EBPA3UINCKAA DKOHOMHYECKASI KOMUCCHS
KOJIJIET'UA

PEINEHWUE

«22» nekabps 2015 r. Ne 174 r. Mocksa

006 yrBep:xkaenun IlpaBui npoBeieHUst MOHUTOPHUHIa 6€30MACHOCTH,
Ka4decTBa M 2PPEeKTHBHOCTH MEAULMHCKHMX H31e/THi

B coorBercTBuM ¢ myHKTOM 2 crateu 31 JloroBopa o Empazuiickom
SKOHOMHYecKOM coroze oT 29 wmas 2014 roma, nmyHkToM 2 cTaTeu 8
CornamieHusi 0 €IMHBIX IPUHIMNAX U MpaBWIaX OOpaIleHUs MEIUIUHCKUX
U3enai (M34enuil MeJUIMHCKOTO HazHA4YeHHs W MEIMLUMHCKOW TEXHUKH)
B paMKax EBpa3suiickoro 3KOHOMHYECKOTO coto3a oT 23 nekabpsi 2014 roxa,
nyHKTOM 25 mpuioxkenuss Ne 2 k Persamenty pabotel EBpa3zuiickoit
5KOHOMHUYECKON  KOMHCCHUHM, YyTBepkJAeHHOMY Pemenuem  Bricmiero
EBpasuiickoro skoHoMH4ecKoro copera oT 23 nexabps 2014 r. Ne 98, u
B LleasaX ucnojiHeHusi Pemenus Briciiero EBpa3suHiickOro 3KOHOMHYECKOI'O
coBeta oT 23 nekabps 2014 r. Ne 109 «O peamuzanuu CornamnieHus
0 EIUHBIX TPHHIMIAX W TMpaBUIaX OOpalleHus] METHIIUHCKHX H3ICITHI
(M37eIuMid METUIIMHCKOTO Ha3HAYeHUs] U MEIUIIMHCKOW TeXHUKH) B paMKax
EBpazuiickoro  skoHoMuueckoro  cowsza»  Komeruss — EBpaszuiickoit
HSKOHOMUYECKON KOMUCCUHU p eI u.J1a:

1. YrBepauts npunaraemeie [lpaBwia mpoBeJeHUs MOHHUTOPUHTA

Oe30macHOCTH, KauecTBa U 3(hPEeKTUBHOCTH MEJULIUHCKUX U3JIEIIUH.
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2. Hactosmee Pemenue BeTymaer B cwily 1o ucredeHud 30
KaJleHJapHbIX JHEH C narel BCTyIuleHUs B cuiny CornameHus O eIHHbBIX
OpUHIUNAX W TpaBuiax OOpalleHus: MEAULUUHCKUX W3Jenud (u3geuii
MEQULMHCKOIO Ha3HAYeHUssT W MEJULMHCKOM TEeXHUKH) B paMKax
EBpasuiickoro skoHoMHueckoro coto3a ot 23 gexabps 2014 roga mubo ¢
JlaThl BCTyIUIEHUs B cuily IIpotokona, noanucanHoro 2 aexadps 2015 rona,
o mnpucoenunenun PecnyO6muku Apmenuss k CornameHuro o0 eIUHBIX
NpUHIMNAX M TpaBuiIax oOpalleHus MEIUIUHCKUX W3Nenudl (u3geiinit
MEJULUHCKOIO Ha3HauYeHUss M MEAMLIHMHCKOW TEXHUKH) B paMKax
EBpasuiickoro 3KOHOMHYECKOro cor3a or 23 gekabps 2014 ropa
B 3aBUCHMOCTH OT TOrO, Kakas Jara siBjiseTcs OoJsiee MO3/JHEH, HO He paHee
yeM 1o wucredyeHun 30 KaneHJapHBIX JHEH ¢ JaThl OQUIHAIBHOTO

onyOIMKOBaHUs HacTosiero PemeHus.

IIpencenarens Konneruy

EBpazuiickoil 5JKOHOMHUYECKOH KQN B. Xpucrenko



YTBEPX/IEHbBI

Pemennem Komneruu
EBpa3uiickoil 53KOHOMUYECKOH KOMUCCUH
ot 22 nexabps 2015 r. Ne 174

ITPABHJIA
NpoBeeHNs MOHUTOPHHIa 6e30MacHOCTH,
KauyecTBa H 3¢ PeKTUBHOCTH MeJHIMHCKUX H3/Ie/THI

1. Hacrosumme IlpaBuna pa3zpaboTaHbl B COOTBETCTBUHM C IMYHKTOM 2
crate 31 [loroBopa o EBpa3uiickoM 3KOHOMHYECKOM coOr03e OT 29 Mas
2014 roma u myHkroMm 2 crtateu 8 CorvialleHusi O €JIMHBIX NPHHIUIAX H
NpaBUiiax oOOpalleHus] MEIULUHCKUX M3AeTHH (U31euil MeIULUHCKOrO
HasHaYeHUs: W MEJULUHCKOW TEeXHUKM) B paMkax EBpasuiickoro
IKOHOMHYECKOro coro3a oT 23 nekabps 2014 roma W ycTaHaBIHBAKOT
MOpPSAOK  NPOBEAEHHS]  MOHMTOpPUHra  0O€30IIaCHOCTH, KayecTBa |
3 PEKTUBHOCTH MEIUITMHCKUX U3/IeNUH (ajiee — MOHUTOPHUHT).

2. llensiMu  TIpOBE/IEHUMsST MOHMTOPHMHIa SIBJISIIOTCS — OOecreueHue
Oe30macHOCTH TMOJB30BaTeNIel, COXpaHEHHE U YKpeIUIeHHe 310POBbs
HaceJieHUsl, TOBBIIIEHHME KadyecTBa OKa3aHUS MEIULMHCKOH IOMOIIH,
BBISIBJICHHME W TIPeJOTBpallleHHe MOOOYHBIX JEHCTBUM M HeXKeslaTelbHbIX
peakiuii, He yKa3aHHBIX B MHCTPYKLHMH IO MPUMEHEHUIO UJIH PYKOBOJICTBE
0 SKCIUTyaTalldd MEAMLMHCKOrOo HU3JAenusi (Jajgee — HHCTPYKLMS IO
NPUMEHEHHIO), HeOIaronmpusITHBIX COOBITUH (MHIMOEHTOB), OOpalleHus
MeMIIUHCKUX U3/, HE COOTBETCTBYIOIIMX YTBepKaaeMbIM EBpasuiickoii
SKOHOMHYECKOH KoMuccued o0muM TpeboBaHUAM 0€30MacHOCTH |
3¢ PEeKTUBHOCTH MEIULMHCKUX WU3/EIHH, TpeOOBaHUSIM K MX MapKUpPOBKE U

OKCIUTYaTAllHOHHOH JJOKYMEHTAILUU Ha HUX.
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3. MonuTOopuHr BKIOUaeT B ce0s cOop, perucrpauuio, aHaius
UHpOpMaLMK O HeOJAronpUsITHBEIX COOBITUSX (MHUMUACHTAX) M IPHHITHE
COOTBETCTBYIOIIUX PEIIEHUMN.

4. MOHUTOPUHT OCHOBBIBAETCS Ha:

a) aHaju3e coolIIeHuit 0 HeOIAronpUATHBIX COOBITHIX (HHIMIEHTAX)
Ha BCeX dTanax odpallleHus MEIUIMHCKUX U3/Ienuil B pamkax EBpasuiickoro
SKOHOMHUYECKOro coro3a (ganee — Coro3), MOTyUEeHHBIX:

OT I0JIb30BaTENICH MEIUIIMHCKUX H3/IEITHI;

OT MPOU3ZBOAUTENICH MEIUIIMHCKHX U3J/IETHI;

IIpU OCYILECTBJIEHHUM YIIOJIHOMOUYEHHBIMH OpraHaMH TIOCyIapcTB —
wieHoB Coro3a rocyapcTBEHHOIO KOHTpoJisl (Hag3zopa) 3a oOpalleHHeM
MEIUUIUHCKUX U3JIeTTUH;

0) aHanM3e MEepUOJAUYECKUX OTUETOB O OE30MACHOCTH M KJIMHHYECKOH
5(p(EeKTUBHOCTH MEAMIMHCKUX H3JeNUH Kilacca IOTEHUHUAILHOTO pPHCKa
OpPUMEHEHHUsT 3, a TakkKe HUMIJIAHTHPYEeMbIX B OpraHH3M 4elloBeKa
MEIULIMHCKUX U3JeJIHM KITaccOB MOTEHIMAIILHOTO pUcKa IpuMeHeHus 20 u 3
Ha IIOCTPErMCTPALMOHHOM OTale, MOJYYEeHHBIX OT TMPOH3BOJUTENICH
MEJMUMHCKUX U3 WIK OT UX YIIOJHOMOYEHHBIX MPEeACTaBUTENEH;

B) cucTemMe cOopa M aHaiIM3a JAHHBIX MPOU3BOIUTENST MCIHLIMHCKHX
U3Jenuil o 0Oe3omacHOCTH M 3PQPEKTUBHOCTH MEAMIIMHCKHUX HM3OeJui Ha
IOCTIIPOJAKHOM dTane W TMPOBEJACHUS KOPPEKTUPYIOIIUX JeHCTBUM B
COOTBETCTBUU ¢ TPeOOBAHMSIMH K BHEJPEHUIO, TMOJIEPKAHUIO M OLEHKE
CHUCTEMbI MEHE/KMEHTA KauecTBa MEIUIMHCKUX WU3AEHH B 3aBHCHMOCTH OT
IMOTEHLHAJIBHOIO pHUCKAa I[PUMEHEHHs, YTBep:KJaeMbIMH EBpa3zuiickoi
DKOHOMHYECKOH KOMHCCHEI.

5. JInsa nened Hacrosux [IpaBua Mcnonb3yroTCsl MOHSTHS, KOTOPbIE

O3HAY4arO0T CIICAYIOLIICC:
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«KOppeKTHpylolllee  ACHCTBHE»  —  JIEHCTBHE,  NPEeIpPHHATOE
IPOU3BOAUTENEM MEOULMHCKUX H3LENUNH C LEJbl0 YCTPaHEHHS! NPUYUHBI
0OHapy>KeHHOTO HECOOTBETCTBHUS WK HEXKENIATEINbHOTO COOBITHUS;

«KOppeKTUpylolllee JeHCTBUE 10 0Oe30MacHOCTH  MEJULMHCKOTO
U3JIeNUs» — JIeMCTBHE, MPeANpHHSATOES MPOU3BOJUTENEM MEIULMHCKUX
U3JIeJIUH C LEIbI0 CHUXKCHMSI PUCKAa CMEPTH WM CEPhE3HOTO YXYILICHHS
COCTOSIHUSI 3I0pOBbSI TIOJB30BaTeNIed WM TPETbUX JIML, CBSI3aHHOE C
~ IIpUMEHEHHEeM MEAMIIUHCKOro uzaenus. Takue nedcTBUS MOTYT BKJIIOYATh B
cedst:

BO3BpaT MEAMULIMHCKOTO HM3JENHsl TMPOM3BOAUTENIO0 MEIULIUHCKUX
W3JIeNIUI UITH €0 YIIOJIHOMOYEHHOMY IIPEICTaBUTEIIIO;

MoJU(DUKALMD  MEAMIMHCKOrO  u3fenus  (MOAEpHU3ALUIO B
COOTBETCTBHUHU C MPOU3BELACHHBIMU IIPOU3BOJUTENIEM MEIULMHCKUX W3eNIUH
M3MCHEHUSIMU B KOHCTPYKLHMH MEIULIMHCKOTO HW3Je/Us, W3MEHEHHE
HHCTPYKIMH MO0 TPUMEHEHHUIO, OOHOBJIEHHE MPOrpaMMHOTO oOecreyeHus
MEIUITHHCKOTO U3/Ie/Usl);

3aMeHY MEJULIMHCKOIO U3/1eIus;

U3BATHE MEIULUHCKOTO U3JIETHs U3 00palleHus;

YHHUUTOKEHHE MEIUIIMHCKOTO U3AEHs;

MH(POPMHUPOBAHHE O JEHCTBHUAX MMOIB30BATENEH MEUIIUHCKAX U3JIENUI
B cllydae, €CJId MeJMIIMHCKOE M3[eNINe U3BIATO U3 oOpallleHus, HO UMEEeTCs
BEPOSITHOCTh €r0 UCTIOJIb30BaHUSI;

