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Jlot Nl

Ne Kpurepun Onwucanne
JoTa
1 HanmeHnoBanue MyapTunmexcHbIii HabOp TECTOB ¢ HAHECEHHBIMH Creun(pHIHBIMY WTPHX-
xomamMu Ha ® kaxmod  Kaccere, KOTOpas  COAEPHAUT  3aKOAMPOBAHHYIO
undopmammio s cucrempr Cobas s 201. Tect CmyxHT Qd HpAMOro
MYNBTUIIEKCHOTO  KaYeCTBEHHOTO  OJHOBPEMEHHOTO ofHapyxerms PHK
BHpyCa HMMYHOAe(uUImMTA Yenoseka Tuna 1 (BUY-1) rpymmsr M, PHK BHUY-1
rpynmer O, PHK supyca mvavyHOzeduunTa 9enosexa guma 2 (BHUY-2), PHK
Bupyca remarura C (BI'C) u IHK supyca renarnra B{BI'B) & mnasme KpPOBH
4EIOBeKa in Vitro MeTOZOM NONMMEpPA3HO-LEMHON  peaKIH. Jauneii Tect
NpPEHA3HAYEH M CKPUHMHrA OOpasLUOB IMA3MBl OT HHIMBHAYATbHBIX
ZIOHODOB, BKJIOYast JOHOPOB LEABHON KPOBH, KOMIIOHEHTOB KPOBH, ILTa3MEBI 1
APYTHX JKUBBIX NOHOPOB. IIpn NOHALMU HETBbHON KPOBH U KOMITOHEHTOB KPOBH
06pasIBl MIa3Mbl MOXHO HCCICAOBATh WHAMBHAYAIBHO HIH B mynax. Ipu
HCCNeOBAHUA MPOU3BOJUTCS OIHOBPEMEHHOE obHapyxeHne u
nuddepernmanms BUY, BI'C u BTB myrem aBTOMAaTH3MPOBAHHOTO BEINEIECHU
HYKJICMHOBBIX KMCIOT M pean-taiim TII[P. Habop COCTOMT M3 MATHHTHBIX
CTEKJIOYACTHL, JIN3UPYIOIEro PeareHTa, PacTBOpPa NPOTeHHasbl, Gydepa mis
SMOLHMH, MacTep MUKC PEAreHTa, H BHYTDEHHEr0 KOHTPOMS AN MOHUTOPHHTA
PaboHMX XaPAKTEPHCTHK METO/IA IIPH KAXKIOM HHIHBHIYATBHOM TECTHPOBAHNH,
a takke (epmenr AmpErase 4 CHIDKEHHS PHCKA KOHTAMHHAUMH paHee
aMITH(UIHPOBAHHBIM  MATEPHATIOM  (AMITTHKOHOM), OcraTouHslii Ccpok
FONHOCTH HA TOCTAaBJIAEMBIA TOBAD HA JNaTy [OCTABKM [/ pPEAreHTOB,
KOHTPONBHBIX MaTepHaNoB W KamuOpaTOpOB MOMKEH COCTABIATH HE MEHee
TATHACCSATA TPOLEHTOB OT YKA3aHHOTO CPOKAa TOJHOCTM HA YNAakoBKe (mpu
CpOKe TOJHOCTH MEHee MABYX JIET); HE MEHEe MABEHANUATH MEeCALEB OT
YKa3aHHOTO CpPOKa TOINHOCTH Ha YNaxkopke (OPH CpPOKe rOAHOCTH ABA FOJA M
Bonee). B cnyuae mocTaBKM TOBAPOB, MapKHPOBAHHBIX TOBAPHBIMH 3HAKAMH,
lloctaBmuk no sampocy 3akasumka oBH3yeTcs NpEAOCTABHTEH nocnenHeMy
AOKYMEHTBI, MOATBEpXKIAOMMEe (aKT BBEAEHWS B rpawAaHcKuii o6opor Ha
Teppuropui PecnyGankn Ka3axcraH NoCTaB/seMbIX TOBAPOB HETOCPEACTBEHHO
npasoobnanareser TOBAPHOTO 3HAKA, PA3MELLEHHOTO Ha TOBape, HIH C ero
cornacua. JokymeHTaMH, NOATBEPKIAIOMMMH YKAZAHHEIL baxr Moryt GeiTh
JHLEH3NOHHBIC coraluenus ITocrasmuka ¢ npaBooGnanaTeaMu, TAMOKEHHEIE
ACKIapauuy, MMChbMa MpaBooOnaaTenell M IMUEH3MATA, JOTOBOPHL C
JIMUCH3MATOM HIIM € €T0 KOHTPAareHTaMH Ha ITOCTABKY MENHIIMHCKMX W3IEHil,

