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B coolpetoTiun ¢ nynkToM 45 Tpasia oprapisalni i HPOBE.
CHEIIANT3UPOBAHHDIX JIEUCOHBIX TPOAYKTOR B PaMKax rapaHTupo
CHCTCME 00134 TEIBHOTO COLMANLHOTO MC/IMITITHCKOTO CTpaxoBaHuUsL.
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KKOMMIeKT PACXOHbIX MaTepHa
HMMYHOXHM I TIOMHHHCLEHTHOL O

arhs
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| Mpowvbisatouinit Oy dep (Wash Buffer (11.x4) for 920 test)
| Tpe.HasHauen As NpOMbIBRS paboux emMKocTedi. A4e
[MpombisatoLLuii 6yep npeiic raBseT €000}t conenoii pacT
AHTUMHKPOOHbIE areHThl. XpaHUTb NpH TeMICpaTy pe 2-8°
KaJIMopaTopbl U KOHTPOJIH 10

LO_W:T,O»S:.

[TpombiBOi

LI paciBop.

dakTOp NpU NPUrOTOBAEHHH (0e3 K
MeAMLMHCKOTO MEepCoHaa), KOTOpbIe HE MoLIeKaT
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IeKTYIOHIHX LISt AHATHOCTHKY BHPYCOB Tend
anaiausa (MXJTA) Ha HMMYHO

eK M COEAMHMUTEIIbHbBIX .:uu.@cz aHajausartopa.

C.'Bce )KUAKHe NPUHALNCIKHOCTH,
1KHbI ObITH B TOTOBOM K HCTIONIb30BAHHIO BHAE, HCKIIOHA
AKNX-THBO KOCBEHHBIX AEHCTBIT, MEP WIIM KOPPEKTHPOBOK
Ao uan3aLMK.
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sop [1pe-Tpurrepa PacTBOp npe-Tpurrepa
[pe;iHazHaueH 1N oTien1e
| Tpurrepa CoCTOMT W3 OUANCTH
koHueHTpaunu 1.32%.

XpanuTs Npu Temneparyp
ObITh B FTOTOBOM K MCTOJIb30BAHHIO BUIE,

KAKNX-MB0 KOCBEHHbIX AeHCcTBUH,
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(ARCHITECT: Pre-Trigger Solution)
HKsl AKPUIMHOBOM METKM OT KOMIUIEKCA AHTUI
JANIMPOBAHHOM BOAbI (99,88%), copepxallieii nepexnchb BOJOpOAA B

¢ 2-8°C. Bce KUAKNE NPHHALICKHOCTH, KanndpaTopbl 1 KOHTPOIH AONK
JeKITIovas yesioBeueckuii pakTop NpH NpUroTOBICHNHN (0e3
Mep MM KOPPEKTHPOBOK MEHILTHCKOTO TEpe
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ARCHITECT HBsAg
KauecTne bl i
pearcuini 100,500 1
2000 TectoB

noajgexartJ ._C%:b M3A LU,

Pactsop tpurrepa (ARCHITECT Trigger Solution)

[peana3zHadcH st MHHIMALIH PLaKiii NEMILTIOMHHECLEHLIMI MOJIEKYNIOH akphanHuyMa. Persop
Tpurrepa coCTOMT U3 OHIHUC poanHoil Bo:bl (99,6%), cojepKalleit r’MAPOKCHIL HATPHA B
koHueHTpalin 1.4% (1o Macce). XpaHuTh Npit TeMneparype 2-8°C. Bee ®MaKne NpHHAIEKHOCTH.
KanMopaTopbl 1 KOHTPOIH A0 HLI ObITH B FOTOBOM K UCTIONB30BAHMIO BIAE, HCKITIOUAs! HE0BEHeCK i
(akToOp NpH 1PUrOTOBICHIH (O3 KAKHX-J1100 KOCBEHHBIX AeHCTBHIA, MeP WIN KOPPEKTHPOBOK
Me IMUIMHCKOIO NIEPCOHaANa). KOTOPhIC HE NOANCIHKAT Ao UIH3ALMH.

Pacxonnbiii matepuan (ReactionVessels) peakitmoHHbIC aueiiky ReactionVessels B kopodke 2000 wiT.
[1po3paunble MIaCTHKOBbIC AUCTKI. OPHIMHAILHON POPMBI (ABBOTTDIAGNOSTICS).
HCTOJIb3YEMbIE B XeMHITFOMHHICLC HTHOM MMM VHOQHAJIN3E Ha mukpouacTiax (XMAM) ¢ nomMousto
cnetembl ARCHITECTI. BannaupoBanbl st HCNONB30BAHUA Ha GopTy aHanu3aTopa
ARCHITECTI1000.

A A b S— e — N
Pacx0aHbIE MaTeprain (Seplums) HpeaoNp ILHBIC KPHILICHKH SEPLUmMs B KOPOOKL 200 .

- KphiKK 10MEIaloTes Ha OTRPbI 1o BV 1HLTKIE PEArCHTOB NEpel 3arpy 3o OYThIIOUCK B
o0pabaThiBAIOLWMHA MOLYL aHa3aTopa ARCHITECTI1000. -

Tecr ARCHITECT HBsAg Qualitative 11 aB.1sieTCs XeMUIIOMHHECUCHTHLIM MMMYHOaHAIM30M Ha
mukpouacThiax (CMIA) ans kauecTBEHHOTQ onpeaeaetins nopepxHoCTHOrO aHTHIeHa BHpyca
renatira B (HBSAE) B CHIBOPOTKC 1 TLIA3MC KPOBH HEJIOBCKA, & TAKAE obpasuax. 3adpatiHbIX
NOCMEPTHO (NOCie OCTAHOBKH CEP:iLd). MukpouacTuubl: | nin 4 ¢guakoHa (10 6.6 ma ¢riakon s 100
Tecto/27.0 Ma gaakoH ans 500 1eCTOB) MHKPOHACTHIL CeHCHOMAN3UPOBaHHbIX anTHTe amn K HBs
(MblLIMHBIE, MOHOKJTOHANbHbIC. T2 M. 1¢G) 8 MEC-0yepe ¢ npOTEHHOBBLIMH cTadbnian3atopami.
MuHnManbHas KoHuenTpaia: 0.08% CcyXux BeHecTs. KoucepsanTii: ProClin 300 1 ProClin 950.
Konbtorat: | nan 4 ¢naxona (5.9 mn na 100 TecToB/26.3 M Ha 500 TecToB) KOHbtoraTa: aHTH-HBs
(k03bH, 1gG) aKpPUAUH-MEUEHOTOKOHBIOTATAA T wrenkHBS (MbILHHBIX, MOHOKIOHAAbILIX, 12(h)
nantirenkHBs(ko3bmx, 12G) B hochartom Oy depe ¢ 11:123MOIt KPOBM HEJTOBEKA M MPOTEHHOBLIMM
crabuansaTopamMy (anboyMun Obitbelt ChiIBOPOTKHI KPOBH, peTaibhas Obiubs CHIBOPOTKA KPOBIL KO3HH
IoG. mbiwmHbie 1G). MiHHMabHas KOHUCHT PALLIS: 0.35 mkr/mi. KoncepsanTbi:ProClin 300 n
ProClin 950.Pa36asirens oopasua: | win 4 duiakona (graxon 5.9 mana 100 Tectos/gurakon 26.3 mana
500 TecTOB) JAOTMOIHUTEILHOIO NPOMBIBOUHOTA Ovipepa. coaepKaulero MEC-0ydep.
Koncepsantbi:ProClin 300 nProClin 950. Jlo 1poBeeHHA TECTIHPOBAHMS H aCHCTEME ARCHITECT
System HCOOXOANMO YCTAHOBHTh daiin 1ecta ARCHITECT HBsA Qualitativell.Bocnpon3Bo;inMoCTs:
Teer ARCHITECT HBsAgQualitativell pazpadoTan Takum 06pa3oM, 4TOObI MOrPELIHOCTL COCTABHIA
< 10% (o6wero) K B BHyTpuiadoparopuu s [ONOKHUTEILHOIO KOHTPOASA M HU3KOH NONOKNTENLHON
nNaHey, a cranaaprHoe otkionenne (CKO) s BLbICOKOM oTpHuaTenbHoit nanenn < 0.10 S/CO.Teca
ARCHITECT HBsAgQualitativell pazpadboTan Takum 00pa3oM, UTOObl MMETh BbIABJICHHYIO
cnenduuHoCcTs> 99,5% 11 00pa3UOB, MOAYHEHHBIX 13 kposH noHopoB. TecT ARCHITECT
HBsAgQualitative 11 paspaboraH Taknm 00pa30M.4TOObI HYBCTBMTEILHOCTD Obina donbule WK paBHa
HiKHEMY nipenenty 95% N0BepHTEIbHOT OMHTEPBANa KOMMEPHECKH noctynHoro tecta Ha HBsAg ans
TOM Ke MonyJisiuny 00pa3LoB, MOJOKUTCALHBIX Ha HBsAg .[pu ncenenosannn 402 06pasuos.
NonoKUTeIbHbIX HaHBSAE, NOJyUeHHbIX O TIALMCHTOB C HEM3BECTHBIM CTATYCOM

saGoneBaHus, HIKHII npeaen 95% 10BEPHTENLHOTO HHTEPBand B kommepueckom Tecte HBSAg Obin
99.09%. B 1aHHOM MCC/IE10BAHNN HYBCTBHTEILHOCTb TCCTA ARCHITECT HBsAgQualitative 11

|
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|
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| cocTauna 100,00% (402/402). AHanuTnieckas 4yBCTBHTEIbHOCTY Tecta Ha HBsAg corilacHo 2-My

12 3341844

18 87 968,54
31 700,38

76 70 104,52

5327 943,52
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BLISBUTH HauboJiee PpacnpoCTPAHCHHbIC MYTAHThI. TAKHC KaK G145R, n noarsep
LeCTOROG BCTABKM. BCE JKHUAKHE TTPHHA UICKHOCTI. KajinOpaTopbl 1 KOHTPOJIN J0JIAHDI ObITH B FOTOBOM
K MCTIOAL 30BAIMIO BIE, HCKIOUAS He.10BeUCCKHiT PaKTOP NI NPUIOTOBICHHH (5¢3 KakMX-.1100
KOCBCHHBIX ACHCTBUHA, MEP MIIM KOPPCKTHPOBOK MCAHIIMHCKOI O nepcoHaia), KOTopbie He noiexal
miogumsaunn.CTabuibHOCTh Ha GOPTY PEaKTHBOB NI0C/IE NOMELICH!A B aHaNn3a1op J0J1KHA ObIT He
venee 30 aneit. OcTaTouHbI CPOK 10, 1THOCTH Ha 110CTABIAEMbIIl TOBAP HA NATY NOCTABKY /i3 |
peareHTOB, KOHTPOIbHBIX MATEPHAIIOB 1 KA/ HOPATOPOR JOJIKCH COCTABIATE HE meliee 8 mecsLes., s
pPacTBOPOB He mMeHee 12 Mecsues. B cayyae 110CTaBKki TOBapOB. MapKHPOBAHHLIX TOBAPHLIMH 3HAKAM M.
[ TocTaBLIMK N0 3anpocy 3akasunka o0A3yeTcs NpeloCciaBTh 110CICIHEMY TOKYMCHTDI.
noATBeprAatolne GakT BBEACHNS B | PAkKIaHCKIIT 000POT Ha TeppUTOPHH Pecnyd.avkn Kasaxcran
OCTABSEMbIX TOBAPOB HEMOCPEICTBE HHO 11PaB0001a1aTe/IeM TOBAPHOrO 3HaKa, PA3MELICITHOTO Ha
TOBApe, WK € €ro cornacus. Jlokymeniamis. noaTBepiIalolimu yKa3aHHbI# QakT MOryT ObITh
HIEH3HOHHBIC cornauerus [TocTaliika ¢ NpaBoodIa aTeAAMM, TAMOKEHHBIC JICKIAPALINN, TTHCHMA
HPaBoOO. 1 1a1eneii  INLUEH3NATA. 101 OBOPbI € THHEH SIATOM 1N € €10 KOHTpAreH 1aMit Ha 10CTapKy
METHIHCKIN I3, . - o
Kontponn ARCHITECT HBsAg Qu JitativellControls npeinasHaue bl s OUEHKN
BOCTIPOM 3BOLIMOCTH TECTA W BIABIC A CHCTEMATHYCCKNN dHATHTHHECKNX OTKIIOHEHWIT CHCTEN DI
ARCHITECT i System npu KayecTBe HHOM ONPEICACHUN W HOATBEPKACHUN HATHH 13

