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1 Haumenosanue Tect ARCHITECT Anti-HCV sBnseTcs XeMATIOMHHHCLEHTHEIM

nvMyHOarANH30M Ha MukposacTuiax (CMIA) ans Ka4ecTBEHHOTO
onpenenenus anturen k supycy renatuta C (antu-HCV) 8 coiBopoTke n
f1a3Me 9eI0BeKa, a Takke 06pasnax, 3abpaHHEIX OCMEPTHO (mocne
ocrasosky cepaua). [epen nposenennem recra Ha cucreme ARCHITECT
iSystem HeoGxomamMo yctaHosuTh aiin Tecra ARCHITECT Anti-HCV ¢
mcka ARCHITECT iSystem Assay CD-ROM. Hafb]p peareHToB BKIIOYAET:
MuUKPOYACTHLEL CEHCHOMIN3UPOBAHHEIE anturenom HCV (E. coli, apoxn,
pexomBuuanTHeii) B MES Gydepe. MuHHManbHAR KOHUEHTPALMA: 0,14%
TBEPIOTO BemlecTsa. KOHCepBaHTEI: IPOTHBOMHUKPOOHBIE IIPEapaTaL.
KOHBIOraT: KOHBIOTAT, COAEPKAILHI MEUSHBIE AKPUAMHOM MBINIHHBIE
anturena k 1gG/IgM genosexa B MES Sybepe. MHHUMAJIbHAA KOHICHT PaLlis:
(1gG) 8 ur/mi/(IgM) 0,8 ur/mn. KoHcepBaHThI: NpOTHBOMUKPOGHETE
npenaparsr, Pas6asurens Tecta Anti-HCV Assay Diluent, conepxaiui TRIS
Gydep ¢ nporenroBsMi cTA0HAN3ATOPAMH. KOHCEPBAHTHI!
npoTHBOMIKPOGHEIE Tipenaparst. Ofmas cnennrduHoCTs coctasuia 99,60%
(10361/10403) ripn 95% noseputenstoM uaTepsane ot 99,45% 10 99,71%.
Crrenm®u4HOCTS, HAOMO1aeMast B PA3MIHbIX Ta00PaTOPIIX, BAPEUPOBATA OT
99,20% (496/500) no 99,70% (1994/2000). UyBCTBUTEIBHOCTD COCTABHNIA
99,10% mpu 95% nOBEPUTENBHOM UHTEPBATIE OT 96,77% 10 99,89%. Bece
KUIKAE IPUHAIEKHOCTH, KATHOPATOPEI M KOHTPOJTH JOKHBI OBITE B
FOTOBOM K MCIIOIB30BAHHMIO BHIE, HCKIIOUas denoBedeckuit gaxrop npu
nprroToBiennn (6e3 kKakux-1100 KOCBEHHBIX XeHCTBUM, MEp HITH
KOPPEKTHPOBOK MEAMIMHCKOrO TIEPCOHANE), KOTOPHIE HE TIOIEKAT
nuodunuzaruy. CTaGHIbHOCTh Ha GOPTY PEaKTHBOB IOCHE IOMEIIEHH B
AHANM3aTOp NOIDKHA OBITh He MeHee 30 nreit. OcTaTo4HbIA CPOK TOTHOCTHU Ha
MOCTABIIAEMBIil TOBAp Ha ATy MOCTABKHM JJI1 PEAreHTOB, KOHTPOIBHBIX
MaTEpHANOB U KaInOPaTopos JAODKEH COCTABIATH He MEHee ILTHAECATH
[IPOLIEHTOB OT YKA3AHHOI'O CPOKA TOXHOCTH HA yTAKOBKE (IPH CPOKE FOAHOCTH
MeHee [BYX JIET); He MEeHee JABEHAIIATH MECSALEB OT YKa3aHHOIO CPOKa
FOAHOCTH Ha ymakoBke (TIpu CpOKe TONHOCTH 1Ba rofa u 6onee). B ciysae
IOCTAaBKU TOBAPOB, MAPKUPOBAHHBIX TOBAPHEIMU 3HaKaMH, [10CTaBIIIK 11O
3ampocy 3akaszquka o0sA3yeTcs MPeAOCTAaBUTh IOCACAHeMY TOKYMEHTBL,
NOATBEPIKAAIONTHE DAKT BBENEHNS B IPAXKIAHCKUH 060POT Ha TEPPUTOPHH
Pecry6nuku Kasaxcran nocTaBiIeMEIX TOBAPOB HEMOCPEACTBEHHO
npaBoobsaaTeNneM TOBAPHOTO 3HAKA, PA3MELISHHOTO Ha TOBAPE, WK C €ro
cornacusl. JIOKyMEHTaMH, TIOATBEPKIAIOLIIMIT YKA3aHHBIH (akT MOTYT GbITh
- JIMTIEH3HOHHBIE COrIalIeH s [10CTaBIMKA C IPaBOOOIanaTeN I MH,
TaMOXKeHHbIE JEKJTApalvy, TMCbMa PaBoodnanaTeied 1 MMIeH3HaTa,
JIOTOBOPEI C TULIEH3HATOM KM C €ro KOHTPAareHTaMu Ha IIOCTaBKy
MEIMLITHCKUX H3ASIHMIA,

TNoTeHNaTEHBIT NOCTABIUIHK MPEIOCTAB/IAET OPTaHH3ATOPY 3aKYTIOK
Hamnexarme ohopMIEHHEE JOKYMEHTEI (B TOM YHCIe 10roBopa),
MOATBEPKAALOIINE MPABO MOTEHLMANBHOTO MOCTABIINKA Ha PEANH3AIHIO
tosapa Ha TeppuTopuy PK, mpenocTaBienHoro ynoaHOMOueHHBIM
MpPEACTABHTENEM PON3BOAMTENA. CEPTH(MKAT MPOUCXOKIEHNE TOBAPA,
BELIAHHAIMY KOMMOHEHTHBIMI OPraHaMi B CTPAHE 3KCNOPTEpa.

Tocraska Topapa ocymectansercs [locrasukom B Teverue 10 (recarn) IHe,
¢ MOMEHTA MepeJadn emMy 3adBKI
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2 HaumeHoBaHne Kam6parop ARCHITECT Anti-HCV Calibrator ucroms3yercs i

kamu6posku cucrembl ARCHITECT iSystem rpi KadeCTBEHHOM ONPENCTICHUM
axruresn k Bupycy renatura C (antu-HCV) B CBIBOPOTKE U ILIA3ME KPOBU
genoseka. 1 daxon (4 M) kanmbparopa ARCHITECT Anti-HCV Calibrator




