MNpuka3 PocaapasHaa3opa ot 19.02.2022 N 1185
"06 yTBEpXXAEHUN POPM NPOBEPOYHBIX JIMCTOB (CMIMCKOB KOHTPOSbHBIX
BOMPOCOB, OTBET...

[JokymeHT npepoctasneH KoHcynbTaHTInoC
[ata coxpaHeHus: 14.03.2022

3apeructpupoBano B Muntocte Poccun 25 despans 2022 r. N 67499

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOEPALINA
OENEPAJIbHAA CITYXBA MO HAA3OPY B CPEPE 3[1IPABOOXPAHEHUA

NMPUKA3
ot 19 dheBpansa 2022 r. N 1185

Ob YTBEPXAOEHUU ®OPM NPOBEPOYHbIX JINCTOB (CMUCKOB
KOHTPOIJIbHbIX BONPOCOB, OTBETbl HA KOTOPbIE CBUAETEJIbCTBYIOT
O cobNtoaeHN NN HECOBNMIOAEHUUN KOHTPOJIMPYEMbIM JIULIOM
OBA3ATENbHbIX TPEEOBAHUN), UCMONb3YEMbIX ®ELEPANIbHOWU CNYXXEO0MN
Nno HAA30OPY B CO®EPE 3PABOOXPAHEHUA U EE TEPPUTOPUAJIbHBIMU
OPrAHAMU MNMPU OCYLLECTBJIEHUN ®EOEPAJIBHOIO rOCYAAPCTBEHHOIO
KOHTPOJA (HAA3OPA) B COEPE OBPALLEHUA JIEKAPCTBEHHbLIX CPELACTB

(v3BneyeHusn)

B cootBerctBuu ¢ yacThio | crateu 53 ®enepanbHoro 3akoHa or 31 uronst 2020 . N 248-®3 "O
TOCYJapCTBEHHOM KOHTpoJie (Haa30pe) M MYHHIMIIAIBHOM KOoHTposne B Poccuiickoit deneparnun'
(Cobpanmue 3axoHonarensctBa Poccuiickoit @enepanuu, 2020, N 31, ct. 5007), mynkrom 3 TpeboBaHwmii k
pa3paboTke, COlEep:KaHHIO0, OOIECTBEHHOMY OOCYXKICHHIO MPOEKTOB (OPM MPOBEPOUYHBIX JUCTOB,
YTBEP)KICHHUIO, TPHUMEHEHHIO, aKTyalnu3aluu (opM MPOBEPOYHBIX JIUCTOB, a TaKkKe Clydau
00513aTeIbHOT0 TMPUMEHEHHS MPOBEPOUHBIX JIUCTOB, YTBEPKACHHBIX IMOCTaHOBIeHHEeM [IpaBuTenbcTBa
Poccuiickoit ®@enepaunu or 27 okrsiops 2021 . N 1844 (CoOpanue 3akoHOnmarenbcTBa Poccuiickoit
Oenepanuu, 2021, N 44, ct. 7443), u nynkrom 3 IlonoxeHuss o ¢eaepalbHOM TOCYIapCTBEHHOM
KOoHTpoJie (Hag3ope) B cdepe oOpalieHus JEKapCTBEHHBIX CPEACTB, YTBEP)KICHHOTO IMOCTAHOBICHHEM
[IpaButensctBa Poccuiickoit ®@enepanuu ot 29 mroHs 2021 . N 1049 (Cobpanme 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2021, N 27, ct. 5427), npuka3biBaio:

1. YTBepauth mnpuiaraembie (OpMBI MPOBEPOYHBIX JIMCTOB (CIHUCKOB KOHTPOJIBHBIX BOIPOCOB,
OTBETHI Ha KOTOPBIC CBUACTEIHCTBYIOT O COONIONCHUU WM HECOOIIOACHHHM KOHTPOIHPYEMBIM IJTUIIOM
00s13aTeNbHBIX  TpeOOBaHUM), HCHONB3yeMbIXx DenepalbHOW Coy)KOOM 1O Ham3opy B cdepe
3MPABOOXPAHCHHUS M €€ TEPPUTOPHAIBLHBIMH OpTraHaMd TMPU  OCYIIECTBICHUU (eaepanbHOro
TOCYIapCTBEHHOTO KOHTPOJIS (Ha30pa) 3a oOpalleHHeM JICKapCTBEHHBIX CPEIICTB:

1.1. ®opmy mnpoBepodyHOro JsmcTa (CHUCKAa KOHTPOJBHBIX BOIPOCOB, OTBETHl Ha KOTOPbIE
CBUJICTEJILCTBYIOT O COOJIIOIGHUM WM HECOOMIOCHUH KOHTPOJHMPYEMBIM JIUIIOM 00s3aTeIbHBIX
TpeboBaHmil), ucnoiaszyemoro denepanbHO Ciyk00H MO Ham30py B cdepe 3IpaBOOXPAHCHHUS U €€
TEPPUTOPUAIBHBIMA OpraHaMU TpPU  OCYIIECTBICHUU (eepalbHOTO TOCYJapCTBEHHOTO KOHTPOJIS
(mam3opa) B cdepe oOpalmieHHs] JEKApCTBEHHBIX CPEIACTB (XpaHEHUE JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO IpuMeHeHus) (mpuioxenue N 1);

1.2. (DOpMy IIPOBEPOYHOI'O JIMUCTA (CHI/ICKa KOHTPOJIBHBIX BOIIPOCOB, OTBCTHI Ha KOTOPLIC
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CBUJICTEJILCTBYIOT O COONIIONICHUH WM HECOOJIOCHUH KOHTPOJIMPYEMBIM JIUIIOM 00s3aTeIIbHBIX
TpeboBaHmil), ucnonszyemoro denepabHON CITy:K00W MO HAA30pY B cdepe 3IpaBOOXpPAHCHHUS U €€
TEPPUTOPUAIBHBIMA OpTaHaMU TIPU  OCYIIECTBICHHUU (elepalbHOTO TOCYIApCTBEHHOTO KOHTPOJIS
(Hag3opa) B cdepe oOpaleHus JIeKapCTBEHHBIX CPeACTB (IepeBo3Ka (TPAaHCIIOPTUPOBKA) JIEKAPCTBEHHBIX
CPENCTB JIJIsl MEAUITUHCKOTO MpUMeHEeHws!) (punoxerue N 2);

1.3. ®opMy mNpOBEpPOYHOrOo JIMCTAa (CIHUCKAa KOHTPOJIBHBIX BONPOCOB, OTBETHI HA KOTOPHIC
CBUJICTENLCTBYIOT O COONIONEHUM WM HECOOMIONEHUH KOHTPOJIHMPYEMBIM JIUIIOM O0s3aTeNbHBIX
TpeboBaHmil), ucnoiabzyemoro denepanbHO Ciy)k00H MO Ham30py B cdepe 3IpaBOOXPAHCHUS U €e
TEPPUTOPUANBHBIMU OpraHaMH TIPU OCYIIECTBICHUH (eAepaTbHOTO TOCYAAPCTBEHHOTO KOHTPOJIA
(mam3opa) B cdepe oOpaimeHusi JEKapCTBEHHBIX CPEIACTB (OTIMYCK, IMepeaada, peanu3anus, Mpoaaka
JICKapCTBEHHBIX CPEJCTB AJSl MEAUIIMHCKOTO TpUMeHeHus1) (npuiokenue N 3);

1.4. ®opMy mNpoOBEPOYHOro JMCTa (CIUCKA KOHTPOJBHBIX BONPOCOB, OTBETHI HA KOTOpbIE
CBUJICTEJILCTBYIOT O COONIIONIEHUM WM HECOONMIOCHUH KOHTPOJHMPYEMBIM JIUIIOM 00s3aTeIbHBIX
TpeboBaHuil), ucnonp3yemoro denepanbHoi ciyk00il Mo Hag30py B cdepe 31paBOOXpaHEHUS U ee
TEPPUTOPUANBHBIMA OpraHaMH TPU  OCYIIECTBICHUU (helepalbHOTO TOCYJAapCTBEHHOTO KOHTPOJIS
(Hag3opa) B cdepe oOpalleHHs JEKApCTBEHHBIX CPEACTB (YHUUTOXKEHHME JIEKAPCTBEHHBIX CPEACTB JUIS
MEIUIIUHCKOTO pUMeHeHusl) (Tipuioxkenue N 4);

1.5. ®opmy mnpoBepodHOro JsmcTa (CHUCKAa KOHTPOJBHBIX BOIMPOCOB, OTBETHI HAa KOTOPHIE
CBUJICTEJILCTBYIOT O COONIIONICHUN WM HECOOJMIOCHUH KOHTPOJIMPYEMBIM JIUIIOM  00s3aTeIbHBIX
TpeboBaHmil), ucnonszyemoro denepalibHON CITy:K00W MO HAA30pY B cdepe 3IpaBOOXpPAHCHHUS U €€
TEPPUTOPUANBHBIMA OpraHaMH TIPU  OCYIIECTBICHHUU (elepalbHOTO TOCYIApCTBEHHOTO KOHTPOJIS
(Ham3opa) B cdepe oOpalleHus JIGKAPCTBEHHBIX CPEACTB (M3rOTOBJICHHE JIEKAPCTBEHHBIX CPEACTB IS
MEIUITMHCKOTO MpUMEHEHHMsI) (TIpuiokerue N 5);

1.6. ®opMy mPOBEPOYHOrO JIMCTAa (CIHUCKA KOHTPOJIBHBIX BONPOCOB, OTBETHI HA KOTOPHIC
CBUJICTEILCTBYIOT O COONIONECHUM WM HECOOTIONEHUH KOHTPOJIHMPYEMBIM JIUIIOM O0s3aTeNbHBIX
TpeboBaHmil), ucnoiab3yemoro denepanbHO Ciyk00H MO Ham30py B cdepe 3IpaBOOXPAHCHHUS U €€
TEPPUTOPUANBHBIMU OpraHaMH TIPU OCYIIECTBICHUH (eAepaibHOrO TOCYAAPCTBEHHOTO KOHTPOJIS
(mam3opa) B cdepe oOpameHuss JEKApCTBEHHBIX CPEACTB (YCTAHOBJICHHE IMPOW3BOAUTEIISIMU
JICKapCTBEHHBIX MPEMaparoB I[€H Ha JIGKAPCTBEHHBIC MpEenaparbl, BKIIOUEHHBIC B MEPEUCHb KUIHEHHO
HEOOXOAMMBIX W BAKHEHIIMX JIGKAPCTBCHHBIX IMPEMaparoB JUISl MEAWIIMHCKOTO TPHUMCHCHUS)
(mpunoxenue N 6);

1.7. ®opMy mNpOBEPOYHOrO JHCTa (CIUCKA KOHTPOJBHBIX BOMPOCOB, OTBETHI HAa KOTOPBIC
CBUJICTEJILCTBYIOT O COONIIOIEHUM WM HECOONIOCHUH KOHTPOJIHMPYEMBIM JIUIIOM 00s3aTeIbHBIX
TpeOoBaHmii), ucmnonb3yemoro denepanbHON CITykK00i MO Hag30py B cdepe 3IpaBOOXpaHCHHS U €
TEPPUTOPUANBHBIMA OpraHaMH TPU  OCYIIECTBICHUU (elepabHOTO TOCYJAapCTBEHHOTO KOHTPOJIS
(mam3opa) B chepe oOpalieHus JICKApCTBEHHBIX CPEACTB (COOMIONCHHE JIMIICH3UMOHHBIX TpeOOBaHUN K
OCYIIECTBIICHUIO (DapMarieBTUYECKON AesITeNbHOCTH) (Tipuiioxkenue N 7);

1.8. ®opMy mNpOBEpPOYHOrO JIKMCTAa (CIHUCKA KOHTPOJIBHBIX BONPOCOB, OTBETHI HA KOTOpPbBIE
CBUJIETENLCTBYIOT O COOMIONEHUM WM HECOOTIONEHUN KOHTPOJHMPYEMBIM JIUIIOM O0sI3aTeNbHBIX
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"06 yTBEpXXAEHUN POPM NPOBEPOYHBIX JIMCTOB (CMIMCKOB KOHTPOSbHBIX HokymeHT npeﬂoﬂ:;”f&;?g%ﬂf’;ﬂ”&”;&gg
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TpeboBaHmil), ucnoiabzyemoro denepanbHO Ciy)00H MO Hag30py B cdepe 3IpaBOOXPAHCHHUS U €e
TEPPUTOPUANBHBIMA OpraHaMU TPU  OCYIIECTBICHHUH (helepalbHOTO TOCYJapCTBEHHOTO KOHTPOJIS
(Ham3opa) B cdepe oOparieHus JeKapCTBEHHBIX CPEICTB (TOKITUHUYSCKHIE UCCIIEIOBAHMUS JIEKAPCTBEHHBIX
CPEICTB JIs1 MEAULIMHCKOTO NpUMEHEHNs) (npuiokenue N §);

1.9. ®opmy mnpoBepoyHOro JsHcTa (CHOUCKAa KOHTPOJBHBIX BOIMPOCOB, OTBETHI Ha KOTOPHIE
CBUJIETENLCTBYIOT O COONIONEHUM WM HECOOIIONEHUN KOHTPOJMPYEMBIM JIMIIOM OO0sI3aTEeNIbHBIX
TpeboBaHmil), ucronszyemoro denepalibHO CIy:k00i MO HAA30pY B cdepe 3IpaBOOXpPAHEHHUS U €€
TEPPUTOPHAIBHBIMA OpraHAMU TPU OCYIIECTBICHUU (eAepalbHOTO TOCYIapCTBEHHOTO KOHTPOJIS
(Ham3opa) B cepe oOpaleHus JEKaApCTBEHHBIX CPEACTB (KIMHMYECKHE MCCIIEAOBAaHUS JIEKAPCTBEHHBIX
MpenaparoB I MEIUIIMHCKOTO TpuMeHeHus) (mpuioxkenne N 9).

