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Mnasa 1. OBLWUE NMNONOXEHUA
Cratbs 1. peameT perynupoBaHusi HacToswwero depgepanbLHOro 3akoHa

1. Hacroswmin ®epnepanbHbil 3aKOH perynupyet OTHOLLEHMS, BO3HMKalLWMe B CBA3W C OOpalleHuem -
pa3paboTkoW,  OOKNMMHWYECKUMU  UCCREeOOBaHUsIMM,  KMMHWYECKUMU  UCCREOOBaHUSIMM,  SKCNEPTU3OWN,
rocyqapCTBEHHOM perncrtpaumen, CcO CTaHgapTMsauMen W C  KOHTPOSieM KayecTtBa, MpPOU3BOACTBOM,
N3roTOBIIEHNEM, XpaHEHWEM, NepeBo3KoW, BBO3OM B Poccunckyio Pepepauuio, BbIBO30OM U3  Poccumnckon
denepaumn, peknamon, OTMYCKOM, peanu3auuen, nepefadyer, NMPUMEHEHUEM, YHUYTOXEHVMEM FeKapCTBEHHbIX
cpencTs.

2. Hactoswun ®egepanbHbli 3aKOH YyCTaHaBnMBaeT MpUOPUTET FOCYAapPCTBEHHONO perynupoBaHus
6e3onacHocTH, KayecTBa U 3P EKTMBHOCTU NIEKAPCTBEHHBIX CPEACTB MpU NX obpaLLeHun.

CrtatbA 2. Cchepa npuMeHeHns HacToswero ®enepanbHOro 3akoHa

Hactoswun ®depepanbHbli 3aKOH MNPUMEHSAETCA K  OTHOLLIEHMSM, BO3HMKaKOLWMM nNpu  obpalieHun
neKkapcTBEHHbIX cpeacTs Ha TeppuTopun Poccuiickon ®epepaumu.

CtaTbs 3. 3akoHoA4aTeNnbLCTBO 06 0OpalleHN NeKapCTBEHHbIX CPeACTB

1. 3akoHogaTenbCcTBO 06 ObGpalleHMn NeKapCTBEHHbLIX CPeACTB COCTOUT M3 HacTosiwero PegepanbHOro
3aKoHa, Apyrux degepanbHbIX 3aKOHOB U MHBIX HOPMaTMBHbIX MPaBoOBbLIX akToB Poccunckon ®egepaunn.

2. [enictBue Hactosiwero ®degepanbHOro 3akoHa pacnpocTpaHsieTcss Ha obpalleHne HapKoTUYeCKUX
NEKapCTBEHHbIX CPeACTB M MCUXOTPOMHLIX NEKApPCTBEHHbIX CPEACTB C Yy4EeTOM OCODEHHOCTEN, YCTaHOBMEHHbIX
3akoHogartenscTBoM Poccuiickon depepaumm 0 HapKOTUYECKUX CPEACTBaX, MCUXOTPOMHbIX BeLecTBax U 06 ux
npekypcopax.

3. JewncTteue HacTosILEero depepanbHoOro 3akoHa pacnpocTpaHsaeTcs Ha obpalyeHune
paguodapmaLeBTUYECKNX NeKapCTBEHHbIX cpeacTs c yyeTom 0CoOeHHoCTEN, YCTaHOBJIEHHbIX
3akoHogaTtenbcTBoM Poccuinckon ®egepaumm B o6nactu obecneveHnss pagnaumoHHon 6e3onacHoCcTu.

4. Ecnn mexayHapodHbiM goroBopoM Poccunckon depepalmm ycTaHOBMNEHbl WHble MNpaBura, yem Te,
KOTopble MpegycMoTpeHbl HacToswmM PepepanbHbiM  3aKOHOM, MPUMEHSIIOTCA MpaBuna  MeXayHapO4HOro
Jorosopa.

5. B Poccuiickon ®enepauun B COOTBETCTBMM C MEXAYHApOAHbIMU AoroBopamu Poccuickon depepavnm n
(vnn) Ha ocHoBe MpUHUMNA B3aUMHOCTW MPU3HAIOTCS pe3ynbTaTbl KMMHUYECKUX UCCIeOOBaHUA NeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOro NpUMeHeHUs, MpoBeAeHHbIX 3a npeaenamMmu Tepputopun Poccuickon ®egepaunn.



CtaTtbfl 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTosileM PenepanbHOM 3aKOHe

Onsa uenen HacTodwero ®efepanbHOro 3akoHa UCMOMb3YHTCA CNeayloLWmne OCHOBHbIE MOHATUS:

1) nekapcTBeHHble cpeacTBa - BellecTBa MM MX KOMOMHaUMW, BCTynawlwue B KOHTAKT C OpraHM3mMom
YenoBeKa UMM XMBOTHOMO, NPOHMKAKLWME B OpraHbl, TKaHW OpraHu3mMa 4YenoBeka WUMu XMBOTHOMO, NMPUMEHSIEMbIE
ana nNpodunakTMkM, AMArHOCTMKM (3a WUCKIMHYEHMEM BELLEeCTB WU UX KOMOUHAUWA, HEe KOHTaKTUMPYKLLMX C
OpraHu3mMoM 4erioBeka WM XMBOTHOrO), neyveHus 3aboneBaHus, peabunurauyuun, OnNs  COXpaHeHwus,
npegoTBpaLLeHNs Unu npepbiBaHMs 6epeMeHHOCTU 1 NMOSTyYEHHbIE U3 KPOBU, Mia3mbl KPOBU, U3 OPraHoB, TKaHew
opraHmMama 4erioBeka WM >KUBOTHOrO, PacTEHUW, MWHEeparioB MeTodaMu CUHTe3a WU C MpPUMEHEHUEM
Guonorvdeckmx TexHonormi. K nekapcTBeHHbIM CpeAcTBaM OTHOCATCA dapMaueBTMYeckme cybctaHuum wu
nekapcTBEHHbIE NpenapaTsl;

2) dapmaueBTMyecKas CyOCTaHUMA — JekapCTBEHHOe CpeAcTBO B BMAE OOHOMO WM HECKOSbKMX
obrnagatowmx apMaKkoriorMyeckon akTUBHOCTbIO [OEWCTBYIOLIMX BELIECTB BHE 3aBWCUMOCTM OT Mpupoabl
NPOVCXOXAEHUS, KOTOPOe MpefHas3HayeHo Ans MpPOM3BOACTBA, M3rOTOBMEHMS JIEKApCTBEHHbIX MpenapaTtoB U
onpegenseT ux aPeKTUBHOCTb;

3) BcnomoraTtesnbHble BeLleCTBa - BeLLeCTBa HEOPraHWYeCKOro WM OpraHMYecKoro MpOMCXOXOEHUS,
ucnonb3yemble B MpoLecce MNpOM3BOACTBA, W3rOTOBMEHWUS NEKApPCTBEHHbIX MNPenapaTtoB And MpuaaHus UM
HeobXo0oMMbIX PUINKO-XMMNYECKUX CBONCTB;

4) nekapCTBEHHbIE MpernapaTbl - NIeKAapCTBEHHbIE CPeACTBa B BMAE NEKapCTBEHHbLIX )OPM, NPUMEHSIEMbIE
ONst NpounakTukn, ONArHoCcTUKK, nevyeHus 3aboneBaHus, peabunutauumn, OnNs COXpaHeHus, NpefoTBpaLLeHust
UnNu npepbiBaHns 6epemMeHHOCTY;

5) nekapcTBeHHass copma - COCTOSIHUE JIEKapCTBEHHOrO MpenapaTa, COOTBETCTBYKLLee crnocobam ero
BBeJEHMS N NPUMEHEHUST 1 obecnednBatoLee JOCTUXKEHNE HEOBXoaNMOro nevebHoro agdekTa;

5') 0O3MpoBKa — COAEPKAHWE OOHOTO MMM HECKOMbKUX AEWCTBYIOLMX BELLECTB B KOMUYECTBEHHOM
BbIPQXXEHUN Ha eauHMLY [03bl, UK eanHuLy obbema, WM eguHuLy Macchbl B COOTBETCTBUM C FIEKAapCTBEHHOW
dopmont Nnbo Ansi HEKOTOPbIX BUOOB FIEKAPCTBEHHbLIX (POPM KONMMYECTBO BLICBOOOXOAEMOro U3 feKapCTBEHHOM
hopMbI AENCTBYIOLLIErO BELLECTBA 3a eQUHULYY BPEMEHN;

6) nepevyeHb >KU3HEHHO HEOOXOAMMBIX W BaXXHEWLIMX FEKapCTBEHHbIX MpenapaTtoB - eXerogHo
yTBepxxaaembln [MpaButensctBom Poccunckon ®efepaumm nepedeHb NeKapCTBEHHbIX MpenapaTtoB  Ansi
MEOMLMHCKOro MnpuUMeHeHus, obecnevmBalolWnX MNPUOPUTETHbIE MOTPEOHOCTU 34paBOOXpaHEHUA B Lensix
nNpounNakTkn n nedeHus 3aboneBaHuMW, B TOM 4ucre npeobnagawwux B CTPyKType 3aboneBaemocTn B
Poccuinckon ®epepaumm;

6') opdaHHble nekapcTBEHHble MpenapaTbl — NeKapCTBEHHblE npenapaTthl, NpeaHa3HaYEHHbIE
UCKITIOYUTENBbHO OJ19 OMArHOCTUKM WM NaTOreHeTUYECKOro JieYeHUs (NeYeHusi, HamnpaBIieHHOr0 Ha MeXaHWU3M
pa3BuTKS 3aboneBaHus) peakux (opdaHHbix) 3aboneBaHuni;

6°) GuomnorMyecke nekapCTBEHHbIE NpenapaThl — NeKapCTBEHHbIE MpenapaThi, AECTBYIOLEE BELIECTBO
KOTOPbIX MPOU3BELEHO UMK BblAENEHO U3 GMOMOrMYECKOro UCTOYHUKA U OIS ONpefeneHuss CBOWCTB M KadecTBa
KOTOpbIX Heob6xoaMMa KomOrHaumsa 6Uonornvyecknx n nu3nKo-XMMmMYeCcknx MeTo40B.

K 6uonormyeckum nekapcTBEHHbIM MpenapatamMm OTHOCATCA MMMYHOOMOMNOrMYeckne IeKapCTBEHHbIE
npenapaTbl, JNlEKApPCTBEHHbIE MNpenapartbl, MOflyYeHHble M3 KPOBW, Mia3Mbl KPOBU 4YerioBeka U KMBOTHBLIX (3a
WCKMOYEHMEM LeNbHOM KpoBM), OMOTEXHOMOrMYECKMe reKkapCTBEHHbIE MpenapaTtkbl, reHoTepaneBTU4eckue
niekapCTBEeHHble NMpenapaTsbl;

7) MMyHOOMOnOrnyeckne nekapcTBeHHble MpenapaTbl — fiekapCTBeHHble MpenapaThl, NpegHa3HavyeHHble
ans bopmMuMpoBaHNs aKTMBHOTO MMM MacCMBHOMO MMMyHUTETa NGO AMArHOCTUKU HanMMuusa UMMYHUTETa WM
ONarHoCTuKN cneumduyeckoro NpuobpeTeHHOro N3MEHEHUS MMMYHOMOMMYECKOro OTBETa Ha anneprusvpyoLLme
BewecTtBa. K MMMyHOGMONOrMYECKMM JNEKAapCTBEHHBIM NpenaparamM OTHOCATCH BaKLWHbI, aHAaTOKCKHbI, TOKCUHbI,
CbIBOPOTKU, MMMYHOIOOYMVHbI U anneprexsi;

7') B1oTEXHONOrMYeckve NIekapCTBEHHbIE MpenapaTthl — NekapcTBEHHbIE MpenapaThl, PON3BOACTBO KOTOPbIX
OCYLLECTBMAETCA C  WCMONb30oBaHMEM OMOTEXHOMOrMYECKMX MNpPOLEeccoB WM MeTogoB (B TOM  4ucrne
OHK-pekomMBUHAHTHOW TEXHONOMMN, TEXHONOMMN KOHTPONUMPYEMOMN IKCNPECCUM TEHOB, KOAMPYIOLLMX BMONOrnyecku
aKTMBHble OefkM B MpokapuoTax M aykapuoTax, BKMYasi U3MEHEHHbIE KMETKM MITEKONUTAIOLWMX), TMOPUOOMHOIO
MeTo[a U MeTofa MOHOKIMOHasbHbIX aHTUTEN;

7°) reHoTepaneBTMYECKME NeKapCTBEHHbIE MpenapaTthl — NeKkapCTBEHHbIE MpenapaThl, hapmaleBThyeckast
cybCcTaHUMA KOTOPbIX SIBMISAETCA PEKOMOUHAHTHOW HYKNENHOBOW KUCITOTON MUK BKITOYAET B ce6s1 peKOMOMHAHTHYHO
HYKITEMHOBYK KUCMOTY, MO3BOMSOLLYI OCYLLIECTBMAATb PerynMpoBaHue, penapauuito, 3ameHy, aobaBneHve umnm
yaaneHue reHeTu4eckom nocrneaoBaTenibHOCTY;

8) HapkoTM4eckme neKkapCTBEHHble CpeAcTBa - JleKkapCTBEHHble npenapaTtbl U dapMaueBTUdeckme
cybcTaHuum, cogepXalne HapKoTMYecKMe cpenctBa WM BKIKOYEHHble B [lepeveHb HapKOTMYECKUX CpPEACTB,
MCUXOTPOMHbIX BELLECTB U NX NMPEKYPCOPOB, NOANEXaLUMX KOHTpornto B Poccunckon defgepaumm, B COOTBETCTBUM C
3akoHogartenscTBoM Poccunckon depepaumm, mexgyHapoaHbiMu goroBopamu Poccuiickon denepauun, B TOM
yucne EanHon koHBeHUMEN O HapKoTU4ecknx cpeacteax 1961 rona;

9) NCUXOTPOMHbIE TNEKapCTBEHHble CpeAcTBa - JleKapCTBEHHble npenapatbl U hapmaueBTUdeckme
cybcTaHuuKn, copepxalime NCUXOTPOMHble BellecTBa W BKMOYEHHble B [lepeyeHb HapKOTUYECKMX CPencTs,
NMCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, Noanexalunx KoHTponto B Poccuinckon denepauym, B COOTBETCTBUM C
3akoHogaTtenbctBoM Poccunckon ®epepauunn, mexagyHapoaHbiMu gorosopamu Poccuickon depepaunn, B TOM



yucne KoHBeHUmMen o NcuxoTponHbix Bewectsax 1971 roaa;

10) pagnodapmaLeBTUHECKME NekapCTBEHHbIE CPeaCcTBa - NeKapCTBEHHbIE CPeAcTBa, KOTOpble coaepxarT B
roTOBOM AN WUCNONb30BaHUA OpMe OAWH PaaMOHYKNUA WM HECKONbKO PaaMOHYKNUMAOB (paguoaKTUBHbLIX
N30TOMnoB);

11) pedrepeHTHbIM NeKapCTBEHHbIN MpenapaTt — FeKapCTBEHHbIN Mpenapart, KOTopblA BMAEpBble
3aperucTpupoBaH B Poccuinckon ®Peagepauunm, ka4ectBo, 30PEKTUBHOCTL U 6e30nacHOCTb KOTOPOro AokasaHbl Ha
OCHOBaHUM pe3ynbTaToB AOKIMHUYECKUX UCCNEea0BaHWUN NEKapCTBEHHbIX CPEeACTB U KIMHUYECKUX UccneaoBaHum
neKkapCTBEHHbIX NpenapaTtoB, MPOBEAEHHbIX B COOTBETCTBUM C TpeboBaHuaAMM vactu 3 ctatbu 18 HacTosdwero
denepanbHOro 3akoHa, M KOTOPbIA MCMONb3yeTcs AN OUEeHKM OMO3KBMBANEHTHOCTU WM TepaneBTUYECKOW
9KBMBANEHTHOCTW, Ka4vecTBa, 9(dEKTUBHOCTM M ©Oe30macHOCTM BOCMPOM3BEAEHHOrO unM BroaHanoroBoro
(brionogobHoro) NekapcTBEHHOro NpenapaTa;

12) BOCNpOM3BEAEHHbIN NIEKAPCTBEHHBIN NpenapaTt — JIEKapCTBEHHbIM Npenapar, KOTOpbI UMEET TakoWn Xe
KayeCTBEHHbIN COCTaB M KONIMYECTBEHHbIN COCTaB AeNCTBYIOLNX BELLECTB B TaKOW e nekapcTBEHHOW hopMe, YTo
N pedepeHTHbIN NeKapCTBEHHbIN npenapaT, U OMO3KBMBANEHTHOCTb UMW TepaneBTUYeckas SKBMBANEHTHOCTb
KOTOpPOro peepeHTHOMY fekapCTBEHHOMY npenapaTy NoaTBEPXAEHA COOTBETCTBYHOLLUMUN UCCEA0BaHUSMMY;

12") TepaneBTMUeCKasi SKBMBANEHTHOCTb — AOCTVXKEHUE KIMHUYECKN COMOCTaBUMOrO TepaneBTUYECKOro
addpekTa npu NpMMEHEHUN NeKapCcTBEHHLIX MpenapaTtoB ANA MeAULMHCKOro NPUMEHEHUs ANS OOHOM U TOM Xe
rpynnbl 60MbHbBIX MO OAHUM U TEM Xe NokKas3aHUsM K MPUMEHEHMUIO;

122) OvoaHarnoroBell  (6uMONOAOOHLIN) NekapcTBeHHbIM npenapaTt (bwoaHanor) — 6GUONOrMYEeCcKUi
NleKapCTBEHHLIN Mpenapar, CXOXUIA Mo napaMmeTpaM KavecTBa, 3PdEKTUBHOCTU U 6e30MacHOCTU ¢ pedhepPEHTHbIM
OMONOrMYeckMM nekapCTBEHHbIM MpenapaToMm B TakOW Xe JeKapCTBEHHOM GopMe U UMEKLUA UAEHTUYHbINA
cnocob BBeaeHUs;

123) B3aMMO3aMeHsEeMbI  NEeKapCTBEHHbIM npenapaT — JeKapCTBEHHbIN npenapaTr C [AOoKa3aHHOW
TepaneBTMYECKOW 3KBMBAIIEHTHOCTBIO UMM OMOSKBUBANIEHTHOCTLIO B OTHOLLUEHUN pedIepPEHTHOrO FIEKAapCTBEHHOIO
npenapata, UMEHLINA SKBUBANEHTHblIE €My KayeCTBEHHbIN COCTaB U KOMWYECTBEHHLIN COCTaB AEWCTBYIOLLMX
BELLEeCTB, COCTaB BCMNOMOraTerbHbIX BELLECTB, NEKapCTBEHHYIO hopMy 1 cnocob BBeAEHNS;

13) nekapcTBeHHOe pacTUTENbHOE Cbipbe - CBEXWE WNU BbICYLIEHHble pacTeHuss nNubo ux 4acTwy,
ucnonb3yemble Ansi NPOM3BOACTBA NEKapPCTBEHHbIX CPEACTB OpraHM3aumsMm - NPou3BoaMTENSMU NEeKapCTBEHHbIX
CpeacTB MMM U3rOTOBMEHUSA FEKAPCTBEHHbIX MpenapaToB anTeYHbIMU  OpraHu3auusamu, BeTepuHapHbIMU
anTeYyHbIMM  OpraHusaumsamn,  UHAMBMAYyaANbHbIMWM  MpeanpUHUMATENAMKM,  MMEKLWUMUM  MULEH3UI0  Ha
chapmMaLeBTUYECKYIO AeATENbHOCTb;

14) nekapCTBEHHLIN pacTUTENbHbIA MpenapaT - JeKapCTBEHHbIN npenapaTt, MPOM3BEOEHHbIA UK
N3roTOBMEHHbIA 13 OJHOro BUAA NEeKapCTBEHHONo PacTUTENbHOMO CbipbA UM HECKOMNbKMX BUAOB TaKOro Cbipbs Y
peanuayemblii B pachacoBaHHOM BuAe BO BTOPUYHOW (MOTPEOMTENBCKON) YNaKoBKE;

15) romeonaTuyeckuMn NeKapCTBEHHbIN Mpenapat — feKapCTBEHHbIN npenapaTt, MNPOU3BEAEHHbIN WK
N3roTOBMEHHbIN 13 dapMaLeBTUYECcKon cybcTaHuun unu dapmMaueBTMYeckux cybcTaHuMi B COOTBETCTBUM C
TpeboBaHMsaMM OBLIMX (rapMakoMenHbIX CTaTerd K TroMeonaTMYecKMM feKkapCcTBEHHbIM Mpenapatam unM B
COOTBETCTBMM C TpeboBaHNAMN hapmakonen CTpaHbl NPOU3BOLAMTENS TAKOro NEKapCTBEHHOrO NpenapaTa;

16) MexagyHapogHOe HenaTeHTOBaHHOE HauMMEHOBaHWE IeKapCTBEHHOro cpeactBa - HavMeHOBaHue
OeNCTByIOLLEero BellecTBa (apMaueBTU4eCKon CyOGCcTaHuMM, pekoMeHOoBaHHoe BcemupHon opraHusaunen
30paBOOXPaHEHNS;

17) ToproBoe HauMMeHOBaHWe neKapCTBEHHOro cpeacTBa - HauMeHOBaHWE eKapCTBEHHOro cpenacTsa,
NPUCBOEHHOE €ro paspaboTynkoM, JepxaTeneM Wnu BragenbLeM PerucTpaumoHHOrO  yOOCTOBEpPEHMS
nekapcTBEHHOro npenapara;

17") rpynNNUpoOBOYHOE HAWMEHOBAHWe NeKapCTBEHHOrO npenapata — HaUMEHOBAaHWE NEKAPCTBEHHOTO
npenapaTta, He MELLEro MeXAyHapOAHOro HenaTeHTOBAHHOIO HAMMEHOBAHMS, UM KOMBUHALMN NEKaPCTBEHHbIX
npenapaTtoB, WCMONb3yeMoe B LEensX 00beauHeHWsa KX B rpynny nog €auHbIM HavMEeHOBaHWEM WCXOAsl U3
O[MHaKOBOro coCTaBa AeNCTBYIOLLNX BELLECTB;

18) obwasa dapmakonenHasa cTaTbs - JOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM defepanbHbiM OpraHoM
WCNONHUTENBHON BNacTu MU COAepXallun nepeyveHb nokasatenen kadectea v (UnmM) METOOOB KOHTPONS KayecTBa
KOHKPETHOW feKapCTBEHHOW (OPMbI, NEKapCTBEHHOIO pPacTUTENbHOIO Cbipbs, OMUCAHUS BUONOrMYecKux,
OMOXMMUNYECKUX, MUKPOBUONOTNMYECKUX, (UINKO-XUMUYECKUX, (PUNYECKUX, XUMUYECKUX W OpYrux MeTOAoB
aHanusa nekapCTBEHHOrO CPeAcTBa ARsMEAUBUHCKOFO-RpUMeHeHis, a Takke TpeboBaHMA K UCMOMb3yeMbiM B
uenax nposefieHns JaHHOro aHanv3a peakTMBam, TUTPOBaHHbLIM pacTBoOpaMm, MHAUKaTopawm;

19) dapmakonenHass crtatbd - [LOKYMEHT, YTBEPXAEHHbIA YNOMHOMOYEHHbIM bedepanbHbiM  OpraHoM
WCNONHUTENBHOW BNacTW W COAepXaluin nepeyeHb MokasaTenen KavyectBa M METOAOB KOHTPOMS KadvecTsa
NeKapCTBEHHOIO CPEACTBA ARs-MEAUHHHCKOFO-RPHUMEHEHS;

19") cTaHaapTHbIE 06pPa3Libl — BELLECTBA, MOCPEACTBOM CPABHEHMUS C KOTOPBIMU OCYLLIECTBIISIETCS! KOHTPOb
KayecTBa UcCcCrneayeMbiX NIEKapCTBEHHbIX CPEACTB C MOMOLLBbH (PU3MKO-XMMUYECKMX U BMONOrMYECcKUX METOLOB B
uenax MNOATBEPXAEHUS COOTBETCTBUS JeKapCTBEHHbIX CpeacTB TpeboBaHWsIM HOPMATUBHOW [OKyMeHTauuwu,
YCTaHOBMEHHbIM MPY OCYLLECTBMAEHUM FOCYAAaPCTBEHHOW perucTpaumm, n KoTopble NPUMEHSATCA AN KanubpoBKu
CTaHOapTHbIX 06pa3sLOB NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB, MCMOMb3yeMbIX AN KOHTPOIS KavyecTBa U UHbIX
uernen npy obpalleHnn nekapcTBeHHbIX CPEACTB;

192) hapmakonerHbIn cTaHaapTHLIN obpasel, — cTaHaapTHbIN obpaseLl, NpoM3BeAeHHbIN B COOTBETCTBUU C
hapmakornenHon crtaTben;



20) HopmaTMBHas OOKYMeHTauus - OOKYMEHT, COAepXaliui nepeyeHb onpefensemMbix no pesynbratam
COOTBETCTBYHLLUX SKCNEPTM3 NokasaTenen kavyecTBa fiekapCTBEHHOro cpeacTea AN MeaUUMHCKOrO NMPUMEHEHMS,
METOAOB KOHTPOSS Er0 Ka4ecTBa U YCTAHOBIIEHHbIV €ro MPON3BoANTENEM;

21) HOPMaTMBHbIA LOKYMEHT - [AOKYMEHT, coepXalui nepeyeHb OnpedensiemMblx Mo pesynbratam
COOTBETCTBYHLUMX 3KCMEPTM3 nokasaTenen kadectea M (UnNu) MeTOOOB KOHTPOSsl KayecTBa rekapCTBEHHOWN
opMbl, onucaHus BUONOrM4ecknx, BUOXUMUYECKUX, MUKPOBUOMOrMyeckux, UMKO-XMMUYECKUX, DU3NYECKUX,
XUMUYECKMX M OPYrMX METOAOB aHanm3a fiekapCTBEHHbIX CPeACTB ANsi BETEPUHAPHOIo NpMMeHeHUs1, TpeboBaHUs K
Mcnomnb3yeMbiM B LIENSX NPOBEAEHUSA AaHHOro aHanu3a peakTMBaM, TUTPOBAHHbIM pacTBOpaMm, WHAMKaTopam u
YCTaHOBIEHHBIN €r0 NPOU3BOAUTENEM;

21") 0B TEXHUYECKUI T AOKYMEHT — KOMMMEKT AOKYMEHTOB U MaTepuasios, COCTOSILMIA U3 HECKOMbKUX
pas3genoB — AOKYMEHTaUMM agMUHUCTPATUMBHOMO XapakTepa, XMMUYeckon, dapmMaueBTuieckon n Gruonormyeckom
OOKyMeHTauuu, ¢apmMakoriorMyeckon, TOKCUKONOIMYECKOM [OOKYMEHTauuW, KIMHUYECKOM [OOKyMeHTauum u
npeacTaBnsieMbli O4HOBPEMEHHO C 3asiBIIEHWEM O rOCy4apCTBEHHOW perucTpauun rekapCTBEHHOro npenapaTta
ONs MeOWUMHCKOro MpuMeHeHuss B dopmaTte, YCTaHOBIEHHOM  YMONIHOMOYEHHbLIM dedeparbHbIM  OpraHoMm
NCMNOMHUTENBbHONM BNacTu;

22) Ka4yecTBO neKapCTBEHHOr0 CpeacTBa - COOTBETCTBME JIEeKApCTBEHHOrO CpeacTtBa TpeboBaHusM
dapmakoneriHon cTtaTbM NGO B crydyae ee OTCYTCTBUA HOPMaTMBHOW [AOKYMEHTauMM WM HOPMAaTUBHOrO
OOKYMEHTA;

23) Be3onacHOCTb NeKkapCTBEHHOrO CPeACTBa - XapakTepmucTuKa nekapCcTBEHHOrO CpeacTBa, OCHOBaHHas Ha
CpaBHUTENbHOM aHanuae ero agEKTMBHOCTU N p1UcKa NMPUYMHEHMS Bpeaa 340POBbIO;

24) 3bdeKTUBHOCTb NEKAPCTBEHHOIO Mpenapata - XapakTepuUCTMKa CTEMNEeHW MONIOXKUTENbHOIO BIMSHWSA
NeKkapCTBEHHOro npenapata Ha TevyeHue, NPOAOIKUTENBHOCTL 3aboneBaHWss WM ero npefoTBpalleHue,
peabunutaumio, Ha coxpaHeHue, NpeaoTBpaLLeHne Unm npepbiBaHne 6epeMeHHOCTY;

25) cepusi nekapcTBEHHOrO cpeacTBa - KOMWYECTBO JIEKApPCTBEHHOINO CpeACTBa, NPOWM3BEAEHHOE B
pe3yrbTaTe 04HOro TEXHOMOMMYECKOro LiuKna ero Npou3BoanTENeM;

26) peructpaumoHHOe YOOCTOBEpPEHME IeKapCTBEHHOro npenaparta - OOKYMEHT, MOATBEepXOalwwmn dakTt
rocyapCTBEHHOWN perMcTpaumm nekapcTBeHHOro npenapara;

26') pepxaTenb WNW BRafenel, PervcTpaLyoHHOrO YAOCTOBEPEHWs! NeKapCTBEHHOro npenapata —
pa3paboTynK NekapCTBEHHOIro CPeacTBa, NPOU3BOAUTENL NIEKAPCTBEHHLIX CPEACTB UMW UHOE pUaNYEecKoe NnLo,
obragatoliee nNpaBoM BMaaeHUsi PerMcTpaumMoHHbIM yOOCTOBEPEHMEM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3a
KayecTBO, 3pHEKTMBHOCTL M GE30MNAaCHOCTL JIEKAapCTBEHHOrO npenapaTa;

27) perncTpauuoHHbI HOMEpP - KogoBoe 0003Ha4YeHne, NMPUCBOEHHOE NIeKapCTBEHHOMY MpenapaTy npu ero
rocygapCTBEHHOW permctpaunu;

28) oOpalueHne nekapCTBEHHbIX CpeacTB - pa3paboTka, AOKIMHMYECKME WCCrefoBaHusi, KIMMHUYECKMe
nccregoBaHusl,  3KCMEepTM3a, roCygapCTBEHHas perucTpauusi, CcraHgapTv3aumsi M KOHTPOSlb  KavecTsa,
NpoOu3BOACTBO, M3rOTOBMEHME, XpaHeHMe, nepeBo3ka, BBO3 B Poccuiickyto Penepaumio, BeiBO3 M3 Poccuickom
denepaumu, peknama, oTnyck, peanusauus, nepegada, NPUMeHeHNe, YHUUTOXEHWNE NEKapCTBEHHbLIX CPEACTB;

29) cybbekTbl obpalleHusl nekapCTBEHHbIX CpeacTB - hmanveckne nuua, B TOM 4YuCle MHOUBUAYaNbHbIE
npegnpuvHUmMaTeny, 1 opuanMdeckme nvua, OCyLLEeCTBIsoWMe OesTenbHOCTb Npy obpalleHnn NeKapcTBEHHbIX
CPeAcTB;

30) paspaboTuMk nekapCTBEHHOro CpeAacTBa - OpraHusauus, obnagawowas npaBamMu Ha pesynbTaThbl
OOKITMHNYECKUX UCCNEeNOBaHUM JEKapCTBEHHOTO CPEACTBa, KIMMHWYECKMX WUCCREeOOBaHUM  NieKapCTBEHHOMO
npenapaTa UM Ha TEXHOSOMMIO NPOM3BOACTBA FIEKAPCTBEHHOIO CPEACTBa;

31) Npou3BOACTBO NEKAPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB
opraHm3aumsamMm - NpoM3BOAMTENSIMU NEKAPCTBEHHbLIX CPEACTB Ha OOHOW CTafuu, HECKOMbKMX UMM BCEX CTaausax
TEXHOMNOIrMYECKOro npoLecca, a Takke No XpaHEHWIO U peanuaaumm Npon3BeAeHHbIX TEKapCTBEHHbIX CPEACTB;

31") npousBoacTBeHHas nnowagka — TeppuTOpUanbHO OBOCOGMEHHBI KOMMMEKC NPOWU3BOAUTENS
NeKapCTBEHHbIX CPeAcTB, MpedHasHa4YeHHbIN ANs BbINOMHEHWst BCEro Mpolecca Npou3BOACTBA JIEKAPCTBEHHbIX
CpencTB UMK ero onpeaeneHHon ctaguu;

32) npousBoaMTENb JEKAPCTBEHHbLIX CPeAcTB - OpraHmMsauusl, OCYLLecTBhsiolas NpoM3BOACTBO
NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpebOBaHMs MM HacTosiLero ®eaepanbHOro 3akoHa;

33) dapmMaueBTMYeCckas LEATENbHOCTb - AesTeNnbHOCTb, BKMOYawlwas B cebs OnToBYH TOProBIHO
NeKapCTBEHHbIMU CpeAcTBaMM, WX XpaHeHue, NepeBO3KY WM (MNK) PO3HWUYHYKD TOPFOBIHO JEKApPCTBEHHBLIMU
npenapaTtamu, Ux OTMNyCK, XpaHeHWe, NepPeBO3KY, M3roTOBIEHME NIEKAPCTBEHHBIX NPenapaTos.;

34) opraHusauusi ONTOBOW TOPrOBMU fEeKApCTBEHHbIMU CPEACTBAMU - OpraHum3auus, OCYLLECTBRSOLLAN
ONTOBYI TOPrOBMKO NEKAPCTBEHHLIMU CPeACTBaMU, UX XpaHEHUE, MepeBO3Ky B COOTBETCTBMM C TpeboBaHMAMMU
HacTosilero ®egepanbHOro 3aKoHa;

35) antedHas opraHu3auusi - opraHu3auusi, CTPYKTYpHOe nogpasferneHne MefMUUHCKON opraHusauuu,
OCYLLECTBNAIOLLME PO3HUYHYIO TOPrOBIIO NIEKAPCTBEHHLIMU NpenapaTtamMu, XpaHeHne, NepeBo3Ky, N3roTOBMIEHNE U
OTMNYCK JiekapCTBEHHbIX NpenapaTtoB Ans MeAWMLMHCKOro MpMMEHEHUst B COOTBETCTBUM C TpeboBaHWAMM
HacTosiLero ®egepanbHOro 3akoHa;

36) BeTepuHapHasi anTeyHas opraHu3auusi - opraHusauusi, CTPYKTypHOe noapasferieHne BeTepuHapHOn
opraHu3aumm, OCyLLEecTBISIoWME PO3HUYHYIO TOProBI0 NeKapCTBEHHbIMW NpenapaTamMn, XpaHeHne, U3roToBreHme
N OTNYCK IeKapCTBEHHbIX MpenapaToB Afs BETEPUHAPHOro MNPUMEHEHWst B COOTBETCTBUM C TpeboBaHMsSIMU
HacTosilero ®egepanbHOro 3aKoHa;



37) danbcndmumpoBaHHOE TEKAapCTBEHHOE CPEeACTBO - JleKapCTBEHHOE CpPeACTBO, COMPOBOXOAEMOEe
NOXHOW nHdopMaLmMen o ero coctase 1 (UnNu) Npon3BoanTeEne;

38) HepobpokayeCcTBEHHOE NEeKapCTBEHHOE CPeACcTBO - NeKapCTBEHHOE CPeAcTBO, HEe COOTBETCTBYLLEe
TpeboBaHuaM chapmakonenHom ctatb NnMBo B cnydae ee OTCyTCTBUS TpebOBaHUAM HOPMAaTMBHOW AOKYMEHTaL MK
U HOPMATUBHOIO JOKYMEHTA;

39) koHTpadhakTHOe nekapCTBEHHOE CpeacTBO - NeKapCTBEHHOEe CpeacTBO, Haxopsuleecda B obopoTe ¢
HapyLLUEeHMEM rpaXKaaHCKoro 3akoHo4aTeNbCTBa;

40) DOKMMHUYECKoe WCCrefoBaHUE JIeKapCTBEHHOrO cpeAcTBa - Ouonornyeckue, Mukpobuorornyeckme,
MMMYHOOrMYeckme, TOKCUKONormyeckue, apmakonornyeckne, uandeckue, XvMMumyeckme W Apyrue
nccrneoBaHUsl NEKAPCTBEHHOIO CpefcTBa MyTeM MPUYMEHEHWS HayyYHbIX METOLOB OLIEHOK B LEensAX NonyvyeHust
JokasaTenbcTB 6e30nacHoOCTy, KadecTBa 1 3(PHEKTUBHOCTU NIEKAPCTBEHHOIO CPEACTBA;

41) KMMHUYECKOE WCCrnedoBaHWE NeKapCTBEHHOro npenaparta - U3yvyeHWe AMarHOCTUYECKMX, NnedYebHbIX,
NpounNakTnYeckmx, apmMakonormyeckMx CBONCTB feKapCTBEHHOrO MpenapaTta B NpOLEecce ero npuMMeEHeHus Y
YenoBeka, XMBOTHOrO, B TOM YKUCIe MPOLLECCOB BCACbIBaHUA, pacnpeneneHns, u3MeHeHnss N BblBEOEeHUSA, nyTem
NPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B LEenax MnonydeHus [[oKa3aTenbCcTB ©0e30nacHOCTW, KadecTBa W
3(pPeKTMBHOCTM NEKapCTBEHHOro npenaparta, AaHHbIX O HeXenaTemnbHbIX peakuMsix OpraHvM3aMa YerioBeka,
XWBOTHOIO Ha MNpPUMEHEHME IeKapCTBEHHOro npenapata M o6 adypekTe ero B3aMMOAEncTBUs C LPYrvMu
nekapcTBEHHbIMY NpenapaTtamu n (Unv) NUWEeBbIMU NPOAYKTaMu, KOpMaMMu;

42) MHOTOLIEHTPOBOE KIMHUYECKOE UCCNeaoBaHME FeKkapCTBEHHOro npenapata And  MegULUHCKOro
NPUMEHEHUS - KIMHUYECKOE WCCNedoBaHWe NeKapCTBEHHOIO npenapata Ans MeOUUMHCKOTO MpUMEHEHMS,
npoBoaMMoe pa3paboTyMkoM IeKapCTBEHHOrO npenapata B ABYX W 6Gonee MeOVUMHCKMX OpraHu3auusax no
€[ MHOMY MPOTOKOIY KIIMHWYECKOrO UCCINEeAOBaHMSA JIEKapCTBEHHOrO Npenapara;

43) MexXOyHapoOoHOe MHOrOLEHTPOBOE KIMHUYECKOE WCCrefoBaHWE JEeKapCTBEHHOro npenaparta Ans
MEOMLMHCKOrO MNPUMEHEHUS - KIIMHWYECKOE MWCCrnedoBaHWE JekapCTBEHHOro npenaparta Aans MeguumHCKOro
NPUMEHEHMS, NPOBOAMMOE pa3paboTuMKOM JeKapCTBEHHOro npenapaTta B PasfuMyHbiX CTpaHax Mo efguvHoOMY
NMPOTOKOJY KITMHUYECKOro UCCIef0BaHMS NIEKapCTBEHHOMO Npenapara;

44) noCTperncTpaumoHHOEe KIIMHUYECKOE WccnefoBaHME NEeKapCTBEHHOro npenaparta Anst MeauLUHCKOro
NMPUMEHEHUS - KITMHUYECKOE WCCreAOBaHNE JeKapCTBEHHOIO Mpenapata Ans MeaWMLMHCKOrO MpUMEHEHMS,
NPOBOAMMOE MPOU3BOAUTENEM FeKapCTBEHHOro npenapara, rpaxgaHckun obopOT KOTOPOro OCYLLECTBSETCS
nocrne rocyaapCTBEHHOW perucTpauun, B Lensix [OononHuTenbHoro cbopa AdaHHbix O ero 6esonacHocTu u
3(pPEeKTUBHOCTM, pacCLUMPEHUs MNOoKa3aHUMW K MPUMEHEHUIO [OAHHOro NeKapCTBEHHOro npenapaTta, a Takke
BbISIBNEHWS HEXenaTeNbHbIX peakuuin NaumMeHToB Ha ero 4encTeue;

45) nccnegoBaHne OVMO3KBMBANEHTHOCTM JIEKAPCTBEHHOIO npenapata — BUA KIMHUYECKOrO MCCrefoBaHus
nekapCTBEHHOro npenapara, NpoBeAeHMe KOTOPOro OCYLLECTBSeTCA Anst onpeferneHns CKOpoCTU BCaCbIBaHUS U
BblBEEHNSI OLHOTO WM HECKOSbKMX obnagawmx dhapMakornormyecko akTUBHOCTLIO AENCTBYHOLUX BELLECTB,
KONMM4ecTBa JleKapCTBEHHOrO mnpenapaTa, OOCTUraloLlero CUCTEMHOIO KpPOBOTOKA, W pe3ynbTaTbl KOTOPOro
MO3BOMAT cAenaTb BbIBOA O OWO3KBMBANEHTHOCTU BOCMPOW3BEOEHHOIO feKkapCTBEHHOro npenapata B
onpeferneHHbIX NekapcTBEeHHOW (hopMe M [03VMPOBKE, COOTBETCTBYHOLLMX (DOPME M [03MPOBKE pPedepeHTHOro
rniekapCTBEHHOro npenapara;

46) nccnepoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTU NEKAPCTBEHHbIX NpenapaTtoB - BUA KITMHUYECKOTro
nUccrnegoBaHUSA  NEeKapCTBEHHbIX MpenapaToB, MPOBEAEHUE KOTOPOro OCYLIEeCTBNSAETCA ANs  BbisIBNEHMWS
O[MHaKOBbIX CBOMWCTB JI€KApCTBEHHbIX MpenapaTtoB OnpeAefneHHOW MeKapCTBEHHOW (POpMbI, a TakkKe Hanuius
OOMHAaKOBbIX MNokasaTernen 6GesonacHOCTM U 3A(PPEKTUBHOCTM NEKAPCTBEHHbLIX MNpenapaToB, OAMHAKOBbIX
KNUHNYECKnX acpdeKkToB Npu Nx NpUMeHeHuY;

47) nNpOTOKON KIMHUYECKOrO WCCNEeAOBaHUSA FEeKapCTBEHHOro npenapata - [JOKYMEHT, B KOTOPOM
onpegenalTca uenu, ¢QopmMbl opraHMsauMm M MeTOLONOrMs MNpPOBEAEHUsT KIMHMYECKOrO MCCreoBaHus,
cTaTtucTMyeckne mMetoabl 06paboTkM pes3ynbTaToB Takoro UCCrefoBaHnst U Mepbl No obecneyeHnto 6e3onacHoOCTU
PU3NYECKMX UL, YHaCTBYHOLLMX B KIMMHUYECKOM UCCIe40BaHUM NEKapCTBEHHOMO Npenapara;

48) Opowtopa wuccrnegoBaTtens - CBOOHOE W3MOXEHUE pe3ynbTaToB [AOKIMHUYECKOTO UCCeOOoBaHUS
NeKkapCTBEHHOrO0 CpeacTBa WU KIMHWMYECKOTO WCCMEAOBaHMSA JeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro
NPUMEHEHNS;

49) VMHMOPMAUUOHHBIA NUCTOK nNauueHTa - AOOKYMEHT, B KOTOPOM cojepxaTtcd B AOCTYynHOW opme
CcBeeHMs, KacatoLmecs NpoBoANMOro KIMHUYECKOro NCCreJoBaHNst NeKapCTBEHHOMO NpenapaTta, U B MMCbMEHHON
¢dopme [OOpPOBOMbHOE CcoOrnacvMe nauueHTa Ha yyacTue B KIIMHUYECKOM MCCregoBaHWM  NeKapCTBEHHOro
npenapaTta nocrne O3HaKOMMEHUSI C OCOBEHHOCTAMM KIMHUYECKOrO WCCEeAOBaHUSA, MMEKLWMMU 3HaA4YeHne s
BbIPaXXEHUS TAaKOro cornacus;

50) nobouyHoe OenicTBME - peakums OpraHuM3ma, BO3HMKLIAS B CBA3M C MPUMEHEHVWEM NeKapCTBEHHOro
npenapaTta B 403ax, PEKOMEHAYEMbIX B WMHCTPYKUMM MO €ro NPMMEHEHMWIO, ONs NPOUNaKTUKK, ONArHOCTUKM,
neyeHus 3aboneBaHusa Unun gnsa peabunuraunm;

50') HexenaTenbHasi peakuus — HernpeJHaMepeHHasi HeGnaronpusiTHasi peakuusi opraHusMa, KoTopas
MOXeT ObITb CBsi3aHa C NPUMEHEHNEM FIEKapCTBEHHOIO NpenapaTa;

51) cepbe3Has HexenaTenbHas peakuus - HexxenaTenbHasi peakuns opraHuama, CBa3aHHasi C MpUMeEHeHneM
nekapcTBEHHOro npenapaTta, npuBedllasd K CMepTu, BPOXAEHHbIM aHOManusiM Unu nopokam passutus nmbo
npeactaesnswowas cobon yrposy >KusHu, Tpebyollasa rocnutanusaumy wnu npuBedllas K CTOMKOW yTpaTe
TPYAOCNOCOBHOCTU U (M) UHBANUAHOCTY;



52) HenpeOBuOeHHas HeXxenatenbHas peakuus — HexernaTernbHasi peakuusi opraHnama, Kotopasi cBsisaHa C
NPMMEHEHWEM JeKapCTBEHHOrO npenapata B [03aX, PEKOMEHAYeMbiX B MPOTOKOME €ero  KIMHUYECKOro
nuccriegoBaHusi, Opolltope uccrnegosaTensi, WM C  MPUMEHEHMEM JleKapCTBEHHOro npenapata B [Jo3ax,
pPeKOMeHAYEMbIX B UHCTPYKLMK MO €ro NPUMEHEHWIO AN NPOMUNaKTUKN, ANarHOCTUKN, NedeHns 3abonesaHms nunm
MeaUUMHCKON peabunuTtaumm naumeHTa, W CYLHOCTb, TSDKECTb WM UCXo4 KOTOPOW He COOTBETCTBYET
nMHdopMaLMM O rfeKkapCTBEHHOM MpenapaTe, CoepKallencsi B NPOTOKOMEe ero KIMHWYECKOro WUCCrenoBaHus,
OpoLutope uccnegoBaTens UM B MHCTPYKL MU MO NPUMEHEHUIO NTEKapCTBEHHOMO nNpenapara;

521) bapmakoHag3op — BWO AOEATENbHOCTM MO MOHUTOPUHTY 3ddeKkTMBHOCTM K 6e3onacHoOCTH
NEKapCTBEHHbIX MpenapaToB, HaMpaBIiEHHbI Ha BbISBNEHWE, OLEHKY W MNpeAoTBpalleHMe HexXernaTerbHbIX
nocnencTBUN NPUMEHEHUS NTEKAPCTBEHHbIX NPenapaTos;

52%) nnaH ynpasneHns puckamu — NoApoGHOe onucaHne MeponpUsTUIA Mo (apMakoHaA30py, HaNpaBneHHbIX
Ha BbISIBIIEHNE, OLEHKY W NpedoTBpalleHne WM MUHUMU3ALUI0 PUCKOB, CBSI3AHHbLIX C JIEKAPCTBEHHbIMU
npenapaTtamu, BKoYasa OLeHKY 3pDeKTUBHOCTM AaHHbIX MEPOMNPUSATUN;

53) peuenT Ha nekapCTBEHHbIA npenapaTr - MUCbMEHHOE Ha3HayeHWe neKapCcTBEHHOro npenapaTta no
yCTaHOBneHHON opme, BblJaHHOE MEAULMHCKUM UNn BeTepuHapHbiM paboTHUKOM, MMEIOLLMM Ha 3TO Npaso, B
Lensax oTnycka NekapCTBEHHOro npenapara Unm ero U3roToBrneHus U OTNycka;

54) TpeboBaHne MeOWLMHCKOW OpraHmsauuMu, BeTepUHapHOW oOpraHuM3auuun - LOKYMEHT YCTaHOBIEHHOW
¢OpMbI, KOTOPbIN BbIMUCAH MEAULMHCKUM UMW BETEPUHAPHBIM PAaBOTHUKOM, MMEIOLLMM Ha 3TO NPaBo, U COAEPXKUT
B MUCbMEHHON OpMe yKasaHue anTevyHoW opraHmsaumm 06 OTnycke nekapCTBEHHOro npenapaTta unu o ero
n3roToBneHnn 1 06 oTnycke aAns obecneyeHns ne4ebHOro npowuecca B MeAULIMHCKON OpraHmM3auny, BETEPUHapHOWN
opraHu3auun.

55) komnnekcHasi oueHKa feKkapCTBEHHOro MpenapaTta — OueHKa 3apervcTpupoBaHHOIO feKapCTBEHHOMO
npenapaTa, BKMwyawwasa B cebs aHanu3 uHdopmauuM O CPaBHUTEMbHOW KIMHUYECKON 3(hdEKTUBHOCTU U
6Ge3onacHOCTV NeKapCTBEHHOrO npenaparta, OLEHKY 3KOHOMMWYECKUX MOCMEACTBUA €ro MPUMEHEHUS, U3ydeHue
OOMNOMHUTENMbHBIX MNOCNEACTBUA MPUMEHEHMS FEKAPCTBEHHOrO npenapata B LUEnsxX MNpUHATUS pelleHnni o
BO3MOXHOCTW BKIMOYEHUS] NIEKAPCTBEHHOrO npenapaTta B MNepeyYeHb XU3HEHHO HEOOXOAWMbIX M BaXKHEMLUMX
NeKapCTBEHHbIX MpenapaTtoB, HOPMaTMBHbIE MPABOBbIE aKTbl M MHble [OKYMEHTbI, onpeaenswolme nopsgok
oKasaHusi MeaULMHCKOM NOMOLLM, NN UCKITFOYEHMUS €70 N3 YKa3aHHbIX NEPEYHs, akTOB U AOKYMEHTOB.

naea 2. MOJTHOMO4UA ®EOEPAJIbHbLIX OPITAHOB VICI'IOJ'IHI/ITEJ'IbI-vIOVI .
BINNACTU, OPTAHOB UCMOJNIHUTENNbHOU BNNACTU CYBBEKTOB POCCUUCKOU
SEOEPALUN NPU OBPALLEHUAU NEKAPCTBEHHbLIX CPEACTB

Cratbs 5. lMonHomouuMsa cpedepanbHbIX OPraHoOB WCMNOMIHUTENLHOW BRacTU Npu obpalieHun
NeKapCcTBEHHbIX CpeacTB

K nonHomounsim pegepanbHbiX OpraHoB UCMOMHUTENBHON BNacTu nNpu obpalleHnm NekapcTBEHHbIX CPeacTB
OTHOCATCS:

1) npoBegeHne B Poccuickon denepaunm eguHON rocyaapCTBEHHOW MONMUTUKM B obnactn obecnevyeHus
NeKapCTBEHHbIMM NpenapaTtamu rpaxaaH Ha Tepputopum Poccunckon ®epepaunm;

2) ytBEpXaeHne oblwmx gapmakonerHbix ctateir, dapMakonenHbIX CTaTel, M3gaHue rocygapCTBEHHOM
dapmakoneu, co3gaHve 1 BeeHne peectpa papmMakonernHbIX CTaH4apTHbIX 06pasLoB;

3) ocyLuecTBneHne rocyaapcTBEHHOro KOHTpons (Haasopa) B cdpepe obpalleHnsi nekapCTBEHHbIX CPEACTB;

4) nuueH3upoBaHMe NPOU3BOACTBA EKAPCTBEHHbLIX CPeACTB U dapmaLeBTUYECKON [OeATEeNbHOCTU B
COOTBETCTBUN C 3aKkoHoAaTenbcTBOM Poccuiickon ®epepaunu;

5) opraHu3auusa aKcnepTusbl NEKApCTBEHHbIX CPEACTB, 3TUYECKOW IKCNEepPTMU3bl BO3MOXHOCTU MpOBEAEHUs
KNUHUYECKOrO WUCCMNeAoBaHUSA feKapCTBEHHOro npenapata Ans  MeOWUMHCKOro MNPUMEHEHUs, 3KCnepTu3bl
OOKYMEHTOB, NpeACTaBneHHbIX A1 onpefeneHns BO3MOXHOCTU paccMaTpuBaTb NeKapCTBEHHbIM npenapaT Ans
MEOMLMHCKOTO MPUMEHEHMST MPW TOCYOAPCTBEHHOW perucTpaumMm B KavyecTBe OpdaHHOro JeKapCTBEHHOro
npenapaTa;

5') opraHusauusi MPOBEAEHUS] KOMMIIEKCHOW OLIEHKW NEKapCTBEHHOTO npenapata B LEensX MpUHSATUS
peLleHnin O BO3MOXHOCTM BKIHOYEHMST JIEKAPCTBEHHOrO npenapata B MepeyeHb KU3HEHHO HeobXxoauMbIX W
Ba)XHEWLUNX eKapCTBEHHbIX MpenapaToB, HOPMaTMBHbIE MPAaBOBbLIE aKTbl U UHbIE OOKYMEHTbI, onpegensiowue
NMOPSIA0K OKa3aHUs MegULMHCKON MOMOLLM MW UCKITHOYEHUS €ro U3 ykasaHHbIX NepeYHsi, akTOB U JOKYMEHTOB;

6) Bbldaya paspeLleHnii Ha NPOBEAEHUE KITMHUYECKUX NCCeaoBaHni NekapCTBEHHbIX NpenapaToB, BeAeHne
peecTpa BblAaHHbIX pa3peLleHnini Ha NPoBeaeHNE KITMHUYECKUX UCCIIeQ0BaHUN fiekapCTBEHHbIX NpenapaTos;

7) rocygapcTBeHHasi peructpaums NekapCTBEHHbIX MpenapaToB, BedeHWe Trocy4apCTBEHHOro peecTpa
neKapCTBEHHbIX CPeACTB;

lMonpaBku, BbiAeneHHbIe ronybbIM LiIBETOM BCTynaroT B Aencteue ¢ 1 sHBaps 2016 r.!

8) opraHunsauus n (Mnun) NpoBeaeHNe MHCMEKTUPOBAHNSA CyObeKTOB obpallleHns NekapCcTBEHHbIX CPEeACTB Ha
COOTBETCTBME MpaBunam Haanexatlen nabopaTtopHON NpPakTUKKU, NpaBuMaMm Hagnexallen KNMHUYECKON NPaKTUKK,
npaBunamM Haanexatllen NpakTUKU XpaHeHUs U NepeBO3KU NeKapCTBEHHbIX NpenapaToB, NpaBunam Haanexallemn
ONCTPUBBLIOTOPCKON NPaKTUKK, NpaBmunam Haanexallen anteyHon NPaKkTukuy;

81) opraHusauusi 1 (unu) NpoBefeHne NHCNEKTMPOBaHUS CyObeKTOB obpallleHns NiekapCTBEHHbIX CPEACTB Ha
COOTBETCTBME TpeboBaHMSIM MpaBUSl Hagfexalwen npoM3BOACTBEHHOW MPaKTWMKX, Bbldaya 3aktoYeHun o



COOTBETCTBMM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPEeACTB TPebOoBaHUAM NMpaBui Hagnexalen npon3BoACTBEHHON
NPaKTUKK;

82) yCTaHOBIEHWe nopsiaka BeAeHUs U BeeHWe rocyaapCTBEHHOIo peecTpa 3akriyeHui 0 COOTBETCTBUM
npov3BOaUTENS NeKapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBun Hagnexallen Npous3BoaCTBEHHOW NPaKTUKY,

9) rocygapCTBeHHasi peructpauusi YCTaHOBMEHHbIX MPOU3BOAUTENSMU NEKApPCTBEHHbLIX MpenapaToB
npeaenbHbIX OTNYCKHbIX LIeH Ha XU3HEHHO HeoOXOoAMMble N BaXKHeWLIne nekapcTBEHHbIE npenapaTbl U BeJeHune
rocy4apCTBEHHOrO peecTpa npedernbHbIX OTMAYCKHbIX LieH MNpovM3BOAUTENEN Ha NeKkapCTBEHHble npenaparthbl,
BKJTHOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOANMBIX U BaXKHEMNLLMX NeKapCTBEHHbIX NpenapaTos;

10) ycTaHOBMneHMe nopsgka BBO3a IeKapCTBEHHbIX cpeAcTB B Poccunckyto Pepepaumio 1 BbiBO3a
nekapcTBEeHHbIX cpeacTB n3 Poccuinckon denepaumu;

101) Bbldaya, YCTaHOBIEHME Mopsaka Bbligadnm M OpMbl OOKYMEHTa, KOTOpbIM noaTBEPXKOAET, 4TO
NpPOM3BOACTBO JIEKAPCTBEHHOTO NMpenaparta OCYLLECTBIIEHO B COOTBETCTBMM C TPEOOBaHUSIMI MPaBUI Hagexallen
NPOV3BOACTBEHHONM NPAKTUKN, Y NOASIEXMUT NPEeACTaBAEHMIO N0 TPebOOoBaHMIO YNOSTHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPY BBO3UTCS NEeKapCTBEHHbIN Npenapar;

102) BblJaya, YyCTaHOBMeHWe nopsiaka Bbigaun U OpMbl JOKYMEHTa, coAepKallero CBedeHust 0 cTtagusax
TEXHOMOrM4YecKkoro npolecca npou3BOACTBa JlEeKapCTBEHHOIO CpeAcTBa, OCYLUECTBASEMbIX Ha TeppuUTopumn
EBpa3unnckoro 3KoHOMMYECKOro cot3a;

11) cosgaHue coBeTOB MO BONpOCaM, CBA3aHHbIM C 0bpalleHneM nekapcTBEHHbIX CPEACTB;

12) atTectaums n cepTucukaLma cneLmanmcTos;

13) ytpatun cuny ¢ 1 cenTabps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-93;

14) ocywecTtBneHune hapmakoHaasopa;

15) yyactne B MexayHapogHOM COTPYAHUYECTBE;

16) nony4eHune No 3anpocam ynosIHOMOYEHHOro oejeparibHOro opraHa UCMoSIHUTENbHON BNacTu OT OpraHoB
ncnonHuTensHou Brnactu cybbektoB Poccunckon degepaunmn, a Takke oT CyObeKTOB 0OpalleHUs NekapCTBEHHbIX
cpeacTB Ans MeAWMLMHCKOro NpUMEHeHUs uHdopmaumm no BONpPOCaM YCTAHOBMEHWUST M MPUMEHEHMST LiEeH Ha
nekapcTBeHHble Npenapatbl U HaabaBoK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLUeHne 3akoHogaTenbcTBa Poccunckon ®egepaumn.

18) yTBepXOeHWe npaBun Hagnexawen nabopaTopHOM MPaKTUKK, NpaBWUi Hagnexallen KIMHUYECKOW
NPakTUKW, MpaBu Hagnexalwlen npoM3BOACTBEHHOW MPaKTUKX, MNPaBWil Haanexallen MpPakTUKM XpaHeHus wu
NepeBO3KM FNEKApCTBEHHbIX MpenapaToB, MpaBuIl  Hagnexalwen AUCTPUOBLIOTOPCKON MPaKTUKW, MpaBwun
Hagnexallen anTeyHoOW NPakTUKKM, NpaBuI Haanexatlen npakTnukM papMakoHaa3opa NekapCTBEHHbIX NpenapaTos
ONa MeULMHCKOro NPpUMEHEHMS;

19) ycraHoBneHue nopsaka POPMUPOBaAHUSA PErmcTpauuMoOHHOrO [OChbe Ha feKapCTBEHHbIN npenapaTt u
TpeboBaHWIl K JOKYMEHTaM B €r0 COCTaBE;

20) yTBepXOeHWe npaBun pauMoHanbHOro BbIOOpa HaWMEHOBaHWUM FEeKapCTBEHHbLIX MpenapaToB A4S
MeAMULMHCKOro NpUMEHEHMS;

21) yTBEepXKAEHNE NepeyHsi HAMMEHOBaHUN NekapCTBEHHbIX hOPM;

22) cdopmmupoBaHMe peecTpa TUMOBbIX MHCTPYKLMIM MO MEOULMHCKOMY MPUMEHEHMUI0 B3aMMO3aMeHSeMbIX
NeKapCTBEHHbIX NpenapaTos;

23) yTBEpXaeHne TpeboBaHWU K MHCTPYKLMM MO MEAULIMHCKOMY NPUMEHEHMIO NEKAPCTBEHHbIX NpenapaToB u
K MHCTPYKLMM MO BETEPMHAPHOMY NMPUMEHEHNIO NIEKaPCTBEHHbIX NPenapaTos;

24) pocynebHoe 3akpbiTUE CaWTOB, COAepXaluxX WHGOPMAaLMIO O PO3HUYHOW npojake AUCTaHLUOHHbLIM
crnocobom, npeanoxeHve o NpuobpeTeHun AUCTaAHLUMOHHBIM CMOCOBOM, AOCTaBKe AUCTaHLMOHHBIM Crocobom U
(vnn) nepepave usnyeckomy nuLy AMCTAHLIMOHHBIM CMNOCOBOM MeKapCTBEHHbIX MpenapaTtoB, HAPKOTUYECKMX
NeKapCTBEHHbIX NpenapaTtoB W MCUXOTPOMHbIX FEKapCTBEHHbIX MNpenapaToB, 3a WCKIKYEHWEM CIyyaes,
yCcTaHoBMeHHbIX [paBuTtensctBoM Poccuiickon ®epeparmu.

CtaTtbs 6. MonHOMOuYMA opraHOB UCMONHUTENbLHOMU BRNacTu cybbekta Poccuinckon depepauum npu
obGpalieHMn neKapcTBeHHbIX CpencTB

K nonHomoumMsamM opraHoB WCMOMNHUTENbHOW BnacTu cyobekta Poccuiickon Pepepauumn npu obpalieHun
neKapCTBEHHbIX CPeaCcTB OTHOCATCS:

1) paspaboTka M peanu3aumsi pernoHanbHbIX MNporpamMmm obecrnedyeHns HaceneHus neKkapCTBEHHbIMU
npenapatamu;

2) ycTaHOBNEHWe npefenbHbIX pasMepoB ONTOBbIX HaabaBoK W npedenbHbiX PasMepoB  PO3HUYHBIX
HaabaBoOK K hakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSMU NIEKAPCTBEHHbIX NpenapaTos, Ha
neKkapcTBEHHbIe Npenapatbl, BKMAYEHHbIE B NepeyYeHb XMU3HEHHO HEOOXOOAUMbBIX M BaXKHEWLUUX NeKapCTBEHHbIX
npenapaTos;

3) ocyulecTBrneHne permoHanbHOro rocyaapCTBEHHONO KOHTPOMNs 3@ MPMMEHEHUEM LIeH Ha NeKapCTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOOAMMBIX W BaXHEWLUMX JEKapCTBEHHbIX MNpenaparos,
opraHu3aumsiMM OMNTOBOW TOProBMM, anTeYHbIMU OpraHu3auvsaMun, WHAMBUAYaNbHbIMU NpeanpuHMMaTENsIMK,
UMELLUMUN NULLEH3UI0 HA (hapMaLEeBTUYECKYIO OESATENBHOCTD.



Mnaea 3. FTOCYQAPCTBEHHAA ®APMAKONEA
CtaTbA 7. PaspaboTka 1 nsgaHme rocygapcTtBeHHOM ¢papmakoneu, pa3melleHre AaHHbIX O Hel

1. MNop rocypnapctBeHHOW bapMakoneen MOHMMaeTcs cBoh obwux apmakonemHblx cTaTten wu
dapmaKkonenHbIx cTaTen.

2. PaspaboTka obLmx hapmakonemnHbix ctaTten u dapmakonenHblx cTaTel, B TOM 4ucre dapMakonenHbixX
cTtateri Ha apMakonemnHble CcTaHOapTHble 00pasubl M BKIOYEHME WX B TOCYAApCTBEHHYH apMakonetro
OCYLLECTBMAKTCA B MOPSAOKE, YCTAHOBIEHHOM YMOMHOMOYEHHBIM doedeparibHblM OpPraHOM MCMOSTHUTENBLHON
BMacTm.

3. PaspaboTka chapmakonenHon ctaTtbl Ha pedepeHTHbIN NeKapCTBEHHbIA NpenapaT U BKIOYEHWE ee B
rocygapcTBeHHyo chapMakonelo B TeYeHMEe Cpoka AeWCTBUS 3alnTbl UCKIMIOYUTENBHOIO NpaBa, Y4OCTOBEPEHHOMO
NnaTeHTOM Ha opuUrnHarnbHOE NekapCTBEHHOE CPeacTBO, OCYLLECTBASAOTCA C cornacus ero paspaboTyumka.

4. 'ocypgapcTBeHHasa hapmakonest U3gaeTcsa YNnonHOMOYeHHbIM dhegepanbHbiM OpraHOM MCMOSNTHUTENbHOM
BNacTu 3a cyeT cpeAcTB heaepanbHOro 6rompkeTa 1 NogNeX T NepensgaHnsam He pexe Yem OAVH pa3 B MATb NeT,
B Nepuvog Mexay KOTOPbIMU M3LOalTCs MNPUMOXKEHUS K FOCY4apCTBEHHOW dhapmakornee, cogepxaiwime obuime
hapmakonemnHble ctatb U (MnNn) dpapmakonemnHole cTaTbW, YTBEPXKOEHHbIE MOCMe U3gaHus Unv nepevsgaHus
rocyfapcTBeHHon papmakonen.

5. YnonHoMouyeHHbIn bedepanbHbli  OpraH  WUCMOMHUTENbHOW BracTM  pasMellaeT AdaHHble O
rocyaapcTBeHHOW hapMakonee U NPUNOXEHUSX K HelW Ha cBoeM odmumanbHoMm cante B ceTu "MHTepHeT" B
YCTaHOBMNEHHOM MM MOpPSIAKe.

Masa 4. FOCYAAPCTBEHHbIA KOHTPOJb NMPU OGPALLEHUMU
NNEKAPCTBEHHbBIX CPEACTB

Crtatba 8. JlMueH3uMpoBaHMe MNPOU3BOACTBA JiIeKAPCTBEHHbIX cpeAcTB M hapmaueBTUYECKON
OeATeNbHOCTH

1. JlwueHsmpoBaHMe NpPOM3BOACTBA JlEKAPCTBEHHbIX CPeacTB WM drapMaueBTUYECKON LesTenbHOCTU
OCYLLLECTBMSIETCS B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon denepaumn.

2. ObGsasatenbHbIM YycrnoBMeM MpeaocTaBneHnUs NULEH3UM Ha MNpPOU3BOACTBO EKapCTBEHHbIX CpeacTB
SABNAETCA NPUNOXEHWE K 3asiBNEHUI0 COMCKaTens nuLUEH3MM MepeydHs NekapCTBEHHbIX ¢opM u (unu) BuAOB
thapmaLeBTUYECKUX CybCTaHLUMIN, KOTOpble NPOM3BOAUTEND NEKAaPCTBEHHbLIX CPeACTB HaMepeH NPON3BOAUTD.

3. B cnyyae HeobxoOuMOCTM pacLUMpeHus MpoM3BOACTBA NEKAapCTBEHHbIX CPEeACTB 3a CYeT HOBbIX
nekapcTBeHHbIX (hopM 1 BUAOB hapmaLeBTMUECKMX CyOCTaHLMA NPON3BOANTENb NEKAPCTBEHHbIX CPEACTB AOMKEH
Nony4nTbL HOBYIO NULIEH3MIO Ha NPOU3BOACTBO JIEKapCTBEHHbLIX CPEACTB.

CtaTtbf 9. FlocyaapcTBeHHbIN KOHTPOIb (Haa3op) B cdepe obpalleHns nekapcTBeHHbIX CpeacTB

1. FocygapcTBEeHHbIN KOHTPOIb (HaA30p) B chepe obpalleHuns nekapCTBEHHbIX CPeACTB BKMYaeT B cebs:

1) INWMUEH3MOHHBIN KOHTpONb B cepe MNpoM3BOACTBA IEKAPCTBEHHbIX Cpeacte M B cdepe
dapmMaLeBTUYECKON OeATENBHOCTY;

2) tbepepanbHbIV rOCygapCcTBEHHBIN HAA30p B chepe obpalleHns nekapCcTBEHHbIX CPEACTB.

3) BbIGOPOYHBIV KOHTPOSb Ka4eCTBa NEKapPCTBEHHbLIX CPEACTB.

2. JIMUEH3NOHHbIW KOHTPONb B cdhepe NpPoOM3BOACTBA JEKapCTBEHHbIX CpeactB W B cdepe
dapmMaLeBTUYECKON  OEATENbHOCTU  OCYLLECTBMSeTCA  YMNOfMIHOMOYEHHbIMM  bedepanbHbiM  OpraHom
NCMNONMHUTENbHOW BNacTu U opraHamMu UCMOSHUTENBHON BriacTu cyobekToB Poccunckon Pegepaumm cornacHo mx
KOMNeTeHuun B nopsigke, yctaHoBneHHoMm degepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-93 "O 3awuTte
npas OPUANYECKMX §NUL U WHAMBMAYANbHbLIX NpeanpuHMMaTenern npu OCYyLWeCTBNEeHUU [oCyaapCTBEHHOMO
KOHTponsa (Hagsopa) M MyHMUMNANbHOTO KOHTPOMsA", C y4eToM OCODEHHOCTEW OpraHusauum u npoBedeHus
NpoBepoK, ycTaHOBMNEeHHbIX PeaepanbHbiM 3akoHOM oT 4 masa 2011 roga N 99-®3 "O nuueH3anpoBaHUKU oTaerbHbIX
BMAOB AesiTenibHoCcTU".

3. depepanbHbI rocygapCTBEHHLIN HAA30p B cchepe obpalleHnst MekapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCA
YMOSMMHOMOYEHHbIMKN dhefepanbHbIMA OpraHaMy UCMOSTHUTENBHOW BriacTu (danee - opraHbl roCygapCTBEHHOro
Ha30pa) cornacHoO Mx KoMneTeHuMn B nopsigke, yctaHoBreHHom MpaeuTtensctBom Poccuiickon ®epepauun.

