[Mpunsr [N'ocynapctBennoit ymoit 24 mapta 2010 rona

Ono6pen Coserom ®eneparuu 31 mapta 2010 rona

['maBa 1. O0Omume moJIoKeHus

Cratps 1. [Ipenmer perynupoBanus Hactosuiero denepanbHoro 3akoHa

1. Hacrosiuii ®@enepanbHblil 3aKOH PEryJIUPYET OTHOIICHMS, BO3HUKAIOIIHE B
CBSI3M C oOOpameHueM — pa3paboTKOH, MTOKIMHUYECKUMU MCCIEA0BaHUSMU,
KIINHUYECKUMH UCCIEN0BAaHUSAMMU, SKCIIEPTU30M, TOCYTapCTBEHHON PETUCTPALIUEN,
CO CTaHJApPTU3ALMENd U C KOHTPOJEM KayeCTBA, MIPOU3BOJACTBOM, U3TOTOBJICHUEM,
XpaHEHUuEeM, IIEpPeBO3KOM, BBO30M B Pocculickyro denepanuro, BBIBO30M U3
Poccuiickonn ®enepanuu, peknaMon, OTIIYCKOM, pealln3aluei, Iepenaydci,
IIPUMEHEHUEM, YHUUYTOKEHUEM JICKAPCTBEHHBIX CPEIICTB.

2. Hactosamuii ®denepanbHblil 3aKOH YCTAHABIMBAET IPUOPUTET TOCYJAPCTBEHHOTO
peryianupoBaHusi 0O€30MacHOCTH, KadecTBa MU A(PPEKTUBHOCTU JIEKAPCTBEHHBIX

CPEIICTB MPHU UX OOPAIECHHUU.

Cratbs 2. Cepa mpumeHeHust HacTosimero denepaibHOro 3aKOHA
Hacrosmuii denepanbHblii 3aKOH NPUMEHSAETCS K OTHOIICHUSAM, BO3HHUKAIOIIUM
npu oOpalieHUMH JIEKapCTBEHHBIX CpPEICTB Ha Teppuropun Poccuiickoi

denepanum.

Cratbs 3. 3aK0HOIaTEILCTBO 00 OOpAIEHUH JICKAPCTBEHHBIX CPECTB

1. 3akoHOmaTeNnbcTBO 00 OOpaIleHWH JIEKAPCTBEHHBIX CPEICTB COCTOWT U3
Hacrosiero denepanbHOro 3akoHa, APYrux ¢eaepaibHbIX 3aKOHOB W HWHBIX
HOPMAaTUBHBIX MPAaBOBbIX akTOB Pocculickon denepanumn.

1.1. 3akoHOmaTensCTBO 00 OOpaIeHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHHUH
IOPUJIMYECKUX JIUI U UHIAUBUAYAIBHBIX MPEANPUHUMATENICH, OCYIIECTBISIONINX
JEATEIbHOCTh Ha TEPPUTOPUM MEXKIYHAPOJHOIO MEIMUIIMHCKOrO KjacTepa,

INPpUMCHACTCA C YUCTOM OCO6CHHOCT€I>1, YCTAHOBJICHHBIX CD@IICp&HBHBIM 3aKOHOM



"O MeXIyHapoJHOM MEIUIMHCKOM KJacTepe M BHECEHWU U3MEHEHUW B
OTJIEJIbHBIE 3aKOHOAAaTeNbHbIE aKkThl Poccuiickoit denepanun’.

2. [evictBue Hacrosimero @enepallbHOrO 3aKOHA  PAacHpOCTpaHseTCs Ha
oOpalleHue HApPKOTUYECKUX JICKAPCTBEHHBIX CPEACTB W  ICUXOTPOIIHBIX
JIEKapCTBEHHBIX  CPEICTB €  Y4eTOM  OCOOEHHOCTEH,  YCTaHOBJIEHHBIX
3aKoHoAaTenbCTBOM Poccuiickoii ®Penepauud O HAPKOTUYECKUX CPENICTBAX,
MICUXOTPOMHBIX BEIIECTBAX U 00 UX MPEKypcopax.

3. [MHetictBue Hacrosimero DenepalibHOrO 3aKOHA PAacHpOCTpaHseTCs Ha
oOpamienre paanodapMalieBTUYECKUX JIEKAPCTBEHHBIX CPEACTB C  YYETOM
OCOOCHHOCTEM, YCTAHOBJICHHBIX 3aKOHOJAATENIbCTBOM Poccuiickoit deaeparuu B
o0nactu oOecrieueHrs pailalliOHHON O€30MaCHOCTH.

4. Ecnum MeXIyHapoJIHbIM J0roBopoM Poccuiickoit ®enepanuu yCTaHOBJICHBI
VHBIC MpaBUJIa, YEM TE, KOTOPBIE MPEAYCMOTPEHBI HacToAlMM DenepanbHbIM
3aKOHOM, IPUMEHSAIOTCA IPaBUila MEXAYHAPOIHOTO 10TOBOpa.

5. B Poccuiickoit @enepannu B COOTBETCTBUU C MEXAYHAPOJHBIMU JOTOBOpaMU
Poccuiickoit ®denepaunu 1 (WiM) Ha OCHOBE MPHUHLMIA B3aUMHOCTH MPU3HAKOTCA
pe3yabpTaThl KIMHUYECKUX HWCCIECIOBAHUM JIEKAPCTBEHHBIX IMPENapaToB I
MEIMIMHCKOIO TPUMEHEHHUs, NPOBEICHHBIX 3a IpPEAeiiaMu TEPPUTOPUHU

Poccuiickonn denepanum.

Cratpst 4. OCHOBHBIE MOHSTHS, HCIHOJb3yeMble B HactosiuleM dDeaepaibHOM
3aKOHE

Hna nenent Hacrosimero denepajibHOIO 3aKOHA MCIIOIB3YKOTCS  CIIEAYIOLIUE
OCHOBHBIE TIOHATHSA:

1) nekapCTBEHHBIC CPEICTBA — BEHICCTBA MJIM MX KOMOHWHAIIUH, BCTYIAIOIINE B
KOHTAKT C OPraHU3MOM 4YE€JOBEKa WM >KMBOTHOI'O, IIPOHMKAIOLIME B OpraHbl,
TKaHU OpPraHu3Ma 4YeJOBEeKa WJIM KMBOTHOTO, IPUMEHSEMbIE i1 MPOPUIAKTHKHY,
JUArHOCTUKM (32  MCKJIIOYEHUWEM  BEUIECTB WJIM HUX KOMOMHAnud, He
KOHTaKTHPYIOIIMX C OPraHu3MOM 4YeJIOBEKa WM IKUBOTHOIO), JIEYEHUS

3360J’I€B3HI/I}I, pea6I/IJII/ITaHI/II/I, JIIs1 COXpaHCHHUA, MpeaAOTBpaIICHUA NI



npepbIBaHrs OEPEMEHHOCTH U MOJTYYEHHBIE U3 KPOBH, TUIa3Mbl KPOBH, U3 OPTAHOB,
TKaHEH OpraHW3Ma YeJOBEKa WJIM XKUBOTHOTO, PACTCHHI, MHUHEPAJIOB METOIAMH
CUHTE3a WU C NPUMEHEHHEM OMOJOTMYECKUX TexHojorui. K nexkapcTBeHHBbIM
CpeIcTBaM OTHOCITCS  (papMarieBTUYECKUE CyOCTaHIIMA U JIEKApPCTBEHHBIC
npenaparsl;

2) dapMareBTHUECKasi CYOCTaHIIUS — JICKApPCTBEHHOE CPEACTBO B BHUJE OJHOTO
WJIM HECKOJIbKMX 00J1aaromux (papMaKoJIOTHIeCKOW aKTHBHOCTHIO JIEHCTBYFOIIHX
BEIIECTB BHE 3aBUCUMOCTH OT MPUPOJIbI IPOUCXOKICHHUS, KOTOPOE MPEeTHAZHAYCHO
JUTSI TIPOU3BOJICTBA, M3TOTOBJICHHSI JICKAPCTBEHHBIX MPEMApaTOB U OMPEACISICT UX
3 PEeKTUBHOCTD;

3) BcmomoraTeiabHbIE — BEIIECTBA —  BEIIECTBA  HEOPraHMYECKOTO WM
OpPTaHUYECKOTO TIPOMCXOXKIEHHUS, HCIOJIb3yeMble B IIPOIECCE IMPOM3BOJICTBA,
U3TOTOBJICHUS JICKAPCTBEHHBIX MPEMapaTtoB s MNPUIAHUS UM HEOOXOIMMBIX
(bU3UKO-XMMUYECKUX CBOMCTB;

4) neKkapCTBCHHBIE TIpermapaTbl —  JICKAPCTBCHHBIC CPEJICTBA B BHJIC
JIEKapCTBEHHBIX (HOPM, IPUMEHSIEMBIE IS TPODUIAKTUKH, TUATHOCTUKH, JICUCHUS
3a0oeBaHusl, peadWIMTalMK, JUIsl COXPAaHEHUs, MPEeNOTBpAlCHUS WU
npepbIBaHus OCPEMEHHOCTH;

5) nekapcTBeHHas (GopMa — COCTOSHHE JIGKAPCTBEHHOTO  Tpernaparta,
COOTBETCTBYIOIIIEE CIIOCO0AM €ro BBEJCHUS W MPUMEHEHHUS W O0CCIECYMBAIOIICE
JIOCTHXKEHHUE HEOOX0AMMOT0 jIeueOHOoro 3¢ dexra;

5.1) no3upoBKa — COJICPIKAHUE OHOTO MM HECKOJIBKUX JCHCTBYIOIIHUX BEIIECTB
B KOJIMYECTBCHHOM BBIPQKCHUW HA CIWHMILY JI03bI, WM SIUHUILYy o0beMa, WIIN
CIMHUITY MAaCChl B COOTBETCTBUHU C JICKAPCTBEHHOU (POPMOIT MO0 1711 HEKOTOPBIX
BHJIOB JICKAPCTBEHHBIX (DOPM KOJMYECTBO BBICBOOOXKIAEMOTO W3 JIEKAPCTBCHHOU
(bopMBI JCHCTBYIOIIETO BEIIECTBA 32 €IUHUILY BPEMEHU;

6) nepedyeHb KU3HEHHO HEOOXOAMMBIX U BOKHEHIIINX JICKAPCTBEHHBIX MPENapaToB
— eXerogHo yreepxkaaeMbii [IpaBurensctBoM Poccuiickot denepannu nepeyeHb
JIEKapCTBEHHBIX TPEMapaToB JIsi MEIUIIMHCKOTO TIPUMEHEHUS, 00EeCTIeUnBAIOTIX

MPUOPUTETHBIE MOTPEOHOCTH 3APABOOXPAHEHUS B LEIAX MNPOPUIAKTUKH U



JedeHuss 3aboneBaHMii, B TOM 4YHCJIE MpeoOJafaliuX B  CTPYKType
3a0oneBaeMocTH B Poccuiickoit @enepannu;

6.1) opdaHHBIC JIeKapCTBEHHBIC IpemapaTbl — JICKAPCTBEHHBIC IMPENapaThl,
MpeAHA3HAYCHHBIE MCKIIOUUTENIBHO JUIsl JAMArHOCTUKW WM MaTOT€HETHYECKOIo
nedyeHust (JICYCHHUs, HATIPABJICHHOTO HA MEXaHU3M Pa3BUTHS 3a00JICBAHUS) PEIKUX
(ophanHbIX) 3200€BaHMIA;

6.2) Omonorndeckue JIEKapCTBEHHBIC TpenapaThl — JEKAPCTBEHHBIC MPENaparhl,
JEHWCTBYIOIIEE  BEHIECTBO  KOTOPBIX  NIPOM3BEACHO WM  BBIACICHO U3
OMOJIOTMYECKOTO0 MCTOYHUKA M JUISl ONPEJEICHHUs] CBOMCTB M KauecTBa KOTOPBIX
HE0OXOoMMa KOMOUHAIMS OUOJOTUYECKUX U (PUBHKO-XMMHUYECKHX MeToAoB. K
OMOJIOTUYECKUM JICKAPCTBEHHBIM IpernapaTraM OTHOCATCS UMMYHOOHOJIOTHYECKUE
JIEKapCTBEHHBIC MpenapaThl, JICKAPCTBEHHBIC TMpernapathl, MOJIyUYeHHbIE U3 KPOBH,
I1a3Mbl  KPOBM UEJIOBEKA W KUBOTHBIX (32 MCKIIOYEHHUEM LIETBbHOM KpOBH),
OMOTEXHOJIOTUUECKHE  JICKAPCTBEHHBIE  TpEeraparhl, TE€HOTEPANECBTUUYECCKUE
JIEKapCTBEHHBIE MTpENapaThl;

7) UMMYHOOHOJIOTHYECKHE JICKApPCTBEHHBIC Mpernapatbl — JIGKAPCTBEHHBIC
npenaparsl, IpeAHa3HauYeHHbIC JJ1s1 (POPMUPOBAHUSI AaKTUBHOT'O WJIM MACCHUBHOIO
UMMYyHUTETAa JHOO0 JUArHOCTUKM HAJIWYUS HWMMYHUTETAa WM JHArHOCTHUKU
cnenupuIecKoro MpUOOPETEHHOTO M3MEHEHHUS WMMYHOJIOTMYECKOrO0 OTBETa Ha
ajuiepruzupyromue  BemiectBa. K =~ MMMYyHOOMOJOTMYECKHUM  JIEKAPCTBEHHBIM
npenapataM  OTHOCSITCS  BAaKIMHBI, AHATOKCUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJJIEPreHbI;

7.1) OWOTEXHOJOTMYECKHE JICKAPCTBEHHBIC IMperaparbl — JIGKAPCTBCHHBIC
npenapartbl, MPOU3BOACTBO KOTOPBIX OCYIIECTBISIETCA C HCIOJIb30BaHUEM
OMOTEXHOJOTHUUECKUX MPOIecCOB U MeTo10B (B ToM uucie JJHK-pexkomOuHaHTHOM
TEXHOJIOTUU, TEXHOJIOTUU KOHTPOJUPYEMON HSKCIPECCUM T€HOB, KOAUPYIOIINX
OMOJIOTUYECKH aKTHBHBIE O€JIKM B TPOKAPUOTAX U DyKApPHOTax, BKIOUAs
W3MEHEHHbIC KIJIETKM MJICKOMUTAIONINX), THOPUIOMHOIO METOJla MU METoja

MOHOKJIOHAJIbHBIX aHTUTCII,



7.2) TeHOTepaneBTUYECKHE JICKApCTBEHHBIC TIperaparbl — JIEKAPCTBEHHBIC
npenaparsl, (papManeBTHIeCcKasi CyOCTaHIIUs KOTOPBIX SBISACTCS PEKOMOMHAHTHON
HYKJIGMHOBOM KHCJIOTOM WJIM BKJIIOYAET B c€Osl peKOMOMHAHTHYIO HYKJICHHOBYIO
KHUCJIOTY, TO3BOJISIIOIIYIO0 OCYILIECTBJISATh PETYJIMPOBAHUE, PEMAPALNIO, 3AMEHY,
n00aBIeHNE WK yAaJICHUE TEHETUYECKOM 1MOCIIeI0BAaTeIbHOCTH;

8) HapKOoTHYECKHE JICKAPCTBEHHBIC CPEJACTBA — JICKAPCTBCHHBIC IIpermapaThl U
dbapmareBTHUECKHEe CYOCTaHIIMU, COJACpIKAIIUe HAPKOTHYECKUE CpEeACTBA U
BKJIIOUCHHBIC B [lepeueHb HAPKOTUYECKUX CPEACTB, ICUXOTPOITHBIX BEIIECTB U UX
MPEKYypCOpOB, TOMIeKauMX KOHTpono B Poccuiickonn  ®enepanuu, B
COOTBETCTBHMHM C 3aKOHOAATENBCTBOM Poccuiickon denepanuu, MEXIyHAPOIHBIMU
norosopamu Poccuiickorn denepanuu, B TOM 4yucie EAWHOWM KOHBEHUUEH O
HapKOTHYECKuX cpeacTBax 1961 rona;

9) NCUXOTPOITHBIC JIEKAPCTBEHHBIC CPEICTBA — JICKAPCTBCHHBIC Npenaparbl U
dbapmaneBTUUECKHE CYOCTaHIIMU, COJEpXKallhe TCUXOTPOITHbIE BEIECTBA U
BKJIIOUEHHBbIE B [lepeyeHb HApKOTUUYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB U UX
MPEKYpPCOPOB,  MOJICKAIMUX KOHTpoiarw B  Poccuiickonn  ®Denepanuu, B
COOTBETCTBHHM C 3aKOHOAATENBCTBOM Poccuiickon deneparuu, MEXIyHAPOIHBIMU
noroBopamu Poccutrickoit @enepannu, B ToM yncie KOHBEHIIMEN O MCUXOTPOITHBIX
BemectBax 1971 rona;

10) paguodapmarieBTHYECKHE JICKApCTBEHHBIC CpPEJICTBA — JICKAPCTBEHHBIC
CpEICTBa, KOTOPHIE COJAEpX aT B TOTOBOM Jisi HWCIIOJIb30BaHUsA (opme oJuH
PATMOHYKIIU/T MU HECKOJIBKO PAIMOHYKIIUIOB (PaIuOaKTUBHBIX U30TOTIOB);

11) pedepeHTHBIN JIGKAPCTBEHHBIM TpenapaT — JCKapCTBEHHBIN Ipernapar,
KOTOPBIM BIIEpBbIC 3apeructpupoBaH B Poccuiickorn Penepannu, KadecTBO,
3 PeKTUBHOCTh U 0€30MacCHOCTh KOTOPOTO J0Ka3aHbl HA OCHOBAHUHU PE3YJIbTATOB
JOKIIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB W  KIMHUYECKHUX
WCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB, IMPOBEICHHBIX B COOTBETCTBUU C
TpeOboBaHusiMU vacted 6 u 7/ crarbu 18 nHactosimero denepanbHOro 3aKoHa B
OTHOIICHUH JICKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHHUs JM0O0 B

COOTBETCTBHHU C TpC6OBaHI/IHMI/I crateu 12 HaCcTOAIICTO CDCI[epaHBHOFO 3daKOHa B



OTHOILIEHUHU JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO MPUMEHEHUS, U
KOTOPBIM UCMONB3YyeTCs AJIsl OLIEHKH OMOKBUBAJICHTHOCTH WJIM TEPANEBTUUYECKOU
HKBUBAJICHTHOCTH, KauecTna, s dexTuBHOCTH u 0e30macHOCTH
BOCITPOMU3BEJICHHOTO WM OWOaHAIOroBOro (OMOMOM00HOTO) JIEKapCTBEHHOTO
npenapara;

12) Bocmpou3BeICHHBIN JICKAPCTBCHHBIN MpernapaT — JIGKAPCTBEHHBIN Mperapar,
KOTOpPBIA HMMEET TAKOM K€ KAYECTBECHHBIM COCTAB M KOJWYECTBECHHBIM COCTaB
JEUCTBYIOLIUX BEIIECTB B TAKOW ke JICKapCTBEHHOU (opMe, UTO U pedepeHTHBIN
JIEKapCTBEHHBIM TIpenapaT, MU OWOAKBUBAJIECHTHOCTb WJIM TepaneBTHYECKas
HDKBUBAJICHTHOCTh ~ KOTOPOrOo  pedEepeHTHOMY JIEKApCTBEHHOMY  Mpenapary
MOATBEPAKAEHA COOTBETCTBYIOIINMU UCCIEIOBAHUIMU;

12.1) TepameBTHYECKas JKBHUBAJCHTHOCTh —  JOCTHXKCHHE  KIMHUYCCKH
COMOCTAaBUMOI0 TEPANEBTUUECKOTO d(deKxTa Nnpu NMPUMEHEHUH JIEKAPCTBEHHBIX
MpenapaToB [Jsi MEAUIMHCKOTO MPUMEHEHUsSl Ui OJHOM W TOW K€ TPYNIbI
OOJIBHBIX IO OJTHUM M TE€M K€ TIOKa3aHUsIM K TPUMEHEHHUIO;

12.2) 6uoanasoroBelii (OMOMOMOOHKIN) JIEKAPCTBEHHBIN MpenapaT (OrnoaHaaor) —
OMOJIOTMYECKUN JIEKApCTBEHHBIN MpernapaT, CXOXUU M0 HapameTpaM KayecTsa,
sbdexkTuBHOCTH W 0€30MacHOCTH C  pedepeHTHBIM  OUOJIOTHYECKUM
JIEKapCTBEHHBIM TIPEMapaToM B TaKOW K€ JIEKaPCTBEHHOW (opMe U HMEIOIIHIA
UJICHTUYHBIN CIIOCOO BBEJICHUS;

12.3) B3anMO3aMEHSIEMBbIil JIEKAPCTBEHHBIN Mpenapat — JIGKAPCTBEHHBIN Mpernapar
C JJOKa3aHHOM TepareBTUYECKON SKBUBAJICHTHOCTHIO MJIM OMO’KBUBAJICHTHOCTHIO B
OTHOIIICHUH pedeperTHOTO JIEKapCTBEHHOTO npenapara, UMEIOLTU I
HDKBUBAJICHTHBIE €My KAUEeCTBEHHBIM COCTaB M KOJUYECTBEHHBIM COCTaB
JEUCTBYIOIIUX BEIIECTB, COCTAB BCIOMOTATENIbHBIX BEILECTB, JEKAPCTBEHHYIO
dbopmy u crioco0 BBeICHNUS,

13) nekapCTBEHHOE PACTUTEIBHOE ChIPhE — CBEYKHE WMJIM BBICYIIICHHBIC PaCTCHUS
au00 HMX 4YacTU, WCIOJb3yeMble JJis IMPOU3BOJCTBA JICKAPCTBEHHBIX CPEJICTB
OpraHU3alUSIMU — MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEJICTB WM U3TOTOBJICHUS

JICKAPCTBCHHLIX IIPCIIaparoB allTCYHBIMMU  OpraHu3alusaiMu, BCTCpPpHUHAPHBIMU



anTeYHBIMA  OPTAaHM3AIUSMU,  WHIUBHAYAIHHBIMH  TPEINPUHUMATEIISIMH,
UMEIOIIINMH JIUTICH3HIO Ha (hapMaIieBTUIECKYIO IeATeIbHOCTH;

14) nekapCTBEHHBIM pPACTUTENILHBIA Mpernapar — JIGKAPCTBEHHBIW Mperapar,
MPOU3BEACHHBI WM UW3TOTOBJEHHBIA W3 OJHOrO BHUJA JIEKAPCTBEHHOIO
PACTUTENBHOTO ChIPhSl MM HECKOJIBKUX BHUJOB TaKOTO CBHIPbS U PEATM3yeMblid B
pacdacoBaHHOM BHJIE BO BTOPUYHOM (MMOTPEOUTEIHCKOM) YIIaKOBKE;

15) romeomnaTudeckuil JEKapCTBEHHBIN Mperapar — JIEKapCTBEHHBIN Iperapar,
MPOU3BEJCHHBIM WM W3TOTOBJICHHBIN W3 (hapMaleBTUUECKOW CYOCTaHIMU WIIU
(dbapMalleBTUUECKUX CYOCTaHIIMi B COOTBETCTBMM C TPEOOBAHUSIMU OOIIMX
(dhapMakomneHHbIX cTaTell K TOMEONAaTUYECKUM JIEKapCTBEHHBIM IpernapaTaM Wiu B
COOTBETCTBUM C TpeOOBaHUAMU (DapMakoren CTpaHbl MPOU3BOJIUTENS TaKOTO
JIEKapCTBEHHOTO Mpernapara;

16) MexayHApOIHOE HEMATEeHTOBAHHOEC HAMMEHOBAHHE JICKAPCTBEHHOTO CPEICTBA
— HaMMEHOBAaHUE JICHCTBYIONIIETO BellecTBa (hapMalleBTHUECKONW CyOCTaHIINH,
PEKOMEHI0BaHHOE BcemupHON opraHu3anuei 31paBOOXpaHEHHUS;

17) ToproBoe HaMMEHOBAaHHE JIEKAPCTBEHHOTO CPEICTBA — HAaWMCHOBaHUE
JIEKAQpPCTBEHHOT'O CPEJICTBA, MPUCBOCHHOE €ro pa3padOTUYMKOM, JIepiKaTejieM WIH
BJIAJICJIBIIEM PETUCTPAIIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO TIpernapara;

17.1) rpynmupoBOYHOEC HAWMCHOBAaHHE JICKAPCTBEHHOIO  Mperapara —
HAaUMEHOBAaHUE JICKAPCTBEHHOTO IIpenapara, HE HMEIOLIEr0 MEXIyHapOIHOTO
HEMATEeHTOBAHHOTO  HAWMMEHOBAaHWS, WM  KOMOWHAIIUU  JICKAPCTBEHHBIX
npenapaToB, HCIOJIb3YeMOE B IENAX OObEIMHEHUS HUX B TPYNNy TMOJ €IUHBIM
HAaUMEHOBAHUEM MCXO/I U3 OJIMHAKOBOT'O COCTaBa JCHCTBYIOIINX BEIIECTB;

18) oOmas  QapmakoreiiHas  cTaThs —  JIOKYMEHT,  YTBEP)KICHHBIN
YIOJIHOMOUYEHHbIM  (eliepaJbHbIM  OpPraHOM  HCIOJHUTEILHOW  BJIACTU W
colepKalluii TIEpeueHb ToKaszaresied KadecTBa W (WJIM) METOAOB KOHTPOJIS
KauecTBa KOHKPETHOW JIEKapCTBEHHOW (POPMBI, JIEKAPCTBEHHOTO PACTHTEIIHLHOTO
CHIPbsl, OINHCAHUS OWOJOTUYECKUX, OUOXUMUYECKUX, MHUKPOOMOJIOTHYECKUX,
bU3UKO-XUMHUYECKHUX, (PU3NUYECKHX, XHMHUYECKHMX M JIPYTUX METOJO0B aHaIM3a

JICKaPCTBCHHOI'O CpCACTBA, a TaK¥Xe Tp€6OBaHI/I}I K HCIIOJB3YECMbIM B HLCIIAX



IPOBENCHHUS  JAaHHOINO  aHajdu3a pPEaKTUBaM, THUTPOBAaHHBIM  pacTBOpPaM,
UHIUKATOPaM;

19) ¢dapmakoneiiHast cTaThsi — JIOKYMEHT, YTBEPXKICHHBIN YIIOJIHOMOYCHHBIM
denepanbHBIM OpPraHOM HWCHOJHUTENBHOM BIACTH W COJAEP)KAIUN IepeueHb
noka3aTresel KauecTBa U METOJ0B KOHTPOJISI KaueCTBa JIEKapCTBEHHOT'O CPE/ICTBA;

19.1) cranmapTHbie 00pa3ibl — BEIMIECTBA, MOCPEICTBOM CPABHEHHS C KOTOPBIMH
OCYLIECTBIISIETCS. KOHTPOJIb KayeCTBAa MCCIIEIYyEMbIX JIEKAPCTBEHHBIX CPEACTB C
NOMOUIIbI0  (PU3MKO-XMUMHUYECKUX U  OMOJOIMYECKMX METOJOB B  LEJIX
NOATBEPKIAEHUS ~ COOTBETCTBUS  JICKAPCTBEHHBIX  CPEIACTB  TpeOOBaHUSAM
HOPMATHUBHOM  JOKYMEHTAllMW,  YCTAHOBJIEHHbIM  TPpU  OCYIIECTBIECHUU
rOCy/lapCTBEHHOM PETUCTpallud, W KOTOpPble NPUMEHSIOTCS s KaluOpOBKU
CTaHJAPTHBIX 00Pa3UOB MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB, UCIOIb3YyEMBIX
JUIsL KOHTPOJISI KAUeCTBA U UHBIX 1ieJied Ipu oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

19.2) ¢dapmakomneiiHbIi CTaHIAPTHBIA o00Opa3ell — CTaHAApPTHBIA 0oOpasell,
IIPOU3BEJCHHBIN B COOTBETCTBHH C (PApMAaKONEMHON CTAaThEN;

20) HOpMaTHBHAs JOKyMEHTAllUsi — JOKYMEHT, COJEpXAllhii MepeueHb
ONpENENSIEMBbIX [0 PE3yJbTaTaM COOTBETCTBYIOIMX JKCIEPTU3 TOKazarenen
KauecTBa JIEKAPCTBEHHOI'O CPEJICTBA JUIsl MEIWLHUHCKOIO NPUMEHEHHs, METOJIOB
KOHTPOJISI €ro Ka4eCTBa U YCTAaHOBJICHHBIN €r0 MPOU3BOJUTENIEM;

21) HOpMATHBHBIH JOKYMEHT — JOKYMEHT, COJIEp)Kalllui  TepevyeHb
ONpENEISIEMBIX 10 PE3yJIbTaTaM COOTBETCTBYIOIIMX JKCIIEPTU3 IOKa3aTesen
KauecTBa U (MJIM) METOI0B KOHTPOJISl KaUecTBa JIEKAPCTBEHHON (POPMBI, ONTUCAHUS
OMOJIOTMYECKUX, OMOXUMHYECKUX, MUKPOOHUOIOTUYECKUX, (PUIHKO-XUMUUYECKUX,
du3nYeCKnUX, XUMUUYECKUX W APYTUX METOIOB aHaju3a JICKApCTBEHHBIX CPENICTB
JUIsL BETEPUHAPHOTO MPUMEHEHHUs, TpeOOBaHUS K MHCIOJIb3YEMBIM B LEJAX
IPOBENCHHUS  JAHHOINO  aHajiu3a pPEaKTUBaM, THUTPOBAaHHBIM  pacTBOpPaM,
WHIMKATOpPaM U YCTAaHOBJIEHHBIA €ro MPOU3BOIUTENIEM;

21.1) oOmmii TEXHUYECKUH TOKYMEHT — KOMILICKT JOKYMEHTOB M MaTECpHAJIOB,
COCTOSILUMH W3 HECKOJIbKUX pa3lesioB — JIOKYMEHTalUuWd aJIMUHUCTPATUBHOTO

XapakTepa, XMMUYECKOHM, (papMaleBTUUECKOM M OMOJIOrMUECKOW JTOKYMEHTAallUH,



(bapMakoJIOTHIECKON,  TOKCHUKOJOTUYECKOW  JMOKyMEHTAIluW,  KIMHUYECKOU
JOKYMEHTAalluu W  MPEJCTaBISEMbId  OJHOBPEMEHHO C  3asBJICHUEM O
roCyapCTBEHHOW pPETrUCTpaluu JIEKApCTBEHHOTO Mpemnapara i MEIUIMHCKOIO
npUMeHeHus B (opMare, YCTaHOBJICHHOM YIOJHOMOYEHHBIM (heaepaabHbIM
OpraHOM HMCTIOJHUTEIBHON BIIACTH;

22) KayecTBO JIEKAPCTBEHHOTO CPEJICTBA — COOTBETCTBUE JICKAPCTBEHHOTO
cpenctBa TpeOoBaHUSAM (papMakomeiHOW CcTaTbu JIMOO B CIy4yae €€ OTCYTCTBUS
HOPMATUBHOM TOKYMEHTAIIMU UM HOPMATUBHOI'O JOKYMEHTA;

23) 0e301acHOCTh JIEKAPCTBEHHOTO CPEACTBA — XapaKTEPUCTUKA JIEKAPCTBEHHOTO
CpelICTBAa, OCHOBAHHAs Ha CPAaBHUTEIBLHOM aHaju3e ero 3(pPEeKTUBHOCTU U PHUCKA
IIPUYMHEHMS BPEA 310POBBIO;

24) >(pdeKTUBHOCTh JICKAPCTBEHHOTO TMperaparta — XapaKTepUCTHKA CTEICHH
NIOJIOXKUTEJIBHOIO  BIIMSHMSI ~ JIEKAPCTBEHHOI'O  IIpenapara Ha  TEYEHHE,
IPOAOKUTEIBHOCTh 3a00JIEBaHUS WM €r0 MPEeloTBpAllleHUE, peaduIuTalNIo, Ha
COXpaHEHUE, NPEJOTBPAILIECHNUE WU IIPEPhIBAHUE OEPEMEHHOCTH;

25) cepwusl JIGKapCTBEHHOTO CPEACTBA — KOJMYECTBO JICKAPCTBEHHOT'O CPEJCTBA,
IMPOU3BEEHHOE B  pe3yjbTaTe€ OJHOTO  TEXHOJOTMYECKOro  IMKJIa  €ro
IIPOU3BOJIUTEIIEM;

26) perucTpaloHHOEe yJOCTOBEPEHHE JISKAPCTBEHHOTO IMpernapaTa — JOKYMEHT,
NOATBEPKIAIOIMN  (DAKT TOCYAAPCTBEHHOW PErucTpaluy  JIEKAPCTBEHHOIO
npemnapara;

26.1)  nmepkarenb ~ WAM  BIAZCNEl]  PETMCTPAI[MOHHOTO  YAOCTOBCPEHUS
JIEKapCTBEHHOI'0  Mpemapara — pa3padOTYUK  JIEKAPCTBEHHOTO  CPEJCTBA,
IIPOU3BOJMTENb JIEKAPCTBEHHBIX CPEACTB WM HMHOE IOPUINYECKOE JIHLO,
oOnajaroiee MpaBOM BIIAJEHUS PETUCTPALMOHHBIM YIOCTOBEPEHUEM, KOTOPbHIE
HECYT OTBETCTBEHHOCTh 3a KadecTBO, dS(PPEeKTHBHOCTH U 0€30MaCHOCTH
JIEKapCTBEHHOI'O IIpenapara;

27) perucTpalMoOHHBIH HOMEp — KOJIOBOE OOO3HAYEHHE, MPUCBOCHHOE

JIEKapCTBEHHOMY IMperapaTy MpH €ro rocyJapCTBEHHOW pErucTpaluu;



28) oOpamieHue JIEKApCTBEHHBIX CpPEJICTB — pa3paboTKa, JTOKIMHHYSCKHE
WCCJICIOBAHMSI, KJIMHUYECKUE WCCIIENOBAaHUSA, OJKCIEePTH3a, TOCYIapCTBEHHAS
perucTpanus, CTaHAapTH3allUs ©  KOHTPOJb  KayecTBa, IPOU3BOJCTBO,
M3TOTOBJIEHUE, XPAaHEHUE, NIEPEBO3Ka, BBO3 B Poccuiickyro denepanuio, BEIBO3 U3
Poccutiickoii @enepanuu, pekiiamMa, OTIYCK, peaau3alus, nepeaada, MpUuMEHECHHE,
YHUYTOXKEHHUE JICKAPCTBEHHBIX CPECTB;

29) cyOBEKTBHI OOpaIIeHUS JCKAPCTBEHHBIX CPEJACTB — (PH3UYECKHE JIMIA, B TOM
YUCJIC  WHAWBHIyalbHBIC  MNPEANPUHUMATEIIA, W  IOPUAUYECKUE  JIMIIA,
OCYIICCTBIISIONTNE ACITEIBPHOCTD MTPU OOPAIICHUH JIEKAPCTBECHHBIX CPEJICTB;

30) pa3paboTUMK JICKAPCTBEHHOTO CpEACTBA — OpraHM3anms, o0Jaxaromas
mpaBaMd Ha PE3yJbTAaThl JIOKJIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHOIO
CpeICTBa, KIMHUYCCKUX HCCICAOBAaHUHN JIEKAPCTBEHHOTO Tpemapara W (WiM) Ha
TEXHOJIOTHUIO TIPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEJICTBA;

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB — JCATEIBHOCTH 10 MPOU3BOJICTBY
JICKapCTBEHHBIX CPEJICTB OPTraHW3AMUSIMU — MPOU3BOAUTEIIIMHU JICKAPCTBEHHBIX
CPEIICTB Ha OJHOW CTaauu, HECKOJBKUX WM BCEX CTATUSAX TEXHOJOTHYECKOTO
mporiecca, a TakkKe Mo XPaHSHUIO W peasln3allii TMPOU3BEACHHBIX JICKAPCTBEHHBIX
CPEIICTB;

31.1) mnpou3BOACTBEHHAs IUIONMIAJKA — TEPPUTOPUATBHO 000COOJICHHBIN
KOMITJIEKC TIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYCHHBIA IS
BBITIOJIHEHUSI BCETO MpOIEcca MPOU3BOJCTBA JICKAPCTBEHHBIX CPEJCTB WIIU €ro
OIIPEIICIICHHOW CTa/INu;

32) npou3BOAMTEb JICKAPCTBEHHBIX CPEJICTB — OPraHU3allks, OCYIICCTBIISIONIAS
MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C TPeOOBaAHUSIMU
HacTosmero denepanbHOTO 3aKOHA;

33) dapmaneBTHUCCKaAs ICATCIBHOCTh — AESATEIbHOCTh, BKIIIOYANOIIAs B CeOs
OTITOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMH, WX XPaHEHHUE, MEPEBO3KY U
(W) PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMHU IMpemapataM, WX OTIYCK,

XPaHCHUC, IICPCBO3KY, U3TOTOBJICHUC JICKAPCTBCHHLIX ITPCIIAPATOB,



34) opraHu3zamys ONTOBOW TOPTOBIM  JICKAPCTBCHHBIMU  CPEICTBAMH —
OpraHu3anus, OCYIICCTBIAIONIAS  OMNTOBYIO  TOPTOBIIO  JIEKAPCTBEHHBIMU
CpelCTBaMM, HX XpaHEHHE, TEePEeBO3KY B COOTBETCTBUUM C TPEOOBAHUSIMU
HacTosmero denepasbHOTO 3aKOHA;

35) amTeyHas oOpraHu3alys — OpPraHM3alvs, CTPYKTYPHOE MOjpa3iciicHue
MEIUIMHCKOM  OpraHu3allid,  OCYIIECTBIISIIOIIME  PO3HUYHYIO  TOPTOBIIIO
JICKapCTBEHHBIMU TIperapaTamMu, XpaHEeHUE, MEPEBO3KY, M3TOTOBIEHWE M OTITYCK
JIEKapCTBEHHBIX IMpEnapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHUS B COOTBETCTBHUH C
TpeboBaHUsIMU HacTosiero MeaepaibHOTO 3aK0HA;

36) BeTepuHApHAs anTeYHas OpraHM3alMs — OpraHMW3alMs, CTPYKTYPHOE
noJipa3/ieJiecHue BETEPUHAPHON OpraHu3allid, OCYIICCTBISIONIUE PO3ZHUYHYIO
TOPTOBJIIO JICKAPCTBCHHBIMHU TIpenapaTamMu, XpaHEHWEe, W3TOTOBJICHHE W OTITYCK
JIEKapCTBEHHBIX MPENapaToB /i BETEPUHAPHOTO NMPUMEHEHUS B COOTBETCTBUU C
TpeboBaHusiMU HacTosiero denepaibHOro 3aKOHA;

37) danbcuduIrpoBaHHOE JIEKAPCTBEHHOE CPEICTBO — JIGKAPCTBEHHOE CPECTRO,
COMPOBOXKIaEMOE JIOKHOM HH(POPMAIIHEH 0 ero cocTaBe U (UJIK) MPOU3BOIUTETIE;
38) He10O0pOKaYECTBEHHOE JICKAPCTBEHHOES CPEJICTBO — JIGKAPCTBEHHOE CPE/ICTBO,
HE COOTBETCTBYIOIee TpeOOBaHMAM (papMakomeHol cTaThu JHOO B Ciy4yae ee
OTCYTCTBUS TpPEOOBaHUSIM HOPMATHUBHOM JOKYMEHTAIIMM WA HOPMATUBHOTO
JIOKyMEHTA,;

39) koHTpadakTHOE JIEKAPCTBCHHOE CpPEJICTBO — JIEKAPCTBEHHOE CPEJICTBO,
HaXOoJIAIIeecss B 000pOTe ¢ HAPYIICHUEM IPakIaHCKOTO 3aKOHO/IaTEIIbCTBA,

40) TOKIMHUYECKOE MCCIICIOBAHUE JICKAPCTBEHHOTO CPEJCTBA — OHOJOTHYECKHE,
MUKPOOHOJIOTUYECKUE, UMMYHOJIOTUYECKHE, TOKCHUKOJIOTHYECKHE,
dbapmakoiorudeckue, (U3MYECKUE, XHMHYECKHE W JPYTHe HCCIICIOBAHUS
JIEKapCTBEHHOTO CPEJICTBA ITyTEM NMPUMEHEHHSI HAYYHBIX METOJIOB OIEHOK B IEJISX
MOJIYYCHHUS]  JOKa3aTeIhCTB  0O€30MAacCHOCTH, KadecTBa U A()PEKTUBHOCTH
JICKapCTBEHHOTO CPEJICTBA,

41) KIMHUYECKOE WCCIIeOBaHNE JICKAPCTBEHHOIO TIperapara — HW3YYCHHE

JUArHoOCTHYCCKUX, JIG‘lC6HI>IX, HpO(pI/IJIaKTI/I‘{eCKI/IX, (I)apMaKOJIOFI/I‘{CCKI/IX CBOMCTB



JIEKapCTBEHHOTO MperapaTa B MPOIecce ero MPUMEHEHUS Y YEIOBEKa, dKUBOTHOTO,
B TOM YHCJIE TPOIIECCOB BCACHIBAHUS, PACIIPEICIICHUS, N3MCHCHUS U BBIBEIICHUS,
MyTeM NMPUMEHEHHSI HAYYHBIX METOJOB OIICHOK B IEJISIX MOMyUSHUs JOKA3aTeIbCTB
6e3omacHoCTH, KadecTBa U 3PHEKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa, TaHHBIX O
HE)KENIATeIbHBIX PEaKIMsAX OpTraHM3Ma YeJIOBEKa, JKMBOTHOTO Ha MPUMEHCHHE
JICKapCTBEHHOTO Tpemapata W 00 3(]dexTe ero B3aMMOICHCTBUS C IPYTHMH
JICKapCTBEHHBIMU TIpemnapaTaMu U (WJIH) MUAIIEBBIMU TTPOYKTaMHU, KOPMaMU;

42) MHOTOIICHTPOBOE KJIMHMYECKOE UCCIICIOBAHKE JICKApPCTBEHHOTO TIpenapata Jijist
MEIUITMHCKOTO TPUMEHEHUS — KIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOTO
mpemnapara IS METUIMHCKOTO TPUMEHEHHUs, TPOBOAMMOE pPa3padOTINKOM
JIEKapCTBEHHOTO TIpernapara B JByX W 0Oojee MEIUIIMHCKUX OpraHu3alusIX IO
€IMHOMY MTPOTOKOITY KIMHUYECKOTO MCCIEAOBAHNUS JEKAPCTBEHHOTO Tpernapara;
43) MEXJIYHApOJHOE  MHOTOIIEHTPOBOE  KIMHUYECKOE  HCCIEOBaHUE
JIEKapCTBEHHOT'O Tperaparta JJIsi MEIUIUHCKOTO TMPUMEHEHUS — KIMHHUYECKOEe
WCCJICIOBAHNE JICKAPCTBEHHOTO TMperapaTta Il MEIUIMHCKOTO TMPUMEHCHHS,
MIPOBOJIUMOE Pa3pabOTUMKOM JICKAPCTBEHHOTO Tperapara B pa3MYHBIX CTpaHax
M0 €IUHOMY TIPOTOKOJy KJIMHHYECKOTO HCCIACAOBAHHUSA  JICKAPCTBEHHOTO
npenapara;

44)  MOCTPETUCTPAIlMOHHOE  KJIMHHUYECKOE HCCJICIOBAHHUE JIEKAPCTBEHHOTO
npenapara Il MEAUIIMHCKOTO TPUMEHCHHUS — KIWHUYECKOE WCCIICIOBAaHNE
JIEKapCTBEHHOTO TMpenapara s MEIUIIMHCKOTO TMPUMEHEHHs, TMPOBOJAMMOE
MIPOM3BOJUTENIEM JICKAPCTBEHHOTO IMpernaparta, TPaKIAHCKUH 000pOT KOTOPOTO
OCYIIECTBISIETCS ~ TOCIE  TOCYJAapCTBEHHOW  pETUCTpalid, B MEsIX
JOTIOTHUTENBHOTO cOOpa JaHHBIX O ero 0e3omacHOoCTH W 3(PGHEKTUBHOCTH,
pacuIMpeHus MoKa3aHuH K NMPUMEHEHHUIO JaHHOTO JICKapCTBEHHOTO Iperapara, a
TaK)K€ BBISABJICHUS HEXKETIATEIBHBIX PEAKIIUI TAIMEHTOB Ha €T0 JCHCTBUE;

45) wuccrnenoBaHre OMO3KBHUBAJICHTHOCTH JIEKAPCTBEHHOIO Ipermapara — BHJ
KIMHUYECKOTO HCCIIeIOBAaHUS JIEKApCTBEHHOTO Tperapara, MpoBeIeHue KOTOPOTo
OCYIIECTBIISICTCSL JJII OMpPENENICHNsT CKOPOCTH BCAChIBAaHUSI M BBIBEACHHS OJTHOTO

HNJIN HECKOJIBKUX 06J'Ia,Z[8,IOH_II/IX (bapMaKOHOFI/I‘IeCKOI‘/JI AKTUBHOCTEBIO ,H@ﬁCTBYIOH.IHX



BEILECTB, KOJMYECTBA JIEKAPCTBEHHOI'O Ipernapara, JOCTUTAIOUIEr0 CHCTEMHOIO
KPOBOTOKa, M  PE3yJbTaTbl KOTOPOrO  TO3BOJISIIOT  cHedaThb  BBIBOA O
OMOPKBHUBAJIEHTHOCTH  BOCIPOM3BEJEHHOTO  JIEKAPCTBEHHOIO  Ipenapara B
OTIpE/ICTICHHBIX JIEKAPCTBEHHON (hopMe U JO3UPOBKE, COOTBETCTBYIOIIUX (Gopme U
JIO3UPOBKE PEPEPEHTHOTO JIEKAPCTBEHHOTO MIpernapara;

46) wuWccnemoBaHWUE — TEPANCBTHYCCKOM  SKBHUBAJICHTHOCTH  JICKAPCTBEHHBIX
npenaparoB — BUJ KIMHUYECKOIO HCCJEIOBAHMS JIEKAPCTBEHHBIX IMPENapaToB,
IPOBEJCHUE KOTOPOTO OCYIIECTBIISETCS ISl BBISIBJICHHS OJIMHAKOBBIX CBOMCTB
JIEKapCTBEHHBIX IPENApPATOB ONPEIEIECHHON JEKapCTBEHHON (OpPMBI, a TaKxKe
HaJu4yus  OJMHAKOBBIX  MoOKazaTenel  Oe3omacHOCTH HW  A(PHEKTUBHOCTH
JIEKapCTBEHHBIX IIPENapaToB, OJUWHAKOBBIX KIMHUYECKUX d(P(EKTOB mnpu uX
IPUMEHEHUH;

47) TpOTOKON KJIMHUYECKOTO WCCIICAOBAHUS JIGKAPCTBEHHOTO TIperapara —
JOKYMEHT, B KOTOPOM ONPEIEISIFOTCS eI, (POpMbl OPraHMu3aluyd U METOI0JIOTHs
IIPOBEICHUS KIMHUYECKOTO HCCIEIOBAaHUsA, CTATUCTUYECKHE METOAbl 00pabOTKU
pe3yJbTaTOB TAaKOTO HCCIEIOBaHUS U Mepbl MO 00eClneYeHHIo Oe30MacCHOCTH
(bu3MYECKUX JIML, YYaCTBYIOIIUX B KIMHUYECKOM HMCCIIEJOBAHUU JIEKAPCTBEHHOTO
npernapara,

48) Opomrropa  HCCIemIOBaTeIs —  CBOJHOC  M3IIOKEHHE  PE3yJIbTaTOB
JOKJIMHUYECKOTO UCCIEIOBAHUS JIEKAPCTBEHHOTO CPEJICTBA W  KIMHUYECKOIO
MCCJIEIOBAHMSI JIEKAPCTBEHHOTO Mpernapara Il MEJUIUHCKOIO IPUMEHEHNS;

49) nHpOPMAIIMOHHBIN JTUCTOK MAlMEHTa — JIOKYMEHT, B KOTOPOM COJICPIKATCS B
JOCTYIHOM  (opmMe CBeleHHUs, Kacarlolluecs MPOBOAUMOr0  KIMHUYECKOIO
UCCIIEIOBaHMsI  JIGKAPCTBEHHOTO  Mpemapara, W B NUCbMEHHOH  (dopme
n00OpOBOJIBHOE COrjlacMe NalMeHTa Ha Y4YacTHUEe B KIMHHUYECKOM HCCIEIOBAHUU
JEKapCTBEHHOIO  MpermapaTa  IMOCJ€  O3HAKOMJIEHHSI C  OCOOEHHOCTSIMH
KJIIMHAYECKOIO HCCIICJOBAHUS, HWMEIOIIMMHU 3HAYEHHUE JUIS BBIPAXKEHHUS TaKOIro
corjacusi;

50) mobOouHoe [eiicTBHE — peakmus OpraHW3Ma, BO3HHUKIIAS B CBS3H C

INPUMCHCHUCM  JICKAPCTBCHHOI'O  IIpf€liapara B J03aX, PCEKOMCHAYCMBIX B



UHCTPYKIUHU IO €ro MPUMEHEHHIO, ISl MPO(UIAKTUKU, TUATHOCTHKH, JICUCHUS
3a00JIeBaHUs WIH I peaOuInTalluu;

50.1) HexxenaTenbHas PeaKiMs — HENpeIHaMepeHHas HeOJaronpusITHas PeaKIus
OpraHu3Ma, KOTOpas MOXKET OBbITh CBSI3aHA C INPUMEHEHHEM JIEKapCTBEHHOIO
npenapara;

51) cepwbesHas HexenaTelbHas PEeaKIMs — HEKeIaTeldbHas Peakiys OpraHu3Ma,
CBsA3aHHAasl C MPUMEHEHUEM JIEKaPCTBEHHOI'O Mperapara, MpuBeamas K CMEpPTH,
BPOXKJICHHBIM aHOMAJIMSM WJIU MOPOKaM pa3BUTHs MO0 MpeACTaBIsIoNias cooon
yIrpo3y *HU3HH, TpeOyrolas roCNUTaIn3alud WIK MPUBEIIas K CTOMKON yTpare
TPYAOCTIOCOOHOCTH U (MJIM) UHBAJIUHOCTH;

52) wHempenBHICHHAs HEXKeIaTeIbHAs peaklus — HeXKeaaTeabHas pPeaKius
OpraHu3Ma, KOTOpasl CBsI3aHa C MPUMEHEHUEM JIEKAPCTBEHHOI'O MIpenapara B 103X,
PEKOMEHIYEMBIX B MPOTOKOJE €ro KIMHUYECKOTO HCCIEIOBaHUs, OpouIope
UCCIIeIOBAaTENs, WIM C IPUMEHEHHEM JIEKAPCTBEHHOro Ipernapara B J03aX,
PEKOMEHIYEeMBIX B HWHCTPYKLIHUHA TIO €ro MNPUMEHEHHWIO [JIs MPOQPHIAKTHKH,
JMArHOCTUKH, JICUeHUsI 3a00JIeBaHUST WJIM MEIUIIMHCKON peabuinTanuy naueHTa,
U CYIIHOCTb, TSYKECTh WM HUCXOJ KOTOPOM HE COOTBETCTBYET HH(pOpMAIMH O
JIEKapCTBEHHOM IIpernapare, COAEpIKALICcs B IMPOTOKOJE €ro KIMHUYECKOIO
UCCIIEIOBaHMsI, OpOLIIOpEe HCCIEeNOBATEeNsd WM B MHCTPYKIUHU MO NPUMEHEHHUIO
JIEKapCTBEHHOTI'O MIpenapara;

52.1) dpapmakoHaa30p — BHUJ JACSITEIBHOCTH M0 MOHUTOPUHTY 3PPEKTUBHOCTH U
0e30MacHOCTH JIEKAPCTBEHHBIX IMPENapaTroB, HAMpaBiICHHBbIA Ha BbISBICHUE,
OLICHKY M MPEJOTBPAILEHUE HEXKEJIATeIbHbIX TOCIEACTBUNA MPUMEHEHUs
JIEKapCTBEHHBIX MPETapaToB;

52.2) mnaH ymOpaBleHUS PUCKAMHU — IOAPOOHOE OMHMCAHHE MEPONPUITHH IO
dbapmMakoHa30py, HAMPABIICHHBIX Ha BBISBICHHUE, OLICHKY U MPEOTBPAICHUE HIIN
MUHHAMM3AIUI0 PUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMU TIperapaTaMu, BKIIOYas
OLICHKY 3(P(EKTUBHOCTU JTAHHBIX MEPOTPUSITHIA;

53) pement Ha JIEKAPCTBEHHBIM Ipemapar -— [HUCBMEHHOE Ha3HAuCHHE

JICKapPCTBCHHOI'O IIpCIriapara I10 YCTaHOBJIeHHOﬁ (l)OpMe, BbIJTAaHHOC MCIUITMHCKHUM



WIA BETEPUHAPHBIM PA0OTHUKOM, MMEIOIIMM Ha 3TO MpaBO, B LEJISIX OTIYCKa
JIEKapCTBEHHOT'O TIperapara Uil ero U3roTOBICHUS U OTIIYCKa,

54) TpeboBaHME MEAWIIMHCKON OpraHW3allly, BETEPUHAPHON OpraHW3aIllMd —
JIOKYMEHT YCTaHOBJICHHOW ()OpPMBI, KOTOPBIA BBIMHCAH MEAULUHCKUM WIH
BETepUHAPHBIM PAOOTHUKOM, UMEIOIIMM Ha 3TO MPaBO, U COACPKUT B MUCHMEHHOM
dopme ykazaHUe aNTeyHOW OpraHu3alui 00 OTITyCKe JIEKapCTBEHHOI'O MpernapaTa
WIN O €r0 M3rOTOBJIEHUU U 00 OTIyCKe AJIs oOecredyeHus jJe4yeOHoro npouecca B
MEIUIUHCKOW OpraHu3allui, BETepUHAPHON OpraHu3allny;

55) KOMIUIEKCHass  OIICHKAa  JICKapCTBEHHOTO  Ipermapara —  OIICHKA
3apEerUCTPUPOBAHHOTO JIEKAPCTBEHHOI'O Ipernapara, BKJIIOYarolias B ce0s aHanu3
uHGOpPMaIlMU O CPaBHUTEILHOM KIMHUYECKON 3((PeKTUBHOCTH M O€30M1aCHOCTU
JEKapCTBEHHOTO  Tpemnapara, OIEHKY 9JKOHOMHYECKHX TIOCJIEICTBUH  €ro
OPUMEHEHHUs,  U3y4Y€HHUE  JIONOJIHUTEIbHBIX  IOCJHEACTBUNH  NPUMEHEHUs
JEKapCTBEHHOI'O IIpernapaTa B UEISIX HPUHATHS PEHIeHHH O BO3MOXKHOCTH
BKJIIOUEHUS JIGKAPCTBEHHOTO TperapaTa B MepeueHb >KM3HEHHO HEOOXOAMMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, HOPMAaTUBHbIE MPABOBBIE AKTHl U UHBIE
JIOKYMEHTBI, OMPEICNSIONINE TMOPSIOK OKa3aHWs MEIUIIMHCKON TIOMOIIH, WJIH

HCKIIIOUCHUA €TI0 U3 YKA3dHHBIX IICPCUHA, aKTOB U TOKYMCHTOB.

I'maBa 2. [lomHomouns deaepanbHBIX OPTaHOB MCIIOTHUTEIHHON BIACTH, OPTraHOB
UCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu mnpu oOpaiieHun

JICKapPCTBCHHLIX CPCIACTB

Cratbs 5. [lomHomouwnsi (enepanbHBIX OPraHOB HMCIOJHUTEIHHOW BIACTH TPHU
oOpallleHUH JIEKapCTBEHHBIX CPECTB

K nomHomounsiM  ¢enepalibHBIX OpPraHOB HWCIOJHUTEIBHONW BJIACTH TIpU
oOpaIieHnu JIeKapCTBEHHBIX CPEJICTB OTHOCSITCS:

1) mpoBenenue B Poccuiickoii denepanuu eMHON TOCYIaPCTBEHHON MOJIUTHKH B
oOnactu oOecriedeHHs JIEKApCTBEHHBIMU TMpemapaTamMu rpaxkaaH B Poccuiickoit

denepauuu;



2) yTBepKIeHHe Oo0ImuX QapMakONeWHbIX CcTaTed, (apMaKONeHHbIX CTaTei,
U3JJaHUEe TOCYJAapCTBEHHON (apmakoren, CO3JAaHHE€ U BEJIEHHE peecTpa
(apMaKoNelHbIX CTaHIAPTHBIX 00Pa3LI0B;

3) ocylmecTBICHUE TOCYAapCTBEHHOTO KOHTPOJIS (Haa3opa) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB;

4) nUUEH3MPOBaHUE MMPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB M (papMalleBTHYCCKOM
NEATEIIBHOCTH B COOTBETCTBHUHM C 3aKOHOATENbCTBOM Poccuiickon Penepanuu;

5) opraHm3amusl 3KCIEPTU3bl JEKAPCTBEHHBIX CPEACTB, 3TUYECKOW IKCIEPTH3HI
BO3MOYKHOCTH  TPOBEACHUS KIMHUYECKOIO HCCIENOBAHUS  JIEKAPCTBEHHOIO
npenapara Uil MEIMUMHCKOTO  TNPUMEHEHHs, SKCIEPTU3bl JOKYMEHTOB,
IIPEICTABIICHHBIX JUJIS ONPEIEICHUS BO3MOKHOCTH PacCMAaTPUBATh JIEKAPCTBEHHBIN
npenapar Juisi MEIULIUHCKOTrO MPUMEHEHHSI MPU TOCYAapCTBEHHOW PErncTpaluu B
KauyecTBE Op(paHHOIO JEKApCTBEHHOT'O Mpenapara;

5.1) opraHu3zanysi MPOBEICHHUS KOMILICKCHOW OLIEHKH JICKAPCTBEHHOTO Iperapara
B LEISIX NPUHATHS PpEIIEHUH O BO3MOXHOCTH BKJIIOYEHHS JIEKAPCTBEHHOIO
npernapaTta B NEpeyeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEWIINX JIEKapCTBEHHBIX
penapaTroB, HOPMATUBHBIE MPABOBBIE AKThl U MHBIE JTOKYMEHTBI, ONPENEISIONINE
NOPSAIOK OKa3aHUS MEJUUMHCKON MOMOIIM WM MCKJIIOYEHUS €ro M3 yKa3aHHBIX
NIEPEYHs], aKTOB U JIOKYMEHTOB;

6) BBIZAYa pas3pelicHUH Ha TPOBEICHHE KJIMHUYECKUX  HMCCIICIOBAHHNA
JIEKapCTBEHHBIX INIPENAapaToB, BEICHHE pEeecTpa BBIJAHHBIX pa3pelICHUN Ha
MPOBEICHNE KIMHUYECKUX UCCIEIOBaHM JIEKapCTBEHHBIX MTPENapaToB;

7) TOCYHapCTBCHHAash pETHCTpalus JICKApCTBCHHBIX MpPENaparoB, BEICHHE
rOCyapCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEJICTB;

8) MHCIEKTUPOBAaHHWE MPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE
IpaBuiaM OpraHU3aldd IMPOM3BOJACTBA W KOHTPOJII KadyecTBa JIEKAPCTBEHHBIX
CPEICTB, BblJaya 3aKJIIOYEHUH O COOTBETCTBHM ITPOU3BOAMTENS JIEKAPCTBEHHBIX
CpEIICTB TpeOOBAHUSIM MPABUJI OPraHU3ALMK MPOU3BOJCTBA U KOHTPOJISI Ka4ecTBa

JIEKapCTBEHHBIX CPEJICTB;



8.1) opranmzamus u (WIin) MPOBEJEHHE WHCIIEKTHPOBAHUS CYOBEKTOB OOpaICHUs
JIEKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBAHMSIM IPABHUJ HaJJIeXkKalleu
IPOM3BOJACTBEHHOW  NPAaKTHKH, BblAaya  3aKIIOYEHUM O  COOTBETCTBUHU
IPOU3BOAUTENSI JICKAPCTBEHHBIX CPEJACTB TPeOOBaHUSAM MPABHI HaJUIekKaIIen
IIPOU3BOJCTBEHHON NIPAKTHUKHY;

8.2) ycTaHOBIICHHE TOpSIKa BEACHHUS M BEACHUE TOCYIapCTBEHHOTO peecTpa
3aKIIOYEHUA O  COOTBETCTBUU  IPOM3BOAMTENA  JIEKAPCTBEHHBIX  CPEJICTB
TpeOOBaHUAM IPaBUJI HAAJIEKAIEH TPOU3BOACTBEHHON PAKTUKH;

9) rocymapcTBEHHas ~ PETUCTpAlUsl  yCTAHOBJICHHBIX  MPOU3BOAMTEISIMU
JIEKapCTBEHHBIX MpENapaToB MPENEIbHBIX OTHYCKHBIX LEH Ha JKU3HEHHO
HEOOXOJMMbIE W  BaKHEWIIME JIEKAPCTBEHHBbIE IIpemapaTbl U BEACHUE
rOCyJapCTBEHHOIO peecTpa MPEeAeibHbIX OTIYCKHBIX LIEH MPOU3BOJUTENEH Ha
JIEKapCTBEHHBIE ITPENapaThl, BKIIOUEHHbIE B MIEPEUCHb )KM3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX PENAPATOB;

9.1) cornacoBaHWe MPOCKTOB PEHICHUH OpPraHOB HCIOJHHUTEILHOW BJIACTH
cyonektoB Poccuiickoit ®eneparnu 00 yCTaHOBIEHWHM | (WJIM) HM3MEHEHUU
IpeiesbHbIX Pa3MepOB ONTOBBIX HAI0ABOK U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha10aBOK K (DaKTMYECKUM OTIYCKHBIM LI€HAaM, YCTaHOBJIEHHBIM MTPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IPENapaTroB, Ha JIEKapCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B
NepeYeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MPENapaToOB;
10) ycraHOBIICHHE TOpsIKA BBO3a JIGKAPCTBEHHBIX CpeACTB B Poccuiickyro
Denepannio U BbIBO3A JIEKAPCTBEHHBIX cpelcTB U3 Poccuiickon denepanuu;

10.1) BbImauya, YCTAaHOBJICHUE MOPsAKA BbIIAYM M (OPMBI JOKYMEHTA, KOTOPBIH
NOATBEPKIAAET, YTO MPOU3BOJCTBO JEKAPCTBEHHOI'O Ipenapara OCYIIECTBICHO B
COOTBETCTBUM C TpeOOBAHMSIMU TMPABWJI HaJJIeKalEd MPOU3BOJCTBEHHON
OPAKTUKH, M MOAJEKHUT MPEICTAaBICHUIO MO TPeOOBAHUIO YMOJIHOMOYEHHOIO
opraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MIpenapar;

10.2) BBIgAua, YCTAaHOBJICHUE TMOpPSAIKA BbIIAYM M (HOPMBI  JOKYMCHTA,

COJACPIKAMICTO CBCACHUA O CTAAUAX TCXHOJOIMYCCKOI'o IIponccca IMPOM3BOJCTBA



JIEKaQpCTBEHHOI'O CPEJCTBA I MEUIIMHCKOTO MPUMEHEHUS, OCYILECTBIISIEMbBIX HA
TEpPUTOPHUH EBPa3uiiCKOro 3KOHOMHUYECKOIO COK034;

11) co3maHue COBETOB IO BOIPOCAM, CBSI3aHHBIM C OOpAIIICHUEM JIEKAPCTBEHHBIX
CPE/CTB;

12) aTTectanus U cepTU(UKALNS CIICIHATNCTOB;

13) yrpaTui cuiy;

14) ocymiecTBiieHne papMaKOHAI30pa;

15) yyactre B MEXKAyHAPOIHOM COTPYIHHUYECCTBE;

16) monydeHue MO 3ampocaM  YIIOJHOMOYEHHOro (eaepalbHOro  opraHa
WCIIOJHUTEILHOM BJIACTM OT OPraHOB MCIOJHUTEIBHON BJIACTH CYOBEKTOB
Poccuiickoit @enepanuu, a Takxke OT CyOBEKTOB OOpalIeHUs JIEKaPCTBEHHBIX
CPEACTB i1 MEIUIMHCKOTO TMpUMEHEeHHs uHPOpMalMd 10  BOIpOcaM
YCTaHOBJICHUSI U TIPUMEHEHUS II€H Ha JICKapCTBEHHBIE IMpenaparbl U HaJI0aBOK K
HUM,;

17) npuMeHeHHe Mep OTBETCTBCHHOCTH 3a HapyIICHHWE 3aKOHOJATeIhCTBA
Poccuiickon ®enepannu;

18) yrTBepikIeHHME TMpaBUI HAJUICKAIICH 1a00paTOPHON MPAKTUKU, TPABUII
HAJJIEKAIEH KIMHUYECKOW TPAKTUKH, MPAaBWJ HAJIEKAIIEH MPOU3BOJACTBECHHON
NpPaKTUKKA, TpaBWJl  HAJUIEXKAIIel  MPaKTUKU  XpaHEHHUS] U TEPEBO3KH
JIEKapCTBEHHBIX MPEnapaToB, MPaBWI HAAJIeKAILEH TUCTPUOBIOTOPCKON MPAKTUKH,
MPAaBWI HAJICKAIIEH aNTEYHOM TMPAKTUKW, MPaBWI HaJIEkKAIIEH NPAKTUKA
dhapMakoHa30pa JIEKAPCTBEHHBIX MPENapaToB JJIsl MEIUIIMHCKOTO MPUMEHEHUS;
19) ycraHoBneHHe TmOpsaKa (HOPMUPOBAHHS PETUCTPAIMOHHOTO JIOChE Ha
JIEKapCTBEHHBIN TIperapar u TpeOOBaHUM K IOKYMEHTaM B €r0 COCTaBE;

20) yTBepKIeHUE MPaBUJI PAllMOHAILHOTO BHIOOpAa HAMMEHOBAHUH JIEKapCTBEHHBIX
MpenapaToB JJIsl MEIUIUHCKOTO MPUMEHEHNS,

21) yTBepKIcHHE NIEPEYHS HANMCHOBAHHI JICKapCTBEHHBIX (HOPM;

22) dopmupoBaHWE peecTpa THUIOBBIX HWHCTPYKIMHA IO  MEIUIIMHCKOMY

IMPUMCHCHHUIO B3aNMMO3aMCHSICMBIX JICKAPCTBCHHLIX ITPCIIAPATOB,



23) yTBep)KAeHUE TPeOOBaHWN K MHCTPYKIUU IO MEIUIUHCKOMY IPUMEHEHUIO
JICKapCTBEHHBIX IMPENapaToB M K WHCTPYKIMU MO BETEPHHAPHOMY IMPHUMEHEHHIO
JIeKapCTBEHHBIX MPENapaTos.;

24) nocyneOHOE 3aKphITHE CAWTOB, COACPXKAIIUX HH(MOPMAIMIO O PO3HUIHOU
Opojaxe JUCTAHIMOHHBIM  CIIOCOOOM, MpPEIOKEHHE O  MPUOOPETECHHH
JTUCTAHIIMOHHBIM  CIIOCOOOM, JOCTaBKE JUCTAHIMOHHBIM CIIOCOOOM H  (WIIN)
nepenaye  (PU3NYECKOMY JIMIy JUCTAHIIMOHHBIM CIIOCOOOM  JIEKapCTBEHHBIX
IpernapaToB, HAPKOTHYECKUX JIEKAPCTBEHHBIX MpENapaToB W ICUXOTPOIHBIX
JCKApCTBEHHBIX MPEMapaToB, 3a WCKIIOYEHHEM CIIy4aeB, YCTAaHOBJICHHBIX

[IpaBurtenscTBOM Poccuiickoit @enepannu.

Cratpsa 5.1. Ilepemaua ocymiecTBICHHS MOJHOMOYMN (eaepaabHbIX OpPraHoB
UCIIOJIHUTENILHON BJIACTH TMpU OOpaIleHUH JIEKApCTBEHHBIX CPEJCTB OpraHaM
HCIIOJTHUTENILHOM BlIacTH cyOBekToB Poccuiickoit deneparuu

[TomHOMOUMS (eaepalibHBIX OPraHOB HMCIOJHUTEIBHON BJIACTH MpU OOpallleHUU
JIEKAPCTBEHHBIX CPENCTB, NIPEAYCMOTPEHHBIE HACTOSIUM DelepaibHbIM 3aKOHOM,
MOTYT IE€peNaBaTbCA Il OCYIIECTBICHUS OPraHaM MCIIOJIHUTEIBHON BIIACTH
cyorektoB  Poccuiickoit  ®enepanmu  noctaHoBieHUsMU  [IpaBuTenncTBa
Poccuiickoit deneparuu B nopsigke, ycraHoBieHHOM DenepanbHbIM 3aKOHOM OT 6
okTsiO6pss 1999 roma N 184-®3 "OO o0mux NOpUHIMIAX OpTraHU3ALUN
3aKOHOJATEIbHBIX  (MPEACTABUTENBHBIX) W HCIOJHUTEIBHBIX  OPTraHOB

rocyapcTBeHHOM BiacTu cyobekToB Poccuiickoit denepanun’.