«HeOJaronpusaTHoe coObITHE (MHIUAECHT)» — J100asi HEeUCHNPaBHOCTH
M (MIM) YXYJUIEHUE XapaKTepUCTHK, WM HapylleHHe (YHKUHOHUPOBAHUS
MEIHUI[MHCKOTO W3JIefusl, WM HeAOCTaTOYHOCTh JMOO HEeKOPPEKTHOCTH
COTIPOBOJUTENbHON  HHpOpMAIMK  (IOKYMEHTallMM) Ha  MEIULHMHCKOE
uzjenue, wid 1nobo4yHoe JelicTBHe, He YKa3aHHOe B HHCTPYKUUH IIO

IIPUMCHCHHIO, KOTOPLIC ITPAMO HJIM KOCBEHHO ITPHUBCJIM UJIK MOI'JIX ITPUBECTH
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K CMEPTH WJIM CEPBE3HOMY YXY/ILIEHUIO COCTOSIHMS 3/I0POBBS I10JIb30BaTENEH
WIH TPEeThbUX JHI (IpM 3TOM IOJ CEpPbe3HBIM YXYAIIEHHUEM COCTOSHUS
3M0POBbSI MMOHMMAIOTCSI OMacHoe /i JKM3HM 3a0ojieBaHHe, CTOHKOe
nopaxenue QyHKUUU OpraHU3Ma WK HeoOpaTuMoe MOBPeXkKIeHNUEe CTPOESHUSI
Tena, COCTOsIHME, TpeOyrolee MEIULIMHCKOIO MM XHPYPrU4yecKoro
BMEIIATeIbcTBA C 1EbI0  MPEJOTBPALIEHUS OMAacHOro Ui  YKU3HHU
3a00/IeBaHUsI, WM CTOMKOro mnopaxkeHuss (YHKUMKW OpraHu3ma, HIn

'HeoOpaTHUMOro MOBPEXJEHHS CTPOEHHMs Teja, COCTOsHUE, Tpebyrolee

O TOCIHMTAITH3alUH - UK 3HAYUTEIIBHOI'O  YBCIIMHYEHHA CPOKa Hp€'6bIBaHHH B

CTallMOHape YK€ TOCHUTAJIM3MPOBAHHOTO TNAalUeHTa, (PYHKIUOHATBHOE
. HapylleHHe y IUIoAa, €ro ruOesb, BPOXKICHHAs aHOMaUsl WIH pojoBas
TpaBma);

«HeXxeaTeIbHoe COOBITHEeY — JII000e HexeslaTenbHOoe MEIULIMHCKOEe -
coObITHE, HENpOTHO3UpyeMoe 3a0osieBaHME JIMOO TOBPEKICHUE UM
'He)KesaTesbHble  KIMHUYECKHMe NpU3HaKW  (BK/IIO4ast  JjrabopaTopHbIE
nokazaTeslid, OTJIMYHBIE OT HOPMbI) y IOJb30BaTe/led WM TPeTbUX JIUL,
CBSI3aHHBIX C IPUMEHEHUEM MEAULIUHCKOIO U3/EIIus;

«TI0JIB30BATENb» — IALUEHT, MEJULMHCKUN CIEeLMaTIuCT WU Jroboe.
npyroe (HU3WUYECKOe JIMIO, TMPUMEHSIONIME MEIUIIMHCKOe HU3JeNIue TI0
Ha3HAYEHUIO, ONPENEIEHHOMY IPOM3BOAUTENIEM MEAULIMHCKUX U3EINH;

«pedepeHTHOEe rocy1apcTBO» — BBIOPaHHOE 3asiBUTEJIEM I'OCY1apCTBO —
uned  Coro3a,  YHOJIHOMOYEHHBIH  OpraH  KOTOPOI'O  OCYLLUECTBIISIET
pPEerucTpalmi MeJIULIMHCKOTO U3/1e/usl;

«cepbe3Hasl yrposa 310pOBblO» — Jito0ast HEUCHpaBHOCTH U (WIIM)
YXyJILIEHHEe  XapaKTepUCTUK, WM  HapylueHue  (DYHKLIUOHHPOBAHUS
MEIHUIMHCKOTO H3/IeNus, WM HEJOCTaTOYHOCTh JIMOO HEKOPPEKTHOCTh
COIPOBOAUTEIBHON HHpOpPMAllMK (JOKYMEHTAllMM) Ha MEIULMHCKOE

H34CIHEe, HWIH robdounoe ,I[EflCTBI/I@, HC YKAa3aHHOC B HHCTPYKIHH
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N0 NMPUMEHEHHIO, KOTOPbIE€ IIPUBEINA WIH MOTYT NPUBOJUTh K HEMUHYEMOMY
PUCKY CMEpTH, OIACHOMY Ui JKU3HM 3a00JIeBaHUIO, HEoOpaTHUMOMY
NOPKEHUIO (PYHKLUHHU OpraHu3Ma, HeOOpaTUMOMY MOBPEXIECHUIO CTPOSHHUS
TeJla WIH COCTOSIHHIO, TPeOYIoIleMy MEIULMHCKOrO WIH XUPYPrUYecKOTo
BMEIIATeNLCTBA C LENbI0 MPedOTBPAIlleHUs] HEeOOPaTHUMOro MOpPaXKEHUS
(GYHKIMM OpraHu3Ma WX HeoOpaTUMOIo MOBPEXKIACHUSI CTPOCHHUS Tea, H
KOTOpBIE TPeOYIOT HEOTIOKHBIX MEAULIMHCKUX JICHCTBUM;

«cornpoBoauTenbHas HHpoOpMaLUs (JOKYMEHTalHUs)» — MapKUpOBKa,
UHCTPYKLUSL IO TPUMEHEHUIO W JApyras HHGOpMalus, OTHOCSIMAsACS K
aeHTU(UKALMK, OIKMCAaHUIO, HA3HAYEHUIO, MpaBWIaM OIKCILTyaTalHy
MEIULUHCKOTO U3Je/usl, KpOME OTIPY304YHBIX JJOKYMEHTOB;

«cyOBeKThl oOpallleHuss MeAMLIMHCKMX W3AeNIUi» — opraHusanu,
CO3JaHHBIE B YCTaHOBJIEHHOM IIOpsKE B rocynapcrsax — uieHax Corosa,
700 MpeACcTaBUTENbCTBA MHOCTPAHHBIX OpraHu3alliid, akKpeIUTOBaHHEIE B
YCTAaHOBJIGHHOM TMOpsiAKe B rocyaapcrBax — wieHax Coroza, aubo
UHJIUBUYaJIbHBIE OpeAnpUHUMATENH, -~  3aperucTPUPOBAHHBIC B
rocynapctBax — wieHax Coroza, mu00 (puU3NUYecKue JHIa, OCYLIECTBISIONINE
TEXHUYECKHE MCIBITAHMS, WCCIENOBaHUsS (MCOBITAHHUS) C LEJIbI0 OICHKH
OMOJIOrMYECKOro  JCHCTBUS,  KIMHMYECKHE  HCHBITAHUS,  IKCIEPTH3Y
0e30macHOCTH, KadecTBa M 3(M(MEKTUBHOCTH MEOULMHCKUX HW3AETUH, uX
perucTpalmio, NIPpoU3BOACTBO (M3rOTOBIEHHUE), XpaHEHUE, TPAHCTIOPTHPOBKY,
peanuzaluio, MOHTaX, HalaKy, IpUMEHEHHe (IKCIUIYaTalHUIo), TEXHUUECKOEe
o0ciyKUBaHUE, PEMOHT U YTHIIH3ALIHIO;

«yBeOMJIeHHE 1O 0e30MacHOCTH MEOUIMHCKOTO  M3AC/IUs» —
cooOLIeHre, HaIpaBICHHOE IMPOU3BOAUTEIEM MEAUUMUHCKUX W3JCIUN WITH
ero  YNOJHOMOYEHHBIM  IpejacTaBuTeseM  cyObektam  oOparieHus
MEJUIMHCKOrO W3JIeJIdsl B CBSI3U C  KOPPEKTUPYIOIIUM JICHCTBHEM IIO

0€30TaCHOCTH METMIIUHCKOTO U3JIENHS;
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«YTIOJTHOMOYEHHBIH MpeJCTaBUTENb IIPOU3BOAUTENS — IOPUIUUECKOe
MO0 WIH  (QU3WYecKoe  JIMIO, 3aperucTpUpOBaHHOE B KauyecTBe
HHIHBHIYaTbHOTO npenpuHUMATEIS, SABJISIOLIHECS pe3uieHTaMu
rocynapctea —uinena  Coro3sa, YIIOJITHOMOYEHHBIE Ha  OCHOBaHUH
JIOBEPEHHOCTH TPOU3BOJUTENST MEJULUHCKUX H3AENUN TMPEICTaBIsITh €ro
HHTEPECHl U HECTU OTBETCTBEHHOCTH I10 BOIIPOCaM 00pallleHNs MEAULIMHCKHUX
m3nenuii B pamkax Coroza M HCIHOJHEHHS] 00S3aTENBHBIX TpeOOoBaHUM,
MpEbSIBISEMbIX K MEAUIIMHCKUM H3IEIUsIM.

6. [IpouzBoauTesib MEJULUHCKUX HU3IEIUN WIA €r0 YIIOJHOMOYEHHBIN
IOpeacTaBUTeNb  00s3aH  MNPEICTaBIATh B YINOJNHOMOYEHHBI  Opras
rocymapctBa — wieHa Coro3a, Ha TEPPUTOPHH KOTOPOTO IMPOU3OILIO
HeOaronpusaTHOe COObITHE (MHUMIEHT), OTYET O HeOJaronpusaTHOM
coObITHM (MHIUIEHTE) (mamee — oTueT 00 MHLUMIEHTE) W OTYET O
KOPPEKTHPYIOIIUX JAEHCTBUAX MO Oe30MacHOCTH MEAULMHCKOIO H3JesHs
(namee — OTYET O KOPPEKTHUPYIOIIUX JAEHCTBUSAX) MO (opMaMm COIIacHO
npunoxenusiM Ne 1 1 2 myTeM UX 3aMoJHEHHS Ha HH(POPMAIMOHHOM pecypce
YIOJHOMOYEHHOTO OpraHa rocygapcTa — wieHa Coro3a B MUH(OPMAI[HOHHO-
TeJIEKOMMYHHKAIIMOHHO#M ceTn «HTepHeTY (nanee — ceTs MuTepHer).

IlepBoHAYaMBHBEIA OTUET OO0 MHLMACHTE HAIPABISAETCS B CIEAYIOLIUE
CPOKH:

B Cllydae BO3HHUKHOBEHHSI CEpPbE3HOH  Yrpo3bl  3A0pPOBBIO  —
He3aMelIMTeIbHO (0e3 HeolpaBIaHHBIX 3a/epKeK), HO He IMOo3/Hee YeM
yepe3 2 KaJCHIAPHbBIX JIHS MOCNE TOTO, KaK MPOU3BOJUTENI0 MEIUIHHCKUX
U3JIeNIMH CTaJIO0 U3BECTHO O HAJIMUMHU YTPO3bI;

B cllydae CMEpPTH WJIH HEMpPeIBUIECHHOTO CEpPbe3HOro YyXyALIEHHs
COCTOSIHUS 310POBbSI I10JIL30BaTENs - He3aMeIJIUTENBHO
(Ge3 HeompaBJaHHBIX 3a7epxkeKk) I[Ocjae TOro, Kak IPOU3BOAUTEIND

MCAMIHMHCKHX HBI{GJ’[I/Iﬁ YCTAHOBHUII CBA3b MCIKIY INPUMCHCHHUEM
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MEJULIMHCKOTO U3JENHs U IPOU30LIeAINM COOBITHEM, HO HE TMO3/Hee YeM
yepe3 10 kaneHaapHBIX [HEH Tocie TOro, Kak MPpoOU3BOAUTENIO0 MeIUIIMHCKHX
U3JIeHH cTaao U3BECTHO O COOLITHH;

B IPOYMX Cllydasx — He3aMeJJIuTeNpHO (0e3 HeompaBIaHHBIX
3a7IepXKeK) Mociie TOro, Kak MNPOU3BOAUTENh MEAMIMHCKUX H3JeNIUui
YCTAQaHOBHWJI CBSI3b MEXKAY IpPUMEHEHHEM MEIUIMHCKOro W3AeNus U
IIPOU3OLIEIIINM COOBITHEM, HO He Mo3aHee YeM uepe3 30 kaneHaapHbIX JHek
Mocje TOro, Kak NPOU3BOJIUTEII0 MEAUIMHCKUX H3AETHH CTaao H3BECTHO
0 COOBITHH.

