«YTBEPXOAHK»

"eHepasibHbIN AMPEKTOp

MHCTPYKUWA
Mo NpPYMeHeHNI0 Habopa peareHToB A1 AnddepeHLManbHOro BoiseieHns PHK
KOpOHaBupycoB venoseka 229E n NL63 metogom OT-TLLP B pexxume peasibHOro BpemeHu
«Peanbect-OPBW PHK hCoV 229E/NL63»

BBEAEHUNE

OcTpble pecnupaTopHble BUPYCHble MHGekunn (OPBW) 3aHMMaloT NUAMPYHOLLEE MeCcTO B
CTPYKTYpe WHMEKLUMOHHBbIX 60/1e3Heil 4enoBeka. JTO reTeporeHHas rpynna 3aboneBaHui,
3TNONOTMYECKUMIU areHTamMmy KOTOPbIX ABNSKOTCS pa3/inyHble BUPYChl, MOpaXatoLe TKaHN BepXHUX
N HWKHUX AblXaTeNbHbIX nyTei. 3a6onesaemoctb OPBIW HOCUT OTYET/IMBBIA CE30HHbIN XapakTep C
MAKOM B OCEHHE-3UMHWIA MepUOoL U CHVXXEeHWEM BECHOW. PacnpocTpaHeHue BUPYCOB NPOUCXOANT
yalle BCEro BO3AYyLUHO-KanesbHbIM U KOHTaKTHbIM NyTsMU. OCHOBHbIMK BO36yauTenamu OPBU y
yenoBeKa ABNAIOTCA BMPYCbl rpunna Tuna A n B, pecnupaTtopHO-CUHLMTUaNbHBIA BUpyc (Human
respiratory syncytial virus), metanHeBmoBupyc (Human metapneumovirus), 4 Buga BUPYCOB
naparpunna (Human parainfluenza virus 1-4), kopoHaesupycel (Human Coronavirus 229E, Human
Coronavirus 0OC43, Human Coronavirus NL63, Human Coronavirus HKUI), puvHOBUpYChI
(Rhinovirus) sugos A, B, C, ageHoBupycbl (Human mastadenovirus) n 6okasupyc (Human
bocavirus).

B 6onbwmHcTBe cnyyaeB OPBW MpoTeKaldT CO CXOXUMW  KaTapasbHbIMW  SBIEHUSAMM
(HacmopKoMm, Kallniem, 60160 B roprie 1 ap.), Npu3Hakammn 06LLeln MHTOKCKMKaL MK, cyoqebpnnbHON,
pexe hebpunbHOIN nnxopagkoin. HecmoTps Ha To, 4To OPBW pa3HOoi 3TMONOrMKU UMEKT CXOLHbIE
KNMHUYECKMEe MPOSBMIEHNS, OHW OT/INYAKOTCA BEPOATHOCTLIO Pa3BUTMS MHEBMOHWUIA U OCNOXHEHWIA
pasIMYHON NoKan3aumn, YTo HE06XO0AMMO YUNTbIBATb NPX BbIGOPE TaKTUKM NIeHeHNS NaLMeHTOB.

Ha cerogHswHMiA MOMEHT HagexHast anddepeHumanbHas anarHocTuka Bo3dyantenein OPBU
BO3MOXHA TOMbKO C MpPYMEHEHVEM MEeTOA0B amnanuKaumm HyKNeMHOBLIX KuCIoT. MeTtog

nom/nvlepasHoﬁ LI|6I'IHOI7I peakunn B peasibHOM BPEMEHW OT/INYAETCA OMNepaTBHOCTbLHO BbINO/IHEHNA

MHcTpyKuna cocTasneHa coTpyaHukamn AO «BekTop-becT»: AUpeKTOPOM MO MPOW3BOACTBY
TkaueBbiM B.K. 1 Hau. oTaeneHns nponssoacTea MLLP Habopos TpyxuHoii A.B.
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nccnefoBaHns, BbICOKOW CNELU(UYHOCTBI0O W YYBCTBUTENbHOCTBID. OH MOXET 3((eKTUBHO
NMPUMEHATLCA 4N1:

— paHHero HasHauyeHus cneunu@UYecKnx CpeacTB 3TUOTPOMHON Tepanuu, B TOM 4ucne 4nA
n3beraHna HeonpasAaHHOTO NPYMEHeHUs aHTMOaKTepmasbHbIX Npenaparos,

— anddepeHLManbHON AMarHoCTUKN € APYTMMU UH(EKLMOHHBIMK 60N1e3HAMY,

— CBOEBPEMEHHOV rocnutanm3auum 60MbHbIX, a TakKXe AN KOHTPONA W3/1EeYEHHOCTUN W
KOppeKLuy NpoBOAVMMON Tepanuu,

— MPOrHO3MPOBaHUA THKECTU TeyeHUs 3ab0neBaHNs, BO3MOXHbBIX OCNOXHEHWUA 1N UCXOLOB
60ne3Hu,

— pauMoHasIbHOro pasmeLleHns 60/1bHbIX MO 3TUONOTMYECKOMY NpUHLUKUNY (BO n3bexaHue
NepeKpPecTHOro BHYTPUBOIbHUYHOTO UHULMPOBaHNS).

KopoHasupychl - PHK-cogepxalume Bupychl, NpuHagnexative K cemelictey CoronayLujae.
MoapasgenatoTca Ha 4 rpynnbl: anba-, 6eTta-, ramma- v AenbTa-, NPU 3TOM YesI0BEKA 3apaxkaroT
BUpYCbl M3 anbha- W 6eta- rpynn. KopoHaBMpyCbl HaxoAsaTca Ha BTOPOM MecTe MO
pacnpocTpaHeHHOCTU Mocne puHoBMpycoB. Ha anba-kopoHaBupycbl 229E n blb63 n 6eTta-
KopoHaBupycbl OC43 n HKLU npuxoantcs 15-30% OCTpbIX pecnupaTopHbIX BUPYCHbIX UHDEKLMWIA.
3aboneBaHnsa, Bbl3BaHHble KOPOHaBMpyCamW, uYallle TMPOTEKAT C MOpPaXeHWeM BepXHUX
AblXaTesibHbIX NyTel Nerkov Un cpefHen TAXXECTU, U B PeLKUX CYyYasX — C NOPaKEHNEM HUKHUX
AblXaTenbHbIX MNyTeid. Bupycbl perncTpupyrtoTcs B TeyeHUe BCEro roja ¢ MMKOM aKTUBHOCTU B
3MMHME MecsAUbl U B 6ONLLIOM NPOLEHTE ClyYaeB BCTPEYarTCA B COCTaBe KOMHMEKLMIA COBMECTHO
c apyrumun OPBW. KopoHaBupycHas MHgekumsa (229E, blb63, OC43, HK1/1) obHapyxwuBaeTcs
NpenMyLLecTBEHHO Y AeTel MaagLiero so3pacta (40 10 neT) ¢ CMMNTOMAaTUKOM Kpyna v napuHruTa.
Y [eTeli CTapLUero Bo3pacta My B3pOC/bIX MOXET 0TMeyaTbCA rpunnonofobHas cumntTomartyvka, a
TaKXe Kallesb v pUuHAT. IMMyHOLe(ULNTBI M COMYTCTBYHOLME CUCTEMHbIE 3a60/1eBaHMA MOBbILLAKDT
BEPOATHOCTb TSXKE/IOM0 TEUEHUS U OCNOXHEHWIA.

