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Beenenue

Pannee auarHoCTUpOBaHHME TSKEIOWM OCTPOM peCHUPATOPHOMN
UHQEeKIMY (aTUNMYHOW TTHEBMOHMHM), BBI3BAaHHOH KOPOHABHPYCOM
SARS-CoV-2, a Ttakxe BboisiBneHne myrtanuu A31-33 rema N Bupyca
SARS-CoV-2, xapaktepHoii mns Bapuanta SARS-CoV-2 B.1.1.529
(Omicron), akTyaJlbHO JUIsl TPABUJIBHOM U CBOEBPEMEHHOW MOCTAaHOBKHU
JMarHo3a HOBOM KOPOHABUPYCHOW MH()EKIMW W HAa3HAYCHHUS JICUCHUS,
BaKHO JJISI MOHHTOPUHTA pacripoctpanenus Bapuanta SARS-CoV-2
B.1.1.529 (Omicron) u perieHus 3MuAEMUOIOTHUECKUX 3a/1a4.

IleneBble aHAJIUTHI:

- no kaHany FAM — 1o OTHOIIEHUIO K XapaKTEPHBIM JIs
B.1.1.529 (Omicron) myramusm A31-33 B rene N, komgupyromiero
docdorporenH HykIeoKarcuaa — cnernupuaHor yactu renomaoii PHK
mramma SARS-CoV-2 koponaBupyca

- no kananmy ROX- mo ortHomenwro k ¢parmenty reHa N,
Koaupytomero ¢hocornpoTenH HyKIeOKancuaa — CuenupuIHoN Jactu
reroMHoi PHK mramma SARS-CoV-2 kopoHaBupyca.

Hayunasi 000CHOBAHHOCTH L[€JIEBOT0 AHAJINTA 3aKIIIOYACTCS B
ero crnenuduunoctn (yHukanbHocTH TmocienoBarenbHoctd PHK) B
OTHOILICHWH TeHoMa KopoHaBupyca SARS-CoV-2 (2019-nCoV,
COVID-19), Bxirouast Bapuant B.1.1.529 (www.gisaid.org).

Hosbiit  koponaBupyc SARS-CoV-2 mnpexcraBiser  coboit
onHonenouynsli PHK-comepxkamunii BUpyC, OTHOCHTCA K CEMENCTBY
Coronaviridae x nunum Beta-CoV B. Bupyc othecen ko |l rpymme
NaTOr€HHOCTH, KaK M HEKOTOpble Jpyrue IMpeICTaBUTENIN 3TOTO
cemeiictBa (Bupyc SARS-CoV, MERS-CoV), u mnpeanoiokuTeabHO
SBIISIETCS PEKOMOWHAHTHBIM BUPYCOM MEXITYy KOPOHABHPYCOM JIETYyUUX
MblIIIei 1 HEM3BECTHBIM MO TIPOMCXOKIEHHIO KOPOHABHPYCOM™.

Jost BBISIBJICHUS SARS-CoV-2 HCTIOB3YETCS
BBICOKOKOHCEpBAaTUBHBIA (parmeHT reHa N (reH HyKJI€oKarcuaa).
Nudbdepennmanms Bapuanta SARS-CoV-2 B.1.1.529 (Omicron)
OCHOBBIBAETCS HA BBISBICHUH XapakTepHoit myTaruu A31-33 rema N2,

1 BpeMeHHLIe METOANYCCKUC PEKOMEHAAIINN ((HpO(l)I/IJ'IaKTI/IKa, JUardHoCTukKa u
JeyeHue HoBoW kopoHaBupycHo mHpekuun (COVID-19), Bepeus 13 (14.10.2021)
(MunwmctepcTBO 3apaBooxpaneHus Poccutickoit denepanun).

2 Implications of the emergence and spread of the SARS CoV 2 B.1.1. 529
variant of concern (Omicron) for the EU/EEA. Threat Assessment Brief. 26
November 2021. European Centre for Disease Prevention and Control.
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O0sacTb npuMeHeHMsT Ha0opa peareHTOB. KIMHUYECKas
nabopaTopHas AUarHOCTHUKA, NHPEKIIMOHHAs JUArHOCTHKA.

Iloka3zanusi W  NPOTHBONOKA3aHMA K  NPUMEHEHMIO:
BreisBienne PHK SARS-CoV-2 merogom OT-IILP pexomenmyercs k
IIPUMEHEHUIO Yy MAalUeHTOB C KIMHUYECKOM  CHMIITOMAaTUKOU
pecrupaTtopHoro 3a0oyieBaHUs, MOAO3PUTEIBHOIO Ha HHQEKIUIO,
BbI3BaHHyI0 SARS-CoV-2, ¢ muddepennmanueii Bapuanra B.1.1.529
(Omicron), B 0COOCGHHOCTH NPHOBIBAIOIIUM M3 SIHICMUOIOTHYECKU
HEeOJIaromnolyyHbIX PErHOHOB Cpa3zy IOCIE TEPBUYHOTO OCMOTpa, a
TaKyKe KOHTAKTHBIM JTHIam’,

BreiiBnenne  myrammn  rema N Bupyca  SARS-CoV-2
pPEeKOMEHIyeTCsl Ul HW3Y4YeHHs pacrnpocTpaHeHus BapuaHTa SARS-
CoV-2 B.1.1.529 (Omicron) u mHpOrHOCTHYECKON OIICHKU TSKECTH
3aboneBanus M S(GQEKTUBHOCTH  IpPENapaTtoB M  BAKIHHY,
[IpoTBONIOKA3aHMI K IPUMEHEHUIO HET.

IMonynasiuuoHHbIe, AeMorpaduyeckue acnekTbl NPUMEHEHUS
MEIUIMHCKOT0  W3AeJUsl:  TOMYJSIIUOHHBIX, JeMOTpapuueCcKuX
acleKTOB  IpuMeHeHus: Habopa peareHroB «CoV-2-dif-O»  He
BBISIBIICHO.

CTepuJbHOCTD: U3/IENINE HE CTEPUIIBHO.

1. HaznaueHnue

Ha3znauenne: nabop peareatoB CoV-2-dif-O», maprus 202201-8
npenHasHadeH Juisi kadectBeHHoro BeisiBieHHs PHK SARS-CoV-2 u
onpenenenus aeneunn DEL 31-33 B rene N, xapakrtepHOM ais
Bapuanta B.1.1.529 (Omicron), mMeromoM OJHOCTAAMHHON 0OpaTHOM
TPAHCKPHITIIHA — MYJIbTUTIIICKCHOM aIlJIeITh-CIIeU PUIECKOM
MOJIUMEPa3HOU HEMHOU peakuuu c TUOPUAU3AIIOHHO-
byopeciieHTHOM AeTekiuel B pexknume peabHoro Bpemenu (OT-ITLP-
PB) B ximHHuYecKuX mpobax ¢ LEIbI0 JUATHOCTUKHU TSDKEJIOW OCTpOM
pecrupaTopHON BUPYCHOW WH(EKIIMH, BBI3BAHHOW KOPOHABUPYCOM
SARS-CoV-2, y mnamueHTOoB ¢ KJIMHMYECKOHM CHMIITOMATHKOU
pecrupaTopHOro 3a00JIeBaHUsI U KOHTAKTHBIM JIMIAM, a TaKXKe JUTs

3 Update 70 — Update on SARS-CoV-2 variant of concern Omicron 14
December 2021 (https://www.who.int/publications/m/item/update-70-update-on-sars-
cov-2-variant-of-concern-omicron)

4 Basenenme BO3 or 28 nosbpa 2021 r. «O6HoBneHHas uHGOpManus o
Bapuante  «omukpor»  (https://www.who.int/ru/news/item/28-11-2021-update-on-
omicron)
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muddepeHIMaud ¥ MOHUTOPWUHTA PACHpPOCTpaHEHHUs BapUaHTa
B.1.1.529 (Omicron).

DYyHKUMOHAJIbHOE HAa3HAYeHHe: TIOJYYCHHbIE PE3YJIbTAThl
MOTYT HCIIOJIb30BaTbCAd Il IOAJNEPKKH JIMATHOCTHKU  TSKEIIOU
KOpOHaBHpYCHOW WHGeKuy, Bbi3BaHHOH SARS-COV-2, a takxke amis
muddepeHIMaluy 1 MOHUTOPUHTA PaclpoCTpaHEHHs BapuaHTa
B.1.1.529 (Omicron).

IHoreHuHMaJAbHBIC MOTPEOUTEN MEIMIMHCKOTO U3/1eJIUSs

HaGop npeanasHaveH s npodecCHOHAIBHOTO TPUMEHEHUS B
MEIULUHCKUX YUPEKIACHUAX u KJIMHUKO-JTMarHOCTUYECKUX
naboparopusx.  [IpodeccHOHAIBHBI  YPOBEHb  MOTCHIIMATBHBIX
MOJIb30BaTeNel — Bpauy KIMHUYECKOW J1abOopaTOPHOW AMArHOCTUKH,
MEUIIMHCKUH JJa00PATOPHBIN TEXHUK, TA0OPATOPHBIN TEXHOJIOT.

2. IlpyHuMNI MeToAa

Meton

OnnocranuitHas oOpaTHasi TPAHCKPHUIILIUS — MYJIbTUIUICKCHAS
annenb-crienuuyeckas — MoJdMMepasHas — IemHas — peakuus  C
TUOPUIN3AITMOHHO-(DITYOPECIIEHTHON AETEKIMEH B PEXKUME PEaTbHOTO
Bpemenu (OT-ITL[P-PB).

Tun anaaun3upyemoro oopasua

IIpu ucnonb3zoBanuu ¢Gopmbl kommaektauu 1: O6pasust PHK,
BbIJICTICHHBIE U3 MA3KOB U3 HOCOTJIOTKU U POTOTJIOTKH (3€Ba)

IIpn  wcoonp3oBanuu (HoOpM  KOMIUIEKTAaMu 2: Masok wu3
HOCOTJIOTKM W POTOTNOTKH (3eBa). Pearentol mnsa skcrpakuuu PHK
BXO/JISIT B COCTaB Habopa.

[Ipu_wucnons3oBaHuu GopmMbl KoMIUTeKTamuu 3: KiuHHYecKkuM
MaTepHaoM JJisi UCCIIEIOBAHUS SIBJIIETCS HEMOCPECTBEHHO Ma30K M3
HOCOIJIOTKM M POTOTJIOTKH (3eBa) (mpouenypsl Beiaenenus PHK He
TpebyeTcs).

IpuHuMn onpeneeHust

KauectBenHoe BEISIBJICHHE BHpYyca SARS-CoV-2 c
muddepenimanueii  Bapuanta B.1.1.529  (Omicron) wmeromom
MYJIBTHUIUIEKCHON OHOCTAIMMHON PEaKIuu OOpaTHOW TPAHCKPUIIINH C
MOCJIEIYIOIIUM TPOBEICHUEM TOJIUMEPA3HON I[EMHOM peakuuu ¢
TUOPUIN3AITMOHHO-(DITYOPECIIEHTHON JETEKIMEeH BKIIIOYAeT B ce0s TpU
JTana:

1. IToaroroska OT-IILIP;




2. Ob6parnas tpanckpunuuss PHK u INLP-ammumn¢pukanus kIHK
C  ruOpHAM3alMOHHO-(DIYOPECIEHTHOW  JAETeKUUeH  MPOAYyKTOB
aMITU(UKAIIH B PEKUME PEATbHOTO BPEMEHH;

3. Nutepnperanus pe3ynbTaToB.

dopMa KOMIUIEKTalMM 2 JOMOJHUTEIBHO COAEPKUT dTall
skctpakiuu PHK u3 knmuanyeckux oOpasmos.

BrisiBieHHe HYKJIEHMHOBBIX KHUCIOT KopoHaBupyca SARS-CoV-2
OCHOBAaHO Ha UCMOJb30BAHUM METOJAa OJHOCTaJMHHON peakiuu
Oo0paTHOW  TPAaHCKPHUIIIUM  C  MOCICIYIOIIUM  TPOBEICHHEM
HOJMMEpa3sHOW LENHOM peakUMu B peaJlbHOM BpPEMEHH B OJHOU
npoOupKe.

B cocraB OT-IILP-6ydepa 5x BXOAST Bce OCHOBHBIE PEAreHTHI,
BKIIIOUYasi pEeBEPTa3y C «TEIUIBIM CTapToM», Tepmoctadmibayto JIHK-
HOJMMEpa3y € «ropsYuM CTapTOM», 1€30KCHUHYKIeoTHATpUdochatsl u
ONTUMHU3UPOBAHHBIN Oydep (B ¢dopmMe KOMIUIGKTAIMH 3 CMEChH
JI€30KCUHYKJIEOTUATpUGOC(hHATOB HAXOOUTCA B COCTaBe mpaiimep-
MHKCA).

B cocraBe mpaiiMep-MuKca MPHUCYTCTBYIOT —(DIyOpECLIEHTHO-
MEUEHBIE OJIMTOHYKJICOTHUHBIE 30HMIBI, KOTOPbIE THOPHIU3YIOTCS C
KOMILJIEMEHTAapHbIM y4yacTkoM aMiumpuuupyemoit JIHK-mumenn u
paspywatorcss Tag-mojvMepasoif, B pe3yjibTaTe 4ero pa3oOuaroTcs
KpacuTeslb W TYHIUTENb, U NPOUCXOAUT HAPACTaHWE HHTEHCHUBHOCTH
¢yopecueHIMM. IOTO TO3BOJSET PErHMCTPUPOBATH  HAKOIUIEHHE
cneuu(rUYeckoro MNpoaAyKTa aMIUIMPUKAIMU TYTEM  HU3MEpEHMs
WHTEHCUBHOCTH (DIyOPECIICHTHOTO CHTHajla B PEXHME «PEaTbHOTO
BpPEMEHUY.

Habop COJIEP)KUT peareHThI TSt KayeCTBEHHOTO
myJabTHITIEKCHOTO ompenenenuss PHK koponaBupyca SARS-CoV-2,
PHK Bapuanta B.1.1.529 (Omicron) u ¢parmenta PHK BHyTpennero
KOHTpoJbHOTrO obpasua (nanee BKO): npoxykTsl aMmiuduKanuyu rea
N koponaBupyca Bapumanta SARS-CoV-2 B.1.1.529 (Omicron)
PETUCTPHUPYIOTCS MO KaHaly, COOTBETCTBYIOIIeMY Quryopodopy
FAM/Green, mpoayktel amrummpukanmua BKO — mo HEX/Yellow,
OPOAYKTHl aMIUTM(UKanuu (pparmMeHTa reHoMa KOpOHaBUpYca JII000ro
Bapuanta SARS-CoV-2 — no kanaimy ROX/Orange.

BKO mno3Bonsier OLeHUTh BO3MOKHOE HAIWYHE WHTHOUTOPOB B
npooe, MIPUCYTCTBUE KOTOPBIX MOXKET MIPUBECTH K
JIO)KHOOTPUIIATEIILHBIM ~ pe3yJibTaTaM u/unu 3¢ PeKTUBHOCTD
BeLneneHus PHK.



OrpanuyeHusi MeToaa

Bo3moxxHas npuuYMHAa = MOMYYEHUS  JIOKHOIIOJIOKUTEIBHOTO
pe3ynbprata — KOHTaMHMHanus Ha drtane BbigeneHuss PHK  mmbo
npoBenenus peakuun OT-TILP-PB. JloxxHOMONIOKUTENBbHBIA PE3YIbTAT
MOXXET OBITh BBISBIEH C MOMOIIBIO OTPHUIATEIIBHOIO KOHTPOJBHOIO
obpasria.

Hapy1ienue 11enocTHOCTH YIIAaKOBKHU IIPU TPAHCIIOPTUPOBAHUMU.

Hcnonb3oBanue Habopa € MCTEKIIUM CPOKOM TOJHOCTU WIIU
YCIIOBUH XpaHEHHs Habopa.

Hapymienue ycnoBuil XpaHeHUs U TPAHCHIOPTHUPOBAHUS 0OPA3IIOB.

Bpems npoBenenus peakuuu OT-IILP ocraBaser ot 80 go 100
MHUHYT B 3aBUCUMOCTH OT HCITOJIb3yeMOU Moenu amiuudukaTopa (6e3
ydeTra mpoOOnoArOTOBKH).

3. CocTaB Ha0opa peareHToB

HaGop pearentoB «CoV-2-dif-O» Beimyckaercst B Tpex ¢popmax
KOMILJICKTallUU:

1) ®opma koMIIeKTanum 1

CocraB: kommutekt peareHtoB mis OT-IIHP «CoV-2-dif-O-
Classic».

2) dopmMa KOMILTEKTAIHH 2

CocraB: kommtekt peareHtoB mis OT-IIHP «CoV-2-dif-O-
Classic», xommuiekT peareHToB st dkcTpakiuu PHK «HK-Dxcrpa-
SWh.

3) ®opma KOMILIEKTaUH 3 — HE TpeOyeT NpoIlexyphl
Boiienenuss PHK u3 Ouonornueckoro marepuana (npsmas OT-TILP-
PB)

CocraB: komriekT peareHToB st OT-TTIP «CoV-2-dif-O-Citoy.

KosinuecTBo ananu3npyemMbix nmpod

Habops! peareHTOB Ka)xxa0i (HOpMbl KOMIUIEKTAIMK (TabauIsl 1—
3) paccuurtanbl Ha 96 peakiMii, YTO COOTBETCTBYET ompeaencHuto 94
UCCIIEyeMbIX  OOpa3loB, OTPULIATENbHBIX M  TOJOKUTEIbHBIX
KOHTPOJIBHBIX 00pa3LoB MpU €AMHUYHOM 3aIlyCKe aMIUIM(HUKaTopa Ha
96 nyHOK Wiu 15 eAMHUYHBIM MTOCTAHOBKAM HMCCIIETYyEMBIX 00pa3IloB ¢
OTPHULIATEIILHBIMUA M TOJOXHUTEIbHBIMH KOHTPOJBHBIMH OOpaslamMu B
KaXI0U IIOCTAaHOBKE.



