YI'PAHYM ACJI-O-1arekc-TecTt

JlaTexkcHa arjIloTHHALA

IHcTpykiis
3 BUKOPHUCTAHHSA AiarHOCTUKYMY /ISl BUSIBJICHHS
AHTUCTPENTOJi3MHY-O B CHPOBaTLi KPOBi JIIOAUHHA

ACJI-O-n1aTekc-TecT

IN VITRO

Tineku mu1st MpodecitHOTO BUKOPUCTAHHS. 36epiratu mpu 2-8°C

IMpununn meroxy
Y HajaHOMY iarHOCTUKYMi BUKOPHUCTOBYETHCS IIPUHIIMT JIATEKCHOI ariioTHHAIT. AHTUTEH cTpenTomi3ua-0,
110 aACOpPOOBaHUI HAa HEUTPAILHIX YACTHHKAX JIATEKCY, BCTYIIA€ B PEAKLIIIO arMiOTHHALIT 3
aHTHucTpenToniznHoM-O i3 3pa3KiB.

Kainiyne 3Ha4eHHS
Anrtuctpentonizna—O (ACJI-O) — aHTUTIIa TPOTH CTPENTOKOKOBOro remomizumHy — O crpenronizu-Hy-0).
ACJI-O — mapkep ctpentokokoBoi iHpekii. PiBear ACJI-O migBumIyeTbcs B TOCTpUH mepion iHdekmii Ta
3HW)KYETBCSL B TEPiOA pEKOHBAJeCUeHNii Ta oaykaHHs. B kimiHm4nid npaktuni BusHaueHHs ACJI-O
BUKOPHUCTOBYIOTh Ul CHOCTEPE)KEHHSI 32 AMHAMIKOIO PEBMAaTHYHOIO mpoiecy. JiarHOCTHYHE 3HAUYEHHS Mae
criiike nigBuieHasa aktusHocti ACJI-O.
[Migpumenns piBHio ACJI-O xapakTepHe Ui pEeBMAaTU3My, TOCTPOi CTPENTOKOKOBOI iH(pekuii (aHTiHH,
CKapiaTuHH, TioAepMii, THIHHMX 3alaJIbHUX TPOLECIB, TOCTPOro He(QPHUTY), XPOHIYHOTO TOHBUIITY,
rmomepynoHedputy. Ilinsumenns ACJI-O Bim3HAYa€TBCA TAaKOXK Y XBOPUX PEBMATOITHHUM apTPUTOM, aje
PiBEHb HOTO MiABUILEHHS 3HAYHO HIKUMM, HIXK Y XBOPHX PEBMATH3MOM.
KniniuHuii niarHo3 He MOBHHEH 0a3yBaTHCS Ha OJHOMY ITOKa3HHKOBI, HEOOXiJHO BpaxOBYBaTH KJIiHiIYHI Ta
iHII1 TabopaTopHi JaHi.

Cxi1an HaOopy
. JlatexcHa cycrneHsisi.
. Po3unHHUK.
. [lo3utuBHMIA KOHTPOIB, KKK MicTuTh ACJI-O 6inemn 200 [U/ml (MOg/min).
. HeratuBHUi1 KOHTPOJIb.
. [Manmuuaku s mepeMilryBaHHS.
. TecToBuii cianm.
. [HCTpyK1is 3 BUKOpUCTaHHS.
. CepTudikat SIKOCTI.
AHaJITHYHI XaPaKTEePUCTHKH

Yytnusicts TecTy ctanoBUTh 150-250 [U/ml (MOn/min).
Edexr npo3onn He crioctepiraerscs 1o 1500 [U/ml (MOa/mo).
JliarHocTHyHa 9y TIUBICTh: 98 %.
HiarnoctruHa crierudivnicts: 97%.

Marepiaj s 10caiaKeHHs
Cuposatka KpoBi. 30epiraiire 3pa3ku He Ouibine 7 d (100) mpu 2-8°C abo 3 mth (mic) npu -20°C. 3pa3ku, siKi
MicTTh GibpuH, Tpeba BinuenTpudyrysati. He BUKOpHUCTOBYHTE MyTHi, XMJIbO3HI Ta FEMOJIITHYHI 3pa3KH.

ITepeaik HeoOXiTHOrO ycTATKYBaHHS
ABTomarHuHi 103aTOpH (hikcoBaHOTO ab0 BapiadeabHOro 06'emy 10-100 pl (Mki).

