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KoMMyHansHOE rOCyIapCTBEHHOE IPEANPHUITHE HA MPaBe XO35HCTBEHHOTO BefeHusT «OOIacTHON MepruHATATBHBINA [IEHTP» YIPABJICHUS 3APAaBOOX P aHEHUS
obnactu AoOaii, Haxozasmieecss o aapecy: PK, ob6nacte Ao6aii, r. Cemeilt, yn. XKamakaeBa, . 100, nHa ocHoBanuu IlocTtanoBienusi IlpaBuTesibcTBa
Pecny0simkn Kazaxcran or 4 urons 2021 roga Ne 375 «O0 yrBep:xkaennu IIpaBus opranuzanuu M NpoBeJeHUs 3aKyNa JIEKAPCTBEHHBIX CPelCTB,
MEIUIMHCKUX M3eJUi M CHenuaJTu3MPOBAHHBIX JIeYeOHbIX NMPOAYKTOB B PaMKaX TrapaHTHPOBAHHOr0 o0beMa OeCIVIaTHOW MeXUIIMHCKOM
MOMOIIH, JONMOJHUTEJBHOI0 00beMa MeIHIMHCKON MOMOIIU JIs JIML, COAEPKAIIMXCHA B CJIeJICTBEHHBIX HU30JIATOPAX U YUYpPe:KIeHUAX YrOJI0BHO-
HUCIOJIHUTEIbHON (MEeHUTEHIIMAPHOI) CUCTEMBbI, 32 CYeT OIOJKETHBIX CPeACTB U (MJIHM) B CHCTeMe 00513aTeJbHOI0 COUMAJIBLHOI0 MEIHMIMHCKOIO
CTPaxoBaHus, (papManeBTHYECKUX YCJAYr M NPU3HAHMU YTPATHBIIMMHU CHJIY HeKOTOpbIX peimienuii IlpaBurenncrBa Pecny6iuku Kazaxcran»
OOBSBISET O MPOBEJICHUU 3aKyIla CIIOCOOOM 3anpoca eHOBbIX npeanoxkeHuil «[Ipnodperenue JekapcTBeHHBIX CPEICTB U MeIMIMHCKHUX H3/1eJIUID» 110
CJIEYIOILUM JIOTaM:

Ne MexayHapoaHoe XapakTepHCTHKa Tpernapara C yKa3aHHeM I03MPOBKH, KOHIEHTPALHU H IMocraBka Enunnna Komiye | Ilena Cymma,
JIOT | HENaTeHTOBaHHOE JIEKapCTBEHHOH (hOPMBI H3MEpEeHHs CTBO BBIICJICHHAS
a Ha3BaHHE HIIH UL 3aKyma,
cocTaB TCHTe
1 TeTpauukIMH 1% rnasHas Ma3b 3 Tp. Ho 3asBKe [Tyka 820 385,05 315 741
3aKa34nKa B
2 Hnpur HHBEKIIMOHHBIH| Teuenue 10
TPEXKOMIOHEHTHBIN cTeprIbHBIH LLIMpHI M3rOTOBICH U3 BRICOKOKAYECTBEHHOTO IIACTHKA U COCTOUT W3 TOPIIIHS, (necsTs)
OJTHOKPATHOTO NPUMEHEHHsI| YINIOTHUTENFHOTO PE3WHOBOTO KOJIbLIA M LWJIMHJIpA ¢ TrpaaynpoBkoil. Mrma c KaJICHapHbIX IlIryxa 5100 15,71 80121
obbeMamu: 2.5MJI; €  WIVIAMH|TPEXTPAHHOI 3aTOYKOU MOKPHITA TOHKUM CJIOEM CHIIMKOHA AHeH
23Gx1"
3 [epuarku xupyprudeckne, [lepuatkn Xupyprudeckue, CTEpPHIbHBIC, OIyIpEHHBIE, HMEIOT aHaTOMHYECKYIO
JIaTEeKCHBIE,[TIA/IKAE,0NMyAPEHHBIE, [(opMy 1 [UIMHHYIO MamkeTy. CTepHiIn3ais OCyIIeCTBIISIECTCS Ta30BBIM METOIOM IMapa 10 000 266 2 660 000
cTepmibHbIe, pasMepamu:  7,0; B|3THIIeHOKCHAA. M3menne mocTaBnseTrcss B CTEPUIFHOM BUAE, B WHAWBHAYAITBHOMN
ynakoBke Nel YIaKOBKE TOTOBOE K SKCILUTyaTallHu.
4 0556 Bexroren-B-HBs-anturen, | Tecr-cucrema  ummyHodepMmeHTHas  aius  BeisiBieHus  HBsAg ¢
komm1ekT-3 (TecT-cucrema HCTIOJIb30BaHUEM PEKOMOMHAHTHOTO aHTHTeHAa U MOHOKIOHAJIBHBIX aHTHTEIL
MMMYHO(pEpMEHTHAS IS XapakrTepucTukun  HaGopa: [lpuHmmn  MeToma — 3aKio4yaeTcss  BO
onpenenenus Hbs-anTHreHa ¢ B3aumozelicteun HBSAQ ¢ MOHOKITOHATBHBIMU aHTHUTENAMH HA TIOBEPXHOCTH
MCTIOJIE30BaHIEM JMYHOK TuTaHmera. KOMIUIEKC «aHTUTEH-aHTHTENO» BBISBISIOT C MOMOIIBIO
peKOM6I/IHaHTHOl"O AaHTUI'CHA U KOHBIOT'aTa IMOJIMKJIIOHAJIBHBIX AHTHUTECIT C nepoxcnnamﬁ XpeHa.
MOHOKJIOHAJIBHBIX MunumanbHas KoHueHTpauuss HBSAQ, BbisfBiIgeMas C IOMOIIBIO TeCT-
aHTUTEN(OAHOCTAINITHAS CHCTEMBI, COCTaBISIET MO OTPAciIeBOMY CTaHgapTHoMy oo6pasny (OCO)
nocraHoBKa) UyBCTBUTEILHOCTh HBsAg 0,05 ME/ma. KoamyecTBo onpenesiennii: 96 onpenenenuii (crpum),
— 0,05ur/Mi mo OCO I'MCK) BKIIOYass KoHTponu; OObem aHaausmpyemoro oopasma: 100 Mk
12x8 onpenenenunit YyserBureasHocts: 100%. 0,05 ME/mn npu nponienypax 1 u 2, 0,1 ME/Mn Ha6op 10 26 850 268 500

npu mpouexype 3. Cmemmpuunocts: mo OCO 42-28-311 -00 100%.
JaurenbHocts a”amm3a: or 90 wmuHyT; PermcTpanmusi M OumeHKa
pe3yabTaToB:  pe3ynbTathl MDA perucTpupyloTcs ¢ [OMOLIBIO
cnektpodoTomMeTpa, OCHOBHOM GuisTp 450 HM, pedepenc-punptp 620-
650HM; Komnuiexktanus Ha0opa: [Inanmer pa3bopHbIit c
MMMOOWIN30BaHHBIMH MOHOKJIOHAJIBHBIMH aHTuTenamu kK HBSAgQ - lwr,
C1abomnos0XUTeNbHbINH KOHTpONIbHbIH o0pasen HBsAg (K+cnab) - 1 duakow,
TonoxurensHbIit KOHTpONBHEIH 00paser (K+) - 1 duakon, OTpunarenbHbit
koHTpoJbHbIH obpaser (K-) - 1 diakon, Kowstorar - 1 dakon, Pacteop mst
pa3Benenusi koHstorata (PK) - 1 c¢umakon, 25-kpaTHBIf KOHIEHTpaT
(hochaTtHO-coneBoro OyhepHoro pactBopa ¢ TBHHOM (PCB-Tx25) - 1 diakow,




Iurpatao-pocdarueit  Oydepusrii  pactBop  (LIPP) 1  ¢umakon,
Terpamernn6emsugue (TMB) - 1 ¢uakon, Cron-pearent - 1 duaxow,
IInenka nms 3axknenBaHys IUIaHIIETa - 2 T, BaHHOYKa U1 peareHToB - 2 T,
Hakoneunukn mns nunerku Ha 4-200 mxn - 16 wr; Jas yaodcrBa Bee
(1akoHBI ¢ peareHTAMH HMEIOT LBETOBYI0 HMACHTH(HMKALUIO. YCI0BUS
XpaHeHUs W TPAHCHOPTHPOBKHU: XpaHUTh npu Temmeparype 2 — 8 °C.
Jlomyckaercst TpaHCHOPTHPOBKA NpH Temriieparype 1o 25 °C He Gomee 10 cyTok.
Cpok rogHoctu: 24 mecses.