Cratbs 6. [TotHOMOUYMSI OPTaHOB MCTIOJHUTEIBHON BJIacTU CyObekTa Poccuiickoit
denepanuu pu oOpalleHUH JIEKApCTBEHHBIX CPEICTB

K mnonaHoMouusM OpraHoB HCHOJHUTENIBbHON BiacT cyObekTa Poccuiickoit
denepannu mpu 0OpaIIeHUN JEKaPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka W peanu3alys pPEerHOHAIBHBIX MPOTPaMM OOCCIICUCHUST HACEICHUS

JICKaPCTBCHHBIMU IIPCIIapaTaMM,



2) yCTaHOBIIEHHE TPEACITbHBIX pPa3MEpPOB OMNTOBBIX HAA0ABOK W MPEACTHHBIX
pa3MepoB  PO3HUYHBIX HAg0aBOK K  (DaKTHUECKUM OTIYCKHBIM  II€HaM,
YCTAHOBJICHHBIM  IPOU3BOAMUTEISIMU  JICKAPCTBEHHBIX  IIpPEraparoB,  Ha
JIEKapCTBEHHBIE MpenapaThl, BKJIIOUYEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOAUMBIX U
BAXKHEHUIIINX JICKAPCTBEHHBIX IPEIApaTOB;

3) OCyIIECTBICHNE PErHOHAIBHOTO TOCYAaPCTBCHHOTO KOHTPOJISI 32 MPUMEHEHHEM
IIEH Ha JIEKAPCTBEHHBIC IIpenapaThbl, BKJIIOUECHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOJMMBIX M BaXXHEWIIUX JIEKAPCTBEHHBIX MPenapaTroB, OpTraHU3AlUSIMU
ONTOBOM  TOPIOBJIM,  ANTEYHBIMA  OPTraHM3aLMsIMHU,  WHIAUBHUIYaJIbHBIMU
NPEANPUHUMATENSAIMHA,  UMEIOIMMH  JIMIEH3UI0  Ha  (apMaleBTUUYECKYIO

JACATCIBbHOCTD.

['naBa 3. 'ocynapctBeHnHas papmaxornes

Cratbst /. Pa3paboTka U u3IaHWE TOCYAApCTBEHHOM (apMakoreu, pa3MelieHrue
JIAaHHBIX O HEU

1. Tlom rocymapcTBeHHOM  (hapMakomeeld  TMOHMMAETCSs  CBOJA  OOIIUX
dbapmakoneiHbIX ctatel U (hapMaKoOIeWHbIX CTaTeH.

2. Pa3pabotka o0mux hapmMakornelHbIx crateid U (papMakomeHbIX CTaTei, B TOM
yucie ¢apMakonenHbIX crarel Ha (hapMakoIelHble CTaHIapTHbIE 00pa3lbl, U
BKJIFOUEHUE UX B TOCYJAPCTBEHHYIO (apMaKoOIlCl0 OCYIIECTBISIIOTCS B IMOPSIIKE,
YCTaHOBJICHHOM YIIOJITHOMOUYEHHBIM (hefiepajibHbIM OpPraHOM HCIIOJTHUTEIHHOU
BJIACTH.

3. Pazpaborka dapmakoneitHo cTaTh Ha pPEPEPEHTHBIA JEKAPCTBEHHBIN
npenapaTr W BKJIIOYCHHE €€ B TOCYAapCTBEHHYIO (hapMakolerd B TEUEHHE CPOKa
JNEHCTBUS 3alllUThl HCKIIOUYUTEIBHOIO TpaBa, YAOCTOBEPEHHOTO MATEHTOM Ha
peepeHTHBIM JIEKapCTBEHHBIM MpernapaT, OCYIIECTBISIOTCS C COTJIacUsl €ro
pazpaboTuuka.

4. TocynapcTBeHHas (apmakories H3aeTcs YINOJTHOMOYEHHBIM (eaepaabHbIM

OpraHomMm HCIIOJTHUTEIILHOM BJIACTH 3a CYET CpCaACTB (l)eﬂepaHBHOFO 6IO,ZI}KeTa u



MO/IJICKUT TIEPEU3TaHMUSIM HE PEXEe YeM OJWH pa3 B MATh JIET, B MEPUOI MEXKIY
KOTOPBIMHU HU3IAFOTCS MPUIIOKEHUS K TOCYAAPCTBEHHOM (papMaKoree, CoIep Kalimne
obmue papmakorieiiHble cTaTh U (WJIK) (hapMaKOINelHbIe CTaTbH, YTBEPKICHHbBIC
MOCJIC W3/IaHUsI WM TIEPEN3IaHus TOCYAapCTBEHHON (papMaKoreH.

5. YnonHoMo4eHHBIH (enepaibHblii OpraH MCIOIHUTENBHONW BIIACTU pa3MEIlaeT
JaHHBIE O TOCYJAapCTBEHHON (hapmakomee W TPUIOKEHHUSX K HEH Ha CBOEM

ounmansHOM caiite B cetu "MHTEpHET" B yCTAaHOBICHHOM UM TMOPSIJIKE.

['naBa 4. I'ocy1apCTBEHHBII KOHTPOJIb IPHU OOPAILEHNUH JEKAPCTBEHHBIX CPEACTB

Cratpss 8. JluneHsupoBaHHWE TNPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U
(apManeBTUYECKON JeSTENbHOCTH

1. JIuuen3upoBaHue NPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB U (hapMalleBTUUECKOM
JEATEIbHOCTH  OCYLIECTBISIETCSI B COOTBETCTBHM C  3aKOHOAATEJIBCTBOM
Poccuiickon ®@enepanumu.

2. OO0s3aTenbHBIM YCIOBUEM NPEIOCTABICHUS JIMIIEH3UM Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB SBISETCA NPUIOKEHUE K 3aiBICHHUIO COUCKATEIs
JUIEH3UN TEpeyHsl JIEKapCTBEHHBIX (opM M (WiM) BUAOB (PapMaleBTUYECKUX
CyOCTaHIIM, KOTOpbIE MPOU3BOAMTENL JIEKAPCTBEHHBIX CPEICTB HAMEpPEH
MPOU3BO/IUTb.

3. B ciiyyae He0OX0AUMOCTH PACIIMPEHNUs TPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB
32 CYET HOBBIX JIEKAPCTBEHHBIX (HOPM M BUAOB (papMalleBTUYECKUX CyOCTaHIUN
MPOU3BOIUTEIIb JIEKAPCTBEHHBIX CPEACTB JODKEH MOTYYUTh HOBYIO JIMIIEH3UIO HA

IMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB.

Cratbs 9. TocynmapcTBeHHBIH KOHTpOJb (Ham3op) B chepe oOpameHus
JIEKapCTBEHHBIX CPE/ICTB
1. T'ocynapCTBEHHBIN KOHTPOJb (Ham30p) B cdepe oOpallleHus JeKapCTBEHHbIX

CPEIICTB BKJIIOYAET B CeOsI:



1) MTUIEH3NOHHBINH KOHTPOJIb B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U B
cdepe dapmareBTUIECKON ACSITEIBHOCTH;

2) (enepalibHbI TOCYIAPCTBEHHBIN HAI30p B cdepe oOpalleHus JeKapCTBCHHBIX
CPEIICTB;

3) BBIOOPOYHBII KOHTPOJIb Ka4eCTBA JICKAPCTBCHHBIX CPE/ICTB.

2. JIuIeH3UOHHBIN KOHTPOJIb B chepe MpoUu3BOACTBA JIEKAPCTBEHHBIX CPEJICTB U B
chepe dapmareBTUIECKON ACSITEIBHOCTH OCYIIECTBIISETCS YIOTHOMOUYEHHBIMHU
dbenepalibHBIM OPraHOM HCIIOJIHUTENIBHOM BJIACTU M OpraHaMu HCIOJIHHUTEIIbHON
BlacTu CcyObekToB Poccuiickoit @enepanuu COrjJacHO HX KOMIICTCHIIMU B
nopsiike, ycraHoBieHHOM @DenepanbHbIM 3akoHOM oT 26 nexabpst 2008 roma
N 294-®3 "O 3ammTe TmpaB IOPUAAYECKUX JIMIl W  HHIWBUIYaJIbHBIX
MpEeANPUHAMATEIIEH TIPU OCYIIECTBICHUH TOCYIapCTBEHHOTO KOHTPOJIA (HaI30pa)
U  MYHUIIMNQIBHOTO KOHTPOJA", C Yy4eTOM OCOOCHHOCTEW OpraHu3aluu U
MIPOBENICHUSI TIPOBEPOK, YCTaHOBJICHHBbIX DenepanbHbiM 3aKOHOM OT 4 Mas
2011 roma N 99-®3 "O nuieH3UpOBaHUY OTICTBHBIX BUJIOB JACATEIHHOCTH' .

3. denepanbHBI TOCYAAPCTBEHHBIN HAA30p B cepe oOpalieHus JeKapCTBEHHBIX
CPEICTB  OCYIICCTBIISICTCS  YIOJHOMOYCHHBIMU  (peCpaTbHBIMU  OpraHaMu
WCITOJIHUTENILHOM BIACTH (J1ajiee — OpraHbl TOCYIapCTBEHHOTO HA/130pa) COTIacHO
MX KOMIIETEHUUHM B TMOpsaKe, ycraHoBieHHOM [IpaBurensctBoMm Poccuiickoit
denepanu.

4. denepanbHBIA TOCYJAPCTBEHHBIN HaA30p B cepe oOpalieHus JeKapCTBEHHBIX
CPEICTB BKJIIOUYAET B ceOsl:

1) opraHu3aiio U MPOBEJACHHE MPOBEPOK COOIOACHHS CyOBhEKTaMU OOpaIlCHHS
JIEKapCTBEHHBIX CPEACTB YCTAHOBIEHHBIX HacTosmmMm DdenepasbHbIM 3aKOHOM U
MPUHATBIMA B COOTBETCTBHU C HUM WHBIMH HOPMATHBHBIMH IPABOBBIMU aKTaMU
Poccuiickoii ®enepaniun  TpeOOBaHMM K JOKIMHHYECKHM  HCCIIECIOBAHUSM
JICKapCTBEHHBIX  CPEJICTB, KJIMHUYECKUM  HCCIEAOBAHUSAM  JICKaPCTBEHHBIX
MpenaparoB, XPaHEHUIO, TIEPEBO3KE, BBO3Y B Poccuiickyro denepaiunio, OTIMyCKY,
peanu3anuy JeKapCTBEHHBIX CPEACTB, MPUMEHEHHIO JIEKAPCTBEHHBIX MPENnapaTos,

YHUYTOKCHHIO JICKapCTBCHHBIX CpEacTsB, a TAKKE CO6JIIOI[€HI/I$I



YIOJIHOMOYEHHBIMH OpPraHaMU HCIIOJIHUTENBHON BiacTu cyObekToB Poccuiickoii
denepanry METOAUKU YCTAHOBIICHUS MPEJEIbHBIX PA3MEPOB ONTOBBIX HAI0ABOK U
MpeesIbHbIX Pa3MepPOB PO3HUYHBIX HaJA0aBOK K (PaKTUUYECKUM OTIYCKHBIM LIE€HAM,
YCTAaHOBJIICHHBIM  MPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX  IpenaparoB,  Ha
JIEKapCTBEHHBIE MpenapaThl, BKIOUEHHBIE B TIEPEUEHb )KMU3HEHHO HEOOXOAUMBIX U
BKHEUIIUX JIEKAPCTBEHHBIX MPEMapaToB (anee — o0s3aTebHbIe TPEOOBAHMS);
2) OpraHM3AIMUIO U TIPOBEICHUE TIPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEJICTB,
HAXOJSAIIUXCS B TPaXKIaHCKOM OOOpOTE, YCTAHOBJIEHHBIM TPEOOBAHMSIM K HX
KAueCTBY;

3) opraHM3aIMIo U MpoBeicHrne hapMaKOHAI30Pa;

4) TpUMEHCHHWE B TMOPSJKE, YCTAHOBICHHOM 3aKOHOJATENLCTBOM Poccuiickoit
denepauuy, Mep MO MPECEUEHUIO BBISIBICHHBIX HApYLIEHUH 00s13aTeIbHBIX
TpeOOBaHM U (WIKM) YCTpaHEHUIO MOCIEACTBUN TaKMX HAPYIICHUH, B TOM YHUCIE
NPUHATUE PEIICHUS O HaXO0XIACHUHM JIEKAPCTBEHHBIX CPEICTB B OOpallleHUH,
BbIJIaUy TPEINUCAHUI 00 YCTpaHEHUU BBISIBICHHBIX HapYIICHUM 00s3aTEIbHBIX
TpeOOBaHMI M TPHUBICYCHUE K OTBETCTBEHHOCTH JIMIl, COBEPIIMBIIMX TaKHE
HapyLIEHUS.

5. denepanbHBI TOCYAAPCTBEHHBIN HAA30p B cdhepe oOpalieHus JeKapCTBEHHBIX
CPEIICTB OCYILECTBIIAECTCS B MOPSAJKE, YCTAaHOBICHHOM (DenepaibHbIM 3aKOHOM OT
26 nexabps 2008 roma N 294-®3 "O 3amure mNpaB MOPUIAYECKHX JHUI[ U
WHJVMBUAYAJIBHBIX MpEANPUHUMATENICH MPU OCYIIECTBIECHUH TOCYAapCTBEHHOIO
KOHTpOJIs (Haa30pa) U MYHMIIMIAIBLHOTO KOHTPOJA", ¢ y4eTOM OCOOCHHOCTEM,
YCTAaHOBJIEHHBIX HACTOSAIIEH craTber. llpenBapurenbHOE COTIIAaCOBAaHUE C
opraHamu TMPOKYpaTypbl CPOKOB MPOBEJCHUSI BHETUIAHOBOW MPOBEPKU CYOHEKTOB
oOpalieHus JIGKapCTBEHHBIX CPEJICTB, a TAKXKE MPEABAPUTENILHOE YBEIOMIICHUE
IOpUJIMYECKUX JIUI, UHANBUIYAIbHBIX NpeANpUHUMATENECH O Hayayie MPOBEACHUS
ATON MpoBepku He TpeOyerca. OpraHbl IPOKYpaTypbl U3BEIIAIOTCS O MPOBEACHUN
BHEIUIAHOBOM NPOBEPKH CYOBEKTOB OOpallleHusi JIEKAPCTBEHHBIX CPEJCTB

MNoCPCACTBOM HaAIPABJIICHUS COOTBCTCTBYIOIIUX JOKYMCHTOB B TCUCHHUC TPCX



pabouyux AHE ¢ MOMEHTAa OKOHYAaHHs NPOBEICHMS YKAa3aHHOW BHEIJIAHOBOMU
IIPOBEPKHU.

6. JloJKHOCTHBIE JIMIAa OpraHa TOCYJapCTBEHHOIO HaJ30pa B MOPSIKE,
YCTAaHOBJICHHOM 3aKOHOJATeNbCTBOM Pocculickoit denepanuu, MMEIOT IPaBo:

1) momy4yaTb Ha OCHOBAaHMM MOTHBHPOBAaHHBIX MMUCHMEHHBIX 3allpOCOB OT
CyOBbEKTOB OOpallleHus] JIEKAPCTBEHHBIX CPEJCTB, OPraHOB HCIIOJIHUTEIBHON
BJacTu cyorekToB Poccuiickoit denepanuy 1 OpraHoB MECTHOTO CaMOYIIPABIIEHUS
JOKYMEHTBI ¥ MH(OPMALIMIO 10 BOIIPOcaM 0OpallleHus JIEKapCTBEHHBIX CPEJICTB;

2) OECHpersITCTBEHHO IO TMPEIbSIBICHUN CIIY’)KEOHOTO YAOCTOBEPCHUS M KOIIHH
npukasza (pacropsbKeHHs) OpraHa rocCyJapCTBEHHOTO HAA30pa O HA3HAYEHUU
IIPOBEPKH MMOCELIATh MUCIOJIb3YEMbIE IOPUANYECKUMU JIMIIAMU, WHIUBUyaJIbHBIMA
NPEANPUHUMATENSAMHA, SBISIOIIUMUCS CYyOBEKTaMH OOpaleHusl JIEKapCTBEHHBIX
CPEICTB, IIpU OCYILECTBICHUU CBOEW JEATEIIBHOCTH TEPPUTOPHM, 3HaHUS,
MIOMEIICHNS U COOPYKEHUS B LEIAX MPOBEACHUS MEPOIIPUATHN 110 KOHTPOJIIO;

3) nmpoBOaUTH OTOOP OOPA3IOB JICKAPCTBEHHBIX CPEJCTB, MpEAHA3HAYCHHBIX IS
pean3alid U peaju3yeMblX CyObeKTaMu OOpalleHHs JEeKapCTBEHHBIX CPEICTB,
JUIsL TIPOBEPKM MX KauecTBa, MPOBEIACHUS HCCIEAOBAHUM, WCHBITAHUNA B
COOTBETCTBMM  C  MpaBujgamMu  oTrOopa  0oOpas3loB,  YCTaHOBJIECHHBIMU
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPIaHOM MCIIOHUTEIbHON BIACTH;

4) BbIIaBaTh CyOBEKTaM OOpalleHUs JICKAPCTBEHHBIX CPEICTB MPEANMHCAHUS O
MpEeKpalleHu HapyIIeHWH 00s3aTeabHbIX TpeOOBaHUW W 00 YyCTpaHEHUHU
BBISIBJICHHBIX HAapYyIIEHUN 00513aTeNbHBIX TPEOOBAHMIA;

5) HanpaBiasATh B YIOJIHOMOYCHHBIC OpTraHbl MaTepHajbl, CBS3aHHBIC C
HapyLICHUSIMHU  O0Os3aTENIbHBIX  TpeOOBaHUM, [JIsi pEHIeHHs BOIPOCOB O
BO30Y>KJIEHUH YTOJOBHBIX €I 110 IPU3HAKAM MPECTYIUICHUM.

7. BbIOOpOYHBIN KOHTPOJIb KayecTBa JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIIACTCS
YIOJIHOMOYEHHBIM  (eiepalbHbIM  OpPraHOM  HCIHOJHUTENbHOM  BJacTd B

YCTaHOBJICHHOM UM MOPSIIKE U BKIIIOYAET B CeOs:



1) 06paboTKy cBeneHHUI, B 0053aTEIIEHOM MOPSIKE MPEIOCTABISIEMBIX CYObEKTaMU
oOpaIeHus JJIeKapCTBEHHBIX CPEJICTB, O CEPUSX, MAPTUAX JICKAPCTBEHHBIX CPEICTB,
MOCTYMNAIOIIMNX B rpaxaaHckuii o6opoT B Poccuiickoit denepanuu;

2) otOop o0O0pa3IoB JICKAPCTBEHHBIX CPEACTB y CYOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEJICTB B LEJSAX MPOBEICHUS MCIBITAHUM Ha UX COOTBETCTBHE
TpeOOBAHUSIM HOPMATUBHON JOKYMEHTAIIMHU WJIM HOPMATUBHBIX JOKYMEHTOB;

3) nmpuHATHE 10 pe3yiIbTaTaM MPOBEICHHBIX HCIBITAHUNA PEIICHUS O JabHEHIIIeM
IpaKIaHCKOM 000pOTE COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CPEJICTBA;

4) NpUHATHE YIIOJIHOMOYEHHBIM (hefiepaIbHBIM OPTaHOM HMCIIOJTHHTEILHOW BIACTH
pElIeHUs] O MEPEBOJIE JIEKAPCTBEHHOTO CPEACTBA HA MOCEPUUHBIA BBIOOPOYHBIM
KOHTPOJIb Ka4yeCTBa JIEKAPCTBEHHBIX CPEJCTB B ClIydae IMOBTOPHOIO BBISBICHUS
HECOOTBETCTBUSI ~ KauecTBAa  JICKAPCTBEHHOTO  CPEICTBA  YCTAaHOBICHHBIM
TpeOboBaHusIM U (NIPU HEOOXOAUMOCTH) O TMPOBEpPKEe CyObeKTa oOpalieHus
JICKapCTBEHHBIX CPENCTB. Pacxojpl, CBsI3aHHBIE C MPOBEACHUEM IOCEPUIMHOTO
BBIOOPOYHOTO KOHTPOJII KadecTBa JICKAPCTBEHHBIX CPEICTB, OIUIAYUBAIOTCS
MIPOU3BOIUTENIEM JICKAPCTBEHHOTO CPEICTBA JTMOO JepKaTesieM WM BIaJIelblieM

PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara.

I'maBa 5. Pa3zpaboTka, MOKIMHUYECKUE UCCICAOBAHUS JCKAPCTBEHHBIX CPEICTB, a
TaKkKe  KIMHUYECKHWE  HCCIICIOBAHUSl  JICKAPCTBEHHBIX  MpemapaToB IS

BCTCPHUHAPHOI'O IIPUMCHCHUA

Cratps 10. PazpaboTka nekapCTBEHHBIX CPEICTB

1. Pa3paboTka JEKapCTBEHHBIX CPEACTB BKJIIOYACT B Ce0S TOWUCK HOBBIX
(bapMakoJIOTHYCCKA  aKTHUBHBIX  BEIIECTB, TOCICAYIOIIEe  HM3YYEHHE  HX
JIEKapCTBEHHBIX CBOMCTB, TOKJIMHUYECKUE UCCIICOBAHUS, Pa3pabOTKy TEXHOIOTUN
MPOU3BOJACTBA  (PapMaIeBTUYECKUX CyOCTaHIMI, pa3paboOTKy COCTaBOB U
TEXHOJIOTHIA MPOU3BOICTBA JICKAPCTBEHHBIX MPEIapaToB.

2. @unancoBoe  oOecrieueHHE  pa3pabOTKHM  JIGKAPCTBEHHBIX  CPEICTB

OCYHICCTBJIACTCA 3a CUCT!



1) cpenctB enepanbHOTO OFOKETA,

2) CpeICTB pa3padOTIYMKOB JICKAPCTBEHHBIX CPEJICTB;

3) cpeacTB MPOM3BOIUTENCH JIGKAPCTBEHHBIX CPEJCTB IPHU BBIMOJIHEHUH HAYYHO-
UCCIIEIOBATENILCKUX PA0OT 1O JOTOBOPY MEXKIY Pa3paOdOTUYUKOM JIEKAapCTBEHHBIX
CPE/CTB U MPOU3BOIUTEIICM JICKAPCTBEHHBIX CPEJICTB;

4) WHBIX HE 3alpelICHHBIX 3aKOHOJIATENLCTBOM Poccuiickoir deneparu
UCTOYHHUKOB.

3. IlpaBa pa3paboTumKa JEKApCTBCHHOTO CPEJCTBA OXPAHSIIOTCS TPaKIAHCKUM

3aKOHOOAaTCIbCTBOM.

Cratpss 11. JloKIMHHMYECKOE HCCIENOBAaHUE JIEKAPCTBEHHOIO CpeAcTBa AJis
MEIUIUHCKOTO MPUMEHEHUS

1. JIOKJIMHUYECKOE UCCIIEJOBAaHUE JIEKAPCTBEHHOTO CPE/ICTBA JJISI MEIUILIUHCKOTO
IIPUMEHEHUS IPOBOJUTCS IIyTEM ITPUMEHEHUSI HAyYHBIX METOAOB OLEHOK B IIEJISIX
MOJIYYeHHUs]  JO0Ka3aTeabCTB  OE€30MaCHOCTH, KayecTBa U A(PPEKTUBHOCTH
JIEKapCTBEHHOI'O CPE/ICTBA.

2. JIOKIIMHMYECKOE HMCCIEeI0BAaHUE JIEKAPCTBEHHOTO CPEACTBA JUJIsl MEAULIMHCKOTO
IPUMEHEHUsI TPOBOJUTCA B COOTBETCTBHUM C IPAaBWJIAMU  HaJUIeKallen
7a00paTOpHON MPaKTUKHU, YTBEPKIECHHBIMU YIOJIHOMOYEHHBIM (peepabHbIM
OpraHOM MCIIOJIHUTEIBHON BIACTH.

3. Jna opraHuzaiMd M TNPOBEAEHUS  JOKIMHUYECKOTO  MCCIEAOBaHUs
JIEKapCTBEHHOI'O CPEJCTBA I MEAMIMHCKOTO TPUMEHEHUsI pa3padoTUMKu
JIEKapCTBEHHBIX ~ CPEICTB  MOTYT TMPHUBJIEKATh  HAYyYHO-HCCIIEIOBATEIbCKUE
OpraHu3aluu, oopazoBaTeIbHbIE OpraHU3aIMK BBICIIEr0 00pa30oBaHUs, UMEIOIINE
HEOOXOJMMYI0  MaTepUaIbHO-TEXHUYECKYI0 0a3sy U  KBaJIM(UUHUPOBAHHBIX
CHELMAIUCTOB B COOTBETCTBYIOIIECH 00JACTH HCCIIEI0BaHUSI.

4. JIOKIMHUYECKOE MCCIEN0BAHUE JEKAPCTBEHHOTO CPEICTBA JJII MEIULUHCKOIO
MPUMEHEHUSI MPOBOJUTCA IO YTBEPKIECHHOMY pPa3padOTUMKOM JIEKAPCTBEHHOIO
CpelCTBa IUIaHy C BEJEHHMEM IPOTOKOJA 3TOr0 HMCCIEIOBAaHUS U COCTaBIECHUEM

0T4YCTa, B KOTOPOM COACPIKATCS PE3YILTATEI 9TOIr0 UCCICAOBAHUA U 3aKIIIOUYCHUC O



BO3MOYKHOCTH TPOBEICHUS KIWHUYECKOTO HCCIEHOBAHUS  JIEKAPCTBEHHOIO
npernapara st MEIUIUHCKOTO TPUMEHEHHS.

5. ITlpoBeneHue mNpoBEepOK COOJIONCHHUS TMPaBWI HaJIekKalled J1adbopaTopHOU
MPAaKTUKX M MPABOBBIX HOPM MCIIOJb30BAHUSL JKMBOTHBIX IIPU MPOBEACHUU
JOKJIMHUYECKUX HCCIICOBAHUM JIEKAPCTBEHHBIX CPEACTB I MEIULIMHCKOTO
NPUMEHEHHUSI  OCYIIECTBIIICTCS  YIIOJHOMOYEHHBIM  (pefepalIbHbIM  OPTaHOM
HWCHOJIHUTEIBHON BIACTH.

6. Pe3ynbTarhl JOKIMHUYECKOTO HCCISIOBAHUS JICKAPCTBEHHOI'O CPEACTBA JIJIs
MEJIUIIMHCKOTO TPUMEHEHHUSI MOTYT OBITh MPEJACTaBICHbl B YIOJHOMOYCHHBIN
dbenepanbHbIil OpraH UCIIOTHUTEILHON BJIACTH B YCTAHOBJIICHHOM TOPSAKE B LIEJISIX

FOCYI[&pCTBGHHOﬁ perucTpanuu JCKApCTBCHHOI'O IIpCIiaparta.

Cratest 12. JIOKIMHMYECKOE WCCIIEIOBaHUE JICKAPCTBEHHOTO CpEeJCTBA U
KIIMHUYECKOE HCCIICIOBAaHME JICKApCTBEHHOTO IMperapara il BETEPHHAPHOIO
IPUMEHEHUS

1. JIokmMHUYECKOE HCCIIeIOBAaHKUE JIEKAPCTBEHHOTO CPE/ICTBA ISl BETCPUHAPHOTO
MPUMEHEHUS TIPOBOIUTCS MyTeM MPUMEHEHHUST HAyYHBIX METOOB OIEHOK B IIEJISIX
MOJYyYEHHUs]  JOKa3aTelIbCTB  OE30MacHOCTH, KayectBa W A(PGEKTUBHOCTH
JICKApPCTBEHHOI'O CPEJICTBA, B TOM YHCJIE OMPEICIICHUS CPOKa €ro BBIBEIACHHUS W3
OpraHu3Ma >KHBOTHOTO, B TesIX oOecreueHnus O€30MacHOCTH MPOTYKIIAN
)KUBOTHOTO  TIPOMCXOXKACHUS  IOCIe  NPUMEHEHHS  COOTBETCTBYIOIIETO
JICKapCTBEHHOTO TIpernapara.

2. JlokJIMHWYECKOe WCCIEIOBAaHNE JICKAPCTBEHHOTO CPEACTBA M KIMHHYECKOE
HCCIICIOBAaHUE JICKAPCTBEHHOTO IIperapara JJisd BETEPUHAPHOTO TNPHUMEHEHHS,
WCCJICIOBaHNEe OWOAKBHBAJICHTHOCTH YKa3aHHOTO JICKAPCTBEHHOTO IIperapara
MPOBOJIATCS B COOTBETCTBUU C TMPABUJIAMHU, YTBEPKICHHBIMU YIOJIHOMOYECHHBIM
dbenepaabHBIM OPraHOM MCTIOJIHUTEIIBHOM BIIACTH.

3. JlokIMHUYECKOe WCCIEIOBAaHNE JICKAPCTBEHHOTO CPEACTBA M KIMHHYECKOE
WCCJICIOBAHNE JICKAPCTBEHHOTO Tpermapara Jjis BETEPUHAPHOTO MPUMEHEHUS

MPOBOJISATCSA MO YTBEPKICHHOMY pa3pabOTUYMKOM JIEKapCTBEHHOTO CPEACTBA IIIaHy



C BEJIEHHEM MPOTOKOJIOB 3THUX HCCIEAOBAHUI W COCTaBJIEHUEM OTYETOB, B
KOTOPBIX COAEPIKATCA PE3YNbTATHI ITUX UCCIEIOBAHUM.

4. Jlns opraHu3zalliM W TPOBEACHUS  JOKIMHUYECKOIO  HCCIIETOBAHUS
JIEKapCTBEHHOI'O CpPEJICTBA M KJIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO
npenapara Juisi BETEPUHAPHOIO MPUMEHEHHUs pa3padOTUMK JIEKAPCTBEHHOIO
CpelCcTBa  MOXET TMpUBJIEKaTh OpraHU3allud, HMEIIIHE  HEOOXOIUMYIO
MaTepUaIbHO-TEXHUYECKYI0 0a3y H KBaTU(UIMPOBAHHBIX CIEIUAINCTOB B
COOTBETCTBYIOIIEH 00JIaCTU UCCIICTOBAHMSI.

5. Knunuueckue uccneoBaHus JIEKAPCTBEHHBIX MPENapaToB JJsl BETEPUHAPHOTO
MPUMEHEHUSI TIPOBOJSTCS B BETEPUHAPHBIX OpPraHU3alUsIX U B OPTraHU3ALMIX,
OCYILIECTBIISIFOIINX PAa3BEICHUE, BBIPAIIMBAHUE W COAEpKAaHUE >KUBOTHBIX, B
LENAX:

1) ycraHOBICHHMS TEPEHOCHMOCTH JICKAPCTBEHHBIX IMPENAapaToB 3J0POBBIMHU
YKUBOTHBIMH;

2) mombopa ONTUMAIBHBIX JIO3UPOBOK JICKAPCTBEHHBIX NPENapaToB W Kypca
JICYCHHS HAa KOHKPETHOM T'PYIINE )KUBOTHBIX C OTMPEIEICHHBIM 3a00JI€BaHNEM;

3) ycraHoBneHHsT 0e30macHOCTH U A(P(PEKTUBHOCTH JIGKAPCTBEHHOTO Tpernapara,
MPEIHA3HAYCHHOTO JIsi JICYCHHS OMNPEICICHHBIX 3a00JICBaHUIN >KHUBOTHBIX, HIIU
(b (HEKTUBHOCTH JIEKAPCTBEHHOTO TperapaTta isd MpoPUIakTUKU 3a00J1eBaHUN
3I0POBBIX )KUBOTHBIX;

4) wu3ydeHUS BO3MOXKHOCTEH paCHIMpEHHs] [OKa3aHUH K PUMEHEHHUIO
3apEruCTPUPOBAHHOTO  JIEKAPCTBEHHOTO  Mpenapara W BBISIBJICHUS — paHee
HEW3BECTHBIX MOOOYHBIX JEHCTBUH.

6. Kimmanueckoe ncciaenoBaHue JICKAPCTBEHHOTO Tperapara Ui BETEPUHAPHOTO
NPUMEHEHUSI OCYILECTBIIAETCS 3a CUET CPEACTB pa3paboTyMKa JIEKAPCTBEHHOIO
CpelcTBa.

7. Otuerbl O pe3yibTaTax AOKIMHUYECKOTO WCCIEA0OBAaHUSA JIEKAPCTBEHHOIO
CpelCTBa W KIMHUYECKOTO MCCIEIOBAaHUs JIEKApCTBEHHOTO Tpernapara s

BCTCPUHAPHOIO TMPHUMCHCHUSA COCTABJIAKOTCA p33pa6OT‘-II/IKOM JICKapCTBCHHOI'O



CPEACTBA C YYETOM 3aKIIOYEHUM OpraHu3anui, IPUHUMABIINX Y4YacTHE B
OpraHW3alMU U POBEIECHUH 3TUX UCCIICTOBAHUM.

8. KoHTponb 3a mpoBeAeHHEM NOKIMHUYECKHUX HCCIIEIOBAaHUI JIE€KapCTBEHHBIX
CPEACTB M KIMHUYECKUX WCCIECIOBAHUM JIEKAPCTBEHHBIX MNPENaparoB JUIs
BETEPUHAPHOTO IPHUMEHEHUSI OCYIIECTBISETCS YINOJIHOMOUYEHHBIM (heepaabHbIM

OpraHomMm HCIIOJTHUTEILHON BIIACTH.

['maBa 6. OcyiecTBieHne TOCYIapCTBEHHOM pEruCTpalud JIEKaPCTBEHHBIX

npenaparoB

Cratbs 13. ['ocynapcTBeHHasi peructpaius JeKapCTBEHHBIX MpenapaToB

1. B Poccuiickoii ®enepanuu AOMYyCKAIOTCS MPOU3BOJICTBO, H3TOTOBJICHUE,
XpaHEHHE, IMepeBo3Ka, BBO3 B Pocculickyro @enepanuio, BbiBO3 U3 Poccuiickoit
Qenepaumu, pexkiama, OTIYCK, pealu3anus, Iepenada, IPUMEHEHHE,
YHAUTOKECHUE JIEKAPCTBEHHBIX MPENapaTroB, €CIM OHU 3apETrUCTPUPOBAHBI
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (heJiepaibHbIM OPTraHOM HCIIOJHUTEIIbHON
BJIACTH.

2. 'ocynapcTBeHHOM perucTpaluu MoJjIekKar:

1) Bce JleKapCTBEHHBIC MpeMaparhl, BIIEPBbIC MOJICKAIIME BBOAY B OOpalllcHHuE B
Poccuiickon @enepanuuy;

2) JeKapCTBEHHBIC TpEnapaThl, 3apErUCTPUPOBAHHBIC PaHee, HO MPOU3BEICHHbBIC B
JIPYTUX JICKAPCTBEHHBIX (hOpMax B COOTBETCTBUM C IEPEYHEM HAMMEHOBAaHUM
JIEKapCTBEHHBIX (OPM, B HOBOM JO3UPOBKE MPHU JOKA3ATEIHCTBE €€ KIMHUYECKOU
3HAYUMOCTH U 3P(HEKTHBHOCTH;

3) HOBBIC KOMOMHAIIMHU 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.
3. lN'ocynapcTBeHHasi peructpaius JEKapCTBEHHBIX MPENapaTOB OCYIIECTBISETCS
[0 pe3yibTaraM 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, a TIOCYJapCTBEHHAs
peructpanus op(}aHHBIX JIEKAPCTBEHHBIX IMpPENapaToB OCYIIECTBISETCS IO
pe3yJibTaTaM 3KCHEPTU3bl JTOKYMEHTOB, NPEACTABICHHBIX JJIsI OIPEACICHUS

BO3MOKHOCTH paCcCMaTpuBaTb HGKapCTBeHHBIﬁ npemnapar i MEAUIMHCKOI'O



IPUMEHEHUSI TPHU OCYUIECTBIEHUM TOCYJIapCTBEHHON PErMCTpallMd B KayecTBE
ophaHHOTO JIEKAPCTBEHHOTO Tpernapara, W IO pe3yiabTaTaM JKCIEPTU3bI
JIEKapCTBEHHBIX CPEJCTB.

4. TocynapcTBeHHasi pErucTpalys JIEKAPCTBEHHOIO Ipemnapara OCYLIECTBISETCS
COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJIHUTEIbHON
BJACTH B CpPOK, HE MPEBBIMIAIOIIMI CTa IMIECTUAECATH pabO4YuX JHEH CO JHSA
INPUHATUS COOTBETCTBYIOLIEIO 3asBICHHS O TOCYJAapCTBEHHON perucrpauuu
JIEKapCTBEHHOI' 0 Ipernapara. B yka3aHHbIN CpOK BKIIIOUAETCSl BpEMsl, HEOOX0IUMOE
JUIsl TIOBTOPHOTO MPOBEAECHUS SKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEACTBA B
COOTBETCTBHH CO cTaTtbeid 25 Hacrosmero @DenepanpHoro 3akoHa. Cpoxk
rOCyAapCTBEHHONW PETUCTPALMH JIEKAPCTBEHHOIO MperapaTa UCYUCISETCS CO JTHSA
IOPUHATUS ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (peAepajbHbIM  OpPraHOM
VCIIOJIHUTEJIBHOM BJIACTH COOTBETCTBYIOLLEIO 3aBJIICHHUS O TOCYAApCTBEHHOMU
perucTpali JIEKApCTBEHHOTO Tpenapara ¢ MPUWIOKEHHUEM HEOOXOAUMBIX
JIOKYMEHTOB 110 JIEHb BBIJIAYU PETUCTPAIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapata. Bpewms, HeoOxoauMmoe Ui HalpaBi€HUS  YIOJHOMOYEHHBIM
(denepaibHbIM OpPraHOM HCIHOJHUTEIBLHOM BIACTH 3ampoca O IPe/ICTaBICHUU
HEOOXOJMMBIX MAaTE€pUAJIOB M IPEICTaBICHUS 3asBUTEIEM OTBETa Ha JAHHBIN
3ampoc B COOTBETCTBUHM coO crarthsiMu 16, 19 u 23 macrosmiero denepaabHOro
3aKOHA, HE YYUTBHIBAETCS MPU MCUUCICHUH CPOKA rOCYIapCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'O IIpenapara.

5. N'ocynapcTBeHHOM perucTpalny He MOAJIexkar:

1) nexapcTBEHHBIC TpenapaThl, WU3TOTOBJICHHBIC AaNTEYHBIMH OpTaHU3AIUSIMU,
BETEPUHAPHBIMU anTeYHbIMU OpraHu3aLHsIMH, WHUBU Y JIbHBIMU
NPEANPUHUMATENSIMHA, KOTOpPbIE MMEIOT JIMLIEH3UI0 Ha (papMaleBTUYECKYIO
JeSITENIbHOCTh, IO PpEeLeNTaM Ha JIGKapCTBEHHBbIE TNpernaparbl U TpeOOBaHUSIM
MEIULMHCKUX OpTraHU3alMil, BETEPUHAPHBIX OPraHU3aLINIA;

2) JeKapCTBEHHBIC IMperaparbl, NPUOOpPEeTEeHHbIE (DU3MUSCKUMH JIMIIAMHU 32
npenenamu  Poccuiickon  ®@enepanui W OPEJHA3HAYCHHBIE U1 JIMYHOIO

HCITOJIb30BaHUA,



3) nexapCTBEHHBIE Ipemnaparbl, BBO3UMbIe B Poccuiickyio ®enepanuto s
OKa3aHMsI MEIMUIMHCKOM MOMOIIM MO >XWU3HEHHBIM ITOKa3aHUSM KOHKPETHOTO
NalMeHTa Ha  OCHOBAaHWMU  pa3pelieHHs, BBIJIAHHOTO  YIMOJHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIOJIHUTEIHHOM BIACTH;

4) nekapCTBEHHBIC CPEICTBA, BBO3UMBIC B Poccuiickyro desepaliiio Ha OCHOBAaHHH
BBIJIJAHHOTO YIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM MCIIOJIHUTEIBHOU BIIACTH
paspenieHuss U NpeJHa3HauYeHHbIE Ul MPOBEACHUS KIMHUYECKHX HCCIEI0BAHHM
JIEKapCTBEHHBIX TMpenapaToB W (WIM) MPOBEIACHUS SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEICTB JII OCYUIECTBJIEHHUS TOCYJIAapCTBEHHON PErucTpalyy JIEKapCTBEHHBIX
penaparos;

5) papmarieBTHYCCKHE CyOCTaHIINY;

6) paguodapManeBTHUECKUE JIEKAPCTBEHHBIC TIpenapaTthl, H3TOTOBJICHHBIC
HEIIOCPEJICTBEHHO B MEIUIMHCKUX OpraHU3alusAX B IOPSAJKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (pe/IepabHbIM OPIaHOM MCIIOJHUTEIbHON BIACTH;

7) nexapCcTBEHHBIC TIPENapaThl, POU3BOIUMBIE JIJISI SKCIIOPTA.

6. He nonyckaercs rocyaapcTBeHHasi perucTpanusi:

1) nekapCTBEHHBIX MPEMapaToB, OTIUYAIOUIMXCS JIPYT OT Jpyra KayeCTBEHHBIM
COCTABOM JICHCTBYIOIMX BELIECTB, N0l OJIMHAKOBBIM TOPTOBBIM HAUMEHOBAHHEM;
2) OIHOTO JICKApPCTBEHHOTO IIperapaTa, BbITYCKAEMOrO MPOM3BOJUTEIEM TIOJ
pa3NUYHBIMM ~ TOPrOBBIMM  HAaWMEHOBAaHMSIMM M NIPEACTABICHHOIO  HA
rOCy/IlapCTBEHHYIO PETUCTpallii0 B BHUJE JByX U 0Oosee JeKapCTBEHHBIX
Ipenaparos.

7. Ilo 3ampocy (B 3JIEKTpOHHON (opMe WM Ha OyMa)KHOM HOCUTEJE) CyObeKTa
oOpallleHus] JIEKApCTBEHHBIX CPEJICTB COOTBETCTBYIOLIUM  YHMOJHOMOYEHHBIM
denepaibHbIM ~ OpPraHOM  HUCIOJIHUTEIBHOM  BJIACTH,  OCYIIECTBIISIIOLIUM
rOCyAapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IPENAapaToB, B YCTAHOBJICHHOM
UM TOPSAKE OCYIIECTBIISIETCS HAy4YHOE KOHCYJIbTUPOBAHHE IIO BOIPOCAM,
CBA3aHHBIM C TIPOBEJICHUEM JOKIMHMYECKUX HWCCIEAOBAHUM, KIMHUYECKHUX
UCCJIEI0BAHMIM JIEKapCTBEHHBIX [penaparos, DKCIIEPTU3bI KauyecTBa

JICKapCTBCHHLIX CPCACTB, B(i)(l)eKTI/IBHOCTI/I n 6630H3.CHOCTI/I, C OCYHICCTBIICHUCM



rOCyJIapCTBEHHOM PETMCTPALMU JIEKAPCTBEHHBIX NpenapatoB. KoHCyapTHpOBaHME
OCYULIECTBJISIETCSL C MpPUBJICYEHUEM (DeIepalIbHBIX T'OCY/IapCTBEHHBIX OFOJIKETHBIX
YUPEKICHUM, NOJABEJOMCTBEHHBIX  JaHHOMY benepaibHOMY oprany
WCIIOJJHUTEIIBHOM BJIACTM M HE YYACTBYIOIIMX B OPraHU3allMU IPOBEIACHUS
DKCHEPTU3bl KAUeCTBA JIEKAPCTBEHHBIX CPEACTB B IENSIX OCYLIECTBICHHS HX
rOoCyJIapCTBEHHOW pETrucTpaluu B COOTBETCTBUU CO cTaThed 16 HacTosiero
denepanbHOTO 3aKOHA, B BHUJIE OTBETAa B MUCHMEHHOW (opMe YHOTHOMOYEHHOTO
dbenepaibHOrO OpraHa UCIOJIHUTEIBHON BJIACTU Ha 3amnpoc. Pasmep B3nMaeMmon ¢
3asBUTENSI  IUIATBI  ONPENENSAETCS B COOTBETCTBUM C  3aKOHOJATEIBCTBOM
Poccuiickoii @enepannu 00 opraHu3aiii NpeloCTaBICHUS FOCYAapCTBEHHBIX U
MyHULIMNAIbHBIX — ycinyr.  WHdopmaumss 00  OCYIIECTBIEHHH  HAYYHOI'O
KOHCYJIbTUPOBAHUS, B TOM YHUCJE CTaTbH, 0030pbl, CIPABOYHbBIE MAaTEPUAIbI U UHAS
uHpopMalus 00 OCYLIECTBICHUN HAyYHOTO KOHCYJIbTUPOBAHUS, pa3MELIAeTCs Ha
o(puLMaTBEHOM CcaiiTe YIOJIHOMOYEHHOro (efepaibHOr0 OpraHa UCIOJIHUTEIbHON
Bractu B cetu "HHTepHer" C coONI0JeHMEM OrpaHMYEHUl, YCTaHOBIEHHBIX
3aKOHOJATEIBCTBOM O [EPCOHAIBHBIX JaHHBIX, KOMMEpPYECKOM U  (Win)
roCcy1apCTBEHHOM TalHE.

8. TocymapcTBeHHass perucrpanusi JEKapCTBEHHBIX IPernapaToB, KOTOPbIE
IIPEIHA3HAYEHBI JIJIsl IPUMEHEHUS B YCIOBUSAX BOCHHBIX JIEHCTBHM, YpE3BbIYANHBIX
CUTyalui, TpOoPUIAKTUKU U JICUCHUS 3a00JI€BaHUI U MOPAXKEHUM, MTOTYyUYCHHBIX B
pe3ynbTaTe BO3JEHCTBUS HEOJAronpUATHBIX XHUMHUYECKUX, OHOJIOrMYECKUX,
paauanroHHBIX (PaKTOpPOB, M pa3paboTaHbl MO 3aJaHuI0 (elepaJbHbIX OPTraHOB
WCIIOJIHUTENILHON BJIACTH, YIOJHOMOYEHHBIX B 00JacTH OOOpPOHBI CTpaHbl U
0€30MacHOCTH TOCYAAapCTBA, OCYIIECTBISETCS B MOPSAJIKE, YCTAaHOBICHHOM

[TpaButenscTBOM Poccuiickon denepanumu.

Crartbs 14. [IpuHIMIBI SKCTIEPTU3BI JIEKAPCTBEHHBIX CPEICTB
1. DkcrmepTu3za JIGKapCTBEHHBIX CPEJACTB OCHOBBIBACTCS Ha  MPUHITUIIAX
3aKOHHOCTH, COOJIIOJIEHHs TpaB W CBOOOJ dYeEJIOBEKa W TpaKAaHWHA, IPaB

IOPUAXMYCCKOro Junua, HE3aBUCHUMOCTH OKCIICPTA, O6’I>CKTI/IBHOCTI/I, BCCCTOPOHHOCTH



U TIOJHOTHI HWCCJIEAOBAHHM, MPOBOJUMBIX C HCIIOIH30BAHUEM COBPEMEHHBIX
JOCTIDKCHMM ~ HAyKH U TEXHUKH,  OTBETCTBEHHOCTH  (heepasibHOTO
rOCYAapCTBCHHOTO OFOJDKETHOTO YUYPEKJICHHS 110 TIPOBEICHUIO SKCICPTHU3BI
JIEKapCTBEHHBIX CPEJICTB U IKCIIEPTOB 3a MIPOBEICHUE U KAY€CTBO IKCIICPTHU3HI.

2. DKcriepTv3a JIeKapCTBEHHBIX IPEernapaTroB ISl MEIUIIMHCKOTO TMPUMEHEHUS
BKJIFOYACT B ceOS:

1) skcmepTH3y ITOKYMEHTOB, NPEJACTABJICHHBIX IS ONPEIACICHUS BO3MOXKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIN Ipenapar Jjisl MEIUIIMHCKOTO MPHMCHCHHS IIPH
OCYIIECTBICHUN TOCYJApCTBEHHON pETUCTpalliki B KadecTBe Op¢aHHOTO
JICKapCTBEHHOTO TIpenapara;

2) DKCIEPTH3Y MPEAI0KEHHBIX METOIOB KOHTPOJISI KadecTBa JICKAPCTBCHHOI'O
CpeIcTBa M KadecTBa IPEICTABIICHHBIX OOpaslloB JICKAPCTBEHHOTO CPEACTBA C
HCIIOJIb30BaHUEM 3THX METOJIOB (J1ajiee — JKCIIepTH3a KauecTBa JIEKApCTBEHHOIO
CPE/ICTBA);

3) D9KcrepTH3y OTHOIICHUS OXKHJIAEMOW TIOJBb3bIl K BO3MOXHOMY PHCKY
MIPUMEHEHHUS JICKapCTBEHHOTO Tperapara.

3. DKkcriepTu3a JIEKapCTBEHHBIX TIPEMApaToOB IS BETCPUHAPHOTO MPUMEHEHUS
BKJIIOYAeT B ceOsl DKCIEPTU3Y KauyecTBa JIEKAPCTBEHHOI'O CPEACTBA M JKCIIEPTHU3Y
OTHOIIICHHUS  OXHJAAEMON TIOJIB3blI K  BO3MOXXHOMY PHCKY IPUMCHCHUS

JICKapCTBCHHOTI'O ITpCIiapara.

Cratest 15. ®epnepanbHOE TOCYAapCTBEHHOE OIOKETHOE VYUPEKICHHE IO
MIPOBEJICHUIO KCIIEPTHU3bI JICKAPCTBECHHBIX CPEJICTB

DkcnepTusa JIEKapCTBEHHBIX CpEIICTB MIPOBOIUTCS benepanbHbIM
rOCyapCTBECHHBIM O¥OIKETHBIM yapeKACHUEM COOTBETCTBYIOIIIETO
YIOJHOMOYEHHOTO (eAepabHOTO OpTraHa HMCTOJHUTEIHHOW BJIACTH, CO3JaHHBIM
JUIsi o0ecredeHus] WCIMOJIHEHUsSI TOJTHOMOYHUN ATOro (QeaepaibHOTO opraHa To
BbIJIaUe pa3penicHUi Ha IPOBEICHUE KIIMHUYECKUX UCCIIECOBAaHUHN JICKaPCTBEHHBIX
npenaparoB U (WIM) TIO TOCYJAPCTBEHHOW PETUCTpAIMHM  JICKAPCTBEHHBIX

npenaparoB (Aajiee — IKCIEPTHOE YUPEKICHUE).



Cratbs 16. Opranuzanusi mpoOBEIEHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPECTB

1. DxkcrnepTuza JIeKapCTBEHHBIX CPEJCTB MPOBOAMUTCS KOMUCCHUEH HKCIEPTOB
AKCHEPTHOTO YUYPEKICHUSI, HA3HAYCHHOW €ro PYKOBOJUTEIEM, HAa OCHOBAaHUU
3aJlaHdsl Ha TMPOBEACHHUE DKCIEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA, BBIJIAHHOIO
YIOJHOMOYEHHbIM  (efiepalibHbIM ~ OPraHOM  HCIIOJHUTENBHOW  BJIACTH.
PykoBoauTENb 3KCIEPTHOIO YUPEKAECHUS 00ECIEUMBAET HAJIEKALIEE TPOBEICHHE
HKCIIEPTU3bl JIEKAPCTBEHHBIX CPEJACTB B COOTBETCTBUHM C 33JaHUEM, BBIJIAHHBIM
YIOJHOMOYCHHBIM  ()eZIepaIbHBIM ~ OPTaHOM  MCIOJHUTEIBLHOW  BIIACTH, W
OpraHu3yeT MOJTOTOBKY CBOJHOIO 3aKIJIFOUEHHUsSI 3TOM KoMuccuu. B coctaB 3Toi
KOMHUCCUU TI0 PEUICHUI0 PYKOBOJUTENS IKCIEPTHOTO YUPEKICHUS MOTYT OBITh
BKJIIOUEHBI B KAYECTBE AKCIEPTOB JIMIAa, HE pabOTalolue B JAHHOM JKCIIEPTHOM
YUpPEXKIACHUU, €CIM UX CIEHHAbHbIE 3HAaHUS HEOOXOIUMBI ISl TIPOBEIICHUS
HKCIIEPTHU3BI U TAKKE HKCIIEPTHI OTCYTCTBYIOT B JAHHOM SKCIIEPTHOM yUPEKICHUH.
2. DKCIEpPTOM IO TIPOBEICHUIO SKCTIEPTU3BI JICKAPCTBEHHBIX CPEACTB SBISCTCS
aTTECTOBaHHBIM PAOOTHUK HKCIIEPTHOTO YUPEKICHUS, KOTOPBIM HMMEET BBICIIIEE
MEIUIMHCKOE,  (papMalleBTUYECKOEe, OHOJIOTMYECKOe, BETEpUHApHOE  WIIU
XUMUYECKOe 00pa3oBaHHME M TPOBOJUT IKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTB B
MOPSAKE UCTIOJHEHHS CBOMX JOJDKHOCTHBIX 00sS3aHHOCTEH (11ajee — IKCIEpPT).

3. Tlpu mpoBeneHWU SKCHEPTU3BI JIGKAPCTBEHHBIX CPEACTB DKCIIEPT HE MOXKET
HAXOJIUThCA B KAKOW-TMO0 3aBUCUMOCTH OT JIMIIA, HA3HAYUBIIIETO 3Ty SKCIEPTU3Y,
pa3paboTunka JIEKapCTBEHHOIO CpEJICTBAa WM JPYTUX 3aUHTEPECOBAHHBIX B
pe3yJibTaTax dKCIEPTU3bI JIUIL.

4. Tlpu mpoBeneHMM OHKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB HE JIOMYCKAETCs
UCTpeOOBaTh Yy 3asBUTENS JUMOO WMHBIX JIMI[ MaTepuaibl, HEOOXOIUMBIC IS
MIPOBEICHUSI SKCTIEPTU3BL. B cilydae HEIOCTATOUHOCTH MPEICTABICHHBIX IKCIIEPTY
MaTepHaJIOB /IS a4 3aKIIOUEHUS DKCIEPT CTABUT BOIPOC O MPEJICTABICHUU EMY
HEOOXOJIMMBIX MaTEpHaOB Tepe]l PYKOBOJIUTEIEM 3JKCIIEPTHOTO YUpPEKICHUS,
KOTOpBIH 0OpamaeTcss ¢ COOTBETCTBYIOIIMM 3allpPOCOM B  YIOJHOMOYCHHBIN

q)ezlepanbﬂmﬁ opran HUCIIOJITHUTEIbHOM BJIaCTH, BBI,ZIaBH_II/Iﬁ 3aJaHUE€ Ha



IPOBEJCHUE SKCIEPTU3bl JIEKAPCTBEHHOTO CPEJCTBA. YKa3aHHBIM (enepanbHblii
OpraH WCIHOJHUTEIBHON BJIAaCTH B TEUEHHE IMSITH pabounx JHEH co JHs
MOCTYIUIEHUSI 3alpoca PYKOBOAUTENS DSKCIEPTHOIO YUPEKICHUS HampaBiseT
3asBUTEIIO 3aMPOC O MPEACTAaBICHIUH HEOOXOUMBIX MaTepualoB. JlaHHbIN 3ampoc
MOKET OBITh Mepe/iaH YIOJIHOMOYEHHOMY IMPEACTABUTENIO 3asBUTENS JIMYHO TOJT
pacIKCKy, HAIPABJIEH MO MOYTE 3aKa3HbIM MMCbMOM HIIH MEPEJaH B AIEKTPOHHOMN
dbopMe MO TEIEeKOMMYHHKAIMOHHBIM KaHallaM CBsi3H. B ciydae HampaBiieHus
JTAHHOTO 3alpoca IO IMOYTE 3aKa3HbIM IMUCBMOM OH CUMTAETCS IMOJYyYEHHBIM IO
VCTEUYCHHH LIECTH THEU C IAaThl HAIPABJICHUS 3aKa3HOTO MTACHhMA.

4.1. 3asButenb 0053aH MPEACTaBUTH OTBET HaA 3alpoC YMOJHOMOYEHHOIO
dbenepaibHOrO OpraHa HCIHOJHUTEIBHOM BJIACTH B CPOK, HE MPEBBIIIAIOIINN
JIeBSTHOCTAa pabouux JHEW Cco JHS €ero IMOJy4YeHHs. YIIOJTHOMOUYCHHBIN
dbenepaibHbIl  OpraH  MCIOJHUTEIBHOM BIACTH, BBIJABIIMN 3aJaHHE Ha
MIPOBEJICHUE DKCIEPTHU3bI JICKAPCTBEHHOTO CPENICTBA, B TEUECHHUE ISTH PabOUMX
JHEW CO JIHA IOCTYIUIEHUS OT 3asBUTENII OTBETA HA JAHHBIM 3alPOC HAIPABIISIET
TaKOM OTBET B OJKCIEPTHOE YyupexAeHue. B ciaydyae HenpencTaBieHUs 110
UCTEYEHUHU JIeBSIHOCTa pabouyux JHEH 3asBUTENEM OTBETAa Ha JIaHHBIM 3aIpoc
YIOJHOMOYEHHBIN (hefiepalibHbIi OpraH HCTIOJHUTEIHHOM BIIACTH, BBIIABIIHMA
3aJlJaHU€ Ha NPOBEJCHUE JKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA, B TEUEHUE ITATH
pabouyux [HEW HampaBiseT B OKCIEPTHOE YUPEXKACHHE YBEIOMJIEHHE O
HENPEICTABICHUN 3asBUTEJIEM OTBETA HA 3alpoC YKa3aHHOro opraHa. Bpews co
JIHS HaIpaBJICHUs 3alpoca JKCIEPTHOTO YUYPEKICHUS B YIOJIHOMOYECHHBIN
dbenepanpbHbIi OpraH MCHOJHUTEIBHOW BJIACTH IO JIHS TMOJYYEHHS DKCIEPTHBIM
YUPEKICHUEM OTBETA HA 3AMPOC WIIM YBEIOMIICHUS O HENPEICTABICHUN OTBETA HA
3alpOC HE YUYWUTHIBACTCS TMPU MCUYUCICHUM CpOKa TMPOBEACHUS HKCIEPTU3BI
JIEKApPCTBEHHOI'O CPEJCTBA.

5. DKcOepT mpH MOPOBEACHUU MOPYUYEHHOW €My PYKOBOJUTEIEM 3KCIEPTHOIO
YUPEXKACHUS IKCIIEPTU3bI JICKAPCTBEHHOTO CPECTBA 00sI3aH:

1) mpoBecTH MOJTHOE MCCIIEOBAHNE MTPECTABICHHBIX €My OOBEKTOB, MaTEPUAIIOB,

JaTb 00OCHOBAaHHOE W OOBEKTHUBHOE 3aKIIOUYCHHE IT0 IOCTABJICHHBIM nepea HuMm



BONPOCaM HJIM MOTHBHUPOBAHHOE 3aKJIIOYCHHE O HEBO3MOXKHOCTH MPOBEACHUS UM
AKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, €CIIM MMOCTABJICHHBIE BOMPOCH! BHIXOJAT 32
Ipeenbl CIEUANbHBIX 3HAHUHN AKCIepTa, 0OBEKTHl MCCICIOBAHUN U MaTepUaIbl
HEMIPUTOAHBI WM HEJOCTAaTOYHBI IS TPOBEICHHSI HWCCIACAOBAaHWN W Jauu
3aKJIIOUEHUs MO0 COBPEMEHHBIM YPOBEHb pa3BUTHUA HAyKd HE IO3BOJISICT
OTBETUTH Ha IMMOCTaBJICHHBIC BOIIPOCHI;

2) He pas3riamarh CBEICHHUS, KOTOpPbIE CTalld €My H3BECTHBI B CBSI3U C
MPOBEJICHUEM OJKCIIEPTU3bl JIGKAPCTBEHHOTO CPEACTBA, a TakKKe CBEIACHHS,
COCTaBISIIONINE TOCYJApCTBEHHYIO, KOMMEPUECKYI0 WM HHYI0 OXpaHSEMYIO
3aKOHOM TalHY;

3) oOecne4nTh COXPAHHOCTb TNPEJACTABICHHBIX OOBEKTOB HCCIICIOBAHUN U
MaTEepUasoB.

6. DkcnepT He BHpase:

1) TpOBOAMTH OIKCIEPTU3y JIEKAPCTBEHHOTO CPEICTBA TI0  OOpAaIlCHHIO
HETMOCPEICTBEHHO K HEMY OpTaHHU3aIiil Win GU3NYECKUX JTUIL;

2) CcaMOCTOSATEIBHO COOMpaTh MaTepHalbl ISl TPOBEACHHUS  DKCICPTH3BI
JIEKapCTBEHHOTO CPEJICTBA;

3) OpOBOAUTH  OIKCHEPTHU3y  JIGKAPCTBEHHOTO  CPEJACTBA B  KauyeCTBE
HEroCyJJapCTBEHHOI'O HKCIEpTa.

7. B cayuae HEOOXOJUMOCTHM JKCIEPT BIPaBE XOJATaliCTBOBATh IMeEpe.
PYKOBOJIUTENIEM OKCIEPTHOTO YYPEKICHUS O TMPUBJICYCHUH K TMPOBEICHUIO
IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEICTBA IPYTHX IKCIIEPTOB.

8. Kaxnprii oskcmepT, BXOISIMIMIA B COCTaB KOMHCCHH OKCIIEPTOB, KOTOPOU
NOPYYEHO MPOBEIECHUE OSKCIEPTH3bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCHMO U
CaMOCTOSITENTEHO MPOBOJUT HCCICIOBAHUS, OICHUBACT PE3yJbTaThl, TIOTyYECHHBIC
UM JUYHO W JPYTUMH DKCHEepTamMu, U (OPMYIUPYET BBIBOJBI OTHOCUTEIHHO
MOCTABJICHHBIX BOMIPOCOB B MIPEJiesiax CBOMX CIIEIIUAbHBIX 3HAHUM.

9. PesynpTarhl  AOKCIEPTHU3BI  JIEKAPCTBEHHOTO  CPEACTBa  O(OPMIISIOTCS
3aKJIFOUEHHEM KOMHCCUHU OJKCIEpPTOB. B 3akiioueHMHM KOMHCCHU SKCIEPTOB

YKa3bIBaIOTCA IMEPCUCHD PICCJ'IC,Z[OB&HI’Iﬁ, 00BeM MMPOBCACHHBIX KaK/IbIM 3KCIICPTOM



UCCIICIOBAaHUM, YCTAaHOBJIEHHBbIE KaXXIbIM U3 HHUX (aKTbl U CIETaHHBIE B
pe3ysbTaTe UCCIEI0BAHUIA BBIBOJBI. DKCIEPT, MHEHUE KOTOPOTO HE COBIIAJAET C
pelieHueM KOMHUCCUHM SKCHEPTOB, BIPABE BbIPA3UTh CBOE MHEHHUE B MHCHMEHHOM
dbopme, KOTOpOe PUOOIIAETCS K 3aKII0OUEHUI0 KOMUCCHH SKCIIEPTOB.

10. DxkcnepThl, BXOAAIIME B COCTaB KOMHUCCHUHU, MPEIyNpekIa0OTCS 00
OTBETCTBEHHOCTH B COOTBETCTBUU C 3aKOHO/AaTeNbCcTBOM Poccuiickoit denepanuu
3a Javy 3aKJIIOUEHHs, COJIePrKallero HeoOOCHOBaHHbIE MK (DaTbCUPUITUPOBAHHBIC
BBIBOJIbI, O YEM OHH JIaIOT MOJIIUCKY.

11. Ompenenenre ypoBHsA MpOo(EecCHOHATFHOW TOATOTOBKH OJKCIEPTOB H
aTTecTalMsi MX Ha TMPaBO MPOBEACHUS OKCIEPTHU3BI JICKAPCTBEHHBIX CPENICTB
OCYHIIECTBIISIOTCS  AKCIEPTHO-KBATU(PUKAIIMOHHBIMU KOMHUCCUSIMU B TOPSIJIKE,
YCTaHOBJICHHOM COOTBETCTBYIOIIUM YIOJHOMOYCHHBIM (PeIepalbHBIM OPTraHOM
UCIIOJTHUTENIbHON BJIACTH. YPOBEHb MPO(ECCHOHATBHOM MOATOTOBKH 3KCIIEPTOB
MOJIJICKUT TIEPECMOTPY YKa3aHHBIMU KOMUCCUSIMH HE PEKe YeM OJIMH pa3 B MATh
JIeT.

12. IlpaBuna mpoBeneHUsl SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB U OCOOCHHOCTH
OKCIEPTU3bl OTACIBHBIX BHUAOB JIEKAPCTBEHHBIX TpenaparoB (pedepeHTHBIX
JIEKapCTBEHHBIX TPENapaToB, BOCHPOU3BEIACHHBIX JIEKAPCTBEHHBIX IPENapaToB,
OMOJIOTUYECKUX JIEKAPCTBEHHBIX MPEnapaTroB, OMOAHAIOTOBBIX (OHOMOJOOHBIX)
JIEKapCTBEHHBIX TMpenapaTtoB (O0MOaHAIOTOB), TOMEONATUYECKUX JIEKAPCTBEHHBIX
npenaparoB,  JIEKAPCTBEHHBIX  PACTUTENBHBIX  MPEmapaTtoB, KOMOWHAaIWN
JIEKapCTBEHHBIX TIperapaToB), (OpMBI 3aKIIOYECHUH KOMHUCCHH DKCIIEPTOB
YCTaHaBIMBAIOTCS COOTBETCTBYIOIUM YIOJTHOMOYEHHBIM (efiepaabHbIM OpPraHOM

HCIIOJIHUTEIbHOM BJIACTH.

Crartbst 17. Ilonada u paccMOTpEHHE 3asIBJIICHUSI O TOCYJAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTIO Mpenapara il BETEpUHAPHOTO TPUMEHEHHUS

1. Jlna roCymapCTBEHHOM perucTpaluu JIeKapCTBEHHOIO Iperapara Jyis
BETCPUHAPHOTO TMPUMEHEHHsI Pa3pabOTUYMK TaKOTO JIEKAapCTBEHHOTO IIpernapara

WA YIIOJTHOMOYCHHOC UM APYIro€ IOPUANYCCKOC JTHUIO (I[aﬂee B HACTOSIILEH CTAaThe



— 3asBUTENIb) TPEACTABIACT B YIOJIHOMOYEHHBIH (enepanbHbli  Opra
UCTIOJTHUTENIbHOM BJIACTH, OCYIIECTBISIONINN TOCYJAapCTBEHHYIO PETUCTPALIUIO
JICKapCTBEHHBIX MPENapaToB Il BETEPHUHAPHOTO MPUMEHEHHsS, B SJCKTPOHHOM
dbopMe mim Ha OyMa)KHOM HOCHTENE 3asBJICHHE O FOCYAapCTBEHHOW PETUCTpPALluU
JICKapCTBEHHOTO TperapaTa JJisi BETEPUHAPHOTO MMPUMEHEHHUS, a TAK)Ke B TIOPSKE,
YCTaHOBJICHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (eiepalIbHbIM OpraHOM
UCTIOJTHUTENIbHOM BIACTH, B 3JEKTPOHHOU (opMe WM Ha OyMa>KHOM HOCHUTEIE
HEOOXOIMMBIC TOKYMEHTHI, B3 KOTOPBIX (DOPMUPYETCSI PETUCTPAIIMOHHOE TOChE HA
JIEKapCTBEHHBIN Mpenapar AJisi BETEPHHAPHOTO MPUMEHEHHS.

2. B 3asBneHNN 0 rOCyJapCTBEHHOMN PETUCTPAIIMU JIEKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPUMCHECHHSI YKa3bIBAFOTCSL:

1) HamMeHOBaHHME W QJpeC 3asBUTENSA, pa3padOTYMKAa W  MPOU3BOIUTEIIS
JIEKapCTBEHHOTO Tpenapara Jjisi BETEpUHAPHOTO NPUMEHEHHs W aJpec MecTa
OCYILIECTBIICHUS] MPOU3BOJICTBA JIEKAPCTBEHHOTO Ipenapara Ajs BETEPUHAPHOIO
NPUMEHEHUs (B CIIydae HaJIN4uus HECKOJBKUX YYaCTHUKOB MPOIEcca MPOU3BOICTBA
HEO0OXOIMMO yKa3aTh KaXJA0ro U3 HUX);

2) HaMMEHOBAaHME JICKAPCTBCHHOTO Tpernapara JJisi BETCPHHAPHOTO NMPUMEHCHHUS
(MeXTyHapOJIHOE HEMATeHTOBAHHOE, WM TPYNIUPOBOYHOE, WIM XUMHUYECKOE U
TOProBOE HAMMEHOBAHUS);

3) mepeveHb ACUCTBYIOIIUX M BCIIOMOTATEIBHBIX BEIIECTB, BXOISIIUX B COCTaB
JICKapCTBEHHOTO TMpemnapara JUisli BETEPHHAPHOTO NPHUMEHEHHWS, C YKa3aHHEM
KOJIMYECTBA KaXI0T0 U3 HUX;

4) nexapcTBeHHas (popma, JO03UPOBKA, CIIOCOOBI BBEICHUS W IMPHUMEHEHHUS, CPOK
T'OJTHOCTH JICKAPCTBEHHOTO Mpernapara i BETEPHHAPHOTO MPUMCHCHHS,

5) dpapmakoTepaneBTUYECKasl TPYIINa;

6) HeoOXOIUMOCTh NPUMCHEHUS YCKOPCHHOW  TMPOLEAYPHl  DKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB B LENSIX FOCYAaPCTBEHHON PEruCTpaliy JIEKapCTBEHHOTO
npernapara,

7) KOTIMU TOKyMEHTOB, TIOJITBEPKAAIOIINX YIUIATy TOCYNIapCTBEHHOW MOIUINHBL



a) 3a IPOBEACHUE AKCIEPTU3bI KaUeCTBa JIEKAPCTBEHHOTO CPEJICTBA U SKCIEPTU3I
OTHOUIIEHUSI ~ OXKHUJIAEMOM TMOJIb3bl K BO3MOXHOMY PHCKY NPUMEHEHUSA
JIEKapCTBEHHOI0  IIperapara Uil BETEPUHAPHOIO IPUMEHEHHsS IIpU  €ro
rOCyJ1apCTBEHHOM PETUCTPALINH;

0) 3a BbIJIJauy PErUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mperapara;

8) Hajmuue coryiacus, MPEeIyCMOTPEHHOTO YacThiO / HACTOSIICH CTAaThH, €CIIU C
MOMEHTAa peructpanu  pedepeHTHOro JICKapCTBEHHOTO  Mpenapara s
BETEPUHAPHOI'O IIPUMEHEHHUS ITPOLITIO MEHEE YEM LIECTh JIET.

