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Crucok HU3MCHAIOMUX TOKYMCHTOB
(B pen. deaepanbHbIx 3aKk0HOB OT 27.07.2010 N 192-03,
or 11.10.2010 N 271-@3, ot 29.11.2010 N 313-®3,
ot 06.12.2011 N 409-®3, ot 25.06.2012 N 93-D3,
ot 25.12.2012 N 262-@3, ot 02.07.2013 N 185-®3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3,
o1 22.10.2014 N 313-®3, ot 22.12.2014 N 429-®3 (pen. 13.07.2015),
ot 08.03.2015 N 34-®3, o1 29.06.2015 N 160-D3,
ot 13.07.2015 N 233-@3, ot 13.07.2015 N 241-®3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3)

I'nasa 1. OBIIIUE ITOJIOKEHU A
Cratps 1. [Ipenmer perynupoBanus Hactosuero denepaabHoro 3aKkoHa

1. Hacrostumii ®enepanbHblil 3aKOH PETyJINPYET OTHOLIEHUS, BO3HUKAIOIIHME B CBS3H C
oOpamieHueM -  pa3pabOTKOM,  JOKIMHUYECKHMMM  HCCIEAOBAaHUAMH,  KIMHUYECKUMU
WCCIIEIOBAHUAMU, JKCIEPTHU30M, TOCYIAPCTBEHHOW pErucTpanued, co CTaHJapTH3alued U ¢
KOHTPOJIEM KadecTBa, MPOU3BOJICTBOM, H3TOTOBICHHEM, XPAHEHUEM, IEPEBO3KOM, BBO3OM B
Poccniickyro ®enepanno, BbBO30M M3 Poccuiickonn ®enepanuu, peksiaMOH, OTIIYCKOM,
peanu3anuei, nepesadeii, IPUMEHEHNEM, YHUUTO)KEHUEM JIEKapCTBEHHBIX CPEJCTB.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmumii ®enepanbHblii 3aKOH YCTAHABIMBAET IPUOPUTET TOCYJAPCTBEHHOIO
perynupoBaHusi 0e30MacHOCTH, KayecTBa M 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPENICTB MPH HMX
oOparieHuu.

(B pea. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumeHenus Hacrosuiero denepaabHOro 3aKkoHa

Hacrosimuit denepalibHblil 3aKOH NPUMEHSIETCS K OTHOLIECHHUSM, BO3HHMKAIOIIUM MPHU
oOpallleHnH JIeKapCTBEHHBIX CPEJCTB Ha Tepputopuun Poccuiickoit denepamum.

Cratbs 3. 3aKOHOJIaTCJ'IBCTBO 00 06paH_IeHI/II/I JICKAPCTBCHHLIX CPCACTB
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1. 3akoHOnIaTENbCTBO 00 OOpAIEHUH JIEKAPCTBEHHBIX CPEACTB COCTOUT M3 HACTOAIIETO
®denepallbHOTO 3aKOHA, IPYTUX (eAepaATbHBIX 3aKOHOB U MHBIX HOPMATHUBHBIX MPABOBHIX aKTOB
Poccuiickoit deneparumu.

1.1. 3akoHOmaTenbCcTBO 00 OOpaIleHUH JIEKApCTBEHHBIX CPEJACTB B  OTHOIICHHUH
OPUINYECKUX JIUL U UHAUBUAYAJIbHBIX MPEANPUHUMATENICH, OCYIIECTBISIOIINX AEITEIbHOCTh
Ha TEPPUTOPUU MEXKIYHAPOJHOTO MEIMIMHCKOTO KJAacTepa, IMPUMEHSAECTCI C Y4EeTOM
0COOEHHOCTEH, ycTaHOBJEHHBIX DenepaibHbIM 3akoHOM "O MEXIyHapOJIHOM MEIUITMHCKOM
KJIACTEPE M BHECEHMU W3MEHEHUW B OTHEJbHBIE 3aKOHOJATENIbHBIE aKThbl Poccuiickoi
®Denepanun".

(uactp 1.1 BBepgena denepanbueiM 3akoHOM OT 29.06.2015 N 160-D3)

2. [einictBue nacrosimero denepasbHOro 3akoHa pacHpoCTpaHseTcss Ha oOpalleHue
HApKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB U NCUXOTPOMHBIX JIEKAPCTBEHHBIX CPEACTB C y4ETOM
0COOEHHOCTEH, YCTAaHOBIIEHHBIX 3aKOHOaTeNbCTBOM Poccuiickoit deaepanuu 0 HAPKOTUIECKUX
Cpe/cTBax, MCUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypcopax.

3. MeiictBue Hacrosimero denepaibHOro 3aKOHA pacCHpOCTpaHseTCs Ha oOpalieHue
paarodapMareBTHYECKUX JICKAPCTBEHHBIX CPEJICTB ¢ YUETOM OCOOCHHOCTEH, yCTaHOBJICHHBIX
3akoHoaarenbcTBOM Poccuiickoit ®exepanuu B obiactu  oOecrieueHUs paaudaliOHHON
0€30MacHOCTH.

4. Ecmm wMexnayHapoansiM JoroBopoM Poccuiickoit ®denepanuu yCTaHOBIIEHBI HHBIE
npaBuja, 4eM Te, KOTOpPbIE IPeayCMOTpeHbI HacTosAmUM DenepanibHbIM 3aKOHOM, TPUM CHSIIOTCSA
IpaBujIa MEXIYHAPOIHOIO JOTOBOPA.

5. B Poccuiickoii denepanuu B COOTBETCTBUHM C MEXKIYHApPOJHBIMH JOTOBOPAMH
Poccuiickoiit @enepanuu U (UIM) HA OCHOBE MPUHIUIA B3aUMHOCTH MPU3HAIOTCA PE3yIbTaThl
KJIIMHUYECKUX HCCJICIOBAHUM JICKAPCTBEHHBIX MpPENapaTroB i MEAUIIMHCKOTO MPUMEHEHUS,
MPOBEJCHHBIX 32 MpeaenaMu Tepputopun Poccuiickon Oenepanuu.

Cratbs 4. OCHOBHBIC IMMOHATHS, UCITIOJIB3YEMBIC B HACTOAILCM cDeI[epaJ'ILHOM 3aKOHE

JUia uneneit Hactosdwmero PenepaJbHOrO 3aKOHA MCIONB3YIOTCS CIEAYIOIINE OCHOBHBIE
TIOHATHUA:

1) nexapcTBeHHBIE CPECTBA - BEIIECTBA WM MX KOMOHMHAIIMU, BCTYMAIOIINE B KOHTAKT C
OpTraHu3MOM YCJIOBCKa HJIM JKUBOTHOT'O, IIPOHUKAIOIIHE B OpTraHbl, TKAHW OpPraHn3Ma 4cCJIOBCKa
WM )KMBOTHOTO, TIPUMEHSIEMBbIE NIl MTPO(UIAKTUKH, TUATHOCTHKHU (32 MCKIIIOUEHUEM BEIIECTB
HIIN UX KOM6I/IHaHI/II71, HC KOHTAKTUPYIOIIHUX C OPTaHU3MOM YCJIOBCKa HUIJIN )KI/IBOTHOFO), JCUYCHUA
3a0o0yeBaHus, peaOWIMTAlUM, I COXPAaHEHHUs, NPEJOTBpPAICHHUs WU TMpPepbIBaHUs
OepeMeHHOCTH M TMOJIyY€HHblE W3 KpPOBH, IJIa3Mbl KpPOBHM, W3 OpPraHOB, TKaHeW opraHusma
YeJI0OBEKa WM >KMBOTHOIO, PAaCTCHHMM, MHMHEpPAJIOB METOJAMHU CHUHTE3a WIM C IPUMEHEHUEM
Ounonoruueckux TexHonoruil. K nexkapcTBEeHHBIM CpeiCcTBaM OTHOCSITCS (apMaleBTUUYECKHE
CyOCTaHIIMH U JIEKapPCTBEHHBIE MPENapaThl;

2) dapmaneBTHUECKash CyOCTaHIIUS - JIEKAPCTBEHHOE CPEICTBO B BHUAEC OJHOTO WU
HECKOJIBKUX 00Jafalonumx (GapMakoJOTHYECKOM aKTUBHOCTBIO JIEMCTBYIOIIMX BEIIECTB BHE
3aBHCHUMOCTH OT TPHUPOABl MPOUCXOXKIEHUS, KOTOpOE TMpeAHAa3HAuUeHO JUIsl IPOU3BOJICTBA,
U3TOTOBJICHHS JIEKAPCTBEHHBIX MpPEnapaToB U onpeaenseT ux 3p(HeKTuBHOCTb;

(1. 2 B pea. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

3) BcroMoraTelbHbBIE BEIECTBA - BEIIECTBA HEOPraHMYECKOro WJIM OPTraHUYecKOro
MMPOUCXOKACHUA, HCIOJB3YEMBIC B IIPOLECCE IMPOU3BOACTBA, HM3TOTOBJICHUA JICKAPCTBCHHBIX
MpernapaToB Uil IPUAAHUS UM HEOOXOUMBIX (PU3UKO-XUMUYECKUX CBOWCTB;

4) nexapCTBEHHbIE IpENapaThl - JEKapCTBEHHbIE CPEACTBAa B BUE JIEKAPCTBEHHBIX (HOpM,
MpUMEHSIeMbIE 171 TPO(MUIAKTHKY, AUATHOCTUKU, JEUEHUsl 3a00NIieBaHUs, peaOMIUTAIUU, NI
COXpaHEHHUsI, TPEIOTBPALICHHS UITU MPepbIBaHUs OEpEMEHHOCTH;

5) nexapctBeHHas (opma - COCTOSHHE JIEKapCTBEHHOI'O Ipernapara, COOTBETCTBYIOIIEE
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crocobaM €ro BBEJCHHUS W TPHUMEHEHHUS M OO0ECIeuuBarolee JOCTHKCHHE HEOOXOIUMOTO
nedyeOHoro 3 dexra;

5.1) no3upoBka - cojAep)KaHWE OJHOIO WM HECKOJBKUX JCHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXEHUH HA €IMHUILY J03bl, UJIU €IUHULY 00beMa, UM €TMHUILY MacChl B
COOTBETCTBUH C JICKAPCTBEHHOH (POpMOil OO IJIs1 HEKOTOPBIX BHUJOB JEKAPCTBEHHBIX (HOpM
KOJIMYECTBO BBICBOOOXKJAEMOTO0 U3 JIEKAPCTBEHHOW (HOpMBbI JEHCTBYIONIErO BeIllecTBa 3a
€JIMHUILY BPEMEHHU;

(m. 5.1 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

6) mepedeHb >KM3HEHHO HEOOXOJMMBIX M BAXXHEWIIMX JIGKAPCTBEHHBIX IPEIapaToB -
exeroaHo yreepxaaeMbiii [IpaBurensctBoM Poccuiickoit denepannn nepedeHpb JIEKapCTBEHHBIX
IpenapaToB A MEAULMHCKOTO MPUMEHEHUS, 00ECTIEYNBAIOIINX PUOPUTETHBIE MOTPEOHOCTH
3[paBOOXpAaHEHUS] B LENAX MNpOoPUIAKTUKM U JiedeHHs 3a0oJieBaHU, B TOM YHCIE
npeodiagarouX B CTPYKType 3a0oneBaemoctu B Poccuiickoii @eneparumy;

6.1) opdanHble JeKapCTBEHHbIE  IMpemapaTbl -  JIGKAPCTBEHHBIE  IpernapaThl,
[pPEHA3HAYEHHBIE WCKIIOUUTENIBHO JUIsl JAMArHOCTUKM WM IAaTOI€HETUYECKOTO JIEUeHUs
(JleyeHus, HaANpaBJIEHHOTO HA MEXaHW3M pa3BUTHUA 3a0oJieBaHMA) peakux (op¢aHHBIX)
3a00JIEBAHUN;

(m. 6.1 BBegen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OwuosorMYecKHe JIEKAPCTBEHHBIC TIpenapaTbl - JIEKapCTBEHHBIE IIpEraparsl,
JEICTBYIOIIEE BEIIECTBO KOTOPHIX MPOU3BEICHO HIIM BBIAEICHO U3 OMOJOTMYECKOr0 UCTOYHHKA
U JUISL OIIPEJIEIEHHs] CBOIMCTB U KayecTBa KOTOPhIX HEOOXOAMMa KOMOMHALMS OMOJIOTUYECKUX U
bu3uKO-XUMHUECKUX MeTo0B. K OHOJIOTrMYecKHM JIeKapCTBEHHBIM IpernapaTaM OTHOCSTCS
UMMYHOOHMOJIOTHYECKUE JIEKAPCTBEHHBIE MPEIapaThl, JEKApCTBEHHbIC MPEnaparhl, MOITyIeHHbIC
U3 KpOBHU, IJIa3Mbl KPOBH YEJIOBEKAa M KUBOTHBIX (32 HCKJIIOYEHHEM LIETbHOM KPOBH),
OMOTEXHOJOIMYECKUE JIEKAPCTBEHHBIE Ipenaparbl, I'E€HOTEPANEBTUYECKUE JIEKAPCTBECHHbBIC
npernaparsl;

(1. 6.2 BBeneH PeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

7) UMMYHOOHOJIOTUYECKHE JIEKApPCTBEHHBIE MpenapaThl - JEKapCTBEHHBIE IMpermapaThl,
npeaHa3HayeHHble Uil (OpMUPOBaHUS AKTUBHOTO WJIM IMACCMBHOTO HMMYHUTETa JHOO
JTUATHOCTHKU HAWYHMsl HMMMYHHTETa WIM JTUATHOCTHKU CHEeNU(PHUECKOro MNpUOOpPETEHHOTO
U3MEHEHHS  UMMYHOJIOTMUECKOTO  OTBEeTa Ha  auleprusupyromue  BemectBa. K
MMMYHOOHOJIOTHYECKHM JIEKQPCTBEHHBIM TIperaparaM OTHOCSTCS BaKIMHBI, aHATOKCHHBI,
TOKCHUHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI U JVIEPTCHBL;

(m. 7 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7.1) OMOTEXHOJOTMYECKHE JIEKapCTBEHHBIE NpenapaTbl - JIEKapCTBEHHbIE IpernapaThl,
IPOM3BOJICTBO KOTOPBIX OCYLIECTBISIETCS C UCHOJIb30BAaHUEM OMOTEXHOJOIMUYECKHX MPOLECCOB
u MetoaoB (B ToM yucie JJHK-pexomOMHaHTHOW TEXHOJOTHHU, TEXHOJIOTHU KOHTPOJIUPYEMOM
DKCIIPECCUU TE€HOB, KOIUPYIOMIMX OHONOTHYECKH AaKTUBHBIE OENKH B MPOKAPUOTAX U
AYKapuoTax, BKIIOYasi H3MEHEHHbIE KJIETKH MJIEKONUTAIONINX ), THOPHIOMHOI'O METOJIa U METOa
MOHOKJIOHAJIbHBIX aHTUTET;

(m. 7.1 BBegen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) reHoTepaneBTHUUECKHE JIEKapCTBEHHBIE IMpenaparsbl - JIEKapCTBEHHBbIE Ipernaparsl,
dapmarieBTHYECKasi CyOCTaHIIMSI KOTOPBIX SBIISETCS PEKOMOMHAHTHOM HYKJIEMHOBOM KHCIOTOM
WM BKIIOYAeT B ce0sl peKOMOMHAHTHYIO HYKJIEMHOBYIO KUCIIOTY, MO3BOJISIFOIIYIO OCYIIECTBIISITh
peryivpoBaHue, pemnapanuio, 3amMeHy, Jo00aBieHMe Wi  yJaJeHHe TeHEeTUYEeCKOU
II0CJIE0BATENBHOCTH;

(m. 7.2 BBegen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOoTHuYeCKHE JIeKapCTBEHHBIE CpEACTBA - JICKAPCTBEHHBIE TMpemapaTbl |
dapmalieBTHUYECKUE CYOCTaHIMM, COJEpIKalllleé HapKOTHYECKHE CpPEICTBAa M BKIIOYEHHBIE B
[lepeueHb HAPKOTHYECKUX CPEJCTB, MICUXOTPOMHBIX BEIIECTB U MX MPEKYPCOPOB, MOAJIEKAIINX
KOHTpoJto B Poccuiickoit denepannu, B COOTBETCTBUM C 3aKOHOAATEIBCTBOM Poccuilckoi
Qenepannn, MeXIyHApOAHbIMU JoroBopamu Poccuiickoit ®@enepaunu, B ToM uucie EnunHon
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KOHBEHIIMEN 0 HApKOTUYECKUX cpencTBax 1961 rona;

9) nCUXOTPONHBIE JIEKAPCTBEHHBIE CPEJICTBA - JIEKApPCTBEHHBIE MpEnaparsl U
(dapmarieBTHYECKHE CYOCTaHIIMM, COJIEpIKallie ICHUXOTPOIHBIC BELIECTBA M BKIIOYCHHBIE B
[TepeyeHb HAPKOTHUYECKUX CPEACTB, IICUXOTPOIHBIX BELIECTB U MX IPEKYypCOPOB, MOUIEKALIUX
KOHTpoJt0 B Poccuiickoit denepanuu, B COOTBETCTBUM C 3aKOHOJAATENILCTBOM Poccuiickoi
®denepauun, MEXKIyHApOAHBIMU JoroBopamu Poccuiickoi ®expepaiud, B TOM YHCIE
KonBeHnnueit o ncuxoTponHsix BemecTBax 1971 rona;

10) panuodapmaneBTHUECKHE JIEKAPCTBEHHBIE CpPEACTBAa - JIEKAPCTBEHHBIE CPE/CTBA,
KOTOpBIE COZIEPKAaT B TOTOBOM JUIS MCHOJIB30BAaHUS (POpME OAMH PAaTUOHYKIUA UM HECKOJIBKO
PaMOHYKJINJOB (paJiMOaKTUBHBIX H30TOIOB);

11) pedepeHTHBIN JeKapCTBEHHBIH TNpenapaT - JIEKApCTBEHHBIH Ipemnapar, KOTOPBIH
BIIEpBbIe 3apeructpupoBaH B Poccuiickoil ®exnepaunu, kauecTBo, 3(P(EeKTUBHOCTE U
0€30MacCHOCTh KOTOPOI'0 JJOKa3aHbl HA OCHOBAHUU PE3YJITATOB JOKIMHUYECKUX HCCIIEAOBAaHUN
JEKapCTBEHHbIX CPEACTB UM KJIMHUYECKHUX HCCIIEOBAaHUI JICKApCTBEHHBIX IIPENapaTos,
NPOBEICHHBIX B COOTBETCTBMU C TpeOoBaHMsMH vacteii 6 m 7 cratbu 18 HacTosmero
®denepanbHOTO 3aKOHA B OTHOLLIEHUH JIEKAPCTBEHHBIX CPEJCTB AJISl MEJUIIMHCKOTO NPUMEHEHHUS
au00 B COOTBETCTBHM C TpeOoBaHMsAMH cTaThil 12 Hactosmero denepaabHOro 3aKoHA B
OTHOILIEHUM JIEKAPCTBEHHBIX CPEACTB U1 BETEPUHAPHOTO IPUMEHEHHS, U KOTOPBIH
UCTIONB3YEeTCS JUISI OLEHKHM OWMODPKBHBAJICHTHOCTH WJIM TEPAIEBTUYECKON HKBUBAICHTHOCTH,
KayecTBa, H(PPEKTUBHOCTH U OE30MAaCHOCTH BOCHPOM3BEIACHHOIO MM OHOAaHAJIOrOBOIO
(600 100HOT0) JICKAPCTBEHHOTO Tperapara;

(B pen. PepepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

12) Bocnipou3BeCHHBIN JEKAPCTBEHHBIN IpenapaT - JIEKApCTBEHHBIN NpernapaT, KOTOPbIH
UMEeT TAaKOM K€ KayeCTBEHHBIH COCTaB M KOJMYECTBEHHBIH COCTaB JIEHCTBYIOLIMX BEILIECTB B
TAaKOW JK€ JIeKapCTBEHHOW (opme, YTO H peepeHTHBI JIEKapCTBEHHBIH Npenapar, Hu
OMOPKBUBAJIEHTHOCTh MJIM TepamneBTUYECKas SKBUBAJCHTHOCTb KOTOPOro peepeHTHOMY
JIEKapCTBEHHOMY IpenapaTy MOATBEPK/I€HA COOTBETCTBYIOLMMU HCCIEA0BAHUIMY;

(m. 12 B pen. denepanpHoOro 3akoHa oT 22.12.2014 N 429-03)

12.1) TepameBTHYeCKas HKBUBAJIEHTHOCTb - JOCTH)KEHHE KIMHUYECKH COINOCTaBUMOIO
TepaneBTHYECKoro 3 deKxra Npu NPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB Ui MEAULUHCKOTO
INPUMEHEHUs JUIsl OAHOM M TOM e Tpynmbl OOJBHBIX MO OAHMM MU TEM K€ IMOKa3aHUAM K
IIPUMEHEHUIO;

(m. 12.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

12.2) OwuoananoroBblii (O6MOMOMOOHBIN) JEKapcTBEHHBIN Tpemnapar (OuoaHainor) -
OMOJOTMYECKHM JIeKapCTBEHHBIN Mpenapar, CX0KuM 10 nmapameTpaM KadecTBa, 3¢ (HEeKTUBHOCTH
U 0e30MacHOCTH ¢ pedepeHTHhIM OMOJIOTHYECKUM JIEKapCTBEHHBIM IpenapaToM B TakoW ke
JIEKapCTBEHHOU (hopMe M UMEIOIINN UISHTUYHBIN CITIOCOO BBE/ICHHS;

(m. 12.2 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12.3) B3aumo3aMeHsieMblil JIEKapCTBEHHBIN mpenapar - JIEKapCTBEHHBIM Ipemapar ¢
JIOKa3aHHOM TepaneBTUYECKON 3KBUBAJIEHTHOCTBIO MJIM OMO3KBHBAJIEHTHOCTHIO B OTHOLICHUU
pedEepeHTHOr0 JIEKApCTBEHHOTO Ipenapara, MMEIOIIMA SKBUBAJEHTHbIE €My KaueCTBEHHBIN
COCTaB M KOJINYECTBEHHBIN COCTAB ACHCTBYIOLINX BEIIECTB, COCTAB BCIIOMOTaTEIbHBIX BEILECTB,
JIEKapCTBEHHYIO (hOpMY U c110cO0 BBEJCHUS;

(m. 12.3 BBenen deaepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

13) nexapCTBEHHOE PACTUTEIHHOE CHIPHE - CBEKHE WM BBICYIICHHBIC PACTCHUS JIMOO WX
YacTH, WCIOJNb3yEMbIE [UIsl IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB OpraHU3aLUsAMH -
MPOU3BOJUTENSAMU JIEKAPCTBEHHBIX CPEACTB HMJIM W3TOTOBJIEHHUS JIEKAPCTBEHHBIX IpEenapaToB
aNTEYHbIMHM OpPTaHU3ALMsIMH, BETEPUHAPHBIMU AlITEYHBIMU OpPraHU3alUsIMHU, HHIUBUAYAIbHBIMU
peIpUHUMATEISIMHU, UMEIOIIUMU JINLIEH3UIO Ha (hapMalleBTHUECKYIO AeSITeIbHOCTD;

14)  nexapcTBEHHBIH  pAaCTUTEIBHBIM  TpemapaT -  JIGKApCTBEHHBIM  Ipemnapar,
MIPOU3BEIEHHBIM WJIM M3TOTOBJIEHHBIM M3 OJHOIO BUJA JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPbS
WIA HECKOJIBKUX BHJIOB TaKOT'O CBIPbSl M pealn3yeMblil B pac()acOBaHHOM BHJIE BO BTOPHUYHOM
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(MOTpedUTENbCKOIT) yITaKOBKE;

15) roMeomaTWyYecKWii JIEKAPCTBEHHBIM TMpemapar - JIGKQpCTBEHHBIM Mperapar,
NPOM3BEACHHBIA WM  M3TOTOBJICHHBIM M3  (papMalleBTUYECKOH  CyOCTaHIMU  WIH
(dapMaIeBTUUECKNX CYOCTaHIIMA B COOTBETCTBHHM C TPeOOBaHMSIMH OOMIMX (HapMaKOIIEHHBIX
cTaTe K roMeonaTH4YeCKUM JIEKAPCTBEHHBIM IpenaparaM Uid B COOTBETCTBUM C TPEOOBaHUSIMU
(bapMmakornen cTpaHbl IPOU3BOJUTENSI TAKOTO JIEKAPCTBEHHOTO Npenapara;

(. 15 B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

16) MexayHapoJHOE HEMAaTeHTOBAaHHOE HAaMMEHOBAaHWE JIEKAPCTBEHHOIO CpeAcTBa -
HaMMEHOBAaHUE JICHCTBYIOLIETO BellecTBa (papmaneBTH4YeCKOi CcyOCTaHIIMM, PEKOMEHIOBAaHHOE
BceMupHo# opranuzaiuei 31paBoOXpaHeHUS;

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

17) ToproBoe HauMEHOBAHHE JIEKAPCTBEHHOI'O CPE/ICTBA - HANMEHOBAHUE JIEKAPCTBEHHOT'O
CpeACTBa, MPUCBOCHHOE €r0 pa3pabOTUYMKOM, JepKaTelIeM WM BIAJENbIEM PETUCTPAIIMOHHOTO
YZIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpernapara;

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

17.1) rpynnupoBoYHOE HAMMEHOBaHME JIEKApCTBEHHOrO IIpernapara - HaWMEHOBaHUE
JEKapCTBEHHOI'O  Mpemapara, HE  HMMEIOIIEro  MEXAYHapOJAHOIO  HEMAaTeHTOBaHHOIO
HalMEHOBAaHUSA, WM KOMOMHAIMM JICKApCTBEHHBIX IIpenapaToB, MCIOJIb3yeMOE B LEIAX
0o0beMHEHNS UX B TPYIIy MOJ €IMHBIM HAaUMEHOBAaHMEM HCXOJS W3 OJIMHAKOBOI'O COCTaBa
JEHCTBYIOIUX BEILECTB;

(m. 17.1 BBenen @enepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

18) oOmas ¢dapmakoneiiHas cTaTbsd - JOKYMEHT, YTBEP)KICHHBIH YIOJIHOMOYEHHBIM
(denepanbHbIM OpPraHOM MCIOJIHUTEIBHOM BIACTH U COJAEPXKALIUI IEepedyeHb IoKazareseu
KayecTBa M (WJIM) METOAOB KOHTPOJIS KadecTBa KOHKPETHOH JieKapCTBEHHOH (opMsl,
JIEKapCTBEHHOI'O  PACTUTENBHOIO  ChIPbs, OMNHMCAHUS OWOJIOTUYECKUX, OHOXUMHUYECKUX,
MHUKPOOHOJIIOTUYECKUX, (U3UKO-XUMHUYECKUX, (PU3MUECKUX, XUMHUYECKHMX M JPYTHX METOOB
aHaJIM3a JIEKAPCTBEHHOT'O CPE/ICTBA, & TaKyKe TPEOOBaHUS K UCIIOJIb3YEMBIM B IIEJIAX IPOBEICHUS
JTAHHOTO aHAJIM3a PEaKTHBaM, TATPOBAHHBIM PACTBOPAM, HHANKATOPaM;

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

19) papmaxorneiiHas cTaThsl - JOKYMEHT, YTBEPKICHHbIN YIOJTHOMOYEHHBIM (hesiepanbHbIM
OpraHOM HCIOJHUTEIbHOM BJIACTH U COJEpPrKalIHil MepeueHb NoKa3aTesel KayecTBa U METO/I0B
KOHTPOJISI KAU€CTBA JIEKAPCTBEHHOT'O CPENICTBA;

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

19.1) crangapTHble 0Opa3lbl - BEIIECTBA, IOCPEICTBOM CPaBHEHUS C KOTOPBIMU
OCYIIECTBIISIETCS KOHTPOJb KadyecTBa MCCIEAYEMbIX JIEKAPCTBEHHBIX CPEACTB C IMOMOIIBIO
(GU3UKO-XMMUYECKMX M OHMOJOIMYECKMX METOJOB B LEISIX IOATBEPKICHUS COOTBETCTBUS
JIEKapCTBEHHBIX CPEICTB TPEeOOBaHHSAM HOPMATHBHOW JOKYMEHTAIMH, YCTAHOBJIEHHBIM IpU
OCYILECTBIIEHUH TOCYAAPCTBEHHOM PErucTpali, U KOTOpPble MPUMEHSIOTCSA Ul KaIUOPOBKHU
CTaHJapPTHBIX 00PA3I[0B MPOU3BOAUTENS JIEKAPCTBEHHBIX CPE/ICTB, UCIOJIb3YEMBIX I KOHTPOJIS
Ka4yecTBa M UHBIX 11eJIel Ipy 0OpallleHNnH JIEKapCTBEHHBIX CPEJICTB;

(. 19.1 BBenen ®enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

19.2) dapmakoneiHblii cTanAapTHBIN 00pasell - CTaHAapTHBIN 00pasell, MPON3BEACHHBIN B
COOTBETCTBUH C (papmMaKoneitHON CTaThei;

(1. 19.2 BBenen denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

20) HOpMaTUBHAS TOKYMEHTAlUs - JTOKYMEHT, COJCp KAl TIePeUeHb ONPEACIISIEMBIX 0
pe3ysbTaTaM COOTBETCTBYIOIIMX AKCIEPTHU3 IOKa3aTeNel KauecTBa JIEKAPCTBEHHOTO CPEICTBa
JUISE MEMIIMHCKOTO MPUMEHEHHUS, METOJIOB KOHTPOJS €ro KadyecTBa M YCTAHOBJIEHHBIM ero
IIPOU3BOIUTEIIEM;

21) HOpPMAaTUBHBIN AOKYMEHT - JOKYMEHT, COJEp)KAlUil MepeueHb OMpeIeNsieMbIX IO
pe3yJibTaTaM COOTBETCTBYIOLIMX SKCHEPTH3 MOKa3aTened KayecTBa W (MJIM) METOJOB KOHTPOJIS
KauecTBa  JIEKAPCTBEHHOW  (OpMBI,  OmMuCaHUs  OMOJOTMYECKHX,  OMOXHMHUYECKHX,
MHUKPOOHOJIIOTUYECKUX, (UZUKO-XUMHUECKUX, (PU3MYECKHX, XMMUYECKUX W JPYTUX METO/0B
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aHaM3a JIEKAPCTBEHHBIX CPEICTB JJIsI BETEPUHAPHOTO TIPUMEHEHUs, TpeOOBaHHS K
WCIIOJIB3YEMBIM B IEJISX MPOBEACHUS TaHHOTO aHAIM3a PEaKTUBaM, TUTPOBAHHBIM pacTBOpaM,
WHJUKATOpaM U YCTaHOBJICHHBIN €ro IPOU3BOJAUTEINIEM;

21.1) oOuuii TEXHUYECKUM JOKYMEHT - KOMIUICKT JOKYMEHTOB U MaTePUaJIOB, COCTOSIIINNA
U3 HECKOJIbKUX pa3lieJIoB - JOKYMEHTAlMW aJMUHUCTPATHUBHOTO XapakTepa, XUMHYECKOM,
bapmareBTUIECKON u OMOJIOTHYECKOM JIOKYMEHTAIUH, (hapMaKoOJIOTHUYECKOH,
TOKCUKOJIOTHYECKOW JIOKYMEHTAlUH, KIMHUYECKOM JIOKYMEHTAUUH U IPEACTABIAEMbII
OJIHOBPEMEHHO C 3asBJIEHUEM O TOCYIapCTBEHHOM PETUCTPAIMH JICKAPCTBEHHOTO Mpenapara s
MEAMIIMHCKOTO TPUMEHEHHS B (opmare, yCTAaHOBJICHHOM YIOJHOMOYCHHBIM (eAepaTbHbIM
OpraHoOM MCIOJIHUTEILHOMN BJIACTH;

(m. 21.1 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) KadecTBO JICKAPCTBEHHOT'O CPEJCTBA - COOTBETCTBHE JICKAPCTBEHHOTO CpEICTBA
TpeOoBaHusAM (hapMakomeiHoil crarbm MO0 B Cilyyae €€ OTCYTCTBUSL HOPMAaTHBHOM
JIOKYMEHTAIIUN WM HOPMATUBHOTO JIOKYMEHTA;

23) 6e301acHOCTh JICKAPCTBEHHOT'O CPEICTBA - XapaKTEPUCTUKA JIEKAPCTBEHHOI'O CPE/ICTBA,
OCHOBaHHAasi HA CPABHUTEIBLHOM aHaiau3e ero 3(PQGEeKTHBHOCTHM W pUCKAa NPUYMHEHHUS Bpeaa
3JI0POBBIO;

24)  >(¢deKTUBHOCTh  JIEKAPCTBEHHOI'O0  Ipermapara -  XapaKTePUCTUKA  CTEIEHU
MOJIOKUTEIBHOTO BIIMSHUS JIEKAPCTBEHHOI'O TIperapara Ha TEYCHHUE, MPOJIOKUTEIBHOCTh
3a00JIeBaHUs WIIM €TO MPEAOTBpallleHNe, pEaOMINTAINIO, Ha COXpaHEHHUE, MTPEA0TBPAICHUE WITH
pephIBaHAE OEPEMEHHOCTH;

25) cepus JEKapCTBEHHOI'O CPEACTBa - KOJIMYECTBO JIEKAPCTBEHHOTO CPEACTBA,
IIPOM3BEIEHHOE B PE3YJIbTATE OJJHOTO TEXHOJIOTHYECKOI0 IIUKJIA €T0 IPOU3BOIUTEIIEM;
26) perucTpalyoHHOE YIOCTOBEpEHHE JIEKapCTBEHHOI'O IIpernapara - JIOKYMEHT,

HOJTBEP KA (DaKT rOCYIapCTBEHHOW PETHCTPALlNH JIEKAPCTBEHHOTO TIpenapara;

26.1) pepxarenb WM BIAJENEll PETUCTPAMOHHOTO YJOCTOBEPEHUS JEKapCTBEHHOTO
npemnapara - pa3padOoT4HK JIEKapCTBEHHOTO CPEACTBA, MPOU3BOIUTEND JIEKAPCTBEHHBIX CPENICTB
WIA MHOE OpUAMYECKOe JIMIo, O00Jajaroliee MpaBOM  BIAJACHHUS PErHMCTPALMOHHBIM
yIIOCTOBEpEHHEM, KOTOpBIE HECYT OTBETCTBEHHOCTh 3a KauecTBO, J(PQPEKTHBHOCTh U
0€3011aCHOCTb JIEKapCTBEHHOTO Npernapara;

(1. 26.1 BBeneHn @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

27) perucTpallMOHHBII HOMEp - KOJO0BO€ 0003HaueHHE, MPUCBOEHHOE JIEKaPCTBEHHOMY
npernapaTy Ipy ero rocy1apcTBEeHHON PEerHCTpalny;

28) oOparieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTKa, JOKIMHMYECKHE HCCIIEOBAaHUS,
KJIMHUYECKHE HCCIIEIOBAHUS, DKCIIEPTHU3a, TOCYJApCTBEHHAS PETUCTPAIHs, CTAaHAApPTU3ALUS U
KOHTPOJIb KauecTBa, MPOU3BOJICTBO, U3TOTOBJIEHUE, XpaHEHHE, MIEPEeBO3Ka, BBO3 B Poccuiickyro
®enepannio, BeiBO3 U3 Poccuiickon denepanuu, peknama, OTIYCK, peanu3aius, Mnepeaada,
IpUMEHEHHE, YHUUTOXKEHHE JIEKAPCTBEHHBIX CPEJICTB;

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyObeKThl OOpallleHHs JIEKAPCTBEHHBIX CPEICTB - (PU3MUECKHE JMILA, B TOM 4YHCIE
WH/IMBUIYaIbHBIC TIPEIITPUHUMATENH, ¥ IOPUIMYECKUE JINIA, OCYIIECTBISIONINE ESTeILHOCTh
pu 00paIeHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboT4HK JEKapCTBEHHOTO CPEICTBA - OpraHu3aIus, O0JaJarolias MpaBaMH Ha
pe3yabTaThl  JOKIMHUYECKMX HCCIIEOBAHUI  JIEKAPCTBEHHOTO CPEACTBA, KIMHHUUYECKUX
UCCIICIOBAaHWI  JICKAPCTBEHHOTO TMpermapara ¥ (WIM) HAa TEXHOJOTHIO IPOW3BOICTBA
JIEKapCTBEHHOT'O CPEJICTBA;

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) mnpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JESATEIBHOCTH IO IPOU3BOJACTBY
JICKApCTBEHHBIX CPEJCTB OPTaHM3AlMUSAMHU - IMPOU3BOAUTEISIMU JIGKAPCTBEHHBIX CPEJICTB Ha
OJTHOW CTaJMM, HECKOJBKUX WJIM BCEX CTaJUAX TEXHOJOTHMUECKOro Ipoliecca, a TaKXkKe I0
XPaHEHHIO U PeaM3alliH MPOU3BEICHHBIX JIEKAPCTBEHHBIX CPEJICTB;

31.1) mnpousBoACTBEHHas IUIOMIAJKA - TEPPUTOPUATBHO OOOCOOJIEHHBI KOMILIEKC


consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCF34WEM8I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCF34WEMAI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD169A56AE0BDC88585487A69E825FED1570CAC647FC732WEM9I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCF34WEMCI

IIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB, MPEeIHA3HAUCHHBIHN JUIS BBIMOJIHEHUS BCErO Ipoliecca
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB UJIU €0 ONPEICTICHHON CTaIuu;
(m. 31.1 BBenen denepanibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) mpoW3BOAUTENb JIEKAPCTBEHHBIX CPEJICTB - OpraHu3alus, OCYILECTBISIOIas
IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMH C TPEOOBAHUSMH HACTOSIIETO
®denepalibHOTO 3aKOHA;

33) dapmaneBTHUeckas NEATEIBHOCTh - JEATEIBHOCTH, BKIIIOUYAOMas B ceOsl ONMTOBYIO
TOPrOBIIIO JIEKAPCTBEHHBIMU CPEJCTBAMH, WX XpaHEHHUE, IEPeBO3KY M (WUJIM) PO3IHHUYHYIO
TOPTOBIIIO JICKAPCTBEHHBIMU IIpeNapaTaMu, WX OTIIYCK, XpaHEHHE, MEPEBO3KY, M3TOTOBIICHHUE
JIEKapCTBEHHBIX MPENapaToB;

34) opraHu3anus ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH - OpraHu3alus,
OCYIIIECTBIISIOIAS] ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEACTBAMU, UX XPAHEHHUE, IEPEBO3KY
B COOTBETCTBHH € TpeOOoBaHUAMH HacTosero denepanibHOro 3aK0Ha;

35) amrevHas opraHu3alys - OpraHu3alys, CTPYKTYPHOE MOJpa3jeieHUue MEIAUIIMHCKOM
OpraHu3alliy, OCYLIECTBISIONINE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IperapaTami,
XpaHEHHUe, MEePEeBO3KY, U3TOTOBJIEHUE U OTIYCK JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO
IPUMEHEHHUS B COOTBETCTBUU C TpeOOBaHUAMHU HacTodAlero denepaabHOro 3aKoHa;

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

36) BeTepuHapHas anTe4yHas OpraHu3alus - OpraHMU3alMs, CTPYKTYpPHOE IOJipa3iesieHue
BETEPUHAPHOW OpraHu3allid, OCYIIECTBISIONIME PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npenapaTamMM, XpaHEHHe, W3TOTOBJIEHHWE U OTIYCK JIGKAPCTBEHHBIX IMPENaparoB s
BETEPUHAPHOTO TPHUMEHEHHUS B COOTBETCTBUU C TpeboBaHUsAMHU Hacrosimiero denepalbHOTO
3aKOHa;

37) danpcudunupoBaHHOE JEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEICTBO,
COITPOBOKIAaEMO€ JIOKHON HH(POPMAIUei 0 ero cocTaBe U (MiIH) IPOU3BOIUTEIIE;

38) HemoOpoKauecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIIEe TPEOOBAHUSAM (apMaKONEHHOW CTaTh JHOO B Cilydae €€ OTCYTCTBHUS
TpeOOBaHUSAM HOPMAaTHUBHOMN JTOKyMEHTAIIUU WJIM HOPMAaTUBHOTO IOKYMEHTA,

39) xoHTpadaKkTHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXO/ISIIEECs B
000poTe ¢ HapyIIEHUEM I'PaXkIaHCKOTO 3aKOHOIATEIbCTBA;

40) JOKIMHUYECKOE WCCJIEJOBAHUE JICKAPCTBEHHOTO CpEACTBAa - OHOJIOTHYECKUE,
MHUKPOOHMOJIIOTUYECKHE, HUMMYHOJOTHYECKHE, TOKCHUKOJIOTHYECKHE,  (hapMaKoIOTHYeCcKHe,
¢u3nveckne, XWMHUYECKHE W JPYTrUe WCCIEJIOBAaHMS JIEKAPCTBEHHOTO CPEJICTBA IyTEM
NPUMEHEHHUsS HAy4YHbIX METOJOB OLIEHOK B IEJSX MOJY4YEeHHs O0Ka3aTelbCTB OE30MacHOCTH,
KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA;

4]1) KIMHMYECKOE  HCCIEJOBaHUE  JIGKAPCTBEHHOTO  Mpermapara -  HU3Yy4YeHHe
MarHOCTUYECKUX,  JIeYeOHBIX,  NPOPMIAKTHYECKUX,  (PApMaKOJOTHYECKUX  CBOMCTB
JIEKapCTBEHHOTO Iperapara B Mpolecce ero NpUMEHEeHUs Y YelloBeKa, >KUBOTHOTO, B TOM YHCIIE
NPOIIECCOB BCACHIBAHMS, pACTpEICICHNS, W3MEHEHWs ¥ BBIBEICHHS, ITyTeM TPUMECHEHUS
Hay4YHbIX METOJIOB OLIEHOK B MLEJSAX IOJIy4eHHs J0Ka3aTeslbCTB O€30MacHOCTH, KauyecTBa U
P PEKTUBHOCTH JIEKaPCTBEHHOTO Iperapara, JaHHBIX O HEXKEJIaTeIbHBIX PEaKIHSIX OpraHu3Ma
4eJ0BEKa, JKMBOTHOTO Ha IPUMEHEHHE JIEKapCTBEHHOro npenapata U 00 s¢dekre ero
B3aWMOJICHCTBHS C APYTUMH JICKAPCTBEHHBIMH TIperapaTaMu M (W) TMHIIEBBIMU TPOIYKTaMHU,
KOpMaMu;

42) MHOTOIIGHTPOBOE KJIMHHUYECKOE KCCIICAOBAHNE JICKAPCTBEHHOIO Ipernapara Jiis
MEIUIIUHCKOTO MPUMEHEHUs - KIMHUYECKOEe MCCIIEOBaHHE JIEKAPCTBEHHOrO Iperapara s
MEIUIIUTHCKOTO TPUMEHEHHUS, TIPOBOIMMOE pa3padOTIYHMKOM JIEKAPCTBEHHOTO Tperapara B IBYX U
Oosiee METUIIMHCKUX OpraHM3alMsAX IO €AMHOMY IPOTOKOIY KIMHUYECKOTO MCCIEOBAHUS
JIEKApCTBEHHOTO TIpeTapara;

43) MexIyHapoJHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOTO
npernaparta JUisi MEJUIIMHCKOTO TPUMEHEHUS - KIMHUYECKOE HCCIICIOBAaHUE JIEKapPCTBEHHOTO
npenapara Ui MEIUIMHCKOTO TNPHUMEHEHUs, MPOBOJMMOE pa3padOTUMKOM JIEKapCTBEHHOI'O
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npenapara B PasUYHBIX CTpPaHaX IO EIUHOMY IPOTOKONY KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Mpenapara;

44) mocTperucTpaliOHHOE KIMHMYECKOE MCCIIEN0BAaHUE JIEKAPCTBEHHOrO Ipernapara s
MEIUIUHCKOrO0 MPUMEHEHHs - KIMHHUYECKOEe MCCIIEeOBAaHMUE JIEKAPCTBEHHOrO Ipernapara Ajs
MEIUIUHCKOTO TPUMEHEHHs, MPOBOAMMOE MPOM3BOIUTENEM JIEKAPCTBEHHOTO TIIpernapara,
IpaXJIaHCKUI 000pOT KOTOPOIO OCYIIECTBIISIETCS IOC]IE€ TOCYIAapCTBEHHOW pErucTpanuy, B
HENSAX JOMOJHUTEIBHOr0 cOopa AaHHBIX O €ro 06e3omacHOCTH U 3()(PEeKTUBHOCTH, paCHIMPEHUS
[OKa3aHUH K MPUMEHEHHMIO [JaHHOIO JIEKapCTBEHHOI'O IIpernapara, a TaKXe BbIIBICHUS
HEXEJATENIbHbIX PEAaKIUi IAl[MEHTOB Ha €T0 JICUCTBUE;

45) uccnenoBaHre OMO3KBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mpenapara - BUJ KIMHUYECKOTO
UCCJIEIOBaHMsI JIEKQpCTBEHHOI'O IIperapara, I[POBEACHHUE KOTOPOrO OCYUIECTBIAETCS JUIsS
OIpe/IeIeHUs] CKOPOCTH BCAChIBaHUSI U BBIBEJCHMS OJHOTO MJIM HECKOJIBKMX 00JaJaroliux
(apMaKoIOTUYECKON AKTUBHOCTHIO JICHCTBYIOIIMX BEIIECTB, KOJIUYECTBA JICKAPCTBEHHOTO
npenapara, JOCTUTAIOLIEr0 CUCTEMHOIO KPOBOTOKA, M Ppe3yJbTaTbl KOTOPOTO I103BOJIIOT
cenath BBIBOA O OMOPKBMBAJIEHTHOCTH BOCIIPOM3BEICHHOTO JICKAPCTBEHHOTO Ipernapara B
OIpEeIeIEHHBIX JIEKApCTBEHHOM (OpMe U J103UPOBKE, COOTBETCTBYIOIIMX (OpMe U JT03UPOBKE
pedepeHTHOrOo JIEKapCTBEHHOTO Npenapara;

(1. 45 B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

46) uccienoBaHUE TEPANEBTUYECKON SKBUBAJIECHTHOCTHU JIEKAPCTBEHHBIX MIPENAPATOB - BUJL
KJIMHUYECKOIO  MCCIEJOBAaHUS  JICKApPCTBEHHBIX  IpENapaTtoB, IPOBEAEHUE  KOTOPOIo
OCYIIECTBIISICTCS  JUIA  BBISBICHUS OJUHAKOBBIX CBOWCTB JIEKAPCTBEHHBIX IIPEMapaToB
OINpENIeJICHHONW JIEKapCTBEHHOW (OpMbI, a TakkKe HaJIW4YMsg OJUHAKOBBIX IIOKa3zaTesel
0e30macHOCTH M A(PPEKTHBHOCTH JIEKAPCTBEHHBIX MPENapaToB, OIMHAKOBBIX KIMHHYECKUX
3(EeKTOB MPH UX MPUMEHCHUH;

47) mpOoTOKOJ KJIMHUYECKOTO MCCIEJ0BaHUs JIEKAPCTBEHHOI'O Ipernapara - JOKYMEHT, B
KOTOPOM OIPEIEIAIOTCS eI, HOpMbI OpraHU3alUU U METOJOJI0T s TPOBEACHUS KIMHUYECKOTIO
UCCIICIOBAaHMS, CTATUCTHYECKNE METOABI 00pa0OTKU PEe3yIbTaTOB TAKOTO MUCCIIEIOBAHHUS U MEPHI
no obecredyeHU0 0e30MacHOCTH  (U3MYECKUX JIMI, YYacTBYIOIIUX B KIMHUYECKOM
MCCJIEJOBaHUH JIEKAPCTBEHHOI'O IIpernapara;

48) Opomiropa HccleqOBaTeNs - CBOJHOE H3JIOKEHUE pe3yabTaTOB JIOKIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOTO CPEJCTBA U KJIMHUYECKOTO HCCIEJOBAHUS JIEKapCTBEHHOTO
npemnapara Juis MeAULIUHCKOTO TPUMEHEHHUS;

49) uHQOpPMALMOHHBIM JHCTOK NalMeHTa - JOKYMEHT, B KOTOPOM COJAep)Karcsi B
JOCTYITHOW (opMe CBeleHHs, Kacarolluecss IPOBOJUMOIO KIMHHYECKOTO HCCIeI0BaHUs
JIEKapCTBEHHOI'0 Ipernapara, U B NMHUCbMEHHOW ¢opMe 0OpOBOJIBHOE COIVIacHe MaldeHTa Ha
y4acTHe B KJIMHMYECKOM MCCIIEJOBAHUU JIEKApCTBEHHOIO Ipernapara Mocjie O3HAaKOMIJIEHUS C
0COOEHHOCTSIMH KIIMHHYECKOTO HMCCIIEOBAHUS, UMEIONIMMHU 3HAUCHHE /ISl BBIPAKCHUS TaKOTO
corJiacus;

50) nmoOouHOe aelcTBHE - peaklus OpraHu3Ma, BO3HUKINAs B CBS3M C NPUMEHEHUEM
JIEKapCTBEHHOTO Iperapara B /103aX, pEeKOMEHAYEMbIX B MHCTPYKIMH IO €ro MPUMEHEHUIO, s
PO UITAKTUKH, TUATHOCTHKH, JICUCHUS 3a00JI€BaHUS WU TSI peaOuINTAIIH;

50.1) HexenaTtenbHas peakluss - HENpeAHAMEpeHHas HeOJaronpusiTHas peaxius
OpraHu3Ma, KOTopasi MO>KeT OBITh CBsI3aHa C IPUMEHEHHUEM JIEKapCTBEHHOTO TIpenapara;

(1. 50.1 BBenen deaepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

51) cepbe3Has HexkenaTeabHas peaklys - He)KelaTeabHasl peaklus OpraHu3Ma, CBsI3aHHas
C IpUMEHEHHEM JIEKapCTBEHHOTO IMpernapara, MpHUBe/IIas K CMEPTH, BPOXKIAECHHBIM aHOMAIUAM
WM TIOPOKaM pa3BUTHA JUOO TPEJACTABISAIOMAs COO0OW yrpo3y JKW3HH, TpeOyromias
TOCHUTAIM3AMY WK TPUBEALIAs K CTOMKON yTpaTe TpYAOCIOCOOHOCTH U (MITH) MHBAIUIHOCTH;

52) HempenBuIeHHas HEXeNaTellbHas peaklMsl - HeXelaTelbHas peakius OpraHu3Ma,
KOTOpasi CBfA3aHAa C IPUMEHEHHWEM JIEKaPCTBEHHOrO Ipernapara B J03aX, PEKOMEHIYEeMBIX B
MIPOTOKOJIE €r0 KIMHUYECKOTO HCCIIeI0BaHUs, OpOIIIOpe HCCIeA0BaTeNsl, WIK C TPUMEHEHUEM
JIEKapCTBEHHOTO Iperapara B J103aX, pEKOMEHIYEMBIX B MHCTPYKLUU 110 €r0 IPUMEHEHHUIO IS
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npopWIaKTUKK, JAMATHOCTUKH, JICUEHHUS 3a00JeBaHUS WIM METUIMHCKON peabuiIuTanuu
NanueHTa, W CYHIHOCTh, TSDKECTh WM MCXOJl KOTOpPOM HE COOTBETCTBYET WH(MOpMaLUU O
JIEKapCTBEHHOM IIperapare, COJEpiKalleiicsi B MPOTOKOJE €ro KIMHUYECKOTO MCCIIEI0BaHUS,
Opoliope uccieoBaTess Wik B MHCTPYKIUHU IO TPUMEHEHUIO JIEKAPCTBEHHOT'O MIperapara;

(. 52 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHag30p - BHI JCATEIBHOCTH I10 MOHHMTOPUHTY 3(PPEKTHBHOCTH H
0€30IIaCHOCTH  JICKQpPCTBEHHBIX MPENapaToB, HANpaBICHHBIH Ha BBIIBICHUE, OICHKY |
MPEIOTBpALICHIE HEXKEaTeIbHbIX MOCIEICTBUN MPUMEHEHUS JIEKApPCTBEHHBIX MPENapaTos;

(m. 52.1 BBenen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) nmmaH ympaBi€HUS pUCKaAaMU - TOAPOOHOE OMHCAaHWUE MEPONPUITHH IO
(dapMakoHaq30py, HAmNpaBICHHBIX HA BBIBICHUE, OICHKY M TPEAOTBpPAIICHUE WU
MUHUMU3ALUI0 PHUCKOB, CBS3aHHBIX C JIGKAPCTBEHHBIMU IIperaparaMy, BKIIOYas OLEHKY
3 PEKTUBHOCTH JAHHBIX MEPOIIPHUITHH;

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

53) peuenTt Ha JIEKapCTBEHHBIH NpenapaT - MUCbMEHHOE Ha3HAYCHUE JIEKAPCTBEHHOTO
mpernapata IO YCTaHOBJICHHOW ¢opMe, BBIAAHHOE MEIUIMHCKUM WM BETEPUHAPHBIM
pabOTHHKOM, UMEIOIIMM Ha 3TO MPaBO, B IEJSAX OTITYCKA JIEKAPCTBEHHOTO TpernapaTra Wil ero
W3TOTOBJICHUSI U OTITYCKa;

54) TpeboBaHHME MENMLMHCKOW OpraHu3alllM, BETEPUHAPHOW OpraHU3alUd - JTOKYMEHT
YCTaHOBJIEHHON (DOPMBI, KOTOPHIM BBIMHUCAH MEAUIIMHCKUM WA BETEPUHAPHBIM PAOOTHHUKOM,
MMEIOIIMM Ha 3TO MPaBO, U COACPKUT B MUCBMEHHOW (hopMe yKazaHHE alTeYHOW OpraHU3aluu
00 OTHmycke IIeKapCTBEHHOrO Tpernapara WJIM O €ro H3rOTOBJICHHH M 00 OTMyCKe JUIs
oOecrnieyeHus Je4eOHoro rnpoiecca B MEAULIMHCKON OpraHu3aliy, BETEpUHAPHOW OpraHU3aluiy;

55) KoMILIEKCHasi OLIEHKa JIEKApCTBEHHOrO Iperapara - OLEHKa 3aperuCTPUPOBAHHOTO
JICKApCTBEHHOTO IIperapara, BKIOYAmomas B ceds aHamu3 MHPOPMAlMH O CPAaBHUTEIHLHOU
KIUHUYEeCKOH 3(h(EeKTUBHOCTH U  0€30MacHOCTH JIEKAPCTBEHHOTO IMpemapaTra, OLEHKY
HYKOHOMHYECKUX IIOCIEACTBUI €ro NpPUMEHEHHUs, W3YyYCHHE JOTOJHUTEIBHBIX MOCIIEICTBUMA
OPUMEHEHHs JIEKapCTBEHHOI'O IIpernapara B MLEIsIX MNPUHIATUS peIeHHH O BO3MOXKHOCTH
BKITIOYEHHS JICKAPCTBEHHOTO Iperapara B IepeueHb KU3HEHHO HEOOXOIMMBIX M BaKHEHUIIHX
JIEKapCTBEHHBIX  IpEMapaToB, HOPMATUBHbIE TMPaBOBbIE AaKThl W HWHBIE JOKYMEHTHI,
OTIPENIENISONINE TTOPSIOK OKa3aHUsI METUIITHCKOM TTOMOIIH, WJIA UCKITFOUEHHSI €70 U3 YKa3aHHBIX
NEepeYHs, aKTOB U IOKyMEHTOB.