MenuiuHCKre OpraHu3aliy, OCYIIEeCTRISIONINE AesTeIbHOCTD B cepe
oOpamieHusT ~ MEOUUMHCKHX  M3eNui,  JOJDKHBI  HH()OPMHPOBATH
IPOU3BOAUTENST MEIMLMUHCKMX M3/eTMH WM ero  YIOJHOMOYEHHOTO
[PEJCTAaBUTEIS O HEeXeJaTeJbHBIX COOBITHSIX, KOTOpbIE HMEIOT IPHU3HAKH
HeOJIaronpusATHOro COOBITUS (MHIMACHTA), a TAKXKE MPEIOCTABISATE JOCTYII K
MEIAULMHCKUM M3JIEIHUSIM, C KOTOPBIMH MOTYT OBITH CBSI3aHBI yKa3aHHbBIE
COOBITHSI.

CoobuieHus 0 HeONaronpusiTHOM COOBITHH (MHIIUEHTE)
HAIPaBJSIIOTCS B YIIOJHOMOYEHHBIH opran rocygapcrsa — uneHa Corosa, Ha
TEPPUTOPUH  KOTOPOTO IPOMU3OLLIO  YKa3zaHHOe  COObITHE, JIFOOBIMH
CyOBeKTaMH  OOpallleHHs]  MEIMIIMHCKMX  M3JIeJMH, B TOM  YHCIE
OCYIIECTBIISAIOIIMMU WX MpUMEHeHHE (I0JIb30BaTENsIMU, OpraHu3alisIMH
3[[paBOOXpaHeHHUs1), B (opme H3BELIEHUS] O HeONarompusTHOM COOBITHH
(uHIMAeHTe) coriacHo npuioxkenuto Ne 3. M3BelieHue 3aroJiHsAETCs
MAlIMHOMUCHBIM WM PYKOIHUCHBIM  CIIOCOOOM HA  PYCCKOM  SI3BIKE
1 (M) rocyJapCTBEHHOM sI3bIKe rocyaaperpa — uieHa Corosa.

B M3BeIleHUH YKa3bIBaeTCsI JIOCTOBEpHAsI uHpopMaus,
[OJATBEPIKIaeMast COOTBETCTBYIOLIMMH  JJOKYMEHTaMH, KOMUHU KOTOPBIX

HpuiararoTcsa K U3BCUICHHUIO.



7. YnonmHOMOUeHHBIH  opraH  rocyaapcrBa—wieHa (Coroza, Ha
TEPPUTOPUH KOTOPOTO MPOU30ILI0 HEOJAronpusITHOE COObITHE (MHIIMIEHT),
perucTpupyeT TMOCTYNHUBIIMN TepBOHAYAIbHBIA OTYET OO0 HHIMJAEHTE,
UHPOPMUPYET  MPOM3BOAMTENS  MEIUUMHCKUX  H3JSIMA WM ero
YIOJITHOMOYEHHOI'O [PEJACTABUTENS] O IIOJYyYEHUHM YKA3aHHOTO OT4YeTa Hu
COrJIacOBBIBAET C HHM CPOKM TIPEJCTABJICHHS] TOCIEAYIOUIErO  WJIH
3aKJIOUMTENIBHOTO OTuUeTa 00 HHIMACHTE, & TaK)Xe CPOKH Mpe/CTaBIEHHUS
EPBOHAYAJIBHOTO, MOCJIEYOLIETr0 (npu HEOOXOJUMOCTH) U
3aKITFOUMTENIBHOTO OTYETOB O KOPPEKTUPYIOIIUX JeHCTBHUSIX.

[IpouzBoguTens MEAMIIMHCKUX H3AEIMH WIM €ro YMOJHOMOYEHHBIH
Mpe/CTaBUTENIb  BIPABE BBHINOJHUTH KOPPEKTUPYIOIIHE ACHCTBHS  JI0
HampaBJeHUs YIOJHOMOUYEHHOMY OpraHy rocynapctsa —wieHa Corosa, Ha
TEPPUTOPUH KOTOPOTO MPOU30IUIO HEOIAronpusTHOe coObITHE (MHIMACHT),
MEPBOHAYAIBHOTO OTYETa O KOPPEKTHUPYIOIIMX AEHCTBHUSX B SKCTPEHHBIX
Cllydasix 3allUThl MOJIb30BaTENeH WM TPETBUX JIUL OT YIPO3bl CMEPTH WIU
CEepPbE3HOI'0  YXYALICHWS  COCTOSIHUS — 340poBbsi. B asrtom  ciyuae
MepBOHAYAIBHBIA OTYET O KOPPEKTUPYIOUIUX JEHCTBUSX MOJKEH OBITh
HampaBfieH B YIOJHOMOYEHHBIM opraH rocyaapcrBa—uieHa Coroza He
nmo3jHee 4YeM Yepe3 2 KaJlleHJapHBIX JIHS [OCJA€  BBIMNOJTHEHHS
MPOU3BOJUTENEM MEIULUUHCKUX U3JeIUi WM ero YIoJHOMOYEHHBIM
IpeJACTaBUTEIEM KOPPEKTUPYIOLIUX JACHCTBUM.

8. B ciiydae oTcyTCTBUS Y HPOU3BOAUTEIISI MEAULIMHCKUX U3ACIUN HITN
€ro  YNOJHOMOYECHHOTO  MPEACTABUTENSI  BO3MOXKHOCTH  HPOBEHACHUS
paccre0BaHus IPOU30IIE/IIero HehIaronpusTHOr0 coObITHS (MHIMACHTA)
OH JoJiKeH 0e3 MpoMeJIeHHs YBEJIOMHUTL 00 3TOM YIOJHOMOYCHHBIA OpraH
rocyaapcrBa —ujieHa (Coro3a, Ha TEPPUTOPUM  KOTOPOTO  IPOU3OIILIO0

yKa3zaHHOe COOBITHE (MHITUIEHT).
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9. IlpousBoguresib MEAUUMHCKUX U3LEIUNA WM €ro YIOJHOMOYEHHbIH
IpeNCTaBUTENb  BIpaBe OOpaTUTBCS B YIOJHOMOYEHHBIM  OpraH
rocygapctBa —uneHa Coro3a, Ha TEPpPUTOPHUH KOTOPOTO  IPOU3OIILIO
HeOnaronpusiTHoe coObITHE (MHLMICHT), 3a COJAEHCTBHEM B OCYIIIECTBIICHUH
JIOCTyNa K MEIMLIMHCKOMY H3/EJIHIO JUISl ONPee/IeHUs] CBSI3U MEAUIIUHCKOTO
U3JIeNHsl C HEXeIaTelbHBIM COOBITUEM M COOTBETCTBHUS HEXKeNIaTesIbHOI'o
COOBITHSL ~ KpUTEpUSIM  HEeONArompusiTHOrO  COOBITHS  (MHUMIEHTa) B
MaKCHMalIbHO KOPOTKHE CPOKH.

10. B cnydae ecnu B mpoliecce pacclieJoBaHHsT HeONIaromnpUsSTHOrO
COOBITHSl  (MHIIMIEHTA) 3aJeiCTBOBAaHBI  HECKOJBKO  MPOH3BOIUTEIICH
MEIULAHCKUX U3[eIuli, YIOJIHOMOYEHHBIH oOpraH rocyaapcrsa — 4iieHa
Coro3a 10JIKEeH OCYLIECTBRIISATh KOOPAUHALIUIO UX JACHCTBUIA.

11. YnonHoMmoueHHbIH  opraH  rocyaapctBa —uieHa Coro3a, Ha
TEPPUTOPUU KOTOPOTO IPOU3OILI0 HeOJaronpusTHoe coObITHE (MHLIUIEHT),
He mno3nHee 30 pabouux JHeH €O JHS TOJYYEHHSI OT MPOU3BOIAHTENS
MEIUIIMHCKUX HU3A€JMA WM €ro YNOJHOMOYEHHOIO IIPeACTaBHTEIs
3aKJIFOYUTEBHOTO OTYeTa 00 WHUMJIEHTe, 3aKIIYHTEIFHOTO OTYeTa o
KOPPEKTHPYIOUNX AEHCTBUAX MOKEH MPOUH(POPMUPOBATEH MPOU3BOIUTEIS
MEIULIUHCKUX H3JEJHA WM €ro YNOJHOMOYEHHOTO MPEICTaBUTeIs |
YIOJIHOMOYEHHBIE OpraHbl JIPYTUX TocyaapcTs — wieHoB Coroza 00 HrTOrax
paccMOTpeHUs yKa3aHHBIX OTYETOB.

NudopmupoBanre yNoJHOMOUEHHBIX OPraHoB TOCYAapCTB — YJIEHOB
Coro3a ocCyllecTBsIeTCSl MOCPECTBOM HCMOIb30BaHUS HH()OPMAIIMOHHOK
cucteMbl Coro3a B chepe obpaliieHuss METUIIMHCKUX U3JIeTUH.

12.Tlo pe3ynpTaraM KOPPEKTHPYIOUIMX JEeHCTBUUA M0 0€30MacHOCTH
MEIHUI[MHCKOTO H3/e/Hs TMPOU3BOUTEb MEIUIIHHCKUX H3IeTUH HIH €ro

YI'[OJ‘[HOMOLIGHHBH\;{ IPEACTABHUTCIIb 00s13aH BBIITYCTHTE  YBCIAOMJICHHE
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no 0Oe30macHOCTH  MEAMLMHCKOTO u3Aenus 1o  (GopMe  COIVIacHO
npui1oKeHuro No 4 1 JoBECTH ero A0 MoJib30BaTesei.

13. Oryersl 00 UHUMIAEHTE, OTYETHI O KOPPEKTUPYIOUIUX JEHCTBHAX U
yBEIOMJIEHHE M0 0e30MacHOCTH MEIUIIMHCKOTO M3ENUs pPa3MEIIaroTCs
YIOJHOMOYEHHBIM OpraHoM rocyzaapcTBa —wiena (Coro3a, Ha TEPPUTOPUH
KOTOPOr0o MPOU30ILIO0 HeOJaronpusTHoOe COObITHE (MHUUACHT), B €IUHOH
HH(POPMALIMOHHON 0a3ze HaHHBIX MOHMTOPHHra Oe30MacHOCTH, KauecTBa H
3G ()EKTUBHOCTH MEIUITHHCKHIX H3ISTHH.

14.B orHoumleHMH HEOMarompHUsTHBIX COOBITHH  (MHIUJEHTOB),
CBSI3aHHBIX € 3apErUCTPUPOBAHHBIMU Ha TeppuTopun Coro3a MeTMIIMHCKUMHI
U3JIeUAMHA U MPOU3OLICIUINX B FOCYJapcTBaX, HE SIBISIOIIMXCS uleHaMHU
Coro3a, mpou3BoAUTENb MEAUIIMHCKUX H3/IENUM WIM €ro YIMOJHOMOYEHHbIH
NpeACTaBUTENb JO/DKEH HaIpaBisTh YBEIOMJICHHS TO 0e30MacHOCTH
MEAMLMHCKUX  HM3JeIMH B YNOJIHOMOYEHHBIH opraH pedepeHTHOro
rocyaapcraa.

YIOIIHOMOUYEHHBIM opran pedepeHTHOro TrocyJapcTBa pasmeliaer
MOCTYNUBIIEE YBEJOMIEHHE 110 OE€30MacCHOCTH MEAUIIMHCKOrO H3JeNus B
enuHod wuHpOpMALMOHHONW 0asze JaHHBIX MOHUTOpPHUHTA O€30MMacHOCTH,
KadecTBa M 3PHEKTUBHOCTU MEAUILIMHCKUX U3JICITHH.