[loTeHuManbHEIf  MOCTABWMK — mpesocTaBisier OPTaHU3aToOpy  3aKyIOK
HajexKame  OQOpMIICHHBIE HOKYMEHTBl (B TOM YHCIE JOroBopa),
- TIOATBEPKIAIOLIKME IIPABO MOTEHUMANBHOTO OCTABIIMKA HA PEANM3ALIUIO TOBApa
Ha Tepputopiu PK, mpenocTaBieHHOro ymnoJHOMOYEHHEIM MpenCTAaBUTENeM
TPOM3BOAUTENA,  CEPTHGUKAT  NPOMCXOKIAEHWE  TOBAPA,  BHLIAHHBIMH
KOMITOHEHTHBIMH OpraHamu B CTpaHe SKCIOpTEpa.
Ilocraska Tosapa ocymectsasercs ITocrasuuxoM B Teuerue 10 (necaru) nuei,
€ MOMEHTA TIEPEIadH eMy 3aIBKH

JloT Ne2

Ne Kpurepuu Onncanue
JIoTa
2 Haumenoauue OnHOpa3oBbIe IIACTHKOBbIE TTYOOKONYHOYHBIN MAAHIET CO CHELHATbHBIM
WTpHx-konoM ama cucremsl . Cobas s201. Pacxonmbii matepuan B BHze
rIyGOKOMYYHOYHOIO NAAHIIETA NpPEIHA3HAYEH ANA  ATHKBOT JOHOPCKHX
00pasuoB 4 JONTOBPEMEHHOTO XPAHOHHA Kak apXHMBHBIX 00pazuoB
Octatounsiii cpok roAHOCTH HA MOCTABAZEMBIN TOBAP Ha Aty MOCTABKH IUis
PeareHToB, KOHTPOJIBHBIX MaTEPHANOB U KAMMOPaTOPOB JOIDKEH COCTABIIATE HE
MEHEe NATHASCATH MPOLEHTOB OT yKa3aHHOrO CPOKA TOAHOCTH HA YITAKOBKE
(ITpn_cpoke rOZHOCTH MEHEe ABYX JieT); He MeHee IBEHANNATH MECALEB OT




YKA3QHHOTO CPOKa TOJHOCTH HA YHAKOBKE (npu cpoKe TONHOCTH ABA TOAd U
Gonee), B cywae NOCTaBKM TOBApOB, MAPKMPOBAHHEIX TOBAapHEIMH 3HAKaMH,
TlocTasmuK Mo 3anpocy 3akasumka OOA3YETCs MPEAOCTABHTR ToCneaHEMY
JOKYMEHTBI, MOITBEPICIAIONINE dakT BBECHHA B rpaxaaHcKuil oGopoT Ha
reppuroprn PecryGmmku Kasaxcran [OCTaB/IEeMBIX TOBAPOB HEMIOCPEACTBEHHO
npasoobiaaTeneM TOBApHOTO 3HAKA, pa3sMeIeHHOr0 Ha TOBape, WM C ¢To
cornacusi. JJoKyMeHTaMu, MOATBEPXAAIOMUMHU yka3aHHBIH (akT MOTyT OBITE
JHUEH3MOHHEIE coTalmenys [locTaBmuka npaBoo6anaTesaMy, TAMONEHHEIE
JeKiapauny, IUCchbMa npasoobnanareedl M JMUCH3MATA, JAOTOBOPHI ®
JUMLEH3MATOM WM C er0 KOHTpareHTaMu Ha MOCTaBky MEIULMHCKUX H3JIETHH.
[MoTeHUMANBHBI MOCTABUIMK  MPENOCTABIAET  OPraHU3aTopy 3aKyTOK
mamnexame  ohOPMIIEHHBIE IOKYMEHTBl (B TOM HHCIC JIOTOBOPA),
[IOATBEPIAAIONINE IPABO TIOTEHIMATEHOTO MIOCTABIIIKA Ha peau3allHo T0Bapa
na Teppuropuy PK, mpeaoCTaBieHHOTO YIONHOMOUEHHBIM TPSACTABHTE/IEM
IpOM3BONUTENA,  CepTH(UKAT  MPOHCXONASHIE TOBapa,  BEUIAHHBIMH

