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Anekcanap Hukosaesuu bopucosn
KommenTapun k ®enepajbHOMY 3aKOHY
ot 12 anpeJuss 2010 r. Ne 61-P3 «O06
oOpaleHny JIeKaApCTBEHHbIX CPeACTB»
(mocTareMHbIN)

BBenenne

®enepanbubiidi 3akoH oT 12 ampens 2010 r. Ne 61-®3 «O06 obOpareHnu JieKapcTBEHHBIX
CpencTB» (Jlanee — KOMMEHTHPYEMbI 3aKOH) IPUHAT Ha cMeHy PefepalbHOMY 3aKOHY OT 22 MIOHSA
1998 r. Ne 86-93 «O nekapcTBEHHBIX CpelCTBax» (Janee — 3akoH 1998 r. o JleKapCTBEHHBIX Cpea-
CTBax), 10 U3J1aHU KOTOPOrO COOTBETCTBYIOIIME BOIIPOCHI PETyINpOoBaInch OCHOBaMU 3aKOHOAA-
TesbeTBa PO 00 oxpane 310poBbs rpakaaH oT 22 o 1993 r. Ne 5487-11.

3aKOHOMNPOEKT, IPUHATHIN B KAYECTBE KOMMEHTUPYEMOTO 3aKOHa, BHECEH B I 0OCylapCTBEHHYIO
Hymy ®enepanbHoro Codpanust PO IlpasurensctBom PO. B noscHuTebHOM 3aucKe K 3aKOHOIPO-
EKTY Hapsay ¢ IPOYUM OTMEUAJIOCh CIIEAyIoLIee:

3aKOHOMPOEKT pa3paboTaH BO MCIONTHEHHE 1. 3 poToKona coenanus y [pencenarens [pa-
ButesbeTBa PO ot 19 nonsa 2008 r. Ne BIT-1T12-8np, n. 14 [11aHa 3akOHOITPOEKTHOM JEATEILHOCTH
ITpaBurenscrBa Poccuiickont @enepanyu Ha 2009 r., yTB. nocraHosaenueM [Ipasurenscrea PP or 31
nexadps 2008 r. Ne 1081, u nopyuenwuii [IpaBurensctBa PO ot 27 peppaiisa 2008 r. Ne B3-1112-1172,
ot 6 mapra 2008 r. Ne B3-I112-1366, ot 2 anipesist 2008 r. Ne CH-IT12-1958 ¢ nesnsio coBepIieHcTBo-
BaHMS 3aKOHOJATEIbHOIO PEry/IMpoBaHusl MPaBOOTHOILEHUH B cepe oOpalleHus JeKapCTBEHHBIX
CPEICTB C yY4ETOM MHTEPECOB U MPUOPUTETOB OTEYECTBEHHOU (PapMaLEBTUUECKOM TPOMBIIIIJIEHHO-
CTH.

3akoH 1998 r. 0 IeKapCTBEHHBIX CPEACTBAX PErYIMPOBAJI OTHOIIEHU A, BO3HUKAIOILUE B CBA3U C
pa3pabOTKOM, MPOU3BOACTBOM, U3IOTOBJIEHUEM, TOKJIMHUYECKUMH U KIIMHUYECKUMU UCCIIEI0BAHU-
SIMU JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJIEM MX KayecTBa, 3(p(PEeKTUBHOCTH, O€30MaCHOCTH, TOPrOBJIEH
JIEKapCTBEHHBIMU CPEACTBAMU U MHBIMM JICHCTBUAMU B chepe oOpallieHus JIeKapCTBEHHBIX CPEJCTB;

BMECTE C TeEM IpaBONPUMEHUTENbHAS ITPAKTUKA B chepe 0OpallieHNs JIEKAPCTBEHHBIX CPEICTB
BBISIBWIA PSIJI HEAOCTATKOB YKa3aHHOro denepaibHOro 3aKoHa, B YaCTHOCTH, JIEKJIAPATUBHBIN XapaK-
TEp €ro OT/eJbHBIX HOPM, a TaKXkKe OTCYTCTBHE HOPM, TPEOYIOIIMX 3aKOHOIATEIHHOTO 3aKPEIUICHHS
10 OT/IENIBHBIM BOIIpocaM B cpepe oOpaliieHust JIeKapCTBEHHBIX CPEICTB;

HEeoOXOIMMOCTh COBEPLIEHCTBOBAHUS 3aKOHO/ATEILHOTO PETYJIMPOBaHKS BOIPOCOB oOpailie-
HU JIEKAPCTBEHHBIX CPEJCTB TaKke ITPOIMKTOBaHA U3MEHEHUEM 3aKoHozaTebcTBa P, B TOM uncne
10 BOIIPOCaM JIMLIEH3UPOBAHUS, 3aIlUTHI IIPaB IOPUIUYECKUX JIML U WHAVBUIYAJIBHBIX IPEATIPU-
HUMATeJIeW NIPU OCYIIECTBJIEHUN TOCYJapPCTBEHHOIO KOHTPOJIA (HaA30pa) U MyHULMIIATIBHOTO KOH-
TPOJIA, LIEHOOOPA30BaHM, a TaKKe M0 BOMPOCaM MPOTUBOAECUCTBUS KOPPYILIUHM, PEAYIPEKICHUS
KOppYINUMUA U OOpbOBI C HEW, MUHUMU3ALUU U (WIK) JTUKBUIALMH TTOCIEICTBUI KOPPYILIMOHHBIX
IIPaBOHAPYILEHWH;

3aKOHOIPOEKT NPEAyCMaTpUBAET MHYIO TI0 CPABHEHMIO ¢ 3aKOHOM 1998 r. 0 IeKapCTBEHHBIX
CpelcTBaX CTPYKTYpy MOCTPOEHHS, OTPAXKAIOIILYI0 MOCAEJOBATEIbHOCTb ITANIOB OOpaIlleHUs JIeKap-

! Benomoctn CHJl u BC P®. — 1993. — Ne 33. — Cr. 1318.
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CTBEHHBIX CPEJICTB: OT dTarna pa3paboTKH JEKapCTBEHHOrO CPE/ICTBA A0 ATara MOHUTOpUHTa Ge3omac-
HOCTH €0 NPUMEHEHHMs], C JeTaTN3alrel KaxJoro Srara.

Wuble nosnoxeHus MOsICHUTENBHOM 3alUCKY K 3aKOHOIIPOEKTY NMPUBEIEHBI TP PACCMOTPEHUN
COOTBETCTBYIOIIMX HOPM KOMMEHTHPYEMOro 3akoHa. 37ech ke MPeCTaBIsAeTCs 1elIecO00pa3sHbIM
OCTQHOBHTBCSI HA MHEHUH aBTOPOB 3aKOHOIPOEKTA TI0 BOIIPOCY €ro cOoTHOIIeHus ¢ PeepanbHbM
3akoHOM OT 27 nekadpst 2002 r. Ne 184-03 «O TeXHHUECKOM peryIMpOBaHU» 2

denepanbHbM 3aKOHOM «O TEXHUYECKOM PEryJIMpOBaHUU» IMPELYCMOTPEHbI pa3padoTKa U
npuHsatie 10 1 smHBaps 2010 r. TexHHMYeckoro periameHTa «O 0€30MaCHOCTH JIEKAPCTBEHHBIX
cpencTB». B cOOTBETCTBMM C yKa3aHHBIM 3aKOHOM TEXHHYECKHE PErlaMeHThl pa3pabaThiBAIOTCS
B IIeJISIX YCTAHOBJIEHUS MUHUMAJILHO HEOOXOIMMBIX TpeOOBaHUM, 00eCreurBaomuX 0e30MacHOCTh
00BEKTOB TEXHUYECKOTo peryarpoBanus. [Tox 6e30macHOCTBI0 0OBEKTOB TEXHUUYECKOTO PEryIMpoBa-
HUs1 PenepaibHbIM 3aKOHOM «O TEXHUYECKOM PeryJMpOBaHUN» MOHUMAETCS] COCTOSTHUE, TTPU KOTO-
POM OTCYTCTBYCT He)IOHyCTI/IMLII;'I PHCK, CBSI3aHHBIU C MNPUYIMHCHUEM Bpe€aa KHU3HU WM 310POBBIO
rpaxiaaH, UMYIIECTBY (l)I/I3I/I‘l€CKI/IX WK I0OPpUANYCCKHUX JIML, TOCYAAPCTBEHHOMY WJIM MYHUIUIIAJIb-
HOMY MIMYIIECTBY, OKPYKAIOIIeH Cpefie, ’KU3HH WX 3I0POBbIO )KUBOTHBIX U PACTEHUIT;

yKaBaHHbIﬁ KpI/ITCpI/Iﬁ HC INPUMCHHUM B OTHOLICHUM JICKAPCTBCHHBLIX CPEACTB, IMOCKOJIBKY B
COOTBETCTBUM C 3akoHOM 1998 T. 0 JeKapCTBEHHBIX Cpe/CTBaX OE30MacCHOCTb JIEKAPCTBEHHBIX
CpEOCTB — XAPAKTECPUCTUKA JICKAPCTBCHHBIX CPEACTB, OCHOBAHHAA HA CPABHUTCIIBHOM aHAJIM3€ X
3(p(PEKTUBHOCTU U OLIEHKW PUCKA MPUYUHEHHS Bpeaa 310poBblo. OnpeessiomuM KpUTepueM st
JIEKapCTBEHHOTO CPEJICTBA SIBJISIETCS €ro 3(PEeKTUBHOCTD (XapaKTEPUCTHKA CTETICHU TOJIOKHUTEIb-
HOT'O BJIMSIHUS JIEKAPCTBEHHBIX CPEJCTB HAa TeueHHe OOJIe3HH), JOKa3aHHas pa3padOTYMKOM JieKap-
CTBEHHOTO CpeJCTBA ¥ MOATBEPKICHHAs B XOJIe TOCYJAPCTBEHHON PErucTpalvi. YKa3aHHbIE TIPUH-
MBI 0e30MacHOCTH ¥ 3(P(PEKTUBHOCTH HAIILTA OTPAKEHUE B 3aKOHOITPOCKTE;

OIHUM M3 OCHOBHBLIX IMPUHIMUIIOB TEXHUYECKOI'O PEryiMpoBaHns, YCTAHOBJIICHHBIX CT. 3 CDCIIC-
paibHOTO 3aKOHA «O TEXHUYECKOM PEryJMpPOBAHUMN», SIBJISETCS MPUHLIMIT €JUHCTBA YCTAaHOBJICHUS
TpeOOBaHUII K 0OOBEKTAM TEXHMUYECKOTO PErylIMpoBaHusl. B OTHOIIEHMM JIeKapCTBEHHBIX CPEACTB,
YUHUTBIBAsI HEOAHOPOTHOCTh JAHHOW MPOAYKIMU BCJIEACTBUE PA3IMYHBIX CIIOCOOOB MONyUYeHus (U3
KPOBH, IJTa3Mbl KPOBH, a TaKKe OPraHOB, TKAHEH YeJIOBeKa UM )KUBOTHOTO, PACTEHUI, MUHEPAJIOB,
METO/IaMH CUHTE3a WJIH C TPUMEHEHNEM OMOJIOTMYECKMX TEXHOIOTHIA ), 001aCTH MPUMEHEHH I, JIeKap-
CTBEHHBIX (pOpM (TI€pOpasIbHBIX, TAPEHTEPAIbHBIX, HAPYKHBIX U JIP.), YKa3aHHbII PUHLIMI HE MOXET
ObITh peasn30BaH. Kpome Toro, B OTHOIIEHUM OJHOTO U TOTO K€ JIEKAPCTBEHHOTO CPEICTBA B pa3HbIe
MEpUOaLI €ro 06pameHI/151 TaKX€ HC MOTI'yT 6bITI) YCTaHOBJICHBI €AWHLIC Tp€6OBaHI/IH, YTO CBA3aHO HE
TOJIBKO C HAKOIIJICHUEM I/IH(I)OpMa]_lI/II/I (0] HO60‘~IHHX HCﬁCTBHHX, COBCPHICHCTBOBAHUEM TCXHOJIOTUU
ero MpOM3BOJICTBA, METOIOB KOHTPOJIsI KAYECTBA, HO U C BO3MOKHBIM CHIKEHHEM 3(D(eKTUBHOCTU
BCJICACTBUEC pa3BUTUA ITPUBBIKAHUA OpraHnu3Ma OT €ro JJIMTECJIbHOIO MPUMCEHCHHN A,

C 1IEJIbI0 UCKJTIOUEHM I IPABOBOM KOJUTM3MH MEXIy 3aKOHO/IATEIbHBIMU aKTaMH O TEXHIUUECKOM
PEryJIMpOBaHUY U 00 0OpaIlleHNH JIEKAPCTBEHHBIX CPEICTB MPesIaraeTcsi CKMouuTh 13 denepaiib-
HOTO 3aKOHa «O TEXHMYECKOM PeryIMpPOBAHUU» MOJIOKEHH S, CBI3aHHbIE C Pa3padOTKOM, IPUHSATUCM,
MIPUMEHEHNEM 1 MCTIOTHEHHEM 00s13aTesIbHBIX TPEOOBAHUH K JIEKAPCTBEHHBIM CPEJICTBAM.

2 C3 PD. - 2002. — Ne 52 (u. I). — Cr. 5140.
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I'maBa 1
OBIIIME ITIOJIOKEHU A

Cratps 1. IlpeaMet peryiupoBaHusi
HacTosmero PeaepajbHOro 3aK0OHa

1. Hacrosimii ®enepaibHblil 3aKOH PEryJIUpYyeT OTHOILIEHUSI, BOSHUKAIOLIME
B CBs3M C oOpamieHHeM — pa3paOOTKOM, JOKJIMHWYECKMMHU HCCIIEIOBAHUSIMM,
KJIMHUYECKUMU UCCIIEA0BaHUSIMU, SKCIIEPTU30M, TOCYAaPCTBEHHOI perucrpaiuen,
CO CTaH/JApTU3AlMeN U C KOHTPOJIEM KauyecTBa, MPOU3BOACTBOM, M3TOTOBJICHUEM,
XpaHeHueM, IMepeBO3KOi, BBO30M Ha Tepputopuio Poccuiickoit dexpepanum,
BBIBO3OM ¢ Tepputopuu Poccuiickorn ®Penepanuu, pekJamoil, OTIIyCKOM,
peanuzaiyen, nepegayeil, npUMeHeHUEM, YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEACTB.

2. Hacrosmuit  ®enepaibHblii  3aKOH  yCTAaHABJIMBAET  MPUOPUTET
rOCY/IapCTBEHHOTO KOHTPOJISI 0e30macHOCTH, KavectBa H  3(P¢EKTUBHOCTU
JIEKAPCTBEHHBIX CPEJICTB MPU UX OOpaIeHHUH.

1. B yact 1 KOMMEHTHpPYEMOW CTaThbH OIpeaesieH MpeaMeT PEryIMpoBaHUs KOMMEHTHUPYe-
Moro 3aKoHa, T.e. orpe/esieHbl OOIIECTBEHHbIE OTHOIIEHHUSI, YPEryIMpOBaHHbIE HOPMaMU JTaHHOTO
3aKkoHa, KOTOpbIE B CHJTY 9TOTO CTAaHOBSITCS IPAaBOBBIMU OTHOIIEHUSIMU: OTHOLLEHH I, BOSHUKAIOIIHE
B CBSI3U C OOpaIlieHHeM JISKApCTBEHHBIX Cpe/ICTB. [Ipu 3TOM mepednclieHsl BCe ITamnbl «KU3HEHHOTO
[IMKJIa» JIEKAPCTBEHHBIX CPEICTB, OXBATHIBAEMBIE TIOHATHEM OOpAICHUs. DTH STAITbl U TIEPEUNCIICHbI
B OIPE/ICNICHNH TIOHATHS «0OpaIleHUe JTIeKaPCTBEHHBIX CPE/ICTB», JAHHOTO IS 1ieJield KOMMEHTHPY-
€MOro 3akoHa B II. 28 ero crT. 4.

[Tpenmer perymupoBanust 3akona 1998 r. o ekapcTBeHHbIX cpeacTBax B 1I. 1 ero cr. 1 popmy-
JIMPOBAJICS TAKUM e 00pa3oM, HO TIPH 3TOM HECKOJIBKO MHaYe 0003HAYAIUCH TAMbl «KU3HEHHOTO
[IMKJIa» JIEKAPCTBEHHBIX CPE/ICTB,  UMEHHO pa3paboTKa, MPOU3BOACTBO, U3rOTOBJIEHNE, JOKJIMHU-
YecKHe M KJIMHUYECKUE UCCIIeOBaHN S JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJIb MX KauecTBa, 3 PeKTUB-
HOCTb, O€30MaCHOCTb, TOPTOBJIS JIEKAPCTBEHHBIMU CPE/ICTBAMU U MHbIE AEHCTBHS B cepe oOparie-
HUS1 JIEKAPCTBEHHBIX CPEJICTB.

