IIporoxos 00 uTOrax 3aKyna u3eauii MeIHIIMHCKOr0 HAZHAYEHHUS H JIeKAPCTBEHHBIX CPEJACTB CIIOCO0OM 3aIpoca IeHOB bIX Mpe110KeHHii
K 00bsiBaeHHI0 0T 24.01.2022 1. B paMKax rapaHTHPOBAHHOT0 00beMa (eCIIaTHOI MeINIHHCKON momonm Ha 2022r.

1. 3AKA3YUK/OPI'AHU3ATOP:

@.11.0. ynonHOMOUEHHOr 0 IpeICTaBUTENS

I'KII «O6aacTHoii uentp kpopu» Ha I[1XB
r. AxT00e, yi. bp.XKybaHoBbIX 253

Jupexrop Herammna I'.2K.

«31» suBapsa 2022 rona B 14 4. 00muH. B Oyxrantepun ['KIT «O6nactHoii nenTp kpoBm» Ha [IXB mo aapecy:
r. AkToOe, yn. BpareeB XKyOaHOBBIX 253, NpOBEAEHBI HTOTH 3aKyMOK MEIUIIMHCKUX M3JIENMI 1 CIIEIUAaIM3UPOBAHHBIX JIEYEOHBIX MPOJAYKTOB B CUCTEME 00513aTEILHOTO
COIMAJIBHOTO MEANUIIMHCKOTO CTPaXxoBaHusl, (hapMalleBTHYECKNX YCIIYT ¥ PaCXOIHBIX MaTepuanax
B paMKax rapaHTUPOBAHHOI'0 00beMa OecIuiaTHONH MEeANIMHCKON moMonu Ha 2022 T.

2. HaumenoBanue u MECTOHAXO0KAE€HHE MOTEHIHMAJTBHBIX MNOCTABIIMKOB, NIPEACTABMBIIMX 3asiBKH |

o HaumeHnoBanue opranuzaruu Anpec Bpems npenocraBieHus 3a1BOK

n/n

1 HII «A-CepBuc» r. Axto0e, yn.boken6aii 6ateipa, 1.129 1., kB 29 25.01.2022r. B 13:50

2 TOO «Vita Pharma» r.Hyp-Cynras, p-H baiikonyp, yn.Tamenosa, 1.4, oh36 28.01.2022r. B 16:36

3 MII «Taiiken» r.Akrobe, yn.Jlenunrpaickas, 27A 28.01.2022r. 8 12:08
4 MII «KykaraeBa A.JK.» r.Akrooe, 12 mxkp., 30 nom, 83 kB 28.01.2022r. 8 16:00
5 TOO «MexuuuHa-OJIeMbI» r.AcraHa, yin. Mopusm Xaropksizst, 21 27.01.2022r. 8 09:50
6 TOO «Jleaspyc PK» r.Hyp-Cyunran, nep. llsiuTac, 16 28.01.2022r.817:30
7 HII «HoceBuw» r.Anmatsl, yi.PeickysoBa, 496 27.01.2022r.8 14:12
8 TOO «OPTONIC» r.Acrana, paiion Ecuib, ymuna Kepeit, XKanubex Xaunap, 1om 5 31.01.2022r. 8 08:30
9 TOO HII® «MeamynHI» r.Anmatsl, ip.PaiibimOex, 417 A, u.m.1 28.01.2022r. 8 10:23
10 | UM «Aabuna H.B.» r.Anmarsl, yi. Temupsizesa, 53 od1 27.01.2022r. B 14:12
11 | TOO «<AUM+» r.AcraHna, yi. Mopusm JKaropksissr, 21 27.01.2022r. 8 09:50




JIOTO
B
IoTeHMAJILHBIMH MOCTABINUKAMH ObLIN MPEJI0KeHbI EHOBBIE MPeIJI0:KeHus (Ta0auIbI LIeH) B pa3Mepe
HaumenoBanue ToBapoB Eam3 | O0be
“ Y um  [ToO [um [um  |[TOO |TOO |HWNl | TOO |TOO |WI | TOO Hogemrens
«A- «Vita | «Taiike | «<Kyka | «Memn | «Jlenn | «Hoce | «OPTO | HII® «Anbun | <AUM+»
CepBu Phar H» ;a;:llza HHMHA- pyc BHY» NIC» «Meau a H.B.»
o ma» AR oJjieM PK» JOHD
bD»
PacxodHble mamepuansl K aHanusamopy Hb201+
1 | NnactukosbIii wWnatenb ynak |1 12000 TOO
06epTOHHbIV B BaTHbIN OBKa «MenunuHa-
TaMMOH C HAaHECEHHbIM Ha OJreMBbI»
HEero CnMpTOBbLIM PAacTBOPOM K
aHanusatopy Hb201+ .
Konnyectso B ynakoBke 5 wr.
KaHmponbHele mamepuanel K aHaauzamopy Hb201+
2 KOHTpO/bHbIe peareHThbl ynak | 2 89000 TOO
nepBoOro ypoBHA AN OBKa «MegnuyHa-
aHanusatopa HemoCue oNemMbl»
201, B ynaKoske 2
¢dnakoHa no 1 mn (go 8.0
r/on) (2*¥1,0 mn)
3 KOHTpO/bHbIe peareHThbl ynak | 2 89000 TOO
BTOPOro ypPOBHA ANA OBKa «MegnupnHa-
aHanmsatopa HemoCue ONemMbl»
201, B ynaKoske 2
¢dnakoHa no 1 mn(mo 12.0
r/an) (2*¥1,0 mn)
4 KOHTpO/bHbIE peareHThbl ynak | 2 89000 TOO
TpeTbero ypoBHA ANA OBKa «MeaunumHa-
aHanusatopa HemoCue ONemMbl»

201, B ynaKoske 2
dnakoHa no 1 mn(mo 16.0
r/an) (2*¥1,0 mn)




PacxodHbie mamepuans! K aHaauszamopy Plasma/Low Hb

KaHmposbHbie mamepuans! K pomomempy Plasma/Low HB

KOHTpO/bHbIN MaTepuan
O0/MKeH 6bITb NPUMEHUM
ONA NpoBeAEeHMA KOHTPOANSA
KayecTBa U3MepeHui
HM3KOro YPOBHS
remor/siobunHa To/bKOo AN
aHanusatopa HemoCue
Plasma/Low
Hb.KoHTpobHbIN
maTepuan yposeHb 1 — a0
0,1 r/gn. CrabnnbHOCTb
KOHTPOJ/IbHOrO pacTBopa
nocne BCKpbITUA GNaKoHa
AONXKHa bbITb He meHee 30
AHeW Npu XpaHeHUu ero B
xonogunbHuke (2-8C) nmbo
NpPU KOMHaTHOM
Temnepartype 15-30C

ynak
OBKa

106
700

TOO «Meaununa-
OJIeMbI»

KOHTpO/bHbIV MaTepuan
[O/IKEH BbITb NPUMEHUM
ONA NpoBeAeHnA KOHTPOAA
KayecTBa U3MepeHuii
HM3KOro YPOBHSA
remornobuHa ToNbKo Ans
aHanusatopa HemoCue
Plasma/Low
Hb.KoHTponbHbIN
maTepuan ypoBeHb 2 — A0
0,5 r/gn.CtabunbHoOCTb
KOHTPOJIbHOrO pacTBopa
nocne BCKPbITUA pnakoHa
AONXHa 6bITb He meHee 30
OHEeN Npu XpaHeHUW ero B
xonoannbHuke (2-8C) nnbo
Npy“ KOMHATHOWM

ynak
OBKa

106
700

TOO «MeaunuHa-
OJIeMbI»




Temnepartype 15-30C

KOoHTpO/IbHbIN MmaTepuan
O0NKEH 6bITb NPUMEHNM
ONA NpoBeAEeHMA KOHTPOANSA
KayecTBa U3MepeHui
HM3KOro YPOBHS
remor/fiobmnHa To/bKOo AN
aHanusatopa HemoCue
Plasma/Low
Hb.KoHTpobHbIN
maTepuan yposeHb 3 — 40
2.0 r/pn.CrabunbHocTb
KOHTPOJ/IbHOrO pacTBopa
nocne BCKpbITMA GNaKoHa
AONXKHa bbITb He meHee 30
AHeW Npu XpaHeHUu ero B
xonoannbHuke (2-8C) nnbo
NpPU KOMHaTHOM
Temnepartype 15-30C

ynak
OBKa

106
700

TOO «MeauuuHna-
OJ1eEMBI»

OpUTPOTECT-LLO/IUK/IOHb
AHTU Kenn cynep

dnak
OH

60

2200

HUII «Taiiken»

CnupToBble candeTkm ans
nanbymkoB 65*30 mm
OBYXC/OlMHbIE B
WHAMBUAYANbHOM
ynaKkoBKe

WTYK

2500

10

[lepuaTku ocobo
MIPOYHBIE,[IBET CHHUM.
[Ipenna3HaueH Ass NpOBEPOK,
KOTOpbIe 00eCIIeUNBAIOT
3aIUTY OT BHICOKOTO YPOBHS
OIIaCHOCTH, U3 HATYpaJIbHOIO
JIaTeKca, HeOIy IpEHHEIE,
HEeCTEpUIIbHbIE

napa

300

790

700

690

HUII «Taiiken»

11

[lepuaTky AUarHOCTHYECKHE
JIATOKCHBIE,
TEKCTYPHUPOBAHHEIE,
HEOIyPEHHBIE,

napa

20
000

81

79

60

78

TOO «Vita
Pharma»




HecTepuibHbIE pazMep M

PacxodHele mamepuarel

0n5 cucmemsl pean-matiim MLP Cobas S 2

01

12

ApXUBHBIC IUTAIIKA TSI
cucteMsl pean -taiim ITLP
Cobas S 201. OnHopasoBbie
TUIACTHKOBBIC
r1yOOKOMYHOUHBIH TUTAHIIET
CO CIEIUATBHBIM [ITPUX-
kozoM jutst cucteMbl Cobas
s201. PacxomHblit MaTepuan B
BHUJIE TTYOOKOTYYHOUYHOTO
TUTAHIIETa TPEAHA3HAYEH IS
AITUKBOT JIOHOPCKHUX 00pa3IioB
JUTSI JIOJITOBPEMEHHOTO
XpaHCHHA KaK apXHUBHbBIX
00pasIoB

10

78703

TOO «AUM+»

13

OnHopa3oBble HAKOHEUHUKH
g Hamilton Star

Uit cucreMel pean-taim TP
Cobas S 201. Oanopazossie
IUIACTHKOBbIE HAKOHEYHHUKH C
HAHECEHHBIMH
crelU(pUIHBIMH IITPHUX-
KOJIaMH, KOTOpBIE COAEPIKAT
3aKOJMPOBAHHYIO
UH(OPMALHUIO JJIs CHCTEMBI
Cobas s 201. Onropasossie
HAKOHEYHHKH MpeIHAa3HAUCHBI
JUIS QITUKBOTUPOBAHUS
JIOHOBOPCKHX 00pa3IoB B
II1yOOKOIYHOUHBIH ILTaHILIET
W/WIN VI CEAaIbHON
BTOPUYHOHU S-TIPOOHPKH.

yu

566 111

TOO «cAUM+»

14

Habop ogaOpa3oBbIx
CHELHUATBHBIX TPOOUPOK IS
cuctemsl pean TaumIIL[P
Cobas S 201 . Habop
OITHOPA30BEIX MPOOUPOK IS
TIOTHOCTBIO
aBTOMaTU3UPOBAHHON
TIOATOTOBKU 00pas3IoB JUIs
cucremsr Cobas s 201

12

411 676

TOO «AUM+»




15

Habop omHOpa30BEIX
CHEUaIbHBIX POOHUPOK

- U1t cucteMsl pean TaiumIIIP
Cobas S 201 . Habop
OJTHOPA30BBIX MPOOUPOK IS
00pas3IoB C KIUIICAMU, Ha
KOTOPBIX HAHECEHBI
crenuQuIHbIe ITPUX-KOJH,
KOTOpBIE COofepIKaT
3aKOIMPOBaHHYIO
nH(OpPMAINIO TSI CHCTEMBI
Cobas s 201.

12

55424

TOO «cAUM+»

16

Habop onHOpa30BbIx
CHEIUATBHBIX HAKOHECYHHUKOB
12*36 mns cucteMbl peat
tatMIILIP Cobas S 201 .
Habop ogHOpa3oBbIX
pOOUPOK ISl aMITLTH(HUKAINT
qutst cucrembl Cobas s 201,

yiu

12

58628

TOO «AUM+»

17

HaGop oaHOpa3oBbix
CHELHUaIbHBIX MPOOUPOK
12*96 ny1st cucTeMsbl peai
taMIIIIP Cobas S 201.
HaGop omHopa3zoBbix
MIPOOHPOK ISl aMIUTU(HUKALIN
a1t cuctemsl Cobas s 201.

yu

213087

TOO «cAUM+»

18

KpbImku s apXUBHBIX
IUTAIIeK A1 CUCTEMBI peail
taMIIIIP Cobas S 201.
OnHOpa30BbIe KPBIIIKH AL
ApXUBHBIX IUIALIEK IS
cucremsl Cobas s 201.
IToxpoBHBIE MaTBHI
npeHa3HaYeHbI U1
3aKpbIBAaHUSA
TITYOOKOTYHOYHBIX
TUIAHIIETOB

88682

TOO «AUM+»

19

IIpoMBIBOUHBII peareHT Ass
cuctemsl pean tTaumIIL[P
Cobas S 201

50

36976

TOO «<AUM+»

Pacxoonvr mamepuanvt Ha ummyHoxemumomunecyenmuulii ananuzamop ARCHITECT

20

Pacxonusiii MaTepuan
[Tpo603abopHUK Ha

216817

TOO «<AUM+»




MMMYHOXEMUIIOMUHECLICHTHBI
it ananmuzatop ARCHITECT

21

Pacxomusiit MmaTepuan TpyOka
po603abopHHKa - Ha
HMMMYHOXEMUITIOMUHECIICHTHBI
i ananuzatop ARCHITECT

50035

TOO «cAUM+»

22

Konaunuonupyrouiuit
pacTBoOp JUIsl T03UpYyrOLIen
UTJIBI UCTIONB3YETCS IPU
MPOBEICHUH €KETHEBHOM
MPOLIEAYPHI
TEeX00CTY)KHBaHUS.
Jo3upyroniast uria nuneTropa
00pasia KOHIUIIMOHUPYETCS
JIAHHBIM PacTBOPOM MOCIIE
IPOMBIBKH T'MIIOXJIOPUTOM
HaTpUs IS IPENOTBPALLEHUS
HECTICITU(PHYESCKOTO
CBS3bIBAHUS AaHAJIUTOB CO
CTCHKAaMHM HUTIJIbI. UT'JIbI,
coJIepIKallero
peKaIbIMHUPOBAHHYIO TIA3MY
KpoBH 4esioBeka. KoncepBaHThI
: IPOTUBOMHKPOOHBIH
npenapat u ProClin 300

1 .