KOMIIOHEHTHBIMU opraHamu B cTpane JKCIOPTEPA.
Tocraska Toeapa ocymectaisercs [ToCTasIIHKOM B tegenue 10 (necaTn) aHEH,
¢ MOMEHTa IIepeiaiy eMy 3aaBKH

Jlot Ne3

Kpurepux

Onucanue j

HamveHoBaHue

Habop 0IHOPa30OBBIX npofUpoK INA  TOIHOCTEIO apTOMATH3UPOBAHHON
HOATOTORKH 06pasuos A cucrembl Cobas s 201. OcraTouHsii CPOK FOXHOCTH
HA [OCTABISEMBI TOBAp HA ATy [OCTAaBKH U1 PEarcHToB, KOHTPOIBHBIX
MaTepHanoB M KanuOparopoB HOIDKEH COCTaBILITH HEe MeHee IATHAECATH
[IPOLICHTOB OT YKA3aHHOTO CPOKa TOAHOCTH Ha yrakoBKe (IpH CPOKE TOAHOCTH
MeHee AByX NeT); HE MeHee NBCHAIIATH MECALEB OT yKa3aHHOTO CpOKa
FOIHOCTH Ha ymakoske (Ipu CpOKe FOAHOCTH ABa rona Gonee). B crmydae
[OCTABKU TOBApOB, MAPKUPOBAHHBIX TOBAPHBIMH 3HAKAMHU, TocTaBmuk Mo
3ampocy 3aKa3zuuka oba3yeTcs TNPENOCTaBHTL MOCIEIHEMY JOKYMEHTHI,
noATEEpXKIAOIIE QaKT BBENEHMI B rpaxiaHcKuii 060pOT Ha TEPPUTOPHH
Pecny6nuku ~ Kasaxcran — nOCTaBIACMBIX TOBAPOB  HEMOCPENCTBEHHO
npapoofnanaTeneM TOBAPHOTO 3HAKA, pa3MEMmEeHHOro Ha TOBApe, WM C ero
coryacus. JJOKyMeHTaMu, NOATBEPKAAIOIHMHA yKasaHHbIA QakT MOTYT OBITH
nuleH3HoHHbIe cornanrenus [locTaBmuKa ¢ npaBooGnanaTe MK, TAMOXEHHBIC
Jexnapalyy, THCBMa npasoonanareneii ¥ JMUEH3MATa, JOTOBOPHI €
MLEH3HATOM MK C €r0 KOHTDAareHTaMy Ha MOCTaBKy MEIMLUHHCKHX U3HEIHH.
IToTeHIHANBHBIl  TOCTAaBLIMK OpPeNOCTaBNAeT — OPraHM3aTopy — 3aKymoK
mpamiexame 0QpOPMICHHBIC JOKyMeHTHL (B TOM HHCIE JOTOBOPA),
MOATBEP AAIOIIHE TIPABO MOTEHIMATLHOr0 MOCTABIIKA Ha pean3alliio TOBapa
wa Teppuropun PK, mpenocTasieHHOro YTONHOMOYEHHEM NPEICTABHTENICM
NpOM3BOAMTENA,  CEPTH(UMKAT  MPOHCXOXICHHE TOBApa,  BBUIAHHBIMH
KOMTIOHEHTHBIMH opraHamu B CTpaHe 3KCHOPTEPa.
Tocraska Torapa ocymecrsserca [10CTaBIUKOM B teuenve 10 (necarn) aHel,
¢ MOMEHTA TIepeayu €My 3asBK1