Tabmuma 1 — CocraB Habopa pearenToB «CoV-2-dif-Oy», maptus
202201-8, dhopma komrutekTanuu 1

Ne KoauuvectBo,
Ha3sBaHue pearenra Onucanne .
nn 00bEM
Kommekr pearentos aist OT-ITIP «CoV-2-dif-O-Classic»
[Ipo3paunas 1 npobupka,
1. | OT-IILP-Gydep 5x OecIBeTHAS YKUIKOCTh 480 MK
, ) IIpo3paunast KUAKOCTH 1 npobupxa,
.| TIpaiimep-MuKc C BO3MOXHBIM
480 MK
CHPEHEBBIM OTTEHKOM
3 | ko IIpo3paunas 1 npobupka,
GecriBeTHAs )KUIKOCTh 225 MK
4 | oxo [Ipo3paunas 1 npoOupka,
OecrBeTHast )KUIKOCTh 1500 mxn
5 | BKO [Ipo3paunas 1 npobGupka,
GecriBeTHAs )KUIKOCTh 940 MK

Ta6muma 2 — CocraB Habopa pearentoB «CoV-2-dif-Oy», maptus
202201-8, dhopma komIuteKTanuu 2

Ne Koauuectno,
Ha3zBanue pearenra Onucanue ..
nn 00BéM
Kommnuekr pearentos piast OT-IIHP «CoV-2-dif-O-Classic»
IIpo3paunas 1 npoGupka,
1. | OT-TILP-Gydep 5x OeclBeTHas KHUIKOCTh 480 MK
3 [Tpo3paunast KHIKOCTH 1 npoGupka,
2. | Ipaiimep-muxc C BO3MOXKHBIM 430
CHPEHEBBIM OTTEHKOM M
[Ipo3paunas 1 npobupka,
3. | KO OecrBeTHast )KUIKOCTh 225 MK
IIpo3paunas 1 npobupka,
4. | OKO OecrBeTHast )KUIKOCTh 1500 mxn
IIpo3paunas 1 npobupka,
> BKO OecrBETHAS KUIKOCTD 940 MK
Komnuekt pearentos pjs 3xerpakuuu PHK «HK-Jxcerpa-SW»
IIpo3paunast ;KUIKOCTb,
MOJKET UMETh OTTEHOK 1 ¢naxon,
1. | Bydep s cBs3pIBaHUSA N
PO30BOTO UJIH KENTOTO 48 mn
1[BETA
2. | MarauTHsle yactuusl, MY Kopuunesas cycnensus 1 g%%i{fg;a’
IIpo3paunas 1 ¢naxon,
3. | PactBop Ans npoMBbIBKY OecLBETHAS )KUIKOCTh 68 M
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Ne Koanuyectso,
Ha3Banue pearenrta Onucanue "
1011 00BEM

Kommekr pearentos misi OT-IILP «CoV-2-dif-O-Classic»

[Ipo3paunas 1 ¢pmakon,

4, DII0eHT
OecLBEeTHAS )KUIKOCTh 10 M

Tabnuna 3 — CocraB Habopa peareHToB «CoV-2-dif-Oy, mapTus
202201-8, dhopma KOMILIEKTAINH 3

Ne KoauuvectBo,
HasBaHue pearenra Onucanne .
I 00béM
Kommuiekr pearentos pis OT-IIHP «CoV-2-dif-O-Cito»
. [Ipo3paunas 1 mpobupka,
1. | OT-IIP-6ydep-Cito 5x GecIBeTHAS KUIAKOCTD 480 MK
3 IIpo3paynast KUAKOCTH 1 npobupka,
2. | Ilpaiimep-muxc C BO3MOXKHBIM
480 MK
CHPEHEBBIM OTTEHKOM
3 | ko [Ipo3paunas 1 npobGupka,
OeciBETHASA KUIKOCTD 225 MKII
IIpo3paunas 1 npobupka,
4. | OKO GecriBeTHAS )KUIKOCTh 225 MK
IIpo3paunas 1 npoGupka,
5 | BKO GecriBeTHAS )KUIKOCTh 940 MK

Cocras Ha0opa

B coctaB OT-IILP-0ydepa Sx BXoIaT Bce OCHOBHBIE PEareHTHI,
BKJIIOYas peBepTra3zy C «TEMIBIM CTapToM», TepMmocTabuibHyto JIHK-
MOJIUMEPA3y C «TOPSTYUM CTapTOM», 1€30KCUHYKJIEOTUATpUdochaTsl u
ONITUMHU3UPOBAHHBIN Oydep.

B cocras OT-IIP-0ydepa-Cito 5x BXOAIAT TE€HETHYECKH
MoauduIMpoBanHas peseptaza MMLV ¢ nojaBiieHHONH aKTHBHOCTBIO
PHKa3st H, wunaxktuBupoBannasi antutenamu JIHK-monmmepaza wu
Oydep, nozposstromuii nposoauts OT-IILP B npucyTcTBUM GOIBIIOTO
KOJIMYECTBA MHTUOUTOPOB.

IIpaiiMep-MuKC, TOTOB K MHCIOJB30BAHUID U  COJEPIKUT
npaiiMeppl M 30HIBI,  NpeJHa3HAYCHHbIE  JJI1  BBISBJICHHUSA
creun(UIecKx MUIICHEH:

1. Ilpaiimepsr 1 30HA K ¢parmenty reHa N, couepkamiemy
mytamuio A31-33 — cnenuduunoii yactu renomuoit PHK Bampanta



SARS-CoV-2 B.1.1.529 (Omicron)®®. Jlerekuus ocymiecTBISETCS IO
kanairy FAM/Green.

2. Ilpaiimepsl U 30HA K BHYTPEHHEMY KOHTPOJILHOMY O0pasIly.
Jerekuus ocymectpisieTcs mo kanaay HEX/Yellow.

3. Ilpaiimepsl W 30HX K (parMeHTy CHEHU(PUYHOW YacTH
resomHor PHK  koponaBupyca SARS-CoV-2. Jlerektupyercs
KOHCEpBAaTUBHBIM (parmeHT reHoma KopoHaBupyca SARS-CoV-2
MoOBIX mTaMMOB 110 KaHany ROX/Orange.

[Ipaiimep-MHUKC  (GOPMBI  KOMIUIEKTAIlMM 3 JOTOJIHHUTEIBHO
COJICPKUT JAE€30KCUHYKICOTUNTpUPOChATHI.

I[onoxurenbublii KOHTPOaAbHBIA o0pazen (IIKO) roroB k
UCIIONIb30BAHUIO U COICPKUT BBISABISIEMble HAOOPOM peareHTOB
cnenuduyeckne ¢pparMeHTsl reHoma kopoHasupyca (SARS-CoV-2) u
BHYTPEHHEr0 KOHTPOJILHOTO 00pas3iia.

OTpunare/jibHblii KOHTPOJLHBIH oOpa3zen (OKO) roroB k
UCIONIb30BAHUIO U TPEACTaBIsAET COOOM JEMOHHU30BAHHYIO BO.Y,
cBoboanyto ot JIHKa3 u PHKas.

BuyTpenHunii koHTpoJibHBIH oOpasen (BKO) rotoB «k
MCIIOJIb30BAaHUIO U IpeJCTaBsgeT co0oil npenapart apmupoBanHoit PHK.

Kommuekr pearentoB ais dkcrpakuun PHK «HK-Jkcerpa-
SW»» conepxut Oydep ansi CBSI3bIBaHMS, CYCIICH3UIO C MarHUTHBIMHU
YacTUIIAMH, PACTBOp IS TPOMBIBKA W DIIIOEHT. Bce KOMIOHEHTHI
TOTOBBI K MCIIOJIb30BaHMIO.

B cocraBe Habopa OTCYTCTBYIOT JIEKapCTBEHHBIE CPEICTBA IS
MEIUIUHCKOTO  TPUMEHEHUs, BEIIeCTBAa  YEJIOBEYECKOro WU
KHBOTHOT'O IIPOUCXOXKIECHUSL.

Buumanme! ;11 MOCTAaHOBKM peakUMil CIEAYET HCIOJIb30BAThH
peareHThbl TOJBKO U3 UICHTUYHON (POPMBI KOMIUIEKTAIUH.

5> Implications of the emergence and spread of the SARS CoV 2 B.1.1. 529
variant of concern (Omicron) for the EU/EEA. Threat Assesment Brief. Europnean
Centre for Disease Prevention and Control. 26 November 2021.

® https://www.gisaid.org/
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4. XapaKkTepucTHKH HA00pa peareHToB
4.1. Texnnyeckue U PYHKIMOHAJIbHbIE XaPAKTEPUCTUKH

Tabmuua 4 — HabGop peareatoB «CoV-2-dif-O», dopma
KoMILIeKTaruu 1
HaumeHnoBanmue
XapakTepucTUKH U HOPMBbI
noxKasarteJis

1. Texuuveckue XapaKkTepPHCTUKH

1. BHewmnwuii Bux

OT-IILIP-0ydep 5x

IIpo3paunas GecrBeTHas! )KUIKOCTD

IIpaiimep-Mukc

Hpo3paqHas{ KUJIKOCTh C BO3MOXXHBIM CUPCHEBBIM
OTTCHKOM

TIKO [Ipospaunas GecrBeTHAS KHUIKOCTH
OKO [Ipospaunas GecrBeTHAS KHUIKOCTH
BKO [Ipo3paunas GecrBeTHAS KHUIKOCTH

1.2. KOMIIIEKTHOCTD

- Ha6op pearenro «CoV-2-dif-O», maptus 202201-8,
- MHCTpyKIWs 1o mpUMeHeHuto — 1 mr.,
- ITacopr kadyectBa — 1 wT. HAa MAPTHIO.

1.3. MapkupoBka

MapxkupoBka corsnacHo 'OCT P 51088-2013 (myHKT 6.2),
I'OCT P UCO 18113-1-2015, TOCT P HUCO 18113-2-
2015.

I'paduueckoe opopMmiIeHHE MAPKUPOBKH IPOM3BOJIAT II0
T'OCT P UCO 15223-1-2020.

Orukerku u3 kieseit oymaru no 'OCT 7625-86.

1.4. YnakoBka

IlepBuyHasi ynakoBka -
KOMIIOHEHTOB:
OT-IILIP-6ydep 5x, Ipaiimep-mukce, ITKO — 0,5 mu1,

OKO - 1,5 mm,

BKO - 1,5 mi.

BropuuHasi ymakoBKa - BCe MUKPONIPOOHPKHU ITOMEIIAIOT
B YIAKOBOYHBbIM IIakeT C 3alle]KOHM U3 IOJUMEPHOH
IUICHKK M KOMOMHMpOBaHHBIX MatepuanoB 1o ['OCT
12302-2013 pazmepom 120*170 mm.

Ha maket HakyienBaeTcs 3THKETKA U3 OyMaru STHKETOYHOM
(T'OCT 7625-86) ¢ MapKHPOBKOH.

00BEM  MHKPOIIPOOUPOK

2. ODyHKUHOHAJIbHBIE XapaKTEPUCTHKH

IPerucTparust pocta curaaina (GIyopecieHIIuy B MpoOupKax ¢

Hooxrenp b KO mo xanamam FAM/Green, HEX/Yellow u ROX/Orange
pesynbtart ¢ [TKO
c Ct<30
OTpunaTenbHbIH B mpobupkax ¢ OKO mno xamamam FAM/Green,
pesynbrar ¢ OKO HEX/Yellow u ROX/Orange 3nauenne Ct He yka3zaHo (TO
€CTh TpaduK HAKOILICHHUS (IYyOPECUEHIIMH OTCYTCTBYET)
i Ct>35
POXOIKICHIE B mpobupkax ¢ OKO+BKO mo kanamam FAM/Green u
P N ROX/Orange 3nauenne Ct He ykazaHo (TO ecTh rpaduk
peaxuuii c OKO+BKO

HakomiIeHus (iyopecreniuu orcytcTeyer) mwin Ct>35, a
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o kanary HEX/Yellow Ct<32.

IIpoxoxnenue
peaxmmit c KOC+BKO

B mpobupkax ¢ KOC+BKO mo xkanmamy FAM/Green
3aadgeHre Ct He ykazaHO (TO ecTh rpad)UK HaKOIUICHUS
¢yopecuenunu orcyrcreyer) wiam Ct>35, no kananmy
HEX/Yellow Ct<32, a mo xanany ROX/Orange 3xauenue
Ct me ykazaHo (TO ecTp TpauK HAKOIJICHUS
(ITyopecueHIH OTCYTCTBYET).

[Ipoxoxnenne B mpo6upkax ¢ KOUY+BKO 1o kanaizam FAM/Green u
peakmmit c KOU+BKO | ROX/Orange Ct < 35, o kanany HEX/Yellow Ct<32
Tabmuua 5 — HabGop pearenroB «CoV-2-dif-O», dopma
KOMILJICKTAIMH 2
HaumeHnoBanme
XapaKTepI/lCTl/lKl/l H HOPpMBI
nmoxKasarteJis

1. TexHu4ueckHe XapaKkTepHUCTUKH

1. Buemnuii Bux

Kowmmnekt pearentos st OT-ITHP «CoV-2-dif-O-Classic»

OT-IILIP-6ydep-Cito
5X

IIpo3paunas GecriBeTHas! )KUIKOCTD

IIpaiimep-Mukc

Hp03paqHa;[ JKAJAKOCTh C BO3MOXXHBIM CUPEHEBBIM
OTTCHKOM

IIKO IIpo3paunas GeciiBeTHAs KHUIKOCTh
OKO IIpo3paunas GecriBeTHAS )KUIKOCTD
BKO IIpo3paunas GecriBeTHAS )KUIKOCTD

Kommnext pearenros s axctpakiuu PHK «HK-Okerpa-SWy

Bydep st cBa3pIBaHMA

Hp03paqHa;[ KUIAKOCTb, MOXKET UMETh OTTCHOK PO30BOT'O
W KEJITOTO 1BETA

MarnutHeie HaCTUIbI

Kopuunesas cycnensus

PactBop s
MTPOMBIBKH

Hpo3paqHa5{ 6€CL[B€THEIH KHUJIKOCTh

DII0EHT

Hpo3paqHa5{ 6€CL[B€THEIH KHUJIKOCTh

1.2. KOMIIIEKTHOCTD

- Ha6op pearenro «CoV-2-dif-O», maptus 202201-8,
- MHCTpyKIws 1Mo mpuMeHeHnto — 1 mr.,
- Taciopr kayectBa — 1 wT. HAa MAPTHIO.

1.3. MapkupoBka

MapxkupoBka cormacHo 'OCT P 51088-2013 (myHKT 6.2),
I'OCT P UCO 18113-1-2015, TOCT P UCO 18113-2-
2015.

I'paduueckoe odopmieHHe MapKUPOBKH HPOU3BOIAT I10
I'OCT P UCO 15223-1-2020.

Orukerky u3 kieseit oymaru no 'OCT 7625-86.
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IMepBuuHasi ynmakoBKa - 00bEM MHKPOIPOOHPOK

KOMIIOHEHTOB!
OT-IILP-6ydep 5%, Ipaiimep-mukc, ITIKO — 0,5 mur,
OKO - 1,5 mi,
BKO - 1,5 mi1.
1.4. YnakoBka BropuuHasi ymakoBKa - BCE MHKPOTIPOOHPKHU ITOMEMIIAIOT

B YNAaKOBOYHBIM MAaKeT C 3alleIKOM W3 IOJIMMEPHOU
IUIGHKA W KOMOWHHMpOBaHHBIX MartepuanioB 1o [OCT
12302-2013 pazmepom 120*170 mm.

Ha nmakeTt HakyieMBaeTCs STUKETKA U3 OyMaru 3THKETOUHOMH
(I'OCT 7625-86) c MapKHpPOBKOH.

2. DyHKIHOHAJIbHBIE XaPaKTEePHCTHKHA

[NonoxuTenpHbI Peructpanust pocta curaana (IyopecleHINI B IPOOUPKax ¢
pesynbtar ¢ [IKO (6e3  [[TKO mo kananam FAM/Green, HEX/Yellow u ROX/Orange
BBLICTICHUSI) c Ct<30

[MonoxxutensHbIH Peructpamust pocta  curHaiga  (QUyopecLSHLIMH B
pesynbrar ¢ [IKOgyn, (¢ | mpobuprax ¢ TIKO no kananam FAM/Green, HEX/Yellow
BBIJICIICHUCM ) u ROX/Orange ¢ Ct< 30

B mpobupkax ¢ OKO mno kanamam FAM/Green,
OTtpHuaTeTbHBIN HEX/Yellow u ROX/Orange 3nauenue Ct He ykazaHo (To
pesynbtat ¢ OKO ecTh TpaUK HAKOIUICHUS (IyOPECLUEHLUH OTCYTCTBYET)

wm Ct>35

B mpobupkax ¢ OKO+BKO mo kanamam FAM/Green u
[Ipoxoxaerne ROX/Orange 3nauenne Ct He ykazaHo (TO ecTh rpaduk

peakiuii ¢ OKO+BKO | makomienus ¢uiyopecueHimu otcytcrByer) mwim Ct>35, a
no kanairy HEX/Yellow Ct<32.

B mpobupkax ¢ KOC+BKO mo xkamamy FAM/Green
3HaueHne Ct He yka3aHO (TO ecTh rpaMK HAKOIUICHHS
IIpoxoxnenue ¢nyopecueHuuu orcyrcryer) wiau Ct>35, mo kanamy
peakiuii c KOC+BKO | HEX/Yellow Ct<32, a no xanany ROX/Orange 3Hauenue
Ct mHe ykazaHo (To ectb rpaduKk HaAKOIUICHHS
(IIyopecueHINH OTCYTCTBYET).

IIpoxoxnenue B mpo6upkax ¢ KOUY+BKO 1o kanazam FAM/Green u
peakimii c KOU+BKO | ROX/Orange Ct < 35, o kanany HEX/Yellow Ct<32

Tabmuma 6 — Habop pearentoB «CoV-2-dif-O», ¢opma
KOMILIEKTAIIAU 3

HaumenoBanue

XapaKTepHuCTHKH ¥ HOPMBI
noxkaszareJist

1. TexHuyecKkue XapaKTepPUCTUKH

1. Buewmnwuii Bux

OT-IILIP-6ydep-Cito ITpo3paunas GecriBeTHAS )KUIKOCTD
5X
[paiimep-Mukc [Ipo3pauHas KUIKOCTH C BOSMOXHBIM CHUPEHEBBIM
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OTTCHKOM

ITIKO [Tpo3paunas GecuBeTHas )KUIKOCTh
OKO [Ipo3paunas GecuBeTHas )KUIKOCTh
BKO [Ipo3paunas GecuBeTHas )KUIKOCTh
- HaGop pearenros «CoV-2-dif-O», maptus 202201-8,
1.2. KoMIIIeKTHOCTh - MHCTpyKIws mo npuMeHeHnto — 1 mr.,

- HacnopT KauecTBa — 1 IIT. HA MapTUuro.

Mapxkuposka cornacHo ['OCT P 51088-2013 (myHKT 6.2),
T'OCT P UCO 18113-1-2015, TOCT P ICO 18113-2-
2015.

I'paduueckoe ohopMiieHHE MAPKUPOBKH POU3BOIAT MO
T'OCT P UCO 15223-1-2020.

OrukeTkn u3 kiesmeit 6ymarn no FOCT 7625-86.

1.3. MapkupoBka

IlepBuyHasi ynakoBKa - 00beM MHUKPOIIPOOHPOK

KOMITOHEHTOB:
OT-IILP-6ydep-Cito 5x, [Ipaiimep-mukc, [TKO, OKO —
0,5 M,
BKO - 1,5 M.
1.4. YnakoBka BropnuHast ymnakoBKa — Bce MUKPOIIPOOHPKH ITOMEIIAIOT

B YIAKOBOYHBIN MAKET C 3aIIEJIKON U3 HOIUMEPHOI
IUICHKA ¥ KOMOMHHPOBaHHEIX MaTepuaioB o [OCT
12302-2013 pazmepom 120*170 mm.