HOBEPXHOCTHOTO aHTHIeHa Bupyca renatiia B (HBsAL) B ChIBOPOTKE M MIASME KPOBH yejoBeKa ¢
Hernonb3osaniem Habopos pearentor ARCHITECT HBsAgQualitativell n HBsAgQualitative 11
Confirmatory. 2 dnakoua (no 8,0 ma) KoHTpoei] ARCHITECT HBsAgQualitativelIContrlos.
OTpHLATENLHbI KOHTPOMb COEPIKHTPEKAILLHHHPOBAHHYIONIA3MYKPOBUHCIOBC ka. KoHcepBaHThbi:

ProClin 950 nazuaHaTpus.[1010KHTE 1HHBI KOHTPOJbL COACPRNT H HAKTHBHPOBAHHLIA OYHIIEHHbI

HBsAg uenoseka (noarunet ad/ay) B ocdarnom dydepe ¢ n1amoi KpoBK uenoBeka i

NPOTEUHOBBIMH (A1EOYMHH ChIBOPOTK 1ObIMLEH KPOBH) crabuamsaropamu. Koncepsantsi: ProClin 300
nProClin 950.Bce sKHKHe MPUHALICAHOCTH, KannOPaTopbl 1 KOHTPOIN A0JACHbI ObITh B FTOTOBOM K
HCHOTL30BAHIHIO BIAE, NCKIOUAs He10BeuecKuil GakTop npu npurotosnesnn (6e3 KaKkHuX-1100 v
KOCBEHHBIX ACHCTBUI, MEP WM KOPPCRTHPOBOK MEAMIMHCKOI O JiepcoHalla), KOTOPbIe He NOIEKaT
oduinzaunin.OcTaTouHbIA CPOK FO1HOCTH HA NOCTABJAREMBIH TOBAP HA AATy NMOCTABKH A5
peareHToB. KOHTPOSILHBIX MaTePHAIoR 1 Ka MGparopoB 10KeH COCTABATH He MeHee 8 Mecales. A
PACTBOPOB HC MeHee 12 mecsines. B civiac nocTaski 108apos. MApKMPOBaHHbLIX TOBAPHbIMIT 3HAKAMN.
[1OCTABLIMK 1O 3aNpocy 3aka3zunka 00s3yeTcs NPe0oCTaBHTb 110CICAHEMY JOKYMEHTDI.
noaTBepxkAatoLLe PaKT BBEAEHHA B I PAKIAHCKU] 060poT Ha Tepputopun Pecnydimnkn Kasaxcran
HOCTABJISEMbIX TOBAPOB HEMOCPEACTBCHHO NpaBoodnaiarenem TOBAPHOro 3HaKa, pasMeLICHHOT0 Ha ,_
TOBApE, WIN C €ro cornacks. JlokymeHTaMmH, NOATBEPK AAI0INMH yKa3aHHbI# GaKT MOTyT ObITh!
AMLEH3HOHHbIE coriaiueHust [1ocTaBlIMKa ¢ NpaBoodiaaTesiMn, TAMOKEHHbIE AeKIIapaLH, THCHLMA
npaBoodianareneii u TMUEH3uaTa, 101 0BOPbI € JIMLEH3NATOM WK € €I0 KOHTpareHTaMu Ha nocTaBKy
MEIMUMHCKUX W3AETHH.

Th IT0 C 1HOMOULLIO |

|

T

(V5]

83 938,95

251 816,85

Bupyca renatuTa B.
KanudpaTop

[ToBepXHOCTHbIH a/T

KanubpaTtopsb! ARCHITECTHBsAgQualitativellCalibrators npeanasHaueHbr a1s KaNMOPOBKH
cnerembl ARCHITECTiSystem np KaueCTBEHHOM OMNpeeieH!H 1 NONTBEPIKACHUN HATHA WA
NIOBEPXHOCTHOrO aHTHIeHA (HBsAg) renatura B B CbIBOPOTKE M Mjia3Me KPOBHM HEllOBEKa C
ucnonboBannem Habopos pearentos ARCHITECT H BsAgQualitative
[1ReagentKitnHBsAgQualitative 11 ConfirmatoryReagentKit. 2 daakona (1o 4,0 ma) kanudpaTopos
ARCHITECT HBsAgQualitativellCalibrators. Kaanbpatop I conepxut MHAKTUBUPOBAHHDBIH ;
ounenbii HBsAg uenoseka (noarun ad) B pocdaTrom Oy hepe |

o

83 938,95

167 877,90
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CIUIa3sMOMKPOBHYEI0BCKAN YMIHCBIBOPOTRHOBIYBETKPOBI) '
crabunnzaTopami. KoHcepBaHThi: ProClin 300 uProClin 950. Kanndparop 2 COACPIKHT ,
PeKAIbIIMHUPOBAHHYI0 NJ1a3My KPOBM qesoseka. Koncepsanrot: ProClin 950 nasnianarpua. B 7ecrax m
ARCHITECT HBsAgQualitative 1ul IBsAgQualitative 11 Confirmatory Kannoparop 1 n Kan parop2 ~
HCMOJIL3YIOTCS LIS OHEHKHN NPaBHILHOCT I KA. OpPOBKIT M pacyeTa NOPOroBbIX 3paucHnii Tecta. B recie ’
_
1
M

S

ARCHITECT HBsAgQualitative 11 Con firmatoryKa:inGparop 2 Hcrnojb3ycres Ul pacueTra %
nefirpannzaitn.CTabuitbHOCTS KaJMOPOBKHM 10J17KHA ObITD LIMTENLHOM, 1 KaTMOpoBKa A0JIKHa
TpeBoBATLES TOJILKO B TOM ClyHac, €c.1i NapTHs U3MEHSIETes JUIS KaKI0T0 NapameTpa. Ipn
HCTIOb30BaHIK OIHOM M TOM K€ NapTui K YNaKOBKH P sarenToB B Teuelne 28 aHeil kanudoposka
pearenTos e Tpedyeres. Bee KuaKue NPHHALIEKHOCTH, KalnOPaTOpbl W KOHTPOIIN A0JKHB! ObITh B
L OTOBOM K MCTIOb30BAHMIO BUAE, HCKIHOUAs yesoBetecKuii (pakTop Npy NPUroTOBJICHHN (6e3 Kaknx-
1160 KOCBEHHbIX J1EHCTBHI, MEP HIN KOPPEKTHPOBOK MC. MUMHCKOTrO NEpcoHaa), KoTopbie He
HoenaT anodun3an. OCTaTou Hbili CPOK FOAHOCTIT Ha [OCTABISICMbI i TOBAP Ha JaTy TOCTABKH
115 peareHToB, KOHTPOJIbHBIX MATEPHATIOR 1t Kal HOPA1OPOB 10JIKCH COCTABAATL HE MEHEC 8 mecaues.
Lisi pac HEKH 1OBAPOK. MAPKHPOBAHHBIN TOBAPHbINI
siakanit, [TOCTaBLINK 110 3anpocy 3aKa ik OB C 1A TIPC 10C TABUTD NOCNGAHEMY JAORYMCHTDH!-
HoTBepAalone (akT BBEACHNUSA B Fpak 1aHCK I 000POT Hd TEPPHTOPHHI Pecnydnukn Kasaxcian
HOCTABIAEMbIX TOBAPOB HEMOCPEACTRCHHO APaBOOO: 1A 1ATEICM TOBAPHOTO 3HAKA. PA3MELLEHHOTO HA
ToBape. WK ¢ ero cornacus. HoKyMeHTam . NO:LTBE A IAIO I UMM VKa3aHHbIH $akT MOTYT ObITh!
le H3MoHHbIe cornatuerus [locTaBuika ¢ NpaBood.1a1aTe MU, TAMOKEHHbIC Aeknapauni. nicbMa
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| npasoodanaTeneii n inueH3naTa. 10r0BOPSHI € JMHLCH3IATOM Wilh € €T0 KOHTpAareHTaMH Ha MocC raBry *
T R | MCAHIMHCKHNX M31eanH. I L Tl& \IT\E&\\-‘{

) ARCHITECT Aunrutena | Tect ARCHITECT Anti-HCV sBaseTcs NeMUTIOMIHHCUEHTHBIM MMMYHOQHAN30M Ha _ M,

Kk Bupycy 1ematiia C. ;. MUKpOHacTHIax (CMIA) ISt KQUECTBEHHOTO ONpe/IeilcHns anTuTen K upycy renatuta C (an- | |
_, | pearent 100. 500 1 2000 | HCV) B CbIBOPOTKE 1 [UIa3Me yenoBeka. a TaKie odpasuax. 3a6paHHbIX TOCMEPTHO (110Cae OCTAHOBKY w
|
m

3opas He veiee 12 MeCAalies. 3 c.ivuae 1oc

TECTOB " cepmia). [epes nipoBeeHnem TecTa Ha cieteme ARCHITECT i System HeoOX0AuMO YCTAHOBITL
(haiin TecTa A RCHITECT Anti-HCV ¢ ancka ARCHITECT iSystemAssay CD-ROM. Habop

|
| pearcHTOB BRIIOUACT: MUKPOUACTHLbI. CEHCHORININPOBANHLIC anrurerom HCV (E. coli, apoikxu.
” _ | peKOMOMHANTHBI) B MES Gy¢epe. MitHivaibHas KOHUCHTPALNRA- 0.14% TBEPAOrO BEUIECTBA.
* | KonceppaHThi: NPOTHBOMUKPOOHBIE NpenapaThl. KONLIOTaT: KOHBLIOTAT. COAEPKALLNI MEHEHBIC
!
|

| aKpUMAMHOM MbILINHbIE AHTUTEA K [oG/1eM yesoBeka B MES 6ydepe. MitHMaIbHas KOHUCHTPALHA
L (12G) 8 nrAaa/(IeM) 0.8 mr/min. Korcepsantbl: 1ipot HBOMUKPOOHbIE TIPCNapaThbl. Pasbasurelh TeCTa ”
, |  Anti-HCV AssayDiluent, cojepikaiinii TRIS Gydep ¢ NpOTCHHOBLIMY cTaduIM3aToOpaMHu. |
., KoHcepBaHTh: NPOTHBOMHKPOOHbIE npenaparbl.OB11as cnennUIHOCTL COCTaBNIIa 99.60% . _
m ) . - _ RV | 76 218 250,00 16 587 000
_ (10361/10403) npu 95% 10BEPUTEILHOM untepsane ot 99.45% 10 - !

H 99.71%.CrneitupuiHOCTb, Habonaemas B8 pasin HbIX J1abopaTopusiX, Bapbuposaia ot

w_ 99 20%(496/500) 10 99.70% (1994/2000). YyBCTBUTEILHOCTb cocraBnina99,10% npn 95% W
M [0BEpUTEbHOM HHTEPBAJIE OT 96.77% 10 99,89%.Bce Kuikue NpUHaLIEHKHOCTH, KaJiMopaTopbl 1 ,
_ KOHTPO:TH 0K HbI ObITh B FOTOBOM K UCTIONbB30BAHHUIO BHE, CKItOUas yenopeyeckuii GakTop npu ,
|

i

|

|

npuroToBnennn (be3 KaKux-i 160 KOCBEHHBIX AeiCTBIIL. MEP WM KOPPEKTHPOBOK MEIMUMHCKOTO .,
nepcoHaiia). KOTopble HE Noinexar anodunmzaun.CTaduIbHOCTL Ha ©OpTY peaKkTHBOB MoOC/e |
NOMELLCHHS B AHATTM3ATOP A0/KHA ObITb HE MEHEE 30 aneit.OcTaToUHbIit CPOK FOAHOCTH Ha i
| nocTaB/seMblil TOBAp Ha AaTy NMOCTaBKH LIS pearehTos. KOHTPOJIbHBIX MATEPUAJI0B H Kall uopaTopoB
JOKEH COCTABAATH He MeHee 8 MeCaLes, 1A pPacTBOPOB He MeHee 12 MECs1eB. B ciyuae NnoCTaBKH
" TOBAPOB. MAPKHPOBAHHBIX TOBAPHBIMMU SHAKAMN. [MocTaBILIK 10 3anpocy 3akasunka 06a3yeTes |

| NpeaoCcTaByTh NOC/ICAHEMY A0OKYMEHTbL, IOATBEPAKAIOUIMC (DAKT BBCACHHUA B rpakAaHCKUH 000pOT Ha |

oCTaBulb HOL VA —~ ) 2 ——————
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ppiTopin PecnyOimikn Kasaxcran nocrapisemniy IPOB HEIVCPEICTBEHIO HPaBoodiaaTeien
HOTO 311aKa. pasMelieioro Ha ropape, ¢ ero cornacus. JJokyMeHTaM . NOATBEPIKAAOLLNM K
VK@ 3a HHBIH (PaKT MOryT Obl Th: JIMLEH3NOHHbIE cornateHns TTocraruinka ¢ 11paBoodiaaATENAMH, ,
TAMOKEHHLIC JIEKJIapalini, 111CbMa NPaBoodadate ieii n JIMIEH3HaTa, 10I0BOPbI C JIMLEH3NATOM WiN ¢
ero KOHTpAreHTaMM Ha NocTaBKy MEAMUMHCKHX 13e i

