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06 yrBepxnenun Ilopsizka ocymniecTB/ieHHSI MOHHTOPHHIa 06€30MaCHOCTH
MEAHIHHCKHX H3/IeJIHH, 32 HCKJIIOYeHHEeM MeANIHHCKUX H3/e/Inil,
3aperucTPHPOBAHHBIX B COOTBETCTBHH ¢ MEXKIYHAPOAHBIMH JOrOBOPaMHU H aKTaMH,
COCTaBJISIIOIIUMH NpaBo EBpa3uiickoro 3k0HOMHY€ECKOro ¢0103a

B cootBercTBHM ¢ 4acThiO 2 craThu 14, yacteio 5 cratbu 96 denepaibHOro 3aKoHa
oT 21 Hoa6ps 2011 r. Ne 323-®3 «O6 ocHOBax oxpaHbl 310pOBbs rpaxaaH B Poccuiickoit
Qenepauun» U nyHkToM 1 [lonoxenus o MunucrepcTBe 3paBooxpaHeHus: Poccuiickoit
@enepanuy, yTBEp)KIEHHOro nocranosienreM llpaBurenscrBa Poccniickoit deneparuu
oT 19 mrons 2012 r. Ne 608, mpuka3pBalo:

1. VtBepmutes  mpunaraemsiii  Ilopsgok — OCyIIECTBIEHHS  MOHHUTOPHHIA
0e301acHOCTH MEOULMHCKUX M3/eNHH, 32 HCKIIOUYEHHEeM MEIUIIMHCKUX H3eNui,
3apETUCTPUPOBAHHBIX B COOTBETCTBHH C MEXIYHapOIHBIMH JOTOBOPaMH W aKTaMH,
COCTaBJIIOIIMMH ITpaBo EBpazuiickoro 5kOHOMHUYECKOTO CO03a.

2. Ilpusnath yTpaTUBIIMM CHJIy TIpukaz MMUHHCTEpCTBa 3ApaBOOXPAaHEHUS
Poccutickoit ®enepanuu ot 15 centsadbps 2020 r. Ne 980n «O6 yrBepxaenun Ilopsnaka
OCYILECTBIICHUs] MOHUTOPUHTa 0€30I1aCHOCTH MEJUIMHCKUX U3ENHiD» (3aperucTpupoBaH
MunuctepctBoM roctunuu Poccuiickoit @enepanyu 2 HostOps 2020 r., perucTpaliiOHHBIN
Ne 60697).

3. Hacrosumii mpuka3 BcTymaeT B cmily ¢ 1 ceHTssOps 2026 r. u geictByer
1o 1 centabps 2032 r. /

MunucTp M.A. Mypamko




YTBEPXJIEH
pHUKa3oM MUHHCTEPCTBA 30PaBOOXPAHEHHUS
Poccuiickon ®@enepaunu

OT «Jé» Attt 2026 r. Ne 340#/

TIOPSITIOK
OcyllleCTBJleHHﬂ MOHHTOpHHFa 0€30MacCHOCTH MECAHIIHHCKHX H3Ileﬂﬂﬁ,
34 HCKJIIOYCHHECM MECIHHHUHCKHX mz(e.]mﬁ, 3APEruCcTpupoBaHHbIX B COOTBECTCTBHUH
¢ MEeXKIYHAPOAHBIMH AOroBOpaMHu H aKTaMH, COCTaBJ/ISIIOINUMH nmpaBo EBpaSHﬁCKOFO
IKOHOMHYCCKOIO CO03a

1. Ilenpto MOHMTOpHHTA 0E30MACHOCTH MEAWLMHCKHUX H3MEJHi, 32 UCKIIOYeHUEM
MEIUIMHCKUX H3JEIMMA, 3aperHCTPUPOBAHHBIX B COOTBETCTBUH C MEXIyHAPOIHBIMHU
JIOTOBOPaMHU M aKTaMH, COCTaBJIAIOLIMMU NMpaBo EBpa3zuiCKOro 3KOHOMHYECKOI'O COH03a,
ABIISIETCS BBISIBJIEHHE M TIPENOTBPAIlEHHE HEOIAarONPHUATHBIX COOBITHA'.

