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PykoBoacTBo
1o Co0JIIIEHNI0 00513aTeJIbHBIX TPeOoBaHNi B cepe oOpamieHus
BOCIIPOM3BEJACHHBIX JIEKAPCTBEHHBIX NMPENapaToB, 0M0AHAJIOTrOBbIX (0HOMOJ00HBIX)
JIEKAPCTBEHHBIX CPeICTB (0MO0AHAIOTOB) 10 OKOHYAHMS CPOKA, YCTAHOBJIEHHOT 0
1JIS1 IPOBeIeHUs UCCIIe0BAHMIA MX OMOIKBUBAJIEHTHOCTH WJIM TepaneBTHYECKOM
IKBUBAJIEHTHOCTH JIH0O0 BHECEHUS] M3MEHEHUI B HHCTPYKIHMIO 10 MeIMIIUHCKOMY
NPUMEHEHHUI0 B PAMKAaX OIpe/ieIeHUus1 B3aUMO03aMeHsIeMOCTH

1. BBenenue.

PykoBoaCTBO MO COOMIOACHUIO 00s13aTeNbHBIX TpeOoBaHUM (nanee PykoBoacTBO)
MOJITOTOBJICHO B COOTBETCTBUU C 4acThio 6 ctarbul 14 denepanbHoro 3akona Ne 247-03
«O06 obOs3atenbHbIX TpeOoBaHusx B Poccuiickoit deneparum», . 5 yactu 3 ctathu 46
®denepanpHoro 3akoHa oT 31.07.2020 Ne 248-d3 «O rocymaapCcTBEHHOM KOHTPOJIC
(Hag30pe) ¥ MYHUITMITATLHOM KOHTpOJie B Poccuiickoit @enepanun» (nanee - ©3-248).

2. O01mme NoI0KeHHS.

PyKkoOBOJACTBO COAECPKUT pa3bICHEHHs, O HaWOOJIee YacTO BCTPEUYAIONTUXCS
HapyILIEHUAX O00s3aTeNbHbIX TPeOOBaHMI, TOSICHEHUS OTHOCUTEIBHO CHOCOOOB
cOOMIO/IeHNs 00s3aTeNbHbIX TpeOOBaHUM, NpPHUMEpPbl COOMIOAEHUA O00S3aTeIbHbIX
TpeOOBaHM, PpEKOMEHIAITNH 110 TIPUHITHIO KOHTPOJIUPYEMBIMH JIMIIAMH KOHKPETHBIX MEp
Ui o0ecriedeHus: COOJIIOACHUSI 00s3aTeNIbHBIX TPEOOBaHUM, OTBETCTBEHHOCTh 3a
HapylIeHUs1 0053aTeIbHBIX TPEOOBAHUM.

[lepeyeHr HOPMATHBHBIX TIPABOBBIX aAKTOB (WX OTHAEIBHBIX ITOJOKEHUN),
coziepKaImx o0s3areNbHbIe TPEOOBaHMS, OIIEHKA COOTIOICHUS KOTOPBHIX OCYIIECTBISETCS
B paMKax roCcyJapCTBEHHOTO KOHTPOJiA (Haa30pa), MPUBJICUYCHUS] K aIMUHUCTPATHUBHOM
OTBETCTBEHHOCTH B COOTBETCTBUM C mnocTaHoBieHueM lIpaBurenscrBa Pocculickon
Oenepanuun ot 22.10.2020 Ne 1722 pasmenieH Ha uHTepHeT-noprane denepanbHOU
CIy»O0BI 1O HAA30py B cdepe 3apaBooxpaHeHus B paszzaene «Pedopma KOHTpoOIBHO-
Haa30pHOM nestenpHOCcTH» (https://roszdravnadzor.gov.ru/services/prevention).

