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1. O6mas napopmanus

1.1 Ha3nauenue

HabGop pearenroB HeV Amp PS npennasnaven nis kadectBeHHoro ompenenenus PHK
BHUpyca XeHJpa B Ipenaparax HyKJIEHHOBBIX KUCIOT. TOIBKO JUisi HAy4YHO-UCCIIEI0BATEIbCKUX
nenen!

1.2 Tun anaau3upyeMoro oopasua

OCHOBHBIMU BHJIaMH HCCJIEIyEMOT0 MaTepuana SBISIOTCS OWOJIOTHMYeCKHe OOpasIlbl:
IJ1a3Mbl KPOBH, CHHMHHOMO3TOBOM >KHMJIKOCTH (JIMKBOpa), Ma3Kuh CO CIM3UCTOM 000J0YKU
HOCOTJIOTKH U POTOTJIOTKH.

1.3 IlesieBoii aHAJIUT

LeneBpiM ananmutom ans npoenenHuss OT-IIL[P-ananusza sBusercs ¢parmMeHT reHa,
KOAUPYIOIIHNIA HyKJIeoKarncuaubli 6enok N Bupyca XeHpa.

1.4 TpeGoBaHusI B OTHOLIEHUH MOJATOTOBKH MOJIb30BaTeJIei

HaGop pearenroB HeV Amp PS mnpegHasHadueH TONBKO i TPOdECCHOHATHHOTO
MIPUMEHEHUS.

K pabote ¢ Habopom pearentoB HeV Amp PS nomyckaroTcs crienuanuctsl, 00ydeHHbIE
METOJIaM MOJIEKYJISIPHON JMArHOCTHKHU U TMpaBWiiaM paboOThl B KIMHUKO-AMATHOCTUYECKOW WU
HAy4YHO-UCCJIEIOBATEIbCKOM  JTabopaTopuM, B YCTAHOBJIEHHOM  TOCYJapCTBEHHBIMU
PEeryJIUPYIONIMMHU OpraHaMu MOPSJIKE.

Opranuzanus 71a00paTOpHON JAMAarHOCTUKM BHpyca XeHApa OCYIIECTBISETCS B
COOTBETCTBUU C TpPeOOBaHUSMHU CAHHTAPHOTO 3aKOHOAATENHCTBA MO PadOTE€ C MATOTCHHBIMHU
MUKpoOpranusMamu. Jlaboparopuu opraHuszaiuii, UMEIOIIMe CaHUTAPHO-3HUIEMUOJIOTUYECKOE
3aKJIF0YEHHE O BO3MOKHOCTH MTPOBEIEHUS paObOT ¢ BO30YIUTENSIMA MH(EKIIMOHHBIX 3a00J1€BaHUI
YeJIoBEeKa TOM TpyNIlbl NATOT€HHOCTH, KOTOPasi COOTBETCTBYET BUPYCY XEHApPa U YCIOBUS s
pabotsl (Meromom OT-IILP wunu apyrumu MeToJaMu), MOTYT OPraHHM30BBIBATH paboOTy MO
IUAarHOCTHKE BUpyca XEHIpa, TMOJb3YyACh 3apEeTUCTPUPOBAHHBIMU B  yYCTAaHOBJICHHOM
TOCYJIapCTBEHHOM TOPSIIKE TECT-CUCTEMAaMU B COOTBETCTBUU C MHCTPYKIIHEH 1Mo mpuMeHeHuto0. K
paboTe ¢ TecT-CUCTeMaMH Uil AMArHOCTUKH BUpyca XeHapa B Jab0OpaTopusx OpraHu3aiui
JOTYCKAIOTCSl  CHEUANINCTBl, HMEIIINE CAHUTAPHO-3MUIEMHUOIIOIMYECKOE 3aKIIIOUeHHE Ha
paboty ¢ BO3OyauTesIMU HH(PEKIIMOHHBIX 3a00J€BaHNUN TOM TPYIIBI MATOT€HHOCTH, K KOTOPOH
OTHOCHTCSI BUPYC X€EHIpA.

1.5 Cnenuguyeckas naToIorus

Bupyc Xenapa sBisieTcss 300HO3HBIM TIATOT€HOM (TIEpe/laBacMbIM UEJIOBEKY OT

JKUBOTHBIX ), & TAK)KE€ MOXKET TIepEeAaBaThCs Yepe3 ey, 3arpsI3HEHHYI0 SKCKPEMEHTAMHU U CITFOHON
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OOJIbHBIX KUBOTHBIX. Y MH(DHUIIMPOBAHHBIX JIIOICH BUPYC XEHpA MPOSIBISAETCS B pa3HOU CTENIEHU
TSOKECTH — OT OECCUMIITOMHOM (CyOKITMHUYECKON ) MH(PEKITNUH 0 OCTPOI pecrupaTopHOi 00JIe3HN
U CMEPTEIBHOTO SHIEhATUTA.

[lepenocunkamu BHpyca SBISAIOTCA JETy4yHe JHCHLIBI M3 poaa Pteropus, cemeiictsa
Pteropodidae. JleTy4ne nucHIlbl TakyKe MOTYT TepeaBaTh BUPYC MPOMEKYTOYHBIM XO035€BaM, B
YaCTHOCTH JIOIIAJSAM, Y KOTOPBIX pa3BUBACTCA 3a00JCBaHME ABIXATEIBHBIX MYTEH M KOTOpHIE
MOTYT II€PENATh BUPYC YEIOBEKY.

NuKyOanroHHbIi 1epruoa 0ObIMHO AJuTcs 3-16 AHEH. Y ManueHTOB OOBIYHO MOSBIISICTCS
JMXOpPajJKa, HEJOMOTaHue, TOJI0BHAasA 00Jib, MUAITUs, OOJb B rOpJie, TOIIHOTA U PBOTA, MHOTA
COIPOBOKAAIOIINECS TOJIOBOKPYKEHUSIMU M Jie30pHeHTanuel. Tspkenble ciaydyau MEepexolsiT B
SHIEPATUT, KOTOPBIH MOXKET OBITh OCJIOXHEH MPUMAJKAMH U KOMOW. Y TMAIlMeHTOB MOXKET
HAOMIOIaThCSl aTUINUYHAS TTHEBMOHHUS, MPUBOASAIIAS K CHHAPOMY OCTPOM JIbIXaTEIbHOMN
HEJOCTATOYHOCTH.

OcHOBHOI MeXaHU3M Iepeaaun BUpyca XeHapa — KOHTAKTHBIM U BO3AYIITHO-KaIEIbHBIM.

2. Xapakrepuctuka Hadopa peareHToB

2.1 IlpuHuMn MeToaa

[Ipouecc TectupoBanus Ha Hannure PHK Bupyca Xenapa ¢ ucnons3oBanuem OT-IILP B
peXHrMe peaibHOTO BPEMEHHU BKJIFOUAET HECKOJIBKO 3TAIIOB.

[Ipensaputensno PHK skcrparmpyercs u3 00pas3moB HCCIEAyeMOro Marepuaia B
npucytctBul BKO, koropblii HeoOxomuMm nnsi KOHTpoisi kadectBa Beigenenus PHK u
nocienyomeil aMmMdukanuu, 1 KOTOpbId 100aBISAIOT B KaXK/bIN HccielyeMblil oOpasell, B TOM
yguciie B OKO, B cooTBercTBHE C MHCTpyKuued HabOopa Ui BbaeneHus. [Ipocum oOpatuthb
BHUMaHue, yTo Habop HeV Amp PS He conepxut peakTuBoB 11st Beinenenus: PHK, mostomy, ms
3TOro 3Tana HeoOXO0AUMO UCIOIB30BATh OT/ENbHbIE HAOOPH! WIIN METOIUKH.