(. 55 BBeneH denepanbHpIM 3aK0HOM OT 22.12.2014 N 429-03)

Iaasa 2. IOJTHOMOYMS ®EJEPAJIBHBIX OPTAHOB UCITIOJIHUTEJIBHOM
BJACTH, OPTAHOB UCITOJTHUTEJBbHOM BJIACTU CYBBEKTOB
POCCUMCKOH
®EJIEPAIIMY ITPU OBPAIIIEHUY JIEKAPCTBEHHBIX CPE/JICTB

Cratbs 5. [TonHomMouus ¢enepaabHbIX OPraHOB MCIIOJIHUTENILHON BJIACTH MPU 00paIleHuu
JIEKapCTBEHHBIX CPE/ICTB

K mnonnomouusMm QenepanbHbIX OpraHOB MCIOJHUTEIBHOW BIACTH MpU oOpallieHuu
JIEKapCTBEHHBIX CPEICTB OTHOCATCS:

1) npoBenenue B Poccuiickoit deaepanuu eMHON rocy1apCTBEHHON MOJIUTUKH B 00J1aCTH
oOecrieyeHus JIeKapCTBEHHBIMU IIpenapaTamMu rpaxjaad B Poccuiickoit denepannu;

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yrBepkIeHHE OOIMHMX (apMaKONeWHBIX cTaTei, (apMakomelHbIX cTaTeid, H3laHue
rocyapcTBeHHOU (hapmakoneu, co3aHhe U BeleHUE peecTpa (hapMaKONEHHBIX CTaHIAPTHBIX
00pa3IoB;

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
3) ocymiecTBIeHHE TOCYIapCTBEHHOTO KOHTpoJis (Ham3opa) B cdepe oOpaireHus
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JIEKapCTBEHHBIX CPE/ICTB;
(B pen. ®enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

4) 7NUIEH3UpPOBAaHWE NPOM3BOJCTBA JIGKAPCTBEHHBIX CPEACTB U  (apMarieBTUYECKON
JeSITEIbHOCTH B COOTBETCTBUM € 3aKOHOaTeabCcTBOM Poccuiickoit denepanuu;

5) opraHuzanus OKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB, OSTUYECKOW 3KCIEPTU3bI
BO3MOXKHOCTH TIPOBEJCHUS KIMHUYECKOIO HCCIEI0OBAHUs JIEKApCTBEHHOIO Ipernapara Jyis
MEAMLMHCKOTO NPUMEHEHUs, 3KCIEPTU3bl JOKYMEHTOB, IPEJICTaBICHHBIX Ul OINpEAEICHUS
BO3MOXKHOCTH pacCMaTpHUBATh JIEKAPCTBEHHBIN Npenapar Ui MEAULUHCKOrO NMPUMEHEHUs IpU
rOCyJapCTBEHHOHN PEruCTpaliy B KayecTBe OppaHHOTO JIEKapCTBEHHOTO Ipenapara;

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5.1) opranusanysi IpoBEAEHUS KOMIIJIEKCHOM OLIEHKH JIEKApCTBEHHOTO IIperapara B LENIxX
IPUHATHS PEIIEHUH O BO3MOXKHOCTH BKJIIOUEHHS JIEKAPCTBEHHOI'O IIperapara B IIepedyeHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JICKAPCTBEHHBIX MpENapaToB, HOPMATHBHEIE MTPABOBBIC
aKThl U WHbIC JIOKYMEHTbI, ONPEACISAIONINE HOPSIIOK OKa3aHWA MEAMLMHCKOW MOMOILM MU
UCKJIIOYEHUS €T0 U3 YKa3aHHbIX [1EPEUHs, aKTOB U IOKYMEHTOB;

(m. 5.1 BBegen DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BblOaua pa3peUIeHU Ha IPOBEIEHUE KIMHUYECKHX MCCIEAOBAHUN JIEKAPCTBEHHBIX
IpenapaToB, BEJCHHME pEeCcTpPa BbUIAHHBIX pa3pellleHU Ha TMPOBEACHHE KIMHMYECKUX
UCCJIEJOBAaHUM JIEKapCTBEHHBIX MIPENapaToB;

7)  rocydapcTBEHHas  perucTpanus  JEKapCTBEHHbIX  IIPErnaparoB,  BEJICHHE
roCy/1apCTBEHHOT'O PEECTpa JIEKAPCTBEHHBIX CPE/ICTB;

8) opranmzanus U (UIM) TPOBEICHHE WHCIEKTUPOBAHUS CYOBEKTOB OOpaIieHus
JICKApCTBEHHBIX CPEJCTB Ha COOTBETCTBHE IpaBHJIaM HaJJIeKalleidl J1adopaTopHOM MPaKTHKH,
IpaBUJIaM Ha/Jekallel KIMHUYECKON MPaKTUKY, TpaBUiIaM HaJJIeKalled NPaKTUKU XpaHeHUs U
NIEPEBO3KH JIEKAPCTBEHHBIX IPENapaToB, IpaBuiiaM HaaaexKalel 1ucTpruObIOTOPCKON MPaKTHKH,
IpaBUJIaM Ha/JleKallel anTeqHol NpakTHKHY;

(m. 8 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

8.1) opranuzanus u (WIKM) TNPOBEICHHE WHCIEKTHUPOBAHUS CYOBEKTOB OOpalleHus
JEKapCTBEHHBIX  CPEJICTB HA  COOTBETCTBHE  TpPeOOBAHMSM  MpaBUJI  HaJyIeXkKallen
IIPOU3BOJCTBEHHOW TNIPAKTHKH, BblJauya 3aKJIIOYEHUH O COOTBETCTBUM IIPOU3BOIUTENS
JIEKapCTBEHHBIX CPEICTB TPEOOBAHUAM MPaBUII Ha/IIEKaIEH MPOU3BOACTBEHHON NMPAKTUKH;

(m. 8.1 BBegen deaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJICHHE TOPsIKA BEACHUS M BEJACHUE TOCY/IapCTBEHHOT'O PEECTpa 3aKIIOUCHUN
0 COOTBETCTBUHU MPOM3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM NpaBUI HaJIeXallen
IIPOU3BOJCTBEHHOMN MPAKTUKH;

(m. 8.2 BBegen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) rocynmapcTBeHHasl pPErucTpalusi YCTaHOBJIEHHBIX IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX
IpenapaToB MpeleNbHbIX OTIYCKHBIX LE€H Ha JKU3HEHHO HEeoOXOIuMble M BakHeHIue
JIEKapCTBEHHBIE TperapaThl U BEJAEHHE roCYAapCTBEHHOTO PEECTpa MPEAEIbHbIX OTIIYCKHBIX LIEH
IIPOU3BOJUTENIEH Ha JIEKApCTBEHHBIE IIpEnaparbl, BKJIIOYEHHBIE B IE€PEUEHb KU3HEHHO
HEOOXOIUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

9.1) cormacoBaHue TPOEKTOB PEIIEHUH OpPraHOB MCIOJHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoii ®denepanuu 00 yCTaHOBIEHUU U (WJIM) U3MEHEHUU MPEJIEbHBIX pa3MEPOB ONTOBBIX
Ha/10aBOK M TpeNieNIbHBIX Pa3MEpPOB PO3HUYHBIX HaZ0aBOK K (DAaKTUUECKUM OTITYCKHBIM IICHAM,
YCTAaHOBJIEHHBIM  TPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX IpENapaTroB, Ha JIEKAPCTBEHHBIE
npenapaThl, BKIIOUEHHBIE B IEPEUYEHb J)KU3HEHHO HEOOXOMMBIX U BaKHEHIIMX JIEKApCTBEHHBIX
IIpenapaTos;

(1. 9.1 BBenen PenepanbHbIM 3aKk0HOM OT 13.07.2015 N 241-D3)

10) ycraHoBieHue mopsiaKa BBO3a JIEKapCTBEHHBIX cpelcTB B Poccuiickyro dexnepanuio u

BBIB03a JIEKAPCTBEHHBIX CpelcTB U3 Poccuiickon denepannu;
(m. 10 B pen. ®enepanpHOro 3aKk0Ha OT 22.12.2014 N 429-D3)
10.1) Bblmaya, ycCTAaHOBJICHME TOpsAKa BbIIAYM M (QOPMBI  JTOKYMEHTa, KOTOPBIi
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MOATBEPIKIAET, YTO MPOU3BOACTBO JIEKAPCTBEHHOTO Mpenapara OCYIIECTBIEHO B COOTBETCTBUU C
TpeOOBaHUSIMU  TPaBUI  HAJJIEKaAIle  MPOWU3BOJICTBEHHOW  MPAaKTHUKU, U MOJAJEKUT
IIPEJICTaBICHUIO 10 TPeOOBAaHUIO YIOJHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS
JIEKapCTBEHHBIN IIpenapar;

(m. 10.1 BBenen denepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

10.2) Bblaaua, ycTaHOBJIEHHME MOpsiAKa BblIadyd M (OPMBI JOKYMEHTa, COAEpIKAIEro
CBEJICHMSI O CTAIUAX TEXHOJOTMYECKOTO MpOIiecca MPOU3BOICTBA JIEKAPCTBEHHOIO CPEACTBA JUIsS
MEIUIMHCKOr0 NPUMEHEHUS, OCYLIECTBIISIEMbIX Ha TEPPUTOPUH EBpa3zniickoro 3KOHOMHUYECKOTO
CO103a;

(m. 10.2 BBegen deaepanbHbiM 3ak0oHOM OT 22.12.2014 N 429-D3, B pen. DeaepanbHOro 3aKOHa
ot 13.07.2015 N 241-®3)

11) coznanue coBEeTOB MO BOMPOCAaM, CBA3aHHBIM C OOpalieHHEeM JIEKapCTBEHHBIX CPE/ICTB;

12) arrecrarus u cepTH(PUKAIUS CICITHATUCTOB;

13) yrpatun cuiny ¢ 1 centsaops 2013 roma. - @enepanbublil 3akon ot 02.07.2013 N 185-
®3;

14) ocymecTBienue hapmMaKkoHaI30pa;

(m. 14 B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

15) ydactue B MEXIyHAPOIHOM COTPYAHHUECTBE;

16) momydeHue 1o 3ampocam YIIOJTHOMOYEHHOTO (heepaabHOr0 OpraHa HCIIOJHUTEITBHON
BJIACTH OT OPTraHOB HCIIOJHUTENBHON BIacTH cyOBbekToB Poccuiickoii denepanuu, a Takxke OT
CyOBEKTOB OOpAICHHS JICKApPCTBEHHBIX CPEJCTB ISl MEIUITMHCKOTO MTPUMEHEHUS UHPOPMAITUU
[0 BOMPOCAM YCTaHOBIICHUS U MPUMEHEHHs II€H Ha JIEKapCTBEHHBbIE Mpenaparbl U HaA0aBOK K
HUM;

17) mpumeHeHHe Mep OTBETCTBEHHOCTH 3a HapyllleHHWE 3aKoHojaTenbcTBa Poccuiickoii
®denepaunu;

18) yTBepkaeHue mpaBuUIl Hajuexaiield 1a00paTOpHON MpPaKTHKHU, MpaBU HaAlexKalei
KIIMHUYECKOW TMPAKTUKW, TPAaBWI HAJJIKAIedW MPOU3BOJCTBEHHOW MPAKTUKU, TPABUI
HaJUIeKalled MPAaKTUKU XPAHEHUS U TEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB, MPaBUI
HaJJIexalel JUCTpuObIOTOPCKOM MPAaKTUKH, MPAaBUJI HaAJIeXKallel anTeuHOl NPaKTUKH, PaBUII
HaJJeXKalleld MpaKkTUKU (papMaKoHA30pa JEKapCTBEHHBIX IMpEmapaToB Al METUIIUHCKOTO
MIPUMEHEHUS,

(m. 18 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

19) ycraHoBneHue nopsiaka GOpMUPOBAaHUS PETUCTPALMOHHOIO JOChE Ha JIEKaPCTBEHHBIN
npenapar u TpeOoBaHUI K JOKYMEHTaM B €r0 COCTaBE;

(m. 19 BBenen denepanbHpiM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBepKIEHHE TMpPaBWJI pPAIMOHATHHOTO BHIOOpAa HAMMEHOBAaHUM JIEKapCTBEHHBIX
MpenapaToB JJIsl MEAUITUHCKOTO MPUMEHEHHS;

(m. 20 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkieHuE NIepeyHsl HAMMEHOBAaHUH JIEKApCTBEHHBIX (HOpM;
(m. 21 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

22) ¢dopMupoBaHHE peecTpa THUIOBBIX HHCTPYKUUH MO MEIULIUHCKOMY MPUMEHEHHIO
B3aUMO3aMEHSIEMbIX JIEKAPCTBEHHBIX MPENapaToB;

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

23) yTBepxkaeHHE TpeOOBaHUN K HMHCTPYKIMH [0 MEIUIIMHCKOMY TMPUMEHEHUIO
JIEKapCTBEHHBIX MPENapaToB U K WHCTPYKIIUHU 110 BETEPUHAPHOMY MPUMEHEHHIO JICKAPCTBEHHBIX
Mpenaparos;

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

24) mocyneOHOE 3aKphITHE CalTOB, cojep allux HH(DOPMAIMIO O POZHUYHOW TpoAake
JUCTAaHIIMOHHBIM CIIOCOOOM, TPEUIOKEHHE O NPUOOPETEeHUH AUCTAHIMOHHBIM CIIOCOOOM,
JOCTaBKe JUCTAHIIMOHHBIM CIIOCOOOM W (WJIH) Tepenade GU3NYECKOMY JIUIY TUCTAHIIMOHHBIM
CIIOCOOOM  JIEKapCTBEHHBIX IMpernapaToB, HAPKOTUYECKUX JIEKAPCTBEHHBIX MPENapaTtoB U
MICUXOTPONHBIX JICKAPCTBEHHBIX MPENapaTroB, 3a HCKIIOUYEHHEM CIy4yaeB, YCTaHOBJIEHHBIX
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IIpaBurensctBoM Pocculickon denepanum.
(. 24 BBeneH DenepanabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoncynprantlInroc: npumedanue.

[Tonoxenuss crarbu 5.1 pacnpocTpaHAOTCS Ha TOTHOMOYMS (hefepalibHBIX OpPraHOB
WCIIOJHUTEIIBHOM  BJACTH, KOTOpPbIE HE MEpPEeNaHbl i OCYLIECTBICHHUA  OpraHam
rOCyJapCTBEHHON BiacTH cyObekToB Poccmiickoii dexepanmu ©  opraHaMm  MECTHOTO
CaMOYIIpaBJIeHHUs] COOTBETCTBYIOIIUMU (eiepaaIbHbIMU 3aKOHAMHU.

Crates  5.1. [Ilepemawya ocymiecTBICHUS IMOJHOMOYMK  QenepaabHbIX  OpPraHoOB
WCTIOJTHUTENILHON BIACTH MPU OOpAIICHUH JICKAPCTBEHHBIX CPEJICTB OpPraHaM HCIOJHUTEIBHON
BJIacTH cyOBekToB Poccuiickoit denepanun

(BBenena deaepanbHbM 3aKk0HOM OT 13.07.2015 N 233-D3)

[TonrHOMOYMST  denepalbHBIX OPraHOB HUCIIOJIHUTEIBLHONH BJIACTH TP OOpaIlCHHUH
JIEKapCTBEHHBIX CPEACTB, MPEAyCMOTpeHHble HacTosmuM DenepanbHbIM 3aKOHOM, MOTYT
nepesaBaThCs ISl OCYIECTBICHUS OpraHaM HCIOJHUTENbHOM BiIacTH cyObekToB Poccuiickoit
OQenepannu  nocraHoBieHussMu  [IpaBurenscrBa  Poccuiickoir  @enepaunu B - MOPSAIKE,
ycraHoBieHHOM ®DenepaibHbiM 3aKOHOM OT 6 okTs0ps 1999 roma N 184-®d3 "OO6 obmux
MPUHIMIIAX OPraHU3alUU 3aKOHOAATENbHBIX (IIPEACTABUTEIIBHBIX) U UCTIOJHUTEIBHBIX OPraHOB
rocy/apcTBEHHOU BIacTH cyobekToB Poccuiickoii @eneparun’.

Cratess 6. IlomHOMOYMS OpraHoB HCHOJHUTENIBHON Biactu cyobekra Poccuiickoit
®denepannn mpu 0OpaIEHUH JIEKAPCTBEHHBIX CPEACTB

K momHOMOumMsIM OpraHoB HCHOJHUTENBHON BiacTH cyObekTa Poccuiickoit depepanuu
pu 0OpaIIeHUH JeKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) paspaboTka © peanu3alnMs PETHOHAIBHBIX MPOTpaMM OOECTICUCHHS HACEJICHUS
JIEKapCTBEHHBIMU TpenapaTaMu;

2) yCTaHOBJICHHE TPEIEIbHBIX pPa3MEpPOB OMNTOBBIX HAJA0aBOK W TIPEICIIBHBIX Pa3MEpOB
PO3HUYHBIX HaJ0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HAM, YCTaHOBJICHHBIM MPOU3BOIUTEISIMU
JICKapCTBCHHBIX TpENapaTroB, Ha JIGKAPCTBEHHBIC IMpeNapaThl, BKJIIOYCHHBIE B IepeUYCHb
YKU3HEHHO HEOOXOIMMBIX U BRKHEUIITNX JIEKAPCTBEHHBIX MPEMapaTos;

3) OCYIIECTBJICHUE PETHOHAILHOTO TOCYIaPCTBEHHOTO KOHTPOJISI 32 IPUMEHEHUEM IICH Ha
JICKapCTBCHHBIE MPENapaThl, BKIFOYCHHBIC B IMEPEUYCHb KU3HEHHO HEOOXOTUMBIX M BKHEHIIIHX
JIEKapCTBEHHBIX IMPENapaToB, OpraHU3aUsIMU ONITOBOW TOPTOBIIM, alIT€YHBIMU OpPTaHU3AIUSIMH,
WHAVNBUIYATGHBIME  TIPSANPUHUMATEIIIMA, HMCIOIIAMHU JIMIICH3UI0 Ha (PapMaIeBTHICCKYIO
JESITENILHOCTD.

(B pea. ®enepanbHoro 3akona ot 25.06.2012 N 93-D3)

I'masa 3. TOCYJJAPCTBEHHAS ®APMAKOIIEA

Cratbs 7. PazpaboTka U U3/1aHuEe TOCYJapCTBEHHON (apMakorneu, pa3MelleHle JaHHbIX O
HeHl

1. [Tox rocympapcTBeHHOM (papMakomneeit moHUMaeTCsi CBOJ OOIIHX (hapMaKOTEeHHBIX cTaTen
U apMaKoIelHbIX CTaTeH.

2. PazpaboTka obumx (apmakoneiHpIx craTteil U (hapMakoONeHHbIX CTaTed, B TOM YHCIe
dbapmMakoInelHbIX CTaTel Ha (apMakoleWHble CTaHIApPTHBIE OO0pa3llbl, W BKIIOYCHHE HX B
rOCyJapCTBEHHYI0  (papMakornero  OCYLIECTBISIOTCS B MOpSAKe,  YCTAaHOBJICHHOM
YIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM HCIIOTHUTEIbHON BIIACTH.
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(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pazpaborka dapmakorneiiHolW cTaTbd Ha pedepeHTHBIN JICKapCTBEHHBIM Npemapar u
BKIIIOUCHUE €€ B TOCYAApCTBEHHYIO (DapMakomer0 B TEYCHHE CpPOKa JCHCTBUS 3aIllUTHI
UCKJIIOYUTENILHOTO TIpaBa, YIAOCTOBEPEHHOTO IMAaTEHTOM Ha pedepeHTHBIH JeKapCTBEeHHbIN
npernapar, OCYIIECTBIIIOTCS C COTIACUS €r0 pa3padoTYHKa.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4. TocymapctBeHHast (apMakoriess U3JaeTCsl YIOJHOMOYCHHBIM (eepaibHBIM OPraHOM
MCIIOJTHUTENIHOM BJIACTH 3a CUET CPENCTB (eiepanbHOro OIIKeTa U MOJUICKUT Meper3JaHusIM
HE peKe YeM OAWH pa3 B ISTh JIET, B MEPUOA MEXKIY KOTOPBIMH HM3JAOTCS MPHIOKEHUS K
roCcyJapCcTBEHHON ¢apmakorniee, coiepkamue ooOmue QapMakoneiiHbie cTraTbl U (WIH)
(dapmakorelHble CTaThU, YTBEPKICHHBIC TOCTEC M3IAHUS WM MEPEU3JaHus rOCYAapCTBEHHOM
dbapmakornen.

5. YnonHOMOUYeHHBIN (eepalbHbIi OPTaH UCIIOJHUTEIBHON BIIACTH pa3MeNIaeT JaHHbIC O
rocyapcTBeHHOU ¢apmakoree U MPUIOKEHUAX K HEH Ha cBOeM O(QUIIMAILHOM CaliTe B CETH
"MHTepHeT" B yCTAaHOBJIEHHOM UM HOPSJIKE.

I'1aBa 4. TOCYJJAPCTBEHHBIN KOHTPOJIb ITPU OBPAIIIEHUN
JIEKAPCTBEHHBIX CPEACTB

Cratps 8. JIulieH3upoBaHUE TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U (hapMalleBTUUECKOI
JeSTeTbHOCTH

1. Jlunen3upoBaHHE TPOU3BOJCTBA JICKAPCTBCHHBIX CPEACTB M (hapMareBTHYCCKON
JeSITeIIbHOCTH OCYILECTBIIIETCSI B COOTBETCTBUU C 3aKOHOIaTe)IbcTBOM Poccuiickoit denepanuu.

2. O0s13aTeIbHBIM YCIOBUEM MTPEAOCTABIICHUS JIMIIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB SIBIISICTCS IPHIOKEHUE K 3asABJICHHIO COMCKATEINS JIMIICH3UM IMEPEYHs JIEKAPCTBECHHBIX
dbopM u (1) BHIOB hapMaleBTUICCKUX CyOCTaHITUI, KOTOPBIC MPOU3BOIUTEINH JICKAPCTBCHHBIX
CPEJICTB HAMEPEH MPOU3BOIUTH.

3. B cirydyae HE0OXOIUMOCTH pacIIMPEHHMS TPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB 3a CUET
HOBBIX JIEKAPCTBEHHBIX (OpM M BUIOB (DapMaleBTUUECKHX CYOCTaHIIMNA MPOU3BOAUTETH
JICKaPCTBEHHBIX CPEJICTB JOJHKCH MOJIYIUTh HOBYIO JIUIICH3UIO Ha TIPOU3BOICTBO JICKAPCTBEHHBIX
CPEJICTB.

Cratbst 9. T'ocynapcTBeHHBIH KOHTpOJIb (HaaA30p) B cdepe oOpallleHus JeKapCTBEHHbBIX
CpeACTB

(B pen. deaepanpHoro 3akoHa oT 25.06.2012 N 93-D3)

1. TocynapcTBeHHBIH KOHTPOJb (HAaI30p) B cdepe oOpalieHus JIEKApCTBEHHBIX CPEICTB
BKJIIOYAET B ceOsl:

1) nuueH3nOHHBI KOHTPOJIb B cepe MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJACTB U B cdepe
(apMareBTUYECKOH 1A TEIbHOCTH;

2) (enepanbHBINA rocy1apCcTBEHHBIN HAA30p B chepe oOpallieHus JeKapCTBEHHbBIX CPENICTB;

3) BBIOOPOYHBIM KOHTPOJIb KaueCTBa JICKAPCTBEHHBIX CPEJICTB.

(1. 3 BBenneH PenepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. JINeH3MOHHBIM KOHTPOJIb B chepe MPOMU3BOJCTBA JIEKAPCTBEHHBIX CPENCTB U B cdepe
(dapMaleBTUYECKON  N1€ATEIbHOCTH  OCYIIECTBISIETCS  YINOJIHOMOYEHHBIMU  (peliepabHbIM
OpraHOM HCIHOJHMUTENBHOM BIACTM W OpraHaMM HCHOJHMUTENBHOM BIAcTH CyOBEKTOB
Poccuiickoit denepanyy coriiacHO UX KOMIETEHIIMU B TIOPAJIKE, YCTaHOBIEHHOM DeneparbHbIM
3akoHOM OT 26 gekaOps 2008 roma N 294-®3 "O 3ammure mNpaB OPUIUYECKUX JHUI H
WHAUBUAYAJIbHBIX TpEeANpUHUMATENIe MHpH OCYLUIECTBICHUU TOCYAapCTBEHHOTO KOHTPOJIS
(Hag30pa) U MyHMLUIIAIBHOTO KOHTPOJIA", C y4eTOM OCOOCHHOCTE! OpraHMU3alliu U MPOBEACHUS
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IIPOBEPOK, yCTaHOBJIEHHbIX PenepanbHbIM 3akoHOM 0T 4 Mmag 2011 roga N 99-@3 "O
JULCH3UPOBAHNU OTJENIBHBIX BUJOB JIEATEIBHOCTH .

3. @epepanbHBI TOCYIaPCTBEHHBIA HAI30p B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB
OCYILECTBIIICTCSI YIOJIHOMOYEHHbIMU (hefiepalbHbIMU OpraHaMH HCIHOJHUTENbHON BIIACTH
(manee - opraHbl TIOCYAAapCTBEHHOIO HAaJI30pa) COIVIACHO HX KOMIIETEHLUU B IOPSAJIKE,
yctanoBiieHHOM [IpaButenscTBoM Poccuiickoit deaepanuu.

4. denepanbHbIi TOCYAAPCTBEHHBIM HAI30p B chepe oOpalieHus JIeKapcTBEHHBIX CPECTB
BKJIIOYAET B ceOsi:

1) opraHm3amuio © TMPOBEICHUE TMPOBEPOK COONIOACHUS CyOBEKTaMU OOpaIieHUs
JIEKaPCTBEHHBIX CPEICTB YCTAHOBJICHHBIX HACTOSIIMM DenepalbHBIM 3aKOHOM U NIPUHATBIMU B
COOTBETCTBUM C HMM HHBIMM HOPMAaTUBHBIMHM IIpaBOBbIMHM akTamu Pocculickonn denepanuu
TpeOOBaHUN K JOKIMHUYECKHMM HCCIIEOBAHUSAM JIEKAPCTBEHHBIX CPEJACTB, KIMHUYECKUM
UCCJIEIOBAHMSIM JIEKApCTBEHHBIX IIPENapaTroB, XpaHEHMIO, IEpPEBO3KE, BBO3Y B Poccuiickyro
®Denepanyio, OTIYCKY, pEaM3allMM JICKAPCTBEHHBIX CPEACTB, NMPUMEHEHUIO JIEKAPCTBEHHBIX
IpenapaToB, YHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEICTB, a TAKXKE COOIOCHHUS YITOJTHOMOUYEHHBIMHU
OpraHaMHM MCIOJHHUTEIbHOM BiacTM cyObekToB Poccuiickoit  ®@enepanuu  METOAMKH
YCTaHOBJIEHUS MIPENIEIbHBIX PA3MEPOB ONTOBBIX HAJ0ABOK U MPEAEIbHBIX Pa3MEPOB PO3ZHUUHBIX
Ha/0aBOK K  (AaKTUYECKMM  OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IpPENapaTroB, Ha JIEKAPCTBEHHBbIE IIpenapaThl, BKJIIOYEHHbIE B IE€PEUYEHb
KU3HEHHO HEOOXOJMMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX IpernaparoB (nanee - o0s3aTenbHbIe
TpeOoBaHus);

2) opraHu3alMiO U IPOBEAECHUE IPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEJICTB,
HAXOJALINXCS B TPAXKIAHCKOM 000pOTE, YCTAHOBIEHHBIM TPEOOBAaHHSM K UX KaYEeCTBY;

3) opranu3anuio U npoBereHne GpapmMakoHaa30pa;

4) npuMeHeHue B MOPSIIKE, YCTAaHOBIEHHOM 3aKoHO1aTesibecTBOM Poccuiickoit denepanuu,
Mep 110 NMPECEYCHHIO BBIBICHHBIX HAPYLICHUH 00s3aTeIbHbIX TPEOOBAHUHN U (UJIH) YCTPAHEHUIO
NOCNEACTBUM TakuX HapylIEHUH, B TOM 4HCIE MPUHATHE pEUICHUS O HaXO0XKJICHUU
JIEKapCTBEHHBIX CPEACTB B OOPAILEHMH, BbAAUY NPEANUCAHUNA 00 yCTPaHEHUM BBISBICHHBIX
HapyIIeHUH 00s3aTeNbHBIX TPeOOBaHUI U MPUBJIEYEHUE K OTBETCTBEHHOCTH JIUL, COBEPIIHBILINX
TaKHe HapyLICHHUS.

(vacTb 4 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5. depepanbHbI rOCYIapCTBEHHBIH HAI30p B cepe oOpallieHus JeKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS B MOpsiJIKe, ycTaHoBlIeHHOM DenepanbHbIM 3aKk0HOM OT 26 nexadpst 2008 roma
N 294-@3 "O 3amuTe npaB IOPUAUYECKUX JIMI U UHAWBUIYAIBHBIX MpEANpUHUMATENEH MpU
OCYIIECTBJIEHUU TOCYAApCTBEHHOTO KOHTPOJSA (Haa30pa) M MYHMIMIIAIBHOTO KOHTPOJS', C
y4eToM 0cOOEHHOCTEH, yCTaHOBJIEHHBIX HacTosIeH ctatbel. [IpeaBapurensHoe cormacoBaHue ¢
OpraHaMM TPOKYpaTypbl CPOKOB INPOBEIECHHUS BHEIJIAHOBON IPOBEPKU CYOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEACTB, a TAaKXE IPEIBAPUTEIBHOE YBEJOMJICHUE IOPUAMYECKUX JIMIL,
WHAMBUAYAJIbHBIX MpeIIpUHUMATENIe 0 Hayaje MPOBENCHHUS 3TOH NpOBEpKH HE Tpedyercs.
OpraHbl TPOKYpaTypbl H3BELIAIOTCS O TMPOBEJCHUM BHEIUIAHOBOM TMPOBEPKU CYOBEKTOB
oOpallleHusi  JIGKapCTBEHHBIX CPEICTB  IOCPEICTBOM  HAIpaBJICHUS  COOTBETCTBYIOIIMX
JIOKYMEHTOB B TE€4YEHHE TpeX pabouux JHEH ¢ MOMEHTa OKOHYAHHUs NMPOBEACHUS YKa3aHHOU
BHEIUIAHOBOM MPOBEPKH.

(vactb 5 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

6. JlomKHOCTHBIE JIUI]a OpraHa rocyAapCTBEHHOrO HaJ30pa B MOPSAIKE, YCTAaHOBJIEHHOM
3aKoHoAarenbCcTBOM Poccutickoit denepanuu, UMEIOT IIPaBo:

1) momyyaTh Ha OCHOBaHMM MOTHUBHUPOBAHHBIX IMHCHMEHHBIX 3allPOCOB OT CYOBEKTOB
oOpaleHus JeKapCTBEHHBIX CPECTB, OPraHOB MCIIOJIHUTEIHHON BIacTH CyObekToB Poccuiickoit
®enepalii 1 OPraHOB MECTHOI'O CaMOYMPABIEHUS TOKYMEHThI U MH(OPMAIMIO [0 BOIPOCaM
oOpaleHus JIEKapCTBEHHBIX CPEJICTB;

2) OGecnpensTCTBEHHO IO MPEAbSBICHUU CIIY>)KEOHOTO YAOCTOBEPEHUS M KOMHMM IpHKa3a
(pacmiopsbkeHHs1) OpraHa TOCYAApCTBEHHOTO HaJ30pa O HA3HAUYEHUH IPOBEPKU MOCEIIATh
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UCTIONb3yeMble  IOPUIUYECKUMH  JIMIAMH,  WHAWBUIAYAIbHBIMA  HPEANPUHUMATEISIMHU,
ABIISIIOIIMMUCS CYOBEKTaMU OOpAIlEHUs JICKApCTBEHHBIX CPEACTB, MPHU OCYIIECTBIECHUU CBOEH
NESITeIbHOCTH TEPPUTOPUHU, 3JaHUSA, IOMEIICHUS U COOPYXKEHHS B IIEeNAX IPOBEIACHUS
MEpONPUATHIA IO KOHTPOJIIO;

3) mpoBoaMTh OTOOpP 0OpasloOB JIEKAPCTBEHHBIX CPEICTB, NpPEIHA3HAYCHHBIX IS
peanu3aly U pealu3yeMbIX CyObeKTaMu OOpalleHHs JIEKapCTBEHHBIX CPEACTB, AJIS MPOBEPKU
UX KauecTBa, MPOBEACHUS WCCIICAOBAHHM, MCIBITAHUNA B COOTBETCTBHM C IMpaBHJIaMH OTOOpa
00pa3loB, YCTAHOBJICHHBIMHM YIIOJIHOMOUYEHHBIM (peepallbHbIM OPraHoOM HCIIOJIHUTEIbHON
BJIACTH;

4) BbliaBaTh CyOBEKTaM OOpallleHUsl JIEKapCTBEHHBIX CPEJICTB MPEIANHMCAaHUS O
OpeKpalleHny HapylmIeHUHd o00s3aTelnbHbIX TpeOOBaHMH W 00 YCTpPAaHEHMM BBISIBICHHBIX
HapyIIeHUH 00s513aTeIbHBIX TPEOOBAHMIA;

5) HampaBJATh B YIOJIHOMOYEHHBIE OpraHbl MaTepUallbl, CBS3aHHbIC C HapyIICHUSIMHU
00s13aTeNIbHBIX TpeOOBaHWM, AJI PELICHUs BONPOCOB O BO30YXICHMM YTOJOBHBIX €N IO
IIPU3HAKAM IIPECTYIIJICHUN.

7. BbIOOpPOYHBIII KOHTPOJb KauecTBa JIEKAPCTBEHHBIX CPEACTB  OCYLIECTBISAETCA
YIIOJIHOMOYEHHBIM (peIepajbHBIM OPTraHOM HCIOJHHUTEIBHON BIACTH B YCTAHOBICHHOM WM
HOpsI/IKE U BKIIFOYAET B ce0sl:

1) oOpaboTky cBeneHui, B 00S3aTENPHOM TMOPSAKE NPEAOCTABISEMBIX CYOBEKTaAMH
oOpalleHus JIEKapCTBEHHBIX CPEJICTB, O CEepusiX, MNAPTUIX JIEKApCTBEHHBIX CPEACTB,
MOCTYNAIOIIMX B IpaXkaaHckuil 000poT B Poccuiickoit @enepanuy;

2) otbop 00pa3LoB JEKApCTBEHHBIX CPEACTB Y CYOBEKTOB OOpAalIeHUs JIEKapCTBEHHBIX
CPEACTB B LEJSIX INPOBEICHHUS HCIBITAHUH HAa MX COOTBETCTBHE TPEOOBAHUSAM HOPMATHBHOMN
JOKYMEHTAIUM UM HOPMATHUBHBIX JIOKYMEHTOB;

3) mpuHATHE IO pe3yJibTaTaM TIPOBEICHHBIX HCIBITAHUA pEIIeHUs O JalbHEeHIIeM
IpaXkJJaHCKOM 000pOTEe COOTBETCTBYIOIIETO JIEKAPCTBEHHOT'O CPEJICTBA;

4) TpuHATHE YHNOJHOMOYEHHBIM (eliepalbHbIM OpPTraHOM HCIIOJHUTENFHOW BIIACTH
pelIeHnss O TepeBOJie JIEKapCTBEHHOI'O CpPEACTBa Ha IOCEpUIHBIA BBIOOPOYHBIN KOHTPOJb
Ka4ecTBa JIEKAPCTBEHHBIX CPEJCTB B CIIydae IMOBTOPHOTO BBISBJICHUS HECOOTBETCTBHS KaueCTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJIEHHBIM TPEeOOBaHUAM M (NP HEOOXOJUMOCTH) O MPOBEPKE
cyObekTa OOpamieHusi JIEKApCTBEHHBIX CpEACTB. Pacxonpl, CBS3aHHBIE C MPOBEACHUEM
HOCEPUHHOTO BBIOOPOYHOTO KOHTPOJII KayecTBa JIEKAPCTBEHHBIX CPEJICTB, OIUIAYHMBAIOTCS
IPOU3BOJIUTENIEM  JIEKAPCTBEHHOTO  CpeAcTBa JMOO  JepKaTeleM  WIM  BIAJAeNbleM
PETUCTPAIIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapara.

(uactp 7 BBenena PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

I'naBa 5. PABPABOTKA, JOKJIMHUYECKHUE UCCJIIEAJOBAHUSA
JIEKAPCTBEHHBIX CPEJICTB, A TAKKE KIMHUYECKHUE NCCJIEJOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB /11 BETEPUHAPHOI'O TIPUMEHEHUSA

Cratps 10. PazpaboTka JIeKapCTBEHHBIX CPEACTB

1. Pa3paboTka JE€KapCTBEHHBIX CPEACTB BKJIIOYAaET B CeOSI TOWCK  HOBBIX
(apMaKoIOTHYECKN aKTUBHBIX BEIIECTB, MOCIEAYIOIIEe U3YUYEeHHE UX JIEKApPCTBEHHBIX CBOWCTB,
JOKJIMHUYECKUE HCCIIEOBaHUs, pa3pabOTKy TEXHOJOTHIl MNpOM3BOACTBA (hapMaleBTHUECKHX
cyOcraHIuii, pa3paboTKy COCTAaBOB U TEXHOJOTHM MPON3BO/ICTBA JIEKAPCTBEHHBIX MPETapaToB.

2. ®unaHcoBoe olecredeHne pa3padOTKH JEKApCTBEHHBIX CPEICTB OCYIIECTBISETCS 3a
CYET:

1) cpencTB denepanbHOro OIOIKETA;

2) cpeAcTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpeAcCTB MpPOU3BOJIUTENIEH JIEKAPCTBEHHBIX CPEICTB MpPU BBINOJIHEHUH HAY4YHO-
UCCIIEIOBATEIbCKUX PA0OT MO JOTOBOPY MEXAY pPa3pabOTUMKOM JIEKApCTBEHHBIX CPEACTB U


consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD96EA161E2BDC88585487A69E825FED1570CAC647FCF31WEMBI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCF39WEM1I

HpOI/I3BO,Z[I/ITeJICM JIeKapCTBeHHBIX Cp@I[CTB;

4) UHBIX HE 3alPEIICHHBIX 3aKOHOAATENBCTBOM Poccuiickoit deneparii HCTOYHUKOB.

3. TIlpaBa pa3paboTynKa JIEKAPCTBEHHOT'O CPEACTBA OXPAHSIOTCS TPaXTAHCKUM
3aKOHOJATEJILCTBOM.

Cratpga 11. I[OKJ'II/IHI/ILIGCKOC HCCICA0BAHHUE JICKAPCTBCHHOI'O CpEACTBA AJIsI MCAUITMHCKOI'O
MMPUMCHCHUA

1. JloximHMYECKOE HCCIEeIOBAaHUE JICKAPCTBEHHOTO CPEICTBA IS MEAMIMHCKOTO
NPUMEHEHHS TPOBOJUTCS MyTeM NPHUMEHEHUS HAYYHBIX METOJOB OICHOK B LEIAX MOJTYYCHHS
JIOKA3aTeNbCTB 0€30MaCHOCTH, KauecTBa M 3(PPEKTUBHOCTH JICKAPCTBEHHOT'O CPEJICTBA.

2. JIOKIMHUYECKOE HCCIECJOBaHHE JICKAPCTBEHHOTO CPEACTBA JUIS MEAMIIMHCKOTO
PUMEHEHHS MTPOBOIUTCS B COOTBETCTBUU C MIPABUIAMH HaJUIEXKAIIeH 1TaOOpaTOPHON MPAKTUKH,
YTBEPKIEHHBIMH YIOJTHOMOYEHHBIM (heIepabHBIM OPTaHOM HCIIOJIHUTEIBHON BIIACTH.

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

3. Jlns opraHu3anuy ¥ TPOBEICHUS JOKIMHUYECKOTO HCCIEIOBAaHUS JIEKapCTBEHHOTO
CpelacTBa JUIsl MEAMLMHCKOTO NPUMEHEHHUs pa3pabOTUMKU JIEKAPCTBEHHBIX CPEICTB MOTYT
NpPUBJIEKAaTh HAYyYHO-HCCIICJOBATEIbCKUE OpraHM3aluy, oOpa3oBaTelbHbIE OpraHU3allu
BhICIIETO 00pa3oBaHUs, WMEIONME HEOOXOAMMYI0 MaTepUaTbHO-TEXHHUYECKYI0 0a3zy u
KBaIM(UIIMPOBAHHBIX CIICIIMAINCTOB B COOTBETCTBYIOIICH 00JIACTH MCCIIEIOBAHMS.

(B pea. @enepanbHoro 3akona ot 02.07.2013 N 185-03)

4. JIOKJIMHUYECKOE HCCICJOBaHHE JICKAPCTBEHHOTO CPEACTBA JUIS MEAMIUHCKOTO
NPUMEHEHHS TPOBOUTCS TI0 YTBEPKICHHOMY Pa3paOdO0TUYNKOM JIEKAPCTBEHHOTO CPEJICTBA IUIAHY
C BEJCHHMEM IIPOTOKOJIa ATOTO HCCIENIOBAHUS M COCTaBICHHEM OTYETa, B KOTOPOM COJEPIKATCS
pe3yabTAThl 3TOTO WCCIIECAOBAHUS M 3aKIIOYCHHE O BO3MOXKHOCTH TPOBEIEHHS KIMHUYECKOTO
UCCIIEeJOBAaHHS JIGKAPCTBEHHOTO TIperapara Juisi MEJUIIMHCKOTO IPUMEHEHUS.

5. IIpoBenenne mpoBEPOK COONIONEHUS MPABUI HAUICKAIIEH J1aOOPaTOPHON MPAKTHKH H
NPaBOBBIX HOPM HCIOJB30BaHMS JKUBOTHBIX MU MPOBEICHUH JOKIMHHUYECKUX HCCIIETOBAHUM
JICKAPCTBCHHEBIX CPCACTB I MCAUIMHCKOI'0 MPUMCHCHUA OCYHICCTBIACTCA YIIOJHOMOUYCHHBIM
(eneparbHBIM OpPraHOM MCIIOJHUTEFHON BIACTH.

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3ymbraThl JOKJIMHUYECKOTO WCCIEIOBAaHMSA JIGKAPCTBEHHOTO CpEACTBA  JUIs
MEAMIMHCKOTO MPUMEHEHHUSI MOTYT OBbIThb NPEACTABIEHBl B YIOJHOMOYEHHBIN (eaepanbHbIi
OpraH WCIIOJHHUTEIFHON BJIACTH B YCTAHOBIEHHOM TMOPSIKE B IEISIX TOCYAapCTBEHHON
pETUCTpAINH JIEKAPCTBEHHOTO Tperapara.

Crarbs 12. JloknTMHUYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOT'O CPENICTBA W KIMHHYECKOE
MCCJIEI0BAHKE JIEKAPCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO TPUMEHEHUS

1. JloxknMHMYECKOE UCCIEJOBAHME JIEKAPCTBEHHOIO CPEACTBA MJIi BETEPUHAPHOIO
IIPUMEHEHHNs POBOJNUTCSA MYTEM NMPUMEHEHHsI HAayYHBIX METOJOB OLEHOK B LENSAX IMOJYYEHUS
JIOKa3aTeIbCcTB 0€30MacHOCTH, KauecTBa U 3((EKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA, B TOM
YHClie ONpEJeNIeHUs] CPOKa €ro BBIBEJCHHUS U3 OpraHM3Ma >KMBOTHOTO, B LIENSAX oOecreueHus
0€30I1aCHOCTH MPOJIYKIIMU KUBOTHOTO MPOMCXOXKIECHUS MOCTe MPUMEHEHUSI COOTBETCTBYIOIIETO
JIEKapCTBEHHOT'O TIpernapara.

2. JIOKIMHUYECKOE MCCIENOBAaHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE
WCCIICIOBAHNE JIEKAPCTBEHHOIO Ipenapara JUlsd BETCPUHAPHOIO INPUMEHEHMs, HCCIEIOBAaHUE
OMOAPKBUBAJIEHTHOCTH YKA3aHHOI'O JIEKAPCTBEHHOrO Ipernapara MpOBOJSTCS B COOTBETCTBHU C
IpaBWJIaMH, YTBEP)KICHHBIMU YINOJHOMOYEHHBIM (eepalbHBIM OPraHOM HCIIOJHUTEIbHON
BIIACTH.

3. JIOKIMHMYECKOE HCCICNOBAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE
UCCJIEIOBAHNE JIEKAPCTBEHHOI'O IIpernapara i BETEPUHAPHOIO INPUMEHEHHUs IMPOBOAATCS I10
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YTBEPXKICHHOMY pa3pabOTYMKOM JICKAPCTBEHHOT'O CPEACTBA IUIAHY C BEACHUEM IPOTOKOJIOB
9THX HCCIEIOBAHUH W COCTaBJICHHEM OTYETOB, B KOTOPBIX COJEPIKATCS PE3YNIbTaThl ITHX
UCCIIE0BAHUMN.

4. Jlns opraHu3allid W TPOBEICHHUS IOKIMHHYECKOTO HCCIIEAOBAHUS JICKAPCTBEHHOTO
CPE/ICTBA W KJIIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOI'O IMpernapaTra i BETEPUHAPHOTO
NPUMEHEHHS pa3pabOTYMK JICKApCTBEHHOTO CPEICTBA MOJKET IPHBIEKATh OpraHU3aluH,
UMEIOIIMEe HEOOXOJMMYI0  MaTepHajbHO-TEXHUYECKYI0 0a3y W  KBaIM(UIMPOBAHHBIX
CIIEIUAJIICTOB B COOTBETCTBYIOIIEH 00IaCTH NCCIIEIOBAHUSL.

5. KimHuueckue uCCICIOBaHMs JICKAPCTBEHHBIX MpENaparoB JUis BETCPHHAPHOTO
NPUMEHEHHS IPOBOAATCS B BETEPUHAPHBIX OPTaHU3ALMAX M B OPraHU3AIMAX, OCYIIECTBIISIOMINX
pa3BeJicHUE, BBIPALIIMBAHUE U COJICPKAHUE KUBOTHBIX, B IEIISX:

1) ycTaHOBJIEHUS IEPEHOCHMOCTH JICKAPCTBEHHBIX IPEMAapaToB 3JOPOBBIMH KHUBOTHBIMU;

2) mondopa ONTUMAJIBHBIX JO3UPOBOK JICKAPCTBEHHBIX IPENapaToB M Kypca JICUCHHs Ha
KOHKPETHOM TPYIIINE )KUBOTHBIX C ONPE/IeICHHBIM 3a00JICBaHNEM;

3) ycraHoBiueHus Oe3omacHOCTH U APQPEKTHBHOCTH JIEKApCTBEHHOIO IMperapara,
NpeHA3HAYCHHOTO JUIS JICUCHHS ONPE/IEICHHbBIX 3a00€BaHII )KUBOTHBIX, WIN 3((PEKTHBHOCTH
JIEKapCTBEHHOTO Mpenapara Juis Npo(pHUIakKTUKU 3a00I€BaHMid 3J0POBBIX KUBOTHBIX;

4)  wu3ydyeHHs  BO3MOXXHOCTEH  pacIIMpeHHs  TNOKa3aHMH K  [PUMCHEHHIO
3aperuCTPUPOBAHHOIO JICKAPCTBECHHOIO TIpErapara 1 BhISIBICHUS PaHEe HEM3BECTHBIX TOOOYHBIX
IEUCTBUIA.