187 849

TOO «AUM+»

23

[IpomeiBatomuii 6ydep
INpenna3zHayeH 11 IPOMBIBKH
pabovYnx eMKOCTeH, sTueeK 1
COE/IMHUTENLHBIX TPYOOK
aHanuszaTtopa. [IpombiBaromuii
0ydep mpeacrapusier codoi
coneBoii pactBop ¢ochaTHoro
oydepa. KoncepanTst
AQHTHUMHUKPOOHBIE areHTBHL.

11x4

35

36868

TOO «AUM+»

24

PactBop mpe-tpurrepa
[Ipennaznauen ans
OTLLEIUIEHHUS aKPUIUHOBOM
METKH OT KOMIIJIEKCA aHTHT€H-
antureno. Pacteop mpe-
TpHUTTEpPA COCTOUT U3
OMANCTHUIIIMPOBAHHON BOJBI
(99,88%), coneprkamen
MIEPEKHUCh BOJOPOAA B

11x4

15

83391

TOO «AUM+»




KoH1eHTpauunl.32%.
XpaHUTh IpU TeMIepaType 2-
8°C

25

PactBop Tpurrepa
IIpennaznauen amns
WHHIUAIUH PEaKIUU
XEMUITIOMHHECISHIITH
MOJIEKYJIOM aKpUAUHAYMA.
PactBop Tpurrepa cocTout u3
OUANCTUIMPOAHHON BOJIBI
(99,6%), conepxareit
THJPOKCHUJI HATPUS B
koHUeHTpauuu 1,4% ( o
Macce).

11x4

15

37745

TOO «AUM+»

26

PacxonHblil mMarepuai
[Tpo6o3abopHuk
POMBIBOYHOM 30HBI Probe
Wash Zn - CoenunurenbHast
TpyOKa. JlomkeH ObITh
BAJTUIUPOBAH TS
npuMeHenns Ha ARCHITECT
12000sr

1 .

65835

TOO «cAUM+»

27

Pacxonnbiii MaTepuan
PeaKkLMOHHbIE TYEHKU B
kopoOke 4000 .
[Ipo3pauHble MIACTUKOBBIE
SIYENKH, OPUTMHAJILHOM
(OpMBI UCTIOIb3yEMBIE B
XEMUIIOMUHUCLIEHTHOM
HMMMYHOAHaJIN3€ Ha
Mukpogactunax (XUAM) c
TIOMOIIBIO CHCTEMBI
ARCHITECT i.
BanugupoBaHsl 11t
UCIIONIb30BaHMs Ha OOPTY
aHanmzatopa ARCHITECT
11000

2000/

15

97436

TOO «AUM+»

28

Pacxonublii MaTepuan
(Septums)
MIPEOXPAHUTENbHbIE
KPBIIIEYKH Septums B KOpOOKe
200 . Kppimku
TIOMEIIAIOTCS] HA OTKPBITHIE

200y

35112

TOO «<AUM+»




OYTBUIKY PEarceHTOB Iepe;]
3arpy3Koil OyThUIOYEK B
00pabaTHIBAIOINI MOAYITH
ananuzatopa ARCHITECT
11000.

29

Pacxonubiii MaTepuan
3aMEHSIIOIINE YalllKH B
kopoOke 100 mT.

100/y

30723

TOO «AUM+»

30

Kamu6paTopst HBsAg
MpeiHa3HaueHBI 1S
KaJMOPOBKU CHCTEMBI
ARCHITECT i System npu
Ka4eCTBEHHOM OIpECICHUH U
TIOATBEPXKICHUU HAINYUS
TMOBEPXHOCTHOI'O aHTUT'CHA
Bupyca rernaruta B (HBsAg) B
CBIBOPOTKE U TIJIa3M€ KPOBH
YeJIOBeKa C MCIOJIb30BaHUEM
tect-cucreM HBsAg. 2
(axona (1o 4,0 M)
kajuOparopoB HBsAg .
Kanu6parop 1 conepxut
HMHAKTHBUPOBAHHBIN
ounteHHbIi HBsAg uenoBeka
(moxarun ad) B pochaTaHoM
oydepe c Obrubeii u
YeJI0BEYECKOH TIa3MOM
KpoBH, peakTuBHOI Ha HBsAg
u He peaktuBHOU Ha HIV-1
RNA unu HIV-1 Ag, anrtu-
HIV-1/HIV-2 u aut-HCV.
Kamubparop 2 cogepxut
¢docdarubrit 6ydep ¢ Obrubeit
U 4€JI0BEYECKON TIa3MOi
KpOBH, HE PEAKTUBHOM Ha
HBsAg, HIV-1 RNA nmm
HIV-1 Ag, aatu-HIV-1/HIV-2
u aatu-HCV. KorcepBaHTHI:
ProClin 300 u ProClin 950. B
aHanmm3e HBsAg xannOpaTopst
1 1 2 ACTIONB3YIOTCS IS
OLICHKH MPaBHILHOCTH
KaJMOpPOBKHU M IJIs pacyera

2%4
MII

94802

TOO «AUM+»




TOpOroBOro 3HAYCHUS TCCTA.

31

Kontponn HBsAg
MIpeHa3HAYeHBI JJISl OLIEHKH
BOCHPOHU3BOIUMOCTH TECTA U
BBISIBJICHUS] CHCTEMHBIX
AQHAJMTUYECKUX OTKIOHEHHUH
ananmusatopa ARCHITECT i
System mnpu ka4eCTBEHHOM
OIpe/IeTICHUH U
TIOATBEPKICHUU HATNYUS
TIOBEPXHOCTHOTO aHTHUT'€HA
Bupyca renatura B (HBsAg) B
CBIBOPOTKE U TIJIa3M€ KPOBH
YeJIOBeKa C MCIOJIb30BaHUEM
tect-cucteM HBsAg. 2
(maxona (o 8,0 M1 KasKIbIit)
koHTponeit HBsAg
Qualitative: OTpuraTe bHbIH
KOHTpoJb U [lonoxxurenbHbIN
KOHTPOJIb). OTpUIATENbHBIN
KOHTPOJIb IPUTOTOBJICH B
peKaIbLMHUPOBAHHOM II1a3Me
KpOBH 4eJIOBEKa; He
peaxtuBeH Ha HBsAg.
[TonoxuTenbHBIA KOHTPOJIb
COJIEP’KUT UHAKTHBUPOBAHHBIN
ounmeHHbIit HBsAg denoBeka
(monrums ad/ay) B
¢docharHom Oydepe ¢ Obrubeit
U 4€JI0BEYECKON TUIa3MON
KpOBH, pEaKTUBHOU Ha
HBsAg.

3x8

MJI.

94802

TOO «<AUM+»

32

Kanu6patop Anti-HCV
Calibrator ucrons3yercst s
KaTUOPOBKU CHCTEMBI
ARCHITECT i System mpu
Ka4eCTBEHHOM OIpeeTICHHH
aHTHTEN K BUpYyCy renarura C
(aut-HCV) B chIBOpOTKE U
IU1a3Me KpPOBHU YeIoBeKa. |
(maxoH (4 M) ¢
kaymuOparopom Anti-HCV
Calibrator B

1%4
M1

66713

TOO «<AUM+»




PpeKaIbIMHAPOBAHHON IIIa3Me
KPOBH YeJIOBEKa
(MHAKTHBUPOBAHHON),
peakTuBHOM Ha aHTU-HCV.
Koncepsant: azua nHatpust. [o
WCIIONIb30BaHMS TIepeMelanTe
kaiuOpatop Anti-HCV,
aKKypaTHO IepeBOpaynBast
(hakoH.

33

Kontponu Anti-HCV Controls
HCTIONB3YIOTCS TS IPOBEPKU
KaTHOPOBKU CHCTEMBI
ARCHITECT i System npu
Ka4yeCTBEHHOM OIpeIeTICHUN
aHTUTeIN K BUpycy renarura C
(anT-HCV) B chIBOpOTKE M
T1a3Me KpOBH YeNloBeKa. 2
(rakoHa (8 M KaXKIblit)
koHTposel Anti-HCV B
peKaIbLMHUPOBAaHHOM II1a3Me
KPOBH YeJIOBEKa
(MHAKTUBUPOBAHHOMN).
[TonoxuTenbHBIA KOHTPOJIb
peaktuBeH Ha aHTu-HCV.
[epen ynorpeGieHnem
KoHTponu AHTU-HCV
HEoOX0UMO TepeMeNIaTh,
AKKypaTHO Bpaiias (pIakoHsL.
KoncepBanT: a3uj HaTpusl.

2x8

MJI.

94802

TOO «<AUM+»

34

Kanu6parop HIV Ag/Ab
Combo npenHaszHaueH s
KaTUOPOBKU CHCTEMBI
ARCHITECT i npu
OJJHOBPEMEHHOM
Ka4eCTBEHHOM OIpeeIeHHH
agturena HIV p24 u aatuten
K BUpYCY UMM yHOISUIIHTA
YeJoBeKa THITOB | n/mim 2
(HIV-1/HIV-2) B cBIBOpOTKE
WITH TUTa3Me KPOBH YEJIOBEKa.
JononxuTtenpHas
nH(pOpMALHUs HAXOIUTCS BO
BKJIQIBIIIE K PEareHTy

1*4
MIT

94802

TOO «<AUM+»




ARCHITECT HIV Ag/Ab
Combo. 1 ¢maxon (4 mi)
kaymmuOpatopa 1 ARCHITECT
HIV Ag/Ab Combo:
ountneHHsi HIV BupycHsbiit
m3at B TPUC Oydepe (na
OCHOBE (hH3pacTBOpa) C
MIPOTEMHOBHIM (OBIYBHM )
CTaOMIIN3aTOPOM.
KoHcepBaHT: a3un HaTpusl.

35

Konrponu Kom60
MIpe/IHa3HAYEHBI JJIS1 OLIEHKH
BOCHPOHU3BOIUMOCTH TECTA U
BBISIBJICHUSI CHCTEMATHYECKHX
AQHAJIUTUYECKUX OTKJIOHEHUH
cucrembl ARCHITECT i mpu
OJTHOBPEMEHHOM
Ka4Y€CTBEHHOM OINPCACICHUN
anturesa HIV p24 u anturen
K BUpyCy UIMMYHOIeduInuTa
YenoBeKa THIOB 1 u/miu 2
(HIV-1/HIV-2) B cBIBOPOTKE H
I1a3Me KpOBH 4eJoBeka. 4
¢akoHa (1o 8 mi1) KOHTpoIeH
HIV Ag/Ab Combo:
HeraTtuBHblil KOHTPOIIB,
[lo3uTHBHBINH KOHTPONb | 1
[lo3uTHBHBINH KOHTPOINIB 2
MIPUTOTOBJICHBI B
PpEeKaIbLMHUPOBAHHOMN I1a3Me
KpoBH uesnoBeka. HeratuBHbIi
KOHTpOJIb HE PEaKTHUBEH Ha
HBsAg, HIV-1 Ag nmm HIV-1
RNA, antu-HCV u antu-HIV-
1/HIV-2. Tlo3uTtnBHBII
KOHTPOJb 1
(MHAKTUBUPOBAHHBIN)
peaxTtuBeH Ha aHTH-HIV-1 1
He peakThBeH Ha HBsAg,
HIV-1 Ag wmm HIV-1 RNA u
aatu-HCV. [lo3uTtuBHBIN
KOHTPOJb 2
(MHAKTHBUPOBAHHBIN)

4x8
MIJI.

94802

TOO «<AUM+»




peaxTtuBeH Ha aHTH-HIV-2 1
He peakTuBeH Ha HBsAg,
HIV-1 Ag wmn HIV-1 RNA n
antu HCV. Tlo3utuBHbII
KOHTPOJIb 3 SIBIISIETCS
OYUINCHHBIM BUPYCHBIM
ymzarom HIV,
TIPUTOTOBJICHHBIM B pacTBOpPE
TPUC 6ydepa Ha ocHOBE
(u3pacTBopa ¢ IPOTENHOBBIM
(OBIYBMM) CTAOMIIM3ATOPOM.
KoncepBanT mist Bcex
KOHTpOJISH: a3uj1 HaTpusl.

36

KanubOparop npeanaznaueH
JUTS KaJTHOPOBKU CUCTEMBI
ARCHITECT i npu ee
UCTIOJIb30BaHUH TSI
Ka4eCTBEHHOT'O OIPE/IeICHUsI
aHtuten K Treponema
pallidum (TP) B ceiBOpoTKE
WY TU1a3Me KPOBH YEJIOBEKA.
1 ¢naxon (4 mi) xanmubpaTopa,
MPUTOTOBJICHHOT'O Ha OCHOBE
peKanbUUpUIUPOBAHHOM
IUIa3Mbl KPOBH YeJIOBEKa
(MHAKTUBUPOBAHHOMN),
peakTuBHOM Ha aHTU-TP u
HepeakTUBHOM Ha aHTH-HCV,
HBsAg, PHK BUY mnu
agtured BUY-1 u antutena x
BUY-1/B1Y-2. KoHcepBaHThI:
a3uJl HATPHS U IpyTUe
MIPOTHUBOMHUKPOOHBIE
BEILECTBA.

1%4
MII

94802

TOO «<AUM+»

37

KonTponu npennasHaueHsl
Jutst BeprduKamm
KaITMOPOBKU CHCTEMBI
ARCHITECT i npu ee
WCTIONIb30BAHUH IS
Ka4eCTBEHHOTO ONPEETICHUS
aHTuTen K Treponema
pallidum (TP) B ceiBopoTke
WJIN TIIa3Me KPOBH YEJIOBEKA.

2x8
MIJI.

94802

TOO «<AUM+»




2 ¢pnaxona (1o 6 M)
koHTpoaei. Korrponu
MIPUTOTOBJIEHBI HA OCHOBE
peKaNbIUGUIIMPOBAHHON
I1a3Mbl KPOBH YEJIOBEKA
(MHAKTHBUPOBAHHOM).
OTtpunarenbHblii KOHTPOIb
HEpeakTUBEH Ha aHTUu- TP,
antu-HCV, HBsAg, PHK
BUY unu antures BUY-1 u
anturena k BUU-1/BUY-2.
ITonoxxutenbHBIA KOHTPOIIb
peakTuBeH Ha aHTU-TP u
HepeakTHBeH Ha aHTH-HCV,
HBsAg, PHK BUY nnu
antured BUY-1 u antutena k
BIY-1/BHY-2. KoHcepBaHTHI:
a3uJ HaTpHUs U Jpyrue
POTHBOMHKPOOHBIE
BEIIIECTBA.