(MHAKTUBHPOBAHKOI), peakTUBHON Ha awTn-HCV. KoHcepBanT: a3um natpus Tlpu nenoms3opanuu
ONHOM 1 TOH e NapTHH WK YITAKOBKA PEAreHToB B TeUeHHe 28 JIHell KATHOPOBKa PeareHTOB He
Tpebyeres. Bee XUKiE IPHHAMIEKHOCTH, KATRGPATOPK H KORTPOJH AOJDKHB! GHTE B TOTOBOM K
HCIONb30BAHMIO BUJIE, ACKIIOYas JelIoBedeCKui (aKrop IpH MPHroTOBIeHAN (663 KaKuX-Tn6o
KOCBEHHBIX JICHCTBHUIA, Mep WM KOPPEKTHPOBOK MEAMIMHCKOrO IEPCOHATTA), KOTODHIE He
HOANExKAT MHoduaiyuy. OCTaTOYHEI CPOK FOAHOCTH Ha [I0CTAR/EMRIH TOBAD Ha JaTy
TIOCTABKH AJI PEAreHTOB, KOHTPOJIBHBIX MAaTEPHAIOB M KAMOPATOPOR JIOJDKEH COCTABISTS He
MeHee IITHAECATH IPOUCHTOR OT yKa3aHHOTO CPOka TOMHOCTH Ha YTIAKOBKE (PH CPOKE TOAHOCTH
MeHee JIBYX JIeT); He MeHee IBEHAUATH MECSUER 0T YKa3aHHOrO CPOKa TOIHOCTH Ha YIAKOBKe
(Tipy cpoke rofiHOCTH ABa rofa u Gostee). B ciryuae nocrapim TOBApOB, MapKMPOBaHHEIX
TOBapHBIMY 3HakaMy, IlocTapnmk o 3ampocy 3aka3umia 06A3yeTCs e OCTABHTE TOCTCIHEMY
JOKYMEHTDS, HONTBEPKNAIOMKE (aKT BBEACHNS B rPaXIaHCKuii 060poT Ha TEpPUTOPHH
Pecny6mku KazaxcTan nocTab/seMEIX TOBAPOB HENOCPSICTBEHHO NPaBOOBIAATENEM TOBapHOTO
3HaKa, pa3MEIICHHOTO Ha TOBape, WIH ¢ eTo0 cornacus. JJokyMeHTaMH, NOTBEp AAIOIHME
YKa3aHHbIH (PaKT MOrYT G5ITh JTUIIEH3MOHHEIE COTTALIEHNS Tlocraémyka ¢ npasoo6nanaresamis,
TaMOXeHHbIe JEKTApaliN, MIChMa TIpaBoodilaxareseii nuuéuz.nam, JIOTOBOPEI C JIHIIEH3HATOM
WK ¢ ero KOHTpareHTaMM Ha TIOCTABKY MEIMIIMHCKHX MIeNHit.

- .
Horenunanbrsiit NOCTABIMK IPENOCTABIAET OPraHK3ATOPY 3aKYIOK HaUIeHKAIIE oopMIIeHHblE
AOKYMEHTEI (B TOM YHC/IE ROTOBOPA), TIOATBEPKIAIOLIAE TIPABO IOTEHLHATBHOTO NIOCTABIAKA Ha
Peamu3aliio Topapa Ha Teppatopun PK, NpenocTapneHHOro yIomHOMOYeHHEIM IPEACTABHTEIEM
TIPOM3BOLHTELS, CEPTHOMKAT IPCHCXOKAEHHE TOBAPA, BLUIAHHEIMH KOMIIOHCHTHEIMY OpraHaMH B
CTpaHe 3KCIIOpTepa.
Tloctapka Tosapa ocywectBnsercs [TocraBimmkom B Tegenwme 10 (fiecATH) mHel, ¢ MOMEHTa
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Tecr ARCHITECT HIV Ag/Ab Combo BSeTCA XeMITIOMUHECTIEHTHBIM HMMMYHOAHAIM30M Ha
MuKposacTruax (CMIA) st 0IHOBDEMEHHOTO Ka4eCTBEHHOTO ONpe/IeNeHst arTHrena HIV p24 n
AHTUTE]l K BUpYCY MMMyHOAe(MIMTa Senobeka Tvira 1 wiwm 2 (HIV-1/HIV-2) CEIBODOTKE H
TITa3Me KpOBM HeN0BeEka, & Tatoke obpasiiax, 3a0paHHbIX IOCMEPTHO ([IOCIE OCTAHOBKE CEpLA).
Tecr ARCHITECT HIV Ag/Ab Combo npe/iHasHaYeH IS NCTIONB30BAHMS B KAUECTRE
BCIIOMOTaTENBROTO CPEACTRBA AMATHOCTHKY HEbekuun HIV-1/HIV-2, a Takke B kadecTBe
CKPHHIHTOBOTO TECTA C UEMbO NPeAYIPeXICHUA Nepeiaun undekmym HIV-1/HIV-2
DeIMITMeHTaM KPOBH, €€ KOMIOHEHTOB, & TAKXe KIETOK, TKaHei i opranos. Tecr ARCHITECT
HIV Ag/Ab Combo He NMo3BONSET YTOUHUTH, PaKTHBHOCTE Ha KaKoif 13 NEPEUHCIICHHBIX
Mapkepos BbIAB/IeHa: Ha anTured HIV p24, anturena x HIV-1 win artirena k HIV-2 Tlepen
npoBeferneM anammaa  cucteMy ARCHITECT i System HeoGX04MO 3arpy3uTh (aitn Tecta
ARCHITECT HIV Ag/Ab Combo ¢ kommaxt-mucka ARCHITECT i System Assay CD-ROM.
MukpovacThubt: 1 win 4 duakon(a) (6,6 Mn Ha 100 TecToB/27,0 Mit Ha 500 TecToB)
MHKPO9aCTHIl: MUKPOYaCTUIIEI, CEHCHOMNM3UpOBaHHbIe aHTUreHom HIV-1/HIV-2
(pexoMOHHaHTHEIM) U aHTHTeNoM K HIV p24 (MbimmHoOe, MOHOKIOHANBHOE) B (PH3HONOTHIECKOM
pactBope ¢ TRIS 6ydepom. MunnmaisHas kornentpamus: 0,07% CyXuX BemecTs KoHcepsant:
a3un Hatpus. Konblorat: 1 wiu 4 dmaxon(a) (5,9 M Ha 100 TecToB/26,3 My Ha 500 TECTOB)
KOHBIOraTa: akpUIMH-MedeHble aHTUrensl HIV-1 (pexoMGuHaNTHRIE), akpMIHH-MeYeHEe
cuHTeTHeCKKe nenTHast HIV-1/HIV-2 w akpumym-medenoe antuteno k HIV p24 (MimmHoe,
MOHOKII0HTIbHOE) B pocaTHOM Gydepe ¢ MPOTEHHOBEIMU (GEIIBHMY) H TOBEPXHOCTHO-
AKTUBHEIM CTa0WIM3aTOpaMu. MAHWMalbHAS KOHNeHTpalms: 0,05 MKT/MI. Konceppanr: azug
HaTpis. Pas6asurens obpasua: 1 wm 4 dakon(a) (5,9 M1 ra 100 TecToR/26,3 M1 Ha 500 TecToB)
pa3baputens apamisa: pasbasurens anamsa HIV Ag/Ab Combo, copepxamuit TRIS Gydep
KoncepsanT: a3un Hatpus. Bocnponssogumocts: Tecr ARCHITECT HIV Ag/Ab Combo

JIEMOH €T NOTPEMHOCTS <14% A 06pa3nos, 3HaTeHIs KOTOPHIX B 3 pasa IPEBBICKIA
CTpHpY rpe P p