IIpyamun  tectupoBanuss Ha Hanmmuue PHK Bupyca Xenzapa ocHOBBIBaeTcs Ha
OJIHOATAITHOM peakuuu, Korja B ogHoi nmpooupke npoxoaut cunres kJ{HK na matpuue PHK npu
ydacTuu (epMeHTa peBepTasbl, B pe3yipTaTe dero nosydaercs uenb k/IHK, a ganmee cnemyer
ammugukanys nenesslx GpparmentoB B xoze I[P B pexxume peanbHOro BpemeHu. B kauectse
MUILEHN U1 aMIUIM(UKALUU HCHOJB3YEeTCs YYacTOK IeHa BHpyca XeHJApa, KOAUPYIOLIEro
HYKJICOKaNCUIHbIH Oenmok. JIms neTekuuu MOpoAyKTOB —aMIUIM(UKALMM — HCHOJB3YIOTCS
(bi1yopecleHTHO-MEUEHbIE 30H/bI, KOTOPbIE CBS3BIBAIOTCA C KOMILJIEMEHTAPHBIMH YYacTKaMH
kJIHK-mumenei.

B cocraB peakunonnoit cmecu BxoaatT M-MuLV—-RH peseptasza mist cuntesa k/IHK Ha

matputie PHK, ciennduunsie npaiiMeps! Ui aMiuuKalnny uccieqyeMoro gparMenrta Bupyca



Xennpa, HS-Taq JJHK-monumepasza — depmeHT ¢ 5'-9K30HYKII€a3HON aKTUBHOCTHIO, KOTOPBIHA
obOecrieunBaeT OTHICTUIEHHUE (DITyOPECIEHTHBIX METOK 30HJOB B MPOIECCe aMIUTU(PUKALNUU, YTO
MPUBOJUT K HAKOIUICHUIO CUTHAJIA (IFOOPECICHIINU. J[JIs1 JeTeKIUU MPOAYKTOB aMILTH(DUKAIUN
UCIOJNIB3YIOTCS (PITyOPECIIEHTHO-MEUEHBIE 30HIbI, KOTOPbIE CBA3BIBAIOTCS C KOMIUIEMEHTAPHBIMU
yuyactkamu kJIHK-mumeneii. @iyopecuieHTHO-MeUeHbIe 30HbI ¢ MeTKamMu HEX mis nerexumm
uckomoro Bupyca u FAM nnsa BKO.

Jlerexuusi curaaia GIIOOPECHEHIIMN perucTpupyercs no n1sym kananam: HEX/Yellow —
s kJIHK Bupyca Xennpa u FAM/Green — mist nerekiiun BKO. Pe3ynbrarsl aHamu3upyroTcs Ha
ocHoBaHuu 3HayeHus Ct, koTopoe oTpaxkaer koiuuecTtBo nukioB I[P, HeoOxomumbix ass
JOCTHIKEHHUSI TIOPOTOBOrO ypoBHS (iyopecuieHimu. Yem Himwke 3Hadenwe Ct, TeM BEHIIIe
koHueHnTpanus nenesoir PHK B oOpasie.

KonTponp kauectBa obecrieunBaeTcs HAIMYUEM B cocTaBe Habopa pearentoB [IKO HeV
u OKO nna xoutpons ostanoB BbiaeneHuss PHK, a Takke KOHTpons aHaIUMTHYECKOM
cnenupuynoctn — K+ HeV u K- s xontpons ammumpukanun, BKO 1i1st KOHTposs BIUSIHUS
uHTEepEPUPYIONINX BEIIECTB U MHTHOUTOPOB Ha 3Tanax Boiaenenus PHK u ammmudukanuu.

2.2 CocTaB HaGopa pearenTton

Hab6op pearentoB HeV Amp PS mocraBnsiercss B IByX OOKcax, Kaxablii U3 KOTOPBIX
TpeOyeT COONIOACHUSI OMPEAICIIEHHOTO TEMIIEPAaTypHOro pexkuMa xpaneHus. CocTaB U yCIOBUS
XpaHeHUs I KaKIoro Ookca ykazanbsl Hibke. Habop paccunran Ha 100 peakimid.

Boxe Ne 1

Peaktus Amp 1B (1,25 mu) — 1 wt,;
PeaktuB Amp 2 HeV (0,15 mu1) — 1 it
Peaktus Amp 1RT (0,10 M) — 1 wt.;
K+ HeV (0,10 M) — 1 it

K- (0,45 mi) — 1 wr.

Boxc Ne 2

BKO (1,00 min) — 1 mrt.;
ITIKO HeV (1,00 mi) — 1 mwt.;
OKO (0,45 mm) — 1 .

WHcTpyKuys 1o npuMeHeHHo — 1 mrT.
Komwus macnopra — 1 mr.

Pearentsr n3 Habopa comepxat ciieyroniue OCHOBHbIE KOMITOHEHTHI:
1) PeaktuB Amp 1B — Oydepnsiii pactBop st OT-TILP, conepxarmii

JIe30KCUHYKIJIC03UATpU(OChaThI, CTAOMIN3aTOPHI U YCUIIUTENN (PEPMEHTOB,



2) PeaktuB Amp 2 HeV — cMech OJTMTOHYKJICOTHIHBIX MPaiMepPOB U (hITyOpPECIIEHTHO-
MEYEHBIX 30H/JOB KOMIUIEMEHTApHBIX HCCIeAyeMOMy (QparMeHTy BUpyca XEHIpa H K
BKO;
3) PeaktuB Amp 1RT — 6ydepnsrii pactBop, coaepxkammii M-MuLV—-RH peseprazy
u HS-Taq IHK-nonumepa3sy;
4) K+ HeV — nonoxwurenshubiii koHTpodb 3tana [P, comepxammii cMech OBYX
IUIa3MUJ — K HccreryeMoMy dpparMenTy Bupyca Xenapa u k BKO,;
5) K- — orpunarensubiii koHTposib »Tana [IIP, coxepxammii Bomxy uist
1abopaToOpHOro aHau3a;
6) BKO — BHyTpeHHHUI KOHTPOJIbHBIN 00pa3zer 3tana sxctpakiuun PHK, coneprxarmmit
Oydep ¢ mceBIOBUPYCHBIMH YacTUIIAMHU Ha ocHoOBe ¢ara MS2 c ¢dparmMeHTOM IieneBoi
nocienoBareabHocTd PHK BKO;
7) [IKO HeV — nonoxutensHbli KOHTPOIbHBINA oOpaser 3tana 3kctpakiuu PHK,
coJieprkaniuii 0ydep ¢ ICeBIOBHPYCHBIMU YaCTHIIAMU Ha OCHOBE (hara MS2 ¢ ¢pparmeHTOM
uesieBot nocienosarenbsHoctd PHK Bupyca Xenapa;
8) OKO - otpunarenbHblii KOHTPONBHBIM oOpazen srtanma skcTpakuuu PHK,
CoJIep>Kalluii BOIy JUIst 1Tab0OpaTOpPHOToO aHAIK3a.
2.3 dyHKHUOHATbHBIE MOKa3aTeiu HaGopa peareHToB
2.3.1 llpenes odHApPYKEHUS
YcTaHoBneHHBIH mpenen ooHapyskeHus coctapiseT 100 konuii/mn PHK Bupyca Xennpa.
2.3.2 AHAJTUTHYeCKasl celM(PUIHOCTD
Ha »osrane pa3paboTku mnpousBoauTeneM ObUla TOATBEPXkKACHA aHAJIUTHYECKas
CHEUPUIHOCTH ITyTeM UCCIIeZIoBaHUs ¢ rmomoinsio Habopa pearearoB HeV Amp PS o6pasmos,
conepxkanux JIHK/PHK mTamMMoB reTepoioru4HbIX BUPYCOB: BUPYC Maparpurimna 4eioBeka 3
tuna; Bupyc rpunmna A/Puerto Rico/8/34 (H1IN1); supyc rpunma B/Florida/04/06; ageHoBHpYC
yelloBeKa 5 TUIa; PUHOBHMPYC YeloBeKa | THMa; BUPYC KIELIEBOTO 3HIE(]anuTa; JIMCCaBUPYC
OCIIEHCTBA; BUPYC KOPH; PECIIMPATOPHO-CHHITUTHAIILHEIN BHPYC YesioBeka; Bupyc SARS-CoV-2;