2. MOHHUTOpHUHI 0€30MacHOCTH MEAMLMHCKHX H3JeNUH, 3a HUCKIIOYCHHEM
MEIULMHCKUX H3JENHH, 3aperuCTPUPOBAHHBIX B COOTBETCTBUM C MEXIAYHapOJHBIMH
JOTOBOpaMU M aKTaMH, COCTABJISIFOIIMMHU TNMpaBo EBpa3uiickOro 3KOHOMHUYECKOIO COH03a
(manee — MemMIUHCKHE H3JeHs), BKIO4aeT B cebs cOop, 0OpaboTKy, perucTpaluro
W aHanmu3 HHGOpMAIUH, B TOM YHCJIE MOCTYNHUBIIEH OT CcyOBEeKTOB OOpalleHUs
MEIUIMHCKUX U3ENH, a TaKKe PUINISCKUX JIHILI, TPUMEHSIOINUX METUIIUTHCKUE U3eIus,
HA OCHOBaHUM:

a) cooOmeHu# 0 HeOIaronpusTHBIX COOBITHSX IPU NPUMEHEHHH MEIUIMHCKUX
U3JIEIMH, HOCTYNMBIINX B COOTBETCTBHH ¢ TpeboBanusamu [lopsiaxa coobienus 060 Bcex
clydasix BBISBICHUMS HEONArompHATHBIX COOBITUH Ha BCeX OJTamax oOpalleHus
COOTBETCTBYIOIIEr0 MEAMIMHCKOTO H3Aelvs Ha Tepputopuu Poccuiickoil Penepanuu
U TEeppUTOpMAX JPYIMX TOCyHapcTB’ (Hajee COOTBETCTBEHHO —  COOOLIEHHS
0 HeOIaronpUsATHBIX COOBITHAX, HeOmaronpusTHeie coObITH, [lopsinok coobienns);

0) cBemeHUH, TMPeIyCMOTpPeHHBIX IlopsakoM coOOIeHUs, IeperaBaeMbIX
IIPOrPaMMHBIM O0EeCIIeYeHHEM ¢ IPUMEHEHHEM TeXHOJIOTUH UCKYCCTBEHHOTO MHTEIIEKTa,
SBIISIOIIAMCSA MEIULIMHCKUM U3JIEIUEM CO BCTPOSHHOW (yHKUMEH aBTOMaTHYeCKOH
nepefiayd TaKHX CBEJeHH B aBTOMAaTU3HPOBAaHHYI0 WH(MOPMAIMOHHYIO CHCTEMY
Poc3apaBHagzopa’;

B) OTYETOB MO KIMHUYECKOMY MOHHTOPUHTY MEJMLMHCKUX HU3JENUH C LEeJbIo

' Tlynxr 15 yacty 1 crateu 14 ®enepansroro 3akoua ot 21 Hos6ps 2011 r. Ne 323-03 «O6 0cHOBaxX 0XpaHsI 30POBbA IPaKIaH
B Poccuiickoif ®enepaipmy (nanee — OenepaibHelii 3axoH Ne 323-03).

2Yacts 3 crathl 96 MenepansHoro 3akoHa Ne 323-03.

3 Iynuxkr 87 [IpaBun rocyAapCcTBEHHOM perueTPaLiii MeJUIUHCKHX U3JENHi, YTBepXKICHHBIX NIOcTaHOBNeHHEM [IpaBHTENIbCTBA

Poccuiickoii ®enepaunn ot 30 Hos0ps 2024 1. Ne 1684.
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IOATBEPKIEHUsT OE30MacHOCTH H KIMHAYECKOH 3(QQPEeKTUBHOCTH IpH NPUMEHEHUU
MEIUIUMHCKUX M3ICNHN Kjacca MNOTEHIHANbHOrO pHCKa IpPUMEHEHUs 3, a TaKxke
UMIUIAHTHPYEMBIX B OPTaHU3M YelIOBeKa MeAULMHCKUX U3/eIMH Knacca MOTeHIUAIbHOTO
pucka TpUMeHeHHs 206, MOJy4YeHHbIX OT IPOU3BOAUTEICH MENULUHCKUX U3eNIui
(YIOJTHOMOYEHHOT'O NPEICTaBUTEISI IPONU3BOANUTENS (M3TOTOBUTENS);

r) CBEIEHHM, KOTOpble TMPEIACTABIISIOTCS MPOU3BOJUTENEM (M3rOTOBUTENIEM)
MEIULUMHCKOro wm3Aenus (ero yImOJHOMOYEHHBIM IpPeNCTaBUTENIEM) WM  JIMLOM,
OCYILECTBIAIOLIMM BBO3 Ha TEPPUTOPHIO Poccuiickoit Menepaliuy MEUIIMHCKIX H3IETHi".