B TO e BpeMs B KOMMEHTHpPYEMbII 3aKOH HE BOILIO MOJIOKEHHE, KOTOPOe COAEepPXKaloch
B mipeamOysie 3akoHa 1998 r. 0 JlekapcTBEeHHBIX cpeicTBax. JJaHHBIM TOJIOKEHUEM OIPeesIsioCh,
4yTo 3aKkoH 1998 T. 0 JIeKapCTBEHHBIX CPEJCTBAX CO3/aeT MPABOBYI0 OCHOBY JESTEIbHOCTU CyOheK-
TOB OOpAIlleHusI JIEKAPCTBEHHBIX CPEICTB, YCTAaHABIMBAET CUCTEMY IOCYAapPCTBEHHBIX OPraHOB, OCY-
LIECTBJISIONIMX U3[JAHUE HOPMATUBHBIX MPABOBBIX aKTOB, JEHCTBUS MO KOHTPOJIO M HA/A30pYy, OKa-
3aHUE TOCYIAPCTBEHHBIX YCIIYT, MPaBOINPUMEHUTENbHYIO MPAKTUKY B COOTBETCTBUM C HA3BaHHBIM
3aKkoHOM, pacripeessieT OJHOMOYMsI OPraHOB MCTIOTHUTEIIEHOM BJIACTH B chepe oOpaleHus JeKkap-
CTBEHHBIX CpelCTB. Bunumo, genepaibHblil 3aKOHOAATE b OCUUTA JAHHOE MOJIOKEHUE U3JIUIIHE
JeKJIapaTUBHBIMHU.

2. Hopma 4. 2 KOMMEHTUPYEMOM CTaTby IEKJIapUpyeT, YTO KOMMEHTHUPYEMBbII 3aKOH YCTaHaB-
JIMBAeT MPUOPUTET TOCYIAPCTBEHHOTO KOHTPOJIsI O€30MACHOCTH, KayecTBa M 3(P(PeKTUBHOCTH JIeKap-
CTBEHHBIX CPE/ICTB IpH ux oOpameHnu. B myHkTe 2 ct. 1 3akoHa 1998 1. 0 JiekapCTBEHHBIX CPEICTBAX
coziepXkasach Takas ke HOpMa, HO B HEM yKa3blBaJIOCh Ha MPUOPUTET rOCYIAPCTBEHHOIO KOHTPOJIS
MIPOM3BOJICTBA, M3TOTOBJICHUSI, Ka4eCTBa, 3(P(PEKTUBHOCTH, OE30MACHOCTH JIEKAPCTBEHHBIX CPE/ICTB.
HermocpeacTBeHHO TOCYIapCTBEHHOMY KOHTPOJIO TIPH OOPAIEHUH JIEKAPCTBEHHBIX CPEJCTB TOCBSI-
1meHa cT. 9 komMeHTHpyeMoro 3akoHa. [TOHATHS «Ka4eCcTBO JIeKapCTBEHHOTO CpeICTBa», «Oe30mac-

7



A. H. Bopucos. «KommenTtapwmii k ®enepanpaomy 3akony ot 12 anpenst 2010 r. Ne61-®3 «O06 oOparieHnu JeKapcTBeH-
HBIX CPE/ICTB» (IIOCTATEUHBIN )»

HOCTb JIEKAPCTBEHHOTO CPE/ICTBA» U «3(p(PEKTUBHOCTH JIEKAPCTBEHHOTO TperapaTa» AJis Ieei aaH-
HOro 3aKoHa onpezesieHsl B 1. 22 — 24 ero cT. 4.
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Crarbsa 2. Cepa npumMeHeHusI
Hacrosero PegepasbHOro 3aK0Ha

Hacrosimuii ®epepanbHblii 3aKOH MTPUMEHSIETCS K OTHOIIEHUSIM, BOHUKAIOIIUM TPy oOpartie-
HUHM JIEKAPCTBEHHBIX CPE/ICTB Ha Tepputopuu Poccuiickoii deneparmu.

KomMmeHTHpyemasi cTaThsi COIIACHO €€ Ha3BaHUIO onpeesnsieT cepy NpUMEHEHNs1 KOMMEHTH-
pyemoro 3akoHa. OTHaKO cofiepKainasics B Hell HOpMa MPeJICTaBIISIeTCs CIIUIIKOM 001ed, 0COOeHHO
€CJIM y4ecThb, uTo B 4. 2 cT. 4 KoHctutyim P® B kauecTBe 0lHON U3 OCHOB KOHCTUTYIIMOHHOTO CTPOSI
3aKkperuieHo BepxoBeHcTBO KoHcturynuu P® u ¢penepasibHbix 3aKOHOB Ha Beeil Tepputopunt PO.
Takast cuTyanus MpeacTaBiIsieTcs pe3yJIbTaToM NepepadoTKu HOpMBI cT. 2 3akoHa 1998 r. o nekap-
CTBEHHBIX CPEJICTBAaX, B KOTOPOU MpPelyCMaTPUBAJIOCh, YTO HA3BAaHHBIN 3aKOH MPUMEHSETCS] K OTHO-
IIIEHUSIM, BO3HUKAIONIMM B cepe oOpallleHus JIeKapCTBEHHBIX CPeCTB Ha Tepputopuu PO, ecnu
3aKOHOAATENBCTBOM P®d He yCTaHOBJIEHO MHOE. YKa3aHHAsi OrOBOPKA HE BOIILJIa B KOMMEHTUPYEMYIO
CTaThio, HO, MO CYTH, YUYTEHA B MOJIOKEHUSIX 4. 2 U 3 CT. 3 KOMMEHTUPYEeMOro 3aKkoHa.
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Crartbs 3. 3akoHoJaTEJILCTBO 00
oOpaleHun JIeKapCTBEHHbBIX CPEICTB

1. 3akoHomaTenbcTBO 00 OOpAIlEHUH JIEKAPCTBEHHBIX CPEICTB COCTOMT
u3 Hacrosuero denepajabHOrO 3aKOHA, APYIUX (PeAEepasIbHBIX 3aKOHOB M MHBIX
HOPMAaTUBHBIX PaBOBBLIX akTOB Poccuiickoit ®enepanyu.

2. [eiictBue Hacrosimiero @enepanbHOrO 3aKOHAa PACIpPOCTPAHSETCS
Ha oOpalieHne HapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB M ICHUXOTPOIHBIX
JIEKAPCTBEHHBIX ~ CPEACTB C  YYE€TOM  OCOOEHHOCTEH,  YCTaHOBJIEHHBIX
3akoHojaresnbecTBoM  Poccuiickoil Penepaiui 0 HApKOTUYECKUX —CPE/CTBAX,
TMICUXOTPOIHBIX BEHIECTBAX U 00 UX MPEKypcopax.

3. [eiictBue Hacrosimiero @enepanbHOro 3aKOHAa PACIpPOCTPAHSETCS
Ha oOpamieHre paguodapMalleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB C y4eToM
0COOEHHOCTEH, YCTAaHOBJIEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit Penepanyu B
obnactu obecrieueHn s paAualiOHHON Oe30MacHOCTH.

4. Ecnu MextyHapoaHbiM goroBopom Poccuiickoit @eepaliiy yCTaHOBJIEHBI
WHbIe TMpaBWia, YyeM Te, KOTOpble MpeaycMOTpeHbl HacTtosimum PenepanbHbIM
3aKOHOM, MPUMEHSIOTCS MTPaBIJIa MEKAYHAPOAHOTO JOTOBOPA.

5. B Poccuiickoii Pepepaumu B COOTBETCTBUM C MEXIYHApOAHBIMU
noroBopamu Poccuiickoit @eniepanivv 1 (WiM) HA OCHOBE MPUHIIMIA B3aUMHOCTU
MIPU3HAIOTCS PE3Y/IbTaThl KIMHUYECKUX UCCIIEIOBAHUI JIEKAPCTBEHHBIX MTPENapaToB
IJI8 MEJULIMHCKOrO TpUMEHEHMs, MPOBEJECHHbIX 3a IMpeAeiaMu TEeppUTOPUU
Poccuiickoin ®enepanyu.

1. B KOMMEHTUPYEeMOii CTaThe TOBOPUTCS O 3aKOHOAATENBCTBE 00 OOpallleHUH JIEKAPCTBEHHBIX
cpeacTB. B ToM oTHoIeHuH, Mpex/e Bcero, HeOOXOIMMO OOpaTUTh BHUMAHKE Ha TO, YTO Ha3BaHHE
OTpac/Iv 3aKOHOJATEIILCTBA MPETEpIENo u3MeHeHne. B 3akone 1998 r. o ilekapcTBEHHBIX CpeacTBax
TOBOPHWJIOCH O 3aKOHOAATENBLCTBE PP 0 JIEeKapCTBEHHBIX CPEACTBAX.

Onpenensisi cOCTaB 3aKOHOAATENIBCTBA 00 OOpAIllEHUH JIEKAPCTBEHHBIX CPE/ICTB, Y. | KOMMEH-
TUPYEMOM CTaTbU YKa3blBA€T HA KOMMEHTUPYEMBI 3aKOH, Apyrue (penepanbHble 3aKOHBI U UHbIE
HOpPMAaTUBHbIE MTPABOBbIE aKThl PP (1pH 3TOM NOHATHE «3aKOHONATEIBLCTBO» MCIOJIB30BaHO B €TO
LIMPOKOM [TOHMMAaHHUH, T.€. OXBATHIBAIOTCS HE TOJILKO 3aKOHOAATE/IBHBIE, HO U UHbIE AKTHI). B myHKTE
1 cr. 3 3akoHa 1998 r. 0 1eKapCTBEHHBIX CPEACTBAX HAPSALY C 3TUM TaKkKe yKa3blBaJIOCh HA 3aKOHBI U
MHbIE HOPMATHBHbIE [TPABOBbIE aKThl CYyObeKTOB PP. COOTBETCTBEHHO, C IPUHATHEM KOMMEHTHUPY-
eMoro 3akoHa oOpallleHUe JIEKAPCTBEHHbIX CPE/ICTB MOXKET PEryJIMpOBaThCsl HOPMATHUBHBIMU ITPABO-
BBIMM aKTaMU TOJIbKO (pefiepalibHOro ypoBHs. B To ke Bpems, eciu oOparuthkes K cr. 71 Koncruty-
uuu P®, ornpenensioneil nepeyeHb BOIPOCOB MCKJIIOUMTENBLHOTO BeieHus: Poccuu, B 000CHOBaHue
TaKOTO M3MEHEHUS MOXKHO IPUBECTU TOJBKO TAKHE BOIIPOCHI, KAK YCTAHOBJIEHUE ITPABOBBIX OCHOB
€IMHOTO pPBIHKA (T1. «XK»), @ TaKKe IPOU3BOIACTBO AJOBUTHIX BEILECTB, HAPKOTUYECKUX CPEICTB U
MOPAJOK MX UCIIONB30BAHUSA (IT. «M»).

WHpIMM HOpMaTHMBHBIMM NPaBOBBIMU akTaMu P®, Hexenu (enepajibHble 3aKOHBI, ABJAIOTCSA
HOpMaTHBHbIE paBoBble akThl [Ipe3unenTta PO, IlpaButenscrea PO u penepaibHbIX OpraHOB UCHOJ-
HUTEJIBHOM BJIACTH.

N3z panue [pe3nnenrom PP yka3oB, Kak 1 pacriopskeHUid, IpeaycMoTpeHo 4. 1 cr. 90 Koncrtu-
tyuuu P®. HopmatuBHBIMU IIPaBOBBIMU aKTaMU SABJISIOTCA TOJNBKO yKasbl IIpesunenta PP, u Tombko
T€ U3 HUX, KOTOpPbIE UMEIOT HOPMATUBHBIN XapaKkTep.

IIpaBurensctBo P®, kak ycraHosieHo B 4. 1 cr. 115 Koncturyuum P®, Ha ocHOoBaHuu u
BO ucnonHenue Koncruryuuu P®, penepanbHbix 3aKOHOB, HOpMaTUBHBIX YKa3oB [Ipesunenra PP
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M3/aeT MOCTAHOBJICHHSI M PaCTIOpsiKeHus1, oOecrieurnBaeT ux vcnonHenue. Crarbeii 23 PenepanbHOro
KOHCTUTYIIMOHHOTO 3aKoHa OT 17 aexadps 1997 r. Ne 2-®K3 «O IMpaBurtensctBe Poccuiickoit Pejie-
patmn» (B pea. PenepanbHOrO0 KOHCTUTYITMOHHOTO 3aKoHa OT 31 gekadps 1997 r. Ne 3-OK3)? yera-
HOBJICHO, YTO aKThl, UMEIOIIFIe HOPMATUBHBIN XapakTep, U3/1aTcs B (popme noctaHoBnenuit [1pasu-
TeJbCcTBa PP; akThI MO ONEpaTMBHBIM U JIPYTHM TEKYIIMM BOIPOCaM, HE MMEIOIe HOPMAaTUBHOTO
Xapakrepa, u3garTcs B popme pacnopsikenuit [Ipasurenscrsa PO.

HopmartuBHbIe MpaBoBbIe aKThl (heJepasibHBIX OPraHOB HMCIOMHUTEIHHON BJIACTH B COOTBET-
crBud ¢ 1. 1 [IpaBui NOArOTOBKM HOPMATUBHBIX MPABOBBIX aKTOB (peepaIbHbIX OPraHOB UCIIOTHU-
TEJIbHOH BJIACTU M UX TOCYIAPCTBEHHOM PEerucTpaliy, yTB. nocranoBienueM I[pasurensctBa PO ot
13 aBrycra 1997 r. Ne 1009 (B pen. nocranosinenus [Ipasutenscrsa PP ot 7 utonst 2006 r. Ne 418)4,
M3AI0TCSI HA OCHOBE M BO HCIOMHEHHE (pelepabHbIX KOHCTUTYIIMOHHBIX 3aKOHOB, (he/lepasibHbIX
3aKOHOB, YKa30B U pacrniopsixkenuit [Ipesunenta P®, nocranosnenuii u pacropsixenuid [TpaButesb-
crBa P®, a Takxke 1o uHUIMATUBE (pefepaIbHbIX OPraHOB MCTIOHUTEIBHOM BJIACTH B MIpefiesiax uX
KoMIieTeHIIM. Pa3bsicHenus o nprMeHeHun [IpaBuil MOArOTOBKM HOPMATHMBHBIX MPABOBBIX aKTOB
(benepabHBIX OPraHOB MCTIOTHUTENIBHOW BJIACTU U UX TOCYIAPCTBEHHOM PErHCTPAlMU YTBEPIKICHBI
npukaszoM MuHiocta Poccun ot 4 mast 2007 1. Ne 883 (B mocieayomieM BHOCHIUCh U3MEHEHUS).

2 — 3. Byacrsax 2 u 3 KOMMEHTHPYEMOU CTaThH OIpeeIeHbl 00IaCTH ICHCTBHUSI KOMMEHTHPYe-
Moro 3aKoHa, B KOTOPBIX MOJIEKAT YIeTy OCOOCHHOCTH, YCTAHOBJICHHBIE HHBIMH OTPACIISIMH 3aKOHO-
natenbcTBa PO. D10 oOpartieHre HapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB U TICUXOTPOITHBIX JIeKap-
CTBEHHBIX CpPEICTB (4. 2), a Takxke oOparieHre paauodapMarieBTHUecKiX JeKapCTBEHHbBIX CPENICTB
(4. 3). [ToHsTHA YKa3aHHBIX JIEKAPCTBEHHBIX CPEICTB IS 1IeJIell KOMMEHTHUPYEMOTro 3akoHa orpejie-
neHsl B 1. 8 — 10 ero cr. 4.

B obnactu oOpariieHusi HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB M TICUXOTPOIHBIX JIeKap-
CTBEHHBIX CPEICTB COINIACHO 4. 2 KOMMEHTHPYEMOW CTaTbU JOJUKHBI YUUTHIBATHCS OCOOEHHOCTH,
YCTaHOBJICHHbIE 3aKOHOATENLCTBOM P® 0 HAPKOTUYECKUX CPEeCTBaX, MICUXOTPOITHBIX BELIECTBAX
u 00 ux npekypcopax. [loqoOHast Hopma paHee coaepxkanach B 1. 2 cr. 3 3akona 1998 r. o nekap-
CTBEHHBIX CPE/ICTBaX: OCOOEHHOCTU OOpAIlleH!sI HAPKOTHYECKHX JIEKAPCTBEHHBIX CPE/ICTB U TICHUXO-
TPOIHBIX BEIIECTB PEryIupyIoTcs (peaepaabHbIMU 3aKoHaMU. OCHOBHBIM aKTOM Ha3BaHHOM OTPACIH
3akoHonarenbeTBa P® spnserca Penepanphblii 3akoH oT 8 ssHBaps 1998 1. Ne 3-d3 «O HapkoTuye-
CKHMX CpEJICTBaX U MCUXOTPOIMHBIX BEIIECTBAX»°®, KOTOPHIIA COITIACHO €ero rpeamOyJie YCTaHABIMBACT
MIPaBOBbIE OCHOBBI TOCYJAPCTBEHHOM MOJIUTHKH B chepe 000poTa HAPKOTUIECKUX CPEACTB, ICHXO-
TPOIHBIX BEIECTB U B 00JIACTH MPOTUBOJEUCTBHUS UX HE3aKOHHOMY OOOPOTY B LIEJISIX OXPaHBI 3710-
POBBSI TPaK/IaH, TOCYJAPCTBEHHOM ¥ OOITIECTBEHHOW Oe30IMacHOCTH.