TIOpOroBOE 3HAYEHHUE NIPH TECTUPOBAHNH TPEX Cepuit KanuGpaTopa, TpeX ceprii KOHTPOJI B
MTaHEJTH U3 YEThIPEX PEAKTHBHEIX 00pasLoB. AHAIHTHYECKas YyBCTBUTEILHOCTD TECTa
ARCHITECT HIV Ag/Ab Combo k aHtureny HIV-1 p24 Ag coctapmna <50 mr/mt. Jlanssi
PE3Y/IETAT NOMYYICH ¢ HOMOILBIO TeCTHpOoBalna maneny HIV-Ag 2003 AFSSAPS ¢
HCTIOJIB30BaHUEM TpeX cepuil pearentos ARCHITECT HIV Ag/Ab Combo. CornacHo
TONYYEHHEIM JaHHEIM, CPEIIHAL HYBCTBUTENBHOCTE K anTureHy HIV-1 p24 Ag cocrasuna 18,06
ar/mi. Teer na BUY nomxkeH BHABUTS B 06pasiie KpoBs aHTUreH p24 BUU-1 r anerena k BUY-1,
B ToM qHcste rpynmsl O u M 1 BHY-2. Cremmgurarocts Tecta Ha ARCHITECT HIV Ag/Ab
Combo nomkna GEITE He Menee 99,85% Wit 06pasnos kposu noHOPOB. Bee umime
NPMHAMIEKHOCTH, KATHOPATOPh! M KOHTPOJIM NOJDKHE GbITh B TOTOBOM K HCTIONE30BAHMIO BH/E,
MCKITIOYas YeN0BeHecKiii pakTop NpH NpHUroToRNeHMH (Ge3 KaKHX-160 KOCBEHHBIX AeHCTBHIE,
Mep MM KOPPEKTUPOBOK MEAMIIMHCKOTO IEPCORANA), KOTOPEIE He TIO/UIEkKaT JMopHITI3anan
CrabwibHoCTh Ha 6OPTY PeakTHBOB TIOCITE [OMEIIEHNS B aHATM3ATOP JOKHA GBITH He Menee 30
Aneil. OCTaTouHB CPOK FOJHOCTH Ha [OCTABISEMELIL TOBAp Ha HATY MOCTABKH JULL peareHToB,
KOHTPOJBHBIX MAaTepHATIOR H KaNMOPaTOPOB JOMKEH COCTARNATE HE MEHEE IIATHAECATH IPOUEHTOB
OT YKa3aHHOrO CPOKa I'OJHOCTH Ha YIakoBKe (TIpH cpoke ronﬂg_c:t'ﬁ MeHee [IBYX JIeT); He MeHee
JIBEHA/INATH MECALEB OT YKa3aHHOro CPOXa TORHOCTH Ha YNAKOBKe (IIPH CPOKE FOAHOCTH JIBa FOIa
u Goriee). B ciTyyae mMocTaBkn TOBapoB, MAPKUPOBAHHEIX TOBAPHLIMH 3HakaMH, [1oCTaBIIHK 110
3arpocy 3akasuika o0S3yeTcst OPEIOCTaBUTH NIOCTIEAHEMY JOKYMEHTSI, 0/MBEpXAAONTHE haKT
BBEICHHS B TPaXIaHCKAi 060poT Ha TeppuTopun PecryGimku KasaxceTaH NoCTaBNSeMBIX TOBAPOR
HEMOCPEACTBEHHO IPaBOO6NaiaTeIeM TOBAPHOTO 3HAKA, PASMEINEHHOTO Ha TOBape, WK C ero
cornacus. JloxymeHTaMH, TOATBEPIKAIOMUMH YKaIaHHEH hakT MOryT GBITb JIMLIEH3HOHHBIE
cornaweHst IloctaBka ¢ paBooGTagaTeIAMH, TAMOXKEHHEIE AEKIapALIIM, THCEMa
npaBoobiafaTeneil n IMIIEH3MATA, JOTOBOPH! € JIMUEH3NATOM WIH C €T KOHTPAreHTAMK Ha

[IOCTaBKY MEJIMIMHCKMX U3AeTuit

ToTenunanbHbii MOCTABIKK IPENIOCTABIAET OPTaHU3ATOpPY 3aKYIIOK HAUTexKaIe 0hOpMICHHEE
JOKYMEHTHI (B TOM 9HCJIe IOT0OBOPa), IOATBEPXKAAIONIHE IIPABO NOTEHIUATBHOTO IOCTABIIMKA Ha
PeTH3ALMIO TOBApa Ha TeppuTOpUH PK, NMpEOCTABICHHOrO YNOIHOMOYEHHBIM PEACTABATENEM
MPOH3BOIUTEIS, cep’mq);ma'r UPOHCXOX/ICHHE TOBAPA, BbIAAHHEIMH KOMIIOHEHTHEIMU OpPraHaMy B
CTpane JIKCroprepa

ocraska Tosapa ocymecrsnsercss ITocraBimkoM B Teuemwe 10 (HecSTH) muelf, ¢ MoMeHTa
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Koutpoan ARCHITECT HBsAg Qualitative IT Controls npeanasnadeHsI Ij1s OLeHKH
BOCIIDOM3BOMMOCTH TeCTa M BEISBICHHA CUCTEMATUIECKUX aHAJIMTHYECKHX OTKIOHCHMI CHCTEME
ARCHITECT i System Mpy Ka4eCTBEHHOM ONPENETICHUM Y TIOATBEPIKICHIH HATHHS
TIOBEPXHOCTHOTO aHTUI¢Ha BUpYyca renarura B (HBsAg) B CHIBOPOTKe H [U1a3Me KPOBM YENOBEKa ¢
ucrionk3osanneM HaGopos pearento ARCHITECT HBsAg Qualitative 1T u HBsAg Qualitative 1T
Confirmatory. 2 dnaxona (mo 8,0 m) xouTponeit ARCHITECT HBsAg Qualitative II Contrlos.
OTpHuaTesnbHELi KOHTPOIb CONEPHUT PEKaIbIMHIKPOBAHHYIO TUTA3MY KPOBH YeN0Beka.
Koncepsanrsi: ProClin 950 1 asnn narpns. TIonoxHTeNBHEIN KOHTPOJIb CONEPIKHT
MHAKTHBMPOBAHHEI] ouninenHbiil HBsAg genopeka (moaruns! ad/ay) B docdatnom bydepe ¢
TUTa3MO¥ KPOBH 9eJI0BEKA M IPOTeMHOBHIMH (aTbOYMHH CHIBOPOTKH Ghrubeil KpoBH)
crabwmisatopamu. Koucepsantsr: ProClin 300 1 ProClin 950. Bee skuiie IpUHa LIEKHOCTH,
Ka/IMOpaToph! ¥ KOHTPONH JAOJIKHEL GHTh B TOTOBOM K MCIOMB30BAHMIO BH/E, HCKIIOYAs
yentoBeueckyii haxTop npu nparoToReHNH (63 KAKMX-TH60 KOCBEHHBIX neﬁérBldﬁ, Mep MK
KOPPEKTHPOBOK MEIMLMHCKOrO TIEpCoHana), KOTOphIe He NOIeKaT JIHodunuzatmu. OCTaTOTHBIT
CPOK TOHOCTH Ha MOCTAB/EMBIH TOBAp Ha [IaTy NOCTABKH I PEareHTOB, KOHTPOBHAIX
MaTepHanoB 1 KanubpaTopoB IOMKEH COCTARIIATE He MERee IISTUMECATH IPOLICHTOB OT
YKa3aHHOTO CpOKa OHOCTH HA YNIAKOBKE (IIpM CPOKE TOIHOCTH MeHee JBYX JeT); He MeHee
IBCHAMLATH MECAIEB OT YKa3aHHOTO CPOKA rOIHOCTH Ha YIIAaKOBKe (IIPH CPOKE MOJHOCTH ABa rofia
u Gonee). B ciTywae NOCTaBKM TOBAPOB, MaPKHPOBAHHEIX TOBAPHBLIMH 3HaKaMH, [[OCTABINEK o
3anpocy 3axa3uuka 0653yeTCs MPENOCTABATS NIOCIEHEMY JOKYMEHTH, NOATBEPXAAIONHAE BaKT

BBE/ICHAA B TPAKAAHCKUI 060pOT Ha TeppHTOpkYM Pectry6mimiar Ka3aXCTaH [OCTAREMEX TOBADOR




