TPUC-HCI BY®EP

Kog P-8, P-8/1

HA

WMHCTPYKUMUA

Nno NPUMEHEHUIO MEeAULUHCKOIO U3AeNuA ANA AUATHOCTUKU
in vitro «bydep Tpuc-HCl KOHLEHTPUPOBaAHHDI

(«Tpuc-HCl 6ydep») no TY 9398-036-05595541-2011»

HA3HAYEHME

MNpeaHa3HauyeHHoe nNpuMeHeHune. MeanMUMHCKOe usgenve ana avar-
HoCTUKM in vitro «Bydep Tpuc-HCl koHUEeHTpUpoBaHHbIN («Tpuc-HCl
6ydep») no TY 9398-036-05595541-2011» (cokpalueHHOe HauMeHoBa-
Hue — «Tpuc-HCl 6ydep») npeaHasHayeHo AN pasBeaeHusl Mnasm-
KannbpaTopoB, KOHTPOJbHBIX M1a3M U uccnesyeMbix 06pasuLoB nnasmbl
KPOBM MaLMEHTOB MpW MpOBEAEHMM TECTOB AN UCCNEeAO0BaHUS remo-
crasa [1, 2].

MpeaHa3HauYeHHbI Nosb30BaTesNb. TECTbI C UCMONb30BAHWEM pea-
reHTa Tpuc-HCl 6ydep MoxeT npoBoanTb Bpay-nabopaHT unn denba-
wep-n1abopaHT. PeareHT npeAaHasHayeH TOMbKO Ans NpodheccMoHanbHo-
ro MPUMMEHEHUs B KIIMHUYECKOW N1abopaTopHO AnMarHoOCTUKe.
AnarHocTnyeckasn ponb. ObecneyeHne NpaBuIbHOCTY ONpeaeneHns
pasfMyHbIX TOKasaTenen remMocrtasa BO MHOMMX Clyyasix Tpebyer
pa3sefeHns nnasMbl NauMeHTa, niasMmbl-kannbpaTopa U KOHTPOSbHbIX
nnasMm. PeareHT Tpuc-HCl 6ycdep no3BonsieT NpoBOAUTL Takue
passegeHus [1, 2].

O6nactb npuMmeHeHus. Obnactb npumeHeHus peareHTa Tpuc-HC
6ydep - KIMHMYecKas MeaMumMHa, KIMHUYeckas nabopatopHas AvarHo-
cTuka.

XAPAKTEPUCTUKA UBAENNA

Cocras

Bydep Tpuc-HCl KOHUEHTPUPOBaHHBIN — 5Ms1/cnakoH — 6 thakoHOB.
Tpuc-HCl 6ydep noctaBnsieTcs B ABYX BapMaHTax UCMOSHEHUSI.

B BapuaHTe ncnonHenus 1 Tpuc-HCl 6ycdep pachacoBaH B CTEK/ISIHHbIE
naKkoHbl, YKYNOpeHHble pe3MHOBLIMK MpobkaMu 1 obxaTble anomMu-
HWEBbLIMU KOMINMaYKaMu.

Homep no katanory npoussoauTtens: P-8.

B BapuaHTe ncnonHenus 2 Tpuc-HCl 6ycdep pachacoBaH B CTEK/ISIHHbIE
naKkoHbl, YKYNOpeHHble Pe3nHOBLIMK NpobKaMu, C 3aBUHYMBAIOLLMMU-
€S NN1aCTMaCcCoOBbIMM KPbILUKaMM.

Homep no katanory npoussogutens: P-8/1.

Yucno aHanusmnpyembix Npob 6Monornueckoro Matepmana
Yucno onpeaenenunin ans oaHoro cnakoHa Tpuc-HCl 6ydepa 3aBucut
OT CTeneHW pa3BeAeHNs UCXOAHbIX peareHToB, HeobXoaAUMbIX AJist Mpo-
BeIeHWs1 TECTOB.

MpuHuvn metopa.

MpyHUMN AeiCTBUSA 3aK/oYaeTcsl B TOM, YTO Mocsie pa3baBneHust KOH-
ueHTpupoBaHHoro Tpuc-HCl 6ydepa auCTURNMpOBaHHOW BOZOW MoA-
[EPXMBAETCS YCTONUMBAsi KOHLEHTPaUMsi BOAOPOAHBIX MOHOB, He U3-
MEHSIIOLLASACS NpY Pa3BEAEHUM U COXpaHsioLLas dusmnonormyeckuii pH B
avanasoHe 7,35 - 7,45.