Ha naker HakienBaeTcs 3STUKETKA U3 OyMaru 3THKETOYHOM
('OCT 7625-86) c MapKHpPOBKOH.

2. DyHKIHOHAJIbHbIE XaPAKTEePHCTHKH

Peructpanust pocta curHaia (GayopecueHIy B IpoOUpKax ¢

Honoxreb bl IMKO no xananam FAM/Green, HEX/Yellow u ROX/Orange
pesynbtart ¢ [TIKO
cCt<30
OTpunaTtenbHbIH B mpo6uprax ¢ OKO no kanamam FAM/Green,
pesynbrar ¢ OKO HEX/Yellow 1 ROX/Orange 3uagenue Ct He ykazaHo (T0
€CTh rpa(MK HAKOTUICHUS (IIyOPECIIEHIIMU OTCYTCTBYET)
niu Ct>35
B npo6upkax ¢ OKO+BKO no xananam FAM/Green u
IIpoxoxnenue ROX/Orange 3nauenue Ct He ykazaHoO (TO ecTh rpauk
peaxuuii c BKO HakoruieHus piyopecuenn orcyrerByer) uin Ct>35, a

o kanairy HEX/Yellow Ct<32.

B npo6upkax ¢ KOC+BKO mno kanaizam FAM/Green n
IIpoxoxnenue ROX/Orange 3uauenue Ct He yka3aHo (TO ecTh TpaduK
peakuii c KOC+BKO | nakomienus ¢uryopecueHmu otcyreTyer) uwin Ct>35, o
kaHany HEX/Yellow Ct<32.

IIpoxoxnenue B npo6upkax ¢ KOU+BKO no kananam FAM/Green u
peakmmit c KOU+BKO | ROX/Orange Ct < 35, mo kanany HEX/Yellow Ct<32

4.2 XapaKkTepuCTHKHN aHAJTUTHYECKOH d(PPeKTHBHOCTH
4.2.1 AnaauTudeckas cneuuIHOCTH
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- no kaHamy FAM — 1o OTHOIIEHHIO K XapaKTepHBIM JUIS
B.1.1.529 (Omicron) myrtanusim A31-33 B reHe N, KOIUPYOIIETO
docdorporenH HyKICOKaNCHIa — CHEIU(PUIHON YaCTH T€HOMHOM
PHK mramma SARS-CoV-2 kopoHaBupyca

- mo kaHay ROX- mo oTHomeHuio kK ¢parmMeHTy reHa N,
Koaupytomero (QochonporenH HykiIeokancuga — crenupuyHon
gactu reHoMHoi PHK mrtamma SARS-CoV-2 xoponaBupyca.

AHanuTthueckas crnerupuYHOCTh LIENIEBOro (parMeHTa reHa
N, komupytomero docdomnporenn Hykieokarncuga SARS-CoV-2,
noaTBepxkaanmace in - silico ¢ momompro  pecypca BLAST
(https://blast.ncbi.nlm.nih.gov/Blast.cqi).

B pamkax mpoBeaeHHs] KIMHUYECKUX HCIBITAHUNA MOKa3aHO
OTCYTCTBHE HECTEUU(UYECKUX  IOJIOKUTEIBHBIX  PE3YJIbTAaTOB
ammumduikanun  npu  Hanmuuuu B oOpasue HK  cnemyrommx
OpraHW3MOB H BHPYCOB: BHUpYChl rpumma Tuna A u B,
pecnrpaTopHO-cHHIMTHANIBHEIN Bupyc (PCB), Bupycsl naparpumnmna,
PUHOBUPYCHI, aJICHOBUPYCHI, UEIOBEUYECKHE METAITHEBMOBUPYCHI,
MERS-CoV, Streptococcus pneumoniae, Haemophilus influenza
type B, Legionella pneumophila

4.2.2 AHaIMTHYeCcKas YyBCTBUTEJILHOCTh

®opmbl komiuiekTanuu 1-2: He menee 500 xomuii PHK Bupyca
SARS-CoV-2 Ha 1 MJT KIIMHHYECKOTO MaTepraia.

®opmel komiutektauuu 3: He mMeHee 1 000 xommit PHK Bupyca
SARS-CoV-2 Ha 1 MJT KIIMHHYECKOTO MaTepraia.

4.2.3 TlpenM3MOHHOCTD B YCJIOBHAX NOBTOPSIEMOCTH

Jlis  OLIEHKH TPEUHU3HOHHOCTH B YCIOBUSAX MOBTOPSEMOCTHU
KOHTpONBHBIH  oOpazenr  KoponaBupyca SARS-CoV-2, mramm
I'K2020/1, xar. Ne AAO006, sBxomsumii B coctaB [laHenn
WHAKTUBHPOBAHHBIX BO30YJHUTENCH pPECHUPATOPHBIX WHOEKIHHA IS
WCCJICIOBAaHMSI AaHATTUTUYECKON CHEIM(PUIHOCTH METUITUHCKUX U3
JUISl TAAarHOCTHKHU in vitro, mpousBoactBa ®PI'BY «HULIOM um. H.D.
lamanen» Munsnpasa Poccuu tectuposanu B 10 moBTopax.

JlaHHBIE TI0O TIOBTOPSEMOCTH TIONYYalOT BHYTpPH JaOopaTopud IJist
KOHKPETHOT'O 000pyI0BaHUs 1 Habopa peareHTOB.

JUis OLIEHKM TPENHU3HMOHHOCTH B YCIOBHUAX IOBTOPSEMOCTH
pacCUMTHIBAIOT CpenHee apudMETHYECKOe BBIOOPKH, JUCIEPCHIO,
CPEIHEKBAIPAaTUYECKOE OTKJIOHEHHE M KO3((UIMEHT BapHaluu MO
MOJTyYEHHBIM 3HAYEHUSM B IIOBTOPAX KOHTPOJBHBIX 0OPA3IIOB.
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PesynbraTel MCclnenoBaHMA — IMOKa3ald, dYTO  KOI(PQPUIMEHT
BapHaliy B YCIOBHSX IOBTOPSEMOCTH Habopa cocTamisieT He Oolee
3%.

4.2.4 TIpeun3MOHHOCTH B YCJIOBHAX BOCIIPOM3BOIUMOCTH

OneHKy  BOCHPOHM3BOJMMOCTH  TECT-CUCTEMBI  IPOBOJAT
AQHAJIOTUYHO PAcyETy MPEIM3UOHHOCTH B YCIOBHSIX IOBTOPSEMOCTH
(pazmen 4.2.3.), omHAKO il TECTHPOBAHHS HCIIOJIB3YIOT Pa3lInuHbIC
HaOOphl W3 TApTHM HAOOpa pPEareHTOB, PEaKIUU CTaBAT B Pa3HBIX
nabopaTopusiX, pa3Hble ONeparopbl, B pa3Hble JHU, Ha pasHbix [I1[P-
aMITu(hUKaTopax (bnok BOCITPOM3BOIUMOCTH 1, broxk
BOCTIpOM3BOANMOCTH 2, biiok Bocipon3BoaumocTH 3, biiok
BOCIIPOM3BOAMMOCTH 4).

IIpn IIPOBEACHUHN MIPEU3HOHHOCTH B YCIIOBUSX
BOCIIPOM3BOAMMOCTH HaOJI0Janach IOJHAas BHYTPUIIOCTAHOBOYHAs,
MEXIIOCTaHOBOYHAs u MEXCepUiHas BOCIIPOU3BOAUMOCTb,

ko3 urmeHT Bapuauu He npepbimaet 3%.

4.2.5 HWurtepdepupywmye BemecTBa H OrpPaHUYEHHS IO
HCIOJIb30BAHUIO AHAJIU3MPYEMOIro MaTepuasa

BrusiHue nmoTeHIManIsHO HHTEP(HEPUPYIONTUX BEIIECTB Ha PadoTy
Habopa peareHToB «CoV-2-dif-O», maptus 202201-8 ObLIO IPOBEPEHO
B XOJ€ TIPOBEACHHUS KIMHWYCCKUX HCHBITAHUH B  OTHOIICHHUH
MOTEHIIMATBHO  MHTEPGEPUPYIOMIMX  BEIIECTB, KOTOpble  OyayT
BCTpEUaThCS TPH TpOIeaype 3abopa KIMHUYECKOTO MaTephaia B
CIEIYIOIINX KOHIICHTPAIHIX:

it popm KoMrIekTaruu 1-2:

— remorioboun — 10%:;

— THaJypoHOBas KucioTa — 5%;

— «Moynpoden» — 0,04 mr/mu;

— «AMOpobene» — 0,003 mr/mi;

— «bpomrexcun» — 0,016 mr/mi;

— «Kanerpa» — 0,02 mr/mut;

— «HuTepdepon» — 0,2 ex./mi;

— Tepadmro» — 0,071 mr/m;

TUTst GOPMBI KOMITJIEKTAIUH 3.

— remoriiobun — 0,1%:;

— THagypoHOBas Kuciota — 1%;

— «Moympoden» — 0,04 mr/mi;

— «Ambpobene» — 0,003 mr/mu;
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— «bpowmrexkcun» — 0,016 mr/m;

— «Kanerpa» — 0,02 mr/m;

— «Hutepdepon» — 0,2 exn./mir;

— Tepadmo» — 0,071 mr/mi.

Ha ocHOBaHMM pe3ynbTaToOB HCCICAOBAHHS TOTEHIIMAIHHO
uHTepdepupyromme BeIIECTBa, BCTPEUAIONIMECS TPH MPOIEAYype
BeifesieHuss PHK w3 kiuHHMYecKoro marepualia, OICHHBaeMble NpHU
KOHIICHTPAIUAX, KOTOPhIE, KaK OXHUIAETCs, OYIyT BCTpEYAThCS TPHU
HOPMAJILHOM HCIOJIb30BaHUU Habopa pearentoB «CoV-2-dif-Oy,
naptus 202201-8 He 0Ka3bIBAIOT BIMSHIC HA PE3yIbTAT aHATHN3a.
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4.2 XapakTepuMCTHKM  KJIMHHYeCKOH  JI(PPeKTHBHOCTH
Tabauua 7. luarHoctuueckue xapakrepuctuku «Habop
peareHToB /115 KadecTBeHHOro BbisiBieHus PHK kxoponaBupyca SARS-
CoV-2 u onpenenenns aeneruu DEL31-33 B rene N, xapakTepHOM 1ist
BapuanTa B.1.1.529 Omicron, meromom OT-IIIP-PB «CoV-2-dif-Oy,
naptust  202201-8» dopma kommuiektaniuu 1 uw MU  cpaBHEHHS.
ABtomatusupoBanHoe  Bbiienenune PHK ¢ ucnonb3zoBanuem
poleccopa MarHUTHBIX YacCTHI[ JJIS OYMCTKH HYKJIEMHOBBIX KHCIOT,
kietok u 6enkoB Kingfisher Flex ¢ momomisio «Habopa pearentos mis
Beiiesiennst [JHK/PHK u3 knuamdeckoro marepuana "HK-Dxcrpa" mo
TV 21.20.23-013-97638376-2019», ®opma xomrmuiektammu 1 (PY Ne

P3H 2021/15428 ot 24.09.2021).

I[narnocnmecxaﬂ
Bun JunarnocTuyeckasi
crnenupuIHOCTH
Hccirenye- Amiumdu- Yucio YYBCTBHTEJIbHOCTh o
o C TOBEPUTEIIbHON
MOro KaTop npoo C JIOBEPUTENBHOM CPOSTHOCTEIO 95
MaTepuaJia BeposTHOCTHIO 95 % Bep %
I Tnpaiim 100% 100%
30 (95% U 88,65%, (95% I 88,65%,
100,0%) 100,0%)
Masox u3 CFX 96 100% 100%
BEPXHUX 30 (95% JTU: 88,65%, (95% JIU: 88,65%,
I[I:IXaTe.]'IE:HLIX 100’0%) 100’0%)
(Ho‘c‘g:;gm Rotor-Gene Q 100% 100%
30 (95% U 88,65%, (95% I 88,65%,
1 100,0%) 100,0%)
POTOIIIOTKH) - = 2 ietidio 5 100% 100%
30 (95% U 88,65%, (95% IU: 88,65%,
100,0%) 100,0%)
Tabauna 8. JImarHoctuueckue xapaxktepuctuku «Habop

peareHTOB 111 kKadecTBeHHOro BoisiBiIeHUs: PHK xoponaBupyca SARS-
CoV-2 u onpenenenus aenenun DEL31-33 B rene N, xapakTepHo# ams
BapuanTta B.1.1.529 Omicron, metomom OT-IIIP-PB «CoV-2-dif-O»,
naptusa 202201-8» dopma xommnekranuu lu MU cpaBHenus. Pyunoe
Beiienienne PHK ¢ momomipio «HaGopa peareHTOB aJis BBIACICHHS
JHK/PHK wu3 knuangeckoro marepuaia "HK-Okerpa" mo TY 21.20.23-
013-97638376-2019», ®opma xommutektammm 1 (PY Ne P3H
2021/15428 ot 24.09.2021).
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JInarnocruueckasi

Bup JAnarnocTuyeckasi
crneuupuIHOCTH
uccienye- Ammngu- Yuciio YyBCTBHUTEJIbHOCTH .
. C IOBEPHUTEIHHON
MOro KaTop npood C IOBEPHUTEIBHON BeDOSTHOCTBIO 95
MaTepHaJa BeposTHOCTBIO 95 % p %
JTmpaitm 100% 100%
30 (95% J111: 88,65%, (95% J111: 88,65%,
M 100,0%) 100,0%)
230K M3 CFX 96 100% 100%
BEPXHUX 30 (95% J1U1: 88,65%, (95% JIU1: 88,65%,
I[BIXaTeHI:HBIX 100’0%) 100]0%)
i - o 100%
- Rotor-Gene Q 100% )
30 (95% J111: 88,65%, (95% J111: 88,65%,
1 100,0%) 100,0%)
POTOTIOTKH) [~y o ntStudio 5 100% 100%
30 (95% [111: 88,65%, (95% J111: 88,65%,
100,0%) 100,0%)

Tabauua 9. Jlmarnoctuyeckune xapakrepuctuku «Habop pearenToB
st kauyectBeHHoro BeigBieHus PHK koponaBupyca SARS-CoV-2 u
omnpenenenusi nenenuun DEL31-33 B rene N, xapaktepHoil s
BapuanTa B.1.1.529 Omicron, meromom OT-IIL[P-PB «CoV-2-dif-O»,
naptus 202201-8»®Dopma kommiekranuu 2 1 MU cpaBHenus. Pyunoe
BoiienneHne PHK ¢ momompro BXozadmero B COCTaB  KOMILUIEKT
pearenToB aiist skcTpakiu PHK «HK-Okcrpa-SWy.

JInarHoctuyeckasi
Bup JunarnocTuueckasi
crneuMpUIHOCTH
ucciaenye- Amiumdu- Yuciao YyBCTBHTEJILHOCTH .
. C IOBEpPHUTEIbHON
MOro KaTop npood C JOBEPHUTEIBHON BeDOSTHOCTEIO 95
MaTepuajia BEpOATHOCTHIO 95 % p %
I Topaiim 100% 100%
60 (95% J1: 93,98%, (95% J111: 93,98%,
M 100,0%) 100,0%)
30K M3 CFX 96 100% 100%
BEPXHHUX 60 (95% JIU: 93,98%, (95% JTW: 93,98%,
[[LIXﬁTeIII:HLIX 100’0%) 100]0%)
fyren - o 100%
(HOCOMIOTI Rotor-Gene Q 100% )
60 (95% U 93,98%, (95% I 93,98%,
1 100,0%) 100,0%)
POTOLIOTKH) - =5 2 ietidio 5 100% 100%
60 (95% J11: 93,98%, (95% J111: 93,98%,
100,0%) 100,0%)

19




Ta6auua 10. [uarnoctuyeckue xapakrepuctuku «Habop peareHTOB
s kadectBeHHOTO BhIsiBIeHUs1 PHK koponaBupyca SARS-CoV-2 u
onpenenenust nenenun DEL31-33 B rene N, xapakrepHoil s
BapuanTa B.1.1.529 Omicron, meromom OT-IIL[P-PB «CoV-2-dif-O»,

naptus 202201-8» dopma kommiekranuu 3, 6e3 Beiaenenus PHK.

JInarnocruyeckasi
Bup JAunarnocTuyeckasi
crnenupUuIHOCTH
ucciaenye- Amniugu- Yucio YyBCTBHTEJILHOCTH © TOBEPHTCLHOI
MOro KaTop npood C IOBEPUTENIBHON JIOBCP
BEpPOSATHOCTHIO 95
MaTepuaJja BEpOSATHOCTHIO 95 % %
JTnpaiim 100% 100%
60 (95% I 93,98%, (95% TN 93,98%,
100,0%) 100,0%)
Masox u3 CFX 96 100% 100%
BCPXHUX 60 (95% JTU: 93,98%, (95% JIU: 93,98%,
Z[BIXaTeHIzHBIX 100’0%) 100’0%)
(HO‘;({EEZTKH Rotor-Gene Q 100% 100%
60 (95% JI11: 93,98%, (95% TN 93,98%,
1 100,0%) 100,0%)
POTOTIIOTKH) - =8 2 ietiidio 5 100% 100%
60 (95% J11: 93,98%, (95% IN: 93,98%,
100,0%) 100,0%)
5. Hepequb PHUCKOB, CBA3AHHBIX ¢ IPUMCHCHUEM
Habopa peareHTOB
B NOrpaHUYHYI0 30HY PUCKA BOIIIA OIMACHOCTH:
1. [Toreps  (QyHKIMOHAIBHBIX  CBOWCTB  pEareHTOB,
BXOJAIIMX B HaboOp, H3-3a TPAHCIOPTUPOBAHUSA, XPAaHEHUS WIH

OKCIUTyaTalluu B HECOOTBCTCTBYIOIIUX YCIIOBUAX;

2. [MepekpecTHast KOHTaMHHALUS 00PA3LOB;

3. 3arpsi3HeHHE MaTepUalioB MHIMOUPYIOIMMH BEIIECTBAMH;

4, KoHTamuHammss peaknuoHHBIX cMeced U 00pasioB
uccnenyemoit PHK conepxumbiv u3 npobupok ITKO mnm npoxykramu
[1LLP;

S. HeBeimonnenne TpeboBaHUM 1O  MPOOOMOJITOTOBKE,

MMPOBCACHUIO aHAJIM30B U YTHJIM3allUU BCIICACTBUC pa6OTBI C H3.60p0M

HEKBaJIM(UIIUPOBAHHBIM ITEPCOHATIOM;

6.

