POMK-TECT

Koa Mr-12, Nr-12/1, Nr-12/2

HA

UHCTPYKUUA

No NPUMEHEHUIO MEAULMHCKOro U3aenmns ana ANarHoCTUKU
in vitro «Ha6op peareHTOB AnA aKcnpecc-onpeaeneHus
pacTeopumMbIX GUBGPUH-MOHOMEPHBIX KOMMNJIEKCOB B Naasme
KpoBu o-peHaHTPoAnHOBbIM meTogom (PPMK-TecTt) no

TY 21.20.23-067-05595541-2020»

HA3SHAYEHME

MpenHa3sHayeHHOe NpUMeHeHne. MeauumHCKoe U3aenve Ans AMarHoCTUKK in vitro «Habop
peareHToB [N 3KCMPEecC-OnpeaeneHns pacTBOPUMbIX (PUEPUH-MOHOMEPHBIX KOMMIEKCOB B
nnasMe KpoBu O-heHaHTPonMHOBLIM MeToaoM (POMK-Tect) mo TY 21.20.23-067-05595541-
2020» (cokpalueHHoe HauMmeHoBaHWe — «POMK-TecT») mpeAHasHauyeHO Ansi KauyeCTBEHHOro
3KCMpecc-onpeaeneHns pacTBOpUMbIX (PUEPUH-MOHOMEpPHBbIX kommnnekcoB (POMK) B nnasme
KPOBW METOAOM arrioTMHaLMK Mo AeicTBUEM O-(heHaHTponuHa [1,2].

MpepHast W no. Tenb. Onpegenedne POMK B nnasme KpoBu O-
(EHAHTPOMHOBLIM METOAOM C MOMOLLbLIO Habopa POMK-TeCT MOXET NPOBOAWTbL Bpay-nabopaHT
nnu denbawep-nabopaHT. Habop nNpeAHasHayeH TONMbKO AN MPOMECCMOHANBHOrO NPUMEHEHUS
B K/IMHUYECKOMN N1abopaTOPHOM ANArHOCTUKE.

AvarHocTvyeckas ponb. Moaaepka AWArHOCTUKM HapyLIEHWA CBEPTLIBAEMOCTU KPOBU U
CKPUHUHI  COCTOSIHMS  remocTasa.  O-peHaHTPONMHOBLIN ~ MeTo  UMeeT  6orbluoe
[IMArHoCTMYeCcKoe 3HayeHue, Tak kak POMK siBnsitoTc MapkepaMy TPOMBUHEMUM KaK OAHOMO U3
OCHOBHbIX ~ MPW3HAKOB  AMCCEMUHUPOBAHHOTO  BHYTPUCOCYAMCTOro  cBepThiBaHus  (ABC-
CMHAPOMA), @ TaKke TPOMB030B M 3MEONMIA. MeToa MO3BOMSIET NPOBOAUTL AMHAMUYECKMIA
KOHTpONb coaepxaHns POMK B nnasme KpoBW MAUMEHTOB, B TOM YMC/IE MPU MPOBEAEHUM
@HTUKOAryNSIHTHOI Tepanuu [2].

O6nactb npumeHeHus. O6nactb npumeHeHus Habopa — KIMHWYecKas MeauLMHa,
KJIMHMYeckas nabopaTopHas AMarHocTvka.

HAYYHASA OGOCHOBAHHOCTb AHAJIUTA

KOHEUHbIM ~ pe3ynbTaToM  CBEPTbIBAHWS  KPOBW  SBNSETCS  Bbi3biBaeMas  TPOMGMHOM
TpaHcdopmaums dubpuHoreHa B UOPUH, NpoUCXOAsias B HECKONbKO 3TanoB. [lpu
BHYTPUCOCYAMCTOM CBEPTbIBAHUM KPOBM Mpouecc TpaHcdopmauun dubpuHoreHa B GubpuH
OrpaHNuYMBAETCS Ha MPOMEXYTOYHOM 3Tane, a B KPOBOTOKE HAYMHAIOT LIMPKYSMpOBaTh
npoaykTbl Aerpagaumn ¢ubpuHa. CoeanHsisice ¢ MOHoMepamu hubpuHa, hUEPUHOreHOM, OHM
obpasyloT pacTBopuMble KkoMmnekcsl POMK. O6HapyxeHue B cocyauctom pycne POMK
YKa3blBa€T Ha MPUCYTCTBUM B KPOBOTOKE aAKTUBHbIX 6enkoB — TpOMﬁI/IHa M nnasMuHa, 41O
CBUAETENLCTBYET O HAPYLIEHUN CBEPThbIBAHUSI KPOBU.

