Humatrol P

KoHTponbHas cbiBOpoTka ANns kanubpoBku U
KOHTPONA KayecTBa aHanu3oB B KIIMHUKO-
XumMuyeckoi naboparopum

C 3a0aHHbIMWU 3HAYeHUAMU
ToproBas copma
REF] ' 13512
VD

6 x5 MN  KOHTPONbHAS ChIBOPOTKA

CeoMcTBa U NpUMeHeHHue

HUMATROL P 6bin paspaGoTaH ¢ Lenblo co3gaHus noaxoasu|en
OCHOBbI  ANA  PYTUHHOTO  KOHTPONA  KayecTBa  (HETOYHOCTb,
ownBoyHoCTb) B KNWHWKO-XWMWYecknx  naBopatopuax.  OH
NPUroAeH Taike AnA KanuBpoBKM PYYHBIX W ABTOMATUHECKUX
KNUHUKO-XMMUYECKMX cucTeM. MaTepuan nponseeséH 13 KOpPOBbER
CbIBOPOTKWA. BONbLLWMHCTBO napameTpoB  ANA  NpUMEHAEMbIX
METOA0B NeXaT B HOPManbHOM UNKU HOPMAaNnbHO/NaToNOrUYecKom
AunanasoHe.

3afaHHbIe 3HAYeHUA

3HaueHus Gbinn nonydeHel B 6onNbLIOM KonuYecTee nabopaTopuit.
Kawpaa ykasanHas kanuBpoBouHas unu Uenesas BervuuHa
ABNAGTCA CTATUCTUHECKUM CPeAHUM 3HaueHuemMm naboparopui,
KOTOPELIE NPUMEHANU COOTBETCTBYIOLME METOAbI (CM. NMpUMeYaHue
10).

BoccraHoBneHue BnarocoaepxaHusi

DnakoHb! OCTOPOXHO OTKPLITL, HE Aonyckas noTepu NuodunuiaTa.
BeecTM 5 MN TOYHO OTMEpPEeHHOW CBEeXe-AWCTUNNUPOBAHHOW UNK
AEUCHU3UMPOBaHHOW  BOAbl  Temnepatypou  20.25°C  (cm.
npumedaHve 1). dnakoH CHOBa 3akpbiTb MPOOCKOW W KONNAYKOM.
dnakoH nokauuBaTe A0 TEX NOp, NoKa MOMyYeHHbld B Xoje
NMOMUNBHON  CYWKW MaTepuan He PpacTBOPWTCA MOMHOCTbLIO.
Mocrasute B TemHoe mecto Ha 30 MuHYT. B TedyeHwe sToro
BPEMEHN MHOrOKPaTHO NOKaYMBaTh, YTOObLI OCTaTku CyOGCTaHum He
3aBucanu Ha cTeHkax dnakoHa. 1o ucredeHun 30 MUHYT cnakoH
nepeBepHyTL W OCHOBAaTENbHO nepemewatb, obecneyns nonHoe
pacTBOpeHue BCEro ocratka nuodunusaTa, npexae  Hem
CbIBOPOTKA Gyner BaATa ans aHanuaa. MaGeratk
neHoo6paszoBaHuUsA.

CTOMKOCTL M XpaHeHue

[lo pacTBOpeHus (CM. NnpUMeYaHue 2)

OpurHanbHO ynakoBaHHaA KOHTPONbHAaA CbIBOPOTKA COXPaHseT
CTOMKOCTb B XONOAHOM mecTe (2...8°C) A0 yKa3aHHOro Ha ynakoske
CpOKa roHOCTW.

Mocne BOCCTaHOBNEHUS BNArocofepaHus (CM. npumeyarue 3)

CocTaBHbLIe YacTH CTOMKOCThL

npu -20°C npu 2..8 °C
3H3UMbI 1 mecay 7 AHew
(cm. npum. 4, 5, 9)
opraHu4eckme cocTaenanwme 1 mecay 7 AHen
(cm. npum. 6, 7)
HeopraHuyeckue cocrasnswmue 3 mecay 10 AHen
(cm. npum. 8)
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Npumeyanun

1. KoHueHTpauus u3MepsieMoil B CLIBOPOTKE KPeaTUH-KWHA3bI
3aBuMCcUT  OT  Temnepatypbl BOAbLI, NPUMEHAeMOoi  Ans
BOCCTaHOBNEHWUA Bnarocogepxanua.  [Ina  nonydeHua
cTabunbHbIX pe3ynbTaToB pekomerayTes 20...25°C

