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Copepsxanue

HasHadeHue 1 NOPAI0K UCTIONB30BaHUA Habopa peareHTOB
[IpuHiun metona

Orpanuuenus MeTona

Kommuiektanus Habopa

AHaMTHYECKHE XapaKTepUCTUKH Habopa

OrpaHudeHust MeTozia

Mepsi Ipen0CTOPOKHOCTH

O6opynoBaHKHe 1 MaTEPHAJIBI

Ananuzupyemsie 00pa3ibl

ObecnegeHue KaueCcTBa UCCIEIOBAHUH

IIpoBenenue anamiza

Cpox TOmHOCTH, YCJIOBHS TPAHCIOPTHPOBAHHUS M XpaHeHud Habopa
["apanTuiineie 0053aTE/ILCTBA IPOU3BONUTEILS

@opma roauM peKiaMaliii

CuMBOIIBL, MPUMEHSIEMBIE 11 MAPKUPOBKY Habopa peareHToB
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1. HaznaveHue ¥ MOPSIOK HCIO0IL30BaHNA Ha0opa peareHToB
1.1. Habop pearentor «MIMBHUAH-SARS-CoV-2-IILIP» nns BIAENEHHS W KadeCTBEHHOTO
seisBnenus PHK supyca SARS-CoV-2 B wimHHYeCkoM Matepuaie denoBeka merogom OT-IIIIP B

pexuMe peansHoro spemenu mo TY 21.20.23-003-41390295-2021, Cepust 030321, Cepus 040321,
TpenHasHa4YeH s BeiAeNeHus U kagectsenHoro seiBineHus PHK xoponaBupyca SARS-CoV-2 B
Ipernapatax HyKJIeHHOBBIX KHCIOT (aHATHM3UpyeMBble 00pasifbl), BEIIEISHHBIX U3 NP00 KIMHHYECKOro
MaTepuaia 4eI0BeKa, MOJYyYEHHBIX HpPH B3ATHH Ma3ka M3 HOCA, HOCOTJIOTKM H/HIIM POTOITIOTKH,
METOIOM TONUMepasHoil memHo# peakuuu ¢ oOpatHoM TpaHckpunuumed (OT-IILP) B pexume
PEaEHOr0 BPEMEHH, IUIA AHATHOCTHKY 1n Vitro.

Moxazanust

HabGop pearentoB «MMBHAH-SARS-CoV-2-IIIIP» nnsi BeIAENEHWS W KadeCTBEHHOTO
seissiicHus PHK supyca SARS-CoV-2 B ximHuueckoM matepuane denoseka metomom OT-ITLP B
pexume peansHoro Bpemenu mo TY 21.20.23-003-41390295-2021, Cepusa 030321, Cepusa 040321
(manee, nabop peareator «MMBUAH-SARS-CoV-2-TIL{P») crnenyer ncnomb30BaTh:

- Kak OCHOBHOE CpPEICTBO 3THONOTHYeCKOi nabopatopHo#t muarHoctukn COVID-19 y
TALHAECHTOB C KIIMHAISCKUME TIPOSIBIICHHSIMU BHPY CHO-0aKTEPHAIBHBIX TIOPAXKEHHUI JTErKHX,

- TIpu 00cneoBaHNH NAUMEHTOB ¢ cumnTomamu OPBH;

- TpH 00CIeIOBaHUH JINII, KOHTAKTUPOBaBIIMX ¢ MHGUImpoaHHEIMA SARS-CoV-2, ¢ nensro
IETEKIMHA PaHHEeTo TIeproIa, 0EeCCUMITOMHBIX B CTEPTHIX (opM 3abonepanus;

- TIpu 00CIeI0BaHAH JINI, TIPHOBIBAIONINX U3 PETHOHOB C BRICOKMM YPOBHEM MHQMIMPOBaHMA
SARS-CoV-2 u ux noBTOpHOE 00CIIEIOBAHUE TIEPE BEIXOIOM K3 00CEepBaLiy;

- TapajUlelbHO ¢ MMMYHONOTHYECKMMH TecTamu it onpeneneHus SARS-CoV-2-cratyca
obceayemMoro.

IIpoTHBONOKA3AHHUSA

IIpy HCHIONB30BAHMH CHELUalbHO O0YYEHHBIM MEPCOHAJIOM M C Y4ETOM NpPUMEHEHHS II0
HA3HAYCHHIO [IPOTUBOIIOKA3aHUS HE BBIABICHBL.

1. Mcrexinmii cpok rogHoCTH Habopa peareHTOB

2. HapyuieHnue BHyTpeHHEH yIIaKOBKM KOMIIOHEHTOB Habopa.

3. BHelHyH BU KOMIIOHEHTOB HE COOTBETCTBYET UX ONMUCAHUIO B HHCTPYKIHH

4. Henapnnexaiuue yClIoBHs XpaHEHUS U /WM TPAHCIIOPTUPOBAHUS Habopa pearcHToB.

5. Jlpyrue nDpOTMBOIOKA3aHUS OTCYTCTBYIOT, 3a HCKIIOUEHHEM CiydaeB, korma 3abop
MaTepuaa He MOKET OBITh OCYIIECTBICH IO MEIUIIMHCKAM ITOKA3aHMUIM.

1.2 Habop peareHTOBR npenHa3Ha4e€H TONBKO I NMPO(ECCHOHAIBHOrO MCIOIb30BAHUSA B
MENULIMHCKMX M HAYy4HO-MCCJIENOBATENbCKUX YYPSKIEHUAX, pabotra nabopatopuifi KOTOPBIX
obecriedeHa B COOTBETCTBHM C TpeOoBaHMSAMHM 3aKOHOJATENbCTBA B Ccepe CaHUTApHO-
3MUAEMUOIOTHIECKOr0 OIaromoy Ims.

1.3 Jlnsa paboTsl ¢ HAOOPOM pEeareHTOB COTPYAHHKH JIaD0OPaTOPHK NOJIKHBI UMETh CPEIHES
WH BhICIIEE 00pa3oBaHKe (MEIULMHCKOE, OMOJIOTHYECKOE, BETEPHHAPHOE), MPOIIEAINHE IOATOTOBKY
Ha JIMLEH3MPOBAHHBIX Kypcax 1o pabore ¢ MukpoopraHusmamu Il rpynm maToOreHHOCTH W KYPCHI
TIOBBIIIEHMS KBaNM(UKALMKM 10 MOJEKY/IIpHO-Omonormueckoi auarHoctuke. [lpum 3tom, k pabote
JOITY CKAXOTCSl CHELUANIUCTEI, NABLIME MUCHMEHHOE COTJIACHE W MPOIIEIIHE MOATOTOBKY/HHCTPYKTaXK
10 Bonpocam obecneyeHus Tpedopanuii Ouonornaeckoi 6€30MacHOCTH, IPOBEIEHHBIH COTPY AHUKAMHU
opranusanui ¥ yupexneHui PocotpebHanzopa, 0CymMECTBASHOIMX ASSITENBHOCTh ¢ BO30Y IUTEIIMU
uHpeKIMoHHbIX Oone3neit wenosexa II rpymmer matoreHHoct (paboTa MO MPOBENCHUIO TaKHX
MHCTPYKTaKeH OpraHusyeTcd Ha TEPPUTOPHAIIEHOM YPOBHE MyTeM cOopa obpaineHnii, GopMUpOBaHHSI
y4eOHBIX TPYIII [IPH COTTIACOBAHHH TEPPUTOPHATLHEIX OpraHoB PocriotpebHanzopa).

1.4 3anpelnaeTca HCIOoIb30BaTh HA0OP PEareHTOB B CIEAYIOUIUX CIyYasX:

- BBIABJICHO HApYyIICHUE YCIIOBKI TPaHCTIOPTUPOBKH H/MJTH XpaHeHus Habopa peareHToB;

- BHEIITHUH BUJ KOMIIOHCHTOB HE COOTBETCTBYET MX OIHCAHHI0 B HACTOSIIEH HHCTPYKIHH;

- HapyIIeHa BHY TPEHHSS YIIAKOBKA KOMIIOHEHTOB Habopa;

- ICTEK CPOK F'OJTHOCTH HadOpa peareHToB.

1.5 Halop peareHTOB ClIEOyeT WCIONb30BaTh B CTPOrOM COOTBETICTBHH C TPEOOBaHMAMH
HACTOAINEH MHCTPYKIHMH 110 PHUMEHEHHTO.




®yHKUMOHAIBbHOE HAa3HAYeHHe. [/t IUaTHOCTUKY in Vitro; HaGop peareHTOB NpeIHA3HAYEH s
BelCNIEHUA U KauyecTBeHHOro Beigsienus PHK xoponaBumpyca SARS-CoV-2 B mpemaparax
HYKIIEMHOBBIX KHCIIOT (aHaIM3MpyeMble 00pasms), BRIACICHHBIX U3 NMPO0 KIMHUYECKOTO MaTepuala
HENI0BEKa, IMONYYEHHBIX MPH B3ATHH Ma3ka M3 HOCA, HOCOTJIOTKM W/WJIA POTOIJIOTKH, METOIOM
MOJIMMEPA3HOX IENHOH peakuuu ¢ obpatHoi TpaHckpummedt (OT-IIIP) B pekuMe peanbHOIO
BPEMEHH.

ITpumenenye H3aeIMA HE UMEET MOMYJISIMOHHEIX H IeMOrpad)UyecKiX acreKToB.

2. llpunuun mMerona

MeTtox uccnenosanys COCTOMT M3 HECKOIBKUX 3TamoB: Beigeneane PHK SARS-CoV-2, peakuus

obparHo#t Tpanckpummu PHK u IIP-ammmdukamu xJHK ¢ onHOBpeMEeHHOH meTeKIueit
pesynbTaTa.

W3 xymHudeckux o0pasnoB mpoussonurcs okcrpakums PHK  SARS-CoV-2, kotopas
TOZIBEPracTcst O0paTHOH TPAaHCKPHNIMH C IOMOINBI0 PEBEPTa3bl. YdYacTku nomydenHoit kJ[HK
aMIUTU(DHUIMPYIOT TP MOMOIM CreHM(HIHBIX K JaHHBIM y9acTKaM mnpaiivepos u depmenta Tag-
HonuMepassl. B COCTaB peaKkLHMOHHOM CMECH BKIIOUEHEHI (DiIyOpECLIEHTHO-MEUYEHBIE ONMTOHYKIIEO-
tipsl (JHK-30mner). [Jlanmeie JIHK-30HIBL conepikaimie (IyOpECHEHTHYH METKY M TacHTENb
(ryopecuerimy, —ruOpEAM3YIOTCA ¢ KOMIUIEMEHTADHBIM  y4acTKOM  aMILTH(HIMpYEMOi
kJTHK-myenn. [Ipu o6pasosanuu cretmduaHoro npoaykra JIHK-30H1 paspyimaeTcs, Bo3zeicTRHE
racuteliss Ha (NIyOPECUEHTHYI0 METKYy mNpeKpamaercs. B pesyibrare MPOMCXONMT HApacTaHHE
HHTEHCUBHOCTH  (Quiyopecuesimy.  KonMUecTBO  paspylI€HHBIX  30HIOB  VBENHYUBAESTCA
NPONOPIHOHAIIBHO KOJIMYECTBY 00pa3oBaBLIMXCH CHELM(DHIESCKAX AMILUIMKOHOB. HapacTarommii
yPOBeHb (IIyOpECHEHIMM H3MEpPSeTCS Ha KakKIOM I[MKIE aMILIMQHUKAIAH. OTO II03BOJISET
PEruCTPHPOBaTh  HAKOIUICHME  CHEUM(MYECKOro  Tponykra  ammidduxaumu.  JleTexuus
(bIIyOpECIIEHTHOTO CHrHaja OCYLIECTBISETCH HEMOCPEACTBEHHO B xome I[P ¢ MoMOMbBIO
aMILTH(UKATOPA C CHCTEMOM JETEKIHH (IIyOPECLIEHTHOrO CHTHAMA B PEKIME «PeaTbHOIO BPEMEHI).

Obparnas Tpanckpunms PHK u [TLIP-ammmdukanus kJHK mpoBonsTcs B 0HO#M IpobupKe.