6. Kiunuyeckoe wuccieqoBaHHE JICKQPCTBEHHOrO IMpemapara sl  BETCPHHAPHOTO
NPUMEHEHHS OCYIIECTBIIICTCS 32 CYET CPENICTB Pa3paboTYHKa JIEKapCTBEHHOTO CPEACTBA.

7. OT4eTsl 0 pe3ysibTarax JOKIMHUYECKOrO MCCIICIOBAaHMS JIGKAPCTBCHHOTO CpPEJICTBA U
KJIMHUYECKOTO HCCIIeIOBaHMs JIEKApPCTBEHHOIO Mpenapara Uil BETCPHHAPHOTO MPUMEHEHUS
COCTAaBJISIFOTCSl Pa3pabOTYMKOM JICKAPCTBEHHOT'O CPEJICTBA C YYETOM 3AKJIFOUCHUI OpraHU3allui,
NPUHUMABIINX y4acTHE B OPraHU3aIlK ¥ IPOBEICHUN 3THX HCCIICIOBAHUI.

8. KoHTpoJb 32 mpoBeeHUEM JOKIMHUYECKUX UCCIICIOBAHUN JIGKAPCTBCHHBIX CPEICTB U
KJIMHUYECKUX HCCIIEOBAaHUHA JICKApCTBEHHBIX IPENapaToB sl BETEPHHAPHOTO MPUMEHEHUS
OCYIIECTBIIACTCS YIOTHOMOYCHHBIM (heiepaibHbIM OPTaHOM HCIIOJIHUTEIBHOW BIIACTH.

I'1aBa 6. OCYIIECTBJIEHUE I'OCYJAPCTBEHHOM PETUCTPAIIUA
JIEKAPCTBEHHBIX ITPEITAPATOB

Crates 13. I'ocynapcTBeHHas! peTUCTpaIus JIEKapCTBEHHBIX MPErapaToB
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. B Poccuiickoit ®enepanuiy JOMYyCKarOTCsS MPOU3BOJACTBO, M3TOTOBJIEHHUE, XPAHEHHE,
nepeBo3ka, BBO3 B Poccuiickyro @enepannto, BbiBO3 M3 Poccuiickoin ®Denepanuu, pekiiama,
OTIYCK, peanu3anus, nepeaada, IpUMeHEHUE, YHUUTOKEHHUE JIEKapCTBEHHBIX MPENapaToB, €CIu
OHH 3apETUCTPUPOBAHBI COOTBETCTBYIOIIMM YIOTHOMOYEHHBIM (esepaabHbIM  OpPraHoOM
HCITOJIHUTENHLHOH BJIACTH.

(uacts 1 B pen. denepanproro 3akoHa ot 13.07.2015 N 241-D3)

2. T'ocynapcTBEHHOM perucTpaiuu noanexar:

1) Bce nexapCTBEHHBIE Wpemaparhl, BIIEPBHIE MOJIEKAIINE BBOAY B oOOpalieHuE B
Poccuiickoit denepanuu;

2) nexapCTBEHHBIE MpenapaThsl, 3apeTUCTPUPOBAHHBIC PaHEe, HO MTPOU3BEICHHBIE B APYTHX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUU C TMEPEYHEM HAMMEHOBAaHUH JIEKApCTBEHHBIX (HOpM, B
HOBOM JIO3UPOBKE MPU JTOKA3ATEIbCTBE €€ KIIMHUYECKOW 3HAYMMOCTH B Y(PPEKTUBHOCTH;

3) HOBBIE KOMOMHAIIUY 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENapaToB.

3. TocynmapcTBeHHasi perucrpanusi JIEKapCTBEHHBIX IMPENApaTOB OCYIIECTBISIETCS O
pe3ylbTaTaM dKCIEPTU3bI JEKApPCTBEHHBIX CPE/ICTB, a TOCYIapCTBEHHAs perucTpaius opdaHHbIX
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JICKapCTBEHHBIX IPENapaToB OCYIIECTBISIETCS 10 pe3yjibTaTaM AKCHEPTHU3bl JOKYMEHTOB,
MPEJICTABICHHBIX Ui ONpeAeNiCHUs BO3MOXXHOCTH paccMaTpUBATh JIEKApPCTBEHHBIN MpemnapaT
JUIS MEAMIMHCKOTO TPHMEHEHHs] TPH OCYLIECTBICHUM TOCYJapCTBEHHOH pErucTpauuu B
KayecTBe Op(aHHOrO JIEKAPCTBEHHOTO IIpermapaTa, W IO pe3ylbTaTaM 3KCIEePTU3bI
JIEKapPCTBEHHBIX CPEJICTB.

4. TocynapcTBeHHass perucTpanusi JIEKQpCTBEHHOrO Ipemapara OCYIIECTBISETCS
COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (peiepaIbHbIM OPTaHOM MCIIOJIHHUTEIBHOM BIACTH B CPOK,
HE NPEBBIIIAIOIMINNA CTa MIECTUACCITH pabO4YMX THEH CO JHS HPHUHATHS COOTBETCTBYIOIIETO
3asBJICHHS O IOCYJApCTBEHHOW PETUCTpPALMU JIEKAPCTBEHHOro IpenapaTta. B yka3aHHBIN cpok
BKJIIOUAETCSl BpeMsi, HEOOXOAUMOE JIJIsl TIOBTOPHOTO MPOBEIEHUSI SKCIEPTU3bI JIEKAPCTBEHHOTO
CpeICTBA B COOTBETCTBMM cO craThell 25 Hacrosuuero @PenepanbHoro 3akoHa. Cpok
rOCy/IapCTBEHHOW pEerucTpaluy JIEKapCTBEHHOTO Mpernapara HUCYHUCIAETCS CO JHS MPUHATHUS
COOTBETCTBYIOIIUM  YIOJHOMOUYEHHBIM (e/iepaJbHbIM OPraHOM HWCHOJHUTEIBHOW BIACTH
COOTBETCTBYIOILIETO 3asBJICHUS O TOCYAAPCTBEHHOW PErMCTpallMU JEKapCTBEHHOTO Mpernapara ¢
NPUIIOKEHNEM HEOOXOAUMBIX JOKYMEHTOB IO JIEHb BbIIAYX PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOro TpemapaTta. Bpems, HeoOxomumoe s HaNpaBlIeHUS YIOJIHOMOYEHHBIM
(denepanbHbIM OpraHOM MCIIOJHUTEIBHONW BIJIACTH 3alpoca O IMPEACTABICHUM HEOOXOIMMBIX
MaTepuajoB M MPEICTaBICHMs 3asBUTEJIEM OTBETa HA JAHHBIM 3alpoc B COOTBETCTBUU CO
cratbsiMu 16, 19 u 23 nacrosimero ®denepaabHOrO 3aKOHA, HE YYUTHIBACTCS TPU UCUYHUCICHUU
CpOKa roCyIapCTBEHHOW PETUCTPALIMU JIEKApCTBEHHOTO Mpenapara.

5. 'ocynapCTBEHHOW pErucTpalny HE MOMJICHKAT:

1) nexapcTBeHHbIE  Mpenaparbl, HW3TFOTOBJCHHBIE  ANTEYHBIMH  OpPraHU3aLUSMU,
BETCPUHAPHBIMU  ANTEYHBIMH OPTaHU3ALUSAMH, WHAWBHIYAIbHBIMA MPEIIPUHUMATEISMY,
KOTOphIE HMEIOT JIMIEH3HI0 Ha (apMaleBTHUECKYIO0 JeATelIbHOCTh, IO pelenTaM Ha
JICKapCTBEHHbIE TMpenaparthl W TPEOOBaHMAM MEIWUIIMHCKHX OpraHU3aluid, BETEPHHAPHBIX
OpraHu3aIui;

2) nexkapCTBEHHbIE Ipenaparbl, NpUOOpPEeTeHHblE (U3MYECKUMHU JIMIAMH 3a IpeaesaMu
Poccuiickoii @enepaniuu 1 npeHa3HAYSHHbIE U1 TMYHOTO UCTIOJIb30BaHMS;

3) JexapcTBEHHBIE TMpemapaTrhl, BBO3WMble B Poccuiickyto ®enepamnuio st OKa3zaHUs
MEIUIUHCKONW MOMOIIM MO >KM3HEHHBIM IOKa3aHUSAM KOHKPETHOTO MalMeHTa Ha OCHOBaHWUHU
pa3pelieHus, BbIIaHHOTO YIIOJTHOMOYEHHBIM (e/IepalbHbIM OPTaHOM MCIIOTHUTEIbHON BIIACTH;

4) nexapcTBEHHBIE CpEICTBa, BBO3MMBIE B Poccuiickyro @Denepanuio Ha OCHOBAaHUH
BBIIAaHHOTO YIIOJJTHOMOYEHHBIM (pe/iepaibHbIM OpraHOM HMCIIOJHUTEIbHON BIACTU pa3pelieHus 1
npeHa3HaYeHHbIE JUIsl TPOBECHUS KIIMHUUECKUX UCCIIE0BAaHUM JIEKapCTBEHHBIX MPEnapaToB U
(unm) mpOBENEHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB /ISl OCYLIECTBICHUS TOCYAapCTBEHHOM
pEerucTpanmy JeKapCTBEHHBIX NPENaparoB;

5) bapmaneBTHUeCcKHE CyOCTaHIINM,

6) panuodapmaleBTHIECKHE JIeKapCTBEHHbBIE npenaparsl, U3TOTOBJICHHBIE
HENOCPEJCTBEHHO B MEIMIMHCKMX  OpraHM3alMsX B TOpPSJKE,  YCTaHOBJIEHHOM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJIHUTENIbHON BIACTH;

7) nekapcTBEHHBIE MTpenapaThl, IPOU3BOIUMbIE JJIs HKCIIOPTA.

6. He nonyckaercs rocyiapcTBeHHasi perucTparus:

1) nexapCTBEHHBIX MPENapaToB, OTIMYAIOLIUXCS JIPYr OT Jpyra KaueCTBEHHBIM COCTaBOM
JeMCTBYIOIMX BEIIECTB, 1O OJIMHAKOBBIM TOPTOBBIM HAUMEHOBaHHEM;

2) OAHOrO JIEKapCTBEHHOIO Mpenapara, BbIITYCKaeMOIo MPOU3BOIUTENEM MO Pa3IMUYHBIMU
TOPrOBBIMH HAaMMEHOBAHMUSAMHU U MPEJCTABICHHOTO Ha IOCYJApCTBEHHYIO PETUCTPAIMIO B BHUJE
JBYX U OoJiee JIeKapCTBEHHBIX MTpernapaToB.

7. Io 3ampocy (B eKTpoHHOU (hopMe WM Ha OyMa)KHOM HOCHUTEINE) CyObeKTa 0OpalieHus
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (pelepalbHbIM  OpraHOM
UCTIOJIHUTENIEHOW BJIACTH, OCYIIECTBISIOLUIMM TOCYIapCTBEHHYIO PETUCTPAIUIO JIEKAPCTBEHHBIX
[IPernapaToB, B YCTAHOBJIEHHOM UM MOPSAKE OCYLIECTBISIETCS HAaydyHOE KOHCYJIbTHUPOBAHHUE IO
BOIPOCAM, CBS3aHHBIM C TPOBEIEHUEM JOKIMHUYECKUX HCCIIECAOBAHUM, KIMHUYECKUX
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UCCJIEOBAaHUM JIEKAPCTBEHHBIX IPENapaToB, SKCIIEPTH3bl KauecTBA JIEKAPCTBEHHBIX CPEICTB,
spdexTuBHOCTH © 0OE30MACHOCTH, C OCYIIECTBIEHHEM TOCYJAapCTBEHHON pETUCTpaIiu
JEKapCTBEHHbIX  IpenapaToB. KOHCYIbTUpPOBaHHME  OCYIIECTBISETCS C  IPUBJICYEHHUEM
(denepanbHbIX TOCYIAPCTBEHHBIX OIOJUKETHBIX YYPEXKJICHHH, IOJBEIOMCTBEHHBIX JIAHHOMY
denepanbHOMYy OpraHy HCIOJHUTEIFHOW BJIACTH M HE YYacCTBYIOUIMX B OpraHU3aLUU
IPOBE/ICHUS] JKCIEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEJICTB B IENAX OCYLUIECTBICHUS MX
rOCy/IapCTBEHHOW PETUCTPALMM B COOTBETCTBUU CO craThell 16 Hacrosimero denepanbHOIoO
3aKOHa, B BHUJE OTBETa B IHUCbMEHHOH (opMe YIOJIHOMOYEHHOrO (ellepalbHOro OpraHa
WCIIOJIHUTEJIBHOM BJIACTH Ha 3ampoc. Pa3mep B3uMaeMol ¢ 3asgBUTENs IUIATHI ONPEACISICTCS B
COOTBETCTBUM C 3aKOHOaTeNbCTBOM Poccuiickoit denepaunn 00 opraHuzanuy NpeaocTaBIeHUs
TOCYJapCTBEHHBIX M MYHULIMNAIBHBIX yciyr. WHpopmanus o0 OCYIIECTBICHHHM HAyYHOTO
KOHCYJIbTUPOBaHMsI, B TOM YHCIIE€ CTaTbU, 0030pHl, CIIPaBOYHbIE MAaTE€pHabl U UHAs UHPOpMaLUsI
00 OCYUIIECTBICHUM HAyYHOTO KOHCYJIBTUPOBAHHS, pa3MellaeTcs Ha O(HIMAIBHOM caiite
YIOJIHOMOYEHHOT0 (he/IepalIbHOrO OpraHa HCIIOTHUTEIbHOW BiacTH B cetn "MHTepHer" ¢
COOIIOICHUEM OIPaHUYEHMM, YCTAaHOBJIEHHBIX 3aKOHOJATEIbCTBOM O NEPCOHAIBbHBIX JIaHHBIX,
KOMMEPUYECKOM U (MJIM) TOCYAapCTBEHHOM TaiiHe.

8. 'ocynapcTBeHHast perucTpanus JeKapCTBEHHBIX IPENnapaToB, KOTOPbIE MpeaHa3HAYEHbI
JUI IPUMEHEHHUs B YCIOBUSAX BOCHHBIX JECHCTBUM, Upe3BbIYAMHBIX CUTyallUH, NPOPUIAKTUKHI U
JedeHust  3a00JE€BaHMNA M TOPAXKEHHWH, TMONYYEHHBIX B  pe3yibTaTe  BO3JACHCTBHUSA
HEeOJIaronpusATHbIX XMMUYECKUX, OMOJIOTHYECKUX, paluallMOHHBIX (PaKTOPOB, U pa3paboTaHbl MO
3aJaHui0  (peliepalbHbIX OPTraHOB HCIOJHHUTEIBHON BIIACTH, YIOJHOMOYEHHBIX B 00JacTH
00OpOHBI CTpaHbl U 0€30MACHOCTU IOCYapCTBa, OCYILECTBIIAETCS B MOPSJIKE, YCTAHOBICHHOM
IIpaBurenscTBOM Pocculickon @enepanuu.

Cratps 14. IIpuHIune! S5KCIIepTU3bI JIEKAPCTBEHHBIX CPENICTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Dkcmeptusa JIEKapCTBEHHBIX CPEACTB OCHOBBIBACTCS Ha NPHHIIMNAX 3aKOHHOCTH,
COONIFOJIeHHsI TIpaB W CBOOOJ UEJIOBEKAa W TpaKIaHWHA, MPaB FOPUIMYECKOTO JIUIIA,
HC3aBUCHUMOCTHU 3KcnepTa, O6”I)€KTI/IBHOCTI/I, BCCCTOpOHHOCTI/I U TMOJHOTHI I/ICCJ'[G)IOBaHI/II\/'I,
NPOBOJUMBIX €  HCIOJB30BAHUEM COBPEMEHHBIX JIOCTHXKCHMH HAayKH W TEXHHKH,
OTBCTCTBCHHOCTHU @eﬂepam,Horo FOCY}IapCTBeHHOFO 6IOIDK€THOFO y‘IpC)K}IeHI/ISI 10 HpOBeZ[eHI/IIO
OKCIEPTHU3bI JICKAPCTBEHHBIX CPEJICTB M AKCIIEPTOB 32 MPOBEJACHUE M KAYECTBO SKCIICPTU3HI.

2. 3KCHepTI/I33 HeKapCTBeHHI)IX npenapaTOB JJ11 MEIUITUHCKOI'O HpI/IMeHeHI/Iﬂ BKJIIOYACT B
ce0st:

1) »oskcmepTu3y JOKYMEHTOB, NPEICTABICHHBIX [UISI ONpPENENICHHUs] BO3MOXKHOCTHU
paccMaTpuBaTh  JIEKAPCTBEHHBIM  Tpemapar s MEIUIMHCKOTO  TNPUMEHCHUsS  TpU
OCYILIECTBIICHHM TOCYJAapCTBEHHOW PpErHCTpalii B KadecTBe Op(AaHHOTO JICKAPCTBEHHOTO
npernapara,

2) BKCHEPTHU3Y MPEIOKEHHBIX METOIOB KOHTPOJIS KauyecTBa JICKApCTBEHHOIO CPEACTBA U
Ka4yecTBa TMPEJICTABJIICHHBIX 00pa3IOB JIGKAPCTBEHHOTO CPEACTBA C HCIOJIb30BAHUEM HTHX
METOJIOB (J1aJiee - HKCIEePTH3a KaueCTBa JEKapCTBEHHOTO CPEJICTBA);

3) SKCHepTH3y OTHOIICHUS OXKHJAeMOW TMOJb3bl K BO3MOXHOMY PHCKY TpPUMEHCHHUS
JIEKapCTBEHHOTO Mperapara.

3. DkcnepTH3a JeKapCTBEHHBIX MPEMapaToB /Ui BETCPUHAPHOTO MPUMEHEHHSI BKIFOYACT B
ceOs1 IKCIEPTU3y KauecTBa JICKAPCTBEHHOI'O CPEACTBA M OKCIEPTH3Y OTHOIICHHS OXHIAeMOM
MOJIb3bI K BO3MOYKHOMY PHCKY TIPUMEHEHUS JIEKAPCTBEHHOTO TIpernapara.

Cratps 15. ®denepaibHOe rocyIapCcTBEHHOE OIOHKETHOE YUYPEXKIEHHE IO IMPOBEIACHUIO
HKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
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DKcrnepTusa JIEKApCTBEHHBIX CPEACTB MPOBOAMUTCSA (efepalbHbIM TOCYAapCTBEHHBIM
OIO/IKETHBIM YYPE)KJCHUEM COOTBETCTBYIOILEIO YIOJIHOMOYEHHOIO (ellepalbHOro oOpraHa
UCTIOJIHUTENIHOW BJIACTH, CO3JAaHHBIM JUIS OOECIIEYeHHs HCIIOJIHEHHUS MOJHOMOYHUN 3TOTrO
(enepanbHOro OpraHa Mo BblAAYe pa3pellieHUil Ha NMPOBENEHHE KIMHHYECKUX MCCIEeJOBAHUMN
JIEKapCTBEHHBIX IIpenapaTroB W (WJIM) MO TOCYJAapCTBEHHOM pPETUCTPALlUU JIEKapCTBEHHBIX
npenapaTos (Jajnee - SKCIEPTHOE YUPEXKIECHUE).

Cratbst 16. Opranunzanus npoBeJeHHs SIKCIEPTH3bI JIEKAPCTBEHHBIX CPE/ICTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Dkcneprr3a JIEKapCTBEHHBIX CPEICTB IPOBOAUTCS KOMHUCCUEH 3KCIEPTOB IKCIEPTHOTO
YUPEKIEHUS, HA3HAYEHHOM €ro pyKOBOJIUTENIEM, HAa OCHOBAaHMU 3aJaHMs Ha IIPOBEACHHE
9KCHCPTU3BI JICKAPCTBCHHOI'O CPCACTBA, BHIAAHHOTO YIIOJIHOMOYCHHBIM (bGHGpEUIBHHM OopraHomMm
UCIIOJIHUTENILHOW BJIACTH. PyKOBOAMTENb SKCIIEPTHOIO YUPEXKICHHs 0OeclieunBaeT HaylexKalee
MMPOBCACHUC SKCHCPTU3LI JICKAPCTBCHHBLIX CPCACTB B COOTBCTCTBHU C 3adaHUCM, BbIAAHHBIM
YIOJIHOMOYEHHBIM (hesiepabHbIM OpPraHOM UCIIOJHUTEIBHOM BJIACTH, U OPraHU3YET MOATOTOBKY
CBOJHOT'O 3aKJIFOYEHHUS ITOM KOMHUCCUU. B cOCTaB 3TOM KOMHCCHH 10 PELICHUIO PYKOBOJIUTEIS
9KCHEPTHOIO YUPEXJAECHUS MOTYT ObITh BKJIIOUEHBI B Kau€CTBE IKCIIEPTOB JIMIa, HEe padoTarouiye
B JJAHHOM OKCICPTHOM YUPCKACHHUH, €CJIUM HX CICHUAJIBHBIC 3HAHUA H€O6XOI[I/IMLI JJIsA
IIPOBEJECHUS SKCIIEPTU3BI U TAKUE HKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIEPTHOM YUPEXKICHUU.

2. DkcneproM MO IPOBEACHUIO JKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB  SBISETCS
aTTeCTOBAHHBIH PAOOTHHUK HKCHEPTHOIO YUPEKIECHMS, KOTOPHIH MMEET BbICIIEE MEIULMHCKOE,
(bapmaneBTHYECKOE, OHOIOTHYECKOe, BETEPUHAPHOE MIIM XUMHUECKOe 00pa30BaHue U IPOBOAUT
JKCIIEPTU3y JICKAPCTBEHHBIX CPEACTB B IOPSAJKE HCIOJHEHHS CBOUX JIOJDKHOCTHBIX
o0s3aHHOCTEH (asee - SKCIEPT).

3. Ilpu npoBeneHNH YKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB IKCIIEPT HE MOXKET HAXOJUTHCS
B KakoH-mMOO 3aBHCHMOCTH OT JIMIA, HAa3HAYMBIIETO 3Ty 3KCIEPTU3Yy, pa3paboTynka
JIEKapCTBEHHOT'O CPEJCTBA WU APYTUX 3aMHTEPECOBAHHBIX B PE3yJbTaTaX dKCIEPTU3BI JIMII.

4. ITpu npoBeAeHUH HKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB HE JOIMYCKAeTCs UCTPeOoBaTh y
3asgBUTENS JIMOO0 MHBIX JIMLl MaTepUaibl, HEOOXOAUMBIE AJIS IPOBEJCHUS HKCIEepTH3bl. B ciyuae
HEAOCTAaTOYHOCTHU MPEACTABJIICHHBIX OJOKCICPTY MATCPUAIOB I Ja4YW 3aKJIIIOUYCHHUA OSKCIICPT
CTaBUT BONPOC O MPEJCTABICHUH €My HEOOXOAMMBIX MaTepHallOB IMepesl PYKOBOJIUTENIEM
DKCIEPTHOTO  YUPEXKIEHUs, KOTOPbIM oOpamaercs ¢ COOTBETCTBYIOUIMM 3alpocoM B
YIIOJIHOMOYEHHBIH (pe/iepanbHblii OpraH HCHOJHUTENBbHOM BIIACTH, BBIJABIIMI 3aJaHME Ha
IIPOBEJCHUE SKCIEPTU3bl JIEKAPCTBEHHOTO CpeACTBa. YKa3aHHBIM (QenepalbHblil  opraH
UCTIOJIHUTENIBHOW BJIACTM B TEUEHHE IATH pabouuMx JHEeH co AHS TOCTYIUIEHHUsS 3arpoca
PYKOBOJUTEIA DKCIIEPTHOTO YYPEKICHHS HAIPABIAET 3asBUTENIO 3allpoC O IPEACTaBICHUH
HEOOXO/IUMBIX MarepuanoB. JlaHHBIH 3ampoc MOXKET ObITh IepelaH YHOJIHOMOYEHHOMY
MNPpEACTAaBUTECIIO 3aABUTCIIA JIMYHO MO paCCKy, HAIIPABJICH 110 TOYTE 3aKa3HbIM TMCbMOM HJIN
nepefaH B 3JEKTPOHHOM (opMe Mo TeIeKOMMYHHMKAllMOHHBIM KaHajaM CBs3u. B ciydae
HaIlpaBJI€HUs JAHHOTO 3aIpoca MO IMOYTE 3aKa3HbIM IMHCbMOM OH CUHTAETCS IOJYYEHHBIM I10
MCTEUYEHNN IIECTU JHEU C 1aThl HAIIPaBJIEHUs 3aKa3HOTO MHChMA.

(uactsb 4 B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3agButenb 00s3aH MPEJICTaBUTh OTBET HA 3alpoC YINOJIHOMOYEHHOTO (heaepanbHOro
opraHa WCIIOJTHUTEIHHOU BJIACTH B CPOK, HE MPEBBIIIAIONINN JEBSIHOCTa pabOunXx THEH CO JTHS
€ro MOJY4YeHHUs. YTOJIHOMOYEHHBIH (peepanbHblii OpraH MCIOJIHUTENbHON BIACTH, BBIJABIINN
3aJJaHUe Ha MPOBEJIEHUE IKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEJCTBA, B T€UEHHUE MATH paboumx THEH
CO JHS NOCTYIUIEHUS OT 3asBUTENd OTBETAa HAa JaHHBIA 3allpoC HANpPAaBIsAET TaKOW OTBET B
IKCIEPTHOE yupekaeHue. B ciydae HempeacTaBiIeHMs 10 UCTEYEHUU JIEBSIHOCTa pabouux JHEH
3asgBUTENEM OTBETa Ha JIAaHHBIA 3ampoc  YIOJIHOMOYEHHBIH  (enepanbHblii  opraH
HUCIIOTHUTETbHON BJIaCTH, BBI}IaBHII/Iﬁ 3aaHE€ Ha MNPOBCACHUE OKCIICPTHU3BI JICKAPCTBCHHOI'O
CpEeZCTBa, B TEUEHHE MATH pabouMX JHEW HAIpaBIseT B SKCIIEPTHOE YUPEkKIECHUE YBEIOMIICHHUE
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O HEIpPEICTaBICHUM 3asBUTENEM OTBETAa Ha 3alpoc yKa3aHHOro opraHa. Bpems co aHs
HalpaBJIEHUs 3alpoca HKCIEPTHOIO YUPEXKAEHUS B YINOJIHOMOYEHHBIM (elnepaibHbIil opraxH
VCIIOJIHUTENIBHOM BJIACTH JI0 JHS MOJIyUYEHUS SKCIEPTHBIM YUPEKIEHUEM OTBETA HA 3alpOC WIH
YBEIOMIJICHHSI O HENPEACTABICHUN OTBETA HA 3allPpOC HE YYHUTHIBAETCS IIPU MCUUCICHHH CPOKa
IIPOBEJEHUS SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPENICTBA.

(dactb 4.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

5. DkcnepT Ipy NpOBEACHUH MOPYYEHHON MY PYKOBOJUTENIEM SKCIIEPTHOIO YUPEKACHUS
9KCHEPTU3bI JIEKAPCTBEHHOI'0 CPECTBA 00s3aH:

1) mpoBecTH TMOJHOE HMCCIEIOBAHUE TMPEACTABICHHBIX €My OOBEKTOB, MAaTEpUANIOB, JaTh
000CHOBaHHOE M OOBEKTMBHOE 3aKJIIOYEHUE IO IOCTABJICHHBIM IIepe] HUM BOIIpOCaM HIIU
MOTHUBHUPOBAHHOE 3aKJIIOYEHHE O HEBO3MOKHOCTH IIPOBEACHUS UM 3KCIIEPTHU3bI JIEKAPCTBEHHOTO
CPEICTBA, €CIU IOCTABJICHHBIE BOIIPOCHI BBIXOIAT 3a MPEAEIbl CIEHUAIbHBIX 3HAHUH JKCIEpTa,
OOBEKTHl HUCCIIEJOBAaHMM M MaTepuajabl HENPUTOAHBI WM HEAOCTAaTOYHBI JJISl IPOBEIEHUS
UCCIICIOBAaHUN U JJauu 3aKJIIOYEHUs MO0 COBPEMEHHBIN YPOBEHb PA3BUTUS HAyKH HE 1103BOJIET
OTBETUTDH HA MIOCTABJIEHHBIE BOIIPOCHI;

2) He pa3rjamaTh CBEICHMs, KOTOPbIE CTaJld €My HM3BECTHBI B CBSI3U C IPOBEIECHUEM
AKCIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA, & TAKXKE CBEJCHMS, COCTABJISIONINE TOCYJapCTBEHHYIO,
KOMMEPUYECKYIO WIH HHYIO OXPAHIEMYIO 3aKOHOM TalHY;

3) obecrieunTh COXpAaHHOCTH MPEJICTABICHHBIX 00BEKTOB UCCIIEIOBAaHUN U MATEPUAIIOB.

6. DKcIepT HE BIIpaBe:

1) mpoBOAMTE PKCTIEPTU3Y JIEKAPCTBEHHOTO CPEICTBA MO OOpAIEHHIO HEMOCPEICTBEHHO K
HEMY OpraHu3alui win GU3N4YeCcKux JIuL;

2) caMOCTOSITENIbHO coOMpaTh MaTepuaibl JUIsl MPOBEIEHUS SKCIIEPTU3bI JIEKApPCTBEHHOTO
CPEICTBa;

3) mpOBOAMTH SKCIEPTU3Y JEKAPCTBEHHOI'O CPEJCTBA B KAayECTBE HETOCYAAPCTBEHHOTO
JKCIIEpTA.

7. B ciayyae HeoOXOOUMOCTH 3KCIEPT BIPaBE XO0JATalCTBOBATh IEpPE] PYKOBOAMUTEIEM
DKCIEPTHOTO YYPEXKAECHHUA O IPHUBICYCHHM K IPOBEICHHUIO DKCIIEPTU3bl JIEKapCTBEHHOTO
CPEJICTBA IPYTUX IKCIIEPTOB.

8. Kaxnplil skcnepT, BXOIALIMM B COCTaB KOMHCCHM 3KCIIEPTOB, KOTOPOH IOPYYEHO
IIPOBEJICHUE SKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA, HE3ABUCUMO U CAMOCTOSITENIbHO MPOBOJUT
VCCIIEIOBAHMSI, OLICHUBAECT PE3YJIbTAThl, MOJYYEHHBIE MM JIMYHO W JAPYTUMH DKCIEPTaMHU, U
dopMynupyeT BBIBOJAbl OTHOCHUTEJIBHO TIOCTaBJIEHHBIX BOIPOCOB B Mpefenax CBOUX
CIEUAJIbHBIX 3HAHUH.

9. Pe3ynbTaThl SKCNEPTHU3bl JIEKAPCTBEHHOTO CpeACTBa O(GOPMISIOTCS 3aKIIOYEHUEM
KOMHUCCHUM 3KCHEPTOB. B 3aKiIIOYEHMM KOMHCCHUM DKCIEPTOB YKa3bIBAlOTCS IIEPEUYCHb
UCCJIEIOBaHUM, OOBEM MPOBEAECHHBIX KaXJbIM 3KCIEPTOM HCCIIEI0OBaHUM, YCTaHOBJIEHHbIE
KaX/IbIM U3 HUX (DAKTHI U CIeJIaHHbIE B pe3yJibTaTe MCCIEA0BAaHUM BBIBOJBI. DKCIEPT, MHEHUE
KOTOpPOT0 HE COBMNAJAET C PELIEHUEM KOMUCCHUU JKCIIEPTOB, BIIPABE BHIPA3UTh CBOE MHEHHE B
NUCbMEHHON (hopMe, KOTOPOE MPHOOIAETCS K 3aKII0YEHNI0 KOMUCCUU SKCIIEPTOB.

10. OkcnepTsl, BXOASAIINE B COCTaB KOMUCCHH, MPENYNPERKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHozarenbcTBOM Poccuiickoit denepauum 3a 1ady 3aKIIOYEHUS,
CoJIepXKaliero HeoOOCHOBaHHBIE WM (aTbcUPUIMPOBAHHBIE BBIBOJABI, O YE€M OHH JalOT
MOJIHUCKY.

11. Onpenenenune ypoBHs po(ecCHOHATBEHON MOATOTOBKH IKCIIEPTOB M aTTECTAlldsS UX Ha
IIPaBO IPOBEIEHUS DKCHEPTU3Bl JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS OKCIIEPTHO-
KBAIM(UKAIIMOHHBIMM ~ KOMHUCCUSIMU B TIOpSAKE, YCTAHOBJIEHHOM  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (eiepajbHBIM  OPraHOM  HUCIOJHMUTENBHOM  BIAacTH.  YPOBEHb
pohecCHOHANBbHOM MOJATOTOBKU 3KCIIEPTOB MOJUIEKUT MEPECMOTPY YKAa3aHHBIMU KOMHUCCHUSIMU
HE PEeXe YEM OJIUH pa3 B IIATH JIET.

12. TlpaBmia mnpoBeAeHHUS ODKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB M OCOOEHHOCTH
HKCHEPTH3bl OTAEIbHBIX BHUJOB JIEKAPCTBEHHBIX IMpenapaToB (pedepeHTHBIX JIeKapCTBEHHBIX
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IpenapaToB, BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB, OMOIOTHYECKUX JEKAPCTBEHHBIX
npenaparoB, OHOAHAIOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpenaparoB (OMOAHAIOTOB),
TOMEOIIATHUECKUX JICKAPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTENBHBIX IpenapaTos,
KOMOHMHAIMI JIEKAapCTBEHHBIX IMpernaparoB), (GOpPMbI 3aKIIOUYEHUH KOMHCCHH 3KCIEPTOB
YCTAHABJIMBAIOTCS ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (pemepaibHBIM ~ OpraHoM
MCIIOJTHUTENIbHOM BJIaCTH.

(uacTb 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratps 17. Ilomawa u paccMOTpeHHE 3asBIEHUS O TOCYJapCTBEHHOH perucrpanuu
JIEKapCTBEHHOTO Nperapara Jjisi BETEpMHAPHOTO IPUMEHEHUS

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

1. lns rocyaapCTBEHHOM perucTpanyu JEKapCTBEHHOIO IpenapaTa Uil BETEpPUHAPHOrO
NpUMEHEHHS Pa3pabdOTUYHK TAKOTO JIEKAPCTBEHHOTO Mpernapara Wil yIoJIHOMOYEHHOE UM JIpYroe
IOPUJIMYECKOE JIUIIO (Jlajiee B HACTOALIECH CTaThe - 3asIBUTENb) IPEACTABISAET B YIIOJIHOMOYEHHBIN
denepanbHbI  OpraH  MCIOJHUTEIBHOW  BJIACTH, OCYLIECTBISIOIIUNA  TOCYIapCTBEHHYIO
PETUCTpaLMIO JIEKAPCTBEHHBIX IPENapaToB AJs BETEPUHAPHOI'O MPUMEHEHMS, B 3JIEKTPOHHOU
dopMe wuam Ha OyMaXHOM HOCHUTEJIE 3asBJIEHHE O TOCYAApCTBEHHOM pErucTpanuu
JIEKapCTBEHHOTO Ipernapara s BETEPUHAPHOTO IPUMEHEHMs, a TakXke B IOpsJKe,
YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM benepanbHBIM OpraHoM
UCITIOJIHUTENIBHOW BJIACTH, B JIEKTPOHHOW (opMe WM Ha OyMaXHOM HOCHUTENE HEOOXOIUMble
JOKYMEHTBI, U3 KOTOPBHIX (POPMHPYETCS] PErHCTPALIMOHHOE J0ChEe Ha JICKAPCTBEHHBIN Mpemapar
JUI BeTEpUHAPHOT'O IPUMEHEHUSI.

2. B 3asgBineHuu O TrocylapCTBEHHOW pPETUCTpALlMU JIEKApCTBEHHOrO IIpenapara s
BETEpUHAPHOIO IPUMEHEHHUS YKa3bIBAIOTCS:

1) HaumMeHOBaHUE U aJpec 3asgBUTENS, pa3padbOTUMKA U MPOU3BOJIUTEINS JEKAPCTBEHHOIO
npemnapara JUisi BETEPUHApPHOTO NPUMEHEHHUS M aJpec MecTa OCYILIECTBIEHHs MPOU3BOACTBA
JIEKApCTBEHHOTO Tpernapara JJisi BETepUHAPHOTO MPUMEHEHUs (B CiIydae HaJIH4Hs HECKOJIBKUX
YYaCTHHUKOB Tpoliecca MPOU3BOACTBa HEOOXOIUMO yKa3aTh KaX/10ro U3 HUX);

2) HaMMEHOBAaHHME JIEKAPCTBEHHOTO TIpemapara Uil BETEPUHAPHOTO IMPHUMEHEHUS
(MeXIyHapoJJHO€ HENaTeHTOBAHHOE, WJIM TPYNIUPOBOYHOE, WM XUMHYECKOE M TOProBOe
HAaUMEHOBAHUA);

3) mnepeyeHb MACUCTBYIOIIMX M BCIHOMOTaTENIbHBIX BEIIECTB, BXO/IIMX B COCTaB
JIEKapCTBEHHOI'0 TMpenapara JUisi BETEPUHAPHOTO NPUMEHEHHs, C yKa3aHHEM KOJUYeCTBa
KaXJI0T0 U3 HUX;

4) nexapcTBeHHasi popMa, JO3UPOBKA, CIIOCOOBI BBEJICHHS M MPUMEHEHHUSI, CPOK TOTHOCTH
JIEKapCTBEHHOTO Mpernapara Jjisi BETEpMHAPHOTO IPUMEHEHUS;

5) dbapmakoTepaneBTHUECKasl TPyIa;

6) HEeoOXOIMMOCTh TMPUMEHEHHUSI YCKOPEHHOM Mpoleayphl 3KCIEpTU3bl JIEKAPCTBEHHBIX
CPEIICTB B IIEJIAX TOCYJapCTBEHHOM perucTpaium JJEKapcTBEHHOIO MIpernapara;

7) KOTIMU TOKYMEHTOB, TIOATBEPKIAIOIINX YIUIATy TOCYAAPCTBEHHOM MONIUINHBL:

a) 3a IMpOBEJIEHUE OHKCIEPTHU3bl KauyecTBa JIEKAPCTBEHHOIO CPEICTBA M DKCHEPTU3bI
OTHOILIEHHSI 0’)KUIAEMOM MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKapCTBEHHOTO Iperapara
JUTSL BETEPUHAPHOTO IPUMEHEHHUS TIPU €T0 TOCYIapPCTBEHHON PEerucTpalumy,

0) 3a BbIJJauy PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MTpernapara;

8) Hanmmume coryacus, MPeayCMOTPEHHOTO YacThi0 7 HACTOAIIEH CTAaThH, €CIIM C MOMEHTA
peructpanu peepeHTHOTO JIEKAPCTBEHHOrO Mpernapara Uil BETePHUHAPHOIO MpPHUMEHEHUS
MPOLLIO MEHEE YEM LIECTh JIET.

(B pen. denepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpanvoHHOE€ J0ChE B LENSIX OSKCHEPTU3bl JIEKAPCTBEHHOIO Ipemnapara Juis

BETEpUHAPHOIO IPUMEHEHHUs (POPMUPYETCS U3 CASAYIOIIUX TOKYMEHTOB!
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1) xomus HOKYMEHTa Ha PYCCKOM S$3BbIKE, BBIJAHHOTO KOMIIETEHTHBIM OpPraHOM CTpaHbI
MPOU3BOIUTEINS IS KAXA0W MTPOU3BOACTBEHHON IUIOMIAIKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npernapara JUisli  BETEPUHAPHOIO IPUMEHEHUs (B TOM 4ucie JUIsl  [POU3BOAMUTENS
dapmainieBTUUECKOM  CyOCTaHIMM),  3aBEPEHHOrO0 B YCTAHOBJICHHOM  TMOpSIAKE U
NOJATBEPXKJAIOLIETO  COOTBETCTBUE  IPOM3BOAUTENS  PErHMCTPUPYEMOrO  JIEKAPCTBEHHOI'O
mpermapata  JUIsl  BETEpUHAPHOIO  MPUMEHEHUs  TpeOOBaHUSM  MpaBWJI  Hajulexalen
MIPOU3BOJICTBEHHONW MPAKTUKH, JUOO KOIHUS JUICH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
CPENCTB JJIs1 BETEPUHAPHOI0 IPUMEHEHUS U1 POCCUICKUX IPOU3BOAUTEIIEH;

Koncynsrantlntoc: npumevanue.
[TynkTt 2 BcTtynaer B cuiy ¢ 1 ssuBapst 2017 rona.

2) KOmusl 3aKJIFOYEHUSI O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHOIO IMperapaTa Ui
BETEPUHAPHOTO MPUMEHEHUSI TPEOOBAHUSAM MMPABWIT HAJITIKAIEH TPOU3BOJCTBEHHON MPAKTHUKH,
BBIJIAaHHOTO YIIOJIHOMOYEHHBIM (peliepabHbIM OPraHOM MCIIOJHUTEIBHON BIACTH AJSl KaXKIOU
NPOM3BOJICTBEHHON  IUIOMIAJKM  PETUCTPUPYEMOTO  JIKapCTBEHHOTO  Ipemapara s
BETEPUHAPHOTO TMpUMEHEHUs (B TOM 4YucCie [Uisi MPOM3BOAMTENS (hapMaleBTHUECKOM
cyOcraniuu), MO0 KONUS JIMIEH3WHM Ha TPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS JIJIS1 POCCHMCKUX MTPOU3BOIUTEINCH;

3) MpPOEKT HOPMATHBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIN Mpermapar Ui BETEpUHAPHOTO
MIPUMEHEHUS;

4) MTOKYMEHT, COACpKAIIUN CISAYIONIYI0 HHPOPMAIUIO 0 (hapMarieBTHIECKON CyOCTaHITUN
win (apMaleBTHUECKUX CYOCTaHIUSAX, BXOJSAIIMX B COCTAaB JIEKAPCTBEHHOro Mpernapara Aiis
BETEPUHAPHOTO MMPUMCHCHHUS

a) HauMeHoBaHue (papMaleBTUUECKON CyOCTaHIINH, €€ CTPYKTYypa, 00II1e CBOMCTBA;

0) HAaMMEHOBAaHUE U AJPEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHS IPOM3BOACTBA C ONMMCAHUEM CTaJlil IPOU3BOJCTBA K METOAOB KOHTPOJIS Ha
BCEX CTaJUSIX MIPOU3BOJICTBA;

) uHpOpMaLUs O IPUMECSX;

n) crienrdukaius Ha papMaIeBTUIECKYI0 CyOCTaHITUIO;,

€) ONMCaHhe METOJIMK KOHTPOJIS Ka4eCTBa;

) pe3yJbTaThl aHANIM3a cepuid (papMaleBTUHUECKOM CyOCTaHIINN;

3) mepedYeHb CTaHAAPTHBIX OOpa3llOB MM BEIIECTB, HCIOIb3YEMbIX MPH OCYIIECTBICHUU
KOHTPOJISI KAueCTBa;

M) OINHCaHWE XapPaKTEPUCTUK M CBOWCTB YIAKOBOYHBIX MATEPUANOB U YKYIOPOYHBIX
CPEJICTB;

K) JaHHbIE O CTaOUIIBHOCTH;

1) CPOK TOJTHOCTH, YCIIOBUS XpaHEHHUS;

5) otueTr o pe3ynabTaTax JOKJIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOTO CpEACTBa JUIs
BETEPUHAPHOTO MIPUMEHEHHSI,

6) oTUeT O pe3yNbTaTax KIMHHYECKOTO HCCIICOBAHUS JICKAPCTBEHHOTO Mperapara IJis
BETEPUHAPHOTO TPUMEHEHHUs Yy KaXKIOrOo BHUAA >KHBOTHBIX, YKa3aHHBIX B HWHCTPYKIHH TIO
BETEPHUHAPHOMY IPUMEHEHUIO;

7) TMPOEKT HMHCTPYKIMHU IO BETEPUHAPHOMY MPUMEHEHHUIO JIEKapCTBEHHOTO IMperaparta,
coepIKalleH ClIeayronme CBeACHUS:

a) HaNMEHOBaHWE JICKAPCTBEHHOTO TMpemapara JUis BETEPUHAPHOTO TMPUMEHEHHS
(MeXIyHapOJHOE HENMaTeHTOBAHHOE, WJIM TPYNIHPOBOYHOE, WIM XUMHUYECKOE H TOProBOE
HAUMEHOBAHUSA);

0) nekapcTBeHHas (opmMa C yKa3aHWEM HAWMMEHOBAaHWUN W KOJWYECTBEHHOTO COCTaBa
JEHCTBYIONINX BEIIECTB U KAYECTBEHHOTO COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB;

B) ONHCaHWE BHEITHETO BHUJAA JICKAPCTBEHHOTO TIperapara i BETEPUHAPHOTO
MIPUMEHEHUS;

r) ¢dapMakoTeparneBTH4YecKas TpyIIa JIEKApCTBEHHOTO IMperapara Uisi BETEPUHAPHOTO
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IIPUMEHEHHUS WIM YKa3aHHe "TOMEONaTUUeCKUM JIEKapCTBEHHbIN npenapar';

n) dapmakoguHaMuKa W (papMakoKWHETHKa (3a HCKIIOYCHHEM (HapMaKOKHHETHUKH
TOMEOIIATHYECKUX JIEKAPCTBEHHBIX IMPENapaToB U PACTUTENBHBIX JEKAPCTBEHHBIX IPETapaToB)
WX OIMCaHWE UMMYHOOHMOJIOIMYECKIX CBOMCTB JIEKAPCTBEHHOI'O IIpenapara;

€) MoKa3aHus JUIs1 IPUMEHECHHUS;

) IPOTUBOIIOKA3aHUA JJIs1 IPUMEHEHUS;

3) Mepbl IPEAOCTOPOKHOCTH IPU IPUMEHEHUH;

1) yKa3aHUE€ BO3MOXXKHOCTH U OCOOEHHOCTEH NMPUMEHEHUS y OEpEeMEHHBIX XHMBOTHBIX, Y
KUBOTHBIX B IIEPUOJI JIAKTAIIUH, Y TOTOMCTBA )KUBOTHBIX;

K) PeXHM JTO3MPOBAHHUSA, CIIOCOO BBEIEHUS M NPHUMEHEHUs, NPU HEOOXOAMMOCTU BpeMs
npremMa JIEKapCTBEHHOTrO Iperapara i BETEPUHAPHOTO MPHUMEHEHHs, MPOJOIKUTEIBHOCTh
JeUeHMs;

J) BO3MOXXHbIE TOOOYHbBIC JCHCTBHS, HEXeNaTeNbHbIE PEAKIMU TPH HPUMEHEHUU
JIEKapCTBEHHOTO Npernapara Jjisi BETEpMHAPHOI0 IPUMEHEHUS;

M) CUMITOMBI IEPE03UPOBKH, MEPHI IO OKA3aHHIO TOMOIIIN IIPU TePEI03UPOBKE;

H) B3aMMO/ICHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU NpenapaTaMy U (UIM) KOpMamu;

0) GOpMBI BBITTyCKa JIEKAPCTBEHHOTO TMpeTapara Jjisi BETEPUHAPHOTO MPUMEHEHHS,

1) yKa3aHue (Impu HEoOXOIUMOCTH) OCOOCHHOCTEN JeMcTBUS JEKapCTBEHHOTO IpenapaTa
JUTS BETEPUHAPHOTO IPUMEHEHUS TIPU TIEPBOM IIPUEME WJIH IIPH €r0 OTMEHE;

p) omucanue (MpU HEOOXOAWMOCTH) JEHCTBHM BETEPUHAPHOTO Bpaya (BETEPUHAPHOTO
¢denpauiepa), MHOrO CHELMANUCTa B O00JIACTU BETEPUHAPUM, BIAJAEIbla XUBOTHOTO IIPU
IPOIYCKE MpHeMa OJHOM MM HECKOJIBKHMX J103 JEKapCTBEHHOr0 Ipernapara i BEeTEpUHAPHOIO
NPUMEHEHHUS;

C) CPOK I'OJHOCTH M yKa3aHHE Ha 3alpeT INPUMEHEHHs JEKapCTBEHHOro Ipernapara s
BETEPUHAPHOTO MPUMEHEHHUS 110 UCTEYCHUU CPOKa FOJHOCTH;

T) YCIIOBHSI XpaHEHMUS,;

y) yKa3aHHe Ha HEOOXOJMMOCTh XpaHEHHS JIEKApCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO
NPUMEHEHHS B MEeCTaX, HeJIOCTYIHBIX JJIS 1eTeH;

¢) ykazaHue (MpuU HEOOXOIMMOCTH) CIEUUAIbHBIX MEp MpPEeIOCTOPOKHOCTU IPHU
YHUYTO)KCHUU  HEUCHOJb30BAHHBIX  JIEKAPCTBEHHBIX  MpPENapaTroB Uil  BETEPUHAPHOIO
IPUMEHEHHUS;

X) CPOKH BO3MOXXHOT'O HCHOJb30BAHUS MPOJIYKIMU >KUBOTHOTO INPOUCXOXKICHHUS MOCie
BBEJICHHUS YKMBOTHOMY JICKAPCTBEHHOTO IIpeTiapara Jjisi BETEPHHAPHOTO IPHUMEHEHUS;

11) YCIIOBHS OTITYCKa,

9Y) HAaWUMEHOBAaHUS W  ajapeca MPOW3BOACTBEHHBIX  IUIOMAAOK  IPOHU3BOIUTEIS
JIEKapCTBEHHOTO Mpernapara Jjisi BETEpMHAPHOTO IPUMEHEHUS;

1) HANMEHOBAHKE, a/IPeC OPTaHMU3alNH, YIOJTHOMOYCHHOH JepKaTelleM WM BJIaJeNbleM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUsI JIEKAPCTBEHHOI'O Ipernapara Ha MPHUHATHE NPETeH3UH OT
NOTpeOUTENS;

8) IpOEeKThl MAaKETOB MEPBUYHON YMAKOBKM M BTOPUYHOM YIAKOBKU JIEKAPCTBEHHOI'O
npernapara Juisi BETepUHAPHOTO MTPUMEHEHHS,

9) cnenytomue cBeleHHs O JIEKapCTBEHHOM Ipernapate /Ui BETepUHApPHOTO PUMEHEHHUS:

a) OTMCaHKE U COCTAB JICKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO TIPUMEHEHUS;

0) onucanue papMareBTUUECKON pa3paboTKH;

B) OIMCaHWE TpoIiecca MPOU3BOACTBA M €r0 KOHTPOJIS,

I) OIHUCAaHHWE KOHTPOJII KPUTHYECKUX CTaJuil MPOU3BOACTBA U IMPOMEKYTOYHOH
TIPOJyKIIMH;

1) HAUMEHOBaHUS U ajpeca pa3padoTurKa, JepKaTess WIK BIaeblla PEruCTPalluOHHOTO
YIIOCTOBEPEHHs JICKAPCTBEHHOTO IMperapara, MPOM3BOJICTBEHHBIX IUIOMAIOK MPOU3BOAUTEIS
JIEKapCTBEHHOTO Mpernapara Jjisi BETEpMHAPHOTO IPUMEHEHUS;

(B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

e) (hapMareBTHUECKasi COBMECTUMOCTH;
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) MUKPOOHOIOTHYECKHE XapaKTePUCTHKHY;

3) MaTepuaIbHbIA OalaHC 711 MPOU3BOACTBA CEPUH T'OTOBOTO MPOIYKTA;

M) OINHCaHWE XaPAKTEPUCTUK M CBOWCTB YIIAKOBOYHBIX MATEPUAIOB U YKYIIOPOYHBIX
CPEICTB;

K) TOKYMEHTAJIbHOE MOATBEPKICHHUE (BaTMIAIKs1) IPOLIECCOB U (MJIM) UX OLICHKA;

71) TpeOOBaHUSI K KaueCTBY BCIIOMOTATENbHBIX BelIecTB (cepTuduKaT, crienudukamnus Ha
BCIIOMOTaTeNbHBIC BEIECTBA U X 00OCHOBAHUE);

M) aHAJIUTUYECKHUE METOJUKH, HCIOJIb3yEeMbIE MPH OCYIIECTBICHUH KOHTPOJS KayecTBa
BCIIOMOT'aTEJIbHBIX BEIIECTB;

H) JIOKyYMEHTaJbHOE TMOATBEpXACHHE  (BaluIanusi) AaHATUTHYECKHX  METOJUK,
UCIIOJIb3YEMBIX MPU OCYIIECTBIECHUN KOHTPOJIS Ka4eCTBAa BCIIOMOraTENIbHbBIX BELLIECTB;

0) uHbopMaius 00 UCHOIH30BAHUM BCIOMOTATEIbHBIX BEIIECTB YEIOBEUYECKOIO U
YKUBOTHOT'O TTPOUCXOXKICHUS,

) uHopmaIys 00 UCIOIb30BAHUH HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpeOOBaHMs K KauyecTBY JIEKApPCTBEHHOTI'O IpernapaTa AJii BETEPUHAPHOIO NMPUMEHEHUS
(cepruduxkar, cnenuduKaus Ha JCKapCTBEHHBIN MpermapaT U uX 000CHOBAHME);

C) AHAIUTUYECKUE METOAMKH, HCIIOJIb3yeMble IPHU OCYIIECTBIEHUU KOHTPOJIS KadecTBa
JIEKapCTBEHHOT'O Ipernapara /Ui BETepUHAPHOTO PUMEHEHHUS;

T)  JIOKYMEHTaJbHOE  TMOATBEPXKICHUE  (BaIMIALMsI) AHAIMTHYECKHUX  METOJMK,
UCIIONIB3YEMBIX TPU OCYIIECTBICHUU KOHTPOJIS KadyecTBa JIEKAPCTBEHHOTO Ipemnapara Uit
BETEPUHAPHOTO MPUMCHCHHSI,

y) JOKYMEHT, TMOATBEPXKAAIOIIUNA KAauyecTBO JICKAPCTBEHHOTO Mpemapara Tpex
NPOMBIIIICHHBIX CepHid (TPOTOKOJ aHadM3a WM cepTU(UKAT aHAIN3a), OJJHA CEpUsi KOTOPOTO
JOJI’KHA COBMAAATh ¢ cepueit oOpasiia JIiekapCTBEHHOTO Mpernapara, oJaHHOTO Ha PErUCTPAIIHIO;

¢) xapakTepucTHKa MpUMeceii;

X) MepeueHb CTaHIAPTHBIX OOpa3lloB, HUCMOJIB3YyEeMbIX IPU OCYIIECTBICHHUH KOHTPOJISI
KayecTBa JIEKApCTBEHHOIO IIperapaTa Jiisi BETEpUHAPHOIO IPUMEHEHUS;

11) IaHHBbIE O CTA0MJIBLHOCTH JIEKAPCTBEHHOTO TIpernapaTa Jijisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomust NOKyMEHTa, cojepxallero MHGOpMalWi0 O HATUYUU WIM 00 OTCYTCTBUH
GdakTOB perucTpanyy JEKapcTBEHHOTO TMpemapara A BETePUHAPHOTO TPUMEHEHUs 3a
npeaenamu Poccniickoit denepanuy;

11) cornacue B muchbMeHHOU (opMme, MPEeTyCMOTPEHHOE YacThi0 7 HACTOALICH CTaThH, B
Clly4ae perucTpaluy BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOIO IIpenapara;

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomusi TOKyMEHTa Ha PYCCKOM SI3bIKE€, 3aBEPEHHOTO B YCTAaHOBJIEHHOM MOPSAJIKE U
MOJATBEPXKJAIONIETO  MPABOMOYHOCTh  3asBICHHMST O  TOCYJApCTBEHHON  perucTpanuu
JIEKapCTBEHHOTI'0 IIperapara Jyisi BETEpUHAPHOTO MPUMEHEHUS (JIOBEPEHHOCTb ).

