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[Ipuka3z Munucrepcrsa 31paBooxpaHeHust PO ot 19 okra6pst 2020 r. N 11131 "O0 yrBepkaeHuu
[Topsiaka cooOlenust cyObeKTaMu 00paleHus MEIUIIMHCKUX U3 000 BCEX Cy4asix BbISBICHUS
MOOOYHBIX JIEUCTBUM, HE YKA3aHHBIX B UHCTPYKIIUHU 110 TPUMEHEHUIO WM PYKOBOJICTBE 10 AKCILTyaTalluu
MEUIIMHCKOTO U3JIENINSI, O HEeXKENATeIIbHBIX PEAKIUIX MPU €ro MPUMEHEHUH, 00 0COOCHHOCTSX
B3aUMOICHCTBUS MEIUIIMHCKUX U3IETTUNA MEXTy cO00#, 0 (hakTax u 006 0OCTOSITEILCTBAX, CO3TAIOIINX
yIrpo3y JKU3HU U 3I0POBBIO TPAXKIAH U MEAUIIMHCKUX PAOOTHUKOB MPU MPUMEHEHUU U IKCIUTyaTaIluu
MEIUIMHCKUX W3J1eTni"

B cootBercTBHU € uacThio 3 cratbu 96 @enepanbHoro 3akoHa ot 21 HosOpsa 2011 . N 323-03 "O0
OCHOBaxX OXpaHbl 310poBbi TpaxnaaH B Poccuiickoit @enepauun" (CoOpaHue 3aKOHOIATEILCTBA
Poccuiickoit ®@eneparun, 2011, N 48, ct. 6724) u noanyuxkrom 5.2.192 Tlonoxenus o MuHucrepcTse
3apaBooxpaHeHuss Poccuiickon  ®enepanmu, YTBEpPKACHHOro rnocraHosieHueM [IpaButenbcTBa
Poccuiickoit ®eneparmun ot 19 wurons 2012 r. N 608 (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®enepanuu, 2012, N 20, ct. 2528), npuka3biBaro:

1. VYrtBepmuts mupmuaraemeiii [lopsiox cooOmieHuss CyObeKTaMU OOpaIeHUs MEIUITUHCKIX
u3enuii 000 BceX ciaydasX BbISBICHUS NOOOYHBIX JI€HCTBUM, HE YKa3aHHbIX B MHCTPYKLIHU IO
MPUMEHEHHUIO WM PYKOBOJCTBE IO SKCITyaTalluM MEAMIIMHCKOTO M3AENUs, O HEeKEeNIaTelIbHbIX PeaKlnsIxX
MIPHU €r0 MIPUMEHEHNH, 00 0COOCHHOCTAX B3aUMOICHCTBUS MEAUITMHCKUX U3IEITHN MEX Iy COO0H, 0 (akTax
1 00 00CTOSITENHCTBAX, CO3/IAIOIIUX YTPO3Y KUZHU U 30POBBIO I'PaX/1aH U MEIUIIUHCKUX paOOTHUKOB MpU
MPUMEHEHHUH U HKCIUTyaTalluy MEIULIUHCKUX U3/AETHil.

2. Hacrosmuii npuka3s Bctymnaet B cuiy ¢ 1 ssaBaps 2021 ©. u neictByet 1o 1 ssuBaps 2027 r.

Munuctp M.A. Mypaniko

3apeructpupoBaHo B Muntocte P® 7 nexabps 2020 T.
Peructpanuonnsiii N 61286

YTBepiKaeH

npukazoM MUHHCTEPCTBA 31PaBO0XPAHEeHHS
Poccuiickoit ®enepanun

ot 19 oxkts0ps 2020 r. N 1113

MMopsgok
coo0meHus1 cy0bekTaMu o0paieHnsi MeIMIUHCKHUX H3/1eJuil 000 BcexX CIy4asX BbIsIBJCHHUS
NO0OYHBIX JeHCTBHI, He YKA3aHHBIX B MHCTPYKIUH 110 PUMEHEHUI0 HJIH PYKOBOACTBE 110
IKCIIYATANMM MeTUIMHCKOr0 U3/1eJIMsl, 0 HeXKeJIATeJIbHbIX PeaKuusiX NPy ero NpuMeHeHuu, 00
0CO0EHHOCTSIX B3aUMO/IeliCTBUS MEeIUIIMHCKUX U3/1eJIUil MexK1y co00ii, 0 pakTax u 00
00CTOATEJILCTBAX, CO3JAKIIUX YTPO3Y KU3HHU H 310POBBI0 IPAKIAH U MEAUIUHCKUX PA00OTHUKOB
NPU NPUMEHEHUHU U IKCILTyaTAlluM MeIMIMHCKUX U31eJ TNl

1. Hacrosmmii Ilopsinok ycTaHaBIuBaeT IpaBUja COOOLIEHHS CyObEKTaMH OOpalieHHs
MEIUIMHCKUX M3/IeTNi 000 BCeX clydasiX BBISBIEHUS MOOOYHBIX JEHCTBUHM, HE YKa3aHHBIX B MHCTPYKLIUU
[0 TPUMEHEHWI0 WJIN PYKOBOJACTBE IO JKCIUIyaTallud MENULUHCKOTO W3IENNsA, O HEXKEIaTelbHbIX
peakiusX MpU ero MNpUMEHEHHH, 00 OCOOCHHOCTAX B3aWMOJCHCTBUS MEAMLMHCKUX H3ICTUN MEXITY
co0oH, 0 (hakTax 1 00 0OCTOATENBCTBAX, CO3AAIONINX YIPO3Y KU3HH U 3JJO0POBBIO IPAXIAH U MEIUITTHCKUX
paOOTHUKOB MTPU MPUMEHEHUHU M HKCILTyaTalluil MEIUIIMHCKUX u3aenuit (nanee - [Topaaok).

2. OpraHu3aIum, CO3IaHHbIE B yCTAHOBIEHHOM TOps/ke ' Ha TeppuTopuu Poccuiickoii Deneparm,
160 MPEICTaBUTENBCTBA HHOCTPAHHBIX OPraHM3alui, aKKPEIUTOBAHHBIE B YCTAHOBIEHHOM MOPSJIKE * Ha
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teppuropun Poccuiickoii @eneparyu, 1u60 MHAWBUIAYAIBHBIC MPEIIPUHUMATENHN, 3aPETUCTPUPOBAHHBIC
Ha Tepputopun Poccuiickoit ®eneparnuu, nuO0 (uU3MUECKHe IUIA, OCYIIECTBISIONINE TEXHUYECKHE
UCIBITAaHNS, TOKCUKOJIOIMYECKHE WCCIIENOBAHMS, KIMHUYECKUE MCIBITAaHUS, SKCIEPTU3y KauecTsa,
3pPEKTUBHOCTH ¥ 0E30MaCHOCTH MEIUIMHCKAX W3ACIHA, WX TOCYIAPCTBEHHYIO pPETHUCTPAIHIO,
IIPOU3BOJACTBO, M3IOTOBJIEHHE, BBO3 Ha Tepputopuio Poccuiickon denepauuu, BbIBO3 C TEPPUTOPUHU
Poccuniickont ®enepanuu, NOATBEPKICHUE COOTBETCTBUS, T'OCYJAapPCTBEHHBIM KOHTPOJIb, XpaHECHHE,
TPAaHCIOPTUPOBKY, pEaJu3allii0, MOHTaX, HAIAAKy, IPUMEHEHUE, OKCIUIyaTallilo, B TOM 4YHCIe
TEXHUYECKOE 00CITY)KMBaHUE, IPEIYCMOTPEHHOE HOPMATUBHOM, TEXHUYECKON U (WJIM) SKCIUTYaTallhOHHOU
JNOKYMEHTAleH MpPOU3BOIUTENSA, @ TAKKE PEMOHT, YTUIM3ALUI0 WM YHUYTOKEHUE (Janee - CyOBEKTBhI
oOpallleHHs MEAMIMHCKUX H3JEeNINN), 32 UCKIIOYEHHEM CYObEKTOB OOpalleHUs MEIULUHCKUX HU3IENuH,
OCYIIECTBIISIOIIUX JAEATEIbHOCTh Ha TEPPUTOPHUM MEXKIYHAPOJHOTO MEIUIIMHCKOTO KjacTepa WM Ha
TEPPUTOPUAX MHHOBAIIMOHHBIX HAYYHO-TEXHOJNOTMYECKHMX LEHTPOB , B TEUEHME ABAALATH Pabouux IHeil
CO JIHS BBIABJICHUS] TOOOYHBIX JEHCTBUIM, HE YKa3aHHBIX B MHCTPYKIMH MO MPUMEHEHHUIO UM PYKOBOJICTBE
I10 3KCIUTyaTallui MEJUIIMHCKOTO U3/IENHsI, HeXeNaTeIbHbIX PEaKIHi IPH ero NpUMEHEHNHU, 0COOCHHOCTEHN
B3aUMOJICCTBUSI MEIUIIMHCKUX HU3JEIHI MEXTy co00#, (akToB M OOCTOSITENBCTB, CO3MAIOIINX YIPO3Y
XKU3HU U 370POBbI0 TpaXJaH M MEIUIUHCKUX paOOTHUKOB TMpH TNPUMEHEHUH U JKCIUTyaTalluu
MEIUITMHCKUX U3JeNuid (fanee - HeOmarompusTHOE coObITHE), HAmpaBisitoT B DenepanbHy0 CIIy»)O0y 1o
Hag30py B chepe 3mpaBooxpaneHus (manee - Ciayx6a) cooOmieHne o HEeOIaronmpusaTHOM COOBITHH TIPU
MPUMEHEHUH MEAULUHCKOTO u3Jenus (pexkoMeHayeMblii oOpaszen mpuBefeH B mnpuiokennn N 1 Kk
Hacrosimemy [lopsaaxy).

3. [IpousBoauTens MEAULIMHCKUX U3/ETH (€r0 YIOJIHOMOYEHHBIH NMPeACTaBUTENb) MPEACTABISAET B
Cnyx0y oT4eT 0 HEeOJAroNmpUsATHOM COOBITHH TTPU TPUMEHEHUH METUITMHCKOTO U3/IeHs (PEKOMEHTyeMbIi
obOpazer; mpuBeaeH B npuiokennn N 2 k Hactosimemy [lopsnky) (mamee - otdeT o HEOIarompusATHOM
COOBITMM) M OTYET O KOPPEKTUPYIOUIUX MACHCTBUSAX MO OE30MaCHOCTH MEIUIIMHCKOTO U3EeNUs
(pexomenayeMbIii oOpaserr mpuBeneH B npuioxkenun N 3 k Hactosimemy [lopsaky) (mamee - otuer o
KOPPEKTUPYIOIIUX IEHCTBUSX).

[lepBoHa4aNBHBIN OTUET O HEOIATONPUATHOM COOBITUU MPEACTABIISAETCS B CIEAYIONINE CPOKU:

a) B clIy4ae BO3HUKHOBEHHS CEPbE3HOM yrpo3bl 3A0POBBI0 HE3aMEAIUTENbHO, HO HE MO3/IHEE YeM
yepe3 2 KaJeHAApHBIX JHSA I[OCJA€ TOro, Kak IPOU3BOJUTENIO MEIUIIMHCKUX HU3Jenuil  (ero
YIOJIHOMOYEHHOMY MPEICTABUTENIO) CTAI0 U3BECTHO O HATMYMH YTPO3BI;

0) B cilyyae CMEpPTH WU HENPEABUIECHHOTO CEPhE3HOI0 YXYIIICHUS COCTOSHUS 310POBbS
MOJIb30BaTeNIl - HE3aMEAJIUTENIbHO IOCJIE€ TOro, Kak MPOU3BOAUTENb MEIUIMHCKUX U3JeNui (ero
YIOJHOMOUYEHHBIA MPEICTaBUTENb) YCTAaHOBWI CBSI3b MEXKAY NMPUMEHEHHEM MEIMIIMHCKOTO W3JENUi U
MPOU3OMICIINM COOBITHEM, HO He mo3aHee 4em uepe3 10 KajeHIapHBIX JHEH Mocie TOoro, Kak
MIPOU3BOJUTENIO0 MEIUIIMHCKUX H3AETUil (€ro YMOJHOMOYEHHOMY MpPEACTaBUTEINI0) CTajl0 HM3BECTHO O
COOBITHH;

B) B MIPOYMX CIyYasiX - HE3aMEUIUTEIBHO MOCTE TOrO, KaK MPOU3BOAUTENh MEIUIIMHCKUX U3ACIUN
(ero yrmoaHOMOUYEHHBIH MPEICTABUTENb) YCTAHOBUI CBSI3b MEKIY IPUMEHEHUEM MEAUIIMHCKOTO H3JIEIHs U
MPOU3OMICIINM COOBITHEM, HO He Mmo3aHee yem uepe3 30 KajeHIapHBIX JHEH IMocie TOoro, Kak
MIPOU3BOJUTENIO MEIUIIMHCKUX H3/eIUNA (€ro yMOoJIHOMOYEHHOMY MpPEACTABUTEIN0) CTal0 H3BECTHO O
COOBITHH.

[IpousBomutens MEIUUIMHCKUX W3JeNUil (€ro YHOJIHOMOYEHHBI MpPEACTaBUTENb) BIIpaBe
BBITMIOJIHUTh KOppEKTUpyolmme neictBus (no HampasiaeHus B CiyxOy NepBOHAYaIbHOIO OTYETa O
KOPPEKTUPYIOIIUX AEUCTBUSX B OSKCTPEHHBIX CIIydasX 3allUThl IOJIb30BATEICH WIM TPETBUX JIMI] OT
YIpO3bl CMEPTH WJIM CEPHE3HOTIO YXYIIIEHHs COCTOSIHUSA 30POBbs. B 3TOM cilyuae nepBOHavaabHbIA OTYET
0 KOPPEKTHUPYIOIIUX JAEHCTBHUAX HOJDKeH ObITh mpenctraBieH B CiyxOy He Mo3aHee 4yeMm uepes 2
KaJICHJJApHBIX JHS MOCJ€ BBINOJHEHUS MPOU3BOJUTENEM MEIUIIMHCKUX U3ETHH (€ro ymoJIHOMOYEHHBIM
MPEACTaBUTENIEM ) KOPPEKTUPYIOIIUX JeHCTBUI.
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B ciydae orTcyrcTBHUA Yy INPOU3BOAUTENS MEIUIMHCKUX M3AEAUN (€ro yHnoJHOMOYEHHOTO
MPEACTABUTEIS) BOSMOKHOCTH TPOBEACHUS PacCiIeA0BaHMs POU30MIEINIET0 HEOIArOMPHUATHOTO COOBITHS
OH JIOJKEH 0€3 TIPOMEUICHHS YBEIOMUTH 00 3ToM Ciyx0y.

[IpousBogurens MEAMUMHCKMX W3JEIUA (€ro  yIOJIHOMOYEHHBIM IPEICTaBUTENb) BIIpaBe
obOparutbcs B CimyxOy 3a COIEHCTBHEM B OCYIIECTBICHHH JOCTYNAa K MEIUIIMHCKOMY HW3JCIHUIO IS
ONpEAETICHUS CBS3U NPUMEHEHHUS MEIULIUHCKOTO U3/EIHS C BBISIBICHHBIM HEOIAro MPUsATHBIM COOBITHEM.

4. MeauuMHCKHE OpraHu3alliy, OCYILECTBISIOLIUE JEITEIbHOCT B cdepe oOpamieHus
MEIUIMHCKUX HM3ICTHi (aiee - MEIWIUHCKHE OpraHu3alliM), AOJDKHBI B TOM YHUCIIe WH(OPMHPOBATH
MIPOU3BOIUTENST MEIUIIMHCKUAX M3JENUH (€ro YIOJTHOMOYEHHOTO TPEICTAaBUTENS) O COOBITUSAX, KOTOPHIE
MMEIOT NpPHU3HAKU HEOIaromnpusTHOrO COOBITHA, a TaKXe MPEeJOCTaBIsTh UM JOCTYNl K METUIUHCKUM
U3JIENNSM, C IPUMEHEHUEM KOTOPBIX MOTYT OBbITh CBSI3aHbI HEONAroNpUATHBIE COOBITHSL.

5. CooOmeHnss 0 HEONaronpusTHOM COOBITUM NpU TNPUMEHEHMM MEIULUHCKUX H3/EIHil,
3aperiuCTPUPOBAHHEIX B COOTBETCTBUH C 3aKOHOJATeNLCTBOM Poccuiickoit Deepanuu * 1 Haxo AIuMCs B
oOpaiiennn Ha Tepputopun Poccuiickoit deneparuu, 3a UCKIIOYEHUEM TEPPUTOPUN MEXKIYHAPOIHOTO
MEAMIIMHCKOTO KJacTepa WM Ha TEPPUTOPHUSAX HMHHOBAIMOHHBIX HAy4YHO-TEXHOJOTMYECKUX LIEHTPOB,
Hanpapisitorcss B CayxOy cyObekTtamu oOpallleHus MEOUIMHCKUX M3JAeIuil, B TOM 4HCIe
OCYIIECTBIISIOIMMU UX TPUMEHEHHE (TI0Jb30BaTEISIMU, OPTaHU3aLUAMU 3]PaBOOXPAHEHUS).

B cooOmieHusix ykaspIBaeTcsi JIOCTOBEpHAs akTyadbHas HMHQpOpMalus, TMOATBEpkKAaeMas
COOTBETCTBYIOIIUMH JTOKYMEHTaMH, KOIHUU KOTOPHIX MPUJIAraloTcs K COOOILIEHHI0 O HEOIaronpusTHOM
COOBITHH.

Tun u BuJ HEOMArompHATHOTO COOBITHS, YKa3bIBa€MBIX B COOOILIEHHSX O HEOIarompusTHBIX
COOBITHSIX, CTPYKTYpUpYETCS MO BHAAM HEONAarompusATHBIX COOBITHH, HEXeJIaTeIbHBIX peakuui mpu
MPUMEHEHUH MEIUIUHCKUX U3IeNUd, (PaKTOB U OOCTOSATENBbCTB, CO3JAIONINX YIpO3y NMPUUYMHEHUS Bpena
KU3HU M 370pOBbIO JIoned Tpu oOpallleHuH 3aperucCTPUpPOBAHHBIX MEAMIMHCKUX  HM3ACTHUH.
PexoMeH1yeMblii cripaBOUHUK-KOIU(GUKATOP BUIOB HEOIATONPUSATHBIX COOBITUH, HEXKENATENbHBIX peaKIni
IpU TPUMEHEHUU MEAUIMHCKUX W3JeNHi, (akTOB U OOCTOSITENHCTB, CO3/AAIOLIUX Yrpo3y MPUYMHEHHS
Bpea KM3HHU U 3I0POBbIO JIIOZEH MpH 0OpallleHuH 3aperucTpUpPOBaHHBIX MEAUIIMHCKUX U3AETui (najee -
Komudukarop BHUIOB HEOMAronmpusATHBIX COOBITHH), pa3Mmerniaercs Ha oduimanbHoM caiite CiayxObl B
HH(pOpMAITMOHHO-TEIEKOMMYHUKAIIMOHHOU ceTn "MHTepHeT" (manee - cets "UuTepHET").

