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I |HaGop pearentos ans|HaGop pearentos MpEAHA3HAYeH 11 UMMYHO(EPMEHTHOTO BBISBICHHS CYMMAapHBIX
ummyHoepmenTHoro |antuten (IgM, I1gG, IgA)) k BO30YAMTENIO CHUINCA B CBIBOPOTKE (Ma3me) KPOBH U
BbISIBJICHUSI JMKBOPE HE/IOBCKA W PEKOMEHIYETCs AJIsi MACCOBOTO CKPUHMHIA KPOBH. «C3HABHMUYY-
CYMMApHbIX  aHTHTes BapuaHT H®A, oaHoctaamiineiii. He TpeGyercs NpeaBapyuTeIbHON  MPOMBIBKH
K Treponema pallidum nnanieros. KonuuecTBo  onpenenenuii 96 (12x8)dpopmar  nnanwera
PYUYHBIM METOLOM, CTPUNHUPOBAHHbIH. Hanuune: nneHkn ans 3akieMBaHus IUIAHIIETA, naKeta s
96 omnp MUIAHWETa THNA "3WM-J0K", BAHHOYEK [UIS PEareHTOB, HAKOHEUHMKOB IS MUTETOK,

YHUQULMPOBAHHBIX HECTIEUN(UUECKHX KOMIOHEHTOB OCB-T, CBP,TMB, cron-
PearcHTa, perncTpalMoHHOro ynocrosepenus. Cpok rOIHOCTH He MeHee 18 Mecsies.
Bo3moskHOCTb TpaHcnopTupoBaHus mpu Temnepatype 10 25°C ne Gosmee 10 cyr.
[ToAXxoauT 111 NOCTAHOBKM PYYHBIM METOLOM.

2 |Tect-cucrema Tect-cucrema npenHasHaueHa [isi KauecTBEHHOTO 00HapyKeHHA W MOATBEPIKACHMUS
HMMYHO(EpMEeHTHas |aHTHTe] K BUpyCy renatuta C. B COCTAB TeCT-CHCTEMbI BXOJST HECTPYKTYpHbIE
fipeaHasHadeHa  ansjanTuredbl NS3 u NS4 u anepubiit anturen. J[uarHoctuueckas 4YBCTBUTEJILHOCTb TECT-
KaueCTBEHHOI'0 cucrembl cocrasaser 100%, nuarHocTuyeckas cnieunpuaHoCTh — 99,7% . “ITepnon
oOHapyKeHUs OKHA”, onpe/eJeHHbIH aHaau3om | 1 CCPOKOHBEPCHOHHBIX MaHeNeH npu 3TomM paseH 16
AHTUTEN K BHpYyCy|u 18,2 nHam (MeauaHa u cpestee, COOTBETCTBEHHO).
renatuta C. [Ipu nposenenun Ttecra passenenHbie npoObl  MHKYOMPYIOT B MHKPOJNYHKaX,

MOBEPXHOCTh KOTOPBIX MOKpbITA BbICOKOOYMLLIEHHBIMH AHTUIeHaMHu,
COOTBETCTBYIOWMMH 30HaM core, NS3, NS4, NS5 Bupyca rematuta C, uro
obecrednBaeT BbICOKYIO UYBCTBMTENLHOCTh AMATHOCTHYECKOrO Tecta, TecT-cucTeMa
dAanTpOBaHHbIe K KCMOJb30BAHMIO B KayecTBe OuoOOpasua — cyxoif kamiu
KanuuIspHOi KpoBu.96 onpenenenuii. [lis pyuHoii mocTaHOBKM aHanK3a.

3 |Tecr-cucrema ana|Tect-cucrema A1 BbIABICHHS W MOATBEPKACHHS CyMMapHbIX aHTuTesn K Treponema
BbISIBJICHMSI u|Pallidum, ananTupoBatHble K UCMONIB30BAHUIO B KAUECTBE Oroobpasua - cyxoii kaniu
NOATBEPIKACHUS KanuaispHoi KpoBH. OCOOEHHOCTBbIO TakkKe SBAACTCS MCIIONb30BAHHE B aHAIM3E
CYMMAapHbIX — aHTUTEJIPEKOMOMHAHTHBIX MEUEHBbIX WJIM HEMEUYEHbIX Oe/KOB TpN15, TpN17 u TpN47.
k Treponema Pallidum|4yBcTBUTEILHOCT TOM TECT CHCTEMbI COCTABSET: - 100%, cneunduurocts - 99%.

= 96 onp 96 onpeseneHuit CTPUHUPOBAHHBIH MiaHwet. s PY4HOW MOCTAHOBKH aHA/IN3a.

4 |MuamBuayanbHoe HMHansuayanbHoe oaHOpasoBoe CpeacTBO 3awiuThl  OT BHpYca MMMYyHoOIe(DHULHTA
0IHOpPa3oBoOe deJ10Beka M MHPEKUMA NepealoLuXCs MONOBbIM MyTeM U3 HaTypaabHOro JlaTekca, co
CPCACTBO 3ALIMTLI  OT|CMa3kOH Ha BOAHOH OcHOBe. Myxckod npesepBatiB JUis aHanbHOTO cekca
BUpYyca Hakonurenem. OcobenHocT: MaTepuan: HaTypanbHbIi aTekc. Dopma: craHzapTHas.
UMMYHOzAehuumuTa ®dakrypa: rnaakas (6e3 TEKCTypbl). Liet: npo3paunblii(Ge3uBeTHbIt). 3amax cMasku:
uejoBeka U MHpekumii|6e3 apomara(6e3 3anaxa).Pasmepbl: wHprHa KoabLA-53+2MM, JuihHa- 1 80mMm+2mm,
Nepear uuxXcs ToswmHa ciios 0,08+0.015mm. Hakonuresnb-cnepMonpueMHHK: BBIPAKEHHbIH.

