HUMATROL N

KoHTponbHas cbiBOpoTKa AN KanubposKu un
KOHTPONS KayecTBa aHanu3oB B KMUHUKO-
XumMuyeckou naboparopuu

C 3alaHHbIMU 3HAYEHUAMU

Toprosasi chopma
1 13511
VD]

CBOMCTBA U NPUMEHEHUSA

HUMATROL N 6bin paspa6oTaH C Uenblo Co3faHus Noaxoasien
OCHOBbl ANS PYTUHHOTO KOHTPONA kayectBa (HETOYHOCTD,
OWMBOYHOCTE) B KIIMHMKO-XMMuYeckux nabopatopusix. OH
NpUrogeH TaKke ANA KanuBGPOBKM PYYHbIX U aBTOMaTMYECKNX
KMUHMKO-XUMUYeckux cuctem. Martepuan npousseséH 13 KOPOBbEN
CbIBOPOTKM. BOMbLUIMHCTBO MapamMeTpoB ANs  NPUMEHSEMbIX
METOAOB NeXaT B HOPMAasrbHOM WM HOpMarbHO/NaTonornyeckom
AvanasoHe.

6 X5 Mn  KOHTPONbHasi CbIBOPOTKA

3agaHHbIe 3HaYeHus

3HaueHus 6biny nonyyeHbl B 60nbLIOM konuyecTee nabopatopui.
Kaxxaas ykasaHHas kanubpoBoyHas Wnu Leneeas BenuyMHa
ABNSAETCA CTATUCTMYECKMM CPEefHMM 3HadeHuem nabopartopun,
KOTOpblE MPUMEHSANN COOTBETCTBYIOLUME METOAbLI (CM. NpUMeYaHne
10).

BoccTtaHoBneHue BnarocoaepxaHusi

PnakoHbl OCTOPOXHO OTKPbITb, HE AONyckas NoTepu nuodunusara.
Beectn 5 Mn TOYHO OTMEPEHHOW CBeXe-AUCTUNIIMPOBAHHON UK
LEVNOHU3NPOBAHHON  BoAbl  Temnepatypon  20..25°C  (cm.
npumeyanue 1). dnakoH CHOBa 3aKpbiTb MPOBGKOM M KONMNAYKOM.
dnakoH nokaumeaTb A0 TeX NOpP, MOKa MOMYyYeHHbIA B XOAe
NMoMPUNbHOW  CylKM Martepuarn He PpacTBOPUTCS MOMHOCTbIO.
MoctaButb B TemHoe mecto Ha 30 muHyT. B TeueHun sTOro
BPEMeHN MHOFOKpaTHO MNokaunBaTtb, YToGbl OCTaTKM cybcTaHyun He
3aBucanM Ha cTeHkax drakoHa. Mo ncreyeHnm 30 MUHYT dnakoH
NepeBepHyTb W OCHOBATENbHO MepemeLarb, obecneyns nosnHoe
pacTBOpeHWe BCero octatka nuodunusaTta, npexae UYem
CbIBOPOTKA 6yneT B3ATa ans aHanusa. N36eraTb
neHoob6pa3oBaHus.

CTONKOCTb U XpaHeHue

Jo pacTBopeHUA (CM. NnpumevaHue 2)

OpurMHanbHO ynakoBaHHasi KOHTPONbHAA CblBOPOTKa COXpaHsaeT
CTOMNKOCTb B XOrNoAHOM mecTe (2...8°C) f0 yka3aHHOro Ha ynakoBke
cpoka rogHoCTU.

Mocne BoccTaHOBNEHUs BRnarocoaepxaHus (Cv. npyMmevadmne 3)

CTONKOCTb
npu -20°C

CocTaBHbIe YacTu
npwn 2..8°C
OH3UMbI

(cm. np. 4, 5, 9)
OpraHuyeckne
COCTaBHblE YacTn
(cm. np. 6, 7)
HeopraHuueckne
COCTaBHbIE YacTn
(cm. np. 8)

1 mecsy 7 aHen

1 mecsay 7 AHen

3 mecaya 10 aHen
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MpumeuaHuns

1. KoHueHTpauus n3MepsieMoli B CblBOPOTKE KpeaTWH-KUHa3bl
3aBMCUT OT TemnepaTypbl BOAbl, MPUMEHSAEMON  Ans
BOCCTaHOBNEHNSA Bnarocogepxanusa.  [na nonyyeHus
cTabunbHbIX pe3ynbTaToB pekomeHayiotea 20...25°C.