HeNOCPEICTBEHHO NPaBoobNafaTeleM TOBAPHOro 3HaKa, pa3MeMEeHHOro Ha TOBape, WK C ero
cornacus. JloxyMeHTaMH, TOATBEPKAAIOMUMH YKa3aHHK A (HakT MOryT GHITH THHEHIHOHHKE
cornamnenus Ilocrapimmka ¢ npapoo6nagaTesniaMy, TAMOKEHHRE €K Tapalii, DACHMa
npaBooGaaTenet 1 IMIEH3HaTa, JOTOBOPH C JIMLIEH3AATOM HIIK ¢ €r0 KOHTPAreHTaMH Ha

TIOCTaBKY MEIHLIHMHCKHX W3/EHMi

TloTeH1nManbHEIH NOCTABIIMK IPEAOCTABIIAET OPTAHH3ATOPY 32KyIOK Haylexame ohOpMICHRRE
JIOKYMEHTHI (B TOM 9MCIIE JOTOBOPA), NOXTBEPANAIONIME PABO [OTEHIMATLHOTO IOCTABIIAKA Ha
peamM3aniyio Topapa Ha Tepputopuu PK, npenocraBierHoro ynonHoMo9eHHEM IPEICTABATENEM
NPOU3BO/TUTENS, CePTHOHKAT NPOKCXOXKACHHE TOBAPA, BRTAHHAMH KOMITIOHCHTHEIMH OpTaHaMH B
cTpaHe 3chop'repa

IoctaBka Tomapa ocymectsisercs IlocrammkoM B Tedenme 10 (necaTH) mHell, ¢ MOMEHTa
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Mpombibatoumii Gydep (Wash Buffer (1Lx4) for 920 test)

Tlpeanasnagen Ut NPOMBIBKM PabOYNX eMKOCTEH, 4eek H COEAMHUTENBHBIX TPYGOK u
w

awanusatopa Ilpomeiparoimit 6ydep Opejacrasnget coGoii conesoit pam;p docdarnoro

Gydepa. KoncepsaHTs! asTHMUKPOGHbIE areHTHl. XPaHHTL Npu TemnepaType 2-8°C. Bee sxunxue

TIPHHA/UTEXHOCTH, KATMOPATOPH! 51 KOHTPOJIM JIOTOKHEI GHITH B FOTOBOM K MCTIONB30BAHHUIO BHIE,

UCKIIFOUAs YeloBedeCKHif GakTop py NpUroToBieHuH (6e3 KaxuX-muto KOCBEHHEIX AefCTBHH,

Mep WM KOPPEKTHPOBOK MEUIMHCKOrO NIEPCOHANA), KOTOPHIE He MOJTEXAT

nuodunuzanmu Ioctaska Topapa ocymecTrigeTcs [loctaBumkoM B Tedenne 10 (necsTy) Heit, ¢

MOME€HTa Mepeiaqy MY 3asBKA
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Tect ARCHITECT HBsAg Qualitative IT ABnsieTcs XeMWIOMHHECLIEHTHBM HMMYHOAHATH3OM
Ha MHKpoyacTHiax (CMIA) ms KaqeCTBEHHOIO OMpENENeHI IOBEPXHOCTHOTO aHTHIeHa BUpYca
renatuta B (HBsAg) B CEIBOPOTKE H TUTa3M¢ KPOBH YeIIOBEKA, 4 Takike 06pasiiax, 3a6paHHEIX
NOCMEPTHO (II0C/e OCTaHOBKHM cepana). MukpodacTyusl: 1 wiv 4 durakona (o 6,6 M1 dnaxox
i 100 Tecton/27,0 Mt pakon it 500 TECTOR) MBKPOYACTHIL, CEHCHOWIM3UPOBAHHBIX
anTHTenamMy K HBs (MbinHEIE, MOHOKIOHANREBIE, IgM, IgG) B MEC-6ydepe ¢ NPOTCHHOBEIMU
crabunmusatopaMy. MunnManbHas koHueHTpamws: 0,08% cyxux BemecTs. KoncepsanTsl: ProClin
300 % ProClin 950. KomstoraT: 1 i 4 dnakora (5,9 Mt Ha 100 Tectos/26,3 M Ha 500 TecTo)
kohpiorara: aHTH-HBs (xo3bu, [gG) akpHIHH-MEYEHOT0 KOHBIOTaTa anTHTeN K HBS (MBINIMHEIX,
MOHOKIIOHANBHBIX, IgG) v aututen k HBs (ko3pnx, I1gG) B pocaruom Gydepe ¢ mnamoit kposn
HeJIOBEKa M TIPOTEWHOBBIMH CTabWIM3aTOPaMy (abOyMuE GBUbe! CHIBOPOTKH KPOBH, (heTabHas
GbI4bst CHIBOPOTKA KPOBU, k03bi I1gG, Metumubie IgG). MukuManshas koruentpauus: 0,35
Mir/mt. KoncepeauTer: ProClin 300 i ProClin 950. PasGaBuress o6pasua: 1 wm 4 dnakona
(dnaxon 5,9 Mn za 100 TecTor/(raxon 26,3 M1 Ha 500 TECTOB) HOTONHUTENEHOTO NIPOMBIBOYHOTO
6ydepa, conepxamero MEC-6y¢ep. Korceppantsi: ProClin 300 u ProClin 950. o mposenermsa
TecTipoBaHus Ha cucteme ARCHITECT i System Heo6XoanMo ycTaHOBUTS aiit TecTa
ARCHITECT HBsAg Qualitative II. Bocnpoussoaumocts: Tect ARCHITECT HBsAg
Qualitative IT pa3paboTan Takum 0Gpa3oM, 4ToGH! NOTPEItHOCTE cocTasmna < 10% (o6mero) KB
BHYTPHU 1a60paTOPHH 1 IONOXKATENLHOTO KOHTPOJIA M HUIKOH NMONOXKHTEBHOM TTaHeTH, a
craHapTHoe otwionenue (CKO) 1ng BbICOKOH OTpHITATENEHOMN MTaHemH < 0,1(; S/CO. Tect
ARCHITECT HBsAg Qualitative II paspaGotaH TakuM 06pasoM, 9To0b HMETh BBUBIEHHYIO
cneunduanocTb > 99,5% i o6pasLoB, MOMyYeHHBIX B3 KpoBHU JoHOpoB. Tect ARCHITECT
HBsAg Qualitative II paspaboran TakuM 06pa3om, 91065l YyBCTBUTENLHOCTD GRUTa GOMbIE HITH
PaBHa HIOKHEMY Openeny 95% MoBepHTENEHOTO MHTEPBaIa KOMMEPUeCKU JOCTYITHOTO TecTa Ha
HBsAg ans Toit se momy/isamun o6pasios, MONOXUTEbHEX Ha HBsAg. ITps ucenefopaman 402
06pa3nos, NONOXATENHHEIX Ha HBSAg, NONy4enHBIX OT NAlMEHTOB C HEH3BECTHRM CTaTyCOM

saboneBanns, HuxHuUi npefen 95% NOBEPUTENLHOTO MHTEpBaIa B KOMMepyeckoM Tecte HBsAg