6. Ilo pesynbraTam KOPPEKTHPYIOIIUX JEHCTBUNH MO OE30MACHOCTH MEIUIIMHCKOTO W3JIEIHs
MPOU3BOJUTENb MEIUIIMHCKUX H3AeNui (ero YMNOJHOMOYEHHBIM MpeaCcTaBUTENb) 00s3aH BBIYCTHUTD
yBEIOMJICHHE 10 0€30MacCHOCTH MEIUIIMHCKOro wu3fenus (peKoMeHayeMblii oOpasel] NpuBEIeH B
npunoxennn N 4 k Hactosuemy llopsaky) (nanee - yBegoMieHHe MO0 O€30MaCHOCTH), JIOBECTH €ro JI0
CBE/ICHHUS MOJIb30BaTeNIed MEIUIMHCKUX H3JENIUNA MOCPEICTBOM pPa3MEIEHUs Ha CBOEM O(UIHAIBHOM
caiite B cetu "Unrepuer" u mpeacrtaButh B CinyxOy Uis NPOBENEHUS aHAIM3a COJCPKAIIUXCA B
YBEIIOMJIGHUU CBEICHUN U pa3MeIlleHus Mpu HeoOXoauMocTu Ha oduuuambHOoM caite CiyxObl B ceTu
"UnTepuer".

7. OT4eThl 0 HEONArOMPUATHBIX COOBITUAX HE MPenCcTaBISIIOTC B Ciy:k0y B CIEAYIOLUIUX CIydasx:

a) M0 KaKJIOMY OTJEIbHOMY HEOIaronpusTHOMY COOBITHIO U3 TE€X, YTO OINUCAHBI B YBEJOMIICHUSIX
no 0e30MacHOCTH W TPOM3OLLIM IOCJE paccieOBaHUS HEONaronpusiTHBIX COOBITUH M PacChUIKU
IIPOU3BOIUTENEM MEAULIMHCKUX U3JIETHNH (€ro yHOoJIHOMOYEHHBIM MIPEACTABUTENIEM ) TAKUX YBEIOMIICHUH U
MIPOBE/ICHUS] KOPPEKTUPYIOIUX JAeHCTBUI. BMecTo 3TOro mpous3BoAMTENbh METUIMHCKUX H3ETUil (ero
YIIOJIHOMOYEHHBIM TpeCcTaBUTENb) MOXKET coracoBaTh co Ciyx00il BO3MOXHOCTh MEPHOANYECKOTO
IIPEACTABICHUS] CBOJAHBIX OTYETOB 10 YKa3aHHBIM HEOJIAaronpusTHBIM COOBITUSM, a TaKXKe UX COJAEpKaHHe
U CPOKH IPEJICTABIICHMUS,

0) 1O KaXJIOMYy OTAEIbHOMY HEOJAaronpusTHOMY COOBITHIO M3 YHCIA YacTO MPOUCXOAALINX H
3aJJOKYMEHTHPOBAaHHBIX HEOJIAronpuATHBIX COOBITHH (0003HAYEHHBIX B KayeCTBE TAKOBBIX B aHAJIM3E
PHUCKOB, CBSI3aHHBIX C MEIUIIMHCKAM M3JEIUEM, O KOTOPBIX YyXKe ObUIM NpPEeACTaBIEHBl OTYETHI,
MIPOAHATM3UPOBAHHbIE TIPOU3BOANUTENIEM MEIUIIMHCKUX U3eNUH (€ro yroJIHOMOUYEHHBIM MpPeICTaBUTEIEM )
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u Ciyx0601i). BMecTo 3T0r0 J0mycKaeTcs MpeiCcTaBisaTh MEPHOAUMYECKUE CBOIHBIE 0TYeThl. CoJlepiKaHue U
CPOKH TIPEJICTABJICHUS MEPUOANYECKUX CBOJHBIX OTYETOB JIOJDKHBI OBITH COTIacoBaHbI ¢ Ciryx00ii;

B) 0 HEOJIATOMPUATHBIX COOBITUSX, CBSI3aHHBIX C OYEBHIHBIMH JAC(PEKTaMU MEAUIIMHCKIX H3/ICIHH,
KOTOPBIE TIOJIb30BATEIb BCETJ]a MOXKET BBISIBUTH HEMIOCPEACTBEHHO MEpe]l UCIOJIb30BAHUEM MEAUIIMHCKOTO
W3JIETIHS;

') 0 HEOMArOMPUATHBIX COOBITHSX, HE MIPUBEIIINX K CEPHE3HOMY YXY/IIICHUIO COCTOSHUS 37I0POBbBS
WIH CMEPTH H3-32 OCOOCHHOCTEH KOHCTPYKIIMH, 3aIIHINAIONICH OT BOSHHKHOBEHHS YIPO3bl BCICICTBUE
HEUCTIPABHOCTHU METUITMHCKOTO U3/ICIIHS;

o) 00 OXHUAAeMBIX U MPEABUIUMBIX HEOIArONMPUSATHBIX COOBITHSX,  YIOBIICTBOPSIEOIIHX
OJIHOBPEMEHHO BCEM TMEPEUUCIECHHBIM HIKE KPUTEPHUSIM:

HeONmaronpuaTHele  cOObITUS  O0O3HAYeHbl B OIKCIUIYaTallMOHHOW  (COMpPOBOAWUTENBHOMN)
JIOKyMEHTAIIUU Ha MEIUIIMHCKOE U3/IeITNE;

HEOJIaronmpuUsTHBIE COOBITHUS W3BECTHHI B KIMHUYECKOW MPAKTHKE, MX MOXXHO Kaue€CTBEHHO W
KOJIMYECTBEHHO TpeNyrajaarh B Ciiydae, €CIM MEIUIMHCKOE W3JIeNNe MPUMEHSIETCS U (QYHKIIMOHUPYET B
COOTBETCTBUU CO CBOUM Ha3HAUCHUEM;

HEOJIaronmpUsTHBIE COOBITHS 33I0KYMEHTHUPOBAHBI B TEXHHYECKOU JOKYMEHTAIIMH Ha METUITMHCKOE
W3JIeTTNE C COOTBETCTBYIOIIEH OIICHKOW PUCKOB, MPOBEACHHOM O TOTO, KaK MPOU3OIIIO HEOIArompHusITHOE
CcOOBITHE;

HEOJIarOMPUSTHBIE COOBITUSI KIMHUYECKH AOMYCTUMBI C TOYKH 3PEHUS TOJB3bl MEIUIIMHCKOTO
W3S JUTS KQKI0TO OT/IEIHFHOTO MAIMeHTa,;

€) €CJIM PUCK CMEPTH WJIU CEPhE3HOTO YXYIIIEHUS COCTOSHHUS 3J0POBBs OBLT MPOAHATU3UPOBAH U
MPU3HAH HUYTOXHO MaJjbIM, €CJIM HU CMEPTH, HU CEPHE3HOTO YXY/IICHHUS 3JI0POBbs HE MTPOU3OIILIO, U PUCK
ObLT OXapaKTepU30BaH U 3aI0KyMEHTUPOBAH KaK JOMYCTUMBIN B paMKaxX JOKYMEHTAIUH, MPEACTaBIsIeMOil
B COCTaBE€ PErUCTPALMOHHOTO 10ChE IPU PETUCTPALIUY MEAULIUHCKOTO H3/IENHSL.

8. [ns MemuuMHCKMX WU3AENWid Kjiacca MOTEHIHUAIBHOTO pHUCKAa NPUMEHEHUA 3, a Takke
MEIMIMHCKUX W3/EIHNI, UMIUIAaHTUPYEMbIX B OpraHuM3M YeJoBeKa Kiacca IMOTEHLUHAIbHOTO pHUCKa
MpUMEHEHHsI 26, TPOU3BOIUTENh MEAUIIMHCKUX H3ICINUNA (ero YIOJHOMOUYCHHBIN MPEICTaBUTENb) 00s3aH
MIPOBOAUTH MOHUTOPUHT 0€30MaCHOCTU U KIMHUYECKOH 3(P(HEKTUBHOCTH MOCIE €r0 perucrpanuu (aaiee -
KIIMHUYECKUH MOHUTOPHHI) W €XEroJHO, B TeueHue 3 Jjer, mpeactasisiTh B CnyxOy OTYeTHl IO
KIIMHUYECKOMY MOHUTOPHUHTY (peKOMEeHIyeMblii oOpasel] mpuBeleH B npuiioxkenuu N 5 K HacTosdmemy
[Topsaxy).

OT4eThl 0 KIMHUYECKOM MOHHUTOPUHIE MPEICTABISIOTCS MPOU3BOIUTENIEM MEIUIIMHCKUAX U3/IETHMA
(ero ynomHoMoueHHBIM TpencTaButesneM) B CinyxOy He no3anee 1 ¢eBpaiis, HaunHas ¢ T01a, CIEAYIOIEro
3a roZIoM MOJY4EHHUs PETUCTPAIIIOHHOTO YI0CTOBEPEHUSI.

9. KnuHuueckuii MOHHMTOPUHT MPOBOJUTCS B COOTBETCTBUU C TIUIAHOM, KOTOPBIA JIOJIKEH
COJIEpKaTh CIEIYIOIINE CBEACHHUS:

a) LeIM W 33Ja4d KIMHUYECKOTO MOHUTOPHHTA C Y4ETOM HMMEIOMIMXCS KIMHUYECKUX ITaHHBIX,
crenugpuIeckux 0co0eHHOCTeH 1 (PaKTOPOB PUCKA, CBI3AHHBIX C METUIIUHCKUM U3JICITUEM;

0) cxeMy KIIMHUYECKOTO MOHUTOPHUHIA, B TOM YKCIie 000CHOBaHHE METOIOB (CIIOCOOOB) MOTyUEHUS
U CTaTUCTUYECKOTO aHaiM3a KIMHUYECKUX JaHHBIX, BBIOOpA HCCIEAyeMOUl MOMYISIUU, KPUTEPHUEB
BKJIFOYECHHS (MCKIIOYEHHS) ¥ MHUHHUMAIBHOTO KOJWYECTBA CYOBEKTOB B TpYIIE HCCIEAOBAHUSA U, TIIE
MPUMEHNMO, HEOOX0IMMOCTh BKITIOUEHHS B UCCIIEIOBAHUE TPYIIT CPABHEHHUS.

10. CoobmieHre o0 HEOIArOMpPUATHOM COOBITHH, OTYET O HEONArompUATHOM COOBITHM, OTYET O
KOPPEKTHPYIOIIUX JEHCTBUSIX, YBEAOMJICHHE MO O€30MacCHOCTH, OTYET O KIMHHYECKOM MOHUTOPHUHTE
HaMpaBISIOTCA B ANEKTPOHHON (hopme depe3 pa3MelieHHyr0 Ha odunuaibHoM caifite Ciy:kObl B ceTu
"NuTepHer" aBTOMAaTU3MPOBaHHYIO HH(MopMannoHHyl0 cuctemy CiyxkObl WM dYepe3 NPUIOKEHUE
CnyxObl 11 MOOWJIBHBIX YCTPOWCTB, WX uepe3 (enepalbHyI0 TOCYIapCTBEHHYIO HH(POPMAIIMOHHYIO
cucreMy "EnuHBINA MOpTall TOCYIapCTBEHHBIX M MYHHIMIAIBHBIX yciyr (QyHKuui)" wnm (B ciydae
HEBO3MOXKHOCTH HUCIONIb30BaHus ceTH "MHTepHeT") Ha OyMa)KHOM HOCHTEIE.
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11. B opranu3anusx, yka3aHHbIX B ITyHKTe 2 Hactosero [lopsaka, Ha3HauaeTCsi OTBETCTBEHHOE 32
MOHHUTOPHHTI O€30MaCHOCTH MEAWIUHCKUX HW3JeNUN TODKHOCTHOE JHMILO (Jasiee - OTBETCTBEHHOE
JTOJIKHOCTHOE JIUIIO).

B 00s3aHHOCTH OTBETCTBEHHOTO JIOJKHOCTHOTO JIMIA, BXOJUT cOOp W HampapieHue B CiryxOy
nHpOpPMAaLIUK, YKa3aHHOHM B ITyHKTax 3 u 5 HacTosmero [lopsinka, a Tak’ke MOHUTOPHHT HHPOPMAITHOHHBIX
nucem CiryxObl, pa3MEIIeHHBIX Ha O(UIMATIBHOM caiiTe B ceTH "VIHTEepHET", M MPOBEICHNE MEPOTIPHUATHH,
YKa3aHHBIX B HUX B YaCTH MEIUIIMHCKUX U3JEINN, HAXOJAIIHUX B OOpallieHUH B OpraHu3aluu.

[Topsinok ocymiecTBiaeHUs] padOThl U 0043aHHOCTH OTBETCTBEHHOIO JIOJPKHOCTHOIO JIMIA CYObEKTa
oOpamieHuss MEIWIUHCKUX W3ACIHA B YaCTH MOHHTOPHUHra OE30MAaCHOCTH METUIIMHCKUX W3S
pEenIaMEHTUPYIOTCS JIOKaTbHBIMA HOPMATUBHBIMU aKTaMH CYObEKTa 0OpallieHus] MEUIIMHCKUX U3ISIINH.

12. npopmanusi, ykazaHHas B COOOILEHUU O HEOIArompHUsITHOM COOBITHM, 0OpabaTbiBaeTcsi U
peructpupyerca Ciyx00it B cooTBeTcTBUM ¢ [lopsiikOoM OCYIIECTBIEHUS MOHUTOPUHIAa O€30MaCHOCTH
MEMIMHCKUX U3/ENHH, YTBEPKIaeMbIM MEHHCTEPCTBOM 3/ipaBooxpanenus Poccuiickoi denepamun °.

13. 3amura 1aHHBIX, IPEACTABIIEMbIX CYObEKTaMu 00palleHns MeIMIMHCKUX u3aenuil B Ciayx0y
B paMkax Hacrosuiero [lopsaka, oT HECaHKIIMOHUPOBAHHOTO JOCTYIA OCYIIECTBIISETCS B COOTBETCTBUU C
DenepanpHeiM 3akoHOM "OO0 nHMOpMaM, HTHPOPMALIMOHHBIX TEXHOJIOTUSAX U O 3auuTe nHpopmanuuu" ot
27 urons 2006 . N 149-03°,

! denepanbHplii 3akon or 8 asrycra 2001 1. N 129-03 "O rocysapcTBEHHON PErHCTPalMi FOPUANYECKUX JIMIL
UHJMBUAYaJIbHBIX npeanpunuMateneil”" (CoOpanue 3akoHomatenbcTBa Poccuiickoit denepamyn, 2001, N 33, cr. 3431; 2020,
N 31, ct. 5048).

2 Cratps 21 DenepanbrHoro 3akoHa 9 wurons 1999 r. N 160-®3 "OO uMHOCTpaHHBIX HHBECTUIMSX B Poccuiickoii
Denepanun” (Cobpanue 3akoHoaaTenbcTBa Poccniickoii @enepanun, 1999, N 28, cr. 3493; 2014, N 19, cr. 2311).

3 Yacte 5 crathu 38 ®enepanbHoro 3akoHa ot 21 Hosbps 2011 1. N 323-3 "O6 ocHOBaX OXpaHbI 310pOBbs [PAK/IaH B
Poccuiickoii ®enepanun” (Cobpanue 3akoHonarenberBa Poccuiickort denepanmu, 2011, N 48, cr. 6724; 2020, N 29, cr. 4516).

4 Tlocranosnenus ITpaButensbctBa Poceuiickoit ®enepauun ot 27 nexadps 2012 r. N 1416 "O6 yreepxaenuu [Tpapun
TrOCYIapCTBEHHOM perucrpanuu MeauiuHcknx minenuit”" (Cobpanue 3akoHomatenbcTBa Poccmiickoit @eneparun, 2013, N 1,
ct. 14, 2020, N 12, cr. 1792), ot 3 anpens 2020 r. N 430 "O6 ocobeHHOCTsIX 00palieHiss MEAUIIUHCKUX U3/ICTIHH, B TOM YHCIIe
TOCYIapCTBEHHOM peructpauuu cepud (maptuu) MeauimHckoro wu3aenus" (CoOpaHue 3aKoHOIATENbCTBa Poccuiickoit
Ddeneparyu, 2020, N 15, cr. 2284, OduipaibHblii HHTEPHET-MIOPTaN TpaBoBoi uHGopManuu http://www.pravo.gov.ru, 4 HioHs
2020 1.).

5 TMommymkr 5.2.191 Ilonoxkenus o MuHMCTepCTBe 3mpaBooxpaHeHus Poccuiickoit Denepanyu, yTBEPKICHHOIO
nocraHorsieHrem IlpaBurenscrBa Poccuiickoii ®Demepaumu or 19 wmrons 2012 r. N 608 (CoOpaHue 3aKOHONATENHCTBA
Poccuiickoit @eneparm, 2012, N 26, ct. 3526).

¢ Cobpanue 3axkoHOHaTeNbCTBA Poccuiickoii @eneparuu, 2006, N 31, cr. 3448; 2020, N 14, ct. 2035.

Hpniaoxenue N 1

K [lopsaky coobmenusi cyobekramu
oOpaleHusi MeIMIUHCKUX H3/1eJIni 000
BCeX CJIy4asiX BbISIBJEHHUS MOOOYHBIX
AEeHCTBUM, HE YKA3AaHHBIX B HHCTPYKIUH
10 MPUMEHEHUI0 UJIH PYKOBOJICTBE

10 IKCIIYaTAIUM MeIHUIMHCKOT0 U3/1eIusl,
0 HeXKeJIaTeJIbHBIX PeaKIusAX Npu ero
NMpUMeHEHUH, 00 0COOEHHOCTSX B3aMMOAeHCTBHUS
MeIMIMHCKUX U3l MexK1y c000i,

0 pakTax u 00 00CTOATEILCTBAX,
CO3JAKIIHX YIPO3Y KU3HHU H 3[10POBbI0
rpaskaaH U MeIUIUHCKUX Pa0OTHHMKOB
NPU NPUMEHEHUHU U IKCILTYyaTAlN U
MEIUIMHCKHX M3/IeJIN,

23.01.2022 Cucrema TAPAHT 5/22


http://internet.garant.ru/document/redirect/12148555/0
http://internet.garant.ru/document/redirect/12123875/0
http://internet.garant.ru/document/redirect/12116250/21
http://internet.garant.ru/document/redirect/12191967/385
http://internet.garant.ru/document/redirect/70291692/0
http://internet.garant.ru/document/redirect/990941/3145
http://internet.garant.ru/document/redirect/70192436/152191
http://internet.garant.ru/document/redirect/70192436/0

[puka3z MunuctepcrBa 3apaBooxpanenust PO or 19 okrsa6pst 2020 r. N 11131 "O6 yrBepxknennn Ilopsiika cooOmeHus. ..