B cocras Habopa peareHTOB BXOJAT:

- Iapa OJIMIOHYyKJICOTHIHBIX NpaiiMepos i aMmumHdukanuu k/IHK koporasupyca SARS-CoV-2
¢l

- 11apa OJIMI OHYKICOTHHBIX NIPAMEPOB Ul aMINTH(HUKAHH HYKICHHOBBIX KHCJIOT BHY TPEHHETO
KOHTPOJBHOTO 00pa3ia (BUPTyalbHasl II0C/IEN0BATENEHOCTS — B IPHPOJE HE BCTPEYAETCS);

- Jisa QuryopecHeHTHeIX 30818 (FAM u HEX).

CurHanmel (IyopecueHIMY pErHCTPHPYIOTCS HE3aBHCHMO [APYT OT APYra IO CIEAYIOLIHM
KaHallaM:

- FAM — x/THK xoponasupyca SARS-CoV-2;

- HEX — BKO (BHyTpeHHuit koHTpois OT-TIL[P)

3. Orpannyenus: MeTosa

3l OrpaHr4enus MeTOa, CBIA3aHHBIE ¢ 0COOEHHOCTIMH Habopa PeareHTOB.

Tect He BbIBISET HamMuMe KopoHaBHpyca SARS-COV-2, ecnmu €ro KOHIGHTpamus B
HCCIIe/lyeMOM 00pasiie MEHbIIE 3asBIEHHOrO MPOM3BOAMTENEM TMPENENa ONpeAeneHus (cu. n. 3.1.
Hacmosiyell UHCImpyxyuy),

32, Hurepdepupyronrie BemecTsa (MHrHGHTOPEI

OmHoOli M3 OCHOBHBIX TIPUYMH COMHMTENBHBIX M JIOKHOOTPHMIATENHHEIX pe3yisTatos IIL[P
SBIAETCS HANHIHE MHTEPYEPUPYIOUMX BEINECTB (MHIHOMTOPOB) B MCCIEAyeMoM obpasue, T.e.
cozmepKaHue MyIuHa (10 5% no 06BéMy) Wi HenbHOM Kposu (10 5 % 1o 0656Emy).

IlpusnakoM wuHrubuposanus I[P sBIACTCS OHOBPEMEHHOE OTCYTCTBHE amMImuKaIm
BHYTPEHHETO KOHTPOJIA ¥ CELM(PUIECKOTO MPOIYKTA.




JInst CHIDKEHHSI KOMMYECTBA HMHrHOMTOPOB HeoOXomMMO cTporoe cobimoneHuwe mpaBui oTbopa,
OOCTaBKM M XpaHEHHsS HCCIeNyeMOro MaTepuajia, a TakkKe HEYKOCHHTEIHHOE BBIIIOIHCHUE
TpeboBaHIi HHCTPYKIMH Ha BCEX 3Tarax NoAroToBku npod ams ITLIP.

4. Komnrexktanus sabopa

4.1. Habop peareHTOR BBITYyCKAETCS B ABYX BApHAHTAX KOMIUICKTALIHH:

- Kommext Nel—paccuutan Ha 96 aHami30B, BKIIIOYAs KOHTPOJLHBIE 00pa3Libl, peaKIHOHHAS
CMEeCh COCTOMT M3 JIBYX KOMIIOHEHTOB U pac(acoBaHa B IPOOUPKU.

- Kommnext No2—paccuutan Ha 96 aHami30B, BKIIOYAas KOHTPOJBHBIE 00pasiml; roroBas
peaKIMOHHAs cMech pacdacoBaHa B JYHKH MuKpornaHmera. Heo0Xommmo B KaXKAyl0 MOCTAHOBKY
aHaIM3MpYyeMbIX 00pa3ioB BKIIOYaTh BCe KOHTponbHBIE o00pasmsr («OKy, «IIK», «K-») c
WCTIONIB30BAHUEM ITPOTPAMMHPYEMOro aMmmukaTopa ¢ CHUCTEMOI JeTeKuuH (IyopecLEeHTHOro
CHTHAJIA B PEKUME « PEATEHOTO BPEMEHMY.

Kommekr Nel mnpennasHaueH s nocraHosku OT-IIHP B peassHOM BpeMEHH Ha

aMIUTH(UKATOPE [UIAHIIETHOTO U POTOPHOTO TUIIOB.

Kommnexr No2 mnpenHasHadeH g mnoctaHoBkd OT-IIL[P B peassHOM BpeMEHH Ha

aMITMQUKATOPE TONBKO TUIAHIIETHOrO THITA.

BosmoxHE oTAensHBIe TocTaHoBkM aHaymsa OT-TTLP: va 12 ananusos 1o 8 00pa3oB, BKIHOYAs
KOHTpPOJIbHBIE 00pa3LIbL.

4.2, CocraB KOMIUIEKTOB HabOpa pearcHTOB

Habop peareHTOB € 3KCIUTyaTallHOHHOM TOKYMEHTAIHEN, B COCTABE:

1. Komnnexr Nel— paccuuran Ha 96 aHami30B, BKIIOYast KOHTPOJIBHEIE 00pa3iibl, peakMOHHAS
CMECh COCTOMT M3 IBYX KOMIIOHEHTOB U pac(acoBaHa B MpoOMpPKHU:

Yacrs 1:

- «JIuP» - muzupyromuii pacteop - 1 ¢raxon (30,0 + 0,5 mu)

- «PII» - pearenT U1 npenunmrTaimy - 2 ¢naxona (30,0 + 0,5 mm)

- «IIP-1» - npomeiBo4HBIi pacTBOp Nel - 2 ¢nakona (25,0 + 0,5 mn)

- «ITP-2» - mpombIBOYHBIH pacTBOp Ne2 - 2 ¢makona (25,0 + 0,5 mm)

- «BP» - 6ydep s pactBoperus - 1 daxon (10,0 + 0,1 mur)

Yaers 2:

- « BKO» - BHyTpeHHU! KOHTPOIIbHBINA 00pa3en (BUpPTyanbHas MOCIEI0BATEIEHOCTh, HE
BCTpeYarowasics B npupoae) - 1 mpobupka (120 + 10 mxur)

- «Muxe-OT» - peaximonnas cmecs st OT-ITLP - 1 npobupxka (1,3 = 0,1 mu)

- «DP-emech» - cMeCh TeHCHENM(UYHBIX ONUTOHYKIEOTHAHBIX IPaiMEPOB ¥ (ITy OPECIIEHTHO-
MeueHoro 30H1a 1 npobupka (200 £ 10 vk )

- «ITK» - nonokuTenpHbI KOHTPOIb, cofepkur cneuuduaeckue dparmentsl kIHK Bupyca
SARS-CoV-2 (B cocTaBe TeHHO-MHKEHEPHBIX KOHCTPYKImii) - 1 mpobupka (120 + 10 mx)

- «OK» - oTpUIIaTENbHBIN KOHTPONB, HE CONEPIKUT crienuduueckue (parmentst K IHK Bupyca
SARS-CoV-2 - 1 npobupka (1,5 + 0,1 M )

= «K (-)» - oTpHIIaTENbHBI KOHTPONIb KOHTaMUHAIWH - 1 npobupka (120 + 10 mx)

- UHeTpykums no npuMeneHuto (1 mT);

- AramuTHyecKkuil macnopT (IacmopT KOHTPOJIS KauecTBa).

2. Komnnext Ne2— paccunTtaH Ha 96 aHAM30B, BK/IHOYast KOHTPOJIBHBIE 00pasiibl, TOTOBAL
pEaKUHOHHAasA CMECh pac(acoBaHa B JIyHKHA MHKPOILIAHINIETA:

Yacrs 1:

- «/InP» - musupyroumwmii pacteop - 1 ¢uaxon (30,0 £ 0,5 mMn )

- «PID» - pearenT mnd nperpnuTaimy - 2 dnaxkona (30,0 £ 0,5 v )

- «IIP-1» - npombIBoTHBIT pacTBop Nel - 2 duaxona (25,0 + 0,5 M)



- «I[P-2» - mpombIBO4HBIH pacTBOp Ne2 - 2 axona (25,0 + 0,5 M)

- «bP» - 6ydep nna pactBopenus - 1 pnaxon (10,0 + 0,1 v )

Yacre 2:

- «BKO» - BHyTpeHHMH KOHTpDOJBHBIA 00pasel] (BUpTyaibHAs IOCIENOBATETHHOCTh, HE
BCTpeYaancs B npupoje) - 1 mpobupka (120 + 10 mx)

- «PC» - rotoBas peaxuuonHas cmech ams OT-IIL[P, mosupoBaHHas B MMKPOILIAHILET,
3alasHHBINA TUIEHKON - 1 MMKpOILIAIIET B JIYHKaX KOTOPOrO M03MPOBaHO mo 15 + 0,5 MK roToBoif
PeaKIOHHON CMECH

= «IIK» - mONOKATCIBHBIA KOHTPOINb, COMEPIMT crienududaeckue dparmentsl kIHK Bupyca
SARS-CoV-2 (B coCTaBe reHHO-HIKEHEPHBIX KOHCTPYKImi) - 1 mpobupika (120 + 10 mxr)

- «OK>» - oTpHIaTenbHEIHKOHTPONL, HE COaEPKUT cremwbrdeckue Qparments KJHK Bupyca
SARS-CoV-2 - 1 npobupka (1,5 + 0,1 mi1 )

- «K (-)» - oTpuuaTensHbIi KOHTPOIE KOHTAMHHAIWMH - 1 npoGupka (120 + 10 Mxn)

- MHcTpyKums no npumenerno (1 mwr);

- AHQJIMTHYECKUH 1ACTIOPT (ACIIOPT KOHTPOJIsSl KAYECTBA).

Tipuvedanne. AHATUTHYECKHH MMACHOPT JOJKEH MPHAATaThCH K KAXKEOH MOCTABKE B OTHOM SK3EMILTAPE
HE3aBMUCHMO OT KONU4YeCTBA HﬁﬁOpOB pPearcHTOB B IIOCTARKE.,
Buumanne! HaGop pearentos «MAIMBHAH-SARS-CoV-2-IIIIP» xpanuts npu TemnepaType
muHyc 18 - Munyc 40 °C B cyxom, 3aIMIIEHHOM 0T CBETA MECTE.
Bcee xommnonenTs! (kpome «PC» sl KOMILTEKTA 2) MOKHO Pa3MOPAKHBATE- 3aMOPAKUBATE
He OoJiee 50 pas!
Buumanue! He nonyckaercs IOBTOPHOE 3aMOpakABAHHE KOMIOHEHTa «PC».

S AHaTHTHYECKHE XapAKTePHCTHKH HaGopa
5.1, YyBCTBUTENEHOCTE

HyBCTBHTCIBHOCT HalOpa pEarcHTOB ONPEHEUIM C HCIONb30BAHHEM KOHTPOJBHOM NaHEH
obpasnos «AHTH-SARS-CoV-2-TILIP-YC», comepikammix i He COACPIKALIEX HMHAKTHBHPOBaHHY10 PHK
supyca SARS-CoV-2 (nmpomssomutens OUI] ®TM). UyBCTBHTENHHOCT Habopa pPEareHTOB C
obpasuami KOHTPONLHOM Takesn 6e3 JIOKHOOTPULATENBHBIX PE3yJIBTATOB NO/DKHA OBITh HE MEHES
100 %.

5.2.  Amanutnyeckas 9yBCTBHTENbHOCTS ([Ipenen oOHapy KeHIs).

Hpenen obHapy:xeHus Habopa PearcHTOB ONPENEISUIH C WCTIONB30BAHMEM KOHTDOIBHOMN MaHemw
0dpasnos «AHTH-SARS-CoV-2-TIIIP-IIO», arrecroBannoit OKK mpempustist 000 «AMBUAH
JIAB», conepkamux HCKYCCTBEHHO cuHTe3upoBanHyto PHK SARS-CoV-2, u o cocrasmser 1,0x10°
komuii PHK  koponasmpyca SARS-CoV-2 B 1 min asHanmmsupyeMoro ofpasuma 3asBlieHHBIH
NpOM3BOAMTCEM Habopa peareHTOB mpenen OOHApyKEHHsA JOCTHraeTcss IPH  COGIIHONEHHH
PeTIaMCHTHPOBAHHBIX ~TIPAaBHJI  B3STHS, TPAHCIIOPTHPOBKM, 00paboTku u  XpaHeHus 1pob
KIIMHWYCCKOT0 MaTepHana, a Talke NP BBIIOTHEHHH TPeOOBaHMI HACTOSIIEH HHCTPYKUMH (C. 7. 8
«Ananusupyemsie obpazysr» u n. 9 «Obecneueniie Ka4ecmea UCC1edO8anuy).

