cm46 Kaapuin CnJl

0-Cresolphtalein. KosiopumeTpuuHuii

IHcTpyKUIin
3 BUKOPHCTAHHS HA0Opy peareHTiB
JUISi BUBHAYEHHS KiJIbKOCTI KaJbIil0
B CHPOBATIII, IJIa3Mi KPOBi Ta ceui

Kanbnoiit CnJl

IN VITRO
30epiraru nipu 2-8°C
Tinpku mu1st mpoecifHOro BUKOPUCTAHHS.
puHuun meroxgy
BumiproBaHHS BMiCTy Kanblil0 B MPO0i IPYHTYETHCS HA YTBOPEHHI KOJILOPOBOI'O KOMIUIEKCY KaJbIIilo 3
0-Kpe3on(TareiHoM B Ty>KHOMY CEePETOBHIIIL:

2 . H- o
Ca’" + o-kpesondranein —ap KonropoBuit koMImieke

[HTEHCHBHICTB KOIBOPY MPOIOPITiHA KOHIIEHTPAIliT KAIBIIO B 3pa3Ky.

Kainiyne 3Ha4eHHS
Kanpuili € HalOUIBII TOMIMPEHUM 1 OJHWM 3 HAHOLIbII BAJKIMBUX MIKPOGIEMEHTIB B OpTaHi3Mi JIIOJMHU.
brauspko 99% KaibLil0 3HAXOOUTHCS B KiCTKaX.
Cepen npWYMH ITiIBUIICHHS KaIbINIO € PaKOBi 3aXBOPIOBAHHS, BEIHKE CIIOKMBaHHS BiTamiHy D, 3aTpumka
BUUICHHS Yepe3 HUPKH, OCTEONOPO3, CapKoi/l03, THPEOTOKCHUKO3, TileprnapaTupoiIn3m.
Huspkuii piBeHb KaJbliilo CIOCTEPIraeThes MPH TIMoNapaTupoian3Mi, CEBAONAPATUPOIAN3MI, IPH HECTai
BiTamiHy /I, HemoinaHHi Ta MOPYIIEHHSIX POOOTH KUIIEYHUKY, 3HIKECHHI piBHS aJbOyMiHYy.
KniniuHmii AiarH03 HE TOBUHEH 0a3yBaTHCS HAa OJTHOMY TIOKa3HUKOBI, HEOOXiIHO BpPaxOBYBaTH KITiHIYHI Ta iHII
J1a00paTOPHI JIaHi.

Ckian Habopy
1. Pearent 1. bydep: eranonamin - 500 mmol/l (Mmoss/m).
2. Pearent 2. XpomoreH: o-kpesondranein — 0.62 mmol/l (Mmoib/i1); 8-rigpoxinomin - 69 mmol/l (Mmons/i).
3. Cranaapt. Boguwmii po3unH Kaisiiito — 2.5 mmol/l (Mmons/m).
4. IHcTpyKLis 3 BUKOPUCTAHHS.
5. Ceprudikar SKOCTI.

AHAJITHYHI XapaKTePUCTHKHU
1. JlinifiHicTh BUMipIOBaJIbHOTO Aiana3ony: 0.125 - 4 mmol/l (Mmons/m).
Binxunenns Bin niHiitHOCTI He niepeBuInye 4%. ko orpumani pe3yibraTi Oynu Oijiblie, HXK Mexi
niHiHOCTI, po3BeiTh 3pa3ku 1:1 (B nBa paszu) NaCl 9 g/l (r/n) Ta HOMHOXKTE pe3yIbTaT Ha JIBa.
2. Yytnusicts He MeHI 0.125 mmol/l (Mmos/i).
3. Koediuient Bapiauii pe3ynbraTiB BU3Ha4eHb — HEe OUTbII 4%.

