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120 anpena 12010 romna N[161-D3

POCCUNCKAS ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB

[TpunsT
I'ocynapctBenno [ymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuun
31 mapta 2010 rona

CIHUCOK U3MEHSIOINX JOKYMEHTOB
(B pen. ®enepanpubix 3akoHOB 0T 27.07.2010 N 192-D3,

ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3, o1 22.10.2014 N 313-D3,

oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pex. 27.12.2019), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3)

Maea 1. OBLLWUE NOJIOXEHUA
Cratbsa 1. peameT perynupoBaHusi HacTosiwero PepnepanbHOro 3akoHa

1. Hacrosimuit denepanbHblii 3aKOH peryJvpyeT OTHOIICHHUS, BOSHUKAIOLINE B CBA3M C OOpAIICHUEM -
pa3paboTKO#, OKIMHUYECKUMHU HCCICIOBAaHMAMHU, KIMHUYECKHMH HCCIIEOBAHUSAMH, OSKCIIEPTU3O0M,
FOCYJJApCTBEHHOW pErucTpanueil, co CTaHAapTU3alMEed HU C KOHTPOJIEM KaudecTBa, IPOU3BOJICTBOM,
HU3rOTOBJICHUEM, XpaHEHUEM, MEPEeBO3KOM, BBO30M B Poccuiickyro dexpepairuio, BHIBO30M U3 Poccuiickoin
®denepannn, pekiiaMon, OTIIyCKOM, pean3aluei, nepenade, IpUMEHEHNEM, YHUUYTOKEHUEM JIEKapCTBEHHBIX
CPENCTB.

(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii ®denepanbHplii 3aKOH YCTAHABIMBACT IPUOPUTET T'OCYAAPCTBEHHOI'O PEryJIMpPOBAHUS
0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JEKAPCTBEHHBIX CPEICTB IPU MX OOpaIICHUH.
(B pen. ®enepanbHOro 3akona ot 25.06.2012 N 93-d3)
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CraTbs 2. Cchepa npumeHeHns HacTosiwero PegepanbLHOro 3akoHa

Hacrosmuit ®enepanbHblil 3aKOH NPUMEHSETCS K OTHOLIEHHUSM, BO3HUKAIOLIUMM IIpU OOpalleHuu
JIEKapCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickon @enepannu.

CraTtbsa 3. 3akoHoAaTeNbLCTBO 06 0OpaLleHNn neKapcTBEeHHbIX CPeacTB

1. 3akoHOaTENLCTBO 00 OOpaIlleHNH JICKApCTBEHHBIX CPEJCTB COCTOMT U3 Hacrosiero deaepaibHoro
3aKOHa, APYyruXx (heaepalbHBIX 3aKOHOB U MHBIX HOPMATUBHBIX MPaBOBBIX akToB Poccuiickoit denepannu.

1.1. 3akoHOmaTensCTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHWH OPUAMYECKUX JIUIl U
WHIUBUAYATBHBIX MPEANPUHUMATEINCH, OCYIECTRISIFONINX JCITSIPHOCTh Ha TEPPUTOPHUH MEXKITyHAPOITHOTO
MEUITMHCKOTO KJacTepa, MPUMEHSETCS ¢ YIETOM 0COOCHHOCTEH, yCTaHOBICHHBIX DeepaabHbIM 3akoHOM "O
MEXIyHApOJAHOM MEIUIIMHCKOM KJIacTepe W BHECEHUH W3MEHEHHUN B OTIENbHBIE 3aKOHOJATENbHBIE aKThI
Poccuiickoit ®eneparun’.

(uactsp 1.1 BBenena @enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. HeiictBue Hactosmero denepanbHOro 3akoHa paclpocTpaHseTcss Ha OOpalleHHe HapKOTHUECKUX
JICKAPCTBCHHBIX CPCACTB U IICUXOTPOITHBIX JICKAPCTBCHHBLIX CPEACTB C YUYCTOM OCO6CHHOCT€I>'I, YCTaHOBJICHHBIX
3akoHoJaTeabcTBOM Poccuiickoit denepanuy 0 HAPKOTHUECKUX CPEJCTBAX, ICUXOTPOIHBIX BEIIECTBAX U 00
UX IpeKypcopax.

3.  MeiictBue  Hacrosimero  @enepajdbHOro  3aKOHa  pacmpocTpaHsercs Ha  oOpaleHue
paanodapMaleBTHUECKUX  JICKQPCTBEHHBIX  CPEICTB €  Y4eTOM  OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHOJAaTeIhCTBOM Poccuiickoit denepanmu B obacTr oOecrieueHust paIualiioHHON 0€301TacHOCTH.

4. Ecnn MexayHapoaHsIM aoroopom Poccuiickoit @enepanyivi yCTaHOBJIEHBI MHBIE MPABWIIA, YEM TE,
KOTOpBIE NPENYyCMOTPEHbl HacToAmMUM DenepanbHbIM 3aKOHOM, NMPUMEHSIOTCS IPaBUIa MEKIYyHApOIHOTO
JIOTOBOpA.

5. B Poccuiickoii @enepanuu B COOTBETCTBHH C MEXIYHAPOAHBIMHU Jorosopamu Poccuiickon
®enepanyu U (MIM) Ha OCHOBE MPUHIIUIIA B3AUMHOCTH IIPU3HAIOTCS PE3YJIbTAThl KIMHUYECKUX UCCIIET0BAHUIN
JIEKapCTBEHHBIX NPENAapaToB Uil MEJUIMHCKOrO NPHUMEHEHMS, IPOBEICHHBIX 3a IpEIeNIaMH TEPPUTOPHUH
Poccuiickoit deneparumn.

Ctatbs 4. OCHOBHbIE NMOHATUA, UCNOJIb3yeéMble B HacToALleM CDep,epaanOM 3aKOHe
s ueneit Hactosiniero denepanbHOro 3aK0OHA UCIIOIB3YIOTCA CIIEIYIOIINE OCHOBHBIE TTOHSATHS:

1) JICKApCTBCHHBIC CPEACTBA - BCIICCTBA UJIU UX KOM6PIHaIII/IH, BCTyHArOIIMEC B KOHTAKT C OpraHu3MOM
YCJIOBEKAa WM JXHUBOTHOI'O, MNPOHUKAIOIIMWE B OpraHbl, TKaHW OpraHu3Ma 4YCJIOBCKAa MWW XHUBOTHOTO,
IIPUMCHACMBIC I HpO(i)I/IJ'IaKTI/IKI/I, ANardHoCTHKHU (38 HCKIIFOYCHHUEM BCIICCTB HIIN HX KOMGI/IHaHI/Iﬁ, HC
KOHTAaKTUPYOIIHUX C OPraHHU3MOM YCJIOBCKaA HJIN )KI/IBOTHOFO), JICUCHUA 3a6OJIeBaHI/I$I, pea6I/IJ'II/IT8.I_[I/II/I, JIA
COXPAHCHUA, IPCAOTBpALICHUSA WU IIPCPbIBAHUA 6epeMeHHOCTI/I " MOJIYUYCHHBIC U3 KPOBH, IJIa3Mbl KPOBHU, U3
OpTraHoB, TKaHEeH oprann3Ma 4YCJIOBCKa WJIM XHUBOTHOTIO, paCTeHHﬁ, MHHCPAJIOB MCTOAAMHU CHUHTE3a HJIU C
NPUMECHCHUEM Ouojormyeckux TexHojorui. K JICKAPCTBCHHBIM CPCIACTBAM OTHOCATCA (bapMaHeBTI/IquKI/Ie
CY6CTaHHI/II/I H JICKApPCTBCHHEBIC NIpCIIapaThI;

2) (bapMaHeBTI/I‘IeCKaﬂ CYGCTaHI_[I/IH - JICKapCTBCHHOEC CPEACTBO B BHJAC OJHOI'O HJIM HECKOJIBKHUX
06J1ana10111nx Q)apMaKOHOFquCKOﬁ AKTUBHOCTBIO ,ZLCI\/'ICTBYIOH_II/IX BCIICCTB BHC 3aBUCUMOCTH OT HPUPOIBI
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IPOUCXOKACHUSI, KOTOPOE TPEeIHA3HAYECHO ISl TIPOU3BOJICTBA, M3TOTOBIICHHUS JIEKAPCTBEHHBIX MPENapaToB U
ornpenenser ux 3pPeKTUBHOCTS;
(n. 2 B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOT'aTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPTAaHHUYCCKOI'0 MM OPraHUYCCKOTO IMPOMCXOKACHUA,
HCIIOJIB3YEMBIC B IIPOLECCEC IMPOMU3BOACTBA, UM3IOTOBJICHHUA JICKAPCTBCHHLBIX IIPEIIapaToB I NpHUIAHHUA UM
HeO6XO,I[I/IMBIX (1)I/I3I/IKO-XI/IMI/ILIGCKI/IX CBOﬁCTB;

4) nexapCTBEHHBIE MTpemapaThl - JTEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (OPM, TPUMEHSIEMbIE
TUTSE PO UIIAKTUKY, TUATHOCTHKHY, JISUCHHsI 3a001eBaHsI, peabUIUTAINH, U COXPAaHEHUS, PEAOTBPAICHUS
WJIM TIPEPhIBAaHUSI OEPEMEHHOCTH;

5) nekapcTBeHHas GopMma - COCTOSHHE JICKaPCTBEHHOTO TIperapara, COOTBETCTBYIOIIEE CIIOCO0aM ero
BBEICHUS U IPUMEHEHUS U 00ECIIEUYNBAIOIIee TOCTHKEHIUE HE00X0IUMOTo JieueOHoro s dekra;

5.1) mo3mpoBKa - comep)KaHUE OJHOTO WIIM HECKOJBKUX AEHCTBYIOIIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPKCHUH Ha EMHMILY O3bI, WM IUHHILy 00beMa, M €AMHUILY MAacChl B COOTBETCTBHUH C JIGKaPCTBEHHOU
¢dopmoit MO0 1T HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX ()OPM KOJIMYECTBO BBICBOOOXKIAEMOTO M3
JIEKapCTBEHHOM (POPMBI IEMCTBYIOIIETrO BEIIECTBA 3a EAMHUILY BPEMEHHU;