1, HABHAYEHWE

Hab6op peareHToB Ana guddepeHunansHoro BeisBneHns PHK KopoHaBupycos yenoseka 229E
n NL63 metogom OT-IMUP B pexume peanbHOro BpeMeHu «Peanbect-OPBW PHK HCoY
229E/blb63» npegHasHayeH AN KauyeCTBEHHOro AuddepeHumansHoro BbiseneHns PHK
KopoHaBumpycos yvenoseka 229E (bCoY 229E) n Kb63 (bCoY KE63), BblgeIeHHON 13 KITMHNYECKNX
06pasyoB (Ma3Ku CO CNU3NCTOW HOcCa W 3afHeli CTEHKM TNOTKW, MOKpOTa, GPOHX0a/bBEONAPHbI
naBax<), MeTOOM, OCHOBaHHbIM Ha 06paTHONM TpaHcKpunuuu BupycHoik PHK ¢ nocnepytouei
amnanpmkaymen kOHK B nonumepasHoi uenHoit peakumn (OT-MUP) ¢ rmbpmamnsaumoHHo-

(hnyopecueHTHON feTekuuel npogykToB MLUP B pexume peanbHOro spemeHu. Habop peareHToB
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NCMoNb3yeTca Npu ANarHoCcTUKe KOPOHaBUPYCHOM MHMeKLMKM, 0bycnosneHHoin bCoY 229E n HCoY
blb63, y nuy ¢ cumntomamu OPBI.
2. XAPAKTEPNCTUKA HABOPA

2.1. MpuHUnn meToda.

MpuvHUMN aHa/sm3a OCHOBaH Ha pPerucTpauuy rnpouecca amnanpukaumm BblOPaHHbIX
cneunduyeckux parmeHtToB KAHK (NonyyeHHbIX MeTOAOM 06paTHOM TpaHckpunumm n3 PHK
bCoY 229E n bCoY HEG63), 3akntoyaroLllerocsd B MNOBTOPSAIOWMXCS LMKNaxX: TemnepaTypHas
JeHaTypauusi, OTXWr MpaliMepoB Ha KOMMJEMeHTapHble MOCNefoBaTe/IbHOCTH, [LOCTPOMKa
MOMIMHYKNEOTULHbIX NOCNEA0BaTE/IbHOCTEN C 3TUX NpaiiMmepoB Tal-Mnosimmepasoil.

B ocHOBe MCNOMb3yeMoro MeTofa perucTpaunuv NexnT nmepeHune ypoBHs qiyopecLeHLmmn B
KaxxgoMm uukne MNLP. YBennyeHne ypoBHS (hyopecueHunn NponcxoguT 6narogaps Ucnosib30BaHUIo
cneuymdmyHoro ana gaHHon kAHK rubpmamsaumoHHoro JHK-30HAa, KOTOPbIA B XOf4e peakuuu
cBf3bIBaeTCA C OAHOW u3 uenein kAHK, obecrneuvBas Takxe [LOMOMHUTE/IbHYIO CNEUUUYHOCTb
metoga. AHK-30HA COAEPXMT Ha 5'-KOHLEe (PNYOPEeCLEHTHbI KpacuTeNb, a Ha 3'-KOHLE - racuTeNb
(hnyopecueHUMM,  3HAUYUTENbHO  CHWKAKOWMIA  MHTEHCUBHOCTb  (hiyopecueHuun. B xope
NonMMepasHOro CUHTe3a KOMMJEMEHTapPHON Lenu 30HA pacliennsetcs ¢ 5'-koHua, 6narogaps 5'-3'-
HyKneasHol akTuBHOCTM Taq AHK-nonmmepasbl 1 NPOMCXOAMT pa3obLLeHne KpacuTens u racutens,
NPUBOASLLEE NO Mepe HAKOM/IeHNA NPOAYKTa peakuumn K BO3pacTaHUI0 YPOBHA (hyopecueHunn. Mpu
3TOM Wu3MepseMasi UHTEHCMBHOCTb (DIYOPeCLEeHUMN 3aBUCUT OT KO/MYecTBa 06pa3oBaBLUMXCA
cneunpuUUecknx ammniavKoHOB, M OUHAMMKaA HapacTaHus YPOBHSA (hlyopecueHuny onpegensercs
NCXOL4HbIM KoNnyecTBoM PHK B030yauTenein nHgekymmn B obpaste.

YUét aththeKTMBHOCTM BblgeneHns HK Bo3byanTenein MHMeKLMM 13 06pasL0B KAMHUYECKOrO
matepuana obecrneymBaeTcs BHYTPEHHUM KOHTPONbHbIM 06pasyom (BKO), KoTopbli BXOAUT B

cocTaB HabopoB A1 BblgeneHns HK.

KomnoHeHT Habopa (CoKpalleHue) KonnuyecTtso
OnwcaHwe.