2. IlpusHate yTpatuBmIMM CcuiIy Tnpuka3 @DenepanbHOll CiaykKObl MO Haa3opy B cdepe
3apaBooxpaneHus oT 9 HosOps 2017 . N 9438 "O06 yTBepkaeHnn (HopM MPOBEPOUHBIX JTUCTOB (CITUCKOB
KOHTPOJIHBIX BOIIPOCOB), UCTIONB3yeMbIX DeepanbHoil ciyx00ii 1o Hag30py B cdhepe 31paBooXpaHeHUS
U €€ TEeppUTOPHAIBLHBIMM OpraHaMHM TpPU TPOBEACHUU IUIAHOBBIX IMPOBEPOK MPU OCYIIECTBICHUU
¢denepanbHOrO rocynapcTBEHHOro Haja3opa B cdepe oOpamieHHss JIEKapCTBEHHBIX  CpencTB"
(3apeructpupoBan MmuHHCTepcTBOM toctuiimu  Poccuiickoit  ®eneparuun 25  saBaps 2018 .,
peructpanroHHblii N 49781).

PyKOBgI[I/ITeJ'IB
A.B.CAMOMJIOBA

[Tpunoxenue N 9

K npukazy denepanbHON CITy>KObI

10 HaJ30py B cepe 31paBoOXpaHeHUS
or 19.02.2022 N 1185

®opma

QR-xon

[IpoBepoYHbIN TUCT
(cTIMCOK KOHTPOJIBHBIX BOIIPOCOB, OTBETHI HA KOTOPBIE CBUJIETEIBCTBYIOT O COONIIOACHUN WU
HECOOIIOIEHUH KOHTPOJIUPYEMBIM JIUIIOM 00513aTeNIbHBIX TPEOOBAHUM ), UCTIONb3YEeMBbIii
®denepanpHOI CiTy:k001 110 Ha/130py B cdepe 3ApaBOOXpPaHEHUS U €€ TEPPUTOPHATBHBIMU
OpraHamH IpH OCYIIECTBICHUH (eepaIbHOT0 roCy1apCTBEHHOTO KOHTPOJIs (Ha130pa) B
ctepe oOpareHHst JeKapCTBEHHBIX CPEJCTB AJIi MEAULIMHCKOTO MPUMEHEHUS (KIMHIUYECKHEe
HCCIIEJOBAHUS JIEKAPCTBEHHBIX IIPENApaToB AJI MEAULIMHCKOTO IPUMEHEHHS )
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Mpuka3 PocsgpaBHaasopa ot 19.02.2022 N 1185
" [JokymeHT npepocTtasneH KoHcynbTaHTIn0C
06 yTBepxaeHun hopM NPOBEPOYHBIX SIMCTOB (CMNCKOB KOHTPOJIbHbIX [laTa coxparenns: 14.03.2022

BOMPOCOB, OTBET...

1. HaumeHoBaHue Buma KOHTPOJs (Haa30pa), BKIKOYCHHOTO B €IMHBIA PEECTp BHJIOB
(beneparbHOTO TOCYAapCTBEHHOTO KOHTPOJIS (Haa30pa):

2. HammeHOBaHUE KOHTPOJIBHOTO (HAJ30pHOr0) OpraHa U PEKBU3UTHl HOPMATHUBHOTO
IPaBOBOI'0 aKTa 00 YTBEPKAECHUHU (POPMBI IPOBEPOYHOIO JIUCTA:

3. COmcok KOHTPOJIBHBIX BOIIPOCOB, OTPAXAIOMIMX COJAEp)KaHUE 00sS3aTENbHBIX
TpeOoBaHUIl, OTBETHl HAa KOTOpBIE CBUIECTEIHCTBYIOT O COOIIONEHUM WM HECOOIONEHUU
KOHTPOJIUPYEMBIM JIULIOM 00s13aTeIbHBIX TPEOOBAHUI:
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Mpukas PocaapaeHaasopa ot 19.02.2022 N 1185 [JlokyMeHT npeaocTasneH KoHcynbTaHTIoC

"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[ata coxpaHeHus: 14.03.2022

N Cnucok KOHTPOJIBHBIX BOIIPOCOB, PexBu3utel HopMaTtuBHBIX | OTBeTHI Ha Bonpockl, | [Ipumeua
n/m OTpakarollUX COiepKaHHUE MIPABOBBIX aKTOB C YKa3aHUEM | COJIeprKaluecs B HUe
00s13aTeNbHBIX TPEOOBAHUIMA UX CTPYKTYPHBIX €IMHULL, Crnucke
KOTOPBIMH YCTaHOBJICHBI KOHTPOJIbHBIX
oOs13aTesbHbIe TPeOOBaHUS BOIIPOCOB

Ja HCT | HCIPpUM
C€HUMO

Pemenune CoBera EBpazuiickoit Dxonomuueckoit Komuccun ot 3 HosiOpst 2016 . N 79 "O6 yrBepkaenuu [IpaBun
Ha/UIeKaIled KIMHUYECKOM mpakThku EBpasuiickoro skoHoMuueckoro coro3a" (OdunmanbHBI — caiT
EBpasuiickoro 3KOHOMHYECKOro coro3a http://www.eaeunion.org/, 21 HosiOps 2016 1) (manmee - IlpaBumma
Hajuexalel kamHuueckoil npaktuku EADC);

®enepanpubiii 3akoH oT 12 ampens 2010 . N 61-®@3 "OO6 obOpamenun jekapcTBeHHbIX cpenactB' (CoOpanwue
3akoHonarenabcTBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815; 2021, N 24, ct. 4188) (nanee - 61-D3);
®enepanbhbiit 3akoH 0T 21 HOs1Opst 2011 . N 323-d3 "OO6 ocHOBaX OXpaHbI 37I0pOBbs TpaxaaH B Poccuiickoit
Oenepanun” (Cobpanue 3akoHonarenscTBa Poccuiickont @eneparum, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186)
(manee - 323-D3);

TunoBsie npaBmiia 00s3aTENBHOTO CTPAXOBAHUS KU3HU U 3JI0POBbS MAIMEHTA, YYACTBYIOLIETO B KIIMHUYECKUX
HCCJIEJIOBAHUAX JIEKAPCTBEHHOTO IIpernapara, yTBEp:KIeHHbIe MmocTaHoBiaeHueM IlpaBurensctBa Poccuiickoit
O®eneparmu ot 13 centsiops 2010 . N 714 (Cobpanue 3akononarensctBa Poccuiickoit deneparuu, 2010, N 38,
cT. 4832; 2014, N 43, ct. 5892) (manee - TunoBoe mpaBmiia 00s3aTEILHOTO CTPAXOBaHUS >KU3HU U 37I0POBbSI
NAIMEHTA, YYaCTBYIOIIEr0 B KIMHUYECKUX UCCIIEOBAHUAX JIEKAPCTBEHHOIO IIperapara);

[TpaBuiia HajmIexameil KIMHUYECKOW MPAKTUKU, YTBEP)KIIEHHBIE NMPHUKa3oM MHHHCTEPCTBA 3ApPaBOOXPAHEHUS
Poccuiickoit @eneparuu ot 1 anpenst 2016 . N 2001 (3apeructpupoBad MuHucCTepcTBOM HOCTUIIMM Poccuiickoit
Oenepanuu 23 aBrycra 2016 r., peructpanvionnbii N 43357) (manee - IlpaBwia Hamjexamied KIMHUYECKOM
IIPAKTHUKH);

[IpaBuia  Hamuexamieil  MPOU3BOACTBEHHOM — NMPAKTUKU,  YTBEPXKICHHBbIE  MpPUKa3oM  MMHHHCTEpCTBa
IPOMBILUIEHHOCTH U ToproBiu Poccuiickoit @enepauun ot 14 umrons 2013 . N 916 (3aperucrpupoBan
MunucrepctBoMm toctunimu Poccuiickoit ®eneparuun 10 centsiops 2013 1., perucrpamumonHsridi N 29938), ¢
WU3MEHEHUSMU, BHECEHHBIMM IPUKa30M MUHHUCTEPCTBA MPOMBIIIIIEHHOCTH U TOoproeiuu Poccuiickoit denepanun
or 18 pmexabpst 2015 r. N 4148 (3apeructpupoBan MwunuctepcTtBoM roctuiiuu Poccuiickoit ®enepannu 28
nekabdps 2015 r., peructparnmonnsiit N 40323) (manee - [IpaBuna Hajiexarieil mpou3BOICTBEHHON IPAKTHKH );
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Mpukas Poc3gpasHaasopa ot 19.02.2022 N 1185
"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

Iopsimok ocymiecTBiaeHus: (hapMakoHaa30pa, YTBEpKIEHHbIN mpukazoM DenepaiabHON CIIy>KObI MO HaA30py B
cthepe 3apaBooxpanenus ot 15 depams 2017 . N 1071 (3apeructpupoBan MUHHUCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepauuu 20 mapra 2017 r, peructpaunoHHbii N 46039), ¢ uW3MEHEHUSIMH, BHECEHHBIMHU
npukazoM DenepanbHON CIY)OBI MO HAA30py B cdepe 3apaBooxpaHeHus oT 16 wmroms 2020 . N 6252
(3apeructpupoBan MunucrepctBoM roctuiiuu Poccuiickoit @enepanun 10 centsiopst 2020 1., perucTpaioHHbII

N 59745) (nanee - [Topsimok ocymiecTBiaeHus: (hapMakoHaA30pa)

1. O01Ime noIoKeEHU

1.1

Kimmanueckoe uccnenoBanue
JIEKapCTBEHHOIO Ipenapara s
MEIUILMHCKOTO IPUMEHEHUS
MPOBOAMUTCS JIX B YUPEKIAECHUN HA
OCHOBAHUU PA3PEILICHUs HA IPOBEACHUE
KJIMHUYECKOTO UCCIIEIOBAHMS,
BBIJAHHOTO MHUHHCTEPCTBOM
3npaBooxpanenus Poccuiickon
®Oenepanuu?

yacTh 4 crareu 38, gactu 1, 2
cratbu 39 61-D3; MyHKTHI 5,
6, 21 I[lpaBun Hamiexkalen
KJIIMHUYECKON IIPAKTUKH

1.2

Knunuueckoe uccrnegoBanue
JIEKapCTBEHHOTO Mpenapara Jjs
MEAMIIMHCKOTO MTPUMEHEHUS
MIPOBOJIUTCS JIU B COOTBETCTBHH C
JIOTOBOPOM?

yacTth |1 ctateu 41 61-D3

1.3

Z[Ol"OBOp O MPOBCACHUHN KIIMHUYCCKOI'O UCCIICAOBAHUS JICKAPCTBECHHOT'O IIpCriapara st MEAUIUHCKOTO

MNPUMCHCHUA COACPIKHUT JIU:

YCJ'IOBI/ISI %1 CpOKI/I HpOBeI[GHI/ISI JOAaHHOT'O
ucciaenoBauug?

nyHKT 1 yactu 2 crarbu 41
61-®3

ompezeneHue o0Ieil CTOMMOCTH
IPOTrPaMMBbI JAHHOTO UCCIICIOBAHHMS C
yKa3aHHEM CYyMMBbI,

IIyHKT 2 4acTu 2 cTaTtbu 41
61-03

Hape)XHas npaBoBas noaaAepXKa
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Mpwka3

PocsppaBHaasopa ot 19.02.2022 N 1185

"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

HpeI[HaSHaanOHICﬁCH JJISA BBITLIIAT
HUCCICOOBATCIIO U COI/ICCJ'IGJIOBaTeJ'IHM?

ornpenaeneHue Gopmbl MpeACcTaBICHUS
pe3yJIbTaTOB JAHHOT'O MCCJIEIOBAaHUS B
YITOJITHOMOYEHHBIN (peiepaabHbIil OpraH
HUCIOJIHUTEILHON BIIaCTH?

MyHKT 3 yactu 2 crarbu 41
61-®3

2. HezaBucumsiii sTnyeckuii komutet (nanee - HOK)

2.1 |Bxonst nmu B cocraB HOK nuiia, nyHKT 11 [TpaBun
oOnafaroririe HeOOXOIMMBIM ONBITOM U | HAJJIeXkKAallleld KIMHIYeCKOM
KBaJTM(pUKAIMEH JIJIs1 SKCIIEPTHON MIPaKTUKU
OLICHKU HaYYHBIX, MEAULUHCKHUX U
ATHUYECKHUX aCHEKTOB IJIAHUPYEMOTO
KJIIMHUYECKOTO UCCIIEeI0BaHUA?

2.2 |HOK ocymecTBIIsIET 11 CBOIO nyHKT 12 [IpaBun
NeSITEIbHOCTh B COOTBETCTBUU C HaJuIexallel KIMHIYeCKON
YTBEP>K/I€HHBIMU UM CTaHJIAPTHBIMU MPaKTUKHU
OTIEPAIIMOHHBIMU TIPOLIETypaMH (Janee
- COII)?

2.3 | COIIst HOK cogepkar 511, B TOM YUCITIE:

TpeOOBaHUS K COCTAaBY M KBATH(DHUKAINH
YJI€HOB?

nyHKT 12 [IpaBun
HaJIeXalled KIMHUYeCKOH
MIPAKTUKU

cBeeHus 00 yupenurene?

yHKT 12 [IpaBun
HaIeXalled KINHUYECKOH
MPaKTUKHU

MOPAAOK OpraHuv3alvu IpoOBCACHUS

nyHKT 12 [IpaBun

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

3acemaHuin?

