Criaitula6 3aﬂi30 C H.JI

FerroZine. KosropumeTpuuHmii

IHcTpyKUIin
3 BUKOPHCTAHHS HA0Opy peareHTiB
IJI BU3HAYEHHA KiJBKOCTI 3aii3a
B cHpPOBaTUi 200 MJIa3Mi KpPoBi

3auaizo CnJl

IN VITRO
30epiraru nipu 2-8°C
Tinpku st mpoecifHOro BUKOPUCTAHHS.
IpuHuun meroay
VY ¢nabo - KUCIIOMY CEpEIIOBHIL 3aJ1i30 TUCOIIII0E Ha KOMIUICKC TpaHchepuHa 3 3ai1i30M. 3BIIBHEHE 3a11i30
BiTHOBITIOETHCS 710 JBOBAJICHTHOTO ITi 1 i€i0 ackopOiHoBoi kucnoTH. lorn 3aii3a Fe™™ 3 hepo3iHOM yTBOPIOIOTH
KOJIbOPOBHUH (CHHIN) KOMILTEKC:

Tpancdepun (Fe3+)2 + e- acKopOiHOBa K-Ta 2 Fe 2+ + Ttpanchepun
2 Fe2+ ¢deposuH KOJbOPOBUN KOMIIIEKC

[HTeHCHBHICTH 3a0apBiIeHHs MPONOpPLiiHA KOHIIGHTpAIil 3aJ1i3a B 3pasKy.
Kuiniyne 3HaueHHs

3aii30 € KOMIOHEHTOM BEJIHKOI KUIBKOCTI ()epMEHTIB, a TAKOK MiOTI00iHY, M'sI30BOT0 01Ky Ta MeUiHKH. 3aji30
HEeOoOXI1/IHE /11 BUPOOHHUIITBA TEMOTIIO0IHY.
3HMKEHHSl 3ali3a CUPOBATKHU BiNOyBaeThCcS IpH 3alizoneinuTHI  aHewmii, aximivHid aHemii, ypewmii,
KapLXHOMATO31, THITHUX Ta CENTUYHMX 3aXBOPIOBAHHSIX Ta iHTOKCHKalii, iH(apKTi Miokapmy.
Bucokuii BMICT 3ai3a CIOCTEPIracThes Mpy MEPBUHHOMY TEMOXPOMATO31, 3aXBOPIOBAHHSIX TTEUIHKH
(XpoHIYHOMY T'€NATHTI, IUPO3i), aHEMiAX (OLIBIIICTH TEMOJITHYHUX, C1IEPOaXPECTHHUX), IIPH yCiX hopmax
JKOBTSIHMIII, TPH 301IbILIEHH] CUHTE3Y TpaHcpepuHa.
KniniuHuii AiarHo3 He NOBUHEH 0a3yBaTHCs HA OJHOMY IIOKa3HUKOBi, HEOOXiHO BpaxOBYBaTH KJIiHIYHI Ta 1HII
J1a00PaTOPHI JIaHi.

Ckian Habopy
. Pearenr 1. bydep: anierat pH 4.9 - 100 mmol/l (Mmoib/m).
. Pearenr 2. BigHOBHUK: ackopOiHOBa KucioTa - 99.7%.
. Pearent 3. ®epo3un - 40 mmol/l (Mmob/i).
. Cranpapt. Boanuii po3uus 3amisa - 18 pmol/l (MkMoms/m).
. [HCTpYKIIisl 3 BUKOPUCTAHHS.
. CepTudikaT SIKOCTI.

AHaJITHYHI XapaKTePUCTHKH
1. JlinifiHicTh BUMiptoBasibHOTO Aianasony: 0.4 - 180 pmol/l (Mxmob/m).
Binxunenns Bix iHIHHOCTI He nepeBuInye 5%. SIkimo oTpuMani pe3yinbTatu Oy OuIbIIe, HixK MeXi
JiHIHHOCTI, po3BeiTh 3pa3ku 1:1 (B qBa pazu) NaCl 9 g/l (r/n) Ta mOMHOXKTE pe3ynbTaT Ha JIBa.
2. Yyrtnusicts He MeHiI 0.4 pmol/l (MkMob/m).
3. Koediuient Bapiarii pe3yinbraTiB BU3Ha4eHb — He OUTBII 5%.