YTBEP:KIeHHOMY I1prKka3zoM MHUHHCTEpCTBA
3apaBooxpanenus Poccuiickoii ®egepauun
ot 19 oxTa0ps 2020 r. N 1113n

Pexomennyembliii 00pa3zen

Coo0Ouenue 0 HeOIATONPUSATHOM COOBITHH
NpH NPpUMEeHEeHNH MeIUIMHCKOT0 U3/1eTusl

1. CBenenus 0 cyObekTe 00paleHrss MEIUITMHCKUX U3IETHH:

a) IOJIHOE M COKpalleHHOE€ HauMeHOBaHuEe (IIpM HaJUM4MM), B TOM 4HcIe (UPMEHHOE
HauMEHOBaHME, OPraHU3allMOHHO-IIpaBoBas (opMa HOPUINYECKOTO JIMIA, aJ[peC MECTa €ro HaXOXIECHUs
WIM JJI UHIUBUIYAIbHOTO MPEANPUHUMATENS - paMIInsg, UM U OTYECTBO (IIPU HAJIWYUH), PEKBU3UTHI
JOKYMEHTa, yIOCTOBEPSIOLIEro JUUYHOCTD, a/IpeC MECTa JKUTENbCTBA, a TAK)KE HOMEpPa TeIe(OHOB U aJpec
ANIEKTPOHHOM MOYTHI FOPUINYECKOTO JIMLA WIIM UHAWBUIYaJIbHOTO NMPEANpPUHUMATENS (MIPU HATUYHH);

0) naeHTU(PUKAIIMOHHBIM HOMEP HAJIOTOIIATENbIINKA;

B) OCHOBHOM IrOCYJapCTBEHHBIN PErMCTPAlMOHHBIN HOMED 3alliCH O CO3AaHUU IOPUANYECKOTO JIUIa
WM OCHOBHOM TOCYNapCTBEHHBIN PETUCTPALIMOHHBIN HOMEP UHANBUAYATLHOTO MPEAPUHUMATES;

I') BUJ OpraHu3auuu (OpraHusalyy, co3jlaHHble Ha Tepputopun Poccuiickoit denepanuu, na1bdo
MIPEICTABUTENBCTBA HMHOCTPAHHBIX OpPraHU3alvii, aKKpPeIUTOBaHHbIE Ha Tepputopun Poccuiickon
®enepanyy, JMO0 HHAMBHUIYaJIbHbIE NPEANPUHUMATENM, 3apEerHCTPUPOBAHHBIE HA TEPPUTOPUU
Poccuiickoit @eneparun).

2. CBeneHMsl 0 MEIUIMHCKOM H3JIEJIMM, B OTHOILIEHUH KOTOPOIO BBISBIEHO HEOIAronpHsTHOE
coObITHE:

a) HAUMEHOBaHNUE MEUIIMHCKOTO U3/Ie/IHs B COOTBETCTBUHM C PETUCTPALMOHHBIM YIOCTOBEPEHUEM;

0) HOMEp M J1aTa PErucCTPallMOHHOTO YIOCTOBEPEHUS HA MEIUIIMHCKOE U3/IEITHE;

B) HOMEp PpEerucTPalMOHHOIO YJIOCTOBEPEHHUs B €IMHOM pEeCcTpe MEIUIMHCKUX H3JeNul,
3aperucTpUPOBaHHBIX B paMKaxX EBpazuiickoro 3kOHOMHUYECKOTO cOro3a (IIpU HAJIMYUN);

I') BApPUAHT UCIIOJHEHUS WIM MOJIENIb MEIULIMHCKOTO U3/EHs B COOTBETCTBUHU C PErMCTPALlUOHHBIM
YIAOCTOBEPEHUEM;

1) KJIacC NOTEHIMAJIBHOIO PUCKA TPUMEHEHMS;

€) KO/ BMJla U HAaUMEHOBAaHME BHJA MEIUIMHCKOIO M3JENUs B COOTBETCTBUU C HOMEHKJIATYPHOM
KiaccupuKanyueil MeIULMHCKUX W3JeJIUH, YTBEpXKAEHHOW IprKa3oM MUHHCTEpCTBA 3APaBOOXPAHEHHMS
Poccuiickoit ®Denepanun ot 6 wmroHsa 2012 1. N 4H (3apeructpupoBaH MUHHUCTEPCTBOM IOCTHIIUU
Poccuiickoit @eneparuu 9 urons 2012 1., peructpanyonssiii N 24852) !

) KOJ BUJA M HaUMEHOBaHME BHUJA MEIULIMHCKOTO H3JENUs B COOTBETCTBUU C HOMEHKJIATYPOM
MEIMLMHCKUX U3JEINH, IIpaBUiia BEIEHU KOTOPOU yTBepxkAeHbl Periennem EBpazuiickoli SJKOHOMHYECKOU
Komuccuu ot 29 nexadps 2015 . N 1777 (npu Hanuuun);

3) NO3MLHMs Kartajora TOBapoB, paboT, yciayr Juis oOecliedeHUs TOCYIapCTBEHHBIX U
MYHUIUOAIBHBIX HYXJ B COOTBETCTBMM ¢ [lpaBuinamu QopmMupoBaHMs UM BEICHUS B EIUHOM
MH(POPMALIMOHHOW cHucTeMe B cdepe 3aKylmoK KaTajora TOBapoB, paloT, ycinyr Juig oOecrneyeHus
TrOCYIapCTBEHHBIX W MYHULMNAIBHBIX HYXJ W [IpaBW HUCHOJb30BaHMs YKAa3aHHOIO KaraJjora,
YTBEp)KJIEHHbIMH T1ocTaHoBienueM IIpaBurensctBa Poccuiickoit ®depepaunu ot 8 ¢espans 2017 r
N 145°;

1) HaMEHOBAaHUE MPOU3BOJUTENS] MEIUIIMHCKOTO M3JENUS B COOTBETCTBHU C PErHMCTPALMOHHBIM
YAOCTOBEPEHUEM;

K) HalMEHOBAaHHE CTPaHbl MPOU3BOAUTENS MEIUIIMHCKOTO M3JeJUsl B COOTBETCTBHM C
PETUCTPALIMOHHBIM YIOCTOBEPEHHEM,;
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1) aapec Mecra (aapeca MeCT) MPOM3BOACTBA MEAMIIMHCKOIO H3/ENIUs B COOTBETCTBUU C
PErUCTPALIMOHHBIM Y0CTOBEPEHHEM,;

M) COCTaB M KOMILIEKTAlUsl MEAULIUMHCKOTO M3eNus (IIpYU HAJIUMYMK) U NIEpEeYeHb IPUHAIIEKHOCTEN
(Ipu HAJIMYMK) B COOTBETCTBUU C PETMCTPALIMOHHBIM Y10CTOBEPEHUEM;

H) HOMEp cepuu (MapTuu), 3aBOACKON HOMED (1O MPUMEHUMOCTH);

0) KOJINYECTBO HAXOSIIUXCS B 0OpallleHMH MEIUIMHCKUX U3EIui (C yKa3aHuEM HOMEpPOB CEpuil,
NapTuid, 3aBOICKUX HOMEPOB), B OTHOLLIEHUH KOTOPBIX BHISBJIEHO HEOIAronpusTHOE COObITHE, B IITYKaX;

1) JaTta MPOU3BOACTBA (M3TOTOBJICHNS ) MEIUITUHCKOTO U3/IEIHS;

P) CPOK FOJTHOCTH (9KCILTyaTalluK ) METUIIMHCKOTO U3/IEIHS;

C) Jara OKOHYaHUS rapaHTUHHOTO CpOKa, CpOKa SKCIUTyaTalluM, CpoKa CIYyXKObl, yCTAaHOBJIECHHOTO
MIPOU3BOAUTENEM (110 MPUMEHUMOCTH, IIPU HAJTUYHUH);

T) TOJHOE€ M COKpallleHHO€ HauMEeHOBaHME (NpU HAJIWYMH), B TOM 4Yucie (UPMEHHOE
HauMEHOBaHME, OPraHU3allMOHHO-IIPaBOBas (opMa OpraHM3allM, KOTOPas OCYIIECTBHJIA peaTn3alUio
cepun (MapTHH, 3aBOJICKOTO HOMEpPA) MEIUIMHCKOTO H3JENHsl, aJpec €€ MECTa HaXOXKICHUS, WIN IS
WHIUBUAYAJILHOTO TpearnpuHuUMarens - ¢aMuius, uMs M OT4ecTBO (IIpU HaJIM4YMHU), agpec MecTa
KUTEJIbCTBA, JAaHHbIE JOKYMEHTa, YAOCTOBEpSIOIIEr0 JIMYHOCTh (Zajee - TMOCTaBIIMK), a TaKxke
UICHTU(PUKAIIMOHHBIM HOMEp HAaJOTOIIaTeNbIINKa, OCHOBHOM TOCYAapCTBEHHBIM PETUCTPALIMOHHBIN
HOMED 3alUCH O CO3JAAHMM FOPHIWYECKOTO JIMIA WM OCHOBHOM TOCYJapCTBEHHBIM PEruCTPALMOHHBIN
HOMEp HHIUBUAYAJILHOTO MpeaNpUHHUMATENs, HOMEep TeiedoHa M aJpec 3IEKTPOHHON NoYTHl (Ipu

HaJIU4uN);
y) CBEACHHS O HOMEpPE PEeecTpOBOM 3allMCH TMOCTaBIIMKA COTIacHO Peectpy yBemomieHuit 00
OCYIIECTBIICHUN JEATeIbHOCTH B cdepe oOpamieHuss METUIMHCKUX wu3aenuid (manee - Peectp

yBENOMIIEHHIA) *;

() HaMMEHOBaHKE W aJpeca MOMEIIEHUH, B KOTOPBIX OCYIIECTBISIIOCh XpaHEHUE cepuu (MapTuw,
3aBOJICKOTO HOMEpa, MOJENIH, BapuaHTa HWCIOJHEHHWsS) METUIIMHCKOTO W3/CIHS COIIACHO CBEICHHSIM
Peectpa yBenomiienuii (mpu HAIUYWN);

X) TIOJHO€ W COKpalleHHOC HaWMEHOBaHHWE (MPU HAIMYMHA), B TOM 4HCIEe (UPMEHHOE
HaMMCHOBAHHE, OPraHW3alMOHHO-TIPaBOBas (opMa OpraHM3aluy, KOTOpas OCYHIECTBIsUIA MPUMEHEHUE
cepuu (MapTUH, 3aBOJCKOTO HOMEpa) MEIMIIMHCKOTO M3/, aJipec €e MecTa HaXOXIeHH (C yKa3aHueM
aJIpecoB MECT NMPUMEHEHHSI), WM Ul UHIUBUAYaJIbHOTO MPEIIPUHUMATEIS - (aMUIIHSI, UMSI U OTYECTBO
(py HANMMYWH), aJpeC MeCTa KUTEIbCTBA, MAHHBIC NOKYMEHTA, YAOCTOBEPSIOIICTO JIMYHOCTh, a TAKKE
UACHTU(DUKAIIMOHHBI HOMEP HAJIOTOIUIATEINBIINKA, OCHOBHOW TOCYAAPCTBEHHBIH pPErHCTPAIMOHHBIN
HOMEp 3allUCH O CO3JaHWU FOPUIMYECKOTO JIMIIA WM OCHOBHOW TOCYIapCTBEHHBIH pPErHCTPAIMOHHBIN
HOMEpP MHIUBUAYaIbHOTO MPEANPHHUMATENS, a TAaKKe HOMepa Tele()OHOB U aIpeC EKTPOHHOM MOYTHI
IOPUINYECKOTO JIMIIA WJIM HHIUBUIYaTBHOTO MPESIIPUHUMATEIIS (TIPU HATTHYHH );

I[) CTpaHa, HauMeHOBaHHE cyObekTa Poccuiickori @enepanuu (B ciydae, €Cid COOBITHE
MPOU30IUI0 Ha Tepputopuu Poccuiickoit denepaninu), HACENCHHBIN IyHKT, ajpec, IIe MPOHU30ILIO
HeOIaronpusaTHOE COOBITHE;

9) MECTO HaXOXKICHUS MEIUIIMHCKOTO W3JeIUs B MOMEHT HAalpaBJCHHUs COOOLICHHUS O
HeOIaronpusaTHOM COOBITUH (YTHIIM3UPOBAHO, MEPEMEIEHO B KAPAHTUHHYIO 30HY, IEPEAaHO MOCTABUINKY
WIA TIPOU3BOJAUTENI0 MEIUIMHCKOTO H3AeiHs (€ro yMOJHOMOYEHHOMY NPEACTaBUTENI0), MPOJIOKAeT
MIPUMEHSTHCS, UHOE);

1I) JAHHBIE U3 aKTOB, OTUETOB, )KYPHAJIOB, TEXHUUECKOTO 00CTY)KUBaHUS (TIPH HATUYHH);

II) KOJMYECTBO BOBJICUEHHBIX B HEOJAroNpUsATHOE COOBITHE MEAMLMHCKUX U3Jenuil (eciu
W3BECTHO).

3. Onucanue HeOIArONPHUATHOTO COOBITHS:

a) Jara HampaBJleHUs CBEJEHUH O HeOmaronpusTHOM coOblTuun B PenepanbHylo ciayxkOy 1o
Ha/130pY B cepe 31paBOOXpaHEHHUS;

0) T coobueHus (IepBUYHOE, OCIEeAYIOIee, 3aKIIOUUTEIBHOE);

B) J1aTa MOCTYIJICHUs WH(POPMALIUU O HEOIArONPHUAITHOM COOBITHY;
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I') Jata HeOIaronpusTHOTO COOBITHS;

1) 17151 UMIUTAaHTUPYEMBIX MEAUIIMHCKUX U3JICTU:

Jata UMILIaHTalHY;

JlaTa SKCIUIaHTALUN;

JUINTEIbHOCTh MUMIUIAHTAIMU (3alOJIHSAETCS B Clydyae, €CIM M3BECTHA TOYHAs Jara MMILIAHTAlUuU
WJTY Hayaja dKCIUTyaTaluu);

CBE/ICHUS U3 MOJCUCTEMbI BEJCHMS CIIELUATM3UPOBAHHBIX PErMCTPOB MALMEHTOB IO OTAEIbHBIM
HO30JIOTHUSM M KaTeropusiM TIpa)x/JaH, MOHUTOPHHIAa OPraHM3allUM OKa3aHUS BBICOKOTEXHOJOTHYHOMN
MEIMIIMHCKOM MOMOIIM M CaHATOPHO-KYPOPTHOTO JICUCHHH €IMHOW TOCYIapCTBCHHONW HH(OPMAIMOHHON
cucTeMbl B cepe 3ApaBOOXPAHEHHS °, HHBIX MH()OPMAMOHHBIX CUCTEM, IPEJHA3HAYEHHBIX IS cOopa,
XpaHeHUs, 00pabOTKM U MpenocTaBiIeHUs HWH(OpMaluu, Kacawoollehcs AeATeNbHOCTH MEIULIUHCKUX
OpraHM3alMii M TMpeNoCTaBIsIeMbIX MMM YCIYL, a Takke Hu3 (QenepaabHON rocynapcTBeHHOU
nHpopManmoHHo  cuctembl  "EnmHas  aBTOMaTM3UMpOBaHHasT  BEPTUKAJIbHO-MUHTErPUPOBAaHHAs
MH(OPMAIMOHHO-aHAJIMTUYECKAasl CHUCTEMa [0 TMPOBEACHUI0 MEIUKO-COIMAIIbHON 3KcrepTussl" (mpu
HaJIMYUU y CyObeKTa 00palleHnsl MEJUIIMHCKUX U3eNU J0CTYyIa B YKa3aHHbIE CUCTEMBI);

€) perucTpaloHHbII HOMep HeOIaronpusATHOTO COOBITHS, MPUCBOEHHBIA MPOU3BOAUTEIEM (IIpH
HaJIM4uN);

) THUIl W BUJ HEOIArompUATHOTO COOBITHUS B COOTBETCTBHUH CO CIPABOYHHKOM-KOAU(PHKATOPOM
BHJIOB HEOIArOMpUSITHBIX COOBITHHN, HEXKETATeIBbHBIX PEAKINI MPU MPUMEHEHUN MEIUITUHCKUX W3JICITHMH,
(akTOB U OOCTOATEIBLCTB, CO3AAIONIMX Yrpo3y MNPUUYMHEHHsS Bpela >KM3HU U 30pPOBBIO JIIOAEH MpH
oOpallleHnH 3aperucTPUPOBAHHBIX MEAUIIMHCKUX U3/IENN;

3) omucaHue MOOOYHBIX AEUCTBUNA MEIMIIMHCKOTO W3/ETHsS, HE YKa3aHHBIX B WHCTPYKIUHU IO
MPUMEHEHUIO WM PYKOBOJACTBE IO HKCIUTyaTallUM, HEXKENATEeNbHBIX PEAKIU MpH €ro NpUMEHEHUH,
0COOCHHOCTEHM B3aMMOJICHCTBUS MEAWIIMHCKUX W3ACTUNA MEXIy co00#, (akroB M O0OCTOSITEIBCTB,
CO3/IAIOIIUX YIpO3y JKU3HU U 3J0POBBI0 TpaKJAaH U METUIMHCKUX pPAaOOTHUKOB MpPU MPUMEHEHUHU U
AKCIUTYaTalluyd MEAUIIMHCKUX U3

1) TO0JIb30BaTENb MEUIIMHCKOTO U3/EIHs (Bpayd, MEIUIIMHCKAs CEeCTpa, MAlUeHT, HHOE);

K) IPUMEHEHHE MEIUIIMHCKOTO Wu3Jenus (MepBUYHOE, MOBTOPHOE NPUMEHEHUE MEIUIIMHCKOTO
U3JIENINS OJJHOKPATHOTO MPUMEHEHUS, IPUMEHEHUE METUIIMHCKOTO U3/IEIHsI MHOTOKPATHOTO PUMEHEHUS,
MEIMIIMHCKOE H3/IETUE MOCIe TEXHUYECKOTO 00CTy:KMBaHUS UM PEMOHTA, Mpobiiema Obliia BhISIBIEHA 10
MIPUMEHEHHUS, HHOE);

J1) KaTeropusi HeOIAronpUIATHOTO COOBITHS, CBSI3aHHOTO C MPUMEHEHUEM MEIUIIMTHCKOTO U3/IEHS:

cepbe3Hass W (WIKM) HeNpenBUICHHas MMOOOYHAs peaklus, HE yKa3aHHass B HMHCTPYKIHH IIO
MIPUMEHEHHIO U PYKOBOJICTBE MO AKCILTyaTallUuU METUIIMTHCKOTO U3IETUs;

M0O0YHOE SIBJICHUE TIPU TPUMEHEHUN MEIUIIUHCKOTO U3IENus;

0COOCHHOCTHU B3aMMOACUCTBUS MEAUIIMHCKUX U3EITUN MEXKIy COO0M;

HEHa/eXallee KaueCTBO MEIUIIMHCKOTO U3

00CTOATENHCTBA, CO3/IAI0IIUE YIPO3Y KU3HU U 3[I0POBbIO HACEICHHS U MEIULMHCKUX PAOOTHUKOB
MIPY MPUMEHEHUH U KCIUTyaTallui MEIUIIUHCKUX U3/IEIH;

WHBIE CITy4au HEOMarompHusITHOTO COOBITHUS;

M) TpHUHATBIE TOJb30BATEIEM WM MEAUIMHCKOW OpraHu3alnudell Mepbl MO0  YCTpaHEHUIO
HEOIaronpUsITHOTO COOBITHS.