MoNoXNUTeNbHbIN KOHTPONbHbLIA 06pasel, (MKO) 1npobupka, 1mn
becupeTHas >XNAKOCTb, cofep>kuT HaTpusa asng (0,05%)

FoToBas peakuunoHHasa cmecb gna OT-TLP (FPC) 96 npobupok
NuodmnnsnposaHHas

OnTtunyeckan njeHka 1,5 nucta

2.3. Ycnosus npumeHeHus.

AHanNTMYeCKMe N [LMArHOCTMYECKME XapaKTepucTUKM Habopa 6bliv BanuMpoBaHbl Npu
BblgeneHun PHK 13 KnMHuyeckmx o6pasuoB (Masku CO CAM3UCTON HOCa U 3afHEN CTEHKU TNOTKMK,
MOKpOTa, 6pOHX0a/IbBEO/SAPHbINA NaBaXK) C UCNO/b30BaHNMEM HabopoB: «PeanbecT akcTpakumsa 100,

«PeanbecTt YHuMar» n «Peanbect Copbutyc» npoussoactea AO «BekTop-becT».
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Habop npumMeHseTcs ¢ perucTpmpyowmMm amnanukaTopamm niaHLweTHoro tuna: «CFX96»
(ompma Bio-Rad, CLLUA); «ATnpaim» (OO0 «HIMO AHK-TexHonorus», Poccus).

Habop paccuntaH Ha npoBefeHve aHanm3a 96 06pasLos, BKIKOYAA KOHTPO/IbHbIE 06pasLibl.

lMoKasaHWsA K NPUMEHEHNIO.

Habop peareHTOB UCMOMb3yeTcs NpU  LUArHOCTUKE  KOPOHABMPYCHOM  MHQeKLMU,
o6ycnosneHHoin hCoV 229E n hCoV NL63, y nuy ¢ cumntomamu OPBI.

MpoTNBONOKAa3aHWI K NPUMEHEHWUIO MEAULMHCKOrO n3genns HeT (He NPUMEHUMO).

3. AHATNTUNYECKUWE N OANATHOCTUUYECKUWE XAPAKTEPUCTUKIN™*

3.1. AHanmTnyeckas 4YyBCTBUTE/IbHOCTL:

3a aHa/IMTUYECKYH0 YYBCTBUTE/NIbHOCTb MPUHATA BeIMYMHA KOHUEHTpaummn uenesoin HK, ans
KOTOPOW NpK 3KCMepuMeHTa/IbHOM NPOBEPKe Ha ABYX cepusax Habopa Ha 32 NOBTOpax A/ KaXaoii
CepUM 1 KaXXAOro 13 3asB/eHHbIX aMnanMKaTopoB U HabopoB Ans BblaeneHns HK 6bin nonyyen
NONOXMTENbHbI pesynbTaT B 100% cnyyaes.

Hab6op rapaHTMpoBaHHO BbisiBNsieT PHK hCoV 229E n hCoV NL63 B KOHLeHTpaymmn 25 konuii
B MLP-npo6e (cooTBeTcTBYeT 1x10" KOMMit/Mn McxoAHOro o6pasua Npu WMCMNONMb30BaHWM A1
BbigeneHns PHK HabopoB «PeanbecT skcTpakuus 100», «PeanbecT YHuMar» wnn «Peanbect
CopbuTyc»), 4TO NOATBEPXKAAETCSA MPU BbIMYCKe KaXoW cepun Habopa peareHToB TeCTUPOBaHMEM
06pa3uoB, MNPUroTOB/IEHHLIX M3 CTaHAAPTHOrO o6pasua npeanpusaTUs ¢ COOTBETCTBYHOLLMM
coaepkaHunem BupycHoli HK.

3.2. AHanmMTu4yeckasa cneumnpuUHoOCTb:

Bbin nposefeH in silico aHanu3 nocnegoBaTenbHOCTEM MpaliMeEpPoOB M 30HAOB MO 6asam
nocnegosartenbHocTel BupycoB (rpunn A u B, nmaparpunn 1, 2, 3 u 4 TMNOB, afeHOBUPYCbI,
60KaBMpyCbl, MeTarnHEBMOBUPYCbl, PeCnUPaTOPHO-CUHLUUTUANbHbIE BUPYCbl, PUHOBUPYCbI U
KopoHaeupycel hCoV 0OC43, hCoV HKUI, SARS-CoV-2) u mukpoopraHusmos {Chlamydophila
pneumoniae, Mycoplasma pneumoniae, Legionella pneumophila, Streptococcus pneumoniae.
Haemophilus influenzae, Streptococcus pyogenes, Streptococcus agalactiae, Staphylococcus aureus,
Staphylococcus spp, Streptococcus spp, Prevotella spp, Leptotrichia spp, Corynebacterium spp,
Neisseria spp), KOTOpble MOryT NPUCYTCTBOBATbL B PECNMPATOPHOM TpaKTe YenoBeka. BO3MOXHOCTb
MePeKPEeCTHbIX peakL il NCKIHoYeHa.

AHanuTMyeckasa cneumuyHocTb AndepeHumansHoro BbisiBneHnss PHK  KopoHaBupycos
yenoseka 229E (hCoV 229E) u NL63 (hCoV NL63) 6blna noaTBepXaeHa OTCYTCTBMEM
NepeKPeCTHbIX NIOKHOMOMOXMUTE/IbHbIX CUTHA/IOB MPY aHaim3e 06pasyoB OT 60/bHBLIX C OCTPbIMU
pecnupaTopHbIMN UHMEKLMAMU MHON 3aTuonorum (BMpycbl rpunna tuna A v B, pecnupaTopHo-
CUHUMTManNbHbIM  Bupyc (Human respiratory syncytial virus), wmeTanHeBMoBMpyc (Human
metapneumovirus), 4 Buga supycos naparpunna (Human parainfluenza virus 1-4), KopoHaBupychl
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(Human Coronavirus OC43, Human Coronavirus HKUI, SARS-CoV-2), puHoupycskl (Rhinovirus),
ageHosupycbl (Human mastadenovirus) n 6okasmpyc (Human bocavirus)), cogepxawmx HK B
KOHUeHTpaumusax 10*- 10* konuii Ha Npoby.

