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He pencteyeT ¢ 1 Mas 2022 r. - NyHKT 3 HacTOSALWEro NOCTaHOBAEHNA

O BpeMeHHOM Mopsaake pacnpegeneHuns B Poccuinckon denepaunn

TEeCT-CUCTEM A5 AMArHOCTUKN HOBOW KOPOHaBMPYCHOW MHDEKLUN

B cooTBeTCTBUM CO CTaTben 5 PeaepasibHOro 3akoHa "O CaHUTaPHO-3INNAEMUONOrMYeCKOM Baaronony4mm
HaceneHus" n B Lenax obecnevyeHns Mep, HanpaB/EHHbIX Ha CHUXXEHNE PUCKOB PACMpPOCTPaHEHUS HOBOM
KOPOHaBMNPYCHOW nHpekuun, NMpaBntensCcTBo Poccuinckon ®epepaLim NoCTaHOBASET:

1. YTBepAnTbL Npuaaraembll BPEMEHHLIN MOPAAO0K pacnpeneneHmsa B Poccminckon ®egepaumm TeCT-CUCTEM
AN ANArHOCTUKM HOBOWN KOPOHABUPYCHON UH(EKLMK.

2. Onpenenntb ®epepasbHyto cy>xby no Hag3opy B chepe 3aluUThl NpaB noTpebutenen n bnarononay4yms
4yenoBeKa YNnoJHOMOYEHHbIM (hefepasbHbiM OPraHoOM UCMOJIHUTEIbHOW BJIACTW MO y4eTYy U pacrnpeneseHunio
B COOTBETCTBUW C BPEMEHHbLIM MOPAAKOM, YTBEPXKAEHHBIM HACTOALMUM NOCTAHOBAEHWNEM, MPON3BEAEHHbIX
(n3roToBNEHHbLIX) Ha TeppuTopUN Poccninckon degepaunm opraHm3aumamm, NoaBeaoOMCTBEHHbLIMA
thefepanbHbIM OpraHam UCMNOMHUTENbHON BAACTH (3@ UCKITIOYEHNEM OpraHn3aL i, No4BEA0MCTBEHHbIX
MwuHuncTepcTBy 060poHbI Poccuiickon ®depepaumm), TeCT-CUCTEM AN ANArHOCTUKM HOBOW KOPOHaBMPYCHOWN
MH(EeKLMK, a TakXXe Mo y4eTy nHdopMaLnm 0 NpoBedeHHbIX B Poccminckon degepauun NCCNefoBaHUNAX Ha
AVArHOCTUKY HOBOW KOPOHABUPYCHOWN NMHGeKLUUN 1 06 nx pesynbTaTax.

3. HacTosuiee nocTaHOBNAEHME BCTYMAET B CUAY CO OHSA ero ouumansHoro onybankoBaHus n oencTeyeT
no 1 masa 2022r.

Mpencepatens NpaBuTeNbLCTBA

Poccuiickon ®epepaumn M.MuycTuH

YTBEP)X[EH

nocTtaHoBieHneM lMNpaBmTenbCTBa
Poccuinckon ®epepauun

oT 15 anpens 2020 r. Ne 507

BPEMEHHbIV NOPAOOK

pacnpegeneHnsa B Poccninckon depgepaunm TeCT-CUCTEM

L4019 [NArHOCTUKU HOBOW KOPOHABUPYCHOM MH(eKLUK

1. HacTosAwunin LOKYMEHT onpeaenseT nopagok pacnpeneneHus B Poccunckon depepauny TeCT-CUCTEM
NS QNarHOCTUKN HOBOW KOPOHABUPYCHOWM MHGEKUUN (fanee - TeCT-CUCTEMbI), KOTOpble pa3paboTaHbl 1
Npou3BoAATCA (M3roTaBAMBAOTCA) OpraHM3aLmaMun, NOABEAOMCTBEHHLIMY (hefepasibHbIM OpraHam
NCMONHUTENLHOW BNACcTL (3a NCKIIIOYEHNEM OpraHn3aLmin, NoaBeA0MCTBEHHbIX MUHMCTEPCTBY 0OOPOHSI
Poccuiickon ®epepaummn), a Takxe nopsagok obmMeHa nHdopmaumen 06 obbemax u pesynbTaTax
AVNArHOCTUYECKUX UCCnefoBaHun.

