaTUNEHoBO NneHkv no FOCT 10354 1 ynoxeHa BO BHELLHIOW YNaKOBKY.
14. MAPKUPOBKA

MapkupoBka Anann3aTopoB BbINOMHAETCS B COOTBETCTBUM ¢ TpeboBaHusimn TOCT 27874-88, TOCT ISO 8637-2012 n
coaepXuT cneayoLlue AaHHble:

- Ha3BaHWe CTPaHbI-U3roTOBUTENS;

- HaMMeHoOBaHWe guanusaTopa;

- KpaTKoe HauMeHOBaHMe BUAA UCTIONHEHUS;

- TUN ¥ Nnowaab NOBEPXHOCTU MeMGpaHbl;

- HaMMeHoBaHWe NpeANnpPUATUA-U3rOTOBUTENS U (UNN) ero TOBapHbIA 3HaK;

- Hagnucb «CTepUnbHO, aNnMPOreHHO, HETOKCUYHOY;

- Hagnucb «OQHOKPaTHOro NPUMEHEHUA» UNKW 3HaK 3anpeTa NOBTOPHOro ucnonb3osaHusA no FOCT P UCO 15223-1-2020;

- HaAnNUcb «He NPMMeHATL B cnyYae HapyLUEHWs LIeNTOCTHOCTU NOTpPe6GuTenbCKoW Tapbi» UK 3Hak 3anpeTta no FOCT P UCO 15223-1-2020;
- Hagnuck «lMepen ncnonb3oBaHUEM O3HAKOMUTLCSI C MHCTPYKLMEN»;

- Hapnucb «He gonyckaeTcs ncnonb3oBaHUs auanusaTtopa 6e3 cTpororo co6nogeHUs Bcex NpaBu, peKoMeHAaummn, Mep NpPeAoCTOPOXHOCTU U
pe6oBaHuii 6€30NacHOCTU, M3NOXKEHHbIX B HACTOSILLEN UHCTPYKLIMUNY;

- HoMep NapTUW Ananusartopa, BKrtoyawLwmi B ce6a nHgopmaumio o MecsiLe 1 roae U3roToBneHus;

- Haanucb «XpaHUTb Npu Temnepartype ot +10C go +400C» Unu 3Hak «TemnepaTypHbIi AvanasoH» no FOCT P UCO 15223-1-2020;
- MeToA cTepunusaumm (pSAoM ¢ HaMMeHOBaHWeM BUAa UCMONHeHUs);

- 3HaK 3anpeTa Ha NOBTOpPHY cTepunusaumto no NOCT P UCO 15223-1;

- MaHMNYNSAUMOHHbIE 3HaKU, COOTBETCTBYHOLME 3HAYeHUAM: «OcTopoxHo, Xpynkoe!» u «Bepeyb ot Bnaru».

- cnosa «logeH Ao...» UK 3HaK «Mcnonb3oBaThb 4o ...» no NOCT P UCO 15223-1-2020;

- MaKCcMMarnbHoe TpaHCMeMGpaHHoe AaBrieHue;

- PerucrpaumoHHoe yaoctoBepeHue Ne .. 1o OT e}

TpaHcnopTHas (rpynnoBasi) MapKUpoOBKa Ha fLUKe C AnanusaTopamu AomkHa coorBeTcTBoBaTb FOCT 14192-96, U Ha Hel [OMKHO GbITb YKa3aHHO:
- Ha3BaHWe CTPaHbI-U3roTOBUTENS;

- HaMMeHOBaHWe NpeAnpUATUA-U3rOTOBUTENS U (UNN) ero TOBapHbIA 3HaK;

- HaMMeHoBaHWe auanusaTopa;

- Haanucb «CTepuUnbHO, aNnMPOreHHO, HETOKCUYHOY;

- Hagnucb «M3genns oQHOKPaTHOro NPUMEHEHUs» NN 3HaK 3anpeTa NOBTOPHOro ucnonb3oBaHus no FOCT P UCO 15223-1;

- TUN 1 Nnowaab NOBEPXHOCTU MeMBpaHbl;

- KONMYEeCTBO ANANN3aTOPOB B YNAKOBKeE;

- HOMep NapTUW ANaNM3aTopoB B YNaKoBKe, BKMIOYaloLWmMX B ce6s1 MHdopmaLuio o MecsiLie U roge CTepunnsauum;

- 3HaK 3anpeTa Ha NOBTOpPHY cTepunu3auuto no FOCT P UCO 15223-1;

- Hagnucb «XpaHUTb Npy Temnepatype ot +10C Ao +400C» unu 3HaK «TemnepaTypHbIi auanasoH» no FOCT P UCO 15223-1-2020;
- MaHMNYNSALUMOHHbIE 3HaKWU, COOTBETCTBYHOLLME 3HAYeHUsAM: «OcTopoxHo, Xpynkoe!» u «Bepeyb ot Bnaru».

