OIIMCAHME

IIpunoocenue |

N0TPefHTENbCKHX, PYHKIHOHATLHBIX, TEXHHYECKHX, KAYECTBEHHBIX U SKCILTYATAHOHHEIX
noxasarenel (XapaKkTepHCTHK) NPpeAMETA FOCYAaPCTBEHHOM 33Ky KA

JIabopaTopHEIE PEareHTE], KOHTPOILHbIE MATEPHUAITE] ¥ KATHOPATOPE! 1S ABTOMATHUECKOTO
GroxmMuyecKkoro ananuzaropa cepuu BA400 mpouzsozcrea BioSystems S.A., (Mcrmanus)

1. CocTaB (KOMIUIEKTALH) MEIHIMHCKIX H3IeNHH

3 Hawmvenosanne Engin Komuecteo
JioTa A3MEpEHUA
ot 1: Habop pearenTos s onpenenenuns obmmero 6enxa HCCIL. 107 060
Pearensl, Habop peareHTOB /NS onpeneneHus als0yMuHa MCCIL 28 000
[COHTPOTLIEIS Ha6op peareHToB [t ONpEENeH ] MOYEBHHE meeld. | 126 000
MaTEPHAIEl K Ha6 114 000
oS pRTGEEI Hi a0op peareHToB /UL ONpefe/eHus KPeaTHHIHE HCClL.
ABTOMATHYECKOTO Habop peareHToB [is OnpeeeHys MOYeBOH KHUCIOTE HCCIL 16 000
CHOXHMUMECKOro Habop peareHToB st ONpefeeHust TIFOKO35I WCCIL. 64 000
gﬁ:g;?’g;;?ﬂﬁm Habop peareHToB s onpeneness o6imero Suaupyorna HCCL. 90 000
BioSyste:[;s SA., Habop pearesTos AN OIpeneNeHus IpsaMoro Guiupyousa HCCIL. 31 000
(Monanns) Habop pearesTos s onpeleneHis aKTHBHOCTH ACAT WCCIL. 129 000
Habop pearesTos s onpeneneHus akKTUBHOCTH ATAT HCCIL. 129 000
Habop pearenros ans onpenenenns aktusHocTH JIIT
PP A Pea A ucel, 18 000
(mupysar)
Halop peareHTos /715 onpeaeeHnsa akTHBHOCTH 00Mmeit — 8000
KpEaTUHKHUHASE] '
Habop pearenTor Iy onpelielieHus aKTHBHOCTH EN0YHOM
HCCIL. 19000
docdrassr (AMP)
Ha6op peareHToB Iis onpeneneys akTHBHOCTH raMMa- eei _—
Iy TaMMITPRHCTIEN TH A3l . : °
Habop pearentor g ONPCOCNCHNA AaKTUBHOCTH aMMIa3E] HCCII. 31 800
HaBop pearenToB mnst onpenenesus akTMBHOCTH e 500
[NaHKpeaTHUYeCcKO! amMuassl ’
Habop peareHTOB ANs ONpeeens aKTHBHOCTH JIHNA3E] ueen. 550
Habop peareHToB 11 ONpeneneH s aKTUBHOCTH yeen 500
XONMHACTEePaskl )
HaGop pearentos ans onpenesesus KOENEHTPALHN
PP t e HRHEPE HCCIL. 110 000
XOJIeCTepHHA
Ha6op peareuros nns enene K a
6op pea JUis ONpefenenys KOHUEHTPaLHH - 48 000
TPUTTHLEPUIOB
Ha6op pearenToB 1jis onpejeneHns KoHueHTpauny HDL- ;
PP a Fel Sl HCCh. 18 400
XOJIeCTEPUHE
HaGop peareHTOB Ang onpeneneHys KOHLEHTPALKHE JKele3a
PP P HeHTpan Hce. 10 000
(bepposum)
HaGop peareHTOR Ans ONpeleneHys HeHaCEIIEeHHON — 2250
MKENE30CBA3BIBAIOMIEH CIOCOOHOCTH CHIBOPOTKU '
HaGop peareHTos s onpengnesns KOHUEHTPaL}HK KalbIlHs HCCIL 22 000




(apcenaso III)