TexkcThl HOpMAaTUBHBIX TTPABOBBIX aKTOB, COJIEPIKAIMNX 00sI3aTeIbHbIC TPEOOBAHUS B
chepe oOpamieHUs JIEKAPCTBCHHBIX CPEACTB, pa3MEIIEHbl Ha WHTEPHET-TIOPTAJIe
@enepanbHOil  ciy>)kObl 1O Haa30py B cdepe 3ApaBoOXpaHEHUsT B pyOpuke
«JlexapcTBeHHBIE cpeacTBa» (paznenbl «MoHUTOpPUHT 3G (HEKTUBHOCTH U O€30MACHOCTH
JICKAPCTBEHHBIX MPEIapaTOB» ).



https://roszdravnadzor.gov.ru/services/prevention

B cooTtBercTBHM ¢ 11.13 moctanoBnenus [IpaBurenbctBa Poccuiickoit @eaepanuu ot
01.10.2020 Ne 1583 «OO6 ytBepxnenuu I[IpaBun oOpaiieHusi BOCIPOU3BEACHHBIX
JIEKapCTBEHHBIX  TIPEMapaTroB, OHWOAHAIOTOBBIX (OMOMOAOOHBIX)  JIEKAPCTBEHHBIX
npenaparoB (OMOAHAJIOrOB) /10 OKOHYAHUS CPOKA, YCTAHOBJIIEHHOIO ISl MPOBEACHUS
UCCIICIOBAHUM MX OMOAKBUBAJICHTHOCTH WJIM TE€PANEBTUUYECKOW HSKBUBAJICHTHOCTH JHOO
BHECEHUS W3MEHEHUN B HHCTPYKIMIO IO MEIMIIMHCKOMY IPUMEHEHUI0O B paMKax
OTpPENICIICHUS] B3aMMO3aMEHSIEMOCTH» Jep KaTelb WM BIIJENell PETrUCTPAMOHHOIO
yAOCTOBEPEHUS]  JICKAPCTBEHHOTO  Tmpemapara  (YyMOJHOMOYEHHBIM UM JIPYTHM
IOPUANYECKUM JIMIIOM) 00s13aH MPeAocTaBiiATh B DenepalibHyI0 CIyK0y MO0 HaA30py B
chepe 3apaBOOXPAHEHUS] MEPUOAMYECKUE OTUEThl MO OE30MaCHOCTH JIEKAPCTBEHHBIX
npenapaToB pa3 B 3 Mecdlla HauWHAs CO JHS HaIpaBJICHHs 3ampocoB OT MuH3IpaBa
Poccuun.

3. Han6oJiee yacTo BcTpeyaronmuecsi HapyumeHust 00si3aTeJIbHBIX TPeOOBaAHM
JlepkaTenb WM BHAQACNEN] PETUCTPALMOHHOTO YIAOCTOBEPEHUS JIEKAPCTBEHHOTO
npemnaparta (yrnoJIHOMOYEHHBIM UM APYTUM IOPUIUYECKUM JIMIIOM) HE MPETOCTABIISIET B
denepanbHyIO ciy>k0y 10 HaJ30py B cpepe 3ApaBOOXPaHEHUS NEPUOIUUECKHE OTYETHI 1O
0€30MacHOCTH JIEKAPCTBEHHBIX MPEnapaToB pa3 B 3 Mecslia HaUMHasl CO JHS HapaBJICHUS
3arpocoB oT Mun3pasa Poccun.

4. IlosicHeHUs1 OTHOCUTEJIbHO CIOCO00B €00JII01eHNsl 00s13aTeJILHBIX TPEeOOBAHMIA.

B nensix npoduiakTKy prCcKOB MIPUYUHEHMS Bpefa (yiiepoa) oXpaHseMbIM 3aKOHOM
IIEHHOCTSIM IEHTpabHBbIM armapatoM denepanbHoil cinyXObl 1O Ham30py B cdepe
3IPAaBOOXpPAHEHUS W  €r0  TEPPUTOPHATBLHBIMH  OpraHaMd  OCYIIECTBIISIOTCS
PO IITAKTHICCKUE MEPOIIPHUATHSA, B paMKaX KOTOPBIX PEATM3yIOTCS Pa3IUYHBIC BHIBI
MOSICHEHU N OTHOCHUTEJIBHO CIIOCO0O0B COOJTIOAICHUS 00s3aTEIbHBIX TPEOOBAHUIA:

a) OCYIICCTBIIACTCA HH(MOPMHUPOBAHUC OPUIUYCCKHX JIMIL W WHIAUBUAYaATbHBIX
MpeANnprUHUMATENEH IO BOMPOcaM COOJIIOICHHS 0043aTENbHBIX TPEOOBAaHU, B TOM YHUCIIE
MOCPEJICTBOM MPOBEACHUS COBEIIAHUM.