3. K mnpomemenuto MoHuUTOpHHTa Oe3zomnacHoctd Poc3npaBHan3op HpHuBiIeKaeT
benepanbHOEe TOCyAapCTBEHHOE OIOKETHOE YUYpEeXIEHHe, HaXOondlleecs B BeICHUH
PocsmpaBHanzopa (nanee — SKCIepTHOE yUpexAeHUe).

4. CyObeKThl OOpalleHHs] MEAUIIMHCKIX U3eNIMi, B TOM yucie Gu3nYecKue Iula,
IIPUMEHSIONIAE MEeTUITTHCKAE U3IETHSs, TIPEIOCTABIISIOT NPOU3BOAUTENIO (U3TOTOBUTEINIO)
MEIUIMHCKOTO M3IEeIHNS MM YIOJHOMOYEHHOMY MPEACTABUTENIO IPOU3BOAUTENS
(M3roTOBUTENIS) MEOUIIMHCKOTO M3EIHs JOCTYH K MEIULUHCKOMY U3AENHUI0, ¢ KOTOPHIM
NPOH30IILUIO HeOJAronpusiTHOE COOBITHE, B LENSX ITPOBEACHUS pacciieIoBaHUS U UHBIX
MEpPOIIPUATHIH, HAMpaBICHHBIX HAa HEJONyIIeHWe MNPUYMHEHUS Bpeda KU3HH
¥ (W) 3M0POBBIO TPaXKAaH U MEAULUHCKUX PaOOTHUKOB, CBA3aHHOIO C NPUMEHEHHEM
MEIULIAHCKOTO U3IEIHS.

5. CyObexTsl oOpallieHus] MEIUIIMHCKUAX U3AENUd (3a UCKIIOYeHHEM (PU3NUYECKUX
JIMI[, OCYLISCTBISIONIMX MPUMEHEHUEe MEIUIMHCKUX W3AeNuli), JOKANbHBIMU aKTaMH,
IPUHATHIMH B paMKax UX JIESTeIbHOCTH, OTIPENEIISIOT NOPSA0K paboThl 110 cOopy cBeeHUN
B Ieaax obecnedeHuss  0€30MacHOrO  MPUMEHEHWs]  MENULMHCKUX  U3AeNui
M Ha3HA4aloT JOJDKHOCTHOE JIMIO, OTBETCTBEHHOE 3a OpraHu3alvio JaHHOW paboThI
(manmee — OTBETCTBEHHOE JOKHOCTHOE JIULIO).

6. B 0053aHHOCTH OTBETCTBEHHOTO OJDKHOCTHOTO JIULIA BXOJST:

a) MOATOTOBKA M HampablieHue B Poc3apaBHaa3op coobuieHuil 0 HeOIaronpusTHHIX
COOBITHSX;

6) ™MoHuTOpHHT WHGOPMALMOHHBIX mHceM Poc3ipaBHaa3opa, pa3MEIIEHHBIX
Ha OQHUITHATBEHOM caiiTe B THGOPMALIMOHHO-TEIEKOMMYHUKAMOHHOM ceTu « IHTepHeTY;

B) TIpOBeJIeHHEe MEPOIPHATHIA, HAlIPaBICHHBIX Ha HeJOMyIlcHHe IPUYHHEHNUS Bpea
XU3HH W (WIM) 3IOpOBBIO TpPaXJaH W MEAUIMHCKUX paObOTHUKOB, CBSI3aHHOTO
C IpUMEHEHHUEM MEIMLIMHCKUX U3JIeNi, BOBICUEHHBIX B HEOIAronpUsTHBIE COOBITHUS;

I) y4eT HeOJNarompusTHBIX COOBITHH TpH OOpallleHuH MEIUIIMHCKUX W3IENHi,
MOHHMTOPHHI TIOCIEACTBHI HeOIaronmpUsTHBEIX COOBITHH M CBOEBPEMEHHOE OIIOBEIICHHE
Poc3gpaBnanzopa.

4Yacrs 3! crarbu 96 MenepansHoro 3akona Ne 323-03.