4. depepanbHbli TOCYyAapPCTBEHHbLIN HaA30p B cdepe obpalleHnsi nekapCTBEHHbIX CPEACTB BKOYAET B
cebs:

1) opraHusauuto 1 npoBedeHne NPOBEPOK CobMNaeHNss cyObekTammn obpalleHnst NeKapCTBEHHbIX CPEeACTB
YCTaHOBMEHHbIX HacToAWwmnmM deaepanbHbIM 3aKOHOM U NPUHATLIMU B COOTBETCTBUM C HUM UHBIMU HOPMaTUBHbLIMU
npasoBbiMU akTamu Poccuickon defepaunn TpeboBaHUN K OOKNMHUYECKMM WCCNEOBaHUSM feKapCTBEHHbIX
CPEeACTB, KIMHUYECKMM UCCMEeA0BaHNAM NeKapCTBEHHbIX NPenapaToB, XpaHeHWo, NepeBo3ke, BBO3Y B Poccuiickyto
denepaumio, OTMNYCKy, peanusaluum IeKapCTBEHHbIX CPeacTB, MPUMEHEHUIO NeKapCTBEHHbIX MpenapaTtos,
YHUUYTOXEHMNIO NEeKapCTBEHHbIX CPEeACTB, a Takke CcobnioaeHUs YyNONMHOMOYEHHbIMU opraHaMm UCMOSTHUTENbHOMN
BnacTu cybbektoB Poccuiickon Pepepaumm METOOMKN YCTAHOBMEHUS NPeaesSibHbIX pa3MepoB ONTOBbIX HaabaBok



N npefenbHbiX pPasMepoB pPO3HUYHBLIX Hag0aBOK K  (QAKTUYECKMM OTMYCKHbIM  LieHaM, YCTaHOBIIEHHbIM
Nnpou3BoaUTENsIMU JIEKAPCTBEHHbLIX MpenapaToB, Ha JleKapCTBEHHble MpenapaTthbl, BK/OYEHHbIE B MNepeyYeHb
XN3HEHHO HEOBXOAMMbBIX 1 BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaToB (ganee — obasatenbHble TpeboBaHus);

2) opraHusauuto ¥ MpPOBELEHWEe MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB, HaxXoOsAWMXCS B
rpaXkgaHckoM 06opoTe, YCTaHOBIEHHLIM TPeOOBaHUSAM K UX KAYECTBY;

3) opraHusauuio 1 npoeefeHue papmakoHan3opa;

4) npumMeHeHve B nopsgke, YCTAHOBMEHHOM 3akoHodaTtenbCcTBom Poccuinckon depepaumn, Mep no
NMpecevYeHnio BbISIBMIEHHbIX HapyLleHun obasaTenbHbIX TpeboBaHMM K (MNKM) YCTPaHEHWO MOCreacTBUMA TaKux
HapyLeHWn, B TOM YMCME MPUHATUE PELLUEHNs O HaxXOXAEHUWN FeKapCTBEHHbIX CpeacTB B obpalleHuun, Bbligady
npegnucaHMn o6 yCTpaHEHWU BbISIBMIEHHbIX HapylleHun oba3aTenbHbiX TpeboBaHUM U MpuBMEYEHME K
OTBETCTBEHHOCTY UL, COBEPLUMBLUNX TaKNe HapYyLLUEHUS.

5. ®egepanbHbIv rocyAapCTBEHHbIV HAA30p B cdepe obpalleHns NekapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA
B Mnopsiake, yctaHoBrneHHoM PepepanbHbiM 3akoHOM OT 26 gekabpst 2008 roga Ne 294-03 «O 3awumTe npas
IOPUONYECKMX NUL, U MHAMBUAYANbHbLIX NpeanpuHUMaTene npu OCyLLEeCTBMEHMU FOCYAAapPCTBEHHOIO KOHTPONS
(Hag3opa) M MyHMUMNANbHOTO KOHTPOMsS», C y4eTOM OCOBEHHOCTEN, YCTaHOBMEHHbIX HACTOSLWEN CTaTbew.
lMpeoBapuTenbHOe cornacoBaHWe C opraHaMmy MNpOKypaTypbl CPOKOB MPOBEAEHUS BHEMMAHOBOW MPOBEPKM
cybbekToB OOpalleHns NnekapCTBEHHbIX CPeACTB, a Takke npefBapuTeribHoe yBeOOMIEHME HPUONYECKUX nuu,
MHOUBMAYaAnNbHbIX NpeanpUHUMaTENen 0 Havane NPoBeAEHNS 3TOM NPoBepKM He TpebyeTca. OpraHbl NpoKypaTypbl
M3BeLaTCa O MNPOBEAEHVMM BHEMMAHOBOW MPOBEPKM CYObEKTOB obOpalleHns IeKapCTBEHHbIX CpeacTs
nocpencTBOM HanpaefeHns COOTBETCTBYIOLLMX AOKYMEHTOB B TeYeHne Tpex paboynx AHeN ¢ MOMEHTA OKOHYaHWS
NPOBEAEHUS YKA3aHHOW BHEMIAHOBOW MPOBEPKMY.

6. [JOmKHOCTHbIE NULLIA OpraHa rocy4apCTBEHHOro HaA3opa B NopsiaKke, YCTaHOBNEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®enepaunn, UMeOT NpaBo:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MUCbMEHHbLIX 3anpocoB OT CyObekToB 0bpalleHus
nekapCTBEHHbIX CPeAcTB, OpraHoB WCMOMHWTENbHOW BracTu cybbekToB Poccuiickon ®depgepaumy M OpraHoB
MECTHOro camoyrnpaBfieH1s JOKYMEHTbI U MHOpMaLMIo Mo Bonpocam obpalleHuns NekapCTBEHHbIX CPeacTB;

2) BecnpenaTCTBEHHO MO NPeabsABMEeHUN CNy>XeObHOro yaoCTOBEPEHMS M KOMuWM mnpukasa (pacnopsbkeHust)
opraHa rocygapcTBEHHOro Hag3opa O Ha3HayYeHuM NPOBEpPKU nocelaTb MCMONb3yeMble PUANYECKMMU NrLaMm,
HAMBUAOYaNbHBIMY NpeanpuHMMaTensaMu, SBnsWMMUCA cyObekTammn obpalleHnst NekapCcTBEHHbIX CpeacTs, npu
OCYLLECTBMEHUN CBOEW AESATEeNbHOCTU TEPPUTOPUM, 34aHWUS, MOMELLEHUS U COOPYXEHMS B LEnsxX NpoBeneHus
MEepPONPUSATUIA MO KOHTPOIIO;

3) npoBoauTb OTOOP o06pasLoB neKkapCTBEHHbIX CPeACTB, NpefHasHauyeHHbIX Ans  peanusaunm U
peanusyembix cybbekTamu oObpalleHus NneKapCTBEHHbIX CPeACcTB, AN MPOBEpKM KX KayecTBa, npoBeneHus
nccneaoBaHUm, UCMbITaHUA B COOTBETCTBMM C NpaBunamm otéopa obpasLioB, yCTaHOBMEHHBIMU YNONHOMOYEHHbIM
deneparnbHbIM OpraHoOM MUCMOMHUTENbBHOW BRacTy;

4) BblgaBaTbh cybbektam obpalleHus nekapcTBeHHbIX CPeAcTB NpeanucaHusa O npekpalleHUn HapyLleHuin
06sA3aTenbHbIX TpeboBaHU 1 06 yCTpaHEHUW BbISIBNEHHbIX HapyLLIeHUn 06a3aTtenbHbIX TpeboBaHuig;

5) HanpaBnATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuarnbl, CBA3aHHbIE C HapyleHusAMU 0b0A3aTenbHbIX
TpeboBaHWi, AN peLleHns BONMPOCOB O BO30YXAEHUN YrONOBHbIX AEN1 MO NPpU3HaKaM NpecTynneHun.

7. DBblOOpPOYHBIA  KOHTPOSMb KayecTBa JIEKApPCTBEHHbIX CPEACTB OCYLLECTBIAETCS  YMNONTHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOMHUTENBbHONM BNACTV B YCTAHOBIIEHHOM UM MOPSiAKE 1 BKIOYaeT B cebs:

1) obpaboTtky cBegeHun, B o00a3aTenbsHOM MOpsSAKe MpeaocTaBnsieMblX cybbekTamm obpalleHus
NEKapCTBEHHbIX CPEACTB, O Cepusix, NapTUsIX NeKapCTBEHHbIX CPeACTB, MOCTyNalLWMX B rpakgaHcKkum obopoT B
Poccunckon ®egepaumnm;

2) otbop 06pasyoB NEKapPCTBEHHbIX CPeacTB Yy CyObeKToB 0OpalleHnss NekapCTBEHHbIX CPEACTB B LEnsax
NpoBeOEeHUA UCMbITaHUA Ha WX COOTBETCTBME TPeOOBaHUAM HOPMATUBHOM OOKYMEHTAUMW WU HOPMATUBHbIX
OOKYMEHTOB;

3) NpuHATME MO pes3ynbTaTtaM MPOBEAEHHbLIX UCMbITAHWUIA peLleHus O fanbHenwem rpaxgaHckoMm obopoTe
COOTBETCTBYIOLLErO NeKapCTBEHHOIO CPEeACTBa;

4) NpUHATME YNOJSIHOMOYEHHbLIM heeparnibHbIM OpraHoOM MCMOMHUTENBHOW BNacTu pelleHus O nepeBone
NeKkapCTBEHHOro cpeAcTBa Ha NMOCEPUIHBLINA BbIOOPOYHBLIA KOHTPOSb KavyecTBa fiekapCTBEHHbLIX CPeAcTB B Crydae
MOBTOPHOrO BbISIBIEHUS HECOOTBETCTBUSI KayecTBa JIEKAPCTBEHHOrO CpeAcTBa YCTAHOBIEHHLIM TPeboBaHMAM U
(mpn HeobxogmMmocTM) O MNpoBepke cyObekTa OOpalleHUss NeKapCTBEHHbIX cpeacTB. Pacxofpbl, CBs3aHHblE C
npoBefeHNEM MOCEPUMHOIO BbIGOPOYHOTO KOHTPOMS KayecTBa JIEKApPCTBEHHbIX CPeACcTB, OMNSlavyMBaloTCs
npov3BoaUTENEM FEKapCTBEHHOrO CcpeAcTtBa nvMbo agepxateneMm Wnu  BrnagenbleM  perncTpauyoHHOro
YAOCTOBEPEHUS TeKapCTBEHHOrO npenapara.



Mnaea 5. PABPABOTKA, AOKNUHNYECKUE UCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KITMHWYECKUE NCCIEQOBAHUA
NEKAPCTBEHHbIX NPEMAPATOB A11A BETEPUHAPHOIO NPUMEHEHUA

CtaTtbs 10. Pa3paboTka nekapcTBeHHbIX CPeACTB

1. PagpaboTka nekapcTBEHHbIX CPEACTB BKMOYaeT B cebA MOUCK HOBbIX (DAapMakonornyeckm akTUBHbLIX
BeLLecTB, Nocrieaylollee M3ydyeHne WUX NeKapCTBEHHbIX CBOWCTB, OOKMMHMYECKME uccrefoBaHus, paspaboTky
TEXHOMNOrMn NpousBoAcTea hapMaLeBTUYECKNX CybCcTaHumi, paspaboTKy COCTaBOB M TEXHOMOMMI NPON3BOACTBA
riekapCcTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneveHne pa3paboTky NiekapCTBEHHbIX CPEACTB OCYLLECTBMNAETCS 3a CYeT:

1) cpencTB dheaepanbHoOro GromkeTa;

2) cpeacTts pa3paboTyMKOB eKapCTBEHHbIX CPeaCTB;

3) cpeacTB NpousBoauTenen NekapcTBEHHbIX CPEACTB NPU BbIMONHEHUW Hay4YHO-UccrnegoBaTenbCkux paboT
Mo AOroBopy Mexay paspaboTynMKOM feKapCTBEHHbIX CPEACTB U MPON3BOANTENEM NEKapCTBEHHbIX CPEACTB;

4) VHbIX He 3anpeLLeHHbIX 3akoHogaTenbcTBoM Poccunckon Pegepaumm NCTOYHMKOB.

3. MNpaBa pa3paboTynka NnekapcTBEHHOro CPeACcTBa OXPaHAKTCA rpaXgaHCKMM 3aKOHO4ATENbCTBOM.

Cratba 11. [JoknuHu4yeckoe wuccrnegoBaHue JNIeKapCTBeéHHOro cpeacrtesa Anda MeaguUUMHCKOro
NPUMeHeHus

1. JOKNMHUYeCKoe MnccrnenoBaHNe NeKapCTBEHHOTO CpeAcTBa ANst MeAULMHCKOro NPUMMEHEHWS NPOBOAUTCSA
nyTeM NPUMEHEHUS HayYHbIX METOAOB OLIEHOK B LEnsX MonyyYeHus gokasaTenbcTB 0e3onacHOCTW, kavecTsa U
3P PEKTUBHOCTN NEKAPCTBEHHOIO CPEACTBa.

2. [JoKnNuHU4eckoe uccnegoBaHne nekapcTBEHHOIO CPeACTBa ANst MEAULMHCKOrO NPUMEHEHUS NpoBOAUTCS B
COOTBETCTBMM C MpaBunamMu Hagnexawen nabopaTopHOM NPaKTUKW, YTBEPXOEHHbIMA  YNONTHOMOYEHHbBIM
deneparnbHbIM OpPraHoOM MUCMOTHUTENBbHOW BACTy.

3. [na opraHuMsauMm u NpoOBEOEHUs AOKIMHUYECKOro WCCNeaoBaHusi NEeKapCTBEHHOro cpencTea Ans
MeOULMHCKOrO NpUMEHEeHNs pa3paboTunkm nekapCTBEHHbIX cpeacTs MOryT npvBnekaTb
Hay4YHO-uccrnegoBaTenbCkme opraHvsauun, obpasoBaTenbHble OpraHu3auuu BbiCLLEro obpasoBaHus, MMerowue
HeobxoouMyo MaTepuanbHO-TEXHUYECKYlD 0a3y M KBanuduLUPOBaHHbLIX CMeuuanucToB B COOTBETCTBYHOLLEN
obnacTtun nccnegoBaHus.

4. [loknuHM4yecKkoe nccnefoBaHne NekapCTBEHHOro cpeacTsa Ans MeAUMLUMHCKOro NpUMeHeHns NpoBOANTCA
no yTBepXAeHHOMY pa3paboTyMKOM neKkapCTBEHHOro0 CcpeacTBa MnaHy C BedeHMeM npoToKora 3Toro
nccneaoBaHUsa U COCTaBNEHNEM OTYETa, B KOTOPOM COAEpXKaTCs pe3ynbTaThl 3TOr0 UCCNeoBaHMA U 3akmioveHue
O BO3MOXHOCTU NPOBEAEHUSI KIMHMYECKOrO WUCCNeaoBaHMs NeKapCTBEHHOro npenapata Ang MeauLUHCKOro
NMPUMEHEHMS.

5. MNpoBegeHve npoBepok cobnoaeHnsa Haanexalen npasui 1labopaTopHON NMPAaKTUKMA U NMPaBOBbIX HOPM
MCMOMb30BaHWSA >KUBOTHBIX MPU MNPOBEAEHMU [OKNMHUYECKUX WCCNEeAOBaHW NeKapCTBEHHbIX CpeacTB Ans
MEOMLMHCKOTO MPUMEHEHNS OCYLLECTBNSAETCA YMNOMHOMOYEHHbIM headepanbHbiM  OpraHoM  UCMOMHUTENbHOW
BMacTm.

6. Pe3ynbTaTbl JOKNMHMYECKOrO UCCNEOBAHUA NEKapCTBEHHOrO CPeaACcTBa AN MeOULMHCKOrO NPpUMEHeHns
MoryT 6bITb NpeacTaBrneHbl B YNOMHOMOYEHHbIV dhefepanbHbIi OpraH UCNONHUTENBbHON BRAacT B YCTAHOBIEHHOM
nopsiike B LieNnsax rocyaapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara.

CtaTbA 12. [OoknuHMYeckKoe wuccrnepoBaHue JNIeKapCTBeHHOro cpeacrtea w“ KNUHUn4eckKoe
nccrnegoBaHue NeKapCcTtBeHHOro npenaparta Agnd BeTepunHapHoOro npumMmeHeHunsA

1. JoknMHMYecKkoe UccnenoBaHne NekapcTBEHHOMO cpeacTBa AN BETEPMHAPHOrO NpUMeHeHUs MPOBOAMNTCSA
nyTeM MpPUMEHEHUs1 Hay4HbIX METOAOB OLIEHOK B LIeNsiX MOJyYeHUsi [JokasaTenbcTB Ge3onacHoCT, kadecTBa U
3 HEKTUBHOCTU NeKapCTBEHHOrO CPeAcTBa, B TOM 4YMClle OnpedeNieHUst cpoka ero BbiBedeHWsl U3 opraHusma
KMBOTHOIO, B Lensx obecrneyeHnss 6e30macHOCTM MPOAYKLUM KMBOTHOFO MPOUCXOXOEHWUS MOCre MNpUMEHEHUS
COOTBETCTBYIOLLErO NeKapCTBEHHOro NpenapaTa.

2. [oKnMHMYeckoe uccrieqoBaHME  NeKapCTBEHHOTO CpeacTBa M KMMHMYEcKoe — MccrefdoBaHue
nekapcTBEHHOro npenapaTta Ans BeTepuHapHOro NpUMeHEeHUs, UccneaoBaHe GUOaKBMBANEHTHOCTU YKa3aHHOro
nNeKkapcTBEHHOro npenaparta MpoBOAATCA B COOTBETCTBMW C MpaBuiiamu, YTBEPXKAEHHLIMU YMOSHOMOYEHHbIM
heaeparnbHbIM OpPraHoM UCMOMHUTENBHOM BACTM.

3. [oknuHMuyeckoe uMccrieqoBaHME — NeKapCTBEHHOTO CpeAcTBa M KMMHMYecKoe — MccredoBaHue
nNeKkapcTBEHHOro npenaparta Ans BETEPUHAPHOro NPUMEHEHUs NMPOBOASATCS MO YTBEPKAEHHOMY pa3paboTyrkom
neKkapcTBEHHOro CpeAcTBa NnaHy C BedeHWEM MPOTOKONIOB 3TMX WCCNEedoBaHW U COCTaBliEHMEM OTYETOB, B
KOTOPbIX coaepaTcs pe3ynbTaTbl 3TUX UCCNEAoBaHWA.

4. Ons opraHMsauMnm u npoBedeHus OOKMMHMYECKOro WccrenoBaHUs feKapCTBEHHOro cpeacTsa M
KNMUHUYECKOTO WCCNEeNOoBaHNs NeKapCTBEHHOrO mnpenapata [Ans BeTepUHapHOro NpUMeHeHUs pas3paboTyumk
nNeKkapcTBEHHOro cpencTtea MOXET npuBnekaTb opraHu3saumu, nmetoLme HeoGXxoauMyto
mMaTepuanbHO-TEXHUYECKYI0O 6a3y U  KBanUUUMPOBAHHLIX CMELManucTOB B COOTBETCTBYHOLLEN obnacTu



nccrnenoBaHusl.

5. KnuHunyeckne nccreqoBaHus nekapcTBEHHbIX NpenapaTtos Ans BeTepuHapHOro NprMeHeHusl NpoBoasATcs
B BETEpUHAPHbIX OpraHnsaumsx 1 B OpraHn3aLmsax, OCyLEecTBNALIMX pasBedeHne, BblpallBaHe U cogepxaHue
JXMBOTHbIX, B LIeNsX:

1) ycTaHOBMNeHWsA NePEeHOCMMOCTU NeKapCTBEHHbIX NpenapaTos 340POBbIMU XUBOTHLIMU;

2) nogGopa onTUManbHbIX 403MPOBOK NEKAapPCTBEHHbIX MPenapaTtoB U Kypca NeyeHns Ha KOHKPeTHOW rpynne
XXMBOTHBIX C OnpeaeneHHbIM 3a6onesaHnemM;

3) ycTaHoBneHust 6e3onacHOCTM U 3pPeKTUBHOCTM NEKAPCTBEHHOIO Mpenaparta, NpegHasHauyeHHoro Ans
neyeHnss onpeneneHHbix 3ab0neBaHUA XUBOTHBLIX, WM 3EKTUBHOCTM NEeKapCTBEHHOro mnpenaparta Ans
NpodunakTkM 3aboneBaHuii 300POBbIX XUBOTHBIX;

4) N3y4eHUst BO3MOXHOCTEW paclUMpeHUs Moka3aHWin K NPUMEHEHUIO 3aperMcTPUPOBAHHOIO NIeKapCTBEHHOIO
npenapara 1 BbiSIBIIEHUS1 paHee HEM3BECTHbIX NOGOYHbIX AEVCTBUIA.

6. KnuHuueckoe uccnegoBaHWe EKApCTBEHHOro Mpernapata  Ans  BeTepuMHapHOro  NpUMeHeHust
OCYLLECTBMSIETCH 3@ CHET CPEeACTB pa3paboTymka NekapCTBEHHOMO CpeacTBa.

7. OTyeTbl O pesynbTatax [OOKMMHWYECKOrO MCCMNeaoBaHUs NEKapCTBEHHOTO CPEeacTBa W KMUHUYECKOro
nccrneaoBaHUs NekapcTBEHHOro npenapaTta Ans BeTepuHapHOro MPUMEHEHMsI COCTaBnalTCA pas3paboTynKom
NeKapcTBEHHOro CpefAcTBa C y4eTOM 3akMioueHWd opraHu3auuin, MPUHUMAaBLLMX YydvacTMe B OpraHusauuuM u
npoBeaeHUN 3TUX UCcreqoBaHNi.

8. KoHTponb 3a npoBedeHVEeM AOKMMHUYECKUX MCCIedoBaHUi NEeKapCTBEHHbLIX CPEACTB M KMUHUYECKUX
“ccnenoBaHWin NekapCcTBEHHbIX NpenapaToB A5l BETepMHaPHOro NPUMEHEHUS! OCYLLECTBISETCS YNONIHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMONHUTENBHOM BNacTu.

Masa 6. OCYLWWECTBNEHUE FOCYAAPCTBEHHOW PEMMCTPALMA
NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. FlocymapcTBeHHas perMcTpauus riekapcTBeHHbIX NpenapaToB

1. JlekapcTBeHHble npenapaTbl BBOAATCA B obpaweHue B Poccunckon ®Pepepaumm (B TOM 4ucrne
Npou3BOACTBO, M3rOTOBIEHME, XpaHeHMe, nepeBo3ka, BBO3 B Poccuiickyto ®enepaunto, BbiBO3 M3 Poccumnckom
depepaumn, peknama, OTNYyCK, peanusauusi, nepegaya, MPUMEHEHME, YHUYTOXKEHUE), €eCln  OHU
3aperncTpupoBaHbl COOTBETCTBYIOLLMM YNONHOMOYEHHbIM heaeparnbHbIM OpraHoOM UCMONHUTENBHON BNAcTHU.

2. [ocynapCTBEHHOWM perncTpaumm noanexar:

1) BCe nekapcTBeHHbIe Npenaparthl, BNepBble nognexallime BBoay B obpalieHne B Poccuinckon depepaumny;

2) nekapcTBeHHbIe npenapaTbl, 3aperncTpupoBaHHbIe paHee, HO NPOU3BEAEHHbIE B APYrMX NeKapCTBEHHbIX
dopmax B COOTBETCTBUM C MNEpPeyYHEM HaMMEHOBAHWM IEeKapCTBEHHbLIX (hopM, B HOBOW [O3MPOBKE MNpU
[oKasaTenbCTBe ee KIMHUYECKOM 3Ha4YMMOCTU 1 3hDEKTUBHOCTY;

3) HOBble KOMOUWHALMM 3apErMCTPUPOBaHHbBIX PaHee NeKapCTBEHHbIX MpenapaTos.

3. locymapcTBeHHasa perucrTpauusi rnekapCTBEHHbIX MpenapaTtoB OCYLLEeCTBASeTcsa Mo pesynbrtatam
3KCMEepPTU3bl NeKapCTBEHHbIX CPeACTB, a rocyaapCTBEHHasa perncrpaums opaHHbIX nekapcTBEHHbIX npenapaToB
OCYLLLECTBMAETCH NO pe3ynbTataM 3KCNepTU3bl JOKYMEHTOB, NpeacTaBrieHHbIX Ans onpedeneHnss BO3MOXHOCTU
paccMatpvBaTb  NEeKapCTBEHHbI  npenapaT Ansg  MeOUMUMHCKOro  MNpUMEHEHUs  Npu  OCyLecTBIeHUn
rocyoapCTBEHHOW perucTtpaumMmM B KayecTBe OpdaHHOro INeKapCTBEHHOro mnpenapata, M No pesynbTatam
3KCMEePTM3bl NEKAPCTBEHHbBIX CPEACTB.

4. TocymapcTBeHHasd peructpauusi rfekapCcTBEHHOro npernapaTta OCYLWEeCTBNAETCA COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM dheeparnbHbiM OPraHoOM UCMOMHUTENBHOW BNACTN B CPOK, HE NPEBbLILLALINA CTa LWEeCTUAECATH
paboumx OHeN CO OHA MPUHATUS COOTBETCTBYIOLLErO 3asiBNEHNS] O rOCy4apCTBEHHOW perncTpaumnmn nekapCTBEHHOro
npenapata. B ykasaHHbI CpOK BKMYaeTCsa BpeMsi, HeoOXOoAMMoe ANl MOBTOPHOrO MpOBEAEHUs] 3KCMEpPTU3bI
NeKapcTBEHHOro CcpeAcTBa B COOTBETCTBUM €O cTatbe 25 Hactodwero ®PegepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW perncTpaumy nekapcTBEHHOro npenapara UMCHUCNAETCA CO AHS NPUHATUS COOTBETCTBYIOLLUM
YMOMHOMOYEHHbIM  dpefepanbHbiM  OpraHoM  UCMOMHUTENbHOW  BiacTM  COOTBETCTBYHOLLEro  3asBfeHus o
rocy4apCTBEHHOW perncTpaumm NekapcTBEHHOro npenaparta ¢ NpuUioXkeHneM HeobXxoauMblX JOKYMEHTOB MO AEHb
BblJa4yu PerncTpaLmoHHOro yA0CTOBEPEHUS NeKapCTBEHHOMO nNpenapaTa. Bpems, HeobxoaMmoe s HanpaBneHus
YMONTHOMOYEHHbIM (hefieparibHbIM OpPraHOM WCMONHUTENbLHONW BacTy 3anpoca O MNPeACcTaBieHUN HEOOXOAMMbIX
MaTtepuarnos 1 NpeacTaBfieHns 3adaBuTeneM oTBeTa Ha AaHHbIA 3anpoc B COOTBETCTBUM CO cTaTbamu 16, 19 n 23
HacTodawero dPenepanbHOro 3akoHa, HE YYMTbIBAETCA MPU UCUUCIIEHUM CPOKa roCcyaapCTBEHHOW perncrpauum
NeKapCTBEHHOro npenapara.

5. [ocygapCTBEHHOW perncTpaumnmn He nognexar:

1) nekapcTBeHHbIE Mpenaparbl, N3rOTOBMIEHHbIE anTEeYHbIMM OpraHM3auusMu, BETEPUHAPHBIMU anTeYHbIMU
OopraHusauusiMmn, UHOUBMAYyanbHbIMU NPEANPUHUMATENSAMM, KOTOPbIE UMEKT JMLEH3N0 Ha dapmaueBTUYECKYH
OedaTenbHOCTb, MO peuenTaM Ha nekapCTBeHHble npenapatbl U TpeboBaHUAM MeOULIMHCKMX OpraHusauum,
BETEpPUHaPHbIX OpraHu3aLuuii;

2) nekapcTBeHHble npenapatbl, npuobpeTeHHble du3ndeckumn nuuamm 3a npegenamu  Poccuiickon
denepauymun n npegHasHayYeHHble A58 IMYHOrO UCMOMb30BaHMS;

3) nekapCTBeHHbIe NpenapaTsbl, BBO3UMble B Poccuickyto degepaumio ons okasaHus MeQULNHCKOW NOMOLLN
MO XM3HEHHbIM MOKa3aHWSIM KOHKPETHOro MauMeHTa Ha OCHOBaHMM paspeLleHUsi, BbIOAHHOMO YMOHOMOYEHHbIM



deaepasribHbIM OpraHoM UCMOMHUTESNbHON BNAcTu;

4) nekapcTBeHHble cpeacTBa, BBo3WMble B Poccuiickyio ®defepaumio Ha OCHOBaHWM  BblAAHHOTO
YMOMHOMOYEHHbIM hbefeparnbHbIM OpraHOM UCMOMHUTENbHOW BMAcTW paspelleHus U npegHasHadeHHble AN
NpoBefeHUs KMUHUYECKUX WCCReAOBaHUN NeKapCTBEHHbIX nNpenapatoB U (Mnu) npoBeAEeHUs 3KCNepTU3bl
NeKapcTBEHHbIX CPeaCcTB AN OCYLLEeCTBEHUS roCy4apCTBEHHOW perucTpaLmm nekapcTBeHHbIX Npenaparos;

5) dbapmaueBTU4eckme cybctaHuuu;

6) pagnodapmaueBTUYECKME TEKApCTBEHHblE MnpenapaTbl, W3rOTOBIMEHHbIE HEMNOCPeACTBEHHO B
MEOUUMHCKUX —OpraHM3aumsx B MOpsiAKe, YCTAHOBIIEHHOM  YMOMTHOMOYEHHbIM  defeparnbHbiM — OpraHoM
NCMNOMHUTENbHOW BNacTu;

7) NnekapcTBEHHbIe Npenaparbl, MPON3BOAUMbIE OIS 9KCropTa.

6. He ponyckaeTcs rocyaapcTBeHHasi perncrpauus:

1) nekapCTBEHHbIX MpenapaToB, OTNMYaKLIMXCA APYr OT Apyra KavyeCTBEHHbIM COCTAaBOM AENCTBYHOLLUX
BELLECTB, N0 OQNHAKOBLIM TOProBbIM HAaVMEHOBAHMNEM;

2) OQHOro nekapCTBEHHOro npenapaTta, BbIMyCKAaemMoro Mpou3BOAUTENEM MOA4 Pa3fvMyHbIMU TOProBbIMU
HaVMMEHOBaHUAMUN N NPEACTABNEHHOIO Ha rOCY4AapPCTBEHHYIO perucTpaumio B BUae ABYX U 6onee nekapCcTBEeHHbIX
npenapaTos.

7. o 3anpocy (B aneKkTpoHHON hopme nnm Ha GymakHOM HocuTerne) cybbekTa obpalleHus nekapCcTBEHHbIX
CPEACTB  COOTBETCTBYWLUUM  YMOMHOMOYEHHbIM  doefepanbHbiM — OpraHOM  WUCMOMHUTENbHOW  BRacTw,
OCYLLECTBMALMM rOCyAapCTBEHHYK PErMCTpaLunio NEKapCTBEHHbLIX MpenapaToB, B YCTAHOBIEHHOM MM MOpsAKe
OCYLLECTBMNAETCA Hay4yHOe KOHCYNbTUpOBaHME MO BOMpOCaM, CBSA3aHHbIM C MNPOBEAEHUEM LOKIMMHUYECKUX
nccrnefoBaHUn, KIMHUYECKMX UCCNEAOBaHMI NEKAPCTBEHHbBIX NPenapaToB, SKCNepTM3bl Ka4ecTBa NeKapCTBEHHbIX
cpencTs, adheKkTMBHOCTM M 6e30NacHOCTU, C OCYLLECTBIEHNEM FOCY4APCTBEHHOW PErmcTpaummn rekapCcTBEHHbIX
npenapaToB. KOHCyNbTMPOBaHWE OCYLLECTBMSETCS C NpUBMeYeHeM deaeparnbHbIX rocyaapCTBEHHbIX O0aKETHbIX
YUpPEXAEHMI, NOABEAOMCTBEHHBIX AaHHOMY dheaepanbHOMY OpraHy UCMOMHUTENBHON BNACTU U HE Y4aCTBYIOLLMX B
OopraHusaumy MnpoBELEHNS SKCMEePTU3bl KayecTBa JIEKApCTBEHHbIX CPeACTB B LENsX OCYLECTBIEHUA UuX
rocyapCTBEHHOW perncTpaumm B COOTBETCTBMM CO cTaTben 16 HacToswero ®efepanbHOro 3akoHa, B Buae oTeeTa
B MUCbMEHHOW hOopMe YNOSTHOMOYEHHOro dhefeparnbHOro opraHa WCMOMHUTENBHOW BNacTu Ha 3anpoc. Pasmep
B3MMaeMOoW C 3assBUTENA NnaTtbl ONpeaenseTca B COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuiickon ®epepaumm o6
opraHm3aumv npefocTaBMneHUs rocygapCTBEHHbIX M MyHMUMManbHbIX ycnyr. MHdopmauusa o6 ocyliecTBneHum
Hay4YHOro KOHCYNbTUPOBaHUA, B TOM 4uMCre CTaTbM, 0630pbl, CNpaBoYHble MaTepuansl U MHaa MHGopmaums ob
OCYLLLECTBMEHUM HAy4YHOro KOHCYNbTUPOBaHMUS, pasMellaeTcd Ha oduunanbHOM canTe YnomHOMOYEHHOro
denepanbHOro opraHa MWCMonHUTENbHOW Bnactu B cetu «W/HTepHeT» ¢ cobniogeHnem orpaHudeHun,
YCTaHOBMEHHbIX 3aKOHOAATENbCTBOM O MEPCOHArbHbIX JaHHbIX, KOMMEPYECKON U (MNn) rocyAapCTBEHHON TanHe.

8. NocynapcTBeHHas perncTpauuns rnekapCTBEHHbIX NpenapaTos, KOTopble npeaHasHayeHbl Ans NpUMeHeHns
B YCMNOBUSAX BOEHHbIX JENCTBUN, Ype3BblYalHbIX CUTYyaLMI, NPOPUNAKTUKN U NeYeHns 3aboneBaHun 1 nopaxkeHun,
MOMyyYeHHbIX B pe3ynbTaTte BO3AENCTBUS HEeONaronpuaTHBIX XUMUYECKMX, OMONOrnyeckux, pagvaunoHHbIX
dhakTopoB, 1 paspaboTaHbl MO 3adaHuo dedeparnbHbIX OPraHoB UCMOMHUTENBHOW BNacTW, YNONTHOMOYEHHbLIX B
obrnactn 0OOpOHbI CTpaHbl M ©Ge3onacHOCTM rocyaapcTBa, OCYLLECTBRSETCS B MOpPsiAKe, YCTaHOBIIEHHOM
MpaBsutensctBom Poccuiickon ®eagepauun.

CratbA 14. [IpUHUMUNBI 3KCNEPTU3bI NEKAapPCTBEHHbIX CPeaAcTB

1. OKkcnepTu3a nekapcTBEHHbIX CPeACTB OCHOBbLIBAETCS Ha MPUHLMNAX 3aKOHHOCTM, COOMAeHMs npaB U
cBobof 4enoBeka W rpaxagaHuHa, MNpaB OPUOMYECKOro nuua, HEe3aBUCUMMOCTM 3KcnepTa, OObEeKTUBHOCTHU,
BCECTOPOHHOCTM Y MOSHOTbI UCCReaoBaHUI, MPOBOANMbBIX C UCMOSIb30BAHNEM COBPEMEHHbBIX JOCTMXKEHUA HAYKN U
TEXHWKW, OTBETCTBEHHOCTU (pbeaepanbHOro rocyaapCTBEHHOTO OHOKETHOro  YYpexaeHWss Mno  MpoBeAEHUID
3KCMEepTU3bl NEKaPCTBEHHbLIX CPEACTB U SKCMEPTOB 3a NPOBEAEHNE 1 Ka4eCTBO SKCMNePTU3bI.

2. OKcnepTusa nekapcTBEHHbIX NpenapaTtoB Ans MeAULIMHCKOro NPUMEHEHNS BKoYaeT B cebsi:

1) 9KCNepTM3y [OOKYMEHTOB, MNpEeACTaBrEHHbIX AN OnpedeneHuss BO3MOXHOCTU —paccMaTpuBaThb
neKkapcTBEHHbI Npenapart Ans MeAULMHCKOro NPYMEHEHUS NMPU OCYLLIECTBIIEHUW FOCYAAPCTBEHHON perncTpaumm B
kayecTBe opdaHHOro NekapcTBEHHOIO Npenapara;

2) aKkcnepTM3y nNpeariokeHHbIX METOAOB KOHTPOMS KayecTBa IEeKapCTBEHHOTO CPeacTBa U kadecTBa
npeacTaBrneHHbIX 06pas3LoB NEeKapCTBEHHOrO CpeacTBa C MCMOfb30BaHNMEM 3TMX METOAOB (Oanee — 3KcrnepTv3a
KayecTBa lekapCTBEHHOrO CpeacTBa);

3) 9KCnepTM3y OTHOLUIEHWSI OXMOAEMOW MOmb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS NeKapCTBEHHOro
npenapara.

3. OKkcnepTm3a NnekapCcTBEHHbIX NPenapaToB A4S BETEPMHAPHOro NPUMEHEHNS BKoYaeT B cebsi akcnepTusy
KayecTBa IEKApPCTBEHHOrO CPEeACTBa WM 3KCMEPTU3Y OTHOLUEHUS OXWMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NpYMeHeHWs1 NekapcTBEHHOIO Npenapara.



Cratba 15. ®egepanbHoe rocygapcTBeHHOe GlOQKETHOe yupexaeHue Nno nNpoBeAeHUI0 IKCMNepPTUsbl
rleKapCTBEHHbIX CPeAcCTB

OKcnepTvM3a nekapcTBEHHbIX CPeACTB MpoBoauTCs  defeparnbHbiM - FOCYAApPCTBEHHbIM  BHOAXKEeTHbIM
yypexaeHmeM COOTBETCTBYHOLLEro YNONHOMOYEHHOro deaepansHOro opraHa  WUCNOMHUTENBHOW — BRacTH,
cOo34aHHbIM Ans obecneyeHns NCNONHEHMSI NONTHOMOYNIA 3TOro heaepanbHOro opraHa fno Bbigayve paspelleHnin Ha
npoBefeHne KIMHUYECKMX UCCreoBaHuii NeKapCTBEHHbIX NpenapaToB U (Mnun) NO rocyaapCTBEHHON perncrpaumm
nekapCTBEHHbIX NpenapaToB (fanee - 3KCNepTHOE YYPEXAeHnE).

Cratbsa 16. OpraHusauusa npoBeaeHUs 3KCNepTU3bl JIeKaPCTBEHHbIX CPeacTB

1. OkcnepTn3a neKapCTBEHHbIX CPEeACTB MPOBOAUTCA KOMMUCCUEN 3KCMNEpPTOB IKCMNEPTHOro yypexaeHus,
Ha3Ha4YeHHOW ero pykoBoAWTENEeM, Ha OCHOBaHWM 3afdaHus Ha MNpoBedeHMEe 3KCNepTusbl JleKapCTBEHHOro
cpencTtBa, BbIOAHHOIMO YMNOMHOMOYEHHbIM dedepanbHbiM OpraHoOM MWCMONMHUTENbLHON BRactTu. PykosBoauTtens
9KCNEepTHOro yypexaeHns obecneuymBaeT Haanexallee npoBedeHMe IKCMepTU3bl NEeKapCTBEHHbIX CpPeacTB B
COOTBETCTBMU C 3adaHMeM, BblOaHHbIM YNOMHOMOYEHHbIM beaepanbHbiM OpPraHoM MCMNOMHWUTENbHOW BRactu, U
opraHm3dyeT MOAroTOBKY CBOAHOrO 3aKMyeHus 9ToW Komuccuu. B coctaB aTom komMmccum MO pELUeHUto
PYKOBOAUTENSA 3KCMEPTHOro yupexaeHns MoryT ObiTb BKMOYEHbl B Ka4ecTBe 3KCMepToB nvua, He paboTtawowme B
OaHHOM 3KCMEepPTHOM yupeXOeHumn, ecrnv Ux cneumanbHble 3HaHWs HeobxoduMbl AN NPOBEAEHUs 3KCnepTusbl U
Takne aKCrnepTbl OTCYTCTBYIOT B 4AHHOM 3KCMEPTHOM YUpeXaeHuu.

2. JkcnepToM MO MPOBEOEHMI0 3KCMEePTM3bl NEKAPCTBEHHbIX CPeACTB SABNSETCH aTTeCTOBaHHbI paboTHMK
9KCMEPTHOrO  yuYpexaeHus, KOTOpbIi MMeeT BbiCllee MeauumHCcKoe, dapmaueBTuyeckoe, Guonornyeckoe,
BETEpUHaApHOE WM XUMUYeckoe oOpasoBaHWe M MPOBOAWUT IKCMEPTU3Y JIEKaPCTBEHHbIX CPEACTB B MOpSAAKe
MCMOSIHEHNS CBOUX AOIMKHOCTHBIX 06513aHHOCTEN (Qanee - aKcneprT).

3. lNMpu npoBegeHUn IKCNepTU3bl NEKAPCTBEHHbIX CPEACTB JKCMEPT HE MOXET HaxOAWTbCS B Kakown-rmbo
3aBMCMMOCTM OT Nuua, Ha3HaYMBLLEro 3Ty 3KCMepTM3y, paspaboTymka NekapCTBEHHOro CpeAacTBa WM APYrux
3aMHTEpPEeCOBaHHbIX B pe3ynbTaTax 9KCnepTusbl nuu,.

4. Mpwn npoBeaeHNn 3KCNepTU3bl NIEKAPCTBEHHbBIX CPeACTB He JonyckaeTcs ncrpebosaTb y 3asBuTens nubo
WHbIX 1ML maTtepuansl, HeobxoauMmble AN NPOBEAEHMA 3KcnepTusbl. B cnyvyae HegocTtaTouHOCTU
npeacTaBreHHbIX 3KCNepTy mMaTepuanoB ANA Aa4YM 3aKMIYeHUs SKCNepT CTaBuT BOMPOC O MpedcTaBneHnun emy
HeobXoAMMbIX MaTepuanoB neped PyKoOBOAMTENEM 3KCMEPTHOro yupexaeHwus, KoTopbln obpawaetcs ¢
COOTBETCTBYHOLUMM 3anpoCoM B YMNOMHOMOYEHHbIV deaepanbHbliii OpraH WCMONHUTENbHOW BNAcTW, BblAaBLUWK
3ajaHve Ha MpoBedeHWe JKCMepPTU3bl JeKapCTBEHHOro cpeacTsa. YKasaHHb  (befepanbHbld - opraH
NCMNOMHUTENbHOW BNacTn B TeYeHue Nt pabounx gHen co OHSA NOCTYNMEeHMs 3anpoca pykoBoAMTenNs SKCNepTHOro
yypexaeHus HanpasnseT 3asBUTEN0 3anpoc O MNpeacTaBfeHMn HeobxoauMbix MaTepuanoB. [aHHbIM 3anpoc
MOXeT BbITb NepeaaH YNnorHOMOYEHHOMY NpeAcTaBUTENo 3asBUTENS NMYHO MO pacnucky, HanpasneH no noyte
3aKasHbIM NMUCbMOM UNW NepedaH B 3NEKTPOHHOW dhopmMe No TeNeKOMMYHUKaLMOHHBLIM KaHanam ceasun. B cnyyae
HanpaBneHns AaHHOro 3anpoca No MoYTe 3akasHbIM MUCbMOM OH CYMTaETCs MOMyYEHHbIM MO UCTEYEHWM LIEeCTH
AHEeW ¢ faTbl HanpaBneHNs 3akasHoro nucbMa.

4.1. 3assutenb o06s3aH npeAcTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEHHOro dedepanbHOro opraHa
MCMONHWUTENbHON BNAacTu B CPOK, He MpeBbIWAKLWMN AeBsAHOcTa pabounx AHerW CO AHSA ero MonyyveHus.
YNONHOMOYEHHbIN befepanbHbli  OpraH WCMOMHUTENbHOW BracTv, BblAaBLIWA 3aJaHWe Ha npoBedeHue
3KCNepTU3bl NeKapCTBEHHOIO CPeAcTBa, B TeYeHue NSATu pabounx gHer co AHS NOCTYNMEeHns OT 3adBuTens oTBeTa
Ha QaHHbIA 3anpoc HanpasnseT Takol OTBET B 3KCMepTHoe yupexaeHwe. B cnyyae HenpegctaBneHus no
ncTeveHun geBsHOCTa paboumx OHen 3asBuTernem OTBeTa Ha AaHHbIA 3anpoc YNONHOMOYEHHbIN deaeparnbHbIn
OpraH UCMOMHUTENbHOW BMNAacTW, BbiAABLUMI 3afaHWe Ha NpoBedeHMe 3KCMepTU3bl NeKapCTBEHHOro cpeacTsa, B
Te4yeHne naTM paboumx AHEeW HanpaBnseT B 3KCMEPTHOE y4ypexaeHue yBeAOMMEHUE O HenpeacTaBneHum
3asBMTENIeM OTBEeTa Ha 3anpoc YyKasaHHOro opraHa. Bpems co AHSA HanpaBneHus 3anpoca 3KCMepTHOro
yypexaeHus B ynofIHOMOYEHHbIN deaepasbHbIf OpraH UCMNOMHUTENbHOW BNAcTu A0 OHS MONyYeHUs 9KCnepTHbIM
ydypexgeHneMm oTBeTa Ha 3anpoc Uiu yBedOMIEeHNS O HenpeacTaBneHun oTBeTa Ha 3anpoc He y4YuTbiBaeTCs npu
MCUNCIIEHUN CPOKa NMPOBEAEHUSI IKCMEePTM3bl NEKApPCTBEHHOrO cpeacTaa.

5. OkcnepT npu npoBedeHWVM MOPYYEHHOW €My PYKOBOAUTENEM 3KCMEPTHOrO YYpeXAeHWs 3KCrepTusbl
rnekapcTBEHHOro cpeacTea 0653aH:

1) NpoBecTV NonHoe uccnegoBaHne NpeacTaBrieHHbIX eMy OObeKToB, MaTtepuanos, atb 060CHOBaHHOE K
OOBbEKTMBHOE 3akfioYyeHWe MO MNOCTaBeHHbIM Nepea HVMM BOMPOCaM WM MOTMBUPOBAHHOE 3aKIlYeHue o
HEBO3MOXHOCTWN NPOBEAEHNS UM 3KCMEPTU3bl NIeKapCTBEHHOIO CPeACTBa, €CNnu NOoCTaBlieHHbIE BONPOCHI BbIXOAAT
3a npegenbl ChneuuwanbHbIX 3HAHWWA 3KcnepTa, OObBEeKTbl WCCregoBaHWA M MaTepuanbl HENPUIOAHbI UMK
HedoCTaTOYHbl ANS NPOBEAEHMS NCCNeoBaHUi U favun 3aKnoyeHns Nnbo COBPEMEHHbI YPOBEHb Pa3BUTUSA HaYKu
He NO3BONSAET OTBETUTbL HA NOCTaBIIEHHbIE BOMPOCH!;

2) He pasrnawaTtb CBeAEeHUs, KOTOpble CTanuM emy MW3BECTHbl B CBA3M C MPOBEAEeHWeM 3JKCNepTu3bl
neKkapCTBEHHOrO CpeAcTBa, a Takke CBeAeHWs, COCTaBMsolMe rocyaapCTBEHHYI0, KOMMEPYECKYI0 WU WUHYHO
OXpaHsAEeMylo 3aKOHOM TaWiHy;

3) obecneynTb COXPaHHOCTb NPeAcTaBneHHbIX 06 bEKTOB UCCNEAOBAHWUI U MaTEPUAIOB.

6. OkcnepT He Bripase:

1) nNpoBOAUTL 3KCNEpPTU3Y NeEeKapCTBEHHOro cpeAcTBa No obpallieHnio HemnocpeACcTBEHHO K Hemy



opraHmsauun unu ousnyecknx nuu;

2) camocToATENbHO cobupaTtb MaTepuarnsl Ans NPOBEAEHUS SKCNepTU3bl NeKapCTBEHHOIO CPeACTBa;

3) npoBOAUTL 3KCNEepPTU3y NekapCcTBEHHOro cpeacTBa B Ka4eCcTBE HEroCcy4apCTBEHHOMO akcnepTa.

7. B cnyvyae HeoGXOAMMOCTM SKCMepT BrpaBe Xo4aTancTBOBaTb nepen PyKoBOAUTENEM 3KCMEePTHOro
yyYpexaeHus o NpMBreYeHNnN K NPOBEAEHUIO 3KCMEPTU3bl NeKapCTBEHHOro CpeacTBa APYrnx 3KCNepToB.

8. KaxxabIvi akcnepT, BXOASALWMUA B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOW NMOPYYEHO NpoBedeHne 3KCnepTusbl
NeKkapCTBEHHOro CpeacTBa, He3aBUCMMO M CaMOCTOSITENbHO MPOBOAUT WUCCMNEAOBaHMWS, OLEHMBaeT pesyrnbTaThl,
NONy4YeHHbIe M FIMYHO U APYrMMM 3KCnepTamu, n hopmynmpyeT BbiBOAbl OTHOCUTENBHO MOCTaBMEHHbIX BOMPOCOB
B Npegenax CBOMX crieuuanbHbIX 3HaHUN.

9. Pe3ynbTaTthbl 3KCNEpPTU3bl NeKapCTBEHHOTO CpeacTBa OPOPMISAIOTCS 3aKNIOYEHNEM KOMUCCUM 3KCMEepPTOB.
B 3aknioyeHMn KOMMCCUM IKCMEepPTOB YKasblBAlOTCHA MepeyeHb WCCrefoBaHWn, OoObem NpPOBeAeHHbIX KaXablM
3KCMepTOM WUCCNeAoBaHWA, YCTaHOBMEHHbIE KaXAbIM U3 HUX (hakTbl U CAenaHHble B pe3ynbTaTe UcCneaoBaHui
BbIBOAbI. OKCMEepPT, MHEHNE KOTOPOro He cCoBnagaeT C pelleHWeM KOMUCCMU SKCMepTOB, BNpaBe Bblpa3uTb CBOE
MHEHMe B MMCbMEHHOW (hOpMe, KOTOPOE NPUOBLLAETCS K 3aKMIOYEHNI0 KOMUCCUM SKCNEPTOB.

10. OkcnepThl, BXoAsdLWME B COCTaB KOMUCCUM, npedynpexaarnTcd o6 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®epepaumm 3a gady 3aknoyeHus, copepawero HeobOCHOBaHHbIe WMnu
dhanbcMpPnLNpoBaHHbIE BbIBOAbI, O YEM OHU AAKOT NOSMUCKY.

11. OnpepgeneHne ypoBHA MpodpeccnoHanbHOM MNOArOTOBKM JKCMEPTOB U aTTecTaumss MX Ha npaso
NpoBeAEeHUs  9KCMepTu3bl  NEeKapCTBEHHbIX CPeACTB  OCYLUECTBMSATCH  3KCMEePTHO-KBANMMPUKALNOHHBLIMU
KOMUCCUSIMW B MOpsiAKe, YCTaHOBNEHHOM COOTBETCTBYHIOLUMM  YMNOSHOMOYEHHbIM  dbedeparnbHbiM - OpraHoM
WCMONHWUTENbHON BNactu. YpoBeHb MPOdECCUOHANbHOM MNOArOTOBKU 3KCMEPTOB MNOANEXUT MepecMoTpy
yKa3aHHbIMW KOMUCCUSIMU He pexe YeM OAMH pas B NATb neT.

12. MNpaBuna npoBefeHWs 3KCMepTU3bl NEKAPCTBEHHbIX CPeACTB U OCOBEHHOCTU 3KCMEePTU3bl OTAENbHbIX
BMOOB  JIEKApCTBEHHbIX MpenapaToB (pedepeHTHbIX JeKapCTBEHHbIX MpenaparoB, BOCMPOW3BEAEHHbIX
NeKapCTBEHHbIX MpenapaToB, OMOMOrMYEecKMX mneKapCTBEHHbIX MpenapaToB, GuoaHanoroBbix (6MONOAOGHbIX)
neKapCTBEHHbIX npenapaToB (6rvoaHamoroB), roMeonaTMyecKMX JeKapCTBEHHbIX MpenapaToB, feKapCTBEHHbIX
pacTuUTEeNbHbIX MpenapaToB, KOMOVHaUNA NeKkapCTBEHHbIX NpenapaToB), OPMbl 3aKMOYEHWI KOMUCCUM SKCNEPTOB
yCTaHaBMNMBaKTCS COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM dhedeparibHbIM OPraHOM MCMONTHUTENbHOW BNAcTU.

Cratba 17. Nopaya u paccmoTpeHue 3asiBfIeHUA O rocyfapCTBEHHOW perucrpauum nekapcTtBeHHOro
npenapara Ans BeTepMHAPHOro NPpUMeHeHus

1. OAns rocynapcTBEHHOW perumcTpauum nekapCTBEHHOrO npenapata AN BEeTEPUMHApPHOrOo MNPUMEHEHMS
pa3paboTymk TaKoro rfiekapCTBEHHOrO MpenapaTta Wnu yrnoriHOMOYEHHOE MM Apyroe lpuandeckoe nuuo (nanee B
HacTodlen cTatbe — 3adABUTENb) NPeAcTaBnsieT B YNONHOMOYEHHbIN defeparnbHbll OpraH WUCNONHUTENbHON
BMacTu, OCYLLECTBMSAIOLWMIA TOCYOapCTBEHHYIO PErncTpauuto JNeKapCTBEHHbLIX MpenapaToB Afs BeTepUHApPHOro
NMPVUMEHEHWS!, B 3NIEKTPOHHON hOpMe MM Ha OyMaXHOM HocuTerne 3asiBfieHne O rocy4apCTBEHHOW pervctpauum
NeKapCTBEHHOrO npenapata [Afis  BeTepMHApHOro MPUMEHEHUs, a Takke B MOpsdke, YCTAHOBIEHHOM
COOTBETCTBYHLUUM YMOSIHOMOYEHHbIM (hefeparnibHbiM OpPraHoM MCMOSTHUTENbHOW BNAcTW, B 3MIEKTPOHHOW chopme
unn Ha BymaxHoM HocuTene HeobOXOAMMble OOKYMEHTbI, U3 KOTOPbIX hOpMMpyeTCs permcTpaumMoHHOe JOoCkbe Ha
neKapCTBEHHbIV Npenapar Anst BETEPUHAPHOro NpYMeEHeHNs.

2. B 3agBneHum O rocydapCTBEHHOW perncrpaumm nekapCTBEHHOro mnpenapata Ans BETEepPUHAPHOro
NPYMEHEHNS yKa3biBalOTCA:

1) HanmeHoOBaHWe 1 agpec 3aaBUTEnNs, paspaboTynka U NPoOM3BOAUTENSA NEKAPCTBEHHOro npenapaTta ans
BETEPUHAPHOrO MPUMEHEHNs U agpec MecTa OCYLLEeCTBMEHUS MPOM3BOACTBA fEKAPCTBEHHOro npenapaTta Aans
BETEPUHAPHOrO NMpUMEHEHUs (B Cryvae Hanmymsi HECKOJTbKMX YYaCTHUKOB npoLuecca npou3BoacTBa HE06Xoanmo
yKa3aTb KaXXOOro U3 HUX);

2) HaMMeHOBaHWe IeKapCTBEHHOrO npenapata Ans BeTepuMHApHOro MnpuUMEHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UMM FPYNNMPOBOYHOE, UMM XMMNYECKOE U TOPrOBOE HAUMEHOBAHWS);

3) nepeyveHb OENCTBYHOLLMX U BCMOMOraTenbHbIX BELLECTB, BXOASLLUX B COCTaB NIEKapCTBEHHOMO npenaparta
ONs1 BETEPUHAPHOTO NPYMEHEHWS], C YKa3aHUEM KONTMYECTBA KaX4oro U3 HuX;

4) nekapcTBeHHas opma, A03UPOBKa, CNocobbl BBEAEHWS Y NMPUMEHEHWS, CPOK FOAHOCTU JIEKAPCTBEHHOIO
npenapaTa ans BETEPUHAPHOrO NPUMEHEHNS;

5) dhapmakoTepaneBTuyeckas rpynna;

6) HeobGXoAMMOCTb NMPUMEHEHUS YCKOPEHHOWM Mpoueaypbl 9KCNepTusbl NIEKAPCTBEHHbIX CPeACcTB B LENaX
rocyapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

7) KON OOKYMEHTOB, NOATBEPXKAAIOLLMX ynaTy rocyaapCTBEHHON MOLUIMHBbI:

a) 3a NpoBeAeHNE SKCMEPTU3bl KAYECTBA NIEKAPCTBEHHOIO CPEACTBa U 3KCMEPTU3bl OTHOLUEHUST OXUAAEMOW
Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKAPCTBEHHOTO NpenapaTa A1 BeTEPUHAPHOro NPUMEHEHUS NPU ero
rocy4apCTBEHHOW perucTpauuu;

0) 3a Bblgayvy permcTpaLMoHHOro yaoCTOBEPEHUS NIEKAapCTBEHHOMO Npenapara;

8) Hanuume cornacusi, NPeaycMOTPEHHOro YacTblo 6 HacToslen cTaTbu, €Criv C MOMEHTa perncrpauum
pedepeHTHOro NiekapCTBEHHOrO NpenapaTa 418 BeTEPMHAPHOTO NPUMEHEHUSI NPOLLIIO MEHEE YEM LLECTb JeT.

3. PerucrtpauuoHHoe [ocbe B LENsX 3KCMepTU3bl JIEKapCTBEHHOro npenapata [Ansi BeTepuHapHOro
npuMeHeHnst HOPMUPYETCS U3 CIIEAYIOLLINX JOKYMEHTOB:



1) KOnNusi AOKYMeHTa Ha PYCCKOM si3blke, BblJAHHOTMO KOMMETEHTHbIM OpraHoM CTpaHbl MPOU3BOAUTENS AMS
Kaxgon nNpOu3BOACTBEHHOW MMOLWAAKN PEerucTpMpyemMoro rnekapcTBEHHOro mnpenapaTta And BeTepuHapHOro
npuMeHeHus (B TOM YMcne Anis NpOu3BOAMTENS hapMaLeBTUYECKon cybCcTaHLMn), 3aBEPEHHOIO B YCTAHOBNEHHOM
nopsiike 1 NoATBEPXAaoLLEero COOTBETCTBME NPOU3BOAMUTENSA PErMCTPUPYEMOro NeKapCTBEHHOro npenapara Aang
BETEPUHAPHOro nNpumMeHeHus TpeboBaHMAM npaBun Hagnexallen MNpou3BOACTBEHHOW MNpakTUKU, Nubo konus
NALUEH3UM Ha NPOU3BOLACTBO [NIEKAPCTBEHHbIX CPEeACTB [Ans BETEepPUHApPHOro MpPUMEHEHUSI AN POCCUMCKMX
npounsBoauTenen;

MonpaBku, BbigeNeHHbIe OpaHXXeBbIM LLBETOM BCTynawT B genctBue ¢ 1 sHBapa 2017 r.!

2) KOMWUS 3aKkIiOYeHWsi O COOTBETCTBUM MPOM3BOAMTENS NIEKAPCTBEHHOrO npenaparta Ans BeTepyHapHOro
npuMeHeHus1 TpeboBaHWsM MpaBuin Hagnexallen MPoOU3BOLCTBEHHOW MPaKTWUKWU, BbIAAHHOMO YMOMHOMOYEHHbIM
begepasrnibHbIM OpraHOM MCMOSIHUTENBbHOM BIACTU AN KaXXOoW NPOW3BOLCTBEHHOW MIOLAAKN PErmcTpupyemMoro
NeKapCTBEHHOro Mpenapata [Afis  BETEPVHAPHOro MnpuvMeHeHuss (B TOM uYucne Ons  npousBoguTens
hapmaLieBTMHECKON CyOCcTaHumu), nNnbo KOMMsS NULEH3UM Ha MNPOM3BOACTBO JlE€KapCTBEHHbIX CpeacTB Ans
BETEPUHAPHOro NPUMEHEHUS AN POCCUNCKUX NPOU3BOAUTENEN;

3) NpoeKT HOPMAaTMBHOIO AOKYMEHTa Ha NeKapCTBEHHbIN NpenapaT Af1s BEeTEPUHAPHOro NpUMEHEHUS;

4) [OOKYMEHT, coAepxalwunm cnegylowyl wuHgopmaumio o  dapmMaueBTUYeckon cybeTaHuum  unm
dapmMaLeBTUYECKUX CYOCTaHUMsSX, BXOASAWMX B COCTaB IeKapCTBEHHOro npenapata And BeTepUHapHOro
NPUMEHEHUS:

a) HaMMeHoBaHue hapMaLeBTUYECKOM cybCcTaHUuK, ee CTPyKTypa, obLLme CBONCTRA;

0) HaumeHoOBaHVe 1 agpec NPoM3BOAUTENS;

B) TEXHOIOrMs NPOM3BOACTBA C OMMUCaHWEM CTagui NMPOU3BOACTBA M METOAOB KOHTPOMA Ha BCEX CTagusix
NMpPOn3BOACTBA;

r) MHcbopmauusi 0 NPUMECSX;

4) cneundukaumsa Ha hapMaLeBTUYECKYHO CyOCTaHLMIo;

€) onvcaHne MeTOAMK KOHTPOMS KavyecTBa;

X) pesynbTaTbl aHanu3a cepuin hapmaLeBTM4YecKon cybecTaHumuy;

3) nepeyeHb CTaHOapTHbIX 00pasLOB MMM BELLECTB, WCMOMb3YyEeMblX MPWU OCYLLECTBIIEHUN KOHTPOMS
KayecTBa;

N) ONucaHne xapakTepuUCTUK U CBOMCTB YNaKOBOYHbIX MaTepuaros 1 yKyNOPOYHbIX CPeACTB;

K) faHHble 0 CTabunbHOCTY;

1) CPOK roO4HOCTU, YCMNOBUSI XPaHEHUS;

5) oTyeT 0 pesynbTatax AOKIMHWYECKOTO WUCCrefoBaHUs NIEKAPCTBEHHOrO CpeacTBa AN BETepMHapHOro
NPUMEHEHWS;

6) oT4eT O pesynbTaTax KIMHUYECKOro WUCCrefoBaHUs NeKapCTBEHHOrO npenaparta A4S BeTepuMHapHOro
NPUMEHEHMS Y KaXKA0ro BUAa XXMBOTHbIX, YKa3aHHbIX B MHCTPYKLMM N0 BETEPUHAPHOMY NPUMEHEHMIO;

7) NPOEKT WHCTPYKUUM MO BETEPUHAPHOMY MPUMEHEHUIO FEKAPCTBEHHOrO Mpenapara, CoAaepXKallen
cnenyroLne CBeaeHus:

a) HauMMeHOBaHMe IeKapCTBEHHOro mnpenapaTta Ana BeTEePUMHApHOro MpUMEHeHus (MexayHapogHoe
HenaTeHTOBaHHOE, UMK rPYNMNMPOBOYHOE, UITN XMMUYECKOE N TOProBOE HaMMEHOBAHUS);

©0) nekapcTBeHHasa hopma C ykazaHMeM HaMMEHOBAHUN N KONMMYECTBEHHOIO COCTaBa AENCTBYHOLMX BELLECTB
N Ka4eCTBEHHOIO COCTaBa BCMOMOraTesibHbIX BELLECTB;

B) OMMCaHne BHELUHEro BMAa NIeKapCTBEHHOrO Npenapara 41 BeTEPMHAPHOro NPUMEHEHUS;

r) cdhapmakoTepaneBTMYeckas rpynna flekapCTBEHHOro npenaparta [Afis BETEPUHAPHOrO MPUMEHEHUS UMK
yKasaHue «roMeonaTU4eckuii nekapCTBEHHbIV Npenapary;

n) dapmakoguHamvka W hapmakokMHeTUKa (3a UCKIoYeHUEM (apMakoOKMHETUKN TOMeOonaTUyecKmx
NeKapCTBEHHbIX NMPenapaToB U PacTUTENbHbIX JIEKAPCTBEHHbLIX NPenapaToB) UK ONUCaHNEe MMMYHOBUONOrMYecKnx
CBOWCTB NeKapCTBEHHOro npenapara;

€) NokasaHus ong NPUMEHEHUS;

) NpOTUBOMNOKa3aHUs Ansi NPUMEHEHNS;

3) Mepbl NPEAOCTOPOXHOCTY NPY NPUMEHEHNN;

N) yKazaHue BO3MOXHOCTU M OCOBEHHOCTEN MpUMEHEeHMs y BepeMeHHbIX XXUBOTHBbIX, Y >XKMBOTHbIX B Mepuos
nakTaumu, y NnoTOMCTBA XXMUBOTHbIX;

K) pexum [o3npoBaHMs, Cnoco® BBeAEHMS U MNPUMEHEHWsi, Npu HeobXOAMMOCTM BpeMsi npuema
nekapcTBEHHOro npenapara Ans BeTepMHapHOro NpyMeEHeHUs, NPOAOIMKUTENBHOCTb NEYEHNS;

n) BO3MOXHble MOOOYHbIE [EWCTBUS, HeXenaTenbHble peakuuM npu MNPUMEHEHUM NEKapCTBEHHOro
npenapaTta Ans BeTepUHapHOro NpUMeHeHus;

M) CUMNTOMbI NEPEeA03MPOBKM, MEPBI MO OKa3aHMI0 MOMOLLM NPU Nepeao3MPOBKE;

H) B3anmMoLencTBune ¢ pyruMuy niekapcTBEHHbIMY npenapataMmu 1 (Unu) kopMamu;

0) bopMbl BbiNyCka NekapCTBEHHOIO NpenapaTa A5 BETEPUHAPHOro NPUMEHEHUS;

n) ykasaHve (Npu HeobOXogMMOCTM) oOcoBEeHHOCTEW [OENCTBUS JIEKAapCTBEHHOro npenapata Ansg
BETEPMHAPHOIo MPUMEHEHMS MPU NEPBOM NPUEME UIN NMPU €0 OTMEHE;

p) onucaHve (Npu HeobXxoaMMOCTM) OEWCTBUN BETEPUHAPHOIO Bpada (BeTepuHapHoro genbliepa), MHoro
crneyunanucta B obnactv BeTepmMHapuu, Briagesnbla XMBOTHOMO Npy Nponycke npvemMa O4HOWM UIN HECKOSbKUX 403
nekapCTBEHHOro npenapaTta Ansi BETePUHapHOro NpYMEHEHNS;

C) CpPOK rogHOCTM U yKasaHue Ha 3anpeT MNpUMEHEHUsI NEKApCTBEHHOro npenaparta Afs BEeTepUHapHOro



NMPUMEHEHMS MO UCTEYEHNM CPOKa roOgHOCTY;

T) YCNOBUS XpaHEHNS;

y) yKasaHue Ha HeobXOAMMOCTb XpaHeHUs NekapCTBEHHOro npenapara Ans BeTepUHapHOro NpUMeEHEHUs B
MecTax, HeAOCTYMNHbIX AN AeTew;

@) ykasaHuve (NpM HeobXoAMMOCTM) crneumanbHblX Mep NPedOoCTOPOXHOCTU  MPU  YHUYTOXEHUN
HEeMcnonb30BaHHbIX NEKAaPCTBEHHbIX NpenapaToB A5 BETEPUHAPHOrO NPUMEHEHUS;

X) CPOKU BO3MOXHOIO MCMOSb30BaHUSA MPOAYKLIMM XXMBOTHOrO NPOUCXOXAEHUS NOCIE BBEAEHUS XUBOTHOMY
nekapCTBEHHOro npenapaTta Ansi BeTepUHapHOro NpMMeEHeHNs;

L) yCNoBUS OTMNyCKa;

4) HAMMEHOBaHUA 1 agpeca NPOU3BOACTBEHHbIX MIOLLAA0K MPOU3BOAUTENS NTEKapCTBEHHOO Npenapara Ans
BETEPVHAPHOIO MPUMEHEHMS;

W) HaMMeHOBaHWe, aJpec OopraHuM3auuW,  YNOMHOMOYEHHOW  JAepxaTteneM  wWnu  BragenbLeM
pervcTpauroHHOro Y4OCTOBEPEHWS NTIEKAPCTBEHHOIO NpenapaTa Ha NpuYHATUE NPEeTEeH3UI OT NoTpebuTens;

8) npoekTbl MakeToB MEPBUYHOM YMAKOBKM M BTOPWYHOW YNAKOBKM NEKapCTBEHHOro mnpenapata Ans
BETEPUHAPHOIrO NPUMEHEHUS;

9) crnepyolme cBegeHUs O NEeKapCTBEHHOM npenapaTe 4515 BETEPUHAPHOrO NPUMEHEHUS:

a) onvcaHne 1 CoCTaB fiekapCTBEHHOIO npenapaTa A1 BETEPUHAPHOro NPUMEHEHUS;

©) onucaHne apmaLeBTUYECKON paspaboTky;

B) onucaHue npoLecca NpoM3BOACTBA U €r0 KOHTPOS;

r) onMcaHne KOHTPOS KpUTUYECKUX CTaAMI NPON3BOACTBA M NMPOMEXYTOYHON NPOaYKUNK;

[) HaMeHOBaHUA 1 agpeca NPOM3BOACTBEHHbIX NMOLLAA0K NPOU3BOANTENSA NIEKAPCTBEHHOIO NpenapaTa ans
BETEPMHAPHOIO MPUMEHEHUS;

e) hapmaLieBTUHECKas COBMECTUMOCTb;

) MUKpOBUONOrMyeckne xapakTepucTukm;

3) maTepuarnbHbIi 6anaHc s Npon3BoACTBa CEPUN rOTOBOMO NPOAYKTa;

1) ONucaHne xapakTepUCTUK U CBONCTB YNMaKOBOYHbIX MaTepuarioB 1 yKyNoOpOYHbIX CPeaCTB;

K) LOKYMEHTarnbHOe MOATBEPXAEHNe (Banugaumns) NnpoLeccoB 1 (Mnn) UX OLLEHKa;

n) TpeboBaHMA K Ka4yecTBy BCMOMOraTesnbHbIX BellecTB (cepTudmkaTt, cneumndmrkaumsa Ha BCromoraTernbHble
BeLecTBa n nx obocHoBaHue);

M) aHanuTU4eckue MEeTOAMKM, UCMONb3yeMble MPY OCYLLECTBIEHNN KOHTPOMs KadecTBa BCMOMOraTenbHbIX
BELLECTB;

H) [JOKyMeHTanbHOe MOATBepXAeHne (Banuvgauusl) aHanuTU4ecKMx MeToAuK, WUCNOoSib3yeMbiX Mpu
OCYLLLECTBMNEHUM KOHTPOMS Ka4eCTBa BCNOMOraTenbHbIX BELLECTB;

0) wuHdopMaums 06 MCNONb30BaHUM BCMOMOraTeslbHbIX BELLECTB 4YENOBEYECKOr0 U XMBOTHOIMO
NPOUCXOXAEHMS;

n) nHpopmauusa 06 NCNonNb30BaHUM HOBbIX BCMOMOraTerbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBY NEKapCTBEHHOro npenapata Afs BeTepuHapHOro npumeHeHus (ceprtudukar,
cneundurKaLms Ha NieKapCcTBEHHbIN NpenapaT u nx obocHoBaHue);

C) aHanmuMTU4yeckne MEeTOOMKM, UCMOMb3yeMmble MpPU OCYLLECTBIEHUN KOHTPONSA KavecTBa MeKapCTBEHHOMO
npenapaTa Ans BETEPUHapPHOro NPYMEHEHNS;

T) [OOKyMeHTanbHOe MOATBEPXAEHUE (Banugauus) aHanuUTUYECKMX MEeTOAMK, WCMOMb3yeMbiX Mpu
OCYLLLECTBMEHUM KOHTPOMS Ka4eCcTBa NeKapCTBEHHOMO npenapaTta A1s BEeTePUHAPHOro NpUMEHeEHNS;

y) OOKYMEHT, MOATBEPXAalLWUN KavyeCcTBO FEeKapCTBEHHOro npenapara Tpex MPOMbILEHHBIX Ccepuit
(MpoTokon aHanu3da unu cepTudmkaT aHanu3a), ogHa cepusi KOTOPOro [OSbkHa coBnagaTtb C cepuen obpasua
NneKkapcTBEHHOro npenapara, No4aHHOro Ha perncTpauuio;

&) xapakTepucTuka npumecen;

X) nepeyeHb CTaHAApTHbIX O0OpasLoB, MWCMOMb3yeMblIX MpU OCYLLECTBIIEHUN KOHTPOMsS KayecTBa
niekapCTBEHHOro npenapaTta Ansi BETePUHapHOro NpYMEHEHNS;

L}) AaHHble O CTabubHOCTM NIEKAapCTBEHHOIO Npenapara 419 BETEPUHAPHOIO NPUMEHEHUS;

10) konusa OOKYMeHTa, cofepKallero MHOoOpMaLmi O Hanuuun unm ob oTCyTCTBUMM (DaKTOB perncrpaumun
nekapCTBEHHOro npenapaTta Ansi BeTepnHapHOro NnpMMeHeHus 3a npegenamu Poccuickon ®enepaumu;

11) cornacue B nucbMeHHOW ¢opMe, MNPedyCMOTPEHHOEe 4acTbld 6 HacToswen cTaTbu, B Chnydae
perncTpaumm BOCNpou3BeAEeHHOro NekapCTBEHHOro npenapara;

12) Konus OOKYMeHTa Ha PyCCKOM fA3blke, 3aBEPEHHOro B YCTAHOBIIEHHOM MopsiAke M MOATBEPXKAAMOLLEro
NMPaBOMOYHOCTb 3asiBMIEHMS1 O rOCYJapCTBEHHOM perncTpauumn fieKapCTBEHHOro npenapata Afd BeTepuMHapHOro
NPUMEHEHMS (OOBEPEHHOCTD).