65U 99,09% B laHHOM HCCIIEN0BAHNH HyBCTBATEBHOCT, Tecta ARCHITECT HBsAg Qualitative
IT cocrasmia 100,00% (402/402). AnanirTideckas 1yBCTBHTENbHOCTS TecTa Ha HBsAg coraacao
2-my cranapty BO3 (00/588) nomkna GBITh paBHa ik Menbie 0,022 ME / . Tect na HBsAg
JOmKeH BBUIBUTE HanGo1ee pacNpoCTPaHEHHRIE MYTAHTH, Takue kak G145R, H NOXTBEPAATS ITO ¢
TIOMOIITBIO TECTOBOM BCTaBKM. Bee XMIKHE IPHHAUIEKHOCTH, KATHOPATOPH B KOHTPO.A J0TKHE
GbITh B FOTOBOM K HCTIONB30BAHUIO BHAC, HCKIIIOY9as YenoBevecknii (hakTop Mps TPATOTORIEHHH
(Ge3 kakux-m60 KOCBEHHLIX REMCTBH, MEp I KOPPEKTHPOBOK METHITHICKOrO TIEpCOHANa),
KOTOpBI€ HE NoIexaT Muodunm3amy. CTabIBHOCTh Ha 6OPTY peakTHBOB IIOCHE NOMEMERHS B
aHaNU3aTop A0JUkHa OsITh He MeHee 30 nueli. OCTAaTOYHBII CPOK MOZHOCTH HA NOCTARISEMELH
TOB2p Ha AaTy NOCTABKM UL PEareHTOB, KOHTPONIBHBIX MATEPHANOB H KAAOPaTOPOB AOIKEH
COCTABIATH € MEHEe ITHIECATH IPOLEHTOB OT YKa3aHHOTO CPOKa IOHOCTH Ha YIaKOBKE (IpH
CpOKe I'OJIHOCTH MeHee [IByX JIET), He MeHee ABEHa/IaTH MECALES OT yKa3aHHOTO CPOKA FOIHOCTH
Ha YIakoBKe (TIpH CPOKe TOIHOCTH ABa rofia ¥ 6onee). B ciryuae noctaskn ToBapos,
MapKHPOBAHHBIX TOBAPHEIMA 3HakaMH, [TocTapiuk 110 3anpocy 3akajunka 06sayerca
HPEAOCTABUTH MOCIIETHEMY JOKYMEHTEL, TIOATBEPHK/IAIONIHE (aKT, BACACHNAS B rpaKIaHCKMI

.
o6opot Ha Tepputopun PecrryGimku KazaxcraH MOCTaBIISeMBIX40OBapOB HEMOCPENCTBEHHO
npaBoobna/iaTesieM TOBAPHOTO 3HaKa, PA3MEIIEHHOTO Ha TOBape, WK C €ro COTIIACHS
JloxymeHnTaMu, TIOATBEPKAAIOMUM YKa3aHHEI GaKT MOTYT GHTb JIMICH3HOHHEIE COTNIAICHAS  *

-

Tloctarikka ¢ MpaBooGIafaTeNaMK, TAMOKEHHBIE JEKIapaIiH, TMCEMa npa‘nooﬁnana'reneﬁ u
JIMIEH3HATa, IOrOBOPHI € JIMUEH3HATOM WM C €70 KOHTPAreHTAMH Ha TIOCTABKY MEIULIMHCKIX

V3aenui

ToTeH1mans b NOCTABUMK NPEAOCTABNACT OPraHU3ATOPY 3aKYIOK Ha/yIeKame 0dOpMICHHbIE
JOKYMEHTHI (B TOM 4MCIIE JIOTOBOPA), NOATBEPKAAIOLIME IPABO NOTEHIHATHHOTO NOCTABILNKA Ha
PeaU3aLMIO TOBApa Ha TeppuTopyu PK, NpeiocTaBNeHHOTO YOMHOMOYCHHBIM [IPEACTABUTENEM
TIPOM3BOIMTENA, CEPTHRUKAT NIPOHCXOKIEHHUE TOBAPA, BHIJAHHBIMI KOMIOHEHTHEIMA OPTaHaMH B
CTpaHe 3KCHopTepa

Tocraska Toeapa ocymectsisercsa IlocTabimkoM B Tedenme 10 (mecsrn) DHEH, ¢ MOMeHTa

[EPEIATH eMY IANHKH

z

JIOT Ne7
Ne Kputepuun Onucanne
1 Haumenopanune Pacxomnsrit MaTepuan (Septums) npenoXpaHHTenbHbIE Kphimedku Septums B KopoGke 200 mrT
Kpbinku noMemaioTcss Ha OTKpHTHIC OYTBUIKH DPeareHTOB Mepel 3arpy3kolf GyTRUIOUEK B
obpabatrIBarorai Moayns ananmsaropa ARCHITECT 11000
JIOT Ne§
No Kputepnu OnHcaHue
1 HanmenoBaune PactBop npe-tpurrepa (ARCHITECTi Pre-Trigger Solution)
lpeanainaten UL OTIIEMIEHMS AKPHIHHOBOW METKHM OT KOMILIEKCA aHTHTEH-aHTHTeNo. PacTBop
TIpe-TPUITEpa COCTONT 13 OHAUCTIIMPOBaHHOM Bomiel (99,88%), conepikallieil mepekuch BoAOpoOsa
B KOHIIEHTpaluHy 1.32%
XpauuTe npu Temnepatype 2-8°C. Bce XHIiMe NPHHANIEKACCTH, KAMMGPATOPEI M KOHTPOIH
A0ojokHE! GLIT B FOTOBOM K WCMOJIBIOBAHWIO BHIE, MCKIIOMAA YeNOBEHECKHH (axTop npu
OpuroToBNcHAH (6e3 KakuX-MBO KOCBEHHBIX JCHCTBHI, MEP WIH KOPPEKTHPOBOK MEIRITMHCKOTO
[iepcoHaa), KOTOphIe He MOMIeKAT JIMOpIITH3aIMA.
JIOT Ne9
Ne Kputepnu OnHcaHne
1 Hanmenopanue Pacteop Tpurrepa (ARCHITECT: Trigger Solution)

[IpennasHaden UI% MHALMANHA PEAKLIH XeMHITOMHHECLEHIHH MOIEKyToH akpHIHHEyMa PcTeop
Tpurrepa coctout W3 GuavCTHIMpoaHHO BOAN (99,6%), cofepkameli MAIPOKCHA HATPHS B
koHnenTpaunu  1,4% (mo Macce). XpaHmTLb npu TemuepaType 2-8°C Bee mmaxme
NIPHHAIUICKHOCTH, KAIMOPAaTOPhl A KOHTPOJIM JO/DKHH GHITh B NOTOBOM K HCIONL3OBAHHIO BHIC.
HCIII0Yas YeNOoBe1eCKHH (aKTop NPH IPHTOTORNCHAH (6e3 KaKUX-TN60 KOCBEHHRIX e HCTRHIL Mep

Wil KOPPERTHROBOK MEIHITHCKOTO NEPCoBana), KOTOPHE He TOLUTeHET !IHOQJH.’!!B&M
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JIOT Nel0

Kpurepuu

OnucaHBe

HanmeHoBaHue

Teetr ARCHITECT Syphilis TP smercs XEMIUTIOMIECHEHTHEN  IMMYHORERTIROM  Ha
Mukpoyactunax (CMIA) s KaqecTBEHHOTO OMpeAeierid SHTHTED K Treponcma pallidum (IF) s
CHIBOPOTKE H TUTA3ME KPOBM HE/I0BEKA, 2 TaKoKke 06pa3iiaX, 3AGPAHILIX IOCMEPTHY (nocsae OCTRHOBRH
cepaua), Tect ARCHITECT Syphilis

