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NHCTPYKIIMA 7
110 IPUMEHEHHIO Hab0pa peareHToB s UM HEPEHINATLHOTO BhISIBIOHITSE =~
PHK Bupycos rpunmna A u B
merozom OT-IIP peakuun B pesKuMe peasbHOro BpEMEHH

(PeanBecT-OPBU PHK Influenza virus A/B)

BBEJAEHUE

Ocrpele pecipaTopublie BUpYcHbIE nH}pexuuu (OPBH) 3aHuMAOT IMARpYIONMIEE MECTO B CTPYKType
WHEKIMOHHBIX GoNe3Hel denoBeka. Do TeTEPOTCHHAs TPy 3a00/I€BaHMUM, STHOIOTUUECKUMH AreHTAMIE
KOTOPBIX ABIAIOTCA PasIMIHbIE BUPYCHI, MOPAKAIOUIME TKAHU BEPXHUX M HUIKHEX JBHIXATEIBHAIX Iy TeH.
3aboneBaemocts OPBY HOCHT OTYETIIMBBIN CEe30HHbLL XapaKTep ¢ IHKOM B OCCHHE-3HMHHN NEPHON H
CHIDKCHHCM BECHOH. PacnpocTpaHeHue BHPYCOB NPOHCXOIMT damle BCero BO3yIIHO-KAICMEHLEIM 1
KOHTAKTHBIM Ty TAMH. OCHOBHBIME B030y nutemsimu OPBU y wenoBexa SBISIOTCS BHPYCEI TPUIITA THIIA A U
B, pecnuparopHo-CHHIUTHATBHEI BUPYC (Human respiratory syncytial virus), MeTanHeBMoBupyc (Human
melapneumovirus), 4 Bujla BUPyCcOB maparpunmna (Human parainfluenza virus 1-4), xoponasupycst (Human
coronavirus 229E, Human coronavirus OC43, Human coronavirus NL63, Human coronavirus HKUI),
puHOBUPYCHI (Rhinovirus) Bunos A, B, C, aneHOBHPYCHl (Human mastadenovirus) u OoxaBupyc (Human
bocavirus).

B Gonbmmnctse ciygaes OPBU IpoTEKarOT o CXOKEME KaTapalbHBIMU SBJICHUAME (HACMOPKOM,
Kauinem, 6onvio € 2opne u Op.), IPH3HAKAME 0OIIeH MHTOKCHKAIMH, CyOheOpUIBHON, peke BeSpribHO
maxopajxo. Heemotps Ha to, 90 OPBU pasHO STHONOIME HMEIOT CXOIHBIC KIIMHUYECKHE TIPOSIBICHUS,
OHH OTIHYAIOTCA BEPOSTHOCTBIO DPA3BUTHMS IHEBMOHHI H OCIOMHEHHH pasiudHOMN JIOKaJIM3aIluH, YTO
HEOOXO/(MMO y4HUTHIBATH IIPU BEIOOPE TAKTHKH JICUEHHNS TAIHCHTOB.

Ha ceromusmmuit MOMeHT HamexmHas b depermaTbHas IparnocTrKa Bo3oymurenet OPBU BosMoxHA
TOJIEKO € IIPUMEHCHHEM METONOB aMIUM(UKAINY Hy KIICMHOBBIX KUCIIOT. MeTo MIOJIMMEPA3HOM IETHOM peakiyuy
B PCAIbHOM BPEMCHH OTIIMYACTCS OLECPATUBHOCTHIO BBIIOIHEHMS HCCIIEJOBAHYIS, BBICOKOM CHEMUDUIHOCTLIO 1
IYBCTBUTENIBHOCTBIO. OH MOKeT 3(EKTHBHO IPUMEHSITHCS JUTS:

— PAHHero Ha3HAYCHHUS CTICIM(UICCKHX CPENCTB ITHOTPONHON TEPANNH, B TOM UHCIIe JUI u30eraHus
HCOMPABIAHHOTO NPUMEHCHHS AaHTHOAKTEPHATBHBIX IPENAPaTOB,

— MubdepeHIranbHOM INArHOCTHKE ¢ IPYIHME UH(EKITHOHHBIME OOTE3HIMH,

— CBOCBPEMEHHOH TOCHMTAIM3ANNE OONBHBIX, a TaKKe UL KOHTPOJISL M3JICYEHHOCTH ¥ KOPPEKIHH
MPOBOIUMOM TEpAITHH,

— UPOTHO3MPOBAHHUS TSHKECTH TEUCHHUSI 3a00JI€BAHNSI, BO3MOKHBIX OCIIOKHEHUH W HCXO/IOB 6oresnu,

— DallMOHATRHOrO  pasMEIEHUs OONBHBIX 110 STHOIOTHYECKOMY —IIPHHIIHILY (60 usbescanue
NEPEKPECMHO20 HYMPUBOILHUYHO20 UHPUYUPOEAHS,).

Bupycsr rpumma — mmpoxko pacmpocTpaHeHHBIE B npupone PHK-coxepxarme Bupycsl cemeiicrsa
Orthomyxoviridae. OHA 3aHAMAIOT BeyIIee MECTO cperu HHEKIuE IEIXaTebHBIX My Tel. Bupycs rpuIIna
BUJIOB A ¥ B BEI3BIBAIOT €XKETOHbIE SIMHAEMHUYECKHE BCIIBIIKY B 3HMEI IIeproJ, oXBareiBaronue 5—20%
HACCJICHUA BCEX BO3PACTHBIX KaTeropui. OCOOCHHOCTHIO BHpyca SBISETCS OBICTpas U3MEHYHMBOCTH €ro
AHTUTCHHBIX KOMIIOHEHTOB, II03TOMY BBIPAGATLIBAIOIIMICS MOCIE OOJIC3HH UMMYHHUTET HE 3allMINAeT OT
HIOBTOPHOT'O 3apaXXCHUs H3MCHUBIIMMCS INTAMMOM. 3a00JIeBaHHe HAYMHACTCS C pe3Koro momnéMa
TCMIICPAaTypel, CyXOro Kallli HIM [CPUIEHHA B IOpIE€ M CONPOBOXKIAETCS CHMITOMAMHE oOrmeit
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uHToKcHKauu. Y 10-15% 3aboneBmux Trpumm mpuoOpeTaeT TSKeNIoe TeUEHUE C MOPaXKEHHEM HIDKHHUX
AbIXAaTCIIbHBIX HYTeﬁ, Pa3BUTUCM ITHCBMOHUU U TIPpHU3HAKAMU HLIX&TGHBHOﬁ HEAOCTAaTOYHOCTH. Taxxe npu
TSKENBIX (PopMax MOXKET MPUCOEIUHATHCSA BTOpUYHAs OakTepralibHas HHGEKIIHSL.