7. Mugpopmanus, ykasaHHas B ONITYHKTAX «a» - «O» myHKTa 2 Hactosmero [lopsxka,
Iocjie  MOCTYIUIEHMSs B aBTOMaTM3UPOBAaHHYI0  MHOOPMALUOHHYI0  CHCTEMY
Poc3npaBHan3opa B aBTOMaTHYECKOM PEXHME IIepeaeTcsi B IKCIIEPTHOE YUPEkKISHHE.

8. B Teuenue Tpex paboumx mHell co AHA MOCTYIUIEHHS WHQOPMAIUHM, yKa3aHHOM
B MOAMYHKTaX «a» U «6» myHKTa 2 HacTosero Ilopsiaka, SKCIIEpPTHOE yUpexaeHHE JaeT
OLICHKY O HAJIMYMH NPHUYUHHO-CIECICTBEHHOHN CBSI3H MEXIY [IPUMEHEHHEM MEIULIMHCKOrO
U3JENIUS ¥ Pa3sBUTUEM BBISABJICHHBIX HEONAroNnpHATHBIX COOBITHH, a TaKKe O HAIUYHH
B HHCTPYKIIMHM II0 NPUMEHEHHIO HWIH PYKOBOJCTBE IO JKCIUIyaTalldd MEAMIUHCKOTO
U3leNus yKasaHHH O pPHCKEe pa3sBUTHSA BBLIBICHHBIX HEONAroNpHATHBIX COOBITHI
U NpeJICTAaBIIsIeT TaKylo OLeHKY B Poc3apasuamzop.

9. Poc3npaBHa 30p B TeUSHHE CeMU pabovrX AHEHN CO AHS MOCTYIUICHHUS COOOIIEHHS
O He6IaronpusATHOM COOBITHH, C YYeTOM OIEHKH, MNPEIyCMOTPEHHOM IIyHKTOM 8
Hactosiwero Iopsika, yBe1oMII€T HOCPECTBOM aBTOMATH3UPOBAHHOM HH()OPMAIMOHHOM
cucreMsl PocsnpaBHan3opa, Npou3BOIUTENS (M3rOTOBHUTENSA) MEIUIMHCKOrO H3JENUS
WIH YIIOJIHOMOYEHHOIO NPEACTaBUTENS NPOU3BOAUTENS (M3TOTOBUTEINS) MEAUIMHCKOIO
H3JIeNUsA O TIOCTYIUICHHH COOOIIEHUS O HeONarompHUsITHOM COOBITHH M HEOOXOAUMOCTHU
TpEACTaBleHUsT MHQOPMALMd O HeGJIarompuATHOM COObITHH (manee — HHGOPMALHS
0 He6IaromnpusaTHOM COOBITHH).

10. IIponsBoauTens (M3rOTOBUTENH) MEAUIIMHCKOTO U3/IEIIHS HIIH YIIOJTHOMOYEHHEIH
IPECTaBUTEIb IIPOU3BOUTEINS (u3rotoBuUTEN) MEIUIIMHCKOTO N3IeIThs
CO MOHA HampaBleHds Poc3gpaBHam30poM — yBEIOMIIEHHS, MPEeAyCMOTPEHHOTO
myHkroM 9 Hactosmero Ilopsaxa, mpexcrasnser B Poc3apaBHaa3op HHGOPMAIHIO
O HeOJIaronpHATHOM COOBITHH IIOCPEICTBOM aBTOMATH3HPOBAHHONW HMH(POPMALMOHHOM
cuctembl Poc3npaBHaazopa:

a) B CpOK, He IIpeBHINAIOIMN HecATH pabounx OHeH, — HHOGOPMALHIO,
NpeIyCMOTPEeHHYI0 IIyHKTaMH 1 — 3 HacTtosmero [lopsnka, ab3araMu BTOPEIM-4eTBEPTHIM
IOANYHKTa «B» IMyHKTa 11 nactosimero IMopsiaxka;

0) B CpPOK, HE IpEBHINAIOLIMIA TPHANATH pabouyMx IHEH, — B IIOJHOM OOGBEME
HHQOPMALHIO, NPeIyCMOTPeHHYIO IyHKTOM 11 Hacrosmero Iopsaka.