0558 BexToren-B-HBs-anturen,
moaTBep:kaatonmii Tect (Tect-
crcTeMa IMMYHO(EpPMEHTHAs JUIS
rmoxTBepskAeHns npucyrcrust Hbs
AHTUreHA C HCIIOIb30BaHHEM
[PEKOMOMHAHTHOTO aHTHUTCHA U
IMOHOKJIOHAITBHBIX
AHTUTE(OMHOCTaIUITHAS
rmocranoBka) UyBCTBHTEIBHOCTh
— 0,05ur/™M1 mo OCO T'CK) 6x8
onpeaeneHun

HaGop peareHTOB [I1 HMMMYHO()EPMEHTHOTO IOATBEP)KACHHS HATMIHS
HesAg. IlpuHmmn Meronma 3aKIIOYaeTcss B IIPOBEJCHHHM  PEaKIUH
HelTpanmmzarmu (koHKypeHTHBIH VIDA) HBsAg B mccnenyemoM obpasne c
MOMOIIBIO  MONUKJIOHAJIBHBIX ~ AHTHUTEN, COAEpXAIIMXCS B  pacTBOpe
MOATBEP)KAAIONIET0 arcHTa. lIoNUKIOHANbHBIE aHTUTENAa B  pPacTBOpE
MOATBEPKAAIONIETO areHTa pearupyloT C aHTUI€HHBIMH JAeTepPMHHAHTaMU
HBsAg, nmpensaTcTBys CBA3BIBAHUIO aHTUTEHA C aHTUTENIAMH Ha TBEPHOH (aze
U B cocraBe KoHbtorara. [Ipu Hammumu B oOpasue HBsAg nabGmromaercs He
MmeHee 4deM 50% CHwKeHHe 3HaueHHWs onrtudeckod mmrotHocty (OII) B
KOHKypeHTHOM HW®A 1m0 cpaBHeHHIO cO 3HaueHHeM B mnpsMoMm HODA.
YyBCTBUTEIBHOCTH KOHTPOJIHUPYETCS 1O Pa3BEACHUSIM CTaHAAPTHOTO oOpasia
npennpuatus, conepxkamero HBsAg cy6rumo ad u ay. PacrBoper COII
HBsAg ad, ay c xonnentpammeir HBsAg 0,05 ME/mMn u en. II-D/mn
(mpouenypa 1) u 0,01 ME/Mn u ex. II-O/mn (mpouenmypa 2) HOKHBI
HMHTEPIPETHPOBATECS KaK IOJOXKUTENbHBIE, T.e. cozaepkamue HbsAg.
CrnenuduiHOCTh KOHTPOIHMPYETCS IO CTaHAAPTHOW MNaHENN MHpeIIpPHATHS
00pa3IoB CHIBOPOTOK KpoBH, He conepkammx HBsAg, u cocrasmser 100%.
Bee ceBopotkm  CIIIT  (100%) mOMKHBI HMHTEPHPETUPOBATHCS — KaK
oTpullaTeNbHBIe, T.e. He comepxamme HbsAg.  JIuarHoctmyeckas
YyBCTBHTEJBHOCTh:  KJIMHWYECKHE  MWCIBITAHWs,  NPOBENEHHBIE  Ha
MOJIOKUTENBHBIX  00pa3ax ChIBOPOTOK M IUIa3M KPOBH OT OOJBHBIX
rematutoM B B ocTpoit m xpoHmueckoil ¢opmax, mnokasamu 100%
qyBCTBUTENBHOCTH (MHTEPBAT 98,9%—100% C 10BEpUTENHHON BEPOITHOCTHIO
90%); JwmarHocTmyeckas CHEOU(PHYHOCTH: KIMHWYECKHE HCIIBITAHHS,
MpOBeAEHHBIE HA OTPUIATETBHBIX 00pa3liax CBIBOPOTOK M IIIa3M KPOBH OT
YCJIOBHO 3/I0POBBIX JIOHOPOB KPOBH, OOJIBHBIX C IPYTMMH HH(EKIHOHHBIMH
3aboneBanusmMu  (GonmbHble  rematutoM C, rematutom A, BUU-
MHOUIMPOBAaHHBIE MaUEHTBHI), MaUEeHTOB c TIOJIOXKUTEIBHBIM
PEBMATOUAHBIM (HAKTOPOM, OCpEeMEHHBIX W MHOTOPOKABIIUX KCHIIHH,
nokazamu 100% cnenuduanocts (naTepBan 98,7%—100% c moBepuTeNbHON
BeposTHOCTEIO 90%). KommuectBo mnccmemoBanmit: Habopa paccuWTaH Ha
npoBefeHne 48 aHaNM30B, BKIIOYas KOHTpoid. JImst mcciemoBaHMS
HeOONBIION MapTHH P00 BO3MOKHBI 6 HE3aBHCHUMBIX MOCTaHOBOK DA 1o §
aHaNM30B, BKJIOYas KOHTPOJbHbIE. BO3MOXXHO HCMoNb30BaHuWe Habopa B
aBroMatnueckux VIDA-anannzatopax. AHanusupyemble o0pasusl: s
aHanM3a HCIOJIb30BaTh O0Opa3lbl CHIBOPOTKH M IUIA3Mbl (MONY4YEHHOH ¢
HUCIIOJIb30BAHUEM B KQUECTBE aHTUKOAryJIsHTa HUTPaTa HaTpUsl, rernapruHa Ui
OJATA). J[lomyckaeTcs HCHONB30BaHWE O0OpPa3oOB, XPAaHUBIIUXCSA IIPH
temneparype (2-8)°C mHe Oomee 5 cyTok, mmOO HpH TeMmeparype MUHYC
(20+4)°C, ecnmm HeoOXommMmo OoJice [UIMTENBFHOE XpaHEHHE (JOIMycKaeTcs
OJHOKpaTHOE 3aMOpaKMBaHMe/pa3MopaxuBanue). OObeM aHAIN3UPYEMOTO
obpasua: 100 mkn. JnurensHocTh aHanu3a: oT 80 muHyT; Peructpanms u
oueHka pesynpTaroB: Pesynpratet MDA 1npu OCHOBHOM H3MEpEeHHHU
perucTpupoBaTh C IMOMOLIbIO  cHekTpodoromerpa, usmepss OIT B
JBYXBOJIHOBOM peKHMe: OCHOBHOH ¢Guibtp — 450 HM, pedepenc-puastp — B
muanazone  620—655 um. JlomycTuma perucTpanus pe3yiabTaToB U Oe3
pedepenc-pmaprpa. Pesympratet MDA mpu BCOMOTaTeslbHOM H3MEPEHHH

Habop

38 760

193 800




npoBoguth ¢ ¢uiabtpoM 450 HM 6e3 pedepeHc-¢punbTpa. BhiBenenue
crekTpooTOMETpa Ha HyJIEBOIl ypoBeHb («OJaHK») OCYIIECTBISITH IO
Bo3ayxy. CoctaB Habopa: IUIaHIIET Pa30OPHBIA C HMMMOOMIM30BAaHHBIMHU
MOHOKJIOHAJIbHBIMM  aHTUTedaMu K HBsAg — 1 mr.; NOJI0XUTEeIbHBIN
KOHTPOJBHBIA o0pazern (K+), nHaKkTHBHpOBaHHEIH, conepxut 4,0+2,0 ME/Mi
HBsSAg — 1 ¢n., 1,5 mn; crnabomonoKUTenbHBIA KOHTPOJIBHBIH 00paser]
(K+cnab), nnakruBupoBanusiid, cogepxut 0,2+0,1 ME/mn HBsAg — 1 ¢,
1,5 mi1; oTpHLATEeNIbHBIH KOHTPOJIBHBIH 00paser (K—), nHakTuBHpOBaHHBIN — 1
¢, 2,5 M, KOHBIOTAT, KOHLIEHTPAT — MOJUKIOHAIbHBIE aHTHTeNa K HBsAg,
MedeHble Iepokcuaa3oil xpera — 1 ¢ur., 0,7 Mi; pacTBOp IS pa3BeAeHHS
konswtorara (PK) — 1 ¢u., 7 mi; xoHIIeHTpaT pocdarHO-coneBoro OydepHoro
pactBopa ¢ TBHHOM (DCB-Tx25) — 1 ¢m., 28 mir; TerpameTHIIOSH3UINH,
kornentpar (TMB) — 1 ¢mn., 1,5 mi; pacTBOp MOITBEPXKIAIOIIETO0 areHTa
(PIIA) — 1 ¢, 0,8 mir; pacTBOp s pazBeneHus obpasuos (PPO) — 1 ¢u., 21
M1, cyoctpartHblii 6ydepusiii pactBop (CBP) — 1 ¢, 13 mi; crom-pearent —
1 ¢mn, 12 mn. Habop HOMOTHHUTENTHPHO KOMIUICKTYETCS: IUIEHKAMH IS
3aKJI€MBaHMA IUIAHIIETa — 2 INT.; BAHHOYKAMU AT pPEeareHToB — 2 IIT.;
HaKOHEYHHKAaMHU Jjisi munetok Ha 4—200 mkn — 16 wr. [ns yno6ctBa Bce
(akoHBI C peareHTaMHM HMEIOT IIBETOBYIO HJICHTH(UKAIUIO. Y CIOBHS
XpaHEHUs] M TPAHCIOPTUPOBKU: TpaHCHOPTHpPOBaHWE Habopa OJHKHO
NPOBOJUTECS BCEMH BHIAMH KpBITOTO TPAHCIOpPTAa IIPH TeMIeparype
(2-8) °C. omyckaeTrcs TpaHCHOPTHUPOBaHHUE MpH Temrepatype 1o 25 °C He
Oomnee 10 cyrok. XpaneHne Habopa B YIIAaKOBKE IPEATIPUATHI-U3TOTOBUTEIS
IOJDKHO TIPOBOAMTHCS mpH Temriepatype (2—8) °C. JIpobHoe ucmons30BaHue
Habopa MOKET OBITh peajn30BaHO B TedeHHE 12 MecsileB IOcie €ero
BCKpBITHs. CpoK rogHOCTH: 24 MecsIa co JTHs BBITYCKa.