Marepiaj aas 10CTiIKeHHsI

CupoBarka a0o mina3ma kposi. JocmipkyBaHi cupoBaTKH a00 miia3MH MOBHHHI OYTH PETENBHO BiJOKpPEMIICHI
BiJl )OPMEHUX €JIEMEHTIB KPOBi He mi3Hime, Hixk yepe3 | h (rof) micns B3STTS KpoBi. Y HUKANTE BUKOPUCTAHHS
MYTHHX, JIMITHUX Ta TEMOJITHYHUX 3pa3KiB (3MIHIOE PiBEHb 3al1i3a).
3pasku ctabinbHi mpu 2-8°C mpotsirom 7 d (100).
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Ilepenik HeoOXiTHOrO yCTATKYBaHHS
- CnektpodoromMeTpudHe a00 KOJOPUMETPUIHE 00IaTHAHHS 3 JIOBKUHOKO XBUII 562 nm (HM).
- BiamoBigHi KI0BETH 3 TOBIIMHOIO ONITUYHOTO mapy 1 cm (cm).
- 3araipHe JabopaTopHe 00IaTHAHHS.
Ilpum: Ananranii 710 HaMiBaBTOMaTHYHUX 1 aBTOMaTHYHUX MPUIAJiB HAAAIOTHCS 38 3alIUTOM
IMinroroBKa peareHTiB
Ilepen BukopucTaHHIM HaOip BUTPUMATH IIPU KIMHATHIW TemnepaTypi mpotsarom 30 min (XB).
[TpurotyBanusa pobodoro pearenty PP: po3unnutu BMicT ogHoro ¢nakony P2 (BizHOBHUK) B omHOMY (hiakoHi
P1 (Oydep). 3axputu OyTHIB 1 00€peKHO MepeMiliaTH BMICT. 3aIUIIUTA He MeHII Hix Ha 30 min (XB) 10
BUKOPHCTAHHS.
PP cra6ineuuii 3 mth (mic) npu 2-8°C a6o 1 mth (mic) mpu 15-25°C.
IIpoBeneHHs: aHaizy
1. YMOBH BUMIipIOBaHHS:

JIOBYKMHA XBUITi 562 (530-590) nm (am)
KIOBETA 3 TOBIIMHOKO ONTHYHOTO Iapy 1 cm (cm)
TeMIeparypa 37°C/ 15-25°C

2. HanamtyBaTu npuiaj] Ha HyJIb BIIHOCHO JUCTHUIILOBAHOI BOJIH.
3. HamoBHEHHS KIOBETH: KOMIIOHEHTH PEaKLiiHOI cyMmili BiliOpaT Ta BHOCUTH B 00'eMax,
BKa3aHUX B TaOJHIII.

Xonoctui CrannapTHuit Xonoctui Hocmigamii
3pa3oK 3pa3oK JIOCITi THUH 3pa30K 3pa3oK
PP, ml (mu1) 1.0 1.0 1.0 1.0
P3, ul (Mxm) - 50 - 50
Hucr. Boaa, pl (MKi) 200 - - -
Crangapt, ul (M) - 200 - -
3pazok, ul (Mxm) - - 200 200

Ilpum. O6'emu peazenmis, cmanoapmy ma 3pasKy MoOdicymb Oymu RponopyiitHo 3miHeHi 8i0noeioHo 00
P0004020 00'emMy Klo6emu 6UKOPUCHIO8YBAHO20 AHANI3AMOpPA
4. IlepemimaTy, iHKyOyBaTH npotsaromM S min (xB) npu 37° C abo 10 min (XB) npu KiMHaTHINA TeMIepaTypi.
5. Bumipstu ontuuny winbHicTh (E) gocmignoro 3paska, X010CTOro JOCHIJHOTO 1 CTAHAAPTHOrO 3pa3KiB IPOTH
XO0JIOCTOTO 3pa3Ka.
3abapsienHs crabigpHe npoTsaroM 30 min (XB).

Po3paxyHok pe3yJbTaTtiB

_ anc y Exo,rl.aoc
doc X Ccm s
E

cm

ne: Cy,e - BMICT 3aJ1i3a B JOCHIJHOMY 3pa3Ky, pmol/l (MKMOJb/1).

Ejoc - ONITUYHA MIUTBHICT JOCHTIIHOTO 3pa3Ka, OUHUIlL ONTHYHOI ILTBHOCTI.

Eron00c - ONITHYHA HIUIBHICTH XOJOCTOrO JOCIIHOTO 3pa3Ka, OAMHHUIb ONTHYHOT IIIJIbHOCTI.

E., - ONTHYHA IIIBHICTh CTAHJAPTHOTO 3pa3Kka, OJIMHHIIb ONTHYHOI IIIJTBHOCTI.

C.n - BMICT 3ami3a B ctanaapTi, 18 pmol/l (Mkmonb/m).