XAPAKTEPUCTUKA HABOPA

CocraB Habopa

Habop PM®K-TecT noctaBnsietcs B Tpex BapuaHTax UCMOSIHEHUS.

BapuaHT ncnonHenus 1:

— O-cbeHaHTponuH, cyxoi — 100 Mr/dnakoH — 4 dnakoHa;

— MoNOXUTENbHBIA KOHTPONb, SIMOMUABLHO BbICYLIEHHBIN — 06bEM MOC/ie BOCCTAHOBMEHMS
1,0 mn/dnakoH — 1 dnakoH;

— OTpuUaTENbHBIN KOHTPONb, SMOMPUILHO BbICYLIEHHBIN — 06beM Mocse BOCCTAHOBMEHWS
1,0 mn/dnakoH — 1 dnakoH.

Homep no katanory npoussoagutens - Mr-12.

BapuaHT ucnonHenus 2:

— O-(heHaHTPONMH, NMMOMUNBHO BbICYLLIEHHBIN — 06bEM MOCIE BOCCTaHOBMEHWS 5,0 Mn/dnakoH
— 4 dnakoHa;

— MONOXUTENbHBIA KOHTPONb, NIMOMUABLHO BbICYLIEHHbIN — 06bEM MOCIE BOCCTAHOBMEHMS
1,0 mn/cdnakoH — 1 dnakoH;

— OTpUUATENbHBIA  KOHTPOSb, IMOGUILHO BbICYLLEHHbLIM — O6BEM MOC/E BOCCTAHOBEHWS
1,0 mn/cdnakoH — 1 dpnakoH.

Homep no katanory npoussoautens - Mr-12/1.

BapuaHT ncnonHexus 3:

— O-(heHaHTPONMH, NMMOMUNBHO BbICYLLEHHBIN — 06bEM Nocne BocCTaHOBMEHUs 3,0 Mn/dnakoH
— 4 dnakoHa;

— MONOXUTENLHBIA KOHTPONb, NIMOGBUNBLHO BbICYLIEHHbIN — O06bEM MOCNE BOCCTAHOBMEHMS
1,0 mn/cdnakoH — 1 dnakoH;

— OTpUUATENbHBIA KOHTPONb, MOMUILHO BbICYLLEHHbIN — O6bEM MOC/e BOCCTAHOBMEHMS
1,0 mn/nakoH — 1 dnakoH.

Homep no kaTtanory npoussogutens - Mr-12/2.

B BapuaHTe ucrnonHeHusi 1 Bce KOMMOHeHTbl Habopa POMK-TecT pacdacoBaHbl B CTEK/ISHHblE

nakoHbl, yKyrnopeHHble pe3MHOBbLIMM NPobkaMu 1 oBaTble artoMUHWUEBLIMU KOMMaYKaMy.

B BapuaHTax ucrnonHeHuss 2 u 3 BCe KOMMOHeHTbl Habopa POMK-Tect pacdacoBaHbl B

CTeKNsIHHble  (DNaKOHbl, YKYMOPEHHblE PE3NHOBbIMM MPobkaMu, C  3aBUHYUMBAIOLLIMMUCS

NNacTMaccoBbIMU KpblLLKaMU.

MoNOXUTENbHBIA KOHTPONb MpeACTaBnseT coboi NMODUNBHO BbICYLIEHHYIO MAasMy KpoBW

YyenoBeka, MOJyYEHHYI0 MyNMpOBaHUEM [OHOPCKOW mnasmbl, C fobaBneHvem POMK,

crabunuampoBaHHylo HEPES-6ydepoM. OTpuuaTe/bHbii  KOHTPONb  MpeacTaBnsieT  coboit

NMOGUNBHO BbICYLLEHHYIO MNa3My KPOBM YenoBeKa, MOMyYEeHHYIO Ny/IMPOBAHWEM AOHOPCKOW

nnasmel, crabunusmposaHHyto HEPES-6ydepom.

KomnnekT nocraBkmu

POMK-TecT, B BapuaHTax UCMOSTHEHWS;

VHCTPYKLMS MO NPUMEHEHUIO;

nacrnopT MeANLIMHCKOTO U3Zenus.

Yucno aHanusmupyembix npo6 6uonoruyeckoro matepmana

Habop P®MK-TecT npeaHasHayeH Ans npoBedeHuss 400 onpeaenewwit POMK  (BapuaHT

ucnonHerns 1); 200 onpeaenernin POMK (BapuaHT ucnonHenus 2); 120 onpeaenenuit POMK

(BapuaHT ucnonHenus 3) npu pacxoge 100 Mk pacTBopa 0-heHaHTPONMHA Ha OAWH aHanwu3.

