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TTocranoBuna:

27 mapta 2019 .

B cBs3u ¢ HecocTOABLIMMCS TEHAEGPOM MO 3aKyny H3AeTuH MEAWLMHCKOro Ha3HaueHus oT 28
despans 2019 r. ([Tporokon Ne3) u cornaco nn.2 n. 84 naparpada 4 ITocranornenus [1paBurenscTea
PK Ne719 ot 08.11.2017 roma «O BHeceHMHM W3MeHeHHil B mocraHosieHue [IpasurenbctBa PK ot
30.10.2009 rona Nel729» ocylecTBUTb 3aKyN U3 OAHOIO MCTOUYHHKA.
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Meron OlPEAETIEHUS OCHOBaH Ha
HenpaMomaAByXcraauiinom TeepaogpaszHom MPA. Ha
neppo  craamu MPA  ananusupyemble U
KOHTPOJIbHbIE  00pasubl  MHKYOUPYIOT B JIyHKax,
CONEPKALUMX PEKOMOMHAHTHBIE aHTHIEHbl (COre,
NS3. NS4, NS5) BI'C, xapakrepuble AnS reHOTHNOB
I, 2 1 3. Tlpu Hanuuuu B aHanM3UpyeMbIX obpasuax
cneuuduueckux auturen k BI'C npoucxoaut ux
CBA3bIBAHME C AHTMreHamMHM Ha TBepRoH ¢pasze ¢
06pa3oBaHHeM HMMYHHBIX KOMIUIEKCOB «aHTHIeH-
antdreno». Ha Bropoit craguun H®DA, nocne
MHKYGauuu M ynaneHus HEeCBA3aHHBIX KOMIIOHEHTOB
aHanu3upyemsix 006pasuoB, B JAyHku a00aBisiioT
pacTBOp  KOHBbIOrara (CMECLb  MOHOKJIOHAJIbHBIX
@HTHTEN MBIWK K WMMyHornobyauHam knacca G
4eJIOBEKA, KOHBIOTMPOBAHHBIX C  [EPOKCHIA30MH
XpeHa, ¥ MOHOKJIOHAILHBIX AaHTUTEN MBILM K
MUMMYHOIIOOY IMHAM Kacca M 4eNoBeEKa,
KOHBIOTHPOBAHHBIX € MEPOKCHAA30H  XpeHa),
KOTOPbI  BbLIABASET  KOMIMJEKChl  «AHTHIEH-
anTuteno».Jlocne MukyGauMn K yranenus pacrsopa
HECBA3AHHOrO  KOWBIOraTa  CBA3aHHBIA  KOHBIOTAT
BHIABNAIOT,  n06aBass B AYHKH  pacTBoOp
xpomoreha.Peakuuto OCTAHABIMBAIOT «Cror-
pearentom». Ha cnexrpodoromerpe msmepsior
MHTEHCHBHOCTbL OKpPAaLUMBAHMS pacTBoOpa B JyHKaX
«HMmmyHocopbenTan.  Yem  Bblule  coaepxaHue
anturen k BI'C B ananusupyembix obpasuax, TeM
MHTEHCHBHEE OKpaLleH pacTBop.cHcTEMA
npeaHasHaueHa Ui pyuHoi nocTanoBKH aHanu3a Ha
96 OMNpeneeHnH, BKJIIOUAs KOHTPOJbHbIE
o6pasust.[1pu MCCACA0BaHUU He0O0LLIOrO
KOJIM4ECTBA aHaNM3HWpyeMbix 06pa3sLoB BO3MOXHO
NPOBEJCHUE OTHEbHBIX HE3aBUCHMBIX MNOCTAHOBOK
H®DA c ucnonb3oBaHyeM HEOOXOAWMOTO KOJIWYECTBA
crpunoB  «MmmyHnocopbentan.  Pekomennyercs
UCNIONBL30BaThb NI CKPUHMHra  (repBHYHON
naboparopuoli  amarnocrtukn) BIC.Jns  ananuza
UCNONBL30BaTh  aHanu3Wpyemble  ofpasubl  Kak
CBEXEMNPUrOTOBJIEHHbIE, TaK M XDaHUBLIMECS He
6onee cemu cytok npu Temneparype ot 2 go 8 °C
uaM He Oojlee WWIECTH MECSUECB NPH TEMNepatype
munye 20 °C.O6vem ananuzupyemoro obpasua afs
H®A noawen Ovire ne meuee 40 mrn. Tlepen
NpoBeAEHUEM aHan13a BCE KOMIMOHEHTLI  Hadopa
pearentoB 1HeoONOANMO  BhLIEpKaTL He menee 30
MUH npu Temnepatype ot 17 npo 27 °C. llepea
UCTNONB30BAHUEM COAEPKUMOE KaWA0ro (piakoHa
(npofupKK) ¢ KOMNOHEHTOM, BXOASLUEr0 B COCTaB
Habopa peareHTOB, nepemewars.Mamepurs  OI1
pacTBOpa B JiyHKaXx Ha CrekTpoOoTOMETpe MU
aHaiM3aTOpPE aBTOMATWMUECKOM B JBYXBOJHOBOM
pexxume: ocHOBHON (uibTp — 450 HM, pedepenc-
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Jlonyckaeress M3MEPEHHC OIl mpu OAHOW ANMHE
BosHbl — 450 nM. Hynesoit ypOBEHb («6maHK»)
YCTAHOBHTD 110 BO3LYXY.