2. OpraHm3aunym He3aBMCUMO OT UX OPraHU3aLMOHHO-NPaBOBbLIX (hOpM, ABAALWMECA pa3paboTymkamu,
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NPoun3BOANTENSAMU (M3rOTOBUTENSAMN) TECT-CUCTEM (Oasnee - MPOU3BOANTENN), eXXeHedenbHO (B 1- AeHb
HeLenun) HanpaBnaloT B hefepansHoe BIoaKEeTHOE yYpexaeHne 30paBooXpaHeHmns "PeaepanbHblil LLEHTP
rUrneHsl n anngemuonorun” ®epepancHon cayxbbl Mo Haa30py B chepe 3awnuTbl NpaB noTpebutenen n
6narononyumns YenoBeka (Oanee - yuypexxaeHne) no 31eKTPOHHbIM KaHanaM CBS3M (MW MHbIM JOCTYMHbIM
cnocobom Mo cornacoBaHuMo) MHopMauuio 06 ob6beMax NPon3BOANMBIX (M3rOTaBAMBAEMbIX) Ha
TeppuTopun Poccninckon degepaunmm TECT-CUCTEM Ha NPEACTOALLYIO KaJIeHOapPHY Heaemno, mecsu, u 2
Mecsua.

Mpomn3sognTenu - hepepasbHble 6I04KETHbIE YHPEXAEHUSA, OCYLLECTBAAIOLWME NPOM3BOACTBO TECT-CUCTEM
3a cyeT cybcuauin n3 henepansHoro 6loaKeTa, TakXKe HaMpPaBAAOT B YYPEXXAEHNE B CPOKM, YKa3aHHbIE B
ab3aLle NnepBOM HACTOALLEr0 NYHKTA, MHGOPMaLMIO 0 FOTOBbLIX K pacnpenenieHnto Ha 6e3so3mMe3gHON
OCHOBe TeCT-CMCTEMAX B Llensx NpoBefeHNa AMarHOCTUYECKMX NCCef0BaHNIN roCyAapCTBEHHbIMM 1
MyHMLMMNaNbHLIMU yYpexaeHusaMu. (JononHeH - MocTtaHoBeHNe MpaBuTensCcTBa Poccunckon ®epepaumm
o7 10.07.2020 Ne 1016)

3. ®enepanbHas TaMoXXeHHasa cnyxba HanpasnseT B PeaepalibHyto cyxby no Haa3opy B chepe
3[PaBOOXPaAHEHUS 1 YHPEXAEHMNE MO INEKTPOHHLIM KaHanaM CBA3WN (MM MHBbIM LOCTYMHbLIM cnocobom no
COrnacoBaHuio) nHopmaLmio 06 06beMax TECT-CMCTEM, BBO3MMBIX Ha TEPPUTOPUIO POCCUIACKON
®epfepaumnm (C yKasaHMeM CBeeHMIN 0 NPOM3BOAUTENE 1 MOCTABLLMKE), B AeHb NepemMeLleHuns
COOTBETCTBYIOLLMX TOBAPOB Yepes rocyapCTBEHHYIO rpaHuuy Poccniickon depepaunn.

4. ®epepansHag cnyxba no Haa3opy B chepe 34paBOOXPAHEHNS MO Mepe OCYLLLeCTBAEHNS
roCyfapCTBEHHOW pPerncTpaunm TecT-CUCTEM, HO HE MEHee OA4HOr0 pa3a B HeAesto, NpeacTaBnseT B
yuypexxaeHune nHHopMaLmMio 0 3aperncTPUpPOBaHHbLIX TECT-CUCTEMAX C yKa3aHMeM MX NPOM3BOAUTENEN, a
TaKXXe B COOTBETCTBUN C NyHKTOM 10 ocobeHHocTen obpalleHna MeguUNHCKNX N34enMin, B TOM Ynucne
roCyfapCTBEHHOW perncTpauumn cepmm (NapTum) MEQULUHCKOrO N38enuns, yTBep)XAeHHbIX NOCTAaHOBIEHWEM
MpaBuTenbcTBa Poccuiickon Pepepaumm oT 3 anpend 2020 r. Ne 430 "O6 ocobeHHOCTAX 0bpalleHus
MeONLUNHCKNX N3OeNnNiA, B TOM YUCIE roCyAapCTBEHHON pPerncTpauumn cepumn (MapTumn) MeguUMHCKOro
n3penus", o He3aperncTPUPOBaAHHBLIX TECT-CUCTEMAX, HaxoaAWwmxcsa B obopoTe.