38

Pacxonnbiii MaTepuan
Yaleyku 1Jisi 00pasioB B
kopoOke 1000 mit.
[InacTukoBbie TPOOUPKH IS
HCCIIeyeMbIX 00pas3IioB.
OpuruHanbHON (OpPMBI,
NIpEIHA3HAYECHHON IS
LITaTHBOB MP0003arpy34ynKa
ARCHITECT

(1000
box)
yYIaxKko

49157

TOO «AUM+»

39

Hatuuk ypoBus Oydepa

252 806

TOO «AUM+»

40

TpybOka/ceHcop TemrepaTypsbl
MIPOMBIBOYHOU 30HBI

159 760

TOO «AUM+»

41

Ounbtp amst 6ydepa

269 485

TOO «AUM+»

42

MUKpOKIOBETHI B
WMHIUBHUIYaJIbHON YIIaKOBKE
JUTSl aBTOMATHIECKOT O
aHanm3atopa HemoCue Hb
201. MUKpPOKIOBETHI
OJHOPA30BOT'0 MCIIONH30BAHMS
TIpeAHa3HAYCHBI IS
OTIpeIeIeHUs TeMOTII00MHA
9KCIIPECC-METOJIOM Ha

EIERRERE

80

44500

TOO «MeauuuHa-
OJ1eMbI»




aHaJIU3aTope HMI/IKpOK

EMOCUE Hb201+
MUKpOKIOBETHI JUIst
OIIpe/IeIeHUsI TEMOTTIO0MHA
W3TOTOBJICHBI U3 TIOJIUCTUPOIIA
U TIPEJCTABIISIIOT COOO0H
€MKOCTh 00beMOM oKkoJ1o 10
MUKpPOIUTPOB. EMKOCTB
MHUKDPOKIOBETHI 3aII0JIHEHa
pearentamu.Paccrosinue
MEXIY CTeHKaMH
MHUKPOKIOBETHI COCTaBIISIOT
0,13 mm. BekpoiTast ynmakoBka
MHUKPOKIOBET COXpaHSET
CTaOMIIBHOCTh B TEYEHHUE TPEX
MecsieB. Beerna aepxure
KOHTEUHEP 3aKPBITHIM.
Pabouast Temneparypa
cocrasister 15-30 °C.
Marepuan odpa3uos-10 ma
KalWULIPHOW, BEHO3HOU WU

apTepUaJIbHON KPOBU.

KoHmposnbHble ma

mepuasel 0419 MPo8edeHUs KOHMPOs

Ka4yecmea

usmepeHu

Ui HU3Ko2o

YpOBHSA 2emMo2106uHa Ha aHanusamopa HemoCue Plasma/Low Hb

43

Ty0a ¢ MUKpOKIOBETAMH TS
axanuzatopa HemoCue
Plasma/Low Hbs
WHIMBUIYaJIbHON YIIAaKOBKE.
Marepuain o0pa3ios

10 p1 KanWUISIpHOM, BEHO3HOIM
WJIM apTEPUAIIbHON KPOBH.
Pe3ynbraTsl

TlosgBistiroTca Ha gucIIee
yepe3 15—60 cexyHn B
3aBUCUMOCTH OT
KOHIIGHTPALIMU TeMOTTI00UHA.
Iloka3anwus B /11, T/1J1 UK B
MMOJI/J B 3aBHCUMOCTH OT
BHIOpaHHOW aJIbTepHATHBBI.
Junana3on n3mepeHuit
0—256 r/x (0-25.61/m1, 0—

yI

15.9 mmon/m)

3

308
160

TOO «MeaunuHa-
OJ1eMbI»




XpaHEHUS U YCIOBUSA
OKpYXaromien cpepl:
MUKpPOKIOBETHI:
MHUKPOKIOBETHI JIOJKHBI
XPpaHHUTBCS TIPH TEMIIEpaType
15-30 °C (59-86 °F) B cyxom
Mecre. BekpriTast yrakoBka
MHUKpPOKIOBET COXPaHsET
CTaOMIIBHOCTH B TEYEHHUE TPEX
MmecsueB. Beerna nepxurte
KOHTEHHEP 3aKPHITHIM.
PabGouas Temmnieparypa
cocrasyster 15-30 °C (59-86
°F).

Pacxoouvie mamepuansl 0ns ummynozemamonozuieckozo anamuzamopa AUTOVUE

44

CranpnapTHBIE S)PUTPOLIUTHI
JUIA oucka agruren 3*10
ml,paccuuranst Ha 200 npo6
K IMMYHOI'€MaTOJIOTHYECKOMY
aHanu3aTopy Autovue

yu

48

25593

25590

HUIl «Unbuna H.B.»

45

CranzapTHBIC SPUTPOLIUTHI
IS IEPEKPECTHOTO MEeTozia
OIpeIeNIeHNs TPYIIBI KPOBH,
2*3ml(Al+B),paccunTansl Ha
300 npod k
HMMYHOT€MaTOJIOTHIECKOMY
aHanm3aTopy Autovue

yiu

38

15852

15850

UII «Unbuaa H.B.»
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HaGop xoHTpost kKauecTBa
IIpoLecca UCCIEN0BaHUN U
CEpPOJIOTUIECKUX
peareHToB,0NTHUMAaJeH s
HCTOJI30BAHUS C CHCTEMOU B
TPaaUIIHOHHBIX
METOANK. DPUTPOLUTHI
CyCIIEHIUPOBAHBI B PACTBOpE
KOHCEpBaHTA IS 3aMEICHUS
reMonn3a U 0aKTepruanbHON
KOHTeMHUHAIuu 4*6,5mi

278
237

278
235

HUII «Unbuaa H.B.»

47

Kaccets! st onpenenenus
Kenn ¢penorumna, 400mT x
MMMYHOT'€MATOJIOTHYECKOMY

870
968

870
960

U1l «Knbuna H.B.»




aHanm3atopy Autovue

48

7% Bpranii CHIBOPOUHBIIA
ane0ymuH (7% BSA)-BoaHBIH
pacTBop ObIubeit
CBIBOPOTKH,HEOPTaHNY €CKUX
coJIei 1 KOHCepBaHTOB 12
my3bIpKOB 7% BSA (xaxmsrii 5
MIT)

47281

47280

HUIl «nbuna H.B.»

49

JloTku amnst pazdaBneHus
onHopasosbie -0 180 mT,16
sIYCCYHBIH ITATUB U3
TMIOJTYTIPO3PavyHOro
TUIACTHKA, IPEHA3HAYCH IS
PpaboThI ¢ BOMHBIMU
pacTBopaMu

yiu

37080

37075

HUII «nbuna H.B.»

PacxogHble matepuansl ana HLA n

abopaTtopuu

50

Habop mns Beigenenus JJHK
YeJoBeKa Ha MEMOpaHHOU
kosonke u3 0,5-1 ma DJITA-
/IMTPATHOTrO OHOJIOTTYECKOrO
Matepuana (Hadop Ha 250
BhIIeneHny) Haznauenus:
Ha0Op IpeHa3HAYCH JIIst
BBIJICJICHUS
JIE30KCUPHOOHYKIIENHOBOU
KHUCJIOTHL.

O YHKIMOHAIBHOCTD:
NpeIHa3HayeH VIS BBIACTICHNS]
JIHK genoBeka u3 0,5-0,9 mu
LIEJIbHON KPOBHU (LIUTPATHOM
i ¢ EDTA) na MmemMOpaHHBIX
KOJIOHKaX.

TexHuueckas
XapaKTepPUCTHKA!
JInzuc-pacteop ELB u BLB,
OTMBIBOYHBII pacTBop,
AMFOUPYIOMIHNA Oydep-
peareHThl KHIKHE,
OecIBeTHEIE, MTPO3padHbIE.
Habop — na 250 BeIICTICHHT.
Obnacte npumenenus: HLA-
TUIMPOBAHUE.

yIaKo
BKa

581
980

TOO «OPTONIC»




Kommnexrarmst:

1. OydepHBIE pacTBOPHI IS
JIBYX3TAITHOT'O SPIUTU3HUCA T10
15 ot

ELB A -2 mr, ELB B — 2 mr,
2. au3upyouuii pactsop 125
It — lr,

3. cBa3pIBaromuii pactop 125
I — lr,

4. oTMBIBOYHBIH pacTBOp 60MII
— 2 1T,

5. 6ydep, smoupyronmii THK,
50mn — 2 mi,

6. MeMOpaHHBIC KOJIOHKH —
250 i,

7. IPOOUPKH 2MJT C KPBIIITKOH
— 250 wt

8. mpoOupku 2MJ1 0€3 KPBIIIKH
— 250 o,

9. mpobupkwu 1,5m11 ¢
KpBILIKON — 250 mT

10. MaCTpYKIMS K
MIPUMEHEHHUIO Ha PYCCKOM U
Ka3aXCKOM s3bIKax - 11IT.
VcnoBus XpaHeHus:
KOMHATHas TeMIiepaTypa

51

HaGopb! tuarHocTuueckux
peareHTOoB NMpeJHa3HaYEHbI
quist nposenenus 11LP B
amIuduKaTopax st
JMarHOCTUKH aHTUTCHOB
cucremsl HLA I u II kitaccoB
(HLA-A*/B*/DRB1*)
meronom ITLP SSP oxnoro
oOpasia Ha ogHOM 96-TH
JYHOYHOM IUTaHIIETe
YrkakoBka - 20 IDIAHIIETOB .
Haznauenwmst: Habop
TIpeHa3HAYEH /IS
TEHOTHITUPOBAHUS [0 CHCTEME
HLA uccnenyemoro
marepuana no renam HLA-
A*/B*/DRBL.

yIIaKo
BKa

872
539

TOO «OPTONIC»




@OyHKIMOHAILHOCTH: HA0OPHI
JIMarHOCTHYECKHX PEarcHTOB
TIpeTHA3HAYCHEI JUIS
nposenenus [P B
amIUduKaTopax u
TeHOTHITUPOBaHUA 1-To
uccieayeMoro oopasua
OTHOBPEMEHHO I10 TPEM
noxkycam HLA-A*/B*/DRB1*
B (hopmare oxHoi 96-
JIYHOUHOU TUTaHIIEThI
meronom TTIP SSP. YnakoBka
paccuntana Ha 20
TUIIHPOBAHUI.

TexHuueckas
XapaKTepUCTHKA:

Cocras 1P mnanmers: ¢ 96
KOMOUHanuen
BBICOKOCTICIIM(DUIHBIX
npaiimepos: A*01-A*80,
B*07-B*95, DRB1*01-
DRB1*16 u DRB3*, DRB4*,
DRB5*, HaHeCceHHBIX Ha THO
MHUKPOIIPOOUPOK B 96-
JIYHOYHBIX IUTAHIIETaX JUIs
TI1P, BKIIOYast HEraTUBHBIM
KOHTPOJIb.

Oomnactp npumenenus: HLA-
TeHOTUITUPOBAHUE
Kommnexramus:

1. ITLP mnaxmera ¢ 96
KOMOMHAaIER
BBICOKOCTICII(DUIHBIX
NpaiiMepoB;

2. BydepHbie pacTBOpPBI U5t
coopku [1LP-cmecu u
MIPOBENCHUS aMIDTH(PHUKAIINH:
-0ydep D 1,5mi — 4 T,

- Oydep Y 4mi — 4 i,

3. cTpUNOBaHHKIE 10 § MTYK
TUTACTUKOBEIE KPBIITKH IS
3akpeiBanus [ P-manmer —
20




4. PyKoBOJICTBO 1O
SKCIUTyaTaIiu, TadIuma
crerMUIHOCTH, CXeMa
OIICHKHU ¥ pabouuii OJaHK.
DKCIUTyaTalMoHHAast
xapaktepuctuka: [TLP
IUTAHIIETa XPAHUTHCS U
TPAHCIIOPTHPYETCS B ILTIOC
4/8°C, OydepHBIC PacTBOPHI
XPaHATCS U TPAHCIIOPTHPYETCS
nipu MunHyc 18°C.

52

®epment Taq JJHK
roiMMepasa ¢ akTUBHOCTBIO 5
U B 1 Mk, B oHOM (priakoHe
100 Mk ¢ 500 U, B 1
ynakoBke 10¢a mo 100MKI.
Haznauenwust: JTHK
nonumepasa iTaq DNA
Polymerase HeoOxonum A7t
MIOJIYYEHUSA MHOTOKPATHBIX
KOITUH
JI€30KCUPHOOHYKIIEHHOBOU
KUCJIOTBI IPH IPOBEICHUH
[IP peakuumu.

O YHKIIMOHAJIBHOCTD:
aKTUBHPYETCS IOce 3 MUHYT
nenatypauuu npu 95°C. JTHK-
HoJIMMepasa NpefHa3HaueH
TSl IPOBENICHUS
KJIACCUYECKOU U peai-TaiM
[P B ammndukaropax c
TOPSIYMM CTapTOM.
AKTHUBHpYyeETCS TOCle 3 MUHYT
neHatypauuu pu 950C.
BeicokocnienuduaHbIH,
YYBCTBHUTEIIBHBIA (DEPMEHT.
AKTHUBHOCTH | MK
MoJIMMepas3bl paBeH Ha 5
enuau (U).

TexHuueckas
xapakrepucruka: iTaq DNA
monuMepasa — hot-start
noJIMMepasa,

yIaKo
BKa

536
254

TOO «OPTONIC»




WHAKTUBHPOBaHHAS
AQHTUTEIAMHU.

Oomnactp npumenenus:: HLA-
TUINPOBAHUE

Kommutekramus: Habop
cocrout u3 10
MUKPOIPOOUPOK COACPIKAITHIA
100 M1 monuMmepassl ¢
MHCTPYKIHEH K IPUMEHEHUIO.
DKCITyaTaluoHHast
XapaKTePUCTUKA: XPaHUTHCSI U
TPaHCIIOPTHUPYETCS MPH
temnepatype munyc 20°C.

53

PactBop Opomucroro stumus
JUISl OKPACKH arapo3Horo rejs
IIpU NIPOBEIEHUU
anekrpodopesa IIIIP
ananuza, 10 Mr/mi,B
ymnakoBke 10 mi. HazHaueHwst:
npelHa3HaYeHa Jyis
MIPUTOTOBJICHUS arapO3HOTO
reiqs U Ui JalnbHEeUero
MIPOBEACHUS AeKTpodopesa
ripu nocra”oBke [11[P-
aHanM3a.

O YHKIMOHAIBHOCTD: PacTBOP
OpPOMUCTOrO STHIHS
MIPUMUHSETCS TSI OKPAaCKU
arapo3HbIX Teei Uit
Busyanuzauuu 1P
MIPOAYKTOB MOCJE MPOBEACHUS
TOPU30HTAIBEHOTO
anekTpodopesa.

Ob6nacte npumenenus: HLA-
TUIIPOBAHNE, MOJIEKYIISIPHAS
Oouomorus

Texuuueckue
XapaKTePUCTHUKU: PACTBOP
TEMHO KPacHOTO I[BETA,
KOHIICHTPAIUS STUANYMA
opomuma 10%.
Kommmekrammst: ¢rakoH
conepxarruii 10 M 10%

¢ako

182
395

TOO «OPTONIC»




sTHIIyMa OpoMHuIa.
YcnoBus XpaHSHUS: XPaHUTh
IIpH TeMIIepaType miroc 4-8
°C B TEeMHOM MeECTe.

54

HaGop rucrotumpyromux
CBIBOPOTOK B 72-X JIyHOUHOM
TUTAHILIETE JUIsl OIpe/IeNICHUs
aHTUreHoB cucreMbl HLA
nmokycoB ABC, nHabop
paccunTaH Ha THITUPOBaHHE 2-
X o0Opa3ioB. HaznaueHus:
JIMarHOCTHYECKUE HAOOPbI
HLA/2 npenHa3HayeHsI i in
vitro nuaraoctuku HLA
AQHTUTCHOB B
KOMIUIEMEHT3aBHCHMOM
MHUKPOIUM PO TOTOKCHIECKO
M TecTe.