B oGnactu obparnienus pagrodapMaleBTHIecKuX JEKAPCTBEHHBIX CPEJICTB COITIACHO Y. 2 KOM-
MEHTHPYEMOW CTaThU JIOJKHBI YUUTHIBATHCS OCOOCHHOCTH, YCTAHOBJICHHBIE 3aKOHOATEILCTBOM P D
B o0nacTu oOecneyeHus paJAualMoHHON Oe30macHOCTH. 3akoH 1998 T. 0 JTeKapCTBEHHBIX CPEACTBAX
MoI0O0HO HOPMBI He cofepskasl. OCHOBHBIM aKTOM Ha3BaHHOW OTPACIU 3aKOHOATeIbeTBa PO sBis-
ercst PenepanbHbid 3ak0H 0T 9 stHBaps 1996 1. Ne 3-P3 «O paananmoHHOH 0e30MacHOCTH Hacese-
HUS»’, KOTOPBIM COIIACHO ero mpeamOyJie orpeaesieT MPaBoBble OCHOBBI 00eCTIeYeHU s PauallioH-
HOH 0e3011aCHOCTH HACEJIEHHsI B LIEJISIX OXPaHbI €r0 3710POBbSI.

4. B yactu 4 KOMMEHTUPYEMOM CTaThbU COIEPKUTCS TPAAULIMOHHOE 1151 (peIepaibHOTO 3aKOHO-
Jatesist MojioxkeHue (Takoe ke MOJIOKEeHUE COAepKaioch B11. 3 ¢T. 3 3akoHa 1998 r. 0 IekapCcTBEHHBIX
CpencTBax), MPUMEHHUTEBHO K JEWCTBUI0 KOMMEHTUPYEMOro 3aKoHa C TOUHOCTBIO BOCITPOM3BO/IS-

3C3Pd. - 1997. —Ne 51. - Cr. 5712; 1998. —Ne 1. - Cr. 1.
* Tam xe. — Ne 33. — CT. 3895;2006. — Ne 29. — Cr. 3251.

3 PT. —2007. — Ne 108. — 24 mas.

6 C3 PP. - 1998. — Ne 2. — Cr. 219.

7C3 Pd. - 1996. — No 3. — Cr. 141.
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niee npaBwio 4. 4 cr. 15 Koncrutynuu P® o tom, 4to B cityyae, eciiv MeXyHApOAHBIM JIOTOBO-
pom Poccru ycTaHOBIIEHBI MHBIE TTPABUIIA, Y€M MTPEyCMOTPEHHbBIE 3aKOHOM (MMEIOTCS B BUY JTIOOBIE
3aKOHOJIATENIbHbIE aKThl), TO IPUMEHSIOTCS paBHJIa MEKAyHapOIHOro goropopa. Cieayer OTMETUTD,
YTO YKa3aHHasl KOHCTUTYLIMOHHAsI HOpMa HE OrpaHWYMBAETCS IIPUBEIEHHBIM MOJIOkKeHHeM. Tam xe
YCTaHOBJIEHO, YTO OOIIENPU3HAHHBIE TIPUHITUITBEL 1 HOPMBI MEIyHAPOIHOTO MpaBa M MEXIyHapo.-
Hble 10roBOpbl P® gBIAI0TCS COCTaBHOM YacThio €€ PaBOBOM cUCTeMbl. O MOHATUAX TaKUX MPUH-
IIUIIOB ¥ HOPM CM. pa3bsiCHeHU s, JaHHble B 11. 1 moctanosienus [Tnenyma BC Poccun ot 10 okTs16pst
2003 1. Ne 5 «O mpuMeHeHUH CyaaMu OOIIer I0PUCANKIIUKM OOIIePU3HAHHBIX TPUHIIMIIOB U HOPM
ME>K/IyHapOIHOTO MTPaBa M MEsKIyHApOAHBIX 10roBopoB Poccuiickoit ®eneparmm»®.

[opsok 3akiioueHus, BHIIIOJIHEHMS U NIPEKpaLlieHN s MeK1yHapOJHbIX J0roBopos P® ompe-
nensier PenepasibHblil 3akoH OT 15 mions 1995 r. Ne 101-93 «O mexayHapoaHbIx goroBopax Poc-
cutickort Deneparnun»’. CorjiacHO MOJIOKEHUSIM Ha3BaHHOTO 3akoHa «O MeskTyHapOTHBIX JOrOBOpax
Poccuiickoit depepanum» NOHATUEM «MEkKAyHAPOIHbIN 10roBop P®» oXBaThIBaIOTCA: MEXIyHApO-
Hble 1oroBopsl P®, 3akimodaemble ¢ MHOCTPAaHHBIMU IOCYJApCTBaMU, a TaKke ¢ MEXIyHapOAHbIMU
OpraHu3alusaMu OT UMeHH Poccuu (MeXrocyaapCTBEHHbIE IOTOBOpPbI), OT MMeHu I[IpaBuresnbcrBa
P® (mexnpaBUTENbCTBEHHBIE IOTOBOPHI), OT UMEHU (DeIepaIbHBIX OPraHOB UCIIOIHUTEIBHOM BIACTU
(IOroBOpBI MEXKXBEAOMCTBEHHOIO Xapakrepa) (1. 2 ¢T. 1 u . 2 cT. 3); MekayHapoIHble JOTOBOPHI,
B KOTOpbIX Poccust siBisieTcst cTopoHO# B KadecTBe rocygapcerBa — npopomxkarens CCCP (m. 3 cr.
1); He3aBUCUMO OT UX BUA U HAMMEHOBaHUs (JIOTOBOP, COMJIAIllIeHNe, KOHBEHIIUSI, TPOTOKOJI, OOMEH
MMCbMaMHU WJIM HOTaMH, UHBIE BUJIl 1 HAMMEHOBAHUSI ME:XAyHAPOIHBIX JOrOBOPOB) (CT. 2).

B cootBerctBuu ¢ 1. 3 ct. 5 depepanbHoro 3akoHa «O MexkayHapOAHBIX JOroBopax Poccuii-
ckoil Peneparin» MoJIoKeHUs O(PUITATIBHO OMyOIMKOBAaHHBIX MEXIyHAPOIHBIX JOrOBOpPoB PD, He
TpelyIolre U3aHusl BHYTPUTOCYIAPCTBEHHBIX aKTOB IS IPUMEHEHus1, IeUCTBYIOT B Poccuu Heno-
Cpe/CTBEHHO. TaM ke YCTaHOBJIEHO, UYTO ISl OCYIIECTBJIEHUS] MHBIX IMOJIOKEHUN MEKAyHAPOIHBIX
10ropopoB P® nmprHuMaloTcsi COOTBETCTBYIOIIME TPABOBbIE aKThl. O pa3bsICHEHUSIX JAHHBIX MOJIOXKe-
Huii cMm. 11. 5 TlocranoBnerus [Tnenyma BC P® ot 31 okts16pst 1995 1. Ne 8 «O HEKOTOpPBIX BOIpocax
npumeHenus cynamu Koncrurynun Poccuiickoit @enepaniiy mpy ocyniecTBiIeHUH paBocyausi» 1%, a
takke 1. 3 HazBaHHOro [loctanoBnenus [Tnenyma BC P® ot 10 oktsa6ps 2003 r. Ne 5.

B kauectBe mpumepa MekIyHapOOHOro 1oroopa P®, HemocpeacTBEHHO pPEryJaupyIOLIEro
OTHOIIIEHUS, SIBJISIIOIIMECS PEIMETOM PEeryIUpPOBaHUS KOMMEHTHUPYEMOro 3akoHa, MOKHO Ha3BaTb
CornaiieHue 0 coTpyIHHYECTBE B OOphOe ¢ oOparieHneM (aabCU(pUIMPOBAHHBIX JIEKAPCTBEHHBIX
cpencts'!, 3akmodyenHoe B . Kunmuese 14 nosiops 2008 r.

5. B yactu 5 KOMMEHTHPYEMOH CTaTbU yKa3aHO Ha BO3MOXHOCTb Ipu3HaHus B Poccuu pesyib-
TaTOB KJIMHUYECKUX MCCIIEIOBAHUI JIEKAPCTBEHHBIX MPENaparoB Jjisl MEJULIMHCKOTO NTPUMEHEHUs,
IIPOBEJECHHBIX 3a npenesiamu repputopun PP. Takoe nprusHaHue BO3ZMOKHO B COOTBETCTBUU C MEXK-
AyHapoaHbIMU joroBopamul P® u (um) Ha ocHOBE NMpUHLIMIIA B3aMMHOCTH. 3akoH 1998 r. o nekap-
CTBEHHBIX CPEJICTBAX MOJOOHON HOPMBI HE COZIEPKAIL.

B kauectBe npumepa Takoro MexayHapogHoro goroBopa P® cienyer ykazars CornaiieHue
mexay [IpaBurenscrBom Poccutickoit ®eneparun u [IpaButensctBom Pecriyomuku Benapych o pas-
BUTHUM COTPYAHMYECTBA B 00JIACTH IPOU3BOICTBA M B3AMMHBIX IMOCTABOK JICKAPCTBEHHBIX CPEICTB 2,
3akmoueHo B I. Muncke 14 mexadps 2007 r. Crarbeii 6 HazBaHHOro CormamieHust mpeaycMOTPEeHO
cienymomee: kaxgas CTopoHa NMPU3HAET Pe3y/bTaThl JOKJIMHUYECKUX M KJIMHUYECKUX MCCIIeI0Ba-
HUI JIEKapCTBEHHBIX CPEACTB, B TOM YHCJIE MCCIIEJOBAHUN OMOIKBUBAJICHTHOCTH, IPOBEICHHBIX B

8 P, —2003. — No 244. — 2 niexa6ps.
9 C3 PD. — 1995. — Ne 29. — Cr. 2757.
0PI, — 1995. — No 247. - 28 niexatGps.
""BMJI. — 2010. — Ne 3.
12 Tam xe. — 2009. = Ne 9.
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rocygapctse ipyroii CTOpOHBI, PH YCJIOBUH, YTO OHU MTPOBE/IEHBI B COOTBETCTBHUHU C TPEOOBAHUSIMH,
YCTaHOBJICHHBIMHU YIIOTHOMOUEHHBIMH opraHamMu CTopoH; CTOPOHBI OCTABJISIIOT 32 COOOH MIPaBO MPH
HEOOXOIMMOCTH Ha3HAYaTh MTPOBEJEHUE JOTOTHUTEIbHBIX UCCIIEI0BAHMI JIEKAPCTBEHHBIX CPEJICTB.
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Cratba 4. OCHOBHBIE IOHATHS, HCIOJb3yeMbI€
B HacTosmeM PeepasbHOM 3aKOHE

Hnsa neneir Hacrosiuero PeaepaypHOrO 3aKOHA MCHOJB3YIOTCA CIIELYIOLIIE
OCHOBHbIE TIOHSTHUS:

1) rnexapcTBeHHbIE CpeAcTBA — BellecTBA WM WX KOMOWHAIUH,
BCTYMNAIOIIME B KOHTAKT C OPraHM3MOM 4YeJIOBeKa WM KHUBOTHOTO, MPOHHUKAIOLIHE
B OpraHbl, TKaHW OpraHU3Ma uYeJOBEKAa WJIM KUBOTHOTO, IPUMEHsEMbIE
sl MpO(PUIAKTUKYM, JAWArHOCTUKU (32 HCKJIIOYEHHWEM BEUIeCTB WM UX
KOMOMHAIIMI, HE KOHTAKTUPYIOIIMX C OPraHM3MOM 4YeJIOBEeKa WJIM KMBOTHOIO),
JiedeHus1 3a00JeBaHMs], peadWIUTALUM, A7l COXPAaHEHMs, MPEAOTBPAIEHUS WM
npepbiBaHKs OEPEMEHHOCTH U MOJTy4YeHHbIE U3 KPOBH, IJIa3Mbl KPOBH, U3 OPTraHOB,
TKaHEl OpraHuM3Ma YejioBeKa WM >KMBOTHOTO, PaCTeHW, MUHEpaJOB METOJaMU
CHHTE3a WIM C NPUMEHEHHWEeM OMOJIOTMYEeCKHX TexHomoruid. K jekapcTBeHHbIM
CpEeICTBaM OTHOCATCA  (papMalieBTUUECKHe CyOCTaHIIMM M JIEKapCTBEHHbIE
npenaparsl;

2) dapmarieBTU4YeCKHe CYOCTAaHIIMA — JIEKAPCTBEHHBIE CPEACTBA B BUjIE
AEUCTBYIOIIMX BEIECTB OMOJOrMYECKOro, OMOTEXHOJIOTMYECKOro, MUHEPAILHOTO
WIM  XUMUAYECKOTO  TPOUCXOXKAEHWs, oOnagaomuye  (apMakoIOorHuecKon
AKTMBHOCTBIO,  TpeJHa3HaYeHHble U1l TPOM3BOACTBA,  W3TOTOBJICHUS
JIEKAPCTBEHHBIX MPENapaToB U Onpeessonye ux 3peKTHBHOCTD;

3) BcrmoMoraresibHble BeIeCTBA — BeIECTBA HEOPraHMYECKOro Wiu
OPraHMYecKOro TMPOUCXOKIEHUs, WCIOIb3yeMble B Ipoliecce MPOU3BOACTBA,
W3rOTOBJIEHHS JIKAPCTBEHHBIX MpENapaToB [UIsl MPUIAHUS MM HEOOXOAMMBIX
(pUBUKO-XUMUUECKUX CBOKCTB;

4) rnekapCTBEHHBIE IIperapathl — JIEKAapCTBEHHbIE CpEICTBA B BH[E
JIEKAPCTBEHHBIX (POpM, TpUMEHsieMble Ui TNPO(PUIAKTUKH, IUATHOCTUKH,
JiedeHus: 3a00JeBaHMs], peadWIUTALIUM, ATl COXPAaHEHMs, MPEAOTBPAICHHUS WM
npepbIBaHus OepEMEHHOCTH;

5) nekapctBeHHass (opmMa — COCTOSIHME JIEKAPCTBEHHOTO IIpernapara,
COOTBETCTBYIOIIIEE CrIoco0aM €ro BBEAEHHs M MPUMEHEHUs] U oOecrieurBaroliee
JOCTHXEHHe HeoOXOaUMOro JiedeOHoro agdekra;

6) mepeyeHb JKM3HEHHO HEOOXOAMMBIX M BaXHEHMIIMX JIEKAPCTBEHHBIX
MpenaparoB — eXXeroqHo yreepxaaembiii [IpaBurenbctBom Poccuiickoit ®epepaiiu
NepeueHb JIEKAPCTBEHHBIX IMpernapaToB Ads MEIUIMHCKOTO IpPUMEHEHUs,
00ecreurBaloIIMX MPUOPUTETHBIE TMOTPEOHOCTH 3APABOOXPAHEHUsT B  IIEJSAX
NpopUIAKTUKN U JieueHus 3a00JieBaHW, B TOM 4HCIE MpeoONalaionmx B
CTpyKType 3aboneBaeMoctH B Poccuiickoit ®eneparum;

7) MMMYHOOHMOJIOTUYECKHE JIEKAPCTBEHHbIE Mpenaparbl — JEeKapCTBEHHbIS
npenaparbl  OMOJOTMYECKOTO  MPOUCXOXKIEHWs,  MpeJHa3HaueHHble s
MMMYHOJIOTUYECKUX TUarHOCTUKH, TPO(HIAKTUKY U JiedeHHs1 3a00J1eBaHUI;

8) HapKOTHYECKUE JIEKapPCTBEHHbIE CPEICTBA — JIEKAPCTBEHHbIE IMperaparhl
U (apMalieBTUYECKUe CyOCTaHIMM, COAepKallue HApKOTUYEeCKHEe CpeAcTBa U
BKJIIOYEHHbIE B [lepeyeHb HAPKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BEIIECTB U UX
MIPEKYpPCOPOB, MOAJIEKAIIMX KOHTpoo B Poccuiickoii denepaiinu, B COOTBETCTBUU
¢ 3aKkoHojaresbcTBOM Poccuiickonn Peneparyy, MeXAyHAPOAHBIMU JI0TOBOPaMU
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Poccuiickoit denepanuu, B ToM yucie EAMHON KOHBEHIMEW O HAPKOTUYECKUX
cpencreax 1961 . ;