MpuHuun meropa

MeToa OCHOBaH Ha OLEHKE BPEMEHW MOSIBNEHUS B WCCNedyeMoii nnasMe xnonbes ¢hubpuHa

nocne fo6aBneHus B Hee 0-heHaHTPONMHA. BpeMsi x 06pa3oBaHWs 3aBUCUT OT KOHLEHTpauun

POMK.

AHAJTUTUYECKUE XAPAKTEPUCTUKHN

Bp T ¢ ¢bu6p

Mocne pobaeneHnsi o-theHaHTPONMHA K MOMOXMUTENBbHOMY KOHTPOMIO BpeMsi obpa3oBaHWs
xnonbeB (pubpuHa coctaensieT He 6onee 10 cekyHa. lNocne pobaBneHws o-heHaHTponMHa K
OTpULIATENBHOMY KOHTPOJIIO X/0MbS OTCYTCTBYIOT B TeUeHWe He MeHee 120 cekyHA.
YyBCTBMTENbHOCTb

MuHWManbHasi KoHueHTpauusi POMK, onpeaensieMast Habopom POMK-TecT, coctaBnsieT 3,5:10
r/n[2].

HIT

AnanasoH onpepn X TP 1 POMK

C nomolbto Habopa POMK-TeCT MOXHO onpeaenuTb KOHUeHTpauuto PMOK B ananasoHe ot 3,5
no 28:102 r/n [2]. Tabnuua nepesoja pesynbTaToB ONpeaeneHns BpeMeHW OBpa3oBaHms
X/10NbeB B KOHUeHTpauuio PMOK B nnasme kposu npuseaeHa B pasgene «MHTepnpetaums
pe3ynbTaToB».
3

LLeHTp i POMK, cooTBeTCTBYIOLME HOPMA/IbHBIM
B HOpMaJIbHOI Mna3Me KpoBy KoHUeHTpaums PMOK coctasnseT ot 3102 po 4-10°72 r/n [2].

B. noTeHL WHTepdepupyoLWmnX BellecTs

Cnegyiowme BeleCTBa HE BAMAIOT Ha MpaBUIbHOCTL onpeaenexns POMK: Tpurnuuepuabl B
KOHLIEHTpauun Ao 6 r/n. Mpu NpeBblleHNN YKa3aHHOW KOHLEHTPALMU BO3MOXHO MOsyyeHue
JI0XHO 3aBblLEHHbIX pe3ynbTaTos onpeaeneHuns POMK.

OrpaHuyeHuns meroaa

KnuHuyeckas AvarHocTuka He [O/MKHA OCHOBbLIBATLCS TOMbKO Ha pe3ynbTatax, MonyYeHHbIX C
nomouwbto Habopa POMK-TecT. lMpu nocTaHOBKE AuarHo3a AOMKHbl OblTb  pacCcMOTPEeHbl
KNWHWYECKNe CUMNTOMBI U Apyrasi 3HauuMas Tectosas MHhopMaums.

MEPbI NPEQOCTOPOXXHOCTHU

POMK-TecT npeaHasHayeH TONMbKO ANs ANArHOCTUKM in vitro.

Knacc noTeHumanbHoro pucka npumMeHeHus Habopa - 2a.

Habop POMK-TECT He SIBNSIETCS UCTOYHUKOM OMACHbIX U3NYYEHWUI U HE NPEeACTaBNsSeT PUCKOB,
CBSA3aHHbIX C BO3MOXXHOCTbIO B3pblBa U BO3ropaHus.

Mpu pabote c Habopom M obpasuamu KpoBW cnedyeT cobnogaTb NpaBuna, OMWUCaHHblE B
cnepylowmx AokyMeHTax: «CaHWUTapHO-3nuaeMuonornyeckue TpeboBaHUs K OpraHu3auumsM,
OCYLLEeCTBISIOWMM MeAULIMHCKYIO AesiTenbHocTb» (CaHMuH 2.1.3. 2630-10 ot 30.09.2010);
CaHuTapHo-3nuaeMuonormyeckne npasuna «Mpodunaktuka BUY-uHdexumn» (CM 3.1.5. 2826
or 11.01.2011).