Marepiana s 10ocaiaKeHHs
1. CupoBarka abo mia3ma kposi. JlocmipkyBani cupoBaTKy ado TU1a3MH MOBUHHI OyTH peTeNbHO BiIOKpEMIIEH]
BiJl popMEeHHX €JIEMEHTIB KPOBi He Mi3Hille, Hix depe3 | h (rox) micns B3ATTS  KpoBi. YHHKaHTe
BUKOPHUCTAHHS MyTHUX, JIMITHUX Ta TEMOJIITHYHHX 3Pa3KiB.
Veara! SIk aHTHKOAryJISHT KPOBI BUKOPUCTOBYBaTH Tibku renaput. Oxcanaru, EJTA, ¢ropunu, nurpar He
3aCTOCOBYBATH, OCKIJIbKM BOHH 3aBaKaIOTh BU3HAYCHHIO KAJIBIIiIO.
2. Ceua. 3i6paTtu 24-roguHHY cedy B CTeUiaJbHUN KOHTEHHEp A7 300Dy, 10 He MICTUTh Kajiblii. KoHTteiinep
Jutst 300py moBuHEH Mictutr 10 ml (mur) 50 % a3oTHOT kucnoTH (po3umH). 3amucatd  obcsr. Po3BecTH 3pa3ok
1:1 (B ABa pa3u) IMCTUIBOBAHOIO BOJOIO. Pe3ynbTaT MOMHOXHUTH Ha ABA.
Yeara! SIk aHTHKOAryJasHT KPOBi BUKOPHCTOBYBATH Tibku renapud. Oxcanaru, E[ATA, dropunu, nurpar He
3aCTOCOBYBAaTH, OCKIJIbKY BOHH 3aBa)KAIOTh BU3HAYCHHIO KaJIBIIiIO.
2. Ceua. 3i0patu 24-rogrHHYy cedy B clieLialbHIIA KOHTEIHEp 11 300Dy, 110 He MICTUTH Kamnblid. KoHteliHep
[t 300py moBuHeH Mictutd 10 ml (M) 50 % a3oTHOi KucnoTu (po3unH). 3anmucatu  obcsr. Po3BecTu 3pa3zok
1:1 (B m1Ba pa3u) TUCTUIHLOBAHOIO BOIOIO. Pe3yIbTaT MOMHOXXHUTH Ha J1Ba. 3pa3Ku CTaOUTBHI TPOTIATOM
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10 d (m06) npm 2-8°C.

Ilepenik HeoOXiTHOrO ycTATKYBaHHS
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- CiektpodoTOMETpHUIHE a00 KOJOPUMETPHUIHE 00JIaTHAHHS 3 JOBKHHOO XBWIl 570 nm (HM).
- BiamoBigHi KI0BETH 3 TOBIIMHOIO ONITUYHOTO mapy 1 cm (cm).

- 3aransHe naboparopHe 001aJHAHHS.

IHpum: Ananramii 10 HaiBaBTOMaTHYHHUX 1 aBTOMATHYHUX TPHUJIAAiB HAZAIOTHCS 32 3aITATOM

IMinroroBKa peareHTiB

[lepen BukopucTaHHsIM Halip BUTpUMATH IPU KIMHATHIN TeMIiepaTypi npotsroM 30 min (XB).

Bci pearenTy roToBi 10 BUKOPUCTaHHSI.
IIpoBeneHHs: aHaizy
1. YMOBH BUMipIOBaHHS:
JIOBXXMHA XBIWII

TeMIiepaTrypa

570 (550-590) nm (um)
KIOBETA 3 TOBIIMHOIO ONTHYHOTO mapy 1 cm (cm)
37°C/ 15-25°C

2. HamamrryBatu npuiaj Ha HyJIb BIJTHOCHO JUCTUIBOBAHOI BOJIH.
3. HanoBHEHHS KIOBETH: KOMITOHEHTH PEaKIIiifHOT CyMiIlli BiiOpaTu Ta BHOCHTH B 00'eMax, BKa3aHUX B