9) TCUXOTpOITHBIe JIeKApCTBEHHBIE CPEICTBA — JIEKAPCTBEHHBIE Tpenaparsl
1 (apmarneBTHUECKUEe CYOCTaHIIMM, COJepXkaliue TICUXOTPOITHBIE BelecTBa M
BKJIIOUeHHBbIE B [lepedeHh HAPKOTUYECKUX CPEJICTB, TICMXOTPOIHBIX BEIIeCTB U UX
MPEKYpPCOPOB, MOJIEKAIIMX KOHTpomo B Poccuiickoit depepaiivu, B COOTBETCTBUU
¢ 3aKkoHoJarTesbcTBOM Poccuiickoin Peneparvy, MeXAyHAPOAHBIMU J0TOBOPaMU
Poccuiickoit @enepaniuu, B Tom urcie KoHBeHIIMEN O NCUXOTPOMHBIX BEIIeCTBAX
1971 rona;

10) paagrodapMalieBTUYECKHE JIEKAPCTBEHHBIE CPEJICTBA — JIEKAPCTBEHHbIE
CpeACTBa, KOTOpbIE COfepkaT B TOTOBOM /Uil UCIOJb30BaHUSI (pOpMe OIUH
PATUOHYKJIU/T VI HECKOJIBKO PAIMOHYKJIMIOB (PaIMOAKTUBHBIX U30TOIOB);

11) opurmHanbHOE JIEKAPCTBEHHOE CPEACTBO — JIEKAPCTBEHHOE CPEACTBO,
cozep:kaiiiee BIepBble MOTyYeHHYIO (hapMalleBTUYECKYI0 CyOCTaHIMIO WA HOBYIO
KOMOMHAIMIO (hbapMaleBTUIECKUX CyOCTaHIUH, 3 (PEeKTUBHOCTh U OE30MacCHOCTh
KOTOPBIX ~ TMOATBEpKAEHBI  pe3yJbTaTaMH  JIOKJIMHUYECKUX  WCCIIeIOBAHUI
JICKQPCTBEHHBIX ~CPEJICTB W KJIMHUYECKUX WCCICJOBAaHWI JIeKAPCTBEHHBIX
IIperapaTos;

12) BOCIIpOM3BE/IEHHOE JIEKAPCTBEHHOE CPEJICTBO — JIEKAPCTBEHHOE CPEACTBO,
cojiepkaliee Takylo ke hapMareBTUIeCKyl0 CYOCTaHIUIO MM KOMOWHAIIAIO TAaKUX
ke (papMalleBTUYECKMX CyOCTaHIIMA B TaKOW ke JIEKapCTBEHHOH (opme, uTo U
OpPHWI'MHAJIBHOE JIEKAPCTBEHHOE CPEICTBO, M TMOCTYNHUBIIEE B OOpalieHue IMocie
MOCTYTUIEHHsI B OOpallleHne OPUTMHATIBHOTO JIEKAPCTBEHHOTO CPE/ICTBA;

13)  nekapcTBEHHOE  pacTUTEIbHOE  Chlpb€  —  CBEKHE WM
BBICYIIIGHHBIE ~ pacTeHuss OO WX  YacCTH, UCTIONIb3YeMble U1
MPOM3BOACTBA JIEKAPCTBEHHBIX CPEJCTB OPraHU3ALMSIMU — I[POU3BOIUTEISIMU
JICKQpPCTBEHHBIX ~CPEJCTB WM W3TOTOBJICHUSI JIGKAPCTBEHHBIX  IperapaToB
anTeYHbIMUA OPraHMU3alMsMU, BETEPUHAPHBIMU AaNTEUYHBIMH OpraHU3aAIUAMH,
WHIUBUAYATbHBIMU  TIPpEAIPUHUMATEISIMA,  WMEIOIIMMU  JIMICH3WI0  Ha
(papmarieBTUYECKYIO AeSITeIbHOCTD;

14) nexkapcTBEHHbIM PaCTUTENbHBIN IpenapaTr — JIEKapCTBEHHBIN Ipernapar,
MPOM3BE/ICHHBI WJIM W3TOTOBJICHHBIA W3 OJHOTO BHJA JIEKAPCTBEHHOTO
PACTUTEILHOTO CBHIPbSI WJIM HECKOJIBKUX BUJIOB TAKOTO CHIPbSl M pEaIM3yeMblil B
pacgacoBaHHOM BUJIe BO BTOPUIHOM (TIOTPEOUTETHCKOM) YIIaKOBKE;

15) romeonaTuyeckoe JIeKapcTBEHHOE CPEJICTBO — JIEKAPCTBEHHOE CPEACTBO,
MPOU3BE/IEHHOE WJIM U3TOTOBJIEHHOE MO CHelUaTIbHON TEXHOIOTHUH;

16) MexayHapoIHOE HENaTeHTOBAaHHOE HAMMEHOBAHUE JIEKaPCTBEHHOIO
CpelcTBa — HaMMEHOBaHMe (DapMarleBTHUECKOW CyOCTaHIMM, PEKOMEHJOBAaHHOE
BcemupHoii opranuzaiiyieii 31paBoOX paHEeHU I

1'7) TOproBoe HaMMEHOBAHHWE JIEKAPCTBEHHOIO CPEACTBAa — HAMMEHOBAaHUE
JIEKAPCTBEHHOT'O CPEJICTBA, IPUCBOEHHOE €r0 pa3padOTUMKOM;

18) oOmas ¢apmakoneitHas cTaThsd — JIOKyMEHT, YTBEPKICHHbIN
YIOJIHOMOYEHHBIM  (peIepaIbHBIM ~ OPraHOM  WCHIOJIHUTENIbHON — BJIAcTM U
colepKalvil TepeyeHb IoKa3aTejed KauecTBa W (WJIM) METOIOB KOHTPOJIs
KayecTBa KOHKPETHOM JIEKAPCTBEHHOM (POPMBI, JIEKAPCTBEHHOIO PAaCTUTEIBbHOIO
CBIpbSI, ONHCAaHWS OWOJOTUYECKUX, OUOXMMHUYECKUX, MHKPOOUOIOTHMIECKHX,
(puzuKO-XMMUYECKHX, (PU3UIECKUX, XUMHUYECKUX W JPYrMX METOIOB aHajM3a
JIEKQpCTBEHHOT'O CPEICTBA JIJIs1 MEAMIIMHCKOTO IIPUMEHEHH ], a TaKKe TpeOOBaHMS K
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UCTIONb3YEMbIM B LIEJISIX MTPOBEIEHUS JAHHOTO aHAJIM3a PEaKTHBaM, TUTPOBAHHBIM
pacTBOopaMm, UHIMKaTOpaM;

19) papmakoneiiHas cTaThsi — JOKYMEHT, YTBEPKAECHHBII YIIOJTHOMOYEHHBIM
(penepanbHBIM OpraHOM HCIIOJTHUTENIBHOM BJIACTU U COICPXKAILMI IepeyeHb
MoKa3areJiell KauecTBa U METOJOB KOHTPOJISl KayecTBa JIEKAPCTBEHHOTO CPEACTBa
1J1s1 MEIMLIMHCKOTO TIPUMEHEHUST;

20) HOpMaTHBHasl JTOKYMEHTAlldsi — JOKYMEHT, COIEpXKallluil TepeyeHb
olpeneNsieMblX 10 pe3yJbTaraM COOTBETCTBYIOUIMX 3SKCIEPTU3 MOKa3arenei
KayecTBa JIEKAPCTBEHHOIO CpEJCTBA ISl MEIULIMHCKOrO MPUMEHEHHs], METOIOB
KOHTPOJIS €70 KQUeCTBA U YCTAaHOBJIEHHBIW €0 TPOM3BOAUTEIIEM;

21) HOpMATHBHBIM JOKYMEHT — [IOKYMEHT, COfAepXalluid IepeyeHb
olpenessieMblX 10 pe3yJbTaraM COOTBETCTBYIOUIMX 3SKCIEPTU3 IOKa3arenei
KayecTBa M (WIM) METOJOB KOHTPOJIS KauecTBa JIEKapCTBEHHOW (POPMBI, OIUCaHUS
OMONIOTMYECKUX, OMOXMMUYECKUX, MHUKPOOHOIOIUYECKUX, (PU3UKO-XMMUYECKUX,
(puzmyecKrX, XMMUYECKHMX U IPYTUX METOJOB aHAJIN3A JIEKAPCTBEHHbIX CPENICTB Il
BETEPUHAPHOTO MIPUMEHEHHs1, TPEOOBAHMUS K UCTIONb3yeMbIM B IIEJISIX MTPOBEJCHUS
JAHHOTO AaHaJIW3a peakTWBaM, TUTPOBAaHHBIM pacTBOpaM, HWHIMKAaTOpaM |
YCTQHOBJIEHHBIH €r0 MPOU3BOIUTENIEM;

22) KavyecTBO JIEKAPCTBEHHOI'O CPEJICTBA — COOTBETCTBUE JIEKAPCTBEHHOIO
cpezcTBa TpeboBaHUSAM (DapMaKOMEeHHON CTaThu JIMOO B CiIydae ee OTCYTCTBUS
HOPMATUBHOM JOKYMEHTALIMU UJIM HOPMAaTUBHOIO JOKYMEHTA;

23) 0e30macHOCTh  JIEKAPCTBEHHOTO  CPEACTBA —  XapaKTepHUCTHKA
JIEKQpPCTBEHHOI'O  CPEICTBA, OCHOBAHHAsl Ha CpPaBHUTEJIBHOM aHAJIU3€ €ro
3(p(PEeKTUBHOCTU U pUCKa IPUUMHEHHUS Bpela 340POBbIO;

24) (] eKTUBHOCTb JIEKAPCTBEHHOTO IIpernapara — XapaKTepUCTHKa
CTENEHU IOJIOKUTEIbHOIO BJIMSHUS JIEKAPCTBEHHOIO Iperapara Ha Te4YeHue,
MIPOJOJIKUTEFHOCTD 3a00JIEBaHUST WM €0 MpeA0TBpallieHe, peaduanTanuio, Ha
COXpaHeHue, PeIoTBPAIlleHre UM TIPephIBaHre OepeMEHHOCTH;

25) cepusi JIEKAPCTBEHHOTO CpPEJCTBA — KOJUYECTBO JIGKAPCTBEHHOTO
CpencTBa, MPOM3BEICHHOE B PE3yJbTaTe OJHOTO TEXHOJOTMYECKOro IMKJIA €ro
TIPOU3BOJIUTEIIEM;

26) PperucTpalMOHHOE  YyJIOCTOBEPEHME JIEKAPCTBEHHOrO  Ipernapara
— JOKYMEHT, TMOATBEpXJAIONMKA  (aKT ToCyIapCTBEHHOW  perucrpauuu
JIEKApCTBEHHOI'0 TIpernapara;

27) perucTpalMoOHHBIA HOMEpP — KOIOBOE OOO3HAueHUE, IPUCBOSHHOE
JIEKApCTBEHHOMY ITperapaTy IpH €ro rocyJapCTBEHHOW PEruCTpaliy;

28) oOpainieHre JIEKapCTBEHHBIX CPEICTB — pa3padoTKa, JOKIMHUYECKHE
UCCJIEOBaHUs, KJIMHUYECKHE WCCIEJOBaHUs, 9JKCIEPTU3a, TI'OCYAapCTBEHHAs
peructpanysi, CTaHJapTU3alMsi M KOHTPOJIb  KayecTBa, MPOM3BOICTBO,
W3rOTOBJICHWE, XpaHeHue, TMepeBO3Ka, BBO3 Ha Tepputopuio Poccuiickoit
depnepauuu, BbIBO3 ¢ Tepputopun Poccuiickoil ®enepanyu, pekjiama, OTITYCK,
peanuzans, rnepenaya, IpuMeHeHNe, YHUUTOXEHUE JIEKaPCTBEHHbBIX CPE/ICTB;

29) cyObeKkThl OOpalleHHs JIEKApCTBEHHBIX CPEACTB — (pU3MUecKue JuIa,
B TOM 4HClIe WHIVBUAYyalbHbIE MpEANpPUHUMATENI, W IOPUAWYECKUE JIUIa,
OCYIIECTBJISIIOIINE JEeSITEIBHOCTD TIPU OOpAIIeHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboTUMK JIEKQPCTBEHHOTO CPECTBA — OpraHu3alusi, oOnanaoas
IIpaBaMu Ha pe3y/IbTaThl JIOKJIMHUYECKUX UCCIIEIOBAHUI JIEKAPCTBEHHOTO CPEACTBA,
KJIMHUYECKUX MCCIIEJOBAaHUM JIEKAPCTBEHHOTIO Mpenapara, a Tak:ke Ha TEXHOJIOTHIO
IIPOM3BO/ICTBA JIEKAPCTBEHHOTO CPEJICTBA;
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31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEJICTB — AESITEIHOCTD 10 TPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEJCTB OPraHU3alUsSMU — IPOU3BOJUTENISIMU JIEKAPCTBEHHBIX
CPEeICTB Ha OIHOM CTaJWHU, HECKOJbKHUX WJIM BCEX CTagusX TEXHOJIOTMUYECKOrO
mpoliecca, a Takke MO XPaHEHUI0 U pPeasu3aliy MMPOM3BEICHHBIX JIEKAPCTBEHHBIX
CpEICTB;

32) npousBOOUTENb  JIGKAPCTBEHHBIX  CPEACTB  —  OpraHu3anus,
OCYIIECTBJISIOIAsT TTPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C
TpeboBaHUsIMU HacTosiiero degepanbHOrO 3aKOHa;

33) dpapmarieBTHYECKasl JeATEIBHOCTD — NeATEIHOCTD, BKJIIOYAIONIAs B ceOs
OITOBYI0 TOPTrOBJIIO JIEKAPCTBEHHBIMU CPEJICTBAMM, UX XPaHEHHUE, MEPEBO3KY U
(MM) pO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU ITPENapaTaMu, UX OTIYCK, XpaHEHHUE,
MepeBO3KY, U3rOTOBJICHUE JIEKAPCTBEHHBIX MPENapaToB;

34) opraHuzanMs ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU
— OpraHusanus, OCYIIECTBJIAIONIAsi ONTOBYID TOPrOBIIO JIEKAPCTBEHHBIMU
CpelICcTBaMM, WX XpaHEHHe, NepeBO3Ky B COOTBETCTBUM C TPeOOBaHUSIMU
HacTosero denepabHOrO 3aKOHA;

35) anrTeyHas OopraHM3alUs — OpraHU3aIMs, CTPYKTYpHOE MOApasfesieHre
MEIUIIMHCKOW  OpraHu3allid,  OCYIIECTBJISIONIME  PO3HUYHYIO  TOPTOBIIO
JICKAPCTBEHHBIMM ~ TIpeMapaTamMy, XpaHeHWe, W3TOTOBJIEHHWE M OTIYCK
JIEKAPCTBEHHBIX IPENaparoB [isi MEAUIIMHCKOTO MPUMEHEHUsI B COOTBETCTBUH C
TpeboBaHUsIMU HacTosiiero deepanbHOrO 3aKOHa;

36) BeTepuHapHasl anTeyHas OpraHu3alusl — OpraHu3alys, CTPYKTypHOE
nojipa3aesieHue BETePUHAPHOM OpraHu3alliM, OCYIIECTBIISIONIME PO3HUYHYIO
TOPIOBJIIO JIEKAPCTBEHHBIMHU TIpenapaTamMu, XpaHEHWE, W3TOTOBJIEHHE U OTITYCK
JIEKAPCTBEHHBIX PENapaToB JJIsl BETEPUHAPHOTO MPUMEHEHHUSI B COOTBETCTBUU C
TpeboBaHUsIMU HacTosiiero degepanbHOrO 3aKOHa;

37) danbcuduipoBaHHOE JIEKAPCTBEHHOE CPEJICTBO — JIEKAPCTBEHHOE
CPEICTBO, COMPOBOXIAEMOE JIOKHOM HH(poOpMaIMeid O ero cocraBe 4 (UJm)
MIPOU3BOIUTEIIE;

38) HemoOpOKayeCcTBEHHOE JIEKAPCTBEHHOE CPEICTBO — JIKAPCTBEHHOE
CPEe/ICTBO, HE COOTBETCTBYyIoIlee TpeOoBaHUSAM (hapMaKOMIEHHOW CTaTh JHOO
B CJly4yae ee OTCYTCTBUsS TpeOOBaHUSM HOPMATHBHOW [OKYMEHTAlMU WU
HOPMATHUBHOTO JIOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEICTBO — JIEKAPCTBEHHOE CPE/ICTBO,
HaxoJsiieecs: B 000poTe C HApYIIEHUEM I'PakIaHCKOTO 3aKOHOJATEIbCTBA;