B coctaB Habopa P®MK-TeCT BXOAST OTPULATENbHBLIA W MONOXKMTENBHBIA KOHTPOIM,
MoNMyyYeHHble U3 MNasMbl KPOBM YenoBeka, KapaHTUHM3MPOBAaHHOW W NPOBEPEHHOW Ha
oTcyTcTBMe aHtuTen k BUY 1, 2, Bupycy renatuta C u HBsAg. TeM He MeHee, He cneayeT
UCKI0YaTb OCTaTOYHOTO MWHWMMAnNbHOrO pucka npu pabote ¢ HabopoM, MOCKOMbKY Mnasma
KPOBU YenoBeka SBMSETCS NOTEHLMaNbHO ONacHbIM 61ONOrMHeckUM MaTepuanom.

Mpu pabote c HabopoM POMK-TecT cneayeT HapeBaTh 3alUMTHYIO OAexXAy (XanaT) v nepyaTku
MeAWLMHCKME AMarHoCTUYeckue OfHOpa3oBble, TakK Kak peareHT MCronb3yloT npu pabote ¢
obpasuamnm KpoBM YenoBeka, KOTOpble CreayeT paccMaTpuBaTb Kak — MOTEHLManbHO
MHOULMPOBaHHbIE, CMOCOGHbIE ANWUTENbHOE BpeMsi COXpaHsiTb W nepeaaBaTb BWUY, Bupychl
renatuta unm no6oit Apyroii Bo3byanTenb BUPYCHbIX MHbEKLMIA,

M O-tbeHaHTpONWH, BXOASLWMI B COCTaB Habopa POMK-TECT, TOKCMYEH MPU NPOrnaThiBaHUM.
He npuHMMaTh nuLly, HE MUTb U He KypwUTb B NpoLiecce paboTbl ¢ peareHToM. Mpu cryYanHoM
npornaTblBaHUM CNefyeT MpornonockaTb PoT U HEMEANEHHO 0BPaTUTLCS B TOKCUKOMOTMYECKMIA
LEHTP unM K Bpady. O-(beHaHTPONUH SIBNSIETCS TOKCWMUHBIM ANs BOAHOW hnopbl U dayHbl €
[I0/ITOBPEMEHHbBIMU MOCNEACTBUSIMU. He cuBaTb pacTBop O-theHaHTPONNHa B BOAOMNPOBOAHbIE
Tpy6bi!

OBOPYJOBAHUE U MATEPUAJIbI

— LlenTpudyra nabopatopHas;

— BECbl aHaNNTUYECKUE;

— ceKkyHaomep;

— NnaMna C Hanpas/ieHHbIM JTY4OM CBETQ;

— nyna ¢ yBenuyeHmem Ao 5 pas;

— [103aTOp OAHOKaHaNbHbIM NepeMeHHOro o6bema BMECTUMOCTbIO oT 100 Ao 1000 Mkn;

— HaKOHeYHWKKM Ans fosaTtopa obbemom ot 100 ao 1000 mkn;

— NpO6UPKMN NNACTUKOBLIE;

— NPOBUPKU CTEKNSIHHBIE BMECTUMOCTBIO 10 Mn;

— BaKyyMHble CUCTeMbl Ans B3STUS KpoBU C 3,2% 3-X 3aMelleHHbIM UMTpaToOM HaTpus 2-
BoAHbIM (0,109 mMonb/n);

— BOAA@ ANUCTUNIMPOBaHHaS;

— nepyaTku MeANLIMHCKUE AMarHOCTUYECKUE OAHOPa30Bble.

AHAJIUSNPYEMbIE OBPA3LbI

Bua aHannsupyemoro 6Monoruyeckoro matepmana

Habop P®MK-TecT npeaHasHayeH Ans onpefeneHnst KoHUeHTpauun POMK B nnasme kposwu
yenoseka. O6pasubl MnasMbl KpPOBM [l aHanM3a He AOMKHbI ObiTb reMONM3UPOBaHBbI,
coaepxaTtb CryCTkM, NPUMECb 3SPUTPOLMTOB, He AOMKHbI KOHTaKTUPOBaTb CO CTEKSIHHOM
MOBEPXHOCTbIO.

MNMpoueaypa nonyuyeHuns 6monornyeckoro Matepuana

BeHo3Hyl0 KpoBb OTO6paTb B MnacTukoByld npobupky c 3,8% (0,109 monb/n) 5,5-BoaHbIM
LMTPaTOM HaTpUsi B COOTHOLUEHUM 9:1 UnKM B BaKyyMHbIE CUCTEMbI ANS B3STUS KPOoBU C 3,2%
(0,109 mMonb/n) 2-BOAHBIM LMTPATOM HaTpusl, LEHTPUdYrMpoBaThb MpyU KOMHATHOW TemnepaTtype
ot nntoc 18 o nntoc 25°C B TeueHue 15 MuH npu 3000 06/MuH (1200 g).