1. HABHAYEHUE

Habop pearenroB mis nuddepennuansaoro Beisinenus PHK Bupycos rpunmna A u B merogom OT-ITLP
B pexume peasbHoro BpemMeHu «Peajbect-OPBU PHK Influenza virus A/B» npegHazHaueH s
KayecTBeHHOTO MU pepennuansHoro BoisiBiaeHus PHK Bupycos rpunmna A (infl. A) u B (infl. B), Bernenennoii
U3 KIMHUYECKHX OOpa3loB (Ma3Ku cO CAIUBUCMOU HOCA U 3A0HeU CMEeHKU 2l10MmKU, MOKpomad,
OPOHX0ANbEEONAPHBIN 1a8aAdIC), METOIOM, OCHOBAaHHBIM Ha 0OOpaTHOM TpaHCcKpumuu BupycHoi PHK c
nocnenyromein ammmdukanuedt kJ[HK B momumepasnoit nennoi peakuu (OT-ITLP) ¢ rubpuanu3zanmnoHHo-
dayopecuienTHOM neteknuei mpoaykroB IIIIP B pexume peanpHOro BpeMeHu. HabGop peareHTOB
HCIIONB3YETCS TP TUarHocThkKe nHpekuu rpurmna A u B y nur ¢ camnromamu OPBU.

2. XAPAKTEPUCTUKA HABOPA

2.1. IIpuHuMn Meroaa.

[TpuHuMn aHaM3a OCHOBAaH HAa PETUCTPALMU Mpolecca aMIuid(UKay BbIOpaAaHHBIX CHEU(DUUECKUX
¢parmentoB kJIHK, momyuenneix meromom oOparHou Tpanckpurnuumu u3 PHK infl. A u infl. B,
3aKJIIOYAIOLIErocsl B IOBTOPSIOLIMXCS LMKJIAX: TEeMIEpaTypHas [eHaTypalus, OTKUI IpailMepoB Ha
KOMIUIEMEHTapHbIE IOCJIEI0BAaTEIbHOCTH, JOCTPOMKA IMOJMHYKICOTUIHBIX IOCIIE0BATEIbHOCTENH C 3TUX
npairimepoB Taq-moaumepaszon.

B ocHOBe HCIOIB3yeMOro METo/Ia PETHCTPAIMN JISKUT U3MEPEHHE YPOBHS (PIyOPECHEHIIMN B KaXIOM
nukie [IHP. YBenuyenue ypoBHs (QuryopecleHIIMH MPOUCXOAUT OJ1aroaaps MCIOIb30BaHUIO CHeNU(DUIHOTO
st nannoi kJIHK rubpuauzanmonnoro JJHK-30H1a, KOTOPHIN B X0/1€ peaKIMK CBSA3BIBACTCS C OJTHOM U3 IIeTIeH
k/IHK, obGecrieunBas Takxke HOMOMHUTENbHYIO cnenuduuHocts metona. JJHK-30H1 comepxut Ha 5'-koHIe
(iIyopecleHTHBI KpacuTelb, a Ha 3'-KOHIIE — TacuTeldb (DIyOpeCHCHINY, 3HAYUTEIHHO CHIDKAFOIIUT
MHTEHCUBHOCTh (piyopeclieHIMU. B Xoie mnoiaMMepa3HOro CHHTE3a KOMIUIEMEHTAPHOM Lenu 30H]
pacmerisiercst ¢ 5'-koHiia, 6marogaps 5'-3'-nykneasHoit aktuBHoctn Taq JIHK-monmmepassr u mpoucxoaut
pa3o0IIeHne KpacuTeNns U racuTeNs, MPUBOJAIIEEe 0 Mepe HAKOIUICHUS MPOJIYKTa PEeaKIMM K BO3PACTaHUIO
ypoBHs QuyopecueHmu. [lpu 3ToM u3Mmepsiemas HHTEHCUBHOCTD (DIyOpECIIEHLIMN 3aBUCUT OT KOJIMYECTBa
00pa3oBaBIIMXCS CHeNU(UYECKUX aMIUIMKOHOB, W JWHAMUKAa HapacTaHWs YPOBHS (IyOpEeCIeHIINU
omnpexensiercs: ucxoanbM kommuectBoM PHK Bo30yuTeneit nndexknuu B oOpasiie.

VYuér apdexrunoctu Beienenust HK Bo30yaureneit undexunn u3 o6pasos KIMHUYECKOTO MaTepuania
o0ecreunBaeTcsl BHYTPEHHUM KOHTPOJbHBIM o0pa3uom (BKQO), koTopelii BXOAUT B cOCTaB HAOOPOB s
BeLeneHust HK.

2.2. CocTaB Habdopa

K KpalieHu
OMIIOHEHT Habopa (COKpalleHue) K o/H1ecTEo
Onucanue.
IMonoxkuTebHBII KOHTPOALHBII 06pa3zen (IIKO) 1 mpoOupka,
becysemnas scuokocms, cooeporcum nampusi azuo (0,05%) 1 M
I'oToBasi peakumoHHas cMec OT-IIIP (I'PC

TOBasi peaKIMOHHASI CMeCh JIJIAA P ( ) 96 npoBHpOK
Jluogunuzuposannas
OnTuyeckasi IJIEHKA 1,5 mucra

2.3. YcaoBusi NpuMeHeHHs.

AHaJUTHYECKHE M JUATHOCTHYCCKHE XapaKTEPUCTUKH HaOopa ObUIM BAJHMIUPOBAHBI TPU BBIJICICHUN
PHK u3 kiuHMYECKHX OOpPa3LOB (MA3KU CO CAUBUCMOU HOCA U 3A0Hell CMeHKU 2l1OoMmKU, MOKpOmd,
OpoHxoanbeeoapHbILlL 1asadxc) ¢ UCTob3oBaHeM HaOopoB: «Peanbect 3kcrpakmusi 100», «Peanbect
YuuMar» u «Peanbect Copoutyc» npoussoactsa AO «Bekrop-bect».