15. Ortyersl 00 MHIMJEHTaX MOIYT HE INPEACTABIATLECS B
YIOJJHOMOYEHHBIHM OpraH rocyaapcrsa — uieHa Corosa:

a) M0  KaxJOMy  OTAEJbHOMY  HEOJarompusTHOMY  COOBITHIO
(MHIMAEHTY) M3 TEeX, YTO OIHCAaHBI B YBEIOMJICHHSX IO OC30MacHOCTH
MEJMIIMHCKOTO  W3JIelIMsl W TIPOM3OILIM  IIOCNIE  PacciieoBaHUs
HeOJIaronpHusITHBIX COOBITHI (MHIMICHTOB) M PACCBUIKU IPOU3BOAUTEIIEM
MEIUIMHCKUX MU3AEJIMH WM €ro YIOJHOMOYEHHBIM MPEACTaBUTENIEM TaKUX
YBEIOMIICHUM W IPOBEACHHUS KOPPEKTUPYIOIIUX JelcTBuil. BMecTo 3Toro

MMPpOU3BOAHUTEIIL MCHUIHMHCKHX HS,HGHI/Iﬁ U €ro }/HOHHOMOquHb]ﬁ
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NpeACTaBUTEb  MOJXET COIJacoBaTh €  YIOJIHOMOYEHHBIM  OpraHom
rocyaapcersa — uieHa Coro3a BO3MOXXHOCTh MEPHOJUYECKOTrO MpeACcTaBIeHUS
CBOJIHBIX ~ OTUETOB IO  YKa3aHHBIM  HeONarompusTHBIM  COOBITHSIM
(MHLIMIEeHTaM), a TaKk)Ke UX cofiep)KaHKe U CPOKH MPeJICTaBICHHUS,

6) Mo  KaXAOMy  OTHAEJIBHOMY  HeOJIAarONpHUSTHOMY  COOBITHIO
(MHUMIOEHTY) M3 4YMClIa 4YacTO MPOMCXOJAUIMX U 3aJ0KYMEHTHPOBaHHBIX
HeOIaronpusTHbIX COOBITUH (MHIUAEHTOB) (0003HAUYEHHBIX B KayeCTBE
TaKOBbIX B aHaJIM3€ PUCKOB, CBI3AHHBIX C MEAMIUHCKHM HW3JE/IHUEeM, O
KOTOPBIX Y€ OBLIM INpPEACTABIEHBl OTYETHl, MPOAHAIU3HPOBAHHEIE
NPOU3BOAUTENEM MEIULMHCKMX U3AIMH WIM €ro YMNoJHOMOYEHHBIM
NpeCTaBUTENEM U YIIOJITHOMOUYEHHBIM OpraHoM). BmecTo aToro momyckaercs
IIPEACTABIIATE NEpUOANYECKHe cBOJAHble oT4yeThl. Coaep:kaHue M CpPOKHU
NPEACTABICHUSI TEPHOJUYECKUX CBOAHBIX OTYETOB JIOJDKHBI  OBITH
COIJIACOBAHBI C YIOJHOMOYEHHBIM OpraHoM rocyapctea — uiena Coro3sa;

B) 0 HeOMaronpusTHbIX COOBITHSX (MHUMACHTAaX), CBSI3aHHBIX C
OUEBUJIHBIMH JlePeKTaMHd MEIUIUHCKUX M3ACNIMH, KOTOPhIE MOIh30BATEND
BCerJa MOXeT BBISIBUTH HEIOCPEICTBEHHO IIepel] HCIOJIb30BaHUEM
MEJIUITMHCKOTO U3/IeNHS;

r) 0 HeOJaronpusTHBIX COOBITHSX (MHIMJIEHTax), He MPUBEAIINX K
CEepLe3HOMY  YXY/ILIEHUIO COCTOSHUS 30pPOBbS WM CMEPTH H3-3a
0cOOCHHOCTEH KOHCTPYKLMM, 3alIMIIAIOIICH OT BO3HUKHOBEHHUS YIPO3BI
BCJIEJICTBUE HEUCIIPABHOCTU MEAUIIMHCKOTO U31e/IHUs;

1) 00 OXUAAeMBIX W TPEABUAUMBIX HEOJIATOMPUITHBIX COOBITHSX
(MHUMJIEHTaX), YIOBJIETBOPSIOLIUX OJHOBPEMEHHO BCEM IEPEUHCICHHBIM
HUKE KPUTEPUSIM:

HeOnaronpusTHele COOBITHS (MHLMJIEHTBI) YeTKO O003HaYeHHI B
CONPOBOAUTENBLHON MHPOPMAUMH (JOKYMEHTAalUMH) Ha MEJULMHCKOE

H3JICJIHIC,
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HeOJaronpusiTHple CcOOBITHS (MHUUAEHTBI) XOpOINO M3BECTHHI B
KJIMHAYECKOM IIpakTHKe, HMX MOXKHO KayeCTBEHHO M KOJIMYECTBEHHO
npeayragaTh B Ciydae, €cClM MEIULUHCKOe MW3JelIue HCIOAb3YeTCs H
(P)yHKLIHOHUPYET B COOTBETCTBUH CO CBOMM Ha3HAUCHHEM;

HeOIaronpusTHele COOBITUS (MHLUUASHTHI) 33JOKYMEHTHPOBAHbI B
TEXHUYECKOW TOKYMEHTAIMU Ha MEIUIMHCKOE H3[eJIHe C COOTBETCTBYIOIIEMH
OLICHKOH PUCKOB, IIPOBEJIEHHON J0 TOTO, KaK IPOU30ILIO0 HeOIaronpusITHOE
coOpITHE (MHIIUJICHT);

HeONMaronpusaTHble COOBITHS (MHIMISHTH) KIMHUYECKH JOIYCTHMBI C
TOYKH 3PEHHS IMOJb3bl MEIULMHCKOTO M3AEJMS I KaXJIOro OTAEJIBHOTO
MalUeHTa;

€) €CJId PUCK CMEPTH WJIH CEPbe3HOTO YXY/IIIEHHUS COCTOSHUS 30POBbS
OBLI MPOAHATU3UPOBAH U MPU3HAH HUUYTOXKHO MajbIM, €CJIH HH CMEpPTH, HU
CEPbE3HOr0  YXYALICHHUS 3/10pOBbs HE TMPOU30NLUI0, W PUCK OBLI
OXapaKTepHU30BaH M 3aJ0KyMEHTHPOBAH KaK JOMYCTUMBIH B oTudere 00
aHaJIM3€ PUCKOB, MPEACTABISIEMOM B COCTABE PETHCTPALMOHHOIO JOChE IMPH
perucTpalvi MeJIMITUHCKOTO U3/,

16. IlpousBoauTe/ib MEAUUMHCKUX U3JIEIIUN WK €ro YIoJIHOMOYEHHBIH
IpeCTaBUTENE JODKEH cOO0IIaTh B YIIOJIHOMOYEHHBIM OpraH rocy/iapcrea —
unena Coroza 00 omubKax, JOMYIIEHHBIX ITPH UCIOJIB30BAHUN MEIULIHHCKUX
M3JIeUi, KOTOphIE TMpPUBEIM K CMEPTH HIH CEPhE3HOMY YXYAIICHHIO
COCTOSIHMSI 3/TOPOBbSI TTOJIH30BATEIS.

17.1lpy nonydyeHUHM OT YINOJTHOMOYEHHOI'O OpraHa rocyjaapcrsa —
yineHa Coroza cooOIlEHUH O HEKeIaTeNbHBIX COOBITHSIX IPOU3BOIAMTEID
MEJUIIMHCKUX H3/IeJIUI MM ero yNoJHOMOYEHHBIH NpeaAcTaBUTENb JOJDKEH
MPOBEPUTH MOJIYYEHHYI0 HMH(QOpPMAIMIO Ha COOTBETCTBHE KPUTEPHUSIM
HeOIaronpUsiTHOroO CoObITUS (MHUKUAEHTA) U HANIPABUThL B YIOJHOMOUCHHBIN

opraH rocyjaapcTtsa — 4JICHa COI-OSEI, Ha TEPPUTOPHH KOTOPOI'O ITPOH3OIILIO
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HeXeJlaTesIbHOe CcoObITHE, OTYeThl 00 HHUUJEHTE U KOPPEKTHPYIOMIHX
NEeHCTBUAX.

B ciyugae eciiu 110 OLieHKE TPOU3BOUTENS MEULIMHCKUX HU3ACIHH WIN
€ro YNOJHOMOYEHHOr0 TIPENCTABUTENS HeXelaTrelbHoe COOBITHE He
YAOBIETBOPSIET KPUTEPHUSAM HEOJIAronpusTHOro coObITHS (MHUUICHTA),
[IPOU3BOAUTENIL MEAULIMHCKUX M3JACIHM WIM €ro yHnoJIHOMOYEHHBIH
peACTaBUTENb  JOJDKEH  IPEACTAaBUTh  YINOJHOMOYEHHOMY  OpraHy
rocygapctBa —uineHa (Coroza, Ha TEeppUTOPUU  KOTOPOro  MPOHU3OLLIO0
HEXKeNaTeNnbHOe cOOBITHe, 000CHOBaHWE TOrO, YTO YKa3aHHOE COOBITHE He
SBJISIETCS HEOJIaronpusITHBIM COObITHEM (MHLIUACHTOM).

18. VBegomiieHHe 1o  O€30MacHOCTH  MEIMIMHCKOIO  HM3JIEIIUA
HaMpaBJIsIeTCs.  MPOM3BOJUTENEM  MEIMLMHCKUX  H3NETUH WM ero
YMOJHOMOYEHHBIM TMpeJCTAaBUTENEM C MCIOJIb30BaHUEM HH(MOPMAIHOHHO-
TEJIeKOMMYHHUKALMOHHBIX CPEJICTB CBS3H, 0OECTIEUHBAIOIIHX €r0 IMOJIyYeHHe
3aMHTEPECOBAHHBIMHI OPTaHU3ALUSIMY C [IOATBEPKICHUEM 10Ty YEHUSL.

19. lng MeOuIUHCKUX HU3AeNUid Kiacca MOTEHIHAIBHOIO pHCKa
NpUMEHEHUss 3, a TakkKe UMIUIAaHTHPYEeMBIX B OpraHuU3M 4eJIoBeKa
MEAMLMHCKUX M3C/UMH Kilacca MNOTEHLHATBHOTO puUcKa MpuMeHeHus 20,
POU3BOJUTEIL MEJULUMHCKHX M3JEIMMH WM €ro  YrNnoJHOMOYEHHBIH
npecTaBuTellb 00s3aH MPOBOJUTL MOCTPErUCTPALMOHHBIM KIMHHUYECKUH
MOHUTOPHUHT ©Oe30macHOCTH U 3(PPEKTUBHOCTH MEAUIUHCKAX H3eJIUl
(manee — MOCTPEruCTPAIMOHHBIM KIMHUYECKUM MOHUTOPHUHT) H €XKEroaHo,
B T€YeHHUE 3 JIET, IPEACTABIIATE B YIIOJIHOMOYEHHBIH OpraH ped)epeHTHOTO
rocyJlapcTea  OTYETBl IO  MOCTPErHCTPALlMOHHOMY  KIIMHUYECKOMY
MOHHUTOPUHTY.

IlepBoHaUa/IbHBIN, IOCHEAYIOWIUN M 3aKIIOYUTEIILHBIA OTYETHl O
MOCTPEruCTPAIMOHHOM  KJIMHMYECKOM  MOHMTOPHHIE  MPeACTaBIAIOTCS

IMPOU3BOJUTEIIEM MEINUIIMHCKHX M3JIeIUH MM €T0 YIIOJIHOMOYCHHEBIM
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MpeJICTaBUTENIeM B YIOJHOMOYEHHBIH opraH pedepeHTHOro rocy1apcrBa He
no3aHee | ¢eBpansi, HauYMHAsE C roja, CJIEAYIOLIEro 3a roJOM IOJTYYeHHS
PErUCTPALIMOHHOTO Y/1I0CTOBEPEHHSI.

20. ITocTperucTpalluOHHBIH KIMHUYECKHH MOHUTOPUHI' MPOBOJUTCS B
COOTBETCTBUM C TIUIAHOM, BKJIIOUYEHHBIM B OTYET O KIMHHUYECKOM
JoKa3aTenbCTBe 3P(HEKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOrO H3/eNHs,
IpPEICTABISIEMBId MPOU3BOJUTENIEM MEOUIMHCKOTO M3E/IUs WIH  ero
YHOJHOMOUYEHHBIM MPEJCTABUTENEM B COCTaBE PErMCTPALIMOHHOTO A0ChE TPH
PErucTpaluy MEJULMHCKOTO U3/IEHSL.