Jlor Ned

J0Ta

Kpurepuu

Onucanne

HapmenosaHue

HaGop OMHOPasOBBIX MPOOMPOK IS 06pa3snoB ¢ KIMNCaMH, Ha KOTOPBX
HAHECEHB! Crely(pUUHEE MTPUX-KOMEL, KOTOPBIC CORCPKAT 3aKOUPOBAHHYIO
HMHPOPMAIMIO ISl CHCTEMBL Cobas s 201. OcrarouHbli CPOK TOAHOCTH HA
[OCTAB/AeMblll TOBap Ha ATy IIOCTAaBKW JNs PEarcHros, KOHTPOJNBHBIX
MaTepuanoB M KatuGparopoB IOJDKEH COCTABIATE HE MeHee IATHAECATH
TPOLIGHTOB OT YKA3aHHOTO CPOKa TOAHOCTH Ha YHAKOBKE (ripu CpOKE TOAHOCTH
MeHee ABYX JIeT); He MeHee NBEHAILATH MECANUEB OT yKa3aHHOTO Cpoka
FOIHOCTH HA YMakKOBKe (HpH CPOKE TOTHOCTH JiBa TOXd M 6onee). B ciyuae
[IOCTABKA TOBApOB, MapKMPOBAHHBIX TOBAPHBIMU 3HAKAaMU, TlocTaBmuk 10
sampocy 3akasuamka O00a3yercs NPEAOCTABUTL [OC/TeHeMY IOKYMEHTBEI,
noxTBepaaomue $aKT BBEACHHA B rpaxmaHCKuE 060pOT HA TEPPUTOPHH
Pecybnuku ~ KasaxcraH — TOCTaBIAEMEBIX TOBAapOB  HEMOCPEACTBEHHO
npasoobianaTeneM TOBAPHOTO 3HAKA, PA3MEIIEHHOTO HA TOBape, MMM C €ro
cornacus. JOKyMeHTaMH, TOATBEPKAAOMUMU yKa3aHHbIA (aKT MOTYT OBUTH
JIHIIEH3HOHHBIE cornaueHus [TocTaBmuKa npaBoo6nanaTe MK, TAMOXKEHHBIC
JeKjJapaudy, [ucbMa npasooGnazareneii M JMUCH3MATA, HOrOBOPHL €
JIALEH3MATOM MM C ero KOHTPAreHTaMH Ha MOCTaBKy MEAHIMHCKAR W3aenui.




TloteHuMalbHbl  OOCTABIHK MPELOCTABIAET OpraHH3aTopy  3aKynok
pagnexaine  OQOpMISHHBIS noxymentsl (8 TOM qucie  JOroBODa),
MOATBEPIKAAIOLIAE NPABO HOTEHLMANEHOTO TIOCTABIINKA Ha pean3almio ToEapa
ua teppuropun PK, Mpe0CTaBeHAOr0 YTOAHOMOUYEHHBIM npeaCTaBUTENeM
NPOH3BOAHTENA, cepTudHKAT  TPOHCXOKACHUE TOBapa,  BBUIAHHBIMH
KOMIOHEHTHBIME OpranaM# B CTpaHe 3KCTIOPTEPA.

[Moctapka ToBapa OCYIIECTB/ACTCA Tocrasnmkom B Tedenue 10 (mecsTH) IHEH,
¢ MOMEHTA Nepeaaiu eMy 3adBri

JloT Ne§

Ne KputepHd Onucanue

nota

5 HaumernoBaune HaGop 0AHOPa30BBIX HAKOHETHHMKOB JIJI NepeHoca aMmH(UKALTHOHHOMK CMECH
g K-nipoBupKy. HEkmOHaIONHE BHELIHIO KOHTAMIHALMIO A1 CHCTEMBI Cobas
s 201, OcTarodHbii CPOK TOAHOCTH HA nocTaBAeMBIil TOBAp HA AaTy MoCTaski
I PEAreHTOB, KOHTPOJBHAIX MaTepHaloB U kanuBpaTOpOB AO/DKEH COCTABATE
He MeHee TATUNEeCATH [POLECHTOB OT YKA3aHHOTO CPOKA FOAHOCTH Ha YaKOBKe
(upu CpOKe TONHOCTH MEHE® IByX JET); He MEHee NBEHANUATH MECALEB OT
yKa3aHHOPO CPOK2 FOAHOCTH Ha ymakoBke (mpu Cpoke I&IHOCTY NBa rojad M
Gonee). B ciyuae MOCTaBKM TOBAPOB, MapKUpOBAHHBL TOBApHBIMH 3HAKAMH,
[TocTaBIMK MO 3ampocy 3axasiuka ofa3yercs MpefoCTaBUTh TIOCHEAHEMY
JIOKyMEHTBI, TOATBEPHIAIONINS daxT BBEACHHMA B rpaXAGHCKHIH obopoT Ha
TeppHTOpUH Pecny6muku KasaxcTad OCTABIIAEMBIX TOBAPOB HEMOCPEACTBEHHO
npasoobANaTEIeM TOBAPHOIO 3HaKa, PasMELICHHOro Ha Toaaf)e, Wi ¢ ero
cornacud. JIOKyMEHTaMHu, MOATBEPKAAIOIIMMHE ykasauHBI GaKT MOIYT OBITH
JIMIEH3HOHHBIE COTIAIIeHIA [ToCTaBIIMKA C TIPABoOdNanaTe My, TaMOXEHHEIE
nexIapauyy, MicbMa npasoobnanareneii ¥ nuueH3uaTa, JAOroBopel
NMLEH3MATOM WK C ET0 KOHTpareHTaMu HA HOCTABKY MEIULMHCKIX W30ETHH,