AHAJTUTUNHECKUE XAPAKTEPUCTUKHN

pH pa6bouero pacTBopa peareHTta

pH pabouero pactBopa peareHTa - B AmanasoHe 7,35 - 7,45. Jonyctu-
MOe OTK/IOHeHWe pH OT aTTeCTOBaHHOro 3HayeHus - He 6onee 2%.
WoHHas cuna

KoHueHTpaums noHoB HaTpus (MoHHas cuna) pabouyero 6ydepHoro
pacTBopa peareHTa - B AvanasoHe 140 — 160 mmonb/n. Jonyctumoe
OTK/IOHEHME WOHHOMN CWMbl OT aTTEeCTOBAHHOIO 3HayeHusi - He 6onee
2%.

BocnpoussoanMocTb

KoachduumeHT Bapuauuu npv onpeaeneHun pH 1 MOHHOW cunbl pabo-
yero pactBopa Tpuc-HCl 6ycdepa - He 6onee 2%. JonycTUMbIA pa3bpoc
pe3ynbTaToB Mpwv onpeaeneHnn pH 1 MOHHOMN cunbl paboyero pacTeopa
Tpuc-HCl 6ydepa U3 pasHbiX KOMMIEKTOB peareHTa OAHOW Cepumn - He
6onee 2%.

MEPbI NPEAOCTOPOXXHOCTU

PeareHt Tpuc-HCl 6ydep npeaHasHayeH TOMbKO AN AMArHOCTMKM in
vitro. Knacc noteHUmManbHOro pucka npuMeHeHus Habopa —1.

Tpuc-HCl 6ycep He SIBNSIETCS MCTOYHMKOM OMACHBIX M3My4YeHUI U Bbl-
[EeNeHnii B OKPYXXatoLLYIO Cpealy M He NpeACTaBsieT PUCKOB, CBA3AHHbIX
C BO3MOXHOCTbIO B3pblBa U BO3ropaHusl.

Mpu nonagaHunm KoHueHTpupoBaHHoro Tpuc-HCl 6ydepa unm ero pabo-
yero 6ydepHoOro pacteopa Ha KOXy M CM3ncTble 060104KkM Heobxoau-
MO MPOMbITb NOPaXeEHHbIE Y4aCTKN 60MbLIMM KOIMYECTBOM BOAbI.

Mo

Mpu pabote c peareHToM M o6pasuamMu KpoBu cneayeT cobnojatb
npasuna, onMcaHHble B criegylowmnx gokymeHtax: CaHlvH 2.1.3.2630-
10 ot 18.05.2010 «CaHuTapHO-3NMaeMUoNormyeckme TpeboBaHus K
opraHusaumsmM, OCyLLECTBASIOWMM MeAMLMHCKYIO AesTenbHoCTb»; Cll
3.1.5.2826-10 o1 11.01.2011 «Mpodmnaktrka BUY-nHbeKLmmN».

Mpu paboTe cnegyeT HageBaThb 3alMTHYIO oaexay (xanaT), a Takxe
MeAMLUMHCKME AMarHoCTUYeckMe OAHOPa3oBble MepyaTky, Tak kak o06-
pasubl Na3Mbl KPOBU YenioBeKa CieayeT paccMaTpuBaTh Kak NoTeHuu-
anbHO MHMMUMPOBaHHbIE, CNOCOOHbIE ANMTENbHOE BpeMsi COXPaHsTb U
nepeaasaTb BMPYCbl MMMyHoAeduumMTa Yyenoseka BUY1 n BUY2, Bupy-
cbl renatuta B u renatuta C unu noboi apyroi Bo3byauTtenb BUpYC-
HOM MHeKUMN.

OBOPYAOBAHUE N MATEPUATDI

— AHanusarop nto6oro TMna;

— pH-MeTp ¢ HabopoM CTaHAapPTHbIX 6ydepHbIX PaCTBOPOE;

— Konba (CTakaH, UMIMHAP) MEPHbIE CTEKISIHHbIE BMECTUMOCTbO 100
Mn;

— CTaKaHbl MIacTMKOBbLIE BMECTUMOCTbIO 50 MJ;

— BOA@ AMCTMIMPOBAHHas;

— nepyaTKM MeaMLIMHCKME ANAarHOCTUYECKME OAHOPA30BhbIE.

COBMECTUMOCTb C APYrMMM MEAMUMNHCKUMU
U3[EINAMUN

Tpuc-HCI 6ycep COBMECTMM CO BCEMM TUMAMM aBTOMATUUECKUX U
noJslyaBTOMaTUYECKUX aHaNM3aTopoB, NpefHasHayYeHHbIX AN Koary-
NOSIOFUYECKNX, XPOMOTEHHbIX M MMMYHOXMMUYECKUX MCCneaoBaHui
napamMeTpoB remocrtasa, a Takke C JobbiMM  nnasmamu-
KanubpaTopaMM M KOHTPOSIbHBIMX MfIa3MaMu, WUCMONb3yeMbIMA NpU
NpoBeAEeHNN TECTOB ANS UCCIIEA0BaHMS reMocTasa.