5.3. CroenmdnarocTs

Creumduytocts HabOpa pPEareHTOB ONpPEENsIA C MCTONB30BAHMEM KOHTPOILHONH TaHEeTw
06pasuos «AHTH-SARS-CoV-2-IILIP-YC», comepikallix i He COTSP/KALIUX HHaKTHBHpoBaHHYI0 PHK
Bupyca SARS-CoV-2 (mpomssomutens OUI[ OTM). CremmdudHOCTSH Ha0opa pearcHTOB C
obpa3namu KOHTPOTbHON NaHenu Ge3 JoKHOMOMOKUTENLHBIX PE3y/IbTATOB IOIDKHA OBITh HE MEHee
100 %.

54. AnanyTHYeCKas CrenGuIHOCTE




Ananmtuyeckas cnenr@uyHOCT, Habopa peareHTOB OblIa  ONPENENieHa IMOCPEACTBOM
MCC/IENIOBaHMA 00pasloB HYKJIEMHOBBIX KMCIOT pECHHUPATOPHBIX wuHGEKIwi, Bo30yauTenei
PECIMPATOPHBIX MH(EKIMI: BHPYCHl IpHNma THIa A W B, pecrnupaTopHO-CHHIMTHAILHBIA BHPYC
(PCB), Sumnreiin-bapp Bupyc, Mycobacterium tuberculosis, Streptococcus pneumoniae, Haemophilus
influenza type B, Legionella, Chlamidia pneumonia, Adenovirus, HCoV, Rinovirus, Enterovirus.

Ipy TeCTHPOBaHMM BBIIENIEPETHCIICHHBIX 33BEOMO OTPUIIATENBHBIX 00PAa3I0B TIOJOKHUTELHBIE
PE3yNbTATHI OTCY TCTBOBAJTH.

5.5. IToBTOPSAEMOCTD M BOCIPOU3BOIMMOCTh

BryTpucepuiias moBTOPAEMOCTh aHaiM3a ObUTa IPOTECTHPOBAHA C HCIONB30BAHMEM TpPEX
TIOJIOKUTENBHBIX 00Pa3IoB M OTHOT0 OTPHULIATENHHOr0 00pasiia B IATH OBTOpax Habopa pEarcHToB.
- 3 OTpHUATENBHBIX 00paslia KIMHHIECKOTO MATepHaia U3 HOCAa W HOCOIVIOTKH H/HJIM POTOTTIOTKH OT

3MOPOBBIX MAlKMeHTOB (OpLTH MoaTBEpsKACHHE HA oTcyTcTBHE PHK BHpyca SARS-CoV-2 ¢ MOMOLIBH0
3aperucTpuposanHoro B P@ nabopa cpasrenus («Peanbect PHK SARS-CoV-2» npoussonctea AO
«Bexrop-bect» cepusa 7335 or 2020-04-01)). O6pasis! OBITH KOHTAMHHHPOBAHBI ITAMMOM BHpPYCA
SARS-CoV-2 B xomuuectse 0,1 1g TCID50/mn (1x10° I'3/mit) — kox o6pasma IT1-113.

- 1 oTpunatensHbIi 00pa3el] KIMHHYECKOr0 MaTepHalia U3 HOCa W HOCOTJIOTKM M/HIM POTOTIOTKH OT
3M0POBBIX MalueHToB (OpLTH noaTBepKaeHE Ha otcyTcTBre PHK BHpyca SARS-CoV-2 ¢ moMomsio
3aperucTprpoBaHHoro 8 P@ nabopa cpasHenns («Peanbect PHK SARS-CoV-2» mpoussoactsa AO
«Bekrop-bect» cepus 7335 ot 2020-04-01).

KosddummenT Bapualiuy BHY TPHCEPHIHO# IIOBTOPSEMOCTH He TIpeBbIIacT 8 %;

MexcepuiiHas BOCTIPOM3BOJIMMOCTE aHANM3a Oblia MPOTECTHPOBAHA C HCIHOIB30BAHHMEM TpPEX
TOJIO/KUTENLHBIX 00pPasiioB W OJIHOr0 OTPHIATENEHOro 00pa3sua B ISTH TOBTOpaxX Habopa pearcHTOB
OIOHOH CEpUH

- 3 oTpHUATENBHBIX 00pasiia KIMHHYECKOro MaTepuala U3 HOCa ¥ HOCOTIIOTKH H/HIM POTOIJIOTKH
OT 3J0pOBBIX TaUMeHTOB (ObUik moxTBEp:AeHBI Ha oTcyTcTBHe PHK BHpyca SARS-CoV-2 ¢
IIOMOLIBI0  3aperucTpupoBanHoro B P® nHabopa cpaBHenus («Peanbect PHK SARS-CoV-2»
npoussoacTea AO «Bekrtop-Bect» cepust 7335 ot 2020-04-01). O6pasipl KIMHAYECKOTO MaTepHaa
M3 HOCA W HOCOIJIOTKH W/WIM POTOTJIOTKM OT 3JOPOBBIX NALMEHTOB OBUIM KOHTAMHHHDPOBAHBI
mrammoM Bupyca SARS-CoV-2 B xomuuectse 0,1 1g TCID50/mn (1x10° T'3/mn) — xox obpasua I11-
I13.

- 1 oTpunatensHelii 06pasen KIMHHYIECKOro MaTEpHaa U3 HOCa M HOCOTTIOTKH W/HIH
POTOIJIOTKH OT 3[A0POBBIX MAMEHTOB (ObUTH MoATBEPKACHS! Ha oTcyTcTBHe PHK BHpyca SARS-CoV-
2 ¢ MOMOMBIO 3aperucTpupoBaHHOro B PO Habopa cpaBuenms («Peanbect PHK SARS-CoV-2»
npoussonctea AO «Bexrop-Bect» cepus 7335 or 2020-04-01).

Koadduument sapuamyn MeKCepHHHON BOCIPOM3BOAMMOCTH He TIpeBbImacT 8 %.

5.6. Uutephepupyrotime Benectsa (MHEru0uTOpSI

Conepixarue MymmHa (10 5 % 10 065EMy) WK LENbHOM KPoBH (10 5 % 110 06beMy) B Ma3Kax u3
HOCa, HOCOTTIOTKH /WM POTOTTIOTKY HE BIHUSIOT HA PE3y/IbTaT aHAIU3A.
JlMarHocTiHIecKas IyBCTBUTEILHOCTS Habopa Ha MOIOKUTENBHBIX 06pasiaxX MAMEHTOB oKa3ama 100
% TyBCTBUTENbHOCTH (MHTEPBAN 98,81%-100%, ¢ 10BEpUTENLHOM BEPOSTHOCTHIO 95 %).
Huarsoctideckas cnieluuyHOCTs Habopa Ha OTPULIATENBHEIX 06pPa3Lax MalHeHToB nokasana 100 %
9YBCTBHTENBHOCT (MHTEPBAT 98,51%-100%, C MOBEPUTENBHOM BEPOATHOCTEIO 95 % ).

OrpanuyeHuss MeToaa

3.6. OrpaHuyeHns METOA, CBA3AHHBIE C 0COOEHHOCTAMH Hab0pa PEarcHTOR
Tect He BBIABIIAET HamyHe KopoHaBHpyca SARS-CoV-2, ecnu ero KoHneHTparus Messure 1,0%103
xormuii PHK xoponasupyca SARS-CoV-2 B 1 M1 aHaimsupyemoro obpasiia.
6. Meps! IperoCTOPOKHOCTH.,




ToTeHmansHb puck npumeHerus Habopa — kiace 3 (Ipukasz M3 PO ot 06.06.2012 Ne 4n).

JlaGopatopuu, Bemonusiompe uccnenosanus o BeimBiaennio PHK SARS-CoV-2, ob6ssane!
obecrieunBaTh 0€30MaCHOCTs PabOTHl B COOTBETCTBHH C TpeOOBaHHMAMM 3aKOHOIATENLCTBA B chepe
CaHMTAPHO-3MHAEMHUOIOTHYSCKOT0 01ar OOy JHsL.

ITpu pabote ¢ Habopom crexyer cobmonars Tpebopanus ['OCT P 52905-2007 «JIabopaTtopun
menummHckue. CoriacHo BpemeHHBIX MeTommyeckux pexomennanuii «IIpodunaxtika, JHarHOCTHKA
W JIcYeHHe HOBOH KopoHasupycHoi unpexipum (COVID-19)», yrBepiaenssx Munsnpasom Poccuun
03.09.2020 (Bepcust 8), Bce 00pasiel, TONyUEHHbIC Ui Ja0OPATOPHOTO MCCIEAOBAHUS, CIELYET
CUMTATD TIOTCHUMAIBHO HHMHIMPOBAHHBIMHY, 1 TP PaGoTe ¢ HUMH TOIDKHEI YIHTHIBATECS TPEOOBAHMS
CIT 1.3.3118-13 "Besomacuocts paborel ¢ Mukpooprammsmamu | - II rpynnm martoreHHOCTH
(omacuoctu)". ITpu padore ¢ HabopoM peareHTOB HeOOXOAMMO OXHOBPEMEHHO O00ECIICYHTh H
co0JroaTh MEPCOHANOM MMpaBuia Ouonorngeckol Oe3omacHOCTH W TpeOOBaHUS K OpPraHU3alMH H
TIPOBEICHHIO JaHHBIX paboT ¢ LENBI0 NMPEeJOTBPALlCHHS KOHTAMUHALINY HYKJICUMHOBBIMI KHUCIIOTAMH H
(MM) aMIUTHKOHAMH MCCIIeNyEeMbIX Ipo0 MmoMelleHuit # 000py ToBaHHs.

6.1. TpeOoranus K IOMEUICHUAM, 000PYIOBAHIIO, PACXONHBIM MaTepHAIAM.

Temnepatypa B MOMELICHUSX JIAOOPATOPHH TIPU IIPOBEACHUM UCCIENOBAHMEI NoMKkHA ObITE OT 20
1o 28 °C, oTHOCUTEIBHAA BIAXHOCTH - 0T 15 no 75 %.

UccnenoBanuss mpoBOAATCS B OOKCHPOBAHHBIX TIOMELICHHSX, OOOPYAOBAHHBIX CHCTEMaMH
TIPUTOYHOM U BEITSHKHOM BEHTHIISLIHY MIIH OOKcax MUKpoOuoorudeckoit 6ezomacuocth 11 kinacca.

Kaxelii sTanm aHanmsa JODKEH NPOBONUTHCS B CIIEOWANBHO BBIICICHHBIX pabodmMx 30HAX
(momemmenusx). Jlabopatopusri mnporecc MOMKSH OBITH OXHOHANPABICHHBIM (paboTy chemyer
HAUMHATh B 30HE (MMOMEIIEHWHM) SKCTPAKIMH, MIPONOIDKATH B 30HAX (IOMEHICHHAX) aMIUTH(HUKALNH 1
NETEKIIHH ).

3anpelaerca nepeMenarth JabopaTopHoe 060pyI0BaHKE, TO3ATOPEL, INTATHBEL, IOCYAY, padodyio
OJIEX Y, FOJIOBHBIE YOOPSI U Ap. U3 OIHOTO NOMEINEHHS B IPYTOE.

Jlo3aTopbl U Apyroe U3MEPUTENHHOE U NO3UPYIOINee 000pPyAOBaHHE AOJDKHBI OBITH MOBEPEHBI U
IIPOMAapPKUPOBAHBL

Hcmonb3oBaTe OJHOPa30BBIE CTEPUIIBHBIE IUIACTHKOBBIE PACXOAHBIC MATEPHAITBI, HMEIOLIHE
CIELHABHYI0 MapKUpoBKY RNuse-free, DNase-free. Jlns Mamumymswii ¢ HaDOpOM peareHTOB,
npodaMy KIWHMYECKOTO MaTepHajia M aHalIu3HpyeMbIMu obpasuamu (npobamu BeimenenHoi PHK)
MCTIONIb30BATE OJHOPA30BBIE MPOOMPKM M HAKOHEUHWKM IS JO3aTOPOB C a3pO30JBHBIM Oapbepom,
OJITHOPA30BEIE MepUaTky 0e3 TanbKa.

JIiis Kaxk70# onepalvi HCTIONb30BaTh HOBBIE HAKOHEUHHKH C a3PO30JIbHBIM 0aphepoMm.