Ha6op pearenToB Hi ONpeaeneHns KOHIEHTPALHHT

HCCII. 3680
Heopranuyeckoro docdopa
Ha6op peareHToB s onpesienenus KOHIEHTPALHY MATHHS Hcell. 5000
MHoromnapamMeTpoBEIi GHOXHUMHYECKHH KATHOpaTop MJT 225
KoutposeHas 6uoxumuyeckas CEIBOPOTKE, YDOBEHb HOPMa T 1000
KontponsHas 6uoXuMHyecKas CEIBOPOTKE, YPOBEHE - 1000
[IATONIOTH
JTor 2. Habop peareHToB 111 onpeneIeH s aKTUBHOCTH ucell, 5500
Pearexsl, KpeaTHHKHHa36-MB
OJIBHEBIE
;c;;rgxam u KanmuGparop ans kpeaTHHKHHa3k-MB M 15
Ka16paTopL! /1A CBIBOpOTKA KOHTPOJIBHAS [ KpeaTHHKUHA3E-MB, ypoBeHs Vot 93
ABTOMATHYECKOTO HOpMa
BuoxumiriecKoro CHIBOpOTKa KOHTPONBHAS A1 KpeaTuHKHHA3E-MB, ypoBeHs
AHAIN3ATOpa CEPHH
TOJIOTHA
BA400 npoussoacTea HaToio 23
BioSystems S.A., MII
(Mcnamus)
Jlor 3. Habop peareHTos 1is onpefenenus KoHueHTpamun C-
P HCCIL. 26 000
’ peakTHBHOro Genka
KOHTPOJIEHBIS IR
W — Kanubparop mis C-peakTuBHoro Genka craHIapTHOR I 1
KanHGpaTOpH A YYBCTBUTEIBHOCTH
ABTOMATHYECKOTO Habop pearenTon Ang onpeneneHus KOHLEHTPauy — 9 000
Groxmmiteckoro peBMaToMAHOro (akropa '
AHAIM3aTOpa CCPHH K 2
anmbpa CBMAaTOMAHOTO daKropa MJ1 39
BA400 nponsroacTra AUPETIR INE L b P
BioSystems S.A., Ha6op peareHToB miid ONpeneneHns KOHIEHTPaLuy - 5500
(Menauus) aHTucTpenToau3uaa-0
Kanu6patop a5 anticTpenTtonususa-0 MIT 7
PeBMaTouHas KORTPOIbHASL CEIBOPOTKA UTA oTIpeaeneHus C-
peakTuBHOrO 6enKa, peBMAaTOMAHOrO (hakTopa, ML 102
AHTHCTPENTONH3HHA-O, YPOBEHb HOpMA
PesmaTongHas KOHTPONBHAS CEIBOPOTKA AT onpenenenus C-
P
peaxTuBHOro Genka, peBMaTouaHoOro Qgaxropa, MIl 102
aHTHCTpenToaM3MHa-O, YpOBeHb MAaTOIOrH
Jlot 4. Habop pearenToB s onpexenenns GeppuTusa HCCIT. 12 500
i gﬁ;:‘c‘:l";;me Kanubparop nns deppurrna MJT 48
- Ny HaGop peareHToB uIs ope/ieNieHns TpaHchepprHa HCCII. 500
KanubpaTops! AN Habop pearenTos i onpenenenns uMMYHOTIIO6Y THHOB heen 4000
ABTOMATHYECKOrO Kjace A '
GHOXMMUYECKOTO Habop pearenTon
IJIA OMpelie/IEHHA UMM YHOTJIOO VIIHHOB
aHAJM3ATOpa CepHU PP pe y 4 HCCTL. 4000
Kiace M
BA400 npouseoncTsa
BioSystems S.A., HaGop peareHTOB /U1 OnlpeeneHus UMMYHOTIOGYIHHOB — 4000
(Mcnamus) knace G '
Ha6op pearentoB ans onpenenenus koumeHTpatun C3 — 250
KOMIIOHEHTa KOMIIJIeMeHTa )
Habop pearentos mrt onpenenenns xonnentparyn C4 P 250
KOMIIOHEHTA KOMILIEMEHTA '
Kama6patop cneunduueckux Genkos (Tpancdeppun,
UMMYHOrIoOYniHsl Knace A, M, G, KOMIIOHEHT KOMILIEHTA M 20

C3uC4)