Bpemsi Mesk/y OCTAaHOBKOH PEAKLMH M H3MCPCHHUCM
OIl nmomkuo ObiTh He Oonee 40 MuH. HaGop
peareHToB XpaHMTh [Py TeMIepaType ot 2108°Cs
TEUCHHE cpoka FOJAHOCTH. Boszeiicrsne
Temneparypbl He Bhile 27 °C B TCUCHHME 10 cyTOK ¢
He Bbie 35 °C B TeueHue 5 CYTOK HE BAMSCT Ha
XapaKTepUCTHKN Habopa peareHToB.
TpaHcrnopTUpoOBaH1e HabopoB peareHToB
POM3BOANTL MpK Temreparype ot 2o -8 G
JlonyckaeTcsl TPAHCHOPTHPOBAHKME TP TEMIEPAType
e Beuue 27 °Ce Teuenne 10 cyrtok, npH
temneparype He Bbie 35 9@ B TCYEHMO. 3
cyTok.3amMopakHBaHHe ~ HAOOpOB  pearcHToB  He
noryckaeres. Cpok XpaHeHHMs! nabopa pearcHTon 18
Mecsies. HaGop peareHToB C MCTEKIIWM CPOKOM
FOAHOCTH MPUMEHEHHIO HE MOJUIC-IKHT.

HaGop
peareHToB AU
umMyHo(epmeH
THOTO

onpeae/IeHNs
MOBEPXHOCTHOTO
aHTHUreHa
HBsAg Bupyca
renarura B

Metoa onpeaejeHus OCHOBaH Ha TBEPAO(A3HOM
MMMYHO(EPMEHTHOM «COHABUYN-AHATIN3E c
NpUMECHEHUEM aHTHTEN K HBsAg, koubiorara
MOHOKJIOHAIBHBIX M TMOJMKJIOHAIBHBIX AHTHTE K
HBsAg ¢ GroTrHOM (KOHbBIOTaT Nel) u Kowblorara
CTpeNTaBuaMHa ¢ NEPOKCHa30l XpeHa (KoHbBIOraT
Ne2).

Ha neppoit cramuu MDA CbIBOPOTKY, TUIa3My
KpOBH, Mperaparbl Kposu (nanee no TEKCTY —
aHanu3upyembie  o0pasibl) W KOHTPOJIBbHbIC
06pastbl HHKYOUPYIOT € aHTHTElaMK K HBsAg.
copGMPOBAHHBIMKM  HA  TIOBEPXHOCTH  JIYHOK
«MmmyHocopOeHTa», W KOHBIOraTOM Nel. [lpu
wanuund B ananmsupyemom obpasue  HBsAg
MIPOMCXOANT 00pa3zoBaHie KOMIIEKCa «aHTHTEN0-
AHTUIEH-KOHDBIOraT.

[Mocne wuHKyOauMu aHATU3MPYEMOTO obpasua M
conpiorara Nel B nynku «HMmmyHocopGeHTay»
106aBsioT  KoHblorar Ne2, KOTOPBIH BLIABAACT
KOMITJICKC «AHTUTEN0-aHTHICH-KOHBIOTAT.

[Mocne yaaneHus HECBA3ABLIMXCA KOMIOHCHTOB
ananusupyemoro obpasua, KoHbiorara Nel
konblorara No2, CBsI3aBLIMACS KOHBIOTaT No2
BHIBISOT, A06aBsis B yHkn «MMmyHocopGenTa»
pacTBOp XpoMoreHa.