6.2. Be3onacHocTh NepcoHaia

Buumanue! Tpeboeanua K nepconany, UCHONb3YIOWeMy 6 pabome HAOOP peazeHmos
«HMBHAH-SARS-CoV-2-III]P», ykazanut ¢ n.1.3. nacmoawieil uHCmpyKuuu.

ITpu paboTe wHCIONB30BATh CPENCTBA HHIMBUAYaIbHON 3ammthl (Ony30H, OproKW, Xamnar,
INATIOYKY, TANOYKH WK cab0, 0YKY 3aIMUTHLIE, ITOJyMACKy, OJHOPA30BEIE HEOMYIPEHHbIE NEPYATKY,
HapyKaBHUKHU OJHOPA30BEIE).

TiaTenbHO BBIMBITE PYKH 110 OKOHIAHUH PabOTEL

B xomnonente «JIuP» comepkuTCs ryaHHANH THOLMOHAT, BBI3BIBAIOLIMI O/KOTH M MOBPEKICHHUS
rna3, BpeleH npu npornateisaHuu. He pas0penruears! Crnenyer uzberaTs KOHTAKTa KOMIIOHEHTOB
Habopa ¢ KO)KeH, ri1asaMy W CIM3UCTHIME 000m0uKaMy. [Ipy NonajaHuy Ha HUX KOMIIOHEHTOB Habopa
OPOMBITH OOJIBITMM KOJTHYECTBOM BOJIBL B ciydae npruema BHYTPh KOMIOHEHTOB Ha00pa HeMEIJIEHHO
00paTUTHCA 32 MEIHUIMHCKOH TOMOIIBFO.




HM3onpornmioBsiii CriupT, BXoAsmuid B coctab «PIDy, «[TP-1» u «TTP-2» obnagaer pasgpaskaromum
neiicteueM. He mposonute pabotel ¢ «PII», «IIP-1» m «IIP-2» B HenocpencTBeHHO# GIM30CTH OT
OTKPBITOTO OTHSL.

B kowmmonentax «BP», «OK» m «K(-)» comepkutcs AM3THINHMPOKApOOHAT, BHI3BIBAIOIIMI
pasapakeHne NP MONalaHi| B I7123a, BPEIEH IPH IPOTIaThIBAHUN M MOMKET BBI3BIBATE Pa3ipakKeHHE
BEPXHHX JBIXaTC/BHBIX IMyTCH. I1pH nonagaHuu B riiasa; OCTOPOIKHO MPOMBITH I71a3a BOJOH B TEUCHHE
HECKOJIBKUX MHHYT, CHATh KOHTAKTHBIE JIMH3BI, €CTM Bbl MU MMOJIb3YETECH M €CITH 3TO JIETKO CAENATH,
MPOIOJLKUTE ITPOMBIBAHHE IJ1a3.

B cnygae mpuema BHYTPh KOMIIOHEHTOB Ha0Opa pEarcHTOB HEMEJIEHHO OOpaTHTBCS 32
MEIHLIMHCKON MOMOLIBIO.

Bce peareHtsl, BXOAAIMME B COCTAaB KOMIIOHCHTOB Ha00pa DEAreHIOB B HCIOTB3YEMBIX
KOHLIGHTPALMAX SIBJIEOTCS HETOKCHYHBIMM, BDEIHOTO BIUSHHMS HAa OPraHH3M OIEPATOPA HE
OKa3bIBAIOT.

Habop peareHTOB HE COOEPKUT MaTepHAlbl OWOTOTHYECKOr0 MPOUCXOKICHMS, BEIIECTB B
KOHLISHTPALlHAX, O0JIA/A0IMX KAHIEPOreHHBIM, MyTAr€HHBIM W BIMAMOLIMM Ha PEMPOLYKTHBHYIO
(ynxumio venopeka aeHcTemeM. IIpH WCIONB30BAHHM 110 HA3HAYEHHIO M COOMIONGHHH Mep
TIPE0CTOPOKHOCTH HabOop peareHToB Oe30onaceH.

Beck ximHuueckuii MaTepyal SBIAIOTCS NOTSHIMAIBHO HHOHIMPOBAHHBIM, TO3TOMY TIpH paboTte
C HUM HEOOXOIMMO WCHONb30BATh MHAMBMIAYaTbHBIE CPEICTBA 3AlUTHL JIaGOPATOPHEIE MEPUATKH,
n1abOpaTOPHBIE XasaThl, MANOYKy, OUKH 3alIHTHBIE, Oy MACKY, HAPYKaBHHUKH OJHOPa30BBIE.

6.3. Cerenenus 0 ne3uH(GEKIMN U VIHIH3AIHHA

Bee ucmonp3oBanHBIE MaTepuanbl, WHCTPYMEHTHI M 000pyZOBaHHe, pabodMe MOBEPXHOCTH
nesuHGUIMpoBaTE B COOTBETCTBMM ¢ TpeboBammsamu CI7 1.3.3118-13-08 u MY 287-113
«Memoduueckue yrasanus no Oesungpexiyuu, RpedCMEPUIUIAYUOHHOT OYUCTIKE U crepunusay

usOenuti MEQUIJUHCKO20 HASHAYEHUS Y.

Bee moBepxuocTi B nabopaTopuy €KESHHEBHO IOABEPraTh BIAKHOH yOOpKE C NMpPUMEHEHHEM
AC3MHOULMPYIOMNX/MOIOIIMX ~ CPENICTB, PETJIAMEHTHPOBAHHBIX CAHMTApHBIMH TpaBuiamu  CI7
1.3.3118-13-08.

IToBEPXHOCTH CTONIOB, a TAKKE HOMELIEHHUS, B KOTOPBIX MPOBOIUTCS mocTaHoska [TLIP, 10 Hauama
H TI0CTIE 3aBEpLICHUs paboT HE0OX0MMMO NOIBEPraTh YIbTPadHoNeTOBOMy 00TyUeHHIO B TedeHHe 30
MHH.

OnHopasoBy:o IUIACTHKOBYIO TOCYHy (NPOOHMpKH, HAKOHEYHWKM) HEOOXOMHMMO COpachiBaTh B
CrIELMABHBI KOHTeHHED, CONEp/KAIIMi Ne3MH(HIMPYIOMES CPENCTBO, KOTOPOE MOMKET ObITh HC-
TIOJTB30BAHO [ 00€33apakUBAHISA MEIULIAHCKHMX OTXOI0B.

ToxcHYHBIE OTXO/IBI HE 00PA3YIOTCA B MPOLIECCE HCIIOB30BAHMS U Y THIM3AIHY Habopa PeareHToB
C UCTEKINNM CPOKOM T'OJTHOCTH.

Orxonbl, obpasyiomecs B MpONECCE MCMONB30OBAHMSA M YTWIM3AIMH HabOpa PEAreHTOB C
HCTEKIIAM CPOKOM TOHOCTH, OTHOCHTB K KJlaccy B.

Habop pearenToB ¢ HCTEKIIMM CPOKOM FOXHOCTH Y THIH3MPOBATH KAK OTXOBI Kiiacca b.

Ilpu ynanemwn orxonos mocne amiuMpuKaumu (TpoOHPOK, CONEPIKALIFIX npoxyktel IITP)
HETIOIYCTMMO OTKphIBaHHE MPOOMPOK M Pa3OpPHISTHBAHUE COACSPKMMOrO, MOCKOMBKY 3TO MOJKET
TPUBECTH K KOHTaMUHAIHK niponykTamu [111P nabopaTopHoii 30HbL, 060pyI0BaHMs K PEareHTOB.

Hencrons3osannsie KOMITOHEHTHI, KOMIIOHEHTHl C HMCTEKIIMM CPOKOM TOIHOCTH, 4 TaKke
HCIIONb30BAHHBIE KOMIOHEHTBI, YIAKOBKY, OHOJOrMYECKMii MaTepuan, BKIIOYAsS MaTepHaIbI,
HHCTPYMCHTBI W MPEAMETBL, 3arPASHCHHBIC OMONOTHIECCKMM MATEPHAlioM, CIEAYET YAAIATh B
cootBeTCTBHM ¢ TpeboBammsmu  CanlluH  2.1.3684-21  «Canumapuo-snudemuonozuueckie
Mpebo6anHUs K COOPHCANUI0 MEPPUMOPUTE 20POOCKUX U CeNbCKUX NOCCACHUT], K 600HBIM 06beKmaM,




nUMbesoli 600e U NUMLESOMY B000CHADICEHUIO, AMMOCepHOM) 6030YXY, HOYBAM, JICUNBIM
nOMeWeHUAM, SKCUIYAMAyuY NPOU600CINEEHHBIX, 0DUjeCINGEHHPIX NOMEUEHUT, OP2aAHUSAYUU U
NPOBEOEHUIO CAHUTNAPHO-NPOTUEOINUOCMULECKUX (MPOPUIAKTUGECKUX) MEPONPUATIUTIY,
7. OGopynoBaHHe H MATEPHAIBI:
- ammmbukatop xperexTHpyrommii «[Tnpaiim» B Momudmxamum 4M3, OO0 «JITHK-
Texnonorum» (nns xoMmiekta 1 Ha 96 onpenenenmuii);

- llporpammupyeMslii aMITUQUKAaTOp C CHCTEMOM NeTeKnuHM GIYOPECUCHTHOTO CHIHANA B
pexuMe «peanbHoro BpemeHw» «CFX96» («Bio-Rad Laboratories, Inc.», CIIIA) (mis
KoMILUTeKTa 2 Ha 96 onpenenenuii),

- 6okc abaxTepHanbHBIN BO3MYIIHOM cpelbl Ononoruyeckoi 6esonacuoctu I[1-111 knacca;

- BOPTEKC ¢ PEryIHPyEMOH CKOPOCTBIO BPALLEHHs HIIH TEPMOLISHKED AJIsi MHKPOIIPOOHPOK;

- TEPMOCTAT TBEPAOTEIBLHBIN, TOAAEpKuBatomuit Temneparypy ot 25 °C mo 98 °C;

- MHKpOLEHTpH(yTa nabopaTopHas i npobHpox Tama «IMeHaopd» ¢ yriaoBbM YCKOPSHUEM
14 000 g;

- acIUpaTop (0TCACIBATENb) XUPYPrUYECKUI ANEKTPHIECKH (TIPH HATAYHH),

- XOIOJMILHUK OBITOBOH, MO IEprKUBatONME TeMIIepaTypy oT 2 10 8 °C ¢ MOPO3MIBHOIM
KaMEpOii, MOJAEPKUBAIOLIUH TeMIiepaTypy oT MuHycC 24 10 MuHyc 16 °C;

- I03aTOPBl MEXaHWYECKHE WM JNIEKTPOHHBIE OAHOKAHAJBHBIE C IIEPEMEHHBIM O0BEMOM,
MO3BOJLIIOIHE 0TOMpaTh 00BEM sxuakocT 1-20 mxir, 20200 mxi, 200—1000 MK,

- 9acel/TaliMep;

- OJIHOPa30BbIC HAKOHECYHHKH C adpo30jbHbIM Oapeepom (RNase-free, DNase-free) nns
no03aTopoB, 06séMom o 20 Mk, 200 mxit, 1000 MK,

- OIHOpa30Bble HakOHeuHWKH 6e3 GumpTpa (RNase-free, DNuase-free) nns acrmpatopa (rpu
HAJTWIHUU aCAPaTopa);

- LITATHBBI [y Mukponpobupok 0,2 M, 1,5-2,0 mir;

- neHka [P nns 3anauBanHus miaHmeTa;

- €MKOCTh Juisi COpoca MCIONb30BAHHBIX HAKOHEYHHKOB, MPOOMPOK M APYIMX PACXOIHBIX
MaTEpHAJIOR;

- CpeicTBa HWHIMBHAYaJBHOM 3alMThl MNEPCOHANA: IIepPYaTk¥ (CMOTPOBBIE OIHOPA3OBBIE,
HUTPUIIOBBIC, HEOIYIPSHHBIE, HECTEPHJIbHBIE, TEKCTYPHPOBAHHBIE), OJy30H, OpIOKH, Xalar,
IIaToYKa, TAIOYKH /M ¢a0, OUKHM 3alIUTHEIE, IOy MACKa, HAPYKABHHKH OJHOPA30BbIE;

- can(eTKy METUIIUHCKIE, HECTEPHIILHBIE, BIUTHIBAIOIIHE,
- Ie3UH(ULIIPYIOIIEE CPENCTRO.