OyHKIMOHATIBHOCTB: HAOOP
nperHa3HavYeH Juis
omnpenenenuss HLA-denoruna
o jokycam HLA-A, B, C
JIBYX UCCIIEYeMbIX 00pa3ioB,
Ha OJIHY MIOCTAHOBKY
UCTIONB3YeTCs 2 TUIAHIIETHI,
Ka)/1asi U3 TUIAHIIET COCTOUT
u3 72 paznuaHbix BuaoB HLA
ABC crierupuueckux
CBIBOPOTOK H IO OJJHOMY
TIOJIOXKUTEIBHOMY U
OTPHULATEIEHOMY KOHTPOIIIO.
Pe3ysbTaThl TUIIMPOBAHUH
HMHTEPIPETHPYETCS Ha
WHBEPTUPOBAHHOM
MHKPOCKOIIE 110
MPUJIATraeMOMY IIPOTOKOIY K
Habopy. Habop paccunTan Ha
TUTIIPOBAHKE 2-X 00pa3IIoB.
TexHuueckas
XapaKTepUCTHKA:

PeareHTbl He TOKHBI OBITH
OKpAIIICHBI )KEJITHIM I[BETOM,
xkenTtoe okpamuBanue HLA

yIIaKo
BKa




peareHTOB, OCTaroIIeecs
TI0CIIe pa3MOpakKUBAHMS,
yKa3bIBaeT Ha U3MeHeHue pH,
TaKue MaHeNln He TOKHBI
WCIIONIB30BAThCS JUIS TECTA.
OTKpBITHIE YITAaKOBKU HE
JIOJKHBI XPaHUTCSI COBMECTHO
C CYXHM JIBJIOM.

O6mnactp npumenenus:: HLA-
(eHOTUITHPOBAHUE T10
nokycam HLA ABC.
Komnnexranus:

Cocrout u3 2-x HaOOpOB B
WHIIMBH/YaJIbHON YIIaKOBKE.
B cocrase kaxxnoro:

1. 2 MUKpOIUTaHIIETHI 72-
JIYHOYHBIE, COJIepIKaIe B
JIYHKAax IIOJ MUHEPAIBbHBIM
MacJIOM CBIBOPOTKH,
MIOJIOKUTENbHBIN U
OTpULATENIbHBIN KOHTPOJIbHBIN
o0paser B 3aMOPO’KEHHOM
COCTOSIHMUY;

2.1 ¢nakon mo 1 mi
KpOJINYBETo
JTUOQHUIU3UPOBAHHOTO
KOMIUIEMEHTA;

3. IIporokoi k Habopam,
COOTBETCTBYIOILEH K JIOTY
Ha0OpoB (0e3 yIaKoBKH).
OKCIUTyaTalllOHHAs
XapaKTEPUCTUKA: XPAHUTHCI U
TPaHCIIOPTUPYETCS NIPH
temnepatype muayc 20°C.

55

Kommnement kponuuuii
JTUOPUITU3UPOBAHHBIHN, BO
¢maxonax 1,0 M/,
yn=50mT. HazHaueHus:
KpOJIMYUi
THOMUITN3UPOBAHHBIN
KOMIUIEMEHT H3IIOJIb3yeTCs B
Ka4eTcBe KOMIUIEMEHTA ISt
JTUM(OIMTOTOKCHIECKOTr0

(maxo




TecTa, B KOTOPOM IPUMEHSATCS
muMponutel nepudepudeckon
KpOBH YeJIOBEKa.
OYHKIIMOHAIBHOCTb:
KomnnemeHT kponuuuii
JTUOQHUITM3UPOBAHHBIN —
TIOJTY4YeH U3 MyJla CHIBOPOTOK
3JI0POBBIX KPOJIMKOB.
Kommnement nomxen
BBI3BIBATh CIIEIU(UUECKHINA
mzuc 80-100% mumdormron
B CTaH/IapTHOM
JTUM(}OLUTOTOKCHIECKOM
TecTe.

Texnuueckas
XapaKTEepUCTHKA: CyXO0e
HPOPIIKOOOpa3HOE BELIECTBO.
OO0nacTb NPUMEHEHUSL:
JTUM(OLUTOTOKCUYECKHH TECT
Komrmnekranus: ¢iakoH
conepxamui 1 M cyxoro
BEIllECTBA

VYcnoBus XpaHeHus:
XpaHUTBCS U
TPaHCIIOPTUPYETCS NIPU
temnepatype muayc 20°C.

56

HaGop pearenros s
BBIJICJICHUSI BCEX BHIIOB
JTUM(OLIUTOB METOIOM
po3eTKk000pa3zoBaHus, HAOOp
Ha BBIJENIeHHE KIeTOK u3 250
i kpoBu Kokreinb Rosette
step HLA Total Lymphocyte
Enrichment Cocktail.
Hasnauenus: peareHt
Mpe/IHA3HAYCH JIJISI BBIICTICHUSI
BCEX TUIIOB YEIIOBEUCCKHUX
TUMQOITUTOB U3 IETHHOM
KPOBHU METOJIOM HETaTUBHOM
CEINEeKIHH.
OYHKIIMOHAIEHOCTE: HA00P
HLA xoxreiins mis
BBIJICTICHUS BCEX BHJIOB

Habop

800
000

TOO «OPTONIC»




muMdonuToB, mocie
PO3eTKO0Opa3OBaHUS
HEXKeJaTeNbHBIX KIETOK, C
TIOMOIIIBIO TPaIUEHTHOTO
LEHTPUPYTUPOBAHUS
HEXKeJaTeNbHbIE KIIETKH
oce/latoTCs Ha JIHO POOHPKH,
a JKeJlaeMbIe KIIETKH
pacronoxatcs Ha pasjene ¢a3
B Bujie Oernoro konbia. OnHa
yIaKoBKa peareHra
paccunTaHa Ha BbIICIECHHE
KJIeTOK U3 250 MI1 KpoBH.
TexHuueckas
xapakrepuctuka: Kokreinb
COCTOHWT U3
KOM6I/IHI/IpOBaHHBIX AHTUTEIL
MBI U MOHOKJIOHAJIBHBIX
KPBICUHBIX aHTHUTEI.
Hexenaemble KiIeTKU
CBSI3BIBAIOTCS C
TeTpaMeTPUYECKUM
AHTHUTEIBHBIM KOMIUIEKCOM,
pacnoznatomum CD2, CD3,
CD16, CD36, CD56, CD66b
KJIETKU U TJIMKOQOpPUH A B
3pUTpOLUTaX. MBIIIMHBII
MOHOKJIOHAJIbHBIA KOMIIIEKC
anTuTen otHocuTca Kk gG1.
Oomnactp npumenenus: HLA-
THUITUPOBAHUE
Kommnekramus: B ymakoske 1
¢akoH, coneprkaruii 10 M
KOKTEWIIA C
KOMOWHUPOBAHHBIMU
aHTHTEIaMH MBIIIH U
MOHOKJIOHAJIbHBIMH
KPBICHHBIMH aHTHTEIaMH
VYcnoBus XxpaHeHust:
XpaHSHUHTCS U
Tparcnoptupyercs mpu +4C.

57

I'paguent mwioTHOCTH IJISt
BBIJICTICHUS TUM(OITUTOB U3

(maxo

215
534

TOO «OPTONIC»




nieprdepuIeckoi KpoBH,
ymakoBka 500 mur/¢ur. O6macth
Ha3HauyeHus: [ pamuent
TUIOTHOCTHY TIPUMEHSETCS JIs
BBIJIETICHUS] TUM(OLIUTOB H3
nieprdepudeckoil KpoBH
OYHKIIMOHAIBHOCTb:
[Tpumensiercst 1uis BBIACIEHUS
JTUM(OLIUTOB METOIOM
LEHTPUPYTUPOBAHUSL, TIOCIIE
YEro SPUTPOLUTHI
OCaXIAIOTCS , @ TUM(OLUTHI
COTAIOTCSI MK CIOSIMH
TUIa3MBbI U TPa/IMEHTA
IUIOTHOCTU. ['paaueHT
TUIOTHOCTH COJIEPKHUT (PHUKOIT
5,6%, HaTpuyMaMaTpuo3aT ¢
miotHocTEI0 1,007+0,001 /™M,
CTEpPUIIbHBIM.

TexHuueckas
XapaKTEPUCTHUKA: BA3KOE
KHAKOE BELIECTBO
MPO3PAYHOro IBETA, C
nontHocTeio 1,007+0,001 /M
OO0nacTb NPUMEHEHUSL:
Kierounas 6uonorus
Komrmnexranust: ¢raakon
conepxamuii 500 mi
BEILECTBA

VYcnoBus XpaHeHus:
XPaHUTHCA U
TPaHCHOPTHPYETCS IPH
Temrnepatype mitoc 4/8°C

58

[TonoxxurenbHbIA KOHTPOJIb
JUTSL TUM(OLIUTOTOKCHIECKOTO
TecTa, ymakoBka 0,5 ML
Hasnauenus: mojoxuTesHBIA
KOHTPOJIb PAUMEHSETCS IS
IIOCTaHOBKU
TUMPOITUTOTOKCHIECKOTO
TeCTa.

O YHKIMOHAIBHOCTD:
OCHOBHOI 9aCTbhIO

(maxo

53328

TOO «OPTONIC»




TIOJIOKUTETHHOTO KOHTPOJIS
SIBIIICTCS OCOOBIM 00pa3oM
WHAKTUBUPOBAHHAS
CBIBOPOTKA YEJIOBEYECKOT0
TIPOUCXOXKIEHHUS, TIOJTyIeHHasI
u3 mmyna (5-7) J0HOpOB
myxunH ¢ AB (IV) rpynmoit
KkpoBH. [Ton0KUTENBHBIIM
KOHTpOJb BbI3bIBaeT 100%
nu3uc (pa3pylieHne) Beex
TECTUPYEMBIX JTUM(OIUTOB.
ITonoxxutenbHbIA KOHTPOIIb
JIOJI’KEH OBITh MO3UTHBHBIM B
peakuuu
MHUKPOIUM (PO TOTOKCHIECKO
r'O TECTa CO BCEMHU
TECTUPYEMBIMU
JTUMOITUTAMHU.
ITonoxuTeNbHBINA KOHTPOIIb
SIBJISIETCS KOHTPOJIEM Ha
AKTHBHOCTb KPOJIUYBETO
KOMIUIEMEHTA.

Texnuueckas
XapaKTEePUCTUKA: KUIIKOCTb,
Oe3nBeTHAas.

OO0nacTb NPUMEHEHUSL:
HUMMYHOJIOTHS,
MMMYHOTEHETHKA U KIIETOYHAs
ouosorusi.

Komrnexranust: ¢aakoHsl,
conepxarrue 0, 5 M
MOJIOKUTEIHHOTO KOHTPOJISL.
VYcnoBus XpaHeHust:
XPaHUTHCS U
TPAHCIIOPTUPYETCSI HE BBIIIIE
muayc 20°C B TEMHOM MecCTe.
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OTtpunarenbHBI KOHTPOIIb
JUTS TAM(OIIUTOTOKCHYECKOTO
Tecta, yrmakoBka 0,5 mi
Haznauenust: orpunatenbHbIi
KOHTPOJIb SIBIISETCS
BCIIOMOTaTEIbLHBIM
MaTepHUaIOM ISl IPOBEICHUS

(maxo

53328

TOO «OPTONIC»




MHUKPOIUM (O TOTOKCHIECKO
IO TecTa.

@OyHKIMOHAIBHOCTH!
OCHOBHOH 4acCTbIO
OTPULIATENHEHOTO KOHTPOJIS
SIBIIICTCS. OCOOBIM 00pa3oM
WHAKTUBHPOBaHHAS
CBIBOPOTKA YEJIOBEYECKOT0
TIPOUCXOXKIEHHUS, TIOJTyIeHHasI
u3 myna (5-7) J0HOpOB
myxunH ¢ AB (IV) rpynmoit
KpoBH. CIy>KUT 7151 TPOBEPKH
YKH3HECTIOCOOHOCTH
JUM(OITUTOR.
OTtpunarenbHbId KOHTPONIb
JOJIDKEH 6BITB HETraTUBHBIM.
Bce peakuuy Ha TUIMpYOILEH
HIaHEJU OLIEHUBAIOTCS B
CpaBHCHUU C OTPULIATCIbHBIM
KOHTPOJIEM.

Texnuueckas
XapaKTEePUCTUKA: KUIIKOCTb,
Oe3nBeTHAs.

OO0nacTb NPUMEHEHUSL:
HNmmyHonorus,
MMMYHOTEHETHKA U KIIETOYHAs
ouororus

Komrnexranust: ¢aakoHsl,
conepxamue 0,5 M
OTPHULATENHEHOTO KOHTPOJIS.
VYcnoBus XpaHeHus:
XPaHUTHCS U
TPAHCIIOPTUPYETCSI HE BBIIIIE
muayc 20°C B TEMHOM MecTe.
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Habop pearenToB mis
onpenenenuss HLA-antuuren
kiacca [ u Il meromom MDA
yn=40 tectoB . Haznauenus:
TIpeHa3HAYEH /IS
OIIpeIeIeHNs Cienu(uIecKux
HLA-aaTHTET B CHIBOPOTKE
KPOBH ITAIINEHTOB [0 M MOCIIe
TPAHCIUIAHTALMH OPTaHOB.

yIako
BKa

1753
436

TOO «OPTONIC»




OyHKIMOHAILHOCTD: aHAIN3 C
romornsto Habopos LAT™
TIPEBOCXOTHO COOTHOCUTCS C
JTUM(OLIUTOTOKCHIECKUM
MeToaoM Ha Habopax LCT mis
onpenenenus anturen kK HLA
knacca I u II. Habop Ha 40
HCCIIEJOBAaHHH.

TexHuueckas
XapaKTepUCTHKA:

Ha6op cocrour u3 10
MUKpOIUIAHILIET C aHTUT€HAMH
HLA, u Habopamu peareHToB
HEOOXOQUMBIX IS
noctaHoBku MDA ananmza,
Habop paccunrtad Ha 40
OITpeIeIeHUH.