Habop npumeHsieTcst ¢ perucTpupyronmmMu amimdukaropamu mianmetHoro tumna: «CFX96» (gupma
«Bio-Rady, CLLA); «ITupaiim» (OO0 «HIIO J[HK-Texnonoeusay, Poccus).

Hab6op paccuntan Ha npoBefeHue aHanu3a 96 00pa3IoB, BKIIt0Yass KOHTPOJIbHBIE 00pa3Iibl.
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ITokazanusa XK IpUMEHEHUIO.

Habop peareHToB MCHOJIB3yeTCs MPH JUarHocTuke MH(pekuuu rpunma A U B y aun ¢ cumntTomamu
OPBI.
IIpoTrBONOKa3aHUH K IPUMEHEHUIO MEAULIUHCKOTO U3JEIUS HET (He NPUMEHUMO).

3. AHAJIMTHNYECKHUE U TIUATHOCTUYECKHUE XAPAKTEPUCTUKHN

3.1. AHaauTH4YecKasi YyBCTBUTEJIbHOCTb.

3a aHAJTUTUYECKYIO0 YyBCTBUTEJIBHOCTh IPUHATA BelMuMHA KoHUeHTpauuu nenesoi HK, nns xoropoii
MIPH IKCIEPUMEHTAIbHOMN MMPOBEPKE HA JIBYX cepusax Habopa Ha 32 moBTOpax AJsl KaKIOW CEpUU U KaKI0ro
13 3asBICHHBIX aMIUIM(DUKATOPOB 1 HAOOPOB Jyist BeIAeeHus HK ObLT omydeH moM0KUTENbHBIA Pe3yabTaT
B 100% cmyuaes.

HaGop rapantupoBanno BeisiBiasier PHK infl. A u infl. B B konuentpauuu 25 xomuii B ITIP-mipoGe
(coomeemcmeyem 1x10° xonuii/mn ucxoonozo obpazya npu ucnonvzosanuu Ons evioenenus PHK nabopoe
«Peanbecm sxcmpaxyus 100», « Peanbecm YnuMaey unu « Peanbecm Copoumycy), 9T0 IOATBEPKIACTCS IPU
BBIMYCKE KaXKJI0il cepuu HaAbOpa peareHTOB TECTUPOBAHUEM OOPA3IOB, MPUTOTOBICHHBIX U3 CTAHIAPTHOTO
o0pasua npeAnpusITHS ¢ COOTBETCTBYIOIIMM cojiepxanneM BupycHoit HK.

3.2. AHaauTu4veckas cnenuuIHoCTbD.

bein  mpoBenen in  silico aHanWM3 TOCIEIOBATEIBHOCTEM MpaiMepoB U 30HAOB MO 0azam
MOCNe0BAaTeIbHOCTEH BUPYCOB (napacpunn 1, 2, 3 u 4 munos, aodeHosupycsi, 0OOKABUPYCYI,
MemanHesMOoB8UPYCbl, PeCNUpamopHO-CUHYUMUATbHBLE 8UPYCbI, pUuHOsUpycol u Koponasupycel hCoV NL63,
hCoV OC43, hCoV 229E, hCoV HKUI, SARS-CoV-2) n muxkpooprauusmoB (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), KOTOPbIE MOT'YT
MIPUCYTCTBOBATh B PECIIMPATOPHOM TPaKTE UyeaoBeKka. BO3MOKHOCTh MEPEKPECTHBIX PEAKIIMI HCKITIOYEHA.

AHajuTHyeckasi cnenupuaHocTh 1udpdepenuansHoro BesiBieHus PHK Bupycos rpunma A (infl. A)
u B (infl. B) Obuta moaTBep:k/ieHa OTCYTCTBHEM MEPEKPECTHBIX JOXKHOMOIOKHUTENBHBIX CHUTHAJIOB IMPH
aHann3e 00pa3IoB OT OOJIBLHBIX C OCTPHIMH PECTIMPATOPHBIMU WHPEKITUIMHI HHOM 3THOJIOTHH (pecnupamopHo-
cunyumuanvusill supyc (Human respiratory syncytial virus), metannneBMoBUpyc (Human metapneumovirus),
4 Buna Bupycos naparpunna (Human parainfluenza virus 1-4), xoponaBupycel (Human coronavirus 229E,
Human coronavirus OC43, Human coronavirus NL63, Human coronavirus HKUI, SARS-CoV-2),
puHOBUPYCHI (Rhinovirus), anenoBupycol (Human mastadenovirus) n 6okaBupyc (Human bocavirus)).

B pamkax mexayHaponHol cucteMbl KOHTpousiss kauectBa QCMD (Quality Control for Molecular
Diagnostics, Benuxoopumanus) nipu aHaiause pecnupatopHeix nanenet (QCMD 2021 Respiratory I EQA
Programme, QCMD 2021 Respiratory 11 EQA Programme, QCMD 2021 Respiratory Il EQA Programme)
MMOKa3aHO HAIMYKE CIIeU(DUUSCKUX CUTHAIOB B 00pa3siax, cojepKamux BUpYChl rpumina A u B, orcyTcTBue
HecneMpUIECKNX peakinii B 00pasiiax coAep Kalux Mpovyre PeclupaTopHble MaTOTEeHBl (PecnupamopHblii
CUHYUMUATbHBIN 8UPYC, AOEHOBUPYC, BUPYC NApAcpuUnnd, KOPOHABUPYC, MeMAanHeeMO8Upyc, PUHOBUDYC,
snmeposupyc, Legionella pneumophila, Streptococcus pneumonia, Haemophilus influenza, Mycoplasma
pneumonia, Bordetella pertussis), uto moarsepxkaeHo Ceprudurarom QCMD (Quality Control for Molecular
Diagnostics, Benuxobpumanus).