3. Perucrparnmonsoe 10che B IENSIX IKCIEPTHU3BI JIEKAPCTBEHHOTO TMperapaTa Jiis
BETEPUHAPHOTO MPUMEHEHUSI GOPMUPYETCS U3 CIAETYIOMUX JOKYMEHTOB:

1) xomMsl JOKYMEHTa Ha PYCCKOM SI3bIKE, BBIJAHHOTO KOMIICTEHTHBIM OpraHOM
CTpaHbl  MPOWU3BOJAUTENSI  JUIi  KaXJOM  IMPOU3BOJACTBEHHOW  IUIOLIAJKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Iperapara Jjisi BETEpUHAPHOTO IPUMEHEHHUS (B
TOM 4YHCIIE JIJISl TPOU3BOAUTENS (PapMalleBTHUECKOM CyOCTaHIIMM), 3aBEPEHHOTO B
YCTAHOBJIEHHOM TMOPSAJIKE W TMOATBEPHKIAIONIETO COOTBETCTBUE MPOU3BOIUTENS
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Ipernapara JJjisl BETEPUHAPHOIO IPUMEHEHUS
TpeOOBaHUSIM TIPABUJ HaJIeKallel MpOW3BOJACTBEHHOM MPAKTUKH, JUOO KOMUS
JWLEH3UM HAa IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB JUIsI BETEPUHAPHOIO
IIPUMEHEHUS JJI1 POCCUMCKUX TTPOU3BOAUTENICH;
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2) Komusl 3aKJIIOYCHUS O COOTBETCTBUU IPOU3BOJIUTEIIA JICKAPCTBCHHOI'O
npemnapara JJisi BETEpUHAPHOTO MPUMEHEHUSI TPEOOBAHUSAM MPABUI HaJICKAIICH
MPOU3BOJICTBEHHOW TMPAKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (heepaibHbIM
OPraHOM HCITOJHUTEIBHOM BIIACTU JJISI KAXKIOM IPOM3BOJCTBEHHOMW IUIOIIAIKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO IIpenapara JJisi BET€pUHAPHOIO MPUMEHEHUS (B
TOM YHCIIE IS TMPOU3BOAUTENS (PapMarieBTUYECKON CyOCTaHIMHU), JTUOO KOTIHS
JUIIEH3UM HAa TPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO

IIPUMEHEHUS JUIs1 POCCUMCKUX ITPOU3BOIUTEIIEH;



3) MNpoeKT HOPMATHBHOTO JIOKYMEHTa Ha JICKAPCTBEHHBINM Tpermapar i
BETEPUHAPHOTO MPUMCHCHHSI;

4) JOKYMEHT, COJEpKaIlUd CIeAYIOIIyl0 HH(GOpPMANUo o GhapMaleBTHUCCKOM
cyOcTtaHuu Wil (HapManeBTHUYECKUX CYOCTAHIUAX, BXOIANIAX B COCTaB
JICKapCTBEHHOTO TIperapara Jyisi BETepUHAPHOTO MPUMEHEHHUS:

a) HaMMEHOBaHUE (apMalleBTUYECKOM CYyOCTaHIIMHM, €€ CTPYKTypa, oOIue
CBOMCTBA;

0) HaMMEHOBAaHUE U a/IpEC TIPOU3BOAUTEIIS;

B) TEXHOJIOTHS TIPOM3BOJICTBA C OINHMCAHWEM CTaJWil TPOWU3BOJCTBA U METOJ/OB
KOHTPOJIS Ha BCEX CTAIMSIX MMPOU3BOCTBRA,;

r) uH(OpMaIUs O MPUMECSX;

1) cnenu@ukaius Ha papManeBTUUECKYI0 CYOCTaHIINIO;

€) OMMCaHNE METOJUK KOHTPOJISI KaueCTBa;

) pe3yJIbTaThl aHAlIM3a cepuil (papMalieBTHUECKOM CyOCTaHITUY;

3) TepeYeHb CTaHAAPTHHIX OOpas3loOB WM BEIIECTB, HCIOJB3yeMbIX IpPHU
OCYIIIECTBICHUN KOHTPOJISI KaUueCTBa;

M) ONHCAaHWE XapaKTePUCTUK ¥ CBOWCTB yMAaKOBOYHBIX MaTEpPHAIIOB U
YKYIOPOYHBIX CPEJICTB;

K) JJaHHBIC O CTAOMILHOCTH;

J) CPOK TOJTHOCTH, YCIIOBHS XpaHEHUS;

5) orduer o0 pe3ynbTatax JAOKIMHHYECKOTO HCCIICOBAHUS JIEKAPCTBEHHOTO
CpeICTBa JIsl BETEPUHAPHOTO TPUMEHEHUS;

6) oTuer 0 pe3yabTaTax KJIMHHUECKOIO MCCIICIOBAHUS JICKAPCTBEHHOIO Mpernapara
JUIsT BETEPUHAPHOTO TMPUMEHEHUS Y KaXKJIOTO BHJIa JKMBOTHBIX, YKa3aHHBIX B
WHCTPYKITUH TI0 BETEpUHAPHOMY MTPUMEHEHUIO;

7) TPOSKT HWHCTPYKIHMHU [0 BETCPUHAPHOMY NPUMEHCHHIO JIEKAPCTBEHHOTO
mpenapara, CoaepKaIiei cIeayromne CBeACHUS:

a) HaMMEHOBAHWE JICKAPCTBEHHOT'O Tperapara Il BETCPUHAPHOTO MPUMEHEHUS
(MeXITyHApOHOE HEMATeHTOBAHHOE, WM TPYNIHUPOBOYHOE, WJIM XUMHUYECKOE U

TOProBO€ HAMMEHOBAHUS);



0) nexapcTBeHHass (GopMa ¢ yKa3aHUEM HAWMEHOBAHUW U KOJWYECTBEHHOTO
COCTaBa JICHMCTBYIOIIMX BEIIECTB M KA4YE€CTBEHHOIO COCTaBa BCIIOMOTraTEIbHBIX
BEIIECTB;

B) OIMCAaHWE BHENIHErO BHJA JIEKAPCTBEHHOrO Ipenapara il BETEPUHAPHOIO
PUMEHEHUS;

r) (QapmakoTepaneBTHuecKkasi TIpylna JEKapCTBEHHOro  Ipemapara s
BETEPUHAPHOIO MPUMEHEHUs WIH yKa3aHHE "TOMEONaTUYECKUM JIEKapCTBEHHBIN
npemnapar”;

1) dhapMakoarHaMuKa U (papMaKOKMHETHKA (32 UCKIIOUEeHHEM (hapMaKOKUHETUKU
rOMEONAaTUYECKUX JIEKAPCTBEHHBIX MPENApPaTOB U PACTUTEIBHBIX JEKAPCTBEHHBIX
IpernaparoB) WIM ONKWCAHUE HWMMYHOOHMOJOTUYECKHX CBOMCTB JIEKAPCTBEHHOIO
npenapara;

€) MoKa3aHus JUIsl IPUMEHEHHUS;

’K) IPOTUBONOKA3aHUs JIJIsl IPUMEHEHUS;

3) MEpbI IPEAOCTOPOKHOCTH ITPU IPUMEHEHUH;

M) YyKa3aHu€ BO3MOXHOCTM U OCOOEHHOCTEW TPUMEHEHUsi y OepeMEeHHBIX
JKUBOTHBIX, Y )KUBOTHBIX B IMEPUO/T JAKTAIIMH, Y TOTOMCTBA >KUBOTHBIX;

K) PEKUM JO3UPOBAHMS, CIOCOO BBEACHUS U MPUMEHEHUS, TPU HEOOXOAUMOCTU
BpeMsI TNpUEMa JIEKAPCTBEHHOrO IMpernapara g BETEPUHAPHOIO MNPUMEHEHHS,
MPOJOJKATEILHOCTD JICUEHUS;

J) BO3MOXHBIE TTOOOYHbBIE JIEUCTBUSI, HEXKENaTeIbHbIE PEAKIMU MPU MPUMEHEHUU
JIEKapCTBEHHOT'O MIpenapara Jijisi BETEPUHAPHOTO TPUMEHEHUS;

M) CUMIITOMBI MTEPEA03UPOBKH, MEPHI IO OKA3aHUIO MOMOIIH [TPU NIEPEI03UPOBKE;

H) B3aUMOJICHCTBUE C APYTUMU JIEKAPCTBEHHBIMHU MpenapaTamMu U (WIn) KOpMaMu;

0) (hopMBbI BBITyCKa JIEKAPCTBEHHOT'O IIpernapara Jjisi BETEPUHAPHOTO TPUMEHEHUS;
n) yka3zaHue (Impu HEOOXOIUMOCTH) OCOOCHHOCTEW IEHCTBUS JIEKAPCTBEHHOTO
npenapara Jjisi BETEpPUHAPHOTO MPUMEHEHUsS MPU MEPBOM IMPUEME WIH IPU €ro
OTMEHE;

p) onucaHue (mpu HEOOXOAMMOCTH) JIEMCTBUII  BETEPUHAPHOIO  Bpaua

(BerepuHapHoro denpaiiepa), WHOTO CIeHUaIucTa B 00JaCTU BETEPUHAPHH,



BJIAJICNIbIIa JKMBOTHOTO TIPHU TMPOIMYCKE MpUeMa OJHOW WM HECKOJBKUX 103
JICKapCTBEHHOTO TIpemnapara Jijisi BETEPUHAPHOTO MTPUMEHEHUS;

C) CpPOK TOJTHOCTH M yKa3aHWE Ha 3alpeT MPUMEHEHUS JICKapCTBEHHOTO Mpemnapara
JUTSI BETEPUHAPHOTO TTPUMEHEHUS 110 UICTCUCHUH CPOKA TOTHOCTH;

T) YCJIOBUS XpaHEHUS;

y) YyKazaHWe Ha HEOOXOJUMOCTh XpaHEHHUs JEKapCTBEHHOTO TIperapara Jis
BETCPUHAPHOTO MPUMEHEHHUSI B MECTaX, HEJOCTYITHBIX IS ICTCH;

¢) ykazaHue (Mpu HEOOXOJAMMOCTH) CIEIUABHBIX MEp MPEIOCTOPOKHOCTH TMPHU
YHUYTOXKEHUW  HEUCIIOJIb30BAaHHBIX  JICKAPCTBEHHBIX  MPENapaTtoB  JUIA
BETCPUHAPHOTO MPUMCHCHHSI;

X) CPOKH BO3MOYKHOT'O HCIOJIb30BaHUSI MPOAYKIIMH KHUBOTHOTO MPOUCXOKICHUS
MOCJIC BBEACHHUS >KMBOTHOMY JICKAPCTBEHHOTO TIpemapara il BETEPUHAPHOTO
IPUMEHEHUS;

I1) YCJIOBHS OTITYCKa;

9Y) HAWMCHOBAHHWS W aJpeca TMPOU3BOJCTBEHHBIX IUIOIMIAJOK IPOU3BOIUTEIIS
JIEKapCTBEHHOTO TIpenapara Jijisi BETEPUHAPHOTO MTPUMEHEHUS;

1) HAaWMCHOBAaHWE, aJpeC OpraHu3allid, YIMOJHOMOUYEHHOHW epraTelneM WIIn
BJIAJICJIBIIEM PETHUCTPAIIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOI'O Ipernapara Ha
MPUHSATUE TPETEH3UH OT MOTPEOUTEIIS;

8) TpOeKThl MaKeTOB IEPBUYHON YIMAKOBKM M  BTOPHYHOM  YIIAKOBKH
JIEKapCTBEHHOTO TIpernapara Jijisi BETEpUHAPHOTO MTPUMEHEHUS;

9) cnenyolmpe CBEACHUS O JICKAPCTBEHHOM IIperapare JUisl BETEPUHAPHOIO
MIPUMCHEHUS:

a) OINUCaHWe W COCTaB JICKAPCTBEHHOTO TIpemapara Uil BETEPUHAPHOTO
IPUMEHEHUS;

0) onrcanue hapMareBTUUSCKON pa3pabOTKU;

B) OMKCaHUE MPOIEecca MPOU3BOICTBA U €T0 KOHTPOJIS;

I') ONMHMCAHWE KOHTPOJISI KPUTHUYCCKUX CTAIUN TPOW3BOJICTBA M IMPOMEKYTOUHON

MPOTYKLUK;



J) HaWMMEHOBaHMS U ajapeca pa3padOT4MKa, JepKarelis WM Biajelbla
PErUCTPAIMOHHOTO YA0CTOBEPEHUS JIEKApCTBEHHOTO npemnapara,
MIPOM3BOJICTBEHHBIX IUIOMIAJ0K MPOU3BOJIUTENSI JICKAPCTBEHHOTO IIpernapara Jis
BETCPUHAPHOTO TPUMEHEHUS;

¢) ¢apMmarieBTHYECKasi COBMECTUMOCTD;

’K) MUKPOOHOJIOTHUYECKUE XapaKTePUCTHKU;

3) MaTepUaTbHBINA OATAHC JIJIs1 TPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

M) OIIMCAaHWE XapaKTePUCTUK M CBOMCTB YyMaKOBOYHBIX MAaTE€pUAIOB W
YKYTIOPOUHBIX CPEJCTB;

K) TOKYMEHTaJIbHOE MOITBEPKICHHUE (BaTUAAIMs) IPOIECCOB U (MJIN) UX OLICHKA;
J) TpeboBaHMS K KayeCcTBY BCIIOMOTaTEIbHBIX BemIecTB (cepTUdHKar,
crenu@uKaiys Ha BCIOMOTaTelIbHbIEC BEIIECTBA U UX 00OCHOBaHUE);

M) aHAJIUTHYECKUE METOJHMKH, HCIOJIb3yeMbIe IIPH OCYIIECTBICHUU KOHTPOJIS
KaueCcTBa BCIIOMOTaTeJIbHBIX BEIIECTB;

H) JOKyMEHTaJbHOE TMOATBEpXKACHUE (Baluanus) aHAIUTUYECKUX METOJIUK,
HCMOJIb3YEMBIX IIPH OCYIIECTBJICHUHM KOHTPOJISI KayeCcTBa BCIIOMOTATEIbHBIX
BEIIIECTB;

0) nHpopmManus 00 UCIOIBL30BaHUN BCIIOMOTATEIbHBIX BEIIECTB YEIOBEUYECKOTO U
JKUBOTHOT'O MPOUCXOXKICHHUS;

) uHdopMmaiusi 00 UCTIOJIL30BAHUM HOBBIX BCTIOMOTATENIbHBIX BEILIECTB;

p) TpeboBaHUS K KauyecTBY JIGKAPCTBEHHOTO IIpemapara Il BETEPUHAPHOTO
npuMeHeHus: (cepTuduKar, crneuuduKalnus Ha JEKapCTBEHHBIM mpenapar U HX
000CHOBaHMeE);

C) AHAIUTHYECKUE METOAUKH, HCIOJIb3yEeMble MpPU OCYIIECTBICHUH KOHTPOJIS
KadyecTBa JIEKApCTBEHHOTO Mperapara Jijisi BETepUHAPHOTO IPUMEHEHHUS;

T) JOKYMEHTAJIbHOE TMOJTBEPKICHHE (Baduganus) AaHAUIUTHYECKUX METOJUK,
UCIIOJB3YEMbIX MPU OCYIIECTBICHUU KOHTPOJS KayecTBa JIEKAPCTBEHHOIO
npenapara Jisi BEeTepUHAPHOTO MPUMEHEHUS;

y) JIOKYMEHT, MOATBEPXKIAIOUIMNA KadeCTBO JIEKApPCTBEHHOTO Ipenapara Tpex

MPOMBIIIUICHHBIX Ccepuil (IPOTOKOJN aHalv3a WM CepTU(HUKAT aHaiu3a), OJHA



cepusi KOTOpOro [OJDKHA COBMaaaTh C cepueil oOpas3la JeKapCTBEHHOTO
npernapara, MoJIaHHOTO Ha PETUCTPALINIO;

&) XxapakTepucTUKa IpUMeCcei;

X) TIEPEYCHb CTAaHJAPTHBIX OO0pPa3IOB, HCIOIB3YEMBIX TPU OCYIICCTBICHHUH
KOHTPOJIsI KaueCTBa JIEKAPCTBEHHOTO Mpernapara Jijisi BETepUHAPHOTO MPUMEHEHHS,
1) JaHHbIE O CTAOWJIBLHOCTH JIEKApCTBEHHOTO IMpernapara i BETEPUHAPHOIO
IPUMEHEHUS;

10) xomus JOKyMEHTa, cojeprkaiiero HHGOPMAIUMI0 O HAJIMYUUd WIH 00
OTCYTCTBUHU (paKTOB PETHUCTPAINH JICKAPCTBEHHOTO TIperapara Jijisi BETepUHAPHOTO
MpUMEHEHHUS 3a peaenamu Poccuiickoit @enepannu;

11) cormacue B MUCbMEHHOW (hopMe, MPEeTyCMOTPEHHOE YacThio / HACTOSIIEH
CTaThH, B CJIy9ae PErUCTPAIMH BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO TIpenapara;
12) xonust JOKYMEHTa Ha PyCCKOM SI3bIKE, 3aBEPEHHOT'O B YCTAHOBJICHHOM IOPSIIKE
U TIOJATBEPXIAIOUIETO  MPABOMOYHOCTH  3asBJIICHUS O  TOCYAapCTBEHHOMU
pETHCTpAlliK JICKAPCTBEHHOTO Tperapara Jis BETCPUHAPHOTO MPUMCHCHHUS
(TOBEpEHHOCTH).

4. Tlpu TpoBENCHMH YCKOPEHHOW MPOIEAYPHI OSKCIEPTHU3BI JIEKAPCTBEHHOTO
npernapara Juisi BETEPUHAPHOTO MPUMEHEHHS B IIEJISIX €ro TOCYAapCTBEHHOU
pETUCTpaAIlK MOXKET MPECTABIATHCS HHPOPMAIIUs, TIOJyYeHHAs] TPU TTPOBEICHUN
KIIMHAYECKUX HWCCJICIOBAHUMA JIGKAPCTBEHHOTO MperapaTa W OMyOJWKOBaHHas B
CHEIUATN3UPOBAHHBIX TICYATHBIX W3JAHMSIX, a TaKKe JOKYMEHTBI, COJEprKallue
pe3yibTaThl UCCACAOBAHUS OMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpernapara s
BETCPUHAPHOTO MPUMCHCHHS.

5. Ha »skcmeptusy pasznuyHbIX JICKAPCTBEHHBIX (OPM OJHOTO M TOTO K€
JICKapCTBEHHOTO Tperapara Il BETCPUHAPHOTO TPUMEHCHHUS 3asBUTEIb
MPECTABIISICT OTACIbHBIC 3asBICHUS W PETHCTPALMOHHBIC JIOChE Ha KaXIYIO
JekapcTBeHHy0 ¢Gopmy. [Ipu ycioBuUM OTHOBPEMEHHOHW MOJa4M Ha JKCIEPTU3Y
OJIHOM JIEKapCTBEHHON (OPMBI C pPa3IUYHBIMU JO3UPOBKOM, KOHIIEHTpAIUEH,

00BbEMOM 3asIBUTEIH IpeACTaBIACT OAHO 3aABJICHUC W PETUCTPAIMOHHOC JJOCHC C



OPUJIOKEHHEM  MAaKeTOB  YMAKOBOK HA  KaXAyK  JIO3UPOBKY,  KaXIyIO
KOHIIEHTPAIUIO, KaX /bl 00beM U KaXKI0€ KOJIMYECTBO 103 B YIIAKOBKE.

6. 3asBuTenp BIpaBe MNPEACTABUTH I10 COOCTBEHHOW HWHUIMATHBE BMECTE C
3asBJICHMEM O TOCYJapCTBEHHOM PErucTpaluy JIEKapCTBEHHOrO Iperapara s
BETEPUHAPHOTO  TPUMEHEHUS  JOKYMEHTbI,  HOJATBEP)KIAIOLIUME  yIUIaTy
rOCy/1apCTBEHHOM IMOIIJIMHBI U YKa3aHHbIE B IHKTE / 4aCTU 2 HACTOSALIEH CTaTbhU.
B cimywae WX  HENpenCTaBIEHUS  COOTBETCTBYIOUIMM  YIOJHOMOYEHHBIN
(denepanbHbIE  OpraH HCIOJHUTENBHONM BJIACTH IpoBepseT (aKT  yIiaThl
3agBUTENIEM  TOCYJAapCTBEHHON  MONUIMHBI ~ TMOCPEJACTBOM  HCIIOJIb30BAHUS
uHpopmanuu 00 ymjuaTe TrOCYJapCTBEHHOM TMONUIMHBI, COJEpKalleics B
['ocynapctBeHHOM  MHGOPMALMOHHOM  CHUCTEME O  TOCYJApCTBEHHBIX U
MYHUIIMIIAJBHBIX TJIaTeKaX, HA OCHOBAHUM TPECTABICHHBIX 3asSBUTENEM KOIHN
JOKYMEHTOB, MOATBEPKAAIOIINX YIUIaTy TOCYJapCTBEHHOMN MOLUINHBI.

7. He nomyckaercss MCHONB30BaHWE B KOMMEPYECKMX LEIAX HHPOpMAIUH O
pe3ynpTaTax JOKIMHUYECKUX HCCICNOBAHUN  JIGKAPCTBEHHBIX CPEACTB M
KJIMHUYECKUX HCCIEIOBAaHUM JIEKapCTBEHHBIX IpEnaparoB s BETEPUHAPHOTO
NPUMEHEHHs, TPEACTABICHHONW 3asBUTENIEM Ji TOCYJAapCTBEHHON pErucTpaiuu
JIEKapCTBEHHBIX IpernapaToB, 0€3 €ro coryacus B TEUYEHUE IIECTU JIET C JaThl
rOCyJIlapCTBEHHOM pPETUCTPalUU PePEepeHTHOro JIEKAPCTBEHHOTO Ipenapara B

Poccuiickont @eneparnumu.

Cratps 18. Ilonaua u paccMoTpeHue 3asBJICHUs O TOCYJaPCTBEHHON perucTpanuu
JIEKapCTBEHHOTO MIpenapara Jijisi MEAUIIMHCKOTO TPUMEHEHUS

1. [ns rocynapCTBEHHOM perucTpauuy JIEKapCTBEHHOrO Ipenapara Juis
MEIUIMHCKOTO MPUMEHEHHUS IOPUIMYECKOE JIUIIO, JCUCTBYIONIEE B COOCTBEHHBIX
UHTEpecax WM  YIOJIHOMOYEHHOE  MPEACTAaBIATh  MHTEPECHl  APYroOro
IOPUMYECKOTO  JIMIA W 3asBJSIOLIEE  JIGKApCTBEHHBIM  Ipenapar  Ha
rOCyJIapCTBEHHYIO PETUCTpalMIo (Jlajee B HACTOSIIEW CTaTb€ — 3asBHUTEND),
IpECTaBIsIeT B YIIOJHOMOYEHHBIN (hefiepanbHbIii OpraH NCIOJHUTEIBHON BIACTH,

OCYUIECTBIISIOIMN TOCYAAPCTBEHHYIO PErHMCTPAIMIO JIEKAPCTBEHHBIX MpPEnapaToB



JUIST MEIUIIMHCKOTO TIPUMEHEHUsS, B OJJICKTPOHHOHW QopMe u Ha OyMa)KHOM
HOCUTEJIE 3asBIICHHE O TOCYIAPCTBEHHOM PEruCTpaluy JIEKApPCTBEHHOI'O
npenapara Juisi MEAUIUHCKOTO TPUMEHEHHUS, a TAKKE B MOPSAIAKE, YCTAHOBICHHOM
YIOJHOMOYCHHBIM  ()eIepaIbHBIM  OpPTaHOM  HWCIIOJTHUTEIIbHOW  BJIAcTH, B
ANEKTPOHHON (popMe M Ha OyMa)KHOM HOCHUTENIe HEOOXOJUMBIE TOKYMEHTHI, U3
KOTOPBIX (POPMUPYETCSI pETUCTPAIIMOHHOE JJOChE Ha JIEKAPCTBEHHBIN Mpenapat JJis
MEJIUIIMHCKOTO MPUMEHEHUS.

2. B 3asBieHuu 0 roCcy1apCTBEHHON PETrUCTPALMK JIEKAPCTBEHHOTO Mpenapara s
MEJIUIIMHCKOTO MPUMEHEHUSI YKa3bIBAIOTCSI:

1) HawmMeHOBaHWE W aJpec 3asBUTEIS W TMPOU3BOJUTEIS JICKAPCTBECHHOTO
npenapara JUisi MEAUIMHCKOTO MPUMEHEHHS U aJpec MECTa OCYLIECTBIICHHUS €ro
Npou3BOACTBAa (B Cilyyae HajJu4Msl HECKOJIbKHX YYAaCTHHKOB IIpoliecca
MIPOU3BOJICTBA HEOOXOJIMMO YyKa3aTh KaXJOro YYacCTHUKA B COOTBETCTBUH C
OCYIIECTBIISIEMOM CTa/luel MPOU3BOJICTBA);

2) HaMMEHOBaHHWE JICKAPCTBCHHOI'O Ipernapara Ul MEIUIIMHCKOTrO0 MPHMCHEHUS
(MEeXIIyHApOJJHOE HEMATeHTOBAHHOE, WM TPYNIMUPOBOYHOE, WIM XUMHUYECKOE U
TOProBO€ HAMMEHOBAHUS);

3) mepeveHb ACHCTBYIOIIMX M BCIIOMOTATEIBbHBIX BEIIECTB, BXOISIIUX B COCTaB
JIEKAQpCTBEHHOIO TMpenapara g MEAUIMHCKOrO MPUMEHEHMS, C YyKa3aHUEM
KOJIMYECTBA KaXKJ0TO U3 HUX;

4) nexkapcTBeHHas (Gopma, TO3MPOBKA, CIIOCOOBI BBEICHUS M NMPUMEHEHUS, CPOK
TOJTHOCTH JIEKQpCTBEHHOTO MpernapaTa A MEJUIMHCKOTO PUMEHEHHS;

5) papmakorepaneBTUUecKas TpyIia, KOJi aHaTOMO-TEPareBTUUECKO-XUMHUECKON
KJ1accu(uKanu, PEKOMEHI0BAaHHOU Bcemupnoin Opra"u3anuen
3/[paBOOXpAHEHUs, 3asBIIAEMbIE TOKA3aHMS [JIsl NMPUMEHEHMsS JIEKapCTBEHHOIO
npenapara Juisi MEJUIUHCKOTO MPUMEHEHUS;

6) oTCyTcTBHE HEOOXOMUMOCTH MPEJOCTaBJICHUS OTYeTa O pe3ysbraTax
KJIIMHUYECKOTO UCCJIeI0BAHMS, UCCJIeI0BAHMUS OMOIKBUBAJIEHTHOCTH

JIEKApCTBEHHOIO Mpernapara, pa3pelieHHOro isi MEJUIUHCKOTO MPUMEHEHUS B



Poccuiickoii denepanun Oonee ABaALATA JIET, C YyKa3aHUEM HOPMATUBHBIX
IIPaBOBBIX aKTOB, MOATBEPKIAIOIINX JAHHBIA CPOK IPUMEHEHMUS;

7) HEeoOxoauMocCTh 0pOpPMIICHUS pa3pelieHus Ha BBO3 B Poccuiickyto deneparuro
KOHKPETHOM TMapTUU 3aperuCTPUPOBAHHBIX U (WMJIM) HE3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX CPEACTB, IPEAHA3HAYEHHBIX JUIA IPOBEACHUS OKCIEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB B LIEIAX IOCYTapCTBEHHON PETUCTPALUH;

8) HeoOXOIMMOCTh MPOBEICHUS IKCIEPTU3BI JOKYMEHTOB, MPEICTABICHHBIX IS
ONpPENENICHUs] BO3MOXHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar s
MEIUIUHCKOTO0 TPUMEHEHUS TIPU OCYIIECTBIECHUU TOCYJapCTBEHHOMN perucTpauuu
B KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO IIpenapara;

9) HeoOXOIUMOCTh TNPUMCHEHUS YCKOPCHHOW  TPOLEAYpPHl  AKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB B LEISAX T'OCYIapCTBEHHON PErHCTPalliU JIEKAPCTBEHHOIO
npenapara;

10) konuu JOKYMEHTOB, IMOATBEPKIAIOIINX YIUTATY TOCYAaPCTBEHHOM MONUINHBL:
a) 3a MPOBEAECHUE DKCIEPTU3bl TOKYMEHTOB, MPEICTABIECHHBIX JJII ONpeneIeHUs
BO3MOYKHOCTH PaccMaTpUBaTh JIEKAPCTBEHHBIM IIpenapar A MEJULIUHCKOIO
NPUMEHEHUSI TPHU OCYUIECTBIECHUU TOCYJapCTBEHHON PEruCTpallid B KayecTBE
ophaHHOTO JIEKapCTBEHHOI'O MIpenapara;

0) 3a MpoBeIeHNE PKCIEPTU3bl KaueCTBa JIEKAPCTBEHHOI'O CPEJCTBA U IKCIEPTU3BI
OTHOUIEHUS  OKHMJIAEMOM TOJIb3bl K BO3MOXHOMY PHUCKY HNpPUMEHEHUs
JIEKapCTBEHHOI'O Ipenapara, pa3peuieHHOro il MEJULUHCKOrO NPUMEHEHHS B
Poccuiickoit  ®depeparuu  OoJsiee  ABaauaTH  JIET, TMPU  OCYIICCTBICHUU
roCyapCTBEHHOW PErnucTpaliy JEKapCTBEHHOTO Mpenapara;

B) 32 IPOBEJECHUE DKCIIEPTU3bI KAYECTBA JIEKAPCTBEHHOTO CPEACTBA M SKCIEPTU3BI
OTHOUIEHUS  OKMJIAEMOM TOJIb3bI K BO3MOXHOMY PHUCKY INpPUMEHEHUs
JIEKapCTBEHHOI'O Ipemnapara Uil MEJUUUMHCKOIO IPUMEHEHHsS MpU  €ro
roCyAapCTBEHHOW PErMCTpPaLnH;

I') 32 NPOBEACHUE IKCIEPTU3bl KaueCTBa JIEKAPCTBEHHOIO CPEACTBA U IKCIEPTU3BI
OTHOUIEHUS  OKHMJA€MOM TOJIb3bl K BO3MOXHOMY PHUCKY IPUMEHEHUs

JICKapCTBCHHOI'O IIperiapara MiIid MEAUMIHUHCKOIO IIPHUMCHCHHSA, B OTHOIICHHH



KOTOPOIrO  NIPOBEACHBI  MEXAYHAPOAHBIE  MHOTOLIEHTPOBBIE  KIMHUYECKHE
WCCIICIOBAHNsI, YacTh M3 KOTOpBIX mposeacHa B Poccuiickon denepanyu, npu
OCYILECTBJIICHUU TOCYJapPCTBEHHOM pETUCTPaLUK JIEKAPCTBEHHOTO TIpenapara;

11) Ham4me coryacusi MPOU3BOAUTENS JIEKAPCTBEHHOTO Tperapara, MPOru3BOACTBO
KOTOPOTO  OCYIIECTBISIeTCA 3a npeaenamu Poccuiickonn @enepauuu, Ha
MPOBEICHUE WHCIEKTUPOBAHUS MPOU3BOJIUTENS HAa COOTBETCTBUE TPEOOBAHUSIM
IIPABWJI HAJUJIEKAIIEH TPOU3BOICTBEHHON IPAKTHUKY;

12) Hanmuuune coryiacus, IpeyCMOTPSHHOTO YacThio 18 HacTosIIel cTaThy;

13) yka3aHme BuUAA JIGKAPCTBCHHOTO IIperapara, IpPeACTaBICHHOTO Ha
peructpanuio (pedepeHTHBIA JIEKAapCTBEHHBIN Mpenapar, BOCIHPOU3BEICHHBIM
JIEKapCTBEHHBI  Tpemapar, OWOJOTMYEeCKUU  JICKapCTBEHHBINM  Mpernapar,
OnoaHanoroBelii  (OMOMONOOHBIN)  JIEKApCTBEHHBIM mpemnapar (OuoaHasor),
rOMEOIIATUYECKUM JICKAPCTBEHHBIA Mpenapar, JIEKapCTBEHHbIM PACTUTEIIbHBIN
npenapar).

3. Peructpamnmonnoe 1oche popmMupyercs U3 caeayonmx JOKyMEHTOB:

1) NpOeKThl MAaKETOB IMEPBUYHON YHMAKOBKHM W BTOPUYHOH (HOTPEOUTEIHCKOMN)
YIIAKOBKH JIEKAPCTBEHHOTO TIpenapara;

2) TOKYMEHT, MEPEBEJCHHBIN HA PYCCKHUU S3bIK, MOJTBEPIKIAIONINI COOTBETCTBHE
MPOU3BOUTEINIS PETUCTPUPYEMOTO JICKAPCTBEHHOTO TMperapata TpeOOBaHUSM
MPAaBWJI OPraHU3alMy MPOU3BOJACTBA M KOHTPOJIA KaydecTBa JEKAPCTBEHHBIX
CPEACTB, BBbIAAHHBIM  KOMIIETEHTHBIM  OpPraHOM  CTPaHbl  ITPOU3BOIAUTEIIA
PETUCTPUPYEMOTO JIEKAPCTBEHHOIO0 MNpenapara U 3aBEPEHHBIM B YCTAHOBJIECHHOM
MOPSIKE;

3) MpOeKT HOPMATHBHOM JOKYMEHTAIMHW MM HOPMATHBHOI'O JOKYMEHTa Ha
JIEKapCTBEHHBIN TpenapaT JuOO0 yKa3aHHE COOTBETCTBYIHOIIEH (apmakoneiHom
CTaThU;

4) cxeMa TEXHOJIOTHYECKOI0 Ipoliecca MPOU3BOICTBA JICKApCTBEHHOIO Iperapara,
ee omnucaHue u (WIM) CXeMa TEXHOJIOTMYECKOro Tpoliecca MPOU3BOACTBA

dbapmareBTUUECKON CyOCTaHIINH, €€ OTTMCAHUE;



5) MOKyMEHT, NepeBEICHHBIN Ha PYCCKUN S3BIK, TIOJTBEPKIAIONINI COOTBETCTBHE
npou3BOAUTENs  (hapMalleBTHUECKOW  CyOCTaHIIMM  TpeOOBaHUSM  MPaBUII
OpraHu3allid TMPOU3BOJCTBA M KOHTPOJISI KAayecTBa JIEKAPCTBEHHBIX CPEJICTB,
BBIJIAHHBIA KOMIIETEHTHBIM OPTaHOM CTpPaHBI MPOU3BOAUTENS (hapMaIleBTUUECKON
cyOCTaHIIMU, 3aBEPEHHBIN B YCTAHOBIIEHHOM MOPSIJIKE M COJEPKALIUMI:

a) HauMeHoBaHWe  (apmareBTHUECKOW  cyOctaHiuu  (MEXIyHapOJIHOE
HEMAaTEHTOBAaHHOE WJIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHU);

0) HaMMEHOBAHUE U aJIpeC MPOU3BOIUTENS hapMaleBTUUECKON CyOCTaHIINH;

B) CPOK F'OJIHOCTH (papMaleBTUUECKOM CyOCTaHIINH;

6)  JOKyMEHT, coOJAepKalMid  CBEJACHUS O  TMOKa3aTelsX  KadyecTBa
dbapmaneBTUUeCKOM  CyOCTaHIIMM,  HMCIHOJB3yeMOW  TpH  MPOU3BOJICTBE
JIEKapCTBEHHBIX MPENapaToB;

7) HOpPMATMBHAs  JIOKyMEHTAallMs WM  HOPMATHBHBIA  JIOKYMEHT  Ha
(dapmaneBTUUECKyl0 ~ CyOCTaHLIMIO  JMOO  yKa3aHME€  COOTBETCTBYIOIIEH
(dhapMakoneiHol cTaThu,

8) undopmarus 00 yCIOBUAX XpaHEHHUs, IEPEBO3KU JICKAPCTBEHHOIO Mperapara u
uHas uHopmanus;

9) orduer o0 pe3ynbTaTax JAOKIMHHYECKOTO HCCIICOBAHUS JIEKAPCTBEHHOTO
CpeIICTBa JIJIsi METUITMHCKOTO TIPUMEHEHHSI, COJIEpP KAIlUid ONMCaHUe, PE3YIbTAaThl U
CTATUCTUYECKUI aHAIN3 Pe3yJIbTaTOB JaHHOTO JOKJIMHUYECKOTO UCCIEIOBaHUS;
10) ordyer o pe3yabTaTax JOKIMHUYECKOTO MCCICIOBAHUS JIEKAPCTBECHHOTO
CpelICTBa W KIMHUYECKOTO MCCIENOBAaHUS JIEKapCTBEHHOTO Tpernapara s
BETCPUHAPHOTO MPUMCHCHHSI;

11) npoeKT MPOTOKOJA KIMHUYECKOTO MCCICI0BaHMs JIEKAPCTBEHHOIO IMpernapara
JUTSI METUITMHCKOTO TIPUMEHEHUS

12) Oporrtopa ucciea0BaTeIs;

13) uH(pOPMAIMOHHBIH JTUCTOK MAUEHTA;

14) wunHbpopMmaIMs O BbIUIATAX M KOMICHCAIMAX IalHeHTaM (3JI0pPOBBIM
100pOoBOJbIIaM, OOJIBHBIM) (fajiee — MAalUEeHThl), TPUBICYCHHBIM K MPOBEACHUIO

KINMHUYCCKUX I/ICCJIC,Z[OBaHI/Iﬁ JICKAPpCTBCHHOI'O IIp€riaparta ajisd MCAUIMHCKOI'O



NPUMEHEHHUs, HCCIEAOBAHUNA OMOAKBUBAJICHTHOCTH M (WJIM) TepaneBTUUYECKON
HKBUBAJICHTHOCTH;

15) oTueT O pe3yibTaTax MEXIYHAPOIHBIX MHOTOIEHTPOBBIX KIMHUYCCKHX
WCCJIEIOBAHUI JIEKapCTBEHHOIO Ipenapara il MEIUIMHCKOTO IMPUMEHEHUs,
4acTh U3 KOTOPBIX MpOBeJicHa Ha TeppuTopun Poccuiickoit Meaepanuu;

16) TpPOEKT HMHCTPYKIMH IO MPUMEHEHHUIO JIGKAPCTBEHHOTO Iperapara,
coAep KAl CIENYIOIIUE CBEICHUS:

a) HAaMMEHOBAHHUE JIEKAPCTBEHHOTO CpeACTBa (MEXIAYHApPOJIHOE HEMATEeHTOBAHHOE
WA XUMHYECKOE M TOPrOBOEC HAUMEHOBAHMS );

0) JnexkapcTBeHHass (opMa C yKa3aHUEM HAUMEHOBAHUN W KOJMYECTBEHHOIO
coJiepkaHusl (AKTUBHOCTH) (papMalleBTUYECKUX CYyOCTaHIIMI M BCIIOMOTraTeNIbHbIX
BEILECTB;

B) (papMakoTepaneBTHUECKas rpyIia JEKapcTBEHHOIO Mpenapara;

I') OKa3aHus JJi1 IPUMEHEHUS;

1) MPOTHUBOMOKA3aHUS JJIs1 TPUMCHEHUS;

€) PeKUM JO03UPOBaAHMs, CIIOCOO BBEACHMS, MPU HEOOXOIUMOCTHU BpeMs Mpuema
JIEKapCTBEHHOI'O Tpernapara, MpPOJOLKUTENIbHOCTh JiedeHUusT (B TOM 4YHUCIE
JIEKapCTBEHHOI'0 Mpernapara Ui MEAUIIMHCKOTO MIPUMEHEHUS y JeTeil 10 U mocie
OJIHOTO TOJ1a);

) MEpPBI MTPEIOCTOPOKHOCTH TIPU TPUMEHEHUU;

3) CUMIITOMBI NI€PET03UPOBKHU, MEPHI 110 OKA3aHUIO TIOMOIIIM MIPH MEPET03UPOBKE;
M) yKazaHue, NpU HEOOXOJUMOCTH, OCOOEHHOCTEH MAEHCTBUS JIEKAPCTBEHHOIO
npenapara rnpu NepBOM MPUEME UITU TIPU €T0 OTMEHE;

K) OIMCaHue, MPU HEOOXOJUMOCTH, ACUCTBUI Bpaya ((dempamiepa), CreruaiicTa B
00JIaCTH BETEpUHAPUU, MALMEHTA, BJajelblia >KUBOTHOIO MPH IMPOITYyCKe MpUeMa
OJTHOM MJIM HECKOJIBKUX J103 JIeKapCTBEHHOTO Mpernapara;

J) BO3MOXXHBIE TOOOYHBIE JEWUCTBUS TPU NPUMEHEHUHU JIEKAPCTBEHHOTO
npenapara;

M) B3aUMOJIEMCTBUE C JPYTMMHU JIEKAPCTBEHHBIMU IpenapatamMu W (WJIM)

IMUIICBBIMUA IIPOAYKTAMH, KOPMaMU,



H) YyKa3aHWE BO3MOXXHOCTH ¢ OCOOEHHOCTEH MEIUIIMHCKOTO MPUMEHEHUS
JICKapCTBEHHOTO TIpenapara OepeMEHHBIMHU JKCHIIMHAMHY, JKCHITUHAMU B TIEPUOJ
IPYAHOTO BCKAPMJIMBAHUSA, JETbMHU, B3POCIBIMH, HMMEIOUIUMU XPOHUYECKUE
3a00JICBaHHUS;

0) CBEIEHHUS O BO3MOXXHOM BIUSHUM JIEKAPCTBEHHOIO IMpernapara s
MEJUIIMHCKOTO TMPUMEHEHHs] Ha CHOCOOHOCTh YINPAaBIATH TPAHCIOPTHBIMU
CpEIICTBAMH, MEXaHU3MaMU;

1) CPOK FOJTHOCTH Y yKa3aHUE Ha 3allpeT MPUMEHEHUs JIEKapCTBEHHOTO Ipernapara
110 UICTEUYEHUH CPOKA TOJTHOCTH;

P) YCJIOBHS XpaHEHUS;

C) YKa3aHHE Ha HEOOXOJIUMOCTh XpaHEHHUs JIEKApCTBEHHOIO MperapaTa B MECTax,
HEJIOCTYITHBIX TSI IeTeH;

T) yKazaHue, Npu HEOOXOJMMOCTH, CHEIHAIBHBIX MEp MPEIOCTOPOKHOCTU TPH
YHUYTOXKEHUU HEUCITIOJIb30BAHHBIX JIEKAPCTBEHHBIX MPENapaTos;

y) CPOKH BO3MOKHOTO HCIIOJIb30BAHUS MPOIYKIIUU KHUBOTHOTO MPOUCXOKICHUS
MoCJIe€ BBEACHUS >KMBOTHOMY JIEKAPCTBEHHOTO IIpemnapara [jisi BETEpUHAPHOIO
MIPUMEHEHUS;

¢) HamMeHOBaHUWE, aJApec MPOU3BOAUTENS JIEKAPCTBEHHOTO Mperapara U ajapec
MecTa IMPOU3BOJICTBA JIEKAPCTBEHHOTO Mperapara;

X) YCIIOBUSI OTITYCKa;

17) mepeBeacHHAss Ha PYCCKHUU SI3bIK M 3aBEpEHHAs B YCTAHOBJICHHOM IOPSIKE
KOIHUS JIOKYMEHTa, MOATBEPKIAIOIIEr0 PErUCTPALUI0 JEKaPCTBEHHOTO Mpenapara
B CJIy4ae ero perucrpanuu Bae npeaesioB Poccuiickon denepaunu;

18) mOKyMEHTHI, MpeACTaBiIsIeMble B COOTBETCTBHM €O cTarbsmMu 19 — 23
HacTosiiero denepanbHOro 3aKOHA.

4. o >xenmaHuIo 3asBUTEISI MOTYT OBITh TIPEJICTABIICHBI OTYETHI O MPOBEJCHHBIX B
CTpaHE 3asBUTENS M JPYTUX CTpaHAX pPe3yJbTaTax KIMHUYECKUX HCCIICIOBAHUMH,
UCCJIEI0BAHUIM OMOPKBUBAJICHTHOCTH M (WJIM) T€PANEBTUYECKONW SKBUBAJICHTHOCTH
JIEKapCTBEHHOIO npenapara (BKITIOUAS AMUACMHUOIOTHUECKHE WIIH

OIIM300TOJJOTHYCCKHUE HMCCICAOBAHUA I/IMMYHO6I/IOJIOI‘I/I‘{€CKI/IX JICKAaPCTBCHHLIX



IpenapaToB, MpeIHA3HAYEHHBIX I HMMYHOJOTHYECKOW MpOPUIAKTUKH U
JedeHuss MHQPEKIMOHHBIX 3a00JIeBaHUN, B TOM UHUCIE Yy JETeil), coaeprKaIiue
ONMCAHMS TPOBEICHHBIX HCCIEAOBAaHUM JIEKapCTBEHHOIO IIpernapara, WX
pEe3yIbTaThl U CTATUCTUYECKUN aHAJIN3 TIOJIYYEHHBIX PE3YJIbTATOB.

5. K 3asgBiIeHuI0 0 rocyJapCTBEHHOH perucTpanyy JeKapCcTBEHHOIO Ipernapara
IIPWJIArarOTCs:

1) MOKyMEHT, TOITBEPKMAIONIMA yIJIaTy TOCYJapCTBEHHOW MOIUIMHBI 32
IIPOBEICHUE DKCIEPTU3bl JOKYMEHTOB JUIsl IIOJY4YEHHUS pas3pelleHUud Ha
IIPOBEJCHNE KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHOIO Ipenapara I
MEIUIMHCKOTO MPUMEHEHUST M OSTUYECKOM HSKCHEPTH3bl MpU OOpallleHuH 32
rOCYJapCTBEHHOW pEerucTpaluen JISKapCTBEHHOTO IIpernapara;

2) JOKYMEHT, TMOATBEPKIAIOMIMN VYIUIATy TOCYyIapCTBEHHOW TONUIMHBI 32
IIPOBEJCHUE DKCIIEPTU3bl KAayeCcTBA JIEKAPCTBEHHOIO CPEACTBA M DKCIEPTU3BI
OTHOILIEHMUS  OXHMAAEMOM IOJB3bI K  BO3MOXKHOMY PHUCKY IIPUMEHEHUSA
JIEKAPCTBEHHOI'O MpEnapara, paspelieHHoro Juisi MEIUIUHCKOTO NMPUMEHEHUs Ha
tepputopun Poccuiickoit deaeparuu 6osee a1BaanaTH JeT, MPU TOCYIaPCTBEHHOM
pErucTpanuuu JEKApCTBEHHOTO MPEIapara;

3) JOKYMEHT, MOATBEPKIAIOIINA YIUIATy TOCYAapCTBEHHON MOIUIMHBI 32
IIPOBEJCHNUE DKCIIEPTU3bl KAayeCTBA JIEKAPCTBEHHOIO CPEACTBA M DKCIEPTU3BI
OTHOLICHMS  OXMAAEMOM TOJB3bI K BO3MOXHOMY PHCKY IPUMEHEHUS
JIEKAPCTBEHHOI'O Ipenapara Uil MEIULMHCKOIO IIPUMEHEHMS, B OTHOILIECHHUH
KOTOPOTrO  TIPOBEAEHBI  MEXAYHAPOAHBIE  MHOTOLIEHTPOBBIE  KIMHUYECKHE
WCCIIEIOBAHUs, 4YacTh M3 KOTOPBIX IIPOBEJAEHA Ha Teppuropur Poccuiickon
denepanuu, IpU rOCyAaPCTBEHHONW PErMCTPaLiy JIEKAPCTBEHHOTO Ipenapara;

4) JMOKYMEHT, TOATBEPKIAIONINN YIUIATy TOCYJapCTBCHHOW TOIUIMHBI 32
IIPOBEJICHNUE DKCIIEPTU3bl KAayeCTBA JIEKAPCTBEHHOIO CPEACTBA M DKCIEPTU3BI
OTHOLIECHMS  OXHMAAEMOM IOJB3bI K  BO3MOXXHOMY PHUCKY IIPUMEHEHUSA
JEKApCTBEHHOIO0 Ipernapara sl BETEPUHAPHOTO TMPHUMEHEHUsS TMpPH  €ro

rOCyJ1apCTBEHHOM PETUCTPALIMH.



6. He momyckaroTcs mosrydeHue, pas3rialieHue, UCIOIh30BaHNE B KOMMEPUYECKHX
HENsAX U B LENAX TOCYIapCTBEHHOM pErucTpanuu JIEKapCTBEHHBIX MPENapaToB
uHpopMaruu 0 pe3yJbTarax AOKIMHUYECKUX HCCIASIOBAHUM JIEKapCTBEHHBIX
CPEACTB ¥  KJIMHUYECKMX  HUCCIEJOBAaHUM  JIEKAPCTBEHHBIX  IPENApaToB,
MPECTaBICHHON 3asiBUTEIIEM JIJI TOCYAapPCTBEHHOM PETUCTPAILMH JIEKAPCTBEHHBIX
npernapaToB, 0€3 €ro corjiacusi B TEUCHHE IIECTH JIET C JaThl TOCYyAapCTBEHHOMU
perucTpanuu JeKapCTBEHHOIO Mpernapara.

HecoOGmroienne 3ampera, yCTaHOBJICHHOTO HACTOAIICH 4YacThiO, BICYET 3a COOOM
OTBETCTBEHHOCTh B COOTBETCTBHUHM C 3aKOHOJATEIbCTBOM Poccuiickoit denepannu.
Ha  Tepputopuu  Poccuiickoit ~ denepanmu  3ampemniaercsa — oOpallleHHe

JICKApPCTBCHHBIX CPCACTB, 3aPCTUCTPUPOBAHHBIX C HAPYIICHUCM H&CTOHHIGﬁ qacTH.

Cratbs 19. IIpunstue peiieHus o Bbiaue SKCIEPTHOMY YUPEKICHUIO 3a/IaHusl Ha
IIPOBEJICHUE JKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Tteuenue pnecsaTH pabounx AHEH CO JHSA TNPUHATUS 3asABICHUS O
rOCy/IapCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOI'O IIperapara COOTBETCTBYIOLIMMI
YIOJIHOMOUYEHHBIA (ellepaabHblii OpraH MCHOJHUTEIBHOW BIACTH TPOBOJUT
MPOBEPKY  TMOJHOTHI,  JOCTOBEPHOCTH W  MPABUIBHOCTH  OGOpPMIICHUS
IPEJICTABJICHHBIX JIOKYMEHTOB PETMCTPALIMOHHOTO JIOChE HA JIEKAPCTBECHHBIN
Mpenapar u IPUHUMAET PEIICHUE O BbIJIaue 3aJJaHHs HA IPOBEACHUE:

1) sKcHepTH3bl JTOKYMEHTOB, MPEACTABICHHBIX JUIS OIMPEACICHUS BO3MOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN MpenapaTr g MEIUIMHCKOTO NMPUMEHEHUS TMpHU
OCYILIECTBIICHUU TOCYJAPCTBEHHOM perucTpanu B KadyecTBe OpQaHHOTO
JIEKapCTBEHHOIO IIPErapara;

2) OSKCHEepPTH3bl JICKAPCTBEHHOI'O CpEACTBA B YaCTH OSKCIEPTU3bl KauecTBa
JIEKaPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOUIEHUSI OKHAAEMOW IMOJb3bl K
BO3MOYKHOMY PHUCKY ITPUMEHEHHMS JIEKAPCTBEHHOTO Mpenapara il MEAULIUHCKOTO
MIPUMEHECHMUS;

3) OSKCHepTH3bl JICKAPCTBEHHOTO CpEACTBA B YaCTH OSKCIEPTU3bl KadecTBa

JICKAaPCTBCHHOI'0O CpEACTBa MW OKCICPTU3LI OTHOLICHUSA O)KI/II[&GMOI\/'I IIOJB3bI K



BO3MOYKHOMY PUCKY INPHUMEHEHMS JIEKAPCTBEHHOIO Ipenapara sl MEAUIIMHCKOTO
IPUMEHEHUSI B MOPSJIKE YCKOPEHHOM MpOLEIypbl 3KCHEPTU3bI JIEKAPCTBEHHBIX
CPEJICTB B COOTBETCTBUU €O cTaTheil 26 HacTosmero denepanbHOro 3aKoHa;

4) oSKCHepTU3bl JICKAPCTBEHHOTO CpPEICTBA B OTHOIICHUHW JIEKAPCTBEHHOTO
npenapara Jyisi BETEpUHAPHOTO MPUMEHEHUS.

2. YIIOJTHOMOYEHHBIN (peiepanbHblil OpraH UCIOJHUTEIILHON BIACTH YBEJIOMIISET B
ANIEKTPOHHOM (opMe WM Ha OyMa)KHOM HOCUTENE 3asBUTENS M OSKCIEPTHOE
YUPEKICHUE O MPUHATOM PELIEHUU O BbIJAYE 33JIaHUI HAa IPOBEACHUE DKCIIEPTHU3,
IPETYCMOTPEHHBIX YacThi0 1 HaCTOsIIEH CTaThbU, U B Cilydyae HEOOXOIUMOCTH O
BbIJIaYe paspemeHuss Ha BBO3 B Poccuiickyro denepannio KOHKPETHOM MapTHH,
CepUN 3aperuCTPUPOBAHHBIX U (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpelcTB Wi 00 OTKa3e B MPOBEACHUM MPEAYCMOTPEHHBIX SKCIEPTU3 C YKa3aHUEM
IIPUYHH TaKOr'O OTKAa3a.

3. B ciydae BbISBICHHS OTCYTCTBUSI WJIM HEAOCTOBEPHOCTH HWH(OpMALIUH,
coJiepKallleiicsl B MPEICTABIECHHBIX 3asBUTENIEM JOKYMEHTAX, YIOJHOMOYEHHBIN
denepanbHbIA OpraH UCIOJIHUTEIBHON BIACTH HANpPABJISET 3asSBUTENIO 3ampoc 00
YTOYHEHUU 3Toll  uHpopmamuu (mamee —  3anpoc  YHOJHOMOYEHHOIO
dbenepalbHOTO OpraHa UCIIOJIHUTEIBHON BIIACTH), KOTOPBIA MOXKET OBbITh MEepe/iaH
YIOJIHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JIMYHO TOJ PACIHCKY, HAIPABJICH
0 TMOYTE€ 3aKa3HbIM NUCBMOM WJIM TIE€pelaH B JIIEKTPOHHON Qopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajlaM CBA3U. B ciyyae HampaBlIeHMsI 3ampoca
YIOJHOMOYEHHOTO (peepabHOTO OpraHa HCIOJIHUTEIbHOM BJIACTU MO MOYTE
3aKa3HbIM [TMCbMOM OH CUMUTAETCA MOJTYUYEHHBIM 0 UCTEUEHUU IECTH THEU ¢ JaThl
HaITpaBJIEHUS 3aKa3HOTO MUChMA.

4, 3asBuTenb 0053aH MPEACTaBUTH OTBET Ha 3aMpoc YMOJHOMOYEHHOTO
denepanbHOrO OpraHa HCHOJHUTENBHON BIIACTH B CPOK, HE MPEBBIIIAOMINAN
NeBsHOCTa pabouux AHeW co JHsA ero noiydeHus. Cpok, ykazaHHbI B dactu 1
HACTOSIIIEN CTaThW, MPUOCTAHABIMBAETCS CO JIHA HAIpPaBJICHUS 3asBUTEIIO
3arpoca YIMOJIHOMOYEHHOTO (heepaabHOr0 OpraHa MCHOJHUTENIbHOM BIACTH 0

JAHS ITOJIYUYCHHA UM COOTBCTCTBYIOIICT'O OTBETA.



5. OcHOBaHMEM I OTKa3a B OPraHU3alUK 3KCIEPTU3, TPEAYCMOTPEHHBIX YaCThIO
1 Hacrosimieil cTaThu, SBISAETCA MPEICTABICHUE HEOOXOAMMBIX ISl MPOBEICHHUS
IPEIyCMOTPEHHBIX  JKCHEPTU3 JOKYMEHTOB B  HEMNOJIHOM O0beME WU
HENPEJCTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBI CPOK OTBETa Ha 3ampoc
YIOJIHOMOYEHHOTO (elepaIbHOr0 OpraHa HCIIOJIHUTEIbHOM BIACTH, a TaKXkKe
IpEJCTaBICHUE JOKYMEHTOB, HE COJAEpXKallluX HCYEPIBIBAIOIIETO IEpeyHs

HEOOXOIUMBIX CBEICHUM.

Cratest 20. DOxkcmepTtu3a [TOKyMEHTOB, TPEICTABICHHBIX IS OMPEICICHUs
BO3MOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM Npenapar il MEIULIHHCKOIO
IIPUMEHEHUSA IIPU OCYLIECTBIECHUM TI'OCYIAapCTBEHHOM PErMCTpallid B KadyeCTBE
op(haHHOTO JIEKAPCTBEHHOI'O MIpenapara

1. DkcnepTr3a JOKYMEHTOB, IMPEACTABICHHBIX ISl OMPEICIECHUS BO3MOKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN Ipenapar sl MEIULIUHCKOTO NPUMEHEHUS IPH
OCYIIECTBJICHUM TOCYJAPCTBEHHONM pEruCTpalliM B KadyecTBe OpQaHHOTO
JIEKApCTBEHHOI'O IIpernapara, COCTaBICHUE KOMUCCUEH JKCIEPTOB 3aKIIOUYECHUS O
BO3MO>KHOCTH MJIM HEBO3MOXKHOCTH PACCMATPUBATh JIEKAPCTBEHHBIN Mpenapar JJIs
MEIULIMHCKOI0 MPUMEHEHUS IIPU OCYLIECTBICHUM I'OCYIapCTBEHHON PETUCTPALUN
B KauecTBe Op(aHHOTO JEKapCTBEHHOrO IMpernapara M HalpaBl€HHUE JaHHOIO
3aKJIIOYEHUS] B YIOJHOMOYEHHBIN (efepanbHblil OpraH MCHOJHUTENbHOU BIIACTU
OCYILECTBISIIOTCS B CPOK, HE TNPEBBIMLAIOIIUN TPUALATH pabOYMX AHEW CO JHSA
MOJYYEHHUsS] ~ DKCHEPTHBIM  YUPEKICHHEM  3aJaHUA  YINOJHOMOYEHHOTO
benepaibHOrO OpraHa MCIOJIHUTENBHON BJIACTU U B JIEKTPOHHOU (popMe MUK Ha
OyMa)kKHBIX HOCHUTEJSIX HEOOXOJUMBIX TOKYMEHTOB, YKAa3aHHBIX B IMMyHKTax 1, 2, 5,
6, 10 vactu 4 u B yactu /7 cratbu 18 Hacrosero degaepanbHOrO 3aKOHa.

2. JIOKyMEHTBI, COAEp Kallhecs B PEruCTPALlMOHHOM JO0ChE Ha JIEKapCTBEHHBIN
npernapaTr M MOCTYNUBINUE Ha OyMa)KHBIX HOCUTENSIX B JKCIIEPTHOE YUpEXkKICHUE
JUI.  OCYHIECTBIIEHHMSI HMX OKCIEPTHU3bl Uil ONPENEIEHUS BO3MOKHOCTH
paccMarpuBaTh JIEKAPCTBEHHBIM Ipemnapar Uisi MEIWLIMHCKOIO IPUMEHEHHUS B

Ka4€CTBEC Op(l)aHHOFO JICKapCTBCHHOI'O Ipfriapara, IMOJJIC)KAaT BO3BpaTy B



YIOJIHOMOYEHHBIN (peiepaibHbIil OpraH UCIIOJHUTEIBHOM BIaCTH OJTHOBPEMEHHO C

3aKIHOYCHUAMUA COOTBETCTBYIOIIUX SKCIICPTHUS.

Cratpst 21. Pemenne o BO3MOXHOCTH pacCMaTpHUBaTh JICKAPCTBEHHBIN Mpemnapar
IpPU OCYIIECTBICHUH TOCYAapCTBEHHOM perucTpanud B KayecTBe opdaHHOro
JIEKapCTBEHHOIO IIpernapara

1. B cpok, HE MpeBHINAIUNA NATH pabdoyux JTHEH CO AHS TOXYYCHHS
3aKI0YeHus, ykazaHHoro B yactu 1 crarbum 20 Hacrtosimero denepalbHOrO
3aKOHA, YIOJIHOMOYEHHBIM (enepanbHblid  OpraH HCIOJHUTEIBbHON BIIACTU
OCYILECTBISIET OLEHKY MOJYYEHHOIO 3aKJIIOYEHUs JUIA ONPENEICHUS] €ro
COOTBETCTBMS 3aJaHUI0 Ha IPOBEICHUE COOTBETCTBYIOIIEW OKCIEPTU3bl U
YBEJIOMJISIET 3asiBUTEIISI B DJIEKTPOHHOU (popMe uiaum Ha OyMakHOM HOCHUTEIIE O
pe3yibTarax MPOBEACHHOM DKCIEPTU3bl C IPUIOKEHUEM KOIIMU HKCIIEPTHOIO
3aKJIIOUEHUsl (C COXpaHEHHEM KOH(PHUIECHIMAIbHOCTH HH(POpPMALMU O COCTaBe
HKCIIEPTHON KOMHUCCUHU) U O BO3MOKHOCTH WJIM HEBO3MOXXHOCTH pacCMaTpUBaTh
JIEKApCTBEHHBIN IIpenapar Uil MEAUIMHCKOrO NMPUMEHEHUS IIPU OCYIIECTBICHUU
rOCyJAapCTBEHHOW pPErucTpaud B KadyecTBE Op(PaHHOTO JIEKAPCTBEHHOIO
rpernapara.

2. Ilpu BbIHECEHMHM KOMHUCCHEH OSKCHEPTOB 3aKJIIOYEHUS O BO3MOXKHOCTU
paccMaTpuBaTh JIEKAPCTBEHHBIM MpENapar il MEAULUUHCKOTO NMPUMEHEHUS NPH
OCYILIECTBJICHUH TOCYIapCTBEHHOW perucrpauiud B KayecTBE Op(aHHOIO
JIEKAPCTBEHHOTO rpemnapara YIIOJIHOMOYEHHBIN dbenepaibHbIN opraH
WCIIOJTHUTENILHON BJIACTH B CPOK, HE MPEBBIMIAIIIMN MATH pabouux JHEH CO JIHS
MOJyYEHUs JAHHOIO 3aKJIIOYECHUs, NMPUHUMAET PELICHHE O BbLAAYE 3aJaHUs Ha
MIPOBEJCHNUE DKCIIEPTU3bl KAayeCTBA JIEKAPCTBEHHOIO CPEACTBA M DKCIEPTU3BI
OTHOULIEHUSI  O0XKHUJA€MOM TMOJIb3bl K BO3MOXXHOMY PHCKY NPUMEHEHUS
JIEKapCTBEHHOI'0 Ipenapara sl MEAULUHUHCKOTO NPUMEHEHUS B IOPSIKE
YCKOPEHHOW TPOLIEAYPBl SKCIEPTU3BI JEKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU

co cTaTheill 26 HacTosero denepanrbHOTO 3aKOHA.



3. B cnywae npuHATHA pelIeHHS O HEBO3MOXKHOCTH  paccMaTpuBaTh
JIEKAPCTBEHHBIM Ipenapar il MEAULIUHCKOTO MPUMEHEHUS IIPU TOCYAAPCTBEHHOU
peructpalMd B KadecTBe  Op(paHHOrO  JIEKAPCTBEHHOrO  Ipernapara
YIOJHOMOYEHHBIN (peiepabHbIii OpraH HCHOJHUTENBHOM BJIACTH MpeKpaliaet
IIPOLENYypyY TOCYIapCTBEHHOM  pPErucTpalMM  JIEKAPCTBEHHOIO  IIpernapara.
3asiBUTENb BIIpaBE OOpPAaTUTHCS B PErMCTPUPYIOLIMM OpraH ¢ 3asBICHUEM O
rOCyJapCTBEHHOM PErUCTPAalMd yKa3aHHOIO JIEKAPCTBEHHOIO IIpenapara B

COOTBETCTBHHM CO cTaThel 18 HaCTOAIICTO CDGI[CpaJ'II)HOFO 3aKOHa.

Cratps 22. Y1patuna cuiy ¢ 1 uromns 2015 r.

Cratps 23. DkcrepTusza KadecTBa JIGKQPCTBEHHOTO CpEACTBA W IKCIEPTH3a
OTHOLICHHS  OXHMAAEMOM TOJB3bl K BO3MOXHOMY pHUCKY IPUMEHEHUS
JIEKaQpCTBEHHOTIO Mpenapara i MEAUIIMHCKOTO TPUMEHEHHUS

1. DkcnepTh3a KauecTBa JIEKAPCTBEHHOIO CPEACTBA M AKCIEPTU3a OTHOIICHUS
OKMJIA€MOUN TMOJB3bl K BO3MOXKHOMY PHCKY TPUMEHEHHUS JIEKApPCTBEHHOIO
npenapara Jyisi MeIUIIMHCKOTO MPUMEHEHHSI, COCTABICHUE KOMHUCCHUSIMH DKCIIEPTOB
3aKJIIOUYCHHUI TI0 pe3yjbTaTaM MPOBEAEHHBIX HKCIEPTH3 M HAIMpPaBICHUE ITUX
3aKJTIOYEHUN B YIIOJIHOMOYEHHBIN (DerepanbHbli OpraH MCHOJHUTEIBLHON BJIACTU
OCYILECTBIISIIOTCSI B CPOK, HE MPEBBIMIAIONINNA CTa JECATH padovuX THEH co JHS
MOJYYEHHUS]  DKCHEPTHBIM  YUYPEXKJCHUEM  COOTBETCTBYIOIIETO  3aJaHUS
YIOJHOMOUYEHHOTO  (peiepajJbHOTO  OpraHa  HCIOJIHUTENIbHOW  BJIACTU WU
HEOOXOIMMBIX JOKYMEHTOB B DJICKTPOHHOM (popMe MM Ha OYMa)KHBIX HOCUTEISX.
2. B Tedyenue neBsHOCTA JHEH CO AHS TOJYYCHHS PEIICHHS YIOTHOMOYEHHOTO
dbenepaibHOrO OpraHa MCHOJHUTEIBHOM BJIACTH O TMPOBEICHUMU DKCIEPTH3,
NPEAYCMOTPEHHBIX YacThl0 1 HACTOSIIEN CTaTbhH, 3asBUTEIb MPEJCTABISET B
AKCHEPTHOE YUPEKICHHUE NI MPOBEICHUS IKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOTO
cpeacTBa o0pasiibl JICKApCTBEHHOTO Mpenapara Jyisli MEAUIIMHCKOTO MPUMEHEHUS,
MPOU3BEJCHHOTO B COOTBETCTBUU C TPEOOBAHUSMHU OIBITHO-IPOMBIIIIICHHOTO W

(WIM)  TPOMBIIUIEHHOTO  PErjIaMEeHTOB,  YTBEPXKIECHHBIX  PYKOBOJMUTENEM



IPOU3BOJUTENS JIEGKAPCTBEHHBIX CPENICTB, a TAKKE B COOTBETCTBYIOLIUX CIIydasiX
oOpa3ibl  (apMarieBTUIECKON CYOCTaHIIMH, TECT-IITaMMa MHKPOOPTaHU3MOB,
KyJbTYpPhl KIJIETOK, OOpaslibl BEIIECTB, MPUMEHSEMbIX JUIsl KOHTPOJII KauecTBa
JEKapCTBEHHOTO  CpEJICTBa IyTeM CpPaBHEHUS C HHUMH  HCCIEIYeMOTO
JIEKapCTBEHHOI'O CPEJICTBA, B KOJIMYECTBAX, HEOOXOAUMBIX [IJIsl BOCIIPOU3BEICHUS
METO/IOB KOHTPOJISI KAa4eCTBa.

3. Ilpu monydenun oOpa3lOB JIEKAPCTBEHHOTO MpemapaTa U (hapManeBTUIECKON
CyOCTaHIIMM  DKCIEPTHOE  YUPEKICHUE  BBIJACT  3aABUTENIO  JIOKYMEHT,
MIOJITBEPKIAIOIINI TOTy4YeHHE YKa3aHHBIX 00pa3IoB, U B CPOK, HE MPEBBIIIAIOIINN
Tpex pabouyux JHEH, YBEIOMJISIET B BJIEKTPOHHOW (opme Ui Ha OymMa)KHOM
HOocUTeJe 00 ATOM YIIOJIHOMOYEHHBIH (eaepaibHblii OpraH HCIOJIHUTEIbHON
BJIACTH.

4. Yka3zaHHble B 4YacTsIX 2 U 3 HACTOSILEH CTaTbu CPOK Ui MPEJCTABIICHUS
3asgBUTENIEM OOpa3lOB JIEKAPCTBEHHOIO IIpemapaTta M (apManeBTUUYECKOU
CyOCTaHIIMM Y CPOK YBEIOMJICHHS OJKCHEPTHBIM YUpexjaeHueM o0 HSToM Ha
OyMa)XHOM HOCHTEJIE YIOJHOMOUYEHHOTO (peiepaibHOro OpraHa MCIOJIHUTEIbHON
BJIACTH HE BKIIOYAIOTCS B CPOK MPOBEICHHS OSKCIEPTU3, MPETyCMOTPEHHBIX
yacThio 1 HacTosIIEeH CTaThu.

5. JIoKyMeHThI, TMOCTYNHUBIIME B SKCIEPTHOE YUPEXKJIEHUE i TPOBEACHUs
IKCIIEPTU3, MPEAYCMOTPEHHBIX YaCThI0 1 HacTosIImel CTaThH, MOMJIEKAT BO3BPATY
B YIIOJIHOMOYEHHBIN (pesiepalibHbIi OpraH UCHOJIHUTEILHOM BIACTH OJHOBPEMEHHO

C 3aKJIIIOUYCHHAMU, IMOJIYUCHHBIMHU 110 PpE3YyJIbTaTaM COOTBCTCTBYIOIIUX DKCIICPTHUS.