4. Tpy npoBefeHNM YCKOPEHHON MpoLenypbl 3KCNepTU3bl NIEKAPCTBEHHOro npenapara A4S BETepUHapPHOro
NPUMEHEHMs B LeNsAX ero rocy4apCTBEHHON perncrTpauum MoxXeT NpeacTaBnaTbCs MHOpMauus, NonyyYyeHHas npu
NPOBEAEHUN KITMHUYECKNX NCCIed0BaHN NeKapCTBEHHOMO Npenaparta U onybnnkoBaHHasi B Cneumanu3npoBaHHbIX
neyaTHbIX M3OaHWUSX, a Tawkke [OOKYMEHTbl, coAepxaliue pesynbTaTbl UCCneaoBaHus GUOSKBMBANEHTHOCTU
NeKkapcTBEHHOro npenapara Ans BeTepUHapHOro NpUMeHEHMS.

5. Ha akcneptunsy pasnmuHbIX nekapCcTBEHHbIX POPM OLHOrO W TOrO e NEeKapCTBEHHOro npenaparta and
BETEPUHAPHOrO MPUMEHEHUST 3asiBUTENb NPeacTaBnseT OTAeNbHble 3asiBMIeHUs U PerncTpaumoHHble O0Cbe Ha
Kaxxayro nekapctBeHHyto copmy. lNMpy ycnoBum ogHOBPEMEHHOM NOLAYM Ha IKCNEepTU3y OOHOWN NeKapCTBEHHON
GOpMbl C pasnUYHbIMKU OO3VPOBKON, KOHLIEHTpaLumen, o6beMoOM 3asiBUTENb NPEACTaBNAET OOHO 3asiBEHUE U



perucTpaumMoHHOE [OCbe C MPUIIOXKEHWEM MaKETOB YMAaKOBOK Ha KaXKAyl OO3VMPOBKY, KaXKAYH KOHLEHTpauuto,
Kaxabli 00beM 1 Kaxkgoe KONMYecTBO 03 B yrakoBKe.

6. 3asBUTENDb BNpaBe NpeacTaBUTb MO COBCTBEHHON MHULMATUBE BMECTE C 3asdBMEHMEM O rOCy4apCTBEHHOM
perncTpaummM nekapcTBEHHOro npenapaTta Ans BETEpPUHApHOro MNpUMEHEeHWst OOKYMEHTbl, MOoATBepXaatoliune
ynnaty rocyaapCTBEHHOW MOLWMWHbI U yKasaHHble B MyHKTe 7 4acTu 2 HacToswen cratbu. B cnyyae wux
HenpeacTaBneHnsl COOTBETCTBYHOLUMA  YNOMHOMOYEHHbI  dbefeparnbHbli - OpraH  UCMOMHUTENBHOW  BMRacTu
npoBepseT (hakT ynnatbl 3asgBMTENEM rocy4apCTBEHHOW MOLUIMHbI NMOCPEACTBOM MCMOMb30BaHMsA MHopmauum 06
ynnate rocygapCTBEHHOW MOLWMMHbBI, coaepxallenca B [0OCcyaapCTBEHHONW WHMOPMaLMOHHONW cucTemMe O
rocy4apCTBEHHbIX M MyHULMNAMbHbBIX MraTexax, Ha OCHOBaHUKN NPeACTaBfEHHbIX 3asiBUTENEM KOMUIN JOKYMEHTOB,
NMOATBEPKAAMLLMX YyNnaTy rocygapCTBEHHOM NOLUSUHBI.

7. He ponyckaeTcsi ucnonb3oBaHWe B KOMMEPYECKMX Lensx MHgpopmauum o pesynbratax OOKIMHUYECKUX
NCCreoBaHUM NEKapCTBEHHbIX CPEACTB M KIMHUYECKUX WCCMEeAOBaHWN NEeKapCTBEHHbIX MpenapaTtoB Ans
BETEPVHAPHOIO NMPUMEHEHMS, NPeACTaBNeHHON 3asiBUTENEM AN1S rOCy4apCTBEHHON perncTpaumm fekapcTBEHHbIX
npenapatoB, 6e3 ero cornacua B TedeHMe LUIEeCTU NeT C AdaTbl rocygapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon Pegepaumu.

CtaTtbAa 18. NMopgaua un paccMoOTpeHune 3adaBrieHnsa o rOCYﬂapCTBeHHOﬁ perncTtpauum neKkapcrtBeHHoOro
npenapara gna meaunuymMHCKOro npuMeHeHus

1. Ong rocygapcTBeHHOW perucTpauum nekapCTBEHHOro npenapata Ans MegUUUMHCKOrO MpUMEHEeHUs
lopuandeckoe NuLO, OENCTBYOLEEe B COOCTBEHHbBIX MHTEpPEcax WM YNOfIHOMOYEHHOE MpPeacTaBnsATb UHTEPECHI
OPpYroro KpUAMYEcKoro nuua v 3asBnsiollee NeKapCTBEHHbIM npenapaTt Ha roCcy4apCTBEHHYIO perncrpaumio
(panee B HacTodllen cTaTbe — 3asBUTENb), MNPEeACTaBnseT B YMNOMHOMOYEHHbIM deaepanbHbIn  opraH
WCNONHUTENBHON BacTW, OCYLLECTBNSANLWMIA FOCYLapCTBEHHYIO PErMcTpauunio nekapcTBeHHbIX npenapaToB Anis
MELMLMHCKOrO MPUMEHEHUS!, B SMEKTPOHHOM hopMe U Ha ByMaXHOM HOcuTene 3asiBNiEHNe O rocyaapCTBEHHOWN
perncTpaumm nekapCTBEHHOro npenapata A5 MEAULUHCKOrO MPUMMEHEHUs!, a Takke B NOopsake, YCTaHOBIIEHHOM
YMOSTHOMOYEHHbIM dhefeparnbHbiM OpraHOM WCMOMHUTENbHOW BMNacTu, B 3NIEKTPOHHOM hopMe M Ha BymaxxHOM
HocuTene HeobXoauMble OOKYMEHTbI, U3 KOTOPbIX (POPMMPYETCS PEerucTpaLyoOHHOE [OCbe Ha JeKapCTBEHHbIN
npenapaT 4na MeAuLUMHCKOro NpUMeHeHs.

2. B 3asBneHum o rocydapCTBEHHOW peructpauum nekapcTBEHHOro npenaparta Ans MeguuuHCKOro
NPUMeEHEHNS YKa3bIBaOTCS:

1) HanmeHoBaHWe 1 agpec 3asBUTENSA U NPOU3BOAUTENS NEKApCTBEHHOro npenapata Ang MeguuuHCKOro
NpUMEHeHNs U agpec MecTa OCYLLEeCTBMEHUS ero Npou3BOACTBA (B Criydyae Hanmumsi HECKOMbKUX Y4aCTHUKOB
npoLecca nNnpomn3BoACTBa HEOOXOAMMO yKasaTb KaxAoro yvyacTHMKa B COOTBETCTBUU C OCYLLECTBNAEMOW CTaguen
Nnpov3BOACTBA);

2) HaummeHOBaHVEe feKapCTBEHHOro npenapara pAns MeOUUUHCKOrO NpUMeEHeHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UM FPYNNMPOBOYHOE, NN XMMNYECKOE U TOPrOBOE HAUMEHOBAaHWS);

3) nepeyveHb OENCTBYHOLLIMX M BCMOMOraTenbHbIX BELLECTB, BXOASLINX B COCTaB fIeKapCTBEHHOMo npenapaTta
ONA MeULMHCKOro MPUMEHEHUS, C YKa3aHNeM KONMYeCcTBa KaXKaoro U3 HuX;

4) nekapcTBeHHas opma, A403UPOBKa, CNocoObl BBEAEHMWS Y NMPUMEHEHNS, CPOK FOAHOCTU NIEKAPCTBEHHOIO
npenapaTta ans MeguuMHCKOro NpuMeHeHus;

5) (apmakoTepaneBTuyeckas rpynna, kKo aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Krnaccudukaumm,
pekoMeHAOBaHHOW BcemupHOM opraHusaumen 34paBOOXpPaHEeHUs, 3asBrisieMble MOKasaHus Onsi MpUMEHEeHUs
NeKapCcTBEHHOro npenapara ansg MeguuuHCKOro NpuMeHeHus;

6) oTcyTcTBME HEOOXOAMMOCTU MPEeAOCTaBfEeHMS oTyeTa O pesynbTaTax KIMHUYECKOro WCCreLoBaHus,
nccnenoBaHns  OMOSKBUBANEHTHOCTM  NIEKAPCTBEHHOrO  npenapaTta, pPaspelleHHoro Ans  MeauLMHCKOro
npumeHeHns B Poccuiickon ®depepauumn Gonee peaguatn neT, C ykasaHMEM HOPMATMBHbBIX MPABOBbIX aKTOB,
NoATBEPXKAAKLWMNX AaHHbIAN CPOK NPUMEHEHUS;

7) HeobxoaMMOCTb OPOpPMIIEHMST pa3pelleHns Ha BBO3 B Poccuiickyto degepauunto KOHKPETHOW napTuu
3aperncTpupoBaHHbIX U (MNKM) He3aperncTpupoBaHHbIX JIeKApCTBEHHbIX CPeACTB, NpefHasHayeHHbIX AOnis
npoBefeHUs 3KCNepPTU3bl NIeKapCTBEHHbIX CPEACTB B LIeNAX rocy4apCTBEHHOW perucrpaumy;

8) HeobXoOuUMOCTb NpPOBEdEeHUs 3KCMepTM3bl JOKYMEHTOB, MpPEACTaBMIEHHbIX AN onpefeneHus
BO3MOXHOCTW paccMaTpuBaTtb NEeKapCTBEHHbIA npenapaTt Ans MeAULMHCKOro NpUMEHEHUs Npu OCyLLeCTBIeHUN
rocyapCTBEHHOW perncrpaumm B kayectse opgaHHOro NIeKapCTBEHHOrO Npenapara;

9) HeobGXoAMMOCTb MPUMEHEHUST YCKOPEHHOWM Mpoueaypbl SKCNepTUsbl NIEKAPCTBEHHbIX CPEACTB B LENsaX
rocyapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

10) kONUM JOKYMEHTOB, MOATBEPXKAAOLLMX YNIaTy rocyaapCTBEHHON MOLUMHbI:

a) 3a npoBedeHME SKCMEepPTU3bl [OOKYMEHTOB, MPeACTaBMEHHbIX Ansg  OnpenerieHns BO3MOXHOCTU
paccMmatpvBaTb  N€KapCTBEHHbIN  MpenapaT Ofs  MEeAVMUMHCKOrO  MPUMEHEHUS MNPU  OCYLLECTBIIEHUN
rocyfapCTBEeHHOW perucTpaumm B kayectse opgaHHOro fiekapcTBEHHOro npenapara;

0) 3a NpoBeAeHNE IKCNEPTU3bl KAaYecTBa JIEKaPCTBEHHOIO CPeACcTBa U 3KCMEPTU3bl OTHOLLEHUS OXUAaeMon
Nnonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUs NEKapCTBEHHOro npenapara, paspeLlueHHOro Ans MeauLMHCKOro
npumeHeHnss B Poccunckon ®depepaumn 6onee paBaguatyM neT, MNpyM  OCYLLECTBMAEHUM [OCYAApPCTBEHHON
perncTpaumm nekapcTBEHHOro npenapara;

B) 3a nNpoBeAeHMe IKCMEePTU3bl Ka4ecTBa NeKapCTBEHHOINO CPEACTBA M SKCNEpPTM3bl OTHOLLEHUS OXMOAEMOWN



Nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOrO npenaparta Afs MeQUUMHCKOrO NPUMEHEHNs NMpu ero
rocygapCTBEHHON perucTpaunu;

r) 3a NpoBeAeHne 3KCMepTU3bl KadecTBa NEKapCTBEHHONo CpPeacTBa U 3KCNEPTU3bl OTHOLLEHUS OXMOAEeMOW
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapata Ans MeAUMUUHCKOro MpUMEHeHUs, B
OTHOLUEHMN KOTOPOro npoBefdeHbl MeXayHapoOHble MHOrOLEHTPOBbIE KIMHUYECKUE WCCNedoBaHusl, 4YacTb U3
KoTopblX npoBedeHa B Poccuitickon ®egepauun, nNpu  OCYLLECTBNEHUN TOCYAapCTBEHHOW perucrpaunm
nekapCTBEHHOro npenapara;

11) Hanmuune cormacusi NPOM3BOAMTENS  FIEeKApCTBEHHOro npenapara, MNpPOM3BOACTBO  KOTOPOro
ocyuiecTBnsieTcqa 3a npegenamu Poccuiickon ®Pepepaumm, Ha NpoBeAeHNE MHCNEKTUPOBAHWS NPOU3BOAMTENS Ha
COOTBETCTBME TPebOoBaHUSAM MpaBuIl Haanexallen NPon3BOACTBEHHON NPaKTUKU;

12) Hanuume cornacusi, NPegyCMOTPEHHOro YacTblo 18 HacTosLL el cTaTby;

13) ykasaHve BMAa IEeKapCTBEHHOro npenaparta, NPeACTaBfIEHHOrO Ha perucTpaunio  (pedepeHTHbIN
NeKapCTBEHHbIN npenapaT, BOCMPOU3BEAEHHbIV NEKApPCTBEHHbIN npenapaTt, OMONornyeckMin neKapCcTBEHHbIN
npenapat, ©OuoaHanoroBbln (6MONOAOGHbLIN) NekapcTBeHHbIM npenapat (buoaHanor), romeonaTn4yeckun
nekapCTBEHHbIN nNpenapar, NekapCTBEHHbIV pacTUTENbHbIN Npenapar).

MonpaBku, BblaeneHHbIe rofnyobiM LBETOM, BCTynatoT B genctBue ¢ 1 asHBapsa 2016 r.!

3. PervcTtpaunoHHoe [ocbe Ha NekapCTBEHHbIN npenapaTt Ans MeAMLMHCKOrO NMPUMEHEHUs NpenocTaBnsaeTcsa B
hopme 06LLIero TEXHUYECKOTO JOKYMEHTA.

4. Pasgen goKyMeHTauMm aaMUHUCTPATMBHOMO XapakTepa BKYaeT B cebdsi:

1) 3asiBNeHne 0 rocyaapCTBEHHONM PErMCTpaLmM NeKkapCTBEHHOIO mpenapata Ans MeauuUMHCKOro NMpUMEHEHUs! B
3NEKTPOHHON hopMe 1 Ha DyMaKHOM HocuTene;

2) KOMUIO [JOKyMEHTa Ha pPYCCKOM f3blke, 3aBEPEeHHOro B YCTaHOBMEHHOM Mopsgke W MOATBEpXAatoLlero
NpaBOMOYHOCTb 3asdBUTENSA NoAaBaTb 3asBfieHMe O roCy4apCTBEHHOW perncTpauum nekapcTBEHHOro npenapaTta
4N MeaULMHCKOro NpUMEHEHUS (OOBEPEHHOCTb);

3) KOMUIO TNUUEH3UM Ha MpPOM3BOACTBO FEKApPCTBEHHbIX CPEACTB WM KOMUKO 3aKMiYEeHUS O COOTBETCTBUM
NPoOn3BOAUTENS NEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM npaBun Hagnexalwlen npou3BOACTBEHHOW MNPaKTUKW,
Bbl@HHbIe YMOMHOMOYEHHbIM befeparibHblM OpraHOM MCMOMHUTENbHOW BriacTu, B Cryvae, ecriv npovM3BoACTBO
NeKapCTBEHHOro npenapara ocyulecTsnsieTtcs B Poccuiickon ®epepauunuy;

4) KomuK BblOAHHOW YMOSIHOMOYEHHbIM OpraHoOM CTpaHbl MPOWU3BOAUTENS JIMLEH3UM Ha MPOM3BOACTBO
NIEKapCTBEHHOro npernapaTta U ee NepeBon Ha PYCCKUI SA3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, U KOMUIO
3aKMIOYEHNST O COOTBETCTBUM MPOU3BOAMTENS JIEKAPCTBEHHbLIX CPeacTB TpeboBaHMAM MpaBuIl Haanexaiien
NPOV3BOACTBEHHOW NMPAKTUKN, BbIAAHHOIO YNOSTHOMOYEHHbIM doefeparnibHbiM OpraHoOM MCMOSTHUTENBHON BNacTu, B
cnyvae, ecnu MNpoM3BOACTBO JIEKAPCTBEHHOrO Mpenapata OCyLecTBnseTca 3a npegenamun Poccuiickon
depepauymu;

5) NpOEeKT MHCTPYKUMN MO MEeAULMHCKOMY NPUMEHEHUIO NEKapCTBEHHOrO npenapara, coaepXallen cnegywoLine
cBeaeHus:

a) HanMeHoBaHMe nekapCTBEHHOro npenapata (MeXxayHapo4HOe HenaTeHTOBaHHOe, UMW rpynnMpoBOYHOE, UIU
XUMUYECKOE U TOProBOE HaMMEHOBaHUS);

0) nekapcTBeHHast oopma C yKa3aHMEM HaMMEHOBAHWUM M KONIMYECTBEHHOrO COCTaBa AENCTBYHOLLMX BELLECTB U
KayeCTBEHHOro COCTaBa BCMoOMOraTesibHbIX BellecTB (MpM  HEeoOXOAMMOCTU  KONMMYECTBEHHOrO COCTaBa
BCMOMOraTesibHbIX BELLECTB);

B) OnMcaHune BHELLHEro B1aa NiekapCTBEHHOro npenapara ansg MeguLMHCKOro NpUMeEHEHUs;

r) U3NKo-XxMMmMYecKkne CBOMCTBa (A51s pagnocdapmaueBTUYECKUX NNEKAPCTBEHHbBIX NpenapaToB);

0) dapmakoTepaneBTMYeckas rpynna, Koz feKkapCTBEHHOro npenaparta Ans MEOULMHCKOro MPUMEHEHUs Mo
aHaTOMO-TEPANEBTUYECKO-XUMUYECKON  Knaccudukawmu, pekomeHgoBaHHOW  BcemupHon — opraHusaumen
3[paBOOXPaHEHNs], UK YKa3aHWe «roMeonaTu4ecKuii NnekapCcTBEHHbIN nNpenapaTty;

e) dapmakoauHammuka U apMakOKMHEeTUKa (3a  UCKMYeHUeM  (HPapMakoKMHETUKN  romMeonaTuyecknx
NeKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX NeKapCTBEHHbIX NpenapaToB);

X) NoKasaHus Ans NpUMeHeHUs;

3) NPOTMBOMNOKAa3aHWs AN NPUMEHEHUS;

n) Mepbl NPEAOCTOPOXHOCTU NPY NMPUMEHEHUN;

K) yKkasaHMe BO3MOXHOCTU W OCOOEHHOCTEN MNPUMEHEHUS FEKapCTBEHHOro npenapata And MeauLMHCKOro
NPUMEHeHNs 6GEPEMEHHBIMU XEHLLNHAMM, XXEHLMHAMK B NEpUOS rpyaAHOro BCKapMMBaHUS, AETbMU, B3POCIbIMU,
NMERLLMMUN XPOHNYECKMe 3aboneBaHuns;

1) pexnm A031MpoBaHKsl, CNocobbl BBEAEHUS U MPUMEHEHUS, NP HEOOXOOUMOCTY BpeMS MpruemMa NeKapCTBEHHOro
npenapata ans MeauuMHCKOrO MPUMEHEHUS, MPOAOIHKUTENBbHOCTb fIeYEeHUs, B TOM 4Yucne y AeTeln Oo U nocne
Oo[Horo roaa;

M) BO3MOXHblE€ HeXenaTeflbHble peakuun Mpu NpUMEHEHWW NeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHNS;

H) CUMNTOMbI NEPeao3NPOBKN, MEPbI MO OKa3aHMKo NOMOLLN Npy Nepeso3npoBKe;

0) B3aMMOJENCTBME C APYrMMU NeKapCTBEHHbIMU NpenapaTamu u (Mnu) NULLEBbIMU NPOAYKTaMU;

n) dhopMbl BbiMycKka JIEKapCTBEHHOTO Npenapara;



p) ykasaHue (Mpy HeobXoOuMOCTM) OCOBEHHOCTEN AEWCTBUS NEKAapCTBEHHOro npenaparta Ansg MeAuLMHCKOro
NPUMEHEHMS MPU NEPBOM NPUEME UITN NPU ETO OTMEHE;

C) onucaHue (Npu Heo6xoaMMOCTU) OeNCTBUIA Bpada (denbaluepa) n (Mnv) naumeHTa npu nponycke npuema ogHon
W HECKOSbKMX [03 NEKapCTBEHHOrO Npenapara 4518 MEAULMHCKOrO NMPUMEHEHNS;

T) BO3MOXHOE BMsiIHWE NEeKapCTBEHHOro npenapara Ans MeQULMHCKOro NPUMEHEHUss Ha CNOCOBHOCTbL YyrNpaBnATb
TPaHCMOPTHLIMU CPEACTBAMM, MEXaAHU3MaMMU;

y) CPOK rOOHOCTU U yKa3aHue Ha 3anpeT NpUMEHeHVs1 NekapCTBEHHOro npenapaTa A8 MeAULMHCKOro NpUMeHeHUs
MO UCTEYEHNM CPOKa rogHOCTY;

&) yCcrnoBus XpaHeHWs;

X) yKazaHue Ha HeobxoaAMMOCTb XpaHEeHUs NekapCTBEHHOro npenapara 419 MeQULMHCKOTO MPUMEHEHUSA B MecTaXx,
HedOCTYMHbIX ANs AeTew;

L) ykazaHue (Mpy HEOBXOAMMOCTU) cneumanbHbiX Mep NPeSOCTOPOXKHOCTU MPU YHUHTOXEHMM HEMNCMONb30BaHHbIX
nekapCTBEHHbIX MpenapaToB ANS MeOULMHCKOTO NMPUMEHEHNS;

4) yCrnoBus OTMNycKa;

LU) HAMMEHOBaHUA 1 agpeca NPOM3BOACTBEHHbIX MOLAL0K NPOM3BOAUTENS NIEKAPCTBEHHOrO npenapara;

L) HauMeHoBaHVe, afpec opraHu3auuu, YNorIHOMOYEHHOM AepXaTernem Wnv BragenbLeM perucTpalyoHHOro
YAOCTOBEPEHUS] FEKAapCTBEHHOrO Mnpenaparta AN MeAULMHCKOrO MPUMEHEHUSI Ha MPUHATME NPEeTEH3UR OT
notpebutens;

6) WMHCTPYKLUMIO MO MEOULUHCKOMY MPUMEHEHWUIO WM KPaTKyl XapaKTepuUCTMKY JeKapCTBEHHOro npenapaTa,
YTBEPXXAEHHbBIE B CTPaHe NPOV3BOAUTENS;

7) NPOEKTbI MAKETOB MEPBUYHOM YNaKoBKM 1 BTOPUYHOW YNAaKOBKN NEKapCTBEHHOrO npenapaTa Ans MeAnLMHCKOro
NMPUMEHEHWS;

8) MpoekT HOpMaTMBHOM [OOKYMEHTauMuM WM HOPMAaTMBHOIO AOKYMEHTa Ha feKapCTBEHHbIV npenapaT Ans
MEeLMLMHCKOro NMPUMEHEHMS NMBO0 yKka3aHne COOTBETCTBYHOLLEN hapMakonemHom cTaTbi;

9) OOKYMEHT, coaepXallumi UHpopMaLMio O HanMuum unu o6 OTCYTCTBMM (PaKTOB pPerncTpaumm rnekapCcTBEHHOrO
npenapaTta A4ns MeguLMHCKOro NnpMMeHeHus 3a npegenamm Poccuiickon ®epepauuu;

10) KOMMM [OOKYMEHTOB, 3aBEPEHHbIX B YCTAaHOBMEHHOM TMOPSIAKE W MOATBEPXAAMLWMX (haKT permcrpaumm
NeKapcTBEHHOro npenapara B MHOCTPaHHbIX rocyAapCcTBax B ka4ecTBe opdhaHHOro fnekapCTBEHHOro npenapara;
11) nnaH ynpaBneHus pyuckamu Ans OMonornvyeckmnx nekapCTBEHHbIX NpenapaToB ANs MeOULMHCKOTO NPUMEHEHUS;
12) pokymeHT O cucteme bapMakoHaa3opa AepxaTtens unu Brnagenbla pernctpaumoHHOro yooCTOBEpeHust
neKkapCTBEHHOro npenapara;

13) AOKYMEHT, NOATBEPXKAALLINA Ka4YeCTBO JIEKAPCTBEHHOrO npenapara TPexX MPOMBbILLMIEHHbIX Cepuii (MPOTOKONM
aHanusa unu ceptudmkaT aHanusa), ogHa cepusi KOTOpPoro AOSPKHA coBnagath ¢ cepren obpasua NekapCTBEHHOro
npenapaTa Ans MegMUUHCKOro MPUMEHEHUS, NPeACTaBIEHHOIO Ha rOCY4APCTBEHHY PErMCTPaLmio.

5. Pasgen xumunyeckon, chapmaueBTUYECKON M BGUONOrMYeckon [OKyMEeHTauun BKMAYaeT B cebsl AOKYMEHTHI,
copepxalime nHgopmaumio o hapMaLeBTUYECKON CybCTaHUUM 1 NeKapCTBEHHOM npenapaTe Ans MeaULMHCKOro
NPUMEHEHNS, MPOLIECCE €ro NPOU3BOACTBA M METOAAX KOHTPOSA Ka4yecTBa, B TOM YUCIIE:

1) Konuio [OKyMeHTa, CcoAepXallero creaylulyo WuHhpopMmaumo o dapmMaLeBTU4eckon cybcTaHumm wunm
hapmaLeBTUHECKMX CYOCTaHLMAX, BXOASLLMX B COCTaB JIEKAPCTBEHHOrO Npenapara:

a) HaMeHoBaHWe hapMaLleBTMYECKOM CyDBCTaHLmMK, ee CTPYKTypa, obLLne CBOMCTBA;

0) HaMMeHOBaHWE 1 agpec NPOM3BOOUTENS;

B) TEXHONOrMs MPOW3BOACTBA C OMMCaHWEM CTaavi MpPOU3BOACTBA W METOA4OB KOHTPOMS Ha BCeX CTagusix
NMPOV3BOACTBA;

r) onnucaHue paspaboTku npoLiecca Npon3BoACTBa;

[) OnCaHue KOHTPOIIS KPUTUYECKMX CTaAMIN MPOU3BOACTBA U MPOMEXYTOYHOWN MPOaYKLUNN;

€) OOKyMeHTanbHoe noaTBepXXaeHne (Banuaauns) NpoLeccoB v (Unn) X OLEHKa;

X) CBOWICTBA U CTPYKTypa AENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTunka npumecen;

1) cneumdukaums Ha chapmaleBTUYECKYHO CybCTaHLMIo 1 ee 0BOCHOBaHUE;

K) aHanuTM4eckme MEeTOOMKM, WCMONb3yeMbIE MPU OCYLLECTBIIEHUN KOHTPOMsS KavecTBa hapmMaueBTUYECKOW
cybcTaHuuu;

n) JOKyMeHTanbHOe NoaTBepXKAeHVE (Banuaaums) aHanMTUYeckux MeTOAMK, UCMONb3yeMbIX MPU OCYLLECTBIEHUM
KOHTpOIIS KayecTBa hapMaLeBTUYECKOM CyDOCTaHLmu;

M) pe3ynbTaTbl aHanmMsa cepui apmMaLeBTUYEeCKon cybcTaHuum;

H) NepeYveHb CTaHO4apTHbIX 0OPa3LIOB UM BELLECTB, MCMOMb3yEMbIX MPU OCYLLECTBNEHUN KOHTPOISA Ka4yecTBa;

0) onMncaHve XxapakTepUCTMK 1 CBONCTB YNAaKOBOYHbIX MaTepraroB 1 YKYNOpPOYHbIX CPEACTB;

n) AaHHble O CTabMNBHOCTU hapMaLEeBTUYECKON CyOCTaHLNK;

p) CPOK rogHOCTY;

2) AOKYMEHT, COAEpXKaLLMIA criefyloLine CBeAEHMS O NTeKapCTBEHHOM Npenapare A MeAULMHCKOrO NPUMEHEHNS:
a) onucaHve 1 cocTaB NIeKapCTBEHHOIO Npenapara AN MeAULMHCKOrO NPUMEHEHNS;

0) onucaHve apmaveBTUYeckon pa3paboTkn (060cHOBaHMe Bbibopa cocTaBa, MePBUYHON YNAKOBKU N UHOTO);

B) TEXHONOrMsi MPOM3BOACTBA C OMWCAHWMEM CTaaui MPOU3BOLCTBA M METOLOB KOHTPOMS Ha BCEX CTagusix
NpPOn3BOACTBA;



r) OnNMcCaHne KOHTPOIIS KPUTUYECKNX CTaguIi NpoLiecca NPoOn3BOACTBA U NMPOMEXYTOUYHOM NPOAYKLUMY;

[) HauMeHOBaHVe 1 agpec MecTa OCYLLECTBIEHNSI MPON3BOACTBA NIEKAPCTBEHHOIO Npenapara Anst MeaULMHCKOro
NpUMeHeHUs (B Criyqyae HanMyns HECKOSbKMX Y4aCTHUKOB MpoLiecca Npou3BOACTBa HEOOXOAMMO yKasaTb KaXaoro
U3 HUX);

€) hapmaLieBTMYeCKasi COBMECTUMOCTb;

) MUKpOBUONorMyeckme xapakTepucTuKkm;

3) MatepwuarnbHbIi 6anaHc Ans NpoM3BOACTBA CEPUU FOTOBOIO MPOAYKTa;

N) ONUCaHNe XapaKTEPUCTMK U CBOWCTB YNMAKOBOYHbIX MaTepuarnoB 1 YKYNMOPOYHbIX CPEACTB;

K) LOKYMEHTarnbHOe NoATBEpPXAEHME (Banugauuns) NnpoLeccoB NPON3BOACTBA U (UN) UX OLEHKA;

n) TpeboBaHMs K KayecTBYy BCMOMOraTenbHbIX BELEecTB (cepTudumkar, crneumdukaums Ha BCnomoraTesbHble
BeLlecTBa u nx o060CHOBaHME);

M) aHanuUTU4eckme METOAMKWU, WCMOSib3yeMble MPU OCYLLECTBIIEHUN KOHTPOMS KadecTBa BCMOMOraTesibHbIX
BELLECTB;

H) OOKYMeHTanbHOe MoATBEPXKAEHME (Banuaaums) aHanmuTUYecknx MeToAMK, UCMOMb3yeMbIX NPU OCYLLECTBIEHUN
KOHTPOMS KayecTBa BCNOMOraTesibHbIX BELLECTB;

0) HdhopMaLmst 06 MCNONb30BaHUM BCMIOMOraTeNbHbIX BELLECTB YENTOBEYECKOTO M )KUBOTHOTO NMPOUCXOXAEHNS;

n) nHdopmaums 06 NCNoNb30BaHUN HOBbLIX BCMIOMOraTeNbHbIX BELLECTB;

p) TpeboBaHWs K Ka4yecTBy JI€eKapCTBEHHOro mMpenapata pAns MeOUUMHCKOTO MNpUMeHeHus (cepTudukar,
cneundurKaLmsa Ha NeKapCTBEHHbIN NpenapaT U nx 060CHOBaHUE);

C) aHanuMTU4eckne METOAMKM, WCMONb3yeMble MPU OCYLLECTBIIEHMM KOHTPOSS KayecTBa J1IeKapCTBEHHOMO
npenapaTta ans MeguLMHCKOro MPUMEHEHUS;

T) OOKYMEHTanbHoe noaTBepXaeHne (Banugauunsl) aHanmMTuyYecknx MeToauk, NCNosb3yeMbIX MPU OCYLLECTBIIEHUM
KOHTPOJIS KaYecTBa NIEKapCTBEHHOrO npenapara Ansg MeauLUHCKOro NpUMeEHEeHUs;

y) pe3ynbTaTbl aHan1M30B CEpUI NEKAPCTBEHHOrO Npenapara AnAsi MEAULMHCKOro NPUMEHEHNS;

) xapakrepucTtuka npumecen;

X) NepeyeHb CTaHOAPTHbIX 0OpasLoB, UCMOMb3YEMbIX MPU OCYLLLECTBIIEHWN KOHTPONS KayecTBa JIEKAPCTBEHHOIO
npenapaTa Anst MegUUUHCKOTO NPUMEHEHUS;

L) faHHble O CTabUNbHOCTU NIEKAPCTBEHHOIO NpenapaTa Anst MeguUUHCKOrO MpUMEHEHUS.

6. Pasgen dapmakonornyeckomn, TOKCUMKONOMMYECKON OOKYMEHTauuMW BKMo4vaeT B cebs oTyeTbl O pesdynbTaTtax
OOKITMHNYECKMX MCCNeaoBaHWI NIEKapCTBEHHOrO CpeacTBa ANs MEeOULMHCKOTO NPUMEHEHNS], B TOM YMCHE:

1) oT4eT 0 hapmakoANHAMNYECKUX UCCIeN0BaHUSIX;

2) oT4eT 0 hapMaKOKMHETUYECKNX UCCIEQOBAHMSX;

3) OT4ET O TOKCUKOIOTUYECKMX UCCINEAOBaHMSAX.;

7. Pasgen KnMHMYECKOW OOKyMEHTauun BKoYaeT B cebs OTYETbl O pesdynbTaTax KIMHUYECKUX UCCenoBaHUN
NeKkapcTBEHHOro npenapara Ans MeauuUnMHCKOro NpUMeHeHus, B TOM Yucne:

1) otyeTol 06 wnccrnemoBaHUAX OUMOAOCTYNMHOCTU U GUOIKBMBANEHTHOCTWU, MUCCNEOOBaHUSAX, YCTaHaBMUBAIOLLMX
KOppensumio pe3ynbTaTtoB, NoyYeHHbIX B YCNOBUSAX in Vitro u in vivo;

2) oTyeTbl 0 PapMaKOKMHETUYECKUX NCCNEAOBaHUSX;

3) oTyeThl 0 chapMakoANHAMUYECKUX UCCIeL0BaHUSIX;

4) OTYETbI O KMMHUYECKNX UCCNeaoBaHNAX 3PdEKTUBHOCTU N 6E30MacHOCTY;

5) oT4YeT 0 MOCTPErncTpauMoHHOM OMbITEe MPUMEHEHUS (MPU HANM4YUK).

8. TpeboBaHusa kK 06BbEMY MHpOPMALIUM, NPESOCTABISEMON B COCTaBE PErMcTPaLMOHHOrO 4OCke, AN OTAENbHbIX
BMOOB JI€KapCTBEHHbIX MpenapatoB A9 MEeAMLUHCKOrO MPUMEHEHWUs YCTaHaBMMBAKTCHA YMONHOMOYEHHbIM
begepasibHbIM OpraHoOM UCMOSHUTESNTbHON BNACTU.

9. B OTHOLIEHMN NEKapCTBEHHBLIX MpPenapaTtoB, paspeLleHHbIX Ons MeOMLMHCKOro MpuMeHeHust B Poccuickoi
depnepaunn Gonee apaguaTy neT (3a UCKIOYEHWEM BMOMOrMYECKMX NEeKapCTBEHHbIX MpenapaTtos), AOMycKaeTcs
BKIIOYEHWE B COCTaB pasaena apMakororMyeckon, TOKCUKONMOrMYECcKo OOKYMEHTaUMn 1 pasaena KinMHUYeCKom
JOKYMEeHTaLuy BMECTO oTyeTa paspaboTyvMka O pesynbTatax COGCTBEHHbIX AOKIMMHUYECKUX WCCrenoBaHui
NEeKapCTBEHHbIX CPEACTB U KIMHUYECKUX WCCMEedoBaHWM NEeKapCTBEHHbIX MNpenapartoB Ans MEeAULMHCKOro
nprMeHeHns o63opa Hay4yHbiX paboT o pesynbTaTtax AOKITUMHUYECKUX WCCReOO0BaHWUN NEKapCTBEHHbIX CPEACTB U
KMUHUYECKUX WCCMEdOBaHWM [OaHHbIX JIEKapCTBEHHbIX MpernapaToB, B TOM 4uUCMe BKI4Yas OMbIT KX
MOCTPErMCTPALMOHHOTO NMPUMEHEHNS].

10. lMpu rocygapCTBEHHOW perucTpaumyM BOCMPOU3BEOEHHbIX NEeKapCTBEHHbIX MpenapaTtoB Ans MeaULUHCKOro
NMPMMEHEeHWs1 OOMyCKaeTCs BKMOYEHWe B COCTaB pasgena (apMakosiorMyecKOW,  TOKCMKOMOrM4ecKow
OOKyMeHTauum un pasfena KIMHUYECKOMW [AOKYMEeHTaumMmM BMeCTO oTyeTa paspabotymka O pesynbratax
COBOCTBEHHbIX AOKMMHUYECKUX UCCREeLOBaHUA NeKapCTBEHHbIX CpeacTB 0b630pa HayyHbIX paboT o pesynbTaTax
OOKMMHMYECKUX UCCNeaoBaHMM  pedepeHTHOro fekapCcTBEHHOro npenapata W npeacTtaBrieHne BMECTO
KNUHUYECKUX nccnenoBaHui B NONIHOM obbeme, YCTaHOBNEHHOM pasfenom KIIMHUYECKON JOKYMEHTaUuKn, ot4yeTa o
pesynbTartax uccrnegoBaHun BGUOIKBMBANEHTHOCTM BOCMPOM3BEAEHHONO IeKapCTBEHHOro npenapaTta Ans
MEeOMUMHCKOTO MpuMeHeHusi. He TpebyeTca npefcTtaBneHne oOTyeTa O pesynbTarax McCregoBaHwi



BG1O3KBMBANEHTHOCTM BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOrO nmpenapaTta Ans MeOUUMHCKOTO MPUMEHEHWs, ecnu
pPErncTpupyoTCa BOCNPOU3BEAEHHbIE NIEKAPCTBEHHbIE Npenapathbl AN MEAULMHCKOrO NPUMEHEHWs!, KOTopble:

1) npegHasHayeHbl AnNsi NapeHTepanbHOro (MOAKOXHOro, BHYTPUMBILLEYHOrO, BHYTPUBEHHOrO, BHYTPUrNa3HOro,
BHYTPUMOMOCTHOIO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOro) BBEAEHUS W MpPeacTaBnsioT cobov BOAHblE
pacTBOpbI;

2) npeacTaBnsoT cobor pacTBOpbl AN NepopanbHOro NPUMEHEHNS;

3) npou3BeaeHbl B (hopMe MOPOLLKOB UM NMOUNN3aToB AN1S NPUrOTOBIEHNS PaCTBOPOB;

4) ABNSOTCS rasamu;

5) ABMAOTCA YWHbLIMA WAW [Na3HbIMY NTIEKapCTBEHHbIMY Mpenapatamu, Npou3BeAeHHbIMM B (QDOPME BOAHbIX
pacTBOpPOB;

6) npegHa3HayYeHbl 41 MECTHOIO MPUMEHEHUSA M NPUroTOBIEHbI B )OPME BOOHbBIX PaCcTBOPOB;

7) NpeAcTaBnstoT cOOOM BOAHbIE PaCTBOPbI AM1S MCMOMb30BaHUSA B hopMe MHransiLMi ¢ nomoLLbio Hebynarsepa
UNN B Ka4eCTBe Ha3albHbIX CMPEEeB, NPUMEHSEMbIX C MOMOLLbI0 CXOOHbIX YCTPONCTB.

11. Onga cny4aeB, ykasaHHbIX B nyHktax 1 — 3, 5 — 7 vactu 10 HacTosiwen crtaTbu, BOCMPOU3BELEHHbIV
NEeKapCTBEHHbIN npenapaTr Ans MeaUUMHCKOro MPUMEHEHUs OOSMKEH codepXaTb Takme Xe BCrnomMoraTernbHble
BELLlECTBA B TaKMX Xe KONMM4ecTBax, Kak W pedepeHTHbI feKapCTBEHHbIN npenapar. Ecnu cocTasbl
BCNOMOraTenbHbIX BELLECTB pas3nuMyalTcd, 3asaBUTENb [OOJDKEH MpeacTtaBuMTb [OKasaTesnbCTBa TOro, 4TO
ncnonb3yemble B [AaHHbIX KOHLUEHTpaLWsiX BCMOMOraTernbHble BellecTBa He BNUAT Ha 6e3onacHoCcTb U (Unu)
3(pPEeKTNBHOCTb NEKAPCTBEHHOrO npenapata Ans MeAMUMHCKOro npuMeHeHus. B criydae, ecnu 3asBUTENb He
MOXET MPeACTaBUTb Takne gokasaTenbcTBa U (MNn) He MMEET AOCTyNa K COOTBETCTBYHOLLUMM AAHHLIM, OH OOJMKEH
NMPOBECTM COOTBETCTBYIOLLME UCCMEA0BAHUA ON1S A0Ka3aTeNnbCTBa OTCYTCTBUS BIIMSIHUA pasHbIX BCMOMOraTesibHbIX
BELLECTB WM BCMOMOraTesibHbIX YCTPOWCTB Ha 6e3onacHocTb M (Mnun) 3eKTUBHOCTL JIeKapCTBEHHOMO
npenapata Ang MeAWUUMHCKOrO MNPUMEHEHUS B MOPSAKE, YCTAaHOBIIEHHOM YMOMHOMOYEHHbIM dbeaepanbHbIM
OpraHoM UCMONHUTENbHON BIACTW.

12. lpw rocygapcTBeHHOW perncTpauun KoOMOMHaLUMi paHee 3aperMcTpuMpoBaHHbIX NMEKapCTBEHHbIX NpenapaToB
ONg  MeOWUMHCKOro MNpUMEHEHUs [OMNycKaeTCsl BKMOYEeHMe B COCTaB pasgena  gapmMakonormyeckou,
TOKCUMKOMNOrMYECKON [AOKYMEeHTauun 1 pasgena KiMHUYECKOW OOKYMeHTauuuM BMeCTo oTyeTa paspabotuvka o
pe3ynbTatax COBOCTBEHHbIX AOKMMHUYECKUX UCCeLOBaHWA NeKapCTBEHHbIX CpeacTB 0b630opa HayyHbIX paboTt o
pesynbTatax AOKMMHUYECKUX WCCrefoBaHui pedepeHTHbIX NEeKapCTBEHHbIX MpenapaTtoB, BXOAAWMX B COCTaB
KOMOUHaLMN NeKapCTBEHHbIX MpenapaToB, N 06 OTCYTCTBUMN X B3aMMOAENCTBUSI B OOHOW NIEKAapCTBEHHOW hopMe.

13. Ha 3akcnepTusy pasnmyHbiX fneKapCTBEHHbIX (POPM OLHOrO M TOFO Xe FfeKapCTBEHHOro npenapata gns
MEOMLMHCKOTO NMPUMEHEHNS 3asBUTeNb MNPeACTaBNsSeT OTAerNbHble 3asBMEHUMS W PermcTpauMoHHble O0Cbe Ha
Kakgyto nekapcTBeHHyto ¢opmy. [pu ycnoBum OgHOBPEMEHHOW NOAayM Ha SKCMEPTU3Y OAHOW JIeKapCTBEHHOW
opMbl C pasnUYHbIMU J03MPOBKOW, KOHLIEHTpauuen, obbeMoM 3asBuUTENb MNPeAcTaBnsieT OOHO 3asiBNEHVE U
perncTpaumnoHHoe [OCbe C MPUMOXEHMEM MAaKEeTOB YMaKOBOK HA KaXKAyl O03UPOBKY, KaXAyl KOHLEHTpauuto,
Kaxabli 00beM 1 Kakgoe KONMYecTBO 03 B yrakoBKe.

14. Tpu rocynapcTBEHHOM perucTpauuMm opgpaHHOro JeKapCTBEHHOro npenaparta 3asiBUTeNnb MpeacTaBnseT
MHopMaumio, Heobxoaumyr Ons  (OPMMPOBaHWS pasgena  KIMHUYECKOW HOOoKyMeHTauuu, B obbeme,
YCTaHOBJIEHHOM YMOSTHOMOYEHHBIM (hefeparibHbIM OPraHOM UCMOSTHUTENbHON BNacTy.

15. Mpu perncTpauum GMONMOTMYECKOro feKapCTBEHHOIO npenaparta, MOMyYEeHHOro W3 KPOBW, MiasMbl KPOBU
YyeroBeka, B COCTaBe PErmMcTpauMOHHOro OOCbE Ha NEeKapCTBEHHbIN mpenapaT ANd MeAULMHCKOro NMpUMEHEHUs
OOIMKHbI BbITb NpeAcTaBneHbl JOMONHUTENBHO:

1) B pasgene JOKyMeEHTaLUM agMUHUCTPATUBHOMO XapakTepa AOKYMEHT, coepallnin MHpopMauuio o cybbekTax
obpalLeHnss JOHOPCKOW KPOBU U (MfK) ee KOMMOHEHTOB, O TOM, rAe bbina ocylecTBrneHa goHaums (Kposu 1 (unwm)
nnasMbl KPOBM), a Takke AaHHble 00 MHMEKLUMOHHbIX 3aboneBaHUsix, NepefatoLlnxcs napeHTepanbHbIM MyTEM,
nHdpopmaums o cybbektax obpalleHus OOHOPCKOW KPOBW WU (MnM) €e KOMMOHEHTOB, B OTHOLUEHMM KOTOPbIX
OCYLLECTBMNSAETCS KOHTPOSb JOHOPCKOW KPOBU U (MNN) €€ KOMMOHEHTOB;

2) B pa3gene xMMmn4eckou, chapmaneBTUYeCKOn 1 B1onormyeckon oKyMeHTaumm:

a) KpuTepumn n cnocobbl 0T6opa, TPAHCNMOPTUPOBAHNUS Y XPaHEHUS JOHOPCKOW KPOBU U (MNTN) €€ KOMMOHEHTOB;

0) pesynbTaTbl MCCrEefOBaHUA OTOOPaHHbLIX OOHOPCKOM KpOBWM W (MNK) Mnasmbl KPOBU M MYFOB Ha Hanuyve
BO30OyanTENEN UHMEKLMI, BKIOYas MHGOPMauuio 00 MCMONb30BaHHLIX METOAMKAxX WUCCNenoBaHUM M B Criyyae
nccregoBaHUss  MynoB  Mas3Mbl  KPOBM  pe3ynbTaTbl  AOKYMEHTanbHOro  MOATBEPXAEHWS  (Banwugaumm)
NCMOMb30BaHHbIX METOANK;

B) TEXHMYECKME XapaKTEPUCTUKM YMakoBKW Ansi oTOopa [OHOPCKOWM KPOBM M (MnM) nnasMbl KPOBW, BKIO4Yas
nHdpopmaL Mo 06 NCNoNb30BaHHbIX PpacTBOPax aHTUKOAryrnsiHTOB.

16. KnuHnyeckme uccnegoBaHWs neKapCTBEHHOro npenapata Ans MeAULMHCKOrO MPUMEHEHUS B LIENsX ero
rocyfapCTBEHHOW peructpauum nposoadarca B Poccuickon ®enepaumm B nopsake, yCTaHOBNEHHOM CTaTbamun 38 —
44 Hactosiwero ®enepanbHoro 3akoHa. OTYET O MPOBEAEHHLIX UCCNEAOBaHUSAX BKMOYAETCA B COCTaB pasgerna
KNMUHUYECKON [OKYMEHTaLUN pPEerncTpaumMoHHOro [OCbe Ha JIeKapCTBEHHbIM Mpenapat Ans  MeAMLMHCKOro



npuMeHeHus. [nsi NekapCTBEHHbIX MpenapaTtoB ANd MEeOULUHCKOrO MPUMMEHEHUS, B OTHOLUEHUA KOTOPbIX B
pe3ynbTare 9KCnepTu3bl [AOKYMEHTOB, MNpPeACTaBMEeHHbIX [Ans onpefeneHus BO3MOXHOCTU paccMaTpuBaThb
NeKapCTBEHHbIN nNpenapaTt Ans MeauuMHCKOro NPMMEHEHNA B KaYecTBe OpddaHHOro NekapcTBEHHOro npenapara,
Takasi BO3MOXXHOCTb NpuU3HaHa U B OTHOLLEHUWN KOTOPbIX NPOBEeAEHbl KIUMHUYECKNE NCCNELOBaHMS, BbINOMHEHHbIE
3a npegenamu Poccuinckon ®epgepaunmn B COOTBETCTBMM C MpaBunamMu Hagnexawien nabopaTtopHOM NPakTUKKA U
npasBunaMyM Hagnexallen KrMHUYECKOW MNPaKTUKW, AOMYCKaeTCsl BKMKYEHWEe B COCTaB pasferna KInMHUYecKown
OOKYMEeHTauMnm BMECTO OTyeTa O pes3ynbTaTaxX KIMHUYECKUX WCCrNedOoBaHUN fEeKapCTBEHHOro npenapata Ans
MEeOMLMHCKOrO MPUMMEHEHUs, NMpoBedeHHbIX B Poccuiickon depepaumu, oTvyeTa O pesynbTatax KIMHUYECKMX
nccneaoBaHun, BbIMOMHEHHbIX 3a npegenamu Poccunckon ®epepaunn.

17. 3asgBuTenb BnpaBe NpeacTaBUTb MO COOCTBEHHOW WHWMLMATMBE BMECTE C 3asiBIIEHMEM O FOCYLapCTBEHHOM
pervcTpaumm nekapCTBEHHOro npenapaTa Ang MeauUMHCKOro NPUMEHEHUS AOKYMEHThI, NoATBepXaatoLwme ynnarty
rocygapCTBEHHOM MOLUMMHBI U yYKa3aHHble B MyHKTe 10 yacTu 2 HacTosiwen ctatbu. B cnydae ux HenpeactasneHns
COOTBETCTBYIOLLMIA YMNOMHOMOYEHHbIN (hbeaeparnbHbIi OpraH UCMNOMHUTENBbHOW BRAacTu npoBepsieT hakT ynnarhbl
rocyoapCTBEHHOW  MOLUMMHbI  3agBUTENeM  MOCPEeACTBOM  UCNONb30OBaHUA  MHopmaumm o6  ynnaTte
rocyiapCTBEHHOW MOLUMMHbI, coaepxallencsa B [ocyaapCTBEHHON MHAPOPMALIMOHHOW CUCTEME O FOCYAaPCTBEHHbIX
N MyHMLMNAnbHbIX NAaTexax, Ha OCHOBaHUW NPeACTaBMAEHHbIX 3adBUTENEM KOMUN JOKYMEHTOB, NOATBEPXKAAOLLINX
ynnaTty rocyfapCTBEHHOW MOLUSNUHBI.

18. He ponyckaeTcss mMcnosnb3oBaHWe B KOMMEPYECKUX LeNnsax WMHpopmaumm o pesynbrtatax AOKINMHUYECKUX
NCCreoBaHUM NEKapCTBEHHbIX CPEeACTB M KIMHUYECKMX WCCMNEedOBaHWN JNEeKapCTBEHHbIX MpenapaTtoB AN
MEOMLMHCKOTO MPUMEHEHUS, NMPeACTaBEeHHON 3aaBUTENeM AONns roCyAapCTBEHHOW pernctpaumm nekapcTBEHHOMO
npenapaTa, 6e3 ero cornacus B TeYeHMe LIeCTU feT C AaTbl rocygapCTBEHHOW pervctpaunn pedgepeHTHOro
nekapcTBEeHHOro npenapara B Poccuiickon Peagepaumn.

19. [epxaTenb wnu Bragenel pPerucTpauuMoHHOro  yAOCTOBEPEHUS  NeKapCTBEHHOro npenapata Ha
BMOTEXHONOMMYECKUI UM OpdaHHbIA NEeKapCTBEHHBIN nNpenapaTt 0b6s3aH NpeaocTaBnsiTb Ha BO3ME34HOM OCHOBE
obpasubl petepeHTHOro nekapCcTBEHHOrO nNpenaparta 3asBUTENsM AN NPOBeAEHUsST KIMHUYECKUX UCCNefoBaHUN.
CtommocTb obpasua pedepeHTHOro neKapCTBEHHOro mnpenapaTa, BKMYEHHOO B MepeyYeHb XU3HEHHO
HEOOXOOUMbBIX W BaXHEWLUMX NEeKapCTBEHHbIX MpenapaTtoB, He [OOfkKHa npeBblllaTb 3aperuMcTpupoBaHHYHO
npegenbHyl0 OTAYCKHY LeHY Ha pedepeHTHbI FfeKapCTBEHHbIM Mpenapat WM LeHY Ha JeKapCTBEHHbIN
npenapaT B CTpaHe NpoV3BOAUTENS.

20. 3asBneHMe o0 TrocyAapCTBEHHOW perncTpauMnm BOCMPOM3BEOEHHOrO JeKapCTBEHHOrO npenapata Ans
MEANLMHCKOrO MPUMEHEHMSI MOXET OblTb MOAaHO B YMONHOMOYEHHbIM dheaepanbHbli OpraH UCMOSIHUTENbHON
BMACTW, OCYLLECTBASIOLWMIA rOCYAAaPCTBEHHYO PETUCTPALIMIO NEKapCTBEHHbIX NpenapaToB, N0 UCTEYEHUN YeTbIpex
neT C [aTtbl rOCygapCTBEHHOW perucTpaumn pedepeHTHOro JeKapCcTBEHHOro mnpenapata B Poccuickon
denepaymu.

21. 3asBneHne o rocyaapCTBEHHOW peructpauumm buoaHanorooro (6nonogobHOro) nekapCTBEHHOro npenapara
(6buoaHanora) moxeT ObiITb NOOAHO B YMNOMHOMOYEHHbIA hbeaepanbHbIi OpraH WUCMNONHUTENBHOM BracTH,
OCYLLECTBMSAIOLLMIA FOCYOAPCTBEHHYIO PETNCTPaLUI0 NEKapCTBEHHbIX MpenapaToB, MO UCTEYEHUM Tpex feT ¢ aaThl
rocyZapCTBEHHOW perucrpaumm pedhepeHTHOro NiekapCTBEHHOMO nNpenaparta B Poccuickon degepauumn.

22. [lepxatenb unu Bnagenew, perncTpalMoHHOro YOOCTOBEPEHMS MEeKapCTBEHHOMO mpenapaTta NpeAacTaBnseT B
YNOSIHOMOYEHHbIN (hefepanbHbIi OpraH UCMOMHUTENBHOW BIIaCTW, OCYLLECTBAAWNA YHKUMN MO KOHTPOS 1
Haas3opy B cdepe 34paBOOXpPaHeEHUs, OTYET MO pesynbTataMm papMakoHaasopa OAMH pa3 B LUECTb MEeCSUEB B
TedyeHve OBYX NeT nocre rocyaapCTBEHHOW permcrpalmm nekapcTBeHHoro npenapara B Poccuickon depepalimu,
€XerofHoO B TeYeHne NocnenyrLmnx Tpex neT u B AanbHenLWeM oauH pas B NATb NeT.

Cratba 19. MpuHATME peleHUsA O BbiAaye 3KCNEPTHOMY YUpeXAeHUIo 3adaHusl Ha npoBedeHue
3KCMepTU3bl IEKaPCTBEHHOTO cpeacTBa

1. B TeuyeHue [JecAaTn paboumx [OHEW CO [HA TMPUHATUS 3asBMEHUS O [OCY[apCTBEHHOM perucrpauum
NeKapcTBEHHOro rnpenaparta COOTBETCTBYHOLLMI YNOMHOMOYEHHbIN defeparibHbIn OpraH UCMOMHUTENBHOW BacTy
MPOBOAMT MPOBEPKY MOMHOThI, JOCTOBEPHOCTU W MPAaBUNbHOCTM OMOPMIIEHUS MPeACTaBMIeHHbIX [OKYMEHTOB
PErMcTPaLMOHHOTO [J0Cbe Ha JleKapCTBEHHbIM npenapar M MPUHUMAaEeT pelleHWe O BblJadve 3afaHua Ha
npoBeaeHue:

1) 3KCnepTu3bl JOKYMEHTOB, NPEeACTaBMNeHHbIX A onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NEKapCTBEHHbIN
npenapart ana mMeauumHCKOro npuMeHeHua npu ocylwleCcTBIlieHUn rocyp,apCTBeHHoﬁ pernctpaumum B KayectBe
opdhaHHOro NeKkapcTBEHHOro npenapara;

2) OKCMepPTn3bl NNEKAPCTBEHHOIo cpeacTBa B HaCTU SKCMNEPTU3bl Ka4eCTBa JIEKAPCTBEHHOIo cpeactBa U SKCNepPTU3bl
OTHOLWEHNA o>|<|/|,1:|,ae|v|0|7| nonb3bl K BO3MOXHOMY PUCKY nMNpUMMEHEeHUA IeKapCTBeHHOro npenaparta And
MeONUNHCKOro NpuMeHeHus;

3) aKcnepTH3bl NEKapCTBEHHOTO CPEeACTBa B YaCTU KCMEPTM3bl KAYeCTBa NEKAapPCTBEHHOMO CPEACTBa M SKCMNEPTUSbI



OTHOLLEHMSI OXMOAEMOW TMoNib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JekapCTBEHHOro mMpenaparta Ans
MEOULMHCKOTO TMPUYMEHEHNS B MOPSOKE YCKOPEHHOW MpoLeaypbl 3KCMepTU3bl feKapCTBEHHbLIX CPeacTB B
COOTBETCTBUN CO cTaTben 26 HacTosiwero PegepanbHOro 3akoHa;

4) 3KcnepTusbl JIEKAPCTBEHHONO CpeacTBa B OTHOLUEHWMM JIEeKAapCTBEHHOro npenapaTta A BeTepUHapHOro
NPUMEHEHUS.

2. YNONHOMOYEHHbIN befepanbHbIi OpraH UCMONHUTENBHOW BriacTu yBeAOMMSAET B 3MEKTPOHHOW bopMe unu Ha
OyMaxXHOM HOCUTENe 3asiBUTENS M SKCMEPTHOE YYPEXAEHME O MPUHSATOM pPELUEHMM O Bblgave 3afdaHui Ha
npoBefeHne 3KCNepTms, NpeayCMOTPEHHBLIX YacTbio 1 HaAcTOsILLEN cTaTbk, U B cllydae HeobX0AMMOCTU O Bblgade
paspelwleHns Ha BBO3 B Poccuickyto ®enepaunto KOHKPETHOW MNapTuX, CEepun 3aperncTpupoBaHHbIX K (UIK)
He3aperMcTpMpoBaHHbIX JIEKAPCTBEHHbIX CPEACTB UMK 00 OTkale B NPOBEAEHMM MPEeAYCMOTPEHHbIX 3KCMEPTU3 C
yKasaHWeM NpuUYMH Takoro oTkasa.

3. B cnyyae BbISiBNEHWUs] OTCYTCTBUS UM HEOOCTOBEPHOCTM MHAOPMAaLMK, codepkallelncs B NnpencTaBfieHHbIX
3asBUTENIEM [OOKYMEHTax, YMNOSIHOMOYEHHbIN edeparnbHbli OpraH WCMNONHUTENBHOW BRacTu HarnpaBnsaeT
3a8BUTENMIO 3anpoc 00 YyTOYHEHUN 3TOW MHOopMauuKn (ganee — 3anpoc ynonHOMOYEHHOro dpeaepanbHOro opraHa
NCMONMHUTENBbHOW BacTu), KOTOPbLIA MOXET OblTb nepefaH yrnosrHOMOYEHHOMY MPeACcTaBUTENIO 3asiBUTENS JINYHO
MO4 pacnucky, HampaBneH Mo Mo4YTe 3akasHblM MWCbMOM UMM nepefaH B SMeKTPOHHOW dopme Mo
TEeNekoMMYHMKALUMOHHBIM KaHanam cBsisu. B crnyyae HanpaBneHusi 3anpoca YrnoNHOMOYEHHOro deneparnbHOro
opraHa UCMOSfHUTENBHOW BRacTh MO MoYTe 3akasHbIM MUCbMOM OH CYMTaEeTCs MOSTYYEHHbIM MO UCTEYEHUM LLIECTU
OHel ¢ gaTbl HanpaBreHUs 3akasHoro nucbMa.

4. 3aaBuTens 0653aH NpeacTaBMTb OTBET HA 3anpoc YNOMHOMOYEHHOro hefepanbHOro opraHa UCMONTHUTENbHON
BMacTu B CPOK, HE MpeBbILLALLMIA AEBAHOCTA paboyvmx OHEW co OHs ero nonyyeHus. Cpok, ykasaHHbIA B Yactu 1
HacTosILLen cTaTbW, NPUOCTaHABMMBAETCS CO [HS HanpaeleHWs 3asBUTEN0 3anpoca  YNoSIHOMOYEHHOrO
deeparnbHOro opraHa UCNoSIHUTENBHON BracTu 40 OHS NOMyYeHUsl UM COOTBETCTBYHOLLLEro OTBETA.

5. OcHoBaHveM anst 0TKasa B opraHM3aLuny 3KCnepTus, NpeayCMOTPEHHbIX YacTbio 1 HacTosALWwen cTaTby, SIBNAETCA
npencTaBrieHne HeobxoaumbIX Ansi NMPOBEAEHMST NPeayCMOTPEHHbIX 3KCNEepPTU3 AOKYMEHTOB B HEMOSIHOM ob6beme
UNn HenpeacTaBreHne 3asiBUTENIEM B YCTAHOBIIEHHbIV CPOK OTBETA Ha 3anpoc YNoJIHOMOYEHHOro heaepanbHOro
opraHa WCMNOSHUTENbHOW BRacTW, a Takke MNpeacTaBreHne LOKYMEHTOB, HE COAepXalux McyepnbiBatoLLEero
rnepeyHsi Heob6XxoaUMbIX CBeAEHUA.

Ctatbs 20. 3JKkcnepTusa OOKYMEHTOB, MpPeACTAaBMEHHbIX ANA onpedenieHnsi BO3MOXHOCTM
paccMmaTpuBaTb JleKapCTBEHHbIN npenapaT Ans MeOULMHCKOro MPUMEHEHUsi MpPU  OCYLUeCTBIIeHUM
rocyfapCcTBeHHOM perucTpaumm B KauecTBe opdpaHHOro fieKapCTBeHHOro npenapara

1. OkcneptvM3a [JOKYMEHTOB, MNpeacCTaBneHHbIX ANnd onpeferneHns BO3MOXHOCTM  paccMaTpuBaThb
neKkapcTBEeHHbIV npenapat Ang MeguLMHCKOro NpUMEHEHUs Npu OCyLLLEeCTBIIEHUN roCyAapCTBEHHON perncTpaunm B
kayecTBe OpdaHHOro IeKapCTBEHHOrO npenaparta, COCTaBMEeHMEe KOMUCCUMEW IKCMEPTOB 3aKIIYEeHUs1 o
BO3MOXXHOCTWU WM HEBO3MOXHOCTM paccMaTpuMBaTb JIEKAPCTBEHHbIV NMpenapaTt Ang MeguuUHCKOro MpUMeEHEHUs
Nnpy OCYLLECTBMNEHNN TFOCYLAPCTBEHHOW perucTpaumMmM B KadecTBe opchaHHOro IekapCTBEHHOro npenapaTta wu
HanpaBlieHWe [AaHHOro 3akfllYeHUs B YMOJSTHOMOYEHHbIM beaeparnbHbIi  OpraH WCMOSTHUTENbHOWM BNacTu
OCYLLECTBMSATCS B CPOK, He MpeBblaklwmi Tpuauatn paboumx AHEeW CO AHS MOSyYeHUs1 3KCMEPTHbIM
yypexaeHmeM 3afaHusi ynofIHOMOYEHHOro dheaepanbHOro opraHa WCMONHUTENbHOM BIAcTM U B 3NIEKTPOHHOMN
dopme nnmn Ha BymMakHbIX HOCUTENSIX HEOOXOAMMBIX JOKYMEHTOB, YKadaHHbIX B NyHKTax 1, 2, 5, 6, 10 vactn 4 n B
yacTtu 7 ctaTtbu 18 HacTosLero PegepanbHOro 3akoHa.

2. [lokyMeHThI, cogepXallmecsa B perucTpaloHHOM 40Cbe Ha NeKapCTBEHHbIN nNpenapaT U NOCTynMBLUKE Ha
OyMaXHbIX HOCUTENAX B 3KCNEPTHOE YydpexaeHue [Aris OCYLLECTBMEHUS WX 3KCNepTu3bl Ans onpedeneHus
BO3MOXHOCTW paccMmaTprBaTb JIeKapCTBEHHbIV nNpenapaT ang MeauuUMHCKOro NpMMEHEHUs B kKa4ecTBe opaHHoro
NEeKapCTBEHHOro npenapara, noanexar BO3BpaTy B YMNOMHOMOYEHHbIN deaeparnbHbIi OpraH MCMOMHUTENbHOW
BNacTn OQHOBPEMEHHO C 3aKMOYEHUSIMN COOTBETCTBYIOLLIMX IKCMEPTUS.

CtatbAa 21. PeweHuMe O BO3MOXKHOCTM paccmaTpuBaTb JieKapCTBEHHbIM npenapatr npu
OCYLIEeCTBIIEHUM FOCYyAapCTBEHHOW perucTpaumm B kKayectse opcaHHOro nnekapcTBeHHOro npenapara

1. B cpok, He npeBbIlLalOWNA NATU paboyunx OHEN CO AHSI NOSyYeHUs 3aKMYEHUs!, yKkasaHHOro B Yactu 1
ctatbn 20 HacToswero degepanbHOro 3akoHa, YNOSIHOMOYEHHbIV heaepanbHbli OpraH UCMOSTHUTENBHOM BlacTu
OCYLLLECTBMSAET OLLEHKY MOMYYEHHOro 3aKmYeHns A5t onpeaerneHns ero CoOoTBETCTBUS 3a4aHUI0 Ha NpoBeAeHue
COOTBETCTBYHOLLEN IKCMNEPTU3bl U YBEOOMISET 3asiBUTENS B 3/IEKTPOHHOM (hopMe Mnn Ha BymMaxkHOM HocuTene o
pesyrnbTaTtax MpPOBEeAEHHON 3KCMepTU3bl C MPUNOXKEHMEM KOMUU 3SKCMEPTHOrO 3akftovyeHust (C coxpaHeHuem
KOHpMAEeHUNaNbHOCTU MHOPMaLUN O COCTaBe 3KCMEPTHOM KOMWUCCUM) U O BO3MOXKHOCTM UNN HEBO3MOXXHOCTHU
paccmaTpuBaTb  fIeKAPCTBEHHbIA  npenapat ans  MeAMUMHCKOro  NPUMEHEHUs  MNpU  OCYLLECTBREHUU
rocyfAapCTBEHHOM perucTpaunm B kadectse opdhaHHOro fiekapCcTBEHHOro npenapara.

2. Tpy BbIHECEHMM KOMWUCCUEW SKCMEPTOB 3aAKMYEHUS O BO3MOXHOCTU paccMaTpuBaTh fleKapCTBEHHbIN
npenapaTt Ans MeaWMLUMHCKOTrO MPUMEHEHUSI MPU OCYLLECTBMEHWM TocyAapCTBEHHON perucTpauuM B KayecTBe
opchaHHOro nekapcTBEHHOro Npenapara ynoNIHOMOYEHHbIN dhefeparnbHbIi OpraH UCMNOSTHUTENBHOWM BNAcTh B CPOK,
He MpeBbllaLWNA NSTU paboyumx OHEN CO AHS MOSyYeHUs1 AaHHOro 3aKMoYeHusi, MPUHMMAaET PeLLIeHne O Bbigaye
3a/laHuUsi Ha NPOBEAEHME IKCMEPTU3bI KAYECTBA NEKAPCTBEHHOIO CPEACTBa U 3KCMEPTM3bl OTHOLLIEHNUS OXUAaeMou



nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUS] NEKAapCTBEHHOro npenapata Ang MeOULMHCKOTO MPUMEHEHMUST B
nopsiike YCKOPEHHOW npoLleaypbl 3KCNepTU3bl NEKapCTBEHHOrO CpeacTBa B COOTBETCTBUM CO cTaTben 26
HacTosiero ®egepanbHOro 3akoHa.

