cm45 Tpanchepun-Ttypoi CnJl
P paHcpepuH-TYp

TypoinumeTpuaHuii

IHcTpyKUIin
3 BUKOPHCTAHHS HA0Opy peareHTiB
JJIs BUBHAYEHHSI KiJIbKOCTI TpaHcpepuny
B cHpPOBaTUi 200 MJIa3Mi KpPoBi

Tpancdepun-typoi CnJl

IN VITRO
30epiraru nipu 2-8°C

Tinpku st mpoecifHOro BUKOPUCTAHHS.

Hpunuun meroxy
AHTH-TpaHc(epHHOBI aHTUTINIA TpH 3MIIIyBaHHI 31 3pa3KaMu, OI0 MICTATh TpaHC(HEpUH, YTBOPIOIOTH
HEpPO3UMHHI KOMIUIeKcH. L[i KoMIUIekcH BUKIMKAIOTh 3MiHy aOcopOllii, 3aJexHO BiJ KOHIIEHTpAaIlii
TparcdepuHy 3pa3Kka maIfi€nTa, mo Moke OyTH KLUTBKICHO TOPIBHSHO 3 KalliOpaTopoM TpaHC(hepHHy.

Kainiune 3HaueHHs
TpancdepuH B m1a3Mi sBisie coboro 610K, cPOPMOBaHUiL 3 OHOTO MOJMINENTUAHOTO JaHIora. CHHTE3y€eThCS B
MEYiHII Ta TEePEeHOCHUTH 3ali3o 1o cupoBarmi. OIiHKa TIa3MaTHYHUX PIBHIB TpaHC(hEpHHY KOpPHCHA JUIA
T epeHIiaTbHOT TIArHOCTUKU aHEeMii Ta KOHTPOJIIO 3a i1 jikyBaHHSIM. KOHIIEHTpalil0 TpaHCHEpPUHY MOXKHA
BUKOPUCTOBYBATH JISl OI[IHKM CTaHy XapuyBaHHs. KiiHIYHMH JdiarHO3 HE MOBHWHEH Oa3yBaTHCS Ha OIHOMY
MOKAa3HUKOBI, HEOOXiZAHO BpaxOBYBAaTH KIIiHIYHI Ta iHIUI Ja0OpaTOPHi JaHi.

Cxkanag Habopy
1. Pearent 1. Po3uunnuk: tpic 0ydep - 20 mmol/l (mmons/i), ITEI" 8000 pH 8.3, Hatpiro azux 0.95 g/l (r/n).
2. Pearent 2. AnTuTina: a"tutina no tpanchepuny pH 7.5, Hatpito azun 0.95 g/I (/7).
3. [HCTpYyKIIiS 3 BUKOPUCTaHHS.
4. Ceprudikar SKOCTI.

JonaTkoBi pearenTn
KaniGpaTop, KOHTpOJIbHA CUpOBAaTKa TPaHCPEPHHY IIOCTAYAETHCS OKPEMO.

AHAJITHYHI XapaKTePUCTHKH
1. JliniiiHiCTh BUMIpIOBaNIbHOTO miana3ony: 0.94-7.5 g/l (r/n).
Bigxwunenns Big niHiitHOCTI He TiepeBuirye 3%.
Sxmo oTpuMani pe3ynpTaty Oyiu Ollblile, HixK MEXI1 JIHIMHOCTI, po3BeliTh 3pas3ku 1:5 (B micth pa3i) NaCl
9 g/l (r/n) Ta MOMHOXTE pe3yibTaT Ha micTh. [Ipo3oHa He criocTepiraeTbes 10 20 g/1 (/).
2. Yytnusicts He MeHIn 0.94 g/1 (/).
3. Koeoiuient Bapianii pe3ynbraTiB BU3Ha4eHb — He OUbII 3%.