AHTUTENA K BUPYCY
renatuta C.kanubdparop

AlOrMCTIOb3VETCS /U1 KaaOPOBKHY CHCTEMbI
ARCHITECT iSystem npu KauecTBEHHOM OTPE.1C/IC HItH aHTHTE K BUpYCY renarnra C (autu-HCV) B |
CHIBOPOTKE 1 11a3mMe KpoBw venosexa. | guiakon (4 mir) kanudparopa ARCHITECT Anti-HCV
Calibrato riojAroToBIe HHOIO B PeKalbLIMHUPOBAHHON 111a3M¢ KPOBHM Ye10BeRa (MHAKTHBUPOBAHHOIH).
peaktupHoitnaanTn-HCV. KoxcepsanT: asuanatpus.I1pn ncnoansosalini 01HOH 1 TOW XK€ NnapThuu
HIH VIIAKOBKI PeareHToB B Teuenure 28 aHell ka.nbposka pearenTos He Tpedyerces. Bee wuikue
NPHHALIEA HOCTH, KAl MOPaTophbl M KOHTPOJIN A0.1AHbI ObiTh B TOTOBOM K HCHOIb30BAHHIO BUIE,
HCKHOUas te0Bedeckiit (JakTop NPU NPUrOTOBICHIN (BU3 KaKMX-TMO0 KOCBEHHbIX AeCTBUI, Mep
A1 KOPPEKTHPOBOK MEAMIIMHCKOrO MEPCOHANA). KOTOPbIe He NojuekaT 1noguansaunn.0ctaTou bl
CPOK TOIHOCTH HA NOCTABIHCMbIH TOBAP HA JdTYN HOCTUBKI /L1 peare POJIbHBIX MATEPHA 10N
1K THOPATOPOB LOIDKC H COCTABIATE HE MEHCC & MCCHIIB. LIS PAC IBOPOB He Meliee 12 mecanes. B
CAyHde 110CTABKK TOBAPOB. MAPKUPOBAHHBIX TOBAPHBIMH sHaKaM . [TOCTABULMK 110 3anpocy 3akas3unKa
008 3VETCH 1IPSAOCTABNTH NOCAEAHEMY OKYMEH T hi. T0ITBEPAIAIONIHE (JAKT BBEICHUS B MPAKIAHCKHI]
0bopo1 Ha Tepprtopun PecnyvBnnkyn Kazaxceran noctasiseMbliX TOBAPOB HENOCPEACTBEHHO
NPaBO0O.IA A TENeM TOBAPHOI0 3HAKA, PA3MENIEHHOTO Ha TOBAPE. NI € 2o coriacs. JlokyMeHTamn.
O BEPAAAOUINMH YKa3aliHblil pakT MOTYT ObiTh: JIHIeH3HOHHbIE Corlaenis [TocTaBuimka ¢
NparoodIaaTeNAMH, TAMOKE HHbIE AEKNapalnk. THchMa NpaBoodaasateneii i 1nueH3naTa, 10rosops!
JEH3MATOM MAN C €r0 KOHTPAreHTaM M Ha NOCTABKY MEAMLUMHCKNX W3/eNnii, ,

Ka.noparop ARCHITECT Anti-HCV Ca HCNOUIb3YE

1TOB. KU

C.

[§S)

59 067,18

118 134,36

AHTHTEIA K BUPYC)
renatuTa C. KOHTPC

Konrposin ARCHITECT Anti-HCV Controlsnpe inasiatieHbussepudurkaiim MKAUTUOPOBKHCHCTEMbI
ARCHITECT iSystemipHkauecTBeHHOMONPE Ac e HnanTuTeakpupycyrenathtaC (anmi-

HC V)BehbIBOpOTKe MNa3MekpoBienoseka.2 uakona (8 M kaxk ablif) KOHTpoeH ARCHITECT Anti-
HCV Controls, noarotosiie HHbIXBPEKalbUHHHPOBAHBONIIA3MEKPOBHYCIOBCKA
(HHAKTHBUPOBAHHOM).110.10K nTEAbLHBIHKOHTPOALPeaRTHBe HHaaHTH-HC V. KoncepsanT:

asnanapus KOHTPOIM MMEIOT ClIe/IYIOLHE KORIeHTpaitin: KOHTPOb 0TpHLATENbHbI: HATYPA/IbHbI i
AnanasonkonTposns S/CO < 0.60. Konrpoab 1no3uris: 101y00i. AnanasonkonTpoasS/CO1.71 -
5.13.Bce #HAKHe 1IPUHALICAKHOCTH. KaaHOpaTopbl i KOHTPOJIH A0KHbI OblTh B TOTOBOM K
HCHOAb30BAHITIO BHAE. HCKIOUast YeoBeHecKnil (JaKTOp 1pH NPHIOTORICHIH (D3 KaKNX-1100 |
KOCBEHHBIX ACHCTBHIL, Mep WM KOPPEKTHPOBOK MEIMLMHCKOrO MECPCOHANA). KOTOPbIE He Noaiexar
anodguanzaunn.OCTaTou b CPOK FOAHOCTH Ha NMOCTABACMBIH TOBAP Ha AaTy NOCTAaBKH AN
peareHToB, KOHTPOJILHBIX MaTEPHUAOB M KaluOpaTopoB JI0JKEH COCTABAATL HE MEHEe 8 Mecsues. s
pacTBOpPOB He MeHee 12 mecaues. B cnyyae nocTaBki TOBapOB. MAPKUPOBAHHLIX TOBAPHLIMH 3HAKAMH,
[MocTapUIMK 110 3anpocy 3aka3zunka 00A3yeTcs NpeioCTaBUTh NOCIEAHEMY A0KYMEHTDI,
noaTBepKaloime GaKT BBEAEHNS B IPAXKAAHCKNIT 060pOT Ha TeppuTOpyy Pecnydinku KazaxcraH
NOCTaBASEMbIX TOBAPOB HENOCPEACTBEHHO NPaBoodianaTeneM TOBAPHOro 3HaKa, Pa3MELICHHOro Ha
TOBApE. Wi ¢ ero coraacks. JIokyMeHTaMH, NoATBEPK JAIOLLIMMA yKa3aHHbIi (akT MOryT ObIThb:
JMUEH3HOHHbIe cornameHns locTaBuirka ¢ npaBoodaanaTe/iiMy, TaMOKeHHbIC JEKapalnn, MicbMa
npasoodiajaTeneil U 1MLEH3NaTa, A0rOBOPbI C JHLUEH3HATOM WK € €ro KOHTPAreHTaMMt Ha NoCTaBky
MEAHLMHCKHX U3ACAHHN.
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83 938,95

167 877,90




12 BMY Kowmbo.p " Teer ARCHITECT HIV Ag/Ab Combo sBiid ﬁ
_, | 100 recTos. HIV Ag/Ab , MuKpouacTMLAax (CMIA) 118t OHOBPEMEHHOTO KaHeCTBEHHOTO onpeenens anTureHa HIV p24 n _,
. Combo CanTIIEe K BUPYCY MMMYHOIE(HIIMTA HENOBEKA THHA 1w/ 2 (HIV-1/HIV-2) B CbIBOPOTKE 1 1J1A3ME w
 KpoBIt HeJIoBeKa. a Takike oOpa3iax, 3a0paHHbIX 110CMEPTHO (nocie octanoskn cepaua). Tect

, " ARCHITECT HIV Ag/Ab Combo npeanasHatcii i i 110J1L,30Ba M B Ka4eCTBE BCNOMOrarejbHoro

m . Cpe/ICTRA AMArHOCTHKH unperunn HIV HIV-2. a TaKKe B KaueCTBC CKPHHITHIOBOIO TeCTa ¢ LEebIO

| " fpeay IPeKACHUS nepelady nnexiin HIV 1 HIV-2 peltnnieHTam KpoBi.ec KOMMOHEHTOB, a TaKKe

| ! KIIETOK. TKaHeit n opranos. TecT ARCHITECTHIV Ag/AbCombo He 11038018€T yTOUHNHTD,

. peaK1UBHOCTh Ha Kakoi 13 nepeumcIeHHbIX MAPKEPOB BLIABICHA. na anturen HIV p24, anturena K

, CHIV-1 wan anturena k HIV-2 Tlepen npopeeHmenm anannsa i cuctemy ARCHITECT i System

i " HEOONONMMO 3arpy3uTh (haitn Tecta ARCHITECT HIV Ag’AbComboc KomnakT-a1cka ARCHITECT
i SystemAssay CD-ROM. MUKpOHaCTHLUbI: | w4 gaakon(a) (6,6 mirHa 100 TecToB/27,0 MiHa 500 _
TeCTOR) MHKPOYACTHIL MH KPOUACTHLBI,CEHCHONIN3HPOBANHBIC anturesom HIV-1/HIV-2 .” W
(PEKOMOHHAHTHBIM )W AHTHTCIOM K HIV p24 (MbiiiHOC. MOHOKI0HAILHOC)
BOIBHOI0T HHCCROMPAC TBOPEC TRIS Sy@epom. MuHMaih HaAROHICHTPATi. (.07% CyXHXBCUIECTH.
Koncepsant: asinianalpis.Konpiorat: o 4 aakonta) (3.9 vana 100 Tecior/26.3 M Ha 500
TCCTOR) KOHBIOTATa: AKPH
cnnrerieckie nenmisl HIV-T/HIV-2 1 akpn WH-vieuenoe anTureno Kk H1V p24

, (MbI LT HHOE.MOHOKIIOHAIbHOR) B docdarrHom Gydepe ¢ TPOTECHHOBLIMI (6LIYBLUMNI) W TIOBEPXHOCTHO-

ARTHBHBIM cTadmaM3aTopamit. MUHHUMalIbHA ROHICH rpatus: 0.05 MKE/MIL KoHncepBanT:

asuanaTpus. PazdasuTeb 0dpazua: | wan 4 gaaron(a) (5.9 M.iHa 100 recToB/26.3 MaHa 500 TecToB)

pa3baBuTEs AaHAIM3A: paszdaBuTElb aHanuia HIV Ag/Ab Combo. coaepxkannit TRIS dydep.
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KomcepranT: a3naHaTpis.BocnponsBoanMoOcThb: Teer ARCHITECT HIV Ag/AbCombo wa | 76 | 87 300,00 | 6 634 800
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¢1Cs XCM IO 1IeCHE H THbIM :ZZ%:C.L:D:_._‘WCZ Ha

H-MeueHble aHTHre bt HTV -1 (PeROMOHHAHTHBIC ). ARPHAN H-MEUeHbIe

ACMONHCTPUPYET NOTPEUTHOCTD <14% ans 0Opa3iloB. 3HAUCHUS KOTOPLIX B 3 pasa npesbICHIN P

. NOPOIOBOE 3HAUCHHE NPH TECTHPOBAHMH TPEX cepril kKanndparopa. Tpex cepuit KOHTPOJA 1 NaHenn 13 ] A

j qeTbIPeX PeaKTHBHBIX 0OPA31I0B. AHAJIMTHUECKAs YVRCTBHTEILHOCThL TECTA ARCHITECT HIV w i

“ | CA@/ABCombo K aHTHICHY HIV-1 p24 Ag coctasmaa-50 nrima. JlanubIi pesynbTaT nojy4eH ¢

,, HOMOILBIO TECTHPOBAHNS NAHCIN HIV-Ag 2003AFSSAPS ¢ HCIO:b30BAHNCM TpeX cepuii pearcHTos

” ARCHITECT HIVAg/AbCombo. Coracho no-ycHHbIM AAHHBLIM, CPEANss 4YBCTBUTEIbHOCTE K "

, C AHTHIEHY HIV-1 p24 Ag cocraBniia 18.06 nr/mi. Tect va BUY 10:KeH BLIABUTD B obpa3iie KpOBH ” ”