Cratbs 24. DxcrepTusza KadecTBa JIGKAPCTBEHHOTO CpEACTBA W JKCIEPTH3a
OTHOIIICHHUS  OXKHJAAEMOM  TOJB3bl K BO3MOXXHOMY PHUCKY TPUMEHECHUS
JIEKapCTBEHHOTIO Mpenapara il BETEpUHAPHOTO TPUMEHEHHUS

1. DkcnepTh3a KauecTBa JIEKAPCTBEHHOIO CPEACTBA M AKCIEPTU3a OTHOIICHHS
OKMJIA€MOM TOJB3bl K BO3MOXKHOMY PHCKY MPUMEHEHHUS JIEKapCTBEHHOIO
npenapata JUisi BETEPUHAPHOIO TMPUMEHEHHUS, COCTABJICHUE KOMHCCHUSIMU

9KCIICPTOB 3aKJIFOYCHUM T10 pe3yiibTaTaM YKa3aHHBIX OKCIICPTHU3 W HaIIPpaBJICHUC



TaKUX 3aKIIOYEHUN B YMOJHOMOYEHHBIN (pelrepanbHblii OpraH HCHOJHUTEIbHOM
BJIACTH OCYILECTBIISIOTCS B CPOK, HE MPEBBIIAIONINN CTa IeCATH pabouymx THEH co
JHS TIOJy4EHMsI OKCIEPTHBIM YUYPEXKICHHEM 3aJaHMsl  YIOJHOMOYEHHOIO
denepanbHOrO OpraHa UCHOJHUTEIBLHOM BIACTH C JOKYMEHTaMH, yKa3aHHBIMHU B
yactu 3 ctathu 17 Hacrosmero deaepaabHOro 3aKOHA.

2. B Tewenwe mnsATHaAUATH paboOuyux JAHEW CO JHA TOJYYEHHUs pEIICHUs
YIOJHOMOYEHHOTO (peAepaJbHOTr0 OpraHa UCIOJHUTENBHOM BAACTH O IPOBEIEHUN
YKa3aHHbIX B 4acTh 1 HacTosed CTaTby HKCHEPTU3 3asIBUTENb MPEJICTABISAECT B
DKCIEPTHOE YUPEKICHUE IS MPOBEACHHUS DKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOTO
CpelicTBa 00pa3lpbl JIEKAPCTBEHHOTO MpernapaTa JJil BETEPUHAPHOTO MPUMEHEHUS,
IPOU3BEIEHHOTO B  COOTBETCTBUU C  TPEOOBAHUAMM  TEXHOJOTMYECKHX
PETrIAMEHTOB, YTBEPKIACHHBIX PYKOBOJIWTENIEM NPOU3BOIAUTENS JIEKAPCTBEHHBIX
CpEICTB, a Takke oOpazeln QapMaleBTUYECKOW CyOCTaHIMM B KOJIMYECTBAX,
HEOOXOUMBIX JIJIs1 BOCIIPOU3BEACHHS METO/I0B KOHTPOJIS KauecTBa.

3. Ilpu momydennn oOpa3OB JIEKAPCTBEHHOTO MpemapaTa u (hapMareBTHIECKON
CyOCTaHIIMM  HKCHEPTHOE  YUYPEKIEHUE  BbIIAET  3aABUTENIO  JOKYMEHT,
MOATBEPKIAAIOIIMHI MOyYeHUE YKa3aHHbIX 00pa3LoB, U B CPOK, HE PEBBILLIAIOIINN
Tpex paboumx JHEHW, yBeAOMJIsIET B MHUCbMEHHOW (dopme 00 dToM
YIOJHOMOYCHHBIN (heJiepalibHbIN OpraH UCTIOJHUTEIHHON BIIACTH.

4. Cpok J1s IpeJICTaBlIeHus 3asiBUTENIEM 00pa3lioB JEKapCTBEHHOIO Mpenapara u
(dapmaleBTUUECKOI CyOCTaHIIMM U CPOK YBEJAOMIICHUSI SKCIIEPTHBIM YUPEKACHUEM
00 3TOM B NHMCHBMEHHON (opMe YMOJTHOMOUYEHHOTO (QeaepaqbHOro OpraHa
UCIIOJIHUTENIbHON BIJIACTH, yKa3aHHbIE B 4acTAX 2 W 3 HACTOSIIEH CTaThbu, HE
BKJIFOYAIOTCS B CPOK MPOBEJIEHUS YKAa3aHHbIX B 4YacTh 1 Hacrosmed craTbu
DKCHEPTU3.

5. JloKyMEeHTBI, MOCTYNUBIIME B OHKCIEPTHOE YUYPEXKICHHE I NPOBEACHUS
yYKa3aHHBIX B 4acTW 1 HacTosAlIEHd CTaTbU SKCIEPTU3, IOJJIEKAT BO3BpATYy B
YIOJHOMOYEHHBIN (heiepalibHbI OpraH UCIOJIHUTEIBHOM BIACTH OJJHOBPEMEHHO C

3aKIIIOYCHUAMU 110 PE3YJIbTaTaM YKA3aHHBIX SKCIICPTHU3.



Cratbs 25. [ToBTOpHOE MTPOBEACHHE SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB

1. B cinydasx HeAOCTaTOYHOM OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOUCHUS
KOMHUCCHUHU PKCIIEPTOB, HAJIMYMUSI B HEM IIPOTUBOPEUMBBIX JAHHBIX, (paibcuuranuu
BBIBOJIOB 3KCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, COKPBITUSL OT YIOJHOMOYEHHOTO
dbenepaibHOTO OpraHa UCHOJHUTEILHOM BJIIAaCTU OCHOBAHUH MJIsi OTBOJIa JKCIIEpTa
BCJICJICTBUE €r0 3aMHTEPECOBAHHOCTM B  pe3yJibTaTax COOTBETCTBYIOLIEH
OKCIIEPTU3bI, HATUYMS JAHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIbCTBE B
IIPOLIECC COOTBETCTBYIOLIEH IKCIIEPTU3BI JIULI, HE YYACTBYIOLIMUX B €€ IPOBEACHUH,
HO OKa3aBIIMX BJIHMSHHE Ha TMPOLECC H PE3yJbTaTbl €€ MPOBEIACHHUS,
YIOJITHOMOYEHHBIM (pefiepaibHbIM OPraHOM HCIIOJTHUTEILHON BIACTU HA3HAYACTCS
MOBTOPHAs dKCIEPTU3A JIEKAPCTBEHHOTO CPEJCTBA U (WJIM) STUYECKAsk SKCIIEPTU3A.
2. TloBTOpHAast »KcmepTH3a JIEKAPCTBEHHOTO CPEACTBA TPOBOAUTCS C YUETOM
pe3yJbTaTOB paHEe IMPOBEACHHOW DKCIEPTHU3bl B CPOK, YCTAHOBJICHHBIN
YIOJHOMOYEHHBIM  (he/lepaibHbIM OPraHOM UCIHOJHUTEIBHOM BJIAaCTH UM HE
MPEBBIIAIOIMIMN  TpUALIATH paboyux AHEH CcO AHS TOJMYYEHHS] DKCIEPTHBIM
YUPEKIACHUEM 3a/1aHUs HA MPOBEJACHHUE MOBTOPHOM DKCIEPTHU3BI JIEKAPCTBEHHOI'O
CPEACTBA.

3. dunaHcoBoe OoOecrieueHre BBHITIONHEHUS 3aJaHusl Ha MPOBEJCHUE MOBTOPHOU

OKCIICPTU3LI JICKAPCTBCHHOI'O CPCACTBA HC OCYIICCTBIIACTCA.

Cratbs 26. YcKkopeHHasl polielypa IKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB

1. VYckopenHnas mnpoieaypa SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEJAX
rOCYy/IapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHBIX MPENapaToB IPUMEHSETCI B
OTHOIIEHWH  Op(aHHBIX  JIEKAPCTBEHHBIX  MpenapaTroB, MEpPBBIX  Tpex
JIEKapCTBEHHBIX IIpernaparoB, peructpupyemoix B Poccuiickonn ®Penepanuu B
Ka4yeCTBE BOCIIPOU3BEACHHBIX JICKAPCTBEHHBIX IIPENApaTOB, 0YEPEAHOCTh KOTOPBIX
ONpENEAETCS B COOTBETCTBMM C HOMEPOM M JAaTOM BXOIAIIMX 3asBJICHUM O
rOCYy/IapCTBEHHOM PETrUCTpalMU JIEKAPCTBEHHBIX IIPENaparoB B paMKax OIHOIO
MEXKIYHApPOJIHOI0 HENAaTEHTOBAHHOIO HAMMEHOBAHUs JIEKapCTBEHHOIO Ipernapara

NI I'pynimmpoOBOYHOI'O HaMMCHOBAHUA JICKAapCTBCHHOI'O Impemapara, u



JICKapCTBEHHBIX  MpENapaToB,  MPEJHA3HAYCHHBIX  HMCKIIOYUTEIBHO  JUIS
MPUMEHEHUST HECOBEPIICHHOJICTHUMH TPaKJaHAMMU.

2. YCKOpeHHas Tpoleaypa SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B IEJISIX
TOCYJapCTBEHHOM PETHUCTpAIlMU JICKAPCTBEHHBIX TPEMapaTOB HE MPUMEHSIETCS B
OTHOUICHUMU:

1) OuoaHamoroBsIx (OHOMOAOOHBIX) JICKAPCTBEHHBIX MPeHapaToB (0HOaHAIOrOB);
2) pedepeHTHBIX JICKAPCTBCHHBIX IIpenaparoB (3a HCKIOUEeHHEM OpdaHHBIX
JIEKapCTBEHHBIX MPENapaToB);

3) BOCIPOM3BEJCHHBIX JICKAPCTBEHHBIX IPEMapaToB (3a HCKIOYCHHEM MEPBBIX
Tpex peructpupyeMbix B Poccuiickoit @eaepannn B Ka4€CTBE BOCHPOU3BEACHHBIX
JIEKapCTBEHHBIX MPENapaToOB U JIEKAPCTBEHHBIX IpenapaToB, MpeTHA3HAUYCHHBIX
UCKITFOUUTEIHLHO JIJIsT TPUMEHEHUST HECOBEPIICHHOJICTHUMH TPaXKIaHAMMU );

4) HOBBIX KOMOMHAIIMI 3apETUCTPUPOBAHHBIX PAHEE JICKAPCTBEHHBIX MPEIApPaToB;
5) ekapCTBEHHBIX MPEnapaToB, 3apEerUCTPUPOBAHHBIX paHee, HO MPOU3BEICHHBIX
B JIPYTUX JICKAPCTBEHHBIX (POpMax B COOTBETCTBUHU C IMEPECYHEM HAWMEHOBAHUMN
JIEKapCTBEHHBIX (JOPM U B HOBOI I03UPOBKE.

3. YckopeHHas Tpolieypa dKCIEepTU3bl JEKAPCTBEHHBIX CPEACTB MPOBOAUTCS TIO
PEIIEHUI0  COOTBETCTBYIOUIETO  YIOJHOMOYEHHOTO  (pelepaJbHOrO  OpraHa
UCIIOJIHUTENILHON BJIACTM HAa OCHOBAHMM 3asBJICHUS 3asBUTENII B CPOK, HE
NPEBBIIAIOIMINA  BocbMuUAeCATH pabounx gHer. Ilpm sTOoM  3KcmepTH3a
JIOKYMEHTOB, COJIEP)KAIIUXCS B PETUCTPAIMOHHOM JIOChE Ha JIEKAPCTBEHHBIM
mpenapar, MPOBOJWTCS B CPOK, HE TMPEBBIMIAIONINN JECATH pabodyux JHEH,
DKCIIEPTH3a KadyecTBa JICKAPCTBEHHOTO CPEICTBA M OKCIEPTH3a OTHOIICHUS
OKHJIAeMOM TOJIh3bI K BO3MOXXHOMY PpHCKY TPUMEHEHHS JIEKapCTBEHHOTO
npernapara MpoBOJATCS B CPOK, HE MPEBBIIIAIONTNI MIECTUACCATH Pa00OUnX THEH.
3.1. B ortHomeHun opQaHHBIX JEKAPCTBEHHBIX MPEMapaToB MOTYT ObITh
MPEACTABIICHBI  PE3yJIbTaThl JOKIMHUYECKUX HCCIEOBAaHUN  JICKAPCTBEHHBIX
CPEeICTB W KJIMHUYECKUX MCCICOBAHUN JIEKAPCTBEHHBIX IMpEmapaToB IS

MEIMIMHCKOrO MPUMEHEHMS, BBINOJHEHHBIX 3a mnOpeaenamMu Poccuiickon



denepanyy B COOTBETCTBUU C MpaBUJIAMH HajIexallel 1a00paToOpHOM MpaKTUKU
Y IIPAaBWJIAMM HAJJIEKAIIEH KIMHUYECKOU MPAKTUKH.

4. YckopeHHasl Ipoleaypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPENCTB MPOBOJUTCS B
MOpsAIKE, yCTaHOBICHHOM cTaThsiMu 17 — 20, 23 u 24 nacrosimero denepanbHOro
3aKOHA, M HE O3HAa4yaeT CHWXKEHMsI TpeOoBaHUN K O€30IacHOCTH, KauyecTBY U

3¢ (HEKTUBHOCTH JIEKAPCTBEHHBIX MTPENapaToB.

Cratpst 27/. PemeHue o0 TOCYyAapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO
npernapara

1. B cpok, He MpEeBbIIAIONIMI AecITH padouux JHEH CO JHS TOJyYEHHUS
3aKIFOYEHUN KOMHMCCHUHM JKCIIEPTOB II0 pe3yJibTaTaM JKCIIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CPEJICTBA M OSKCHEPTHU3bl OTHOUIEHUS OXUIAAEMOM IOJIb3bI K
BO3MOYKHOMY PHUCKY IPUMEHEHHs JIEKAPCTBEHHOI'O Ipernapara, COOTBETCTBYIOIINI
YIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCIOJHUTEIBbHOM BIIACTH:

1) pasmemaer Ha cBoeM oduIMaTbHOM caiite B cetu "HMHTepHer"
COOTBETCTBYIOINE 3aK/IFOUEHHS] KOMUCCHUU 3KCIIEPTOB M OCYLIECTBIISET UX OLEHKY
JUTS ONIPECIIEHNs] COOTBETCTBUSA 3aJaHUI0 HA IPOBEJIEHUE ATUX IKCIEPTH3;

2) TUpUHUMAET pEIIEHWE O TOCYIAPCTBCHHOW PErUCTPaliU JIEKaPCTBEHHOTO
npenapata WM 00 OTKa3e B TOCYJIAapPCTBEHHOM PErucTpanu JIEKapCTBEHHOTO
npernapara,

3) BHOCUT TIpU TIPUHATUU PEHICHUS O TOCYJAPCTBCHHOW PETUCTPALUU
JIEKapCTBEHHOI'0 Ipernapara JaHHbIE O 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM
npenapare, B TOM 4uciie 0 (papMalieBTUUECKOM CyOCTaHIMU, BXOASIIEH B COCTaB
JIEKapCTBEHHOI'O IIpenapara, B TOCYyIapCTBEHHbBIN PEECTP JIEKAPCTBEHHBIX CPENICTB
U BBIJACT 3asBUTENIO PETHCTPALMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO
npenapara, (gopmMa KOTOPOTO YTBEP)KIAeTCs YIMOJHOMOYEHHBIM (efepaabHbIM
OpraHoM VCIIOJIHUTEJIbHON BJIACTH, COIJIaCOBaHHbIE HOPMATHBHYO
JOKYMEHTAIMI0, HOPMATUBHBIA JIOKYMEHT, HWHCTPYKIHIO 1O MPUMEHEHUIO
JIEKapCTBEHHOI'O Tpernapara M MakKeTbl NEPBUYHOW YIAKOBKM W BTOPUYHOU

(MOTpeOUTENBbCKOM) YIAaKOBKH C YKAa3aHHMEM Ha HUX HOMEpa PErucTpalluOHHOTO



yIOCTOBEPEHUS JICKAPCTBEHHOTO TMpemapara M JAaThl €ro rocyJdapCTBEHHOM
pPEerucCTpallid WM B CIy4yae NPUHATHSA pEHIeHHs 00 OTKa3e B roCydapCTBEHHOM
perucTpalyy JIEKApCTBEHHOIO Npernapara YBEJOMIIIET B NHUCbMEHHON (opme
3agBUTENsT 00 OSTOM C YyKa3aHMEM TNPUYUH TaKOro OTKa3a. 3a BblIauy
PETUCTPALIMOHHOTO  yIOCTOBEPEHUS] JIEKAPCTBEHHOTO IIpernapaTa B3UMAeTCs
roCy/lapCTBEHHAasl MOLUIMHA B COOTBETCTBUHU C 3aKOHOJATENbCTBOM Poccuiickoii
®enepanyu 0 HaOrax u coopax.

2. OcHOBaHMEM MJi OTKa3a B TOCYJapCTBEHHOH perucTpanuu JeKapCTBEHHOI'O
mpemapata  SBISETCS  PEIIEHHE  COOTBETCTBYIOIIETO  YMOJIHOMOYEHHOTO
denepanbHOTO OpraHa MCHOJHUTENIBHON BJIACTH O TOM, YTO Ka4eCTBO W (WIIH)
3¢ (HEKTUBHOCTh PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara He MOATBEPKICHbBI
MOJyYEHHBIMH JAaHHBIMU HJIM YTO PUCK MPUUYUHEHHS Bpeda 3J0POBBIO UYEIOBEKa
WIM JKMBOTHOIO BCIICJCTBUE IIpUEMa JIEKAPCTBEHHOI'O IpernapaTa IpeBbILIAET
3 PEKTUBHOCTD €ro MPUMEHEHHS.

3. IloBTOopHOE TpencTaBICHHE B COOTBETCTBYIOUIUH  YIOJHOMOYEHHBIN
benepanbHbI OpraH HMCHOJHUTEIBHOM BIACTH JIEKAPCTBEHHOIO Ipemnapara, B
OTHOIIIEHWH KOTOPOTO TOJMyYeH OTKa3 B TOCYJapCTBEHHOH perucrpanuu u
KOTOpBI  BIIOCIEACTBUM IMOJBEpPICsl HW3MEHEHHWIO B YacTU €ro CoCTaBa,
paccMaTpuBaeTCsl Kak MpeACTaBlIEHUE HOBOI'O JIEKAPCTBEHHOI'O IperapaTa Ha €ro
TOCY/IapCTBEHHYIO PETHUCTPAIMI0 HE3aBUCUMO OT COXpPAaHEHHUS €ro MEepBUYHOTO

HAaMMCHOBAHU:.

Cratest 27.1. Tlopsimok ompeneneHus B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX
penapaToB JUIsl MEIUIIMHCKOTO MPUMEHEHUS

1. Bzaumo3aMeHSIEMOCTh JICKAPCTBEHHBIX TMpenapaToB JUIsi MEIUIIMHCKOTO
NPUMEHEHUSI OMpeaesieTcss B TOpsiaKe, YycTraHoBieHHOM [IpaBuTenbcTBOM
Pocculickon ®@enepanuu, Ha OCHOBaHHUM CIEAYIOIINX apaMeTPOB:

1) SKBHBAJIEHTHOCTb (11 OMOAHAJIOrOBBIX (OMOIOJOOHBIX) JICKAPCTBCHHBIX
npenapatoB  (OMOaHaNOroB)  —  CONOCTAaBUMOCTh)  KAUECTBEHHBIX WU

KOJIMYE€CTBEHHBIX XapaKTEPUCTUK (bapmaleBTHYECKUX cyOcTaHuuii



(MCTIONB30BaHKWE  PA3NMYHBIX  COJieH, A(QUPOB, KOMIUIEKCOB, H30MEPOB,
KpUCTAUTMUECKNX (OpM ©  JAPYIHMX TPOU3BOAHBIX OJHOTO H TOTO K€
JIEUCTBYIOLIETO BELIECTBA HE SABJISICTCS MPEMSATCTBUEM JUIsl B3aUMO3aMEHSIEMOCTU
JICKapCTBEHHBIX  TPEmapaTroB, ©CAW  TpPU  NPOBEACHUH  HMCCIICIOBAHUS
OMOPKBUBAJICHTHOCTH JICKAPCTBEHHOTO TMpenapara Wik B Cly4yae HEBO3MOXKHOCTH
MPOBEICHUS]  3TOTO  HCCIENOBaHUST  MPU  NPOBEIACHUM  HCCIIEOBAHUS
TEparneBTUYECKON SKBUBAJCHTHOCTH JIGKAPCTBEHHOTO TMpemapara JOKa3aHo
OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pa3iuuuil (apMaKOKMHETHUKA U (WJIK)
0e3onacHocTd U 3(PEKTUBHOCTH JIEKAPCTBEHHOIO Mpenapara JJjisi METUIIUHCKOTO
PUMEHEHU);

2)  OSKBUBQJICHTHOCTh  JICKApCTBEHHOW  ¢GopmMbl  (MOA  SKBHBAJICHTHBIMU
JICKapCTBEHHBIMU (OpMaMH TIOHMMAIOTCA pa3HbIC JICKapCTBEHHBIE (POPMBI,
UMEIOIINE OJMHAKOBBIE CIOCOO BBEACHHUS U CIOCOO MPUMEHEHHUs, 00J1aaolme
COMOCTaBUMbBIMU bapMaKOKMHETHUYECKUMU XapaKTEePUCTUKAMU u
dbapMakoIOTHYECKUM JIEUCTBUEM U OOECHEYMBAIOIINE TakKXKe JIOCTHD)KCHHE
HE0OX0aMMOro KIMHUYeckoro sddekra. Paznmuuus nexkapcTBeHHBIX (OpPM HE
SIBJITFOTCSL TIPETISITCTBHEM JIJIT MX B3aMMO3aMEHSEMOCTH, €CJIM TPH TPOBEIACHHUH
UCCIeI0BaHNsT OMOAKBUBAJICHTHOCTU JICKAPCTBEHHOTO Tperapara WM B cllydae
HEBO3MOXKHOCTH  TIPOBENCHMSI  ATOTO  MCCJENOBAaHUS  TPU  TPOBEICHUU
UCCIICIOBaHMS TEPANEeBTUYECKON HKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TMperapara
JIOKA3aHO OTCYTCTBHE KJIMHHYECKH 3HAYMUMBIX DPa3auuuii (PapMaKOKWHETUKH H
(wnn) Oe3omacHocTH W A3(PGEKTUBHOCTH JIEKAPCTBEHHOIO Ipenapara s
METUITUHCKOTO PUMEHCHHS );

3) SKBHMBAJCHTHOCTb WJIM COMOCTaBMMOCTH COCTaBa BCIIOMOTATEIILHBIX BEIIECTB
JICKapCTBEHHOTO TMpemnapara JJjisi METUIIMHCKOTO MPUMEHEHUs (pa3iudmsi COCTaBa
BCIIOMOTATENIbHBIX BEMIECTB JICKAPCTBEHHOTO TIpemapara il METUITUHCKOTO
MPUMEHEHUS HE SBIISIOTCS MPETSTCTBUEM JIJISi UX B3aUMO3aMEHIEMOCTH, €CJIA TIPU
MIPOBEJICHUH MCCIIEIOBAaHNUS OMOAKBUBAJIEHTHOCTH JICKAPCTBEHHOTO Tpernapara JJis
METUITMHCKOTO MPUMEHEHUS WM B CIlydae HEBO3MOXKHOCTH TMPOBEIACHUS ITOTO

HCCIICAOBAaHUA npu IIPOBCACHUHA HCCIICO0BaHUA TCp&HGBTH‘IGCKOﬁ



HKBUBAJIEHTHOCTU JIEKAPCTBEHHOTO Mpemnapara A MEAUIHUHCKOTO MPUMEHEHUs
JI0Ka3aHO OTCYTCTBUE KJIMHMYECKHA 3HAYUMBIX pazIuuuidl (HapMaKkOKUHETHKU H
() Oe3omacHocTH W A3(PGEKTUBHOCTH JICKAPCTBEHHOIO IIpemapara s
MEAMIIMHCKOTO TpuMeHeHus. [Ipu sToM pasnuuus cocTaBa BCIIOMOTATENbHBIX
BEIIECTB HE JOJKHBI MPUBOAUTH K PHUCKY BO3HHUKHOBEHHSI CEpPbE3HBIX
HEXEJNATeNbHbIX PEaKIMi Yy OTAENbHBIX TPYII MallMeHTOB WM TMOBBIIICHUS
YaCTOTHI UX BOSHUKHOBCHHS );

4) MIEHTUYHOCTH CIIOCO0a BBEICHUS U IPUMCHCHHS,

5) OTCYTCTBHE KIMHHUYECKU 3HAUMMBIX PA3IMYUi MPH MPOBEACHUU HCCIICTOBAHUS
OMOPKBUBAJIEHTHOCTHU JICKAPCTBEHHOTO IMpernapaTa Wik B CIydae HEBO3MOXKHOCTU
MIPOBEJICHUS] ITOTO MCCJIEJAOBAHUS OTCYTCTBUE KIMHUYECKU 3HAUMMBIX Pa3IUMuni
nokasaresied 0e30macHOCTH U 3(PQPEKTUBHOCTH JEKAPCTBEHHOIO IMpernapara Mnpu
MPOBEICHUM  MCCIICIOBAHUSI  TEPareBTUUYECKON HIKBUBAJICHTHOCTH. JlaHHBIN
napamMeTp He MPUMEHSAETCS B OTHOIICHUH BOCIPOM3BEIICHHBIX JIEKAPCTBEHHBIX
npenapaToB, ykasaHHbIX B udactu 10 crateu 18 wactosmero denepambHOTro
3akoHa. B oTHOomeHuM OWOaHANOTOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX
npenapaTtoB (OMOAHAJIOrOB) JaHHbIE 00 OTCYTCTBUM KJIMHUYECKH 3HAYUMBIX
paznuunii 6e3omacHOCTH, IPHEKTUBHOCTH M MMMYHOTE€HHOCTH JIEKAPCTBEHHOTO
mpemnapara IO pe3yJbTaTaM  IPOBEACHHUS  KIMHUYECKUX  HMCCIEIOBAHUMN
MPEIOCTABIIAIOTCS B MOPSIJIKE, YCTAHOBJICHHOM HACTOSIICH YacThIO;

6) COOTBETCTBHE TMPOU3BOMUTENS JICKAPCTBEHHOTO CPEICTBa TPEOOBAHUSIM
Ha/JIeXKaIel POU3BOJACTBEHHON IPAKTHKHU.

2. CpaBHEHHE TapaMETPOB PErHUCTPUPYEMBIX JIEKAPCTBEHHBIX MpermapaToB MAJis
MEAMIIMHCKOTO MPUMEHEHUS OCYIIECTBIISIETCS KOMUCCUEH IKCIIEPTOB SKCIIEPTHOTO
YUPEXKIEHUSI TPU MPOBEICHUHU SKCIEPTU3bI TaKUX JIEKAPCTBEHHBIX MPENaparoB B
Mpolecce HMX TOCYHAapCTBEHHOM  perucrpauvu. BbBIBOABI  3KCHEPTOB O
B3aMMO3aMEHSIEMOCTH WJIA HEB3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENapaToB
JUTST MEAWIIMHCKOTO TPUMEHEHUSs, CICNIaHHbIE B pe3ylbTaTe 3TOTO CpaBHEHUS,

opopmIIAIOTCST B BUAE NPUIOKEHHUS K 3aKIIOYEHHUIO HKCIEPTOB MO (opme,



YTBEPKACHHON YIOJIHOMOYEHHBIM (hefiepaabHbIM OpPraHOM HCHOJHUTEIbHOM
BJIACTH.

3. IlonokeHusi HACTOSIIEW CTaThbH HE PACHPOCTPAHSIOTCS Ha pePepeHTHbIC
JIEKapCTBEHHbIE  Ipenaparbl, JIEKAPCTBEHHBIE  PACTUTENbHBIE  Ipenaparsl,
rOMEONATUYECKHE JIEKAPCTBEHHBIE IMpENnapaTtbl MU JIEKAPCTBEHHBIE ITpEnapaThl,
KOTOPBIE pa3pelIeHbl Il MEAULIUHCKOTO npuMeHeHus B Poccuiickoin denepannn
Oonee ABaALATH JIET M B OTHOLIEHMH KOTOPBIX HEBO3MOXKHO HPOBEICHUE

HCCICOAOBAHUA UX OMOSKBUBAJICHTHOCTH.

Cratbs 28. PeructpanimoHHOe yI0CTOBEPEHHUE JICKAPCTBEHHOTO TIperapaTa

1. PeructpaliioHHOE yJOCTOBEpPEHHUE JIEKAPCTBEHHOTO IMpemnapara ¢ yKa3aHHEeM
JIEKapCTBEHHBIX (OpPM U JO3UPOBOK BBIJAETCA OECCPOYHO, 3a HUCKIIOYEHUEM
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipenapara, BbIJaBAEMOT0 CO
CPOKOM JIEMCTBUS TMSATh JIET, Ha BIIEPBbIE peructpupyembie B Poccuiickoi
depnepaluy JeKapCTBEHHBIE MTPENapaThl.

2. Tlo ucreuenum ykazaHHOro B 4yacTu 1 HacTosied cTraTbd CpOKa BBIIACTCS
OEeCCpOUHOE PETHCTPAIIMOHHOE YJIOCTOBEpPEHHE JIEKAPCTBEHHOI'O Iperapara Mnpu
YCJIOBUU MOATBEPKACHUS €r0 TOCYAAPCTBEHHOW PETUCTPaIUU.

3. B cinywyae BHecenus B cooTBeTcTBUU co cTaThsiMu 30 m 31 HacTosIero
denepaibHOTO 3aKOHA U3MEHEHHM B COAEPIKAIIMECS B PETUCTPAIIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIA JIEKAPCTBEHHBIM MpenapaT JAOKYMEHTHI, 3aTparuBarolInX
CBEJICHUS, OTPAKEHHBIE B PETUCTPALIMOHHOM YJIOCTOBEPEHHUH JIEKAPCTBEHHOIO
npernapara, yHOJHOMOYCHHBIA deaepaibHblii OpraH HCHOJHHUTEIBHON BIIACTH
BBIJIJAET HOBOE PErUCTPAIMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOrO Ipernapara,
coJieprKalllee BHECEHHbBIC B HETO U3MEHEHUSI.

4. B ciydae yTparbl WJIH MOBPEXICHUS PETUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapara Mo 3asBJICHUIO0 B TUCbMEHHON (opMe JepiKaTelis Uin
BJIQJICIblIa PETUCTPAIMOHHOTO YIAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mperapara WIH
YIOJHOMOYEHHOTO HWMH JAPYTrOro IOPUIUYECKOTO JIMIAa O Bblgade ayOnukara

PETUCTPALMOHHOIO YAOCTOBCPCHUS JICKAPCTBCHHOI'O IIpCIiapara YHOHHOMOT{CHHLIﬁ



dbeneparbHBIN OpraH UCTOTHUTEIHHOW BIACTH B CPOK, HE TIPEBBIMIAOIIANA IECATH
pabounx JHEW Cco JAHS TOCTYIUICHUS  3asBJICHUSA, BbIIACT AyOJauKar
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO Mpenapara. 3a BblAAdy
nyOnuKaTa pPETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Tperapara
B3UMAETCSl TOCYAApCTBEHHAs NOIUIMHA B COOTBETCTBUHM C 3aKOHOJATEIbCTBOM

Poccuiickoit @enepaiuy 0 Hajgorax u coopax.

Cratbs 29. IloarBepxaeHUE TOCYJAPCTBEHHON PErucTpalud JIEKapCTBEHHOTO
mpernapara

1. TloaTBepkaEeHHE TOCYAApPCTBEHHOM PETHCTPAIlMU JICKAPCTBEHHOTO IperapaTa
OCYIIECTBJISIETCSL MPHU BbIJjaue OECCPOUHOTO PETHUCTPAIMOHHOTO YIAOCTOBEPEHUS
JICKapCTBEHHOTO TMperapata B Cllydae, yKa3aHHOM B 4YacTH 2 cTaTbu 28
HacTosimero defepanbHOrO 3aKOHA, B CPOK, HE TPEBBIMAIOIIMNA JIEBIHOCTA
pabouux JHEW CO JHS TIOJYYEHHUS] COOTBETCTBYIOIIUM  YIIOJTHOMOYEHHBIM
dbenepabHBIM OPraHOM HMCIOJHUTEIBLHON BIIACTH 3asBJICHHUS O TOATBEPKICHUN
rOCyJapCTBEHHON PETUCTpAIluU JIEKAPCTBEHHOTO Tpemnapara i METUIIMHCKOTO
MpUMEHEHUS, 0(OPMIICHHOTO B COOTBETCTBHH C YacThIO 2 CTaTh¥l 18 HacTosIIero
denepaabHOTO 3aKOHA, JUOO 3asBIECHUS O TOJITBEPNKIACHUM TOCYAAPCTBEHHOU
perucTpanuy JIEKApCTBEHHOTO TperapaTa JUisi BETEPUHAPHOTO TMPUMEHEHHS,
0(OPMJICHHOTO B COOTBETCTBHUU C YacThiO 2 cTaThl 17 HacTosmiero deaepaabHOTO
3aKOHA.

2. TloaTBepKaeHUE TOCYIApCTBEHHON PEruCTpallMK JICKapCTBEHHOTO Tperapara
OCYIICCTBIISCTCS IO pe3yJbTaTaM SKCIEPTHU3bI OTHOIICHHS OKHUIA€MOH TOJIB3bI K
BO3MOXKHOMY PHCKY TIPUMEHEHHUs JICKapCTBEHHOTO TIpermapara, a Takke
AKCIIEPTU3BI KaueCTBa JIGKAPCTBEHHOTO CPEJICTBA, MPOBOIMMOM B CITydae BHECCHUS
M3MEHEHUI B HOPMATUBHYIO JIOKYMEHTAIIUIO WJIM HOPMATUBHBIN IOKYMEHT.

3. K zasgBiaeHuto 0 TOATBEPKICHUM TOCYAApPCTBEHHOM  PErHCTpaliu
JICKapCTBEHHOTO TIpemapara Il MEAWIIMHCKOTO TPUMEHEHUS IPHIIararoTcs
JOKYMEHT, TOATBEPKIAIOIMIUNA  yIUIATy TOCYJapCTBEHHON  MONUIMHBI 32

MOATBEPKIECHUE TOCYJaPCTBEHHON pEerucTpanuu JIEKapCTBEHHOro Mpenapara s



MEUITMHCKOTO TIPUMEHEHUS, TOKYMEHT, COACPKAIIUN Pe3yIbTaThl MOHUTOPHUHTA
0€30MacHOCTH JICKaPCTBEHHOTO TMperapara, MPOBOJAUMOTO 3asiBUTENEM, TT0 Gopme,
YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (efiepalbHbIM OpraHOM
WCITOJTHUTEIILHOM BIIACTH, a TAKXKE JOKYMEHTHI, YKa3aHHbIC B MMyHKTaX 2 U 5 4acTh
3 crarbu 18 Hacrosimero ®denepanbHOoro 3akoHa (B ciydyae MpeCTaBICHUS
3asiBJICHUS] O TOATBEP)KICHUHM TOCYAAPCTBEHHOW PETUCTpAIMU JIEKAPCTBEHHOIO
npenapata Juisi MeaunuHckoro npumeHenus mo 31 gexabps 2015 roma), nub6o
JIOKYMEHTBI, YKa3aHHbIe B NyHKTax 3 W 4 wyactu 4 cratbu 18 Hacrosiiero
denepanbHOTO 3aKOHA (B CIydyae TPEICTABICHUS 3asABICHUS O TOATBEPKICHUN
TrOCYJapCTBEHHOM PETHCTpAIlMU JICKAPCTBEHHOTO Tpemnapara il METUITHHCKOTO
npumeHenus ¢ 1 suasaps 2016 roga).

3.1. K 3asgBrmeHWI0 O TOATBEPXKIACHUM  TOCYJAPCTBEHHOW  pETHCTpaIiu
JIEKapCTBEHHOTO Tperapara JJIsi BETEPUHAPHOTO MPUMEHEHHUS MPHUIIaraloTcs
JIOKYMEHT, TOATBEPXKIAIOIMIUNA  yIUIaTy  TOCYJAapCTBEHHON  MOUUIMHBI 32
MOATBEPKIACHUE TOCYIAPCTBEHHON PETHCTpaIliy JIEKApCTBEHHOTO Tpemnapara Jis
BETEPUHAPHOTO MPUMEHEHHUS, JIOKYMEHT, COJICPKAIINI pe3yabTaThl MOHUTOPUHTA
0€30MacHOCTH JICKaPCTBEHHOTO TMperapaTa, MPOBOJIUMOIO 3asiBUTENIEM, TT0 Gopme,
YCTAaHOBJICHHOW COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (eAepalbHbIM OpraHOM
WCIIOJIHUTENILHON BJIACTH, a TakKe JOKYMEHTBHI, yKa3aHHble B TyHKTe 1 u
noamynkrax "a", "0", "k", "n" mynkta 4 yactu 3 crtaThu 17 HACTOAIIETO
denepanbHOrO 3aK0HA.

3.2. HopMatuBHasi JOKYMEHTAalMs WM HOPMATHBHBIA JIOKYMEHT, IPOCKT
WHCTPYKIIMK TI0 TPUMEHCHHMIO JICKAPCTBEHHOTO IIpernapara, MPOCKThl MaKeTOB
NEePBUYHOM  YMAKOBKM W BTOPUYHOM  (TIOTPEOUTENHCKOM)  YIAKOBKHU
JICKapCTBEHHOTO TMperapaTa NPWIAraloTCs K 3asABICHUI0O O IOATBEPKICHUU
rOCyapCTBEHHONW PETHCTpAIlMM JICKapCTBEHHOTO IIpernapara BHOBb TOJBKO B
ciydae, €Clii B HUX BHOCSITCSI U3BMCHECHHUSI.

4. B TteueHune ngeciaTH paboYMX JHEH CO JHS TIPUHATHS 3asBJICHHUS O

NOATBEPKIAECHUU TOCYJApPCTBEHHOM pPErMCTpauuu JEKAPCTBEHHOIO Mpernapara u



HEOOXOIMMBIX JOKYMEHTOB COOTBETCTBYIOIIMN YIOJIHOMOYCHHBIN (hemepanbHbIi
OpraH UCIIOJHUTEIBLHOMN BIIACTH:

1) mpOBOIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEJICHUH, COJEpIKAIIUXCS B
MPEJICTABJICHHBIX 3aBUTEIIEM MaTepHuaiax;

2) IPUHUMAET PEIICHUE O TIPOBEICHUM WM 00 OTKa3e B MPOBEICHUM YKCICPTU3BI
OTHOILLIEHHS  OXUAAEMOM TMOJB3bl K BO3MOXHOMY PHUCKY IPUMEHEHUS
JIEKAPCTBEHHOI'O TMPEIapara, a TaKXe DKCIEPTHU3bl KayeCTBA JIEKAPCTBEHHOTO
CpPEACTBA, MPOBOAMMOM B CIIy4ya€ BHECEHHUS U3MEHEHHW B HOPMATHBHYIO
JIOKYMEHTAITUIO UJIM HOPMATUBHBIN JJOKYMEHT;

3) yBedOMJISIET B NMHCBMEHHOH (hopMe 3asBHTEIS O NMPHHATOM PEIICHUW WU B
cllydae MPUHSTHS pelIeHus 00 OTKa3e B MPOBEICHUU SKCIEPTU3BI C YKa3aHUEM
MPUYUH TaKOTO OTKa3a.

4.1. B cnyyae BBISBICGHHUS HEJIOCTOBEPHOCTH CBEJCHUM, COAEpKAIIUXCS B
MPEICTABIICHHBIX 3asBUTEJIEM MaTepuayiax, YIOJIHOMOYECHHBIH (enepanbHbIi
OpraH HCIOJHUTEIbHOW BJIACTH HAIpPAaBIAET 3asgBUTEIIO0 3alMpoc 00 YTOYHEHUU
yKa3aHHBIX CBeJICHUU. JlaHHBIN 3amTpoCc MOXKET OBITh MepeaaH YIOJTHOMOYEHHOMY
MPEICTABUTEIIO 3aBUTENS JIMYHO MOJI PACHUCKY, HAIMIPABJIEH IO MOYTE 3aKa3HBIM
MUCbMOM WJIM TEpeJaH B JJIEKTPOHHON (opMe MO TeIeKOMMYHUKAITMOHHBIM
KaHajaM CBs3U. B cilyyae HampaBieHHs JAHHOTO 3alpoca MO IMOYTE 3aKa3HbIM
MHUCHbMOM OH CUMUTACTCSl TOJYYCHHBIM [0 MCTEUYCHUHW IIECTH JHEH C JaThl
HaIlpaBJICHUS 3aKa3HOTO MUChMa.

4.2. 3asBUTENb 0053aH TMPEACTAaBUTH OTBET Ha 3alpoC YMOJHOMOYEHHOIO
dbenepaapHOro OpraHa HCIOJHUTEIBHOM BJIACTH B CPOK, HE MPEBBIMIAIONIUN
JIEBSTHOCTA padOYnX JTHEW CO JHS MOJydeHus AaHHOro 3ampoca. Cpok, yKa3aHHBINA
B yacTh 4 HaCTOsIIeH CTaThbW, NPUOCTAHABIMBACTCS CO JHS HaIpaBJICHUS
3asIBUTENIO 3ampoca YIMOJTHOMOYEHHOTO (penepaibHOro OopraHa HMCIOTHUTEIHHON
BJIACTU JI0 JHS MOJYYEHUS UM OTBETA HA JJAHHBIA 3alPOC U HE YUUTHIBACTCS MpPH
WCUHUCJICHUA  CPOKa  TOATBEPKICHUS  TOCYJApCTBEHHOW  PErucTpaluu

JIEKapCTBEHHOI'O IIpenapara.



5. OcHoBaHHeM JIsi OTKa3a B MPOBEICHUM SKCIEPTU3bI OTHOIICHUS OKHIaeMON
IIOJIb3BI K BO3MOXXHOMY PHCKY NPHMEHEHHs JIGKApCTBEHHOTO TperapaTta v (WiH)
OKCIIEPTU3Bl KAvecTBa JICKAPCTBEHHOTO CPEICTBA SIBISETCS MPEICTaBICHHE
JIOKyMEHTOB, YKa3aHHBIX B 4acTsAX 1 n 3 HacTOAIIEH CTaThH, B HETIOJHOM O0BEME,
HETPE/ICTaBICHUE 3asSBUTEIIEM B YCTAHOBJICHHBI CPOK OTBETAa Ha YKa3aHHBIH B
gactu 4.1 HacTosmIel CTaTbU 3ampoC YMOJTHOMOYEHHOTO (hemepanbHOro opraHa
WCITOJITHUTENILHON BJIACTH, a TaK)K€ OTCYTCTBHE B MPEJICTABIICHHBIX JOKYMEHTaX
WCYEPIBIBAIOIINX CBEICHUN, KOTOPHIC JOJDKHBI OBITh OTPa)KEHBI B HUX.

6. DxkcmepTuza OTHOIICHHS OKHIAeMOW TIONBh3bI K BO3MOXXHOMY PHCKY
NPUMCHEHHUs JICKQpCTBEHHOTO Tmpemapata ©  (WJIM) OSKCIIEpTH3a KavyecTBa
JIEKapCTBEHHOTO  CPEICTBa B  IENAX  MOATBEPXKICHUS TOCYAapCTBEHHOU
pETHCTpaIy JIEKAPCTBEHHOTO MpernapaTa IPOBOSATCS Ha OCHOBAHUU JOKYMEHTOB,
yKa3aHHBIX B YAaCTU 3 HACTOSIIEH CTaThH, B IOPAJIKE, YCTAHOBICHHOM YacTAMHU 5-8
craTbu 23 u cTaThel 24 HacTosmero denepaabHOro 3aKOHA.

7. B mepwon mpoBeAeHUS TPOIEAYPHl MOATBEPKICHUS TOCYAapCTBEHHON
perucTpaiMd  JIKapCTBEHHOTO  Mpermapara  ero  TIPpaKIaHCKUM — 000poT
ocyluiecTsisieTcs Ha Tepputopun Poccuiickon denepanun.

8. OcHoBaHueM Il OTKa3a B TOATBEP)KIECHUU TOCYAAPCTBEHHOW PETUCTpaIliu
JIEKapCTBEHHOTO  TMperapata  SBJSIETCS  PEIICHHE  COOTBETCTBYIOIIETO
YIOJHOMOYEHHOTO (heIepaIbHOTO OpraHa HMCTIOJHUTEIBHOW BIACTH O TOM, YTO
KauecTBO U (uin) 3(PPEeKTUBHOCTD JIEKAPCTBEHHOTO Tpernapara He TOITBEPKIACHBI
MOJIYYCHHBIMHA JTAHHBIMH WJIM 9YTO PHCK NMPHYMHCHUS BpEa 30POBBIO YEIIOBEKA
WM SKUBOTHOTO BCJICACTBUE IIpHUEMa JICKAPCTBEHHOIO IperapaTa IPEBhIIAcT

3 PEKTUBHOCTD €ro MPUMEHEHUS.

Cratbs 30. Bnecenme wu3MeHEHMII B  JOKYMEHTHI, COJAEpXKalluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpemnapar s
METUITUHCKOTO MPUMEHCHHUS

1. B memsix BHECEHHMS] W3MEHEHHNW B JOKYMEHTBI, COJEpXKaIlhecs B

PEruCTPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s



MEIUIMHCKOIO MPUMEHEHHUs, 3asBUTENb IPEACTaBISET B YIOJIHOMOYEHHBIN
denepanbHBIE OpraH HMCIOJIHUTEIBHOW BIIACTH 3asBICHWE O BHECEHHHM TaKHX
U3MEHEHUH 1o opMe, YCTAaHOBIEHHOW YIOJHOMOYEHHBIM (efepaibHbIM OpraHOM
UCITOJIHUTEJIbHON BJIAcCTH, W IPUJIOKEHHBIE K HEMY HW3MEHEHHUS B YyKa3aHHbIC
JOKYMEHTBI, @ TaKXe JOKYMEHTBI, IOATBEPKIAIOLINE HEOOXOIUMOCTh BHECEHMS
TaKUX W3MEHEeHUU. [IpuHsATHE peleHus 0 BHECEHUM TaKUX W3MEHEHUN WMIU 00
OTKa3e B WX BHECEHHHM OCYLIECTBJISETCS B CPOK, HE IMPEBBIIIAIONINI JEBIHOCTA
pabounx JHEH €O JHS MPHUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHoM
UCITOJIHUTENIbHOM BJIACTH 3asBJICHUS O BHECEHUU TaKUX WU3MEHEHUM.

2. B cayyae BHeceHHA UW3MEHEHHH B HWHCTPYKIHUIO 10 MPUMEHEHHUIO
JIEKapCTBEHHOI'O IIpenapara B OTHOLIECHWUM CBEJICHUW, YKa3aHHBIX B ITOJIYHKTaX
"r" —"m", "x" mynkta 16 gactu 3 ctathu 18 Hacrosmero denepaabHOTO 3aKOHA,
B COCTaB JIEKAPCTBEHHOTO IIpenapara sl MEAULUHCKOIO IPUMEHEHHU S, U3MEHEHUS
MecTa IPOM3BOJCTBA  JIEKAPCTBEHHOIO  Ipenapara Uil MEJULUHCKOIO
NPUMEHEHUs, U3MEHEHUs MOKa3aTeIell KauecTBa JIEKapCTBEHHOr 0 IMpenapara s
MEIUIMHCKOIO  INpUMEHEHHWs W  (WIM) METOJOB  KOHTPOJS  KadecTBa
JIEKapCTBEHHOI'O Mpenapara A MEIULIUHCKOTO MPUMEHEHMs, U3MEHEHHs CPOKa
TOJHOCTH JIEKAPCTBEHHOTO Ipernapara JUisi MEIULUHCKOIO  IPUMEHEHUs
IIPOBOJUTCS IKCIIEPTH3a JIEKAPCTBEHHBIX CPEICTB B YaCTH JKCHEPTHU3bI KAUECTBA
JIEKapCTBEHHOT'O CPEJCTBA U (WJIM) SKCIEPTU3bl OTHOLIEHUS OKUIAEMOU MOJIb3bI K
BO3MOYKHOMY PUCKY IMPHUMEHEHMS JIEKAPCTBEHHOIO Ipernapara sl MEAUIIMHCKOTO
npuMeHeHus. B ciiydae HEO0OXOAMMOCTH BHECEHUs MHBIX M3MEHEHUW B JIaHHYIO
MHCTPYKIIMIO DKCHEPTH3a JIEKAPCTBEHHOI'O CPEACTBA [IJIi BHECEHHMS TaKHX
U3MEHEHUN B CBEJECHUS O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare He
IIPOBOJIUTCH.

3. C 3asgBieHMeM O BHECEHHMM H3MEHEHHUH B JOKYMEHTBI, COJEp’Kalluecs B
PErHCTPALlMOHHOM JIOChE Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JJis
MEIUIMHCKOTO MPUMEHEHHUs, Hapsay C JOKyMEHTaMH, yKa3aHHbIMH B yactu 1
HACTOSIIEM ~ CTaTbW,  3aABUTENIb  MPEACTABISIET  KOMHM  JOKYMEHTOB,

MNOATBCPIKAAOIUX  YIIIATy FOCYI[&pCTBCHHOﬁ INOIJIMHBI 3a BHCCCHHUC B



JOKYMEHTBI, COAEPKALIUECS B PETUCTPALMOHHOM JOChEe HAa 3aPErHCTPUPOBAHHBIN
JIEKapCTBEHHBIM Ipenapar s MEIULUHUHCKOrO NPUMEHEHUs, HW3MEHEHU,
TpeOyIOIIMX MPOBEACHUS HKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B  YaCTH
AKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHOT'O CPEACTBA U (MJIM) 3KCIEPTU3bl OTHOLLIECHUS
OKUJAEMOM IIOJIb3bl K BO3MOKHOMY pPHUCKY IPUMEHEHUS JIEKapCTBEHHOI'O
npenapara Juisi MEAULMHCKOIO IPUMEHEHHs, TOCYJapCTBEHHON MOIUIMHBL 32
BHECEHHE B JOKYMEHTBI, COJEpXaIIUeCs B PETUCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar sl MEAUIUHCKOTO IPUMEHEHHUS,
U3MEHEHUH, HE TPeOYIOIUX MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA,
an0O0 BHIpaBe MPEICTABUTh 10 COOCTBEHHOW MHHUIMATUBE YKa3aHHBIE TOKYMEHTHI.
B cinydae wux HempeacTaBieHUs YIOJHOMOYEHHBIM (penepanbHblii  Opran
UCIIOJIHUTENIbHOM BJIACTH TpOBepsAET (DaKT yIUIAThl T'OCYJNAPCTBEHHBIX MOIUIMH
3asgBUTENIEM  IIOCPEACTBOM  HCIOJB30BaHUs  uHGpopmauuu 00  ymuiare
rOCyAapCTBEHHBIX NOILIJINH, coJiepKaliencs B I'ocynapcTBeHHOM
MH(OPMAIMOHHOW CUCTEME O TOCYAAPCTBEHHBIX U MYHHMIIMIAIBHBIX IJIATEXaX, HA
OCHOBAHMHM MPEJCTABICHHBIX 3asBUTEIEM KOIUN JOKYMEHTOB, IMOATBEPKIAFOIINX
yIUIaTy TOCYAaPCTBEHHON MOILIHHBI.

4. B TeueHue aecsaTu paboUYMX JIHEW CO JHS MOCTYIUIEHHUS YKa3aHHOTO B yactu 1
HACTOALICH CTaThbu 3asBJICHUS U HEOOXOAUMBIX JTOKYMEHTOB YIIOJIHOMOYEHHBIN
(benepalibHbIN OpraH UCIIOJHUTEIBHOM BIACTH:

1) IPOBOAUT MPOBEPKY TOJIHOTHI U JOCTOBEPHOCTH CBEICHUIA, COICPIKAIIUXCS B
MPE/ICTABIICHHBIX 3a8BUTENIEM MaTepuaiax;

2) IPUHUMACT PEIICHUE O TMPOBEICHUM YKa3aHHBIX B YaCTH 2 HACTOSIICH CTaThU
COOTBETCTBYIOIIMX AKCIEPTU3 JIEKAPCTBEHHOTO CpPEACTBAa WM 00 OTKa3ze B MX
MPOBE/ICHUH;

3) yBeJOMIISIET B JJIEKTPOHHOM WIIM MUCBMEHHOH (OpMe 3asiBUTEINSI O MPUHSITOM
pellleHn: WIM B Clyd4ae NPHUHATHS pelmieHus o0 OTKa3e B MPOBEIACHHUU
COOTBETCTBYIOILIEH IKCIEPTU3BI C YKA3aHUEM MPUYUH TAaKOT'O OTKa3a.

4.1. B cnayyae BBIBICHHS HEAOCTOBEPHOCTH CBEIEHUM, COAEpNKAUIMXCSI B

MNpCACTABJICHHBIX 3asABUTCIICM MaTcpHaiax, YHOJIHOMOIIGHHBII\/’I (bezxepanbﬂblﬁ



OpraH HCIOJHUTENIbHON BJIACTH HANpaBISET 3asBUTENIO 3alpoc 00 yTOYHEHUU
YKa3aHHbBIX CBeleHUH. JlaHHBIN 3ampoc MOXKET ObITh Mepe/laH YIOIHOMOYEHHOMY
MPEACTABUTEINIO 3asIBUTEIIS JIMYHO MO PACIKCKY, HAIIPABIICH IO MOYTE 3aKa3HbIM
NUCPMOM WJIM TEpEelaH B AIIEKTPOHHON (opMe MO TeIeKOMMYHUKAIIMOHHBIM
KaHajaM CBs3U. B cilyyae HampaBieHHs JAHHOTO 3alpoca IO IMOYTE 3aKa3HbIM
MACbMOM OH CUHTAETCS IIOJYYEHHBIM [0 HMCTEYCHUM IIECTH JHEH C JaThl
HAIIPaBJICHUS 3aKa3HOTO NHUCHhMa.

4.2. 3asButenb o00s3aH MPEICTABUTh OTBET HA 3alpoC YHOJIHOMOYEHHOIO
dbenepanbHOro OpraHa HCHOJHUTEIBHOM BJIACTH B CPOK, HE MPEBBIIMIAIONIUN
JEBSIHOCTA pabOYUX JTHEW CO JHS MOJy4YeHHUs AaHHOro 3ampoca. CpoK, yKa3aHHBINA
B uacTu 4 HacTosled CTaTbd, INPUOCTAHABIMBACTCS CO JHS HaIpaBJICHUS
3asIBUTENIO 3aIpoca YIOJIHOMOYEHHOrO (peiepanibHOro OopraHa HCIOIHUTEIbHON
BJIACTH 10 JHS IIOJYYEHHUS UM OTBETA HA JAHHBIN 3alPOC U HE YUYUTBIBACTCS IPHU
VICYUCIICHUHA CPOKa IPHUHATHs PELICHUs O BHECEHUM W3MEHEHUN B JIOKYMEHTHI,
COIEpKalllMecsT B  PETHCTPALIMOHHOM  JOChE€ HAa  3apEeTrUCTPUPOBAHHBIN
JIEKApCTBEHHBIN IIpenapar 1Jisi MEAULUHCKOTO IPUMEHEHUS.

5. OcHoBanmeM [JIsl OTKa3a B TPOBEICHUM YKa3aHHBIX B YacTH 2 HACTOSIIEH
CTaTbU DKCIIEPTU3 SBIIAECTCS IPEACTABICHHUE JIOKYMEHTOB, IIEPEUYMCICHHBIX B
gacTsx 1 w 3 Hacrosmeld cTaThbd, B HEMOJHOM OOBEME, HENpEICTaBICHUC
3asiBUTEJIEM B YCTAHOBJICHHBI CPOK OTBETA HA YKa3aHHbIN B yactu 4.1 HacTosien
CTaTbU 3alpoC YIOJHOMOYEHHOTO (peepallbHOrO oOpraHa HCIOJTHUTEIbHON
BJIACTH, A TAaKXE€ OTCYTCTBUE B MPEACTABICHHBIX JIOKYMEHTaX JOCTATOYHBIX
CBEJICHUM, TMOATBEPKIAIOIIUX HEOOXOJUMOCTh BHECEHHMS HW3MEHEHHM, WIn
OTCYTCTBHE MH(OpPMalMH, MOATBEpKAaromel (aKkT yIulaThl TOCyJapCTBEHHBIX
MOIITMH, YKa3aHHbBIX B YaCTHU 3 HACTOSILEN CTAThU.

6. Yka3aHHbIe B 4acTU 2 HACTOSILEH CTaTbU SKCIEPTU3bI MPOBOJSATCS B MOPSIKE,
YCTaHOBJICHHOM cTaThel 23 HacTosiero denepaabHOro 3aKoHa.

7. B cpok, He mpeBBIIAIOIMMN AecATH padodyux AHEH €O JHSA TMOJy4YeHUs

3aKJIIOUEHUN KOMHUCCHI JKCHEPTOB IO pe3yJbTaTaM YKa3aHHBIX B 4YacTH 2



HACTOAIIEH CTaTbuM  3KCHEPTU3, YIOJIHOMOYEHHBIH (eaepanabHbIi  Opran
VCIIOJTHUTEIILHOW BIJIACTH:

1) mpuHUMaeT pelieHre 0 BHECEHUH M3MEHEHUH B IOKYMEHTBI, COACpIKaIIUecs B
PErUCTPAllMOHHOM JOChE HA 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar I
MEAMIMHCKOIO IPUMEHEHHUS, WK 00 0TKa3€ BO BHECEHUM TaKMX U3MEHEHUM;

2) BHOCUT B TOCYAAapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB Ha OCHOBAHUU
pemeHnss O BHECEHMM M3MEHEHHH B  JOKYMEHTBI, COJEp)KaIUecs B
PErMCTPAallMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar i
MEIUIMHCKOIO MPUMEHEHHUs, HEOOXOAMMBbIE HW3MEHEHUS U BO3BpaAlIaeT HX
3asIBUTEIIIO;

3) BBbIIACT 3aSBUTEII0 HOBOE PETHCTPAIIMOHHOE yIOCTOBEPEHUE JIEKAPCTBEHHOTO
Ipernapara B Cliy4ac U3MEHEHUs CBEICHUN, COAEPKAIIMNXCS B HEM.

8. OcHoBaHuMeM s OTKa3a BO BHECEHWHM M3MEHEHUM B JOKYMEHTHI,
CoIeprKallMecss B PETUCTPALIMOHHOM  JOChE€ HAa  3apEeruCTPpUPOBAHHBIN
JEKAPCTBEHHBIM  Mpenapar Uil  MEIWOUHCKOIO  INPUMEHEHUs,  SIBISACTCA
3aKJIFOUEHHUE YIIOJIHOMOUYEHHOTO (he/IepaJIbHOr0 OpraHa UCIOJIHUTEIbHON BIACTH O
BO3MOKHOCTH CHUKEHUS 0€301acHOCTH, Ka4ecTBa, s pexTuBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA B CIIy4ac BHECEHUS TAKUX U3MEHEHUM.

9. Jomyckaercsi oOpallleHue JIEKapCTBEHHBIX IMPEnapaTroB Uisl MEIULHUHCKOIO
IIPUMEHEHUS 1O HCTEUYEHMUS CPOKa TOAHOCTH, NPOU3BEICHHBIX B TEUEHHE CTa
BOCBMUJIECATH JHEW MOocie JaThl MPHUHATHUS YHOJHOMOYEHHBIM (efepaabHbIM
OpPraHOM HCIIOJIHUTEJIbHOW BJIACTH PEIIEHUS O BHECEHWM W3MEHEHHUU B
JOKYMEHTBI, COJIEpXKAIIMECs B PETUCTPALMOHHOM JOChE, B COOTBETCTBUU C
uHbopMalluel, coaep)Kaleicss B JOKYMEHTaX pPEruCTPalMOHHOIO JOChe Ha

HeKapCTBeHHBIﬁ npemnapar A0 AaThl IPUHATHUA TaKOIro pCIICHH.

Cratbs 31. Bnecenme wu3MeHEHMII B  JOKYMEHTHI, COJAEpXKalluecs B
PErUCTPaIlMOHHOM JIOChE Ha 3apeTUCTPUPOBAHHBINA JIEKAPCTBEHHBIN Mperapar s

BCTCPUHAPHOI'O IPUMCHCHUA



1. B wmemsix BHECEHHUS] M3MEHEHUW B JIOKYMEHTBI, COJiepXkKaluecs B
PETUCTPALIMOHHOM JIOChE HA 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar JJis
BETEPUHAPHOTO TNPUMEHEHUSI, JEpKaTelb WIM BJAJEel] PErucTPalMOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOrO Mpenapara WA YIOJIHOMOYEHHOE UM APYroe
IOpUIMYECKOE JIUIO (Jajee B HACTOSIIEH CTaTbe — 3asBUTENb) MPEACTABISCT B
YIOJITHOMOUYEHHBIN (he/iepabHbIi OpraH MCIOJHUTEIBHOW BIIACTH 3asBICHHUE O
BHECEHUU TaKUX H3MEHEHUH 10 QopMe, YCTAHOBICHHOW YIOJIHOMOYCHHBIM
dbenepaabHbIM OPraHOM HCIIOJHUTEIBHONM BJIACTH, W TNPUIIOKEHHBIE K HEMY
M3MEHEHUS B YKA3aHHBIE JOKYMEHTBI, a TaKX€ JOKYMEHTHI, MOATBEPXKAAIOIINE
HEOOXOJIMMOCTh BHECEHHUsI TaKUX M3MeHeHuW. [IpuHsTHE pellleHHs O BHECEHUU
TaKuX M3MEHEHHH WM 00 OTKa3e B MX BHECEHHWU OCYILECTBISICTCS B CPOK, HE
MPEBBIIAIONINN JIEBSIHOCTa PadOUMX JHEH CO JIHS MPUHATHS YIOJHOMOYCHHBIM
dbenepaabHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH 3asBJICHHS O BHECEHHUM TaKHX
W3MCHCHUM.

2. B cnayuae BHeceHHMS W3MEHEHWH B JIOKYMCHTBHI, COJEpXKalluecs B
PETUCTPALIMOHHOM JIOChE€ HA 3apETHUCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipenapar s
BETEPUHAPHOTO MPUMEHEHHUS, B OTHOLICHUU CBEIACHHM, YKa3aHHBIX B MOAMYHKTaX
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e, K,

k", "m", "H", "c¢", "x" mynkta 7 yactu 3 ctathbu 17 HacrosIero

denepaabHOTrO 3aKOHA, W3MEHEHUS W (WJIM) JOTMOJHEHHS MPOU3BOJICTBEHHON
IJTOIIA/IKY JIEKAPCTBEHHOTO CPEJCTBA, & TAKKE B CIIy4a€ U3MEHEHUs IMOKa3aTesen
KauecTBa JIGKQpCTBEHHOTO Tperapara JjIsi BEeTEPUHAPHOTO MPUMEHEHHUS U (WJIH)
METOJOB KOHTpOJS KadeCTBa JIEKAPCTBEHHOI'O Mpenapara i BETEPUHAPHOTO
NPUMEHEHUSI  MPOBOAMUTCSA  OKCIEPTH3a  JIEKAPCTBEHHOIO  CpPENCTBA  JUIA
BETCPUHAPHOTO TIpUMEHEHHUs. B ciiydae HE0OXOAMMOCTH BHECEHUS WHBIX
M3MEHEHUM B JOKYMEHTBI, COJEpKAalIMecss B PErUCTPALIMOHHOM JOChE€ Ha
3apPETUCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Openapar Uil  BETEPUHAPHOIO
IPUMEHEHUS, DOKCIEPTU3a JIEKAPCTBEHHOI'O CPEACTBA U1 BETEPUHAPHOIO
MIPUMEHEHUS HE MPOBOJUTCA.

3. C 3zasBieHWeM O BHECEHWHM H3MEHCHHMI B JOKYMEHTBHI, COJEp)KaIIuecs B

PEruCTPallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s



BETEPUHAPHOIO0 MPUMEHEHHUs, Hapsay C JOKyMEHTaMH, YKa3aHHbIMU B 4dactu 1
HACTOSIIIIEN CTaTbM, NPEICTABIIOTCS JOKYMEHTBI, IOATBEPKIAIOIINE YIUIATy
rOCyJapCTBEHHOM TMOLLIMHBI 32 BHECEHHWE B JIOKYMEHTBI, COJEpKAaIIUECi B
PErHCTPALlMOHHOM JIOChE Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JJis
BETEPUHAPHOTO MPUMEHEHHUSI, U3MEHEHUHN, TPeOYIOUUX MPOBEACHUS IKCIEPTU3BI
JIEKApPCTBEHHOI'O CPEJICTBA [JIl BETEPUHAPHOIO MPUMEHEHUS, WA U3MEHEHUN, HE
TpeOyIOIMX  MPOBENEHUS  SKCIEPTH3bl  JIGKAPCTBEHHOTO  CPEIACTBA  JUIS
BETEPUHAPHOTO IPUMEHEHHS.

4. B cpok, He MPEBBILAIOMIMNA JeCATH paboyux JHEW CO AHS MOCTYILICHUS
YKa3aHHOTO B 4YacTh 1 HaCTOSIIEH CTaThbu 3asdBJICHUST U HEOOXOAUMBIX
JIOKYMEHTOB, YIIOJJHOMOYEHHBIN (hefiepaibHblil OpraH UCIOJIHUTEIBHON BIACTHU:

1) pOBOIUT MIPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEJICHUH, COJEPKAIIUXCS B
IIPE/ICTABIICHHBIX 3asBUTENIEM JOKYMEHTAX;

2) IPUHUMAET PEIICHUE O MPOBEJACHUH YKCICPTH3HI JIEKAPCTBCHHOTO CPEACTBA JIJIsI
BETEPUHAPHOT0 MPUMEHEHHSI WJIK 00 OTKA3€ B €€ MPOBEJICHUN;

3) yBemoMIIIeT B MHCHMEHHOW (popMe 3asBUTENS O MPUHSTOM PEIICHUH WM B
cllydae IPHUHSTHUS pelieHust 00 0TKa3e B MPOBEACHUM IKCIIEPTU3bI JIEKAPCTBEHHOTO
CpelcTBa ISl BETEPUHAPHOIO IPUMEHEHHUS C YKa3aHUEM IIPUYHH TaKOro OTKAa3a.

5. OcHOBaHUEM JIJIsl OTKa3a B MPOBEACHUN HKCIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA
JUISL BETEPUHAPHOTO TMPUMEHEHHS SIBISETCA MPEJICTaBIECHUE JOKYMEHTOB,
yKa3aHHBIX B dYacTsaX 1 © 3 HACTOSAIICH CTAaThM, B HEMOJHOM OOBEME WIIH
OTCYTCTBUE€ B  TNPEJCTABICHHBIX JIOKYMEHTax JOCTAaTOYHBIX  CBEJCHUH,
MOATBEPKIAONINX HEOOXOIMMOCTh BHECEHUSI U3MEHEHU.

6. DOkcrepTh3a JEKapCTBEHHOIO CPEICTBA ISl BETEPUHAPHOTO IMPUMEHEHHS B
LEJISX BHECEHUS U3MEHEHHUH B JIOKYMEHTBI, COJAEp AIIUecs B PErUCTPALMIOHHOM
JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npernapar uisli BETEPUHAPHOIO
OPUMEHEHHUS, OCYIIECTBISIETCS B TMOPSAIKE, YCTAaHOBJICHHOM cTaTbel 24
Hacrosero eaepaibHOro 3aK0Ha.

6.1. B cpok, He mpeBBIIAIONINN MSITH paboYMX [HEH CO JHSA MOJIyYeHUs

3aKIIOYCHHUS KOMHUCCHM OKCIICPTOB II0 pE3ylibTaTaM YKaSaHHOﬁ B YacTH 2
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HACTOAIIEH  CTaThH SKCHEPTU3bI, YIMOJTHOMOYEHHBIM  (enepanbHbIi  Oprax
VCIIOJTHUTEIILHOW BIJIACTH:

1) mpuHUMaeT pelieHre 0 BHECEHUH M3MEHEHUH B IOKYMEHTBI, COACpIKaIIUecs B
PErUCTPAllMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar I
BETEPUHAPHOTO MIPUMEHEHHUS], MM 00 OTKa3e BO BHECEHUM TaKMX U3MEHEHUM;

2) BHOCUT B TOCYAAapCTBEHHBIH pEeCcTp JIEKAPCTBEHHBIX CPEICTB Ha OCHOBAHUU
pemeHnss O BHECEHMM M3MEHEHHH B  JOKYMEHTBI, COJEp)KaIUecs B
PErMCTPAallMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar i
BETEPUHAPHOTO TPUMEHEHHUS, HEOOXOJAMMbIE W3MEHEHUS W BO3BpallaeT 3THU
JIOKYMEHTBI 3asIBUTEIIO.

7. OcHOBaHHMEM JJIs1 OTKa3a BO BHECEHWUM M3MEHEHUM B JOKYMEHTHI,
COIEpKallMecsT B  PETHUCTPALIMOHHOM  JOChE€ HAa  3apETrUCTPUPOBAHHBIN
JIEKapCTBEHHBIM  Ipenapar i BETEPUHAPHOIO  NPHUMEHEHMS,  SIBIAECTCS
3aKJIFOUEHUE YIIOJIHOMOYEHHOTO (he/IepaJIbHOrO OpraHa UCIOJIHUTENbHON BIACTH O
BO3MOKHOCTH CHIKEHHUS 0€301acHOCTH, Ka4ecTBa, s pexTuBHOCTH
JIEKapCTBEHHOI'O Ipenapara Jijisi BETEpUHAPHOTO MPUMEHEHHS B CIIy4ae BHECEHHS
W3MEHECHHUU B YKa3aHHBIE JOKYMEHTHI.