40) [OKJIMHUYECKOE  MCCIIEIOBAHUME  JIEKAPCTBEHHOTO  CpeAcTBa  —
Ouonornyeckre, MUK poOHOJIOrnYecKre, IMMYHOJIOTHUYECKHE, TOKCUKOJIOTUECKIE,
(papmakonornyeckue, (puU3MUECKUE, XUMUYECKHE U Jpyrue HCCIeAOBaHUs
JIEKAPCTBEHHOTO CPEACTBAa IyTeM IpPUMEHEHHs] Hay4YHbIX METOIOB OLIEHOK B
HEJsAX TOMyYeHUs JI0Ka3aTebCTB O€30MacHOCTH, KavecTBa M 3(P(PEKTUBHOCTU
JIEKapCTBEHHOT'O CPEJICTBA;

41) KJIMHUYECKOE HMCCIIeIOBaHME JIEKAPCTBEHHOIO Tpernapara — U3ydeHue
JIMarHOCTUYECKUX, JICUeOHBIX, MPO(UIAKTUIECKUX, (hapMaKOJIOTMIECKUX CBOWCTB
JIEKapCTBEHHOTO Tpernapara B IMpoIecce ero MpuMeHEeHHs y YeJloBeKa, KUBOTHOTO,
B TOM 4YHCJIe MPOIIECCOB BCACHIBAHMS, paclpe/ie/ieHus], N3MEHEHUsI Y BbIBE/ICHUS,
MyTeM MPUMEHEHHS HAyYHBIX METO/IOB OLIEHOK B LIEJISIX MOTyYeHUs] JOKA3aTeIbCTB
6e30macHOCTH, KauecTBa U 3((PEKTUBHOCTHU JIEKAPCTBEHHOTO Tperapara, JaHHBIX
O HEXeJaTelIbHbIX pPEeaKIMsIX OpraHu3Ma 4YesjoBeKa, KUBOTHOTO Ha NpHUMEHEHHe
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JIEKQpCTBEHHOTo Tmpenapata U 00 3¢dexkTe ero B3aUMOACHUCTBUS C JIPYTUMHU
JIEKapCTBEHHBIMU TIperapaTaMy U (W) MUIIEBBIMUA TPOAYKTAMH, KOPMaMHU;

42) MHOTOLEHTPOBOE KJIMHUYECKOE HCCIEIOBAaHUE JIEKapCTBEHHOIO
npenapara Juisi MEAWIMHCKOTO TPUMEHEHHWs] — KIMHUYECKOe HCCIe/IoBaHNe
JIEKAPCTBEHHOTO Tperapara s MEJUIMHCKOrO TPUMEHEHUs, IPOBOJMMOE
Pa3pabOTYMKOM JIEKQPCTBEHHOTO TMperapara B JBYX M 0Oojiee MEAUIIMHCKUX
OpraHu3alMsiX 1O €AMHOMY TIPOTOKONY  KJIMHUYECKOrO  MCCIIeHOBAaHUS
JIEKapCTBEHHOT'O Tpernapara;

43) MexXIyHapoJHOE MHOIOIIEHTPOBOE KJIMHUYECKOE MCCIeOBaHue
JIEKAPCTBEHHOTO Tperapara sl MEIUIIMHCKOTO TMPHMEHEHUs — KJIMHHYECKOe
UCCIIeIOBAaHUE JIEKAPCTBEHHOTO Tperapara JUisl MEAWIMHCKOTO TMpPUMEHEHUs,
MIPOBOIMMOE Pa3padOTUMKOM JIEKAPCTBEHHOTO Mperapara B pa3IMuHbIX CTpaHax Mo
€IMHOMY ITPOTOKOJTY KJIMHUYECKOTO UCCIIeOBAHUS JIEKAPCTBEHHOTO TIpernapara;

44) mocTperucTpaliMOHHOE KJIMHUYECKOE HCCIIeJOBAHUE JIEKAPCTBEHHOIO
npenapara Juisi MEAWIMHCKOTO TpPUMEHEHHWs] — KIMHUYECKOe HCCIeIoBaHNe
JIEKAPCTBEHHOTO Tperapara s MEJUIMHCKOrO TPUMEHEHUs, IPOBOIMMOE
MPOM3BOIUTENIEM JIEKAPCTBEHHOTO TMpenapara, IpaXAaHCKUiA OOOpPOT KOTOPOro
OCYIIECTBJISIETCS TIOCJIe TOCYAAPCTBEHHOM PErUCTPALH, B LIEJNISIX JIOTIOTHUTEILHOTO
cOopa aHHBIX O ero 6e30macHoCTd U 3(P(PEKTUBHOCTH, paCIIUPEHUs] MOKA3aHUI
K TPUMEHEHHWIO JAaHHOTO JIEKApPCTBEHHOTO TIpenapara, a TakKe BbISBICHUS
HEXeJaTeJbHbIX PeaKIMil MalMeHTOB Ha ero JIUCTBUE;

45) wuccnenoBaHre OWOIKBUBAJICHTHOCTH JIEKAPCTBEHHOIO IIperapara —
BUJI KJIMHUYECKOTO WCCIEOBAHUsI JIEKQPCTBEHHOrO IIperiapara, IpOBeAeHHe
KOTOPOTO OCYIIECTBJISIETCS /IJIs1 OIIPE/IeNIeHrsI CKOPOCTU BCACHIBAHUS U BHIBEJCHUS
(papmanieBTHUECKOI CyOCTaHIIMM, KOJMYeCTBA (hapMalleBTUYECKOW CyOCTaHIIUHM,
JOCTHUTaIOIEero CUCTEMHOTO KPOBOTOKA, U PE3YJIbTaThl KOTOPOTO TO3BOJISIOT CAENATh
BBIBOJI O OMOSKBUBAJIEHTHOCTH BOCITPOM3BEICHHOTO JIEKAPCTBEHHOTO Tperapara
B ONpeleNeHHbIX JIEKAPCTBEHHON (popMe U JO3MPOBKE COOTBETCTBYIOIIEMY
OPHUIMHAJIBHOMY JIEKAPCTBEHHOMY TIpernapary;

46) wuccnegoBaHUE TEpPANeBTUUYECKOW SKBUBAJEHTHOCTU JIEKAPCTBEHHBIX
MpenapaTtoB — BUJ KJIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHBIX IPEnaparoB,
MpOBeJeHNE KOTOPOTO OCYLIECTBIISIETCS /AJIsl BBISIBJICHHWS] OIUHAKOBBIX CBOWCTB
JICKApPCTBEHHBIX  IPENapaTtoB  ONpPEHEJIEHHOM  JIEKApCTBEHHOM  (opMbl, a
TaK’Ke HAJIMYMSA OJUHAKOBBIX IMOKa3aTesied Oe3omacHOCTH U 3(PPEeKTUBHOCTH
JIEKAPCTBEHHBIX TIPENapaToB, OAWHAKOBBIX KJIMHUUYECKHX 3(PEPEKTOB MpH HUX
MIPUMEHEHUH;

47) mpOTOKOJ KJIMHUYECKOTrO HMCCIIeJOBaHUs JIEKAPCTBEHHOTO Mpernapara —
JIOKYMEHT, B KOTOPOM OIPEAESIIOTCS LIesH, (DOPMBbI OPraHU3aly U METOIOJIOTUS
MPOBEJCHUS KJIMHUYECKOTO MCCIIENOBAHUS, CTAaTUCTUYECKHE METObl 00paboTKU
PEe3yJIbTaTOB TAKOrO WCCIENOBAaHUS M Mephl IO OOecreueHuio Oe30MacHOCTH
(prBrueckux I, YYaCTBYIOIIMX B KIMHUYECKOM HCCIIEOBAHUM JIEKAPCTBEHHOTO
npenapara;

48) Opommopa wucclegoBarelis — CBOAHOE H3JIOKEHUE Ppe3YJIbTaToB
JOKJIMHUYECKOTO HCCIIEIOBaHMS JIEKAPCTBEHHOTO CPEACTBA M KJIMHUUYECKOTO
MCCIIEIOBAHMSI JIEKAPCTBEHHOT'O Mpenapara AJisi MEUIIUHCKOTO TPUMEHEHHS;

49) uHdpopMalMOHHBIH JIMCTOK NALIMEHTAa — JOKYMEHT, B KOTOPOM COJepKaTcs
B JIOCTymHOW (popMe CBeJleHHs, Kacaloluecss MPOBOJMMOTO KJIMHHUUYECKOTO
MCCIIeIOBAHMSI JIEKAPCTBEHHOTO Tperiapara, ¥ B MMCbMEHHOM (hopme 100pOBOIbHOE
coryacue MalyeHTa Ha ydacTHe B KJIMHUYECKOM MCCIIEIOBAHUM JIEKAPCTBEHHOTO
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npenapara rnocjie 03HaKOMJICHHsI ¢ OCOOEHHOCTSIMH KJIIMHMYECKOTO MCCIIeJOBAHUS,
MMEIOLTMMH 3HaYEeHHE /17151 BBIPKEHHS TAKOTO COTJIACHS;

50) moOGovyHOe HEWCTBHE — peakiMsl OpraHu3Ma, BO3HHUKINAS B CBS3HM C
MIPUMEHEeHHEeM JIKApCTBEHHOTO Iperiapara B 103X, PEKOMEH/1yeMbIX B MTHCTPYKIMA
M0 €ro MPUMEHEHUIO, Uil MPO(UIAKTUKY, TUATHOCTUKH, JIeUEeHHs 3a00JeBaHus
WU JIJTs peaOvITUTaII;

51) cepwbe3Hass HexesarelibHas peakiusi — HekesareJbHasi peakius
OpraHu3Ma, CBsI3aHHas1 C MPUMEHEHHUEM JIEKAPCTBEHHOT'O Mpenapara, IpuBemas K
CMEepTH, BPOXKICHHBIM aHOMAJIUSIM WJTH TIOPOKAM Pa3BUTHSI JTUOO MPEACTABIISIONIAs
co0oil yrpo3y Ku3HHU, TpeOylolas rOCIMUTAIM3AIUY WIN MPUBEIIIass K CTOMKON
yTpare TPYAOCIIOCOOHOCTH U (WJTH) MHBAIUIHOCTH;

52) HemnpeABUACHHAs HEXeNaTelibHAsl peakivsi — HeKeJlaTelbHash peakius
opraHusMa (B TOM YHCJIe CBSI3aHHAs C TPUMEHEHUEM JIEKapCTBEHHOTO TipernapaTa B
COOTBETCTBUU C MHCTPYKIIMEH 110 €ro MPUMEHEHHIO ), CYITHOCTb U TSIKECTb KOTOPOr
HE COOTBETCTBYIOT MH(MOPMAIIMU O JIEKAPCTBEHHOM TIpernapare, couepaiieics: B
MHCTPYKILIMH T10 €r0 MPUMEHEHHIO;

53) pelent Ha JIGKAPCTBEHHBIA TMpernapar — MUCbMEHHOE Ha3HAYeHMe
JIEKAPCTBEHHOTO Tperapara Mo yCTaHOBJIEHHOW (popMe, BbIIAHHOE MEAUIIMHCKUM
WIM BETepUHApHBIM PAOOTHUKOM, MMEIONIMM Ha 3TO IPaBO, B LIENAX OTIyCKa
JIEKapCTBEHHOTO Tpenapara Wiv ero U3rOTOBJIEHUS U OTITYCKa;

54) TpeboBaHMe MEIMIIMHCKOW OpraHU3alliH, BETEPUHAPHON OpraHu3aluu
— JOKYMEHT YCTaHOBJICHHOW (POpPMBI, KOTOPbI BBIMCAH MEAWLMHCKUM WU
BETEPUHAPHBIM PAOOTHUKOM, UMEIOIIM Ha 3TO MPaBO, U COACPKUT B IMCbMEHHON
(opme ykazaHue anTeyHOU OpraHU3aluK 00 OTIYCKE JIEKAPCTBEHHOTO Mperapara
WM O €r0 U3rOTOBJIEHUU M 00 OTITyCKe /sl oOecreueHust Je4eOHOoro mporecca B
MEIMIMHCKON OpraHu3alliy, BETEPUHAPHON OpPraHu3alyH.

B xoMMeHTHpYyeMOi1 cTaThe OmpeiesieH MOHATUMHBIN anmnapar, KOTOPbI UCIIOIb3YEeTCs KOM-
MeHTUpyeMbiM 3akoHoM. [lo oOmieMy mpaBuly IOPUAMYECKONW TEXHUKU OMpeeeHUs] MOHSITHUN
(npennucaHusA-1e(PUHUIMK) BKJIIOYAOTCSA B 3aKOHOAATE/IbHBIE aKThl B CICAYIOIIMX CIIydasx: Korna
IOpUANYECKUi (ITPaBOBOM) TEPMUH C(POPMUPOBAH C UCMOJIL30BAHUEM CHELMATbHBIX CJIOB — PEAKUX
MO0 MaJIOyNOTPeOUTENIbHBIX MHOCTPAHHBIX CJIOB, @ TAKXKE MEPEOCMBICTIEHHBIX 00IIEYNOTPeOUTE -
HBIX CJIOB; KOIJa TPaBOBOE MOHATHE (POPMUPYETCS U3 CIIOB, MO3BOJIAIOLIMX HEOAHO3HAYHO UCTOJIKO-
BBIBATh €TI0 CMBICII, TOPOXKJAIOIINX Pa3HOOOPa3HbIE CMBICJIOBBIE ACCOLMALH.

s neneit 3akoHa 1998 r. 0 JIeKapCTBEHHBIX CPEICTBAX COMIACHO €ro CT. 4 UCIOIb30BAIUCh
CJIEYIOI1E OCHOBHBIE MOHATUS:

JIEKApCTBEHHBIE CPEJICTBA — BEILECTBA, NPUMEHSEMBbIE AJIs1 NPO(UIAKTUKY, JUATHOCTHKHY,
Jie4eHus1 O0JIe3HH, IPEIOTBPAILeHUsI OepeMEHHOCTH, MOTyYeHHBIE U3 KPOBH, IJIA3Mbl KPOBH,  TAKKE
OpraHoB, TKaHE! 4eJIOBEKa WJIM KMBOTHOIO, PACTEHUI, MUHEPAJIOB, METOIaMU CUHTE3a WU C IIPU-
MeHEeHHeM OMOJIOTMYEeCKUX TeXHONoruil. K jiekapcTBEHHBIM CpecTBaM OTHOCSITCS TaKkKe BEelecTBa
PaCTUTEJIBHOTO, KMBOTHOTO MJIM CMHTETUYECKOTO MPOUCXOXIeHHUsI, oOnaaatoiue (apmMakonornye-
CKOM aKTMBHOCTBIO U ITPEAHA3HAUYEHHBbIE [1s1 IPOU3BOACTBA U U3TOTOBJIEHU 1 JIEKAPCTBEHHBIX CPEICTB
(papmarieBTHUECKHE CYOCTAHITHN);

JIEKapCTBEHHbIE IIPENapaThl — JO3MPOBAHHBIE JIEKAPCTBEHHBIE CPE/ICTBA, FOTOBBIE K ITPUMEHE-
HUIO;

MMMYHOOHOJIOTUYECKHUE JIEKAPCTBEHHBIE CPEJICTBA — JIEKAPCTBEHHbIE CPE/ICTBA, PEeJHA3HAYCH-
HBbIE [JIs1 IMMYHOJIOTUYECKOHM MPO(PUIAKTUKY U KIMMYHOJIOTUYECKON Teparuu;

HapKOTUYECKME JIEKAPCTBEHHBIE CPEJCTBA — JIEKAPCTBEHHBIE CPEJCTBA, BKIIOUEHHbIE B IIEpe-
YeHb HAPKOTUYECKUX CPE/CTB, COCTABIEHHBIN U OOHOBJISIEMbII B COOTBETCTBUM C EMHOI KOHBEH-
LMel 0 HapKOTUYecKUX cpeacreax 1961 r. u 3akoHogarensctBom Pd;
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TICUXOTPOITHBIE BEIeCTBA — BEIIECTBA, BKJIIOUCHHBIE B TIepeUeHb, COCTABJICHHBIN 1 OOHOBJIsIE-
Mblii B cooTBeTCTBUU ¢ KOHBEHIIMEN 0 cuXoTpornHbiX BemectBax 1971 r. u 3akoHopateabctBoM PO;

MaTeHTOBAHHbIE JIEKAPCTBEHHBIC CPeJICTBA — JIEKAPCTBEHHbBIE CPEICTBA, MPABO HA MPOU3BOJICTBO
Y TIPOJIAKy KOTOPBIX OXPaHsIeTCs IPaXJaHCKUM 3aKOHOIATEILCTBOM;

HE3aKOHHBIC KOMHWM JICKAPCTBEHHBIX CPEJICTB — JIeKAPCTBEHHBIE CPE/ICTBA, MOCTYIUBIIUE B
oOpalleHre ¢ HapyIIeHHEM TPakIaHCKOTO 3aKOHOIATEILCTBA;

OpUTHMHAJIbHBIE JIeKAPCTBEHHBIE CPENICTBA — JICKAPCTBEHHBIE CPEJICTBA, MOCTYIUBIINE B 00pa-
IIIeHUEe C 3aperrCTPUPOBAHHBIMU COOCTBEHHBIMU HA3BAHUSIMU;