3. B cnyyae npuHATUA pelleHuss O HEBO3MOXHOCTM paccMaTpvBaTb NeKapCTBEHHbIN npenapat And
MEeOULMHCKOTO MPUMEHEHUS1 MPW TOCYSAPCTBEHHOM perucTpaumMm B kavecTBe OpdaHHOro JeKapCTBEHHOro
npenapaTta YNOMHOMOYEHHbI deaepanbHbIl  OpraH WUCMOMHUTENbHOW BRacTM MNpekpaliaet npouenypy
rocyfapCTBEHHOW perncrTpaumm nekapcTBEHHOro npenapara. 3asBuTenb BnNpaBe 00paTUTbCH B PErMCTPUPYIOLLNIA
opraH ¢ 3asiBfieHMeM O roCyAapCTBEHHOW perucTpauuy ykasaHHOro NekapCTBEHHOro npenaparta B COOTBETCTBUM
co cTaTben 18 HacToswero ®egepanbHOro 3akoHa.

Cratba-22. YTpatuna cuny

Cratbsa 23. 3KCI'IepTVI33 KavyeCcTBa JieKapCTBEHHOIro cpencrtBa U 3KCcnepTtmn3a OTHOLUEHUA O)KI/I,D,aeMOﬁ
NoJib3bl K BOSMOXHOMY PUCKY NpUMeHeHUsA nekKkapCTtBeHHOro npenapara gnAa meguunHCKOro npuMmeHeHuns

1. 3Okcneptvsa KayecTBa IeKApCTBEHHOIO CpeacTBa W 9KCNepTM3a OTHOLUEHMS OXWOAeMOMW MNoMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUsSI NEKapCTBEHHOro npenapaTta Ang MeauLMHCKOro NPUMEHEHUs, COCTaBrieHue
KOMUCCUAMM SKCNEPTOB 3aKMOYEHNU NO pe3dynbTatam NPOBEAEHHbIX IKCMEPTU3 U HanpaBfeHne 3TUX 3aKNioveHUn
B YMNONMHOMOYEHHbIN (befepanbHbli OpraH UCMOSHUTENbHOW BracTu OCYLLECTBNATCHA B CPOK, HE MPeBbILLaOLLMNA
cTa Jdecsatun paboymx [OHEeW CO [OHSA MOMyYeHWs IKCMEPTHbIM YYPEXAEHMEM COOTBETCTBYHOLLErO 3agaHus
YNOSTHOMOYEHHOro hefeparnbHOro opraHa UCMOSHUTENbHOW BNAcTh U HEOOXOAMMBIX LOKYMEHTOB B 3MEKTPOHHOMN
dopme unu Ha GyMaxkHbIX HOCUTENSIX.

2. B TeueHue pgeBsAHOCTa AOHEW CO AHSA MONYYEHWUs pelleHUs YNONTHOMOYEHHOro defepanbHoro opraHa
WCNOSMMHUTENBHON BNACTX O NPOBEAEHMN SKCMEPTU3, NPEAYCMOTPEHHbIX YacTblo 1 HacTosLLen cTaTbk, 3aaBUTENb
NpeacTaBnseT B OKCNEPTHOE YyypexaeHue s NpoBeAeHUs IKCNepTu3bl KayecTBa JleKapCTBEHHOro cpeacTtsa
obpasubl NekapCTBEHHOro npenapaTta Ans MeAUUMHCKOro MNpUMEHEHWs), NMPOU3BEAEHHOTO B COOTBETCTBUM C
TpeboBaHNSMY OMNbITHO-MNPOMBILLNIEHHOrO U (MNK) MPOMBILLNIEHHOrO pPernamMeHToB, YTBEPXKAEHHbIX PYKOBOOUTENEM
Npou3BOAUTENS NEKAPCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLUMX cnydasax obpasubl dapmMaleBTU4eCKon
cybcTaHuun, TeCT-LUTaMMa MUKPOOPraHN3MOB, KyNbTypbl KIETOK, 06pasLbl BELECTB, MPUMEHSEMbIX AN KOHTPOIS
KayecTBa IleKapCTBEHHOrO0 CpeAcTBa MyTeM CpPaBHEHWS C HUMW UCCNedyeMOoro rnekapcTBEHHOro cpeficTtsa, B
Korm4ecTBax, HeobXxoouMbIX Onsi BOCNPOU3BeeHNSI METOAOB KOHTPOIS KadecTBa.

3. Mpu nonyyeHun obpasLOB NekapCTBEHHOro npenapata 1 apmaueBTUYEeCKOM CyOCTaHUUM 3KcnepTHoe
yypexaeHne BbiAAET 3asiBUTENO OOKYMEHT, MOATBEPXAALMIA NOMyYeHNEe ykasaHHbIX 0OpasuoB, U B CPOK, HE
npesblLaOWNn Tpex pabounx AHEW, yBeAOMIsieT B 3MNEeKTPOHHOW hopme unu Ha BymaxkHoM Hocutene ob 3Tom
YMOMHOMOYEHHbIV doefeparibHbli OpraH UCNONHUTENBHON BNACTH.

4. YKasaHHble B 4acTsax 2 M 3 HacTodAwen cTaTbM CPOK ONs NpeAacTaBneHust 3aaBuTerneM 00pasuos
NEeKapCTBEHHOro npenapara u dapmaueBTUYeCKon CyOCTaHLUMM U CPOK YBEOOMIIEHMST SKCMEPTHLIM YYpPEXOAEHNEM
00 3TOM Ha OyMaXHOM HOCUTENe YMONHOMOYEHHOro defepanbHOro opraHa WCMNOSHUTENbHOM BRacTn He
BKITHOHAIOTCS B CPOK NPOBEAEHMS SKCNEPTU3, MPeLyCMOTPEHHbIX YacTbio 1 HACTOALEN CTaTbMy.

5. [JOKyMeHTbl, MOCTYMMBLUME B 3KCMEPTHOE y4YpexaeHue O51s NPOBeAEeHUs 3KCNepTu3, NpeayCMOTPEHHbIX
yacTblo 1 HacTosien cTaTbW, NOAMEXaT BO3BpaTy B YNOMHOMOYEHHbIM dbefeparnbHbli OpraH UCMNONTHUTENBHON
BNacTu OQHOBPEMEHHO C 3aKMOYEHUAMM, NOSTYYEHHbIMU MO pe3yrbTataM COOTBETCTBYHOLLNX SKCMEPTU3.

CtaTbs 24. JkcnepTu3a KauyecTBa NEKapCTBEHHOro CPeAcTBa U 3KCMepTU3a OTHOLWIEHUA oXupgaemon
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapara Ans BeTepMHapHoro npuMeHeHus

1. OkcnepTm3a kayecTBa IEKapCTBEHHOrO CpeacTBa M 3KCMepTu3a OTHOLIEHMSI OXMAAEMOW MoNb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapata Ang BeTepUHapHOro MpUMEHEHUs, COCTaBleHune
KOMUCCUAMM SKCNEPTOB 3aKMOYEHNA NO pedyrnbTaTaM yKasaHHbIX 3KCNepTU3 N HanpaBreHne Takux 3akmioyeHnin B
YMOMHOMOYEHHbIV dhefeparnbHblid OpraH UCNONHUTENBHOW BNACTU OCYLLECTBIAIOTCA B CPOK, HE NPEBLILAOLWMA cTa
OecsTn paboymx OHEeW CO OHSA NOMyYEeHWUs! SKCMEPTHBIM yYpeXaAeHUEM 3a4aHns YNoNHOMOYEHHOro hegepanbHoOro
opraHa UCMONHUTENbHON BNacTu C AOKYMEHTaMU, yKa3aHHbIMK B nyHkTax 1 - 8, 10, nognyHktax "a" - "m", "n" - "¢"
nyHkTa 16 n nyHkte 17 yactu 3 ctatbmn 18 HacTogwero PenepansHOro 3akoHa.

2. B TeueHue natHaguaTtn paboumx OHEn Co AHS NONYYEHWUs] pelleHust YNOoNMHOMOYEHHOro deaepanbHOro
opraHa WCMoSfTHUTENbHOW BMacTu O NPOBEAEHMM YyKaszaHHbIX B YacTu 1 HaAcTodALllen cTaTbM 3KCNEepTM3 3asBUTENb
npeacTaBnsAeT B SKCMNEPTHOE yuypexaeHue Onsi NPOBEeAEeHMsT SKCMepTusbl KavyecTBa IeKapCTBEHHOro cpeacTtea
obpasubl NekapCTBEHHOro npenapaTta Afs BETEPUMHAPHOrO MNpUMEHEHWs, NMPOM3BEAEHHOr0 B COOTBETCTBMM C
TpeboBaHUSIMN TEXHOSOMMYECKMX PErMamMeHTOB, YTBEMKAEHHbIX PYKOBOAUTENEM MPOU3BOAUTENS NEKAPCTBEHHbIX
cpencTs, a Takke obpasel hapmaLeBTUYECKON CyOCTaHUUM B KONMYecTBax, HeobxoanMblx Ansi BOCNPOU3BeaeHus
METOZ0B KOHTPOIS KayecTsa.

3. Mpu nonydeHun obpasLOB NekapCTBEHHOro npenapata u apmaueBTUYeCKOM CyOCTaHUuM aKcnepTHoe
yypexaeHue BblAAeT 3asiBUTENO OOKYMEHT, MOATBEPXKAAOLWMIA NOMNyYeHNe ykasaHHbIX 0OpasuoB, U B CPOK, He
npesbiaWnMA  Tpex pabounx [Hen, yBegoMnsieT B MNUCbMEHHOM c¢opme 06 3TOM  YMONTHOMOYEHHbIN
deaepanbHbI OpraH UCNOMHUTENBLHOW BNACcTU.



4. Cpok Ans npeacTaBreHusl 3asiBuTenem obpasuoB NEKapCTBEHHOTO npenaparta U dapMaueBTUYecKon
CcybCTaHUMWU U CPOK YBEOOMIIEHUSI SKCNEPTHLIM yypexaeHnem o6 3TOM B NUCbMeHHON hopMe YNONTHOMOYEHHOTo
dheaepanbHOro opraHa UCMoNHUTENbHOM BNAcTX, yKasaHHble B 4acTax 2 U 3 HaCTOosALLeN cTaTby, He BKIoYaloTcs B
CPOK NpoBeAeHNs yKkasaHHbIX B YacTh 1 HacTosILeln cTaTby 9KCNepTua.

5. [loKyMeHTbl, NOCTYNUBLLUNE B 3KCNEPTHOE yYpexaeHne Ans NpoBedeHUs ykasaHHbIX B YacTu 1 HacTosLei
cTaTbW 3KCMepTU3, MoAnexaT Bo3BpaTy B YNOMHOMOYEHHbI dhedepanbHblii opraH WCMOMHUTENbLHOW BRacTu
OOHOBPEMEHHO C 3aKMHUYEHUAMMN MO pe3ynbTaTam yKasaHHbIX KCNepTus.

CtaTbs 25. [loBTOpHOE NpoBeAeHMe 3KCNepTU3bl JIeKAPCTBEHHbIX CPeacTB

1. B cnyyasix HefocTaTO4HOM OGOCHOBAHHOCTM WM HEMOMHOTHI 3aKMHOYEHWS] KOMUCCUM 3KCTIEPTOB WAk
cOBeTa—HO—9TWKe, HanMuMsi B HEM MPOTMBOPEYMBLIX [aHHbIX, danbcudrkaumm BbIBOAOB 3KCMNEPTM3bI
NeKapCTBEHHOIO CPEACTBA U-{1MA)-3TUIECKOR-IKCAEPTX3bE, COKPBLITUSI OT YNONTHOMOYEHHOrO dbeeparnbHOro opraHa
UCNONMHUTENBHOW BNacTU OCHOBaHMWI ONs OTBOAA 3KCNepTa BCNeACcTBUE ero 3aMHTEPEeCcOBaHHOCTM B pesynbTaTtax
COOTBETCTBYIOLLEN SKCNEPTU3bl, HaNMMYMS OaHHbIX O MPSMOM NMGO KOCBEHHOM BMellaTenbcTBe B MPOLECC
COOTBETCTBYIOLLEN SKCMEPTU3bl NULL, HE Yy4acTBYIOLIMUX B ee NPOBEeAeHUW, HO OKa3aBLUMX BMUSHWE Ha MPoLecc u
pe3ynbTaTbl ee NpoBedeHWs, YNoNHOMOYEHHbIM deaeparnbHbiM OpraHOM MCMOSNHUTENbHOM BRacT HasHavaeTcs
noBTOpHas aKcnepTU3a NekapcTBEHHOIo CPeacTBa M (Unun) aTndeckas aKkcnepTuaa.

2. [loBTopHaa oaKcnepTM3a feKkapCcTBEHHOTO CpeAcTBa MPOBOAUTCA C  Yy4EeTOM pesynbTaToB  paHee
MPOBEAEHHON 3KCNEepPTM3bl B CPOK, YCTaHOBEHHbIN YNOSIHOMOYEHHbIM hefeparnbHbiM OpraHoM UCMONHUTENBHON
BIACTU M He MpeBbIIALWMIA TPUALATU pabounx AHEWR CO AHS MONyYEHUs! KCMEPTHBIM YYpEeXaeHMeM 3aaHns Ha

nposep,eHme I'IOBTOpHOVI SKCI'IepTVI3bI J'IeKapCTBeHHOI'O cpeACTBa Hewemraﬂ—emqeenaﬂ—akeFtepwwa——B—W

3. ®wuHaHcoBoe obecneyeHne BbINOMHEHMS 3adaHMa  Ha npoeegeHne I'IOBTOpHOIZ QKCMNepPTU3bl
.I'IeKapCTBeHHOFO cpeactea He OcyLIJ,eCTBJ'IﬂeTCFl 7 MGHE e B ae

CtaTbA 26. YCKOpeHHasi npoueAaypa 3KCnepTu3bl JIeKapCTBEHHbIX CPeACTB

1. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeACTB B LENAX rocygapCTBEHHONW perncrpaumnm
NeKapCTBEHHbIX NpenapatoB NPUYMEHSAETCS B OTHOLUEHWW OpdaHHbIX JIEKapCTBEHHbIX MpenapaToB, NepBbIX TPex
NeKapCTBEHHbIX MpenapaToB, peructpupyembix B Poccuiickon ®depepaumm B KavyecTBE BOCMPOU3BEOEHHbIX
NeKapCTBEHHbIX MpenapaTtoB, W JIeKapCTBEHHbIX MNpenapaToB, MpPeAHa3HaYeHHbIX WUCKIIYMTENbHO  AnS
NPUMEHEHNS1 HECOBEPLUEHHONETHUMM FpaXXaaHamu.

2. YckopeHHasi npouenypa 9KCnepTusbl NekapCTBEHHbIX CPeACcTB B LENsAX rocygapCTBEHHOW perncrpaummn
NeKapCTBEHHbIX NpenapaTtoB HE MPUMEHSETCS B OTHOLLUEHUM:

1) 6BroaHanorosbix (6roNoAobHbLIX) NeKkapcTBEHHbIX NpenapaToB (buoaHanoros);

2) pebepeHTHbIX NeKapCTBEHHbIX NpenapaToB (3a UCKMoYeHNneM opdaHHbIX NeKapCTBEHHbIX NpenapaTos);

3) BOCNpou3BedEeHHbIX NeKapCTBEHHbIX MpenapaTtoB (3a MCKMYEHWEM MNEpPBbIX TPEX PErucTpupyembiX B
Poccuiickon ®epepaumm B KayecTBe BOCMPOM3BEAEHHbIX JEKapCTBEHHbIX MpenapaTtoB U feKapCTBEHHbIX
npenapaToB, NpefAHa3Ha4YEHHbIX UCKITHOYUTENBHO AN NPUMEHEHUS] HECOBEPLLEHHOMNETHUMM rpaxaaHamMm);

4) HOBbIX KOMBMHAL NI 3aperncTpUPOBaHHbLIX PpaHee NEKAPCTBEHHbIX NPenapaTos;

5) nekapCTBEHHbIX NpenapaToB, 3aperncTpMpoBaHHbIX paHee, HO NPOM3BEAEHHbIX B OPYIUX NEKapCTBEHHbIX
cdhopmax B COOTBETCTBUM C NEPEYHEM HAaUMEHOBAHWIA NTEKAPCTBEHHbIX (DOPM U B HOBOW J03MPOBKE.

3. YcKkopeHHas npouedypa  3KCMepTU3bl  JIEKAapCTBEHHbIX CPeACTB  MPOBOAMTCA MO PELUEHMIO
COOTBETCTBYHLLENO YNOMHOMOYEHHOIro doeeparibHOro opraHa UCMONHUTENBHON BNAcTM HA OCHOBaHUN 3asiBNEHUs
3a8BUTENS] B CPOK, HE MpEBbILAKLNA BOCbMUOECATU paboumx pHen. [Npu 3TOM 3kcnepTusa [OKYMEHTOB,
COAEpXaLlMxcsa B permcTpauuoHHOM AOCbEe Ha NeKapCTBEHHbIV Npenapat, MPOBOAUTCS B CPOK, HE MPEBbILLIAOLLMNA
aecatn paboumx gHen, sKcnepTmM3a KavyecTBa JIeKapCTBEHHOIO CPeAcTBa M 3KCMEpPTM3a OTHOLUEHUS] OXMAAEMOW
nomnb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOrO npenapara NpOBOASTCS B CPOK, HE MPEBbILLAKLLNIA
LwecTnaecaTy pabounx gHen.

3'. B oTHOWeHWM opaHHbIX NeKapCTBEHHbIX NpPEnapaToB MOryT ObiTb NpPeACTaBMEHbl Pe3ynbTaThbl
OOKIMMHUYECKUX WCCIELOBAHUA JIEKAPCTBEHHbIX CPEACTB W KIIMHUYECKUX UCCNeaoBaHWUA  NeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOTO MNPUMEHEHWs, BbINOMHEHHbIX 3a npegenamum Poccunickon ®epepaummn B
COOTBETCTBMM C MpaBuiiamMn Hagnexailern nabopaTopHOW MpakTUKM U NpaBuniaMy Hagnexawen KIMHUYEeCKon
MPaKTUKN.

4. YckopeHHas npoueaypa 3KCnepTu3bl JIeKapCTBEHHbIX CPeacTB NMPOBOAUTCS B MOpsSAKe, YCTaHOBIIEHHOM
ctatbsmn 17 - 20, 23 n 24 Hactosiwero depepasnbHOro 3akoHa, U He O3Ha4yaeT CHWXeHust TpeboBaHuM K
Be3onacHoCcTH, kayecTBy U 3P EKTMBHOCTUN NEKAPCTBEHHbIX NpenapaTos.

CratbA 27. PelueHne o rocyfapcTBEHHOW perucTpauum rekapcTBEHHOro npenapara

1. B cpoK, He NpeBbILaOLWUA AecaTn paboyumx AHEN CO AHS NONyYeHUs 3aKoYeHUin KOMUCCUN 3KCNEPTOB Mo
pe3ynbTaTtamM 3KCMEepTM3bl KadecTBa JIEKapCTBEHHOrO CPEACTBa M 3KCMEPTU3bl OTHOLLEHMS OXWOAEMON NOsb3bl K



BO3MOXHOMY  PUCKY MPUMEHEHMSI  NEeKapCTBEHHOro npenaparta, COOTBETCTBYHOLWMUA  YNONHOMOYEHHbIN
denepanbHbI OpraH UCNONHUTENBHON BNACTU:

1) pasmeliaer Ha cBoeM oduuManbHOM caunTe B ceTu «W/HTepHeT» COOTBETCTBYOLUME 3aKMioyeHUs
KOMWUCCUM 3KCNEPTOB U OCYLLECTBISIET UX OLEHKY ANs onpeaeneHus COOTBETCTBUSA 3aaHuMi0 Ha NPoBeAEeHNE 3TUX
3KCNepTuns;

2) NnpuHMMaeT peLleHne O rocyaapCTBEHHOW perucrpauuu rnekapcTBEHHOro npenapata unu ob oTtkase B
rocyaapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara;

3) BHOCUT Npv NPUHATUM PELLEHUS O roCYy4apCTBEHHOW perncTpaunm NekapcTBEHHOro npenaparta AaHHble O
3aperMcTpupoBaHHOM FEKapCTBEHHOM MpenapaTe, B TOM 4Mchie 0 hapMaLeBTMYECKON CyDbCTaHUMK, BXOAOSLWEN B
COCTaB NeKapCTBEHHOro npenapara, B rocygapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeACTB U BblAaeT 3asBUTENHO
pernctpauMoHHoe  yOOCTOBEpPEHUWE  NeKapCTBEHHOro  npenapaTta, d¢opmMa  KOTOporo  yTBepxaaeTcs
YMNOMHOMOYEHHbIM  (pedeparnbHbIM ~ OpPraHoOM  UCMOMHUTENBHOW  BNAacTW, COrMacoBaHHble  HOPMAaTUMBHYIO
OOKYMEeHTaUMo, HOPMATUBHLIA OOKYMEHT, MHCTPYKLMIO MO MPUMEHEHUIO NEeKapCTBEHHOro npenaparta u MakeTbl
NepBNYHON YNAKOBKU U BTOPUYHOW (MOTPEOUTENBCKON) YNaKkoBKU C yKa3aHMeM Ha HUX HOMepa pPerncTpauuoHHOro
yOOCTOBEPEHMS NEKapCTBEHHOTO npenapara v AaTbl ero rocygapCTBEHHOW perncTpauum unn B cnyvae npuHATUS
peleHns o6 oTka3e B rocygapCTBEHHOW perucrpauum nekapCTBEHHOro npenapaTta yBedoMIisieT B NMUCbMEHHOW
dopme 3aaBuTens ob 3TOM C ykazaHMEM MPUYUH TaKoro oTkasa. 3a Bblgady PerMcTpauuoHHOro yooCTOBEPEHUSs
NEeKapCTBEHHOro npernapaTta B3WMaeTCs rocyaapCTBEHHAsl MOLWMMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumm o Hanorax n cbopax.

2. OcHoBaHMeM [ns oOTka3a B rocygapCTBEHHOW peructpauuuM nekapcTBEHHOro npenapaTta sBndetcd
pelleHne COOTBETCTBYIOLLEro YMOMHOMOYEHHOro (efepanbHOro opraHa MWCMOfHUTENbHOW BNacTM O TOM, YTO
KayectBO M (Unn) 3P@EKTUBHOCTL PErMCTPMPYEMOro nekapCTBEHHOro npenapata He noATBepXAeHbl
NOMy4YeHHbIMWU AaHHbIMWU UMM YTO PUCK MPUYMHEHMS Bpeda 340pOBbi0 YeroBeka WM XMBOTHOrO BCneacTBue
npuema nekapcTBeHHOro npenapara npesbilaeT 3(PeKTUBHOCTb €0 NPUMEHEHUS.

3. [loBTOpHOE npeAcTaBfieHMe B COOTBETCTBYHLWMIA  YNOSIHOMOYEHHbIN  dbedeparibHblii  OpraH
WCMNOJSTHUTENBHON BNACTW FIEKApPCTBEHHOMO NMpenapara, B OTHOLLIEHUN KOTOPOro MoJlydeH OTKa3 B rocyaapCTBEHHON
perncTpaumm M KOTOPbIA BMOCNEACTBUM MOABEPrcs M3MEHEHUI B 4acTW €ero CocTaBa, pacCMaTpuUBaeTCHa Kak
npeAcTaBrieHMe HOBOrO JIEKAPCTBEHHOrO Mpenapata Ha €ero rocygapCTBEHHYH Peructpauuio Hes3aBucUMMO OT
COXpaHEHUS ero NEPBNUYHOTO HAMMEHOBAHUS.

Cratba 27'.TMopsaok onpedeneHUs B3aMMO3aMEHSIEMOCTM JeKapCTBEHHbLIX MpenapaToB [Ans
MeAULMHCKOrO NPUMeHeHUs

1. B3anmo3aMeHsIeMOCTb NEKapCTBEHHbIX MPenapaToB A1 MEeAMLMHCKOrO MPUMMEHEHUST OnpeaenseTcsa B
nopsiake, yctaHoBneHHom lNMpaButenbctBoM Poccunckon ®enepauumn, Ha OCHOBaHUN CrieAYoLLMX MapaMeTpoB:

1) skBMBanNeHTHOCTb (Ans GuoaHamnoroBbix (OMoONogo6HLIX) NEKapCTBEHHbIX NpenapaToB (buoaHanoroB) —
COMOCTaBUMOCTb) Ka4yeCTBEHHbIX W  KOMWYECTBEHHbIX XapaKTepuUCTUK  apmaLeBTUYeCcKUX CcybcTaHLmn
(vcnonb3oBaHMe pasnuUuHbIX coren, 3UPOB, KOMMMEKCOB, WM30OMEPOB, KpUCTamMyeckux dopM u Opyrux
NPOV3BOAHbIX OQHOMO 1 TOrO Xe AEeNCTBYIOLLLErO BeLeCcTBa He SABMSETCA NPenaTCTBUEM 4118 B3aMO3aMEHSEMOCTH
NEeKapCTBEHHbIX MpenapaToB, €Cnv npu npoBeAeHUMU uccrnenoBaHusi OUMO3KBMBANEHTHOCTU NEKapCTBEHHOro
npenapaTta uMnuM B Cryvyae HEBO3MOXHOCTM MPOBEOEHUSA 3TOro UCCrnedoBaHUA Npwu NPoOBEeAEHUUM UCCreaoBaHus
TepaneBTMYECKOW 3KBUBANEHTHOCTU fEKapCTBEHHOrO Mpenaparta [oKa3aHO OTCYTCTBME KIMHUYECKU 3HaYMMbIX
pasnuuuii  papMakokMHeTUKM U (unun) 6GesonacHocTU U 3(EEKTUBHOCTM JIEKapCTBEHHOrO npenaparta Aans
MEeOULMHCKOTO NPUMEHEHNS);

2) O9KBMBANEHTHOCTb Jl€KAapCTBEHHOM popmbl (NOL 3KBMBANEHTHbIMM  fleKapCTBEHHbIMKM  bopMmamMu
MOHUMAIOTCSI pasHble NeKkapCTBEHHblE DOPMbI, UMEIOLLME OOMHAKOBbIE CNocob BBEAEHUSA U CNocob MpUMEHEHUS,
obragatoLme conoctaBUMbIMU hapMaKOKUHETUHECKUMU XapaKTepUCTMKaMn N dapMakororm4yeckum OENCTBUEM U
obecneynBaroLme Takke OOCTUXEHME HEODXOAMMOro KIMHU4Yeckoro adpdekra. Pasnuums nekapcTBeHHbIX hopm
He SBNAKTCA MpPenaTtcTBMEM Afs WX B3aMMO3aMEHSIeMOCTW, €Cnu Mpu  NPOBEAEHUMM UCCreaoBaHus
OMOSKBMBANEHTHOCTM JIEKAPCTBEHHOrO Mpenapata WM B Cryvyae HEBO3MOXHOCTU MPOBEAEHUS  3TOro
nccnenoBaHusa Npy NpoOBESEHUN UCCMNEAOBaHUSA TepaneBTUYECKON SKBMBANEHTHOCTU NIEKApCTBEHHOrO npenapaTta
OOKa3aHO OTCYTCTBME KIIMHUYECKM 3HAYMMbIX pasnuyuun  dapmakokMHeTukn u  (unm) 6GesonacHocTn U
3pPeKTUBHOCTM NEKapCTBEHHOIO NpenapaTa 415 MeANLMHCKOro NPUMEHEHNS);

3) 3KBMBANEHTHOCTb WU COMOCTABMMOCTb COCTaBa BCMOMOraTesbHbIX BELLECTB JIEKAPCTBEHHOro npenapara
ONsl MEOVLIMHCKOrO NPUMEHEHUS (pasnnynsi cocTaBa BCNOMOraTerbHbIX BELLECTB JIEKapCTBEHHOrO npenapara ans
MEeOMULMHCKOrO NMPUMEHEHUS HE SIBMNSATCA MPEensTCTBMEM AN UX B3aMMO3aMEHSIEMOCTU, ecnv Npu NpoBeAEHUN
nccrnefoBaHusi GMO3KBMBANEHTHOCTM NIEKAPCTBEHHOIrO Npenapara 4518 MeAULMHCKOro NPUMEHEHUS UK B criyyvae
HEBO3MOXXHOCTU MNPOBEAEHMS 3TOrO  WCCNefoBaHUs Mpu  MNPOBEAEHWMM  UCCNEAOBaHMS  TepaneBTU4ecKow
3KBMBANEHTHOCTW NEKAPCTBEHHOrO Npenapara Anst MEAULMHCKOrO NPUMEHEHUST AOKa3aHO OTCYTCTBME KITMHUYECKM
3HAYMMBbIX pas3nuumMii hapMakokMHETUKM 1 (unun) 6esonacHocTn U 3PEEKTUBHOCTU NEKApPCTBEHHOIO npenapara
O MeULMHCKOro npuMeHeHus. Mpy 3ToOM pas3nuyms cocTaBa BCMOMOraTesbHbIX BELLECTB HE JOIDKHbI MPUBOAUTD
K PUCKY BO3HWKHOBEHWSI CEPbE3HbIX HEXEenaTerlbHbIX Peakuuin y oTAeNbHbIX FPyrnn nauvMeHTOB UMM MOBbIWEHUS
4acTOTbl X BO3HUKHOBEHUS);

4) npeHTUYHOCTb cnocoba BBEAEHUS N MPUMEHEHMS;

5) OTCYTCTBME KIMHUYECKN 3HAYUMbIX Pas3nuuyuiA Mpu MNpPOBEAEHMU UCCredoBaHUS OGUO3KBUBANEHTHOCTU



NEKapCTBEHHOr0 npenapata unum B Crydae HEeBO3MOXHOCTW MPOBEAEHUs 3TOM0 WUCCedoBaHUsS OTCyTCTBUE
KNUHUYECKN 3HAYMMBbIX pasnnMynin nokasartenen 6esonacHocTn U 3 HEKTUBHOCTM NIEKAPCTBEHHOIO npenapaTa npu
NpoBEOEHUN WUCCnedoBaHUs TepaneBTUYECKOW 3KBMBANEHTHOCTU. [laHHbIM napamMeTp He MpUMeHsieTcs B
OTHOLLIEHUM BOCMNPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaToB, yka3aHHblx B 4Yactu 10 ctatbum 18 HacTosiero
depnepanbHoro 3akoHa. B oTHoweHun ©BuoaHanoroBbix (6MONOAOGHBIX) NeKkapCTBEHHbIX nNpenapaTos
(broaHanoroB) AaHHble 06 OTCYTCTBUM KIIMHUYECKM 3HAYMMbIX pasnuyumn 6Ge3onacHocTn, 3PEEKTUBHOCTU U
WMMYHOFE€HHOCTM JeKapCTBEHHOro npenapata Mo pes3ynbTataM MNPOBEAEHUS KIMHUYECKUX WCCReLoBaHUn
NpPeAoCTaBnSOTCS B NOPSAKE, YCTAHOBNEHHOM HACTOSILLEN YacCTbio;

6) COOTBETCTBUE npoun3BoaMUTENS NeKapCTBEHHOro cpeacTea TpeboBaHVAM Haanexalien
NPOV3BOACTBEHHOW MPaKTUKK.

2. CpaBHeHMe napamMeTpoB PermcTpupyeMbiX ekapCTBEHHbIX NpenapaToB AN MEAULUHCKOrO NpUMeHeHNs
OCYLLIECTBMSIETCS KOMMCCUEN SKCMEepTOB 3KCMEPTHOIO Y4YpeXxaeHus npuv MNpOBeOeHUM SKCnepTusbl  Takux
NEKapCTBEHHbIX MNpenapaTtoB B MNpoLEecce WX TroCydapCTBEHHOW perncrpauun. BbiBoAbl  3KCNEpPTOB O
B3aMMO3aMeHAEMOCTM  WNN  HEB3aMMO3aMEHSIEMOCTU  JeKapCTBEHHbIX MpenapaTtoB Ansg  MeOMLMHCKOro
NPUMEHEHNS, cOeNaHHble B pe3ynbTaTe 3TOro CpaBHEHWs, OPOPMIISIOTCHA B BUAE MPUITOXKEHUSA K 3aKMIOYEHUIO
3KCNepToB MO opMe, YTBEPXKAEHHOW YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMONTHUTENBHON BNACTH.

3. TonoxeHnss HacTosILEeNn CTaTbM HE PACNpPOCTPAHATCA Ha pedepeHTHble NeKkapCTBEHHbIE MpenapaTbl,
NEeKapCTBEHHbIE pacTUTENbHbIE MpenapaTbl, roMeonaTnyeckme reKkapCTBEHHbIE npenapartbl U NeKapCTBEHHbIE
npenapaTtbl, KOTOpblE pa3pelleHbl Ang MeauumnHCKOro npumeHeHus B Poccuiickon ®epepauunn 6onee gsaguatm
NeT 1 B OTHOLLEHNN KOTOPbIX HEBO3MOXXHO NPOBEAEHME UCCNeaoBaHUs X OMO3KBUBANIEHTHOCTMW.

3. B cnyyae BHeceHus B cooTBETCTBUM co cTaTtbamu 30 n 31 HacTosdLero PefeparnbHOro 3akoHa N3MeHeHun
B CoepXalluecsi B perncTpauuMoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN NEKapCTBEHHbIV MpenapaT LOKYMEHTbI,
3aTparMBalolLX CBeOEHWsl, OTPaKeHHble B PErMcTpauvMoOHHOM YAOCTOBEPEHUM TNEKapCTBEHHOrO npenapara,
YMNONHOMOYEHHbIN  (befepanbHbli  OpraH  WCMOSNTHUTENbHOW  BracTM  BblJAET HOBOE  PEerncrpalyoHHOe
yOOCTOBEPEHME NEKAPCTBEHHOMO Npenapara, cogepallee BHECEHHbIE B HETO N3MEHEHMS.

4. B cnyyae yTtpaTtbl Uy MOBPEXOEHUSA PErMCTPaLMOHHOIO yAOCTOBEPEHUS NEKAPCTBEHHOIO npenapaTa no
3a8BMNEHN0 B MNUCbMEHHOW dopme JepXaTtena wunvM Bragenbua pPerncTpaumoHHOro  yooCTOBEPEHUs]
NEKapCTBEHHOro npenapaTta Wy YnosIHOMOYEHHOTO VMW OPYroro HPUAMYECKOro Nnuua O Bblgaye aybnukarta
PErnCTPaLUMOHHOIO YOOCTOBEPEHUSA JIEKAPCTBEHHOrO npenapaTta YMNoONHOMOYEHHbIN  doefepanbHbid - OpraH
WCMOSTHUTENBHON BMacTM B CPOK, HE MPEBbILWAKLWMNA AecaTn paboumx OHEW CO AHS MOCTYNSEHWUsl 3asiBMeHus,
BblgaeT Aybnukat perucTtpauMoOHHOro YOOCTOBEPEHUs feKkapCTBEeHHOro npenaparta. 3a Bblgadyy AybnuvkaTa
pPerncTpaumoHHOro YAOCTOBEPEHUS IeKapCTBEHHOro npenapaTta B3MMaeTCs rocydapCTBEHHasd MownvHa B
COOTBETCTBMU C 3aKoHoAaTenscTBoM Poccunckon ®enepaumm o Hanorax n cbopax.

CtaTbf 28. PernctpaunmoHHoe yaocToBepeHMe NIeKapCTBEHHOro npenapara

1. PernctpaunoHHoe yOooCTOBEpPEHUE NEeKapCTBEHHOro nperapaTta C yKkasaHUMeM JeKapCTBEHHbIX hopM U
[03VPOBOK BbldaeTcsl OeCcCpoyHO, 3a WCKIYEHMEM PEerncTpauMoHHOrO YAOCTOBEPEHUS] J1eKapCTBEHHOIO
npenapaTta, BblJaBaeMOro CO CPOKOM [AeicTBMS NATb FeT, Ha BrepBble peructpvpyemble B Poccuiickoii
degepaumu nekapcTBeHHble NpenapaThbl.

2. Mo ncteyeHnn ykasaHHOro B YacTu 1 HacTosiLLeN cTaTby Cpoka BbldaeTcsl 6eccpoyHoe perncTpalmoHHoe
yOOCTOBEpEeHMe NekapcTBEHHOro npenaparta npy YCNoBun NOATBEPXKAEHUS ero rocyapCTBEHHOW perucTpaumm.

MonpaBku, BbigeneHHble OpaHXeBbIM LLBeTOM BCTynalT B gencTtBue ¢ 1 sHBapa 2017 r.!
CtaTbs 29. NoaTBepxaeHUe rocyfapcTBEHHON peructTpauum nekapcTBeHHOro npenapara

1. MopTBEpXKOeHWe rocyaapCTBEHHOW PErncTpauum NEeKapCTBEHHOrO Mpenapata OCYLLECTBISIETCS NpuU Bblgadve
6eccpoYHOro perucTpaLyoHHOro yAOCTOBEPEHUS NIEKAPCTBEHHOrO Mnpenaparta B cry4vae, ykasaHHOM B 4dactu 2
ctatbh 28 HacTtosiiero PenepanbHOro 3akoHa, B CPOK, He NPeBbILIAOLWMIA LeCTUAeCATM paboymx OHen co AHs
Mony4YeHnsi COOTBETCTBYHOLLMM YNOSTHOMOYEHHbIM doeeparibHbIM OpraHoM UCMOMHUTENBHON BracTu 3asiBNeHUs O
NOATBEPXKAEHUM  FOCYOAPCTBEHHOW  perucTpaumyM  fiekapCTBEHHOro  npenapaTta. He  ocywecTtBnsercs
NOATBEPKAEHNE rOCYSAPCTBEHHONM perMctpaumm B OTHOLLEHUWN NEKapPCTBEHHOMO Npenaparta, He HaxOAMBLUEroCs B
ob6paueHnn B Poccuiickon denepauum B TeveHne Tpex W Gonee neT, a Takke B OTHOLUEHUN NEKAPCTBEHHOro
cpencTtBa, NMpPOM3BEAEHHOro C HapylleHueM TpeboBaHWs, YCTAHOBIIEHHOIO YacTblo 3" cratbu 71 HacTosILLEro
depneparnbHOro 3akoHa.

2. 3asBneHne 0 NoaTBEpPXOEHWUN rocygapCTBEHHON perMcTpaunn nekapCTBEHHOrO npenapaTa npeacTaBnseTcs B
COOTBETCTBYHOLMI YNOSTHOMOYEHHbIN bedeparibHbli OpraH MWCMOSIHUTENbHOM BfacTM He paHee 4em 3a CTo
BOCEMbAECAT [OHEW [0 WCTEeYEHUs Cpoka [eNCTBUS pPermcTpaumoHHOro YOOCTOBEPEHUs FeKapCTBEHHOrO
npenapara.

3. MoaTeepxaeHVe rocyAapCTBEHHOW perncTpaLuunm NekapcTBeHHOro npenapara oCyLLEeCTBSeTCs Mo pesynbTataM
3KCMEepPTU3bl OTHOLLEHNSA OXKMOAEMOM MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS NEKapCTBEHHOrO npenapaTa Ha
OCHOBaHUWN pPe3ynbTaToB MOHUTOpPUHTra 3(MMEKTMBHOCTM U GE30MacHOCTM  JlekapCTBEHHOrO Mpenapara,



MPOBOAUMOTO AepKaTernem Wnv BradenbLeM PerucTpaunMoHHOro YOAOCTOBEPEHUsS] NEKapCTBEHHOrO npenapaTa
nMB0o YNOMHOMOYEHHBIM UMM HOPUANYECKUM NULIOM, 8 Takke COOTBETCTBYHOLLUM YNONMHOMOYEHHbIM dhedeparnbHbIM
OpraHoM WCMOSHWUTENBHOW BRacTV B COOTBETCTBMM C TpeboBaHMsiMM cTaTby 64 HacTosuero denepanbHoOro
3aKoHa.

4. K 3a9BMneHV0 O NOATBEPXAEHUM FOCYOapCTBEHHOW perucTpauumn nekapCTBEHHOro npenapara npunaralTcs
OOKYMEHTbl, codepxaline pesynbTatbl MOHUTOPUHra 3d@EKTUBHOCTM U 6e30nacHOCTM NEeKapCTBEHHOro
npenapaTa, NPOBOAUMOrO AepXaTenem WnvM BragenbleM PermcTpauvoHHOro yOOCTOBEPEHUS NEKapCTBEHHOrO
npenapata nNMb6o yMOMHOMOYEHHBIM UMW HPUANYECKUM NULOM, Mo OpMe, YTBEPXKOEHHOW COOTBETCTBYHOLLM
YMOSIHOMOYEHHbIM  (beaepanbHbiM  OpraHoOM  UCMONHUTENBbHOW BMacTW; KOMUS JULEH3UMM Ha MNPOU3BOLACTBO
NEKapPCTBEHHbIX CPEeACTB WM KOMUS 3aKMYEHUs O COOTBETCTBMM MPOU3BOAUTENSI NEKAPCTBEHHbLIX CPEACTB
TpeboBaHMsM NpaBui Hagnexalen nNpon3BOACTBEHHOW MPaKTUKK, BblAaHHbIE YMOSTHOMOYEHHbIM dheaepanbHbIM
OpraHoM MCMNOSIHUTENbHOW BNacTu, B criydae, ecriv Npou3BOACTBO JIEKAPCTBEHHOTO NpenapaTa OCyLLEeCTBMASETCS B
Poccuiickon ®epepauun, nmbo Konus BbIAAHHOW YNOMHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENS NULLEH3UN
Ha NPOW3BOACTBO NEKapCTBEHHOro Mpenapata M ee nepeBof Ha PYCCKUA SA3blK, 3aBEpPEHHble B YCTaHOBNEHHOM
nopsigke, M KONUs 3akrtovYeHUst O COOTBETCTBMM NPOU3BOAMTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMAM npaBun
Hagnexallem MpoM3BOACTBEHHOM  MPAKTUKW,  BbIJAHHOIO  YMOMHOMOYEHHbIM  beaeparnbHbIM  OpraHoM
WCNONHUTENBHON BMacTW, B Criydyae, eCcnu MpoM3BOACTBO FEKApCTBEHHOro Mpenapata OCYLeCcTBNSeTcs 3a
npegenamu Poccurickon ®degepaumn. B OTHOWEHWM NEKAPCTBEHHbIX MNpenapaTtoB [AfS BETEpUMHApPHOro
NPUMEHEHNS AOMOSTHUTENbHO NPEACTaBNATCA AOKYMEHTbI, YKa3aHHbIe B MOAMYHKTAX «a», «0», «k», «J» NyHkTa 4
yactu 3 crtatbum 17 HacTtosiwero PepepanbHOro 3akoHa. B oTHOWweHWM GUMoNornMyeckux nekapCTBEHHbIX
npenapaToB 3asiBUTENb [OOMOSIHUTENbHO MNPEeACTaBNsAeT pes3ynbTaTbl OCYLECTBIIEHUA MEpPOonpuUsTUn B
COOTBETCTBMM C MJfIaHOM YMpaBliEHUss pUCKaMK, YTBEPXKAEHHbIM YMNONIHOMOYEHHbIM eadepanbHbiM  OpraHoMm
WCMOSTHUTENBHOW BNACTU MPU OCYLLECTBIIEHMM TOCYAAPCTBEHHOM PEerncTpaumnm nekapcTBeHHoro npenaparta. C
3asiBNEHNEM O TMOATBEPXAEHUM TOCYLapCTBEHHOW perucTpauum fekapcTBEHHOro mnpernapata 3asiBUTENb
npeacTaBnsgeT KOMuUK [OKYMEHTa, MOATBepXAalLlero ynnaty rocygapCTBEHHOW MOLWWMMHBbL 3a MOATBepXAeHue
rocyfapCTBEHHOW perucTpauum nekapCTBEHHOro npenapara, Nubo BnpaBe npeactaBuUTb MO COBCTBEHHOM
WHULMATMBE YKasaHHbIN [OKYMeHT. B cnyvyae HenpeacraBneHWs yKas3aHHOro [AOKYMEHTa YNONHOMOYEHHbIN
deneparnbHbi OpraH UCMNOMHUTENBbHON BNacTu NpoBepsieT hakT ynnaTbl rocyaapCTBEHHON MOLUNNHBI 3asiBUTENEM
nocpeacTBOM  MCMOMb30BaHUA UWHGopMauun o6 ynnate rocygapCTBEHHOW MOLUNMHbBI, COAepXallencs B
"ocymapCTBEHHOM MH(OPMALMOHHOW CUCTEME O FOCYAAPCTBEHHBIX M MYHMLMNAMNbHbLIX MfaTtexax, Ha OCHOBaHWUM
NnpeAcTaBrieHHON 3asBUTENEM KON JOKYMEHTA, MOATBEPXKAAMOLLErO ynnaTy rocyaapCTBEHHOW MOLUSNHBI.

5. B TeueHue pecatm paboumx [HENW CO [OHA MNPUHATUSA 3asBNEHUss O MNOATBEPXKAEHWMM TOCYyOapPCTBEHHOMN
perncTpaumm nekapcTBEHHOro npenapara v AOKYMEHTOB, COAEPXaLLUX pedynbTaTbl MOHUTOPUHIa 3 dEKTUBHOCTH
n 6e30MacHOCTU NeKapCTBEHHOro npenaparta, NPOBOAUMOro AepXaTeneM unu BragenbLeM perMcTpauyoHHOro
YOOCTOBEPEHUSI  NEeKapCTBEHHOro  npenapata NMBO  YNOMHOMOYEHHbIM UMW IOPUONYECKUM  JILIOM,
YMOMHOMOYEHHbIV doefeparbHbli OpraH UCMONHUTENBHON BNACTU:

1) npoBOAMT NPOBEPKY NONHOThI CBEAEHUN, COAEPKALUUXCH B NPeACTaBMNeHHbIX 3asBUTENEM AOKYMEHTAaX;

2) NnpyHMMaeT peLleHne o0 NpoBeaeHUn unm o6 oTkase B NPOBEAEHUN KCNEPTU3bl OTHOLLEHUS 0XUOaeMON Nosb3bl
K BO3MOXHOMY PUCKY MPUMEHEHUSI IEeKapCTBEHHOro npenapata Ha OCHOBaHWW pe3ynbTaTOB MOHUTOPUHra
acppekTnBHOCTM M 6Ge3onacHOCTM JeKapCTBEHHOrO Mpenapara, NPOBOAMMOINO AepXaTereM unvM BnagenbLlem
PErNCTPALMOHHOIO YOOCTOBEPEHMSI JNEKAPCTBEHHOrO npenapaTta nnbo ynoMHOMOYEHHbIM VMU HOPUOUNYECKAM
nMUOM, a Takke degepanbHbIM OpraHoOM UCMOSNTHUTENbHOW BacTu B COOTBETCTBUM C TpeboBaHMAMM cTaTbu 64
HacTodwero ®enepanbHOro 3akoHa;

3) yBeOoMnsieT B 3JIEKTPOHHOM (QOpME WM MUCbMEHHOW (OOpMe 3asfBUTENS U SKCMEPTHOE YYpexaeHue o
NMPVHATOM peLleHnn NMbo B criydae NPUHATUSA pelleHns 06 oTkase B MPOBELEHUN SKCNEePTU3bl YKasbiBAET NPUYMHDI
Takoro oTkasa.

6. B cnyyae BbISIBNeHUS HeOOCTOBEPHOCTU W (MNM) HEOOCTAaTOMHOCTUM MHGOPMauuK, CoAepxallencs B
NnpeaAcTaBrneHHbIX 3asBUTENEM [AOKYMEHTax, YNONHOMOYEHHbIN doefeparbHblii OpraH WCMOMHUTENbHOW BRacTu
HanpaBnseT 3asBUTENt0 3anpoc 00 YTOYHEeHWW yKasaHHOW WHdopMauui. 3anpoc  YNONHOMOYEHHOMO
denepanbHOro opraHa WCMOMHUTENbHOW BacTU MOXeT ObiTb nepefaH YnoOnHOMOYEHHOMY MpPeaACcTaBUTENHO
3aABUTENS NIMYHO MO PACMMUCKY, HaMpaBfieH MO MoYTe 3aKa3HbIM MUCbMOM UMW MepefaH B 3MEeKTPOHHOW dopme
no TeneKoOMMYHUKaLMOHHBIM KaHanam cBA3n. B cnyvae HanpaBneHus 3anpoca ynosIHOMOYEHHOro eaepanbHoro
OopraHa UCMOJSTHUTENBHOW BIlACTU MO MNOYTE 3aKa3HbIM MUCbMOM OH CUYMTAETCS! MOJTyYEeHHbIM MO UCTEYEHUN LLIECTU
OHen ¢ gaTbl HanpaBfeHUsi 3aKa3Horo nNucbma.

7. 3asiBuTenb 06si3aH NpeAcTaBUTb OTBET Ha 3anpoc YNONHOMOYEHHOro dhedeparnbHOro opraHa UCMOSTHUTESbHO
BacTW B CPOK, HE MpeBbILLaLLIMIA AeBAHOCTA paboynx OHEW CO OHS ero nonydyeHus. Cpok, ykasaHHbI B YacTu 5
HacTosILLen cTaTbW, MNPUOCTAHABNMBAETCA CO [AHS HanpaBlieHUs 3asiBUTENO 3anpoca  YNorHOMOYEHHOro
degepanbHOro opraHa WCMOMHWUTENbHOW BnacT¥ A0 [OHSA MOMNy4YeHWs UM COOTBETCTBYIOLLIEro OTBETa W He
YyUYMTbIBAETCH MNPV MCYMCIIEHWM CpOKa MOATBEPXOEHUA T[OCYQAPCTBEHHOM peructpauuv nekapcTBEHHOro
npenapara.



8. OcHoBaHMeM [nsi OTKasa B NPOBEAEHUU IKCMEPTU3bl OTHOLUEHUS OXMOAEMOWN MOfb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUs1 NEeKapCTBEHHOro npenapaTta SBNAeTCHA npeacTaBrneHve [OKYMEHTOB, COAepXalux pesynbTathbl
MOHUTOPUHra 3 eKTUBHOCTM 1 6e30NacHOCTN NeKapCTBEHHOro npenaparta, 1 (Mnun) B OTHOLLEHUX BUONOrMYeCcKmX
NeKapCcTBEHHbIX MpenapaTtoB pe3yrbTaToB OCYLLECTBEHUS MEPONPUATAA B COOTBETCTBMM C NIIaHOM YrpaBneHus
puckamu,  YTBEPXKOEHHbIM  YMOMHOMOYEHHbIM  doefeparibHblM  OpraHOM  UCMONHUTENbHOWM  BRactn  npwu
OCYLLLECTBMNEHUM FOCYAAPCTBEHHON PErncTpaumnyM nekapcTBEHHOro npenapaTa, B HErnorHoM obbeme, OTCYTCTBME
MHopMaunn, NOATBEPXAAOLWEN (haKT ynnaTbl FOCy4apCTBEHHONM MOLWMNHLI 3@ NOATBEPXKAEHMNE rOCYyaapCTBEHHOMN
pervcTpaumm nekapcTBeHHOro npenapara, fnbo HenpeacTaBneHve 3asiBUTENEM B YCTAHOBIEHHbIV CPOK OTBETa Ha
yKasaHHbIM B 4acTu 6 HacTosLlen cTaTbM 3anpocC YNOSHOMOYEHHOro hedepanbHOro opraHa WCAONHUTENbHON
BMacTu, a Takke OTCYTCTBME B yKa3aHHbIX JOKYMEHTax MHGOpMaLmMm1, KOTopas OOJPKHA ObiTb B HUX OTpaskeHa.

9. OKcnepTr3a OTHOLLEHMUS] OXXKMOAeMOMN NoMb3bl K BOSMOXXHOMY PUCKY MPYMEHEHWs! NIekapCTBEHHOro npenapara B
Lensx MNOATBEPXKOEHNUS rOCyOdapCTBEHHON perMcTpauvy nekapcTBEHHOro npenapaTta MNpoBOAUTCS KOMUCCUEN
3KCMEPTOB 3KCMEPTHOIO YUYPEXAEHUS B CPOK, He MPEBbILLAILLMIA COPpOoKa paboynx aHEN.

10. B cnyyae HeOooCTaTOYMHOCTW MpPEACTaBMEHHbIX 3JKCNepTy MaTepuanoB ANd Aayvv 3akouveHus aKkcnept
obpallaeTca K pyKOBOAUTEMO 3KCMEPTHOro ydpexaeHuss O npefocTaBrneHuM eMy HeobBXoammbIX MaTepuanos.
PykoBoanTenb 3KCNepTHOro yypexaeHus obpallaetcsas C COOTBETCTBYHOLUMM 3arnpocoM B YNONHOMOYEHHbIN
degeparnbHbIi OpraH UCMOMHUTESNTbHOW BIlacTW, BblAaBLUMKA 3adaHWe Ha NpoBedeHMe 3KCMepTU3bl OTHOLUEHMUS
OXMOaemMou Mnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOrO npenapata Ha OCHOBaHUW OOKYMEHTa,
copepXawero pesynbtaTbl MOHUTOPUHra 3dgEKTMBHOCTM K 6Ge3onacHOCTM fneKapCTBEHHOro npenaparta. B
TeyeHne nATM paboymx AHEen Co OHS MOCTYMfeHMs 3anpoca PYKOBOAMTENS 3KCMEPTHOrO YYpEeXOEHUs yKas3aHHbIN
denepanbHbI OpraH MCMOMHUTENbHOW BNacTy HanpaBnsdeT 3asiBUTEMNO 3anpoc O NpeAcTaBleHMn HeOOXOANMbIX
MaTepunanoB, KOTOPbIA MOXeT BbITb NepeAaH ynonHOMOYEHHOMY MPeACTaBUTENIO 3adBUTENS NMMYHO MNOA Pacrucky,
HanpaBfieH MO MOYTe 3aKka3HbIM MUCbMOM UMW NepefaH B 3NEKTPOHHOM opMe MO TEeNeKOMMYHWUKaLMOHHbIM
KaHanam cBa3u. B cnyyae HanpaBneHusi 3anpoca YnorHOMOYEHHOro heaepanbHOro opraHa WCMHOSHUTENbHOWN
BNAacTU MO NoYTe 3aKa3HbIM MUCbMOM OH CHUTAETCS NOJTyYEHHbIM MO UCTEYEHUN LWECTU OHEW C AaTbl HanpaBneHus
3aKas3Horo nuceMma.

11. 3asBuTenb 06s3aH NpeacTaBUTb OTBET Ha 3aMpoC YNOJIHOMOYEHHOIo doefeparnbHOro opraHa UCMoSTHUTENbHOM
BNacTU B CPOK, HE MpeBblIAWNA LIECTUAECATM paboumx OHEeW CO AHS MOSyYeHus ykKasaHHOro 3anpoca.
YNOMHOMOYEHHbIN  (befepanbHbIi OpraH MWCAONHUTENbHOW BriacTW, BblAaBLUMWA 3ajaHWe Ha npoBedeHue
3KCMEPTM3bl OTHOLLEHUS OXMAAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHWST NIEKAPCTBEHHOrO npernapaTa Ha
OCHOBaHUM [OOKYMEHTa, coAepXalwlero pesynbTaTbl MOHUTOPUMHra 3Q@EKTMBHOCTM U ©e30macHOCTU
NIeKapCTBEHHOro npenapara, B TeYeHne Naty paboumnx AHer co AHA NOCTYMMEeHUs OT 3asBUTENS OTBETA Ha 3anpoc
YMOMHOMOYEHHOro deepansHOro opraHa WCMNOMHUTENbHOW BriacTU HarnpaBnseT 3TOT OTBET B 3JKCMNepTHoe
yupexzaeHue. B cnyyae HenpeacTaBneHUs no UCTEYEHUU LiecTuaecaTn paboumx OHeW 3asiBUTenem oTBeTa Ha
YKa3aHHbIA 3anpoc YNONHOMOYEHHbIN bedepanbHbli OpraH WCMONMHUTENBbHOW BNAcTW, BblOABLUMW 3adaHWe Ha
npoBefeHne 3KCMNEepPTU3bl OTHOLLUEHUSI OXMAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS neKapCTBEHHOro
npenapaTta Ha OCHOBaHUM JOKYMEHTa, coaepKallero pesynbTaTtbl MOHUTOPUHIa 3MEKTUBHOCTN 1 Ge30MacHOCTU
NEKapCTBEHHOro npenapara, B Te4eHne Nty paboumx HEN HanpaBnseT B SKCMEPTHOE yYpexaeHne yBeLoOMIeHNE
O HenpeacTaBreHMM 3asdBUTENEM OTBETA Ha 3amnpoc yka3aHHOro opraHa. Bpems co OHs HanpaBneHus 3anpoca
3KCMEPTHOrO yYpeXAeHUs B YNONTHOMOYEHHbIV doefeparbHbli OpraH UCMOMHUTENbHOW BracT A0 AHSA MONyYeHus
3KCMEPTHbIM YYpeXOeHNeM OTBETa Ha 3anpoc UM YBEOOMSIEHUSI O HEMpPeACTaBfeHMM OTBETA Ha 3arnpoc He
YYMTBIBAETCS MPU UCHUCIIEHNM CPOKa MPOBELEHUST SKCMEepPTU3bl OTHOLLEHUS OXMOAEMOWN MOSb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHUS JIeKapCTBEHHOro Mpenapata Ha OCHOBaHUM [OOKYMEHTa, Ccoeplkallero pesynbrathbl
MOHUTOPUHIra addeKTUBHOCTM 1 6E30MacHOCTM NeKapCTBEHHOrO npenaparTa.

12. B cpok, He npeBbillaloWmi ecaTn pabounx HEen Co AHS MOMyYeHUs 3aKMYeHUss KOMUCCUM SKCMepTOoB Mo
pe3ynbTaTtaM 9KCNepTU3bl OTHOLLUEHUS OXUOAEeMOW MNOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUST NeKapCTBEHHOMO
npenapaTa, COOTBETCTBYIOLUUIN YNONTHOMOYEHHbIN heaepanbHbIi OpraH UCNONHUTENBHOW BiacTu:

1) ocyLlecTBNsET OUEHKY 3TOro 3akmnyeHWs AN onpedeneHusl ero COOTBETCTBUS 3aJaHuio Ha npoBefdeHue
yKa3aHHOW 3KCnepTu3bl;

2) NPUHUMAET peLLeHne O NoATBEPXKAEHUM TOCyAapCTBEHHOW perncTpaumm fnekapcTBEHHOro npenapaTta unm ob
oTKa3e B NOATBEPXKAEHMM rOCYAapCTBEHHON perncTpauum NnekapcTBEHHOro npenapara;

3) BHOCUT NpY NPUHATUN PELUEHNST O NOATBEPKAEHMM FOCYAaPCTBEHHOW PErMCTpaLMM NEKapCTBEHHOMO nNpenapaTa
CBEOEHUS B T[OCYOapPCTBEHHLIN pPEECTP JIeKapCTBEHHbIX CPEeACTB M BblgaeT 3asBUTENt0  OeccpoyHoe
perncTpaumoHHoe YOOCTOBEPEHUNE NIEKAPCTBEHHOIO Npenapara.

13. OcHoBaHVeM [Ona OTkasa B MOATBEPXOEHUM TOCYAapCTBEHHOW PerucTpauuv NekapcTBEHHOro rnpenapara
ABMNSAETCA pelleHne COOTBETCTBYIOLLEro YNofHOMOYEHHOro heeparnbHOro opraHa UCrosHUTENbHOM BNacTn O TOM,
YTO PUCK MPUYMHEHVSI Bpeda 3[40POBbIO YeroBeKa WM KMBOTHOTO BCIMEACTBME MpUema feKapCTBEHHOro
npenapara npesblaeT 3PdEKTUBHOCTb €0 NMPUMEHEHNS.



14. B nepuog npoBedeHus npoueaypbl MNOATBEPXAEHUS TFOCYyAapCTBEHHOW perncTpauum nekapcTBEHHOro
npenaparta ero obpawieHme B Poccuiickon Pegepauumn He npuoctaHaBnnBaeTcs.

15. OonyckaeTcs obpalleHne nekapCcTBEHHbIX Mpenapartos Ans MeOWULUHCKOTO NMPUMEHEHUs 00 UCTEYEHUs] CpoKa
rogHoOCTM, TNPOM3BEOEHHbIX B TeYeHWe cTa BOCbMUOECATV KaneHgapHblX AHel nocne [aaTbl MNPUHATUS
YNOMHOMOYEHHLIM  doefepanbHbiM ~ OpraHOM  MCMONHUTENIbHOM  BMacTM  pPelleHnus O  MOoATBEPXKOEeHWM
rocyqapCTBEHHOM  peructpauuM, B COOTBETCTBUM C  MHJOpMauuen, codepxalleicsas B AOKYMeHTax
PEerncTpaLroHHOro fOCke Ha NEKAPCTBEHHBIN NpenapaTt A0 AaTbl MPUHATKS TaKkoro peLleHusl.

Cratba 30. BHeceHMe nM3MeHeHuN B AOKYMEeHTbl, codepXxaluecda B pernctpauMoHHOM OoCbe Ha
3aperMCTpMpOBaHHblﬁ neKapCTBeHHblﬁ npenapart Ana MeauUuMHCKOro npumeHeHus

MonpaBku, BbigeneHHble OpaHXeBbIM LLBETOM BCTynalT B genctBue ¢ 1 sHBapAa 2017 r.!

1. B uenax BHECEHUS U3MEHEHWN B [OOKYMEHTbl, CoAepXalliMecss B permctpauumoHHOM [OoCbe Ha
3aperncTpuUpOBaHHbIN NEKAPCTBEHHbLIN NpenapaTt Ans MeAUUUHCKOro NMPUMEHEHUs, 3asiBUTENb NpeacTaBnsieT B
YMOMHOMOYEHHbIV doefeparbHbl OpraH UCMOMHUTENbHOW BRNAacTu 3asiBNieHWe O BHECEHUM TakmxX U3MEHEHWU Mo
¢dopme, YCTaHOBMEHHON YNONHOMOYEHHbIM doefeparibHbIM OpraHoOM UCMOMHUTENbHOW BMACTU, N MPUMOXEHHbIE K
HEMY M3MEHEHUS B YKa3aHHble LOKYMEHTbI, a TakKe OOKYMEHTbl, MOATBEPXOAoLWMe HeOOXO0ANMOCTb BHECEHUS
TaKuUX N3MEHEHUN.

MpM  HeoOGXOAMMOCTM  BHECEHWUSI  M3MEHEHUW B  [OKYMEHTbl  PErMCcTpauMOHHOrO  [OCbe  Ha
3apEerncTpUpOBaHHbIN NIEKAPCTBEHHbIN Npenapart, TPebyroLnX NPOBEAEHNST SKCNEePTU3bl KaYeCcTBa NIeKapCTBEHHbIX
CPEACTB M (Mnn) aKCNepTU3bl OTHOLUEHUST OXXNOAEMON MOJSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NTEKapCTBEHHOMO
npenapaTta Ans MeOULUHCKOrO MPUMEHEHUs, 3asBUTeNb AONONHUTENbHO NpeacTaBnseT B YNONTHOMOYEHHbIN
deaepanbHbIi OpraH UCMOMHUTENBHOM BACTX KOMUIO NMLEH3MM Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPeaCTB UMK
KOMuIo 3aKST0YEHNSI O COOTBETCTBUM NMPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMSIM NpaBuil Haaexatlemn
NPOV3BOACTBEHHONW MPaKTUKKX, BblAaHHbIE YNONHOMOYEHHbIM heaepanbHbiM OPraHoOM UCMONHUTENbHOW BracTu, B
cnydvae, ecnu npou3BOACTBO NEKapCTBEHHOro npenapaTta ocyulecTtBnsetcs B Poccuiickon ®depepaunn, nubo
KOMUIO  BbIJAHHOW  YNOSTHOMOYEHHbIM OpPraHOM CTpaHbl MNPOU3BOAMTENS  MNULEH3MM Ha NPOU3BOACTBO
NIEKapCTBEHHOro npernapaTta U ee NepeBof Ha PYCCKUM SA3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, U KOMWIO
3aKII0YEHNST O COOTBETCTBUM MPOU3BOAMTENS JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHMSAM MpaBuIl Haanexatiien
NPOV3BOACTBEHHONM MPAKTUKNU, BbIAAHHOIO YNMOSTHOMOYEHHbIM dheaeparnibHbiM OpraHoM MUCMOSTHUTENBHON BNacTu, B
cnyvae, ecnu MNpoM3BOACTBO JIEKAPCTBEHHOrO Mpenapata OCyLecTBnseTca 3a npegenamun Poccuiickon
depepaymm.

[MpuHATUE pelLeHns O BHECEHUN M3MEHEHUN UM o6 OTKase B MX BHECEHUM OCYLLECTBASIETCS B Criyyae
HeobXxoOMMOCTU MPOBEAEHUS IKCNEPTU3bl KayeCTBa NeKapCTBEHHbIX CPeaCcTB WM (MNn) SKCMepPTU3bl OTHOLLEHUS
OXMOaeMoW Momnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWs feKapCTBEHHOro npenapata Ans MeAuLMHCKOro
NPUMEHEHMS B CPOK, He MpeBblllaloWmi AeBAHOCTa pabounx [HeW, a B OCTalbHbIX Clyvasix B CPOK, He
npesbllaWnn - TpuaLuatn pabounx [OHEWn CO OHA MNPUHATUS  YNONHOMOYEHHbIM  doefeparibHbiM  OpraHoM
NCMOMHNTENBHOW BNACTW 3asBfEHNSA O BHECEHUM TaKUX N3MEHEHUIA.

MNMonpaBku, BbliaeneHHbIe ronyobiM LBETOM BCTynaroT B gencteume ¢ 1 aHsapa 2016 r.!

2. DKcnepTr3a NeKapCTBEHHbBIX CPEeACTB B YaCTU SKCMEPTU3bl KadecTBa NIEKAPCTBEHHOrO cpeactea u (unu)
3KCMEPTU3bl OTHOLLUEHUS OXMOAEMOM MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIEKAapCTBEHHOrO npenapara aJis
MELMLMHCKOTO MNMPUMEHEHUS MNPOBOAUTCS B Cryyae BHECEHMSI M3MEHEHUN B [AOKYMEHTbl, coAepKalinecs B
perncTpaumoHHOM A0CbEe Ha 3aperMcTpMpoBaHHbIV NEKapPCTBEHHbIN Npenapar, B OTHOLLIEHUN:

1) cBegeHuin, yKaszaHHbIX B UHCTPYKLUMY MO MEAULIMHCKOMY NMPUMEHEHMWIO NEKapCTBEHHOrO npenapara:

a) nekapcTBeHHas oopMa C yKkazaHMeM HavMeHOBaHWN N KONMMYECTBEHHOIO COCTaBa AEeNCTBYIOLLNX BELLECTB
N Ka4yeCTBEHHOIO COCTaBa BCrNoOMOraterbHbIX BeLecTB (Npu HeobBXoAMMOCTM KOMMYECTBEHHOro CcocTaBa
BCMOMOraTerbHbIX BELLECTB);

0) dapmakognHammka u apMakoKUHeTUMKa (3a UCKINIYEeHMEM (apMakOKUHETUKM roMeonaTnu4eckmx
NEKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX NTEKAPCTBEHHLIX NPenapaToB);

B) NOKa3aHWs Ans NpUMEHEHNS;

r) NPOTUBOMNOKA3aHWsA A5 NPUMEHEHNS;

[0) Mepbl NPESOCTOPOXXHOCTU NPU NPUMEHEHUN;

€) yKasaHue BO3MOXHOCTU M OCODEHHOCTEN MPUMMEHEHMS JeKapCTBEHHOrO npenaparta Ansg MeauLMHCKOro
NpUMeEHeHNs 6GEPEMEHHBIMU XEHLLMHAMM, XXEHLMHAMK B NEpUOS rpyAHOro BCKapMMBaHWS, AETbMU, B3POCIbIMU,
NMEIOLLINMM XPOHUYECKNe 3aboneBaHus;

X) pexuvMm [03vMpoBaHWsi, Cnocobbl BBEAEHUS WU MNPUMEHEHUs, MpUM HeobXxoOuMOCTM BpeMs npuema
NeKapcTBEHHOro npenapara, NPoAOIPKUTENBHOCTb NIeYeHUsi, B TOM YMcne y AeTen A0 1 Nocne OOHOro roaa;

3) BO3MOXHble MOBOYHbIE AEWCTBUS U HEeXenaTerbHble peakuun npu NpUMEHEHUM NeKapCTBEHHOro
npenapara,;

1) CUMNTOMbI Nepeno3npPOBKU, MEPbI MO OKa3aHWK NOMOLLM NPy Nepeno3npoBKE;



K) B3aumoencTBue C ApyrMMu fieKapCTBEHHbIMY NpenapatamMu 1 (Mnun) NULLEBbIMU NPOAYKTaMU;

n) chopMbI BbiMyCcKa NeKapCTBEHHOMO Npenapara;

M) ykasaHue (npy HeobXOAMMOCTU) OCOBEHHOCTEN AEeWCTBUS NEKapCTBEHHOro npenaparta npu nepBoM
npueme Unm rnpu ero OTMeHe;

H) cBefeHUs O BO3MOXHOM BIIMSIHUW FNEeKapCTBEHHOro npenapata Ans MeAUUMHCKOro MpUMEHEHUs Ha
CMOCOBHOCTb YNpaBnsATb TPAHCMOPTHLIMU CPeACTBaMMU, MEXaHU3MaMu;

0) CpPOK roOHOCTU M yKasaHue Ha 3anpeT MPUMEHEHUs NeKapCTBEHHOro npenapara No UCTEYEHUU Cpoka
rOAHOCTY;

Mn) YCIOBUSI XpaHEHMWS;

p) YCrOBUSA OTNYCKa;

2) cocTaBa nekapCTBEHHOrO npenapaTta Anst MegULUHCKOTO MPUMEHEHUS;

3) M3MEeHeHMs MecTa NPOV3BOACTBA fNIeKapCTBEHHOMO NpenapaTta Ans MeguLMHCKOro NPUMEHEHUS;

4) n3MeHeHMs nokasaTernen Kka4yecTBa fekapCTBEHHOro npenapara Ans MeguumHCKOro NpuMeHeHns n (unm)
MEeTOLO0B KOHTPOINSA KayecTBa fiekapCTBEHHOro npenapara Ans MeAULUHCKOro NpUMeHeHNs;

5) nsmeHeHusa cpoka rogHOCTM NeKapCTBEHHOroO npenapara aAng MeauLUHCKOro NpUMEHEHUS;

6) cBegeHu 0 HeOBXOOUMOCTU BHECEHUS] UHBIX U3MEHEHUIN B MHCTPYKLMIO NO MEAULNHCKOMY NPUMEHEHNUIO
NEeKapCTBEHHOro npenapaTta, a Takke B WHble [OKYMEHTbI, COAepXalimecs B pPerucTpaLMoHHOM [OoCbe Ha
3aperncTpupoBaHHbIN NeKapcTBeHHbIM npenapat. [lpy 3TOM pelueHMe O NpoOBeAEeHUU IKCMEepTUsbl KadecTBa
NEeKapCTBEHHbIX CPeacTB U (MNn) aKCnepTU3bl OTHOLLEHUS OXMAAEMOWN MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKapCTBEHHOro npenapata Ans MeOULMHCKOTO MPUMEHEHWUs NMPUHUMAaEeTCsl B COOTBETCTBUM C YTBEPKAEHHON
YNOSIHOMOYEHHbIM doefeparnbHbIM OpraHOM WUCMOMHUTENBHOW BacTu Knaccudukaumen MsmMeHeHnn, BHOCUMbIX B
OOKYMEHTbI, cofepXalluecs B perucTpauoHHOM JOCkbe Ha 3aperncTpypoOBaHHbIV TEKapCTBEHHbIV Npenapar.