8. Jlomyckaetcst oOpalleHHe JIeKapCTBEHHBIX IpenapaToB JJIsi BETEPUHAPHOIO
IIPUMEHEHUSA 1O HCTEUYECHMUS CPOKa TOJHOCTH, IPOU3BEICHHBIX B TEYEHHUE CTa
BOCBMUJIECATH JHEH TMOCJE JaThl MPHUHITHUS YINOJTHOMOYEHHBIM (eaepabHbIM
OpraHOM MCIOJHUTEIBHOW BJIACTHM PpEIIEHHS O BHECEHMM W3MEHEHUH B
JOKYMEHTBI, COJEpIKaIllUeCs] B PETUCTPALMOHHOM JOCh€ Ha JIEKAPCTBEHHBIN
npenapar, B COOTBETCTBMM C HWHGOpMalMel, coaepxkamieics B JOKYMEHTax
PErHCTPALMOHHOIO JOChE Ha JIEKaPCTBEHHBIN Mpernapar A0 JaThl IPUHATHS TaKOIO

peLIEHHs.

Cratbs 32. OTMeHa rocy1TapCTBEHHON pETUCTPAINH JICKAPCTBEHHOTO TperapaTa
Pemenne 06 oTMeHEe TOCyIapCTBEHHOW pErHCTpaIiy JIKAPCTBEHHOTO Tperapara

M WCKIIOYEHUHU JIEKapCTBEHHOrO IMpernapara U3 TOCYJapCTBEHHOIO peecTpa



JIEKapPCTBEHHBIX CPEACTB MPUHUMAETCS YIOJHOMOYEHHBIM (hefiepaabHbIM OPraHOM
VCTIOJIHUTEIbHOW BJIACTH B CIIy4ae:

1) mpeacTaBieHUsT COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (peZiepaibHBIM OpraHOM
VCITOJIHUTEJIbHON BIIACTH 3aKIIOYEHUSI O PUCKE WM 00 Yrpo3e 30pOBbIO, KU3HU
4eJIOBeKa WM JKMBOTHOTO IIpM IPUMEHEHHUH JIEKapCTBEHHOIO IIpemnapara,
OpeBbIIIAIOIINX €ro 3((YEKTUBHOCTh, IO pe3yJlbTaTaM OCYIIECTBISEMOr0 WM
MOHHMTOpPUHTA 0€30MaCHOCTHU JEKapCTBEHHOTO Mpernapara;

2) TmomayW Jep)KaTeleM WM BJIAJCNbIIeM PETUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O MpernapaTta WM YINOJHOMOYEHHBIM UM JPYTUM FOPHIAYECKUM
JUIOM 3asiBI€HHs] 00 OTMEHE TIOCYJIapCTBEHHOM PErucTpaluy JIEKApCTBEHHOIO
npenapara;

3) HENMOATBEPKICHUSI TOCYIaPCTBEHHOW PErHCTPAllMU JISKAPCTBEHHOTO MpernapaTa
10 UICTEYEHHUH CPOKA JIEUCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHSI, BBIIAHHOIO HA
ISATH JIET;

4) HempeACTaBICHUS 3assBUTEIeM HH(GOPMAIIHH, KOTOPast MOXKET MOBJIEYb 3a OO0
HEOOXOJMMOCTh BHECEHUS M3MEHEHUHl B JIOKYMEHTBI, coOjepxaliuecs B
PErHCTPAllMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpernapar, B
TE€UEHHE TPUJLATH pabOYUX JHEH CO IHSA HACTYIJICHUS 3TUX U3MEHEHUI;

5) ocyuiecTBleHHs TOCYIapCTBEHHON PETrHUCTpalMU JICKAPCTBEHHOIO Iperapara
101 TOPTOBBIM HAUMEHOBAHUEM 3aPETUCTPUPOBAHHOTO PaHEe MO 3TUM TOPrOBBIM
HAaMMEHOBAaHHWEM JIEKAPCTBEHHOIO IIpernapara, OTJIMYAIOIIErocs KadyeCTBEHHBIM
COCTaBOM JICUCTBYIOILINX BEIIECTB;

6) ocyllecTBIICHUS TOCYIaPCTBEHHON PETUCTPAIMH 3asSBUTEIIEM OJTHOTO M TOTO e
JIEKapCTBEHHOTI'O ITpenapara Mo pa3JInuHbIMU TOPrOBBIMA HAUMEHOBAHUSIMU;

7) BBIHECCHHS CYJIOM DPCIICHHS O HApYIICHUHW IpaB MpaBooOiaaaress 00bEKTOB
MHTEJJICKTYalIbHOM COOCTBEHHOCTH MPHU OO0PAILEHUH JIEKAPCTBEHHBIX CPE/CTB;

8) oTCyTCTBHS JIEKapCTBEHHOro Iperapara B oOpamieHnd B Poccuiickoi
denepanuu B TEUEHUE TPEX U OOJIEE JIET;

9) HeBBINONHEHUS  JiepXKATelleM WA  BIAJCIbIEM  PETUCTPAIIIOHHOTO

YAOCTOBCPCHUA JICKAPCTBCHHOI'O ITpCIIapara 0o YIIOJIHOMOYCHHBIM MU JPYTI'UM



IOPUAMYECKAM  JIUIIOM  MEpONpUATHH 1Mo  olecmedeHuto  0e30MacHOCTU
JICKapCTBEHHBIX MPENapaToB, YCTAHOBIICHHBIX YIIOJTHOMOYCHHBIM (enepaibHbIM
OpPraHoOM HCIIOJIHUTEIbHON BIIACTU B COOTBETCTBHU C 4acTsiMu 3 U 4 craThu 64
HacTtosmiero deeparbHOTro 3aKOHA, B PaMKaxX OCYIIECTBICHUS (papMaKOHAI30pa;

10) orkaza pgepkaTensl WM BIQJACTblAa PETHCTPAIHOHHOTO YAOCTOBEPEHHS
JIEKapCTBEHHOTO TIperapara JIM00 YIOITHOMOYSHHOTO UMH JIPYTOT0 FOPHINIECKOTO
JHIIa OT BHECCHHS M3MEHEHUH B MHCTPYKIHUIO IO MPUMEHEHHIO JIEKapCTBEHHOTO
npernapara, KacarollUXCsi HOBBIX IOJITBEPXKICHHBIX TaHHBIX O TOM, YTO PHUCK
NPUYMHEHUS Bpela 370POBBI0 YEJIOBEKAa WM JKUBOTHOTO BCIICACTBHE INpUEMA

JIEKapCTBEHHOTIO Mpenapara npeBsimaeT 3PHEeKTUBHOCT €r0 MPUMEHEHUS.

Cratps 33. ['ocymapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB

1. TocymapCTBEHHBI peecTp JEKapCTBEHHBIX CPEICTB COJEPKUT IEPEUYCHb
JIEKapCTBEHHBIX IPENaparoB, MPOLIEAIINX TOCYJapCTBEHHYI PETrUCTpaltio,
nepeyeHb (papMaleBTUIECKUX CyOCTaHIMI, BXOMAIIMX B COCTaB JIEKAPCTBEHHBIX
IpenapaToB, U CIEAYIONY0 HHPOPMALHUIO:

1) B OTHOIIICHUH JICKAPCTBEHHBIX MTPETIAPATOB:

a) HalMEHOBaHUE JI€KapCTBEHHOI'O npernapara (MeXIyHapoIHOE
HENaTEeHTOBAaHHOE, WM TPYNIUPOBOYHOE, WM XUMHUYECKOE U TOProBOE
HAaMMEHOBaHUA);

0) nekapcTBeHHas (opma C yKa3aHHEM JO3UPOBKHU JIEKAPCTBEHHOTO IperapaTa u
€ro KOJMYECTBA B MOTPEOUTEIHLCKON YIIaKOBKE;

B) HAUMEHOBAHME JIEPKaTeNsl WM BIAJCNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIeKapCTBEHHOT'O IIpernapara;

I') HAMMEHOBAHME U a/IpeC TPOU3BOAUTEIS JIEKAPCTBEHHOTO Mpernapara;

n) (apmakoTepaneBTHUecKas TpyIna, KOJI JEKapCTBEHHOTO Mpemnapara Io
aHaTOMO-TEPANEeBTUUECKO-XUMUYECKON  KJIacCU(PHUKAUU,  PEKOMEHIOBaHHON
BcemupHoit opranusanyen 31paBoOXpaHeHus;

€) MOKa3aHus U MPOTUBOIMOKA3aHUsI K MPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;

) MOOOYHBIE IEWCTBUS JIEKAPCTBEHHOTO MpernapaTa;



3) CPOK F'OJIHOCTH JIEKAPCTBEHHOTO IIpenapara;

1) yCIIOBUS XpaHEHUS JIEKAPCTBEHHOIO MpETapara;

K) YCJIOBHS OTITyCKa JIGKAPCTBEHHOTO Mpenapara;

J) HOMep ¢apMakomeWHON CTaTbM WM B Cllydae €€ OTCYTCTBUS HOMED
HOPMATHUBHOM JIOKYMEHTAIIMH JTUOO0 HOPMATHUBHOTO IOKYMEHTA;

M) JaTa TOCYJapCTBEHHOM PpETHCTpAllMHM JIGKAPCTBEHHOrO IMperapara H ero
PETUCTPALIMOHHBIA HOMEp, JaTa 3aMEHbl PErUCTPALIMOHHOTO YJAOCTOBEPECHUS
JIEKQpCTBEHHOI'O Tpernapara Ha OECCpPOYHOE PETHCTPAIIMOHHOE YIO0CTOBEPECHHE
JIEKapCTBEHHOIO Mpemnapara, Jara I[0oJadd 3asBJICHUS O MOATBEPKICHUU
FOCyJapCTBEHHOW PETUCTPAIlMM JIEKAPCTBEHHOrO Mperapara, Jara OTMEHbI
rOCYJIapCTBEHHOW PETUCTPALIMH JIEKAPCTBEHHOTO MPEIapara;

H) Ka4eCTBEHHBIM COCTaB U KOJIMYECTBEHHBIM COCTaB JIEUCTBYIOLIUX BEIIECTB U
KaYECTBEHHBI COCTAB BCIIOMOTATEJIbHBIX BEIIECTB JICKAPCTBEHHOTO Mpemnapara;

0) uHbopManus 000 BCeX pa3pelIeHHBIX BUIAX BTOPUYHOHN (IMOTPEOUTEITHCKOM)
YITAKOBKU,;

) Jara TPUHATHS PEIICHUS O BO3MOXXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIMN
npenapat IpU  TOCYJAPCTBEHHOM perucrpanuv B KadecTBE  Op(aHHOTO
JICKapCTBEHHOTO Mpenapara;

p) HalW4yue JICKapCTBEHHOTrO Iperapara B IMEPEYHE KU3HCHHO HEOOXOJIWMBIX H
BAXKHEUIIINX JICKAPCTBEHHBIX MPENApPaTOB;

C) HaJU4HUe B JICKAPCTBEHHOM IIperapaTe HapKOTHUYECKUX CPEIACTB, MCUXOTPOITHBIX
BELIECTB U UX IPEKYPCOPOB, MOIJIEKAIMX KOHTPOIO B Poccurickon denepanuu,
B COOTBETCTBUHU C 3aKOHOJATEIbCTBOM Poccuiickoii Oenepanuu,
MEXAYyHapoaHbIMu joroBopamu Poccuiickon dexnepanuu, B ToM uucie EnuHoMN
KOHBEHIIUEW O HapkoThueckux cpenacrBax 1961 roma wu  KouBeHmuenr o
MICUXOTPOIHBIX BemecTBax 1971 ropa;

T) uHQOpMamMs O TOM, SBISCTCS JIM JAHHBIA JICKAPCTBEHHBIN TIpermapar
pedepeHTHBIM JIEKapCTBEHHBIM ITPENapaToMm;

y) CBeACHUSI O TOJaye 3asBICHUS O BHECEHWHU HU3MEHEHUW B JIOKYMEHTHI,

CoACpKAMUECCs B pEruCTpaiiOHHOM AOCHC HA JIeKapCTBeHHBIﬁ npemnapar,



&) cBeneHus 0 B3aMMO3aMEHSIEMOCTH JIEKApPCTBEHHOTO Tperapara;

X) CPOK BBEJICHHMSI JIEKAPCTBEHHOTO MpernapaTa B IpaKJaHCKU 000poT;

2) B OTHOIIIEHUH (hapMalleBTHUECKUX CYOCTaHIIMA:

a)  HaMMEHOBaHHME  (apMameBTHUECKOW  cyOcTaHmum  (MEXIYHapOIHOE
HEMAaTEHTOBAaHHOE, WU TPYNNUPOBOYHOE, WJIM XHMHUYECKOE U TOProBOE
HAaMMEHOBAHUA );

0) HaMMEHOBaHUE U a/IpEC MPOU3BOAUTENS (PapMalleBTUUECKON CyOCTaHIINY;

B) CPOK T'OJIHOCTH (papMalleBTUYECKON CyOCTaHIINH;

T') YCJIOBHS XpaHEeHus (papMalieBTUUYECKON CyOCTaHIIUY;

n) Homep ¢dapMakomeWHOMW CTaTbM WJIM B CJydae €€ OTCYTCTBUSL HOMED
HOPMATUBHOM TOKYMEHTAIIMU JTM00 HOPMATUBHOTO JIOKYMEHTA;

€) HaMuue (papMaleBTHUYECKOW CyOCTaHIUMU B MEPEYHE HAPKOTHYECKUX CPEJCTB,
NICUXOTPOMHBIX BEIIECTB W HX MPEKYpPCOPOB, TMOJUICKAIUX KOHTPOJIIO B
Poccuiickon ®denepanuu, B COOTBETCTBUM C 3aKOHOAATEIBCTBOM PoOCCHICKOU
Oenepanyu, MEXIyHApOAHBIMU JAoroBopamu Poccuiickoir denepanuu, B TOM
yucie EnuHoW KoHBeHIMEH O HapkoTudyeckux cpeactBax 1961 roma wu
KonBennuei o mcuxoTpomHsix BemiecTBax 1971 roga.

2. ®apmarneBTHUECcKas CyOCTaHITUS, IPOU3BEACHHAS IS pealu3allii, MOXKET OBITh
BKJIFOYEHA B TOCYJApPCTBEHHBIM pPEECTp JEKAPCTBEHHBIX CPEIACTB HAa OCHOBAHUU
3asiBJICHUS] pa3pabOTUMKa WM MPOU3BOAMTENS JIEKAPCTBEHHOIO CPEICTBA JMOO
YIOJHOMOYEHHOTO HMH HOPHUJIWYECKOTO JIUIA TPHU YCIOBHUHM TIPOBEJCHUS B
OTHOIIICHUM Takou (papmaneBTHUYECKON CyOCTaHIIMU SKCHEPTU3bl KadyecTBa
dbapMalieBTUUECKOM CyOCTaHIIMM B TIOPSIAKE, YCTAHOBJIEHHOM cTathedl 34
Hactosimero  dexepanbHOrO 3akoHAa. B oTHomeHMn ¢dapMaIneBTUYECKUX
cyOCTaHIMM, TPOU3BEACHHBIX [JI1 pealn3allii, B TOCYAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB COACPKUTCS Clemyomas napopmarus:

1)  HaummeHoBaHMe  (papMmaleBTHYECKOH  cyOcTaHimu  (MEKIyHApPOIHOE
HEMAaTeHTOBAHHOE, WM TPYINIHUPOBOYHOE, WJIM XUMHYECKOE U TOProBOE
HaUMEHOBAHUS);

2) HAMMEHOBAHUE | aJpeC MPOU3BOAUTENS (papMaIleBTUIECKON CyOCTaHIIIH;



3) cpok rogHOCTH (hapMaIeBTHYECKON CYOCTaHIINN;

4) ycnoBus XpaHeHHsI (papMaIieBTHICCKON CyOCTaHITNY;

5) HoMep (dapmakomneiiHOl cTaThbu JHOO B Ciy4ae €€ OTCYTCTBHS HOMEp
HOPMAaTUBHOM IOKYMEHTAIlMX WJIX HOPMATUBHOTO JOKYMEHTA;

6) Hanuuue (papManeBTUYCCKON CYyOCTaHIIMU B MEPEYHE HAPKOTHYECKUX CPEJICTB,
IICUXOTPOITHBIX BEIIECTB M HMX MPEKypCOPOB, MOJICKAIIUX KOHTPOJIIO B
Poccutickonn ®denepanyn, B COOTBETCTBUHM C 3aKOHOAATEIBLCTBOM PocCCHICKOM
Qenepannu, MEXIYHApOAHbBIMU JoroBopamu Poccuiickon Penepaunu, B TOM
yucie EnwHONW KOHBEHIMEW O HapKoTHYecknx cpenactBax 1961 roma w
KonBennuei o mcuxoTpomHsix BemiecTBax 1971 rona;

7) nmata BKJIIOYEHHs (papMalleBTUYECKOW CyOCTaHIIMU B FOCYAapCTBEHHBIA PEECTP
JIEKApCTBEHHBIX  CPEACTB, JlaTa BHECEHUS M3MEHEHUW B  JIOKYMEHTHI
dbapManieBTUUECKOM  CyOCTaHIIMH, JaTa HCKIIOYEHUS  (apMaleBTHICCKON
cyOCTaHIIMHU 13 TOCYAApPCTBEHHOIO peecTpa JEKapCTBEHHBIX CPEJICTB.

3. Ilopsmok BeaeHUS TOCYAApCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEACTB IS
MEIMIIMHCKOTO MPUMEHEHUS M TOPSJAOK BEACHUS TIOCYJapCTBEHHOIO peecTpa
JIEKAPCTBEHHBIX CPEACTB JUIsi BETEPUHAPHOTO TMPUMEHEHUsS] YTBEPKAAIOTCS
COOTBETCTBYIOIIMM YITOJTHOMOUYCHHBIM (he/iepabHbBIM OPraHOM HCIIOJHUTEIBHON

BJIaCTH.

Cratps 34. BriroueHne B TOoCyJapCTBEHHBIM PEecTp JEKAPCTBEHHBIX CPEICTB U
WUCKJIIOUEHUE W3  TOCYAapCTBEHHOIO  peecTpa  JIEKapCTBEHHBIX  CPEICTB
(dhapMalieBTHUECKOM CyOCTaHIIMU, TPOU3BEICHHOM /JIs peanu3aluu

1. Jlna BrarodeHus: (dapMaineBTUUECKOW CyOCTaHIMM, TPOU3BEICHHON IS
pean3anuu, B TOCYJIAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, MPOBOJIMUTCS
DKCIIEPTH3a €€ KaYyeCTBa.

2. DkcmepTh3a KauecTBa yKa3aHHOM B d4acth 1 HacTosiield CcTaTbu
dbapMalieBTUUECKOM  CyOCTaHIIMM,  COCTaBJICHHME  KOMHCCHEM  JIKCIEpPTOB
3aKJIIOUYEHUI 1O pe3ysibTaTaM TaKOW »HKCHEPTU3bl M HX HaIMpaBJICHHUE B

YIOJHOMOYEHHbIN benepasbHbIN opraH UCIIOJIHUTENIbHON BJIACTH



OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIMIAOIINNA MECTUACCATH pabOUnX THEU CO JTHS
MOJyYEHUs  OJKCIEPTHBIM  YUPEXKJECHUEM  COOTBETCTBYIOIIETO  3aJaHHS
YIOJHOMOUYEHHOTO  (peiepajJbHOTO  OpraHa  UCIOJIHUTENIbHOW  BJIACTU WU
JIOKYMEHTOB, YKa3aHHBIX B TyHKTax 4 — 7 wyactu 3 crarbu 18 HacrosIero
denepaabHOr0 3akoHa (B Cilydae TIPOBEIECHUS DKCIEPTU3bl JIEKAPCTBEHHBIX
CPEICTB JII MEIUIIMHCKOTO NPUMEHEHHs), 00 JIOKYMEHTOB, YKa3aHHBIX B
nyHkTax 1 u 4 gactu 3 crarbu 17 Hacrosimero deaepanbHOTO 3aKOHA (B cliydae
MPOBEACHUST  DKCHEPTHU3bl  JIEKAPCTBEHHBIX CPEACTB  [JII  BETEPUHAPHOTO
IPUMEHCHHS).

3. Iyt mpoBeieHUs SKCIIEPTU3bI KaueCTBA yYKa3aHHOW B 4acTH 1 HACTOSIIEH CTaThU
dbapmaneBTUYECKONH CyOCTaHIIMU 3asBUTENb MPEJCTABISACT B YIOJIHOMOYECHHBIN
dbenepanbHbIi OpraH UCTIOTHUTEIHON BJIACTH:

1) 3asiBJIeHUE O BKJIFOUYEHHUHU B TOCYAAPCTBEHHBIH PeecTp JICKAPCTBEHHBIX CPEJICTB
JTAHHOM (papMaIrleBTUYECKOM CyOCTaHIINN;

2) KOomus JIOKYMEHTA, MOJITBEPKIAIONIETO YIIATy TOCYIapCTBCHHON MONUIMHBI 3a
BKJIIOYEHHE B  TOCYJApCTBEHHBIM  PEECTpP  JIEKAPCTBEHHBIX  CPEICTB
(dbapMalieBTUUECKON CyOCTaHIIMU, TPOU3BEACHHOW i peanu3aluu, Ju0o Mo
COOCTBEHHOW MHUITMATUBE YKa3aHHBIN IOKyMEHT. B ciydae ero HempeacTaBieHus
3asiBUTEJIEM YIOJIHOMOYCHHBIN (efepanbHblii OpraH HUCHOJHUTEIHLHON BIIACTH
npoBepsieT  ¢GakT  ymiaaThl  TOCYJIapCTBEHHOM  MOUUIMHBI  3asBUTEIEM  C
UCIIOJIb30BaHUEM HWH(popmanuu 00 yIuiateé rocyJapCTBEHHOW — MOILIUHBI,
comepkameiics B [ocymapcTBeHHOM — HMH(POPMAIMOHHOW  CHUCTEME O
rOCYJapCTBEHHBIX U MYHMITUTIAJIBHBIX TUIaTeXaX, HA OCHOBaHUU TMPECTABICHHOM
3asBUTEJIEM KOMHWHU JIOKYMEHTA, MOJTBEPKIAIOIIEr0 YIUIATy TOCYJapCTBEHHOM
MOIIUHBL;

3) MTOKYMEHTBI, YKa3aHHbIC B YaCTH 2 HACTOSIIEH CTAThH;

4) 3asBJICHHWE O BbIJAYe pas3pelIeHuss Ha BBO3 B Poccuiickyo ®deneparinio
KOHKPETHOM TapTUM  HE3apPETMCTPUPOBAHHOTO  JIEKAPCTBEHHOIO  CPEJCTBA,

NPpCAHA3HAUYCHHOT'O OJIA IMMPOBEACHUS YKaSaHHOﬁ 9KCIICPTU3LI.



4. B TedyeHuwe necsATH pabouMx IHEW CO JHS MPUHATHS 3asBICHUS O BKIIOUCHUU
yKa3aHHOM B 4vactu 1 Hacrosmiei craThu (apMaleBTUUECKON CyOCTaHIIMM B
rOCYJapCTBEHHBI  pEECTp  JIEKapCTBEHHBIX  CPEACTB U JTOKYMEHTOB,
NEPEYUCICHHBIX B 4YacTh 1 u myHkre 2 dYacTh 3 HACTOAILICH CTaThH,
YIOJIHOMOYEHHBIHN (hesiepalibHbIi OpraH UCTIOJHUTEILHOM BIACTHU:

1) mpOBOIUT MPOBEPKY TMOJIHOTBHI M JOCTOBEPHOCTH JAHHBIX, COJCPXKAIIUXCS B
NIPE/ICTABICHHBIX 3aBUTENIEM JOKYMEHTAX;

2) MPUHUMAET PCIICHHE O HANpaBJICHUU B DKCICPTHOE YUPESKICHHE 3aJaHUs Ha
IIPOBE/ICHUE S3KCIEPTHU3bl KAayeCcTBA YKA3aHHOW B 4YacTW 1 HacToslIeld CTaTbu
(dhapMalieBTHUECKOM CyOCTaHIIMU UM 00 OTKAa3€ B TAKOM HaIlpaBJICHUH;

3) yBeIOMIIET B 3JCKTPOHHON WJIM MUCbMEHHOW (hopMe 3asBUTENS O MPUHATOM
pELICHUH WK B CIy4Yae 0TKa3a ¢ yKa3aHUEM IIPUYHMH TaKOro OTKAa3a.

4.1. B cnyyae BBISBICGHHUS HEJIOCTOBEPHOCTH CBEJCHUM, COAEpKAIIUXCS B
MPE/ICTABJIICHHBIX 3asBUTEJIEM MaTepHayiax, YIOJHOMOYEHHBIH (enepanbHbIi
OpraH HCIHOJHUTEIBHOM BJIACTH HAMPABISET 3asBUTEIIO 3alpoc 00 YTOYHEHUU
yKa3aHHBIX CBeJICHUU. JlaHHBIN 3amTpoCc MOXKET OBITh MepeaaH YIOJTHOMOYEHHOMY
MPEAICTABUTEINIO 3aBUTEIIS JUYHO MO PACIUCKY, HAIPABJIECH MO MOYTE 3aKa3HbIM
MUCbMOM WJIM TEpeJaH B JJIEKTPOHHON (opMe MO TeIeKOMMYHHUKAIMOHHBIM
KaHajaM CBs3U. B cilyyae HampaBieHHs JAHHOTO 3alpoca MO IMOYTE 3aKa3HbIM
INUCbMOM OH CYHUTAETCS MOJYYEHHBIM IO HMCTEYEHHM WIECTH JHEH C JaThl
HaIlpaBJICHUS 3aKa3HOTO MUChMa.

4.2. 3asBUTENb 0053aH TMPEACTAaBUTH OTBET HaA 3alpoC YMOJHOMOYEHHOIO
dbenepaapHOro OpraHa HCIHOJHUTEIBHOM BJIACTH B CPOK, HE MPEBBIIIAIONTUN
JIEBSTHOCTA padOYnX JTHEW CO JHS MOJydeHus AaHHOro 3ampoca. Cpok, yKa3aHHBINA
B 4YacTh 4 HAacTOsAUIEH CTaTbM, MPUOCTAHABIMBAETCS CO JIHS HalpaBJICHUS
3asgBUTEIIO 3aIpoca YMOJIHOMOYEHHOTO (henepanbHOro opraHa HCIOJIHUTEIbHOU
BJIACTU 10 JHS MOJYYEHUS UM OTBETA HA JIAHHBINA 3alPOC U HE YUUTHIBACTCS MPH
UCYHMCIICHUH CpOKa DJKCIEPTU3bl KaydecTBa (apMaleBTUUECKOW CyOCTaHIINH,

HeHCHOHBBYGMOﬁ IIpH IIPOU3BOJACTBC JICKAPCTBCHHBIX ITPCIIAPATOB.



5. OcHOBaHMEM JJIs OTKa3a B HAIIPaBJIEHUU B SKCIIEPTHOE YUPEXKICHHUE 3aaHUs Ha
IPOBEJICHUE B3KCIEPTHU3bl KAaYeCTBA YKA3aHHOW B 4YacTW 1 HacTOsAIIEH CTaTbu
dbapmaneBTUYeCKOM CyOCTaHIIMU  SIBJIETCS  HENpPENICTaBIICHHUE JIOKYMEHTOB,
yKa3aHHbIX B 4YacTW 2 HACTOSIIEH CTaThbH, OTCYTCTBHE HWH(pOpPMAIUH,
NOATBEpKAAIONEH (aKkT yIUaThl TOCYJApPCTBEHHOM MONUIMHBI 32 BKIIIOUEHHUE
dbapmaneBTUUECKOH  CyOCTaHIIMM, MPOMU3BENEHHOM  JUIsl  pealu3alud, B
rOCYJTapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPENICTB, HEMPEACTABICHUE 3asIBUTEIIEM
B YCTAaHOBJICHHBIM CpPOK OTBeTa Ha yKa3aHHbIA B uyactu 4.1 Hacrosimieil cratbu
3aMpoc YIOJHOMOYEHHOTO (PeepaibHOrO OpraHa MCHOJHUTEIBHON BIIACTU WIIU
IIPEACTABICHUE JIOKYMEHTOB, HE€ COACPKAIIMX HCUYEPIIBIBAOLIETO IIEPEUYHS
HEOOXOMUMBIX CBEICHUH.

6. B Teuenwe mnsATHaAUATH pabOYMX MAHEW CO JHSA TOJMYYCHHS PEIICHUs
YIOJIHOMOYEHHOTO  (efiepalbHOrO0  OpraHa  HMCHOJHHUTEIbHOM  BJIAacTd O
HAIIpaBJICHUU B JKCIIEPTHOE YYPEKICHHUE 3aJaHUs HA IPOBEICHUE SKCIIEPTU3BI
KauecTBa yKa3aHHOM B 4acth 1 Hacrodmeid crtaTteu (apMaleBTUYECKON
CyOCTaHIIMM 3asBUTENb MPEJICTABISIET B AKCIIEPTHOE YUPEXKIECHUE JJIs IPOBEICHUS
JJAHHOW AKCHEepTU3bl 00pasisl (papmaieBTHUYECKONM CyOCTaHIIMM B KOJIMUECTBE,
HEOOXOJMMOM I BOCIIPOU3BEJICHUSI METOJ0B KOHTPOJS KauecTBa. DKCIEPTHOE
yUpeXJIeHUEe NpPU MOJIYYeHUH 00pa3lioB yKa3aHHOM B yacTH 1 HacToslled CTaTbu
(bapmaneBTHYECKON cyOcTaHIuU BBIJIACT 3asIBUTEITIO JNOKYMEHT,
MOJITBEP K A0 MMOJIydeHHE 3TUX 00pa3lioB, U B CPOK, HE MPEBBIIIAIONINN TPeX
pabouux JHEW, yBEIOMJSIET B AJEKTPOHHOMW WJIM NMUCbMEHHOW ¢dopme 00 3TOM
YIIOJITHOMOYEHHBIN (heliepaabHbIi OpraH MCIOJHUTEIBHON BJIACTH. DTH CPOKH HE
BKJIIOYAIOTCS B CPOK IPOBEICHUS JAHHOM DKCIIEPTU3BI.

7. JIoKyMEHTbI, TOCTYNUBIIME B OHKCIEPTHOE YUYPEXKACHHE i1 MPOBEICHUS
DKCHEPTU3bl  KauyecTBa yKa3aHHOM B vacthu 1  HacTosimiedl  cTaTbu
dapmainieBTHUECKON CyOCTaHIIMM, TMOJIekKAT BO3BpaTy B YIOJIHOMOYEHHBIN
(benepalibHbIl OpraH HMCIOJIHUTENBHONW BJIACTH OJIHOBPEMEHHO C 3aKIHOYEHUSMU

0 pe3yJibTaTaM MPOBEICHHOW 3KCIIEPTHUBI.



8. B cpok, He npeBbIaonuil NITH padouux THEH CO THS MOTyUYeHHUs 3aKITI0UCHUs
KOMHCCHH 3KCIIEPTOB MO pe3yJibTaTaM 3KCIEPTU3bl KaueCTBa YKa3aHHOU B yacTH 1
HacTosie  craTbu  (papMaleBTUYECKOM  CyOCTaHIMH,  YIOJHOMOYECHHBIN
dbenepabHBIN OpraH UCTIOJHUTEILHON BIACTH:

1) ocyIIecTBISCT OIICHKY TAKOTO 3aKJIFOUCHHS SIS OTIPE/ICICHUS €r0 COOTBETCTBUS
3a/IaHUIO HA MPOBEJICHUE TAHHOM DKCIIEPTU3BI;

2) MpUHUMAET PEUICHHE O BKIIFOUCHHWH YKa3aHHOW B YacTu 1 Hacrosimeil crarbu
dbapmaneBTUUECKOH CyOCTaHIIMM B TOCYJIAPCTBEHHBIN pEecTp JeKapCTBEHHBIX
CPEJICTB UJIU PeIlIeHrEe 00 OTKAa3€ B TAKOM BKIIFOUECHUH;

3) BHOCHUT MY MPUHSTUY PEIICHUS O BKIFOYCHUN YKa3aHHOM B yacTu 1 HacTosen
cTatbu  (papmMaleBTHUECKOM  CyOCTaHIIMM B  TOCYIApCTBEHHBIM  peecTp
JICKapCTBEHHBIX CPEJICTB MPEAYCMOTPEHHYI0 TyHKTOM 2 dacthu 1 crtatem 33
HacToslero denepasbHOrO 3aKOHa HMH(OpPMALMIO U YBEIOMIISIET 00 3TOM B
3JIEKTPOHHOM WJIM MUCbMEHHOU (hopMe 3asiBUTEIIS.

9. OcHoBaHMeM I OTKa3a BO BKJIIOYCHUHM YyKa3aHHOW B 4acTu 1 HacTosmen
CTaTbu (papMalleBTUUECKOM  CyOCTaHIMM B TOCYJApCTBEHHBIH  peecTp
JIEKapCTBEHHBIX CpElICTB SABIIAETCS penieHue COOTBETCTBYIOILIETO
YIOJIHOMOYEHHOTO (Pe/lepalIbHOTO OpraHa HCIOJIHUTEIbHON BJIACTH O TOM, YTO
KayecTBO (hapMalleBTUUECKON CyOCTaHUMU HE MOATBEP)KICHO MOJYyYEeHHBIMU
JAHHBIMHU.

10. He nomyckaercsi BKJIIOYEHHME B TOCYIApCTBEHHBIM peecTp JEKapCTBEHHbBIX
CPEIICTB OJJHOM (hapMaleBTUYECKON CYOCTAHIINM, IPOU3BEACHHON JIJISl peann3aluu
U BBITYCKa€MOW OJHMM M TE€M K€ MPOU3BOJUTENEM, B BUIE ABYX U Ooliee
PEECTPOBBIX 3AMUCEH.

11. BHecenue u3MEHEHUW B JOKYMEHTHl Ha (hapMalleBTUUYECKYH CYOCTaHIIMIO,
IIPOU3BEACHHYIO JUIsl peaIM3alMy W BKJIIOYEHHYIO B TOCYJIAapCTBEHHBIM PEECTP
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIETCS B MOPSAJIKE, YCTAHOBIEHHOM CTaThIMH
30 u 31 mnacrosimero denepaibHOr0 3aKOHA, C YIJIATOM TOCYAApCTBEHHOM
IIOLUIMHBI, NPELYCMOTPEHHOM 3aKOHOAATENbCTBOM Poccuiickonn ®Penepauun o

Hajorax u coopax.



12. Jlomyckaercs oOpamieHue ¢apMaieBTUYECKUX CyOCTaHIIMM, MPOU3BEICHHBIX
JUIsl peaju3aliid, B TEUCHHE CTa BOCBMHUACCATH JHEW 10 M TOCIE TMPUHATHS
YIIOJTHOMOYEHHBIM (peiepaIbHBIM OpPTaHOM HCIIOJIHUTEIHHON BJIACTH PEIICHUS O
BHCCCHHHM W3MEHEHUH B JIOKYMEHTHI Ha (DapMaleBTHUYECKYI0 CYOCTaHITUIO,
MPOM3BEICHHYIO I peaM3allii W BKJIIOYCHHYIO B TOCYIapCTBEHHBIM peecTp
JICKapPCTBEHHBIX CPEJICTB.

13. Pemienne 00 HMCKIIOYEHUH W3 TOCYJAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX
CpenCcTB (apManeBTUYCCKOW CyOCTaHIIMK, TPOM3BEICHHONW I pealn3allny,
MIPUHUMAETCS YIIOTHOMOYEHHBIM (eZIepaIbHBIM OpTraHOM MCTIOJTHUTEIHHOU BJIACTH
B CITydJae:

1) mpeacTaBiieHUs] COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM (he/iepaibHbIM OpraHOM
WCITOJITHUTEIILHON BIIACTH 3aKIIOYCHUS O PHCKE WM 00 yrpo3e JKW3HU WU
3I0POBBIO YEJIOBEKa JMOO J>KMBOTHOTO IIPU HCIIOJIB30BAHUU JIEKAPCTBEHHOTO
CpEIICTBA;

2) mojayu pa3padOTYMKOM JICKAPCTBEHHOTO CpEACTBA WIIM IPOU3BOIUTEIICM
JIEKapCTBEHHOTO CPEJCTBA JIMOO YMOJHOMOYEHHBIM MMM JPYTHUM FOPUIAYECKUM
JIUIIOM 3asIBJICHHUS 00 MCKITFOUCHUH U3 TOCYJIapPCTBEHHOTO peecTpa JeKapCTBEHHBIX
cpencTB (papMalieBTUUECKON CyOCTaHIMH, IPOU3BEACHHOMN TSl peau3allui;

3) oTcyrcTBUs (hapMaIeBTHUECKON CyOCTaHIIMHU, IPOU3BEICHHOM IJIs pealn3aliiu,

B oOpatienuu B Poccuiickoit denepaniuu B TeUeHUE TpeX U OOJIee JIeT.

Cratbs 35. Yrpatuna cuny ¢ 1 utons 2015 r.

Cratbs 36. OOxanoBaHue pelmieHUs 00 OTKa3e B BbIJA4Ye paspelieHus] Ha
MPOBEICHUE KIIMHUYCCKOTO HMCCIICIOBAHUS JICKAPCTBEHHOTO Tpemnapara, pemeHus
o0 oOTKaze B TOCYAapCTBEHHOM pETUCTpAIlMU JIEKAPCTBEHHOIO TIperapara,
3aKJTIOYCHUS KOMUCCHUU DKCIIEPTOB JKCHEPTHOTO YUPEKICHHUS WIH 3aKITIOUCHUS
COBETa IO ITUKE

Pemenne  COOTBETCTBYIOIIETO  YIOJHOMOYEHHOTO  (peiepalibHOTO  OpraHa

HCIIOJHUTEILHON BIacTH 00 OTKase B BblJa4C paspClICHHsA Ha IIPOBCACHUC



KJIIMHAYECKOI'O MCCIEA0BaHMs JIEKAPCTBEHHOIO MperapaTa, peuieHue YKa3aHHOIO
(denepanpbHOro OpraHa MCIHOJHUTENBHOM BIAacTH 00 OTKa3e B IOCyIapCTBEHHOU
perucTpaly JIEKapCTBEHHOI'O IIpernapaTa, 3aKI0YeHHEe KOMHUCCHUHM DSKCIEpPTOB
OKCIIEPTHOTO YUYPEKACHHUS WM 3aKIIOYCHHE COBETa MO JTHKE MOXKET OBITh
00XaJIoBaHO B TIOPSAAKE, YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoi
®enepanyy. 3aKiIOUEHUE JKCOEPTa, O(GOPMIIEHHOE IO HUTOTaM HKCIEPTHU3bl B
LEJSIX OIIpENEICHUS B3aMMO3aMEHAEMOCTH 3apEruCTPUPOBAHHOTO
JIEKapCTBEHHOI'O IIpenapara, MOXET ObIThb 00XKaJOBaHO JeprKaTeieM WIH
BJIAQJIETIBLEM PErMCTPALMOHHOIO YIOCTOBEPEHHs JIEKapCTBEHHOI'O IIpernapara B
KOMHUCCHUIO 3KCIIEPTOB 3KCHEPTHOIO YUPEKICHHUA. 3aKIIOUEHHE KOMHUCCUU
HKCIEPTOB 3KCIEPTHOTO YUPEKIACHHUS, OPOPMIIEHHOE IO HUTOraM IepecMoTpa
00>KaJIOBAHHOTO 3aKJIIOYEHMsI IKCIEPTa, MOXKET OBITh OCIIOPEHO JAep KaTeleM WIN
BJIQ/IETIBLEM PETUCTPALIMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara Jinoo
YIOJHOMOYEHHBIM MMM JIULIOM B MOPSIAKE, YCTAaHOBJIECHHOM 3aKOHOAATEIbCTBOM
Poccuiickoii @®enepauuu. Ilpu o00XaloBaHWK pELICHUS YIOJIHOMOYEHHOIO
denepanbHOro opraHa HCIOJIHUTEIbHOW BIACTH, 3aKIOYEHMs] 3KCIepTa WId
KOMHUCCHUH JKCIIEPTOB AKCIEPTHOTO YUPEKICHUS, 3aKIIOUEHHUSI COBETa MO ITHKE
JiepKaTeslb WIA BJIAAENICll PErMCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO
npenapara JM0O YIMOJIHOMOYEHHOE MMM JIMLO BIIpaBe MPEJICTaBUTh PE3yJbTaThl
HKCIIEPTU3BI JIEKapCTBEHHOTO npenapara, MPOTOKOJIbI MOJIYYEHHBIX
aKKpEIUTOBAHHBIMHM HCIBITATEIbHBIMU JIAOOPATOPUSAMHU (LIEHTPAMU) pe3yIbTaToOB

HUCCIeOOBAHUN, UCTILITAHUM.

Cratest 37. Wudopmanus, cBs3aHHas C OCYILECTBICHHEM TOCYAapCTBEHHON
pEerucTpalyy JeKapCTBEHHBIX MpernapaTtoB, UHPOpPMaLUsS O 3apEeTUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IIperaparax M JIEKapCTBEHHBIX IpEeNnaparax, UCKIIOYEHHBIX U3
rOCyJapCTBEHHOT'O PeecTpa JISKAPCTBEHHBIX CPEICTB

1. CooTBeTCTBYIOIIUI YIOJIHOMOYEHHBIH (eiepaiabHblii OpraH MCHOJHUTEIbHOM
BJIACTH pa3MemaeT Ha CcBoeM oduiuaabHoM caidte B cetu "HuTepHet"

uH(pOpMAIMIO, CBA3AHHYIO C OCYILECTBICHHEM TOCYJAapCTBEHHOW perucTpaluu



JIEKapCTBEHHBIX MPENaparoB, B TOM YHUCJIE MPOBEICHUEM SKCIEPTU3bI
JICKapCTBEHHBIX CPEJCTB (BKIIOYAs PE3yJbTAThl €€ MPOBEACHUS ), HHPOPMAIIUIO O
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApPATaX U JEKAPCTBEHHBIX IIpenaparax,
VCKJIFOUEHHBIX W3 TOCYJIApPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEJICTB, HE
MO3J{HEE YeM 4Yepe3 IsATh padouyux JAHEH CO JIHS MOJYy4YEHHUS COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (heJIlepaibHbIM OpPTraHOM HCHOJHUTEIBHOW BIIACTU 3asIBJICHUS O
rOCyJ1apCTBEHHOM PETUCTPALMH JIEKAPCTBEHHOTO IIpenapara.

2. Cpoku ¥ MOPSNIOK pa3MeIlleHUs YyKa3aHHOW B 4Yactu 1 Hacrosimieil cratbu
nHpOpMaIIMK  YCTAHABJIMBAIOTCS  YIOJHOMOYEHHBIM (e/iepalbHbIM  OPTraHOM
UCIOJTHUTENbHOM BiacTu. Mudopmanus, ykazannas B yactu 1 Hacrosiel ctatbu,
SBJIIETCSI OTKPBITOM M OOIIEIOCTYITHON M TPEIOCTaBISETCS 3aWHTEPECOBAHHBIM

JIMIIaM B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickon denepanuu.

I'maBa 7. Knunndeckue HCCIICAOBAaHUA JICKAPCTBCHHBLIX IIpCIIapaTtoB  OJIA
MCIULMHCKOTO IPUMCHCHHA, HOI'OBOP 00 mx IMPOBCACHUHN, IIpaBa ITAaMCHTOB,

Y49aCTBYIOHOIHUX B 3THUX HCCICAOBAHUAX

Cratbs 38. KiuHuueckue wucclneoBaHUS JIGKAPCTBEHHBIX TNPEMapaToB s
MEIUIMHCKOrO TPUMEHEHHUS

1. KinuHuueckue ucciae0BaHusl JICKAPCTBEHHBIX MPEnapaToB JJIsI MEIUIIMHCKOTO
IIPUMEHEHUS, B TOM YUCIIE MEXKIYHAPOIHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE,
MIOCTPETUCTPAIIMOHHBIC, TPOBOIATCS B OJHOM WM HECKOJBKHX MEIUIIMHCKUX
OpraHu3alugaxXx B COOTBETCTBMM C TIpaBWIaMM HaJIeKaled KIMHUYECKOU
MPAKTUKH, YTBEPKIECHHBIMU  YIOJHOMOYECHHBIM  (eJIepaibHBIM  OpPTaHOM
MCTOJIHUTEIbHOU BJIACTH, COOTBETCTBEHHO B CIEAYIOIINX LIEAX:

1) ycraHoBieHHe OE€30MACHOCTH JICKAPCTBCHHBIX MPENapaTtoB s 3A0POBBIX
T0OpOBOJIbIIEB ¥ (MJIM) TMEPEHOCUMOCTH HX 3/I0POBBIMU JOOPOBOJIBIIAMHU, 32
HCKJIFOUEHUEM TaKUX UCCIICIOBAaHUM JICKAPCTBEHHBIX MpPEnapaToB, MPOU3BEICHHBIX

3a npenenamu Poccuiickon denepannu;



2) Io100p ONTUMAJIBHBIX JIO3UPOBOK JIEKAPCTBEHHOTO Mpemnapara u Kypca JeUeHUs
JUTST TIAIMEHTOB C OMPENETCHHBIM 3a00JIeBaHUEM, ONTHMAJIBHBIX 03 M CXEM
BaKI[MHAIIMM UMMYHOOHUOJIOTHYECKUMHU JIEKAPCTBEHHBIMU TpenapaTamMu 370pOBBIX
JI0OPOBOJIBLIEB;

3) ycraHOBIeHHE 0€30MAaCHOCTH  JIGKAPCTBCHHOTO  Tpemapata M €ro
3¢(}eKTUBHOCTH  JUIi  MAIMEHTOB  C  OMNpPENENIEHHbIM  3a00JIeBaHUEM,
npodrtakTHIecKo  3(PHEKTUBHOCTH HMMYHOOHUOJOTHYECKUX JICKAPCTBEHHBIX
npenaparoB JUisl 3A0POBBIX JOOPOBOJIBIIER;

4) wW3y4YeHHE BO3MOXKHOCTH pACIIMPCHHS TOKa3aHUK JII  MEAWIIMHCKOTO
NPUMEHEHUST W  BBIABICHUS paHee HEU3BECTHBIX TMOOOYHBIX  JEHCTBUN
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB.

2. B oTHOmIEHMM BOCHpPOW3BEACHHBIX JIEKAPCTBEHHBIX IMPEHapaToB IS
MEJUITMHCKOTO TMPUMEHEHHS MPOBOJSATCS MCCIEIOBAaHUS OMO’KBUBAJICHTHOCTH U
(W)  TepameBTUYECKOM  HKBUBAJICHTHOCTH B  MOPSAKE, YCTAHOBIEHHOM
YIOJTHOMOYCHHBIM (he/IepabHBIM OPTaHOM HCIIOJTHUTEIHLHOM BIIACTH.

3. Opranuzainuio MpPOBEACHUS KIWHUYECKUX MCCIECIOBAHUN JIEKAPCTBEHHOTO
npenapara Jyisi MEIUIIMHCKOTO TPUMEHEHUS BIIPABE OCYIICCTBIIATH:

1) pa3paboTYHK JIEKaPCTBEHHOTO Mperaparta Wik YIOJTHOMOYECHHOE MM JIMIIO;

2) o0Opa3oBaTelbHbIE OpraHU3alldd BBICIIErO O00pa30BaHHUs, OpraHU3aLNN
JIOTIOJIHUTEIHHOTO TTPO(eCCUOHAIBHOTO 00pa30BaHuUS;

3) Hay4HO-HCCIIEIOBATEILCKUE OPTaHU3aIUH.

4. KnuHUYEeCKHUe HCCIE0BaHUS JICKAPCTBEHHOTO Tperapara JUisi MEIUITUHCKOTO
MPUMEHEHUS TMPOBOAITCS HAa OCHOBAaHWM pa3pelICHUs Ha IPOBEICHHE
KIIMHAYECKOTO  WCCIEAOBAHHUS  JIGKAPCTBEHHOTO  Tperapara,  BBIJIAHHOTO
YIOJHOMOYCHHBIM  (peficpallbHBIM ~ OPraHOM  HCIIOJHUTEIBHOW  BJIACTH.
YnonHoMO4YeHHBIN (efepalbHbIil OpraH MCTOJHUTEIBHONW BJIACTH BEIET PEECTP
BBIJIAHHBIX ~ pa3pelieHH Ha  TPOBEICHHE  KIMHUYECKUX  HMCCIECIOBAaHUN
JICKapCTBEHHOTO Tpernapara, COJAepKalluid yKa3aHWe Ha WX Ieldb WIH IICNIH, B
YCTaHOBJICHHOM THUM OpPTaHOM TOPSIIKE.

5. Yrparuna cuny ¢ 1 urons 2015 r.



6. K opranmzamuu mnpoBeneHUsT KIMHUYECKUX HCCIEIOBAHUN JIEKApPCTBEHHOTO
npenapara JUisi MEIWLHUHCKOrO NPHUMEHEHHs pa3padOTUYUKOM JIEKAPCTBEHHOIO
npernapata MOTYT IpPHUBIEKATbCs HOPUIMYECKUE JIMLA 000N OpraHU3alMOHHO-
paBoOBOM (POPMBI MPHU YCIOBUU 0OECIICUCHHS] COOTBETCTBUS STUX HCCIEAOBAHUN
TpeOoBaHUAM HacTosero deaepaabHOro 3aKOHA.

7. KnuHuueckue uccieoBaHus JEKapCTBEHHBIX NpPENnapaToB AJIs MEIULHUHCKOIO
IIPUMEHEHUS NPOBOMATCS B MEIULMHCKUX OpraHU3alusax, AaKKpPEeIUTOBAHHBIX
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCHOJIHUTEIBHOW BJIACTH B MOPSAKE,
yctanoBieHHOM [IpaButensctBoM Poccuiickon denepanuu.

8. IlepeueHb MEOUIIMHCKUX OpTraHU3alMii, WMEIOIUX MPaBO MPOBOAUTH
KIIMHUYECKUE HCCIICIOBAHMS JIEKAPCTBEHHBIX IIPENaparoB Uil MEIULIUHCKOIO
IIPUMEHEHUSA, U PEECTP BBIAAHHBIX DPA3pEIICHHM Ha NPOBEACHUE KIMHUYECKHUX
UCCIJIEJOBAaHUM JIEKAPCTBEHHBIX IPENapaToB OMyOJIMKOBBIBAIOTCS U Pa3MEILal0TCs
YIOJIHOMOYEHHBIM  (eicpalbHbIM  OpPraHOM  HCIOJHUTENIbHOM  BJacTu B
YCTaHOBJICHHOM UM MOPSIIKE HAa CBOEM O(HIMaIbHOM caiiTe B ceTu "MHTepuer".
Cratest 39. PemieHne o0 TOpOBEACHMHM  KIMHUYECKOTO  HMCCIEIOBAHUSA
JIEKAPCTBEHHOIO MpEenapara i MEAUIIMHCKOTO TPUMEHEHHS

1. KnuHnueckoe uccieoBaHUE JIEKApCTBEHHOTO MpernapaTta A MEIUIMHCKOTO
IIPUMEHEHUS [POBOJUTCS HA OCHOBAHUM pA3pELICHUs HAa IPOBEICHUE
KIIMHUYECKOTO  MCCJIENOBaHUS  JIGKAPCTBEHHOIO  Ipenapara,  BBIJAHHOIO
YIOJIHOMOYEHHBIM  (peiepaJibHbIM ~ OpPraHOM  HCIIOJIHUTENBHOM  BJAcTU IO
pe3yibTaTaM  AKCIEpPTU3bl  JIOKYMEHTOB, HEOOXOJAMMBIX Uil  TOJyYEHHUS
pa3pelieHus Ha TMPOBEICHHE KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
rpernapara ¥ STHYECKOU dKCIIEPTU3BI.

2. Jlns momy4yeHus pa3pelleHrs Ha MPOBEACHHE KIMHUYECKOIO MCCIIeOBAaHUS
JIEKApCTBEHHOI'O0  Mpemnapara Uil  MEAMIMHCKOIO IIPUMEHEHUS  3asBUTEIIb
IpEJCTaB/ISIET B YIIOJTHOMOYEHHBIHN (peiepalibHbIi OpraH UCTIOTHUTEILHOM BIIACTH:
1) 3asBiIeHUE O BBIIa4Ye pa3pelicHHs Ha MMPOBEACHNE KIMHUYCSCKOTO UCCIICI0OBAHUS

JICKapCTBCHHOTIO ITpcriapara AJIs1 MCANIUHCKOI'O IPUMCHCHMU A,



2) KOIIMU JTOKYMEHTOB, ITOATBEPKIAOIINX YIUIATy TOCYIaPCTBEHHOMN MOILIUHBI 32
MPOBEJCHUE ITUUECKON IKCIEPTU3BI, IKCTIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIM
npenapar Uil TOJYYEHUs] pa3pelleHuss Ha MOPOBEACHUE  KIMHUYECKOIO
UCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipernapara JJisi MEIUIIMHCKOrO0 MPUMEHEHUs, 3a
BbIJJaYy  pa3pelieHHs] Ha  MPOBEICHUE  KIMHUYECKOTO  HCCIENOBaHUS
JIEKApCTBEHHOI'O0 Tpernapara sl MEIUIIMHCKOTO IPUMEHEHHS, 3a IPOBEICHUE
AKCHEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM TmpenapaT JUisl MOJIy4YEHUS
pa3pelIeHus] Ha MPOBEICHUE MEXIYHAPOIHOTO MHOTOLIEHTPOBOTO KIMHUYECKOTO
MCCIIEIOBAHUSI JIEKAPCTBEHHOIO Tpernapara JJisi MEIUIIMHCKOrOo MPUMEHEHUs, 3a
BbIJIJaUy pa3pelieHUs] Ha TMPOBEICHHE MEXIYHAPOJHOIO MHOTOIEHTPOBOIO
KIIMHUYECKOIO0 HCCIENOBAaHUS JIEKAPCTBEHHOI'O IIpenapara s MEIULHUHCKOIO
MPUMEHEHHUS, 3a MTPOBEJICHNUE dTUUYECKON SKCIIEPTU3bI, SKCIIEPTU3BI IOKYMEHTOB Ha
JIEKApCTBEHHBIM TMpenapar JUuisl TOJIyYEHHUs pa3pellieHUss Ha IPOBEJICHHE
MOCTPETUCTPALMOHHOTO KIIMHUYECKOTO UCCIEA0BAHUS JIEKAPCTBEHHOTO Mperapara
JUIST MEIMIIMHCKOTO TIPUMEHEHMS, 3a BblJauy pa3pelieHus Ha MPOBEJICHUE
MOCTPETUCTPALIMOHHOTO KIMHUYECKOT0 UCCIEA0BAaHMUS JIEKAPCTBEHHOTO Mperapara
JUIST METUIIMHCKOTO TPUMEHEHUs, WIM N0 COOCTBEHHON WHUIIMATUBE YKa3aHHBIC
JOKYMEHTBI. B cilydae HeNnpeacTaBICHHUS 3asABUTEIEM YKa3aHHBIX JOKYMEHTOB
YIOJIHOMOYEHHBIN (peiepaabHbIi OpraH UCIIOIHUTEILHON BIACTH TIPOBEpsET GakT
yIuiaThl TOCYAapPCTBEHHON MOILLIMHBI C UCMOJIb30BaHUEM MH(pOpMAIUK 00 yruiate
roCy1apCTBEHHOM MOLLJINHBI, coaepKalencs B l'ocynapcTtBenHoU
WH(POPMAITMOHHOW CHCTEME O FOCYIapCTBEHHBIX U MYHMITUTIATBHBIX IJIaTEKax, Ha
OCHOBAHUU MPEJICTABICHHBIX 3asBUTEJIEM KOIMUN TOKYMEHTOB;

3) MPOTOKON KJIMHUYECKOTO HCCIEA0BaHUS JICKApCTBEHHOIO Iperapara Jyis
MEJIUIIMHCKOTO MPUMEHEHUSI;

4) Opo1Iropy HccaeIoBaTes;

5) uH()OPMAITMOHHBIN JIUCTOK MAIUCHTA;

6) cBemeHus o0 ombITe PpabOTHI  HCCIEIOBATENIed IO  COOTBETCTBYIOLIUM
CHEIUATBHOCTIM ¥ WX ONbITe paboThl 1O TPOBEACHUIO KIMHUYECKHUX

HUCCIEeAOBAHUM;



7) CBeleHUS O MEIUIMHCKHX OPraHM3allUsAX, B KOTOPBIX MPEIIOIaracTcs
IIPOBEJCHUE KJIMHUYECKOTO HCCIEIOBAHMUS JIEKAPCTBEHHOIO Mpemnapara i
MEIUIMHCKOTO  TpUMEHEHUs (MOJHOE€ M COKpalleHHOE€  HAWMEHOBaHUS,
OpraHu3alMOHHO-TIPaBOBas (popmMa, MECTO HAXOXKIAEHUS U MECTO OCYILIECTBICHUS
nesTenbHOCTH, TenedoH, Tenedakc, aapec AJIEKTPOHHOM MOYTHI  KaXKIOM
MEJUIIMHCKON OpraHu3alNHN);

8) cBemeHWss O TpennojiaraéMbIX  CPOKAaX  MPOBEICHHUS  KIMHHYECKOTO
MCCIIEIOBAHUS JIEKAPCTBEHHOT'O IIpenapara JAJisi MEAUIUHCKOTO TPUMEHEHUS;

9) KomuIO TOTOBOPA 00SA3aTEIIHFHOTO CTPAXOBAHMSI, 3aKIFOYEHHOTO B COOTBETCTBHU
C TUIIOBBIMH IpaBUJIaMU 0053aTE€IBbHOTO CTPAXOBAHMS, C YKa3aHUEM MpPEACIbHON
YUCJICHHOCTH IIAllMEHTOB, YYacTBYIOIIUX B KIMHUYECKOM HCCIEIOBAaHUU
JIEKAPCTBEHHOTI'O MPEenapara il MEAUIIMHCKOTO IPUMEHEHHS;

10) uHpopmamuiO O cocTaBe JIEKApPCTBEHHOTO TNpernapara Juisi MEAUIIHHCKOTO
MIPUMEHECHUS;

11) MOKYMEHT, COCTABIICHHBIA MPOU3BOIUTEIIEM JICKAPCTBEHHOTO IperapaTa s
MEJUITMHCKOTO TPUMEHEHUS W COJEpKalui ToKa3aTenu (XapakTEePUCTHKH), a
TaKXe€ CBEICHHS O JIEKAPCTBEHHOM IIpENapare il MEIUIMHCKOTO MPUMEHEHHS,
IIPOU3BEACHHOM ISl IPOBEACHUSA KIMHUYECKUX UCCIICIOBAHNM;

12) xomuIO JMIEH3UH HAa TPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB B Ciydae, €CIH
MPOM3BOJACTBO JIEKAPCTBEHHOI'O IMpemnapara OCYIIECTBIAETCI B Poccuiickoit
denepanuy, WIM  KOIMIO 3aKIOYEHHS O COOTBETCTBUM  IPOU3BOIAUTEISA
JIEKApCTBEHHOTO npernapara TpeOOBaHUSIM IIpaBUII HaJIeXKamen
IIPOU3BOJICTBEHHON MNPAKTUKHU, BBIJIAHHOTO KOMIIETEHTHBIM YIOJHOMOYEHHBIM
OpPraHOM CTpaHbl IPOU3BOAUTEIIA JIEKAPCTBEHHOIO IPEeIapara.

3. B cpok, He IpeBBILIAIOMINNA MSITH pad0UUX JTHEH CO AHS MPUHATHUS YKa3aHHOTO B
nyHkTe 1 dactu 2 HaCTOSIIEW CTaTbU 3asBJICHUS U HEOOXOJMMBIX JOKYMEHTOB,
YIOJHOMOYCHHBIN (heiepalibHbIN OpraH UCTIOJHUTEILHOM BIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEICHUH, COJEpPKAIIUXCS B

MNPpCACTABJICHHBIX 3a4ABUTCIICM JJIOKYMCHTAX;



2) IpUHUMAET PElIeHHE O MPOBEICHUM IKCIEPTH3bl JOKYMEHTOB ISl TIOTYYCHHUS
paspenieHus Ha MPOBEJIECHUE KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO
npenapara JUisi MEIUIUHCKOTO MPUMEHEHUS M JTUYECKOW SKCIEPTU3bl WM 00
OTKa3€ B MPOBEACHUM YKa3aHHbBIX 3KCIEPTH3;

3) yBeIOMIISICT B AJIEKTPOHHOM (popMe mim Ha OyMa)KHOM HOCHTEINIE 3asSBUTEIS O
IOPUHATOM pElIeHUH JIMOO B Cllydyae MPUHATUS pelieHHs o0 OTKa3e Takke ¢
yKa3aHUEM IPUYMH TaKOro OTKA3a;

4) MOIrOTAaBIMBACT W HANPABISICT B DKCIIEPTHOE YUPEIKACHUE U COBET IO ITHUKE
3aJJaHU€E Ha [IPOBEJICHUE COOTBETCTBYIOLIUX IKCIIEPTH3.

4. B cnyyae BBISBIICHHS HEMNOJHOTHl U (MJIM) HEZOCTOBEPHOCTH HH(POpPMALIUH,
CoJlepKalllelicsl B MPEICTABICHHBIX 3asBUTENIEM JOKYMEHTAX, YIOJHOMOYEHHBIN
(enepanbHbI OpraH MCIOJHUATEIBHON BIACTH HANPABJIIET 3asSBUTENIO 3a1poc 00
YTOYHEHUH YKa3aHHOW uHpopmauuu. JlaHHBIA 3ampoc MOXKeT ObITh NepeiaH
YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JINYHO IOJ PACIHCKY, HAIPABJICH
0 TMOYTE€ 3aKa3HbIM NUCBMOM WJIM TI€pelaH B JIIEKTPOHHON QopMme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajgaM CBs3U. B cilydae HampaBi€HUs JaHHOIO
3ampoca Mo Mo4vTe 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJYYEHHBIM MO MCTEUEHUHU
niecTd JHEM ¢ JaTbl HamnpaBleHUs 3aKa3HOrO IMUCbMa. 3asBUTENb O0053aH
OpEeICTaBUTh OTBET Ha 3alpoc YHOJHOMOYEHHOTO (eAepalbHOrO OpraHa
VCITOJIHUTENIbHOM BJIACTH B CPOK, HE MPEBBIIAIOIIMN JAEBIHOCTA pabOUYUX THEU CO
nHs ero mnonydeHus. Cpok, YKa3zaHHbIW B 4YacTM 3 HACTOSIIEH CTaThH,
IPUOCTaHABJIMBAETCS CO JHS HAPABICHUS 3asBUTEIIO 3alpoca YIOJIHOMOUYEHHOIO
denepaibHOr0 OpraHa UCHOJHUTEIBHOM BJACTHM J10 JHS TOJYYEHUS UM
COOTBETCTBYIOILIETO OTBETA U HE YYHUTHIBAECTCS MPU MCUHUCIECHUU CPOKA MPUHATHUSA
YIOJHOMOYEHHBIM (heJilepaIbHbIM OPTraHOM HMCIOJHUTEIBLHOM BJIACTU PEIICHUS O
IPOBEICHUHM DKCIEPTU3bl JOKYMEHTOB JUIsl TOJIYYEHHS pa3pelieHus Ha
IIPOBEICHHE KJIMHUYECKOTO MCCIEIOBAaHUs JIEKAPCTBEHHOrO Mpernapara Ui
MEUIUHCKOTO MPUMEHEHHUS.

5. OcHOBaHMEM i1 OTKa3a B MPOBEACHUM HKCIEPTU3bl JOKYMEHTOB IS

MMOJYy4YCHUA paspCiCHusA Ha ITPOBCACHHUC KINHHUYECKOI'O HCCIICAOBAaHUA



JIEKapCTBEHHOTO Tpernapara i MEIUIUHCKOTO MPUMEHEHHUS M 3TUYECKOU
AKCIIEPTU3BI SBISETCS MPEICTABICHUE JOKYMEHTOB, IPEIyCMOTPEHHBIX YacThiO 2
HACTOALIEH CTaThbu, B HEIOJHOM O0O0ObEME, HENpEACTABICHUE 3asBUTEIEM B
YCTAaHOBJICHHBIM CPOK OTBETA HAa yKa3aHHBIM B YaCTH 4 HACTOSAILEH CTaThbU 3aIpocC
YIOJIHOMOYEHHOTO  (pelepaIbHOTO OpraHa MCIIOJIHUTEIBHOM BJIACTU  JIMOO
OTCYTCTBHE€ B IIPEJACTABICHHBIX JOKYMEHTaX MCUEpPIIBIBAIOLIETO IEpPEYUHs
HeoO0XouMoi nH(pOpMaLUK Wik HHpOpMAaLIUK, KOTOpas JOJKHA OBITh OTPaKeHa B
HUX, a TaKkXke OTCYTCTBHE HWH(POpMalUU, NOATBEP)KIAAOUIEH (QakT yIiaThl
TOCY/IapCTBEHHOW MOIIIMHBI 332 MPOBEICHUE ITUYECKON IKCIIEPTU3BI, SKCTIEPTH3BI
JOKYMEHTOB Ha JICKapCTBEHHBI TIpemapar ajis TMOJy4eHHs pa3pelieHus Ha
IPOBEJCHUE KIMHUYECKOTO MCCIEA0BaHUs JIEKapCTBEHHOIO Mpemnapara s
MEAMIIMHCKOTO TPUMEHEHHs, 3a BblAauy pa3peuieHuss Ha TPOBEIACHHE
KJIMHUYECKOIO MCCIEA0BAaHUs JIEKAPCTBEHHOIO Mpenapara JUisl MEIUIMHCKOTO
OPUMEHEHHUs, 3a TMPOBEACHHUE OKCIEPTH3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIN
mpermapaTr Ais  MOJNyYeHHUs paspelieHdss Ha TMPOBEICHHE MEXIYHApOIHOTO
MHOTOILIEHTPOBOI'0 KIMHUYECKOTO MCCIIEIOBaHUS JEKapCTBEHHOTO IpenapaTa AJis
MEAWIIMHCKOTO TPUMEHEHHsS, 3a BbAaUy pas3pelieHuss Ha TMPOBEIACHHE
MEXTyHapOJAHOIO MHOTOLIEHTPOBOI'O KJIIMHUYECKOTO UCCIIETOBaHMUS
JIEKapCTBEHHOI'0 IIpernapaTta A MEAUIMHCKOTO TNPUMEHEHHs, 3a MpPOBEJCHHE
ATHYECKON HIKCIEPTHU3BI, SKCIEPTU3bI JTOKYMEHTOB Ha JIEKAPCTBEHHBIN Mpemnapar
JUIS  TOJY4YeHHs  pa3pelieHusi Ha  OPOBEJEHHE  IOCTPETMCTPALMOHHOIO
KIMHUYECKOTO HWCCIEAOBaHUs JIEKAPCTBEHHOTO Tpernapara Uisl MEIUIIMHCKOTO
NPUMEHEHHUs, 32 BBIAAUy pa3pelieHus] Ha TPOBEACHHE MOCTPETUCTPAIMOHHOTO
KJIMHUYECKOTO MCCIEAOBaHUs JIEKAPCTBEHHOIO Mpernapara JUisi MEIUIIMHCKOTO
IPUMEHCHUS.

6. IlpoBemenue HKCHEpTHU3bl JOKYMEHTOB JJIsi TMOJIyYEHHUs pa3pelieHus Ha
NOpOBEJCHUE KIMHUYECKOTO MCCIEA0BaHUs JIEKapCTBEHHOTO TMpernapara s
MEAMIIMHCKOTO TPUMEHEHHUS M dTUYECKOW IKCIEPTU3bI, COCTABICHUE KOMHUCCHEU
HKCIIEPTOB U COBETOM IO 3TUKE 3aKIIOYEHUN O BO3MOKHOCTH UJIM HEBO3MOXKHOCTHU

MNPOBCACHUSA TAKOIO KIMHHUYCCKOro HCCICAOBAHUA W  HAIIpaBJICHHUC JTHUX



3aKJIFOUEHUN B YHNOJHOMOYEHHBIN (pelepasibHbIil OpraH HCIOJHUTEIBHONW BIACTH
OCYIIECTBIISIOTCS B CPOK, HE TPEBBIMAIOIMINNA TPHUANATA padOYMX JHEH CO JHS
IOJIYYEHUS] ~ DKCIIEPTHBIM  YUYPEXKICHHEM  3aJaHus  YIOJHOMOYEHHOI'O
denepanbHOrO OpraHa HCHOJHUTEIBHOM BIACTU C TMPUIOKEHHEM JIOKYMEHTOB,
yKa3aHHbIX B myHKTax 3, 4, 10 u 11 yactu 2 HacTOsIIEH CTaThbu, U COBETOM IIO
ATHUKE 3aJ]aHUsl YIIOJIHOMOUYEHHOTO (peiepaibHOTO OpraHa NCIOJHUTENIBHOMN BIaCTU
C TPUIOKEHHEM [OKYMEHTOB, YKa3aHHBIX B MyHKTax 3 — 6, 8 u 9 wactu 2
HACTOSIIIEH CTATHHU.

7. B cpok, He mNpeBbIIAIOIMN MATH padOYuMX JHEHM CO JHSA MOIYy4YEHUs
3aKJIIOUYEHUH, yKa3aHHBIX B YacTU 6O HACTOSIIEH CTaThbH, YMOJTHOMOYCHHBIN
(benepanbHbIN OPraH UCHIOJHUTEIBLHOM BIIACTH:

1) ocymiecTBiIsIET OIEHKY IOCTYNHBINUX 3aKIIOUCHHUHA I ONPEISICHUS HX
COOTBETCTBHUS 3aJIaHHIM Ha IIPOBEICHUE COOTBETCTBYIOIUX IKCIIEPTU3;

2) TpUHUMAET pPEIICHUE O BbIIAaYe Pa3peUICHUs HA MPOBEICHHE KIMHHYECKOTO
MCCIIEIOBAHUSI JIEKAPCTBEHHOTO Ipenapara sl MEAULIHUHCKOTO IPUMEHEHUS WIH
00 OTKa3e B BblJJau€ YKa3aHHOTO Pa3peLICHMUS;

3) BBIDACT pa3pelieHUE HAa TNPOBEACHUE KIMHUYECKOTO  HCCIICIOBAHHUS
JIEKapCTBEHHOI'0 TMpernapara A MEAULHWHCKOIO NPUMEHEHHUs WIM peleHue 00
OTKa3€ B BbIJJa4Y€ YKA3aHHOT'O Pa3peIICHMs] C YKa3aHUEM ITPUYMH OTKA3a.