AHAJIUBUPYEMBIE OBPA3LLbI

Bua aHanusupyemoro 6uonornyeckoro Marepuana

PeareHT Tpuc-HCI 6ycep npeaHasHayeH pa3BeaeHus 06pa3uoB nnas-
Mbl KpoBu. Ob6pasubl MnasMbl KPOBU AN aHanM3a He AO/MKHbI OblTb
reMosIM3MpoBaHbl, COAepXaTb CryCTKW, NpUMECb 3SPUTPOLMTOB, He
[OSIKHbI KOHTAKTUPOBATb CO CTEKSIHHONM NMOBEPXHOCTBIO.

Mpoueaypa nonyyeHms 6uonornueckoro MaTepuana

BeHO3HYyl0 KpoBb OTOGpaTb B MnacTuMkoByk npobupky ¢ 3,8% (0,109
MOSIb/N) UMTPATOM HaTpusl B COOTHOLWEHUM 9:1 unn B BaKyyMHble CUC-
TeMbl Anst B3aTMs kposu C 3,2% (0,109 Monb/n) uMTpaToOM HaTpus,
LeHTpudyrMpoBaTb NpyM KOMHATHOWM TeMnepaType oT ntoc 18 go noc
25°C B TeyeHune 15 mmHyT npu 3000 06/mMmH (1200g).

YcnoBus xpaHeHus 6Monornueckoro Mmatepuana

BpeMsi xpaHeHus ucciesyeMoi nnasmbl A0 aHanmsa - He 6onee 4 yacos
Npy KOMHaTHOW TeMnepatype (0T nutoc 18 o nioc 25°C) u He 6onee 8
4yacos npu TemnepaTtype ot naoc 2 ao nnoc 8°C. [lonyckaeTcs ogHo-
KpaTHOe 3aMopaXkvBaHWe MnasMbl Npyu Temnepatype oT MUHyC 18 ao
MUHYC 20°C 1 XpaHeHWe Npu 3Toi Temnepatype He 6oee 2 MecsLeB.
OrpaHu4eHusl No UCNoJIb30BaHMIO 6MOIOrMYecKoro MaTtepmana
Mpu paboTe ¢ KPOBbIO OOLLIMM MPaBUIOM SIBSETCS HEMEASIEHHOE OTAe-
NeHve Nnasmbl OT POPMEHHbIX 3NIEMEHTOB, TaK Kak HEKOTOpble BeLecT-
Ba MOryT MOrioWaTbCs U MHAKTUBMPOBATLCS SPUTPOLMTAMU U NENKO-
umTamu.

MoBTOpHOE 3aMopaxunBaHne 06pa3LoB MCCIIeayeMOoit MasMbl He AoMycC-
KaeTcsl, Tak Kak npy 3TOM NPOUCXOANT YacTuyHas Aerpagaumns 6enkos.

NMOArOTOBKA PEAFEHTA AN UCCNNEAOBAHUA

Pa6ounii 6ycepHblii pacTBop

Bydep Tprc-HCI KOHUEHTPUPOBaHHbIK pa3sectv B 20 pa3 (coaepxumoe
(nakoHa nepeHecTM B MepHyl0 eMKOCTb, foBecTu go 100 mn auctun-
NMpOBaHHOW BOAOW U TLWATENbHO NepeMeLlaTh).

NPOBEAEHUE VICCJ'IEAOBAHVIVI
HeobxoaMMO pyKOBOACTBOBATLCA MHCTPYKUMSIMU ANSt MPOBEAEHUS CO-
OTBETCTBYIOLLMX TECTOB.

PEFMCTPALINSA PE3YJIbTATOB
MpoBOAMTCA MO MHCTPYKLMAM K COOTBETCTBYIOLLIMM TecTaM.