TloTeHIHANBHEIH  TOCTABIIIK peOCTaB/IAeT  OPraHn3aTopy 3aKYIIOK
payiekame  oQOpMICHHBIE HOKyMeHTl (B TOM HHCIC ZOTOBOPA),
MOATBEPKAAOLHE IPABO HOTEHIMANBHOrO TOCTABILIKA HA peann3aIHio TOBapa
ma teppuropuut PK, [PEAOCTABICHHOTO YIIOIHOMOYEHHBIM TpeACTABATENIEM
TIPOM3BOUTENS, cepruduxar  NPOMCXOKICHME ToBapa,  BBLIAHHBIMU
KOMIIOHEHTHBIMY OPraHaMi B CTPaHe AKCIIOPTEPA.
[Mocraeka Tosapa OCYLECTBICTCA TMocrasmmkoM B Teuerue 10 (mecsTy) NHEH,
¢ MOMEHTa nepefiaus eMy 3asBKH

HaumveHOBAHNHE Habop 04HOPa30BBIX npobupoK I amm(HKaIME 4715 CHCTEMB Cobas s 201.
Ocraro4Hblii CPOK FOAHOCTH HA HoCTAB/AEMEIH TOBAP HA JATy TOCTABKU AIA
peareHTOB, KOHTPOJIBHBIX MATEpHATIOB M KaTHOpaTopos AOMKEH COCTABNATE HE
MeHee TATHHECATH NPONEHTOB OT yKa3aHHOTO CPOKA TOAHOCTH HA YTIAKOBKE
(npW CpoKe TOAHOCTH MEHEe AByX fler); He MeHee ABCHAAUATH mecsles OT
YKa3aHHOTO CpOKa TOAHOCTH Ha ynaxkoBke (mp# CPOKE FOAHOCTH ABA roAa i
Gornee). B ciydae TOCTABKH TOBAPOE, MAPKUPOBAHHBIX TOBAPHBIMH IHAKAMH,
[locTaBmMK MO 3anpocy Jaxasquka 00s3yeTcs MPEAOCTABWTE MoCeAHEMY
AOKYMEHTSI, TIOATBEPHKIAALOLUINE dpaxT BBENEHUA B rpakaaHckuii 000poT Ha
TEPPHTOPNH PecnyGmurs KasaxcTaH MOCTABNAEMBIX TOBAPOB HEMOCPeACTBEHHD
npaBoobianaTeNeM TOBAPHOTO 3HaKa, PASMEUICHHOTO HA TOBAPE, HIH c ero
cornacuf. JIOKyMEHTaMH, MOATEEPKIAIOMIHMA ykasaHHbli (GaKT MOryT OniTh
HIeH3HOHHBIE cornamerus [1ocTaBiKa ¢ npasoofnazaresisiMi, TAMOMKEHHEI®
exnapaimy, [HCEMA npasoobnazarenei JMLeH3HaTa, JOroBOpEL €
JMTICH3MATOM HITH C €r0 KOHTPAreHTami Ha NOCTABKY MEIHULIHCKIAX M3IeNHH.