3. C 3asBNeHMEM O BHECEHUN U3MEHEHUI B OOKYMEHTbI, coAepKallMecs B PEerucTpaumMoHHOM OOCbe Ha
3aperMcTPUpPOBaHHbIA NIEKAPCTBEHHLIN MNpenapaTt Anst MeAWLMHCKOrO MNPUMEHEHUs, Hapsidly C LOKYMEeHTamu,
yKa3aHHbIMW B 4YacTu 1 HacToseln cTaTbW, 3asBUTENb NPEeACcTaBnsieT KONWM LOKYMEHTOB, NOATBEpPXOALLUX
ynnaTy rocy4apCTBEHHOWM MOLUMMHbI 32 BHECEHME B [OKYMEHTbI, COAepXallMecs B perucTpauMoHHOM [AOCbe Ha
3aperncTpUpoOBaHHbIN fEeKapCTBEHHbIM npenapaT Ans MeAUUMHCKOrO MNPUMEHEHUS, U3MEHEHU, TpebyroLmx
npoBefeHUs SKCNepTu3bl NEKapCTBEHHbIX CPEACTB B YACTM 3KCMEPTU3bl KayecTBa JleKapCTBEHHOro cpeactsa U
(Mnn) akcnepTU3bl OTHOLLEHUST OXMAAEMOWN NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTa
ONs MeOWLMHCKOrO NMPUMEHEHUs!, TOCyAapCTBEHHOW MOLWMMHbI 3a BHECEHWe B LOKYMEHTbI, codepxawuecs B
perucTpaumMoHHOM O0Cbe Ha 3aperMcTpUpOBaHHbIV NEeKapCTBEHHbIV NpenapaTt Ans MeOULUHCKOTO MpUMEHEHUS,
N3MEHEeHW, He TpebyloLMX NpoBeAEeHNs IKCNepTU3bl NIekapCTBEHHOro cpeacTtea, Nnbo Bnpaee NpeacTaBUTb MO
COOCTBEHHOW MHUUMATMBE YyKasaHHble [OOKyMeHTbl. B cnyyae uwx HenpeacTaBrneHus yNONHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTENbBHOM BNAcTy NPoBepseT dakT ynnaTtbl rocy4apCTBEHHbIX MOLUUH 3asBUTENEM
nocpeacTBOM  MCMONb30BaHMA MHopMauunm o0 ynnaTe rocydapCTBEHHbIX MOLUMMH, COAepXallencs B
focymapcTBEHHOW MH(OPMALMOHHOW CUCTEME O FOCYAAPCTBEHHbIX U MYHULMNAMNbHbLIX MfaTtexax, Ha OCHOBaHUU
NpeAcCTaBfeHHbIX 3asBUTENEM KOMUN JOKYMEHTOB, NOATBEPXKAAOLLMX ynnaTy rocyaapCTBEHHON NOLUSMHBI.

4. B TeueHue pecatm paboumx OHEW CO OHSA MOCTYMMEHUS YKa3aHHOro B 4actu 1 HacTosiwen craTbu
3a8BNeHNst 1 He0H6XOAMMBIX AOKYMEHTOB YNONTHOMOYEHHbIN dheaepanbHbI OpraH UCMONTHUTENbHOW BracTy:

1) nNpoBOOUT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTUM CBEAEHWUNA, COAEPXALUMXCA B NPeAcTaBIEHHbIX
3asBUTENEM MaTepuanax;

2) NpyHMMaeT peLleHMe O MNPOBEOEHMM YKa3aHHbIX B 4YacTU 2 HaACTOsILEW CTaTbM COOTBETCTBYHLLUMX
3KCMEepTM3 NeKapCTBEHHOMO cpeacTea unu ob oTkase B X NPOBEOEHUN;

3) yBegoMnseT B 3SIEKTPOHHON WM MUCbMEHHOW dhopMe 3asiBUTENS O MPUHATOM PELUEeHUN Mnu B crydae
NPUHATUSA peLleHnsa 00 oTkase B NPOBEAEHMM COOTBETCTBYIOLLIEN SKCNEPTM3bI C YKa3aHMEM MPUYNH TaKkoro oTkasa.

4.1. B cnyyae BbISIBNEHUS HELOCTOBEPHOCTU CBEAEHWN, coaepXallMxcs B NpeacTaBreHHbIX 3asiBUTEneMm
MaTepuanax, ynosIHOMOYEeHHbIN heaepanbHbIi OpraH UCNONHUTENBHOW BNAcTW HanpaendeT 3asBUTENO 3anpoc
06 yTOYHEeHUM ykasaHHbIX cBefeHu. [aHHbIA 3anpoc MOXeT OblTb nepefaH ynorHOMOYEHHOMY MpPeaCcTaBUTENO
3a8BUTENS NUYHO MO PACnMUCKy, HaMpaBreH No NoyYTe 3akasHbIM NMUCbMOM UMW NepefaH B 3NeKTPOHHOU dopme
Nno TEeNeKkOMMYHUKaLUMOHHbIM KaHanam cBA3W. B cnyyae HanpaBneHus OaHHOro 3anpoca Mo MoyTe 3aka3HbIM
NMMCbMOM OH CHUTaETCS NOMYYEHHbIM MO UCTEYEHUM LLECTU OHEN C AaTbl HanpaBneHns 3aka3Horo NUcbma.

4.2. 3assutenb o6s3aH npencTtaBuTb OTBET Ha 3anpoc YMNONIHOMOYEHHOro dedepanbHOro opraHa
WCMNONHUTENBHOW BIlacTM B CPOK, He NpeBbllIAoWMiA OeBAHOCTA pabounx OHEN CO AOHS MOfyvYeHust OaHHOro
3anpoca. Cpok, ykasaHHbIA B 4acTu 4 HacTosiWen cTaTtby, NPUOCTAHABIMBAETCS CO AHSI HaNpaBlieHUs 3asBUTENO
3anpoca ynosIHoMOYeHHOro dpegepanbHOro opraHa WUCMNOMHUTENbHOW BNacTy OO OHS MOJflyYeHMs UM OTBeTa Ha
OaHHBLIN 3arnpoc M He Y4YuTbiBAaeTCs MpU UCYUCIIEHUM CPOKa MPUHATUS peLleHnsi O BHECEHUU WU3MEHEHUI B
OOKYMEHTbI, coaepXkallmecsl B permctpaunmoHHOM A0Cbe Ha 3aperncTpupoBaHHbIV fNIeKapCTBEHHLIM nNpenapaT Ans
MEANLNHCKOro NpUMeEHeHuUs.

5. OcHoBaHMeM AOnisi OTKasa B npoeegeHnn ykadaHHbIX B 4acCTu 2 HacTosilen ctaTbh OKCNepTn3 ABndeTcA
npencraeneHne OOKYMEHTOB, MepedYUucrieHHblX B 4acTdax 1 u 3 HacTvosdwen cTaTtbu, B HeNorHom obbeme,
HenpeacrtaelieHne 3adaBuTenemMm B yCTaHOBJ'IeHHbIVI CPOK OTBEeTa Ha yKa3aHHbII7I B Yactu 4.1 HacTosilen cTaTbn
3anpoc  yrnoJIHOMO4Y€HHOro cbe,qepaanoro opraHa WMCMONHUTENbHOM BMacTn, a TakKke OTCyTCTBME B



NpeAcTaBfieHHbIX JOKYMEHTaX AOCTaTOYHbIX CBEAEHMWI, NOATBEPXKAAOLWMX HEOOXOAMMOCTb BHECEHNS] U3MEHEHWI
UNu OTCYTCTBME MHOPMaLUK, NOATBEPXKAAIOLWEN aKT ynraTbl rocyAapCTBEHHbIX MOLUMWH, YyKa3aHHbIX B 4actu 3
HacTosLWEeN cTaTbu.

6. YkasaHHble B 4YacTu 2 HacTosILLEeN cTaTbh 3KCNEePTU3bl NPOBOASTCA B NOPSiAKE, YCTAHOBEHHOM CTaTbeln
23 HacTosiwero PeaepanbHOro 3akoHa.

7. B cpok, He npeBbillalowWmnin aecatn pabounx gHen co AHA NonydYeHnst 3aknio4YeHMn KOMUCCUIA SKCNEePTOB MO
pesynbTaTaM YyKasaHHbIX B 4acTW 2 HacTOsILLEN CTaTbWM 3KCNEpTM3, YMONTHOMOYEHHbIN deaepanbHbI opraH
NCMNONMHUTENbHOW BNacTu:

1) MPUHMMAET peLleHne O BHECEHUM U3MEHEHWU B JOKYMEHTbI, COAEpXKallMecs B perMcTpaumoHHOM AoCke
Ha 3aperncTpUpOBaHHbIN NEKAaPCTBEHHBIN Npenapar Ans MeAWLMHCKOro NpUMEHEeHNst, unn ob oTkase BO BHECEHUN
TaKnX U3MEHEHMN;

3) BblJAeT 3asBUTEMD HOBOE PErnCTpaLMOHHOE YOOCTOBEpPEHME IeKapCTBEHHOrO npenaparta B criyyae
N3MEHEHVsT CBEAEHUN, COAEPXKALLNXCHA B HEM.

2) BHOCUT B rOCyOapCTBEHHbIN PEecTp JIeKapCTBEHHbIX CPEeACTB Ha OCHOBAHUWM peLleHUst O BHECEHUU
NU3MEHEHN B OOKYMEHTbI, coAepXallnecs B PEermcTpauuoHHOM [A0Cbe Ha 3aperncTpupOBaHHbIA NIEKAPCTBEHHbIN
npenapaT 4ns MeAULUMHCKOro NpUMeHeHns, HeobxoaMMble U3MEHEHUS 1 BO3BPAaLLAEeT NX 3adBUTENIHO.

8. OcHoBaHVMeM st O0TKas3a BO BHECEHWM U3MEHEHWU B AOKYMEHThl, CcoAepKallnecs B perMcTpauyoHHOM
JOCbe Ha 3aperucTpuUpoBaHHbLIN MNEKapCTBEHHbIN npenapaT AN  MeAULMHCKOro MPUMEHEHUs, SBRSIeTCs
3aKMOYeHEe YMNONHOMOYEHHOTO (hefepanbHOro OpraHa MCMOMHUTENbHOW BNactu O BO3MOXHOCTU CHUXKEHUS
6e3onacHocTH, kavyecTBa, 3hPEeKTMBHOCTM NEKAPCTBEHHOIO CPEACTBA B Clly4Yae BHECEHUS TaKUX U3MEHEHWIA.

9. [onyckaeTcs obpalleHue fekapCcTBEHHbIX NpenapaTtoB Ans MeaULMHCKOro MPUMEHEHUs 4O UCTeYEeHMs
CpoKa FrOAHOCTU, NMPOM3BEAEHHbIX B TEYEHME CTa BOCbMWUOECHATU AHEN nocrne AaTbl NMPUHSATUS YNOSTHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMONTHUTENbHONM BNAacTh PeLLeHNsi O BHECEHUM U3MEHEHUI B OKYMEHTbI, COAepKaLlmecs
B permcTpalMoHHOM [oCbe, B COOTBETCTBUM C MHpOpMaLMEN, codepKallencsl B 4OKYMEHTax permcTpaLMoHHOro
0OCbe Ha nekapCTBEHHbIV NpenapaT A0 AaTbl MPUHATUSA Takoro peLLeHus.

Cratba 31. BHeceHMe M3MeHeHUM B AOKYMEHTbl, CoAepXaliecsi B PerucTpauuMoHHOM AOCbe Ha
3aperncTpMpoBaHHbIV NIeKapCTBEHHbIW NpenapaT Ans BeTepUHapHOro NpuMeHeHus

1. B uenax BHeECEHWS MW3MEHEHUN B [OOKYMEHTbl, coepxaliMecss B permcTpauuoHHOM [OoCbe Ha
3aperncTpuUpoOBaHHbIN NEKapCTBEHHLINM NpenapaT AMA BETEPUMHAPHOrO MPUMEHEHUs!, 3asBUTENb NpPeacTaBnsieT B
YMOMHOMOYEHHbIV dbeaeparnbHblid opraH UCMOMHUTENbHOW BRNacTu 3asiBNeHWe O BHECEHUWN TakuxX U3MEHEHW no
dopMe, YCTaHOBMNEHHON YNONMHOMOYEHHbLIM (heaepanbHbiM OpraHOM MCMNOSIHUTENBHOM BAACcTU, U MPUNOXEHHbIE K
HEMY M3MEHEHUS B YKas3aHHble OOKYMEHTbI, a Takke OOKYMEHTbl, MOATBEpXOalrline HeobXoanMOCTb BHECEHUS
Takmx W3MeHeHUN. [pUHATME pEeLleHUs O BHECEHUN TaKMX M3MEHEeHUM unm o6 OoTkase B WX BHECEHMU
OCYLLIECTBMSIETCS B CPOK, HE MNpEBbILIAWMIA AeBAHOCTA pabounx OHEN CO OHA MPUHATUS YNOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOW BacTK 3asiBlIEHNUSI O BHECEHUN TaKNX U3MEHEHWNA.

2. B cnyyae BHeCeHWs U3MEHEHWW B [OOKYMEHTbl, COAEepXaliuecs B pPerucTpaumoHHOM [OCbe Ha
3aperncTpuUpoOBaHHbIN NEKAPCTBEHHbIN Npenapat A BETEPUHAPHOIO MPUMEHEHMs, B OTHOLLUEHMM CBEAEHUN,
yKa3aHHbIX B MOAMYHKTAX «E», <K», «K», «I», «H», «C», «X» MNyHKTa 7 4vactm 3 cratbu 17 HacTosLiero
depepanbHOro 3akoHa, W3MEHeHuUs W (MNK) OOMOMHEHUs MNPOU3BOACTBEHHOW MMOLWAAKN fleKapCTBEHHOMO
CPeAcTBa, a Takke B Crydyae M3MEHeHMs nokasaTernen kavyecTBa NeKapCTBEHHOro npenapara Ans BeTepuHapHOro
NPUMEHEHNSA U (M) METOL0B KOHTPONSA KayecTBa fIeKapCTBEHHOro npenapara Ansi BETEPMHAPHOrO NpMMEHEHUs
NPOBOANTCA 3KCMEpPTU3a NeKapCTBEHHOro CpeacTBa ANs BETEPUMHAPHOIO NpumeHeHus. B cnyyae HeobGxogumocTu
BHECEHUS WHbIX U3MEHEHWN B AOKYMEHThI, coepxalinecs B perucTpaLMoHHOM [OCbe Ha 3aperMcTpupoBaHHbLIN
NeKapCTBEHHbIN npenapaT A9 BETEPMHAPHOro MNPUMEHEHMUS, 3KCnepTu3a JeKapCTBEHHOro cpeacTBa Ans
BETEPUHAPHOIO NPUMEHEHNS HE MPOBOANTCS.

3. C 3aaBneHveM O BHeCEHWN U3MEHEHU B OOKYMEHTbl, cofepXallneca B perucTpaumMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIN feKapCcTBEHHbIA npenapaT Afs BEeTEePUHAPHOro NpUMEHeHWs, Hapsay C OOKYMeHTaMmu,
yKasaHHbiIMM B 4Yactym 1 HacTodwen cTaTbW, MPeAcTaBnslTCA [AOKYMEHTbl, NOATBepXxJawwue ynnaTty
rocygapcTBEHHOM MOLWSMHBI 32 BHECEHNE U3MEHEHUN B MHCTPYKLMIO MO NPUMEHEHMIO NEKapCTBEHHOMo npenapara
0111 BETEPUHAPHOI0o NPUMEHEHWS.

4. B cpok, He npeBbiaoLWmi gecatn paboumx gHEN co OHA NMOCTYNIIEHUS yKa3aHHOro B YacTu 1 HacTosiwen
cTaTbW 3asiBMEeHUst M HEeOOXOAMMBIX [OOKYMEHTOB, YMOJTHOMOYEHHbIN defepanbHblii OpraH UCMOSTHUTENBHON
BNacTu:

1) npoBoaMT NpPOBEpPKY MNOMHOTbI W [OCTOBEPHOCTU CBEAEHUN, codepXallmMxcs B npeacTaBrieHHbIX
3asBUTENEM JOKYMEHTaXx;

2) NpuMHUMaeT pelleHMe O NpPOBedeHUN IKCNepPTU3bl JeKapCTBEHHOrO CcCpeactBa Ans BEeTepUHapHOro
NpPUMEHEHNs1 UNn ob oTkase B ee NPoOBeaEHUM;

3) yBegomnsieT B NUCbMEHHOW bopMe 3asBUTENS O NMPUHATOM PEeLleHUM UMK B Criydae NpUHATUSA peLleHns
00 OoTkase B MPOBEOEHUN SKCMEPTU3bl IEKAPCTBEHHOIO CPeAcTBa AJ1 BETEPMHAPHOIO NMPUMMEHEHUS C yKasaHuem



NMPUYUH Takoro oTkasa.

5. OcHoBaHVeM Ond oOTkasa B MPOBEOEeHUN IKCNepTU3bl NEeKapCTBEHHOro CpeacTBa Ans BeTepUHapHOro
NpUMeEHeHUs ABMsieTCA NpeacTaBneHne AOKYMEHTOB, YKa3aHHbIX B YacTax 1 n 3 HacTosilen cTaTbi, B HEMOMHOM
obbemMe wunu OTCYTCTBME B NpeACTaBfeHHbIX [JOKYMEHTax [OCTaTOuHbIX CBeAeHUN, NOATBepXAatoLunx
HeobXoaUMOCTb BHECEHUS U3MEHEHNIA.

6. OkcnepTur3a nekapCTBEHHOro cpeacTBa Ans BETEPUHAPHOrO NPUMEHEHUS B LIeNSX BHECEHUS U3MEHEHU B
OOKYMEHTbI, coaepXallmecss B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIV NleKapCTBEHHbIN npenapaT Ans
BETEPUHAPHOrO MPUMEHEHUS, OCYLLECTBNAETCA B MNOpsiaKke, YCTAHOBMNEHHOM cTaTbei 24 HacToswero
degepanbHOro 3akoHa.

6.1. B cpok, He MpeBbIWaoLWmMi NATM paboyunx HEWN Co OHSI NONYYEHUS 3aKIIOYEHNS KOMUCCUM 3KCMEPTOB MO
pe3ynbTataM YyKas3aHHOW B 4acTW 2 HacTosileW CcTaTbW 3KCMEepPTU3bl, YNOSTHOMOYEHHLIN edepanbHbI opraH
NCNONHUTENBbHOW BNacTu:

1) MPUHMMAaET peLleHe O BHECEHWUM U3MEHEHWUI B JOKYMEHTbI, COAepXKallMecs B perMcTpaunoHHOM Jocke
Ha 3aperMcTpUpOBaHHbIN FEKApPCTBEHHbIN MpenapaTt ANnd BeTepMHapHOro npuMeHeHus, unnm o6 oTKase BO
BHECEHMWMN TaKNX U3MEHEHWI;

2) BHOCUT B rOCyOapCTBEHHbIN PEecTp JIeKapCTBEHHbIX CPEeACTB Ha OCHOBAHUM peLleHUst O BHECEHUMU
NM3MEHEHUN B OOKYMEHTbI, coaepxallmeca B permcTpaumoHHOM JOCbe Ha 3aperucTpupoBaHHbIM NIEKapCTBEHHbIN
npenapaTt AN BETEPUHAPHOrO MPUMEHEHMUS, HEOOXoauMble UW3MEHEHUs W BO3BpaLlaeT 3TU [OKYMEHTbI
3asBuUTENNIO.

7. OcHOBaHMeM AN OoTKa3a BO BHECEHUM M3MEHEHWUN B OOKYMEHTbI, cofepXalimeca B perncrpaumoHHOM
JOCbe Ha 3aperucTpupoBaHHbIN feKapcTBEHHbIM npenapaT ANnd BeTepuHapHOro MpUMEHeHUs, SBNaeTcH
3aknioyeHre YnornHOMOYEHHOro eaepanbHOro opraHa WCMNOMHUTENbHOW BNacTM O BO3MOXHOCTU CHUXKEHUS
6e3onacHocTy, kavectBa, 3P(PEKTMBHOCTM JEKApCTBEHHOrO npenaparta Ansi BETEPUHAPHOIO MPUMEHEHWS B
cnyyae BHeECEHUS U3BMEHEHWI B yKa3aHHble JOKYMEHTbI.

8. [onyckaeTcs obpalleHne nekapcTBEHHbIX NpenapaToB 4SS BETEPUHAPHOIO NPUMEHEHUSA 0O UCTEYEHUS
CpoKa rogHOCTW, MPOU3BEAEHHbIX B TeYeHWe CTa BOCbMUAECATU OHEeW nocre gatbl NPUHATUS YNOSTHOMOYEHHbIM
degeparnbHbIM OpraHoM UCMOMHUTENBHOW BNACTU peLLeHnst O BHECEHUN U3MEHEHUI B OKYMEHThI, coaepXallmecs
B permctpaumoHHOM O0Cbe Ha fneKapCTBEHHbIN npenapaT, B COOTBETCTBUM C WH(OpMaLMen, coaepallencsa B
OOKYMEHTax perMcTpaunoHHOro 40Chbe Ha flekapCTBEHHbIN NpenapaT 40 AaTbl MPUHATUSA TaKoro peLueHus.

CraTtbs 32. OTMeHa rocyaapCTBEHHOM perncTpauum nekapcTBeHHOro npenapara

PeweHne 06 oTMeHe rocyaapCTBEHHOW perncTpauum nekapcTBEHHOro npenapara W UCKNIOYEeHUU
NnekapcTBEHHOro npenapata W3 rocyJapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeACTB  MpUHMMaeTCH
YNOMHOMOYEHHbIM heeparnbHbIM OpraHOM UCMOMHUTENBHOW BNACcTU B Cy4ae:

1) npeacTaBneHns COOTBETCTBYIOLUM YNONTHOMOYEHHbIM dheaepanbHbiM OpraHoM UCNONHUTENbHON BNacTu
3aKNIOYEHMs O pucke unmM o6 yrpo3e 300POBbLH0, KU3HM YeroBeKka WIM KUBOTHOTMO MNPU  MPUMEHEHUM
NEeKapCTBEHHOro npenaparta, npeBblwanwWmx ero 3dEKTMBHOCTb, MO pesyfbTaTaMm OCYLLECTBMASIEMOro UM
MOHUTOpPMHra 6e30nacHOCTN NeKapCTBEHHOMO Npenapara;

2) nogauyn gepxaTtenem unu BnagenbLemM PerucTpaumMoHHOroO YAOCTOBEPEHUS NEKapCTBEHHOIO npenapara
WITM YNOJSTHOMOYEHHbIM UM OPYIMM HOPUAMYECKMM NULOM 3asiBIieHUs 00 OTMEHe rocygapCTBEHHOW pernmcrpauumn
neKkapcTBEHHOro npenapara;

3) HenoATBepXAeHUs rocydapCTBEHHOW perncTpauum nekapCTBEHHOro npenapaTta Nno MUCTEYeHUU Cpoka
OENCTBUSA PErMCTPAaLUOHHOIO YyAOCTOBEPEHUS, BbIAAHHOMO Ha NATh NeET;

4) HenpegcTaBneHus 3adBuTeneM WHOpMauuu, KoTopas MOXeT foBnedvb 3a cobon HeobxoanmocTb
BHECEHUS W3MEHEHWN B [OKYMEHTbI, coepallnecsa B pPErncrpauMoHHOM [AO0Cbe Ha 3aperMcTpyMpoBaHHbIN
nekapCcTBEHHbIN Npenapar, B TeYeHne Tpuauati pabounx gHen co AHSA HACTYNNEHUS 3TUX UBMEHEHUN;

5) ocyllecTBNeHMs rocygapCTBEHHOW perncTpauuMu  NeKapCTBEHHOro Mpenapata Mno4  TOProBbIM
HanMeHoBaHMEM 3aperMcTpMpoOBaHHOIO paHee Nog 3TUM TOProBbIM HAaMMEHOBaHMEM NeKapCTBEHHOro npenapara,
OT/MYatoLLIErocsi Ka4eCTBEHHbIM COCTAaBOM [eNCTBYHOLLNX BELLECTB;

6) OCyLlecTBMEHUA rOCyAapCTBEHHOW perncrpaumm 3asiBUTENeM OOHOro W TOro e JlekapCTBEHHOrO
npenapaTa nog pasnuyHbIMU TOProBbIMU HAUMEHOBAHUSAMU;

7) BblHECEHUS CYOOM pELUeHMSI O HapylleHuuM npaB npaBoobragatenss O6bHEKTOB WMHTENNEKTYanbHON
cobCcTBEHHOCTM Npu obpaLLeHnN NeKapCTBEHHbIX CPEACTB.

8) oTCcyTCTBMSA NekapCTBEHHOro npenapaTta B obpaiweHun B Poccuiickon depepaumm B TedeHue Tpex u
Oonee ner;

9) HEBbLINOMHEHNS AepXaTeneMm wunu BriagenblemM PermcTpauyMoHHOrO YOOCTOBEPEHUSI FIEKAPCTBEHHOrO
npenapata nvMbO YMOMIHOMOYEHHbIM UMW OPYTUM  IOPUANYECKUM JIMLOM MEponpuUsiTU no  obecneyeHuto
06€e30MacHOCTN JIeKapCTBEHHbIX MpenapaTtoB, YCTAHOBIIEHHbIX YMOJTHOMOYEHHLIM d)eaeparnibHbiM  OpraHoMm
NCMOMHUTENBHOW BRacTW B COOTBETCTBUMM C YacTsaMmu 3 u 4 ctatbu 64 Hactosiwero ®epepanbHoOro 3akoHa, B
pamMKax OCYLLEeCTBEHNUs1 hapMakoHag3opa;

10) oTkasa gepxaTens Unu BragenbLa pPerncTpauuoHHOrO YLOCTOBEPEHWsI NEeKapCTBEHHOro npenaparta
nnbo ynoNMHOMOYEHHOrO0 MMWU APYroro HpUANYEecKOro nuua oT BHECEeHUS W3MEHEHUW B UHCTPYKUMIO MO
NPUMEHEHNIO NEKapCTBEHHOro npenapaTa, KacatoLMXCA HOBbIX MOATBEPXOEHHbIX OaHHbIX O TOM, YTO PUCK
NPUYUHEHNS Bpeda 300POBbK YerioBeKa WIM XMBOTHOTO BCMEeACTBME MNpUEMa JIEKapCTBEHHOro npenapaTa



npesbillaeT S(btbeKTl/lBHOCTb €ro nNpMMeHeHuA.
CtaTbs 33. locyaapcTBEHHbIN peecTp NIeKapCTBEeHHbIX CPeACTB

1. F'ocyaapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB COAEPXKUT MepedeHb NeKkapCTBEHHbIX Mpenapartos,
npoweawmnx rocyfapCTBEHHYIO permcTpauuio, nepeveHb apmMaueBTUYEeCKUX CyOCTaHUMA, BXOOSALWMX B COCTaB
neKapCcTBEHHbIX MpenapaToB, 1 CreayloLLyo UHOPMaLNIo:

1) B OTHOLLUEHUN NEKapCTBEHHbIX NPenapaTos:

a) HaMMeHOBaHWe NeKapCTBEHHOro npenapata (MexayHapogHOe HenaTeHTOBaHHOEe, MMM TPYNnMpOBOYHOE,
U XMMNYECKOE N TOProBOE HaUMEHOBaHWSA);

0) nekapcTBeHHas ¢opmMa C ykasaHMEM [OO3MPOBKW NEKApCTBEHHOIO npernapata U ero Konuyectsa B
NoTPeOUTENBCKON YNaKOBKE;

B) HavMeHOBaHWe [epxaTens unv Bnagenbua perncTpaumoHHOro YAOCTOBEPEHUSI eKapCTBEHHOro
npenapara;

r) HaMMeHoBaHWe 1 agpec NPoOU3BOANTENS NEKAPCTBEHHOIO NpenapaTa;

a) dapmakoTepaneBTUyeckas rpynna, Koo NeKapcTBEHHOro npenapaTta no
aHaToOMO-TepaneBTUYEeCKO-XMMUYECKON  Knaccudmkauun,  pekoMmeHgoBaHHon  BcemupHon — opraHusaumen
3[paBOOXPaHEHNS;

€) NoKasaHusi U NPOTUBOMOKa3aHUSA K NPUMEHEHNIO NIEKapCTBEHHOIO Npenapara;

) NoboYHbIe AENCTBUSA NIEKAPCTBEHHOrO Npenapara;

3) CPOK rO/HOCTW NeKapCTBEHHOro npenapara;

W) YCrOBUSA XpaHEHUS NiekapCTBEHHOro Npenapara;

K) yCnoBusi OTnycka nekapCTBEHHOro npenapara;

n) HoMep hapMakonenHon cTaTbi UK B CIly4ae ee OTCYTCTBUS HOMEP HOPMaTMBHOMW OOKyMeHTauuu nmbo
HOPMAaTUBHOIO JOKYMEHTA;

M) gaTa rocygapCTBEHHOW perucrpalmm nekapCTBEHHOro npenapaTta U ero perucTpauMoHHbIi HOMep, AaTta
3aMeHbl PErncTpaLuoHHOro yAOCTOBEPEHMST JIEKApPCTBEHHOrO npenapata Ha ©0eccpoyHoe perncTpauuoHHoe
YOOCTOBEPEHME JEKApCTBEHHOro mnpenapara, gata nojayn 3asiBlieHust O MOATBEPXKAEHUM ToCyaapCTBEHHOM
perncTpaumm JneKapCTBEHHOro mnpenapaTa, [faTa OTMEHbl TOCYAApPCTBEHHOW perncTpauum JeKapCTBEHHOMO
npenapara;

H) KayeCTBEHHbIN COCTaB M KONMWYECTBEHHbLIN COCTaB [OENCTBYHOLUMX BELLEeCTB M KayeCTBEHHbIN COCTaB
BCMOMOraTenbHbIX BELLECTB NleKapCTBEHHOro npenaparTa;

0) nHdopmaLmsa 060 BCex paspeLleHHbIX BUAax BTOPUYHOM (MOTPebuTenbCKoM) ynakoBKuy;

n) pgata npUHATUS  pelleHnMs O BO3MOXHOCTM paccMaTpuBaTb IEKapCTBEHHbIA npenapat npu
rocyfapCTBEHHOW perncTpaumm B ka4yectse opgaHHOro nekapcTBEHHOro npenapara;

p) Hanu4ve nekapCTBEHHOro npenapara B NepeyHe XXM3HEHHO HEOOXOAMMBIX U BaXKHENLLMX NeKapCTBEHHbIX
npenapaTos;

C) HamuuvMe B JEeKapCTBEHHOM npenapate HapKOTUYECKMX CpPEeACTB, MCUMXOTPOMHbIX BELECTB U WX
NpekypcopoB, noanexawmx koHTpornto B Poccuiickon ®epepauuun, B COOTBETCTBUM C 3aKOHOLATEIbCTBOM
Poccunckon ®epepaunn, mexpgyHapoaHbiMu porosopamu Poccuiickon depgepaumn, B ToM uucne EpguHon
KOHBEHUMEN 0 HapKoTudeckux cpencteax 1961 roga n KoHBeHUmen o NcnMxoTponHbix Bewecteax 1971 roga;

T) UHopMaLMs O TOM, ABMSETCH NN OaHHbIA NEKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom,;

y) cBedeHua O nogayve 3adBfeHUs O BHECEHWW U3MEHEHUN B [OKYMEHTbI, coaepXalivecss B
perncTpaumoHHOM 0ChE Ha NeKapCTBEHHbIN Npenapar;

&) cBeaeHMs 0 B3aMMO3aMeHSEMOCTHM NIEKAPCTBEHHOIO nNpenapara;

X) CPOK BBEIEHMS NIEKapCTBEHHOrO Npenapara B rpaxaaHckuin 060opor;

2) B OTHOLLEHNN hapMaLeBTUHECKMX CyOCTaHUWi:

a) HauMmeHoBaHue dapmaueBTUYECKOM  CcyOCTaHuMM  (MeXAyHapogHOe  HenaTeHTOBaHHOE,  Unn
rpynnMpoBOYHOE, UMM XMMNYECKOe N TOProBOoe HauMeHOBaHNS);

0) HaumeHoBaHWe 1 agpec NPoM3BOAMTENS hapMaLleBTUYECKON CyOCcTaHUuW;

B) CPOK ro4HOCTM hapMaLeBTUYEeCKON cybcTaHumu;

r) ycnoBusi XxpaHeHus hbapmMaueBTUYeCKon cybcTaHumuy;

) Homep hapMakonenHon cTaTbl UNW B Criydae ee OTCYTCTBUS HOMEpP HOPMaTWBHOW AOKyMeHTauun nnbo
HOPMAaTMBHOIO JOKYMEHTA.

€) Hanuune chapmMaLeBTUYECKON CYOCTaHLMKM B NepeYHe HapKOTUYECKMX CPeaCTB, NCUXOTPOMHbLIX BELLECTB U
MX NPEKYypcopoB, nofnexaiwux KoHTpomno B Poccunckon depepaumm, B COOTBETCTBUM C 3aKOHOLATEILCTBOM
Poccunckon ®epepaunn, mexagyHapoaHbiMu porosopamu Poccuiickon depgepaumu, B ToM uucrne EpguHon
KOHBeHLMen o HapkoTnyeckux cpeacteax 1961 roga n KoHeeHuUmel o NCMXOTPOnHbIX BewecTeax 1971 roga.

2. ®dapmaueBTMyeckas cybcTaHuus, npousBedeHHas Ang peanu3auuu, MoxeT ObiTb BKMNOYEHa B
rocy4apCTBEHHbIV peecTp NeKapCcTBEHHbIX CPeACTB Ha OCHOBaHUK 3asiBNeHus pa3paboTynka unv npomssoguTens
nekapcTBeHHOro cpefctea nubo YNONHOMOYEHHOrO VMW HOPUOMYECKOro nuua npu YCcnoBuvM MNpOBeAeHus B
OTHOLLEHMN Takown dapmaueBTUYECKON CyBCTaHUMM SKCnepTusbl kKadecTBa papMaLeBTUHEeCKON cybcTaHuuu B
nopsiike, yCTaHOBMNEHHOM cTatbei 34 HacTosuwero denepanbHOro 3akoHa. B oTHoweHun chapmaueBTU4eckmx
cybCcTaHUMn, NpPOM3BEOEHHbIX [ANs peanu3auuu, B TOCYAAapCTBEHHOM pPEECTpPe JIeKapCTBEHHbIX CpeacTB



COAEPXUTCS cnegyrowasa nHbopmMaums:

1) HanmeHoBaHWe  hapmMaLeBTUHECKON cybcTaHuum (mexayHapogHoe HenaTeHTOBaHHOE, nnu
rpynnMpoBOYHOE, UMM XMMUYECKOE N TOProBOE HaMeHOBaHUS);

2) HaMMeHOBaHWe 1 agpec nNpomssoanTens apmMaLleBTU4eckon cybcTaHuuu;

3) cpok rogHOCTM dhapmaneBTUYEeCKon cybcTaHumy;

4) ycnosus xpaHeHuns hapMaLieBTU4eckomn cybctaHumuu;

5) Homep bapmakonenHon ctatb NGO B criyyae ee OTCYTCTBUSE HOMEP HOPMAaTUBHOW AOKYMEHTaLUU Unm
HOPMAaTMBHOIO JOKYMEHTA;

6) Hanuune chapmaLeBTUYECKON CYOCTaHLMM B NepevYHe HapKOTUYECKMX CPeacTB, NCUXOTPOMHbLIX BELLECTB U
X MPEKYPCOPOB, noanexawmx KoHTpomnto B Poccunckon degepaumm, B COOTBETCTBUM C 3aKOHOOATEIIbLCTBOM
Poccunckon ®epepaunn, MexpgyHapogHbiMu porosopamu Poccuiickon depgepauumu, B ToM uucne EpguHon
KOHBEHUMEN 0 HapKoTu4eckux cpeacteax 1961 roga n KoHBeHUuen o NcnMxoTponHbix Bewecteax 1971 roga;

7) paTta BKoYeHNsa dhapmMaLeBTUYECKON CyOCTaHUMM B rOCY4apPCTBEHHbIN PEECTP FIEKAPCTBEHHbLIX CPEACTB,
AaTta BHECEHUSI U3BMEHEHNN B AOKYMEHTbl dhapMaLueBTM4eCcKon cybcTaHumm, gata UCKoYeHns dhapmaueBTNYeCcKon
cybCcTaHUUM 13 rocygapCTBEHHOrO peecTpa NekapCTBEHHbIX CPEACTB.

3. MNMopsagok BegeHUs rocygapcTBEHHOIO peecTpa NeKapCTBEHHbLIX CPEACTB AM1 MEeOULMHCKOrO NPUMEHEHUs
1N MNOpPSAOK BeAEHWsI rOCyAapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB ANA BEeTEPUHAPHOro MpPUMEHEHMS
YTBEPXOAKTCS COOTBETCTBYIOLLMM YNOSTHOMOYEHHbIM ddeeparnibHbiM OPraHoOM UCMOTHUTENBbHOW BracTy.

Ctatbsa 34. BkniouyeHMe B rocyfapCTBeHHbIA pPeecTp JieKapCTBEHHbIX CPeACTB U UCKIOYeHue u3
rocyjapCTBeHHOro peecTtpa JieKapCTBEeHHbIX CpPeAcTB hapMaueBTUYECKOM CyOCTaHUMU, NPOou3BeAeHHOMN
AnsA peanusauum

1. Ans BkntoyeHus dapmaueBTMyeckon cybcTaHuumn, NponM3BeAeHHON ANs peanu3aumm, B rocygapCTBEHHbIN
peecTp nekapCTBEHHbIX CPEACTB, MPOBOAMTCA IKCMEepPTN3a ee KavecTsa.

MonpaBku, BbigeneHHbIe rofyobIM LBETOM BCTynarT B genctBue ¢ 1 auapa 2016 r.!

2. 3OkcneptmM3a kayecTBa YykaszaHHOM B 4acTu 1 HacTosiwen ctatbyu dapmaueBTUYeCKoW cybcTaHumu,
COCTaBMEeHNEe KOMUCCMEWN IKCMEPTOB 3aKMYeHMI MO pesynbTaTam 3TOW 3KCMEePTU3bl M WX HanpaBrieHne B
YNOSIHOMOYEHHbIN heaeparnbHbI OpraH UCMOSTHUTENBHOM BNACTU OCYLLECTBIISIOTCA B CPOK, HE MpeBbILIaoLWnI
wectugecatn paboymx [HEW CO [OHS TMOMyYEeHUs SKCMEPTHbIM YYPEeXAEeHWEM COOTBETCTBYIOLLEro 3adaHus
YMOJSTHOMOYEHHOrO heaeparnbHOro opraHa UCMONTHUTENbHOW BAAcTW U CReayloLmxX AOKYMEHTOB:

1) KONuS NULEH3UN Ha MPOWM3BOACTBO NEKAPCTBEHHbIX CPEeACTB WM KOMWUsS 3aKioYeHMs O COOTBETCTBUM
npou3BoauTensi fekapCTBEHHbIX CpeacTB TpeboBaHWsAM npaBuni Hagnexawen npou3BOLACTBEHHOW MPaKTUKW,
Bbl@HHble YMOMHOMOYEHHbIM befeparibHblM OpraHOM WCMOMHUTENbHOW BriacTu, B Cryvae, ecriv npovM3BoACTBO
nekapcTBEHHOro npenapara ocyllectnsetcs B Poccuiickon ®epepauunuy;

2) Kkonus BbI4AHHOW YNONTHOMOYEHHbIM OPraHOM CTpaHbl MPOM3BOAUTENSA NULEH3MM Ha NPOU3BOACTBO
NeKapCcTBEHHOro npenapaTta 1 ee nepeBo Ha PYCCKUM A3blK, 3aBEPEHHblE B YCTAHOBMEHHOM MOPSAAKE, U KONUSA
3aKMNiOYeHUs O COOTBETCTBUM MNPOU3BOAMTENS FEKapCTBEHHbIX CpeacTB TpeboBaHMsM MpaBun Haanexatilen
NMPOU3BOLCTBEHHOW MPaKTUKW, BblAAHHOIO YNOMHOMOYEHHbIM dhedeparnibHbiM OpraHoM UCTOSHUTENBHOW BNacTu, B
criyyae, ecnvM MNpOM3BOACTBO [l€KapCTBEHHOrO Mpenapata ocylwecTBnseTcd 3a npegenamu Poccuiickon
depepauymuy;

3) OOKYMEHT, cogepKalumin crieqyoume ceegeHns o doapMaLeBTUYeCKon cyoCcTaHLnn:

a) HaMMeHOoBaHue hapMaLleBTUYECKON cybCTaHUUK, ee CTpyKTypa, obLLMe CBONCTRA;

0) HanmeHoBaHWe 1 agpec NPOU3BOAUTENS;

B) TEXHOMOrMsi MPOM3BOACTBA C OMNUCaAHWEM CTaauii NPOM3BOLACTBA M METOLOB KOHTPOMS Ha BCeX CTaausx
Nnpov3BOACTBA;

r) onucaHue pas3paboTku npoLiecca NpPon3BOACTBA;

[) onucaHme KOHTPOns KpUTUYECKUX CTaZumn npouecca Nponu3BOACTBa U NPOMEXYTOYHOW NPOAYKLMY;

€) OOKyMeHTanbHoe noaTeepxaeHve (Banvaawumsi) NpoLeccoB U (UNn) X OLEHKa;

X) CBOWCTBA M CTPYKTypa AENCTBYIOLMNX BELLECTB;

3) XapakTepucTmka npumecein;

1) cneumdurkaums Ha hapmaleBTUYECKYH CyOCTaHLNIO 1 ee 0OOCHOBaHUE;

K) aHanMTuyeckne MeToAMKMN, UCMONb3yeMble MPU OCYLLECTBIIEHNM KOHTPOMS KavyecTBa dhapMaLeBTUYECKOn
cybcTaHuuu;

n) [OKyMeHTanbHOe MOATBEPXAEHUe (Banupauus) aHanuTU4eckux MEeTOAMK, WUCMONb3yeMbIX Mpu
OCYLLECTBMEHUN KOHTPOIS KavyecTBa hapmMaLleBTUYECKON CyOCTaHLnK;

M) pe3ynbTaTbl aHanusa cepui papmMaLieBTU4eckon cybctaHuuu;

H) nepeyeHb CTaHAApPTHbIX 0Opas3uoB UMM BeLLeCTB, WUCMNOMb3yeMblX MpPU OCYLLECTBNEHUN KOHTPOIS
KayecTBa;

0) onMcaHne XapakTePUCTUK U CBONCTB YNaKOBOYHbIX MaTepMarnoB 1 YKYNOpPOYHbIX CPEACTB;

n) AaHHble O CTabMNbHOCTM hapMaLEeBTUYECKOWN CyBCTaHLMK;

P) CPOK rO4HOCTM.



3. [Ana npoBefeHust aKCnepTu3bl KadecTBa yKkaszaHHOW B 4acTh 1 HacTodAwen cTaTbl papMaueBTU4ECKOWn
cybcTaHuuKn 3asBUTENDb NpeacTaBnseT B YNONHOMOYEHHbIW dheaeparnbHblid opraH UCMOMHUTENbHOW BNAcTu:

1) 3agBneHMe O BKMIOYEHUUM B TOCYLAPCTBEHHbIN pPeecTp feKapCTBEHHbIX CPeacTs  OaHHOWM
hapmavreBTnYeckon cybcTaHumu;

2) konus [OOKYMeHTa, MoATBepXAalowero ynnaty rocy4apCTBEHHOW MOLWMMHbI 3a  BKOYEHME B
rocy4apCTBEHHbI peecTp feKapCTBEHHbIX CPeAcTB dapmaueBTUYeCcKon CcybecTaHuuKn, npou3BedeHHOW Ans
peanu3aumu, nubo no CobCTBEHHON WHULMATMBE YyKa3aHHbI OOKYMeHT. B cnyyae ero HenpeactaBneHus
3asBUTENEM YMOSTHOMOYEHHbIM beaepanbHbli opraH WCNONMHUTENbHOW BRacTu nposepsdeT @akT ynnarhbl
rocy4apCTBEHHON MOLWNHBI  3asiBUTENEM C  WCMONb30oBaHMeM uHdopmauuy 06 ynrate rocyaapCTBEHHOW
MOLWMKWHLI, codepxalleica B [ocygapCTBEHHOM  MHAOPMAUMOHHOW CUCTEME O [OCYAapCTBEHHbIX WU
MyHULMNAanbHbIX nnaTexax, Ha OCHOBaHUKW NpeACcTaBrieHHOW 3asdBUTEereM KOonuu OOKYMeHTa, NoATBepXaaroLero
ynnaTty rocyfapcTBeHHOW MOLUNUHbI;

3) AOKYMEHTbI, YKa3aHHble B 4acTu 2 HaCTOSALLEN CTaTby.

4) 3asBneHve O Bblgaye paspelweHnsa Ha BBO3 B Poccuiickyto ®epepaumio  KOHKPETHOM napTum
He3aperncTpMpoBaHHOIO NeKkapCTBEHHOIo CpeacTBa, NpeaHasHa4YeHHoro Ans NpoBeaeHNs yKa3aHHOW 3KCNepTUsbl.

4. B TeyeHvne pecatu paboumx OHEM CO AHS MPUHATUSA 3asBMEHMS O BKIOYEHUU yKas3aHHOW B yactu 1
HacTodAwen cTatbM hbapMaueBTU4ECKOM CyOCTaHUMM B rOCYAApPCTBEHHbIN PEEecTp NEeKapCTBEHHbIX CPeACTB U
OOKYMEHTOB, MEPEYNCIIEHHBbIX B YacTu 1 U NyHKTe 2 YacTu 3 HACTOALLEN CTaTbM, YNONMHOMOYEHHbIV heaepanbHbIi
OpraH UCMOSTHUTENBHOM BNACTK:

1) npoBOAUT NPOBEPKY MNOMHOTHLI U AOCTOBEPHOCTU AaHHbIX, COAEPXaLLMXCA B NPeACTaBMNeHHbIX 3asBUTENEM
JOKYMeHTax;

2) NnpyuHUMaeT peLLeHne O HanpasfeHUU B 3KCNEPTHOE yupexaeHue 3aaHus Ha npoBefeHune akcnepTusbl
KadecTBa ykasaHHOW B 4acTu 1 HacTosiwen ctatbl gpapmaueBTMyeckon cybcTaHumm mnm o6 oTka3e B TaKOM
HanpaBneHuu;

3) yBegoMnsieT B ANEKTPOHHOW UIN MUCbMEHHOW hOpMe 3asBUTENHA O NMPUHATOM PEeLIeHUM Unn B crydae
OTKasa C yKkasaHueM MpUYMH Takoro oTkasa.

4.1. B cnyyae BbiiBNEHUS HEOOCTOBEPHOCTU CBeOEHMWW, COAepXallnxca B npencTaBfieHHbIX 3asBuUTenem
MaTepuanax, ynorHoOMOYeHHbIN befeparnbHbIi OpraH UCNONHUTENBbHOW BNacTu HanpaensdeT 3asBUTENo 3anpoc
00 yTOYHEeHWW yKasaHHbIX cBefeHWN. [aHHbIN 3anpoc MOXeT ObiTb nepegaH ynonmHOMOYEHHOMY MPEeACTaBUTENHO
3aaBUTENS NNUYHO MO PaCMMUCKy, HaMpaBrieH Mo NoyTe 3akasHbIM NMUCLMOM UMW MepefaH B 3neKTpoHHou dopme
Nno TEeNeKkOMMYHUKALUMOHHbIM KaHanam cBaA3uW. B cnyyae HanpaBneHus AaHHOro 3anpoca Mo MoyTe 3akas3HbIM
MMCbMOM OH CHUTaETCS NOMYYEHHbIM MO UCTEYEHUM LLECTU OHEN C AaTbl HanpaBneHns 3akasHoro NUcbma.

4.2. BagsuTtenb ob6dA3aH npeactaBuTb OTBET Ha 3anpoc YNONHOMOYEHHOro dedepansHOro opraHa

WCNONHUTENBHOW BriacTM B CPOK, He NpeBbllIaloLWmMiA AeBAHOCTa pabounx OHEeNn CO AHSA NOoMyvYeHusl OaHHOro
3anpoca. Cpok, yka3aHHbIN B 4acTu 4 HacTosLen cTaTby, NPUOCTaHABNMBAETCA CO AHS HanpaBieHUsa 3adBUTENO
3anpoca ynorIHOMOYEHHOro defepanbHOro opraHa UCMNOMHUTENbHOW BNAcTM OO OHA MOMyvYeHus UM OTBeTa Ha
OaHHbIV 3anpoc U He YYUTbIBAETCS MPU MCHMCIIEHUN CPOKa 3KCMEePTU3bl KayecTBa hapmaLeBTUYECKON CcybcTaHuuw,
Hencnonb3yemowm npu NPon3BoACTBE NeKapCTBEHHbIX NpenapaTos.
5. OcHoBaHveM ONns OTKasa B HanpaBfeHUW B 3KCMEepTHOE yvpexAeHwe 3adaHus Ha MpoBedeHue 3KCMepTu3bl
KadecTBa yka3aHHOW B 4acTu 1 HacTosLeln ctatbn hapmaLeBTUYECKON CYOCTaHUMM ABMSETCS HenpeacTaBneHne
OOKYMEHTOB, YKa3aHHbIX B YacTU 2 HACTOSALLEN CTaTbK, OTCYTCTBUE MHPOPMaLIMK, NoATBepXaatoLLen dakT ynnaTbl
rocyfapCTBEHHOW NOLUMMHbLI 3a BKNOYeHne hapMaLeBTUYEeCKon cybcTaHLumm, Npon3BegeHHON ANs peanusauum, B
rocy4apCTBEHHbIM PEEeCTp eKapCTBEHHbIX CPencTB, HenpeacTaBrieHne 3asiBUTerieM B YCTAHOBJIEHHbIM CPOK
OTBeTa Ha YyKal3aHHbli B 4actnm 41 HacTosiwen cTatbu 3anpoc YNOMHOMOYEHHOro dheaepanbHOro opraHa
UCMOMHUTENBHOW BracTM wunuv npegcrtaBreHne OOKYMEHTOB, He coAepXalux wucyepnbiBaloLWero nepeyvHs
HeobXxoOMMbIX CBEAEHWMN.

6. B TeueHne natHaguatn paboumx OHEW CO AHS MOJYYEHUs] pelleHUst YNOoNMHOMOYEHHOro deaepanbHOro
opraHa UCNONHUTENBHOW BriacTW O HanpaBfeHUU B 3KCNepTHOe yypexaeHne 3afaHns Ha nposedeHne aKkcnepTusbl
KadecTBa yKa3aHHOM B YacTu 1 HacTosilen cTaTbu hapMaueBTU4eCcKon cybCcTaHUMM 3asBUTENb NPEeACcTaBnseT B
3KCNEepTHOE YYpEeXOAeHWe ONA NpOBEeAEHUA OaHHOW 3KcnepTu3bl obpasubl dapmaueBTnyeckon cybcTaHumn B
KOnmM4ecTBe, HEOOXOAMMOM [fsl BOCNPOU3BEAEHUS METOAOB KOHTPOSS KavyecTBa. JKCNEPTHOE yypexaeHue npwu
nonyyeHun obpasyoB YykasaHHOW B 4acTy 1 HacToswen cTaTbh papmaueBTUYECKOM cyOGcTaHuuM Bblgaet
3a8BUTENO JOKYMEHT, MOATBEPXKAAIOLLMIA MONyYeHne 3TUX 06pasLioB, U B CPOK, HE MPEeBbIWAKLWNA Tpex paboumnx
OHEeN, yBeOOMNSET B 3MEKTPOHHOW WM MUCbMEHHOM hopMe 06 3TOM YNONHOMOYEHHbIW denepanbHbI OpraH
WCMNOSTHUTENBHON BNACTU. OTW CPOKM HE BKITHOHAIOTCHA B CPOK NPOBEAEHUS AAHHOW 3KCNEPTU3bI.

7. JJOKyMeHTbI, NOCTYNUBLLME B 3KCNEPTHOE ydpexaeHne And npoBefeHUss IKCnepTu3bl KayecTBa ykasaHHOM
B yactTu 1 HacTosiwen craTbM apmMaueBTUYECKOW CyOCTaHumMu, nognexaTr BO3BpaTy B YMNOJIHOMOYEHHbIN
tbegeparnbHbIi OpraH UCMNOSIHUTENBHOW BIAaCTU OOAHOBPEMEHHO C 3aKIOYeHUSMU Mo pesynbTaTtam npoBeaeHHON
3KCNepTU3bI.

8. B cpok, He npeBbIALWMI NATN paboynx OHEN CO OHS NOMyYeHUs 3aKNiYeHUst KOMUCCUM SKCMEPTOB Mo
pesynbTaTtamM 3KCMepTU3bl KayecTBa yka3aHHOW B 4acTu 1 HacTosiwen ctaTbM hapmMaueBTUYECKOW cybcTaHuum,
YMOMHOMOYEHHbIV dpeaeparnbHbld OpraH UCMONHUTENBHON BNAcTu:

1) ocyLlecTBRsIeT OLLEeHKY Takoro 3akniyeHus Ans onpeaeneHns ero COOTBETCTBUSA 3aaHnio Ha npoBeaeHme
OAaHHOW 3KCNepTU3bl;

2) MpUHUMAaET pelUeHne O BKITOYEHWM YKa3aHHOW B 4YacTm 1 HacToswen cTaTtbu dapmaueBTUYECKON



cybcTaHUUKM B rocyapCTBEHHBIN PEECTP NEKAPCTBEHHbIX CPEACTB UMK pelleHne 06 0TKase B TakOM BKITHOYEHWM;

3) BHOCUT nMpu TMPUHATUM pELUEeHUs O BKIIOYEHUM YKazaHHOW B 4Yactu 1 HacTosilen cTaTbu
¢apmaLeBTUYEeCKONn CcybCTaHUMM B TrOCYOApCTBEHHbI pPEeecTp JeKapCTBEHHbIX CPeacTB MNpeayCMOTPEHHYHO
nyHkTOM 2 yactu 1 ctatbu 33 HacToswero defepanbHOro 3akoHa uHdopmauuio UM yBegoMmnsaetr o6 3Tom B
3MEKTPOHHOM UM NMCbMEHHOM bopMe 3aaBUTENS.

9. OcHoBaHVeM Ang OoTkasa BO BKMIOYEHMM yKazaHHOM B YacTu 1 HacTosllen cTaTbu dhapmaueBTUYECKON
cybCcTaHUUM B rOCYOapCTBEHHbIA pPEeecTp NeKapCTBEHHbIX CPeacTB SBNSAETCHA peLleHWe COOTBETCTBYHOLLErO
YMOSIHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENbHOW BRacTM O TOM, YTO Ka4yecTBO hapMaueBTUYECKON
cybcTaHUUKN He MOATBEPXKAEHO MOSy4YEHHbIMU OAHHBIMM.

10. He ponyckaeTcsa BKMYEHWE B TOCYOAPCTBEHHbI pPEECTp JIeKapCTBEHHbIX CPEACTB  OOHOW
hapmaueBTMYECKON CcyOCTaHUUK, MPOU3BEAEHHOW AN peanu3auun U BbIMYCKAEMOW OOHUM U TeM Xe
npousBoguTenem, B Buae ABYX u 6onee peecTpoBbIX 3annce.

11. BHeceHVMe MW3MEHEeHUN B [OOKYMEeHTbl Ha ¢apMaLeBTUYeCKyld CyOCTaHLUMI0, NPOU3BEAEHHYK Ans
peanusaumm 1 BKITHOYEHHYIO B rOCYAapCTBEHHbIN PEECTp NEeKapCTBEHHbIX CPEACTB, OCYLLECTBMSETCS B NOpsiake,
yctaHoBneHHoMm ctatbamn 30 n 31 Hactosiwero ®efepanbHOro 3akoHa, C ynnaTow rocygapCTBEHHOW MOLUSUHBI,
npeaycMOTPEHHOW 3akoHogaTenbCcTBOM Poccunckon ®efepauun o Hanorax n cbopax.

12. [onyckaeTtcs obOpaleHne ¢apMaueBTU4ECKMX CyOCTaHLMA, NPOU3BEAEHHbIX ANs peanu3auuun, B
TeyeHne CcTa BOCBMUAECATM [OHEW [0 W MNOocne MpPUHATUS  YNOMHOMOYEHHbIM  dhefeparnbHbIM  OpraHoMm
WCNOSMMHUTENBHON BNAcTU pPELUEeHNs O BHECEHUM U3MEHEHUN B LOKYMEHTbl Ha papMaueBTUYECKYH CybCcTaHuuto,
Npou3BefeHHY0 ANs peanu3aunn U BKITKOYEHHYIO B rOCYAaPCTBEHHbIN PEECTP NIEKAPCTBEHHbLIX CPEeACTB.

13. PewweHne o6 MCKNOYEeHNM 13 rOCYOapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CpeacTB hapMaLeBTUHECKON
cybcTaHuumM, NpoOM3BEAEHHON AN peanu3auuu, MNPUHUMAETCS  YMOSTHOMOYEHHbLIM defeparnibHbIM  OpraHoMm
NCMNOMHUTENBbHOW BNacTu B criyyae:

1) npeacTaBneHns COOTBETCTBYHOLLMM YNOSIHOMOYEHHbLIM doeeparnbHbiM OpraHoM UCMOSNTHUTENbHOW BRacTu
3aKMIOYEHNST O puUcke unm 00 yrpo3e XM3HU UM 340POBbK YerioBeka NmMbo XXMBOTHOMO MpPY MCMNOMb30BaHUMU
NEeKapCTBEHHOIro CPeacTBa;

2) nogaym pas3paboTyMKOM JEeKapCTBEHHOrO CpeacTBa WM MPOU3BOAUTENEM JIEKAPCTBEHHOrO CpeacTBa
nMBo YyNONMHOMOYEHHBIM UMW OPYTMM HPUANYECKUM JMLOM 3asiBNeHUst 06 WCKITHYEHUUM U3 TOCYAapCTBEHHOrO
peecTpa NekapCTBEHHbIX CPeacTB hapMaLeBTMYECKOM CyOCTaHL MK, NPON3BEAEHHON ANA peannsaunm;

3) oTtcyTtcTBUA hbapmaueBTUYECKOM CyOCTaHUMK, NPOM3BEOEHHOW [ANis peanusauun, B obpaleHun B
Poccunckon ®egepaumm B TeveHue Tpex n bonee ner.

Cratba-35. YTpatuna cuny

Cratbsa 36. ObxanoBaHue pelieHMA 06 OTKase B Bblaye paspelleHMsa Ha npoBeaeHne KNMHUYeCKOoro
uccnegoBaHUA JEeKapCTBEHHOro npenaparta, peweHuss o6 OTKa3e B rocyAapCTBEHHOW peruvctpauuu
JIeKapCTBEHHOro npenapara, 3aKfl4YeHUA KOMMCCUU IKCMEPTOB IKCMEPTHOro YUYpeXAeHUs wunu
3aKn4YeHus coBeTa Nno 3TUkKe

PelueHne cooTBETCTBYIOLLEINO YNOMHOMOYEHHOrO heieparibHOr0 opraHa UCNoNHUTENbHOM Bractu 06 oTkase
B Bbldaye paspelleHnss Ha MNpoBedeHWe KIMHUYECKOro MCCedoBaHWsS JeKapCTBEHHOro npenapara, pelueHue
yKasaHHOro dpefepanbHOro opraHa WCMOfHMTENbHOM Bnactm o6 oTkase B rOCyAapCTBEHHOW perucTtpauunv
fieKkapCTBEHHOrO npenapaTta, 3akioyeHne KOMWCCUM IKCMEPTOB IKCMEPTHOro YYpexAeHUs Wnu 3akmtoyeHune
coBeTa MO 3TUKe MOXeT ObiTb OOXanoBaHO B MOpPsAKe, YCTAHOBMEHHOM 3akoHoAaTenbCcTBOM Poccunckon
®epepaumn. 3aknioveHvne akcrnepta, OMOPMMEHHOe MO MToram 3KCMepTu3bl B Lenax onpedeneHus
B3aVMMO3aMeHSIEMOCTM 3aperMcTpMpOBaHHOIO NlekapCTBEHHOMO npenaparta, MoxeT OblTb 06anoBaHo gepxarenem
WM BnagenbLeM perncTpauMoHHOro YAOCTOBEPEHMS JIeKapCTBEHHOro npenapata B KOMWCCUMIO 3KCMepToB
9KCMNEPTHOrO yypexaeHus. 3aknoyeHe KOMUCCUM KCMEePTOB AKCMIEPTHOIO yYpexXaeHUs, 0OpPMIEHHOE No nToram
nepecmoTpa 06XarnoBaHHOIO 3aK4YeHUs 3JKcnepTa, MOXeT OblTb OCMOpPeHO AepxaTenem unu Bragensuem
PerncTpaumMoHHOro yaOCTOBEPEHNST NIeKapCTBEHHOro npenapara nMbo yNnoNHOMOYEHHbIM UMW FIMLOM B NOpsake,
yCTaHOBMEHHOM 3akoHopaTensctBoMm Poccuiickon ®epepaumun. Mpu obxanoBaHWM pelleHns ynorTHOMOYEHHOro
degepanbHOro opraHa MCMNOMHUTENbHOW BNAcTW, 3aKIMOYEHUs 3KcnepTa UM KOMUCCUM SKCMEepPTOB 3KCMEPTHOro
yypexaeHus, 3akmniovyeHuss coBeTa Mo 3TMKe JdepxaTenb MnM Bnageney perncTpaumMoHHOro YAOCTOBEpPEeHMUs
rnieKkapCTBEeHHOro npenapaTta nubo ynonHOMOYEHHOE MMW NMUO BrpaBe MNpeacTaBWTb pes3ynbTaTbl 3KCNepTU3bl
rnieKkapCTBEHHOro npenapara, MPOTOKOSbl MOMyYEHHbIX aKKPeOUTOBaHHbIMW WUCMbITaTeNbHbIMKM nabopaTopusmu
(ueHTpamu) pe3ynbTaToB UCCNEeAOBaHUN, UCTIbITAHUNA.

Cratbsa 37. WHdopmauus, cBA3aHHass C OCYLIECTBIIEHWEM TrOCyAapCTBEHHOM perncrpauum
JFIeKapCTBEHHbIX MNpenaparoB, MHGOPMaUMA O 3aperncTpMpoBaHHbIX JIEKapPCTBEHHbLIX Npenaparax W
reKapCcTBEHHbIX NpenapaTtax, UCKITHYEHHbIX U3 FOCyAapCTBEHHOrO peecTpa fNekapCTBEHHbIX CPeaAcTB

1. COOTBETCTBYIOLMIA YNOIHOMOYEHHbIV (befepanbHbIi OpraH MCMNOMHUTENbHOW BNacTu pasmellaeT Ha
cBOEeM ouumanbHOM caunTe B ceTu "MIHTepHeT" MHdopMaLnio, CBA3aHHY C OCYLLEeCTBIIEHNEM rocygapCTBEHHOM
permctpaumMm nekapCTBEHHbIX MpenapaToB, B TOM 4uCre MNpOBEeAEeHMEM 3KCNepTu3bl feKapCTBEHHbIX CpeacTs
(Bkntovas pesynbTaTbl €e NPOBeLeHUs), UHOPMALMIO O 3aperucTpMpOBaHHbIX NEKapCTBEHHbLIX MpenapaTtax u



NeKapCTBEHHbIX NMpenaparax, UCKMIYEHHbIX U3 rOCYyAapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeACTB, He No3aHee
yeM yepes naTb pabounx AHer COo OHSA NOnyYeHUs COOTBETCTBYIOLNM YNONMHOMOYEHHbIM dhefeparibHbIM OpraHoMm
WCNONHUTENBHON BNACTU 3a8BMEHUS O rOCy4apCTBEHHOW perucTpasmm nekapcTBEHHOro npenaparTa.

2. Cpokn 1 nopsaaok pasmeLleHns ykaszaHHOW B YacTu 1 HacTosLen cTaTb MHpOPMaLIMN YCTaHaBNUBAKOTCA
YMOMHOMOYEHHbIM befeparnbHbiM OpraHoOM WCMNONHUTENBHOM BRacTu. WHgopmauums, ykasaHHas B 4actu 1
HacTodALEen cTaTbM, SABMSETCA OTKPbITOM M 00LeaoCTYNnHOM U NPefoCTaBNaAeTCsd 3aumHTEpPeCOBaHHbIM nuvuaM B
COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon ®egepaumn.

Mnaea 7. KMMHUYECKUE UCCNEOQOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEOULUMHCKOIO NPMMEHEHUA, 0OTOBOP
Ob UX NMPOBEOEHUW, NMPABA NALUEHTOB, YYACTBYIOLLNX
B 3TUX UCCNEAOBAHUAX

Cratba 38. KnuHuuyeckue wuccnepoBaHuA NNeKapCTBeHHbIX nMnpenapatoB And MeaAUUUHCKOro
npuMeHeHusA

1. KnuHnyeckne vccnenoBaHus nekapCTBEHHbIX NpenapaTtoB Anst MeAULMHCKOrO NPUMEHEHMS!, B TOM Yucre

Mem,quapongle MHOrOLEHTPOBbIE, MHOFOLI,eHTpOBbIe I'IOCTperMCTpaLI,I/IOHHbIe NPOBOAATCS ARsA-FOCYAapcTBEeHHON

4st B OOHOW WINN HECKOJIbKUX MEeOULMHCKUX

opraHm3aumsax B COOTBETCTBUMM C npanmaMM Hagnexalleh KIMHWYECKOW MNPaKTUKW, YTBEPXAEHHbIMU
YMOSTHOMOYEHHbIM hefepanbHbIM OpraHoM MCMOSTHUTENBHON BMAacTW, COOTBETCTBEHHO B CNEAYIOLWMX LEensx:

1) ycTaHoBneHue 6e30MacHOCTM IeKapCTBEHHbIX MpenapaTtoB AS19 340POBbIX A0OpPOBOMbULEB U (UNn)
NEepeHOCMOCTM KX 300poBbiIMM  JOOpOBOMbLAMM, 33 MWCKITHOYEHMEM TaKMX WCCreOOBaHWA JEeKapCTBEHHbIX
npenapaToB, Npon3BeaeHHbIX 3a npeaenamu Poccuiickon ®epepauuu;

2) noaGop onTuMMarnbHbIX AO3MPOBOK NEKapCTBEHHOro npenapata U Kypca fedeHus Ans nauueHToB C
onpefeneHHoiM  3aboneBaHueM, ONTUManbHbIX [A03 WM CXEM  BakUMHaAUUM  UMMYHOOMOMNOrnyeckumm
nekapcTBEHHbIMW NpenapaTamun 300poBbIX 40OPOBONLLEB;

3) yctaHoBneHue 6Ge30nacHOCTU NekapCTBEHHOro npenapata M ero 3dEKTMBHOCTU ANS NaUMEHTOB C
onpegeneHHoiM 3aboneBaHneM, npodunakTmyeckon 3PHEKTUBHOCTU MMMYHOBMONMOMMYECKMX FeKapCTBEHHbIX
npenapaToB A1 340POBbIX JOOPOBOSBLEB;

4) n3yvyeHne BO3MOXHOCTW PaCLUMPEHMUS MOKA3aHMN ANs MEAWLMHCKOrO MPUMEHEHUS U BbISIBNEHUS paHee
HEN3BECTHbIX MOOOYHbBIX AEACTBUI 3aperMcTPUpPOBaHHbIX NIEKAPCTBEHHbIX NPenapaTos.

2. B OTHOWEHUN BOCMPOU3BEAEHHbIX FEKAPCTBEHHbLIX MpenapaTtoB Ans MeOUUMHCKOrO MpUMEHEeHMs
NPOBOAATCA WCCnefoBaHUsA OWMO3KBMBANEHTHOCTM M (MNW) TepaneBTUYECKOW SKBMBAINEHTHOCTU B MNOPSAKe,
YCTaHOBMNEHHOM YMNOMHOMOYEHHbIM dhedeparnbHbIM OPraHOM UCMONTHUTENbLHOW BNACTY.

3. OpraHusauuo NpoBeAEHNSA KIMMHUYECKMX NCCNEAOBaHUN NeKapCTBEHHOro npenapara aAng MeauuuHCKoro
NPUMEHeHWs1 BNpaBe OCYLLECTBNSATb:

1) pa3paboTymk NekapcTBEHHOro npenapaTa unu ynosiHoMOYeHHOE 1M NnLLO;

2) obpasoBaTenbHble OpraHuM3aumvM  Bbicwero  obpas3oBaHWs, OpraHusauuu  AOMOMHUTENbHOro
npodeccuoHanbLHOro obpasosaHus;

3) Hay4HO-MccnegoBaTenbCkue opraHM3auum.

4. KnuHnyeckme nccnenoBaHns NIEKApPCTBEHHOro npenaparta Afis MeAMLMHCKOrO MPUMEHEHUS NPOBOASTCS
Ha OCHOBaHWM paspelleHnss Ha MNPOBEAEHME KIMHUYECKOro WCCrefoBaHUs JeKapCTBEHHOrO npenapaTa,
BbIJAHHOIO YMNOMHOMOYEHHbIM defeparnbHbiM OPraHoM MWCMOSIHUTENBHOM BMacTW, B COOTBETCTBUM C LENSMU,
yKasaHHbIMW B YacTu 1 HacTosiien cTaTbW. YMNOMHOMOYEHHbIM defepanbHblii OpraH MUCNOMHUTENbHOW BriacTu
BeLeT PeecTp BblAaHHbIX pa3peLleHnin Ha NPOBEeAEHNE KITMHUYECKMX UCCIEeA0BaHWIN NEKapCTBEHHOIO npenapara,
co,qepmau.l,mm yKaaaHme Ha nx uenb UIn Lenu, B yCTaHOBJ'IeHHOM 3TUM OpraHoM nopsiake.

