IIporokoun 06 nTorax 3akyna u3gejuii METHIHHCKOr0 HA3HAYEHHsI H JEKAPCTBEHHBIX CPEACTB CIOCOGOM 3aMpoca EHOB bIX MPeII0KeHU il
K 00bsiBjIeHHI0 0T 18.02.2022 r. B pamkax rapaHTHPOBAHHOT0 00beMa OecIJIaTHONH MeIMIUHCKOH momMomu Ha 2022r.

1. 3AKA3YUK/OPTAHU3ATOP: I'KII «O6aacTHoii ueHTp KpoBu» Ha IIXB
r. AxToOe, yi. Bp.J)KybanoBrix 253
®.1.0. ynoiHOMOUYEHHOTO MPeICTaBUTENS Jupexrop Heramuna I'.JK.

«25» ¢epansg 2022 rona B 14 4. 00mun. B Oyxranrepun ['KI1 «O6nactHo# nentp kpoBu» Ha [IXB mo aapecy:
r. AKkTo0e, yi. BpateeB XKy6aHoBBIX 253, NpOBENCHBI UTOTH 3aKyNOK MEAMIIMHCKHAX M3ICIHI U CIICHHaTN3UPOBAHHbIX JICYSOHBIX IPOJYKTOB B CHCTEME 003aTEIEHOTO
COLIMAILHOT'0 METUIUHCKOTO CTPaxoBaHHs, hapMaleBTHYSCKHX YCIIyT M PACXOIHBIX MaTepuaIax
B paMKax rapaHTHPOBAaHHOTO 00beMa OecIIaTHOH MeJUIIMHCKOM nomonm Ha 2022 T.

2. HaumeHOBaHHeE H MEeCTOHAXO0KIeHHE MOTEHIHAIbHBIX MOCTABIIMKOB, NIPEeACTABUBIINX 3aAABKH

Ne | HawmeHOBaHHE OpraHU3aIUH Anpec BpeMs npeaocTaBiieHust 3a1BOK
/1
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J10TO
B
IToGeauTenn
HaumeHnoBanue ToBapos Exumz | Oone IMoTeHUMAIBHBIMH MOCTABIUMKAMH ObLIH NPEAJI0KeHbI IeHOBbIE NpeAIo:KeHus (TadIuubl HeH) B
M. M pa3mepe
TOO «<AUM+» TOO HII® HUII «TapacoBa TOO TOO «®apmanus»
«Memnmua» | M.ID» «MenDopa»
1 Iluporosio kpacHbii (Habop A | Hab 1 12150 UII «Tapacosa M.IT»
onpejesieHus 6esiKa B

OTMBITBIX 3PUTPOIUTAX)

2 HKryT KpoBOCTaHABJIMBAKOWIKMA vy 30 1180 3200 1200 MM «Tapacosa M.IM»

3JIACTUYHBIHN MTOJlyaBTOMAT,Ha
3axTexkKe 45*2,5 cm
Biocare.llpesiaraemMelii HaMu
XKTyT 3J1acThueH. OH caeniad u3
YIPYTUX LIEJIKOB, YTO
M03BOJISIET MATKO NePEKPBITh
BEHO3HYI0 KPOBb Ha BpeMsl JIsl
COOTBETCTBYIOIUX
MaHunyaauun. [lomumo artoro,
OH CHa0XEéH creluaJbHbIM
32KUMHBIM YCTPONCTBOM, C
MOMOIIbI0 KOTOPOTO MOXKHO
TOYHO PETyJIMPOBaTh CUIY
CKaTHs, a TaKyKe MTHOBEHHO
CHAITB NETJII0 C 3aXKUMaeMoH
KOHEYHOCTH, eCJIU B 3TOM eCTb
HEO6XOUMOCTh.

Cdepa npumMeHeHUs1
MeJULHHCKOTO XTI'yTa
XKryT A9 BHyTpUBEHHBIX
WHBEKIUH KYIIUTb MOXKHO JJIf1
TOT0, YTO6BI UCII0/1b30BaTh €r0
B 1]eJIOM psijie pa3JUIHbIX
MeJJULIUHCKUX npolueayp. Tak,
ero akTUBHO NIPUMEHSIOT NpU
3abope KpOBH AJis
HcC/lel0BaHusA, KOTia CTaBAT
WHBEKIVY BHYTPUBEHHO, A
TaKXKe B 3KCTPeMasbHbIX
CUTYaIUsX, IJIs1 OCTAHOBKHU
cepbE3HbIX KPOBOTEYEHUH U3




BEH WJIM apTepuut

HakoHe4YHUK /151 J03aTOPOB
250 mku1 (Bym 1000
wT).PacxoHble 3/1eMeHThI
0JJHOpPA30BOr0 NPUMeHEHHUs K
HUIETOYHBIM J103aTOPaM,
UCII0JIb3yeMbIMH JJIsT
BO3JYLIHOTO BbITECHEHHUSI.

yn

25

16870

UM «Tapacosa M.IM»

HakoHe4YHUK /151 J03aTOPOB
1000 Mk (B yn 1000
wT).PacxoHble 3/1eMeHThI
0JJHOpPA30BOr0 NPUMeHEHHUs K
IUIETOYHBIM [103aTOPaM,
UCIOJIb3yeMbIMH JJIsT
BO3/IyLIIHOT'O BbITECHEHHUSI.

yn

15

22100

8500

TOO «Papmauua»

HakoHe4HHUK 2151 103aTOPOB C
dunbTpom 1000 MK (B ogHOM
mraTtuBe 96 wT).PacxoaHbie
3JIEMEHTBI 0/JHOPA30BOr0
NpUMeHEHHUs K HUINEeTOYHbIM
Jl03aTopaM, UCII0/Ib3YEMbIMU
JU/1s1 BO3YIIHOTO BbITECHEHUSI.

yn

73200

15840

HII «Tapacosa M.ID»

HakoHeuHUK /151 03aTOPOB
10 Mk (Byn 1000
wT).Pacxo/iHble 3/1eMeHThI
0/IHOPA30BOTO MPUMEHEHHUS K
NUIMEeTOYHBIM [j03aTOpaM,
HCI0JIb3yeMBIMU JJ151
BO3/YIIHOI'O BHITECHEHUS.

yu

8000

10300

TOO HII® «MeanHa»

[Tunetka Ilactepa,
npeaHasHa4YeHbl IJ1d
Jl03UPOBaHUs PaCTBOPOB IPHU
pOBeJIeHUN CEPOJIOrHYeCKUX U
0aKTepPHUOJIOrUYeCKUX
uccaefoBanuil. [luneTku
[lacTepa no3BOJSIOT
BBIMOJIHATD MIEPEHOC XKUAKOCTH
JUISI UCCJIeJOBAaHU M UK
MaHUNYJASLHI

yun

1000

76

78

HII «Tapacosa M.II»

Mukponpo6upku dneHzopdd
1,5 M1 rpasyvpoBaHHasi (B yI
500 wt).MukponeHTpUudyKHbIE
NMpoGUpPKHY (U/H snneHfopdbl)
SIBJIAIOTCSL OJJHUM U3 HauboJiee
YacTO UCIOJIb3YEMBIX BU/IOB
J1abopaTOPHOTO MJIACTUKA, 6e3

yn

6960

7500

HUII «Tapacosa M.II»




KOTOPOTO He 06X0AUTCA HU
0/1HO JlTaGopaTopHoe
uccJieloBaHuUe.
HU3roraBiuBawTCA U3
BBICOKOKAYeCTBEHHOT 0
IJIACTHKA, JIJIS1 3aLUThI
06pasIoB OT 3arpsA3HeHUs.
CaMble nonyJisipHble 06'beMbI
1.5,2u 0.6 M.
3alyesIKUBaOLAsACA KpbIILIKa
M03BOJISIET XPAHUTb 06PA3LbI B
XO0/le 9KCIIepUMEHTA He
oTnacasiCh UX 3arpsi3HEHUS.
BeipepxuBaroT
LeHTPpUPYrupoBaHHUeE NIPU
OTHOCHUTEJIBHO BBICOKUX
ckopocTax. [Ipo6upky Tuna
3nneH0p¢ SBIAAKTCA OAHUM
M3 caMbIX BOCTPe6OBaHHbIX
pacxo/HbIX MaTepHaJIOB AJIsl
J1060# JabopaTtopuu. B Hamem
KaTaJslore Bbl BCET/Ja CMOXKETe
no/100paTh MUKPONPOOUPKHU
JU1s1 JII0OBIX BallMX 33/1a4.