5. OpraHm3auum He3aBMCKMMO OT UX OPraHN3aLMOHHO-NPaBOBbIX (POPM, OCYLLECTBASIOLLNE B COOTBETCTBMM C
3aKOHOA4ATeNbCTBOM B 061acTy obecneyeHUs CaHUTapHO-3MMAEMUONOrM4eckoro bnarononyymsa HaceneHms
paboTy ¢ Bo3byauTenamMu MHEKLUMOHHbIX 3abonesaHnin Yenoseka lll v IV rpynn naToreHHOCTM Ha
TeppuTopun cooTBeTCTBYIOLLEro cybbekTa Poccuinickon ®eaepaunn (ganee - opraHm3saLum,
OCYLLeCTBAAOLWME ONArHOCTMYECKNE NCCNef0BaHMNA), HaNPaBAAOT exxeHeaenbHo (B 1-1 aeHb Hepgenn) B
thenepanbHble BIOOXKETHbIE YYpEeXXAEHNA 34PaBOOXPAHEHNS (LEHTPbLI TMINEHbI U ANMAEMMNONOr N B
cybbekTax Poccuinckon ®epepaunn) 3a89BKM Ha NPEACTOALWYI0 Heaento 06 obbeMax NaaHMpyeMbIx
AVNArHOCTUYECKUX UCCIe0BaHNI Ha HOBYIO KOPOHABUPYCHYIO UHGEKLMIO (fanee - 3a5BKa) C
NCMNO/b30BaHNEM TECT-CMCTEM, KOTOPLIE pa3paboTaHbl M NPON3BOAATCA (M3roTaBANBAOTCSH)
opraHu3aunsmMmn, NoABeAOMCTBEHHbIMU hefepasibHbIM OpraHaM UCMOJHUTENbHOM BNACTH (3a NCKAOYEHNEM
opraHmM3auuin, NoaBeaoMCTBEHHbIX MuHMCTepCcTBY 060pOHLI Poccuiickon ®depepaumun), B TOM 4ucae ¢
y4eToM obpalleHnin rpa)kaaH, C yka3aHmeM CBefeHui 0 cnocobax opraHn3auum OCTaBKM YKa3aHHbIX TeCT-
cmcTem.

6. DenepanbHble BIOIXKETHbIE YYPEXKAEHNS 30PAaBOOXPAHEHNS (LEHTPbLI TUIMEHbBI U 3MMAEMNOSIOTUN B
cybbekTax Poccuiickon Pepepaunn) obecneyvmsatoT cbop n 06obLLeHME 3a9BOK B TEYEHWE YKa3aHHbIX B
NyHKTe 5 HacToAWEro JOKyMeHTa CyTOK 1 nepefatT CBOAHYIO MHOPMaLNIO B TEPPUTOPMAbHBIA OpraH
depepansHOM Cny>x6bl N0 Haa30py B chepe 3alLmThl NpaB NoTpebuTtenen n Hnarononyyuns YenoBeka,
KOTOPbIN HaMpaB/geT NX B TeYeHNe 04HOro paboyero 4HA B y4pexxaeHue.