11. MudopMmanus o HebIaronmpuaTHOM COOBITHH BKIIIOYAET B cebs:

a) cBefeHUA O cyObeKTe oOpauleHus MENUIMHCKUX W3IEHH, OCYIIECTBIAIOUIEM
BHJBI JEATENIBHOCTH, MPEIYCMOTPEHHbIE 4acThlo 3 ctatbd 38 DenepaibHOro 3aKOHA
Ne 323-03, a Taxxe QuU3HIecKOM JHUIle, HAIPAaBUBIIMX HHPOPMAIIMIO O HEGIArONPHUATHOM
COOBITHH:

IOPHUIMYECKOE JIMIO — IIOJNIHOE M COKpallleHHOe (TMpH HAJMYHMK) HaMMEHOBaHHS
(é TpaHCIUTEpalen), OpraHu3alliOHHO-TIpaBoBas (popMa, WACHTH()UKAIIHOHHEIM HOMEp
HaJIoroIIaTeNbIMKa (MU JIUL, SBISIOIIUXCS pe3uneHtamu Poccuiickoit ®eneparnun),
aZipec MecTa HaxXOXXIEHUs, a Takke HoMep TenedoHa U aApec NIEKTPOHHOMH MOYTEHI;

du3ndeckoe MO WIM (HU3UYECKOEe JIUIO, 3apErMCTPUPOBAHHOE B KAadeCTBE
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MHUBUAYAIBHOIO MpPEANpUHUMATENs, — (QaMHIUA, UM M OTYECTBO (NPH HAJIMYHH),
PEKBH3UTHI [OKYMEHTA, YNOCTOBEPSIOIIETO JHUYHOCTh, HICHTH(UKALMOHHEIM HOMEp
HaJlororuiatebliuka (Ui JMI, ABJSIOIIUXCS pesufeHTaMu Poccuiickoit ®exepaiivn),
aJipec MecTa XUTEIbCTBA, a TaKXkKe HoMep TeledOHa U a[ipec IEKTPOHHOMN ITOYTHI;

0) cBeeHHMA O MEIULIMHCKOM H3MeIMH, B OTHOUIEHHH KOTOPOTO BBISBICHO
HeOnaronpusaTHoe CoOhITHE:

HAaMMEHOBAaHWE MEIUIMHCKOIO H3JENUs B COOTBETCTBHHM C PErMCTPAILMOHHBIM
YZIOCTOBEPEHHEM Ha MEAMIMHCKOE M3/Ie]IHE UM PEeeCTPOBO# 3alIUCHIO B FOCYAAPCTBEHHOM
peecTpe MEANIMHCKUX M3JE/MHA ¥ OpraHu3aluil (MHAUBUIYaNbHBIX pEAPHHAMATENEH),
OCYINECTB/IAIOIIMX  NPOM3BOACTBO W  HM3TOTOBIEHHE  MENHIMHCKMX  HM3ICIHMH
(nanee — Peectp);

HOMEp M JaTa PEerucTpallMOHHOTO YIOCTOBEPEHHS HA METHUIMHCKOE H3JENHE
WM PETUCTPAlMOHHBEIA HOMEpP M JaTa ToCyJapCTBEHHOM PErMCTPalld¥ MEIUIMHCKOro
U3JeNus;

Mojens (MapKa, BapHaHT HCIOJHEHHSA) MEIUIIMHCKOIO U3IEIMs, COCTaB
U TPHHAJUIEXHOCTH, HeoOXomuMble MJIi TpPUMEHEHHS MEIUIUHCKOrO H3JeNus
(Tpu HanM4YUM), B COOTBETCTBUHU C PETHCTPALIMOHHBIM YAOCTOBEPEHHEM HA MEIMIMHCKOE
U3JIe]IMe WIN PeecTpOBO 3aluChIo B Peectpe;

KJacC  MOTEHIHAJbHOIO  pUCKA  IPUMEHEHHS  MEIHLMHCKOTO  H3JENHA
B COOTBETCTBHM C HOMEHKIIATYPHOH KiaccupuKanmeid MeTUIHHCKHAX H3IeIIHi;

BHJI METUIIMHCKOTO H3/EJIHs B COOTBETCTBUU C HOMEHKIIATYPHOH Kiaccu(puKaIiei
MEIULIMHCKHAX M3ACIHIA;