KopoHaBupyc yenoeka OC43.

3. Mepbl npe1ocTOpPO:KHOCTH

3.1 O6mmue TpedoBaHUSA

Bupyc Xenapa oTHocuTCs K matoreHHsIM Onosiornueckum arearam (I1BA).
JlaGoparopus, BBIOIHAONMIAS paOOTHI C MAaTepUaIOM, MOTEHIIMATEHO UHPHUIIMPOBAHHBIM

BUPYCOM XeHz[pa, AO0JIKHA UMEThb CAHUTAPHO-3ITUICMHOJIOTHYCCKOC 3aKIIOYCHHUE O COOTBECTCTBUU



CaHWTapHBIM TIpaBWJIAM YCIOBUU mpoBenaeHus pador ¢ IIBA cooTBeTcTByIOMmICH TpyMIIbI
[aTOTE€HHOCTH.

K pabote ¢ marepuanoM, NOTEHIIMAIHLHO MHPHUIMPOBAHHBIM BUPYCOM XEHJIpa, a TaKKe
npyrumu [1BA, cnenyer nomyckarb TOJIbKO COTPYJHUKOB, 0OYYEHHBIX METO/AaM aMILTU(UKALIUN
HYKJIEMHOBBIX KHCIIOT IpU paboTe ¢ MaTepuaioM, CoJEpKalliM NaTOreHHbIe MUKPOOPTaHU3MBI,
UMeIIMX paspeuieHue Ha pabotry c¢ [IBA coorBeTcTByrOlIEH TIpyIIibl NATOTEHHOCTH U
npomeAmux o0ydeHne Ha Kypcax Mpo(decCHOHATbHONW IOATOTOBKM C OCBOSGHHEM METOJIOB
6e3omacHoit paboTs ¢ [1BA.

[Ipu paboTe HEOOXOAMMO BCET/1a BHIMOIHATH CIEAYIOIIUE TPEOOBAHNUS:

— mporecc paboTel ¢ oOpasmamu, OOOpYAOBaHHEM U pEarceHTaMu JOJDKEH OBITh
OJTHOHAIPABJICHHBIM. AHAIN3 MPOBOIUTCS B OTIENbHBIX NMOMENICHUAX (30Hax). Pabory ciemyer
Ha4YMHATH B 30He oAroToBku (Nel), nmponoskats B 30He Bbiaenenuss HK (Ne2) u nposenenus I11L[P
(Ne3). He Bo3Bpamiate 00pasiibl, 000pyA0BaHUE U PEareHThl B 30HY, B KOTOPOIi ObliIa MpoBeieHa
MpebIayIas CTaausl mpolecca;

— YTHWIM3HPOBaTh OO0pa3lbl B COOTBETCTBUU C JICUCTBYIONIMMH TOCYAApCTBEHHBIMU
CaHUTAPHBIMH TPaBWJIAMH M HOPMAaMHU, TaK)K€ U HOPMATUBHBIMU MPABOBBIMH JOKYMEHTaMHU B
chepe oOpalieHus: C OTX0IaMH;

— HCIIOJIB30BATh W MEHSTh IpPH KaKIOW oOlepanuy OJHOPA30Bble HAKOHEUHUKH JUIS
ABTOMATUYECKUX J03aTOpoB ¢ (QuibTpoM. OJHOPa30BYIO IUIACTUKOBYIO MOCyny (mpoOupkw,
HAaKOHEYHHMKH) HEOOXOJMMO cOpachiBaTh B  CICHUAIBHBIA  KOHTEHHEp, CcoIepKaiuit
Je3UH(PHUIMPYIOLIee CPeACTBO, KOTOPOE MOXKET ObITh HCHOJb30BAHO I 00€33apaKMBaHUs
MEAMIMHCKUX OTXOJI0B;

— MIOBEPXHOCTH CTOJIOB, a TAKKE IMOMEIIEHUs, B KOTOPBIX MPOBOAUTCS nmoctaHoBka [1LP,
JI0 Hayaja ¥ 1ocJe 3aBeplieHus: paboT HeoOXoauMo o0pabaThIBaTh YAbTPapHOIETOM B TEUCHHUE
30 muH;

— Habop peareHToB MpeAHa3HaueH A JAPOOHOT0 OJAHOKPATHOTO NPUMEHEHHUs s
nposeneHus [I[P-uccienopanms ykazanHoro koymdectsa mpoo (cMm. pasaen 2.2. «CocraB Habopa
pEareHTOBY);

— IPUMEHATh HA0Op CTPOro MO HA3HAUYEHUI0 B COOTBETCTBUM C WHCTPYKIMEH IO
IIPUMEHEHUIO;

— Bce 00pa3lpl, MOJIyYeHHbIE AJs JIAOOPaTOPHOTO HCCIEOBAaHUS, CIENyeT CUYUTaTh
MOTEHIIMATbHO MH(DUIIMPOBAHHBIMU, U TIPH padOTe C HUMHU JTOJDKHBI YUUTHIBATHCS TPEOOBAHUS

HeﬁCTBYIOMHX TrOCyJapCTBCHHBIX CAHUTAPHBIX IIPABUII U HOPM,



— HE WCIOJIb30BaTh HA0Op PEareHTOB, €CIM TPU TMEPBOM HCIOIB30BAHUU 3aBOJICKAs
yIIaKOBKa BCKPBITA HJIM ITOBPEXK/ICHA, BHEIIHUH BHUJI peareHTa He COOTBETCTBYET OMTUCAHUIO;

— HE WCIONBh30BaTh HAOOpP  peareHToB, €ClIM HE  COONIOAAUCh  YCIIOBUS
TPAHCIIOPTHPOBAHUS ¥ XPAHEHHS COTJIACHO MHCTPYKIINY;

— HE UCTOJB30BaTh HAOOP PEareHTOB M0 UCTCUSCHUU CPOKA TOHOCTH;