4. Ilpu poBeIeHUU YCKOPEHHOM MPOIIeIyphbl IKCIEPTU3BI TIEKAPCTBEHHOTO MpemnapaTa Js
BETEPUHAPHOTO TMPUMEHEHHs] B LEIAX €ro TOCYyJapCTBEHHOW pPETUCTPALUd  MOKET
MPEJCTaBIAThCST MHGOpMAIUs, MOJyueHHAs IMPU MPOBEICHUH KIMHUYECKUX HCCIIeIOBaHUMN
JIEKapCTBEHHOT'O MpernapaTta U onyOIMKOBaHHAS B CIIEHUATM3UPOBAHHBIX MMEYATHBIX U3JIAHUSX, &
TakKe  JOKYMEHTBHI, COJepJKallhe pe3yNbTaThl  HUCCIEJOBAaHHUS  OHOIKBHUBAJICHTHOCTH
JIEKapCTBEHHOTI'0 IIpernapara Juisi BETEpUHAPHOTO MPUMEHEHUS.

5. Ha skcniepTu3y pa3nuyHbIX JIEKQPCTBEHHBIX (DOPM OJHOTO M TOTO XKE JIEKAPCTBEHHOTO
npernapara Jiisi BETEpMHAPHOTO IPUMEHEHHUS 3asiBUTEIb MPEICTaBIsAET OTAEIbHbIC 3asBICHUS U
pPETUCTpallMOHHBIC JOChe Ha KKy JeKapcTBeHHYI0 (opmy. [Ipu ycrmoBum ogHOBpEMEHHOU
NoJayl Ha DKCHEePTU3y OJHOM JIeKapCTBEHHOW (OpMBI C Ppa3IUYHBIMH  JO3UPOBKOMH,
KOHIIEHTpaIue, 00beMOM 3asBUTENb MPECTABISAET OJHO 3asIBJICHUE M PETUCTPAIMOHHOE JOChEe
C TPUJIO)KEHUEM MaKETOB YNAKOBOK Ha KaXIyH0 JO3HPOBKY, KXKJYI0 KOHIEHTPALUIO, KaxIbIi
00BEeM U KaXJ10€ KOJIMYECTBO JI03 B YIIaKOBKE.

6. 3asBUTENb BIpPaBE MPEICTAaBUTh O COOCTBEHHON MHHUIIMATHBE BMECTE C 3asIBICHUEM O
rOCY/IapCTBEHHOW PETUCTPALMK JIEKAPCTBEHHOTO Tperapara Juisi BETEPUHAPHOTO MpPUMEHEHUS
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JIOKYMEHTBI, TIOJITBEPKAAIOLIUE YIUIATy TOCYIapCTBEHHON MOILUIMHBI U YKa3aHHbIE B MMYHKTE 7
yacTu 2 HacTosimied craTtbM. B ciaydae uWX  HENPENCTaBJICHUS COOTBETCTBYIOIIMI
YIIOJTHOMOYCHHBIN (peiepalibHbIil OpraH HMCIOJIHUTEIBHOM BIACTH IMPOBEPSET (akT YIiaThl
3asgBUTEJNIEM T'OCYIapCTBEHHON MOILIMHBI TOCPEICTBOM HUCIIOIB30BaHUS HHPOPMAIMK 00 yIuiaTe
rOCy/IapCTBEHHOW MONUIMHBI, cojiepxkaiielics B ['ocynapcTBeHHON HH(POPMAIIMOHHON CHCTEME O
rOCYJapCTBEHHBIX U MYHULHMIIAJIBHBIX IUIATEKaX, HA OCHOBAHHMM IPEICTABICHHBIX 3asBUTEIIEM
KOIUNA JOKYMEHTOB, MOJTBEPKAAOIINX YIUIATY TOCYAapPCTBEHHOM MOIUIMHBI.

7. He momyckaercsi MCIOJIb30BAaHUE B KOMMEPUYECKUX IIeNIIX MHGOpMAIUU O pe3yibTaTrax
JOKJIMHUYECKUX HCCICIOBAaHUN JIGKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEIOBAHUMN
JIEKAPCTBEHHBIX MPENapaToOB JJI BETEPUHAPHOTO MPUMEHEHMS, MPEACTABICHHON 3asBHUTENIEM
JUISl TOCYIQpCTBEHHOM PErUCTpally JIEKAPCTBEHHBIX MpPernaparoB, 0€3 ero corjacusi B TEUCHUE
HIECTH JIET C JaThl TOCYAapCTBEHHON perucTpanuu peepeHTHOro JIeKapcTBEHHOro Mpernapara B
Poccuiickoit @enepanuu.

Cratps 18. Ilomaua u paccMOTpeHuUE 3asBIEHUS O TOCYJApCTBEHHOH perucrpanuu
JIEKapCTBEHHOTO Npernapara Jjsi MEJUIIMHCKOTIO IPUMEHEHUS
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlns rocynapCTBEHHOW perucTpanuu JEKapCTBEHHOrO Ipenapara JUuisi MEIUIIMHCKOIO
OPUMEHEHHs IOpUIMYECKOe JIMIO, JACHCTBYIOLlee B COOCTBEHHBIX HHTEpecax WU
YIIOJIJHOMOYEHHOE MPEACTABIATh HMHTEPECHl APYrOro HOPUAMYECKOrO JMIA MU 3asBIAIONICE
JIEKapCTBEHHBIM INpernapar Ha TOCYAApCTBEHHYIO PErHCTpalUio (Jlanee B HacTosIlel craThe -
3asBUTEIb), TPEACTABISIET B YIIOJIHOMOYCHHBIN (DefiepaibHbIid OpraH MCHOJHUTEIBHON BIIACTH,
OCYILIECTBISIIOIIMI  TOCYJapCTBEHHYI0 PETUCTPALMI0  JIEKAPCTBEHHBIX  IPENapaToB IS
MEIUIIUHCKOTO NPUMEHEHHs, B 3JEKTPOHHOU (hopMe M Ha OyMaKHOM HOCHUTENE 3asBICHUE O
rOCyIapCTBEHHOW perucTpanuy JEKapCTBEHHOIO Npenapara Juisi MEAUIIMHCKOrO IPUMEHEHUS, a
TaK)Ke B MOPSAKE, yCTAHOBICHHOM YIIOJIHOMOUYEHHBIM (eiepabHbIM OpraHOM HCIIOJHUTEIbHOM
BJIACTH, B JJIEKTPOHHOM ¢opMe M Ha OyMa)kKHOM HOCHUTEJE HEOOXOIUMbIe JOKYMEHTHI, M3
KOTOpPBIX (OpMHUPYETCSl PEruCTPalMOHHOE [OCh€ Ha JIEKApCTBEHHBIM IMpemapaTr Ul
MEIULUHCKOIO IIPUMEHEHHS.

(vactb 1 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3agBneHMH O TOCYyIapCTBEHHOW PETUCTPALlMM JIEKAPCTBEHHOIO IIpenapara s
MEJIUIINHCKOTO IPUMEHEHMS YKa3bIBAIOTCS:

1) HauMeHOBaHWE M aJpec 3asBUTENS U NMPOU3BOAUTEINS JIEKAPCTBEHHOTO INpenapara Juls
MEAMIIMHCKOTO NPHUMEHEHUS M aJpec MEeCTa OCYIIECTBJIECHHUS €ro INpOM3BOJACTBA (B cCiydae
HAJIMYMs HECKOJBKUX YYaCTHHUKOB IIpolLlecca MPOM3BOJCTBA HEOOXOIMMO YyKa3aTh KayKIOTro
y4aCTHUKA B COOTBETCTBUU C OCYILIECTBIISIEMON CTaJuel MPOU3BOJICTBA);

2) HauMEHOBaHHWE JIEKAPCTBEHHOro Tpemnapata i MEAULUHCKOTO TNPUMEHEHUs
(MeXIyHapoJHOE HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, WJIM XHMHYECKOE U TOProBOE
HAaUMEHOBAHHUA);

3) mnepedyeHb JEHCTBYIOIIMX U BCIIOMOTAaTENbHBIX BEIIECTB, BXOJAIIMX B COCTaB
JIEKApCTBEHHOI'O IIpenapara Il MEIULUUHCKONO INPUMEHEHHUS, C YKa3aHHEM KOJIMYECTBa
KaKJIOTO U3 HUX;

4) nexapctBeHHast (opma, 103MPOBKA, CIOCOOBI BBEACHUS M MPUMEHEHHS, CPOK TOJJHOCTH
JIEKapCTBEHHOI'O IIpernapara s MEJUIUHCKOTO IPUMEHEHHS;

5) (QapmakoTrepaneBTHUeCKas TpyIna, KOJ aHAaTOMO-TepaneBTUYECKO-XMMUYECKOH
KJIacCU(UKalluu, peKOMEeHI0BaHHOW BcemMupHO#l opranu3zanueil 31paBooXpaHeHus], 3asiBiIsieMble
[IOKa3aHUs I IPUMEHEHHUs JIEKapCTBEHHOIO Iperapara JJisi MEIULUHCKOTO IPUMEHEHUS;

6) oTCyTCTBHE HEOOXOAMMOCTH TNPEAOCTaBICHMS OTYETa O Pe3ysibTaTaX KIMHUYECKOTO
UCCIIEN0BaHMA, UCCIIEI0BaHUSA OMOAKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO rpenapara,
pa3perieHHoro il MEIUIIMHCKOTO mpuMeHeHns B Poccuiickort denepanuu Oosee aBaaiiaTh
JeT, C YKAa3aHUEM HOPMATUBHBIX IIPABOBBIX aKTOB, IIOATBEPXKAAIOIUX JaHHBIM CpPOK
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IPUMEHEHUS;

7) HeobxomuMocTh odOpMIIEHHS paspelnieHus Ha BBO03 B Poccwmiickyro Denepariuio
KOHKpPETHOH MapTUM 3aperuCTPUPOBAHHBIX M (WJIM) HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, NMPEIHA3HAYEHHBIX JUISI MPOBEAEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LIEJAX
roCyJapCTBEHHOM PEruCTpaLuy;

8) HeoOXOAMMOCTb NPOBEIEHUS OSKCIEPTU3bl JOKYMEHTOB, IPEICTABICHHBIX IS
OINpe/IeNIEHUs] BO3MOXHOCTM paccMaTpuBaTh JIEKAPCTBEHHBIN Ipernapar Al MEIULUHCKOTO
IPUMEHEHHUs IPU OCYILECTBIEHUH TIOCYIapCTBEHHOW DErucTpalMd B KadecTBe Op¢haHHOIo
JIEKapCTBEHHOI'O IIPETapara;

9) HEoO6X0IMMOCTh NMPUMEHEHUS YCKOPEHHOW MpOILEeNypbl SKCHEPTH3bl JIEKApCTBEHHBIX
CPEJICTB B LIEJIAX TOCYJapCTBEHHOM perucTpalum JIEKapCTBEHHOIO IIpernapara;

10) KoUK JOKYMEHTOB, TOATBEPKAAIONIUX YIUIATy FOCY1apCTBEHHON MOUUINHBIL:

a) 3a MPOBEAECHHUE OHKCHEPTHU3bl JOKYMEHTOB, IIPEACTABICHHBIX ISl OIpPEAEICHUS
BO3MOYKHOCTH paccMaTpHUBaTh JEKApCTBEHHBIN Npenapar Juisi MEJUIMHCKOTO IMPUMEHEHUs MpU
OCYILIECTBIICHUH TOCYAApCTBEHHOM PpETrUCTpalMi B KadecTBe Op(aHHOTO JIEKapCTBEHHOTO
npenapara;

0) 3a TpOBEAECHHE DKCIEPTHU3Bl KAdyecTBa JIEKAPCTBEHHOT'O CPEIACTBA M OKCHEPTH3BI
OTHOILEHUS] OXXUJAEMOM TMOJIb3bI K BO3MOXKHOMY PHUCKY IPHUMEHEHUS JIEKapCTBEHHOI'O
npernapara, pa3pemeHHoro Ui METUIIMHCKOTO nmpuMeHeHus B Poccuiickoit ®enepanun 6oiee
JBaJLATH JIET, TpPU OCYLIECTBIEHHUH TOCYAApCTBEHHOW PpErucTpaly JIeKapCTBEHHOIO
npernapara;

B) 3a IPOBEIEHHE SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O CPEJACTBA M SKCIEPTU3BI
OTHOLIEHHUSI 05KMJIA€MOM IM0JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOT O Mpenapara
JUI MEIMIIUHCKOT'O IPUMEHEHUS TIPU €ro roCyAapCTBEHHOM perucTparuy;

I) 3a IPOBEJEHUE OHKCIEPTHU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBA M DKCIEPTU3bI
OTHOILEHHSI 0)KUIAEMOM OJIB3bI K BO3MOKHOMY PUCKY IIPUMEHEHHsI JIEKapCTBEHHOT'O Ipernapara
JUISL MEIUIIMHCKOTO IPUMEHEHUs, B OTHOIIEHUU KOTOPOIrO IPOBEACHBI MEXIAYHAapOIHbIE
MHOTOLICHTPOBBIE KJIMHUYECKHE HMCCIEAO0BAHUSA, YacTb M3 KOTOPBIX NpoBeneHa B Poccuiickoi
®denepalyu, MpH OCYLIECTBICHUN FOCYIapCTBEHHON PETUCTPALlUU JIEKapCTBEHHOTO Mpernapara;

11) Hanmuume cornacusi NPOM3BOIUTENS JIEKAPCTBEHHOTO IIperapara, MPOU3BOACTBO
KOTOpPOTO OCyIIeCTBIsieTcss 3a npenenamu  Poccuiickoit  ®deneparnuu, Ha POBEIACHUE
MHCIIEKTUPOBAHUS TMPOU3BOJUTENS] HAa COOTBETCTBUE TPEOOBAHMSIM TMPABUII HaJJIeXallen
IIPOU3BOJCTBEHHOMN MPAKTUKH;

12) Hanuuue cornacusi, MpelycCMOTPEHHOTO YacThio 18 HacTosIel cTaThy;

13) ykazaHue BuJa JIEKApCTBEHHOIO Mpernapara, MPEeACTaBIEHHOTO Ha PpErucTparuio
(pedepeHTHBIN JIEeKapCTBEHHBIH Mpenapar, BOCHPOM3BEACHHBIA JIEKapCTBEHHBIN Ipenapar,
OMOJOTMYECKUM JeKapCTBEHHBIN IpenapaT, 0MoaHanoroBbli (OMONOAOOHBIN) JEKapCTBEHHBIN
npenapat (OmoaHanor), TrOMEONaTUYEeCKUH JIeKapCTBEHHBIM Ipenapar, JIeKapCTBEHHBIN
PacTUTENbHBIN Mpenapar).

(uacts 2 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3. PeructpannoHHoe 10Che Ha JIEKapCTBEHHBIN Mpenapar Jisi MEAUIIMHCKOTO MPUMEHEHUS
npesocTaBisieTcs B (hopMe 00IIEero TEXHUYECKOro JOKYMEHTA.
(uactsb 3 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen JOKyMEHTalluK aIMUHUCTPATUBHOTO XapaKTepa BKIIOYAET B CeOs:

1) 3asBieHHE O TOCYAApPCTBCHHOW pErMCTpPAalMU JICKAPCTBEHHOTO Tperapara s
MEIUIIUHCKOTO IPUMEHEHUS B 3JICKTPOHHOM hopMe 1 Ha OyMaKHOM HOCHUTEJIE;

2) KOIMI0 JIOKyMEHTa Ha PYCCKOM SI3bIKE€, 3aBEPEHHOI0 B YCTAHOBJIEHHOM IOpSIKE U
MOATBEPXKJIAIOLIETO MPAaBOMOYHOCTh 3asBUTENS II0J1aBaTh 3asBJIEHUE O TOCYJapCTBEHHOMN
pErucTpalny JeKapcTBEHHOI 0 Ipemnapara 111 MEJUIIMHCKOTo MPUMEHEHHS (IOBEPEHHOCTb);

3) KOMHMIO JUIEH3UH HA TPOU3BOJICTBO JEKAPCTBEHHBIX CPECTB UM KOIHUIO 3aKIFOYEHUS O
COOTBETCTBUM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAaHUAM IpaBUII HaJJIexKalen
NPOM3BOJICTBEHHON  IMPAaKTUKH, BBIJAHHbIE YIOJHOMOYEHHBIM (eepaabHbIM  OpraHOM
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UCIIOJHUTENIBHOM BJIACTH, B ClIy4ae, €CJIM IPOM3BOACTBO JIEKAPCTBEHHOIO Ipernapara
ocymectBisiercst B Poccuiickoit denepanuy;

4) KOIHUIO BBIAAHHOM YIOJIHOMOYEHHBIM OPraHOM CTpaHbl IIPOM3BOJUTENS JIMIIEH3UMM Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IpernapaTa M €€ IepeBOJl Ha PYCCKUN S3bIK, 3aBEPEHHBIC B
YCTAaHOBJIEHHOM IIOpSAJKE, M KONHUIO 3aKIIOYEHHS] O COOTBETCTBUUM IPOU3BOIUTENS
JICKapCTBEHHBIX CPEJICTB TPeOOBaHUSM NpPaBUI HaJJIeKaIled MPOU3BOJACTBEHHOW MPaKTUKH,
BBIJJAHHOTO YIIOJTHOMOYEHHBIM (pe/iepabHbIM OPraHOM UCIIOTHUTEIBHOM BIIACTH, B CIIy4ae, €Cliu
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Ipemapara OCYUIECTBIAETCS 3a mnpeaenamu Poccuiickoit
®denepaunu;

5) HNpPOEKT MHCTPYKIUH MO MEAMIIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO Ipemnapara,
coJieprKalleil cleayoLue CBEICHUS:

a) HaMMEHOBaHUE JICKAPCTBEHHOIO Ipemnapara (MEXIyHapOJHOE HENaTeHTOBAHHOE, WIIU
IPYIIUPOBOYHOE, NI XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

0) nekapcTBeHHas (opma C yKazaHHEM HAMMEHOBAHHWW W KOJIMYECTBEHHOIO COCTaBa
JEHCTBYIOIMX BEIIECTB M KAyeCTBEHHOI'O COCTAaBa BCIIOMOraTENIbHBIX BEIIECTB (Mpu
HEO0OXOIUMOCTH KOJIMYECTBEHHOT'O COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

B) OINKMCaHWE BHEIIHEr0 BHUJA JIEKAPCTBEHHOro IIpemapaTa Uil MEIULUHCKOIO
MIPUMEHEHUS;

r) (QU3MKO-XUMHUYECKHUE CBOMcTBa (1 paauodapMalleBTUUECKUX JIEKapCTBEHHBIX
MpenaparoB);

1) GapmakoTepaneBTHUECKas TPyIa, KO JIEKapCTBEHHOTO Mpernapara Uil MeJUIIHHCKOTO
MPUMEHEHUS [0 aHATOMO-TEPaleBTUYECKO-XUMUYECKOW KilacCu(UKAlUKU, PEKOMEHIOBAaHHON
BcemupHoit  opranuzammeil  3ApaBOOXpaHEHHUsS, WJIM  yKa3aHUE  ''TOMEONaTUYeCKU
JIeKapCTBEHHBIN npenapat";

e) ¢dapmakoguHaMuka U (papMaKOKMHETHKA (32 HCKIIOYCHHEM (apMaKOKHHETUKU
FOMEONaTHYECKUX JIKAPCTBEHHBIX MPENapaToB U PACTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB);

) [MOKa3aHUs U1l IPUMEHEHUS],

3) IPOTUBOMOKA3aHUs JJIsl IPUMEHEHMUS,

1) MEpHI MIPETOCTOPOKHOCTH MTPHU IPUMEHEHHH;

K) YKa3aHue BO3MOKHOCTH U OCOOCHHOCTEH NMPUMEHEHUS JIEKapCTBEHHOT'O Ipernapara Jyis
MEAMIIMHCKOTO NpPHUMEHEHUS OEpEeMEHHBIMM >KCHIMHAMU, XEHIIMHAMU B TMEpPUOJ TPYTHOTO
BCKapMJIMBaHMs, 1€TbMH, B3pOCIBIMU, UMEIOIIMMU XPOHUYECKHE 3a00JI€BaHus;

J) peXUM JO3UPOBaHUS, CIIOCOOBI BBEIEHUS U MPUMEHEHMs], IPU HEOOXOJUMOCTU BpeMs
IIpYeMa JIEKapCTBEHHOIO IpernapaTra [Ulsi MEOUIMHCKOTO IPUMEHEHHs, MPOJOJIKUTENBHOCTD
JIeYeHus1, B TOM YHCIIe Y JeTel 710 U Tocie OJHOIO roja;

M) BO3MOXKHBIE HEXeJaTeJIbHbIEe peaklUH MpH NMPUMEHEHUH JIEKapCTBEHHOI'O Ipenapara
JUTSL METUIIUHCKOTO TIPUMEHEHMS,;

H) CUMITOMBI IEpEI03UPOBKH, MEPHI IO OKA3aHMIO TOMOIIHY IPH MEePe103UPOBKE;

0) B3aUMOJEHCTBUE C APYTUMHU JIEKaPCTBEHHBIMHU IIpernapaTamMu M (MJM) MHUIIEBBIMU
MIPOJIYKTaMU;

1) GOpMBI BBIITYCKa JIEKaPCTBEHHOI'O IIPenapara;

p) ykazaHue (pu HEOOXOIUMOCTH) OCOOEHHOCTEH NEHCTBUS JIKApCTBEHHOI'O IMperapara
JUTSL METUIIUHCKOTO IPUMEHEHHUSI TIPU TIEPBOM MpUEMeE W IIPU €0 OTMEHE;

c) onmcanue (Mpu HEOOXOAMMOCTH) JeHCTBH Bpada ((enpamiepa) U (HIK) MalueHTa Ipu
IpOIycKe NMpuemMa OJHOW MM HECKOJbKUX J103 JIEKAPCTBEHHOIO IpernapaTa JIsi MEIUIUHCKOTO
MIPUMEHEHUS;

T) BO3MOXHO€ BJIMSIHME JIEKAPCTBEHHOTO Mpernapara JJii MEIULHUHCKOIO MPUMEHEHUs! Ha
CHOCOOHOCTh YIPABJIATh TPAHCHOPTHBIMH CPECTBAMHU, MEXaHU3MAMU;

y) CPOK TOJHOCTM W yKa3aHUE Ha 3alpeT MPUMEHEHUs JIEKapCTBEHHOIO IMpernapaTa s
MEAMIMHCKOTO IPUMEHEHHUSI 110 UICTEYEHUH CPOKa F'OJTHOCTH;

&) ycnoBus XpaHEHUS;

X) yKa3aHHe Ha He00X0IMMOCTh XpaHEHHUsI JIEKapCTBEHHOTO Mpernapara Jyisi MeAULUHCKOTO
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IPUMEHEHHUS B MECTaX, HEOCTYIHBIX JJIs JETEH;

1) yka3zaHue (mpu HEOOXOJAMMOCTH) CHEIHAIBHBIX MeEp TPEIOCTOPOKHOCTH TIPH
YHUUYTOKEHUU  HEUCIIOJIb30BAHHBIX  JIEKAPCTBEHHBIX  IpenapaToB Uil  MEAULHMHCKOIO
MIPUMEHEHUS;

4) yCJIOBUS OTIIYCKa;

II) HAUMEHOBAaHUS W  aJgpeca IMPOU3BOJACTBEHHBIX  IUIOMIAJOK  MPOU3BOIUTENS
JIEKapCTBEHHOI'O IIPETapara;

1I[) HAUMEHOBAHUE, aJ[pec OpPraHU3alliy, YIIOJIHOMOUYEHHOU Jiep)KaTeneM WU BIaJeNbleM
PETUCTPALIMOHHOTO  yJOCTOBEPEHMsI  JIEKApCTBEHHOIO  Ipemnapara Uil MEAHULHMHCKOIO
MPUMEHEHHUS Ha PUHATUE MPETEH3UN OT MOTPEOUTEIS;

6) MHCTPYKIMIO [0 MEIULIUHCKOMY IPUMEHEHHMIO WM KpaTKYyl0 XapaKTEpUCTUKY
JIEKapCTBEHHOT'O IIperapara, yTBep KIeHHbIE B CTpaHe MPOU3BOAUTEIS,

7) TpPOEKThl MAKETOB IEPBUYHON YNAKOBKM W BTOPHUYHON YIAKOBKU JIEKAPCTBEHHOI'O
npernapara Jyisi METUIUHCKOTO IPUMEHEHUS;

8) mOpoeKT HOPMAaTUBHOM JOKYMEHTallMM WJIM HOPMATHBHOIO JOKYMEHTa Ha
JIEKapCTBEHHBIN Mpenapar A MEAUIIMHCKOTo MpUMEHEHUs 00 yKa3zaHHE COOTBETCTBYIOIIEH
(dhapmMakoIeHON CTaThu;

9) nmokymeHT, cojaep)Kaluii HHPOPMAIMIO O HAIWYUM WU 00 OTCYTCTBUHU (HaKTOB
perucTpanuy JIEKapCTBEHHOIO IIpernapaTta Uil MEIWLMHCKOIO INPUMEHEHUs 3a Ipeleiamu
Poccuiickoit denepaiuu;

10) xonmuM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM MOPSAJIKE U MOATBEPHKAAOIINX
dakT perucTpaldu JIEKApCTBEHHOTO IpernapaTta B HHOCTPAHHBIX TOCYJapCcTBax B KadyecTBE
op(haHHOTO JIEKApCTBEHHOTO IIpenapara;

11) mnan ympaBiaeHHs pUCKaMH ISl OMOJOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB s
MEAMIMHCKOTO IPUMEHEHHUS;

12) nokymeHT o cucteme (apMakoHaI30pa AeprKaTelss iU BIaAeNbla PEruCTPAllHOHHOTO
YJIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) 1OKyMeHT, TMOATBEPXKAAIOMMI KauecTBO JIEKAPCTBEHHOIO Ipermapara  Tpex
IIPOMBIIIIEHHBIX CepUil (MPOTOKOJI aHalM3a WINM CepTU(UKAT aHaIU3a), OJHA CEPHUsl KOTOPOTO
JIOJDKHA COBHAjaTh € cepuell obOpasla JeKapcTBEHHOIO IpenapaTta Uil MEIUIUHCKOrOo
NPUMEHEHHUS, IPECTABICHHOT0 Ha FOCYIapCTBEHHYIO PETUCTPALIMIO.

(uactsb 4 B pen. GenepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Paznen xumudeckoil, papmMareBTUuecKord U OMOJIOTHYECKON TOKYMEHTAIIMU BKIIIOYAET B
ce0s JIOKyMEHTBI, cojepxamue uHpopManuio o (apMalneBTUYeCKod CcyOCTaHIUMU U
JIEKapCTBEHHOM Ipenapare JUisi MEIUIIMHCKOTO MPUMEHEHHUs, MpOILecce ero MpOU3BOJCTBA U
METOJIaX KOHTPOJIS Ka4eCTBa, B TOM YHCJIE:

1) KomuI JOKYMEHTa, COAEPIKAIIEro CIEAYIoNyr0 HHpOpMaIuioo o (hapMareBTHIeCKOM
cyOcTaHIuM Wi (papMaleBTUYECKUX CYOCTaHLMAX, BXOISIIMX B COCTaB JIEKApPCTBEHHOI'O
npernapara:

a) HaMEeHOBaHUe (apMaIleBTUUECKON CYOCTaHIINU, €€ CTPYKTYpa, 00II1e CBONCTBA;

0) HauMEHOBAHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHSI IIPOM3BOACTBA C OIMCAHUEM CTaui IPOU3BOJCTBA U METOA0B KOHTPOJIS Ha
BCEX CTaJUSIX MMPOU3BOJICTBA;

T') oNrcaHue pa3paboTKH Mpoliecca MPOU3BOICTBA;

J) OINHCAaHWE KOHTPOJS KPUTUYECKUX CTaJud TMPOM3BOACTBA M IMPOMEKYTOUHOMN
IPOAYKLIMH;

€) IOKYMEHTaJIbHOE TIOJITBEPKACHHUE (BAJIUIAIINS ) TPOIIECCOB M (MJTN) MX OICHKA;

) CBOMCTBA U CTPYKTYpa ACHCTBYIOIINX BEILIECTB;

3) XapaKTepUCTHUKa IPUMECei;

1) crenudukanys Ha (papManeBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBaHHE;

K) aHAJMTUYECKHE METOJIMKH, HCIOJb3yeMble NMPHU OCYLIECTBICHUH KOHTPOJS KadyecTBa
(bapmarieBTHYECKON CyOCTaHINH;
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1)  JOKYMEHT&JIbHOE  MOJATBEpXKACHUE  (BaIWAalMs)  AHAIUTHUYECKUX  METOJUK,
UCIIOJIb3YEMBIX ITPH OCYIIECTBIEHUN KOHTPOJIA KauecTBa (papMalleBTUYECKON CyOCTaHIINH;

M) pe3yJbTaThl aHaN3a cepuid (hapMareBTHUECKON CyOCTaHIINY;

H) IepeyeHb CTaHJIApTHBIX 00Pa3L0B MM BELIECTB, MCIIOJIb3YEMbIX IPHU OCYILECTBICHUU
KOHTPOJISI KaueCcTBa;

0) OIMCaHME XAPAKTEPUCTHK M CBOMCTB YyIAaKOBOYHBIX MAaTEpUATIOB U YKYIOPOYHBIX
CPEJICTB;

1) JaHHBIC O CTAOMIILHOCTHU (hapMaIeBTUUECKON CyOCTaHIIHH;

P) CPOK FOJIHOCTH;

2) JOKYMEHT, COJCpIKalllMil CJICAYIOLIHE CBEICHUS O JICKApPCTBEHHOM IIperapare Juis
MEAMIMHCKOTO IPUMEHEHUS:

a) ONKCAHKE U COCTAB JIEKAPCTBEHHOTI'O Mpenapara A MEIULMHCKOIO IPUMEHEHUS;

0) onmcanue apManeBTUYECKON pa3paboTku (000CHOBaHKE BBEIOOpA COCTaBa, IEPBHYHOM
YIaKOBKH U MHOT0);

B) TEXHOJIOTHS IIPOM3BOCTBA C OIMCAHUEM CTaJUi IPOM3BOJCTBA U METOA0B KOHTPOJIS Ha
BCEX CTaJUSAX IPOU3BOJICTBA;

I') ONMCaHUE KOHTPOJIS KPUTHUECKUX CTaJui Ipolecca MPOU3BOACTBA U IPOMEKYTOUHOMN
IPOIYKIIHH;

J) HAaUMEHOBAaHUE M aJpec MecTa OCYLIECTBIECHUS IPOU3BOACTBA JIEKAPCTBEHHOI'O
npenapara JUisi MEJUIMHCKOTO NpPUMEHEHHUs (B clydae HalM4yMsl HECKOJIBKHX YYaCTHUKOB
npolecca Npou3BOACTBa HEOOXOIUMO yKa3aTh KaXKJA0r0 U3 HUX);

e) (hapMareBTHUECKasi COBMECTUMOCTH;

) MUKpOOHMOJIOIrMYECKHUE XapaKTePUCTHUKHY;

3) MaTepuaIbHbII OaaHC U1 POU3BOICTBA CEPUU T'OTOBOT'O NMPOJYKTA;

1) OINKCaHUE XAPAKTEPUCTUK M CBOMCTB YIAKOBOYHBIX MAaTEpUANOB U YKYIOPOYHBIX
CPE/CTB;

K) JOKYMEHTaJIbHOE MOATBEPXkACHUE (BaJIMIAIMs) MPOLIECCOB MPOU3BOACTBA U (MIIU) UX
OLICHKA;

71) TpeOOBaHMUS K KauyecTBY BCIIOMOTAaTeNIbHBIX BellecTB (cepTudukar, cneunduxaius Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U X 00OCHOBAHUE);

M) aHAIUTUYECKHUE METOJMKH, HCIOJIb3yEMbIE MPH OCYIIECTBIEHUU KOHTPOJIS KayecTBa
BCIIOMOTaTEJIbHBIX BEIIECTB;

H) JOKYMEHT&JIbHOE  MOJATBEpXKACHHE  (Bamugamusi)  aHAIUTHYECKUX  METOJUK,
MCIIOJIb3YEMBIX IPU OCYIIECTBIEHUN KOHTPOJIS Ka4eCTBA BCIIOMOTaTENIbHbBIX BEILIECTB;

0) uHpopMaius 00 UCHOIb30BAaHUM BCIOMOTATENbHBIX BEIIECTB YEJIOBEUYECKOIO U
YKUBOTHOT'O ITPOUCXOXKICHUS;

1) “HpopMaIMs 00 UCIIOIb30BAaHUH HOBBIX BCIIOMOI'aTEIbHBIX BEIIECTB;

p) TpeboBaHMsI K KauecTBY JIEKaPCTBEHHOI'O Ipenapara JUlsi MEIUIUHCKOrO NMPUMEHEHUS
(cepTudukar, cnenudukaiys Ha JeKapCTBEHHBIN Mpenapar ¥ uX 000CHOBaHUE);

C) aHAJUTUYECKHE METOAMKH, HCIIOJIb3yeMble MpPHU OCYLIECTBIECHHUHM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'0 IIperaparta Jisi METUIIUHCKOTO PUMEHEHUS;

T) JIOKyMEHTaJbHOE  TOATBEpXKIACHHE  (BaJuAalus)  AHAIUTUYECKUX  METOJUK,
UCIIOJIb3YEMBIX TPU OCYUIECTBICHWU KOHTPOJI KadecTBa JIEKAPCTBEHHOTO Ipemnapara JUis
MEAMIMHCKOTO TPUMEHEHNS;

y) pe3yibTaThbl aHaJlM30B CEpPUIl JIEKQpCTBEHHOTO Ipenapara s MEIUIIMHCKOrOo
IIPUMEHEHUS;

() xapakTepucTUKa MPUMECEeH;

X) TepedyeHb CTaHAAPTHBIX OOpPAa3LOB, MCIOJIB3YEMBIX MPU OCYIIECTBICHUU KOHTPOJIS
KayecTBa JIEKApCTBEHHOTO MpernapaTa JiIsl MeIULUHCKOI0 IPUMEHEHUS;

1) JaHHbIE O CTAOUIILHOCTH JIEKApPCTBEHHOTO Mpernapara sl MEUIIMHCKOTO IIPUMEHEHUSI.
(uactsb 5 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

6. Pa3nen ¢apmMakonorHuecKoi, TOKCUKOJIOTHYECKOH JTOKyMEHTAllUH BKJIIOYAeT B cebs
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OTUETBl O pe3yabTarax JIOKIMHMYECKHUX MCCIEA0BAaHUN JIEKapCTBEHHOIO CpEeACTBa UL
MEAMIMHCKOTO MPUMEHEHHUS, B TOM YHCIIE:

1) otueT 0 hapMaKOIUHAMUIECKIX UCCIICTOBAHMSIX;

2) otueT 0 (hapMaKOKUHETHUECKHUX MCCIIEAOBAHUAIX;

3) OT4ET O TOKCUKOJOTUYECKUX MUCCIIETOBAHUSIX.

(dactb 6 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Paznmen KIMHMYECKOW TOKYMEHTAIlMM BKJIIOYAaET B ceOS OTUETHl O pe3yiabTaTrax
KIIMHUYECKUX HCCIEI0OBaHUI JIEKapCTBEHHOrO Mperapara Juisi MEAMIIMHCKOTO NMPUMEHEHUsS, B
TOM YUCIIE:

1) oTueTsl 00 HCCIEAOBAHUSIX OMOJOCTYIMHOCTH M OMO’KBUBAJIEHTHOCTH, MCCIEAOBAHUSAX,
YCTaHABJIMBAIOUINX KOPPEISIIHIO PE3yIbTaTOB, MOJYYSHHBIX B YCIOBHUSX in Vitro U in vivo;

2) oTueThl 0 PapMaKOKMHETUYECKUX HUCCIICIOBAHUIX;

3) otueTsl 0 (papMaKOAMHAMUYECKUX HCCIICTOBAHUSX;

4) oTUeTHI O KIIMHUYECKUX HCCIe1oBaHusAX (D PekTUBHOCTH U 0€3011acHOCTH;

5) OTUET 0 NOCTPETUCTPALIMOHHOM OIBITE MPUMEHEHMSI (IIPU HAJTUYUN).

(uacTh 7 BBeneHa DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

8. TpeboBanus kK 00beMy HHPOPMAIUH, TPEIOCTABISEMONW B COCTABE PETUCTPAIIHOHHOTO
J0Cbe, NIl OTAETBHBIX BHUJOB JIEKAPCTBEHHBIX MPENapaToB IS MEAUIIMHCKOTO MPUMEHEHUs
YCTaHABJIMBAIOTCS YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENbHON BIACTH.

(uacTh 8 BBeneHa DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

9. B oOTHOmIEHHMM JIEKaPCTBEHHBIX IPENapaToB, pa3pelIeHHBbIX Uil MEIULIUHCKOTO
npuMmenenus B Poccuiickoit deneparuu 6onee ABaALATH JET (32 UCKITIOYCHHEM OUOJIOTHYECKUX
JICKapCTBEHHBIX MPETaparoB), JOMYCKAETCSl BKIFOUSHHE B COCTAB pasena (papMaKoJIOTHIECKOMH,
TOKCUKOJIOTHUECKON JTOKYyMEHTAllud M pasfena KIMHUYECKOW JOKYMEHTAllMM BMECTO OTueTa
pa3zpaboTuMka O pe3yjiabTaTax COOCTBEHHBIX JOKIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHBIX
CPEICTB W KIMHUYECKHX HCCIEeNOBAaHUIN JIEKAPCTBEHHBIX MIPENapaTroB [Uisi MEIUIUHCKOTO
IpUMEHEHHUS 0030pa HayyHbIX paboT o pe3yabTaTax JOKJIMHUYECKUX HCCIIEI0BAaHUN
JIEKaPCTBEHHBIX CPEACTB M KIMHUYECKHUX UCCIICJOBAHUN TaHHBIX JIEKAPCTBEHHBIX NIPENApaToB, B
TOM YHCJIE€ BKJIIOYAs OMBIT UX NOCTPETUCTPALIMOHHOTO TPUMEHEHHUS.

(uacth 9 BBeneHa denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

10. IIpu rocynapcTBEHHOM perucTpanyy BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MpPENapaToB
Ul MEIUUMHCKOTO  INPUMEHEHHMs  JIONMyCKAaeTcs  BKIIOYEHWE B COCTaB  paszelna
(GapMaKoJOTUYECKOW, TOKCHKOJOTMYECKOW  JOKYMEHTallMM W pas3jena  KIMHUYECKOU
JOKYMEHTAIlUl BMECTO OT4eTa pa3paboTuuMKa O pe3yjibTaTaX COOCTBEHHBIX JIOKIMHUYECKUX
MCCJIEIOBAaHUM JIEKApCTBEHHBIX CPEACTB 0030pa HaAy4HBIX pabOT O pe3yibTaTax JTOKIMHUYECKUX
UCCIIEIOBaHUM  peepeHTHOro JIEKapCTBEHHOTO IpemapaTa M MPEACTaBICHHE BMECTO
KJIMHUYECKUX MCCIEA0BaHUNH B IOJHOM O0OObEME, YCTAaHOBJICHHOM pa3AelioM KIMHUYECKOU
JIOKyMEHTAllUH, oTyeTa 0 pe3ysbTarax HCCIIEI0OBaHUI OMOAKBUBAJIEHTHOCTH
BOCIPOM3BEIEHHOTO JIEKapCTBEHHOI'0 TMpemnapara s MEIUIUHCKOro npumeHeHus. He
TpeOyeTcsl TpeACTaBICHHE OT4YeTa O pe3yibTaTaX MCCIeJOBaHUN OHOPKBUBAJIEHTHOCTU
BOCIPOM3BEIEHHOTO JIEKAPCTBEHHOT0 Tpernapara s MEIUIMHCKOTO TNPUMEHEHHs, €cliu
PETUCTPUPYIOTCSI  BOCIIPOM3BEACHHBIE JIEKAPCTBEHHBIE IIpenaparbl A MEAMIMHCKOIO
MPUMEHEHHUs, KOTOpbIE:

1) npeaHa3HayeHbl JUISI  MApPEHTEPATbHOTO  (IIOJKOXKHOTO,  BHYTPHUMBIIIEYHOTO,
BHYTPUBEHHOTO, BHYTPUIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPHUCYCTAaBHOTO,
BHYTPUKOPOHAPHOT0) BBEACHHUS U MPEICTABIISAIOT COOOH BOJHBIE pACTBOPSI;

2) mpeCTaBiIsIOT CO00M pacTBOPHI AJIsi NEPOPATILHOTO MPUMEHEHUS;

3) npousBeneHb! B GOpMeE MOPOILIKOB MIIH JTHO(DUIN3ATOB [T IPUTOTOBIICHHUS PACTBOPOB;

4) sBNAIOTCA ra3aMu;

5) SABASIOTCS YIIHBIMH WU TTIA3HBIMH JIEKAPCTBEHHBIMU TIpeTmapaTamMHu, MPOU3BEACHHBIMU B
(dbopMe BOIHBIX PacTBOPOB;

6) mpenHa3HaueHbl JUII MECTHOTO HPUMEHEHHsS M IPHUTOTOBJIEHBI B (OpPME BOIHBIX
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pacTBOpOB;

7) mpencTaBisioT cO0OM BOJHBIC PACTBOPHI JUIsl MCIOJIb30BAaHUS B (JOpME HMHTAJSIUN C
NOMOIIBI0 HeOynaiizepa MM B KauyeCTBE HA3aJbHBIX CIIPEEB, NMPUMEHSEMBIX C IOMOIIBIO
CXOJIHBIX YCTPOICTB.

(uactb 10 BBenena ®@enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. JIns ciydaeB, yka3aHHBIX B myHKTax 1 - 3, 5 - 7 wactm 10 HacTosIIeH CTaThH,
BOCIIPOM3BEICHHBIA JIEKapCTBEHHBIM Mpenapar il MEIUIMHCKOTO IPUMEHEHUs JOJKEH
CoJlep)KaTh TaKHE K€ BCIIOMOTaTENIbHBIE BEIIECTBA B TaKHUX JKE€ KOJIMYECTBAX, KaK U
pedepeHTHBI  JIeKapCTBEHHBINM mpemnapar. Eciam cocTaBpl BCIOMOTAaTENbHBIX — BEIIECTB
pa3ianyaroTcs, 3asBUTENb JOJDKEH IMPEACTaBUTh JOKA3aTEeNbCTBA TOTO, UYTO HCIOJIb3yEeMbIE B
JTAHHBIX KOHIEHTPAIMAX BCIOMOTATENbHBIE BEIIECTBA HE BIMAIOT Ha 0€30MAaCHOCTh M (WJIH)
3¢ (peKTUBHOCT JIEKAPCTBEHHOT'O IpernapaTa A MEeJUIIMHCKOro mpuMeHeHus. B cioyuae, ecnu
3asiBUTEJIb HE MOXET MPEACTaBUTh TAKUE JOKa3aTelbCTBA W (WIM) HE HMMEET J0oCTyna K
COOTBETCTBYIOIIMM JIaHHBIM, OH JOJDKEH IMPOBECTH COOTBETCTBYIOIIME MCCIEIOBAaHUS IS
JI0Ka3aTeNbCcTBA  OTCYTCTBMSI  BJIMSIHUSL ~ pa3HBIX  BCIIOMOTaTENbHBIX  BEIIECTB WU
BCIIOMOTaTeNbHBIX YCTPOHUCTB Ha Oe3omacHOCTh U (WiH) 3(PPEeKTUBHOCTH JIEKAPCTBEHHOTO
npenapara s MEAUIMHCKOTO NPUMEHEHHUS B MOPSJIKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM
benepanbHBIM OPraHOM HCTIOTHUTEIHHOM BIACTH.

(vactp 11 BBenena deaepanbHbiM 3ak0oHOM 0T 22.12.2014 N 429-D3)

12. Tlpu rocymapcTBEHHON perucTpanuy KOMOWHAIUI paHee 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX NPENapaToB JIi MEAMLMHCKOIO IPUMEHEHHUS JIOMYCKAeTCs BKIIOYCHHE B
coctaB pazzaena (HapMaKOJIOTUYECKOM, TOKCHKOJIOTUYECKOW JOKyMEHTallMM U paszena
KJIMHUYECKOH JOKYMEHTallud BMECTO OTyeTa pa3paboTdyvKa O pe3yJbTaTaX COOCTBEHHBIX
JOKJIMHUYECKUX UCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEACTB 0030pa HaAyYHBIX paboT 0 pe3yapTaTax
JOKIIMHIUYECKUX HUCCIIEAOBAaHUH peepeHTHBIX JIEKAPCTBEHHBIX MPEIapaToB, BXOAAIINX B COCTAB
KOMOHMHAIIMK JIEKAPCTBEHHBIX MpPENapaToB, U 00 OTCYTCTBUM HX B3aUMOJACHUCTBHUS B OJHOMN
JICKapCTBEHHOH (opme.

(uacTh 12 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTusy pa3inyHbIX JEKapCTBEHHBIX ()OPM OJJHOTO U TOTO K€ JIEKApCTBEHHOTO
npenapara A MEAULMHCKOTO NMPUMEHEHUS 3asBUTEIb MPEACTABISAET OTACIbHBIE 3asBICHUS U
perucTpalnoHHble JOChe Ha KaXKIylo JIeKapcTBeHHYI0 (opmy. Ilpu ycimoBuM ogHOBpeMEHHOMN
[oJauul Ha DOKCIEpPTU3y OJHOW JIeKapCTBEHHOM (OpMBI C pPa3IUUYHBIMU  JIO3UPOBKOM,
KOHIEHTpalnue, 00beMOM 3asiBUTENb MPECTABIAET OAHO 3asiBJICHUE U PErHCTPAILIMIOHHOE 10Che
C IPUJIOKEHUEM MAKETOB YINAKOBOK Ha KaXIYH JO3UPOBKY, KaKIYH0 KOHLEHTPALUIO, KaXIbII
00BEM U KaXKJI0€ KOJMYECTBO /103 B YIIAKOBKE.

