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BHUMAHHE! U3yunte HHCTPYKUHIO Nepea HA4a0M paboThl
CIMHUCOK COKPALIEHHUM.

B tabauue 1 npuBeeH CMUCOK UCMONb3yEeMbIX COKpaLICHHiH 1 0603HaUEHHIA:
Ta6auua 1. Cnucok cokpaineHmii

KO TP7 [TonoxuTeNbHBI KOHTPOJILHBIH 00pasell 3TanoB BblAeIEHHs HYKIEHHOBBIX
kucnot u OT-TTLIP-PB na6opa «SARS-CoV-2/InfluenzaA/B-ckpuu»

OKO OtpHuarenbHbli K‘om'ponbnblﬁ obpa3el ITanoB BblJIENEHHS HYKJIEHHOBBIX
kucnot u OT-TIL[P-PB Ha6opa «SARS-CoV-2/InfluenzaA/B-ckpun»

OT-MLIP-PB [NonumepasHas LenHas peakuus ¢ GIyopecUEeHTHOH JeTeKLnel B pexume
peaibHOro BpeMEHH C 3TanoM oOpaTHON TPaHCKPHIILIMH

KE KouTposs Guomateprana - 3HaoreHHbli BHyTpeHHu#H koHTposs ITLIP-PB. PHK-
muieHb — PHK pubonykneassb P yenoseka. -

KIIHK Komnnemenraphas /1HK - JIHK cunresuposarnas Ha marpuue PHK 8 peakuuu
oOpaTHO#H TPaHCKpPHUILIUH.

MAHK MeToabl aMmIMHKALUHN HYKIEHHOBBIX KHCIIOT.

HK HykneuHoBas kucnora )

1. HAMUMEHOBAHHE MEJULUHHCKOI'O U3JIEJINA.

[TonHoe HaumeHoBaHKe u3aenus: « Habop peareHTOB A1 Ka4eCTBEHHOrO BhIABIEHHA H HACHTHOHKAUMK
PHK koponasupyca SARS-CoV-2, Bupycos rpunna A (Influenza virus A) u rpunna B (Influenza virus
B) metonom I1LIP B peanbHOM Bpemenn « SARS-CoV-2/InfluenzaA/B-ckpun» cepus 4».

CoxkpauieHHoe HaumeHoBaHue: «SARS-CoV-2/InfluenzaA/B-ckpun».
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2. CBEAEHHSA O NPOU3BOAMUTEJIE (M3'OTOBUTEJIE) MEAULIHUHCKOI'O U3AEJINSL.
Ta6auua 2. CBeaeHHs 0 NPOKU3IBOAKTEIE

OpranusauroHHo-npaBosas ¢opMa u | O6uiecTBo ¢ orpaHH4eHHOHR OTBETCTBEHHOCTBIO «JIablTak»,
noJsiHoe HauMeHoBaHHe | 000 «JlablTk»

IOPHAMYECKOTrOo JIMLA
Anpec (mMecTO HaxoxaeHus) | 197376, r. Caukr-IletepOypr, Habepexnas pexn Kapnosku,

IOPUAHUECKOrO JIHIIA 1. 5, nut. U, mom. 3-H.
Homepa TenedoHoB +7 8124907593
3.HAZHAYEHME.

Ha6op peareHTOB 1J1 KaueCTBEHHOrO BbissBReHUs U naeHTHHKaunn PHK koponasupyca SARS-CoV-
2, Bupycos rpunna A (Influenza virus A) u rpunna B (Influenza virus B) metoaom I1LIP B peanbHom
spemenH «SARS-CoV-2/InfluenzaA/B-ckpun» cepus 4 (aanee — Habop « SARS-CoV-2/InfluenzaA/B-
CKpMH») NpedHa3HaueH mid BbiABreHHs M uaeHTugukauun PHK koponasupyca SARS-CoV-2,
BupycoB rpunna A (Influenza virus A) u rpunna B (Influenza virus B) meToaom noaxMepa3sHoi LENHO#M
peakuUMH ¢ 3TanoM OOpaTHOM TPaHCKPUNLUHHK ¢ (PIyopeclUeHTHOR JETEKUMEH B peXume peajbHOTro
speMeHn (OT-TILIP-PB) B knuHHueckux obpa3uax (Ma3oK M3 HOCOIJIOTKH, Ma3OK H3 POTOIJIOTKH,
MOKpOTa) ¢ MOJIy4eHHEM KayecTBEHHOr 0 pe3ynbTara.

Jina nndpdepeHunansHoii nadboparopHo#t anarioctukn COVID-19 u rpunna, BbI3bIBAEMOro BUpYCaMu
rpunna TdNa A ¥ B, a1 npodeccHoHaNTbHOrO NPHMEHEHHS B KJIMHUYecKod nabopaTopHoH
JMarHoCTHKe; ans o6¢cnenoBaHUs MaLMEHTOB MYXKCKOIO M XeEHCKoro nona 6e3 orpaHH4eHHUs Bo3pacTta

C KIHHHYECKOM CHMMMNTOMATHKOH pecnupaTopHOro 3aboneBaHHs € MOJAO3PEHHEM Ha HHPEKLHIO
COVID-19.

4. DYHKUHUOHAJIbHOE HAZHAYEHME.

dOyHKUHOHANBHOE Ha3lHayeHHWe TecTa, BbIMOJHAeMoro ¢ nomouwbio Habopa «SARS-CoV-
2/InfluenzaA/B-ckpun» - auddepeHunansHas naboparophas auarHoctika COVID-19 u rpunna,
BbI3bIBAEMOT0O BHpycaMH rpunmna tTina A u B.

LleneBoii anaaut - Ppparment rena orflab koponasupyca SARS-CoV-2, ¢pparment resa M1 Bupyca
rpunna A, ¢pparment rena NEP Bupyca rpunna A.

? Tpe6oBanua K kBaaudHKauUMM mNoab30BaTelieli  pernaMeHTHpoBaHbl  MeToaHueckumu
( pekomeHaauuamMud  MP 3.1.0170-20 «Dnuaemuonorus u npodunaktuka COVID-19»: nepsruHble
| CKPMHMHrOBBIE Hcclle1oBaHUA Oe3 BblaeIeHUs BO30y AMTEN MOTYT NPOBOAHTLCS Ha 6ase nabopaTopHii,
MMEIOIIMX  CAaHMTapHO-3MHMIEMHONIOTHYECKOE 3aKiioyeHHMe Ha paboTry ¢ BO3OyIAHMTENsAMH
uH}peKUHOHHbIX 6onesHeit yenoseka [II-1V rpynnel naToreHHocTH, npu 3ToM k paboTe A0MycKalOTCs
CMELMATUCTBI, JaBIIHE NHCbMEHHOE COrlacHe U MpolueAline NOAroTOBKY/HHCTPYKTaX 110 BOMpOcaM
obecneueHuns TpeboBaHuit GuonorHueckoi 6e30nacHOCTH, MPOBEAEHHbIN COTPY AHMKAMH OpraHH3aLui
H yupexaeHu#t Pocrmorpe6GHan3zopa. OCYLUECTBAAIOWMX  ACATENLHOCTH C  BO3OyAMTENIAMH
HH}eKUHOHHBIX Oone3Heit yenoseka Il rpynnel natoreHHoctH (pabota no npoaeneﬂmo\ TaKHX
HHCTpYKTaXkel OpraHu3yeTcsl Ha TeppHTOPHAILHOM YPOBHe nyTeM cOopa obpalueHuii, popmupoBanus
y4eOHBIX Py NPy COrNacoBaHWH TEpPUTOpHANIbHBIX opraHoB PocnorpebHanzopa).

Hdemorpaduyeckue H nNonyasUHOHHbIE ACMEKTbl MPHMEHEHHNA: PEKOMEHAYETCS MPUMEHATh Habop
«SARS-CoV-2/InfluenzaA/B-ckput» 1is o6cneoBaHHA NALKMEHTOB MYXXCKOTO H XKEHCKOTO noJia 6e3
OrpaHHYEHHA BO3pacTa.
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Moka3zaHus K npumMeHeHUto Habopa «SARS-CoV-2/IntluenzaA/B-CKpHH» pernameHTUpOBaHbI:

1) BpeMeHHbIMN METOANYECKMMU peKoMeHZaumnamm «lMpodunakTmka, guarHocTuKa u nevyeHmne HOBOIA
KOpPOHaBUPYCHOI WHGekumn (COVID-19)», yTBepXAeHHbIMM MuH3aapasom Poccun 22.02.2022
(Bepcus 15);

2) CaHlMuH 3.3686-21 «CaHUTapHO-3aNUAeMUONOrnyeckme TpeboBaHWA N0 NPOQPUNAKTUKE
NH(EKLMOHHbIX 60M1e3HEl».

5 PNCKN MPUMEHEHNA MEANUNHCKOIO N3AETNA.

Bo3MOXXHaa npuymHa MOMYyYEeHUA NOXHOMONOXMWTENbHOro pesynbTarta - KOHTaMUHauMsa Ha 3Ttane
Bblgenenmsa PHK, nn6o nposegeHus peakymm OT-TLP-PB. J10)KHONONOXUTENbHbIA pe3ynbTaT MOXET
ObITb BbISIB/IEH C MOMOLLbIO OTPULLATENIBHOTO KOHTPO/IbHOrO 06pasua.

OTpuuaTenbHble pe3ynbTaTbl HE UCKKOYAKT BO3MOXXHOCTb MHPUUUPOBAHNSA KOPOHaBupycom SARS-
CoV-2 nnu Bupycom rpunna tmna A unm tmna B, Tak Kak TecT He onpefenaeT Haanumne KopoHasupyca
SARS-CoV-2 unun Bupyca rpunna tmna A vam tuna B, ecnm ero KoOHUeHTpauma HuKe 3afBNEHHOTO
HVKHEro npejena obHapy>XXeHus.

MpoTuBonoKasaHWeM K MNpPUMeHeHUIO Habopa «SARS-CoV-2/InfluenzaA/B-CKpHn» saBnsetcs
HapyLlleHne LefloCTHOCTM YMNaKOBKW, WCTEKWM CPOK TOLHOCTW, HecobnofeHne TpeboBaHuUi
NHCTPYKL MW,

6. TEXHNWYECKAA XAPAKTEPUNCTUKA MEANUMNHCKOIO N3OENUNA.

CoctaB Habopa.

Habop «SARS-CoV-2/InfluenzaA/B-cKpHH>» BbinyckaeTcs B 04HOW (hopMe KOMMAEKTaLuu, paccumTaH
Ha npoBefeHue 96 TecToB. CocTaB Habopa npueefeH B Tabnuue 3.

Tabnuua 3. CoctaB Habopa «SARS-CoV-2/InfluenzaA/B-cKpiiH».

KOMMNOoHeHT O6bem, Mn KonnyecTBO CocTas
0,12M Tpuc, 0,1M TsuH 20; 0,003M MgChb;
Bydep TP7 15 1 npo6upka 0,04 MM D 11;0,1% BCA; 0,17M cynbtar aMMOHUS;
0,002M gHT®.
0,08M Tpuc-HC1, 0,01M MgC!2, 0,35M ranuepuH,
OT-nonumepasa 01 1 npo6upka 0,2 r/n BCA, Tag-nonumepasa, obpaTHas TpaHCKpunTasa
MMLV.

B3Becb NceBfOBNPYCHbIX YacTul, Ha ocHoBe thara MS2,
cogepxawmx parmeHTol PHK, amnanguumnpyemsix B

MKO TP7 10 1npobupka peakymy OT-MUP (KOHUeHTpayusa peKoM6MHaHTHOroO gara
10" konwii/mn)

OKO 10 1 npobupka Bofa guctunnmposaHHas

VIHCTpYKLMA NO 1w, i

NPUMEHEHNIO

MacnopTt KayecTBa - 1w -

YleayumHcKoe U3aenne He COLEPXUT B CBOEM COCTaBe MPUHAANEXHOCTER U U3AENUNiA, He SBAAIOLMXCS
MEeANLMHCKUMU, HO NMPeayCMOTPEHHbIX A5 UCNONb30BaHNUSA B KOMOUHALUM C MeANLUHCKUM WU3aeNneM.

7. XAPAKTEPNCTUKA HABOPA.
Tabnuua 4. Habop «SARS-CoV-2/InfluenzaA/B-cKpiiii».
HavmeHOBaHMe nokasaTens XapakTepucTuKM 1 HOPMbI
1. TeXxHUYeCcKNe XxapaKTepUCTUKN

1.1.BHewwHuiA Bug

Bytep TP7 Mpo3payHas XMAKOCTb OT 6ECLBETHOrO 40 PO30BOrO LiBeTa
OT-nonnmepasa bBecuLBeTHaa npo3payHas XUAKoCTb
MKO TP7 becuBeTHaa npos3payvyHas XXUAKOCTb
OKO becuBeTHaa npospayvyHas XUAKOCTb

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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HaumeHOBaHWe nokasartens XapakTepucTUKN 1N HOPMb!
2. ®YHKUMOHaNIbHbIE XapaKTepUCTUKU
PerucTpayms pocTa curHana ayopecueHummn no kaHany HEX
(Ct<33).
LLIOXUTENbHbIA pesynbTat MKO TP7 Perucrtpaymsa pocrta curHana @ayopecueHLMn No KaHanam
PAM, ROX, Cy5,HEX.
OTnant 4S1', AT-96', ATnpaim', CFX96":
Ct FAM =205 ... 30,5; Ct ROX =204 ... 30,4; Ct Cy5=20,2
... 30,2; Ct HEX =18,8 ... 28,8.
QuantStudio 5"
Ct FAM = 20,3 ... 30,3; Ct ROX = 20,5 ... 30,5; Ct Cy5=20,5
... 30,5; Ct HEX =18,4 ... 28,4.
Rotor-Gene
Ct FAM = 196 ... 29,6; Ct ROX = 19,5 ... 29,5; Ct Cy5=19,8
... 29,8; Ct HEX =18,8 ... 28,8.