4. JlaHHBIE O MOCTPAJaBUIEM:

a) mocTpajaBmIui (MAlMEHT Ha JA0MY, aMOYJIaTOPHBIM MAlMeHT, CTAaIlMOHAPHBINA MAaIlHeHT,
MEAMLIMHCKHI IEPCOHAJI, TIOCETUTEINb, TEXHUYECKUI IIEPCOHAJI, CAMOCTOSITENIHOE JIEUEHUE, HHOE);

0) hamumus, UMsI 1 OTYECTBO (IIPU HATMYHUH);

B) IOJI ¥ BO3PACT, BEC, pocCT (MpU HAJIMYUU CBEACHUN);

I') KpUTEPHIA Cepbe3HOCTH (IPUUMHEHHBIH Bpen);

1) KCXOJ;

€) onMcaHue MpoOIeMbl MOCTPATAABIIETO;
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) KOJIMYECTBO MOCTPAJaBUINX (€CJIM U3BECTHO);
3) JEMCTBUS U IOMOIIb, OKa3aHHAsl MEAULIMHCKONW OpraHu3aluei nocTpaiaBliemMy.
5. HononHutensHas “HGOpMAIHS U TOKYMEHTHI.

! C w3MeHeHMAMM, BHECEHHBIMM NpUKa3aMH MUHMCTEPCTBA 3/paBooxpaHeHus Poccuiickoit ®enmepamuu ot 25

ceHTsiOpst 2014 1. N 557H (3apeructpupoBaH MwuHucTepcTBoM tocTimu Poccuiickoit @eneparun 17 nmexadps 2014 r.,
peructparmonnsii N 35201), or 7 wronst 2020 1. N 686H (3apeructpupoBaH MUHHCTEPCTBOM IOCTHLMM Poccuiickoit
®eneparpn 10 aBrycra 2020 r., peructpaitoHHeiii N 59225).

2 OpunmansHei caift EBpasuiickoro SKoHOMHYECKOro coroza http:/www.eaeunion.org/, 31 nexadps 2015 r.

3 Cobpanue 3akoHomaTenscTBa Poceuiickoit ®eneparmu, 2017, N 7, 1. 1084; 2020, N 28, cr. 4421.

4 Tlyaxr 12 TlpaBun TpeAcTaBieHHs yYBEJOMICHHM O Hadajle OCYIIECTBJEHHS OTJENbHBIX  BHJIOB
MIPEANPUHIMATEIbCKOH AEATEIBHOCTH U y4eTa YKa3aHHBIX YBEIOMIICHHH, YTBEPXKIEHHBIX IoctaHoBieHneM [IpaButenbcTBa
Poccutiickori @enepanuu or 16 mrons 2009 r. N 584 (CobOpanue 3akoHoaarenbcTBa Poccuiickort ®eneparuu, 2009, N 30,

cT. 3823).
5

n.n

[Tomnyukr "e" mnynkra 4 IlomokeHuss o enuHOW TrocyaapcTBeHHOW WHQOpMaIMOHHON cucTteMe B cdepe
3/IpaBOOXpaHEHHUs], yTBEpXkAeHHOro nocranonienuem IlpaButenscrtBa Poccuiickoit @eneparu ot 5 mas 2018 r. N 555 "O
€IMHON ToCyIapCTBEHHOM MH(OpMAaLMOHHOM cucTeMe B cdepe 3apaBooxpanenus” (Cobpanue 3akoHomaTenbcTBa Poccuiickoi
Oeneparn, 2018 N 20, cr. 2849).

IIpunoxenune N 2

K [lopsaky cooOuenus cyobekramu
oOpaleHusi MeIMIUHCKUX H3/1eJIni 000
BCEX CJIy4asiX BbISIBJIEHUS NMOOOUYHBIX
NeCTBUI, He YKAa3aHHBIX B HHCTPYKIMHU
M0 NMPUMEHEHUI0 I PYKOBOJACTBE

M0 IKCIJIyaTAlMU MeIUIIUHCKOTO N3/1e/usl,
0 HesKeJIaTeJbHbIX PeaKuusiX NP ero
NpUMeHEHUH, 00 0COOEHHOCTAX B3aMMOAeHCTBUSA
MeIMIUHCKUX U31eJIUH MexKIy co00i,

0 pakTax u 00 00CTOATEIHCTBAX,
CO3JAKIIHX YIPO3Y KU3HH H 310POBbIO
rpa’IaaH U MeIMUMHCKUX PA0OTHUKOB

IPU NPUMEHEHHUHU H IKCILIYyaTaAlMU
MEIUIUHCKUX U31e/INH,

YTBepPKIeHHOMY IprukazoM MuHHMCTEpCTBA
3npaBooxpanenus Poccuiickoit ®egepanun
ot 19 okTs0ps 2020 r. N 1113n

Pexomenayemblii o0pa3en

OTyeTt 0 HEOJIATONPUATHOM COOBITUM
NPH NPUMEHEeHUH MeIUIMHCKOT0 U3/1eTus

1. CBeneHus o cyObekTe 0OpaleHUsI MEAULIMHCKUX M3/1EIIHI:

a) TMOJIHOE M COKpalleHHOe€ HauMeHoBaHWe (NP HaIU4WH), B TOM 4HcIe (UPMEHHOE
HAaWMEHOBAaHHE, OPraHU3AIMOHHO-TIPaBoBas (hopMa IOPUANYECKOTO JIMIIA, aIpeC MECTa €ro HaXOXKIEHUS
WM JJI. UHIUBUYAIBHOTO MPEANPUHUMATENS - GaMIUIAs, UMS ¥ OTYECTBO (MIPU HAIUYUU), PEKBU3UTHI
JOKYMEHTA, yIOCTOBEPSIONIEro JHUYHOCTD, aIpeC MECTa KUTEIbCTBA, a TAKKe HOMEpa TelaedOHOB U aJipec
ANEKTPOHHOMN TOYTHI IOPUINYECKOTO JIMIIA WIIM UHAUBUAYATLHOTO MPEANPUHUMATENS (IPU HATTHYUHN );

0) uaeHTU(PUKAIMOHHBIN HOMEp HAJIOTOTIATENbIINKA,
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B) OCHOBHOM rOCYJapCTBEHHBIN PErUCTPALMOHHBII HOMED 3allMCH O CO3JaHUH FOPUINYECKOTO JIMIA
WM OCHOBHOMW IOCYIapCTBEHHBIN PETUCTPALIMOHHBIN HOMEP UHAUBUAYAJIBHOTO MPEAIIPUHUMATEIS;

r') BUJ OpraHu3anuu (OpraHu3alyy, co3JaHHble Ha Tepputopuu Poccuiickoit @eneparyu, 1100
IIPEACTABUTENBCTBA HMHOCTPAHHBIX OpPraHu3aluil, aKKpPeIWTOBAaHHbIE Ha TeppuTopun Poccuiickon
@enepauny, MO0 HWHIAUBUAYaAJIbHbIE MPEANPUHUMATENIHN, 3apETUCTPUPOBAHHbIE HA TEPPUTOPUU
Poccuiickoit @eneparun).

2. CeneHust O MEIUIMHCKOM H3/IENIMU, B OTHOLIEHHMM KOTOPOIO BBISBICHO HEOIAronpusTHOE
coOBITHE:

a) HAMMEHOBaHHE MEJUIIMHCKOTO U3/I€IHs B COOTBETCTBUHU C PETMCTPALMOHHBIM Y0CTOBEPEHHUEM;

0) HOMep U JlaTa PEruCTPAIMIOHHOTO YA0CTOBEPEHUS Ha METUILIMHCKOE U3/IENINE;

B) HOMEp pErucTpalMoOHHOTO YIOCTOBEPEHMS B €IUHOM pEeCcTpe MEIULUHCKUX W3AeIHil,
3aperucTpUpPOBaHHBIX B paMKax EBpa3uiickoro 3KOHOMHUYECKOTO cOt03a (IIpH HAJIUYUN);

') BApUAHT UCIOJIHEHUS WU MOJENb MEAUIIMHCKOTO U3/IEHs B COOTBETCTBUM C PErHMCTPALMOHHBIM
YIAOCTOBEPEHUEM;

1) KJIACC MOTEHIIMAIILHOTO pUCKA IPUMEHEHUS;

€) KoJ BHUJa U HaMMEHOBaHHE BHJA MEAMIIMHCKOTO U3AENUS B COOTBETCTBUU C HOMEHKJIATYPHOI
KIlaccu(uKaeil MeIUUUHCKUX H3/AETUi, YTBEp)KIEHHOW Mpukazom MHUHHCTEpPCTBAa 3/IpaBOOXpPaHEHMS
Poccuiickoit ®enepanun or 6 wuroHs 2012 1. N 4 (3apeructpupoBaH MUHHUCTEPCTBOM FOCTULIUU
Poccuiickoit ®eneparuu 9 urons 2012 1., perucrpanuonnsii N 24852) ;

) KOJl BHJIa U HAaUMEHOBaHHE BHJIa MEIUIIMHCKOTO HM3AETUS B COOTBETCTBUU C HOMEHKJIATYpOil
MEIUIMHCKUX U3JIEIUH, [TpaBuiia BEICHHs KOTOPOH yTBepkAeHbI Perienrem EBpa3uiickoil 3JKOHOMUYECKOU
KoMmuccHu oT 29 nexabps 2015 . N 177 % (nmpu Hammunm);

3) TO3WIMA KaTtajora TOBapoB, paboOT, ycayr s oOecredeHus: TOCYIapCTBEHHBIX U
MYHHUIMIAIBHBIX HYXJ B COOTBETCTBUU C [lpaBunamu QopMHUpOBaHUS U BEICHHS B EIUHOU
nHpOpMAITMOHHOW cHucTeMe B cdepe 3aKymoK KaTajora TOBapoB, pPabOT, yCiayr s OOeCTedYeHHS
TOCYJAapCTBEHHBIX W MYHHUIMNAIBHBIX HYXJ M T[PaBuJ HCIOJIb30BaHMSA YKa3aHHOIO Karajora,
yTBEpKACHHBIMH TiocTaHoBieHneM IIpaBurensctBa Poccmiickort ®enepanmu ot 8 depans 2017 r
N 145°;

1) HaMEHOBAaHUE MPOU3BOJUTENSI MEIULMHCKOTO M3JENUs B COOTBETCTBUU C PErMCTPALUOHHBIM
YIAOCTOBEPECHUEM;

K) HalMEHOBAaHUE CTPaHbl IPOU3BOJIUTENS MEAULIMHCKOIO M3JENUsl B COOTBETCTBUU C
PErHCTPAlMOHHBIM YIOCTOBEPEHUEM;

Ja) agpec MecTta (agpeca MECT) IPOM3BOJACTBA MEIMIMHCKOIO H3JEIUsl B COOTBETCTBHH C
PETUCTPALMOHHBIM YIOCTOBEPEHHEM;

M) COCTaB M KOMIUIEKTALUsI MEUIIMHCKOTO U3/1eNus (IpU HAJMYUH) U TIepeueHb IPUHAUICKHOCTEH
(Ipu HaMYUM) B COOTBETCTBUM C PErMCTPALMOHHBIM YIOCTOBEPEHUEM;

H) HOMEp cepuu (apTuH), 3aBOACKONH HOMED (10 MPUMEHHMOCTH);

0) KOJIMYECTBO HAXOJAIIMXCSA B OOpaIleHuH METUIIMHCKUX U3EIHUN (C yKa3aHHEM HOMEPOB CEepHil,
NapTHii, 3aBOJICKUX HOMEPOB), B OTHOLIEHUU KOTOPBIX BBISBICHO HEOIAronpusITHOE COObITHE, B ITYKAX;

1) JlaTa IPOU3BOJICTBA (M3TOTOBICHUS) MEJUIIMHCKOTO U3/IENIUs;

P) CPOK TOJTHOCTH (IKCILTyaTallii) MEUIIMHCKOTO U3/IeITHS;

C) JlaTa OKOHYaHMS TapaHTHHHOIO CpOKa, CPOKa IKCILTyaTallld, CPOKa CIY>KObI, YCTAaHOBJIECHHOTO
MPOU3BOUTENEM (IO IPUMEHUMOCTH, IPU HAJIMYUH);

T) TMOJHOE€ M COKpallleHHOE€ HauMEeHOBaHWe (IpU HaJIM4YuM), B TOM 4HciIe (upMeHHOe
HalMEHOBaHME, OPraHM3alMOHHO-NIPaBOBast (OopMa OpraHM3alMd, KOTOpas OCYIIECTBUJIA pPeaTu3alHio
cepun (MapTHM, 3aBOJCKOIO HOMEPA) MENUIIMHCKOTO W3IENINs, alpec €€ MecTa HaXOXACHUS, WM Ul
WMHMBUIYAJIbHOTO TpeANpUHUMATENs - (paMuiusg, UM M OT4YeCTBO (IPpU HAJIMYMH), aJpec MecTa
KHUTEIbCTBA, JIAaHHBIE JIOKYMEHTAa, YIOCTOBEPSIOLIEr0 JIMYHOCTh (Janee - TOCTaBIIMK), a TakKxke
UACHTU(HUKALIMOHHBIIT HOMEp HAaJOTOIUIATENbIINKA, OCHOBHOM TOCYHApCTBEHHBIM pPErucTpalMOHHBIN
HOMEp 3alMCH O CO3JAHMM IOPUAMYECKOTO JIMIA WJIM OCHOBHOM TIOCYJApCTBEHHBIM PETHCTPALMOHHBIN

23.01.2022 Cucrema TAPAHT 10/22


http://internet.garant.ru/document/redirect/70199586/1000
http://internet.garant.ru/document/redirect/70199586/1000
http://internet.garant.ru/document/redirect/70199586/0
http://internet.garant.ru/document/redirect/70199586/1000
http://internet.garant.ru/document/redirect/71296508/1000
http://internet.garant.ru/document/redirect/71296508/0
http://internet.garant.ru/document/redirect/71606930/1000
http://internet.garant.ru/document/redirect/71606930/2000
http://internet.garant.ru/document/redirect/71606930/0

[puka3z MunuctepcrBa 3apaBooxpanenust PO or 19 okrsa6pst 2020 r. N 11131 "O6 yrBepxknennn Ilopsiika cooOmeHus. ..

HOMEp HHIMBHUAYAIbHOTO TpPEANPUHUMATENS, HOMEp TeledoHa M aapec SIEKTPOHHOW MOoYTHl (TpH
HaJIU4un);

y) CBEICHHSI O HOMEpPE PEEeCTPOBOM 3alMCH IMOCTABIIMKA COMacHO PeecTpy yBemoMieHHi o0
OCYIIECTBIICHUU JIEATENbHOCTH B cdepe oOpaiieHus MeIMUUHCKUX wu3faenuit (mamee - Peectp
yBeIoMIIeHHiH ) *;

¢) HanMeHOBaHME U aJIpeca MOMEUICHUH, B KOTOPBIX OCYHIECTBISUIOCH XpaHEHUE CepuH (MapTHH,
3aBOJICKOTO HOMEpa, MOJENH, BapuaHTa HCIOJHEHWS) MEOUIIMHCKOTO W3JeNHs COTJIACHO CBEICHUSM
Peectpa yBegomiienuii (mpu HAJIUYUN);

X) IIOJHOE U COKpalleHHO€ HauMeHOBaHWE (IpU HAJIWYUHM), B TOM 4ucie (UPMEHHOE
HAaNMEHOBAaHME, OPTaHW3AalMOHHO-TIPaBOBas (hopMa OpraHM3alluK, KOTOpas OCYIIECTBIsUIA MPUMEHEHHE
cepuu (MapTHH, 3aBOJICKOTO HOMEpa) MEUIIMHCKOTO M3/EIUs, apec ee MeCTa HaXOXKACHUs (C yKa3aHHeM
aJipecoB MECT NMPUMEHEHWSI), WM Ul UHIUBUAYAJIHHOTO MPEIIPUHUMATENS - (PaMUIIHS, UMSI U OTYECTBO
(pu HaNMMYWU), aJpec MecTa KUTENbCTBA, JAHHBIE TOKYMEHTA, YAOCTOBEPSIOIIETO JIMYHOCTh, a TAKKe
UICHTU(QUKAIIMOHHBI HOMEp HAaJIOrOIIaTeNbIINKa, OCHOBHOM TOCYAAPCTBEHHBIM pPETUCTPALMOHHBIN
HOMEDP 3alUCU O CO3JAHUM FOPUAMYECKOTO JIMIA WM OCHOBHOM TOCYJapCTBEHHBIM pPEruCTPALMOHHBIN
HOMEpP MHIUBHUAYATHHOTO TPEANPHHUMATENS, a TaKKe HoMepa Tele()OHOB U a/IpeC MEKTPOHHOW MOUYTHI
IOPUINYECKOTO JIMIIA WITH HHIUBUIYaTBHOTO MPEIIPUHUMATEIS (TIPH HATTHYHH);

1[) CTpaHa, HauMeHOBaHue cyObekTa Poccuiickoit ®enepanuu (B ciyyae, €cid COOBITHE
npousonuio Ha Ttepputropun Poccuiickoit ®denepannu), HaceleHHBIH MYHKT, aJpec, e MPOU30ILIO
HeOIaronpuaTHOE COOBITHE;

9) MECTO HaXOXKICHUS METUIIMHCKOTO W3AeiIHs B MOMEHT HAalpaBJICHUS COOOIIEHUS O
HeOIaronpusaTHOM COOBITUH (YTUIU3UPOBAHO, IEPEMELICHO B KAPAaHTHUHHYIO 30HY, EPEJaHO MOCTaBIIUKY
WIM TPOU3BOAUTENI0 MEIUIIMHCKOTO W3JeNus (€ro YIOJIHOMOYEHHOMY MpPEACTaBUTEINI0), MPOJOIKAET
MIPUMEHSTHCS, HHOE);

1I1) TaHHBIE U3 aKTOB, OTYETOB, )KYPHAIOB, TEXHUYECKOTO OOCITY>KMBaHUS (TTPH HATUYHWN);

1) KOJIMYECTBO BOBJICYCHHBIX B HEONAronpusATHOE COOBITHE MEIMIIMHCKUX W3IeIud (ecnu
W3BECTHO).