[ToTeHIMANBHB ~ [OCTABLIMK TIpeOCcTaBAAeT OpraHm3aTopy  3aKymoK
gangexane 0(oOpMISHHBIS AoxymenTEl (B TOM yuce J0roBoOpal,
noATBEpIKAAIOIINE NPABO [HOTeHIMANBHOTO MOCTABIIAKA H peanu3atuio TOBapa
na teppuropun PK, TIPEAOCTABACHHOrO YNOTHOMOHSHHBIM NpeACTABHTEIEM
NpON3BOAHTENA, cepruduKar MpOMCXOKAeHNE  TOBAPA, BbUIAHHBIMH
KOMIIOHEHTHBIME OpranaMu B CTpane 3KCHOPTEPA.

[ocraska Topapa OCYMIECTBAACTCA Tocrasuykom B Tedenue 10 (mecsitir) JHeH,
¢ MOMEHTA nepejiauy eMy 3afBki

Jlot Ne7

Onucasne




HammeHOBAHHE

OnHOPA3OBbIE KPBUIKY 178 apPXHBHBIX nnamek ana cucrems: Cobas s 201
IToKpOBHBIE MATEI [PEAHASHAYCHE UL 3aKpeIBaHKs [TyOOKOMYHOTHBIX
iaHnreroBOCTaTOYHEH CPOK TOJHOCTY HA ocTaBNseMBI TOBap Ha HaTy
OCTABKH JUIS Pearc¢HTOB, KOHTPONBHBIX MATEpPHAI0B ¥ XaymbpaTopoB AOJDKEH
COCTABJISTH HE MeHee IHITHIEeCATH NPOLCHTOB OT yKa3aHHOrO CPOKa FOIHOCTH
Ha ynaxoBke (TPU CPOKE TOXHOCTH MeHee IByX JeT); He MeHee ABCHAILEATH
MECAIIEB OT YKA3aHHOIO CPOKA NOTHOCTH HA ymakoBke (¥ CPOKE FOAHOCTH 282
roma # Gonee). B ciydae MOCTABKH TOBApoB, MAPKHPOBAHHBIX TOBAPHBIMH
suakam#, 11OCTaBUIMK MO 3anpocy Jakasunka OOs3yeTcd MPelaoCTasTh
OCHETHEMY AOKYMEHTEL, MOATREPKIAOIIAS daxT BBEIEHHS B rpaKIaHCKHH
06OpOT Ha TEPPHTOPHH Pecriybmuxkn Kazaxcrad MOCTaBIACMEIX TOBApPOB
HEMOCPEACTBEHHO TpaBoobranaTene TOBApHOTO 3HAKA, PA3MEIEHHOTO HA
ToBape, MK ¢ #ro coryacusi. JIOKyMEHTaMH, MOATESPIKAAIOIIHMH yKa3aHHBIHA
daxr moryr  OBiTh IMueH3MOHHBle  cornamedus  IlocTasmuika C
NPaBOODNANATE/ MU, TAMOKCHHDIE Jexnapal#H, mickMa npasoobnanateneii 1
JMIEH3UATA, IOTOBOPBI C THIIEH3MATOM WM € €T0 KOHTPAreHTaMHU Ha MOCTaBKY
MEQMIMHCKAX H3IENH.

[oTeHUMATGHE  MOCTABIIMK  IPEIOCTABIACT OprAHW3aTOpy ~ 3aKYNOK
pagnexame OGOpMICHHbIE HOKyMeHTl (B TOM WHCIC JOTOBOPA),
[OTBEPIIAIONINE [TPABO NOTEHIMAIBHOTO MOCTABIIMKA HA PEanM3aliio ToBapa
ua teppuropuil PK, npenocTaBIeHHOro YTIONHOMOHEHHBIM [IPEAICTABHTENEM
POM3BOAHTEA, cepruduKkaT  TIPOHCXOKACHWE  TOBAPE, | BBUIAHHBIMA | ¢
KOMTIOHEHTHBIMH OPTaHaMil B CTPaHE KCIOpPTEpa.