TaOJIHLI.
XoJocTul 3pa3ok CrannapTHUil 3pa3ok Jocnigauii 3pa3ok
P1, ml (M) 1.0 1.0 1.0
P2, ml (mm) 1.0 1.0 1.0
Crangapt, pl (M) - 20 -
3pazok, pl (mMxm) - - 20

Ipum. O0'emu peazenmie, cmanoapmy ma 3pasKy Moicymy 0ymu npOnopuiiino 3mineni i0nogiono 00
PO0OOU020 00'€EMY KI06emUu 6UKOPUCMOBYBAHO20 AHANIZAMOPA
4. lepemimary, iHKyOyBaTH potsarom 5 min (xB) nmpu 37°C a6o 20 min (xB) npu 15-25°C.

5. Bumipstu ontiuny 1winbHicTh (E) mocmimHoro 3paska i cTaHAapTy MPOTH XO0JIOCTOrO 3pa3Ka.

3abapeiienns crabinpHe He MeHI 40 min (XB).

Po3paxyHox pe3yJbTaTiB
CupoBatka, 1iazma KpoBi:

JloboBa ceua:

E

— doc
C() - x Ccm X

oc E

cm

ne:  Cyye - KOHIEHTpAIiS KAIBINIO B IOCTITHOMY 3pa3ky ceui, mmol/d (MMoub/ 100).
Epoc - ONITHYHA HIUIBHICTh JIOCIIIHOTO 3pa3ka, OJMHHUIb ONITUYHOT IIILHOCTI.

ceui

/24

E., - onTHYHA HIIIBHICTh CTAHAAPTY, OJUHMIIb ONITUYHOI IILILHOCTI.
C.n . BMICT KaJIbIIit0 B CTaHAapTi, 2.5 mmol/l (Mmonb/i).

PedepenTHi Betnunnmn

[pyHTYIOUHCH Ha PE3YJIbTATAX JOCIIPKEHD, TIPOBEIECHUX JIA00PATOPIAMH, PEKOMEHIYEMO KOPHCTYBATUCS

HOpPMaMH, [IPUBEICHUMH HIbKYe. Pazom 3 TiM, BinnosigHo a0 npasui GLP (I'apHoi 1abopaTopHOi IpakTHKH),

KO’KHa J1TabopaTopisi IOBUHHA camMa BU3HAUUTH JIJIS cebe apaMeTpy HOPMH, XapakTepHi Uit 00CTeKyBaHOT

TIOITYJISIIIIA.
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HopmanpHi piBHI KaJblIit0 CTAHOBIISTh:

CupoBatka abo mia3ma Ceua
mg/l (mr/m) mmol/l (mmone/n) | mg/d (Mr/mo0) mmol/d (Mmmonb/ 100)
aopocdi 85-105 2.1-2.6 50-300 1.25-7.5
TiTH 100-120 2.5-3 80-160 2-4
HoBOoHapo pkeHi | 80-130 2-3.25
[Mepexin B nogatkosi oguaumi: mg/l (mr/m) x 0.025= mmol/l (Mmonb/m)
BinTBOoproBaHicTh

BayTtpucepiitaa (n=20) Mixcepiitaa (n=20)
3unavenns, mg/dl (mr/mm) 9,14 16,02 9,34 16,27
SD 0,07 0,11 0,2 0,37
CV, % 0,74 0,68 2,16 2,27

IMopiBHAHHA MeTOAIB
TouHicTh: pe3yibpTaTH OTPUMaHi NpPH BHUKOpUCTaHHI peareHtiB BupoOHuNTBa TOB «JIABOPATOPIA
I'PAHYM», npu mNoOpiBHSAHHI 3 IHIIMMH KOMEPLIMHUMH peareHTaMH (X) CHCTEMAaTHYHUX BiJIXWICHb HE
BUSIBJICHO.
[MopiBHsiHHS Oyno mpoBeneHo Ha 50 3pa3kax.
PesynpraTu:
KoedimienT xopemsii (r)*: 0,981
PiBusiHus perpecii: y=0,8234x + 1,5484
Pe3ynbpTaTi XapakTepuCTHK TOYHOCTI 3aj1eXaTh Bijl aHAi3aTOPY, 0 BAKOPUCTOBYETHCSL.