OO0nacTb NPUMEHEHUSL:
Onpenenenue HLA-anTuren
Kommexramus:

1. [Mnanmerst Micro-ELISA-
20 ruraHIIeT B yraKoBKe 10 2
TecTa B IUIAHILIETE;

2. KoHTpOonbHas CBIBOPOTKA;
JTUOQHUIM3UPOBAHHAS
ammoaHTHCHIBOpoTKa K HLA
(ucrionp3yercs B IyHKaX AJIS
TIOJIOXKUTETBHOTO U
OTPHULIATEIEHOIO KOHTPOJIS)
10x 0.2 mu1 (BocCTaHOBIEHHBIN
00BEM);

3. CrepunpHas
JIEMOHN3UPOBaHHAS BOJA
(uctonp3yeTcst I
BOCCTaHOBJICHHSI KOHTPOJIBHON
CBIBOPOTKH) 1 MI;

4. lllenounas pocdataza (AP)
KOHbIOTUpoBaHHas ¢ 1gG
yenoBeka 100X 0,3m;

5. Paz6aBuTens I aHTUTEIT
1x 50mm;

6. [IpomeBouHETt Oydhep 10x
125mi;




7. Cybcrpar ams
KOJIOPUMETPHIECKOTO
orpesieeHust hepMenTa:
BCIP, xomno-uHenTsl A u B
(Blue Phos™ ot KPL) 1x
KaxbIi praxoH 15mi
Crom-peareHT 1x 25mn

8. MHCcTpKyua mo
MIPUMEHEHHUIO Ha PYCCKOM H
Ka3aXCKOM SI3bIKax.
DKCITyaTaluoHHast
XapaKTepUCTUKA: XPaHUTh U
TPaHCIIOPTHPOBATH BCE
peareHThl Ipy Temneparype +
2-+50C
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[P nuiaH1eTsI ¢ TIEHKOM,
96-Tu nyHouHsle, V-o0pa3Hoe
JTHO, BBICOKOITPO(HIIbHEIE,
Npo3payHbIe, B yIaKOBKE 25
IITYK TannieT, wiénku -180
wryk , [IIP nnanwer aus
HCIIONIb30BaHUs ¢ HabopaMu
LABScreen, nmpo3payHsblii,
BBICOKONPOGHIbHBIH, 96-TH
JIYHOYHBIH, ¢ V-00pa3HbIM
JTHOM, B KOMIIJIEKTE C
wieHkaMu. Popmat yrakoBKH
— 25 nnanmeros, 180 mieHOK
JUIs 3aKJIEMBAHHUS JIYHOK.
CoBMeCTUMOCTB IIJIAHIIETa C
MYJIBTUILIEKCHBIM
aHanm3atopom LABSca

Habop

649
069

TOO «OPTONIC»
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KanubpoBounbie MHUKpOChepbI
Luminex
(kmaccu(pUKaIOHHBIC 1
penopTepHsIe), 25
ompenenenuii. O6IacTh
Ha3HaueHus: KamuOpoBka
obopymoBanus st HLA-
HUCCIIEIOBaHUN

O YHKIMOHAIBHOCTD:
KamnbpoBounsie
MTOJIICTUPOJIOBBIC

Habop

750
000

TOO «OPTONIC»




MUKpOc(epbl, MEYEHHBIE
(IryopeceHTHBIMH
KpacUTEISIMH, UCTIOIb3YIOTCS
JUTSL KAJTHOPOBKH
MYJBTHILIEKCHOTO
ananuzatopa LABScan 3D.
TexHuueckas
XapaKTepUCTHKA:
CoBMecTUMOCTBH Habopa ¢
MYJBTHILIEKCHBIM
aHanu3atopom LABScan 3D.
OO0nacTb NPUMEHEHUSL:
Onpenenenne HLA-anturen
JUISl TPAHCITAHTAlUKM OPTaHoOB.
Kommnexranus:
1.KanubpoBouHsie
MUKpocdeps 1-5mit;

2. KanubpoBouHsie
MUKpOCchepsl 2-5Mit;

3. Kontpons quyopeciieHTHOMH
METKHU- SMIT;

4. KoHTpONb XKUIKOCTHOM
CHCTEMBI 1-5M;

5.KoHTpOib KUAKOCTHOM
CHCTEMBI 2-5M;

6. Ctpuribl 8-yHOUYHBIC-28
LIT.

Ha6op paccuuran Ha 25
ONpEIEIICHUN.

VYcnoBus XpaHeHus:
TpancnopTupoBKa ¢
xJnazareHraMmu. TemmepaTypa
xpanernsi muHyc 2-80C.
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KoHnTponbHbie MHKpOC(EpbI
(kmaccu(pUKaIOHHBIC 1
penopTepHsIe), 25
ompenenenHii. O6IacTh
Ha3HaueHus: KamuOpoBka
obopymoBanus st HLA-
HUCCIIEIOBaHUN

O YHKIMOHAIBHOCTD:
KamubpoBounsie
MTOJIICTUPOJIOBBIC

Habop

750
000

TOO «OPTONIC»




MUKpOc(epbl, MEYEHHBIE
(IryopeceHTHBIMH
KpacUTEISIMH, UCTIOIb3YIOTCS
JUTSL KAJTHOPOBKH
MYJBTHILIEKCHOTO
ananuzatopa LABScan 3D.
TexHuueckas
xapaxrepuctuka: CoBMeCTHMO
CTh Habopa ¢
MYJBTHILIEKCHBIM
aHanu3atopom LABScan 3D.
OO0nacTb NPUMEHEHUSL:
Onpenenenne HLA-anturen
JUISl TPAHCITAHTAlUKM OPTaHoOB.
Kommnexranus:
1.KanubpoBouHsie
MUKpocdeps 1-5mit;

2. KanuOpoBouHble
MUKpOCchepsl 2-5Mit;

3. Kontpons quyopeciieHTHOMH
METKHU- SMIT;

4. Konrpons EDR -5wmu;

5. Crpursl 8-yHO4HBIC-28
LIT.

YnakoBka paccuntaHa Ha 25
ONpEIEIICHUN.

VYcnoBus XpaHeHus:
TpancnopTupoBKa ¢
xynazareHraMu. TemmnepaTypa
xpanenus — 2-80C.
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[Ipotounas sxuaxocts 20
nuTpoB. OOIACTb HA3HAYCHHUS:
[Iporounas >XxuAKOCTH [UIs
obopymoBanus s HLA-
HUCCIIEIOBaHUN

TpeboBaHUs K TEXHUYECKHM
XapaKTEPUCTUKAM:
IIporounas KuAKOCTb
HeoOXoanMa ISl TOCTaBKU
00pa3IoB K ONTHYECKON
CHCTEME MYJIbTHIUIEKCHOTO
ananm3atopa LABScan 3D.
DyHKIMOHAIBHOCTB!

(maxo

122
826
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CoBmMecTuMOCTBH Habopa ¢
MYJBTHILIEKCHBIM
aHanu3atopoM LABScan 3D n
nporpammoit HLA-Fusion
v.4.0.

OO0nacTb NpUMEHEHUSL:
Onpenencane HLA-anTuten
JUISl TPAHCIDTAHTAIUH OPTaHOB.
Kommnexranus: Komuuectso —
20 auTpoB BO (hIaKoHE.
VYcnoBus XpaHeHuUs:
Temmneparypa XxpaHeHus: —
KOMHAaTHasl.

65

OTtpunarenbHbli KOHTPONIb
1utst pearentoB LABScreen®,
10 tectoB. HeratuBHas
CBIBOPOTKA UCIHOJIB3YETCA B
Ka4ecTBE KOHTPOJIS He
cneuuduaeckoro (OHOBOrO
CUrHaja ¢ Habopamu
LABScreen u LABScreen
Multi, Tak KaK HE COAEPIKUT
anTuTen npotuB HLA-
anTureHoB | u |l-xmaccos.
YakoBKa CONEPKUT OHY
pobupky oobemom 400 MKJI.
TpancnopTupoBka
MPOBOJIUTCS B CyXOM JIBTY.
Temneparypa XxpaHeHUs —
20°C, wiM HIKE.
Konugecto onpenenenuii —
10.

CoBMECTUMOCTB C peareHTaMu
LabScreen u LABScreen
Multi.

yIIaKo
BKa

94 759

TOO «OPTONIC»

66

Konbtorar GpMKoIpuTpruHa IS
pearearoB LABScreen®, 1000
tecToB. HazHaueHus:
KOHBIOTAT (PUKOIPUTPHHA U
TIOJMKIIOHATBHBIX KO3BHX
anTHYenoBedecknx I1gG,
MpeIHA3HAYECHHBIN I
00HapYKEHHS YEII0BEUECKUX

yIako
BKa

272
411

TOO «OPTONIC»




HMMMYHOTJIOOYJIMHOB Ki1acca
IgG c nabopamu LABScreen u
LABScreen Multi.
OYHKIIMOHAIBHOCTb:
BCIIOMOTaTENbHbBII
KOHTPOJIbHBIH peareHt st
HabopoB LABScreen.
TexHuueckas
XapaxTepucTuka: 1 mMi
(akoHa B Qobre

OO0nacTb NPUMEHEHUSL:
onpenenenue HLA-anTuren
JUISl TPAHCIIAHTAlUKM OPTaHoOB,
JUTSt in Vitro JUarHOCTHKY.
VYcnoBus XpaHeHus:
TPAHCIIOPTHPOBKA MTPOBOAUTCS
B CyXOM JIbJly. XpPaHUTb IIPU
temmnepatype ot 2 10 8 ° C.

67 | OuKpOIPUTPHUH 284 TOO «OPTONIC»
KOHBIOTHPOBAHHBIN co 618
CTPENTABUIMHOM [UTSI MEUCHHSI
OMOTHHMINPOBAHHBIX 30HIOB | YIaKo
K ananuzatopy LABScan 3D, | BKa
B ymakoBke 2000 TectoB
68 | SARS-CoV-2 IgG, sBnseTca | Ymako -
XEMUNMOMUHECUEHTHBIM BKa
MMMYHOAHaIM30M Ha | (100
MMKpOYaCTMLLaX (CMIA), | TecTO
npeaHasHaYeHHbIM aona | B 1B
KayecTBeHHoro onpegeneHus | YI2KO
BKE)

aHTuTen IgG K supycy SARS-
CoV-2 B CbIBOPOTKE M nasme

KpOBU YyesioBeKa Ha
aHanuzatope ARCHITECT i
System.

Tect SARS-CoV-2 I1gG
MCNONb3yeTcaA B KayecTBe
BCMOMOraTe/IbHOro  CpeacTsa
ONArHOCTUKM MHbEKLMH,
Bbi3BaHHOM BUpycom SARS-




CoV-2, COBMECTHO C
pe3ynbTatamm Apyrux
nabopaTopHbIX UccnesoBaHUM
M KJAMHUYECKON  KapTMHOWM
naumeHTa. Pe3ynbTatbl TecTa
SARS-CoV-2 IgG He cnepyet
ucnosb3oBaTtb B KayecTse
€OMHCTBEHHOrO  NoKasaTens
AR NOCTaHOBKM AMarHo3a.

Tect SARS-CoV-2 I1gG
pa3pabotaH TakMm obpasom,
yTobblI OMpeaenaTb aHTUTEna
Knacca G (1gG) K
HYKNeoKancMaHomy 6enky
BUpYyca SARS-CoV-2 B
CbIBOPOTKE W MJIa3Me KpOBMW,
NnojslyYyeHHor OoT  Juy ¢
npuU3Hakamn M CUMITOMaMM
3aboneBaHuA npu
nogo3peHun Ha
KOPOHaBUPYCHYIO MHbEKUMIO
(COVID-19), nnm B cbiBOpOTKE
M nnasme  KpoOBM  nnL,
KOTOpble Moram 6bITb
nHoMumposaHbl SARS-CoV-2.
KopoHaBupycHaa  uHdeKumA
COVID-19 - 370 3aboneBaHue,
Bbl3blBAEMOE HOBbIM TUMOM
KOpPOHaBMpyca, MNONYYMBLUMM

HasBaHue KOpOHaBMpyca,
BbI3bIBAKOLLETO TAXKeNbIN
oCTpbIl pecnMpaTopHbIn

cuHapom 2 (SARSCoV-2,
npe)kHee HasgaHune 2019-
nCoV), KoTopblit 6bin BNepBble
BbifiBleH B JeKabpe 2019
roga BO BpPemMa  BCMbIWKK
pecnuMpaTopHbIX 3aboneBaHN
B Kntae. 11 mapta 2020 roga
BcemupHasn opraHusauma
3/1paBOOXpaHeHUA (BO3)




obbsaBuUNa COVID-19
rnobanbHom naHaemuen.
NHKy6aLMOHHbIN nepuog,
COVID-19 coctasnset ot 1 go
14 pHen, B 6ONbLWKHCTBE
cnyvaes CUMNTOMbI
nposasaatoTca Ha 3 - 5 geHb
uHduumposaHua. Haumbonee
pacnpocTpaHeHHbIMK
cMMmnToMmamu COVID-19
ABNAOTCA NoBbllWEeHHas
Temnepartypa, YTOMAAEMOCTb,
cyxon Kawesb 7
3aTpyaHeHHoe OblXaHue.
COVID-19 Take moOXeT CcTaTb
NPUYNUHON Pa3BUTUA OCTPOrO
pecnupaTopHOro  AucTpecc-
CUHApOMaA (opac).
Coobuiaercs, yTOo
K03dPUUMEHT neTanbHOCTU B
mupe coctasnseTt 6,3%. IToT
nokasaTe/slb  yBe/NM4YMBaETCA
3aBMCMMOCTM OT BO3pacTa M
HannuuA COMYTCTBYOLWNX
3aboneBaHui.

Bosbyautenem 3abonesaHuA
COVID-19 saBnsaetca  beTa-
KOPOHaBMpYcC,
npuUHagaexKawmi K cemeincTsy
BMPYCOB,  KOTOpble  MOryT
BbI3bIBATb pecnupaTopHble
CMMMATOMbl — OT CMMMATOMOB
0b6blyHOM npocTyAbl no
OCTPON NHEBMOHUW. [aHHble
BMpPYCbI TUMWYHBI ana
YKMBOTHbIX NO BCEMY MUPY M
MOFYyT B KOHEYHOM uTore
nopaaTtb nogen, KaK,
BEPOATHO, W MPOM3OW/IO B
cnydae ¢ supycom SARS-CoV-
2.




B otBeT Ha MHOUUMpOBaHME
BUPYCOM SARS-CoV-2
UMMYHHas cUCTEMa HOCUTeNA
npou3BoanT cneundpuyeckme
aHTuTena. Coobuiaercs, u4TO
3TM aHTUTENa MNOABAAITCA B
CbIBOPOTKE UM N1a3Me KpOBU
MHOULMPOBAHHDIX noaen
nocne obHapyxeHus
PUBOHYKNENHOBOM  KMCNOTbI
(PHK) Bupyca B o06pasuax
Ma3KOB W OT HECKO/IbKMX AHel
4o 2 Hejenb nocne

nosB/aeHUA CMMNTOMOB.
Cneumnduyeckme 1gG aHTUTENA
K SARS-CoV-2
obHapyxusatoTca y
naumeHtoB ¢ COVID-19 Ha
aTane nposBaeHua
CMMNTOMOB 3aboneBaHuA

nocne toro, Kak PHK 6osbLlie
He  obHapyxwusaetca. [o
MMEKLWMMCA CBeAEeHUAM,
COBOKYMNHOe n3yyeHume
pe3ynbTatoB  MCCNenoBaHUA
PHK ©n Hanunuma aHTUTEN
obecneunsaet
YyBCTBUTE/IbHOCTb >99%.
Mpucytctene aHtuten IgG
nossonser
MAeHTUOULUMpPOBaATL  NHOAEMN,
MHOUUMPOBAHHBIX B
npownomM, BbI34OPOBEBLUMX
nocne 3aboneBaHus n Tex, y

KOro BblpaboTanca
UMMYHUTET. TecTbl Ha
onpeaeneHue aHtuten 1gG um
apyrue ceposiornyeckune

TECTUPOBAHNA UMEIOT BaXKHOE
3HayeHne B nUccneaoBaHUN U
MOHUTOPUHTE 3aboneBaHuA.