TlocraBka ToBapa OCyLUECTBIICTCA Tlocrasmmkom B Tedenne 10 (mecsiTr) DHEH,

¢ MOMEHTA mepelayy eMy 3asBKi

Onucanne

[ractukosad GyTsinka 06BEEMOM 5100 mn (5,1 1), C IPOMBIBOYHBIM PEArCHTOM,
¢ HAHECEHHBIM  CIELMAIBHBIM  INTPIX-KOLOM, KOTOpas  COLEPXKHT
3aK0AMPOBAHHYIO MHGOPMAIIEO A cuctemer Cobas s 201. [TpOMEIBOUHSIH
peareHT yAQmseT HEeCBA3ABUIHCCA BellecTBa M TIPUMECH, TaKHMe Kak
seHaTypHpoBaHHble BelKi, KIIeTOUHBI AeOPHC K TOTSHIHAIBHBIC HMHTHOUTOPBI
TILIP (Taxkme Kak reMOTTIO0NH U AP.), & TAKKE CHIDKACT KOHLIGHTPALMIO CONEH.
OcTaTo4HbH CPOK TOJHOCTH HA oCTaBJIeMBIi TOBap Ha NaTy MOCTaBKu JUid
PeareHTOB, KOHTPOJIBHBIX MaTepHUaos 1 xaIuGPATOPOB HO/DKEH COCTABIATD HE
MeHee ATHIECATH MPOLEHTOB 0T YKa3aHHOTO CpOKa rOJHOCTH Ha YHNAKOBKE
(npH CpOKe TOHOCTH MEHee ABYX fiet); He MeHee JBEHaALATH MECANEB OT
YKa3aHHOTO CPOKA TOAHOCTH Ha yrakoBke (IpM CPOKe FOAHOCTH IBa TONA H
Gonee). B ciyuae MOCTABKA TOBAPOB, MApKUPOBAHHBX TOBAPHEIMH 3HAKAMU,
Tocrauk MO 3ampocy 3aKkazuhka o6s13yeTcsl TPENOCTaBuTh MOCHENHEMY
JOKYMEHTHI, TIOATBEPXKAAIOWNES (axT BBEICHHA B rpaknaHcKuii ofopoT Ha
teppuTopyu Pecry6maku Kasaxcrad HOCTABIAEMBIX TOBAPOB HEMOCPEACTBCHHO
npasoobagaTeNemM TOBAPHOTO 3HAKE, pa3MEIeHHOTO Ha TOBApe, W C ero
cornacus. JJOKyMEHTaMH, MOATBEPKAAIOUIUMY ykasaHHsIH dakt MOryT OBITH
JHIeH3UoHHBIe cornamenns [TocTapuinka ¢ PaBOOBAANATENAMH, TAMOKEHHBIE
IeKIApauyy, THChMa npasooGnanatenell W JMUCHINATA, IOTOBOPHl €
JNAIEH3UaTOM W ¢ €r0 KOHTpareHTaMi Ha MOCTABKY MEIMLIMHCKUX M3 e

[loreHIMATBHBIT  MOCTABIIMK  ITPEAOCTABIACT OpraHM3aropy  3aKymok
gamexame  0dOpMICHHBIC DOKyMEHTBl (B TOM HHCIE JIOrOBOPA),
[TOATBEPIAIONIHE [PABO MOTEHIMAIEHOTO TOCTABLIMKA HA peau3alfio TOBapa
na Teppuropru PK, TPEAOCTABICHHOTO YTIOMHOMQHEHHBIM MPEACTABHTEAEM
NPOM3BOANUTEIL, ceprudmKar  MPOHCXOMIEHUE TOBapa,  BBIIAHHBIMH
KOMMOHEHTHBIMH opraHamu B cTpaHe IKCOOPTEPE.
Tlocraeka ToBapa OCYINECTBILICTCA TocTasmikonm B Tegerue 10 (necaTs) aHeH,
¢ MOMEHTA TIepeain eMy 3aaBKI

Onucanue

Jlot Ne8
ﬁ‘e Kputepun
a0Ta
8 HaumeHOBAHAE
Jlot Ne9
( Ne \ KpuTtepun
10Ta
9 HamveHoBaHKHE

L.

Habop xOHTpONE ¢ HAHECEHHRIMH crieLmdIHEIMH LITPAX-KOIAMH Ha KAIOM
KOTpOJIE, KOTOpas CONEPIKMT 3aKO/IAPOBAHHYIO MHGOPMALMIO UL CHCTEMDI
Cobas s 201, KoHTpo/M TIpeAHa3HAYEHBI OEHKI BOCHPOU3BOAMMOCTH TECTA H
BEISBJICHHS CHCTEMHBIX aQHAJIMTHUYCCKUX OTKNOHEHHH TpH KadeCTBEHHOM
MYJIETHIIIEKCHOM OHOBPEMCEHHOM onpeneneHu! PHK BUU-1 rpymmst M, PHK |