H, " anruren p24 BUY-1 wanTiTena K BUU-1. B Tom uicae rpynibl O nMu BHMY-2. CrieunhuuHoCTh i

recta Ha ARCHITECT HIV Ag/AD Combo 7104k Ha ObITh He MeHee 99.85% 03 00pa3uoB KpoBH ”

A0HOPOB. Bee AHAKNE HPHHAANEKHOCTH, KaJHOPaTOPbl M KOHTPOIU 0K HbI OblTh B TOTOBOM K

| i

! © MCNOAb30BAHMIO BUJIE. HCKITIOYAs uestoBeueckuil pakTop NpU NPUTOTOBIEHHN (6e3 kakux-1udo _
KOCBEHHBIX AeHMCTBHIL, Mep WK KOPPEKTHPOBOK MEAHIMHCKOTO NepeoHana), KOTopble He Moanexar |
anodunn3zaitin.CTabuIbHOCTb Ha 6OPTY PeaKkTHBOB MOCAE MOMCLICHIS B aNaIW3aToOp A0JHKHA ObITb HE _
menee 30 aHeit.OcTaTot Hbi i CPOK FOAHOCTH HA [1OCTAaBAAEMbI TOBAp Ha AaTy MOCTaBKH AN f
peareHToB, KOHTPONIbHBIX MATEPHATIOB 1 KanMOPATOPOB JOMKEH COCTABAATH HE MEHEE 8 mecsiues, A4 |
pacTBOPOB HE MEHEEe 12 mecsaieB. B cayyae nocTaBky TOBapos. MapKHPOBaHHbBIX TOBAPHLIMM 3HAKAMM, ﬂ
[MocTaBLLMK MO 3anNpocy 3aKaszuuka ods3yeTcs APeAOCTABHUTH NOCHEAHEMY JOKYMEHTBI, l
|
_
F
|
f

NoATBEpKAaIoWHe (daxT BBEACHHUS B me,.bm:n_,._.i 000pOT Ha TEPPUTOPHH Pecny0nukn Kazaxcrad
[IOCTaBASEMbIX TOBAPOB HENOCPEACTBEHHO npaBoodaanaTesiem TOBAPHOTO 3HAKa, pa3MELICHHOTO Ha
TOBApE, MK C ero COrjlachs. JlokymeHTamu, NOATBEPXK JAIOLHMH yKa3auHbI dakT MOryT ObITh:
AMLEH3MOHHbIE COraaieHus ITocTasiumka ¢ _‘:uwwooabmmmqmamz:, TaMOYKE HHbIE ACKJapauuu, nucbMa
:ﬁmmoomambmqm:am W S1H1e H3HaTa, 10rOBOPbI € SIHLEH3HATOM Wil € €0 KOHTpareHTami Ha NoCTaBKy
,., | MEAMUMHCKHX :,EE::,._.
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[ BMY Komoo,Kkaamndparop Kaanopatop ARCHITECT HIV Ag/Ab Combo npeanasiaien s KAJIMOPOBKH CHCTCMbI ,
CARCHITECT i npi 0IHOBPEMEHHOM KAUCCTBCHHOM ONpeacie rureda HIV p24 n anturel K
| BUPYCY HMMYHOAC(ULNTA HENOBCKA THIOB 1w/ 2 (HIV-1'HIV-2) B ¢bIBOPOTKE MilK MJ1a3Me KPOBH
| uesoBeka. JlonoaHnTelIbHYI0 MHAPOPMALLMIO CM. BO BRIALLIIUC K PeareHTy ARCHITECTHIV
I Ag/AbCombo. | dakon (4 ma) kanudparopa | ARCHITECT HIV Ag/AbCombo (CAL 1): . W
| ounnleHHbIiBUpYCHbIAM3aT HIV sTPUC-Oydepnom hiu3iHoa0rHieckom pacTsope ¢ IPOTEHHOBBIM .W i . |

Lo

m,
|
A,
i

_ (BbIubim) cradniirsaTopom. KoHCepBaHT: a3HAHATPHUA. Jlois obecheueHns CTORKOM 4yBCTBUTEILHOCTH
|k antureny HIV-1 p24 na yposHe< S0nr/mil KOHUCHTPALIA anturena HIV-1 p24 B kaimbparope

_ ARCHITECT HIV Ag/Ab Combo cooTHeceHa ¢ MesK 1Y HAPOHOI IaHeNbIO cTamiapToB Agence M,
| francaise desecurite sanitaire desante (ppaHiy3CKOro areHTcTRa cannTapHoil 6e30NacHOCTH

, H NPOYKIMH MEAHITHCKOTO naszHauenns).TTpyu UCoNb30Ba NI 0HOTH 1 TO JKE NApTH WK YHAKOBKH
" | pearentoB B Teveie 28 aHeH Kal HGpOBKA peareHToR He Tpedyecs. Bee wHiaKkue nprHaiieKHOCTH,

.,, | KanuOPATOPhl 1 KONTPOIN 101K Hbl ObITH B FOTOBOM K HETOIB30BAN IO BHIE. HCKITIOUAs YeNOBEUeCKHil

| pakTOp NpH NPHIOTOBAEHNH (6€3 KAKHUX -1 MO0 KOCBEHHbBIX J1eHiCTRMIL. MepP MW KOPPEKTHPOBOK | | ,
MCMTTHHCKOTO HEPCOHala). KOTopbie He 1oa1exkKal snodi it OCTaTon bl CPOK TOHOCTH Ha
HOCT FOBAP 14A J1@TY NOCTABKM 1St PEarcHTOR. KOHIPOIhHbIX MATEPHAIOB 1 KaIHOpaTopos

| I0JKEH COC 1aB.IS Th HE MEHee 8 MeCAIICR, JUTs PACTBOPOE He vetice 12 Mecsies. B ciydae nocTasku i :

_. TOBAPOB. MAPKHPOBAHHBIN TOBAPHBIMH 3HAKAMMH, [TocTapiK N0 3alpocy 3akasuika 00s3yeTcs _ i

| NPEAOCTABUTH NOCICAHEMY A0KYMCHTI. noATBepIKaatolLie GaKt BBEACHUS B rpaKaaHcKni 000poT Ha _ i i ,,

reppuiophn Pecny Onukyn Kasaxcran NoCTasasicMbIX TOBApOB HCTIOCPE1C TBEHHO NpaBoodiiajaTeem ,

| TOBAPIOIO 3HAKA, PA3MCUIEHHOTO HA TOBApE, With € €10 cotsachs. JlokymeHTamu, NOATBEPKAAUIMMH

" YKA3aHHbIA QKT MOTYT ObITh: IHICH3NOHHDIC coraaie nus FocTasimnka ¢ npasoodalaTessMmH, _

i | TAaMOZKEHHbBIC [IeKIapalliH, NTHCbMa npapoofazareneii n IUCH3HATA. 10roBOPbI ¢ JMLEH3UATOM HITH C |

W i | ero KOHTpal CHTaMi Ha NOCTABKY MEAMLMHCKHMX M3IC.1 wit., o S R AN S—

14 ' BHMY Kombo.kontpons | Kowrpoan ARCHI FECT HIV Ag/Ab Combo Controls npe:naznaieibl AN OUEHKH

| BOCIPOM3BOIMMOCTH TECTA M BbIABICHNS CHCTEMHBIX aHAl THYCCKMX OTKJOHEHNI CHCTEMBI
ARCHITECT i npit 01HOBPEMEHHOM KAYECTBEHHOM O1IPC.1CACH I dHTHICHa HIV p24 w anTuren K W ” m
BUPYCY HMMYHOIC(YHILHTA HC/IOBCKATHIOBR I w/man 2 (HIV-1 HIV-2) B CLIBOPOTKe Wi 111a3M¢ KPOBH ! !

|
|
m
|
_
,
|
_
|
|
i
,
|
w
,.

en 2 | 8393895 16787790 |

JIEMI

e ——— e T

|
|
|
|
|

| Cyenoseka. 4 gaakona (no 8 MIKak bl i) kontponeii ARCHITECT HIVAg/AbCombo: oTpuuaTesibHbii | _,,
W, | KOHTPQIlb, NOOWKINTEbHBIHKOHTPOIb 1 W NOAOKHTEbHLI KOHTPOJIb 2 NPHIOTOBICHHbIC B | _ .,.
PeKANLUMHUPOBAHHOH NJIA3ME KPOBH 4EI0BEKA. TTOA0KHTE LB KOHTPONb | (MHAKTHBHPOBAHHbI )

| peakTnsennaantu-HIV-1. HonomuTenbiibt HKOHTPOIIL 2 (MHAKTHBHPOBAHHD! it)pearTuseHiaanTi-HIV- | | M

| a2

2 1TOAOKHTE b HBIT KOHTPO: b 3 SBASETCH OUMILEHHBIM BUPYCHBIM TH3ATOM HIV. npHroToBIEHHbIM
| " s TPUC-6ydeprom (pH3NONO0rHYECKOM PACTBOPE ¢ NPOTCHHOBLIM (ObIYBHM) CTAOUIM3ATOPOM.

. KoHcepBaHTbl 15 OTPHLATENLHOIO KOHTPOIIS, NOJOAKHUTEILHOTO KOHTPOJIst | ¥ NONOKUTENBHOTO )
KOHTpOAst 21 a3naHaTphs 1 NpOTHBOMMKPOOHBIH npenapat. KoncepsaHT A4 NOJOKHUTEILHOTO yn w
_,_ KOHTPOJS 3: a3HAHATPHA. OrpruaTesbHbI KOHTPONB: AHAIA30H 3HayeHnil koHTpoas (S/C0)0,00 -
W 0.50. NOJ0KHUTENLHLIN KOHTPONIL 11 Anana3oH 3Hauenmit konTpoaa(S/C0O)1.20 - 11.50.

OO HUTENbHBI I KOHTPOAb 2 AAna3oH 3HaueHuit KouTposa(S/CO)1.52 - 8,30, NoJOKUTESbHbIH _
KOHTPOAb 3: Mana3oH 3HaueHUH koHTpona(S/CO) 1,87 - 4,59.Bce xuakne NpUHALNEAKHOCTH,
KanHOPATOPbl M KOHTPOJIH A0JIKHbI ObITH B FOTOBOM K HCTIOb30BAHMIO BUIIE. HCK/IOUas Ye0BEYeCKHit
| ($akTop NpU NPUroTOBICHHUN (6e3 KakuX-11do KOCBEHHbIX AeiicTBUI, Mep WK KOPPEKTHPOBOK

| Me AMIMHCKOTO NepcoHaa), KOTopble He noasiexar anopuan3zain.OCTaTou Hblil CpOK roAHOCTH Ha
NOCTABASEMbII TOBAP HA AATY MOCTABKH /isi PEAreHTOB, KOHTPOJILHLIX MaTepHaloB 1 KanndpaTopos
NO/DKEH COCTABIATH HE MEHEe 8 MECALEB, LIS PACTBOPOB HE MCHCE 12 Mecsues. B cayuae nocTaBku
I TOBAPOB, MAPKUPOBAHHBIX TOBAPHbIMK 3HAKAMH, [MocTaBLIKK NO 3anpocy 3aKasunka 0ds3yercsa