2. XoTsl XpaHeHWe HEeBOCCTaHOBIIEHHOW CbiBOpOTkM npu -20°C
noBbILWaeT CTabUIbHOCTb BCEX SH3MMOB, XPaHeHWe npu Takomn
Temnepatype sBnsetcs o6s3aTenbHbIM, €cCnu  mMartepuan
npeAHasHayYeH ANs A0NroCpOYHOro KOHTPOMS KpeaTuH-KUHasb.

3. bakTepuanbHoe 3arpsA3HeHWe  PacTBOPEHHON  CbIBOPOTKU
HapywaeT cTabunbHOCTb MHOMMX COCTaBHbIX YacTeN.

4. CtabunbHoCcTb KpeaTUH-KMHAa3bl YMEHbLUAeTCA nocne
pacTBOpPEeHUs. VIamepeHns AOmKHbI NPOBEAUTLCA B TeyeHune 8
4YacoB. OTOT 3H3VMM YYBCTBWTENEH K CBETY; ero cTabunbHOCTb
MOXeT ObiTb MOBbILIEHA NPU XPaHeHUW €ero B KOPUYHEBOM
hnakoHe nnv B TEMHOTE.

5. AKTMBHOCTb LLEMOYHbIX (hochaToB MOXET BO3pacTaTb npu
XpaHeHWn nocne pacTBopeHuns. pu XpaHeHU CbIBOPOTKA Npu
2...8°C nosbllI€HNe aKTMBHOCTK cocTaenseT meHee 10% 3a 24
yaca. bbicTpoe noBbieHne ObINO  YCTaHOBNEHO  npwu
KOMHAaTHOW TemnepaType.

6. bunupybuH uyBCcTBUTENEH K CBETYy. XpaHeHue ero B
KOpudHEBOM pnakoHe He AaéT MOMHOM 3awuTbl OT CcBeTa.
Mo3ToMy pekoMeHAYeTCS ero xpaHeHne B TEMHOM MecTe.

7. 3HauveHus rMoko3bl MOryT ObICTPO coOKpawaTtbecs nocne
pacTeopeHus (cnycTa 4 gHs)

8. lpn HeKoTOpbIX MEeToAax ONpeAEerneHWsl, He BKIOYaloLLnX
ocaxaeHune 6enka unu Ananuns, 3Ha4yeHNs xeresa B CbIBOPOTKE
BO3PACTalOT B TEYEHNE HECKOMBbKMX YAaCOB NOCIe PacTBOPEHNS.

9. ChbiBopoTka, koTopas GyaeT MCnonb3oBaTbCH ANS U3MEPEHUS
kucrnon docdarasbl, cpasy Xe nocre pacTBOPEHWUs A0MKHA
6bITb yCTaHOBrieHa Ha 3HadeHne pH 5-6 nyTém pobasneHus
pa3BeaEHHON YKCYCHOM kucrnoTbl. Ecnn matepman He 6yper
MCnonb3oBaH B TeuyeHun 8 yacos, TO He0OXO0AMMO pas3fenuTb
€ro Ha nopuymu 1 xpaHuTb npu —20°C.

10. MNpvBeaeHHble  3Ha4YeHUs [ANA  OTAENbHbIX NapameTpoB
ABNAIOTCA pPe3ynbTaTtaMu, Nory4YeHHbIMW Ha MHOrOUYUCHEHHbIX
aHanusartopax. [oaToMy 3HauYeHUs MOFyT MCMNONbL30BaThLCA
AN BCeX PYTUHHbIX KNMUHUKO-XMMMYECKUX aHaNMTUYECKUX
aBTOMaToB.

11. ISO 15223 Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied.

3amevaHue

CbiBOpOTKa 6biMa  nomydeHa OT  340POBbIX  MOronosui,
He3apax&HHbIX  CNOHMGOPMHON  3HUedanonaTuen  KpyrHoro
poratoro ckota. C MPUMEHEHWEM  XMBOTHOW  CbIBOPOTKU

WCKIIOYaETC PUCK, BO3MOXHBIA NPV NPUMEHEHUN YeroBEeYEecKon
CbIBOPOTKM (Hanpumep: BupycHbiii renatut B u C, BMY). Ho Bcé xe
C KOHTPOMbHOW CbIBOPOTKON Heobxoammo obpalaTtbCs, Kak C
NOTEHLUNanbHO NHAPEKLMOHHOBIM MaTepnanom.
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