BOCITPOM3BE/ICHHbBIC JIEKAPCTBEHHBIE CPEJCTBA — JICKAPCTBEHHBIC CPEJICTBA, TIOCTYIUBIIHE B
oOparieHue Mocjie UCTEUSHH S CPOKa JeWCTBUS UCKJTIOUUTETbHBIX MATEHTHBIX TIPAB HA OPUTUHAILHbIC
JIeKapCTBEHHbBIE CPE/ICTRA;

Ka4eCTBO JICKAPCTBEHHBIX CPEJICTB — COOTBETCTBUE JIEKAPCTBEHHBIX CPEACTB rOCYJapCTBEH-
HOMY CTaH/IapTy KayecTBa JIEKAPCTBEHHBIX CPEJICTB;

0e30MacHOCTh JIKAPCTBEHHBIX CPEJICTB — XapaKTePHUCTHKA JICKAPCTBEHHBIX CPEJICTB, OCHOBAH-
Hasl Ha CPAaBHUTEJIFHOM aHaM3e X 3(PHEKTUBHOCTH U OIIEHKU pUCKA IPUIMHEHNS Bpe/ia 3/I0POBLIO;

9(pHeKTUBHOCTD JIEKAPCTBEHHBIX CPEJICTB — XaPAKTEPUCTUKA CTEIIEHH MOJIOKUTETFHOTO BITUSI-
HUSI JIEKAPCTBEHHBIX CPEJICTB HAa TeueHHe OOJIe3HU;

(bapmakoneiiHasi cTaThst — TOCYAapCTBEHHBIA CTaHAAPT JIEKAPCTBEHHOTO CPEJCTBA, COMEepKa-
WA TIepedeHb MoKa3aTesiell U METOJJOB KOHTPOJISI KauecTBa JIEKAPCTBEHHOTO CPEJICTBA;

rocyiaapcTBeHHas hapMakoriest — COOpHUK (hapMaKOTIEHHBIX CTaTew;

PErUCTPAIMOHHBI HOMEP — KOJJOBOEe 0O03HAuUeHME, MPUCBaUBaeMOe JIeKapCTBEHHOMY Cpejl-
CTBY TIpH TOCYAAPCTBEHHON PErucTpalny;

cepTi(dUKAT KayeCcTBa JIEKAPCTBEHHOTO CPEJICTBA — JOKYMEHT, MOATBEPKIAIOIIUI COOTBET-
CTBUE KavyecTBa JICKAPCTBEHHOTO CPE/ICTBA FOCYJapCTBEHHOMY CTaHAAPTY KauecTBa JIEKAPCTBEHHBIX
CPeCTB;

oOpallieHre JIeKApCTBEHHBIX CPEICTB — OOOOIEHHOEe TOHATUE MAESTEIbHOCTH, BKJIIOYAI-
el pa3paboTKy, MCCIIeOBAHUs, TIPOM3BOACTBO, U3TOTOBJICHHUE, XPAHEHHE, YIIAKOBKY, MEPEBO3KY,
rOCYIapCTBEHHYIO PErMCTpalvio, CTAHAAPTUZALMIO W KOHTPOJIb KayecTBa, MPOAaXy, MAPKHUPOBKY,
pekiamy, MpUMeHEeHHe JICKAPCTBEHHBIX CPEJICTB, YHUUTOXKEHHE JIEKAPCTBEHHBIX CPEICTB, MPHUITICI-
[IIUX B HETOJHOCTH, WU JIEKAPCTBEHHBIX CPEACTB C UCTEKIIIMM CPOKOM TOJHOCTU U WHbBIE JICHCTBUS
B chepe oOpalieHus JISKapCTBEHHBIX CPEJICTB;

CYOBEKTHI OOpallieHus JIEKApCTBEHHBIX CPEICTB — (pU3MYECKUe U I0pUANYECKHe JIUIA, OCYy-
IIECTBIISIIONIYE OOpaIlieHNe JIEKAPCTBEHHBIX CPE/ICTB;

(apmanieBTHUECKAs IEATETBHOCTh — IESATEIBHOCTD, OCYITIECTBIIsIeMas OPraHU3alUsIMUA OIITO-
BOU TOPTOBJIM 1 alITEYHBIMU YUPEKACHUSIMU B chepe 0OpalieHns JTeKapCTBEHHBIX CPECTB, BKIII0YA-
1011151 OTNITOBYIO M PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMHU, NU3TOTOBJICHHE JIEKAPCTBEH-
HBIX CPEJICTB;

OpraHM3alvs — MPOU3BOAUTENH JICKAPCTBEHHBIX CPEJICTB — OPraHU3alvsl, OCYIIECTBISAIONIAs
MTPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBUMU C TPEOOBAHUSMU HA3BAaHHOTO 3aKOHA;

opraHu3anys — pa3paboTUMK JICKAPCTBEHHOTO CPeICTBA — OpraHU3aIvsi, 00JaJaoIast aTeHT-
HBIMU TIPaBaMH Ha JIEKAPCTBEHHOE CPEJCTBO M aBTOPCKMMU MIPaBaMU Ha Pe3yJIbTaThl €ro JOKJINHU-
YECKHUX UCCIIEIOBAHNN;

OpraHM3alvsi ONITOBOUM TOPTOBJIM JIEKAPCTBEHHBIMH CPEICTBAMU — OpTaHU3aIHs, OCYIIECTBIIS-
I0II[as1 ONITOBYIO TOPTOBJTIO JICKAPCTBEHHBIMU CPEJICTBAMU B COOTBETCTBUU C TPEOOBAHUSMU Ha3BaH-
HOro 3aKoHa;

anTevyHoe YUpeKIeHUE — OPraHU3allvsl, OCYIIeCTBIISIONAst POZHUYHYIO TOPTOBJIIO JIEKApCTBEH-
HBIMU CPEJICTBAMU, M3TOTOBJICHUE W OTITYCK JICKAPCTBEHHBIX CPE/ICTB B COOTBETCTBUM C TPeOOBAHU-
SIMM Ha3BaHHOTO 3aKOHA; K alfTeYHBIM YUPEKACHUSM OTHOCATCS alTeKu, aNTeKH YIpexkICHUI 3/1pa-
BOOXPaHEHUS, alTEUHbIC MMyHKTHI, AITCUYHbIE Mara3uHbl, alTeYHbIE KUOCKH;
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(panbcnrLpoBaHHOE JIEKAPCTBEHHOE CPEACTBO — JIEKAPCTBEHHOE CPE/ICTBO, COMPOBOKAae-
Moe JIOKHOM MH(OpMalIMel 0 cocTaBe U (WJIM) TPOU3BOAUTEIE JIEKAPCTBEHHOTO CPEJICTBA;

HeZOOPOKAUECTBEHHOE JIEKAPCTBEHHOE CPE/ICTBO — JIEKAPCTBEHHOE CPENICTBO, MPUILIE/IIee B
HETOIHOCTb, U (MJIN) JIEKAPCTBEHHOE CPEACTBO C UCTEKIIIMM CPOKOM T'OIHOCTH.

Kak ormeuasioch aBTOpamMH 3aKOHOIPOEKTa, MPUHATOTO B KavyecTBE KOMMEHTUPYEMOTO
3aKkoHa, JaHHBIM IPOEKTOM 3aKoHa YTOYHSETCS psJ NOHATHM, MCHONb3yeMbIX B 3akoHe 1998
I. O JIEKAPCTBEHHbIX CPEJICTBAX, a TAKX€ BBOIATCS AOMOJHUTEIbHbIE NTOHATHUS, TAPMOHU3UPOBAH-
HBIE C MEXIYHApOAHO! NpakTUKoW. Tak, B ommune 3akoHa 1998 1. 0 leKapCTBEHHBIX CpelCTBax,
B YAaCTHOCTH, B KaUeCTBE CAMOCTOSITENIbHBIX OOBEKTOB PErYJIMPOBAHUS PACCMATPUBAIOTCS TOHSI-
THS «JIEKAPCTBEHHBIE Tpenaparhl», «o0mas (apMakorieiiHas craTbsi», «(papMaKoNeiHas CTaTbsi»,
«HOPMATHBHAsI IOKYMEHTAIHs1», «KOHTpa(haKTHBIE JIEKAPCTBEHHbIE CPEJICTBA», «UCCIIEIOBAaHNE OUO-
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOT'O MpernapaTa», «MeKJIyHapOJAHOE MHOTOIIEHTPOBOE KIMHMUYECKOEe
WCCTIeIOBaHNE», «HEONAronpusiTHasl peakiysi», «BeTepuHapHas anTekar». Takke OTMedyasioch, 4ToO
npejJiaraeMasi poeKTOM JIeTaIN3alMs JIEKAPCTBEHHBIX CPEACTB (BbIUJIEHEHHE JIEKAPCTBEHHBIX Ipe-
MapaToB B KAUECTBE CAMOCTOSITENIBHOTO CIIENU(PUIECKOr0 OOBEKTa PeryJIMpOBaHUSI) MTO3BOIUT KOH-
KPETU3MPOBATh PETYISATOPHBIE TPeOOBAHUS, OTHOCAIIMECS K (papMalleBTUYECKUM CyOCTaHIMAM U K
TOTOBBIM JIEKAPCTBEHHBIM (pOpMaMm (JIEKApCTBEHHBIM Iperaparam).

B orHomeHnun ykazaHHoOro B . 8 U 9 KOMMEHTHPYEMOH CTaThbU MEPEeYHs] HAPKOTHUYECKUX
CpenCTB, MCUXOTPOIHBIX BEIIECTB M UX MPEKypPCOPOB, MOMIEKAIMX KOHTpoo B Poccru, HeoOxo-
JMMO OTMETUThH creaymomee. B coorBerctBuu ¢ 1. 1 cr. 2 ®PenepanbHoro 3akoHa «O HapkoThye-
CKMX CpEICTBaxX W ICUXOTPOIHBIX BelecTBax» (B pel. PenepanpHoro 3akoHa ot 19 wmons 2007 r.
Ne 134-®3!3) HapkOTHUECKUE CPENICTBA, TICUXOTPOITHBIE BEIIECTBA U UX MPEKYPCOPHI, TIOJIeKAIIHEe
KoHTpomo B Poccuu, Briovatorcs B [lepeueHb HApKOTUUYECKUX CPENICTB, ICUXOTPOITHBIX BEIIECTB U
HX IIPEKYpPCOPOB, MOJJIeKAIMX KOHTPOo B Poccun (nanee — [lepedens), U B 3aBUCMOCTH OT TIPHU-
MEHSIEMBIX TOCYIaPCTBOM MEP KOHTPOJISI BHOCATCS B CJIEYIOIIUE CIIMCKU:

CITMCOK HAPKOTHMYECKHX CPEICTB U MICUXOTPOIHBIX BEIIECTB, 000POT KOTOPBIX B Poccuu 3ampe-
IIEH B COOTBETCTBUHU C 3aKOHOAATEILCTBOM P® 1 mexayHaponubsivMu foroopamu PO (Crincok 1), 3a
WCKJIIOYEHUEM CITy4yaeB, PEeAyCMOTPEeHHBIX 1. 1 1 5 cT. 14 Ha3zBaHHOrO 3aKoHa;

CITMCOK HAPKOTUYECKUX CPENCTB U MCUXOTPOIHBIX BEIIECTB, 000POT KOTOphIX B Poccuu orpa-
HUYEH U B OTHOLIEHUH KOTOPBIX YCTAHABJIMBAIOTCSI MEPbl KOHTPOJISI B COOTBETCTBUHU C 3aKOHOJATEITb-
crBoM P® u mexayHaponsasiMu goropopamu P® (Crnimcok II);

CIIMCOK MCUXOTPOIHBIX BELIECTB, 000POT KOTOPhIX B Poccuu orpaHnyveH U B OTHOIIEHUH KOTO-
PbIX JOIYCKAETCs UCKITI0OUEHNE HEKOTOPBIX MEP KOHTPOJISl B COOTBETCTBUU C 3aKOHOATENbCTBOM PD
1 MexyHapoausiMu joropopamu P® (Criucok 11I);

CITUCOK TPEKYpPCOpOB, 0OOPOT KOTOPBIX B Poccuu orpaHuyeH v B OTHOIIEHUH KOTOPBIX yCTa-
HaBJIMBAIOTCSI MEPBI KOHTPOJISl B COOTBETCTBUU € 3aKOHOAATEIbcTBOM P® 1 Me:xyHapoaHBIMU JOTO-
Bopamu P® (Criucok IV).

CornacHo 1. 2 cT. 2 PeaepayibHOrO 3akoHa «O HAPKOTMYECKUX CPEICTBAX U MCUXOTPOIHbIX
BeniecTBax» (B pea. PenepanbHoro 3akoHa ot 30 utoHs 2003 1. Ne 86-P3) Ilepeuens yTBepkaaercs
[paButensctBoM PP mo nmpezacraBienuio eepaibHOro OpraHa UCIOIHUTETBHOM BJIACTU B 00JIACTH
31paBOOXpaHeHH s 1 (pe/IepaTbHOTO OpraHa UCIIOTHUTEIBHOM BIACTH IO KOHTPOIIO 32 000pOTOM Hap-
KOTUYECKUX CPEACTB U MCUXOTPOIHBIX BellecTB. Ha ocHOBaHMM 1aHHOI HOPMBI M3/1aHO MTOCTAHOB-
nenvie [paBurensctBa P® ot 30 utons 1998 r. Ne 681 «O0 yTBepkICHUH NepedHsT HAPKOTUUYECKUX
CPEJICTB, ICUXOTPOITHBIX BELLECTB U UX IIPEKYPCOPOB, MOJIeKaIIMX KOHTpomo B Poccuiickoit ®ene-
paumu» 4 (B moceayioneM BHOCHINCh N3MEHEHHs ).

13 C3 Pd. - 2007. — Ne 30. — Cr. 3748.

14 C3 Pd. — 1998. — Ne 27. — Cr. 3198.
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EnuHas KOHBEHIMSA O HAPKOTHUECKHX CpesicTBax ', 3akmoueHHas B r. Heio-Hopke 30 mapra
1961 r., patuduimpoBaHa ¢ oroBopkoi u 3assieHueM YkasoM IIpesunuyma BepxoBHoro Cosera
CCCP or 14 nexadpst 1963 r. Ne 1984-VI'S. 25 mapra 1972 r. B 1. JKenere noamnucan [TpoTokon o
nonpaBKax K EqHON KOHBEHIMU 0 HapKOTHUYecKuX cpeactBax 1961 r.'7. Poccust mpucoequuamiach K
nanHomy [Iporokony B coorBeTcTBHU ¢ DeepanbHbIM 3aKOHOM OT 23 HOsIOpst 1995 1. Ne 172-93 18,
KoHBeHIMs 0 NMCUXOTPOITHBIX BemlecTBax ', 3akmoueHHast B r. Bene 21 deppans 1971 r., patudu-
LIMPOBaHA C OrOBOpKamMu U 3asiBieHussMu YkazoM [lpesuanyma BepxoBHoro Cosera CCCP ot 23
oKT0pst 1978 1. Ne 8282-1X?. Crieyet Takke oTMeTuTh, uto 20 nekadps 1988 r. B 1. Bene 3akJmo-
yeHa KoHBeH1us1 0 60pp0Oe MPOTUB HE3AKOHHOTO 000POTa HAPKOTUIECKUX CPE/ICTB M IICUXOTPOIHBIX
BemectB?'. HazBannas KonBennus parugunrpoBana nocranosienrneM BepxosHoro Cosera CCCP
oT 9 okTsa6pst 1990 1. Ne 1711-122.

15 cr1c.

16 Benomoctu BC CCCP. — 1963. — Ne 52. — Cr. 546.
17.C3 Pd. - 2000. — Ne 22. — Cr. 2269.

18 Tam xe. — 1995. — Ne 48. — Cr. 4554.

19 crc.