YcnoBus xpaHeHust 6Mon0ruyecKkoro MaTepmana

Bpemsi XpaHeHWsi uccnesyemMol nnasMbl A0 aHanuza - He 6onee 2 4 npu KOMHATHOM
Temnepatype ot nntoc 18 o nntoc 25°C u He Gonee 4 yacoB Npu Temnepartype OT nawc 2 Ao
nntoc 8°C. 3aMopaxuBaHue naasMbl He AomnycKaeTcs.

OrpaHu4eHus No MCNoNb30BaHUIO 6rMonorMyeckoro matepuana

Mpn paboTe C KpoOBbIO OGLMM MPaBUIOM SIBASETCS HEMEANEHHOe OTAENeHWe MnasMbl oT
(OPMEHHBIX  3MEMEHTOB, TaK KaK HeKoTopble BellecTBa MOryT MOrMoWATbCs U
MHAKTUBMPOBATLCS SPUTPOLIUTaMU U NEVKOLMTaMMU.

NnoAroTOBKA PEATEHTOB )11 UCC/TIEAOBAHUA

PactBop o-deHaHTpoNMHa

[ns BapuaHTa UCMonHeHus 1 B3BECUTb Ha aHanUTUYECKUX BECax 78 Mr MopoLuKoo6pasHoro o-
eHaHTponMHa v pacTBopuTb B 10 M1 AUCTUINMPOBAHHO! BOAbI MPU KOMHATHOM TemnepaType
1 OCTOPOXHOM NOKauMBaHWW. [Lnsi BapMaHTOB WUCMONHEHUSt 2 U 3 PacTBOPUTL MPU KOMHATHOM
TemnepaType coaepxuMmoe ¢nakoHa B 50 wnu 3,0 MA AUCTUAMPOBAHHOW  BOABI,
COOTBETCTBEHHO. BpeMsi pacTBopeHusi 0-heHAHTPONMHA BO BCEX CIlyHasix AO/MKHO COCTaBASTb
He 6onee 3 MUHYT. lMepea UCroNb30BaHWEM PacTBOP O-(heHAHTPONIMHA HYXHO BbIAEPXaTb Npu
KOMHATHOM TeMnepaTtype B TedeHne 20 MUHYT.

MonoxuTenbHblii KOHTPONb

BHecTv Bo dnakoH 1,0 Mn AMCTUNNMPOBAHHOM BOAbI M PAacTBOPUTL MPU KOMHATHOM Temnepary-
Pe 1 OCTOPOXXHOM MOKauMBaHWM. Bpemsi pacTBopeHUs TMOMUNBHO BbICYLLIEHHOTO peareHTa B
AVCTUNNIMPOBAHHON BOAE MPY KOMHATHOI TemriepaType — He 6onee 3 MUHYT. PacTBOp rotos k
NpOBEAEHUIO aHanM3a Yepes 15 MUHYT Nocne NpUroTOBNEHMS.




OTpuuaTenbHblii KOHTPO/b

BHecTv BO ¢nakoH 1,0 MN AUCTUANMPOBaHHOM BOAbI W PAcTBOPUTL MPU  KOMHATHOM
TeMnepaType W OCTOPOXHOM MOKauMBaHWW. Bpemsi pacTBOPeHUst NMOGBWILHO BbICYLIEHHOMO
peareHTa B AMCTUZIMPOBAHHOW BOAE MPU KOMHATHOW Temnepatype — He Gonee 3 MWHYT.
PacTBOp roToB K NPOBEAEHMIO aHanu3a Yepes 15 MUHYT nocne NpuroToBneHNs.

MPOBEAEHUE UCC/TIEQOBAHUA
151 NpoBeAeHst aHanM3a HeobX0AMMO MCMOb30BaTb CTEKIISIHHbIE MPOBUPKY.

BHecTH B np: PKy 06beM, MKN
PacTBOp 0AHOrO M3 KOHTpONEW UK uccneayeMas nnasma 100
Pabounin pacTBop 0-dheHaHTpoIMHa 100

Mocne BHecenus HeMeNEHHO BK/TIOYUTb CEKYHAOMEP.

PEFUCTPALIUA PE3YJIbTATOB

B npoxoasiiem cBeTe Ha TeMHOM (POHE MpW HEMPEpbLIBHOM MOKauyMBaHWW  MPOBUPKK
PEruCTpupYIoT BpeMsi OT MOMeHTa AobaBneHns 0-heHaHTPOMHa A0 Hauana nosiBNIEHNS NEPBbIX
xronbeB pubpuHa (an1s yaobcTBa HabntoaeHVst MOXHO BOCMONb30BaThCS JTyMoif).