3. Onucanue HeOIAronpPUsITHOTO COOBITHS:

a) Jara HampaBJieHUs CBeleHUN o HeOnmarompusitHOoM coObiTun B denepanbHyro ciayxOy Mo
HaJ30py B cdepe 3apaBOOXpaHEHUS;

0) Tum cooOuieHuss 0 HEOJArONpUsITHOM COOBITHM MpPU NPUMEHEHUU MEIUIIMHCKOTO W3NS
(mepBUYHOE, MOCIEAYIOLIEE, 3aKIIOUYUTEIBHOEC);

B) TUI OT4YeTa O HEOJAronpusTHOM COOBITUM NpPU TNPUMEHEHHUH MEIUIIMHCKOTO W3/ETHs
(mepBOHAYANBHBIN, MOCISTYIOMUN 3aKITIOYUTENbHBIN);

T) JlaTa MOCTYIUICHUS UH(POPMALIMU O HEOIAronpusTHOM COOBITHH;

1) 1aTa HeOJIaroNmpUsTHOTO COOBITHS;

€) JUTsl UMILTAaHTUPYEMbIX MEIUIUHCKUX U3/IEIHI:

JaTa UMILIaHTAlHY;

JlaTa SKCIUIAHTALIUY;

JUTTENHHOCTh MUMILIAHTAINH (3aMOJIHSIETCS B clydae, €ClM M3BECTHA TOYHAs JlaTa UMILIaHTAlluu
WJIM Havalia dKCIUTyaTalim),

CBEJICHHsI U3 MOJCUCTEMbI BEICHUS CHEIMATN3UPOBAHHBIX PETUCTPOB MAI[MEHTOB MO OTAEIbHBIM
HO30JIOTHUSAM M KaTeropusM Tpa)KJaH, MOHUTOPHHTAa OPTaHU3AlMM OKa3aHUS BBICOKOTEXHOJOTHYHOMN
MEIMIMHCKOM MOMOIIY ¥ CaHAaTOPHO-KypOPTHOTO JICUEHUH €IUHON rocylapCTBEHHON HMH(OpPMalMOHHOM
CHCTEMBI B C(epe 3IpaBOOXPAHEHHS °, MHBIX MHPOPMAIMOHHBIX CHCTEM, TPEIHA3HAYEHHBIX I cOopa,
XpaHeHusi, oO0pabOTKM W MpelocTaBlIeHUs HMH(OpMalMM, Kacarolencs IesSTeIbHOCTH MEIUIIMHCKUX
OpraHu3aliiii W TPEefOCTaBIsEMBIX HMH YCIYL, a TaKke U3 (QeaepalbHOil rocyrapcTBEHHOU
uHpopMaimoHHol  cuctembl  "EnuHas  aBTOMaTM3UpOBaHHAas  BEPTUKAJIbHO-HMHTETPUPOBAHHAsS
MH(POPMALIMOHHO-aHAIUTHYECKAsT CHCTEMa [0 TPOBEJCHHUI0 MEAUKO-COIMAIbHON SKCIepTu3bl" (mpH
HINYMU y CyOBEKTa 0OpallieHus] MEUIIMHCKUX U3AETHHA JOCTYyIa B YKa3aHHbIE CUCTEMBI);
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) JlaTa OT4eTa O HEOIArOMPUATHOM COOBITHH MTPU MPUMEHEHHH MEIUIIMHCKOTO U3/ICIIHS,;

3) PETUCTPAMOHHBI HOMEp HEOIAroMpHUATHOTO COOBITHS, TMPUCBOCHHBIA MPOU3BOAUTENEM (IIPH
HaJIU4uN);

M) TUN W BUJ HEOJIArompUsTHOTO COOBITHSI B COOTBETCTBHH CO CIPABOYHHUKOM-KOJAU(PUKATOPOM
BHJIOB HEOJIArOMPUSATHBIX COOBITHH, HEXENIATSIbHBIX PEAKIMA MPU MPUMEHEHUN MEIUIIMHCKUX W3JICIUH,
($akToB M OOCTOATEIHCTB, CO3MAMIINUX Yrpo3y NPUYUMHCHHS Bpela >KU3HU M 3J0POBBIO JIIOACH TIpH
oOpalleHny 3apeTUCTPUPOBAHHBIX MEAUIIMHCKIX U3/ICITUT;

K) ONHMCaHWE TMOOOYHBIX ICHCTBUI MEIUIIMHCKOTO HW3JENHs, HE YKAa3aHHBIX B WHCTPYKIUH TIO
MPUMEHCHHUIO WJIM PYKOBOJACTBE IO JKCIUTyaTal[dW, HEXEJIATeIbHbIX PEaKIHWid TpH €ro MPUMEHEHUH,
O0COOEHHOCTEH B3aUMOJCHCTBHUS MEIWLUMHCKUX HW3JENUA MeXIy co0oi, (akToB M 0OCTOSTENBHCTB,
CO3/IAIOINIUX YIPO3y JKU3HH W 3J0POBBI0 TPAXJaH W METUIIUHCKUX PAOOTHUKOB TPU MPUMEHCHHH W
IKCIUTYaTallu MEAUIIMHCKIX U3JCIU;

J1) IOJTb30BATEh MEAUIIMHCKOTO U3/IEHs (Bpay, MEIUIIMHCKAsI CECTPa, MAI[UEHT, HHOE);,

M) MPUMCHEHHE MEIUITUHCKOTO W3JeNus (IIePBUYHOE, MOBTOPHOE NMPHUMEHEHHE MEIWIIMHCKOTO
W3JICNAS OJTHOKPATHOTO TIPUMEHEHUS, TPUMEHEHUE METUITUTHCKOTO H3/ICIHsI MHOTOKPATHOTO TIPUMEHEHUS,
MEIUITMHCKOE U3JIENHE MOCe TEXHUUECKOTO OOCTYKUBaHUS WM PEMOHTA, MpooOiieMa Oblja BISIBICHA 10
MIPUMEHEHHUSI, UHOEC);

H) KaTeropusi HeOIaronmpusITHOTO COOBITHS, CBI3aHHOTO C IPUMEHEHUEM METUITUHCKOTO H3CITHUS:

cepbe3Hass M (WIM) HeNpenBUICHHas MOOOYHAs peaklMs, HE YyKa3aHHas B HHCTPYKLUUU TIO
MIPUMEHEHHIO WJIH PYKOBOJICTBE 110 AKCIUTyaTaIliy MEAUIIMHCKOTO U3/IEITHS;

MOOOYHOE SIBJICHUE TP TPUMEHEHUN METUIINHCKOTO U3JICITHUS;

0COOEHHOCTH B3aUMOJICUCTBUS MEAUIIMHCKUX U3ICIIUA MEXTY COO0H;

HEeHa/JIexalee KaueCTBO MEIUIIMHCKOTO U3eNus;

00CTOATENHCTBA, CO3/IAOIINE YTPO3Y )KU3HU U 3I0POBBIO HACEICHUS U MEIULIUHCKUX PAaOOTHUKOB
MIpY MPUMEHEHUH U HKCIUTyaTallui MEAULIIUHCKUX U3ETUi;

WHBIE CITy4an HeOIarompusTHOTO COOBITHS;

0) TMpUHATHIE T[IOJH30BATENEM WM MEAMIIMHCKOM OpraHu3alueidl Mepbl IO YCTPaHEHUIO
HEOIaronpUsaTHOTO COOBITHS.

4. JlaHHBIE O MOCTpaJaBUIEM:

a) mocTpajaBIIMi (MAllMEHT Ha JO0MY, aMOyJIaTOPHBIM MAlMEHT, CTAllMOHAPHBIA MAalUEHT,
MEIMIIMHCKHH MepCOHa, OCETUTENb, TEXHUUYECKUI MepCOHAll, CAMOCTOSITENIbHOE JICUCHUE, HHOE);

0) damunus, UM U OTYECTBO (TIPU HATTUYHH);

B) ITOJT X BO3PACT, BEC, POCT (MPH HATUYHH CBEICHUN );

') KPUTEPUH CEpbe3HOCTH (MPUIMHEHHBIN BPEN);

1) KCXOJ;

€) onucaHue mpoOIeMbl MOCTPaIaBIIero;

) KOJIMYECTBO MOCTPATABIINX (€CIIM U3BECTHO);

3) JEHCTBUS U MOMOIIb, OKa3aHHAsl MEAUIIMHCKON OpraHu3alueil mocTpaaaBuemy.

5. lonoaHuTenbHAs UHGOPMALIHS:

a) TMpenBapUTENbHOE 3aKIIOUEHHWE ¢ aHalu3 MPOU3BOAUTENS (€ro  YHOJIHOMOYEHHOTO
npeacTaBuTeNs) (71 IEPBOHAYAIBHOTO/TIOCIIEAYIONIET0 OTYETA);

0) HauaTbHBIE KOPPEKTUPYIOLTUE IEHCTBUS, BHITIOJHEHHBIE TPOU3BOIUTENEM;

B) Ipe/roaraeMas ara Cieayrolero oT4era;

') pe3ynbTaThl aHAU3a 3aKIIOYUTEIHFHOTO PACCIeI0OBAaHUS MPOU3BOIUTENS (M1 3aKITFOUUTEIBHOTO
0TYeTa);

1) KOPPEKTUPYIOIINE JEHCTBHS IO O€30MaCHOCTH MEAUIIMHCKOTO M3/IEIHS;

€) CPOKH pean3alii KOPPEeKTUPYIOIINX ACUCTBUIA 10 6€30MaCHOCTH MEAUIIMHCKOTO U3/IENHS;

) KOJIMYECTBO MOJO00HBIX HEOIATONPUSATHBIX COOBITUH C TAKUM K€ THIIOM MEIUIIMHCKOTO U3/IENUS
C MoJ0OHON K€ MPUYMHOW HEONarompUsTHOTO COOBITUS M BHJIOM B cooTBeTcTBUU ¢ Kommdukaropom
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BHUI0B He6ﬂaFOHpI/I$ITHbIX C06BITI/II\/'I, HU3BCCTHBIX IMPOU3BOAUTCIIIO (CI‘O YIIOJITHOMOYCHHOMY
IIPEJICTABUTEINIO).

! C w3MeHeHMAMM, BHECEHHBIMM NpUKa3aMH MUHMCTEpCTBA 3/paBooxpaHeHus Poccuiickoit ®emeparuu ot 25

ceHTsiOpst 2014 1. N 557m (3apeructpupoBaH MwuHucTepcTBoM toctuimu Poccuiickoit ®eneparun 17 nmexadps 2014 r.,
peructparmonnsii N 35201), or 7 wmronst 2020 1. N 686H (3apeructpupoBaH MUHHCTEPCTBOM IOCTHLMH Poccuiickoit
®eneparpu 10 aBrycra 2020 r., peructpaiioHHeiid N 59225).

2 OpunmansHbli caift EBpasuiickoro SKoHOMHYECKOro coroza http:/www.eaeunion.org/, 31 nexadps 2015 r.

3 Cobpanue 3akoHomaTenbcTBa Poceuiickoii ®eneparmu, 2017, N 7, 1. 1084; 2020, N 28, ct. 4421.

4 Tlyaxr 12 TlpaBun TpeAcTaBieHHs yYBEJOMIECHHM O Hadajde OCYIIECTBJEHHS OTJENbHBIX  BHJIOB
MIPEANPUHIMATEIBCKOH AEATEIBHOCTH U y4eTa YKa3aHHBIX YBEIOMIICHHH, YTBEPXKIEHHBIX IoctaHoBieHneM [IpaButenbcTBa
Poccutiickori ®enepanuu or 16 mrons 2009 r. N 584 (CobOpanue 3akoHoaarenbcTBa Poccuiickort ®eneparuu, 2009, N 30,

cT. 3823).
5

n.n

[Tomnyukr "e" mnynkra 4 IlomokeHuss o enuHOW rocyaapcTBeHHOW WHQOpMaIMOHHON cucTeMe B cdepe
3/IpaBOOXpaHEHUs, yTBEpXkAeHHOro nocranonienuem IlpaButenscrtBa Poccuiickoit @eneparu ot 5 mas 2018 r. N 555 "O
€IMHOM rocynapcTBeHHON HH(GOPMAIMOHHOM cucteMe B chepe 3apaBooxpaneHus” (CoOpaHue 3akoHOMATENLCTBa Poccuiickoi
Deneparn, 2018 N 20, cr. 2849).

IIpunoxenune N 3

K [lopsaky cooOuenus cyobekramu
oOpaleHuss MeIMIUHCKUX M3/1eJIni 000
BCeX CJIYy4asiX BbISIBJIEHUS MOOOYHBIX
NelCTBUI, He YKA3aHHBIX B HHCTPYKIMHU
10 NPUMEHEHNI0 WJIH PYKOBOIACTBE

MO0 IKCILIYaTAMU MEeIULMHCKOr0 U31eus,
0 HeXKeJIaTeJIbHBIX PeaKIUusAX MPHU ero
NPUMEHEeHUM, 00 0COOEHHOCTAX B3aUMO/IeliCTBUS
MeIMUUHCKUX H31eJIUH MexKIay co00i,

0 pakTax u 00 00CTOATEIHCTBAX,
CO3JAKIIHX YIPO3Y KU3HHU H 310POBbIO
rpa’IaaH U MeIMUMHCKUX PA0OTHUKOB

IPU NPUMEHEHHUH H IKCILIYyaTaAlMU
MEIUIMHCKHUX M3/IeJIni,

YTBepPKIeHHOMY IprukazoM MuHHCTEpPCTBA
3npaBooxpanenusi Poccuiickoit @egepanun
ot 19 okTs0ps 2020 r. N 1113n

OT4YeT 0 KOPPEKTHUPYIOIIHUX /el CTBHAX
10 0€30MaACHOCTH MEIHIMHCKOI0 U3/Ie/ 1

1. CBenenus o cyobekTe 0OpalieHuss MEIUIIMHCKUX U3IEeTU:

a) TMOJIHOE M COKpalleHHOe€ HauMeHoBaHWe (IIpM HaJU4uH), B TOM 4Hcle (UPMEHHOE
HAauMEHOBAaHHE, OPraHU3alIMOHHO-TIPaBoBas (opMa IOPUINYECKOTO JIMIA, aJ[peC MECTa €ro HaXOXKICHUs
WM JJI. UHIUBUIYAIBHOTO MPEANPUHUMATENS - GaMIIIns, UM U OTYECTBO (IIPH HAIUYUH), PEKBU3UTHI
JOKYMEHTA, yIOCTOBEPSIONIEr0 JMUYHOCTD, aIpEC MECTa KUTENhCTBA, a TAKKe HOMEpa TelaedOHOB U aJipec
ANEKTPOHHOMN TOYTHI IOPUINYESCKOTO JIUIIA WM WHAUBUAYAIBHOTO IpeANpUHUMATENs (MPH HATUYIHH );

0) uaeHTU(PUKAIIMOHHBIM HOMEP HAIOTOTIATEIBIIHNKA;

B) OCHOBHOU TrOCYJapCTBEHHBIN PErHCTPAIIMOHHBIN HOMED 3alKUCH O CO3AaHUU IOPUANUECKOTO JHIA
WJIM OCHOBHOM TOCYNapCTBEHHBIN PETUCTPALIMOHHBIN HOMEDP UHANBUAYAILHOTO MPEANPUHUMATEIS;
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r') BUJ OpraHu3anuu (OpraHu3anuu, co3laHHbie Ha Tepputopuu Poccuiickoit deneparuu, 1muboO
IIPEACTABUTENBCTBA HMHOCTPAHHBIX OPraHM3alldi, aKKpPeIWTOBAaHHbIE B Ha Teppuropun Poccuiickon
@enepanuy, JMO0 WHAMBHIYAIbHBIE NPEANPUHUMATEIH, 3apErHCTPUPOBAHHBIE HA TEPPUTOPUHU
Poccuiickoit deneparun).