[ M0JIOBbIM MY TEM. Ha wnHaueunyanbhoit ynakoske —Hanuume wramna «BecriaTHoy Ha PyCCKOM H
; Kasaxckom s3bikax. Haunucek 1omkHa HaHeceHa Ha (osibre 3aBOJOM MPOM3BOAMTEIEM
f ¢ TNOMOLLBIO  TPOMBILINICHHOr0  000pyA0BaHMS, HCIOJAb30BAHHE CAMOKJICIOLLUXCS
MATEepHaIOB U HAKJIECK MPY HAHECEHMH HAAMNUCH HE J0MyCKaeTCs.
Jlunus paspeiBa uan 3yGuukn(npu ynakoske B JIeHTe)- SIpKO BbIpaKeHHbIE,YTOObI
JIErKO MOKHO ObIIIO OTOPBaTh, HE MOBPEkKAAs YNAKOBKY COCEIHErO npes3epBaTHBa M
BCKPbITh YAKOBKY.
Pernctpaunonnoe  ynocroBepenne M cepTH(MKAaTA COOTBETCTBUS  Ha TOBap,
yrBepxaeHoe B Pecnybsinkn Kazaxcran.
Cpok roAHOCTH He MeHee 3-X NET(CPOK FOAHOCTH HAa MOMEHT MOCTABKH He MeHee
80%0T cpoka roaHocTH 3aBoja u3rorosutesisi). OOs3aTeNbHOE NpefOCTABIEHHE
i 00pa3sua 2 WTyKK 115 OUCHKH TEHAEPHON KOMHCCHH.
5 |Wnpuy CocTaB 1 onucaHne u3genus:
MHBEKLIMOHHBI M O06bem S M1, TPEXKOMIOHEHTHBII, OJIHOPa30BbI{, CTEPUIIbHBIN, CO ChEMHOM U 22-
TPEXKOMIOHEHTHbIH  |23G, HENUPOreHHbIN, MIACTMACCOBBIM, COCTOUT U3 TpexX 4YacTel (rpaayupoBaHHbIi
OHOKPaTHOIO UHMHAIP, MOPWIEHb U PE3MHOBOTO YIJIOTHUTEIs Ha MOPLLIHE),
NpUMEHEHMs ¢ Uroi|CBOMCTBA ChIPbA M MOJY(pabpUKATOB: Lnanuap: yuctelii, npospaunbiit, matepuan,
22-23G, 00beMOM|noAXo s LK Ans nponsBoacTea UMH: [Topuwenb: Matepuan noaxoaswuii wis
Smn npoussoactsa MMH; Pe3snHoBbIit ynioTHUTeb Ha MOpILHe: MaTepuall, noaAXoas LM
A npoussoacTea MMH; Konnauok: matepuan, noaxonswuii ais MPOU3BOACTBA
MMH: ¥YnakoBouHslit MmaTepuan: Gymara, HeNnpoHuLaemas i 6akTepuii
CBOMCTBA UIJIbL; HepIKaBeroLas CTalb,
OOuure cBOHCTBA: CTEPUIIbHBIH, 0AHOPA30BBIH, HETOKCHUHBII, HEITMPOTre€HHBIH;

-




N .

6 |Lnpuu CocTaB 1 ONKUCAHKUE U3JETIHS:
MHBEKLIMOHHbIH O0bem 10 MJ, TPEXKOMIOHEHTHbIH, 0HOPA30BbIi, CTEPUIbHBIH, CO CbEMHON HIJIOMH
TPEXKOMMOHEHTHbI  |22-23G, HeNMUPOreHHbIH, MIACTMACCOBbIM, COCTOMT U3 TpeX uyacTeil (rpaayHpOBaHHBbIH
OJIHOKPaTHOTO LWJIMHAP, NOPLIEHb ¥ PE3NHOBOrO YIUIOTHUTEIS HA MOPLIHE).
npumeHeHust ¢ uraoi|CpoiicTBa cbipbs 1 nosydadpukaTos: LIManHAP: YKCTbIH, MPO3pauHbIii, MaTepual,
22-23G, obbemom |noaxoasainit ans npoussoactsa MMH; TlopiuieHb: Matepualt noaxoAani 1
10mn npousBoacTa UMH; Pe3nHOBbIN yMUIOTHUTEb HA MOPLIHE: MaTepHall, MoAXOAs LK
g npoussoactsa MMH; Koanavyok: marepuan, noaAXoAsLWHA A1 NPOU3BOACTBA
MMH; VYnakoBouHslii MaTepuai: Gymara, HernpoHuLUaeMas ajisi Gakrepuit
CpoiicTBa WIJbl: HepKaBetoLlas CTajb,
OO61me cBOMCTBA: C i, O1HOPA30BbIH, HETOKCHUYHbIH, HEeIMPOTeHHbIIi;
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