YIaKOBKH).

Hcnonb30BaHue HENPUTOIHOTO IS IPUMEHEHUs Habopa
(ucronb30BaHKME MO MCTEYEHHH CPOKa FOJHOCTH WM MpU HAPYIIEHUU

B o6actu HETOITyCTHUMOM 30HBI PUCKH HE BBISIBJICHBI.
CoBOKYNHBI OCTaTOYHBI PUCK IPUMEHEHUS MEIULUHCKOIO
n3nenus «HabGop peareHTOB 1isi kadecTBeHHOTO BhIsiBIeHHs PHK
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koponasupyca SARS-CoV-2 ¢ nuddepenunanueii Bapuanra B.1.1.529
Omicron  meromom  OT-IILIP-PB «CoV-2-dif-O» SIBIIIETCS
JIOIYCTHMBIM, T10JIb32 OT €r0 NPUMEHEHHS PEBBIIIACT PHUCK.

6. Mepbl Pe0CTOPOKHOCTH NMPH padoTe ¢ HAGOPOM

Krnacc B 3aBUCUMOCTH OT MOTCHIMAIBHOTO PHCKA MPUMEHEHHS —
3, B COOTBETCTBUU C HOMEHKJIATYPHOH KJIacCU(pUKAUEH MEIUITUTHCKUX
U3JIeNUi, yTBep)KIaeMoi MpuKka3oM MUHHCTEPCTBA 37paBOOXpPAHCHHUS
Poccuiickoit ®enepanuu ot 06.06.2012 N 41.

BHUMAHMUME! Ilpu ucnons3oBanur ®opmbl KOMIUIEKTAIUU 3
KITMHUYICCKHH MarepHan HE00X0IUMO peaBapUTEIHLHO
WHAKTHBHPOBATH IMyTEM niporpeBanus npu 70 °C B TeUeHHE 5 MUHYT B
paGoueii 30me 17

Bce cocraBHBIC YacTH M peareHTHI, BXOJIIAE B COCTAB Habopa
pearentoB  «CoV-2-dif-O», oTHocATcst kK 4 Kiaccy OMAacHOCTH
(BemrectBa Manoonacusie) B coorBercTBuu ¢ 'OCT 12.1.007-76
«CCBT. Bpennsie BemiectBa. Knaccudukanus u oOmue TpeOOBaHUS
0€3011aCHOCTHY.

PearenTsl, Bxozsiue B Haoop «CoV-2-dif-Oy», obnamaroT HU3KOH
YOPYTOCTBIO TMapa W HCKIIOYAIOT BO3MOXKHOCTh HHTASIIIHOHHOTO
OTpaBIICHHS.

Pearentsl, Bxomsmmme B Habop «CoV-2-dif-O», He TOKCHYHBI,
MOCKOJIBKY TOTOBATCA MYTEM CMENIMBAHUS OTIENBbHBIX HETOKCHUYHBIX
KOMITOHEHTOB.

K pabore ¢ Tect-cucremamu nns auarHoctuku COVID-19 B
nabopaTopuy OpraHU3alMid  JOMYCKAIOTCS CIEUUAINCThI, JaBIIHE
NUCHPMEHHOE COTJIaCHe W TPOIIEAIINE WHCTPYKTaX, IPOBEICHHBIN

COTpyAHMKaMu  Jlaboparopuii ~ PocmoTpeOHamzopa,  UMeEMOIIUX
CaHNTAPHO-OMHJIEMHOJIOTHYECKOe  3aKIIOYeHHe Ha  pabory ¢
BO30yAUTENIMU WHQEKIMOHHBIX 3abosieBaHuil uenoBeka |l rpymiisl
IaTOT€HHOCTH.

COop KIMHHYECKOTO MaTepuaia U ero yHmaKkOBKY OCYIIECTBISIET
pabOTHUK MEIUIIMHCKON OpraHu3aluu, OOyYeHHBIM TpeOOBaHUSM H
nmpaBujaM OHOJIOTHYECKON Oe30macHOCTH Tpu  pabotre u  cOope
MaTepuaia, MoJ03pUTENILHOTO Ha 3apaXeHHOCTh MUKpoopranu3mamu ||

" BpemenHble MeTonMUECKUE pekoMenanun «[IpoQuIakTiKa, IMarHoCTHKa 1
JedeHue HoBoW kopoHaBupycHoi uHpexkiun (COVID-19). Bepeus 14 (27.12.2021)»
(yTB. Munzapasom Poccun)
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rpynnsl naToreHHoctd. Kaxapiii oOpasenr maTepuana MOMENIAIOT B
OTJENbHYI0O TPAHCHOPTHYK €MKOCTb, oOecreuuBas TpeOOBaHHUSA B
COOTBETCTBHUH C TAOIUIIEH HACTOAIIMX METOIMYECKUX PEKOMEHIALINH.

Bcee o0pasupl, coOpaHHble sl Ja00paTOPHBIX HCCIEIOBaHUH,
JOJDKHBI  PacCMaTpUBaThCcsd KaK MOTEHIMATbHO HH(EKIHOHHBIE, U
MEIMIUHCKUM  IepcoHaJ, KOTOpbIM coOMpaeT WIM IEepeBO3UT
KIIMHUYECKHE O00pasibl, [OJDKEH CTPOro CcoONMoaaTh TpeOOBaHUS
Ouosiornyeckoi 6e30MacHOCTH Kak IpU paboTe ¢ MUKpOOpraHU3MaMu
Il rpynnsl DaTOreHHOCTH.

IlepeBo3ka 00pa310B AOJIKHA OCYLIECTBIATHCS B COOTBETCTBUU C
TpeOOBaHUSMHU CAHUTAPHOTO 3aKOHOAATENHCTBA IO OTHOUICHUIO K
MHUKpooprasuszMam Il rpynmnsl maTroreHHOCTH.

Bce oOpasupl, momyyeHHbIE A J1a0OpaTOPHOTO HUCCIIEIOBaHMUS,
clleflyeT CUMTaTh MOTEHLMAIbHO MHPHUIHMPOBAHHBIMU, U Ipu pabote ¢
HUMU JOJDKHBI yuuTbiBaThcsl TpeboBaHus CII 3.3686-21 "CanurtapHo-
SMMIEMHUOJIOTMYECKHE TPeOOBaHUS MO MPO(UIAKTHKE HH(PEKIUOHHBIX
Oone3ner". MeauuuHCKue pPaOOTHUKH, KOTOpPHIE COOMPAIOT WM
TPAHCHOPTUPYIOT KIMHMYECKHE 00pa3lpl B J1a0OPaTOPHIO, IOJIKHBI
ObITH 00Yy4EHBI IIPAKTHKE 0E30MacHOro olOpalleHusi ¢ GoMaTepuaIoM,
CTporo coOmroaTh Mepbl HPEJOCTOPONKHOCTH M MCIIOJIB30BaTh
cpencTBa HHANBUAYaTbHOM 3amuThl (CU3).

Paboty ¢ marepuanom, 3apa’k€HHBIM WJIM TMOAO03PUTEIbHBIM Ha
3apa)keHHOCTh  KopoHaBupycoM  SARS-CoV-2, mpoBoasar B
COOTBETCTBUM C TpPEOOBAaHUSMH CAHUTAPHO-IIUAECMUOIOTHIECKUX
npaBui 1o Oe3omacHocTH paboThl ¢ Mukpoopranusmamu I-II rpynn
MaTOT€HHOCTHU (omacHoCTH) (CIT  3.3686-21), BPEMEHHBIX
MeToAn4YecKnX pexoMmeHmannii «lIpoduimakTika, JWArHOCTHKA W
JedeHue HoBoW KopoHaBupycHoi wmHpekmmu (2019-nCov), a Taxxke
Nudpopmanmonnoro nucbma denepanbHoil ciiykObl 1O HaA30py B
chepe 3amuTHl NpaB MoTpedbuUTened U Oiaromoiaydus dYeJoBeKa
(Pocriorpednamzop) ot 21.01.2020 Ne 02/706-2020-27 "O HampaBiieHUN
BPEMEHHBIX  pPEKOMEHJAalMi [0  OpraHu3alud  J1abopaTOpHOM
JIMarHOCTUKHU HOBO# kopoHaBupycHoi uadekiuu (2019-nCoV)».

HeoOxomuMo  OHOBpEeMEHHO  oOecmeduTh U CcOoONII0aaTh
HEpCOHAIOM IpaBuiia OMOJOTHYECKOM 0E30MacHOCTH U TpeOOBaHUS K
OpraHu3aliy ¥ IPOBEIECHUIO JAHHBIX Pa0dOT ¢ LENbI0 NPEAOTBPALLCHUS
KOHTAMUHAIlUM HYKJICHMHOBBIMH KHCJIOTAaMH U (WJIH) aMIUIMKOHAMU
HCCIIeyEeMbIX P00, MOMEIIEHUH U 000PYT0BAHUS.
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Pabora momkHa TPOBOIUTHCS B J1AOOPAaTOPHH, BBIIOJIHSIOIICH
MouteKysipHo-Ononornueckue (IT1IP) wuccnemoBanus KIMHAYECKOTO
MaTepuaiga € COOJIIOJIGHHEM CaHMTAPHO-IIUAEMHUUYECKUX IpaBUII
CanlluH 2.1.3684-21 «CaHHTapHO-3MHAEMHOJIOTUYECKHE TPEeOOBaAHUS
K COJIEP)KAHHUIO TEPPUTOPUN TOPOJACKHUX M CEIbCKUX IOCEIEHUH, K
BOJIHBIM OOBEKTaM, MHUTHEBOH BOJE U IMUTHEBOMY BOJOCHAOKEHMIO,
aTMOC(epHOMY  BO3IyXy,  IOYBaM,  JKWIJIBIM HOMELLEHUSM,
9KCIULyaTallud  NPOU3BOACTBEHHBIX, OOLIECTBEHHBIX ITOMELICHUH,
OpraHM3alMM M IPOBEJICHUI0 CAHUTAPHO- IPOTUBOAIHIEMUYECKUX
(mpomnakTuyeckux) MeponpusaTHiy. CrenoBaTb peKOMEHAALUAM,
U3JI0)KeHHBIM B MY 287-113.

IIpu pabGore Bcerma cieayeT  BBINOJNHATh  CIEIYHOIIUE
TpeOOBaHUS:

- YJansAThb HEHCIIOJIb30BAaHHBIE DPEAKTUBBI B COOTBETCTBUHU C
CanlluHom 2.1.3684-21 «CaHuTapHO-3UIEMUOJIOTHYECKUE
TpeOOBaHUS K COJEPKAHUIO TEPPUTOPUN TOPOJACKUX U CEIbCKHUX
NOCEJICHUH, K BOJHBIM OOBEKTaM, IHUTHEBOW BOJE M IUTHEBOMY
BOJIOCHA0KEHUIO,  aTMOC(HEpPHOMY  BO3IYyXYy, I0YBaM, JKHJIBIM
MOMEIIEHUSIM, DSKCIUIyaTallud TPOU3BOJICTBEHHBIX, OOIIECTBEHHBIX
NOMEILEHU, OpraHM3aIu " IIPOBEJCHUIO CaHUTApHO-
IPOTUBOAUIEMUYECKHX (MPOPHIAKTUUECKNX ) MEPOIIPUATHID);

BHUMAHMUME! Ilpu yganeHun oTXO0B MOcCjie aMIUIU(UKALIUH
(mpobupok, coxepxauux npoaykrtel I11{P) HegonmycTUMO OTKpbIBaHHE
OpoOMPOK U pa3OpbI3TMBaHUE COAECPKHMOIO, MOCKOJIBKY 3TO MOXKET
NpUBECTH K KOHTamuHanuu npoaykramu I[P mabGoparopHOi 30HBI,
000py/I0BaHUS M PEareHTOB.

1. IPUMEHSTh Ha0Op CTPOTO MO HA3HAYEHHIO, COIJIACHO
JAaHHOW MHCTPYKLUU;

2. HE HUCIOIb30BaTh HA0OP MO UCTEUEHUH CPOKA TOJAHOCTH;

3. u30eraTb KOHTAaKTa C KOXEH, IJla3aMd U CIU3UCTOMH

obonoukoii. [Ipn KOHTaKTe HEMEIJIEHHO MPOMBITH MOPAKEHHOE MECTO
BOJIOM M 0OPATUTHCS 32 MEAUITUHCKON TTOMOIIIBIO.

HeO6XOI[I/IMI)IX MCp MPEAOCTOPOKHOCTHU B OTHOUMICHWUH BIIMAHUA
MAarHUTHBIX ~ TOJIH,  BHEIIHUX  JJCKTPUYECKUX  BO3JICUCTBUIA,
ANEKTPOCTATUYECKUX Pa3psIOB, NABICHUS WM TEpenaioB IaBIICHUS,
MEepCrpy3KHU, NCTOYHHNKOB TCPMUYCCKOTO BOCIINIAaMCHCHU A HE
IPEIYCMOTPEHO.
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B cocraBe Habopa OTCYTCTBYIOT BEIIECTBA YEIOBEYECKOTO WIIU
YKUBOTHOI'O MIPOUCXOXKICHHUS, oOnanaromue NOTEHIMATBHOU
WH(EKIIMOHHOW TPUPOJION, ITOATOMY MEphI MPEAOCTOPOKHOCTH TPOTHB
JTO0BIX CHEIHAbHBIX, HECBOMCTBEHHBIX PUCKOB MPHU HCIIOJIb30BAHUU
WIN pealin3aliy U3JIeIHsl HEe IPELyCMOTPEHBI.

7. O0opynoBaHHe U MaTepHAJIbI, He00X0AMMBbIE MPHU padoTe ¢
Ha00OpOM peareHToB

Pa6ora ¢ Habopom pearentoB «CoV-2-dif-O» ocyiiecTBisercs B
paboueii 30He 3 (WIA TPUTOTOBIICHHUS peakiuii), padora ¢
KomIuiektamu  HabopoB s skctpakumu PHK  («HK-Dkcrpa-SWy)
ocyuiecTBisiercsi B paboueit 3oHe 2 (mns Beigenenus HK) (MY
1.3.2569-09).

O6opynoBanue /uig mpoBeaeHus peakuuu 3xctpakiuu PHK:

1. TIIP-60okc Omonoruueckoit Oezomacuoctu Il m Il wmacca
3amuTel  (Hanpumep, «bMb-ll-«Jlamunap-C»-1,2», «JlamunapHsbie
cuctembl», Poccus).

2. Boprekc (nanpumep, « TOTA-2», «buokom», Poccus).

3. Mukpouentpudyra Uit TPOOUPOK THHA «ImmeHIoph»
o0béMoM 1,5 mit ¢ yckopenuem He menee 10000 x g mpu npoBeaeHUN
9KCTPaKIUU C UCIIOJIb30BAHUEM LEHTPU(DYTrUpOBaHMUS;

4. Tepmocrat Juist MpoOHpoK Tumna «mnneHnopp» oovémom 1,5
MJI C BO3MOKHOCTBIO HarpeBa He MeHee yeMm 10 80°C;

5. BakyyMHBIif acnupaTtop MEAUIIMHCKUM ¢ KOJIOOH-TOBYIIKOI;

6. JlozaTopsl NepeMEHHOro o00b&Ma, MEXaHWYEeCKHE WM
JJIEKTPOHHBIE;

7. lltatuB ans npobupok odbEMoM 1,5 mit;

8. MarHuTHplii MmWMTAaTUB AN NPOOUPOK THMA «DMUIeHI0pd»
o6bémMoM 1,5 My mpu MPOBENEHWUH HKCTPAKIMHU C HMCTIOJb30BaHUEM
MarHUTHOTO IITATUBA;

9.X0oNmoIMIIBHUK ¢ KaMepoi, MOIIePKUBAIOIIEH TeMIepaTypy OT
+2 o +8 °C.

O6opynoBanue s mpoBenenust myabtutiekcHon OT-TILP-PB:

1. Bokc Ouonormueckoii 6e3omacuoctu 11 u 11l kiracca 3amuThl
(manpumep,  «bMBb-Ill-«Jlamunap-C»-1,2», 3A0  «JlamuHapHbBIC
cuctemsbl», Poccus);

2. Boprekc (manmpumep, « TOTA-2», OO0 «buokomy», Poccus);
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3. HaGop »9JEeKTpPOHHBIX MM ABTOMAaTHYECKHUX J03aTOPOB
nepemeHHoro o0béMma (Hanpumep, Eppendorf, 'epmanus);

4. Xonogmibauk oT +2 °C 10 +8 °C ¢ MOpPO3UJILHON KaMepoi He
BhILIE -16 °C;

5. Ammnudukatop® ¢ (ayopecleHTHON IeTeKueld B pexuMe
peaJbHOrO BPEMEHHW TI0 KaHalaM, COOTBETCTBYIOIIUM ¢uryopodopam
FAM/Green, HEX/Yellow, ROX/Orange, manpumep, CFX96 (BioRad,
CHIA), «ITmpaitm» (OO0 «HITO JHK-Texnonorus», Poccus), Rotor-
Gene Q (Qiagen, I'epmanus), QuantStudio 5 (Thermo Fisher Scientific,
CILIA).

MartepuaJbl U peareHTbl, He BXOASIIUE B COCTAB U3/1e/IUsl:

BHUMAHME! [Ipu pabore ¢ PHK Heo6XxoauMo HCIOIB30BaTh
TOJBKO  OJHOPA30BblE  CTEPWJIbHbIE  IUIACTHKOBBIE  PACXOIHBIE
MaTepuaibl, UMEIOIINE CIelHaIbHy0 MapkupoBKy «DNase-free» u
«RNase-free».