- cnosa «logeH Oo...» UK 3Hak «Mcnonb3oBaThb 4o ...» no NOCT P UCO 15223-1-2020;

KPerMCTpauuouuoe yaoctoBepeHue Ne ............. (<] S ; /
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ﬂS. NOPAOOK YTUITU3ALIUU \

Onanusatopbl 1 nx NoTpedbuTenbCcKas ynakoBka nocre NCMnofb30BaHNS B KITMHUYECKMX YCIIOBUSAX YTUNN3MPYIOT B
cooTtBeTcTBUM ¢ TpeboBaHusammn CaHluH 2.1.368421 «CaHuTapHo-anMaemMmnornornyeckue TpedoBaHmst kK obpaLleHuio ¢
MEeOMLMHCKUMU OTXOoOamMm».

16. TFAPAHTUU U3TOTOBUTENA (MOCTABLLUKA)

MpounsBoguTernb rapaHTUPYeT NONHOe COOTBETCTBIE AManv3aTopoB BceM TpeGoBaHNAM HOPMATUBHBIX OKYMEHTOB U
TY npw cobniogeHnn yCrnoBuii TPaHCNOPTUPOBAHUSA, XpaHEHUSI U SKCMTyaTaLum.

ﬂManMSGTopbl He noanexart peMOHTY U TeXHN4YeCKOMYy 06CJ1Y)KVIBaHVII'O.

Mpy o6HapyxeHun Gpaka M HECOOTBETCTBUSA U3OENUS, Er0 YNaKoBKM TpeboBaHNAM HOPMATUBHBLIX JOKYMEHTOB
npeTeH3un npuHumatoTcst npoussogutenem: OBLLECTBO C OMPAHUYEHHOW OTBETCTBEHHOCTbLIO
«NPON3BOOCTBEHHOE OBbEOMHEHME POCTMELTOBAP.

[apaHTUIHBIA CPOK XpaHeHWst ouanmn3aTopoB — 36 MecsiLeB CO AHSA N3rOTOBMEHUS (CTepunuaaummn) npy pasmeLLeHn nx B
CYXMUX NPOBETPMBAEMbBIX NMOMELLEHWAX, B HEAOCTYMHOM 1151 CBETa MecTe B ycrnoBusix xpaHeHns 1 no FOCT 15150.

lOpuanueckuin n dbakTnyeckuit agpec usrotosutensi: O6LECTBO C OFPAHWYEHHOW OTBETCTBEHHOCTbLIO
«MPOM3BOOCTBEHHOE OBbEAMHEHWE POCTMELTOBAPY, 346720, POCTOBCKASI OBJIACTbh, PAMOH AKCAUCKUU, TOPO/
AKCAMW, YITULIA I'YJTAEBA, ZJOM 70, MOMELLEHWE 32,

Ten.: +7(863)505-90-14; ¢hakc +7(863)505-16-45,
E-mail: rostmedtovar@inbox.ru

Ocobble ycnoBusi U cnocoObl XpaHEeHUs:

He poHsnTe, He nogBepranTe BO3AENCTBUIO OOXAS, CHEra, NpsiMbIX CONHEYHbIX NyYeln BO BPEMS TPaHCNOPTUPOBKMY.
XpaHuTe B XOPOLLO NpOBETPMBAEMOM NomeLLeHnn npu Temnepatype ot +10C go +400C rpagycoB, Npy OTHOCUTENbHOM
BMaHOCTW He npesbiwatowen 80% v npu OTCYTCTBMM arpecCUBHbIX ra3oB. He xpaHute B CKNaackoM NnoMeLleHum BMecTe
C XMMUKaTaMu U U3gennsmMum, cogepxaLimmm snary.

3HAYEHUE CUMBOIJIOB:
‘o J‘ Fl
T OCTOPOXKHO! OBPATUTECH K
BEPEYb OT BJIATH HWHCTPYKL MU 110 TPUMEHEHHIO
& JIATA U3T'OTOBJIEHUS * TEMITEPATYPHBIN JIMATIA30H

! XPYIKOE, OBPAIIATbCSI
LO T KOANIAPTHH OCTOPOXHO

i

M 113rOTOBUTE/b PA/IMALIHOHHASI CTEPU/TU3ALINS

HE M3110/Ib30BATD IIPU
HE CTEPWJIM30BATDL ITOBTOPHO @ TOBPEMCIEHHH YIIAKOBKK
3AIIPET HA TTIOBTOPHOE
PUMEHEHHE g HMCII0JIb3OBATb JI0...

R E F HOMEP I10 KATAJIOT'Y