OTpuuateneHblii pesynsTtat ¢ OKO OTcyTCTBME pocTa cUrHana hayopecueHunn no KaHanam PAM,
ROX. Cy5, HEX nnu 3HayeHne Ct no FAM, ROX, Cy5, HEX
>33.

3. XapaKTepucTuKM aHanMTn4ecKom spHeKTUBHOCTH

AHanuThueckas cneymM@uUUHOCTb Habopa peareHToB
npoesepsanack insilica co  cnegyrowumm NH(EKLNOHHBIMU
areHtamu: Human coronavirus 229E, Human coronavinis
0C43, Human coronavincs HKLM, Human coronavirus NL63,
SARS-coronavirus, MERS-coronavirus, Adenovirus
(e.g. CI Ad. 71), Human Metapneumovirus (hMPV),
Parainfluenza virus 1-4, Enterovirus (e.g. EK63), Respiratory
syncytial ~ virus,  Rhinovirits, = Chlamydia pneumoniae,
Haemophilus influenzae, Legionella pneumophila,
Mycobacterium  tuberculosis. Streptococcus pneumoniae.
Streptococcus pyogenes, Bordetella pertussis. Mycoplasma

HTponb 6uomatepuana (Kb)

AHanuTMyeckas cneumnuYHoCcTb

pneumoniae, Pneumocystis jirovecii {PdP),
Candida albicans. Pseudomonas aeruginosa. Staphylococcus
f epidermis. Staphylococcus  salivarius. MpoBefeHHbI

aHanus in silico yka3blBaeT, Ha TO, 4TO Hecneuuguueckas
aMmnnngukauuns, Kotopas mMorna 6bl NPUBECTU K NepPeKpPecTHOM
peakuMn MM MOBAUATbL HA amMNAU(PUKaLUIO LLe/IeBOro yyacTka
SARSCoV-2, KpaliHe MafioBeposATHa.
SARS-CoV-2 - 10" konuii PHK Bupyca (BMPYCHbIX 4acTuy) Ha
MT;

Influenza A - 10" konuin PHK Bupyca (BUPYCHbIX YacTul) Ha M,
Influenza B - 10" konuii PHK Bupyca (BUPYCHbIX YacTUL) Ha M.
/ - peTekTupywwme amnaucukaTopsl ATnanT 4S1, AT-96, ATnpaiim nponssogcTBa OO0 «HMO AHK-TexHonorusa»
(Poccewus):

2 - peTexkTupylowme amninpukaTopsl CFX96 npoussoacTsa Bio-Rad Laboratories Inc. (CLUA);

3 - peTekTupyowme amnancrkaTopsl QuantStudio nponssogcTea Thermo Fisher Scientific (CLLUA); Y

4 - peTekTUpyoWme amnancukaTopbl Rotor-Gene Q npoussoacTBa Qiagen (Fepmanus).

Mpeaen o6HapyXeHs

Bocnpon3sogumMocCTb.

WccnenoBaHme npeunsvoHHOCTU B YCNOBUAX BOCMPOM3BOAMMOCTM MPOBOAWMAN Ha Tpex npubopax c
Tpems pas3/iMyHbIMU OrepaTopaMm C KaxAon opmMoin KoOMMieKTauuu.

Mo pesynbTatam uWCMbITaHWUA Habnwganacb nNosHas BHYTPUMOCTAaHOBOYHAA, MEXMNOCTaHOBOYHaA
BOCMPOW3BOAMMOCTb, KOIP(MULMEHT BapmnaLmmn He npesblllaet 4% B ycnoBuax nostopsemMoctn n 10 %
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#TP7 SARS-CoV-2/InfluenzaA/B-ckpun Bepcus 1.1
YCJIOBHSIX BOCIIPOU3BOAMMOCTH.

IpuHunn neficreus HabGopa peareHToB «SARS-CoV-2/InfluenzaA/B-ckpun» 3akmodaetcs B
IpOBEIEHHH MOJMMEPA3HON LIEMHON peakUuuH B peKMME PeajlbHOro BPEMEHH C TMOPHIM3ALHOHHO-
pnyopecueHtHoi nerekuned Ha martpuue kJIHK, npeasaputenbHo CHHTE3MPOBAHHOK Ha Marpuue
supyctoii PHK MetonoM obparHoit Tpanckpunuuu. B ocHoBe metoaa [ILIP nexut mHorokparHoe
yaBoeHHe onpeaenénHoro yyacrtka JJHK npu nomowm JJHK-nonumepasbl B UCKYCCTBEHHBIX YCIOBHAX
(in vitro).
B pesynbrare HapaGatbiBatoTcs konuu JIHK B konuuecTBe, 10CTaTOYHOM IS JOCTOBEPHOIO
onpefesicHus pesynbrata. B Xone peakuuu KomupyeTcs Toabko 3ajaHHblit  yyactox JIHK,
VIOBJIETBOPAIOLHI  YCNOBHAM  CNEUH(UYHOCTH, 3aN0XKEHHBIM B CTPYKTYpEe MNpaiMepoB H
$ayopecueHTHOro 30HAa, U TONLKO B TOM CJIy4ae, €C/IH OH HPUCYTCTBYET B HCCaeayeMoM obpasue.
uOpHAN3aLHOHHBIN 30HA COAEPXKHT OJHOBPEMEHHO B CBOEH CTPYKTYpe ¢JlyOpeClCHTHbIH KpacHTE b
W racutenb ¢QuyopecueHuMH. B ciyyae nonoxuTenbHOH peakuMH THOpHAM3ALMOHHBIA 30HA
0TXKMraeTcs Ha Konusax 3aaaHHoro yuyactka JIHK u B cieayiowem uuxne [TLP peakuuu paspywaercs
nojuMepasoii. JTOT MpOUECC CONPOBOXKAAETCS OCBOOOXKIAECHHEM KpacHTeNs U yBEJTHUEHHEM
HHTEHCUBHOCTH (1yOpeclEHLIUH CMECH.
JlaHHas ¢uyopecueHUMs H3MepSETCs OETEKTHPYIOLIHM aMMIH(UKATOPOM B pEXMME pealbHOro
BpEMEHHM MapanielbHO Ha HECKOJbKUX kaHanax. B cocras JIHK-3oHpos, ucnogbiytommuxcs s
AeTEKUMH MpoAyKToB ammindukaunu ¢gparMentoB reHoMoB koponasupyca SARS-CoV-2 u Bupycos
rpunna THna A u B, BkmoueHbl (yopecuentHble MeTkH FAM/Green. ROX/Orange, Cy5/Red
| COOTBETCTBEHHO.
HeoOXOAMMBIM YC/IOBHEM KAauyeCTBEHHOr0 aHanu3a sABJAECTCA WCHOJHEHHE Bcex TpeboBaHMit
( npeaHaATMTH4ECKOro 3Tana uccaeaosalus. [lokaszareneM npaBuiabHOro B3ATHS OHOMaTepHaia ABISETCA
f nocratoyHoe kohndectBo PHK uenoseka B mpobe, xotopoe koHTposnupyercs nokasatenem Kb
(koHTpOAbL GHoMaTepuana). MctounnkoM atoit PHK sBnstotcs knetky yenoseka, nonajaroluue B npoby
np4 npaBwIbHOH TeXHUKe B3ATHA Ouomarepuana. B cocras JIHK-3onaa, ucnonsiyrowerocs ans
JeTeKuuH npoaykra amnnudukauun Kb, Bxoant ¢punyopecuentHslit kpacutens HEX/Yellow (Tabnnua

7).
Ta6auua 7. Kanansi JeTeKUHH NPoAYKTOB aMILTHPHKALHH
FAM/Green ROX/Orange Cy5/Red HEX/Yellow
@Ppazmenm 2ena orflab Dpazvenm cena M1 Dpacstenm cena | Kb (PHK pubonyraeaso
xoponasupyca SARS- supyca cpunna muna A NEP gupyca P uerosera)
ColV-2 2punna muna B

8. CBEAEHUSA O HAJIMYUHU B MEJULHUHCKOM MU3JAEJUH JEKAPCTBEHHOI'O
CPEJCTBA, MATEPHAJIOB KHUBOTHOI'O WJIH YEJOBEYECKOI'O
MPOUCXOXKIAEHMUSL.

JlexapcTBeHHBIX CpeACTB U1 MEIHULUHMHCKOFO NPHMEHEHHS, MaTEpHAIOB JKHBOTHOrO H (M)
YEJIOBEYECKOTO MPOUCXONKACHHS B COCTABE H3AEIUSA HET.

9. UHOOPMALHMS O MNOPAJAKE YCTAHOBKH, MOHTAXA, HACTPOHKH,
KAJJUBPOBKH UM HWHBIX [JEHACTBHUSAX, HEOBXOJIMMbLIX 1 BBOJA
MEJMIMUHCKOI'O U3JEJIHUA B SKCILTYATALIMIO.

Menuuunckoe wu3genue ycTaHOBKe, MOHTaXy, HacTpoHke, KalMOpPoBKE M HMHBIM JCHCTBHAM He

NOUIEXKHT.
10. TPEBOBAHHUSI K TMNMOMEIUNEHHUSIM, B KOTOPbLIX [PEANOJIATAETCA
YCTAHOBKA, MEJULUUHCKOIO M3AEJHNA, A TAKXE TPEBOBAHUAA K
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#TP7 SARS-CoV-2/InfluenzaA/B-CKpHH Bepcusa 1.1

104FOTOBKE W KBANNO®OUKAUUWN NANL, OCYLWECTBAAKOWNX YCTAHOBKY
MEOVNUNHCKOIO N3OENNA.

.MeanumHcKoe nsgenve He NOANEXMUT YCTAHOBKE, MOHTaXY.

11 NHPOPMALNA anga MPOBEPKW MPABNTBHOCTU YCTAHOBKW
MEOVLUMNHCKOIro WM3AENNA W EFO FOTOBHOCTW K BE3OMACHOW PABOTE
AKCMNNYATAUNI.

MeanumMHCKOe Wn3fenne yCTaHOBKE, MOHTaXy, HacTpoOWKe, KaliMbpoBKE W WHbIM [EACTBUSAM He
NOANEXMNT.

12 MH®OPMAUWMA O CTEPUJIBHOM COCTOAHUNN MEOVNUMNHCKOIO WM3AENNA,
METOJE EFO CTEPUNUNIALUNN.

MeauLmMHCKOe n3fenne He ABNAETCA CTEPWUSIbHLIM W3AeNIeM, He HY)XXK[AeTcs B CTepununsauuu nepeg,
NMPUMEHEeHNEeM MeANLMHCKOr0 NU3genns no HasHavyeHuto.

13 MHPOPMALMA O MOPAAKE OBPABOTKM MEANUMNHCKOIO U3AENUNA ONA EFO
MOBTOPHOIO NCMOJIb3OBAHINA.

MeanUMHCKOE n3genve He HyxaaeTcs B 06paboTke 415 NOBTOPHOrO UCMOJIb30BaHUA.

14 NH®OPMAUWNA, HEOBXOAMMAA ANA NWOAEHTUNPUNKAUUMN MEOANLUMNHCKKNX
N3NENA C LIENBIKO MOJIYYEHUA BE3OMACHOW KOMBWHALIMM C APYTUMW
MEAVNUNHCKNMWN N3ILENNAMN.

MeauumHcKoe un3genne ucnofib3yeTcsd B KOMOWHauMM C APYrMMU  MeAUUMHCKUMMW  U3AeNUSMU,
3aperncTpupoBaHHbIMN Ha TeEppPUTOPUM PP B yCTaHOB/IEHHOM MOPALKE, BUL MEAULUHCKOTO U3aenns B
COOTBETCTBUM C HOMEHKNATYPHOW Knaccuukaumein megnumHckux mnigenmii 152850.

15 NTH®OPMAUWMA O NMPUPOAE, TUTME, A TAK)XXE MHTEHCUBHOCTU A
PACMPEAENEHVN N3NYYEHWNA MEANUWMHCKOIO U3AENTNA.

MeauuMHCKOe U3fenne He SABNSETCA WMCTOYHMKOM OMAacHOro U noTeHuMasbHO OnacHoro YpoBHSA
U3NYyYeHVs MPU UCMOb30BaHNUMN MO Ha3HAYEHUIO.

16. MEPbI MPEAOCTOPOXHOCTW MNPV BO3AENCTBUN HA ®YHKLUMNOHWNPOBAHWE
MEANLMNHCKOIro U3AENUA APYTNX U3AEANN, UCMONb3YIOWNXCA B
KOMBUVHAL NI,

MeanumHCcKoe wn3fgenve WUCNOMb3yeTcs B KOMOUHAUMM C APYTMMU  MeAULUHCKUMMW  U3LeNNAMM,
3aperucTpmMpoBaHHbLIMK Ha TeppuTopun PP B yCTAHOB/IEHHOM MOpPSAKe, BUA MEAULMHCKOrO U3enns B
COOTBETCTBUM C HOMEHKNATYPHOI Knaccuukaumein MmegnunHcKnx magennin 152850.

17 MEPbl TNMPEAOCTOPOXHOCTW MNP MNPUMMEHEHWNM MEOVWUMNHCKOIO
M3LENNA, COLAEP>XALLEINO NNEICAPCTBEHHbBIE CPEACTBA.

JleKapCTBEHHbIX CPeACTB [ANA MEAULMHCKOro MPUMEHEHUs, MaTepuasnioB >XMBOTHOFO W (M1K)
4e/I0BEYECKOro NPONCXOXKAEHNUA B COCTaBe MU3MeNns Her.

18. CBEAEHMA OB WH®EKLUMOHHOW, MUWKPOBHOW, 3KOJIOTMUYECKOW WA
®UN3NYECKOWM OMACHOCTW.

> [loTeHUManbHbIA PUCK NPUMeHeHMs Habopa - knacc 3 (Mpukas3 M3 P® ot 06.06.2012 NedH).