21.I1nanH mocTperucTpaMoOHHOr0 KIIMHUYECKOTO MOHUTOPUHTA JOIKEH
COJePKaTh:

a) L/ U 33/1a44 MOCTPErucTPalMOHHOIO KIIMHUYECKOTO0 MOHUTOPHHTA
C YYeTOM  HMEIOLIMXCS  KJIMHUYECKUX  JIaHHBIX, CHeUU(UUECKUX
ocobenHocTell ¥ PaKTOPOB PUCKA, CBA3AHHBIX C MEJIULUHCKUM U3/EIIUEM;

6) cxeMy MOCTPEerucTPalMOHHOrO KIMHHYECKOIO MOHUTOPUHIA, B TOM
yuciie 000CHOBaHME METOJOB (CmOcOOOB) MOMyYEHHs] U CTATUCTHYECKOTO
aHa/M3a KIMHUYECKHUX JaHHBIX, BbIOOpa HCCIeAyeMOH  IMOMyJIsIUH,
KpUTEpUEB BKIIOYEHHS] (MCKIIOYEHHS])) M MHHHUMAJIbHOIO KOJIMYEeCTBa
CyOBEKTOB B TPYIIE HCCIEJOBAaHUS M, T/le¢ TMPUMEHHUMO, HEOOXOIUMOCTh
BKJIFOUEHHS B UCCIIeIOBAHUE I'PYIII CPABHEHUSI.

22.OTyeTsl O MOCTPErHCTPALMOHHOM KIMHUYECKOM MOHHUTOPUHIE
Oe3omacHocT U A(DPEKTHBHOCTH MEAMLMHCKUX H3Aeluid 1o  Qopme
corjacHo npuioxenuto Ne 5 mpeacTraBasitoTCs  MPOM3BOIUTENIEM
MEIMLIMHCKUX M3eNIUH MM ero YIOJHOMOYEHHBIM I[pe/ICTaBUTeNIeM B
YIIOJIHOMOYEHHBII opraH pedepeHTHOTr0 Trocy/lapcTBa ¢ HCIOJIb30BaHHEM
MH(GOPMAIIMOHHOTO pecypca  YIOJHOMOUEHHOTO opraHa pedepeHTHOro

rocylapcTsa B CETH HHTepHeT.
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23. YIoJHOMOYEHHBIH OpraH peQepeHTHOro TocyaapcTBa BIIpaBe
MpPUBJEYbL  OSKCIEPTHYK)  OpPraHW3aluio Ui aHajii3a  OTUeTOB O
MOCTPETMCTPAIIMOHHOM  KJIMHMYECKOM MoOHHTOpuHre. Ha ocHoBaHuu
SKCIIEPTHOrO  3aK/IIOYEHHMsS]  YIOJHOMOYEHHBIH oOpraH  pedepeHTHOTO
rocyJapcTBa BIpaBe TPUHATH peIIeHHe O HEeOOXOAMMOCTH TpPOBEACHHS
MPOU3BOAUTEIEM MEUIIMHCKIX U3AETNI KOPPEKTUPYIOIIUX IeHCTBHIHA.

24. OTyeTsl O MOCTPErHCTPALUOHHOM KIMHUYECKOM MOHHUTOPHUHIE
HAIpaBJISIFOTCS] YIOJIHOMOYEHHBIM OpraHoM pe(epeHTHOro rocyaapcrsa Ha
AKCIIEPTHU3Y B IKCIIEPTHYIO OpraHu3aIlmio.

25. DkcniepTHas opraHuzanus He nosaHee 20 paOouyux AHeH co AHsA
MOJIyYeHHUsI OTYeTa O TOCTPETrUCTPALUOHHOM KIMHHYECKOM MOHMTOPHHIE
HampapjsieT B YHNOJHOMOYEHHBIH opraH pedepeHTHOro rocyaapcTBa
3aKJIIOUEHUE 0 BO3MOXKHOCTH (HEeBO3MOIXKHOCTH) 3aBEpLICHUS
MOCTPErUCTPAIIHOHHOTO KIIMHUYECKOTO MOHUTOPUHTA.

26. Ha ocHOBaHHH 3KCIEPTHOrO 3aKJIFOUEHHUs YITOJTHOMOYEHHBIH OpraH
pedepeHTHOTO rocyIapcTBa MPUHUMAET OJIHO U3 CIAEAYIOIINX pelIeHUH:

a) o 3aBePIICHUH MOCTPETUCTPALIHOHHOTO KJITMHUYECKOTO
MOHUTOPUHIA;

0) 0 TIPOJUIEHUH TIOCTPETrUCTPALMOHHOTO KIMHUUYECKOr0 MOHUTOPHHTA
C yKa3aHMEM JIOTOJHMUTEIIBHOTO CpOKa, €CJIM IMOJIyUYEeHHBIX JaHHBIX He
JIOCTaTOYHO JJIs1  TOATBEpIKICHHUs Oe30macHOCTH M 3P(PEKTUBHOCTH
MEIMIIMHCKOIO M3AeNUs WM ITPOM3BOAMTENb MEIUIMHCKUX H3JeIHH He
IpeANPHHSIT HEOOXOAMMBIX KOPPEKTUPYHOIIMX JeHCTBUI Ha OCHOBaHHH
MOJIYYEHHBIX TaHHBIX;

B) O NMPHOCTAHOBICHHH MCHCTBHUS PErHCTPAIMOHHOIO YA0CTOBEPEHHS
MEIMIMHCKOTO  HM3AENUS W [POJJIEHUH  TOCTPErHCTPallMOHHOTO

KIIMHUYECKOI'O MOHHUTOPHUHI'A C YKA3aHUEM JOIIOJIHUTCIIbHOT'O CPOKa,;
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r)o6 ormeHe (OT3bIBe, AHHYJHUPOBAHUHU)  PETHCTPAIHOHHOTO
YIOCTOBEPEHHS U MPU HEOOXOAUMOCTH UZBITUU MEIUIUHCKOTO W3JIETHS U3
obOpalleHusl.

27. Yo/JHOMOYEHHBIH opraH pedepeHTHOro rocyaapcTBa He IMO3Hee
10 paGoumnx qHed co MOHS NMPHHATHS UM B COOTBETCTBHUU C IIYHKTOM 26
Hacrosiiiux IlpaBun pemeHuss JAoKeH NPOMHOOPMHPOBATE O HEM
MIPOU3BOAUTENS MEAUIIMHCKUX U3ICTUH.

28. B ciyvae ecny NMPOU3BOAWTENIO MEIUIIMHCKUX H3OEIUN WA ero
YIOJHOMOUYEHHOMY IIPEICTABUTENIO CTAJI0 HU3BECTHO O HEOJIaronpusiTHOM
COOBITHH (MHLUAEHTE), HO OH He COOOILINIT O HEM B YIOJIHOMOYEHHBIH OpraH
rocynapctBa —wieHa (Coro3a, Ha TEPPUTOPUH KOTOPOTO  TPOU3OIILIO
HeOmaronpusitHoe  coObITHe  (MHUUAEHT), WAM  HApPYUIMI  CPOKH,
YCTAHOBJIEHHBIE JUIsl COOOIIEHUs, TO yKa3aHHBIH YMOJHOMOYEHHEIH OpraH
BIIpaBe IMPUOCTAHOBUTH JCHCTBHE BBIJIAHHOIO WM PETUCTPAIIMOHHOTO
YIOCTOBEPEHMS] MEIMIIMHCKOTO H3JeJHsl M TPOBECTH COOCTBEHHOE
paccienoBaHHe  HeOJIarompusTHOTO  COOBITHS  (MHIHAeHTA)  J1HOO
NPUOCTAHOBUTh WMJIM 3alpeTHTh NPUMEHEHHWE MEJMIIMHCKOTO H3JIeNds Ha
TEPPUTOPHU CBOETO rOCyAapCTBa.

29.B caydae eciau NPOU3BOAUTENb MEOUIIMHCKUX H3ACIIHA WU €ro
YIIOJTHOMOYEHHBIN MIPEeJICTaBUTE/b HE NPEACTaBUII B YIIOJJHOMOUEHHBIH OpraH
rocysnapctBa —wieHa (Coro3a, Ha TEPPUTOPHH KOTOPOTO  IIPOH3OIIO
HeOJIaronpusiTHOE coOBITHE (MHITUIEHT), MOCJIe YOI H VITH
3aKJIFOUUTENBHBIH 0TYeT 00 HHIMIEHTE, TO YKa3aHHBIH YITOJTHOMOYECHHBIH
OpraH TMocje YBeJIOMJICHHUS MPOU3BOUTENST MEAUITUHCKUX M3ICIIUH HIIK €ro
YIOJTHOMOYEHHOTO0  MpeJACTaBUTENs] O JIaHHOM  HapyIlIeHHH  BIIPABE
IPUOCTAHOBUTH nefcTBUe BBIJTAHHOTO M pPEerucTpaluoOHHOIO
YAOCTOBEPEHUs] MEAUIMHCKOTO M3ICIMSI WM MPHUHATH pellleHHe O Hayvase

OpOoUCAYPHBI IO €I'0 OTMCHE (aHHyHHpOBaHI/II-O, OTSBIBy) HE paHEC UeM HCpE3
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30 pabouux pAHed coO JOHS HANpPaBICHUS MPOUZBOAUTENIO MEIUIUHCKUX
M3JENTUA WK ero YHNOJHOMOYEHHOMY IpPEeJCTABUTENI0 COOTBETCTBYIOIIETO
yYBEIOMJICHHsSI JUOO TPUOCTAHOBUTH WJIM  3alPEeTHTh TNPUMEHEHHUE
MEJIMLUHCKOTO U3/IeNIus Ha TEPPUTOPUHU CBOETO rOCy1apcTBa.

30. B ciydae ecnu mpoW3BOAMTEb MEIMLIMHCKOIO H3JEIHS WA €ro
YIOJTHOMOYEHHBIH MPeICTaBUTEIIb HE MPEeACTaBHII B YIIOJTHOMOYEHHBIH OpraH
pedepeHTHOro  rocyaapcTBa  INepBOHAYAIbHBIM, TMOCIACAYIOUIMH MU
3aKJIIOYUTENBHBIH ~ OTYET O  IOCTPETMCTPALMOHHOM  KIIHHUYECKOM
MOHUTOPHUHTE, YKa3aHHBIM YIOJHOMOYEHHBIH OpraH IOCJie YBEIOMIICHHS
NPOU3BOJMUTENST MEAMIMHCKOrO W3HeNUs WIH €ro ynoJHOMOYEHHOIO
NpeJCTaBUTENsl O JAHHOM HApyLIEHHH BIIpaBe IMPHUOCTAHOBUTH JEHCTBHE
PETHUCTPALIMOHHOTO Y/IOCTOBEPEHHS] MEQUIIMHCKOTO W3JENUSl WIH IPUHSATH
pelleHre 0 Hayasie IPOLEeAypHl 10 ero OTMeHe (aHHYJIMPOBAHUIO, OT3BIBY) He
panee yem uepe3 30 pabouux JHEH cO JHS HANPaABJICHUS MPOU3BOAUTEIIO

MEJIMIIMHCKUX H3JCJIMH HJIM €ro Yo HOMY IIPECACTaBHTECIIIO

COOTBCTCTBYHOIICTO YBEAOMIICHHA.