0772 Bect antu BI'C,
KomIiekT-2 (Habop pearentoB
1t IMMYHO(EPMEHTHOTO
BBISIBJICHUS] UMMYHOITIOOYJTMHOB
KkmaccoB M u G K BUpYCY Temarura
C) 12x8 ompenenenuii

HaGop peareHToB 111 IMMYHO(EPMEHTHOTO BBISIBICHISI IMMYHOTJIOOYITHHOB
kinaccoB G u M k Bupycy remaruta C. XapakTepucTHKH Habopa: OCHOBHBIM
CBOWCTBOM HabOpa SIBISETCS CHOCOOHOCTH BBISIBIISITH B CHIBOPOTKaxX (TIa3me)
KpoBH dernoBeka anTutena k BI'C (IgG u IgM) 3a cuer ux B3anmoaeiicTBUS ¢
PEKOMOWHAHTHBIMH AHTHT€HAMH, WMMOOHMIM30BAHHBIMH Ha ITIOBEPXHOCTH
nyHOK maHiera. OOpa3oBaHNE KOMILIEKCA aHTHI'€H-aHTUTENIO BBISBIAIOT C
MOMOIIBI0 UMMYHO(GEpMEHTHOTO KoHBIorata. KomudecTBo onpezneneHuit: 96
ompeneneHuil  (CTpuUM), BKIOYas KOHTposd. OO0beM aHATHU3UPYEeMOTO
obpazua: 40 mxi. YysctBurenbHocTh: 100% npu KOHTpOJE CHIBOPOTOK
CTaHJIApPTHON TaHENH, COJEepXKaIMX M He COAEPXKAIINX aHTUTENa K BUPYCY
remarura C (OCO 42-28-310-0211). Crrermdrraaocts: 100% mpu KoHTpose
CBIBOPOTOK CTAHJApPTHOH ITaHEIH, COJICPIKaIIUX M HEe COAEPKAIMX aHTUTENa
k Bupycy rematuta C (OCO 42-28-310-02I1). JnuTensHOCTS aHamm3a: oT 75
MuHyT. Peructpanmus u oneHka pe3yiabTatoB:  pesynbTaThl MDA
PETHCTPHPYIOTCSI C TIOMOLIBIO CIIEKTPOpoTOMETpa, OCHOBHOM HritbTp 450 HM,
pedepenc-punptp 620-650uM. Komrutekranus Habopa: [lmaHmieT meabHbIH
WM TUTaHIIeT pa30opHblid - 1 T, [TonokuTensHbI KOHTPOJBHBII 00paser]
(K+) - 1 ¢makon, OrpunarensHpliii KOHTpobHbIH obpaser (K-) - 1 duakow,
Konprorar - 1 ¢makon, 25-kpaTHblii KoHIEHTpar (ochaTHO-COIEBOTO
Oydeproro pactBopa ¢ TBHHOM (DCB-Tx25) - 1 ¢makon, Pacteop mus
npeasaputensHoro passeneHus (PIIP) - 1 ¢uakon, PactBop st passenenus
ceBopotok (PC) - 1 ¢makon, PactBop mst passenenust konbtorata (PK) - 1
¢makon, CyOcrpatueiii  Oydepubiii  pactBop (CPB) - 1  ¢duaxow,
Terpamerun6ensugua (TMB) - 1 ¢uakon , Crom-pearent - | ¢uakow,
Ilnenka Juist 3aKjIenBaHus IUIaHIIETa - 3 T, BaHHOUKA 17151 peareHToB - 2 T,
Haxoneunuku ms numerku Ha 4-200 mxn - 16 mr; s ymobctBa Bee
(IakoHBI C peareHTaMHM HMEIOT IIBETOBYIO HJICHTH(UKALMIO. Y CIOBHS
XpaHEHUs. U TPAHCIOPTUPOBKM: XpaHUTh Ipu Temmeparype 2 — 8 °C.

Ha6op

10

26 850

268 500




JlomyckaeTcst TpaHCIIOPTHpPOBKa Ipu Temreparype no 25 °C He Gomee 10
CYTOK. KOHIEHTPUPOBAHHBI pAcTBOpP KOHBIOTaTta (B IpeABapUTEIHLHOM
pa3BeneHNH) TIOUISKUT XpaHeHuto 1pH (2-8)°C mo 1 mecsima. Cpok TOTHOCTH:
24 MecAues.

0776 Bect anTu -BI'C
moaTBep:kaAawmmii Tect (Habop
[PEareHToB AMIs
MMMYHO(EPMEHTHOTO BBISBICHHS
1 TOATBEPIKACHHS HATNIHS
MMMYHOTJIOOYITMHOB KIaccoB M n
G k Bupycy renarura C) 48
onpeaeneHu

HaGop peareHToOB 1151 UMMYHO(GEPMEHTHOTO BBISIBICHUS U TOTBEPKICHHS
HAJIMYUS IMMYHOTJIOOYTHHOB KiaccoB G 1 M k Bupycy rematura C.

XapakTepuCTUKH HaboOpa: OCHOBHBIM CBOWMCTBOM Habopa SBiseTCA
CMOCOOHOCTH BBISBIISITH B CHIBOPOTKAX (Ta3Me) KPOBH YeJIOBEKa aHTHUTENA K
BI'C (IgG u IgM) 3a cuer WX B3aUMOJCIHCTBUS C PEKOMOWHAHTHBIMH
AQHTUTeHAMH, HMMMOOWIM30BaHHBIMM Ha IOBEPXHOCTH JIYHOK IUIAHIIETA.
OOpa3oBaHMe KOMIUIEKCA aHTHTCH-aHTUTENO BBIIBISIIOT C IIOMOIIBIO
UMMyHO(epMeHTHOTo KoHblorata. KosmdectBo ompenenenuii: HaGop
peareHToB paccudTaH Ha IpoBeJeHHEe 48 aHanu30B, BKIIOYAs KOHTPOIH.
IIpenycMoTpeHo wucnonb3oBaHHe Habopa YacTAMH, B 3aBUCHUMOCTH OT
kKommduectBa mpoO (ot 1 aHammsmpyemoro obpasma mo 45). [IpobHoe
UCIIONB30BaHNE Habopa MOXET OBITh PeaM30BaHO B TEUYEHHE BCETO CpPOKa
rogHocTH. Bo3MokHO wncmonb3oBaHue Habopa B aBToMaTHuyecknx HOA
aHaNM3aTopax OTKPBITOTO THIA. AHaNW3MpyeMble oOpasupl: Jlins aHanmmza
UCIIONB30BaTh  OOpaslbl  CHIBOPOTKM M IUIAa3Mbl  (HOJy4eHHOH ¢
HCIIOIb30BaHUEM B KaueCTBE aHTHKOATYJISIHTA [IUTPATa HaTPHsl, TelapruHa WIN
OATA). Jomyckaercss WCHOJIB30BAaHHE OOPA3LOB, XPAHUBIIUXCA MOpPU
temmeparype (2—8) °C He Oonee 5 cyrok, 160 mpu muHyc (20+3) °C ecnu
HeoOxoauMo Oosiee UIUTENbHOE XpaHeHHWe. JIMOQHUIBHO BBICYIICHHBIC
IpenapaTel KpOBU Mepel HCCIeIO0BaHHEM PAacTBOPUTH B COOTBETCTBHU C
MHCTPYKIMEH 110 MPHMEHEHUIO MaHHOTrO mpemapaTa. JKuakue mpemaparst
KpPOBH, 32 HCKIIOYCHHEM IIpernapaToB HMMYHOTJIOOYJINHOB, HCCIEI0BAaTh
Hepa3BelleHHbIMH. [Ipenaparsl MMMYHOTJIOOYJIMHOB Iiepe]] HCCIeJOBaHUEM
pasBoauth B 10 pa3 AMCTHUTUPOBAHHON BOJOH. OOBEM aHAIU3UPYEMOTO
obpaszua: 40 mxs. UyBCTBUTENBHOCTD: Pe3ysbTaT KauyeCTBEHHOTO BBISIBICHUS
HabopoM wMMyHOrnmOOynmmHOB kKimaccoB G mw M k k BI'C momken
COOTBETCTBOBAaTh  TPEOOBaHMSM  CTAHJAPTHOH  MAHENH  CBIBOPOTOK,
COIEpXAMUX W HE COJep)KallUuX aHTHTeNa K BHpycy rematura C