WHTEPNPETALIUA PE3YJ/IbTATOB

KauecTBeHHas oLieHKa

B NONOXMUTENLHOM KOHTPO/E PEFUCTPUPYIOT MOSIBIIEHUE «CHEXHOW Bypu» B TeyeHue nepebix 10
CekyHA rnocne fobaBneHus O-peHaHTponMHa. B OTpULATENbHOM KOHTPONe He  AOMKHO
HabnoaaTbcs MOsBNEHME X/OMbEB B TeyeHMe nepsblx 120 cekyHA nocne AobaeneHus o-
eHaHTponvHa.

MosiBneHne B UCCreayeMoi nnasme XOpOLLO BUAMMBIX XIOMbEB B TedeHue nepebix 120 cekyHA
CBUAETENbCTBYET O HANMYMK B Hell PMOK.

KonunuyecrseHHas oLeHka

Mpu aHanuse uccnenyemoi nnasmbl PErucTpUpylOT BpeMsi OT MOMeHTa fobaBrieHusi o-
eHaHTPoONMHa A0 Hayana NnosiBNeHNs nepebIx Xnonbes GubpuHa.

KonnuectBo POMK MoxeT 6biTb oOueHeHO no Tabnuue nepeBoja pe3ynbTaToB BpPeMEHU
NOSIBNIEHMS XOMbeB (C) B KOHLEHTpaLmio POMK (r/n-1072) [2].

Bpems, ¢ KoHueHTpauus Bpems, ¢ KoHueHTpauus
POMK, r/n-102 POMK, r/n-102
5-6 28,0 21-23 10,0
7 26,0 24-25 9,0
8 24,0 26 8,5
9 22,0 27-28 8,0
10 21,0 29-31 7,5
11 19,0 32-33 7,0
12 17,0 34-36 6,5
13 16,0 37-40 6,0
14 15,0 41-45 55
15 14,0 46-54 5,0
16 13,0 55-69 4,5
17-18 12,0 70-87 4,0
19-20 11,0 88-120 35

MoBbILEHUE KOHLEHTpaLmM POMK xapakTepHO A/si aKTUBALMKM CBEPTbIBAHUS KPOBU. YeM Bbilue
KOHLEeHTpaLmsi POMK, TeMm Bbllle pUcK BHYTPUCOCYAUCTOrO TPOM6006pa3oBaHmsi.

KOHTPOJ1b KAYECTBA

Mpy NpoBeaeHWN KaXKAOW CepuM aHanMsoB HEOGXOAMMO MCMOMb30BaTb MONOXKUTENbHBIA U
OTpVILLaTEHbeIIz KOHTPO/IU, KOTOpble AO/MKHbI 6bITb uccneaoBaHsl No TOW xe CXeMe, 4To U
nna3Ma NauneHToB.

Hannuune arrmoTMHauMmM ¢ OTpuuaTesibHbIM - KOHTPO/IeM UM OTCYTCTBME arritoTUHaumm C
MONOXMUTENBHBIM KOHTPONEM YKa3blBaeT Ha HeMPUroAHOCTbL Habopa POMK-TecT.

TPAHCMNOPTUPOBAHUE U XPAHEHUE

Cpok rogHocT Habopa POMK-Tect — 24 Mecsaua. He vcnonb3oBaTb Habop mocne ucTeyeHust
cpoka roaHocTm!

POMK-TecT cTabuneH B TeYeHne BCEro Cpoka roAHOCTU MPU YCIOBUM XPaHEHUS B YKYNOPEHHOM
BUAE B XONMOAWNbHMKE MpW TeMmnepaType oT nioc 2 Ao nntoc 8°C. [lonyckaeTcs XpaHeHue
Habopa npwu Temnepatype Ao 25°C He 6onee 10 cyTok. 3aMopaXuBaHWe AONYCKaeTCs.

M3penns, XpaHWBLLMECS C HapyLWEHWEM pEernaMeHTUPOBAHHOMO pexXuMa, MPUMEHEHUIO He
noanexart!

PacTBOpeHHbIe KOMMOHEHTHI Habopa creayeT XpaHUTb B MIOTHO YKYNOPEHHOM COCTOSHWM.