> Bce KOMNOHeHTbl Habopa B UCMO/b3YeMbIX KOHLEHTPaLUAX ABNSOTCA HETOKCUUYHBIMU.

> PaboTa [0/MKHA NPOBOAWUTLCS B nabopatopuun, BbINOMHAKOLWLENA MONEKYNAPHO-6MONOrnYeckne
(MUP) wnccnepgoBaHMs GMONOTMYECKOTr0 MaTepumana Ha HanuumMe BO36yauTenein WHMEKLUNOHHBIX
6onesHel, c CO6N0AEHMEM CaHUTapHO-3NuaemMmnonormyeckux npasun CavlNMuH 3.3686-21 «CaHuTapHo-
3aNMAEMNONOrnyeckme TpeboBaHUs No NPoPMNakTUKe MHPEKUMOHHbLIX 6onesHel», CaHlMnH 2.1.3684-
21 «CaHUTapHO-3NNAEMUNONIOTNYECKME TPeOOBaHMA K COLEePXKaHUIO TEPPUTOPUIA TOPOACKNX U CeNbCKUX
nocefieHnin, K BOAHbIM 00bekTaM, MWUTbEBOW BOLE W MUTLEBOMY BOLOCHAOXEHWUIO HaceneHus,
aTMOC(hepHOMY  BO34yXy, [MOYBaM, JKW/bIM MNOMELLEHUAM, 3KCnayataununm Mpou3BOLCTBEHHbIX,
O6LLECTBEHHbIX MOMELLEHWI, OpraHu3aununm u MNPOBEAEHUIO CaHUTapHO-NPOTUBO3NUAEMUYECKMX
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hounakTUYyecknx) MeponpuATUin» nU MeTOAMYECKMX yKazaHuin MY 1.3.2569-09 «OpraHusauns
aboTbl nabopaTtopuii, UCMONb3YIOLWMX MeTOAbl aMNANPUKaLUN HYK/IEUHOBLIX KUCIOT npu paboTe C
(aTepuanom, cogepxawum MmukpoopraHnsmsl 1-1V rpynn naToreHHoCTU».
» Bce o6pasybl, NofyyeHHble 415 1abopaToOpHOro MCCNefoBaHus, cnefyer CYMTaTb NOTEHUUANbHO
WAOULUMPOBAHHbIMKW, U NpWU paboTe C HUMMK AO/MKHbI YUYMTbiBaTbCA Tpeb6oBaHMA CaHlMunH 3.3686-21
<CaHMTapHO-3NNAEMNONOTNYECKME TpeboBaHMA MO NPOPUAAKTUKE WHMEKUNOHHbIX 60ME3HE».
MeanuuHCKe paboTHMKK, KOTOpble CO6GMPAlOT WM TPAHCMOPTUPYHT KAWHUYecKMe o06pasubl B
nabopaTtopuio, AOMKHbI 6biTb 00YUYEHbl NPaKTUKe 6e30NacHOro obpatleHns ¢ 6uomaTepmanom, CTporo
co6/0aTh Mepbl MPefoCTOPOXHOCTY M UCMONb30BaTh CPeACTBa MHAMBUAYaNbHOW 3awuTbl (CU3).
> TpaHcrnopTupoBKa 06pa3uoB ocylecTBnseTcs ¢ cobnwogeHnem TpebosaHuii CaHlMuH 3.3686-21
«CaHMTapHO-3anuaemMumonornyeckme TpebosaHMa No nNpouiakTUKe MHMEKLUOHHbIX 60/1e3Hein». Ha
conpoBoXgatwwem (opMynspe HeobXo4MMO yKasaTb HauMeHOBaHWe nogo3pesaemoni  OPW,
npeLBapuTeNbHO yBELOMMB N1abopaToOpUIo 0 TOM, KaKoi obpasel, TpaHcnopTupyeTcs. TpaHCNOPTUPOBKa
BO3MOXXHa Ha NbAy.
> K pabote c Habopom peareHToOB [OMYyCKaeTcsd TO/IbKO MepcoHan, O06Yy4YeHHbIn MeTodam
MOMIEKYNAPHON ANArHOCTUKM U npaBunaMm paboTbl B KAMHWKO-LMArHOCTUYECKOW nabopaTopum B
YCTaHOB/IEHHOM MOPSAAKE.
> B uenax npefoTBpawieHua  3arpAasHeHus  (KOHTaMWHauuu)  NpoAayKTamMy  aMnanpukaumm
(amnnMkoHamu), npenapatamMn HYKNEWHOBbLIX KWUCNOT WAM BGuomMaTepuasioM BHOBb WUCCNeAyeMblX
06pa3sLoB, peareHTOB M PacXofHbIX MaTepPUanos, 1, Kak CiefCTBUE, NOSABNEHUS TOXHO NOOXUTENbHbIX
pe3ynbTaTtoB, NabopaTopHbIli MNpouecc [O/MKEH ObiTb OAHOHAanpaB/feHHbIM. [ns pas3HbiX 3Tanos
NpoBefeHNs aHanM3a NCNob3yTCa pas3fe/bHble NoMeLleHns (30Hbl). PaboTy cneflyeT Ha4MHaTb B 30He
BblAeNleHns, NpoA0/HKaTb B 30He aMnanguKauum n getekumn. He Bosspawatb 06pasibl, 060pyaoBaHue
1 peakTMBbI B 30HY, B KOTOPOI 6blna NpoBejeHa nNpeablayLlas cTagus npouecca.
19. MH®OPMAUMA OB OBCTOATEJ/IbLCTBAX, MNP KOTOPbLIX MNOTPEBUTE/Ib
OOJ/DKEH MPOKOHCY/IbTUPOBATLCA C MEANUMNHCKNM PABOTHUKOM.
MeauLuMHCKOe nU3fenne He npefHasHavyeHo 419 cCaMmOTeCTUPOBaHNUA.
20. MHPOPMALUMA O TNMEPBOHAYAJ/IbHOM BbINMYCKE W1 TMNOCAEAHEM
MEPECMOTPE SKCMAYATALIMOHHOW JOKYMEHTALINW.
MepaunumnHckoe nagenne «Habop peareHTOB A1 KAYECTBEHHOrO BbISIBAEHMA WM uaeHTugukaunum PHK
KopoHasupyca SARS-CoV-2, supycos rpunna A (Influenza virus A) un rpunna B (Influenza virus B)
m  metogoM MUP B peansHom BpemeHU «SARS-CoV-2/InfluenzaA/B-CKpHH» cepusi 4» BbinycKaeTca
BbIMYCKAaeTCs B AOMOSIHEHME K paHee BbiNyuleHHOMY MW «Habop peareHTOB A5 KayeCTBEHHOrO
BbISBNIEHNA N naeHTUnKaunmm PHK kopoHaBupyca SARS-CoV-2, supycos rpunna A (Influenza virus
A) n rpunna B (Influenza virus B) metogom TMLIP B peanbHoM BpemeHn «SARS-CoV-2/InfluenzaA/B-
CKpUH» cepusa 3» PY Ne P3H 2023/221682 o1 08.12.2024.
21. MOPAAOK UM yCcnoBnda YTUNMNIAUMNN n YHNUYTOXEHUA MEANUMNHCKOIO
MN3OENNA.
> Heuncnonb3oBaHHbIE PEareHTbl, peareHTbl C UCTEKLLMM CPOKOM FO4HOCTM, a TaKXe UCMOJIb30BaHHbIe
peareHTbl, YMakoBKY, GMONOrMYecknini matepuan, BKAO4Yas Matepuanbl, UHCTPYMEHTbI U MpeaMeTsl,
3arpsisHeHHble 6MONOrMYEeCKMM MaTepuanom, cnegyet yaanaTb B COOTBETCTBMM C TpeGOBaHUAMM
CaHlMnH 2.1.3684-21 «CaHUTapHO-3NUAEMNONOTNYECKNEe TPeboBaHMA K COMEPXKaHWUIK0 TeppuTOpuUlii
FOPOLCKUX N CeNbCKUX NOCeSIeHN, K BOAHbIM 06beKTaM, MUTbLEBOW BOAE W MUTbEBOMY BOAOCHAOXEHUIO
HaceneHns,  aTMOC(epHOMY  BO34yXy,  MO4YBaMm,  >KWJbIM nomMeLLeHUsM,  aKcnayatauuu
NMPOV3BOACTBEHHbIX, O0OLECTBEHHbIX MOMELWEHWIA, OpraHnsaynum W NPOBEAEHUID CaHUTApHO-
npoTMBo3NMaeMmyecknx (MPoUNaKTUUYECKNX) MEPONPUATUHIA».
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OTxofbl, cogepxalyue (NOTeHUManbHO CoAepiKallie) MUKPoOpraHu3mMbl (MaTtepuanbl, UHCTPYMEHTHI

npeaMeTbl, 3arpsi3HeHHbIE 6UOIOrMYECKUMN XULKOCTAMUN) OTHOCATCA K 0TX0A4aM Knacca b, nognexar
653aTe/IbHOMY 06e33apaxnBaHnio/06e3BpexXUBaHMIO. Bri6op meToza
» Ge33apaknBaHnA/06e3BpeXXMBaHNS ONpeaensieTcd BO3MOXHOCTAMU OpraHu3aluu, OCYLLEeCTBAAIOLLEN
MeAVLMHCKYIO AeATeNIbHOCTb, W BbIMOMHAETCA Mpy pa3paboTKe CxXembl 06paleHns ¢ MeAULUHCKUMU
3TX04aMu.
> OTxof4bl Knacca b cobuparoTca B 04HOPa30BYO MATKYHO (MaKeTbl) UK TBePAYHO (HEMPOKaibiBAEMYHO)
YyNakoBKY (KOHTeMHepbl) XXeNToro uBeta Wan umerowme Xxentyro mapkumpoky (FOCT P 50962-96).
Bbl60p ynakoBKM 3aBUCUT OT MOP(OSIOrMYECKOro coctaBa 0TX0A0B.
> BbiB0O3 M 006e3BpeXxuBaHMe OTXOA0B [AO/HKHbI MPOM3BOAUTLCS aKKPeAWTOBaHHOW opraHusaLmen.
MepcoHan, OCyLWecTBAAKOWMNA YHUUTOXEHME HAOOPOB, AO/MKEH cobnwaate MnpaBuna 6€30MacHOCTM
NMPOBEeAEHNA TOTO UAN MHOTO crnocoba YHUUTOXEeHUS
BHUMAHWE! lMpwu yganeHun oTX0L40B Nocne amnanukaunum HegonycTMumMo OTKpPbiBaHME NPo6MpoK
npas3bpbi3rMBaHne COLEPXMMOro, NOCKObKY 3TO MOXET NPUBECTU K KOHTamuHauum npogyktamu MLP
nabopaTOPHOI 30HbI, 060PYyA0BaAHNA 1 PeareHToB.
22. CBEAEHNA OB AHANTNTE MEOVNUWVNHCKOIO U3AENUNA.
Llenesoii aHanuT: (hparmeHT reHa orflab kopoHaBupyca SARS-CoV-2, hparmeHT reHa M| Bupyca
rpunna A, dparmeHT reHa NEP Bupyca rpunna A.
Bug nccnegoBaHmnA: KauyeCTBEHHOE.
Cneuununyeckoe paccTporicTBO, COCTOSAHNE UMK (PAKTOP PUCKA, A1 06HaPYXXeHUSA, onpesesieHUs
win gndepeHLMpPoBaHNA KOTOPOro npefHasHayYeHo MefULUMHCKOe u3genue: ang obcnefoBaHus
MaLveHTOB MY>KCKOIO M XXEHCKOro nona 6e3 orpaHn4eHns Bo3pacta ¢ KNMHUYECKOW CUMNTOMATUKON
pecnupatopHoro 3ab6onieBaHMA C NOJO3peHWeM Ha WH@pekumto COVID-19, a Takxe nuy no
ANNAEMMNONIOTUYECKMM NOKa3aHUAM.
Tun aHann3npyemoro obpasya: Mas3ku U3 HOCOT/IOTKU, MasKu M3 POTOT/IOTKW, MOKPOTA.
23. OBJIACTb MPUMEHEHNA.
MpoteccnoHanbHoe NPUMeHeHWe B KAWHWYECKOW NnabopaTOpHOM [AMArHOCTUKE W B Hay4yHO-
nccneaoBaTeNnbCKol NpakTuke, MHMEKLMOHHONM AMarHoCTMKe. TONbKO ANA AUarHOCTUKK in vitro.
24. OMMNCAHWME MOPAAKA BbIMO/THEHNA TECTUPOBAHINA.
BoiseneHne PHK «kopoHasupyca SARS-CoV-2/Bupyca rpunna A/Bupyca rpunna B B
nccnegyemblx obpasuax cocToMT U3 TPexX 3Tarnos:
1) sKcTpakumsa HyKnenHosblx kucnot (PHK);
2) cuntes KAHK ¢ matpuubl PHK kopoHaBupyca SARS-CoV-2/Bupyca rpunna A/Bupyca rpunna B;
3) amnaudmkaums  cneuymdmnyeckmx  yyactko kAHK  metogom TUP ¢ 0gHOBpPEMEHHOIA
rMopuAN3aLNOHHO-(NYOPECLEHTHON AeTeKLMen B peXXume «peanbHOro BpeMEeHU.
Habop peareHTOB 0gHOBpeMeHHO BbisiBNseT PHK Bupyca kKopoHaBupyca SARS-CoV-2/Bupyca
rpunna A/Bupyca rpunna B n PHK puboHykneasbl P 4enoBeka (Hainuue wam OTCYTCTBUE
CUrHana no COOTBeTCTBYHOLWEMY KaHany qyopecueHuMmM) W NO3BOJISAET M0/1b30BaTesN0
WHTEepnpeTMpoBaTb pe3ysbrar.