AJTAHUHAMUHOTPAHC®EPA3
A u3 KoMIIeKTa AHa/IU3aTop
6MOXMMUYECKUH-
TYpOUAUMUTPUYECKUI
BA400(5*50mu) +2 +8C., HaGop
OMOXUMHUYECKHX peareHToB U3
KOMIIJIEKTa AHa/IU3aTOP
6MOXHMUYECKUH-
Typb6uaumetpudeckuii BA400,
MPOM3BOJCTBA KOMIIAHUHU
BioSystems S.A (Mcnanus),
ne4YeHOYHbIN MPoduUIb; 2-
okcuryrTapat/L-anaHuH,
KHUHETHKA; )XUJKUH GUpeareHT.
CocraB: PearenT A. Tpuc 150
MMoJb/J, L-ananun 750
MMOJIb/JI,
JIaKTaTAerugporeHasa >1350
En/n, pH 7.3. Pearent B. NADH
1.9 MMoJIb/ 71, 2-OKCHTJTIOTApaT
75 MMOJIb/JI, TUAPOKCHU/,
HaTpus 148 MMouIb/J1, a3uz,
HaTpus 9.5 /.

yn

22017

TOO HII® «MeanHm»




MeTposioruyeckre
XapaKTepUCTUKU: TpeJest
o6unapyxenwus: 3.1 En/n=0.05
MKKaT/JI; Ipeses TUHEHHOCTH:
500 Ex/n = 8.33 Mkkat/ .
Cxopumoctb: CpefHsasa
KOHIleHUeHTpanus: 48 Ex/n =
0.80 mkkar/a; CV: 1.4 %; n: 20.
CpenHsas koHueHTpauus: 208

En/n = 3.47 mxkar/a; CV: 0.7 %.

n: 20. BocnpousBogUMOCTb:
CpenHsasa KOHLeHTpayus: 48

En/n = 0.80 mkkar/u; CV: 2.5 %.

n: 25. CpeHsss KOHIEHTpaLUs:
208 En/n = 3.47 mxkat/n1. CV:
2.2 %. n: 25. KomuecTtBo
uccaemoBanui - 750. dacoBka
5x40m+5x10MJ1, TeMIeparypa
xpaHeHusd +2 +8 C. PeareHThbl
JIOJDKHBI ObITh PEKOMEH/10BaHbl
K KCII0JIb30BAaHUIO
NPOU3BOJUTEJIEM aHAJIN3ATOpa.

10

OBIIMH BEJIOK 13 KoMIeKTa
AHanu3zatop 6MOXUMUYECKUN-
Typb6uaumMmutpudeckuii BA400
(10*50 mu1) +2;+30 C, Habop
6MOXMMHUYECKUX peareHTOB U3
KOMILJIeKTa AHa/IM3aTop
6MOXMMHYECKHU -
Typb6uaumMetpudeckuii BA400,
MpPOU3BO/CTBa KOMIIAHUH
BioSystems S.A (McnaHnus),
061U CKPUHUHTOBBIN
npodub; 6UypPeTOBBIN
peakTHB, KOHe4YHas TOYKa;
)KUJKUHI MOHOpeareHT. CocTas:
PearenT A. Auetat mezu (II) 6
MMOJIb/JI, oAU Kanus 12
MMOJIb/JI, THJPOOKCH/]] HATPUS
1.15 Mosib /1, AeTEPreHT.
MeTpoJsiorudeckue
XapaKTEePUCTUKH: Hpege
oOHapy»eHHus: 6.5 r/u.
CxopuMocTb: CpeiHAA
KoHIeHTpanus: 51.8 r/a. CV 1.0
% n: 20. CpepHas
KoHUeHTpanus: 82.1 r/n. CV 1.2

yn

7337

TOO HII® «MeandHmI»




% . n: 20. Bocipou3BoJUMOCTb:
CpenHsisg koHIeHTpanus: 51.8
r/n. CV: 1.1 %. n: 25. CpesHas
KoHUeHTpauust: 82.1 r/u. CV:

1.5 %. n: 25. KotmaectBo
uccaemoBanui - 1500. dacoska
10x50mu1, TeMIepaTypa
xpaHeHus +15 +30°C. PeareHThI

JIOJDKHBI ObITh PEKOMEH/10BaHbI

K HCI0JIb30BaHUIO

NPOU3BOJIUTEJIEM aHAIU3ATOPA.

11

BUOXWUMHUYECKUH
KAJIMBPATOP u3 koMmJjieKkTa
AHanuzatop 6MOXUMUYECKUM-
TypouauMuTpudeckut BA400
(5*5mx) +2;+8C., HaGop
OHMOXHMHUYECKUX PEareHTOB 13
KOMILJIeKTa AHaM3aTop
GHOXUMUYECKHH-
Typ6uauMeTpudeckuii BA400,
MPOU3BO/ICTBA KOMIIAHUU
BioSystems S.A (Mcnanus),
napameTpsbl: ACE, kucias
docdaraza, anbOyMuH,
uesiouHast ¢ocdarasa, AJIT,
ACT, a-amuiasa,f3-
TUJPOKCUOYTHUPAT, 06U U
npsiMo# 6UNIUPYOHH,06LIMe
JKeJIYHble KHCJIOThI, KaJbI[HH,
XJ0puzAbl, xonectepud, HDL-
xoJiectepuH, CK,kpeaTHHUH,
riawko3a, ['T'T, xkenezo, JIAT,
JIaKTaT, JiMa3a, Mardui,
docdop, kanui, o6UIMN GeoK,
HaTpUH, TPUTJIULEPU/IBI,
MOYeBHHa, MOYeBasi KHCJIOTa,
IUHK, ¢acoBka 5x5mu1, t+2
+8C

yn

30337

TOO HII® «MeawdHa»

12

BUOXUMUWYECKHWI KOHTPOJIb
YPOBEHG I 13 kommniekTta
AHanuzaTop 6MOXUMUYeCKHMA-
TypouauMuTpudeckuii BA400
(5*5mm)+2;+8C.BUOXUMUYEC
KWH KOHTPOJIb YPOBEHb I
Ha60op GMOXUMHUYECKUX
peareHTOB K3 KOMILJIEKTA
AHanuzaTop 6MOXUMHUYECKUM-

yn

30337

TOO HNo
«MegunaHg»




NMponu3BOACTBA KOMIIAaHHUU

TypouauMeTpuieckuii BA400,

BioSystems S.A (Mcnanus),
napameTpsl: ACE, kucias
docdaraza, anbObyMuH,
mesiouHas pocdarasa, AJIT,
ACT, a-amu1a3a,3-
TUJPOKCUOYTUPAT, OOLUM U
NpsiMOM GUIUPYOUH,00611 e
YKeJYHbIe KUCJIOThI, KaJbLHH,
xJ0publ, xonectepus, HDL-
xonectepuH, CK,kpeaTUHUH,
riioko3a, ['T'T, xxeneso, JIAT,
JIaKTaT, JiMIasa, MarHui,
docdop, kanuH, o6UIUI GENIOK,
HaTPUHU, TPUTTHULEPUJBI,
MOYeBHHA, MO4YeBasi KUCJIOTa,
IMHK, dacoBka 5 x 5Smu, t+2+8
C

13 BUOXUMWYECKUIH KOHTPOJIb 30337 TOO HN®
YPOBEHD Il u3 kommniekTa «MeannaHg»
AHanu3zatop 6MOXUMUYECKUN-
TypouauMuTpudeckui BA400
(5*5m)+2;+8C.EBUOXUMUYEC

KW KOHTPOJIb YPOBEHD II
Hab0p 6UOXUMHUYECKUX
peareHTOB U3 KOMILJIEKTA
AHanuzaTop 6MOXMMUYECKUN-
Typb6uaumMetpudeckuii BA400,
MPOM3BOJCTBA KOMIIAHUHU
BioSystems S.A (McnaHnus),
napameTpsbl: ACE, kucias
docdaraza, anbbyMuH,
uesiouHast ¢ocdarasa, AJIT,
ACT, a-amuiasa,f3-
TUAPOKCUOBYTUPAT, O6IIUHI U
NpsIMON GUIMPY6OUH,0011e
YKeJIYHbIe KUCJIOThI, KaJbLUH,
XJ0pHUabl, xosnectepuH, HDL-
xonectepuH, CK,kpeaTUHUH,
ryitoko3a, ['T'T, xxeneso, JIAT,
JIaKTaT, JIMIa3a, MarHum,
docdop, kanuH, o6UTUH GENIOK,
HaTpHH, TPUTJINLEPHUB,
MOUY€eBHHA, MOYeBasi KUCJIOTA,
IUHK, GacoBka 5x5Ms1, t+2 +8

C

yn




14

@J1aKoH ¢ KOHIIEHTPUPOBAHHOM
CHCTEMHOM XUJKOCThI0, Bottle
of concentrated system liquid (1
JI) U3 KOMIUIEKTa AHA/IM3aTop
OUOXUMHUYECKUN
aBTOMaTH4yeckuii A 15
.IPOM3BOJILHOTO JJ0CTYyNA
(1x1000ms) +15+30C
(BioSystems S.A., UCITAHNS)
(BioSystems S.A,,
WCITAHUA).®nakoH ¢
KOHI|EHTPHUPOBAaHHOH
CHCTEMHOM KUJIKOCTBIO
NPOU3BOJCTBA KOMIIAHUH
BioSystems S.A, Ucnanus,
06beM 1.1, +15+30 C

yi

18419

TOO HN®
«MeaunaHg»

15

@J1akoH ¢ TPOMBIBOYHBIM
pactBopom,Bottle of
concentrated system liguid (1.1)
U3 KOMIlJIEKTa AHaJIU3aTop
OGUOXUMHUYECKUN
aBroMaTtuyeckuit (1*1000m1)

yn

3993

TOO HMNo®
«Megunang»

16

[Ipo6bupku 151 onpeiesieHUst
Co3

100

17

[JIIOKOHAT Ka/lbLIMsI  TabJIETKU

Tab

1000

18

Kodeiin 6eH30aT HaTpus
25% 1,0 Mma

aMIl

100

19

EmMKkocTsb gsa
pactBopos,lIXB,HecTepuabHag,
osHOopa3oBas 55 mu1,B yn 100
T

yun

20

CnupToBble candeTKH s
najb4yukoB 65*30 MM
JIBYXCJIOHbIE B
WH/AUBUIYAJbHOH YIIaKOBKeE