8. Ananmm3upyemsbie 00pasupl

3abop, XpaHeHHE W TPAHCIOPTHPOBAHHE KIMHMYECKOTO MATEPHANA, BIATOrO y TALWEHTOB UL
YCTAaHOBICHHS (pakTa WHOUIMPOBaHUA KOpoHaBHpycoM SARS-CoV-2, a Takke MaHMNYISAIHH C
HONy4YeHHBIMH  OOpasuamu  (06paboTka, XpaHeHHe, TDPAHCIIOPTHPOBKA) PErTAMEHTHPOBAHHI
CJIEYIOLIMMH JOKY MEHTAMH:

- MY 1.3. 2569-09 (Ilpunoxcenue 2 «3atop, npedeapumenvnas obpabomka, Xpawewue u
NepesosKa Mamepuand Ha ucciedo8anie);

- nucemom Pochompebnadsopa om 21 aweaps 2020 zo0a N 02/706-2020-27 (Ilpunoxcenue 1
«Bpemennvie pexomenoayuu no 1abopamopHoil OUAZHOCHUKE HO601l KOPOHABUPYCHOI ungexyuy,
awvizeannoii 2019-nColy);

- BMP M3 P® «lIpoguraxmuxa, 0uaznocmuxa u JeveHue HO80U KOPOHABUPYCHOI UHeKyLU
(COVID-19)», n.3.3. «Jlabopamopnas Ouaznocmuka kopoHagupycHoti ungbexyuiy.

Brumanue! Cnedyem paccmampusams npo6st KIUHUYECKO20 MAMEPUANT, KAK NOMECHUUATLLHO
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UHQeKyUOHHO-ORACHbIE.

Buumanue! Ilpo6el KMuHUYECK020 MAMEPUANQ, 6 OMHOWEHUNU KOMOPO20 ObliU 6biA6/IEeHbL
Hapywienus mpefosanuii OAHHO20 Ppa30ena UHCIMPYKWHU, CUUIMAIOWICA HEenpuzoOHbLMU ONA
uccnedosanus.

IIpo6bl KIMHHYECKOTO MaTepHajia, XPAHMBLIHECS B XOJIOMWILHUKE/MODOSHJIBHHKE, IIEpej
aHATH30M MPOTPeTs A0 TeMmepatypsl (20 — 28) °C 1 akKypaTHO IIEpPEMEINATS.

H36erath MOBTOPHBIX LUKIIOB 3aMOPAXKUBAHKS/ OTTAUBAHNA NIPO0 KIMHHYECKOr0 MaTepyaa.

Anamusupyemslie o6pasipt s OT-ITIP — o6pa3supr BeineneHHoit PHK u3 mpod KIMHHYECKOro
MatTepuana.

O6npem anamupyemoro obpasua st OT-ITLP coctapnser 10 MK

9. OGecneyeHne Ka4ecTBa HCCIeI0BAHM

JUist IOCTHIKEHNS 3asBJIEHHBIX IPOM3BOIMTEIEM MTAPAMETPOB B MPOLIECCE KCIIOIb30BaHKs Habopa
pearentoB « AIMBUAH-SARS-CoV-2-IIP» (cu. n. 4 «Anarumudeckue xapakmepucimuxu nabopay
Hacmosuell UHCIMpyKyjuy) CIeayeT CTPOro BhIIOIHATE HIKETIEPEYHCIECHHOE!

- HE MCTIOJIb30BaTh HA0OP PeareHTOB [10 UCTEYEHMIO CPOKA TOHOCTH,

- HE KCIOJH30BaTh KOMIIOHSHTH W3 HAa0OpOB pEareHTOB Pa3HBIX CEpHi, HE CMEIIMBATh WX B
TIPOLIECCE MPUTOTOBJICHUS PACTBOPOB,

- HE WCII0/Ib30BaTh KOMIIOHEHTHI 13 HA0OPOB PEarcHTOB APYIUX MPOU3BONUTENCH,

- He HAPYIIaTh YCIOBHS XPaHSHHUs HA0Opa PEareHTOB U €T0 OTAEIBHBIX KOMIIOHEHTOR,

- HE IOIyCKATh H3MEHEHUS 00BEMOB NO3HPOBAHMS PEArcHTOB U IIPAaBUIl X CMELIMBAHKS,

- HE JIOMyCKAaTh U3MEHEHHUS UCXONHOH KOHIICHTPAI[UK PEAT€HTOB 3a CUET MCIAPEHM KUIKOCTH M3
OTKPBITHIX (PIIAKOHOB;

- HE KCIIONB30BaTh B paboTe IpsA3HbIC HAKOHEYHHKH M HAKOHEYHHKH 0e3 MapKHpoBkH «RNase-
free, DNase-free»;

- He HCII0JIL30BaTh B paboTe HAaKOHETHUKH Oe3 GmibTpa (MCKIF0YeHHE — paboTa ¢ aCIHpaToOpOM);

- HE WCMONB30BaTh st 00paboTku nabopaTopHOM INOCYJBI, 00OpYAOBaHUS, MaTEPHAIOB,
noBepxHocTed, yOOpKM TOMEINeHHMH Ae3MH(UIMPYIOMMX CPENCTB, HEPAa3pEINEHHBIX W/HIH
OKa3LIBAIOINUX BIUSHUA Ha pe3yabTar [I1P;

- HE UCITOIb30BATH TIEPYaTKH, 00paboTaHHbIE TAIBKOM (TONBKO HEOITY APEHHBIE ),

- HE TIPOBOIMTH HCCNEN0BaHUE TIpU TeMIiepaType Hike 20 1 Berme 28 °C,

- He TIPOBOIMTE MCCIICIOBAHME IIPH OTHOCUTENRHOH BIIaKHOCTH MeHee 15 u 6onee 75 %.

10. IIposenenue ananuza

10.1. [onroroBka KOMIIOHEHTOB Habopa PEareHTOB ¥ Mpod KIMHUIECKOrO MaTepuaa

10.1.1.  TloaroroBka Habopa pearcHTOB

Ilepen mocTaHOBKOH aHanW3a M3BJIEYb U3 XOJIOAWILHOW ¥ MOPO3HIBHOM KaMEP BCE KOMIIOHEHTHI
KOMIUIEKTa | MM KOMIIEKTa 2 M BBIIEP/KaTh BCe KOMIOHEHTH (kpome «JImP»! m «PC»? ms
KomrIniekTa 2) npu Temnepatype (20-25) °C B teuenue 30 MUHYT.

Hpumeyanuns

1 Eciim B «JIuP» mpHCYTCTBYET 0CAA0K, TO Nepel HA4ajioM padoThi ero HeoO0XoAHMMO
pacTBOPUTHL HarpeBaHueMm (paxoHa npH 65 °C B Teyenre 10 MuHYT (10 pacTBOpeHHs OCaaKa).
Ecsin B «JIuP» 0TCYTCTBYET 0CaA0K, TO MEPE] HAYAJIOM PaGOTHI ero HeoGXOAUMO BBbIIEPIKATH,
KAK U Bce KOMIOHEHTHI, NpH Temnepatype (20-25) °C B Teuenne 30 MunHyT.

2 KommonenT «PC» (komMmiaeKT 2) u3BjJedYb U3 (OJBTHPOBAHHOIO HAKETA, HOKHULAMMH
oTpe3aTh Heo0X0JHMOEe KOJIMYECTBO CTPHUIOB JJisi MOCTAHOBKH AHAJH3HPYeMbIX 00pa3uos,
Y4E€TOM MOCTAHOBKH KOHTPOJIbHBIX 00pa3unoB (pacyer KOJMYECTBA JIYHOK MHKPOIJIAHINETA
omucad B . 11.3.2.1). OcranbHble CTPHNBI MHKPOIJIAHIIETA MOMECTHTE B (POJIBTHPOBAHHBINH
naxker u y0pare B MOpo3HabHYH Kamepy! Crpunel muxponnanwera aas  OT-IIP,
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cogep:xamue «PC» Bbigep:kare npu Temmepartype (20-25) °C B teuenne 30 MuHYT, 0CAIUThL
KAIUId €O CTEHOK JIYHOK MHKPOIIAHINETa, HCMOJb3ys BOpTeKe (WIH B MHKpPOUeHTpH(Yre B
TedeHHe 3-5 cexyHA npH 4acrore Bpamenus 2000 06/vum.).

PazmoposkenHasi rorosasi peaknnoHHas cMech «PCy» xpanures npu temneparype (20-25) °C
B Teyenue 6 yacor uau npu Ttemnepartype (2-8) °C B Teuenue 1 cyrok.

10.1.2.  TloaroroBxa npob KIMHHYECKOTO MaTepHasa

CBOP MA3KOB U3 HOCA, HOCOI'JIOTKH

Masku (camsp) 6EpyT CyXMMH CTEPHIBHBIMM BAaTHBIMH TAMIIOHAMHM HA IUIACTHKOBOM OCHOBE.
Tammon BBOAAT JETKHMM JIBMKEHHEM IO HAPYXHOH CTEHKE HOca Ha TybuHy 2-3 cM 10 HIDKHEH
PaKOBHHBL. 3aTeéM TaMIIOH Clerka OIyCKAKT KHHM3Yy, BBOIAT B HIDKHHI HOCOBOM X0 IOJ HHKHIOK
HOCOBYIO PaKkOBHHY, HEJAI0T BPAIIATE/IbHOE ABIKEHUE M YNAIAIOT BAOJL HAPYIKHOM CTEHKH HOCA.
Iocne B3sTus Matepuana TamroH (pabodyr0 4acTh 30HAA C BAaTHBIM TAMIIOHOM) MOMEIIAIOT B
CTEPHUJIbHYIO OIHOPa30BYI0 NPOOHPKY € 3aLIEIKHBAIOINEHCS KPBIINKOH, CONEPIKALIYIO CIICIHATIBHY O
TPAHCIIOPTHYIO cpeny ((H3pacTBOp), M aKKypaTHO O0IaMBIBAIOT IIIACTHKOBBIM CTEP/KEHb HA
pacctosanu He 6onmee 0,5 cM or paboueil gacTw, 0CTaBiAs paboUyIO YacTh 30HIA C MATEPHATIOM B
TPaHCIIOPTHOH cpene. [IpoOupKy IIOTHO 3aKPEIBAIOT KPBILIKOH.

CBOP MA3KOB U3 POTOT'JIOTKH

Ma3ka ©OepyT CyXMMH CTCDUNBHBIMH BATHBIMH TAMIIOHAMH Ha IUIACTHKOBOH OCHOBE
BpallaTeNbHBIMA JBMKEHHAMH C IIOBEPXHOCTH MUHIANIWH, HEOHBIX Oy:KEK M 3aJHEH CTEHKH
porornorkd. Ilocne B3saTHA MaTepuana TamioH (pa0odyr0 4YacTe 30HAA C BaTHBIM TAMIIOHOM)
NOMEINAIOT B CTEPHIBHYK ONHOPA30BYX NPOOMPKY €O CHELMAJbHON TPaHCIIOPTHOH Cpenoi
(buspacTBOpPOM) M aKKyPaTHO 00IAMBIBAIOT ITACTHKOBBIA CTEDKEHB HA PACCTOSHHH He Gonee 0,5 oM
oT pabodeii yacTy, 0cTaB/IAs PaboUyIo JacTh 30HAA C MATEPUAIIOM B TPAHCIIOPTHOM cpesie. ITpoGupky
TIJTIOTHO 3aKPBIBAKOT KPBILIKOHA.

[Ipensapurensaas 06paboTka aHaMU3UpyeMsix 00pasLoR He TpebyeTcs.

YcioBHs XpaHEHUS MaTepraa;

- IPH KOMHATHOH TEMIEpaType — B T€UEHuE 6 4,

- npu Temneparype 2—8 °C — B Teuenue 3 CyToK;

- npu Temneparype munyc 20 °C — B Teuenue 1 Mecsma;

- mpu Temmeparype wmuHyc 70 °C — gmmTensHo. JIOmMycKaeTcs JMIOL OJHOKPATHOE
3aMOpa)KUBAHKE/OTTANBAHKUE MaTEpHAIIA.

ITonroroBka wmcenenyeMoro marepuana K skcrpakupd PHK BBIIONHSETCS B COOTBETCTBHH C
tpeboBanmsamu MY 1.3. 2569-09 (Hpunoscenue 2 «3abop, npedsapumensnas o6pabomka, XpaneHue u
FlePeBO3KA MAMepUana Ha UCCIe008aHE ).

