CnJI KajiopaTop cupoBaTKoBHUX OUJIKIB

Cnannullab

IncTpykuis
3 BUKOPUCTAHHA
CnJI Kaagioparop cupoBaTkoBHX OLIKIB

IN VITRO 30epiratu npu 2-8°C

Tineku amst mpodeciiHoro BAKOPUCTAHHS.

XapakrepucTuka
CuJI KamibpaTop cHpoBaTKOBHX OLIKIB - pilka CHPOBATKa JIFOICHKOTO TIOXOKEHHS, III0 MICTUTh KOHIICHTpAITii
pI3HOMaHITHUX OLIKiB, HEOOXigHMX s MOOyHOBM KamiOpyBaJdhbHUX KPHUBUX TIPH  BH3HAYEHHI HIDKYE
nepepaxoBaHuX OUIKiB IMyHOTYpOiIUMETPHYHUM METOJIOM.

Ckian
Jronceka cupoBaTtka. KoHcepBoBaHa.

3acTepe:keHHsA
KommnoHeHTH ITI0/ICKKOTO TIOXOKEHHS OYIIH IepeBipeHi i BU3HaHI HeraTUBHUMH Ha HasiBHiCTh HBsAg, HCV Tta
agtutin 1o BUI (1/2). OmHak HEOOXigHO JOTPUMYBATHCA OOEPEXKHOCTI, AK 3 TOTEHIINHO iH(eKIiiHIM
MaTepiaoM.

KaniOpoBka
3HaueHHs KOHIIGHTpamii KamiOpaTtopa mpoctexyrtbes 3rigHo Cranmapty CRM 470/RPPHS (Imctutyt
CTaHJApTHHX 3pa3KiB i BuMiptoBanHsi, IRMM) (Bci ckiagosi, kpiM antitrthombin IIT).

30epiranns Ta crabinbHICTD
3akpuTi puakoHU cTabUTBHI MPOTArOM TEpMiHY Aii, 3a3HAYEHOTO HAa ETHUKETIi, Npu 30epiraHHi B IIiLTBHO
3aKpuUTid ynakoBIli npu temnepatypi 2-8°C. Tpeba 3amobiraTi 3a0pyJAHEHHIO IijJ 4Yac iX BHKOPUCTAHHS Ta
HOTPAIUISTHHS MPSAMUX COHSYHUX IPOMEHiB. He BUKOpHCTOBYITE KasiOpaTop, SKIIO NOIIKO/DKEHa yrakoBka. He
BUKOPHUCTOBYHTE MICJIsl 3aKiHYEHHS TepMiHy NpUAaTHOCTI. Bigkputi ¢uakonn cradinsHi npotsarom 30 d (100)
npu remnepatypi 2-8°C.

Bumoru 6e3nexku Ta yruiizauii
1. YHUKaTH NOTpAIUISIHHS B POT, 04l Ta Ha WKipy. B pa3i noTpamisHHs, IPOMHUTH BEJIMKOIO KUIBKICTIO BOIU Ta
3BEPHYTHUCS 3a KOHCYJIBTAIIIEIO A0 JIiKaps.
2. BuxopucroByBatu 3aco01 iHAMBIIYaIEHOTO 3aXUCTY MPU poOOTi 3 HAOOPOM.
3. 3He3apakeHHs Ta YTHIII3aLii0 PEareHTiB, CHPOBATOK MMPOBOIUTH 3TiIHO YHHHOTO 3aKOHOJABCTBA.

TpancnopryBanus
Habopwu TpaHCnOpTyIOTH BCiMa BUAAMH 3aKPUTOTO TPAHCIIOPTY IpH TemIiepatypi 10 25°C.
JonyckaeTbes TpaHCTIOPTYBaHHSA 3a cepeiHbo000Bo01 Temmneparypu 37°C He Ginbuie 72 h (rox).

I'apanTii BUpoOHIKa
1. BupoOHHMK rapaHTye BIAIOBIHICT SKOCTI HAOOPiB BMUMOTaM TEXHIYHOTO PErjiaMEHTy MO0 MEIUYHHUX
BUPOOIB A5 TiarHOCTUKH in vitro Ne 754 Big 02.10.2013 p. npu noaepkaHHi CHOXHUBAaYeM YMOB 30epiraHHsl.
2. FapaHTiitHnii TepMiH 30epiranns craHoBuTh 24 mth (Mic) 3 AHS BUTOTOBIICHHS HAOODYy.