1. OgHOpa3oBbIe HAKOHEYHHWKH C a3pPO30JILHBIM 0OapbepoM 0
1000 mxm, 200 Mk, 20 mxa u 10 Mk (Hanpumep, Axygen, CLLIA);

2. OnHOpa3oBBIE CTEPUIIbHBIE MPOOUPKH THUNA «mmeHaopd» Ha
1,5 v 2,0 mit;

3. TOHKOCTEHHBIE  OJHOPA30BBIE MPOOMPKH C  ONTUYECKH
IPO3payHON KpPBIIKOM (B ciayyae JETEeKUHWH 4Yepe3 KPBILIKY) WIn
ONTUYECKU NMPO3PAYHbIMU CTEHKaMH (B CiIydae JIETEKIMH Yepe3 CTEHKY
npobupku) ans I[ILP: npobupku mis [P o6sémom 0,1 mnm 0,2 mi,
win npobupku s [P o6vémom 0,1 wim 0,2 M B cTpunax, Wiu
wianweTs! uig [P ¢ onTudecku mpo3padHoi MIEHKON (Hampumep,
Axygen, CIIIA), coBMecTHMBIE ¢ UCTOIb3YEMBIM aMILUTU(PUKATOPOM;

4. XanaT 1 0JTHOpa30BbIE MEpUYaTKH 0€3 TaJbKa;

5. EMKOCTB ¢ 1e3UH(QUIMPYIOIMM PacTBOPOM:;

6. llraTuBsl «pabouee MecTo» i Mpodupok oobéMom 0,1 mm
0,2 MJI WM A7 CTPUIIOBaHHBIX Mpooupok oOwvémom 0,1 mmm 0,2 miu
(manmpumep, OO0 «HuTepJladCepsucy, Poccus);

7. 96-nmyHouHble rayOoKue TUiaHmeTsl 00bEMoM 2200 MKn
cBoOonubie oT moctoponHeit JIHK/PHK u JIHKa3/PHKas3,

8 AmmimdukaTopsl  JOIKHBI  OOCHIYKMBAaThCA,  KaambpoBaThbcid U

UCIIONIb30BaThCSl B~ COOTBETCTBHM  C  PEKOMEHJAIMSAMH  MPOM3BOAUTEIIS.
Hcrnonp3oBanne AaHHOTO Habopa B HEOTKATMOPOBAHHOM IMPUOOpPE MOXKET OKa3aTh
BIIUSTHUE HA paboune XapaKTepUCTHKH Habopa peareHTOB.
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8. 96-1yHOUHBII HU3KKH TUTaHIIET 00BEMOM 200 MKII CBOOOTHBIE OT
noctoponneit JIHK/PHK u JIHKa3/PHKas3,

9. I'pe6Enka HakoHeuHHKOB 11t MaranToB DW st KingFisher 96,

10. OpnHOpa3oBBIC MMOJHIIPONMICHOBBIC 3aBHHYHMBAIOIINECS WU
IUIOTHO 3aKphIBArOIIHAECs MPOOUPKH 00BEMOM 15 wmi, cBOOOJHBIE OT
nocroponneit JIHK/PHK un JIHKa3/PHKas3,

12. [ratuBer ams mpobupok o6véMom 15 mm mw 15 ma u
HAKOHEYHUKOB,

13. MaruuTHbBI{ WITATUB AJIs TPOOUPOK THIA «dnrneHaopdp» Ha 1,5—
2,0 M,

14. HaGop mnsa Beigenenuss PHK (mpu ucmonb3oBanuu (GopMer
komruiekramun 1 «CoV-2-dif-O-Classic»), cm. m. 9.1.

15. Ipu ucnonb3oBanuu (opmbl Komiuiektammu 3 («CoV-2-dif-
O-Cito») B kadecTBe IMPOOHMPOK C TPAHCIOPTHOH cpenou mjs 3abopa
KJIMHU4eckoro Mmarepuana ucnois3oBate TOJIBKO  crepunbpHbie
npobupku THna OnmneHmopd Ha 1,5-2,0 mu, comepxkamue 500 MK
CTepUIBbHOTO  (u3noyiorndeckoro  pacteopa (mwmm  DocdatHoro
oydeproro (PBS) pactBopa) miu Cuctemy Tpancrnoptayio 'EM co
cpenoii st Bupycos o TY 20.59.52-029-17547866-2020, B Bapuante
ucnonHenuss «Cucrema TtpancnoptHas 'EM co cpenoil nnst BUpycoB
MOJTU(DHUIIMPOBAHHON C YHHUBEPCAIBHBIM U Ha30(apUHTCATLHBIM 30H]I-
TaMIIOHAMH C NpuHaanexHocTamu, naptus 0033», npoussoacrsa OO0
«['EMy, PY Ne P3H 2020/12263 ot 13.10.2020.

8. AHajM3upyeMblie 00pa3ubl

Tun ananusnpyemoro odpasua

IIpu wucnosb3oBanuu ¢opmbl kKoMmiekTanuu 1: OOGpasiis!
PHK, BblaeneHHbIE N3 MAa3KOB U3 HOCOTJIOTKU U POTOIJIOTKH (3€Ba).

Ipn ucnosib3oBanuu ¢(opMbl KOMIUIEKTAUH 2. Ma3zok u3
HOCOTJIOTKM W POTOIVIOTKHM (3eBa). Pearentsl g skcrpakuuu PHK
BXOJIMT B COCTaB Habopa.

IIpu ucnonb3zoBanum popmbl KomiiekTanuu 3: Kiimanueckum
MaTepUaIoM JUIsl UCCIIEOBaHUS SIBISETCS HEMOCPEACTBEHHO MAa30K M3
HOCOTJIOTKM U POTOTJIOTKM (3eBa) (mpouenypsl Bbiaenenus PHK ne
TpebyeTcs).

BHUMAHME! Ilpu wucnons3oBanuu (GOpMBI KOMIUICKTAIIMH 3
(«CoV-2-dif-O-Cito») B xadyecTBe MPOOUPOK C TPAHCHOPTHOM Cpemoi
Il 3a00pa  KJIMHUYECKOTO Marepuana wucnoib3oBath TOJIBKO
cTepuiibHBIe TpoOupku Tuna dnneHaopd Ha 1,5-2,0 mi, conepxkamue
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500 MK cTepuibHOTO (pU3MOIOrHYeckoro pacrsopa (i PochaTHoro
oydepuoro (PBS) pacrBopa) mau Cucremy tpancrmoptHyio 'EM co
cpenoii muist BupycoB o TY 20.59.52-029-17547866-2020, B Bapuante
ucnojguenuss «Cucrema tpancnoptHas ['EM co cpenoit mis BHUpycoB
MOIU(UIIMPOBAHHON C YHHUBEPCAIBHBIM U Ha30(apUHTECATbHBIM 30H/I-
TaMIOHaMU C TipuHaaiexHocTamu, naptus 0033», npoussoactea OO0
«'EM», PY Ne P3H 2020/12263 or 13.10.2020. Hcmonn30BaHHE
TPAHCIIOPTHBIX Cpell C JAPYT'MM COCTaBOM MOKET TMPHUBECTH K
MOJyYEHUI0 HEBAIMIHOTO pe3yJibTaTa BCIEACTBHEC HWHTHOWPOBAHUS
peaxIuu.

BHUMAHMUME! Vcnonp3oBaHue MEHTPUPYKHBIX  POOHPOK
o0béMoM 5-15 My MOXET MNPUBECTH K JIOKHOIOJOKHUTEIbHBIM
pe3yabTaTaM BCIEACTBME KOHTAMHHAIIMK TPU MEPEHOCE KIMHUYECKOTO
matepuana B npooupky st OT-TIILP. IIpu HEBO3MOKHOCTH OTKa3a OT
neHTpUu(yKHBIX MpoOupok o00BEMOM 5-15 ™ pekomeHmyercs
npelBapUTeIbHO TIEpEeHecTH OuomMarepuan B  NPOOUPKY  THUMA
Onnenaopd Ha 1,5-2,0 Mi1 ¢ UCTIOTB30BaHUEM JJIMHHBIX HAKOHEYHUKOB
Ha 1000 mkn, B panpHeimem BHocHTh Ouomarepuan B OT-IILP
HakoOHeYHHUKOM Ha 10-20 mxn u3 npobupku tumna dnnengopd Ha 1,5—
2,0 M.

BHUMAHMUE! U36erath MNOBTOPHOTO 3aMOpaXHBaHUA U
OTTanBaHUs 00pPa3IIOB.

8.1. lIpoueaypa nojy4eHusi KIMHUYECKOT0 MaTepuaia

BHUMAHMUE! 3a06op AMarHOCTMYECKOrO MaTepuana, ero
yIaKOBKa, MAapKUpPOBKa M TPAHCHOPTHPOBKA OCYIIECTBISETCS B
COOTBETCTBUH C TPeOOBaHHUSIMH U NIPAaBUIIaMHU K paboTe ¢ MaTepraaMH,
NOTEHIMAJIbHO HMHPUUUpPOBAaHHBIMU  Bo3Oymutensimu |l rpymmel
MIaTOTEHHOCTH, WX XPaHEHUUM M TPAHCIOPTUPOBKU coriacHo MY
1.3.2569-09 «Opranuzanus paboThl J1a0OpaTOpuid, HCHOIB3YIOUINX
MAHK npu pabote ¢ Matepuanom, coaepKaiuM MUKPOOpraHU3Mbl [—
IV rpynn mnaroreHHOCTH» ¥ METOIMYECKUMHU PEKOMEHIAIUSAMHU
Pocriotpebnanzopa MP 3.1.0169-20 «JlaGopaTopHass AHAarHOCTHKA
COVID-19».

MeannuuHcKkui pPabOTHUK, BBINOJTHSIFOIIA N 3ab0p
JMArHOCTUYECKOro MaTepHaja, €ro MapKMpOBKY M YNAaKOBKY, JOJIKEH
npoiTu UHCTPYKTaX o CaHUTAPHO-3IUIEMHUOJIOTHUECKUM
TpeOOBaHUAM U TIpaBUIIaM OMOJIOTHYECKON 0€30MMacHOCTH MpHU padboTe ¢
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NalMeHTaMH, MOTEHIMAIbHO MHPHUIMPOBAHHBIMH MHUKPOOPTraHU3MaMU
Il rpymibl TAaTOTEHHOCTH.

3a0op MaTepuaJia Ha HCC/IeIOBaHHe

Ma3ok ¢ HOCOTIOTKH

Ma3zok U3 IOJIOCTH HOCA OEpyT CyXUMH CTEPUIIbHBIMU BaTHBIMU
TaMIIOHAMHM Ha IUJJACTUKOBOW OCHOBE. TaMIOH BBOAST JIETKUM
JBIDKEHUEM 110 HApYKHOM CTEHKE HOca Ha IIyOuHY 2—3 CM /10 HIDKHEH
pPaKoBUHBI. 3aT€M TaMIIOH Clierka OMYCKaloT KHHU3Y, BBOJSAT B HUKHUU
HOCOBOH XOJ, JENal0T BPALIATEIbHOE ABM)KEHHE M YNAJSIOT BJOJb
HapyXKHOU CTEHKHU HOCA.

Ma30Kk 13 pOTOIJIOTKH

Ma3zku OepyT CyxMMHM BaTHBIMM TaMIOHaM{ Ha IJIACTUKOBOMU
OCHOBE BpAaIaTEIbHBIMU JABIKEHHSIMA C TIOBEPXHOCTH MHHJAJIUH,
HEOHBIX Ty’KEK U 33JJHEIl CTEHKHU POTOTIIOTKH.

[Tocne B3sATHA Marepuana TaMIlOH (pabouyl0 dYacTh 30HAA C
BaTHBIM TaMIIOHOM) TIOMEHIAIOT B  CTEPHIBHYIO  OIHOPAa30BYIO
npobupky tuma  Ommengopp € 500 MKI  CTEpMIIBHOTO
dbusnonorunueckoro pacrsopa wiu (uau Pocharuoro 6ydepuoro (PBS)
pacTBOpa) M aKKypaTHO 0OJaMbIBalOT IUIACTUKOBBIM CTEp)KEHb Ha
paccrosHuu He Oonee 0,5 cM OT pabouel yacTu, OCTaBisAs PabOUyIO
4yacTh 30HJla C MaTrepuanoM BHYTpU. [IpoOMpKYy IJIOTHO 3aKphIBarOT
KPBILIKOM.

Yc0BuSI TPAHCHIOPTHPOBAHUSA M XPAHEHHUS] KJIMHUYECKOI0
MaTepHaJa:

— 1pu temneparype ot +18°C ngo +22°C B TeueHue 6 yacos;

— 1pu temneparype ot +2°C no +8°C — B TeueHue 3 CyToK;

— mpu temneparype -20°C — B reuenue 1 Henenu;

— mpu temneparype -70 °C — naurenasHo.

JlomyckaeTcsi JIMIIb OJHOKPAaTHOE 3aMOpakMBaHHE-OTTalBaHHE
MaTepuaia.

TpaHCIOPTUPOBKAa TI'E€PMETUYHO 3aKPBITBIX KOHTEMHEPOB C
oOpasmamMu B Ja0OpaTOPUIO  OCYILECTBISETCS B  CHEIHMAJIBHBIX
KOHTeilHepax/Oukcax. HampaBnenus u Jpyras JOKyYMEHTalusi Ha
OyMa)XHBIX HOCHUTEISIX IEpeNaeTcs B OTACIBHOM IOJIUATHICHOBOM
HaKeTe.

[Ipn HeoOXOoaUMOCTH TEpPEeChUTKH OOpa3IOB B JIA0OPATOPHUIO
JPyroro MeIULIUHCKOIO YUYPEKICHHs BBINOJIHAIOTCS TpeOOBAaHUS K
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nepecbuike HHPEKIMOHHBIX MarepuaioB Il rpynmsl natorennoctu (CII
1.2.036-95 «ITopsmok ydera, XpaHCHMUS, nepeaaun u
TPaHCIIOPTUPOBAHMSI MUKpOOpPraHu3mMoB |-V rpynn natoreHHocT»).

[IpoOupku/koHTeliHEpEI ¢ oOpasmamMud BMECTE€ C  KPBIIMIKOM
TepMETU3UPYIOT  pa3Nu4yHbBIMH  Iiactudukatopamu  (mapadus,
napaduiIbM U Jp.); EMKOCTh MapKUpyroT. OOpasiibl KaKA0ro rnamnueHTa
NOMEIIAI0T B HMHOUBHUAYaNbHBIH  TEPMETUYHBI  TakeT ¢
aJIcOpOMPYIOIUM MaTepUaioM M JIONOJHUTEIbHO YIAaKOBBIBAIOT B
00N repMETUYHBIN NTAKeT.

Jlsa wumu  Oomee oOpasma OJHOTO MalMeHTa MOTYT OBITh
YIIaKOBaHbl B OJMH TUIACTUKOBBIA IMakKeT. 3alpeniaeTcsi yImaKoBbIBATh
o0pa3ubl KIMHUYECKOIO MaTepuaja oOT pasHbIX JIIOJeH B OIHY
YIIaKOBKY.

[laker ¢  KOHTeWHepaMH  MOMEIIAIOT B  T'€PMETUYHO
3aKpBIBAIOIIUICS KOHTEHHEP U TPAHCTIOPTUPOBKUA OHMOJIOTUYECKHUX
MaTepHaJoB. Konrelinep MIOMEIIAI0T B IIEHOILIACTOBBIH
TEPMOKOHTEIHEP c OXJIKJAIOLTUMU TEPMOAJIEMEHTAMHU.
TpaHcnopTHBI KOHTEiiHEp omeuaTblBaeTcs M Mapkupyercs. B
KOHTEIHEp JKeJaTelbHO IMOMECTUTh  OJIHOPA30BbI  MHIUKATOD,
KOHTPOJMPYIOIUI cobmroenue remmneparypsl oT +2° 1o +8 °C.

ConpoBoauTenbHbIE JTIOKYMEHTBI TIOMEIIAI0TCS B
VHAMBHUYAIbHYIO YIIAKOBKY OTIEJIbHO OT OMOJOrMYECKOro Marepuasia
¥ IPOYHO TIPHKPEILIAIOTCS CHAPYKU KOHTeiHepa.®

8.2. loaAroToBKA KJIMHHYECKOT0 MaTepuajia

Ma30Kk ¢ HOCOTJIOTKH H 3eBa (POTOIJIOTKH)

— Ilepenecure CcOCKOO SMUTENUAIBHBIX KJIETOK C IOMOIIBIO
OJIHOPA30BOT0 30HJa B IUIACTUKOBYIO MpoOMpKY oObemoM 1,5 mi ¢
TpancnopTHoil cpenoit (i 500 MK (U3MOJIOTHUECKOTO pPacTBOpa
CTEpUJILHOTO), aKKYpaTHO IepeMeIaiTe.

— U3BnekuTe 30HI, TpPWKHMas €ro K CTEHKE NPOOHUPKH U
OTXKHUMas N30BITOK KUAKOCTH. [IpobupKy mioTHoO 3akpoiire.

10

9 "Bpemennbie MeToandeckue pekomenaanuu "Ipodunakrrka, TMarHoCcTHKa U
JiedeHne HOoBoi kopoHaBupycHoi mHpekmuu (COVID-19). Bepcus 14 (27.12.2021)"
(ytB. Munzapasom Poccun)

10 MY 1.3.2569-09 «Opranuzauus paGoThl J1a6OPAaTOPHi, HCIOJBL3YIOMUX METOMbI
ammmQuKayy HYKICHHOBBIX KHCIOT TpU paboTe C MaTepualioM, COICPIKAIINM
Mukpoopranusmsl |-V rpymnm naroreasHoctm». M.: 2009 r.
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— Ientpudyrupyiite npodbupky npu 13 000 00./MuH. B TeueHHE
10 muH.

— VYnpanure cynepHaraHT (HaJ0CaJOYHYIO KUJIKOCTh), OCTABUB B
npobupke mpumepHo 100 Mk (ocamok + xkuakas Gpaxius).

8.3. Hutepdepupymoinue BemiecTBa M OrPaHUYEHHUS] 1O
HCMOJIb30BAHUIO AHAJIU3HPYEMOTr0 MaTepuasa

Bnusinue nmoTeHMansHO MHTEP(HEPUPYIONTNX BEIIECTB HA PadOTy
Habopa pearentoB «CoV-2-dif-O» ObLIO HPOBEPEHO B OTHOIICHHH
NOTCHIIMATBHO  MHTEPPEPHUPYIOMIMX  BEIIECTB, KOTOpPbIE  OyayT
BCTPEYAThCS TIpU Mpolenype 3abopa KIMHHYECKOrO0 MaTepualia B
CIICIYFOIINX KOHIICHTPAIHIX:

U1t hopM KoMruiekTaruu 1-2:

— remoroouH — 10%;

— TruanxypoHoBas Kuciota — 5%);

— «Ho6ympoden» — 0,04 mr/mur;

— «Ambpobene» — 0,003 mr/mu;

— «bpomrexkcun» — 0,016 mr/m;

— «Kanerpa» — 0,02 mr/mu;

— «HuTepdepon» — 0,2 ex./mi;

— Tepadmo» — 0,071 mr/mi;

JUTsE DOPMBI KOMITJICKTAITUH 3.

— remoriiobun — 0,1%:;

— ruanypoHoBas kuciota — 1%;

— «Hoympoden» — 0,04 mr/mur;

— «AmOpobene» — 0,003 mr/mi;

— «bpomrexcun» — 0,016 mr/mi;

— «Kanerpa» — 0,02 mr/mut;

— «Hurepdepon» — 0,2 exn./mir;

— Tepadmo» — 0,071 mr/mi.

Ha ocHoBaHMM pe3yJbTaTOB HCCIICIOBAHMS ITOTCHIIMATLHO
uHTepdepupyromme BelIeCTBa, BCTPEUAIONIHECs] TPH  MPOIEAype
BoiiesieHnss PHK w3 ximHM4Yeckoro marepuania, OLEHHBAeMble IIPH
KOHIIEHTPAIUAX, KOTOPbIE, KaK OXHUAAETCs, OyIyT BCTpeUYaThCs MpPH
HOPMaJIbHOM HCIOJIB30BaHMU Habopa peareHToB «CoV-2-dif-O», He
OKa3bIBAIOT BJIMSHHE HA PE3yJIbTAT aHAJH3a.