HaJIeXXallen KIMHUYECKON
MPaKTUKHU

MOPSIIOK PaCCMOTPEHUS JOKYMEHTOB U
MIPUHSTHS 110 HUM PEILIEHUI?

nyHKT 12 [IpaBun
HaIexxalned KIMHU4IeCKOU
MPaKTUKHU

2.4 | B xone npunarus pemenuii HOK paccmoTpens! ju ciieyromne 10KyMEHThI:

MIPOTOKOJI KIIMHUYECKOTO
uccienoBauug?

noAnyHKT "a" nmyHkra 13,
MOANYHKT X" myHKTa 15
[IpaBun Hamexkamen
KJINHUYECKON IIPAKTUKH

Oporiropa ucciieoBaTesis?

NoANyHKT "0" myHkTa 13
[IpaBun HajuiexKaen
KIIMHUYECKOW MPAKTUKHU

MH(OPMAILIMOHHBIH JIMCTOK MalyeHTa’?

noanyHkT "B" myHkTa 13,
MOAIYHKT "T" myHKTa 15
[IpaBun Hagexamen

KJIWMHAYECKOM IMPAaKTUKNU

cBelleHHsI 00 ombITe PabOTHl U
KBaJIM(DUKALIUY UCCIIE0BATEINS 110
COOTBETCTBYIOIIEH CIEUATbHOCTH,
BKJIFOHasA €ro OIIbIT pa60TI)I 10
MIPOBEICHUIO KIIMHUYECKUX
HcCIIeqOBaHun?

n_n

NoANyHKT "r" myHkTa 13,
MOANYHKT "0" myHKkTa 15
[IpaBun Hajexamen
KJIINHUYECKON IPAKTUKH

CBEICHUS O MEIUIIUMHCKHUX
OpraHM3aIHIX, B KOTOPBIX
MIpeAnonIaraeTcs MpoBeAcHUE
KIHHUYECKOTO HUCCIIEMOBAHU?

noanyHkT "a" mynkra 13
IIpaBuin HajuIe)Kamen
KIIMHUYECKON TTPAKTUKH

Hape)XHas npaBoBas noaaAepXKa

www.consultant.ru

Crpannua 8 us 41



Mpukas Poc3gpasHaasopa ot 19.02.2022 N 1185
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

CBEJICHUS O MPENOoaraeMbIX CpoKax
HpOBG}IeHI/IH KIIMHHUYECCKOT'O
ucciaenoBauug?

noAnyHKT "e" myHkra 13
[IpaBun Hagnexamen
KIIMHUYECKOHN MPAKTUKH

KOITHSL TOTOBOPA 00513aTeIHHOTO
CTpaxoBaHus?

NOANYHKT K" myHkTa 13
[IpaBun Hagexamen
KJIINHUYECKOHN IIPAKTUKY;
Tunosele mpaBuIIa
00513aTEIBHOTO CTPAXOBAHHUS
KHU3HU U 3710pOBBS MALUEHTA,
Y4YacTBYIOILETO B
KIIMHUYECKUX UCCIIEI0BAaHUAX
JIEKapCTBEHHOTO Npenapara

uHpOpPMALUI O COCTaBe
JIEKapCTBEHHOTO Tpernapara’?

nyn

noAnyHKT "3" myHkra 13
[IpaBun Hagexaniei
KJIIMHUYECKON IIPAKTUKH

MaTepHalibl, COJEPIKAIME OTTMCAHUE
JIEWCTBUM, HAIIPABJIICHHBIX HA
MIPUBJICUCHUE MMAIIUEHTOB, 3/IOPOBBIX
JOOPOBOJIBLIEB K YYACTHIO B
KJIMHUYECKOM UCCIEIOBAaHUN?

nyHKT 13 [IpaBun
HaIeXalued KINHUYECKOH
MPaKTUKH

IIMCBMCHHBIC MaTepI/IaJ'ILI, KOTOpI)IC
Oy/IyT MPEOCTaBICHbBI YYaCTHUKAM
KIHHUYECKOTO MUCCIIENOBAHNUS,
cozIeprKaIlre B TOM YHCIIe
WH(POPMALIUIO O BHIIJIATAX U
KOMIICHCAIIUSAX YYACTHUKAM
KJINHUYECKOTO UCCIIEI0BAHUA?

nyHKT 13, nogmyHkr "n"
nyHkra 15 [IpaBun
HaJJIeXKAaIlen KIMHUIECKON
MPAKTUKU

2.5

[Ipunsreie pemenuss HOK
3aJI0KyMEHTUPOBAHBbI JI1?

nyHKT 14 [IpaBun
HaJIeXKallen KIMHUYECKON

Hape)XHas npaBoBas noaaAepXKa
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IPAaKTHUKN

2.6 | 060 Bcex npunATHIX pemienussx HOK B | mynkr 16 [IpaBun
MICEMEHHOM BHJIE COOOIIAET JIH HaJUIeXaeld KIIMHIYEeCKOH
HCCIIE/IOBATEII0, OPraHUu3aTopy MIPAKTUKA

KJIMHUYECKOTO UCCIIeIOBAHMSA?

2.7 | B xone npoBenenus kimHrUeckoro uccienoanus HOK obecnieunBaeT nu:

nepuoanYeckoe (He pexe OHOro pa3a B | MOAMYHKT "B" myHkTa 15

TO/I) PACCMOTPEHHE JIOKyMEHTAIIUN [TpaBun Hagexaen
uccleoBaHus? KJIMHUYECKOH NMPaKTUKH
COIIaCOBaHUE MOMPABOK B MTPOTOKOI noAnyHKT "x" myHkra 15
KJIIMHUYECKOTO UCCIIeI0BaHNUsA? [IpaBun Hagexamen

KJIIMHUYECKOM IMPAaKTUKNU

2.8 | B ciy4ae nmpuBiie4eHUs U IPUHATHS | HOAIYHKT "e" myHkra 15
penieHui I, 00Iagaronux [IpaBun Hagexamen
CIEIIMAJIbHBIMY 3HAHUSIMU B KIIMHUYECKOHN MPAKTUKH
cooTBeTcTBYIOMUX obmactiax, HOK ne
JIOIIYCKAET JIM UX K y4acTHUIO B IPEHUAX
Y TOJIOCOBAHUIO?

2.9 |HOK obecnievyena ju 3ammura npas, nyHKT 10, moxmyHkT "a"
0€30MacHOCTb U OXpaHa 3J0POBbs nyHkTa 15, mynkr 17 IlpaBun
YYaCTHUKOB KJIMHUYECKOTO HaJyIeKaleld KINHAYECKON
HCCIIE0BaHNA? IIPAKTUKHU
2.10 |HOK obecnieueHo a1 XpaHeHHe myHKT 18 [IpaBun
JOKYMEHTOB, CBSI3aHHBIX C HaJJIeXallen KIMHUYECKON
IIPOBEICHUEM KIMHUYECKOTO IIPAKTHKHU
uccienoBanusa’?
www.consultant.ru CrpaHuua 10 n3 41

Hape)XHas npaBoBas noaaAepXKa



Mpukas Poc3gpasHaasopa ot 19.02.2022 N 1185
"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

3. OpraHmauI/m, OCYHICCTBIIAIOIIAA MPOBCACHHUC KIIMHUYCCKOTO I/ICCJ'IeI[OBaHI/I}I/ IOpI/II[I/I‘{eCKOC JIMIIO, Ha UMA

KOTOPOTO BBIAAHO pa3pelieHre Ha IPOBEACHNE KIIMHUYECKOTO UCCIIeI0BaHUS

3.1 |Ilomy4eHno iu paspenieHue yacTthb 1 crareu 39 61-D3;
MuHucTepcTBa 34paBOOXPAHEHUS IyHKT 21, moamyHkT "a"
Poccuiickoit @enepanyu Ha MpaBo nyHkTa 22 [IpaBun
MPOBEAEHUS KIIMHUYECKOTO HaJUJIeXKaILIEH KIMHUYECKOU
UCCIIEIOBAHUS IO Hayaja ero MIPAKTHKU
MPOBEICHUS?

3.2 | ObecrieueHo 11 IPOBEICHHE nyHKTHI 7, 20 IIpaBun
KIIMHUYECKOTO MCCIIEI0BAaHUS HaJJIexallel KIMHIYeCKOi
JIEKapCTBEHHOTO IIpenapara B MPaKTUKHU
COOTBETCTBHH C ITPOTOKOJIOM?

3.3 | O060 Bcex UBMEHEHUSX B MTPOTOKOI yacTh 4 crarbu 40 61-D3;
KJIMHUYECKOTO UCCIIEIOBAHUS, B nyHKTHI 20, 31 [TpaBun
ClIy4asix HEOOXOAMMOCTH UX BHECEHHUS, |HaJJexalleld KIMHIYeCKoi
cooOmraercst i B MUHUCTEPCTBO MPaKTUKH
3npaBooxpanenus Poccuiickoi
Oenepanun?

3.4 | ObGecrieueHo M pacnpeesieHre MpaB U | HOAMYHKT "0" myHKTa 22
o0si3aHHOCTEH Mex Iy BceMu unamu, | [IpaBun Hajiexaren
YYaCTBYIOIIMMH B KIIMHUYECKOM KIIMHUYECKON TTPAKTUKU
uccienqoBanun?

3.5 | YTBepKIEeHBI U TOKYMEHTHI 110 MOANYHKT "B" nmyHKTa 22

MOPSAJKY MPOBEIEHUS KIMHUYECKOTO
ucclieIoBaHus, cOOpy, perucTpaluy u
MIPEJICTABICHUIO TAHHBIX B
COOTBETCTBHUHU C IIPOTOKOJIOM U
[IpaBuaMu HajIexKaIEed KIMHUYECKON
npakTtuku (naiee - COIT

[IpaBun Hagexamen
KJIIMHUYECKON IPAKTUKU

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

opranuszaropa)?

3.6 |ObecmieueH 1 epecMOTp OPOLIIOPEl | MOAMYHKT "I MyHKTa 22,
HCCIIEIOBATENS 110 MEpe MOTYyUYCHUS nyHKT 28 [IpaBun
HOBBIX JJAHHBIX, HE PEKE OJHOIO pas3a B | HAIJICIKALIEH KIMHUYECKON
roxa? MPaKTUKHU

3.7 | O6ecredeHo U IPeI0CTaBICHNE noAnyHkKT "r" myHkra 22
aKTyaJIbHOW PeIaKIMy OPOLIIOPHI [IpaBuin HajuIe)Kamen
uccienorarento 1 HOKy? KJIMHUYECKOU MPAKTUKHU

3.8 | ObGecmeyeHO U BHEAPCHHUE noanyHkTe! """, "p" myHkTa
nojaepxkaHue cucteM odecnieuenuss 1 |22 [pasun Hagexaien
KOHTPOJISI KAU€CTBA B COOTBETCTBUM C | KIMHUYECKOM MPAaKTUKU
COII opranuszaropa?

3.9 |IlomydeHo nu coriacue Bcex MOANYHKT "e" myHkTa 22
MIPUBJICUYCHHBIX K YUaCTHIO B [IpaBun Haanexamen
KJIIMHUYECKOM MCCJIEIOBAHUU CTOPOH Ha | KITMHUYECKON MPAKTHUKU
MPEA0CTABICHHE MPSMOTO JOCTYIA KO
BCEM JIaHHBIM KIIMHUYECKOTO
HCCIIeIOBaHUS, HEOOXOIMMOE IS LieJei
MOHUTOPHWHTA U ayJUTa KauecTBa
MPOBEACHUS KIIMHUYECKOTO
HUCCIIENOBaHUA?

3.10 | Haznauens! i nuua, o0agaromniue MOANYHKT X" myHKTa 22
COOTBETCTBYIOIICH KBaMU(PUKAIIHCH, [IpaBun Hajexamen
JUISl OKa3aHUsI KOHCYJIBTAaTUBHOM KJIMHUYECKOW MPAKTUKHU
MIOMOILY UCCIEI0BaTENSIM?

3.11 |ObecneyeHa mu KOH(UICHIHMATILHOCTh | MOAMYHKT "3" myHKTa 22

JIMYHBIX JAHHBIX YYaCTHHUKA
HCCIICAOBAHUA TIOCPCACTBOM

[TpaBun Hagexamen
KJIIMHUYECKON IPAKTUKU

Hape)XHas npaBoBas noaaAepXKa

www.consultant.ru

CrpaHnua 12 ns 41



Mpukas Poc3gpasHaasopa ot 19.02.2022 N 1185
"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...
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[ata coxpaHeHus: 14.03.2022

HCIIO0JIb30BaHUs IPUCBOECHHOTO MY
UIEeHTU(HUKAITMOHHOTO Ko1a?

3.12 | O0GecrieueHo 1 BEICHUE NOANYHKT "u'" myHKTa 22
WHIUBUIYAIBHON PETUCTPALMOHHON [IpaBun Hajexamen
KapThl KaXKJI0T0 y4aCTHUKA KIIMHUYECKON MPaKTUKH
KJIIMHUYECKOTO UCCIIeI0BaHusA?

3.13 | ChopmupoBaH 11 HE3aBUCHUMBIA NoANyHKT "K" myHKTa 22
KOMUTET 110 MOHUTOPUHTY AaHHBIX /Ui | [IpaBun Hajuiexaien
OILICHKHU MTPOBOJUMOTO KJIMHUYECKOTO KIIMHUYECKON TIPAKTUKU
ucciaenoBadusa’?

3.14 | OGecnieueHO M XpaHEHUE JOKYMEHTOB, | MOAMYHKT "n" myHkTa 22
OTHOCSIIIUXCS K KIMHUYECKOMY [IpaBun Hagyexaniei
HCCIJIEIOBAHUIO, B TEUCHUE KIIMHUYECKON MPAKTUKH
YCTaHOBJIEHHOTO CpoKa?

3.15 | B ciyuae mpekpamieHus: KIMHUYECKON | MOAMYHKT "M" myHKTa 22
pa3paboTKu HcCcIeayeMOoro [TpaBun Hagexanen
JIEKapCTBEHHOTO TIpernapara COOOIIEHO | KIMHUYECKON MPAKTUKH
71 00 3TOM BCEM yYaCTBYIOIIKUM B
KJIIMHUYECKOM UCCIIeI0BaHUU
cTopoHam?

