IMPABUTEJILCTBO POCCHUMCKON ®EJEPALIU
ITOCTAHOBJEHUWE

ot 15 uronsg 2022 r. Ne 1065

MOCKBA

006 yrBep:knenunu IlpaBua pacnpenenenusi B Poccuiickoii @enepanyu
TeCT-CHUCTEM JJIsl IMATHOCTHKH HOBOM KOPOHABHPYCHOH HHpEKIIUN

(COVID-19)

B cootBercTtBuM co crathelr 5 DenepanbHOro 3akoHa 'O caHUTapHO-
SMUIEMHUOJIOTUUECKOM OJIaromnoJlydud HacelIeHuA' | B HEAX 00ecredeHus Mep,
HAlpaBJICHHBIX ~ HA  CHU)KEHHWE  PUCKOB  PACIPOCTPAHEHHS  HOBOW
kopoHaBupycHoit mHpekmuu (COVID-19) IlpaButensctBo  Poccuiickoi
Oenepallii MO CTAHOBJSIET :

1. VrBepauts mupumnaraemsie IlpaBuna pacnpenenenuss B Poccuiickoi
denepanuu TECT-CUCTEM I JMArHOCTUKHA HOBOM KOPOHABHPYCHOW HH(EKIINN
(COVID-19).

2. Onpenemuty OeaepanbHYO CITy>K0y IO HaA30py B cepe 3aluThl IpaB
noTpeduTeNned u OJaromoilydrsl YejJOoBEKa YIOJHOMOUYEHHBIM (eaepaibHbIM
OpPraHOM HCTOJTHUTEIHHOM BJIACTH TI0 YUETY U PACTIPEICIICHHIO B COOTBETCTBHUH
¢ [IpaBunamu, yTBEp:KIEHHBIMU HACTOSIINM ITOCTAaHOBJICHUEM, TIPOU3BEACHHBIX
(M3roTOBJICHHBIX) Ha Teppuropum Poccuiickoit dDenepanmu OpraHU3ANMSIMH,
MO/IBEJIOMCTBEHHBIMU  (DeIepaIbHBIM ~ OpraHaM  WCIOJHUTEIPHOW  BJIACTH
(3a UCKITIOUEHWEM OpTaHM3AIlNi, TIOIBEIOMCTBEHHBIX MHHHUCTEPCTBY 00OPOHEI
Poccuiickoii  ®denmeparum),  TecT-cUCTeM Uil JUATHOCTUKH ~ HOBOWM
koponasupycHoit ~ mH(pekmuu  (COVID-19), a Takke 1o  ydery
uHdopmarn 0 mpoBeneHHbIX B Poccuiickoir demeparum MCCIeAOBAHUIX
U  TWAarHOCTHKK  HOBOW  kopoHaBupycHod  umH(pexkmuu (COVID-19)
1 00 UX pe3ysbTaTax.

S'DBZQZI’I :‘



3. HacTosimmee mnOCTaHOBJIEHUE BCTyMaeT B CHJIYy CO JHS €ro
o¢uIMagIbHOTO Oy OMKOBaHUs U AeiicTByeT 10 1 mas 2023 r.

AOKYMEHT NOANUCAH
[Ipencenarens [IpaBurenscTBa SR T,

Poccuiickoit ®eneparuu EEEHEHNS © CEPTUBNEE T M.Mutryctun

5FDFEBBA4E9C5502C6806721EA4CAFFCDFC...
MocTaBwmk: GeaepanbHoe KasHa4ecTBo
MpasuTenscTso Poccuiickoit depepaumm
[leiicteutenen ¢ 10.12.2021 no 10.03.2023
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YTBEPX/IEHDBI

noctaHoByieHneM I IpaBurenbcTBa
Poccuiickoii @enepanun
ot 15 mrons 2022 r. Ne 1065

IHPABUJA

pacnpenesieHusi B Poccuiickoil @enepanuu TeCT-CHCTEM
AJIs1 TMATHOCTUKHU HOBOI KopoHaBupycHoii ungexuuu (COVID-19)

1. Hacrosmme  IlpaBmia  ompenenstoT  HOPSAOK — paclpeesieHus
B Poccuiickoit ®enepamuyd  TECT-CUCTEM  JUId  AUATHOCTUKKA  HOBOWM
koponasupycHoi wHpekmmu (COVID-19) (mamee - TecT-cHCTEMBI), KOTOPHIE
pazpaboTaHbl ¥  TPOM3BOIATCA  (M3TOTABIMBAIOTCS)  OpPraHU3AIMSIMM,
MOBEIOMCTBEHHBIMU  (DelepaibHBIM ~ OpraHaM  MCHOJHUTEIBHOW  BJIACTH
(3a UCKITIOUEHHWEM OpraHU3aIMi, MOABEIOMCTBEHHBIX MHHHUCTEPCTBY 00OPOHBI
Poccuiickoit denepanum), a Takke MopsAIok ooMeHa nHdopmanmeit 06 oobremax
U O pe3yJibTaTax JUArHOCTUYECKUX MCCIIEIOBAHUM.