83 938,95 251 816,85
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HPEAOCTARITT L HOCICIHEMY JAOKYMCHT b, O/ ITBEPAIAIOLLC (PART BBC i1 B rpak/alcKnii 00opo Ha
| reppuropin Pecnydamnkn Kazaxceran HocTapisieMbIX TOBAPOB HENOCPLACTBENHO npagoodIiaiaTenem
FOBAPHOTO 3HAKA. PA MELLEHHOTO HA TOBAPE. MilK € €10 COrlachs. JLOKYMCHTaM M, NOATBEPAIAIOLLNMMY
ykasannbliii (pak1 MOIYT ObITh: JIMLEH3HOHHbIC corlatieHns Tlocrasiia ¢ npaBoodiasaTeIsMu, | i
TAMOIKEHHbIC ICKIapaliig, MUCHLMA NpaBoobiasaree n IMien3naTa. 10roBopbl C JIMLEH3HATOM HiH ¢ ,.
I | CTO KOHTpAreHTami 1ia nocraBky MeAHUMHCKIX magennii. - | | |
Cndunnc,pearent 100 Teer ARCHITECT Syphilis TP siBnsiercst XeMUJAIOMHHCCLCHTHBIM HMMYHOaHATH30M Ha | ,
TECTOB - mukpovacTriax (CMIA) aist kKauecTBEHHOTO onpeaeaenus antntea k' reponemapallidum (TP) 8 u i W m
CHIBOPOTKE M 1171a3Me KPOBH HEOBEKA. a TaKkke 00pa3uax. 3adpanibiX HOCMEPTHO (nocneo cTaHOBKH ,, ,
cepaua). Tect ARCHITECT Syphilis TP ucnonb3yercs B KauecTBe BCIIOMOraTe/IbHOro CpecTsa _ﬁ , _"
AMAPHOCTHPOBA WIS CU(MIINCA, TAKKE B KAYECTBE CKPHHMHIOBOIO TeCTa ¢ UCHIBIO NPEAYTIPEKIACHHA ,.
nepeaaun Treponema pallidum peuniienTam KpOBH M €€ KOMIIOHCHTOB. @ TAKKE KIETOK, 1 KaHel u _ . j |
Cﬁﬂm::Fyszzjc;:C:*:Z.no:n:m:::w:tOmm::vaN::;:d::g:‘evA_wno:.ﬁnzoz@s:m:4:ZZ:VJw w
MES 6vdepe. Mummaibhas konuenrpaums: 0,08% rsepaoro peulecTsa. KOHCEPBAHThI: @3HAHATPHA W A
IbIC AKPUANEOM MbILIHHBIE
amrnrena k JeGleM yeaosera B MES Gydiepe ¢ HPOTEHHOBLIM (Obitbin) c1adn i
MUHUMANbHAsS KORICHTPains: (aHTu-12G) 26.6 HIY 1/ (@ n-lgM) 1.34 1 'sn KoHce peasTbl
A3UAHATPHS W PN THE NPOTHBOMHKPOOHbIE npenapathl. Pasdasireiin vecta Syphilis TP
AssayDiluent.coiepxaiunit MES OyQep. KoncepBanrbi: a3itaharpus i aApyrie NPOTHBOMHKPOOHbIE
:sc:msm::;_cﬁC~:3cxcbn::n?gan:w:mo:nqnzo\yxh;*__rﬁ,amfwic:J:comycp:z:v%meu:0w:+v
daiin recra ARCHITECT Syphilis TP cancra ARCHITECT iSystemAssay CD-ROM. [1pn ananuse |
_:xzwcnapc_:L/_FA:x:o_:x;§::d:vzzzomnmequdm_\zxAJ__ﬁrﬁ;,m%t::iﬂju ‘ |
NPOAEMOHCTPHPOBA HYBCTBUTENLHOCTb 299.0%. Bocnpon3BoaiMOCTh pe3yIbTaToB 1eCTa ! | i
i I ARCHITECT Syphilis TP 18 noa0®)HTEIbHONO KOHTPOAS cocrapaser < 15%. Bocnponssoaumocts | vin | 82 1 139680,00
[ Oblna onpeleietd B COOTBETCTBHHI € NIPOTOKOIOM EP5-A2 Muctiryra KinHiecknx 1 1adbopaTopHbixX ! ﬂ !
cranpaptor (CLSI). Teer ARCHITECT Syphilis TP paspadoTali 1aK, 4TO0bI MMETh ODULYIO W |
cneuuPpuunocts - 99 5% B TECTHPOBAHMH NONYJISLHN JOHOPOB kposn (JIK) 1> 99.0% B nonyasiunn |
FOCTTUTATHIHPOBAHNLIX aMOY1a TOPHLIX TALMEHTOB.BCE KK NPHHALICKHOCTH. KaudpaTophbl W
| KOHTPO.IH A0 HbI ObITh B 1TOTOBOM K HCTIONb30BAHIMIO BIAC. HCKHOHAA HEJOBEHCCK i1 haxTOp NpH i
! NPUroTOBICHIHN (5e3 KaKUX-THBO KOCBECHHBIX AEHCTBNIL MEP W11 KOPPEKTHPOBOK MCAHUHHCKOTO f | | _
Hepeolaia). KOTopble He nonesar anoduansaiin.CTadbuibHocrs Ha BopTy peakTuBoB nocie : i
HOMELICHHS B aHANM3ATOP 10JDKHA ObiTh He MeHee 30 AHel.OCTa1ou b CPOK IOAHOCTH Ha i
NOCTABISCABIT TOBAP HA AATY NOCTABKH 1715 PEAICHTOB. KOHTPO.IbHBIX MATCPHAI0B 1 Ka) HOPaToOpOB
NOIDKEH COCTABASTL He MeHee 8 MecsilieB, Uls pacTBOPOB He Menee 12 mecsiues. B cnyyae nocTaBkyu
TOBApOB., MAPKHPOBAHHBIX TOBApHbIMHU 3Hakamu, [locTasuuik no 3anpocy 3akaszyika 00a3yeTcst
NPEAOCTaBITHL NOCNEHEMY NOKYMEHTbI, OATBEPK AAtoLLNE daxT BBeleHts B rpak;1aHcKuil 060poT Ha
tepputopui Pecnybankn Kasaxcra nocraBisemblX TOBApOB HENOCPEACTBEHHO npaoodajsarenem
TOBAPHOTO 3HAKA. PA3MELLEHHOIO Ha TOBApe, MilK C €0 COrachs. JlokyMeHTaM|. TOATBEPIKAAIOLIMMN
yKa3aHHbI i PAKT MOTYT ObITh! JIMLEH3IWOHHbIC COMALICHHA [TocTaBuimKa ¢ NpaBoodaalaTeNsIMHU,
TaMOJKE HHbIC ICK/Iapaliy, N1chbMa fpaBoodnafarteneil u InleH3naTa, 10roBopbl ¢ AHLCHINATOM WIH ¢
‘ ero KOHTpareHTaMHi Ha NOCTAaBKY MEINUMHCKUX M3ACTHH. )
16 Cudunuc.ka;mbparop Zm::mcmqoc\Pwhu;ﬁﬁmﬁq,m%vrza‘avﬁmsvzmoﬂ:cmm:mu:mcﬁ*nbmzma:mUsz:n:nenzv
ARCHITECT iSystem npu Ka4eCTBEHHOM ONPEJCJEHNH aHTHTE.T K Treponema pallidum (TP) B !
CHIBOPOTKE M 1171a3Me KPoBH uesioseka. | daakon (4 M) kanubparopa ARCHITECT Syphilis ‘ yn 3 83938,95 | 251 816,85
TPCalibrator 8 pexajlbUHHUPOBAHHO 111a3ME KPOBH yenopeka (MHAKTMBUPOBAHNOIT). PEAKTUBHOM Ha M
. |-anTu-TP. KOHCepBaHTbI: a3MAHATpUs U APYIHe NPOTHBOMMKPOOHbIE Npenaparbi. | 1pi cnosib3oBaHnm
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APVIAC IPOTHBOMERN U»:\J:T_r. npenapdi pl.Konniorar. COACPA

M3 1OPOM.
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D8 et KaunOpOBKA pedareHToB He

Tpedyeres. Bee KNAKUE NPHHA/LICAKHOCTI. KJIMOPATOPhLI M KOHTPOJH 101K HbI ObITH B TOTOBOM K

HCTIONL30BAHMIO BIAC. HCKIHOUAs YENOBEHCCKIH (aKTOP NMPU NPUATOTOBJIEHITN (6¢3 Kakux-n1udo | M
1. MED WK KOPPEKTUPOBOK MCIHLMTHCKOTO nepeonaia). KOTOpble He TOIeHKAT A

KOBKH peal ¢ OB B TedLC

KOCBEHHbBIX ACHCTB |
anoduin salit . OCTaTou b i CPOK FOAHOCTH Ha 110CTABIACMbI if ToBap Ha [Aary nocTasKu i m
peareHToB, KOHTPOJILHBLIN mMarTepHanoB 1 Kas I MOPATOPOB [10JKEH COCTABIATE | MeHee 8 mecsiues. and | ”
pacTBOPOB He McHEE 12 mecsiies. B ciyuae 10CTaBKH TOBAPOB. MapKHPOBAHHBIX TOBAPHBIMH 3HAKAMH, , _ , /
A . |
“,
|

|

[TocTaBuKMK 1o 3anpocy 3akasulika 00s3yeTcs nNpelocTaBnTh NOCIC/IHEMY JIOKYMEHThI,

| i noarBepIKiaarouIne (hakT BBEACHNA B ﬁ.vmv_,‘:m_._o_a_m 00OPOT Ha TEPPHTOPUH Pecny0iinKH Ka3zaxcraH
HOCTaBAAEMbIX T0BAPOB HEMOCPLACTBCHHO npaBoodaasaresnem TOBAPHOro 3HaKa, PazMELICHHOTO Ha
TOBapeE. WK ¢ el o coriacns. JlokymMeHTaM 1. NOATBEP/K AAIOIINMHA VKA 3aHHbI hakT MOTYT ObITh:
JTMUCH3HOHHBIE Ccorlallie Hus [TocTaBuiMKa ¢ NpaBoodIafaTeIAMK. TAMOIKE HIIbIC ACKIApaunu, NTnebma
:nmmoo@mpmqo...o: W OTHICH3HATA, 10T0BOPbI € JIHIEH3UATOM MK C €I 0 KOWTpareHTamu Ha nocraBKy
MEANLMHCKNX 11 Q:E.,

|
|
|
|
|

T CMpHIHC.ROITPO.TD ~ Konrpo.in ARCHITECT Syphilis TP Controls npeinassauciibl 115 DOBCPKIT KA.
ARCHITECT iSyslem npi KauecTBEHHOM QHPEIeICHIN aniren & Treponema pallidum (1P) 8
CHIBOPOTKE M 111d3ME KPORH qeaoneka.2 GrakoHa (8 Mil KaK:bI#) ko rpoaeit ARCHITECT Syphilis TP
Controls: OTpHIATEILHBI KOHTPOJb 1 HOAOAHTE L HBIT KOHTPOIL B PEKAIHIHHIPOBAHNOI Na3Me ,v
KPOBH YCJIOBEKA. TOMOKUTC. T HbIT KOHTPOIb (MHAKTHBUPOBAHHLIH) PEakTHBCH naanT-TP.
KOHCePBAHTHI: @3HAHATPHA 1t APYINE NPOTHBOMMUKPOOHBIC NPEnapatbi. Bee M IKHe NPHHANEAKHOCTH, .,
KanUOPATOPhI U KOHTPOIH 10K Hb BLITh B FOTOBOM K MCIOB30BAHMIO BHIEC. HCKITIOHAA ye/I0BEHECKHH
(akTop NpH NpHIOTOBICHIH (B3 KAKNX-NTHOO KOCBEHHBIX ACHCTBHIL Mep K KOPPERTHPOBOK
1eIHIMHCKOTO TIEPCOHATA). KOTOPbIE HE MOANEHKAT J nodunn3aunin.OcTaTou Hbl it CPOK FOAHOCTH HA
NOCTABSIEMbIii 10BAP Ha /1aTy MOCTABKH IS PeareHTOB, KOHTPOILHLIN MATEPHANOB W Ka1HOpaTopos
NOKEH COCTABISTL He MeHee 8 vMecsiles, 11 pacTBOpos He menee 12 mecsies. B cayvuae noCTaBky
TOBAPOB. MAPKHPOBAHHLIN TOBAPHBIMN sHakamu, [T0CTABILMK 110 3a1pocy 3akasyiKa 00sa3yeTCs
MPE0CTABITH NOCJEAHEMY JOKY MEHTDI. noATBEpK AAlOLIME (PaKT BB ICHIA B rpaK AaHCKHiT 000POT Ha
reppuropiin PeciyGankin Kasaxcian nocTasiaenm pIX TOBAPOB HEIOCPLICTBCHHO npasoodaasareiem ‘
TOBAPHOTO 3HAKA, PA3MEILEHHOTO HA TOBAPE. WAl ¢ ero coraacus. JJoRvMeHTaMi, NOATBEP/KAAKIINMA |
yKa3aHHbiH (aKy MOry1 ObiThI HHICH3HOHHBIC coraenns TTocTaBuuika ¢ HpaBoodaalaTeIsMu. M
“ TAMOKCHHbIC ACKIIAPAIHH. 11HCHMA npasoodianareieii u IIeH3Haa. J0ToBOps! € SIMUEH3HATOM WiH C
0 KOHTPAreHTaMmu Ha NOCTABKY MCINUMHCRUX 1 3Ae1Mi.