ITPUJTOXXEHHUE Ne 1

k IIpaBuiiaMm npoBeeHUsI MOHUTOPHHTA
Oe3omacHOCTH, KauecTBa U 3P PEeKTUBHOCTH
MEIUITUHCKUX U3AeSTni

OPOPMA
0T4YeTa 0 HeDJIATrONPUATHOM COOBITHH (MHUHAEHTE)

1. AnvuHHCTpaTHBHAS HH(OPMAITHA

% 12
VIoHOMOYeHHBIH opraf’ > Mecto nst oTveTKH

YIIOJTHOMOYEHHOT 0 OpraHa
(Bxomsimas jara,
PETUCTPAIMOHHBIR HOMED)

1,2
AJIpEc yIoTHOMOYEHHOTO opraHa' ™

123
Tun oruera ;

U] IMepBonayaabHbIl OTYET
[ IMocnemyrommmit oTueT
(] 3akmrounTeNBHEI OTYET

1,2,3
JlaTta oTuera ™

PerucrpanioHHbli  HOMep HeONArompusaTHOro COOBITHS (MHIHIACHTA) (IIPHCBAHBACTCS
123
IIPOH3BOIHTENIEM) 2

Perucrpanmonusiii Homep HeOmaronpusitTHoro coObITHS (MHUMAEHTA) (IpHCBAHBAaCTCA
YIIOJIHOMOYEHHBIM OpFaHOM)Z’

IIpencrapnsier HeOmarompusTHOe cOOLITHE (MHLIKICHT) CEPLE3HYIO YIPO3y OOLIECTBEHHOMY
3110p013£,}0?1’2’3

0 Ta

L1 Her

1,2
KnaccuuKars HHIHIeHTa " ;

[ Cmepts
L] HenpeBueHHOE Cephe3HOe YXY/UTEHHE COCTOSIHHSI 3/I0POBbS

Ul Jlpyrue kpuTepHn

Hpyrue ynoaHoMoueHHBIC OPTalbl, B KOTOpBIE OBLT HANIPABIIEH OTUET

2. JlaHHbIE O JIMIIE, TOAAOLIEM OTUYET

1,2
CTaryc i, TOAAIONMEro OT4eT

U1 Ipoussoaurens
0] YnonroMoueHHEIH peacTaBUTEND




3. JlaHHBIE O IPOU3BOIUTENIE

1,2.3
HaumeHoBaHue I[TPOU3BOOUTEIIA

12
DaMHIIHs, HMS, OTYECTBO (IIPH HAIMYHE) KOHTAKTHOTO JIHIE ™"

1,2
Anpec” 2
12 123

Hugexc' >’ ['opon ™
Teﬂe¢)0H1’2’3 Qaxc (ipu Ha.HPI‘{I/II/I)l’z’}

" 12
E-mail"*? Crpana' ™’
4. JlaHHbBIE YIIOJTHOMOYEHHOTO MpeICTaBuTeNs (IPH HATUYHH )

1,2
HanMeHOBaHHE YIOIHOMOYEHHOTO TIPSCTABUTES "
I3,
@amuiius, UMsl, 0OTYECTBO (TIIpU HAIMYHH) KOHTAKTHOTO JIHIA ?
1,2
Anpec” o
1,23
Wunexc ™ I‘opo;[l’z’3
1,23 123

Tenedon daxkc (IIpH HATMYHH )
E-mail'*? Crpana'*?
5. JlaHHBIE O MEIUITHHCKOM H3ICTHH
KJTace MOTeHIMAIBHOrO PHCKa TIPHMEHEHHS MEHIMHCKOTO H3Ieus
13
126
[]2a
01

KO,I[ BHIa MCOHITHHCKOI'O H3CIIH B COOTBECTCTBHH C HOMEHKH&T}’pOﬁ MECIHITHHCKHX H3ﬂeJ’[HI>i,

HpI/IMEHHCMOﬁ B EBpaBI/II‘:ICKOM OKOHOMHHYECKOM COIOBEBZ’3

VuuKansHeI Ko MemmuHckoro maemus (Unique device identifier (UDI) (tpwr Hasmmawu)™

HaumMeHoBaHHEe METHITMHCKOTO HBH@HHH1‘2’3
2,3 % 23
Mopnens (eciii NPHUMEHUMO) Katanosxuelit HoMep (eciu npuMeHnMo)™
" s 2 o 3
CepuiiHbIi HOMED (€CIH IPUMEHHMO) . Homep naptuu (cepun) (eciu HpI’IMeHHMO)z’J

23
Bepcus nporpamMHoro obecrnedeHus (eCiau IpHEMEHHMO) ™

2,3

JlaTa BeITyCcKa™ JlaTa OKOHYaHHs CpOKa FOIHOCTH (eciu

23
MIPUMECHHUMO )

JlaTa uMIIaHTaluMy (TOJIBKO JIS Jlara sKcranTauy (ToJIbKO IS
2
HMI‘IJ’IaHTaTOB)2’3 HMILIAHTATOB)

JImuTensHOCTE  MMILIAHTALIMKM  (3al0JHSIETCSl B cllydae, €CJIM M3BECTHA ToYHas Jara
2,3
UMILTAHTALHH WIIK Havalla DKCILTyaTaluy) ™




[IpyHamnexHocTd M (WJIM) COBMECTHO HMCIOJNB3YyEMBIE MEIUIMHCKHE H3enus (ecnu
2
IPUMEHHUMO) o

Homep perucTpamoHHOrO yIOCTOBEPSHHS B EIHHOM peecTpe MEIHIIMHCKHX H3ICIHH,
3aperHCTPUPOBAHHEIX B paMKax EBpa3uiickoro 2KOHOMHYECKOTO coroza'??

Homep persctparunoHHOTO ynocmBegeHm B HAIIHOHATEHOM PeecTpe 3aperHCTPHPOBAHHEBIX
MEJUIIMHCKUX H3IeNui (IIpH HAIMYUN) 3

6. Jlanubie 0 HeOMAronpUsTHOM COOBITHH (MHIUICHTE)

Jara, xorga npou3omnino HebIaronpusITHOE COOBITHE (HHquI,t[eHT)Q'3

Onucanue HeOMATOMPUITHOTO COOBITHS (HHHHHGHT&)1’2'3

Homep oTyeTa MeAMIIMHCKOH OpraHu3aiMu-110J1630BarTens (eciu HpPIMeI-mMO)Z'B

Jara, Koraa TNpOU3BOAUTENs NOMY4H] HHPOpPMAIHIO O HeOJAronpusTHOM COOBITHH
(HHuuﬂeHTe)"2’3

KonuyectBO  BOBIEYEHHBIX  IAIL[HEHTOB KonuuecTBO BOBIEYEHHBIX MEIUIIHHCKIX
23 -
(ecyii M3BECTHO)™ u3enui (ecnu P[3B€CTH0)2‘3

MecTo HaXOMXAEHHUs MEJIUIIMHCKOIO H3/IeJIMsl B IAHHBIH MOMEHT (eC/TH H3B€CTH0)1’2’3

Ko ucnonp30Bal MEIUIMHCKOE H3AEIHE B MOMEHT HeONaronpuaTHoro coObITHs (MHIMIEHTA)
2
(BBIGPATH OIHO)™:

[0 MeauuusCcKuii IepcoHa
O IManuenTt

O pyroe

2
Hcnonb30BaHne MEIUIIMHCKOTO U31eus (BRIOpaTh 0JIHO) s

O nepsudHoe npuMeHeH#e

0 noBTopHOE IpEMEHEHHE MEANLIMHCKOTO H3/EMHs OJHOKPATHOTO IIPHMEHEHHS
[ moBTOpHOE MPHMEHEHHE MEANILIMHCKOTO H3/IEIHs MHOTOKPATHOTO IPUMEHEHHS
0 MeuumHCKOE H3/IeNHe MocTe TeXHUYECKOro 00CIyKHBAHHS HIIH PEMOHTA

O npyroe

U mpo6iiema GblTa BBIABICHA 10 IPHMEHEHHS

7. JlaHHBIE O TTAIlHEHTE

2
Onucanne npodiieMbl NALUEHTA 3

Kon u Tepmun mpobieMbl nalHeHTa B CBSI3H ¢ HEOIAroNpHATHLIM COOLITHEM (HHIIHJIEHTOM)
B COOTBETCTBHH ¢ MeKayHapoHOH cTaTHCTHUeCKOH Kiaccu(ukaiueil Oonesnei u npodiem,
CBA3aHHBIX CO 3710poBbeM, 10-ro nepecmoTpa (MKB-10)’

)
Crpana, rj1e NpoU301L10 HeOIAroNnpUsATHOE COOBITHE (unnent)

o e . 2
ILCHCTBHH H MMOMOIIlb, OKa3aHHasd MEJIHIIHHCKOMW OpraHu3alue NalueHTy 3

2 = =
[Tost (eciiu mpUMEHUMO) 3, LI Myxckoit L] XKenckuii

7 =
Bo3zpacT nauuenTa (ecii NpUMEHUMO) S0 ner  MecsieB  jHedt

0 O (]

Bec nanuenTa (kr) (eciu anMemfn\flo)z‘3




8. JlaHHBIE O METUIIMHCKOH OpraHu3aIui (eClId MPHUMEHHMO)

HanMeHOBaHHE MEIUIIHHCKOM OpraHH3aIi ™"
®amunust, UMs1, OTYECTBO (IIPU HATHYUHN) KOHTAKTHOTO JIMIla METUIIHHCKOH 0p1"aHH3aLIHH2’3
123
Anpec ™
Unnexc™” Fopo,ul’z’3
23 23

Tenedon Daxc (IpH HATUYHH)

123 123
E-mail™ Crpana ™

9. IlpensapuTensHOe 3aKIIOUCHHE IPOU3BOAUTEIS (TSI TEPBOHAYATLHOTO/TIOCIIE Y IOIIEro
oT4eTa)

i o 2
HpeﬂBapI/ITCJ'IbHI)II/I dHaJIu3, IIPOBCACHHBIHN HpOHSBOZLHTGﬂeM]’

Tun vebnaronpusaTHOro coOBITHS (MHIMACHTA) (KO U TepMuH ypoBHs 1 — [SO/TS 19218-1)2’3

Tun He6GIArOmpPHATHOrO cOOBITHS (HHIMACHTA) (KO B TepMHH ypoBHs 2 — ISO/TS 19218-1)>°

Hauanwueie KOPPEKTHPYIOITHE I[eﬁCTBHH, BBITIOJTHEHHBIC HpOI/I3B0)IHTeH6MI’2

HpeanonaraeMas{ AdaTa CICOYRIICTO 0T11<‘2‘T'c'11’2

10. Pe3ynpTaThl 3aKIIOUHTEIBFHOTO paccleOBaHUS MPOH3BOIUTENS (Ui 3aKIHOYHTEILHOTO
0TYETA)

3
PGBYHBTB.TH anajik3a, IIpOBCACHHOTO ITPOU3BOJIHUTCIICM

Onenka HeOmaronpusiTHoro coObITHS (MHIMAEHTA) (KO M TEPMHH YpPOBHA 1 -—
ISO/TS 19218-2)

Onenka HeOmarompusTHOro coObITHS (MHIMAEHTA) (KOO M TEPMHH YpOBHI 2 -—
ISO/TS 19218-2)

¥ 3
KOppeKTHp}/IOHIHG JCHCTBHI IIO Oe30macHOCTH Ha MeCTax

CpOKH peali3allii YKa3aHHbIX MepOl'IprISITI/II‘;I3

3aKIIIOYHTENLHBIE KOMMEHTApHH ITPOU3BOIUTEIA

M3BeCcTHO M MPOM3BOMUTEIIO O TOMOOHBIX HEOIArOMPHSATHEIX COOBITHAX (HHIMACHTAX)
C TAKHUM JK€ THITOM MEIHITHHCKOTO M3IEITHA C MTOJ00HOH JKe TTTaBHOH MPHYHHON?

L] JTa L] Her

Ecnu na, ykaxuTe B KaKHX CTpaHax M YKaXKUTe HOMepa HeOJIarompHsSTHBIX COOBITHH
(MHIIUICHTOB)

KosnuecTBO N1000HBIX HEOIArOIPHUATHLIX COOBITHI (HHIII/I,H@H’I‘OB)3




3

MeunuHCKOe H3/ienue GbUI0 paclipoCTPaHEHo B CISAYIOMMX FOCYAapCTBAX (IPH HATHYHK)

L] PecniyGiika ApMeH#Hs

0] Pecniy6inka Benapyce

O] Pecniy6iuka Kasaxcran

0] Keipreckas Pecriy6inka

[ Poccuiickas ®epepanus

O JIpyrue rocynapcrsa (ykasarb)

: O06s3arenpHOE TT0JIE AT 3alI0JTHEHHA TTPH MEPBOHAYAIIBHOM OTUETE.
Z

O6s3arenbHOE TTOJTE AJIA 3aIlI0JTHEHHA TIPH IMOCTIEAYIOIIEM OTYETE.
2 O6s3arenpHOE moJIe JUTA 3aII0JTHEHUA ITPH 3aKITFOYHTEIIBHOM OTYETE.