2. Opranuzanuy HE3aBUCHUMO OT OPTaHW3allMOHHO-TIPABOBOH  (HOPMHEI,
ABJISIIOIIMAECS  pa3pabOoTYMKAMHM,  MPOU3BOJAUTENIAMH  (M3TOTOBUTEIISIMM )
TECT-CHCTEM (Hajiee - MPOU3BOAMTENH), €KEHeAeNbHO (B 1-ii IeHb Hemenn)
HampaBJIAIOT B (eAepaabHOe OIOJDKETHOE YUPEIKACHUE 3APAaBOOXPAHEHUS
"denepanabHbIil IEHTP TUTUEHBI U 3nuAeMuosorun’ denepaabHON CITyKOBI O
Haa30py B cdepe 3ammThl MpaB MOTpeOuTeaeit w Oaromoiiyums deaoBeKa
(manee - yupekIeHHE) TI0 JIEKTPOHHBIM KaHajIaM CBSI3U (WU UHBIM JOCTYITHBIM
crocoOoM 10 corjlacoBaHuio) wuHpopMmaruio 00 o0beMax MPOU3BOIUMBIX
(m3roTaBnMBaeMbIx) Ha Tepputopum Poccwmiickoit demepanmm TecT-cucTeM Ha
MIPEACTOSIIYIO KaJICHIAPHYIO HEIEII0, MECSIT U 2 MecsIIla.

[IpousBoautenu - dbenepanpHbIC OI0JIKETHBIE YUPEKICHUS,
OCYIIECTBJISIIONIME  TPOW3BOJCTBO  TECT-CUCTEM  3a  CcUeT  cyocwuauid
u3 denepambHOro OIO/DKETa, TAKKEe HANPABJSIIOT B YUPEKACHUE B CPOKH,
yKa3aHHbIe B a03are MepBOM HACTOAIIETO MYHKTA, MHPOPMAIMIO O TOTOBBIX
K  pacmpeneneHrio Ha  0€3BO3ME3JHOM  OCHOBE  TECT-CUCTEMax B
rOCYJapCTBEHHBIE W  MYHHUIMMNAIbHBIE  YUPEXKICHUS, OCYIIECTBIISIONINE
JIArHOCTUYECKUE UCCIICTOBAHMS.
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3. ®enepanpHas TaMOXKEHHas Cioyk0a HampaeiasieT B DenepalibHYIO
ciry 0y 1o Ha30py B chepe 3ApaBOOXPAHECHUS U YUPEIKIECHUE MO AIEKTPOHHBIM
KaHaJlaM CBsi3W (WIM MHBIM JOCTYIIHBIM CIOCOOOM IO COTJIACOBAHUIO)
uHdopmarmo 00 oOBEMax TECT-CUCTEM, BBO3UMBIX HA TEPPUTOPHUIO
Poccuiickoii ®enepanuu (¢ yKa3aHHEM CBEJIEHUA O IPOU3BOJUTEIIC
U TIOCTABIIUMKE), B JCHb NEPEMEIIECHUs] COOTBETCTBYIOIIMX TOBAPOB dYepe3
rocyaapCTBeHHYIO rpanuily Poccuiickoit denepannu.

4. denepanbHas cayk0a Mo HAaA30py B cepe 3MpaBOOXPaHEHUS TI0 MEpe
OCYILECTBJICHUSI TOCYJAPCTBEHHOW PErHUCTpalid TECT-CUCTEM, HO HE MEHee
OTHOTO pa3a B HENENIO, NPEACTAaBIIET B yUpeKACHHE WHOOPMAIHIO
0 3aPErMCTPUPOBAHHBIX TECT-CUCTEMAX C YKA3aHUEM UX MPOU3BOIUTEIIEH.