TP ucrions3yeTesl B Ka4CCTBE BCTIOMOTATEBHONO CPEACTRA AMATHOCTHPOBARIA cuuTRCa, & THKHES
B KAUECTBE CKPMHHMHTOBOTO TECTa ¢ UEIBIO TIpeXyNpERIEHIEA NEpeiat Treponema pallidum
pellMNMERTaM KPOBH U €8 KOMITOHEHTOB, a Taloke KISTOK, TRAHEH i OpraHob. MugpomacTiiib,
CSI{CHﬁlUM:!MpOBaHI:]ﬂe antureramu TP (E.coli, peKoMGHIAHTHEIMM), B MES Gydepe.
MuHIMaTbHas KOHIIEHTPauns: 0,08% TBep0ro BEMIECTRA. KoRcepRaHTEL: A3HII HATPRE I APYTHS
IIPOTMBOMMKPOGHEIE NpenTapaTsl KoHbIOTAT, COASPKANLII MedeHHEIE AKPIITHOM MBIITHHEE
arrrvrena k 1gG/1gM zenosexa B MES Gydepe ¢ APOTEHHOBEIM (BLIBHM) CTAGHITHIATOPOM.
MunyManbHas KOHIEHTPauns: (anTu-1gG) 26,6 ur/vi / (amm-1gM) I,34_ﬁ':r‘a‘ml. KoHceppaaTsi:
a3ul HaTpusA U JpyTHe NPOTHBOMUKPOOHBIE MPETIAPATHL. Pa36&nu‘renb"1'e¢'ra Syphilis TP Assay
Diluent, cofepucanmii MES Gydep, KonceppauTst: 314 HATPHA B ApyrHe POTHBOMIEPOOHEE
nperapats. [Tepe/t NPORCASHILEM TECTA ya cucreme ARCHITECT iSystem AeohXoIMMO
YETaHOBHTE (aiin TecTa ARCHITECT Syphilis TP ¢ mucka ARCHITECT iSys:em.Assay C:D-
ROM. TIpit asamse NOTTBEPIRASHIEY RCTHEHG (IOIOKHTENLARX 00pa3ion TeCT ARCHITECT
Syphilis TP npojeMoncTpHPOBATT SYBCTHHTEILHOCTE >09,(%, BOCHpPONIBOIMOCTE Pe3yILTaToR
recta ARCHITECT Syphilis TP juia nonoauTeibHOIG KoHTpoI cocragnser < 15%,
BocnpoinsommMocTs Obina onpeiencHa B cooraeTcTRIN ¢ npoToxonom EP5-A2 HucruryTa
KAfHRECKITE # MaGOPATOPHLIY CTAHIIAPTOR (CLSD). Teer ARCHITECT Syphilis TP paspaboran
TaK, wToBb! MeTh OBV CHEUPHHIIOCT: = 99.5% B TECTHPOBAHAY TOTYIALH JIOHOPOB KPORR
(JTK) 1= 99,0% B MOMYTALNN FOCTHTANIHPOBAITHEX AMOY IATOPHEX nammedTos. Bee KLIKHE
PHHAIERHOCTH, KATHOPATOPK 1 KOHTPOH oUTEIE BEITE B IOTOBOM K HCTIOMB3QBARIIO BIIE,
MesoTiosan geropedeckuil daicrop npE NpATOTORIEHITH (fe3 KaKMX-IHO0 KOCBEHHELX neficTrnil,
MEp WIH KOPPEKTHPOROK seifieKoro nepeonana), KOTOphIe HE TIO/UIERAT THOGHIH3AMIL
CrafinHoeTs Ha BOpTY PeAKTHBOB OIS ToMEIeHIs B AHAIH3ATOP AR HrTh He Menee 30
anelt, OcTaTouHsll cpok POAROCTH Ha TocTARANEMBI TOBAP HA JIATY TIOCTABKH [UIS PEArsiIon,
KOHTPOIBHLIX MATEPHATOB H KanUGpaTOpOs IOIDKER COCTARIATE HE MEHEE AYTHIECATH [IPOLEHTOB
O YRAAHHOFO CPOKA FO/IHOCTI 1A YTIKOBKE (mpH CpoKe TOIHOCTIE MERee ABYX net); He MEHEE
ABeHITIETI MECAIER OT YKA3aHHOTO CPOKE TOHOCTH HA yraKoBKe (TIPi CPOKS TOAHOETH B3 02
1t Gortee). B ciiyuae NOCTABKIL TOBAPOB, MAPKHPOBAHILIX ‘topapHEIMH 3HAKaMH, [ToCTARITIK HO
sanpocy 3axasika 00FIYeTCR NPEAOCTARITh OC/EIHEMY IOKYMEHTE, TIOATREPAIEI0IIHE (har
pEeneHns B MPRIEHCKRT 060POT HA TEPPHTOPHI PecrryGminkn Kazaxcran TOCTABIAEMEX TOBAPIR
HENOCpeACTHEHHO IPABOOBIARATCIEM TOBAPHOTO JRaKe, PAIMELEHHOr0 Ha TOBAPE, W € 810
cormacya. JIOKyMEHTaMH, NOITREPAARIOITHMH yrazamnbiit HaxT MOTYT BRITE THIEHIHONHELS

cornameHas [MocTapmmER © I'I}'JBBGI.‘!’GJ'IUHETL‘HRMH. THMC ¢ Ieriap TTHEEMA

npaaooﬁ:]anzntneﬁ | JIHileH3NATA, NOTOBOPE € JTHIEHIRATONM WIH € ero KOHTpareHTaMm Ha

MOCTABKY MEAHIIMHCEHX wjlermil.

ToTesuHaibHE TOCTABIMK NPeIOCTARIRCT OpraRMIATOPY 3AKYIOK HUICKALILE oiopMaeHARE
[OKYMEHTEL (B TOM HHC/IC [oroRopa), NOATBEPIKIAIONME IPaBO TIOTEHIUANBHOTO MOCTABIIMKA Ha
[PeAIM3AIHIO TOBAPA HA TEPPHTOPUI PK, npeiocTaBIeHHOTO YIIOTHOMOICHHLM NpeCTaBHTENEM
OpoIIOMITENs, cepTHkaT NpOHCKOAICHIE TOBAPa, BHIIAHHBIME KOMTIOHEHTHBIMH OpraHaMH B
crpate IKCAOPTEPa.

Mocranka ToBapa OCYMECTRIHETCR [Mocrasnuxom B TedeHie 10 (mecsTH) ‘“tHeH, ¢ MOMEHTa

Tepeliaun eMy JaRKI

JIOT Nell

Kpurepuu

Onucasne

HanmeHoBaHHe

KoHTpOIIH ARCHITECT Syphilis TP Controls npeHasHadeHb Ui TPOBEPKH KamaGpOBKH
crcrembsl ARCHITECT iSystem nipn KQYeCTBEHHOM OTpEIeNieHUH aHTUTEN K Treponema pallidum

(TP) B CHIBOPOTKE H IUIIIME KPOBN HE0RTES, 2 dpmaxona (8 M KamIbLE) xorrponeit ARCHITECT




Syphilis TP Controls: oTpHUIaTeNBHEI KOHTPOJE M  TOJOXHWTCIBHRIA KOHIpONb B
PEKATBIIMHUPOBAHHON TUTa3Me KPOBH HeNoBeKa.