ITpumeuanue. JlaHHBIH OTYET HE SBJISAETCS NMPH3HAHHEM OTBETCTBEHHOCTH MPOHM3BOIAMTEIISA HIIH
€ro YHOJIHOMOYEHHOIO MpeACTaBHUTENs 3a IMpoU3olle/nee HeOIaronpusiTHoe
coObITHE (MHLUJICHT) U €ro MOCIe/ICTBHS, COJEPIALIMECT B HEM CBEJICHHS MOTYT
OBITH HENOJIHBIMU U HETOYHLIMH. JIaHHBIH OTHUET TaK)Ke HE SBJISAETCS MPH3HAHHEM
TOT0, YTO MEIHIIMHCKOE M3JieNine, HHpOopMalKs 0 KOTOPOM IPHBEIEHA B OTUYETE,
ABJISUIOCH A(EKTHBIM H YTO MEAUIIMHCKOE H3/IEIHE TIPHBEIIO K MPE/III0IaraeMoMy
YXYJAUIEHUIO COCTOSIHHUS 37I0POBBSI HJIH CMEPTH YeJIOBEKa HIIH CIIOCOOCTBOBAIIO
3TOMY.

HOI[TBCp}I{JIa}O, qTO IO BCEM HMEHOUIMMCA Yy MCEHsS CBEIACHHAM

npejcraBieHHas HHGOpMaIKs BepHa.

(1omxHOCTE) (moamuce) (MHULIHATBI, (PaMHITHST)

« » 20 1




I[TPUJIOXEHHE Ne 2

K IIpaBunam nposeieHUst MOHUTOPUHTA
©e30MacHOCTH, kKauecTBa U 3P (HEKTUBHOCTH
MEIMLIMHCKUX U3eTUiI

®POPMA
OTYETA 0 KOPPEKTHPYIOLIHX JIeiiCTBUSIX
1o 0€30MACHOCTH MeIHIHHCKOTO H3/1e/IHs

1. AnMHUHHCTpaTHBHAs HH(pOpMaLUs

MecTo s OTMETKH YIIOJTHOMOYEHHOI'O

YIOIHOMOUYEHHBIE OpraHbl, B KOTOpBIE 4
oprasa (J1ata, perucTpalHoHHbIH HOMEp)

1,2,3
HaIpaBIdg€TCI OTUYET

.23
Tun oTyera "™:

O INepBoHaYaTLHEIH OTYET
U] TTocnenyromuii oTueT
U 3axiirouuTeNbHbIH OTUET

JHarta oruera ™’

PeructpallMOHHBIH HOMEp OTYETa O KOPPEKTHUPYIOLIHMX JEHCTBHAX (IIpHCBauBaeTCs
npon3aonmenem)1'2’3

PeructpanioHHbli  HOMEpP OTYeTa O KOPPEKTHPYIOIHUX JICHCTBUSAX (IIPHCBaMBAETCS
2,3
YIIOJIHOMOYEHHBIM OPraHom)”

PerucrpanmoHHbpli  HOMEp HeOIAronpusTHOro coObITHS (MHUMJEHTa) (IIPHCBAUBACTCS
2,
YIIOJHOMOYEHHBIM OPraHOM)™

HaumeHoBaHHE KOOPAHHHPYIOLIETO YIIOJHOMOYEHHOTO opratHa (€cjiv MIpUMEHUMO)

2. JIaHHEIE O JIHIIE, TOAAI0IIEM OTUYECT

1,2
CTaTyC Jana, noaarolero OT4eT ' ’31

O Tpoussourens
0] VionHOMOYEHHBIH [TpeIcTaBUTENb

3, I[aHHble O [IPOU3BOJUTEIIE

1,2,3
HauMeHOBaHUE TTPOU3BOIMTENS

1Lz
@aMHIMs, MM, OTIECTBO (IPH HAIMYHH) KOHTAKTHOTO JHna' ™"

Anpec L

2
Wnaeke' FOPOHI w23

123 123
Tenedon ®daxce (Ipy HATHYHHK)

1,2,3

1[.2‘3

E-mai Crpana

4. JlaHHble YIOJIHOMOYEHHOTO MPEACTABUTES (IIPH HATHTHH )

2
Haumenopanue YIOTHOMOYCHHOTO IMPEACTaBUTE]IA b

123
damuius, UM, 0TYECTBO (IIPH HATHYMK) KOHTAKTHOTO JIHIa ™




A,z:[pecl’z‘3
WUnpexc'?? Fopo,t[l“m’

1,2,3 12,3
Tenedon daxkc (Ipu HATHYKHN)
E-mail"*? Crpana'??

5. JlanHBIE 0 MEIHITHHCKOM H3/ICTHH

2
Knace noTeHIIMansHOTO PHCKa IPHMEHEHHA MEMHITHHCKOTO HB,Z[GJIHSIl' ’Jf

03
26
J2a
a1

Kop Bu1a MeTHIIHHCKOTO H3JIeJIUS B COOTBETCTBHH C HOMGHM&TYPOﬁ MEIUIMHCKUX HU3OETHI,
HpHMEHHCMOﬁ B EBpaBHﬁCKOM SKOHOMHYCCKOM (30%()382’3

YHukanbHbli ko1 MeauuuHckoro uznemus (Unique device identifier (UDI) (npu Hayamn) >

HanMmeHOBaHHE MEULHHCKOr0 H3NETHs
Mogens™ (ecri IPUMEHHMO) Karanoxuslii Homep (ecsiu HpHMEHHMO)2’3
Cepuiinbli HoMmep (ecin HpHMeHHM0)2'3 Howmep maptuu (cepun) (ecnu HpHMEHHMO)2‘3

Bepcus nporpaMmHoro obecriedeHus (eciu HpHMBHHMO)2’3

23
JlaTa BEITyCKa™ Jlata OKOHYAHHS CpOKa TOJHOCTH (eciH

2
IIPUMEHHMO) ‘3

[IpunamiesxkHocTd ¥ (MIM) COBMECTHO HCIIOJIB3YEMBIE MEIMLUMHCKUME H3jenus (ecian
2
MIPUMEHHMO) 3

Homep PETHCTPALIHOHHOI0 YAOCTOBEPCHHSA B C€AHHOM pPEECTPE MCOUIHMHCKHX HU3CITHH,
3apCruCTpHpPOBAaHHBIX B paMKax EBpmnﬁcxoro 3KOHOMHYECKOIo 00103211‘2‘3

Homep perucrpanuoHHOro ynocmaeg)eum{ B HAIlHOHAIBHOM PEECTpe 3apericTpHPOBAHHBIX
MEIULMHCKUX U3IEIH (IIpH HATHYHH) o

6. JlaHHBIE 0 KOPPEKTHPYIOMHX ACHCTBUAX M0 O€30MACHOCTH MEIUITMHCKOTO H3E/THs

. w3
OGuHe CBeIeH s i MPHIHHA KOPPEKTHPYIOUHX JeHCTBHH "

N 33
Onucanne 1 000CHOBAaHHE KOPPEKTUPYIOLIUX AeHCTBHI ™

w12,
PexoMmeHaiuy I MoIb30BaTeeit A

MeponpHusaTHs B CPOKH pealii3allii KOPPEKTHPYOUIHX neiicTHii

2
[TpHIIONKEHHE K OTUeTy ™

[J Veenomuienne mo 6e30MacHOCTH MEIHIIMHCKOTO H3/IEHS Ha PYCCKOM SI3bIKE

[J Yeenomiienne nmo 0e30MacHOCTH MEIHIMHCKOTO H3JENHS HA TOCYIApCTBEHHOM S3BIKE
rocyaapcTBa — wieHa EBpa3uiicKoro 3KOHOMHYECKOTO C€0I03a, Ha TEPPUTOPHH KOTOPOTO
[IPOH30LIIIO HEOJIATONPHATHOE COOLITHE (MHIIM/ICHT)

1 pyroe




3

MeUIEHCKOE H3/eTHe GBIT0 PacIPOCTPAHEHO B CIEIYIONMX TOCY/IApCTBaX = ;
L] Peciybiuxa ApMeHHS

[] Pecniybnuka benapych

U] Pecniy6nnka Kazaxcran

U Keipreisckast Pecriyfumika

U Poccuiickas @enepartust

L1 Ipyrue rocynapctsa (yKasaThb)

7. KommeHTapuu

1

O0s3atensHOE OJTe AJIs 3alIOJIHCHHA ITPHU IIEPBOHAYAIIBHOM OTYETE.
2 O0s3aTensHOE TTOJIe IS 3ar0JTHEHUS IIPpH MOCIEAYIOLIEM OTUCTE.
. O0Gs3aTenpHOE MOAE 1A 3allOJHEHUS IIPpH 3aKTIOYHTEIIBHOM OTUYETE.

[Tpumeyanue. JIaHHBIH OTYeT He ABJISETCH NMPHU3HAHHEM OTBETCTBEHHOCTH IIPOM3BOMUTEIS HIIH
€ro YNOJHOMOYEHHOIO IPeICTABUTENS 3a IIPOH3OINEAIIee HeOIarompHsITHOe
coOBbITHE (MHLUMAEHT) U €ro MOCIEACTBHS, COICPIKALIHECS B HEM CBEJIEHHS MOTYT
OBITH HEMONHBIMH U HETOYHLIMHU. JIaHHBIH OTUYET TaK)Ke He SBJISIeTCS] IPH3HAHUEM
TOT'0, YTO MEIMIUMHCKOE U3ZeNne, HHGOPMALHsI 0 KOTOPOM IPHBEJIEHA B OTYETE,
SIBJSUIOCH e(DEKTHBIM U YTO MEAHIIMHCKOE H3/IC/THE TIPHBEIIO K MPE/INOIaraeMoMy
YXYIUIEHHUIO COCTOSHHUS 370POBBS WJIM CMEPTH YesOBEeKa HJIH CIOCOOCTBOBAIO
9TOMY.

HOI[TBep}KI[aIO, 4yTO IO BCCM  HMCHOINHMCA Y MCHA CBCIACHHAM

npejacTaBiIeHHas: HH(OpMalMs BepHa.

(JIOJTKHOCTR ) (rmojiuck) (MHUIMATEL, haMUITH)

« » 20 r.




ITPUJIOKEHHUE Ne 3

K [IpaBunam npoBeneHusi MOHUTOPHUHTA
Oe3omacHOCTH, KadecTBa U 3P (HeKTHBHOCTU
MEIUIMHCKUX U3/IeITHit

OPOPMA
H3BelleHHsI 0 HeOJIaronpHATHOM COOBITHH (MHI[HIEHTE),
CBSI3AHHOM € NPUMeHeHHeM MeTHIIHHCKOTO H3/Aeusl

a) HauMeHoBaHue Juua (cyonexTa oOpalieHus
MEJIMIIMHCKHAX ~ M3JIeJIUH),  HANPaBJISIOIIEr0
U3BEIIEHHE

0) ampec

B) KOHTaKTHEIH TenedoH, hakc

a) HaUMCHOBAaHHC MCAHUITHHCKOI'O U3OCIIU

0) Mozenh

T) cepuiiHEBIiIt HOMep

1) HOMEp TTapTHH HIIH CEPUH

€) HOMEp PErUCTPALMOHHOTO YA0CTOBEPEHHS

a) HAMMEHOBaHUE IIPOU3BOUTEIIS

0) axgpec (Mpy HATMYKUH HHGOPMAITHH)

a) HAMMEHOBAHUE MTOCTABINUKA (TPH HATHYHH
uH(popMarmn)

6) xoHTaKTHI (ajpec, TesnedoH)

Jlata mpoOM3BOJCTBA MEIHITHHCKOTO H3JICITHS
(nenw/Mecs1/TON)

Jlata oKOHYaHUS CPOKA FOIHOCTH
(nenp/Mecs/rojt) (Mpu HATHYUKH HHPOPMALIHK)

JlaTta oxon4yaHus rapaHTHHHOrO CPoOKa U CPOKa
IKCIUTYATAI[HH, YCTAHOBICHHOTO
[IPOU3BOJIUTENIeM (JIeHb/MecsI/To 1) (IpH
HAJIMYUK HHPOPMALIHH)

JlaTa BBISIBJIEHUSA CEPBE3HBIX H (HITH)
HETIPEABHICHHBIX TOOOUHBIX PEaKIIHi,
NnoOOYHBIX ABJICHHUH, HEJIOCTATKOB,
HeHCHpaBHOCTEI:'I HJIM HECOOTBETCTBHHA
(neHn/Mecsan/rom)
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Kareropuss HeOMarompusaTHOrO cOOBITHS (MHLWAEHTA), CBSI3AaHHOIO C NPHMEHEHHEM

MEIHIMHCKOTO HU3/1eNu (BIOpaTh HYKHOE):

[] ceppesnas U (MJIM) HENpeABHACHHAS MOOOYHAs peakliys, He YKa3aHHas B MHCTPYKIIHH
10 IPUMEHEHHIO HIIH PYKOBOJICTBE 110 3KCIIYaTAllMH MEAHIIHHCKOTO U3IETTHS

[l noGovHOe sIBJIEHHE MPH TPUMEHEHHH MEIUIIMHCKOTO H3ICTHS

] 0cOOEHHOCTH B3aUMO/ICHCTBHS MEJIMIIMHCKUX M3EHH Mex 1y coloit

L HeHauIeKallee KaueCcTBO MEIULIUHCKOIO U3 AEIHs

[ oOcTosATENBCTRA, CO3JAIONINE YTPO3Y JKHU3HH W 3[J0POBLIO HACENCHUS M MEJIHIIHHCKHX
pabOTHHKOB IIpH IPUMCHEHHH M SKCILTyaTallMi MEJIHIIHHCKUX H3/IeTHH

(] wHbBIE ClIy4ad HeOJIArompusTHOrO COOBITHS (MHIIUICHTA)

10.