KOHTPOJ1b KAHYECTBA

Pe3ynbTaTbl HOpMasbHbLIX M NMAaTONOMMYECKUX 3HAUYEHWUI ONpeaensieMbixX
napameTpoB B TecTax, NpoBOAMMbIX C nomowbio Tpuc-HCI 6ydepa,
cnegyeT KOHTPONMPOBaTb C MOMOLWbID «[1a3Mbl KOHTPOSbHOM (Myn
3p0poBbIx aoHopos) (Mnasma H) mo TY 9398-004-05595541-2009»
HoMmep no katanory KM-1 n «PeareHTa Ans KOHTPONS MpaBWIbHOCTU
onpeaeneHns NapaMeTpoB CBEPTLIBAtOLLEN, NPOTUBOCBEPTLIBAOLEN U
bubpuHonuTuyeckon cucrem (Mnasma KOHTposbHas) no TY 9398-026-
05595541-2009» Homep no katanory KM-2, npoussoactea MBOOW
«061LwecTBo 60MbHbIX reModunnens», Poccus.

ycnoBuss XPAHEHUA U TPAHCINMOPTUPOBAHUA
Cpok rogHoctu peareHta — 36 MecsueB. He ncrnonb3oBaTh peareHt
nocne UCTeveHnst Cpoka rogHocTu!
PeareHT cTrabuneH B TeueHue BCEro cpoka roAHOCTM NpU YCIIOBUK Xpa-
HEeHWs B YKYNOPEHHOM BuAe npu TemnepaType oT nioc 2 Ao noc 8°C.
BcKpbIThIii hnakoH MOXHO MCMONb30BaTb MOBTOPHO NPU YC/IOBUM Xpa-
HeHWs1 Npy TemnepaType OT naoc 2 Ao nac 8°C B NIOTHO YKYNOpeH-
HOM COCTOSIHUM.
CrabunbHocTb paboyero pacresopa Tpuc-HCI 6ydepa
TemnepaTypa xpaHeHusi, °C, B AManasoHe
oT nntoc 2 Ao oT nntoc 18 o OT MUHYC 18 A0 MUHYC
nnioc 8 nmoc 25 20
2 Mecsiua 5 cyToK He 3aMOpaXXMBaTb
3aMopaxuBaHue peareHTa He Aonyckaetcs. M3aenus, xpaHuBLUMecs C
HapylleHWeM  perfnamMeHTUpPOBaHHOrO  peXxuMa, MpUMEHEHUI0  He
noanexar!
TpaHCnopTUpoBaHWe peareHTa AOMKHO MPOBOAMTLCS BCEMU BUAAMM
KPbITOr0 TpaHCNopTa B COOTBETCTBMM C TpeboBaHWAMM M NpaBunamu,
NPUHATBIMM Ha AAaHHOM BuAe TPaHCMOpTa, Npy TemnepaType OT nitocC 2
po nntoc 8° C. [lonyckaeTcs TpaHCNOPTUPOBaHWE peareHTa npu Temne-
patype go nmoc 25° C He 6onee 10 cyTok. 3amMopaxkvBaHue He Aonyc-
KaeTcs.

FTAPAHTUN U3TOTOBUTENSA

MpeanpusTe-U3roToBMTENb rapaHTUpyeT COOTBETCTBME PeareHTa
Tpuc-HCI 6ydep TpeboBaHusM TexHudeckmx ycnosuin (TY) npu cobnto-
LEHUW YCNIOBUIA TPaHCMOPTUPOBAHMS, XPaHEHUS! U MPUMEHEHUS, YCTa-
HOBJEHHBIX TY.

MEPbI MO BE3ONACHOW YTWIN3ALUN OTXOO0B

B cootsetcTBuM ¢ CanlvH 2.1.7.2790-10 ot 09.12.2010 «CaHuTapHo-
3NMAEMNONOrMYECKUMN TPe60BaHUAMM K 06paLLeHnio C MEANLIMHCKUMUA
oTX0AaMm» oTxoAbl OT paboTbl ¢ peareHToM Tpuc-HCI 6ydep ¢ ucnonb-
30BaHWeM 06pasLioB M1asMbl KPOBU MALMEHTOB OTHOCATCA K Knaccy b.
OTxoabl knacca b cobupailoT B 0AHOpa30Bble MakeTbl XENToro LBeTa,
MakeTbl 3anosHSIOT Ha TPY YETBEPTW, 3aBA3bIBAIOT, MAPKUPYIOT HaAMu-
cbto: «OTxoabl. Knacc Bb», HaHOCAT Ha BUpKy HasBaHwWe opraHu3auuu,
faty n ®MO mcnonHuTENns M NOMELLAIOT Ha Y4acTOK BPEMEHHOro Xxpa-
HEHWS 40 BbIBO3a TPAHCMOPTOM CreumnasnibHoro noapasaeneHns K Mecry
obe33apaXxxnBaHns 1 yTuansaumn.

