MpunoxeHune Ne2

. K TEHEPHOWN JOKYMeHTaumm
MepeyeHb N0 3aKyNKYy MeAULUHCKUX U3Aennii, TeCT CUCTEMbI, KOHTPOAN U pacXxoAHble MaTepuanbl ANs
cuctembl pean-talim MUP Cobas S201

Ycnosusa
CymMmma,
HanmeHoBaHUWe NeKapcTBEHHOTMO nocraBku Y
HuameHohaHue 3akasumnka cheacTea w n3genns megnunnckoro  EAMHANA Konuue (e Llena 3a P
nsa 3akyna
HasHayeHMsa (MeXxayHapoaHoe NIMEPEHN  cTBO, COOTBETCB A y CDOK NOCTABKM MecTo nocTtaBku
A 06bem " o EAVH nHY cnoco6om p
HenaTeHTOBaHHOE) ToBapa
WNHkoTep TeHpepa(no
mc 2010) noty Ne), TeHre
[ocypapcTHeuHoe KOMMYHanbHoe o
yAap y MynbTunnekcHbli TecT Cobas Tag
npeanpnaTne Ha npase X03AUCTBEHHOIO Screen MPX, 2.0 Ansi CUCTEMbI pean- naKoBKa ]O D:P no 3asBKe 3aKa3uymka B 061acTh Xency
BefleHUn "O6NACTHON LEeHTP KpoBun” o y 14784X1.00 14784810.00 1 i
Talim MLUP Cobas S201 TeveHune 15 KaneHAapHbIX AHeN r. FangblKopraH,
0o 31.12.2024 ropa MKp.T apbiwwkep, 27
0CYyAapCrBEHHOE KOMMYyHaNbHOE Habop koHTponeH Cobas lag Screen
NpeanpusTUe Ha Npase XO3ANCTBEHHOTO \pyx 5 0 nng cucTembl pean-Taiim MLP ynaKoska 0 . no 3asBKe 3aKa3umKa B 06nacTs Xency
" i " 407320.00 o '
BefeHUs "O6NacTHON LEHTP KPOBMU Cobas S201 4073200,00  teuenme 15 kanenaapHbix gHeii r. TangblKopraH
[0 31.12.2024 rofa MKp.1 apbilkep, 27
FocyaapcTBeH Hoe KOMMYHasbHOe MpoMbiBOUHBIN peareHT Cobas Tag
NpeanpuaTHe Ha Npase X03ANCTBEHHOTO  geraen nnga cicTembl pean-Taiim MLLP 5P no 3asBKe 3aKa3uuka B 06nacTb XKeTioy
" o ” 36979.00 o )
BefieHna "O6NacTHOM LEHTP KPOBK Cobas S201 184895.00 TeyeHne 15 KaNeHAapHbIX GHe . FangslKopraH.
[0 31.12.2024 ropga MKkp.Tapblwkep, 28
BbifjenneHHaa cymmMma 3akKyna
19042905,00
#Pacxofbl M., TPAaHCMOPTUPOBKe TOBapa 40 MyHKTa Ha3Ha4YeHUs LW CYeT nocTasLlyMKa
DDP ynodc6.
KHHOCTb YK W N OTMN MWW €T roc/e Toro, Kak ,,.,p AOCANT, a>a@O0nHOC .MeCTo acipai
: MOKynaTe/in. BCC PUCKW, BCC Pacxo/pbl Mo A0CTaBKe rpy3a, OTbcicti M1)’P 1 1OTepIo TOBapa, BKTION; O )
T 0 )TOoro MomeH
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Neo
not

HanmeHoBaHMe
noTta

MynbTUNNEKCHbI
TecT Cobas Tag
Screen MPX, 2.0 gns
CMCTeMbl pean-Taiim
MLUP Cobas S201

Habop KoHTponei
Cobas Tag Screen
MPX, 2.0 gns
CUCTEMbI pean-Taim
MLUP Cobas S201

MPOMbIBOYHbIIA
peareHT Cobas Tag
Screen 4na cuctembl
pean-Tain

Cobas.S? HE

Mpuno>keHune 3 K
. TeHAepHOW JOKYMeHTaumm
TexHuyeckasa cneynpuUKLNa MeAULUNHCKUX N3LeNTNIA

TexHUYecKas xapakKTepucTMKa Mo 3aKynKy MefULMHCKUX U3Lenunii, 04HOPa30BbIX PacxXxoAHbIX MaTepuanoB [A1s 3aroToBKMW,
nepepaboTKM KPOBU U ee KOMMNOHEHTOB Ha annapate Mirasol, CompoLabTs$S