(uacth 13 BBeaena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpm rocyaapCTBEHHOM peructpauud oOp¢paHHOTO JEKAapCTBEHHOIO Ipernapara
3asgBUTENb MPEACTABISET WH(POpPMAIMIO, HEOOXOoIuMy i (GOPMHpPOBAHUSA  pasjena
KJIMHUYECKOH JOKYMEHTalluM, B 00BbEME, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (eaepatbHbIM
OpraHOM MCHOJIHUTEIbHOMN BIAaCTH.

(vacthb 14 BBenena deaepanbHbM 3ak0HOM 0T 22.12.2014 N 429-D3)

15. Ilpu peructpanuu OHOJIOTHYECKOTO JIEKAPCTBEHHOrO IMpenapaTa, MOJyYeHHOTO W3
KpPOBH, IIa3Mbl KPOBHM YeEJIOBEKa, B COCTaBE PETUCTPALIMOHHOTO J0Che Ha JIeKapCTBEHHBIIN
npenapar JUisi MeUIMHCKOTO MPUMEHEHHSI JOJDKHBI OBITh NMPEICTaBIEHbI JONOIHUTEIBHO:

1) B pa3nene NOKyMEHTAllMM aJIMUHUCTPATUBHOIO XapakTepa IOKYMEHT, COJep Kalluil
uHpOpMaLKIO 0 cyObeKTax oOpalieHus! JOHOPCKOW KPOBHU U (WJIM) €€ KOMIIOHEHTOB, O TOM, TJie
Oblla ocyllecTBiieHa JoHalus (KpoBM W (MIM) IUIa3Mbl KPOBHM), a Takxke JaHHbIE 00
UHQEKIMOHHBIX 3a00JIeBaHUAX, NEPEAAIOIIUXCS IapeHTEpalbHbIM MyTeM, HHGOpMaIHs o
cyOBbeKTax oOpalleHusi JOHOPCKOW KpOBU W (MJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHUH KOTOPBIX
OCYILIECTBIISIETCS] KOHTPOJIb JJOHOPCKON KPOBH U (WJIN) €€ KOMIIOHEHTOB;

2) B pa3zzenie XUMHYECKOH, (papMarieBTHUEeCKON U OMOIOrMYeCcKOi TOKYMEHTALINN |

a) KPUTEPUH U CIOCOOBI 0TOOpA, TPAHCIOPTUPOBAHMS W XPAHEHUS TOHOPCKOH KpOBH U
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(1K) ee KOMIIOHEHTOB;

0) pe3ynbTaThl UCCIIENOBAHUM OTOOpPAHHBIX JOHOPCKON KPOBH M (WIJIM) TIJIa3Mbl KPOBU H
MyJOB HA Hanmuuue Bo30Oymuteneld WH(EKIUH, BKIOYas WHPOPMAIUI0 00 HMCIOIh30BAHHBIX
METOAMKAX WCCIEAOBAaHUM M B Cllydyae HCCIEAOBaHMs IIYJIOB IUIa3Mbl KPOBHM pe3yJbTaThbl
JIOKYMEHTaJIbHOI'O TOATBEPKICHUS (BaJIMALIK) UCIIOJIb30BAHHBIX METOIMK;

B) TEXHUUYECKUE XapaKTEPUCTUKHU YIAKOBKH JUIsl 0TOOpa JOHOPCKON KPOBU U (WJIM) IUIA3MBI
KPOBH, BKJIIOYasi HHPOPMAIUIO 00 HCIIOJIb30BAaHHBIX PACTBOPAX aHTUKOATYJISTHTOB.

(dactb 15 BBegeHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

16. KinHuyeckue wuccieqoBaHMsl JIEKapCTBEHHOIO IIpernapaTta Uil MEIULUHCKOIO
OPUMEHEHHUs B IeNsIX €ero rocylapCTBEHHOW perucTpanuu mnposoadrcs B Poccuiickoit
®enepalyu B MOPSIZIKE, YCTAHOBIEHHOM cTaThsiMU 38 - 44 Hacrosimero denepanbHOro 3aKOHA.
OTueT O MPOBENEHHBIX MCCIEIOBAHUAX BKIIOYAETCS B COCTAaB pasjiena KIMHUYECKOH
JOKYMEHTAllUM PETUCTPALIMOHHOIO J0ChE Ha JIEKAPCTBEHHBIM Ipenapar uisi MEAMLIMHCKOIO
npuMeHeHUs. [ JlekapcTBEHHBIX MPENnapaToB A MEAMLMHCKOTO IPUMEHEHHUS, B OTHOLICHUU
KOTOpPBIX B pe3yJbTaTe »JKCIEPTU3bl JIOKYMEHTOB, IPEJICTaBICHHBIX JUIS OIpEAcIeHUs
BO3MOXKHOCTH paccMaTpuBaTh JIEKaPCTBEHHBIN INpernapar Ui MEIUIUHCKOIO NPUMEHEHUs B
KadecTBe Op(haHHOTO JICKApPCTBEHHOTO IIperapara, Takas BO3MOXKHOCTh TIpU3HAHA H B
OTHOILEHUM KOTOPBIX NPOBEICHbI KIMHUYECKHE HCCIICIOBAHUS, BBHIIOJIHEHHBIE 3a IpelenaMu
Poccuiickoit denepanny B COOTBETCTBUH C MTPABUIAMH HaJIEKaIIel 1a00paTOPHOI MPAKTHKHU U
IpaBUIaMU HaJJIeKalled KIMHUYECKOM MPaKTHKH, JOIyCKaeTcs BKIIIOUEHHME B COCTAB pasjeina
KJIMHUYECKOH JIOKYMEHTAllUM BMECTO OT4YeTa O pe3yjbTaTax KIMHUYECKHUX HCCIIeI0BaHUMN
JIEKapCTBEHHOT0 IpenapaTta JAjas MEAULMHCKOro NPUMEHEHUs, NMpOoBeIeHHbIX B Poccuiickoi
®enepanuu, oT4eTa O pPe3yabTaTax KIMHUYECKUX HCCIEAOBAHUMN, BBIIIOJIHEHHBIX 3a MpeieIaMu
Poccuiickoit denepaiumu.

(uacTb 16 BBenena ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

17. 3asBuTEND BIpaBe NPEACTABUTH 110 COOCTBEHHOW MHUIMATHBE BMECTE C 3asBICHUEM O
roCy/IapCTBEHHOW pEerucTpanuu JEKapCTBEHHOIo Ipernapara s MEIUIIMHCKOrO INPUMEHEHUs
JIOKYMEHTBI, IOJTBEPKJAIOIIUE YIUIATy FOCYAapCTBEHHOW NMOLUIMHBI M yKa3aHHbIE B IyHKTE 10
yacTH 2 HAcTosAlEeHM cTaTeu. B cioydae WX  HEOpPEACTaBICHHS  COOTBETCTBYIOIIUN
YIIOJIHOMOYEHHBIH (eepaabHblii OpraH HCHOJIHUTENBHOM BIacTH INpoBepseT (akT yIUIaThl
roCy/1apCTBEHHOW MOIUINHBI 3asBUTENIEM ITOCPEICTBOM HCIIOIb30BaHUS HHPOpMauu o0 yriaTe
roCyJapCTBEHHOM MOLUIMHBI, cofepxatieiics B ['ocyaapcTBeHHOM MHPOPMAITMOHHON cUCTEME O
rOCy/IapCTBEHHBIX U MYHUIMNAIbHBIX IUIATEXaX, HA OCHOBAHUU NPECTABICHHBIX 3asBUTEIIEM
KOIIUI IOKYMEHTOB, IIOATBEPKAAIOIINX YIIATy TOCY1apCTBEHHON MOLUIMHBI.

(uacTb 17 BBeneHa ®@enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18. He nomyckaercst UCIOIb30BaHUE B KOMMEPUECKUX LENIX WHPOpPMALUU O pe3yabTaTax
JOKJIMHUYECKUX MCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPEJICTB W KIMHUYECKUX MCCIEI0BaHUMN
JIEKapCTBEHHBIX NIPENAPATOB JUIsl MEIULIMHCKOTO IIPUMEHEHUS, IPEACTABICHHON 3asiBUTENIEM IS
roCy/1apCTBEHHOW PErucTpalvy JIEKapCTBEHHOIO MpenapaTa, 0e3 ero corjacusi B TeUeHUE MIeCTU
JeT ¢ JaThl TOCYJapCTBEHHOM perucTpanuu peQepeHTHOro JIEKapCTBEHHOro Ipernapara B
Poccuiickoit denepanum.

(uacTh 18 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

19. [epxarenp wiau BIaAeNell PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata Ha OHOTEXHOJOTMYECKUH WM oOpdaHHbI JIeKapcTBEHHBIM mpenapaT o0s3aH
MIPEIOCTABIATh HAa BO3ME3JHOW OCHOBE 00pa3lbl peEepeHTHOro JIEKApCTBEHHOTO Ipernapara
3asgBUTENSM JJIS IPOBEACHUS KIMHUYECKUX HccienoBannil. CTouMocTh o0pasia pedepeHTHOro
JIEKapCTBEHHOTI'0 NpernapaTa, BKIIOUYEHHOTO B MEepeueHb KU3HEHHO HEOOXOUMBIX U BaXKHEUIINX
JIEKapCTBEHHBIX IIPENapaToB, HE JOJDKHA IPEBBINATh 3apPETUCTPUPOBAHHYIO IPEACIBHYIO
OTIIYCKHYIO LIEHY Ha peEepeHTHBIN JIeKapCTBEHHBIH Mpenapar WM LEeHy Ha JIeKapCTBEHHBII
Ipenapar B CTpaHe IPOU3BOIUTEIS.

(uacTb 19 BBenena ®@enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
20. 3asBieHHE O TOCYJApCTBEHHOM PpErucTpanuy BOCIPOM3BEIECHHOIO JIEKAPCTBEHHOTO
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mpermapara JUisi MEIUIIUHCKOTO TPUMEHEHHUS MOXET OBITh IMOJaHO B YHNOJHOMOYCHHBIN
dbenepalbHBIE  OpraH  HMCHOJHUTEIBLHOM  BJIACTH, OCYIIECTBISIONIMK  TOCYAapCTBEHHYIO
pPETUCTPALIMIO  JIEKAPCTBEHHBIX IIpENapaToB, [0 HCTEYEHMHM YEThIpEX JIET C  JaThl
rOCYy/IapCTBEHHOW pErucTpaluu pedepeHTHOro JeKapCTBEHHOro mpemnapata B Poccuiickoit
®denepauuu.

(gactb 20 BBeneHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

21. 3asBreHWE O TOCYAApCTBEHHOW pPETUCTpalUM OMOaHATOroBOro (OMOMOJ00HOTO)
JIEKapCTBEHHOIr0 IpenapaTta (OMoaHanora) MOXKET OBbITh IMOJaHO B  YIOJHOMOYEHHBIN
denepanbHBIi  OpraH  MCIOJHHUTEIBHOH  BIACTH, OCYHISCTBISIOMIMNA  TOCYAapCTBEHHYIO
PErUCTPALUIO JIEKAPCTBEHHBIX IIPENapaToB, [0 UCTEYEHUHU TPEX JIET C AAaThl TOCYAapCTBEHHOMN
peructpanuu pedepeHTHOro JIeKapCcTBEeHHOTo mpenapara B Poccuiickoit deaepanmu.

(uactb 21 BBeneHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

22. Jlepxatenb WIM Biajejiel] PErHCTPAllMOHHOIO YIAOCTOBEPEHHUS JIEKApCTBEHHOI'O
npernapara MpeacTaBisieT B YINOJIHOMOYEHHBIN (efepanbHbIi OpraH HCIOJHUTENBHON BIIACTH,
OCYIIECTBIISIIOUINI (PYHKIIMM TIO0 KOHTPOJIO M HaI30py B cdepe 3IpaBOOXpaHEHHsS, OTUET II0
pe3ynpTaTtam (apmMakoHaa30pa OAMH pa3 B IIECTh MECAIEB B TEUEHUE JBYX JIET IMOCIe
rOCYyIapCTBEHHOW pErucTpaluu JIeKapcTBeHHOro npenapata B Poccuiickoii ®enepauuu,
€XKEroJJHO B TEUECHUE MOCIEAYIOIINX TPEX JIET U B JaJIbHEHUIIEM OJIUH Pa3 B MATh JIET.

(uacTb 22 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Crarpst 19. Ilpunsite pemieHus O BbIJAY€ SKCIEPTHOMY YUPEKICHHUIO 3a/laHusl Ha
MIPOBEJICHUE SKCIIEPTU3bI IEKAPCTBEHHOT'O CPEICTBA

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

1. B teuenue necartu paGouux AHEH cO THS NPUHATHS 3asBJIECHUS O TOCYAApCTBEHHOM
pEeTHCTpaIK JICKApCTBEHHOTO TperapaTa COOTBETCTBYIONIUN YIIOJTHOMOYCHHBIN (henepaibHbIi
OpraH MCIOJIHUTEIbHON BJIACTH IIPOBOAUT MIPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBHOCTH
oQOpMIIEHHS TMpPEICTAaBICHHBIX JOKYMEHTOB PErMCTPAllMOHHOIO JO0Ch€ Ha JIEKapCTBEHHBIN
Ipernapar 1 NIpUHUMAET PELIECHUE O BbIIa4e 3a/laHUs HA TIPOBEACHHE:

1) okcnepTusbl JOKYMEHTOB, TPEJCTABIEHHBIX JJs OIpENeIeHHUs] BO3MOXHOCTH
paccMaTpuBaTh  JICKApCTBEHHBIM  IpemapaT Uil MEIULIUHCKOTO  NPUMEHEHMs  IIpU
OCYIIECTBJIEHUU TOCYJapCTBEHHOW pEerucTpaul B KadyecTBe OpP(PaHHOTO JIEKaPCTBEHHOI'O
npernapara;

2) BKCIepTU3bI JIEKApPCTBEHHOTO CPEICTBA B YACTU IKCHEPTU3bl KAUECTBA JIEKAPCTBEHHOTO
CpPEeACTBa U DKCIEPTU3bl OTHOLICHUS OKHMIA€MOM IOJIb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapara s MEJUIUHCKOTO IPUMEHEHHS;

3) sKcnepTu3bl JIEKapCTBEHHOI'O CPE/ICTBA B YACTH SKCIIEPTU3bI KAUeCTBA JIEKAPCTBEHHOTO
CpelcTBa M SKCHEPTU3bl OTHOLICHUS OKHMJIA€MOM IOJIb3bl K BO3MOXXHOMY PHUCKY IPHMEHEHUS
JIEKapCTBEHHOI'O0 IIpemapara i MEOULNUHCKOIO IPUMEHEHUs B IOPAAKE YCKOPEHHOH
MIPOLIEYPBl SKCIEPTU3bI JEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO CTaThel 26 HACTOAIIETO
denepanbHOro 3aK0Ha;

4) sKCcHepTU3bl JEKaApCTBEHHOTO CPEICTBA B OTHOLIEHUH JIEKAPCTBEHHOTO Mpernapara Jijis
BETEPUHAPHOI'0 IIPUMEHEHUS.

2. YnonHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTENBHON BJIAacTU YBEJOMIISET B
ANIEKTPOHHON (popMe MM Ha OyMaKHOM HOCHUTENE 3asgBUTENS M HKCHEPTHOE YUPEKICHHE O
MIPUHATOM PELICHHUH O BbIIaYe 3a/IaHUM HA POBEAEHUE IKCIIEPTU3, IPEAYCMOTPEHHBIX YaCThIO |
HACTOSIIEH cTaThM, M B Cllyyae HEOOXOAMMOCTH O BblAaye pa3pelieHus Ha BBO3 B Poccuiickyto
®denepalliio KOHKPETHOW MapTHH, CEPUU 3apErUCTPUPOBAHHBIX U (MJIM) HE3aPETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB MM 00 OTKa3e B MPOBEJACHUU INPEAYCMOTPEHHBIX HKCHEPTH3 C
yYKa3aHUEM IIPUYMH TAKOTO OTKa3a.

3. B ciay4ae BBIABICHHS OTCYTCTBUSI MJIM HEJOCTOBEPHOCTH MH(POPMALIMH, CoAepKalecs
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B MPEICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIH (enepaabHbli  OpraH
WCIIOJTHUTENIbHOM BJIACTH HANpPAaBISET 3asBUTENIO 3alpoc 00 YTOYHEHUH 3TON uHGOpManuu
(mayee - 3ampoc YHOJIHOMOYEHHOTO (ellepalbHOr0 OpraHa MCHOJHUTEIHHON BIIACTH), KOTOPBINA
MOKET OBbITh IMEpelaH YIMOIHOMOYEHHOMY MPEICTaBUTEN0 3asBUTENS JIMYHO IMOJ PACIUCKY,
HaNpaBJIeH [0 T[I0YTe 3aKa3HbIM IHCHMOM WM TepelaH B JIIEKTPOHHOH Qopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajaMm CBs3U. B ciyuyae HampaBiieHHs 3arpoca yIOJIHOMOYEHHOI'O
¢denepanbHOro OpraHa HCIOJHUTENBHON BJIACTH MO TOYTE 3aKa3HBIM MHCBMOM OH CUHTACTCS
MOJIyYEHHBIM 110 UCTEYEHHUH IIECTHU THEU C AaThl HAIIPABJICHUS 3aKa3HOIO MHUChMA.

4. 3asBuTenp 00s53aH MPEICTaBUTh OTBET HA 3alpoc YHOJIHOMOYEHHOTO (heaeparbHOro
OpraHa HCIOJHHUTEIbLHOU BJIACTH B CPOK, HE MPEBBIIAIONINN JeBIHOCTa pabouyux THEH co THS
ero nonsyueHus. Cpok, yka3aHHbIA B 4yacTH | HacTosel CTaTbH, IPUOCTAHABIMBAETCS CO JHS
HAIpPaBJICHUSI 3aSBUTENIO 3aIpOoca YHOJHOMOYEHHOro (hefepaibHOro OpraHa HCHOJHUTEIbHON
BJIACTH JI0 JTHS TIOJYyYEHHUS] UM COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMeM [UJIs OTKa3a B OpPraHU3AlMM SKCIEPTU3, MPEIyCMOTPEHHBIX YacThio |
HACTOSIIEH  CTaThM,  SIBISIETCA ~ NPEACTABICHHE  HEOOXOMUMBIX  JUIS  MPOBEACHUS
MPEyCMOTPEHHBIX JKCIEPTH3 JOKYMEHTOB B HEIMOJHOM O0BEME WM HENpeCTaBICHUE
3asBUTEJIEM B YCTAHOBJICHHBII CPOK OTBETA Ha 3aIpOC YIIOJIHOMOYEHHOTO (hesiepaibHOro oprana
WCIIOJIHUTENIBHOM  BJIACTH, a TAaKXe NPEACTABICHHE JIOKYMEHTOB, HE COJepKallux
MCYEPIBIBAIOIIETO NEPEUHsl HEOOXOJUMBIX CBEIECHUU.

Crarps 20. DkcnepTusa JOKYMEHTOB, MPEICTABICHHBIX IS ONPEICICHUS BO3MOXKHOCTH
paccMaTpuBaTh  JICKAPCTBEHHBIM  MpemapaT JJii  MEIUIUHCKOTO  MPUMEHEHHs  Mpu
OCYILIECTBIICHUH TOCYAApCTBEHHOW PpETUCTpalMi B KadecTBe Op(aHHOTO JIEKapCTBEHHOTO
npernapara

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DOkcnmeptusza JOKYMEHTOB, IIPEACTABICHHBIX MU ONPENEICHHUS BO3MOXKHOCTHU
paccmaTpuBaTh  JIEKapCTBEHHBIM  Mpemapar  Juisi  MEAMLIMHCKOIO  NPUMEHEHHS  IpH
OCYILIECTBJIEHUH TOCYAApCTBEHHOM perucTpauy B KadecTBe Op(aHHOrO JIEKapCTBEHHOTO
npenapara, COCTAaBICHHE KOMMCCHUEH OSKCIIEPTOB 3aKIIOYEHUS O BO3MOMKHOCTH  HIIU
HEBO3MOKHOCTH paccMaTpUBaTh JIEKApPCTBEHHBIM INpenapar il MEJUIMHCKOTO IPHUMEHEHUs
IPU OCYIIECTBIEHUU TOCYAApCTBEHHOM PErucTpaluy B KayecTBe Op(aHHOIO JIEKapCTBEHHOTO
npenapata M HampaBieHHWE JAHHOTO 3aKIIOYEHHs B YIOJHOMOYEHHBIH (enepaabHbI OpraH
MCIIOJTHUTENIbHOM BJIacTU OCYLIECTBIISIFOTCS B CPOK, HE MPEBBIIIAIOIINN TPUALIATH pabouux JHEN
CO JHS MOJYYEHMs OHKCHEPTHBIM YUPESKICHHEM 33aJaHUs YHNOJHOMOYEHHOIo (QenepaibHOro
OopraHa HMCIOJHHUTEIbHOM BJIAacTM M B JJIEKTPOHHOM (opme miM Ha OyMa)KHBIX HOCHUTEISX
HEOOXO/UMBIX JOKYMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 vactu 4 u B yactu 7 cratbu 18
Hacrosiero denepaibHOro 3aKoHa.

2. JIokyMeHTBI, coAepKalecs B PETUCTPALlMOHHOM JJOChE Ha JIEKapCTBEHHBIN ITpenapaT u
MOCTYNUBIINE Ha OYMa)KHBIX HOCHTENSX B DKCIEPTHOE YUPEKICHHE AJSl OCYIIECTBIEHUS HX
AKCIEPTU3Bl I ONPEACICHUS BO3MOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM IpemapaT s
MEAMIIMHCKOTO TMPUMEHEHHUs] B KauyecTBe Op(aHHOrO JIEKApCTBEHHOTO IMpemnapara, MoJIeskaT
BO3BpaTy B YHNOJHOMOYEHHBIN (erepaiabHbIil OpraH MCIOJHUTEIHHON BIACTH OAHOBPEMEHHO C
3aKJIFOUYEHUSIMU COOTBETCTBYIOIIUX 3KCIIEPTH3.

Crarps 21. PemeHne o0 BO3MOYKHOCTHM pacCMaTpuBaTh JIEKAPCTBEHHBIM IpernapaTr INpHU
OCYILIECTBIIEHUH TOCYAApCTBEHHOM pErucTpanmuy B KadecTBe Op(aHHOrO JIEKapCTBEHHOTO
mpernapara

(B pen. denepanbHOTro 3aK0Ha OT 22.12.2014 N 429-03)
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1. B cpok, He NpeBBIIAIOMUN MATH PabOYMX AHEH CO IHS TOJIyYEHHs 3aKITIOUeHHUS,
ykazaHHoro B yactu | crateu 20 HacTosimiero PenepajibHOrO 3aKOHA, YHMOJHOMOYEHHBIN
denepanbHBIi  OpraH  HCHOJHHUTEIBHON BJACTH  OCYIIECTBIISICT OLCHKY IOJIyY€HHOTO
3aKJIFOYEHUS U1l ONPEACIIEHUsI €r0 COOTBETCTBUS 33JIaHUI0 HA MPOBEJACHUE COOTBETCTBYIOLIEH
OKCHEPTH3bl M YBEIOMIISICT 3asBUTENS B 3JCKTPOHHOU (hopme i Ha OyMa)kHOM HOCHUTENE O
pe3ysibTaTax MPOBEICHHON SKCHEPTU3bI C MPUIIOKEHUEM KOMHM 3KCIEPTHOrO 3aKIHYeHHs (C
COXpaHEHHEeM KOH(PHICHIMATBHOCTH HHPOPMALUU O COCTaBE HKCHEPTHOW KOMHUCCHH) H O
BO3MOKHOCTM WJIA HEBO3MOXXHOCTHM  paccMaTpuBaTh JIEKAPCTBEHHBIM Mmpenapar s
MEAMIMHCKOTO NMPUMEHEHHUS IIPU OCYIIECTBIEHUU TOCYAAPCTBEHHOW PETUCTPALIMU B KayeCTBE
op(haHHOTO JIEKapCTBEHHOTO Ipernapara.

2. Ilpu BbIHECEHMH KOMMCCHEH IKCIEPTOB 3aKIIOUYEHHUS O BO3MOXKHOCTH paccMaTpuBaTh
JEKAPCTBEHHBIM  Ipemapar Uil  MEAUIMHCKOIO  MPUMEHEHHsS IpU  OCYLIECTBICHUU
rOCYyJapCTBEHHOM perucrpanud B KadecTBE Op(aHHOro JIEKapCTBEHHOI'O Iperapara
YIIOJTHOMOYEHHBIN (efepalbHblii OpraH MCIOJHUTEIbHON BIACTH B CPOK, HE MPEBBIIIAIOIMINN
nATH pabodux THEH co JHS MOJY4YEeHHUs JAHHOTO 3aKIIOUEHHs, IPUHUMAET pPelIeHHE O BbIAaue
3a/laHdsl HAa MPOBEACHUE SKCHEPTH3bl KayecTBa JIEKAPCTBEHHOTO CPEJCTBA U HKCIEPTU3bBI
OTHOLIEHHUSI 05KMJIA€MOM IM0JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOT0 Ipernapara
JUIT  MEIMIMHCKOTO TPUMEHEHUsT B THOPAJKE YCKOPEHHOM MpoLEeaypbl 3KCIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA B COOTBETCTBUHU €O cTaTheill 26 HacTosuero denepaabHoro 3aKoHa.

3. B cayyae mnpuHATHS pEIIEHUS O HEBO3MOXXHOCTH PAaCCMATPUBATH JIEKAPCTBEHHBIM
npenapar Uil MEIWLMHCKOIO IPUMEHEHHUS IPU TOCYAapCTBEHHOW PETHMCTPALlMd B KAayecTBE
ophaHHOrO  JIEKapCTBEHHOIO  MpemapaTa  YIOJHOMOYEHHBIH  (QenepanbHbIi  OopraH
UCIIOJIHUTENIbHOM  BJIaCTM  NpEKpallaerT  OpoueAypy  TOCYIapCTBEHHOW  PETrUCTpaluu
JIEKapCTBEHHOTO TMpemnapara. 3asBUTENb BIOpPaBe OOPATUTHCA B PETUCTPUPYIOLIUMN OpraH ¢
3asBJICHUEM O TOCYAApCTBEHHOM perucrpalyy YKa3aHHOI'O JIEKapCTBEHHOIO Ipenapara B
COOTBETCTBUU CO cTarhbell 18 HacTosmero denepanbHOro 3aKOHa.

Cratps 22. Yrpatuna cuiy ¢ 1 urons 2015 rona. - @enepanbHblil 3akoH ot 22.12.2014 N
429-03.

Cratps 23. DkcnepTu3a KayecTBa JIEKAPCTBEHHOTO CPEJICTBAa M AKCIEPTH3a OTHOIIEHUS
O’KU/IaeMOU TOJIb3bI K BO3MOYKHOMY PHUCKY HpPHUMEHEHHs JIeKapCTBEHHOIO Npenaparta i
MCIUIUHCKOI'0 MPUMCHCHUA

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

1. DkcnepT3a KayecTBa JEKapCTBEHHOTO CPEACTBA M 3KCIIEPTHU3a OTHOUIEHUS 0XKUIAEMOM
MOJIB3bl K BO3MOXXKHOMY PHUCKY IPUMEHEHHs JIEKapCTBEHHOIO Ipemnapara Uil MEIUIMHCKOIO
IIPUMEHEHHs, COCTABJIEHNE KOMUCCUSAMH JKCIEPTOB 3aKJIFOUEHHUN 10 pe3yIpTaTaM MPOBEICHHBIX
OKCHEPTH3 M HaINpaBlieHHEe OSTHUX 3aKIIOYEHUH B YINOJHOMOUYEHHBIH (QenepaiabHbil opraH
VCIIOJTHUTENIbHOM BIIACTH OCYIIECTBISIOTCA B CPOK, HE TNPEBBIMIAIONINN CTa JecATH pabounx
JHEH CO [JHA IIOJIYYEHHUS OKCIEPTHBIM  YYPEKIAECHUEM COOTBETCTBYIOLIETO  3aJaHUs
YIIOJHOMOYEHHOTO  (efiepalbHOrO0 OpraHa HCIOJIHUTEIbHOW BIACTH M HEOOXOIMMBIX
JIOKYMEHTOB B 3JIEKTPOHHOM (hopMe Uil Ha OyMa>KHBIX HOCUTEIISX.

2. B TedeHwe JAEeBAHOCTA JHEW CO JHS INOJNYYEHHS PEHIEHUS YHOJIHOMOYEHHOTO
¢denepaabHOro opraHa MCIOJHUTEIHHOM BIACTH O MPOBEACHUHU IKCIEPTHU3, MPETYCMOTPEHHBIX
4acThl0 | HacTosAmel CTaTbM, 3asBUTENb IPEACTABISET B OKCIIEPTHOE YUPEXKICHHE IS
IPOBEICHUST DKCIEPTH3bl KauyecTBa JIGKAPCTBEHHOT'O CpeJCTBA 00paslbl JIEKApCTBEHHOT'O
npernapara Al MEIUIUHCKOTO IPUMEHEHUs], IPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBaHUSIMU
ONBITHO-IIPOMBIIIJIEHHOTO YU (WIM) TNPOMBIIUIEHHOTO  PErVIAMEHTOB,  YTBEP)KIEHHBIX
PYKOBOJMTENIEM NPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB, a TaKKe B COOTBETCTBYIOIIHX
cirydasix 00pasisl (hapMaleBTHUECKOW CyOCTaHIIMH, TeCT-IITaMMa MUKPOOPTaHU3MOB, KYJIbTYpHI
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KJIETOK, 00pa3ibl BEUIECTB, MPUMEHIEMBIX JUIsi KOHTPOJS KadyecTBa JIEKAPCTBEHHOTO CPEICTBA
NyTeM CpaBHEHHUS C HHUMHM HCCIEIyeMOIo JIEKapCTBEHHOTO CpEICTBAa, B KOJUYECTBAX,
HEOOXOUMBIX JIJIs1 BOCIIPOU3BEACHMSI METO/I0B KOHTPOJISL KauecTBa.

3. Ilpm mnonyyeHun o0Opa3lOB JIEKAPCTBEHHOro TMpemnapara u (apMaleBTHUECKOI
CyOCTaHIIMM SKCIIEPTHOE YUYPEKICHUE BBIAACT 3aABUTENIO JIOKYMEHT, ITOATBEPKIAIOIINI
MOJIyYeHUE YKa3aHHbIX OOpa3loB, U B CPOK, HE MPEBBIIIAIOMIMA Tpex pabouux [HEH,
YBEIIOMJISIET B JIEKTPOHHOM (opMe mim Ha OyMaKHOM HOCHTEJEe 00 3TOM YHOJIHOMOYECHHBIH
benepanbHbIi OPraH UCIIOTHUTENBHOM BIIACTH.

4. Yka3aHHbIC B 4acTAX 2 U 3 HACTOSILIEH CTaTbU CPOK JISi MPEICTABICHHS 3asBUTEIIEM
00pa310B JIEKApCTBEHHOTO IpenapaTta U (papmMaleBTUUeCKOH CyOCTaHIIMM U CPOK YBEIOMIICHUS
HKCHEPTHBIM yUpexkIeHHEM 00 3TOM Ha OyMa)KHOM HOCHUTEJE YIIOJTHOMOYEHHOTO (eiepaaIbHOro
OpraHa HUCIOJHUTENIbHOM BIACTH HE BKJIIOYAIOTCS B CPOK IPOBEICHHUS SKCIEPTH3,
MPEAYCMOTPEHHBIX YacThiO | HACTOAIIEH CTaThU.

5. JIOKyMeHTbI, IOCTYIUBIIKE B JKCIEPTHOE YUPEKICHHE I MPOBEIACHUS SKCIEPTH3,
MPEAYCMOTPEHHBIX 4YacThio | HacToslIed CTaTbu, MOJJIEKAT BO3BPATY B YIOJHOMOYEHHBIN
denepanbHbI OpraH UCIOIHUTEIBHON BJIACTH OJHOBPEMEHHO C 3aKIIIOUEHUSIMU, MOJIYyYeHHBIMH
10 pe3yJibTaTaM COOTBETCTBYIOLUX IKCIIEPTH3.

Cratps 24. DkcrepTu3a KayecTBa JIEKQPCTBEHHOI'O CPEJICTBA U JKCIEPTU3a OTHOILLIEHUS
O’KH/IaeMOW T0JIb3bI K BO3MOXKHOMY PHCKY HIpPHUMEHEHMs JICKapCTBEHHOIO Ipenapara i
BETEPUHAPHOTO IPUMEHEHUSI

1. OkcnepTH3a KauecTBa JEKAPCTBEHHOI'O CPEACTBA M AKCIIEPTU3a OTHOLICHUS OXKUAAEMOM
MOJIb3bl K BO3MOYKHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOTO Ipernapara JUisi BETEpUHAPHOTO
IIPUMEHEHHUs, COCTaBJICHUE KOMHUCCHIMH DKCIIEPTOB 3aKIIOYEHUHN IO pe3ylbTaTaM yKa3aHHBIX
SKCIEPTU3 M HAMpaBleHUE TaKUX 3aKIIOYEHUH B YIIOTHOMOYEHHBIN (enepaibHbIi Oprax
UCTIOJTHUTENILHOW BJIACTH OCYIIECTBISIOTCS B CPOK, HE TNPEBBINIAIONIUN CTa JECATH PabdOYHX
JTHEeW co JHA MOJIy4eHHsI SKCIIEPTHBIM YUPEKICHUEM 3aJaHHsl YIOJTHOMOYEHHOTO (heiepabHOro
OpraHa UCIOJIHUTEIbHOM BJIACTH C IOKYMEHTAMH, YKa3aHHBIMU B 4acTH 3 cTaThu 17 HACTOAILIETrO
®denepanbHOro 3aK0Ha.

(B pen. denepanbubix 3akoHOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B TedueHue nATHAALATH pabOYUX THEH CO JTHS MOTYYEHHS PEIICHUS YIOJIHOMOYEHHOTO
denepabHOTO OpraHa UCIIOTHUTEIHHON BIIACTH O MPOBEICHNUN YKAa3aHHBIX B YacTH | HacTosmen
CTaTbU DKCIIEPTH3 3asABUTENb IPEACTABISAET B DJKCIEPTHOE YUPEKIEHUE JUISl IPOBENCHUS
AKCIEPTHU3bl KAaYeCTBA JIEKAPCTBEHHOTO CpeacTBa oOpa3lbl JIEKApCTBEHHOTO Ipemnapara Juls
BETEpUHAPHOIO  NPUMEHEHUs, NPOM3BEJAEHHOIO B  COOTBETCTBUM C  TpeOOBAHUAMHU
TEXHOJIOTMYECKUX  PErJIaMeHTOB, YTBEPKJICHHBIX  PYKOBOJHUTEIEM MIPOU3BOUTENS
JIEKapCTBEHHBIX CPEICTB, a Takke oOpaser (hapMmaleBTHUECKOl CyOCTaHIIMU B KOJIMYECTBAX,
HEOOXOUMBIX JIJIs1 BOCTIPOU3BEACHHSI METO/I0B KOHTPOJISL KauecTBa.

3. Ilpm mnonmyuyeHun o0Opa3IOB JIEKAPCTBEHHOro TMpemapara u (apMaleBTHUECKOM
CyOCTaHIIMM DSKCIEPTHOE YUpEeXKJICHHWE BbIAACT 3asABUTENIO JOKYMEHT, IOATBEPKAAIOIINN
MOJTyuYeHUE YKa3aHHBIX OOpa3loB, U B CPOK, HE MPEBBIIIAIOIIMA Tpex paboumx [HEH,
yBEIOMJISIET B NHUChbMEHHOW (opme 00 53TOM YIOJIHOMOYEHHBIH (QenepanbHblil Ooprax
WCIIOJIHUTENIbHON BJIACTH.

4. Cpok mia TpeicTaBlIeHUs 3asBUTENEM OOpa3loB JIEKapCTBEHHOIO Ipernapara u
dapMmarieBTHYECKON CyOCTAaHIIMM M CPOK YBEIOMIIEHHUS SKCIEPTHBIM YUPEXJICHHEM 00 3TOM B
MUCbMEHHONW (opMe yMOJTHOMOUYEHHOTO (helepaibHOTO OpraHa HWCIOTHUTEIHHOM BIIACTH,
YKa3aHHbIE B YaCTAX 2 U 3 HACTOSIIIEH CTaThH, HE BKIFOYAIOTCS B CPOK MPOBEICHUS yKa3aHHBIX B
4acTu | HacTOAIIEeH CTaThU SKCIEPTHU3.

5. JIOKYMEHTBI, ITOCTYIIHUBIINE B 3KCIEPTHOE YUPEKIACHUE M IIPOBEICHUS YKa3aHHBIX B
yacTu | HacToslIel CTaTbU AKCIEPTHU3, MOAJIEKAT BO3BpATy B YIIOJIHOMOUYEHHBINH (henepaabHbIi
OpraH MCHOJIHUTEIbHON BJIACTU OJHOBPEMEHHO C 3aKJIIOUEHMSIMHU 1O Pe3yJbTaTaM YKa3aHHBIX


consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD669A56BE6BDC88585487A69E825FED1570CAC647FCF31WEMBI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD96BA360E9BDC88585487A69E825FED1570CAC647FCF32WEMBI

IKCIIEPTH3.

Crates 25. IIoBTOpHOE MPOBEICHUE IKCIIEPTU3HI JICKAPCTBEHHBIX CPEICTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cioyyasx HenocTaTOYHOH OOOCHOBAaHHOCTH WJIM HEIMOJIHOTBHI 3aKJIIOYEHUS KOMHUCCHH
HKCHEPTOB, HATUYMS B HEM HMPOTHBOPEUYMBBIX JAHHBIX, (aNbCU(UKAIMN BBIBOJIOB SKCIEPTU3BI
JIEKapCTBEHHOTO  CPEJICTBA, COKPBITHS OT  YIOJIHOMOYEHHOro (enepasbHOro  opraHa
UCIIOJHUTENIBHOM  BJIaCTM ~ OCHOBaHMM  JuId  OTBOJA  JKCIEpTa  BCIEICTBUE  €r0
3aMHTEPECOBAHHOCTH B pE3y/lbTaTaX COOTBETCTBYIOLIEH SKCHEPTU3bl, HAIUYMs JAHHBIX O
OpsMOM JIMOO KOCBEHHOM BMEUIATEIhCTBE B MPOIECC COOTBETCTBYIOIIECH 3KCIIEPTU3BI JIMII, HE
Yy4YacTBYIOUIMX B €€ IPOBEAECHUH, HO OKa3aBUIMX BIMAHUE Ha IPOLECC M PE3yIbTaThl €e
IPOBE/ICHUS, YIIOJHOMOYEHHBIM (heiepabHbIM OPTaHOM HCIIOJHUTEIBHOW BJIACTH HAa3HAYAETCS
IIOBTOPHAS 3KCIIEPTU3A JIEKAPCTBEHHOI'O CPEJCTBA U (UJIM) ITUYECKAs HIKCIePTH3a.

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

2. [loBTOpHas HKCHEPTU3a JIEKAPCTBEHHOIO CPENICTBA MPOBOJUTCSA C YUYETOM PE3YJIbTaTOB
paHee MPOBEAECHHON 3KCHEPTU3bl B CPOK, YCTAHOBJIEHHBIN YINOJHOMOYEHHBIM (eaepatbHbIM
OpPraHOM MCIIOJIHUTEIbHOM BIACTW M HE MNPEBBIMIAOLMN TpUALATH paboyux IHEH co JHS
MIOJIyUYEHUSI AKCIEPTHBIM YUPEKICHUEM 3aJaHMsl Ha IPOBEJECHHUE IOBTOPHOM HKCIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA.

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

3. ®unaHcoBoe oOecrieyeHHE BBINOJIHEHUS 3aJaHMs Ha IPOBEJCHHUE ITOBTOPHOM
9KCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA HE OCYIIECTBIISAETCS.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratps 26. YckopeHHas mpolieiypa dKCIepTU3bl JICKAPCTBEHHBIX CPEICTB

1.  VYckopenHas mpouenypa OKCHEPTHU3bl  JIEKAPCTBEHHBIX  CPEICTB B LEIAX
rOCy/IapCTBEHHOW pErucTpaluy JIEKapCTBEHHBIX IIPErapaToB MPUMEHSETCS B OTHOIICHUU
ophaHHBIX JIEKAPCTBEHHBIX IMpEMapaToB, TNEPBBIX TpeX JEKApPCTBEHHBIX MPENaparos,
peructpupyemMbix B Poccuiickoii denepanym B Ka4eCcTBE BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX
IIPENapaToB, OYEPEJHOCTh KOTOPBIX ONPENENSIETCI B COOTBETCTBMM C HOMEPOM M JaTON
BXOJIALINX 3asBJIEHUN O TOCYJapCTBEHHON PETHCTpAllMy JIEKAPCTBEHHBIX MPENapaTroB B paMKax
OJIHOTO MEXIYHApOJAHOTO HENaTEHTOBAaHHOTO HAaMMEHOBAHHUA JIEKAPCTBEHHOIO Ipemnapara Wiu
rPYNIUPOBOYHOTO HAUMEHOBAHHUS JIEKAPCTBEHHOTO Mpernapara, U JIEKapCTBEHHBIX IPENapaTosB,
MpeHa3HAYeHHBIX UCKIIIOUUTENBHO ISl IPUMEHEHUs HECOBEPIIICHHOJIETHUMHU TPaKTaHAMHU.

(B pen. depepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. VYckopeHHas Ipouegypa OKCIEPTH3bl  JIEKAPCTBEHHBIX  CPEICTB B LEIAX
roCy/1apCTBEHHOW PETUCTPALIUHY JIEKAPCTBEHHBIX MIPENapaToB HE MPUMEHSIETCS B OTHOLICHUH:

1) 6uoananoroBeix (OMOMOIOOHBIX) JTEKAPCTBEHHBIX MpenapaToB (OM0aHAIOTOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX IMpernapaToB (3a UCKIOYEHHEM  Op¢aHHBIX
JIEKapCTBEHHBIX MPENapaToB);

3) BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX IpENnaparoB (3a HCKIOYEHHEM IEpPBBIX TpPEX
peructpupyeMmbix B Poccuiickoii ®denepanuy B KauecTBE BOCIPOM3BEIEHHBIX JIEKApPCTBEHHBIX
IpernapaToB M JIEKAPCTBEHHBIX IMpErnapaTroB, IMpeJHa3HAYEHHBIX HUCKIIOYUTEIBHO IS
MPUMEHEHHUS HECOBEPIIICHHOJICTHUMHU TPaXKIaHAMH );

4) HOBBIX KOMOMHAIIMHI 3apETUCTPUPOBAHHBIX paHee JEKapCTBEHHBIX NPENapaTos.;

5) NeKkapCTBEHHBIX MpeNapaToB, 3apETUCTPUPOBAHHBIX paHee, HO TMPOU3BEICHHBIX B
JIPYTUX JIEKApCTBEHHBIX (DOpMax B COOTBETCTBUU C MEPEYHEM HAUMEHOBAHMM JIEKapCTBEHHBIX
¢dopM U B HOBOI1 TO3MPOBKE.

(dactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
3. YckopeHHas mpoueaypa dKCIepTU3bl JEKAPCTBEHHBIX CPEACTB IPOBOJUTCS 110 PELICHUIO
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COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO ()eiepalbHOTO OpraHa WCIOJTHUTEIHHONW BIIACTH Ha
OCHOBAHUU 3asIBJICHUS 3asIBUTENS B CPOK, HE TIPEBBIMIAIOIINN BOCBMUIACCATH paboumnx nuei. [Ipu
ATOM JKCIEpTH3a JOKYMEHTOB, COJACPKAIIMXCS B PETUCTPAIIMOHHOM J0ChE Ha JIEKapCTBEHHBIM
npenapar, IpOBOJUTCS B CPOK, HE TPEBBIMAIOIINNA ASCATH pabOUnX JTHEH, SKCIEPTH3a KayecTBa
JIEKAPCTBEHHOI'O CPEJICTBA U IKCIEPTH3a OTHOILIECHHUS OKUAEMOM MOJIb3bl K BO3MOKHOMY PUCKY
MIPUMEHEHHUS JICKApCTBEHHOTO IIpernapara MPOBOISATCA B CPOK, HE TMPEBBIIMIAOIINN MECTUICCATH
pabouux JAHEH.

(dactb 3 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B orHOomeHnn opdaHHBIX JEKAPCTBEHHBIX IMPEMapaToB MOTYT OBITh MPEICTaBICHBI
pe3ynbTaThl JAOKIMHUYECKHX HCCJICAOBAHMM JICKAPCTBEHHBIX CPEACTB M KIMHUYECKHX
MCCJIEI0BAHMM JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHUS, BHIITOJIHEHHBIX 32
npeaenamu Poccuiickoit denepaiiuu B COOTBETCTBUY € IIPaBUIIaMH HaJJIe)KaIlel J1abopaTopHOM
IIPAaKTUKH U IPABWIAMU HAJJIEXKAIIEH KIMHUYECKOU IPAKTUKU.

(uactb 3.1 BBenena denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3)

4. YckopeHHasi mpolielypa 3KCIepTU3bl JIEKaPCTBEHHBIX CPEJCTB MPOBOAUTCS B MOPSIIKE,
ycTaHOBJIeHHOM cTatbsimu 17 - 20, 23 u 24 Hactosiero denepaibHOro 3aK0OHa, U HE O3HAYaeT
CHW)KCHHS TpeOOBaHUN K O€30MaCHOCTH, KauyeCTBY U I(P(HEKTHBHOCTH JIEKAPCTBEHHBIX
IpenaparoB.

Cratps 27. Penienue o rocy1apcTBEHHON PETUCTPAIlMU JIEKApCTBEHHOTO Mpenapara

1. B cpok, He mpeBbIIIAOMUI AecATH pabouuX JHEH CO THS MOJIY4YEeHHUs 3aKIIOYCHHUH
KOMHUCCHHM 3KCIEPTOB IO pe3yJbTaTaM 3KCIIEPTU3bl KauyeCcTBA JIEKAPCTBEHHOI'O CPEICTBA U
SKCHEPTU3bl OTHOLICHHUS OXKUAAeMOW TONb3bl K BO3MOXXKHOMY PHUCKY IPUMEHEHHUs
JICKApCTBEHHOTO TIpernapaTa, COOTBETCTBYIOIIMN yIIOJTHOMOUYEHHBIH (eaepalbHblii  OpraH
UCTIOJIHUTEJILHON BJIacTH:

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) pasmemnaer Ha cBoeM oduIMaTbHOM caiiTe B ceTd "HHTepHET" COOTBETCTBYIOIIHE
3aKJIFOYEHNS KOMUCCUM 3KCIIEPTOB U OCYIIECTBIISIET UX OLEHKY I ONpPEAEICHHUs] COOTBETCTBUS
3a/IaHUIO Ha MIPOBEACHUE ITUX IKCIIEPTU3;

(m. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) npUHUMAET pelleHne O TOCYJapCTBEHHON perucTpaiy JeKapCTBEHHOIo Npenapara uin
00 OoTKa3e B rOCyJapCTBEHHON PETUCTPALlH JIEKAPCTBEHHOTO MIpernapara;

3) BHOCHUT NpHU MPUHATUH PELICHHUS O TOCYIAapPCTBEHHOW PErucTpaliy JIEKApPCTBEHHOTO
npenapara JaHHbIE O 3apEerMCTPUPOBAHHOM JIEKApPCTBEHHOM IIpenapare, B TOM 4YHCIE O
(dapMmanieBTHYECKON CyOCTaHIIMM, BXOJAIIEW B COCTaB JIEKAPCTBEHHOro IMpenapara, B
rOCY/IapCTBEHHBI pEEeCTp JIEKAPCTBEHHBIX CPEJACTB W BbIAAECT 3aSBUTENI0 PETUCTPALMOHHOE
yJIOCTOBEpEHHE JIEKapCTBEHHOI'O Mpenapara, (oopMa KOTOPOTO YTBEPKJIAETCS YIOJTHOMOYEHHbBIM
denepanbHbIM ~ OPraHOM  HCIHOJHUTENBHOM  BJIACTH,  COIJIACOBAaHHbIE  HOPMAaTUBHYIO
JOKYMEHTAIlMI0, HOPMATHUBHBIA JOKYMEHT, MHCTPYKLHUIO IO INPUMEHEHHIO JIEKapCTBEHHOIO
mpernapata ¥ MakeTbl NMEPBUYHON YIMAKOBKM U BTOPHUYHON (MOTPEOMTENHCKOI) YMAaKOBKH C
YKa3aHHEM Ha HHMX HOMEpa pPErucTpPallMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOTO Npenapara u
JaThl €ro TOCYJAapCTBEHHOM pErucTpalMd WIM B Clly4ae NPUHATUS pelieHus o0 OTKaze B
rOCyJapCTBEHHON PEerucTpaliy JEKapCTBEHHOTO IpenapaTa yBeIOMIISeT B MUCbMEHHOU (opme
3agBUTENss 00 STOM C yKa3aHWEM IMPUYMH TaKOTro OTKa3a. 3a BbAAYy pErucTpalioHHOTO
YIOCTOBEPEHUSI JIEKAPCTBEHHOI'O Mpenapara B3MMAaeTCsl TOCyJapCTBEHHass IOIIJIMHA B
COOTBETCTBUHU C 3aKOHOJaTenbcTBOM Poccuiickoit denepannu o Hajorax u coopax.

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

2. OcHoBaHMeM Ui 0TKa3a B FOCYIapCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpernapara
SBISIETCS ~ PELIEHHE  COOTBETCTBYIOILEIO  YIMOJHOMOYEHHOro  (hefepaJbHOTO  OpraHa
WCIIOJTHUTEIIbHOW BJIACTH O TOM, 4YTO KauecTBO W (wiH) 3¢h(HEKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O Ipenapara HE IOATBEP)KICHBbI IOJIYYEHHBIMU JAaHHBIMU WJIH YTO PHUCK
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MPUYMHEHUS Bpella 3J0POBBI0 YEIOBEKA WM KUBOTHOTO BCIIEJCTBUE MpHUEMa JIEKAPCTBEHHOTO
npenapara npesbiaeT 3QGHeKTUBHOCTh €r0 TPUMEHEHUS.
(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3. TloBTOpHOE MpEACTAaBICHHE B COOTBETCTBYIOIIMHA YIOJIHOMOYEHHBIN (enepanbHbIi
OpraH MCIOJIHUTEIbHOW BJIACTH JIEKAPCTBEHHOI'O IIpenapaTa, B OTHOIIEHUH KOTOPOIO IOJIy4eH
O0TKa3 B TrOCYJapCTBEHHOIN PETUCTPAllMUd W KOTOPBIM BIOCIEACTBUM MOABEPICS M3MEHEHHUIO B
YacTH €ro COCTaBa, pacCMaTpUBAETCs KaK MPECTABIEHNE HOBOI'O JIEKAPCTBEHHOTO Mpenapara Ha
€ro TOCYIapCTBEHHYIO PpErHCTpalMi0 HE3aBHUCHUMO OT COXPaHEHHUs €ero IepBUYHOIO
HaVMEHOBAHMSI.