Marepiaj aas K0cTiIKeHHs
Cupoparka abo 1ia3ma Kpoei. JlociimpKyBaHi cHpoBaTKy a0o0 I1a3MU ITOBHHHI OYTH PETEJIbHO BiIOKPEMJICHI BijT
(dopMeHHUX eIeMEHTIB KpoBi He Ti3Hile, Hixk yepe3 1 h (rox) micns B3ATTA KpoBi. B AKOCTI aHTHKOAryssiHTa CIij
BUKOpHUCTOBYBaTH Trenaput abo EJITA. YHukaiiTe BUKOPUCTaHHS MYTHHX, JIMIJHAX Ta TEMOJITUYHUX 3Pa3KiB.
CupoBatku 3 HiOpUHOM MOBUHHI OyTH BifieHTpudyroBaHi mepey Bu3HadeHHsM. CtadinpHICTh 7 d (100) mpu
2-8°C a60 3 mth (mic) mpu -20°C.

Ilepenik HeoOXiTHOTO YCTATKYBAHHS
- CniekrpodoToMeTpuiHe a00 KOJOPUMETPUIHE TEPMOCTATyIOue 00IafHaHH 3 JOBKHUHOK XBUI 340 nm (HM).
- BiamnoBigHi KIOBETH 3 TOBIIMHOIO ONTHYHOIO mapy 1 cm (cm).
- 3aranpHe naboparopHe 001aJHaHHS.

IlinroToBKa peareHTiB

Ilepen BukopucTaHHAM Hablp BUTPUMATH IPH KIMHATHIH TemnepaTypi npotarom 30 min (XB).
Bci pearenTy roTOBI 10 BUKOPHUCTaHHSI.
KauniopyBanbna kpuBa. Iligroryiite HactymHi po3BeneHHs kaniOpatopy B NaCl 9 g/l (r/m). IlomuoxTte
KOHIICHTpAIlI0 KajiOpartopa TpaHChEpHHY Ha BiAMOBiMHMIA (akTOp, 3a3HAYEHWH B TaONHIN HIDKYE, 1100
OTPUMATH KOHIIEHTPALI0 TpaHCHEPHUHY KOKHOTO PO3BEACHHSI.
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Tpauchepun-typoi CnJl

Cnaiillab
TypoinumeTpuaHuii
1 2 3 4 5 6
Kami6patop, ul (Mk) - 10 25 50 75 100
NaCl 9 g/ (t/n), pl (M) 100 90 75 50 25 -
daxTop 0 0.1 0.25 0.5 0.75 1.0

IIpoBenenns anajuizy

Hosenite pobounii peareHt i poromerp (yrpumyBau KroBetH ) 10 37°C.

1. YMOBH BUMIipIOBaHHS:
JOBYKAHA XBUJIL

340 (320-360)

KIOBETA 3 TOBIIMHOKO ONTHYHOTO apy 1 cm (cm)

Temreparypa

37°C

nm (HM)

2. NoBenits poboui pearentu Ta potomerp (yrpumyBad KroBeTH ) 10 37°C.
2. HanamtyBaTu puiaj] Ha HyJIb BIIHOCHO JUCTHUIILOBAHOI BOJIH.
3. HamoBHEHHS KIOBETH: KOMIIOHEHTH PEaKLiHOI cyMmili BiiOpaTH Ta BHOCUTH B 00'eMax, BKa3aHUX Y

TaOJIHLI.
P1, ml (mm) 0.8
Kani6patop (mocmigauii 3pa3ok), pl (M) 10

IlepemimaTu Ta BuMipsatu abcopbitiro (E1) micnsa nonaBanHs 3pa3ka.

P2, ml (M)

0.2

4. Ilepemimatu Ta BuMipsit abcopb6irito (E2) kamibpaTopis Ta 3pa3ky yepe3 2 min (xB) micis gogaBanas P2.
IHpum. O6'emu peazenmy, cmanoapmy ma 3pazKy MO}CYmb Oymu RPONOPYIIHO 3MIHEHI 8ION0GIOHO 00
P0004020 00'emy Klogemu 6UKOPUCHO8YBAHO20 AHATI3AmMOpA.
Po3paxyHok pe3yJbTatiB
PoszpaxyBatu 3minu abcopOuii E2-E1 mns koxHOI ToukM KaniOpyBaqbHOI KpPHBOI Ta 3paskiB. BusHaunTu
KOHIICHTpAIIiI0 TpaHC(HEPUHY y 3pa3Ky 3a J0MOMOTO0 KaaiOpyBaibHOT KPUBOI.
PedepenTHi Betuunnn
I'pyHTyIOUHMCh Ha pe3ynbTaTax IOCIIKEHb, MPOBEACHUX Ja00paTopisiMH, PEKOMEHAYEMO KOPHCTYBAaTHCS
HOpPMaMH, IPUBEICHUMH HIK4e. Pazom 3 tum, BiamosinHo 1o npaswit GLP (IapHoi maGopaTopHOi MPakTHKK),
KO)KHa JlabopaTopis MOBHHHA camMa BH3HAYMTH JUisd ceOe mapaMmeTpu HOPMH, XapakKTepHi st 00CTeKyBaHOI