B pamkax MeXayHapoAgHOi cucTeMbl KOHTpons kKavectBa QCMD (Quality Control for
Molecular Diagnostics, BennkobpuTtaHus) npu aHanuse pecnmpaTtopHbiX naHenein (QCMD 2021
Respiratory | EQA Programme, QCMD 2021 Respiratory Il EQA Programme, QCMD 2021
Respiratory IlIl EQA Programme) MoKa3aHO Hanuuue crneunuyecknx CUrHanoB B 06pasuax,
CoZlepXKallyx KOpPOHaBMpPYC, OTCYTCTBME Hecneuumduyeckux peakuuii B obpasuax CoaepXalinx
npoune pecnmpaTopHble natoreHbl (rpynn A u B, pecnupaTopHblii CUHUWTWaNbHBIA BUpYC,
afleHOBMpYC, BWPYC nNaparpunna, MeTanHeBMOBMPYC, PUHOBMPYC, 3HTepoBupyc, Legionella
pneumophila, Streptococcus pneumonia, Haemophilus influenza. Mycoplasma pneumonia,
Bordetella pertussis), uto nogreepxaeHo CepTtugukatom QCMD (Quality Control for Molecular
Diagnostics, Benmkobputanus).

3.3.  [marHoctmyeckas 4yBCTBUTENbHOCTb  AndpepeHUManbHOro  BbigBneHus  PHK
KopoHasupyca uenoseka 229E (hCoV 229E): KAWHMYECKUe uCMblTaHus, NpoBeAeHHble Ha 45
NONOXUTENbHbLIX 06pasuax, cogepxawmx PHK hCoV 229E, nokazanu 100 % 4yBCTBUTENbHOCTb
(nHTepBan 92,1 % - 100 %, c 4OBEpPUTE/NbHON BEPOATHOCTLIO 95 %);

[AunarHocTnyeckas YyBCTBUTENbHOCTb AnddepeHLmansHoro BeiseneHns PHK KopoHaBupyca
yenoseka NL63 (hCoV NL63): KnuHuYeckme ucnbiTaHWs, MpoBefeHHble Ha 45 MON0XKUTENbHbIX
o6bpasuax, cogepxawmx PHK hCoV NL63, nokasann 100 % yvyBcTBUTENBHOCTL (MHTEPBaI 92,1 % -
100 %, c goBepuTeNbHOW BEPOATHOCTLIO 95 %);

3.4. imarHocTnyeckas cneymguyHoCcTb AndhepeHLmanbHoro BoiseneHns PHK kopoHaBupyca
yenoeka 229E (hCoV 229E): KNMHMYECKME MCMNbITaHWA, NPOBeAeHHble Ha 51 oTpuuaTe/lbHOM
obpasue, He cogepxallem PHK hCoV 229E, nokazanu 100 % cneunduyHocTtsb (MHTepsan 93,0 % -
100 %, ¢ foBepuTeNibHOM BEPOATHOCTLIO 95 %);

[AwnarHocTuyeckas cneunmpuyHocTb AnddepeHunansHoro BoiseneHms PHK kopoHasumpyca
yenoseka NL63 (hCoV NL63): KNIMHW4YeCKMe WCMbITaHWA, MpoBefeHHble Ha 53 oTpuuaTenbHbIX
o6pasuax, He cogepxawmnx PHK hCoV NL63, nokasann 100 % cneumdmnyHocTb (MHTepBan 93,3 %
- 100 %, c fLoBepuUTENLHON BEPOATHOCTLIO 95 %;

3.5. Bocnpon3BoAMMOCTb pe3ybTaToB:

Mpu TeCTMPOBaHUN B IBYX HE3aBMUCHMbIX NOCTAHOBKAX [ABYMS Pa3HbIMU OnepaTopaMm Ha ABYX
cepuax Habopa 06pasloB B 8 NOBTOpPax KaXabll BHYTPUMNOCTAHOBOYHAs, BHYTpuUcepuiiHas U
MeXcepuiiHasi BOCMPOM3BOAUMOCTb pe3ynbTaToB cocTaBmna 100 %. KoadhduumneHT Bapnaunn Ct He
6onee 4 %.

3.6. MoTeHuMansHO MHTepepupyoLLMe BeLLecTBa.
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B KIUHWYECKMX  UCMbITAHUAX  MOKa3aHO  OTCYTCTBME  BAWUSHUS  MOTEHUMATbHO
NHTepgepupyrowmnx Bewects (KpoBb Ao 5% 1 MyumMH 00 5 %) B KNMHUYECKUX 06pasuax (Masku co
CNM3UCTOM HOCA U 3a[lHE CTEHKM FNIOTKW, MOKpPOTa, BPOHX0a/1bBEONAPHBIA NaBaXk) Ha pe3y/bTaThbl
aHanusa.

4. MEPbI MPEAOCTOPOXHOCTWU

4.1. TloTeHUManbHbIA PUCK NpUMeHeHUs Habopa - knacc 26 (Mpukas M3 P® ot 06.06.2012
X» 4H).

4.2. NabopaTopun, BbINOMHAKOWME WCCNefoBaHUA MO BbigBNeHU0 HK  Bo36yautenei
pecnupaTopHbIX WHMeKUWiA, 0653aHbl 06ecneynTb 6e30MacHOCTb pPaboTbl B COOTBETCTBMM C
Tpe6oBaHVAMMN 3aKOHOAATENLCTBA B Chepe caHNUTapHO-3NUAEMNONOTMYECKOro 61arononyyms.

Habop npeaHasHayeH Ans NpPoecCnOHaNbHOT0 NMPUMEHEHUS B KAMHWYECKO NabopaTopHOiA
anarHoctuke. K paboTte ¢ HabopoMm AonyckaeTcs TONbKO ChneuuanbHO 00YyYeHHbId nepcoHan ¢
BbICLUMM WAN  CPEAHVUM  MEAUUMHCKMAM, WanM  6GMOoNnormyeckMm obpasoBaHWeM, NPOLLEALLINiA
MOAFOTOBKY Ha NMNLEH3MPOBAHHbIX Kypcax NepBUYHON cneymanusaumm no pabote ¢ NaToreHHbIMu
AN YyenoBeka MUKPOOpraHM3Mamy 1 NONyUMBLUNIA LONOMHUTENbHOE CnelnanbHoe 06pa3oBaHne Ha
Kypcax NoBbILIEHNS KBAIM(MKALMM NO MONEKYNAPHO-OMONOrMYECKMM METOAAM AMarHOCTUKW.

4.3. MKO coaepXunT HaTpus a3nj B KOHLEHTpaL MK, YKazaHHON B N. 2.2 «CocTaB Habopa».

4.4. Ana npepoTBpalleHns KOHTaMUHaLMM Heob6X0AMMO TeppuTopuanbHO pasfensTb 3Tanbl
BblgeneHns HK v noctaHoskn MUP/OT-MLUP cornacHo MY 1.3. 2569-09 «OpraHusaums paboTbl
nabopaTtopuil, MCMOMb3YIOWNX METOAbl aMNINGpUKaLUM HYKIEMHOBLIX KWCIOT Npu pabote C
MaTepuanom, cofep>kaium MIUKpoopraHu3msl 1-1Y rpynn naToreHHoCTu».