HITYKa

2500

21

Ha6op ructoTunupyromumux
CBIBOPOTOK B 72-X IYHOYHOM
MJIaHILIEeTe JJid oNpeJeseHUst

aHTUreHoB cuctembl HLA

JokycoB ABC, Habop paccyuTaH
Ha TUIIMpPOBaHUe 2-X 06pa3LoB.
HaszHaueHwUs1: fUarHoCTHYECKUE
Ha6opbl HLA/2
npeJHa3Ha4veHbl JJd in vitro
nuarHocTuku HLA aHTHreHOB B
KOMIIJIEMEeHT3aBUCHMOM

ynako
BKa




MHKPOJUMOLHUTOTOKCHYECKO
M TecTe.
dyHKIMOHAIBHOCTB: HA60P
npeJHa3Ha4YeH s
onpenenenuss HLA-peHoTuna
no jokycam HLA-A, B, C nByx
uccaelyeMbIX 06pa3ioB, Ha
O/IHY OCTaHOBKY
WCIO0JIb3yeTCs 2 MJIaHIIEeTHI,
Kak/Jlasi U3 MJIaHLIET COCTOUT U3
72 pa3nnunbix Bu0B HLA ABC
cnefuprUIeCKUX CbIBOPOTOK U
10 OJJHOMY NOJIOXKHUTEJbHOMY U
OTpHILATEbHOMY KOHTPOJIIO.
Pe3ysibTaThl TAIMPOBaHUU
HWHTepIpeTHPYeTCs Ha
MHBEPTUPOBAHHOM
MHKPOCKOIIE 110 TPHUJIaraeMoMy
MpPOTOKOJY K Habopy. Habop
paccyuMTaH Ha THIMPOBaHHe 2-X
06pasuoB..
TexHudeckast xapaKTepUCTHKa:
PeareHTb!I He JO/DKHBI OBITh
OKpalleHbI XeJThIM [BETOM,
J)KesToe okpamuBaHue HLA
peareHTOB, OcTaloleecs ocje
pasMopaKHMBaHUs, yKa3blBaeT
Ha u3MeHeHHUe pH, Takue
NaHeJH He JJOKHBI
WCI0JIb30BaThCA AJIs TecTa.
OTKpBITBIE YTIAKOBKH He
JLOJ>KHBI XPAaHUTCSI COBMECTHO C
CYXUM JIb/IOM.

O6sactb npuMeHeHusi: HLA-
deHOTUNIMPOBAHUE 110 JIOKYyCaM
HLA ABC.
Komniekranus:
CocTouT U3 2-x Ha6OpOB B
WH/UBU/YaJbHOH YIIaKOBKe.

B cocTaBe kaxxjioro:

1. 2 MuUKponiaHieTsl 72-
JIYHOYHBIE, COZleprKallye B
JIYHKaX M0Ji MUHEepaJbHbIM
MacJi0OM CbIBOPOTKH,
MOJIOKUTEJIbHBIN U
OTpHULIATEbHbIN KOHTPOJIbHBIN

o6pasel] B 3aMOPOXKEHHOM




COCTOSIHUH;
2.1 ¢pakon no 1 mn
KpPOJINYbero
JIMOPUIN3UPOBAHHOTO
KOMIIJIEMEHT3;

3. [IpoToko. k HabopaM,
COOTBETCTBYIOLEH K JIOTY
HabopoB (6€3 yIaKOBKH).

JKcIiyaTallMOHHas
XapaKTepUCTUKA: XPAaHUTLCS U

TPaHCNOPTHUPYeTCs NpHU

TeMnepatype MuHyc 20°C.

22

KomMnyieMeHT Kposinuui
J0PUIN3UPOBAHHBIN, BO
¢duakonax 1,0 mu/ a1, yn=50mT.
HasHaveHHs: Kpoau4aui
JIM0QUIN3UPOBAHHBIN
KOMILJIEMEHT H3I0J/1b3yeTCs B
KaueTCBe KOMIIJIEMeHTa JJIs
JUMQOLUTOTOKCHUYECKOTO
TeCTa, B KOTOPOM IPHUMEHSATCS
JUMGOIUTHI TeprupepruIecKoit
KpPOBH 4eJIOBEKa.
DyHKIIMOHAIBHOCTD:
KomnsieMeHT Kposnuuit
J10PUIM3UPOBAHHBIN -
HOJIy4eH U3 MyJia CbIBOPOTOK
3/10POBBIX KPOJIMKOB.
KomnsieMeHT fomkeH
BbI3bIBATh crieupUIeCKUI
smsuc 80-100% nuMdouuToB B
CTaHZAPTHOM
JIMMPOLUTOTOKCHYECKOM
TecTe.
TexHHUYecKas XapaKTepPUCTHKa:
cyxoe Npoplikoo6pa3Hoe
BeIeCTBO.
06Js1acTb MPUMEHEHHUS:
JMMQOIUTOTOKCUYECKUH TECT
Kommniektanus: ¢piakoH
cofepaliui 1 M cyxoro
BellleCTBa
YcyoBUA XpaHeHUs: XPAaHUTBCS
Y TPaHCIIOPTUPYETCS MpHU
TeMnepaTtype MuHyc 20°C.

duako

23

SARS-CoV-2 IgG kanubpaTopsl,
npefiHa3Ha4eH JJis

yHako
BKa

79438

TOO «AUM+»




KaJIM6pOBKHU CHUCTeMbI Architect
i System npu kaueCTBEHHOM
onpeJieJIeHUH aHTUTeJ KJlacca
IgG k SARS-CoV-2 B cbiBOpoTKe
Y TJ1a3Me KPOBH YeJIOBeKa.
Kanu6paTop: coepuUT
MHAaKTUBHUPOBAHHBIN, HE
CoJlepKallUi KJIETOK
MaTtepuaJl, MoJy4eHHbIH U3
KpOBU YesI0BEKa, PEAaKTUBHbIN
Ha aHTuTesa IgG k SARS-CoV-2.
KoHcepBaHThI: a3y HATpuUs U
IPOTUBOMHUKPOOHBIE
npenapatbl. Kaan6paTtop
COJIePXKUT NMOJIy4eHHbIE OT
yeJioBeKa U/Uu
NOTEHLHaJbHO UHPEKI[MOHHbIE
KOMIOHeHThI. Hu ofuH 13
M3BECTHBIX METO/I0B
TeCTUPOBaHHUsI He MOXET
rapaHTHpOBATb, YTO
MaTepHasbl, NOJy4YeHHble OT
YeJiOBeKa, UJIH
WHaKTUBHUPOBAHHbIE
MHUKPOOPTaHU3Mbl He
nepeHoCAT UHOEKIHIO.
[TosToMy Bce MaTepHaIbl,
NoJlyyeHHble OT YeJI0BeKa,
caeAyeT CYUTAThb
NOTEeHLUAJIbHO
MHQEeKLHOHHBIMU. MaTepuasbl,
NoJlyyeHHble OT YeJI0BeKa,
WCT0JIb30BaHHbBIE B
Kanub6paTtope, 661101
NPOTECTUPOBAHBI U
oIpe/iesieHbl KaK peaKTUBHbIE
Ha aHTuTesa IgG k SARS-CoV-2
Y HepeaKTuBHbBIe Ha HBsAg,
HIV-1 RNA wau antu-HIV-
1/HIV-2 u anTu-HCV.

(100
TECTO
B1lB
yHaKo
BKe)
Ka/no
patop
bl

24

SARS-CoV-2 IgG koHTpOIH,
KonTposibHBIE MaTepHabl 1
Architect npeiHa3Ha4YeHbI AJ15
OLIEHKH BOCIIPOU3BOJUMOCTH

TeCTa U BbIABJIEHUA
CHUCTEMAaTHYECKUX
AHAJIUTUYECKUX OTKJIOHEHHUH B

yIaKo
BKa
(100

TECTO
B1lB

yIaKo
BKe)

99238

TOO «AUM+»




pabo4Mx XapaKTepUCTHKAX
cucteMbl Architect i System npu
KauyeCTBEHHOM OINpeJle/IeHUH
anTture IgG k SARS-CoV-2 B
CBIBOPOTKE U IJIa3Me KPOBH
yesioBeka. KoHTpoJsib
OTpHULIATENbHbBIN COAEPKUT
IJ1a3My KPOBH YyeJIOBeKa.
KoHTpoJIb M0JI0XKUTENbHBIN
COJlep>KUT UHAaKTUBUPOBAaHHBIH,
He CoJiepKallUi KJIeTOK
MaTtepuaJl, MoJay4eHHbIH U3
KPOBH 4eJsIOBeKa, peaKTUBHbIN
Ha aHTuTesa IgG k SARS-CoV-2.
KoHcepBaHTBI: a3y HaTpUA U
IPOTUBOMHUKPOOHBIE
npenaparhbl.
KoHTpoJib oTpHULaTe/IbHBIN:
kosndecTBo 1x4.0 ml, Index S/C
<0.78.