8. OcHoBaHMEM /Jisl OTKa3a B BbIJaue pa3perieHus Ha MPOBEACHUE KIMHHYECKOTO
WCCJIEIOBAHMS JIEKAPCTBEHHOIO Mpernapara Uil MEIUIMHCKOTO IPUMEHEHUs
ABJISIETCSA HAJMYUE 3aKJIFOYEHUS KOMUCCUU DKCIIEPTOB WU 3aKJIFOUEHUS COBETA 10
DTUKE O  HEBO3MOXHOCTM  IPOBEACHUS  KIMHUYECKOTO  HMCCIENOBaHUSA
JIEKapCTBEHHOI'O Ipernapara Juisi MEIWLHMHCKOrO NPHUMEHEHMs M0 pPe3yJibTaTaM
MPOBEICHHBIX SKCIEPTU3, MPETyCMOTPEHHBIX YACThIO 6 HACTOSILIENH CTAThU.

9. Pemienne 00 oTKa3ze B MPOBEACHUM 3KCIEPTU3bI TOKYMEHTOB IS MOJIyYEHUs
paspenieHus Ha MPOBEJIECHUE KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO
npenapara il MEIUIUHCKOTO TPUMEHEHHS] U TUYECKOW DKCIIEPTHU3BI U B BhIIAYE

paspeumicHys Ha MMPOBCACHUC KIIMHHUYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOTO



npenapara ajid MCAUIUHCKOIO IPUMCEHCHUA MOKCT OBITH 00’KaJIOBAHO B IOopsAKeE,

YCTaHOBJIEHHOM 3aKOHOJATeNbCTBOM Poccuiickon ®@enepanuu.

Cratbs 39.1. DTuueckas SKciepTH3a

1. DTudeckas KCrepTU3a MPOBOJUTCS COBETOM IO ITHUKE, CO3JaHHBIM B MOPSIJIKE,
YCTAaHOBJICHHOM YIIOJJHOMOYEHHBIM (heJIepalibHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH, B 1I€JIIX BBIJJAYM 3aKIIOYCHHS 00 HSTHYECKOM OOOCHOBAHHOCTH
BO3MOXHOCTH TPOBEJCHUS KIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOIO
npenapara Jisi MeJUIIUHCKOTO MPUMEHEHUS.

2. DKCIepTaMd COBETa IO ITHKE MOTYT OBITh MPEICTABUTEITN METUITMHCKHIX
OpraHu3alliii, HAyYHbIX OpraHu3aIuii, 00pa30BaTEIbHBIX OpPraHU3alUi BBICIIETO
oOpa3oBaHus, a TakKe [MPEJACTABUTENM  OOIIECTBEHHBIX  OpraHU3allUi,
PEIUTHO3HBIX OPraHU3alluid U CPEJICTB MaccoBOM nHbopmaIuu. J[aHHbIe IKCTIEPTHI
HE JIOJDKHBI HAxXOJUThCA B KaKOW-THMOO 3aBUCHMOCTH OT pPa3pabOTYMKOB
JIEKApCTBEHHBIX MPEMapaToB M JPYTUX JHI, 3aUHTEPECOBAHHBIX B pe3yJibTaTax
ATUYECKOMN SKCIIEPTU3HI.

3. Ommara yciayr SKCHEpTOB COBETa MO ATHKE OCYIIECTBISETCS Ha OCHOBAHUU
JIOTOBOPA, 3aKJIIOYEHHOTO MEXAY YIOJTHOMOYEHHBIM (eepaibHbIM OpraHOM
WCIIOJTHUTEIILHOM BJIACTH, KOTOPBIM CO3JaH COBET MO 3THUKE, U SKCIEPTOM COBETA
Mo JTUKE, 3a CYeT OIOJKETHBIX  ACCUTHOBAaHUW, MPETyCMOTPEHHBIX
YIOJHOMOYEHHOMY (heliepaibHOMY OpTraHy HCIOJIHUTEIBHONW BJIACTH, KOTOPBHIM
CO37[aH COBET MO 3TUKE, B (heliepanbHOM OIOJKETEe Ha COOTBETCTBYIOIIUN TOJ Ha
obOecrieueHue ero AesTEeIbHOCTH, B pa3Mepax, yCTaHOBJEHHBIX [IpaBUTENHCTBOM
Poccuiickont denepanum.

4, DKcrepThl COBETa MO JTHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C
3aKOHOJIaTeNnbCcTBOM Poccuiickoint denepanum.

5. CocraB coBera IO DJTHKE, TOJOXKEHHE 00 O5TOM COBETE, MOPSIOK €ro
NEeATEIbHOCTH, TpeOOBaHMA K KBAIU(PHUKAUUUA U ONBITY pabOThl MO HKCIEPTHOU
OLICHKE HAYYHbIX, MEIUIMUHCKUX M HDTUYECKUX aCIEKTOB KJIMHUYECKHUX

I/ICCJ'Ie,ZLOBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIapaToB I MCAUIMUMHCKOIO IMPHUMCHCHUA,



IpENbABISIEMbIE K O3KCHEPTAM COBETa IO 3THUKE, MOPSAAOK OpraHu3alud U
NPOBEJCHUS ATHUECKON OKCIEepTH3bl, (popma 3aKIIOYEHUS COBETa IO OSTUKE
YCTaHABJIMBAIOTCS YIOJHOMOYEHHBIM (efepalibHbIM OPraHOM HCHOJHUTEIHHOM
BjlacTh. Yucno mnpexncraBuTenerd MEIMIMHCKUX OpraHU3alud HE  MOXKET
MPEBBINIATH [TOJOBUHY OT OOIIET0 YKCiia HKCIIEPTOB COBETA M0 ATHKE.

6. Uudopmamnuss o coctaBe coBeTa MO 3TUKE, IJIaHaX €ro padboThl M TEKylIeh
NESTENIbHOCTH ~ pa3MelaeTcss Ha Oo(UIMaIbHOM CaiTe  YMOJIHOMOYEHHOTO
dbenepaapHOrO0 OpraHa HCIHOJHUTENIBHOM BiacTu B cetd "MHrepHer" B

YCTAHOBJICHHOM UM ITOPAJIKE.

Cratss 40. I[IpoBeneHne KIMHUYECKOTO UCCIICIOBAHMS JICKApCTBEHHOTO Mperapara
JUIS. MEAUITMHCKOTO MTPUMEHECHUS

1. PykoBoauTenb MEIUIIMHCKOW OpraHW3aIldd, KOTOpas IPOBOJUT KIMHHYECKOE
WCCJIEJIOBAHUE JIEKAPCTBCHHOI'O Mpernapara Uisi MEIUIUHCKOTO NPUMEHCHUS,
HA3HAYAET UCCIEIOBATENS, OTBETCTBEHHOTO 32 MPOBEICHUE TAKOTO MCCIICIOBAHUS
U HMEIOMIETO JICYCOHYIO CIIeIMaIbHOCTh, COOTBETCTBYIOIIYIO MPOBOJIUMOMY
KIIMHUYECKOMY UCCIIEIOBAHUIO JIEKAPCTBEHHOIO Mpernapara, Co CTaxkeM padOoThI MO
MporpaMMaM KJIMHUYECKUX MCCIICIOBAHUN JIEKAPCTBEHHBIX IPENapaToB HE MEHEE
4YeM TPU TOJa W IO €ro MPEeJIOKEHUI0 HAa3HAYAET COMCCIIENOBATENICH U3 4YMCIia
Bpau€il ITOM MEIUIIMHCKOW OpraHU3aluu.

2. UccnenoBarenib OCYIIECTBISIET BBIOOP MAIMEHTOB, KOTOPBIC MO MEAUIIUHCKUM
MOKa3aHUsIM MOTYT OBITh NPUBJICYEHBI K YYaCTHIO B KJIIMHUYECKOM HCCIIEOBAHUU
JIEKapCTBEHHOIO Mpernapara JJjisi MEIUIMHCKOTO MPUMEHEHUS.

3. MHccnemoBaTrenb MW COHCCIEOOBATEIN HOKHBI OBITH O3HAKOMIIEHBI C
pe3yibTaTaMu  JOKJIMHUYECKOTO HCCJIEAOBAaHMUSl  JIEKQPCTBEHHOIO  CPENICTBA,
coJep)KalllUMHUCS B Opomrope  HcclaeaoBaTelisa, IPOCKTOM  IIPOTOKOJIA
KJIMHUYECKOT0 MCCJICIOBAHUA JICKAPCTBEHHOIO IIpenapara sl MEIUIUHCKOTO
MPUMEHEHUS, pa3pabOTaHHBIM Pa3pabOTYMKOM JIEKQPCTBEHHOI'O Mpernapara WIH

HHBIM HOPpHUAWYCCKUM JIMIIOM, IIPUBJICKACMBIM K OpraHU3alvud IIPOBCACHUA



KJIMHUYECKOTO MCCIEAOBAaHUs JIEKAPCTBEHHOTO Tpenapara Uisi MEIUIIMHCKOTO
NPUMEHEHUs, U IPYTUMHU MaTepualaMyd TaKOTO MCCIIEIOBAHNUS.

3.1. PykoBoauTesnb MEIUIIMHCKON OpraHU3alluy B CPOK, HE IMPEBBIIMIAIONINI TpeX
pabounx JHEH cO [HSA Hayana TNPOBEACHHUS KIMHUYECKOTO UCCIEIOBAHUS
JIEKapCTBEHHOTO Tpenapara Jijisi MEAUIIMHCKOTO MPUMEHEHH s, COO0IaeT 00 3TOM B
YIOJHOMOYEHHBIN (eJiepalibHbIi OpraH MCHOJHUTEIBHOM BIIACTH, BbIIABIIMMA
pa3pelieHue Ha MPOBEIEHUE TAKOTO UCCIIEIOBaHUs, TI0 YCTAHOBICHHON UM (opMme.
4. OpraHu3zaiydy, OCYHICCTBIISIONIME OpPraHU3alUI0 MPOBEICHUS KIMHUYECKOTO
UCCIICIOBaHMS JICKApPCTBEHHOTO IMperapara JUisi MEAWIIMHCKOTO TPUMEHEHUs WU
yKa3aHHbIE B 4acTH 3 cTaThl 38 Hacrosmiero denepalbHOTO 3aKOHA, B Clydae
HEOOXOJMMOCTH BHECEHUSI U3MEHEHUHM B MPOTOKOJ KIMHUYECKOTO HCCIIEAOBAHUS
JIEKapCTBEHHOTO TpernapaTa JjIsi MeIUIIMHCKOTO MPUMEHEHHUsI COO0IaT 006 STOM
B YIIOJIHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTEIbHOM BIIACTH, BbLAABIINN
paspelieHre Ha POBEIEHNE TaKOT0 UCCIIEI0BaHus, TI0 YCTAHOBICHHON UM QopMe.
4.1. ®opma coOOlIEHUS O BHECEHMM HU3MEHEHHH B MPOTOKOJ KIMHUYECKOIO
UCCIIEIOBaHMsI JIEKAPCTBEHHOI'O IIpernapaTa s MEAULUHCKOrO MNPUMEHEHUs
JIOJKHA CO/IEPIKATh CIEAYIOIINE CBEICHUS:

1) HaumMeHOBaHUE, UICHTU(DUKAIIMOHHBI HOMEP H JIaTa MPOTOKOJIA KITMHUYECKOTO
UCCIIEIOBaHMUSI;

2) nata BHECEHUS N3MEHEHUH B MMPOTOKOJ KIIMHUYECKOTO UCCIICOBAHUS;

3) HANMECHOBAHUE U MECTO HAXOXKICHHS 3asBUTEIIS;

4) HaUMCHOBAHHME OPTaHM3AINH, TIPUBJICUCHHON Pa3pabOTUYNKOM JIEKAPCTBEHHOTO
mpernapaTa K OpraHu3alydyd TPOBEACHHUS KIMHUYECKOTO WCcleAoBaHus (Tpu
HaJINYKH);

5) HaMMECHOBAHHS M MECTa HAXOXKICHHUS MEIUIIMHCKUX OpPTraHU3alluii, B KOTOPBIX
IPOBOANUTCS KIIMHUYECKOE UCCIIEI0OBAaHUE;

6) nmata BbIauM pa3pellicHHs Ha TPOBEJCHUE KIMHUYECKOrO HCCICIOBAHUS U
HOMEp 3TOTO pa3pelIcHHS,;

7) HU3MCHCHUA, BHOCUMBIC B IIPOTOKOJI KIIMHUYCCKOT'O UCCIICTOBAHUAA.



5. B cpok, He mpeBBIMAIOMUNA TPUANATA PaOOYUX JHEW CO MHS TOIYYEHUS
YKa3aHHOrO B 4YacTu 4 HACTOSIIEW CTaTbH COOOILIEHHS, YIOJIHOMOYEHHBIN
dbenepalibHbI OpraH MCIOJHUTEIBHON BJIACTH PAaCCMATPHUBAET 3TO COOOIECHUE B
YCTAHOBJICHHOM MM TMOPSAKE M MPUHUMAET PEIICHUE O BHECEHUHM H3MEHEHUU B
MPOTOKOJI  KJIIMHUYECKOTO HCCIENOBaHUS JICGKAPCTBEHHOrO IIpernapara i
MEJUIIMHCKOTO MPUMEHEHHUS UM 00 OTKa3e BO BHECEHUU TaKuX uM3MeHeHui. [lpu
pPacCMOTPEHUU COOOIIEHUSI O HEOOXOJUMOCTU BHECEHUS M3MEHEHUUM B MPOTOKOJ
KJIIMHUYECKOTO0 HCCIENOBAaHUS JIEKAPCTBEHHOI'O IIpenapara s MEIULIHUHCKOIO
NPUMEHEHHUSI B IEJSIX OLIEHKA OOOCHOBAHHOCTU MPEIJIaraeMblX H3MEHEHUU WU
OTpENECNICHUs] CTENEHU pHUCKa ISl MallMeHTOB, MPUHUMAIOIIUX Yy4YacTHE B
KJIIMHAYECKUX  UCCJIEIOBAHUSX, YIOJHOMOYEHHBIM (eiepabHbIM  OpPTaHOM
WCIIOJTHUTELHOM BJIACTH MOTYT IIPUBJIEKATHCS SKCIIEPTHI COBETA IO ITHUKE.

6. Knuaudeckoe uccienoBaHHUE JICKAPCTBEHHOTO Mpemnapara i MEJIUIIMHCKOTO
MPUMEHEHUSI MOKET OBbITh MPUOCTAHOBJICHO WJIM MPEKPAIEHO, €Cli B Ipoliecce
€ro MpoBEJICHUs OOHApYy»KEHA OIMACHOCTh IS >KU3HU, 370POBbsl MAllUEHTOB. B
Cllydya€ BO3HHMKHOBEHHMS OINACHOCTU JUIA JKU3HHM, 370pOBbSl  IAIIMEHTA,
YYaCTBYIOIIETO B KJIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOIO Iperapara IJis
MEJIUIIMHCKOTO MPUMEHEHHUS, HCCIIECIOBATeIM 00s3aHbl MPOUH(POPMHPOBATH 00
ATOM PYKOBOAMUTENS MEIULMHCKONW OPraHU3alMi M OPraHU3alri0, MOJIYYUBIIYIO
pa3pelleHre ynoJHOMOYEHHOTO (e/iepabHOTO OpraHa UCIOJIHUTEILHON BIIACTH
Ha OpraHu3ali0 NPOBEACHUS KIMHUYECKOTO HCCIEIOBAaHMS JIEKAPCTBEHHOIO
npenapata. PelieHne O NPUOCTAHOBICHUM  KJIMHUYECKOTO  HMCCIEAOBAHUS
JIEKAQpCTBEHHOI'O0 Tpemnaparta JyIsi MEIUIIMHCKOrO TMPUMEHEHUS MPUHUMAIOT
PYKOBOJUTENb MEIUIMHCKONW OpraHu3aiuvu U (WJu) OpraHu3amus, MOJy4YUBILIAs
paspelieHre yrnoJIHOMOYEHHOTro (eiepaabHOTO OpraHa HCIOJHUTEIbHON BIIACTH
Ha OpraHu3allio0 MPOBEACHUS KIMHUYECKOTO HCCIEIO0BAHUS JIEKAPCTBEHHOIO
npenaparta JUisi MEAUIMHCKOTO MPUMEHEHHUS, PEIICHUE O MPEKPAIICHUH TaKOro
HCCIIeIOBAHUS MPUHUMACT YIOJIHOMOYEHHBIN benepanbHbIi opraH
WCIIOJITHUTENILHON BJIACTH Ha OCHOBAaHWM COOOIIEHWS B THUCBMEHHOW (QopMme

PYKOBOJHUTECIIA MC,Z[HHHHCKOﬁ OopraHu3aliii WJIKW OpraHu3anuAa, I[OJIydHBIIaA



pa3pelieHue yrnoJIHOMOUYEHHOTo (peIepanibHOr0 OpraHa HMCIOJHUTEIBHONW BIACTH
Ha OpPraHU3alMI0 MPOBEACHUS KIMHUYECKOIO HMCCIEIOBAaHUS JIEKAPCTBEHHOIO
npenapara Juisi MEIUIMHCKOTO IPUMEHEHUS.

7. B cpok, He NpEeBBbILANMMA NATH padoyux JHEH CO [HS 3aBepLICHUS,
IIPUOCTAHOBIICHUS ~ WM  MPEKpalleHUus  KIMHUYECKOIO0  MCCIIEIOBAaHUSA
JIEKapCTBEHHOI'0 IpernapaTa Jijisi MEAULIMHCKOIO IPUMEHEHHUS, COOOIIEHHE 00 3TOM
HAIpPAaBIIETCS OpraHU3allMsIMHU, YKa3aHHBIMU B YacTU 3 cTaThbi 38 HACTOSIIETO
denepaibHOTO  3aKOHA, B YIOJHOMOYEHHBIH  (enepanbHbIi  Oprax
UCITOJIHUTENIbHOM BJIACTH MO YCTAHOBIEHHOM UM (hOpMe.

8. ®opma cooOImieHnss O 3aBEpIICHUH, MPUOCTAHOBICHUH WIH TMPEKpaIICHUN
KJIIMHAYECKOI'O0 MCCIIEIOBAHUs JIEKapCTBEHHOIO Ipenapara Uil MEJULIUHCKOIO
PUMEHEHUS JOJIKHA COJIEPKaTh:

1) uH(bOpMALIUIO O METUIIMHCKOW OpraHU3aIliH WM MEIUIMHCKIX OPTaHU3aIUsX,
IIPOBOJMBIINX JAHHOE UCCIIEI0BAHMUE;

2) OIMCaHNe JTAaHHOTO UCCIICIOBaHUS;

3) nanHble KccaenoBaress (pamMuiIus, UMs, OTYECTBO, MECTO pabOThI, 3aHUMacMast
JOJKHOCTh, CIELHAIBHOCTh, CTaX pabdoThl MO MpOorpaMMaM KIMHUYECKUX
UCCJIEIOBAHUIM  JIEKAPCTBEHHBIX  IMPENapaToB,  MEPEYEHb  KIMHUYECKHX
VCCJIEIOBAHNI JIEKAPCTBEHHBIX IIPENapaTroB, B KOTOPBIX OH NPUHMMAJ ydacTHE
(mepuoAbl ydyacTHsi) B KAUECTBE MCCIIEIOBATENS MIIM COMCCIIEI0BATENS);

4) pe3ynbTaT JAaHHOTO HCCICIAOBaHMs (3aBEpIICHUE, NPUOCTAHOBJICHHE WIIH
MpeKpalieHre JaHHOTO MCCIEIOBaHUs C YKa3aHWEeM HX MPUYUH U BIMSHUS Ha
OLICHKY €ro pe3yJbTaToB, OOIIYI0 OIEHKY pHUCKAa M OXKHUJIAEMOH MOJb3bl OT
IPUMEHEHUSI ~ UCCIENAYEMOTO  JIEKapCTBEHHOrO  Mpernapara, a  Takke
npejrnoiaraeMbpie TajlbHEUIINE T1eHCTBUS).

8.1. Ilpu BbIsIBICHUN (eaepalbHBIM OPraHOM HCIOJHHUTEIbHOM BJIACTH,
OCYILECTBISIOUUM (DYHKIIUHU 110 KOHTPOJIIO U HAA30py B chepe 31paBOOXpaHEHus,
HAapyLICHUN IMPAaBUJI HaJUIeXKAllEeH KIMHUYECKON IPAKTUKA NPU MPOBEACHUU
KJIIMHAYECKOT0 UCCIEA0BaHMS JIEKaPCTBEHHOTO NIpenapara, BIUSIOINUX Ha OJHOTY

nu (I/IJ'II/I) AOCTOBCPHOCTb JAHHOI'O KIMHHUYCCKOI'O HCCICIOBAHUA, YKa?)aHHblﬁ



denepanbHBIE OpraH MCIOJMHUTEIBHOW BJIACTH MPUOCTAHABIMBAET MPOBEACHUE
JAHHOTO KJIMHUYECKOTO MCCIEIOBAHMS M BBIHOCUT MEAUIMHCKON OpraHU3allld, B
KOTOpPOW MPOBOAUTCA JaHHOE KIMHUYECKOE MCCIEIOBAHUE, NpEAIUcaHue 00
YCTPaHEHWH BBIABICHHBIX HapyueHui. [Ipy HeEycTpaHeHMM  MeAMIIMHCKOU
OpraHu3aliel BBISIBICHHBIX HAPYIICHUN B YCTAHOBJICHHBIN B NPEAIUCAHUU CPOK
yKa3aHHbIN (peepanbHblii OpraH UCIOJHUTEIBbHON BJIACTH NPUHUMAET PELICHHUE O
IIPEKPAIIEHNY TPOBEICHUS KIMHAYECKOTO MCCIEAOBAHUSA JIEKAPCTBEHHOI'O
npernapata M HampasisieT B (efepaibHbIi OpraH HCIOJHUTEIBHON BIIACTH,
OCYUIECTBJISIOIMNA (YHKIMKA TO BBIPAOOTKE W peaju3alydd TOCyAapCTBEHHOU
NOJINTUKU ¥ HOPMATUBHO-TIPABOBOMY PETYJIUPOBAHUIO B c(hepe 31paBOOXpPAHEHUS,
3aKJIIOYEHUE O BBIABICHHHM IIpU  IPOBENACHMHM  JTAHHOTO  KIMHUYECKOIO
WCCIICIOBAHUSI HApPYUICHWM MPaBWI HAUICKAIECH KIMHUYECKOW MNPAKTHUKH IS
OPUHATHSA pelieHusT 00 OTMEHE pa3pelleHUs] Ha OpraHU3alUi0 IMPOBEACHUS
JAHHOTO  KJIMHWYECKOIO0 MCCIENOBAaHMWA C JaTbl MPHUHATHS PELICHHS O
IIPUOCTAHOBJICHUH TPOBEICHUS KIMHUYECKOTO MCCIEAOBAHUSA JIEKAPCTBEHHOIO
npenapara.

9. VYnomHoMoOdYeHHBIN  ¢eAepanbHBIE  OpraH  WCIOJHUTENBHON  BJIAacTU
OITyOJIMKOBBIBAET M pa3MeIlaeT Ha CBOeM ouinanbHOM caiite B cetu "MuTepHeT"
COOOILIEHNE O 3aBEPIICHUH, MPUOCTAHOBICHUU WM MPEKPALICHUH KIMHUYECKOTO
MCCIIEIOBAHNs JIEKAPCTBEHHOIO Mpenapara Uil MEIWLIHMHCKOrO INPUMEHEHUS B
CpPOK, HE€ IMpEeBBIIAIONIMN MATH pabouux JAHEH cO JAHS €ro IMOoJyuyeHus, B
YCTAHOBJIECHHOM MM TIOPSIIKE.

10. YnonHomoueHHBIM  denepanbHbli  OpraH  UCHOJIHUTEIBHOM  BJAcTH
OCYLIECTBJISIET  BEJIEHHE  peecTpa  HCCIAeAOoBaTeNIeld,  MPOBOMSIIAX  WIIU
MPOBOJMBIINX KIMHUYECKUE MCCIEIOBAHUS JIEKAPCTBEHHBIX MpenaparoB s
MEIUIUHCKOIO MPUMEHEHHSI, B COOTBETCTBUU C YTBEPKIECHHBIMU UM IMIPAaBUJIaMU U
pasMemaer ero Ha cBoeM odunuaabHOM caiite B cetu 'MHTepHer" B
YCTAaHOBJICHHOM UM TIOpsJIKE. YKa3aHHbIM pEecTp COJIEPKHUT HHPOPMALHUIO,

MIPETYCMOTPEHHYIO ITYHKTOM 3 YacTH 8 HACTOSIIEH CTaThU.



11. Ortuer o0 pe3ynbTarax KIMHAYECKOIO HCCIEJAOBAHMS JIEKAPCTBEHHOIO
npenapara  JUie  MEIUIUHCKOrO TPUMEHEHUS COCTAaBJISIETCS OpraHU3aluei,
yKa3aHHOM B wyactu 3 crathu 38 Hactosiero denepalibHOrO 3aKoHa, Ha
OCHOBAHUM 3AKJIIOYCHUWA MEIUIMHCKAX OpPraHu3alud, MOPOBOJAMUBIINX 3TO
UCCJIEIOBAHUE, M TPEJCTABISAECTCS B YINOJHOMOYEHHBIN (enepalbHbIi OpraH
WCIIOJHUTEIbHOM BIJIACTH, BBIIABIIMK pa3pelICHHE Ha MPOBEAEHUE HATOrO
MCCIIEIOBAHUS, B CPOK, HE MPEBBILIAIONINN TPEX MECSIEB CO JHS €r0 3aBEPLICHHUS,
MPUOCTAHOBJICHUSI ~ WM  MPEKPAIICHUs, B  TOPSAAKE,  YCTAHOBJICHHOM
YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM UCIIOTHUTEILHON BIIACTH.

12. Hapymenue mpaBuil Hajuiexalied KIMHUYECKOW MPAKTHKH, (Qanbcruduramms
pe3yJbTaTOB KJIMHUYECKOTO MCCIEAOBAaHUSA JIEKAPCTBEHHOIO IMpernapara Jjis
MEJIUIIMHCKOTO MMPUMEHEHUS BIEKYT 32 COOOM OTBETCTBEHHOCTh B COOTBETCTBUHU C
3aKOHOIaTenbCcTBOM Poccuiickont Penepanni.

13. Ilpu mpoBeleHUH KIMHUYECKOTO HCCIIEAOBaHMS JIEKAaPCTBEHHOTO Ipernapara
JUIS METUIIMHCKOTO TIPUMEHEHHUSI JOIMyCKaeTcs 3a00p y MalMeHTOB OMOIOTHYECKUX
MaTepuanioB (00pa3ipl OHOJOTUYECKUX JKUJIKOCTEH, TKaHEH, CEKpeToB U
MPOJYKTOB KU3HEJAEATECIHOCTH YEJIOBEKa, (PU3MOJIOTMYECKUX U MATOJIOTUYECKUX
BBIJICJICHU, MAa3KOB, COCKOOOB, CMBIBOB, MHKPOOPTaHHU3MOB, OHOICHMHBIN
Matepuan) Juisi ux usydeHus B Poccuiickoit @enepanuu u (WiaM) 3a mpeneiaMu
Poccuiickont @eneparnumu.

14. Tlopsimox BBO3a B Poccuiickyro denepaiinio 1 BbIBO3a 3a npeeisl Poccuiickoit
deneparu  OMOJOTUYECKUX  MATEpUANIOB, TMOJYYCHHBIX TMPU TPOBEACHUU
KJIMHUYECKOTO0 HCCJICAOBAHMS JICKAPCTBEHHOTO IIpernapara JJjisg MEAUIUHCKOIrO

IpuUMeHEeHUs, yctaHaBiauBaercs [IpaBurensctBoM Poccuiickon denepanun.

Crartbs 41. JIoroBop 0 NpOBECHUH KIIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEJUIIUHCKOTO MPUMEHEHUS

1. KiinHuueckoe ucclieJoBaHUE JIEKAPCTBEHHOIO Mpenapara il MEIULIHUHCKOTO
NPUMEHEHUS TPOBOJUTCA B COOTBETCTBUM C JIOTOBOPOM O MPOBEICHUU

KIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTta A4 MCAUIHMHCKOIO



NPUMEHEHUS, 3aKIIOYAEMbIM MEXIY OpraHU3alMel, MOJTyYMBLIEH pa3pelieHne
YIOJHOMOYEHHOTO  (peiepaJbHOr0  OpraHa  HCIOJHHUTEIbHOM  BJIACTH  HA
OpraHM3alMI0 IPOBEAEHUS TaKOTO UCCIIEI0BAaHUS, U MEJUIIMHCKONW OpraHu3alueH,
OCYULIECTBJISIOLIEH TPOBEJACHHUE TAKOTO UCCIIEJOBAHUS.

2. JloroBop O TpPOBENECHUU KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO
npernapara Juisi METULUHCKOTO PUMEHEHUS I0JKEH COJEPKaTh:

1) ycroBwHst ¥ CPOKH MPOBEICHUS TAHHOTO MCCIICIOBAHHUS,

2) ormpeneneHne OOMEH CTOMMOCTH MPOTPAMMBI JTAHHOTO WCCICIOBAHUS C
yKa3aHUEM CyMMBbl, @peIHa3HAYyarouleiicss g BbIUIAT  HCCIEIOBATENSIM,
COMCCIIEIOBATEISIM;

3) onpeneneHue GOpMbI MPEACTABICHHUS PE3yIbTATOB JIAHHOTO WCCICIOBAHUS B

YIOJHOMOYEHHBIN (heiepalIbHbIN OpraH UCIOJHUTEIBHON BIIACTH.

Cratest 42. ®unancoBoe oOecleYeHHE  KIMHHYECKOTO  KMCCJICIOBaHMS
JIEKapCTBEHHOIO Ipernapara JJjisi MEIUIIMHCKOTO MPUMEHEHUS

duHaHCcOBOEe OO0eCleUeHHEe KIMHUYECKOTO HCCIICIOBAHHUS  JICKApCTBEHHOIO
npemnapara st MEIUIMHCKOTO TPUMEHEHHUS OCYIIIECTBIISIETCS 3a CUET:

1) cpenctB emepanbHOTO OIOIKETA;

2) CpeaCTB OpraHM3al[fii, MOTYYHMBIINX Pa3pEHICHHE HA OPraHU3alNI0 POBEIACHHUS
JJAHHOTO MCCIICIOBAHUSA, B COOTBETCTBMHU C YCIOBHSIMM JOTrOBOpa O €ro
MIPOBEJICHUY;

3) WHBIX HE 3alpelIeHHBIX 3aKOHOJATeIbCTBOM Poccuiickoii  denepannu

HNCTOYHHKOB.

Cratest 43. [lpaBa ManMeHTOB, YyYacTBYIONIMX B KIMHHYECKOM HCCIEIOBAHUN
JIEKapCTBEHHOT'0 Ipernapara Jjisi MEIUIIUHCKOTO MPUMEHEHUS

1. YyacTue nanueHToB B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOIO MpernapaTa
TUTSE METTUITTHCKOTO TIPUMEHEHHUS SIBIISIETCS TOOPOBOTHHBIM.

2. TlaneHT WM ero 3aKOHHBIM MPEICTaBUTENb JOJKEH ObITh MH(OPMUPOBAH B

MMCbMEHHOU (hopme:



1) o nekapCTBEHHOM Iperapare s MEAMIWHCKOTO MPUMEHEHHS W CYIIHOCTH
KJIIMHAYECKOI'0 UCCIEA0BaHMS 3TOr0 JIEKAPCTBEHHOIO Mpenapara;

2) 0 0e30MacHOCTH JIEKapCTBEHHOTO Tperapara JUisi MEAUIIMHCKOTO MPUMEHEHUS,
ero 0XxuaaeMoi 3 PEeKTUBHOCTH U CTETICHU PUCKA JJISl AINEeHTA;

3) 00 ycloBHSX Y4YacTHsl ~IalMeHTa B  KIMHUYECKOM  HCCIIEIOBaHUU
JIEKapCTBEHHOT'O Ipernapara Jisi MEIULUHCKOTO IPUMEHEHUS;

4) 0 menmM WM NeNSIX W TMPOJOJDKUTEIBHOCTH KIMHUYECKOTO WCCIIECIOBAHHMS
JIEKapCTBEHHOT'O Iperapara Jisl MEIULUHCKOTO IPUMEHEHUS;

5) o neicTBUSAX MalMeHTa B Clydae HENpeABUACHHBIX 3()(EeKTOB BIHSHUS
JIEKapCTBEHHOTO TperapaTa A MEAUIIMHCKOTO MPUMEHEHHs] Ha COCTOSIHHE €Tro
3JI0pOBBSI;

6) 00 ycioBHsIX 0053aTEIILHOTO CTPAXOBAHUS KH3HH, 3JI0POBbS MAIlUCHTA,

7) o rapaHTHAX KOH(DUICHIMAIBHOCTH YYaCTHs TMAlMEHTAa B KIMHHUYCCKOM
UCCJIEJOBAaHUH JIEKAPCTBEHHOT'O IIperapaTa Juisi METULIUHCKOTO IPUMEHEHHUS.

3. JloOpoBosbHOE coTNlache MalyeHTa Ha ydacThue B KIMHHUYECKOM HCCIIEIOBAHUN
JIEKapCTBEHHOTI'O MpernapaTa Jjsi MEAUMIIMHCKOTO IPUMEHEHHSI TOATBEPKIAAETCS €T0
MOJIMMCHI0 WJIM TIOJATNKMCHI0 €r0 3aKOHHOTO TMPEACTaBUTENS HAa WH(OPMAIMOHHOM
JUCTKE MalUEHTa.

4. TlamueHT WM €ro 3aKOHHBIM NPEACTABUTENb HMEET IpaBO OTKA3aTbCsi OT
y4yacTusi B KJIMHUYECKOM MCCIIEJOBAaHUU JIEKAPCTBEHHOTO TNpemnapara JJis
MEAMIIMHCKOIO  NPUMEHEHUsT Ha JI000M  CTaguu  MPOBEIEHUS  TaKoro
UCCJIEIOBAHUS.

5. IlpoBeneHne KIMHUYECKOTO HCCIENOBAaHUS JIEKAapCTBEHHOI'O Tpernapara s
MEAMIIMHCKOIO TMPUMEHEHHs C YydYacTUeM B KauecTBE TAIMeHTOB JeTeil
JIOMYCKaeTCcsl TOJIbLKO C corjackusi B MHUCbMEHHOW QopMe HUX poJuTeNei,
yChIHOBUTeENIEH. JleTh MOryT paccMaTpuBaThCcsi B KauecTBE MOTEHLHUATbHbBIX
NAIMEHTOB TAKOTO UCCIIEJOBAHMSI, TOJIBKO €CJIM €r0 MPOBEIeHUE HEeOOX0IUMO AJIs
YKPETUICHUS 3/I0POBBs IeTel WM POGUIaKTUKN WHPEKIMOHHBIX 3a00IeBaHNil B
JIETCKOM BO3pacTe JH00 €Cli LENbI0 TAKOTO MCCIIEIOBAHUS SIBISIETCS MOTYYCHHE

JaHHBIX O H&PIJIy‘IH.IGﬁ JO3UPOBKE JICKAPCTBCHHOTI'O IIpCIiapaTta AJId JICUCHUA JIETEH.



B 3Tux ciydasx TakoMy HCCIEHOBAHUIO JIOJKHO IMPEAIIECTBOBATh KIIMHUYECKOE
WCCIIEIOBAHHE JIEKAPCTBEHHOTO IMpenapara sl MEIMUIUHCKOrO NPUMEHEHHUs Ha
COBEPUICHHOJIETHUX TpaXkKJaHaX, 32 UCKIIOYEHUEM CIIy4aeB, €CJIU HCCIEIYyEMbIi
JIEKapCTBEHHBIA TMpenapar sl MEIUIMHCKOTO TPUMEHEHUs MpeIHA3HAYEH
VCKJIFOYUTEIBHO JJIs1 UCIIOJIb30BAHUS HECOBEPIICHHOJIETHUMHY TPaXKJaHAMH.

6. 3ampermiaercs MNpOBEACHUE KIMHUYECKOTO HCCIEAOBaHUS JIEKaPCTBEHHOTO
npernapara Juisi MEIUIMHCKOTO MPUMEHEHHUSI C YYACTUEM B KQUECTBE MAIIUEHTOB:

1) neteli-cUpOT U IETEH, OCTABIIMXCS O€3 TOMECYCHUS POIUTEIICH;

2) OKCHIIUH B TEpUOJ OCPEMEHHOCTH, JKCHIIMH B TICPUOJ TPYJAHOTO
BCKAPMJIMBAHUSA, 332 MCKJIIOUYEHUEM CIIy4aeB, €CIU MPOBOJUTCA KIMHUYECKOE
MCCIIEIOBAHNUE JIEKAPCTBEHHOTO IMpenapara, MPEeIHA3HAYEHHOIO IS YKa3aHHBIX
JKEHILUH, TPU YCJIOBUU HEOOXOJAMMOCTH TOJIydeHUs HHOOpPMALUM TOJBKO BO
BpEMsI MPOBEICHHUS COOTBETCTBYIOIIUX KIMHUYECKUX HMCCIENOBAHUN U MPUHSITHUSA
BCEX HEOOXOJMMBIX MEp MO HMCKIIOUEHHUIO pUCKa HAHECEHUs Bpela KEHIIMHE B
nepuoj 0EpeMEHHOCTH, KEHITUHE B MEPUO]T TPYTHOTO BCKAPMIIMBAHUSL, TUIOY WIIH
peOCHKY;

3) BOCHHOCIY)XAIllMX, 32 HCKIIOUCHUEM CIIydyaeB IPOBEACHUS KIMHHUECKOTO
MCCJIEIOBAHUS JIEKAPCTBEHHOTO TIpernapara, CHEeIUalbHO pa3paboTaHHOTO IS
IPUMEHEHUSI B YCIOBUAX BOEHHBIX JCHUCTBUM, YPE3BBIYANHBIX CHUTYyallUH,
npoUIAKTUKY U JICUCHUs 3a00JICBaHUI U TTOPaKEHUM, MOJYUYSHHBIX B PE3yJIbTaTe
BO3JICUCTBUSI HEOJATONMPHUATHBIX XUMHUYECKHUX, OMOJOTUYECKUX, DPaJAAIMOHHBIX
daktopoB. KiuHuyeckoe wucciaeAoBaHUE TaKOro JIEKAPCTBEHHOIO IIpernapara
MOJKET TMPOBOJMUTHCS C YYACTHEM B KayeCTBE MAIMEHTOB BOEHHOCIYXAIMX, 3a
WCKIIFOUCHUEM BOCHHOCTYKAIUX, MPOXOSAIINX BOCHHYIO CITYy>KOy 1O TPU3BIBY, C
coOJroicHueM TpeOOBaHMM, YCTAHOBJICHHBIX HacTosIMM DenepaibHbIM 3aKOHOM
B OTHONIIEHUH IPaKIaHCKUX JIUILL;

4) COTPYIHUKOB IPABOOXPAHUTEIBHBIX OPTaHOB;

5) i, OTOBIBAIOINMX HaKa3aHHWE B MECTax JIMIICHHS CBOOOJBI, a TaKKe JIHMII,

HaXOOAIIINXCA 1101, CTpEDK@fI B CJICACTBCHHBIX M30JIATOPAX.



7. Jlomyckaercsi NpOBEACHHE KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
mpenapara JUisi MEAULUMHCKOTO IPUMEHEHMS, NPEAHA3HAYEHHOTO JUIA JICYEHUs
INCUXUYECKUX 3a00JieBaHUM, € YyYacTHEM B KayecTBE MAIMEHTOB JIUIL[ C
NCUXUYECKUMHU 3a00JIEBaHUSAMHU, TPHU3HAHHBIX HEIEEeCIOCOOHBIMU B TOPSIIKE,
YCTaHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickont Pepepaunu. Knuaudeckoe
UCCIICIOBAHUE JIEKAPCTBEHHOI'O IIpernapara B J3TOM ClIy4yae IPOBOAUTCA IIPH
HAJIMYUU COTJIACHs B MHUCBMEHHOM (opMe 3aKOHHBIX MPEICTaBUTENCH yKa3aHHBIX

JINILL.

Cratest  44. (OOs3aTebHOE  CTPAxOBAaHUE JKU3HU, 3JI0POBbS  MAIlUEHTA,
YYacTBYIOIIETO B KJIMHUYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO Ipenapara Jyis
METUITUHCKOTO PUMEHCHUS

1. Opranuzanus, TMOJIy4YUBINAs pa3pelieHHe Ha OpPraHU3alMi0 IPOBEICHUS
KJIIMHAYECKOTO MCCJIEIOBAHUS JICKapCTBEHHOTO IMpenapara Uisi METUIIUMHCKOTO
MpUMEHEHUs, 0053aHa B KA4eCTBE CTPaxoOBaTelsl CTPAXOBaTh PHUCK MPUIUHEHUS
BpeJa JKU3HU, 37I0POBBIO TAIlMEHTa B PE3yJIbTaTe€ MPOBEIACHUS KIMHUYECKOTO
WCCJICIOBAHMSI JICKQPCTBEHHOTO TIperapara I MEIUIIMHCKOTO TPUMEHEHHUS 3a
CBOM CUET MyTeM 3aKJIIOUCHHUSI IOTOBOPa 0053aTEIILHOTO CTPaXOBAHMUS.

2. OO0BEKTOM 0053aTEIIBHOTO CTPAXOBAHHS SBJSETCS WMYIIECTBEHHBIM HHTEpEC
MalMeHTa, CBSA3aHHBIA C NPUYUHEHHWEM Bpela €ro XW3HW WM 3J0pPOBBI0 B
pe3ysbTaTe MPOBEAEHUSI KIMHUYECKOTO UCCIIEOBaHUS JIEKaPCTBEHHOTO TIpernapara
JUTSI METUITMHCKOTO TTPUMEHEHUS.

3. CTpaxoBbIM CiIy4aeM II0 JOTOBOPY O0OS3aTEILHOTO CTPaXOBaHUS SBIISCTCS
CMEPTH MAIMEHTA WM YXYAIICHUE €T0 3I0POBbhs, B TOM YHCJIE BICKYIEE 3a COO0M
YCTAaHOBJICHHEC WHBATUAHOCTH, TPH HATUYUH TPUIMHHO-CJICICTBCHHOW CBS3H
MEXy HACTYIJICHUEM OSTOTO COOBITHS M Y4YacCTHEM IMallMeHTa B KIMHUYECKOM
WCCJICIOBAHUH JIEKAPCTBEHHOTO Tpernapara.

4. TpeOoBaHWS O BO3MEIICHUHM BpeIa, MPUYMHCHHOTO JKU3HU WM 3J0POBBIO
MAaIMEHTa, IPEABIBISIIOTCS B TEYCHHE CPOKOB MCKOBOM JaBHOCTH, YCTAHOBIIEHHBIX

rpaXxXaaHCKUM 3aKOHOJAaTCIbCTBOM.



5. Pa3mep cTpaxoBoil BBIIIATHI 1O JOTOBOPY 0O0s3aTENIBHOTO CTPAaXOBaHUS
COCTABJISET:

1) B ciaydae cMepTH MalMEHTa JiBa MHJUTMOHA PyOJel Ha KaK[JOoro MaIfeHTa,
y4acTBOBABIIETO B KJIMHUYECKOM HCCIIECAOBAHUH JIEKAPCTBEHHOTO Mpernapara;

2) npu yXYAIICHUU 30POBbsI MAIIHEHTA:

a) MOBJIEKIIEM 3a COOOM YCTaHOBJIEHHUE MHBAIUAHOCTU | TpymnIbl, OJUH MWIIMOH
MSATHCOT THICSY pyOJiel Ha KaXJIOTO MAlMeHTa, YYaCTBOBABILETO B KIMHUYECKOM
UCCIJIEJOBAaHUHM JIEKAPCTBEHHOI'O IIpernapaTa;

0) moBJIEKIIEM 3a cOOO0W yCTaHOBIIEHHE UHBaNUAHOCTH || rpynmnel, o1MH MUJUTMOH
pyOsield Ha KaXI0TO MAIMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIIECTOBAHUH
JIEKapCTBEHHOI'O IIpernapara;

B) MOBJIEKILIEM 32 COOOM ycTaHOBJIEHHE MHBATUAHOCTH |l rpynmbl, NSTHCOT ThICSAY
pyOseil Ha KaXJ0ro HaueHTa, y4aCTBOBABIIETO B KJIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOI'O IIpernapara;

I') HE TOBJEKIIEM 3a COOOM yCTaHOBJIEHUS MHBAJIUJIHOCTU, HE Oojiee YyeM Tpucta
ThICSIY pyOsed Ha KaXJIOro NAalleHTa, Yy4YacTBOBABLIETO B KIWHUYECKOM
UCCJICIOBAaHUH JIEKAPCTBEHHOTO Mpernapara, HCX0s U3 HOPMaTHBOB, OTPAKAIOITIX
XapakTep U CTENEHb MOBPEXJICHUS 3/10pOBbs, a Takke (PAKTUYECKU MMOHECEHHbIX
NAIMEeHTOM pacXo/0B, BbI3BAaHHBIX MOBPEXKJACHHUEM 370POBbs, HA MEAMIIMHCKYIO
MIOMOIIIb, TPHOOPETEHNE JIEKAPCTBEHHBIX MPETapaToB.

6. YTparuna cuny ¢ 1 urons 2015 r.

7. Cpok noroBopa 00s13aTEIBLHOTO CTPAXOBaHUSI HE MOXKET ObITh MEHEE, YeEM CPOK
MIPOBEJICHUS KIIMHUYECKOTO MCCIIE0BaHUS JIEKapCTBEHHOTO Mpernapara.

8. YcmoBus noroBopa 0053aTEIbHOIO CTPAaxOBaHMs, B TOM YHCJIE CTPAXOBBIC
Tapudbl MO 003aTEILHOMY CTPaXOBaHUIO, MEPEUYCHb HEOOXOAUMBIX JTOKYMEHTOB
JUISL OCYILIECTBJICHHS CTPAXOBOM BBIIIATHI, MOPSAI0K YCTAHOBJICHUSI CTPAXOBaTEIEM
UHAMBUIYAJIBHOTO  WACHTU(PUKAIIMOHHOTO  KOJa  MalMeHTa,  IMOPSIOK
WHQOPMUPOBAHMUS  CTpaxoBaTeJieM  CTPaxXOBIIMKAa O  MPHUBJICUEHHBIX K
KJIMHUYECKOMY HCCIIEJJOBAaHUIO JIEKAPCTBEHHOTO MpernapaTta A MEIUIIMHCKOTO

INPUMCHCHHUA ITaOMCHTAX, IIOPAAOK YILIAThI CTanOBOﬁ IMpeMuH, MOPAA0K



peanu3anuy OMpEeNeIeHHBIX HacToAmuM DeaepanbHbIM 3aKOHOM M JIPYTUMU
dbenepalbHBIMU  3aKOHAaMHU TIpaB W OO0S3aHHOCTEH CTOPOH TIO JOTOBOPY
00513aTeTTLHOTO CTPAaxOBaHMS, a TaK)K€ HOPMATHUBBI, OTPaXKAIOIIHE XapakTep U
CTETICHb TOBPEXIACHUS 370POBbS, YCTAHABJIMBAIOTCS THUIIOBBIMH IPABUJIAMU
00513aTeTLHOTO CTPaxXOBaHUSI.

9. B cnyuae mnpuuMHEHHsS Bpena JKU3HH TAIMEHTa, Y4YacTBOBABIIETO B
KIIMHAYECKOM WCCJICIOBAHHUH JIEKapCTBEHHOTO npernapara,
BBITOIONPHOOPETATENISIMA 110 JIOTOBOPY 00s3aTENFHOTO CTPAaXOBaHUS SIBIISIOTCS
rpakaaHe, UMEIOIKE TIPaBO Ha BO3MEIIECHUE Bpela B ClIydyae CMEPTH KOPMUIIbLIA B
COOTBETCTBUHM C TPAXKIAHCKUM 3aKOHOJATEIHLCTBOM, TPU OTCYTCTBHHM TaKHX
rpaKjaaH — POJUTENH, CYIpPYT, JIETH yMEPIIEro MalyeHTa, y4acTBOBABIIEIO B
KIMHUYECKOM HCCIIEIOBaHUU JICKAPCTBEHHOTO IMIpemapara, B CIydae CMEpTd
MalMeHTa, YYacCTBOBABIIETO B KIMHUYECKOM WCCIEAOBAHUM JIEKAPCTBEHHOIO
npenapara M HE HMEBIIETO CaMOCTOATEIBHOTO J0XO0/Ja, — TpaxkaaHe, Ha
WKIVMBEHUN KOTOPHIX OH HAXOJWJICS, B OTHOIIEHWW BO3MEIIECHUS PAcXOJOB Ha
norpedeHre MalMeHTa, YYacTBOBABIIETO B  KIMHUYECKOM  MCCIEIOBAHUU
JIEKapCTBEHHOTO Tpernapara, — JIMIIO, IIOHECIIee TaKue PacXoIbl.

10. CrpaxoBasi BbIILIaTa B CUET BO3MEIIECHUSA Bpeaa, MPUUMHEHHOTO >KU3HH
MalMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM WCCIEAOBAHUM JIEKAPCTBEHHOTO
npenapara, pacrpeneseTcss MEXIy BBITOJOTPUOOPETATEIIMA TPOTOPIIHOHATHHO
WX KOJIMYECTBY B PABHBIX JOJISX.

11. Tlpm HaCTyIUIGHMH CTpPaxoBOIO Cjydyas TMallMCHT, Y4YacTBOBABIIMHA B
KIIMHAYECKOM HCCIICOBAaHUH JICKAPCTBEHHOTO Ipernapara, BhIT0JI0NPHOOpPETaTEb
BIIPABE MPEIBbSIBUTH HEMOCPEJACTBEHHO CTPAXOBIIUKY TPEOOBAHHE O BO3MEIICHUHU
npuarHEHHOTO Bpema. CTpaxoBasl BBITUIATA OCYIISCTBISETCS CTPAXOBIIMKOM B
TEUCHUE TPUILATA JHEH CO JHS TMPEJICTABICHUS HEOOXOAMMBIX JOKYMEHTOB.
[laniueHT, y4YacTBOBAaBIIMM B KIMHUYECKOM MCCIIEIOBAHUU JIEKAPCTBEHHOTO
npernapara, WIH BBITOAONPHOOpETaTeNh O005S3aH COOOIIMTH CTPAXOBIIUKY IS

OCYHICCTBJICHUA CTanOBOﬁ BBIITJIAThI I/IHI[HBI/II[yaJIBHI)II)'I I/II[GHTI/I(I)HKaHI/IOHHblﬁ



KOJI TMAIMEHTa, YCTAHOBJICHHBIM CTPAaxOBATEJIEM B COOTBETCTBUHM C THUIIOBBIMHU
npaBUIaMH 00s3aTEIBHOIO CTPAXOBAHMSL.

12. Jlo monHOro oOmpeneseHuss pa3Mepa MOJJISKAIIEro BO3MEIIECHUIO Bpeaa
CTPaxOBIIMK II0 3asdBJICHHUI0 MAalWEHTa, YYaCTBOBABIIEIO0 B KIMHUYECKOM
UCCIIEOBAHUH JIEKapCTBEHHOTO npernapara, U 3asIBJICHUIO
BBITOJIONPUOOpETaTENsl BIIpaBe OCYHIECTBUTh YacTh CTPAaxXxOBOW  BBIILJIATHI,
COOTBETCTBYIOIIYIO (DaKTUUYECKH ONPEICTICHHON YaCTU MPUYMHEHHOTO Bpea.

13. CrpaxoBas BblIJIaTAa B COOTBETCTBUM C JIOTOBOPOM 0O0sI3aTEIBHOTO
CTPaxOBaHMUSI OCYILIECTBIICTCA HE3aBUCUMO OT BBIILIAT, MPUYUTAONIUXCA TI0
JIPYTUM BUJAM CTPaXOBaHUSI.

14. He pomyckaercss yd4acTHe TMallMEHTa B MPOBEACHUH KIMHHUYECKOTO
WCCIICIOBAHNSI  JIEKAPCTBEHHOIO  IIpemapara Ipd  OTCYTCTBHH  JIOIOBOpa
00513aTEILHOTO CTPAXOBAHMUS.

15. KoHTposib 3a HMCHOJHEHHEM OpraHu3allel, MOJy4YWBILIEH pa3perieHrue Ha
OpPraHu3alMi0 MPOBEACHUS KJIMHUYECKOTO HCCIENOBAaHUS  JIEKAPCTBEHHOIO
rpernapara Jyisi MEIULIUHCKOTO TPUMEHEHHS], YCTAHOBJIEHHONW HACTOSILEH CTaThen
00SI3aHHOCTH TI0 00s3aTEIbHOMY CTPaxXOBAaHUIO >KU3HM, 3/I0POBbs MAIlMEHTA,
Y4aCTBYIOLLETO (y4acTBOBABIIIETO) B KIIMHUYECKOM MCCIIEIOBAaHUHU
JIEKapCTBEHHOTO Tpernapara, OCYIIECTBIISETCS YHMOJIHOMOUYEHHBIM (enepaibHbIM
OpPraHOM HCIIOJHUTEJIBHOM BJIACTH, BBIJABIIMM pa3pEUICHUE Ha TMPOBEIACHUE
KIIMHUYECKHUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX MPENapaToB Jis MEIULIUHCKOIO

IMPUMCHCHUA.

['naBa 8. [Ipon3Bo1CTBO M MapKUPOBKA JIEKAPCTBEHHBIX CPEJICTB

Cratbs 45. [Ipou3BoICTBO JI€KaPCTBEHHBIX CPEACTB

1. TIpou3BOACTBO  JIGKAPCTBEHHBIX  CPEJICTB  JOKHO  COOTBETCTBOBATH
TpeOOBaAHUSIM MpaBUII HaJIJIe)KaIIeH MIPOU3BOJICTBEHHOMN MPaKTUKH,
YTBEP)KJICHHBIM YIIOJHOMOYCHHBIM (penepanbHbIM OPraHOM HCTIOTHUTEIHHOU

Biact. OcoOeHHOCTH nepexoga Mnpou3BOJACTBA OTACIBHBIX JICKAPCTBCHHBIX



CPEICTB K WX TMPOU3BOJCTBY B COOTBETCTBHM C TPEOOBAHUSIMU TIPABHII
HaJJIeKaIed IPOU3BOJACTBEHHOM MPAKTUKHU ycTaHaBiauBaroTcsa [IpaBurenbcTBOM
Poccuiickonn denepanuu. Beimaya 3akiatO4eHU O COOTBETCTBUU IPOU3BOIUTEIA
JIEKApCTBEHHBIX CPEJICTB TPEOOBAHUSM MPAaBUI HAIJICKAIIEH MPOWU3BOIACTBEHHOU
MPAKTUKHA OCYLIECTBIIAECTCS IO PE3yJIbTaTaM WHCIIEKTUPOBAHUS MPOU3BOIUTEIICH
JIEKApCTBEHHBIX CPEACTB B MOpAIKE, ycTaHOBIEHHOM [IpaBuTenbcTBOM
Poccuiickonn ®@enepanuu. Pa3zmep 1matel 3a BblJIady 3aKJIFOYEHHS O COOTBETCTBHU
MIPOU3BOJMTENIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MpaBUJl HaJJIeKalen
IIPOU3BOJICTBEHHOM NPAKTUKW YycTaHaBiauBaeTrcs lIpaBurensctBom Poccuiickoi
Oenepanyu.  [lopanok  opraHuWzauMd W OPOBEJACHHUS  MHCIEKTUPOBAHUSA
MIPOU3BOIUTEIICH JICKAPCTBEHHBIX CPEJICTB HA COOTBETCTBHE TPEOOBAHMSIM MPABHII
HAUJIC)KAIEH TPOU3BOJACTBEHHOM MpPAaKTUKU ycTaHaBiauBaeTcsa [IpaButenscTBOM
Poccutickon ®@enepanumu.

2. Ilpou3BoacTBO JieKapCTBEHHBIX cpeactB B Poccuiickoit  dDexpepanuu
OCYILIECTBIISIETCA ~ MPOU3BOJAUTEINSIMU  JIEKAPCTBEHHBIX  CPEACTB, HMMEIOIIUMHU
JULIEH3UI0 Ha TPOU3BOACTBO  JIEKAPCTBEHHBIX cpenctB. lloaTBepxkaeHue
COOTBETCTBHUS JIMIICH3UATa MPaBWJIAM HAJICKAIIEH MPOU3BOJACTBEHHON MPAKTUKU
OCYLIECTBIIETCS B pPaMKax JIMLEH3MOHHOIO KOHTPOJISI B COOTBETCTBUU C
3aKOHOJIATeILCTBOM Poccuiickoit denepalinu ¢ yueToM 0COOEHHOCTEH, YKa3aHHBIX
B yactu 1 HacTosAIIEH CTAThH.

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCA C COOMIOJCHUEM
TpeOOBaHUIM MPOMBIIIIJICHHOTO  PETJIaMEHTA, KOTOPBIN YTBEPKAACTCA
PYKOBOJUTENIEM MPOU3BOAMUTENS JICKAPCTBEHHBIX CPEJACTB M BKIIOYACT B CeOs
MEPEUYCHb HCIIONB3YeMBbIX (hapMalleBTUUECKNX CyOCTaHIIUA W BCIOMOTATEIhHBIX
BEILIECTB C YKa3aHUEM KOJIMUECTBA KaXKJOTO M3 HUX, JIAaHHBIE 00 HCIOJIH3yeMOM
000OpyZI0BaHUY, OMUCAHUE TEXHOJIOTMYECKOTO TMpoIecca U METOJ0OB KOHTPOJISI Ha
BCEX ATAIlax MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. ITpu mpou3BOJICTBE JICKAPCTBEHHBIX CPEJICTB UCIIOIB3YIOTCS (papMalieBTUUECKUE
CyOCTaHIIUU, BKIIOUCHHBIE B TOCYJapPCTBEHHBIM PEECTP JICKAPCTBEHHBIX CPEJICTB,

3a HCKIHYCHUEM (l)apMaHCBTI/I‘IeCKI/IX CY6CT3HI.IPII>1, MMPOU3BOAUMBIX  IJIA



IPOBENCHMS] KIMHMUYECKHX MCCleloBaHud W s 3kcnopra. K mpomeccy
MPOU3BOJACTBA (hapMaIleBTUIECKON CyOCTaHIIMM OTHOCATCS JIIOOBIE CTaIuu
TE€XHOJIOTHYECKOI0 IIPOILIECCa, TO3BOJLIIOLIME IOJYYUTh TOTOBBIA MPOAYKT,
COOTBETCTBYIOIIMN TpeOoBaHUSIM (papMakonmeiiHOW cTaTbd, B TOM YHCIE
(depMeHTalusA, OKCTpakUus, OYHMCTKA, BbLICJIEHUE, MEpPEeKpUCTaIN3aLNs,
BBICYILINBAHUE, U3MEIbUYCHHUE.

4.1. TpebGoBanuss K 00BEMy Tapbl, YHNAKOBKE, KOMIUIEKTHOCTH OTJEJIbHBIX
JIEKapCTBEHHBIX IIPENapaToB ycTaHaBiauBarTcs IIpaBurensctBoM Poccuiickon
denepanum.

5. 3anpemiaercs NpoU3BOICTBO:

1) JnekapcTBEHHBIX CpEJICTB, HE BKIIOYCHHBIX B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX  CPEACTB, 3a  MCKJIIOYEHUEM  JIEKAPCTBEHHBIX  CPEJCTB,
IIPOU3BOMMBIX JUJIS POBEACHUS KIMHUYECKUX UCCIIEIOBAHUI U ISl KCIIOPTa;

2) banpcuUIMPOBAHHBIX JICKAPCTBECHHBIX CPEJICTB;

3) JIeKapCTBEHHBIX CPEACTB 0€3 JIMICH3MH Ha TPOHM3BOJCTBO JICKAPCTBEHHBIX
CPEICTB;

4) nexapCTBEHHBIX CPEJCTB C HAPYIICHUEM MPABHUJI OPTaHU3AINU IPOU3BOJCTBA U
KOHTPOJISI KA4eCTBAa JIEKAPCTBEHHBIX CPEJICTB.

6. IIpu BBOJE JIEKAPCTBEHHBIX CPEICTB B TPakJAHCKUN 000OPOT YHOJHOMOYEHHOE
JUIO TMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIET IMOATBEPKICHUE
COOTBETCTBHS JIEKAPCTBEHHBIX CPEJCTB TPEeOOBaHUSIM, YCTAaHOBJIEHHBIM IPU MX
rOCyAapCTBEHHOW PErucTpalii, U TapaHTHUPYET, YTO JIEKAPCTBEHHBIE CPEJICTBA
NpPOU3BEJEHbl B COOTBETCTBMM C TpeOOBaHUSIMU MpaBWI  HaJJIexallen
MIPOU3BOJACTBEHHON MPAKTUKH.

7. YTIOJTHOMOYEHHBIM JIUIIOM MPOU3BOJUTENS JEKAPCTBEHHBIX CPEACTB SIBISETCS
ero pabOTHUK, AaTTECTOBAHHBII B  YCTAHOBJICHHOM  YIOJHOMOYEHHBIM
benepanbHBIM OPraHOM HCIOJHUTEIBHON BIIACTH TMOPSJIKE UM HMMEIOIIUN CTax
paboTbl HE MEHee 4eM MATh JET B 00JacTH MPOU3BOJACTBA U (MJIM) KOHTPOJIS
KauyecTBa JIEKAPCTBEHHBIX CPEICTB, BBICIIEE OOpa30BaHHME COOTBETCTBEHHO IIO

OJIHOW M3 CIHeNualbHOCTEH W (WJM) OJHOMY W3 HAIMPABJICHUN IMOJATOTOBKHU:



OHOIOTHS, OMOTEXHOJIOTHS, BETEPUHAPUS, KJIIMHUYeCKast MeIUIINHA,
paavialiioOHHAs,  XWMHUYECKas ©  OWoJjorhyeckas  3amura,  (papmanms,
dbyHIaMeHTaIbHAS MEIUIIMHA, XUMUYECKAsl TEXHOJIOT S, XMMHUSI.

8. IlpomsBomuTenu JEKApCTBEHHBIX CPEICTB MOTYT OCYIIECTBISATH MPOAAKY
JEKapCTBEHHBIX  CPEACTB WM  IlepelaBaTb WX B YCTaHOBJIICHHOM
3aKOHOJATENBCTBOM Pocculickon denepanuu mopsaKe:

1) npyruM TPOW3BOJMTENSAM JIGKAPCTBEHHBIX CPEACTB JUIA  IPOU3BOJACTBA
JIEKapCTBEHHBIX CPEJICTB;

2) opraHM3aIMsIM ONTOBOW TOPTOBJIH JICKAPCTBEHHBIMU CPEJICTBAMHU;

3) anTeyHbIM OpraHHW3alMsIM, BETCPUHAPHBIM AINTCYHBIM  OPraHU3aIUsM,
VHIUBUIYaJIbHBIM MPEANPUHUMATEISIM, UMCIOIIUM JIMLICH3UIO Ha
(dbapMalleBTUUECKYI0  JEATENbHOCTh  WJIM  JIMLIEH3UI0 Ha  MEIUIUHCKYIO
JICSITECIILHOCTD;

4) Hay4HO-HCCJCIOBATCIBCKUM OpraHM3alMsIM JI HAy4HO-HCCIIEeI0BATEIbCKOM
paboThI;

5) MEIMIMHCKUM OPraHU3allisAM U BETCPUHAPHBIM OpraHHU3aLHsIM;

6) opraHuzanusM, OCYIISCTBIISIONIMM Pa3BeJACHHUE, BhIPAIIMBAHUE M COJCPIKAHUE

JKHUBOTHBIX.

Cratbst 46. MapkupoBKa JIeKapCTBEHHBIX CPEACTB

1. JlekapcTBeHHBIE MpemnapaThl, 3a HCKJIIOUEHHWEM JIEKapCTBEHHBIX IPENaparos,
W3FOTOBJICHHBIX ~ AlTEYHBIMU OpraHu3alUsMU, BETEPUHAPHBIMU aNTEYHBIMU
OpraHu3alysIMH,  MHAUBUAYAJIbHBIMH  MPEANPUHUMATEISIMU,  MUMEIOLIUMU
JUIEH3UI0 Ha (apMaleBTHUECKYIO JeSTENbHOCTh, JOJDKHBI IOCTYNaTh B
oOpaillieHue, eciu:

1) Ha WX TEPBUYHOW YIAKOBKE (32 HWCKIIOYCHHUEM [EPBHYHON YHIAKOBKH
JIEKapCTBEHHBIX PACTUTENIbHBIX IMPENnaparoB) XOPOUIO YUTAEMbIM MIPUPTOM Ha
PYCCKOM  SI3BIKE  yKa3aHbl HAaWMEHOBAaHHWE  JIEKAPCTBEHHOIO  IIpemapara
(MeXlyHapOJHOE HENATEHTOBAHHOE, WJIM TPYINITUPOBOYHOE, NI XUMUYECKOE, WIIN

TOProBO€  HAMMEHOBaHWE),  HOMEpP  Ccepuu,  Jara  Bblllycka (A



UMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB), CPOK TOTHOCTH, TO3UPOBKA
WM KOHIICHTpAaus, 00beM, aKTHBHOCTh B €IWHUIIAX JNCUCTBHUS WA KOJUYECTBO
103;

2) Ha WX BTOPUYHOH (ITOTPEOMTEITHCKOM) YIIAaKOBKE XOPOIIO YHTAEMbBIM IIPHPTOM
HAa PYCCKOM S3bIK€ YKa3aHbl HAMMEHOBAaHHE JIEKAPCTBEHHOTO Ipernapara
(MEeXIyHapOJJHOE HEMATeHTOBAHHOE, WM TPYNIUPOBOYHOE, WIM XUMHUYECKOE U
TOPrOBO€ HAWMEHOBAHWs), HAWUMCHOBAHHWE TPOW3BOJUTENS JIEKAPCTBEHHOTO
npernapara, HOMEp CEepuUM, Jara BbIIycka (I HMMMYHOOMOJOTUYECKHUX
JIEKapCTBEHHBIX TMpEnapaTroB), HOMEP PETHUCTPAIMOHHOTO YIOCTOBEPEHHS, CPOK
TOJIHOCTH, CIOCOO TPHUMEHEHHWs, JJO3MPOBKAa WM KOHIICHTpAIUsi, O0O0BeM,
aKTUBHOCTb B €IMHMIIAX JCHCTBUS JMOO KOJWYECTBO J03 B YIIAKOBKE,
JIEKapCTBEHHAs dopma, YCIOBUS OTITyCKa, YCIIOBHS XpaHCHHS,
peaynpeaUTebHbIE HAMUCH.

2. ®apmarieBTHUECKUE CYOCTAHIIMU JOJKHBI TTOCTYIIATh B 0OpallleHre, eciii Ha UX
MIEPBUYHON YITAKOBKE XOPOIIO YATAEMBIM MIPU(PTOM HA PYCCKOM SI3BIKE yYKa3aHBI
HaMEHOBaHUE dapmareBTHYECKON cyOcTaHIMH (MexIyHAPOIHOE
HEMAaTEHTOBAaHHOE, WU TPYNIUPOBOYHOE, WM XHUMHYECKOE U TOProBOE
HAaMMEHOBaHUA ), HANMEHOBaHUE MPOU3BOAUTENS (DapMalleBTHUECKOM CyOCTaHIINH,
HOMEpP CepuM M JaTra W3TOTOBIIEHUS, KOJMYECTBO B YIAKOBKE M EIUHUIIBI
U3MEPCHUSI KOJIMYECTBA, CPOK TOAHOCTH U YCIIOBUS XPaHCHUS.

3. JlexkapcTBEHHbBIE CpEICTBAa B KaueCTBE CHIBOPOTOK JOJDKHBI TOCTYyNaTh B
oOpalleHue ¢ yKa3aHHeM KHBOTHOTO, U3 KPOBH, TUIa3MbI KPOBH, OPTAHOB M TKaHEH
KOTOPOTO OHU TOTYYCHBI.

4. Ha BropuuHyi (TOTpEOMTENHCKYIO) YMAKOBKY JIEKAPCTBEHHBIX CPENCTB,
MOJIYYCHHBIX M3 KPOBH, TUTa3Mbl KPOBH, OPraHOB W TKaHEH YEJIOBEKa, JIOJDKHA
HaHOCUThCS Haanmuchk: "AHtuTena k BUY-1, BUU-2, k Bupycy remaruta C u
MOBEPXHOCTHBIM aHTUTEH BUpYca remnartuta B oTcyrcTByroT".

5. Ha mnepBuuyHyl0 yMakoBKY W BTOPUUYHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY
paarodapManeBTHUYECKUX JIEKAPCTBEHHBIX CPEJCTB JOKEH HAHOCUTHCS 3HAK

pa,Z[HaIlI/IOHHOﬁ OITaCHOCTH.



6. Ha BropuuHylo (MOTPEOUTENBCKYIO)  YHNAKOBKY  T'OMEOINAaTHYECKHX
JIEKapCTBEHHBIX MPENapaToB JI0JKHA HAHOCUTHCS HaanuCh: "['omeonaTudeckuii”.
7. Ha BTOpHYHYyI10 (ITOTPEOUTEIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX
IpenaparoB JIOJKHA HAHOCUThCS Haanuch: "lIpoaykuus mpouuia pagualioOHHbINA
KOHTPOJIb".