TonoxwTemsHIi KOHTPONL (MHAKTHBHPOBAHHKII) peakTHBeH Ha aHTR-TP. KoBcepBaHTH: a3un
HATpUA M IPYTHE NIPOTHBOMHKPOOHEIE NpenapaThl. Bee xmIxHe NpHAAIEKHOCTH, KATHOPAaTOpH B
KOHTDPOIH JOMKHEI GHITH B FOTOBOM K MCIIONB30BAHMIO BAJE, HCKIOYad deloBedeckuil daxTop
npy OpUroTobAeHUH (6€3 KakuX-THO0 KOCBEHHBIX AEHCTBAH, M AIH KOPPEKTHPOBOK
MeIMIHHCKOro Mepconaia), KOTOpHIE He MolexaT JModwmsamui. OCTaToMHLIA CPOK FOIHOCTH
Ha [IOCTaBJLAEMBLH ToBap Ha JaTy NMOCTABKH JUIA pEareHTOB, KOHTPOJILHEIX MaTepHANOB H
KanubpaTopoB I0/KEH COCTARNATE HE MEHee TIATHAECSTH NPOLEHTOB 0T YKA3aHHOMO CPOKa
FOJHOCTH Ha yTIaKoBKe ([IPH CPOKe TOJIHOCTH MEHee JIBYX JeT); He MeHee NBEHAINATH MeCATEB OT
YKa3aHHOTO cpoKa FOJIHOCTH Ha YTIaKoBKe (IIPH cpoKe FOJAHOCTH [Ba rofa 1 Gonee) B ciydae
TIOCTAaBKH TOBgPOB, MapKHPOBaHHLIX TOBAPHKIMU 3HaKaMH, ITOCTABINMK IO 3anpocy 3akasTmka
06g3yeTca MpeOCTABHTH IIOC/ISIHEMY JOKYMEHTHI, IOATBEpXAAtoIIne (haKT BBECHHS B
rpaxkpancimii 060poT Ha Teppuropuu Pecny6nuxu Kasaxcrad nmocrapisieMEIX TOBapOB
HENOCPEICTBEHHO NPaBoOGIANATEIEM TORRPHOTO IHAKA, PAIMENICRHQTO Ha TOBApC, WIH ¢ ero
cornacus. JIoKyMeHTaMy, 1OITHEPARAAIOIIAME YKA3AHHEIH rizaKIM:n}fT OBITE MHIIEHIUOHHEIE
cornamenus ITocTabuinka ¢ MpapooGnagaTesaMu, TAMOKEHHBIE );emapamm, TIHCEMa
npaBoobstafareneit ¥ MMLEH3MaTa, JOTOBOPHI € JIHIEH3MATOM ITH € €ro KOHTpareHTaM# Ha

NOCTABKY MEMITHHCKHX H3Memmil L] .

TloTeHnuAanbHbL MOCTaBUINK [IPEIOCTABNAET OPTraHW3aTOPY 3aKYIIOK HajyTexalne oGopMIeHHbE
JIOKYMEHTHI (B TOM 9HCJIE IOTOBOPA), TIOATBEPKAAIOLINE IPaB0 NOTCHIIHANBHOTO [OCTaBIINKA Ha
Peanu3aluio Topapa Ha TeppuTopuH PK, peaocTaBleHHOTO YIIOJIHOMOYEHHBIM [PE/ICTaBHTENeM
MPOU3BOJMTENS, CepTU(HKAT IPOVICXOXKASHNE TOBAPa, BHAAHHBIMI KOMIIOHEHTHBIMY OpraHamMu B
cTpaHe SKCIopTepa

Ilocraska ToBapa ocymectBnsercss IlocTapmmkoM B Tedemme 10 (mecaTH) AHCH, ¢ MoMexTa

nepeaati MY 3a9BKH

JIOT Nel2

Kpurepuu

Onucanue

HaumeHoBaHue

KoutpornARCHITECT HIV Ag/Ab Combo Controls npeiHajHadyeHnl A OLEHKH
BOCTIPOU3BOAMMOCTH TECTA H BEIABNCHHUS CHCTEMHBIX aHAIMTHYECKAX OTIIOHEHMA CHCTEMEL
ARCHITECT i npy 0{HOBPEMEHHOM Ka4eCTBEHHOM OTIpe/ie/ieHUH anTurena HIV p24 m aHTaTen k
BUPYCY HMMYyHONe(HIMTa Yenobeka TunoB 1 w/wm 2 (HIV-1/HIV-2) B cHIBOpOTKE ITH TUTa3Me
KPOBH uestoBeka. 4 ¢makona (11o 8 mMn kaxasiif) kortporneit ARCHITECT HIV Ag/Ab Combo:
OTPHUATENbLHBIH KOHTPOb, NOSOKHUTENEHBIH KOHTPONE 1 ¥ MONIOKUTEIBHBIN KOHTPOAb 2
MPUTOTORNICHHEIE B PEKANIBIIMHMPOBAHHONA fI1a3Me KPOBH udesioBeKa. I1o10XATENbHEIH KOHTPOITH 1
(MHAKTHBMPOBaRHEI) peakTuBen Ha aHTH-HIV-1. ITonokurensHbH KOHTPOIS 2
(MHAKTMBUPOBAHHEI) peakTHBEH Ha aHTU-HIV-2. TIonoXUTeTEHBIA KOHTPOIb 3 ABIETCS
OYHUIEHHBIM BHPYCHBIM i3aToM HIV, npurotornenreiM B TPHC-6ydepHoM dusnonorngeckoMm
PacTBOpE C NPOTEHHOBBIM (ObMBMM) cTabnnn3aTopoM. KolcepBaHTB 411 OTPHLIATENEHOTO
KOHTPOJIA, NOJNOXHTEIBHOIO KOHTPOIA 1 ¥ MONOXUTENILHOrO KOHTPOs 2: a3H HATpHUA A
NpOTHBOMHUKPOGHEIH NipenapaT. KoHCepBaHT U1 [IOT0KUTENBHOTO KOHTPOJIA 3: a3yl HaTpui
OtpunaTeTbHEIA KOHTPOITB: Mala30H 3HayeHHH KoHTpos (S/CO) 0,00 - 0,50, monoxurembHbIH
KOHTpOITb 1: Auaria3oH 3nadenHii koaTpoma (S/CO) 1,20 - 11,50, ronoxuTeNbHB KOHTPOIs 2:
Manason 3HaueHni kouTpona (S/CO) 1,52 - 8,30, MonokuTeNBHEIH KOHTPONb 3: IHANA30H
3Hagenuit konTponsa (8/CO) 1,87 - 4,59. Bee skuaxue IPUHAUTEKHOCTH, KATMGPATOPH ¥ KOHTPOJH
JOJDKHBI GBITE B TOTOBOM K UCITOTB30BAHHAIO BUJIE, UCKIIIOYas Ye/IoBedecKHil (pakTop npu
npuroToBIeHNH (Ge3 KaKiX-mubo KOCBEHHBIX JEHCTBMUIA, MEP HIIH KOPPEKTHPOBQK MeIIAIMHCKOTO
TIEpCOHaNa), KOTOpHIe He ToUIeKaT THodrm3anii. OCTaTOYHNE CPOK FOTHOCTH Ha
TIOCTaBIISIEMBIH TOBAp Ha JATy ITOCTABKH VA PEAreHTOB, KOHTPOJIBHEX MATEPHANIOB H
Kamr6paTopoB JI0/KEH COCTABIIATE AC MeHee IMTHAESCATH IPOLEHTOR OT YKa3aHHOIO CPOKa
TOIHOCTH Ha YHaKOBKe (IIPY CPOKe TOJHOCTH MeHee [BYX JIET); He MeHee IBeHANIATH MeCSnes OT
YKa3aHHOrO CpOka FOAHOCTH Ha YITaKOBKe (IIPH CPOKe TORHOCTH [IBa rofia # Gosnee) B cimyuae
OCTaBKK TOBAPOB, MAPKAPOBAHHEIX TOBAPHEIMH 3HaKaMH, ITocTaBIMK no 3anpocy 3aka3sdmka
06g3yeTcs peocTaBUTh ITOC/IeIHEMY JOKYMEHTEI, IOATBEPKAAIONHE (aKT BREICHRA B

rpasancyi 060poT Ha TeppuTopuy Pecnybmmin Kazaxcras mocTaBiseMblX TOBapoB




|

HEIIOCPE/ICTBEHHO NpaBoobnaaresieM TOBAPHOTO 3HaKa, Pa3MEIEHHOT0 Ha TOBAPE, BIIH ¢ €0
cornacus. JJokyMeHTaMH, NOATBEPKIAIOMIMMH YKa3aHHHY (akT MOTYT GBITh THICH3HOHHEE
cornainenus ITocTaBmka ¢ paBooGIaaTe/sIME, TAMOXEHHEE ICKTADAITHH, THChMA
TpaBoo6ianareneit ¥ JIMIIEH3KATa, JOrOBOPH C JIANEH3HATOM WIH € IO KOHTPareHTaMu Ha