3.16 | Bce nuna, npuBIIEYEHHBIE K MOANYHKT "n" myHKTa 22
IIPOBEJICHUIO JIFOOOTO U3 3TAIOB [IpaBun Hame)kamen
KJIIMHUYECKOT'O UCCIIEI0BAHU, KJIIMHUYECKON NIPAKTUKU
0071a/Taf0T JIU COOTBETCTBYIOIIEH
KkBanupukanuen?

3.17 |Opranu3aropoM KIMHUYECKOTO MCCIECIOBAaHUSl WM TPUBICUCHHBIM KM IOPUIUYECKUM JIULIOM TIpH
WCIIOJIb30BAaHUU DJICKTPOHHBIX CHUCTEM I paOOThl C JAHHBIMH KIMHUYECKOTO HCCICAOBAHHS U (WIIN)
ANIEKTPOHHBIMU CUCTEMAMHU YAAJIEHHOTO JOCTYTA K YKa3aHHBIM JTaHHBIM:

www.consultant.ru Crpanuua 13 n3 41
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JOKYMEHTAJIbHO 0(OPMIICHO JIN MOANYHKT "a" myHkTa 23
COOTBETCTBHUE CUCTEM JIEKTPOHHOMN [IpaBun HamuIe)Kamen
06pa60T1<1/1 JaHHBIX TpC6OBaHI/IHM K KJIIMHUYECKOU IMPaKTUKN

[TOJTHOTE, TOYHOCTH U HAJIEKHOCTH
IaHHBIX, a TAK)XE CTAaOMIBHOCTD
TOCTIDKEHUS TPeOyeMOro pe3ysibTara
(manmee - BaMIaMs TaHHBIX)?

yrBepkaeHsl 11 COIlbl nernonp30Banus | HOAMYHKT "0" myHKTa 23
AJIEKTPOHHBIX CUCTEM? [IpaBun Hagexamien
KJIINHUYECKON IIPAKTUKH

nn

oOecrieyeHa Ji paboTa MEKTPOHHBIX | TOAMYHKT "B" myHKTa 23
CHCTEM TakK, YTOOBI [IPU U3MCHEHUH [TpaBun HaIeKALICH
BBCACHHBIX JaHHbIX BHOCHUMBIC KIIMHUYECKOM IMPAaKTUKHU
W3MEHEHUsI OBUTH 33I0KYMEHTUPOBAHBI
" paHCC BBCACHHBIC JaHHBIC HC ObLIH

yJaJeHbl?

oOecreueHa I CUCTEMA 3aIUTHI noAnyHKT """ myHkra 23
JTAHHBIX KJIMHUYECKOTO uccinenoBanus, |lIpaBuin Hagnexamen
MpeA0TBpaIiaronas KIIMHAYECKON TIPAKTUKH

HECaHKIIMOHUPOBAHHBINA JOCTYH K
JAHHBIM, B TOM YHCJI€ TOCPEACTBOM
YTBEPKIACHUSI CIIUCKA JIUL, UMEIOLIUX
JOCTYII K JaHHBIM KJIMHUYECKOTO
HCCIIEJOBAHMS C IPABOM BHECEHUS B
HUX U3MEHEHUH U Pe3epBHOIO
KOMMPOBAHMSI JAaHHBIX ?

o0ecrieyeHa JIn COXPaHHOCTb MOANYHKT "n" myHKTa 23
MaCKUPOBKU KJIMHUYECKOTO [IpaBun Hagnexaren
HCCIICO0BAaHUA, TPOBOAUMOTO CJICTIBIM KIIMHUYECKOM IMPAaKTHUKKU

www.consultant.ru CrpaHuua 14 us 41
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

METOJIOM, TIPH BBOZIE U 00paboTKe
JAHHBIX B AJIEKTPOHHOMU cucteMe?

3.18

[TonTBepxaeH i axt
MPEIOCTABICHUS UCCIIEOBATENIO U
MEMIIMHCKOM OpraHu3aIluy IpOTOKOIa
KIIMHUYCCKOTI'O UCCJIICAOBAHUA N
OpOIIOPHI B TEKYIICH PEIAKIIAN JIO
IIoAInNrCaHus C MGHHHHHCKOﬁ
OpraHM3aIkel JOroBopa Ha MIPOBEACHHE
KIHHUYECKOTO HUCCIIEMOBAHUS?

nyHKT 24 [IpaBuin

HaIexxalned KIMHU4IeCKOU

MIPAKTHKHU

3.19

HOHy‘IGHO JIM TIMCBMCHHOC COTTIaCHUC UCCIICAOBATCIIA U YIIOJJHOMOYCHHOTI'O JIMIa MEIUITUHCKOM

OpraHu3alnuu Ha:

MIPOBE/ICHUE KIIMHIUYECKOTO
WCCIIE/IOBAaHHS B COOTBETCTBHUH C
npotokosioM, [IpaBunamMu Hauiexkarei
KJIINHUYECKOHN IIPAKTUKH U
TpeOOBaHUSMH 3aKOHOIATEIIHCTBA
Poccwuiickoit denepanuu B chepe
oOpaIeHus JIEKapCTBEHHBIX CPEICTB?

MOAMYHKT "a" myHkTa 25
[IpaBun HamIexkanen
KJIMHUYECKOH NMPaKTUKH

co0oieHe MpoLelypbl perucTpanun
U TIPEJICTaBIICHUS JAHHBIX
KIIMHUYECKOT'O UCCIIEA0BaHUS?

MOANMYHKT "0" myHKTa 25
[IpaBun Hagexamen
KIIMHUYECKOH NMPaKTHKH

MIPOBCACHNUC MOHUTOPHUHI'A U aYZ[I/ITa?

MOANYHKT "B" ImyHKTa 25
[IpaBun Hagexamen
KIIMHUYECKOH MPAKTUKH

XpaHCHUC NOKYMCHTOB, CBA3AHHBIX C
IMPOBECACHHUEM KIIMHUYCCKOTO
HCCIICAO0BAaHUA, 1O TCX IOP, ITOKA

n_n

noAnyHKT """ myHkTa 25
[TpaBun Hagexamen
KJIIMHUYECKON IPAKTUKU

Hape)XHas npaBoBas noaaAepXKa

www.consultant.ru

CrpaHuua 15 us 41



Mpukas Poc3gpasHaasopa ot 19.02.2022 N 1185
"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C

[ata coxpaHeHus: 14.03.2022

OpraHu3aTop KIMHUYECKOTO
HUCCIEI0BAaHUS HE COOOIIUT
HCCJIEIOBATEIII0 U MEAUIIMHCKOM
OpFaHI/ISaHI/II/I, YTO JAHHBIC }IOKYMGHTI)I
MOTYT OBITh YHUUTOXCHBI?

3.20 | 3axmroueH 1 1O0roBop obsi3atenbHOro | 4actu 1, 14 crateu 44 61-03;
CTpaxoBaHUs pUCKa NpUYMHEHUs Bpeaa |myHKT 26 [IpaBun
JKU3HH, 300POBbIO MALIUEHTA B Ha/JIeKaIlew KIMHUYECKON
pe3ynbTaTe MpOBEJACHUS KIMHUYECKOTO | TPaKTHKH;
HCCIIeTIOBaHUS? nyHKThI 13(2) - 13(6), 15, 16,
18 TunoBsIX MpaBuII
00513aTEIBHOTO CTPAXOBAHHUS
YKU3HH | 3I0POBBS TAIMEHTA,
Y4aCTBYIOILIETO B
KIIMHUYECKUX MCCIICIOBAHUSIX
JIEKapCTBEHHOI'0 IIpenapara
JUTSI METUITHHCKOTO
MIPUMEHEHUS
3.21 |ObGecnieueHO M COOTBETCTBUE CPOKOB | 4acTh 7 ctarbu 44 61-D3
JIOTOBOpa 00s13aTEIIbHOTO CTPaxOBaHUS
KU3HU ¥ 3[I0pPOBbS MAIUEHTA,
YYaCTBYIOIIETO B KIIMHUYECKUX
HCCIIEIOBAHUSIX JIEKAPCTBEHHOTO
npenapara, Cpokam IpOBEICHHUS
KJIIMHUYECKOTO UCCIIEeI0BAHUS
JIEKapCTBEHHOTO TIpernapara Jyist
MEIMIIMHCKOTO TPUMECHECHHUS?
3.22 |Ilomy4deHo U 3aJOKyMEHTHUPOBAHO JIU:

cornacue HOK Ha npoBenenue

nyHKT 27 [IpaBun

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

KIIMHUYECKOT'O HCCIIeIoBaHus Ha 0aze
MEIUIIMHCKON OpraHu3annun?

HaJIeXXallen KIMHUYECKON
MPaKTUKHU

noaTBepxkaeHue Toro, yto HOK B cBOEi
JEeSATETbHOCTH PYKOBOJCTBYETCS
[IpaBunamMu HaasexKale KITMHAYECKOM
MIPAKTUKU?

nyHKT 27 [IpaBun
HaIexxalned KIMHU4IeCKOU
MPaKTUKHU

3.23

I/IccneuyeMHe JICKAPCTBCHHLIC MIPCIIapaThl, UCIIOJIB3YCMBIC ITPU ITPOBCACHHNU KIIMHUYCCKOT'O

HUCCICaJOBaHUA:

MIPOM3BEICHBI JTH B COOTBETCTBUU C
TpeboBanusmu [IpaBun Haaexaniei
MPOU3BOJICTBEHHON MPAKTUKH?

yacTh 18 crareu 5 61-D3;
MyHKTHI 3, 29 [IpaBun
HaIeXallnel KINHUYEeCKOM
MPaKTUKH;

npunoxkenue N 13
IIpaBunam HajyiexKamen
MIPOM3BOICTBEHHOM MPAKTHKHU

MUMEIOT JIK COOTBETCTBYIOIIHE
MOKa3aTelId KaueCcTBa, XPaHITCS U
TPAHCIOPTUPYIOTCSI B COOTBETCTBUU C
[IpaBunamu Haaex)amen NpakTUKU
XPaHCHHUS U TIEPEBO3KH JICKAPCTBEHHBIX
npenaparoB?

yacThb 18 crareu 5 61-D3;
myHKTHI 3, 29 [IpaBun
HaJIeXKallen KIMHUYECKON
MPaKTUKH;

npunoxenue N 13
[IpaBunam Hagnexamen
MIPOU3BOICTBEHHOM MPAKTUKHU

3aKOJMPOBAHBl U MAPKUPOBAHKI JIU B
Hessix o0ecrnedyeHnss MacCKUpOBKU?

yacThb 18 crareu 5 61-D3;
myHKTHI 3, 29 [IpaBun
HaJJIeKalei KIMHUYeCKON
MIPaKTUKH;

npuioxkenue N 13 k
[TpaBunam Hagnexamen
MIPOU3BOICTBEHHOM MPAKTUKHU

Hape)XHas npaBoBas noaaAepXKa
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"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

3.24 | Ha nepBUYHYIO H/UIU BTOPUUHYIO
YIIaKOBKY JICKAPCTBEHHBIX MTPETapaToB,
MpeAHA3HAYCHHBIX JJIs1 KIMHUYECKUX
HCCIICIOBaHMM, HAHECCHBI JIM HAAITUCH:
" ]ISl KIMHAYECKUX UCClIeoBaHni"?

yacThb 8 ctareu 46 61-D3;
yHKT 29 [IpaBuin
HaJiJIeKaIei KIMHUYeCKOM
MPaKTUKH

3.25 |OGecnieyeHo U MPUMEHEHHE CUCTEMBI
KOJUPOBAHUS HCCIIEAYEMOTO
JIEKapCTBEHHOTO Tpernapara,
BKJIFOYAIOIIEH B ce0s MeXaHU3M,
MTO3BOJISIONINI B OKCTPEHHBIX CITydasx
OBICTPO UACHTU(PHUITUPOBATH JTAHHBII
JIEKapCTBEHHBIH Mpenapar, mpu 3TOM He
JIOMTyCKAOIIENH BO3MOKHOCTH
HE3aMETHO PacKpbITh KoA?

yHKT 30 [IpaBun
HaIeXalned KINHUYeCKOH
MPaKTUKHU

3.26 | OGecnieyeHo JIn HATMYUE HCCIETyEMOTO
JIEKapCTBEHHOIO IIpernapara B
KOJINYECTBE, HEOOXOTUMOM IS
IIPOBEICHUS KIIMHUYECKOTO
uccienoBaHus?

yHKT 32 [IpaBun
HaIexalued KIMHUYeCKOH
MPaKTUKHU

3.27 |lloaTBep:KAE€HO JIM Ka4eCTBO
HCCIIETyeMOTO JICKApCTBEHHOTO
npenapara?

myHKT 32 [IpaBun
HaIeXXallued KINHUYECKOH
MPaKTUKH

3.28 | JoxymeHTupyercs i1 HHPOpPMAIUs O:

MOCTYTICHHN MCCIIEyeMOTO
JIEKapCTBEHHOTO Mpenapara B
MEIUITMHCKUE OpraHu3aun?

nyHKT 32 [IpaBun
HaJIeXKallen KIMHUYECKON
MPaKTUKH

0 BO3BpAaTC UCCICAYEMOTO
JICKApCTBCHHOT'O npenapaTa?

yHKT 32 [IpaBuin
HaJJIeXXallen KIMHUYECKON

Hape)XHas npaBoBas noaaAepXKa
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"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

MIPAKTUKU
00 YHUUYTOXXEHUH HCCIETYyEMOro myHKT 32 [IpaBun
JIEKapCTBEHHOTO Mpenapara? HaJIJIeXKalel KIMHUYECKOU

IIPAKTHKHU

3.29 | OcyuuecTBisieTcst 11 NOCTOSIHHAS yHKT 32 [IpaBun
OLleHKa 0€30MacCHOCTH UCCIeyEMOro | HaJulexalleil KIMHUYeCKon
JIEKapCTBEHHOTO Npenapara? IIPAKTUKHU

3.30 |OGecnieyeHo U YBEIOMIICHHE BCEX myHKT 32 [IpaBun
BOBJICUECHHBIX B IPOBE/ICHHUE Ha/yexaliel KIMHUYeCKOH
KJIIMHUYECKOT'0 MCCIIEI0BAaHUS JINILL O MIPAKTUKHU
JAHHBIX, KOTOPbIE MOTYT
HEeOIaronpusTHO OTPA3UTHCS HA
0€301MacHOCTH MaIMeHTOB?