— UCTOJIh30BaTh MEIUIIMHCKHE OJJHOPA30BbIC HEOITyIPCHHBIC NMEPYATKH, JIAOOPATOPHBIC
XaJaThl, JJAMHHAPHBIE OOKCHI BO BpeMs paObOThI ¢ 00pasliaMu ¥ peareHTaMu, TIATeIbHO BHIMBITh
PYKH 10 OKOHYaHWH paboThl. Bee omepamuu MpoBOAWTH TOJNBKO B MEpUYaTKaX ISl MCKIFOYCHUS
KOHTAaKTa C OPraHu3MOM 4YeJIoBeKa (IT0JIb30BaTeNs);

— n30eraTh BIIBIXaHHS MApOB, KOHTAKTa C KOXKEH, IVIa3aMU M CIM3UCTOW OOOJIOYKOU.
Bpenen nipu npornareiBanuy. [Ipu KOHTaKTe HEMEJIEHHO MTPOMBITH MTOPAKCHHOE MECTO BOJIOM,
pU HEOOXOIUMOCTH OOPATUTHCS 33 MEUIIMHCKOH TOMOIIIBIO;

— nH(POPMAIIMOHHOE TTMCBMO O 0€30MacHOCTH Habopa peareHTOB JIOCTYITHO MO 3a1pocy K
MIPOU3BOIUTEITIO;

— Habop pearentoB HeV Amp PS comepxut asun Harpus B koHuentparuu 0,05% (B
Ka4eCcTBE KOHCEPBAHTA), SIBIIIOUIMICS TOKCHYHBIM BemiecTBoM. OTXoibl, oOpasyromuecs B
pe3ynbTare NPUMEHEHHUs ToJib30BaTesiMiu Habopa peareHToB 1o Ha3HAUCHHUIO, YCTAHOBICHHOMY
MIPOU3BOIUTEIIEM, HE SIBJISTFOTCSI TOKCHYECKH OIMACHBIMH BCIICACTBHE MAJIOW KOHIICHTPAIUU a3H]1a
HATPUSI, U OTHOCSITCS K MEIUIIMHCKAM OTXOJlaM KaTeropwu B HE coaepiKalmuM TOKCHYHBIX
BeniecTB | min 2 kinaccoB omacHOcTH. J{iist 6e30macHoi yTUIM3aIui Heucnois30BaHHOro Habopa
u o0Opa3yronmxcs Mocie UCmoib3oBaHus Habopa 0TX010B HEOOXOIMMO CIIEJIOBaTh MECTHBIM
TpeOOBAHUSAM 110 YTHIIM3AIUNA COBMECTHO C PEKOMEHJIAIUSAMHI U JIAHHBIMH, TPECTABICHHBIMH B
nacriopte 6e3omacHoct HaGopa. Hamboiniee akTyanbHyro mHbOpMaIuioo 00 OMacCHOCTH CM. B
nacnopte 6e3omacHocTi Habopa. [TacmopT 6e30macHOCTH MPEAOCTaBISIETCS AOMOIHUTENBHO 110
3ampocy noTpeduTens.

3.2 OueHka BepoOSITHBIX COOBITHI, B pe3yJbTaTe HACTYIJIEHHS KOTOPBIX MOTYT
MPOU30iTH HETATUBHBIE MOCJEICTBHUS JJIsl OPraHN3Ma YeI0BeKa.

[Ipn wucmonb30BaHMM TO HA3HAYEHUIO W COOJNIIOJIEHUU BBIIICTIEPEUUCICHHBIX Mep
MPEIOCTOPOKHOCTH HAbOp Oe30maceH.

4. Tpedyemoe 000py10BaHHEe U MATEPUAJIbI

4.1 Peareuts! a4 Beigejenus PHK

s Beinenenus PHK pekoMeHyeTcst HCTIONb30BaTh CIEAYIOIINE HAOOPHI B COOTBETCTBHU

C UX UHCTPYKLUEH:



— «Kommekr pearentoB mns Beimenenuss PHK//IHK w3 knmHMYeckoro marepuana
«PUBO-npem» mo TY 9398-071-01897593-2008, PY Ne ®CP 2008/03147 ot 24.05.2024 r.;
— «Kommnekr pearenroB mns skcrpakuun PHK/JIHK u3 OGmonormyeckoro matepuana
«MATHO-cop6» o TY 9398-106-01897593-2012», PY Ne ®CP 2010/07265 ot 19.12.2024 r.;
— «Habop peareHTOB /17151 BBIJICTICHUS] HYKJIEHHOBBIX KUCIIOT U3 KJIMHHUYECKOTO MaTepuaa
«HYKJIEO-npen PS» o TV 21.20.23-035-01967164-2020, PY Ne P3H 2021/14830 ot 20.07.21
T.
4.2 Tpebyemoe 000opy10BaHHe H MAaTEPHAJIBI JIJIsl TPOBeAEeHHUsI UCCJIeI0BAHMS
— IOporpaMMUpyeMblii  aMIUIMPUKATOp (TEPMOLUKIEP) C CUCTEMOW JIETEeKLIUU
(IIyOpecieHTHOTO CUTHAJIa B PEXKHME PEaIbHOTO BPEMEHH C 00s13aTeIbHBIM HAIUYHEM KaHAJIOB
nerexiuu  ¢uryopecuenimn FAM/Green ' HEX/Yellow. BanmuaupoBaHbl [Uiss COBMECTHOTO
npuMmenenus ¢ Habopom pearenToB: TepMorukiep 1t aMIUId(pUKAIME HYKJIEHHOBBIX KHUCIOT
C1000 Touch c peakunonusiM ontuueckuM moayieM CFX96 (Optical Reaction Module CFX96)
win CFX384 (Optical Reaction Module CFX384), (Bio-Rad Laboratories Inc. («buo-Pan
Jlaboparopues Unk»), CILIA) nnanmeTHoro Tvna win npudop AJis NpoBEACHUS NOJUMEPAa3HON
IICMTHON PEaKIUu B peKUMe peanbHoro Bpemenu Rotor-Gene Q, ¢ mpunamiexunoctsamu (Qiagen
(«KKUAT'EH I'M6X») I'epmanus;
— O0okc abakTepuaabHON BO3MyIIHON cpeabl it padotsl ¢ JJHK-ipobamuy;
— BBICOKOCKOpOCTHass MuHHU-LeHTpu(dyra Microspin 12 ¢ npunaminexsHoctsamu, (00O
BUOCAH (BioSan), Jlatsusi);
— 1abopaTopHbIe J03aTOPBI MUMETOUHbBIE MEXaHUUECKUE TEPEMEHHOT0 00BbEeMa;
— HAKOHEYHUKU YHUBEpCAJIbHbIE C GUIBTPOM I JAOOPATOPHBIX J103aTOPOB, 00BEMOM J10
10 mxa, 200 mxa, 1000 mkit;
— npobupku, oosemom ot 0,5 mit 10 2,0 M1, mpobupku 06beMoM oT 0,2 MIT A7 TOCTaHOBKU
ITLIP, GecuiBeTHBIC;
— neHTpudyra-BopTeKc co ckopocThio BpamieHus 1500-3000 o6/muH;
— XOJIOIMIBHHUK, ITOJICPKUBAIOIIHIA TeMIieparypy oT tiroc 2°C no mmoc 8°C;
— MOpO3UJIbHAs KaMepa, OoJIepKuBatoias Temmneparypy oT Munyc 22°C no munyc 16°C;
— OTAENbHBIM XajaT, MIANO4YKH, OOyBb M TNeEpYaTKM MEIUIMHCKHE OJHOPA30BbIe
HEOITy IPCHHBIE;
— Boja s JlabopaTtopHOro aHaim3a mo crnenudukanun «Boma mist mabopaTopHOTro
ananuzay, CII-OIII-C002.
JlonmyckaeTcsi mpUMEHEHHE IPYTHX MaTepuajoB M O0OPYAOBaHUS, SKBHBAJIEHTHBIX IO

TEXHUYCCKHUM XapPaKTECPHUCTUKAM U KBaJ'[I/ICbI/IKaLII/II/I.
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4.3 Coop, mOATOTOBKA M XPaHeHHe HCCJIeAyeMbIX MAaTEPUAJIOB

OCHOBHBIMM BMJIaMU HCCJIENYEMOrO0 MaTepuana SBISIOTCA IMpenaparbl HYKIEMHOBBIX
KHCJIOT, MOJTy4YeHHBIE U3 OMOJIOTHYECKUX 00pa31oB: M1a3Mbl KPOBH, CIIMHHOMO3TOBOM KHJIKOCTH
(JlukBOpa), Ma3KOB U3 HOCOTJIOTKU U POTOTJIOTKH.