5. OpraHm3anum HE3aBUCHMO OT OPTaHU3AIMOHHO-TIPABOBON (DOPMHEI,
OCYILECTBJISIIOIME B COOTBETCTBUM C 3aKOHOJATEICTBOM B  00JacTu
o0OecrieueHns CaHUTAPHO-3MUAEMUOJIOTUIECKOrO OJaronojyuunsi HaceJIeHUs
paboty ¢ BO30ymuTensiMu  WH(MEKIMOHHBIX  3a00JIeBaHMA  UYEJIOBEKA
III u IV rpynn maTOr€HHOCTH HAa TEPPUTOPUU COOTBETCTBYIOLIETO CyOBEKTa
Poccuiickoii  ®enepanmm  (manmee - OpraHu3aiii,  OCYIIECTBIISIONINE
JMArHOCTUYECKUE WCCIICIOBAHUs), HANPABIAIOT €XeHenenabHo (B 1-if meHb
Henenn) B eaepalibHbie OFO/KETHBIEC YUPEKIACHUS 3APAaBOOXPaHEHUs (IIEHTPHI
TUTUEHBI U 3MHAEMHOJIOTUN B cyObekTax Poccuiickoit deneparum) 3asBku Ha
NPEACTOSIIYI0 Heneno 00 o0peMax IUIAHMPYEMBIX  JUArHOCTHYECKHX
WCCJIeIOBAaHNN HA HOBYIO KOopoHaBHpycHy0 mHGpekuuto (COVID-19) (manee -
3asBKa) C HCIOJb30BAHMEM TECT-CUCTEM, KOTOpbIE€ pa3paboTaHbl U
MPOU3BOAATCS  (M3rOTABJIMBAIOTCSA) OpPraHU3ALMAMH, MOJBEJIOMCTBEHHBIMU
denepaTbHBIM  OpraHaM  WCIOJHUTEBHOW BJacTH (32  HMCKIIOYCHHEM
OpraHu3anui, MOABEIOMCTBEHHBIX MUHHUCTEPCTBY 00OpoHbI Poccuiickoit
denepaiyu), B TOM YKHCIIE C YIETOM OOpaIllEeHU rpa)KaH, yKa3aHUEM CBEJCHUN
0 cnoco0ax opraHu3aIuu JOCTABKU TECT-CUCTEM.

6. ®enepanbHble OOHKETHBIE YUPEKIACHUS 3IPABOOXPAHECHUS (LIEHTPHI
TUTHEHBl W JOUAEMHOJoTMH B cyObektax Poccuiickoit  ®Denepanum)
obOecrieunBarOT cOOp U 00OOIIEHUE 3aABOK B TEUCHUE YKA3aHHOTO B IMYHKTE 5
HACTOSIIIETO JOKyMEHTAa CpPOKa © TMEepPeAaroT CBOJHYIO WH(MOpMAIUIO
B TEPPUTOPHATBHBIN opraH DeaepanbHO CITy kOBl TT0 HAA30pY B chepe 3ammThl
MpaB mnoTpeduTeneld W Ojaromoyydydsl 4eloBeKa, KOTOPBIM HampaBiIseT HX
B TE€UYEHHUE OJHOTO PabOUEero JAHS B YUPEKJICHHE.

B cBomno#i  umH(OpMammm  OTHEIBPHO  YKAa3bIBAIOTCS  CBEACHUS
O TOTPeOHOCTAX TOCYJAPCTBEHHBIX W MYHUUUNAUIbHBIX  YUPEXKICHUIA,
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OCYHIIECTBJISIONIUX  JIMAaTHOCTHUUYECKUE  HCCIICOBAHUA, B  TECT-CUCTEMAX,
pacnpenensieMbiX Ha O€3BO3ME3THOM OCHOBE.