2. CeneHusi O MEIUIMHCKOM H3/ENIMU, B OTHOLIEHHMH KOTOPOIO BBISBICHO HEOIAronpusTHOE
COOBITHE:

a) HAMMEHOBaHHE MEUIIMHCKOTO U3/I€IHs B COOTBETCTBUHU C PErMCTPALIMOHHBIM YI0CTOBEPEHHUEM;

0) HOMEp | J1aTa PErUCTPAIIMOHHOTO YI0CTOBEPEHHUS HAa MEIUIIUHCKOE H31CIIHE;

B) HOMEp pErucTpalMOHHOTO YIOCTOBEPEHMSI B €IUHOM pEECTpe MEIULUHCKUX W3/EIHil,
3aperucTpUpPOBAaHHBIX B paMKax EBpa3uiickoro 3KOHOMHUYECKOTO cO03a (IIPU HAJTUYUN);

') BApUAHT UCIOJIHEHUS WU MOJENIb MEAUIIMHCKOTO U3/IEHs B COOTBETCTBUM C PErHMCTPALMOHHBIM
YIAOCTOBEPEHUEM;

1) KJIACC MOTEHIMAIILHOTO pUCKA IPUMEHEHUS;

€) KoJ BUJa U HaMMEHOBaHUE BUJA MEAMIIMHCKOTO U3AEIUS B COOTBETCTBUU C HOMEHKIIATYPHOI
knaccuukanyeil MEIUIMHCKUX H3JIENUH, YTBEPKICHHOW IpHKa3oM MUHHCTEpCTBA 3paBOOXpPaHEHUs
Poccuiickoit ®enepanun or 6 wuroHs 2012 1. N 4H (3apeructpupoBaH MUHHUCTEPCTBOM FOCTULIUU
Poccuiickoit ®eneparuu 9 urons 2012 1., perucrpanuonnsii N 24852) ;

) KOJl BHJIa U HAaUMEHOBaHHE BHJIa MEIUIIMHCKOTO HM3/AEIUS B COOTBETCTBUU C HOMEHKJIATYpOil
MEIUIMHCKUX U3JIEeJIUH, [TpaBuiia BEICHHs KOTOPOH yTBepkAeHbI Perienriem EBpa3uiickoil 3JKOHOMHUYECKOU
xoMuccuu ot 29 nexadps 2015 . N 177 % (npu Hanmuuuu);

3) TMO3MLHMA Karajora TOBapoB, paboOT, yciayr i oOecrnedeHHs TOCYIapCTBEHHBIX U
MYHUIUNAIBHBIX HYXJA B COOTBETCTBMM ¢ [lpaBuinamu QopmupoBaHMs M BEIECHUS B EAUHOM
nHPOpMAITMOHHOW cHucTeMe B cdepe 3aKylmoK Karajora TOBapoB, padoOT, yciuyr uisi oOecredeHus
TOCYNapCTBEHHBIX M MYHUUMNAIBHBIX HYXJ W [PaBWI HUCIHOJb30BaHMs YKAa3aHHOTO Karajora,
yTBEpXKACHHBIMH TiocTaHoBieHneM IIpaBurensctBa Poccuiickort ®enepanmu ot 8 depans 2017 r
N 145°;

1) HaMEHOBAHUE MPOU3BOJUTENSI MEIUIMHCKOTO M3JENUs B COOTBETCTBHU C PErMCTPALUOHHBIM
YIAOCTOBEPEHUEM;

K) HalMEHOBAaHUE CTpaHbl IPOU3BOAUTENS MEIULIMHCKOIO M3JeJus B COOTBETCTBUM C
PETUCTPALMOHHBIM YIOCTOBEPEHUEM;

Ja) agpec MecTta (agpeca MeCT) HIPOM3BOJACTBA MEIUIMHCKOIO U3AEIHs B COOTBETCTBUU C
PETUCTPAMOHHBIM YIOCTOBEPEHUEM;

M) COCTaB M KOMIUIEKTALUsI MEAULIMHCKOTO U3/esus (MIPH HAJIMYKHN) U NIepedeHb PUHAUIEAKHOCTEH
(Ipu HaMYUM) B COOTBETCTBUM C PErMCTPALMOHHBIM YIOCTOBEPEHUEM;

H) HOMEp cepuu (MapTuu), 3aBOACKON HOMED (10 MPUMEHUMOCTH);

0) KOJIMYECTBO HAXOJAIIMUXCSA B OOpaIlleHuH METUIIMHCKUX U3EIHUN (C yKa3aHHEM HOMEPOB CEepHil,
NapTHii, 3aBOJICKUX HOMEPOB), B OTHOLIEHUN KOTOPBIX BBISBICHO HEOIAroNnpusITHOE COObITHE, B LITYKAX;

1) laTa IPOU3BOJICTBA (M3TOTOBJIECHNUS) MEAULIMHCKOTO U3/IEIHS;

P) CPOK T'OJTHOCTH (IKCILTyaTalllii) MEULIMHCKOTO U3/IeIHS;

C) JaTa OKOHYaHMS TapaHTHUMHOIO CpPOKa, CPOKa IKCILTyaTallld, CPOKa CIYXKOBbl, YCTaHOBIEHHOIO
MPOU3BOUTENEM (IO IPUMEHUMOCTH, IPU HAJIMYUH);

T) MOJHOE€ M COKpallleHHOE€ HauMEHOBaHHe (NMpU HAIWYMM), B TOM 4HcIe (UPMEHHOE
HalMEHOBaHME, OPraHM3alMOHHO-NIPaBOBas (OopMa OpraHM3alld, KOTOpas OCYIIECTBUJA pPeaTu3alMio
cepuu (HmapTHH, 3aBOJCKOIO HOMEpA) MEAMLIMHCKOTO H3/ENHs, aJpec €€ MecTa HaXOXACHUS, WM Ui
WHJMBUIYaJIbHOTO TpeANpUHUMATeNs - (paMuiusg, UMsS M OT4YecTBO (IpU HAJIMYUH), aJpec MecTa
KHUTEIbCTBA, JIaHHBIE JIOKYMEHTAa, YIOCTOBEPSIOLIEr0 JIMYHOCTh (Janee - TOCTaBIIMK), a TakKxke
UACHTU(HUKALMOHHBIIT HOMEp HaJIOTOIUIATENbIINKA, OCHOBHOM TOCYIapCTBEHHBIM pPErucTpaliOHHBIN
HOMEp 3alUCH O CO3JAAHMM IOPUAMYECKOTO JIMIA WJIM OCHOBHOM TIOCYAAPCTBEHHBIM PETHUCTPALMOHHBIN
HOMEp HHIMBHUAYAIbHOTO TpEeANpUHUMATENs,, HOMEp TeledoHa M aJpec IEKTPOHHOW MOoYThl (TpH
HaJUYMH);
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y) CBEICHHS O HOMEpPE PEEeCTPOBOM 3almMCH IMOCTAaBIIMKA COMTacHO PeecTpy yBemomieHuii 00
OCYILIECTBIICHUH JISATEIBHOCTH B cdepe oOpameHuss MEAWIMHCKUX wu3aenuid (mamee - Peectp
yBeOMIeHHiA) *;

¢) HaMMEeHOBaHWE U aJipeca MOMEIIEHUH B KOTOPBIX OCYIIECTBISUIOCH XpaHEHUE CepuM (IMapTuu,
3aBOJICKOTO HOMEpa, MOJEIH, BapuaHTa HUCIOJHEHMS) MEIUIMHCKOTO H3JENUs COINIACHO CBEIEHUSIM
Peectpa yBegomiienuii (mpu HAJIMYUN);

X) IIOJIHOE U COKpalleHHO€ HauMeHOBaHWe (IpU HAJIWYUHM), B TOM 4Yucie (UPMEHHOE
HaMEHOBAaHME, OPTaHMW3AalMOHHO-TIPaBOBas (hopma opraHm3aluy, KOTOpas OCYIIECTBISUIA MPHUMEHEHHE
cepuu (apTUH, 3aBOACKOTO0 HOMEpa) MEIUIIMHCKOTO M3/EHs, apec €€ MecTa HaxX0oXKAeHus (C yKazaHHuEeM
aJIpecoB MECT NMPUMEHEHWSI), WJIH VI UHIUBUAYAJIHHOTO MPEINPUHUMATENS - (GaMUIIHS, UMSI U OTYECTBO
(mpu HanMMuumM), agpec MecTa >KUTEIbCTBA, JAHHBIE JOKYMEHTA, YIOCTOBEPSIOIIEr0 JUYHOCTh, a TaKXkKe
UICHTU(QUKAIIMOHHBIM HOMEp HaJOTOIJIATeNbIINKa, OCHOBHON TOCYAapCTBEHHBIH PETUCTPALMOHHBIN
HOMEDP 3alUCU O CO3JAHUHM FOPUAMYECKOTO JIMIA WM OCHOBHOM TOCYJapCTBEHHBIM pPEruCTPALMOHHBIN
HOMEp HMHIUBUIYAJIbHOTO MPEINPUHUMATENS, a TaKKe HOMepa Tele(pOHOB U aapec IEKTPOHHOM MOYTHI
IOPUINYECKOTO JIMIIA WITM HHIUBUIYaTBHOTO MPEeIIPUHUMATEIS (TIPH HATHYHH );

1[) CTpaHa, HauMeHOBaHue cyObekTa Poccuiickoit ®exepanuu (B ciyyae, €cid COOBITHE
npousonuio Ha Ttepputropun Poccuiickoit ®enepannu), HACENEHHBIM IYHKT, aJpec, IAe MPOU30ILIO
HeOIaronpusaTHOE COOBITHE;

9Y) MECTO HaxXOKJIEHUS MEAMIMHCKOTO W3JeNus B MOMEHT HAIpaBlIEHUs COOOIIEHUs O
HeOIaronpusaTHOM COOBITUH (YTUIU3UPOBAHO, IEPEMELIEHO B KAPAaHTHUHHYIO 30HY, EPEJaHO MOCTaBIIUKY
WIN TPOU3BOAMUTENIO0 MEIUIIMHCKOTO W3JeNus (€ro YMOJIHOMOYEHHOMY MpPEICTaBUTEIN0), MPOJOIKAET
MIPUMEHSTHCS, HHOE);

111) TaHHBIE U3 aKTOB, OTUETOB, )KYPHAJIOB TEXHUYECKOTO OOCITY>KMBaHUS (TIPU HAJTUYIHNH);

1) KOJIMYECTBO BOBJICYCHHBIX B HEONAronpusATHOE COOBITHE MEAWIIMHCKUX W3IeTui (ecnu
W3BECTHO).

3. Onrcanue HEOIATONIPUATHOTO COOBITHS:

a) Jara HampaBJICHUS CBEIACHHN O HeOMarompusaTHOM coObITHH B DenepanbHYIO0 CIYyKOy IO
HaJ30py B cdepe 3apaBOOXpaHEHUS;

0) Tum cooOuieHuss 0 HEOJArOmpUsITHOM COOBITHM MpPU NPUMEHEHUU MEIUIIMHCKOTO W3NS
(mepBUYHOE, MOCIEAYIOIIEE, 3aKIOUUTENBHOER);

B) TUI OT4YeTa O HEOJAronpusTHOM COOBITUM NpPU TNPUMEHEHHUH MEIUIIMHCKOTO W3/EIHs
(mepBOHAYANBHBIN, MTOCICTYIONTUN 3aKTIOUUTEIIbHBIN );

I') J1ata MOCTYIICHUs HHPOPMAIIUU O HEOIAronpusTHOM COOBITHH;

1) 1aTa HeOJIaroNmpUsTHOTO COOBITHS;

€) JUTsl UMILTAaHTUPYEMbIX MEIULIUHCKUX U3/ACTHIl:

JaTa UMILIaHTAluY;

JaTa SKCIUIaHTALIUY;

JUIUTENbHOCTh MMILIAHTAIUH (3aMOJHSIETCS B Clydyae, €CM M3BECTHA TOYHAs Jara MMILIaHTAluU
WJIM Havalia dKCIUTyaTalim);

CBE/ICHUS U3 TIOJICHCTEMbI BEJCHHSI CIEIUATM3UPOBAHHBIX PETHCTPOB MAI[MEHTOB MO OTAEIbHBIM
HO30JIOTHUSAM M KaTEropusM Tpa)JaH, MOHUTOPHHTAa OPTaHU3AlMM OKa3aHUS BBICOKOTEXHOJOTHYHOMN
MEIMIIMHCKOM MOMOIIN M CaHAaTOPHO-KYpOPTHOTO JICUEHUH €IUHON rocylapCcTBEHHON HMH(OpPMalMOHHOM
cucTeMbl B cepe 3ApaBOOXPAHEHHUs °, UHBIX MH()OPMALMOHHBIX CHCTEM, HPEIHA3HAYEHHBIX I cOopa,
XpaHeHUs, 00pabOTKM W TpenocTaBieHHs WH(OpMaIuuU, Kacawollehcs AeATeIbHOCTH MEIUIIUHCKUX
OpraHM3alliii M TMPENOCTaBISEMBbIX HMMH YCIYL, a Takke u3 QenepaabHoil ToCyIapCcTBEHHOMN
uHpopMaimoHHoit  cuctembl  "EnuHas  aBTOMaTM3UpOBaHHAs  BEPTHKAIbHO-HHTETPUPOBAHHAS
MH(POPMALIMOHHO-aHAIUTHYECKAsT CHCTEMa [0 TPOBEJCHUIO MEAUKO-COIMAIbHOM 3KCIepTu3sl" (mpu
HAIMYUHU y CyObeKTa 00palieHuss MEUIIMHCKUX W3S JOCTYyIa B YKa3aHHBIE CUCTEMBI);

) JlaTa OT4eTa O HeOIArompUsTHOM COOBITHH MPU MPUMEHEHUH METUITTHCKOTO U3JIeNHS;
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3) PEerucTpPalMOHHBII HOMEp HEOIarompUATHOTO COOBITHS, MPUCBOCHHBIA MPOM3BOAMUTENIEM (TIPH
HaJIU4un);

M) THI ¥ BHUJ HEOIAromnpHsITHOTO COOBITHS B COOTBETCTBHM CO CIPABOYHHKOM-KOJIU(PHKATOPOM
BHJIOB HEOJIArompUsTHBIX COOBITHMN, HEXETIATSIbHBIX PEaKIMid MPU MPUMEHCHUU MEIUIIMHCKUX H3JICITHM,
(bakToB M OOCTOSTENBCTB, CO3MAIOIIUX Yrpo3y NPUYMHEHHsS Bpela >KU3HH M 3J0POBBIO JIIOACH TNpHU
oOpamieHny 3aperuCTPUPOBAHHBIX MEAUIIMHCKUX U3ICIIHIA;

K) ONHMCaHWE MOOOYHBIX ICHCTBUI MEIUIIMHCKOTO H3JENHs, HE YKAa3aHHBIX B WHCTPYKIUH TIO
MPUMEHEHHWIO WJIM PYKOBOJCTBE IO AKCIUTyaTallMd, HEKENATeNbHBIX pPEaKUUid IMpH ero INpPUMEHEHUH,
0COOEHHOCTEH B3aWMOJCHCTBUS MEIUIMHCKUX W3ACITHA MEXay co00H, (akToB U OOCTOSTEIBCTB,
CO3MAIOIINX YTPO3Y JKU3HH M 3JI0POBBIO TPAXKAAH U MEIUIMHCKUX pPAaOOTHHKOB TPU TPUMEHEHHUH U
OKCILTyaTalluy MEITUITTHCKIX H3/IEINN;

J1) MOJIb30BATENb MEAUIIMHCKOTO U3IeNHus (Bpay, MEAUIIMHCKAs CECTpa, MAllMeHT, HHOE);

M) TPUMEHEHHE MEIUIIMHCKOTO W3Jenusi (MepBHYHOE, MOBTOPHOE NMPHUMEHEHHE MEIUIINHCKOTO
M3JIETNST OJTHOKPATHOTO TIPUMEHEHUSI, TPUMEHEHNE MEIUIIMHCKOTO U3EIHsI MHOTOKPATHOTO MTPUMEHEHUS,
MEAMIIMHCKOE U3/ETHNe MOCIe TEXHUYECKOTO 00CITy)KMUBaHUS UM PEMOHTA, Ipobiema Obliia BBISIBIIEHA 10
MIPUMEHEHHUS, UHOE);

H) KaTeropusi HeOMarompusTHOTO COOBITHSI, CBI3aHHOTO C TPUMEHEHHEM METUIIMHCKOTO H3IEIHS:

cepbe3Hass M (WIM) HENpenBUICHHas MOOOYHAas peaklMs, HE YKa3aHHas B MHCTPYKIHUH IO
MPUMEHEHHIO WA PYKOBOJICTBE IO IKCILTYaTallny MEAUIIMHCKOTO H3JIEIHUS;

moOOYHOE SIBIICHUE MTPH IPUMEHEHUN METUIIMHCKOTO H3JIEIHUS;

0COOEHHOCTH B3aUMOJICUCTBUS MEAUIIMHCKUX U3CIIUA MEXTy COO0;

HEeHa/JIexalee KaueCTBO MEIUIIMHCKOTO U3eNus;

00CTOATENHCTBA, CO3/IAOIINE YTPO3Y KU3HU U 3I0POBBIO HACEICHUS U MEIULIUHCKUX PAaOOTHUKOB
MIpU MPUMEHEHUH U KCIUTyaTallui MEIUIIMHCKUX U3/IEIH;

WHBIE CITy4an HeOIaronpusTHOTO COOBITHS;

0) TpUHATHIE T[IOJH30BATENEM WM MEAMIIMHCKOM OpraHu3alueid Mepbl IO YCTPaHEHUIO
HEOJIarOMPUSTHOTO COOBITHSI.

4. JlaHHBIE O OCTpaJaBUIEM:

a) mocTpajaBIIdi (MAlMEHT Ha JO0MY, aMOyJIaTOPHBIM MAlMeHT, CTAallOHAPHBIA MAalNeHT,
MEIMIIMHCKHM MepCOHa, OCETUTENb, TEXHUUYECKUI MepCOHAll, CAMOCTOSITENIbHOE JICUCHUE, NHOE);

0) damunus, UM U 0OTYECTBO (TIPU HATTUYHH);

B) ITOJT ¥ BO3PACT, BEC, POCT (MPU HAJTUYHH CBEICHUN );

') KPUTEPUH CEphe3HOCTH (MPUIMHEHHBIN BPEN);

1) UCXOT;

€) onucaHue npoOIeMbl MOCTPaIaBIIero;

) KOJ U TEPMUH IIPOOIEMBI MTOCTPAJABIIETO B CBSI3U C HEOIArOMPHUSATHBIM COOBITHEM, C YKa3aHHEM
BUJIa B COOTBETCTBHH ¢ KoaudukatopoM BUIOB HEONAronpUsITHBIX COOBITHIA;

3) KOJIMYECTBO MOCTPAAaBIINX (€CIIM U3BECTHO);

1) AeUCTBUA U TIOMOIIb, OKa3aHHAsI METUIIMHCKON OpraHu3anuei mocTpaaaBIIeMy.