Peakiinio octanaBanupaioT « CTOM-peareHToM».
MHTEHCHBHOCTb OKpAIlMBAHKMsS pacTBOpa B JIYHKAX
«MMMyHOCOPOEHTA» HIMEPSIOT ¢ HCHONL30BAHHEM
crekTpo)OTOMETPa BEPTHKANLHOTO CKAHMPOBAHHSL.
Conepkanne HBSAg B anajin3npyemMoM obpasue
MPONOPUHOHATIBHO MHTEHCUBHOCTH OKpacKH
pacrBopa.

OGbeM aHanuzupyemoro obpasua Juis MDA
nosmken ObiTh He Meree 100 Mk

[epen MNpPOBEACHWEM aHaIM3a BCE KOMIOHCHTLI
HaGopa pearcHToB HEOOXOAMMO  BbLACPKATh  HE
menee 30 MuH nipu Temneparype ot 17 10 272G,
[epen  MCMONB30BAHMEM  COLCPIKUMOC (pnaxoHoB
(npo6upoK) C KOMMOHEHTaMW, BXOAALMMH B
cocTaB HaGopa peareHToB, NEPEeMELIaTh.

H3mepuTh oIl pacTBopa B JIyHKax
«MmmyHocopOeHTa»  Ha criekTpodhoTomerpe MM
aHANN3aTOPe ABTOMATHYECKOM B JBYXBOJHOBOM
peskuMe: OCHOBHOW (uibTp — 450 nMm, pedepenc-
¢QuabTp B JAdanasoHe ot 620 no 700 mHwm.
JlomyckaeTcs: H3MEPEHHE OIl npu OAHOW JUTMHE
BosHbl — 450 um. HyneBo# ypoBeHb («BaanK»)
YCTAHOBHMTD 110 BO3AYXY.

Bpemsi MekLy OCTaHOBKOM PEAKLMH W M3MCPEHHCEM
Ol n0kHO GbiTh He Gosee 40 MuH.

HaGop pearcHTOB XpaHWTh MpU TEMIEPATYpe OT 2
20 8 °C B TeueHHE CpoKa roAHOCTH. BosaeiicTre
Temrieparyphbl He Boitue 27 °C B TEUCHHC 10 cyTok
He BIMSET HA XapaKTepPUCTHKH HAOOPa PearcHTOB.
TpaHcnopTHpoBaHue Habopos peareHToB
POM3BOANTL TPy Temneparype ot 2n0 8 20
Jlonyckaercst TPaHCropTUPOBAHHE npu
Temneparype He Boitlie 27 °CB TeUeHHE 10 cyToK.
3amopaKMBaHNWe HabopoOB peareHToB HE
JIOTIVCKAETCS.
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Cpox roanocrn nabopa — 18 wmecsieB co aHs
BbIIyCKa.

2. 3axkmouuts norosop ¢ TOO «/luamen», Haxonswmmycs no aapecy » r.Anamartsl, yi.Kapmbicosa, 96
(nocne npeaocTaBaeHUs BCEX AOKYMEHTOB COMIACHO KBATM(HUKALUMOHHBIM TPeGOBAHMSIM MOTEHLHAILHOIO
nocTaBLIMKa B COOTBETCTBUM C TpeOOBAHMAMM, NMpeaycMOTpeHHbIMM riaBamu 3 — 4 [loctaHoBrieHus
[TpaBurenscrea PK ot 8 HosGps 2017 rona Ne719 «O BHecenun uzmenennii B nocranosnenre [Ipasuresnbcrea
Pecny6aukn Kaszaxcran or 30 oxrabps 2009 roga Ne 1729 "OG6 yreepskaenuun [lpaBua opranusaumu u
NPOBEACHHS  3aKymna  JIGKAPCTBEHHbIX  CPEACTB,  MPOQHIAKTHUYECKHX  (MMMYHOOHOJIOrMYECKHX,
JMarHOCTHYECKHX, Ae3MH(QUUMPYIOLIMX) MPenaparoB, U3AEIUH MEIULMHCKOrO Ha3HAYeHUs W MEIMLMHCKOM
TEXHUKH, (PapMaLEBTUUYECKHUX YCJIyr MO OKa3aHWIO rapaHTHpPOBAHHOrO oObema GecrniaTHOW MeAMUMHCKOM
MOMOUIA W MEJIMLMHCKON MOMOLLM B CHCTEME 0053aTeIbHOrO COLMAIIbHOrO MEAMLMHCKOrO CTpaxoBaHus...",
Ha obutyro 1 007 000,0: gmml MUJLINOH cemMb Thicsiu) Tedre 00 TnbIH.
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