Cnenundivnicrs
He BrumBarots Tpurninepunn ao 1,25 g/l (v/m).

Koutpoas sixocti
KonTponp sKOCTI peKOMEHAYEThCS  3IIHCHIOBATH, BHUKOPHUCTOBYIOUHM HACTYIMHWN KOHTPOJIBHUN Martepiai:
«CnJI KonTtpone Hopmay, «CrJI KonTpons [Taromoris» («Jlabopatopis ['panym», Yipaina), «Cormay Serum
HN, HP» (ITonbma), «®UJIO-HOPM, ®UJIO-TTAT» (Ykpaina). Skiio 3HaueHHS KOHTPOJIIO BUXO/AATH 32 MEXI
BCTaHOBJICHOTO [[ialma3oHy, IEpeBipTe anaparypy, peakTHBU Ta MOXJINBI TEXHIYHI TPOOIEMH.
KaniOpyBanHs npuiagy MPOBOJUTHCS NEpPed BUKOPUCTAHHSIM HOBOI cepii peareHTiB abo y BiANOBIAHOCTI 3
BUMOTaMH JI0 KOHTPOITIO sIKOCTi Jaboparopii. KoxxHa jmaboparopisi IOBUHHA BCTAaHOBUTH CBOi BIIACHI CXEMH
KOHTPOJIIO SIKOCTI Ta KOPUTYIOUI JIii, SIKIIO KOHTPOJb HE BiJIMOBIA€ JOMYCTHMUM HOPMaM.

Mpumitkn
1. He 3mimnyiiTe Ta HE BUKOPUCTOBYHTE B OJIHIHM MOCTAHOBL peareHTH pi3HUX cepiil.
2. Kanpmiti Crannmapr. [Ipamtoiite 00epekHO 3 UM PEeareHTOM, OCKUTBKH 32 CBOEIO MTPUPOAOIO BiH JIETKO MOXKE

3a0pyIHUTHCS.
3. PexoMeH0BaHO BUKOPUCTOBYBATH OIHOPA30Bi BUTpaTHI Matepianu. CKISHHUNA IMOCYJ TIOBHHEH pPETeIhbHO
MUTHCSI Yy BOJHOMY  PO3YHHI 1/1 HNO;, motiMm jguctuiboBanoi Bogoro (mo 10 pasiB).

4. BinpmicTh MHUIOYMX 3aCO0iB Ta BOJHUX MOM'SKIIYIOUMX 3ac00iB, IO BHKOPHUCTOBYIOTHCS B JlabopaTopii
MICTSTh pPEareHTH, sKi 3aBakalOThb BHU3HAYCHHIO Kajblio. HeskicHa o0poOka mocyny — mpusBene [0
HETPaBIILHUX PE3yJIbTATIB.
5. KamiOpyBaHHS 3 BOJHHMM CTaHJIapTOM MOXKE NPU3BECTH JO BUHHKHEHHS CHUCTEMATHYHOI TMOMUIIKHA B
AaBTOMAaTH30BaHMX Mpolenypax. Y TakuX BHIAJAKaX, PEKOMEHIYETbCs BHKOpucTOoBYBaTH Kamibparop-
CHUpOBATKY.

30epiranns Ta cTablIbHICTH
VYc¢i KoMIIOHEHTH Ha00Py CTa0lIbHI 10 3aKiHUEHHS TePMIHY IPUIATHOCTI, 3a3HAYEHOI0 HA €TUKETII, SIKIIIO
30epiratu ioro miineHO 3akputumM npu 2-8°C. Ilix yac BUKOpHCTaHHA peareHTiB 3arnodiratu 3a0pyAHEHHS Ta
NOTPATUISIHHS TIPSIMUX COHSYHUX MTPOMEHIB.