4.5, MNpwn paboTe ¢ HabopoOM HEOOXOAMMO HajeBaTb O[HOPA30Bble MeAULIMHCKME MepyaTKy,
MCNONb30BaTh TO/IbKO OAHOPA30Bble HAKOHEYHWKMN C (UILTPOM A5 L03aTOPOB.

4.6. Kaxpgoe paboyee MecTO [JOMKHO OblTb CHAGXXEHO COOCTBEHHbLIM HAabOPOM A03aTOPOB
nepeMeHHoOro o6bvema, HeoOXOAMMbIMW BCMOMOraTe/lbHbIMW MaTepuanaMmm ¥ 060pyAOBaHMEM.
3anpeLyaeTca ux nepemeLleHvie Mexay paboymmMm Mectamu.

4.7. He fonyckaeTtcs MCMNO/Mb30BaHNE OAHUX U TeX Xe HAKOHEYHWUKOB Npuy f06aBNeEHUN Pa3HbIX
06pa3sLoB.

4.8. MNocne oKoHYaHUsA paboT A1 Ae3NHMEKLMM 1 NPeLOTBpaLLeHNs KOHTaMyHauuy Bce paboyvie
MOBEPXHOCTN 1 060pYyJ0BaHWe CredyeT NoABEPrHyTh AeACTBUIO 6aKTePULMAHLIX Y® namn B TeYeHue
lyaca. 3atem o06paboTaTb pernameHTMPOBaHHLIMU CaHWTapHbIMU MpaBuIaMn Ae3VHPULMPYOLWUMN
cpeacteamu {Takumm, Kak: 0,8%pacTsop «[e3omakc-MHHoBa»: 1%pacTBop «Auabak»; 0,5%pacTBop
«Jnsadpum»; jYopacTeop «MucTpanb»; 1%pacTBop «BenToneH»).

4.9. Bce wuCnonb3oBaHHble — OfHOpPas3oBble  MaTepuWanbl  nogsepratb  06paboTke

AE3UHPUUMPYIOWUMIK  cpeACcTBamMyM € nocneaytouleid  ytunamsaumen (cm. MY  287-113
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«MeToanyeckme ykazaHus no Ae3nHMeKLn, NpeLcTepunu3aLnoHHO OUYNCTKe U CTepuam3auun
n3Lennii MeAULMHCKOrO Ha3HaYeHNs»).

4.10. Mpn ucnonb3oBaHMM Habopa ob6pasytoTcA oTXoAbl knaccoB A, b, B u I, kotopble
KNaccuuUUpyoTcs U yHuYTOXKatoTcs (YyTuUnusmpyrotca) B cootBeTcTBum ¢ CanlMMunH 2.1.3684-21
«CaHnTapHO-3NnAeMMNOIOTNYecKne TpeboBaHUA K COLEPXaHNI0 TEPPUTOPUIA TOPOACKMX U CeNbCKUX
MOCeNeHWNiA, K BOAHbIM 06beKTaM, NUTLEBON BOLE M MUTLEBOMY BOAOCHaGXEHWIO, aTMOCHepHOMY
BO34yXY, MOYBaM, >XWbIM MOMELLEHMAM, 3KChayatauum npou3BOLACTBEHHbIX, OO6LLECTBEHHbIX
MOMELLEHWA, opraHusaumu 7 npoBeseHNI0 CaHWUTapHO-MPOTMBO3NUAEMNYECKNX
(NpothmnakTUYeCcKnX) MeponpusaTuii». [e3nHgpekumnio HabopoB peareHToB creayeT NPoBoAUTb No MY
287-113 «MeToaMyecKe YKaszaHUs N0  Ae3VNH(EeKUMW, NPeACTepPUIN3aLMOHHON OYUCTKE 1
CTepUNN3aLMmn N3aennii MeAULUHCKOro HasHaueHNs».

5. OBOPYAOBAHWE N MATEPWANDbI

- aMnIMGUKaTop ¢ geTekumein (hayopecueHUnn B peXXume peasbHOro BpeMeHW MaHLeTHOro
Tuna (c kaHanamu getekummn: «PAM», «kROX», «HEX»):

«CFX96», (pupma «Bio-Rad», CLUA), «ATnpaiim» (OO0 «HIMO AHK-TexHonorus,
Poccus);

- TLUP-6okc (Hanpumep, 60KC abakTepuanbHOW BO3AYLIHOW cpeabl Tuna BAB-ILP-
"MamuHap-C", dmpma JlamuHapHble cuctemsl, Poccus);

- XONOAUNbHUK BbITOBON, NOAAEPXKUBaKOLWMI TemnepaTypy (2-8) °C;

- MUWHU-LIEVKep MNaHLWeTHbIA, obecneynBatoLMii YacToTy BpauweHns 1200-1800 06/MuH
(Hanpumep, «PSU-2T», ¢upma «BioSan», flateus nnn «BioShake iQ» dupma «Analytik Jenay,
repmaHuns);

- [03aTopbl OfHOKaHa/lbHble C MepeMeHHbIM O06BLEMOM, CO CMEHHbIMW HaKOHEYHVKamu
(Hanpumep, pmpma «Biohit», duHNAHANSA);

- 0HOPa30Bble HAKOHEYHUKMN A1 403aTOPOB C 3aUTHLIM (DUAbTPOM/a3p0o30/bHbIM 6apbepoMm
(Hanpumep, Gupma «Sartorius», M'epmaHus);

- nepyatkM MeAMUMHCKME OAHOPa30Bble HEeCTepPWUsibHbIE HEOMyAPeHHble NaTeKCHble Wu
HeonpeHoBble (Hanpumep, nepyatkn «NeoTouch», dmpma «Ansell Healthcare», 'epmaHuns);

- WTaTMBbI 419 MUKPOMNPOBMPOK BMECTUMOCTbIO 2 M 1 0,2 M (Hanpumep, ¢pupma SSI, CLUA);

- KOHTeilHep Aana cbopa oTxogoB (Hanpumep, «KoHTeliHep ana cbopa OCTpOro
NHCTpymeHTapus -EK-01», dmpma «KM-TMPOEKT»);

- HOX KaHUENAPCKWIA NN HOXHULLbI.