WHTepnpeTauns Npoxo4uT B fBa aTtana:
1) OueHka kKayectBa 6MomaTepmana (Kb, kaHa.3 HEX) - BanuaHo/HeBannaHo;
2) Pernctpayua pesynbtata (SARS-CoV-2/Bupyc rpunna A/Bupyca rpunna B, kaHanbl FAM,
ROX n Cy5 cooTBETCTBEHHO) - 06HapY>KeHO/He 0BHapyXeHO.

KOHTpO/bHbIE MaTepuanbl, BXOAALLME B COCTAB TecTa:
e OKO - OTpuuaTenbHblii KOHTPO/bHbIM 06paseL, 3TanoB BblAENEHUS HYKNEUHOBbLIX KUCAOT U OT-

MLP-PB Habopa «8AK8-CoY-2/1nlluvenraA/B-ckpuH». Heobxogum [ANS KOHTPONA MPOXOXAEHUA
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«aKUuK, NCMoMb3yeTcs B KaXAOM UCCeL0BaHUN.

t MKO TP7 - NM0oN0XUTeNbHbIA KOHTPONbHbIN 06pa3eL, 3TanoB BblAeNEHNS HYKNEUHOBbLIX KWUCIOT U
3T-MNLUP-PB Habopa «<SARS-CoV-2/InfluenzaA/B-CKpHH». Heob6xoamm ansi KOHTPOAS NPOX0XAEHUS
peakumMn, UCNoNMb3yeTcqd B KaXAoM uccnegoBaHun. KoHUeHTpauus pekombuHaHTHoro cara 100
Konwui/mn.

e KB - KOHTpOnb 6uomMaTepuana - 3HAOreHHbIA BHYTPEeHHWIA KoHTponb OT-MLUP-PB. PHK-muweHb
- PHK pu6oHykneasbl P udenoBeka. Heobxoamm Ansi KOHTPONS KayecTBa B3ATMA GuoMaTepuana u
akcTpakumn PHK. Mcnonb3yetcda Ana KOHTPOASA NMPOXOXKAEHUA peakumm B KaXXAOM WCCNeLOBaHUW.
CogepXxuTcsa B KeTKax YenoBeka.

25. OBOPYAOBAHWE N MATEPUAJbI
> Tpeb6oBaHMA K NOMeLeHNAM Ana paboTbl (cornacHo MY }.3.2569-09).
Pa6ota ¢ Habopom peareHToB «8AK8-CoY-2/1nAunenraA/B-cKpuH» ocyuiecTBnseTcs paboyeli 30He 3
(&4ns NpUroToBNEHUS peakLmit).
> O6opyfoBaHve, MaTepuabl, peakTuBbI:
Mpn pabote ¢ Habopom peareHTOB «8AK8-CoY-2/1nllmenraA/B-cKkpuH» TpebyloTca cnepyrolime

060py/j0BaHMe U MaTepuansbl:

Tabnuua 8, O6opyaoBaHMe U MmaTepuansbl.

O6opyaoBaHue/MaTepmansl

TOHKOCTEHHbIE NPOGUPKK
ans MNLUP ¢ BbINyKIoiA nunm
MIOCKOW KPbILLKOA

Mpo6upku ang MUP K Rotor-
Gene

LLItatnBbl Ang npobupok
MwuKponpobupku Tuna
3nneHzopd

LLITatvBbl 419 MPO6GUPOK

OpHoKaHa/bHble
MexaH14ecKue [03aTopbl
nepeMeHHoro o6bema

OpHOopa30Bble HAKOHEYHUKM
C MNbTPOM

AmnnngukaTop
[ETEKTUPYHOLLMIA

JNamuHapHbIin 6oKC

LieHTpudhyra-BopTekc
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XapakTepuctuka

O6bem - 0,2 M1 OTAe/bHbIE UK B CTPUMAX
(Npn “cnonb3oBaHUK NPUBOPOB
MNaHLLETHOrO TNA) C ONMTUYECKN
NPO3payYHoOii KpbILLKOM

O6beM - 0,1 mn B CTpUNax no 4 wr. ¢
KpbILLKaMK - NPy UCMo/b30BaHUM npubopa
POTOPHOrO TUMa.

lMpefHa3HaveHHbIe 419 NPO6MPOK 06BLEMOM
0,1-0,2 mn (B COOTBETCTBMN C
MCMO/Mb3YEMbIMA KOMIMIEKTaM/ peareHToB)
O6beM - 1,5-2 Mn (AN NPUroToBEHNS
peakLOHHON CMecH)

MpefHa3HaueHHble 415 NPOOUPOK 06bLEMOM
15 mn

O6bem: 1-20 MKn; 5-50 mkn; 20-200 MKT;
100-1000mKn

[ns 103aTOpOB NepeMeHHOro 0bbema ¢
mapkupoBkoii «<RNAase-free, DNAase-
free» o6bemom 1-20 mkn; 5-50 mkn; 20-200
MK/, 100-1000MKn

MpenHa3HaueH Ans NpoBeaeHUs:
MONMMEPA3HON LIENHOW peakuun B peXxkume
peaslbHOro BPeMEHM

Knacc 6uonormnyeckoi 6esonacHoctn 1

C perynvMpoBKOi CKOpPOCTH

r

MpuMeyaHne (BO3MOXHbII
Npou3BOAUTENb)

Axygen, CLLIA

01AGEN GmbH. MepmaHus

Axygen, CLLIA

Axygen, CLLUA

Axygen, CLLIA

Sartorius Biohit, MepmaHus

Axygen, CLLA

4
OTnant481, AHK-

TexHonorusd, Poccus; AT96,
JAHK-TexHonorus, Poccus;
OTnpaiim, AHK-
TexHonorusa, Poccus; Rotor -
Gene 0, Qlgene, CLUA,
CFX96 Optics Module, Bio-
Rad. CLUA; OuantStiidio 5,
Thermo Fisher Scientific,
CLWA

«JlaMVHapHbIe CUCTEMBI,
Poccus

SIA Biosan, JlatBus
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MpumeyaHme (BO3MOXHbII

XapakTepucTuk

O6opypnoBaHne/MaTepuasbl apakTepucTumka MPON3BOAUTENb)
LIeHTPU(YrMpoBaHNSA/BOPTEKCMPOBAHNS

TepMmocTaT TBepA0TENbHbIA

1719 NPOBMPOK THNa Moaaep>knsaemas Temnepatypa ot 25 1o «TEPMWUT», «JHK-

100 °c TexHonorus», Poccus
«nneHgopt»
BakyyMHbIli 0TCacbIBaTe b C KONGOI-N0BYLLUKOWA ANst yaaneHus «Bucma-TMnaHap» B-40,
MeANLIMHCKNIA Ha0Caf04HOMN XNAKOCTA “Kegp”, Poccus
[vanazoH nogaepXxusaemoli TeMnepaTypbi:
X0noannbHUK 6bITOBOV oT +2 [0 +8°C, MOpO3uUnbHas Kamepa - He «Indesit», Poccus
Bbile MyHyC 16°C
7 YnakoBka gna céopa MeauLMHCKNX
EMKOCTb C KpbILLIKOW Ans il pa mMeauLy «OngaHe», Poccus
YTUIN3aUMN OTXOA0B 0TX0f0B Knacca b
o3 OpHopasosble xaiar, LWaro4vka, Macka, 1o MY 1.3.2569-09
nepyartku

26. OIrPAHMYEHWMA T©NMO COBMECTHOMY TPUMEHEHWKO MEANMUMHCKIKNX

N3NENNIA.

MefuuMHCKOe U3fennMe WCMOoNb3yeTca B KOMOWHAUUMM C APYrMMU  MeLULUHCKUMWU  U3LeNnamu,

3aperncTpMpoBaHHbIMK Ha TeppuTopun PO B yCTaHOBNEHHOM MOpsAAKe, BUA MeAULMHCKOrO U3Aenuns B

COOTBETCTBMM C HOMEHKIATYPHOW Knaccudukaumein meamuMHCKUX usgenuin 152850 (Habop ans

3KCTPaKLMN/M3019LUN HYKNENHOBLIX KucnoT UBL).

27.  WNH®POPMALUUNA O XAPAKTEPNCTUKAX CTABUWJIBHOCTWU  W3AENUNA.

NMH®OPMALIMA O BOCMPOU3IBOANMMOCTWN. YCNOBUA TPAHCMOPTUPOBKWN,

XPAHEHUWA N SKCIMTYATAUMN HABOPA

Ycnosusa xpaHeHUs

Habop peareHtoB «SARS-CoV-2/InfluenzaA/B-CKpHH» xpaHutb npu Temnepatype ot -16°C go -25°C.

Habopbl, XpaHWBLUNECS C HAPYLUEHNEM PernaMeHTUPOBAHHOIO peXxnuma, NPUMEHEHMIO He MOAJ/IeXarT.

YcnoBms TpaHCNOPTUPOBKM

Habop peareHToB «SARS-CoV-2/InfluenzaA/B-CKpHH»  MOXHO  TpaHCNopTMpoBaTb  KPbITbIM

TpaHCNOPTOM (aBTOMOOW/IbHLIM, >XeNe3HOAOPOXHbLIM NM60 BO3AYLIHLIM) B TEPMOKOHTeHepax,

cofepXallmx xnagoanemMeHTbl Npu Temnepatype oT +2 o +8 °C He 6onee 5 cyTok.

Mpn MonyyYeHUM XpaHWUTb B COOTBETCTBUM C YKa3aHHbIMW Ha YMakKOBKe TemnepaTypaMu XpaHeHus.

Habopbl, TpaHCNOPTUPOBAHHbIE C HApPYLLUEHWEM TEMMNEPaTyPHOro pexxnma, NPMMeHeHUI0 He Nnognexar.

YcnoBusa akcnayataumm Habopa

Hab6op peareHToB «SARS-CoV-2/IntTuenzaA/B-CKpHH» He NoAneXuT TeXHUYECKOMY 06CNY>XUBaHUIO

M peMOHTY. K faHHOMY MeAMLMHCKOMY W3[eNNI0 He NpUMeHUMa KannmbpoBKa, 04HAaKO Heo6XoAMmo

npoBoAMTbL  KanubpoBKYy nabopaTopHOro o060pyAoBaHMA B COOTBETCTBUM C  UHCTPYKLMEN

npoun3BoaunTens 060pyA0BaHuS.

CpoK rogHoctu nsgenus

Cpok rogHocTu Habopa peareHToB «SARS-CoV-2/InfluenzaA/B-CKpHH>» coctaBnset 12 mecaues.

YCnoBua XxpaHeHUs 1 CPOK FOLHOCTU BCKPbITbIX KOMNOHEHTOB MU3feNna npeacTaBneH B Tabnuue 11.
Tabnuua 11. YcnoBmusa XpaHeHUsI N CPOK FOAHOCTN BCKPbITbIX KOMMNOHEHTOB M3aenns

Ne

n/n KomnoHeHT YCnosua 1 CPOK rogHoCTH
1 bytep TP7 1 mecdy npu Temnepatype oT -16°C go -25°C
2 OT-nonumepasa 1 mecsau, npy Temnepatype ot -16°C go -25°C
3 MKO TP7 1 mecqy, npu Temnepatype ot -16°C go -25°C
4 OKO 1 mecay, npy Temnepartype ot -16°C go -25®C
12
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28. MEPbI MPEAOCTOPOXHOCTN.
> PaspeluaeTcs npuMeHeHne Habopa TONbKO CTPOro No Ha3Ha4yeHUto, COrnacHoO AaHHON UHCTPYKLUUK U
B npejenax 0603Ha4eHHOro cpoka rofgHocTH.
> He ucnonb3oBaTb Habop peareHTOB, eCVM HapylleHa BHYTPEHHAA YNakKoBKa WAW BHELIHWIA BuUp
peareHTa He COOTBETCTBYET OMUCAHUIO.
> He wucnonb3oBaTb Habop peareHTOB, eCnM He cobGAO4anUCb YCNOBUS TPaHCMNOPTUPOBaHUA W
XPpaHeHWs COrNacHO MHCTPYKLUUN.
> B npouecce paboTbl 0643aTeNbHO NCMOMb30BaHNE MHAMBUAYANIbHbBIX CPEeACTB 3alUThl: 0L4HOPAa30BbIX
nepyaTok, 1abopaTopHbIX XanaToB. TLLATENbHO BbIMbITb PYKW MO OKOHYaHUW paboThl.
> [lpn paboTe ¢ Habopom cnegyeT m3beratb KOHTakTa KOMMOHEHTOB Habopa C KOXeid, rnasamu u
cnmM3ncTbiMm o6onovkamu. Mpu KOHTaKTe cnefyeT HEMeA/IEHHO NPOMbITb NOPaXXEHHOe MeCTO BOLOW M
06paTUTLCA 338 MEAULUHCKON MOMOLLbLHO.
29. NUHOOPMALNA O NPEAHA3SHAYEHUW N3AETNA TONTbKO A4N1A OQHOKPATHOIO
MPUMEHEHWA MO HABHAYEHWIO.
Habop peareHtoB «SARS-CoV-2/InfluenzaA/B-CKpHH» npefHasHayeH 4ng 04HOPa30BOro NpruMeHeHus
npu BbiNoNHeHMU MLIP-nccnefoBaHns yka3aHHOr0 Ha ynakoBKe KOM4yecTsa npoo,
i 30. MUHOPOPMALIMA O HEOBXOAMMOW OBPAEOTKE MEAVLUWMHCKOIO U3AENNA
ONaA LUENEW EFO MOBTOPHOIO MPUMEHEHUA
MeauumHCcKoe n3aenve He NOANEXUT NOBTOPHON 06paboTKe,
. 31. B3ATUE, TPAHCIMOPTUPOBKA N XPAHEHVNE NCCNEAYEMOIO MATEPUANA
j Mepef Hayanom paboThl criefyeT 03HAKOMUTLCSA C METOAMYECKMMN pekomeHdaunamu MP 3.1.0169-20
| JlabopaTopHas AumarHocTuka COVID-19 (c W3meHeHvem N 1), BpemMeHHbIMU MeTOAUYECKUMMU
pekoMeHaaumammn «MpodunakTuka, LMarHOCTUKA W JleYeHWe HOBOM KOPOHABUMPYCHON WH(eKuun
(COVID-19)», yTBEpXaeHHbIMM MuH3apaBom Poccumn 14.10.2021 (Bepcusa 13).
Vcecnepgyemble obpasybl LO/MKHbI ObITb OTOGpaHbl TakMM 06pa3om, 4uTobObl B TPaHCMOPTHYHO cpesy
nonanu anuTennanbHble KNeTKN BEPXHUX AblXaTeNbHbIX NyTeA.
[na npoBefeHUs aHanu3a UCMNob3yeTcs Cneayowmnin buomarepuan:
- pecnupatopHblii Matepuan ana MLP uccnegoBaHns (MasoK M3 HOCOT/IOTKM U POTOTNIOTKU WY
MOKpOTa (Mpu Hannmuum)).
MeanUMHCKNIA pabOTHUK, BbINOMHAIOLWMIA 3a60p ANMArHOCTUYECKOro MaTtepuana, ero MapkupoBKy 1
A yNakoBKY, [O/DKEH TMPOATU WHCTPYKTaX MO CaHUTApPHO-3NUAEMUONOTMYECKUM TpeboBaHUAM 1
npaBunam  6uMonornyeckoin  6esonacHoCTM npu  paboTe C  MaumeHTamu,  NOTEHUWANbHO
MHPULMPOBAHHBIMU MUKPOOPraHnu3Mamm W rpynmnbl NatoreHHOCTH.