7. YupexxaeHue eXKEeHEAEebHO Ha OCHOBE TIOJYUYEHHBIX JIAHHBIX
dbopMuUpyeT MPOEKT IUIaHa-rpaduKa pacHpenesieHuss TeCT-CUCTEM, KOTOPBIC
pa3paboTaHbl W NPOM3BOJATCA  (M3TOTABIMBAIOTCS)  OpPraHU3ALMIMM,
MO/IBEJIOMCTBEHHBIMU  (DeIepaIbHBIM ~ OpraHaM  HMCIOJHUTEIBHOW  BIJIACTH
(3a UCKITIOUEHWEM OPraHM3allfii, TI0IBEIOMCTBEHHBIX MUHUCTEPCTBY O0OOPOHBI
Poccutickoit deneparun), o OpraHu3alysM, OCYILECTBJIAIOIIUM
TUArHOCTUYECKAE HWCCIEIOBaHUA, C yKazaHuemM wuHdopmarmum o0 oObemax
TECT-CUCTEM,  pacmpenesieMblx Ha  OE3BO3ME3MHOH  OCHOBE  MEXAY
rOCyJapCTBEHHBIMA ¥ MYHHUITUTIAIBHBIME YUPEKICHUSIMH, OCYIIECTBIISIONIAMHU
JTMArHOCTUYECKUE WCCIICIOBAHUSA, C YUETOM IOCTYMHUBIIUX OT HHUX 3asIBOK
(manee - maH-TpaduK), UCXOS U3 CIICTYIONINX KPUTEPUEB:

YpPOBEHb  3a00JI€Ba€MOCTH  HOBOW  KOPOHABHPYCHOW  WH(EKIue
(COVID-19) B cyowekte Poccuniickoit denepanmu;

YPOBEHb TEKYIIEW TOTPEOHOCTH OpraHU3AIMA, OCYIIECCTBIIAIOIINX
JMArHOCTUYECKUE MCCIIENOBAHMS, B JTAOOPATOPHBIX UCCIAEAOBAHUAX B CYOBEKTE
Poccuiickoit @enepanuu ¢ yuetoMm oOpalieHui rpakaaH;

KOJIMYECTBO W MOIIHOCTH  Jlaboparopuid,  OCYIIECTBIISIOIINX
JMArHOCTUYECKUE WCCIIEAOBAHUS HAa HOBYIO KOPOHABUPYCHYIO WH(EKIIUIO
(COVID-19), B cyonekTe Poccuiickoit denepanuu.

8. YupexxaeHne exeHenenbHO (BO 2- JIeHb HENEIM) HamnpaBlisgeT
MIOJITOTOBJICHHBIA TMPOEKT IUIaHa-Tpaduka Ha corjiacopanue B DenepaabHYIO
cyk0y 1Mo Haa30py B cdepe 3amuThl MpaB MOTPEOUTENCH M OJaromoIydns
YeJIOBEKa.

9. ®enepanpHas coykba 10 Ham3opy B cdepe 3ammMTEl  IIpaB
nmoTpeduTenet m Omaromojiydus uejioBeka He Mo3aHee 24 YacoB ¢ MOMEHTA
MOCTYIIJICHUST PAaCCMaTPHUBAET M COTJIACOBBIBAET MPEICTABICHHBIA YIPEKICHUEM
T1ad-rpaduk.

10. Ha ocHoBe cormacoBanHoro @DenepalibHOM Ciyk00H 1O HAA30py
B cdepe 3amuTel TmpaB IOTpeOWTENe ®  Onaromonydyds — dYelIOBEeKa
miaHa-rpaduka  yYpekICHHWE JOBOAWT JO CBEACHUS  IPOW3BOIAUTENCH
uHdopmarmio 0 kommdecTBe (00BEME) TECT-CHCTEM, KOTOphIE pa3paboTaHbI
U TPOU3BOMATCA (M3rOTABJMBAIOTCA) OPTaHU3ANUAMHE, IOJABEIOMCTBEHHBIMU
denepasbHBIM  OpraHaM  WCTIOJHUTEIBHOW BJACTH (32  HMCKIIOYCHHEM
OpraHu3anui, NOABEIOMCTBEHHBIX MUHHCTEPCTBY 000OpoHBI Poccuiickoit
®denepanuu), pacmpepeNeHHbIX MO0  OPTaHU3AIMsAM,  OCYIIECTBIIIOIINM
JIArHOCTUYECKUE UCCIICTOBAHMS.
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I1.B mensx oOecrieueHWss y4yeTa W KOHTPOJISI 3a MPOBEACHHBIMU
UCCJICIOBAHUAMHM Ha HOBYIO KopoHaBupycHyto uHbpekumo (COVID-19)
OpraHu3alyu, OCYIIECTBISMIONMNE TUarHOCTUUECKUE UCCIIEIOBAHUS, €KETHEBHO
B OTIEPAaTUBHOM PEXMME HAMPABJLIOT B (peepambHbie OI0HKETHBIE YUPEIKICHHS
3IpaBOOXPAHEHUS (LIEHTPbl TUTHEHBl W JNHAEMHOJOTMH B  CyObekrax
Poccuiickoii ®enepanuu) cBeneHus 00 HUCHOJIb3YEMbIX MMM TECT-CUCTEMAX,
MPEIyCMOTPEHHBIX B TOM UYHCJIE IYHKTOM 4 HACTOSAIMEro JOKYMEHTA,
C yKa3aHWEeM WX HAaWuMEHOBAHWS, cepuu (MMapTHH), O MOJYYEHHBIX pe3yJIbTaTax
WCCJICIOBAHUN C HMCIIOJIb30BAHUEM TE€CT-CHCTEM, BBISBJICHHBIX IOJIOKATETBHBIX
pe3ynbTatax MCCIENOBAHWNA HA HOBYIO KOPOHABUPYCHYIO  WH(EKITHIO
(COVID-19) ¢ wucnonmp30BaHMEM TECT-CHCTEM, a Takke 00 ocrarkax
HEWCITOJIb30BAaHHBIX TECT-CHCTEM C YKa3aHHWEM WX HaMMEHOBaHUsA 1Mo (opMme,
yTBepxKaecHHONH DenepanbHOl CIIy»)k00M 10 HAm30py B cdepe 3aluThl IIpaB
noTpeduTesiei u 0Jaronoaydns 4eIoBeKa.