(n. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) mepedyeHb KU3HEHHO HEOOXOIUMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX TIPEMApaTOB - E€XKETOJIHO
yTBepkaaembiii [IpaBurenbctBoM Poccuiickoit ®@enepanuy NepedyeHb JIEKAPCTBEHHBIX MpenapaToB JJis
MEAMIIMHCKOTO TMPUMEHEHHs, 00ECIEeUnBAIOIINX MPUOPUTETHBIE MOTPEOHOCTH 3APABOOXPAHEHUS B IIENAX
npoUnakTUKU M Je4eHUs 3a00JeBaHUI, B TOM YHWCIEe MPEOoONaarolnX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit @enepanuu;

6.1) opdanHBIC JIEKAPCTBEHHBIC TMpenapaThl - JIGKAPCTBEHHBIC TIpenaparbl, NpeTHa3HAYCHHBIC
HCKITIOYUTEITHHO JIJIS TUATHOCTHKY WIIH ITaTOTEHETUIECKOTO JICUCHUs (JICUCHUs, HAPaBJICHHOTO Ha MEXaHU3M
pa3BuTus 3a00eBaHus) peakux (opdaHHBIX) 3a00JICBaHU;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OMOIOTUYECKHUE JICKAPCTBEHHBIC MPENapaThl - JIEKaPCTBEHHBIE TIPENaparkl, IeHCTBYIOIIEE BEIIECTBO
KOTOPBIX TMPOWM3BEICHO WM BBIJCICHO W3 OMOJOTHYECKOrO0 HWCTOYHHWKA W ISl OINpPENEICHHS CBOWCTB W
KauecTBa KOTOPBIX HeoOXoauMa KOMOWHAIUS OWOJIOTHYECKUX W (U3UKO-XHUMHYECKUX MeTomoB. K
OMOJIOTMUECKUM  JICKAPCTBEHHBIM  TIpermaparaM  OTHOCSTCS MUMMYHOOHMOJIOTHYECKHUE JICKApCTBEHHBIC
npernaparhl, JeKapCTBEHHbIE Mpernaparhl, NOJyuYeHHbIe U3 KPOBH, IJIa3Mbl KPOBU YeJIOBEKa U >KUBOTHBIX (32
UCKJIIOYCHHEM LEIbHOW KPOBH), OMOTEXHOJOTMYECKHE JIEKApCTBEHHBIE IMpenapaThl, T€HOTEPareBTUYECKUE
JIEKapCTBEHHBIE NTPeNapaThl;

(. 6.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) *MMYHOOHOJIOTHYECKHE JIEKAaPCTBEHHBIE IIPETapaThl - JIEKApCTBEHHBIE ITPENapaThl, IpeJHa3HaueHHbIE
JJIsL q)OpMHpOBaHI/ISI AKTUBHOI'O WJIM MMACCUBHOI'O UMMYHHTCTA 100 JAUAarHOCTUKH HAJIMYWA UMMYHUTETA UIIN
JUArHOCTHKH  CIeHU(UYECKOr0o  MPHOOPETEeHHOT0  W3MEHEHUS  MMMYHOJIOTUYECKOrO  OTBeTa  Ha
annepru3upymooire Bemectsa. K ”MMyHOOHOIOTHYECKUM JIEKapCTBEHHBIM MpenapaTtaM OTHOCSTCS BaKIIMHBI,
AQHATOKCHHBI, TOKCHHBI, CBIBOPOTKH, UMMYHOTTIOOYJIMHBI U aJJIePTEHBI,
(n. 7 B pen. @enepanibHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OGUMOTEXHOJOTMYECKHE JIEKAPCTBEHHbIE Mpenaparbl - JEKAapCTBEHHbIE Mpenapartbl, MPOU3BOJCTBO
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KOTOPBIX OCYIIECTBIISIETCSI C HCIIOJIb30BaHUEM OHMOTEXHOJOTHYECKHX IMPOIIECCOB M METONOB (B TOM 4HCIIE
JTHK-pekoMOMHAHTHONH TEXHOJIOTUH, TEXHOJOTUU KOHTPOIUPYEMON SKCIPECCHH TE€HOB, KOAMPYIOIINX
OMOJIOTMYECKH AaKTHBHBIE OCIKM B TPOKAPHOTAaX © JyKapuoTaX, BKJIIOYAs W3MCHEHHBIE KIICTKU
MJIEKOITUTAIOIINX ), THOPUIOMHOTO METOa U METOIa MOHOKJIOHAJIbHBIX aHTUTEN;

(. 7.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2)  TeHOTEpameBTUYECKHE  JIGKAPCTBCHHBIE  Iperaparsl -  JICKApCTBEHHBIE  Mpenaparsl,
(apmaneBTHYECKask CyOCTaHINS KOTOPBIX SBISIETCS PEKOMOMHAHTHON HYKJIEWHOBOW KHUCIIOTOM MM BKIIFOUAET
B ce0s pEeKOMOMHAHTHYIO HYKJICHHOBYIO KHCJIOTY, TIO3BOJISIIOUIYIO OCYIIECTBISATh PETyJIHMpPOBaHUE,
pemnaparuo, 3aMeHy, 100aBJIeHHE I ylaJIeHHe TeHETUUECKON ITOCIeI0BATEIbHOCTH;

(n. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKapCTBEHHBIE CPEJCTBAa - JICKAPCTBEHHBIE MpernapaThl W (apMareBTUYECKHUE
cyOcTaHIMK, COAepIKaIIMe HAPKOTHUYECKHE CPEACTBAa M BKJIIOUEHHBIE B [lepeueHbh HAapKOTHYECKUX CPEICTB,
NICUXOTPONHBIX BELIECTB W HUX NPEKypcopoB, MOIekaux KOHTpoitwo B Poccuiickoit ®enepanuu, B
COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickonn denepanuu, MeXIyHApOAHbIMU J1IoroBopamu Poccuiickoit
®epnepanuu, B ToM ynciie Equnoil koHBeHIIMENH 0 HApKOTHYECKUX cpeacTBax 1961 rona;

9) TCHXOTpOIMHBIE JIEKAPCTBCHHBIE CPEACTBA - JICKAPCTBCHHBIC Ipenaparhl W (apMareBTUICCKUE
cyOcTaHIMM, COAep X aIie MCUXOTPOIHBIC BEIIeCTBA U BKIIOYCHHBIC B llepedueHh HApKOTUYECKUX CPEICTB,
MICUXOTPOMHBIX BEHIECTB M HMX MPEKYpPCOPOB, MNOMICKAIMMX KOHTpoJto B Poccuiickoit denepanuu, B
COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanuu, MeXIyHapOAHbIMU J10roBopamu Poccuiickoit
®epnepannu, B ToM ynciie Konpenuei o ncuxoTponHbix Bemectsax 1971 roxa;

10) paguodapmaneBTHYECKHE JIEKAPCTBEHHBIE CPE/ICTBA - JIEKAPCTBEHHBIE CPEJICTBA, KOTOPBIE COAEPKAT
B TOTOBOM JJIA UCIIOJIB30BaHUsA q)opMe OIVH PAaJUOHYKINA WX HECKOJIbKO PaJUOHYKINIOB (pa)II/IOElKTI/IBHI)IX
W30TOIIOB);

Koncynprantllnoc: npuMeyaHue.
C 01.03.2020 ct. 4 nononusiercs m. 10.1 (@3 ot 27.12.2019 N 475-03). CMm. OyAyIIyIO0 PEAAKIIHIO.

KoncynwsranTtlInroc: mpuMedaHue.
C 01.03.2020 m. 11 ct. 4 w3naraercs B HOBO# penakiuu (D3 ot 27.12.2019 N 475-®3). Cm. Oynymryro
PEIaKIIHIO.

11) pedepeHTHBIN JIeKapCTBEHHBIM TIIpemapar - JIGKApCTBEHHBIM IIpernapar, KOTOPBIA BIEPBBIC
3apeructpupoBaH B Poccuiickoit denepanuy, kadecTBo, 3¢ (heKTUBHOCTh U 0€30MaCHOCTh KOTOPOT'0 10Ka3aHbl
Ha OCHOBAaHUM pPE3YyJbTATOB JOKIMHUYECKUX HCCIECAOBAHUM JIEKapCTBEHHBIX CPEIACTB U KIMHUYECKHX
UCCIICZIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHHBIX B COOTBETCTBUU € TpeOoBaHMAMHU yacTtedd 6 u 7
cratbu 18 Hactosimiero @enepajabHOTO 3aKOHA B OTHOILICHHWHU JIEKAPCTBEHHBIX CPEJACTB IS METUIIMHCKOTO
MpUMEHEHUs 1100 B COOTBETCTBUM C TpeboBaHUsAMHU cTaTbu 12 Hacrosimero ®enepaibHOro 3aKOHa B
OTHOLICHUU JIEKAPCTBEHHBIX CPEJICTB JUIsI BETEPUHAPHOIO IHMPUMEHEHMs, M KOTOPBIA MCIOJb3yeTCs s
OLIEHKM OMOSKBHUBAJIEHTHOCTU WIM TEpaneBTUYECKONM SKBHUBAJEHTHOCTH, KadecTBa, 3(P(PEKTUBHOCTH U
6€30I1aCHOCTH BOCTIPOU3BEICHHOTO MM OM0aHaIOroBoro (01omo/100HOro) IeKapcTBEHHOIO Ipenapara;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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Koncynprantllntoc: mpumeuanue.
C 01.03.2020 m. 12 ct. 4 uznaraerca B HOBOH pemakuuu (@3 ot 27.12.2019 N 475-03). Cm. Oyayuryro
peAAKIHIO.