3.3. JlnarHocTu4eckasi 49yBCTBUTEJIbHOCTD Tuddepenimansaoro BeisiBieHns PHK Bupyca rpunma
A (infl. A): KTUHIYECKHE UCTIBITAHUS, IPOBEJCHHBIE Ha 49 MONOXKUTEIBHBIX 00pa3lax (Ma3Ku co CAUUCOU
HOCca U 3a0Hell CMeHKU 2lIOMKU, MOKpomda, OpoHXoaveeonapubvill aasaxc), comepxammx PHK infl. A,
nokazanu 100% uyBcTBUTENBHOCTD (unmepean 92,8%—100%, ¢ 0osepumenvrou seposmuocmoio 95%);

JuarnocTuyeckasi 4yBCTBUTEJIbHOCTh AuddepenunansHoro BeisiBienus PHK Bupyca rpunma B
(infl. B): xiMHUYecKHe UCTIBITAHUS, TPOBECHHBIC Ha 47 MONOKHUTEIBHBIX 00pa3ax (MasKu cO CIUZUCTMONU
HOCa U 3a0Hell CMEHKU 2l10MmKU, MOKpoma, OpoHXxoanveeolsapusli nasadxc), coaepxkamux PHK infl. B,
nokazanu 100% uyBCTBUTENBHOCTD (unmepean 92,5%—100%, ¢ 0osepumenvrou seposmuocmoio 95%);

3.4. lnarHocTtuyeckasi cnenupuynoctsh auddepenuumanbHoro BoisisieHuss PHK Bupyca rpunma A
(infl. A): KJIMHUYECKUE UCTIBITAHUS, MIPOBEACHHBIE HA 165 OTpHUIIATENFHBIX 00pa3lax (Ma3Ku co CAUZUCTONU
HOCA U 3a0Hell CMeHKU 2JI0MKU, MOKpOmd, OpOHX0aNbeeosApHblll 1asaxc), He copepxkamux PHK infl. A,
nokazanu 100% cnenubudnocts (unmepsan 97,8%—100%, ¢ dosepumenvhoii epossimuocmoio 95%);

Juarnocruyeckasi cnenuuunocts auddepennuansHoro Beisisneans PHK Bupyca rpunna B (infl.
B): kiiMHUYecKUe UCTIBITaHUS], TPOBE/IEHHBIE HAa 167 oTpULIaTeNbHBIX 00pa3lax (MA3Ku cO CIUBUCMOU HOCA U
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3a0Hell CMeHKU 2I0MKU, MOKpoma, opouxoaveeonsapuslil nasadxc), He coaepxxkamux PHK infl. B, mokazamm
100% cnetmuduanocts (unmepesan 97,8%—100%, c dosepumenvroil eposmuocmuio 95%).

3.5. Bocnpou3BoauMoCTh pPe3yJbTaToB.

[Ipu TecTupoBaHMM B ABYX HE3aBHCHUMBIX MTOCTAHOBKAX JABYMS pa3HbIMHU OIEpaTOpaMH Ha JABYX CEpHUsX
HaOopa 00pa3IoB B 8 MOBTOPAx KaXKIblii BHYTPUIIOCTAHOBOYHAS, MEKIIOCTAHOBOYHAS, BHYTPUCEPUIHAS U
MeXCepuiiHasi BOCIIPOU3BOAMMOCTD, MEXIIA00paTOpHAasi BOCIIPOU3BOAUMOCTD pe3yibTaToB cocTaBmiia 100%.
Koaddunuent Bapuanuu Ct ne 60J1ee 4%.

3.6. IloreHnuabHO MHTeP(pepupyOIINe BellecTBA.

B KIMHMYECKUX HCHBITAHUSX TIOKA3aHO OTCYTCTBHE BIUSHHS TOTCHIMAIBHO HHTEP(EpPHPYIOMIX
BEIIECTB (kposb 00 5% u myyun 0o 5%) B KIMHUYECKUX 00pa3lax (Ma3Kku co CAUUCMOU HOCA U 3a0Hell
CMEHKU 2I0MKU, MOKPOMA, OPOHXOAIbEEONAPHDBII 1A8AdIC) HA PE3YIIBTAThI aHATN3A.

4. MEPBI IPEJOCTOPOXHOCTHU

4.1. TloTeHuManbHbIN pUCK IpUMEHEHUs Habopa — kinacc 20 (Ilpukaz M3 P® om 06.06.2012 Ne 4n).

4.2. JIaboparopuu, BBIIOJHSIOMUE HccneqoBaHus 1o BeisaiaeHUI0 HK Bo3Oyaurenelt pecnupaTopHbIX
nHEKIMA, 00513aHbI 00eCcTIeYnTh 0€30MaCHOCTh PA0OTHI B COOTBETCTBHH C TPEOOBAHUAMH 3aKOHOAATEIHCTBA
B chepe CaHUTAPHO-3HIEMHOIOIMYECKOTr0 OJIaronoryus.

HaGop mnpennazHaueH g TpopEecCHOHATBHOTO NPUMEHEHHS B KIMHHYECKOW J1aboOpaToOpHOit
nuarHocTtuke. K pabore ¢ HabopoM JromyckaeTcss TOJIbKO CIeHUaIbHO O0YUYEHHBIH EPCOHAN C BBICHIIMM WIIH
CPeIHUM METUIIMHCKUM, UK OMOJIOTUYECKUM (8emepuHapHuim) 00pa3oBaHUEM, IPOIIEAIINA TOATOTOBKY Ha
JMIIEH3UPOBAHHBIX Kypcax IEepBUYHON cHenuanu3anud 1o padoTe ¢ NaTOreHHbIMH JUIs 4elloBeKa
MHUKPOOPTraHW3MaMH U TOJyYUBIIMN JTOTIOJIHUTENHHOE CIIEIHabHOEe 00pa30oBaHME HA Kypcax MOBBIIICHUS
KBAJIM(HUKALMU IO MOJIEKYJIIPHO-OMOJIOTMUECKUM METOJaM TUarHOCTHKU.

4.3. TIKO conepuT HaTpus a3uj B KOHLIEHTpALUK, yKa3aHHoH B 11. 2.2 «CocTtaB Habopay.

4.4. Jlns npefoTBpalleHuss KOHTAMUHALUMU HEOOX0AUMO TEPPUTOPUATIBHO Pa3/IeiIATh 3TAIlbl BbICICHUS
HK wu nocranoBku ITLP/OT-IIIP cormacao MY 1.3. 2569-09 «Opranm3anus paboTel jgaboparopuid,
MCTOJb3YIOLMX METOJbl aMIUIM(UKALMU HYKJIEUHOBBIX KHCIOT MPH paboTe C MaTepHajoM, COJEpKallluM
MHUKpOOpranu3mel [-IV rpynn naToreHHOCTH».