A Ve % v A A ~YTpaTtuna cuny

6. K opraHmsau,MM nposep,eHMﬂ KMMHUYECKNX Mccnep.osaHmm nekapcTBEHHOro npenapara Ans MeguuuHCKOro
NpMMeHeHns1 pa3paboTyMKOM FeKapCTBEHHOrO Mpenapata MOryT MpuBMeKaTbCs topugnyeckMe nviua niobon
OpraHM3aunoHHO-NPaBoBoON hopMbl MpU YCroBUM obecrneyeHnst COOTBETCTBUA 3TUX UCCNedoBaHnii TpeboBaHmaM
HacTosilero ®egepanbHOro 3akoHa.

7. KnmHnyeckne nccneaoBaHus NeKapCTBEHHbIX MpenapaToB Ans MEAMLUHCKOrO NpMMEHEHWs NpOBOASTCS B
MEeOMLUMHCKUX OpraHu3aumsax, akKpeOMTOBaHHbLIX YMOMHOMOYEHHbIM deaepanbHbiM OpraHoOM WUCMOMHUTENBbHOW
BNacTu B nopsake, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon deaepaumu.

8. [llepeyeHb MeAWMLMHCKMX OpraHmsauui, WMEKLMX MpaBO MNPOBOAWTL KIIMHUYECKME WCCreLoBaHuUs
NeKapcTBEHHbIX NpenapaToB Ans MEAULMHCKOro NpUMEHEHUSs, U peecTp BbiAaHHbIX pa3pelleHuin Ha npoBeaeHmne
KNUHUYECKUX NCCNEeAOBaHUN NeKkapCTBEHHbIX NpenapaToB OnyornmnkoBbIBAKOTCA U pa3MeLLaloTCsl YNONHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOMHUTENbHOW BracTy B YCTAHOBIIEHHOM UM Nopsake Ha cBoeM oduLlmnansHOM cante B
cetn "HTepHeT".




CrtatbAa 39. PelwleHne o npoBefeHUN KITMHUYECKOrO MCCriefoBaHUsA NeKapcTBEHHOro npenapara gns
MeAVLMHCKOro NpUMeHeHust

1. KnuHuyeckoe mnccnegosaHue JNIeKapCTBEHHOro npenaparta gna MmeamunHCKOro npuMmeHeHmnda npoBoaunTCA
Ha OCHOBaHMW pa3pelleHnda Ha npoBegeHne KIMHNYeCcKoro wuccriegoBaHna InekapcTtBeHHOro npenaparta,
BblAaHHOIO YNOJSIHOMOYE€HHbIM cbep,epaanblM opraHom WCMNONHUTENbHOW BAcTU Mo pe3ynbTatamM 3KCNepTu3bl
OOKYMEHTOB, HeobxoauMbIX Ans nonyyeHnda paspeleHna Ha npoBegeHne KIMMHUYeCKoro uccnenoBaHud
JNIEKapCTBEHHOIO npenapara u 3TUYECKON QKCMNepPTn3bl.

2. [Ina nonyyeHus paspeLleHnsi Ha NPOBEAEHNE KIMHUYECKOro UCCNef0BaHMsA NEKAapCTBEHHOro npenaparta
ONs MEOMUUWHCKOrO MpPUMEHEHUS 3asdBUTENb MNpPeAcTaBnsieT B YNOMHOMOYEHHbIM deaepanbHbii  OpraH
NCMNOMHUTENbHOM BNacTu:

1) 3agBneHve O Bblgave paspelleHusi Ha MPOBEAEHME KIMHUYECKOTO WCCNEeAOBaHUSA JeKapCTBEHHOMO
npenapaTta ans MeguuMHCKOro NpUMEHEHUS;

2) KOnuu OOKYMEHTOB, MOATBEPXAAKLWMX YNnaTy rocyaapCTBEHHOW MOLUMMHbI 3a NpOBeAeHUe 3TUYECKOM
3KCMEepPTU3bl, SKCMEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHbIN Npenapar Afis NofyYyeHnsa paspeLleHns Ha NnpoBeaeHne
KNMUHUYECKOTO UCCRedOBaHUA JEKapCTBEHHOro npenapata And MeOULUHCKOrO MPUMEHEHUs, 3a Bblaady
paspelleHns Ha NpoBefeHMEe KIMHUYECKOro WCCReAOBaHWs JeKapCTBEHHOro npenapaTta Ansg MeguLMHCKOro
NPUMEHEHMs1, 3a NPOBeAEHNE IKCNEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHbIN NpenapaT A NofyYeHns paspeLleHuns
Ha MpoOBeAEHNE MEXOYHAPOLHOrO MHOMOLEHTPOBOrO KIMHWYECKOrO WCCMEeLoBaHMSA JeKapCTBEHHOro npenapaTta
ONs MEAMLMHCKOTO MPUMEHEHMS!, 3a Bbldady paspelleHusi Ha MPOBELEHNE MEXAYHapoOHOro MHOrOLLEHTPOBOro
KMMHUYECKOrO MCCreAoBaHMsA JIeKapCTBEHHOro npenaparta Afis MeOUUMHCKOrO MNMPUMEHEHUs), 3a NpoBeAeHue
3TMYECKOWN 3KCMEPTM3bl, IKCMEPTU3bl JOKYMEHTOB Ha FIeKapCTBEHHbIN npenapaT Ans NoyyYeHus paspeLueHnst Ha
npoBefeHne  MNOCTPEruCTPaUMOHHOIO  KIMMHUMYECKOTO  MCCIedOBaHWS  FIEKApCTBEHHOro  npenapata  Ans
MELMLMHCKOrO MPUMEHEHMUS, 3a Bblgady paspelleHnss Ha MNpoBeAeHMEe MNOCTPErncCTPaLMOHHOIO KITMHUYECKOrO
NCCneaoBaHusa NEKapCTBEHHOrO npenaparta A MeOULUHCKOrO NMPUMEHEHUs, UM Nno COBCTBEHHOW MHMUMATMBE
yKa3aHHble [OKYMeHTbl. B cnyyae HenpeacTaBneHusi 3asiBUTENEM YKa3aHHbIX LOKYMEHTOB YMOSHOMOYEHHbIV
degepanbHbIi  OpraH WCMOMHUTENBHOW BriacTU npoBepseT akT ynnatbel rocygapCTBEHHOW MOLWSMHbLI C
ncnonb3oBaHnem wuHopMaumm o6 ynnate rocyaapCTBEHHOW MOLWMUHBI, coAaepXalwencs B [ocyaapCTBEHHOW
NH(OPMALIMOHHOW CUCTEME O FOCYAAPCTBEHHbLIX M MyHMUMMNAMbHBIX NfaTexax, Ha OCHOBaHWM MpeacTaBreHHbIX
3asBUTENEM KONMUIN JOKYMEHTOB;

3) NPOTOKON KMMHUYECKOrO NCCReLOBaHNS NekapCcTBEHHOro npenapaTa Ans MeAULMHCKOro NpUMEHeEHNS;

4) 6poLutopy nccnegosaTens;

5) NHPOPMAaLIMOHHBIN NNCTOK NaLMeHTa;

6) cBegeHna o6 onbiTe paboTbl MccrnegoBaTernen No COOTBETCTBYIOLLMM CNeuuansHOCTSM U UX OnbITe
paboTbl N0 MPOBEAEHUIO KITMHUYECKMX MCCINEA0BaHWN;

7) cBedeHUs O MeOUUMHCKMX OpraHvM3aumsix, B KOTOpbIX NpegnoriaraeTcs npoBefeHMEe KITMHUYECKOTo
nccrnegoBaHUsl  NEKApCTBEHHOro npenapata  Ans MeaWUMHCKOrO  MPUMEHEHUs  (MOSMIHOE U COKpalleHHoe
HaVMeHOBaHWsi, OpraHn3aLnoHHO-NpaBoBas PopmMa, MECTO HAXOXOEHMS U MECTO OCYLLECTBIEHNS AeATENbHOCTY,
TenedgoH, Tenedakc, agpec 3MeKTPOHHON NOYTbI KaXA0M MEAULMHCKOWM OpraHnsauun);

8) cBepeHuss o npeanonaraeMblX CPOKaxX MNPOBEAEHUSI KIUHUYECKOro WCCNeAOBaHUSA feKapCTBEHHOroO
npenapaTta 4ns MeguuMHCKOro NpUMMeEHeHUs;

9) konuio goroBopa 06A3aTenbHOr0 CTPaxoBaHUs, 3aKNYEHHOrO B COOTBETCTBMM C TUMOBLIMWU NpaBuniaMmm
06s13aTENBHOrO CTPaxoBaHUs, C yKazaHWeM npefenbHOW YMCNEHHOCTU NaLMEHTOB, YY4aCTBYHOLMNX B KITUHUYECKOM
nccneaoBaHUKM NekapCTBEHHOrO npenapara ang MeguuMHCKOro NpMMEHEHUs;

10) nHcbopmaumio 0 cocTaBe fekapCTBEHHOrO npenapaTa Ans MeguLMHCKOro NMPUMEHEHMS;

11) [OOKYMEHT, COCTaBMEHHbIA MNPOM3BOAMTENEM JIEKApCTBEHHOrO npenapata Ans  MeAWLMHCKOro
NPUMEHEHMS U COAEpXKaLLMIA NMoKa3aTenu (XapakTepucTuku), a Takke CBEAEHMS O NeKapCTBEHHOM npenapaTte Ans
MEeOMULMHCKOTO NPUMEHEHNS, NPOM3BEAEHHOM ANsi NPOBEAEHMWS KIMMHUYECKUX NCCIef0BaHNI;

12) KONV §NWLEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB B Crydae, €cnvM Npou3BOACTBO
nekapCTBEHHOro npenapaTa ocyLlecTBnseTca B Poccuiickon ®eaepaunmn, Unm KOMuK 3akioYeHns 0 COOTBETCTBUM
npou3BoauTenst NeKapCcTBEHHOro npenaparta TpeboBaHMAM NpaBui Hagmnexallen Npou3BOLCTBEHHOW MPaKTUKK,
Bbl@HHOIO KOMMETEHTHbBIM YNOSTHOMOYEHHbIM OPraHOM CTpaHbl MPON3BOAMTENS NEKAPCTBEHHOMO Npenapara.

3. B cpok, He mpeBblwawwWmi NSTM paboumx AHEeW CO AHHA NPUHATUS yKasdaHHOro B nyHkTe 1 yactu 2
HacTosILLen CTaTbyM 3asdBrieHNs U HeobXxoOMMbIX [AOKYMEHTOB, YMONTHOMOYEHHbIN defepanbHbIl  OpraH
NCNONHUTENBHOW BNacTu:

1) nmpoBOOMT MNPOBEPKY MOMHOTbI M [OCTOBEPHOCTUM CBEAEHWUN, COAEpXKalUMXCA B MNPeacTaBEeHHbIX
3asgBUTENEM JOKYMEHTaX;

2) NpUHUMaeT peLlleHne O MNPOBEedEHUM SKCMepTU3bl [OKYMEHTOB AN MOMyyYeHUs paspelleHus Ha
NpoBEeAEHNE KITMHUYECKOrO WUCCRefoBaHUs NeKapCTBEHHOro mnpenapata Ansg MeOUUMHCKOrO MPUMEHEHUs U
3TUYECKON IKCMEPTU3bI NNn 06 OTKase B MPOBEAEHUN YKa3aHHbIX 9KCMEPTUS;

3) yBegoMnseT B 3reKTPOHHOW hopme unm Ha ByMakHOM HocuTerne 3asBUTENst O MPUHSATOM peLlueHun nmbo
B Criy4ae NpuHATKA pelueHns 06 oTkase Takke C ykazaHneM NPUYMH Takoro oTkasa;



4) noaroTaBnvMBaET M HanpaerisieT B 3KCMEPTHOE y4YpexAeHne 1 COBEeT MO 3TWKe 3ajaHue Ha npoBefeHve
COOTBETCTBYIOLLMX IKCNEPTUS.

4. B cnyyae BbIFBMEHUS HEMNOMNHOTbl U (MNAM) HEeLOCTOBEPHOCTW WHopMauun, codepxallencs B
NpeacTaBreHHbIX 3asBUTENEM [AOKYMEHTax, YNONHOMOYEHHbIN doefeparbHblii OpraH WCMOMHUTENbHOW BRacTu
HanpaBnseT 3asABMTEN0 3anpoc 06 YyTOYHEHUW ykadaHHOW MHopMaumn. JaHHbI 3anpoc MOXeT ObiTb nepenaH
YMOMHOMOYEHHOMY NpeaCTaBUTENo 3asiBUTENsI MMYHO MO Pacrnucky, HampasfeH no fnoyte 3akasHbiM MUCbMOM
UNu nepefaH B 3NEKTPOHHOM opMe MO TENeKOMMYHUKAUMOHHbIM KaHanam cBA3u. B cnyyae HanpaBneHus
JaHHOro 3arnpoca Mo noYyte 3akasHbIM MUCbMOM OH CYMTAEeTCH MOSTyYeHHbIM MO UCTEYEeHUW LecTU AHeW ¢ AaTbl
HanpaBneHWs 3aka3Horo nucbMa. 3asBuTenb 00s3aH NpeAcTaBWTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
defepanbHOro opraHa UCMNOSIHUTENBHON BNacT B CPOK, HE MPEBbILLAILWMIA AeBAHOCTa paboynx AHEN Co OHS ero
nonyyeHus. CpoK, ykasaHHbIi B 4YacTum 3 HacTosien cTaTbW, MNPUOCTAHaBNMBAETCA CO [HSA HanpaBreHus
3a8BUTENIO 3anpoca YNOoNHOMOYEHHOro doefeparnbHOro opraHa UCNOMHUTENBHOW BNACTU A0 AHS MNONyYeHUs UM
COOTBETCTBYIOLLEro OTBETA U HE YYUTbIBAETCS NPU UCHUCNIEHUN CPOKa NPUHATUS YNONMHOMOYEHHbIM peaepanbHbIM
OpraHoM MCMNOMHUTENbHOW BNACTU PeLIeHs O MPOBEAEHUN SKCMEPTU3bl JOKYMEHTOB AN NOMyYeHUs: paspeLleHus
Ha NpOBeAEHMNE KIMMHMYECKOrO UCCnefoBaHns NekapCTBEHHOIO nNpenapaTa Ans MeAULMHCKOro NMPUMEHEHMS.

5. OcHoBaHveM fOns OTka3a B MPOBEOEHUM 3SKCMEepPTU3bl LOKYMEHTOB ANS MOMydeHUs paspelleHust Ha
npoBefeHne KIUHUYECKOr0 WUCCNeaoBaHUs JeKapCTBEHHOro npenapaTta Ans MEeOULMHCKOrO MPUMEHEHUs W
3TUYECKON SKCNEepTU3bl ABNAETCHA NPeAcTaBneHne JOKYMEHTOB, MPELYCMOTPEHHbIX YacTbio 2 HACTOSLLEN CTaTbu, B
HenonHoOM obbeme, HenpencTaBrieHne 3asiBUTENIEM B YCTAHOBJIEHHbIA CPOK OTBETA Ha yKa3aHHbI B 4actu 4
HacTOosILLEN CTaTby 3anpoc YNorHOMOYEHHOrO doeeparnbHOro opraHa UCMONTHUTENbHONM BNacT NMbo oTCyTCTBME B
NPencTaBreHHbIX [OKYMEHTaX WCYEpnbIBaAKOLWEro nepeyvyHss Heobxoaumon uHdopmaumm wunu  uHdgopmaumu,
KOTOopas AOMmKkHa ObITb OTpPaXeHa B HUX, @ TakkKe OTCYTCTBME WHOpMauuW, NOATBEPXAAtoLen dakT ynnaTbl
rocyapCTBEHHOW MOLUMMNHBLI 3a NPOBEAEHNE 3TUYECKON SKCMEPTU3bl, SKCMEPTU3bl AOKYMEHTOB Ha NeKapCTBEHHbIN
npenapaTt Ans Nony4yeHus paspeLLeHns Ha NpoBeeHMe KITMHUYECKOro UCCreLoBaHNs NekapCTBEHHOro npenapaTta
0N MEOUUWHCKOTO TMNPUMEHEHMs, 3a Bblgady paspelleHusi Ha MNpoBeAeHME KITMHUYECKOrO WCCeAOoBaHus
NEeKapCTBEHHOro npenapaTta Ans MeOVLMHCKOrO MNMPUMEHEHUs, 3a MNPOBEeAEHME IKCMepTU3bl OOKYMEHTOB Ha
NEeKapCTBEHHbIVM MpenapaT Ans MNoflydeHus pas3pelleHusl Ha MpOoBefeHUe MeXOyHapOOHOrO0 MHOrOLEHTPOBOrO
KNMMHUYECKOTO UCCREeAOBaHUSA JIEKapCTBEHHOro npenapata Ang MeOUUUHCKOrO MPUMEHEHUs, 3a Bblaady
paspeLleHns Ha npoBefeHne MeXAyHapOAHOro MHOMOLLEHTPOBOrO KMMHUYECKOrO UCCrneAoBaHUsA fieKapCTBEHHOro
npenapata Ansg MeAuUMHCKOro NpMMeHeHus1, 3a NpoBefeHne 3TUYECKON 3KCNepTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha
NeKkapcTBeHHbIVM npenapart Ans MonyvyeHus paspelleHus Ha nNpoBefeHue MOCTPEerncTpauuoHHOrO KIMHUYECKOro
nccnenoBaHUsa nekapCTBEHHOro npenapaTta Ans MEeOULUHCKOrO MpPUMEHEHUs, 3a Bblgady paspelleHust Ha
nposefeHne  MNOCTPErucTpaLMOHHOIO  KMMHUYECKOTO  UCCRefoBaHWs  NEeKapCTBEHHOro npenapata  Ans
MEeAMLIMHCKOro NPUMEHEHMS.

6. lNpoBeneHne akcnepTusbl AOKYMEHTOB [Afisi NOMNyYeHWUs paspelleHusl Ha NpOoBeAeHMe KIMHUYECKOro
nccnegoBaHUsa nekapCTBEHHOro npenapaTta  Ans  MeAWUMHCKOro MNPUMEHEHUA W 3TUYECKOW JKCMepTu3bl,
COCTaBIieHMe KOMUCCUMEW 3KCNepTOB M COBETOM MO 3TUKE 3aKMYeHUn O BO3MOXHOCTU UMM HEBO3MOXHOCTU
npoBefeHUs TaKoro KrAMHUYECKOrOo WCCNedoBaHUA W HanpasfneHue 3TUX 3aKMlYeHUA B YNOJTHOMOYEHHbIN
deneparnbHbI OpraH UCMONHUTENbHOM BacTU OCYLLECTBISIOTCS B CPOK, HE MpeBbIWaWnin Tpuauatn paboumnx
OHen CcOo [HS NONydYeHUs SKCMEepTHbIM yypexaeHueM 3afaHus  YrnofiHOMOYEHHOro defeparbHOro opraHa
NCMOMHUTENBHON BRAcTU C NPUMOXEHNEeM OOKYMEHTOB, YKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacTosLlen
cTaTbW, U COBETOM MO 3TMKE 3aJaHWsA YNOMHOMOYEHHOro defepanbHOro opraHa WCMONHUTENbHOW BRactu C
NpUNoXeHNeM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 — 6, 8 1 9 yactu 2 HacTosLen cTaTb.

7. B cpok, He npeBbllaloWmin Nt paboyumx HEen CO OHSA NONyYeHUs 3akoYeHUN, yka3aHHbIX B YacTu 6
HaCTOsILLEN CTaTbW, YyNOTHOMOYEHHbIN hefepanbHbI OpraH UCMOMHUTENBbHOW BNacTu:

1) ocywecTBnAeT OLEHKY MOCTYMMBLUMX 3aKMOYEHUA Ang OonpeferieHns MX COOTBETCTBUS 3afaHUAM Ha
npoBefeHne COOTBETCTBYIOLLMX IKCNEPTUS;

2) npvHUMaeT pelleHVe O Bblgavye paspelleHnss Ha MNPOBEAEHUE  KIMMHWUYECKOro MCCrefoBaHus
nekapCTBEHHOro npenapaTta Anst MeguumnHCKOro NpUMeHeHns unm ob oTkase B BblAaye yka3aHHOTO paspeLleHuss;

3) BblgaeT paspelleHne Ha npoBedeHue KIMHUYECKOro MccrneaoBaHUs NekapCTBEHHOro npenaparta angd
MEeOMLMHCKOrO NMPUMEHEHUST UNW pelleHne o6 OTkase B Bblgave yKaszaHHOro paspeLleHusi C yKasaHWeM MpUYmH
oTKasa.

8. OcHoBaHvMeM [Ans oOTkasza B Bbljade paspelleHns Ha npoBedeHue KIMHUYECKOro UCCrefoBaHus
NEeKapCTBEHHOro npenapata Afig MeOUUMHCKOrO MPUMEHEHUS SBMSIETCS Hanuuue 3akiiovyeHus KOMUCCUM
3KCMEPTOB WM 3aKIKOYEHUS] COBETA MO 3TUKE O HEBO3MOXHOCTM MNPOBEAEHMUSI KIMHUMYECKOrO MCCNenoBaHus
NEKapCTBEHHOro npenapata Ans MeAUUMHCKOrO MPUMEHEHUs MO pes3ynbTaTtaM MpPOBEOEHHbIX 3KCNepTus,
NpeayCMOTPEHHbIX YacTbio 6 HACTOSLLEN CTaTby.

9. PeweHne 06 oTkase B NpoBeAEeHUN IKCNEPTU3bl JOKYMEHTOB A1 MOSy4YeHMs pa3peLleHns Ha NpoBeaeHne
KIMMHUYECKOTO UCCNeaoBaHUsS JeKapCTBEHHOro rMpenapata Ans MeAUUMHCKOrO MPUMEHEHUS U 3TUYECKON
3KCMEePTU3bl U B Bblgade paspelleHuss Ha NpoBefeHue KIMHUYECKOro UccrneoBaHnst NekapcTBEHHOro npenapara
ONs MEOULMHCKOrO MPUMEHEHUs MOXeT OblTb 0OXanoBaHO B MOpsSiAKE, YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®egepaumn.



1
Crtatbs 39 . dTnyeckas akcnepTusa

1. OTuueckas akcnepTmsa NPOBOAUTCA COBETOM MO 3TUKE, CO3[4aHHbIM B NOpsAKe, YCTaHOBNEHHOM
YMOMHOMOYEHHbIM dheeparnbHbiM OpraHOM UCMONHUTENBHON BRAaCTW, B LENsaX BblAavyn 3akmnioyeHnsa o6 aTu4eckon
0BOCHOBAHHOCTN BO3MOXHOCTU MNPOBEAEHUS KIMHUYECKOrO WCCRedOoBaHWSA feKkapCTBEHHOro npenaparta Aans
MeLMLMHCKOro NPUMEHEHMS.

2. 3kcnepTamy coBeTa MO 3TMKE MOryT ObiTb MpeacTaBuTenV MEeOUUMHCKUX OpraHm3auuin, Hay4vHbIX
opraHm3auuni, obpasoBaTerbHbIX OpraHn3auun BbiCLLEr0 0Opa3oBaHWs, a Takke NpeacTaBUTENU OOLLECTBEHHbIX
opraHusauuin, pernuvrmosHblX opraHusauum u cpeacts mMaccoBon MHdopmauuu. [aHHble 3KCnepTbl He AOMKHbI
HaxoauTbCs B KakoW-NnMbo 3aBUMCMMOCTM OT pas3paboTUMKOB FEeKapCTBEHHbIX MNpenapatoB W Apyrux nnd,
3aMHTEPECOBaHHbIX B pe3ynbTatax 3TMYEeCKON aKcnepTusbl.

3. Onnarta ycnyr SKCMepToB cOBeTa MO 3TUKE OCYLLECTBMASETCHA Ha OCHOBaHUW [A0roBopa, 3akmiYeHHOro
MexXay YnofHOMOYEHHbIM (heaeparnbHbIM OpraHoOM UCMOMHUTESTbHOW BIlAacTW, KOTOPbIM CO34aH COBET MO 3TUKE, U
3KCMEepTOM coBeTa MO 3TUKe, 3a CYEeT OHMKETHbIX aCCUrHOBaHUM, MPEAYCMOTPEHHbIX YMONHOMOYEHHOMY
dhenepanbHOMy OpraHy MCMOMHUTENbHOW BNACTU, KOTOPbIM CO34aH COBET MO 3TukKe, B hegepanbHOM BrogxeTe Ha
COOTBETCTBYIOLWMIA rog Ha obecneyeHne ero AOeATenbHOCTWU, B pasmepax, YCTaHOBMEHHbIX [1paBUTENbCTBOM
Poccuiickon ®epepauyun.

4. BKcnepThbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuickom
deagepauymm.

5. CocTtaB coBeTa Mo 3aTuke, nornoxeHve ob 3TOM coBeTe, MOPSAOK €ro OesiTeNibHOCTWU, TpeboBaHus K
KBanudukaumm n onbITy paboTbl MO 3KCMEPTHOM OLEHKE Hay4HbIX, MEOULMHCKMX W ITUYECKMX acheKToB
KNMUHUYECKUX UCCEeNOBaHUA NekapCTBEHHbIX MpenapaTtoB And MeAULMHCKOro NMpUMEHeHus, npeabsBrnsemble K
3KcnepTamMm coBeTa MO 3TUKe, NOPSAOK OpraHu3auum U nNpoBedeHUss 3TUYECKOW IKCNEPTU3bl, dopMa 3aKIYeH s
coBeTa Mo 3TMKE yCTaHaBMnMBAKTCSA YNONHOMOYEHHbLIM (heaeparnbHbiM OpraHoM UCMOSHUTENBHOW BRnacTu. Yucno
npeacTaBuTENEN MEOULMHCKMX OpraHvM3auui He MOXET MpeBbilaTh MOMOBUMHY OT O6LIEro 4vmcna 3KCnepToB
coBeTa Mo 3Tuke.

6. VMIHcbopMaumst 0 cocTaBe coBeTa MO 3TUKe, MraHax ero paboTbl U TEKyLLEen AeATENbHOCTU pa3MeLlaeTcs
Ha odmumanbHOM canTe YNoNMHOMOYEHHOro hefieparibHOro opraHa UCNoSTHUTENbBHOM BlacTu B CeTU «VIHTEpHET» B
YCTaHOBMEHHOM UM MOpsiaKe.

Ctatba 40. [lpoBegeHMe KIIMHUYECKOrO MUCCNefoOBaHUA JeKapCTBEHHOro npenapata Aans
MeAVLIMHCKOro NPUMEeHeHuUs

1. PykoBoautenb MeOMLMHCKOM oOpraHu3auuun, KoTopasi MpOBOAMT  KMWHWYECKoe uccrefoBaHue
NeKkapCcTBEHHOro npenaparta Ans MeaMLUHCKOro NpUMEHEHUs, HasHavaeT uccnepoBaTens, OTBETCTBEHHOMO 3a
npoBefeHne TaKoro MUCCRedOoBaHUS U UMEKLWEro nedyebHyto creumanbHOCTb, COOTBETCTBYHOLLYH MPOBOAUMOMY
KNMHUYECKOMY UCCNeaoBaHUIO JNEKapCTBEHHOMO Mpenapara, co cTaxeM paboTbl MO MporpammMamM KIMHUYECKUX
nccrnegoBaHU NEKapCTBEHHbIX NpenapaTtoB HE MeHee 4eM Tpu roga M No ero npeanioxkeHuo HasHadvaet
counccnefoBaTenen N3 yicna Bpaden aTom MeauUMHCKON opraHm3aumu.

2. Nccneposatenb ocyllecTBnaeT BbIOOP NaLMeHTOB, KOTOpble N0 MEAULMHCKAM MOKasaHUsM MOryT ObiTbh
npuBreYeHbl K Yy4acTUO B KIMHUMYECKOM WCCNeAOBaHUM NEeKapCTBEHHOro npenapata Ang MeauuMHCKOro
NPUMEHEHWS.

3. Wccneposatenb u couccrnegoBatenn OOMKHbl ObITb O3HAKOMIMEHbI C pe3ynbTaTtaMy OOKMMHUYECKOrO
nccnenoBaHUsA NekapcTBEHHOrO CpeacTBa, coaepxalummucsa B Gpolutope nccrnegoBaTens, NpOekToM NpoTokona
KNMMHUYECKOTO WCCNEeAOBaHUSA NEeKapCTBEHHOro npenapata And MeOULUHCKOrO MpUMEHEHUs, pa3paboTaHHbIM
pa3paboTYMKOM FeKapCTBEHHOro npenapaTta WM MHbIM HPUONYECKMM JULIOM, MPUBIEKAEMbBIM K OpraHuM3auuu
NPoOBEOEHUST KIMHMYECKOro WCCreaoBaHUA NeKapCTBEHHOro npenapaTta Ang MeauUMHCKOro NPUMEHEHUs, U
Opyrummn Matepuanamu Takoro uccrnefoBaHus.

3.1. PykoBogutenb MeAWLMHCKOW OpraHu3auun B CpPOK, He MNpeBbIaloWmnn Tpex paboumx OHeW co AHSA
Ha4ana npoBefeHUsT KIMHUYECKOro UCCeaoBaHns NekapcTBEHHOro npenaparta anst MeguumnHCKOro NpuMeHeHus,
coobLiaeT 00 3TOM B YNOMHOMOYEHHbIA hefeparnbHbIi OpraH MCMNOMHUTENBHOW BNAcTK, BbliAaBLUMIA paspeLleHne
Ha NpoBefeHne Takoro nccrnefoBaHus, No YCTaHOBIEHHON UM dhopme.

4. OpraHvsauuu, OCYLLIECTBMSKOWMNE  OpraHM3aumio  MpPOBEOEHUS  KIMMHUYECKOrO  UCCredoBaHUs
NeKapCTBEHHOro npenapaTta Ang MeAMUMHCKOro MPUMMEHEHUST U yKasaHHble B 4YacTu 3 cTaTby 38 HacTosLEro
depnepanbHOro 3akoHa, B criydae He0BX0ANMMOCTU BHECEHUSA U3MEHEHUIA B MPOTOKOS KITMHUYECKOrO UCCneoBaHuUs
NEeKapCTBEHHOro npenapata pAns MeAMUMHCKOrO MNpUMEHeHMst coobwalT o6 3ToOM B YNOSIHOMOYEHHbIV
begeparnbHbI OpraH UCMOMHUTENbHOW BNacTu, BblAaBLUMA pa3pelleHne Ha npoBedeHne Takoro nccrnefoBaHus,
Nno yCTaHOBMEHHON UM dhopme.

4.1. ®opma coobLUeHNss 0 BHECEHMM U3MEHEHUIA B MPOTOKON KMMHMYECKOrO UCCneaoBaHust NekapCTBEHHOTro
npenapaTta Ans MeauLMHCKOro NpMMEHEHUs OOIMKHA coaepXaTh creayoline cBeeHus:

1) HanmeHoBaHue, NaeHTUMUKALNOHHBIA HOMEP U AaTa NPOTOKONa KNMHUYECKOro UCCrea0BaHUs;

2) nata BHECEHUSA N3MEHEHUI B MPOTOKON KIMHUYECKOro NCCNeaoBaHus;

3) HaMMEeHOBaHNE N MECTO HaXOXAEHWS 3asiBUTENS;



4) HaMMeHOBaHWe opraHu3auuy, NPUBIEYEHHON pa3paboTyYMKOM NeKapCTBEHHOrO Npenaparta K opraHusawumm
NpoBeAEHUS KINMHUYECKOro nccnenoBaHns (Mpu Hanmumm);

5) HaMmMeHoBaHMA M MecTa HaxoXOeHUs MeOULMHCKUX OpraHv3auni, B KOTOPbIX NMPOBOAUTCS KIMHUYECKOe
nccrnegoBaHue;

6) AaTa BblAayn paspeLleHns Ha npoBedeHue KNMHUYECKOro UCCneaoBaHus 1 HOMep 3TOro paspeLUeHuns;

7) U3MEHeHUs!, BHOCUMbIE B MPOTOKON KITMHUYECKOro UccrnegoBaHus.

5. B cpok, He npeBbillaoLwmnin Tpuauatn paboumx gHen co AHS NOMyYeHUs yka3aHHOro B YacTu 4 HacTosILLEN
cTaTbu COOOLLEHUS, YNOMHOMOYEHHbIN beaepanbHbIi OpraH WCMONHUTENbHOW BMacTM paccMaTpvBaeT 3TO
coobLleHne B YCTAHOBMEHHOM WM MOPSAKE W MPUHMMAET pEeLIeHUWE O BHECEHMU W3MEHEHMI B MPOTOKON
KMMHUYECKOrO MCCreoBaHUs NEKapCTBEHHOro npenapata 4fis MeAMUUHCKOro npuMeHeHust nnn ob oTkase BO
BHECEHUU TaKNX U3MEHEHUN.

Mpu paccmoTpeHun coobLeHNss O HeobXOAMMOCTM BHECEHWS M3MEHEHWA B MPOTOKOM KIMHUYECKOTO
nccrneoBaHUsl NeKapCTBEHHOMO npenapata Anst MeAMUUHCKOrO MPUMEHEHMsT B LIENsSX OLEeHKU O0OOCHOBAHHOCTU
npegnaraeMblX W3MEHEHUN W OnpedeneHnss CTeneHn pucka ANd MaumeHToB, MpUYHUMMALWMX YyyacTue B
KMMHUYECKNX WCCnefoBaHusX, YNONMHOMOYEHHbIM defeparnbHblM  OpraHOM WCMONHUTENbHOM BAAcTM  MOTYT
npMBnekaTbCs 9KCNepTbl COBETA MO 3TUKE.

6. KnuHunyeckoe nccnegosaHve nekapCTBEHHOro npenapaTa Ans MeQULUHCKOrO NMpUMEHeHUs MOXeT BbiTb
NMPMOCTaAHOBNEHO WM MpPeKpaLleHo, ecnyu B npouecce ero nposefeHusi obHapyxeHa OnacHOCTb AMS XWU3HW,
300pOBbs MauMeHToB. B cnyyae BO3HWKHOBEHWS OMACHOCTWU AMS >KU3HW, 300pOBbS MauueHTa, yvyacTBYHLLEro B
KNMHUYECKOM UCcneaoBaHMU NeKapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMEHEHUs, uccriegosaTenu
065a3aHbl NponHdopMmnpoBaTb 06 3TOM PYKOBOAMTENSA MEAMLMHCKOW OpraHM3aunyM U opraHn3auuio, noslyymBLLYHO
paspeLleHne ynonHOMOYEHHOro deaepanbHOro opraHa UCMONHUTENBHOW BrlacTM Ha opraHv3auuvio npoBeaeHus
KNMHUYECKOro WUCCnefoBaHUA NeKkapCTBEHHOro npenaparta. PelleHne o0 NpUOCTaHOBMEHUN KIMHUYECKOrO
nuccneaoBaHUs nekapCcTBEHHOro npenapata And  MeOMLMHCKOro MNpUMEHEHUs MpUHMMAaloT  pykoBoAMUTENb
MEeOMLMHCKOW OpraHm3aumy u (Unuv) opraHusauumsi, NonyymBlLas paspelleHne YnorHOMOYEHHOro deaepanbHoro
opraHa WCMONHUTENbHOW BAAacTW Ha OpraHuM3auuio NpoBefeHMsT KITMHUYECKOro MCCNedoBaHus NeKkapCTBEHHOrO
npenapata Ans MEAWUMHCKOrO MPUMEHEHMS, peLlleHne O npekpaweHnn Takoro WCCrnefoBaHUA npuHUMaeT
YMOSIHOMOYEHHbI dhefeparnbHbIi OpraH UCMOSNTHUTENbHOMW BNACTU Ha OCHOBAHWWM COOOLLEHUS B MUCbMEHHOM
dopmMe  pyKoBOAMTENS  MEOUUUHCKOW  OpraHusaummM  unu  opraHusauus, nonyyuBluas  paspelleHve
YMONMHOMOYEHHOro pegepansHOro opraHa UCNONHUTENBHOW BacTM Ha OpraHM3auunio NPoBeAEeHUs KIMHUYECKOro
nccrnegoBaHus NekapcTBEHHOMO Npenapara Ans MegUUMHCKOro NPUMEHEHNS.

7. B cpok, He npeBblwawWmMn NATM paboymx OHEW CO [HA 3aBEpLUEeHWUs, MPUOCTaHOBMEHUSA WUIK
npekpaweHns KINMHUYECKOrO0 MWCCNedoBaHMA feKapCTBEHHOro npenapata Ans MeAULMHCKOro NpUMEHEHUs,
cooblieHne o6 9TOM HarnpaBnseTcs opraHusauusMy, ykasaHHbIMM B 4actu 3 cTtatbu 38 HacTosLwero
deneparnbHOro 3akoHa, B YNONTHOMOYEHHbIN deaepanbHbli OpraH UCMOSTHUTENBbHOW BlacTN NO YCTAHOBIEHHOW UM
dopme.

8. ®opma coobLieHns o0 3aBepLUeHUU, MPUOCTAaHOBNEHUN UMW MPEKPALLEHMM KITMHUYECKOTO MCCreaoBaHus
nekapcTBEHHOro npenapara Ans MeguuuHCKOro NpuMeHeHnsa AoMMKHa coaepxaThb:

1) mHpopmMauulo 0 MEeOMUMHCKOM OpraHvM3aumy Unu MegUUUHCKMX OpraHm3auumsix, NpOBOAMBLUMX OAaHHOE
nccnegoBaHue;

2) onncaHve JaHHOro UccneaoBaHuns;

3) nOaHHble wuccnepoatens (amunusa, MMHA, OTYECTBO, MeCTO paboTbl, 3aHUMMaemMasi [AOMMKHOCTb,
cneumanbHOCTb, CTax paboTbl NO MNporpaMmam KIMHUYECKUX WCCREeAOBaHUM NeKapCTBEHHbIX MpenapaTos,
nepeyveHb KNMHUYECKNX nccneaoBaHnii NekapcTBEHHbIX NpenapaToB, B KOTOPbLIX OH NpuHMMan yvactue (nepuogpl
yyacTus) B Ka4ecTBe nccriegoBaTens unm concernegosaTens);

4) pesynbTaT [AaHHOTO WCCregoBaHWs (3aBeplueHve, NPUOCTaHOBMEHWEe Wy MpekpalleHne [aHHOro
nccrnegoBaHUs C yKasaHMeM MX MPUYMH U BIUSAHWMS Ha OLEHKY ero pesynbTatoB, OOLyl OLEHKY pucka wu
OXuUaaeMon nonb3bl OT MPUMEHEHUs UCCrneayeMoro fekapcTBEHHOro npernapaTta, a Takke npegnonaraemMble
OanbHenwne 4eNCcTeumsA).

8'. KnuHnyeckoe nccrnefoBaHue nekapcTBEHHOrO npenapaTta Afs MEAULMHCKOTO NMPUMEHEHUsI MOXeT BbITb
NPUOCTAHOBIIEHO WUIW NPeKpalleHo Mnpu MpPeAcTaBreHMM COOTBETCTBYIOLMM YMNONHOMOYEHHbIM heaepanbHbIM
OpraHoOM WCMOSTHUTENbHOW BacTW 3akMiOYEeHUs1 O MPOBEAEeHUN KIMHUYECKOrOo WUCCMeAOoBaHUsA C HapyLlleHUsIMU
npaBun Hagnexalen KNMHUYeCcKon NpakTukM, OCHOBAHHOIO Ha pes3ynbTaTax NpoOBEPKU AeATENbHOCTM OOHOW UMn
HECKOMNbKUX MeAMULMHCKMX OpraHusauui, KoTopble MpOoBOAAT KMAMHMYECKME UCCNefoBaHUs IeKapCTBEHHOro
npenapata Ana MeOUUWHCKOro rnpuMeHeHusa. PelweHne o0 npoBeAeHuUM  KIMHWYECKOro  uccrnefoBaHus
neKkapcTBEHHOro npenapara ans MeauuMHCKOro NpUMEHeHUs NoanexXuT oTMeHe PerucTpupyrowwmnmM opraHom fpu
npeacTaBneHuu B defeparnbHbld opraH UCMOMHUTENbHOW BNAcTU, OCYLLECTBASIOWNA PYHKUMU MO KOHTPOIO ©
Haas3opy B cdepe 34paBOOXPaHEHWsl, COCTaBIIEHHOrO MO pesynbTaTaM MpPOBEpPKN AeATeNbHOCTU OAHOWM Unu
HECKOMbKUX MeAMULMHCKMUX OpraHusauui, KoTopble MpOoBOAAT KMAMHUYECKME UCCNeaoBaHUs IeKapCTBEHHOro
npenapata AN MeOWUMHCKOrO MPUMEHEHUS!, 3aKMiYeHUs O BbISBIEHUM MNPy MPOBEAEHUN  KITMHUYECKOrO
nccrnenoBaHUs NekapcTBEHHOrO npenapata HapyLeHu NpaBun Haanexaluen KNMHUYEeCKOW NpakTuKK, BIUSIIOLLNX
Ha NOMHOTY 1 (MnM) AOCTOBEPHOCTb KIMHUYECKNX NCCNEeAOoBaHNN.

9. YNonHOMOYeHHbIM heaepanbHbli opraH UCMONHUTENbHON BRacTu onybnukoBbiBaeT U pa3melLaeT Ha
cBoeM odumumnansHom cante B ceTu "VIHTepHeT" coobLueHne 0 3aBepLueHnr, NPUOCTaHOBAEHUN NN NpeKpaLleHnn
KNUHUYECKOro UCCrefoBaHWs fekapCTBEHHOro nmnpenapata And MeaMUUHCKOrOo MNpUMEHEHWss B CPOK, He



NpeBbILaWnA NATM paboyunx QHEN CO OHS ero NosydeHusl, B yCTaHOBIIEHHOM MM Nopsigke.

10. YnonHomMo4eHHbIN eaepanbHbI opraH WCMONHUTENbHOW BNacTU OCYLLECTBMASET BeAeHWe peecTpa
nuccnegosaternen, NpoBOASALLNX NN NPOBOAUBLLUX KIUHUYECKME MUCCNEeAOoBaHUSA NekapCcTBEHHbIX npenapaToB And
MEeAMLIMHCKOr0 NPUMEHEHUS, B COOTBETCTBUN C YTBEPXKAEHHbIMU MM NpaBuiamMu M pasmellaeT ero Ha CBOeM
oduumnansHom cante B ceTu "VIHTepHeT" B YCTaHOBMEHHOM WM MopsiAike. YKasaHHbI PeecTp COAEepXUT
WHpopMaLmio, NpegyCMOTPEHHYI0 MYHKTOM 3 YacTu 8 HacTosILLEen cTaTby.

11. OT4eT 0 pesynbTaTax KIMMHUYECKOrO MCCReaoBaHWsi NeKapCTBEHHOro npenapara Ans MeguuuHCKOro
NPUMEHEHUA COCTaBnseTCs opraHusaunen, ykaszaHHon B yactu 3 ctatbk 38 HacToswero deaeparnbHOro 3akoHa,
Ha OCHOBaHWUM 3aKIMYEHUA MeAMLMHCKUX OpraHm3auun, NpoBOAMBLUUX 3TO UCCredoBaHWe, U npeacraBnseTcsa B
YMOMHOMOYEHHbIW dhefepanbHbI OpraH UCNONHUTENBHOW BNAcTW, BbIAABLUUIW pa3pelleHne Ha nNpoBedeHne 3Toro
nuccnegoBaHus, B CPOK, He MpeBblllaloWnii Tpex MecsueB CO OHS ero 3aBeplueHus, MPUOCTaHOBMEHUS WNn
npekpaLleHus, B nopsake, ycTaHOBNEHHOM YNOMHOMOYEHHbIM defepanbHbiM OpraHoM UCNONHUTENBHOW BNacTu.

12. HapyweHune npaBun Hagnexatllen KIMHUYeCcKon NpakTukn, danscnudmkauns pesynbTaToB KIMHUYECKOro
nccnenoBaHusa NeKkapcTBEHHOroO npenaparta gnst MeguUMHCKOro NPpUMEHEeHUsa BNeKkyT 3a cobon OTBETCTBEHHOCTb B
COOTBETCTBMU C 3akoHodaTenscTBOM Poccuiickon degepaunn.

13. lpuM npoBegeHUn KIMHUYECKOr0 WCCMeAOBaHUSA NEeKapCTBEHHOro mnpenaparta Ans MeguuUHCKOro
npuMeHeHus gonyckaeTcsa 3abop y naumeHToB Guonormdeckux marepmanos (06pasubl BMONOrMYecKknX XNaKocTew,
TKaHEeW, CEKPETOB U NPOOYKTOB XMU3HEOEeATENbHOCTM YenoBeka, (OU3NONOrMYEeCcKMX U NaToNorM4eckmx BblaeneHnn,
Ma3KoB, COCKODOOB, CMbIBOB, MWKPOOPraHu3MoB, OMOMCWWHBLIA MaTepuan) Ans WX u3dydeHus B Poccuickon
depgepaumm n (unn) 3a npegenamu Poccuinckon degepauun.

14. Tlopsigpok BBO3a B Poccuiickyto ®Pepgepaumio M BbiBo3a 3a npegensl Poccuiickon ®Pepepaunn
Guonorvdecknx MaTepuanoB, MOMYYEHHbIX MNPV NPOBEOEHMM KITMHWYECKOTO WUCCreoBaHUsl fekapCTBEHHOrO
npenapaTta Ans MeauLMHCKOro NpMMeHeHus1, yctaHasnueaeTcs NpasuTtenbctBom Poccuiickon deagepaumu.

Cratbsa 41. ﬂOFOBOp O nMpoBeAeHUn KriMHN4YecKoro mccriegoBaHuA nekKapCTBeHHOro npenapara gns
MeaAULUMNHCKOro npumMmeHeHus

1. KnMHu4yeckoe nccnegoBaHne NekapcTBEHHOro npenapata aAnsg MeavuMHCKOro NpMMEHEHUs NPOBOANTCA B
COOTBETCTBMM C [AOrOBOPOM O MPOBEAEHUU KITMHWYECKOro WCCNedoBaHWs NekapCTBEHHOro npenapara Aans
MEOMULMHCKOTO MPUMEHEHUS, 3aKkmioyaeMbiM MeXay opraHusauven, nonyyuBllen paspeLleHre YNnosTHOMOYEHHOro
benepanbHOro opraHa WCNONMHUTENbHOW BMACTWM Ha OpraHu3auuio nNpoBeAeHWs Takoro WccrnedoBaHud, U
MeAMLIMHCKON opraHu3aLmen, OCyLLEeCTBSIOWEN NpoBeaeHNE Takoro UCCneaoBaHUs.

2. [loroBop 0 nNpoBeAeHMM KIMHUYECKOro UCCRedoBaHUSA NeKapCTBEHHOro npenapata Ans MeauLMHCKOro
NpUMEHeHNs OOMKEH coaepXaTb:

1) ycnoBus n cpokun NpoBeaeHNs AaHHOIo UccneoBaHus;

2) onpegeneHve obuwer CTOMMOCTM MporpamMmbl OAHHOrO UCCNegoBaHWUst C  yKka3aHWeM CyMMbl,
npegHasHavaloLencs Ans BbinnaT uccrnegoBaTtenam, concenegoBaTensim;

3) onpegeneHve QOpMbl NPeACTaBneHMs pe3ynbTaToB [AaHHOMO WCCNEeAOBaHUA B YMOSHOMOYEHHbIN
deaepanbHbIi OpraH NCNOSTHUTENBHOW BacTL.

Crtatba 42. ®uHaHcOBOe obecneyvyeHue KIMHUYECKOro MUccrefoBaHUsA JieKapCTBEHHOro npenapara
Ans MeAULIMHCKOro NPUMeHeHus

duHaHcoBoe obecnedeHne KNMMHUYECKOro UCCredoBaHWUs NEeKapCcTBEHHOro npenaparta ana MeguuMHCKOro
NPUMEHEHNSA OCYLLIECTBISETCA 3a CYET:

1) cpencTe dhenepansHoro GroopxkeTa;

2) cpeacTs opraHusauumi, NonyyYmBLUNX paspeLleHe Ha opraHnsaumio NpoBeAeHMs AaHHOIo NCCneaoBaHus,
B COOTBETCTBMM C YCIOBUSIMW IOrOBOPA O €ro NpOBEeAEHNN;

3) MHbIX He 3anpeLLeHHbIX 3akoHodaTenbCcTBoM Poccuickon ®efepanmm NCTOYHMKOB.

Cratba 43. lpaBa nauMeHTOB, Y4acTBYHOLMUX B KIIMHMYECKOM MUCCNEeAOBaHUM JEeKapCTBEHHOro
npenapara Ans MeaAuLMHCKOro NpuMeHeHus

1. YyacTme naumMeHTOB B KIMHUYECKOM WCCMedOBaHUM JeKapCTBEHHOro npenaparta Ans MeavuMHCKOro
NpMMeHeHns BnAeTcs JOO6POBOSbHbIM.

2. MauuneHT unu ero 3akoHHbIN NpeacTaBUTENb JOMKEH OblTb HHPOPMUPOBAH B MMCbMEHHOWN hopMe:

1) o NnekapCcTBEHHOM MpenapaTte An9 MeAMLUHCKOrO NMPYMEHEHNS N CYLLHOCTM KIMHNYECKOro UccneaoBaHuns
3TOro nekapcTBeHHOro npenapara;

2) o 6e3onacHOCTU feKapCTBEHHOrO npenapata ANd MeAWUUHCKOrO MNPUMEHEHUs, €ero OoXunaaemomn
3a(pPeKTUBHOCTM 1 CTENEHN pUCKa ANS NauneHTa;

3) o6 ycrnoBusix y4acTusi naumMeHTa B KIMHUYECKOM WCCNeLOBaHUM JeKapCTBEHHOro npenapaTta Ans
MeAMLIMHCKOro NpUMEHEHMS;

4) 0 uenu unu Lenax n NPoaoIPKUTENBbHOCTU KITMHUYECKOro UCCeaoBaHWsa NeKkapCTBEHHOMO npenapara Ans
MeONLMHCKOTO NPUMEHEHNS;

5) 0 gencTBMsIX NauneHTa B criyvyae HenpeaBuaeHHbIX 3¢heKTOB BNUSHMSA NEKAaPCTBEHHOrO npenapaTa ang



MeLMLMHCKOro NMPUMEHEHMUS Ha COCTOSIHNE ero 300pPOBbS;

6) 06 ycnoBusix 06a3aTenbHOro CTPaxoBaHWs XU3HWU, 300POBbSA NaLUEHTa;

7) 0 rapaHTuaAX KOHUAEHUNANbLHOCTM yYacTusa nauueHTa B KNUHUYECKOM UCCneaoBaHMM NeKapCTBEHHOro
npenaparta anst MeguuUMHCKOro NpUMEHEHNS.

3. [HobpoBonbHoe cornacve nauuMeHTa Ha yyacTMe B KIMHUYECKOM WCCNefoBaHMM NeKapCTBEHHOro
npenapata Ansi MeOuUMHCKOro MpUMEHeHus noaTBepXXaaeTcs ero Mnoanucbid UnyM MOAMUCHI0 ero 3akOHHOro
npeacraBMTens Ha MHAPOPMAaLMOHHOM FINCTKE NauueHTa.

4. MMauneHT nnn ero 3aKOHHLIN NpeacTaBUTENb MMEEeT MNpaBO OTKa3aTbCsA OT Yy4yacTUs B KITMHUYECKOM
NccneaoBaHUM JfEKAapCTBEHHOrO npenapata Ans MeAMUMHCKOro NMpUMeHeHus Ha nobon cTagum npoBedeHus
Takoro uccrnenoBaHus.

5. MpoBegeHne KNMHNYECKOro MCCreaoBaHUS NEeKapCTBEHHOro npenapara Ans MeauuuHCKOro NpuMeHeHus
C yYyacTMeM B KayeCcTBe MaLUeHTOB AeTen AONYyCcKaeTcsl TONbKO C cornacusi B NMCbMEHHOW hopMe NX POAUTENEN,
ycblHOBUTENEN. [leTn MOoryT paccMaTpyBaTbCsl B KauyecTBe MOTEeHUManbHbIX MaLWEHTOB Takoro MCCriefoBaHus,
TONbKO €Crnin ero nposegeHne Heobxoaumo AN yKpenneHus 340poBbsa AeTen unu npounakTukm MHAEKLNOHHBIX
3aboneBaHni B OETCKOM Bo3pacTe nubo ecnv Lenbi Takoro MCCrnefoBaHus SABMSETCA MOMyvyeHue AaHHbIX O
Hanny4len JO3NPOBKE NEKAapCTBEHHOrO npenapara Ansa nevyeHus geten. B aTnx cnyyasax TakoMy MCCregoBaHUio
OOJDKHO  MpeflecTBOBaTb  KIIMHUYECKOE WUCCredoBaHWE JEKapCTBEHHOrO npenapata  Ans  MegULUHCKOro
NPUMEHEHMS Ha COBEPLUEHHONETHUX rpaXKgaHax, 3a UCKIOYEHMEM CnyvaeB, ecriv UccneayemMblii IeKapCTBEHHbIN
npenapat Ana  MEeOULMHCKOTO  MPUMEHEHUs  MnpedHasHadeH  MCKMYUTENbHO  Afs  MCMONb30BaHus
HeCOBEpPLUEHHONETHUMU FpaXxaaHaMu.

6. 3anpewaeTcsa npoBeAeHE KIMHUYECKOrO UCCreaoBaHUsl NekapCcTBEHHOro npenapara Ans MeauumnHCcKoro
NPUMEHEHMS C y4acTMeM B Ka4yeCcTBE NaLUeHTOB:

1) oeTen-cmpoT n AeTewn, ocTaBumnxcs 6e3 nonevyeHnss poautenen;

2) XeHWWH B nepuon OepemMeHHOCTW, XEHLUH B MEepWod FPYyAHOro BCKapMIIMBaHUS, 3a MWCKITHOYEHUEM
crny4aeB, eCcnv MpPOBOAMTCS KIMHMYECKOE MCCrenoBaHWe IeKapCTBEHHOro npenapara, npegHasHayeHHoro Arnis
YKa3aHHbIX >KEHLLUWH, MpU YCIOBMM HEOBXOOUMMOCTM MnonyvyeHust MHGPOpMaLMM TOMbKO BO BpPeEMS MNPOBEAEHMS
COOTBETCTBYIOLNX KITMHUYECKMX WCCMNEAOBAHUN U MPUHATUS BCEX HEOOXOOUMBIX MEpP MO WUCKITHOYEHMIO puUcka
HaHeCeHWs1 Bpeaa XeHLMHe B nepuop 6epeMeHHOCTH, KEHLUHE B NEPUOA rPYAHOro BCKapMiMBaHus, niogy unm
pebeHky;

3) BOEHHOCNYXXaLLUMX, 3@ UCKIIOYEHNEM CIyYaeB NPOBeAEeHUS KITMHUYECKOro MCCNeaoBaHWs NIEKapCTBEHHOIO
npenapaTa, crneuuanbHO pa3paboTaHHOro Ans NPUMEHEHUSI B YCIOBUSX BOEHHbIX AENCTBWIA, Ype3BblYalHbIX
cUTyauun, NpouNakTUkn U nedeHnss 3aboneBaHW U MOPaKEHUN, MOMYYEHHbLIX B pe3ynbTaTte BO3AENCTBUS
HeGnaronpuUsaTHbLIX XUMUYECKMX, BUONOrMyecknx, pagnaumoHHbix daktopoB. KnnHnyeckoe mccrnegoBaHne Takoro
NnekapcTBEHHOro npenapara MOXeT MNpOBOAUTLCA C yvyacTMeM B KayeCTBE NauWEeHTOB BOEHHOCMyXKalluux, 3a
UCKINIOYEHMEM BOEHHOCHMYXKALLMX, MPOXOAALUUX BOEHHYK cnyxby no npusbiBy, ¢ cobniogeHunem TtpeboBaHui,
YCTaHOBMEHHbIX HacToALMM deaeparnbHbIM 3aKOHOM B OTHOLLEHUN FpaXaaHCKMX nuu;

4) cOTpPY4HMKOB NPaBOOXPAHUTENBbHBIX OPraHoB;

5) nuu, oTGbLIBaOWMX HaKazaHMe B MecTax NUEHUs CBOOOAbl, a Takke NUL, HaxoasLWMXcsa No4 CTpaxen B
CneacTBEHHbIX N30MsTopax.

7. JonyckaeTcsa nNpoBefeHne KINMHUYECKOro UCCeAoBaHNS fIeKapCTBEHHOrO npenapara Anst MeauumnHCKoro
NPUMEHEHUS, NpeAHa3HauYeHHOro Anis NevYeHnst NCUXMYecKnx 3aboreBaHUn, C y4acTMeM B KayecTBe MauMeHTOB
nay ¢ ncuxumyeckumun  3aboneBaHMsIMM, NPU3HAHHbLIX HeOeecnocobHbIMM B Mopsigke,  YCTaHOBMEHHOM
3akoHogartenscTBoM Poccuiickon ®epepauun. KnuHnyeckoe mccrnenoBaHne nekapcTBEHHOro npenapata B 3TOM
cny4yae npoBoAUTCS NPU HAaNMYUKU Cornacus B MMCbMEHHON hopMe 3aKOHHbIX NpeAcTaBUTENEn Yka3aHHbIX nuu,.

CraTbs 44. O6s3aTenbHoe CcTpaxoBaHue XXU3Hn, 340poBbA nNauneHTa, ydyactesyrowero B KIMHN4YeCKOM
nccrnegoBaHuUu nekapcTteBeHHOro npenapara agna MeguumMHCKoOro npumMmeHeHusA

1. OpraHusauusi, NonyymBLIas paspelleHne Ha OopraHu3auuio NpoBedeHUs KIMHWYECKOro WCCrefoBaHus
rniekapCTBEHHOro npenapaTa Afns MeAUUMHCKOro npumeHeHus, obs3aHa B kavyecTBe CTpaxoBaTens CTpaxoBaTb
PUCK MPUYMHEHMS Bpeda KWU3HW, 340POBblO MauueHTa B pesynbTaTe NpoBeAeHUs KIMHUYECKOro uccrnegoBaHus
rnekapCTBEHHOro npenapaTta Afns MeAULMHCKOro MpUMEHEHMS 3a CBOW CYeT NyTeM 3akfioyeHus Jorosopa
0653aTenbHOro CTpaxoBaHus.

2. O6bekToM 06s13aTenbHOr0 CTPaxoBaHUS SABNSETCA UMYLLECTBEHHbIN MHTEPeC nauueHTa, CBA3aHHbIA C
NPUYMHEHVEM Bpeda €ro XWM3HW WU 340pPOBbl0 B pes3ynbTaTte MNpOoBedeHMsT KIMHWYECKOro uccregoBaHust
nekapCTBEHHOro npenaparta Ans MeguumMHCKOro NPUMEHEHNS.

3. CTtpaxoBbiM criyyaem MO [OroBopy o6si3aTenbHOro CTpaxoBaHWS SBMASETCA CMepTb MNauueHTa unu
yXyglweHne ero 340poBbsi, B TOM 4ucre Briekyliee 3a COOOW yCTaHOBMEHME WHBanMAHOCTWU, NPW Hanmuyuu
NMPUYMHHO-CIEACTBEHHOW CBA3W MEeXAy HacTynfieHMem 3TOro cobbiTud M ydacTMemM nauveHTa B KIUHWYECKOM
nccnefoBaHMM NekapcTBEHHOrO npenapara.

4. TpeboBaHusi 0 BO3MeELLEHUN Bpeaa, NPUYNMHEHHOTO XU3HW UMW 340POBbI0 NauueHTa, NPeabsBNAOTCA B
TeYeHMe CPOKOB MCKOBOM AABHOCTU, YCTAHOBIEHHbIX FpaXaAaHCKMM 3aKoHO4aTeNbCTBOM.

5. Pasmep cTpaxoBoi BbinnaTel No AOroBopy 0683aTeNbHOro CTpaxoBaHUs COCTaBNSAET:

1) B cnydae cmepTV naumMeHTa fABa MUMMMOHA pybren Ha Kaxaoro naumeHTa, y4YacTBOBaBLUEro B
KIMMHWYECKOM MCCrefoBaHMM NekapCcTBEHHOro npenapara;



2) Npu yXy4LweHnn 300poBbs NauneHTa:

a) nosnekwem 3a cobon ycTaHOBNEHWE UHBaNMAHOCTW | rpynnbl, OOUH MUIFIMOH NSATLCOT ThicAY pybnen Ha
Kaxgoro nauueHTa, y4acTBOBaBLUErO B KIIMHUYECKOM UCCEeLOBaHUN NekapCTBEHHOro npenapara;

6) noenekweMm 3a cobow ycTaHoBneHWe WHBanuaHoctu Il rpynnbl, oAuH MWMAAMOH pyBnen Ha Kaxaoro
naumeHTa, y4acTBOBABLLEro B KMMHMYECKOM MCCNeA0BaHUKN NieKapCTBEHHOMo Npenapara;

B) nosnekwem 3a cobon yctaHoBneHuve uHBanuaHocTtu Il rpynnbl, NATLCOT ThicAY pybren Ha Kaxgooro
naumeHTa, y4acTBOBABLLEro B KMMHMYECKOM MCCNEeA0BaHUN NieKapCTBEHHOro Npenapara;

r) He NoBreKLWweM 3a coObON YyCTaHOBMEHMS MHBANUAHOCTU, He Bonee Yem TpucTa Thicad pybnen Ha KaXxaoro
naumeHTa, y4acTBOBABLLEro B KIIMHUYECKOM MCCIefOoBaHNM FIEKapCTBEHHOrO npenapaTa, UCXOAs U3 HOPMaTKBOB,
OTpaXkalwLLMX XapakTep U CTEeMeHb MOBPEXOEHUS 340pPOBbsl, a Takke (aKkTUYeCKM MOHECEHHbLIX MaLMEHTOM
pacxodoB, BbI3BaHHbIX MOBPEXOEHWEM 300POBbS, HA MEOUUMHCKYH MOMOLLb, NPUobpeTeHne NeKapCTBEHHbIX
npenapaTtos.
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7. Cpok poroBopa o06s3aTenbHOro CTpPaxoBaHWs He MOXeT ObiTb MeHee, 4YemM CpPOK NpoBeAeHUs
KNUHUYECKOro nccrefoBaHnsa nekapcTseHHoro npenapara.

8. Ycnosusa gorosopa obs3aTenbHOro CTpaxoBaHus, B TOM YUCHe CTpaxoBble Tapudbl No obssaTenbHOMY
CTpaxoBaHWIO, MnepevyeHb HeobXoAMMbIX [OOKYMEHTOB [AfS OCYLECTBNEHUS CTPaxoBOW BbINMAAaThbl, MNOPSAOK
YCTaHOBMEHUS  cTpaxoBaTeneMm  UHOAMBUAYaNbHOMO  MAOEHTUMWKALMOHHOIO  Koda  nauueHTa,  nopsgok
MHOPMNPOBAHMSA  CTpaxoBaTeneM CTpaxoBLiMKa O TMPUBMEYEHHbIX K  KIMHWUYECKOMY  MCCregoBaHuio
nekapcTBeHHOro npenapata Ansg MeQULMHCKOro NMPUMEHEHUs naumneHTax, MopsaoK ynnaTtbl CTPaxoBOW Npemuu,
nopsaoK peanusauny onpeferneHHbiX HacToawmM PefepanbHbiM 3aKOHOM U ApYyruMu dbefeparnbHbIMU 3akoHaMu
npaB 1 06A3aHHOCTEN CTOPOH MO AOroBOpPY 0OA3aTenbHOro CTPaxOBaHWs, a TakkKe HOpMaTvBbl, OTpaxatolime
Xapaktep W CTefneHb MOBPEXAEHVA 3[40pOBbs, YCTaHaBNMBAKTCA TWMOBbIMW MpaBunamu obsasaTtenbHoro
CTpaxoBaHwMs.

9. B cnyyae npuvyunHeHus Bpeda XW3HU MNaumeHTa, Yy4acTBOBaBLUErO B KIMHWYECKOM WCCNefoBaHUu
nekapCTBEHHOro npenapara, Bblirogonpuobperarensamu no JoroBopy o6a3aTenbHOro CTpaxoBaHWs SBMSATCA
rpaxaaHe, umeroLme Npaso Ha Bo3MeLLeHe Bpeaa B Criyyae CMepTu KOpMunbLa B COOTBETCTBUN C rpaxdaHCKUM
3aKoHodaTenbCTBOM, MPU OTCYTCTBUM Takux rpaxpgaH - poauTenwn, cynpyr, AeTM YyMepllero nauueHTa,
y4yacTBOBaBLUEro B KIMWHWYECKOM WCCIeAOBaHUN JeKapCTBEHHOro npenapara, B criyyae CMepTu nauuneHTa,
y4acTBOBaBLLEro B KNWHUYECKOM WCCrefoBaHUN NekapCTBEHHOro npenaparta u He MMEBLLEro CaMOCTOATENbHOIo
[oxoaa, - rpaxgaHe, Ha WKANBEHWUN KOTOPbIX OH HAxXOAWMCS, B OTHOLLEHUN BO3MELLIeHNS pacxoaoB Ha norpebeHne
naumeHTa, y4acTBOBaBLLErO B KNMHMYECKOM UCCNeaoBaHUM NeKapCTBEHHOro npenapara, - fimuo, noHecllee takue
pacxofpl.

10. CTtpaxoBas BbIMnaTa B CYET BO3MELLEHUs Bpeaa, NPUYNMHEHHOrO XU3HW NauueHTa, y4acTBOBaBLUErO B
KIMTMHWYECKOM WCCNeAoBaHUM NeKkapCTBEHHOro npenapaTa, pacnpefenseTcd Mexay Bbirogonpuobpertatensmu
NPONOPLMOHanbHO UX KONIMYECTBY B PaBHbIX AOMSAX.

11. Tpwn HacTynneHun CTPaxoBOro Cry4vas MauueHT, y4yacTBOBaBLUMMA B KIMHUYECKOM MWCCNeaoBaHWM
nekapCcTBEHHOro npenaparta, BblrogonpuobpeTaTens BrnpaBe MNpegbsBUTb HEMNOCPEeACTBEHHO CTPaxOBLUMKY
TpeboBaHMe O BO3MeLLeHUWM NpuyYnHEHHOro Bpepa. CTpaxoBasd BbinnaTa OCYLECTBMASAETCH CTPaxOBLUMKOM B
TeyeHne TpuauaTM OHEW CO [AHS nNpeacTaBneHuns HeobxoauMblX AOKYMEHTOB. [laumeHT, yyacTBOBaBLUMI B
KMMHWYECKOM WCCMeAoBaHMM NeKapCTBEHHOro npenapaTa, unu BbirogonpuobpeTtatens o6s3aH  coobwuTtb
CTPaxoBLUUKY A51S OCYLLECTBMNEHUSA CTPaxoBOW BbINNaTbl MHAUBUAYaNbHLIN MAEHTUMUKALUOHHLIA KOA NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTernieM B COOTBETCTBMM C TUMOBLIMU NpaBnnamMmu o6s3aTenbHOro CTPaxoBaHus.

12. [Jo nonHoro onpegerneHns pasmepa MNOANexallero BO3MELLEHUIO Bpeda CTPaxOBLUMK MO 3asBMEHUIO
naumveHTa, y4acTBOBaBLUEro B KNWHWYECKOM WCCNeaoBaHMM NeKapCTBEHHOro npenapara, Wnu 3asBrieHuto
Bblrogonpuobpetatens BrnpaBe OCYWECTBUTb 4YacTb CTPaxOBOW BbINMaTbl, COOTBETCTBYIOLLYID dakTU4ecku
onpeaeneHHon YacTu NPUYNHEHHOTo Bpeaa.

13. CTtpaxoBas BbiNnata B COOTBETCTBMM C AOrOBOPOM 06s3aTenbHOro CTpaxoBaHWs OCYLLEeCTBRsSeTCs
He3aBMCMMO OT BbIMMaT, MPUYUTAIOLLMXCA MO APYrMM BUAEM CTpaxoBaHUS.

14. He ponyckaetcs ydvacTMe nauueHTa B MNPOBEAEHUN KITMHWUYECKOro WCCIedoBaHUa JeKapCTBEHHOro
npenapaTa npu oTCyTCTBMM AOrosopa o653aTefnibHOro CTpaxoBaHus.

15. KoHTporb 3a WCMOMHEeHWEM opraHusauunein, MoryymBLLIEN paspelleHve Ha opraHusauuio nposefeHus
KIMMHNYECKOTO UCCrefoBaHUs rekapCTBEHHOro npenaparta Ansg MeAUUMHCKOro MPUMEHEHUs!, YCTaHOBIEHHOW
HacTosiWen ctaTben 06593aHHOCTM NO 0b6s3aTenbHOMY CTPaxOBaHUIO XM3HW, 300POBbS NauMeHTa, y4acTBYHOLLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM  MCCMNedOBaHWM  NeKapCTBEHHOro  npenaparta,  OcyliecTBnseTcs
YNONHOMOYEHHbIM deaepanbHbIM OpraHOM WUCMOMHUTENbHOW BracTu, BbliOABLUMM paspelleHve Ha npoBedeHune
KNMHNYECKUX UCCef0BaHUN NekapCTBEHHbIX NpenapaToB Ans MeOULMHCKOTO NPUMEHEHNS.



nasa 8. NTPOU3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbBIX CPEOCTB
CtaTbs 45. [Ipon3BoACTBO NeKapCTBEHHbIX CPeACTB

1. NpoM3BOACTBO NEKAPCTBEHHbIX CPEeACTB OOMKHO COOTBETCTBOBaTb TpeboBaHWAM MpaBun Hagnexallen
NPOV3BOACTBEHHOW MNPAKTUKN, YTBEPXKOEHHbIM YMNOMHOMOYEHHbIM defeparnbHbiM  OpraHoM UCMOMNHUTENBHOWN
Bnactn. OcobeHHOCTU nepexoda MpOM3BOACTBA OTAESbHbIX JEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMs MM NpaBuIT  Haanexaile npouM3BOACTBEHHONM MPaKTUKM  yCTaHaBMBAKOTCS
MpasutenbctBoM Poccuiickon ®eaepauuu.