20 Begomoctn BC CCCP. — 1978. — Ne 44. — Cr. 717.
2 cne.

22 Bepomoctu CHJT u BC CCCP. — 1990. — Ne 42. — Cr. 842.
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I'naBa 2
INOJIHOMOYN S ®EJTEPAJIBHBIX OPTAHOB
NCIIOJTHUTEJIbHOMU BJIACTH, OPTAHOB
NCIIOJTHUTEJIbHOU BJIACTU CYFBEKTOB
POCCHUCKOU ®EJEPAIINN ITPU
OBPAIIIEHNN JIEKAPCTBEHHBIX CPEJICTB

Cratbs 5. IloaHomouus peepaibHbIX
OPraHoB UCMOJHUATEJLHON BJACTH NPH
oOpaleHun JIeKapCTBEHHbIX CPe/ICTB

K mnomHoMouunsm eiepaibHbIX OPraHOB WCIIOJHHUTEIBHOM BJIACTH TIPH
oOpaIeHu  JICKapCTBEHHBIX CPEJICTB OTHOCSITCS:

1) mpoeenenwe B Poccuiickonn Pepepari eOUHON TrOCyIapCTBEHHON
MOJIUTUKK B 00JacTH oOecrieYeHus1 JIeKapCTBEHHBIMM ITperiapaTaMy IpaxIaH Ha
tepputopun Poccuiickoit ®eneparmu;

2) yTBepkieHrne oOImuMX (hapMaKoNelHbIX cTatei, (hapMaKOIEHHBIX CTaTeH,
M3JJaHKE TOCYyIapCTBEeHHOW (papMaKorneu;

3) ocymiecTBIIeHHe TOCYIapCTBEHHOTO KOHTPOJIS M HAJI30Pa;

4)  JMIEH3UPOBaHWE  IPOU3BOJCTBA  JIEKAPCTBEHHBIX  CPEACTB M
(papmarieBTHUECKOW JIEATCIbHOCTA B COOTBETCTBMM C 3aKOHOJATEILCTBOM
Poccuiickoit ®epepanyu;

5) opraHuzanys  SKCHEePTU3bl  JICKAPCTBEHHBIX  CPEICTB, ITHYECKON
9KCMEPTU3bl  BO3MOXHOCTH  TPOBEACHUS  KJIMHUYECKOTO  UCCIIIOBaHUS
JIEKQpCTBEHHOT'O Iperapara JUIsi MeAUIMHCKOTO TPUMEHEHHST;

6) BblJaya pa3pelleHUd Ha IPOBeJeHUe KJIMHUYECKMX WCCIIe0BaHUI
JICKQpCTBEHHBIX IIperapaToB, BeJEHUE peecTpa BbIAAHHBIX pa3pellieHrd Ha
MIpOBeJIeHHe KIMHMYECKUX UCCIIEIOBAHNI JIEKAPCTBEHHBIX MPENapaToB;

7) rocymapcTBeHHasl PErucTpaiysl JeKapCTBEHHBIX NpernapaToB, BeICHUE
rOCYIapCTBEHHOIO peecTpa JIeKapCTBEHHBIX CPEJICTB;

8) WHCHEeKTHpPOBaHWE IPOM3BOACTBA  JICKAPCTBEHHBIX  CPEJACTB  HA
COOTBETCTBHE TpaBWJIaM OpPraHW3allMy TPOM3BOJACTBA M KOHTPOJISA KadyecTBa
JICKQpCTBEHHBIX CPEJCTB, BbIJaya 3aK/JIIOYEHUH O COOTBETCTBUU ITPOM3BOIUTEIIS
JICKQpPCTBEHHBIX CPEJCTB TPeOOBAHUSAM TMPABWJI OPraHU3allMM TPOM3BOJICTBA M
KOHTPOJIS KaUueCTBa JIeKApCTBEHHBIX CPEJICTB;

9) rocymapcTBeHHas PpErucTpalsi YCTAaHOBJEHHBIX IPOW3BOIUTEIISMU
JIEKAPCTBEHHBIX IIpPErapaTtoB TMpelebHbIX OTIYCKHBIX IIeH Ha JKU3HEHHO
HEOOXOOMMbIE W  BaXHEWIIME JICKQpCTBEHHBIE IIperapaThl W BeJCHUE
rOCYIapCTBEHHOIO peecTpa IpeAebHBIX OTIYCKHBIX IIeH IPOM3BOAMTENICH Ha
JIEKapCTBEHHBIE TIperaparhl, BKIIOYEHHbIe B ITepeYeHb KHU3HEHHO HeOOXOAUMBIX U
Ba)KHEHINMX JIEKAPCTBEHHBIX MPENaparos;
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10) ycraHoBIeHHE MOPsIIKA BBO3a JIEKAPCTBEHHBIX CPEACTB HA TEPPUTOPUIO
Poccuiickoit ®enepaumn ¥ BbIBO3a JIEKAPCTBEHHBIX CPEACTB C TEPPUTOPUU
Poccuiickoit ®epepaiuu;

11) co3maHWe COBETOB IO BOIPOCAM, CBSI3aHHBIM C OOpareHueM
JIEKApCTBEHHBIX CPEJICTB;

12) arrecranus u cepTudUKaIys CeluaIrcToB;

13) yTBepkaeHuMe  OOpa3OBaTENIBHBIX  IMPOTpaMM IO  TOATOTOBKE
CHELMAIUCTOB;

14) MOHUTOPHHT OE30ITACHOCTH JIEKAPCTBEHHBIX MPENapaToB;

15) yuactue B MeX/IlyHapOJHOM COTPYJAHUUYECTBE;

16) nosmyuyeHue mNO 3ampocaM YIMOJHOMOYEHHOIo (peAepaslbHOrO OpraHa
UCTIONIHUTENIBHOW BJIACTM OT OPraHOB HCIOJHUTENIBHOW BIACTU CyObEKTOB
Poccuiickoii ®enepanuu, a Takke OT CyOBEKTOB OOpAIlEHUsl JIEKAPCTBEHHBIX
CPEACTB JJI1 MEIOMLMHCKOIO TMpPUMEHEHMs WH(pOpMalMM IO BOIpPOCaM
YCTaHOBJICHUSI U TIPUMEHEHUs 1IeH Ha JIEKapCTBEHHBIE IMperaparbl U HaJ0aBOK K
HUM;

1'7) npumeHeHre Mep OTBETCTBEHHOCTH 3a HAPYILUIEHUE 3aKOHOAATENILCTBA
Poccuiickoit ®enepanuu.

KommenTupyemasi cratbsi onpeaesisier nepeueHb NOJTHOMOUYM (pefiepaibHbIX OPraHOB UCIION-
HUTEJILHOW BJIACTH MPH 0OpaIIeHNH JIEKAaPCTBEHHBIX CPEJCTB. B OTHOIIEHNM STHX MOJIHOMOYUI COOT-
BETCTBEHHO HyMepalMy MyHKTOB JaHHOU CTaTbl HEOOXOAMMO OTMETUTh ClIeyIOIIee:

1) B myHkre 1 cr. 6 3akoHa 1998 r. 0 IeKapCTBEHHBIX CPEICTBAX YKA3bIBJIOCh HA TAKOE IMOJI-
Homouue [IpaButensctBa PP B chepe oOpariieHHst JeKapCTBEHHBIX CPEACTB, Kak 0OecrieyeHue mpo-
BE/IEHUsI €IMHOM rOCYJapCTBEHHOM MOMUTUKY B 00acTu odecrieueHus Hacenenust P® nekapcTBeH-
HBIMU cpeicTBaMU. JlaHHBIA BOIPOC M yKa3aH B . | KOMMEHTHPYEMOM CTaThbd Kak MOJTHOMOYHE
(enepabHBIX OPraHOB MCIOMHUTEBHON BJIACTH MPH OOpAIEHUM JIEKAPCTBEHHBIX CPEACTB. DTOT
IIyHKT OCHOBAaH Ha CT. 16 ®enepanbHOro KOHCTUTYLHMOHHOTO 3akoHa «O IIpaButenscTBe Poccuiickoit
®denepanumn», NocBsiieHHON nosiHoMounsM [IpaBurensctBa PP B conmanbHol cdepe. B ykazanHou
cTaThe HapsLy C IPOYMM MPeaycMOTpeHo, uTo IIpaBurtensctBo PO npuHuMaeT Mepsl 1O peanu3anuu
MpaB rpaxJaH Ha OXpaHy 370POBbSI;

2) pa3paboTKa 1 U3[jaH1e TOCyIapCTBEHHOM (papMakorien, pa3MellleHue JaHHbIX O Hell peria-
MEHTHPOBaHbl HOPMaMH CT. 7 KOMMEHTHUPYEMOro 3aKOHa, B KOTOPBIX U AETATM3UPOBAHBI COOTBET-
CTBYIOILIME ITOJTHOMOYHMS (PeAePAJIbHBIX OPraHOB UCIIOJHUTEIBHOU BIIACTH;

3) cornacHo 4. 2 cT. 9 KOMMEHTUPYeMOro 3aKOoHa roCyJapCTBEHHBI KOHTPOJIb IIPH 0OpaIlieHNN
JIEKaPCTBEHHBIX CPEACTB OCYLIECTBIISAETCS YIOTHOMOUYEHHBIMU (helepaIbHBIMU OpraHaMH UCTIONHU-
TEJIbHOI BJIACTH M OPraHAMH UCIIONHUTENIBHOW BJIACTU CyOBEKTOB PP B COOTBETCTBUM C MX MOJHO-
MOYHSIMU;

4) B yactu 1 cT. 8§ KOMMEHTHPYEMOro 3aKOHA YCTAHOBJIEHO, YTO JIMIIEH3UPOBAHUE MPOU3BO/I-
CTBA JIEKAPCTBEHHBIX CPEJCTB U (PapMarieBTUUECKO JEeSITEIbHOCTH OCYILECTBIISIETCS] B COOTBETCTBUU
C 3aKOHOAATeILCTBOM P®;

5) 3KcnepTu3a JEKapCTBEHHBIX CPE/ICTB COMIACHO CT. 15 KomMMeHTHpyemoro 3akoHa IpOBO-
autcs (pegepaabHBIM FOCYAAPCTBEHHBIM OI0KETHBIM YUPEXAEHUEM COOTBETCTBYIOIIETO YIIOJTHOMO-
YEeHHOTO (peiepaIbHOrO OpraHa UCIOMHUTEIBHOM BJIACTU. DTUYECKask SKCIIEPTU3a B COOTBETCTBUU C
4. | cr. 17 naHHOrO 3aKOHA MPOBOAUTCS COBETOM I10 ITUKE, CO3JAHHBIM B MOPsAKE, YCTAHOBIEHHOM
YIOJTHOMOYEHHBIM (peiepajibHbIM OPraHOM MCIIONIHUTENIBHOW BIIACTH;

6) B yacti 4 cr. 38 KOMMEHTHPYEMOro 3aKkOHa MPedyCMOTPEHO, YTO KJIMHUYECKUE HUCCie-
JOBaHUsl JIEKAPCTBEHHBIX MPENapaToB AJIsi MEIUIIMHCKOTO MTPUMEHEHHUsI IPOBOAATCS HA OCHOBAHUM
paspeleHus Ha IpoBeAeHNEe KJIMHUYECKOTo UCCIIeJOBAHU S JIEKAPCTBEHHOIO MIpenapara, BbIIAaHHOTO
YIOJTHOMOYEHHbIM (peiepaibHbIM OPraHOM MCHOJTHUTEIHOM BJIACTH, B COOTBETCTBUU C LIEJISIMH, YKa-
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3aHHBIMU B 4. 1 gaHHO#M ctaThu. Kak ycTaHOBJIEHO TaM e, YIOJIHOMOYEHHBIN (pefiepasibHblii OpraH
WCTIONIHUTENILHOW BJIACTY BEJIET PEEeCTP BbIIAHHBIX pa3pelleHni Ha MPOBe/IeHre KJIIMHUYECKUX UCCIie-
JOBaHUI JIEKAPCTBEHHBIX MPETapaToB, COACPKAIINI yKa3aHUe Ha UX 11eJTb WIH LIeJIU, B YCTAHOBJICH-
HOM 3THM OPraHOM TOPsIIKE;

7) rocymapcTBeHHAasi perucTpays JeKapCTBEHHbBIX MpernapaToB periaMeHTUPOBaHA HOPMaMHU
cT. 27 koMMeHTrupyeMoro 3akoHa. B myHkre 3 4. 1 ykazaHHOM CTaThU YCTAaHOBJIEHO, UTO COOTBETCTBY-
0L YIIOJIHOMOYEHHBIN (peJiepasibHblil OpraH UCIIOTHUTEIbHOW BJIACTU MPU MPUHATUU PELLEHHUS O
rOCY/IapCTBEHHOM PEerucTparuy JeKapcTBEHHOTO MpernapaTa BHOCUT JJaHHBIE O 3aperiCTPUPOBAHHOM
JIEKapCTBEHHOM IIperiapate B rOCYAapCTBEHHbI PeecTp JeKapCTBEHHBIX CPEACTB U BBIJAET 3asBU-
TEJII0 PETUCTPALIMOHHOE YIOCTOBEPEHUE JIEKApCTBEHHOIO npenapara. B mynkre 2 cr. 6 3akoHa 1998
I. O JIEKAPCTBEHHBIX CPEJCTBAX yKa3blBalIOCh Ha Takoe noiaHomouue IlpaButenbctBa PO B chepe
oOpallieHus1 JIEKApCTBEHHBIX CPEICTB, KaK yTBEPKACHHNE pa3Mepa 1 MOpsAKa OCYIIECTBICHHS TIAThI
3a TOCYIAPCTBEHHYIO PETHCTPALIMIO JIEKAPCTBEHHBIX CPEJICTB;

8) TpeboBaHME COOTBETCTBUS IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB MPAaBUJIaM OpraHU3aIN
MIPOM3BOJCTBA M KOHTPOJISI KAYEeCTBA JIEKAPCTBEHHBIX CPEJCTB 3aKPETUIeHo B 4. 1 cT. 45 KOMMeHTH-
pyemoro 3aKkoHa, OTHAKO HU B YKa3aHHOM CTaThe, HM B MHBIX CTaThsIX JAHHOTO 3aKOHA HE TOBOPUTCS
00 YKa3aHHBIX B I1. § KOMMEHTUPYEMOH CTaThbi MHCIEKTUPOBAHUM U 3aKJIIoYeHHsX. Jlumb B 1. 1 4.
4 cr. 9 3akoHa yMOMSHYTO O TaKOM CPEJCTBE OCYIIECTBJICHUS TOCYIApPCTBEHHOIO KOHTPOJIS, KaK
MPOBeJIeHHe MPOBEPOK COOMIOIEHH S CYObeKTaMU OOpaIlieHUs] JIeKapCTBEHHBIX CPEICTB MTPABUJII Opra-
HU3ALIMHU TPOM3BOJICTBA M KOHTPOJISI KAUeCTBA JICKAPCTBEHHBIX CPEJICTB;

9) rocyaapcTBeHHas pericTpalysl YCTAHOBIEHHBIX TIPOU3BOIUTENSIMH JIKAPCTBEHHBIX ITpeTia-
paroB npezebHbIX OTIycKHbIX LeH Ha ZKHBJIIT pernmamenTpoBana Hopmamu ct. 61 KOMMeHTHpYye-
Moro 3akoHa. ['ocynapcTBeHHOMY peecTpy HpelesbHbIX OTITYCKHBIX LIeH POU3BOMTENEN Ha JieKap-
CTBEHHBbIE Tpernaparsl, BKioueHHble B iepeyenb AKHBJII, nocsiena cr. 62 nanHoro 3akoHa;

10) cornacho 4. 1 cr. 47 KOMMEHTHpYyeMOro 3akoHa BBO3 JIEKAPCTBEHHBIX CPE/ICTB HA TEPpU-
Toputo P® ocyiectBisiercss B nopsiake, ycraHoBjieHHOM [IpaButensctBom P®, B cooTBETCTBUM C
3akoHonarenbecTBoM P®. OnHako B 4. 8 yKa3aHHOM CTaThU, PErIAMEHTUPYIOILEN BBIBO3 JIEKAPCTBEH-
HBIX Cpe/CTB ¢ Tepputopun P®, cchuiku Ha Takoi mopsaok Her. Panee B m. 3 cr. 6 3akoHa 1998
I. O JIEKAPCTBEHHBIX CPEJCTBaX yKa3blBalIOCh Ha Takoe noiHomouue IlpaButensctBa PO B chepe
oOpallieHus1 JIEKapCTBEHHBIX CPENCTB, KaK OINpe/esieHre Mopsiika BBO3a U BbIBO3a JICKAPCTBEHHBIX
CpeNCTB, 3aperiucTprpoBaHHbIX B Poccuu;

11) coznanme u e TeNbHOCTh MPABUTEICTBEHHBIX M MEKBEJOMCTBEHHBIX KOOPAMHALIMOHHBIX
Y COBENIaTeJIbHBIX OPraHoB peryaupytorcss HopMamu pasi. V PernamenTa IpaBurtensctBa Poccuii-
ckoit Pepeparyu, yTB. noctaHosieHreM [IpaButenscrBa PP ot 1 uions 2004 r. Ne 2602, Coznanue
U JIeATeTIbHOCTh KOOPIMHAIIMOHHBIX M COBEIIATEIbHBIX OPraHOB NPy (beiepaibHbIX OpraHax MCIo-
HUTEJILHOW BJIACTU PETYIMPYIOTCA MOJIOKEHUAMH TUIMOBOTO perjiaMeHTa BHYTPEHHEH OpraHu3alum
(penepasibHBIX OPraHOB MCMOJIHUTENBHON BJIACTU, YTB. NocTaHoBieHueM [lpaButenscrea P® ot 28
nroig 2005 1. Ne 45224