KoHTpoJ1b N0/10XKUTE/IbHBIN:
koJsindecTBo 1x4.0 ml, Index S/C
1.65 - 8.40.
MatepuaJibl, nosy4eHHbIE OT
yeJiOBeKa, UCM0JIb30BAaHHbBIE B
M0JIOKUTEJIbHOM KOHTpOJIE,
6blJIM NPOTECTUPOBAHBI U
oInpe/iesieHbl KaK peaKTUBHbIE
Ha aHTuTesa IgG k SARS-CoV-2
Y HepeaKTHBHble Ha HBsAg,
HIV-1 RNA unu antu-HIV-
1/HIV-2 1 auTu-HCV.
MatepwuaJ, nojy4eHHbIH OT
YyeJIOBeKa, UCN0JIb30BaHHbIN

KaK OTpUIaTeJbHbIH KOHTPOJIb,
OblJI TPOTECTUPOBAH U
onpesiesiéH KaKk HepeaKTUBHbIN
Ha a"TuTea IgG k SARS-CoV-2,
HBsAg, HIV-1 RNA niu anTH-
HIV-1/HIV-2 u anTH-HCV.

KOHTp
o1
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KoHTeliHep nosimMepHBIN A1
KOMIIOHEHTOB KPOBH,
OZIHOKPATHOT0 IPUMeHEeHHs],
CTEePUJIbHBIH, OJHOKaMepHbII
06beM 300Mu1 (C MAPKUPOBKOH
v 6e3) (Komnomnacr)

800
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UMMyHO}EpMEHTHOTO
BbIsiBIeHUs HBsAg.
XapaKTepHUCTHKHU Habopa:
[IpyHIMI MeToa 3aK/II0YaeTCs
BO B3auMozencTBuu HBsAg ¢
MOHOKJIOHa/IbHBIMU
aHTHUTEJaMU Ha IOBEPXHOCTHU
JIYHOK I1aHuleTa. Kommiekc
«aHTHUTEH-aHTUTEJION
BBISIBJISIIOT C IOMOLIbIO
KOH'bIOr'aTa MOJIMKJIOHATbHBIX
AHTUTEJI C IEPOKCUAA30H
xpeHa. Kosnuectso
onpejeseHuit: 192
onpeseseHult (cTpui),
BKJIFOUAs KOHTpoH; 06beM
a”a/iM3upyemoro o6pasua: 100
MKJT; YyBCTBUTEJBHOCTD:
MHHHMMaJ/bHas KOHIeHTpaLUs
HBsAg, onpegensieMas no
CTaHAApPTHOMY 06pasuy
HnpeANpUATHS, COAepXKalleMy
HBsAg cy6Tunos ad u ay (per.
Ne 05-2-520), He npeBbIIIAET
0,05 ME/mn 1 0,05 en. [1-3 /M
npu npouexype 1; He
npesbimaet 0,01 ME/ma 1 0,01
en. [1-3/ma npu npoueaype 2 3.
CneuudUyHOCTD
KOHTPOJIMPYETCH 10
CTaHAApPTHOH NaHeu
npesnpUsTHsS 06pasLoB
CbIBOPOTOK KPOBH, HE
cogepxxamux HBsAg (CIIII, per.
Ne 05-2-527), u cocTaBJisieT
100%. [luarHocTuyeckas
YYBCTBUTEJBHOCTE:
KJIMHUYEeCKHe UCTIbITaHUs,
MpoBe/JIEHHbIE HAa
MOJIOKUTEJIbHBIX 06pa3iax
CBIBOPOTOK U IJIa3M KPOBH OT
GOJIbHBIX TenaTUToM B B
OCTPOM U XpOHUUYECKOHN
dopmax, mokasanu 100%
YYBCTBUTEJbHOCTb (MHTEPBAJ
98,9%-100% c noBepUTENIbHOU
BeposATHOCTBI0 90%).




Juarsoctuyeckas
crneludUYHOCTD: KIMHUYECKHE
WCNBITaHUS, IPOBeIEHHBIE HA
OTpHLIATebHBIX 00pa3Lax
CbIBOPOTOK M IJIa3M KPOBHU OT
YCJIOBHO 3/J0POBBIX JJOHOPOB
KpPOBH, 60JIbHBIX C APYTUMHU
MHOEKIUOHHBIMHU
3a6os1eBaHUSAMHU (60IbHbBIE
renaTuToM C, renaTUTOM A,
BUY-uHbULIMpOBaHHbIE
NalUEeHThI), HALLUEHTOB C
M0JI0KUTEJbHBIM
peBMaTOUAHBIM GaKTOPOM,
GepeMeHHbIX U
MHOTOPOXKaBLIUX KEHIIHH,
nokasauau 100%
cnenudUIHOCTb (MHTEpBa
98,7%-100% c goBepUTENBHON
BeposITHOCThI0 90%).
JvTenbHOCTh aHa/MU3a: 10 80
MHUHYT NIPU MUHHUMAaJIbHOH
nporeaype. Perucrpanus u
OLleHKa pe3yJ/IbTaTOB:
pesyabTaTel UPA
PErUCTPUPYIOTCS C TIOMOLIbIO
cnekTpodoToMeTpa, OCHOBHOM
bunbtp 450 HM, pedepeHc-
bunbptp 620-650 HM;
KomnuiekTanus Habopa:
IJIaHIIET pa36opHbIN €
MMMOOU/IN30BaHHBIMU
MOHOKJIOHa/IbHBIMHU
a"TaTesamMu k HBsAg - 2 wt,;
MOJIOXKUTEJIbHBIN
KOHTPOJIbHBIN o6pa3ery (K+),
copepxut 4+2 ME/mn HBsAg
ayw 2 cyotuna - 1 ¢u, 1,5 mu;
C1a60M0JI0KUTETBbHBIN
KOHTPOJIbHBIA 06paser
(K+cna6), conepxur 0,2+0,1
ME/mn HBsAg ayw 3 cy6Tuna —
1 ¢a. 1,5 Mut; oTpULIATENBHBIN
KOHTpOJIbHBIH o6pa3er (K-) - 1
1., 2,5 MJI; KOH'BIOTAT,
KOHILIeHTpaT —
[0JIMKJIOHAJIbHbIE aHTUTEJIA K




HBsAg, meuyeHble nepoKcUAa3oun
xpeHa - 1 ¢, 1,4 mu1; pacTBOp
JJI1 pa3BeJleHUA KOH'bIoraTa
(PK), - 2 ¢u1. mo 8 mu;
cyOCTpaTHBIN 6ydepHbIH
pactsop (CBP), - 2 ¢ur.mo 13 mu;
KOHIeHTpaT pochaTHO-
cosieBoro 6ydpepHoro pacrsopa
c TBuHOM (PCB-Tx25) - 1 du1,,
28 MJI; TeTpaMeTU16EeH3UUH
(TMB), konuenTpart - 1 ¢, 1,5
MJI; cTom-peareHT — 1 ¢, 21
MJI; IJIEHKA /151 3aKJIeMBaHUS
IJIaHIIeTa — 2 IIT.; BAHHOYKA
JJ151 peareHToB — 2 1IT.;
HaKOHEYHUKHU JJIs TUIEeTKH —
16 wt. /l151 yRo6¢cTBa Bce
bJ1aKOHBI € peareHTaMy UMEIOT
[[BETOBYIO UAeHTHPUKALHIO.
YcnoBUs XpaHeHUs U
TPaHCNIOPTUPOBKU: XPaHUTb
npu Temneparype 2 - 8 2C.
JlonyckaeTcs
TPaHCNOPTHUPOBKA NPHU
TeMinepaType o 25 2C He 6osiee
10 cyTok. Cpok rogHoCTH: 24
MecsileB. [[po6Hoe
HCI0JIb30BaHHe Habopa MOXeT
OBITh pea/IM30BaHO B TeUeHHE
12 MecsiLieB noce ero
BCKPBITHSL.
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Ha6op peareHTOB /51
UMMYHO}EpPMEHTHOTO
BbISIBJIEHUS
MMMYHOIJI06yJIMHOB KJ1accoB G
U M k Bupycy renatura C.
MeTop onpe/iesieHUs] OCHOBaH
Ha TBépodasHOM
MMMyHO}EepMeHTHOM aHa/INn3e
C IpUMEeHeHHEeM
PeKOMOUHAHTHBIX AHTHUT'E€HOB.
Bo Bpems nepBoii HHKy6anuy,
MPY HAJTMYHH B UCCJIE[yEeMBIX
ob6pasnax aHtuTes k BI'C, oHu
CBSA3BIBAIOTCS C
PEKOMOUHAHTHBIMU GeJIKAMH,
MMMOOGH/IN30BAaHHBIMH HA

Hab
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MOBEPXHOCTH JIYHOK IVIaHLIETa.
Bo Bpems BTOpo#l MHKy6aLuu
CMecCh NepOKCH/Ia3HbIX
KOH'BIOraTOB aHTUTeJ K IgG
YyeJI0BeKa M aHTuUTeJ K IgM
YyeJIoBeKa CBS3bIBAETCS C
aHTHUTEeJIaMH,
MMMOGU/IM30BaHHBIMU B X0/l€
nepBoi uHKy6auuu. [lanee, Bo
BpeMsi UHKYOalUU C pacCTBOPOM
TeTpaMeTUI0eH3U/IUHA
HPOUCXOAUT OKpallMBaHHE
pacTBopa B JIYHKAX,
coJlepKalux 06pa3oBaBIIUECs
KOMIIJIEKChI «aHTUT€H-
QHTHUTEJION.