Bumoru 6e3nexu Ta yTuiizamii
1. YHUKaTH NOTpAIUISIHHS B POT, 04l Ta Ha WKipy. B pa3i noTpamisHHs, TPOMUTH BEJIMKOIO KUIBKICTIO BOJIHU Ta
3BEPHYTHCS 32 KOHCYJIBTALIEIO 70 JIIKapsl.
2. BukopuctroByBaTu 3ac00M 1HAMBIIYyaIbHOTO 3aXUCTY MPHU pOOOTi 3 HAOOPOM.
3. 3He3apakeHHS Ta yTWIi3alis PEeareHTiB, CUPOBATOK, TECTOBUX CIAaiAiB UM CKISHHUX IUIACTUH NIPOBOIUTH
3TiHO 3 YUHHUM 3aKOHOJABCTBOM.

TpancnopTyBaHHs
Habopwu TpaHCTIOPTYIOTH BCiMa BUaMHU 3aKPHUTOTO TPAHCIIOPTY IIpH TeMriiepaTtypi g0 25°C.
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JonyckaeTbest TpaHCTIOPTYBaHHA pU  cepeHbo1000B01 Temneparypi 37°C ne Oinbuie 72 h (rox).
O3HakH NOTipIIEHHS peareHTiB

- [IpucyTHICTh YaCTOK 1 TOMYTHIHHS.
- OIII xomocroro 3pa3ka npu 570 nm (am) > 0.2.
I'apanTii BUpoOHHKa
1. BupoOHUK rapaHTye BIAMOBITHICTh SKOCTI HAOOpiB BHUMOraM TeXHIYHOTO periaMeHTy MI0J0 MEIMYHUX
BUPOOIB st miarHOCTHKH in vitro Ne 754 Big 02.10.2013 p. mpu gogep kaHHI CIOKUBAYEeM YMOB 30€piraHHs.
2. lapanTiiiHuii TepMin 30epiranns craHoBuTh 12 mth (mic) 3 AHA BUTOTOBIEHHS HAOODY.

KomnyiekTauist
[REF] 3.009 [REF] 3.010 [ReF 3.011
Bwmict 100 BuU3H. 150 Bu3H. 300 Bu3H.
P1 1x100ml (M) | 1 x 150 ml (M) | 1 x 300 ml (M)
P2 1x100ml (M) | 1 x 150 ml (M) | 1 x 300 ml (M)
Cranpmapt 1 x 2 ml (M) 1 x 3 ml (M) 1 x 6 ml (M)

“ TOB «JIABOPATOPIA 'PAHYM», Ykpaina, 61001, m. XapkiB, Byin. @paHkiBcbKa, 14.
Ten./pakc: (057) 752-32-31, www.granum.ua

CuMBOJIM HA TPOAYKILQ
d Bupo6uuk BuroromseHo: Jlara supoOuuursa IIpugaTHo xo: Tepmin npunaraocti Cepisi: Homep cepii

Bupi6 MeanuHMiA 7151 A1arHOCTUKH in Vitro EE] KoHcynbTyiiTech 3 IHCTPYKII€IO 13 BUKOPUCTaHHS

Bepertu Bij coHsYHOTO CBITIIA (\{gf 3Hak BixnoBigHOCTI TeXHIYHUM periaaMeHTam TemneparypHe

0OMeKeHHS 3actopora. 3BepHIThCS 10 IHCTPYKLIT 3 BUKOPUCTAHHS JJIs1 OTPUMaHHs iH(opMaii moao

Karanoxuuit Homep

3acTepeKeHb, OMEePeIKEHD, 3aMT00IKHUX 3aX0/1iB
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