4.5. Ilpu pabore ¢ HaObOpPOM HEOOXOIMMO HaJeBaTh OJAHOPA30BbIe MEAUILMHCKUE TEepYaTKH,
HCIO0JIb30BaTh TOJbKO 0JJHOPAa30BbIe HAKOHEYHUKH C (PUIIBTPOM IS 103aTOPOB.

4.6. Kaxmnoe pabouee MeCTO JOKHO OBITh CHa0KEHO COOCTBEHHBIM Ha0OPOM J103aTOPOB MEPEMEHHOTO
o0beMa, HEOOXOIMMBIMU BCIIOMOTATENbHBIMM MaTepUalaMd H  000pyJOBaHMEM. 3alpeliaerca Hx
nepeMelieHue Mexay pabouuMyu MeCTaMu.

4.7. He pomyckaercss HMCIOIB30BAaHUE OJHUX M TEX K€ HAKOHEUHUKOB IPU JO0OABJICHUU pPa3HBIX
00pasIoB.

4.8. Tlocne oxoHuaHusi pabOT JuIsl Ne3MH(EKIUH U MPelOTBPALEHUS KOHTaAMHUHALMU Bce padouune
MOBEPXHOCTHU U 000pPYyI0BaHME CIIeIy€eT MOABEPTHYTh IeHCTBHIO OakTepuLuAHbIX Y D taMn B TeueHue 1 yaca.
3areM 00paboTaTh perJaMEeHTUPOBAHHBIMH CaHUTAPHBIMU TPABWIAMHU JE3HMH(DUIUPYIOMIMMHU CpPEACTBAMHU
(maxumu, kax: 0,8% pacmeop «/lesomaxc-Unnosar, 1% pacmeop «Quabaxy,; 0,5% pacmeop «JIuzagumny,
1% pacmeop «Mucmpanvy,; 1% pacmeop «Benmoneny).

4.9. Bce uCnonb30BaHHBIE OJTHOPA30BbIE MaTepHajbl MOJABEprarb 0OpaboOTKe e3UHUIMPYIOIUMU
CpeIICTBaMU C TMOCeAyomen yrunusanuen (cm. MY 287-113 «Memoouueckue ykazanus no oe3un@exyuu,
npeocmepuIu3ayUOHHOU OUUCIIKe U CIMEPUTUIAYUY UZ0eTUL MEOUYUHCKO2O HAZHAUEHUAY).

4.10. TIpu ucnons3zoBannu Habopa 00pa3zyroTcst 0TX0/1bl KitaccoB A, b, B u I, kotopsie knaccupunppyrores
U yHUYTOXaOTCA  (ymuausupyromcs) B coorBerctBuu ¢ CanlluH  2.1.3684-21 «CanurapHo-
AMHIEMHUOJIOTHYECKHE TPEOOBAHMUS K COJCPKAHUIO TEPPUTOPUIN TOPOACKHX U CEITLCKUX IMTOCETICHHI, K BOJTHBIM
00bEKTaM, MUTHEBOM BOJAE M NHUTHEBOMY BOJOCHAOXKEHMIO, aTMOC(epHOMY BO3/yXy, MOYBAM, >KHIIBIM
MTOMEMICHHUSIM, SKCILTyaTallH MPOU3BOACTBEHHBIX, 00IIECTBEHHBIX IIOMETIICHHH, OpPTaHU3aIluH U TIPOBEICHHIO
CaHUTAPHO-TIPOTUBOIIHUIEMUYECKUX  (npoghunaxmuueckux) Meponpustuit»y. Jlesundexuuro HaObOpoB
peareHToB ciemyer mpoBoauth To MY  287-113  «Mertogudeckne ykazaHusT 10  Je3UHQEKITNH,
MPEACTEPHIM3ALUOHHON OYMCTKE U CTEPHITN3ALUH U3ICTUN MEAUITMHCKOTO Ha3HAUYCHUSD).
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5. OBOPYJIOBAHHUE U MATEPHUAJIBI

— ammIudUKaATOp ¢ IeTeKIued (IyOpecleHINH B PeKUME PEaThbHOIO BPEMEHH TUTAHIIETHOTO THIA (C
kananamu oemexkyuu: «FAM», «ROX», «HEX»): «CFX96%», (¢pupma «Bio-Rady», CIIIA), «ATupaitmy»
(OO0 «HIIO JIHK-Texnonozusny», Poccus);

— TIP-60kc (nHanpumep, 6oxc abaxmepuanvrou 6030yuHou cpedvt muna BAB-IIL[P-«Jlamunap-Cy,
Gupma Jlamunapusie cucmemnl, Poccus);

—  XOJIONWJILHUK OBITOBOM, TIOIepKUBatouil Temmeparypy (2—-8) °C;

—  MUHU-IIEWKEep TUIAHIIETHBIN, obecrieunBarommii yactory BpamieHus 1200-1800 ob/mun (nanpumep, « PSU-
2T», pupma «BioSany, Jlameus unu «BioShake iQ» upma «Analytik Jenay, I epmanus);

— J103aTOpbl OJHOKAHAJIbHBIE C MEPEMEHHBIM 00BEMOM, CO CMEHHBIMH HAKOHEUYHUKAMU (Hanpumep,
¢upma «Biohity, Qunianous);

— OJIHOPA30BbI€ HAKOHEYHHUKH JUII JI03aTOPOB C 3aIIUTHBIM (HIBTPOM/adpO30JIbHBIM Oapbepom
(nanpumep, hupma «Sartoriusy, I epmanus);

— TepyYaTKd MEIUIMHCKUE OJJHOPA30BbIe HECTEPUIIbHBIC HEOMYIPEHHBIC JTATEKCHBIC MU HEOIIPCHOBBIE
(nanpumep, nepuamru «NeoTouch», pupma «Ansell HealthCarey, I'epmanus);

— IITaTUBBI ISl MUKPOIIPOOUPOK BMECTUMOCTHIO 2 Mil U 0,2 Ma (Hanpumep, hupma «SSI», CLLIA);

— KOHTEWHep [ cOopa OTX0MI0B (Hanpumep, « Koumeiinep 011 coopa ocmpoeo uncmpymenmapusi — EK-
01», pupma « KM-IIPOEKT»);

—  HOX KaHUEJSIPCKHUIA WA HOXHHIIBI.