12) Bocmipou3BeACHHBII JIEKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN MpemnapaT, KOTOPhI UMeeT TaKkoi
K€ KaQ4ECTBEHHBIM COCTaB M KOJWYECTBEHHBIM COCTaB JIEWCTBYIOIIMX BEIIECTB B TAKOM XKE JIEKAPCTBEHHOMU
¢dbopme, u4T0 U pedepeHTHBIA JICKAPCTBEHHBIA MpermapaT, U OMO’KBUBAJICHTHOCTh WM TepaneBTHYCCKAs
SKBUBAJIEHTHOCTH KOTOPOTO pePepeHTHOMY JIEKAPCTBEHHOMY MpernapaTy MOATBEPKIEeHA COOTBETCTBYIOIIUMHU
HCCIIEIOBAHUSIMMU;
(n. 12 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumeuanue.
C 01.03.2020 m. 12.1 cr. 4 uznaraetcst B HoBo# pemakiuu (D3 ot 27.12.2019 N 475-03). Cm. Oyayuryro
penaKuuio.

12.1)  TepameBTHYeCKas  DKBUBAJEHTHOCTb -  JIOCTHI)KEHUE  KIMHMYECKH  COINOCTaBUMOIO
TepaneBTHYECKOro 3P QeKTa Npu NPUMEHEHUH JIEKApCTBEHHBIX MPENapaToB A MEAULUHCKOTO IPUMEHEHHUS
JUISL OTHOW M TOM e TPYyMIbI OOJIBHBIX MO OJTHUM U TeM e MOKa3aHUsIM K TPUMEHEHHIO;

(m. 12.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12.2) OuoaHanoroBeii (OMOMOMOOHBIN) JEKAPCTBEHHBIN Tmpemapar (OWoaHamor) - OMOJOTHYECKUMA
JIEKapCTBEHHBIN TIperapar, CXOXXUW [0 TmapaMerpaMm KadecTBa, dS(@ekTUBHOCTH U 0€30macHOCTH C
pedepeHTHBIM OHOJIOrMYECKUM JIEKAPCTBEHHBIM MIPENapaToM B TaKo jke JeKapCTBEHHOH (opMe U UMEIoIuii
UACHTUYHBINA CLIOCO0 BBEICHUS;

(n. 12.2 BBeneH @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12.3) B3aMMO3aMEHSAEMbIl JIEKapCTBEHHBIM IpernapaTr - JIEKapCTBEHHBIM IpemapaT ¢ JI0Ka3aHHOMN
TEpaleBTUUECKOW  SKBHUBAJEHTHOCTBIO WIM  OHMOIKBHUBAJIEHTHOCTBIO B  OTHOIIEHUH pe(pEepeHTHOro
JIEKapCTBEHHOT'0 IIperapara, MMEIOIIUH SKBUBAJEHTHbIE €My KAaueCTBEHHBIH COCTaB M KOJIMYECTBEHHBIN
COCTaB JEMCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOIATENbHBIX BELIECTB, JIEKAPCTBEHHYIO (GOpMYy M CHOCOO
BBEJICHUS;

(n. 12.3 BBeneH @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Koncynprantllimroc: mpuMedaHue.
C 01.03.2020 cT. 4 nononusiercs . 12.4 (O3 ot 27.12.2019 N 475-03). CMm. OyAylIyI0 peAAKIIHIO.

13) nexapCTBEHHOE PACTHUTEILHOE ChIPhE - CBEXKHE WIM BBICYINICHHBIC PACTEHHS JTUOO WX YaCTH,
WCIIOJIb3YEMbIC JIUIT  MPOWM3BOJICTBA JIGKAPCTBEHHBIX CPEJICTB OPTaHM3ANMSIMH - TPOU3BOJIUTEIISIMU
JICKapCTBEHHBIX CPEJICTB WM W3TOTOBJICHHS JIEKAPCTBEHHBIX NPEMapaToOB AalTEYHBIMH OPTaHU3AIMSIMH,
BETCPUHAPHBIMU ANTEYHBIMH OPTaHU3ALMUSAMH, WHIUBHIYaIbHBIMH TPEANPUHAMATEISIMH, HWMEIOIIUMHU
JUIICH3UIO Ha (papMalleBTUYECKYIO JIeATEIbHOCTb;

14) nexkapCTBEHHBI pACTHTEIbHBIM Npenapar - JEKapCTBEHHBIN Ipernapar, NPOU3BEACHHBIM WIH
M3TOTOBJIEHHBIN M3 OAHOTIO BHUJAA JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIpbS WJIM HECKOJBKMX BHUAOB TaKOTrO
CBIPBS M pean3yeMblil B pachacoOBaHHOM BHUJIE BO BTOPUYHOMN (IIOTPEOUTENBCKOM) YIIaKOBKE;
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15) romeonaTuuyeckuil JeKapCTBEHHBIM MHpenapaT - JIEKapCTBEHHBIN Ipenapar, MPOW3BENCHHBIN WiIn
W3TOTOBJICHHBIN U3 (hapMaleBTHUECKOW CyOCTaHIIMHM WM (apMaleBTHUECKUX CYOCTaHIMI B COOTBETCTBUH C
TpeOoBaHUSAMH OOMMX (hapMaKONEHHBIX CTaTe K rOMEONAaTHYEeCKUM JIEKapCTBEHHBIM IIpernaparaM WiIH B
COOTBETCTBUM C TpeOOBAaHUAMU (papMaKoIlen CTPaHbI IPOU3BOIUTEIS TAKOTO JIEKAPCTBEHHOTO Npenapara;

(m. 15 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

16) MexayHapoIHOE HENAaTEeHTOBAHHOE HAMMEHOBAaHUE JIEKAPCTBEHHOI'O CPEACTBA - HAaUMEHOBaHME
JIeMCTBYIOIEro BellecTBa (apMaleBTUYECKOM CyOCTaHLMM, peKOMEeHI0BaHHOe BcemupHoON opraHuzaruen
3/IpaBOOXPAHEHUS;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBaHWE JICKAPCTBEHHOTO CPEJCTBA - HAMMEHOBAaHWE JICKAPCTBEHHOTO CPEJICTBA,
MPUCBOCHHOE €ro pa3pa0dOTYMKOM, JepkKaTelieM WU BIAJCIbIEM PErHCTPAIMOHHOTO YIAOCTOBEPEHUS
JICKapCTBEHHOT'O TIperapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

17.1) rpynnmupoBOYHOE HAUMEHOBAHHE JICKAPCTBEHHOTO Mperapara - HauMEHOBaHUE JIEKApPCTBEHHOTO
mpemapata, HE HMEIOIIET0 MEXAYHAPOJHOTO HEMAaTEHTOBAHHOTO HAWMEHOBAHMS, WM KOMOWHAIIUU
JICKapCTBCHHBIX TPENaparoB, HCIOJIb3yeMOEe B MEISIX OOBCIWHEHUS WX B TPYIINy TOJ CIUHBIM
HaWMEHOBAHHMEM HCXOJIS M3 OJJMHAKOBOTO COCTaBa JICHCTBYIOIIMX BEIIECCTB;

(n. 17.1 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneiiHas craThs - JOKYMEHT, YTBEP)KICHHBIN YIOJTHOMOUYEHHBIM (eaepabHbIM
OpraHOM UCIIOTHUTENHFHOW BIIACTH M COAEpXKAIIMK TepeyeHb TMoKa3aTeled kadecTBa W (WJIHM) METOJOB
KOHTPOJISI KAYeCTBa KOHKPETHOW JICKAPCTBEHHON (hOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO CBHIPhS, OMMHUCAHUS
OMOJIOTMYECKHX, OMOXUMHUYECKIX, MUKPOOUOIOTHUECKUX, (PU3HKO-XUMHUYECKUX, (PU3HUECKUX, XUMUICCKUX U
JIPYTHX METOJIOB aHajm3a JICKAPCTBEHHOI'O CPEJICTBA, a TakkKe TPEOOBAHUS K HCIOJIB3YEMBIM B IEISIX
IIPOBEJICHHS TAHHOTO aHAJIM3a PeaKTHBaM, TATPOBAHHBIM PacTBOpPaM, HHIUKATOPaM;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

19) dapmakomneiiHas cTaThsi - JOKYMEHT, YTBEP)KICHHBIH YHOJIHOMOYEHHBIM (ellepaibHbIM OpPraHOM
WCIIOJIHUTEJIBHON BJIACTU U COJEpXAIIUN IEepeueHb IoKa3aTesleld KayecTBa MU METOJI0B KOHTPOJII KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

19.1) cranpmapTHble 00pa3ibl - BEIIECTBA, IMOCPEIACTBOM CPABHEHHUS C KOTOPBIMU OCYIIECTBISCTCS
KOHTPOJIb KAaueCTBa HCCIEAYEMbIX JICKAPCTBEHHBIX CPEACTB C IMOMOIIBI  (DU3UKO-XUMHUECKUX U
OMOJOTMYECKUX METOJOB B IENSIX MOATBEPXKICHUS COOTBETCTBHUS JICKAPCTBEHHBIX CPEIICTB TPEeOOBaHUSIM
HOPMATHUBHON JTOKyMEHTAIlUH, YCTAHOBJICHHBIM IIPU OCYIIECTBICHUH TOCYJApCTBEHHOW pErucTparuu, U
KOTOpBIC TPUMEHSIOTCS JIUIsl KAJIMOPOBKH CTaHIAPTHBIX 00PA3I[OB MPOU3BOIUTEIIS JIGKAPCTBEHHBIX CPEJNICTB,
WCIIOJIb3YEMBIX JIJIST KOHTPOJIS KaueCTBA M HHBIX IEJICH TP 0OpaIlieHUH JICKAPCTBEHHBIX CPEJICTB;

(. 19.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) ¢dapmakoneiiHblii craHmapTHBI oOpa3ell - CTaHIApTHBIA oOpasel, MNpPOU3BEICHHbIM B
COOTBETCTBUHM C (hapMaKONeHHON CTaThel;
(n. 19.2 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20) HOpMaTHBHAsI TOKyMEHTaLUs - TOKyMEHT, COJIEpKalliil epeueHb ONpeAesieMbIX 0 pe3ysibTaTaM
COOTBETCTBYIOIIMX OHKCIEPTH3 IIOKA3aTeJed KadecTBa JIEKAPCTBEHHOIO CPEACTBA I  MEIUIMHCKOTO
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IMPUMCHCHUS, METOJ0B KOHTPOJISI €ro Ka4e€CTBa U YCTaHOBJ'IeHHHﬁ €T0 ITPOU3BOAUTCIICM;