CTABUJ1bHOCTb NMPUIOTOBJIEHHbIX PEATEHTOB

PeareHt TemnepaTtypa xpaHeHue, °C, B AnanasoHe

nntoc 2 - nnwoc 8 nntoc 18 - nntoc 25 MUHyC 18 - MuHyc 20
O-cheHaHTpONMH 30 cyToK 30 cyTok -
MonoXuTENbHbIN 4 yaca 2 vyaca 2 mecsaua
KOHTpO/b
OTpuuaTenbHbii 4 vaca 2 vaca 2 mecsiua
KOHTPO/b

PacTBOp 0-(peHaHTPONMHA, W3MEHMBLUMI OKPacky Ha PpO30BbLI LBET, MNPUMEHEHUIO He
noanexur!

[onyckaeTcs ApoGHOE MCMONb30BaHWE MONOXUTENBHOMO W OTPULIATENBHOTO KOHTpONen u3
Habopa POMK-TeCT nyTeM po3nnBa pacTBOPEHHbIX KOMMOHEHTOB MO afMKBOTaM B MacTUKOBbIE
npo6upKM, OAHOKPATHOrO 3aMOpaXXvBaHUA anuKBOT NpK TemnepaType oT MUHYC 18 A0 MUHYC
20 °C 1 XpaHeHWe Npu 3Toi TemMnepaType He 6onee 2 MecsLEB.

OTTanBaTb 3aMOPOXEHHbIE KOMMOHEHThI CrieAyeT npu TemnepaTtype nitoc 37°C 1 ucnonb3osatb
B TeYeHWe 2 4 nocne oTTanBaHus. MOBTOPHOE 3aMopaXkMBaHue He AoMyCcKaeTcs.
TpaHcrnopTUpoBaH1e HabopoB AOMKHO OCYLIECTBASTLCS MPU TeMnepaType OT MAoC 2 A0 NC
8°C B TEpMOKOHTEliHepaX, COAepXKaluux XMafAodNeMeHTbl, UM B aBTopedpukepaTopax C
MCroNb30BaHWEM TEPMOVHAWKATOPOB B COOTBETCTBMM C MpaBUiaMu NepeBo3oK, AeVCTBYIOWMUMI
Ha laHHOM BuAe TpaHcropTa. [lonyckaeTcst TpaHCMoOpTMpOBaHe Habopos Npu TemnepaType A0
nnioc 25°C He 6onee 10 cyTok. 3amMopaxuBaHue [OMyCcKaeTcs.

FTAPAHTUU N3rOTOBUTENSA

MpeanpusTUe-U3roToBUTENb rapaHTUpPyeT CooTBeTCTBME Habopa POMK-tect Tpe6oBaHusm TY
npu CobMIOAEHUN YCNOBUIA TPaHCMIOPTUPOBAHMUS, XPaHEHWUS! U MPUMEHEHUS, YCTaHOBMEHHbIX
Hacroswmmn TY.

YTUIN3ALNA OTXO40B

B cooTBeTcTBUN € «CaHWUTapHO-3MMAEMUONOTMYECKUMU TPEBOBaHMSMKM K ObpalleHunio ¢
MeauuMHCckuMM oTxopamm» (CaHluH 2.1.7.2790-10 ot 12.12.2010) ortxogbl oT paboTbl C
HabopoM POMK-TecT ¢ ucnonb3oBaHWeM 06pasLoB Maas3Mbl KPOBW MaLMEHTOB OTHOCSTCS K
knaccy b.

B cootBetctBMM C CaHluH 2.1.7.2790-10 Habopbl P®MK-Tect, He noanexaiume
MCMONMb30BaHMIO, U C UCTEKLLMM CPOKOM FOAHOCTU OTHOCSITCS! K OTX0AaM knacca b.

OTxoAbl knacca b cobupaloT B OAHOPa30Bble MaKEeTbl XeToro LBeTa, NakeTbl 3anonHoT Ha
TPY YETBEPTM, 3aBS3bIBAIOT, MApKUPYIOT Haanucbio: «OTxoabl. Knacc B», HaHOCST Ha 6GMpKy
Ha3BaHWe opraHusauuu, Aaty u ®MO MCMOMHUTENS U MOMELLAIOT Ha YYacTOK BPeMEHHOro
XpaHeHUst A0 BbIBO3a TPAHCMOPTOM CrieLnanbHOro NoApasAeneHns K MecTy o6e3zapaxuBaHns 1
YTUAU3aLMN.