Peak1yio ocTaHaBJIMBAIOT
Jlo6aBJIeHNEeM CTOI-peareHTa U
HU3MePSIOT ONTUYECKYIO
miotHocTb (OIT) pacTBOpoB B
JIYHKaX B IByXBOJIHOBOM
peXuMe: IIPH OCHOBHOH JIJIMHE
BOJIHBI 450 HM U JI/IMHE BOJIHbI
CpaBHeHUs B AuanasoHe 620-
650 HM; WY U AJUHE BOJIHbI
450 HM. UHTeHCHUBHOCTD
YEJITOr0 OKpaIlMBAHUS
NPOINOPIIMOHAIbHA KOJMYECTBY
CoZieprKalliuXCsl B UCCIIelyeMOM
o6pasne antuTes K BI'C.
KonuyecTtBo onpeaenenuii: 192
onpejeseHul (cTpum),
BKJIIOYas KOHTpoay; 06'beM
aHa/M3upyeMoro obpasua: 40
MKJI; JlonyckaeTcs
HCII0JIb30BaHKEe 06Pa3IoB,
XPaHUBLIUXCS TIPU
Temnepatype (2-8) °C He 6ostee
5 cyTok, 1160 pyu MUHYC
(20£3) °C, ecsiv HEO6XOAMO
6oJiee JINTEBHOE XpaHEHHE.
YyBCTBUTENBHOCTD 110
aHTuTesaM K BI'C -
COOTBETCTBHE PE3yJIbTATOB
Ka4yeCTBEHHOTI'O OIpeJiesIeHHs
HabopOM UMMYHOTJIOOYJIMHOB
kJsiaccoB Gu M k BI'C




Tpe6OBaHUAM CTaHAAPTHON
HaHeJIU CbIBOPOTOK,
coZieprKalliiX U He CO/leprKalliux
aHTHTeJIa K BUpycy renatura C
(«AuTH-BI'C cTangapTHas
MaHeJb CbIBOPOTOK») — 100%.
CrneninpUYHOCTH 110 AHTUTEIAM
K BI'C - cooTBeTcTBUE
pe3y/IbTaTOB KaueCTBEHHOTO
onpe/iesieHUss HAG0POM
HMMMYHOTJIOGYJIMHOB KJ1accoB G
u M k BI'C Tpe6oBaHusIM
CTAaHAAPTHOU MaHe U
CBIBOPOTOK, COZIEPKaLUX U He
coJiepXKalliMX aHTHTesa K
Bupycy renatuta C («<AHTH-BI'C
CTaHJapTHas NaHesb
CBIBOPOTOK») — 100%.
JlvarHoctudeckas
YYBCTBUTEJbHOCTD:
KJIMHWYeCKHe UCTIBITaHuUS,
npoBeJéHHbIe Ha 06pa3uax
CbIBOPOTOK U I1J1a3M KPOBHU
60/1bHBIX renatuToM C B
OCTPOM U XPOHUYECKOH
dopmax, nokazanu 100%
YyBCTBUTEJBbHOCTb (MHTEpBaJ
99%-100%, c foBepUTENbHON
BepOSITHOCThI0 90%).
Jmarsoctuyeckas
crneluPUIHOCTD: KINHUYECKHE
UCIIBITAHUS, IPOBEJEHHBIE HA
06pasuax CbIBOPOTOK U IJ1a3M
KPOBH YCJIOBHO 3/{0POBBIX
JIOHOPOB KPOBH, 60JIbHBIX
renaTutoM B B ocTpoii 1
XpoHuveckoi ¢popmax, BUU-
MHQUIMPOBaHHBIX TALUEHTOB,
GOJIBHBIX TeaTUTOM A U
JPYTUMU UHQEKI[MOHHBIMHY, U
HeNMHPEeKIMOHHBIMU
3a60JIeBaHUAMU NOKA3/IH
100% crienpUIHOCTH
(urTepBan 99%-100%, c
JIOBEPUTENbHOMN BEPOSTHOCTBIO
90%). JiuTeIbHOCTDb aHA/IK3a:
90 muHyT; Perucrpauus u




OlLleHKa pe3yJ/IbTaTOoB:
pesyabTaTel UPA
PEruCTPUPYIOTCS C TIOMOLIbIO
crneKkTpodoTOMETPa, OCHOBHOM
¢unbTp 450 HM, pedepenc-
dunbtp 620-650HM;
KomnuiekTanus Ha6opa: Ha6op
COJIEPKUT BCE HEOBXOJUMbIe
JUIS1 UCCJIeJOBaHUS peareHThl;
Jlono/sIHUTEIbHO
KOMIIJIEKTYETCS: IIJIEHKA JJ151
3aKJIeMBaHu4 IJIaHlIeTa - 4
IIT.; BAHHOYKA J/Is1 peareHToB -
2 IIT.; HAKOHEYHHUKH [JI51
nuneTok - 16 wr. Jlis yao6eTBa
Bce QJIaKOHBI C peareHTaMu
HMMEeIOT [|BETOBYIO
uaeHTUPUKALUIO. Y CI0BUS
XpaHEeHUsI U TPaHCIOPTUPOBKHU:
XpaHUTB IIPU TeMIepaType 2 -
8 oC. JlonmyckaeTcs
TPaHCNOPTHUPOBKA IPU
TeMmnepatype A0 25 °C He Gosiee
10 cyToxk. [lpo6Hoe
HCI0JIb30BaHNE HAbopa MOXKET
ObITb peaIN30BaHO B TEYEHUE
BCETO0 CPOKa I'0JJHOCTH.
KoHueHTpHUpOBaHHbIN pacTBOP
KOH'bIOTaTa (B
npe/iBapUTEJbHOM
pasBeieHUH) NOJJIEKHUT
xpaHeHwuIo mpu (2-8)°C go 1
Mecsua. Cpok rogHocTu: 24
Mecsina
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Ha6op peareHTOB JJ151
MMMYHOGEpPMEHTHOTO
BBISIBJIEHUSA aHTUTeJ KJjacca IgG
k Treponema pallidum.
XapakTepuCcTUKH Habopa:
OCHOBHBIM CBOWCTBOM Habopa
SIBJIAETCSI CIIOCOOHOCTh
BBISIBJIAITH B CBIBOPOTKE
(nm1a3Me) KpoBHU M JINKBOpE
yeJioBeKa crnenudruIecKre
aHTUTeJa Kaacca G K
Treponema pallidum 3a c4éT ux
B3aUMO/IeCTBUS C

Hab




PEKOMOHUHAHTHBIM aHTUTE€HOM,
MMMOOHW/IN30BaHHBIM Ha
MOBEPXHOCTH JIYHOK CTPHIIOB.
O6pa3oBaHue KOMILJIeKca
«aHTHUTeH-aHTHUTEJIO»
BBISIBJISIIOT C IOMOLIbIO
HMMYHO$EPMEHTHOTO
koHbloraTa. Kosmyecrso
onpejiesieHUN: 96 onpezeeHUI
(cTpum), BKJIOYAsk KOHTPOJIH;
06'beM aHAJIU3UPYEMOTO
o6pasna: 10 MxJ1;
YyBCTBUTEJIBHOCTD: 110
aHTUTesaM K Treponema
pallidum, 100%;
CnenuUYHOCTD: IO aHTUTEJIAM
K Treponema pallidum, 100%;
JlnuTtenbHOCTh aHaM3a: 85
MUHYT; Perucrpanus v oneHka
pe3yabTaToB: pe3yabTaTbl MDA
PErUCTPUPYIOTCS C TIOMOLIbIO
crneKTpodoTOMETPa, OCHOBHOM
¢unbTp 450 HM, pedepeHc-
¢bunbTp 620-650 HM;
KomnuiekTanus Habopa:
IJIaHILET pa36opHbIN €
MMMOOU/IN30BaHHBIMU
PEKOMOHHAHTHBIMU
aHTUreHamu Treponema
pallidum - 1 wr,;
HOJIOXKHUTEJIbHBIH
KOHTpOJIbHBIH o6pa3er (K+) - 1
a1, 0,5 MJ1; OTpULLATENbHBIN
KOHTpOJIbHBIH o6pazery (K-) - 1
1., 0,5 MJT; KOH'BIOTAT
(aHTUBUOBBIE AaHTHUTEA,
KOHBIOTMPOBaHHbBIE C
nepoxkcuasoi xpena) - 1 ¢,
1,5 mu1; pacTBop Ass
pa3BesieHus ceiBopoTok (PC) -
1 ¢, 13 mut; pacTBOp A1
pa3Besenus Konbiorara (PK) -
1 ¢u1., 13 Mu1; KOHIIEHTpAT
docohaTHo-cosreBoro
6ydepHOTO pacTBopa C TBUHOM
(®CB-Tx25) - 1 a1, 28 mu;