HAa¥MEHOBaHME M aJpec MecCTa HaXOXIEHHUS IPOU3BOAMTENS (H3rOTOBHUTENIN)
MEIHUIMHCKOIO HM3JEJIMI B COOTBEICTBUHM C PErHCTPAlHOHHBIM YJIOCTOBEPEHHEM
Ha MEULIMHCKOE U3/eNHe MU peecTpOBOH 3auchio B Peectpe;

agpec (agpeca) Mecra (MecT) HaxOXAEHHS NPOU3BOACTBEHHOM IUIOLIAIKH
(IPOM3BOJCTBEHHBIX IUIOLIAJOK) B COOTBETCTBHH C JOKYMEHTaMH, COAEPKALIMMHCS
B PErHCTPALIOHHOM JIOChE€ Ha MEIUIIHTHCKOE H3/IEIHE;

HOMEp cepHH (IIapTUH) MeIUIIMHCKOTO H3JeIIHs WK 3aBOACKOM (3aBOACKHE) HOMEP
(HOMepa) MEAUITMHCKOTO U3 (10 IPUMEHHMOCTH);

KOJIMYECTBO HAXOMAIIMXCS B OOpalleHHHd MeAUIUHCKUX H3AeIHi (C yKasaHueM
HOMEPOB cepHil (IapThii), 3aBOACKOrO (3aBOACKUX) HOMepa (HOMEPOB), B OTHOLICHHM
KOTOPBIX BBIABIICHO HEONAronpusaTHoe cOOBITHE, B IITYKaX (MIPH HAIUYKH);

Jata MPOU3BOJACTBA (M3rOTOBIEHHS ) MEJULIMHCKOTO H3AEHs (IIPH HATUYHH);

CPOK I'OAHOCTH (KCIUTyaTaIiy ) MEXULHCKOTO H3Aeus (TPH HaJIHYIHH );

Jara OKOHYaHWSA TapaHTUIHOIO CpOKa, CpOKa 3KCIUTyaTalldH, CpoKa CIIyXOBl,
YCTQHOBJICHHOTO  MNpPOU3BOAUTENEM  (M3TOTOBHTENEM)  MEIMIUHCKOTO  H3JE/IHA
(0 NPUMEHNUMOCTH, TIPH HAJTHYHH );

B) JONIOJIHUTENbHYIO HH()OPMAITHIO:



KON HeOmaronpwsaTHOro CcoOBITHS B cooTBeTcTBUM ¢  Knaccudukanuei

HeOMaronpUsSTHBIX COOBITHH;

HoMep (HOMepa) cooOuieHus (coolmieHui) o HeOIaronpusTHOM COOBITHUH
B OTHOIIIEHMH KOTOPBIX IpeCcTaBisieTcss HHpopmanus 0 HeOIaronpusaTHOM COOBITHH;

IpeaBapUTeNIbHbIE Pe3yJIbTaThl pacclelNOBaHUs INPOU3BOJAUTENS (M3rOTOBUTEN)
MEIUIIMHCKOTO M3 WA YIOJHOMOYEHHOTO MpPEACTABUTEN NPOU3BOJAUTENS
(M3roTOBUTENIS ) METUIIMHCKOTO U3/IeJTUs IIPOU3OIIIE IIIIero HeOIaronpusaTHOrO COOBITHUS;

KOPPEKTHPYIOIIUE NEeHCTBHS, BBITONHEHHbIE IPOU3BOAMUTENEM (M3rOTOBUTENIEM)
MEIULMHCKOTO W3JeNus JIH YIOJIHOMOYEHHBIM IPEACTABUTENIEM ITPOU3BOAUTEIS
(M3roTOBHTENIS ) MEAULIUHCKOTO U3/ENINS U CPOKU UX peallu3aluy;

pe3yJbTaThl paccieNOBaHHUS IPOU3BOAUTENS (M3TOTOBUTENSA) MEIUIIMHCKOIO
U3JENds WIM  YIOJTHOMOYEHHOTO TMPEJICTaBUTENs IPOU3BOAUTENST (M3TOTOBUTES)
MEIMIIMTHCKOrO U3/1eIns;