(dactb 3 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratpa 27.1. Iopsigok ompeneneHus B3auMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENapaToB
JUTSL MEAUITUHCKOTO IPUMEHEHUS

(BBenena denepanbHbM 3aKk0HOM OT 22.12.2014 N 429-D3)

1. B3anmo3aMeHseMOCTh JICKapCTBEHHBIX MpPENapaToB IS MEIHIIMHCKOTO MPUMEHEHHS
ompezensercs B mopske, ycraHoBieHHOM IIpaButenbctBoM Poccuiickoit ®epepanuu, Ha
OCHOBAHHU CIICAYIOIINX ITapaMeTPOB:

1) SKBUBaJIGHTHOCTH (11 OMOAHAIOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IIPErNapaToB
(OuoaHamoroB) - COMOCTAaBHUMOCTH) KA4YECTBEHHBIX M KOJMYECTBEHHBIX XapaKTEPUCTHUK
dbapmalieBTUYECKUX CyOCTaHUUN (MCIIONIb30BAHUE PA3JIUYHBIX COJIeH, d(PHUPOB, KOMILJIEKCOB,
HU30MEPOB, KPUCTALTHYECKUX (OPM U APYrHX MPOU3BOTHBIX OJHOTO U TOTO XKe JEHCTBYIOIIETO
BEIIeCTBa HE SIBISIETCS MPEMSITCTBHEM JJIsi B3aMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX MPEnaparos,
€CIIM TIPU TIPOBEICHUU HCCIEI0BaHNUS OMOIKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO Iperapara Wid B
Clly4ae HEBO3MOKHOCTH MPOBEICHHS 3TOTO HUCCIEJOBAHMS MPHU MPOBEICHUH HCCIEIOBAHUS
TEPaneBTHUECKOW OSKBHBAJCHTHOCTH JIEKAPCTBEHHOTO IIperapara 0Ka3aHO OTCYTCTBUE
KJIMHUYECKH 3HaYMMBbIX pa3inuuil papMakoKMHETHKH U (WiM) Oe30macHOCTH U 3(pPeKTUBHOCTH
JIEKapCTBEHHOTO TpeTapara Jisi METUIIMHCKOTO IIPUMEHEHUS ),

2) SKBHMBAJEHTHOCTb JICKAPCTBEHHOH ()OpMBI (I10JI SKBUBAJEHTHBIMU JIEKAPCTBEHHBIMU
dopMaMK TIOHMMAIOTCSI pa3HbIE JIEKAPCTBEHHBIE (OPMBI, HMMEIOUINE OJWHAKOBBIE CIIOCO0
BBEJICHUS U CHOCO0 NpHUMEHEHMs, OONaJaroIiye COMOCTaBUMBIMHU (apMaKOKHHETHUYECKHMMU
XapaKTEPUCTHKAMH B (HapMaKOJIOTHUECKUM JCHCTBUEM M 00ECTICUMBAIOIINE TAKKE IOCTHIKECHUE
HE00X0MMOro KIMHUYEecKoro »ddexrta. Paznuuus nexkapcTBeHHBIX (OpM He  SBISAIOTCS
OPEMATCTBHEM JUII WX B3aUMO3aMEHSEMOCTH, €CIM TIpU MPOBEICHUH HCCIETOBAHUS
OMOPKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO TpernapaTa Wi B CIydyae HEBO3MOXKHOCTH IMPOBEAECHUS
ATOTO HCCIIEJOBAaHUS TPH TPOBEICHUHM HCCIECIOBAaHHUS TEPANIeBTUYECKONH OSKBHBAJCHTHOCTH
JIEKapCTBEHHOTO Ipernapara JI0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYUMBIX  pa3IMuHid
(dapmMakoKMHETHKU U (Win) OezonmacHOCTH U 3((HEKTUBHOCTH JIEKAPCTBEHHOIO Ipenapara Jis
MEIUIIUHCKOTO IPUMEHEHU);

3) OKBHBAJCHTHOCTh WJIHM COIMOCTAaBUMOCTH COCTaBa BCIIOMOTATEIBHBIX BEIICCTB
JEKapCTBEHHOTO  Ipemapara Juid  MEIUIMHCKOrO  NpUMEHEHHs  (pa3iauuusi  cocTaBa
BCIIOMOTATEIFHBIX BEIIECTB JIEKAPCTBEHHOTO TpenapaTa s MEIUIWHCKOTO TPUMEHEHUS He
SBIISIIOTCSI IPEMSATCTBUEM [UI MX B3aMMO3aMEHSIEMOCTH, €CII MPH MPOBEICHUH HCCIET0BAHUS
OMODKBUBAIICHTHOCTH JICKAPCTBEHHOTO TMperapara s MEIUIIUHCKOTO MPUMEHEHHsS WIH B
cllyyae HEBO3MOXHOCTH TPOBEJIEHHsS] ATOTO HCCIEAOBAaHMS MpPU IPOBEICHUU MCCIEIOBAHUSL
TEpaneBTHUECKOW  SKBUBAJECHTHOCTH JIEKAPCTBEHHOT'O Tpermapara JUisl  MEIUIUHCKOTO
OPUMEHEHHS JI0Ka3aHO OTCYTCTBUE KIMHMYECKH 3HAUMMBIX pa3iudyuii (papMakOKMHETHKH M
(wm) Oe3omacHOCTH W A(PPEKTHBHOCTH JIEKAPCTBEHHOTO TIpemapara JUisi MEIUIIMHCKOTO
npuMeHeHus. [Ipu 3ToM pa3nuuus cocTaBa BCIIOMOTATENbHBIX BEIIECTB HE JOJDKHBI IPUBOAUTH
K PHCKY BOSHHKHOBEHHS CEPHhE3HBIX HEXKETATEIbHBIX PEAKIHUH y OTICIBHBIX TPYII MallieHTOB
WJIY TIOBBIILIEHHSI YaCTOTHI UX BOSHUKHOBEHHUS);
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4) UACHTHYHOCTh CIIOCO0a BBEACHUS U IPUMECHCHUS,

5) oTcyrcTBHE KIMHMYECKHM 3HAYUMBIX pPa3IMYUil TpU MPOBEIECHUU MCCIEIOBAHUS
OMOPKBUBAJICHTHOCTH JICKAPCTBEHHOTO TpermapaTa Wik B CIIy4ae HEBO3MOXKHOCTH IPOBEICHUS
3TOTO UCCIIEJOBAHMS OTCYTCTBHE KIMHUYECKH 3HAYUMBIX Pa3IHU4Mii MoKa3aTesei 6e30macHoCTH
U 3(PQPEeKTUBHOCTH  JIEKAPCTBEHHOTO  IMpemapara MpU  TPOBEJACHUHM  HCCIICIOBAHUS
TEparneBTUYECKON HSKBUBAJIEHTHOCTU. JlaHHBIM mapaMeTp HE MPUMEHSETCS B OTHOIICHUU
BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX IMIPEMapaToB, yKa3aHHbIX B 4actu 10 crateu 18 Hacrosiero
®denepanbHOro 3akoHa. B oTHOmEHWHM OMOAHATIOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX
npernapatoB (OMOaHAIOTOB) JaHHbIE 00 OTCYTCTBHHM KIMHHYECKU 3HAYMMBIX Pa3IHuuil
Oe3omacHOCTH, A(PGEKTUBHOCTH W HMMYHOTEHHOCTH JIGKAPCTBEHHOrO IperapaTra [0
pe3yibTaTaM TPOBEACHHUS KIMHWUYECKUX UCCICJOBAHHA TPEAOCTABISIIOTCS B IMOPSIKE,
YCTaHOBJICHHOM HACTOSAIICH YacThIO;

6) COOTBETCTBHE IMPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEICTBA TPEOOBAHMSIM HaJIJIEKAIIEH
MIPOU3BOJICTBEHHON MTPAKTHKHU.

2. CpaBHeHHE TMapaMeTPOB PETUCTPUPYEMBIX JICKAPCTBEHHBIX TMIpENaparoB IS
MEAMIIMHCKOTO TPUMEHEHUS OCYLIECTBIISIETCS KOMUCCHEH IKCIEPTOB SKCIEPTHOTO YUPEKICHUS
IpH  TMPOBEICHUU DKCHEPTHU3Bl TAKWUX JICKAPCTBCHHBIX IPENapaTroB B TPOIECCe HX
rOCyIapCTBEHHOW  perucrpanuu. BbIBOABI 3KCHEPTOB O  B3aMMO3aMEHSIEMOCTH  HIIU
HEB3aMMO3aMCHSEMOCTH JICKAPCTBEHHBIX TPENapaTroB IS MEIUIIUHCKOTO TPUMCHEHUS,
CIeNaHHBIC B pe3yJbTaTe 3TOr0 CpaBHEHUs, O(GOPMIISIOTCS B BUIE MPUIOKEHUS K 3aKIIOUYCHHUIO
IKCIIEPTOB 1O  (opMe, YTBEPKACHHOH  YIOJTHOMOYCHHBIM  (elepaabHbIM  OPTaHOM
UCIIOJTHUTENIbHOM BJIACTH.

3. [TomoskeHUsT HACTOSIIEH CTaThH HE PACIIPOCTPAHSIIOTCS HAa peEPEHTHBIC JICKAPCTBCHHBIC
mpenaparsl, JIEKApCTBEHHBIE PACTUTENbHBIE Mpenaparbl, FOMEONAaTHYECKHE JIEKapCTBEHHbIE
mpermaparsl M JIGKAPCTBCHHBIC IPErmapaThl, KOTOPBIC pa3pelieHbl JJII MEIUIIUHCKOTO
npuMmenenus B Poccuiickoit ®denepauuu Oonee nBaguaTH J€T W B OTHOIIEHWH KOTOPBIX
HEBO3MOXKHO MPOBEICHHUE UCCIICIOBAHUS UX OMO3KBUBAJICHTHOCTH.

Cratbs 28. PeructpannoHHoe yJ0CTOBEpEHUE JIEKAPCTBEHHOTO Mpernapara

1. PeructpanmmoHHO€ YJIOCTOBEpEHHME JIEKAPCTBEHHOTO IMIpenapara ¢ YyKa3aHUEM
JIEKapCTBEHHBIX ()OPM U JIO3UPOBOK BBIIAETCS OECCPOYHO, 32 UCKIIOYCHHEM PETUCTPAIMOHHOTO
YAOCTOBEPEHUSI JIEKAPCTBEHHOTO Ipemnapara, BbIAaBAEMOr0 CO CPOKOM JICMCTBHUS MAThH JIET, HA
BIIEPBBIE perucrpupyemMsie B Poccuiickoit @enepannu JIeKapCTBEHHBIE MPEnaparhl.

2. Ilo ucreueHnn yKa3aHHOTO B YacTH | HACTOSIIEH CTaThbH CPOKA BBIJAETCS OECCpOUHOE
PErUCTPAlMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara Ipu YCIOBUM IOATBEPKICHUS
€ro rocyapCTBEHHOUN pErUCTPALNY.

3. B cnyuae BHecenust B cooTBeTcTBUH cO cTaThsimu 30 u 31 HacTtosmiero ®enepaibHOTO
3aKOHAa HM3MEHEHUI B COJEpIKAlUECs B PErMCTPAlMOHHOM JIOCh€ Ha 3apEeTUCTPUPOBAHHBIN
JIEKapCTBEHHBIM  mpenapaT JOKYMEHTBI, 3aTParMBalOLIMX  CBEACHUS, OTPaXEHHbIE B
PETUCTPAlMOHHOM  YJOCTOBEPEHHMHM  JICKAPCTBEHHOTO  TMpenapara,  yHOJHOMOYEHHBIN
dbenepanbHBIN OpraH UCIOJHUTEIBHON BIACTH BBIIAET HOBOE PErHCTPAI[MOHHOE yIOCTOBEPCHHE
JIEKapCTBEHHOT 0 TIpernapara, CoAepskallee BHECEHHbIE B HETO U3MEHEHMUSI.

(uacth 3 BBeneHa DenepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

4. B ciuyyae yTparbl WM TOBPEXKIEHUS PETUCTPAUMOHHOTO  YAOCTOBEPEHUS
JIKapCTBEHHOTO TIperapara Mo 3asBICHHUI0 B MUCbMEHHOW (opme neprkaTens WM BIaAenblia
PETUCTPAIMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOIO Mpenapara Wi YHOJHOMOYEHHOTO WMH
JIPYroro IOPUAMYECKOTO JIMIIAa O BbIJade AyOJIMKaTa PErHCTPAlMOHHOTO YAOCTOBEpPEHUS
JIEKapCTBEHHOTO TIpenapara yroJHOMOUYECHHBIN (eepaibHbI OpraH MCIIOJHUTEIHFHOW BIIACTH B
CPOK, HE TPEBBIMIAOIMINN JecATH pabouux THEH cO AHS TOCTYIUICHHS 3asBICHUS, BbIIaeT
TyONMUKAT PErucTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TMperapaTta. 3a BblIady
nyOnuKaTa PErucTPAlMOHHOTO YAOCTOBEPEHMsI JIEKAPCTBEHHOTO TMpemnapara B3UMaeTcs
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roCyJapCTBEHHas IOLIJIMHA B COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickonn denepanuu o
Hajorax u coopax.
(uacTb 4 BBeneHa DenepanbHpIM 3aKk0HOM 0T 22.12.2014 N 429-03)

Koncynsrantlntoc: npumeqanue.
B cootBercTBuN ¢ @enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 ¢ 1 auBaps 2017 rona
cTaths 29 OyneT u3NoKeHa B HOBOM peIaKIIuu.

Cratbs 29. IlonreepxaeHue ToCy1apCTBEHHON PErUCTpalliy JEKapCTBEHHOTO IIpenapara

1. IloaTBepxkneHue TOCYJAapCTBEHHON pEerucTpanuu JIEKapCTBEHHOIO  Ipernapara
OCYIIIECTBIISICTCS IPU BblJjaue OECCPOUHOTO PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npemnapara B ciiydae, yKazaHHOM B 4dacTu 2 crtatbu 28 Hactosimero denepanbHoro 3akoHa, B
CPOK, HE MpPEBBIIAIONINI AEeBSIHOCTA Pa0OYMX JHEH CO JHSA TMOJYYEHHUS COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM  (heIepaibHBIM ~ OPTaHOM  HUCIIOJIHUTENBHOW  BJIACTH  3asBJICHUS O
MOATBEPKJIECHUU  TOCYAApCTBEHHOM  pErucTpald  JIGKQpCTBEHHOrO  Ipernapata s
MEIUIUHCKOTO IPUMEHEHHUs, 0()OPMIIEHHOTO B COOTBETCTBHH C YaCThIO 2 CTaThU 18 HACTOAIIETO
@DenepallbHOTO 3aKOHA, JTUOO 3asBJICHUS O TMOATBEPNKACHUU TOCYAAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTI'O IIpernapaTa /jisi BETEpMHAPHOTO PUMEHEHUS], 0)OPMIIEHHOTO B COOTBETCTBUH C
yacTblo 2 cratbi 17 HacTosero denepanbHOro 3aKOHa.

(B pea. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

2. lloarBepkaeHue TOCYAapCTBEHHOM PETMCTpallMM  JIEKAPCTBEHHOI'O  Ipenapara
OCYIIIECTBJISIETCS 1O Pe3yJIbTaTaM SKCIIEPTH3bl OTHOLIEHUS OXHIa€MOM MOJIb3bl K BO3MOXHOMY
PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO MIpenapara, a TakKe 3KCIEePTU3bl Ka4yeCTBa JIEKapCTBEHHOIO
CpEJCTBA, MPOBOJUMON B Cily4yae BHECEHHS HW3MEHEHUH B HOPMAaTUBHYIO JIOKYMEHTALUIO WJIU
HOPMATHUBHBIN TOKYMEHT.

(vactsb 2 B pen. enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

3. K 3asgBieHu0 0 NOATBEPKICHUM TOCYNAPCTBEHHON pETrMCTpaluy JIEKapCTBEHHOTO
npenapara Ui MEAMIIMHCKOTO NPUMEHEHHUs MpujarairoTcs JOKYMEHT, MOATBEP KIAIOIIUI
yILUIaTy TOCYNApCTBEHHOM TIOLUIMHBI 3a IOATBEP)KIEHUE TOCYJAapCTBEHHOM pPETUCTpalnun
JIEKapCTBEHHOI'0 IIpernapaTa s MEJUIMHCKOrO TMPUMEHEHUs, JOKYMEHT, COAepKallui
pe3ysabTaThl MOHMTOPUHIA O€30MacHOCTH JIEKapCTBEHHOI'O IMIperapara A MEIUIUHCKOro
NPUMEHEHHUs, NPOBOAMMOIO 3asBHUTENEM, MO (OpMe, YCTaHOBIEHHOHM COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (peiepanbHbIM OPraHOM HMCIOJIHUTENBHOM BIIACTH, JOKYMEHT, IepeBeICHHBIN
Ha PYCCKHUH SA3bIK, OJITBEPKIAIOLINI COOTBETCTBHE MPOU3BOANUTENS JIEKAPCTBEHHOTO MIpernapara
JUISL MEIUIIMHCKOrO MPUMEHEHMs] TpeOOBaHUSAM IPaBU HaJJIeXKallell Mpou3BOJICTBEHHOM
IIPAKTUKH, BBIAAHHBIA KOMIIETEHTHBIM OPraHOM CTpPaHbl IPOU3BOJUTEINS JIEKAPCTBEHHOTO
npenapara s MEAMIMHCKOTO TNPUMEHEHUS U 3aBEpEHHBbIH B YCTAHOBJIEHHOM IIOpSKE,
JIOKYMEHT, NIEPEBEJCHHBIA HA PYCCKUH S3bIK, IOATBEPKIAOIINI COOTBETCTBUE ITPOU3BOIUTENS
dbapmareBTUUeCKOl CyOCTaHIIMM TpeOOBaHUSAM TMPaBUJ HAJUICKAIIEH MPOU3BOJICTBEHHON
NPAaKTUKH, BBIJAHHBIM KOMIIETEHTHBIM OPraHOM CTpaHbl MPOM3BOIUTENS (apMareBTUYECKOH
cyOCTaHIIMM, 3aBEPEHHbI B YCTAHOBJIIEHHOM TIOpSAJKE U COJAepXallluid HauMEHOBaHUE
dapmarieBTHyeckoi cyOcTaHIMK (MEXIYHApOJHOE HEMaTeHTOBAHHOE WJIM XHMHYECKOe U
TOpProBO€ HAMMEHOBaHHWS), HAMMEHOBAaHWE M aJpec MpoU3BOAUTENS (papMareBTHUECKOU
CyOCTaHIIUM, CPOK TOJAHOCTHU (hapMalleBTUYECKON CyOCTaHIIUH.

(uactsb 3 B pen. denepanpHoro 3akoHa ot 29.12.2015 N 389-D3)

3.1. K 3asBneHuto 0 NMOATBEPXKAECHUU TOCYJapCTBEHHON DPETUCTpPALUU JIEKAPCTBEHHOTO
mpenaparta s BETEPUHAPHOTO MPUMEHEHHs MPUIAraloTcs JOKYMEHT, MOATBEP KIAIOIIUi
yIUIaTy TOCYJApCTBEHHOH TOLUIMHBI 3a IOATBEP)KIEHUE TOCYIAapCTBEHHOM pPETUCTpalun
JIEKapCTBEHHOI'0 Ipernapara Ui BETEPUHAPHOTO TPUMEHEHMs, JOKYMEHT, CcojAep Kallnui
pe3yabTaThl MOHUTOpPMHIA O€30MacHOCTH  JIEKapCTBEHHOIO  Iperapara, IMpOBOJUMOIO
3asgBUTENEM, 10 (OpMeE, YCTAaHOBICHHON COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM (eaepatbHbIM
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OpraHOM HCIOJHUTEIbHONW BIACTH, a TaK)KE€ JOKYMEHTHI, YKa3aHHbIE B IIyHKTE | M IOJIyHKTax
"a", "6", "k", "n" mynkra 4 yactu 3 crathu 17 Hacrosmero deaepaabHOTO 3aKOHA.
(vactp 3.1 BBeneHa ®@enepanbHbiM 3aKk0HOM OT 13.07.2015 N 241-D3)

3.2. HopmaTuBHas AOKyMEHTAlMsl WM HOPMATUBHBIN JOKYMEHT, IPOEKT MHCTPYKLUU IO
IPUMEHEHUIO JIEKAPCTBEHHOI'O IIperapara, MPOEKThl MAaKETOB IEPBUYHOM YIAKOBKU U
BTOPUYHOM (MOTPEOUTENBCKOM) YIMAKOBKM JIEKAPCTBEHHOrO IpenapaTa Ipuiararorcesa K
3asBJICHUI0O O TOATBEPXKAECHUU TOCYAAPCTBEHHOW pEerucTpalnuu JIEKapCTBEHHOrO Ipenapara
BHOBb TOJIBKO B CJIy4ae, €CJIM B HUX BHOCATCS U3MEHEHUS.

(uacTsb 3.2 BBeneHa DenepanbHbIM 3ak0HOM OT 13.07.2015 N 241-03)

4. B Teuenue necatu pabouyMx AHEH cO JHSA NPHUHATUSA 3asBJICHUS O IHOATBEPIKICHUU
rOCYJapCTBEHHON pPETUCTpAIMM JIEKAPCTBEHHOTO TpenapaTa ¥ HEOOXOAMMBIX JIOKYMEHTOB
COOTBETCTBYIOLIMI YIIOJTHOMOYEHHBIH (hefiepalibHbli OpraH UCIIOJIHUTEIBHON BIACTH:

1) npoBOOUT NPOBEPKY MOJIHOTBI M JOCTOBEPHOCTH CBEACHUMH, COJIEp)KalIUXcs B
IPECTaBICHHBIX 3asBUTENIEM MaTepuaax;

2) mpUHMMAeT pelIeHHEe O NPOBEACHUM HIM 00 OTKa3e B INPOBEICHHM SKCIEPTU3BI
OTHOILEHUSI OXXUJAEMOM TMOJIb3bI K BO3MOXKHOMY PpHUCKY IPHUMEHEHHUS JIEKapCTBEHHOIO
npenapara, a TakKe SKCIIEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CPENCTBA, MPOBOJMMOI B ciiyyae
BHECEHHUSI U3MEHEHUI B HOPMAaTUBHYIO JTOKYMEHTALMIO UM HOPMATUBHBIHN JJOKYMEHT;

(m. 2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3) yBenomisieT B NUCbMEHHOW (opMe 3asBUTENsI O NMPHUHATOM PEIICHUH WIM B cilydae
INPUHSTUS pellieHus: 00 0TKa3e B MPOBEACHUH SKCIIEPTU3BI C YKa3aHUEM IIPUYMH TAaKOI'0 0TKa3a.

4.1. B cinyyae BbISIBIIEHUS] HEJOCTOBEPHOCTH CBEJCHUMN, COACPIKALLMXCS B IPE/ICTaBICHHBIX
3asgBHTEIEM MaTepHajax, YMOJHOMOUYEHHBIH (QenepaibHblii OpraH HCHOJHHUTEIBHON BIACTH
HalpaBseT 3asBUTENIO 3alpoc 00 YTOUHEHMH YKa3aHHBIX CBeACHUH. JlaHHBIN 3ampoc MOKeT
OBITh MEpeIaH YIOJHOMOYEHHOMY IPEICTAaBUTEINIO 3aBUTENS JMYHO 101 PACIUCKY, HAallpaBJeH
0 [TOYTE 3aKa3HbIM MCbMOM MJIM NE€peJlaH B 3JEKTPOHHOM (popMe IO TeIeKOMMYHHKAILIMOHHBIM
KaHajaMm cBsi3U. B ciydae HampaBieHMsI IaHHOTO 3allpoca IO IOYTE 3aKa3HbIM NHCbMOM OH
CUMTAETCS MOJYyYEHHBIM 10 MCTEYEHHUH IIECTH JHEH C JaThl HAIPABIEHUS 3aKa3HOIO IUChMa.
(uacTb 4.1 BBenena denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 00sf3aH MPEJCTaBUTh OTBET HA 3alpoC YHOJIHOMOYEHHOTO (heaepanbHOro
OpraHa MCIOJHUTEIbHON BJIACTH B CPOK, HE MPEBBIIAIOUINI AeBsiHOCTAa padounx JHEH co JHS
nojsyueHuss gAaHHoro 3ampoca. Cpok, ykKa3aHHBIW B 4acTM 4 HacTOALIEH CTaTbH,
PUOCTAaHABIMBAETCA CO JIHA HANpaBlI€HMs] 3asABUTENIO0  3alpoca  yINOJIHOMOUYEHHOTO
(benepaabHOrO OpraHa MCIOJHHUTEIbHON BIIACTH 10 AHS MOJYYEHHUS UM OTBETa Ha JAHHBIN
3aMpoc M HE YYUTHIBAETCS MpPH MCUUCICHUHM CpOKa MOJITBEPXKJIEHUS TIOCYIapCTBEHHON
PETUCTPALIMU JIEKAPCTBEHHOTO TIpernapara.

(uacTb 4.2 BBeneHa DenepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHOBaHUEM U1 OTKa3a B MPOBEACHUM DKCIIEPTU3bI OTHOLIEHUS 0XKHMIaEMOU MOJIb3bI K
BO3MO)XKHOMY PHUCKY MPUMEHEHMsI JIEKapCTBEHHOrO Mperapara W (Mju) 3KCHEpTHU3bl KauecTBa
JIEKapCTBEHHOTO CPEJCTBA SBJISIETCS MPEICTaBIEHUE JOKYMEHTOB, yKa3aHHbIX B 4YacTsax 1 u 3
HACTOALIEH CTaTbU, B HETIOJTHOM 00beMe, HEMPEICTaBICHUE 3asiBUTENIEM B YCTAHOBJIEHHBIA CPOK
OTBETa Ha yKa3aHHbIM B yacTu 4.1 HacTOsIIEH CTaTbU 3apoC YIOJIHOMOYEHHOTO (eepaTbHOro
OopraHa HCIOJHHUTEIbHOM BJIAcTH, a TaKXe OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTax
UCUEPIIBIBAIOIIUX CBEACHUMN, KOTOPBIE IOJIKHBI ObITh OTPayKE€HBI B HUX.

(B pen. denepanbubix 3akoHOB 0T 29.11.2010 N 313-D3, o1 25.11.2013 N 317-D3)

6. DxcnepTu3a OTHOLIEHHUS OKMUIAEMOW IIOJIb3bl K BO3MOXKHOMY DPHCKY INPUMEHEHHS
JIEKapCTBEHHOI'0 Tpernapara M (WIM) SKCHepTH3a KayecTBa JIEKaPCTBEHHOI'O CPEACTBa B LENSIX
MOATBEPXKJIEHUS TOCYJAapCTBEHHON PEruCcTpalyy JIEKApCTBEHHOIO IIpernapaTa MPOBOJATCSA Ha
OCHOBaHUU JIOKYMEHTOB, YKa3aHHBIX B 4acTH 3 HACTOSIIEH CTaTbH, B MOPSAKE, YCTAHOBICHHOM
yacTsimu S - 8 cratbu 23 u ctatheil 24 HacTosiero denepanbHOro 3akoHa.

(uacTsb 6 B pen. denepanpHoro 3akoHa oT 29.11.2010 N 313-D3)
7. B mepuoa mpoBeneHUs NPOLEAYpPbl NMOATBEPKACHUS IOCYIapCTBEHHOW PETUCTpaLUU
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JICKapCTBEHHOTO IIperapara ero TpPaXJaHCKHH 000pOT OCYyLIECTBISETCS Ha TEPPUTOPUU
Poccuiickoit denepanumu.

8. OcHoBaHMeM JUIsl OTKa3a B IOATBEP)KICHUM TIOCYAAPCTBEHHOM perucrpanuu
JIEKapCTBEHHOTO IIpenapaTa SIBJISETCS PELIEHHe COOTBETCTBYIOLIETO  YIOJHOMOYEHHOI'O
(denepanbHOrO OpraHa UCIOJIHUTEIBHOW BIACTH O TOM, YTO KauyecTBO U (WiH) 3(h(HEeKTUBHOCTH
JIEKapCTBEHHOTO IIpernapara He IOATBEPXKJEHbl IOJyYEHHBIMH JAaHHBIMH HJIM 4YTO PHUCK
IPUYMHEHUS BpEeAa 370POBbIO YEJIOBEKA WUJIM KUBOTHOI'O BCIEACTBUE MpUEMA JIEKAPCTBEHHOIO
npenapara npesblaeT 3pGeKTUBHOCTb €ro NPUMEHEHUS.

(uactb 8 BBeneHa denepanbHpIM 3aKkoHOM 0T 22.10.2014 N 313-03)

Koncynsrantlntoc: npumevanue.

JlepxaTtenu WM BJAJENbLBl  PErMCTPALMOHHBIX  yJOCTOBEPEHMM  JIEKApCTBEHHBIX
IpenapaToB MOTYT MOJATh 3asBJICHUS 00 ONMpENeICHMH B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX
IpenapaToB JUIsl MEIULMHCKOIO IPUMEHEHHUS B TIOPsJIKE, yCTaHOBIEHHOM cratheil 30 (B pea. oT
22.12.2014), no 31 nexabps 2016 rona (Penepanbublii 3akoH 0T 22.12.2014 N 429-03).

Cratps 30. BHeceHue u3MEHEHUH B JOKYMEHTBI, COAEpXkAIIMECs B PErMCTPALMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JEKapCTBEHHBIH Mpenapar A1 MEJUIMHCKOTO IPUMEHEHUS

Koncynsrantlntoc: npumeqanue.
B cootBerctBuN ¢ PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 ¢ 1 auBaps 2017 rona
yacTh 1 crarbu 30 OyAeT u3i0KeHa B HOBOW pelaKIUHU.

1. B mensx BHECCHHS] M3MEHEHHH B JOKYMEHTBI, COJCpPIKAIIHMECS B PErHCTPAIMOHHOM
JIOChE Ha 3aperHCTPUPOBAHHBINA JICKAPCTBEHHBIN Iperapar Jjis MEAMIIMHCKOTO MPUMCEHCHHUS,
3asIBUTEINIb TPEJCTABIIICT B YIIOJTHOMOYCHHBIN (De/epanbHblii OPraH HWCIIOJTHHUTEIBLHOW BIIACTH
3asBJICHHE O BHECEHHHM TaKWX HW3MEHEHUH Mo ¢opMme, YCTAHOBICHHOW YMOIHOMOYEHHBIM
deneparbHBIM OPraHOM HCIOJHUTEILHON BJIACTH, W TNPUIOKCHHBIE K HEMY W3MCHCHHS B
YKa3aHHbIE JIOKYMEHTHI, a TaKKe JOKYMEHTHI, MOATBEPXkAAIIINEe HEOOXOTUMOCTh BHECEHUS
TakuX W3MEHEHWU. [IpuHSITHE penieHHs 0 BHECCHHHM TaKUX HW3MEHEHHWH WM 00 OTKa3e B HX
BHECEHUHU OCYIIECTBISIETCS B CPOK, HE MPEBBIMAIONIMN AEBSIHOCTA pabo4yux AHEH co JHS
MPUHSTHS YIIOJTHOMOYEHHBIM (De/IepaTbHbIM OPTaHOM HCIIOJHUTEILHOW BIIACTH 3asBICHUS O
BHECEHUH TaKUX U3MEHEHUH.

2. DKCnepTr3a JCKApCTBEHHBIX CPEIICTB B YAaCTH IKCIEPTHU3BI KA4eCTBA JICKAPCTBEHHOTO
cpeacTBa U (WMIM) DKCHEPTHU3Bl OTHOIIEHUS OXHUIAEMOW TOJh3bI K BO3MOKHOMY PHUCKY
MIPUMEHEHHUS JICKAPCTBEHHOTO TIpernapara ik MEAUIIMHCKOTO MPUMEHECHHSI IIPOBOUTCS B CITydac
BHECEHHUS M3MEHEHHH B JOKYMEHTBI, COJepKallhecs B PEruCTPAlMOHHOM JIOChe Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar, B OTHOIICHUU:

1) cBenenuii, yka3aHHBIX B MHCTPYKIIMH 110 METUIIMTHCKOMY MTPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara:

a) NekapcTBeHHas ¢opMa C yKa3aHHMEeM HaWMEHOBaHWI M KOJMYECTBEHHOTO COCTaBa
JNEHCTBYIOINX BEIIECTB W KAYeCTBEHHOT'O COCTaBa BCIIOMOTATENIBHBIX BEIIECTB  (TIpH
HEO0OXOIUMOCTH KOJTMYECTBEHHOT'O COCTaBa BCIIOMOTATENILHBIX BEIIECTB);

0) dapmakoguHaMuka W (apMaKOKWHETHKA (32 WCKIIOYeHHEM (HapMaKOKHHETHKH
TOMEOTNaTHYECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

B) TIOKa3aHUs JJI IPUMCHCHUS;

T') IPOTUBOTIOKA3aHUS ISl IPUMEHEHUS;

1) MEpHI IPEIOCTOPOKHOCTH TIPH TPHUMECHECHUN;

€) yKa3aHue BO3MOXKHOCTH U OCOOCHHOCTEH MPUMEHEHUs JICKApCTBEHHOTO Ipemnapara s
MEJMIIMHCKOTO TPUMEHEHUsT OepEeMEHHBIMH JKCHIMWHAMU, XCHIIWHAMHU B TIEPUOJ TPYTHOTO
BCKapMIIMBAHMUSI, IETHMU, B3POCIBIMU, IMEIOIIUMU XPOHHUECKHE 3a00/IeBaHUS;
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) PEKUM JTO3UPOBAHUS, CIIOCOOBI BBEACHUSA U MPUMEHEHUs, IPU HEOOXOJUMOCTH BpEMsI
pHeMa JIEKapCTBEHHOTO Mpernapara, MpoI0JDKUTEIBHOCTh JICUEHUS, B TOM YHCIe Yy JeTel 10 U
110CJI€ OJTHOTO I'0J1a;

3) BO3MOXHBIE MOOOYHBIE JEHCTBUS W HEXKeNaTeNIbHbIE PEaKUUU IPU NPUMEHEHUU
JICKapCTBEHHOTO Mpenapara;

1) CUMIITOMBI [I€PeI03UPOBKH, MEPHI IO OKA3aHHIO IIOMOILY MIPU MEPEI03UPOBKE;

K) B3aUMOJICHICTBHE C APYrUMH JICKQpPCTBEHHBIMH TpenapaTaMd W (MJIM) MHUIIEBBIMH
MPOJIYKTaMU;

171) (hOpMBI BBIITyCKa JIEKaPCTBEHHOTO TIpenapaTa;

M) yKkazaHue (IIpu He0OXOJAMMOCTH) OCOOCHHOCTEH NEHCTBHS JICKAPCTBEHHOTO Ipernapara
IpY IEPBOM IIPHEME HITU TIPH €0 OTMEHE;

H) CBEJCHHUS O BO3MOXXHOM BIIMSIHUM JIGKAPCTBEHHOTO IIpernapara A MEIUIUHCKOTO
NPUMEHEHHS Ha CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMH CPEICTBAMU, MEXAaHU3MAMU;

0) CPOK TOJIHOCTH M YKa3aHHME Ha 3alpeT MPUMEHEHHUs JIEKapCTBEHHOrO Ipemnapara Io
UCTEYCHUHU CPOKA FOJJHOCTH;

I1) YCIIOBUS XPaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JEKapCTBEHHOTO Ipernapara Jisi METUIIUHCKOTO PUMEHEHUS;

3) W3MEHEeHHs MecTa TPOM3BOJCTBA JIEKAPCTBEHHOI'O TIpemapara Jjisi MEIULUHCKOTO
MIPUMEHEHUS;

4) W3MeHeHUs MoOKa3aTeJel KadyecTBa JIEKApCTBEHHOTO Mperapara il MEIHIIMHCKOTO
npuUMeHeHus U (WIM) METOAOB KOHTpOJIA KadecTBa JIGKQpPCTBEHHOIO Mpemapara s
MEIUIUHCKOTO IPUMEHEHUS;

5) wu3MeHeHHs CpoKa TOJHOCTH JIGKAPCTBEHHOrO Ipemapara [Uisi MEIUIIMHCKOTO
NPUMEHECHHUS;

6) cBemeHU O HEOOXOAMMOCTHM BHECEHHS MWHBIX HM3MEHEHHH B WHCTPYKIHUIO IO
MEIUIUHCKOMY TPHUMEHEHHIO JIEKAPCTBEHHOTO IIpenapara, a TakKe B HHbBIE JOKYMEHTHI,
coJiepKallecs B peruCTpallMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpernapar.
[Ipu >TOM pemieHHe O MPOBEICHHWM JKCIIEPTHU3bl KauyecTBa JIEKAPCTBEHHBIX CPENCTB W (WJIH)
OKCHEpPTH3bl OTHOLIEHHS OXHJIAEMOM TMOJIb3bI K BO3MOXKHOMY PHCKY TPUMEHEHUS
JIEKApCTBEHHOTO Tperapara Ui METUIIMHCKOTO NMPUMEHEHHS] TPUHUMAETCS B COOTBETCTBUH C
YTBEP)KJICHHOH  YIMOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoM  HMCIOJHUTEIbHOM  BIIACTH
KJaccu(uKanuel M3MEHEHU, BHOCHMBIX B JOKYMEHTBI, COJIEpIKAIIAEecs B PETUCTPAIIMOHHOM
JI0ChE Ha 3apeTUCTPUPOBAHHBIN JIeKapCTBEHHBIH Mpernapar.

(vacts 2 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. C 3asBIeHMEM O BHECEHMHM HW3MEHEHMH B JIOKYMEHTHI, COJEp)Kalluecs B
PETUCTPAIIMOHHOM  JIOCh€ Ha  3aperHCTPUPOBAHHBIA  JIGKAPCTBEHHBIM  Tpemapar  Juls
MEIUIUHCKOTO TMPUMEHEHHs, Hapsily C JOKYMEHTaMM, YKa3aHHbIMH B 4YacTH | HacTosuien
CTaTbW, 3asBHUTENIb  TPEICTABISET KOMHHM JOKYMEHTOB, MOJTBEPXKIAIONIMX  YIJIATy
rOCyJapCTBEHHOHN MOIIIMHBI 332 BHECEHHE B JOKYMEHTBI, COZEpKallhecs B PErHCTPaLMOHHOM
JIOChe Ha 3aperHCTPUPOBAHHBINA JIEKAPCTBEHHBIN Iperapar s MEAWIMHCKOTO TPUMEHEHHUS,
U3MEHEHUH, TPeOYIOIUX MPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJCTB B YACTU HKCIIEPTHU3HI
Ka4yecTBa JICKAPCTBEHHOTO CpPEeACTBAa M (WIJIM) DKCHEPTH3BI OTHOIICHUS OXKUIaEMOU IOJIB3BI K
BO3MOXXHOMY PUCKY IMPUMEHEHHUs JIEKapCTBEHHOT'O Mpernapara i MEJUIIMHCKOTO IPUMEHEHHUS,
TOCYJapCTBEHHOHN TONIIMHBI 32 BHECEHHE B JOKYMEHTBI, COICpIKAIMECs B PErHCTPAMOHHOM
JI0OChE Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar Jjis MEAMIMHCKOTO MPUMEHEHHS,
U3MEHEeHHH, He TPeOYIONMX MPOBEACHHUS IKCIIEPTH3BI JIEKAPCTBEHHOTO CPENICTBA, MO0 BIpaBe
OpeJCTaBUTh IO COOCTBEHHOW WHMIMATHBE YKa3aHHbIE JIOKyMEHTh.. B ciydae wux
HETIPE/ICTABJICHUS YITOTHOMOUYEHHBIN (ellepantbHbIil OpraH WCIOJHUTEIBHON BIACTH MPOBEPSET
dakT ymIaTel TOCYAAapCTBEHHBIX IOLUUIMH 3asiBUTENEM TOCPEJACTBOM  HCIOJIb30BAHUS
uHpopManMu 00 yIaTe TroCyAapCTBEHHBIX IOLUIMH, cojaepxkaileiics B [ocymapcTBeHHON
UH(POPMALIMOHHOM CHCTEME O TOCYIAapCTBEHHBIX M MYHHMIIMIIAIbHBIX IJIaTeXaxX, HA OCHOBAHUU
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MIPEICTABICHHBIX 3asIBUTEIEM KOIMUM JTOKYMEHTOB, MOATBEPKAAIOIINX YIUIaTy TOCY1apCTBEHHON
MOIUINHBI.
(uactsb 3 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4. B Tteuenue necatu paboOYMX JHEW CO JHS TOCTYIUICHHS YKa3aHHOTO B YacTu |
HACTOSIIEH CTaThbH 3asBJICHUS M HEOOXOAWMBIX JOKYMEHTOB YIOJIHOMOYEHHBIH (eaepanbHbIi
OpraH UCIOJIHUTEIbHOM BJIAaCcTH:

1) npoBOOUT NPOBEPKY MOJIHOTBI M JOCTOBEPHOCTH CBEACHUH, COIEp)KalIUXci B
MIPE/ICTABJICHHBIX 3asBUTENIEM MaTepuaiax;

2) IpUHMMAET pELIEHUE O INPOBEACHMM YKa3aHHBIX B 4YacTU 2 HACTOSALIEH CTaTbu
COOTBETCTBYIOIIUX 3KCIEPTU3 JIEKAPCTBEHHOT'O CPEACTBA WU 00 OTKa3e B UX MPOBEACHHH;

3) yBenomiIsieT B 3JEKTPOHHOHN WM MUCbMEHHOHN (hopMe 3asBUTEINS O MPUHATOM PELICHUU
WIM B CIy4yae MPUHATHS peleHus 00 OoTKa3e B IMPOBEICHUH COOTBETCTBYIOIIECH SKCHEPTU3BI C
YKa3aHHWEM IIPUUMH TaKOro OTKasa.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. B citydae BbIsIBJIEHUS! HEJOCTOBEPHOCTH CBEJEHUI, COAEPKAIMXCS B IIPECTABIEHHBIX
3asgBUTENIEM MaTepuanax, YINOJHOMOYEHHBIH (eaepanbHblii OpraH UCHOJHUTEIBLHOW BIIACTH
HaIpaBJIET 3asABUTENIO 3aIPOC 00 YTOYHEHUM YKa3aHHbBIX CBeleHUIl. [laHHBIN 3ampoc MOXKET
OBITh MEepe/IaH YIOJTHOMOYCHHOMY MPEICTABUTEINIO 3asiBUTENS IMYHO MO/ PACIUCKY, HalpaBlIeH
IO MTOYTE 3aKa3HBIM MICHMOM HJIH TEPEIaH B 3JICKTPOHHOU (POpMe 1O TEIEKOMMYHHKAIIHOHHBIM
KaHaJlaM CBsI3M. B cilyyae HampaBieHUsi TaHHOIO 3ampoca MO MOYTE 3aKa3HbIM MUCBMOM OH
CUMTAETCS MOJYyYEHHBIM IO UCTEYEHUH LIECTU JHEH ¢ JaThl HApaBICHUS 3aKa3HOIO MUChbMa.
(uactp 4.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTeNnh 00s3aH MPEACTABUTH OTBET HA 3alpPOC YIOJTHOMOYECHHOTO (eaepaibHOTO
OpraHa HMCIOJHHUTEIbLHON BIACTH B CPOK, HE MPEBBIMIAIONINI AeBsIHOCTAa pabouux AHEH co JHS
noyydeHus: JgaHHoro 3ampoca. Cpok, yKa3aHHbIH B dYacTu 4 HACTOAIIEH CTaThH,
MPUOCTAHABIMBAETCS CO JHSA HANpaBJiCHUS 3aiBUTENIO  3alpoca  yINOJIHOMOYEHHOI'O
(denepanbHOro opraHa HCIOJHUTENbHOM BIACTU O JHS IOJYYEHUS MM OTBETAa Ha JIaHHBIM
3alpoC U HE YUUTHIBAETCS MPU UCUNUCIEHUN CPOKA MIPUHATHUS PEIICHHS] O BHECEHUU U3MEHEHUH B
JOKYMEHTBI, COJAEpXalluecs B  PETUCTPALlMOHHOM JIOCh€ HA  3aperucTPUPOBAHHBIN
JIEKAPCTBEHHBIN MTpenapar sl MEAUIIUHCKOTO IPUMEHEHUS.

(uactp 4.2 BBeneHa PenepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JUIsi OTKa3a B NPOBEACHMM YKAa3aHHBIX B YacTH 2 HACTOSIIEW CTaTbU
OKCIEPTH3 SBISIETCS TPEACTABICHNE JOKYMEHTOB, MEPEYHCICHHBIX B YacTsx | u 3 HacTosmen
CTaTbH, B HEMOJIHOM O0ObeMe, HeMpeACTaBICHUE 3asiBUTEJIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha
yKa3aHHBIM B "actu 4.1 HacTosAled CTaThU 3aMpoC YMOJTHOMOYEHHOTO (enepallbHOr0 OpraHa
WCIIOJIHUTENIbHON BIIACTH, a TAKXKE OTCYTCTBUE B IMPEACTABICHHBIX JOKYMEHTaX JOCTaTOYHBIX
CBEJCHMM, NOATBEPXKIAIOUIMX HEOOXOJUMOCTh BHECEHUS W3MEHEHHM, WIM OTCYTCTBHUE
uH(pOpMaIli1, TOATBEPKIAOIIEH (HaKT yIaaTel TOCYAapCTBEHHBIX MOILINH, YKa3aHHBIX B 4acTU
3 HaACTOSIIEH CTAaThU.

(B pea. deaepanbHbIX 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

6. VYkazaHHble B 4YacTU 2 HACTOAILIEH CTAaThU SKCIEPTU3bl IMPOBOIATCS B MOPSIKE,
YCTaHOBJIEHHOM CTaThel 23 HacTosero denepalbHOTO 3aKOHa.

7. B cpok, HE MPEBBIMIAIONINNA JCCITH pabOYUX THEH CO JHS TONYYCHHUS 3aKJIIOUCHHUH
KOMHCCHM HSKCIIEPTOB MO pe3yjabTaTaM YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbU SKCIIEPTHU3,
YIIOJTHOMOYEHHBIHN (eiepalibHbII OpraH UCIIOIHUTEIbLHOM BIACTH:

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

1) mpuHMMaeT pelleHHe O BHECEHMM M3MEHEHHMH B JIOKYMEHTBI, COJepiKalluecs B
PETHCTPAllMOHHOM  JOCh€ Ha  3aperuCTPUPOBAHHBIN  JIGKAPCTBEHHBINM  Mpenapar A
MEAMIIMHCKOTO MIPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHI;

2) BHOCHUT B TOCYJApCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB HA OCHOBAaHUM PEIICHUS O
BHECEHMH W3MEHEHUH B JOKYMEHTbI, COJI€pKalliecsi B PpPErucTpalluOHHOM JIOCh€ Ha
3apETUCTPUPOBAHHBIA  JICKAPCTBEHHBIM  MmpenapaT s  MEAUIUMHCKOrO  MPUMEHEHHS,
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HEO0OXOMMbIC U3MEHEHUS U BO3BPAIAET UX 3asBUTEIIIO;

3) BbIIAaeT 3aABUTENI0 HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKapCTBEHHOTO
npernapara B cy4ae U3MEHEHHS CBEICHUN, COJEPKAIIUXCS B HEM.
(m. 3 BBenen DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHoBaHMEM /Ji1 OTKa3a BO BHECEHUM W3MEHEHUN B JIOKYMEHTBI, COJEpKalllhecs B
PETUCTPALlMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  Mpemapar A
MEAWIIMHCKOTO TMPUMEHEHUS, SIBISICTCS 3aKIFOUEHUE YIIOJTHOMOYEHHOTO (peiepalibHOTO OpraHa
MCIIOJTHUTENIHOM BJIACTH O BO3MOXKHOCTH CHIKEHHS 0€30MacHOCTH, KauecTBa, 3((HEKTUBHOCTH
JIEKAPCTBEHHOI'O CPEJICTBA B CIy4yae BHECCHHS TaKUX U3MECHEHUI.

9. Jomyckaetcsi oOpalieHue JIeKapCTBEHHBIX MPENnapaToB s MEAUIIMHCKOTO MPUMEHEHUS
JI0 KCTEUYCHHS CPOKA TOJTHOCTHU, TPOU3BEICHHBIX B TCUCHHE CTa BOCBMUJICCITH JHEU MOCIIe JaThl
IOPUHITHUS YIIOJTHOMOYEHHBIM (heJiepajabHbIM OpPraHOM HCIOJIHUTENbHOW BJIACTU DPELICHUS O
BHECEHUM W3MEHEHHH B JOKYMEHTBHI, COJAEp)KAIUECS B PETUCTPAIMOHHOM JIOChE, B
COOTBETCTBUHM ¢ HH(pOpMaluei, coaepkaieiicss B TOKYMEHTaX PErucTpPaloOHHOTO JTOChe Ha
JICKapCTBEHHBIN Mpernapar 0 JaThl IPUHATHS TAKOTO PEIICHHUS.

(uactb 9 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Crarps 31. BHeceHne M3MEHEHHH B JOKYMEHTBI, COACpXKAIIMUECS B PErMCTPAlUOHHOM
JIOChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar Jisi BETEPUHAPHOIO IIPUMEHEHUS

1. B mensx BHECEHMs] MU3MEHEHHM B JOKYMEHTBI, COJAEpIKaIlMeCs B PErUCTPAlMOHHOM
JI0OChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar [yuis BETEPUHAPHOIO NPUMEHEHHMS,
JieprKaTellb WU BIIaJeliel] PETUCTPAalMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOIO IpernapaTa Wiu
YIIOJIHOMOYEHHOE MM JpYroe IOpHANYEecKOoe JMLO (Janee B HacTOsIel cTaTbe - 3asBUTEIIb)
NPECTaBISIET B YIIOJIHOMOYEHHBIN (heiepalibHbI OpTaH MCIIOJHUTEIFHON BIIACTH 3asiBICHUE O
BHECEHWU TAaKMX HM3MEHEHUH 1o (opme, yCTAaHOBICHHOH YIOJIHOMOYEHHBIM (eaepanbHbIM
OpraHOM MCIIOJHUTEIbHOW BJIACTH, M NPUJIOKEHHBIE K HEMY H3MEHEHUS B YKa3aHHbIE
JOKYMEHTBI, a TaKXe JOKYMEHTBI, MOATBEp)KJalollue HEOOXOIUMOCTh BHECEHUS TaKuX
u3MeHeHul. [IpuHsaTue peneHnst 0 BHECEHUM TaKMX M3MEHEHUH Win 00 OTKa3e B UX BHECEHUU
OCYILECTBIISICTCSI B CPOK, HE MPEBBILAIONIMNA JIeBIHOCTA pabouux IHEH cO JTHS MPHUHATHUSL
YIOJTHOMOYEHHBIM (pelepaIbHbIM OPTaHOM MCIIOJIHUTEIbHOW BIACTH 3asiBICHHUS O BHECEHUU
TaKMX U3MEHEHUI.