OrpaHuYeHuss 1O  HCNOJb30BAHHI0  AHAJIM3HPYEMOIO
MaTepuaJa:
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— aHAJU3HUPYEMBI MaTeprai He MOMJIEKHUT UCIOIb30BaHUIO IIPU
HapyLIeHUH YCJIOBUI XpaHEHUs M TPaHCIOPTUPOBKHU (TeMIleparypa,
IPOI0JKUTEIBHOCTh, MHOTOKPaTHOE 3aMOpPakKMBaHHUE-OTTaUBAHNUE);

— He JOIYCKAeTCsl HCHOJb30BaHUE OOpPa3LOB, 3arpsA3HEHHBIX
IIOCTOPOHHUM OHOJIOTHYECKUM MaTEPUATIOM.

9. IpoBenenne anaauza

YcTaHOBKa, MOHTaX, HAcTpoWKa, KalMOpOBKa MEIUIUHCKOIO
U3JIENHS TSl BBOJIA B OKCILTyaTaIUIO HE TpeOyeTcsl.

BHUMAHME! IIpu pabore ¢ PHK Heo0xoamMo HCIOIb30BaTh
TOJIKO ~ OJHOPAa30BbIE  CTEPWIbHBbIE  IUJJACTUKOBBIE  PAcCXOIHBIC
MaTepuaibl, UMEIOINE CIelHanbHy0 MapkupoBKy «DNase-free» u
«RNase-free». O0s3aTeIbHO UCTOIB30BATh OTACIBHBIM HAKOHEYHUK C
a’p030JIbHBIM 0apbhepoM ISl KaXKI0TO KOMIIOHEHTa PeaKIIUu.

BHUMAHMUME! KoMrnoHEHTbl peakUHOHHOW CMECH CleayeT
CMEIINBATh HEMTOCPEACTBEHHO Mepe]l MPOBEACHUEM aHAIH3a.

9.1. Beigesienne PHK u3 kI1MHN4YECKOr0 MaTepuajia

9.1.1. IIpu ucnoan3oBanuu popmsl kommiekTanuu 1 «CoV-2-
dif-O-Classic»

PekoMeHayeTcss MCHONB30BAHUE CIEAYIOUIMX KOMILJIEKTOB MJIs
JKCTpaKLUU:

— Habop pearentoB aius Beigenenus JJHK/PHK u3 knunnueckoro
marepuana «HK-Dxctpay mo TY 21.20.23-013-97638376-2019
npousBojactBa OO0  «Tectl'en», Poccus  (perucrpanmoHHoe
yaoctoBepenue: P3H 2021/15428 ot 24.09.2021)

Bo Bpems mpouenypst Bbinenenuss PHK Heobxomumo cTporo
coOnroAaTh MPOTOKOJ W TPeOOBAHHUS HWHCTPYKLIMHU MPUMEHSIEMOIo
Habopa peareHToB.

O6pazen OKO Taxxke npoxoaut npoueaypy Boinenenus PHK B
ooréme 100 mkn Oe3 pobasnenus BKO. Ecnu uncTpykiueit
npousBoauTens nisa Beiaenenus PHK npegycmoTrpeHo ucnonb3oBaHue
Oonpiiero oOBEMa oOpasna, cieayer goBectu 00BEM OKO 1o
TpeOyemoro (Gpu3noaoru4eckum pactopom uin TE-6ydepom.

YcaoBus BO3MO’KHOI'0 XpaHeHHus aHAJU3UPYeMBbIX
npenapatoB PHK: cormacHo WHCTPYKIIMU HUCIIONIB3yEMOTO Habopa st
BBIJIETICHUS.
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9.1.2. Ilpu ucnoab3oBaHuM popMbl KoMIIekTanuu 2. CocTas:
komruiekT peareHToB st OT-TIHP «CoV-2-dif-O-Classic», KOMITJIEKT
pearenToB ais 3xcTpakuuu PHK «HK-Okerpa-SWh.

BHUMUMAHMUME! PaccioeHue Wi BBIIAAECHUE OCAIKa HE BIIUSIET
Ha Ka4yecTBO pacTBOpoB. Ecim oOpazoBayicsi 0CaOK WM PACCIOCHUE
KOMIIOHEHTOB OJHOT0 U3 (PIakOHOB, HEOOXOAUMO MPOTPETh €ro IMpu
+70°C u TIATENbHO NEpeMENIaTh 1O MOJIHOI0 pPacTBOPEHUs Ocajika U
TOMOT€HU3AIIMH PACTBOPOB.

Ilepen nHauyanmom pabOTBl M IEpel KakI0M MaHUIYJsAIuEed ¢
pacTBOPOM  MAarHUTHBIX  YacTUIl  €ro  CJeAyeT  IOJHOCTBHIO
pEeCyCIeHOUpOBaTh Ha BOPTEKCE WJIM IHIIETHPOBAHUWEM, TaK Kak
CYCIIeH3HsI MAarHUTHBIX YaCTUIl SIBISETCS ABYX(a3HOH, JeTKO U OBICTPO
oOpa3yet 4€TKo pasaenseMble (pa3sbl.

Bce kommonentsl Habopa mepen HayaaoM pabOThl HEOOXOAUMO
TIIATEIBHO MTEPEMEIIaTh.

[Ipu 607BIIOM KONHYECTBE aHATM3UPYEMBIX MPOO IOMYyCKaeTCs
nepe paboToi MepeHecTH BCE COEePKUMOE IPOOUPKH C
«MarnutHeiMu yacturiamu» (960 mxi) Bo ¢uakon ¢ «bydepom mis
CBSI3BIBaHMS». JlaHHAs CMeCh MOXXET XpaHUTHhCS B TEUEHHE 7 CYTOK.
Crnenyer THIATETbHO IE€pEMELIMBATh MPUTOTOBICHHYIO CYCIIEH3MIO
MarHUTHBIX 4acTull B «bydepe ams cBA3BIBaHMS» Mepe] KaXKIbIM
UCIIOJIb30BaHUEM.

9.1.2.1. MMpoueaypa Bouigeaenusi PHK kommiexkTom pearenTon
aas akerpaknuun  PHK  «HK-Jkerpa-SW» ¢ uncnmosab3oBanueM
MATHUTHOI'O IITATHBA

Jlnst  Kaxmoro  WccieayeMoro  o0paslia TPUTOTOBUTH U
IPOMapKUpPOBaTh 110 OAHOM npobupke 0obéMom 1,5-2,0 mir.

1. JlobaButh B kaxmyro mpoobupky mo 500 mxn Oydepa mis
cBsA3bIBaHUsA, 10 MK pacTBopa MarHMTHBIX dacTul 1 10 MK pacTBOpa
BKO (ecniu oH mpexycMOTpeH Jid JaHHOTO aHanu3a). B ciydae
IpeBapUTENFHOIO CMEIIMBAHUSI MAarHUTHBIX YacTUIl ¢ Oydepom s
CBSI3BIBAHMS, CIIEAYET MEPEHECTH B Kaxayro mpoOupky mo 510 mxi
cmecu Oydepa 11 CBSI3bIBaHUS ¢ MarHUTHBIMU yacTUlaMu ¥ 10 MK
BKO (ecnu oH npeycMOTpEH [Tl TaHHOTO aHaIKu3a).

2. Buectu mo 100 mkn oOpasma KIMHHYECKOTO MaTepuaia B
KaXyI0 POOHPKY, IepeMeIIaTh Ha BOPTEKCe 3—5 CeKyH/I.

3. st musuca nHKyOupoBaTh nmpooupku npu +70°C B TeueHue 5
MHUHYT, IEPEMEIINBasi paCTBOP Uepe3 Kax/able 2 MUHYTHI Ha BOPTEKCE.
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4. Tlo 3aBeplIeHHMH JIM3MCAa T[EPEHECTH MPOOUPKH B
1a00paTOPHBIN ITATUB M MHKYOHMpOBaTh cMech s cBs3biBaHus PHK
npd KOMHATHOM Temmeparype B TedeHue 10 MuHyT, nepemerivBas
pacTBOp BO BpeMs MHKYyOaLUMU uepe3 Kaxkable 3 MHHYTHl IIyTeM
nepeBOpaunBaHus MPOOHPOK.

5. Ilo 3aBepumieHMM HHKyOauuu cOpPOCUTH KaIlld KOPOTKUM
HEHTPU(PYTHPOBAHUEM, 3aTE€M IOMECTUTh NPOOMPKH B MAarHUTHBINA
IITATHB, MOA0XK/aTh, IT0Ka YAaCTHIIbI IOJHOCTBIO COOEPYTCS Ha CTEHKE
npobupok (00br4HO TpeOyercss 1-2 MUHYTHI) M TIHIATENBHO YAAIHUTH
CyIIEpHATaHT ¢ MOMOLIbIO 103aTOPa WK aclupaTopa.

6. Baectn B mpobupku mo 700 MKI pacTBOpa Il MPOMBIBKH,
IUIOTHO 3aKpPbITh KPBILIKH, PECYCIIEHANPOBAaTh MArHUTHBIE YACTULIBI HA
BOpPTEKCE, COPOCUTD KaIlJId KOPOTKUM LIEHTPU(YTUPOBAHUEM.

7. IlomecTuTh NPOOUPKU B MATHUTHBIN LITATUB, IOJ0XKIAaTh, IOKa
YacTULIBl TOJHOCTBIO COOEpPYTCS Ha CTEHKE MPOOHUPOK M TLIATENIBHO
yIAIUTh CyllepHATaHT.

BHUMAHMUME! OcraTtounple KOJIMYECTBA CyIlEepHAaTaHTa B
poOUpKax MPU BINOJIHEHUH 3TAoOB 5 U 7 MOTYT HETaTUBHO BIIUATH Ha
TTLLP. Heob6xomumo MPOU3BOAUTH TIIATEIBHOE yIIaJICHUE
CyIIEpHaTaHTA.

8. I[omecTHTh MPOOHPKH C OTKPHITHIMH KPBIIIKAMHU B TEPMOCTAT
u uHKyOupoBarh npu +70°C B TedeHHE S MUHYT ISl HPOCYILIKU
MarHUTHBIX YaCTHUI] U yJaJIEHUs] OCTaTOYHOTO CIHUPTA.

9. Bruectu B mpobupku 1o 50 MK 3IFOCHTA, WCIOJIB3YS
OT/JENbHBIH HAKOHEUHUK C (QMIBTPOM. TIIATENbHO PECyCleHANPOBAThH
MarHUTHbBIE YaCTUIbl MTUMETUPOBAHUEM, TUIOTHO 3aKPBITh KPBIIIKH.

10. Uukyouposats npobupku npu +70°C B Teduenne 10 MUHYT.
Bo Bpemst unkyOanmu 2-3 pasa nepeMeriatb COAEepKUMOE MPOOHPOK
MyTeM OCTOPOKHOT'O B30aITHIBAHUS OCAIKA.

11. IlomecTuTh MPOOUMPKM B MAarHUTHBIA IITATUB, MOAOXKIATh,
MOKa YaCTHUIIBI TIOJTHOCTBIO COOEPYTCs Ha CTEHKE MPOOHPOK.

12. Tlepenectn cynepHaTaHT, conepamuii Beieeanyo PHK, B
HoBble mpoOupku. BHUMAHHME! Ot6op ounmennoit PHK
ocyuiecTBisieTcs: 6e3 CHATHS MPOOUPOK C MAarHUTHOTO LITATHUBA.

9.1.2.2. llpouenypa Boiaeaenus PHK komniexkTom peareHToB
aasa skerpakuun PHK  «HK-Jkerpa-SW» ¢ ucnosb3oBaHuem
neHTpudgyru.
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Jns  Kaxzmoro HccienyeMoro  obpasna  IpPUTOTOBUTH U
MIPOMapKUPOBATH 1O OJHOM TTpodupke oobemom 1,5-2,0 M.

1. Jlo6GaBuTh B Kaxkayro mpodupky mo 500 mxn Oydepa s
cBsizbiBanus, 10 MK pacTBOpa MarHMTHBIX 4acTull W pactBop BKO
(ecmu  OH TpeAYCMOTpPEH Ui JaHHOro aHaius3a). B cioydae
NpeBApUTEILHOTO CMEIIMBAHUS MAarHUTHBIX 4acTHI] ¢ Oydepom uis
CBSI3BIBAHMSA, CIEAYET MEPEHECTH B Kaxayr npobupky mo 510 mxin
cMmecu Oydepa Ui CBS3bIBaHUSI C MATHUTHBIMH YacTUIIAMH U PAcTBOP
BKO (ecnu oH npeycMOTpEH Uil JaHHOTO aHAIK3a).

2. Baectu mo 100 Mk o6pasiia KIMHAYECKOT0 MaTepuaia B
KaXIyI0 IPOOHPKY, IepeMeIIaTh Ha BOPTEKCE 3—5 CeKyH/I.
3. Hnsa nusuca uHKyOupoBath mnpobupku npu 70°C B

TE€YEHHE 5 MUHYT, IEPEMELINBAsi pacTBOP 4epe3 KaKAble 2 MUHYThI Ha
BOPTEKCE.

4. [To 3aBepumieHMHM JU3KMcCa MEPEHECTH MNPOOUPKU B
71a00paTOPHBIM IITATUB U MHKYOHpOBaTh cMech Juis cBs3biBaHus PHK
npyd KOMHATHOH Temmeparype B TeueHue 10 MuHyT, mepememmBas
pacTBOp BO BpeMsl MHKYOAaLMU uepe3 Kaxkable 3 MHHYTHl IyTeM
NepeBOpaunBaHus MPOOUPOK.

S. [To 3aBepmieHMM  MHKyOalmuu  LEHTPUPYTHPOBAThH
npoOupku npu 10 000 g B Teuenue 1 MUHYTEHIL.
6. OcTopoXHO, HE 3aJeBasi 0CaJ0K M0 BHYTPEHHEH CTeHKe

HpO6I/IpKI/I OTO6paTI:> HAaAO0CaAAOYHYIO KHUJAKOCTh C IMOMOMIBIO HO03aTOopa
WM acrrpaTropa, HCIOJIb3Ys OTI[CJ'II)Hblf/'I HAaKOHCYHHUK JId Ka)KI[Oﬁ

pOOBI.

7. Buectu B mnpobupku mo 700 Mkn pactBopa ais
NPOMBIBKH, TUIOTHO 3aKpBITh KPBIIIKHA, TIepeMelarbh MarHUTHBIC
YJaCTHIIbI Ha BOpTEKCE, cOpoCcUThH Karui KOPOTKHM
HEHTpU(YrupoBaHUEM.

8. Llentpudyruposars npodbupku npu 10 000 g B Teuenue
1 MuHYTBI.

9. OcTopoXHO  OTOOpaTh  HAZOCAJOYHYIO  JKHIKOCTb
AHAJIOTUYHO ITyHKTY 6.

10. [TomMecTHTh TPOOMPKH C OTKPHITBIMH KpBIIIKAMH B

TepMocTaT M WHKyOupoBaTh mnpu +70°C B TedyeHHMe 5 MHMHYT Ui
HPOCYIIKH MarHUTHBIX YaCTHII.

11. Buectn B mpobupku mo 50 MKIJI 3II0€HTa, UCHONb3YS
OTAETBbHBI HAKOHEYHUK C (QUIBTPOM. TIIATEeNbHO PecyCHeHIUPOBATH
MarHUTHBIE YaCTUIbI TUIIETUPOBAHUEM, TUIOTHO 3aKPHITh KPBIIIKH.
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12. NukyoupoBate mpobupku npu +70°C B Teuenume 10
MUHYT. Bo Bpems umHKyOamuu 2-3 pasza mepeMemiarb COACPKUMOE
pOoOUPOK BPYUHYIO IIyTEM OCTOPOKHOTO B30AJITHIBAHUS OCA/IKA.

13. Lentpudyruposars npodupku npu 10 000 g B TeueHue
1 MuHyTSHI

14. C nomotpio 103aTOpa OCTOPOXKHO, HE 3ajieBasi Ocajka
HAaKOHEYHHUKOM, TEPEHECTH HAJ0CAT0YHYIO0 JKUIKOCTB, COIEPIKALIYIO
BeiiesieHHy0 PHK, B HOBBIE mpoOupKH.

BHUMAHME! Eciu B TeueHue 3  MHHYT IOCIE
ueHTpudyrupoBanus npoda He HepeHeceHa B OTACNbHYI MPOOHUPKY,
HE00XO0IMMO MTPOBECTH NTOBTOPHOE IICHTPU(YTUPOBAHHUE.

BHUMAHMUME! Ilonyuennsiii npemnapatr PHK pexomenayercs
Cpa3y  HCIIONB30BaTh Ui  TOCTAaHOBKM  pEAaKIMU  OOpaTHOU
TPAHCKPHUIILIUH.

[Tpu HeoOXOAMMOCTH KOMIUIEKT peareHToB i skcTpakuun PHK
«HK-3Okcrpa-SW» MoxeT ObITh aganTUpOBaH Ul WCIOJIb30BAHUS Ha
aBTOMATMUYECKUX CTaHUMAX JJIS BBIJCJICHUS HYKJICHHOBBIX KHCIIOT
(Tecan cepun Freedom EVO® (TECAN, Ilseiinapus, ABctpus) u
KingFisher Flex (Thermo Fisher Scientific, ®unnsumus)).

9.2. ITposenenue OT-IILP

9.2.1. lposeaenne OT-MIP nas ¢popm kommiaektanuu 1 u 2
«CoV-2-dif-O-Classic»

IToaroroBka xomMnonenToB Habopa s OT-IIIP

[lepen mnpUrOTOBIEHHMEM PEAKIIMOHHBIX CcMeceil HeoO0XOAMMO
npou3BecTH BiaxHyto yoopky ITLIP-Ookca, a Takxke o0OpylOBaHUS U
MaTepHaloB, HaXOJISATIIXCS B HEM, C MpUMEHEHHEM
Ne3UHPUIMPYIOUIMX CPENICTB, MPUTOIHBIX Ui Mcnoyb3oBaHus B [1LIP-
nabopatopusx, BKIouuth Y ®-nmamiy Ha 20-30 MUHYT.

1. TmarensHO mHepememiaTb COAEPKUMOE  MPOOHUPOK ¢
BoiienieHHon st ananuza PHK, OT-IILP-6ydepom 5x, Ilpaiimep-
mukcom, OKO, ITIKO, mepeBopaunBas kaxaywo npodupky 10 pa3 wumu
nepeMelnBas Ha BOPTEKCe Ha HU3KOH CKOPOCTH B TeUeHHe 3—5 CeKyHI,
3aT€M  OCaJAWUTh  KalIM C  KpPBILEK  MPOOMPOK  KOPOTKHM
HEHTPUPYTHPOBAHUEM.