KoRTponbHas CBIBOPOTKA IS ONIPENECHHUS CTICLHPUIECKHX

6enxop (beppurus, Tparcdeppu, HMYHOrNOOYIMKEE! KiIace A, Mn 165
M, G, xomIioHeHT KoMmmnemenTa C3 u C4), ypoBeHs Hopma
KoHTtponsHas cEIBopoTKa fnst onpefeneHus crienudUIECKIX
fenxos (Gepputus, Tpascheppus, HMYHOIrTOOYIMHEL KIace A il 165
M, G, komnonenT kommementa C3 u C4), yposens
[IaTOJIOTHS
Tlot 5. Habop pearenTos s onpenenenus MEKpoansbyMHuHa HCCIL. 6 000
Pearents, Kanubpatop Ut MUKpO2Ts0yMuHa MII 10
KOHTDOJbHELE =
N A—" KonTtposs 1is onpenenerus MHUKpOans0yMUHa, YPOBEHE . 35
KanubpaTopsr o HOpMa
2BTOMATHYECKOrO Kontpons ans onpenenenus MHKpOans0yMuHa, YPOBEHE
GHOXMMHYECKOTO IATOIOrHs
AHAJIH3ATOPA CEPHK
BA400 npoussomcTsa M1 35
BioSystems S.A.,
(Mcramms)
Ulor 6. HaGop pearenTos mius onpenelenns 6elka B Mode 37 100
PearedTsr, ML,
OIS Kanubpatop ms 6enka B Moye
MaTepuans! 1 M 35
KaHOpaTops!l Mt
ABTOMaTHYECKOrO KOHTPOHBH&H MOYa Og 63.[[1{&, ypOBeHB HOpMa Wi 145
BHOXHMUYECKOTO
2HAJM34TOpa CePHH
BA400 npoussoncTea
BioSystems S.A., KontponpsHas Moua 171 6enka, ypoBeHs NaTonorys MI 145
(Hemanms)
Jlot 7. Onextpon Na N
OnekTpons, LIT. 3
TIDOMBIBOYHE]E
PaCTBOPEI, PACXOOHEIE BHeKTp on K LIT. 3
MaTepHans! nns ISE
MOy ILA Anexrpon Cl .
ABTOMAaTHYECKOro IT. 2
OUOXHMUYECKOrO P o
i a0p% Sopr e(epeHCHEIH 3TeKTpoT - 3
BA400 mpouzeoacTea
[BioSystems S.A., Kaccera ¢ pearentom
IHT. 22
(Mcnanms)
HaG6op npomemsarommuit o ISE Mopysna
LIT. 6
Jlot 8. Konnerrpuposanusii Morowmmit pacTtBop 1 yn- He Meree 500
[ IpomeiBaromue
MJI VL 41
DacTBOPEI 1A
ABTOMAaTHYECKOTO = 2
BHOXHMUHECKOTO Kucnorssiit mpomeirounsi pacteop lymn-He Menee 4
2HaNM3aTOpa CepHM braxoHOB 10 He MeHee20MT. YII. 4
A400 nponseoncTea




BioSystems S.A.,

(Hcnanus)
HlenoyHo# mpomMBIBOUHEIH pacTBop 1yn-He MeHee 4 (raxkoHoy 4
110 He MeHee 15 MiL. L ?

JloT 9.

PacxonHnie

MATEPHATET JJIST

ABTOMATHYECKOro Potop peaxunonHsi, B 1ynakoske — He Menee 10 pPOTOPOB yI. 17

OHOXHMMHUECKOTO

AHAaJIM3aTopa CEpUH

BA400 npoussoncTea

BioSystems S.A., Auetiku (K10BeTHI) U1 06pasioB, B | ynaKkoBKe —He MeHee

(Menais) 1000seexc L. o

2. Tloxasarenu (XapakTepUCTHKEL) IPEAMETa TOCY IapCTBEHHOM 3aKyIIKH, copMUpOBaHHbIE COMIACHO
nyHKty 4 crathu 21 3axona PecniyGnuxu Benapycs «O rOCyAapCTBEHHEIX 3aKyMKax ToBapos (paGoT, yenyr)y

2.1. Jlor 1-9.PeareHTsI, KOHTpONbHBIE MAaTEpHAIBl | KanubpaTopeL,3NEKTPORI U PACXOIHELE
Marepuane! And ISE ,npomeiBarolie pacTBOPEl H PacXOfHbIE MaTEPHANE! JOKHE GBITH npeJHa3HaYeHbl
JIA paboTHl Ha ABTOMATHYECKOM OGHOXHMHYECKOM aHanmsaTope BA400 npoussoacTea BioSystems S.A.,
(Menanus), 9To IOMKHO MOATBEPIKIATECS JOKYMEHTAIBHO.

2.2.Jlor 1-6. PeareHTEl HOMKHEL GBITH pacd)acoBasbl 1O (iakoHaM, GPUIOZHEIM AMis MPAMOM
YCTaHOBKH Ha OOpT aBTOMATHYECKOr0 GHOXMMHYECKOTO aHanmusatopa cepun BA400 npowmssoucTpa
BioSystems S.A., (Mcnanus) 6e3 HeoGxomumocTy NePeMBAHUA B APYTHE EMKOCTH, Pa3BeNEHHsI M TIPOUMX
MaHUITYJISALUH, KOTOPEIE MOTYT CTATh UCTOUHHMKOM TIPeaHaTHTHIECKOR OmHEKH,

2.3Jlot 1-6. CrabuiasHOCT PabOUMX PEATEHTOB Ha Gopry amammsatopa He menee 25 mmel, uTo
JOJDKHO MOATBEPXKIATHCA IOKYMEHTAILHO.

3. TpeboBanns, IpeABABSEMEIE K KAYECTBY TOBaPA, FAPAHTHHHOMY CPOKY (FOAHOCTH, CTEPHIBLHOCTH)
COTJIACHO JIOKYMEHTaM OpraHU3aTopa.