KoMmmiexkTamist

[REF] 7.050

CnJI KanibpaTop cupoBaTkoBHX OiJIKiB 1 ¢ x 1 ml (M)
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CuMBOJIM HA TPOAYKILL
d Bupo6uuk BuroroBseno: [lara supoOuunrsa IIpupatno mo: Tepmin npunaraocri Cepisi: Homep cepil

Bupi6 mennaHUi U1 JIarHOCTUKY in vitro E]E] KoncynpTyliTech 3 iHCTPYKIIEIO 13 BAKOPHCTAHHS
Bepertu Bij coHsuHOTO CBiTIIA (\{gf 3Hak BixnoBigHOCTI TeXHIYHUM periaaMeHTam TemneparypHe

0OMeKeHHS 3acTopora. 3BepHIThCS 10 IHCTPYKIIi 3 BAKOPUCTAHHS JJIs1 OTPUMaHHs iH(opMarii moao

3aCTepeXeHb, NOollepeHKeHb, 3aII001KHNX 3aX0/IiB Karanoxuuii Homep
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Cnannlla6

CnJI KajiopaTop cupoBaTKoBHUX OUJIKIB

AHAXITUYHUH ACTIOPT

IN VITRO
Hasea BupoGy CnJI KaxiopaTtop cupoBaTKOBHX 0iJIKIB
TprsnaucHHs .I[H}I no6yn93n KaTiOpyBaJbHUX KPUBUX NMPH BH3HAYCHHI HIDKYE ITEPEPaxOBaHUX OIKIB
IMYHOTYpO1IMMETPUYIHIM METOJOM
7.050
30epiraTu npu 2-8°C
Cepis Burotosneno [Ipunatuo 1o
Ne/m Ioxka3nuk TexuniuHi BUMOrH Pe3yabTaTn
KOHTPOJIIO
1. ®izuko-xXiMiuHi NOKa3HUKH
1.1 | CnJI Kanibparop cupoBaTKOBHX OLIKIB 0e30apBHHI 200 BiZITIOBia€
JKOBTYBAaTUU PO3YUH
2. AHAITHYHI XapaKTepUCTHKH
2.1 | al-anTurpuncia, mg/dl (Mr/mm) 277 BiJITIOBi A€
2.2 | al- romukonporein, mg/dl (mr/mn) 171 BiJITIOBi A€
2.3 | Aurutpom6in 111, mg/dl (mr/mn) 62.8 BiJITIOBi A€
2.4 | C3, mg/dl (mr/mn) 346 BiJINIOBITa€
2.5 | C4, mg/dl (mr/mn) 59 BiJINIOBITa€
2.6 | Uepynomnnasmin, mg/dl (mMr/mm) 71 BiJIIOBi /A€
2.7 | I'anrorno6in, mg/dl (mr/mn) 263 BiJIIOBi /A€
2.8 | IgA, mg/dl (mr/mn) 503 BIJIIIOBITa€
2.9 | IgG, mg/dl (mr/mn) 2551 BiJITIOBi1a€
2.10 | IgM, mg/dl (mr/mm) 204 BIJIIIOBITa€
2.11 | Ilpeansbymin, mg/dl (mr/mm) 56 BiJITIOBi1a€
2.12 | Tpaucdepun, mg/dl (mr/mn) 627 BiJITIOBi1a€
3. Komuiekranis
3.1 | Bmict
3.2 | CnJI KanibpaTop cMpoBaTKOBUX OLIKIB 1 gn. x 1 ml (M) BiJITIOBi1a€

KonTtposs skocTi

Kontpoms skocTi nposeseHo 3rigHo cuctemu sskocti TOB « JABOPATOPISI TPAHYM»

Bucuosox BKSI

Kontpoub npoiineno. Bianosinae Bumoram TeXHIYHOTO periaMeHTy 1010 MEAUYHUX BUPOOIB 1St
JIIarHOCTHUKH in vitro, 3aTBeppreHoro nocranoBoro KMY Bix 02.10.2013 p Ne 754
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