MOCTaBKY METULIMHCKUX H31e/Hit

ToTeHUMANEHEIH NOCTABIINK [PENOCTARISET OPraHK3ATOPY 3aKYTIOK RaUIeXAmE odopMeHHRE
HOKYMEHTEL (B TOM HHCJIE IOT0BOpa), NOATBEP:KIAIIAE IPABO NOTEHNAATRHOIO [IOCTABIIAKA Ha
peanusamiio Tobapa Ha Tepputopud PK, NpeiocTaBNeRHOro YIIONHOMOYEHHNM OPeACTABHTENEM
TIPOU3BOUTENA, CePTUDUKAT IPOACXOKICHHE TOBAPA, BbIAAHHBIMY KOMIIOHCHTHHMHA OPraHAMH B
CTpaHe IKCIogTepa

Tlocraeka Toapa ocymtectBnsercs IlocTapumkoM B Tedenue 10 (ZecaTH) mEEH, ¢ MOMeHTa

[EpEnavy eMy 3afBKH

JIOT Nel3 .

Kpurepun

Onucanue

HanmenoBanne

Kamm6patop ARCHITECT Syphilis TP Calibrator npenuasuayen musa KanMOPOBKA CHCTEMEL
ARCHITECT iSystem npi ka4ecTBeHHOM ONpeNeICHHH aHTHTEN K Treponeny pallidym (TP) B ’
CBIBOPOTKE H [UTa3Me KpOBH Yenosexa. 1 ¢makon (4 M) xaymbpatopa ARCHITECT Syphilis TP
Calibrator B pekansIHHUPOBAHHON TUTa3Me KPOBH Te/OBEKa (MHAKTHBHPOBAHHOH), peakTHBHOM Ha
anTi-TP. KoHcepsaHTbI: a3un RaTpUA U Ipyrue NPOTHBOMHKPOSHELC IpenapaTl. Iipy
VCIONBL30BAHAH O/HOH 1 TOH ke TAPTHH HIM YMAKOBKM PEAreHTOB B TeueHue 28 Anell kanmubpopka
pearcHToB He Tpelyetcs. Bee Jnikue NPUHAMIEKHOCTH, KATMGPATOPH U KOHTDOIH JOMKHD! GHITE
B IOTOBOM K HCTOJIb30BAHHIO BHIIE, HCKIIOHAS YENOBEYECKUI GaKTop ItpH NpUroTosieHuE (6e3
Kakux-n160 KOCBEHHEIX AEHCTBUH, MEP WM KOPPEKTUPOBOK MeHITMHCKOTO IEPCOHANA), KOTOPBIE
He MofineskaT JHoQwm3anyu. OCTaTOUHBI CPOK TOHOCTU Ha [IOCTABIIAEMBIN TOBAp Ha ATy
TOCTaRKH [N peareHTOB, KOHTPOJIbHEIX MaTEPHANIOB i KANNGPaTOpoB JOKEH COCTABIIATE He
MENee MATHACSCATH NPOLCHTOB OT YKa3aHHOTO CPOKa FOIHOCTH Ha YIIaKOBKe (IIPH CPOKE FOTHOCTH
MEHEE JIBYX JICT); He MeHees[IBEHAIIIATH MECATIEB OT YKA3aHHOT'O CPOKA TOAHOCTH Ha YTIAKOBKE
(mpu cpoke rozmocTH AiBa roa M 6onee). B ciydae 10CTaBKYM TOBAPOB, MAPKHPOBAHHBIX
TOBapHBIMH 3Hakamy, ITocTaBIuK 1o 3anpocy 3akazumka 0Gs3yeTcs MPeIOCTABAT OCTEAHEMY
HOKYMEHTEL, [TOTBepIKAQtoe GakT BBE/IeHN B TPaXIaHCKui 060POT HA TePPATOPUH

P ecrryﬁmnm KazaxctaH nocrasisieMbIx TOBapOB HEMOCPEACTBEHHO npanooGna,uaerneM TOBapHOIO

3HAKA, PA3MENIEHHOTO Ha TOBApe, WM C ero corackd. JOKyMeHTaMH, IOATBEPKAAIONIMME
YKa3aHHBIA HaKT MOTYT GbITh JIMIIEH3HOHHELe cornatterns [locTaBmuka ¢ npapooGiaaTe My,
TAMOKEHHEIE IEKTapaliug, THCbMa NpaBoobiajiaTenelt ¥ maleH3Mata, JOTOBOPHI C JIMIIEH3AATOM

WY C €10 KOHTpareHTaMH Ha [10CTaBKY MEIHLMHCKHX N3AeIui

ToTeHUNaIBHbIH NOCTABIMMK NPEAOCTABIIAET OPraHM3aTOpPy 3aKYNOK Hapiexame odopMIeHHEe
IOKYMEHTBI (B TOM 9HMCTIE I0TOBOpA), NOATBEPIK/AAIOIIKE IPaBO MOTCHIMATLHOTO MOCTABIINKA HA
peanHlalyIio ToBapa Ha TeppuTOpuH PK, NpeocTaRIEeHHOT0 YIONTHOMOYEHHEIM [IPEACTABKTENEN
TIPOM3BOANTEIA, CePTH(RHKAT NPOUCXOXCHHE TOBAPa, BbLIAHHHIMH KOMIIOHEHTHBIMH ODTaHAMH B |
CTpaHe 3KCnopTepa.

Hocraska Tosapa ocymectnisercs ITocraBuukoM B Tewenne 10 (mecaTu) OHel, ¢ MOMEHTa |

TNIepelaqu €My 3a5BKH |

JIOT Neld

Kputepun

Onucanne

HanmeHoBanue

Kamnbparop ARCHITECT HIV Ag/Ab Combo mpeHasHaden s kKanuGpOBKE CHCTEME

ARCHITECT i npH 02HOBPEMEHHOM Ka4€CTBEHHOM ONpe/ie/leHHH anTrrena HIV p24 | aHTHTeN K |
BUpYCY MMMyHoe(HIIMTa Yenobeka THIoB 1 wrmi 2 (HIV-1/HIV-2) B CHBOPOTKE AIH IL1a3Me |
KPOBM 49e0Beka. J{ONOMHATEMbHYIO MHPOPMAIMIO CM. BO BKIA/RIIC K pearenry ARCHITECT |
HIV Ag/Ab Combo. 1 ¢nakon (4 ) kamabpatopa 1 ARCHITECT HIV Ag/Ab Combo (CAL 1): ‘
OHMINEHHEIH BupYCcHBUA nusat HIV B TPHC-6ydeproM duanonorndeckoM pactsope ¢

NpoTenHoBIM (6brbnM) cTabunmsatopoM. KoHcepsauT: asun vatpust, J[ns obecnedeHrs cTORKON

YYBCTBHTENLHOCTU K aHTHreHy HIV-1 p24 ua yposHe < S0 mr/mu1 KOHIEHTpauys aTaresa HIV-1
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