6, MOArOTOBKA AHANMN3NPYEMbBIX OBPA3LOB N PEATEHTOB
6.1. MoarotoBKa aHanM3nMpyembix 06pasL,oB..
B3ATue, TpaHCNOPTMPOBaHME W XpaHeHWe WCCNeLyeMOro MaTepuana OCyLLeCTBASAETCA
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cornacHo MY 1.3. 2569-09 «OpraHuzauma paboTbl nabopaTopuid, WCNONb3YIOWMX MeTOAbI
amMnanuKaLnm HyKIenmHoBbIX KUCNOT Npu paboTe ¢ MaTepuasioM, cofiepXallumM MUKPOOpPraHn3mbl
blY rpynn natoreHHocTu».

MauneHT AO/MKEH OblTb 3apaHee MPOMHCTPYKTUPOBAH O Mpaswiax MOArOTOBKM K chaye
KNMHUYEeCKNX 00pasLoB: B TeyeHMe 6-TW 4acoB Meped NpoLeLypoil Helb3s MCNONb30BaTb
MeAMKaMeHTbI, OpOLLAoLLMe HOCOTrNOTKY MW POTOMNIOTKY M Npenaparbl /19 paccacbiBaHUA BO PTY.
bonee nogpo6Ho ¢ npaeBunamm 3abopa 6uomaTepuana MOXHO O3HaKOMUTLCA B KMHMYeCKux
pekomeHdaumax «JlabopaTopHas guarHocTuka rpunna v gpyrux OPBU meToaoM MnonumepasHow
LIeNHON peakuum», paspaboTaHHbIX Accoumauueli CneumanncToB M opraHusauuii nabopaTopHON
cnyx6bl «®Pegepauns nabopatopHOM  MeAuLMHbI» M PBYH  «LleHTpanbHbIA  Hay4HO-
nccnefoBaTeNlbCKUA MHCTUTYT anuemunonorum» PocnotpebHagsopa, Mocksa, 2016.

Mpy nposefeHUn paboT C KAMHMYeCKMMK obpasuamu B nabopaTtopuu, BKIKOYas npouecc
BblgeneHns HK u3 Hux, Heobxoaumo obecneumTb 6Ge3omacHOCTb paboTbl B COOTBETCTBUM C
Tpe60BaHNAMM 3aKOHOLATE/IbCTBA B Chepe CaHUTapHO-3NUAEMUONIOTMYECKOro 61arononyyus.

Onsa aHanmnsa wcnonb3yetcd PHK, BblAeneHHas W3 KAMHUYEeCKOro matepuana (Masku co
CMIM3NCTOM HOca W 3afHel CTEHKW T/I0TKU, MOKPOTA, OPOHX0aNbBEONAPHbIA NaBax) C MOMOLLbIO
HabopoB: «Peanbect 3kcTpakums 100», «Peanbect YHuMar» wnnm «Peanbect Copbutyc»
npomssoactBa AO «BekTop-becT» COrnacHO WMHCTPYKLMU MO NPUMEHEHWUIO COOTBETCTBYHOLLENO
Habopa.

[na 06pa3uoB, coaepalmx cnmsb (MOKpOTa, GPOHX0aNbBEONSPHBIA NaBaX), HEO6X0AUMO
npesBapuTeNnbHO NPOBECTU NPOoLEeAYpY NOATOTOBKU K Bbl4e/IeHUIO HYKNEMHOBbIX K1cnoT. K obpasuy
buomartepmana [06aBUTb paBHbIi 06bEM 95% 3TWMNOBOrO CNMPTa, TLATENbHO MNepemMeLlath,
Bblgepxartb npu Temneparype (18-26) °C 10 muHyT. EwWé pa3 TwaTtensHo nepemewarb. 100 mMkn
MONYyYeHHOW B3BECW MCMO/b30BaTh [/19 BblAENEHUA HYKNEMHOBbLIX KUCNOT. He 3axBaTblBaTb KOMKM
cnmsn!

Kaxpas rpynna o6pa3uoB, npoxofsuias depe3 npouefypy BblgeneHus PHK, pomkHa
cofepxatb [MKO, KoTOpbIi SBNSETCH KOMMOHEHTOM [aHHOro Habopa, W OTpULATENbHbIN
KOHTpONbHbIV 06pasel, (OKO), KOTOpbIA ABNSETCA KOMMNOHEHTOM Habopa A/19 BblAeNeHus.

BobigeneHHyto PHK xpaHunTb npu TemnepaType (2-8) ®C He 60/1ee 24 4acos.

6.2. NMoAroToBKa peareHToB.

6.2.1. Mepep HayanoM paboTbl M3BNEYL HAOOP U3 XONOAUbHUKA, BblgepXaTb Npobupku ¢ MPC
B yrnakoBKe (He BCKpbiBas!) npun temnepatype (18-26) °C He MeHee 30 MUHYT.

3aTeM BCKpbITb YMakOBKY, aKKypaTHO C MOMOLLbI KaHLENAPCKOrO HOXa WU HOXHWL,
0Tpe3aTb Heo6X0oAMMOe KOMMYeCTBO (MO YMCAY MOAFOTOBMEHHbIX NPO6, BKNHOYAA KOHTPO/bHblE
o6pasubl: (1 OKO n 1IMKO) npobupok ¢ FPC. OTpesaTb Npo6GUPKK creayeT BMECTE C NMOKPbIBatoLLEel
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MX TUICHKOM,

Buumanne! Hencnonssosanusie npo@upku ¢ 'PC ynakoBaTh B nakeT ¢ OCyINTENEM, YAAIHTD
M3 HEro JIMIIHKA BO3AYX H IUIOTHO 3aKpbiTb 3axkuM. [locne nepBoro BCKpbiTHA ynakosku I'PC
XpaHHuThb Npu TemMnepatype (2-8) °C e 6onee 3 mecaues.

6.2.2. TTIKO nocne BckpbiTHS NMpoOHpkH XpaHWTb npu Temnepatype (2-8) °C ue Gonee
3 Mecsues.

7. MPOBEJAEHHE AHAJIH3A

7.1. Heobxoaumoe konuuecTBO (MO YHCIYy MOATOTOBJIEHHBIX MPOO, BKIIIOYAA KOHTPOJIBHBIE
obpasusr) npo6upok ¢ 'PC npoHymMepoBaTh H pacnioIOXHTb B IITAaTHBE.