2. XoTA xpaHeHWe HEeBOCCTAaHOBMEHHOW CLIBOPOTKW npu -20°C
NOBLIWAET CTabUNbHOCTL BCEX 3H3UMOB, XPAHEHWE NPU TaKon
Temnepatype asnsietcs o6a3aTenbHbIM, €cnu  MaTtepuan
npeAHasHaJyeH Anga JONrocpoYHOro KOHTPOA KpeaTUH-KUHA3LI,

3. bBakTtepuansHoe  3arpsidHeHUE  PACTBOPEHHOW  CbIBOPOTKM
HapyLwaeTt cTabunbHOCTE MHOTUX COCTABHbIX YacTen.

4. CtabunbHOCTb  KpeaTWH-KWHa3bl  YMEeHbLaeTcs  nocne
pacTeopeHuA. aMmepeHusa A0MmKHbI NPOBEAUTLCA B TedeHue 8
4acoB. JTOT 3H3UM YYBCTBUTENEH K CBETY, ero cTabunbHOCTb
MOXET ObiTb NOBbLIWEHA NPW XPaHEHWW €ro B KOPUYHEBOM
chnakoHe UnK B TEMHOTE.

5. AKTWBHOCTb LUENOYHbIX (PochaTOB MOMET BO3PACTaTh MpPU
XpaHeHuWn nocne pacteopeHus. Npu xpaHeHUU CbIBOPOTKM MpW
2...8°C nosblweHne akTMBHOCTU cocTaensaeT meHee 10% 3a 24
yaca. bbicTpoe nosbllenwe ©GbiN0  YCTAHOBMEHO  npu
KOMHAaTHOW TemnepaType

6. Bunupybus uyscTBUTENEH K CBeTy. XpaHeHue ero 8
KOPWYHEBOM pnakoHe He AaéT MONHOW 3aluTbl OT CcBeTa.
Mo3Tomy pekoMeHAYeTeA ero XpaHeHue B TEMHOM MecTe.

7. 3HaueHus rNoKo3bl MOryT ObICTPO cCoKpawaTbes nocne
pacTeopeHus (cnycta 4 aHs)

8. [pu HekoTOpbIX MeToAax OnpeAeneHus, He BKNIOYAOLMX
ocaxaeHune Genka unu JUanus, 3Ha4eHus xenesa B CbIBOPoTKe
BO3PACTAOT B TEYEHWUE HECKONbKMX YACOB NOCNe PacTBOPEHUs.

9. ColBopoTka, koTopan 6yAeT UCNoNb3oBaTLCA ANA W3MEPEHWUs
Kkucnow poccbartasa, cpasy Xe nocne pacTBOPEHWA AO0MKHA
BbITe ycTaHoBneHa Ha sHaveHue pH 5-6 nytém pobaenequs
pasBefEHHON YKCyCHOW KucnoTel. Ecnw matepuan He Gyaer
WCnonb3loBaH B TeMeHun 8 vacos, To HeoBxoAMMO pasaenuTb
€ro Ha nopywm 1 xpanute npu —20°C.

10. MNpuBeaeHHbIE  3HAYeHWA ANA  OTAENEHbIX  napameTpos
ABNAKTCA pPe3ynbTaTamMu, NONyYeHHbIMU Ha MHOrOYACNEHHbIX
aHanuaatopax. [103ToMy 3HaYeHWs MOTYT MCMNONb3OBaTLCA
ANs BCeX PYTUHHBLIX KNMMHUKO-XMMUYECKMX aHANMTUYECKUX
aBTOMAaTOB.

3amevanue

CbiBopoTka ©Obina  nonyd4eHa oOT  340POBbIX, He3apameHHbIX
CNoHMGOpMHON  3HUedanonaTnen KpynHore poraTtoro  ckota
noronosuin. C NPUMEHEHUEM JKVBOTHOW CbIBOPOTKM WCKNKOYaETCA
PUCK, BO3MOXMHBIA NPU NPUMEHEHWM 4YENOBEHYEeCKOW ChIBOPOTKU
(Hanpumep: BupycHbin renatut B u C, BMY). Ho mcé xe c
KOHTPONBHOW  CblBOpPOTKOW Heobxoaumo obpauwaTeCsi, kak ¢
NOTEHUUANsHO MHAEKLUOHHOBIM MaTepuanom.

Nutepartypa
1. 1SO 15223 Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied.
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