0) Ha odunuanpHOM caiite Poc3apaBnamzopa B cetn "MHTepHer" myOnukyeTcs U
MOJIJIEPKUBACTCS B aKTYaJIbHOM COCTOSIHUU CJIeAYIOIIast HHPOpMaIus:

- TEKCThl HOPMATHUBHBIX IMPABOBBIX AaKTOB, PETYJHUPYIONIMX OCYIIECTBICHHE
(benepalbHOTO TOCYJapCTBEHHOTO KOHTPOJIS (Ha130pa) B cepe 3apaBOOXPAHCHHS,

- cBefieHUSI 00 W3MEHEHMSIX, BHECEHHBIX B HOPMATHUBHBIC TIPABOBBIC AaKTHI,
PETYIUPYIOIINE OCYIIECTBICHHE (heIepaIbHOTO TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa) B
cdepe 3apaBOOXPAHECHHS, O CPOKAX U TOPSJIKE UX BCTYIUJICHUS B CHITY;

- JIOKJaa O pe3yibTarax oOO0OIIEeHHUs MPaBONPUMEHHUTENIbHON MPAaKTUKUA TPH
OCYIIIeCTBICHUU (eepaIbHOr0 TOCYJapCTBEHHOTO KOHTpoJsis (Ham3opa) B cdepe
3IpaBOOXpaHCHUS,

- CBEJCHUA O TOpsJKe A0CYIeOHOro OOXKaJOBaHUS pEIICHUH KOHTPOJIHHOTO
(Hag3opHOTO) OpraHa, AehcTBU (0€3AEHCTBHS) €T0 JOJKHOCTHBIX JIUII,

- ”H(pOPMAITMOHHBIC IMHCHMA.

OCHOBHBIMHM ~ IIETISIMA ~ TIPH ~ pEaHM3allid  JaHHBIX MEPONPUITHHA, SBISCTCS
MpEAyNPEKACHUE  HApYIICHUH  MOJAKOHTPOJBHBIMH  CYOBEKTaMH  OOS3aTEIhHBIX
TpeboBaHMil  3akoHOAaTeNnbcTBa Poccuiickoit @Denepanui TpPU  OCYIIECTBICHUU
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MEIMLMHCKOH, (hapMalleBTUUECKON AESITEIbHOCTH, @ TaK)Ke MPU PO3HUYHOM U ONTOBOM
TOpProBiIe bapmaleBTHYECKO IIPONYKLMEH, IIOCPEACTBOM IIPaBOBOU
MH(GOPMUPOBAHHOCTH, MUHUMH3AIUS PUCKOB BO3HUKHOBEHHSI YIPO3bl IPUUUHEHUS Bpea
’KU3HU U 3JI0POBBIO TPaXk/IaH , MOBBIIIEHHE 3()PEKTUBHOCTH OCYIIIECTBICHUS KOHTPOJIBHO-
HAJI30pHOM AEATEIIbHOCTH.

5. IIpumepsl codr0aeHNnst 003aTeJIbHBIX TPEOOBAHUI
JlepkaTenb WM BAAAENEL] PETHUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara (yrmoJHOMOYEHHbIM UM JPYTUM IOPUIUYECKUM JIMIIOM) MPEIOCTABISIET B
®denepanbHyto ciyk0y M0 HaJ30py B chepe 3ApaBoOXpaHEHUS IEPUOUUECKUE OTYETHI 1O
0e30MacHOCTH JIEKAapCTBEHHBIX MPEnapaToB pa3 B 3 Mecslia HaulHasi CO JIHS HAlpaBIICHUS
3arpocoB oT Mun3apasa Poccun.