Ma3oK M3 HOCOrNOTKU WAN POTOrNOTKKU (3eBa) GepeTcs CTepu/ibHbIM TaMNOHOM, KOTOPbIA nocne
B3ATMS MaTepuana fnomellaeTcs B CTEPUIbHYKO MNACTUKOBYI MPOOGUPKY C TPaHCMOPTHON cpefoi (c
y4yeTOM peKOMeHJauuin npou3BOAUTENA NPUMEHSAEMbIX HabopoB peareHToB). [ns NOBbIWEHWSA
KOHLeHTpaunn Bupyca HOCOrI0TOYHbIE U OpodhapuHreanbHble Masky LO/MKHbI OblTb MOMELLEHbI B O4HY
npo6upKy. Masku M3 HOCOI/NI0TKW, POTOr/IOTKA MOTYT ObiTb 0TO6paHbl CamOCTOATE/IbHO NaLUEHTOM
COrflaCHO WHCTpYKUuK. TemnepaTypa nNpuv TPaHCNOPTMPOBKE [O/MKHA ObITb +2°-+8 °C. Bpems
XpaHeHns 06pas3u0B A0 MCCNeAoBaHMA He AO0/KHA npeBbllwaTh 5 gHel npu +2°-+8 °C, MOXeT ObiTb
6onbLe npy -20 °C nnm -70 °C.

MokpoTa cobupaeTcsa B 0[HOPA30BbIi CTEPUNbHbIN NNACTUKOBLIA KOHTeiHep 06beMom 30-50 mn,
repMeTUYHO 3aKPbIBaKOLLMIACS 3aBMHYMBAIOLLLENCA NPOOKONA. [unaMeTp ropnblllKa KOHTelHepa A0/KeH
6bITb He mMeHee 30 mMM. Heobxogmmo yb6eguTbCs, 4YTO cObBpaHHbI MaTepuan npeacTaBnsieT co6OW
MOKpPOTY (OTAENsieMoe HWKHUX AblXaTeNbHbIX MyTein). TpaHcnopTupoBka 006pa3LoB MOXET
NPoBOANTLCA NpW TemnepaType +2°-+8 °C. BpemMsa xpaHeHMs 06pasLoB A0 UCCNeA0BaHNSA He A0/MKHA
npesbiwaTh 48 yacos npu +2"-+8 °C, 60nee 48 yacos - npu -20 °C nam -70 °C.
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Kaxablii obpasey, mMaTepuana nomewiatoT B OTAE/bHYH TPaHCMOPTHYK EMKOCTb, 0becneuynBas
TpeboBaHMA B COOTBETCTBUM C Tabnuueli METOANYECKNX PEKOMEHAAaLMIA:

Tun TpeboBaHus TpaHcnopTn YcnoBua XpaHeHUA KommeHTapum
obpasua céopy poBKa [0 TeCTUPOBaHUA
maTepuana
Ma3ok ¢ T[lnacTukoBsble +2...+8"C <5 fHel:+2...+8°C Hocornoto4Hsle u
HOCOrNOTK MPO6MpPKHK c >5 gHein*:-70 °C opodapuHreanbHble
M N 3eBa TPaHCNOPTHOM TaMMOHbl JO/MKHbI
(poTOrnot  cpepoli " OblTb NOMeLLEeHbI B
K1) TaMMOHbI ana O4HY Npo6upky ans
Ma3KoB yBE/IMYEHNSA BUPYCHON
Harpysku cornacHo MP
Mokpota  CTepuibHblii +2...48°C <48 vacoB: +2...+8°C Ybefutech, 4To
KOHTenHep >48 yacos* :-70 °C mMaTepuan nocrynaer
N3 HMKHUX

AblXaTenbHbIX I'IyTEI7I
*NpW HEBO3MOXKHOCT U 06ecneynTb XxpaHeHue npu MmuHyc 70 ®C o6pasybl xpaHUTb npu MuHyc 20 °C;
** AN TPAHCNOPTUPOBKA Mas3KoB M3 HOCOFMNOTKW UM POTOrNOTKM (3eBa) WCMONb3YIOT TPAHCMOPTHY cpedy Ans
4 XpaHeHUs W TPaHCNopTUPOBKN pecnupaTopHbIX Ma3KoB UM (PU3NON0TMYECKUiAi pacTBOP (NpU yCAOBUM TPaHCNOPTUPOBKM
[0 nabopaTopun He 6onee 24 yacos nocne B3ATUA obpasl{a) nam cyxoi 3oHA-mavinoH (MpuycnoBum TpPaHCNOPTUPOBKM 4O
nabopaTopun He 6onee 4 yacoB nochne B3 TUS 06pasr a).
NHhopmanmsa o npeaBapuTenbHON 06paboTke KIMHUYECKOro mMatepuana:

Ma30K 13 HOCOFIOTKN WK POTOrN0TKM (3eBa) - He TpebyeT npeABapuTeibHON 06paboTKMN.

MokpoTa - Heobxogumma npefBapuTenbHasd 06paboTka: nepef BblAeNIeHUEM HYKNEMHOBbLIX KUCIOT
Heo6X04MMO MPOBECTN Pa3XMXKEHNE MOKPOTbI, MCMOMb3Ys pacTBop «MykonnsnH» (Na2HPO4 77,4 MM,
NaH2P04 22,6 mM, 6etaM3 99,4 MM, 5%Hblii a3ng HaTpWUA B KOHEYHOW KoHueHTpauyuu 0,05%). B
E€MKOCTb C MOKPOTOlM A06aBnA0T «MyKOAU3nH» B cooTHoweHun 5:1 (5 vactel «MykonusmHa» K 1
4aCTU MOKPOTbl), OPUEHTUPYACb MO rPagyvpoBKe eMKOCTU, U CTepU/bHble CTeKNAHHble 6ycbl. B
npouecce pa3kumkeHus MOKpoTbl (20-30 MWHYT) €eMKOCTb MepuoAUYecKn BCTPAXMBAKOT. 3aTem
aBTOMaTUYeCKON NUNEeTKOW, MCNONb3ys HAKOHEYHWK C (UAbTPOM, O0TOuMparoT 1 Mn pasxukKeHHO
MOKpPOTbI, MOMELLalT B NPOOGMPKY C 3aBUHUYMBAIOLLEACH KPbIWKON WM B MUKPOLEHTPUDYXXHYIO
nNpo6upky c 3awenkoi Ha 1,5 ma n ueHTpudyrmnpytot npu 5000-7000 g (8000-10000 06./MUH Ha
A ueHTpudyre «MiniSpin», Eppendorf, FepmaHuns) B TedeHne 10 MuHyT. ¥ gansaoT 0,8 Mn Hagocaf04vHOA
XWUAKOCTKN, 0CaA0K KNeToK nepemewunsatoT ¢ 0,2 Mn OCTaBLUECA XUAKOCTU. [JonycKaeTcs BblAeneHune
OHK/PHK 13 0,1 Mn pa3XMKeHHOW MOKPOTbI 6e3 cTagun LeHTpMAYyrnpoBaHus.
32. NMH®OPMALNA no noaArOTOBKE MEOVNUWMHCKOTI O N3LENUNA K
MPUMEHEHWKO MO HA3HAYEHWIO.
Mepepn NpoBeAeHNEM MCCNe0BaHUA BCe peareHTbl A0/KHbI OTCTOATLCA NPWM KOMHATHON TemnepaTtype B
TeyeHne 30 MUHYT. Heobxoanmo y6eAnTbCsA B LENIOCTHOCTU MEPBUYHBLIX YMakoboK, MPOBEPUTHL CPOK
rofAHOCTUN U34eNuns.
33. MPOCJIEXXMBAEMOCTb KOHTPOJIbHbIX OBEPA3L,OB.
MpocnexxneaemocTb KOHTPONbHOro o6pasua (MKO TP7) ans 4yeTbipex MULIEHER: gparmMeHTa reHa
orflab kopoHaBupyca SARS-CoV-2, ¢parmeHTa reHa M| Bupyca rpunna A, dparmeHTa reHa NEP
BMpyca rpunna A u d¢parmeHTa reHa RNase P u4enoBeka noATeBepxjeHa C MNOMOLLbD MeTofa
CeKBeHNpOoBaHUA «no CaHrepy».

34. MPOBEJEHVE AHATN3A
BHUUMAHWE! Ons 4OCTMXEHUS 3asBNIEHHON YYBCTBMTENIbHOCTM Ha 3Tane BblAe/IeHUS HYKNENHOBbIX
KWUCMOT peKoMeHayeTcs ncnonb3osaHne MW «Habop peareHToB Ans BbigeneHns PHK 13 KAMHUYECKOro
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maTepuana yenoeeka «PHK-MarHo»», PY Ne P3H 2022/19297 ot 29.12.2022.

34.1 lMpoBegeHue atana OT-MLP-PB.

* Bbibop npobupok Aansa amnanukauiyu 3aBuCUT OT UCNOMb3YeMOro amnauukaTopa c
CUCTEMOW AeTEeKLUUN BPe>KNMe «peanbHOro BpeMeHu»K

e [1na BHeceHus B Npobupku peareHTOB Npo6 PHK M KOHTpPONbHbIX 06pasL0B MCMNONb3YHTCA

OHOpPa30Bble HAKOHEUYHUKN C PUunbTpamu,

34.1.1 bytep TP7 nepef npoBefeHMeM aHanmsa HeO6X04MMO AOBECTW A0 KOMHATHOW TemnepaTypbl
(+18...+25°C), TwaTenbHO nepemellaTb U 0CaAuTb Kanam Ha BOPTEKCE.

34.1.2 OT-nonnmepasy HeobX0AMMO NEPEMECTUTb U3 MOPO3U/IbHOW KamMepbl HEMOCPEACTBEHHO Nepef
Ncnonb3oBaHWeM, TULaTefIbHO NepeMeLlaTb M 0CaAUTL Kaniu Ha BOPTEKCe.

34.1.3 TMpurotoBnTb peakLUMOHHYK CMeCb: CMellaTb Heo6xoammoe KonuyectBo bydepa TP7 c
onpefeneHHbIM KonnyectsoM OT-nonHMepasbl (cMm. Tabnuuy 14). Cmech roTOBUTbL M3 pacyeTa n + 3,
raoe N - KOAMYeCTBO aHanmM3mMpyemblX 00pas3uoB, 3 - 4YWCNO [AOMONHUTENbHLIX MNPOOMPOK.
JononHnTenbHble NPO6UPKN HEO6X0ANMBI A8 nonoxuTensHoro (MKO TP7), oTpuuatensHoro (OKO)
KOHTPO/IbHOIO 06pasuya M MUHUMaNbHbIA 3anac Ha MOrpewHoCTb fo3npoBaHusa (1 obpasey). Mpumep
pacyeTa Heo6XO4MMOro KO/nMYyecTBa peareHTOB npusefdeH B Tabnuue 13. lMocne NpurotoBneHUs
peakUuMOHHOW CMeCK, TULaTe/lbHO NepemMeLlaTh ee Ha BOPTEKCE M 0CaAMTb Karnan C KPbIWKN NPo6upKu.

Tabnuua 13. NMpumep pacyeTa KO/IMYeCTBa peareHToOB A1 NPUTOTOBJ/IEHNA pPeaKLMOHHON CMECH.

MaKcnmanbHoe KONM4ecTBo 9% 90 80 70 60 50 40 30 20 10

npobupok
Bygep TP7, mkn 1500 1350 1200 1050 900 750 600 450 300 150
OT-nonumepasa, MK 100 90 80 70 60 50 40 30 20 10

BHMMAHWE! PekomeHayeTCcA roTOBUTb peakLMOHHbIe CMeCcu HernocpeacTBEHHO nepes npoBegeHnem
aHanusa. FoToBasd peakuMoHHAA CMeCb XpaHeHUIo He Noane>KnT!

34.2.4 TocTaBUTb B LITATMB HEOOXOAMMOE KO/MYECTBO MPOOMPOK MAW CTPUNOB AN amnanuKkalmm
nccnefyemMblX U KOHTPOJSIbHbIX NPo6.