B cBOAHON MHDOPMaLMKN OTAENBbHO YKa3bIBAOTCA CBEAEHUS 0 NOTPEBHOCTAX roCy4apCTBEHHbIX U
MYHULMMANAbHbIX YYPEXXAEHNIN, OCYLLECTBAAOWMX ANAarHOCTMYeCKNe NCCIeA0BaHNS, B TECT-CMCTEMAX,
pacnpegensembix Ha 6e3B03mMe3HON ocHoBe. ([lononHeH - NMocTaHoBneHne MNpaBuTenbcTBa Poccuiickoi
®epepaumm ot 10.07.2020 Ne 1016)
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7. YypexaeHune exeHeneslbHO Ha OCHOBE NOJYYEHHbIX AaHHbIX OPMUPYET NPOEKT NnaHa-rpaduka
pacnpegeneHnsa TeCT-CUCTEM, KOTOpble pa3paboTaHbl M NPoON3BOAATCS (M3roTaB/IMBAOTCA)
opraHusaunsmmn, NoABeAOMCTBEHHbIMY hefepasibHbIM OpraHaM UCMONHUTENbHOM BAACTH (3a NCKAOYEHNEM
opraHu3auuin, NoaBefoMCTBEHHbIX MHUCTEpPCTBY 060poHbI Poccuinckon ®epepaum), No opraHm3auunsmM,
OCYLLEeCTBAALWMM ANAarHOCTUYECKME UCCAe0BaHNA, C yKa3aHneM nHgopmaumm ob obbemax TecT-CUCTEM,
pacnpenenseMbix Ha 6e3B03Me34HON OCHOBE MEXAY rOCYAAaPCTBEHHBIMUA Y MYHMLMNAJIbHBIMM
YYpPEXAEHUAMM, OCYLLECTBAOWMMN AMArHOCTUYECKME NCCAeN0BaHMS, C YYETOM NOCTYMMUBLUMX OT HUX
3a5BOK (fanee - naaH-rpadmk), NCXoas 13 CaefyroLnx KpuTepues:

ypoBeHb 3ab0/1eBaeEMOCTY HOBOW KOPOHAaBUPYCHON MHpekunen B cybbekTe Poccuinckon ®epepaunu;
YPOBEHb TeKyLen NoTpebHOCTN opraHn3aLmi, oCyLLeCTBAAOWMNX ANarHoCcTMYeCcKne NCCaefoBaHuns, B
nabopaTopHbIX UCCNenoBaHNaX B cybbekTe Poccuinckon ®enepauum C y4eToM obpalleHnin rpaxkaaH;
KOJIMYECTBO M MOLLHOCTM nabopaTopuin, OCYLLECTBAALWNX ANarHOCTUYECKE NCCNe0BaHNS Ha HOBYIO
KOPOHaBUPYCHY0 UHGeKU Mo B cybbekTe Poccuinickon depepaumn.

8. YupexneHue exeHenenbHo (BO 2-11 AeHb HeLeNn) HanpasaseT NoArOTOBEHHbIN MPOEKT NaaHa-rpaguka
Ha cornacoBaHue B ®efepanbHyto cnyxby no Hag3opy B chepe 3alMThl NpaB noTpebutenen un
6naronosiyums Yenoseka.

9. ®enepanbHas cny>xba no Hag3opy B chepe 3alnThl NpaB NnoTpebutenen n 6Gaaronosyyns Yenoseka He
nosgHee 24 4acoB C MOMEHTa MNOCTYNAeHNA pacCMaTPMBAET U COrJlaCcoBbIBAET NpeaCcTaB/IEHHbIN
yypexaeHneM nnaaH-rpaduk.

10. Ha ocHoBe cornacoBaHHoro ®enepasibHol cy>x601 No Haa30py B chepe 3alnThl NpaB noTpebutenei
1 6narononyyns YenoBeka naaHa-rpadmka yuypexxaeHue 0OBOAUT A0 CBEAEHUS MPOU3BOANTENEN
NHopMaLuio 0 Konuyectee (0bbeme) TeCT-CMCTEM, KOTOpbIe pa3paboTaHbl M NPOM3BOASATCS
(n3roTaBnMBaloOTCA) OpraHu3aLmnsamMm, NoABEAOMCTBEHHbIMY hefepasibHbIM OpraHaM UCNONHUTENbHON
BJ1ACTM (3@ UCK/IIOYEHMEM OpraHn3aL i, NoaBeLOMCTBEHHbIX MUHUCTEPCTBY 060pOHbLI Poccuinckonm
depepaumm), pacnpenesieHHoOM Mo OpraHn3aunsaM, OCyLLeCTBASLWNM UarHOCTUYeCKMe NccnenoBaHmus.
11. B uensax obecneyeHns yyeta 1 KOHTPOA 3@ NPOBEAEHHBIMW UCCNEA0BAHNSMN Ha HOBYIO
KOPOHABMPYCHYI0 MH(EKLMNIO OpraHn3aLmm, OCyLLEeCTBASALMNE ANarHoCTMYeCKne NCcCcaeaoBaHms,
€)XXeJHEBHO B OMepaTUBHOM PeXMNMe HanpasBnsoT B heaepanbHble BI00XKETHbIE YUpPEXX AEHNS