MynbTUNNEKCHbI HAGOP TECTOB C HAHECEHHBIMU CMELM(UUHBIMUN WTPUX-KOJAMU Ha KaXX4Ol KacceTe, KOTopas COAEePXUT
3aKOAMPOBaHHYO UHopMaLmnio and cuctembl Cobas s 201. TecT CAyXUT AN NPAMOro My/ibTUMEKCHOr0 Ka4eCTBEHHOI O
0oAHOBpeMeHHOro o6HapyxeHuss PHK Bupyca ummyHogepuumnta yenoseka tuna 1 (BNY-1) rpynnel M. PHK BWY-1 rpynnbl O
PHK Bupyca nmmyHogeduumta yenoseka tuna 2 (BMNY-2). PHK Bupyca renatuta C (BI'C) n AHK Bupyca renatuta B (BI'B) B
nnasme KpoBM 4yenoBeka m vitro MeTo40M MOAMMeEpPasHOo-LEenHON peakuymu. JaHHbI TecT npegHasHayeH Ans CKPUHUHTA
06pa3y0B nNaasmbl 0T MHAMBUAYANbHbLIX JOHOPOB, BKAKOYas LOHOPOB LeNbHOW KPOBU, KOMMNOHEHTOB KPOBU, NAa3Mbl U ApYTrMx
YXUWBbIX JOHOPOB. MNpu AOHALUWN LeNbHON KPOBU M KOMMOHEHTOB KPOBM 06pasLbl MiasMbl MOXHO UCCNef0BaTb MHAUBUAYANbHO
unn B nynax. MNpu nccnefoBaHMM NpPon3BOAUTCS OAHOBPEMeHHOE 06HapyXeHne n gnugepeHymnayna BNY. BIC n BB nyTtem
aBTOMAaTU3MPOBAHHOTO BbIAENEHUSA HYKNEUHOBbLIX KUCNOT K pean-Tarim ML1{P. Ha6op cOCTOMUT M3 MAarHUTHbIX CTeKo4YacTuL,.

NN AUpYloLLel0 peareHTa, pacTeopa NpoTenHasbl, bydepa NS 3110LUMKU, MACTEP MUKC peareHTa, W BHYTPEHHEro KOHTpona Ans
MOHUTOPUHIa paboumnx XapakTepUCTUK MeTofa Npu Kaxaom WHAUBUAYaNbHOM TECTUPOBaHUU, a Takxe pepMeHT AmpErase ang
CHVKEHUA PUCKA KOHTaMUHALWUW paHee aMNIn@uULMPOBaHHbIM MaTepuanom (aMMinKoHOM).

Habop KOHTpOnei ¢ HaHeCEHHbIMU CRELUPUUYHBIMU WTPUX-KOAAMMN Ha KaXAOM KOTpPO/ie. KOTOpas COAepXUT 3aKOAUPOBAHHYO
nHopmauuio ans cuctembl Cobas s 201. KoHTponn npefHasHa4YeHbl OLEHKM BOCNPOU3BOAUMOCTHY TeCTa U BbIABIEHUS
CUCTEMHbIX aHAIMTUYECKUX OTK/TIOHEHWIA NPU KAaYeCTBEHHOM MY/bTUMNEKCHOM OAHOBPEMEHHOM onpeaeneHnn PHK BUU-1
rpynnsel M. PHK BWY-1 rpynnel O. PHK BWY-2. PHK BI'C n AHK BI'B. 4 (hnakoHa no 1.6 M KOHTpONe BKAKOYaOT:
MYNbTUNONOXUTENbHbIA KOHTPONb C HEMH(EKLUOHHON cuHTeTuveckoh PHK BWY-1 rpynnel M. AHK BI'B, PHK BI'C'
NONOXNTENbHbIA KOHTpPONb BWY-1 rpynnbl O ¢ HEMH(EKUNOHHOI cuHTeTuueckolh PHK BUU-1rpynnbl O; NON0XUTENbHbII
KOHTpONb BNY-2 ¢ HemH(peKLMoHHOW cuHTeTuueckoii PHK BWY-2; oTpuuaTenbHblil KOHTPOAb. KoHTponu cogepxat
HeraTMBHY 4Yesl0BEYECKYIO0 Mia3My, HepPeakKTUBHY Mpu UcciefoBaHUU NNLEH3NPOBAHHbBIMKM FDA mMeTofaMn Ha aHTUTeNa K
Bl C' aHTuTena Kk BNY-1/2, HBsAg. HBcAg n p24 Ag BUY n Ha PHK B1Y-1. PHK BWY-2. PHK BI'C n AHK BI'B npu
nccnegoBaHun metogamm MLP. koHcepBaHT ProClin® 300.

MnacTukoBasa 6yTbinka o6bemom 5100 mn (5,1 n), C NPOMbIBOYHbIM peareHTOM, C HAHECEHHbIM CneunanbHbIM WTPUX-KOAOM,
KOTOpas COAep>Xu I 3aKOANPOBaHHYO MH{opMaLuunio ana cuctembl Cobas s 201. MpPOMbIBOYHbIA peareHT yaanseT HeCBs3aBLUNeCH
BeLLecTBa U NPMMeCH, Takne Kak AeHaTypupoBaHHble BenKn, KNeTOUYHbIN febpuc 1 noTeHuUanbHble MHIMO6UTOPLI MLP (Takne
Kak remorno6uH n ap.), a TakXXe CHMXKaAeT KOHUeHTpaumnto coneid. 16yT x 5.1 nutpa
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