21) HOpMaTHBHBIM JOKYMEHT - JIOKYMEHT, COJCpXallluil MepeyeHb ONpeAesieMbIX MO pe3ysbTaTam
COOTBETCTBYIOIMX SKCIIEPTHU3 IIOKA3aTeeil KauecTBa U (MIM) METOJOB KOHTPOJISI KayecTBa JIEKapCTBEHHOMN
¢dbopmbl, omucaHus OHOJOTHYECKUX, OMOXUMHYECKHUX, MHUKPOOMOIOTHYECKHX, (UIUKO-XUMHUYECKHX,
(bu3NYeCKnX, XUMHUYECKMX U JPYTrUX METOJIOB aHallu3a JIEKapCTBEHHBIX CPEACTB Ui BETEPHUHAPHOTO
IPUMEHEHHUs, TpeOOBaHMsI K MCIOJb3yeMbIM B IEIAX [POBEACHUS JAHHOIO aHaJnW3a pPEeaKkTHBaM,
TUTPOBAHHBIM PacTBOpaM, MHAUKATOPaM U YCTaHOBJIEHHBIN €r0 IPOU3BOAUTEIIEM;

21.1) oOummii TEXHUYECKHI [OKyMEHT - KOMIUIEKT JIOKyMEHTOB W MAaTepUajoB, COCTOSIINA H3
HECKOJIBKUX PAa3/IeIOB - JIOKYMEHTAIUU aJIMUHUCTPATUBHOTO XapaKTepa, XUMUIECKOU, (hapMalleBTUUECKON 1
OMOJIOTMYECKON JOKYMEHTAIuH, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHYECKON IOKYMEHTAIUH, KIMHHYECKON
JMOKYMEHTAIlM! W TPEJCTABISEMbId OJHOBPEMEHHO C 3asBICHHEM O TOCYJAAPCTBEHHOW PETUCTPALAN
JICKapCTBEHHOT'O Mpenapara Jiisi MEAUIIMHCKOTo IPUMEHEHHUs B (hopMare, YCTAHOBJICHHOM YITOJIHOMOYCHHBIM
(denepabHBIM OPraHOM HCTIOJIHUTEIILHOW BIIACTH,

(m. 21.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKApPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpPEICTBA TPEOOBAaHHIM
(apMakoneiHoi cTraThbl MO0 B ClIy4ae €€ OTCYTCTBUS HOPMATHBHOW JTOKYMEHTAIMW WJIM HOPMATHBHOTO
JIOKyMEHTA;

23) 0€3011aCHOCTD JICKAPCTBCHHOI'O CPEACTBA - XapaKTCPUCTHUKA JICKAPCTBEHHOI'O CPEACTBA, OCHOBAHHAsA
Ha CPAaBHUTCIIbHOM aHAJIN3EC €TI0 SQ)CI)CKTI/IBHOCTI/I 1 pUCKa NPpUINHCHHUA BpEaa 3J0POBbIO,

24) 3¢ peKTUBHOCTH JIEKAPCTBEHHOTO TMperapaTa - XapaKTepUCTHKA CTENEHU MOJIOKUTEITFHOTO BIUSHUS
JIEKapCTBEHHOTO IIpernapara Ha TeYeHHe, MPOJOJDKHTEIBHOCTh 3a00JeBaHMS WJINM €ro IpeaoTBpalleHHe,
peadbunuTalyio, Ha COXpaHeHHe, IPEJOTBPAIlCHUE WIH IIpepbIBaHNEe OEPEMEHHOCTH;

25) cepus JIGKApCTBEHHOI'O CPEICTBAa - KOJMYECTBO JIGKAPCTBEHHOTO CPEICTBA, MPOU3BEICHHOE B
pe3ybTaTe OJJHOrO TEXHOJIOTHYECKOTO IIMKJIA €T0 MTPOU3BOIUTEIIEM;

26) perucTpanoHHOe YJ0CTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara - J0KyMEHT, TOATBEPKAAIONIMH (pakT
roCy/1apCTBEHHOW PETUCTPALINN JIEKAPCTBEHHOTO Mpenapara;

26.1) nepxatenb WM BIIAJENel] PETUCTPAIMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOrO Mperapara -
pa3paboTUYHK JICKAPCTBEHHOTO CPEJCTBA, MPOU3BOIUTEINb JICKAPCTBEHHBIX CPEICTB WU HHOE FOPUIUYCCKOE
JUII0, 00Ja1arolee MPaBOM BJIaJICHUS PETUCTPAIMOHHBIM yIOCTOBEPEHHEM, KOTOPhIC HECYT OTBETCTBEHHOCTh
3a KauecTBO, 3((HeKTUBHOCTH U 0€30MaCHOCTD JIEKApPCTBEHHOTO Mpenapara;

(m. 26.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpalioHHbII HOMEp - KO/I0BO€ 0003HAYeHHE, PUCBOEHHOE JIEKAPCTBEHHOMY IIpenapary MpH
€ro ToCyJIapCTBEHHOMN perucTpanum;

28) oOparieHue JTEKApCTBEHHBIX CPEJCTB - pa3padOTKa, TOKIUHUYECKUE WCCIICIOBAHMS, KIMHUYECKUE
WCCTIEOBaHMUs, OKCIEPTHU3a, TOCYJapCTBEHHAsT PETUCTpalus, CTaHIApTH3alldsg W KOHTPOJIb KaudecTBa,
MIPOM3BOJICTBO, U3TOTOBJICHUE, XPAaHEHHE, IEPEBO3KA, BBO3 B Poccuiickyro denepanuto, BbIBO3 U3 Poccuiickoit
®denepalyu, pekiama, OTIyCK, peaan3alus, nepeaaya, IpUMEeHeHHE, YHUUTOKEHUE JIEKAPCTBEHHBIX CPECTB;
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)
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29) cyObeKThl 0OpalleHus JeKapCTBEHHBIX CPEJCTB - (PU3UUECKUE JIMLA, B TOM YUCIIe WHAUBUIYyaIbHbIE
NpeINpUHUMATENHN, U IOPUIUUECKUE JINIA, OCYIIECTRISIONINE IeATEIbHOCTh IPU 00PAIeHUH JIEKapCTBEHHBIX
CPEACTB;

30) pa3paboT4YMK JIEKAapCTBEHHOT'O CPEACTBA - OpPTraHM3allvs, 00Jajmaroiias MpaBaMH Ha Pe3yJIbTaThl
JMOKJIIMHUYCCKUX WCCIICAOBAHNN JICKAPCTBEHHOTO CPEJICTBA, KIIMHUYCCKUX HCCIICAOBAHUN JICKAPCTBECHHOTO
npenapara v (M) Ha TEXHOJIOTHIO TIPOM3BO/ICTBA JICKAPCTBEHHOTO CPEIICTBA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) npou3BOJACTBO JIEKAPCTBEHHBIX CPECTB - JACATEIBHOCTD 10 MPOU3BOCTBY JICKAPCTBECHHBIX CPEJICTB
OpFaHI/I3aHI/I$IMI/I - HpOI/I3B0,HI/ITCJ'I$IMI/I HeKapCTBeHHBIX Cpe[[CTB Ha O[[HOI>’I cTaguu, HCCKOJIbKHX HWJIN BCEX
CTaUsIX TEXHOJOTHYECKOTO MPOIecca, a TAKKe M0 XPaHCHHUIO U PeaTU3alliy MPOU3BEICHHBIX JIEKAPCTBEHHBIX
CpE/CTB;

31.1) nmpousBoACTBEHHasl IUIOLIAJIKa - TEPPUTOPHAIBLHO O0OCOOJEHHBIM KOMIUIEKC IPOU3BOAUTENS
JEKapCTBEHHBIX CPEJCTB, IpeJHa3HAUeHHBIH JJI  BBINOJHEHHMs BCEro Ipolecca IMPOU3BOJACTBA
JIEKaPCTBEHHBIX CPEJICTB MIIM €r0 ONPECIIEHHON CTaauH;

(n. 31.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

32) npou3BOAMTENL JEKAPCTBEHHBIX CPEACTB - OpraHu3alus, OCYLIECTBISAIONIAs IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMU HacTosuiero denepaabHOro 3aK0HA;

33) ¢dapmaneBTHUECKas NEATENBHOCTh - AESITENBbHOCTb, BKIIOYAIOU[ass B ce0s ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMHU CpPEJCTBAMH, MX XpaHEHHUE, MEePEBO3KY U (MIM) PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npenaparamu, UX OTIYCK, XpaHEHHUE, IEPEBO3KY, U3TOTOBIICHUE JIEKAPCTBEHHBIX MPEMAPATOB;

34) opraHu3aiysi ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHU CPEJICTBAMH - OpraHU3AIMs, OCYLIECTBISAIOMIAs
ONTOBYIO TOPTOBJIIO JICKAPCTBEHHBIMH CPEIACTBAMU, WX XpaHEHHE, TIEPEBO3KY B COOTBETCTBUH C
TpeboBaHUAMHU HacTosIero denepaabHOTO 3aKOHA;

35) anreuHas opraHu3anys - OpraHU3ALMs, CTPYKTYpHOE IOJPAa3IelICHHe MEIUIMHCKONH OpraHu3aIiH,
OCYLIECTBIISIIOIIAE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH MpenapaTtaMH, XpaHEHHEe, IepeBO3KY,
U3rOTOBJICHHE M OTIYCK JICKAPCTBEHHBIX IPENnapaTroB Ui MEAMIMHCKOTO NMPUMEHEHUS B COOTBETCTBUU C
TpeboBaHusAMH HacTosAuiero denepaabHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTYpHOE MoJIpa3ziesieHue BeTepuHApHOI
OpraHu3alyM, OCYLIECTBIAIOIIME PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU IIpPElapaTaMH, XpaHEHUe,
U3TFOTOBJICHUE M OTILYCK JICKAPCTBEHHBIX MPENapaToB Ul BETEPUHAPHOIO IIPUMEHEHUS B COOTBETCTBUH C
TpeboBaHUAMH HacTosero denepanbHOro 3aKOHa;

37) danscupuuUpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, COMPOBOXKIAEMOE
JOXKHOU WH(pOpMaIKei 0 ero coctaBe U (WIIN) MPOU3BOINUTEIIC;

38) HemoOpokayecTBEHHOE JIGKAPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE
TpeOoBaHUsAM (hapMakomeHol cTaThbu JUOO B Ciy4ae €€ OTCYTCTBHsSI TpeOOBaHMSAM HOPMATHBHOMN
JOKYMEHTAIIUHU WM HOPMATHUBHOTO TOKYMEHTA;

39) xoHTpadakTHOE JEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEICTBO, HaxXoJslieecss B 000opoTe ¢
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HApYIICHUEM I'PAKAAHCKOI'O 3dKOHOAATCIBCTBA,

40) TOKJIMHUYECKOE MCCIEOBaHNE JIEKAPCTBEHHOTO CPEACTBA - OMOIOTHUECKHEe, MUKPOOHOIOTHUECKHE,
MMMYHOJIOTHYECKUE, TOKCHUKOJIOTHYECKHe, (papmakoioruyeckue, (QHU3MUECKUEe, XUMHUYECKHE U JIpyrue
HCCJICAOBAHUA J'ICKapCTBeHHOFO CpCI[CTBa HYTGM HpI/IMeHeHI/Iﬂ HaquLIX METOAOB OLICHOK B LCIIAX HOJ'Iy‘IGHI/Iﬂ
JIOKa3aTeNIbCTB 0€30MacHOCTH, KauecTBa U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA;

41) KIMHUYECKOE UCCIIEeIOBaHKE JEKapCTBEHHOTO Mpenapara - U3y4eHrue AUarHOCTUYECKUX, JIeYeOHBIX,
npoUIaKTUIECKHX, (PapMaKOIOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO MpernapaTa B MpOIecce ero MpuMeHeHHs
y 4eJO0BEKa, )KMBOTHOI'O, B TOM YHCJIE IPOLECCOB BCACBIBaHMs, paclpeieiieHusl, U3MEHEHHsI U BBIBEICHUS,
MyTeM IMPUMEHEHHUSI HAyYHBIX METOJOB OLICHOK B IIEJISIX MOJyYEHHS JOKAa3aTeIbCTB O€301MacCHOCTH, KauecTBa U
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO TperapaTta, JaHHBIX O HEXKEJIAaTelIbHBIX PEaKIsIX OpraHu3Ma 4YeJOBeKa,
KUBOTHOTO Ha NPHUMEHEHHUE JIEKapCTBEHHOro mpemnapara U 00 s¢¢ekre ero B3aUMOJEHCTBUS C APYTUMU
JIeKapCTBEHHBIMU MpenapaTtaMu U (UIM) MUIIEeBBIMU MIPOAYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEOBAHHE JIEKApCTBEHHOTO Mpemnapara Al MeIULHUHCKOTO
MPUMEHEHHUS - KIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOTO Ipernapara Juisi MEIULIHUHCKOTrO MPUMEHEHUs,
MIPOBOAMMOE Ppa3pabOTUMKOM JICKAPCTBEHHOTO Ipernapara B ABYX M 0ojee MEAWIIMHCKUX OPTaHU3AIHIX TI0
€AMHOMY MPOTOKOJIy KIMHUYECKOTO MCCIIEA0BaHuUs JIEKapCTBEHHOT0 Mpenapara;

43) MeXIyHapoJHOE€ MHOTOILIEHTPOBOE KIMHHUYECKOE HCCIIEIOBaHHE JEKAapCTBEHHOTO Ipemnapara s
MEJMIIMHCKOTO MPUMEHEHUS - KIIMHUYECKOE HMCCIIEOBAHUE JIEKAPCTBEHHOrO Mperapara Ajas METUIIMHCKOTO
NPUMEHEHHs, IPOBOJUMOE pa3pabOTYMKOM JIEKAPCTBEHHOTO Mperapara B pa3iHYHbIX CTpaHaX MO €IUHOMY
MPOTOKOJY KIMHUYECKOTO UCCIIEI0BaHUS JIEKAPCTBEHHOTO Mperapara;

44) nocTperucTpallMOHHOE KIIMHUYECKOE UCCIIEI0BAaHUE JIEKAPCTBEHHOTrO Mpernapara Juisi MEAULUHCKOT O
MPUMEHEHHUS - KIMHUYECKOE MCCIICIOBAHUE JICKAPCTBEHHOTO Mpernapara Jyisi MEIUIIMHCKOTO MPUMEHEHUS,
MIPOBOAMMOE MPOU3BOIUTENEM JIEKAPCTBEHHOTO Ipernapara, rpakJaHCKUi 000pOT KOTOPOTO OCYLIECTBIIAETCS
1ocjie TOCYJapCTBEHHONW PErucTpalnuu, B IENSIX JOMOJHUTEIBHOr0 cOOopa MaHHBIX O €ro 0e30MacHOCTH U
3¢ (HEeKTUBHOCTH, pacIIMpPEHHs MOKa3aHWW K MPUMEHEHUIO JaHHOTO JIEKapCTBEHHOIO Mperapara, a Takke
BBISIBJICHUS HEXKEJATEeIbHBIX PEaKIUi NAlMEHTOB Ha €ro JACICTBUE;

45) wuccnenoBaHue OMOSKBHUBAJCHTHOCTH JIEKAPCTBEHHOI'O Mpemapara - BUA  KIMHHYECKOTO
HCCIIEIOBAaHMsI JIEKAPCTBEHHOIO Iperapara, IPOBEJCHHE KOTOPOTO OCYIIECTBISIETCS Ui ONpEAETIeHHS
CKOpPOCTH BCAChIBaHUSA W BBIBCACHUA OAHOIO MM HECKOJBKHX 06J'IallaIOHII/IX q)apMaKOHOFquCKOﬁ
aKTHBHOCTBIO JICWCTBYIOIINX BEIIECTB, KOJIMYECTBA JIEKAPCTBEHHOTO MperapaTa, JOCTHTAIONIIET0 CHCTEMHOTO
KPOBOTOKA, U PE3YJIBTaThl KOTOPOTO MO3BOJISIOT C/IENATh BBIBOJ O OMOIKBHBAIEHTHOCTH BOCIPOHM3BEICHHOTO
JIEKapCTBEHHOTO Mpernapara B ONpe/IeICHHBIX JIEKAPCTBEHHOU (hopMe U JO3UPOBKE, COOTBETCTBYIOIIUX (popme
U JI03UPOBKE pe)epeHTHOr0 JICKApCTBEHHOTO IIpernapara;

(1. 45 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

46) wuccreqOBaHME TEPaNeBTHMYECKON SKBUBAJEHTHOCTH JIEKAPCTBEHHBIX NpErapatoB - BHUJ
KJIIMHUYECKOIO0 HCCIENOBaHUA JICKAPCTBEHHBIX IIPENapaToB, MPOBEAECHUE KOTOPOIO OCYILECTBIIACTCS I
BBISIBJICHHSI O/IMHAKOBBIX CBOICTB JIEKApPCTBEHHBIX IpPENapaToB OINpPEIEICHHOW JeKapCTBEHHOH (opMsl, a
TaKXKe HaJM4YUs OJMHAKOBBIX IMOKa3aTeneil O6e3omacHOCTH U 3((EKTUBHOCTH JIEKAPCTBEHHBIX IpenapaTos,
OJIMHAKOBBIX KIMHUYECKHUX 3()()EKTOB MPH UX MPUMEHEHHH;

47) TpOTOKOJ KJIMHUYECKOTO MCCIEAOBaHUs JIEKapCTBEHHOTO Ipernapara - JOKYMEHT, B KOTOPOM
onpeAesnsoTca Lenu, (OopMbl OpraHM3alii U METOJIOJIOTHSI NPOBEACHUS KIMHUYECKOrOo HCCIeI0BaHUS,
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

CTaTUCTHYCCKHNEC MCTOABI O6pa6OTKI/I PE3yJIbTAaTOB TAKOI'0 MCCICHOBAHUSA W MCPBI 110 00ecreyeHnro
0e30IMacHOCTH (I)I/IBI/I‘-IGCKI/IX JijI, y4aCTBYIOIIUX B KIIMHUYCCKOM HCCJIICIOBAHUUN JICKAPCTBCHHOT'O ITPCIiapara;

48) Opomrropa HCCIEAOBaTeNsl - CBOAHOE H3JIOKECHHUE PE3yIbTaTOB JOKIMHHUYECKOTO HCCIICIOBAHUS
JIEKApCTBEHHOTO CPEJCTBA M KIMHUYECKOTO WCCIIEAOBAHMS JIEKAPCTBEHHOTO Tperapara Ui MeIUIITHCKOTO
IPUMCHCHUSA

49) uHbOpMallMOHHBIN JHCTOK IMAallMEeHTa - AOKYMEHT, B KOTOPOM COJEp>KaTcsi B JIOCTYIHOU (opme
CBEICHMSI, KAacalolluecs MPOBOAUMOTO KIMHMYECKOTO HCCIEAOBaHUs JIEKapCTBEHHOTO TMpernapara, ¥ B
MUCBMEHHOUM ¢opMe TOOPOBONBHOE COTJIacHe TMAalleHTa Ha Y4YacTHe B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO IIperapara TI0C/ie O3HAKOMIIEHHS C OCOOEHHOCTSIMH KIMHHYECKOTO HCCIIeIOBaHMUA,
MMEIOIINMH 3HAYEHUE JJI BBIPAKEHHUS TAKOTO COTJIACHS;