cy6CcTpaTHbIN 6ydepHbIT




pactBop (CBP) - 1 ¢, 13 mu;
TeTpaMeTun6ensuanH (TMB),
KoHUeHTparT - 1 ¢, 1,5 mu;
cron-peareHT - 1 i1, 12 mui;
IJ1EHKA JJIS 3aKJ1eUBaHUs
mJIaHueTa — 3 1IT.; BAHHOYKA
JJ151 peareHToB — 2 1IT.;
HaKOHEYHMKH JJIs1 MUIeTKU- 16
wt. /l1s1 yno6¢TBa Bce $JIaKOHbI
C peareHTaMu UMeT 1IBETOBYIO
uaeHTUPUKALUIO. Y CI0BUS
XpaHEeHHUs U TPAHCIOPTUPOBKHU:
XpaHUTb IpU TeMIepaTtype 2 -
8 ¢C. JlonyckaeTrca
TPaHCIOPTHUPOBKA NPHU
TeMmnepaType Ao 25 2C He 6osiee
10 cyTok. Cpok rogHocTu: 12
MecsileB.
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Ha6op peareHToB JJ151
MMMYHO}EepPMEeHTHOTO
NOJATBepXKAeHUs HaTU4Us
HBsAg. [IpuHuun metoza
3aKJII04AeTCs B IPOBEIEHUU
peakLuy HelTpanusanuu
(konkypeHTHbI UDA) HBsAg B
uccaesiyeMoM obpasie ¢
MOMOLIBIO OJIMKJ/I0HAIbHBIX
aHTHTeJ], COZlepKaLUXCS B
pacTBOpe MOATBEPXKAAIOLLETO
areHTa. [l0JIMKJIOHA/IbHBIE
aHTHTeJa B pacTBOpe
MO/ TBEPXK/AI0LIero areHTa
pearupyoT C aHTUT€HHbIMU
JeTepMuHaHnTamMu HBsAg,
HPENsSTCTBYS CBA3BIBAaHHIO
AQHTHUIeHA C aHTHUTeJaMH Ha
TBEp/01 dase U B cocTaBe
KoH'BblOTraTa. [Ipy HaIM4YMK B
o6pa3sue HBsAg nabsoaercs
He MeHee yeM 50% CHMXeHHe
3HAYEHUs ONITUYECKOU
miotHoctH (OIT) B
KOHKypeHTHOM U DA o
CpPaBHEHHUIO CO 3HAYEHHUEM B
npsimoM UODA.
YyBCTBUTENBHOCTD
KOHTPOJINPYETCS 110

Hab
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pa3BeZleHUsAM CTaHJAapPTHOIO
o6pasua npeAnpuaTHs,
cogepxaigero HBsAg cy6Tunos
ad u ay. PactBopsr! COIl HBsAg
ad, ay c koHueHTpanueid HBsAg
0,05 ME/mn u ep. T1-3 /M1
(mpouenypa 1) u 0,01 ME/mu1 u
en. [1-3/mn (mpoueaypa 2)
JI0JKHBI MHTEPIIPETUPOBATHCS
KaK [10JIOKUTEJIbHBIE, T.€.
copepxkaiue HbsAg.
CrnenudpUyHOCTh
KOHTPOJIUPYEeTCs 10
CTAaHAAPTHOU MaHe U
npeAnpUsaTHs 06pa3LoB
CBIBOPOTOK KPOBH, He
copepxamux HBsAg, u
cocrasnseT 100%. Bce
coiBopoTku CIIIT (100%)
JI0JKHBI MHTEPIIPETHPOBATHCS
KaK OTpUILIATe/bHbIE, T.€. HE
copepxaigre HbsAg.
Juarnocruyeckas
YYBCTBUTENbHOCTD:
KJIMHWYeCKHe UCTIBITaHu,
NpoBeJIEHHBIE HA
TM0JIOXKHUTEIbHBIX 00pa3iax
CbIBOPOTOK M IJIa3M KPOBHU OT
GOJIbHBIX TeNaTUTOM B B
OCTPOM U XPOHUUYECKOH
dopmax, nokazanu 100%
YyBCTBUTEJBbHOCTb (MHTEpBaJ
98,9%-100% c foBepUTENbHON
BepOSATHOCThIO 90%);
JlvarHoctuyeckas
crnenuUIHOCTh: KINHUYECKHe
HCIBITAHUS, IPOBEIEHHbIE HA
OTpHUIATEJbHBIX 00pa3Iax
CBIBOPOTOK U IJIa3M KPOBH OT
YCJIOBHO 3/J0POBBIX JIOHOPOB
KpPOBH, 6OJIbHBIX C [PYTUMHU
MHQEKIMOHHBIMU
3a60JieBaHUAMH (60JIbHBIE
renatuToM C, remaTUTOM A,
BUY-undunnpoBanHbIe
MaLnyeHThl), MaLleHTOB C
10JI0’KUTEJIbHBIM




pPeBMaTOUAHBIM GaKTOPOM,
OGepeMeHHbIX U
MHOTOPOKaBLIUX KEHIIWH,
nokaszanu 100%
cnenuUIHOCTh (MHTEPBa
98,7%-100% c noBepUTENbHOMI
BepOsITHOCTBI0 90%).
KoJsinyecTBo Hcc/ie0BaHUT:
Habopa paccyuTaH Ha
npoBefeHue 48 aHa/IU30B,
BKJIt0Yask KOHTPOJU. Jlis
HUCCeA0BaHNS HEGOJIBIIOKN
NapTHUX IPO6 BO3MOXHBI 6
He3aBUCHUMBbIX TOCTAaHOBOK DA
1o 8 aHa/IU30B, BK/I0Yasd
KOHTpOJIbHBIE. BO3MOXHO
HCI0JIb30BaHUe Habopa B
aBTOMaTHU4yeckux UOA-
aHa/JN3aTopax.
AHanusupyemble o6pa3upr: s
aHa/IM3a UCTO0JIb30BaTh
06pasLbl CBIBOPOTKH U IJ1a3Mbl
(mostyyeHHO¥ €
HCI0JIb30BAaHUEM B KaueCTBe
AHTHUKOAryJISTHTa UTpaTa
HaTpus, renapuna wiau 3/ TA).
JlonyckaeTcs UCIIOJIb30BaHUE
006pasL0B, XpaHUBLIUXCS MPU
TemnepaTtype (2-8)2C He Gosiee
5 cyTok, 1160 npu
TeMnepaTtype MuHyc (20+4)°C,
ecJii Heo6X0AUMO boJsiee
JUINTEeJbHOE XpaHeHHe
(momyckaeTcsi OJHOKpaTHOe
3aMoOpa)KUBaHHe/pa3MopaKrBa
Hue). 06'beM aHATU3UPYEMOTO
o6pasra: 100 MK
JnuTtenbHOCTb aHa/u3a: oT 80
MUHYT; Perucrpaiys u oreHKa
pe3yabTaToB: Pe3ysnbTaThl MDA
MPY OCHOBHOM HU3MEPEHUHU
PerucTpupoBaTh C OMOIIbIO
cnekTpodoTomeTpa, U3Mepss
OIl B IByXBOJIHOBOM pE€XHME:
OCHOBHOH ¢uIbTp — 450 HM,
pedepeHc-GUNBTP - B
auanasoHe 620-655 HM.




JomnycTrMma perucrpanus
pe3yJbTaToB U 6e3 pedepeHc-
dunbTpa. PesynbraTer UPA
IpU BCIIOMOraTe/JbHOM
M3MepeHUHU NIPOBOJUTD C
¢unbtTpom 450 HM 6e3
pedepeHc-dunbTpa.
BoiBeeHUE
cnekTpodoToMeTpa Ha
HyJIEBOU ypOBeHbD («BJIaHK»)
OCYILECTBJIATD [0 BO3JYXY.
CocTaB Habopa: IJIaHLIET
pa36opHBbIii €
MMMOGU/IN30BaHHBIMU
MOHOKJIOHAJIbHBIMU
aHTuTesamMu K HBsAg - 1 wt,;
MOJI0KUTEeJbHbIN
KOHTPOJIbHBIN o6pa3er (K+),
WHaKTUBHPOBAHHBIH, COJEPKUT
4,0+2,0 ME/mMn HBsAg - 1 ¢,
1,5 MJ1; c/1a60I0/I0KUTEIbHBIN
KOHTPOJIbHBIH 06paser;
(K+cna6), MTHaKTUBUPOBAHHBIH,
cogepxut 0,2+0,1 ME/mn
HBsAg -1 ¢, 1,5 mui;
OTpULIATEbHBIN KOHTPOJIbHBIN
o6pasern (K-),
WHAaKTUBUPOBaHHBIN - 1 du1.,
2,5 MJI; KOH'BIOTAT, KOHLIEHTPAT
- MOJIMKJIOHAJIbHbIE aHTHUTEJA K
HBsAg, MmeueHble epoKcUAa3oi
xpeHa - 1 ¢u1., 0,7 mMJ1; pacTBOp
JUIs1 pa3BeJleHUs] KOH'bIoTaTa
(PK) -1 ¢n.,, 7 Ms1; KOHILEHTpAT
docoaTHO-cosreBOTO
6ydepHOTO pacTBopa ¢ TBUHOM
(PCB-Tx25) - 1 1., 28 mu;
TeTpaMeTHI6eH3U/INH,
koHueHtpar (TMB) - 1 ¢, 1,5
MJI; pacTBOp
NO/TBEPK/AAIOIETr0 areHTa
(PMIA) - 1 ¢u1., 0,8 mu1; pacTBOp
JUISI pa3Be/ieHNs 00pasLoB
(PPO) -1 ¢, 21 mu;
cyOCcTpaTHBIN 6ydepHbIH
pactBop (CBP) - 1 ¢u1,, 13 mu;
cron-peareHT - 1 ¢, 12 M.