Bce neiictBus 1mo MOArOTOBKE IMPOO, JOJDKHBI TMPOBOJUTHCS B COOTBETCTBHH C
MOJIOKEHUSAMH, TIEPEUUCIICHHBIMU B pazzene 3 «Mepsl mpenoctopoxHocTi». COop, MOAroToBKa,
TPaHCHOPTHPOBAHUE, XpaHEHHE, OOpa3lOB HCCIEAYEMOro MaTepuasia OCYIIECTBISETCS
CHEMAIbHO OOYYEHHBIM I[IEPCOHAJIOM B COOTBETCTBUU C JCUCTBYIOUIUMH HOPMAaTHBHO-
MIPABOBBIMU JJOKYMEHTAMU: CAHUTAPHBIMU IIPaBUIIAMHU U HOPMaMH, METOJUYECKUMH YKa3aHUSIMU,
PEKOMEHIALIUSAMU JJIs1 COOTBETCTBYIOIIMX BUI0B 00pa3LOB.

5. IlpoBenenue ucciae10BaHus

5.1 IToaroroBka MaTepuaJia K BblJ1eJIEHUIO HYKJI€HHOBBIX KUCJIOT

Boigenenue HYKJIEHHOBBIX KHUCIOT MPOBOIST B COOTBETCTBHUM C HHCTPYKIHUSAMH IO
IPUMEHEHHI0 [UIsi HabopoB peareHToB s BbyieneHuss PHK, pekomeHnoBaHHbIMU aiist
COBMECTHOTO MpUMEHEHUs1 ¢ paHHbiIM HabGopom pearentoB (cMm. pazaen 4 «TpebGyemoe
000pyIOBaHUE U MAaTEPHAIIBD»).

5.2 YcioBus npoBeieHNs NPoLeaypbI HCCIeJ0OBAHUS

HaGop peareHTOB TOTOB K MPUMEHEHHUIO COTJIACHO JaHHON HMHCTpyKuuH. Bce paboTbl
npoBoAAT npu Temneparype ot mioc 20°C o miaroc 28°C, OTHOCUTENBHOM BIaKHOCTH OT 15 10
75 %. Habop He coep>KUT BEIIeCTB U MaTEPHUAJIOB, TPEOYIOIIHUX 00eCIIeueHHs ClIeluaTbHBIX MEp
0€30I1aCHOCTH, U He MPEACTaBISIET OMACHOCTH JJIS JII0/IeH B TeUEHUE BCETO CPOKA FOJHOCTH MpPHU
YCIIOBHH COOJTFOICHHSI MEP MTPEIOCTOPONKHOCTH (CM. paszen 3 «Mepsl IPea0CTOPOKHOCTI).

5.3 Okcrpakuusa PHK u3 ucciaenyemoro marepuasia

IToaroToBUTH U MPOMAPKUPOBATH HEOOXOJMMOE KOJIMYECTBO MPoOUpOoK oObeMoM 1,5 mi
B COOTBETCTBUU C KOJIMYECTBOM HCCIIELyEMBbIX ITPOO U JABE IOTOIHUTEIbHBIE MUKPOIIPOOUPKY ISt
OKO u [IKO HeV. Brectu B kaxayo noarotosieHHyto npodupky BKO B o6veme 10 mxi. B
npoOupKH, npeaHazHaueHHble A uccaeayemsix npod [IKO HeV u OKO, BHectn mo 90 Mk
uccinenyemoro obpaszna IIKO HeV u OKO, coorBercTBeHHo. Jlanee HEOOXOAMMO MPOBOAUTH
npouenypy Boiaenenuss PHK corimacHo mHCTpykunu k mpuMmeHseMomy HaOopy. [lomyueHHbIe
o6pasubl PHK xpansT B Teuenue 1 rona npu remmnepatype He Boie MuHyc 16°C.

5.4 IMoaroroBka peakunoHHoM cmecu 1Jis nocranosku OT-ITIP

[ToaroroBka peakmuonnoi cmecu st OT-TTLP nomkHa mpoBoauThes B 30He Ne 3 B Gokce
abakTepHaIbHOM BO3AYIIHOW cpenbl. PeareHTsl Habopa cienyeT CMEInBaTh HEMOCPEACTBEHHO

nepena npoBeaeHuem [T1P!
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[Topsimok paGoThI:

1. Pasmoposurs Peaktus Amp 1B, Peaktus Amp 2 HeV, K+ HeV u K- u3 bokca Ne 1.
[TepememaTs conepkumMmoe MpoOUPOK, OCAAUTH KATIM Ha BOPTEKCE.

2. IToaroToBUTH B OHON YMCTOM MPOOHPKE OOLIYIO0 PEAKIIMOHHYIO CMECh B COOTBETCTBHHU C
KOJINYECTBOM HCCIIEyeMbIX 00pa3lloB COIJacHO Tadyuue 1 ¢ y4eToMm 4eTblpeX KOHTPOJIbHBIX
obpaszioB (ITKO HeV, OKO, K+ HeV, K-) u omHOI JONOJHUTEIBHON MPOOHUPKH C yYETOM
HOTPEIIHOCTH TIuneTupoBaHus. [lepememars copepkuMoe NPOOMPKH, OCATUTh Kalid Ha
BOPTEKCE.

Taoauna 1. Peakumonnas cmech aiasa OT-ITHP

KommnoneHnt O06beM Ha | peakIuio, MK O6bem Ha 100 peakiuii, MKII
PeaktuB Amp 1B 12,5 1250
PeaktuB Amp 2 HeV 15 150
PeaktuB Amp 1RT 1,0 100
3. OtobOpaTh HEOOXOIUMOE KOJIMYECTBO MPOOMpPOK oObeMoMm 0,2 Mi s aMIuIudUKAIIN

k/IHK nccnenyeMpix 1 KOHTPOJIBHBIX 00pa3IioB.
4. Baectu B kaxayro npoOUpKy 1o 15 MKJI IpUrOTOBIEHHON OOLIEH peaklMOHHONW CMECH.
Hewucnionb30BaHHBIE OCTATKH PEAKIIMOHHON CMECH BHIOPOCHUTH.
S. B npo6upku Baectn no 10 mxi npo6 PHK, monyueHHbIX B pe3ynbpTare SKCTPAaKIMU U3
uccienyeMbIx 00pasioB. B npobupku, npegHazHaueHHbIE AJ11 KOHTPOJIBHBIX 00pa31i0B BHOCST O
10 mxn coorBerctBytomux koHtposed (I[IKO HeV, OKO, K+ HeV, K-). Koneunslii 00bemM
peakuuu ¢ ydeToM Jo0aBIeHHOro 00pasiia JOKEH CoCTaBIATh 25 MkJI. Ha mpoOupku He HaHOCAT
HA/IITUCH, YTOOBI HCKITIOYUTH BIMSHUE HA JICTEKITUIO (IIyOpPECHEHITHH.
6. 3akpbITh Kpblku mpodupok ans IIP, nepememars coaepxkumoe MpoOUPOK, OCATUTh
KaIlUIM Ha BOpTEKCE.
7. VYceranoButh npodupku st OT-TILP B 610k ammudukaropa.