3.31 |OGecneueHo u cooblIeHre 000 BCEX CEphe3HbIX U HENPEIBUCHHBIX HEXKeNaTeIbHbIX PEAKIUAX:
BCEM BOBJICYCHHBIM B IIPOBEJCHUE IyHKT 3 ctarbu 64 61-D3;
KJIIMHUYECKOT'0 MCCIIEI0BaHUS JINLaM nyHKT 33 [IpaBun

HaJUIeKalleld KIMHUYECKON

MIPAKTUKU
®denepalibHOI cmy>k0€ 1Mo Ha30py B yHKT 3 crarbu 64 61-D3;
cdepe 31paBOOXpaHEHHS Yepe3 nyHKT 33 [IpaBun
ABTOMaTH3UPOBAHHYIO HaJyIeKaleld KINHAYECKON
MH(POPMALIMOHHYIO CUCTEMY MIPAKTUKH;
Pocznpasnanzopa mubo no noanyHKT "1" myHkTa 6,
IEKTPOHHOM 10YTE nyHkTsl 10, 11, 12 Iopsaaka
pharm@roszdravnadzor.ru? OCYIIECTBIICHUS

¢bapmakoHa30pa

3.32 | OGecnieyeHo JIu MpeCTaBICHUE B yHKT 33 [IpaBun

Hape)XHas npaBoBas noaaAepXKa
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Mpukas PocagpaBHaasopa ot 19.02.2022 N 1185 [okyMmeHT npepoctasneH KoHcynbTaHTI0C

"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET... [ata coxpaHeHus: 14.03.2022
Poc3npaBHan3op nepruoguyeckux HaJIeKaIIeH KIIMHUYECKON
OTYETOB MO 0€30MACHOCTHU MPaKTHKH;
HCClielyeMoro/pa3padaTbiBaeMoro noANnyHKT "3" myHKTa 6,
npenapara (ganee - POOB) B IyHKT IyHKTHI 12, 30, 31, 33
coorBeTcTBUU ¢ [lopsakom [Topsinka ocyiiecTBIeHUS
OCYIIIECTBIICHUSI (papMaKoHaa30pa? (dhapmakonazopa

3.33 | O0ecrieyeHo a1 COOOIIEHNE B nyHKT 22, 25 [Topsiaka
PocsnpaBHam3op o neTanbHBIX U (WIH) | OCYIIECTBICHHUS
KU3HEYTPOXKAIOIINX CEPhE3HBIX (hapmakoHa30pa;
HENPEIBUACHHBIX HEXKEIATEIbHBIX nyHktel 1.2.1, 1.3.1
pEaKIUIX Ha UCCIEAYEMbIN B XOJI€ [Tpunoxenust N 11 k
KIIMHUYECKUX UCCIEN0BAaHUN [IpaBunam Hagnexamen
JIEKapCTBEHHBIN Mpenapar, B CPOK HE KJIMHUYECKOW MPAKTUKHU

Oonee 7 kaneHgapHbIX AHe (ecim unoe | EADC
HE MPEAYCMOTPEHO 0JI00PEHHBIM
MIPOTOKOJIOM KITHHHYECKOTO

nccaenoBanus)?

3.34 | O0GecrieyeHo U COOOIIEHNE B nyHKThI 23, 25 [lopsnka
Poc3npaBHanzop o cepbe3HbIX OCYIIECTBIICHUS
HeTPEeABUACHHBIX HEXEJIaTeIbHBIX (dhapmakoHazopa

peakuusx, 3a UCKJIIIOYEHUEM peakuui, |myHkTel 1.2.1, 1.3.1
yKa3aHHbIX B cTpoke 3.33 Hactosmero | [Ipunoxenus N 11

IIPOBEPOYHOIO JIUCTA, B CPOK, HE IIpaBunam HajuieKamen
MpeBbIIAIOIIUN 15 KaneHIapHbIX AHEH? | KTMHUYECKOW MPaKTUKU
EADC
3.35 | OGecnieyeHo T HANIPaBJICHNE nyHKT 24 [lopsnka
coobmenuit B Poc3apaBuanzop u HOK | ocymiectBienus
00 uHOU WHPOPMAITUH 110 (dhapmakoHa30pa;
0€301acHOCTH, KOTOpasi MOXKET nyHKT 1.5 [punoxenns N 11
WU3MEHSTh OIICHKY COOTHOIIICHUS k [IpaBuiiam Haexanen
www.consultant.ru Crpanuua 20 us 41
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"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

T10JIb3a-PUCK UCCIIEyEMOIO IIpernapara,
B CpPOK, HE IPEBBIIAOMHNN 15
KaJICHIapHBIX THEN?

KJIINHUYECKON IIPAKTUKH
EADC

3.36 | OGecnieyeHO i1 MPOBECHNE nyHKT 34 IIpaBuin
MOHHTOPHHTA KIIMHUYECKOTO Ha/IJIeKAIIeH KITMHUYECKOM
WCCJIEIOBAHUS B COOTBETCTBUU C MIPAKTHKU
nporokosiom, COIlamu, TpeboBaHUIMEI
3aKoHOJaTenbcTBa Poccuiickon
®denepanuu 06 oOpameHnn
JIEKapCTBEHHBIX CPEJICTB?

3.37 |Ha3naueno nu puznyeckoe IuIo, nyHKT 34 IIpaBuin
oOmamaroriee HayYHBIMU U (WITH) HaJUIeKAallel KIIMHUYECKOM
CHEMAIbHBIMY 3HAHUSIMH, IS MIPAKTHKU
MIPOBEICHUSI MOHUTOPUHTA
KITMHUYIECKOTO MCCIIEIOBAHUS?

3.38 |IIpoBeneHre MOHUTOPUHTA KIMHUYECKOTO UCCIIEIOBAaHUS 00ECTIEYUBACT JIH:

cobmonenne COII opranuzaropa
KIIMHHYECKOTO MCCIICIOBAHUS UITH
IIPUBJICUCHHOT'O UM IOPUANYCCKOTO
JUIa

nyHKT 34 [IpaBun
HaJIeXKallen KIMHUYECKON
MPaKTUKH

IIPOBEPKY HAJIMUUS KBAIU(DUKAIIH
HCCIIEZIOBATEIS ¥ PECYPCOB
MEIUIIMHCKOM OpraHu3alui,
HCO6X0)II/IMI)IX AJIA IPOBCACHUS
KJIMHUYECKOTO UCCIEI0BaHMsI, BKIIIOUas
naboparopuu, 000py10BaHUE U
nepcoHan?

NOAMYHKT "0" myHKTa 36
[IpaBun Hagexamen
KIIMHUYECKOH MPAKTUKH

KOHTPOJIb Y4€Ta, paClIpCaACIICHUSA U

NOANYHKT "B" myHKTa 36

Hape)XHas npaBoBas noaaAepXKa
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"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

YCIIOBHUM XpaHEHUs UCCIETYEMBIX
npenaparon?

[IpaBun Hajexamen
KJIMHUYECKOW MPAKTUKHU

YTBEPKJIEHHOT'O ITPOTOKOJIA U BCEX
W3MEHEHUH K HEMY?

KOHTPOJIb COOIOICHUS UCCIIeA0BaTeIeM

n_n

noAnyHkT "r" myHkra 36
[IpaBun Hajexamen
KJIINHUYECKON IPAKTUKH

KOHTPOJIb ITOATBEPIKACHHS (haKTa
MOJTY4YeHHUsI JOOPOBOIBHOTO
HNHCBMEHHOTO COIVIACHS KaXK/I0TO
Y4aCTHHKA KIIMHUYCCKOI'O

KINMHUYCCKOM I/ICCHCIIOBaHI/II/I?

HCCIICA0BaHUA 10 Ha4yajia €ro ydyacTus B

noAnyHKT "a" myHkTa 36
[IpaBuin HajuIe)Kamen
KIIMHUYECKON TTPAKTUKH

HaJU4Hue Y UCCIIe0BATENS TEKYIIEeH
penakiuuu OpPOITIOPHI, HHBIX
JIOKyMEHTOB U MaTepHaioB,
HEOOXOAMMBIX JJISI IPOBEACHUS
KIMHHYECKOTO HUCCIICIOBAHUS?

NOANYyHKT "e" myHkTa 36
IIpaBun Hagnexaren
KJINHUYECKON IIPAKTUKH

JNOBEIEHUE 10 UCCclIenoBaTenei
HE0OXOUMOM IJIs1 TPOBEACHHUS
KIMHHYECKOTO HUCCIIEIOBAHUS
uHpopMauun?

NOANYHKT X" myHKkTa 36
[IpaBun HajuIeKaen
KIIMHUYECKOW MPAKTUKHU

KpUTEpUEB 0TOOpa y4aCTHUKOB
KIIMHUYECKOT'0 MCCIIEN0BaHUA?

MIPOBEPKY COOIIOICHUS UCCIIeI0BaTEIEM

NOANYHKT "3" myHkTa 36
[IpaBun Hagexamen
KIIMHUYECKOH MPAKTUKH

CPOKOB PETUCTpaIlMU JAHHBIX
KJIIMHUYECKOTO UCCIIeI0BaHUsA?

MPOBCPKY MPABUIIBHOCTHU, ITOJIHOTHI 1

NOANYyHKTHI "n", "K" myHKTa
36 IlpaBun Hagexanien
KIIMHUYECKON MPAKTUKH

IIPOBEPKY MOPSIIKA BEACHUS

MOANYHKT "u" myHKTa 36

Hape)XHas npaBoBas noaaAepXKa
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"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

JIOKYMEHTOB KJIMHUYECKOTO
HCCIEIOBAHUS?

[IpaBun Hajexamen
KJIMHUYECKOW MPAKTUKHU

COOOIIIEHNE UCCIIEIOBATEIIO O JIFOOBIX
,Z[OHYH_ICHHLIX B HH[[HBHI[yaJIBHDfI
PETHCTPAIIMOHHOM KapTe OIMOKax,
MPOMyCKaxX U HePa30OPUMBBIX 3AMUCSX?

noAnyHkT "n" myHkra 36
[IpaBun Hajexamen
KJIINHUYECKON IPAKTUKH

KOHTPOJIb 33 TeM, YTOOBI UCTIPABJICHUS B
HHIABUIYAIbHOM PErUCTPAIIMOHHON
KapTe OBbLIN CIIETaHbl, TaTHPOBAHBI,
OOBSICHEHBI M ITOIITUCAHBI
HCCaeaoBareiiemM?

NOANYHKT "n" myHkTa 36
[IpaBun Hagexaniei
KJIIMHUYECKON IIPAKTUKH

COOOIIIEHNE UCCIET0BATEIIO 00
OTKJIOHEHUsIX OT mpotokona, COIIL
opranu3zaropa, TpedoBanuii [IpaBun
HaJyIe)KaIel KIMHAYECKON IPAKTUKH U
3aKoHOAaTeabCTBa Poccuiickoit
®denepanuu 06 oOpameHnH
JIEKapCTBEHHBIX CPEJICTB?

NOANYHKT "M" myHKTa 36
[MpaBun HageKamei
KJINHUYECKON IIPAKTUKH

MIPUHATHE MEP MO YCTPAHEHUIO U
HEJOIMYLIEHUIO IOBTOPEHUS
OTKJIOHEHHUM OoT nmpoTokoina, COIT
opranuzaropa, Tpedosanuii [IpaBun
HaJUIeKAIEH KIMHAYECKON IPAKTUKH U
3aKoHoOzaTenbcTBa Poccuiickon
®denepanuu 06 oOpameHun
JIEKapCTBEHHBIX CPEICTB?

NOANYHKT "M" myHKTa 36
[IpaBun HajuIexKaen
KJIMHUYECKOW MPAaKTUKHU

3.39

HOI[TBep)KI[CH JIn (baKT NpeaACTaBICHUA
IMHUCbMCHHBIX OTYCTOB 110 MOHUTOPUHTY
KIMHUYCCKOT'O UCCIICJOBAHUA

nyHKT 37 [IpaBun

HaJIeXKaller KIIMHUYECKON

IPAKTUKNU

Hape)XHas npaBoBas noaaAepXKa
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"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

HA3HA4YE€HHBIM JIMIIOM B NIOPSIKE U
cpoku, ycraHosiieHHbie COI1
opranusaropa?