Toct ARCHITECT Anti-1HBe 11 aB12€TCS XeMUITIOMHHECUEHTHBIM 1 MYHOQHATH30M Ha

ﬁ
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ARCHITECT amin-HBc _
11, pearent 100 rect mukpouactiiax (CMIA) s KAUECTBEHHOrO ONpEACICHHA aHTUTEN K SACPHOMY anTHreny renaruta B |
(anTn-HBC) BCLIBOPOTKE HIIA3MEKPOBIHCIIOBEKA. aTakKeodpasLax, 3a0PaHHbIXNOCMEPTHO |
A:ogmooqw:owx:nanm;mv.,_.,ane ARCHITECT Anti-HBc 11 ﬂ
:n:oE&wS.nmmzm;mﬁmmmc_._ozo_.B.Q_v:oEnvgﬁ.wmu:mﬁ:onj%omm::x::%az:_.:\:,n:m._,squ ,
_

|

|

|
{

m.ﬂmz%mwxm;noamoo_%::::_.owoisloﬁ,mo:m:v*o:cwbv\:vm%bo::m:mnoum;:w:E\.omE:mj\_éw
(HBV)peumneHTaMKpOBHHEEKOMIIOHEHTOB, aTaKKeKIeToK, TKaneiinopranos.Brecte ARCHITECT
Anti-HBc 11 sBbIsBIeHHsanTH-HBCHC 03y O TCAMUKPOHACTHILbL,
nm:n:m:::.W:Uo_wm:xr_mvozczm::mxj.*r__,\_mbov:zz.m:.E_d:ozwss«om_,m:mjimw:.:wa>mv.
BbisiBIeHHbICAHT -

HBCMOryTHCOMb30BaTECABKAYCCTBEHHIN zwﬁowm,_,mzv‘_%m::::g@:mna::om: ndpexunHBV. AnTi- |
HBeBLISBAAIOTCABCHIBOPOTREKPOBHBC _,.cwn__on:acm:u_é.\_,.w_:._m:ommﬁzxcﬁ.:c_.g_:.:_c_E_‘.EE._,:‘_.uw , | __
(HBSAgE) nproCTpbIXMHPEKIIAN HBV. | J
AHIUT __m__._uopo(,_,\xm_o._om:m_uv.\_,.:mm._rﬁ_:cﬁ‘_m:n:(a.w:cwn::mem\wmx‘..E:ox_w:o:kmmw_x_:_mc |
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LCYTCTBHHMHPOPMALITHOAPY M HXMPREPAX HB

MOKHOCH

skl iBsAg (ann-HBs ) Ly
YTOHETOBCKCONPEALIACMbIM HYPOBHSIMHUANHTH-] IBemoke TobITbakTHBHOMIGposan H BV.
PAMITONH(EK LS PA3PCIINIACH. TPHYTOMYTALHE 1 AHTH-
HBCMOryTObIThE AMHC T BEHHBLIMCECPOIOTHICCKIM maprepomiHperinn HBYV

UNOTe HUMATLHOHHPE KIN01HOTTKPOBH. MHKPOUaCTHIbI,

| ceHCHOMANIUPOBAHHBICH ICPHBIMAHTHI enomupycarenaruraB (E.coli. peROMONHAIT HBIM) B ,.,
TRISOyhepe. MUHUMAILHAAROHUCHTPALLAS: 0.08% TBepaoroseulecTsa. KoncepsanTbl: ProClin 950
a3 aHaTPUA . KOHBIOra TAKPH M H-MEUC HBIXMbILIHbI XAHTUTEIKUMMYHOIZTO0N THHAMYEIOBEKAB MES
GyhepecnpoTe HHOBBIM HCTA0HAH3ATOPAMH. MiutnimanbHaskoenTpaums: 0.04 aKr/mi KoHceppanTbi:
ankuanapadesHaTpys asaTpus. Juatoe HTTecTa.

cojePKauIniMbI LN HbBICTIPOTE HHOBBIEC TAO K W3ATOPbIB MOPSO 6ygepe. Koncepsani b1:ProClin 950
wasyaHaTpua. Jlnmoe Hoopasa. COACP/KAILMITBOCCTAHOBHTC LB MOPSO

Bydepe. bblnycTanon. E:_._cmao;:mzmg_n_.mﬁ:g:x:aon.ﬁmu:momnm.w_::w._,_d nHOIKPOBY (00pa3LLI.
.wmmvm_:Eo:onzg.:_:.::a.._c:.,_.,m:o_:,.:oasu:mv. COOPaHHBIXBNEPHOAN0 17.5

qACOBMOCIEHAC TV PadounexapakepiCTHRITECTadbLI Y CTa e npinpHnosouis 530
0001 AleHHBINH 50110 i LINOODA OB TPY nnoftkposn.Creimdunoctn. Vect ARCIHTECT
Anti-HBc 11 paspadorairar. 4100bHme IhOBILY HOC HE M UUHOC Th= 99.5%

BTEC THPOBAHHHIONY AL TOHOPOBKPOBHNZ 98.0%

BNIONYJISLIMUIOC T3 HPOBAH AT HOCTHPOBAHHBIXNALME HTOB. HVBCTBHTEALHOCT.

Bcet o0binonpotectpuiaiio 406 00pasios. nojoRnIel LHbIXHAaHTH-HBC. 0 rnaieH10Beoc rpoii.
XPOHHUECKOIH neblcenroitnngekimeit HBV. aTaKKenpu3HAKaAMHHCHMIT omamunnperu HBV.
BpesyibTaTeuyBCTBHTC.IbHOCThCOCTABIIA 100%(406/406) npn 95% A0BEPHTEILHOMUHTEPBAIC:

99 10% - 100%.AHaanTiniccranyyBCTBHTCAbHOCTD. Tect ARCHITECT Anti-HBc 11 pazpadoTanTax.
4TOOBIAEMOHCTPHUPOBA T hAHATHTHUCCKY _c,G_mn_m,m:.ﬁo?:Oo?Zm:om#,c PLET Eomin
UyBCTBUTENILHOCTLTECTE A RCHITECT Anti-HBc 1l

Obljla0LE HeHAC HC 0L 30BATHEM NAHETHH3YETBIPEX00 Pa3 LIOB.

CTaHAAPTH30BAHHONBCOOTBL] r,.:w::Qumenva:n:o_(F.,zmoso;omzno_wzs nenrvralTayasDpanxa (PED.
UyBCTBHTEABHOCTLTEC T A RCHITECT Anti-HBc¢ 11 raxoanreapiananasoneat 0.4 10 0.5 PEI
En/Mi.Bee KHIAKKE NPHHALICAHOCTH, KaHOPaTOPhl M KOHTPOJIH A0IAKHbI ObiTh B 'OTOBOM K |
HCIIOAD 30BAHMIO BIIC. HCKIIOHAs UEI0BEYeCKIHA (aKTop Npu NPUIOTOBICHI (6e3 Kakux-11100 !
KOCBEHHDIX ASHCTBII. MEP 11t KOPPEKTHPOBOK MCLFLHHCKOTO MIEPCOHAIA). KOTOPbIE e 101Kl M
smoduanzaunn.Craduibioct b Ha GOPTY PEakTHBOR 10C.1€ NOMCIUEHNA B AHALI3ATOP A0JTA A ObITh HE
venee 30 sHeit.OcTaron il CPOK TOAHOCTH Ha HMOCTABISEMbIH TOBAP HA JLATY NOCTABKH s

ABbl _qm.»\vc._ ANCAMMMYHH

pHgCMeD?

i | | i
| peareHTOB. KOHTPOIbHbIX MATEPHANOB W Kall HOPATOPOB JONKEH COCTABIATH HE MEHEE 8§ mecsiies. ans | |
! - H pAcTBOPOB He MeHee 12 MeCHICE. B ciyuae nocTaBKH TOBAPOB, MAPKHPOBAHHDIX TOBAPHLIMH 3HAKAMN. J |
TocTaBLLMK N0 3aNpocy 3akaszunka 00s3yeTcs NpeioCTaBhTh nocaeHeMy A0KYMEHTDI, ’

noaTBepKaarouine GaxT BBEACHNS B rpaskiaHCKIii 000POT Ha TEPPUTOPHH Pecny6auku Kasaxcran
m MOCTABJIAEMbIX TOBAPOB HEMOCPEACTBEHHO npaBoobaazaTesieM TOBapHOTo 3Haka, pa3sMelLeHHOro Ha ’
,_ TOBape. Wi € ero cornacus. JIoKyMeHTaMu. NOTBEPACIAIOLIMMH YKa3aHHbil (aKkT MOTYT ObITh: ;
JMLEH3MOHHBIE cornatieHua TlocTaBlinka ¢ npaBoodasaTeNaMH, TAMOKE HHbIC ACKIApalih, nuchma ,

:Emoom:mpmqgmm W THLCH3MATA, I0FOBOPbI € JHIEH3MATOM WK C ero KOHTpareHTamu Ha nocraBry
i MEAMLMHCKHX H3JIeni

| e e

N

19 | ARCHITECT antu-HBc Kainbparop >_~OI:,rnf_,\f,:-zwo__ﬂmm?.m:ol npeaHa3HaueHANAKAIHOPOBKHCHCTEMB

i
i 1. Kaaindparop ARCHITECT
. _mvﬁwﬂm_gg:n:zm;mn._,mo:_E_,,_c_%cwn;n_:\_:m:._,:._,ﬁ_ZEG?.Ezv,._m:q‘_:,m:%E%.,\_SE_mj_:.mwaz._.:-*:wi m

BCbIBOPOTKEHIIAZMERPOBHHC, oseka.l gnakon (4.0 mj1) kanndparopa ARCHITECT Anti-HBe I , |

sl SRS s M

59 067,18 | 118 134,36
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RCHITECT anm-HBe  Kowrponu ARCHITECT Anti-11Bc 11 Controls npeaHa3zHaueHbl 118 OLUEHKH m:n:_é:wx:..:;._cﬁ,:
1. Konipoas

c_dczm:z:::‘__u:m,,_::o_,m:::wz:_,:%c::,_G_c_wc_,.m:zvmn:._.c.:_.e_:._/.u.:__\_m_ngEéE/ 1B¢ HHAa W
HBe.Koncepsanrot: ProClin 950
nasuanaTpis. Kajindparopmos HCTI0,1b30BATHCSI HENOC PE.ICTRC HHOTTOCHE W3BJIL UL I H3MECTACCO0TBET
creylonieiitemneparypoixpane His(2-8 'C).[epe aKka b MHC IO b30BAHMEM TICpeMe LT HBaliTe.
akKkypaTHonepeBopai Basdiaron.1ocIeKan10ronenonboBaHiKail ubparTopariotHolakpoizaiteda
KOHKPbILUIKOHHMTOMELLARTEBMCCTOCCOOTBETCT yioueirem iiepaty poixpanenns (2 - 8C).llpn
HCTIOL30Ba HUK OAHOIT M TOIT ke NapTH WK YIAKOBKH peareHToB B TCHEHNC 28 aneit kaindposka
peareHToB He TpedyeTcs. Bee KUKHE NPHHALICHKHOCTH. KAJIMOPATOPBI 1 KOHTPOIH 10J17KHbl ObITh B
FOTOBOM K HCTIONB30BAHMIO BIIC, HCKIIOUAs YesIoBEUECKN GakTop NpH NPHIOTORICIHIN (0e3 KaKux-
MO0 KOCBEHHbBIX ACHCTBUI, MCP M KOPPEKTHPOBOK MEANIMHCKOTO nepcoHana). KOTopbie e
no.utexkat Anoduanzann.Oc1aTou bl it CpOK 10HOCTH Ha NOCTABIAEMbIM TOBAP Ha J1aTy NOCTABKH
VIS peare HToB, KOHTPOJIbHbIX MATEPHAI0B W Kah MOPATOPOB 0.1FKEH COCTABIATH HC MCHEC 8 MecsLeB.
115 PacTBOPOB He Meree 12 mecsilen. 1B ciyuae nocTaBki ToBapos, MapKHPOBAHHbLIN TOBAPHLIMH
ABUTDL TOCIICIHCNY JIORY MCHThI.
d3dXCTaN
IMCUICHHOTO Ha

siakavi. TlocTaBiune no sanpocy 3a a 00s13ye1Cs HpLiIoL

HOTREPA TAIOILHE (K T BB ICHIt 1 1 PAAAAHCR i1 000POT Ha 1CPPHTOPHIT Pecinvo
HOCTABASCMbIX TOBAPUBK HENOCPEICTBCIHO HPABOOOAAATCIIEM [OBAPHOTO SHAKA.
roBape. WK C ero Coriacha. JIoKYMCHTAMMU. NOTBEPAAAOUIMH yKa3aHHblit (a1 MoryT ObiTh:

AMLEeH3HOHHbIE corainers 11ocTasinka ¢ NpaBoodnaAaTesiMi. TAMOKCHHbIC ACKIAPAIIHN. 1MCbMa
HPaBOOGAAAATENEH M JIHLCHINATA. 10T OBOPbI ¢ JHICHINATOM M1 € ero KOHTparcHiavit Ha HocTaBry
MEIHITMHCKHX M3J1e]1H

Calibrator I ‘ S ) T , - ﬂ

FeCTa 1 BBISBAEHHS CHCTEMATIHECKHX aHUIHTHIECKMX OTKIOHEHHT B pabou N XapaKTepHCTHRAX
cnetembl ARCHITECT iSystem npy Kauec TBCHHOM ONPEeeHHK aHTHTEI! K AACPHOMY all reny
supyca renartura B (antn-HBc) B chiBOpOTKE 1 NIA3ME KPOBH yenoseka. 2 gaakona (8.0 i kawiblii)
konrponieit ARCHITECT Anti-HBc IHControls: oTpHu@Te bHblil KOHTPOIL 1 NOJOAIT eab bl
KOHTPOb. OTPULATE L HBHT KOHTPO:b COACPHRHT PEKATbUMHHPOBAHHYIO MJA3My KPOBH HCIOBCKA.
TOAOKMTENBHBIH KOHTPO: b COIEPIKIT PEKATBIHHAPOBANHYIO 1:1a3MY KPOBH Hej0Bekd 1 KpacuTeb.
peaxTnBed Ha anu-HBc. Koncepsants ProClin 950 nasuia HaTpus. KOHTPOIH HMUCIO T 3HAUCHNUA B
CACAVIOUHX AHANA30HAX: OTPHIATE b HbIT KOHTPOIL UMCCT HATYPAIbHbIA UBET. C 1HANA3OHOM W
kontpons S/CO o1 0.00 10 0.80. oo Sl bl KOHTPOIL HAveeT roydoit el (KHeao FHBI m
roavOoit) ¢ ananasoHom kosipoas S CO o1 50 210 3.96 1 neaesbiv S/CO 2,73 Konipoim mory?
HETIOIL30BATLCS HETOCPEICTBE HHO NOCIC H3BICHCHU 13 MECTa XPAHCHNA ¢ COOTBCTCTRYIOWICH |
| vemnepatypoii (2 - 87C).Ilepe kax:ib HCNO1b30BAHUEM TIepeMeLIHBaiTe. aKKypPaTHo

| nepepopaumnsas daakon. ITocse Kaxk10r0 HCNONL30BAHKA KOHTPOJIEH MIIOTHO 3aKpbiBaiiTe GrIakoHb!

{

KpLILIKOH M noMelaiite BMeCTo XpaHeHus ¢ cooTBeTCTBYIOWEH TemnepaTypoii (2 - 8°C).Bee wnakne
HNPHHALIEKHOCTH, KannbpaTophl W KOHTPOJIN J10JKHbI ObITbh B FTOTOBOM K HCIOJIb30BAHWIO BHIC,
neKIrouas uenoseyeckiit GakTop npu npuroTosie K (6e3 KaKnMX-1M00 KOCBEHHbIX AeHcTBHH, Mep
M KOPPEKTHPOBOK MCAWUMHCKOrO NEPCoHaa), KOTopkie HE NouIeHar anodunuzainn. OcTaTou Hbl i
| CPOK FOJHOCTH Ha NOCTABJIACMbIA TOBAP HA AaTy NOCTABKM A peareHTOB, KOHTPOJIbHLIX MaTEpHANOB
11 KaaudpaTopoB L0JKEH COCTABIATL HE MEHEE § MecsLeB. Uls PACTBOPOB He MeHee 12 mecaies. B
| caydae NOCTABKK TOBAPOB. MaPKHPOBAHHLIX TOBAPHLIMH 3HAKAMH, [TocTaBLLMK 110 3aNpocy 3aKa3umnka
06513yeTCs IPE;0CTABHTH N0CHIEHEMY JOKYMCHTbI. MOATBEPIKIAIOULINE daKT BBEACHUS B IPAKAAHCKHI |
oGopoT Ha TeppuTopuit Pecnydiikn Kasaxcran NOCTaBAseMbIX TOBAPOB HEMOCPEACTBEHHO 4.
I
|

:Uu_wCG@:mbm‘_ €l1eM TOBApHOTO 3HAKA. pasMeHICHHOTO Ha TOBApe. WK € ero coriacms. NHO_&.AZG_:]E(_:.

11011 BCPAK/IAO LLHM H v...—/.mw.nw::_u:.z_ em_/:_‘ MOl

Th: JIMLCH3HOHHbBIE COIlALICHIUA [Mocragmmka ¢ -

J

83 938,95 251 816,85




KoHcepBaHTbi: a3HAHATPUSIPOTHEOMHKPOOHLICHPENAPATDI. Kowbtorat: | nau 4 daaxon(a) (5.9
masogmakonenal 00 recTos/26.3 szsodriakonena 500 TecToB).
KOHBIOTATINOBEPXHOCTHBIHAHTHICTIRIPY €l enatntaB (noarunsiaduay )(E. coli. pexomoiHan nas JIHK,
IKCHPECCHPOBAHHAABMBILLHHBIXKAC TKAN ). ey Hblifakpuanioms MES- |
Oy epecnpoTe HHOBLIMHCTA0HITIATOPAN! {(133MaKPOBHObI KA EI0BEKA). i
Munnmaibraskonuentpatis: 0013 M. KoncepsanThl:

A3NTHATPUA HIPOTUBOMHKPOOHBICIPCTAPAT I JlumoenTrecra: jhuoentodpasua ARCHITECT Anti-
HBs Specimen Diluent. | durakon ( 100 1. enoenToopasuaARCHITECT Ant- m | ! m |
HBsSpecimenDiluent. copms.\zm_::_.:).,.,_&:Z:_:_:uowm::v__o_:Ewzv_Asc_w::n:c.woxm, KoucepBanT: ,,, .,
asznasaTpusuProClin

950.Jlnapacueracne tnpuy HOCTHHIY BCTBHTCITb HOCTHOBLIOYCTAHOBIIEHO,4TO0OPA3IbICO3HAUCHUAMNKO
HuenTpawin> 10,00 MME/Mnonpeaeasiores KakpeakTHBHbIE, 00Pa31ibICO3HAUSHUAM MKOHICHTPAUUU<
10.00 MME/Mn—HepeakTiBHbie. BOCHPOH3BOANMOCTLTECTA ARCHITECT Anti-

HBsonpeaensi MBXOIEKMHHIECKMXHCC 1 10BaHUICHCTIONL30BAH nemtpexcepuiipearentos.Ilanenbnsn
E,_éx_\__Sbv:Exomnm.w:o_ﬁmna:_uowﬁ_mnvw;ﬂ.vﬁmx:quonmzo:o:o:vwowm::nzvom_Aa:ao_wxmx,.pomomns
:om::Umébm:vwéé::m:ﬁ:b:nmm,_,caz:m@o_uion:mx.L%wnqm:‘_.n:v:ogv.mzzo__noean._._‘__uowm:owom
weiicnoxkHocTh 389 06pa3zuos, NoayHEHHLINOT 248 BaKUMHUPOBAHHLIXTIPOTHB HBV naiMeHTos. ot 41
yenoseka.nepeHeceronnexuno HBV. nor 100 uenoBeK, BXO/AWLMXBIPYTIYPHCKaiHhe KUMH HBV.
13 389 obpasuos 340 (87.40%)

ObL1HIOBTOPHOPEAKT HBHLIMHUTIONOAHTCILHLIMH NOPE3y 1bTATAM 1010 HHTEIbHOTOTECT wposanna.Cne |
i uuHOCTL. Bipex 1a00PaTOPHAX BCCTODbIIONIPOTECTHPOBAHO 1710 |

| npaBooIiaia ML TaMOKE 111 THCLMA PaBoods! 1eit M ABIEIs TG, 101 OBOPD {, | 1 B
o | cMueH3HaTOM WK C €10 KOHTPAICHTaMH 1 NOCTABKY MEAMITHHCKIN L | [T D
21 T arn-HBs. | TectTARCHITECTAnt-HBssiBiise1caxemit. JOMMHEC LIE HTHBIMUMMY HOQHAJIH 30M HAIMHKPOHACTHHEX |J,| qu

peaient 100 Tect (CMIA) w |
ATAKOIMUECTBE HIOroonpeaeiieH I THTC.IKNOBEPXHOCTHOMYAHTHI CHYBHIP} carenatiral3(anTi-11Bs) |
BCHIBOPOTKC HILIAIMEKPOBHULIOBLKA. Tect ARCHITECT Anti- m
HBsonpe/iesse TkOHUeHTPALI0AHT HTEIKITOBEPX HOCTHOMYAHT HI'CHY BpYcarenarira B (antn-HBs) |
w BCHIBOPOTKE HILIA3MEKPOBHUCIOBERA. R ,
“ TecTblHAAHTH-
.,, “ Imm:mn._‘c:n_:{_c:EOAQE_?:o:_:os:_:.m.é%ng_w:ooﬁ%mz:z_.E::_E_uoi:wm:_u./_om_c._:: wra B. w
., BbI10/10Ka3aH0. YTONPHCYTCTBUCAHTH- ,_
| HBsHrpacTBak HyroposibB3aulnTeipoTHiH Jexunmnupycarenatiia B (HBV).
| /\_:o:E:a:a_::v_o:nc:n.bo_wm_:2_E:_EZ::S_U:_qo_wm::ue%n5,:2_Oc._.vmmx:::mE_:_59_::w:? caren _

taTtuta B _WS.:?;.:m::::zzv.:::mn:nEzz.___u::o\,uca:onxm5::5:::__Ucnv:::d..:inxm:__:.Fﬁ;._twﬁ m. “

GTONPCTISTCTBY CTHHERIHH HIBV. Teer |

HBS TEKACHC O L3V TCA IPIMOQTH 1 ;

i nepeHeciiMX HHGEKILMIBUPY Cal ea Hitrd 13. Hpueyrersueantu-HBs) ocneoctpoitnideinihBY ., | i

| | HOTCYTCTRHETIOBEPX HOCTHOIOAHTHI CHABHPY carenatnra B(HBsA) ,_ i

i | MOKETY Ka3hl BATHHAPA3PELIEHNE 3300 1eBAH 1. BbisiBACHHEAHTH- ,. __ M.

. _‘_w&..monc:z:._.cz:z/.:m::n:4:_;::_/.3S:_.E.E:ra rBOBal ro?w:ca:cﬁo:nnm::c_,.r,:%cx::: HBV. | _ ” ,,

Mukpouactiibi: | nin 4 duaxon(a) (4.56 maBodnaxonenal 00 Tectos/ 16,80 masodaakoticra 500 , M ., ”

| TecToB), N .Evc__mo.ﬂ:Eu_,nm:c:m:::w:_#._ws::zm:o_wﬂux_53:2Zu:‘_.:_A@:oz_z%vam_,n:m_ ura 3 “ | t __

| (noatinbiaduay) (E. coli, peromOnHan nas/TH K 3KCIpecc HpoBaHHAs BMbIIMHBIX KA TRAN) B TRIS- _ _»

| BydrepecnpoTe HHOBLIMHCTAD M 3ATOPAMH. w\_:::Zm:ZExro_:F nrpaina:0,08% rrepoi oBenecTBa. |y L 117 855,00 324 985 _.

| i

I~ L - 5 | ,
| OOPA3LOBCLIBOPOTKHHILIAIMBIKPOBHCIAC LY IOILMXKATCTOPHH A00PUBOIIBHBIEAOHOPBILEITH HOTKPOBH. | i | s et R
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HapHLICOOPA3LLICHI BOPOTKINILIASM BIKPOBH, PO H3BOJ LHOBLIOPAIHBICTOCTINTA W3MPOBAHHbICTIALHEHT DI _ ,

C10AMC3a00NeBAHUAMMN, necpsizaHHbIMUcHH(erineit HBV. |

| aTaKkKcoOpazIbINaune HTOBCNOTEH LMl bHOUHTEP(EPUPYIOLIINMHUBELLECTBAM . BoOuEeHCcI0KHOCTH

259 (15.09%) n3 1716 06pa3LOBOLITHIOBTOPHOPEAKTUBHLIM 1. 254 (98,07%) u3 259

cm_vm::vm@_q_:s__o:o,\_:j,ﬁ_r:z_ss:ovadzZ.mS?:E MOJIHMTCILHOTOTECTHPOBAH NS _

O61asc neurd Uy HoCTHCOCTaBUIA 99.,67%(1491/1496) npu 95%)-M10BEPUTEILHOMUHTEPBAJIEOT 99,22 _