34.2.5 BHecTn 15 MK/ peakUMOHHOW CMecu B COOTBETCTBYHOLLME NPOBUPKH.

34.2.6 B NOAroToB/NEeHHble MPOOMPKU C aKTMBMPOBaHHbIM Oydepom pob6asute no 10 mkn PHK

aHanMampyembix Npo6 1 06pasLoB OTpMLATENLHOIO KOHTPObHOTO o6pasua (OKO), npolweallero atan

BbIJENEHNS HYKNEMHOBbLIX KWUCMOT. 3aKPbiTb BCE KPbIWKW 33 WUCK/IHOYEHWEM Npo6bupok Ang
A NonoxuTENbHOrO KOHTPO/IbHOT0 06pasua.

34.2.7 B otgenbHom [MLLP-60Kce- agnd BHECEHWS MNOMOXMWTENbHLIX KOHTpONei [06aBUTb B

COOTBETCTBYHLLYIO Npo6upKy 10 MK o6pasua NMKO TP7 npoweawero atan BblAe/IEHNS HYKNENHOBbIX

KUCNOT M 3aKPbITb KPbILLKY.

34.2.8 YcTaHOBMTb BCE NPOGMPKK (CTpUNbI) B 6/10K AETEKTUPYIOLLErO aMmningukaTopa

34.2.9 3anporpammupoBaTb aMmnaM@uUKaTop, COrNacHO WHCTPYKUUW Mpou3BoauTend npubopa, u

3anyCTUTb COOTBETCTBYOLLYIO nporpammMmy amnaugukaumum (Tabnuuybl 14 n 15).

Tabnunua 14. Mporpamma «SARS-CoV-2/InfluenzaA/B-cKpHH» pna npu6opos ATnant 4S1,
OTnpanm, AT-96 (AHK-TexHonorus), CFX-96 (Bio-Rad), QuantStudio 5 (Thermo Fisher

Scientiflc).
o Yncno
Ne 610Ka Temnepartypa, °C MwH Cek- OeTexkumns Twn 6510Ka
LWK/I0B
48 30 00 1 Linkn
2 95 5 00 1 Linkn
3 94 0 10 .
UK
60 0 20 H
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Ne 6n10Ka Temnepatypa, °C MwuH Cek Hucno OeTekuus Twun 6noka
LMK/0B
94 o) 10
40 Linkn
60 o) 20

Ans npu6opos ATnant, ATnpaim, AT-96 (AHK-TexHonorua) yctaHoBUTe Chnefyloline 3HaYeHWS
3KCNO3MLUMK BO BKNaAKe «3KCMO3MLUNS N3MEePeHUi»: no KaHany FAM - 2500; no kaHany HEX - 3000;
no kaHany ROX —2000, no kaHany Cy5 - 2000. ¥cTtaHOBUTL «MeToa» - «[1oporosblii Ct» 1 3HaveHue
noporosoi nuHumM 10%, nonyyeHHoro ans o6bpasua MKO B nocnegHem uukne amnnndukauun. Mpu
Heo6Xxo4MMOCTIN MOPOroBas MHUA MOXeT OblTb CKOPPeKTMpoBaHa B fuana3oHe 0-20%.

Ona npubopos CFX96 (Bio-Rad) ycTaHOoBMTe criefytouime 3HavyeHWs Moporosoi nuHum (Baseline
Threslhold) Bo Bknaake Settings->Baseline threshold->User defined (nocTaBuTb MeTKY B HVXKHER YacTu
OKHa) ans KaHana FAM - 50, ana kaHana ROX - 50, ans kaHana HEX - 50, ans kaHana Cy5 - 50.
Tabnuua 15, Mporpamma «SARS-CoV-2/InfluenzaA/B-cKpHH» gna npunbopos Rotor Gene 3000,
6000 (Corbett Research) n Rotor-Gene Q (QIAGEN)

No 6noka Temnepatypa, °C MUH cek Yumcno umMknos [leTekuus Tun 610Ka
1 48 30 00 1 Hold/Y fepxaHue
TemnepaTypbl
2 95 5 00 1 Hold/Y fepxaHue
Temneparypsl
3 o S 5 Cycling/
60 0 20 ycling/LinknuposaHue
‘ . o 40 Cycling 2/ 2
60 0 30 v ycling 2/UnknupoBaHne

Ana npnbopos potopHoro tuna Rotor Gene 3000, 6000 (Corbett Research) n Rotor-Gene Q
(QIAGEN) Heo6xoAMmO OCYLWeCTBNATH KanubpoBKYy nepes MepBbiM M3MepeHWeM (aKTUBUPOBATb
Perform Calibration Before 1st Acquisition/Perform Optimisation Before 1st Acquisition/BbINOfHUTB
onTuMu3auulo npu 1-m ware getekumn). B pasgene Auto gain calibration channel settings/ABTo-
ONTUMU3ALNA YPOBHA CUTHANMA - YCTAHOBUTb KaNMOpPOBKM 415 KaXKA0ro KaHana ot 5F1 go 10F1. BbibpaTb
NUHenHbIn TN wkanbl (Linear scale/J/InHeilHaa wWwKana). B MeHK KaXAoOro OCHOBHOMO OKHa
(Quantitation analysis/KonnyecTBeHHbI# aHanu3) [O/MKHbI ObiTb aKTUBUPOBaHbI KHOMKWM Dynamic

A tube/OAnHamuny.poH n Slope Correct/KoppekT.yknoHa. B meHto CT calculation/BbluncneHune CT (B
npaBolii 4aCTU OKHA) AN KaXAOro-'m3 OCHOBHbIX OKOH BbICTaBUTb YPOBEHb MOPOrOBOWA /IMHUK
Threshold/Mopor = 0,05. Bbibpatb napameTp More settings/Outlier Removal/YcTpaHeHne BbIGPOCOB U
YCTaHOBUTb 3HayeHue nopora otpuuatenbHblX npob (NTC Threshold/Mopor ®oHa - M® (NTC))
pasHbiM 10 %.

Letekuma ¢nyopecueHuun (Acquiring to Cycling A/fetek. Ha Cycling A) no kaHanam
FAM/Green, ROX/Orange, Cy5/Red n HEX/Yellow BkntoudaeTcs Ha BTOpoMm Lware (60°C) BTOpOro
610Ka LUKNIMPOBaHMA.

34.2.10 1o OKOHYaHWUM BbIMNO/IHEHMA TMpOrpaMmbl MPUCTYNUTL K aHanuMsy W WHTepnpetayuun
pe3ynbTaToB.

34.3 YUET pe3ynbTaToB amnanpumkaumu

34.3.1 dnyopecueHTHaa feTeKuua NPOAYKTOB aMNAn(pUKaLMM OCYLLECTB/IAETCA B PeXUME peasibHOro
BPEMEHU C UCMO/Ib30BaHNEM AeTEKTUPYIOLLero aMmnaugukaropa.

34.3.2 [ns wvHTepnpeTauuu pe3ynbTaTOB aHa/M30B WCMONb3yeTcA nporpamMMmHoe obecnedyeHue,
NnocTaBNfeMOe NMPON3BOAUTENAMM B KOMMNEKTe C npubopaMu A1 NPOBeAeHUA aMnanguKauun.

34.3.3 Tllocne OKOHYaHWsi amnaudukauum qopmupyetcs oT4eT 06 uccnefoBaHWUK, BK/OYAOLLINIA
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[laHHbIe 0 BENMUYMHE NoporoBoro uukna (Ct) Ans Kax[oro aHannsvpyemMoro o6pasua.

34.4. KOHTPO/Ib MPOXOXAEHUA peakunn.
> B nacnopTe KkauyecTBa, npunaraeMoM K Kaxjoi cepunm Habopa «SARS-CoV-2/InfluenzaA/B-
CKPWUH», YyKa3aHbl MOrpaHUYHble 3HA4YeHWs MNOPOroBbiIX (MHAMKATOPHbLIX) uuknos Ct pans
nonoxutenoHoro (MKO TP7), oTpuuaTensHOro KOHTPOAbHbIX o06pasuos (OKO) u KoHTpons
6uomatepuana gns nccnegyembix 06pasyos {KB) nNo coOOTBETCTBYOWMM KaHanam (ayopecueHumnn.
> [na KaXao NnocTaHOBOYHOM Cepumn Aenaetca 3ak/iyeHne 0 LOCTOBEPHOCTU pe3y/ibTaToB TecTa
Ha OCHOBaHWW CpaBHEHUA NoKasaTenen, nonydeHHbIxX ans MKO TP7 n OKO ¢ nacnopTHbIMA.
> Mpn NonyYeHUM 3HAYEHWIA NOPOroBOr0 LMKAA, NpeBbllAlWMX NpeaenbHo AONyCTUMbIE ANS
MKO TP7, pe3ynbTathl BCeli MOCTAHOBOYHOMN CEPUN CUMTAOT HELOCTOBEPHLIMU. Bce 06pasLbl LO/MKHbI
ObITb MPOaHaNM3NPOBaHbl MOBTOPHO, HaYMHaA C aTana aMnanhuKalmu.
> Mpn nony4vyeHUM 3HAYEHWA MOPOrOBOr0 LUMKNA HWXe npedensHo gonyctumoro ana OKO,
pesynbTaTtbl BCeW MOCTAHOBOYHOW CeEpUM CUYUTAKOT HeAOCTOBEpPHbIMU. Heobxoaumo nposefeHue
nccnefoBaHMA NOBTOPHO, HaUMHaA € aTana akcTpakuum PHK.
34.5. NHTepnpeTauus pe3ynbTaToB.

Ona wvHTepnpeTaumn pesynbTaToB HEOOXOLMMO NpOaHanM3NpPoBaTb MOJYYEHHble [aHHble -
KPUBbIE HaKOMMeHMA (PyopecUueHTHOro curHana no kaHanam FAM/Green, ROX/Orange, Cy5/Red u
HEX/Yellow.

Tabnuua 16. KaHanbl geTeKumMn ayopecueHLmnn.
e [ONA MNpoAykKTa amnangukauum gparmeHTa reda orflab kopoHasmpyca SARS-
CoV-2 B uccnegyembix obpasuax;
FAM/Green e AnA npoAykrta amnnndukaumm parmeHTta reHa orflab kopoHaBupyca SARS-
CoV-2 B NMKO TP7 (gonycTumblli Arana3oH 3HayeHuli Ct ykasaH B nacrnopre);
* OKO (gonyctumble 3HayeHus Ct yKasaHbl B nacrnopTe).
e [NS NPoOAYKTa amnangukaumm parmeHta reHa M|l rpunna A B nccnefyembix
obpasyax;
ROX/Orange « pns npoaykta amnaudukauum gparmeHTa reHa MI rpunna A B MKO TP7
(nonycTumbIin AMana3oH 3HayeHui Ct ykasaH B nacropTe);
« OKO (gonyctumsble 3HavyeHMsa Ct ykasaHbl B nacrnopTe).
e 0N NPOAYKTa amnaungukaumm parmeHta reHa NEP rpunna B B uccnefyembix
obpasuax;
Cy5/Red e O/18 NpoAyKTa amnavdukaumm dparmeHta reHa NEP rpunna B MNKO TP7
(monycTumblii Anana3oH 3HaveHuii Ct ykasaH B nacnopTe);
 OKO (gonyctumble 3HauyeHus Ct ykasaHbl B macrnopre).

e [0S NPoAYyKTa aMMIuuKaLuy 3aHLOTeHHOro BHYTPEHHEr0 KOHTPOA - (pparMeHTa
PHKpuboHykyeasbl P yenoBeka (KOHTPO/b KayecTsa B3ATUSA “MomaTtepuana) B
nccnepgyemblx obpasyax (Ct < 33);

HEXA”ellow e [O15 NpPoAYyKTa aMMiuuKaLuy 3aHLOTeHHOro BHYTPEHHEr0 KOHTPONA - (pparMeHTa
PHKpun6oHykneasbl P yenoBeka (KOHTPO/b KayecTBa B3ATMUA 6uomMaTepunana) NMKO
TP7 (gonycTuMmblil Auana3oH 3Ha4YeHUin Ct ykasaH B nacnopre)

« OKO (gonyctumble 3HayeHna Ct ykasaHbl B nacrnopTe).