5. JlononHuTenbHast UHOpMALIUS:

a) NpeABapUTENIbHOE 3aKIIOYEHHE U aHajdu3 TPOU3BOJIUTENS (€ro  yHOJIHOMOYEHHOTO
npeacTaBuTeNs) (JUls NepBOHAYAIbHOI0/TOCIEYIOLIETO OTYETA);

0) HauaTbHBIE KOPPEKTUPYIOLTUE IEHCTBUS, BHITIOJHEHHBIE TPOU3BOIUTENEM;

B) IIpeAroaraeMas ara Cieayrolero OT4era;

T') pe3ylnbTaThl aHAU3a 3aKIIOYUTEIHFHOTO PAaCcCiIeI0OBaHUS MPOU3BOIUTENS (M1 3aKITIOUUTEIBHOTO
0TYeTa);

1) TUI ¥ BHUJI HEOIArOMPHUSATHOTO COOBITHS, C yKa3aHUEM BHJA B COOTBETCTBUH ¢ Koaudukaropom
BHJIOB HEOIArOMPHUATHBIX COOBITHIA,

€) KOPPEKTUPYIOLINE TeHCTBUS MO 6€30MaCHOCTH MEIUIIUHCKOTO U3/IeITHS;

) CPOKHU peann3aliu KOPPEeKTUPYIOMIUX NeCTBUN MO 6€30MaCHOCTH MEAULIMHCKOTO U3/IeNHUS;
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3) KOJIMYECTBO MOAOOHBIX HEOIArOMPUATHBIX COOBITHI C TAKUM K€ TUIIOM MEAULIUHCKOTO W3CIHS
C MOJOOHOHM e MPUYMHOW HEONArompUsATHOTO COOBITHS M BUAOM B cOOTBeTcTBUU ¢ Komuduxaropom
BUJOB  HEONAarompusATHBIX  COOBITMH, W3BECTHBIX  IMPOU3BOAUTENIO (€0  YIOJIHOMOYEHHOMY
MIPEICTABUTEINIO);

1) o0ImMe CBENCHHWS W NMPHUYMHA KOPPEKTHPYIOMIMX ACHCTBUH (U1 OTYETa O KOPPEKTHUPYIOIIUX
NEeUCTBUSIX);

K) omnucaHue U OOOCHOBAHHE KOPPEKTUPYIOUIUX JEHCTBUM (Ui OTYETAa O KOPPEKTUPYIOLIUX
NEeUCTBUSIX);

J1) peKOMEHJAIMK JUIs 110JIb30BaTelel (1151 0TYETa O KOPPEKTUPYIOIINX AEHCTBUSX);

M) MEpONPHUATHSA M CPOKH pealn3aldd KOPPEKTHPYIOUIMX JeWCTBUH (s  ordera o
KOPPEKTUPYIOIINX JEUCTBUSX).

' C wu3MeHeHMsAMM, BHECEHHBIMM NpUKa3aMH MUHMCTEpCTBA 3/paBooxpaHeHus Poccuiickoit ®enmeparuu ot 25

centsiopss 2014 r. N 557u (3apeructpupoBaH MuHucTepcTBoM toctuimu Poccuiickoii ®eneparmu 17 nexadps 2014 r.,
peructparmonnsii N 35201), or 7 wronst 2020 1. N 686H (3apeructpupoBaH MUHHCTEPCTBOM IOCTHLMHM Poccuiickoit
®eneparyu 10 aBrycra 2020 r., peructparoHssii N 59225).

2 O¢unumanbpHeli caifT EBpasuiickoro 5KoHOMHUYECKOro coto3a http://www.eaeunion.org/, 31 nexadps 2015 1.

3 Cobpanue 3akoHonaTenscTsa Poceuiickoit eneparmu, 2017, N 7, cr. 1084; 2020, N 28, cr. 4421.

4 Tlyaxr 12 TlpaBun NpeACTaBieHHs YBEIOMICHHM O Hadajle OCYIICCTBJEHHS  OTJACIBbHBIX  BHJIOB
NpEANPUHUMATENIECKON JESITENbHOCTH M y4eTa yKa3aHHbIX YBEAOMIICHHM, YTBEp)KICHHBIX TOCTaHOBiIeHHeM [IpaBUTennCcTBa
Poccutickoit ®@eaepanun ot 16 urons 2009 r. N 584 (CobOpanue 3axoHoparenbctBa Poccmiickoit @enepamun, 2009, N 30,
cr. 3823).

5

[Momnyukr "e" mnynkra 4 IlomokeHuss o equHOW TrocyAapcTBeHHOW WHQOpMaIMOHHON cucTteMe B cdepe
3/IpaBOOXpaHEHHUsI, yTBEpXkKAEeHHOro nocranoBienuem llpaButensctBa Poccuiickoit @eneparm ot 5 mast 2018 1. N 555 "O
€IIMHON ToCcyIapCTBEHHON MH(OPMALMOHHOM cucTeMe B cdepe 3apaBooxpanenus” (CobpaHue 3akoHopaTenbctBa Poccuiickoi
Oeneparn, 2018 N 20, ct. 2849).

Hpnioxkenue N 4

K [lopsiiky coobmeHus cyobeKkTamu
oOpaleHusi MeIMIUHCKUX H3/1eJIni 000
BCeX CJIYy4YasiX BbISIBJEHUS MOOOYHbBIX
NeHCTBHUI, HEe YKA3aHHBIX B HHCTPYKIUH
10 NPMMEHEHNI0 WJIH PYKOBOJACTBE

0 IKCIUIyaTAUMU MeIUIUHCKOT0 U3/1eJIMsl,
0 He)KeJIaTeJIbHBIX PeaKIUusAX NPU ero
NpUMeHEHUH, 00 0COOEHHOCTAX B3aMMOAeHCTBHUSA
MeINIUHCKUX U31eJIUil MexKIay co00i,

0 (pakTax u 00 00CTOSATEIHCTBAX,
CO3/IAI0IIUX YIPO3Y KU3HHU U 310POBbIO
IPAaXIaH U MEIUIMHCKUX PA0OTHUKOB

MPHU NPUMEHEHUHU U IKCILUTYyaTAUNHU
MEIUIMHCKHX M3/IeJINi,

YTBepKIeHHOMY IprkazoM MuHHCTEpCTBA
3npaBooxpanenus Poccuiickoit ®egepanun
ot 19 okTs0ps 2020 r. N 1113n

Pexomennyembliii 00pasen

YBeaomienue
o 0e30MACHOCTH MEIUIMHCKOr0 U31e s
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1. CBenenus o cyObekTe 0OpaleHust MEAUIUHCKIX M3/IEIUN:

a) TOJHOE W COKpalleHHOE HauMeHOBaHWE (IIpU HAJIUYMU), B TOM YHUCIE (UPMEHHOE
HAaMEHOBAaHME, OPraHU3allMOHHO-TIPaBOBasi (popMa FOPUANYECKOTO JIHIA, apeC MECTa €ro HaXOXKICHHS
WIN JUIS WHIUBUIYaTbHOTO NPEANPHUHAMATENS - (GaMUIHsi, UM U OTYECTBO (TIPU HAJIMYHHU), PEKBU3HUTHI
JTOKYMEHTA, yIOCTOBEPSIOLIETO JIUYHOCTD, aJpec MECTa )KUTEIbCTBA, a TAKKe HOMepa Tene(oHOB U aapec
ANIEKTPOHHOM MOYTHI FOPUINYECKOTO JIMLA WK UHAWBUYAJIbHOTO NMPEANPUHUMATENS (IPU HATUYHH);

0) MaeHTH(PHUKAINOHHBIM HOMEP HAJIOTOILIATEIBIINKA;

B) OCHOBHOM rOCYJapCTBEHHBIN PErMCTPAMOHHBIN HOMED 3alliCU O CO3AAHUU IOPUAMUECKOTO JIMIa
WM OCHOBHOMW TOCYNapCTBEHHBIN PETUCTPALIMOHHBIN HOMEP UHAUBUAYAILHOTO MPEAIPUHUMATES;

r) BUJ OpraHu3anuu (opraHusanmu, co3faHHble Ha Teppuropun Poccuiickoit denepauuu, aubdo
MIPEICTABUTENBCTBA HMHOCTPAHHBIX OpraHW3allvii, aKKpPEeIUTOBaHHbIE Ha Tepputopun Poccuiickon
Oenepauyy, MO0 HWHIAUBUAYaAJIbHbIE MPEANPUHUMATENH, 3apETUCTPUPOBAHHBIE HA TEPPUTOPUU
Poccuiickoit @eneparun).

2. CBeneHusi O MEIUIIMHCKOM H3/IENIMU, B OTHOLIEHHH KOTOPOTO BBISBJICHO HEOIAronpusTHOE
coObITHE:

a) HAMMEHOBaHHE MEIUIIMHCKOTO U3/I€Hs B COOTBETCTBUHU C PETMCTPALIMOHHBIM Y0CTOBEPEHHUEM;

0) HOMep U J1aTa PEruCTPAIIMIOHHOTO YA0CTOBEPEHUS HAa METUIIMHCKOE U3/IENINE;

B) HOMEp pErucTpalMOHHOIO YJIOCTOBEPEHUS B €IUHOM pEecTpe MEAMLIMHCKUX W3IeNuH,
3aperucTpUpPOBaHHBIX B paMKax EBpa3uiickoro 3kKOHOMHU4ECKOTO cOr03a (IIPH HAJTUYUN);

I') BApUAHT UCIIOJIHEHUS WU MOJENb MEAUIIMHCKOTO U3/IEHs B COOTBETCTBUM C PETHCTPALMOHHBIM
YAOCTOBEPEHUEM;;

1) KJIaCC MOTEHIMAIBHOTO PUCKa TPUMEHEHNUS;

€) KoJ BHUJa U HaMMEHOBaHWE BUJA MEAMIIMHCKOTO U3AETUS B COOTBETCTBUU C HOMEHKIIATYPHOI
knaccuukanyeil MEIUIMHCKUX H3JENUHA, YTBEPXKICHHOM IpHKazoM MUHHCTEpCTBA 3ApaBOOXpaHEHUs
Poccuiickoit deneparun ot 6 wmroHsa 2012 1. N 4u (3apeructpupoBaH MUHHUCTEPCTBOM IOCTHIIUU
Poccuiickoit @eneparuu 9 urons 2012 ., peructpanuonssii N 24852) '

) KOJl BUJIa U HAUMEHOBAaHHE BHJIAa MEIUIIMHCKOTO HM3ETUS B COOTBETCTBUU C HOMEHKIIATYpPOIl
MEJIUIIMHCKUX U3EJINH, ITpaBuiia BEACHU KOTOPOor yTBepxaeHbl Peniennem EBpa3uiickoil 3KOHOMHUYECKOM
Komuccuu o1 29 nexadps 2015 . N 1772 (npu Hanmuum);

3) TMO3MLHMs Karajora TOBapoB, paboOT, ycayr uid oOecreyeHus TOCYIapCTBEHHBIX U
MYHHUIMIAIBHBIX HYXJ B COOTBEeTCTBUU C [lpaBunamu QGopMHUpoBaHUS U BEICHHS B EIUHOU
nH(OpPMAIMOHHON cucTeMe B cdepe 3aKylmoK Karajora TOBapoB, paboT, ychnyr ais oOecredeHus
TOCYJAapCTBEHHbIX W MYHHULMNAIbHBIX HYXJ M I1paBujl HCIOJb30BaHUSA YKa3aHHOIO Karajora,
yTIBEpXKACHHbIMU TocTanorieHreM IlpaBurennctBa Poccuiickoii ®enepanuu ot 8 ¢espans 2017
N 145°;

1) HaMMEHOBAaHHME MPOU3BOAUTENSI MEAUIIMHCKOTO H3/ETUS B COOTBETCTBUHM C PErHCTPAIMOHHBIM
YAOCTOBEPEHUEM;

K) HaWMEHOBAaHHME CTpaHbl MPOU3BOAUTENS] MEIUIIMHCKOTO U3JENUs B COOTBETCTBUU C
PETUCTPALIMOHHBIM YOCTOBEPEHHEM,;

) agpec MecTta (azgpeca MeCT) HPOM3BOJACTBA MEIUIIMHCKOIO U3AEIHs B COOTBETCTBUU C
PETUCTPALIMOHHBIM YI0CTOBEPEHHEM,;

M) COCTaB M KOMIUIEKTALUsI MEUIIMHCKOTO M3/1eNus (MpH HAJMYUH) U TIepeueHb MPUHAIE)KHOCTEH
(Tpu HaTMYUM) B COOTBETCTBUH C PErMCTPALMOHHBIM YIOCTOBEPEHHUEM;

H) HOMEp cepuH (IapTuH), 3aBOJCKON HOMep (M0 MPUMEHUMOCTH);

0) KOJIMYECTBO HAXOJAIIMXCS B OOpaIleHUH METUIIMHCKUX U3AEIHN (C yKa3aHHEM HOMEPOB CEepHii,
MapTHii, 3aBOJICKUX HOMEPOB), B OTHOLIIEHUH KOTOPBIX BBISIBICHO HEOIArOMpUsATHOE COOBITHE, B IITYKaX;

1) J1aTa IPOM3BOJICTBA (M3TOTOBJIECHNUS) MEAULIMHCKOTO U3/ICITHS;

P) CPOK TOJTHOCTH (IKCILTyaTallli) MEUIIMHCKOTO U3/IeITHS;
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C) JaTa OKOHYAaHMS TapaHTHIHOTO CPOKa, CPOKA IKCILTyaTallld, CPOKa CIIY>KObI, YCTAaHOBJICHHOTO
IIPOU3BOAUTENEM (110 MPUMEHUMOCTH, IIPU HAJIUYUN);

T) KOJHMYECTBO BOBJICYCHHBIX B HEOIAronpusTHOE COObITHE MEIMLIMHCKUX W3AeIUN (eciu
W3BECTHO).

3. lononHuTenbHas nHGOpMaLus:

a) BHUJI KOPPEKTUPYIOLIETO MEPOTIPUATHS (IIPUOCTAHOBIICHHE MPIMEHEHUS MEUIIMHCKOTO U3/ICIHS,
3aMeHa MEAMLUHCKOTO H3ACIHs MPOU3BOAUTENEM (€ro yIOJTHOMOYEHHBIM MPEACTAaBUTENIEM), BO3BpaT
MEIUIIMTHCKOTO H3JENUsl MPOU3BOJUTENIO (€r0 YMOJTHOMOYEHHOMY IMPEJCTABHUTENI0), YHUYTOKCHHE
MEIUIIUTHCKOTO M3/ICHs, NU3MEHEHHE CBOMCTB M XapaKTEPUCTHK, BIHMSIONINX HAa Ka4eCTBO, Y3(PPEeKTUBHOCTD
1 0e30MacHOCTh MEIUIIMHCKOTO H3/IEHs, COBEPIICHCTBOBAHHE €r0 CBOWCTBA M XapaKTEPUCTUKU TPH
HEM3MEHHOCTH (D)YHKIIMOHATHHOTO HazHaYeHHs W (WJIM) MPHHIUNA ACWCTBUS MEIUIMHCKOTO W3ZIETHS, B
TOM YHCJIe U3MEHEHHE MHCTPYKIMH 10 MPUMEHEHUIO MJIM PyKOBOJCTBA TI0 SKCIUTYaTaIlliH METUIIHCKOTO
u3nenusi, 0OOHOBJIEHHE TPOTrPAMMHOTO 00ecTieueH I, HHOE) (1 YBEIOMIIEHUS 110 OE€30MMacHOCTH);

0) onucanue nMpooOIeMBbI (IS YBETOMJICHHS TTI0 O€30TIaCHOCTH);

B) OIMCAHHE JICHCTBHH, KOTOPHIE JOJKEH BBIOJIHUTH MOJB30BATENb METUIIMHCKOTO M3ENUs (TSt
YBEIOMJICHHS TI0 OE€30TIaCHOCTH);

r) yKa3aHWe O HEOOXOIUMOCTH TIepeadl YBEIOMIICHHS JIMIIaM, KOTOpPBIE JOJDKHBI OBITH
nHQOpPMHUPOBaHBI O TMpoOnemMe U (WIM) JAOJDKHBI BBINOJHATH KOPPEKTHpYMOImue AeucTBus (ams
YBEOMJICHHS TI0 OE€30TTaCHOCTH);

o) yKazaHWe O HEOOXOJAWMOCTH TPENCTABICHHUS  MPOU3BOIUTENIO  (YITOJTHOMOUYECHHOMY
MPEACTABUTENI0 TPOU3BOJUTENSI) CBEICHHA O MEIUIIMHCKAX W3CTHSIX, HalpaBICHHBIX B JIpyrue
OpraHu3aliy, U Iepeaad 3TUM OpraHu3alisaM yBeIOMICHUS (A1 yBEJOMIICHUS 0 O€3011acCHOCTH);

€) KOHTakTHas HMHQOpMauMsi [Uisi CBS3UM MO KOHKPETHOMY YBEIOMIJICHHIO IO 0€30MacHOCTH
(HaMMeHOBaHUE OpraHU3AIlNH, IOYTOBIN aapec, TenedoH, aapec AEKTPOHHON TOUTHI).

' C wu3MeHeHMAMM, BHECEHHBIMM IpUKa3aMH MHUHMCTEpCTBA 3/paBooxpaHeHus Poccuiickoii ®emepamuu ot 25

centsiopss 2014 r. N 557u (3apeructpupoBaH MuHHcTepcTBOM toctulinu Poccuiickoit ®eneparmu 17 aexadps 2014 r.,
peructpammonsabii N 35201), ot 7 wmons 2020 1. N 686H (3apeructpupoBaH MuUHHCTEPCTBOM FoCcTHIMK Poccuiickoit
®eneparmu 10 aBrycra 2020 r., peructpaiioHssiit N 59225).