50) mobGouHOE NEeWCTBHE - peaKIys OpPraHu3Ma, BOSHUKIIAS B CBS3H C MPUMEHEHHEM JIEKAPCTBEHHOTO
npernapara B J103aX, PEKOMEH/IyeMbIX B HHCTPYKIIUU 110 €ro MPUMEHEHHIO, IJIsl MPO(PUIaKTUKU, TUATHOCTHKH,
JedeHus 3a00JeBaHuUs WU AJI peaOuInTalnu;

50.1) HexxenarenbHas peaklusi - HeNpeJHaMepeHHas HeOJaronpusTHas peakuus opraHusMa, KoTopas
MOJKET OBITh CBsI3aHA C MPUMEHEHUEM JICKApPCTBEHHOTO MPErapara;
(m. 50.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

51) cepbe3Hass HexenaTeNbHas peaklMs - HEXeJlaTelbHas peaklMs OpraHu3Ma, CBS3aHHas C
IPUMEHEHHEM JIEKapCTBEHHOI0 MpernapaTa, IpuUBeanas K CMEPTH, BPOXKACHHBIM aHOMAJIUAM WIH TOpOKam
pa3BUTUSL TUOO MPEACTaBIAONMIAs COOON yrpo3y KH3HU, TpeOyrollas TOCHUTATW3alUKd WU MpUBEAMIas K
CTOMKOM yTpare TpyI0CIIOCOOHOCTH U (MJIM) HHBAJIUIHOCTH;

52) HempenBHICHHAS HEXeNAaTeIbHas peakius - HeXKelaTeIbHAs PEaKIis OpraHu3Ma, KOTopasi CBs3aHa
C MPUMCHCHHUEM JICKAPCTBCHHOI'O IIp€riapara B A03axX, PEKOMCHAYCMLIX B IMPOTOKOJIC €TI0 KIMHHUYCCKOI'O
WCCIIeZIOBaHMsI, OpOIIIOpe WCCIeIoBaTeNsd, WM C NPUMEHEHHEM JIEKapCTBEHHOTO Tpenapara B J103aX,
PEKOMEHAYEMbIX B HHCTPYKIMH [0 €ro MNPUMEHEHHIO Ui NPOQWIAKTUKU, JUATHOCTHUKH, JICYCHUS
3a00JICBaHMS WM MEIWIIMHCKOW peaOWIMTAIlMK MAIMEeHTa, W CYIIHOCTh, TSDKECTh MJIM MCXOJ] KOTOPOH He
COOTBETCTBYET MH(OpPMAIIMU O JEKAPCTBEHHOM TIperapare, CoAep Kalleicss B MPOTOKOJIE ero KIMHUYECKOTO
HCCIIeIOBAaHUs, OPOIIIOpE UCCIIEAOBATENS M B MHCTPYKIIMH IO IPUMEHEHHUIO JIEKApCTBEHHOTO MTperapara;
(. 52 B pen. @eaepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHam30p - BHJ JESATEIBHOCTH 0 MOHHMTOPHUHTY 3()QeKTUBHOCTH U O€30MacHOCTH
JIEKapCTBEHHBIX IPENaparoB, HAIPABICHHbIN Ha BBIABICHME, OLIEHKY M IPEIOTBPALICHHUE HEXKeIaTelbHbIX
HOCJIECTBUI NPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) mnaH ympaBleHHs PUCKAaMH - TOAPOOHOE OMNHMCAaHUE MEpONPHIATUH Mo (papMaKOHAI30PY,
HaNpPaBJICHHBIX Ha BBISABICHHE, OLEHKY W TPEAOTBPALICHWE WM MHHUMH3AIMIO PHUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMH TIpeTiapaTaMy, BKIIFOUast OIIEHKY () (hEeKTUBHOCTH TAHHBIX MEPOTIPUSITHIA;

(. 52.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIH Mpemapar - MEIUIUHCKMHA JIOKYMEHT YCTAHOBJIEHHOH (HOpMBI,
CoJlepKalluii Ha3HA4YeHHE JIEKapCTBEHHOrO IIpernapaTa Uil MEAMIMHCKOIO TIPUMEHEHUs, BbIIAHHBIN
MEJUIIMHCKUM pa0OTHUKOM B IIEJIAX OTIIyCKa JIEKAPCTBEHHOIO IpernapaTa WK €ro U3roTOBJICHUS U OTITyCKa
Ha OyMa)KHOM HOCHTENE WJINM C COIVIacHsl MAaIMeHTa WIM €ro 3aKOHHOTO IpeAcTaBuTeNs B (opme
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JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO C MCITOJIb30BAaHHEM YCUJICHHOW KBATM(UIIMPOBAHHOM JIEKTPOHHON
MOANUCH MEAWIIMHCKOTO pabOTHHKA, MO0 JOKYMEHT YCTaHOBJICHHON (OpPMBI, COAep)Kalluii Ha3zHAUYCHUE
JICKapCTBEHHOTO TMpemnapara Jjs BETCPUHAPHOTO MPUMEHECHWsS, BBIIAHHBIM CHEIUAIMCTOM B 00JacTH
BETEPHHAPHUH B IEJISIX OTITyCKA JIEKAPCTBEHHOT'O TIperiapaTa WM €ro W3rOTOBJICHUS M OTIYCKa Ha OyMakHOM
HOCHUTEIIE;

(B pen. DeaepanbHbix 3ak0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeboBaHUE MEAMIIMHCKOW OpTraHU3alllH, BETCPUHAPHON OpraHHM3aluy - JOKYMEHT YCTaHOBJICHHOU
(OpMBI, KOTOPBIA BBIMKUCAH METUIIMHCKUM PAOOTHUKOM WM CHEIHATIUCTOM B OOJIACTH BETEPUHAPUH,
MMEIOIUMHU Ha 3TO MPaBO, W COJEPKUT B NMUCHBMEHHOW (opMe yKa3aHHWE anTeYyHOW OpTaHMU3alHUH WU
BETEPUHAPHOW aNTEYHON OpPTaHU3aIHH 00 OTIYCKE JIEKAPCTBEHHOTO MIperapaTa Wi O €ro H3TOTOBICHUHU U 00
OTITyCKe JIJTs1 00ecTieueHHsI JIeUeOHOT0 MpoIiecca B MEIUIIMHCKON OpTaHn3allii, BETCpUHAPHON OpTaHHU3aIlHH,
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

55) xoMIIIeKCHas OLIEHKa JIEKapCTBEHHOTO Ipernapara - OlleHKa 3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara, BKJIIoJaromas B ce0s aHanu3 WHGOpMallMUd O CPAaBHUTEIBHON KIMHUYECKOH 3((EeKTUBHOCTH U
0€30MacCHOCTH JICKQpCTBEHHOTO IMIperapaTra, OIEHKY HSKOHOMHYECKMX TIIOCIEACTBUH €ro NpUMEHEHHS,
W3y4YeHHE JOMOJHMUTEIbHBIX IMOCIEACTBUNA MPUMEHEHUs JIEKapCTBEHHOIO IIpernapaTa B ILENAX MPUHATUS
pelIeHni 0 BO3MOXKHOCTH BKJIIOUEHHMSI JIEKApCTBEHHOTO IpernapaTra B MEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BR)XHEHIINX JIEKApPCTBEHHBIX IIpeNapaToB, HOPMATHBHBIC IIPABOBbIE aKThl M HHBIE JIOKYMEHTBHI,
OTIpeIeNIAoNINe MOPSI0K OKa3aHUS MEAMLIMHCKOW MOMOIIM, MM UCKIIOYEHHUS €ro M3 yKa3aHHbBIX MepeyHs,
aKTOB M IOKyMEHTOB;

(. 55 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

56) cucremMa MOHHUTOPWHTA JIBFDKECHHUS JICKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHUS -
denepanpHas TOCyIapCTBeHHass WH(GOPMAIMOHHAS CHCTEMa MOHHTOPWHTA JIBMDKCHUS JIEKAPCTBEHHBIX
npenapaToB Uil MEIUIMHCKOTO MPUMEHEHHS OT MPOU3BOIUTENS 1O KOHEYHOTO TIOTPEOHTENs C
UCIIOJIb30BAHUEM B OTHOIICHUM JICKAPCTBEHHBIX MPENApaToB Ui MEAMIMHCKOTO MPHUMEHEHHS CPEICTB
UICHTH(PUKAIUH.

(. 56 BBenen PeaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnasa 2. MNOJIHOMOYUA ®EQEPAJIbHBLIX OPTAHOB I/ICFIOJ'IHI/ITEJ'IbI-jOVI .
BJIACTU, OPTAHOB UCIMNOJIHUTEJIbHOWU BJITACTU CYBBEKTOB POCCUNCKOU
®EAEPALUNU NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. lNonHomouusa epepanbHbIX OPraHOB WCMOJSIHUTENIbHOM BNacTtu npu
obpalleHnmn nekapcTBeHHbIX CPeAcTB

K momnomMounsam (benepanLHHx OpraHoB HCIIOJIHUTENHLHON BJIACTH Ipu O6paH_IeHI/II/I JICKApCTBCHHLBIX
CpeaACTB OTHOCATCA:

1) mpoBenenue B Poccuiickoii @eaepaiuu eIMHOM TOCYIapCTBEHHOM MOTUTHKY B 007acTH oOecreueHus
JIEKapCTBEHHBIMH IIpenaparamu rpaxnaas B Poccuiickon ®@enepanny;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yrBepxaeHre o0mMX (apMaKoNelHbIX cTaTel, papMaKONEeHHbIX cTaTel, U3/1aHne TOCY1apCTBEHHOMN
(dapmakorneu, co3JaHue U BeJIeHHE peecTpa papMaKolelHbIX CTaHAAPTHBIX 00pa3LoB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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3) ocyuiecTBIIEHHE TOCYAapCTBEHHOTO KOHTpOis (Haa3opa) B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEACTB;
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) nUIEeH3UPOBAHUE TPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB U (DapMaleBTUYECKON ACSITEIHHOCTU B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickont denepanny;