BHU-1 rpymmst O, PHK BUY-2, PHK BI'C u IHK BI'B. 4 dinaxosa o 1.6 M1
KOHTpOTEH BRIKHAIOT: M}’nﬁﬂmonomrre;{mhﬁi KOHTpOnB € HenHQeKIHOHHOH
currernueckoit  PHK BHY-1 rpymnsl M, MHK BIB, PHK BIC
NOAOKHUTENbHEIH  KOHTPOIR BHUY-1 rpymm: O ¢ HenH(EKIHOHAOH
cunreruaeckoil PHK BUH-1 rpynms! O: NONOKHTENBHEI KOHTPOIb BHY-2 ¢
HenH(EKLMOHHO cuurerideckoii PHK BAY-2; QTPHLATE/BHEL KOHTPOE.
KOHTPONH COMEPIKAT HEraTUBHYIO GeNOBEUECKYIO MIA3MY, HEPEAKTHBHYIO NpH
MCCIeIOBaHHH JIHIEH3HPOBAHHBIMU FDA meronaMu Ha aRTUTENd K BI'C,
anturena k BUU-1/2, HBsAg, HBcAg u p24 Ag BUY u na PHK BHY-1, PHK
BUY-2, PHK BIC u AHK BIB mpu HCCNEAOBAHHM METOAAMM TILIP,
xoncepsant ProClin® 300, OcrarouHbil CpOK FOAHOCTH Ha TOCTABNAEMBII
roBap HA AATY TOCTABKM [nd DEarceHIos, KOHTpOJIBHBIX MATepHajios H
kamubpaTOpoB MOUKEH COCTABNATE HE MeHee TITHUAECATH TPOLEHTOB OT
YKA3aHHOTO CPOKA TONHOCTH Ha yrakoBke (IpH CPOKe TOIHOCTH MEHCE IBYX
mer); He MeHee * |BepanmATH MeECSLes OT YKa3aHHOro Cpoka TOAHOCTH HA
ynakoBKe (MpH CPOKe roAHOCTH ABA roma n Gonee). B cmyuae MOCTaBKH TOBAPOB,
MAPKHPOBAHHBIX TOBAPHBIMH apakaMy, [1OCTaBIIMK MO 3a0pocy 3akaz4mKka
obs3yeTca MPeNOCTaBHTE MOCHeAHEMY [OKYMEHTBI, MOATBEPKIAOMHE thaxt
sReneHNs B TD@KAAHCKmil 0DOPOT HA TEPPHTOPHH Pecriyonuku KazaxcraH
HOCTaBJieMbIX TOBApPOB HETIOCPEACTBEHHO npasoofnafiaTeneM TOBAPHOTO
3Haka, PAa3MEMEHHOTO Ha TOBApe, HIH ¢ ero cormacusa. JIOKyMEHTaMmu,
TIOATBEPKAAIOMAMU yxasasHsil GaKT MOTYT BBITh NMHLEH3HOHHEIE COTALICHNA
[MocTaBmpka ¢ MNpAaBOOONANATENIMH, TAMOKEHHEIC [JeKnapaiuy, [HchMa
npasoobnagarencii M JMICH3UATE, JOrOBOPHI C JMUEH3MATON, JIH, C ET0

KOHTpareHTaMHu HA MOCTABKY MEIMIMHECKAX n3nenii,
[MoTeHUMANBHE  TOCTABIIMK — HPEAOCTARIACT OpraHu3aropy — 3aKymoK
pamiexame odopMIeHHBIE IOKyMeHTHI (B TOM Uucae JOTOBOPA),

[IOATBEPIAIOINE PABO NOTEHIMAIBHOTO [IOCTABINMKA HA PEATM3ALIIIO TOBapa
na TeppuTopuu PK, MpenocTaBieHHOro YIONHOMOYEHHBIM TIPE/CTABUTENEM
TIPOU3BOMHTEN, ceprudyKar  [POHCXOMICHAE TOBapa,  BBIIAHHBIMHU
KOMIIOHEHTHBIMHK opraHamu B CTpaHe SKCHOPTEPa.
TocTaska ToBapa OCYLIECTBAETCA [Mocrasmmkom B Teuenne 10 (mecsiTH) OHEH,
¢ MOMEHTA TIEpeaa4y eMy 3aiBKI