5.5 PaGora ¢ nporpaMMHbIM o0ecrieyeHHeM aMILIM(PUKATOPA

3amycTuTh IporpaMMHOe obecrieueHue ammnpukaTopa. Buectu nporpaMmy npoTokosia
aMIUTH(HUKAIIIN B COOTBETCTBUU C TaOIHIIeH 2.

Tadoauua 2. [Iporpamma amnmiupukanuu

drTan TeMnipCaTypa, Bpems KosmyectBo nukiaos | Kanan gereknun
Obparras 50 15 mun 1 -
TPaHCKPUIILIUSA
[IpeaBapurenbHas 95 S v 1 i
JleHaTypauus
Jlenarypanus 95 10 c 40 -
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QTXHF FAM/Green u
TpaiiMepos u 55 30¢ HEX/Yellow
QJIOHTalIuA

Co3math pa3MeTKy B COOTBETCTBHM C YCTaHOBICHHBIMH HpOOHMpKamMu  OJIOKa
amrunukaTopa, BeIOpaTh KaHaibl aerekiud FAM/Green (mis nerexkiun BKO) u HEX/Yellow
(nst meneBoro pparmenta PHK Bupyca Xenjpa), 3amycTuTh MporpaMmy aMIuid(hUuKaIyy.

5.6 Ananu3 pesyabraTos I[P

[Ipy wucnonbp30BaHWM TPUOOPOB POTOPHOTO THUMA ISl aHalIM3a Pe3yJbTaToOB
PEKOMEHIyeTCsl CIIOJIb30BaTh CIIEAYIOIINE HACTPpOUKHU: i kKaHamoB Green u Yellow ycranoButh
pexxum quHamudeckoro ¢gona (Dynamic tube) u koppexkiuu ykinona (Slope Correction), B MeHto
ycrpanenue BeiOpocoB (Outlier Removal) BeicTaBuTh 3HadeHue mopora GpoHa OTpHLIATEIBHBIX
npo6 (NTC Threshold) 0-10%, B mento pacuera moporosoro iukia (Ct calculation) ycranoButh
noporosoe 3uadenue (Threshold) s Green 0,05-0,1 equnun u s Yellow 0,05-0,1 exunun. B
clly4ae, eClii KpUBbIC ()JTyOpECIICHIIMH HE COOTBETCTBYIOT SKCIIOHEHIIMAILHOMY POCTY (HE HUMEIOT
S-00pa3Hblii BHJ), IOIyCKaeTCs yBeIUuUeHHE 3HadeHus mopora ¢ona otpunarenbHbix (NTC

Threshold) mpo6 g0 20%.

[Ipu ucnonbp3zoBaHuK NpUOOPOB MIIaHIIETHOTO THNa A kaHaioB FAM u HEX B paznene
MeHIO Hactpoiiku (Settings), mommenro Hacrpoiiku 6asosoii snmuun (Baseline settings)
YCTAaHOBHUTDH PEXUM BbluMTaHMs 0azoBoi aunuu (Baseline substracted) u (Apply fluorescence
drift correction). Iloporosesie 3HaueHHs aBTOMaTHueckoro ompeneneHus (Auto-calculated)
Clle/lyeT YCTaHOBUTh B MEHIO MOPOTOBBIX ypoBHeW Oas3oBoii nunuu (Baseline threshold), B
nyHKTax «0a3oBble UKL (Baseline cycles) u «oaun moporoseiii mukm» (Single Threshold)
a1b0 B TOM XK€ MEHIO BBICTABHTh BPYYHYI. B 000MX ciydasx MOporoBoe 3Ha4€HHE JOJKHO
cootBeTcTBOBaTh 10% OT MakcUMaIbHOTO YpOBHS (hroopeciieHInn 00pasioB K+ Ha mociennem

nukiie TTIP.

Ha cnenyromem stamne B mporpaMMHOM OOecrieueHUU MPUOOPOB aHAIM3UPYIOT KPUBBIE
HaKoIUIeHUs curHaia ¢uryopecueniuu rpaduku HakorieHus: JIHK o cnenyromum nmapamerpam:

— rpaduK HaKOIUICHHS (IIyOopeceHIIUN nMeeT (OpMy SKCIIOHEHIIMAILHON KPUBOH;

— KpuBasi (IyopeclUeHIMH [0 KaHaly IepeceKkaeT MOpPOroBYI0 JIMHHIO Ha Yy4YacTKe
HKCIOHEHIIUAJIBLHOTO POCTA.

JIJ1s1 KpUBBIX, COOTBETCTBYIOIIUX 3TUM TapaMeTpam, ONpeaessasioT moporoeiii mukn Ct —
ruka [THP, mpu xotopom QyopectieHnyst o JaHHOMY KaHaTy JUIs JaHHOTO o0pasiia JOCTUTIIa

MMOpOroBoro 3Ha4CHUA (bnyopecueHuHH.
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Pesynbprarel npoBenenHoro [P uccnemoBaHusa Tak k€ OLIEHUBAIOT IO CJIECAYIOIIUM
KPUTEPUSIM NMPUEMIEMOCTH:

— B XOZIe aMIUTM(UKALIUN PETUCTPUPYETCS IKCIIOHEHIIMATBHBIN POCT YPOBHS (PIIyOpeCHEHIINU IO
kananam FAM/Green u HEX/Yellow B mpo6upkax ¢ I[IKO HeV u K+ HeV; 3nauenus Ct mis
3TUX 00pa3LoB COOTBETCTBYET I'paHUIAM U3 TaOIHIIbI 3;

— B X0J1e aMIUTH(HUKAIIMN OTCYTCTBYET (piryopeclieHTHbI curHai o kananam FAM/Green u
HEX/Yellow B mpoGupke ¢ K-;

— B X0/1¢ aMIUTH(UKAIINN PETUCTPUPYETCS SKCIIOHEHIIUAIBHBIN POCT YPOBHS (IIyOpECHEHINH 110
kanairy FAM/Green ¢ orcyrctBreM pocta ypoBHs ¢uryopectieHimn mo kanairy HEX/Yellow B
npobupke ¢ OKO, u nomyueHHble 3HaYeHHs TOPOroBoro 1ukiaa Ct COOTBETCTBYIOT IPaHUIIAM,
yKa3aHHbBIM B TaOmuIe 3.

Ecan OT-IILP uccnenoBanue oTBEYaET BCEM BBIIICTICPEUUCICHHBIM KPUTEPUSIM, TO €0
pe3yNbTaThl CUMUTAIOTCA MpUEMIIEMBIMH. B TakoMm ciyyae 3akilOueHHe O HaJu4uH, JIMOO
OTCYTCTBHUH B aHAJTU3UPYEMOM 00pasiie BUpyca XeHpa JAeNaeTcsi B COOTBETCTBUH ¢ Tabnulei 4.