(B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. B ciydyae BHECEHMs] MU3MEHEHHUH B JOKYMEHTBI, COJEpIKAIIMECi B PErMCTPAllMOHHOM
JI0OCb€ Ha 3apervuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpenapaT AJis BETEpUHAPHOIO NMPUMEHEHUs, B
OTHOILIEHUU CBEACHMI, yKa3aHHbIX B noamynkrax "e", "x", "k", "a", "®", "c", "x" mynkra 7
yactu 3 crathu 17 Hacrosimero @denepalbHOTO 3aKOHA, W3MEHEHUA U (WJIM) JOIMOJIHEHUS
IIPOU3BOJCTBEHHON IUIOIIAJKHA JIEKaPCTBEHHOTO CPEACTBA, a TAKXK€ B Clydae HW3MEHEHUS
MoKa3aTresiel KauecTBa JIEKapCTBEHHOT'O Iperapara JUisi BETEPUHAPHOIO NMPUMEHEHUS U (WJIH)
METOJIOB KOHTpPOJISl KauecTBa JIEKAPCTBEHHOI'O IIpernapara A BETEPUHAPHOIO NPUMEHEHUS
MIPOBOAMTCS IKCIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA JIUIsl BETEPUHAPHOTO MpUMEHEeHUs. B ciyyae
HE00XO/IMMOCTH BHECEHUS MHBIX U3MEHEHUH B JOKYMEHTBI, COJIepKAIecs B PETUCT PALIMOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIH IMpenapar JUisi BETEPUHAPHOTO NMPUMEHEHUS,
AKCIIEPTH3A JIEKAPCTBEHHOI'O CPEJCTBA /1711 BETEPUHAPHOIO IPUMEHEHHUS HE TIPOBOIUTCSI.

(B pen. Penepanbubix 3akoHOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

3. C 3agBneHMEM O BHECEHHUM M3MEHEHMM B JOKYMEHTBHI, COJAEp)KAIUECsS B
PETUCTPAllMOHHOM  JIOCh€ Ha  3aperuCTPUPOBAHHBIM  JIEKApCTBEHHBIM  MpemapaTr i
BETEPUHAPHOTO TNPUMEHEHUS, HapsALy C JOKYMEHTaMH, YKa3aHHbIMM B 4acTH | Hacrosmen
CTaTbH, MPEJCTABISIFOTCS TOKYMEHTHI, MOATBEPKAAIONINE YIUIATy TOCYJapCTBEHHOM MOIIITMHBI
3a BHECEHHE B JJOKYMEHTBI, COJIEP)KALUECS B PETUCTPALIMOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN
JIEKapCTBEHHBIN TMpenapar s BeTEepPUHAPHOIO MPUMEHEHHUs, W3MEHEHUH, TpeOyrommx
IIPOBEJEHUS DKCIEPTH3bl JIEKAPCTBEHHOI'O CPEACTBAa JUIsl BETEPUHAPHOTO INMPUMEHEHMSI, WIN
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U3MEHEHUH, He TpeOYIOUIMX MpPOBEACHUS HSKCHEPTU3bl JIEKAPCTBEHHOI'O CpEICTBa s
BETEPUHAPHOT'O MPUMECHEHHS.
(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B cpok, He NpeBbIIIAOMUI 1ecsITH pabouux JHEH CO JHS MOCTYIUICHHs YKa3aHHOI'O B
yacTh | HacTosmied craTbH 3asBJICHUS M HEOOXOIMMBIX JIOKYMEHTOB, YIOJHOMOYEHHBIN
(benepanbHbIN OpraH UCIOJHUTEIbHOMN BIIACTH:

1) npoBOOUT NPOBEPKY MOJIHOTBI M JOCTOBEPHOCTH CBEACHUH, COIEp)KalIUXci B
IIPEJICTaBJICHHBIX 3asBUTEIIEM JTOKYMEHTAX;

2) UpUHMMAET pElIEHHE O IPOBEIACHUM HKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JUIS
BETEpUHAPHOI0 IPUMEHEHHUS WK 00 OTKa3e B €€ IPOBEICHNUH;

3) yBemomisieT B MUCHbMEHHOW (popMe 3asBHTENS O NMPHHATOM PEIICHUH WK B Clydae
IOPUHATHS pelieHus o0 OTKa3e B IIPOBEAECHUHU SKCHEPTU3bl JIEKAPCTBEHHOIO CpPEACTBA s
BETEPUHAPHOTO IPUMEHEHUSI C YKa3aHUEM IPUYMH TaKOI'0 OTKa3a.

5. OcHOBaHueM JUIsl OTKa3a B IIPOBEIEHUHU DKCIIEPTH3bl JIEKAPCTBEHHOIO CPEICTBA UL
BETEPUHAPHOTO MPUMEHEHUS SBIISICTCS MPEICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B YacTsx | u 3
HACTOSIILEH CTAaThbd, B HEMOJIHOM OObEME WIM OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX
JOCTaTOYHBIX CBEJICHHH, TOATBEPIKIAIOIINX HEOOXOAMMOCTh BHECCHHS U3MEHECHHUH.

6. OkcrnepTusa JIEKapCTBEHHOI'O CPEICTBA JJI BETEPUHAPHOIO INPUMEHEHUS B LEIX
BHECEHUS M3MEHEHUM B JOKYMEHTBI, COJEpXalluecs B PErucTPAalMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA  JICKApCTBEHHBIM  mpenapar Uil  BETEPUHAPHOIO  IPUMEHEHUS,
OCYIIIECTBJISIETCS B TIOPSAKE, YCTAHOBIEHHOM cTaThell 24 Hacrosmero deaepanbHOro 3aKOHa.

6.1. B cpok, He mpeBbIIIAIOMUN MATH paboyuX JHEH cO JHSA MOJyYeHUsS 3aKJIIOYCHUs
KOMHUCCHH 3KCIIEPTOB [0 pe3yJibTaTaM YKa3aHHOW B 4acTH 2 HACTOSILEHW CTaTbU SKCIIEPTU3BL,
YIOJIHOMOYEHHBIH (hefepaibHbIi OpraH UCIIOJHUTEIbHOMN BIIACTH:

1) mpuHMMaeT pelieHHe O BHECEHMM M3MEHEHMH B JIOKYMEHTBI, COJEprKalluecs B
PETUCTPALIMOHHOM ~ JIOCh€ HA  3apEerMCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  Ipemapar  AJis
BETEPUHAPHOTO IPUMEHEHMSI, WK 00 OTKa3€ BO BHECEHUM TaKUX U3MEHEHUI;

2) BHOCHUT B TOCYJJapCTBEHHBII peecTp JeKapCTBEHHBIX CPEICTB HA OCHOBAaHUU PEIICHUS O
BHECEHUU W3MEHEHMH B JIOKYMEHTBI, COJIEp)Kallhecsl B PETUCTPAllMOHHOM JIOChe Ha
3aperuCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  Ipemnapar Juisli  BETEPUHApPHOIO  NPUMEHEHHS,
HE0OXOUMbIe U3BMEHEHUS U BO3BPAILAET 3TU JOKYMEHTHI 3asBUTEIIIO.

(uacTb 6.1 BBenena denepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

7. OcHOBaHUEM JUJIsl OTKa3a BO BHECEHWU HM3MEHEHHMH B JIOKYMEHTHI, COJEp)KAlUecs B
PETUCTPALIMOHHOM ~ JIOCh€ HA  3apErMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Ipemapar  AJs
BETEPUHAPHOTO MPUMEHEHUS, SBISETCS 3aKJIFOUEHUE YIOJIHOMOUYEHHOro (efepalbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH O BO3MOXXHOCTH CHIJKEHHSI 0€30MacHOCTH, KauecTBa, 3(h(peKTuBHOCTH
JIEKapCTBEHHOI'0 Mpernapara JJisi BEeTepUHApHOr0 IPUMEHEHHUS B Cllydyae BHECEHMs] U3MEHEHU B
YKa3aHHBIE JOKYMEHTBHI.

8. Jlonmyckaercs oOpalieHue JeKapCTBEHHbBIX NPEenapaToB /AJ1s BETEPUHAPHOTO IPUMEHEHHUSI
JI0 UICTEYEHMS CPOKA F'OJTHOCTH, ITPOU3BENCHHBIX B TEUEHUE CTa BOCBMUJECATH JHEH 11OCIIE JaThl
INPUHATHS YIIOJTHOMOUYEHHBIM (eJiepaibHbIM OpPraHOM MCIIOJIHUTEIBHON BJIACTU PEHICHUS O
BHECEHUM HW3MEHEHMH B JOKYMEHTBI, COJEp)KallUecsl B PETUCTPALMOHHOM JIOChE Ha
JIEKapCTBEHHBIN Mpernapar, B COOTBETCTBMM ¢ MH(pOpMaluel, coaepxaileics B JOKyMEHTax
PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN ITpenapaT 10 JaThbl IPUHATHS TAKOTO PELLIEHUS.
(uactb 8 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratpa 32. OTMEHa rocyJapCTBEHHOM pETUCTPAIMH JIEKAPCTBEHHOTO Mpenapara

Pemenne 00 oTMEHE TOCYJapCTBEHHON perucTpanuy JIEKapCTBEHHOrO Ipenapara u
UCKJIIOYEHUH JIEKapCTBEHHOI'O Ipenapara M3 TIOCYAapCTBEHHOI'O pEecTpa JIEKapCTBEHHBIX
CPEICTB INPUHUMAETCS YIMOJIHOMOYEHHBIM (peiepalibHbIM OPTaHOM HCIIOJTHHUTEIBHOW BIIACTH B
cllydae:
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1) mpencraBieHHs COOTBETCTBYIOIIUM  YIOJHOMOYEHHBIM  (eepabHbIM  OpPraHOM
MCIIOJTHUTENIbHOM BJIACTH 3aKJIIOUEHHUS O PUCKE WK 00 yrpo3e 3740pOBbI0, KU3HU YeIOBEKa WU
YKUBOTHOTO MPH MPUMEHEHHUH JICKAPCTBEHHOTO TpenapaTa, MpeBHIIAONIHNX ero 3QeKTUBHOCTD,
Mo pe3yiabTaTaM OCYIIECTBISIEMOT0O KM MOHUTOpPUHTa OE30MAaCHOCTH JIEKApCTBEHHOTO
npernapara;

2) nmnomaud JAepKaTreleM WM BIAAENbLEM  PErHCTPAllMOHHOTO  yIOCTOBEPEHHS
JIEKapCTBEHHOI'O IIpernapara WIM YIOJIHOMOYEHHBIM MM JPYTUM IOPUAMYECKUM JIMIIOM
3asBJIeHUs1 00 OTMEHE TOCYIapCTBEHHON PErUCTpaIluy JIEKAPCTBEHHOTO Mpenapara;

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

3) HemoATBEP)KJIEHUS TOCYAApCTBEHHOW pErucTpalnuy JIEKapCTBEHHOTO Ipenapara IIo
HCTEUYEHUU CPOKa AEUCTBUSI pETUCTPALIMOHHOTO YAOCTOBEPEHUS, BBIJAHHOTO HA AT JIET;

4) HempenCTaBlIeHUsA 3asBUTENEM HH(OpPMAIMM, KOTOpas MOXET IOBJIeYb 3a COOOM
HE00XOIMMOCTh BHECEHUSI U3BMEHEHUH B JOKYMEHTBI, COJEPIKaIMECS B PErUCTPALMIOHHOM J10ChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B TeUeHHE TPUALATH paboyuX AHEH cO THS
HACTYIUIEHUSI 3TUX U3MEHEHUI;

5) ocymiecTBIeHUs TOCYAapCTBEHHOM pEerucTpaiuy JIEKapCTBEHHOTO IIperapara IMoj
TOProBbIM HAaMMEHOBAHUEM 3apETUCTPUPOBAHHOIO PAHEE MOJ ATHUM TOPrOBbIM HAaUMEHOBAHUEM
JIEKapCTBEHHOT'O IIperapara, OTIUYAI0IIerocs KaueCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIIECTB;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) oOcCylIeCTBIEHUS TOCYJAapCTBEHHON pETHCTpAllMy 3asBUTEIEM OIHOTO U TOTO IKe
JIEKapCTBEHHOTI'0 IIperapara Mo pa3jiMuHbIMU TOPrOBBIMU HAUMEHOBAHUSAMY;

7) BBIHECEHHUS CYAOM pelIeHHs O HapylleHWd TMpaB MpaBooOianaTess OOBEKTOB
MHTEJJIEKTYaJIbHOU COOCTBEHHOCTH ITPH OOpaIleHUH JIEKaPCTBEHHBIX CPEJICTB;

8) oTCyTCTBHUS JIeKapCTBEHHOro mperapara B obOpamenuun B Poccuiickoit @enepanuu B
TEYEHUE TpeX U OoJiee JIeT;

(. 8 BBeneH PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

O) HEBBINONHEHUS JepXkaTejleM WM BIAJENbLEM PETUCTPALUOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapaTta 00 YHNOJHOMOYEHHBIM MMM JPYTUM IOPUIUYECKUM JIUILOM
MEPONpUIATHIA 1O o0ecredyeHnt0 Oe30MaCHOCTH JIEKApCTBEHHBIX MPENnapaTroB, YCTAHOBICHHBIX
YIIOJIHOMOYEHHBIM (peZiepanbHbIM OPraHOM MCIOJTHUTENIBHONM BIACTH B COOTBETCTBHM C YACTSIMU
3 mw 4 cratem 64 mHacrosmero @eneparbHOrO 3aKOHA, B paMKax OCYIIECTBICHUS
bapmakoHaa30pa;

(1. 9 BBenneH PenepasibHBIM 3aKk0HOM OT 22.12.2014 N 429-D3)

10) orTkaza fgepxareias  WIM  BIaJeNblia  PETUCTPAlMOHHOIO  yJOCTOBEPEHMS
JIEKapCTBEHHOI'0 IIpernapara Ju00 YIOJIHOMOUYEHHOTO MMM JIPYroro IOpUIUYECKOro JHla OT
BHECEHUS H3MEHEHMH B HHCTPYKLHIO II0 TPUMEHEHHUIO JIEKapCTBEHHOIO IIpernapara,
KaCalolUXCsl HOBBIX MOATBEPKACHHBIX JaHHBIX O TOM, YTO PUCK MPUYMHEHUS Bpelia 340POBbIO
4eJI0OBEKAa WJIM JKMBOTHOIO BCJIEACTBHE IIPHEMa JIEKAPCTBEHHOI'O IIpernapara IpEBBIAET
3¢ (PEKTUBHOCT €ro MPUMEHEHHUS.

(m. 10 BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

Cratps 33. ['ocyaapcTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB

1. TocynmapcTBeHHBII  peecTp  JIEKapCTBEHHBIX  CPEACTB  COAEPXKHUT  IEPEUYEHb
JIEKapCTBEHHBIX IIPENaparoB, MPOIIEAIINX TOCYIApCTBEHHYIO pETUCTPaLUIO0, IEpPEYeHb
(dapMalieBTUYeCKHX CyOCTaHIMM, BXOJSIIMX B COCTaB JIEKAPCTBEHHBIX MPENaparToB, U
CIIeYIONLYI0 HH(OPMAITHIO:

1) B OTHOLIEHUH JIEKAPCTBEHHBIX MPETapaToB:

a) HaMEHOBaHUE JIEKapCTBEHHOIO Ipemnapara (MEeXIyHapOJHOE HENaTeHTOBAaHHOE, WIIU
IPYNIIMPOBOYHOE, HIIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
0) nekapcTBeHHas ¢opMma C yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOrO Mperapara M €ero
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KOJIMYECTBA B MOTPEOUTEIHCKON YITAKOBKE;

B) HauMMEHOBaHHE Jep)KaTeis WIM Biaaeiblla PETUCTPAUOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIPETapara;

(nm. "B" B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

I') HAUMEHOBAHME U a/IpeC MPOU3BOAMUTENS JIEKAPCTBEHHOTO MIpenapaTra;

n) ¢dapmakoTepaneBTHUECKasi Tpymna, KOJA JEKapCTBEHHOTO Ipenapara IO aHaTOMO-
TEPaneBTHYECKO-XMMUYECKON Kiaccu(UKaluy, peKOMeH0BaHHOW BceMupHO#l opranuzamueit
3/1paBOOXPAHEHNS;

(nm. "a" B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

€) MOKa3aHus U MPOTUBONOKA3aHUs K TPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;

) MOOOYHBIE ACHCTBUS JIEKAPCTBEHHOIO Mpernapara;

3) CPOK FOJJTHOCTH JIEKAPCTBEHHOTO Mpernapara;

1) YCJIOBHUS XpaHEHUs JIEKapCTBEHHOTO Ipenapara;

K) YCJIOBHSI OTITyCKa JIEKApCTBEHHOTO Mpernapara;

1) HOMEp (apMakKONEeHHOW CTaTbU WM B CIIyd4ae €€ OTCYTCTBHS HOMEpP HOPMATHBHOMN
JOKYMEHTAIUH JIN0O0 HOPMAaTUBHOTO IOKYMEHTA;

M) JlaTa TOCYAApCTBEHHOM pErucTpaluy JIEKQpCTBEHHOrO IpernapaTta U €ro
PErMCTPAallMOHHBIN HOMEp, JaTa 3aMEeHbl PErHCTPALMOHHOTO YAOCTOBEPEHHUS JEKAPCTBEHHOIO
npenapara Ha 0ecCpOYHOE PErUCTPALMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO Mpenapara, jata
MOJAUM 3asBJICHUS O TMOATBEPKACHUM TOCYJIAPCTBEHHOM pETrUCTpaly JEKapCTBEHHOI'O
npernapara, JaTa OTMEHbI TOCYJapCTBEHHOMN pEerucTpaliy JIEKApCTBEHHOTO IIpenapara;

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

H) KauyeCTBEHHBIH COCTaB M KOJMYECTBEHHBIH COCTAB JICUCTBYIOIIMX BEIIECTB U
KaueCTBEHHBI COCTaB BCIIOMOI'aTEJIbHBIX BELIECTB JIEKAPCTBEHHOI'O MIpenapara;

(nn. "H" BBeaeH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

0) uHbopMalus 000 BCeX pa3pelIeHHBIX BIIaX BTOPHUHOH (MOTPEOUTENHCKOM) YITaKOBKY;
(nm. "o" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

M) JaTa MPUHSATHS PElIeHUS O BO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN MpemapaT
IIPU FOCYIapCTBEHHON PETUCTPALlMK B Ka4ecTBE OpPaHHOIO JEKapCTBEHHOTO Mpenapara;

(mm. "n" BBeaeH DeaepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

p) HaIMuMe JEKAPCTBEHHOrO TMpernapaTta B TIEepeyHe IKU3HEHHO HEOOXOIUMBIX U
BAKHEUILIMX JICKAPCTBEHHBIX MIPENapaTos;

(nm. "p" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

C) HaJIWYUE B JIGKAPCTBEHHOM TIperapaTe HAPKOTUYECKUX CPEICTB, MCUXOTPOMHBIX
BEIIECTB M HUX MPEKypCOpPOB, NOMICKAIMX KOHTpoiw B Poccuiickoit @epepanuu, B
COOTBETCTBUM C 3aKOHOJaTeabcTBOM Poccuiickoit denepanuu, MexXIyHapOAHBIMUA JI0TOBOpaMU
Poccuiickoit @enepanum, B ToM yncie EnnHoi KOHBEHLMEN 0 HApKOTHYECKUX cpeacTBax 1961
rona u KonBennuen o ncuxoTponHeix Bemectsax 1971 roxa;

(mm. "c" BBeneH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

T) uHdopmanus O TOM, SIBISETCS JHM JAHHBIN JEKapCTBEHHBIN mpemapar pedepeHTHbIM
JIEKapCTBEHHBIM TPENapaToM;

(mm. "1" BBegeH DeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

y) CBEICHUS O ToJjaue 3asBJICHHsI O BHECEHUM U3MEHEHUI B IOKYMEHTBHI, COJepKaliecs B
PETUCTPALIMOHHOM J0Ch€ Ha JIEKAPCTBEHHBIN MTpenapar;

ne,n

(mm. "y" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

KoncynsrantlIntoc: mpumedanue.

WNudopmanus o B3auMO3aMEHSEMOCTH JIEKApCTBEHHBIX MpenapaToB s MEAMIIMHCKOTO
MPUMEHEHHUS MOJUIEKUT BKIIIOUEHUIO B TOCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB C 1
auBaps 2018 roga (PenepanbHblil 3ak0H 0T 22.12.2014 N 429-03).

¢) cBefieHUs O B3aMMO3aMEHIEMOCTH JIEKapCTBEHHOT'O TpenapaTa;
(mm. "¢" BBeneH denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03)
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X) CpPOK BBEJICHUS JIEKAPCTBEHHOTO IIpernapara B rpaIaHCKUI 000poT;
(mm. "x" BBeneH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

2) B OTHOILICHUU (hapMaALEBTHUECKUX CYyOCTaHIIHI:

a) HaMeHOBaHUE (papMaleBTUYECKOW CyOCTaHIMU (MEXAYHAapOAHOE HEMaTeHTOBAHHOE,
WIM TPYIIIMPOBOYHOE, M XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HaMMEHOBaHUE U AJAPEC MPOU3BOAUTEINS (hapMALIEBTHUECKON CyOCTaHITHNH;

B) CPOK TOAHOCTH (papMarieBTUIECCKON CyOCTaHIINN;

T') YCIOBUS XpaHEeHUs papMarieBTUIeCKOi cyOcTaHIINH;

1) HoMep ¢apMakoNeWHON cTaThu WM B Clydyae €€ OTCYTCTBUSI HOMEP HOPMAaTHUBHOM
JOKYMEHTAIUH JTU1O0 HOPMATUBHOTO IOKYMEHTA;

e) Hamuyue ¢apMaleBTUYECKON CyOCTaHIMM B IE€peYHEe HAPKOTHYECKHX CPENCTB,
IICUXOTPOIIHBIX BEIIECTB M MX IPEKYypCOpOB, MOMIEKAIUX KOHTpoio B Pocculickoi
®denepanuu, B COOTBETCTBUM C  3aKOHOIATENLCTBOM  Poccuiickoi denepanuu,
MEXKIyHapoAHbIMU JoroBopamu Poccuiickoii denepannu, B TOM unciie ENMHON KOHBEHLMEN O
HapkoTH4eckux cpeactBax 1961 roga u KonBenuueit o ncuxorponHbix BemecrBax 1971 ropa.
(nm. "e" BBeneH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

2. dapmarneBTuueckas CyOCTaHIMS, NPOU3BENCHHAs [UIS pealu3alid, MOXET ObITh
BKJIIOUEHA B TOCYJApCTBEHHBII pEEeCTp JIEKapCTBEHHBIX CPEJICTB HAa OCHOBAHWUHU 3asBIICHUS
pa3paboTurKa WU MPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBa JHOO YIMOJIHOMOUYEHHOTO HUMU
IOPHIMYECKOTO JIMIA TIPU YCIOBUU NPOBEICHUS B OTHOIIECHHHM TaKOW (apMareBTUIeCcKOi
CyOCTaHIIMM 3KCIEPTU3bI KauecTBa (apMalleBTUUECKON CyOCTaHIIUU B MOPSAJIKE, YCTAHOBICHHOM
crarbeit 34 Hacrosmero dexepanbHOrO 3aKkoHa. B oTHOIIEHNH (hapMaIleBTUYECKUX CYyOCTaHIIHH,
MPOU3BENICHHBIX [UIsl pealu3alid, B TOCYJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEICTB
COJICPKHUTCS CIIEAYIONIAast HH(POPMAIIHSL:

1) HaumeHoBaHHe (apMaleBTUUECKON CyOCTaHIMK (MEXIyHApOJHOE HEMAaTeHTOBaHHOE,
WIHM TPYIIIUPOBOYHOE, MIM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMS);

2) HaMMEHOBAHUE U aJipec MPOU3BOAUTENS (hapMaleBTHUECKONW CyOCTaHINH;

3) cpok TOIHOCTH (papMarleBTUUECKON CyOCTaHIINN;

4) ycrnoBus XpaHeHus (hapManeBTHIECKO# CyOCTaHIIHN;

5) Homep QapMakomneiHoOW cTaTbu JUOO B ciyyae €€ OTCYTCTBUSI HOMEpP HOPMATHBHOMN
JIOKYMEHTAIlMU UM HOPMATUBHOIO IOKYMEHTA;

6) Hanuuue (apmaleBTUUECKON CyOCTaHIIMM B IE€pPeYHE HAPKOTUYECKUX CPEICTB,
IICUXOTPOIHBIX BEIIECTB M HMX MPEKYypCOpOB, MOAJEXKAIUX KOHTpoiIrw B Poccuiickoin
®denepanuu, B COOTBETCTBUU C  3akoHoAaTenbCcTBOM  Poccuiickonn — Penepauuu,
MEXyHapoaHbIMU foroBopamu Poccuiickorn denepanuu, B TOM unciie ENMHON KOHBEHLMEN O
HapKoTHyeckux cpeactsax 1961 roga u Konsenuueil o ncuxorponHsix BemiectBax 1971 roaa;

7) npara BKIIOYEHHs (papMaleBTHUECKOM CyOCTaHIIMM B TOCYIApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJACTB, JaTa BHECEHUS W3MEHEHHH B JOKYMEHTHl (hapMareBTHUYECKON
cyOcTaHIuM, 1aTa UCKITIOUeHHs! (apMalleBTUUECKON CyOCTaHLIMU U3 TOCYAAPCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB.

(vactb 2 B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Tlopsmox BemeHHsT TOCYAAPCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEICTB LIS
MEAMIMHCKOTO NPUMEHEHHSI U MOPSIIOK BEIEHHUS TOCYJapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX
CpEICTB TUIS BETEPUHAPHOTO MPUMEHEHUs YTBEPKAAOTCS COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.

Cratpss 34. BxiroueHune B TOCYJapCTBEHHBIM peEECTp JEKAPCTBEHHBIX CPENCTB U
UCKIIIOUYEHHE W3 TOCYJapCTBEHHOI'O pEecTpa JIEKapCTBEHHBIX CPEICTB (papMaleBTUYECKON
CcyOCTaHIIUM, TPOU3BEACHHON IS pealln3aluu
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)
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1. dns BkimtoyeHus (papManeBTUUECKON cyOCTaHIMM, TPOU3BEACHHON Ul pean3aluy, B
rOCy/IapCTBEHHBIN PeecTp JIEKaPCTBEHHBIX CPEACTB, TPOBOAUTCS IKCIIEPTH3A €€ KauecTRa.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DKcrepTu3a KayecTBa yKa3aHHOW B YacTH | HacTosmed cTaThbu (apMarneBTHYSCKOMN
CyOCTaHIIMM, COCTAaBICHHE KOMHCCHEW OKCIEPTOB 3aKIIOUYEHUHl 1O pe3yiabTaraM 3TOH
9KCIEPTH3bl U WX HaIpaBJIEHWE B YIOJIHOMOYEHHBIM (eepanbHblii OpraH HCHOJIHUTEIbHOM
BJIACTH OCYILECTBIISIOTCS B CPOK, HE MPEBBIIAIOIINMN MIECTUACCATH pabouuMx JHEH cO THS
MOJIyUYEHUSI OKCIEPTHBIM YUYPEKICHHUEM COOTBETCTBYIOLIEIO 3aJaHUsl  YIOJIHOMOUYEHHOTO
¢denepanbHOro OpraHa UCIOJHUTEIBHOM BIACTH U CICIYIOIIUX JOKYMEHTOB:

1) xonus NTUIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WIIM KOMUS 3aKIIOYCHUS O
COOTBETCTBUM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IpaBUII HaJUIeXkallen
MPOU3BOJICTBEHHOW MPAKTUKW, BBIJAHHBIE YIOJIHOMOYEHHBIM  (peIepaIbHBIM  OPraHOM
UCIIOJHUTENIBHOM BJIACTH, B ClIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOrO IIpernapara
ocymectBisiercst B Poccuiickoit denepanuy;

2) xonMsl BBIJIAHHOM YIIOJIHOMOYEHHBIM OPraHOM CTPaHbl IPOM3BOJAUTENS JMLEH3UU Ha
MIPOU3BOJICTBO JICKAPCTBEHHOTO CPEACTBA M €€ MEepeBOJ Ha PYCCKUN S3bIK, 3aBEPEHHBIC B
YCTAaHOBJIEHHOM IIOpSIIKE, W  KONHSA 3aKIIOYEHHUS O COOTBETCTBUU  IPOU3BOJUTENS
JICKaPCTBEHHBIX CPEJICTB TPEOOBAaHUSM TMPaBUI HAJJIEKAIICH NPOU3BOJACTBEHHOW MPAKTHUKH,
BBIIAaHHOTO YIIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJHUTENILHOM BIIACTH, B CIy4yae, €ClIu
MIPOU3BOJICTBO JICKAPCTBEHHOTO CPEACTBA OCYIIECTBIsIETCS 3a mpeaenamu Poccuiickoit
®denepannu;

3) AOKYMEHT, coiepKallliii CIeayonre CBeAeHHs 0 hapMalleBTUYECKON cyOCcTaHIINU:

a) HauMeHOBaHKe (papMaIeBTUICCKON CyOCTaHIINH, €€ CTPYKTypa, OOIIHe CBOMCTBA;

0) HauMEHOBAaHHE U a/IPEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHSI IPOM3BOACTBA C OIMCAHUEM CTaJUi IPOU3BOJCTBA U METOA0B KOHTPOJIS Ha
BCEX CTaJUsIX MPOU3BOJICTBA;

T') OMKMCaHuEe pa3pabOTKHU Mpoliecca MPOU3BO/JICTBA;

1) OTIMCaHHe KOHTPOJIS KPUTHUECKUX CTaJuil Mpolecca IpOoU3BOJICTBA U MPOMEKYTOUHON
IIPOTYKIINH;

€) TOKyMEHTaIbHOE MOITBEPKAeHHE (BalAallKs) POIECCOB U (MIIN) UX OLICHKA;

) CBOMCTBA U CTPYKTYpa JCHCTBYIOIINX BEILIECTB;

3) XapaKTepUCTUKa IPUMECEH;

1) crienudukanys Ha GpapmMaleBTHUYECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHaJIUTUYECKHE METOJIUKHU, UCIOJIb3yeMble NPH OCYILIECTBIEHUH KOHTPOJS KayecTBa
(dapmalieBTUYECKOM cyOCcTaHIINN;

J) JOKyMEHTalbHOE  IMOJTBEpXJAEHHE  (BaIMJalMs)  aHAIMTUYECKUX  METOJUK,
MCIOJIb3YEMBIX MPU OCYIIECTBIEHUU KOHTPOJISl KauecTBa (papMalieBTHYECKON CyOCTaHINY;

M) pe3yJbTaThl aHAJIM3a cepuil papManeBTHIECKON CyOCTaHIINH;

H) IepeyeHb CTaHAAPTHBIX 00pa3lloB MJIM BELIECTB, UCIOIB3YEMBIX MPH OCYIIECTBICHUU
KOHTPOJISI Ka4eCTBa;

0) ONHCAHHE XAPaKTEPUCTHUK U CBOICTB YMNAKOBOYHBIX MAaTEpUAIOB U YKYIOPOUYHBIX
CPEICTB;

1) 1JaHHbIE O CTAOMJIBHOCTH (papMaleBTUYECKON CyOCTaHINY;

P) CPOK TOJTHOCTH.

(dactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. 13.07.2015))

3. Jlna mpoBeneHus 3KCHEPTU3bl KauecTBAa YKa3aHHOM B 4YacTH | HacTOSILEH cTaTbu
(dapmaleBTUYECKON CYOCTaHIIMM 3asiBUTEINb MPEACTABISET B YINOJIHOMOUYEHHBIN (enepaibHbIi
OpraH UCIIOJIHUTEIbHON BIACTH:

1) 3asBiieHNE O BKIIIOUEHUHU B TOCYJApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB JTaHHOM
(bapmarieBTHYECKON CyOCTaHINH;

2) Komus JIOKyMEHTa, MOJATBEP)KIAIOLIEro yIUIaTy TOCYAapCTBEHHOM MONIUIMHBI 3a
BKIIIOYEHHE B TOCYAAPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB (papManeBTHUYEeCKOH
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CyOCTaHITNM, MPOU3BEACHHON IS peaan3aiuu, Tu00 M0 COOCTBEHHON MHHIIMATHUBE YKa3aHHBIH
JTOKYMEHT. B ciiydae ero HemnpezcTaBiieHUs 3asBUTEIEM YIIOJIHOMOYEHHBIN (peepaibHblil opran
UCTIOJIHUTENIHOW BJIACTH MPOBEpseT (DAaKT yIuiaThl TOCYAAPCTBEHHON MOLUIMHBI 3asSBUTENEM C
UCIONIb30BaHUMEM HH(popManuu 00 yImjiaTe TOCyIapCTBEHHOW MOIUIMHBI, COAEpXKallehcs B
[ocymapcTBeHHON WHGOPMAIMOHHONW CHUCTEME O TOCYAApCTBEHHBIX W MYHHIIMIAIbHBIX
IJIaTexax, Ha OCHOBAaHUM IPE/ICTABICHHON 3asBUTEIEM KONUU JOKYMEHTA, MOATBEPKAAIOIIETO
yILIaTy FOCYAApCTBEHHOW MOIIJINHBL;
(m. 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) TOKYMEHTBI, YKa3aHHBIE B 4aCTU 2 HACTOSIIEH CTAaThU,
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asiBiieHME O BBbIAAa4e paspelicHus Ha BBO3 B Poccuiickyro Denepainio KOHKPETHOI
NapTUU  HE3apEruCTPUPOBAHHOTO  JIEKAPCTBEHHOI'O  CPEACTBA, MPEIHA3HAYEHHOro IS
IIPOBEJCHUS YKa3aHHON IKCIEPTU3BI.

(. 4 BBenen DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B TedeHune necsaTy pabounx JHEH cO HS MPUHATHS 3asBJICHUS O BKIOYEHUH YKa3aHHON
B yactu | Hacrosimiei craTeu (apMaleBTUUYECKON CYOCTaHLIMUM B TOCYIapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEACTB U JOKYMEHTOB, MEPEUUCICHHBIX B 4YacTh | W myHKTEe 2 4Yactu 3
HACTOSAILIEH cTaThU, YIOJIHOMOYEHHBIN (hefiepanbHblii OpPraH UCIIOJIHUTENBHOMN BIIACTH:

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

1) OpOBOAWT MPOBEPKY TMONHOTHI M JOCTOBEPHOCTHU [JI@HHBIX, COJEpXKalIUXcS B
IIPEJICTaBICHHBIX 3asIBUTENIEM IOKYMEHTAX;

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

2) OpUHMMAET pELICHHWE O HAaNpaBICHUM B OHKCHEPTHOE YUpEeXKJIEHUE 3aJaHMsl Ha
MPOBEJICHUE SKCIEPTU3bI KauyecTBa YKa3aHHOW B yacTu | HacTosmIel cratbu (papmareBTHIeCKON
cyOcCTaHITMH Wik 00 OTKa3e B TAKOM HAIPABIICHUY;

3) yBenoMIIsieT B JIEKTPOHHOW HIIM MUCbMEHHOM (popMe 3asiBUTENSI O MPUHATOM PEIICHUU
WIM B cIy4ae 0TKa3a ¢ yKa3aHWEeM IPUYMH TaKoro 0TKasa.

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

4.1. B ciydae BbISIBIECHUS HEIOCTOBEPHOCTHU CBEACHUM, CONEPIKALUXCS B PEACTABIEHHBIX
3asBUTENIEM MaTepuajax, YIOJTHOMOYEHHBIN (QenepalbHblii OpraH HCIOJHUTENBHON BIACTU
HaIpaBJIeT 3asABUTENIO 3aIpOC 00 YTOYHEHUHM YKa3aHHBIX CBeleHUil. [laHHBIN 3ampoc MOXKET
OBITH MEepe/IaH YIOJTHOMOYSCHHOMY MPEICTAaBUTEINIO 3asBUTENS JTMYHO MO/ PACIHUCKY, HAlpaBJeH
0 MOYTE 3aKa3HbIM MHCbMOM WJIM NE€PEAAH B 3JIEKTPOHHONU OopMe MO TEIEKOMMYHHKAIIUOHHBIM
KaHaJlaM CBsI3M. B ciiyyae HampaBieHUsi TaHHOIO 3ampoca MO MOYTE 3aKa3HbIM MHUCBMOM OH
CUMTAETCS TOJYyYEHHBIM 10 UCTEYEHHUH LIECTH JTHEH ¢ JaThl HapaBJIeHUs 3aKa3HOIO MUChMa.
(uacTs 4.1 BBenena denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3alPOC YIMOJIHOMOYEHHOTO (enepalbHOro
OpraHa MCIOJHUTEIHHOU BIACTH B CPOK, HE MPEBBIMIAIONINI JAeBsIHOCTA pabounx JHEH co JHS
noyydeHus: JgaHHoro 3ampoca. Cpok, YyKa3aHHBIH B dYacTh 4 HACTOAIIEH CTaThH,
MPUOCTAHABIMBAETCS CO JHS  HANpaBJICHHWS  3asABUTENIO  3alpoca  YINOJIHOMOYEHHOTO
denepanbHOrO OopraHa HCIOJHUTENBHOM BJIACTU O JTHS TOJYyYEHUS MM OTBETa Ha JIaHHBIM
3aMpoc W HE YYUTHIBACTCS MPU MCUUCICHUU CPOKa IKCIEPTH3Bl KadecTBa (hapMareBTHUECKOM
cyOCTaHIIMH, HEUCIIOJIBE3YEMOW MTPH MPOU3BOJICTBE JIEKAPCTBEHHBIX MPENapaToB.

(uacTsp 4.2 BBeneHna denepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHuEM Jisi OTKa3a B HaIpaBJIEHUU B OKCIIEPTHOE YUpEkKICHHE 3aJaHUsl Ha
MPOBEJICHUE IKCIIEPTU3bI KauyecTBa YKa3aHHOW B 4acTu | HacTosmIel cratbu papMarieBTHIeCKOn
CyOCTaHIIMM SBJISIETCS HETPEACTaBIEeHUE JOKYMEHTOB, YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThH,
OTCYTCTBHE HH(pOpPMAIUU, MOJATBEPKIAIONIeH ()aKT YIUIaThl TOCYIapCTBEHHOW TMOIUIMHBI 3a
BKJIIOUeHHE  (apMalleBTHUECKON  CyOCTaHIIMM, TNPOM3BEACHHOM JUIs  peanu3alu, B
FOCYJAapCTBEHHBI peecTp JIEKApCTBEHHBIX CPEACTB, HEMPEACTABICHUE 3asBUTEIEM B
YCTaHOBJIEHHBIM CpPOK OTBE€Ta HAa YKa3aHHbIM B 4acTh 4.1 HacToOsIIEed CTaTbM 3arpoc
YIIOJTHOMOYEHHOTO (he/iepanbHOr0 OpraHa HCIONMHUTEIBHOW BIIACTH WM TPEJCTaBICHUE


consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCA37WEM8I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCA37WEMAI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD46DA360E1BDC88585487A69E825FED1570CAC647FCD30WEM0I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCA37WEMDI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCA37WEMEI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD86EA764E5BDC88585487A69E825FED1570CAC647ECE30WEM1I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FCA37WEM1I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD86EA764E5BDC88585487A69E825FED1570CAC647ECE30WEM0I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD86EA764E5BDC88585487A69E825FED1570CAC647ECE31WEM8I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD861AC66E0BDC88585487A69E825FED1570CAC657AC8W3M1I

JIOKYMEHTOB, HE COACPKALINX HCUEPITBIBAIOIIETO MEPEYHs] HEOOXOIMMBIX CBEICHHM.
(dactb 5 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenne nartHaanaty pabouux AHEH CO JTHS MOJIyYEHHS PELICHHS YIOJIHOMOYEHHOTO
denepanbHOrO OpraHa MCHOJHUTENBHON BJIACTH O HANpaBICHUH B SKCIEPTHOE YUPEKICHHE
3a/laHusl Ha TPOBEACHME HKCIIEPTH3bl KauecTBAa yKa3aHHOM B 4YacTu | HacToslled CTaTbu
dapmaleBTUYECKON CYOCTaHIIMM 3asBUTENb MPEACTABISET B OKCIEPTHOE YUPEKICHUE IS
NPOBEICHUS JaHHON SKCHEepTH3bl 00paslbl (apMalleBTUYECKONH CyOCTaHIIMM B KOJIMYECTBE,
HEOOXOUMOM JUIsl BOCIIPOM3BEACHUS METOJIOB KOHTPOJIS KayecTBa. DKCIEPTHOE YUpeKJIeHUE
Opy TOJNydYeHHH OOpas3loB YKa3aHHOW B dYacTu | Hacrosmiedl craTed (apMareBTHYECKOU
CyOCTaHIIMM BBIJACT 3aSBUTENIO JOKYMEHT, MOATBEPKAAIOIMINN MOJIyYeHUE ITUX 00pa3loB, U B
CPOK, HE TPEBHIAIINN TpeX pabovuX JHEH, YBEJOMIISICT B JIEKTPOHHON WIIM MHCHMEHHOMN
dbopme 00 ITOM yIOTHOMOUYEHHBIHN (eepalibHbIi OpraH UCIOTHUTENLHOM BIACTH. DTH CPOKHU HE
BKJIIOUYAIOTCSl B CPOK ITPOBEJIECHUS JTAHHOM 3KCIIEPTU3BI.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. JIOKYMEHTBI, IOCTYIUBIIME B 3KCIIEPTHOE YUPEXKIEHHUE ISl IPOBEIACHUS 3KCIEPTU3bI
KayecTBa YKa3aHHOW B 4yacTu | HacTosimed ctatbu (hapMalieBTHUECKON CyOCTaHIIMU, TOJJIeKAT
BO3BpATy B YINOJHOMOYEHHBIN (enepaiabHbIii OpraH MCIOJHUTEIHHON BIACTH OAHOBPEMEHHO C
3aKJIOYEHUSIMHU 110 pe3yJbTaTaM MPOBEACHHON 3KCIEPTHU3BI.

8. B cpok, He mpeBblILIAOMUNA NATH padOYMX JHEH €O JHS MOJIyYEHHUS 3aKIHOUYECHUS
KOMHCCHH 3KCIIEPTOB IO pe3yjbTaTaM 3KCIEPTU3bl KauecTBa YKa3aHHOW B yacTu | HacTosIen
cTatbu  (papMameBTUYECKOH  CyOCTaHIMH,  YIOJHOMOYEHHBIH  (emepanbHbIi  opraH
WCIIOJIHUTEJIbHON BIIACTH:

1) ocyiiecTBIsSET OLIEHKY TaKOro 3aKIYEHMs Jii OIpEAENICHUS €ro COOTBETCTBUS
3a/IaHHI0 Ha MPOBEJICHUE JAaHHOM 3KCIEPTU3BI;

2) NpUHUMAET pEUIeHHE O BKJIIOYEHWM YKa3aHHOM B dacTu | HacTosAwedl crartbu
dapmalieBTUYECKON CyOCTaHIIMM B TOCYAAPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB WIIH
petieHue o0 0TKa3e B TAKOM BKIIFOUCHHH;

3) BHOCHUT IpU MPUHATHH PEIICHUS O BKIIOYEHUH YKa3aHHOM B yacTH | HacTosIIel CTaThu
(dapmalneBTUYECKON CyOCTaHIIMM B TOCYHApCTBEHHBIM peecTp JIeKapCTBEHHBIX CPEACTB
MPEeyCMOTPEHHYI0 MyHKTOM 2 uactu | crateu 33 Hacrosimero denepanbHOro 3akoHa
MH(OpPMALIMIO U YBEIOMIIIET 00 ATOM B 3JIEKTPOHHOM WJIM MUCBMEHHOU (hopMe 3asiBUTEIIS.

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

9. OcHoBaHMeM i OTKa3a BO BKJIIOYCHHH YKa3aHHOW B 4YacTU | HACTOSIICH CTaThu
dbapmalieBTUYECKO CyOCTaHIIMK B TOCYAAPCTBEHHBIN PEeecTp JIEKAPCTBEHHBIX CPE/ICTB SBISIETCS
pelIeHHe COOTBETCTBYIOIIETO YIOJHOMOYEHHOIO (hefepaibHOr0 oOpraHa HCIOIHUTEIbHON
BJIACTH O TOM, YTO KayecTBO (hapMalleBTUUECKOM CyOCTaHIIMU HE MOATBEPKACHO MOTYYCHHBIMU
JTAHHBIMHU.

(uacth 9 BBeneHa denepanbHbiM 3aKk0HOM 0T 22.10.2014 N 313-03)

10. He nomyckaercssi BKJIIOUEHHE B TOCYIApCTBEHHBIM peecTp JEKapCTBEHHBIX CPENICTB
OJIHOW (hapMalleBTUYECKON CyOCTaHIMM, NMPOU3BEICHHOM JUIsl peaju3allud M BbITYCKaeMOMH
OJIHHUM U TE€M € MPOU3BOUTENEM, B BUJIE IBYX U 00Jiee peeCTPOBBIX 3aMucei.

(uacth 10 BBenena denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

11. BuHeceHue WU3MEHEHHH B JOKYMEHTHI Ha (apMareBTHUYECKYIO CyOCTaHIIHIO,
IIPOU3BENECHHYIO AJIs pealn3allii U BKJIIOYEHHYIO B TOCYJapCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CPEICTB, OCYLIECTBIIIETCS B TMOpSAIKE, YCTaHOBIeHHOM cTaThsiMu 30 u 31 Hacrosiero
@denepallbHOTO  3aKOHA, C  YIUIATOM TOCYJApCTBEHHOM  IMOLUIMHBL, IPEIyCMOTPEHHOMN
3akoHoAaTenbcTBOM Poccuiickoit deaepanuu o Hajorax u coopax.

(uacth 11 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Homyckaercs oOparieHue ¢apMareBTUYECKX CyOCTaHIMM, TPOU3BEACHHBIX IS
peanu3alnuy, B TEUEHHUE CTa BOCBMHJAECITH JHEW 10 W MOCJE MNPUHATHS YIOJHOMOUYEHHBIM
denepanbHbIM OPraHOM HCIOJIHUTEIBHOW BIJIACTU pEIIEHUS O BHECEHUM H3MEHEHHH B
JOKYMEHTbl Ha (papMaleBTUYECKYyl0 CYOCTaHIMIO, NPOM3BEACHHYIO I pealu3alud U
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BKJIIOYEHHYIO B TOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB.
(dactb 12 BBegeHa denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Pemenne 00 UCKIIOUEHHHM W3 TOCYAApPCTBEHHOTO pPEecTpa JEKapCTBEHHBIX CPEICTB
dbapmanieBTUYECKON  CyOCTaHIIMM, TNPOM3BEACHHOW  JUId  pealu3aliy, [PUHUMACTCS
YIIOJIHOMOYEHHBIM (heIepaibHbIM OPTaHOM UCTIOJIHUTENILHOW BJIACTH B CIyYae:

1) mnpexacraBieHUs COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (peiepalibHbIM — OpraHOM
UCTIOJTHUTENIHOW BJIACTH 3aKIIOUEHHS O PHCKE WM 00 yrpo3e *H3HU WM 3I0POBBIO YEIIOBEKa
7100 )KMBOTHOTO TPH HCIIOIb30BAHUH JIEKAPCTBEHHOT'O CPEJICTBA;

2) momaud  pa3pabOTYMKOM  JIGKAPCTBEHHOTO  CPEICTBA WM  MPOU3BOJHUTEIEM
JICKapCTBEHHOT'O CpEJICTBa JMOO YIOJIHOMOYEHHBIM MMM JPYIUM IOPUAUYECKUM JIHIIOM
3agBleHUsT 00 MCKIIOYEHWHM U3 TOCYJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB
dapmalieBTUYECKOM cyOCTaHIIMH, MPOU3BEICHHON AJIs peau3alliu;

3) orcyrcTBUs (papMareBTUYECKOW CYOCTAHIIMM, MPOU3BEACHHOW [UIS peanu3aluu, B
obpamenuu B Poccutickoii deneparuu B TEUCHUE TPEX U OoJIee JIeT.

(uacTb 13 BBenena ®PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Crartbs 35. Y1patuna cuny ¢ 1 urons 2015 roga. - @enepanbubiii 3aKoH oT 22.12.2014 N
429-D3.

Crates 36. OOxanoBaHue pemieHHs 00 OTKa3e B BblIaue pa3pelieHus Ha IMPOBEICHUE
KJIMHUYECKOIO  HCCJIENOBAaHUS JIEKapCTBEHHOI'O IIpernapara, pelieHus o0 OoTka3e B
rOCy/IapCTBEHHOW PErucTpaluy JEKapCTBEHHOTO Mpenapara, 3aKII0YeHUsT KOMUCCHH YKCIIEPTOB
AKCIIEPTHOTO YUPEKACHUS WIH 3aKIFOUCHUS COBETA IO ITHKE

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

Pemenre coOTBETCTBYIOMIETO YIIOJTHOMOYEHHOTO (eAepaTBbHOTO OpraHa MCIOIHUTEIBHON
BIacTM 00 OTKaze B BbIJaye paspelieHdus Ha TNPOBEACHHE KIMHUYECKOTO HCCIeI0BaHuUs
JIEKAapCTBEHHOT'O Tperapara, pelieHue yKa3aHHOro ¢eaepalbHOr0 OpraHa HCIOTHUTEIbHON
BJIacTH 00 OTKa3e B TOCYJapCTBEHHOM PErucTpallvy JIEKApCTBEHHOTO Iperapara, 3aKkiIoueHue
KOMHCCHH IKCIIEPTOB AKCIIEPTHOTO YUPEKACHUS UITU 3aKITIOUEHNE COBETA 10 STUKE MOXKET OBITh
00XaJloBaHO B TIOpSJKE, YCTAaHOBIEHHOM 3aKOHOJAATenbcTBOM Poccuiickoit denepanuu.
3akaroueHue 9KCrepra, OQOPMIEHHOE MO UWTOTaM JKCHEPTU3bl B IENAX ONpeaeTIeHUs
B3aMIMO3aMEHSEMOCTH 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tperapara, MOXKeT OBbITh
00’KaJI0BaHO JIepKaTeIeM UJIH BIAACIIBIIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKaPCTBEHHOTO
npenapara B KOMHUCCHIO JKCIEPTOB SKCHEPTHOIO YUPEXKACHHS. 3aKIOUEHHE KOMHUCCUU
AKCIIEPTOB AKCIIEPTHOTO YUPEKACHHS, OPOPMICHHOE MO UTOTaM IMEePecMOTpa 00KaTIOBAHHOTO
3aKJTIOUYEHUS  JKCIEepTa, MOXET OBIThb  OCIOPEHO  Jep)KaTelieM WM  BIaJeNiblieM
PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpemnapara JIMOO yIMOJTHOMOUYEHHBIM HUMH
JUIOM B TIOPSAKE, YCTAHOBJIEHHOM 3aKOHomarenbCcTBOM Poccuiickon depepanuu. Ilpu
00’KaJTOBaHUW PENICHHS YIMOJTHOMOUYEHHOTO (henepaspbHOT0 OopraHa HWCIOJHHUTEIBHONW BIIACTH,
3aKJIFOYEHUS DKCIEpTa WIM KOMHUCCHHM 3KCIEPTOB HSKCHEPTHOIO YUPEKICHHMS, 3aKIHOUYEHUS
COBETA MO ATUKE JIepKaTeIIb WU BJIJEIel] PErUCTPAlMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npemnapaTta Jau00 YHMOJTHOMOYEHHOE WMHU JIMIIO BIpaBe MPEACTaBUTHh PE3yAbTaThl IKCIEPTHU3HI
JIEKapCTBEHHOr0 Mpemnapara, MPOTOKOJIbI MOTYYEHHBIX aKKPEIUTOBAHHBIMU HCIBITATEIbHBIMU
naboparopusmu (IIEHTPaAMU) PE3yIbTATOB UCCIEAOBAHUMN, UCTIBITAHHIM.