12) 00 arTecTanyy ynoJTHOMOUEHHBIX JIMILL TPOM3BOIUTENS JIEKAPCTBEHHBIX CPE/ICTB TOBOPUTCS
B HOpME 4. 7 CT. 45 KOMMEHTHPYEeMOro 3akoHa, a 0 cepTU(UKAIIUY CTIEIIUATIMCTOB, OCYIIECTBIISIONINX
oIpeJesIeHHble BUIbl (DapMalleBTUYECKON JEeSATEIbHOCTH, — B HOPME 4. 2 CT. 52 JaHHOTO 3aKOHa;

13) cneumanuctsl ykasansl B HOpMe 4. 3 cT. 11 komMMmeHTHpyemoro 3akoHa, IpeaycMarpu-
BAIOIIEH MPUBJICYEHNE TAKOBBIX JJIsl OPraHU3alMK U MPOBEICHUS JOKIMHUYECKOTO MCCIIeIOBAHUS
JIEKapCTBEHHOTO CPECTBA ISl MEAMIIMHCKOTO TIPUMEHEHHs1, B HopMe 4. 4 cT. 12 manHoro 3akoHa,
MpeyCMaTpUBAIONIEeH TMPHUBJICUYCHUE TAKOBBIX JUIsl OpPraHU3allii U TPOBEACHUS JOKJIMHUYECKOTO
MCCIIEIOBAaHMSI JIEKAPCTBEHHOTO CPECTBA U KJIMHUYECKOTO MCCIEOBAHMUS JIEKAPCTBEHHOTO Tperia-

23 C3 Pd. —2004. — Ne 23. — Cr. 2313.

24 C3 Pd. — 2005. — Ne 31. — Cr. 3233.
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para jiJis BEeTEpUHAPHOTO MTPUMEHEHUsI, U B HOpMeE 4. 2 CT. 52 TaHHOro 3aKkoHa, perjiaMeHTUPYIoIei
ocyIecTBiieHre (hapMalleBTUIECKON JIeATeTbHOCTH (PU3MYECKUMHU JIUIIAMU;

14) MOHUTOPUHT OGE30MACHOCTH JICKAPCTBEHHBIX ITPerapaToB per’iaMeHTHPOBaH B CT. 64 KOM-
MEHTHPYEMOTO 3aKOHa, B COOTBETCTBUU C Y. 2 KOTOPOU TaKOW MOHUTOPUHI OCYILECTBIISAETCS YIIO-
HOMOYEHHBIM (pe/iepaIbHbIM OpPraHOM MCTIONHUTENIBHOW BJIACTH Ha BCEX Tarax WX OoOpalleHus Ha
teppuropun P®;

15) MexayHAPOJHOMY COTPYIHHUYECTBY B OOIACTH OXPaHbI 3J0POBbsI I'Pask/IaH MOCBSIIEHA CT.
65 OcHoB 3akoHozaresbcTBa PO 00 oxpane 310poBbst rpaxad. [lomHomouns [IpaButenscrea PO
B cepe BHEUIHEN MOJIMTUKUA U MEXAYHApPOIHBIX OTHOIIEHUI onpeaeseHsl B cT. 21 deaepanbHOro
KOHCTUTYLIMOHHOTO 3aKkoHa «O IIpaButenbcrBe Poccuiickon denepanum»;

16) rocynapcTBEHHOE peryIvpoBaHUE LIEH Ha JIEKAPCTBEHHbIE MPenapaThl 151 MEIULIMHCKOTO
MIPUMEHEHUs] perJIaMEHTUPOBaHO HopMaMu CT. 60 KOMMEHTHPYeMOro 3aKkoHa;

17) OTBETCTBEHHOCTH 3a HapyllleHHue 3aKoHojaTesibcTBa PP rpu oOpaleHny eKapCTBEHHBIX
CpPeACTB TMOCBsIeHa cT. 68 KOMMEHTUPYeMOro 3aKkoHa.

B nynkre 2 cr. 5 3akona 1998 r. o iekapCTBEHHBIX CPEJICTBAX HEMOCPECTBEHHO YKa3bIBAJIOCh,
YTO rOCYJaPCTBEHHOE PEryIMPOBAHKE OTHOIICHHUH, BOZHUKAIONIHMX B chepe 0OpaIieH s TeKapCTBEH-
HBIX CPEJICTB, OCYILIECTBIISETCS (peAepaIbHbIM OPraHOM HCIOJHUTEIBHOM BJIACTH, B KOMIIETEHLIUIO
KOTOPOTO BXOIAT (DYHKIIMU TIO BBIPAOOTKE rOCYAapPCTBEHHON MOJUTUKUA U HOPMATUBHO-TIPABOBOMY
peryJMpoBaHuio B cpepe oOpareHns JIeKapcTBEHHBIX CPEICTB, (peaepabHbIM OpraHOM MCIIONTHU-
TEJIbHOW BJIACTH, B KOMIIETEHLIMIO KOTOPOTO BXOJUT OCYILECTBIEHUE rOCYJAPCTBEHHOI'O KOHTPOJIS U
Hag3opa B cpepe oOpaleHus JIeKapCTBEHHBIX CPEACTB, (peaepabHbIM OpPraHOM HCTIOTHUTETbHOM
BJIACTH, OCYLIECTBIISIONIMM (PYHKLIMU 110 OKA3aHUIO TOCYAAPCTBEHHBIX YCIIYT, YIIPABJIECHUIO TOCyAap-
CTBEHHBIM MMYIIIECTBOM U MPABOIPUMEHUTENbHbIE (PYHKIMH, 32 UCKIII0OYeHHEM (DYHKIIHI MO KOH-
TPOJTIO ¥ HA/130pY, B chepe oOpaltieHu s JIeKapCTBEHHBIX CPE/ICTB, M OPraHaMM UCTIOJTHUTEILHOU BJla-
ctu cyObeKToB PO.

B xommMeHTHpyemMoMm 3akoHe Ton0OHOW HOpMBI HeT. COOTBETCTBEHHO, ISl ONpeeIeHUS
COOTBETCTBYIOIIMX YIOJTHOMOYEHHBIX (he/lepaIbHbIX OPraHOB UCIIONHUTEIBHOW BIACTH HEOOXOAUMO
oOpararbcsi K JEUCTBYIONIEH CUCTEME U CTPYKTYpe TaKUX OPraHoB.

Vkazom Ilpesunenta PO or 9 mapra 2004 r. Ne 314 «O cucreme u cTpykrype Qenepaib-
HBIX OPTaHOB UCTIOTHUTEILHOU BIacTH» > (I1. 1) yCTaHOBJIEHO, UTO B cUCcTeMY (hbe/iepalbHbIX OPraHOB
WCTIONIHUTENIBHOW BJIACTU BXOIAT (pefiepaibHble MUHUCTEPCTBA, (hefiepaibHble CIy:KObl 1 (hefiepaib-
Hble areHTcTBa. CTpyKTypa (peliepaibHbIX OPraHOB MCIIOJHMUTENIBHOM BJIACTH YTBEPXKJEHA YKa30M
[Tpesunenrta PP ot 12 mas 2008 r. Ne 724 «Bonpocsl cuctembl U CTPYKTYpbl (peAepasIbHbIX OPraHOB
UCTIONIHUTENIBHOW BIACTH» 2 (B pell. OCIAEAYOIUX U3MEHEHHUH).

CoOTBETCTBYIOIIMMY YIIOJIHOMOUYEHHBIMY (peJiepasIbHbIMU OpraHaMu MCIIOJIHUTEIbHOM BJIACTH
SIBJISTIOTCSI:

Munsgpascoupassutusa Poccun, sasismomeecs cornacHo 1. 1 Tlomoxenns o Munucreperse
3/IpaBOOXpPaHEHHUs U colmaibHOro pasButusi Poccuiickoit depepaiu, yTB. nocraHosjieHueM [lpa-
ButenbcTBa PO ot 30 mions 2004 r. Ne 32127, ¢enepaabHbIM OpraHOM HMCHOJHHUTEIBHON BJIACTH,
OCYIIECTBJISIIOIUM (DYHKIIMH IO BEIPAOOTKE rOCYAapCTBEHHOMN OJIMTUKY Y HOPMATUBHO-TIPABOBOMY
perympoBaHuio B cepe, B TOM Yucie papMalieBTUIeCKOU IeATeIbHOCTH, KauecTBa, 3 eKTUBHO-
CTU 1 O€30MaCHOCTH JIEKAPCTBEHHBIX CPEICTB (O(pUIIMATBHBIN callT oprana: www.minzdravsoc.ru);

Mumncenbxo3 Poccun, siBistiorumiics coriacHo 1. 1 Tlonoxkennsi o MuHUCTEpCTBE CETbCKOTO
xo3siiictBa Poccuiickoit ®epepaimu, yTB. noctaHoBieHueM IIpasurenscrBa PO ot 12 utons 2008 r.

25 C3 PD. —2004. — Ne 11. — Cr. 945.
26 Tam ke. — 2008. — Ne 20. — Cr. 2290.

27 Tam ke. — 2004. — Ne 28. — Cr. 2898.
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Ne 45028, henepaTbHBIM OpraHOM UCTIOJTHUTETBHOM BJIACTH, OCYIIECTBIISIOMUM (PYHKIIMHU TIO BhIpa-
O0TKe TOCyJapCTBEHHOM MOJUTHKU M HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHUIO B cpepe arpomnpo-
MBIIJIEHHOTO KOMILJIEKCa, BKJII0Yasi BETEpUHAPHIO (O(pULIMAJIbHBINA CAUT OpraHa: Www.mcx.ru);

Poc3npaBHangzop, sensonmiics cornacHo 1. 1 [Tonoxenus o @enepanbHOM CIy)Oe 1Mo Haa3opy
B cepe 3ApaBOOXpaHEHMS U COLMAIBHOTO Pa3BUTHs, YTB. octaHoBeHueM [IpaBurensctea PO ot
30 mionst 2004 r. Ne 323 «O06 yrBepxaennu [Tonoxenus» 2, peaepaibHbIM OpPraHOM HUCTIOJTHUTEb-
HOW BJIaCTH, OCYLIECTBIISIONIUM (PYHKLIMHU IO KOHTPOJIIO U HA/A30py B cdepe 31paBOOXpaHEHUs U
COLIMAJILHOTO Pa3BUTHS (O(pULIMATIBHBIN cailT oprana: www.roszdravnadzor.ru);

Poccenbxo3nanzop, sisomuiics cornacHo 1. 1 [Nonoxenus o ®enepanbHOi ciyxoOe 1o BeTe-
PUHApPHOMY M (PUTOCAHUTAPHOMY Ha/30py, YTB. noctaHosjeHueM IlpasutensctBa PP ot 30 uioHs
2004 1. Ne 327, (peepaibHbIM OPraHOM MCTIOJTHUTEILHOM BJIACTH, OCYILIECTBIISIONIM (DYHKIIMH O
KOHTPOJIIO U HA/A30py B cepe BerepuHapuu (cM. Takke rnocraHosienue [IpaBurensctBa PP ot 8
arpenist 2004 1. Ne 201 «Bompocskt ®epepaibHOi cy)O0bl 0 BETEpUHAPHOMY U (PUTOCAaHUTAPHOMY
Ha/1BOpy»>!; O(PUITMAITBHBIN CAlT OpraHa: www.fsvps.ru);

®CKH Poccuu, aensioriasicst cormnacHo 1. 1 [Tonoxenns o PenepanbHont cmyx6e Poccuiickoi
depeparu Mo KOHTPOJTIO 32 000POTOM HAPKOTHKOB, YTB. YKazoM [Ipesunenta PP or 28 mions 2004
r. Ne 9762, herepaibHbIM OpraHOM UCTIOTHUTEILHOM BJIACTH, OCYIIECTBIISIIONNM (DYHKIIMH IO BhIpa-
OO0TKe rocy1apCTBEeHHOHN MOMUTUKY, HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHUIO, KOHTPOJIIO U HAI30DPY
B c(pepe 000pOTa HAPKOTUYECKUX CPEACTB, IICMXOTPOIHBIX BEIIECTB M MX MPEKYPCOPOB, a TAKKe B
00JacT! POTUBOAEHCTBUS UX HE3aKOHHOMY obopoty. Tam e ycranoieHo, uto @CKH Poccru
CIIEIMAJIBHO YTIOJIHOMOYEHA Ha pellieHue 3a/1a4 B cepe 000poTa HAPKOTUUECKUX CPEICTB, MCUXO-
TPOIHBIX BEIIECTB M UX MTPEKYPCOPOB, a TaKke B 00JACTU MPOTUBOAEHCTBUS UX HE3AKOHHOMY 000-
poty (oduniManbHbIi caT opraHa: www.fskn.gov.ru);

®MPBA Poccun, siBnsomeecst coracHo 1. 1 Tlomoxenus o ®eepaabHOM MeIUKO-OUOTIO-
T'MYECKOM areHTcTBe, YTB. nmoctaHoBieHueM IlpaButensctBa PP ot 11 ampens 2005 r. Ne 20633,
(benepanbHBIM OpPraHOM MCIIOTHUTENIBHOM BJIACTH, OCYILECTBIISAIOIMM (DYHKIMU MO OKa3aHUIO TOCy-
JIAapCTBEHHBIX YCIYT W YIPABJICHUIO TOCYJAPCTBEHHBIM MMYIIIECTBOM B c(pepe 3/1paBOOXpPAHEHUS U
COLIMAJIBHOTO pa3BUTHs (O(bUIIMAIbHBIN caldT opraHa: www.fmbaros.ru).

YMecTHO ynoMsiHyTh, YTO B COOTBETCTBUU C MoctaHoBjieHueM [lpaButensctBa PO ot 27
oktss0pst 2008 1. Ne 7853 obOpazoBan CoBeT MO pa3BUTHIO (DAPMALIEBTUUECKON U METUIMHCKON
npomsiiieHHocTH nipu [IpaBurtensctee P®. Dtum ke nocraHoBieHneM yTeepikaeHo [lonoxkenue o
HazBaHHOM CoBerte, corsacHo 1. 1 kotoporo CoBeT sIBJISIETCSI TOCTOSIHHO JICUCTBYIOIIUM COBEIla-
TEJIbHBIM OpPraHOM, OOpPa30BaHHBIM B HEJISIX pa3paOOTKH MPeJIOKEHUN, CBA3aHHBIX C pean3arueit
rOCYy/IapCTBEHHOM MOJUTHKY B 00JIACTH pa3BUTHS (hapMalleBTUIECKON 1 MEAUIIMHCKOMN MPOMBIIILIEH-
Hoctu B Poccun.

28 C3 Pd. - 2008. — Ne 25. — Cr. 2983.
2 Tam xe. — 2004. — Ne 28. — Cr. 2900.
30 Pr. — 2004. — Ne 150. — 15 nons.

31 C3 Pd. —2004. — Ne 15. — Cr. 1493.
32 Tam xe. — Ne 31. — Cr. 3234.

3 C3 PO. - 2005. - Ne 16. — Cr. 1456.

3% Tam xe. — 2008. — Ne 44. — Cr. 5088.
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A. H. Bopucos. «KommenTapuii k ®enepampaomy 3akony ot 12 ampesnst 2010 r. Ne61-D3 «O06 oOparieHun JeKapCcTBeH-
HBIX CPEJICTB» (TIOCTATEHHBIN )»

Cratbs 6. [lotHOMOUYMSI OPraHOB HCIOJHUATEJIHLHON
BJacTu cyobekTa Poccmiickoin ®egepanun
Ipu oOpaIeHuN JeKapCTBEHHbIX CPEJICTB

K nosHOMOYMSM OpraHoB HMCHOJHUTENBHON BacTu cyObekTa Poccuiickoii
denepanyu npu 0OpaILIEHNH JIEKAPCTBEHHBIX CPEJCTB OTHOCATCS:

1) pa3paboTka ¥ peaiu3alsi PEerMOHATBHBIX MPOrpaMM OOecTeYeHust
HaceJIeHUs1 JIEKapCTBEHHbIMU MpenapaTamu;
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A. H. Bopucos. «Kommenrapuii k ®esiepanbrHomy 3akony ot 12 ampestst 2010 r. Ne61-d3 «O06 obOpaltieHuu JieKapcTBeH-
HBIX CPE/ICTB» (IIOCTATEUHBIN )»

KoHen 03HaKOMHUTEJIBHOT0 (pparmMeHra.

Texkcr npenocrasieH OO0 «JIutPec».

[IpounTaiiTe 3Ty KHUTY LIEJIMKOM, KYIMB IIOJHYIO JIEraJbHYIO Bepcuio Ha JlutPec.

BesomnacHo onnatuTh KHUTY MOKHO OaHKOBCKOM Kaprtoit Visa, MasterCard, Maestro, co cuera
MOOWIIBHOTO TenepoHa, C TUIaTeKHOro tepMuHana, B catone MTC wm Cesi3Hoii, yepes PayPal,
WebMoney, fAunekc.densru, QIWI Komesnek, 60HyCHbIME KapTaMu WX APYTUM YIOOHBIM Bam crio-
COOOM.
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