Tpuc-HCI 6ydep, He noanexalmin UCNONb30BaHMIO, C UCTEKLIMM CpO-
KOM FOAHOCTU M HEe COCTOSILUMIA B KOHTaKTe C NJIa3MoV KpOBWU MauueH-
TOB, OTHOCUTCA K OTxofaM knacca A. OTxogpl knacca A cobupaiot B
MHOropa3oBble €MKOCTU WM OAHOpasoBble nakeTbl /toboro uBeTa,
KpOMe >XeNnToro WM KpacHoro, C Hagmucbto «OTxodbl. Knacc A», ytunu-
3UpYIOT M TPaHCMOPTUPYIOT B COOTBETCTBMM C TpeboBaHusmu CanluH
2.1.7.2790-10.

CUMBOIJ1bI, NMPUMEHAEMbDIE nePun MAPKWUPOBKE
HABOPA
CumBon HaumeHoBaHve cumBona
HoMmep no kaTasnory
Vo MeanumnHckoe usaenue ans AuarHoCTuKM in vitro
¥ TeMnepaTypHbI AMana3oH
(@ Ob6paTuTeCh K MHCTPYKLMK NO NPUMEHEHUIO
H M3roTosuUTENb

[aTa yTBepxaeHus MHCTpykummn 14 mas 2020 r.
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NEPEYEHb HALIMOHAJIbHBIX CTAHAAPTOB,
NPUMEHSIEMbIX NMPOWU3BOAMUTENEM MEAWULIMHCKOIO
M3AENNA

—TOCT P 51088-2013. MeauumHckue um3genvs ons AMarHOCTUKUA WH
BUTPO. PeareHTbl, Habopbl peareHTOB, TECT-CUCTEMbl, KOHTPOJIbHbIE
mMaTtepuanbl, nuTaTenbHble cpeapl. TpeboBaHUs K M3OenusM K
NoAAEPXKMBAIOLLEN AOKYMEHTaLMK.

—-TOCT P WCO 15223-1-2014 W3genuss meauumHckue. CuUMBOSbI,
NpUMEHsIeMblE MpU  MapKUPOBaHUW Ha MEAMUMHCKUX U3AENUsX,
3TUKETKaX W B COMPOBOAMTENLHOM AOKYMeHTaumu. Yactb 1.
OcHoBHble TpeboBaHusl.

—OCT P UCO 18113-1-2015 MeauumHcKue nsgenus ans AnarHOCTUKK
in  vitro. WHdopmauusa, npepocTtaBnsieMas  U3roToBUTENEM
(MapkupoBka). Yactb 1. TepMmuHbl, onpegeneHuss un  oblwme
TpeboBaHus.

—OCT P MCO18113-2-2015 MeanumHCckue uUsgenus Ans AnarHOCTUKM
in  vitro.  WHdopmaums.  lpepoctaBnsieMas  M3roToBUTENEM
(MapkupoBka). Yactb 2. PeareHTbl Ans AvMarHOCTUKM in vitro ans
npoheccMoHaNbHOro NPUMEHEHHS.

—TOCT P 51352-2013 MeauumHcKne w3genust ans AUarHOCTMKM in
vitro. MeToibl UCMbITaHWIA.

—FOCT P UCO 23640-2015 U3penua MeamumHCcKme Ans AMarHOCTUKM in
vitro. OueHka cTabunbHOCTM peareHTOB Ans AMAarHOCTUKK in vitro.

—OCT 15.309-98 Cucrema pa3paboTkv M MOCTAaHOBKW MPOAYKUMWU Ha
Npou3BOACTBO. MCMbITaHWs U NpUeMKa BbiMyCcKaeMol NpoayKUmnu.

—TOCT P 15.013-2016 Cucrema pa3paboTku U MOCTAaHOBKM MPOAYKLMM
Ha Npou3BOACTBO. MeanLMHCKNE nusaenus.

—TOCT P EH 13612-2010 OueHka ¢yHKUMOHANbHBIX XapaKTepUCTUK
MEANLIMHCKUX U3EeNnin AN AMarHOCTUKM in vitro.

— Mpuka3 MuHzapasa Poccum ot 19.01.2017 r N211H «O6 yTBEpXAEHUN
TpeboBaHUI K COAEPXKaAHMIO TEXHUYECKOM W  3KChyaTauMOHHOM
[OKyMeHTauun  npoussoanTenst  (M3roToBUTENS))  MEeAULIMHCKMX
nsgenuin».

[To Boripocam, KacarowmmMcsa Ka4ecTsa Habopa, CieqyeT o6palyarbcs B
HITO «PEHAM» MBOOU «O614ecTBO 60/IbHBIX FEMOGUINENR» 10 aapecy:
125212, r. Mocksa, yn. Agmupana Makaposa, 4. 4, cTp. 2.
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