3.40 | Conmep:xaHue OTYETOB [0 MOHUTOPHUHTY
KIIMHUYECKOTO UCCIIEA0BAHMS
COOTBETCTBYET JIU TPEOOBAHUSIM
[IpaBun Hajexamen KIMHNIECKON
MIPAKTUKU?

yHKT 37 [IpaBun
HaIeXalled KIMHUYECKOH
MPaKTUKHU

3.41 |OcyiuecTBisieTcs 1M He3aBUCUMAs OT
MOHHUTOPHHTA OLIEHKA COOTBETCTBUS
MIPOBOIUMOTO KIIMHUYECKOTO
uccienoBanus nporokoiy, COIT
OpraHm3aropa, Tpe0OBaHUIM
3aKoHOIaTelLCcTBa Poccuiickoi
Denepanuu 06 obparieHun
JIEKapPCTBEHHBIX CPEJICTB (J1ajee - ayauT
KJIIMHUYECKOTO UCCIeI0BaHus)?

yHKT 38 [IpaBun
HaIeXalued KIMHU4YeCKOH
MPaKTUKHU

3.42 | lng npoBeaeHMsl ayiuTa KIMHUYECKOTO
UCCIIeIOBaHNS Ha3HAYEHBI JIU
KBaJIM(DULIPOBAHHBIE, HE3aBUCUMBIE OT
BCEX CYOBEKTOB KIMHUYECKOTO
HCCIIEIOBAHUS JIUIA, UMEIOIIUE OIBIT
MIPOBE/ICHUS ayIUTOB?

myHKT 38 [IpaBun
HaIeXalluel KINHUYECKOH
MPaKTUKH

3.43 | Oprann3aropoM KJIMHUYECKOTO
WCCJIEIOBAHMSI YTBEPKICH JIU IJIaH U
00beM ayauTa KIMHUYECKOTO
HCCIIENOBaHuA?

nyHKT 38 [IpaBuin
HaJyIeKalend KIMHAYECKON
MPAKTUKU

3.44 | ObecnieueHo i MpEKpaIIeHNUEe yIacTUs
B KIIMHUYECKOM HCCIIEIOBAHUU

nyHKT 39 [IpaBun
HaJIeXKallen KIMHUYECKON

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C

[ata coxpaHeHus: 14.03.2022

HCCIIE0BATENS U MEAUIIMHCKON
OpraHM3alllH, B JESITEIbHOCTH KOTOPHIX
0OHapyXeHbI cepbe3HbIC U (HITH)
MOBTOPSIIOIINECS CITydan
HECOOJTIOIEHUS YCTAaHOBIICHHBIX
TpeOOBaHUH K IPOBEACHUIO
KIIMHUYECKOT'O MCCIIEN0BaHUA?

IPAaKTHUKN

3.45

ObecnieueHo 11 BHECEHHE U3MEHEHUH B
MIPOTOKOJT KIIMHHUYECKOTO HUCCIICOBAHHS
B ClIydae OOHapYKEHUS CEPhEe3HBIX U
(W) TTIOBTOPSIIOIIMUXCS CITy4YacB
HECOOITIOIEHUS! YCTAaHOBIICHHBIX
TpeOOBaHUH K IPOBEICHUIO
KIIMHUYECKOTO UCCIIEA0BAHMS?

myHKT 39 [IpaBun
HaIeXalned KIMHU4YeCKOH
MPaKTUKHU

3.46

OO0ecrneuena Jii BO3MOKHOCTh
MPUHSTHS PEIICHUS O
MIPUOCTAHOBJICHUN WM MTPEKPAICHUU
KIIMHUYECKOTO MCCIIETOBAHUS
JIEKapCTBEHHOTO Mpernapara Jis
MEIMIIMHCKOTO MMPUMCHEHHS B CTydac
BO3HUKHOBEHHMS OIIACHOCTH JIJIS JKU3HU,
3I0POBbS MaIMeHTa (TIAIMEHTOR),
Y4acTBYIOIIETO (Y4acTBYIOIIUX) B
KIIMHUYECKOM HCCIIEIOBAHUH?

qacTh 6 crateu 40 61-D3

3.47

[TuceMenHOE cooOIIeHHE 0
3aBEPILICHUH, IPUOCTAHOBICHUH WIH
MPEKPALICHUU KIIMHUYECKOTO
HCCIIEI0BAHNSI HAIIPABIICHO JIA B
Munzapas Poccun B cpok, He
MPEBBIIAIONINN ATH pabouux JHEHN co

gactu 6, 7 ctateu 40 61-D3;
yHKT 40 [IpaBun
HaIeXXallued KINHUYECKOH
MPaKTUKH

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

JHA SaBeleeHI/IH?

3.48 |IIpu npoBeneHUN MHOTOIIEHTPOBBIX KITMHUYECKUX UCCIIEOBaHN 00€CIIeueHO JIH:

MMPOBCACHHUC KIIMHUYCCKOTO
ucciaeagoBanusg BCEMHU MEIUTTMHCKUMHA
opranu3aluvsiMu B CTPOroM
COOTBETCTBHH C ITPOTOKOJIOM
KIMHHUYCCKOTI'O I/ICCJICI[OBaHI/ISI?

[Tonnmyskr "a" mynkra 41
[IpaBun Hagexaniei
KJIIMHUYECKON IIPAKTUKH

pa3zpaboTka HHAUBUAYaTbHBIX
PETUCTPAIIMOHHBIX KapT, MTO3BOJISIOMINX
coOparb TpeOyeMbie JTaHHBIC U3 BCEX
MEIUIIMHCKUX OpraHu3alui?

[MoamynkT "6" myHkTa 41
[MpaBun HagexKamei
KJINHUYECKON IIPAKTUKH

JIOKYMEHTAJIbHOE 3aKpEIJICHUE IPaB U
00s13aHHOCTEN MEIUIIMHCKNX
OpraHu3aluil 1 ucciaegoBarenei?

[Toamynkr "B" mynkTa 41
[IpaBun Hagexamen
KIIMHUYECKOH NMPaKTHKH

IIPEIOCTaBICHUE MEAULIMHCKUM
OpraHM3alUsIM U UCCIEeI0BATENsIM
nporokoia, COIT opranusaropa,
MHCTPYKLUU IO 3aI10JIHEHUIO
UHAVBUAYAJIbHBIX PETUCTPALMOHHBIX
KapT 10 Hayaja KIMHUYECKOTO
UCCIeN0BaHuA?

ITonnmyskr "B" nmyHkra 41
[IpaBun Hagexamen
KIIMHUYECKOHN MPAKTUKH

3.49 |IlonTBepaeH i GaxT MpeaCTaBICHUS
B TPEXMECSYHBIN CPOK OTUETA O
pe3ysbTaTtax KIMHUYECKOTO
uccienoanus B Munzapas Poccun?

myHKTHI 9, 61 IlpaBun
HaIeXalned KIMHUIeCKOH
MPaKTUKHU

gacth 11 cratem 40 61-03

4. Opranu3zarnus paboThl UCCIIETOBATENS

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

4.1

P}/KOBOI[I/ITCJ'IGM MEIUITUHCKOM OopraHu3ann 00€eCIIeYCHO JIH:

Ha3HaY€HUE OTBETCTBEHHOTO
MCCIIeI0BATEISI, UMEIOLIETO JIeueOHYI0
CHELUATBbHOCTh, COOTBETCTBYIOILYIO
MIPOBOIUMOMY KIIMHUYECKOMY
HCCIIEIOBAHUIO, CO CTaXKEM PabOTHI 110
MporpaMMaM KJIMHUYECKUX
WCCIIEIOBAHUM HE MEHee YeM TpH roja’?

yacThb 1 crareu 40 61-D3;
nyHKT 42 [IpaBun
HaIexxalned KIMHU4IeCKOU
MPaKTUKHU

Ha3HAYE€HHUE COMCCIEA0BaTeIeH U3
Yyucia Bpaye 3TOM MeAUIIMHCKON
opraHu3aluu?

yacTh 1 crarbu 40 61-D3;
nyHKT 42 [IpaBui
Ha/IekKaIlew KIMHUYECKON
MPaKTUKH

COOOIIIEHUE B YITOJTHOMOUEHHBIH
(denepanbHBIN OPTaH UCTIOTHUTEIHLHOM
BJIACTH, BBIIABIIMI pa3pelleHne Ha
MPOBEJICHUE KIMHUYECKOTO
HCCIIEI0BAHUS, O Hayaje KIMHUYECKOTO
HCCIIEIOBAHMS, B CPOK, HE
MPEBBILIAIONINM Tpex pabouux JHEH co
JTHS HayaJjia MpOBEJACHUS TAKOTO
ucciaenoBauusa?

yacThb 3.1 craten 40 61-P3

MIPUHSITHE PEIICHUS O
IMPHUOCTAHOBJICHU N KIMHUYECKOI'O
WCCJIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Ha 0asze yupexJIeHus, B
Clly4ae BOZHUKHOBEHUS OTIACHOCTH ISt
JKHU3HH, 300POBbA MAlMCHTA,
YYaCTBYIOIIETO B KJIMHHYECKOM
HCCIIENOBaHUN?

yacThb 6 ctatbu 40 61-D3;
yHKT 58 [IpaBun
HaJIeXKallen KIMHUYECKON
MPaKTUKH

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

4.2 |O6ecreueHo U MOATBCPKACHO JIM O3HAKOMJICHHUEC UCCJIICA0OBATCIIA U CoMCCIIeJOBaTEIeH:

C pe3y/bTaTaMy JOKIUHUYECKOTO qacTb 3 crarbu 40 61-D3;

HCCIIEIOBAHMS UCCIIETyEMOTO nyHKT 43 [IpaBun

JIEKapCTBEHHOIO IIpernapara, HaJyIeKallel KIMHUYECKON

aKTyaJIbHOW Bepcuel OpOITIOPHI MPaKTUKHU

uccienoBarens?

IIPOTOKOJIOM KJIMHUYECKOIO qacTb 3 crareu 40 61-D3;

KCCIIEIOBAHUS JIEKAPCTBEHHOTO nyHKT 43 [IpaBui

npenapara? HaJyIeKalel KIMHUYECKON
MPaKTUKHU

JIOKyMEHTaMH U JAHHBIMU, UMEIOIIMMH | 9acTh 3 ctathu 40 61-D3;

OTHOILIEHUE K IMPOBEICHHUIO nyHKT 43 [IpaBun
KJIMHUYECKOTO UCCIIEI0BAHUA? HaJJIeXKalel KITNHNYECKON
MIPAKTHKU
4.3 | OcymiecTBieH Jin 0TOOp MAaIMEHTOB - yacThb 2 ctarbu 40 61-D3;
YYaCTHUKOB KIIMHUYECKOTO nyHKT 44 [IpaBun
HCCIENOBAaHUS, KOTOPBIE IO HaJUIe)KaIe KIMHNYeCKOH

MCIAUIIUHCKUM ITOKa3aHUAM MOTYT OBITE IMPAKTHUKNU
IIPUBJICYCHBI K YUYaCTHUIO B KIMHUYCCKOM
HCCIICJOBAHUU JICKAPCTBCHHOT'O

npenapara?

4.4 | O0ecneyeHo 1M OKa3aHue yacTh 2 crarbu 98 323-D3;
MEIULIMHCKOM ITOMOIIM YYaCTHUKAM yacThb 2 crarbu 40 61-D3;
KJIMHUYECKOTO UCCIICIOBAHUS yHKT 44 [IpaBun
JIEKapCTBEHHOI O IIpenapara? HaJjIeKallen KIMHNYECKON

MIPAKTHKU

4.5 |HccnenoBarenb pacnoyiaraet Jid nyHKT 46 [IpaBun

pecypcamMu, HEOOXOIUMBIMH IS HaJIeKallen KIMHHYECKON

www.consultant.ru
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

MIPOBEACHUS KIIMHUYECKOTO MIPAKTHKU
WCCTIEIOBAHMSI, BKITIOYAsl TA0OpaTOpHH,
o0opyaoBaHuE U ePCOHAN?

4.6 | ObecrieueHo 11 yBeJOMIICHHUE Jiedamux | MyHKT 47 [IpaBun
Bpayell yYaCTHUKOB KIMHUYECKOTO HaIeXalled KIMHUYECKOH
WCCIIeIOBaHUS 00 y9aCcTUU TIOCIEAHUX B | IPAKTUKU
KIIMHUYECKOM HCCIICIOBAHMH ?

4.7 | O0ecnedeHo 11 COONI0ACHHE nyHKTHI 3, 7, 48, 50 [IpaBun
IPOTOKOJIA KIIMHAYECKOTO HaJJIeXKalllel KINHNYECKOM
HCCIICIOBAHMS? MPaKTUKH

4.8 |Bce OTKJIOHEHHUS OT MPOTOKOJIA nyHKT 48 [IpaBuin
KJIMHUYECKOTO MCCIIEI0BAHUS HaJJIeKaIleH KIMHUYECKON
0 OpMJIICHBI JIX UCCIIETOBATEIIEM MPaKTUKH
JTIOKyMEHTaJIbHO?

4.9 | ObecriedueHo 1 HATPaBICHUE yHKT 48 [IpaBun
OpraHU3aTopy KIMHUYECKOTO HaJIJIe)KaIeH KITMHUYECKOU
HCCIICIOBAHMS COTIIACOBAHUS BCEX MIPAKTHKU
OTKJIOHEHHI OT MPOTOKOJIA
KIIMHUYECKOTO UCCIICIOBAHMS ?

4.10 | UccnenoBarens npoundopmuposai 11 HIOK o:

OTKJIOHCHUAX OT HpOTOKOJ'Ia NI
W3MEHEHUAX TPOTOKOJIA KITMHUYECKOTO
HCCIEIOBAHUS?

MyHKT 48, moamyHKT "a"
nyHkTa 49 [IpaBun
HaIeXalned KIMHUIeCKOH
IIPAKTUKHU

BCEX U3MEHEHMSIX, HETIOCPEACTBEHHO
BIIMSIIOUINX Ha MPOBEICHUE
KJIIMHUYECKOTO UCCIIEI0BaHUS U (MJIN)

NOAMyHKT "0" myHKTa 49
[IpaBun Hagexamen
KJIINHUYECKON IIPAKTUKH
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

YBEJIMYMBAIOLIUX PUCK MPU YYACTUH B
KIIMHUYECKOM HCCIIEIOBAaHUU?