Knunuyeckuid MaTepuan, XpaHMBIIMHCS B XOJOJWIBHHKE/MOPO3MIBHUKE, IEPe] aHAIH30M
nporpets xo temrepatypel (20 — 28)°C 1 akKypaTHO TIEpEMEINaTh.

Buumanue! Knunuueckuii mamepuan, uMeiowuii 0cadox, 00ncer Gvimb npedsapumensto
20MOZEHUUPOGAH  (NepeMemamb Ha  6OPMEKCce, KANIU GCHIPAXHYMb KDAMKOSPEMEHHBIM
uenmpudghyzupoearuem).

10.2. Beinenenne PHK 13 po6 KIMHHYECKOrO MaTepuana

10.2.1.  Paccuurath u 0TOGpaTh HEOOXOMMMOE KOIMYECTBO MPOOMPOK BMECTHMOCTBIO 1,5 M,
IIPOHYMEPOBATh X U TIOMECTHUTD B INTATHB.

Kou1-Bo npo6upox nas seigenenns PHK = kos-Bo npo6 kaunugeckoro matepuaia + 1 (st
«OK»)

Hanpuwmep, ona 5 npob knunuueckozo mamepuana:

Kon-60 npobupok 0 ewideienus PHK = 5+1=6

Brumanue! Bcerna wucnombsoBate «OK» s KoHTpons mpouenypsl BbimeneHms PHK
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SARS-CoV-2.

10.2.2. Bo Bce npobupku recTd o 300 mMkn «JIuP», He kacasch HAKOHEYHHKOM C GuIeTpOM
KpaéB MpOoOUPKH.

10.2.3.  3areMm Bo Bee npodupku BHecTH 1Mo 1 MK « BKO».

10.2.4. Jlanmee B mpoHyMepoBaHHBIE npobupku 106aBuTe M0 100 MKI mpo® KIMHMYECKOTO
MaTtepuana (IIpOHYMEpOBAHHbIE TPOOUPKH); B MPOGHPKY ¢ MapkupoBKoH «OK» - 100 Mk «OK»;

- Buumanue! Knunuseckuil mamepuan, umeoujuil ocadox, Oonxcer bGvimb NPeOSaAPUMENbHO
2OMOZEHUSUPOSAH — (NepeMeutams — Ha — GOPMEKce,  Kanau — 6CHPAXHYMb  KPAMKOGPEMEHHBIM
yenmpugpyeuposanuen). Kasxcdyio npody KiuHu4wecko20 mamepuaid Heobx00umMo omOUpame HOBLIM
HaKoHeyHUKoM ¢ gunompom!

10.2.5. IInOTHO 3aKphITh KPBIIKH IPOOMPOK, CONEPKUMOE MEPEMEINAaTh Ha BOPTEKCE B
TeueHne 5 CeKyHI, 3aTeM MpoueHTpu(yruposats B TeueHre 30 Cek IpH HacTOTE BPAILICHHS 13 000
00/MHH. 1718 yAAJICHUS KATIeNb ¢ BHY TPEHHEH MOBEPXHOCTH KPBILIKH.

10.2.6. TIpobupku ¢ mpobamu BEIIEPKATE B TepMOcTaTe 10 MUHYT IPH TEMIIEPATYPE 65

102.7.  Jlo6aBHTh YMCTHIM HaKoHeYHMKOM ¢ GmmbTpom 600 Mikn «PII» u mepeMemarsh
COneP/KAMOE TIPOOHPOK Ha BOPTEKCE B TEUEHHE 3-5 CEKYHIL

10.2.8. Ilentpudyruposats npobst mpu 13000 06/MUH B TCUCHHE 5 MUHYT.

1029.  AxxyparsHo, He 3aieBas OCaiOK, MOJHOCTBIO YNANMTh HaJAOCAZ0YHYIO KHUAKOCTDH
OTHENsHEIM HAaKOHeUHMKOM (0e3 (uusTpa) M3 Kaxmod MPOOMPKH TPH IOMOLIM [03aTOpa
OUITETOYHOrO MK BAaKyyMHOI'O acIHpaTopa.

10.2.10. Jlo6aBuTh k ocamky 500 M «IIP-1» u aKKypaTHO nepeBepHYTh mpobupky 3-5 pas,
HE JOMyCKas BCTPAXUBAHMS.

10.2.11. Ilentpudyruposats mpobsl npu yactore Bpamenns 13000 o6/mun B Teuenue 1-2
MHHYT.

102.12. AxkypatHo, He 3afieBad OCAJOK, TIIOJHOCTBIO YIATHUTh HANOCAAOYHYI0 SKUAKOCTH
OTHENBHBIM HAKOHEYHWKOM (0e3 ¢umuibTpa) U3 Kaxknod mnpoOMpKH @pW IMOMOLIM [03aTOpa
[MUIIETOYHOTO WM BaKyyMHOTO aCIpaTopa.

10.2.13. Jlo6asute k ocanky 500 min «IIP-2», mIOTHO 3aKPHITh KPBIIIKH H aKKypaTHO
NIEpEBEPHY Th MPOOHPKY 3-5 pas, He J0IyCKas BCTPAXHBaHUS.

10.2.14. IlenTtpudyrupopats mpobsl npu uactore Bpaimenms 13000 o6/mun B TeucHue 1-2
MHHYT.

102.15. AxxypatHo, He 3aieBas OCAJOK, [IOJHOCTBIO YOAIUTh HAJ0CANOYHYIO JKHIKOCTH
OTHEbHBIM HAKOHEYHUKOM (0e3 (umusTpa) W3 Kaxmod mNpoOMpKH IpH IIOMOMM [03aTOpa
MMATIETOYHOTO FTH BaKyyMHOI'O acIIMpaTopa.

102.16.  OTKpBITH KPBIIKH IPOGHUPOK U MOACYIIMTE 00pa30BaBUIMHCS 0CATOK IPH TEMIEPaTy Pe
65 °C B TeueHHE 5 MUHYT.

10.2.17. Jlo6asuth k ocamky 50 mxn «BP», 3aKphITh KPHIIIKH MPOOMPOK ¥ TepeMemaTs Ha
BOPTEKCE.

10.2.18. IlomecTuts B TEpMOCTAT mpu Temneparype 65°C Ha 5 MuH.

10.2.19. IlenTpudyruposats npobupku 0pd dactore Bpamenus 13000 o6/mMuu B TeueHue
2 MHHYT.

Hapmocamounas xunkocTs comepikut ounmendsie PHK. [Tomyuennsie npo6s! BeiaenenHoi PHK
SARS-CoV-2 u3 xmuargeckoro matepuaa 1 «OK» rotossl k noctaHoBke peaxmu OT-ITLIP.

Buumanue! J[na obecneuenus Kauecmea uccneooeanus, npobvl ewdenennoi PHK
peKomendyemca Xpanums He 6onee 30 munym npu memnepamype 2 - 8 °C.

Hpobu evidenennoii PHK mozym xpanumvca npu memnepamype ne eviuie mumyc 20 °C e
meuenue 1 mecaya u npu memnepamype ne esie munyc 70 °C — 1 200.
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11.3.1. Honroroeka u npoeenenue peakiu OT-TTIP s kommiekra 1

11.3.1.1. Paccuutath HEOOXOAMMOE KONHMYECTBO MUKpOpoOupok obsemom 0,2 M mas OT-ITLIP
TIPOHYMEPOBaTh UX. IOMECTUTH B IITATUB (110 4uciy noarotosieHHbx npod PHK, Bxmouas «OK»,
«ITK» u «K(-)»), npoMapkHpoBaTh MHUKPONPOOHPKH B 3aBHCHMOCTH OT THIA aMrutA¢HKaTopa — Ha
KPBIIIKE IPOOHPKY WK Ha OOKOBOM OBEPXHOCTH.

N (xoa-Bo mukponpodupox aast OT-IIIP) = kos-Bo npobupok ais Boigesnenus PHK* (cm.
m11.2.1) + 1 (ans «IIK») + 1 (o «K(-)»)

Hanpumep, 015 5 npob KIuHUYECKO20 MAmepuana:

k01-60 npobupok ons evioeaenus PHK= 5+1=6 (cm. n.11.2.1)

N (kon-60 muxponpobupok ora OT-I1I]P) = 6+1+1=8.

11.3.1.2. B otmensHO# cTepribHON mpoOupke obseMom 1,5 mir cmermate «Mukc-OT» u «DP-
CMECHY.

HeoOxoanmplii 00beM cMecH peareHTOB Ha ofMH oOpasen (Ha ogHy npo0y BbIAEJEHHOM
PHK) =13 mxa «Mukc-OT» + 2 mia «DP-cmece»

HeobOxonumelii 00bem cmecu pearenToB Ha 1 mocranoBky OT-IIIP = 13 x (N+3) mxa
«Mure-OT» + 2 x (N+3) mxa «DP-cmecw»,

rae N - konngecTBo muxkponpobupox xast OT-IIP u3 m. 11.3.1.1.

Buumanune! IlonydyeHHyio c¢mech He00X0AMMO TOTOBHTH HEMOCPEICTBEHHO Iepen
pacKanbIBaHHEM B IPOMAPKHPOBAHHBIE MUKPOTIPOGHPKH!

11.3.1.3. IlomydyeHHyI0 CMECh PEareHTOB TINATEILHO IIEPEMEINATH HA BOPTEKCE B TeueHHe 5-10
CEKYH, ¥ UeHTpUdyTrupoBaTh B TeUeHwMe 3-5 cekyHn npu 9actote Bpamenus 2000 06/MuH.

11.3.1.4. B xaxayro NMpOMapKApOBaHHYIO Mukpornpobupky ans OT-TIIP Baectw mo 15 Mxn
IOy YEHHOH CMECH.

11.3.1.5. B muxponpobupky ¢ mapkupoBko «OK» Brectn 10 mxn «OK», mpomemmero
npouenypy seinenenus PHK (em. m. 11.2). B Muxponpobupky ¢ mapkuposkoii «I[TK» srect 10 MK
«IIK». B wmmxponpobupky ¢ wmapkupoBkoit «K(-)» Brectd 10 wmxn «K(-)». B ocrambHbIe
MHKPOTIPOOMPKH, C COOTBETCTRYIOIIEH MapKUpoBKoH, BHecTH 1o 10 M npo6 BeigeneHHoi PHK 13
KJIMHHYECKOT0 MaTepuaa.

Brumanue! Bexpeimele komnonenmul Habopa pedzeHnios Xpanunis 8 medenue Cpoka 200HOCU
Habopa peazeHmog.

11.3.1.6. 3akpeiTh Kpemmku Mukpompobupok. Ilepen mocranoskod B ammmduKaTOp
IUIAHIIETHOTO THNA OCAJUTh KAIIA CO CTEHOK MHKPONPOOHPOK, HCIONB3ys BOPTEKC (Wi B
MHUKPOLICHTpU(Yre B TeyeHue 3-5 cekyHHD mnpu gactote BpameHua 2000 o6/mum.). YcTaHOBHTH
NpPOGHPKY B YEHKN PEaKIOHHOI0 MO/ pubopa.

Ilpumeuanue

Ecnu amnaupuxamop pomopHozo mund, mo OauHyIo OREpayiio nposoduins He HYJICHO.

11.3.1.7. 3anporpaMMHpoBaTh MOJOXKEHHE MPOOHPOK C aHAIM3HPYyEeMbIMH oOpasiamu, «ITK»,
«OK» 1 «K(-)» cornacHo HHCTPYKIMH K HCTIONB3yEMOMY aMILTH(PHKATOPY.

Buumanue! Pexomendyemca O00nonHumensHo YCMAHOSUMb HYCHblE MUKDORPOOUpKU
(ananozuunvie UCHONBIYEMBIM) NO KPAAM PEAKYUOHHO20 MOOYAA AMIAUDUKAMOPA NAAHULCINHOZ0
HUNG, 6 Cliyuae e2o Henonnol 3azpy3Ku.
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11.3.1.8. 3amycTHTh BBITIOJIHEHHE MPOrPaMMbl aMIUTMUKALMK ¢ JeTeKIHel (uIyopecLieHTHOro
curnanma. IIporpamMmupoBaHde aMIIH(UKATOpa IPOBOAMTH B COOTBETCTBHH C HHCTPYKLHEH K
npubopy.