KOJHYECTBO aHAJIOTMYHEIX HEOJAroNnpUsATHBIX COOBITUM C MEAULIMHCKAM H3IEIHEM
WIM aHAJOTHYHBIM MEAMIMHCKHUM H3JeJIMeEM HWHOr0 TNPOW3BOAMUTENS (M3TOTOBUTENS)
MEIUITHHCKOTO U3JIENHs, U aHAJIOTMYHOW HaeHTU(UKanueil HeOIaronpusTHOrO COOBITHS
B coorBercTBUH ¢ Kiaccupukauueld HeOnarompusaTHBIX COOBITHI, H3BECTHBIX
IPOU3BOAUTENIO (M3rOTOBUTENIO) MEIULMHCKOIO M3JENUs WIH YHIOJIHOMOYEHHOMY
NPECTABUTEITIO MPOU3BOAUTENS] (M3TOTOBUTEINS) MEAULIMHCKOTO U3IENHS;

pEeKOMEHJAUMA  TPOU3BOJAUTENS]  (M3TOTOBUTENS)  MEAMLIMHCKOIO  M37elus
WA YITOJITHOMOUEHHOTO IIPEICTABUTENSI MPOU3BOAUTENS (M3TOTOBHUTENS) MEIUIIMHCKOIO
U3JIeTUs 0 JajibHeHIieMy o0pallleHUI0O MEAUIIMHCKOIO U3AEUs U1l TOJIb30BaTeNeH.

12. DKcnepTHOE yupekIeHHe B TEYEHHE COPOKa pabodux AHEH CO AHS MOCTYIUICHHS
cooOIIeHHsT O  HeOJaronpusATHOM  COOBITUM  IOJArOTAaBIMBACT W  HaOpaBIseT
B PocapaBHai30p 3KCIIEPTHYIO MO3ULHIO.

13. Tlo pe3ynpTaTam pacCMOTpPEHUS U aHalIM3a UHPOpPMALUH, YKa3aHHOH B ITyHKTE 2
nacrosiero [lopsaka, uabopManuu 0 HeOIArONPUITHOM COOBITHY, a TAK)Ke DKCIEPTHOU
MO3UIUH SKCIIEPTHOTO yupexaeHus Poc3apaBHaI30poM B TeUeHHUE J1eCATU pabouux AHEH
CO OHS MHoJydeHHs MHopManuu O HeGJIarompusTHOM COOBITHMH U SKCIEPTHOU MO3ULIHMH
AKCIIEPTHOTO YUPEKICHUS] IPUHUMAETCS] OHO U3 CIEAYIOIINX PEIICHUI:

a) O MpOBEJECHWHW KOHTPOJIBHBIX (HAH30PHBIX) MEPONpPUSITHH B COOTBETCTBUU
¢ ®enepanbHbM 3aKk0HOM OT 31 mrons 2020 r. Ne 248-D3 «O rocynapcTBEHHOM KOHTPOJIE
(Hag3ope) U MyHMIMOAIbHOM KOHTposie B Poccuifickoit @epepauuu» u IlonoxeHuem
0 (demepaTbHOM TOCYJapCTBEHHOM KOHTpolle (Haa3ope) 3a obpallleHHeM MEeJUIIMHCKHUX
U3CNNM, YyTBEpXKJIeHHbIM MocTaHoBieHueM [IpaBurensctBa Poccuiickoit denepanuu
ot 30 mons 2021 r. Ne 1066 «O deaeparbHOM TroCyIapCTBEHHOM KOHTpolie (Haa3ope)
3a oOpallleHHeM MEIMHUHCKUX U3JeNuii» (Janee — KOHTPOJIbHBIE (HAA30pHBIE)
MEPOTIPUSTHS ), U TIPUOCTAHOBIIEHUS TPUMEHEHUS

MEAMIIMHCKOTO M3JeNis, ecld HHGOpMalrs, YKa3aHHas B HOJIYHKTaX «a» U «O»



nyHkTa 2 Hacrosiiero [lopsiaka, MOCTyIIa B OTHOLIEHUH JByX M Oojee ero Mojenei
(MapokK, BapUaHTOB UCIIOJIHEHHS);

Mojenu (Mapku, BapuaHTa WCHOJIHEHUs) MEAULMHCKOro WU3AeNusl, eciu
uHdopmalus, yKazaHHas B TOAMYHKTaxX «a» M «O» myHkTa 2 Hacrosmero I[lopsaka,
MOCTYIHJIA B OTHOIIIEHWHU JIBYX W OoJiee mapTuii (Cepuit) MEIUIMHCKOTO U3JIeNUsl OAHOU
Mozeny (MapKy, BApUaHTa UCTIOHEHUS );

HapTUd WIH CEepPUM MEIUIMHCKOTO W3JeNus, ecid uH(opMalus, yKa3aHHas
B IIOJIITYHKTAX «a» U «O» myHkTa 2 Hactoslero [lopsaka, moctynuna B OTHOLIEHWY apTUX
WJIY CEPUU MEIULIMHCKOTO M3/IEINs;

©) 0 IpoBeIeHUH KOHTPOJIBHBIX (HAI30PHBIX) MEPOIIPHUATHI;

B) 00 OTCYTCTBUM OCHOBAaHUH I TPOBEJCHUS KOHTPOJBHBIX (HAI30PHBIX)
MEPOIIPUATHIA.