IlinroroBka peareHTiB
[lepen BukopucTaHHsIM HaOip BUTpUMaiiTe P KiMHATHINA TeMnepaTypi npotsaroM 30 min (XB).
Bci pearenTy roToBi 10 BUKOPUCTAHHS.
[Mepen BUKOpUCTAHHSIM TIepeEMilIaiiTe JIATEKCHY CYCIIEH31I0 JIETKMM CTPYIIYBaHHSM (IIAKOHY.
Hwusbki TemnepaTypu npu3BOAATE 10 3HWKEHHS Yy TJIMBOCT] TECTY.
SIKmo mpumycTrMa KOHLEHTpALis PeYOBUHH, LI0 BHU3HAUYAETHCS MEPEBHILYE HOPMY, MOKINMBA BiJCYTHICTb
arIIOTUHAIIT B IIUTHHIN CHPOBATIl, PEKOMEHIYEMO PO3BECTH CUPOBATKY B 2 pasm.
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IIpoBeneHHs1 JOCTiIKEHHS
1. SIkicHe BU3HAYEHHS
1. Hanecith Ha TecToBUil cnaiin mociigosHO 1Mo 10 pl (MKIT) TO3UTUBHOTO, HETATUBHOTO KOHTPOJIIB Ta 3pa3Ky.
2. Homaiite mo 10 pl (MKI) maTekcHOI CycreH3ii B KOXKHY KPAIUlio MMO3WTHBHOTO, HETATHBHOTO KOHTPOIIIB Ta
3pasKy.
3. IlepemimaiiTe Manu4KoIO, sIKa HAAAETHCS 10 CKIaxy Habopy abo CKISHOIO.
4. TloxwuryiiTe TUTACTHHY TPOTITOM 3 min (XB).
5. IlpoBendiTh OIiHKY pe3yabTaTiB TOCIIKEHHS.
2. HaniBKijibKicHe BU3HAYEHHS
Buxonaty TITbKH TS 3pa3KiB 3 MO3UTUBHUM PE3YIHTATOM HPHU SKICHOMY aHaJi3i.
3a IOmOMOTrOr0 PO3YMHHMKA MOCHigoBHO po3senitTe 0.1 ml (M) 3paszka B 2, 4, 8, 16 1 T.4. pa3iB 3rigHO 3
Ta0JIUIIEHO.
Cxema po3BeZICHHS 3pa3Ka JJIsd HAliBKUTbKICHOTO BU3HAYCHHS.

Ne po3BeneHHS Tutp Po3unHHUK 3pa3ok
1 2 0.1 ml (mir) 0.1 ml (mur)
2 4 0.1 ml (mn) 0.1 ml (M) po3Benenns Nel
3 8 0.1 ml (mn) 0.1 ml (M) po3BeneHHst Ne2
4 16 0.1 ml (M) 0.1 ml (mi1) po3senenns Ne3

[IpomapkyliTe TECTOBI claiiy, BKa3aBIIM PO3BEACHHS 3pa3zka, Ta 3MIMIalTe BIAIOBIIHO PO3BEICHHS 3pa3ka 3
JIATCKCHUM PearcHTOM Ha IUIAHIIETI, K OIMUCAHO B MPOLEAYPL ISl SKICHOTO aHaJIi3y.

OuniHka pe3yJIbTaTiB JOCJIiIKEHHS
MakpOoCKOTIIYHO JAOCTITUTH HASBHICTH 200 BiICYTHICTh BUAUMUX ariIFOTUHATIB MICIIS TOXUTYBAHHS TECTOBOTO
ciaiay nmpoTsarom 3 min (XB). ATTIOTHHALIIO, sIKa BiOyJach micis 3 min (XB), pO3LIHIOIOTH K HecienudpiuHy.
[No3uTuBHMIA pe3yibTaT. HasBHICTH armoTHHALT CBIAUUTH Mpo KoHIeHTpallito ACJI-O, mo nopiBHI0€E ab0
TIEPEBHUIIY€ YyTIUBICTh PEAreHTY, KA BKa3aHa B cepTU(iKaTi IKOCTI.
[Tpu HamiBKiTbKiICHOMY BU3HAUEHHI KOHIICHTPAIiF0 BU3HAYAIOTH 10 (hopMyi:

ACIJI-0O, IU/ml (MOpg/mi) = 4yTAMBiCTh X THTD,

Jie TUTP - HalO1JIbIIIe PO3BENCHHSI 3pa3Ka, /e MPHUCYTHS arIIOTUHAILIS JIJATEKCHUX YaCTHHOK.
Hanpuknaz, sikmio armoTrHaIis criocTepiranacs B TuTpi 1:16, To Heobximno 200x4=800 IU/ml (MOp/mm).
ITo3uTuBHI Ta HETaTUBHI KOHTPOJI1 PEKOMEHIYIOTHCS U MOHITOPHHTY BUKOHAHHS IPOLIEAYPH, a TAKOXK
MOPIBHSUTEHOT MOJIENI JUIst KPallol iHTepIpeTallii pe3ysibTary.
Bci pesynbTary, BigMiHHI BiJl pe3y/IbTaTy HETATUBHOT'O KOHTPOITIO, TpeOa PO3IiHIOBATH SIK TO3UTHBHI.
PedepenTHi BeauunHm
Hopmanbhi nokaszuuku g0 200 [U/ml (MOa/min).
30epiranns Ta cTabLIbHICTH
VYci xoMnoHeHTH Habopy cTalinbHI O 3aKiHYEHHS TEpMiHY NPUAATHOCTI, 3a3HAYEHOTO HA €THUKETLI, SKIIO
30epiratu Horo miapHO 3akpuTuM npu 2-8°C. Ilin yac BUKOPUCTAaHHS peareHTIB 3amobiraTv 3a0pyIHEHHS Ta
MOTPATUISIHHS TIPSIMUX COHSYHUX MTPOMEHIB.
He nomyckaerbest 3aMmopokeHHs !
Bumorn 6e3nexu Ta yruiizanii
1. YHUKATH MOTPAIUISIHHS B POT, OYi Ta Ha MIKipy. B pasi moTparisHHs, MPOMUTH BEIHKOIO KUTBKICTIO BOJH Ta
3BEPHYTHCS 32 KOHCYJIBTAIIEIO JIO JIiKapsl.
2. BukopucroByBatu 3ac001 1HAMBIIyaJILHOTO 3aXUCTY MPU poOOTi 3 HAOOPOM.
3. 3He3apakeHHS Ta yTWIi3allis PeareHTiB, CUPOBATOK, TECTOBUX CIAWAIB UM CKISHHUX IUIACTUH NPOBOIUTH
3TiIHO 3 YAHHUM 3aKOHOIaBCTBOM.
TpancnopryBanus
HaGopu TpaHcnopTyroTh BCiMa BUAaMHU 3aKpUTOTO TPAHCIIOPTY IpH Temiiepatypi 1o 25°C.
JlomycKkaeThCst TPAHCIIOPTYBAHHS 38 CepeaHboa000B01 TeMmeparypu 37°C He Oinbie 72 h (rox).
I'apauTii BUpoOHUKA
1. BupoOHUK rapaHTye BiANOBITHICTh SKOCTI HA0OPIB BUMOTraM TEXHIYHOTO PETJaMEHTy HIOJ0 MEIUYHHX
BHPOOIB 151 AiarHOCTUKY in vitro Ne 754 Bix 02.10.2013 p. mpu moaeprkaHHi CIIOKUBadYeM yMOB 30epiraHHs.
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2. l'apanTiitHnii TepMiH 30epiraHHsa CTaHOBUTH 12 mth (Mic) 3 THS BUTOTOBJIEHHS HA0ODY.

Komnuiekranis

[REF| 11.002
Bwuicr 200 Bu3H.
JlatexcHa cycrieH3ist 1 . x 2 ml (M)
PozunaHnK 1 . x 14 ml (mo1)
Ilo3uTHBHMI KOHTPOJIB 1 ¢a.x 0.2 ml (mn)
HeratuBHuit KOHTPOIBL 1 . x 0.2 ml (mn)
[Manuyuku A5 mepeMinryBaHHS 100 mT.
TecroBuii crnaiin 2 mir.

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

CuMBOJIM HA TPOAYKILL
d Bupo6uuk BuroroBjeHo: Jlara supoOuunrsa IlpugaTno xo: Tepmin npunaraocti Cepisi: Homep cepii

Bupi6 MeanuHMiA 7151 A1IarHOCTUKH in Vitro EB] KoHcynbTyiiTech 3 IHCTPYKII€IO 13 BUKOPUCTaHHS
Bepertu Bij coHsYHOTO CBITIIA (\{/ 3Hak BixnoBigHOCTI TeXHIYHUM periaMeHTam ,ﬂr TemmneparypHe
0OMEKEeHHS 3acTopora. 3BepHITbCS JI0 IHCTPYKIIii 3 BUKOPUCTAHHS JIJIs1 OTpUMAaHHs iHpopmarii momo

3acTepeKeHb, MOTEPEKCHb, 3aTI00IKHUX 3aX0/iB Karanoxxuuit Homep
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