12. Opranuzanuu, OCYIIECTBJISIONINE JIUArHOCTUYECKHUE HCCIEeI0BaHMUS,
€KETHEBHO B OMEPATUBHOM PEXUME MH(OPMUPYIOT TEPPUTOPUATILHBIE OPTAHBI
®denepanbHOi CITy kOBl O HAA30py B cdepe 3amuThl MpaB MOTPeOUTENeH
u Ojaromoyiyyusi 4YejJOBEKA O BBIABICHHBIX TOJIOKHUTEIBHBIX PE3yIbTaTax
UCCJIC/IOBAHMI HA HOBYIO KopoHaBupycHylo wuHpekmuio (COVID-19) s
OpraHu3alliy CAaHUTAPHO-TIPOTUBOSMUIEMUYECKIX MEPOTIPUATHUH.

13. ®enepanpHbie OOMKETHBIE YUPEKACHUS 3APAaBOOXPAHEHUS (ILIEHTPHI
TUTHEHBI M 3MUAEMHUOJIOTHN B cyObekTax Poccuiickoit denepaiinn) HarmpaBIIsIFOT
CBEJICHUS, MTOJIYYCHHBIE B COOTBETCTBUH C IMMyHKTOM 11 HacTOAIEro 10KyMeHTa,
B YUPEXKICHHE.

14. Yapexxnenue 0600IaeT moaydeHHbIe B COOTBETCTBUU C IMyHKTOM 13
HACTOSIIIIETO JOKYMEHTa CBEIICHUS u eKEeTHEBHO HaTPaBJISAET
COOTBETCTBYIONIYI0 HMH(POPMANWIO, B TOM YHCIE O TECT-CUCTEMaX,
pacnpeesIeHHBIX Ha O€3BO3ME3THOW OCHOBE MEXAY TOCYIapCTBEHHBIMU W
MYHUITUTATBHBIMA ~ YUPEKIACHUSAMHU, OCYIICCTBISIOMUAMA  TUArHOCTUYECKUE
uccienoBanus, B denepaibHyio Ciy)0y 1O Haa30py B cdepe 3ammThl MMpaB
noTpeduTesiei u 0Jaronoaydns 4eIoBeKa.

15. Opraau3anuu, OCymeCTBIIAIOMNUE TUATHOCTUISCKAE UCCIICIOBAHUS, U
TEPPUTOPHAIIbHBIE OpraHbl DeaepanbHOl CITy) OBl 0 HAM30PY B chepe 3anuThl
mpaB noTpedutenel u  OJaromojyudss  4YeJoBeKa IpPU  BBISBICHUU
HEXENATeNIbHBIX pEeaKIuii TpH TPUMEHEHHH TECT-CUCTEM (B TOM YHCIIE
JIO’KHOTIOJIOKUTENIBHBIX WJIH JIOKHOOTPHIIATENIBHBIX) COOOMAIOT O KaXKIOM
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TakoM ciydae B DenepanpHyto cimyk0y 1Mo Haa30py B cepe 3ApaBOOXpaHEHUS
B COOTBETCTBUM C TPEOOBAHUSAMU 3aKOHOIATENHCTBA B C(hepe OXpaHbl 310POBBSI.
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