[IpunsTEIE MOJB30BATENEM WM METUIIHHCKOL
opraHuzaled  Mepel [0  YCTPaHEHHIO
HeOIarolpUsTHOIO COOBITHS (MHLIMIEHTA)

11.

[TpuurHEeHHBIH Bpe

12;

[Ipumeuanue

TapaHTpr}o JOCTOBCPHOCTD CBGI{BHHl‘/i, coAcpxKallluxcid B HaCTOAIIEM

H3BCIICHHH.

HpHJ'IO}KCHI/Ie ; KOITHH HOKYMECHTOB, CBHACTECIILCTBYIOLIHUX 0

HeOIaronpUusTHOM COOBITHM (MHIIMACHTE), HA 1. B 1 ak3.

JIu1o, HAIPaABIIAOLIEE U3BEILEHUE:

(MOKHOCTH) (moamucs) (unuIEANEL, aMETHs)

MLIL. (pu HATHYIHH )
«_» 20 r




I[TPUJIOXKEHUE Ne 4

K IIpaBuiiam npoBeIeHUS] MOHUTOPHHTA
0e30MacHOCTH, kKadyecTBa U 3G (HEKTHBHOCTH
MEIULMHCKUX HU3JICIUM

DPOPMA

YBEAOMJICHHS MO 0e30MacHOCTH MEAJHIHHCKROI'O H3€eJ1HA

YBEJIOMJIEHUE

I10 BE3OITACHOCTU MEJIMIIMHCKOI'O U3JIEJIU S

Ne Jara:

By KOppeKTHPYIOIIEro MeHCTBUA:

] HpHOCTaHOBHeHHC HCIIOJIB30BaHHUA MCIHIITHHCKOI'O H3OCIIH

[J 3amena MCOUIMHCKOrO H3ACIHA IIPOHU3BOOHUTEIIEM HIH €ro
IIpeacTaBUTCIICM

DBOSBpaT MCIHIKUHCKOIO HM3OCIIHSA IIPOH3BOOHUTCIII0O HIH €ro
MIpEACTaBHTEIIO

- O MO,Z[GpHI/BaHI/IH MCIHUIHHCKOTO U3ICJIUS Ha MeCTe
L] Yauuroxenne MCIHIIMHCKOT'O U3CIHA

YIIOJIHOMOYCHHBIM

YIIOJTHOMOYCHHBIM

0] M3Mernenue WHCTPYKIMH 110 TMPUMEHEHHID WIH PYKOBOACTBA IO OKCILUTyaTallUH

MEIUIHHCKOTO H3EIHs
[J O6uoBIEHHE TPOIPAMMHOIO 00ECIIEYEH S

LI dpyroe

HaumeHoBaHMe MEIMIIMHCKOIO U3/IC/IHA;

BapuaHT HcronHeHH/MOIeNb/CepUIHBII HOMEP/KAaTaI0KHbIH HOMED (110 IPUMEHHUMOCTH):

Howmep perucTpaliioHHOr0 YJI0CTOBEPEHUSI:

Onucanue npobiieMsl;

Onucanue JEHCTBHUM, KOTOPLBIC OOJIZKCH BBIITOTHHTE MMOJIB30BATC/Ib MEIHIIMHCKOIO H3ACIIHS:

VKkazanue 0 HeOOXOAMMOCTH Iepellaud YBEIOMIICHHS JHIAM, KOTOPBIE JIOJDKHBI OBITh
HHGOPMHUPOBAHBI 0 IpodiemMe U (MJIH) TOKHEL BBITOIHATE KOPPEKTHPYIOIIHE ACHCTBHS:

Ykazanvue 0 HeOOXOJMMOCTH [PEJICTABJIEHHS [POM3BOJUTEN  (YIIOIHOMOUYCHHOMY
IPE/ICTABUTENI TIPOU3BOJIMTENS) CBEJEHUH O MEIMIUHCKUX H3ICINAX, HAIPABICHHBIX B
JIPYrue OpraHu3alldi, U Iepeiadd 3THM OpraHnu3arisaM YBEIOMIIEHHS (ITPH HATUYIH);




KonrtakrHast undopmariius
DaMuITHS, HMST, OTYECTBO (ITPH HATHUMH) JTHIIA, HATIPABHBIIETO yBeIOMICHHE
Aﬂpecl’2‘3
Wupexc' ™ Topox'**
123 123

Tenedon Daxc (Mpy HATHYHH)
E-mail'*? Crpana'*”

Ilonreepxaato, COOTBETCTBYIOLIHUN  YIIOJITHOMOYEHHBIN

npouHGOpMHUpPOBaH O [aHHOM mpobiemMe M O HACTOSLIEM YBEIOMJICHHH IIO
0e30MacHOCTH METUIIHHCKOTO U3ICITHS.

(HOMKHOCTB)

« »

(moamuce) (MHUIMATEL,

ML.IL.

hamuus)




I[MTPHUJIOXKXEHHUE Ne 5

K IIpaBuiiam npoBesieHUst MOHUTOPUHIA
Oe3omacHOCTH, KauecTBa U 3P (HEKTUBHOCTH
MEIULUHUHCKUX U3C/IHH

OPOPMA
OTYETa 0 MOCTPEruCcTPANHOHHOM KIMHHYECKOM MOHHTOPHHIE
Oe3onacHOCTH H 3(p(peKTHBHOCTH MeIHIHHCKOI0 H3/1e/THS

1. AaMuHHCTpaTHBHAs HHpOpMaALUs

Y1oJIHOMOYEHHBIH Opra
MecTo I OTMETKH

YIIOTHOMOYEHHOI'O opraHa

Ajipec yIoJIHOMOYEHHOI0 OpraHa LU, RIS TR S EANGIR)

Tun oryera:

(] ITepBoHayanbHEIi 0TYET
O Mocneayrommuii otyer

[ 3axnrounTebHbIE 0TYET

Jlara oTueTra

Perucrpanvonsbiii HoMep oT4eTa (MPUCBAUBAETCS IIPOU3BOAUTEIIEM)

PeructpanuoHHBIi HOMEp oTUeTa (MpUCBAMBACTCS YIIOTHOMOYEHHBIM OPTaHOM)

2. JlaHHEIE O JTHIIE, TIOJAIOLIEM OTYET

CTaTYC Jia1a, nmoaarouiero OT4EeT:

O Tpoussoautens
L] YnonnomoueHHBbI npe/cTaBUTENL

3. JlanHBIE O MPOU3BOAUTEIIE

Haumenosanue HPOHU3BOAHUTEIIA

DamMunus, UM, 0TYECTBO (HpH H&TPI'—IHH) KOHTAKTHOTI'O JIHIla

Anpec

Wunexe ['opoxn

Tenedon daxc (mpy HATUYKH)
E-mail Crpana

4. JlaHHBIE YIIOJIHOMOUEHHOTO MPECTABATENS (TIPH HATHYHH )

HaumeHnoBaHue yroJHOMOUYEHHOTO MPEACTABATES
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DaMuIIHs, UMsl, OTHECTBO (IIPH HAJIMYHH) KOHTAKTHOTO JIHLA

Anpec

Hupexc ['opon

Tenedon ®akc (pu HATMYHH)
E-mail Crpana

5. JlaHHBIE O METUITHHCKOM H3/ICJIHH

Knacc nmoteHIHaIsHOTO pPHCKa MPUMEHEHUA MEIHITHHCKOTO H3ACJTHL:

O 3, HeUMIUTAHTHPYEMOE
0 3, umruianTipyemoe

L] 26, ummianTupyemMoe

KO,L{ BHAa MCOHUIMHCKOTO HM3OCIHA B COOTBETCTBHH C HOMeHKHaTyp()ﬁ MCIHIIUHCKHX
H3JIEIHH, HpHMCHHeMOﬁ B EBpaIBIfIﬁCKOM S3KOHOMHYECKOM COHO3E

HanMeHOBaHHE MEIHITHHCKOTO HU3aCTIHA

Bapuante! ucnonuenus (MoaAH(pUKAIINN) METHITUHCKOTO H3IEIIHS

I—Iomep PETHCTPAIITHOHHOI0 YIOCTOBEPCHHs B COHHOM pPEeCTpPe MEIAMIIHHCKHX H3IICHHFI,
3apCTUCTPHUPOBAHHLIX B paMKax EBpami'{cmro OKOHOMHYECKOr'o COr3a

6. Hepeqem:. I/IIleHTI/I(l)HIIH]JOBaHHBIX OCTaTOYHBIX PHCKOB, CBA3aHHBIX C MCIHIHHCKHM
H3ICITHEM

7. 1llenu M 3a7a4yd MOCTPETHCTPALIMOHHOTO KIMHHYECKOTO MOHHTOPHHIa 0e30macHOCTH H
3 PEeKTHBHOCTH MEAHIIMHCKOTO W3CIIUS

8.CxemMa MOCTPErHCTPAlMOHHOIO KIMHHYECKOTO MOHHTOPHHTa 0€30MacHOCTH M
3(p(HEeKTHBHOCTH METHIIHHCKOTO H3IEITHA

9. Knunuuyeckue JaHHBIE, TOJYUYCHHBIE 32 OTYETHLIH NepHo

10. OueHka KIMHAYECKUX JITAHHBIX, TIOJTYUYEHHBIX 38 OTYETHBIH NEPHOJIL

11. Ouenka BcexX KIMHMYECKUX JIAHHBIX, IMOJYYEHHBIX B MEPHOMA MOCTPETHCTPAIIHOHHOTO
KJIMHMYECKOr0 MOHUTOPHHIA 0e30nacHOCTH U 3 (EKTUBHOCTH MEAUIIMHCKOTO H31EIHs

12. 3axknroyeHre 0 HEOOXOAUMOCTH (OTCYTCTBHM HEOOXOIMMOCTH) KOPPEKTHPOBKH IIaHA
MOCTPETHCTPALlMOHHOTO KJIMHHYECKOTO MOHMTOpHHra Oe3onacHocTd H  3((eKTHBHOCTH
MEIHIHHCKOTO H3/IEITHS

13. 3akmoueHHe 0  HEOOXOAWMOCTH  (OTCYTCTBHH  HEOOXOJUMOCTH)  BBITIOJTHCHHS
KOPPEKTHPYIOIIHX AEHCTBUH 10 6€30MacHOCTH MEIHIIHHCKOTO H3/Ie/IHA

14. Onucanue KOPPEKTHPYIOMIMX JEHCTBHII M0 ©Oe30mMacHOCTH MEAHIIMHCKOTO H3JIeTH
(TTpH HAJTMYHH)

15. Baxntouenue  (oOocHOBaHME) O KIMHHYECKOH Oe3omacHocTH M d(hdeKTHBHOCTH
MEJMIMHCKOr0 H3/1eus




16. 3akmroueHne 0 HeOOXOJUMOCTH (OTCYTCTBHH HEOOXOAMMOCTH) IPOJICHHS IIHKIA
MOCTPETHCTPALIMOHHOTO  KJIMHUYECKOr0 MOHMTOpHHra Oe3omacHOCTH H 3 (HEeKTHBHOCTH

MEAUITMHCKOTO H3JCIIHA (J:[J'[ﬂ 3aKJTIOHYHTEIBHOIO OquTa)

17. KomMeHTapuu

4TO0 IO BCEM  HMCHOINHMCA Y MEHA  CBCACHHAM

[Tonrepxaaro,

nmpeacTaBjIiCHHAA I/IH(bOpMaI_[HH BCPHa.

(MHHIUAIBL, (haMUITHS)

(IOIDKHOCTB) (momucs)

M.IL
« » 20w