TTOTTYJISAIIIT.

Hopmanbhuii piBeHb TpaHchepuHy B cupoBariii a0o ria3Mi KpoBi CTaHOBUTE: 2 - 3.6 g/l (t/7).

BinTBOproBanicTh

Pearent tectyBascs npotsarom 20 d (100), BUKopucTaHO Tpu KOHUEHTpauil Tpanchepuny B EPS tectyBanHi.

EP5 CV, %

77,02 mg/dl (mr/mr) 206,99 mg/dl (mr/mn) 377 mg/dl (mr/an)
3aranpHuH 5,4 2,5 5,4
BcepennHi mocTaHOBOK 1 0,8 1,2
Mi TOCTaHOBKaAMU 1,7 1,3 2,1
MiX qHAMA 5 2 49

IlopiBHsAHHS MeTOAIB

TouHiCTh: pe3ysibTaTH OTPUMaHi IpH BHUKOpHCTaHHI peareHTiB BupoOHuITBAa TOB «JIABOPATOPIA
I'PAHYM», npu mopiBHSHHI 3 IHIIMMHA KOMEPIIIMHUMH peareHTaMH (X) CHUCTEMAaTHYHUX BIIXHJICHb He

BHUABJICHO.

IopiBustHHS Oys10 poBeaeHo Ha 100 3paskax TpaHchepuHy KoHieHTparieto Bix 50 xo 700 mg/dl (mr/m).

Pesynpraru:

Koedinient xopemsuii (r)*: 0,95

PiBnsinns perpecii: y=1,046x + 3,843
PesynbTaTy XapakTepUCTHK TOYHOCTI 3aJIeKaTh Bijl aHAII3aTOPY, [0 BAKOPHCTOBYETHCS.

Cneuugivnictb

Binipy6in 20 mg/dl (mr/am), remorno6in 20 g/1 (r/m), munemis 9 g/l (r/n),
pesmatoigauit hpakrop 300 U/ml (On/min) He BILTUBAIOTH.
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M, Tpanchepun-Ttypoi CnJl
P paHcpepuH-TYp

TypoinumeTpuaHuii

KonTpoas saxocTi
KoHTponb sIKOCTI pEeKOMEHIYEThCS 3/iMCHIOBATH, BUKOPHCTOBYIOUM HACTYIHUN KOHTPOJBHHUN MaTepial:
«CnJI Tpancdepun Typ6i Konrpons» Jlaboparopis ['parym (Ykpaina), «KoHTpoib CHpOBAaTKOBHX OLTKIB.
Pinka cupoBatka» (Icmanis). SKimo 3Ha4eHHS KOHTPOIIO BUXOASTH 32 MEX1 BCTAHOBIEHOTO Jiamma3oHy,
nepeBipTe anaparypy, peakTUBU Ta MOXKIIUBI TEXHIYHI TPpoOIeMHu.
Kani6pyBanHs npuiagy IpoBOIUTHCS Mepe BUKOPUCTAaHHIM HOBOI cepii peareHTiB ab0 y BIATIOBITHOCTI 3
BHMOTaMH JI0 KOHTPOJIIO SKOCTI Taboparopii. Koskaa mabopaTopis MOBUHHA BCTAaHOBHTH CBOi BJIACHI CXEMH
KOHTPOJIIO SIKOCTI Ta KOPUTYIOUi Aii, SIKIIIO KOHTPOJIb HE BiAMOBiga€ JOMYCTHMUM HOPMaM.