BCEX HEXKEJIATEJIbHBIX PEAKIUAX HA
HCCIIEAYEMBIH JIEKapCTBEHHBIN
Mpernapar, KOTOpbIE SBJISIOTCA
OJTHOBPEMEHHO CEPbE3HBIMU U
HENpeBUACHHBIMU?

noAnyHkT "B" myHkTa 49
[IpaBun Hajexamen
KJIINHUYECKON IPAKTUKH

HOBBIX JaHHBIX, KOTOPBIC MOI'YT
CBHUACTCIILCTBOBATL O BO3paCTaHHUU
pUCKa Ojid Y4aCTHUKOB KIIMHUYCCKOT'O
HCCIICAO0BAaHUSA UJIA MOT'YT
HC6J'Ial"OHpI/I$ITHO IIOBJIMATB HA X0
KIMHHUYCCKOTI'O I/ICCJICI[OBaHI/ISI?

noAnyHkT "r" myHkra 49
IIpaBuin HajuIe)Kamen
KIIMHUYECKON MPAKTUKH

4.11 | ObecnieueHO JI MPUMEHEHUE myHKTHI 3, 50 [IpaBun
YYaCTHUKaMU KIMHHUYECKOTO Ha/yexalel KIMHUYeCKOM
WCCIIIOBAHUS UCCIIETyEMbIX MPAaKTUKA
JIEKapCTBEHHBIX MPENapaToB B
COOTBETCTBHH C TIPOTOKOJIOM?

4.12 | ObecrieueHo 1 COOITIOIEHHUE nyHKT 50 [IpaBuin
IIPEIYCMOTPEHHOM MTPOTOKOJIOM Ha/Jexaleil KITMHUYeCKOM
METOIUKN PaHIOMH3AIHN? MIPAaKTUKA

4.13 | PackpbITHE 11 paHIOMU3ALIMOHHOTO yHKT 50 [IpaBui
KOZIa OCYILIECTBIISIETCS JIU TOJIBKO B Ha/JIexaIel KITIMHUYeCKOM
COOTBETCTBHH C TIPOTOKOJIOM? MIPAKTUKA

4.14 | CooO1IeHO 1 MPeKIECBPEMEHHOE nyHKT 50 [IpaBun

PacKpbITHE KOZIA UCCIIEyEMbIX
JIEKapCTBEHHBIX MIPeNnapaToB
OpraHMU3aTopy KIMHUYECKOTO

HaJIeXXallen KIMHUYECKON
MPaKTUKHU
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

HCCTIEI0BAHUS?
4.15 |OOGecriedeH 1 3aJJOKYMEHTHUPOBAH JIM YUET HCCIETYEMbIX JIEKAPCTBEHHBIX MPETapaToB U (M) MpenapaToB
CpPaBHEHUS [MOCPEACTBOM BEJICHUS yUeTa UX:
MOCTYILJICHUS? nyHKT 51 [IpaBuin
HaJUJIeKaIIEH KIMHUYECKOU
MPAKTUKHU
(hakTU4YecKoro HaIU4us? nyHKT 51 [IpaBun
HaJUJIekKaIEl KIMHUYECKOU
MPaKTUKHU
KOJINYECTBA UCTIONb30BAHUS KAXKIbIM nyHKT 51 [IpaBun
YYaCTHUKOM KJIIMHUYECKOTO HaJyIeKaIend KIMHUIECKON
HCCIIEI0BaHUS? MPaKTUKHU
YHUUYTOXKECHHUS? yHKT 51 [IpaBun
HaJIJIeXKaIel KITMHUYECKOU
MPaKTUKHU
BO3Bpara OpraHu3aropy KimHuueckoro |myHkT 51 [IpaBun
uccienoBanug’? HaIeXalned KIMHUIeCKOH
MPaKTUKHU
4.16 | ObecrieueHo 1M BEICHUE 3aMUCeH 110 yHKT 51 [IpaBun
YYETY UCCIENYEMBIX JIEKAPCTBEHHBIX HaJyIeKalleld KIMHAYECKON
MIpermapaToB U (UIN) MpenapaToB MPaKTUKHU
CPaBHEHUS B COOTBETCTBUU C
TpeboBanusaME [IpaBun HaIexKame
KJIMHUYECKOW MPAKTUKU?
4.17 | OGecriedeHO U BEACHHUE 3aITUCEH, nyHKT 51 [IpaBun

MOATBEPKAAOIINX, YTO YYACTHUKH

HaJJIeXXalled KIMHUYECKON
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

KIIMHUYECKOT'0 MCCIIEN0BAaHUS OITyqaln
UCCIIeyeMble JIEKapCTBEHHbIE
Ipenaparsl ¥ (UIH) Ipenaparbl
CpPaBHEHHUS B J103aX U KOJIMYECTBAX,
IIPEyCMOTPEHHBIX ITPOTOKOJIOM
KJIIMHWYECKOTO UCCIIEI0BAaHNsA?

IPAaKTHUKN

4.18

Y4acTHUK KIIMHUYECKOTO MCCIe0BaHus (MAllMEeHT) UK €0 3aKOHHBIN MPeICTaBUTENb HH(HOPMUPYETCS

JIK UCCJICAOBATCIIEM O CIICAYIOIICM:

KIIMHUYECKOE UCCIIE0BAHNE HOCUT
SKCIEPUMEHTAIBHBIN XapakTep?

MOANYHKT "a" myHkTa 52
[IpaBun Hajexaniei
KJIIMHUYECKON IIPAKTUKH

Y4aCTUC B KIIMHUYCCKOM HUCCIICAOBAaHUN
SABIIACTCA ,Z[O6pOBOJ'IBHBIM?

yacTh 1 crareu 43 61-D3;
NOAMYHKT "a" myHkTa 52
[IpaBun HamIexkanen
KJIMHUYECKOH NMPaKTUKH

CYIIECTBYET BO3MOKHOCTh OTKA3aThCs
OT y4acTHs B KIIMHUYECKOM
HCCIEN0BaHUY Ha JTIIOO0H CTaInu
MIPOBEICHUSI TAKOTO UCCIIETOBAHUS?

yacThb 4 crareu 43 61-D3;
noAnyHKT "a" myHkra 52
[IpaBun HajuIeKaen
KJINHUYECKON NIPAKTUKH

OEJIM KINHUYCCKOI'O I/ICCJ'ICJIOBaHI/ISI?

MyHKT 4 yactu 2 cratbu 43
61-D3;

noanyHKT "0" myHkTa 52
[IpaBun Hajexamen
KJIINHUYECKON NIPAKTUKH

HpO}IOJ’DKI/ITeHBHO CTH KIIMHUYECCKOTO
ucciaenoBauug?

MyHKT 4 yactu 2 crarbu 43
61-®3;

MOANYHKT "0" myHKkTa 52
[IpaBui HajuIe)KamEen
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

KJINHHAYECKOM IMPaKTUKN

HpI/I6JII/I3I/ITeJII:HOM KOJIMYCCTBEC
YYaCTHUKOB?

MOIIMYHKT "0" myHKTa 52
[IpaBun Hagexamen
KJIINHUYECKON IIPAKTUKH

BAapUAHTaXx JICYEHUS B IIpoLiecce
KIIMHUYECKOT'O MCCIIEN0BaHUS U
BEPOSITHOCTH CIIy4aliHOTO
pacnpezneseHus B OQHY U3 Pyl
neueHus?

IIyHKT 3 4actu 2 cratbu 43
61-D3;

NOANYHKT "B" myHKTa 52
[IpaBun Hagexaniei
KJIIMHUYECKON IIPAKTUKH

MpoIeAypax KINHNYECKOTO
WCCIICIOBAHHMS, BKITFOUAs BCE
WHBa3UBHBIE TTPOLIETYPHI?

n-_n

MOANYHKT "T" myHKTa 52
IIpaBun Hagnexaren
KJINHUYECKON IIPAKTUKH

00513aHHOCTSIX YYaCTHUKA
KIMHHUYECKOTO UCCIIEIOBaHMs?

IyHKT 5 4yactu 2 cratbu 43
61-D3;

NOANYHKT "a" myHkTa 52
[IpaBun HajuIexKalen
KJINHUYECKON NIPAKTUKH

y4acTHUKA KJIMHHYECKOTO
WCCIICIOBAHHUS, B TOM YHCJIC JUIS
SMOpHUOHA, TUI0/Ia WIIH TPYJHOTO
pebenka?

OKHJIAEMBIX PUCKAX M (WJIN) TIOJB3€ JJIS

IIyHKT 2 4yacTu 2 cTatbu 43
61-D3;

MOAMyHKT "e" myHKTa 52
[IpaBun Hajexamen
KJIINHUYECKON NIPAKTUKH

HHBIX, TIOMUMO IMPEAYCMOTPCHHBIX

JIeUeHUs!, KOTOPbIE MOTYT OBITh

HCCIEIOBAHUS?

MPOTOKOJIOM, IpOoHCAYypPaX WIN METOAAX

AOCTYIIHBI YHYAaCTHUKY KIIMHHUYCCKOTO

IyHKT 2 4acTu 2 cTarbu 43
61-D3;

NOAMYHKT "X" MmyHKTa 52
[IpaBui HajuIe)KamEen
KJIINHUYECKON IPAKTUKH
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

KOMIIEHCAlMU U (WJIN) JI€YEHUH,
JOCTYITHOM YYaCTHUKY KIIMHUYECKOTO
HCCIIEIOBAHMS B Cllyyae MPUYUHEHUS
BpE/ia ero 3710pOBbI0 B pe3ysbTaTe
y4acTHsI B KIIMHUYECKOM
HcciieqoBanun?

IIyHKT 6 4yactu 2 cratbu 43
61-D3;

MOANYHKT "3" myHKTa 52
[TpaBun Hagnexamen
KIIMHUYECKON MPAKTUKH

MJIAHUPYEMBIX BBITIIIATaX YYaCTHUKY
KJIMHUYECKOTO MCCIIEIOBAHUS 3a €r0
y4acTHe B KIMHUYECKOM
HCCIIENOBAaHUN?

NoANYHKT "u'" myHkTa 52
[IpaBun Hajexamen
KJIINHUYECKON IPAKTUKH

IJIAHUPYEMBIX PACX0Jax y4aCTHUKA
KIIMHUYECKOIO UCCIIEIOBAaHMUS,
CBSI3aHHBIX C €0 YYaCTHUEM B
KJIINHUYECKOM UCCIIeI0BaHUN?

MOANYHKT "K" myHKTa 52
[IpaBun Hagexaniei
KJIIMHUYECKON IIPAKTUKH

0 TOM, YTO MOJIUCaHNE
MH(POPMALIMOHHOTO JINCTKA MAIUeHTa CO
CTOPOHBI Y4aCTHHKA KIIMHUYECKOTO
HCCJIEIOBAHNS WM €TO 3aKOHHOTO
NPEICTaBUTEA, 1aeT pa3pelleHne Ha
JOCTYI JIUIY, HA3HAUEHHOMY IS
IIPOBE/ICHUS] MOHUTOPUHTA, ayTUTOPOB,
HE3aBUCHMBIX 3TUYECKUX KOMHUTETOB,
YIOJIHOMOYEHHBIX OPTaHOB K
MEAMIMHCKHUM 3alMCSIM Y4aCTHHKA
KIIMHUYECKOT'O UCCIIEA0BaHUS?

noAnyHKT "n" myHkra 52
[IpaBun HamIexkanen
KIIMHAYECKON TIPAKTUKH

0 TOM, 4YTO 3aIIUCH,
UACHTU(PUIMPYIOIINE YYaCTHUKA
KJIIMHUYECKOTO UCCIIEIOBaHUs, XPAHATCS
B TallHE, PACKpBITHE UX JOIYCKAETCS B

MyHKT 7 4yacTu 2 ctarbu 43
61-D3;

MOAMYHKT "M" myHKTa 52
[IpaBun Hagexamen
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

COOTBETCTBHUH C 3aKOHOAATEILCTBOM
Poccuiickoit @eaepanun?

KJINHHAYECKOM IMPaKTUKN

YCIIOBHSIX O3HAKOMJICHHS C HOBOM
uHpopMalmei, cnocoOHOM MOBIUATH HA
KEJIaHHE MTPOJOJDKATh YIacTHE B
KJIMHUYECKOM HCCIIeIOBAaHIH?

noAnyHKT "H'" myHKTa 52
[IpaBun Hajexamen
KJIINHUYECKON IPAKTUKH

JIUIAX, K KOTOPBIM MO>KHO 0OpaTuThCA
JUIS TIOJTyYEHUS TOTIOTHUTEILHOM
MH(POPMALIUHU O KIMHUYECKOM
WCCIICJOBAaHNH, U TIPaBaX YYaCTHUKOB
KJIMHUYECKOTO UCCIIeIOBaHUA?

MOANYHKT "0" myHKTa 52
[IpaBun Hagexaniei
KJIIMHUYECKON IIPAKTUKH

0 BO3MOKHBIX OOCTOSITENBCTBAX U (WJIH)
MPUYMHAX, IO KOTOPBIM y4YacTHe JIUIA B
KIIMHUYECKOM HCCIIEIOBAHUU MOXKET
OBITh MTPEKpAIIEHO?

NOANYHKT "n" myHkTa 52
IIpaBun Hagnexaren
KJINHUYECKON IIPAKTUKH

000 BCceX U3MEHEHHUAX B AOKYMCHTAax U
JaHHBIX KIMHHYCCKOI'oO NCCICIO0BaHNMA,

nyHKT 55 IIpaBuin

HaJJIeXKallen KIMHUYECKON

KacCaroINXCs €ro y4acTHsl B NPaKTHKH
KIIMHUYECKOM HCCIIEI0BaHUU?
4.19 |3adukcupoBaH i1 (axrt nyHKT 54 [IpaBun

MPEAOCTABICHUS YYACTHUKY
KJIIMHAYECKOTO UCCIICIOBAaHUS U (M)
€ro 3aKOHHOMY IIPEICTABUTEIIO
BPEMEHH ISl IPUHSITHS PEIIeHUs 00
Y4aCTHH WJIM OTKa3€ OT y4acTHs B
KJIIMHUYECKOM HCCJICIOBAHUU TIEpeT
MoNy4YeHUuEM HH(POPMHUPOBAHHOTO
coracus?