Ha6op ponosHuTEIBHO
KOMIIJIEKTY€eTCS: JIEHKAMU 110
3aKJIeMBaHUA IJIaHIIeTa — 2
IIT.; BAHHOYKAMHU JJIsI
peareHToB - 2 LIT.;
HaKOHEYHUKAMHU /151 TUTIETOK
Ha 4-200 Mk - 16 wt. s
yA06cTBa Bce QJIAKOHEI C
peareHTaMu UMelOT LIBETOBYIO
uaeHTUPUKALUIO. Y CI0BUS
XpaHEeHHUsl U TPAHCIOPTUPOBKHU:
TpaHcropTUpoBaHUe HabGopa
JL0JDKHO MTPOBOAUTHCS BCEMU
BHU/JIaMH KPBITOI'O TPAHCIOPTA
npu Temneparype (2-8) °C.
JlonyckaeTcs
TPaHCIOPTUPOBAaHUE MPU
TemnepaType fo 25 °C He 6oJiee
10 cyTok. XpaHeHHe HaGopa B
yIaKOBKe NpeANpHUsTHs-
W3TOTOBUTEJIS JOJDKHO
MPOBOJUTHCS IPU TEMIlEpAType
(2-8) °C. [ipo6Hoe
HCI0JIb30BaHHe Habopa MOXET
OBITh peasii30BaHO B TeUeHHE
12 Mecsi1eB mocJe ero
BCKpbITUSA. CPOK TOJHOCTU: 24
Mecsilia Co JIHsI BhIMYyCKa.
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Hab6op peareHTOB z151
UMMYHO}EpPMEHTHOTO
BbISIBJIEHUS CYMMapHBIX
aHTuTes K Treponema
pallidum. XapakTepucTuku
Hab6opa: OCHOBHBIM CBOMCTBOM
Habopa fB/IsIeTCs CIOCO6GHOCTD
BBISIBJISITH B CBIBOPOTKE
(nm1a3Me) KpoBHU U JINKBOPE
yeJioBeKa crnenudruIecKre
MMMYHOTJIOGYJIMHBI KJI1accoB M,
G 1 A k Treponema pallidum 3a
CYET UX OJHOBPEMEHHOTO
B3aUMO/IeCTBHUS C
PEKOMOGHUHAHTHBIMHU
aHTUTEeHaMU,
MMMOOHW/IN30BaHHBIMH HA
MMOBEPXHOCTH JIYHOK CTPHUIIOB U
BXOJSIIIMMH B COCTAB

Hab
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KoH'bloraTa. Kosimyectso
onpejeseHUN: 96 onpesesileHUR
(cTpum), BKJIIOYasi KOHTPOJIY;
06'beM aHAIM3UPYEMOTO
o6pasua: 10 Mku;
UyBCTBUTEJNBHOCTD: Ha
CTaHJAPTHOU MaHen
npeanpustus (CIII+),
coJlepKalllel aHTUTe A K
Treponema pallidum 100%.
CrnenudpUYHOCTD: HA
CTaHJAPTHOU MaHen
npeanpustus (CII-), He
coJlepKalled aHTUTe A K
Treponema pallidum 100%.
JliuTtenbHOCTh aHaM3a: 85
MUHYT; Perucrpanus v oneHka
pe3yJbTaToB: pe3yabTaThl UPA
PEerucTpupyoTCs C TOMOILbIO
crneKTpodoTOMETPa, OCHOBHOM
¢unbTp 450 HM, pedepeHc-
¢bunbTp 620-650 HM;
Komnuiektanus HaGopa:
[InaHweT pa36opHbIX C
MMMOOU/IN30BaHHBIMU
PEKOMOHHAHTHBIMU
aHTUreHamu Treponema
pallidum -1
ILIT.;IOJIOXKH TEJIbHBIH
KOHTpPOJIbHBIN o6pa3zer (K+) - 1
a1, 0,5 MJ1; OTpULLATENBHBIN
KOHTpOJIbHBIH o6pa3zer (K-) - 1
a1, 0,5 Mu1; KoH'BIOTAT — 1
b 2 da1.; pacTBop s
npeJBapUTeSbHOTO
pa3Besenus (PIIP)- 1 ¢, 3 mu;
pa3Bogsauui pacteop (PP) - 1
1., 13 MJT; KOHIIEHTpAT
docpaTHO-cosreBOTO
6ydepHOTO pacTBopa C TBUHOM
(PCB-Tx25) - 1 1., 28 mu;
cyOCcTpaTHBIN 6ydepHbIH
pactBop (CBP) - 1 ¢, 13 mu;
TeTpaMeTun6ensuanH (TMB),
KoHIeHTpaT - 1 ¢u1.,,1,5 mr;
cron-peareHT - 1 i1, 12 mu;
NJ1EHKA JIJ1s1 3aKJIeUBaHUs




MJIaHIIeTa — 2 WIT.; BAaHHOYKa
JUIS peareHToB — 2 LIT,;
HaKOHEYHUKHU JiJ1d IUNeTKU- 16
wT. 151 yno6cTBa Bce GIaKoHbI
C peareHTaMH UMeIOT [JBETOBYIO
uaeHTUPUKALUIO. Y CI0BUS
XpaHeHUsI U TPaHCIOPTUPOBKHU:
XpaHUTb [PU TeMnepaType 2 —
8 2C. [lonyckaeTcs
TPaHCNOPTHUPOBKA NPHU
TeMnepaType 2o 25 °C He 6oJiee
10 cyTok. Cpok rogHocTu: 12
MecsiLeB.
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Ha6op peareHToB JJ151
MMMYHOGEepMEeHTHOTO
BbISIBJIEHUS U IOATBEPXKEHUS
HaJINYUsl UIMMYHOTIJIOGYJIMHOB
kJsaccoB G u M K BuUpycy
renatura C.
XapakTepUCTUKU Habopa:
OCHOBHBIM CBOHCTBOM Habopa
SIBJIIETCS CMIOCOGHOCTD
BBISIBJISITb B CBIBOPOTKAX
(nm1asMe) KpoBHU YeslOBeKa
anTuTesa k BI'C (IgG u IgM) 3a
CYEeT UX B3aUMOJEeHCTBUSA C
PEKOMOHHAHTHBIMU
aHTHUreHaMH,
MMMOOHW/IN30BaHHBIMU Ha
NIOBEPXHOCTH JIYHOK IJIaHIIETa.
0O6pa3oBaHMe KOMILJIEKca
AHTUTEH-aHTHUTEJIO BBISBJIAIOT C
MOMOLIbIO
UMMYHO}EpPMEHTHOTO
KoH'bloraTa. Kosinuectso
onpepeneHuit: Ha6op
peareHTOB pacCcYUTaH Ha
nposefieHHe 48 aHa/IN30B,
BKJIIOYasl KOHTPOJTH.
[IpeaycMoTpeHo
HCI0JIb30BaHUE Habopa
YaCTSMHY, B 3aBUCHMOCTH OT
kosinyectBa npo6 (or 1
aHaJM3upyeMoro obpasua A0
45). lpo6HOoe ncnosb30BaHuE
Habopa MOXeT ObITh

Hab
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CpoKa rojHocTH. BoamoxHo
UCIN0JIb30BaHKeE Habopa B
aBTOMaTHyeckux MDA
aHaJIM3aToOpax OTKPBITOTO
TUNa. AHaJIM3UpyeMble
06pasupbl: I aHaM3a
HCII0JIb30BaTh 00 Pa3Ibl
CbIBOPOTKH U 11J1a3Mbl
(mosty4eHHOM €
HCIOJIb30BAaHUEM B KAaUECTBE
aHTHUKOAryJISIHTA LUTpaTa
HaTpus, renapuna uau 3/ TA).
JlonyckaeTcs UCnob30BaHHe
00pa3oB, XPAaHUBLIUXCS NTPU
Temnepatype (2-8) °C He 6osiee
5 cyTOoK, 1160 pHU MUHYC
(20£3) °C ec1m He06XO MO
6oJiee JJINTEJNbHOE XpaHEHHUE.
JInopunbHO BhICYIIEHHBIE
npenapaTbl KpOBU Nepef,
uccJe/loBaHUEM PACTBOPUTD B
COOTBETCTBUU C UHCTPYKLHEH
110 IPUMEHEHUIO JaHHOT'0
npenapata. Kuakue
npenapaTbl KpOBH, 3a
HCKJIIOYEHHEM IIpeNnapaToB
UMMYHOTIJIO0YJINHOB,
UCCJIeI0BATh
HepasBe/ieHHbIMU. [IpenapaTsl
HMMYHOTJIOOY/JIMHOB Tepe
UCC/Iel0BAaHUEM Pa3BOJUTD B
10 pa3 AUCTUIIMPOBAHHOU
BoJloH. 06'beM aHAIM3HUPYEMOTO
o6pa3sna: 40 MKIIL.
YyBcTBUTENBHOCTD: Pe3yibTaT
KaueCTBEHHOTO BBISIBJIEHUS
HabopOM UMMYHOTJIOOYJIUHOB
kJsaccoB G u M k k BI'C nomkeH
COOTBETCTBOBATh TPEOGOBAHUAM
CTaHJJAPTHOH NMaHe !
CBIBOPOTOK, COZIEPXKALIUX U He
coZiepXKalMX aHTHTeNa K
BuUpycy renatura C:
YYBCTBUTEJBHOCTb 110
aHTuTesaM K BI'C - 100%;
crnenuGUIHOCTD 10 aHTUTEJIAaM
k BI'C - 100%.