JaHHbI Tect ABnAeTcA
aBTOMATU3MPOBAHHbIM
OBYCTYNEHYaTbIM
MMMYHOaHaIN30M anAa
KauyeCTBEHHOro onpeaeneHus
aHTuten 1gG Kk SARS-CoV-2 B
CbIBOPOTKE W MJia3me KpoBu

Yyenoseka Ha ocHoBe
TEXHONIOTUN
XeMUItoMnNnHeCcUeHTHOro
MMMYyHOaHaNn3a Ha
MuKpoyacTmuax (CMIA).
CmewwmnsatoTca 7
WMHKYBUupyeTcA obpaseu,

napamarHuTHble
MMUKPO4YaCcTULbl,
CEHCUBUNN3NPOBAHHbIE
aHtureHom SARS-CoV-2, wu
OVNOeHT  TecTa.  AHTUTena
knacca 1gG K SARS-CoV-2,
npucyTcTeylowme B obpasue,
CBA3bIBAOTCA
MMUKpPOYaCcTULAMM,
CeHCUBUNN3NPOBAHHBIMM
QHTUreHoM SARS-CoV-2.
PeaKuyMoHHan cmecb
npombiBaetca. [obasnsetca
aKPUAMH-MEYEHbIA KOHblorat
aHTUTen K IgG yenoseka anA
obpasoBaHMs  peakUMOHHOM
CMecu, CMecb MHKybupyeTcs.
Mocne uuMKna NPOMBIBKM K
peaKkuMOHHOM cmecu
[06aBNAKTCA NpPEeTpUrrepHbIn
W TPUITEPHbIA PacTBOpPbI.
Monyyaemas B pe3yabTate

XEMUAOMUHECLLIEHTHAA
peakums nsmepseTcs B
OTHOCMUTE/IbHbIX CBETOBbIX

eamHnuax  (RLU).  Mexay
KoanyectBom aHTuTen IgG K




SARS-CoV-2,
npucyTcTByOWMM B 0bpasue,
n RLU, petekTMpoBaHHbIMK

ONTUKOM CUCTEMBbI,
cywecTsyer npamas
32aBUCMMOCTb. JaHHoe
COOTHOLWIEHME OTPAKEHO B
paccyMTaHHOM 3Ha4YeHUn

Index (S/C). Hanuuume wunu
oTcyTcTBMe aHTMTen IgG K
SARS-CoV-2 B obpasue
onpepenaeTtca nytem
CpaBHeHUA RLU
XEMUNOMUHECLLEHTHOTO
curHana B peakumm u RLU
KanmbpaTtopa.
MuKpouacTuubl:
MwuKpoyacTuubl,
CEHCMBUNN3MPOBAHHbIE
OYMLLEHHBIM PEKOMBUHATHBIM
aHTureHom SARS-CoV-2, 8 TRIS
bydepe ¢ cypdaKktaHTOM.
MwuHumanbHaa
KOHUEHTpaLuua: 0,045%
TBEPAOro BeLlecTBa.
KoHcepBaHTbl: ProClin 950 un
asng  HatpuA.  KoHwbloram:
AKPUONH-MEYEHHbIN
KOHblOraT aHTUTen
(MbILWKWHBIX,
MOHOK/I0HaNbHbIX) K 1gG
yenoseka B MES-bydepe c

cypdakTaHTOM "
NPOTEMHOBbLIM (6bIubUM)
ctabunmsatopom.
MuHumanbHasa

KOHUeHTpauusa: 4  ng/mL.
KoHcepeaHTbl: ProClin 300 u
NPOTUBOMMKPOBHbIE

npenapatol. MPOMbIBOYHbIN
6ydep: TRIS 6ydep wu




[LeTepreHT. KoHcepBaHTbI:
ProClin 950 u a3ug HaTtpus.

Tunbl o6pasyos: CbiBOPOTKa
KpoBM (npobupka ans cbopa

obpasyoB  —  CbIBOPOTKa
KpoBMu); Mnasma KpoBM
(npobupka ansa cbopa
06pasuoB - EDTA).
UHTepnpeTauua pesynbTaTos:
noporosoe 3HayeHue

cocrasnsaer 1.4 Index (S/C).
<1.4 — oTpuuaTenbHbi; 21.4 —
NOIOXKUTENbHbIN.
BocnpoussoanmocTb:
BHyTpmnnabopatopHas
BOCMpPOM3BOAUMOCTb:
NccneposaHne npoBoAnIoChH
Cc ucnonb3oBaHvem 1 cepumn
SARS-CoV-2 1gG PeareHTOB
ana Architect (SARS-CoV-2 1gG
Reagent Kit), 1 cepun SARS-
CoV-2 IgG Kanubpatopa ans
Architect (SARS-CoV-2 1gG
Calibrator Kit), 1 cepuun SARS-
CoV-2 F={€] KOHTpObHbIX
maTepuanos pgna  Architect
(SARS-CoV-2 IgG Control Kit)
Ha 1 aHanusatope. [Ba
KOHTpOANA Tectnposanuce B 10
NnoBTOpPax B TeYeHUW 5 aHel.
AHanuTtnyecKasn
cneunéduyHoctb:  O6pasupl,
NnoJly4eHHble OT MaLMEeHTOB C
Apyrumum MeONLMHCKUMU
COCTOAHUAMM,  UCCNefoBanu
Ha npeameT MOTeHUManbHom
KPOCC-pPEaKTUBHOCTM B TecTe
IgG SARS-CoV-2. Bcero 6bino
uccnepgosaHo 182 o6pasua,
NOJIy4EHHbIX OT MALUEHTOB C
3aboneBaHUAMM u3 36




pasanyHbIX KaTteropuin. 181 u3
182 o06pasuoB  OKasanucb
oTpuLUaTeIbHbIMK 7 1
obpaseL, oKasasnca
NOMOXWUTENbHBIM B TecTe
SARS-CoV-2 IgG. Knaccosas
cneunPuUUHOCTb: AHTUTENA K

IgG YenoBEKa,
MCNONb30BaHHbIE B  TecTe
SARS-CoV-2 IgG,
NPOAEMOHCTPUPOBANN Kaacc-
cneumduryeckyto

peakTMBHOCTb  TO/IBKO  Ha
m3otonbl IgG 4enoseka. He
HabaAaNoCh CBA3bIBAOLLENO
B3aMmoaencTama c
YyenoBeyeCcKknm IgM,
yenoseyeckmmn  IgA  nam
oseybhmu IgG.
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SARS-CoV-2 IgG kKanubpatopbl,

npegHasHayeH ans
KannbpoBKM cucTembl
Architect i System npu

KayeCcTBEHHOM onpeaeneHun
aHTUTen Knacca IgG K SARS-
CoV-2 B CbIBOPOTKE M niasme
KPOBW YesioBeKa.

Kanunbpatop: COAEpPHRUT
WMHaKTUBMPOBAHHbIN, He
coaepKawmi KNeTOoK

maTepuan, MOAy4eHHbIN U3
KPOBM Y€N0BEKA, PEAKTUBHbIN
Ha aHTuTena 1gG K SARS-CoV-
2. KoHcepBaHTbI: a3ng HaTpuA
7 NPOTUBOMMKPOBHbIE
npenaparbl. Kannbpatop
COLEPXUT MNONYYEHHble OT
yesioBeKa n/man
NoTeHLMaNbHO

MHOEKLMOHHbIE KOMMOHEHTbI.
Hn oauH w©3  U3BECTHbIX

yIaKo
BKa
(100
TECTO
B1lB
yIaKko
BKE)
Kaiuo

parop
Bl




mMmeToaoB TeCTUpOBaHMA  He
MOXET TrapaHTnpoBaTb, 4TO
mMaTepuanbl, Nony4eHHoble OT

YyesloBeKa, I
WHAKTUBMPOBAHHbIE

MUKPOOpPraHn3mbl He
nepeHocATt UHdeKUMIO.

Nostomy BCe martepuansbl,
nosiydeHHble OT YenoBeKa,
cnepyet cyMTaTh
noTeHUManbHo
MHOEKLMOHHBIMM.
MaTepuanbl, NosyyeHHble OT
Yyenoseka, UCMONb30BaHHbIE B
Kanubpatope, 6bim
NpPOTEeCTUPOBaHbI "
onpegeneHbl Kak peakTusBHble
Ha aHTMTena IgG K SARS-CoV-2
M HepeakTUBHble Ha HBsAg,
HIV-1 RNA wnm  aHTK-HIV-
1/HIV-2 1 aHTn-HCV.
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SARS-CoV-2 IgG KoHTpoaw,
KoHTponbHble maTepuansl A4
Architect npegHa3sHaveHbl ans
OLLEeHKM BOCMPOU3BOAMMOCTH
Tecta " BblIB/IEHMUA
CUCTEMATUYECKUX

QHANIUTUYECKUX OTKNOHEHUI B
paboumx XapaKTepuCTUKax
cuctembl Architect i System
npwu KayeCcTBEHHOM
onpeaeneHMn aHtuTen 1gG K
SARS-CoV-2 B CbiBOPOTKE M
niasme  KpoOBM  YesiOBeKa.
KoHTponb  oTpuuaTenbHbIN
COAEPXKUT  nnasmy  Kposu

YyesloBeKa. KoHTponb
NONIOXKUTENbHDbIN  COAEPKUT
WMHaKTUBMPOBAHHbIN, He
coaepsKalmii KNeToK

maTtepuan, I'IOI'Iy‘-IEHHbIﬁ n3

yIaKo
BKa
(100
TECTO
B1lB
yIaKo
BKE)
KOHT
oI




KPOBW YenoBEKa, PEaKTUBHbIN
Ha aHTuTena IgG Kk SARS-CoV-
2. KoHcepBaHTbI: a3ug HaTpua
" NPOTUBOMMUKPOBHbIE
npenaparbl.

KoHTponb  oTpuuaTenbHbliA:
Konunyectso 1x4.0 ml, Index
S/C<0.78.

KOHTPO/Nb MONOXKUTENbHbI:
Konuyectso 1x4.0 ml, Index
S/C 1.65 —8.40.

MaTepuanbl, NONyYeHHble OT
YyesioBeKa, UCMo/Ib30BaHHbIE B
NOJIOXKUTE/IbHOM  KOHTpoOAe,
66l NpOTECTUPOBaHbl U
onpegeneHbl Kak peakTusBHble
Ha aHTuTena IgG K SARS-CoV-2
M HepeakTUBHble Ha HBsAg,
HIV-1 RNA wnm  aHTU-HIV-
1/HIV-2 " aHTK-HCV.
MaTepuan, nNo/yYeHHbIh OT
Yyenoseka, WCNO/b30BaHHbIN
KakK OoTpuUaTeNbHbIN
KOHTPO/b, 6bin
NpPoTecTMpoBaH U onpeaenéx
KakK HepeaKTUBHbIN Ha
aHtTuTena 1gG Kk SARS-CoV-2,
HBsAg, HIV-1 RNA naun aHtm-
HIV-1/HIV-2 1 aHTn-HCV.
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KonTeitnep nmonumepHbIil 1t
KOMITOHEHTOB KpPOBH,
OJHOKPAaTHOTO IPUMEHEHNS,
CTEpUIIbHBIN, OTHOKaMEPHBII
00bem 300mi (¢ MApKUPOBKOM
u 6e3)

800
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Habop -HBs ag anturen mis
BBISIBJICHUSI ITOBEPXHOCTHOTO
aHTUTeHa JJIsl BUpyca
renatura B Tect-cucrema
MMyHO(EepMEHTHAS IS
onpenenenust Hbs -anturena

HaO




C UCIIOJIB30BAHUEM
peKOM6I/IHaHTHOFO AHTUI'CHA U
MOHOKJIOHAJIbHBIX aHTHUTCII
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HaGop pearenros s
UMMYHO(EPMEHTHOTO
BBISIBJICHUSI
HMMMYHOTJIOOYJTHHOB KJIaCcCOB
G u M k Bupycy renatura C.

Hab

74

Habop pearenros s
UMMYHO(EPMEHTHOTO
BBISIBJICHHUS] CYMMapPHBIX
aHTuTen K Treponema
pallidum.

Hab

75

Tect-cucrema
UMMYHO(hEPMEHTHAS IS
BBISIBIICHHS U TIOATBEPIKACHUS
HBsAg ¢ ucnonb3oBanmem
PEKOMOMHAHTHOI'O AaHTUT€HA U
MOHOKJIOHAJIbHBIX aHTUTEJI.
(ogHOCTaMITHASI TIOCTAHOBKA).

Hab

76

HaGop pearentos jyis
UMMYHO(EPMEHTHOr0
BBIBJICHMS QHTHTEI KJIacca
IgG x Treponema pallidum

Hab

77

HaGop pearenros jyis
UMMYHO(EPMEHTHOTO
BBISIBJICHUS U ITOATBEPKICHU
HaJIM4YMS KMMYHOTJIOOYJIHHOB
knaccoB G u M k Bupycy
renatuta C.

Hab
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[TnacTukoBbie (IIAKOHBI C
NUTATENBHON cpeson A
OIIpEeIeTICHUSI IPUCYTCTBUS B
TpoMOOIHTaX a3poOHON
¢uopsl ipu padote Ha
0aKTEepPHOIIOTHIECKOM
aHaJIM3aTOpe KYJIBTYP KPOBH U
MukobakTepuit. OHOpa30OBBIC
(maxons! comepkat 30 M
KOMIUIEKCHOW MUTATENbHOM
cpenpt M >1,6 T
aacopOUPYIOMIHIX
nonuMepHbIX rpanyi. Cpena

379
500

TOO HII®
«MeaunHI»