5) opraHuzanus SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB, 3TUYECKOM SKCIEpPTU3bl BO3MOXKHOCTHU
NPOBEIEHUs] KIMHUYECKOTO HCCIEeOBaHMS JIEKapCTBEHHOIO IpenapaTa JUlsi MEIULMHCKOTO MPUMEHEHUs,
9KCIIEPTU3BI TOKYMEHTOB, NPEACTABIEHHBIX JUIsl ONPEAEIEHUS BO3MOXHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN
npenapar i MEAMLIMHCKOTO TNPHUMEHEHHs NPU TOCYJapCTBEHHOM perucTpauud B KadecTBe Op(haHHOTO
JIEKapCTBEHHOTO IIpenapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5.1) opranu3zanusi NpOBEACHHUS KOMILJICKCHOM OIICHKHU JIEKAPCTBEHHOTO Iperapara B LENsAX MPUHATHS
pelIeHrui 0 BO3MOXXHOCTH BKJIFOYEHHS JIEKQPCTBEHHOTO MpernapaTa B MEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEUIIUX JICKAPCTBEHHBIX IMpenapaToB, HOPMATUBHbIE IMPAaBOBbIE AaKThl W HWHBIE JOKYMEHTBHI,
OTPEIEIAIONINE MOPSIIOK OKa3aHUsS MEIUIMHCKON MOMOIIM WIM UCKIIOYEHHUS €ro M3 YKa3aHHBIX MepeyHs,
aKTOB U JJOKyMEHTOB;

(. 5.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) BbIaua pa3pelieHUil Ha NpPOBEACHHE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IPENaparos,
BEJICHHE pEecTpa BbIIAHHBIX pa3pelleHHuii Ha MPOBENEHUE KIMHUYECKUX HCCIEAOBAHUN JIEKaPCTBEHHBIX
MpenapaTos;

7) roCcynapCTBEHHAs] PErucTpalvs JICKAPCTBEHHBIX MPENaparoB, BEJACHHE TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB;

8) opranuzauus u (WIn) NpoBeACHNE HHCIEKTUPOBaHUS CyOBEKTOB OOpalleHHs! IEKapCTBEHHBIX CPEICTB Ha
COOTBETCTBUE IIPaBUJIaM HaJJIeXallel 1a0opaTopHOM IPAKTUKHU, IIpaBUIIaM HaJylexallell KIMHUYeCKOH
NPaKTUKHU, paBUJIaM HaJUIeKAaIeH MPAKTUKKU XpaHEHUS U EPEBO3KH JIEKapCTBEHHBIX IpenapaToB, IpaBuiIaM
Ha/JIeKaIIel AUCTPUObIOTOPCKOM MPaKTHKH, ITPaBUIaM HaAJIeKallel anTeqHol MPaKTHKHY;

(n. 8 B pen. @enepasibHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranmszaumsi U (MJau) MPOBEIEHUE HHCIEKTUPOBAHMS CYyOBEKTOB OOpalIeHHs JEKapPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpPEOOBAHMSAM IMpaBWJI HaJUIekKaIled MPOU3BOJICTBEHHOM TMPAKTUKH, BblAaya
3aKJIIOYEHUH O COOTBETCTBMM IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMAM IpPaBUJ HaAJexallen
HPOM3BOJICTBEHHOM MPAKTUKH;

(. 8.1 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJIEHME IOpAJKAa BEACHHUA M BEICHHE TIOCYJAapCTBEHHOI'O peecTpa 3aKIOYeHHH O
COOTBETCTBUM  IPOU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBAHMAM  MpaBWJI  HaAJexallen
MPOU3BOACTBEHHOUN MPAKTHUKY;

(. 8.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) rocygapCTB€HHass pErucTpanuvsd MpCACIbHBIX OTIIYCKHBIX LICH HpOI/I3BOI[I/ITCJ'IeI71 Ha JICKApCTBCHHBIC
npenaparhbl, BKIIFOUYCHHBIC B IICPCUYCHDb KU3HCHHO HCOGXOIII/IMBIX U Ba)KHEHIIINX JICKApCTBCHHBIX IIPCIIApaToOB,
U BCACHHUC TOCYyAAapCTBCHHOI'O peCCTpa HNPCACIbHBIX OTIYCKHBIX ICH HpOI/IBBOI[I/ITeJIef/'I Ha JICKapCTBCHHBLIC
npemnaparbl, BKIOYCHHBIC B IICPECUCHDb ) KU3HCHHO HCO6XO)II/IMI)IX M BOXKHEHIIINX JICKApPCTBCHHBIX IIPCIIapaToOB;
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(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cormacoBaHue MPOEKTOB PEIICHUN OPTraHOB HCIOJTHHUTEIBHOW BiacTH CyOBeKTOB Poccuiickoit
®deneparyu 00 YCTAaHOBICHUH U (WJIM) U3MEHEHHUH TPECIIbHBIX PA3MEPOB ONMTOBLIX HAT0ABOK U MPEACIbHBIX
pa3MepoB PO3HUYHBIX HAJA0aBOK K (DaKTHUECKUM OTITyCKHBIM II€HAM, YCTAaHOBJIECHHBIM MPOU3BOIUTEIISIMU
JICKapCTBEHHBIX TPEMapaToB, Ha JICKAPCTBEHHBIC TMperapaThl, BKIIOYECHHBIE B TEPEUEHb IKU3HCHHO
HEOOXOAMMBIX U BaXXHEHIITNX JIEKAPCTBEHHBIX MPEIIAPATOB;

(m. 9.1 BBenen denepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bbaya, yCTaHOBIICHHE MOPSIKA BbIJAUM pa3pelleHus] Ha BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHOTO
cpeactsa B Poccuiickyro denepanuio;
(n. 10 B pen. ®enepanpHoro 3akoHa oT 02.08.2019 N 297-®3)

10.1) BbIgaya, ycTaHOBJIEHHE MOPSJIKA BbIIaYM U (POPMBI JOKYMEHTa, KOTOPBIA MOATBEP)KIAET, UTO
IIPOM3BOJCTBO JIEKAPCTBEHHOI'O IIpenapaTa Iyl MEAUIUHCKOIO IPUMEHEHNS OCYILECTBIICHO B COOTBETCTBUU C
TpeOOBaHUSAMH HPaBWI HaJuIeXkalleil IpOU3BOJCTBEHHOM MPAKTUKU WM YTO JIEKApCTBEHHBIN Ipemnapar 1Jis
BETEpUHAPHOIO TNPUMEHEHHUs JomyleH K oOpamenuto B Poccuiickoit ®enepanyu, U MOMISKUT
MPEICTABICHUIO IO TPEOOBAHMIO YIIOJIHOMOYEHHOI'O OpraHa CTpPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN
rpenapar;

(m. 10.1 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. deaepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BeIgaua, ycTaHOBIICHHE TIOPS/IKA BBIIAYM M (DOPMBI TOKYMEHTA, COJCPIKAIEro CBEACHUS O CTausIX
TEXHOJIOTHYECKOr0 Tpolecca MPOU3BOACTBA JEKAPCTBEHHOTO CPEACTBA IS MEAUIMHCKOTO MPUMEHEHHMS,
OCYILECTBIIIEMBIX Ha TeppUTOpuH EBpa3uiickoro 3KOHOMUYECKOTO COI03a;

(n. 10.2 BBenen denepanpHpiM 3akoHOM 0T 22.12.2014 N 429-03, B pen. PenepanbHOro 3akoHa OT
13.07.2015 N 241-@3)

11) coznanue coBETOB MO BOIIPOCAM, CBA3aHHBIM C 0OpaIeHNEM JIEKapCTBEHHBIX CPE/CTB;
12) arrectanus u cepTUQHUKALUS CHIEIUAINCTOB,;
13) yrpatun cuiy ¢ 1 centsiops 2013 roaa. - @enepanbhblii 3akon ot 02.07.2013 N 185-D3;

14) ocymecTBienue hapMaKoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

15) yyactue B MeXIyHapOAHOM COTPYIHHUYECTBE;

16) momydeHue Mo 3amnpocam YIOJIHOMOUYEHHOIo (hefepallbHOro opraHa HMCIOJHUTEIbHOM BJIACTH OT
OpPraHOB HCIIOJIHUTENIbHOW BiIacTH cyObekToB Poccuiickoil deneparun, a Takke OT CyOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEJCTB U MEIUIIMHCKOTO NpUMEHEHHs HMH(OpMAIMM 1O BONPOCAM YCTaHOBJICHUS WU
MPUMEHEHHS [IEH Ha JIEKapCTBEHHBIE TpenapaTsl 1 Ha1I0aBOK K HUM;

17) mpumeHeHne Mep OTBETCTBEHHOCTH 3a HapylIeHUe 3aKoHOoaTenbcTBa Poccuiickont denepannu;

18) yTBepxaeHue MpaBuil Haajexaleld 1a00paTopHO MPAaKTHUKHU, MPAaBUII HaJUIeKaIeH KIMHUYECKON
NPaKTUKHU, PaBWJI HaJyUlexkKallell Mponu3BOACTBEHHON MPAKTUKH, NIPABUJI HAJUIeKALIEH MPAKTUKU XpaHEHUs U
NepeBO3KM JIEKAPCTBEHHBIX IpENnapaTroB, MpaBWJl HaJUIeKalled JUCTPUOBIOTOPCKON MpPaKTHKH, IPABUI
Ha/IeKaIled anTeyHOW TMpaKTHKH, MPaBWJ HAJEXKalled MNpakTHUKH (papMaKkoOHaa30pa JIEKapCTBEHHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 14.01.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

IpenapaToB Ui MEJUIIMHCKOTO IPUMEHEHHUS,
(m. 18 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycranoBnenue mopsiika GOPMUPOBAHUS PETHCTPAIIMOHHOTO JOChE HAa JICKAPCTBEHHBIN IpemapaTr u
TpeOOBaHUI K TOKYMEHTaM B €T0 COCTaBE;
(. 19 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

20) yTBepkIeHHE MpaBWJI PallMOHAIBLHOTO BBHIOOpAa HAMMEHOBAHMI JIEKAPCTBEHHBIX MpENaparoB s
MEAMIIMHCKOTO TPUMEHEHUS;

(m. 20 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkIeHHE NIEPEeYHs HAUMEHOBAHUHN JIGKAPCTBEHHBIX (PopM;
(m. 21 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

KoncynwsranTtlIoroc: mpuMedanue.
C 01.03.2020 1. 22 ct. 5 yrpauuBaet cuiry (P3 ot 27.12.2019 N 475-D3).