6. IOAI'OTOBKA AHAJIU3UPYEMBIX OBPA3IIOB U PEAI'EHTOB

6.1. IloaroroBka aHaJau3upyeMbIX 00pa3uoB.

B3sstue, TpancnopTHpoBaHue U XpaHEHUE UCCIIeIyeMOro MaTepuaia ocyulecTBisercs cornacio MY 1.3.
2569-09 «Opranu3zanus pabOThI JIAOOPATOPHUI, MCHOIB3YIONIMX METOABl AMIUTU(UKANNNA HYKICHHOBBIX
KHCIIOT IPH paboTe ¢ MaTepralioM, COAEPKALUM MUKPOOpraHu3Mel [-IV rpynmn naToreHHOCTH.

[TanmenT nomKeH OBITH 3apaHee MPOMHCTPYKTUPOBAH O MPaBMIIAX MOJATOTOBKU K Claye KIMHUYECKHX
00pa3loB: B TeYEHHE 6-TH 4YacoOB Nepes MPOLEeAypoil Helb3sl MCIOJB30BaTh MEAMKAMEHTHI, OPOIIAOIIUe
HOCOTJIOTKY WJIM POTOIJIOTKY M Ipernaparsl ISl paccacblBaHus Bo pTy. bonee nonpo6Ho ¢ npaBunamu 3abopa
O6uomarepuaza MOXHO 03HaKOMHUTbhCs B KimmHnuecknx pexkomenaanusx «JlabopaTopHas 1uarHocTHKa rpyia
u apyrux OPBU Meroiom nosuMepasHoi LEMHON peakium», pa3paboTaHHbIX Accoluanueil CrueruaaucToB
U opraHusanuii saboparopHoi ciryx0sl «Penepanus nadoparopHoit meauaby 1 PBYH «llenTpanbHblit
Hay4YHO-UCCJIE0BATEIbCKUN HHCTUTYT 3MUIeMUOIorum» PociorpebHama3opa, Mocksa, 2016.

[Tpu npoBeneHun padoT ¢ KIMHUYECKUMHU 00pa3liaMu B JJaOOPAaTOpPHH, BKJIIOYAsl MPOLECC BBIIEICHUS
JJHK wu3 Hux, HeoOxoaumMo oOecreduTh O€30MacHOCTb paboThl B COOTBETCTBUU C TpeOOBaHUSIMHU
3aKOHOJATEIbCTBA B Chepe CAaHUTAPHO-IMHIEMHOIOTUYECKOT0 OIaronoryyus.

Jos ananuza ucnonsdyercs PHK, BoienieHHast U3 KITMHUYECKOTO MaTepHaia (Ma3Ku co CAUUCMOU HOCA
U 3a0Hell CMeHKU 2lOmKU, MOKpOmda, OPOHX0aNbEeoNapHblll 1asadc) ¢ ToMolplo HabopoB: «Peaabect
skcrpakuusa 100», «Peanbect YuuMar» nnu «Peanbect Copourtyce» npoussoacrsa AO «Bekrop-bect»
COTJIACHO MHCTPYKLIMH 110 TPUMEHEHHUIO COOTBETCTBYIOIIEr0 Habopa.

Jnst o0pasiioB, couepkalux CIu3b (MOKpoma, OpPOHXOANbBEONSAPHbIL 1a8adxc), HEOOXOIUMO
MpeBapUTENILHO TPOBECTU MPOLEAYPY MOATOTOBKM K BBIACICHHUIO HYKIEMHOBBIX KHcIOT. K oOpasiy
O6uomaTepuasna 100aBUTh paBHBINH 00BEM 95% 3THUIIOBOrO CIUpPTa, THIATENBHO MepeMeNIaTh, BbIAEPKATh IPU
temneparype (18-26) °C 10 munyt. Emé pa3 TmarensHo nepememars. 100 MK moJiydeHHO#l B3BecH
MCIOJIb30BAaTh JJIs BbIIETICHUS HYKJIEMHOBBIX KUCIOT. He 3axBaThIBaTh KOMKH Cau3u !

Kaxnas rpynmna o0pa3uos, npoxojsias yepe3 npouenypy Boyienenus PHK, nomkna conepxats KO,
KOTOPBIN SIBJISIETCS KOMIIOHEHTOM JAHHOTO HabOpa, U OTPULATEIbHbII KOHTPOJbHBIH 00pa3zen (OKO),
KOTOPBIH SIBIISIETCSI KOMIIOHEHTOM Ha0opa Ui BbIJICJICHUS.

Buvioenennyro PHK xpanume npu memnepamype (2—8) °C ne bonee 24 uacos.

6.2. TloaroroBka peareHTOB.

6.2.1. Tlepen Hauamom paGoTHI M3BJIEYb HA0Op W3 XOJIOAMJIBHMKA, BblAepxkaTh npodupku ¢ I'PC B
yIaKkoBKe (He éckpuigas!) mpu Temnepatype (18-26) °C ne menee 30 MUHYT.

3aTeM BCKPBITh YIMAaKOBKY, aKKypaTHO C IOMONIbIO KaHIENSIPCKOTO HOXKAa WM HOMHUI[ OTpe3aTh
HEO00X0IUMOE KOJIMUYECTBO (710 YUCTY NOO20MOBIEHHbIX NPoob, 8KI04as KonmpoavHule oopasyvl. 1 OKO u 1
1IKO) nipobupok ¢ I'PC. OTpe3aTs mpoOUpKH cleAyeT BMECTE C MOKPHIBAIOIICH UX TIIEHKOM.

Buumanue! Heucnonvzosanusie npooupku c I'PC ynaxosamo 6 nakem ¢ ocywumenem, yOaiums u3 He2o
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JIUUHULL 8030VX U NIOMHO 3AKPLINb 3AACUM.
Ilocne nepsoeo eckpvimus ynaxosku I'PC xpanums npu memnepamype (2—8) °C ne bonee 3 mecsyes.
6.2.2. TIKO mnociie BCKpBITUS MPOOUPKH XpaHUTh TIpH Temmeparype (2—8) °C He Oosee 3 MecsIies.

7. IPOBEJAEHUE AHAJIU3A

7.1. HeobxomuMoe KOJIHYECTBO (10 HUCTY NOO2OMOBIEHHbIX NPOO, 8KII0OHAS. KOHMPOIbHbIE 00pA3Ybl)
npo6upok ¢ 'PC npornymepoBath U pacroyioKUTh B LITaTHUBE.