7.2. AKKYpaTHO YZaiHTb NMAEHKY, 3aKpbiBaioulyro npobupku. Buumanue! Ilpu yoarenuu
naénku credume, umoboi amecme c neu He 6bina yoanena I'PC.

O B kaxayio npobGupky no3aTopoM, HCHONB3ys IS KaXaoro obpasua MHAMBHIAYyaNbHbIH
HaKOHEYHHK ¢ ¢unbTpoM, BHecTH nmo SO mxn pactsopa BbinencHHoH PHK. Bpems ot nHagana
BHeceHHua B ['PC no 3anycka OT-ITLP gomxHo 6biTh HE 60n1ee 30 MuH.

7.3. 3awients mnpoOupkH onTH4YeCKOH TNEHKOH. Brumanue! Henvza nanocume Ha
onmuyeckyr0 niénKy kaxue-aubo naonucu. Onmuueckas niénka 0oaHCHa ocmaeamscs wucmou!

7.4. ITomecTnTh NpOOHPKH B MHHHU-LIElKep. [IepeMelnaTs coaepxuMoe MpobUpok ¢ YacToToMH
spameHua 1200-1800 06/MuH B TeyeHHe | MHHYTHI.

7.5. NomecTuts NpobHpkH B aMIuTHHKaTOp.

7.6. 3anporpammupoBath npubop ans nposeaeHus peakunn OT-TTLP (nporpammuposanue
amruiH¢HKaTopa NPOBOAHTL B COOTBETCTBHH C HHCTPYKLUHe#t Kk npubopy):

1 craans: 45 °C - 30 MuHyT;

. 2 cragus: 94 °C — | MHHYTa;
“ 3 craans: 50 unxnos (94 °C - 10 cexyHna, 60 °C — 20 cexynn)*.

*HWamepenne pnyopecueHunu npoBoOaHTH ﬁpu 60 °C.

7.7. Buibpatb kanansi aerekuuu pesynstatoB amnandukauun kJJHK BKO u xJIHK
Bo3byauTenei nnpekuun:

«ROX» — ans peructpaunn curnana kIHK hCoV 229E;

«HEX» — ans perucrpaunu curnana k{HK hCoV NL63;

«FAM» — nns peructpaunu curiana kJHK BKO.

7.8. 3anporpamMMupoBaTh noONOXeHHe npobuUpox ¢ mMccneayembiMH ofpasuamu  H
KOHTPOJIbHLIMH 06pa3iiaMu, COrIaCHO HHCTPYKLMH K HCMOMb3yeMOMYy NpHGopy.

7.9. 3anycTHTL aMNIMPHUKATOP ANA BLITIONIHEHHA 3aJJaHHOTO MPOTOKOJA.

7.10. Tpu wucnonmszosauun B KU1 naGoparopHo#i uHdopmaunoHHo# cuctemnl (JIMC)

MPHMCHACTCA BKIIAABILI CO LUTPHUX-KOJIOM KaK HJ.ICHTHQ)HK&TOP aHaJTH3a.
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8. AHAJIN3 M YUET PE3YJIbTATOB

8.1. YcnoBus aHann3a H y4€Ta pe3yabTaToB.

8.1.1. B I1IKO nporpamMma nomxHa GpukcHpoBars:

— Hapacranue curdana amnanuxaunu kIHK BKO (xanan «FAMb») u onpeaensats 3HaYeHHe
noporosoro uukiaa Ct BKO;

~ Hapactauue curHasa aMmindukaunu kJHK hCoV 229E (kxanan «ROX») u kJHK hCoV
NL63 (xanan «<HEX») u onpenensrts 3Hagenne noporosoro uukia Ct [TKO.

8.1.2. B OKO nporpamMma a0o/mkHa GHKCHPOBaTh HapacTaHHe cHrHaia amnaugukauny kJHK
BKO (kanan «FAM») n onpeaensats Ct BKO, npu 3ToM nporpaMMa He Z0JKHa perHCTPHpPOBaTDb
HapacTaHMs CHrHaja cneuHduyeckoro npoaykra aMniaudukaunu no kaHanaM «ROX» u «tHEX» ¢
Ct menbiue vy pasHo 40.

Ecnu ans OKO onpenensercs 3Hauyenue Ct no kaHany «ROX» unu «HEX» ¢ Ct menbiue 40,
TO 3TO CBHAETENbCTBYET O HATHYHH KOHTaMHHALHH (cM. 11. 8.2.4).

8.1.3. B kaxaoM wuccinegyemoMm oOpasiue mporpamMma JomkHa (GHKCHpOBaTb HapacTaHHE
curnana ammtndukaumu kIHK BKO (kanan «FAMp») u onpenensats Ct BKO.

8.2. Yuér pe3yabTaToB.

8.2.1. Buyncauts (Ct BKO)cp kak cpennee 3navenune Ct BKO Bcex ananusupyembix o6pa3uos
(Bkmouas [TKO u OKO). OrGpakoke noanexar 3navenus Ct BKO, otmuaiomuecs 6onee yem Ha
2 ot 3Hayenus (Ct BKO)cp. Ilocne orbpaxkoBku nepecuurars (Ct BKO)cp ansa ocrasuiuxca
3HaYEHHiA.

8.2.2. Ananmsnpyemuiii o6pa3sen cuuraerca orpuuarensHeM (He cogepxamum PHK hCoV
229E u hCoV NL63), ecnn mans storo obpasua 3navenus Ct mo xaHanam «ROX» u «HEX» ne
OTPeAENAIOTCA.

Ecnu ans takoro o6pasua 3nayenne Ct BKO npesnimaer 3nauenne (Ct BKO)cp 6onee yem Ha
2, TO pe3ynbTat Nno NaHHOMYy obpasuy He NOIEXHT aHaIM3y H Y4€Ty KaK OTpHUATE/IbHBINA.
Heo6xonnMo npoBecTH NOBTOPHBIHA aHanu3 aaHHoro obpasua, HaunHas ¢ Itana seineneHus PHK.