JlnarHoctudeckas
YYBCTBUTENbHOCTD!
KJIMHUYeCKHe UCTIbITaHus,
MpoBeJéHHbIE Ha
[0JIOKUTEJIbHBIX 06pasax
CBIBOPOTOK U IJ1a3M KPOBH,
B3AThIX OT 60JIbHBIX TeIaTUTOM
C B OCTpOM U XpOHUUYECKOH
dopme, mokazanu 100%
YyBCTBUTENbHOCTD. [IpH
cmemmBaHuu PC ¢
HccaelyeMbIM 06pasL oM
(KOHTPOJISIMH) IPOUCXOJUT
M3MeHeHHUe [|BeTa pacTBopa B
JIyHKe niaHIleTa. CTeneHb
M3MeHEeHUs IBeTay
pa3/IMYHBIX 06pa3I0B MOXKET
OTJINYAThCA. Bo3moxxkeH
KOHTPOJIb BHECEHUSI 00paA3L0B
(koHTpOJIEH) B siyHKH € PC C
HOMoLIbI0 CIEKTPodOoTOMETPA,
IpHU AJIMHe BOJIHbI 620 HM.
JlvTenbHOCTh aHaMU3a: ot 90
MUHYT. Perucrpanusa u oLeHka
pe3yabTaToB: Pe3ynbTaTsl UOA
perucTpupoBaTh C IOMOLIbIO
cnekTpodoTOMeTpa, U3Mepss
OIl B ABYXBOJIHOBOM peXXHUMe:
OCHOBHOH ¢uabTp - 450 HM,
pedpeHc-GUABTp B AUana3oHe
620-650 HM. [lonyckaeTcs
perucTpanus pes3yabTaToB
TOJIbKO ¢ GunbTpoM 450 HM.
KomnuiekTanus Habopa: Ha6op
COJIEP>KUT BCE HEOOXO/IUMbIe
JUIS1 MCCJIeJOBAaHUSI peareHThl;
Ha6op monosiHUTENBHO
KOMIIJIEKTY€eTCs: JIEHKAMU /11
3aKJleMBaHus IIJIaHIIeTa — 3
IIT., BAHHOYKAMHU JIJIsl peareHTa
- 2 IIT., HAKOHEYHUKAMH JJISI
nuneTok - 16 wr. YcaoBus
XpaHeHUs ¥ TPAHCIIOPTUPOBKHU:
XpaHUTb NIPU TeMIlepaType 2 -
8 °C. [lonmyckaeTcsa
TPaHCIOPTUPOBKA NPHU
TeMnepatype 2o 25 °C He 6oJjiee




10 cyToxk. /lpo6Hoe
HCI0JIb30BaHHeE Habopa MOXET
OBITh peaJIM30BAHO B TEUEHHE

BCero cpoka rogHoctu. Cpok
TOJIHOCTH: 24 MecsIeB.
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AunetaTHbi 6ydep ¢ IATA
KOHLIeHTPUPOBaHHbIN x50 s
npoBeJieHus 31eKTpodopesa B

MOJIEKY/ISIPHON GMOJIOTUH B

ynakoBke 5 1. (Bydep 50x
Tris/Acetic Acid/EDTA Buffer 5

L).HasHavyeHusi:
npeJHa3HadeHa JJ1sl
NPUTOTOBJIEHUS arapo3HOTO
reJsisi U NpoBeJieHus
ajiekTpodopesa npu
noctaHoBke [1I]P-ananu3za.
@OYHKIMOHANBHOCTD:
AuetatHbiii 6ydep
cogepxxamuid EDTA (pH 8.0) u
Tris-anerat (TAE) B
KoHUeHTpanuu 50 MM (pH 7.5 -
7.8). [Ipu pa3Besnenuu B 50 pa3

coZiep>kaHue KOMIIOHEHTOB B
pactBope: 1 MM EDTA (pH 8.3),

40 MM Tris, 20 MM aneTrara.

O6s1acTb npuMeHeHus: HLA-

TUNUPOBAHUE, MOJIEKYJIIpHAs
6uosiorus
TexHHUYeCKHe XapaKTEPUCTHKHU:
npo3pavyHasi ’KHUAKOCTb.
Kommnektauus: 1) ¢yakoH

cozepxaluii 5 1utpa 6yddepa.

2) KpaH-KpbIILKa
g GaakoHa-1 mIT. YnakoBKa
KapTOHHasl KOpobKa ¢
¢dbJy1akoHOM cojiepKaui 5 1
oydepa.
Yc/10BUSI XpaHEHUST: XPAaHUTD
Py KOMHATHOM TeMIepaType.

yn
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[P nnaHweT Ajs
HCI0JIb30BaHUS C HAbOpaMu
LABScreen, npo3payHbli,
BBICOKONPOUIBHBIH, 96-TH
JIYHOUYHBIH, ¢ V-06pa3HbIM
JIHOM, B KOMILJIEKTE C
IJIEHKaMHU.

Habop




dopmaT ynakoBku - 25
miaHnieToB, 180 mieHoK aJ1st
3aKJIeMBaHUA JIYHOK.
CoBMeCTHUMOCTb IJIAHLIETA C
MYJIBTHILJIEKCHBIM
aHasuzaTopoM LABScan.
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CepTudunypoBaHHas araposa
JJ11 IpOBe/leHuUs
asiekTpodopesa [P
MPOAYKTOB6B ynakoBke 1 Kr
(Gen Agarose L/E/
HasHaueHus: npesHa3HayeHa
JUISL 151 IPOBeJleHUs
ajiekTpodopesa npu
noctaHoBke [1[]P-ananu3a B
HLA-TunupoBsaHue 110 JIOKycaM
HLA-A*/B*/DRB1%*).
@OYHKIMOHANBHOCTD:
cepTUOULIMPOBAHHASA araposa,
npuMuHsaeMas B B HLA-
TUIIUPOBaHUE, C OYEHD
BbICOKHM MOJIEKYJIIPHBIM
BECOM, C 0UeHb HU3KUM
coZiep>KaHUEM Cy1bpaToB,
KOTOPBIH JODKEH
obecreyrBaeT BbICOKYIO
MPOYHOCTB, BBICOKYIO
3J1IeKTpopopeTHIeCKy0
nozBrxHOCTS [I1IP npoaykToB
B 2% araposHoM reiJe.
O6s1acTb npuMeHeHus: HLA-
TUNHPOBaHUe.

TexHuuyeckue XapaKTEepUCTHUKU:

J1e0pUIN3UPOBaHHBIN
roMOTeHHbIH IOPOUIOK 6esoro
1[BeTa, Oe3 3amnaxa.
CoBMeCTHMOCTb C HAGOpaMH
HLA-A*/B*/DRB1
Komnuiektarus: ¢gpsiakoH
cofiepalui 1 Kr arapo3ssl.
YcnoBUs XpaHeHUsI: XpaHUTb
npu Temnepartype 15-25°C B
TeMHOM MecTe. Hesb3s
XpaHUTb BMECTE C
OpraHu4ecKUMH
pacTBOPUTENAMHU U
XHMHYECKHMH BellleCTBaMHU.

yn




3. Cnucok MOTEHIHHAJIbHBIX MNOCTABIIUKOB, INOJAABIIUX HHIEHOBOE NMPE/IJT0KCHUE

Io pe3ysipTaTamM pacCMOTPCHUS KOMUCCHS TPUHSIIA PEIICHUE:

B pesynbraTe yyacTus B 3aKyIe OJHOTO MOTEHIIUAIBHOTO MOCTABIINKA, IPU3HATH OOEAUTEICM:
- mo jotam Ne23,24 — TOO «AUM+» Ha cymmy 178 676 Tr,

- mo jotam Ne 9,10,11,12,13,14,15- TOO HII® «Memmmun» Ha cymmy 210 788 1,

- mo jotam Ne 1,3,26,27,29,30,31- UIT «TapacoBa M.IT» na cymmy 1 183 800 tr.

Mo pe3ynbraTam comocTaBlieHHs IIEHOBBIX MPEAJIOKEHHH ONpeaennTh nodeaurens Ha npuodperenne IMH:
-no joty Ne6- TOO HII® «Menumua» Ha oouryro cymmy 40 000 tewnre,

-no notam Ne 2,5,7,8- HII «TapacoBa M.II» Ha oburyto cymmy 925 240 Tenre,

-no joty Ned-TOO «®apmanusi» Ha o0y cymmy 127 500 tenre,

4. TlobeauTeneM MpeICTaBUTh 3aKa34UKy WIIK/H OPraHU3aTOPY 3aKyla B TEUCHHE JECATH KaJCHAAPHBIX JHEH CO IHS NMPU3HAHUS MOOCAUTENIeM JTOKYMEHTHI [TOITBEPKAAIOIINE
COOTBETCTBUE KBATU(DHUKAMOHHBIM TpeboBaHusM [IpaBut.

5. Ilpu cOOTBETCTBHU KBATU(PHUKAIMOHHBIM TPEOOBAHUSM 3aKIIOUUTh A0roBopa ¢ [lobeautensimMu.

6. ITo motam Ne 16,17,18,19,20,21,22,25,28,32,33,34- He cOCTOSIICS, TIO IPUUUHE OTCYTCTBUS LIEHOBBIX MPEIIOKESHHN.

IIpeacenarenb KOMUCCHU: Heranuna I'.2K.
I'naBuast MmeacecTpa: Topexxanosa 3.A.
I'naBHbIH Oyxraarep: YaiicoaeBa H.K.
Cneunanucr HJIA naboparopuu Koxadepauna K.A.
IKOHOMHUCT Yabiknanona A.T'.

Cekperapb KOMUCCHH: Capo6aeBa A.T.