qyBCTBUTENBHOCTh 10 aHTHTeNnaM k BI'C — 100%; cnemupmaHoCcTs 1O
anturenam k BI'C — 100%. Jlnarnoctuyeckass 4YyBCTBUTEIBHOCTD:
KJIMHUYECKHE HCIBITAHUs, IPOBEAEHHBIE Ha IOJOXKUTENBHBIX 00pa3smax
CBIBOPOTOK M IIIa3M KPOBH, B3STBIX OT OOJbHBIX remarutoM C B ocTpoil M
XpoHH4eckoit Gpopme, nokazamu 100% gyBcTBUTEnbHOCTD. [IpU cMerBaHUN
PC ¢ nccnexyempiM 00pa3noM (KOHTPOJISIMH) IIPOUCXOINUT W3MEHEHHUE IIBETa
pacTBopa B JyHKe IuraHmiera. CTeNeHb M3MEHEHHS [BETA Y Pa3JIMIHBIX
00pa3IoB MOXKET OTINYaThCS. BO3MOXKEH KOHTPONb BHECEHUs 00pasloB
(xoHTpOINei) B nyHKH ¢ PC ¢ moMompio CIeKTpoOoTOMeTpa, NMpH JUIHHE
BOJIHBI 620 HM. ONITHYeCKas INIOTHOCTh B KaXKA0H U3 IYHOK, coaeprkamux PC
M HCCIeayeMblil oOpaser] nomkHa ObiTh Oosbire 0,400 o.e. JnuTensHOCTH
aHanM3a: OT 75 MuHYT. Perucrpanus u OLiEHKa Pe3ysbTaToB: PesynbraTbl
N®DA peructpupoBath ¢ MOMOIIBIO crekTpodoromerpa, m3mepss OIl B
JIByXBOJIHOBOM peXHMe: OCHOBHOW (pmibTp — 450 HM, pedpeHc-Gmibtp B
muana3zone 620—650 M. JlomyckaeTcsi peructTpamnus pe3yJbTaTOB TOJBKO C
¢umsTpom 450 M. Kommrekramus HaOopa: IumaHmeTr pa3OOpHBIH C
MMMOOMIN30BaHHBIMH PEKOMOWHAHTHBIMH aHTUTEHaMH Bupyca remartuta C,
TOTOBBIM JUISi HCIONB30BaHMA — | INT.; MOJOXHUTEIBHBI KOHTPONBHBIH
obpazer (K+) Ha ocHOBe MHAaKTMBHPOBAaHHOW CBIBOPOTKHM KPOBH UEJIOBEKA,
copepxaruuii anturena Kk BI'C, roroBeiii s ucnonb3oBanust — 1 ¢u., 1 M
OTpHLATEIbHBI KOHTPONIBHBIN 00pasen (K—) Ha ocHOBe MHAaKTMBHPOBAaHHON

CHIBOPOTKH KPOBH 4€JIOBEKa, He conepkamuii antutena Kk BI'C, rorossiil yis

Ha6op

47715

238 575




ucrions3oBanuss — 1 ¢u., 1 mi; xowstorat (cmech antuten k IgG u IgM
4eJI0BeKa, MEUCHHBIX IePOKCHAA30M XpeHa), KoHIeHTpar — 1 ¢u., 1,5 mi;
pactBop s pasBeneHust kombtorata (PK) — 1 ¢m., 13 mm; pactBop mus
pa3zBenenust ceiBopoToK (PC) — 1 ., 10 mir;  terpamermnbensuaun (TMB),
koHnentpar — 1 ¢m., 1,5 mir; cyberparsii Oydepusiii pactsop (CBP) —
1¢n., 13 mx; 25-kpatHblii KOHIEHTpaT ¢ocdaTHO-coneBoro OydepHoro
pactBopa ¢ TBiHOM (PCB-T*25) — 1 ¢, 28 MiI; cTON-peareHt, rOTOBBIH st
ucnosnp3oBanus — 1 ¢u., 12 mn. HaGop AOMOIHUTENBPHO KOMILIEKTYETCS:
TUIEHKAaMHU TS 3aKJICMBAHMS IUIaHIIeTa — 3 IIT., BAHHOYKAMH JJIs peareHra —
2 IUT., HAKOHEYHMKAaMH JUI1 NUIETOK — 16 mT. YcaoBus XpaHEHUsS U
TPAHCIOPTUPOBKU: XpaHUTh Ipu Temmeparype 2 — 8 °C. [omyckaercs
TpaHCHOPTHPOBKa Ipu Temreparype 1m0 25 °C He Gonee 10 cyrok. Cpok
TOJHOCTH: 24 MecsIEeB.

1752 BexroTokco — IgG (Ha6op
[pEareHToB AMIs
MMMYHO(EpPMEHTHOTO
KOJIMYECTBEHHOTO U
Ka4eCTBEHHOTO OIpPE/EICHUs
MMMYHOTIIOOYNMHOB Kitacca G K
Toxoplazma gondii) 12x8
onpeaeneHui

HaGop peareHTOB i HMMMYHO(QEPMEHTHOTO  KOJIHMYECTBEHHOTO M
KayeCTBEHHOT'O OIpEe/eNeHHsT UMMYHOII0OymHOB Kiacca G k Toxoplasma
gondii. XapakTtepucTuki Habopa: METOA OCHOBaH Ha CBS3BIBAHHU
crier(pUUECKUX aHTHTE CBIBOPOTKH KPOBH C PeKOMOMHAHTHBIMH AaHTUTCHOM
T.gondii, ”MMOOMITH30BaHHBIM Ha MOBEPXHOCTH JIYHOK IUIAHIIETA, & 3aTeM
MONYYCHHBIH KOMIUIEKC CBSI3BIBACTCS C KOHBIOTaTOM MOHOKJIOHAJIBHBIX
anturen npotus IgG yenoBeka ¢ mepokcunasoit xpena. Komrieke «aHTHreH—
AQHTUTENIO—KOHBIOTAT» BBIABISIIOT LBETHOI peaknued ¢ HCIOIb30BaHUEM
cyOcTpata TepOKCHIa3bl — TIEPEKHCH BOAOPOAAa M  XpPOMOTEHa —
TeTpameTiiOeH3uanHa. KonmuectBo onpenenenuii: 96 onpeneneHuii (ctpwui),
BKIroyas KoHTponmw; OObeM aHammsmpyemoro ofOpasma: 10 MK
UyBCTBUTENBHOCTE: MpPH MPOBEPKE MOJOKUTENBHBIX chiBopoTok CIIII,
copepxammux Toxo-IgG, cocraisier 100%. CrnenudpuuHOCTD: MPU NPOBEPKE
OTpHLATEIbHBIX ChIBOPOTOK cTaHIapTHOM maHenu npeanpustus (CIIII), ne
comepkamux Toxo-1gG — 100%. JlnutenbHOCTh aHanmm3a: 85 MUH.
Perucrpanms u oneHka pesyibrartoB: pe3ynbTaThl UDA peructpupyrores c
MOMOIIBIO CIIEKTPOPOTOMETPa, OCHOBHOU PuinbTp 450 HM, pedepeHc-huibTp
620-655 ©m; Kommiekramms  HaOopa:  IUIaHIIET  pa3OOpHBIA ¢
MMMOOMIN30BaHHBIMH aHTHTeHOM Toxoplasma gondii — 1 mIT.; KOHTPOJIBHBIN
obpasen, xonrentpauus Toxo-1gG (34-46) ME/mn — 1| ¢, 1,3 wmm
KanuOpOBOUHBIE PAacTBOPHI ¢ KoHueHTpamwmeil Toxo-1gG 0, 10, 25, 50, 100,
200 ME/Ma — 6 ¢ o 1,3 Mi1; KOHBIOTaT MOHOKJIOHAJIBHBIX aHTUTEN TIPOTUB
IgG 4yenoseka ¢ mepokcumazoii xpena — 1 ¢um., 13 mm; pactBop is
IpeBapUTEIbHOTO pasBeacHus ceiBopoTok (PIIPC) — 1 ¢u., 10 mu; pactBop
qutst passefeHus ceiBopoTok (PPC) — 1 ¢, 12 mi; xoHmenTpat ¢ocdarHo-
comeBoro Oydeproro pacrBopa ¢ TBuHOM (DCB-Tx25) — 1 ¢, 28 mig
pactBop TetpamerminoeH3uanHa (pactBop TMB) — 1 ¢, 13 mi; crom-peareHT
—1 ¢, 12 Mi;  TUTAHIIET AT MpPEIBApUTENBHOTO pa3BeneHHs obpasmnos — 1
IT.; IJIaCTUKOBasg BAaHHOYKa Jid PCAarcHTOB — 2 IIT., HAKOHCYHHUKHU JIA
nUHeTkr— 16 IIT.; IIeHKa JUTs 3aKiIenBaHus ianniera — 2 wr. s ynodcTea
Bce (IaKOHBI C peareHTaMH HMMEIOT I[[BETOBYIO HICHTH(UKALUIO. YCIOBHS
XpaHEHHs U TPAaHCIOPTHPOBKU: XpaHWUTh Impu Temmneparype 2 — 8 °C.
JlomyckaeTcst TpaHCIIOPTHpPOBKa IpH Temreparype no 25 °C He Gomee 10
cyTok. Cpok rogHocTu: 12 MecsIeB.