PesynbTaTbl MHTEPNPETUPYIOTCA B CNegytollemM nopsagke:

> AHanu3 3HavyeHuil noporosbix uuknos C/agns MKO TP7 n OKO:

WHTepnpeTaumsa pe3ynbTaToB MPOBOAWUTCA TOMILKO B C/ly4ae COOTBETCTBMA 3HAYEHMI MOPOroBbIX
uuknos Ct no kaHanam FAM, ROX, Cy5 n HEX ana nonoxutensHoro (MKO TP7) n oTpuuaTensHoro
(OKO) KOHTpOnbHbIX 06pasLoB (cM. Tabnuubl 16, 17).
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, > AHanu3 pesynbTaToB BbiaBNeHUA PHK puboHykneasbl P yenoseka (KOHTpo/ib 6uomatepuana) no
kaHany HEX/Yellow;
Ecnun B Tabnuue pesynbTaToB 3HaYeHune noporosoro unkna Ct Kb no kaHany HEXA”ellow onpegeneHo
N MeHee WM paBHO 33, TO pe3y/ibTaT CUMTAETCA Ba/IMAHBIM Y MOXLUO NEPeXoAnTb K CrefytoLemy atany
aHanun3a pesynbTaToB.
Ecnn ans paHHOW npo6bl 3HavyeHne Ct no kaHany HEX/Yellow He onpegeneHo (OTCyTCTBYET) uam
3HaueHue noporosoro uukna Ct Kb no kaHany HEX/Yellow 6onee 33, To pe3ynbTaT cumMTaercs
HeBaNMAHbIM. B 3TOM cnyyae He06X0AMMO MPOBECTM MOBTOPHbIN 3a60p 6uomaTepuana. VcknoueHue
COCTaBNAKT 06pasubl, A1 KOTOpbIX 3HadeHMa Ct no kaHanam FAM/Green, ROX/Orange wuam
Cy5/Red onpegeneHbl 1 He NpeBbILWAOT NOPOroeble (cM. Tabnuuy 18).
Tabnuua 17. Yuet pesynbtatoB Kb no kaHany HEX/Yellow

Pe3ynbTaT OUEHKM KayecTBa B3ATUA Ct Kb gns ma3ka 13 Hoca,
o6uomaTtepunana (KB) MasKa 13 poTorfioTKWU, MOKPOThI
3HayeHue onpegesieHo 1 He npesbiwaeT noporosoe (Ct
Pe3ynbTaT BanuHblA (MHIMOMpPOBaHUA <33), VckntoyeHne coctaBnaoT obpasubl, 414
HeT, 40CTAaTOYHOE KONMYeCTBO KOTOopbIX 3HayeHusa Ct no kaHanam FAM/Green,
. buomaTepmana) ROX/Orange nnn Cy5/Red onpefeneHbl 1 He
I npesbiWatoT noporosbie (Ct <33).
PesynbTaT HeBaNuUAHbIM 3HaueHune He onpeaesneHo UAK NpeBbllaeT NOPoroBoe
WHIMBMpoBaHne, HefoCTaTOuHOE (O >33),

KONn4ecTBo Gruomartepuana)
AHanu3 pe3ynbTatoB BbifBNeHUs (parmeHToB PHK kopoHaBnpyca SARS-CoV-2 no kaHany
FAM/Green:
* PHK kopoHaBnpyca SARS-CoV-2 o6Hapy»eHa, ecnv gns AaHHOW npobbl B Tabnuue pesynbTaToB
3HayeHuns Ct no kaHanam FAM/Green onpegeneHbl. Mpu 3ToM KpuBas QpyopecLeHL M JaHHOW Npoobbl
[0/DKHa nepecekaTtb MOPOrOBYH JIMHUIO HA Y4YacTKE XapaKTEPHOro 3KCMOHeHUManbHOro nogbema
(hnyopecueHumn.
» PHK kopoHagnpyca SARS-CoV~2 He o6Hapy»<eHa, ecnun Ans AaHHON Npo6bl B TabnuLe pesynbTaTtos
3HauveHve Ct no kaHany FAM/Green He onpefeneHo.

AHanu3 pesynbTaTtoB BbisABeHUA pparmeHToB PHK rpunna A no kaHany ROX/Orange:

 PHK rpnnna A obHapyXeHa, ecay Ana AaHHOW npobbl B Tabnuue pe3ynbTaToB 3HaveHus Ct no
kKaHanam ROX/Orange onpegeneHbl. Mpu 3TOM KpuBasa (yopecueHUUn [aHHOW npobbl LO/MKHA
nepecekaTb MOPOrOBYK JIMHUIO “Ha Yy4yacTKe XapaKTEpPHOro 3KCMOHeHUManbHOro nojbema
(hN1yopecLeHL K.

« PHK rpnnna A He o6Hapy)XeHa, ecnn AN faHHOW Npobbl B Tabnuue pesynbTatoB 3HadeHne Ct no
kaHany ROX/Orange He onpefeneHo.

AHanus pesynbTatoB BbisiBNeHUs parmeHToB PHK rpnnna B no kaHany Cy5/Red:

 PHK rpnnna B o6Hapy)XeHa, ecnn And AaHHOW npobbl B Tabnuue pesynbTaToB 3HaveHus Ct no
KaHanam Cy5/Red onpegesneHbl. [py 3TOM KpuBas hayopecLeHL MM JaHHOW Npobbl LO/MKHA NepecekaTb
MOPOroBYHO IMHUIO Ha y4YacTKe XapaKTepHOro 3KCMNOHeHLManbHOro nogbema gyopecLeHuuu.

 PHK rpnnna B He o6Hapy)eHa, ecnn Ans AaHHOW nNpobbl B Tabnuue pe3ynbTatoB 3HadeHue Ct no
KaHany CyS/Red He onpefeneHo.
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Tabnuua 18. Yuet pesynbTaToB no kaHanam FAM/Green, RQX/Qrange n CyS/Red.

Ct HEX/Yellow

a a a
(koHTpon, FAM/Green ROX/Orange Cy5/Red PesynbTat
6uomaTepunana)
PHK kopoHaBupyca
3HaueHune 3Ha4yeHune 3HauyeHune SARS-CoV-2
onpeaeneHo He onpegeneHo  He onpeaeneHo o6Hapy»xeHa, PHK
(Ct<33) nnn Ct >33 H/M Ct >33 rounna A, PHK rpunna B
He 06HapyXeHbl
3HaueHune PHK rpunna A
onpegeneHo (Ct 3HayeHue 3HauyeHue 3HayeHue obHapyxeHa, PHK
<33)/ He orpefgesieHo onpeaesieHo He onpejeneHo KopoHasupyca SARS-
He onpegeneHo nnan Ct>33 (Ct < 33) nnn Ct >33 CoV-2, PHK rpunna B He
nnn Ct >33 06HapyXeHbl
PHK rpunna B
3Ha4yeHue 3HaueHune 3Ha4yeHue o6Hapy>xeHa, PHK
He onpefenieHO  He orpejeneHo onpegeneHo KopoHasupyca SARS-
nnn Ct >33 nnn Ct>33 (Ct<33) CoV-2, PHK rpunna J1 He
06HapyXXeHbI
e o e SaRSCov MK
<33) unu Ct >33 unn Ct >33 wm Ct>33  'PunnaA, PHK rpunna B

He 06Hapy>XeHbl

35. XAPAKTEPUCTUKN KTIMHNYECKOWN 30 PEKTUBHOCTW:

PesynbTarol KIMHNYECKNX (KNMHNKO-NabopaTopHbIX MCNbITaHWN) NCMbITaHWNT (oueHKa
ANArHOCTUYECKON YyBCTBUTENBbHOCTU, CNELUBUYHOCTI) NPeAcTaBNeHbl HUXE:
JuarHoctunyeckas JunarHoctnyeckasa
Buomarepuan LleneBoii CI'IELI,I/IC*)I/ILIHOCTI:.U L-lyBCTBI/ITel'IbHOCTJb
aHanut (AoBepuTenbHbI (OoBepuTenbHbIN
WHTepBan - A1) WHTepBan - AN)
Sars-CoV-2 100%(9541 86,3-100 %) 100%(9541 86,3-100%)
H'(\)/'C?&';T"'KBM Bupyc rpunna A 100%(954M 86,3-100%)  100%(9541 86,3-100 %)
Bupyc rpunna B 100%(9541 86,3-100%)  100% (9541 86,3-100 %)
Sars-CoV-2 100%(9541 86,3-100%) 100%(954M 86,3-100 %)
pg"ﬁi’;:’im Bupyc rpunna A 100% (9541 86,3-100 %)  100% (9541 86,3-100 %)
Bupyc rpunna B 100%(954M 86,3-100 %) 100% (9541 86,3-100%)
Sars-CoV-2 100%(9541 86,3-100 %) 100% (9541 86,3-100%)
MokpoTa Bupyc rpunna A 100%(9541 86,3-100 %)  100%(954M 86,3-100%)

Bupyc rpunna B

100% (9541 86,3-100 %)

BMONOTMYECKNIA PE®EPEH MHbII UHTEPBAJ.

100% (9541

86,3-100 %)

Buonornyeckunin pedpepeHTHbI MHTEPBaN MPUMEHEHUS MEAMLMHCKOTO U3aenns oTCyTCTBYeT.
37. NHTEP®PEPUPYHOLWWME BELLLECTBA N OTPAHUNYEHWA MO NCIMOJIb3OBAHI1HO
MPOB NCCNEALYEMOIO MATEPUANA
BnusHve noTeHLMaNbHO NHTePMEPMPYIOLLNX BELLECTB Ha paboTy Habopa peareHTOB OblI0 MPOBEPEHO
B OTHOWEHUN MNOTEeHUManbHO WHTEP(EPMPYIOLLNX BELLECTB, KOTOpble OyAyT BCTpedvatbCca npu
npouegype 3abopa 6M0ONOrMYECKOro Matepuana:

1 Temorno6uH 150 r/n

2. MyuwuH 50 r/n

3. «MoynpodeH» 0,04 mr/mn
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«AM6pobeHe» 0,003 mr/mn

«bpomrekcuH» 0,016 mr/mn

«HTepepoH» 0,2 ea/Mn

. «Tepagnto» 0,071 mr/mn

Ha ocHoBaHMM pe3ynbTaTOB WUCCNefOBaHWA  MOTEHUManbHO MHTep(epupytolne BeLecTBa,
BCTpevarowmeca npu npoueaype BbigeneHns PHK 13 KNMHMYECKOro maTtepuana, OueHWBaemble npu
KOHLEHTpaunax, KoTopble, Kak oXupaetcd, 6yayT BCTpeyaTbCsi NpWM HOpPMaibHOM WCMOMb30BaHUM
Habopa peareHTOB, He 0Ka3blBalOT B/IUAHME Ha pe3y/bTaT aHannsa.

N o ok

38. MPEAYMPEXAEHWE U CNEUMNANBHBIE MEPbI MPEAOCTOPOXXHOCTW B
OTHOLWEHWUW BE3OMNACHOW YTUNTN3ALNN

> Heuncnonb3oBaHHbIe peareHTbl, peareHTbl C UCTEKWMUM CPOKOM FO4HOCTU, a TaKXXe UCNOJIb30BaHHbIe
peareHTbl, MLP nnaHweTtbl 96-1yHOYHbIE, yNAaKOBKY, 6UOIOrMYeCKMIA MaTepuan, BKoYas Matepuansi,
WHCTPYMEHTbI W MNpeaMeTbl, 3arpsa3HeHHble OWONOrMYECKUM MaTepuanom, crefyet ypanatb B
cooTBeTCTBMM C TpeboBaHuAMM CaHlMuH 2.1.3684-21 "CaHUTapHO-3NUAeMNOIOrnyeckne TpeboBaHuUs
K COAEeP>XXaHUI0 TEPPUTOPUIA TOPOLACKUX N CeIbCKUX NOCENEHN, K BOAHbIM 06beKTaM, NUTLEBON BOAE U
NMATbEBOMY BOLOCHAOXEHUID HaceneHUsi, aTMOC(EPHOMY BO3A4YXY, MOYBaM, >XWU/IbIM MOMELLEHUAM,
aKcnayaTauum nNpou3BOACTBEHHbIX, OOLWECTBEHHbIX MOMELWEHNA, OpraHM3aunuy u MNpPOBEAEHUIO
CaHUTapPHO-MPOTMBO3NMAEMMYECKMX (NPOPMNAKTUYECKNX) MEPONPUATIIA".

> OTXxoAbl, cofepxalime (MOTeHLMANIbHO COAepKaLlMe) MUKPOOPraH1M3mbl (MaTepranbl, UHCTPYMEHTSI
M NpeLMeTbl, 3arpsi3HeHHbIe GUOOrNYECKMMN XNAKOCTAMU) OTHOCATCS K 0TX0f4aM Knacca b, nognexar
0653aTeNbHOMY 06e33apaknBaHnto/06e3BpeXnBaHuUo. Bbi6op mMeToa
o6e33apaxxnsaHnsa/obe3BpexBaHnsa onpeLenseTcsd BO3MOXHOCTAMU OpraHu3aumm, OCyLLeCTBAAOLL e
MeAULNHCKYI [eATeNbHOCTb, U BbINOMHAGTCA NPU pa3paboTKe Cxembl 06palleHns ¢ MeAULMHCKUMM
oTX0faMMu.

> B cnyvae OTCYTCTBMA B OpraHM3aunm, oCyLLecTBAAIOLLEA MEANLMHCKYIO AeATe/IbHOCTb, y4acTKa Mo
o6e33apaxnBaHni0/06e3BpeXMBAHNIO WU LeHTPan30BaHHOW  cuUcTeMbl  06e3BpeXuBaHuA
MEeAULMHCKNX OTXOAOB, MPUHATOW Ha afgMWHUCTPATUBHON TeppuTOopun, Habopbl 06e33apaxmnBatoTCs
nepcoHanoM JaHHOW opraHusaynmn B mectax Ux 06pasoBaHUs XMMUYECKUMU/(U3NYECKUMMN METOLaMMU.
> OTxogbl Knacca B cobupawoTca B OfHOPa3oBYH  MArKyt  (nNakeTbl) wavM  TBEPAYIO
(HenpokanbiBaeMyto) ynakoBKY (KOHTeMHepbl) XENTOro LBeTa UM MMeroLlme XENTY MapKUPOBKY
(TOCT P 50962-96). Bbl60p yNakoBKU 3aBUCUT OT MOPONOTrMUYECKOro coctaBa 0TX00B.

> [lpn OKOH4YaTeNbHON ynakoBKe HaboOpoB ANA yhaneHUs WX U3 nogpasfefieHns (opraHusayum)
01HOpa30Bble EMKOCTK (6aKkn) MapKupyrTcs Haanuceto: "OTxoabl. Knacc B" ¢ HaHECEHMEM Ha3BaHUS
opraHusauuun, noapasgeneHuns, jatbl U aMmanMm OTBETCTBEHHOIO 3a C60pP 0TXOL0B /iMLA.

> lcnonb3yemble Habopbl M3 NoApasfeneHunii B 3aKpbITbIX 04HOPA30BbIX €MKOCTAX MepemMeLLatoT Ha
y4yacToK no ob6palieHUto ¢ oTXo4amum WauW MNOMeleHue ANS BPEMEHHOro XpaHeHUs MeAULUHCKUX
OTXO0A0B [0 nNoc/efyolero BbiBO3a TPAHCMNOPTOM CMELMann3vpoBaHHbIX OpraHu3auuin K Mecty
o6e33apaxunaHns/obe3BpexxnBaHna. JOCTyn NOCTOPOHHUX NUL, B NMOMELLEHUS BPEMEHHOI0 XpaHeHus
MeAMLUHCKUX OTXO0AO0B 3anpeLlaeTcs.