HaJIeXKallen KIMHUYECKON

MIPaKTUKHU

Hape)XHas npaBoBas noaaAepXKa
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"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

4.20 | ObecrieueHo 11 IpeAOCTaBICHUE myHKT 55 [IpaBun
YYaCTHUKY KJIMHUYIECKOTO HaJJIeKallel KINHHYECKON
WCCIIeIOBAHUS U (MJIM) €T0 3aKOHHOMY | IPaKTUKU
MIPEICTABUTENIO TTOJIMTMCAHHOTO 1
JATUPOBAHHOTO IK3EMILISApa
WH(DOPMAITMOHHOTO JTUCTKA MAIUCHTA
nepes BKIIOUEHUEM €0 B KIIMHUYECKOE
nccnemoBanue”?

4.21 | ObecriedeHo 11 NOAIMHCAHNE gacTh 3 crareu 43 61-D3;
MH(GOPMHUPOBAHHOTO JIUCTKA MAIMEeHTa | MyHKTHI 4, 55 TIpaBuin
KaX/IbIM YYaCTHUKOM KJIMHAYECKOTO HaJUIeKaIel KIMHUYeCKOH
HCCIEN0BAaHUS T100 €ro 3aKOHHBIM MPaKTUKHU
MpECTaBUTEIEM JI0 Hadasia
MIPOBEICHUSI TAKOTO UCCIIETOBAHUS?

4.22 | B ciydae yyacTusi B KauecTBe qacTb 5 crareu 43 61-D3;
MAIMEHTOB IeTel 00eCIIEYeHO TN gacTh 2 ctatbu 20 323-03
MOJIy4YeHUE MUCbMEHHOTO COTJIACHs UX
poauTesneit/yChIHOBUTEIEH ?

4.23 | YuacTHHKaMH KIIMHUYECKOTO yacTh 6 ctared 43 61-P3
HCCIIEIOBAHUS HE SIBIISIIOTCS U
MAIMEHTHI, OTHOCSIIUECS K KaTErOpUsIM
rpaxaaH, 0003HauYe€HHBIM 4acTbio 6
crateu 43 61-D3?

4.24 | Opranu3zaropy KJIMHUYECKOTO nyHKT 56 [IpaBun

HCCIIEIOBaHMS COOOIAaeTcs a1 000 Beex
CepPBhE3HBIX HEXKETATSIBHBIX PEAKITHSIX,
3a UCKJTFOYCHHUEM TeX, KOTOPHIC B
MPOTOKOJIE MK B OpoIIIiope
OTIpe/Ie/IEHBI KaK He TPeOyomre

HaJJIeXKallen KIMHUYECKON
MPaKTUKHU

Hape)XHas npaBoBas noaaAepXKa
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[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

HEMEJIEHHOT'O COOOIIECHUS B

YCTAHOBJICHHBIE IPOTOKOJIOM CPOKH?

4.25 | OGecriedeHo U IPEIOCTaBIICHNE
OpraHU3aTopy KIMHUYECKOTO
HCCIIEI0BaHMSI TIOAPOOHOTO
IIMCBMCHHOI'O OTUYETAa O CepBGSHbIX
HEXeJaTeIIbHBIX PEeaKIIHsIX ?

nyHKT 56 [IpaBun
HaIexxalned KIMHU4IeCKOU
MPaKTUKHU

4.26 | OGecriedeHo JIM IPEIOCTABICHUE 110

3npaBooxpanenus Poccuiickon
Oenepanuu u (wnn) enepanbHON
CITy>KOBI IO HAJ30PYy B cdepe
37IpaBOOXPAHEHUS JIFOOOU
JIOTIOJTHUTEIBHOM HH(pOpMaLIUU
OTHOCHTEIILHO CITy4asi CMEPTH
YYaCTHUKA KIMHUYECKOTO

3arpocy OpraHu3aTopa KIMHUYECKOTO
uccnenoBanus, HOK, Munucrepctsa

HCCIIEIOBaHUS, B TOM YHCJIE IPOTOKOJIA
BCKPBITHSI U TIOCMEPTHOTO 3MUKpU3a?

nyHKT 57 [IpaBuin
HaJUJIeXKAIIEH KIMHUYECKOU
MIPAKTUKU

4.27 | ObecriedeHo 11 HHPOPMUPOBAHHE
PYKOBOJHTEIS] METUIIUHCKOM
OpraHM3alluK U OpraHu3aTopa

3JI0pPOBbS YYACTHUKA KIIMHHYECKOTO
HCCICAOBAaHUS, B TeucHue 24 4acoB?

KIIMHUYCCKOTI'O UCCICAOBAHUS B CIIydac
BO3HHUKHOBCHUS OIIACHOCTH JJIA )KHU3HHU,

yacThb 6 ctareu 40 61-D3;
nyHKT 58 [IpaBuin
HaJJIeKaIleH KIMHUYECKOM
MPaKTUKH

4.28 | B ciiydae 10CpOYHOTO IPEKpaLCHUS
KJIMHUYECKOTO UCCIIEOBAHHS MU €0

MMPUOCTAHOBJICHUA obecreyeHo au

yHKT 58 [IpaBun
HaJIeXKallen KIMHUYECKON
MPaKTUKHU

Hape)XHas npaBoBas noaaAepXKa
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Mpukas Poc3gpasHaasopa ot 19.02.2022 N 1185
"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

He3aMeIUTeIbHOE HHPOPMUPOBAHUE
rccreaoBareaeM 1 (M) MEIUIIMHCKOM
OpraHu3aleil y4acTHUKOB
KIMHUYECKOTO HUCCIIEIOBAHNS,
MPEeIOCTaBICHUE UM HEOOXOIUMOTO
HAOIIOAECHUS U JIeueHus ?

4.29 | B cny4yae JOCPOYHOTO MPEKPALLICHUS nyHKT 58 [IpaBun
KJIIMHUYECKOI'0 MCCIIE0BAHUS WIN €r0 | HaJyuleKalled KIMHUYEeCKON
MIPUOCTAHOBIICHUS 00€CTIEUeHO JIN MIPAKTHKU
He3aMeTUTEeNbHOE HH()OPMHUPOBAHNE
uccrenoBareneM 1 (M) MeIUIIMHCKOM
opranusanuei opranuzaropa u HOK ¢
MPEIO0CTABICHUEM TIOAPOOHOTO
MUCHMEHHOTO OOBSCHEHHS TPUIHH
MIPUOCTAHOBIICHHUS WM MTPEKPAILEHUs
KIIMHUYECKOT'0 MCCIIEI0BaHUSA?

4.30 | ObecrieueHo 1M OJTHOE U JOCTOBEpHOE | MyHKT 59 [IpaBun
BeZICHHE BceX 0e3 UCKITIOUCHUS HaJJIexallel KIMHIYeCKoi
JIOKYMEHTOB KIIMHUYECKOT'O MPaKTUKHU
ucciaenoBadusa’?

4.31 |OOGecriedueHo 1 XpaHeHHE TOKYMEHTOB |MyHKT 60 [Tpasun
KJIIMHUYECKOTO UCCIIeI0BaHUsA? HaJUJIekKaIEl KIMHUYECKOU

MIPAKTHKU

4.32 |UccnenoBarens npouHbopmMupoBai 1 | myHKT 61 [Tpasun
PYKOBOIMTEIS MEAULIMHCKOMN HaJyIeKalend KIMHAYECKON
OpraHM3aIliK O 3aBEPIICHUN MIPAKTHKHU
KIIMHUYECKOT'0 MCCIIeI0BaHUs?

4.33 |MccnenoBarens NpeacTaBUl JIU nyHKT 61 [IpaBun

opranusaropy uccienosanus 1 HOK

HaJIeXKallen KIMHUYECKON

Hape)XHas npaBoBas noaaAepXKa
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Mpukas Poc3gpasHaasopa ot 19.02.2022 N 1185
"06 yTBEpXAEHUM (DOPM MPOBEPOUHbIX JIMCTOB (CMMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBET...

[okyMmeHT npepoctasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 14.03.2022

MOJATOTOBJIEHHBII UM B COOTBETCTBUU C
nmyHKToM 9 [IpaBun Hajmexamein
KJIIMHUYECKON MPAKTUKH OTUYET O
3aBCPUICHUHN KIIMHUYCCKOI'O
HCCIIEN0BaHNA?

IPAaKTHUKN

4.34

ObecnieueHo 11 IPOBEICHHE
KIIMHUYECKOTO UCCIIEA0BAHMS
JIEKapCTBEHHOTO IIpenapara B
cootBeTcTBUU ¢ [IpaBrmamu
HaJUIeKAlEel KIMHUYECKON IIPAKTUKU U
TpeOOBAHUAMU 3aKOHO/AATENbCTBA
Poccwuiickoit denepanuu B chepe
oOpalleHus JIEKapCTBEHHBIX CPEJCTB?

yacth 1 crareu 38, gacTs 12
craten 40 61-D3;

yHKT 45 [IpaBun
HaIeXalned KIMHU4YeCKOH
MPaKTUKHU

Hape)XHas npaBoBas noaaAepXKa
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"06 yTBEpXXAEHUN POPM NPOBEPOYHBIX JIMCTOB (CMIMCKOB KOHTPOSbHBIX
BOMPOCOB, OTBET...

[JokymeHT npepocTtasneH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.03.2022

4. Buz KOHTPOJIBLHOTO (HaA30pHOTO) MEPOIPUATHSA:

5. [lara 3anoJiHeHus1 MPOBEPOYHOTO JIUCTA!

6. OOBEKT rocyIapCcTBEHHOIO KOHTPOJIS (HaJa30pa), B OTHOIIEHWH KOTOPOTO MPOBOAMUTCS
KOHTPOJIBHOE (HaJ[30pHOE) MEPOTIPHUSITHE:

7. ®ammnus, UM M OTYECTBO (IpU HAJIMYUM) TPaKIAaHWHA WM WHAWBUIYaJbHOTO
NpeANpPUHUMATENS, €ro HWACHTU(QUKALMOHHBIM HOMEp HaJoromuiaTenabliuka MU (WiIn)
OCHOBHOM rOCyJapCTBEHHBIN PErucTpalMOHHbIN HOMEpP VUHJUBUIYAIBHOTO
OpeANpUHUMATENs,  agpec  perucTpalud  IpaXJaHWHA  WIM  HWHAUBHUIYaJbHOIO
NpeANnpUHUMATENS, HAMMEHOBAaHUE IOPUAMYECKOTO JIMIA, €r0 WACHTU(DHUKAIIMOHHBII HOMEp
HAJIOTOIIJIaTeNIbIIMKA U (WJIM) OCHOBHOM TOCYapCTBEHHBII pErHCTPpAaLlMOHHBIA HOMEp, ajpec
IOPUJIMYECKOTO JMIa (ero (UiInalioB, MPEICTaBUTENbCTB, 000COOIEHHBIX CTPYKTYPHBIX
NOApa3AEIeHUN), ABISIOINXCSA KOHTPOIUPYEMBIMHU JINLIAMMU:

8. Mecro (MecTa) mpoBeACHUS KOHTPOJIBHOTO (HAI30PHOTO) MEPONPHATHS C
3al0JTHEHUEM MIPOBEPOYHOTO JIMCTA!

9. PexkBu3uThl pemieHHs KOHTPOJIBHOTO (HAJ30pHOI0) OpraHa o IPOBEICHUU
KOHTPOJILHOTO  (HAJA30pHOTO)  MEpONpHUATHSA,  TMOAMNUCAHHOTO  YIOJHOMOYEHHBIM
JTIOJKHOCTHBIM JIUIIOM KOHTPOJIBHOTO (HaA30pPHOI0) OpraHa:

10. YueTHbIll HOMEp KOHTPOJIBHOTO (HAaJ30pHOTO0) MEPOIPHUATHSL:

11. HomxHOoCTh, (amMuaus W HMHULMAIBI JOHKHOCTHOTO JIMIIA  KOHTPOJBHOTO
(Hag30pHOTrO) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO B COOTBETCTBUHM C
IIOJIOKEHHEM O BHJI€ KOHTPOJS, JAODKHOCTHBIM —PEIIAMEHTOM HJIM  JOJDKHOCTHOU
UHCTPYKUUEH BXOOUT OCYIIECTBICHUE IIOJIHOMOUYMU II0 BHJY KOHTpOJIA, B TOM YHUCIE
IIPOBEJCHUE KOHTPOJBHBIX (HAJ30PHBIX) MEPONPUATUN, MPOBOASILIEIO KOHTPOJIbHOE
(Hag30pHOE) MEPOIIPUATUE U 3AMIOTHSIOIIETO TPOBEPOUHBIN JIUCT:

12. IToagnucu AOMKHOCTHBIX JIML KOHTPOJIBHOTO (HAJ30pHOI0) OpraHa, y4acTBYIOIIUX B
MIPOBEJCHUH KOHTPOJIBHOTO (HaJA30PHOT0) MEPOIPUSATHS:

www.consultant.ru Crpanuua 40 ns 41
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MNpuka3 PocaapasHaa3opa ot 19.02.2022 N 1185
"06 yTBEpXXAEHUN POPM NPOBEPOYHBIX JIMCTOB (CMIMCKOB KOHTPOSbHBIX
BOMPOCOB, OTBET...

[JokymeHT npepocTtasneH KoHcynbTaHTIn0C
[ata coxpaHeHus: 14.03.2022

(momxHOCTH, DaMUITUK U UTHUITHAIIBI)

13. Iloanmuck pyKOBOAMTENS TPYIIBI JOKHOCTHBIX JIML KOHTPOJBHOTO (HAI30PHOIO)
OpraHa, y4acTBYIOIIUX B IPOBEJIEHUU KOHTPOJIBHOIO (HaJ30pHOT0) MEPOIIPHUSTHSL:

(TOIKHOCTD, (haMHITAS U MHUITHAJTB )
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