Mpumitkn
1. He 3MimnyiiTe Ta He BUKOPUCTOBYWTE B OJHIH IIOCTAHOBI[ pEareHTH Pi3HUX CEpit.

30epiranns Ta cTadibHICTD
VYci KOMIIOHeHTH Habopy cTalilbHI A0 3aKiHUCHHS TEPMiHY MPUIATHOCTI, 3a3HAYCHOTO HA €TUKETII, SKIIO
30epiraru Horo miasHO 3akpuTHM ipu 2-8°C. I1ig yac BUKOPUCTaHHA peareHTiB 3amodiraTti 3a0pyJHeHHS Ta
MNOTPAIUISHHS NPSIMUX COHAYHUX ITPOMEHIB.

Bumoru 6e3nexu ta yruiizaumii
1. YHHUKaTH MOTPAIUISTHHS B POT, 04l Ta Ha HIKipy. B pa3i moTpamisHHs, TPOMUTH BEIHUKOIO KiUTBKICTIO BOAU Ta
3BEPHYTHCS 332 KOHCYJBTAIIIEIO A0 JIiKapsl.
2. BukopuctoByBaTu 3ac00M 1HAMBIIyaJIbHOTO 3aXUCTY MPHU pOOOTi 3 HAOOPOM.
3. 3He3apakeHHS Ta YTHII3allis pearcHTiB, CHPOBATOK, TECTOBUX CJAMIB YU CKJSIHMX IUIACTHH TPOBOIUTH
3TiHO 3 YUHHUM 3aKOHOJABCTBOM.

TpancnopryBaHHs
Habopu TpaHcnopTyroTh BCiMa BUAAMHU 3aKPUTOTO TPAHCHIOPTY IpH TeMIepaTtypi 10 25°C.
JlonyckaeTbes TpaHCTIOPTYBaHHA IpU  cepeaHbon000Bo1 Temneparypi 37°C ne 6inbie 72 h (ron).

O3HaKkHu NOTipIIeHHS peareHTiB
- [IpucyTHICTD 4acTOK i TOMYTHIHHSI.

I'apanTii BUpoOHNKa
1. BupoOHUK rapaHTye BiINOBiIHICTH SIKOCTI HaOOpiB BMMOram TexXHIYHOIO periaMeHTy MIOA0 MEAWYHUX
BUPOOIB 15 AiarHocTuky in vitro Ne 754 Bin 02.10.2013 p. npu goaepkaHHI CIIOKUBAYEM YMOB 30€piraHHsI.
2. lapanTiiftHuii TepMiH 30epiranHs ctaHoBUTE 12 mth (Mic) 3 AHS BUTOTOBIICHHS HAOOPY.

Komnuexkranisi
[REF| 6.018 [REF| 6.019
Bwmict 10 BHU3H. 50 BU3H.
P1 1 x 8 ml (M) 1 x 40 ml (M)
1 x 2 ml (M) 1 x 10 ml (M)

P2
“ TOB «JIABOPATOPIA 'PAHYM», Ykpaina, 61001, m. Xapkis, Byn. @paHkiBcbka, 14.
Ten./akc: (057) 752-32-31, www.granum.ua

CuMBOJIM HA TPOAYKILL
d Bupo6uuk BuroroBseno: [lara supoOuunrsa IIpupatno mo: Tepmin npunaraocri Cepisi: Homep cepil

Bupi6 mennaHUi U1 JIarHOCTUKY in vitro EE KoncynpTyliTech 3 iHCTPYKIIEIO 13 BAKOPHCTAHHS
BeperTu BiJ COHSIYHOTO CBITIIA ({/ 3HaK BiNOBITHOCTI TeXHIYHUM periiaMeHTaMm TemnepatypHe
0OMeKeHHS 3actopora. 3BepHIThCS 10 IHCTPYKLIT 3 BUKOPUCTAHHS JJIs1 OTPUMaHHs iH(opMaii moao

3aCTEepEkEHb, NOIepeIHKEHb, 3aII001KHNX 3aX0/IiB Karanoxuuii Homep
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