> [Mpn opraHusaumMyM y4dyacTKoB 06e33apaknBaHMA/00e3BpeXMBAHUA MELULUHCKAX OTXOLOB C
MCMoNb30BaHMeEM anmnapaTHbIX METOL0B pa3peLlaeTcsd cbop, BpPEMEHHOE XpaHeHne, TpaHCNopTUpoBaHue
MeAMUUHCKNX 0TXO0A0B Knacca b 6e3 npeasapuTensHOro obessapaxmnsaHua B Mectax 06pa3oBaHus, npu
yCNoBMn obecneveHnss HEOOXOANMbIX TPeOOBaHWNIA 3NNAEMNONOTNYECKO 6E30MacHOCTM.

> [pun 3TOM opraHusayms, oCyLecTBAAOLW AN MeAULUHCKYIO AeATeNbHOCTb, 40/MKHA OblTb 06ecneyveHa
BCEMU HeO6XOAMMbIMU PaCXOLHbIMU CpeAcTBamu, B TOM 4uC/le OLHOPA30BON YNaKOBOYHONM Tapoil.
YTunnsaumm Lo/mKHa Mojasexxarb BCA YMaKoBKa.
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> M3rotoBUTENb, NOCTABLWKK, MPOAABLbI, UMNOPTEPLI MOTYT OCYLLECTBAATb YHUUTOXEHWe Habopos,
NOTEPSBLUMX CBOM NOTPebUTENbCKME CBOMCTBA MM C UCTEKLLUMM CPOKOM FOLHOCTM, B COOTBETCTBUMN C
CaHlnH 2.1.3684-21 Kak MeguUWHCKME OTXo4bl Knacca B npu ucnonb3oBaHWM METOAOB,
COrflaCoBaHHbIX  C  TeppuUTOPUANbHLIMU opraHamu, OTBETCTBEHHbIMU 3a  caHWTapHo-
anugeMunonornyeckoe 6narononyyne HaceneHus. [lepcoHan, OCYLeCTBAAKOLWMA  YHUUTOXEHME
HabopoB, [JO/MKeH cobnogaTb npasuna 6e30nacHOCTM MPOBEAEHMS TOr0 WM WMHOro crnocoba
YHUUTOXEHMSA.

> YHUYTOXEHME W3[eNuid  OCYLLeCTBAAETCS OpraHusauyMamu, UMEKLWMUMN  COOTBETCTBYHOLLYIO
NVLEH3UIO, Ha creunanbHo 060pyA0BaHHbIX MJoLWaaKax, NOMroHax U B NOMELLEeHUAX B COOTBETCTBUE
c TpeboBaHNAMU, NPELYCMOTPEHHbIMU CYLLECTBYIOLWMMN B PP 3aKOHaMMU.

> M3roToBUTENb, NOCTABLNKMA, UMNOPTEPbLI MOTYT OCYLLECTBAATL YHUUTOXEHNE WU3LENNIA MeTOoAaMu,
COrflacoBaHHbIMW  C  TeppuTOpuaNibHbIMKU  OpraHamu,  OTBETCTBEHHbIMW 338  CaHMTapHO-
3ANUAEMMNONIOTMYEeCKoe 6/1aronoslyyme HaceneHus.

> 3genune BO BHeLWHElN YNaKOBKe C Hanv4ymMeM npeaynpeauTeNibHbIX 3HAKOB 00 OMacHOCTW cnegyet
YHUUYTOXaTb C COBNOAEHMEM COOTBETCTBYHOLWMUX Mep 6€30MacHOCTU W fe3aKTuBaLuu.

39. NH®POPMALNA B OTHOLWEHWNW MEAVNUMHCKOI O N3AENNA,
NMPEAHA3SHAYEHHOIO ANA CAMOTECTUPOBAHUA.

MeguuMHCKOe n3genve npegHasHavyeHo TOMbKO A5 NPO(eCCUOHAaNbHOI0 NPUMeHeHUs.
akcnayataunoHHas [LOKYMeHTauusa npesocTtaBnsaeTcd MNpPoM3BOAUTENEM [ANS 03HAKOMJ/IEHUA
noTpebuTenito Ha 6ymMaXXHOM HocuTene U B (JOpMe 3NEKTPOHHOIO AOKYMeHTa MOoCpPeiCTBOM

pasMeLLeHns B UHOPMALMOHHO-TEIEKOMMYHUKALMOHHOM ceTn VIHTepHET.
40. TAPAHTUN N3TOTOBUTENA

MpeanpuaTNe-N3roToBUTENb FapaHTUpyeT cooTBeTCcTBME Habopa «SARS-CoV-2/InfluenzaA/B-cKpHH»
YCTaHOB/IEHHbIM TpPebOBaHUSAM MpU  COOMAOAEHUN YCNOBMIA TPAHCMOPTMPOBAHUA, XPaHEHUs U
NMPUMeHeHNS, YCTaHOBNEHHbIX HACTOALLEA NHCTPYKLMEN NO MPUMEHEHWIO.

CpoK rogHoCTH 3aneyataHHOro Habopa - 12 mecaueB ¢ AaTbl U3rOTOBMEHNUA NPU COONOAEHUN YCNOBUIA
XPaHeHUs 1 TPaHCMNOPTUPOBKMU.

CpoOK rofHoCT/ nocne BCKPbITUA - 1 Mecal, npu Temnepatype oT - 25 go -16 °C.

Habop peareHTOB C UCTEKLINUM CPOKOM FOAHOCTU MPUMEHEHUIO HE NMOANIEXMWT.

PeknamauuMy Ha KayecTBO Habopa peareHToB «SARS-CoV-2/InfluenzaA/B-CKpHH» cnepyert
HanpaBnATb Ha NPeAnpUATNE-N3rOTOBUTEND:

000 «J1ablMak», Poccna, 197376, r.CaHkT-MNeTepbypr, HabepexHas peku Kapnosku, 4.5, nut.1, nom. 3-
H, Ten. (812) 490-75-93, e-mail: info@labpack.ru
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Ipunoxenne A. IpexynpeanreanHbie cHMBOJBI, MCNOAb30BAHHbIE NPH MADKHpOBKe Halopa
«SARS-CoV-2/InfluenzaA/B-ckpun».

Cumeon | Haumesosanne cumpona | Cumpoa | Hanmenosanne cumpona
I'OCT P UCO 15223-1-2023
) ' L )
H
g HcloME30BaTS 10 [:E] GpaTHTECh K HHCTPYKLH
¥ ! ] MO NPUMEHEHHIO
i N r N Ocrtopoxno! Obparurech kK
& Jlata H3roTOBNCHUSA A HHCTPYKUHH o
¢ s R MPHMECHECHHIO
r \.\""a . r Rl
S0 He aonyckaTh BO3AEHCTBAA IVD MeauuuHCKOe N3genne A
A. \ CONTHEYHOTO CBETa A g NMHAarHOCTHKH in vitro
[ -
d K " N ComepXUMoro 0CTATOYHO
TemmnepatypHsIil AnanazoH W JU1A OpOBeieHHA N
L 4 - 4 [KonHuecTBa TECTOB
r Q
® 3anper Ha MOBTOPHOE
. . , HCIIONB30BaAHKE

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 22

d



#TP7

SARS-CoV-2/InfluenzaA/B-cxpnn Bepcens 1.1

Mpraoxenne b. HopmaTHpHa# JOKYMEeHTALIHS

rOCT 2.114-2016

Eantan cucTeMa KOHCTpYKTOpCkoH AoKyMeHTauny. TeXHUYECKHE YCNOBHS.

I'OCT 2.104-2006

Eannan ciicrema xoHcTpykropekoit aokymentanni {ECKJI). OcHosHble HaanucH

NOCT ISO 14971-2021

H3nenus MearLIMHCKHE. I'lpuneucaue MEHCAXKMEHTAa PUCKA K MEAHINHCKAM H3ACIHAM.

NOCT P EH 13612-2010

«Ouetka GYyHKUMORANBHBIX XapaKTEPHCTHK MEAULIMHCKUX M3enHit ANA AHACHOCTHKY in
vitron

I'OCT P 56894-2016

«CBOAHLIA KOMNACKT TEXHHUECKON AOKYMEHTAUNN AN AEMOHCTPAUHH COOTBETCTBHA
ofmuM nprHNUnaM ofecneteHus §e30MacHOCTH # OCHOBHLIX (PYHKLHOBANBHBIX
XapaKTePHUCTHK MEIULAHCKAX M3Ieul AN ZHATHOCTHKY in vitro»

FOCT ISO 13485-2017

«H3zenua meamunnckue, CHCTEMB MEHeDKMeRTa KayecTsa, TpeGoBanus s uenelt
perynupopanna»

CaulluH 3.3686-21

«CaHnTapHO-3NUAEMHOIOTHYECKHE TpeGoBaRMA NC NPodUNaKTHKE RHPEKUHORHBIX
Goneznetin

CanlluH 2.1.3684-21

«CaHHTAPHO-3NHAEMHONOT HUECKHE TPeOOBaHUA K COACPKARNIO TEPPUTOPHI FOPOACKHX
H CENLCKHX MOCeNeHNi, K BOAHBIM O0BEKTaM, NUTLEBOH BOAE K NUTHEBOMY ]
BOJOCHAGKEHHIO HaceNeHNA, aTMOCGEPHOMY BO3AYXY, NOUBAM, XKNIBIM NMOMEILEHUAM,
IKCMTYaTaUHH NPOUIBOACTBEHHBIX, OGHIECTBCHHBIX NOMEIeHHH, OpraHH3aLuM K
NIPOBEACHUIO CAHUTAPHO-NPOTHBOINUACMKUECKNX (NPOPHAAKTHIECKHUX) MEPOTPHATHIN

MY 1.3.2569-09 «Opranmsauna paote naGopaTtopHii, HCNOAL3YIOWHX METOAL aMIINHKaUNK
HYKJIEHHOBbIX KUCTOT, iIPH paGoTe ¢ MaTEpUAnoM, COAEPRALUUM MUKPOOpPraHKsMel 1 - IV
rpyfin NATOTEHHOCTHY.

TOCT P UCO 23640-2015 | M3nenua MeauuMHCKWE LA THATHOCTUKY i vitro. OLEHKa CTabMIbHOCTH PEareHToD
ANA AHATHOCTHKH in vitro.

TOCT 14192-96 MapkHpoBka rpy3os.

rOoCT P §1088-2013 MeAHUMHCKHE HIJENHA % AHATHOCTHKH UM BUTPO. PearenTm, Habopal peareHToB, TecT-

CHCTEMBbl, KOHTPORbLHLIC MATCPHAN, NWTATE/ILHBIC CPEAbI. Tpe6onaum| K H3JenHAM H
NOAAEPKUBAIOLLEN NOKYMEHTALHN

I'oCT P UCO 15223-1-
2023

Hanenna meanumnckae. CHMBONBI, MPHMERACMbiE TP MAPKMPOBAHMH HA MEJHIIMHCKHX
U3AENHAX, ITHKETKAX ¥ B CONPOBOAHTENLHOH AoKyMenTaHn. Y. ), OcHOBHbIE
TpefoBanua.

TOCT P HCO 18113-1-
2015

MeAnuNKHCKHE U3NCIHA AN IHArHOCTHKK in vitro. UHdopMauua, npeaocrasnseMas
u3rotroBHTENeM (MapkupoBka), Yacts 1. Tepmun, onpeaenena n obwune TpeboBanua.

roCT P HCO 18113-2-
2015

MeaHUMHCKHE WINEAHA ANS AHAHOCTHKM in vitro, Hudopmauus, npeaocTasnseman
mirorosureneM(Mapknposka). HacTts 2. PearenTsl ANA AHATHOCTHKH in vifro AN
NpodeCCHOHANBHOTO NPUMEHEHNA

IOCT 3885-73

PeakTHBB W 0COG0 YHCTHIE BELLECTBA. Ipasnna npuemka, ovGop npob, dacoska u
MapKupOBKa.

roCT P 51352-2013

MeAHUHHCKHE H3ZETHA NS ARATHOCTHKH MH BHTPO. MeTonbt HCnLITAHUA.

I'OCT 31508-2012

Hagenna meanunnckue, Knaccudukauna 8 3aBUCHMOCTH OT NOTEHUMANBHOTO PUCKA
npumMererns. Obmue TpeGopanua.

-,

rOCT P 58144-2018

Boaa auctunauposanuan. TexHuIEcKue ycnosua

roCT 33781-2016 YnakoBka notpeSuTenncKas H3 kapToHa, Gymarn n KOMGHHHPOBAHHLIX MAaTEPHANOB.
Obwne rexHuueckre ycnobua. Qe TeXHHHECKHE YCNOBUA,
FOCT 15.309-98 Cnctembt pa3spaGoTKH M NOCTAHOBKH NPOAYKLMH Ha fpox3soacTeo. Menmtannan

npHeMKa BeImyckaeMmoit mpoaykiu. OCHOBHBE NONOKEHHA

fTpumevanue~ Yeasannoe avtmie cmandapme: Gouru OeliCmeyIoujuMit HQ MOMENM YIMBEPNCOCHUR UHCMPYKYUN NO
npumenenuio. B Oanvweiiutem, npu nonvb3oanuu OOKYMEHMOM, HERCCOOOPAZNO NPOGEPUMb OLIiCMmEU¢ CCLINOUHLIX
HOPMAMUGHBIX OOKYMEHNOE HA MeRVU Uil MOMeHm. ECIu cootAounbitt DOKYMEHI 3aMCHER W UIMEHER, MO NPU NPUMENeNUY
RaAcmosujezo OOKYMeNma credyem nojb308amecR 3MENEHHM (UIMEHERRBIM] DOKYMERMOM.
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