8. Ha mnepBuuHylO0 yNakoBKy (€ciau [JIsi OSTOTO CYHIECTBYET TEXHUYECKas
BO3MOYKHOCTb) W BTOPUYHYIO (IIOTPEOUTENBCKYIO) YNAKOBKY JIEKAPCTBEHHBIX
MpEnapaToB, MPEIHA3HAYEHHBIX [ KIMHUYECKUX UCCIENOBAaHUM, JOJKHA
HAHOCHUThCS HAANMCH: " [{JIs1 KITMHUYECKUX UCCIICAOBaHUI" .

9. YmakoBKa JIEKapCTBEHHBIX CPEICTB, MPEIHA3HAUYCHHBIX HCKIIOUUTEIBHO IS
HKCIIOPTA, MAPKUPYETCS B COOTBETCTBUU C TPEOOBAHUSAMU CTPAaHbI-UMIIOPTEpA.

10. Ha TpancnopTHyIO Tapy, KOTopasi HE MpeAHa3HaueHa JJIs MOoTpeduTeneii u B
KOTOPYIO MTOMEIIEHO JIEKaPCTBEHHOE CPEACTBO, JI0JKHA HAHOCUThCS MH(pOpMaLus
O HAMMEHOBAaHWM, CEPUU JIEKAPCTBEHHOI'O CPEICTBA, AATE BBITYCKA, KOJUYECTBE
BTOPUYHBIX  (MOTPEOUTEIHCKUX)  YMAKOBOK  JIGKAPCTBEHHOTO  CPEJCTBA,
IIPOU3BOJMTEINIE JIEKAPCTBEHHOI'O CPEACTBA C YKa3aHWEM HAUMEHOBAHUS U
MECTOHAXO0XACHUS TPOU3BOJIUTENSL JIEKAPCTBEHHOTO CpeacTBa (agpec, B TOM
quclie CTpaHa U (MJIM) MECTO MTPOU3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA), @ TAKKE O
CpPOKE TOJHOCTH JIEKApCTBEHHOTO CpEACTBA M 00 YCIOBUSAX €ro XpaHEeHUs U
NEepPEeBO3KH, HEOOXOAUMbIE MNPEAyNPEIUTENbHbIE HAANUCH W MaHUIYJIATOPHBIC
3HAKHU.

11. Ha mnepBUYHYIO YIMAKOBKY M BTOPUYHYIO (IIOTPEOUTEITHCKYIO) YHAKOBKY
JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOTO NMPUMEHEHHUs JOJIKHA HAHOCUTHCS
HaJnuch: "I BeTepruHapHOTrO MPUMEHEHHUS " .

12. Ha BTOpuuHyI (MOTPEOUTENHCKYIO) YMaKOBKY JIEKapCTBEHHOIO IIpernapara

HAaHOCUTCA LITPUXOBOU KOJI.

I'maBa 9. BBo3 nexapcTBeHHbIX cpenctB B Poccuiickyto denepainuio M BBIBO3

JIEKapCTBEHHBIX cpeacTB u3 Poccuiickont @enepannu



Cratbs 47. ITopsiaiok BBO3a JIEKapCTBEHHBIX cpeacTB B Poccuiickyto Denepanuio u
BBIBO3a JIEKAPCTBEHHBIX cpeacTB u3 Poccniickon Penepanun

1. BBo3 nekapcTBeHHBbIX cpeAcTB B Pocculickyto denepannio ocymiecTBiIsercs B
nopsiike, ycraHoBiieHHOM [IpaButensctBoM  Poccuiickon  ®@enepaunu, B
COOTBETCTBUM C TAMOKEHHBIM 3aKOHOJATEIBCTBOM TaMOKEHHOI'O COI03a B paMKax
EBpA3DC (manee — TamokeHHbI co0103) U (WIM) 3aKOHOJATEIHCTBOM
Poccniickon @enepanun 0 TAMOXKEHHOM JIETIE.

2. Brosumslie B Poccuiickyto @eaepaniuio J€KapCTBEHHbIE CPEICTBA JOJIKHBI OBITH
BKJIFOYEHBI B TOCYIAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPECTB.

3. JHomyckaetcs BB03 B Poccuiickyto @enepaliio KOHKPETHOM MapTUU
3apEruCTPUPOBAHHBIX M (MJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
IPEAHA3HAYEHHBIX IS TPOBEACHUS KIMHUYECKUX MCCIENOBAHUMN JIEKAPCTBEHHBIX
IIpenaparoB, IPOBEICHHUS  OKCHEPTHU3bl  JIEKAPCTBEHHBIX  CPEACTB  JUIA
OCYLIECTBJIEHUS TOCYIapCTBEHHON PETUCTPALMM JIEKAPCTBEHHBIX IPENapaToB WU
JUISL OKa3aHUs MEIULUMHCKOW MOMOIIM IO KW3HEHHBIM MOKA3aHHUSIM KOHKPETHOIO
NAlMEHTa HAa OCHOBAaHMM  pPa3pelICHMs, BBIJIAHHOIO  YIOJHOMOYEHHBIM
(dbenepaibHbIM OPraHOM MCTIOJHUTEIBHOM BIACTH IO 3asBJICHUSAM JIUL, YKa3aHHBIX
B cratbe 48 Hacrosmero denepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asiBIeHUs
U TPUHATHE PELIEHUS O BbIJAY€ pa3pelleHUss Ha BBO3 KOHKPETHOW MapTUU
3apEruCTPUPOBAHHBIX U (MJIM) HE3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJNCTB,
IIPEIHA3HAYEHHBIX IS TPOBEACHUS KIMHUYECKUX MCCIIEJOBAaHUM JIEKaPCTBEHHBIX
MpenapaToB,  MPOBEICHUS  DKCIEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  JUIA
OCYILECTBJIEHUSI TOCYJAPCTBEHHOM PETrMCTpallii JEKAPCTBEHHBIX MPENApaTOB WU
JUISL OKa3aHUsl MEIWLIMHCKOW MOMOIIM I10 KU3HEHHBIM MOKA3aHHUSIM KOHKPETHOIO
nanyeHTa Jubo o0 OTKa3e B Bblau€ YKa3aHHOIO Pa3pelICHUs MPOU3BOIATCS B
CpOK, HE TpeBbIIIAIOIMUNA MATH pabounx aHel. [lnara 3a Beimady yKa3aHHOTO
pa3pelIeHns He B3UMAaEeTCsl.

4. B Poccuiickyto @Penepannio MOXKHO BBO3UTH JIEKAPCTBEHHbIE CPENICTBA,
KAa4eCTBO KOTOPBIX ITOATBEPKIECHO cepTuduKkaTomMm IIPOU3BOAUTEIIS

JICKapPCTBCHHLIX CpCAaAcCTB, YAOCTOBECPAOIIUM COOTBETCTBHUC BBO3HMMBIX



JIEKapCTBEHHBIX CPENICTB TpeOOBaHUAM (apMaKOMEHHBIX CTaTel OO0 B Ciiydae ux
OTCYTCTBHSI HOPMATUBHOUN JOKYMEHTAIIMHU WM HOPMATUBHOTO JOKYMEHTA.

5. 3ampemaercs BB03 B Poccuiickyto ®enepanuio QanbcupuupoBaHHBIX
JIEKApCTBEHHBIX CPEJACTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEJICTB.

6. ®anbcupuuUpOBaHHBIC JIEKAPCTBEHHBIC CPEACTBA, HEI0OPOKAYECTBEHHbIE
JIEKAPCTBEHHBIC CPEACTBA MOJIEKAT UIBATHUIO U TMOCICAYIOIMIEMY YHHYTOXECHUIO
uin BbiBO3y u3 Poccuiickoit ®enepanuu, KoHTpadaKTHbIE JIEKApCTBEHHbIE
CPEACTBA — HU3IBATHIO W TMOCICAYIOUIEMY YHUYTOXEHUIO. YHUUYTOXKCHHUE WIIN
BbIBO3 U3 Poccuiickoit @Pepepauun  QaribCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEIICTB, HEIOOPOKAUYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTpPa(aKTHBIX
JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCA 3a CYET JMLIA, OCYIIECTBHUBIIETO HX
BBO3. [lOpSIOK YHMUTOXKEHHUS U3BATHIX (PanibCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEIICTB, HEIOOPOKAUYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX  CpPEACTB  ycTaHaBiauBaeTcsa IIpaBurensctBoM  Pocculickon
denepanum.

1. Jlua,  ocymectBisitomme  BBO3 B Poccuiickyto  Depnepanuto
banbcuUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPENCTB,  HEAOOPOKAYECTBEHHBIX
JICKapCTBEHHBIX CPENCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB, HECYT
OTBETCTBEHHOCTh B  COOTBETCTBUM C TaMOKEHHBIM  3aKOHOJATEJILCTBOM
TamMoxeHHOro coro3a W (KMiau) 3akoHojarenbcTBoM Poccuiickoin Penepanuu o
TaMOKEHHOM JIEJIE.

8. BriB03 jekapcTBeHHBIX cpeacTB u3 Poccuiickoit denepaiii OCyIeCTBISIETCS
oe3 IIPUMEHECHUS OTPAHUYEHUM, YCTaHOBJIEHHBIX TaMO>KEHHBIM
3aKOHOJATEIbCTBOM  TaMOXEHHOTO coro3a W (WIM)  3aKOHOJATEIbCTBOM
Poccuiickonn @enepannu 0 rocyAapCTBEHHOM PETYJIMPOBAHMHM BHEIIHETOPTOBOU

JACATCIBHOCTH.

Crates 48. HOpuanueckue muIa, KOTOPBIM pa3pelieH BBO3 JIEKapCTBEHHBIX

cpenctB B Poccuiickyro deneparuro



JlexapcTBeHHble cpencTBa B Poccuiickyro @enepanuio MOTyT BBO3UTD:

1) npou3BOmUTENM JIEKAPCTBEHHBIX CPEIACTB JUIA IeNieil  COOCTBEHHOTO
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;

2) WHOCTpaHHbIE pa3pabOTUYMKN JIEKAPCTBEHHBIX CPEJICTB WM WHOCTPAHHBIC
MPOU3BOIUTENIN JICKAPCTBEHHBIX CPEACTB WM APYyrHe IOPUIUYECKHE JUIa TI0
MOPYYEHUIO  pa3paboTyMka JIEKAPCTBEHHOTO  CPEACTBAa JUIsl  MPOBENCHUS
KJIMHUYECKUX HCCIEIOBAaHUI JIGKApCTBEHHOTO Tpernapara, OCYUIECTBICHUS
rOCyJapCTBEHHOW  PETUCTpAllMM  JICKAPCTBEHHOTO  Ipenapara, BKIIOYEHUS
dapmaiieBTHUECKON CyOCTaHIIMM B TOCYJApPCTBEHHBIN pEecTp JEKapCTBEHHBIX
CPEICTB, KOHTPOJISI KauecTBa JICKAPCTBEHHBIX CPENICTB MPH HATUYHH Pa3pEIICHUs
YIOJIHOMOYEHHOTO (heepaJbHOr0 OpraHa MCIOJHUTEIBHON BIIACTH HA BBO3
KOHKPETHOW MapTHH JICKAPCTBEHHBIX CPEJICTB;

3) opraHu3aIyK ONTOBOM TOPTOBIH JICKAPCTBEHHBIMH CPEICTBAMM,

4) Hay4HO-UCCJIECIOBATEIILCKUE OpraHU3allii, O0pa30BaTEIbHBIC OPTaHU3aAlUU
BBICIIIETO 00pa30BaHusl, IPOU3BOAUTENH JIEKAPCTBEHHBIX CPEICTB s pa3pabOTKH,
UCCJICIOBAHUM,  KOHTpOJsi  Oe30macHOCTH,  KadecTBa,  A(OPEKTUBHOCTH
JEKapCTBEHHBIX CPEACTB TPH HAIWYMHM  Pa3pelIeHUs  YMOJIHOMOYEHHOTO
denepanbHOro opraHa UCIOJIHUTEIbHON BIACTH;

5) MeIUIIMHCKUE OpraHu3alliH, WHbIC yKa3aHHbIe B MyHKTax 1 — 4 HacTosmien
CTaTbU OPTaHHW3AIMN [JIs OKa3aHWs MEIWIMHCKOM MMOMOIIM TIO >KHU3HEHHBIM
NOKAa3aHUSM  KOHKPETHOrO0  TMalMeHTa  OpU  HAIUMYUM  pa3pelieHust
YIIOJTHOMOYEHHOTO (heepabHOTO OpraHa HWCIOJHUTEIHHOW BIIACTH HA BBO3
KOHKPETHOW MapTHH JIEKAPCTBEHHOTO TMpernapara, BBIAAHHOTO B YCTaHOBIECHHOM
nopsake B (GopMe DIEKTPOHHOTO JIOKYMEHTa, TOJMUCAHHOTO YCHUJICHHOU

KBTM(PUIIUPOBAHHON AJIEKTPOHHON MOJAIMHUCHIO.

Cratbs 49. JlokyMeHTBI, TIPEICTaBIIEMbICe B TaMOXXEHHBbIE OpraHbl Poccuiickoi
denepanuu Ipy BBO3E JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro denepanuro
1. IIpu BBO3€ J€KapCTBEHHBIX CpelcTB B Pocculickyro denepanuo B TAMOKEHHBIE

opranbl Poccuiickon ®Denepanuu  Hapsaay C JOKYMEHTaMH, IMPEIACTABICHUE



KOTOPBIX MPETyCMOTPEHO TAMOKEHHBIM 3aKOHOIATEILCTBOM TaMOKEHHOIO COr03a
u (uam) 3akoHoJateNnbcTBOM Poccuiickoit denepanuu 0 TaMOXEHHOM JIEJie,
MPEACTABIIOTCA CIEAYIOIINE TOKYMEHTHI:

1) cepTuduKaT TPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPSIFOIINI
COOTBETCTBHE BBO3HUMOTO JIEKapCTBEHHOTO CpeacTBa TpeOOBAHUSIM
dbapmakoneiiHoil ctathu MO0 B CclIy4yae €€ OTCYTCTBUS HOPMATHUBHOM
JOKYMEHTAMU WM HOPMATUBHOTO JOKYMEHTA;

2) paspelicHHue YIOJIHOMOYCHHOTO (heiepalibHOTO OpraHa HCIOJHUTEIIbHOM
BJJACTM HAa BBO3 KOHKPETHOW MapTUU JIEKAPCTBEHHOIO CPEACTBA B CIIydasX,
YCTaHOBJICHHBIX YacThIO 3 cTaThi 47 HacTosmero deaepanbHOrO 3aKOHa.

2. JlokyMeHTbI, yka3aHHble B myHKTax 1 u 2 wyactu 1 Hacrosimieidl crarbu,
MPEACTABIIAIOTCS B TaMOXEHHbIE opranbl Poccuiickoin @enepauuu npu NpuObITUN

JIEKapCTBEHHBIX cpencTB B Poccuiickyro denepanuto.

Cratps 50. BB0o3 nexapcTBeHHBIX TpemnapatoB B Poccuiickyro Denepamuio s
JUYHOTO MCIOJIb30BAHUS M HHBIX HEKOMMEPUYECKUX LIeJIed, a Takke i
MCIMOJIb30BaHUs HA TEPPUTOPUU MEKIYHAPOAHOTO MEAULIMHCKOTO KiiacTepa

1. JlexapcTBeHHbIE Tpenaparbl MOTYT ObITh BBe3eHBI B Poccuiickyto denepariuio
0e3 ydyera TpeOOBaHUIA, MPETyCMOTPEHHBIX YacTsiMu 1 — 4 crtatbu 47, cTaThsiMu
48 u 49 nacrosmero ®enepaabHOTO 3aKOHA, €CITM OHU MTPETHA3HAYCHBI IS

1) AMYHOTO MCIOJIb30BaHUS (PU3HMUCCKUMH JIMIIAMH, PUOBIBIIUME B Poccuiickyro
denepauuio;

2)  WCIOJNB30BaHHMS  PAOOTHHKAMH  JUIUIOMATHUYECKOIO  KOpIyca WM
NPEACTABUTEISIMA ~ MEXKJIYHApPOJIHBIX  OpraHU3alliid, aKKPEJUTOBAHHBIX B
Poccuiickon @enepannu;

3) JeyeHHs MACCAKUPOB U WICHOB SKUIMAKEH TPAHCHOPTHBIX CPEICTB, MOC3IHBIX
Opurag u BOAMWTENICH TPAHCHOPTHBIX CPEACTB, MPUOBIBIIUX B Poccuiickyio
denepauuio;

4)  nedyeHHWs ~ YYaCTHHKOB  MEXKIYHAPOJHBIX  KYJbTYpHBIX,  CIIOPTUBHBIX

MEpOTNPUATUNA U YUACTHUKOB MEKTYHAPOIHBIX SKCIEIUIINA;



5) JleyeHUs] KOHKPETHBIX KHUBOTHBIX B 300ITaPKaX, a TAK)KE )KHBOTHBIX, BBO3UMBIX B
Pocculickyto @enepanuio i1 y4acThsi B CHOPTUBHBIX M 3PEJIMUIIHBIX
MEpONPUSATHSIX;

6) UCTOIB30BaHUS HA TEPPUTOPUHN MEKITYHAPOIHOTO MEIUIIMHCKOTO KJIacTepa.

2. B cnyyasx, mpeayCMOTPEHHBIX 4acThio 1 HacToAIIEH cTaThu, IOMYCKAETCs BBO3
B Poccuiickyro @enepanuio JIEKapCTBEHHBIX MPENAPATOB, HE 3aPErUCTPUPOBAHHBIX
B Poccuiickon ®enepannu.

3. JlekapcTBeHHBIE Tpenaparbl, MpeJHA3HAUYCHHbIE Ui TYMaHUTApHOW MOMOIIU
(comecTBUS) WM TOMOIIM TPU UYPE3BBIUAMHBIX CHUTyallusX, BBO3STCA B
Poccuiickyto @enepannio B NOPAAKE, YCTaHOBIECHHOM IIpaBuTenbcTBOM
Poccuiickoit ®@epnepanuu. 3anpemaercss BB03 B Poccuiickyro  ®denepanuio
HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENApaToOB, NPEAHA3HAYCHHBIX IS
TYMaHUTAPHON MOMOIIM (COACHCTBUSI) WJIM TIOMOIIM TP YPE3BBIYAHHBIX

CUTyallusx.

Cratbs 51. CotpyaHudecTBO (penepanbHOro OpraHa HCIOJHUTEIHHOM BIIACTH,
YIOJHOMOYEHHOTO B 00JIACTU TaMO>KEHHOTO JieNla, U JIPYTUX YIHOJHOMOYEHHBIX
(denepanbHBIX OPraHOB UCIIOJIHUTENBHOM BIACTU

1.  VYnonHomoueHHble (enepanabHble  OpraHbl  MCIOJIHUTEIBbHOW  BIACTH
MPEIOCTABIISAIOT B paCOpsKEHUE (PeepaTbHOTO OpraHa UCIOJHUTENBHOM BIACTH,
YIOJIHOMOYEHHOTO B 0OOJacTH TaMOXKEHHOTO Jella, TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB, & TaKKe MH(POPMALMIO O BBIIAHHBIX PA3PEIICHUSIX Ha
BBO3 KOHKPETHOW MApPTHUU JIEKAPCTBEHHBIX CPEACTB B CIy4yasX, YCTAHOBJIEHHBIX
yacThio 3 cTaThk 47 HacTosmero denepaibHOTO 3aKOHA.

2. @enepalibHbIA OpraH WCIOJTHUTENBHOM BIIACTH, YIOJHOMOYEHHBIM B 00sacTh
TaMOKEHHOTO Jiesia, MH(OpPMHUpYET YyKa3zaHHble BYacTH 1 HacTosmledl cTaThu
YIOJHOMOYEHHbIE (peiepalbHbIe OpraHbl HCIOJIHUTEIbHOW BIIACTH O BBO3E
JIEKApCTBEHHBIX CpelcTB B Poccuiickyro denepannto U BbIBO3E JIEKAPCTBEHHBIX
cpenctB u3 Poccuiickoii denepaunu mo ¢opmMe U B TMOpSAKE, KOTOpHIE

ycranoBiyeHbl [IpaBurensctBoM Poccuiickon denepanuu.


http://rdkb.ru/?page_id=1560#sub_511

['maBa 10. ®apmarieBTHYECKast NESITEIIBHOCTh

Cratbs 52. OcymiecTBieHue GapMarieBTHICCKON IS TEIIbHOCTH

1. ®apmaneBTUyecKas ACSATEIBHOCTh OCYIIECTBIISIETCS OpraHU3alMsIMUA OINTOBOM
TOPrOBJAM  JIGKAPCTBEHHBIMU  CPEACTBAMH,  aNTEUYHbBIMU  OpraHU3ALMSIMH,
BETCPUHAPHBIMU anTEeYHBIMU OpraHu3alHsIMH, WHIUBU Ty AIbHBIMU
NpEANPUHUMATENSIMA,  UMEIOIMMU  JIMIIEH3UI0  Ha  (apMaleBTUUYECKYIO
NEeATEeIbHOCTh, MEIUIIMHCKUMH OpTaHMU3aIusIM{A, HWMCEIOIIMMH JIUIICH3UI0 Ha
(dhapMalleBTUUECKYI0 JEATEeNbHOCTh, U HMX OO0OCOOJEHHBIMH MOJIPa3/ICICHUSIMU
(amOynatopusiMu, (QenbAmepcKUMU U (PENTbIIIepCKO-aKyIIePCKUMUA TTyHKTaMH,
neHtpamu  (oTaenieHHsIMU)  OOmeld  BpaueOHOW  (CeMeWHOM)  MPaKTUKH),
PAaCIOJIOKEHHBIMH B CEIBCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OpraHu3alliid, W BETEPUHAPHBIMU OPTaHU3AIUSMU, HMEIOIUMU
JULEH3HIO Ha (papMalleBTUYECKYIO JeATEIbHOCTD.

2. Ou3NYecKue JINIA MOTYT OCYIIECTBIATH (PapMarieBTUYECKYIO AeTEIbHOCTD MPU
HaJWYUW BBICHIETO WM CpPEIHEro (apMaleBTHYECKOro O00pa3oBaHUS WU
cepTuduKara CIeIUaINCTa, BHICIIETO WM CPEIHET0 BETEPUHAPHOTO 0O0pa30BaHUs
U cepTu(dukaTa CHeUaINCTa, a TAKKE BBICHIETO WU CPEIHEr0 METUITUMHCKOTO
oOpasoBaHus, cepTudukara crienuanucra u JIOTIOJTHUTEJILHOTO
npodeccHoHanbHOTO  00pa3oBaHMsi B 4YacTU  PO3HUYHOM  TOPrOBIHU
JICKAQpCTBEHHBIMU TIpenapaTaMu TPH YCJIOBUU HMX pabOThl B 000COOJIEHHBIX
MO/Ipa3/IeJICHUSIX MEIUIIMHCKUX OpPTaHM3allii, YKa3aHHBIX B 4acTH 1 HacTosIen

CTaTbu.

Cratbs 53. Ilponaxka, mepegada JeKapCTBEHHBIX CPEJCTB OpTraHU3AIMSIMU OTITOBOM
TOPIrOBJIY JIEKAPCTBEHHBIMH CPEACTBAMU

OpraHu3ani  ONTOBOM  TOPTOBIM  JIEKAPCTBEHHBIMH  CPEACTBAMU  MOTYT
OCYWIECTBIIITh TPOAAXKY JICKAPCTBEHHBIX CPEJICTB WM IepellaBaTb HX B

YCTaHOBJIEHHOM 3aKOHOAATENLCTBOM Poccurickon denepanuu nopsijike:



1) IpyruM opraHu3anusM ONITOBOM TOPTOBIIM JICKAPCTBEHHBIMU CPEACTBAMM,

2) TPOM3BOAMTEISAM JIEKAPCTBEHHBIX CPEACTB JUISI IEJICH IPOU3BOJICTBA
JICKapCTBEHHBIX CPEJICTB;

3) anTeyHBIM OpraHU3aIUsAM U BETCPUHAPHBIM allTCUYHBIM OPTaHU3aAIUsIM;

4) Hay4YHO-HMCCJICIOBATEIBCKUM OpraHW3alMsIM Ui HAyYHO-HCCIIEI0BATCIBCKOM
paboThI;

5) UHAUBUAYAIbHBIM  MPEANPUHUMATEISAM, HMCIOIIUM  JIMIICH3UIO  Ha
dapMaleBTUUECKYI0  NIEATEIBHOCTh WM  JIMIICH3WI0 Ha  MEIUIIUHCKYIO
NeSATEITLHOCTD;

6) MEIMIIMHCKUM OpraHU3aIUsAM, BETCPUHAPHBIM OpPTaHHU3AIIHSIM;

7) opraHM3alUsAM, OCYIICCTBIISIONIMM pa3Be/ICHUE, BhIPAIIMBAHUEC U COJCPIKAHHE

JKHUBOTHBIX.

Cratbs 54. [IpaBuiia oNTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEACTBAMU

OnroBasg TOPTOBJIS JIEKapCTBEHHBIMHU CpeacTBaMu OCYILIECTBIISIETCA
IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX CPEACTB M OPraHU3aLUSIMU ONTOBOM TOPTOBIIU
JIEKAQpCTBEHHBIMU CpEJICTBAMHU MO TpaBWIaM HaJJIexalled JUCTpUOBLIOTOPCKOM
NpaKTUKA W TpaBUJiaM HAJICKAIIEW NPAKTUKW XPaHEHUs U  [EepPEBO3KH
JIEKapCTBEHHBIX [pEerapaToB, YTBEPKIAECHHBIM COOTBETCTBYIOLIMMU

YIOJHOMOYEHHBIMU (hefiepaibHbIMUA OpraHaMy UCTIOHUTEIbHON BIACTH.

Cratbs 55. [Topsa0K pO3HHYHOHN TOPTOBIIM JICKAPCTBEHHBIMU TIperapaTaMu

1. Po3HMYHas TOProBis JIEKAPCTBEHHBIMU IperapaTraMd B  KOJWYECTBAX,
HEOOXOJMMBIX JIJISl BBITIOJHEHUS BpadyeOHBbIX ((henpAIepcKkux) Ha3HAYCHUN WA
Ha3HAYCHUU CTICIIUAIINCTOB B 00JIACTH BETECPUHAPUH, OCYIIECTBIIICTCS alTCYHBIMU
OpraHu3alUsIMH, BETCPUHAPHBIMU anTeYHBIMU OpraHU3aIMSIMH,
WHIUBUIYAIbHBIMA — TPEANPUHUMATESIMU,  WMCIOIIMMH  JIMIEH3WIO  HA
(dbapMareBTHIECKYI0 JIESITCIIbHOCTh, MEIUIIMHCKIMHU OpTaHU3aIUSIMH, UMEIOIUMU
JUIEH3UI0 Ha  (apMarieBTUYECKYIO0 JeATEIbHOCTh, U WX 000COOJICHHBIMH

noApazaeiaeHusMu  (amOynatopusiMu,  GeapauepckumMu U (penbamepeko-



aKyIIepCKUMHU  TMyHKTaMH, T[eHTpaMHu (OTACICHUsIMU) oOOmmeld BpadyeOHOU
(ceMelHOM) MPAKTUKH), PACTOJIOKEHHBIMUA B CEJIbCKUX HACEJICHHBIX IYHKTaX, B
KOTOPbIX  OTCYTCTBYIOT  alT€UHble  OpraHU3allMk, ¥  BETEPUHAPHBIMU
OpraHu3alUsIMH, WUMCIONIMMU JIMIICH3UI0 Ha (PapMaleBTUYECKYIO JESITEIBHOCTD.
Pa3zpemiena po3HHUYHAs TOProBIi TOJBKO JIGKAPCTBEHHBIMHU IIpemapaTaMu,
3apeructpupoBanHbiMu B Poccuiickoit ®epepanuu WA HU3TOTOBJICHHBIMU
anNTCYHBIMA OpPTaHW3ANMSIMHU, BETEPUHAPHBIMU aNTEYHBIMH OpPTaHU3AIUSIMHU,
WHIUBUIYAIbHBIMA — MOPEANPUHUMATEISIMU,  HUMCIOINIMMHU  JIMIEH3UIO  HA
(dbapMalleBTUUECKYI0 JIESTEIbHOCTh. PO3HHMYHAs TOPTOBIA JIEKAPCTBEHHBIMU
npenapaTtaMi OCYIIECTBIISIETCS O TMPaBUIaM HAJJIEKAIECW alTeYHOW IMPAKTUKH,
YTBEPKJICHHBIM  YIIOJIHOMOUYEHHBIM  (peiepaibHbIM OPraHOM HCTIOJHUTEIHHOU
BJIACTH.

2. Bujpl anTedHbIX OpraHU3alvii ¥ MpaBujia OTIyCKa JIEKapCTBEHHBIX MPEnapaToB
JUTSL MEIUITUHCKOTO MPUMEHEHUSI allTeYHBIMUA OPTaHU3AIUSIMU, UHIUBUIYaIbHBIMU
NpeANpPUHUMATENIAMU,  UMEIOIMIMMHU  JIMIEH3UI0  Ha  (papMalneBTHUYECKYIO
NeSATEeIbHOCTh, @ TakKXKe TMpaBWIa OTIYCKAa JIGKAPCTBEHHBIX IMpEnapaToB IS
MEIUITMHCKOTO TPUMEHCHHSI MEIUIIMHCKUMH  OpTaHW3alUsIMH, HMEIONUMU
JUICH3UI0 Ha (apMaleBTUYECKYIO JCATEIbHOCTh, M HX 000COOJECHHBIMH
nojapasneneHussMu  (aMOynaTtopusiMi,  QENbpAMIEpCKUMH U (PesIbIepcKo-
aKylmIepCKUMHU  MYHKTaMH, IIeHTpaMu (OTIeNieHusiMu) oOmiedl  BpaueOHOM
(cemeitHOI) MPaKTHKHU), PACTIONOKEHHBIMU B CEJIbCKUX HACEJICHHBIX IMYyHKTax, B
KOTOPBIX OTCYTCTBYIOT anTeyHbIe OpraHu3aIuu, YTBEPKIAIOTCS
YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOTHUTEILHON BJIACTH.

3. IlpaBuma oTmycka HApKOTHYECKUX CPEICTB M TICUXOTPOITHBIX BEIIECTB,
3apEeTUCTPUPOBAHHBIX B KA4YECTBE JICKAPCTBEHHBIX IPENapaToB, JEKAPCTBEHHBIX
MpernaparoB, COACpKaNIUX HAPKOTHUUECKHE CPENICTBA M TICUXOTPOITHBIC BEIIECTBA,
YTBEP)KIAIOTCS  YIIOTHOMOYEHHBIM  (heJIepaIbHBIM  OPTraHOM  HMCTIOJHUTEIHHOM
BJIACTU TIO COTJIAaCOBaHMIO C eaepaibHbIM OPraHOM HCIIOJIHUTEILHON BJIACTH,
OCYIICCTBIISIONAUM  (PYHKIIUHM 10 BBIPAOOTKE TOCYAapCTBEHHOW IOJUTHKH,

HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHUIO, KOHTPOJIIO U HAJ30py B cepe 0dbopoTa



HAapKOTHYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB U UX IMPEKYPCOPOB, a TAKKE B
001acTy MPOTUBOICUCTBHUS UX HE3AKOHHOMY 000POTY.

4. JlekapcTBeHHbIE TIpemaparbl Jii BETEPUHAPHOTO TPUMEHEHMsS MOJIeKaT
OTHYCKY BETEPUHAPHBIMU  aNTEUYHBIMH  OpraHU3alUsIMH, BETEPUHAPHBIMU
OpraHu3alysIMH,  WHIWBUAYAJIbHBIMA  NPEANPUHUMATEISIMH,  UMEIOIIMMU
JUIEH3UI0  Ha  (papMaleBTHYECKYyl0  JesTeabHOCTh.  [IpaBmma  ormycka
JIEKapCTBEHHBIX NPENapaTroB s BETEPUHAPHOTO IPUMEHEHHUS YTBEPKIAIOTCS
YIOJHOMOYEHHBIM (heJiepaibHbIM OPraHOM UCIOJHUTEIBLHOM BIACTH.

5. IlepeyeHb MEAMIIMHCKUX  OpraHU3ALMKM, MMEIONIMX  JULEH3HI0  Ha
(dapMaleBTUYECKYI0 JI€ATEIbHOCTh, M HX O0O0OCOOJEHHBIX MOApa3eICHUI
(amOynatopuit, dhenpaepckux U (QebAlepcKo-aKylepCKUX MyHKTOB, IIEHTPOB
(otneneHuii) oOmIe BpadueOHONM (CEMEHOM) MpPaKTUKH), PACIOJIOKEHHBIX B
CEJIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OpraHU3alllu,
a TaKXke MEepPEeUCHb JEKAPCTBEHHBIX MPENApaToB (3a UCKIIOUYEHHEM HAPKOTUYECKUX
JIEKapCTBEHHBIX MPENaparoB M IICUXOTPOIHBIX JEKAPCTBEHHBIX IPENapaToB),
MpPOJIaKa KOTOPBIX MOYKET OCYIIECTBISATHCS YKa3aHHBIMU OpPraHU3alUSIMU U HUX
000CO0JIEHHBIMH NOAPA3AEIECHUSMH, yCTaHaBIUBAIOTCS opraHamu
UCIIOJIHUTENILHOM BIacTH cyOnhekToB Poccuiickoii deneparum.

6. AnTeuHble OpraHU3AlNHM, WHAWBUAYaJIbHBIE NPEANPUHUMATETH, HMEIOIINE
JULEH3UI0 Ha (apMalEeBTHUECKYIO JESITENbHOCTh, 00s13aHbl 00€CIeunBaTh
yrBepkeHnbiii [IpaBurensctBoMm Poccuiickoit ®@enepammu 1 GopmMupyeMbiii B
YCTAHOBJICHHOM UM TIOPSIIKE MUHUMAJIBHBIM aCCOPTUMEHT JIEKapCTBEHHBIX
npenaparoB, HEOOXOAUMBIX JJIsi OKa3aHUsI MEAUIIMHCKON TTOMOIIH.

7. AnTeuHble OpraHW3ally, WHIWBHAYaJbHbIC MPEANPUHUMATEIN, HMEIOLIUE
JUIEH3UI0 Ha (apMaleBTUYECKYIO0 JEATEeIbHOCTh, Hapsay C JIEKapCTBEHHBIMU
npernaparaMu UMEIOT TPaBO MPHOOpETaTh W MPOAABaTh MEIUIIMHCKUE W3CIINS,
NE3UH(PUITUPYIONINE CPEACTBA, MPEAMEThI M CPEJCTBA JUYHOW THUTHUEHBI, TIOCYIY
JUTSL METUIIMHCKUX 1IeJIel, MPeIMEThl U CPEACTBA, MpeAHa3HaYeHHbIE JI1 yX0/a 32
OOJIbHBIMH, HOBOPOXXJIECHHBIMU U JETbMHU, HE JOCTUTIIMMHU BO3pacra TpeX JIeT,

OYKOBYIO OIITHKY H CpCACTBA yXoJa 3a Heﬁ, MHUHCPAJIbHBIC BOJbI, IMPOAYKThI



Je4yeOHOro, JETCKOr0 M JUETHYECKOro TMHUTAaHHSA, OWOJOrMYecKd aKTHUBHBIC
no0aBkH, mapproMepHble U KOCMETUYECKHE CPEJCTBA, MEIUIIMHCKNE U CAaHUTApHO-
MIPOCBETUTEIIbHBIC TI€UYATHBIE W3JAHUs, MNPEIHA3HAYEHHbIC [JIs MpOoNaraHibl
3I0pPOBOTO 00pa3a KU3HHU.

8. MlesTenbHOCTh anTeuHbIX opranuzanuii Boopyxennsix Cun Poccuiickoi
denepanuu, JPYrux BOWCK, BOMHCKUX (DOPMUPOBAHMM M OPraHOB, B KOTOPBIX
3aKoHoAaTenbCTBOM Poccuiickorn @Penepanuy NpeayCMOTPEHO MPOXOKICHUE
BOCHHOW WJIM TPaBOOXPAHUTENBHOU CIY>KOBI, PErIaMEHTUPYETCS] HACTOSIIUM
denepaabHbIM 3aKOHOM M YTBEP:KICHHBIMU COOTBETCTBYIOIIMMH (heepalbHbIMU
OpraHamMu HCIIOJHHUTEJIbHOM BJIACTU MOJOKE€HUAMH. KOHTpOb 3a coOtoaeHueM
YKa3aHHBIMH allTEYHbIMU OPTaHU3aLUSIMU MOJI0KEHUIN HacTosero denepaibHOro
3aKOHA  OCYILECTBIIAETCS  COOTBETCTBYIOIIMMHU  (helepaibHbIMA  OpraHaMu
WCIIOJTHUTEIbHOM BIIACTH.

Cratbs 56. M3rotoBieHue 1 OTITYCK JIEKaPCTBEHHBIX MpEnapaToB

1. W3roroBneHue JEKApCTBEHHBIX MPENapaToOB alTEYHbIMH OpPraHU3ALMSIMH,
BETEpUHAPHBIMU anTeYHbIMU OpraHU3alUsIMHU, WHIMBUAYaJIbHBIMH
NPEANPUHUMATENSAIMHA,  UMEIOIMMU  JIMIEH3UI0  Ha  (apMaleBTUUYECKYIO
JIEATEIIbHOCTh, OCYILIECTBIISIETCA MO PELENTaM Ha JICKAPCTBEHHBIE IpenapaThl, 0
TpeOOBAHMSAM MEAUIIMHCKUX OpraHW3alluii, BETEPUHAPHBIX OpraHU3alMi B
COOTBETCTBMM C TPAaBWJIAMU MW3TOTOBJIEHHUS M  OTIyCKa JIEKAPCTBEHHBIX
MpernaparoB, YTBEPKICHHBIMH  YIOJIHOMOYEHHBIM  (penepanibHbIM  OpPraHOM
HCTIOJTHUTEIBLHOU BIIACTH.

2. Ilpu M3roTOBIEHUHU JIEKAPCTBEHHBIX MPEMAPATOB aTEUHBIMU OPTaHU3AIUSIMU,
BETEpUHAPHBIMU anTeYHbIMU OpraHU3alUsIMHU, WHIMBUAYaJIbHBIMU
NPEeANPUHUMATENSAIMHA,  UMEIOIMMU  JIMIEH3UI0  Ha  (apMaleBTUUYECKYIO
JeSITEIbHOCTD, HCIHOJNB3YIOTCS (hapMalleBTHUECKUe CyOCTaHIMM, BKJIIOUYEHHBIC
COOTBETCTBEHHO B T'OCYJAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEICTB JUIA
MEJIUIIMHCKOTO MMPUMEHEHUS U TOCYAAPCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEICTB
JUI. BETEPUHAPHOIO INPHUMEHEHUs B YCTAHOBJIEHHOM mnopsnke. He pomyckaercs

HN3TOTOBJICHUC AIlITCYHBIMH OopraHu3anuiamMu, BCTCpHUHAPHBIMU alITCYHBIMH



OpraHu3alysMy,  UHAWBUAYAJIbHBIMH  NPEANPUHUMATENSAMH,  HUMEIOLIUMHU
JUIEH3UIO Ha (hapMaIeBTUUECKYIO0 NIESITeIbHOCTh, JICKAPCTBEHHBIX IPENnapaTos,
3aperucTpupoBaHHbIX B Poccuiickon denepanum.

3. MapkupoBka JEKapCTBEHHBIX IMPENapaToB, HW3TOTOBJICHHBIX ANTCUYHBIMU
OpraHU3aLUSIMU, BETEpUHAPHBIMU anTEeYHbIMU OpraHHU3alUsIMU,
WHJWBUAYAJIbHBIMA  TNPEANPUHAMATENSIMUA,  UMCIONIMMHU  JIMUEH3UI0  HAa
dbapMareBTUUECKyI0 JeATEeIbHOCTh, U O(DOPMIICHHE TaKMX MPENapaToB JIOHKHBI
COOTBETCTBOBATH MPABUIIaM, YKAa3aHHBIM B yacTu 1 HacTosel cTaThu.

4. AmnrteuHble  OpraHu3allid, BETEPUHAPHBIC  aNTEYHbIE  OPraHU3alNH,
VH]/INBU]1yaJIbHbIC MpENPUHUMATEINH, MMEIOIINE JIALIEH3UIO Ha
dbapmaneBTUYECKYI0 JIeATebHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOOJI0JIeHUE
MPaBUJI U3TOTOBJICHUSI U OTITYCKa JICKAPCTBEHHBIX MPENApPATOB B COOTBETCTBUU C
3aKOHOIaTenbCcTBOM Poccuiickont Penepanni.

Cratbs 57. 3anpemieHue npofaxu (aabCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTpa(haKTHBIX
JIEKapCTBEHHBIX CPEICTB

[Tponaxa banbcupuIUpPOBaHHBIX JIEKApPCTBEHHBIX CpEICTB,
HEJI00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(haKTHBIX JIEKAPCTBEHHBIX
CPEACTB 3aMpemiacTcs.

Cratps 58. XpaHeHue JTeKapCTBEHHBIX CPEACTB

1. XpaHeHue JIEKapCTBEHHBIX CPEJCTB OCYIIECTBISICTCS MPOU3BOIUTEISIMU
JIEKApCTBEHHBIX CPEJICTB, OpPraHU3alUsIMUA ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU
CpeACTBaMH, aNTE€YHBIMU  OpPraHU3alMsIMM, BETEPUHAPHBIMU  ANTECYHBIMU
OpraHu3alvsIMH,  WHIWBUAYAJIbHBIMH  NPEANPUHUMATEISIMH,  UMEIOUIUMU
JUIEH3WI0 Ha  (apMalleBTUUECKYH0  JACSATEIbHOCTh WM  JIMICH3UIO  Ha
MEIUIUHCKYI JESITEIbHOCTh, MEAULIMHCKUMU OPTraHU3alUsIMU, BETEPUHAPHBIMU
OpraHu3alusIMH ¥ WHBIMA OPTaHU3AIMSAMHU, OCYIIECTBISIONIMMUA OOpaleHne
JIEKAPCTBEHHBIX CPEACTB. XPaHECHUE JIEKAPCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO
MIPUMEHCHUSI OpPraHu3alysIMA W HWHAWUBUAYAIbHBIMUA MPEANPUHUMATENSIMA B

Cly4dasx, CCJIM OHM  HCIOJIB3YIOTCSA  HMCKIIIOYUTCIBHO IIpU  PA3BCACHHMU,



BBIPAITUBAHUM, COJCP)KAHUU U JICUCHUW JKUBOTHBIX, MOXET OCYIIECTBISTHCS 0O€3
MOJTyYEHUS JIMIICH3MH Ha (apMaIleBTHUSCKYIO JICSITCILHOCTb.

2. IlpaBuia XpaHeHHs JICKAPCTBEHHBIX CPEJICTB YTBEPIKIAAKOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYCHHBIM (pe/IepaibHBIM OPT'aHOM HCIIOJTHUTEILHOU BIIACTH.

3. XpaHeHHE HAPKOTHUYCCKUX JICKAPCTBEHHBIX  CPEJICTB, ICHXOTPOITHBIX
JICKapCTBEHHBIX CPEJICTB, pPaauo(apManeBTUUYCCKUX JICKAPCTBEHHBIX CPEJICTB
OCYIIECTBIISIETCS] B COOTBETCTBHHU C 3aKOHOAATENbCTBOM Poccwuiickoit deneparium.
Cratest 58.1. IlpenMeTHO-KOJIMYECTBEHHBIM YYeT JIEKApCTBEHHBIX CPEACTB IS
MEMIIMHCKOTO TPUMCHCHHS

1. TlepeueHb JIEKQPCTBEHHBIX CPEJACTB I MEIAUIIMHCKOIO IPUMEHCHHUS,
TIOJITTCIKAIITIX IPEIMETHO-KOJTHYECTBEHHOMY yUerTy, yTBEPKAACTCS
YIIOJTHOMOYCHHBIM (pe/IepaibHBIM OPT'aHOM MCIIOJTHUTEILHOM BJIACTH.

2. ITopsitoK BKJIFOUEHUS JIEKAPCTBEHHBIX CPECTB JJISI METUITUHCKOTO IPUMEHEHUS
B IIEpeUeHb JICKAPCTBEHHBIX CPEACTB I  MEAHMIIMHCKOTO IPUMCHCHHUS,
T10IIC)KATITUX MIPEIMETHO-KOJIMYCSCTBEHHOMY yUeTy, YCTaHABIIMBACTCS
YIIOJTHOMOYCHHBIM  (pelepaJIbHBIM ~ OpPTaHOM  HCIIOJIHUTEIBHON — BJIACTH  TIO
COTJIACOBaHWIO  C  (emepanbHBIM  OPraHOM  HCIOJHHUTEIBHOH  BJIACTH,
OCYIIECTBISIONUM (YHKIIUM TIO BBIPAOOTKE TOCYIAapCTBCHHOW IOJIMTHKH,
HOPMATUBHO-TIPABOBOMY PETYJIIMPOBAHUIO, KOHTPOJIIO U HAJ30py B cepe odbopoTta
HApPKOTUYECKUX CPEACTB, IICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, a TAaKKE B
00J1acTH IPOTUBOICHCTBHUS X HE3aKOHHOMY 000POTY.

3. IIpeaMeTHO-KOJIMYECTBEHHBIM  ydeT  JICKapCTBEHHBIX  CPEJICTB IS
MEIMIIMHCKOTO TMPUMEHEHHS BEIyT IPOM3BOJUTEIM JICKAPCTBEHHBIX CPEJICTB,
OpPraHM3alMk ONTOBOW TOPIOBIIM JICKAPCTBEHHBIMH CpPEICTBAMH, AalTCUHBIC
OpraHM3alMK, WHAWBHIyaJbHbIC MPCANPUHUMATEIH, HMEIONIUE JIMICH3UI0 Ha
(dapMaleBTHUECKYI0  JIEATEIBHOCTh WM  JIMIICH3UI0 Ha  MEIUIIUHCKYIO
NEeSATCIIBHOCTh, W MEIUIIMHCKUE OpTaHHM3aIK, OCYIIECTBIISIIOIINE OOpaIicHue
JICKAPCTBEHHBIX CPEJACTB ISl MEIUIIMHCKOTO MPHMEHEHHUs, IyTeM PETrHCTPaliy
JFOOBIX CBSI3aHHBIX C WX OOpaIlleHHEeM ONepalii, IpU KOTOPBIX HU3MEHSETCS HX

KOJIMYECTBO M (WJIM) COCTOSIHME, B CIHEUUAJIbHBIX JKypHAJIax ydeTa OIlepalui,



CBSI3AHHBIX C OOpalleHHeM JIEKAPCTBEHHBIX CPEICTB Ui MEIULUHCKOTO
NpPUMEHEHUs (J1aniee — crelnraIbHbIe )KYpPHAIIbI).

4. TlpaBuiia perucTpaluy Omepaluii, CBSI3aHHBIX C OOpalIeHUEM JIEKapCTBEHHBIX
CPEeICTB s MEAWIMHCKOTO TMPUMEHEHHs, BKJIIOYEHHBIX B  IE€pPEUYCHb
JEKapCTBEHHBIX CPEACTB JUII MEAMIMHCKOTO TMPUMEHEHHs, MOJJIeKaIInuX
PeIMETHO-KOJIMYECTBEHHOMY YYeTy, B CIEIHalbHBIX J>KypHajlaX W IIpaBuia
BEJICHUS M XpaHEHHsI CIECIMATBHBIX KYPHAJIOB yTBEPKAAIOTCS YIOJIHOMOYECHHBIM
(denepanbHBIM OPraHOM HUCIOJIHUTEIBHOM BIACTH.

5. KoHTpons 3a coOnoeHueM MNpaBHJI PETUCTPALMM ONEpPalHid, CBSA3aHHBIX C
oOpalieHueM JIeKapCTBEHHBIX CPEACTB /I  MEOUIIMHCKOTO TPHUMEHEHUS,
BKJIFOUEHHBIX B I[E€PEUEHb JICKAPCTBEHHBIX CPEACTB JJS  MEIAUIMHCKOTO
NPUMEHEHHS, TOJICKAIINUX MPEIMETHO-KOJTNIECTBEHHOMY YUETY, B CHEIIHAIbHBIX
KypHaJIax, a TakKKe 3a COOJII0JIEHUEM MPABUJI BEICHUS U XPaHEHUsI CIIELUAIbHbBIX
KYpHQJIOB  BO3JIaraeTcsi Ha  YNOJHOMOYEHHblE  (efepajbHble  OpraHsbl
UCTIONTHUTENIHOM BJIACTWU W OpTaHbl HCIOJIHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoii ®enepanuu, OCYHIECTBISAIOMINE JUIEH3UPOBAHUE IPOU3BOJICTBA
JICKapCTBEHHBIX CPEACTB, (hapMaIleBTUUECKONH MJESITENbHOCTH W METUITMHCKOM

ACATCIbHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMOCH3MOHHOI'O KOHTPOJIA.

I'naBa 11. YHMYTOKeHHE JIeKAPCTBEHHBIX CPeICTB

Cratbs 59. OcHOBaHMS U MOPSAJOK YHUUTOKEHUS JICKAPCTBEHHBIX CPE/ICTB

1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHbIE CPEACTBA, (aabCcU(ULIUPOBAHHBIC
JIEKapCTBEHHBIE CPENICTBA MOJIEKAT UIBATUIO U3 OOpaIleHUs U YHUYTOKEHUIO B
nopsiake,  ycraHoBiaeHHOM  [IpaBurensctBom  Poccuiickonn — dPenepaumu.
OcHOBaHMEM U1 YHMYTOXXEHHUS JIEKAPCTBEHHBIX CPEICTB SBISETCS PpELICHUE
BJIaJI€JIbIIA JIEKapCTBEHHBIX CPEACTB, pelienue COOTBETCTBYIOILIETO
YIOJIHOMOYEHHOTO (eepatbHOr0 OpraHa MCHOJHUTEIBHON BJIACTU WIN PELICHUE

cyna.



2. KontpadakTHble JIeKapCTBEHHBIE CPEICTBA MOAJIEKAT U3BATUIO U3 0OpaIeHUs U
YHUUYTOKEHUIO MO pemeHuto cyna. [lopsnok yHHUYTOXEHHS KOHTpadaKTHBIX
JIEKapCTBEHHBIX  CpPeACTB  ycTaHaBinuBaercs IIpaBurensctBom  Pocculiickon
denepanum.

3. Pacxoppl, cBsI3aHHBIE C YHHYTOKEHHEM KOHTpPa(aKTHBIX JIEKapCTBEHHBIX
CPEICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, (pambCcupuIMpOBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB, BOZMEIIAIOTCS UX BJIAJIECIIBLIEM.

4. Bnaneneln JIEKApCTBEHHBIX CPEICTB JIOJDKEH IMPENCTABUTh B YIIOJIHOMOUYEHHBIN
(denepalibHbI OpraH HCIOJIHUTENIBHON BIIACTH JIOKYMEHT WJIM 3aBEPEHHYIO B
YCTAaHOBJICHHOM TMOPSJKE €ro KOIHI0, MOATBEp)KAArolue (PakT YHUUYTOKECHUS
JIEKapCTBEHHBIX CPEJCTB.

5. COOTBETCTBYIOIIMI YIOTHOMOYEHHBIN (eaepaibHbli OpraH HCIOIHUTEIbHON
BJACTH, MPUHSABIIMN pelieHne 00 YHUYTOXKEHHUU JIEKAPCTBEHHBIX CPEACTB,
OCYLIECTBIISIET KOHTPOJIb 32 UX YHUUYTOKECHHUEM.

6. VYHUYTOXKEHHE JIEKApCTBEHHBIX CPEICTB TPOM3BOAUTCS OPraHU3ALUSIMHU,
UMEIOLUIMMH COOTBETCTBYIOLYIO JIMIIEH3UIO, Ha CIEHUalbHO 000pPYAOBAHHBIX
IUIOLIAJKaX, TOJUIOHAX W B CHEIUAIbHO OOOpPYIOBAHHBIX MOMEIICHUSIX C
coOmoienneM TpeOoBaHMW B 00JIaCTU  OXpaHbl OKpYXalolled cpeasl B
COOTBETCTBHHM C 3aKOHOJATENIbCTBOM Poccuiickoin denepanunu.

7. HapkoTuueckue JE€KapCTBEHHBbIE CPEACTBA, MCHUXOTPOIIHBIE JIEKAPCTBEHHbBIE
CpeICTBa, paauodapManeBTUUYECKHE JIEKAPCTBEHHBIE CPEICTBA YHUUTOXKAIOTCS B

COOTBETCTBUHM C 3aKOHOAATENLCTBOM Poccurickon denepanuu.

I'maBa 12. TocynapcrBeHHOe peryjMpoBaHUEe IleH HAa JieKApPCTBEHHbIE

npenaparsl Ui MEAUIIMHCKOI0O IPUMECHCHUS

Cratbs 60. ['ocymapcTBeHHOE peTynHpOBaHKE 1IEH Ha JICKAPCTBEHHBIC MpenapaTsl
JUIS METULIIMHCKOTO MIPUMEHEHUS
['ocynapcTBeHHOE peryaMpoBaHME LEH Ha JIEKAPCTBEHHBIE Mpenaparbl i

MCIHUILMHCKOI'O MPUMCHCHUSA OCYIICCTBIIACTCA ITOCPCACTBOM:



1) yrBepxnenusi [IpaBurensctBom Poccuiickoit @enepanuu nepevHs KU3HEHHO
HEOOXOJUMBIX M  BaXHEHIIMX  JICKAPCTBEHHBIX  MPEMapaToB,  KOTOPBIN
chOpMHpPOBAaH B YCTAHOBJIIEHHOM WM TOPSJKE HAa OCHOBE KOMIUIEKCHOM OIICHKHU
JIEKApPCTBEHHBIX IIPENapaToB, BKJIKOYAs AHAIU3 CBEACHUM O CPaBHUTEIBHOU
KJIMHUYECKON 3 (PEeKTUBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, OLIEHKY
SKOHOMMYECKHUX MOCIEACTBUN IPUMEHEHHUS JIEKAPCTBEHHOTO CPEJCTBA U U3YUEHHE
JIOTIOJTHUTENBHBIX IMOCIEACTBUN IPUMEHEHHUS JIEKAPCTBEHHOTO CPEICTBA;

2) YTBEpXKICHHS METOJUWKHA YCTAHOBJICHUS MPOU3BOJUTEIIIMU JICKAPCTBECHHBIX
IIPENapaToB MPEIEIbHBIX OTIYCKHBIX IIEH Ha JEKAPCTBEHHBIE IIPENaparhl,
BKJIFOUEHHBIE B MIEPEYEHB KU3HEHHO HEOOXOANUMBIX U BAXKHEUILIMX JIEKAPCTBEHHBIX
IpernapaToB, a TaKKe BHEJIPEHMs MEXaHHW3MOB (OPMHUPOBAHUS CUCTEMbI
pedepeHTHBIX 1IEH;

3) TOCyAapCTBEHHOH  PErHCTpallid  YCTAHOBICHHBIX  MPOW3BOJHUTEISIMU
JIEKAPCTBEHHBIX IIPENaparoB IPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIC
npenapartbl, BKIIOYEHHBIE B MEPEUYEHb >KMU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JIEKAPCTBEHHBIX IPENapaToBs;

4) BeNeHHWS TOCYJAapCTBEHHOTO peecTpa TMPEACTbHBIX  OTIHYCKHBIX — IIEH
IIPOM3BOJUTENIEH HaA JICKAPCTBEHHBIC IIPENaparhl, BKIIOUYECHHBIE B IIEPEUYCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX MIPENapaTos;

5) yTBepKIeHHS METOJIWKU YCTAHOBJICHUS OpPraHaMH HCIIOJIHUTEILHOW BIIACTH
cyonsekToB Poccuiickoit denepaiini npeeabHbIX pa3MepOB ONTOBBIX HAI0ABOK U
MpeiesIbHbIX Pa3MepOB PO3HUYHBIX HaJA0aBOK K (PAKTUYECKUM OTIYCKHBIM LIEHAM,
YCTAHOBJICHHBIM  IPOU3BOJMUTEISIMU  JIEKAPCTBEHHBIX  IpenapaTroB,  Ha
JIEKapCTBEHHBIE ITperapaThl, BKIIOUEHHbIC B MIEPEUYCHb )KM3HEHHO HEOOXOAUMBIX U
BAKHEMIINX JIEKAPCTBEHHBIX MTPENAPATOB;

6) ycTaHOBIICHHS TpPEICIIbHBIX Pa3MEPOB ONTOBBIX HAT0ABOK W TMPEICITBbHBIX
pa3MepoB  PO3HUYHBIX Hag0aBOK K (aKTMUECKUM OTIYCKHBIM  II€HaM,
YCTAHOBJICHHBIM  IPOU3BOJMTEISIMM  JIEKAPCTBEHHBIX  IpenapaTroB,  Ha
JIEKapCTBEHHBIE MTPerapaThl, BKIIOUEHHbIE B MEPEUYCHb )KMU3HEHHO HEOOXOAUMBIX U

Ba)KHEHUIINX JICKAaPCTBCHHLIX IIPEIIapaToOB;



7) yTBEpKICHHS TIOPSAJIKA BBIJAYM TIPEIINHUCAHWA OpraHaM WCIIOJTHUTEILHON
BJIacTU cyObekTOB Poccuiickoil ®enepannu O NPUBEAECHUU B COOTBETCTBUE C
3aKOHOAATENbCTBOM Poccuiickoit @denepanud pemieHut 00 yCTaHOBJICHUU
NpeAeabHbIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPEACIIbHBIX Pa3MEpPOB PO3HUYHBIX
HaJ10aBOK K (DaKTHUYECKUM OTITYCKHBIM II€HaM, YCTaHOBJIECHHBIM MPOU3BOIUTEIIMU
JIEKApCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IpenapaThl, BKJIIOYCHHBIEC B
NepeyeHb KU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX MPENaparTos,
€CJIM OHU TPUHATHI C HAPYIIEHHUEM 3aKOoHOJaTesbcTBa Poccuiickoin denepanuu, B
nopsiake, ycraHoBiieHHOM [IpaButensctBoM Poccutickoit denepanyu;

8) HampapjCHHS YIIOJIHOMOYCHHBIM (eepabHbIM OpPraHOM HCIIOJTHUTEIBHON
BJIACTH OpraHaM HCIIOJHHUTEIBLHON BiacTH CcyObekToB Poccuiickoit denepanun
NPEANMCAHNN O MPUBEIACHUN B COOTBETCTBHE C 3aKOHOJATENBCTBOM Poccuiickoi
denepaliny NPUHATHIX C HAPYIIEHUEM 3aKOHOMaTeNbcTBa Poccuiickont denepanuu
pemeHnii 00 YCTaHOBJEHWM TIPEACIBHBIX pPa3MEpPOB ONTOBBIX HAA0ABOK U
npeaeiabHbIX Pa3MEpPOB PO3HUYHBIX HAA0ABOK K Il€HAaM Ha JIEKAPCTBEHHBIC
npernapaTbl, BKIIOYCHHBIC B TIEPCUYCHBb >KM3HEHHO HEOOXOJMMBIX M BaKHEHIIMX
JIEKAPCTBEHHBIX MPENAPATOB;

9) ocymectBaeHUs (QeaepantbHOro TOCYIApCTBEHHOIO Ham3opa B cdepe
oOpallieHusl JIGKAPCTBEHHBIX CPEJCTB M PETHOHAJIBHOIO T'OCYIapCTBEHHOTO
KOHTPOJISI 32 MPUMEHEHUEM II€H Ha JIEKAPCTBEHHBIC MpenapaTbl COOTBETCTBEHHO
YIOJITHOMOUYCHHBIMH ~ (pefiepaIbHBIMU  OpraHAaMHU  HCIOJHUTEIbHOW BIJIACTH H
OpraHaMH HCTIOJHUTENbHON BllacTU cyObekTOB Poccuiickoit denepannu coriiacHo
UX KOMIIETEHIIUM B TMOpsaKe, ycraHoBieHHOM [IpasurensctBom Poccuiickoit
denepanuu;

10) npuMeHeHHs PEAYCMOTPEHHBIX 3aKOHOAATEILCTBOM Poccuiickoit denepariu
MEp OTBETCTBEHHOCTH 3a HapyIICHHUE TOPSAIKA IIEHOOOpa30BaHUs Ha KU3HEHHO
HEOOXOIMMBIC U BaXKHEHIITHE JICKAPCTBEHHBIE ITPEIapaThl.

Cratbst 61. 'ocygapcTBEHHAs] perucTpalisi yCTaHABIMBAEMbBIX MPOU3BOAUTEIISIMU

JICKAPCTBCHHBIX IMPCIapaToB MNPCACIbHBIX OTIIYCKHBIX ICEH Ha JICKAPCTBCHHLIC



mpenaparthbl, BKIIOYEHHBIE B MEPEUYCHb JKU3HEHHO HEOOXOIUMBIX W BaKHEHIIIHMX
JIEKapCTBEHHBIX MPENapaToB

1. YcranaBiamBaeMble POU3BOIUTEISIMU JIEKAPCTBEHHBIX MPENapaToB MpeieIbHbIC
OTIYCKHBIE II€Hbl Ha JICKAPCTBEHHbIC MpEMapaThl, BKIIOUCHHBbIE B IEpPEUYCHb
KU3HEHHO HEOOXOJIMMBIX U BaXXHEHIIMX JICKAPCTBEHHBIX MpPEnaparoB, MOJJIeKaT
rOCyJJapCTBEHHOM pErucTpauuu B TMOPAIKE, YCTaHOBIEHHOM [IpaBuUTEIBCTBOM
Pocculickon ®@enepanumu.

2. Ha ocHoBanum mnomanHoro a0 1 OkTsOps Kaxaoro roja 3asBICHUS
MPOU3BOJIUTEIIS JICKAPCTBEHHBIX MpenapaToB, BKIOUYEHHBIX B NIEPEUYEHb KM3HEHHO
HEOOXOJIMMBIX U BaXKHEUIIMX JIEKAPCTBEHHBIX IPENapaToB, 3aperuCTpUPOBAHHAS
npenesibHasg OTIyCKHAsE IIeHa Ha JIeKapCTBEHHBIM TmpemapaT MOXKET ObITh
NEepPEPEruCTPUPOBAHA OJUH Pa3 B KAJICHIAPHOM TOAY B MOPSAKE, YCTAHOBIECHHOM
[IpaBurenscTBOM Poccuiickoit @enepann.

2.1. Yrparuna cuiy ¢ 1 utons 2015 r.

2.2. Ytpatuna cuny ¢ 1 urons 2015 .

3. Pacuer mpenenbHBIX OTIYCKHBIX 1I€H, YKa3aHHBIX B 4YacTsAx 1 u 2 HacTosmen
CTaTbU, MNPU UX TOCYJAPCTBEHHOW pErucTpalvd WIM T[epeperucTpanuu
OCYILECTBIISIETCS B COOTBETCTBUU C METOAUKOW, YTBEpkKIACHHOU [IpaBuTenbcTBOM
Pocculickon @enepanuuy U y4uTHIBAIOIIEH, B YACTHOCTH:

1) coOmronenue OalaHCa MHTEPECOB MOTPEOUTENCH JIGKAPCTBEHHBIX MPENapaTos,
BKJIFOUCHHBIX B MIEPEUCHDb JKU3HEHHO HEOOXOUMBIX M BOXKHEUIIINX JTEKAPCTBEHHBIX
npenapaToB, W MPOU3BOJUTENICH JICKAPCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B
nepeyeHb KU3HEHHO HEOOXOUMBIX U BAKHEUIIINX JIEKAPCTBEHHBIX MPenapaToB;

2) bakTHYECKyIO OTIMYCKHYIO IIEHY Ha JIEKapCTBEHHBIC Mpenaparbl B Poccuiickoi
Qenepannu, [IEHY BBO3a JIEKAPCTBEHHBIX ITpenapaTtoB B Pocculickyro denepanuro,
a TaK)Ke IEHbl Ha aHAJIOTUYHBIC JIEKAPCTBEHHbIC NpenapaThl, HaXOMSIIUECS B
oOpamennn B Poccuiickoit @enepanuu;

3) 3arparThl TPOM3BOIUTENS JICKAPCTBEHHOI'O IMperapara Ha IMPOU3BOJCTBO H

peanu3aIyio JIEKapCTBEHHOTO Mperapara;



4) 1meHy Ha JIGKAPCTBEHHBIM MpenapaT WHOCTPAHHOTO MPOHM3BOJCTBA, €0 IICHY B
CTpaHE NPOU3BOJUTENS U B CTpaHaX, B KOTOPBIX Ipenapar 3aperucTpUpoBaH U
(M) B KOTOPBIE MOCTABIISIETCSI HHOCTPAHHBIM ITPOU3BOIUTENEM.

4. He pomyckaroTcss peanu3anus M OTIYCK JIEKAPCTBEHHBIX IPENaparos,
BKJIFOUEHHBIX B IIEPEUEHb )KU3HEHHO HEOOXOANMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX
IIpenaparoB, Ha KOTOPBIE NPOU3BOIUTEISMHU JIEKAPCTBEHHBIX IIPENapaTtoB HeE
3apEerucTpUpOBaHa IIpejesibHasg OTIYCKHAs LEHa, pealu3alusi U  OTIIYCK
IIPOU3BOJMTEISIMA  JIEKAPCTBEHHBIX IIPENapaToB II0 IL€HaM, M[PEBBIIAIOIINM
3apErUCTPUPOBAHHBIE MpPEACIbHbIE OTIYCKHbIE II€Hbl Ha JIEKApPCTBEHHbIE
npenaparbl, a TakkKe peanu3auuds M OTIYCK JIEKApCTBEHHBIX IPEnapaTroB
OpraHu3alysIMU ONTOBOM TOPIOBJIM W PO3HUYHOM TOPIOBJIM JIEKAPCTBEHHBIMU
npenaparaMi 1O I€HaM, YPOBEHb KOTOPBIX C YYETOM IHPEIEIbHON ONTOBOU
HaJ0aBKHU U MPEAEIbHON PO3HUYHON HaI0aBKU MpPEBBILIAET pa3Mep (paKkTUUeCKOn
OTITYCKHOW LI€HBI.

5. OCOOEHHOCTH TOCYIaPCTBEHHOIO PETYIUPOBAHUS MPEAEIbHBIX OTIYCKHBIX LIEH
Ha JICKapCTBEHHBIE IIpenaparbl, BKIIOYEHHbIE B IEPEYEHb JKU3HEHHO
HEOOXOJMMBIX W BAXKHEHMIIMX JIEKAPCTBEHHBIX MPENapaTroB, B 3aBUCUMOCTH OT
HKOHOMUYECKUX U (MJIM) COLIMATIBHBIX KPUTEPUEB (M3MEHEHUE YCIOBHM, MOpsIKA U
CTOMMOCTH TPOM3BOJCTBA JIEKAPCTBEHHBIX IPENapaToB, HMCIOJIb30BAHUE HOBBIX
dbopM, METOJOB U CIOCOOOB TOCYJApPCTBEHHOTO pETYJIMpPOBaHUS I1IEH Ha
JIeKapCTBEHHbIE Mpenaparbl, B TOM 4YHUCJIE Ha OCHOBE MeXaHH3Ma pedepeHTHOro
1IEeHOO0pa30BaHus, U3MEHEHUH MOPsAKA OKa3aHUSI MEIUIIMHCKON MOMOIIM, U UHbIE
u3MeHeHus1) ycranasnuBatoTcs [IpaBurensctBoM Poccuiickoit @enepanuu.

Cratest 62. TocymapCTBEHHBIM peecTp NpPEdeibHBIX  OTIYCKHBIX  II€H
MPOU3BOJMTENIEH Ha JIEKAPCTBEHHbIE IMpenaparbl, BKJIIOYEHHBbIE B IIEpEeUCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIINX JIEKAPCTBEHHBIX MTPENapaToB

1. 3apeructpupoBaHHbBIE MpEIAECIbHBIE OTHYCKHbIE IIEHBI HA JIEKAPCTBEHHBIE
npenapartbl, BKIIOYEHHBbIE B MEpPEUYEHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIHMX
JIEKapCTBEHHBIX NPENaparoB, MOJJIEKAT BKIIOYEHUIO B T'OCYJIaPCTBEHHBIN PEECTP

NpCACIbHBIX OTITYCKHBIX IICH HpOHSBOI[PITGJ'ICﬁ Ha JICKAapPCTBCHHBLIC IIpC€Haparhl,



BKJIFOUEHHBIE B IEPEYEHD KU3HEHHO HEOOXOAMMBIX U BAXKHEUILINX JIEKAPCTBEHHBIX
penaparos.