6. PekomMeHIaIlUM 110 MPUHATHIO KOHTPOJIMPYEMbIMH JUIIAMU KOHKPETHBIX
Mep AJis o0ecriedeHus1 CO0JII0AeHUs 00s13aTeJIbHBIX TPpeOOBaHUM

Haunboiniee neficTBEHHBIMU ME€paMu MO MPUHSTHIO KOHTPOJIUPYEMBIMU JIULIAMU MEP
IUIsl COOMIOAEHUsT 00s13aTENbHBIX TPEOOBAHUM SBISETCS MPOBEACHUE CaMOCTOSATEIbHOM
OIIEHKH COOJII0ICHUS 00s3aTEIbHBIX TpeOOBaHUM (caM000CIeJ0BaHNE) B COOTBETCTBUU CO
cratber 51 PenepanbHoro 3axkona N 248-03.

[lopsimok mpoBefeHUEe ayauTa CUCTEMBI (papMaKoHa30pa omucaH B 1.5 Pemenus
Cogera EBpasuiickoii skonHomuueckoit komuccuu ot 03.11.2016 Ne 87 «O06 yTBepKaeHUU
[IpaBun Hamnexameil npakTUKA (apMakoHaa3opa EBpa3uiickoro 3KOHOMHYECKOIO
COIO32»

Jia cobmoaeHust o0s3aTeNbHBIX TpeOOBAaHMNM HEOOXOIMMO CO3/1aHUE CHCTEMBbI
KayecTBa OpraHu3auuy  (OpraHu3oBaTh, YIpPaBIATb, KOHTPOJHUPOBATh, HECTH
OTBETCTBEHHOCTH), KOTOPasi T0OJKHA BKIIIOUYATh!

- CTaHJapTHbIE  OMNEPALMOHHBIE  MPOUEAYPhl,  ONUCHIBAIOIIME  MOPAJIOK
OCYULIECTBJICHUS ACSITENIBHOCTU 1O apMaKoOHaA30py;

- IpOrpaMMy MOJTOTOBKH IEpcoHasa (MO MPUHLMUITY: JIOJDKEH - 3HaTh, TOHUMATh,
UCIIOJIHSTh, OCO3HABATh MEPY OTBETCTBEHHOCTH);

- JIOJDKHOCTHBIE HWHCTPYKILMHU, OIMCHIBAOIINE (PYHKIMOHAJ, TOJHOMOYMS H
OTBETCTBEHHOCTh MEPCOHAa U IOJKHOCTHBIX JIMII;

- ompezaeneHne GopM U METOJOB KOHTPOJISI CO CTOPOHBI PYKOBOJICTBA, OLEHKH
IIOJIHOTBl M KadecTBa MCIIOJIHEHHSI OTBETCTBEHHBIMHU JOJDKHOCTHBIMM JIMIIAMH CBOUX
CITyKEOHBIX 00S3aHHOCTEH.

denepanbHOl Ciy»)00i MO Ham30py B cdepe 3ApaBOOXpPAaHEHHUS TMPOBOIUTCS
KOHCYJIbTHPOBAHUE IO COOJIIOJICHUIO 00s13aTelbHBIX TpeOoBaHWI B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB.

Crioco0ObI TpoBeICHUS] KOHCYIbTUPOBAHMUSL:

a) no tenedony,

0) mocpeacTBOM BUIC0-KOH(DEPEHII-CBS3H,

B) Ha JINYHOM MpUEMe

I') B X0/i€ MPOBEACHUS TPOPHUIAKTHIECKOTO MEPOIPUSATHS,

1) B XO/I€ MPOBEJEHUS KOHTPOJIBHOTO (HaJ30pPHOT0) MEPOIIPUSATHUS.



KoHcynbTupoBaHue mnpOBOAUTCA IOCPEICTBOM pa3MelleHUs HHPOpManuu Ha
uHTepHeT-noptasie denepanpHoil ciyxkO0bl MO Hag30py B cdepe 3ApaBOOXpaHEHUs
(Py6puxa «Pedopma KOHTpOIBHO-HAA30PHOU AEATETLHOCTIY, pa3aen «CucreMaTu3anus,
COKpallleHHEe  KOJMYeCTBA U  aKTyalnu3alus  o0s3aTelnbHBIX  TpeOOBaHUN  TIO
KOHTPOJIMPYEMBIM BHJIaM JI€ATEIbHOCTH).