22) ¢opmupoBaHHME peecTpa  THIOBBIX  WHCTPYKIMH 1O  MEAWIUHCKOMY  NPUMEHEHHIO
B3aMMO3aMEHSEMbIX JIEKapCTBECHHBIX IIPENapaToB;
(. 22 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

23) yTBepxkJeHHEe TpeOOBaHUI K MHCTPYKIMM MO MEAMLMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHBIX
MIPEeNapaToB U K UHCTPYKIIUU IO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENApaTOB;
(n. 23 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) nocynebHOe 3aKpbITHE CATOB, COJEPKALINX HH(OPMALIHIO O POSHUYHOM MpoiaXKe AUCTaHIMOHHBIM
CrocoboM, TMpeUIoKEHHEe O TMPUOOPETeHHWH JAMCTaHLUMOHHBIM CHOCOOOM, JIOCTaBKE JAMCTAHIUOHHBIM
criocoboM M (MiaM) nepenade (GU3NUYECKOMY JIUIY TUCTAHLMOHHBIM CIIOCOOOM JIEKapCTBEHHBIX INPENaparos,
HapKOTUYECKUX JIEKAPCTBEHHBIX IIPENAapaTOB W IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB, 3a
HCKJIIOYEHHUEM CllydaeB, ycTaHOBIIeHHBIX [IpaBurenscTBoM Pocceniickoit denepanuu;

(. 24 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

25) BbIaua paspenieHuil Ha BBOJ B TPaXAAHCKUNA 0OOPOT MMMYHOOHOJIOTHMUECKHX JIEKAPCTBEHHBIX
MpernapaToB.

(. 25 BBenen deaepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

Koncynwsrantlloroc: mpuMmedanue.
Ct. 5.1 pacnpocTpaHsieTcs Ha MOJHOMOYHSA, KOTOpbIE€ HE MepeaaHbl sl OCYIIECTBICHHUS OpraHam

rOCyJJapCTBEHHOM BiacTU cyObekToB P® u opraHam MeCTHOrO CaMOYIpPAaBICHHUS COOTBETCTBYIOLIUMHU
denepanbubiMu 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [Mepepaya ocywecTBneHus nofHomouun deaepanbHbIX OpPraHoB
UCNONIHUTENIbBHOW BfacTM Npu  oOOpaleHMM JNeKapCTBEHHbIX CpeacTB  oOpraHam
MCNONHUTENbHOM BrnacTtn cyobekToB Poccunckon Pepepaumm

(BBenena denepanbHbiM 3akoHOM OT 13.07.2015 N 233-D3)

[Tonnomounst (enepaabHBIX OpPraHOB MCIOJHUTEIBHONW BIACTH TpPU OOpaIIeHUH JIEKAPCTBEHHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 14.01.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

CpeACTB, NPeAyCMOTpeHHbIe HacTosmuM denepabHbIM 3aKOHOM, MOTYT MepelaBaThCsl Ul OCYIIECTBICHUS
opraHaM HCIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit dexepanun nocraHosieHusMu I[IpaBurenbcTBa
Poccuiickoit @enepanuu B mopsaake, ycraHoBieHHOM dDenepanbHbIM 3aKOHOM OT 6 okTsOps 1999 roga N
184-®3 "OO6 oOmMx NpuHIMIAX OPraHU3alMM 3aKOHOAATENbHBIX (MPEICTABUTENbHBIX) U HCIOIHUTEIbHBIX
OpraHoOB roCyIapCTBEHHOMU BiacTu cyObekToB Poccuiickoit deneparyn”.

Cratba 6. lMonHOMo4YMA oOpraHoB MWCNONMHUTENbLHOW BRNacTu cybbekra Poccuruckoun
degepaumm npu obpaLeHUn NeKapCTBEeHHbIX CPeacTB

K noiaHoMounsM opraHoB HCIIOJHUTENBHOM BiIacTH cyobekTa Poccuiickoit deneparuu npu oOpaieHuu
JIEKapCTBEHHBIX CPEJCTB OTHOCSTCS:

1) pa3zpaboTka W peanuzalvs PETHOHAIBHBIX MPOTrPaMM OOECIIEUEHUs] HACEJIEHUs JIEKapCTBEHHBIMU
npenapaTamy,

2) ycTaHOBJIEHHE NpEACTbHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK M TMpEAETbHBIX Pa3MEPOB PO3HUYHBIX
Haj0aBOK K (PAKTHMYECKHM OTIYyCKHBIM II€HAaM, YCTAHOBJIEHHBIM HPOM3BOJUTEISIMH JICKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B IME€PEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWILINX JICKAPCTBEHHBIX IIPENapaToB;

Koncynpranrllitoc: npumedanue.
C 01.03.2020 B 1. 3 cT. 6 BHOCsATCcs u3MeHeHus (D3 ot 27.12.2019 N 475-03). Cm. Oyayuiyio pelakiuio.

3) oOcCymecTBICHHE pPETHOHAJIBHOTO TOCYAApCTBEHHOTO KOHTpPOJS 3a MPUMEHEHHEM IIeH Ha
JeKapCTBEHHBIE Mpenaparbl, BKIIOUYCHHBIE B TIEPEUCHb IHKM3HEHHO HEOOXOMMMBIX U BaKHEUIINX
JEKapCTBEHHBIX IpernapaTtoB, OpPraHM3alUsAMH  ONTOBOM  TOPIOBIM, AaNTE€YHbBIMM  OPTaHU3ALMIMH,
WHAUBUAYAJIbHBIMU NPCANIPUHHUMATCIIAMA, UMCIOIIUMU JIMIICH3UIO HA Q)apMaI_IeBTI/I‘-IeCKYIO ACATCIIBbHOCTD,

(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) nmpuHSTHE pemeHnst 00 NCIOIB30BAHUN Ha TeppuTOpHH cyOobekTa Poccuiickoit deneparun HapsIy ¢
peuenTaMu Ha JEKapCTBEHHble mpenapaTsl, OGOPMJIEHHBIMM Ha OyMa)KHOM HOCHTENE, pELENnTOB Ha
JIeKapCTBEHHbIE MIpenapaThl, CPOPMUPOBAHHBIX B (POPME IIEKTPOHHBIX TOKYMEHTOB.

(1. 4 BBenen PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnaea 3. TOCYOAPCTBEHHAA ®APMAKOTIEA

CraTtba 7. PaspaboTtka n nsgaHme rocyaapctBeHHon cpapmakonen, pasmelleHne AaHHbIX
O HeH

1. Tlonm rocymapcTBeHHOH (apmakomneeil MmoHUMaeTcs CBOA OOHmMX (apMaKONEeWHBIX CTaTed u
(hapMaKoIMeHbIX CTaTeH.

2. Pa3zpabotka oOmmx ¢apMakomeiHbXx cTateld W (apMakonmeHHBIX cTaTeil, B TOM 4HCIE
(dapMakoneiHpIX cTaTeil Ha (papMakomeitHble cTaHAapTHBIE 00pa3ibl, M BKIFOUEHHE UX B TOCYIAAPCTBEHHYIO
(apMakoneo OCYLIECTBISIOTCS B IOPSJIKE, YCTAaHOBIEHHOM YIOJIHOMOYEHHBIM (eaepanbHbIM OpraHoM
UCTIOJIHUTENIbHOW BJIACTH.

(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

3. Pa3paboTka ¢apmakoneifHON cTaThi Ha peepeHTHBIN JeKapCTBEHHBIN Mpenapar 1 BKIIOYCHUE €€ B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 14.01.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

TOCYJapCTBEHHYIO ()apMakonero B TEUeHHE CpoKa JIeHCTBHA 3alllUThl HCKIIOUUTEIBHOIO IpaBa,
yIOCTOBEPEHHOI'0 MAaTeHTOM Ha pe(epeHTHBIN JIEKapCTBEHHBIN MpenapaT, OCYLIECTBISIOTCS C COTacus ero
paspaboTduka.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocynmapctBeHHast  Qapmakomness HW3JaeTcsl  YHOJHOMOYEHHBIM  (eiepalbHBIM  OpPraHOM
UCIIOJIHUTENILHON BJIACTH 3a CUET CPENCTB (pefepabHOro Or0KeTa U MOAJISKUT NEePEn3JaHusIM HE pexe ueM
OJIUH pa3 B IATH JIET, B MEPUOJI MEXAY KOTOPBIMHU M3JIAIOTCS MPUIIOKEHUS K TOCYAapCTBEHHON (apmakoree,
cojepxaie obue (apMakoneiHble cTatbu U (WiIM) QapMakolelHble CTaThbH, YTBEP)KICHHBIE IOCIE
W3JaHKS WIK TIepEeU3AaHus TOCYAapCTBEHHON (hapMaKoIIeH.

5. VYHonHOMO4YEHHBIH (enepanbHbIi OpraH HCIOJHUTEIBHONW BJIACTH pa3MeEIlaeT JaHHBIE O
TOCYJIapCTBEHHOM (hapmakoree W MPUIOKEHUAX K HEW Ha cBoeM oduImanbHOM caiite B cetu "MHTepHeT" B
YCTaHOBJICHHOM UM IOPSAKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratbss 8. JlMueH3npoBaHMe nNpPOUIBOACTBA JIeKAPCTBEHHbIX CpPeaAcTB M
cdrapmMaLieBTUYECKON AeATEeNbLHOCTHU

1. JluneH3upoBaHHE MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (hapMaleBTUUECKON eSATeTbHOCTH
OCYILIECTBJISIETC