7.2. AKKypaTHO yJaJIuTh IJIEHKY, 3aKPHIBAIOIILYIO IIPOOUPKH.

Buumanue! Ilpu yoanenuu niénxu creoume, umobwl 6mecme ¢ Hell He ovina yoanena I'PC.

B kaxayro nmpoOHpKy 103aTOPOM, MCIIONB3YS JJs KaKI0ro oOpas3la MHAMBUAYAIbHBIM HAKOHEYHHK C
dunbTpoMm, BHECTH 10 50 MKk pacTBopa BbieaenHoii PHK. Bpems ot Hauana BHecenus B I'PC no 3anmycka
OT-IILP nomxuo ObITH HE 6osee 30 MUHYT.

7.3. 3akienTh NPOOUPKH ONTHYECCKON IIIEHKOM.

Buumanue! Henv3s nanocums Ha onmuyeckyio WIEHKY Kakue-iubo Haonucu. Onmuyeckas niéHKa
00/121CHA ocmasamvcsl yucmou!

7.4. [lomectuts npoOupku B MUHU-1IEHKep. [lepemeniaTs copepkuMoe mpoOMPOK ¢ YaCTOTOM BpALLEHUS
1200-1800 06/MuH B TeueHue 1 MUHYTHI.

7.5. TlomecTuth NpOOUPKHU B aMILIU(DUKATOP.

7.6. 3anporpammupoBath npubop ansa nposeneHuss peakuun OT-IILHP  (npoecpammuposanue
amnaugukamopa nposoouUms 8 COOMEemMcmauY ¢ UHCMpYKyuel K npuoopy):

1 cragus: 45 °C — 30 MuHyT;
2 cranus: 94 °C — 1 munyrTa;
3 cragus: 50 uuknoB (94 °C — 10 cexyno, 60 °C — 20 cexyno)*.

*Usmepenue ghnyopecyenyuu nposooums npu 60 °C.

7.7. BpiOpate kaHanbl aerekuuu pesynbraToB ammunpukanun kIHK BKO u k/IHK Bo3oyauTesei
UHeKuii:

e «ROX» — mis peructpannu curHana k/IHK infl. A;

o «HEX» — mys peructpauuu curaaina k/IHK infl. B;

o «FAM» — misa peructparuu cursana k/[HK BKO.

7.8. 3amporpamMMHUpoOBaTh MOJOKEHHE MPOOUPOK C HCCIEIyeMbIMH 00pasllaMd M KOHTPOJbHBIMH
oOpa3amu, corfiacHO MHCTPYKIIHUU K UCIIOJIb3yeMOMY ITprOopy.

7.9. 3amycTuTh aMIIM(UKATOP [T BHITOIHEHUS 3aJaHHOTO MTPOTOKOIA.

7.10. Ilpu ucnons3zoBanuu B KJIJI naboparopnoii nudopmauuonnoii cucremsl (JIMC) npumensercs
BKJIQJIBIII CO MITPUX-KOJOM KaK HIEHTU(DUKATOP aHAIN3A.

8. AHAJIM3 U YUET PE3YJIbTATOB

8.1. YciaoBusi aHaau3a M y4éTa pe3ybTaToB.

8.1.1. B IIKO nporpamma 10JkHa UKCHPOBATH:

e Hapacranue curHana ammuipukanun kJAHK BKO (xawnan «FAM») u omnpenensats 3HaYCHHE
noporosoro 1ukia Ct BKO;

e Hapacranue curHasa ammumuranun kJHK infl. A (xanan «ROX») u omnpenenars 3HaueHHUE
noporosoro nukia Ct IIKO;

e Hapactanue curHana amrmubukanuu kJAHK infl. B (xawan «HEX») u onpenenstb 3Ha4YCHHE
noporosoro 1ukia Ct ITKO.

8.1.2. B OKO mporpamma aomxHa (UKCHpOBaTh HapacTanue curHana amrmndukanun k/JJHK BKO
(kanan «FAM») n onpenensts Ct BKO, npu sToM nporpamMMa He JOJKHA PErHCTPUPOBATH HapacTaHHs
CUTHaja crenuduyeckoro npoaykra amrudukanuu no kaHanam «ROX» u «HEX» ¢ Ct MeHbllle Win
paBHo 40.

Ecmu gyt OKO onpenensercs 3nauenne Ct no kanany «ROX» mwm «HEX» ¢ Ct menbie 40, To 310
CBHJIETEJILCTBYET O HAJIMYUU KOHTAMUHALMU (cM. n. 8.2.4).

8.1.3. B kaxmoMm mcciaexyeMoM oOpa3sme MporpamMma J0JDKHA (DUKCHpOBATh HapacTaHHE CHUrHaia
ammmudukamu k/IHK BKO (kanan « FAM») n onpenensts Ct BKO.

8.2. Yuér pe3yjbTaToB.

8.2.1. Brruucnuts (Ct BKO)., kak cpennee 3nauenne Ct BKO Bcex ananm3upyembix 00pasIioB (xiouas
IIKO u OKO). Ot6paxoBke noanexar 3nauenus Ct BKO, ornuyaromuecs 6onee yem Ha 2 oT 3Hadenus (Ct
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BKO)cp. ITocne otopakoBku nepe-cunrats (Ct BKO)c, 1151 ocTaBmnxcs 3Ha4eHUH.

8.2.2. Ananu3upyemsblii 0Opa3zer] CUUTaeTCs OTPULATEIbHBIM (He cooepocawum PHK infl. A u infl. B),
ecim 17151 3Toro oopasia 3HaueHus Ct no kananmam «kROX» u «kHEX» He onpenenstorcs.

Ecnu nns Takoro ob6pasna 3nauenue Ct BKO npessimaer 3Hauenune (Ct BKO)q, 6omnee yem Ha 2, TO
pe3yJbTart 1Mo JaHHOMY 00pasily He IMOJICKUT aHAIIM3Y U YUETY Kak oTpHIaTesbHbiid. Heo0Xxoaumo mpoBectu
IIOBTOPHBIN aHAJIW3 JaHHOTO 00pa3la, HaunHas ¢ 3tana Belenenus PHK.