1756 BexroTokco — IgM
(HaGop pearenToB st
MMMYHO(EPMEHTHOTO BbISBICHHS
MMMYHOITIOOYTMHOB Kiacca M k
Toxoplazma gondii) 12x8
onpeneneHui

HaGop pearenToB st IMMYHO(EPMEHTHOTO BBISIBJICHUSI IMMYHOTJIOOYJIHOB
kiacca M k Toxoplasma gondii. XapakTepuctuku Habopa: METO OCHOBAH Ha
CBA3BIBAHMM  CHEUM(PHMYECKUX  aHTHTET  CHIBOPOTKM  KPOBH €
pekoMOMHaHTHBIMH ~ aHTUreHom T.gondii , HMMMOOHIM30BaHHBIM Ha
HOBEPXHOCTH JIyHOK IUIAQHIIETA, a 3aTeM MOJTy4EHHbIH KOMIUICKC CBS3bIBACTCS
C KOHBIOTaTOM MOHOKJOHAIbHBIX aHTUTEN TNpoTUB IgM denoBeka ¢
nepoKkcHaa3oi xpeHa . KoMIeke «aHTHreH—aHTHTEeNI0—KOHBIOTaT» BBISBIISIOT
I[BETHOH peakiyel ¢ MCHOJIB30BaHHEM CyOCTpaTa IepOKCHAA3bl — MEePeKHUCH

Ha6op

54 360

163 080

Habop

60 705

364 230




BOJIOpOJIa M XPOMOTeHA — TeTpaMeTHiIOeH3uauHa. KomaectBo onpenenenuii:
96 omnpenenenuit (cTpui), BKIO4as KoHTponu; OOBeM aHaIH3UPYEeMOTO
obpasma: 10 wmxi; UyBCTBHTENBHOCTH: IIPH MPOBEPKE IOJIOKUTEITBHBIX
ceiBoporok  CIIII,  comepxkamux  Toxo-IgM, cocraBaser  100%.
CrnennduyHOCTE: IIPU MPOBEpKE OTPHIATEIBHBIX CHIBOPOTOK CTaHIApTHON
nanemn npeanpusituss  (CIII), He comepxaumx Toxo-IgM — 100%.
JlmutenpHOCTh aHanmm3a: 85 MuH. Permcrpamuss M OLEHKAa pe3yiabTaToOB:
pesynbratel  IDA  peructpupyroTcss ¢ IIOMOLIBIO  CIEKTPo(dOTOMETpa,
ocHOBHOH ¢GuiabTp 450 HM, pedepenc-punstp 620-655 um; Komrurekrarms
Ha0opa: IUTAHIIET pPa30opHBIH C HMMMOOWIM30BAaHHBIMH  aHTUTECHOM
Toxoplasma gondii — 1 wT.; HOJIOXHUTEIBHBINH KOHTPOBHBINH obpaser (K+) —
1 ¢n., 1,5 mi; orpunaTensHblil KOHTPOJBHBIH obpasen (K-) — 1 ¢u., 2,5 M
KOHBIOTaT MOHOKJIOHAJIEHBIX aHTHUTEN MPOTUB [gM uenoBeka ¢ mepokcuaasoi
xpeHa — 1 ¢, 13 mur; pactBop ans passenenus ceiBopotok (PPC) — 1 ¢, 12
MJI; KOHLEHTpAT (ocdaTHo-coneBoro oydepHoro pactsopa ¢ TBUHOM (DCh-
Tx25) — 1 ¢mn., 28 mur; pactBop TerpamerunOensuaunaa (pacteop TMB) — 1
¢, 13 mi; crom-pearedt — 1 ¢, 12 m; IUIACTUKOBass BaHHOYKA JIs
peareHToB — 2 INT.; HAKOHEYHWKH IS IMUIETKA — 16 IIT.; IUICHKa IS
3aKJIeMBaHMs IUIaHmeToB — 2 mT. [ yno6cTBa Bee (IakoHBI C peareHTaMu
HMEIOT [[BETOBYIO MJICHTH(HUKALNIO. Y CIIOBHS XPaHEHHs ¥ TPAHCIOPTHPOBKH:
XpaHuTh Ipu Temueparype 2 — 8 °C. Jlomyckaercss TpaHCIOPTUPOBKa NP
temmeparype g0 25 °C e 6osee 10 cyrok. Cpok rogHocTH: 12 MecsIeB.
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2552 BektoPy6enna - IgG —
ctpun (HaGop pearenToB amns
MMMYHO()EPMEHTHOTO BBISBICHUS
MMMYHOTIIOOYITMHOB Kiacca G K
BUpYCY KpacHyxu) 12x8
onpeaeneHun

HabGop peareHTOoB It HMMMYyHO(EPMEHTHOTO  KOJNIMYECTBEHHOTO U
Ka4eCTBEHHOIO OIpPENENeHNns] HMMYHOIIOOynnHOB kiacca G K BHpYyCy
KpPacHYXH B CHIBOPOTKE (IU1a3Me) KPOBH YeJOBeKa. XapaKTepUCTUKU Habopa:
OCHOBHBIM CBOMCTBOM HaOOpa SIBISIETCSI CIIOCOOHOCTD BBUIBIATH B CHIBOPOTKE
(na3me) KpoBH YenoBeka aHTHUTelNa Kiacca G K BUPYCy KpacHYXH 3a c4€T UX
CBSI3BIBaHMS C HMMMOOWMJIM30BaHHBEIM Ha IIOBEPXHOCTH JIYHOK IUIaHIIETa
AQHTHUTeHOM BHpYyca KpacHyxu. OOpa3oBaHHe KOMIUIEKCA «aHTUTCH-aHTHTEIIO)
BBIIBISIIOT C TIOMOIIBI0 HMMMYHO(EPMEHTHOro KoHbiorara. KommuecTBo
ompeneneHuii: 96 ompenenenuii (cTpum), BKIO4as KOHTpomd. OObeM
a”Hammsupyemoro oobpasma: 10 Mkn. UyBCTBUTENBHOCTE. MUHUMATBbHAS
JOCTOBEpHO ompezensemMas HabopoM koHmeHTpanus IgG k BUPYCy KpacHYyXH
10 ME/mn. Cnenuduunocts BoisiBieHus 1gG k Bupycy kpacHyxu: 100% npu
IpOBEpKE Ha ChIBOPOTKaxX cTaHaapTHoWM maHenu mnpeanpustus (CIIII),
cozepkalux M He coaepkamux IgG k Bupycy KkpacHyxd. /UmuTenbHOCTb
aHanmu3a: 85 MuHYT. Peructpanus u oleHKa pe3ynbTaToB: pe3yasrarsl MDA
PETUCTPHUPYIOTCS C TIOMOIIBIO CIIEKTPOPOTOMETPa, OCHOBHON QruibTp 450 HM,
pedepenc-punsTp 620-655 HM; Komiekranus Habopa: TIaHIIeT pa3OopHBIi
(12 BOCEMHMIIYHOYHBIX CTPHUIIOB) C HMMOOWIM30BaHHBIM HA BHYTpPEHHEH
MOBEPXHOCTH AHTHUTEHOM BHPYyCa KpacHyXH — | INT.; KaInOpOBOYHEBIE
o0pa3ipl, coeprkaiiue M3BecTHple konuuecTtBa IgG x Bupycy kpacHyxu: 0,
10, 50, 200, 800 ME/Mn — 5 ¢n. mo 1,5 mia (xanuOpoBouHble 00pa3ibl
artrectoBanbl oTHocuTensHo WHO International Standard Anti Rubella
Immunoglobulin, Human, NIBSC code: RUBI-1-94); koHTpobHbI# 00pa3ert
¢ U3BeCTHBIM cozepkanneM IgG k Bupycy kpacHyxu — 1 ¢m., 1,5 mim
KOHBIOTaT MOHOKJIOHAJIBHBIX aHTUTEN K [gG deroBeka ¢ mepokcuaazoi XxpeHa
— 1 ¢um, 13 M pacTBOp U1l HPEIBAPUTEILHOTO PA3BECHUS CHIBOPOTOK
(PIIPC) —1 ¢m., 10 mur; pacTBOp 1yt pa3BeneHust ceiBopotok (PPC) — 1 ¢, 12
MJI; KOHIEHTpar (ocdarHo-coneBoro Oydeproro pactsopa ¢ tButoM (PCBH-
Tx25) =2 ¢a. mo 28 mur; pactBop Terpamermnden3uanta (pacrsop TMB) — 1
¢u.,13 mut; cron-pearent — 1 ¢ur., 12 Mty mui€HKa TS 3aKIeHBaHKs [UIAHIIIETA
— 2 IUT.; MIAaCTUKOBAasi BAHHOUKA JUI PEareHTOB — 2 INT.; HAKOHEUHHUKU [UIS
OUIeTOK — 16 INT; IUIAHINeT [UI  TIPEABapHUTEIBHOTO  pa3BEHEHHS
uccieyeMbelx oopasioB — 1 mT. [ns ymoGcTBa Bee (IakoHBI C peareHTaMu