11.3.1.9. YOpats Bce KOMIIOHEHTHI B TAKET HAOOPA PEAreHTOB ¥ IOMECTHTH B MOPO3WIBHHK.

11.3.2. TloaroroBka u nposenenwe peakiuu OT-TTIP nns xoMmmnexta No2.

11.3.2.1. Otxnents mueHky IILIP ¢ pasmoposxeHHbIX JyHOK MukporuaHmera aiusa OT-IILIP c
TOTOBOM peakiuOHHOH cMmechlo «PCy», mpoHyMepoBaTh AyHKM MHKPOIUIAHIIETAa M MOMECTHTh HX B
mTaTiB (110 gueiy noarorosneHHbX npod PHK, Brunogas « OKy, «TTK» u «K(-)»).

N (xon-Bo jayHoxk Mukpomianmera ¢ «PC» poa OT-IIP) = wos-Bo npodMpor ajs
pbigenenns PHK* (em. m.11.2.1) + 1 (aaa «IIK») + 1 (ansa «K(-)»)

Hanpuntep, 015 5 npob KIuHu4ecko20 mamepuaia:

KO1-60 npobupox ona evieienus PHK= 5+1=6 (cm. n.11.2.1)

N (xon-go aynox muxponiaruiema ¢ « PCy ona OT-III[P) = 6+1+1=8.

Buumanue! PasmoposkenHas roToBas peaknuoHHas cMmech «PC» xpanutess mnpu
Temmnepatype (20-25) °C 6 yacos uiau npu remneparype (2-8) °C 1 cyrok.

11.3.2.2. B nynxy mukporuasmeTa ¢ Mapkuposkoit «OK» Brectn 10 mxn « OK», mpomemirero
nponenypy Beinenaenus PHK (cm. m. 11.2). B nyHKy Mukporiasmera ¢ MapkupoBkoit «[1K» saectu 10
M «IIK». B nynky mukporutanmera ¢ mapkupoBkoi «K(-)» Baecta 10 mxn «K(-)». B octansHbie
MHKPONIPOOKPKH, ¢ COOTBETCTBYIOIICH MapkupoBko#, BHecTH 1o 10 Mk npob Beipenensoi PHK u3
KJIMHHUYECKOT0 MaTepHaa.

11.3.2.3. 3axpbITh MHKpPOIUIAHINET IUICHKOW JIi MHKpPOIUIAHINET. Ilepen ITOCTAHOBKOH B
aMIUIM(UKATOp MIAHIIETHOTO THIIA OCANUTh KAIUIA CO CTEHOK JYHOK MHKPOILUIAHLIETA, HCIONB3YS
BOPTEKC (MM B MHKDOIIEHTpH(YTe B TedeHHe 3-5 cexyHn npu uactote Bpamenus 2000 o6/mumn.).
Y CTaHOBHUTE NPOOHPKU B SIEHKH PEAKIIMOHHOTO MOAYJIs IpHOOpAa.

11.3.2.4. 3amporpamMMupoBaTh IIONIOXKEHHE NMPOOHUPOK C aHATM3HUPyeMbIMH Obpasmamu, «IIK»,
«OK» 1 «K(-)» cornacHo WHCTPYKIMH K HCTIONB3YEMOMY aMILTH(HUKATODY.

11.3.2.5. 3anmycTUTh BBHINONHEHHUE IIPOTPaMMBI aMIUTH(DHUKALMK ¢ AeTeKuueii (IyopecleHTHOrO
curHana. [Iporpammmposanue amrmdukaTopa IPOBOLHTE B COOTBETCTBMH ¢ MHCTPYKUMEH K

rpubopy.

11.3.2.6. Y06path Bce KOMIIOHEHTEI B TAKET Ha0Opa PeareHTOB U IOMECTHTE B MOPO3H/ILHHK.

11.4. IIporpamMmbl aMITAGUKAIHA.

11.4.1. [l nnaHIIETHRIX aMIUTH(QUKATOPOR (U1 KOMIUIEKTA 1 Wi KoMIuiekTa 2)

Tabnuua 2.

JTan TemnepaTtypa Bpemst Kous-Bo muxioB

PepeprupoBanne (ob6partHas o
S 45°C 30 MuHYT 1
HadvaneHas neHaTypamms 95°C 2 MHHYTBI 1
Jlenarypanus 95 0C 10 cexynz
Omxur npaiiMepos/ IeTEKIHs
CHTHalla 10 KaHajgaM s 0
dpopaiionin 60 °C 20 cexyHJ 45
FAM, HEX
DnoHramus 72°C 10 cexynn

11.4.2. ina «Rotor-Gene Q» (TosibKo nJist KomiiexTa 1)
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Tabmuma 3.

M Cycling Temnepatypa, °C / Bpe:MH/ Kou-Bo nuksios/
Temperature Hold Time, sec Cycle Repeats
Cycling 1 45 deg 1800 1 time
Cycling 2 95 deg 60 1 time
95 deg 10
Cycling 3 60 deg 20 45 times
72 deg 10

 pesKHM ONTHYECKHIX H3MEpEHHil; YCTAHOBUT H3MepeHHe (IIyopeceHIry (Acquiring) o KaHanaMm
Green (Fam), Yellow (Hex) npu 60 °C

11.5. Peructpanus pesynpTaToB

AHani3 MONyYEHHBIX JAHHBIX IPOBOAAT C MOMOIIBI0 NporpaMMHOro ofecmedeHus mpubopa,
ucrone3yemMoro uid nposenenus OT-IIHP ¢ nerexuued B pexuMe «pealbHOTO BpeMeHu». Kpusbie
HaKOIUTEHHS (PITyOPECLEHTHOI0 CUTHAJIA aHATM3UPYIOT 110 2 KaHajIaM.

Tabnura 4.
Kanan nas gayopodopa k/JIHK-Mumens O6sacTy aMIIApHUKATHA
FAM kJTHK-SARS-CoV-2 Orf 1ab
HEX KJTHK-BKO HcKyccTBEHHO CO3MaHHas
BHUPTYyaJIbHAS TTOCIEIOBATEIEHOCTD
11.6. Kputepun 10CTOBEPHOCTH aHAIK3A.

11.6.1. B nmonoxwutensHoM KoHTpone («IIK») momkHO (QUKCHPOBATHCS HAPACTAHME CHIHAIA
cnenudugeckoro nponykra ammmbukanuu k[JHK Bupyca SARS-CoV-2 mo kamany «FAM » u
OTIPENENATHCA 3HaUCHHUE TOporosoro ukna (Ct) mensine wiu pasHo 40. Ecmwm ans ITK 3unauenwe Ct mo
kanany «FAM» Gomeme 40 miM He ONpeneisieTcs, TO BCES PE3YJBTATHI AHANMTHYECKOH CEpHH
CUHTAIOTCH HEAOCTOBEPHBIMU U TPEOYIOT IOBTOPHOM MIOCTAHOBKH.

11.6.2.B orpumarensHom koutpone («OK») He mOWKHO OBITH HApacTaHWS CHTHAIA
cnemrduaeckoro npoaykra ammnduxamm kJIHK supyca SARS-CoV-2. Ecim mnsa «OK» 3HaueHue
Ct mo xanany «FAM» meHnbine umd paBHO 40, TO 3TO CBUAETENLCTBYET O HAIMYHH KOHTAMHHALMH B
CHCTEME.

11.6.3. B orpunarensHom koHTposne koHTamuHaimy («K(-)») He HOWKHO ObITH HApaCcTAHHA
curHanoB mo kaHanam «FAM» u «HEX». Ecmu 3nadenwe Ct mo moGoMy U3 yka3aHHBIX KaHAIOB
MEHBIIE WK paBHO 40, TO 3TO CBUIETENLCTBYET O HAJTMYHMH KOHTAMAHALIMH B CHCTEME.

B ciydae koHTamMMHALKMKM PE3YNBTATEl BCEH NOCTAHOBOYHON CEPHM CUMTAIOT HENOCTOBEPHBIMH.
Tpebyerca npennpuHATE MEpPH O BBIIBICHHI) M JIMKBUIAIMH HCTOYHWKA KOHTAMHHALAM H
MIOBTOPMTE aHAIK3 BCeX 00pa3loB JaHHOM ITOCTAHOBKH, HAYKHHAS ¢ 3Tana BeineneHus PHK.

TMopsimok nefcTBHI MO NEKOHTAMHHALIMK — CM. T1.5.2. HACTOALIEH HHCTPY KLU

11.7. HuTepnperanus noay4eHHBIX PE3YIIBTATOB.

PesynbraTsl HHTEPIPETUPYOTCS HAa OCHOBAHUY HAMYHS (MJIM OTCYTCTBHS) MEPECEISHHs KPUBOM
(ryopecreHIMM ¢ YCTAaHOBICHHOM HA COOTBETCTBYIOIIEM YPOBHE IIOPOTOBOM JHHHMEH. T
NIEPECEUCHHE ONPENEeIET Hajiu4ue (WM OTCYTCTBHME) IV KOHKPETHOH mpoOsr k[JHK 3Ha4yeHms
noporosoro ukia (Ct).

B Tabmuue 5 npencrasnena uatepnperamys pesyiastatos OT-IILP B peaqsHOM BpeMeHHy.
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Buumanue! Ilpedcmasnennsimu 6 mabnuye OGHHWIMU Cledyem NONBIO6AMBCA MONLKO NPU
yenosuu eanudnvix pesynemamoe ananusa «IIK», «OK» u «K(-)» (cm. n.10.6. nacmoawei

UHCIPYKUUU).
Tabmaua 5.
3nayenue Ct no kanany nas ¢uyopodopa
PesyasTart
FAM HEX
HonoxuTeabHbIH
Menpbiie unu paguo 40 JIroboe (PHK SARS-CoV-2
obHapykeHa)
OrpunareabHbIi
OtcyTctBYET Mensie unmu passo 40 (PHK SARS-CoV-2
He o0Hapy>KeHa)
OtcytetByer wm 6ombine 40 | OrcyTeTByeT mm Gombie 40 HesanuaHbIii
Bonsmre 40 Menbine umu pasao 40 CoMHHTeNbHBIH

Brumanue!

B cnyuae nonyuenus neeanudnozo pesynvmama HeobXoOumo nposecmu nosmopnoe IIIP-
UCCNe00BaNNEe COOMEEMCHIBYIOUell NPOOsl KIUHUYECKO20 MAMEpuand, HAYUHAA ¢ Mmana
svioenenun PHK u3 npo6 knunuueckozo mamepuana (mexnuueckuii noemop).

Bnumarnue!

B cnyuae nonyuenus comnumensnozo pesynvmama 1eobxo0umo nposecmi noemopnoe IIP-
UCCne0osanue CooOmeemcmeyouel npodsl KIUHUYECKO20 MAMEPUANA, HAYHHAA C Mana
swwoenenun PHK w3 npo6 knunuueckozo mamepuana (mexHuueckuii noemop). B cnyuae
NOGMOPEHUA ARATIOZUYHO20 pesynbimama o0pasey cuumams nonodcumensuvim. Ilpu nonyuenuu
OMPUUAMENBHO20 PE3yTbmama 8 ROGIMOPHOI NOCIMAHOGKE 00pa3ey CYUMAms COMHUMETbHbIM U
PEeKOMEHO08aNb ROGMOPHOE 63ANIIUE MAMEPUANA ONA AHANU3A (GUONOUYECKUTL nosmop).

Buumanue!

Ecnu ona ananusupyemozo o0pasya onpedeneno 3nauenue nopozosozo yuxna (Ct), o npu
IMOM Ha zpauKe @iryopecuenyuu OMCYmCmeyem XapaxKmepHas IKCHOHEHUUAIbHAA Kpusas,
mpedyemca RO6MOPHO NPOEECMUL UCCIE006aNUe IMO20 06pasHa (MexHUYeCKuil noemaop).

Buumanue!

Pesynemamur  III[P-uccnedoéanua wne Mmozym Ouimb  eOUHCHIGEHHBIM Kpumepuem,
ROOMBEPIHCOMIOUUM UNU UCKTIOUAIOUWUM (PaKmM UHGUUUPOsaHUA koponasupycom SARS-CoV-2.
Edunuunsiii ompuyamensisiil pe3yasmam, ocob6enno & Cyuae UCCed08anun moabko o0pasya us
6EPXHUX OLIXAMENbHbIX Rymell, He uckniouaem ungexuyuu. Ipu maxcenom, npozpeccupyrouiem
meuenuu 3abonesanua (COVID-19) neobfixodumo ezamue u obcnedosanue npo6 u3 HUMCHUX
OMI0enoe NezKuXx.