Bblgaya 3akm4YeHun O COOTBETCTBUM MPOU3BOAUTENS] NEKApPCTBEHHbLIX CPEACTB TpeboBaHMAM nNpaBuil
Hagnexallen npoM3BoACTBEHHOW NPaKTUKM OCYLLIECTBIISIETCA MO pe3dynbTatamM MHCNEKTUPOBaHUS Npon3BoauTenen
NeKapCTBEHHbIX CPeACTB B nopsigke, yctaHoBreHHOM [lpasutensctsoM Poccunckon ®epepaunn. Pasmep nnatbl
3a Bblgady 3ak/loYeHUs O COOTBETCTBUM MNPOU3BOOMTENS FNEeKapCTBEHHbIX CpeacTB TpeboBaHMsM nNpaBun
Hagnexallem npoM3BOACTBEHHOM MNpakTMkK YycTaHaenueaetca [lpaButensctBom Poccunckon ®epepaunn.
Mopsgok opraHM3auMm U NPOBEAEHUS MHCMEKTUPOBaHUS MNPOU3BOAUTENEN JeKapCTBEHHbLIX CPeacTB Ha
COOTBETCTBME  TpebOBaHMAM  npaBui  Hagnexalwlen Mpou3BOACTBEHHOM  MPaKTUKM  yCTaHaBNMBAETCS
MpaButenbctBom Poccunckon ®epepaunn.

2. MNpon3BoaCTBO NekapCcTBEHHbIX cpeacTs B Poccuiickon degepaumm OCyLECTBNSAETCA NMPOU3BOANTENSMN
NeKapCTBEHHbIX CPeacTB, MMEKLWNMU FNLEH3NI0 Ha NPOU3BOACTBO JflEKapCTBEHHbLIX cpeacTs. lMoaTrBepxaeHue
COOTBETCTBUA NuLEH3uaTta npasunam Hagnexallen fnpou3BOACTBEHHOW MNPaKTUKU OCYLLECTBASETCS B pamMkKax
NULEH3NOHHOIO KOHTPONSA B COOTBETCTBUM C 3akoHodaTenbCcTBoM Poccuiickon ®efepauum ¢ ydeTom
0COBGEHHOCTEN, yKa3aHHbIX B 4acTh 1 HacTOsLLEN CTaTbM.

3. Npon3BOACTBO NEKAapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA ¢ cobniogeHnem TpeboBaHUA MPOMbILLITEHHOTO
pernameHTa, KOTOPbIA YTBEPXOAAETCA PyKOBOAMTENEM MPOM3BOAUTENS JEKAPCTBEHHbLIX CPEACTB M BKIOYaeT B
cebsa nepeyeHb uUcnonb3yemblx apMaueBTUYECKMX CYOCTaHUMA U BCMOMOraTesflbHbIX BELLECTB C YKa3aHUEM
KONM4yecTBa Kagoro u3 HuX, AaHHble 06 ncnonb3yemom o60pyaoBaHUKM, ONUCAHUE TEXHOITOMMYECKOro npouecca u
METOL0B KOHTPOJIS Ha BCEX 3Tanax NpoM3BOACTBa JIEKAPCTBEHHbIX CPeacTB.

4. TlpM npou3BOACTBE IJIEKAPCTBEHHbIX CPEACTB UCMONb3ylTCA dapmaueBTuyeckue cybctaHumm,
BKMOYEHHbIE B rOCYOApCTBEHHbIN pPEeCTp feKapCTBEHHbIX CPeAcTB, 3a WCKMYeHMeM apmaueBTUYeCKnX
cybCcTaHuMn, NpoM3BOAUMbBIX [ANs NPOBEAEHUS KIIMHUYECKMX MWCccrefoBaHui u anga akcnopta. K npoueccy
npovsBoacTBa (papmaLeBTU4ECKOM CybCTaHUMM OTHOCATCS nobble CcTagunm TEXHOMOrMYeckoro mnpoecca,
MO3BONSIOLLME MOMYYUTb FOTOBbIN MPOAYKT, COOTBETCTBYHOLWMN TpeboBaHMAM ¢apMakonerHon cTaTbW, B TOM
yucrne pepmMeHTaLns, IKCTPaKLMS, O4YMCTKA, BblAeneHne, nepekpuctTannmnsaLms, BolCyLUMBaAHNE, N3MENbYEHNE.

4') TpeboBaHua Kk 0Obemy Tapbl, YMakoBKE, KOMMIIEKTHOCTU OTAESIbHbIX JEKAapCTBEHHbIX MpenapaToB
ycTaHasnumeatoTca Npasutensctsom Poccuinckon degepauun.

5. BanpeulaeTcs NpoOM3BOACTBO:

1) nekapCTBEHHbIX CPeACTB, He BKIOYEHHbIX B rOCyJapCTBEHHbLIN peecTp NekapCTBEHHbIX CpeacTB, 3a
WCKIMIOYEHMEM JEKapCTBEHHbLIX CPEACTB, NPOU3BOAMMBLIX ANSA MNPOBEAEHUS KIMHUYECKUX UccrnegoBaHui u Ons
3KCnopTa;

2) hanbcmdurumMpoBaHHbIX NeKapCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTs 6e3 NUUEH3Nn Ha NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapyLleHWEM npaBuil OpraHM3auun NPOM3BOACTBA M KOHTPOSS KayecTBa
NeKapCTBEHHbIX CPeaCTB.

6. lNpn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpaKgaHCKUM OOOpPOT YNMONIHOMOYEHHOE NULUO MPOoM3BOAUTENS
NEeKapCTBEHHbIX CPEeACTB OCYLLECTBMSIET NOATBEPXKAEHNE COOTBETCTBUS NEKAPCTBEHHbIX CPpeacTB TpeboBaHMAM,
YCT@HOBMEHHBIM MNPU WX T[OCYyQapCTBEHHOW perucTpauun, W rapaHTUpyeT, 4YTO JlieKapCTBEHHble cpeacTea
npov3BeaeHbl B COOTBETCTBMM C TPeOOBaHUSIMY MPaBuU Haanexallen npon3BoACTBEHHON NPAKTUKMN.

7. YNOMHOMOYEHHbIM JMLOM NPOU3BOAMTENS IEKApPCTBEHHbLIX CPEACTB sBNsSeTcAa ero  paboTHUK,
aTTeCTOBaAHHbIN B YCTAHOBMIEHHOM YMOMHOMOYEHHbIM dheepanbHbiM OPraHoM UCNONTHUTENBHOW BNACTU NOPSAKE U
UMEeLMA cTa paboTbl HE MeHee 4YeM nATb neT B obnacTm npou3BoAcTBa M (MNIM) KOHTPONS KadvecTBa
NEeKapCTBEHHbIX CPeacTB, Bbicliee obpa3oBaHME COOTBETCTBEHHO MO OAHOMW M3 chneuuanbHOCTEN U (Mnn) ogHOMY
N3 HanpaBfeHW NoAroToBKN: Bronorus, GUOTEXHONOIMS, BETEPUHAPUS, KITMHUYECKas MeauuuHa, pagnalmMoHHas,
XMMmyeckass u Obuomnornyeckas 3awmrta, dapmauus, dyHOaMeHTanbHas MeAuUUHa, XUMUYecKkast TEXHOIOorus,
XUMUS.

8. lNMpousBoauTenn nekapcTBeHHbIX CPeACTB MOryT OCYLUECTBNATb MPOAaxXy NeKapCTBEHHbIX CPeacTB umm
nepeaasaTb MX B YCTAHOBIIEHHOM 3akoHoAaTenbcTBOM Poccuiickon deaepalimm nopsake:

1) opyrum npou3BoaANTENSIM NeKkapCTBEHHbIX CPeaCcTB AN NPOM3BOACTBA NEKapCTBEHHbIX CPeacTB;

2) opraHusauusam onTOBOW TOProBu NekapcTBEHHbIMU CPeACcTBaMu;

3) anTeyHbIM  OpraHu3auuMsiM, BETEPMHAPHbIM  anTeYHbIM  OpPraHM3auusiM,  UHOUBMAYAIbHbIM
npeanpuHMMaTenaM, WMELWNM JIMUEH3NI0 Ha (apMaueBTUYECKYD OEeATENbHOCTb WM JIMUEH3UI0  Ha
MELMLMHCKYHO AEeSATENbHOCTb;

4) Hay4HO-UCCNeaoBaTENbCKUM OpraHM3aLmaM Ans Hay4yHO-UCCreqoBaTenbCKonm paboThl;

5) MeOUUMHCKUM OpraHmn3aumsiMm U BeTEPUHaPHbIM OpraHn3aLmsaM;

6) opraHusauusam, ocyLLEeCTBAIOLWNM pa3BeeHne, BblpallnBaHe U COAEePKaHUe XUBOTHbIX.



CtaTbs 46. MapkupoBKa rieKapCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenaparTbl, 3a UCKMIOYEHWEM NeKapCTBEHHbIX NpenapaToB, M3roTOBMEHHbLIX anTeYHbIMU
opraHmsaumsamu, BeTepuMHapHbIMWU  anTeYHbIMW  OpraHusauusMy, WHOUBMAYaNbHbIMWU  NpeAnpUuHMMaTENSMU,
NMELUMK NULIEH3NI0 Ha hbapMaLeBTUYECKYI0 AeaTeNbHOCTb, AOIMKHBI NOCTYNaTh B obpalleHue, ecnu:

1) Ha MX NEepBMYHOW YMNaKOBKE (3a WCKIMIOYEHWEM MEPBUYHON YMaKOBKM MEKAPCTBEHHbLIX PaCTUTENbHbLIX
npenapaToB) XOPOLWIO YMTaembliM LIPUEDTOM Ha PYCCKOM NA3blke YKa3aHbl HauMeHOBaHWEe NeKapCTBEHHOro
npenapaTta (MexgyHapogHOe HemnaTeHTOBaHHOe, WM  [PYMNMPOBOYHOE, WM  XMMWYECKoe, WM TOprosoe
HaumeHOBaHVe), HOMep cepwun, AaTta Bbinycka (ANsS UMMYHOOMOMOrMYECKUX MeKapCTBEHHbIX NpenapaTos), CPoOK
FOAHOCTK, AO3NPOBKA UMW KOHLEHTPaLmMs, 06bem, akTMBHOCTb B eAMHNLaX OEVCTBUSA UM KONNYECTBO A03;

2) Ha nx BTOpUYHOM (MOTPEBUTENBCKON) YyNakoBKE XOPOLLO YNTAaeMbIM LLPUDTOM Ha PYCCKOM SA3bIKE yKa3aHbl
HaumeHOBaHVWe NneKapCTBEHHOro npenapata (MeXAayHapogHoe HemnaTeHTOBaHHOe, UMW rpynnupoBOYHOE, UMK
XMMUYECKOE N TOProBOE€ HauMMEHOBaHWs), HaMMEeHOBaHMEe NPOW3BOAUTENS MEeKapCTBEHHOro npenapara, Homep
cepun, gaTta BbiNycka (AN MMMYHOBMOMNOrMYECKUX IeKapCTBEHHbIX MpenapaToB), HOMEP PEermcTpauuoHHOro
YAOCTOBEPEHUsi, CPOK FOAHOCTU, cnocob MpuMMEHeHus, OO3MpPOBKa WM KOHUEHTpauusi, 06beM, akTMBHOCTb B
eguHuuax denctBns nmMbo KONMMYecTBO [03 B yMNakoBKe, fekapCcTBeHHas dopma, YCroBus OTMycKa, YCroBus
XpaHeHus, npegynpeavTenbHble Hagnmcu.

2. ®apmaueBTnyeckme cybcTaHLMM OOMMKHBI NOCTyNaTb B OobpalleHne, ecrnv Ha UX NepBUYHOWN YMNakoBKe
XOpOLWIO YMTaemMbiM LIPUEDTOM Ha PYCCKOM HA3blke YyKasaHbl HavMeHoBaHue dapmaueBTU4ecKon cybcTaHumm
(MexgyHapoaHoe HernaTeHTOBaHHOe, Wnu rpynnMpoBOYHOE, WM XUMUYECKOE U TOProBoe HauMeHOBaHWS),
HaumeHoBaHVWe mnpousBoauTens dapMaueBTMYeckon CcybcTaHuuM, HOMep cepuM U Jata  W3roTOBMEHWS,
KONMYECTBO B YNAKOBKE N €ANHULIbI U3MEPEHNST KONNMYECTBA, CPOK NOAHOCTU N YCITOBUSA XPaHEHUS.

3. NekapcTBeHHble cpeAcTBa B KayecTBe CbIBOPOTOK [AOKHbI MOCTynaTb B obpalleHne C ykasaHuem
XXMBOTHOTO, U3 KPOBM, NNa3Mbl KDOBW, OPFraHOB 1 TKAHEW KOTOPOrO OHW MOJTyYeHbI.

4. Ha BTOpMYHYIO (NOTPEOMTENbCKYI0) YNAKoBKY NEKapCTBEHHbIX CPEACTB, MOJYYEHHbIX M3 KPOBW, Nnasmbl
KpOBW, OPraHoOB 1 TKaHEeN YernoBeka, JOMMKHA HaHOCUTBLCA Hagnuek: "AHTuTena k BUY-1, BUY-2, k Bupycy renaturta
C 1 NOBEpXHOCTHLIN aHTUreH BUpYca renatuta B otcyTcTByoT".

5. Ha nepBuyHyl0 ynakoBKy W BTOPUYHYIO (NOTPEOMTENbCKYI0) YNakoBKy pagnodapmaueBTU4ecKmX
neKapCTBEHHbIX CPEACTB AOIMKEH HAHOCUTLCA 3HAK pagnaunoHHONW ONacHOCTH.

6. Ha BTOpUYHYyl0 (NOTpebUTENbCKy) YNakoBKY romMeonaTUYecKUX MekapCTBEHHbIX MnpenapaToB AOIMKHA
HaHOCUTbCA Haanuck: "MomeonaTuyecknin®.

7. Ha BTOpu4YHylO (NOTpebuTENbCKYH0) YNaKOBKY FEeKapCTBEHHbIX pacTUTENbHbIX MNpenapaToB AOIMDKHA
HaHoCUTbCS Hagnuek: "MNpoaykumsa npoLuna paguaumoHHbIA KOHTPOMb".

8. Ha nepBuyHylo ynakoBky (ecnv AOnsi 3TOr0 CyLeCTBYeT TexHuU4eckas BO3MOXHOCTb) U BTOPUYHYIO
(noTpebuTenbckyto) ynakoBKy NekapCTBEHHbIX nNpenapaTos, npefHasHaYeHHbIX AN KMMHUYECKUX 1ccregoBaHni,
[OMMKHa HaHOCUTBLCA Hagnuek: "ONsa KNMHUYECKNX nccnegoBaHuin”.

9. YnakoBka nekapCTBEHHbIX CPEACTB, NMpefHasHa4YeHHbIX UCKIIOYUTENbHO ANS 9KCropTa, MapkupyeTtcs B
COOTBETCTBUM C TpeboBaHNAMM CTpaHbI-UMNopTepa.

10. Ha TpaHcnopTHyl Tapy, KOTopas He npegHasHaveHa Onsg notpebuTtenen M B KOTOPYH MOMELLEHO
nekapcTBeHHoe cpeAcTBO, AOMKHA HaHOCUTBLCA MHPOPMALIUA O HAMMEHOBaHUN, CEPUN NeKapCTBEHHOIO CPeACTBa,
Aate BblNycka, KonnyecTse BTOPUYHbLIX (NOTPEBUTENbLCKMX) YNakoBOK NeKapCTBEHHOro cpeacTsa, npoussoguTene
NnekapCTBEHHOro cpeacTBa C ykasaHMeM HavMEHOBaHWS M MEeCTOHaXOXOEHUSI NPOU3BOAUTENS JeKapCTBEHHOro
cpeacTea (agpec, B TOM Yucre ctpaHa 1 (unn) MecTto Npou3BOACTBa NeKapCTBEHHOMO CPeACTBa), a Takke O Cpoke
rOAHOCTU NEeKapCTBEHHOro cpeactBa M 06  YCrNoOBUSIX ero  XpaHeHuMss W NepeBO3KM, HeobxoauMmble
npegynpeanTernbHble HaANUCU 1 MaHUNYNSATOPHbIE 3HAKW.

11. Ha nepBuYHyl0 ynakoBKYy W BTOPWUYHYIO (NOTPEBUTENbLCKYK) YNaKoOBKY EeKapCTBEHHbIX CPeAacTB s
BETEPMHAPHOIo MPUMEHEHNSA AOMKHA HAHOCUTBLCA Haanuek: "na BeTepuHapHOro npumMeHeHns".

12. Ha BTOpMYHYI0 (NOTpebunTenbCKyo) yNnakoBKy NekapCTBEHHOro npenapara HaHOCUTCS LUTPUXOBOM KOA,.

. 'nasa 9. BBO3 JIEKAPCTBEHHbIX CPE[ICTB
B POCCUUCKYIO ®EAEPALINIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCMUCKOUN ©EOEPALIUN

Ctatbsa 47. lMopsgok BBO3a neKapCcTBEHHbIX cpeacts B Poccuickyro ®Pepepauuio U BbiBO3a
nekapcTBeHHbIX cpeacTB U3 Poccunckon degepaumum

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccuiickyto degepaumio OCyLLECTBASIETCS B NOPSAAKE, YCTAHOBIEHHOM
MpaButenbctBom Poccuinickon degepaumm, B COOTBETCTBUM C TAaMOXEHHbLIM 3aKOHOAATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3DC (ganee - TamoxeHHbI coto3) 1 (Unu) 3akoHogatenscTBoM Poccuiickon deanepaumm o
TaMOXXEeHHOM faene.

2. BBosumble B Poccuiickyio degepaumio nekapCTBEHHble cpeactBa [OMKHbl ObiTb  BKMAOYEHbI B
rocyfapCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB.

3. Honyckaetca BB03 B Poccuiickyto dPepepaumio KOHKPETHOW MapTUM 3aperucTpupoBaHHbIX U (Mnn)



He3aperncTpupoBaHHbLIX  NEKapCTBEHHbIX CPeAcTB, MpefdHasHadeHHbIX AN NpoBedeHUs  KIMHUYECKUX
UccneaoBaHUN  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEeAEHMSs1 3KCNEepTU3bl  NEKapCTBEHHbIX Cpeacts  Ans
OCYLLLECTBMEHUS rOCYAapCTBEHHOM perucTpauumn nekapcTBEHHbIX NMpenapaTtoB UNvM ANd oKasaHus MeauLUMHCKOM
MOMOLUM MO JKU3HEHHbIM TOKa3aHUAM KOHKPETHOro nauMeHTa Ha OCHOBaHMM paspelleHusi, Bbl4aHHOro
YMOMHOMOYEHHbIM dheepanbHbIM OPraHoM UCMOMHUTENBbHON BNACTU NO 3asdBMeHUAM NuL, YKka3aHHbIX B cTaTbe 48
HacTodwero ®depepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asdBneHuMsl U MpPUHATUE pelleHuMs O Bblgaye
paspeLleHns Ha BBO3 KOHKPETHOW MapTuUn 3aperucTpupoBaHHbIX U (MNK) HE3aperncTpmpoBaHHbIX NEKapCTBEHHbIX
CpeacTB, npedHasHayeHHbIX AN NPoBeAeHUs KIMHUYECKMX WCCNedoBaHUM neKapCTBEHHbIX npenapartos,
npoBefeHUa SKCMepTu3bl IeKapCTBEHHbIX CPeAcTB [Ans  OCYLECTBNEHWs rocydapCTBEHHOW perncrpauum
neKkapcTBEHHbIX MpenapaTtoB Unu Ans okasaHus MeOUMUMHCKOW NMOMOLLW MO XMU3HEHHbIM NoKa3aHUsAM KOHKPETHOro
naumeHta nmbo o6 oTkase B Bblgave yKasaHHOro paspelueHusi NMPOM3BOLATCHA B CPOK, He MPEBbILAWUA NATH
pabounx gHen. NnaTa 3a Bblgavy yka3aHHOMO pa3peLleHns He B3MMaeTCs.

4. B Poccuiickyto ®efepauunio MOXHO BBO3UTb NeKapCTBEHHbIE CpeaCcTBa, KA4eCTBO KOTOPLIX NOATBEPXAEHO
cepTudmnKaToM MPOU3BOAUTENS]  FIEKAPCTBEHHBIX CPEeACTB, YOOCTOBEPSIOWMM  COOTBETCTBME  BBO3UMbIX
NeKapcTBEHHbIX cpeacTB TpeboBaHuAM bapmakonenHbix ctaten nubo B crnyyae KX OTCYTCTBMSI HOPMaTMBHOW
OOKYMEeHTaLUM Nnm HOpMaTUBHOIO JOKYMEHTA.

5. Banpewaetca BBo3 B Poccuiickyito Pegepaumio danbcuurumMpoBaHHbIX eKapCTBEHHbIX CPEeAcTB,
HeobpoKayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NEeKAPCTBEHHbLIX CPEACTB.

6. danbcMdpuuMpoBaHHbIE NEKAPCTBEHHbIE CPeaCcTBa, HeLoOpOKaYeCTBEHHbIE feKapCTBEHHbIE CpeacTBa
noanexar U3bATUIO U NOCreayLeMy YHUHTOXEHUIO UNn BbliBO3Y M3 Poccuiickonn depepaumu, KOHTpadakTHble
neKkapcTBeHHble CPeACTBa - USBATUIO U NOCNeayLweMy YHUUTOXEHUIO. YHUUYTOXEHNEe nnn BbiBO3 U3 Poccuinckom
denepaumn danbcnULMPOBaHHbIX NEKAPCTBEHHbLIX CPeacTB, He4OOPOKAaYECTBEHHBIX JTEKAapCTBEHHbBIX CPEeAcTB,
KOHTpadaKTHbIX NeKkapCTBEHHbIX CPEeACTB OCYLLECTBNAETCH 3a CYeT nuvua, OCylleCcTBMBLUEro ux BBO3. [lopsaok
YHUUTOXEHNA N3BATLIX (PanbCUULNPOBAHHbIX NEKApCTBEHHbLIX CPEACTB, HEA4OOPOKAYECTBEHHbIX NTEKAPCTBEHHbIX
CpencTB, KOHTpadaKTHbBIX NEKAapCTBEHHbBIX CPeacTB ycTaHaBnuBaeTcs [paButensctBom Poccuiickon ®epepaumu.

7. Jlnua, ocywectBnawwme BBo3 B Poccuiickyto Pegepaumnio danbcndmumpoBaHHbIX JeKapCTBEHHbIX
CcpeacTB, HegobpOKaYeCTBEHHLIX JIEKAPCTBEHHbIX CPEACTB, KOHTPA(aKTHbIX JIEKAapCTBEHHbIX CPEACTB, HECcyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro cows3a u  (Mnm)
3akoHogarenscTBoM Poccuickon degepaumm 0 TaMOXEHHOM Aerne.

8. BbIBO3 nekapcTBeHHbIX cpeactB u3 Poccuiickon ®depepaumnm ocyulectensetcs 6e3 npumMmeHeHus
OFPaHMYEHUN,  YCTAHOBMEHHbIX  TAMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXEHHOro cow3a u  (unn)
3akoHogatenoctBoM Poccuiickon dPegepaumm O rOCYAapCTBEHHOM  PerynMpoBaHUM  BHELLHETOProBoK

Cratbsa 48. lOpuaunyeckne nuua, KOTOpPbIM pa3pelleH BBO3 JIeKaPCTBEHHbIX cpeacTB B Poccuickyto
dPepepauuio

JlexapcTBeHHble cpeacTtBa B Poccuiickyo Pefepaumio MOryT BBO3UTb:

1) npousBoouTeEnu neKapCTBEHHbLIX CpeacTB Ans uernen cobCTBEHHOro MNpPOM3BOACTBA fleKapCTBEHHbIX
cpencTs;

2) MHOCTpaHHblE pa3paboTYMKM NEKAPCTBEHHbBIX CPEACTB M UHOCTPaHHbIE NMPOV3BOAUTENN NEKAPCTBEHHbIX
CpeacTB unu  Apyrve lopuaudeckue nvua Mo MopyqeHuio pas3paboTymka FekapCTBEHHOro cpeacTBa  Aansd
NPOBEAEHUS KINMHUYECKUX WCCReOBaHUM FeKapCTBEHHOrO rMpenapaTta, OCYLECTBMEHUS ToCy4apCTBEHHOW
peructpaumMmM nekapCTBEHHOIO npenapaTa, BKIOYEeHWUs (hapMaueBTUYECKON CyOCcTaHuuM B roCydapCTBEHHbIV
peecTp fekapCTBEHHbIX CPEACTB, KOHTPONS KayecTBa FEKapCTBEHHbIX CPEACTB NPW Hanuyuu paspeLueHust
YNOSTHOMOYEHHOro hefeparnbHOro opraHa MCMOMHUTENbHOW BNacTy Ha BBO3 KOHKPETHON NapTUW fiekapCTBEHHbIX
cpencTs;

3) opraHm3auum onToBOW TOProBNM NeKapCTBEHHLIMWN CPeaCTBaMu;

4) HayyHO-uccriefoBaTenbCkMe opraHu3auun, obpasoBaTenbHble OpraHuM3auuu Bbicllero obpasoBaHus,
npoussoguTeny nekapCTBEHHbIX CpeacTB Ans paspaboTku, nccnegosBaHui, KOHTponsa 6e3onacHOCTH, KavyecTsa,
3P PEKTUBHOCTN NEKAPCTBEHHbIX CPEACTB MPU HanuuMu paspeLleHns ynoriHOMOYEHHOro defdepansHOro opraHa
NCMNOSHUTENbHOW BNacTu;

5) MeguuMHCKME OpraHu3auuu, MHble ykasaHHble B MyHKTax 1 - 4 HacTosLlen cTaTbyM opraHusauuu ans
OKasaHWsi MeAMLMHCKOM MOMOLLM MO XM3HEHHbIM MOKa3aHMAM KOHKPETHOrO naumeHTa Npu Hanvyum paspeLueHus
YNONTHOMOYEHHOro doejeparnbHOro opraHa UCMOMHUTENBHOW BNAcTM Ha BBO3 KOHKPETHOW NapTWUM NIEKAPCTBEHHOIO
npenapaTta, BblJaHHOIO B YCTAaHOBIIEHHOM Mopsiake B hopMe aMeKTPOHHOro LOKYMEHTA, NOAMUCAHHOIO YCUMEHHOM
KBannuumMpoBaHHOW 3NEKTPOHHOW NOAMMUCHIO.

Ctatbs 49. [loKymMeHTbl, npeAcraBnsieMble B TaMOXEHHble opraHbl Poccuitickon ®Pepepauuu npu
BBO3e JieKapCTBEHHbIX cpeacTB B Poccuickyo ®egepauuio

1. MNMpn BBO3e nekapcTBEHHbIX cpeacTB B Poccuiickyto depepaumio B TaMOXEHHbIE opraHbl Poccumnckon
denepaummn Hapsagy ¢ JOKYMeHTaMu, NpeacTaBneHne KOTOPbIX NPeayCMOTPEHO TaMOXEHHbIM 3aKOHO4ATENbCTBOM



TamoxeHHOro cot3a U (unu) 3akoHogaTenbcTBOM Poccuiickorn degepaumm O TaMOXEHHOM  [Aere,
NpeAcTaBnsaTCS cnegyoLmne JOKYMEHTbI:

1) cepTudbukat npousBOAUTENSI NEKApPCTBEHHOrO CpeacTBa, YOOCTOBEPSIOLMN COOTBETCTBME BBO3UMOIO
nekapcTBeHHoro cpeacrtea TpeboBaHuaM chapmakonenHom ctatbn NUBo B crnydae ee OTCYTCTBUS HOPMaTUBHOM
OOKYMeHTaLUn Nnm HOpMaTUBHOIO JOKYMEHTA;

2) paspelleHne ynonHOMOYEHHOro defepanbHOro opraHa UCMNONHUTENbHOW BNacTU Ha BBO3 KOHKPETHOW
napTuM NeKapcTBEHHOrO CpeacTsa B Cry4vasX, YCTAHOBMEHHbIX YacTbio 3 cTaTbu 47 HacTosuwero deaepansHOro
3aKoHa.

2. [JokymeHTbI, ykasaHHble B NyHKTax 1 n 2 4Yactu 1 Hactodwen ctatbu, NpeacTaBnaoTCa B TaMOXEHHbIe
opraHbl Poccuinickon ®egepauun npy npubbITUM NeKapCTBEHHbIX cpeacTB B Poccuickyto Penepauuio.

Ctatbaa 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuickyio ®Pepepauuio ans  JIMMHOTO
MCMNONb30BaHMUA U UHbIX HEKOMMEpPYEeCKMUX Liernen

1. JlekapcTBeHHble npenapaTbl MOryT GbiTb BBe3eHbl B Poccunckyto depepaunio 6e3 ydeta TpebosaHui,
NpeayCMOTPEHHbIX YacTamu 1 - 4 ctaTten 47, ctatbammn 48 n 49 Hactoswero degepansHOro 3akoHa, €criv OHu
npeaHasHadeHbl ons:

1) NnYHOro ucnonb3oBaHNs uUsndeckummn nuuamu, NpubsiBWKMK B Poccuinckyo Pegepaumio;

2) ncnonb3oBaHWs pabOoTHMKaAMKU OUNNOMaTUYECKOro Kopryca unv npeactaBUTensMn MexayHapOaHbIX
opraHmMsauuin, akkpeguToBaHHbIX B Poccuiickon ®epepaunu;

3) NedyeHMs NaccaXxMpoB WU YNEHOB 3KMMaXeW TPaHCMOPTHLIX CpeacTB, noe3gHbix Gpurag v BoguTenen
TPaHCMOPTHLIX CpeacTs, NpunbbIBLLNX B Poccuiickyto ®eaepauuio;

4) neyeHUA YYaCTHUKOB MeEXOYHapPOAHbIX KYMNbTYPHbIX, CMNOPTUBHbLIX MEPOMPUATUA U  Y4aCTHUKOB
MeXAYHapOaHbIX 3KCNeaAnLni;

5) neyeHnss KOHKPETHBIX XXMBOTHBIX B 300MapKax, a Takke XXUBOTHbIX, BBO3UMbIX B Poccuiickyto Pegepaumio
0N y4acTus B CMOPTUBHBIX M 3PESNTULLHBIX MEPOMPUATUSX.

2. B cny4vasix, NpedyCMOTPeHHbIX YacTbio 1 HacTosilwen cratbk, JonyckaeTcsa BBO3 B Poccuiickyro
denepaumio NekapCcTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbIX B Poccuiickon degepaunn.

3. JlekapCTBEHHbIE NMpenapartbl, NpeaHas3HadYeHHble A1 r'yMaHUTapHOW NMOMOLM (CO4EeNCTBUSI) U MOMOLLIM
nMpuM 4pesBblbalHbIX CUTyauusix, BBO3ATCA B Poccwiickylo ®egepaunio B nopsigke, YCTaHOBIIEHHOM
MpaBnTenbLcTBOM Poccuinckon degepauymmn. 3anpeliaeTcs BBO3 B Poccuiickyto degepaumto
He3aperMcTpMpoBaHHbIX MEKapCTBEHHbIX MpenapatoB, MpeAHasHayeHHbIX AN YMaHWUTapHOM  NOMOLLUM
(cogencTBmst) NN NOMOLLM MPU YPe3BblYaNHbIX CUTYaLMAX.

Cratba 51. CoTpyaHuyecTBO dheaepanbHOro opraHa UCMOSTHUTENLHOW BRacTU, YNOJMHOMOYEHHOrO B
obnactu TamoXeHHOro gena, U APYrMx YMNONMHOMOYEHHbIX deAeparnbHbIX OPraHoB WCMOMHUTENbLHOMW
BnacTu

1. YnonHomoueHHble dedeparnbHble opraHbl UCMOMHUTENBHOW BRacTM MPeaoCcTaBNAlT B pacnopsikeHue
hefepanbHOrO  OpraHa WUCMOMHWUTENbHOW  BNAcTW, YNOMHOMOYEHHOro B obnacTy TaMOXeHHOro gena,
roCyAapCTBEHHbIN PeecTp feKapCTBEHHbIX CPeACcTB, a Takke WUHMOPMaLMIO O BblAAHHbIX Pa3peLleHnsX Ha BBO3
KOHKPETHOW MapTuM NeKapCTBEHHbIX CPEACTB B CryyasX, YCTAHOBIEHHbIX 4acTblo 3 cratbu 47 HacTosAwero
degeparnbHOro 3akoHa.

2. ®epepanbHbIl OpraH WCNOMHUTENbHOW BNAcTW, YMNOMHOMOYEHHbIM B 00OMacTM TaMOXEHHOro aena,
MHOPMUPYET YyKasaHHble B YacTu 1 HacTosilen CcTaTbM YNONMHOMOYEHHble deaeparnbHble  OpraHbl
NCMNOMHUTENbHOW BNacTu O BBO3e NEKapCTBEHHbIX CpeacTB B Poccuiickyto degepaunio n BbiIBO3e NEKapCTBEHHbIX
cpeactB mn3 Poccuinckon ®depepaumm no dopme M B Mnopsgke, KOTopble ycTaHoBMeHbl [1paBUTENbCTBOM
Poccunckon ®egepaumn.

Masa 10. PAPMALEEBTUYECKAA OEATENbHOCTDb
Cratbsa 52. OcyuwectBneHue dapmaleBTUYECKON AATENBHOCTH

1. ®dapmaueBTnyeckad  OeATENbHOCTb  OCYLWECTBMASETCA  OpraHvM3auMsiMM  OMTOBOM  TOProBMM
neKapcTBEHHbIMM CPEeACTBaMU, anTEYHbIMU OpraHM3auusMn, BETEPUHaAPHLIMW anTEYHbIMU  OpraHU3auMsIMK,
WHAMBUAOYANbHBIMW  MpeanpuHUMaTensaMy, UMELWMMN  JMUEH3MI0 Ha dapmaueBTUYecKkyld OeATerNbHOCTb,
MEOUUMHCKUMW  OpraHu3auvsmMy, WMEKLWUMN  JIMLEH3NI0 Ha (apmMaueBTUYECKyld OeATeNbHOCTb, U WX
obocobneHHbIMM  nogpasgeneHvamu  (ambynatopusiMy,  denbalwepckumMm 1 penbalepcKo-akyLepCKUMm
nyHKTamMu, UeHTpamu (oTaeneHusimu) obuien BpavyebHOW (CEeMENHOMN) MPaKTUKK), PacroSIOKEHHBIMA B CEMbCKUX
HaceneHHblX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuYHble OpraHusauuv, U BeTepuHapHbIMW OpraHu3auusimu,
MMEIOLLMMU NULEH3UNIO Ha hapMaLLeBTUYECKYO AeATeNbHOCTb.

2. dm3nyeckue nuua MoryT OCyLLEeCTBNATb (hapMaLeBTUHECKYIO AeATEeNbHOCTb NPY HanMyum BbICLLErO UK
cpegHero dapmaueBTuyeckoro obpasoBaHuMs K cepTudmkata cneumanucta, BbICLErO0 WKW CPedHero
BETEepMHapHOro obpasoBaHus U cepTudukaTa crneunanucta, a Takke BbICLIEro UM cpegHero MeguumHCKOro
obpasoBaHus, cepTudmkata cneumanucta v [OMOSMHMTENLHOTO NPOdECCUOHANBLHOTO 06pasoBaHWA B YacTu



PO3HUYHOW TOPTrOBNM NeKapCTBEHHLIMU NpenapaTaMm npu ycroBmmu nx paboTsl B 060CO6eHHbIX NoapasaeneHusx
MEOULIMHCKUX OpraHn3aLmnii, ykasaHHbIX B YacTu 1 HACTOsALLEN CTaTbu.

Cratba 53. Mpopaxa, nepepaya nNeKapCTBEHHbIX CPEACTB OpPraHU3auUsiMu ONMTOBON TOProBmnU
reKapcTBEHHbIMU cpeacTBaMu

OpraHusaumMyM ONTOBOW TOProBMM JIEKAPCTBEHHLIMW  CPEACTBaAMM  MOFYT  OCYLUECTBASTL  MPOAaxy
NeKapCcTBEHHbIX CPEACTB MMM nepefdaBaTb MX B YCTAHOBNEHHOM 3akoHogaTernbcTBoM Poccuiickont depepaunmn
nopsigke:

1) ApyrMM opraHM3aunsiM OnTOBOW TOProBNN NIEKAPCTBEHHbLIMU CPEACTBaMU;

2) NPoV3BOANTENAM NEKAPCTBEHHbLIX CPeacTB ANns Lernein Npon3BoAcTBa NeKapCTBEHHbIX CPEeACTB;

3) anTeYHbIM OpraHn3aLmsM U BeTEPMHAPHBLIM anTeYHbIM opraHM3auUnsM;

4) Hay4Ho-UccrnenoBaTeNbCKUM OpraHn3aUmnsaM Ons Hay4Ho-UccnenoBaTenbckon paboThl;

5) HovBuayanbHbIM NpeanpuHMMaTensm, UMeLWUM NULEH3NI0 Ha ddapMaLEBTUYECKYIO AEATENbHOCTb UMK
TNULEH3UI0 HAa MEeAULIMHCKYIO OeSTENbHOCTD;

6) MeauULMHCKUM opraHu3aLusiM, BeTEpUHaPHbLIM OpraHn3auusm;

7) opraHM3saumsiM, OCYLLECTBNAIOLWUM pa3BedeHNe, BbipallMBaHNe U COAep)KaHNe XXUBOTHBbIX.

CtaTbA 54. MpaBuna onToBOM TOProBnu rieKapCcTBEHHbIMU cpeacTBaMu

OnToBas TOProBliA JneKapCcTBeHHbIMU CcpeacTBaMn OCYLUECTBIIAETCA MNMpoun3BOoOUTENAMU JEKapCTBEHHbIX
cpeanctB un  opraHm3aymnamm OnTOBOWN TOProBJ/11 JNeKapCTBEHHbIMU cCpeacTtBamMn Mo npaBunam Haanexawen
LI,I/ICTpVI6blOTOpCKOIZ NPakTUKn 1 npasunam Haanexawen NPaKTUKN XpaHEHNUA W MNepeBO3KN JEKAPCTBEHHbIX
npenaparos, yTBEPXAEHHbBIM COOTBETCTBYHOLLNMHA YNOJTIHOMOYEHHbIMU cbe,qepaanblmm opraHamm
NCMNOSTHUTENbHOW BNacTW.

Cratbsa 55. [lopsiaoK PO3HMYHOM TOProBNM NeKapCTBEHHbLIMU NpenapaTtamMu

1. Po3HMYHasa TOProBns fekapCTBEHHbIMU MpenapataMmy B KONMYeCcTBax, HEOOXOAMMbIX OSiS BbIMNOSIHEHMWS
BpayebHbIX (henbalepcknx) HasHaAYeHUn WM  Ha3Ha4YeHWn cneuManucToB B obrnactu  BeTepuHapuu,
OCYLLECTBMNAETCS anTeYHbIMWU OpraHu3auusiMm, BETEPUHAPHBLIMU anTeYHbIMU OpraHM3aunsiMm, MHOUBUAYaNbHLIMM
npegnpuHUMaTensMy, UMEWMMU  NULEH3NK0  Ha  dapMaueBTUYECKyl0  OeSTEeNbHOCTb,  MEAULMHCKUMMN
opraHmsaumsamMu, UMeLWMMU FMUUEH3NI0 Ha dapMaueBTUYECKYlD AeAaTenbHOCTb, M MX 060Cco6reHHbIMU
nogpasgenexHmamn (ambynatopusmu, denbawepckuMm 1 - enbalepcKo-akyWwepckMMmM MyHKTaMu, LeHTpamu
(oToeneHnsimn) obLuer BpayebHoOM (CeMeHON) NPaKTUKKN), PacnosIOKEHHBIMU B CENbCKUX HAaceneHHbIX NMyHKTax, B
KOTOPbIX OTCYTCTBYIOT anteyHble OopraHv3auuu, u BeTepuHapHbIMU OpraHu3auusMn, UMeLWUMU NULEH3NI0 Ha
hapmaLeBTUHECKYIO OesATeNnbHOCTb. PaspelueHa po3HMYHas TOProBrfsi TOMbKO feKapCTBEHHbLIMU Npenapatamu,
3apermctpupoBaHHbiMn B Poccuiickon ®egepaumn  unu - U3rOoTOBMEHHBIMM - anTeYHbIMU  OpraHM3aunsiMu,
BETEPVHAPHLIMU anTEeYHbIMW OpraHM3aunsMu, UHANBUAYaNbHLIMW MPeanpUHUMATENSAMU, UMEIOLWUMU NINLLEH3UIO
Ha papMaLeBTUYECKYO OEeATENbHOCTb.

PosHuyHas ToproBns nekapCTBEHHbIMM MpenapaTaMy OCYLLEeCTBASeTCA MO npaBunaM Hagnexallen
anTe4yHOWM NPaKTUKW, YyTBEPXKAEHHBIM YNONTHOMOYEHHbIM beaepanbHbIM OpraHoM UCMONMHUTENbHON BNacTu.

2. Bugpl anTeyHbIX oOpraHusauuMn M npasuna OTMycKa fekapCTBEHHbIX npenapaTtoB Ans MeAULMHCKOro
NPUMEHEHUA anTeYHbIMU OpraHu3aunsaMun, UHOUBMAYanbHbIMW NPEeAnpPUHUMATENSAMMU, UMEIOLLMMA NIULEH3UIO Ha
hapmaLeBTUHECKYI0 OEATENbHOCTb, a TakKke npaBuna OTnycka NeKapCTBEHHbIX NpenapaTtoB Afs MeAULMHCKOro
NPUMEHEeHN MEAMLUHCKMMUW OpraHn3aunsaMy, UMELLMMN NIMLEH3NI0 HAa hapMaLeBTUYECKYI0 AeAaTenbHOCTb, U KX
obocobneHHbIMM  nogpasgeneHvamu  (ambynatopusiMu,  denbalepckummn 1 penbalepcKo-akyLepCKumMm
nyHKTaMu, LeHTpamu (oTaeneHusimu) obuien BpavyeGHOWM (CeMENHOM) MPaKTUKK), PacroSioKEHHbIMU B CEMbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3auun, yTBEepXAawTcs YNONHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONHUTENBLHOW BNacTy.

3. MNMpaBnna oTnycka HapKOTUYECKMX CPELCTB M MCUXOTPOMHbIX BELLECTB, 3aperncTpMpoBaHHbIX B KadecTBe
NeKapCTBEHHbIX MNPenapaToB, eKapCTBEHHbIX MpenapaToB, COAEepXallMx HapKoTUYeckMe cpeacrea MU
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAAOTCA YNOJIHOMOYEHHbLIM hefepanbHbIM OpraHoM UCMOMHUTENBHOW BrAcTu No
cornacoBsaHuio ¢ hegepanbHbIM OPraHoOM WUCMOSTHUTENbHOM BRAacTu, OCYLLECTBASIOWNMM YHKLMKU MO BbipaboTke
rocygapCTBEHHON MONMTUKM, HOPMAaTUBHO-NPABOBOMY PErynMpoBaHuIO, KOHTPOM U Hag3opy B cdepe obopoTta
HapKOTMYECKNX CPeAcTB, MCUXOTPOMHLIX BELECTB M MX MPEKypcopoB, a Takke B obnactM npoTUBOAENCTBUSA KX
He3aKoOHHOMY 00O0pOoTY.

4. JlekapcTBeHHble MpenapaTtbl AMs BETEPUHAPHOTO MPUMEHEeHUs noanexaT OTMYCKy BeTepuHapHbIMM
anTeyHbIMXU  OpraHu3auusMKn, BeTepUMHApPHbIMW  OpraHu3auusMy, WHOUBMAYanbHbIMU  NpeAnpuHMMaTENSMU,
UMELLUMU NULLEH3UI0 HA chapMaLeBTUYECKYIO AeATeNbHOCTb. [paBuna oTnycka NekapcTBEHHbIX NpenapaToB A1
BETEPMHAPHOIO MPUMEHEHMUS YTBEPXKOAKTCSA YNONHOMOYEHHBIM dhedeparibHbIM OPraHOM UCMONHUTENLHOM BNAacTy.

5. NepedeHb MeEOULMHCKUX OpraHv3auni, UMeKLMX NULEH3NI0 Ha hapMaLeBTUYECKYIO AESATENBHOCTb, U UX
o0bocobneHHbIX noapasgeneHuii (ambynatopuin, enbalepckux n genballepcKko-akyLlepcknx MNyHKTOB, LEHTPOB
(oTheneHuin) oblier BpayebHOM (CEeMeHOMN) MpakTUKK), PacrnonOXeHHbIX B CEMNbCKUX HaCENeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3aumm, a TaKkke nepedeHb JIeKapCTBEHHbIX NPenapaTtoB (3a MCKIHYEeHUEM



HapPKOTUYECKMX NEKAPCTBEHHbIX MpenapaToB U MCUXOTPOMHbIX NIEKAPCTBEHHbLIX MpenapaTtoB), Npofaxa KOTOpbIX
MOXET  OCYLLUEeCTBMATLCA  yKasaHHbIMW  OpraHusauuamMm un  ux  06ocobneHHbIMU  noapasaeneHnsamu,
yCTaHaBMMBalTCA opraHaMn UCNOMNHUTENbHON BNacTn cydbekToB Poccuiickon depepavmu.

6. AnTeuHble oOpraHMsauuv, WHAMBUAYyanbHble NpeanpuHMMaTteny, UMmellme  NUUEH3NIO  Ha
dapmMaLeBTUYECKYID OeATenbHOCTb, 0643aHbl obecneuynBath yTBepXAeHHbIN [lpaButensctBoM Poccuiickon
denepaumun 1 opMmpyembini B YCTAHOBIIEHHOM WM MNOPSiAKE MWHUMAsbHbIA aCCOPTUMEHT IeKapCTBEHHbIX
npenapaTtoB, HEO6X0ANUMbLIX OIS OKa3aHWUS MeAULMHCKOM MOMOLLN.

7. AnTeuyHble opraHMsauuMuM, WHAMBMAYanbHble NpeanpuHMMaTteny, WMelLlMe  JIMLEH3NK  Ha
dapMaLEeBTUYECKYD OEATENbHOCTb, Hapsidy C NeKapCTBEHHbIMU MpenapaTaMyM MMeEKT MnpaBo npuobpeTatb U
npogaBaTb MeAWUMHCKME u3genus, AesnHduuMpylowme cpenctBa, NpeaMeTbl U cpeactBa JIMYHOM TUMMEHBDI,
nocygy nAnns MeAWMUMHCKUX Uuenen, npeameTbl M cpeacTBa, nNpedHasHadeHHble Ans yxoda 3a OonbHbIMW,
HOBOPOXAEHHbIMW U OETbMU, HEe OOCTUIUMMKW BO3pacTa Tpex IeT, OYKOBYIH OMTMKY U CpedcTBa yxoda 3a HeW,
MUHepanbHble BoAbl, MPOAYKTbI NliedebHOro, AeTCKOro U AMETUYECKOro NUTaHns, G1onornyeckn akTMeHble gobaBku,
napgoMepHbIE 1 KOCMETUYECKNE CPeACcTBa, MEAULUMHCKAE U CaHUTaApPHO-NPOCBETUTENbHBIE NeYaTHble M34aHus,
npeaHasHadeHHble Ans nponaraHabl 300poBoro obpasa XuUsHu.

8. [eaTenbHOCTb anTeyHbix opraHusauun BoopyxeHHbix Cun Poccuiickon $epepauunun, Apyrux BOWCK,
BOWHCKMX (DOPMMPOBaHUI M OpraHoB, B KOTOPbIX 3akoHoaaTensCTBoMm Poccuiickon depepaunm npegycMoTpeHo
NPOXOXOEHNE BOEHHOW WNN MNPaBOOXPAHUTENBHOM CNYXObl, pernameHTupyetca Hactoswum PegepanbHbIM
3aKOHOM W YTBEPXOEHHbIMU COOTBETCTBYHOLWMUMM  degepanbHbiMM - OpraHaMyv  UCMOMHUTENbHOW  BriacTu
nonoxeHnsaMu. KoHTponb 3a cobnogeHneM ykaszaHHbIMM anTeYHbIMU OpraHuM3auusiMyn MONOXEHUA HacTOSLLEro
defepanbHOro 3akoHa OCYLLECTBISAETCS COOTBETCTBYWOLWMMM dedeparnbHbiMM - OpraHamu  UCMOJSTHUTENBHON
BacTMW.

Cratbs 56. U3roToBneHune n oTnyck NekapcTBeHHbIX NpenapaToB

1. N3roToBneHne nekapCTBEHHbIX MPenapaToB anTe4YHbIMW OpraHM3auusMu, BETEPUHAPHBIMK anTeYHbIMU
opraHusaumsiMn, WHAUBMAYaANbHLIMW MPeanpUHUMATENAMN, UMEKLUMM NUMLEH3NIO Ha dapMaleBTUYECKYHO
OEeATenbHOCTb, OCYLLECTBNSETCA MO peLenTamM Ha fekapCTBEHHbIe npenapatbl, No TpeboBaHUAM MeAULMHCKUX
OpraHusauui, BeETEPUHAPHbIX OpraHM3auMi B COOTBETCTBUM C MNpaBUNaMm U3rOTOBIIEHUS U OTMycKa
NEKapCTBEHHbIX MNpenapaToB, YTBEPXKOEHHBIMU YMOSIHOMOYEHHbIM doefeparnibHbiM  OpPraHoOM  MCMOSTHUTENbHOM
BacTMW.

2. Tlpu W3roToBneHMM feEKapCTBEHHbLIX MpenapaToB anTe4YHbIMM OpraHM3auusmMu, BeTepUHapHbIMU
anTeyHbIMKU  OpraHusaumsaMn,  UHAUBMAYyaNbHbIMM  MpeAnpUHUMATENAMKM,  UMMEKLWUMUA  MULEH3UI0  Ha
dapmMaLeBTUYECKYID  OesiTeNbHOCTb, nucnonb3yTcs dapmaueBTUYECKME cybecTaHuuuy, BKIHOYEHHbIE
COOTBETCTBEHHO B TOCYOApPCTBEHHbIA peecTp MNeKapCTBEHHbIX CPeAcTB ANs MeOMLMHCKOTO MPUMEHEHUS U
rocy4apCTBEHHbI peecTp NekapcTBEHHbIX CPeACTB NS BETEPUHAPHOro NpUMEHEHUS B YCTaHOBIEHHOM MOpsiaKe.
He ponyckaetca W3rotoBneHwe anTtedHbiMM OpraHu3aumsiMm, BETEepUHAPHbIMU anTeYHbIMW OpraHu3auusMu,
MHOMBMAYaANbHLIMW  MPEANPUHUMATENAMM, WUMEKLWMMN  JMUEH3NI0 Ha dapMaLeBTUYECKYD OesATENbHOCTb,
NeKapCTBEHHbIX NpenapaToB, 3aperncTpupoBaHHbiX B Poccuiickon degepaumn.

3. MapkupoBKa fiekapCTBEHHbIX NpenapaToB, M3rOTOBEHHbIX anTeYHbIMU OpraHM3aumsaMu, BETepUHapHbLIMU
anTeYyHbIMKM  OpraHusaumsMn,  UHOMBMAYyaNbHbIMKM  MpeanpuHUMaTENsMK,  MMEKLWUMUA  JIMLEH3NIO  Ha
dapmMaLeBTUYECKYIOD AeATEeNbHOCTb, U O0POPMMEHME TaKUX npenapaToB AOMKHbI COOTBETCTBOBaTb MpaBuriam,
YKa3aHHbIM B YacTu 1 HacToALLEen CTaTbu.

4. AnTeyHble opraHu3auuu, BeTepMHapHble anTeyHble opraHu3aluu, UHAVBUAYaNbHbIE NpeanpuHuMaTenu,
UMeLLME NUUEH3NIO Ha hapMaLleBTUYECKYI0 OEeATENbHOCTb, HECYT OTBETCTBEHHOCTL 3a HecobnogeHme npasun
W3roTOBMEHUA K OTMyCKa IleKapCTBEHHbIX MpenapaToB B COOTBETCTBMM C 3akoHOOATENbCTBOM Poccumnckomn
depepauymu.

Cratbsa 57. 3anpeuieHune npoaaxwu chanbcnpnLmMpoBaHHbIX nekapcTBeHHbIX cpencTs,
Heno06pPOKaYeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB, KOHTPadPaKTHLIX NIEKapCTBEHHbIX CPEACTB

I'Ipop,a>|<a (*)aﬂbCI/I(*)VILI,VIpOBaHHbIX JIEKapPCTBEHHbLIX CpPeacTB, Heﬂ,06p0Ka‘-IeCTBeHHbIX JNIeKapCTBEHHbIX
cpencTs, KOHTpa(*)aKTHbIX JNIeKapCTBEHHbIX CpeacTB 3anpeLlaeTcA.

CrtatbAa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHve neKapCTBEHHbIX CPEeACTB OCYLLECTBSIETCS MPOU3BOAUTENSAMU JEKAPCTBEHHbLIX CPEACTB,
opraHusauusiMM ONTOBOW TOPrOBINU NEKAPCTBEHHBIMM CPEACTBaMU, anTeYHbIMU OpraHM3aunsaMu, BETepUHapHbIMU
anTeYyHbIMU  OpraHuMsauusiMi,  WHOAWBMAYaArbHbIMU  MPEeAnpuUHMMATENaMK,  MMEWUMM  JIMUEH3MI0  Ha
hapmaueBTUYECKYIO  [OEATEMbHOCTb MMM NIULEH3UI Ha  MEOMUMHCKYH  [OesiTeNnbHOCTb,  MeOULUHCKAMMU
opraHu3auusiMM, BeTEPUHAPHLIMU OpraHu3auMsiMM U UHLIMU OpraHM3auusMK, OCYLLECTBRSIOWMMUK obpalleHune
neKkapcTBEHHbIX CPeacTB. XpaHeHWe NekapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUS OpraHM3aumusaMu 1
VHOMBMAYANbHLIMU NPEeANPUHUMATENSIMU B CIyYasx, €CN OHU UCTONb3YTCS UCKIIOYUTENBHO NPU pasBeaeHUH,
BblpallMBaHUM, COOEPXaHUM U NEYEHUM XKMBOTHbIX, MOXET OCYLLECTBNSATbCA 6€3 MnonyvyeHuss nULeH3uM Ha
chapmaLeBTMYECKYIO AEATENBHOCTD.



2. TMpaBuna XxpaHeHuUs1 NEeKapCTBEHHbLIX CPEACTB YTBEPXOAlTCS COOTBETCTBYHOLUMM  YMNOSTHOMOYEHHbIM
eneparnbHbIM OPraHOM UCMONMHUTENBLHOW BNacTy.

3. XpaHeHue HapKOTUYECKMX JEKApCTBEHHbLIX CPEACTB, MCUXOTPOMHLIX JEeKapCTBEHHbIX CPEACTB,
pagnodapMaLeBTUYECKMX JIEKAPCTBEHHBIX CPeACTB OCYLLECTBMSIETCA B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuu.

Ctatba 58.1. lNpegmMeTHO-KONMUYECTBEHHbLIN Y4YeT JIeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro
NnpUMeHeHusA

1. TllepevyeHb  neKapCTBEHHbIX  CPeACTB AN MeOMLUMHCKOrO  MPYMEHEeHWsl,  noAnexalymx
NpeaMETHO-KONMYECTBEHHOMY YYEeTY, YTBEPXKAAETCS YNOMHOMOYEHHbIM heeparnbHbIM OpraHoM UCNOMHUTENBHOM
BnacTu.

2. TMopsinoK BKOYEHUST NEKAPCTBEHHbIX CPEACTB ANS  MEAMUMHCKOrO MPUMEHEHUS B MepeydeHb
neKapCTBEHHbIX CPeACTB Ans MEeAMUMHCKOrO MPUMEHEHUS, MOAMexXallnx NpeaMeTHO-KONMMYECTBEHHOMY Y4eTy,
yCTaHaBMNMBaeTCs YNOMHOMOYEHHbIM defeparnbHbiM OPraHOM MWCMOMHUTENbHOW BMacTu MO COrMacoBaHWIO C
heaepanbHbIM OpraHoM WUCMOSHUTENBHOW BNAacTh, OCYLLECTBNALWMM YHKLUM N0 BbipaboTke rocynapCTBEHHOM
MONUTMKMA, HOPMATMBHO-NPaBOBOMY PErynMpoOBaHWIO, KOHTPOMIO WM Haasopy B cdepe obopoTa HaApKOTUYECKMX
CPEACTB, MCUMXOTPOMHbIX BELLECTB M MX NPEKYpPCOPOB, a Takke B 06racTtv NpoTUBOAEWCTBUS UX HE3AKOHHOMY
ob6oporTy.

3. MNpeoMeTHO-KONMUYECTBEHHbLIN Y4eT feKapCTBEHHbIX CPeACTB ANs MEAWUUMHCKOTO NPUMEHEHUsI BeayT
NMPOM3BOAUTENN NEKAPCTBEHHbIX CPeACTB, OpraHvW3auuuM ONTOBOW TOProBNM NEKAPCTBEHHLIMW CPEACTBaMU,
anTeyHble opraHu3auuu, UHAUBWUAYanbHblE MNPeANpPUHUMATENU, UMelLLMe NULEH3NI Ha (hapMaueBTUYECKYIO
[ESATENLHOCTb UMW MNULEH3MI0 HA MEAULMHCKYI0 AEATENbHOCTb, U MEeOULIMHCKME OpraHv3aunm, ocyLLecTBhAsoWme
obpalleHne nekapCTBEHHbIX CPEACTB ANs MEAMLMHCKOrO MPUMEHEHMUS, NyTEM perucTpauuy nobbix CBA3aHHbLIX C
nx obpalleHvem onepauui, Npu KOTOPbIX WU3MEHSIETCS WX KOMMYECTBO W (UMW) COCTOsIHME, B CheuunanbHbIX
XypHanax y4yeTa onepauuii, CBA3aHHbIX ¢ obpalleHMeM NeKapCTBEHHbIX CPeacTB Ans MeaULMHCKOrO NPUMEHEHUS
(oanee - cneuunanbHble XypHarbl).

4. MNpaBuna perucTpauum onepauuii, CBSA3aHHbIX C obpalleHnem nekapcTBEHHbIX CpeacTB  Ans
MEAULIMHCKOTO NMPUMEHEHNS, BKIOYEHHBIX B NepeyeHb NeKapCTBEHHbIX CPEACTB ANst MEeAMLMHCKOTO NPUMEHEHMS,
noanexalumx npeaMeTHO-KONMYECTBEHHOMY y4yeTy, B CreumnanbHbIX XypHanax M npaBuna BedeHUs U XpaHeHUs
cneumanbHbIX XXypHanoB yTBEPXAATCA YNONHOMOYEHHbIM dhefieparnbHbiM OPraHoOM UCTONHUTENbHOW BNacTw.

5. KoHTponb 3a cobniogeHvem npasun peructpaummn onepawmii, CBA3aHHbIX ¢ obpalleHnem nekapcTBEHHbIX
cpeacTB Anst MEAULMHCKOrO NMPUMEHEHMS, BKITKOYEHHbIX B NEpeYeHb ekapCTBEeHHbIX CPpeaCTB Anst MeAULMHCKOro
NPUMEHEHWs, noanexalimx npegMeTHO-KONMMYEeCTBEHHOMY Y4YeTy, B CreuuanbHblX >XypHanax, a Takke 3a
cobniogeHnemMm npaBun BeAEHVUS W XpaHeHWs crneumarnbHbIX >XypHanoB BO3MaraeTrcsi Ha YNorHOMOYEHHbIe
cdhenepanbHble opraHbl UCMOSHUTENBHOW BNacTu WM opraHbl WUCMOMHWUTENbHOM BracTu cybbekToB Poccuiickon
depepaumn, OCyLLEeCTBNSIOWMNE NMULIEH3MPOBaHWE MPOU3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB, dapmaLeBTUYecKon
AeSATENbHOCTU M MEAULMHCKON OeATEeNbHOCTU, U OCYLLECTBSETCS B paMKax NIMLEH3VOHHOIO KOHTPOS.

Mnaea 11. YHWYTOXEHUE JIEKAPCTBEHHbLIX CPEACTB
CrtatbA 59. OcHOBaHUA U NOPAAOK YHUUTOXEHUA NeKapCcTBEHHbIX CpeAcTB

1. HepobpokayecTBeHHble NekapcTBEHHble CpeacTBa, hanbCUUUMPOBaHHbIE NEKapCTBEHHblE CpeacTBa
noanexaTt U3BbATUI0O U3 obpalleHns U YHUYTOXEHWUIO B Nopsiake, yctaHoBrneHHoM [lpaBuTensctBoM Poccuiickon
®epgepaumn. OcHOBaHWEM [AONA  YHUMTOXEHUS FeKapCTBEHHbIX CpeacTB SBNAETCA pelleHve Bnagenbua
NeKkapCcTBEHHbIX  CpPefcTB, pelleHWe  COOTBETCTBYIOLIEro  YNOSIHOMOYEHHOro  doefepanbHoro  opraHa
NCMNOSTHUTENBLHOW BNAcTN UMK peLleHne cyaa.

2. KoHTpadhakTHble neKkapCTBEHHble CpefcTBa MoAnexaT U3bATUI0 U3 00palleHUst U YHUHTOXEHUo no
peweHntio cyaa. [lopagok  YHUYTOXEHMA  KOHTpadakTHbIX NeKapCTBEHHbIX CPedcTB  ycTaHaBnMBaeTcs
MpasutenbctBoM Poccuiickon ®eagepaunn.

3. Pacxogpl, cBSA3aHHbIE C YHUUYTOXEHMEM KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB, HeOoOpOKayeCTBEHHbIX
nekapCTBEHHbIX CpeacTB, hanbCcMdrLMPOBaHHbIX NTEKaPCTBEHHbIX CPEACTB, BO3MELLAITCA UX BriagenbLem.

4. Brnapgeney, nekapCTBEHHbIX CPeaCTB OOJMKEH npeacTtaBuTb B YMNONMHOMOYEHHbLIM doedeparnbHbii opraH
NCMNONMHUTENbHOW BRAacT AOKYMEHT UMW 3aBEPEHHYI B YCTAHOBIIEHHOM MOPSAAKE ero Komuvio, nogreepxgatowme
aKT YHNUTOXKEHMNSA NeKkapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOLWMIN YNOMHOMOYEHHbIM eaepanbHbil OpraH MWCMOMHUTENbBHOW BNacTu, MPUHSBLUUA
pelleHne 06 yHUUTOXEHNW NeKapCTBEHHbIX CPEACTB, OCYLLUECTBNAET KOHTPOSb 3@ UX YHUYTOXEHMEM.

6. YHUYTOXEHME NeKkapCTBEHHbLIX CpeacTB NPOU3BOAUTCS OpraHu3aunsMn, MMEHLWMMU COOTBETCTBYIOLLYIO
NMUEH3No, Ha cneunanbHO 06OpYAOBaHHbLIX Mnowajkax, MONUroHax W B creuuanbHO 00opyAOBaHHbIX
noMelleHuax ¢ cobniogeHvem TpeboBaHu B 0BNacTM OxpaHbl OKpYXallen cpedbl B COOTBETCTBUMM C
3akoHogaTenbcTBoM Poccuinckon Pepepauumn.

7. HapkoTuyeckue  nekapcTBeHHble  CPeAcCTBa, NCUXOTPOMHbIE  NEKapCTBEHHblIE  CPeacTBa,
pagModapMaLeBTUYECKUe JeKapCTBEHHbIE CPeACcTBa YHWUYTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM



Poccuiickon ®epepauun.

Mnaea 12. TOCYAAPCTBEHHOE PEIYJINPOBAHMUE LIEH
HA NEKAPCTBEHHbBIE NPENAPATbI AnNA MEAULIMHCKOIO NPUMEHEHUA

Ctratba 60. [locypnapcTBeHHOe perynvMpoBaHMe LieH Ha JleKkapcTBeHHble npenapatbl Ans
MeAVLMHCKOro NpUuMeHeHust

[ocymapcTBEHHOE perynupoBaHMe LEeH Ha JlekapCTBEHHble npenapaThl Af8 MeAWUMHCKOrO MPUMEHEHNS
OCyLLeCcTBNsIeTCA NOCPeACTBOM:

1) ytBepxaeHus [MpaBuTenbcTBOM Poccuickon ®Pegepauum nNepevHst XU3HEHHO HeobxoauMMbIX W
Ba)XHEWLUNX NEKApPCTBEHHbIX NpenapaTtoB, KOTOPbI CHOPMUPOBAH B YCTAHOBIEHHOM WM MOPSiAKE Ha OCHOBE
KOMIMITEKCHOWN OLIEHKM NEKapCTBEHHbIX MpenapaTtoB, BKMYas aHanu3 CBELAEeHWUA O CPaBHUTENbHOW KIMHUYECKOW
appekTnBHOCTM 1 6E30MacHOCTUN NEeKapCTBEHHOIO CPEACTBa, OLIEHKY 3KOHOMUYECKUX MOCNEeACTBUN NPUMEHEHMS
NEeKapCTBEHHOrO CPEACTBA U U3ydYeHne AO0MOMHUTENbHbBIX MOCNEACTBUA MPUMEHEHNS NEKAPCTBEHHOIO CPEACTRA;

2) yTBEpPXOEHUS METOAUKM YCTAHOBMNEHUS MPOU3BOAUTENSIMA NEKAPCTBEHHbIX NpenapaToB npedenbHbIX
OTMNYCKHbIX LieH Ha NeKapCTBEHHbIE NpenapaThbl, BKMIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHENLLNX
NeKapCTBEHHbIX MpenapaToB, a Takke BHeAPEHUA MEXaHU3MOB (DOPMUPOBAHUS CUCTEMbI PeEPEHTHBIX LIEH;

3) rocynapCTBEHHOW perucTpauum YCTAHOBMEHHbIX MPOM3BOAUTENSAMWU FNEKApPCTBEHHbLIX MpenapaToB
npegenbHbIX OTMYCKHbIX LEH Ha NeKkapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NEpeYEeHb XN3HEHHO HEOOXOAUMBIX U
Ba)KHEWLLNX NIEKAPCTBEHHLIX NPenapaTos.;

4) BefeHUs1 rocyaapCTBEHHOIO peecTpa npefesibHbIX OTMYCKHbIX LieH MPOM3BOAUTENEN Ha JNIEKApPCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEODXOAMMbBIX U BaXKHEWLLNX NIEKAPCTBEHHBIX NPenapaTos;

5) yTBEpXOEHUS METOAWMKM YCTAHOBIIEHWUS OpraHamMy WUCMONHUTENbHOW BriacTu cybobekToB Poccuiickon
depepaummn npepenbHbiX pasMepoB ONTOBbIX HaabaBoOK M NpedernbHbIX PasMEpoB PO3HUYHbLIX HagbaBoK K
aKTUYECKUM  OTMYCKHbIM  LieHaM, YCTAHOBIMEHHbIM MPOU3BOAMTENAMM JIEKAPCTBEHHbIX MpenapaToB, Ha
NeKapCTBEHHbIe Npenapartbl, BKMOYEHHbIE B NEPeYEHb XXM3HEHHO HEOOXOOAUMbBIX M BaXKHEWLUMX NEeKapCTBEHHbIX
npenapaTos;

6) ycTaHOBNeHMs npedenbHbIX pPasMepoB ONTOBbIX HaAbaBOK W MNpederibHbIX pPa3MepoB  PO3HUYHbIX
HaabaBoK K (PaKTMYECKUM OTMYCKHBIM LieHaM, YCTaHOBIIEHHbLIM NPOM3BOAMTENSIMU NTEKapCTBEHHbIX NpenapaTos, Ha
nekapcTBeHHble npenapartbl, BKMAOYEHHbIE B NepeyYeHb XXM3HEHHO HeOBXOOAUMbIX U BaXKHEWLUUX NeKkapCTBEHHbIX
npenaparos;

7) yTBEPXAEHUSA NOpsiAka Bbldayn NpeanvMcaHvuii opraHam UCNONMHUTENBHOM BNacTu cybbekToB Poccuickon
denepaummn o npuBegeHUM B COOTBETCTBME C 3akoHogaTtenbcTBOM Poccuiickon ®epepauuun pelleHun o6
YCTaHOBMEHMM NpeferibHbiX pa3MepoB ONTOBbIX HaabaBOK W npefenbHbiX pasMepoB PO3HUYHBLIX HaabaBoOK K
PaKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENSAMMU FEKapCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble MpenapaTbl, BKIKOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUUX FeKapCTBEHHbIX
npenapaToB, eCnv OHW MPUHATbI C HapyleHueM 3akoHogaTenoctBa Poccuiickon depepauun, B nopsgke,
ycTaHoBneHHoMm lNpasutensctesoM Poccuickon denepaumu;

8) HanpaBneHusi YMNoOfHOMOYEHHbIM efepanbHbiM  OpPraHoOM  UCMOMHWTENBHOW BRacTu  opraHam
ncnonHuTensbHoW Bnactu cybbekToB Poccuinckon depgepauny npegnucaHvii 0 NpuBedeHMM B COOTBETCTBUE C
3akoHopartensctBoM Poccunckon ®epepauum MNpuHATBIX C  HapylleHuMem 3akoHogaTtenbcTBa Poccuiickon
denepaumun peleHnii 06 ycTaHOBNEHUU NpeferibHbIX pa3MepoB OMTOBbIX HAA0aBOK M MpeAenbHbIX pasmMepoB
PO3HMYHbIX HAAbaBOK K LieHaM Ha NekapCTBEHHbIe NpenapaTbl, BKIKOYEHHbIE B NepeYeHb XN3HEHHO HEOOX0ANMBbIX
N BaXXHENLUNX NEeKapCTBEHHbIX NpenapaTos;

9) ocyuwiecTBneHusa genepanbHOro rocygapcTBEHHOrO Haasopa B cdepe obpalleHus nekapCTBEHHbIX
CPEACTB U pEermoHanbHOro rocygapCTBEHHOrO KOHTPONSA 3a MPUMMEHEHUEM LIEH Ha NeKapCTBEHHblE npenaparthbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMM  dbefepanbHbiMM — OpraHaMu  UCMOSTHUTENbHOW  BnacTM U opraHamu
ucnomHuTensHoW Bractu cybbektoB Poccunckon ®depepaumm  COrMacHO WX KOMMETEHUMM B MNOpsaKe,
ycTaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®epepalmu;

10) npumeHeHNs NpedyCcMOTPEHHbIX 3akoHoAaTenbcTBOM Poccunckon ®efepauumn mep oTBETCTBEHHOCTY 3a
HapyLleHne nopsigka LeHoobpa3oBaHMs Ha XU3HEHHO HeObXoaMMbIE U BaXKHEWLLNE NEKapCTBEHHbIE Npenaparbl.