8.2.3. AHanuzupyeMblii oOpa3zell cuuTaeTcsl MOJOKUTEIbHBIM (cooepocawum PHK infl. A), ecnu st
sToro obpasua 3HaueHue Ct no kanany «ROX» MeHble uin paBHo 40.

AHanu3upyeMsblii 00pazel] cCuuTaeTcsl MoJ0KUTENbHBIM (codepocawum PHK infl. B), ecnu nis 3T0ro
obpasua 3nauenue Ct no kanany «k HEX» menbine niu pasuo 40.

Eciu ana amanusupyemoro oOpasua omnpezaensercs Ct 6osbme 40, pe3ynbTaT cleAyeT CUHUTaTh
HeonpeaeJ€HHbIM, PEKOMEHIYETCS IPOBEIEHUE TOMOIHUTENBHBIX HCCIEAOBAHUN (Uccredo8anue 6HOBb
3A0PAHHO20 MAMEPUANA UL UCCIE)08AHUE C UCTONIL30BAHUEM OPY2020 HAOOPA peazeHmos).

8.2.4. B ciyyac KOHTAaMHUHAIIMM BCE IOJOXHUTEIbHBIC PE3YyJIbTaThl MO JAHHOW WHAMBHUIYAIbHOU
nocraHoBke [I[[P cumratorcs HemocroBepHbIMU. TpeOyercs NPEANpPUHATH MEpbl 1O BBISBICHUIO U
JUKBHUJIAIIUY HWCTOYHWKA KOHTAMHHAIIMA W TOBTOPHUTH aHAIHM3 BCEX OOpa3loOB JaHHOW IMOCTAHOBKH, JIJIS
KOTOPBIX TMOJYYCH MOJOXKHUTEIbHBIN pe3ynbTar. OOpas3ipl JaHHOW TIOCTAHOBKM, aHAIM3 KOTOPBIX Jall
OTPHUIATEILHBIA PE3yJIbTAT, CICAYET YIUTHIBATh, KAK OTPUIATEIILHEIC.

9. YCJIOBUSA TPAHCIIOPTUPOBAHUS, XPAHEHUSA U IPUMEHEHUSI HABOPA

9.1. TpaHcnopTupoBaTh H3JENUs CIEAyeT TPAHCIOPTOM BCEX BHUAOB B KpPBITHIX TPAHCIOPTHBIX
CpeICTBaX B COOTBETCTBUU C IPAaBUJIAMHU IE€PEBO30K, JACHCTBYIOLUIMMH Ha TPAHCIOPTE JAHHOTO BUJA, IIPU
temneparype (2—-8) °C. [Jomyckaercst TpaHCcopTUpOBaHue npu Temnepatype 10 26 °C He 6oxee 10 cyTok.

9.2. Xpanenne Habopa B YIAKOBKE MPEANPUATHI-U3TOTOBUTENS JOJDKHO OCYIIECTBISTHCS TPU
temneparype (2-8) °C B TedeHHEe BCEro CpoKa I'OAHOCTU B XOJOIMJIBHBIX KaMepax WM XOJOJWIbHUKAX,
00ECTIeUNBAIONINX  PETJIAMEHTHPOBAHHBIA ~ TEMIIEPATypHBIA PEXUM C €XKETHEBHOH perucTpanuei
TeMIepaTyphbl.

9.3. Cpok rognoctu Habopa — 12 MecsueB co AHs Bblmycka. He nomyckaercs npumeHeHre HaOOpOB 110
HCTEUYEHUHU CPOKA UX FOJTHOCTH.

9.4. llna momyuyeHus: HaJA&KHBIX pPE3yJIbTAaTOB HEOOXOAMMO CTPOroe COONIOACHHE HHCTPYKIUH II0
MPUMEHEHHIO Habopa.

9.5. U3nenue He TpeOyeT TEXHUUECKOTO OOCITYKHUBAHUS U HE OJJIEKUT PEMOHTY.

10. TAPAHTUMHBIE OBSI3ATEJIBCTBA

10.1. IIpousBoauTenb rapaHTUPYET COOTBETCTBUE BBIMTYCKAEMBIX U3ENNUN TPeOOBaHUSIM HOPMATUBHOMN
Y TEXHUYECKOUN TOKYMEHTAIIUH.

be3zonacHOCTh M Ka4ECTBO M3/ENHS TAPAHTUPYIOTCS B TEUEHHE BCETO CPOKA FOAHOCTH.

10.2. TlpousBoauTtenb OTBEYAET 3a HEJAOCTATKH W3JIETHUs, 32 HCKIIOUYCHHUEM Je(PEKTOB, BO3HHUKIIUX
BCJIE/ICTBHE HAPYIIEHUS MPABUII MOJb30BAHUS, YCIOBUN TPAHCIIOPTUPOBAHMS M XPaHEHHsI, THOO NEHCTBUS
TPETHUX JINII, TUOO0 HETIPEOI0OTUMOU CHJITBI.

10.3. TIpousBoguTens 00sI3yeTcs 3a CBOM CUET 3aMEHHTH H3Jeliie, TEXHHUECKUe U (PYHKIIMOHATbHBIE
XapaKTEPUCTHKU (nompebumenbCckue c80Ucmea) KOTOPOro He COOTBETCTBYIOT HOPMAaTUBHOW M TEXHUYECKON
JOKYMEHTAIIUH, €CIIM yKa3aHHbIE HEIOCTATKU SBUJIMCH CIIEJCTBHEM CKPBITOTO Ae(eKkTa MaTepuanoB WU
HEKA4Ye€CTBEHHOTO M3TOTOBJICHUS U3/ICIINS POU3BOIUTEIIEM.

Ilo 6onpocam, kacarowumcs kavecmea Habopa « Peanbecm-OPBH PHK Influenza virus A/By», ciedyem
oopawamuvcs 6 AO «Bexmop-becm» no adpecy:

630117, o. Hosocubupcx-117, a/a 492,
men.: (383) 252-51-62, 227-60-30;
men./paxc: (383) 252-51-81, 252-51-77;
E-mail: plkobtk@vector-best.ru
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OcTopoxHo! O6paTuTtech K IHCTpyKUUM NO NpUMEHEHUIO

Koncyabranmio cienma/ucta rno padéore ¢ HaOopoM MOKHO NMOJIYUYUTH 1O Tes.: (383) 252-51-75.