COCTOMT U3 CIEIYIOIIUX
KOMIIOHEHTOB:
MAaHKPEaTHYECKUIA THAPOIN3AT
(mepeBap) kazenHa (1,7%
Bec/00bEM), MalTanHOBBIN
THIIPOJIN3aT COEBOM MYKHU
(0,3% B/0), monuaHeTON-
cynbponat Hatpus (SPS)
(0,035% B/0), MUPUIOKCUH
HCI (0,001% B/0) u npyrue
KOMILIEKCHbIE aMUHOKUCITOTHI
W YTJIEBOJHBIE CYOCTPaTHI B
JTUCTUJUTMPOBAHHON BOJIE.
DJ1aKOHBI MOATOTOBJICHBI B
Bakyyme ¢ CO2 B kuciopoze.
100 mrr/ym.
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[TnacTukoBbIe (IIAKOHBI C
MUTATEIBHON cpeoi s
onpeAcIcHus MPUCyTCTBUS B
TpoMOOIMTaX aHaIPOOHOU
¢uopsl pu padote Ha
0aKTepHOIOrHUECKOM
aHAIN3aTOpe KYJIbTYP KPOBH H
Mukobakrepuii. OTHOpa3oBbIe
¢akonsl copepxar 40 mi
KOMILUIEKCHOH NUTATEIbHON
cpensl m>1,6 T
aJICOPOUPYIOIINX
MOJIMMEPHBIX TpaHyn. Cpena
COCTOUT U3 CIIEIYIOIINX
KOMIIOHEHTOB!
MAaHKpeaTHYEeCKUI THAPOIN3AT
(nepeBap) kazeuna (1,36%
Bec/00beM), TTATTaHOBBIH
TUIPOIN3aT COEBOM MYKH
(0,24% B/0), nonuaneTon-
cynbdonaT HaTpus (SPS)
(0,035% B/0), BUTamMuu K3
(0,00005% B/0), TemuH
(0,0005% B/0), mposKEBOI
skcrpakt (0,376% B/0),
THAPOXJIOPHA HPUIOKCHHA
(0,0008% B/0),

yu

379
500

TOO HII®
«MeauHmI




MTUPOBUHOTPAIHAS KHCIIOTA
(comp Hatpus, 0,08% B/0),
BOCCTAHOBUTEJH U IPyrue

KOMIUTEKCHbIE aMHUHOKHCIIOTHI

U YTJIEBOJHEIE CYOCTpaTHI B
JTUCTUJUTUPOBAHHON BOJIE.
dnaxoHBI TOJATOTOBJIECHBI B
Bakyyme ¢ CO2 B azore. 100
1T/ Y11,
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KoHTponbHas KpoBb (HU3KHI
YPOBEHB)/1JIsI IPOBEPKH
MIPELM3UOHHOCTH ¥ TOYHOCTH
reMaToJIOTMYEeCKUX
aHaJIM3aTOPOB 10 16
JTUATHOCTUYECKUM U 6
CEpBUCHBIM TIapaMeTpam

yiu

48

13376

TOO HN®
«MegmnaHa»
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KonrponbHas
KpOBb(HOPMa) Il IPOBEPKU
MPECU3UOHHOCTU U TOYHOCTH
reMaToJIOTMYeCKUX
aHaAJIN3aTOPOB 1O 16
JUAarHOCTHYECKUM H 6
CEpPBUCHBIM IIapaMeTpam

yu

48

13376

TOO HN®
«MegunsHg»
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KonTtponasHas KpoBb(BBICOKHIA
YPOBEHB) ISl IPOBEPKH
NPEUU3HOHHOCTH U TOYHOCTH
TeMOTOJIOTHYECKUX
aHAJIN3aTOPOB 1O 15
JUAarHOCTHYECKUM H 6
CEPBHCHBIM IIpenapaTam

yiu

48

13376

TOO HN®
«MegunsHg»
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T'oTOBBIN K HCIONTB30BAHUIO
peareHt, Ui TU3UPOBAHUS
SPUTPOLUTOB U IJISI TOYHOTO
MoaCYEeTa
JICHKOIIUTOB,aHAJIN3a
pacnpeneneHus
TPEXMOIAIBFHOTO pa3Mepa
TIEHKOIUTOB(JICHKOIUTOB, HEHT
podhHITOB U cMeNIaHHOH
TIOITYJISIITUH KIIETOK )M
M3MEPEHHUS YPOBHS
remo0100mHa. COMEPIKUT COTU
AMMOHWSI ¥ XJIOpa HATPHUS

130
884

TOO HMN®
«MegunnaHg»
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CHJIBHONIEJIOYHBII
OUHMCTHUTENH 00heM 50
MJI,HCTIONB3yEeMBIH JIIIS

yIAICHUS JTU3UPYIOIINX
peareHTOB,KIIETOYHBIX
OCTaTKOB U IIPOTBUHOB KPOBU
U3 THIPABIUYCCKON CHCTEMOM
pubopa

43198

TOO HM®
«MeagunaHg»
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Paz6aBuTenb, nCronbp3yeMblii
JUTs pa30aBICHUS
ACIIUPHUPOBAHHBIX TIPOO JTst
aHaNN3a C [EeJbI0 U3MEPEHHSI
KOJIMYECTBA
JICHKOIMTOB,KOHI[CHTPAIIUH
reMoryioOMHa U KOJIM4ecTBa
TPOMOOIIMTOB MPOBOAUMOCTh
He 6onee 13,40 mS pH

45445

TOO HII®
«MeauHI
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Kapta ans npoBeneHus
IIPSIMOM U HETIPSIMOM peakLuu
Kymb6ca. [lomxkHa conepxath
HEe MeHee 8§ MUKPOIIPOOUPOK.
Ha nuueBoii aTUKETKE KapThl
yKa3aH THI MUKPOIIPOOUPKY -
Mukporpodupka AHG.
Kaxxnas MukporipoGupka
KapThl JOJDKHA COZIepKaTh
TIOJIUMEPU30BAHHbIE
JIeKCTpaHbl B OyQepHoii cpene
¢ KOHCEpBaHTaMH,
CMeEIIaHHbIE C
TIOJIUBAJICHTHBIM
AQHTHYEIOBEYECKIM
TIIO0YITHHOM (CMeECh
KPOJIMYbETO
TOJIMKIIOHAIBHOrO aHTh-1gG
BRIC-8, MS-278 u
MOHOKJIOHAIBHOTO anTu-C3d,
aHTU-IgM aHTUTENa MBILLIY,
xion 12011 D10). Kapra
JIOJDKHA UMETh ClIeLHaTbHBIA
IITPUXOBOH KO JUIA
aBTOMATHYECKON
uaeHTHOUKALMH e€ TUMa,

(50
T B
yTaK)

20

77372

TOO «/leabpyc PK»




HOMepa MapTHH, 3aBOJICKOT0
HOMepa, CPOKa TOTHOCTH U
OBITH COBMECTHMA C CHCTEMOM
ABTOMATHU3UPOBAHHON AcCross

System s
HMMYHOT€MATOIOT NI ECKHX
HCCIIEI0BaHUH.
87 Kapta mis onpeneneHus Y 15 53121 TOO «deaspyc PK»
rpynmsl kpoBu ABO nipsiMbiM (50
U IEPEKPECTHBHIM METOIOM H IIT B
pesyc-akTopa He MeHee ueM yII)

JIBYMs pa3INYHBIMHU aHTH-D
pearentamu. JlomkHa
coJiepKaTh He MeHee 8§
MUKpONpoOHpok. B kaxxmoi
MUKPONPOOHPKE KapThl
JIOJKHBI COIEPIKATHCSI
HOJTMMEPH30BAHHBIC
JIeKCTpaHbl B OyQepHoii cpene
C KOHCEePBaHTaMH,
CMEIIaHHBIE C PA3THYHBIMH
pearenramu. Tun
MHUKpOITPOOUPKH yKa3aH Ha
JINLIEBOM 3TUKETKE KapThl:
MHKpOITpOOUpKa A,
MHKpoOIpoOupka B,
MUKporpooupka AB,
MuKporpodupka DVI-,
MuKkporpodupka DVI+,
Mukporpooupka Ctl.,
MuKporpodupka N/A1,
Mukporpodupka N/B (A-B-
AB-DVI--DVI+-Ctl.-N/Al-
N/B). Mukpormpobupka A
JIOJDKHA COZIepIKaTh
MOHOKJIOHAJIBHBII peareHT
antu-A (IgM-anrturena
MeIei, kon BIRMA-1).
Muxponpo6upka B nomkaa
coziepKaTh MOHOKJIOHATEHBIH
pearent autu-B (IgM-
aHTHUTeNa MbIeH, Ki1oH LB 2).
Muxponpobupka AB momkna




coJiepKaTh MOHOKJIOHAJTBHBIHN
pearent antu-AB (cmecs IgM-
QHTHUTEJ MBIIICH, KIIOHBI
BIRMA-1, LB-2).
Muxkponpobupka DVI-
JIOJKHA COJIEPIKATh
MOHOKJIOHAJIbHBIH peareHT
antu-D (IgM-anrturena
yesoBeka, ki1oH RUM 1).
Muxkponpobupka DVI+
JIOJDKHA COJIepKaTh HE MeHee
50 xaprt (50 TecToB) B
ynakoBke ynak +2...+25°C 15
MECSIIEB MOHOKJIOHAJIbHBIN
pearent antu-D (cmech IgG- n
IgM-anTuTen yenoBeka,
xiousl RUM 1, P3X61, MS-
26). JlanHsbii
MOHOKJIOHAJIbHBIN anTH-D
peareHT BhIIBIIACT ¢1a0biid D u
YacTUYHbIE BapuaHThl D-
aHTHUI'€HA, BKJIIOYas BAPHAHT
DVI. Mukpornpo6upka Ctl.
JIOJDKHA coJiepKaTh Oy(hepHbIit
pactBop 6e3 aHTHTEN
(KoHTpONMBHAS
MHUKPOIIPOOUPKA).
Muxkponpo6upku N/A1 u N/B
JIOJDKHBI COAEPIKATh
O0ydepusiii pactBop 0e3
aHTUTeN (OmpeaereHue
rpymms! kpoBu ABO
MIEPEKPECTHOM peakLnu ¢
HCIIONB30BaHUEM
CTaHIAPTHBIX 3PUTPOLIUTOB
Al, B). Kapra nomkaa nmeTh
CIIEUaNbHBIN IITPUXOBOU KO
JUISI aBTOMAaTHYECKON
uneHTH(OUKALH e€ TUIa,
HOMepa IapTHH, 3aBOACKOTO
HOMepa, CpOKa TOAHOCTU H
OBITH COBMECTHMA C CHCTEMOI
aBTOMATH3MPOBAHHON AcCross
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System s
AMMYHOT'€MaTOJIOT Y €CKUX
HCCIICIOBAHMIA.

89

PactBop U1 IPUTOTOBIIEHHS
CYCIIEH3UH SPUTPOLUTOB.
®dnaxoH comepkuT OypepHbIi
pacTBOp HU3KON MOHHOM
cuibl. PacTBop omkeH ObITh
COBMECTHUM C T'eJIEBBIMU
kapTamu Across System.

(naxo

10

15164

TOO «Jeaspyc PK»
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CranmapTHBIC SPUTPOIUTHI
JUTSI CKpUHUHTA aHTHTEN - 4-X
KJIeTo4yHas naHenb. Habop u3
yeThipeX (1akoHoB. Kax b

(hI1aKOH JIOJDKEH COAEPKaTh He
MeHee 10 MJT yenoBeyecKux
SPUKTPOIUTOB Tpynmsl O B

Buze 0,8% cycriensuu, B
O0ydepHoM pacTBope U C
KOHCEpPBaHTaMH.
(OputpouuTs BO GrakoHax B
Ha0Ope OTIINYAIOTCS 110
COCTaBYy aHTUT'CHOB H
0TOOpaHBbI C 1IENbI0

JICTEKTUPOBaHuUs Haubosee

KJIMHUYECKH 3HAYUMBIX
anTturen.) Peaktus
MPOU3BOAUTCS U3 MaTepuana
OJIHOT'O JOHOpa ISl KKIOr0
¢nakona. CTeKJIsTHHbIC

(hITaKOHBI C KPBIIIKAMH CO
BCTPOCHHBIMH ITHIIETKAMH.

Hcnonb3yeMslii B cocTaBe
OydepHsIii pacTBOp IOIDKEH
OBITh COBMECTUM C I'€JIEBBI

kapTamu Across System.

yiu

12

30111

TOO «/leabpyc PK»

CraHzapTHBIE SPUTPOLIUTHI
JUISL ONIpeeTICHUS TPYIIIIbI
kpoBu ABO miepekpecTHBIM
MetoxoM. HaGop u3 nByx
(maxoHOB. Kaxkneiii rakon
conepxut He MeHee 10 M

YCJIOBCUCCKUX SPUTPOLIMTOB

12

17736

TOO «Jdeaspyc PK»




rpynn Al u B
cooTBeTCTBEHHO, B 0,8-%
cycrnensuu, B 0yhepHOM
pacTBope ¢ KOHCEpBaHTaMHU.
PeaxTuB npousBoautcs u3
MaTepHaa OJHOTrO JOHOpa
JUTSA KaxIoro (1akoHa.
CrexysiHHBIE (QIIAKOHEI C
KPBIIIKAMH Pa3HOTO [IBETa CO
BCTPOEHHBIM IHIIETKAMHU.
Hcnonb3yemslii B cocTaBe
Oy(epHBIN PacTBOP MTOHKEH
OBITH COBMECTHM C I'€JIEBEIMU
kapTamu Across System.
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Kapra nns onpenenenus
anturenoB Dvi+(RH1),
C(RH2), E(RH3), c(RH4),
e(RH5), Cw(RHS8) u
Kell(KEL1). Jomxha
co/iepKaTh HEe MeHee 8
MHUKPOITPOOUPOK.
MHUKpONPOOUPKY reIeBOit
KapTsl Across ajst
(eHOTUITHPOBAHUSI 10
cucreme Rh ¢ Kell (K)
0003Ha4YeHbI Ha ITUKETKE Ha
NepelHEN CTOPOHE KapThl: -
Muxkponpo6upka DVI+(RH1):
MOHOKJIOHAJIbHBIN aHTH-D
(uenoBeueckue IgG u IgM
anrurena, kionsl RUM 1,
P3X61, MS-26) -
Muxponpo6upka C(RH2):
MOHOKJIOHAJIbHBIH aHTH-C
(artutena IgM genoBeka, MS-
24) - Mukponpobupka
E(RH3): MOHOKIIOHATEHBIH
antu-E (anturena IgG
genoBeka, MS-258, MS-80) -
Muxponpo6upka ¢(RH4):
MOHOKJIOHAJIbHBIH aHTH-C
(amtuTena IgM gyenoBeka, MS-
33) - Muxponpobupka

Y
(50

oT B

ym)

112
181

TOO «/leabpyc PK»




e(RHS): MOHOKJIOHATHHBIH
antu-C (anrurena IgM
yeoBeKa, KIIoHsl MS-16, MS-
69) - Mukponpobupka
Cw(RH8): MOHOKJIOHAJIEHBIHA
antu-Cw (anturena [gG
yesoBeka, KI1oH MS-110) ne
Menee 50 kapt (50 TectoB) B
ynakoBke ynak +2...+25°C 15
MecsIeB

- MukponpoOupka
KELL(KELZY):
MOHOKJIOHAJIbHBIN anTu-Kell
(anTHTEna IgM uenosexa,
Kj10H MS-56) -
Muxkponpobupka Ctl.:
OTtpunatenbHbII
KOHTPOJIBbHBIN 00pasen Kapra
JIOJI’)KHA UMETh CHeUaIbHBINA
ITPUXOBOM KO I
aBTOMAaTHYECKOU
uaeHTuUKauuu e€ Tua,
HOMepa MapTHH, 3aBOJICKOTI0
HOMepa, CPOKa TOTHOCTHU U
OBITH COBMECTHMA C CHCTEMOM
ABTOMATU3UPOBAHHON ACross
System ms
HMMYHOT€MAaTOJIOTHY ECKHX
HCCIIEI0BAHUI.

92

I'eneBas xapTa Akpocc ¢
HEUTpaJbHBIM reseM JomxHa
coliepKaTh He MeHee §
MHUKpOIpoOupok. B xaxmoit
MHUKPOIPOOUpPKE KapTHI
JIOJIKHBI COAEPKATHCS
HEUTpaJbHBIN T'ellb B
OydepHoii cpexe ¢
KOHCEpBaHTaMH, CMEIIAHHbIE
C pa3NIMYHBIMHU peareHTaMu.
Tun MukponpoOUpKH yKa3aH
Ha JINIEBOI 3TUKETKE KapThI
[Ipoba Ha HHAMBHUIYATEHYIO
COBMECTHUMOCTD H

(50
IIIT B

yi)

67078

TOO «Jeabpyc PK»




ayTOKOHTPOJIb
(hepMEHTaTUBHBIM METOJIOM,
CKPUHMHT U HIECHTH(UKAINSI
HEpEryJIApHBIX aHTUTEN U
HETIPSMOE OIpE/IeIICHHE
TPYMIIBI KPOBU IO CHCTEME
ABO.