Ha6op

66 930

200 790




HMEIOT [[BETOBYIO MJICHTH(HUKAIMIO. YCIIOBUS XPAaHEHHUS M TPAHCHOPTHPOBKH:
XpaHuth npu Temuneparype 2 — 8 °C. [lomyckaercs TpaHCHIOPTUPOBKA NPH
temneparype 10 25 °C me 6onee 10 cyrok. Cpok rogHocTH: 12 Mecsiues.
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2554 BextoPy0enna - IgM —
cTpun (HaGop pearenToB ams
MMMYHO(EPMEHTHOTO BBISBICHUS
MMMYHOTTIOOYIHHOB Kiacca M k
BUpyCy KpacHyxH) 12x8
onpeaeneHun

HaGop peareHToB [yt IMMYHO(EPMEHTHOTO BBISIBICHUSI HMMYHOTJIOOYITHOB
k1acca M K BHpPYCY KpacHyXH. XapaKTepHCTHKH Habopa: OCHOBHBIM
CBOHCTBOM Habopa SBISIETCS CIIOCOOHOCTH BBIABIATH B CHIBOPOTKE (ITa3me)
KpOBH 4YeJOBEKa aHTHTeNa Kiacca M K BHpyCy KpacHYXH 3a CuéT uX
CBA3bIBAaHMSA C HMMOOHMIM30BaHHBIM Ha IIOBEPXHOCTH JIYHOK IUIaHIIETa
AQHTHUTEHOM BHpYyca KpacHyxu. OOpa3oBaHHe KOMIUIEKCA «aHTHTCH-aHTHTEIIO)
BBIIBILIIOT C TIOMOIIBI0 HMMMYHO(EpPMEHTHOro KoHblorara. KommgecTBo
ompeneneHuii: 96 ompeneneHui (cTpum), BKmodas KoHTpoin. OO0beM
a”anu3upyemoro obpasna: 10 M. YyBCTBHTENBHOCTh U CIIEIU(MHIHOCTH —
100% mnpu mpoBepke Ha CHIBOPOTKAX CTAHAAPTHONW MaHETH TNpPeANpHATHS
(CIIII), comepkamux M HE COAEPKAIMX HMMYHODIOOYIMHBI Kiacca M K
BUpYCY KpacHYXH. [lnuTenpHOCTh aHanmm3a: 85 MUHYT. Peructpanus u oreHka
pesynsraroB:  pesynsrarbl MDA peructpupyrorcs ¢ [OMOUIBIO
cnekrpodoromerpa, ocHOBHOU GuibTp 450 HM, pedepeHc-pmibTp 620-655
HM. Komrurekramusi HabGopa: IUIaHIIET C MMMOOWIM30BAHHBIM aHTUTCHOM
BUpYCa KpPaCHYXH — | IIT.; HOJIOKUTENBHBIH KOHTPOJIBHBIH oOpaser; (K+) — 1
¢, 1,5 mit; oTpUIaTeNbHBIA KOHTPONBHBIN oOpaszen (K—) — 1 ¢u., 3,0 M
KOHBIOTaT MOHOKJIOHAJIBbHBIX aHTUTEN K [gM denoBeka ¢ nmepokcuaazoi XxpeHa
— 1 ¢, 13 M pacTBOp A MPEOBAPUTEIBFHOTO Pa3BEICHUS CHIBOPOTOK
(PITPC) — 1 ., 10 mur; pactBop st pa3BeneHus cbiBopotok (PPC) — 1 ¢,
12 mm; xoHHeHTpar ¢ocdarHo-coneBoro OydepHOro pacTBopa ¢ TBUHOM
(®CB-T*25) — 2 ¢un. mo 28 mi; pacTBOp TeTpaMmeTHIOSH3UINHA (PacTBOP
TMB) — 1 ¢, 13 mi; cron-peareHT — 1 ¢ur., 12 M1, mIeHKa A1 3aKIIeHBaHUS
IUIaHIIeTa — 2 INT.; IUIACTHKOBAas BaHHOYKA JUI pEareHToB — 2 INT.;
HAKOHEYHUKHM JUIS THNETKH — 16 INT.; IUIaHIIeT Ui HpeJBapUTEIbHOTO
pa3BezieHHsT HcclieyeMbIX 00pasioB — 1 mrt. s ynoGcTBa Bee (IakoHBI C
peareHTaMH HMEIOT I[BETOBYIO HICHTH(HKAIMIO. YCIOBHS XpaHCHUS H
TPaHCIOPTHUPOBKH: XpaHHUTh mpu Temmeparype 2 — 8 °C. Jlomyckaercs
TpaHCHOPTHPOBKa Tpu Temreparype 1o 25 °C He Gonee 10 cyrokx. Cpok
rogHOCTH: 12 MecsIeB.
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1554 BexkTolIMB- IgG-cTpun
(HaGop peareHToB s
MMMYHO(EPMEHTHOTO BBISIBICHHS
MMMyHOTIIOOYMHHOB Kiacca G K
mUTOMErajJoBupycy) 12x8
onpeaeneHu

HaGop peareHTOB U1l IMMYHO(EPMEHTHOTO BBISIBICHHUS MMMYHOTJIO0YIMHOB
kaacca G K IMTOMETaJOBUPYCY. XapakTepUCTUKH Habopa: OCHOBHBIM
CBOIfcTBOM Habopa SIBIISIETCSI CIOCOOHOCTH BBISIBISITH B CHIBOPOTKE WM
mrasMe KpoBu denoBeka crenududeckne Ig G x [IMB 3a cuér mx
B3aMMOJICHCTBUSI C PEKOMOMHAHTHBEIM AaHTHUTCHOM, MMMOOWIM30BaHHBIM Ha
MOBEPXHOCTH JIYHOK cTpuroB. O6pa3oBaHne KOMILUIEKCA «QHTUTCH-aHTHTEIIO)
BBIIBIISIIOT € TIOMOIIBI0O HMMYHO(EPMEHTHOTO KOHBIOTaTa MOHOKJIOHAIBHBIX
antuten K IgG yenoBeka ¢ mepokcuaazoil xpena. KonnuecTBo onpeneneHuii:
96 onpenenenuii (cTpum), BKIOYas KOHTponn; OObeM aHaIH3UPYEeMOTO
obpasna: 10 Mkm; UyBCTBHTENBHOCTB: BBISBICHUS HMMYHOIJIOOYIMHOB
knacca G k LIMB no cranpapTho# nanenu npeanpustus (COIT-05-2-432) —
100 %. CrennuIHOCTH: BBISBICHHS UMMYHOTIIOOYMHOB ki1acca G x [IMB
no craHgaptHoit madenu npergmpustus (COIT-05-2-432) — 100 %.
JnurenbHocTh aHanmza: 85 MuH. Perucrtpanus M oLeHKa pe3ysibTaToB:
pesynsratel VIDA  peructpupyioTcs ¢ IIOMOLIBIO  CIIEKTpo(OTOMETpa,
ocHOBHOH ¢mibtp 450 HM, pedepenc-pmistp 620-655 um; Komrurekranms
HaOopa: IuIaHIeT pa30opHBI ¢ MMMOOWIN30BAHHBIMH PEKOMOMHAHTHBIMU
AQHTUTEHOM INUTOMErajoBupyca — 1 INT.; TOJOXKUTENbHBIH KOHTPOJIBHBIN
o6paszen (K+) — 1 ¢ur., 1,5 mMit; oTpHIaTeNnbHBIH KOHTPOIIBHBINA 00pasen (K-) —
1 ¢un., 3,0 mu; KOHBIOTaT MOHOKJIOHAJBHBIX aHTHTEN K IgG uenmoBeka ¢
nepokcuaazod xpena — 1 ¢, 13 mu; KoHneHTpar QocdaTHO-COICBOTO
Oydeproro pactBopa ¢ TBHHOM (DCB-T*25)— 2 ¢u. no 28 mir; pacTBOp IS