10 99.89%.00611an1yBCTBUTELHOCTHCOCTAB HIIA 97.54% (594/609) npu 95%- ! J
_
1

M0BEPUTEIbHOMUHTEPBAICOT 95,97 10 98.62%.Bce Knikne NpUHAAIEHHOCTH. KanuopaTopbl 1
KOHTPO.IH A0 HbI ObITh B FTOTOBOM K HCTIONB30BAHMIO BIC. MCKITIOUAs YeNOBEUECKUH ¢axrop npu
1puroToBaeHun (6e3 KAKUX-JTHBO0 KOCBEHHbIX 1EHCTBHA, MEP WM KOPPEKTHPOBOK MEIMLHMHCKOro
nepcoHaila). KOTopbie He noanexar anodpuanzannn.CTadnibHOCTb Ha BopTy peakTHBOB nocie
| MOMELUEHUS B aHa/in3aTop A0JKHA GuiTh He Menee 30 aHeit. OcTaTou Hbl i CPOK FOAHOCTH Ha ’
HoCTaBIISEMblii TOBAp Ha JlaTy NMOCTABKHU /L1 PearcHTOB. KOHTPOJIbHbIX MaTEPHAIIOB H KanudpaToOpoB ’
]

\

| JomKeH COCTABSITh He MeHee 8 MecsleB. jL1s PacTBOPOB HE veHee 12 mecsiueB. B ciydae nocraBkn
[OBAPOR. MAPKHPOBAHHBIX TOBAPHLIMH SHARAMH. [TocTaBlUIK 10 3anpocy 3aKa3uuka 0da3ycTes |
HPC.I0C TABNTb 110C1CTHEMY AOKYMEHTDI. HOITBE P, IAIOLLIC (PaKT BBCACHNS B rpakiaHCKKiT 000poT 1id _ __

tepputopun PecnyOankn KasaxcraH noc rABISEMbIN TOBAPOB HENOCPEACTBEHHO npasoodnanaresicm | |

_ " TOBApPHOTO 3HAKA. PA3MELLEHHOTO Ha TOBAPC. WM ¢ oo cornacns. JIoKyMeHTaMH, NOATBEPIKAAOULIMH __

", yKkas3anHbii GakT MOTYT ObITh! INLCH3HOHHBIC cornamenns [locTaBiiuka ¢ NpaBoodIasaTeIsMH. ’ m

,_ FAMOIKCHHbIE JICKIapaunu, iCbMa npasoodiajareiiell nnuen3aTa. 10roBoph! ¢ AMLEH3NATOM WK C _

| | ero KOHTpareHTaMH Ha 1NocTaBKy MEIMLMHCKHX H3/1euii

e i

|

|

ARCHITECT antu-HBs. Kan1opatopbl ARCHITECT Anti-HBsCalibratorsn ¢ 1Ha3Haue Hbl 1S KaTHOPOBKHCHCTEMbI

. I p P p

| Kanubpatop ARCHITECT _

| wwvﬁn_::v:zo:_Emniwn::ozo:Ung::_.E:‘_.E.a:_,.:ownsz_an,:ozv\m_i:ﬂo:v\m:E\omﬂm:m,ﬁ._imm d

i |

» |

i t
i
|

(anti-HBs) BCHIBOPOTKEHTIA3MEKPOBHUEI0BEKA. 6 Qnakonos (4 mn KaXK bl il) KanuopaTopoB
ARCHITECT Anti-HBsCalibrators, noAu OTOBRJAEHHBIXBPEKA/IbIHH HPOBAHHOMNNA3MEKPOBHEIOBEKA.

“ Kaaudpatop A :Qumm_ﬁzmm::mm:d,:-zwm, KannoparopbiB-I' peakTusHbl naanTn-HBs. Koncepsanibl:
i asnanatTpusinProClin

950.1lepeancnoiib30BaHiem KaNMOPaTOPLIHEODX0AHMONEPEMELL aTh.aKKYpaTHONEepeBOpainBas ¢dpnaxon

b1 TpH HCNOAL30BAHNM OAHOH 1 TOM JKE NAPTHH HilH YTIAKOBKH PeareHTos B Teuenne 28 aHei

KaMOPOBKA PEAreHTOB HE Tpebyercs. Bee KIAKME NPHHALICAHOCTH. KaaudpaToOphl U KOHTPOIH

LOITIK HbE ObITH B FOTOBOM K MCMOJIL30BAHIIO BHIC. nekinouas ueaoseueckuil pakrop np ot
npuroToBaeH (0¢3 KAKIN-TTHBO KOCBEHHbIX JeficTUI. MEp 111 KOPPEKTHPOBOK MEAHIIHHCKOTO -
| nepcoHana). KoTopbie He Moanexar arouansain.OcTaTou HblH CPOK FOAHOCTH Ha NOCTaBAEMbl i A _
| ToBap Ha JaTy NOCTaBKH s peareHTos, KOHTPOJIbHbIX MAaTEPHAIOB 1 KanuopaTopOB AOIKEH
M COCTABIISTb HE MEHEE 8 MECSLEB, JUlsi PaCTBOPOB HE MEHEE 12 mecsiueB. B ciydae NOCTaBKU TOBapoB.,
F MapKMpOBaHHbIX TOBAPHLIMH 3HAKAMMH, MocTaBLLMK Mo 3anpocy 3akasdnka 00s3yeTcs npeiocTaBuTh

9

59 067,18 118 134,36

_ __

rocneHeMy J0KYMEHTbI, MOATBEPKAAIOULNE ¢akT BBEACHNS B rpaxaaHckuit 000POT Ha TEPPHUTOPHH |
PecnyGinuki KasaxcTan nocTaBiseMplX T0Bapos HeoCpeACTBEHHO NpaBoodnasaTesieM TOBApPHOTO ,

| 3HaKa, ﬁm.wZGEGIIO_AO Ha TOBape, WiKn C ero cornuacus. H_,Ozv\?,nm%m.?__:,. :OE,‘_.NGU.»_/.EN_OE:Z: v\xmwm_l_:r:,\\_

*

|
%qu. MOTYT ObITh: TULEH3UOHHbBIC corjlatieHus [TocTaBuimkKa € :_uwwOO@bmu,mn_JOme_\_,. TAMOXKEHHbIE 4
|

JeKnapaumi, nucbLMa :ﬁwwoombmhw%mbmm W nuueH3uaTa, 10roBopbl € J1 MUEH3HATOM WJIK C Ero
KOHTpareHTaMmHn Ha NOCTaBKY MEANLIMHCKHUX W3Aeani.

T ARCHITECT arin-11Bs. | KowrponrnARCHITECT Anti-
KNOHIPOIH HRBsControl

-

,

1C HILIAOUE HK HBOCTIPOR3BOIBMOCTHTEC TANBLIABICHIAC HCTeMATHYCCKMXAHA vie 13 ” 83 038,95 | 251816,85 i

A

HHHCOR AU TR

IR NS e S

BPAVVEHANGPAR ICPIIC B e TeMbIARCHTTLECT 1Sysiein (peal ¢, ; | ]




KAUIHOPATOPOBHAHA13A TOPA)HPHKO JeCTBCHHOMONPEIC ICHUHAHTHTE
Tura B (anti-HBs) BCHIBOPOTRCHT A3MCKPOBHYC.IOBEKA. 3 ¢naxona (8 MK ILE) KOHTpOneii
ARCHITECT Anti-HBsControls. no.u OTORJIC HHBIXBPEKAIbIIWHUPOBAH HONTIA3MEKPOBH |
josera. OTpHUATEALHBIAKOHTPOID { I aaxon) HepeanT nBenHaaHT-HBs. |
OO UTEN bHBIEKOHTPOIH (2 (iakoia) peanTHBHLIHAAN] n-HBs. Koncepsan bl asuanarpuanProClin ,_
| 950. KOHTPOIMHMEIOTCIIC AYIOUHEROH I¢ HTPA IO TPHLATCLHBI KOHTPOIL MMECT HATYpAIbLHL
LBeT. ¢ ananasoHom MME/Miiian MEQ 0.00 10 2. TlepBblii TONOKHUTENbHBITT KOHTPO/Ib AMECT
roJy0oi uBeT (KUCAOTHDBI roay0oit) ¢ IManasoHoM uME/Mannn ME/n o1 10 10 20 1 KOHLIEHTpaliiei
wME/Manau ME/n 15, Bropoit HOMOKHTE b b KOHTPOIh HMEET KPAaCHbIH 11BET C AMANA3OHOM
WME/Mannn ME/n o1 59.2 a0 100.8 » conuenTpaimeii MME/ManIM ME/n 80. Bece wunakue
JIPUHAANEKHOCTH, Kaj MOPATOPbI M KOHTPOINH 10/ HbI BbiTh B FOTOBOM K MCIOBL30BAHNIO BUIAC,
UCKNouas uesosedeckuil pakTop npi HPHIOTORICHINH (6e3 KakuX-1100 KOCBEHHbBIX aeficTBIit. Mep
|11 KOPPEKTHPOBOK ME/IMIIMHCKOTO FICPCOHATA). KOTOPbIC HE NMO/IEHAT J noduanzaunn.OcTaToH 511
CPOK TOHOCTH Ha oCTaBSEMbIH TOBAP Ha ATy NOCTABKI 1 pearcHToB. KOHTPOJILHBIX MATEPHAIOB |
1 KA INGPATOPOB 10JKEH COCTARISTH 1 MEHCC Q \eCHIIeE. LIS PACTROPOB HE MCHee 12 mecsiies. 13
CVUAC NOCTABKI TOBAPOB. MAPKHPOL: sapiiivii sHakami. TTocTapiivin no aipocs Faka rika _
0OA3VETCS 1IPEAOCTABUTE NOCACAHEMY AOKY ML bi. 10/ TBCPAAAIOIINE (PAKT BBEACHNS B I paskidii K1 |
00OPOT Ha TEPPHTOPHN Pecnydunnkn Kazaxcran HocTaBIseMbIX TOBAPOB HENOCPEACTBEHHO ; .
HPABOOOIAIATEIEM TOBAPHOTO SHAKA. PA3MENICHHOT O HA TOBAPE. MK € €ro cornacus. JIOKYMeHTavn. | ”
!

BepXHOUT HOMN @ T HI

|
|

11011 _wﬂ.u.\_/ﬁ_,s_C::\_?._E VKa3zaHHbl i emr MOV ObiTh: JHHICH3UOHHBIC coraaicHusa [TocTaBuimka ¢
:_uu_wco.@bm:quum_s:. TAMOKEHHbIC JIeKIapatiin HHChMa :ﬁNWOO@:ﬁbm.ﬂm:mm W IMUEH3HMaTa. J10roBOPbl
¢ JIMIEH3MATOM MIIH € €10 KOH1 ﬁm_.m:,_ AMH Ha 11OCTABRY MCAWUHMHCKNWX W3Ae M.

SR § .| . B
128 Komamuonep NUXIIA ,_ , _
7| (PROBE Conditioning | W | 16632396
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L. ».J\rmw_c:o_i LV U.JSW_F. B Pacxoanbin ?Eb‘.‘_ :UOZT:WES_::: Umr 1 _W.C\?Mr_‘x‘zﬁsfucquOUI_:AOZ B i

MeeTo npeacTaBIeHus (npuema) A0KyMeHTOB H OKOHYATE IbHBIH CPOK MMOJa4HN TEHAEPHBIX 3a#BOK: TeHJICPHbIC 3asIBKH
IIPUHMMAIOTCS 110 WIPCCY T Ilasnoaap. yi. Ecras. 79. Oyxranrepitd (kah. No 205). B ¢cpoOK X0 10.30 uyacos 20 sausaps 2025 rona.

NHM%&; BpeMs# H MeCTO BCKPBITHH KOHBEPTOB € TeHACPHBIMH JAa8BKAMM: KOHBCPTDLI € TCHICPHbIMH 3assBKaMu @v_/% wn%ﬁimm%rox B

12.00 uacos 20 snBapst 2025 roaa. o ajipecy: I [asaoiap. va. keras. 79.

2 OxonuaTe bHbIT CPOK TPHEMa TCHACPHBIX 3asiBOK HPO. LD a5 Kajlen1apHbix JiHeH.
3. KoHTpob 3a HajUIeKaIMM UCTOTHEHNEM HACTOSIIET O IPHKA3a OCTaBIIAI0 3a CcOOOM.
4. Hacrosinmil mpyukas BCTYNaeT B AEHCTBHE CO 13 €10 nojiucanms.

KysexoB A.M.

JupekrTop |

\
|