2 OpuuuanpHebli caift EBpasuiickoro 5KOHOMHYECKOro corosa http:/www.eaeunion.org/, 31 nexabps 2015 r.

3 Cobpanue 3axkoHOHaTeNbCTBA Poccuiickoit ®@enepanun, 2017, N 7, cr. 1084; 2020, N 28, cr. 4421.

IMpunoxenune N 5

K [lopsaky coobmenusi cyobekramu
oOpaleHusi MeIMIUHCKUX H3/1eJIni 000
BCeX CJIy4asiX BbISIBJEHHS MOOOYHBIX
NefiCTBUI, He YKA3AHHBIX B HHCTPYKIUH
10 NPUMEHEHUI0 UM PYKOBOJCTBE

10 IKCIIYaTAIUM MeIHUIMHCKOT0 U3/1eIusl,
0 HeXKeJIaTeJIbHBIX PeaKIusAX Npu ero
NMpUMeHEHUH, 00 0COOEHHOCTSX B3aMMOAeHCTBHUS
MeIMIMHCKUX U3l MexK1y c000i,

0 (pakTax u 00 00CTOSATEIHCTBAX,
CO3JAKIIHX YIPO3Y KU3HHU H 3[10POBbI0
rpaskaaH U MeIUIUHCKUX Pa0OTHMKOB
NPHU NPUMEHEHNHU U IKCILTyaTAlNHU
MeTUIMHCKUX U3IeJIHii,

YTBepKIeHHOMY MprkazoM MuHHCTEpCTBA
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3apaBooxpanenus Poccuiickoii @egepauun
ot 19 oxTa0ps 2020 r. N 1113n

Pexomennyembliii o0pa3sen
OTyeT N0 KIMHUYECKOMY MOHUTOPHHTY MEAULIHHCKOT0 HU31eIusl

1. CBenenus o cy0bekTe 00palieHnss MEAUIIMHCKUX U3IEIU:

a) IOJIHOE M COKpalleHHOE€ HauMeHOBaHuEe (IIpM HaJU4MM), B TOM 4HCcIe (UPMEHHOE
HaMMEHOBaHHE, OPraHU3allMOHHO-TIPaBoBasi (popMa IOPUANYECKOTO JIMIIA, aPpeC MECTa €ro HaXOXJIECHUs
WIM JJI UHIUBUIYAIbHOTO MPEANPUHUMATENS - paMuInsg, UM U OTYECTBO (IIPU HAJIWYUH), PEKBU3UTHI
JOKYMEHTa, yIOCTOBEPSIOLIEro JUUYHOCTD, a/IpeC MECTa JKUTENbCTBA, a TAK)KE HOMEpPa TeIe(OHOB U aJpec
ANIEKTPOHHOM MOYTHI IOPUINYECKOTO JIMLA WIIM MHAUBUAYAJILHOTO MpeANpUHUMAaTeNs (IpU HAJTMYHHN);

0) nAeHTU(PUKALIMOHHBIM HOMEP HAJIOTOIIATENbIINKA;

B) OCHOBHOM rOCYJapCTBEHHBII pPErMCTPAlMOHHBIN HOMED 3alliCH O CO3AaHUU IOPUANYECKOTO JIUIa
WM OCHOBHOMW TOCYIapCTBEHHBIN PETUCTPALIMOHHBIN HOMEDP UHAUBUIYAIbHOTO IPEANPUHUMATENS;

I') BUJ OpraHu3anuu (OpraHusaluu, co3laHHble Ha Tepputopuu Poccuiickoit denepanuu, n11ubo
MIPEICTABUTENBCTBA HMHOCTPAHHBIX OpPraHW3allvii, aKKpPEeIUTOBaHHbIE Ha Tepputopun Poccuiickon
Oenepauny, MO0 HWHIAUBUAYaJbHbIE MPEANPUHUMATENN, 3apETUCTPUPOBAHHBIE HA TEPPUTOPUU
Poccuiickoit @eneparun).

2. CpeneHMsl 0 MEIUIUHCKOM H3JIEJIMM, B OTHOILIEHUH KOTOPOIO BBISBIEHO HEOIAronpHsTHOE
coObITHE:

a) HAUMEHOBaHNUE MEUIIMHCKOTO U3/Ie/IHs B COOTBETCTBUHM C PETUCTPALMOHHBIM YIOCTOBEPEHUEM;

0) HOMEp M J1aTa PErucTPallMOHHOTO YAO0CTOBEPEHUS HA MEAULIMHCKOE U3/IEIINE;

B) HOMEp PpEruCTPAlMOHHOTO YJOCTOBEPEHHs B €IMHOM pEecTpe MEIUIMHCKUX H3JeNuil,
3aperuCTPUPOBAHHBIX B paMKaxX EBpazuiickoro 3kOHOMHUYECKOTO COr03a (IIPHU HAJIMYUN);

I') BApUaHT MCIIOJHEHUS WIM MOJIEJIb MEIUIIMHCKOTO U3/ B COOTBETCTBUU C PETUCTPALUOHHBIM
YIAOCTOBEPEHHUEM;

1) KJJacC NOTEHIMAJIbHOIO PUCKA IPUMEHEHMUS;

€) KO/ BHMJIa U HaUMEHOBAaHME BHJA MEIUIMHCKOIO M3JENUs B COOTBETCTBUU C HOMEHKJIATYPHOM
KiaccupuKanyueil MeIULMHCKUX W3JeJNH, YTBEpXKAEHHOW IpHuka3oM MUHHCTEpCTBA 3APaBOOXPAHEHMS
Poccuiickoit ®eneparun ot 6 wmroHsa 2012 1. N 4H (3apeructpupoBaH MUHHUCTEPCTBOM IOCTHIIUU
Poccuiickoit @eneparuu 9 urons 2012 ., perucrpanuonssiii N 24852) 1

) KOJ BUJA M HaUMEHOBaHME BHUJA MEIULIMHCKOTO H3JENUs B COOTBETCTBUU C HOMEHKJIATYPOM
MEAMLMHCKUX U3EIUH, IIPaBUiia BEIEHU KOTOpOU yTBepxkAeHb!l Perienrem EBpazuiickoli SJKOHOMHYECKOM
Komuccun oT 29 nexadps 2015 . N 1772 (npu Hanuuun);

3) NO3MLHMs Karajora TOBapoB, paloT, yciayr [uid oOecrneueHHus TOCyIapCTBEHHBIX H
MYHULUOAIBHBIX HYXJA B COOTBEeTCTBMM ¢ [lpaBuinamu QopmupoBaHMs M BEICHUS B EAUHOM
MH(POPMALIMOHHOM cHucTeMe B cdepe 3aKylmoK Karajora TOBapoB, paboOT, yciayr Ui oOecredeHus
TOCYIapCTBEHHBIX WM MYHULMNAIBHBIX HYXJ W [IpaBW HUCIHOJb30BaHMs YKAa3aHHOIO KaraJjora,
YTBEp)KJIEHHbIMH T1ocTaHoBienneM IIpaBurensctBa Poccuiickoit ®depepaunu ot 8 ¢espans 2017 r
N 145°;

1) HaMEHOBAaHUE MPOU3BOJUTENSI MEIUIIMHCKOTO M3JENUs B COOTBETCTBUU C PErMCTPALUMOHHBIM
YAOCTOBEPEHHUEM;

K) HalMEHOBAaHUE CTPaHbl MPOU3BOJIUTES MEAULMHCKOTO M3JENUs B COOTBETCTBUU C
PETUCTPALIMOHHBIM Y0CTOBEPEHHEM,;

J) agpec MecTta (agpeca MeCT) NPOM3BOJACTBA MEIUIIMHCKOTO U3AETIHs B COOTBETCTBUU C
PETUCTPALIMOHHBIM Y0CTOBEPEHHEM,;
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M) COCTaB M KOMIUIEKTALMs MEAULIMHCKOTO U3/ienus (IIpU HaJIM4YKMK) U IIEpPEeYEeHb IPUHAUIEKHOCTEN
(Ipu HAJIMYMK) B COOTBETCTBUU C PETMCTPALIMOHHBIM Y10CTOBEPEHUEM;

H) HOMEp cepuu (MapTuu), 3aBOACKON HOMED (IO MPUMEHUMOCTH);

0) KOJINYECTBO HAXOSIIUXCS B 00pallleHMH METUIMHCKUX U3AEIul (C yKa3aHHEM HOMEPOB CEpUH,
MApTHii, 3aBOJICKUX HOMEPOB), B OTHOLICHUN KOTOPBIX BBISBJICHO HEOIAronpusITHOE COOBITHE, B ITYKAX;

1) JaTta MPOU3BOACTBA (M3TOTOBJICHNS ) MEAUITUHCKOTO U3/IEIHS;

P) CPOK FOJTHOCTH (9KCILTyaTalluK ) METUIIMHCKOTO U3/IEIHS;

C) Jara OKOHYaHHUS rapaHTUHHOIO CPOKa, CPOKa IKCIUIyaTallMH, CPOKa CIYXKObl, YCTaHOBJIEHHOTO
MIPOU3BOAUTENEM (110 MPUMEHUMOCTH, IIPU HATUYUUH);

T) TOJHOE€ M COKpallleHHO€ HauMEeHOBaHME (MpU HaJIW4YMH), B TOM 4Yucie (UPMEHHOE
HauMEHOBaHME, OPraHU3allMOHHO-IIPaBoOBas (OpMa OpraHM3alvy, KOTOpas OCYIIECTBUJIA peaU3alUio
cepun (MapTHH, 3aBOJICKOTO HOMEpPA) MEIUIIMHCKOTO HW3JENUs, aJ[peC €€ MecTa HaXOXACHUS, W JUIs
WHIUBUAYAJILHOTO TpearnpuHUMareiss - (aMuius, UM M OT4ecTBO (IIpU HaJIM4YMHU), aJgpec MecTa
KUTENIbCTBA, JAaHHbIE JOKYMEHTa, YAOCTOBEPSIOIIEro JMYHOCTh (Jajee - TMIOCTaBIIUK), a TaKxke
UICHTU(PUKAIIMOHHBI HOMEp HAaJOTOIJIATeNbIINKa, OCHOBHOM TOCYAApCTBEHHBIM pPETUCTPALIMOHHBIN
HOMED 3alUCH O CO3JAAHMM FOPHIWYECKOTO JIMIA WM OCHOBHOM TOCYJapCTBEHHBIM PEruCTPALMOHHBIN
HOMEp HHAMBUAYAJILHOTO MpPEANpUHHUMATENs, HOMEp TelepoHa U ajapec SJIEKTPOHHOM mouThl (Ipu

HaJIU4uN);
y) CBEACHHS O HOMEpPE PEeecTpPOBOM 3allMCH IMOCTaBIIMKA COoTIacHO Peectpy yBemomieHui 00
OCYIIIECTBIICHUN JEATebHOCTH B cdepe oOpameHuss METUIMHCKUX wu3aenuid (manee - Peectp

yBeloMIIeHHit ) *;

() HauMEHOBaHHUE W aJipeca MOMEIICHUH B KOTOPBIX OCYIIECTBIISJIOCh XpaHEHUE cepuu (IMapTHH,
3aBOJICKOTO HOMEpa, MOJENH, BapuaHTa WCIOJHEHHWs) METUIIMHCKOTO W3/CIHS COIIACHO CBEICHHSIM
Peectpa yBenomiienuii (mpu HATUYWN);

X) TIOJHO€ W COKpalleHHOC HaWMEHOBaHHWE (MPU HAIMYMHA), B TOM 4HCIEe (UPMEHHOE
HaMCHOBAHHE, OPTaHMW3alMOHHO-TIPaBOBas (hopMa OpraHM3aluK, KOTOpas OCYMISCTBIsUIA MPHUMEHEHHE
cepuu (MapTHH, 3aBOJCKOTO HOMEpa) MEIMIIMHCKOTO M3/EIUs, aJipec ee MecTa HaXOXKIAeHH (C yKa3aHueM
aJIpecoB MECT NMPUMEHEHWSI), WM JUI UHIUBUAYAJIHHOTO MPEIIPUHUMATEINS - (PaMUIIHS, UMSI U OTYECTBO
(pu HANMYWH), aJPEC MECTa KUTEIbCTBA, JAHHBIC TOKYMEHTA, YAOCTOBEPSIOIICTO JIMYHOCTh, a TAKKe
UACHTU(DUKAIIMOHHBI HOMEP HAJIOTOIUIATEINBIINKA, OCHOBHOW TOCYIAPCTBEHHBIH pPErHCTPAIIMOHHBIN
HOMEp 3allUCH O CO3JaHHWU FOPUIAMYECKOTO JIMIIA WM OCHOBHOW TOCYIapCTBEHHBIH PETUCTPAIlMOHHBIN
HOMEpP MHIUBUAYaIbHOTO HPEANPHHUMATENS, a TaKKe HoMepa Tele()OHOB U a/IpeC EKTPOHHOU MOYTHI
IOPUINYECKOTO JIMIIA WU HHIUBHUIYATBHOTO MPEAIPUHUMATENS (IPH HATAYHH).

3. Onucanue HeONAronpPHUsITHOTO COOBITHS:

a) Jara HampaBJCHUs CBEICHMN O HeOmaronpusTHOM coObiTHH B DepepainbHyr0 CIIy:KOy 1O
HA/130pY B cepe 31paBOOXPaHCHHUS;

0) TUn CcOOOIIEHHUST O HEOJArONPHUSITHOM COOBITHH TNPU MPUMEHEHHHM MEIUIIUMHCKOTO W3ICITHS
(mepBUYHOE, TIOCIEIYIONICE, 3aKITIOUUTEIBHOC);

B) THII OTYeTa O HEOJArOMPUATHOM COOBITHUM TPU TNPUMECHEHUH MEAUIIMHCKOTO W3NS
(TepBOHAYANBHBIH, OCISTYIOMIUN 3aKITIOYUTENbHBIN);

T) JUTSl UMILTAHTUPYEMBIX METUITUHCKUX U3/ACIHI:

JaTa UMILIAaHTaIl|H;

JlaTa SKCIUTaHTAllNY;

JUITUTETHHOCTh MUMILIAHTAIIUH (3alOJHSIETCS B Cclydyae, €ClM M3BECTHA TOYHAs Jara MMILIAHTAIluU
WJIM Havalia dKCIUTyaTalim),

CBE/ICHUS U3 TIOJICHCTEMbI BEJCHHSI CIICIUATM3UPOBAHHBIX PETHCTPOB MAIUEHTOB MO OTACIHHBIM
HO30JIOTHUSM M KAaTErOpusM Tpa)KJaH, MOHUTOPHHTAa OPTaHU3AIMH OKAa3aHUS BBICOKOTEXHOJOTHYHOMN
MEIMIIMHCKOM TIOMOIIM ¥ CAHAaTOPHO-KYpOPTHOTO JIEYEHWH, HWHBIX WH(OPMAIMOHHBIX CHUCTEM,
MpeIHa3HaueHHBIX JUIsl cOopa, XpaHeHus, oO0pabOTKM M mpemocTaBieHUs WHGOpMAIUU, Kacaroleics
JEeSITENFHOCTH MEIUIMHCKUX OPraHM3alllii M MPEIOCTaBISIEeMBIX UMH YCIYT, a Takke U3 QeneparbHOn
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roCyIapCcTBEHHOM  WH(pOpMaUMOHHOW  cucTtemMbl  "EnuHas  aBTOMaTH3HpPOBAHHAS  BEPTUKAIBHO-
MHTETPUPOBaHHAs HMH(POPMAIIMOHHO-aHATUTHYECKAasi CHCTEMa M0 MPOBEACHUIO MEAUKO-COIMAIbHOMN
9KcepTu3bl" (MpU HAIWMYMU Yy CyOBeKTa OoOpamieHuss MEIMIIMHCKOTO H3AENUsl JIOCTya B YKa3aHHBIE
CUCTEMBI);

1) JaTa OT4eTa O HeOIArompUsATHOM COOBITUY MPH MTPUMEHEHIH MEIUITTHCKOTO U3/ICIHSL.

4. lononaHUTENbHAS MHPOPMAIIHS:

a) mepeveHb UICHTH(PUINPOBAHHBIX OCTATOUYHBIX PHCKOB, CBS3aHHBIX C MEIUIIMHCKUM U3/ICTHEM;

0) menu M 3a7a4Md KIMHUYECKOTO MOHHTOPUHra 0e30MacHOCTH U 3()(EKTHBHOCTH MEIUIIMTHCKOTO
U3JIeNNS;

B) CXeMa KJIMHUYECKOTO MOHUTOPUHTA 6€30MacHOCTH 1 YHPEKTUBHOCTH MEAUIIMHCKOTO U3IEITHS;

T') KIIMHMYECKUE TaHHbIE, TOJy9eHHbIE 32 OTYETHBIN TIEPHOL;

1) OIIEHKA KIIMHUYECKHUX JTAHHBIX, TIOTYUYEHHBIX 32 OTYETHBIA MEPUO/T;

€) OIlEHKa BCEX KIMHUYECKHX JaHHBIX, TMOJYYEHHBIX B TEPHOJA KIMHUYECKOTO MOHHUTOPHHTA
6e30macHOCTH U 3(P(HEKTUBHOCTU METULIUHCKOTO U3IENHs;

) 3aKIIOUYEHHE O HEOOXOIUMOCTH (OTCYTCTBUM HEOOXOJAMMOCTH) KOPPEKTUPOBKH IIJlaHA
KIIMHUYECKOTO MOHUTOPUHTA 6e30MacHOCTH U 3()(HEKTUBHOCTH MEIULIMHCKOTO U3/,

3) 3aKJIOYEHHE O HEOOXOIUMOCTH (OTCYTCTBUM HEOOXOJMMOCTH) BBIMOIHEHUS KOPPEKTUPYIOIINX
JIercTBHI 0 0€301IaCHOCTH MEIUIIMHCKOTO U3IEIINS;

M) ONHCAaHHE KOPPEKTHUPYIONIUX JCUCTBUN MO OE30MaCHOCTH MEIUIIMHCKOTO u3aenus (mpu
HaJIU4uN);

K) 3aKimrodueHre (0OOCHOBAaHME) O KIMHUYECKOW Oe30macHOCTH W A(P(HEKTUBHOCTH MEIUITMHCKOTO
U3IENNS;

J) TpemIoKEeHHEe O HeoOXoauMOCTH (OTCYTCTBMHM HEOOXOJUMOCTH) TMPOUICHHUS —IIUKJIA
KIIMHUYECKOTO MOHUTOPUHTA 0e30MacHOCTH U 3()(HEKTUBHOCTH MEIULIMHCKOTO U3/,

M) JOTIOTHUTEIbHBIC KOMMEHTAPHH (TIPH HATHYHH).

! C usmenenusaMu, BHECEHHBIMU NPUKa30M MHUHMCTEpPCTBA 31paBooxpanenus Poccuiickoil Menepanuu oT 25 ceHTIOpS
2014 r. N 5571 "O BHeceHun u3MeHeHHs B mpwiokeHne N 1 k mpukazy MuHHCTepCcTBa 31paBooXpaHeHHs Poccuiickoii
Oenepain ot 6 umroHs 2012 r. N4u "OO yTBepAE€HHMM HOMEHKIATYPHOH KIACCU(PHUKAINK MEIMIUHCKUX U3aeaui"
(3apeructpupoBaHo MunucrepctBoM rocturu Poccutickoit @eneparun 17 nexadps 2014 r., peructparmonssiii N 35201).

2 OpuuuanpHbli caift EBpasuiickoro 5SKOHOMMYECKOro corosa http:/www.eaeunion.org/, 31 nexadps 2015 r.

3 Cobpanue 3axkoHOHaTeNbCTBA Poccuiickoit @enepanun, 2017, N 7, cr. 1084; 2020, N 28, cr. 4421.

4 [Tyaxr 12 IlpaBunm mpencraBieHHs YBEIOMJIEHMA O Hadale OCYIISCTBICHHA OTHENbHBIX  BUIOB
MIPEANPUHIMATETBCKON AEATETBHOCTH U ydeTa YKa3aHHBIX YBEIOMIICHHH, YTBEPXKACHHBIX rocTaHosieHueM IIpaButenbcTBa
Poccutickort @emepannu ot 16 mrons 2009 1. N 584 (Cobpanne 3akoHomarenbcTBa Poccuiickort @enmeparnmu, 2009, N 30,
ct. 3823).
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