Ecnu pesynbratel OT-IILIP uccienoBanusi HE COOTBETCTBYIOT OJHOMY M3 YKa3aHHBIX
KpUTEpUEB, HEOOXOAMMO IIPOBECTU IIOBTOPHOE HCCIIEOBAHUE BCEX OOpa3loB, HAauyuHas C

Boiieniennst PHK ¢ npunstuem mep no ycrpanenuto kontamuHanuu B [1I[P-naboparopun.

Taéauna 3. 3Hayenus Ct KOHTPOJIbHBIX 00Pa31OB.

IMoporoswiii muka IIP (Ct)
Kontpoar b1 Kanan FAM/Green Kanan HEX/Yellow
o0pazen
[Tpubop [Tpubop [Tpubop [Tpubop
POTOPHOTI'O THUIIA INTAHIIETHOT'O THUIIA POTOPHOTI'O THUIIA IIJTAHIIETHOI'O THUIIA

MMKO HeV <35 <35 <33 <33

OKO <35 <35 H/O H/O

K+ HeV <30 <30 <30 <30

K- H/O H/O H/O H/O

Tabauua 4. Uurepnperanus pe3yiabratoB [P ucciienoBanus.

Ioporoseiii muka I[P (Ct)

AHanu3MpyembIit Kanan FAM/Green Kanan HEX/Yellow
napaMeTp uccJeayemMbIX [Tpubop [Tpubop
Hp05 Ip H60p IUIAHIIETHOT O HpH60p IUIAHOIETHOIO
pOTOpHOro THIIA A pOTOPHOrO THUIIA S

OO0paszel MOI0KUTEIEH HA
nanmune PHK Bupyca <35 <35 <37 <37
Xenapa
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OO0pas3el oTpUnATEJIEH HA
nannuue PHK Bupyca <35 <35 H/O H/O
Xenapa

Pesynbrar coMHUTEIbHBII >35 wnmu H/O >35 wimu H/O >37 i H/O >37 umu H/O

[Tpu 3Hauenusx Ct, momydeHHBIX MMPU MPOBEICHUN HCIIBITAHNUH, 32 TIPEciaMy HHTEPBAJIA,
yKa3aHHOTO B Ta0nuiax 3 u 4, caeayeT MpoBECTH MOBTOPHOE UCIIBITaHKe. ECIii Mpu MOBTOPHOM
MIPOBEJICHUM HCIBITAHUSA, IOJIYYEHHBIE PE3yJlbTaThl HAXOIATCS 3a MPEAeIaMH YKa3aHHOI'O
WHTEpBaJia, TO CJIEIyeT CYUTaTh, YTO HAOOp PEareHTOB HEHAJJIekKAIEero KauyecTBa M JaHHbBIN
HAOOp HE MOXeT OBITh HCHONB30BaH JUIsi TpoBelcHHs aHanmm3a. [lpu 3Hadenwmsx Ct
UHTEPIPETHPYEMBIM COTIIACHO YKA3aHHIM B Ta0JIHIIE 4 KaK «pe3yJIbTaT COMHUTEIBHBINY, CIIEAYET
MPOBECTH TMOBTOPHBIA aHanmu3 C oOpa3noM, HauumHas c ortana BbigeneHus PHK. Ilpu
HEBO3MOKHOCTH NOBTOpHOTO BhleneHus PHK crnenyer npoBectr mOBTOpHBIN aHAIIN3, HAUUHAA C
srana OT-IIIIP. Ilpu mNOBTOPHOM COMHUTEIHHOM WJIM OTPUIIATEILHOM pe3yJibTaTe
OKOHYATENIbHBIA ~ PEe3yNbTaT  CIEAyeT HMHTEPIPETUPOBaTh KakK  oTpuuaTenbHbid. [lpu
MOJIOKUTEIBHOM PE3yJIbTaTe MOBTOPHOTO aHajiu3a €ro CJleAyeT HHTEepPIPETUPOBaTh Kak
MOJIOKUTETBHBIMN.

6. YcaoBusi pancnoptupoBanuss HaGopa pearenron

TpancnoptupoBats Habop peareHTOB ciieyeT BCEeMHM BUIAaMHU KPBITOTO TPAHCIOpPTa B
COOTBETCTBUU C TPeOOBAaHUSMHU U MpaBUIAMH, YCTAHOBICHHBIMU HA JIaHHOM BHUJE TpaHCIOpTa
npu Temneparype ot mitoc 2°C go mmoc 8§°C B TeueHue He Oonee 3 cyToK. 3aMOpakMBaHUE
Habopa MpHu TPAHCTIOPTUPOBAHUH HE JTOTTYCKAETCSI.

TpancnopTupoBaHue HaOOPOB PEareHTOB JOJKHO OCYIIECTBISITHCS B TEPMOKOHTEHHEpaxX
OJIHOPA30BOI'0 TIOJIb30BaHUS, COAEPKAIUX XJIQJ03JIEMEHThl, WIM B TEPMOKOHTEHHEpax
MHOTOKPAaTHOTO MPUMEHEHUsSI C aBTOMATUYECKH TMOAJIEPKMUBAEMON TeMIeparypold WU B
aBTopedprKepaTopax ¢ UCHOIb30BAaHUEM TEPMOUHIUKATOPOB.

[Ipu TpancnopTupoBaHUU HEOOXOAMMO 3aIIMINATH YMAKOBKY OT BO3JCUCTBHUSI BIard M
COJTHEYHOTO CBETa, COOMI0aTh OCTOPOKHOCTh KaK C XPYIKUM IPy30M, COOTIOaTh OPUEHTAIINIO
BBEPX COIJIAaCHO YKA3aHHUIO 3HAKA Ha TPAHCIOPTHOM YITaKOBKE.

HaGop peareHToB, TpaHCHOPTUPOBABIIMNCA C HAPYIIEHHEM TEMIIEPATYypPHOTO PEXKHMA,
UCTIONIB30BaTh 3alpeliaeTcs, OH TOJUICKHUT YTHIM3AalUU COTJIACHO YKazaHUsM pasziena 8
«Yka3aHus 1o 6€30MacHON YTUIM3AIUN KaK MPHUIIEIIITHI B HETOTHOCTD.

7. YcnoBusi xpanenuss Hadopa peareHToB
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KommnoneHntsl Habopa peareHTOB JI0 U MOCJE BCKPBITUS JAOKHBI XPAaHUTHCSA B yIaKOBKE
OPENPUATHI-U3TOTOBUTENS Habopa B TEYEHHE BCErO CPOKAa TOJHOCTH B COOTBETCTBHH CO
CIIEYIOIIMMH TEMIIEPATYPHBIMH PEKIUMAMHU:

Kommnonentsl 60kca Nel: PeaktuB Amp 1B, PeaktuB Amp 2 HeV, Peaktus 1RT, K+ HeV,
K- nomxHubl xpaHuThcs mpu Temmeparype ot mMuHyc 22°C mo munyc 18°C, mpu stoM, ais
KoMIOHeHTOB PeaktuB Amp 1B nonyckaercs nHe Oonee 10 nMKIOB 3aMOpa)KMBaHUsA-
pa3MopaxuBanus, 11 Peaktua Amp 2 HeV u K+ HeV ne Gonee 4 nUKIIOB;

Kommnonentsr 6okca Ne2: [TKO HeV, BKO, OKO nomkHBI XpaHUTBCS TIPH TEMIIEpAType
ot wiroc 2°C o miroc 8°C.