CraTtbsa 61. FocynapCTBeHHaﬂ perncrTpauuna yctaHaBnMBaeMbiX npounBoguTensdamMun nekapcTtBeHHbIX
npenapatoB npeAeribHbIX OTNYCKHbIX LUeH Ha neKapCTBeHHble MnpenapaTtbl, BKIO4YeHHble B MepeYeHb
)XU3HEHHO HEOOXOAUMbIX U BaXKHENLINX JNNeKapCTBEeHHbIX NpenapaTtoB

1. YcTaHaBnvBaemble NPOU3BOAUTENSMM JIEKAPCTBEHHbIX MpenapatoB MpeferibHble OTMYCKHbIE LieHbl Ha
NeKapCTBEHHbIE NMpenapaTtbl, BKMOYEHHbIE B NMEPEYEHb XXMU3HEHHO HEOOXOOUMbBIX M BaXKHEWLUMX FeKapCTBEHHbIX
npenapaToB, NoArnexaT rocy4apCTBEHHON perucTpauny B nopsigke, ycTaHoBreHHoOM [paButensctBoM Poccuickon
depgepauymm.

2. Ha ocHoBaHMM nogaHHoro go 1 okTabps Kakaoro roga 3asdBfieHUs NPou3BOAMTENS JeKapCTBEHHbIX
npenapaTtoB, BKITOYEHHbLIX B MepeYeHb XXU3HEHHO HEeOOXOAMMbIX W BaXKHEWLLUMX JeKapCTBEHHbIX Npenapartos,
3aperucTpupoBaHHasi  npefenbHass  OTMYCKHAsi LeHa Ha  JeKapCTBEHHbI  npenapat  MOXeT  ObiTb
nepeperucTpMpoBaHa OAVH pa3 B KareH4apHOM rogy B Mopsiake, ycTaHoBeHHOM [paButenbcTBoM Poccumnckonm



depepauymm.

3. PacueT npefenbHbIX OTNYCKHbIX LEH, yKasaHHbIX B 4YacTax 1 M 2 HacTodwen crtaTbW, MpU uUX
rocyoapCTBEHHOW perucTpaumm unm nepeperncrpauum ocyLlecTBnseTca B COOTBETCTBUM C  METOAMKON,
yTBepxaeHHon MNMpasutensctBoMm Poccunckon ®efepauum n y4ntbliBatoLLen, B HaCTHOCTU:

1) cobniogeHne 6anaHca nHTepecoB NOTpebuTenen nekapcTBeHHbIX NpenapaToB, BKIIOYEHHbIX B NepeyeHb
XU3HEHHO HEODXOOAUMBIX W BaXKHEWLUUX JeKapCTBEHHbIX MpenapaTtoB, W MNPOU3BOAMTENEN fneKkapCTBEHHbIX
npenapaToB, BKMIOYEHHbIX B NepeYeHb XXU3HEHHO HEOOXOANMBIX 1 BXXHENLLNX NEeKapCTBEHHbIX NpenapaTos;

2) dhaKkTM4ecKkyro OTMYCKHYH LIEHY Ha JekapCTBEHHble npenapatbl B Poccuiickon Pepepauun, LeHy BBO3a
nekapcTBeHHbIX npenapaToB B Poccunckyio ®defepauuto, a Takke UeHbl Ha aHanornyHble NeKapCTBEHHble
npenapaTbl, Haxoasuwmecs B obpalieHun B Poccunckon ®enepaunu;

3) 3aTpaTbl NpoM3BOANTENSA NEKapCTBEHHOro npenaparta Ha Npou3BOACTBO U peannsaunio nekapcTBeHHOro
npenapara;

4) UeHy Ha nekapCcTBEeHHbIN NpenapaTt MHOCTPAHHOIo NPOU3BOACTBA, €ro LeHy B CTpaHe NpousBoauTens U B
CTpaHax, B KOTOpbIX npenapaTr 3apeructpupoBaH wu (MnNn) B KOTOpPble€ MOCTaBMASETCA WMHOCTPaHHbIM
npov3BoguTENeM.

4. He ponyckatoTca peanusaumnsa n oTNycK NekapCTBEHHbIX NpenapaToB, BKIHOYEHHbIX B MepeYeHb XU3HEHHO
HeOOXOOUMbBIX W BaXHEMWLIMX JEeKapCTBEHHbIX MpenapatoB, Ha KOTOpble MPOM3BOAUTENAMU JEKAPCTBEHHbIX
npenapaToB He 3aperucTpupoBaHa npefenbHasi OTMNYCKHas UeHa, peanusaumst U OTMYCK MpOM3BOAUTENSMMU
NEeKapCTBEHHbIX MpenapaToB Mo LeHam, NPeBbILALLMM 3aperMmcTpupoBaHHble NpeaernbHble OTMYCKHbIE LeHbl Ha
nekapcTBeHHble npenaparthl, a Takke peanusaumsa 1 oTNyCK NieKapCTBEHHbIX NpenapaToB opraHvM3aumsmMm OnToBOW
TOProBAM W PO3HUYHOM TOPrOBMW fEeKapCTBEHHbIMWU MpenapaTtamMu MO LieHaMm, YPOBEHb KOTOPbIX C Yy4eToMm
npeaenbHoM ONTOBOM HagbaBkum WM npenernibHOW pPO3HUYHOWM HaabaBkM MpeBblilaeT pasmep  dakTU4eckomn
OTMYCKHOW LeHbl.

5. OcobeHHOCTM rocyfapCTBEHHOrO perynMpoBaHnsa npefenbHbiX OTMYCKHbIX LieH Ha neKkapCTBeHHble
npenapaTbl, BKMYEHHbIE B MEPEeYEHb XU3HEHHO HEODXOOAMMBIX U BaXXHEWLIMX JIEKAapCTBEHHbIX NpenapaTtos, B
3aBWCUMOCTM OT 3KOHOMMYECKUX K (MNK) coumanbHbIX KpUTepueB (M3MEHEHME YCITOBWUIA, Mopsaka U CTOMMOCTU
NpoOV3BOACTBA JIEKAPCTBEHHbIX MNpenapaTtoB, WCMNOMb30BaHME HOBbIX OpM, METodoB U crnocobos
rocy4apCTBEHHOrO PErynmMpoBaHUs LieH Ha NeKapCTBEHHble MpenapaTbl, B TOM YUCIIE€ HA OCHOBE MeEXaHu3ma
pecdepeHTHOro LeHoobpa3oBaHnsl, NSMEHEHUI NMOpsSaKa OKasaHUA MEeLULMHCKOM MOMOLUU, U MHblE U3MEHEHWS)
ycTaHasnumeatotca NpasutensctBom Poccuinckon degepauun.

CtatbAa 62. locynapcTBeHHbIW peecTp npefAernbHbIX OTNYCKHbIX LieH npousBoguTenen Ha
neKapcTBeHHble TMpenapartbl, BK/IOYEHHble B MNepeyYeHb XWU3HEHHO HeobXoAUMbIX W BaXHEULWUX
reKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHble NpeferibHble OTMNYCKHblEe LeHbl Ha JeKapCTBEHHble npenapaThbl, BKIOYEHHble B
nepeyvyeHb XWU3HEHHO HEeOOXOAMMbBIX W BaXKHEWMWUX §EeKapCTBEHHbIX MpenapaToB, MnoafiexaT BKAYEHMIO B
rocydapCTBEHHbI peecTp npedenbHbIX OTMNYCKHbIX LeH Mpou3BoAUTENENn Ha NeKapCTBEHHble npenapaThl,
BKITHOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOANMBIX Y BaXKHEMNLLMX NEeKapCTBEHHbIX NpenapaTos.

2. [ocygapCTBEHHbIN peecTp npeferbHbIX OTNYCKHbIX LieH NPOu3BOAUTENEen Ha NekapCcTBeHHble npenaparhl,
BKITHOYEHHbIE B MEepeYeHb XN3HEHHO HEOOXOAMMBIX U BaXXHENLLUX NEKapCTBEHHbIX NpenapaToB, COAEPXKUT B cebe
cnegyloLyo MHopMauuio:

1) HauMmeHOBaHWe pJdepxaTens wWnvM Bragenbua pPerncTpaumoHHOTO YAOCTOBEPEHUS NEKapCTBEHHOro
npenapaTa, HaMeHOBaHMe MPON3BOAUTENS NEKAPCTBEHHOro npenapaTa, MecTo HaxXoXAeHUs: MPOU3BOACTBEHHbIX
nrnowanokK, y4acTByoLwWwmux B NpoLecce NpoM3BOACTBA NleKapCTBEHHOrO npenapara, ¢ ykasaHuem ctagum npouecca
NpOu3BOACTBA;

2) HaMMeHoBaHWe NnekapCTBEHHOro npenapara (MexgyHapogHOe HenaTeHTOBaHHOe, UM rPYnnMpoOBOYHOE,
NN XMMNYECKOE N TOProBOE HaUMEHOBaHKSA);

3) HoOMep perncTpaLmMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOMO Npenapara;

4) nekapcTBeHHas ¢opMa C ykasaHMeM [03MPOBKW IeKapCTBEHHOro npenapaTta M ero KonuMyectesa BO
BTOPWYHOM (MOTPEOUTENBCKON) YNaKoBKE;

5) sapeructpupoBaHHasa npegenbHas OTNyCcKHas LieHa B pyonsx;

6) pDaTta M HOMep npukasa YMNOMHOMOYEHHOro deaepansHOro opraHa WCMNOMHUTENbHOM Briactu O
rocyfapCTBEHHOW perucrpauuun, nepeperucrpaumn npeaensHon OTMYCKHOW LieHbl Ha feKkapCTBEHHbLIW npenapar,
BKITHOYEHHbIN B NepeYeHb XU3HEHHO HEOOXOANMbBIX Y BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos;

7) LUTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEOMTENBCKYI0) YNAKOBKY NIEKaPCTBEHHOrO Npenapara;

8) KOO nekapCTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW  Knaccudukaumu,
pekoMeHaoBaHHOW BceMumpHon opraHvsaLmen 3gpaBooOXpaHeHuns.

3. TocymapcTBeHHas peructpauusi npeaenbHblX OTMNYCKHbIX LEH Ha JleKapCTBEHHble npenaparhbl,
BKITIOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOOMMBIX W BaXHEWLWX JEeKapCTBEHHbLIX MpenapaTtoB, BeAeHUe
rocylapCTBEHHOro0 peecTpa npefenbHbIX OTMYCKHbIX LieH MNpou3BoAMTENen Ha nekapcTBeHHble Mnpenaparhl,
BKIIIOYEHHbIE B NepeYveHb XU3HEHHO HeOOXOAMMbIX U BaXXHEWLLMX NEeKapCTBEHHbIX NMpenapaToB, OCYLLECTBMAOTCA
B nopsgke, yctaHoeneHHoM [NpasutensctBom Poccuiickon depepaumm.



CtaTtbA 63. YcTaHOBNEeHUe opraHaMu UCMNOJNIHUTENILHOM BrnacTu cy6bekToB Poccuiickon ®epgepauumn
npepenbHbIX pa3MepoB ONTOBbIX HaA6aBOK W npefenbHbIX Pa3MepoB pPO3HUYHbLIX Haa6aBOK K
rakKTMYECKMM OTNYCKHbIM LieHaM, YCTAHOBMEHHbLIM NMPOU3BOAUTENSAMMU JIeKAapCTBEHHbIX MpenaparoB, Ha
nekapcTBeHHble npenapaTtbi AN MeAULMHCKOro NpUMeHeHUus

1. OpraHbl ucnonHuTenbHOM BnacTn cybbektoB Poccunckon Pepepaumm ycTaHaBNMBaKOT NpefenbHble
pa3Mepbl ONTOBbIX HaA0aBOK M NpeAenbHble pa3Mepbl PO3HUYHBIX HagbaBoOK K hakTUYECKMM OTMYCKHbIM LieHaMm,
YCTaHOBMEHHLIM NPOM3BOAUTENAMU NEKapCTBEHHbIX NpenapaToB, HA NeKapCcTBEeHHble npenapaThbl, BKMIOYEHHbIE B
nepeyveHb XN3HEHHO HEOOXOAMMbIX U BaXKHEWLUNX NEKApCTBEHHbIX NpenapaToB, B COOTBETCTBUM C YTBEPXKOEHHOWN
B nopsake, yctaHoBrneHHoM [lpaButenbctBoM Poccuiickon defepaumn, METOOMKOW YCTaHOBIEHUA opraHamu
ucnomnHuTensHon Bnactn cybbektoB Poccuiickon depepaumv npedernbHbIX pa3MepoB ONTOBbIX HagbaBOK WU
npefenbHbIX pa3mMepoB  PO3HWMYHbIX HagbaBOK K (DAKTMYECKUM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
NpoM3BOOUTENSAMMN NEKAPCTBEHHbIX MpenapaTtoB, Ha nekapCTBEHHble MpenapaTthl, BKMOYEHHbIE B MNepeveHb
XWU3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NIEKAPCTBEHHbIX NpenapaTos.

2. OpraHusauum OonTOBOW TOProBNU U (MN) anTeYHble OpraHM3auun, UHANBMAYyanbHble NpeanpuHUMaTeny,
UMELLME TIUMUEH3NI0 Ha (apMaLEeBTUYECKYID OeATENbHOCTb, OCYLLECTBASKT peanu3auuio  NeKapCTBEHHbIX
npenapaToB, BKMYEHHbIX B NEPEYEHb XMU3HEHHO HEOOXOOMMBIX U BaXKHENMLLMX NEeKapCTBEHHbLIX MpenapaTos, Mo
LeHaM, YPOBEHb KOTOPbIX HE MPEBbIAET CyMMY (pakTU4ECKON OTMYCKHON LEHbl, YCTAaHOBMNEHHOW NPOM3BOAUTENEM
neKkapcTBEHHbIX MpenapaTtoB U He NpeBbILAoLEN 3aperncTpupoBaHHON NpeaeribHOW OTNYCKHOW LUeHbl, U pasmep
onTtoBo HagbaBkM U (MNM) pasMep PO3HMYHOM HaabaBkM, He MpeBbillallmne COOTBETCTBEHHO pasmMepa
npenenbHon onToBow HagbaBkK M (MNK) pasmepa NpeaenbHON PO3HNYHON HagbaBKW, YCTaHOBMEHHBIX B CyObekTe
Poccunckon ®egepaumn.

3. OpraHbl McnonHWUTENBHOM Briactu cybbekToB Poccuickon ®egepauun pasmeltatoT B cetn "MIHTepHeT"
unu onyonunkoBbIBAKOT MHAOPMALUIO O 3aperMcTPMpPOBaHHON NMpefernbHOM OTMYCKHOW LEHEe Ha NeKapCTBEHHbIE
npenapaTbl, BKIIIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMBIX M BaXKHEWMLLMX JNEKApPCTBEHHbIX npenapartoB, 06
YyCTaHOBMEHHbIX B cyObekTe Poccuiickon ®Pefepaumm pasmepe npegenbHon onToBon Hagbasku 1 (unn) pasmepe
NnpeaenbHOM  PO3HWMYHOW HafgbaBKM K YCTAHOBJIEHHBbIM  MPOU3BOAUTENSIMA  FIEKAPCTBEHHBLIX NpenapaTtoB
haKkTUYeCcKkumM OTMYCKHbIM LEeHaM Ha fekapcTBeHHble npenapaThl, BKIMIOYEHHble B MepevYeHb XU3HEHHO
HeobXoOUMbIX U BaXXHEWLUUX JIEKAPCTBEHHbIX NpenapaToB, U 06 yka3aHHOM B YacTu 2 HACTOSILLEN CTaTbW CyMMeE.
WHdopmaLms, npeaycMOTpeHHasa HacTOosILLEN YacTbio, JOMKHA pa3MellaTbCs Takke B anTedHbIX opraHn3aumsx B
OOCTYNHOW AN CBeAeHUs1 BCeX 3aMHTepecoBaHHbIX Nyl (bopMe 1 0BHOBNATLCSA NO Mepe ee onybrnmkoBaHums.

4. TlpuHATble € HapylweHuem 3akoHopaTenbctBa Poccuitickon depepaumm  pelleHusi  OpraHos
ncnonHUTensHon Bnactu cybwekra Poccuickon depepauun o6 ycTaHOBNEHUM NpeaenbHbIX pa3MepoB ONTOBbIX
HaabaBok M npefernbHbIX pPasMepoB PO3HUYHLIX HaAbaBOK K 3aperncTpupoOBaHHbIM NpeferibHbIM OTMYCKHbIM
LeHaM Ha nekapcTBeHHble Mpenapartbl, BKMOYEHHbIE B MepeyvYeHb XU3HEHHO HeOoBXOOAUMBIX WU BadKHEMLUUX
nekapCTBEHHbIX NMpenapaToB, noanexar oTMeHe B cyaebHoM nopsgke.

naea 13. MOHUTOPUHI S®DOEKTUBHOCTU U BE3OINACHOCTW NEKAPCTBEHHbIX NPEMAPATOB,
HAXOOALWKNXCA B OBPALLEHNUN B POCCUNCKOU ®EOEPALINA

Cratbsa 64. ®apmakoHansop

1. JlekapcTBeHHble npenapatbl, Haxoaswmeca B obpaiweHun B Poccuinckon depepaunn, noanexar
MOHUTOPUHIY 3(PPEKTUBHOCTU N 6E30NacCHOCTM B LENsAX BbISABIEHUS BO3MOXHbIX HEraTMBHbIX MOCAEACTBUM KX
NPUMEHEHWs!, MHONBMAYANbHON HENEePEHOCUMOCTH, NPeaynpexaeHns MeauLMHCKNX paboTHUKOB, BeTEpUHaPHbIX
crneumanucToB, NauMeHTOB WM BnagesfibLeB XMBOTHBLIX M UX 3aWwuTbl OT NPUMEHEHUS TaKuUX J1eKapCTBEHHbIX
npenapaTos.

2. ®apmakoHaa3op OCYLLECTBNSAETCA COOTBETCTBYIOLMUM YMOSTHOMOYEHHbIM  hefeparnbHbiM  OpraHoMm
MCMOSNHUTENbHON BRAcT B YCTAHOBMEHHOM WM MOPSAKe MyTeM aHanu3a npefocTaBnseMoll cybbektamu
obpallleHnss nekapCcTBEHHbIX CPeAcTB MHopMauum O MOBOYHbIX OEWCTBUAX, HeXenaTenbHbIX peakuusix,
Cepbe3HbIX HeXenaTtenbHbIX peakuusiX, HernpeaBUAEHHbIX HeXenaTeribHbIX peakuusx npu  MpUMeHeHun
nekapCcTBeHHbIX MpenapatoB, 00 WHOMBMAyanbHOW  HENEepeHOCUMOCTW,  OTCYTCTBUM  3PPEKTUBHOCTU
nekapCTBEHHbIX MpenapaTos, a Takke 06 MHbIX hakTax 1 0b6CToATENBCTBAX, NPEACTaBNALWNX YIPO3Y XKU3HU UK
3[0pPOBbI0 YeroBeka NMBO XMBOTHOFO MPU MPUMEHEHUN FNEKAaPCTBEHHbIX NMPENapaTtoB U BbISBMEHHbIX Ha BCEX
aTanax obpalleHuns nekapcTBeHHbIX NnpenapaTtoB B Poccuirickon ®egepauun n opyrmx rocygapcraax.

3. CybbekTbl obpalieHnss neKapCTBEHHbIX CPeacTB B MNopsake, YCTAHOBIEHHOM  YMOMTHOMOYEHHbIM
deneparnbHbIM OPraHoOM MCMOSTHUTENBHOW Bractu, 0b6s3aHbl coobwaTb B YNONMHOMOYEHHbIM heaepanbHbIi opraH
NCMNOSNHUTENbHOW BNactM O MNOBOYHbIX OEeNCTBUSAX, HEeXenaTerlbHbIX peakuusiX, CepbesHblX HexeraTerbHbIX
peakumsx, HenpeaBUOEHHbIX HeXenaTerbHbIX peakumsx npu MPUMEHEHUW IeKapCTBEHHbIX npenapaTtos, 06
NHAMBUAOYANbHOW HEMEPEHOCUMOCTU, OTCYTCTBUM 3(PEKTUBHOCTU NEKapCTBEHHbIX NPENapaToB, a Takke 06 UHbIX
daktax n obcToATenbCTBaX, NPeAcTaBnsoWmMX Yrpo3y XU3HW WU 340POBbI0 YeroBeka NMbo >XMBOTHOMO Mpu
NPUMEHEHUN JeKapCTBEHHbIX MpenapaToB W BbISIBMEHHbIX Ha Bcex dTanax obpalleHus nekapCTBEHHbIX
npenapaTtoB B Poccuiickon ®egepaumm n Apyrux rocygapcraax.



4. [epxaTtenun unu Bnagenblbl pPerucTpaLMOHHbIX YOOCTOBEPEHUIN NEKApCTBEHHbIX Npenaparos,
opuanyeckne nuua, Ha MM KOTOPbIX BblAaHbl paspelleHns Ha NpoBedeHUE KITMHUYECKUX UCCreaoBaHun B
Poccuiickon ®epepauun, nubo ynonHOMOYEHHbIE UMW ApYyrue topuaudeckne nviua B pamkax obecrneveHusi
6e30MacHOCTN NeKapCTBEHHbIX MnpenapaToB B MOpsiAKe, YCTAHOBMIEHHOM COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM
deneparnbHbiM OpraHOM WCMONHUTENBHOM BnacTu, 06s83aHbl OCYLLEeCTBNATL nNpueMm, yvyeT, o6paboTKy, aHanms3 u
XpaHeHne MnoCTynawLmx B WX agpec OT CcybbekToB obpalleHus neKapCTBEHHbIX CPeacTB M OpraHoB
rocy4apCTBEHHOW BNacTU COOOLWEHNN O MnobOYHbIX [OENCTBUSIX, HeXenaTemnbHbIX peakuusix, CepbesHbIX
HexxenaTenbHbIX 1 HENpPeaBUOEHHbIX HeXenaTefbHbIX peakuuax npu npuMeHeHUM feKkapCTBEHHbIX MpenapaTos,
00 O0COBEHHOCTSAX WX B3aMMOAEWCTBMS C OPYIMMW  JIeKapCTBEHHbIMU NpenapataMu, WHOVBUAYanNbHOMN
HENepeHoOCMMOCTH, a Takke 00 MHbIX hakTax U 06CTOATENbCTBAX, MPEACTABMAOLINX YIPO3Y KU3HU UK 300POBbIO
YyenoBeka SO0 XXMBOTHOIO MIM BIUSIOLLMX HA U3MEHEHME OTHOLLEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NEKAPCTBEHHbIX NpenapaTos.

5. Tlpu BbIABNEHUM WHGOPMALUN O CEpPbe3HbIX HeXenaTerbHbIX peakuusx W HenpeaBuaeHHbIX
HexxenaTenbHbIX peakumsax npu NPUMEHEHUN NeKapCTBEHHbIX NpenapaToB, 06 0COGEHHOCTAX NX B3aUMOLENCTBUSA
C OpYrMMK INeKapCTBEHHbIMU NpenapataMy, UHOUBMAOYaIbHOW HENEPEeHOCMMOCTU, a Takke 00 WHbIX dpakTax u
obcTosATENbCTBAX, BAUSIOWMNX HA U3MEHEHNE OTHOLLEHUS OXWOAEMOM NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
NEeKapCTBEHHbIX MpenapaToB, AepXaTtenu unu Bragenblbl PerncTpaumoHHbIX YOAOCTOBEPEHUIN NEKAPCTBEHHbIX
npenapaToB, lOpPUONYECKME IMLA, Ha MMs KOTOPbIX BbldaHbl paspelleHnsi Ha MpoBeAEHUNE  KITMHUYECKMX
nccrnegoBaHun B Poccuiickon ®epepaummn, nubo ynorHOMOYEHHbIE UMW ApYrue puanydeckne nuua obsizaHbl
NPUHATL Mepbl, HanpaBfieHHble Ha YCTpaHeHWe HeraTUBHbIX MOCNeACTBUN MPUMEHEHUSA Takux NeKkapCTBEHHbIX
npenapaToB, NpeaynpexaeHue NpuUMHeHNs Bpena XU3HW UM 340POBbI0 YenoBeka NMbo XMBOTHOTO, 3aLUUTY UX
OT NMPUMEHEHUS TaKUX NEeKaPCTBEHHbIX NpenapaToB, Ha OOMOJNIHUTENbHbIN cOop AaHHbIX 006 3MEKTMBHOCTU U
©e30MacHOCTUN TakMX NeKapCTBEHHbIX NpenapaTos.

6. 3a HecoobLieHMe wnNn COKpbITUE WHGOPMALUKU, NPEeSYCMOTPEHHOMW YacTbio 3 HACTOsILLEN CTaTbMy,
aepxatenu unu Bragenblbl PErMCTPaUMOHHbIX YO0CTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToBs, opugnyeckme nuua,
Ha UMS KOTOPbIX BblAaHbl pa3peLlleHns Ha MpoBeAEeHMNe KIMHUYECKUX uccriegoBaHun B Poccuickon ®epepauun,
nMBO ynosTHOMOYEHHbIE UMY OpYrue puaudeckme nuua, a Takke JOIDKHOCTHbIE ML, KOTOPbIM 3Ta MHopmauus
cTana u3BecCcTHa Mo poay WX npodecCuoHarbHOW OeATerlbHOCTU, HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTBoM Poccuickon degepaumn.

7. lpu nonyyeHun ynoONMHOMOYEHHbIM peaepanbHbIM OpraHoM MWCMOMHUTENbHOW BracTM B paMKax
OCYyLLeCTBMEeHUs UM apmakoHaz3opa [JokasaTenbCTB O HEeCOOTBETCTBUM NEKapCTBEHHOro npenapara
YCTaHOBMEHHbIM TPeBbOoBaHUAM UNKU NpU NONydYeHUn MHAOPMALMN O HECOOTBETCTBUM AaHHbIX 00 3¢ eKTUBHOCTM
n o 6e3onacHOCTU NEeKapCTBEHHOro Mnpenapata [AdaHHbIM O JIeKapCTBEHHOM npenapaTe, coaep)kalumcs B
WHCTPYKLUUX MO €ero npuMEHeHuto (B TOM YUMCNE BbISIBIIEHHbIX B XO4€ OCYLLeCTBreHus dapmakoHaasopa
KOHTPOJSIbHO-HAA30PHbIMW  OpraHaMy  MHOCTPaHHbIX rocyaapcTB), YMNOMHOMOYEHHbI dedeparnbHbii  OpraH
NCMOMHUTENBHOW BNlACTU B YCTAHOBMIEHHOM MM Nopsiake paccMaTpmBaeT BOMPOC O NPUOCTAHOBIIEHUN NPUMEHEHNS
TaKoro fiekapCTBEHHOro npenaparTa.

CrtaTba 65. MpnocTaHOBNEHWEe NPUMEHEeHNsA NeKkapcTBeHHOro npenapara

1. Tlpu nonyyeHuUn wuHGOPMaLUN O HeXenaTemnbHbIX peakumsax npu MNpUMEHEHUN NeKapCTBEHHOTro
npenapaTta, He YyKasaHHbIX B WHCTPYKUMM NO MPUMEHEHUIO JIEKAPCTBEHHOro mnpenapaTta, CepbesHbIX
HexenaTenbHbIX peakumsx, 06 0COBEHHOCTSAX ero B3aMMOAEWCTBUS C OPYrMMU NeKapCTBEHHbIMU MpenapaTtamu,
KOTOpble MOryT MNpPeacTaBnATb Yrpo3y XM3HWM UMM 300pOBbI0  YenoBeka NGO XMBOTHOrO, a Takke O
HeCOOTBETCTBMM [AaHHbiX 06 adpeKkTMBHOCTM M O ©Oe30macHOCTM IeKapCTBEHHOro npenapata AaHHbIM O
NEeKapCTBEHHOM nMpenapaTe, CcoAepXalMmMcs B MHCTPYKUMM MO €ero MNpUMEHEeHWo, B TOM 4ucne ot
YMOSTHOMOYEHHbIX OPraHOB MHOCTPaHHbLIX rocyaapcTB, OOMEH KOTOPOM OCYLLIECTBRSieTCA B COOTBETCTBUMM C
cornaleHnsMmn Mexay ynorHOMOYeHHbIM eaepanbHbiM OpraHoM UCNONHUTENBHON BNacTu U YNONHOMOYEHHbIMU
opraHamu WHOCTPaHHbIX FOCYOapcTB, YMNOMHOMOYEHHbIN edepanbHbli  OpraH  UCMOSNHUTENbHOW  BriacTu
paccMmaTpuBaeT BOMPOC O BO3MOXHOCTU MPMOCTAHOBMIEHUS OOpalleHUs Takoro fekapCTBEHHOro npenaparta B
nopsiike, yCTaHOBNEHHOM YNOSIHOMOYEHHbIM dhefeparnibHbiM OpraHoOM UCMOSNTHUTENBHOMW BNacTu.

2. TlpM HEucnosiHeHMM WM  HeHagnexawlem WCMNOSIHEHMM  depXaTensMu  unuv  Bragenbuammn
PErNCTPALUMOHHBIX YOOCTOBEPEHUA FEKAPCTBEHHbLIX MPenapaTtoB, HPUANYECKUMU IMLAMM, HA WUMSA KOTOpPbIX
BbldaHbl paspelleHnss Ha npoBedeHne KIMHUYECKMX wuccnegoBaHum B Poccuiickon ®degepaumn, wnm
YMOMHOMOYEHHBbIMU UMW OPYTMMU OPUAMYECKAMN NMLaMU 06S3aHHOCTEN, YCTAHOBIIEHHbIX YacTsaMu 3 1 4 cTaTbu
64 HacToswero PepepanbHOro 3akoHa, NMMboO B crnydasix NpeAcTaBfeHusi COOTBETCTBYHLMM YNONHOMOYEHHbBIM
denepanbHbIM OpPraHOM WUCMOSTHUTENBHOW BNACTU 3aKMOYEHUss O HEJOCTOBEPHOCTU PEe3ynbTaToB KITMHUYECKOro
nccrenoBaHus fekapCTBEHHOro npenapata gns MeguuMHCKOro NpuMEHEHUs, KOTOpoe OCHOBaHO Ha pes3yribTaTax
NpoOBEpPKN MeOULMHCKON opraHusaluu, NpoBOAMBLUEN YyKa3aHHOE KIMHUYECKOE WCCrefoBaHWe C HapylleHWeMm
npaBun Hagnexawlen KIMHUYECKON NPaKTUKX, U NPUBESNIO K MOSyYEHUIO HEeOOCTOBEPHbLIX pe3ynbTaTtoB, nmMbo B
Crny4yae HeBbINOMHEHUS NpeanncaHns, BbIJAHHOMO YNOMHOMOYEHHbIM dbefeparbHbiM OpraHoOM WUCNONTHUTENBHON
BNacTM Mo WUTOraM OCYLLEeCTBMEeHMs1 BbIGOPOYHOrO KOHTPONSA KayecTBa NEKapCTBEHHOro npenapaTa,
YMOMHOMOYEHHbIV doefeparbHbli OpraH UCMONHUTENBHON BNAcTK B YCTAHOBMEHHOM UM Mopsake paccMaTpuBaeT
BOMPOC O NPUOCTAHOBMEHUN NPUMEHEHNS TaKOro fieKapCTBEHHOro npenaparTa.



CtaTbs 66. UHdopmauumsa o pesynbtaTtax hapmakoHaasopa

YNonHOMO4YeHHbIN dheaepanbHbIl opraH WUCMOMNHUTENbHOW BRAcTW, OCYLLECTBRAKWNA apmakoHansop,
Haxogsawmxcsa B obpalleHnn B Poccuiickon denepaumm, no pesynstatam hapmakoHag3opa pasmellaeT Ha CBOEM
oduymnansHom cante B cetn "UMHTepHeT" UHMOopMauUuio O MPUHATBIX PELUEHUAX O BHECEHUUM M3MEHEHUs B
WHCTPYKUMIO MO MPUMEHEHUIO NEKapCTBEHHOrO Mpenapara, O MPUOCTaHOBMEHUN MPUMEHEHUS NEKapCTBEHHOTO
npenapata, 06 wu3bATMM M3 0OpalleHWs NEeKapCTBEHHOro npenapata WM O BO30OHOBMEHUW NPUMEHEHUSI
nekapCTBEHHOro npenapara.

Maea 14. UH®OPMALUA O NEKAPCTBEHHbIX MPEMAPATAX
CtaTbs 67. UHdopmaLmsa o nekapCcTBEHHbIX NpenapaTax

1. ViHcbopmMaumsi 0 nekapCcTBEHHbIX Mpenapartax, OTnyCcKaeMblX MO peuenTy Ha NeKkapCTBEHHbIV npenapar,
JOIKHA cofdepXkaTbCs TOMbKO B CMEUManv3vpoBaHHbIX W3[AaHUSIX, MPeAHAasHaYeHHbIX Ans MeaULUHCKKMX,
hapmaLleBTUYECKNX, BETEPUHAPHbIX paboTHMKOB. VIHbopMaLmst 0 NekapCTBEeHHbIX NpenapaTtax Afs cneumanicToB
B obnactu obpalleHusi nekapcTBEHHbIX CPEACTB MOXET CoAepXKaTbCs B MOHOrpadusix, crpaBoOYHUKAX, HayYHbIX
cTaTbsX, B AOKNadax Ha KOHrpeccax, KOHEepPEHLMSIX, CUMNO3MyMax, HaydHbIX COBETaX, a Takke B UHCTPYKLMSX MO
NMPUMEHEHMIO NleKapCTBEHHbIX NpenapaToB.

2. NHdbopmauus o nekapcTBeHHbIX NpenapaTax, oTnyckaeMbix 6e3 peLenTa Ha NekapCcTBEHHLIN npenapar,
MOXEeT cofepXaTtbCsi B NyGnukaumax u obbsBNEHUSIX CPeAcTB MaccoBOW MHdOpMaLMK, creunanmanpoBaHHbIX U
Oo6LIMX MeyvaTHbIX W3OAHMAX, WHCTPYKUMAX MO MPUMEHEHMIO TeKapCTBEHHbIX MpenapaToB, MHbIX W3AaHUAX
CyObekToB oOpallleHns JieKkapCTBEHHbIX cpeacTB. PeknamHble MaTtepuanbl O JIeKapCTBEHHOM Mpenapare,
oTnyckaeMom 6e3 peLienTa Ha NeKapCTBEHHbI NpenapaT, AOMMKHbI COOTBETCTBOBaTb UHCTPYKLMU MO NMPUMEHEHWIO
riekapCcTBEHHOro npenapaTa.

3. JonyckaeTcsa Mcnonb3oBaHne Nobbix MaTepuanbHbIX HOCUTENEN, NO3BONSIOWMX XPaHUTb, NepeaaBatb U
Mcnonb3oBaTb MHPOPMAaLMIO O NEKAapCTBEHHbIX NpenapaTax 6e3 ee NCKaXeHWs.

Mnaea 14.1. OrPAHUYEHUA, HANTAT AEMbIE
HA OPTAHU3ALWUN, OCYLLUECTBNAOLWINE OEATENBHOCTb
NO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB

CtaTtbs 67.1. OrpaHuyeHusi, Hanaraemble NpU OCYLUECTBNIEHUN AeATeNbLHOCTU B cdepe obpalleHuUs
neKapCcTBEHHbIX CpeacTB

1. OpraHunsauun, 3aHumawLlmecs pas3paboTkon, NMPOM3BOACTBOM WU (MnM) peanu3aunen NnekapCTBEHHbIX
npenapaToB ANs MEOULUHCKOrO MPpUMEHEHMs, opraHn3auumn, obnagaroline npaBsamMmm Ha NCMONb30BaHME TOProBoro
HaMMeHOBaHWsi NEKapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMEHEHMUs!, opraHu3auuMu OMnTOBOW TOProBnu
NeKapCTBEHHLIMU CPeACcTBaMU, anTeyvHble opraHusauun (Mx NpeacTaBUTENM, UHble huandeckne n topuanyeckme
nvua, OCYLUECTBMSIOWME CBOW AEATENbHOCTb OT MMEHW 3TUX OpraHusauuin) B OTHOLEHWM MeLULMHCKMX
paboTHMKOB 1 pykoBoaUTENEN MeAMULMHCKUX OpraHn3aunii He Brnpase:

1) Bpy4aTb NOAapKM, BbiNfayuMBaTh AeHEXHble CPeACTBa (3a UCKMOYeHeM BO3HarpaxaeHuin no gorosopam
npu NpoBeAeHUU KIMHUYECKUX WCCRefoBaHUM NeKapCTBEHHbIX MnpenapaToB Anst MeOULMHCKOrO NPUMEHEHMUS,
BO3HarpaxgeHui, CBsi3aHHbIX C OCYLLECTBIEHMEM MEOULMHCKUM pabOTHWKOM Mnedarornyeckon u (Unu) HayydHowm
OeATenbHOCTM), B TOM YMCIe OnfaynBaTh pas3BrevyeHunsl, OTAbIX, MPoe3a K MECTy OTAbiXa, a TakkKe Mnpusnekatb K
y4acTuio B pa3BrnekaTenbHbIX MEPOMPUATUAX, MPOBOAMMbIX 3a CHET CBOUX CPEACTB;

2) 3akno4aTb CornalleHnst 0 Ha3Ha4YeHUN U pekoMeH4aunn NaumMeHTaMm fieKapCcTBEHHbIX NpenapaToB A
MEOULMHCKOTO MpPUMEHEeHMs1 (3@ WCKMYEHMEM [OroBOPOB O MPOBEAEHMU KIMMHUYECKMX WCCeoBaHWUi
nekapCTBEHHbIX NpenapaToB ANs MeOULMHCKOTO NPUMEHEHUS);

3) npepocTtaBnsTb 06pasubl NIEKAPCTBEHHbBIX MNpenapaTtoB And MeOULMHCKOrO MNPUMEHEHMS B LEnaX
BpyYEHMs1 nauueHTaM (3a MWCKIIOYEHWEM ClyvaeB, CBS3aHHbIX C MPOBEAEHUEM KIMHUYECKUX WCCrenoBaHui
neKapCTBeHHbIX NpenapaToB Afsi MegULMHCKOrO NPUMEHEHUS);

4) npepocTaBnATb HEOOCTOBEPHYID U (MNKN) HEMOMHYK MHOopMaUMo O fiekapCTBEHHbLIX Npenapartax Ans
MeOULMHCKOrO NPUMEHEHUS;

5) nocewaTtb ux B paboyee Bpems Ha paboymMx MecTax, 3a MCKIYEHWEM CIyyaeB, CBS3aHHbLIX C
NPOBEAEHUEM KIMHUYECKUX WUCCREeOOBaHUA NeKapCTBEHHbIX MNpenapaToB ANs MeOULMHCKOTO MPUMEHEHUS, C
yyacTMeM B Mopsiake, YyCTaHOBMNEHHOM PYKOBOAMTENEM MEOMLMHCKOW OpraHu3aumu, B coObpaHusX MeOULMHCKUX
pPabOTHUKOB M WHBLIX MEPOMPUSATMSX, HamnpaBrieHHbIX Ha MOBbILEHWE WX NPOJECCUMOHANBLHOIO YPOBHSA MMM Ha
npegocTaBneHne MHgopMauun, CBSI3aHHOW C OCYLLECTBIIEHMEM MOHUTOPUHra ©e30MacHOCTM NEeKapCTBEHHbIX
npenapaTos;

6) NobyxaaTb K BbIMUCBLIBAHWIO NEKApCTBEHHbIX NpenapaToB 4S9 MeQULMHCKOTO NMpUMEeHeHns Ha bnaHkax,



copgepxawmx MHopMaLMio PEKITaMHOro XapakTepa, a Takke Ha peuenTypHbiX GraHkax, Ha KOTOpbIX 3apaHee
Hane4aTtaHO HaMMEHOBaHMWE fIEKapCTBEHHOro npenapaTta Anst MeauUnHCKOro NPUMEHEHNS.

2. OpraHmzaumn, ykasaHHble B absale nepBoM 4yacTu 1 HacTosien cTaTtbM, U WX NpeacTaBuTeENnu B
OTHOLLEHMM hapMaLeBTUYECKUX PAaBOTHNKOB N pyKOBOAMTENEN anTeYHbIX OpraHm3auunin He Bnpase:

1) BpyyaTb nogapku, BbinnavvMBaTbh OeHEXHble CpeacTBa, B TOM 4YUChe onnavvMBaTbh pasBreyeHus, oTablx,
npoesa K MecTy OoTAbixa, U npuBrekaTb K y4acTUo B pasBrekaTeNbHbIX MeponpuaTUSAX, NPOBOAMMBIX 3a cyeT
CBOMWX CPEACTB;

2) npegocTaBnaTb 00pasubl NIEKapCTBEHHbIX MpenapaToB AN MEeOULMHCKOro NMpUMEHEHUs ONns Bpy4YeHus
HaceneHuto;

3) 3aknovaTh cornaweHus O NpPeanoXeHUM HaceneHuo onpeaerieHHbIX NIeKapCTBEHHbLIX NpenapaToB Ans
MeLMLMHCKOro NPUMEHEHMS;

4) npenocTaBnATb HEOOCTOBEPHYIO M (MNM) HEMONHY MHGOpMaUMo O NeKapCTBEHHbIX NpenapaTtax Aans
MEeOMLMHCKOrO MPUMEHEHMS,, B TOM YMUCMEe MMEKLWMX OAMHAKOBOE MeXAyHapoaHOoe HenaTeHTOBaHHOe
HanMeHoBaHue.

Ctatba 67.2. TpeGoBaHMA K oOpraHuM3auMM W nNpPOBeAEHUID Hay4HbIX MeponpUsTUX, WHbIX
MeponpusTUX, HanpaBneHHbIX Ha NOBbllWeHMe NPod)eCCUOHaNbHOro YPOBHA MeOULMHCKUX PaboTHUKOB
N Ha npeAocTaBrieHMe WMHGOpMaUUKM, CBA3AHHOM C OCYLIEeCTBJIEHMEM MOHUTOPUHra 6Ge3onacHoOCTU
reKapcTBEHHbIX NpenapaToB

1. Tpu npoBegeHWM Hay4HbIX MEPOMPUSATUNA, WHbLIX MEPOMPUATUIA, HanpaBfeHHbIX Ha MOBbILEHWE
NPodeCcCUOHanNbHOIO YPOBHS MEOULMHCKMX pabOTHUKOB MMM Ha NPefoCTaBlieHMe CBSA3AHHOW C OCYLLECTBIEHNEM
MOHUTOPMHIra ©€e30MacHOCTU JeKapCTBEHHbIX NpenapaTtoB MHGOpMaUUW, OpraHM3yeMblX OpraHM3auusamu,
yKkasaHHbIMK B ab3aue nepBom vactu 1 ctatbmn 67.1 HacTosiwero PefepanbHOro 3akoHa, Ux NpeacTaBuTeENsSAMA U
(vnn) pmHaHCKMpyeMbIx 3a CHET CPeACTB STUX OpraHn3auni u Ux NnpeacTtaBUTENen, 3anpeLlaeTcsa NpensiTcTBoBaTh
Y4acTMIO B yKa3aHHbIX MEPOMPUATUSIX MHBIX OpraHn3auuin, KOTopble MPOU3BOAAT UMM PeanuaytoT NIeKapCTBEHHbIE
npenapatbl Ans MEAUUMHCKOrO MPUMEHEHUS CO CXOXUM MeXaHM3MoOM (hapMakofiormyeckoro gencresus, nubo
co3fgaBaTb OUCKPMMMHALMOHHBIE YCIOBUSI ANs1 OOHMX YYACTHMKOB MO CPaBHEHMIO C APYIMMW y4acTHMKamu, a
WMEHHO:

1) npegocTaBnATb Pas3fMyYHOE KOMMYECTBO BPEMEHW OIS BbICTYMIIEHUIN YYACTHUKOB, pasrMyHbie Mo pasMepy
3aHMMaeMon nnowiagm MecTta ond AemMOoHCTpauum obpasuoB NEeKapCTBEHHbIX MpenapatoB ANnd MeaMUMHCKOro
NPUMEHEHNST UM PEKNaMHbIX MaTepuanoB O NEeKapCTBEHHLIX MpenapaTtax Anst MeAUUUHCKOro MpUMEHEeHus Ha
3KCMO3MLMAX, CTEHAAaX, 3a WUCKIIYEHMEM ChnyyaeB, €Crnn Takue YCroBUSA 3akpenrfeHbl B COrnalleHusX 9Tux
opraHusauui, nx npeacrasutenern 0 PUHAHCUPOBAHMU YKa3aHHbLIX MeponpuATUn KU obycnoBneHbl pasnUyHbIMU
3aTpaTamMu y4aCTHUKOB Ha NX OpraHM3auuio;

2) yctaHaBnuBaTtb pa3Mmep B3HOCA ANs Y4aCTHUKOB MepOnpuUATUA, yKasaHHbIX B ab3aue NepBOM HacCTOsILLEN
YyacTu, NpeBbialoLWni CyMMy 3aTpaT Ha OpraHM3auuio yKasaHHbIX MeponpusaTUin 1 BedyLun K HeOOOCHOBaHHOMY
OrpaHUYEHUIO Yncna Ux y4acTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepBom yactu 1 ctatbu 67.1 HacTosiero ®egepanbHOro 3akoHa, ux
NpeAcTaBUTENMW, OCYLLECTBSIOWMNE OpraHmM3auuio u (Mnm) pmHaHCMpOBaHNE MEPONPUATUNA, yKa3aHHbIX B YacTu 1
HacToswen ctatbn, obs3aHbl obecneymBaTb AOCTYN K MHOpMauunm o gaTe, MEcTe U BPEMEHW MNpoBedeHUus
YKa3aHHbIX MEeponpusaTURN, nnaHax, nporpaMmmax NpPoBeAEHUsI YKa3aHHbIX MeponpuaTUA 1 Temax, NiaHupyembliX
0N pacCMOTpPEHMUs, COCTaBE WX YYACTHMKOB MyTEM pa3MELLeHWss COOTBETCTBYHOLLEN MHGOPMaLMU Ha CBOMX
odmumansHbiX cantax B cetu "MHTepHeT" He nosgHee ABYX MecsUeB OO Hayana npoBedeHust yKa3aHHbIX
MepOnpPUSATUNA.

3. WHdopmauuna o npoBedeHMM MeEpONpuSATUA, YyKasdaHHbIX B 4YacTu 1 HacToswew ctaTbu, B CpOK,
YCTAHOBMEHHbIN 4aCTbld 2 HacTosWen cTaTbW, [JobkHa OblTb HanpaBneHa B egepanbHbIi  opraH
NCMNONMHUTENbHOW BNacTW, OCYLLECTBNAAIOWMIA DYHKLMN MO KOHTPOMO U Haa3opy B cepe 3a4paBoOXpaHeHus, ons
nocnegyoLiero pasmeLleHms ee Ha oduLmanbHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLULEHUE 3AKOHOOATEJNIbCTBA
POCCUNACKON ®EQEPALMN NPU OBPALLEHUM NEKAPCTBEHHbIX CPELACTB
M BOSMELWEHWE BPEOA, NTPUYUHEHHOIO 30OPOBbLIO NrPAXXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX NMPENAPATOB

Ctatbaa 68. OTBeTCTBEHHOCTb 3a HapylleHuMe 3akoHopaTenbcTBa Poccumrckon Pepepauum npu
obGpalleHun NneKapcTBeHHbIX CPeaAcTB

1. HapyweHne 3akoHopaTensctBa Poccuickon ®Pepepauum npyu obpalieHun IeKapCTBEHHbIX CPEACTB
BrneYeT 3a cobol OTBETCTBEHHOCTb B COOTBETCTBUMN C 3aKOHOAATeNbCTBOM Poccuiickon Penepaumm.

2. 3a HenpeactaBneHve uHdopmauun n (MNu) OaHHbIX, NPedyCMOTPeHHbIX HacTodAwmMm denepanbHbIM
3aKOHOM, CYyObekTbl obOpalleHns rekapCTBEHHbIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuinckon degepauun.



Cratba 69. BosmelweHue Bpeaa, NMPUYUHEHHOrO 340POBLIO rpaXpaH BcCreacTBUE MNPUMEHeHUs
rleKapCTBEHHbIX NpenapaToB

1. MpoussoguTens nNekapcTBEHHOro npenaparta obs3aH BO3MECTUTb Bpes, NPUYUHEHHbIV 300POBbIO rpaxaaH
BCNeACTBUE NPUMEHEHUS NeKapCTBEHHOMO nNpenapara, ecnv JokasaHo, 4To:

1) nekapcTBeHHbIN NpenapaT NPUMEHSNCSA N0 Ha3HAYEHUI0 B COOTBETCTBMU C UHCTPYKUMEN NO NMPUMEHEHUIO
nekapcTBEHHOro npenapaTta M NpUYMHON Bpeda SBWMCHA BBOA B rpaxaaHckuii obopoT HenobpokavyecTBEHHOro
rniekapCTBEHHOro npenapara;

2) Bpen 340pPOBbI0 MPUYMHEH BCNEACTBME HeAOCTOBEPHON MHAOPMaLMK, COAepXallencs B MHCTPYKLUUK No
NMPUMEHEHMIO NeKapCTBEHHOrO Npenapara, U3gaHHoW Npon3BoAMTeNneM NekapCTBEHHOro npenapara.

2. B cnyvyae, ecnu Bpea 300pPOBbI0 [PaXAaH NPUYMHEH BCNEACTBME MPUMEHEHUS fleKapCTBEHHOrO
npenapaTa, npuwieiwero B HerogHOCTb B pe3ynbTaTe HapyleHWs NpaBuil XpPaHeHUs NeKapCTBEHHbIX CPEeacTB,
npaBui ONTOBOW TOProBNM fieKapCTBEHHbIMU Npenapatamun, NpaBun OTMNycka fekapcTBEHHbIX NpenapaTos, NpaBun
N3roTOBMEHNS U OTMNyCKa NeKapCTBEHHbIX NpenapaToB, BO3MeLleHVMe Bpeda OCYLLEeCTBMASEeTCA COOTBETCTBEHHO
opraHm3auven OnTOBOW TOPrOBMWU NEKapCTBEHHbIMWM CPEeACTBaMW, anTeyHOW opraHu3aunen, MHOUBMAYarbHbIM
npegnpvHumaTeneM, WMeWUMn NULEH3NI0 Ha dapMaueBTUYECKyl0 AeATEeNbHOCTb WM NIULEH3UI0  Ha
MEOMUMHCKYIO OeaTeNnbHOCTb, MEAWLMHCKOM OpraHusauven, uMelolen nuueH3uio Ha dapmaueBTUYeCKyto
AeaTensHOCTb (ee 060cobneHHbIM nogpasgeneHvem (ambynatopuen, dhenbaLepckum "
denbaLlepcko-akyLepckMM NyHKTamu, UeHTpoMm (oTaeneHuem) obuwen BpadvebHoM (CemMenHoWn) npakTuku),
pacnonoXeHHbIM B CENbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHu3auus),
AONYCTUBLUMMY NPOAAXY MM OTNYCK TaKoro fiekapCcTBEHHOro npenapara.

3. BosmelweHne Bpeda, NPUYMHEHHOrO 340POBbLK [PaXAaH BCReAcTBME NPYMEHEHUs NeKapCTBEHHbIX
npenapaToB WM COBEPLUEHWS MPOTMBOMPAaBHbIX OEWCTBUA cybObekTamy obpalleHusi nekapCTBEHHbIX CpeacTB,
OCYLLECTBMNAETCA B COOTBETCTBUM C 3aKoHOAaTenbCcTBOM Poccuiickon ®eagepaumu.

Mnaea 16. SAKITIOYUTENBbHbIE NMOJIOXKEHUA

Cratbsa 70. O npu3HaHUM yTpPaTUBLUMMM CUITy OTAENbHbIX 3aKOHoAaTeNlbHbIX aKTOB (MOMOXEeHUWN
3aKkoHoaaTenbHbIX akToB) Poccuinckon Penepaumm

MpusHaTb yTpaTUBLLMMM CUITY:

1) ®epepanbHbii 3akoH OT 22 moHa 1998 ropa N 86-d3 "O nekapctBeHHbIx cpeactBax" (CobpaHue
3akoHoaartenbcTBa Poccuiickon ®epepaumu, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 gaHBapsa 2000 roga N 5-®3 "O BHECEHMM M3MEHEeHUs U OOMOfHEHUMW B
denepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTtBax” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumu,
2000, N 2, cT. 126);

3) ctatbio 40 PepepanbHoro 3akoHa oT 10 sHBapsa 2003 roga N 15-03 "O BHeceHWM WU3MEHEHUI WU
OOMOSHEHUI B HEKOTOPbIE 3akoHoAaTeNbHble akTbl Poccunckon ®epepauumn B CBA3M C NpuHATUEM PeaepanbHOro
3akoHa "O nuueH3npoBaHUM OTAEeNbHbIX BUAOB AesTtenbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-03 "O BHECEHUMM M3MEHEHUR W
OOMOMHEHM B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon depepaumn, NpU3HAHUKU YTPaTUBLLMMU CUMY
OTOenbHbIX 3akoHoAaTenbHbIX akToB Poccuiickon ®depepaumn, npeaocTaBneHUUM OTAENbHbIX FapaHTUn
COTPYAHWKaM OpraHoB BHYTPEHHUX [Jen, OpraHoB MO KOHTPOMO 3a OOOPOTOM HAPKOTUYECKUX CPeacTB U
NMCUXOTPOMHbLIX BELECTB W ynpa3gHsaeMblX eaepanbHbiX OpraHoB  HaroroBol nonuuuMu B CBA3KM  C
OCYLLIECTBMEHMEM Mep NO COBEPLUEHCTBOBAHUIO rocydapcTBeHHOro ynpaeneHus" (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®egepauuu, 2003, N 27, cT. 2700);

5) cratbto 101 depepanbHoro 3akoHa oT 22 asrycta 2004 roga N 122-®3 "O BHeceHWM M3MEHEHUI B
3akoHofarernbHble akTbl Poccuiickon ®Pepepaumm v NpusHaHnM yTpaTUBLUUMU CUMY HEKOTOPBIX 3aKOHOAATENbHbIX
aktoB Poccunckon ®epepauumn B cBA3M C npuHAaTMEM PepepanbHbix 3akoHOB "O BHECEHMM WU3MEHEHUIN U
gononHeHun B ®egepanbHbii 3akoH "O6 oOLWmMX NpUHLMNax opraHn3aumm 3akoHodaTenbHbIX (MPeACcTaBUTENbHbIX)
M WUCMNOMHMTENBHBIX OPraHoOB roCydapCTBEHHOW Bractu cybwbektoB Poccuiickon ®epepaummn” n "O6 o6Lwmx
NPUHLUMNax opraHuM3auum mMecTHoro camoynpaenenust B Poccuiickon ®egepauun” (CobpaHue 3akoHopgaTenbcTea
Poccuiickon ®egepauum, 2004, N 35, cT. 3607);

6) ctatbto 28 depepanbHoro 3akoHa ot 18 gekabpsi 2006 roga N 231-03 "O BBeaeHuM B OeNCTBUE YaCTyU
yetBepTon [paxpgaHckoro kopekca Poccunckon ®epepaumn” (CobpaHue 3akoHogatenscTBa Poccwuiickon
depepaumm, 2006, N 52, cT. 5497).

Cratbs 71. BctynneHue B cuny HacTosiwero deagepanbHOro 3akoHa

1. Hactosiwmn ®enepanbHbIi 3akoH BCTynaeT B cuny ¢ 1 ceHTs6psa 2010 roga.

2. JlekapcTBeHHbIE CPEACTBA, 3aperncTpupoBaHHble OO AHS BCTYNMeHUs B cuny Hactosuwero ®eaepansHoro
3aKoHa, noanexaT BKIHYEHUIO B rocyJapCTBEHHbIE PEECTPbl NeKapCTBEHHbIX CPEACTB C BHECEHNEM YKa3aHHbIX B
yactm 1 cratbnm 33 HacToswero degepanbHOro 3akoHa cBegeHU 006 3TUX NEKapCTBEHHbLIX cpeacTtBax 6e3
NPOXOXAEHNs1 BHOBb MPOLleAypbl FOCY4apCTBEHHOW perMcTpaumm fiekapCTBEHHbIX NPenapaToB.



3. locymapcTBeHHasa perucTpauus nekapCTBEHHbIX nNpenapaToB, 3a WCKMIOYEHUEM FeKapCTBEHHbIX
npenapaToB ANg MeOULMHCKOro NPUMEHEHUS, NPpeACTaBMNEeHHbIX Ha YKa3aHHY perucTpaumio A0 OHS BCTYMNMEHUs B
cuny HacTosuero ®enepanbHOro 3akoHa, OCYLLECTBNAETCS B COOTBETCTBMM € HacTosLwmm deaeparnbHbiM 3aKOHOM
Ha OCHOBaHUW OOKYMEHTOB W AaHHbIX, MPeACTaBeHHbIX 00 OHA BCTYNMEeHUsa B cuny Hactosiero deaepanbHOro
3aKoHa.

3.1. TocypapcTBeHHas peructpauus nekapcTBEHHbIX npenapaToB Ans MeOULWMHCKOTOo NPUMEHEHUs,
NpeAcTaBrneHHbIX Ha rocyAapCTBEHHYKO perncTpaumio 0O OHA BCTYNneHus B cuny Hactoswero depepanbHOro
3aKoHa, W rocygapcTBeHHasi perucrpauus nekapcTBEHHbIX npenapatoB Ans MeAUMUMHCKOro NpUMEeHeHus,
npeAcTaBneHHbIX Ha 3KCNepTU3y NekapCTBEHHbIX CPeACTB A0 AHA BCTYNMEHUs B cuny HacToswero degepansbHoro
3aKoHa B Llensax ux nocneayoLlen rocyaapCTBEHHON perncTpaumnm, ocyLecTBNATCA Ha OCHOBaHUM AOKYMEHTOB U
OaHHbIX, NpeAcTaBneHHbIX A0 OHA BCTYMNMEHUs B cuny HacToswero dedepanbHOro 3akoHa, a Takke 3asBrneHus o
rocygapCTBEHHOW perucrpaumm nekapcTBEHHOro npenapara, NnpeAcTaBneHHoro NnpomM3BoanTenem nekapCTBeHHbIX
npenapaToB UMM YMOMHOMOYEHHbIM MM NULOM B COOTBETCTBUW C HacTosawuMm PeaeparnbHbIM 3aKOHOM B
YMOMHOMOYEHHBIV beepanbHbIvi OpraH ucnonHuTenbHom Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHus ynnarhbl
rocy4apCTBEHHOW MOLWNMHbBI, NPeAyCMOTPEHHOW 3akoHoaatenscTBoM Poccuiickon Pepepauum o Hamorax w
cbopax.

3.2. lNogTBeEpXOeHNe rocyaapCTBEHHOW perncTpauumn fekapcTBEHHbIX MpenapaToB A MeOULUHCKOro
NPUMEHEHWS, NPeACTaBNEHHbIX NS NOATBEPKAEHUS rOCyAapCTBEHHON perncTpauumn 00 AHS BCTYMNEHMS B CUny
HacToawero ®degepanbHOr0 3akoHa, W MOATBEPXAEHWE rOCYAAPCTBEHHOW perucTpauum nekapCTBEHHbIX
npenapaToB ANs MeAWLUMHCKOro NpUMeHeHus, NpeacTaBrneHHbIX Ha 3KCNepTU3y NeKapCTBEHHbIX CPeacTB A0 OHSA
BCTYNNeHna B cuny Hactoswero ®eaepanbHOro 3akoHa B Lensx Mocneaywlwero MoATBEPXAEHUA UX
rocyfapCTBEHHOW perncTpaunm, oCcyLLeCcTBNAKTCA Ha OCHOBaHUU JOKYMEHTOB U JaHHbIX, NpeAcTaBneHHbIX 40 OHA
BCTYNNeHnsa B cuny Hactoswero defepanbHOro 3akoHa, a Takke 3asBrneHus 0 NoATBEPXKAEHUU rocyaapCTBEHHOWN
perncTpaumm nekapCTBEHHOro npenapaTa, NpeacTaBfeHHOro NpovM3BoauTENEM fekapCcTBEHHbIX npenapaToB Unm
YMOMMHOMOYEHHBIM MM JIULOM B COOTBETCTBMM C HacTodAwmMm PdeaepanbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN
denepanbHbIN opraH ucnonHuTensHon Bnacti go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl rocygapCTBEHHON
MOLUITMHBI, MPEeAYCMOTPEHHOW 3akoHoAaTensCcTBOM Poccunckon ®enepaumm o Hanorax n cbopax.

3.3. lNpuHATNE pelleHns 0 BHECEHUN U3MEHEHWI B JOKYMEHTbI, CoAepXaluecs B permcTpaunoHHOM J0Cbe
Ha 3aperMcTpMpoBaHHbLIN NeKapCTBEHHbIM npenapaTt Ans MeguLMHCKOro NMPUMEHEHUA 1 NpeAcTaBreHHble A0 OHA
BCTYMneHnss B cuny Hacrtoswero degepanbHOro 3akoHa, U MPUHSATUE pELUEHUS O BHECEHUN W3MEHEHW B
OOKYMEHTbI, coaepalleecsl B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NekapcTBeHHbIM npenapar Ans
MEeLMLIMHCKOrOo MPUMEHEHUS 1 NpeacTaBNeHHble Ha 3KCNepTU3y NeKapCTBEHHbIX CPEeACTB OO0 OHSA BCTYMNEHUs B
cuny Hactosiwero ®depepanbHOro 3akoHa, OCYLECTBASAOTCA Ha OCHOBaHMM  JOKYMEHTOB W [AaHHbIX,
npeAcTaBrneHHbIX A0 OHA BCTYMNNEHUs B cuny HacTtosiwero ®eaepansHOro 3akoHa, a Takke 3asBrneHust O BHECEHUN
U3MEHEHV B JOKYMEHTbI, coAepXallnecs B permcTpauuoHHOM [A0Cbe Ha 3aperncTpupoBaHHbIA NEKApCTBEHHbIN
npenapaT Ang MeauLUMHCKOro NpUMeEHEHUs1, NpeACTaBneHHOro NPON3BOAMTENEM NeKapCTBEHHbIX NpenapaTos unu
YMOMHOMOYEHHbIM MM FWULOM B COOTBETCTBMM C HacTosAwuMm PeaepanbHbIM 3aKOHOM B YNOSHOMOYEHHbIN
denepanbHbIN opraH ucnonHuTensHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTtbl rocyaapCTBEHHOM
NOLNMHbI, TPeayCMOTPEHHON 3akoHoaaTenscTBoM Poccuiickon Pegepaumm o Hanorax n cbopax.

3.4. Bblgaya paspelueHun Ha npoBefeHne KIMHUYECKUX UCCredoBaHUN NekapCTBEHHbIX npenapaTtoB Ans
MeAMWLMHCKOro NPpUMEHEHUs NO 3asiBreHUAM, NoaHHbIM OO0 OHSA BCTYNNEHWs B Cuny Hactosiwero degepanbHOro
3aKoHa, a Takke No 3asBNeHNsIM, NOAaHHbIM NOCre AHA BCTYNNeHusa B cuny HacToswero denepanbHOro 3akoHa Ha
OCHOBaHUWM 3KCNepTu3, MpPOBEAEHHbIX [0 [AHS BCTYNfeHus B cuny Hactoswero ®deaepanbHOro 3akoHa,
OCYLLECTBMSIETCS B COOTBETCTBMM C HacTosawmMm PenepanbHbiM 3aKOHOM Ha OCHOBaHUU OOKYMEHTOB M AaHHbIX,
NpeAcTaBrneHHbIX NN NONYyYEHHbIX OO OHA BCTYMNEHUS B cuny Hactoswero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMUU NpeaBapuTENbHOrO [0roBopa 006s3aTenbHOro CTPaxOBaHWUSA XWU3HW, 340POBbs MaLMEHTOB,
Y4aCTBYHOLIMX B KMMHUYECKOM UCCREeAOBaHUN NEeKapCTBEHHOro npenapara ansg MeauuMHCKOro MPUMEHEHUs!, Unm
Konuu pgorosopa 00SA3aTeNbHOrO CTPaxXOBaHUS KW3HM, 300POBbS MALUMEHTOB, YYacTBYHOLMX B KITUHUYECKOM
nccrnegoBaHUM NEKAPCTBEHHOrO npenaparta Ans MeOWLUMHCKOro MNpUMEHEeHWsi, nMbo npeacTaBfieHHOM Konuu
gorosopa 0653aTenbHOr0 CTpaxoBaHUs, 3aKMOYEHHOIO B COOTBETCTBMM C TMMNOBbLIMY MpaBunamMmu obssaTensHOro
CTpaxoBaHU4, C ykasaHueM npeaeribHOW YUCNEHHOCTN NauMEeHTOB, YY4acTBYHOLUMX B KITMHUYECKOM UccneaoBaHum
NeKapCTBEHHOro npenaparta Ans MeAWLUMHCKOro MpumeHeHus, 6e3 TpeboBaHus ynnaTtbl rocygapCTBEHHOMW
NOLUNMHbI, MPeayCMOTPEHHON 3akoHoaaTenscTBOM Poccuiickon Pepepaumm o Hanorax n cbopax.

3.5. 3apernctpupoBaHHble B MHOCTPAHHOW BamnTe OO AHSA BCTYMNNEHUsI B cuny Hactosiwero ®epeparnsHoro
3aKoHa npedenbHble OTNYCKHbIE LiEeHbl MHOCTPaHHbIX MPOU3BOAMUTENEN Ha JleKapCTBEHHble npenaparThl,
BKITIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMBIX WM BaXKHEWLIUX JIEKAPCTBEHHbIX MpenapaToB, noanexat
nepecyety B pyonm no kypcy LleHTpanbHoro 6aHka Poccuiickon Pepepauumn Ha paTy, YCTAHOBIEHHYHO
MpaButenbctBom Poccunckon denepaunn, 6e3 npencraBneHns 3asiBieHWst O MnepecyeTe LieHbl C BHECEHWEM
COOTBETCTBYIOLMX U3MEHEHWUA B rOCYyAapCTBEHHbIN PEECTp NpeAenbHbiX OTMYCKHbIX LEH Npou3BoauTeNnen Ha
nekapCTBEHHbIE MpenapaTbl, BKIHOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUUX FeKapCTBEHHbIX
npenapaTos.

3.6. BapeructpupoBaHHble OO0 OHA BCTYNNeHus B cuny Hactosuwero deaepanbHOro 3akoHa npefenbHble
OTNYCKHblE LiEHbl POCCUWCKUX MNpOM3BOAMTENEN Ha NeKapCTBEHHble npenapaTtbl, BKMOYEHHble B MNepeyeHb
XWU3HEHHO HEOBXOOMMBIX U BaXKHEWLLMX NeKapCTBEHHbIX MpenapaTtoB, noanexar uHaekcaumm ¢ 1 Hosbpa 2010
roga MCxodsi U3 MPOrHO3MPYeMOro ypoBHS WHnAuun, yctaHoBneHHoro degepanbHbiM 3aKOHOM OT 2 Aekabps



2009 roga N 308-93 "O depepanbHom GrompkeTe Ha 2010 rog u Ha nnaHoebii nepuog 2011 n 2012 rogos" Ha
2011 rog.

3.7. NMocne 1 mapta 2011 roga He pgonyckarTcs NPouM3BOACTBO U BBO3 B Poccunckyio depepauuio
nekapCcTBEHHbIX NpenapaToB B YNakoBKax C MapKMPOBKOW, koTopas Gbina HaHeceHa OO0 OHS BCTYMNNEHUS B CUNy
HacTosilero PeaepanbHOro 3akoHa. o UCTeYeHUn yka3aHHOrO Cpoka AaHHble fekapcTBEeHHbIe npenapaTbl MOryT
OTNycKaTbCs, peann3oBblBaTbCH, NepeaaBaTbCsa U NPUMEHATBLCA OO UCTEYEHUS UX CPpOoKa FOAHOCTW.

4. Co gHsa BCTynneHus B cuny Hactoswero ®egepansHoro 3akoHa u no 30 anpens 2011 roga BKAOYUTENBHO
JOMnycKaeTcs MpoBedeHne 3KCMepTu3bl NeKapCTBEHHbIX CPeACTB 3KCnepTamm SKCMEPTHOro yypexaeHus Ao
MPOXOXAEHVUA MMM aTTecTauMm B MOpsSAKe, YCTAHOBMEHHOM  YNOMHOMOYEHHbIM bedeparnibHbiM  OpraHoM
NCMONHWUTENBLHON BNacTu.

5. Co pgHsa BcTynneHusi B cuny Hactosiwero PepepanbHoro 3akoHa M no 31 gekabps 2013 roga
BKIMIOYUTENBHO OCYLLECTBMASETCH Nepexo K Npou3BOACTBY NeKapCTBEHHbIX CPEACTB B COOTBETCTBMU C NpasBuniamu
opraHusauum npov3BOACTBA M KOHTPOSS KayecTBa feKapCTBEHHbIX CPeACTB, yKa3aHHbIMM B yactu 1 ctatbu 45
HacTosilero PegepanbHOro 3akoHa, B NnonHoM obbeme. Cpokun nepexona NPOM3BOACTBA NEKapCTBEHHbIX CPeacTB
K MX NPOM3BOACTBY B COOTBETCTBUU C KOHKPETHbIMU TpeboBaHUSIMU AaHHbLIX NpaBwi, BKOYas CPOKM aTtTectauum
YMNONTHOMOYEHHbLIX NUL, YKa3aHHbIX B YacTax 6 u 7 cratbm 45 Hactodwero PenepanbHOro 3akoHa,
ycTaHaBnuBatwTcs lNpaButenscteom Poccunckon ®enepaumn.

6. JInueHsnm Ha Npou3BOACTBO NEeKapCTBEHHbIX CpeacTs, BbligaHHble Ao 1 aHBaps 2014 roga, gencTByioT
nocne 1 aHBaps 2014 roga A0 NCTEYEHUS CpoKa UX AENCTBUS NPW YCNOBUM COOTBETCTBUSA NUUeH3naTa npasunam
opraHusauum Npou3BOACTBA M KOHTPONSA KayecTBa flekapCTBEHHbIX CPeACTB, ykasdaHHbIM B 4Yactu 1 cratbun 45
HacTosiwero PeaepanbHOro 3akoHa.

7. ®opMupoBaHMe rocyfapCTBEHHOro 3ajaHWs Ha MnpoBedeHMEe 3KCMepTM3bl NeKapCTBEHHbIX CPeacTB
heaepanbHOMY rOCy4apCTBEHHOMY OHOIKETHOMY YYpEXOEHWI0 MO MPOBEAEHUI0 JKCMEepPTM3bl JEKapCTBEHHbIX
CcpeacTB M huHaHCOBOe obecrneyeHne BbIMONHEHNS 3TOro 3aAaHusi OCYLLECTBNSATCA B NOPSAKe, YCTAHOBIEHHOM
®epnepanbHbiM 3akoHOM OT 12 sHBapsa 1996 roga N 7-®3 "O HekoMMepyeckMx opraHm3aumsax”.

Mpe3ngeHT
Poccuiickon depepaumm
O.MEOBELOEB
Mocksa, Kpemrb
12 anpens 2010 roga
N 61-93
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