14. B cimydae, ecinu HeOGnaronpusTHOe COOBITHE MPUBENO K CMEPTH, MPUUWHEHUIO
Cephe3HOro BpeAa 3/I0pPOBBIO, CTOWKOW yTpaTe TPYJAOCIOCOOHOCTH WM HMeEJach yrposa
CMEpPTH WM IPUYUMHEHMS CEPBE3HOr0 Bpela 340pOBbIO, Poc3apaBHAn30p NpUHUMAET
pellleHUs], yKa3aHHbIE B TOJIMYyHKTax «a» Wiu «O» mnyHkra 13 Hactosmero llopsnka
10 TToJTy4eHUsl HHGOpMaIy 0 HeOIaronpusITHOM COOBITHH, a TakKe MOMyUYeHUs U aHaln3a
nHopMaluK, yka3aHHOH! B IMMOAIMYHKTAaX «B» U «I» MyHKTa 2 Hacrosmero [Topska.

15. Pemienne 06 u3bsATUM W3 oOpalieHUs MEIVLMHCKOrO H3JENHs MPHHUMAETCS
1o pe3yibTaraM ¢eaepalbHOro rocyJapCTBEHHOIO KOHTpPOJsS (Haazopa) 3a obpalieHHeM
MEIUIIMHCKUX U3ETUN.

16. Ot3piB  pemeHuit  Poc3agpaBHan3opa, NpeAyCMOTPeHHBIX  ab3amamu
BTOPBIM - YETBEPTHIM IIOAIYHKTA «a» myHKTa 13 Hacrosmero Ilopsinka, B ciydae, eciu
B XOJi¢ KOHTPOJIbHBIX (HAJ30pPHBIX) MEpONIPHUATHN BBISIBICHO OTCYTCTBHE OO0pa3IoB
MEIUIIMHCKOTO M3/AeTus AJis 0TO0pa U MOCIEAYIOLIEro IPOBEASHHUS SKCIIEPTU3HI KauecTna,
sbdexTBHOCTY U 0€30MaCHOCTA  MEAMIIMHCKOTO  M3IENHsl,  OCYIIECTBISETCS
Poc3apaBHaZ30pOM IO HTOraM pacCMOTPEHHMsl IPEJOCTABICHHBIX IPOU3BOTUTENIEM
(u3roToBUTENEM) MEOUIMHCKOTO M3JENUs WIM YIOJIHOMOYEHHBIM IMpe/ICTaBUTENIeM
MIPOU3BOAUTENS (M3TOTOBUTENS) MEAULIMHCKOTO W3IENHs pe3yJIbTaTOB HCIBITAaHUHA
MEJUIIMHCKOr0  W3Jlelus, IMPOBEACHHBIX B  JIA0OpaTopuH,  AaKKpPeJIUTOBAHHOMN
B HAIIMOHAJILHOM CUCTEME aKKpeAUTAIUU.

17. Uudopmanus o pemeHusx PocsnpaBHag3opa, yKka3aHHBIX B MyHKTax 13 u 15
Hacrosimero Ilopsiaka, pasmemiaercs Ha odunuanbHoM caiite Poc3mpaBramzopa
B HH(OpPMaLMOHHO-TEJIEKOMMYHUKAIIMOHHOW cetn «MHTepHeT» cC coOmoaeHueM
OrpaHUYEHUI,  YCTAaHOBICHHBIX  3aKOHOAATeNbCTBOM  Poccuiickont  ®Denepanun
0 TIEPCOHATBLHBIX JIaHHBIX, KOMMEpPYECKOU U (WJIM) rocy1apCTBEHHOM TaiiHe, U (UJIM) UHON
OXPaHsSEMOUN 3aKOHOM TalHe.