8.2.3. Ananusupyemslii oOpaseu cuuTaerca nonoxutenbHbiM (comepxkammm PHK hCoV
229E), ecin nas 3toro obpasua 3naveHne Ct no kanany «ROX» menbitie uau pasHo 40.

AHanu3upyembiii 06paseu cuutaerca nonoxutensHeiM (coaepxamuM PHK hCoV NL63),
ecnu ans atoro obpasua sHauenne Ct no kanany «<HEX» mexbute unu pasHo 40.

Ecau ans ananusupyemoro o6pa3sua onpeaensercs Ct 6onbuie 40, pe3ynbrar cliegyeT CYHTaTh
HeomnpeeNeHHbIM, PEKOMEHIYETCA MPOBEACHHE MOMOHHTENBHBIX UCCIEROBAHHA (HCCNEeaOBaHHE
BHOBb 3a6paHHOTO MaTepHana UK HCCIIEI0BaHHE C HCTIONb30BaKHEM APYroro Habopa peareHToB).

8.2.4. B cny4ae KOHTAMHHALHH BCE MONOXKHTE/bHBIC PE3YNbTaTh 110 JaHHOH HHAWBHAYATbHON

noctaHoske [1LIP cuuTatoTcs HenocToBepHbiMH. Tpebyercs npeanpHHATL MEPLI MO BLIABICHHIO H
10

& 000 LMPMM (2] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU



NUKBHAALHK HCTOUHWKA KOHTAMHWHAUMY H TIOBTOPHTHL aHann3 Beex 06pasuoB AaHHOH NOCTAHOBKH,
ANA KOTOPHIX NOYUCH NONOKHTENbHEIA pe3ynbraT. O6pasun JaHHO## NOCTAHOBKH, 8HATH3 KOTOPHIX
Aan OTPHUATENbHBH PE3yAbTAT, CICAYET YYUTHIBATS, KAK OTPHLIATEILHLIC,

9. YCJIOBASA TPAHCTIOPTHPOBAHHA, XPAHEHHA H NTPHMEHEHHA HABOPA

9.1. TpancnopTrpoBaTh BK3RCNHUS CRCAYET TPAHCIIOPTOM BCEX BHAOB B KPHTRIX TPAHCIOPTHBIX
CPCACTBAX B COOTBCTCTBHH C NPABUIAMH NEPEBO30K, ACHCTBYIOUIRMH Ha TPAHCTIOPTE JTAHHOTO BHIA,
fnipy Temnepatype (2-8) °C. lonyckaeTca TPAHCTIOPTHPOBAHHE IPH TemMneparype Ao 26 °C xe Gonee
10 cyTok.

9.2. Xpanenne uabopa B ynakoske npeANpHATHA-HITOTOBHTENA JODKHO OCYIICCTBAATHCR IPH
Temneparype (2-8) °C B TeweHHe Bcero Cpoka TONHOCTH B XOJOAWIBHHIX KaMepax WM
XONOAHNBHUKAX, OOECMEUHBAIOIIMX PErNaMCHTHPOBAHHEIA TEMNEPaTYPHBIK pexuM ¢ exeaHCBHOR

. peruCTpalneil TeMNepaTyphl.

9.3. Cpok roanoctu Habopa — 12 mecsites co aua Bunycka. He aonyckaercs npHMeHeHue
HabopoB MO HCTCUEHHH CPOKA UX FOAHOCTH.

9.4. Jina nonyveHHS HAREXHLIX PE3YThTATOB HEOOXOMUMO CTPOroe cobmoncHne HHCTPYKItHA
no npHMeHeEnIo Habopa.

9.5. Hanemie He TpebyeT TEXHHYECKOro 05CAYXHBAHHA H HE NOICKHT PEMOHTY.

10. TAPAHTHHHBIE OBSI3ATEJILCTBA

10.]1. TlpoussoauTens rapanTHpyeT COOTBETCTBHE BRITYCKacMbix H3aeaui Ttpebopaniam
HOPMAaTHBHOR H TEXHHYECKOH AOKYMEHTALMH.

BeaonacHocTs M KaYECTBO HINCHHR TAPAHTHPYIOTCA B TEIEHHE BCEN0 CPOKa MOAHOCTH.

10.2. TiponsgoauTens OTBeYAeT 32 HEAOCTATKH H3ACAMA, 33 HCKMOMECHHEM AcdexToB,
BOJHHKIOWX BCNCACTBMC HAPYMICHHA NPAaBHA NONL3OBAHAA, YCIOBHH TPAHCMIOPTHPOBAHKR H

“ XpaHeHHs, 1160 AeicTBHA TPETHHX Auil, NGO HENPEOaOMUMOH CHITHI. ‘

10.3. Tlpoussoamreny ofsiyerca 3a CBOIl CHET 3AMEHMTH HILENHE, TEXMHYECKHE M
dyHKUHOHANbHBIC XapaKTEPUCTHRH (noTpeGHTennckue CBOHCTBA) KOTOPOTO HE COOTBETCTBYIOT
HOPMATUBHOH M TEXHHYCCKOH NOKYMEHTALMH, CCIH YKA3AHHBIC HEAOCTATKH ABWINCE CACACTBHEM
CKPRITOTO AcdeKTa MATEPHANOB HAN HEKAYECTBCHHOTO HITOTOBNCHHA H3ACIHA NMPOH3BOMHTENCM.,

Tlo Bonpocam, kacaiommumes kauecrsa HaGopa «PeanBecr-OPBH PHK hCoV 229E/NL63»,
cneayer o6pamatsca 8 AQ «Bexvop-Becer» no anpecy:
630117, r. Hopocnbupex-117, a/a 492,
Tean.; (383) 252-51-62, 227-60-30; Ten./paxc: (383) 252-51-81, 252-51-77;
E-mail: plkobtk@vector-best.ru
Koucynsraumio cnenman#ucta no paGote ¢ BaBopoM MOXHO MOXYIHTH MO Ten.: (383) 252-51-75.
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HayvanbHUK oTAeneHuns
npoussogacTea MNLP-HabopoB

AO «BekTtop-becT» A. B. TpyxuHa
[vpekTop no npon3BoACTBY
AQO «BekTtop-bect» B. K. TkaueB

[VpeKTop KNNHWYECKNX UCCneaoBaHul

1 SOMONHUTENbHbIX CEPBUCOB [upeKumn

00O «He3sasucumas nabopatopus MHBUTPO» A.9. HosukoBa
M.M.
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