BblBO3 OTXOZ0B OCYLIECTBASETCS CMELManv3MpoBaHHBIMU OpraHW3auMsMi Ans AanbHenweit
repeaayn B OpraHusaLuM, UMeloLLMe COOTBETCTBYIOLLYIO NINLEH3MNIO, C LeNblo NocnieaytoLero
YHUUTOXEHMSI Ha CreumanbHo 060pyAoBaHHbIX NoLWaaKax B COOTBETCTBMM C TpeGoBaHUSMM,
NpefyCMOTPEHHBIMU  CylLeCTBYlOWMMN ~ DeflepanbHbIMM - 3aKOHaMM M € cobnioaeHreM
06s13aTenbHbIX TPEGOBaHWIA MO OXpaHe OKpyXKaloLLe cpeabl.

JINTEPATYPA

AnaH, T.B. KnuHnyeckoe pykoBoacTBO Tuua mo nabopaTopHbiM Tectam / [.B. AnaH. — M.:
JNabopa, 2013. — 1280 c.

BapkaraH, 3.C. [varHocTvka W KOHTpOnupyemasi Tepanusi HapylleHusi remoctasa / 3.C.
BapkaraH, A.l. MomoT. — M.: Hbloanames, 2008. — 292 c.

NMEPEYEHb HALMOHAJIbHbIX CTAHAAPTOB, NMPUMEHSIEMbIX NMPOU3BOAWUTEJIEM

MEAWLIMHCKOro U3AENNA

—TOCT P 51088-2013. MeauuMHCKue v3penus Ans AMArHOCTWKKM in vitro. PeareHTbl, Habopbl
peareHTOB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepuansl, nNUTaTeNbHble cpeabl. TpeboBaHus K
M34EeNUAM U NMOAAEPKMBAIOLLEN AOKYMEHTALMM.

—-TFOCT P WCO 15223-1-2014 W3penua wmeauuuHckme. CUMBOMbI, NPUMEHSEMblE  MPU
MapKMpOBaHUM HA MEAWUMHCKMX W3AenusiX, 3STUKETKaX M B  COMPOBOAUTEbHOM
nokyMeHTaumu. YacTb 1. OcHoBHble TpeboBaHus.

—TOCT P UCO 18113-1-2015 MeanuMHCKME U3AenUst ANS AMArHoCTUKM in vitro. MHdopmaums,
npegocTaensemas usrotosutenem (Mapkuposka). Hactb 1. TepMuHbl, onpeaeneHus u obune
TpebosaHus.

—TOCT P NCO18113-2-2015 MeauumHckue u3penust Ans AvarHocTuku in vitro. MHgopmaums.
MpepocraBnsemas usrotosutenem (Mapkuposka). YacTb 2. PeareHTbl Ans AMarHOCTUKW in
vitro ans NnpodeccnoHanbHOro NpUMEHeHMs.

—TOCT P 51352-2013 MeAMUMHCKWE U3AENMS ANSt AMATHOCTUKM in Vitro. MeToabl UcrblTaHwid.

—TOCT P UCO 23640-2015 WM3penus MeAuUMHCKWE AN AWArHOCTWMKM in vitro. OueHka
CTabunbHOCTW peareHToB AN AMarHoCTMKK in vitro.

—TOCT 15.309-98 Cuctema pa3paboTKM W MOCTAHOBKM MPOAYKUMM Ha MPOM3BOACTBO.
VicnbiTanus M Npuemka BbinyckaeMol npoayKumn. OCHOBHbIE MONOXEHMS.

—TOCT P 15.013-2016 Cwcrema pa3paboTkuM M MOCTAHOBKM NPOAYKUMM Ha MPOM3BOACTBO.
MeaunumHckve nsgenms.

—OCT P EH 13612-2010 OueHka hyHKLUMOHaNbHBIX XapaKTEPUCTUK MEANLIMHCKVX U3LENNii Ans
AMarHoOCTUKK in vitro.

—TOCT P EH 13641-2010 YcTpaHeHWe unu CHUXKEHWE pucKa MHMULMPOBAHWS, CBS3aHHOMO C
peareHTamy Ans AMarHOCTUKM in vitro.

- MNpukas Mwunsapasa Poccun ot 19.01.2017 r N211H «O6 yTBEpxAeHWM TpeboBaHWii K
COAEPX@HUIO  TEXHMYECKOW W IKCMNYaTaLUMOHHOW  [OKYMEHTaUMM  NPOWU3BOAMTENS
(M3roTOBUTENS) MEAULIMHCKUX U3AENUIN».

CUMBO/J1bl, MPUMEHSIEMbIE NP MAPKUPOBKE HABOPA
Cumson HaumeHoBaHve cumBona
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MeanumHCKoe uspenue Ans ANarHocTuKK in vitro
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