2. OTo0OpaTh HEOOXOIUMOE KOJTMYECTBO MPOOHPOK (C ONMTHUYECKH
NPO3paYyHBIMU KPBIIIKAMH WIM CTEHKAaMU — B 3aBUCHUMOCTHU OT
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UCTIOJIb3YEMOT0 THIA JETEKTUPYIOLIEro aMIuudukaTopa) oosémom 0,1
wm 0,2 mn gna [P wu3 cuemyromero pacdéra: KOJTHYECTBO
uccienyembix oopasuos + IIKO + OKO.

JUJ1 IpUTOTOBJICHUS PEaKIIMOHHONW CMECH HEOOXOMMO:

1. OT-ITLP-6ydep 5X — 5 MK,

2. [Tpaiimep-MHKC — 5 MKI,

3. O6pazen (uccnenyemsbrii oopaszer;r PHK, ITKO, OKO) —
15 mxa.

OO6muii 00bEM peakuuu — 25 MKJI.
BHUMAHME! 3anpenieHo U3MeHATh 00BEM peakiuil.

IIporoko. npoenenus OT-IILP

I'oTOBUTH peakIMOHHBIE MPOOUPKH HEOOXOIMMO COIJIACHO
tabnuue 11 B crienyromem nopsake:

1. IlpomapkupoBars npooupku Ha 0,1 nim 0,2 Mo purst TTLP.

2. B ornenpHOM OJHOPA30BOM CTEPUIILHOM MPOOUPKE THIA
«Onmnennopd» o6seéMom 1,5 mmm 2,0 M TPUTOTOBUTH PEAKIIMOHHYIO
cmech: (N+3)x5 miu TTIHP-0ydepa u (n+3)x5 MK npaiiMep-MHUKca, Tae
N — KOJMYECTBO HCCIeAyeMbIX oOpa3loB. THIaTeabHO MepeMelnaTh
PEaKIMOHHYIO CMECh B T€UEHHE 3—5 C Ha BOPTEKCE.

3. B cootBercTByIOIIME MPUTOTOBIEHHBIE MpoOupku st [TL[P
BHecTH 110 10 MKJI peakIIMOHHOM CMECH.

4. BHecTH B COOTBETCTBYIOIIME HPOOUPKH ISl MCCIETyEeMBbIX
o0pa3uoB nmo 15 mxin Beaenennoit PHK. B nmpo6upku ans [IKO u OKO
npenapatr PHK He BHOCHTCSI.

5. Buectu B cooTBeTcTBYMOMIYIO TpobupKy 15 M ITKO.

6. Baectu B cooTBeTcTByrOIIyr0 mpodbupky 15 wmxm OKO,
npoulenuero 3ran BeiaeneHus HK.

7. Ins  cOpoca Kkamenb CO CTEHOK OTIHEHTPU(YTHPOBAThH
POOUPKH B TeueHHe 1-3 ceKyH ] Ha MUKPOIICHTPH(YTe-BOPTEKCE.

8. YcraHoBUTH NPOOMPKHU B PEAKIIMOHHBIN MOy pubopa s
[TLP B peanbHOM BpeMeHHU. PexomMeHayeTcsl ycTaHaBIUBaTh MPOOUPKHU
O IIEHTPY TepMOOJOKa M PaBHOMEPHOTO MpHXKUMa MpOOHPOK
HarpeBaronen KPbILIKOM.

9. 3amporpaMMHpoBaTh  OpUOOp IS BBINOJHEHUS
cootBercTBytoer nporpammbl OT-TILP u nerexumnmn

36



¢GiIyopecieHTHOrO  CUTHala,  coONojas ~ WHCTPYKIHIO — JUIS
UCIIONIb3yeMoro pubopa (Tabmuia 12)

BHUMAHMUME! B ciyuae WHCHONB30BaHUS aMIUIH(pUKATOpa
QuantStudio 5 HeoOXOaMMO TPOU3BECTH HACTPOMKY ONTHYECKHUX
¢bunbTpOB A0 3amycka MPOTOKOJIa aMIUTMpUKauuu  (BO3MOKHA
peructpanus curiana VIC kananom ROX B cmywae ARn > 100 000,
YTO MOXET TPUBECTH K TMOJIYYCHHIO JIO)KHOMOJOKUTEIbHBIX
pesynbraroB)! Jns atoro B 3akimanke «Method» Haxkarh KHOIKY
«Actiony», mociie 4ero B CIUIBIBArOIIeM MeHIO BbIOpaTh «Optical filter
settings», e B pasnene «PCR Filter» ocTaBUTH TONBKO CIEAYIONIUE
koMOuHanmu GuibTpoB: X1 — M1, X2 — m2, x4 — m4, X5 —m5, X6 — mo6.

Tabmuna 12 — IIporokon OT-TILIP

Craus TeMruzpaTypa, Bpems, Kanajubt Bcero
MHH.:CCK. JE€TEKIUHU IUKJIOB
1 52 25:00 n n
2 95 02:00 J J
95 00:15 _
3 64 00:20 5
95 00:15 J
4 FAM/Green, 40
64 00:20 HEX/Yellow,
ROX/Orange

VYKazaTh KOJMYECTBO U HACHTU(HUKATOPHI 00pa3lloB, OTMETUTh
pacroyiokeHrue MpoOUPOK HAa MaTpHIle TEPMOOJIOKa B COOTBETCTBUM C
UX YCTaHOBKOM.

10. VY IOCTOBEpUTBCS, YTO B MapaMeTpax ONTHYECKUX
U3MEPEeHUl MporpamMmbl aMIUIM(UKALKMK  3a/eHCTBOBAaHBl  KaHAaJIbl
nerekiun FAM/Green, HEX/Yellow u ROX/Orange.

11. Zanyctuts OT-IILP ¢ nerexkuueit (myopecieHTHOTO
CHUTHAJIA.
12. [To okOHYaHWH BBIMOJHEHUS MPOTPAMMBI MPUCTYIUTH K

aHaJIU3Y pPe3yJIbTaTOB.
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9.2.2. llposenenne OT-IILP st popmbl KOMIIeKTALMH 3
«CoV-2-dif-O-Cito»

BHUMAHHUE! Knunanueckuit Marepuall HE00XO0MMO
MPEBAPUTEIIBHO MHAKTUBUPOBATh NMyTEéM mporpeBanus npu 70 °C B
Teyenue 5 MUHYT B padoueii 30ue 11,

IHoaroroBka komMnoHeHToB Habopa piasa OT-ITIHP

1. TmarenpHO mepeMemaTh COACPKUMOE MPOOUPOK  C
MOATrOTOBJIICHHBIM ~ KJIMHMYeCKHMM  MarepuaiioMm, OKO, OT-IILP-
oydpepom-Cito, BKO, IIpaiimep-muxcom u IIKO, nepeBopaunBas
KAy npobupky 10 pa3 wiu nepemeininBas Ha BOPTEKCE Ha HU3KOM
CKOPOCTH B TE€UEHHE 3—5 CEKyHJ, a 3aTeM OCaJIUTh KaIUIM C KPBIIICK
MPOOUPOK KOPOTKUM HEHTPUDYTHPOBAHHEM.

2. Otobparh HEOOXOIUMOE KOJIMYECTBO MPOOHPOK 00BEMOM 0,1—
0,2 mu nia nposeaenus peakuuu OT-IIIP u3 pacuéra Ha KOJIUYECTBO
uccienyembix oopasuos, IIKO u OKO.

Ilepen mpUrOTOBIEHUEM pEAKIMII HEOOXOAMMO MPOU3BECTH
BIaxHy0 yoopky IIIIP-60kca, a Takxke 00OpyJIOBaHUS U MaTEPHAJIOB,
HAXOSIIUXCS B HEM C NMpPUMEHEHHEM Ae3UH(UIUPYIOLUIUX CPEACTB,
MPUTOHBIX JJIs uctnionb3oBanus B [11[P-nmaboparopusix, Bkiounts Y O-
namity Ha 20-30 MUHYT.

BHUMAHMUME! 3ampemeno usMeHsATh 00bEM peakuuu. Ilpu
W3MEHEHUU 00bEMA YyBCTBUTEILHOCTh METO/1a PE3KO CHUIKAETCs!

Jlnst mpoBeieHust OJTHOM peakIuy HEOOXOAUMO:

J71st IpuUroTOBNIEHUS PEAKIIMOHHON CMECH HEOOXO0IUMO:

1. OT-IILIP-6ydep-Cito 5x — 5 Mk,
2. [Tpaitmep-mMuKC — 5 MK,
3. OO6pazernr  (uccmemyemslii  oOpazenr — S5 MKI  C

nobasnenrem 10 mxn BKO, obpazenr I[IKO umm obpazenr OKO) — 15
MKJI.
4. O0mmii 00b€M peakuuu — 25 MKJIL.

11 Bpemennbie MeToueckue pekoMenjaunn «I[[pouiakTika, IMarHoCTHKA 1
JeyeHue HoBoW kopoHaBupycHo mHpekuun (COVID-19), Bepeus 13 (14.10.2021)
(MunwmctepcTBO 3apaBooxpaneHus Poccutickoit denepanun).
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IIporoxoa nposexenns OT-IIIP

l'oToBUTH peakiMOHHBIE TPOOUPKH HEOOXOJAMMO COTJIACHO
tabnuie 11 B cienyroiieM nopsiake:

1. IIpomapkupoBars npodupku Ha 0,1-0,2 ma ams OT-IILHP mo
OHOHM 11 KakIOro mccieayeMoro obpasnal?, omay mpobupky s
ITKO u ogny npooupky mist OKO.

Tabmuma 11— Ilpumep pacmosnokeHus: TPOOUPOK M BHECEHUS
KOMIIOHEHTOB Juis1 npoBeaeHus [P

Kowmorer o B - Lt LU
OT-IILIP-6ydep-Cito, M 5 5 5 5 5 5
[paiiMep-MUKC, MK 5 5 5 5 5 5
O6paserr, MK 5 5 5 5 - -
BKO, Mk 10 10 10 10 - -
ITKO, mxn - - - - 15 -
OKO, mxn - - - - - 15

2. Baectu B kaxxayro npooupky 1o 5 mxia OT-ITLP-6ydepa-Cito.

3. Buectn B kaxayro mpobupky o 5 mki [Ipaiimep-mukca.

4. BHecTH B COOTBETCTBYIOIIME MPOOUPKH AJIS HCCIETYEeMBbIX
o0pastoB no 5 Mk obpasna. B mpodupku mis [TKO u OKO o6pa3zern ve
BHOCHUTCS.

5. Buectu B cootBerctBytoue npodupku no 10 mxn BKO. B
npoobupku ans IIKO u OKO BHyTpeHHHMI KOHTpOJIbHBIA oOpasern He
BHOCHTCS.

6. Buectu B cooTBeTcTBYIOLIYI0 TpooupKy 15 M ITKO.

7. BHectu B cOOTBETCTBYHOIIYIO pooupky 15 mxin OKO.

8. st cOpoca karmenb co CTEeHOK OTIHEHTPU(YTUpOBaTh MPOOHPKU
B TeueHne 1-3 cekyH 1 Ha MUKPOIICHTPU(YTe-BOPTEKCE.

9. YcraHoBUTh MPOOUPKU B PEAKLIMOHHBIMN MOAYJb pubopa JUis
[IIIP B «peanbHOM BpeMeHW». PekoMeHAyeTCs yCTaHABJIMBATH
OpoOUPKH MO WEHTPY TepMoOoKa il PaBHOMEPHOTO MpHXKUMa
NPOOMPOK HArpeBaroUei KPbIIIKOM.

10. 3anporpaMmmMHpoBaTh npudop JUIsL  BBINIOJIHEHHUSA
COOTBETCTBYIOLIEH MpOrpaMmbl aMIUITM(PUKALUU U AETEKLIUU

12 JInst nOBBILIEHKS TOYHOCTH PEKOMEH/YETCSl aHAIM3UPOBATh KasK b1l
obpa3selr B IByX MOBTOpax.
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¢GIyopecreHTHOrO  CHTHala,  coONmojgass ~ WHCTPYKIUIO s
ucnonb3zyemoro npudopa. [Iporokon OT-ITLP ykazan B Tabnuie 13.

Tabmuna 13 — [Iporokon OT-TILIP

Craus TeMH%paTypa, Bpems, Kanajubt Bcero
MMHH.:CEK. JeTEeKIUHU IHUKJIOB
1 52 25:00 n n
2 95 02:00 J J
95 00:15 _
3 64 00:20 5
95 00:15 J
4 FAM/Green, 40
64 00:20 HEX/Yellow,
ROX/Orange

10. VYka3aTh KOJIMYECTBO U HUACHTH(PHUKATOPHI 00pa3IoB,
OTMETHTh pACIOJIOKEHUE TPOOMPOK Ha MaTpulle TepMOOJIOKa B
COOTBETCTBUU C UX YCTAHOBKOM.

11. YaoctoBepuThcs, 4YTO B MapaMeTpax ONTHYECKUX M3MEpPEHHI
IpOrpaMMbl  aMIUTH(UKAIIUN  3a/ICHCTBOBAHBI  KaHAIBl  JICTEKIIUU
FAM/Green, HEX/Yellow u ROX/Orange.

12. 3anyctuts OT-IILP ¢ nereknmeii GayopecieHTHOro CUTHANIA.

13. Tlo okOHYaHWH BBITIOJHEHHUS TPOTPAMMBI TPUCTYIHUTHh K
aHaJIN3Y pPe3yJbTaTOB.

10. PerncTpanusi 1 MHTeprpeTanus pe3yjJbTaToB

Perucrpanuto pesynbratoB npoBoasT no 3asepuieHun OT-IILIP
ABTOMAaTHYECKU €  TOMOINBIO  MPOTrpaMMHOTO  oOecrieueHus
UCIIONIBE3YEMOT0 Mpubdopa.

PexomMeHgaumm mo ycTaHoOBKe NMOPOroBOi JIMHUM

Jiis  aMminguKaTopoB JIIOOBIX MOJAENed ToporoBas JIMHUSA
YCTaHABIWBACTCA WHIWBUIYAIBHO /I KaXXJIOTO KaHaja Ha YpPOBHE,
COOTBETCTBYIOILIEM 15-20% oT MaKCHMaJIbHOTO YpOBHS
dryopecieHIn, TOMYyYEeHHOTO ISl TMOJIOKHUTEIFHOTO KOHTPOJIHHOTO
oOpa31ia B ocjaeIHeM UKJIIE aMILTU(UKALINH.

WuTepnperanust pe3yibTaToB BBHIMONHSAETCS 1o 3HadeHusM Ct
kanaioB FAM/Green, HEX/Yellow, ROX/Orange. VYwuurtsiBaroTcs
Tonbko 3HadeHus Ct, momyueHHsie Ha ctaauu [P ¢ dayopecuenTHOIM
JeTeKIuel (To eCTh COOTBETCTBYOIINE CTaauu 4 — cM. Tabnuity 14).
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CHayasia OLIEHMBAIOT IPOXOXKJAECHHE peakuuu U 3HaueHus Ct B
KOHTPOJIbHBIX 0Opa3uax. MIHTepnperanuio pe3ynbTaToB B UCCIEYEMbIX
oOpa3lax HayMHAIOT TOJIBKO IpH NpaBuiabHOM mnpoxoxzaeHuu I1KO u
OKO.

BHUMAHMUME! B cnyuae wucrmonb3oBaHUsS amIu(pUKaATOPOB
Rotor-Gene Q u aHaJOTHYHBIX, aKTUBHPOBaTh (MGYHKIUH «/[nHaMuy.
¢don» (Dynamic Tube), «Koppekt. ykmona» (Noise slope correction),
yctaHoBUTh 3HaueHue 10% mus kananoB Green u Yellow u 5% mis
kanayia Orange B pazzeie «Ycrpanenue Beiopocosy (Outlier Removal).

10.1.
oOpasuax

Jus OKO wu IIKO pgomkHbI OBITH TOJYYEHBI CIEAYIOIINUE
pesynbrathl (Tabnuia 14).

HNuTepnperanusi  pe3yibTaTOB B  KOHTPOJbHBIX

Tabmuna 14 — Pesynberatsl uccnenosanus st OKO u I[TKO
3nagenus Ct Mo KaHajaM AETEKIIMH, COOTBETCTBYIOMINM
dyopodopam, Ui BceX PEaKIMOHHBIX CMECei

KonTtponbsHsIit 06pazern

FAM / HEX/ ROX/

Green Yellow Orange
OKO > 35 i oTc. > 35 wim oTc. > 35 wm oTc.
IIKO Ct<30 Ct<30 Ct<30

O603HaueHus: «OTC.» — 3HaueHne Ct OTCYyTCTBYET.

I[Ipu nonywenun g OKO 3HaueHudl, OTIMYAIOMIMXCA OT
yKa3zaHHbIX B Tabnuie 14, pe3ynbTaThl BCell MOCTAaHOBOYHOM CEpHUU
CUNTAIOT HEJAOCTOBEPHBIMU. B 3TOM ciydae HEOOXOOUMO NMPOBEICHHE
CHEIHUAbHBIX ~ MEPONpHUSITHUA  JJI1  YCTpaHEHHs]  BO3MOXHOMU
KOHTaMUHAIIWH.

[Ipn nonydenun mia [IKO 3HadeHni, OTIMYAOIIMXCA OT
yKa3zaHHBIX B Tabmune 14, TpeOyeTcss MOBTOpPHas IOCTaHOBKA
amrunukanuu Bceil maptuu oOpas3uos. [Ipu MOBTOpHOM MONy4EHUU
i [IKO 3HaveHu#, OTIIMYAOIUXCA OT yKa3aHHbIX B Tabmuue 14,
HE00XO0JJMMO 3aMEHUThH PEAreHTHI.
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10.2. UnTepnpeTanus pe3yJbTaTOB B HcceayeMbIX 00pa3nax

[TpunIUTIBI

tabnuize 15.

UHTEpIIPETallud  Pe3yJbTaTOB MPEJCTABIECHH B

Tabmuua 15 — [IpuHIMD HHTEpIpPETAMK PE3YIbTATOB

3HaueHue noporosoro 1ukiIa (Ct) mo

KaHaJlaM

FAM/ | HEX/ | ROXI Pesynerar
Green Yellow Orange
oTe. Ct<32 oTe. PHK xoponaBupyca SARS-CoV-2 ne
oOHapy>keHa
Oonapyxena PHK xoponaBupyca ¢
Ct<35 He yu.'3 He yu.'4 myTtanueii A31-33 B rene N SARS-CoV-2,
xapakrepnyto s B.1.1.529 (Omicron)
Oonapy:xena PHK xoponaBupyca, He
conep:kamas mytanuio A31-33 B rene N,
xapakTepuyto 1t B.1.1.529 (Omicron)
(Bapuantsl Bupyca SARS-CoV-2 ¢
HOpMAaJIbHBIM BapuanToM rena N,
oTc. ne yu.l! Ct<35 koxupyrommm (ochonporenn
HyKJICOKAICHaa — CieHU(pUIHON YacTh
reaomHoit PHK mramma SARS-CoV-2
KOpPOHaBHpPYyCa, HAIIPUMEP, BapUaHTHI
Bupyca SARS-CoV-2 B.1.617.2 (Delta),
B.1.617.2.1 (Delta plus))
Ct>35 Ct>32 Ct>35 .
Pe3ynbrar HeBanuIHbIN
WJIN OTC. WJIN OTC. WJIU OTC.
Ct>35 ne yu.1! Ct<35
Pe3ynbTaT COMHUTENBHBIN
ct>35 | ct=3z | &7
W OTC.