2. T'ocyapCTBEHHBII peecTp MpelebHbIX OTIYCKHBIX II€H MPOU3BOJIUTENECH Ha
JIEKapCTBEHHBIE MpenapaThl, BKJIIOUYEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOAUMBIX U
BOKHEUIIUX JICKAPCTBEHHBIX TPEMapaToB, COACPKUT B cede CISAYIOIIYIO
nHpopMaIuio:

1) HauMeHOBaHUE JEPKATEIS WIH BIAJCbIa PETUCTPAIMIOHHOTO YIOCTOBEPEHUS
JIEKQpCTBEHHOI'O0 TIpernapaTra, HaWMEHOBAaHHUE IIPOU3BOJAUTENS JIEKAPCTBEHHOTO
npenapara, MECTO HaXOXKJEHHUs MPOU3BOACTBEHHBIX IUIOHIAJ0K, YYACTBYIOIIMX B
Ipolecce MNPOU3BOJICTBA JIEKAPCTBEHHOIO IIpernapara, € YKa3aHUEM CTaJluu
nporecca Mpou3BOCTBA,;

2) HAaVMEHOBAHUE JIEKapCTBEHHOTO npenapara (MexayHapoIHOE
HEIIATEHTOBAHHOE, WM TPYNIUPOBOYHOE, WIM XHMHYECKOE M TOProBOE
HAaUMEHOBAHMU);

3) HOMEp PEeruCTPAIMOHHOTO YAOCTOBEPCHUS JICKAPCTBEHHOTO MPETapara;

4) nekapcTBeHHas (hopMa ¢ yKazaHHEM JIO3UPOBKH JICKAPCTBEHHOI'O Mpenapara u
€ro KOJMYeCTBA BO BTOPUYHON (MOTPEOUTENbCKOM) YMAKOBKE, a TakKke
KOMIIJIEKTHOCTB;

5) 3apeructpupoBaHHas peeIbHast OTIYCKHAs [IeHa B pyOIIsx;

6) nmara W HOMEp TIpUKa3a YIOJHOMOUYEHHOTO (QenepalbHOro OpraHa
VCITOJIHUTEJIbHOM BJACTH O TOCYJApPCTBEHHOM pErucTpalnuy, MNepeperucTpannuu
IIPEEIIbHON OTIIYCKHOM ILI€Hbl Ha JICKapCTBEHHBIW Iperapar, BKIOUYECHHBIA B
NepeveHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHUIITNX JIEKAPCTBEHHBIX MPENapaToB;

7) WITPUXOBOM KOJ, HAHECEHHBIH HAa BTOPHUYHYIO (MOTPEOUTEILCKYIO) YIAKOBKY
JIEKapCTBEHHOTO MIpenapara;

8) koI JIeKapCTBEHHOrO IMperapara M0 aHATOMO-TEPANEBTHYCCKO-XUMHYECCKOM
KJ1accu(uKanuu, PEKOMEHI0BAaHHOU Bcemupnoin Opra"u3anuen
3JIpaBOOXPaHEHUSI.

3. TocynmapcTBeHHas perucTpanus MpeAeiabHbIX  OTHYCKHBIX IIEH Ha

JICKAaPCTBCHHLIC IIPCIIapaThl, BKITOUCHHBLIC B IICPCUYCHDL )KNU3HCHHO H€O6XOI{I/IMBIX u



BAKHEUIINX JIEKAPCTBEHHBIX MPENaparoB, BEAECHHE TOCYAAPCTBEHHOIO peecTpa
MPEEIbHBIX OTHYCKHBIX ILEH IMPOU3BOAUTENICEH HA JIEKAPCTBEHHBIE IMpENaparsl,
BKJIIOYEHHBIE B MIEPEUYEHb KU3HEHHO HEOOXOAMMBIX U BAXKHEUIIINX JIEKAPCTBEHHBIX
MPENapaToB, OCYIIECTBIKIOTCS B MOPSAKE, ycTaHOBIEHHOM [IpaBurenscTBOM
Poccuiickon denepanum.

Cratbss 63. YcTaHOBJIEHHME OpraHaMH HCIOJIHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoii ®@enepauuy NOpeneiabHbIX pPa3MEpPOB ONTOBBIX HAA0AaBOK U
MpeeNbHbIX Pa3MepOB PO3HUYHBIX HaJA0aBOK K (PAaKTUYECKUM OTIYCKHBIM LIE€HAM,
YCTAHOBJIEHHBIM  TIPOU3BOAMUTEISAMU  JIEKAPCTBEHHBIX  NpEaparoB,  Ha
JIEKapCTBEHHBIE MpenapaThl Al MEIUIIMHCKOTO IPUMEHEHUS

1. Oprasel UCHNOMHUTEILHON BiacTu cyObekToB Poccuiickoit denepamnuu
YCTAHABJIMBAIOT TIPEACIbHBIE pa3Mepbl ONTOBBIX HAA0ABOK U MPEACIIbHBIC
pa3Mepbl  PO3HUYHBIX HAA0aBOK K  (PAKTUYECKUM  OTIYCKHBIM  II€HaM,
YCTAHOBJICHHBIM  IPOU3BOAMUTEISIMU  JIEKAPCTBEHHBIX  IIPEaparoB,  Ha
JIEKapCTBEHHBIE MpEnapaThl, BKIIOYEHHBIC B MTEPEUEHb KU3HEHHO HEOOXOUMBIX U
BAKHEUILINX JIEKAPCTBEHHBIX IMpEnapaTroB, B COOTBETCTBUU C YTBEPKICHHOU B
nopsiike, ycranoieHHOM [IpaButensctBoM Poccuiickont denepanuu, METOAUKOMN
YCTAaHOBJICHHsSI OpraHaMU HCIOJIHUTEIBHOW BiAacTH CyOBeKkTOB Poccuiickoii
denepanuu npeaeIbHbIX Pa3MEPOB ONTOBBIX HAA0aBOK W MPEJETbHBIX Pa3MEpPOB
PO3HUYHBIX HaJA0aBOK K (DAKTUUECKUM OTMYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOAUTEISIMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE MpPENapaTthl,
BKJIFOUEHHBIC B TIEPEUYCHB KU3HEHHO HEOOXOIUMBIX U BaXKHEHUIITUX JIEKAPCTBEHHBIX
npenapatoB. [IpoekTel perieHui OpraHoOB MCIOJHUTEIBHOM BIACTH CYOBEKTOB
Poccuiickoit ®@enepanyii 00 yCTaHOBJICHMM W (WJIM) W3MEHEHHH TIPEETbHBIX
pa3MepoB ONTOBBIX HAJA0ABOK W MPEJETbHBIX Pa3MEpPOB PO3HUYHBIX HAT0ABOK K
(bakTH4YeCKUM  OTIMYCKHBIM  II€HaM, YCTAaHOBJICHHBIM  TPOU3BOJUTEISIMU
JIEKapCTBEHHBIX IIPENApaTOB, HA JIEKAPCTBEHHBIC IMpenaparbl, BKJIKOYCHHBIE B
nepeyeHb KU3HEHHO HEOOXOJMMBIX U BXKHEHIIWX JIEKApCTBEHHBIX MPENapaTos,
MO/JIEKAT COTJIACOBAHMIO C (pefepadbHBIM OPTaHOM HCIIOJIHUTEILHON BJIACTH,

YIOJHOMOYEHHBIM  OCYHIECTBJISITh  MPABOBOE  pEryldpoBaHue B  cdepe



TrOCYJapCTBEHHOTO peryaupoBaHusi I1ieH (TapudoB) Ha ToBaphl (yCIyTH), B
nopsiake, ycraHoBiieHHOM [IpaBurensctBom Poccutickoit @enepanumu.

2. Opra#uzangd ONTOBOW TOProBAM U (WMJIM) aNTEYHble OpraHU3aluy,
WHIUBUYaJIbHbIC peAnpUHUMATEIH, VMEIOIINE JIMLIEH3UIO Ha
(bapManeBTUYECKYIO JIEATeNbHOCTh, OCYIIECTBIISIIOT PEATU3AIMI0 JIEKAPCTBEHHBIX
MpenaparoB, BKIOYEHHBIX B MEPEUCHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX
JIEKaPCTBEHHBIX IMPENAPATOB, MO IIEHAM, YPOBEHb KOTOPBIX HE MPEBBIIIAET CYMMY
(baKkTHYeCKOI OTITYCKHOM IIEHbI, YCTAHOBJICHHOW MPOU3BOIUTEIEM JIEKAPCTBEHHBIX
IIPENapaToB U HE NPEBBIIAONIEH 3apErUCTPUPOBAHHOM MPEAEIBHOM OTITYCKHOU
IEHbI, U pa3Mep ONTOBOW Han0aBKU U (WJIK) pa3Mep PO3HUYHOW HAI0aBKH, HE
MIPEBBIIAIOIINE COOTBETCTBEHHO pa3Mepa MpeeIbHOM ONTOBOM HA/I0aBKHU U (MJIH)
pasmepa TMpenebHOM PO3HUYHOM HAJ0aBKH, YCTAHOBJICHHBIX B CYOBEKTE
Poccutickon ®@enepanumu.

3. Opranbl HCIOJHUTENBHOM BIAacTH CcyObeKTOB Poccuiickoii dDeneparuu
pasmemaror B cetn "MHTepHer" wuauM onyOJMKOBBIBAIOT HH(OpMALUIO O
3apETUCTPUPOBAHHON  MPEAECIbHOM  OTHYCKHOM II€HE Ha JIEKApCTBEHHBIC
npenaparbl, BKIIOUYEHHBIE B TEPEUYCHb KM3HEHHO HEOOXOJMMBIX U BaKHEHIIMX
JICKapCTBEHHBIX TMpenapaToB, 00 YCTaHOBJIEHHBIX B cyOwbekTe Poccuiickoi
denepanu  pa3Mepe TMpeAeTbHOW ONTOBOM Hamb0aBku U (W) pa3Mepe
npefeabHON  PO3HUYHOM HaA0ABKM K  YCTAHOBJEHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX TMpenapaToB (PAKTUYECKUM OTIMYCKHBIM II€HAM Ha JICKaPCTBEHHBIC
npenaparbl, BKIIOUYEHHBIE B MEPEUYCHb >KM3HEHHO HEOOXOJMMBIX U BaKHEHIIMX
JIEKAQpCTBEHHBIX MpernapaToB, U 00 yKa3aHHONW B YacTU 2 HACTOSIIEH CTaTbU
cymme. Mudbopmarus, mnpeaycMOTpeHHass HACTOSIIICH  YacThlo, JOJDKHA
pa3MeNaThCs TAKXKE B allTEYHBIX OPraHU3alMsAX B JIOCTYIHOM JJIsI CBEICHUS BCEX
3aMHTEPECOBAHHBIX JUI] (HOpPME 1 OOHOBIIATHCS IO MEPE €€ OIMyOJIMKOBAHUSI.

4. Tlpunatsle C HapylleHUEM 3aKkoHoAaTenbcTBa Poccuiickoit ®denepauun
pelleHusl OpraHOB UCIIOJHUTEIBLHON BiacTu cyobekTa Poccuiickoit deneparnu 06
YCTAaHOBJICHHHM TIPENEIbHBIX pPa3MEPOB OMNTOBBIX HAA0ABOK U MPEACIbHBIX

PasMEPOB PO3HUYHBIX HaI[6aBOK K 3apCruCTpupOBaHHBIM IMPCACIbHBIM OTITYCKHBIM



neHaM Ha JICKApCTBCHHLIC IPCIiapaThbl, BKIIOYCHHBIC B IICPCUCHb KHU3HCHHO
HGO6XOI[I/IMBIX U BaXXHEHUIITNX JICKAaPpCTBCHHBIX IIPCIIapaToB, IOJJIC)KAT OTMCHC B

Cy1eOHOM MOpSIJIKE.

I'maBa 13. MoHuTopuHr 3(p(PeKTUBHOCTH M 0€30MACHOCTH JIEKAPCTBEHHBIX

NnpenapaToB, HAXOAAMUXCSA B oOpameHun B Poccuiickoilt @enepanuu

Cratbs 64. ®apmakoHa 30p

1. JlekapcTBeHHbIC mMpenapaThl, Haxojdiiuecs B oOpaiieHun B Poccuiickoit
deneparuu, MOAJICKAT MOHUTOPUHTY A(HPEKTUBHOCTH U OE30MACHOCTH B LIEJISIX
BBISIBJICHUSI ~ BO3MOJKHBIX  HETAaTHUBHBIX  MOCIEACTBUM  HX  MNPUMEHEHHS,
WHJMBUAYAJIBHON HEIEPEHOCUMOCTH, IpeaynpeKIeHUs MEUIIMHCKUX
paOOTHHUKOB, BETEPUHAPHBIX CIEIUATUCTOB, TMAI[MEHTOB WM  BJIAJCIIbIICB
YKUBOTHBIX U WX 3aLUTHI OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX MPEMAPATOB.

2. ®apMaKOHAJ30p OCYIIECTBISAECTCS COOTBETCTBYIOIIUM YHOJTHOMOYEHHBIM
dbenepalbHBIM OPraHOM HMCIOJHUTEILHOM BJIACTH B YCTAHOBJICHHOM UM TOPSIKE
NyTeM aHaju3a NpPelOCTaBIsIEMOl CyObeKTaMU OOpallleHUus JIeKapCTBEHHBIX
cpenctB uMH(OpMAIMKM O TOOOYHBIX JEHCTBUSAX, HEXKENATEIbHBIX PEaKIUiX,
CEPhE3HBIX HEKENATEIbHbIX PpPEaKUMsIX, HENPEeIBUACHHBIX HEXENIaTeIbHbIX
peakuusX Mpud NPUMEHEHUM JIEKapCTBEHHBIX MpenaparoB, 00 HMHIWBHUAYaTbHOU
HENEPEHOCUMOCTH, OTCYTCTBUHU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MpENnaparos, a
Takxe 00 MHBIX (PaKTaX U OOCTOSATENBCTBAX, MPEJICTABISAIONIMX YTPO3Y KUZHU WIH
3I0POBbIO0  YEJIOBEKA JUOO IKUBOTHOTO TMPU MNPUMEHEHUHU JIEKAPCTBEHHBIX
IpernapatoB W BBIIBICHHBIX Ha BCEX JdTamax oOOpalieHusi JIEKapCTBEHHBIX
npemnaparos B Poccuiickon denepaunu U Apyrux rocygapcraax.

3. CyObekTsl 0oOpaleHusi JICKapCTBEHHBIX CPEJCTB B TOPSIKE, YCTAHOBICHHOM
YIOJHOMOYEHHBIM (heJIepaIbHBIM OpPTraHOM HCIIOJHUTEIHHONW BIIACTH, OOS3aHBI
cooOIIaTh B YMOJHOMOYEHHBIN (pepepabHblii OpraH UCIOJIHUTEILHON BJIACTH O
MOOOYHBIX JIEWCTBUSIX, HEXKEJIATEIbHBIX PEAKINAX, CEPhE3HBIX HEXKEIaTeIbHBIX

pCaKuugax, HCHIOPCABUACHHBIX HCKCIATCIbHBIX PCAKIHAX IIPU IMIIPUMCHCHHUHA



JIEKapCTBEHHBIX MpEnapaToB, 00 WHANBUAYAIbHON HENEPEHOCUMOCTH, OTCYTCTBHH
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHBIX TNPENapaTroB, a Takke 00 HHBIX (akTax u
00CTOSITENBCTBAX, MPEJCTABISIONIUX YTPO3Y KU3HU WIIU 3JI0POBbIO YeJIOBEKa 100
YKUBOTHOT'O ITPU NIPUMEHEHUH JIE€KAPCTBEHHBIX IPENAapaTOB U BBISBICHHBIX HA BCEX
sTanax oOpalleHusl JIEKApCTBEHHbIX IpenaparoB B Poccuiickoit ®denepanuu u
JIPYTUX TOCYapCTBaX.

4. Jlep>kaTesid Wi BIAAENbLbl PETUCTPALMOHHBIX YIOCTOBEPEHUI JIEKAPCTBEHHBIX
MpenaparoB, IOPUIUYECKUE JIUIA, HAa MMS KOTOPBIX BBIJIAHBI pPa3pellIeHUs Ha
IPOBEICHHE KIMHUYECKUX uccaeaoBannii B Poccuiickoit ®enepanuu, aud0
YIOJHOMOYEHHbIE WMHU JpYrue IOpUIUYECKHE JHUIa B paMKax o0OecrnedyeHHs
0€30MacHOCTH  JIEKAPCTBEHHBIX IMpENaparoB B MOPSJIKE, YCTaHOBJICHHOM
COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (heepaIbHbIM OPraHOM HCIIOJTHUTEIbHON
BJIACTH, OOS3aHbI OCYUIECTBIIATH IpPUEM, Y4eT, oOpaOOTKy, aHaJu3 W XpaHEHUE
NOCTYNAIONIMX B UX aJIpeC OT CyOBEKTOB OOpallleHUs! JIEKAPCTBEHHBIX CPEJCTB U
OpPraHoOB TOCYJAapCTBEHHOW BJIACTH COOONICHUH O MOOOYHBIX JEUCTBUSIX,
HEXKEJATENIbHBIX PEAKIMAX, CEpPbE3HBIX HEXKEIATENbHbIX W HENPEIBUIACHHBIX
HEXENaTeNbHbIX PEaKUMsIX MpPU NPUMEHEHUHW JIEKapCTBEHHBIX MpenaparoB, 00
OCOOCHHOCTSIX MX B3aMMOJIEUCTBUS C APYTMMHU JIEKAPCTBEHHBIMU TMpenapaTamu,
UHAMBUIYyQJIbHOM  HENEpEeHOCHUMOCTH, a Takke o0 uHbIX (aktax u
00CTOSITENBCTBAX, MPEACTABISIOINX YTPO3Y KU3HU WJIU 3/I0POBbIO YEJIOBEKa 100
JKUBOTHOTO WJIM BJIMSIFOIIMX HA M3MEHEHUE OTHOILEHUS OXUAAEMOW IOJb3bl K
BO3MOYKHOMY PUCKY TPUMEHEHUSI JIEKAPCTBEHHBIX MPEnapaToB.

5. Ilpu BbIsiBIEHMH HMHPOPMALUU O CEPHE3HBIX HEXKEJNATEIbHBIX PEaKLUUsIX U
HEIPENBUACHHBIX HEXEJATEIbHBIX PEAKUUAX NPH MPUMEHEHUHU JIEKaPCTBEHHBIX
npenaparoB, 00 0COOEHHOCTSIX MX B3aUMOJACHCTBUS C JIPYTUMHU JIEKAPCTBEHHBIMU
npenapaTamMy, MHAUBUyaJIbHOM HENMEPEeHOCUMOCTH, a Takke 00 MHBIX (haKkTax U
0OCTOATENbCTBAX, BIUSIOUIMX HAa W3MEHEHHE OTHOIICHMS OXHIaeMOM MOJb3bl K
BO3MOYKHOMY PHCKY MPUMEHEHHUS JIEKapCTBEHHBIX MPENapaToB, AEp>KATeIu WU
BJIAJENbLBl PETHCTPALMOHHBIX YIOCTOBEPEHUI JIEKAPCTBEHHBIX IPENaparos.,

IOPUAWYCCKUC JIMId, Ha KM KOTOPBIX BbIAdHbI PAa3pClICHUA Ha IIPOBCACHHC



KIIMHAYECKUX uccheaoBannii B Poccuiickoit denepanun, Tu00 YIOITHOMOYEHHBIC
UMU JIpyTHE IOPUAUYECKHE JIMIa OOS3aHbl MPHUHSATH MEPHI, HAMpaBICHHBIE HA
YCTpAaHEHHE HETAaTUBHBIX IMOCJIEACTBUM TMPUMEHEHUSI TaKUX JIEKapCTBEHHBIX
MpernaparoB, MNPEAYNPEKACHUE TPUUYUHCHHUS BpeAa >KU3HU WIH 3JI0POBBIO
yeJioBeKa MO0 >KMBOTHOTO, 3alIUTy UX OT MPUMEHEHUS TaKUX JIEKAPCTBEHHBIX
npenapaToB, Ha JOMOJHUTENBHBIM cOOp JaHHBIX 00 23(PHEKTUBHOCTH U
0€30I1acCHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOllleHHe WIM COKPbITUE HH(POpPMAIIUU, MPETyCMOTPEHHON YacThio 3
HACTOSIIIIE  CTaThW,  JepKaTeld WM  BJIQACIBIBI  PETHCTPAIMOHHBIX
YIOCTOBEPEHUI JIEKAPCTBEHHBIX TMpENapaToB, IOPUAMYCCKUE JIAIA, HA WMS
KOTOPBIX BBIJIaHbI Pa3pelleHHs] Ha TPOBEJCHHWE KIMHUYECKUX MCCIEIOBAaHUN B
Poccuiickoii ®deneparuun, J1uO0 yNOJTHOMOYEHHBIE UMH JPYTU€ IOPUIUYECKUE
JIUIA, a TAKXKE JIOJDKHOCTHBIE JIMIIA, KOTOPBIM 3Ta HHGOpMAIHsl CTajia U3BECTHA 110
pony ux mnpodecCHOHAIBHONW JIEITENbHOCTH, HECYT OTBETCTBEHHOCTh B
COOTBETCTBHHM C 3aKOHOJATEILCTBOM Poccuiickoit @eaepanni.

7. Ilpn mony4yeHUH yMOJTHOMOYEHHBIM (efepalbHbBIM OPraHOM HCIIOJHHUTEIIbHON
BJAaCTM B paMKaX OCYIIECTBICHUS UM ¢dapMakoHAI30pa JAOKA3aTeNbCTB O
HECOOTBETCTBUH JICKAPCTBEHHOTO TpErapaTa yCTAHOBICHHBIM TPEOOBaHUSM HIIU
IpU MOJyYeHUU UHGOPMAIIMU O HECOOTBETCTBUH JIaHHBIX 00 d(PPEeKTUBHOCTU U O
0€30MMacHOCTH JIEKapCTBEHHOTO TIperapara JaHHBIM O JIEKapCTBEHHOM Tpemnapare,
coJiep KaluMCsl B UHCTPYKIIMU TI0 €r0 TPUMEHEHUIO (B TOM YHCIIEC BBISIBIICHHBIX B
XO0JIe OCYIIeCTBICHHUS (hapMaKkoHaA30pa KOHTPOJIHHO-HAA30PHBIMH OpraHaMH
WHOCTPAHHBIX  TOCYJapCTB),  YIIOJIHOMOYCHHBIM  (emepanbHBIA  OpraH
WCITOJIHUTEIILHOM BJIACTU B YCTAHOBJICHHOM WM TIOPSIKE PacCMaTPUBAET BOIIPOC O
MPUOCTAHOBJICHUU TPHUMEHEHUS TaKOTO JICKAPCTBEHHOTO TIperapara.

Cratbs 65. [IprocTaHoBIeHHE PUMEHEHUS JIEKAPCTBEHHOTO Mpernapara

1. IIpu monyuenun MHGOPMAIIMKM O HEXKENATEIBHBIX PEAKIUAX MPU MPUMECHCHHUH
JICKapCTBEHHOTO TIperapara, HE YKa3aHHBIX B HWHCTPYKIIUU TIO TPUMEHEHHUIO
JICKapCTBEHHOTO  TIpemapara, CEepPhe3HbIX HEXKEIATeNbHBIX  peakmusax, 00

OCOOCHHOCTSX €ro BSaHMOHCﬁCTBHH C ApyTruMHu JICKapCTBCHHBIMHA IIpCIlapaTaMu,



KOTOpPBIE MOTYT MPEACTABISATh yrpo3y JKW3HU WM 3I0POBBIO HYEIOBEKa JIMOO
KUBOTHOTO, a TaKXE O HECOOTBETCTBUU MAaHHBIX 00 H(P(OEKTUBHOCTH HU O
0€30IacHOCTH JICKAPCTBEHHOI'O Mpenapara JaHHBIM O JIEKQpCTBEHHOM Iperapare,
COAEpXKAIMMCSI B MHCTPYKIIMM TI0 €ro MNPUMEHEHUIO, B TOM YHUCIE OT
YIOJIHOMOUYEHHBIX OpraHOB HMHOCTPAHHBIX TOCYJApCTB, OOMEH KOTOPOM
OCYIIIECTBIISIETCS B COOTBETCTBUM C COIVIAIICHUSIMU MEXIY YHOJHOMOYEHHBIM
dbenepalbHBIM OPTaHOM HCIIOTHUTEIIBHON BIIACTH W YITOJTHOMOYCHHBIMH OpraHAMU
MHOCTPAHHBIX rocyaapcTB, YIOJTHOMOYEHHBIN benepaabHbIi OopraH
HUCIIOJTHUTEIbHOM BJIACTU  pPACCMATpPUBAECT BOIIPOC 0 BO3MOKHOCTH
MPUOCTAHOBJICHUSI OOpallleHUsI TAaKOro JIGKAPCTBEHHOrO Mpernapara B MOPSIKE,
YCTAHOBJICHHOM YIIOJJHOMOYEHHBIM (hefiepaIbHbIM OPTraHOM HMCIOJHUTEIHHOM
BJIACTH.

2. Ilpu HEUCHOTHEHWHU WM HEHAJUIC)KAIIEM WCIOJHCHUHN JIep)KaTeIsIMH WU
BJIaJICJIBIIAMU PETUCTPAIMOHHBIX YJIOCTOBEPECHUH JIEKAPCTBEHHBIX IIPENapaToB,
IOPUANYECKUMH JIUIIAMU, HA UMsI KOTOPBIX BBIJIAHBI PA3PEIICHUs] HA MPOBEIACHUE
KJIMHUYECKUX HccaenoBannii B Poccuiickor deaepanuu, Wi yoIHOMOYEHHBIMU
UMU IPYTUMH IOPUANICCKUMU JIUIIAMA 00S3aHHOCTEH, YCTAHOBJICHHBIX YaCTIMH 3
u 4 crarem 64 wHactosimero denepanbHOro 3akoHa, JHOO B Clydasx
MPEACTABICHUS] COOTBETCTBYIOIIUM YIIOJHOMOYCHHBIM (pefepalbHBIM OPTaHOM
WCMOJIHUTEIbHOW  BJIACTH  3AKJIIOYECHUSI O HEJOCTOBEPHOCTH  PE3YJIbTATOB
KJIMHUYECKOI0 MCCIICIOBAHUA JICKAPCTBEHHOIO IIpernapara sl MEIUIUHCKOTO
MPUMEHEHMS, KOTOPOE OCHOBAHO Ha pe3yibTarax IMPOBEPKH MEIULIMHCKOMN
OpraHu3alyy, NPOBOAMWBIIECH YyKa3aHHOE KIMHUYECKOE MCCIEIOBAaHUE C
HapylIeHUEM TMpaBWil HaUIeKallel KIMHUYECKONM TMpPaKTUKU, W TPUBEIO K
MOJYYEHUIO HEJIOCTOBEPHBIX PpE3yJbTaTOB, JUOO B CJydae HEBBIIIOJIHEHUS
MPEANUCAHNS,  BBIJAHHOTO  YIMOJHOMOYEHHBIM  (pefepadbHBIM  OPTaHOM
WCIIOJIHUTEIILHON BJIACTH IO WTOTaM OCYIIECTBICHUS BBHIOOPOYHOTO KOHTPOJIS
KauyecTBa JIEKQPCTBEHHOI'O Mpenapara, YINOJTHOMOYECHHBIN ¢denepaabHbli OpraH
VICTIOJIHUTEIBbHOW BJIACTU B YCTAHOBIICHHOM MM IOPSJIKE pAaCCMaTPUBAET BOMPOC O

IMPHUOCTAHOBJICHHUHU IIPUMCHCHHS TAKOT'O JICKAPCTBCHHOI'O ITpeIiapara.



Cratbs 66. Madopmanius o pe3ynbrarax dhapmMakoHaazopa

YOJIHOMOYEHHBIN dbenepanbHbIi opras VCTIOJIHUTEbHOU BJIACTH,
OCYHIECTBIISIOMUN (papMakoHa30p, HAXOIAIIMXCS B oOpamienun B Poccuiickoi
@denepauny, 1O pe3yabraraMm  (papMakoHaa30pa  pa3MENIaeT HAa  CBOEM
oduimanbHOM caiite B cetd "MHTepHeT" MHPOpPMalLIUIO O MPUHATHIX PEHICHUSIX O
BHECEHUM W3MEHEHHUS B MHCTPYKUUIO 1O MPUMEHEHHUIO JIEKApCTBEHHOIO
npenapara, O MNPUOCTAHOBJICHUM IPUMEHEHHS JIEKapCTBEHHOTO Ipemnapara, o0
U3BATUM M3 OOpalleHusi JIEKapCTBEHHOTO Ipernapara WM O BO300HOBICHUU

MMPUMCHCHU JICKAPCTBCHHOI'O IIpCIiapara.

I'naBa 14. Undopmanus o JieKapCTBEHHBIX NMpenaparax

Cratps 67. IHpopmalus o JeKkapCTBEHHBIX IIpenapaTax

1. Mludopmanus o JeKapCTBEHHBIX IpernapaTax, OTIIyCKaeMbIX IO pelenTy Ha
JIEKapCTBEHHBIN MpEnapart, JT0JKHA COAEPKATHCA TOJIBKO B CIELMATM3UPOBAHHBIX
U3JAHUSX,  [peJHa3HAaYeHHBbIX  JJIS  MEAULMHCKUX,  (apMaleBTUYECKUX,
BETEpUHAPHBIX paOOTHUKOB. MHbopmalys o JexkapCTBEHHBIX Mpenaparax s
CHELIMAIUCTOB B  O0JlacTH  OOpalieHus JIEKapCTBEHHBIX CPEACTB  MOXKET
COJEpKaThCsl B MOHOTpa(usix, CIpaBOYHUKAX, HAYYHBIX CTAaThiX, B JIOKJIAJax Ha
KOHIpeccax, KOH(EpeHUHUsAX, CUMIIO3UyMax, HAYYHBIX COBETaX, a TaKke B
MHCTPYKIUAX MO IPUMEHEHUIO JIEKAPCTBEHHBIX MPENAPaTOB.

2. Undopmamust 0 JeKapCTBEHHBIX Npenaparax, OTIYCKaeMbIX 0e3 pelenrta Ha
JIEKapCTBEHHBIN MpenapaT, MOXKET COJEPKAThCS B IMyOJMKALUAX U OOBSIBICHUSIX
CPEICTB MAaccoBOM WH(pOpMalLKU, CIEUUATU3UPOBAHHBIX M OOIIUX MEYaTHBIX
U3JIaHUAX, MHCTPYKLUMSIX IO MNPUMEHEHHUIO JIEKaPCTBEHHBIX MPEnapaTroB, HHBIX
U3JIaHUSIX CYOBEKTOB  OOpalleHHs] JIEKApCTBEHHBIX CpelacTB. PekiamHbie
MaTepuaigbl O JIEKApCTBEHHOM IIperapare, OTIIyCKkaeMoM 0e3 perenrta Ha
JIEKapCTBEHHBI  MpenapaTr, JOJDKHBI ~ COOTBETCTBOBATH  MHCTPYKIUHU  TIO

IMPHUMCHCHUIO JICKAPCTBCHHOTI'O IIpcriapara.



3. JlomyckaeTrcs  WCIIOJNIB30BAaHWE  JIFOOBIX  MaTepUajbHBIX  HOCHTEIEH,
MO3BOJIIONINX ~ XPaHUTh, TIEpenaBaTh M HCIOJIB30BaTh HH(POPMAIHMIO O

JICKApPpCTBCHHLIX IIPCIIapaTax 0e3 ee NCKaKCHU.

I'naBa 14.1. OrpannyeHusi, HajlaraeMble Ha OPraHU3ALMHU, OCYLIECTBJIAIONINE

1eITeJIbHOCTD M0 00PAIEHUIO JIEKAPCTBEHHBIX CPeICTB

Cratbs 67.1. OrpanuueHus, HajgaraeMble MPU OCYIIECTBICHUM IEATEIHLHOCTH B
chepe oOpaileHus T€KapCTBEHHBIX CPEJICTB

1. Opranuzainuu, 3aHUMarONIMEcs pa3paOOTKOW, MPOUZBOACTBOM U  (WJIN)
peanu3anuend JIEKapCTBEHHBIX IMPENapaToB [JIs MEIUIIMHCKOTO IPUMEHEHMUS,
opraHuzanuy, oOJajaronIe IMpaBaMH  HA  HCIOJb30BAHHE  TOPrOBOTO
HAaMEHOBAHUs JIEKAPCTBEHHOrO IIpenapaTta sl MEIWLMHCKOrO MNpPUMEHEHHS,
OpraHu3allid ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CPEJACTBAMH, aIlTCUHbIC
opraHu3anuu (UX TPEeACTABUTENIM, WHbIE (PU3MYECKUE W IOPUIUYECKHUE JUIA,
OCYILIECTBIISIFOIIME CBOKO JIESITEIBHOCTh OT HWMEHHM J3THUX OpraHu3anui) B
OTHOIIICHUM MEAMIIMHCKUX PAOOTHUKOB U  PYKOBOJUTENCH MEIUIIMHCKUX
OpraHu3anui He BIIPAaBeE:

1) BpyuaThb TMOAAPKH, BBILIAYUBATH JICHEXKHBIC CPEICTBA (32 MCKIIOYCHHUEM
BO3HArPXKJICHUM MO JOTOBOpaM IMpPHU MPOBEACHUU KIMHUYECKUX HCCIETOBAHUM
JIEKApCTBEHHBIX MPENapaToB Il MEIULMHCKOTO MPUMEHEHUS, BO3HATPAXKICHUM,
CBSI3aHHBIX C OCYIIECTBIICHHMEM MEAMIIMHCKUM PaOOTHUKOM IEJaroruueckoi u
(W) HAy4YHOM AESATETHLHOCTH), B TOM YHCJIE OIUJIAYMBATh Pa3BJICUCHUS, OTIBIX,
MpOe3]l K MECTy OTAbIXa, a TAaKKE IMPUBJICKATh K YyYaCTUIO B Pa3BIECKATEIbHBIX
MEPOIPUSATUSIX, TPOBOAUMBIX 3a CUET CBOUX CPE/CTB;

2) 3aKiIoyYaTh COTJIANICHWS O HA3HAYEHWH WM PEKOMEHJAlUU TMalrdeHTaM
JIEKApCTBEHHBIX MpenapaToB i MEAUIMHCKOTO MPUMEHEHHs (32 UCKIIOYEHUEM
JIOTOBOPOB O TMPOBEJICHUM KIMHUYECKUX HCCIICIOBAHUN  JIEKAPCTBEHHBIX

MpenapaToB Jisl MEUIIUHCKOTO MPUMEHEHUS );



3) mpenocTaBiATh OO0pa3lbl JICKAPCTBEHHBIX TPENApaToB Ui MEIUIIMHCKOTO
NPUMEHEHUST B TESIX BPYUYEHUS TMalWeHTaM (3a WCKIIOYCHHEM CIIydaes,
CBSI3aHHBIX C TMPOBEJICHUEM KIMHUYCCKUX HCCIICIOBAaHUNA JIEKapCTBEHHBIX
MpenapaToB sl METUIIMHCKOTO IPUMCHECHHUS);

4) TpeaoCTaBlIATh HEIOCTOBEPHYIO H (MJIM) HEMOJIHYI0 HH(POPMAIUIO O
JICKapCTBEHHBIX IpemapaTax Uil MeIUIIMHCKOTO MPUMEHCHHST,

5) mocemiath uX B pabodee BpeMs Ha pabOYHMX MECTax, 3a HCKIIOUCHHUEM CITydacs,
CBSI3aHHBIX C TMPOBEJICHUEM KIMHUYCCKUX HCCIICJIOBAaHUNA JIEKQpCTBEHHBIX
pernapaToB Ui MEAUIIMHCKOTO TIPUMEHEHHWS, C ydJacTHeM B TIOPSIKE,
YCTAaHOBJICHHOM PYKOBOJHWTEIEM MEAWIIMHCKON OpraHW3alliid, B COOpaHHIX
MEUIMHCKUX paOOTHUKOB U HMHBIX MEPONPUATHIX, HANpPABJICHHBIX Ha
MOBBINICHUE WX TPO(YECCHOHATHLHOTO YPOBHS WM HAa  MPEJOCTABICHHUE
uH(pOpMAaIUU, CBSI3aHHOM C OCYIIECTBJICHHEM MOHUTOPHUHIa O€30MacHOCTU
JIEKapCTBEHHBIX MPETapaToB;

6) moOyX/1aTh K BBITMCBIBAHUIO JICKAPCTBEHHBIX MPEHApaTOB I MEIUIIMHCKOTO
MpUMEHEHUs1 Ha OJaHKax, COoep KaluX MH(POpMAIMI0 PEeKIaMHOTO Xapakrepa, a
TaK)Ke Ha PEIENTYPHBIX OJTaHKaX, Ha KOTOPBIX 3apaHee HaleYaTaHO HanMECHOBAaHUE
JIEKapCTBEHHOTO TIpenapara Jijisi MEAUITMHCKOTO TPUMEHEHUS.

2. Opranm3anuu, ykaaHHble B a03aile epBoM dacTh 1 HacTosIIEH CTaThu, U UX
MPEACTaBUTEIIA B OTHOIICHUH (hapMarleBTUICCKUX PAOOTHUKOB M PYKOBOJMTEIICH
anTEYHBIX OPTaHU3aAIMi HE BIIPaBe:

1) Bpy4ath nojapku, BeIILJIAYUBATH JICHEKHBIC CPEJICTBA, B TOM YHCIIC OIIAYMBATh
pasBJICUCHHUS, OTMABIX, MPOE3] K MECTy OTIbIXa, M TPHUBIICKaTh K Y4YacTHIO B
pa3BIICKATEIBHBIX MEPOMPHUSITHUSIX, POBOJAUMBIX 32 CYET CBOUX CPEJICTB;

2) TpeaoCTaBIATh OO0pa3lbl JICKAPCTBEHHBIX TMPENapaToB JJId MEIUIIMHCKOTO
MPUMEHEHUS TSl BPYUCHUS HACEIICHUIO;

3) 3akmoYaTh COIJIAIICHUS O MPEJIOKCHHHM HACEICHUIO  OMNPEACICHHbBIX

JICKAPCTBCHHLIX IIPCNapaToB JJIA MCAUTHUHCKOI'O IIPUMCHCHU A,



4) TpemoCTaBIATh HEIOCTOBEPHYIO W (WJIM) HEMOJHYI0 HWH(POPMAIUIO O
JIEKapCTBEHHBIX Ipenaparax Juisli MEIUIMHCKOTO NPHUMEHEHHUS, B TOM YHUCIE
UMEIOLINX OJINHAKOBOE MEKIYHAPOJHOE HEATEHTOBAHHOE HAUMEHOBAHHUE.
Cratps 67.2. TpeboBaHUA K OpraHU3AIMU U MPOBEICHUIO HAYYHBIX MEPONPUITHUH,
UHBIX MEPOIPUATUI, HAIIPABJIIEHHBIX HA MOBBILIEHHE MPO(YECCUOHATIBHOTO YPOBHS
MEAMIMHCKUX PaOOTHUKOB WJIM Ha NPENOCTaBICHUE MH(POpPMAIUH, CBSI3aHHOM C
OCYIIIECTBICHUEM MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB

1. IIpu npoBeaEeHNHN HAYyYHBIX MEPONPUSATHI, UHBIX MEPOIPUATHI, HAPABICHHbBIX
Ha TOBBIIIEHWE MPO(PECCHOHATIBHOIO YPOBHSI MEIUIMHCKUX PAaOOTHHKOB WM HA
IPEIOCTABJIEHUE CBSI3aHHOM C OCYLIECTBICHMEM MOHHUTOpPUHIA O€30MacHOCTH
JIEKapCTBEHHBIX INpernapatoB HMHQPOpPMAlUM, OPraHU3yEeMbIX OpraHHU3alUsIMHU,
yKa3aHHBIMH B ab3are mepBoM udactu 1 crathu 67.1 mHactosmero denepaibHOTO
3aKOHA, UX MPEACTABUTEISIMU U (WIK) (PUHAHCHPYEMBIX 3a CUET CPEACTB ITHX
OpraHu3alliidi W WX MPEACTAaBUTEIEH, 3alpellaeTcs IMpensTCTBOBATh YYACTHIO B
YKa3aHHBIX MEPOINPUATUSAX MHBIX OpraHu3aluii, KOTOpbI€ MPOU3BOAAT WIH
peanu3yroT JIEKAPCTBEHHBIE IIpenapaThl Uil MEIUIMHCKOTO IPUMEHEHHs CO
CXOKMM  MEXaHU3MOM  (apMakoOJOTHMUECKOTO JIEUCTBUA, JIMOO CO3/1aBaTh
JVCKPUMUHALMOHHBIE YCIIOBHS JUIsl OAHUX YYACTHUKOB I10 CPABHEHHUIO C IPYTHUMH
YYaCTHHKaMH, @ UMEHHO:

1) mnpemocTaBiATh PA3TUYHOEC KOJUYECTBO BPEMEHHM JUIS  BBICTYIUICHUH
YYAaCTHHKOB, pAa3JIMYHblE [0 pa3sMepy 3aHMMAEMOM IUIOMAAM MecTa Ui
JEMOHCTpAaLlMM  00pa3IOB JIEKAPCTBEHHBIX MPENapaToB s MEIUIUHCKOIO
NPUMEHEHUs WM PEKIIaMHBIX MaTepHaloB O JIEKAPCTBEHHBIX Ipernaparax s
MEIULMHCKOr0 MPUMEHEHHS Ha YKCIIO3ULIMSIX, CTEHIAX, 34 UCKIIOUYEHNUEM CITy4aes,
€CIM TaKUE YCJIOBHUSl 3aKpEIUIEHbl B COIMVIAIICHUSX HTUX OpraHu3anuil, Hx
npejacTaBuTesied 0 (PUHAHCUPOBAHUU YKA3aHHBIX MEPONPUATUN U O0OYCIOBICHBI
pa3IMYHBIMU 3aTPAaTaMH YYaCTHUKOB HA UX OPTraHU3ALUIO;

2) yCTaHaBIMBATh pa3Mep B3HOCA ISl YYACTHUKOB MEPOIPHSTHI, yKa3aHHBIX B

a03a1e NepBOM HACTOALLEH YaCTH, MPEBBIIIAIOIIMN CyMMY 3aTpaT Ha OpPraHU3aLiio



yYKa3aHHBIX MEPONPUATUN M BEAyUIMl K HEOOOCHOBAHHOMY OTPAHUYECHHIO YHUCIIA
UX YYaCTHUKOB.

2. Opranuzanuu, yka3aHHble B a03alie rnepBoMm 4yactd 1 cratbu 67.1 HacTosiero
denepanabHOro 3aKOHA, WX MPEACTABUTENH, OCYIIECTBISIIONIME OPraHU3ALMIO U
(unu) puHAHCHPOBAHUE MEPOIIPUATHM, YKa3aHHBIX B yacTH 1 HAcTOALIEH cTaThy,
00s13aHbl OOecrneunBaTh JAOCTYNl K HMH(OpMalMM O Jare, MECT€ U BPEMEHHU
NPOBEICHHUSI YKa3aHHBIX MEPONPHUATHHM, IUIAHAX, @porpaMmax MpOBEIEHUS
YKa3aHHBIX MEPOIIPUATUI U TEMaX, IVIAHUPYEMBIX JJII PACCMOTPEHUS, COCTABE UX
YYAaCTHHKOB IIyTEM pa3MEIICHHUs] COOTBETCTBYIOIIEH HWH(OpManuu Ha CBOUX
opumanbHbIX caitax B cetd "MHTepHET" He Mo3/1Hee ABYX MECSLEB J0 Haydaa
IIPOBENICHUSI YKA3aHHBIX MEPOIIPUSTHIA.

3. Uadopmanmst 0 mpoBeneHUH MEpONPHUATHI, YKa3aHHBIX B 4acTH 1 HacTosImen
CTaTbU, B CPOK, YCTAHOBJICHHBIM YacThlO 2 HACTOSLIEM CTaThbu, JOJHKHA OBITh
HanpasJieHa B (efiepaibHblil OpraH MCIOJHUTEIBHON BJIACTH, OCYUIECTBIISIOIINN
(GYyHKIMM 1O KOHTPOJIO M HAA30py B cdepe 3ApaBOOXpAHECHMS, I
MOCJEAYIOUIET0 pa3MeleHUs] ee Ha O(QUIUAIbHOM CaiiTe 3TOro OpraHa B CETU

"Untepuer".

I'nmaBa 15. OTBeTCTBEHHOCTh 32 HapylleHHe 3aKOHOAaTebLcTBa Poccuiickoi
Denepanuu Npu 00palleHUH JIEKAPCTBEHHbBIX CPEIACTB U BO3MellleHHe Bpeja,
NPUYMHEHHOI'0 310POBbI0 IPAKIAH BCIEACTBHE NIPUMEHECHUS JIEKAPCTBEHHBIX

npenaparon

Cratpst 68. OTBeTCTBEHHOCTb 3a HapylleHHWE 3aKOHOJaTeNbcTBa Poccuiickoi
denepanuu pu oOpalleHUH JIEKApCTBEHHBIX CPEICTB

1. Hapymenue 3akoHomarenbctBa Poccuiickoit ®denepamuu mpu oOpalieHUH
JIEKapCTBEHHBIX CPEJCTB BJEUET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKOHOAATENLCTBOM Poccurickon denepanuu.

2. 3a wHempencTaBieHue HHPoOpMaAUMK U (WIM) JaHHBIX, HPETyCMOTPEHHBIX

HaCTOAIIIUM CDCI[CpaJIBHBIM 3aKOHOM, CY6’I)€KTBI O6paH_I€HI/ISI JICKAPCTBCHHLIX



cpeacrts HECyT OTBCTCTBCHHOCTb B COOTBCTCTBMM C 3daKOHOJAATCIBLCTBOM

Poccuiickon ®@enepamumn.

Cratbs 69. Bo3memnienue Bpena, MpUUMHEHHOTO 37I0POBBIO TPaKIaH BCIICJCTBUC
MPUMEHEHUS JIEKaPCTBEHHBIX MpenapaToB

1. IlpousBoauTenb JIEKApCTBEHHOTO Ipenapara o0s3aH BO3MECTHTHh Bpel,
MPUYMHCHHBIA 3I0POBBIO0 TPaXXJAaH BCJICICTBHE TNPUMEHEHHUS JIEKAPCTBEHHOTO
npenapara, eciu JI0Kka3aHo, YTo:

1) nekapCTBEHHBIM Nperapar MPUMEHSJICS M0 HA3HAYCHHIO B COOTBETCTBHH C
WHCTPYKITUEH MO TPUMEHEHHIO JICKAPCTBEHHOTO MpernapaTa W NMPUYUHON Bpena
SBWICS BBOJI B TPaXJTaHCKUUA OOOpPOT HEJOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO
npernapara,

2) Bpea 3I0pPOBBIO TPUYMHEH BCIEACTBUC HEIOCTOBEPHON HHMOpMAIUH,
coJlepKallieiicss B HMHCTPYKIMU TIO MPUMEHEHHUIO0 JIEKapCTBEHHOTO TIperapara,
W3JITaHHOW TTPOM3BOIUTEINIEM JICKAPCTBEHHOTO Mpenapara.

2. B ciydae, eciu Bpea 3I0pOBbIO Tpak/laH MPUYMHEH BCIEICTBHE MPUMEHEHUS
JICKapCTBEHHOTO Tpernapara, MPUIISANIero B HETOAHOCTh B PE3yJIbTaTe HAPYIICHUS
MpaBuJ XpaHEHUsS JICKAPCTBEHHBIX CPEICTB, TMPaBUJ ONTOBOM TOPTOBIHU
JIEKapCTBEHHBIMHU TperapaTaMu, MPaBUJ OTIIyCKa JICKAPCTBEHHBIX IMPENapaToB,
MIpaBUJI M3TOTOBJICHUS U OTIYCKa JICKAPCTBEHHBIX MPENapaToB, BO3MEIICHUE BpeIa
OCYIIECTBJISIETCSI ~ COOTBETCTBEHHO  OpraHW3alieid  ONTOBOW  TOPTOBIIHU
JICKapCTBEHHBIMU CPEJICTBAMH, aNTCYHOHW OpraHWU3alMeH, WHIWBHIYaTbHBIM
NpeANpUHAMATEIEM,  WUMCIOIIMMH  JIMIICH3WI0  Ha  (apMareBTHICCKYIO
NESATEeTbHOCTh WJIM JIMIICH3WI0O Ha MEIUIIMHCKYIO JEeATEeIbHOCTh, MEIUIIMHCKOU
OpraHu3aIyel, UMEIOIIeH JIMIEH3UI0 Ha (apMaleBTUYECKYIO NEATEIHHOCTh (ee
000cOONEHHBIM  TOJpasfeieHueM  (amOynaTopueit,  (QenpamepckuMm U
denpamepcKko-akymepeKuM MyHKTaMHu, IIEHTPOM (oTaeseHrueM) ol1eii BpauyeOHon
(cemeliHOM) TPaKTHKH), PACIOJIO)KEHHBIM B CEJIILCKOM HACEJIICHHOM IYHKTE, B
KOTOPOM OTCYTCTBYET alTe€YHash OpPraHu3allvs), JOMYyCTHBIIUMHU MPOJAKY WA

OTIIYCK TaKOro JICKAapCTBCHHOI'O IIpCIiapara.



3. BosMmemnienne Bpeaa, NPUUYMHEHHOTO 3I0POBBIO TpPa)KAaH BCIEACTBHE
IIPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB WM COBEPIICHUS HNPOTUBONPABHBIX
JNEUCTBUM CyObEeKTaMH OOpalleHUs JEKapCTBEHHBIX CPENCTB, OCYLIECTBIIAETCS B

COOTBETCTBMHM C 3aKOHOJATENBbCTBOM Poccuiickon ®Penepanun.

I'maBa 16. 3aka04YUTEIbLHBIC TOJIOKEHUS

Cratest 70. O mpu3HaHUW YTPATUBIIUMM CHIIY OTIEIBHBIX 3aKOHOJATEJIbHBIX
akToB (TI0JIO)KEHMI 3aKOHOAATeNIbHBIX akTOB) Poccuiickoit deneparumn

[Ipu3HaTh yTPAaTUBIIUMH CHITY:

1) denepanbubiii 3akoH oT 22 wroHs 1998 roga N 86-d3 "O nekapCTBEHHBIX
cpenctBax" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @enepammm, 1998, N 26,
ct. 3006);

2) ®enepanbubiii 3akoH ot 2 suBapsa 2000 roga N 5-®3 "O BHeceHMH W3MEHEHUS
u jgonojHeHuil B @enepanbHblil 3akoH "O nekapcTBeHHBIX cpeactBax” (CoOpanue
3akoHoaareabcTBa Poccuiickoit denepannu, 2000, N 2, cr. 126);

3) crateio 40 depepanbHoro 3akoHa ot 10 smBaps 2003 roma N 15-®3 "O
BHECEHUU HW3MEHEHUI W [ONOJHEHUH B HEKOTOpPbIE 3aKOHOJATEIbHBIE aKThI
Poccuiickoit ®enepauu B cBsizu ¢ npuHsatueMm DenepanbHoro 3akoHa "O
JIUIIEH3UPOBAHUU OTJIETIbHBIX BUJIOB jAesaTenbHOCTH" (CoOpaHue 3aKOHOJaTEIhCTBA
Poccuiickoit ®enepanuu, 2003, N 2, cr. 167);

4) cratbio 31 denepanproro 3akoHa oT 30 urons 2003 roga N 86-D3 "O BHeceHUU
W3MEHECHU W JOIOJHEHWM B HEKOTOPBIE 3aKOHOJATENIbHBbIE aKTbl PoccUUCKOU
denepanuu, MpU3HAHUU YTPATHUBIITUMU CHITy OT/ACIBHBIX 3aKOHOJIATEIBHBIX aKTOB
Poccuiickonn @enepanuu, NpeaOCTABICHUN OTAECIbHBIX TapaHTUW COTPYIHUKAM
OpraHOB BHYTPEHHUX JI€JI, OPTAHOB IO KOHTPOIIO 32 000POTOM HAPKOTUYECKHUX
CPEIICTB M TICUXOTPOIMHBIX BEIIECTB M YIPa3THSAEMBIX (eAepaabHbIX OpPTraHOB
HAJIOTOBOM TOJIMIIMU B CBSI3U C OCYIIECTBJICHHUEM MEp IO COBEPIICHCTBOBAHUIO
rocynapctBeHHoro ympasienus" (CoOpanue 3akoHOmaTenbcTBa Poccuiickoit

deneparun, 2003, N 27, cr. 2700);



5) crateto 101 denepanpnoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O
BHECCHUM W3MEHEHUW B 3aKOHoAaTenbHble akThl Poccuiickon denepauun u
MPU3HAHUN YTPATUBIIUMHU CHUJITy HEKOTOPBIX 3aKOHOJATEIbHBIX akTOB Poccuiickoii
@eneparin B CBSI3M C TOpUHATHEM (eaepanbHbIX 3akoHOB "O BHECEHUU
W3MEHEeHU u JonosHeHud B DenepanbHblii 3akoH "OO 00MMX MPUHIMIIAX
OpraHu3allid  3aKOHOJATEIbHBIX  (MPEICTABUTEIbHBIX) M  HUCIOJHUTEIIBHBIX
OpraHoOB roCyJapCTBEHHOW Bilactu cyOwbekToB Poccuiickoit ®denepanuu" u "OO0
OoOIIMX TMPUHIMIAX OpraHu3allii MECTHOTro camoympamieHus B Poccuiickoi
®enepanun" (Cobpanue 3akoHoaarenbeTBa Poccniickoit @enepanmm, 2004, N 35,
ct. 3607);

6) crateio 28 ®denepanpHoro 3akoHa ot 18 nmexabps 2006 roma N 231-d3 "O
BBEJICHUM B JICMCTBUE YacTH 4YETBEpTOM ['paxkiaHckoro konekca Poccuiickoit
Ddeneparun” (Cobpanne 3akoHogarenbcTBa Poccutickoit denepanum, 2006, N 52,

ct. 5497).

Cratbs 71. Berynnenue B cuity Hactosero deaepanbHOTO 3aK0OHA

1. Hacrostmmii @enepaibHbIi 3aK0H BCTymaeT B cuity ¢ 1 centsiopst 2010 rona.

2. JlekapCTBEHHBIE CpPEJCTBA, 3apPETUCTPUPOBAHHBIC JO JHS BCTYIUICHHUS B CHITY
HacTosmero denepabHOTO 3aKOHA, MOJICKAT BKIIFOUYCHHIO B TOCYAApCTBEHHBIC
pEECTphI JICKAPCTBEHHBIX CPEJICTB C BHECCHHEM yKa3aHHBIX B 4acTH 1 ctathm 33
HacTosmero deepaabHOro 3aKOHA CBEICHUN 00 ITHX JICKApCTBEHHBIX CPEICTBaX
0e3 MpPOXOKICHHS BHOBb  MPOLEAYPHl  T'OCYJAapCTBEHHOW  PETHCTPALAN
JICKapCTBEHHBIX MPENapaToB.

3. I'ocymapcTBeHHAsT perucTparysl JISKapCTBEHHBIX MPENapaToB, 3a UCKIIOYCHUEM
JICKApPCTBEHHBIX MPEnapaTtoB I MEIUIUMHCKOTO NMPUMEHEHHUs, MPeICTaBICHHBIX
Ha YKa3aHHYIO pETUCTpAIllMi0 JO0 JHA BCTYIDICHUS B CHJIy HACTOSIIETO
denepalbHOTO  3aKOHA, OCYIICCTBISETCS B COOTBETCTBHM C  HACTOSIIAM
denepalbHBIM 3aKOHOM Ha OCHOBAHHWH JIOKYMCHTOB M JIAHHBIX, MPEICTaBICHHBIX

A0 JHA BCTYIUICHUS B CUJIY HACTOAIICTO qDez[epaHLHoro 3aKOHa.



3.1. TocymapcTBeHHass perucTpauus JIEKapCTBEHHBIX  IpenaparoB s
MEIMIMHCKOIO  NPUMEHEHHWs,  MPEACTABICHHBIX  HA  TOCYJAPCTBEHHYIO
pErucTpanuio 10 HA BCTYIUICHUS B CHITy Hactosero denepasbHOro 3akoHa, U
rOCyJIapCTBEHHAsl PETUCTPALMS JIEKAPCTBEHHBIX IPENAPATOB ISl MEIUIIMHCKOTO
MIPUMEHEHUS, MPEICTABICHHBIX HAa DKCIEPTHU3Y JEKAPCTBEHHBIX CPEACTB JI0 JHS
BCTYIUICHUS B CHIIy HacTosero denepaabHOro 3aK0Ha B LENSIX UX HOCIETYIOMIEH
rOCyJTapCTBEHHOM PETUCTPALMH, OCYLIECTBIIIOTCS HA OCHOBAaHUM JOKYMEHTOB H
JAHHBIX, TPEACTABICHHBIX O JHS BCTYIUICHUS B CUITy HacTosuiero denepaibHOro
3aKOHA, a TAKXKE€ 3asBJIECHHsS O TOCYJAPCTBEHHOW PErMCTpalvy JEKAPCTBEHHOIO
npernapara, NpeICTaBICHHOTO POU3BOAUTENIEM JIEKAPCTBEHHBIX IIPENAPATOB WIH
YIIOJJHOMOYEHHBIM WM JIMIIOM B COOTBETCTBUU C HacTtoAmmMm DenepaibHbIM
3aKOHOM B YIIOJIJHOMOYEHHBIN (hefiepalIbHbIi OpraH UCIOIHUTEIBHON BiIacTu a0 1
mapta 2011 roma, 6e3 TpeOoBaHMsS YIJIAThl TOCYJAPCTBEHHON TMOILIMHBI,
MPENYCMOTPEHHOW 3aKOHOAATEILCTBOM Poccuiickoii denepanuu O HaAIorax M
coopax.

3.2. [loaTBepkaeHue rocyJapCTBEHHON PerucTpaIuy JeKapCTBEHHBIX MPEnapaToB
I MEOULMHCKOTO TNPUMEHEHHMs, TMPEICTABICHHBIX JJISI  MOATBEPKIACHUS
rOCYJapCTBEHHOM pETrHCTpalMu A0 [JHsS BCTYIUIEHUS B CHIIy HACTOSLIErO
QenepasbHOTO  3aKOHA, M MOATBEPKICHUE TOCYAAPCTBEHHOW pPErucTpanuu
JIEKAPCTBEHHBIX IPENapaToB Il MEAULUUHCKOTO NMPHUMEHEHUS, MPEICTABICHHBIX
Ha DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB A0 JHS BCTYIUIEHHWS B CUJIy HACTOSIIErO
denepasbHOTO  3aKOHA B LEMAX  IMOCHEAYIOIIETO  MOATBEPKIAEHUA  HX
rOCyJapCTBEHHOM pPETHUCTPALMM, OCYLIECTBIAIOTCSA HA OCHOBAaHUM JOKYMEHTOB H
JTaHHBIX, IPEACTABJIICHHBIX JI0 HS BCTYIUIEHUS B CUJIy Hactosero deaepanbHOro
3aKOHA, a TAaK)K€ 3asBJICHUS O MOATBEPKACHUU TOCYJAPCTBEHHOW pErucTpanuu
JIEKAPCTBEHHOI'O IIperapara, MpeACTaBICHHOTO MPOU3BOAUTEIEM JIEKAPCTBEHHBIX
MPENapaToB WIM YHNOJIHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUHM C HACTOSIIHUM
denepadbHbIM ~ 3aKOHOM B YINOJHOMOYEHHBIM  (eaepalibHbId  OpraH

ucnonHuTenbHoit Bractu a0 1 mapta 2011 roma, ©e3 TpeOGoBaHMs yIUIATHI



rOCyJAapCTBEHHOM MOUUIMHBI, TPEAYCMOTPEHHON 3aKOHOAATENbCTBOM Poccuiickon
denepanyu 0 HaOrax U coopax.

3.3. Ilpunsarue penieHusi 0 BHECEHUU M3MEHEHUHN B JIOKYMEHTHI, COJIEpKalluecs B
PETUCTPALIMOHHOM JIOChE HA 3aPETMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar JJis
MEJIMIIMHCKOTO TPUMEHEHHS] W TMPEACTABICHHBIE /10 JHSA BCTYIUIEHUS B CHILY
Hacrosero GeaepaibHOrO 3aKOHA, U MPUHITUE PEUIEHUS O BHECEHUH U3MEHEHUN
B JIOKYMEHTHI, colepkKamuyecss B PErUCTPAllMOHHOM  JIOCb€  Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapaT A MEIUIIMHCKOTO MPUMEHEHUS
Y TIPEJCTABJICHHBIC HA SKCIIEPTU3Y JICKAPCTBEHHBIX CPEJCTB /10 AHS BCTYIUICHUS B
cuny Hacrosimero ®denepanbHOro 3aKOHA, OCYLIECTBISIIOTCS HAa OCHOBAHUHU
JIOKYMEHTOB U JaHHBIX, IPEACTABICHHBIX IO JHSA BCTYIUICHUS B CUJIYy HACTOSILETO
denepalbHOrO 3aKO0HA, a TAK)KE 3asBJICHUSA O BHECEHUU U3MEHEHUN B JOKYMEHTHI,
coaepKaluMecss B PETHUCTPAlMOHHOM  JIOCh€  HA  3apEeruCTPUPOBAHHBIN
JIEKAQpCTBEHHBIM TMpenapaTr ISl MEOUUUHCKOTO MPUMEHEHUS, MPEACTABICHHOIO
MIPOU3BOJUTEIIEM JIEKAPCTBEHHBIX MPENAPATOB WUIIN YIIOJHOMOYECHHBIM UM JIMIIOM B
COOTBETCTBMM C HacrosamuM DenepaibHbIM 3aKOHOM B  YIOJHOMOYEHHbIN
dbeneparbHBIE OpraH HCHoJHUTENbHOW BiacTw A0 1 wmapra 2011 roma, 6e3
TpeOOBaHMsSI  yIJIaThl  TOCYAApPCTBEHHOW  TMOLUIMHBL,  MPEIyCMOTPEHHOM
3aKkoHOAaTeIbLCTBOM Poccuiickoit denepannn o Hajmorax u coopax.

3.4. Bpimaua paspelieHHid Ha TMPOBEACHHE KIMHUYECKUX  HMCCIICIOBAHUN
JIEKApCTBEHHBIX MPENapaToB JJsi MEIUIMHCKOTO MPUMEHEHUS MO 3asBICHUSM,
MOJAHHBIM J0 JHA BCTYIUIEHUA B cwily Hacrtogmero deaepaibHOro 3akoHa, a
TAKXK€ M0 3a4BJICHUSM, MOJAHHBIM TOCIE JHSA BCTYIUICHUS B CUJIy HACTOSILETO
@denepaibHOTO 3aKOHA Ha OCHOBAHWM DJKCIEPTH3, MPOBEICHHBIX JO JHS
BCTYIUICHUSIT B cwily Hacrodmero ®deaepanbHOro 3aKOHA, OCYIIECTBISAECTCS B
COOTBETCTBHHM C HacTosiuM DenepanbHbIM 3aKOHOM Ha OCHOBAaHUU JIOKYMEHTOB U
JAHHBIX, TPEACTABICHHBIX WJM TMOJYYEHHBIX JI0 JHA BCTYIUIEHUS B CHIY
Hactosimero  DenepanbHOrO 3aKOHA, A TAakKe HAa OCHOBAaHUM  KOIHH
MPEABAPUTEILHOTO JIOTOBOpA O0S3aTEIbHOTO CTPAaXOBAaHUS >KU3HU, 370POBBS

NagueHTOB, Y4YaCTBYIOIIMX B KIMHHUYCCKOM MCCIICAJOBAHUH JICKAPCTBCHHOTI'O



npenapara i MEAUIIMHCKOTO TIPUMEHEHHS, WM KOIIMH JOTOBOPA 00s3aTEIIBHOTO
CTpaxOBaHUsl JKU3HU, 3J0POBbSl MAIMEHTOB, YYAaCTBYIOUIUX B KIMHUYECKOM
HCCIIeIOBAaHUM JICKAPCTBEHHOTO Tperapara Jijisi MEIUIIMHCKOTO TPUMEHEHHUS, JTU00
MIPEICTABIICHHON KOIMU JIOTOBOPA 0053aTeILHOTO CTPaXOBaHUS, 3aKIIOUYEHHOTO B
COOTBETCTBHH C TUIIOBBIMH ITpaBUJIaMH 00SI3aTEIILHOIO CTPaXxOBaHUs, ¢ YKa3aHUEM
MPECIbHOM  YUCICHHOCTH  TAIIMEHTOB, YYacTBYIOIIMX B  KJIMHHUYECKOM
MCCIIEIOBAaHUM JIEKAPCTBEHHOI'O Mpemnapara il MEAUIMHCKOTO MpUMEHEHHUs], 0e3
TpeOOBaHMUS  yIUIaThl ~ TOCYJapCTBEHHOM  MOUUIMHBI,  MPETyCMOTPEHHOM
3akoHoAaTenbcTBOM Poccuiickoii denepannn o Hamorax u coopax.

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHON BAIIOTE A0 JHS BCTYIUICHHS B CHITY
Hacrosero deaepanbHOTO 3aKOHA MPEAEIbHBIE OTIYCKHBIE IEHBI MHOCTPAHHBIX
MPOU3BOJIUTENICH Ha JICKAPCTBEHHBIC TMpEMaparhl, BKJIIOUYCHHBIE B IEPEUCHb
YKU3HEHHO HEOOXOJIMMBIX U BaXXHEHIIMX JICKAPCTBEHHBIX MPEnaparoB, MOJJIeKat
nepecuety B pyonu mo kypcy LleHtpanbHoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyto IIpaButenbctBom  Poccuiickoii  ®enepauuun, 0e3
MPEACTABIICHUS 3asBJIICHUSI O IEPECUETE LIEHbl C BHECEHHUEM COOTBETCTBYIOIIMX
W3MEHEHUM B TOCYJApCTBEHHBIM pPEECTp TMpPEeAeibHbIX OTHYCKHBIX II€H
MPOU3BOJIUTENIE HaA JIEKAPCTBEHHBIEC IIPENapaThl, BKJIIOUYECHHBIE B IEPEUYCHb
YKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIINX JIEKaPCTBEHHBIX MPENapaToB.

3.6. 3aperucTpupoBaHHbIE 0 JHS BCTYIUICHHS B CHITy HacTosmiero deaepanbHOTO
3aKOHA TPEAENIbHbIE OTIYCKHBIE LIEHBl POCCHICKMX MPOU3BOJUTENICH Ha
JIEKapCTBEHHBIE MpenapaThl, BKIIOYCHHBIC B MTepEeUEHb KU3HEHHO HEOOXOIUMBIX U
BKHEUIIUX JIEKAPCTBEHHBIX MIpenaparoB, noanexar uuaekcanuu ¢ 1 nosaops 2010
rojfla HWCXOAs W3 TPOTHO3UPYEMOTO YpOBHS HHQISAIUU, YCTAHOBJICHHOTO
®denepanbHbiM 3akoHOM OT 2 nekadbpst 2009 roma N 308-d3 "O denepanbHoM
oromxere Ha 2010 rox u Ha mmanoBbid epuoy 2011 u 2012 rogos" Ha 2011 rog.
3.7. Tlocne 1 wmapra 2011roga He nomycKalroTCs TPOU3BOJACTBO M BBO3 B
Poccuiickyto @Denepanuio JIEKAPCTBEHHBIX I[PENAapaToB B YIIAKOBKAX C
MapKUPOBKOH, KOTOpasi ObUTa HAaHECEHA JI0 JHS BCTYIUICHHWS B CHITY HACTOSIIETO

CDCI[CpaJII)HOI‘O 3akoHa. [1o ucreyenun YKa3aHHOI'O CpOKa JaHHBIC JICKAPCTBCHHLIC



mpenapaTbl MOTYT OTITYCKAThCS, PEATN30BLIBATHCS, TIEPENABATHCS U IPUMEHSITHCS
JI0 UCTEUEHUS UX CPOKA TOTHOCTH.

4. Co nHs BCTYIUICHHS B CUJy Hacrtosiiero denepaibHoro 3akona u nmo 30 ampens
2011 royma BKITIOYUTENBHO JTOTYCKAETCS MPOBEACHHUE DKCIIEPTHU3bI JICKAPCTBEHHBIX
CPEICTB IKCIEPTaMHU IKCIEPTHOTO YUPEKICHHS 10 MPOXOKICHHUS UMU aTTeCTaIlun
B TIOpSAKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (elepalibHbIM  OpPTraHOM
HCIIOJTHUTEIbHOM BJIACTH.

5. Co mus BeryrmieHust B cuily Hactosimiero ®enepanbHoro 3akoHa u mo 31
nexadbps 2013 roma BKIIOYUTENHHO OCYIIECTBISIETCS MEPEXO K MPOU3BOJCTBY
JICKapCTBEHHBIX CPEACTB B  COOTBETCTBUM C TMPaBWIaMHU OpTaHU3AINH
MIPOM3BOJICTBA M KOHTPOJS KayecTBa JIEKAPCTBEHHBIX CPEJCTB, yKa3aHHBIMU B
yactu 1 crarbu 45 Hactosmero deaepaibHOTO 3aKOHA, B MOJTHOM o0beMe. Cpoku
nepexojia IPOM3BOJICTBA JICKAPCTBEHHBIX CPEJACTB K UX IIPOU3BOJICTBY B
COOTBETCTBHHM C KOHKPETHBIMH TPEOOBAHUSMH JAHHBIX MPaBUJ, BKIIOYAsS CPOKHU
aTTeCTAIlMM yIOJHOMOYCHHBIX JIMIl, YKa3aHHBIX B dacTax 6 m 7 cratbm 45
Hacrosmero  denmepanbHOro  3aKkoHa, ycraHaBiuBaroTcs — [IpaBuUTEIBLCTBOM
Poccuiickont @eneparumn.

6. JIumeH3un Ha TIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAaHHbBIE 10 1 sSHBaps
2014 rona, neiictByror mocie 1 sHBaps 2014 roga 10 HWCTEUYEHHS CpoOKa HX
JEUCTBUS TP YCIOBUM COOTBETCTBHUS JIMIICH3MATa IIpaBUJaM OpTaHU3AINH
MIPOM3BOJICTBA M KOHTPOJISI KAYECTBA JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIM B UaCTH
1 cratbu 45 Hacrosero denepanbHOro 3aKoHa.

7. dopMupoBaHWE TOCYIapCTBEHHOTO 3aJlaHUs Ha TIPOBEJICHHE JKCIICPTHU3BI
JICKapCTBEHHBIX  CPENCTB  (efepaTbHOMY TOCYAapPCTBEHHOMY  OIOJIKETHOMY
YUPEXKACHUIO TI0 TIPOBEACHHWIO OKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB M
¢buHaHCOBOE OOECIeYeHUE BBITIOJHEHUS OTOTO 3aJlaHUs OCYIIECTBISIOTCS B
nopsizike, ycranoBiieHHOM DenepanbHbiM 3akoHOM OT 12 saBaps 1996 roga N 7-

@3 "O HEKOMMEpPUYECKUX OpraHu3anusix’.
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denepanuu

Mocksa, Kpemiib
12 anpens 2010 r.
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