Habop

70 680

424 080

Ha6op

56 865

170 595




npenBapuTenbHoro passeneHus celBopoTok (PIIPC) — 1 ¢ur., 10 mir; pactBop
st pasBemenmst ceBoporok (PPC) — 1 ¢, 12 wmm;  pactop
terpamerminbensuauna (pactsop TMB) — 1 ¢, 13 mir; cron-pearent — 1 ¢,
12 Mi1; TTeHKa AJIst 3aKJIeMBAHNS [UIQHIIETOB — 2 IIT.; INTACTUKOBAsi BAHHOYKA
JUISL pEareHToB — 2 INT.; HAKOHEYHUKH JUI IMHUNETKH — 16 INT.; IUTaHIIeT I
MpEeIBAPUTENBHOTO Pa3BEJCHUs] MCcIeAyeMblx obpasmoB — 1 mr. Jna
ynoOcTBa Bce (DIAKOHBI ¢ PEareHTaMHM MMEIOT IIBETOBYIO HACHTH(GHKALHIO.
YcoBus XpaHeHHs U TPAaHCHOPTUPOBKHU: XpaHHUTh IpH Temmeparype 2 — 8 °C.
Jlomyckaercss TpaHCIOPTUPOBKa mpH Temmeparype 1o 25 °C e Goznee 10
cyToK. Cpok rogHocTH: 12 Mecsiies.
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1552 Bekro LIMB- IgM (Ha6op
[peareHToB IS
MMMYHO(EPMEHTHOTO BBISBICHHS
MMMYHOTIIOOYIHHOB Ki1acca M k
muTOMerajgoBupycy) 12x8
onpeaeneHui

HaGop pearenToB 1 IMMYHO(QEPMEHTHOTO BBIIBICHUSI HIMMYHOTJIOOYJIIHOB
K1acca M K mHTOMeranoBupycy. XapakTepucTHKH Habopa: OCHOBHBIM
cBoifcTBOM Habopa SBISETCS CHOCOOHOCTH BBISBISITH B CHIBOPOTKE WM
mia3Me KpoBH uyenoBeka crneuudmueckue Ig M k LIMB 3a cuér ux
B3aHMOJICHCTBHUSI C PEKOMOMHAHTHBIM AaHTHUTCHOM, MMMOOWIN30BaHHBIM Ha
MOBEPXHOCTH JIYHOK cTpunoB. O6pa3oBaHne KOMIIIEKCA «aHTUTEH-aHTHTEIIO)
BBIIBIISIIOT C TIOMOIIBI0O HMMYHO(EPMEHTHOTO KOHBIOTaTa MOHOKJIOHAIBHBIX
anTuTen K IgM denoBeka ¢ nepokcunaszoil xpeHa. KonnuectBo onpenencHuii:
96 ompenencHuit (cTpum), BKIOYas KOHTposd; OOBeM aHAU3UPYEMOTO
obpasna: 10 mxi; YysctButensHocTh: 100 % mpu nmpoBepke Ha CHBIBOPOTKaX
CTaHIApTHOM maHenu mpexnpustusa, coaepxkaumx IgM  k  1IMB.
Cremuduanocts: 100 % npu npoBepke Ha CHIBOPOTKaX CTaHAAPTHOI MaHenn
npeanpuatus, He copepkamux IgM x LIMB. [nurensHocTh aHamm3a: 85
MUH. Peructpaummss ©  omeHka pe3yabTaToB:  pesymbTatel DA
PETUCTPHUPYIOTCA € TIOMOIIBIO CIIEKTPOPOTOMETPa, OCHOBHON GuibTp 450 HM,
pedepenc-punptp 620-655 uHm; Kommekraius Habopa: TiaHmeT pa3oopHbIix
C HMMMOOMJIM30BaHHBIMH Ha [OBEPXHOCTH JIYHOK PEKOMOMHAHTHBIM
anturenoM [IMB — 1 1mT.; mojoxuTensHbINH KOHTPOJBHBI oOpazer (K+) — 1
¢, 1,5 mu; oTpunaTenbHbIii KOHTpOJIbHBIN o0pazer (K-) — 1 ¢u., 3,0 Mg
KOHBIOTaT MOHOKJIOHAJIbHBIX aHTUTEN K IgM uenoBeka ¢ nepokcuaa3oi xpeHa
— 1 ¢n., 13 mr; pacTBOp U MPEIBAPUTEIHHOTO Pa3BEACHHUS CBHIBOPOTOK
(PITPC) — 1 ¢m., 10 mir; pactBop [uist paszBeaeHus ceiBOpoTok (PPC) — 1 ¢,
12 mu; xoHHeHTpaT ¢ocdaTrHO-coaeBoro OydepHOro pacTBopa C TBHHOM
(®CB-Tx25) — 2 ¢n. mo 28 mMir; pacTBOp TeTpaMeTHIOSH3UANHA (pacTBOp
TMB) — 1 ¢, 13 mi; cron-pearent — 1 ¢, 12 M, muteHKa A1 3aKIIeHBaHUs
IUIaHIIeTa — 2 INT.; IUIACTHKOBAas BaHHOYKA JUI pEareHToB — 2 IIT.;
HAKOHCYHHUKHU JI1 ITHUICTKU — 16 HIT.; IUIAHET Jid NpEeaABAPUTEIIBHOIO
pa3BeneHHsT HCcIeayeMbIX o0pa3noB — 1 mr . Jlist ynoOcTBa Bece (IakoHBI C
peareHTaMM HMEIOT [BETOBYIO WACHTU(QHKANNIO. YCIOBHSA XpaHEHHS U
TPaHCHOPTHPOBKH: XpaHWUTh Hpu Temreparype 2 — 8 °C. Jlomyckaercs
TpaHCHOPTHPOBKa mpH Temreparype 1m0 25 °C me Oonee 10 cyrok. Cpok
rogHocTH: 12 mMecsies.
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2154 BextoBIII' — IgM (Habop
[pEareHToB ISt
MMMYHHO(EPMEHTHOTO
BBISIBJICHIS] HMMYHOTJIOOYITTHOB
Kacca M K BUpYyCY IIPOCTOTO
reprieca 1 u 2 Tunos) 12x8
onpeneneHun

Ha60p PECarcHToB AJ14 I/lMMyHO(bepMeHTHOFO BBISABIICHHUSA I/IMMyHOFJ'IOGyHI/lHOB
knacca M k Bupycy mpocToro repreca 1 u 2 tuma. XapakTepucTHKN Habopa:
OCHOBHBIM CBOMCTBOM HabOpa SIBIISIETCS] CIOCOOHOCTD BBISBISITH B CHIBOPOTKE
(TTa3me) KpoBHM YeNIOBEKa aHTHUTeNa Kilacca M K BUpyCy IPOCTOTO repreca 3a
CUET WX B3aMMOIEHCTBHSA C OYMINEHHBIM AaHTUTEHOM, COpPOMPOBAHHBIM Ha
MOBEPXHOCTH JIyHOK IuraHmera. OOpa3oBaHHEe KOMIUIGKCA «aHTHIEH-
AQHTHUTENIO» BBIIBILIIOT C IIOMONIBI0O HMMYHO(EPMEHTHOTO KOHBIOTATa.
KomnuectBo ompenenenuii: 96 omnpenenenuil (CTpui), BKIO4as KOHTPOJIH.
O6beM anammsupyemoro obpasua: 10 mMxia. UyBCTBUTEIBHOCTD: BBIABICHUS
uMMyHo100yauHOB Kinacca M k BIII' o cranmapTHOM maHenu npenupusITus
— 100%. CrennduaHOCTh: BBISIBICHHS HMMYHOIIOOYIMHOB Kinacca M k BIIT
1o cra”gapTHoil nmanemu npeanpuarus — 100%. duurensHOcTs aHanu3a: 85
MUHYT; Perucrpauus u  oLEHKa  pe3ynbTaroB:  pe3ynsTartel MDA