12, Cpok rogHocTH, yc/I0BHSI TPAHCTIOPTHPOBAHHS M XPAHEHHS HaGopa.

121 CpOK roNHOCTH M IEPHO HCTIONB30BAHMS OTIEIBHBIX PEATEHTOR Habopa.

Cpox ronsocTu HaGopa pearertos «UMBUAH-SARS-CoV-2-TTIIP» cocrapmser 18 MECALeB™ ¢
MOMEHTA BBIIyCKa MPCANPUATHEM-U3TOTOBUTENEM (*[lepsoHadanshbiil CPOK 200HOCINU YCIMAHOGIECH
MEMOOOM  YCKOPEHHOT  OYeHKU CRMabUIbHOCIU U, HQ OaHHbIil MOMEHM, He HOOMBEPHCOeH
UCHBIMAHUAMU 8 PedCUME PedbHO20 8peMenu. Henvimanua npodonxcaromes).
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Ieprox wCONB30BaHUS KOMIIOHEHTOB Habopa IOCHe BCKPBHITHS MHAWBHAYalbHOH YTaKOBKH
COOTBETCTBYET CPOKY MOJHOCTH, YKA3AHHOMY HA 3THKETKAX, €CJIH B MHCTPYKUHH HE YKa3aHO HHOE.
12.2 VYcioBHs TPAHCOOPTUPOBAHKS HA00Pa PEareHTOB.

HabGop peareHTOB TpaHCHOPTUPYETCS BCEMH BHUIAMH TpPaHCIOPTa (B 3aKPBITBIX
JKEE3HOIOPOIKHBIX BArOHAX, B OTAILIMBAEMBIX I'E€PMETHIHBIX OTCEKaX CAMOJIETOB U aBTOMOOMIBHBIM
TPAaHCIIOPTOM MO IIpaBHJIaM MEpPEeBO30K TPYy30B COOTBETCTBYIOIIMX TPAaHCIOPTHRIX BEIOMCTB B
cooreerctBun ¢ CII  3.3.23332-16  «YcnoBus  TPaHCIOPTHPOBAHMS M XpaHeHUs
UMMYHOOHMONOTMYECKHX JIEKADCTBEHHBIX IPENAPATOB» B CYXOM 3alIMIIEHHOM OT CBETa MECTE.
YcnoBus TpaHCIIOPTUPOBAHMS HA0Opa M €ro KOMIUIEKTOB MOJDKHBl COOTBETICTBOBATh YCIIOBHSM

XpaHeHus!
JonyckaeTcs TpaHcropTHpoBaHue obeux dacteit kommiekra Ne 1 nabopa peareHTos mpu
Temmepatype mitoc 2 -8 °C B TeueHue 3 (Tpex) CyTOK.
W3nenus, TPaHCIIOPTUPOBAHHBIE ¢ HAPYLIEHHEM TEMIIEPATYPHOTO PEKUMA, MPUMEHEHHUIO
HE TMOJJIEHKAT.
12.3 Xpanenue Habopa pearcHToB
Xpanenue Ha0opa peareHTOB M OTAEIBHBIX €70 KOMIIOHEHTOB OCYIIECTBIISATE B COOTBETCTBHH C

CI1 3.3.2.3332-16 «YcI0BHS TPAHCTIOPTUPOBAHUS U XPAHEHUSE MMMYHOOHOIOTHYECKIX
JIEKapCTBEHHBIX NPETIAPAaTOB) B CYyXOM, 3aIHINECHHOM OT CBETa MECTE IIPH TEMIIEPaType:

- gacTh 1 KomruiekToB NeNe 1 1 2 Habopa peareHTOB 0JKHA XPAHHUTHCS IIPH TEMIIEPATYPE IUTIOC
2-8 °C B TeueHme BCero cpoka romHocTH. CpoK TOOHOCTH KOMIUIEKTa — 18 MecsIies.

- qacTh 2 kommaekToB NelNe 1 1 2 Habopa peareHTOB O/DKHA XPAHUTHCS TIPH TEMIIEPATYPE MHHYC
18 u o -40 °C B TeyeHuUE BCEro cpoka roqHocTH. Cpok TOMHOCTH KOMITIEKTa — 18 MecHIes.

Bcee koMnonenTs! yactu 2 (kpome «PCy» 11 KOMITIEKTa 2) MOYKHO pa3MOPaKHBATE -
3amopaxwuBatek He Oonee SO pas!

Braumanue! He formyckaercs OBTOPHOE 3aMOpakuBaHue KoMroHeHTa «PCy».

Brumanne! PazmMoposkeHHas rOTOBasi peakupoHHas cMech «PCy» xpauuTes npu Temmepatype (20-
25) °C B Teuenue 6 gacoB Wi npu Temnepatype (2-8) °C B Teuenue 1 cyTok.
13 TapanTuiiHbie 00513aTEIBLCTBA POU3BOJHTEIS

Habop peareHTOB TEXHWYECKOMY OOCITYKUBAHHIO M PEMOHTY HE TTOJUICIKHT.

[Ipoussogurens rapaHTHPYET COOTBETCTBHME BBHITyCKAeMOro Habopa peareHTOB TpeOOBaHHSM
HOPMATHBHOM M TEXHMYECKOH JOKYMEHTALMM MPH yCJIOBHH BBITONHEHHS NoTpeduTenem tpeboBaHuid
HaCTOSALIENH MHCTPYKIIN.

BesonacnocTe 1 KauecTBO Ha0Opa PearcHTOB rapaHTHPYIOTCS B TEYEHHUE BCErO CPOKA FOAHOCTH.

ITpousBomuTens OTBEYAET 3a HENOCTATKH Habopa peareHTOB, 3a HCKIIOYCHHEM Ae(hEKTOB,
BOSHHKIIHX BCICICTBUE HAPYIICHHUS IIPAaBHJ IPUMEHEHHUS, YCIOBHH TPAHCTIOPTHPOBAHUS U XPAHEHHS,
1100 NeHCTBUS TPETHUX JIUILL, THOO HENMPEOIOTHMOM CHIIBL.

IIpoussomutens 006A3yeTcs 3a CBOM CYET 3aMEHHTh HabOp pEareHTOB,  TEXHUYESCKHE H
(QyHKIMOHATBHBIE XapaKTEPHCTHKH (HOTPEOMTENBCKHE  CBOMCTBA) KOTOPOrO HE COOTBETCTBYHOT
HOPMATHBHOM M TEXHMYECKOH NOKYMEHTALMH, €CITH YKAa3aHHbIE HENOCTATKH SBHJIHCH CIECICTBHEM
CKpbITOr0  nedeKTa MaTepHAlloB MM HEKAUECTBEHHONO M3rOTOBJIEHHs Ha0opa pearcHToB
IIPOU3BOJIUTENEM.

ITpu BbIssBIEHMM TOOOYHBIX ACHCTBHM, HE yKa3aHHBIX B HHCTPYKIMH 10 MPHMEHEHHI0 Habopa
PSarcHTOB, HEXKEIATENIbHBIX PeaKLUil IIPH €r0 UCTIONB30BAHIH, (PAaKTOB M 00CTOATENBCTB, CO3AAOIHNX
yrpo3y JH3HM M 3I0POBBIO TIpaKJaH M MEJMIMHCKUX pabOTHHKOB INpH NpHUMEHEHHH Habopa
pEareHTOB, PEKOMEHIYETCS HAIIPAaBUTE COOOINEHNE B afipec NPEANPHATHS-U3TOTOBUTENS (adpec - cm.
n. 13 nacmoswyeii uncmpyxyuu). Komuro coolImeHus clieqyeT OTHPaBUTh B YHOJHOMOYEHHYIO
FOCYIapCTBCHHYK)  PETYIHMPYIOLIYH)  OpraHM3alMid B COOTBETCTBMM C  JEHCTBYIOIIHM
3aKOHOJIATETECTBOM.

14 ®opma nogaum pexkaamanuii
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[l npoBeneHMA pAacCleNOBAHMS M TONYYEHWS OOBEKTHBHBIX BBIBOAOB [0 3asBIIEHHOM
PEKIIaMaLy HEOOXOMMMO HPETOCTABUTE:

- PeKIAMAlHMOHHBIH HabOp pEareHTOB C  CONMPOBOIMTENBHBIM  IACEMOM, COIePIKAIIUM
MH(OPMAIIMIO O BBISBJICHHBIX HECOOTBETCTBHSX,

- KOMMH pE3yJbTATOB HMCCIENOBAHMIA, BBITONHEHHBIX APYIHM HaGOpOM peareHTOB (ykaszats
HAaMMEHOBAHHE, CEPHIO, CPOK TOXHOCTH HAGOPA PeareHTOR);

- KOMHM pE3yIbTATOB HCCIICHOBAHHH, BBIIONHEHHBIX pedepeHTHBIM HabopoM (npu HamMYuM
TaKOBOTO), yKa3aB €T0 HAUMEHOBAHME, CEPUIO, CPOK IOHOCTH.

Pexnamammy Ha crietmduyeckue u dusudeckue coiictea Habopa pearexros « IMBUAH-SARS-
CoV-2-ITIIP» HampaBmars B agpec npennpuatis-usrotoputes: OO0 «MMBHAH JIABy, 630559,
001 Hopocubupckas, p.i. Kosioso, Canosas, mom 2/7, stax 2 nomer, 2

Ten. 8 (800) 600-90-77

+7(383) 209-34-54,

info@imbian.ru,

www. imbian.ru.
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15 CuMeoJibl, IpUMeHsieMble 118 MapKHPOBKH Ha0opa peareHToB.

HaumeHnoBauue HanmenoBanune HaumenoBanue
Cumsoa CumBoa Cumson
CHMBOJIQ CHMBOJIA CHMBO0JIA
H3zneme
Hcromb30BaTh Howme o METHIIHCKOS
E REF P IVD i
o KaTaJiory JUTS. TAATHOCTHKH
in vitro
‘. -18°C ”
m{l Hara . Bepeus oT TemnepaTypHbIH
M3TOTOBJICHHUS I l BJIaru - IHATIA30H
He ConepsxumMoro
DOCTATOYHO IS
LOT Howmep cepun HCIIONB30BaTh
96 96 TECTOB,
TIOBTOPHO
COOTBETCTBEHHO
He
OcropoxHo!
HCIIONB30BATh
e OGpatuTech K @ pu
WHCTPYKIHMH TIO N
Py TIOBPEKIEHHOM
MIPHMEHEHHIO i
YIIAKOBKE

«BockninarenbHeIi 3HAK»
CurnansHoe ¢10B0: «OCTOPOKHO»
Mecto Hanecenus: «JIuP»
H302: BpeaHo npu nporiaTbiBaHUK
H313 MosKeT NpUYMHKUTE BPE PH MTOTNaJaHUK Ha KOXKY
H318 Ilpu nonagaHuu B riias3a BeI3bIBAET HEOOpATHMBIE TTOCTIESICTRHSL.

H332 BpeaHo npu BABIXaHUU

H314 ITpu nonajaHuy Ha KOXKY M B I71a3a BbI3bIBAET XUMUIECKUE OKOTH

«[Inamsa» 1 «BocknHUIaTensHbIH 3HAK»

CurnansHoe ciioBo: «OnacHo»

Mecto nanecenus: «PII», «I1P-1» u «I1P-2» u ymakoBka Habopa peareHToB
H225: JlerkoBocIuiaMeHAIOMIAsACS KUAKOCTE. [laper 006pa3yroT ¢ BO3MyXoM

B3DPBIBOONACHBIE CMECH
H319: TIpu nonanaHuy B ri1as3a BRI3LIBAET BEIPAKCHHOE Pa3apakeHue
H336: MoKET BBI3BIBaTh COHJIMBOCTE M I'OJIOBOKPYIKEHHE

«BockmMuaTenbHbIH 3HAK)
CurnansHoe cioBo: «OmacHo»
Mecto nanecenus: «BP», «OK» u «K(-)» u ynakoska Habopa peareHTOB
H302 BpenHo npu nporiaTsIBaHHH.
H319 Ilpu nonanaHuy B r1a3a BEI3LIBAET BEIPAKEHHOE Pa3IpakeHHE.
H335 MoskeT BBI3BIBaTh paspaXkeHHe BEPXHUX JbIXATEIBHBIX MY TEH.
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