XONMOAMIEHUKA U MOPO3UIIBHBIC KaMEPhI JOJKHBI 00€CIeYnBaTh periiaMeHTUPOBAHHBIH
TEMIIEPaTyPHBIN PEKUM.

Ha6op pearentoB HeV Amp PS, xpanuBuiics ¢ HapylieHUEM TEMIIEPATyPHOTO pexnma,
MCIIOJIb30BAaTh 3aMpeniaeTcs, ero He00X0UMO YTUIM3UPOBATh KaK MPUIIEIINI B HETOJAHOCTh B
COOTBETCTBUU C YKa3aHUAMH pazjiena 8 «YKa3aHus Mo 0e30MacHON YTHIIN3AIUN.

8. Yka3zanus no 6e30nacHoil yruiamzauun

Hab6ops! pearearoB HeV Amp PS, npumeaime B HENMPUTOIHOCTh B CBSA3U C UCTCUCHUEM
CpOKa TOAHOCTHM Ha CKJaJe TMPOU3BOAMUTENS, HE BBIAEP)KABIUIME KOHTPOJb KauecTBa,
3a0pakoBaHHBIE, OTHOCATCS K OTXOJAaM IPOM3BOJCTBA Kiacca B u mojuiexar yTHIn3aluu B
COOTBETCTBUU C JICUCTBYIONIMMH CAHUTAPHBIMY MIPABHJIAMU H HOPMaMH, TAaK)KE€ HOPMATHBHBIMHU
JTOKyMEHTaMu B cepe 0OpalieHus ¢ 0TX0JaMu.

OTtxompl, oOpa3ymoluecs B pe3yibrare npuMeHenns Habopa peareHToB Moib30BaTeNsIMU
M0 Ha3HAYCHUWIO, YCTAHOBJICHHOMY IPOHU3BOJUTEIIEM, OTHOCSTCS K MEIUIIMHCKHUM OTXOJaM
KaTteropuu B He cojepkamM TOKCHYHBIX BEMIeCTB | MK 2 KJIACCOB OMACHOCTH.

MeaunuHCKEe OTXOABI MOJUIekKAT cOoOpy, 00€3BPEKUBAHUIO, PA3MEIICHUIO, XPaHEHHUIO,
TPAHCTIOPTUPOBKE, Y4YETy M YTUIU3AlMU B COOTBETCTBUU C JCHCTBYIOIIMMHU CAaHUTAPHBIMU
MpaBUJIaMU U HOPMaMH.

9. 'apaHTHM NPOM3BOIUTEIS

[IpousBoauTENb TapaHTHPYET COOTBETCTBUE OCHOBHBIX MapaMeTPOB U XapaKTEPUCTHUK
Habopa peareHToB B T€UEHHE YCTAHOBIEHHOT'O CPOKa TOAHOCTH MPH COOIOICHUN BCEX YCIOBUI
TPAHCIIOPTHPOBAHMSI, XPAHECHUS U IIPUMEHEHUS.

Cpox romHocTH Habopa — 12 MecsIIeB OT 1aThl H3TOTOBJICHUS.

10. PeMOHT U TexHHYeCKOe 00CTy:KMBAHUE

Ha6op pearentoB HeV Amp PS He noaneXuT peMOHTY U TEXHHUECKOMY 00CITyKMBaHUIO.

11. O0bsicHeHHEe UCTI0JIb3YyeMbIX CHMBOJIOB
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Tabauua 5. O0bsicHeHHe CHUMBOJIOB, KOTOPbI€ MOTYT HCI0JIb30BATHCSI B MAPKHPOBKE

CumBo HasBanmue 3HaYeHne CMMBOJIA
CHMBOJIA
' ' | IsroroBuTeIh PsgoM ¢ CHUMBOJOM YyKa3aHbl HAaWMMEHOBAaHHUE U  aJpec
usrorosutesss Habopa peareHToB
L -
. | Jlara PsgoM ¢ CMMBOJIOM YyKa3aHa jara HW3rotoBieHus HabGopa
W3rOTOBJICHUS peareHToB

Hcnons3oBats 10,
CPOK TOJTHOCTH

Psnmom ¢ cumBosioM yka3aHa jgara, mociie kotopoi HabGopa
pEareHToB HE JIOJDKEH MPUMEHSTHCS

=l
J ' | Kox mapruun Psnom ¢ cumBonom ykasaH kon nmapruum HaGopa peareHTos,
LOT YCTaHOBJICHHBINA IIPOU3BOJUTEIIEM
L |
r ' | TIpenen PanoM ¢ BEpXHUMH U HUKHUMU TOPU3OHTAIbHBIMUA JTUHUAMHU
TEeMIIEpaTypbl yKa3aHbl I'PaHULIBl TEMIIEPATypPHOrO AUala3oHa, B Ipeiaesax
$ 3 KoToporo HaGop peareHTOB MOXeET Ha/Ie’KHO COXPaHIThCS
v I OOparuTech K Vka3piBaeT Ha  HEOOXOAMMOCTb  JUId  II0JIb30BaTelis
D:i] MHCTPYKLHH I10 O03HAKOMMTBCS C UHCTPYKIUEHN 10 IPUMEHEHHIO
IIPUMEHEHHUIO
L |
s | Conmepxumoro PanoM ¢ CUMBOJIOM yKa3aHO KOJIMYECTBO TECTOB, KOTOPBIE
JOCTATOYHO IS MOTYT OBITh BBINOJHEHBI C HCIOJIB30BaHHEeM Habopa
MIPOBEACHUSA N pEeareHToB
5 -| TecToB
" QU | He nomyckars VkassiBaer, yto Habop peareHTOB HEOOXO0AMMO 3aIUIIATH OT
-’/'T"'\"'- BO3JICUCTBUSA BO3JICUCTBHUS COJIHEYHOTO CBE€Ta M JepXkKaTb BIAIU OT
= COJIHEYHOTO CBETA | HCTOYHUKOB TeEIIa
L -

bepeus ot Biaru

VYka3pIBaeT Ha HEOOXOIMMOCTb 3aIllUThI IPy3a OT BO3AEHCTBUS
BJIaru

i i |
I Bepx Vka3bIBaeT NPaBUIbHOE BEPTUKAIBHOE MTOJIOKEHUE TPY3a
I
Xpynkoe. VYka3biBaeT Ha HEOOXOAMMOCTb OCTOPOXKHOTO OOpalieHus ¢
OcTopoxKHO Tpy30M

12. KonrakTHasi uH(popManusi Ajs o0pamieHuii
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ITo Bompocam, kacaromumcs kadyectBa HaGopa pearentoB mis BeisBienuss PHK Bupyca
Xenapa merogom OT-IILP B peanmsHom Bpemenu (HeV Amp PS), cinemyer oOpamatbes K
npeanpusituio-usrorosurento ®bYH HUM snuaemuonoruu u Mukpoouonoruun umenu Ilacrepa
o aapecy: 197101, Canxr-IletepOypr, yin. Mupa, 14, tenedon (812) 233 20 92, daxc (812) 644

63 10, ai1. agpec: pasteur(@pasteurorg.ru, UHTepHET-caT https://www.pasteurorg.ru.
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