93

CTaHmapTHBIE SPUTPOLIUTHI
JUTSL OTIpEJIeNIeHNUST
cnerupUIHOCTA
(unenTH(UKAINT) AHTUTEL.
HaGop u3 He menee
OIUHHAIIATU (ITAKOHOB.
Kaxxnpiit prakon pomkeH
cojiepKaTh HE MEHee 5 MJI
YEJIOBEYECKUX IPUTPOIIUTOB
rpynms! 0 B Buze 0,8%
cycrneH3uu, B 0yhepHoM
pacTBope ¢ KOHCEpBaHTaMHU.
DpHUTPOIMTHI BO (PJIaKOHAX B
HaOOpe OTIINYAIOTCS 110
COCTaBY aHTUTCHOB, OJKHBI
COZepIKaTh aHTHI €HbI
COOTBETCTBYIOIIHE OCHOBHBIM
KJIMHUYECKH 3HAYHMBIM
aHTUTENaM U OBITh OTOOPaHBI
TaKUM 00pa30M, YTOOBI
aHAIU3UPYA B COBOKYITHOCTH
peaKkyH arTIIOTHHALMH
SPUTPOLIUTOB U3 KAXKIOT0
(1akoHa B MIPUCYTCTBUU
HCCIIeAyeMOoro oopasna B
reJIEBOM KapTe ¢
AQHTHYEIIOBEYECKIM
TIIO0YITMHOM METOOM
WCKITIOUEHHS C OONBIION
BEPOSITHOCTHIO MOXKHO OBLITO
YCTaHOBUTH CHIEHU(PUIHOCTD
QHTHTEJ B UCCIIETYEMOM
obpasne. Kaxmas maprus
JIOJDKHA COITPOBOXKAATHCS
JICTOM, Ha KOTOPOM YKa3aH
COCTaB aHTUTCHOB B KAXKJIOM

(11*5
MUT)

129
882

TOO «Jeaspyc PK»




¢akone. PeakTun
TIPONU3BOJIUTCS M3 MaTepHaia
OJTHOT'O JIOHOPA JJIsl KaXKI0T0
(makoHa. CTEKIISTHHBIC
(hJTaKOHBI C KPBIIIKAMH CO
BCTPOEHHBIMH TTUTIETKAMH.
Hcnonb3yemslii B cocTaBe
Oy(epHBIN PacTBOP TOKEH
OBITH COBMECTHM C I'€JIEBEIMU
kapTamu Across System.

94

Komriekt pacxomHbIX
peareHTOB K amnmapary Juis
OINTHYECKOTr0 MojCcYeTa
OCTaTOYHBIX JIEHKOIIUTOB B
KOMITOHeHTaX kpoBu ADAM—
rWBC: -r-Cnaiin s ananuza
oOpasia (moyIoxkKa); -I-
PacTBOp A5 OKpaluuBaHus
JIEUKOLUTOB; - CTAHIaPTHBII
PAacTBOp IS KaTHOPOBKU
annapata ADAM-rWBC,;
Oomnactp npumenenus: HaGop
PacXOIHBIX MaTEPHAIOB AJI
HoficueTa KOJIM4ecTBa
OCTATOYHBIX JICHKOLIUTOB B
KOMIIOHEHTaX KPOBH I10CTIE
Jerkopenykuuu. st
OZIHOPA30BOTO
ncnonb3oBanus. Cocra
Habopa: 1. PactBop
(ITyopecieHTHOrO KpacHTest
JUTSL OKPALIMBAHUS
JIEUKOIIUTOB.
2. PactBop s
KaTMOpOBKY ammapara
3. [TnacTukoBbIe
claiapl OAHOPAa30BOro
HCIIONB30BAHMS
D1yopECLIEHTHBIN KpacUTEINb
JUTSL OKPALIMBAHUS
nerikoruToB. [ Iponuauii
womun, 4%
O0BeM mccIIeyeMoro

KOMII
JICKT

461
991

TOO «/leabpyc PK»




obpasia - 100 Mx
Bpewmst ananmza Ha ammaparte -
3 MuH
Huanazon namepenus-  0-
100 KJIeTOK /MK
CoBMmectumocts : CoBMeECTHM
C ammapaToM JUTs TIofcYeTa
OCTaTOYHBIX JICHKOIIUTOB .
PactBOp pryopecrieHTHOTO
KpaCHTeJIS ISl OKpaIluBaHUS
nevikouuToB, Mi1 30 M
PactBop [u1s1 KaIMOPOBKH
anmapara, mi - 1,0 M.
IInacrtukoBbie cnaipl, mT.50
IIT. B YIIAKOBKE

HaGop peareHTOB

JJIA TEMAaTOJIOT'HYCCK

oro ananuzaropa BC

5800 Mindray

95

N3oToHnveckuii pazdoaBurens
JJIA TEMATOJIOTHYCCKUX
ananuzatopos BC-5800.
Kanuctpsr o 20 n1utpos.
ConepXHUT OpUrHHATBHBIN
LITPUX KOJ

KaHUC

60725

HUII «Taiiken»
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CrieruaabHbIA KUIKHH
peareHr, npeJHa3HaYEHHbII
JUISL TU3UPOBAHUS
SPUTPOLIMTOB U TPOMOOIUTOB.
B cocrase He JOMKHBI
COJIepKaThCs IMAHUIBI U
a3uapl. OrakoH JoKeH OBITh
MapKHUpPOBAH CIEIUAIEHBIM
IITPUXOBBIM KOZIOM
COBMECTHUMBIM CO
CUNTHIBATENIEM UIS 3aKPBITOM
cucremsr BC-5800. O6pem
¢nakona ue mexee 1000 mi

¢nako

85640

NN «TakeH»

97

CneunanbHbIN KUOKUA
peareHT,
npegHasHayeHHbIM Ans
NIM3MPOBAHUNA 3PUTPOLUTOB
u TpomboumnToBs. B cocTase
He A0/IKHbI coaepKaTbecs

dnak
OH

56865

UM «TakeH»




UMaHuabl U a3uabl. DiaKkoH
O0NXKeH 6blITb MapKMpPOBaH
cneuunanbHbIM LTPUXOBLIM
KOZLOM COBMECTMMbIM CO
cynTbIBaTENEM ANS
3aKpbiTOM cnuctembl BC-
5800. O6bem pakoHa He
meHee 500 mn.

98

CneumanbHbIf KUAKUIN
peareHT,
npegHasHavyeHHbI gns
JIM3MPOBAHUSA 3PUTPOLUTOB
n TpomboumToB. B coctaBe
He [0/KHbI CoAepKaTbCA
LuMaHuabl v asuabl. PrakoH
[0KeH 6bITb MapKMpoBaH
CneuunasbHbIM LTPUXOBbLIM
KOZOM COBMECTMMbIM CO
cymTbiBaTENEM ONA
3aKpbITOM cnctembl BC-
5800. 06bem pnakoHa He
meHee 500 mn.

dnak
OH

40825

NN «TakeH»

99

CneuyanbHbIN XUAKUM
peareHT,
npegHasHayeHHbIM ans
JIM3MPOBAHUNSA 3PUTPOLUTOB
u TpomboumnTos. B cocTase
He O0/IKHbI coaepKaTbCcs
uMaHuabl 1 a3nabl. DiakoH
OOMKEH BbITb MapKMPOBaH
cneumnanbHbIM LWTPUXOBLIM
KOZLOM COBMECTUMbIM CO
cynTbIBaTENEM ANS
3aKpbITOM cnctembl BC-
5800. 06bem pnakoHa He
meHee 1000 mn

dnak
OH

85640

NN «TakeH»

100

YHuBepCanbHbIA YNCTALMNI

WTYK

12

15595

HUII «Taiiken»




peareHT,
npeAHasHayYeHHbIN ana

O HOBPEMEHHOM OUYMCTKMU
CYETHbIX Kamep u
Tpybonposoaos oT
OpPraHUYecKmx u
HeopraHU4YecKnx
3arpAsHeHuni. PeareHT He
OO/IKEeH OKa3blBaTb HA
OoYULLL@EMbIE 3/IEMEHTDI
KOpPpPO3UIHOrO,
oKucnAoLero
BO34ENCTBUA, a TaKKe
[OMIKEH Nnerko
BbIMbIBaTbCA. PeareHT
O0/KeH 6bITb B GlakoHax
50 mn. [laHHasa dacoBKa
npeAHasHavyeHa gns
yao6cTBa M cOBMECTUMOCTH
C A/IMHOM acnupaLMoHHOro
30H43 NPU NpoBeseHUN
npoueaypbl O4UCTKM
aHanmnsaTopa

101

Habop KOHTPObHbIX
pacTBOPOB NpeAHa3HayeH
ANS exeaHEeBHOro
nposeaeHUsA
BHyTpMnabopaTopHOro
KOHTPO/IA TOYHOCTH
n3mMepeHunit Ha Nnpmbopax
MCMonb3yloLmMx B pabote
6a3oBble peareHTbl. Habop
[O/IKEH COCTOATb U3 TPEX
$NaKOHOB, EMKOCTbIO He
MeHee 3,5M/1 Kaxkabli.
KoHTpoAbHble pacTBOpbI
npeaocTaBAAtoT

Habo

12

222
180

HII «Taiiken»




npoBepeHHble
KOHTPO/IbHbIE AaHHblE He
MeHee Yem Mo BOCbMU
napameTpam KANHUYECKOro
aHa/IM3a KPOBW MAOC
OONO/IHUTENIbHbIE
aHaNIUTUYECKME
napameTpbl, OTHOCALLMECSH
K TPEXBEPLUMHHOW KPUBOW
pacnpegeneHus
NeKouNTOB, 3pUTPOLMTOB
n TpomboumTos. Hannuue
aTTeCTOBAHHbIX
pedepeHTHbIX NapameTpoB
COOTBETCTBYHOLLMX HU3KUM,
HOPMaJIbHbIM U BbICOKMM
NoKasaTensAM yKa3aHHbIM
BO BKNaZbllLe, KOTOPbIN
npunaraeTca K Habopy.
JononHutenbHO BKNagbIWw
OO/MKEH UMETb
cneLmanbHbli LWTPUXOBOW
KOJ, COBMECTUMbIM CO
cymTbIBaTENEM ONA
3aKpbITOM cnctembl BC-
5800 gna aBTomaTUYeCKOro
BBOAa pedepeHTHbIX
napameTpoB B NamATb
npubopa

Pacxon,

HbIC MaT€pHUaJibl 1Jid IMMYHOr€MaT

OJIOTMYECKO:!

ro aHanuzatopa AUTO

VUE

102

KacceTbl
nonucneundunyecKkne,
coaepKawme
aHTMYENOBEYECKUIA
UMMYHOTN06YNMH Ans
CKpMHWHTa aHTMTen (400
WT), paccumTaHbl Ha 800;

ynak
OBKa

572
680

572
678

HUII «Unbuna H.B.»




AHTK-IgG, -C3d
noancneundmyHan Kacceta
ONA BbIABNEHUA CBA3AHHbIX
C 3pUTPOLUTAMM MOSEKYN
IgG nunn KomnnemeHTa.
CocTouT 13 6 KOJIOHOK,
cofeprKallmx aHTUTena K
rnobynnnHy yenoseKa
AHTK-IgG, -C3d. B KauecTBe
dnnbTpa ANa 3pUTPOLIUTOB
COAEPHKMUT CTEKNAHHbIE
LAPUKN.

103

KacceTbl ana onpegenexHus
Kenn (100
wT).OnpeaenexHue
aHTureHa K (K1) cucremsl

Kell Konnuectso
TECTOB Ha KacceTy:6
Cocras:

AHTU-K: MOHOKNOHaNbHbIE
aHTuTena AHTU-K1
yenoseyeckue (IgM, knoH
MS56)

ynak
OBKa

470
347

470
345

HUIl «Unbuna H.B.»

3. Cnucok nmoTeHHAJIbHbIX MOCTAaBIIMKOB, MOAABIIMX IIEHOBOE NPEJI0KEHNE

ITo pe3yapTaTaM paccMOTPEHHS KOMHCCHSI TIPHHSIIA PEIICHHE:

B pe3ynbTaTe yuacTus B 3aKyIie OJJHOTO MIOTCHIIMAIBHOTO IOCTABIINKA, IPU3HATH TTOOESINTEIEM:

- o tjotam Ne8,95,96,97,98,99,100,101 — UIT «Taiiken» Ha cymmy 4 694 500 Tr,

- o stotam Ne 1,2.3.4,5,6,7,42,43- TOO «Meauiuna OneMb» Ha cymmy 5 670 680 Tr,

- o siotam Ne 86,87,88,89,90,91,92,93,94- TOO «[lenbpyc PK» na cymmy 5 455960 tr.

- mo siotam Ne 50,51,52,53,56,57,58,59,60,61,62,63,64,65,66,6 7 — TOO «OPTONIC» Ha cymmy 17 183 2111,
- 1o otam Ne 78,79,80,81,82,83,84,85— TOO HII® «Memmmua» Ha cymmy 5 088 950Tr,

- mo jotam Ne 12,13,14,15,16,17,18,19,20,21,22,23,24,25,26,27,28,29,30,31,32,33,34,35,36,37,38,39,40,41 — TOO «AUM-+» Ha cymmy 23 458 1971,




Mo pe3ysabpTaTaM COMOCTABIICHUS [IEHOBBIX MPEAJIOKEHHN OMPeAeuTh modeaurels Ha npuodperenne UMH:

- o sory Nel0 HUIT «Taiiken» na obmnryro cymmy 207 000 Tenre,

- mo jotam Ne 44,45,46,47,48,49,102,103 UII «Masuna H.B.», Ha 00mIyro cymmy 11 576 143 temre,

- mo sory Nell TOO «Vita Pharma» ua o6uryro cymmy 1 580 000 tenre (cornmacuo ITocranosnenuto Ipasurenscrea PK ot 04 urons 202 1roga Ne 375 T'nassl 5).

4. TlobeauTeneM NpPeICTaBUTh 3aKa3YMKy WINH/H OPraHU3aTOPy 3aKyla B TEUEHUE JECATH KaJeHAAPHBIX JHEH CO AHSA MPU3HAHUS MOOEAUTEIEM JOKYMEHTHI TOITBEPIKIAIOIIHE
COOTBETCTBHE KBATU(UKAIUOHHBIM TpeboBaHusaM [IpaBut.

5. IIpu COOTBETCTBUHU KBATU(PHUKAIMOHHBIM TPEOOBAHHUAM 3aKIIIOUUTH J0roBopa ¢ IlobeauTessimMu.

6. ITo noram Ne 9,54,55,68,69,70,71,72,73,74,75,76,77 He cocTosIcA, MO IPUUUHE OTCYTCTBUSI LIEHOBBIX MPEIOKEHUHN.

IIpencenareib KOMHUCCHUM: Hertanuna I'.2K.
I'naBnas meacecTpa: TopesxanoBa 3.A.
I'naBHbIii Oyxraarep: Yaiic6aesa H.K.
Cnenuanuct HJIA naGopatopuu KoxabGepauna K.A.
IKOHOMHUCT Yasiknanosa A.I'.

CekpeTapb KOMUCCHM: CapbaeBa A.T.