Habop

60 015

300 075

Ha6op

60 030

300 150




PETHCTPHUPYIOTCSI C TIOMOIIEIO CIIEKTPOodoTOMeTpa, 0CHOBHOI (rutsTp 450 HM,
pedepenc-dunsrp 620-655 um; Kommekranus Habopa: IuaHImeT pa3oopHbIit
¢ HMMMOOWIM30BaHHBIMH aHTUreHoM BII' — 1 1T, NONOKUATEIBHBIN
KOHTpoJbHEIN obpasen (K+) — 1 ¢m., 1,5 Mir; oTpHnarenbHbIil KOHTPOIBHBIH
obpazert (K-) — 1 ¢m., 3,0 MiI; KOHBIOTAT MOHOKIIOHABHBIX aHTHTENI K IgM
YyenoBeka C Mepokcuaa3oil xpeHa — 1 ¢m., 13 mur; koHHeHTpar docdarHo-
coseBoro OydepHoro pactBopa ¢ TBUHOM (PCBh-T*25) — 2 ¢u. mo 28 mur;
pacTBop Ui mpeaBapuTensHoro passenenus cbiBopotok (PIIPC) — 1 ¢, 10
MII; pacTBOp Ais pasBeneHus ceiBopotok (PPC) — 1 ¢m., 12 mm; pactBop
terpametmnoensuanna (pactBop TMB) — 1 ¢, 13 mur; cron-pearent — 1 ¢,
12 M1; TUIeHKA I 3aKJI€MBaHMs IUIaHIIeTa — 2 INT.; IUIACTHKOBAs BAaHHOYKA
JUISL peareHToB — 2 IIT.; HAKOHEYHWKHU JUIl MHUIETOK — 16 INT.; IUIaHIIeT I
NpEeBAPUTEILHOTO pa3BeleHHusl HCclefyeMbIx obpasmoB — 1 mr Jlug
yno6cTBa Bee (IAKOHBI C PEarecHTaMH MMEIOT L[BETOBYIO HACHTH(HUKALHIO.
YcnoBust XpaHeHHs U TPAHCIIOPTUPOBKU: XPaHUTH NpH Temieparype 2 — 8 °C.
Jlomyckaercsi TpaHCHOPTUPOBKAa MpH Temmeparype a0 25 °C He Oomee 10
cyTok. Cpok rogHocTH: 12 MecsIeB.
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2152 BexToBIII' 1,2 — IgG
(HaGop peareHToB Juist
MMMYHHO(EPMEHTHOTO
BBISIBJICHUS] UMMYHOITIOOYJIMHOB
Kimacca G K BUpYCy IPOCTOTO
repmeca) 12x8 onpenenenuit

HaGop peareHToB [y1s1 IMMYHO(EPMEHTHOTO BBISIBICHUS] HMMYHOIJIOOYITHOB
knacca G K BUpYyCy IPOCTOTO repreca. XapakTepucTHKH Habopa: OCHOBHBIM
CBOICTBOM Habopa SIBISIETCS CHOCOOHOCTH BBISBISITH B CHIBOPOTKE (II1a3Me)
KpOBH 4YeJIOBEKa aHTHTeNa knacca G K BUPYCY NMPOCTOTO Trepreca 3a CYeT uxX
B3aHMOZEICTBHA C  OUHUIICHHBIM AHTHTCHOM, COPOMpOBAaHHBIM  Ha
MOBEPXHOCTH JyHOK IuraHmera. OOpa3oBaHHE KOMIUIEKCA «AHTHIEH-
AQHTHUTENIO» BBIABISAIOT C IIOMOLIBI0O HMMYHO(EPMEHTHOTO KOHBIOTATa.
KonmuectBo ompenenenuit: 96 onpeneneHuii (CTpUI), BKIOYas KOHTPOIH.
O0beM aHamm3upyemoro oopasna: 10 mxi. UyBCTBUTEIBHOCTB: BBISBICHUS
nMMyHonoOymuaoB kiacca G k BIII' mo OCO 42-28-373-04 cocraBmsier
100%. CrieriuuuHOCTB: BBISIBIEHHsT HIMMYHOII00ymHOB Kiacca G k BIIT mo
OCO 42-28-373-04 cocrapnsier 100%. JlnurenbHOCTh aHanmu3a: 85 MUHYT;
Peructpanms u oueHka pesyabraroB: pe3yasTarel UDA peructpupyrorcs c
MOMOIIBIO CTIEKTpodoTOMeTpa, OcHOBHOU puibTp 450 HM, pedeperc-puibTp
620-655 ©HM; Kommmekramus  Habopa: TulaHmer — pa3OoOpHBI ¢

AMMOOMIN30BaHHBIMU ~ aHTHreHoM BIIIT — 1 1T, OOJ0XKHTEIBHBIN
KOHTponbHBIA obOpazenr (K+) — 1 ¢, 1,5 mi; caaGononoKUTeTbHbIN
KOHTpoJbHBIA o0pasery (K+cmab.) — 1 ¢m., 1,5 mi; oTpunareabHbIH

KoHTposbHBIH oOpasenr (K—) — 1 ¢mn., 3,0 mu; xonbrorar antuten k IgG
4eoBeKa ¢ Mepokcuaazoi xpeHa — 1 ¢ur., 13 mu; koHueHtpar docdarHo-
coneBoro Oydeproro pactBopa ¢ TBHHOM (PCB-Tx25) — 2 ¢u. mo 28 M
pacTBOp [UIS peaBapHUTeIbHOTO pasBenenus cbiBopotok (PIIPC) — 1 ¢m., 10
MIJI; pacTBOp i pasBeneHus cbiBopotok (PPC) — 1 ¢um., 12 mm; pactBop
teTpametimiioeH3uanHa (pactsop TMB) — 1 ¢, 13 mi; crom-pearent — 1 ¢,
12 Mn; meHKa [T 3aKjIeHBaHUs IUIAHIIETa — 2 MIT.; IUIACTHMKOBAsl BaHHOYKA
JUISI peareHTOB — 2 IIT.; HAKOHEYHUKHU IS MUNETOK — 16 WIT.; MiiaHmeT s
IpEBapUTEIFHOTO pa3BeleHUs] HUcClenyeMblx obpasuoB — 1 T Jlns
ynoOcTBa Bce (IakoHBI C peareHTaMM MMEIOT LBETOBYIO HACHTHU(HKAIHMIO.
YenoBust XpaHEHHs U TPAHCIIOPTUPOBKU: XPaHHUTH IpHu Temreparype 2 — 8 °C.
JlomyckaeTcst TpaHCIIOPTHpPOBKa Ipu Temmeparype mo 25 °C He Gomee 10
cytok. Cpok rogHoctu: 12 mecsues.

Ha6op

56 985

170 955

HUTOTI'O BBIAEJIEHHASI CYMMA

6119192

Tosap nosxeH 0bIThL A0cTaBjeH: PK, o6nacts AbGaii, r. Cemeit, yi. XKamakaera, a1. 100, KI'TI na IIXB «O06nacTHO# epuHATATBHBIN [ICHTPY, CKJIAI.
MecTo npexocraBienust (npuema) qokymeHToB: PK, oGmacte AoGaii, r. Cemeit, yin. JKamakaeBa, 1. 100A (kopmyc Ne 2), kadouHer «210» wium
«IIpuemHas».




OxoHYATEJBHBIH CPOK MOAAYM EHOBBIX Mpeano:xkenuii: 10 13 gacoB 00 munyt «19» nexadps 2022 roxa mo agpecy: PK, obnacts Abaii, r. Cemeit, yi.

Kamaxaesa, 1. 100A, «IIpuemuas»
KoHBepThI C IEHOBBIMH MPeAI0:KeHUSIMHU OyayT BeKpbiBaThes: B 15 yacoB 00 munyt «19» nexabps 2022 roma no crnegyromemy aapecy: PK, ob6macts

AoGaii, r. Cemeid, yn. XKamakaea, 1. 100A, kabunet «210» unu npuemHasi.
JIOonOMHHUTEIbHYIO HH(DOPMAIIMIO U CIIPABKY MOXHO HOJIYYUTH 110 Tenedony: 8/7222/32-47-77, 8 /7222/35-19-62.
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