3[4 paBOOXPaHEeHUS (LEeHTPbI FTUrneHbl 1 anuaemumonorum B cybbekTax Poccuinckon ®enepauun) ceegeHns ob
NCMNOJIb3yeMbIX MU TeCT-CUCTeMax, MPefyCMOTPEHHbIX B TOM YUCJIE MYHKTOM 4 HacTOSALWEero LJOKyMeHTa, C
yKa3aHWeM UX HaUMeHOBaHUA, cepun (MapTum), 0 NONYYEHHbIX pe3ysibTaTaxX UCCnenoBaHni C
NCMOJIb30BaHNEM TECT-CUCTEM, O BbIABJIEHHbIX MONOXUTENbHbIX pe3y/ibTaTax UCCnefoBaHniA Ha HOBYIO
KOPOHaBMPYCHY0 MHGEKLMNIO C MCMOJIb30BaHNEM TECT-CUCTEM, a TakxKe 06 oCcTaTKax HeENCMNOob30BaHHbIX
TeCT-CUCTEM C YKa3aHMeM NX HaMeHOBaHWS No opme, yTBepXXaeHHon GenepanbHon cyxboi no
HaZ30py B chepe 3aWwuThl NpaB notpebutenein n bnarononyyns Yenoseka.

12. OpraHn3saumm, ocyLLecTBAAOLWME ANArHOCTMYECKUE NCCIeA0BaHUSA, €XXeAHEBHO B ONEpPaTMBHOM
peXxmme MHDOPMUPYIOT TEPPUTOPMAbHbIE OpraHbl eaepansHOl CnyXbbl MO HaA30py B Chepe 3aluUThl
npas noTpebutenen n 61arononyyns YesoBeka o BbiSBAEHHbLIX MOJOXKUTENbHbIX pe3ybTaTax
nccnenoBaHWi Ha HOBYIO KOPOHABUPYCHYI0 MHGEKLMIO AN OpraHmM3auumn cCaHUTapHo-
NPOTMBO3MNNAEMUYECKMNX MEPOMPUATUNA.

13. ®epgepanbHble 6I0XKETHbIE YYPEXXAEHNS 34PaBOOXPaHEHNS (LEHTPbI TUrMeHbl 1 SNUAEMUONOr NN B
cybbekTax Poccuiickon denepaunn) HanpaBnsaoT CBEAEHUS, NOSYYeHHble B COOTBETCTBUM C MYHKTOM 11
HaACTOSALLEro OKYMEHTa, B Y4peXAeHue.

14. YypexageHune obobLiaeT nosyyYeHHbIe B COOTBETCTBUN C MYHKTOM 13 HaCTOSLWEro AOKYMEHTa CBEAEHUS
N e)XellHEBHO HanpaBAseT COOTBETCTBYIOLLYIO NH(OPMALIMIO, B TOM YiC/1e O TECT-CUCTEMAX,
pacnpegeneHHbIX Ha 6€3B03Me34HON OCHOBE MEXAY rOCYyAapCTBEHHbLIMU U MyHMLMMANbHLIMU
yUYpEeXAEHUSMU, OCYLLECTBASIOWMMI ANArHOCTMYECKME NCCNenoBaHus, B PefepasibHyto cinyxby no
HaA3opy B chepe 3aWwuTbl NpaB noTpebutenen n bnaronony4msa YeaoBeka.
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15. OpraHu3auuu, oCyLLeCTBASIOWME AMAarHOCTUYECKE NCCNIE0BAHNS, U TEPPUTOPUAIbHBIE OpraHbi
®epepanbHon cnyx0bl Mo Haa30py B chepe 3aLnTbl NpaB NnoTpedbuTenein n bnarononyyns YenoBeka npu
BbISIBJIEHVMN HEXENATENIbHbIX PeakLUuUii Npyu NPUMEHEHNN TECT-CUCTEM (B TOM YIC/E JIOXKHOMOMOXUTENbHbIX
VAW NOXHOOTPMLLATENbHbIX) COOOLAT 0 KaXXA0M TakoM Ciyyae B ®efepasibHyto Ciy»x6y no Hag3opy B
cthepe 34paBOOXpPaHEHNs B COOTBETCTBUM C TpeboBaHNAMM 3aKOHOAATENLCTBA B Chepe OXpaHbl 340POBbS.
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