PedepenTHi BeTuuuH"

[pyHTYIOUHMCh HA pe3yJbTaTax JOCIHiKEHb, MPOBEIEHUX JIA0OPATOPIAMHU, PEKOMEHIYEMO KOPHCTYBATHCS
HOpPMaMHu, IpUBEACHUMH HIXK4e. Pazom 3 Tum, BianosigHo 1o npaswi GLP (I'aproi mabopaTopHOi npakTHKH),
KOXKHa J1TabopaTopis MOBHHHA camMa BH3HAUYMTH Ui ceOe mapaMeTpd HOPMH, XapakTepHi I 0OCTeKyBaHOI
TIOITYJISIIIIA.
HopwmanbHi piBHI 3aii3a B CHpoBaTIli a00 T1a3Mi KPOBI CTAaHOBJIATS:
YOJIOBIKH 11.6 — 31.3 pmol/l (mxmomnb/m) = 650 - 1750 pg/l (mkr/m)
KIHKH 7.16 — 26.85 umol/l (Mmxmois/i) =400 - 1500 pg/l (Mkr/m)
ITepexin B momatkoBi ogunmii: Mkg/l (mxr/im) x 0.0179 = umol/l (MKMOJIB/IT)
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BinTBoproBaHicTh
Buytpucepiiina (n=20) Mixcepitina (n=20)
3nauenns, pg/dl (Mxr/mn) 151 177 149 181
SD 1,62 1,79 6,98 9,62
CV, % 0,46 0,42 1,73 1,58

I[opiBHSAHHA MeTOAIB
TouHicTh: pe3ynbTaTH OTpUMaHi TpH BHUKOpHCTaHHI peareHTiB BupoOHUITBA TOB «JIABOPATOPIA
I'PAHYM», npu mnopiBHSHHI 3 IHIIMMH KOMEPUIMHUMH peareHTaMH (X) CHCTEeMAaTHYHUX BiJXWICHb HE
BUSIBJICHO.
IopiBustHHES Oyi0 TipoBeaeHO Ha 50 3pa3Kax.
Pesynbraru:
Koedinient xopemsii (r)*: 0,89
PiBastHES perpecii: y=0,9816x — 12,8
PesynpraTi XapakTepruCTHK TOYHOCTI 3aJI€XKaTh BiJl aHATI3aTOPY, 10 BUKOPUCTOBYETHCS.

Cneuugivnictb
I'emouti3 MPU3BOANTE 0 3aBUIICHUX PE3YIbTATIB.

KouTpoJs sxocTi
KoHTponb [KOCTI peKOMEHIYeTbcS — 3IIHCHIOBATH, BHKOPHCTOBYIOUM HACTYMHH KOHTPOJBHHUN MaTepial:
«CnJ1 Kontpons Hopmay, «CnJI Kontpons [Tatonoris» («JIabopatopist 'panym», Ykpaina), «kKERBA NORM,
PATH» (Yexis); «Cormay Serum HN, HP» (Ilonpma). fkmo 3Ha4YeHHS KOHTPOJIO BUXOMATH 33 MEXI
BCTaHOBJICHOTO [[iama3oHy, IepeBipTe anaparypy, peakTHBU Ta MOKJIMBI TEXHIYHI MPOOIEMH.
KaniOpyBanHsi mpuiagy MpOBOJUTHCS Tepell BUKOPUCTaHHIM HOBOI cepii peareHTiB abo y BiAMOBIAHOCTI 3
BUMOT'aMHU 10 KOHTPOJIIO AKOCTi Jaboparopii. Koxna naGoparopisi HOBUHHA BCTaHOBUTU CBOi BIIACHI CXEMH
KOHTPOITIO SIKOCTI Ta KOPUTYIOUi i, KI0 KOHTPOJIb HE BiATIOBIAA€ AOMTyCTUMUM HOPMaM.

Mpumitkn
1. He 3MimnyiiTe Ta He BAKOPUCTOBYWTE B OJHIH IOCTAaHOBIII peareHTH Pi3HUX Cepii.
2. 3amizo Crangapt. IIpamroiite 00epexHO 3 MM PEaKTHBOM, OCKUJIBKH 3a CBOEIO IPUPOJIOIO BiH JIETKO
MO3Ke 3a0pyTHUTHCS.
3. PexoMeH/1I0BaHO BUKOPUCTOBYBATH OJIHOPA30Bi BUTPATHI MaTepiain. SIKIIO BH MpaloeTe 3i CKISHAM
MOCYJIOM, TO HOro NoTpiOHO BUTpUMATH IpoTsiroM 6 h (ron) B cnadkomy pozunni HCI (20%), a motim
PETEeNbHO MPOMUTH IMCTUIHOBAHOT BOJOIO 1 BUCYLIUTH IE€pe]l BAKOPUCTAHHSM.
4. KaniOpyBaHHsI 3 BOJHUM CTaHJIAPTOM MOXKE IPU3BECTH JI0 BAHUKHEHHS CHCTEMAaTUYHOI TOMUJIKH B
ABTOMAaTH30BaHMX MpoLexypax. ¥ TaKUX BUIAIKAX, PEKOMEHIYETbCS BUKOPHCTOBYBATH
Kani6parop-cupoBarky.
5. Metox BUMarae BUCOKOI YHCTOTH JOCTi LY.