13 ITpu BeicoKMX KoHueHTpanusx PHK koponasupyca SARS-COV-2 BrIxos 1o
kaHaimy HEX MoxeT nporcxoanTh Ha MO3JHHUX LUKJIAX MM OTCYTCTBOBATb.

1 BHUMAHMUE! TTpu nonyuennn 1y1s o6pasua o kanany ROX Ct < 15 (npu
Boicokoi koHueHTpaimu PHK SARS-CoV-2) Bo3mokeH Hecneuuduueckuii poct
¢yopecuenTHoro cursana no kanany FAM. B ciyuae ecnu s kanana ROX Ct <
15, a mua kanmana FAM Ct > 20, pekoMeHayeTcs MOBTOPUTH aHaiuM3, pa30aBUB
o0paser 1eMOHM30BaHHOM, cBOOOJHOM 0T HyKIea3 Bojoi B 100 pas.
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Ct>35
HJIN OTC.

Ct>35

O06o3HaueHMs: «0TC.» — 3HaUeHne Ct OTCyTCTBYeT; «He y4.» — 3HaueHne Ct He
YUYHUTHIBACTCS [IPU HHTEPIPETALUH.

[IpuurHOi oTydyeHus: HEBAIMIHOTO Pe3yIbTaTa MOXKET CIYKUTh
Hu3Kas KoHueHTpanus HK, mpucyrcrBue MHrHOMTOpPOB B mpemnapate
HK, nony4eHHOM U3 KIMHUYECKOTO MaTepuaia, HeBEpHOE BBIIIOJIHEHUE
IPOTOKOJIA aHAJINM3a, HECOOIoJeHue TemrepaTypHoro pexuma OT-
[11IP, Hanuuue nonoiaHUTENbHBIX MyTauuii B reHoMHoi PHK Bupyca
SARS-CoV-2, npuxoasmuxcs Ha 00J1acTh THOPUAN3ALUH TPAIMEPOB U
30H/IOB, U Jp.

B cnywae HeBaIMAHOrO WM COMHUTEIBHOIO pe3yibTara
3aKJIIOYEHHUE HE BBIIAETCS, HEOOXOAMMO MOBTOPHO B3STh Yy MAI[MEHTa
OuomMarepuan M 3aHOBO IpoBecTH aHanu3. [Ipu aTom pexomenmyercs
npoBeneHue BoiAeneHuss HK u3 Gonbiiero o0béMa KIMHHYECKOTO
matepuana. llpu mNOBTOpeHHMH HEBAJIMIHOIO pe3yjibTaTa IOBTOPUTH
ucclieJoBaHlue Ha0OpOM pEareHTOB JPYroro IPOU3BOAUTENS WU
JPYTUM METOJIOM.

11. YcnoBusi XxpaHeHHsl, TPAHCIIOPTHPOBAHUS M IKCILTYyaTAIlUH
Ha0opa peareHTOB

XpaHeHue

Kommiekr pearentoB mis OT-TIHP «CoV-2-dif-O-Classic»
(bopma kommrektaruu 1, 2) u komruiekt peareHtoB s OT-TTLP
«CoV-2-dif-O-Cito» (popma KoMIUIeKTanuu 3), BXOJSIIHE B COCTaB
Habopa «CoV-2-dif-O» B ymakoBke MPeNNpUATHS-U3TOTOBHUTEIIS
XpaHUTh NpHu Temneparype ot -18 °C o -22 °C B Te4eHHE BCETO CpOKa
TOJTHOCTH Habopa, JOMyCKaeTcsl XpaHeHue mpu teMreparype ot +2 °C
1o +6 °C no 30 cyrok. JlomyckaeTcs 3aMopo3ka/oTTanBanue Habopa He
6omee 10 pas.

Kommnekr pearentoB st skcrpakuuun PHK «HK-Oxcrpa-SWy»
(bopma komrutekTaruu 2), BXoasAmui B coctaB Habopa «CoV-2-dif-O»
B YIAKOBKE MPEANPUATHI-U3TOTOBUTENS XPAaHUTD MPU TEMIIEpaType OT
+2 °C no +30 °C. AtmocdepHOe naBieHre He KOHTPOJIUPYETCs, T.K. HE
BJIMSIET Ha KAYECTBO MU3JICIHAL.

Hab6op pEeareHToB, XpaHUBIIHUHCA c HapyUIEHUEM
periIaMeHTHPOBAHHOTO PEKUMa, TPUMEHEHHIO HE TOJICKHUT.
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PexoMeHyeMble  yCIOBHSL  XpaHEHUS  BEPUMUIMPOBAHBI  C
UCIIOJIb30BAHUEM TEXHOJIOTHH «YCKOPEHHOT'O CTAPCHHUS.

TpancnopTupoBaHue

TpaucnoprupoBate Habop pearentoB «CoV-2-dif-O» crmemyer
TPAHCIIOPTOM BCEX BHAOB B KPBITBIX TPAHCIOPTHBIX CPEICTBAX B
COOTBETCTBUM C TMpaBWJIaMH MEPEBO30K, JCHCTBYIOIIMMU  Ha
TPAHCIIOPTE JaHHOTO BH/IA.

Kommiekr pearenroB mas  OT-IIHP «CoV-2-dif-O-Classic»
(bopma komrmuiekraruu 1, 2) u komruiekt peareHtoB s OT-TTLP
«CoV-2-dif-O-Cito» (popma komrmiekTanuu 3), BXOIAIINE B COCTaB
Habopa «CoV-2-dif-O» TpancropTupoBars mpu Temmneparype ot -18 °C
10 -22 °C B TeueHHWE BCEro CpPOKa rOJHOCTH Habopa. Jlomyckaercs
TpaHcnopTupoBka npu temmneparype ot +2 °C go +6 °C go 30 cyrok,
WIK [IPU TEMIIEPAType OKpYXKaroliel cpeipl, HO He Bbime +25 °C He
Oosee 2 CyTOK.

ATMocdepHOe naBIeHHe HE KOHTPOJIUPYETCS, TaK KaK He BIUACT
Ha Ka4eCTBO HM3JICITHUSI.

Jlnst obecriedeHust COONIOICHUS YCIOBUN TPAHCIIOPTHPOBAHKS Ha
IPOTSHKEHUM BCEr0 CpPOKa TPAHCIIOPTHPOBAHHMs HAOOp peareHTOB
MIOMEIIAeTCsl B TEPMOKOHTEHHEDP MEHOMOINYPETaHOBbI MHOTOPa30BOT0
UCITOJIL30BAHUS JIUISI BPEMEHHOTO XPaHEHHS M TPAaHCIIOPTHPOBAHUS C
MOATOTOBJICHHBIMHU  XJIaJ03JeMEeHTaMH. THI, 00bEM M KOJIUYECTBO

XJIaJI03JIEMEHTOB, 3aKJ1a/IbIBAEMbIX B TEPMOKOHTEHHED c
TPaHCHOPTUPYEMBIMU  HabOpaMH peareHToB, a Takke 00BEM
TEPMOKOHTEHHEpPa oI0MparoTCs B 3aBUCHUMOCTH oT

MPOJOHKUTETFHOCTH U YCIOBUN TPAHCIIOPTUPOBAHUS.

Kommiekt pearentoB s skcrpakunn PHK «HK-Okctpa-SWy»
(bopma komrutekTaiuu 2), BXoasmui B coctaB Habopa «CoV-2-dif-O»
TpaHCIIOPTHPOBaTh Tipu Temmeparype ot +2 °C mo +30 °C.
ATMocdepHOe naBleHHE HE KOHTPOJIUpYyeTcs, T.K. HE BIMAET Ha
Ka4eCTBO M3JICIHS.

HaGopsl peareHTOB, TpaHCIOPTHPOBAHHBIE C HAPYIICHUEM
TEMIEPATYPHOTO PEeKUMA, TPUMEHEHHUIO HE MOJIEKAT.

Pexomenmyemsbie YCITOBHS TPaHCTIOPTHPOBAHUS
BEPU(PUIIMPOBAHEI C HCIOJIB30BAHUEM TEXHOJOTHH «yCKOPEHHOTO
CTapeHus.

Cpoxk rogHocTn

JlaHHbBIE O CPOKE TOJHOCTH BepU(PUIIMPOBAHBI C UCTIOIH30BAHUEM
TEXHOJIOTUH «YyCKOPEHHOT'O CTapEHHS».
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Cpoxk rogaoctu Habopa peareHTOB «CoV-2-dif-O» — 12 mecsiies
co aas npueMkun OTK mpeanpusTug-u3roToBUTENS MPU TEMIIEpaType
ot -18 °C mo -22 °C, cobmroaeHnu BCeX YCIOBUN TPAaHCIIOPTUPOBAHUS
u sKkciuryaranuu. HaGop peareHToB ¢ HMCTEKIIUM CPOKOM TOJIHOCTH
IPUMEHEHHUIO HE TIOJIIEKUT.

CpoK roaiHOCTH BCKPBHITHIX KOMIIOHEHTOB Habopa

12 mecsaueB co nHsa npuemku OTK npeanpusTUs-U3roToBUTENs
npu COOJIIOJIGHUU BCEX YCJIOBHM TPaHCHIOPTUPOBAHHS, XPaHEHUS H
sKcIuTyataruu. Habop peareHTOB € HMCTEKIIUM CpPOKOM T'OJHOCTH
MPUMEHEHHUIO HE TIOJIEKUT.

Cpok rogHoOCTH NPHUIOTOBJIEHHBIX /ISl Pa00Tbl KOMIIOHEHTOB
Habopa

Omun yac mnpu CcoOJIOJACHUM YCIIOBUM, TPEMSATCTBYIOUIUX
BBICHIXaHMIO KOMIIOHEHTOB, a TaK)K€ KOHTAMUHAIUU TMOCTOPOHHHUM
OMOJOrMYECKUM MaTEPUATIOM.

12. Yrunuzauus

HaGops! peareHToB, mpuuieane B HEIPUTOJHOCTb, B TOM YHUCIIE
B CBSI3W C HWCTEYCHHEM CpOKAa TOIHOCTH, TOJJICKAT YTHIN3ALWU B
coorBercTBUM ¢ TpeboBaHusiMu CanlluH 2.1.3684-21 «CanurapHo-
SMHUIEMHUOJIOTHYECKHE TpeOOBaHUS K  COJACPKAHUIO  TEPPUTOPHUI
TOPOACKHX M CEJIbCKUX IOCEJIeHHUH, K BOJHBIM OOBEKTaM, MUTHEBOM
BOJIC U MUTHEBOMY BOJOCHA0XKEHHUIO, aTMOC(HEPHOMY BO3IYXY, ITOYBaM,
KHITBIM MIOMEIIECHUSM, 9KCIUTyaTaluu MIPOU3BOJICTBEHHBIX,
OOIIECTBEHHBIX MOMEIICHNH, OpPTaHU3alliy M MPOBEACHUIO CAaHUTAPHO-
IPOTUBOAMUAEMHUYECKHUX (MTPOPUITAKTUYECKUX ) MEPOIPUATHID.

B coorBercTBHM ¢ KiaccuUKanMel MEAMIMHCKUX OTXOJOB
HaOOpBl OTHOCATCS K Kiaccy A (3MHIEMHOJIOrMYecKH Oe30macHble
OTXOJIbl, TPUOIMKEHHBIE TI0 COCTaBY K TBEPIBIM OBITOBBIM OTXOJaM).
Heuncnonb3oBanuble peakTuBbl B cooTBeTcTBUU ¢ CanlluH 2.1.3684-21
«CaHHTapHO-AMTUIEMUOJIOTHYECKIE  TpeOOBaHUS K  COICPIKAHUIO
TEPPUTOPUI TOPOJCKHX M CEIHCKUX IMOCEICHUH, K BOJAHBIM OOBEKTaM,
NUTHEBOIl BOJE€ M TNHMTHEBOMY BOJOCHAOXKEHHIO, aTMochepHOMY

BO3YyXY, IIo4YBaM, KUIIBIM ITOMCIIICHUAM, OKCILTyaTaluun
IMPONU3BOJACTBCHHBIX, O6IJ.I€CTBCHHBIX HOMCHlCHPIﬁ, opraHu3anvui H
IMPOBEACHUIO CaHUTAPHO-IPOTUBOIMUIAECMHUYCCKUX

(mpo(hMIAKTUYECKNX) MEpPONPUATHI» COOUPAIOTCS B OJHOPA3OBYIO
MapKUpOBaHHYIO YIIAaKOBKY JIFOOOro 1BeTa (Kpome IKEITOTO U
KpacHOro).
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OcraBirecs: mocje BBIMOTHEHUs paboT MPOOHPKU U MaTepHabl
YTUIM3UPYIOT B COOTBETCTBUU ¢ MY «Meroandyeckue ykazaHUs IO
Ne3UH(EKINH, NPEACTEPUIN3ALNOHHON OYUCTKE W CTEPHIU3ALUH
U3JICIIUI MEIUIIMHCKOTO HazHaueHus» (MY 287-113).

XKunkre KOMIOHEHTHI (peareHTbl, PEaKTHBBI) YHHUYTOXKAIOTCS
CJIMBOM B KaHAJIM3AILMIO C MPEIBAPUTEIILHBIM Pa30aBICHHEM pearcHTa
BostonpoBoaHoil Bomoit 1 : 100 u BBIBO30OM OCTaTKOB YIAaKOBOK Kak
NIPOM3BOJICTBEHHBIN WM OBITOBOI MYCOD.

[Torpebutenbckas ymakoBka Habopa peareHToB «CoV-2-dif-O»
MOJUICKHUT MEXaHUYECKOMY pa3pyIICHHUIO C BBIBO30M OCTaTKOB Kak
IIPOM3BOJICTBEHHOTO HJIM OBITOBOTO MYCOpa.

[lepcoHan, oCyIIECTBISIONNI YHHYTOKCHUE HA0Opa PEearcHTOB,
JIOJDKEH COOoaTh IpaBuia O€30MacHOCTH MPOBENEHUS TOTO MU
WHOT'O CII0C00a YHHUTOXCHUSI.

13. 'apanTHiiHbIe 00513aTEIbCTBA, KOHTAKTHI

[IpennpusiTHe-n3roTOBUTENb rapaHnTupyer Ka4ecTBO u
6e3omacHocTh Habopa peareHToB «COV-2-dif-O», maptus 202201-8 B
TEYEeHHEe CpoKa TOAHOCTH  HpH  COONIOEHUH  TpeOOBaHMIA
TPaHCHOPTUPOBAHUS W XpaHEHUs TMPOJYKIMH, a TaKkKe Ipu
COOJIOACHUH MTPaBHII SKCILTyaTaI[|H.

IIpy BO3HUKHOBEHHMH TMIpeTEeH3UWil MO KayecTBy HaOOpOB,
HE)KEeNNaTeNIbHBIX COOBITHH MM MHIMJIEHTOB HANpaBlsATh MHPOPMALIUIO
0 ajJpecy:

OO011ecTBO ¢ OrpaHUYEHHOM O0TBETCTBEHHOCThIO «Tectl eny

(OO0 «Tectl'en»),

432072, r. YabsiHOBCK, 44-i1 HKeHepHblii ipoe3n, aoM 9, oduc 13
Ten.: +7 (499) 705-03-75

www.testgen.ru

Curyk0a TeXHUYeCKOH MOJAEPKKH:
Ten.: +7 927 981 58 81
E-mail: help@testgen.ru
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Ipuioxenne A

T'OCT ISO 14971- Wznenus meaunuackue. [Ipumenenue
2011 MEHE/DKMEHTA PUCKA K MEAUITUHCKUM
W3IEIIUSIM.
I'OCT 15.309-98 CucreMbl pa3pa0bOTKU U MIOCTAHOBKH TPOIYKIIMH HA

MPOM3BOACTBO. VICIIBITaHMS U IPHEMKa
BBINTyCKaeMO# npoaykiyu. OCHOBHBICTIONOXKEHUS

I'OCT P 51088-2013 HaGopbsl peareHTOB a1 KIMHUYECKOU
nmabopaTopHOii  amarHOCTHKH. OOmme
TEXHHYECKHE YCIIOBHSL.

I'OCT P 51352-2013 HaGopsl peareHTOB I KJIMHUYECKOH
mabopaToOpHOH JAMATHOCTHUKH. MeETOIBI

HCIBITAaHHI.
I'OCT P EH 13612- OneHka (yHKIMOHANBHBIX XapaKTepUCTUK
2010 MEIUIMHCKUX U3LCJIUHI A1 JUarHOCTUKY N
vitro
I'OCT P UCO 18113- |MeguuuHCKUE U3ACTUS IJISI TUATHOCTHUKH N
1-2015 vitro. Muadopmartus, npegocrasiseMas

M3roToBUTENEM (MapkupoBKa). Yacts 1.
TepmuHsl, onpeaeneHus 1 o0ume TpeOboBaHusl.

T'OCT P UCO 18113- |MenuuuHcKue U3 ISl JUATHOCTHUKY IN
2-2015 vitro. ndopmarus, mpegocraBisieMas
M3roToBUTENeM(MapKupoBKa). YacTts 2.
PearenTs! 11 AUArHOCTUKY iN VItro mis
Po(heCCHOHATIBHOTO IPUMEHEHHS

T'OCT P UCO 23640- |U3nenus MequIIMHCKUE I JUATHOCTHUKH in
2015 Vitro. OneHka cTaOMIbHOCTH PEAreHTOB JIIst
JIMArHOCTHKH iN Vitro.

I'OCT P UCO 15223- | Uznenus Mmeguuuackue. CUMBOJIBI,
1-2020 NpUMEHseMbIE TIPU MAPKUPOBAHUH Ha
MEIUIMHCKHUX U3AETHIX, STUKETKAX 1 B
COTIPOBOJUTENHHON JOKyMeHTanuu. Y. 1.
OcHOBHBIE TPEOOBAHUSL.

T'OCT 1SO 13485- Uz nenns memunuackue. CHUCTEMBI
2017 MeHeKMeNTa KauecTBa. TpeGoBanus 1ist
1eNel PeryaIMpOBaHHus
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