30epiranns Ta cTablIbHICTH
Yci KoOMIOHEHTH Ha0Opy CTabiIbHI /10 3aKiHUCHHS TEPMiHY IPUIATHOCTI, 3a3HAYCHOT0 Ha €TUKETI, SIKIIO
30epiratu oro miabHO 3akpuTiM Ipu 2-8°C. T1ix yac BUKOPHUCTaHHS peareHTiB 3arodiraTi 3a0py/THEeHHS Ta
MOTPATUISTHHS MPSIMUX COHSYHUX MTPOMEHIB.

Bumorn 6e3nexu Ta yruiizanii
1. YHUKaTH NOTPAIUISIHHS B POT, 04l Ta Ha WIKipy. B pasi noTpamisHHs, TPOMUTH BEJIMKOIO KUIBKICTIO BOJIU Ta
3BEPHYTHCS 332 KOHCYJIBTALIIEIO 0 JIiKapsi.
2. BukopucroByBatu 3aco0M iHAMBIIyaJIbHOTO 3aXUCTY IPU pOOOTi 3 HAOOPOM.
3. 3He3apaKCHHsl Ta yTWIi3allis PeareHTiB, CUPOBATOK, TECTOBUX CIAWAIB UM CKISHHUX IUIACTUH NPOBOIUTH
3TiZIHO 3 YUHHUM 3aKOHO/JABCTBOM.

TpancnopTyBaHHs
Habopu TpancnopTyroTh BciMa BUJaMH 3aKPUTOTO TPAHCIIOPTY MpH Temrepatypi 1o 25°C.
JlonyckaeTbest TpaHCIIOPTYBAHHS NIPU  cepeiHbo1000B01 Temneparypi 37°C He Oinbire 72 h (rox).

O3Haku NOTiplIIeHHs peareHTiB
- [IpucyTHicTh ocany i MOMyTHIHHSL.
- OlII xomocroro 3paska mpu 562 nm (am) > 0.02.

I'apanTii BUpoOHnKa
1. BupoOHUK rapaHTye BiANOBITHICTh SKOCTI HA0OPIB BUMOTraM TEXHIYHOTO PETJIaMEHTy HIOJ0 MEIUYHHX
BUPOOIB AJIs TiarHOCTUKH in vitro Ne 754 Big 02.10.2013 p. npu qoaepkaHHi CHOKUBAaYeM YMOB 30epiraHHsl.
2. lapanTiitHuii TepMiH 30epiraHHs CTaHOBUTHL 12 mth (Mic) 3 THS BUTOTOBJICHHS HA0OPY.
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Komiuiekranis
[REF[3.001
Bwmicr 100 Bu3H.
P1 2 x 100 ml
P2 2 x 400 mg
P3 1 x 10 ml (mm)
Cranpgapt 1 x 10 ml (M)

“ TOB «JIABOPATOPIA 'PAHY My, Ykpaina, 61001, m. Xapkis, Bys. ®pankiBcbka, 14.
Ten./dakc: (057) 752-32-31, www.granum.ua

CuMBOJIM HAa TPOAYKIIL
d Bupo6uuk BuroroBseno: [lara supoOuunrsa IIpupaTno mo: Tepmin npunaraocti Cepisi: Homep cepil

Bupi6 mennaHUi U1 JIarHOCTUKY in vitro EE_:] KoncynpTyliTech 3 iHCTPYKII€IO 13 BAKOPHCTAHHS
Bepertu Big COHSYHOTO CBiTIIa (\{/ 3Hak BiAMOBiMHOCTI TeXHIYHUM perIaMeHTaM ,Hf TemneparypHe
0OMEeKEeHHS 3acTopora. 3BepHITbCS JI0 IHCTPYKIIii 3 BUKOPUCTAHHS U1l OTpUMAaHHS iHpopMarii momo

3aCTepeKEHb, IONEPeKEHb, 3a001KHUX 3aX0/I1B Karanoxuuii Homep
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