Cratpst 37. Undopmanus, cBsi3aHHAs C OCYIIECTBIEHUEM TOCYAapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX MpenaparoB, HHGOpMaIus 0 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX ITpernapaTax
U JIEKAPCTBEHHBIX Ipenaparax, UCKIIOUYEHHBIX U3 TOCYAAPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX
CpeACTB
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1. CooTBETCTBYIONIMI YHOJIHOMOYECHHBIH (peepanbHblii OpraH MCIOJHUTEIBHON BIIACTH
pasMeriaeT Ha cBoeM oQuIMaIbHOM caiite B cetn "MHTepHeT" MHGpOpMAINIo, CBA3aHHYIO C
OCYIIECTBIICHUEM TOCYAAPCTBEHHOM PETHCTpALMU JICKAPCTBEHHBIX IIPENApaToB, B TOM YHCIIE
MIPOBEJICHUEM D3KCIEPTU3bl JICKAPCTBEHHBIX CPEICTB (BKJIIOYAs pe3yibTaThl €€ IMPOBENCHUs),
UHPOPMALIMIO O 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpemnaparax M JeKapCTBEHHBIX
npenaparax, UCKJIFOUEHHbBIX U3 FOCYAapCTBEHHOI'O peecTpa JIEKaPCTBEHHBIX CPEJCTB, HE NO3HEE
yeM uepe3 MATh pabouux JHEW CO JHA TOJIYYEHHUS COOTBETCTBYIOIIMM YIMOJTHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJIHUTENIBHON BIACTH 3asBJICHHS O FOCYAapCTBEHHOW perucTpaiuu
JIEKapCTBEHHOTIO IIperapara.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. Cpoku ¥ MOpsA0K pa3MEUICHUs] YKa3aHHOM B 4acTH | HacTosAmel cTaTbu MH(DOpMAIIH
YCTaHABIMBAIOTCA YIOJTHOMOYEHHBIM (peiepaibHbIM OpPraHOM HMCIOJIHUTENBbHOM BIACTH.
WNudopmanus, ykazaHHas B yacTu | HACTOSIIEH CTaThbH, SIBIISETCS OTKPBITOW M OOIIEAOCTYITHOM
U TPEeNOCTaBISACTCA 3aUHTEPECOBAHHBIM JIMLAM B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.

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

I'maBa 7. KIMHUYECKHUE UCCJIEJOBAHUSA JIEKAPCTBEHHBIX
IMPEITAPATOB J1JIsI MEJUIIUHCKOI'O TIPUMEHEHUSA, 1OI'OBOP
Ob UX ITPOBEJEHMUMU, ITPABA ITAIUEHTOB, YHACTBYIOIIUX
B OTUX UCCJIIEJOBAHUAX

Cratps 38. KinnHuueckue uccieoBaHus JEKapCTBEHHbBIX MIPENapaToB JUIsl MEIULIUHCKOTO
[IPUMEHEHUs

1. KiuHuueckue wuCCleIOBaHUSA JIEKAPCTBEHHBIX NIPENapaTroB Uil MEIUIIMHCKOIO
OPUMEHEHHUS, B TOM 4YMCI€ MEXIYHAPOJIHbIE MHOIOLEHTPOBBIE, MHOTIOLIEHTPOBBIE,
IOCTPETUCTPALIMOHHBIE, ITPOBOJATCS B OAHOW MM HECKOJIBKMX MEIUIUHCKUX OpPraHM3alMsIX B
COOTBETCTBUM C TMpaBWIaMM HaJUIekalled KIMHUYECKOW MPAKTHKH, YTBEP)KIACHHBIMU
YIIOJIHOMOYEHHBIM ~ (beZiepalbHbIM  OpPraHOM  HCIOJHUTENBHOW BIACTH, COOTBETCTBEHHO B
CIIEYIOIIUX HeNsX:

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

1) ycraHoBieHHE O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB JJIs 3/J0POBBIX 100POBOJIBIEB
U (MIM) TEepPeHOCHMMOCTH UX 3/I0pOBBIMH JI0OpPOBOJIBLIAMH, 3a MCKIIOYEHHEM TaKuX
WCCIIEIOBAHUIN JIEKAPCTBEHHBIX IIPEMapaToB, MPOU3BEICHHBIX 3a mpeaenamu Poccuiickoit
denepauny;

2) noa0op ONTHMAJBHBIX JO3MPOBOK JIEKAPCTBEHHOrO Ipernapara M Kypca JICUeHMs s
NAallMeHTOB C ONpeAEJeHHbIM 3a00JIeBaHUEM, ONTUMAIBHBIX JI03 M CXEM BaKIMHAlUU
MMMYHOOHOJIOTHYECKHMH JIEKAPCTBEHHBIMU TperapaTaMu 3J0pPOBBIX J0OPOBOJIBLIEB;

3) ycraHoBieHHE 0€30MacCHOCTU JIEKAPCTBEHHOrO Ipernapara ¥ ero 3QpQGEeKTUBHOCTH JUIS
NAlMEHTOB €  OMNpefeNieHHbIM  3alboneBaHueM, mnpoduimaktudecko  dddexTUBHOCTU
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB s 310pPOBBIX T0OPOBOJIBIIEB;

4) u3ydyeHHe BO3MOXKHOCTU PACIIMPEHMs MOKA3aHUM ISl MEIUIMHCKOTO NMPUMEHEHUs U
BBISIBJICHHS] paHee HEU3BECTHHIX MOOOUYHBIX JEHCTBHH 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB.

2. B oTHOIIEHHMH BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPENapaToB [UIsl MEIULUHCKOIO
NPUMEHEHUS TPOBOJATCS HCCIENOBaHUS OWOAPKBUBAJIEHTHOCTH M (WJIM) TeparneBTHYECKOM
HKBUBAJIEHTHOCTH B TMOPSAJKE, YCTAHOBJIEHHOM YIIOJTHOMOUYEHHBIM (heiepaabHbIM OpPraHoM
VICITOJTHUTEJIBHON BIIACTH.

3. Opranu3zanuio NpoOBEACHUS KIMHUYECKHX MCCIENOBAaHUM JIEKAPCTBEHHOI'O Iperapara
JUTSL METUIIUHCKOTO IIPUMEHEHHSI BIIPABE OCYIIECTBIIATD:

1) pa3pa®oTuuK JIEKapCTBEHHOTO MperapaTa Uil YIIOJTHOMOYEHHOE UM JIUIIO;
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2)  oOpa3zoBarenbHBIE ~ OpraHW3allMd  BBICIIETO  OOpa3oBaHUs,  OpraHU3aIluU
JIOTIOJTHATEILHOTO PO(heCCHOHATEHOTO 00pa30BaHUS;

(m. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4YHO-HUCCIIEIOBATEIbCKHE OpraHU3aIiu.

4. KiuHMYeCKHE WCCIEeNOBaHUsl JICKAPCTBEHHOTO TMpemnapara JUis MEIUIUHCKOTO
NPUMEHEHUS TPOBOASTCA HA OCHOBAaHMM pa3pelieHuss Ha MPOBEICHUE KIMHUYECKOTO
WCCJICIOBAHMS JICKAPCTBEHHOTO TIperapara, BBIIAHHOTO YIIOJTHOMOYEHHBIM (eaepaTbHbIM
OpraHOM HCIOJIHUTEJILHOM BJAacTU. YTOJHOMOYEHHBIN (efepanbHblii OpraH HCIOIHUTEIbHOU
BJIACTH BENET PEECTP BBIIAHHBIX PA3PCIICHUI HAa MPOBEACHUE KIMHUYECKHX HCCICIOBAHUMN
JIEKapCTBEHHOI'0 Ipemnapara, COJIepKalluil yKa3aHue Ha MX Iefib WU LEelIH, B YCTAHOBJICHHOM
THM OPTraHOM IOPSIJIKE.

(B pen. Pemepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Yrpatun cuiy ¢ 1 utons 2015 roxpa. - @eaepanbubiii 3akon ot 22.12.2014 N 429-D3.

6. K opranuzanumu npoBefieHHs] KIMHUYECKUX HCCIIEIOBaHUM JIEKapCTBEHHOTO IperapaTa
JUISET  MEIUIIMHCKOTO TIPUMEHEHHUs pa3pabOTUYMKOM JICKApPCTBEHHOTO TIperapara MOTYT
MPUBJIEKATHCS IOPUAMYECKHUE JIMIA 000N OpraHU3allMOHHO-TIPABOBOWM ()OPMBI MPHU YCIOBUU
o0OecrieueHrnsT COOTBETCTBHS JTUX HCCIEAOBaHUN TpeOoBaHUSAM Hactosmiero deneparbHOTO
3aKOHa.

7. KiouHWYeckWe WCCIICIOBaHMS JICKAPCTBCHHBIX IPENapaToB JUISl METUIIUHCKOTO
MPUMEHEHHUS MPOBOJATCS B MEAMIIMHCKUX OPraHU3alUAX, aKKPEUTOBAHHBIX YIOJTHOMOYEHHBIM
(deneparbHBIM OPTaHOM HCITOJIHUTEIIBHON BJIACTH B MOPSIJIKE, yCTaHOBIIEHHOM [IpaBUTEIIECTBOM
Poccuiickoit denepaiumu.

8. TlepevueHb MEAWIIMHCKHX OPTaHU3AIMNA, WMCIOIIUX IPABO IMPOBOIUTHh KIMHUYCCKHEC
UCCJICIOBAHMs JIEKAPCTBEHHBIX MPEMapaToB [UIsl MEIULMUHCKOTO MPHUMEHEHHUS, U PEeecTp
BBIIAHHBIX Pa3pelieHU Ha TMPOBEJICHUE KIMHUYECKUX HCCICIOBAHUN JIGKAPCTBEHHBIX
MpernapaToB OMyOJMKOBBIBAIOTCS M Pa3MELIAIOTCS YHIOJHOMOYEHHBIM (heaepaabHbIM OpPraHOM
WCTIOJTHUTEIILHOM BIIACTH B YCTAHOBJICHHOM UM TIOPSJIKE Ha CBOEM O(QHUIIMAIBHOM CAlTE B CETH
"NuTepuer".

Cratps 39. Pemenue o MMPOBCACHUN KIIMHUYCCKOI'0 HCCICAOBAHUSA JICKAPCTBCHHOI'O
npemnapara Jji1 MCIUIUHCKOTIO IPUMCHCHU A

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

1. Knuauueckoe uCCIENOBAaHME JIEKAPCTBEHHOIO IIpemapara [uiss  MEAMIMHCKOTO
NPUMEHEHUs [POBOJUTCA Ha OCHOBAaHUM pA3PCIICHHUs Ha IPOBEACHUE KIUHUYECKOIO
HCCJIEIOBaHMs JIEKApCTBEHHOTO Tpernapara, BbIIAHHOIO YIIOJHOMOYEHHBIM (QeaepantbHbIM
OpPraHOM HCIIOJIHUTEILHON BJIACTU IO pe3yibTaTaM AKCHEPTH3bl TOKYMEHTOB, HEOOXOAMMBIX
JUISL TIOJIY4EHMSI PA3pelIeHHs] Ha IPOBEICHHE KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO
[penapara U 3TUYECKON IKCIIEPTU3HI.

2. [Ina mnonydeHHs paspelieHuss Ha IPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS
JIEKApCTBEHHOI'0 IIpernapara Ui MEIULMHCKOTO IIPUMEHEHMs 3asBUTENb IPEACTABISCT B
YIIOJTHOMOYEHHBIHN (eiepalibHbII OpraH UCIIOTHUTEIbHOM BIACTH:

1) 3asBieHue O BbIJAY€ pa3pelieHHs Ha IPOBEACHUE KIMHUYECKOTO HCCIEI0BaHUSA
JIEKapCTBEHHOI'O IIpernapara s MEJUIUHCKOTO IPUMEHEHHS;

2) KONMWUU JIOKYMEHTOB, IOJATBEPXKAAIOUINX YIUIATy TOCYAApCTBEHHOM MONIUIMHBI 32
IIPOBEICHUE STUYECKOM SKCIEPTU3bl, dKCIEPTU3bl JOKYMEHTOB HA JIEKAPCTBEHHBIM Mperapar
JUIS TIOJIy4EHMS DPA3peIleHHs Ha IIPOBEACHHUE KIMHUYECKOIO MCCIENOBAaHUs JIEKAPCTBEHHOIO
npenapara JUisi MEIMIIMHCKOIO IPUMEHEHHWs, 3a BblJady pa3pelieHus Ha IpPOBEJCHUE
KJIMHAYECKOI'0 MCCIJIEIOBAHU JIEKAPCTBEHHOI'O IIpernapara s MEIULMHCKOTrO IPUMEHEHNs, 3a
IIPOBEICHUE DKCIIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpernapar Juisl IOJIy4eHUs
paspelnieHus Ha IPOBEICHUE MEXIYHAPOIHOIO MHOTOLIEHTPOBOI'O KIMHUYECKOTO UCCIIEN0BaHUS


consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A062E3BDC88585487A69E825FED1570CAC647EC734WEMDI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FC930WEM9I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD96BA360E9BDC88585487A69E825FED1570CAC647FCF33WEMAI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FC930WEMBI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD26CA761E0BDC88585487A69E825FED1570CAC647FCF30WEM0I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD168A464E2BDC88585487A69E825FED1570CAC647FC930WEMAI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD861AC66E0BDC88585487A69E825FED1570CAC657ACAW3M3I

JIEKApCTBEHHOI'0 TIpernapara Jjisi MEAMIMHCKOTO TMPUMEHEHMs, 3a BbIJauy pa3pelieHus Ha
IIPOBE/ICHHE MEXIYHAPOJAHOTO MHOT'OLIEHTPOBOTO KJIMHUYECKOTO HCCIeA0BaHUs
JIEKapCTBEHHOI'O IIpernapara s MEAMIMHCKOIO IPUMEHEHMs, 3a MPOBEACHHUE STHUYECKON
SKCHEpPTU3bl, SKCIEPTHU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar s IOJIy4YeHUs
paspelieHuss Ha I[POBEAECHHE  IOCTPETUCTPALIMOHHOTO  KJIMHUYECKOTO  MCCIEN0BAaHUS
JIEKApCTBEHHOI'0 IIpernapara sl MEIULIMHCKOTO INPUMEHEHHMs, 3a BblAauy pa3pelieHus Ha
IIPOBEJEHUE MOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIIEOBaHMsI JIEKAPCTBEHHOTO Ipernapara
JUTSL MEUIIMHCKOTO MPUMEHEHHUSI, WIH 10 COOCTBEHHOI MHUIIMATUBE YKa3aHHbIC TOKYMEHTHI. B
cllydae HETpeCTaBICHHS 3asiBUTEIEM yKa3aHHbBIX JOKYMEHTOB YIIOJTHOMOYEHHBIN (eaepanbHbIi
OpraH HCIIOJIHUTENbHONW BJAcTU MpoBepseT (akT yIiaaThl TOCYAapCTBEHHOW MOILIMHBI C
UCIOJIb30BaHUEM HMH(OpPMauu 00 yIjiare rocyJapCTBEHHON MONUIMHBL, COJEpIKaleics B
['ocynapctBeHHON HWHGOPMAIMOHHOW CHUCTEME O TOCYAapCTBEHHBIX W MYHHIIMIIAJIbHBIX
IU1aTeXax, Ha OCHOBaHUM IIPEICTABICHHBIX 3asBUTEJIEM KON JOKYMEHTOB;

3) IpOTOKOJ KJIMHHUYECKOTO UCCIEA0BAHUS JIEKaPCTBEHHOTO IIpenapara Jyisi METUIIUHCKOTO
MIPUMEHEHUS;

4) 6pomiropy rccaeaoBaTes;

5) nH(pOPMAITMOHHBIN JIMCTOK NAIMEHTA,

6) cBeneHus 00 ombiTe pabOTHI HCcIeIoBaTeNei 0 COOTBETCTBYIONIUM CIIEIUATBHOCTSIM U
UX OIIBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX HCCIICJOBAHUM;

7) cBedeHHs O MEAMIIMHCKMX OpPraHH3alUsX, B KOTOPBIX MPEINoaraeTcs IMpOBEICHUE
KJIMHUYECKOI0 HCCIIEOBaHMs JIEKAPCTBEHHOI'O Ipernapara s MEAULHMHCKOIO IPUMEHEHUs
(moMHOE U COKpalleHHOE HAaWMEHOBAaHMs, OpraHU3allMOHHO-TIpaBOBas (opma, MecTo
HAXOXKJCHUS U MECTO OCYILECTBIICHUS JEATENLHOCTH, TenedoH, Tenedakc, aapec 3eKTPOHHON
MOYTHI KAKIO0M MEIUIIMHCKON OpraHU3aIum);

8) cBemeHMsST O NPEANOJAraeMbIX CpOKaxX IPOBEIEHUS KIMHUYECKOIO HCCIEIOBaHUS
JIEKapCTBEHHOIO Mpenapara s MEJUIUHCKOTO PUMEHEHHS;

9) xommio 1oroBopa 00s3aTEIBLHOTO CTPaxOBaHMsSI, 3aKJIIOYEHHOTO B COOTBETCTBUHU C
TUTIOBBIMU TPaBUJIAMH 00S3aTEIHHOTO CTPaxXOBaHUS, C yKa3aHHUEM MpeeNbHONH YHCIEHHOCTH
NAlMEHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIIEIOBAaHMM JIEKapCTBEHHOIO Ipemnapara Jyist
MEAMIMHCKOTO IPUMEHEHHS;

10) uadopmaruio o cocTaBe JIEKapCTBEHHOTO IIpenapara Jyisi MEAUIIMHCKOTO TPUMEHEHUS,

11) JOKyMEHT, COCTaBIEHHBIM MPOM3BOAUTENEM JIEKApCTBEHHOIO IIpernapara JUls
MEAMIMHCKOTO MPUMEHEHHUS U COJEp KaIMi MMOKa3aTenu (XapaKTepUCTUKH), @ TAK)XKE CBEICHUS
O JIEKapCTBEHHOM IIpemapaTe Uil MEJMLIHMHCKOIO IPUMEHEHMs, IPOU3BEACHHOM s
MPOBEJCHUS KIMHUUECKUX HCCIIEI0BaHUMN;

12) Komui0 JMIIEH3MHM Ha TMPOM3BOJCTBO JIEKAPCTBEHHBIX CpPEICTB B Clydyae, €Cld
MPOM3BOACTBO JIEKAPCTBEHHOTO IMpernapara ocyuiectsisgercs B Poccuiickoin ®denepaunu, Win
KOTIHMIO 3aKJIFOYEHHSI O COOTBETCTBUU MPOU3BOJUTENS JICKAPCTBEHHOI'O Mpernapara TpeOoBaHUIM
IpaBWJl  HaJUIeKalled  MpPOM3BOACTBEHHOM  MPAKTHUKW,  BBUIAHHOTO  KOMIIETEHTHBIM
YIIOJTHOMOYEHHBIM OPTaHOM CTpaHbl IPOU3BOJUTENS JIEKAPCTBEHHOTO Ipenapara.

3. B cpok, He mpeBbIIAONIMM MSTH paboyuX JTHEH CO JTHS MPUHATHS YKa3aHHOTO B ITYHKTE
1 yactu 2 HacTosAlIeH CTaThbU 3asABICHUS U HEOOXOIUMBIX JIOKYMEHTOB, YIMOJTHOMOYEHHBIN
dbeneparbHBI OpraH UCTIOJIHUTEIBHON BIACTH:

1) mpoBOIUT MPOBEPKY IOJHOTHI M JIOCTOBEPHOCTH CBEIEHUH, colepKaluxcs B
MIPEJICTABICHHBIX 3asIBUTENIEM IOKYMEHTAX;

2) NpUHMMAET pelIeHHEe O TPOBEIECHUH OHKCHEPTH3bl JIOKYMEHTOB /IS IOJyYSHHS
paspelieHusi Ha TMPOBEACHHE KIMHUYECKOTO HCCIIEJOBaHMS JIEKapCTBEHHOI'O Ipemnapara Juis
MEIUIUHCKOTO MPUMEHEHHS U STHUECKON SKCIEPTU3bI WM 00 0TKa3e B MPOBEIEHUH YKa3aHHBIX
AKCIIEPTHU3;

3) yBeAOMIISET B 3JIEKTPOHHOM (opme Win Ha OyMa)KHOM HOCHUTEJE 3asBUTEIS O IPUHATOM
pemieHuy U0 B ciayyae MPUHATUS pelIeHHs 00 OTKa3e Takke C yKa3aHHWEM NPUYUH TaKoro
0TKa3a;
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4) MoAroTaBIMBAET U HANPABISET B SKCIIEPTHOE YUPEXKICHUE U COBET 110 3THUKE 3a/1aHUE Ha
MIPOBEICHUE COOTBETCTBYIOIINX IKCIIEPTHU3.

4. B ciydae BBISBICHHUS HEMOJHOTHI M (MJIM) HEJOCTOBEPHOCTH HH(OpPMALUH,
coJieprKalleiicss B Mpe/ICTaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHbIN (enepanbHbIi
OpraH HCIIOJHUTEIHHON BIACTH HANpaBIAET 3asBUTENIO 3alpoc 00 YTOYHEHHH YyKa3aHHOM
uHpopmanuu. JlaHHBI 3ampoc MOXKET ObITh IMEpelaH YIMOJIHOMOYEHHOMY MPEICTaBUTEINIO
3asiBUTEJI JIMYHO IOJI PACIUCKy, HAIpaBJIEH MO IOYTE 3aKa3HbIM NMHCbMOM WM IEpefaH B
JJIEKTPOHHOU (popMe MO TEeIeKOMMYHHUKAllMOHHBIM KaHajaMm cCBsi3u. B ciyuae HampaBiieHus
JAHHOTO 3alpoca IO IOYTE 3aKa3HbIM IUCbMOM OH CUMTAETCS MOJYYEHHBIM IO HMCTEUYEHUU
HIECTH JHEW C JAaThl HaIlpaBJICHUs 3aKa3HOTO MHUChbMa. 3asgBUTENb 00s53aH MPEACTaBUTh OTBET Ha
3arpoc  YHOJHOMOYEHHOTO (peepasbHOr0 oOpraHa HCIOJHUTENPHOW BIIACTH B CpPOK, HE
MIPEBBIMIAOIINKN IeBIHOCTa pabOYnX JHEW co JIHS ero nonydeHus. Cpok, yKa3aHHBIA B 4acTu 3
HACTOALUEH cTaThbu, IPUOCTAHABIMBAETCd CO JHS HallpaBJIEHHs 3asBUTEII0  3ampoca
YIIOJHOMOYEHHOTO (peiepabHOrO OpraHa HCHOJHUTENIbHON BIACTH JO [HS MOJIYYEHHS UM
COOTBETCTBYIOILIETO OTBETAa W HE YYMUTHIBAEGTCS IPU HCUYHUCICHUM CpOKa IPUHATHUS
YIIOJTHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIOJHUTENBHON BJIACTU PEIIEHUS O MPOBEACHUU
OKCHEPTU3bl JOKYMEHTOB JJIsi IIOJIyYE€HHUS pa3pelleHUs Ha NPOBEIACHHE KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO IIpernapara Juisi MEAUIIMHCKOTIO IPUMEHEHHUS.

5. OcHOBaHHEM [UIsl OTKa3a B IPOBEIEHUM OSKCIEPTU3bl JOKYMEHTOB i IOJy4YEHUs
pa3penieHuss Ha MPOBEACHHE KIMHUYECKOIO0 HCCIENOBAHMS JIEKAPCTBEHHOIO Ipernapara s
MEAMIIMHCKOTO MPUMEHEHUS U 3THYECKOM 3KCIEpPTU3bl ABIISETCS NPEACTAaBIECHUE JOKYMEHTOB,
MPEyCMOTPEHHBIX YacThl0 2 HACTOSIICH CTaThU, B HEMOJHOM OO0beMe, HENpe/CTaBICHUE
3asiBUTEJIEM B YCTAHOBJICHHBII CPOK OTBETA HA YKA3aHHBIN B 4acTU 4 HACTOALIEH CTaTbH 3aIpoc
YIIOJTHOMOYEHHOTO (efepaibHOro OpraHa MCIHOJIHUTENBHOM BIIACTH JIMOO OTCYTCTBUE B
NPECTABICHHBIX JTOKYMEHTAaX HCYEPIBIBAIOIIEIO IEepeyHs] HEOoOXOAMMO WHGpOpMAlUU WIIH
uH(pOpMallMK, KOTOpas JOJKHA OBITh OTpa)K€Ha B HUX, a TaKXKe OTCYTCTBHE WH(pOpMaIuw,
MOATBEPXKIAIOMICH (aKT yIiaThl TOCYAAPCTBEHHOW TMONUIMHBI 32 TPOBEACHHE STUYCCKOU
AKCIEPTU3bl, HKCIEPTU3bl JOKYMEHTOB Ha JIEKQPCTBEHHBIM Ipenapar A MOJIy4eHUs
paspellieHrs Ha NpPOBEACHHME KIMHMYECKOTO HCCIIENOBaHMS JIEKapCTBEHHOIO Ipemnapara Juis
MEIUIMHCKOTO TPUMEHEHMs, 3a BblJA4y pa3pelieHusi Ha MPOBEIACHUE KIMHUYECKOIO
MCCJIEIOBaHMSI JIEKapCTBEHHOI'O TMpernapara A MEIULHUHCKOrO MpPHUMEHEHUs, 3a IMPOBEJIEHUE
AKCIEPTU3bl JIOKYMEHTOB Ha JIEKapCTBEHHBIM mpenapar s MOJYyYEHHs pa3pelieHHus Ha

IMPOBEACHUC MCKAYHApOAHOTI'O MHOT'OLICHTPOBOI'O KIIMHUYCCKOI'O HUCCICI0OBaHUsA
JICKApCTBCHHOTO IIpfrapara I MCIAUIHUHCKOIO IIPUMCHCHHUA, 3a BbIJady pPa3pCHICHUA Ha
IMPOBEACHUC MCKAYHApOOHOTI'O MHOT'OLICHTPOBOI'O KIIMHHUYCCKOI'O HUCCICIOBaHUsA

JIEKapCTBEHHOI'0 IIpernapaTta s MEAMIMHCKOrO IPUMEHEHMs, 3a INPOBEACHHE OSTUYECKOU
OKCIEPTU3Bl, OJKCHEPTU3bl JIOKYMEHTOB Ha JIEKapCTBEHHBIM mpernapar g MOJIyuyeHUus
paspelleHuss Ha IPOBEACHHE  IOCTPETUCTPALIMOHHOTO  KJIMHUYECKOTO  MCCIEN0BAaHUSA
JIEKapCTBEHHOI'0 IpemnapaTa Al MEIUIUHCKOTO NPUMEHEHHUs, 3a BbIJAdy pa3pelieHus Ha
IIPOBEJEHUE MMOCTPErUCTPALIMOHHOTO KJIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOIO IIpenapara
JUTSL METUIIUHCKOTO PUMEHEHHUSI.

6. IlpoBeneHue skcrnepTH3bl JOKYMEHTOB JUIsl NOJYYEHMsI pa3pellieHUs Ha IPOBEICHUE
KJIIMHUYECKOI0 HCCIEI0OBaHMUS JIEKQpCTBEHHOTO Mpenapara i METUIUHCKOTrO MPUMEHEHUS U
ATUYECKOMN IKCIEPTU3BI, COCTABICHUE KOMUCCUEHN 3KCIIEPTOB M COBETOM IO ITHKE 3aKJIFOUEHUH O
BO3MOXXHOCTH WJIM HEBO3MOXXHOCTH TPOBEIEHUS TaKOr0 KIMHUYECKOTO UCCIIEOBAaHUS U
HalpaBJIeHUE STHX 3aKIIOUEHHUI B YIOJTHOMOUYEHHBIH (elepanbHblil OpraH HCIOJIHUTETbHON
BJIACTH OCYLIECTBIISIIOTCSI B CpPOK, HE MPEBBIIAOMUNA TpUIUATH padoyux [HEH co JHS
NOJYYEeHUsI SKCIEPTHBIM YUPEKACHUEM 3aJaHusl YIOJIHOMOYEHHOTO (elepaIbHOro opraHa
WCIIOJTHUTENIbHOM BJIACTH C MPWJIOKEHHEM JOKYMEHTOB, YKa3aHHbIX B myHKkTax 3, 4, 10 u 11
YacTH 2 HACTOSIIEH CTaTbHM, U COBETOM IO 3TUKE 33JaHUsl YIMOJHOMOYEHHOTO (enepaabHOro
OpraHa HCIOJIHUTEIbHON BJIACTH C MPHJIOKEHUEM TOKYMEHTOB, yKa3aHHBIX B MyHKTax 3 - 6, 8 u
9 yactu 2 HacTosIILEN CTaTbHU.
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7. B cpok, HE MpEBHILAIOUIMNA MATH pabouyux THEH co JHS TOJXYYEHHUs 3aKIIYeHUi,
VKa3aHHBIX B YacTU O HACTOSIIEH CTaThbH, YIOJHOMOYCHHBIH (QeaepabHbIi  OpraH
WCIIOJIHUTEJIBHOM BIACTH:

1) ocymiecTBIsET OLEHKY MOCTYNHUBIINUX 3aKIIOYSHHUM JUIsl OMpPEeesIeHNs UX COOTBETCTBUS
3a/laHusIM Ha MPOBEACHUE COOTBETCTBYIOIIUX IKCIEPTHU3;

2) mnpuHUMAeT peHIeHHEe O BbAaYe pa3pelieHuss Ha MPOBEICHUE KIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOI'O IIperapara il MEAULMHCKOro MPUMEHEHHsS WM 00 oTKa3e B
BbIJIa4€ YKAa3aHHOT'O PAa3pEIICHHUS;

3) BblIaeT pa3peuieHHE Ha IPOBEICHHE KIMHUYECKOTO HCCIIENO0BAHUS JIEKAPCTBEHHOTO
npenapara Al MEIUIUMHCKOTO MPUMEHEHUS WM pelleHHe 00 OTKa3e B BblJadye yKa3aHHOTO
pa3pelleHus ¢ yKa3aHUeM IIPUYHUH OTKa3a.

8. OcHoBaHMEM [UIs OTKa3a B BbIJA4Y€ pa3pelleHHs Ha MPOBEICHUE KIMHUYECKOIrO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapaTa JUlsi MEAULUHCKOTO IPUMEHEHUS SIBIISIETCS HAIMUUeE
3aKJIOYEHUST KOMHMCCUHM JKCIEPTOB WM 3aKJIIOYEHHsS COBETa IO ITHUKE O HEBO3MOKHOCTHU
IIPOBEJCHUS KIMHUYECKOIO MCCIEN0BaHUS JIEKAPCTBEHHOI'O Ipernapara JUisi MEAMIIMHCKOIO
NPUMEHEHUsS MO pe3yjbTaTaM IMPOBEACHHBIX SKCHEPTU3, IPEAYCMOTPEHHBIX 4YacTbl0 6
HAaCTOSIIEH CTaThH.

9. Pemenne 00 OTKa3e B MPOBEIECHUU OHKCHEPTU3Bl JOKYMEHTOB [UIsI TOTYYCHHS
paspellieHns Ha NpPOBEACHHE KIMHMYECKOTO HCCIIEIOBaHMUS JIEKAPCTBEHHOIO IMpenapara st
MEIULMHCKOrO MPUMEHEHHUS U 3TUYECKOW IKCIIEPTU3bl U B BbIJIaU€ pa3pelleHUs Ha MPOBEICHUE
KJIMHUYECKOI'0 HCCJIEOBaHMs JIEKAPCTBEHHOIO IIpernapaTra JUisi MEIULIUHCKOIO MPUMEHEHUS
MOKET OBITh 00KaJlOBaHO B TMOPSAJKE, YCTAaHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
®denepauuu.

Cratbs 39.1. DTuueckas dKCriepTHU3a
(BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. DrTuyeckas SKclepTU3a MPOBOJUTCS COBETOM IO STUKE, CO3JIaHHBIM B MOPSJIKE,
YCTQHOBJICHHOM YIIOJIHOMOYEHHBIM (heZiepalibHbIM OpraHOM HCIIOJIHMUTENBbHOM BIIACTH, B LIEJSAX
BbIAa4HM 3aKIIOYCHUSA 00 >THYECKOW 000CHOBAHHOCTH BO3MOKHOCTH MPOBCACHUA KIIMHUYCCKOI'O
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapaTa JUisi MEIULIMHCKOTO IIPUMEHEHUS.

2. DKcriepTaMH COBETa 10 3TUKE MOT'YT OBITh MPEACTABUTENN MEAUIIMHCKUX OpPraHu3alui,
HAYYHbIX OpraHu3aluid, oOpa3oBaTeNbHBIX OpraHU3alMi BBICIIEr0 00pa3oBaHUsA, a TaKKe
IPEJICTaBUTENIN OOIIECTBEHHBIX OPraHU3alMi, PEIUTHO3HBIX OPTaHU3alUi U CPEJICTB MacCOBOM
uHpopmanuu. JlaHHBIE SKCIEPThl HE AOJDKHBI HAaXOAMTHCA B KaKOM-TMOO 3aBUCUMOCTH OT
pa3paboOTUYMKOB JIEKAPCTBEHHBIX IpPENapaToB U JPYTUX JIMII, 3aMHTEPECOBAHHBIX B pe3yjbTaTax
TUYECKOHN SKCIEPTHU3HI.

3. Omnata ycnyr 3KCIEpTOB COBETA MO 3TUKE OCYILIECTBISIETCS HAa OCHOBAHUU JIOTOBOPA,
3aKJIFOYEHHOTO MEXAY YIOJHOMOUYEHHBIM (eepabHbIM OpPraHOM HCHOJHHUTEIbHOM BIIACTH,
KOTOpPBIM CO3[1aH COBET IO 3THKE, U HKCIIEPTOM COBETa IO 3THKE, 3a CUeT OMOKETHBIX
ACCUTHOBaHUH, MPeTyCMOTPEHHBIX YIIOJIHOMOUYEHHOMY (pesiepaibHOMY OpraHy MCIOTHUTEIHHON
BJIACTH, KOTOPBIM CO3/1aH COBET MO 3THKE, B (eiepalibHOM OF0JKETe Ha COOTBETCTBYIOIIMM TOJ
Ha o0eclieyeHne ero AeaTelbHOCTH, B pa3Mepax, ycraHoBIeHHbIX [IpaBurenscTBom Poccuiickoit
denepanuu.

4. OkcrepTsl COBETa M0 OTHUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBHH C
3aKoHoaTenscTBOM Pocculickon deneparuu.

5. CoctaB coBeTa MO 3THKE, IMOJIOKEHHE 00 3TOM COBETE, MOPSAIOK €ro JesTeIbHOCTH,
TpeOoBaHUS K KBaTU(HUKALUMU U OMBITY paOOThI MO SKCIIEPTHON OIIEHKE HAyYHBIX, MEAUIIMHCKUX
U DTUYECKHUX AaCIEKTOB KIMHHUYECKUX MCCIEJOBAHUM JIEKAPCTBEHHBIX IpENaparoB AJis
MCIUIHUHCKOI0 IMPUMCHCHU, IMPCABABIACMBIC K OKCIIEpTaM COBETa II0 I3THUKE, IOPSAAOK
OpraHu3alliil U TMPOBEACHUS ITUYECKOM SKCIEepTHU3bl, (opMa 3aKIOUEHHS COBETa IO ITHUKE
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YCTaHABIMBAIOTCSA YIIOJTHOMOYCHHBIM (hefiepaibHbIM OPraHOM HCIOIHUTENHHON BIACTH. Yucio
npecTaBuTeNIeld MEAUIIMHCKIX OpraHU3aliil He MOKET MPEBIIIATH TOJIOBUHY OT OOIEro yucia
HKCIIEPTOB COBETA 110 3TUKE.

6. Undopmanus o coctaBe coBeTa 1o ITHKE, TUIaHAX €ro padOoThl U TEKYIIEH e TeIbHOCTH
pasmemiaercss Ha  OQUIMATIBLHOM  CalTe  YHOJHOMOYEHHOTO  (QelepalbHOro  opraHa
WCIIOJTHUTENIbHOM BIacTH B ceTH "MHTepHET" B YCTAaHOBJICHHOM UM TOPSIKE.

Cratpsa 40. HpOBeI[CHI/IC KIIMHUYCCKOro MCCICOAOBAHUA JICKAPCTBCHHOI'O IIpC€riapara s
MCIUIUHCKOI'0 MPUMCHCHUA

1. PykoBoauTenb, MEOUIIMHCKOW OpraHu3alyy, KOTOpas IPOBOJAUT KIMHUYECKOE
HCCIICOBAHNE JIEKApCTBEHHOIO IIpernapara ulsi MEIULIMHCKONO IIPUMEHEHHs, Ha3HadaeT
UCCIIEIOBATENs], OTBETCTBEHHOTO 3a MPOBEJCHUE TAKOTO MCCIICAOBAHMS U UMEIOIIETo JIeUueOHYI0
CIEIUAIBHOCTb,  COOTBETCTBYIOLIYIO  IPOBOAMMOMY  KIMHHUYECKOMY  HMCCIEIOBAHHIO
JIEKapCTBEHHOI'O IIpernapara, co cTaxxeM paldoThl 110 MporpaMMaM KIMHUYECKUX HCCIEAOBAHUN
JIEKapCTBEHHBIX IIPENapaToB HE MEHEE 4YeM TPU IOoJa M IO €ro IMPENJOKEHUI0 Ha3HadaeT
COMCCJIEIOBATENIEN U3 YUCIIA Bpayel ATOW MEIUIIMHCKON OpraHu3alnH.

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

2. HWccnenmoBarenb OCYIIECTBISICT BBIOOp MAlMEHTOB, KOTOPBIE IO MEIUIIUHCKUM
[OKa3aHUAM MOTYT OBITh MPHUBJIEYEHbl K YYaCTMIO B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTI'0 Ipernapara i MEJUIIMHCKOTO IPUMEHEHMS.

3. HccnenoBarenb M COUCCIEAOBATENN JOKHBI OBITh O3HAKOMJIEHBI C pe3yJbTaTaMu
JOKJIMHIUYECKOTO HCCIICOBAHMS JISKAPCTBEHHOTO CPEJACTBA, COACPKALIMMHUCA B OpouIope
M CCIIEI0BATENS, IPOEKTOM IIPOTOKOJIA KIIMHUYECKOTO UCCIIEI0BaHUS JIEKAPCTBEHHOTO Ipenapara
JUISL METMLIMHCKOTO IPUMEHEHUs, Pa3pabOTaHHbIM pa3pabOTYMKOM JIEKAPCTBEHHOIO Ipernapara
WIM UHBIM IOPUAWYECKUM JIMLIOM, IIPUBJIEKAEMBIM K OpraHU3alyy MPOBEICHUS KIMHUYECKOTO
UCCJIEIOBaHMsI JIEKAPCTBEHHOIO0 Ipernapara JUisi MEAMLIMHCKOrO NPUMEHEHUs, U JAPYTUMU
MaTepuaiaMH TaKOro UCCIIEJOBAHMS.

3.1. PykoBoauTenb MEAUIIMHCKOW OpraHU3alMM B CPOK, HE MPEBBIIAIOMINN Tpex padounx
JHEH CO JIHA Hayasa MPOBEACHUS KIMHUUYECKOTO UCCIIEI0BaHMs JIEKapCTBEHHOTO IIpenapaTa AJis
MEAMIIMHCKOTO MPUMEHEHHs, coo0IaeT 00 3TOM B YNOJHOMOYEHHBIN (enepanbHblii Oprax
VCIIOJIHUTENIBHOM BJIACTH, BBIIABIIMN pa3pellieHUE Ha NPOBEICHHE TAKOIO MCCIENO0BaHUSA, IO
YCTaHOBJICHHOM UM (popMe.

(uacTs 3.1 BBenena denepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzaiyy, OCYIIECTBISIOIIME OpPraHU3alUI0 IPOBEACHHUS  KIMHUYECKOTO
MCCJIEIOBAHMsI JIEKAPCTBEHHOI'O Ipenapara il MEAMIMHCKOIO NPUMEHEHUS M YKa3aHHBIE B
yactu 3 craThu 38 Hactoduero denepalbHOrO 3aKOHA, B Clyyae HEOOXOJUMOCTU BHECEHUS
W3MEHEHHH B TIPOTOKOJ KIMHUYECKOIO MCCIEA0BaHUs JIEKAPCTBEHHOIO TIpenapara s
MEAMIMHCKOTO MPUMEHEHHUs] COOOIIaloT 00 3TOM B YHOJHOMOYEHHBIN (efepanbHbIii OpraH
VCIIOJIHUTENIBHOM BJIACTH, BBIAABIINN pa3pellieHUE Ha NPOBEICHHE TAKOTO MCCIENO0BaHUS, IO
YCTaHOBJICHHOUM UM (popMe.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. ®opma cooOIIeHUST 0 BHECEHUH U3MEHEHHI B MTPOTOKOJ KIIMHUYECKOTO MCCIICTIOBAHUS
JIEKapCTBEHHOI'0 Tpernapara Jjis MEIULUHCKOIO MPUMEHEHUS JTOJDKHA COAEPKATh CIEAYIOIINE
CBEJICHMUSI:

1) HamMmeHOBaHHMe, WJIEHTU()UKALMOHHBIH HOMEpP W JlaTa NPOTOKOJA KIMHHYECKOTO
HCCJIE/IOBAHMS,

2) nara BHECEHUS M3MEHEHUI B TPOTOKOJ KIMHUYECKOTO UCCIIeIOBAHMUS;

3) HaMMEHOBAaHUE U MECTO HaXO0KJIEHUS 3asBUTEJIS;

4) HauMEHOBaHME OpraHu3alM{, MPUBJICUYEHHONW pa3padOTUMKOM JIEKapCTBEHHOTO
npernapara K OpraHu3alyy IpoBeJeHHs] KIMHUYECKOT0 UCCae0BaHUs (IIPU HATUYUN);

5) HaMMEHOBaHUS M MeCcTa HaXOXACHUS METUIMHCKUX OpraHu3alui, B KOTOPBIX
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IIPOBOAMTCS KIIMHUYECKOE UCCIIEJOBAHMUE;

6) narta BbLIa4M pa3pelieHHs Ha IPOBEACHUE KIMHUYECKOIO UCCIIEA0BAaHMS 1 HOMEP 3TOr0
pa3peleHus;

7) U3MEHEHUs1, BHOCUMBIE B IIPOTOKOJI KIIMHUYECKOTI'O UCCIIEI0OBAHHUS.

(uactb 4.1 BBeaena denepanbupiM 3akonoM oT 11.10.2010 N 271-D3)

5. B cpok, He MmpeBbIIAOIMN TpUALATH paboUMX JHEH cO JHS MOJIyuyeHHs] YKa3aHHOIO B
qacTh 4 HACTOSIIEH CTaTbu COOOILICHMSA, YIOJHOMOYEHHBIH  (eaepanbHbIi  Oprax
UCIIOJIHUTEJIBHOW BJIACTH PAacCMAaTPUBAET 3TO COOOLIEHHWE B YCTAaHOBIEHHOM WM IOpSIKE U
IPUHUMAET PEUIEHHWE O BHECEHMHM HW3MEHEHUH B IPOTOKOJI KIMHUYECKOTO HCCIIEI0BaHUS
JIEKapCTBEHHOTO Mpenapara [yl MEJUIMHCKOTO IPUMEHEHUS MIIM 00 OTKa3e BO BHECEHUM TaKUX
u3MeHeHuid. Ilpum paccMoTpeHHH COOOWIEHHSI O HEOOXOJMMOCTH BHECEHHS HW3MEHEHHH B
IPOTOKOJI KJIMHUYECKOI'O MCCIEeIOBAHUS JIEKAPCTBEHHOrO IIpernapara i MEIULMHCKOIo
NPUMEHEHHUS B LEJISIX OLEHKH OOOCHOBAHHOCTH IpEIIaracéMbIX W3MEHEHHH U ONpeaeseHHs
CTENIEHU pHUCKa JUIsl MAIMEHTOB, NPUHUMAIOIIMX Yy4YacTHE B KIMHUYECKHUX HCCIIEOBAHUSAX,
YIIOJIHOMOYEHHBIM (peiepajbHBIM OpPraHOM HWCIOJIHHUTEIBHOM BJIACTH MOTYT TNPUBIIEKATHCS
9KCIEPTHI COBETA 10 3TUKE.

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

6. Kiunuueckoe wucciieoBaHMe JIEKaPCTBEHHOIO IIpernapara s  MEAULUHCKOro
IPUMEHEHHUS MOXKET OBITh MPUOCTAHOBIIEHO WJIM MPEKPALIEHO, €CJIU B IIPOLIECCE €r0 IPOBEICHUS
oOHapy’KeHa OIaCHOCTb ISl AKHU3HH, 3/I0pOBbsI AIUEHTOB. B ciiyyae BO3HUKHOBEHHUS OMIACHOCTH
JUISL  KU3HHU, 3/I0pOBbsl MAallMEHTa, Y4YaCTBYIOLIETO B  KIMHUYECKOM  MCCIIEI0BAaHUU
JIEKapCTBEHHOTO Ipernapara i MEIUIUHCKOIO IPUMEHEHUs, MCCIeoBaTeNn 00sA3aHbl
npornH(GOPMUPOBATE 00 3TOM PYKOBOAWUTENS MEAMIMHCKOW OpraHM3allid M OPraHU3alHuIo,
HOJYYMBILIYIO pa3pelieHHe YIOJIHOMOYEHHOro (e/lepaibHOro OpraHa MCIOJIHUTEIbHON BIaCTH
Ha OpraHu3alyi0 MPOBEICHMS KIMHUYECKOTO HCCIIEOBaHMs JIEKapCTBEHHOI'O Ipernapara.
Pemienue o mproOCTaHOBIEHHM KIMHUYECKOTO HMCCIEJOBAHUS JEKAapCTBEHHOIO Ipernapara Jyis
MEAMIMHCKOTO MPUMEHEHUS] MPUHUMAIOT PYKOBOAMTENb MEAUIIMHCKOW OpraHu3anuu U (Uin)
OpraHu3aiysi, TOJIydUBIIasg  pa3pelleHue  YINOJHOMOUYEHHOro  (eAepaJpHOrO  OpraHa
UCIIOJIHUTENIbHOM BJIACTM HA OpraHM3alli0 MPOBEACHHS KIMHUYECKOTO HCCIIEeI0BaHUS
JIEKapCTBEHHOTI'O Ipenapara Juisi MEAUIIMHCKOTO IPUMEHEHUS, PEIIEHNE O MPEKPAILEHUN TaKOTro
MCCJIEIOBaHMSI IPUHUMAET YIIOJIHOMOYEHHBIN (efiepanbHblii OpraH UCIOJIHUTEIbHONW BIacTU Ha
OCHOBAHMUHU COOOIIEHMS B MUCBMEHHON (OopMe PYKOBOIUTENS MEIULMHCKONW OpraHM3alluul WU
OpraHM3aiys, MOJy4YuBIIas  pa3pelleHHe  YIOJIHOMOYEHHOro  (¢eAepalbHOro0  OopraHa
VCIIOJHUTENIBHOM BJIACTM HA OpraHM3alMI0 IPOBEIACHHUS KIMHUYECKOIO HCCIIEIOBaHMS
JIEKapCTBEHHOTI'0 Ipernapara Uil MEJUIIMHCKOTO IPUMEHEHHUS.

7. B cpok, He MpeBBIAIONINHN MATH pabouuX JTHEH co AHS 3aBEpILICHHUs], TPUOCTAHOBIECHUS
WIM TpPEeKpalleHus  KIMHUYECKOTO  HUCCIIEOBaHMWsS  JIEKapCTBEHHOrO  Ipemapara s
MEIUIUHCKOTO PUMEHEHUS], COOOIIEHNEe 00 ITOM HaNpaBiseTCs OpraHU3alUsIMM, YKa3aHHBIMU
B yactu 3 crathu 38 Hacrosimero ®denepanbHOro 3aKOHA, B YIOJIHOMOYEHHBIN (enepaibHbIi
OpraH MCIOJIHUTEIBLHON BIACTH 110 YCTaHOBIEHHON UM (opme.

8. ®opma cooOumeHuss O 3aBepLICHUH, NPUOCTAHOBIEHUU WM MpeKpaleHun
KJIIMHUYECKOI0 HCCIIEOBaHMs JIEKAPCTBEHHOIO IpenapaTa JUIsi MEIULUHCKOIO MPHUMEHEHUs
JOJIKHA CO/IEPKATh:

1) undopmamuio 0 MEAWUIMHCKOW OpraHu3allid WM MEIUIUHCKHX OpraHMu3alusX,
MPOBOAMBIINX JIaHHOE UCCIIEI0BAHUE;

2) onucaHue JAHHOTO UCCIIEI0BaHMS;

3) namsble uWcchmenoBarens (pammivs, WM, OTYECTBO, MECTO pPabOTHI, 3aHUMaeMas
JOJDKHOCTB, CIEIHUAIbHOCTh, CTaX paboThl MO MporpaMmMaM KIMHHYECKUX HCCIeT0BaHUN
JICKapCTBEHHBIX IpEenapaTroB, IE€pedYeHb KIMHUYECKUX MCCIEIOBAaHUN  JIE€KapCTBEHHBIX
IpenapaToB, B KOTOPBIX OH MPUHUMAJ y4yacTue (IIepPUObl yUacTHs) B KaueCTBE UCCIEI0BaTENs]
WJTH COUCCIICIOBATEIS);

(B pen. denepanbHoro 3akoHa ot 11.10.2010 N 271-D3)
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4) pe3ynpTaT JaHHOIO MCCIEN0BaHUs (3aBEpILEHUE, IPUOCTAHOBICHUE WIM MPEKpAILEHUE
JAHHOTO HMCCJICNOBAaHUSA C yKa3aHWEM HUX NPUYMH M BIMAHHAA Ha OLEHKY €ro pe3ylbTaToB,
OOLIYI0 OLIEHKY pUCKA M 0’KMJAEMOW IOJIb3bl OT IPUMEHEHUS MCCIEAYEMOro JIEKapCTBEHHOTO
npernapara, a TaKkKe IpearnoiaraeéMele AajabHenIme 1eicTBus).

8.1. Ilpu BeIsABNCHNH (heaepabHBIM OPTaHOM MCIIOJTHUTEIBHOM BIACTH, OCYIIECTBIISIOMINM
(GyHKIMH 110 KOHTPOJIK M Haa3opy B cdepe 3apaBOOXpaHEHMs, HapYIIEHUH MpaBuil
HaJJIeXkKallled KIMHUYECKOW IPaKTUKUM NpU TPOBEIECHUU KIMHUYECKOI'O HCCIEI0BaHUS
JIEKapCTBEHHOT'O IIpernapara, BIUAIOLUIMX HAa MOJHOTY M (WJIM) JIOCTOBEPHOCTh JIaHHOTO
KJIMHUYECKOTO MCCIIEIOBAaHUS, YKa3aHHbBIM (enepaqbHbli OpraH MCIOJHUTEIBHONW BIACTH
[IPUOCTaHABJIMBAECT IPOBEICHUE [JAHHOIO KJIMHMYECKOTO HCCIECJOBAaHMS U BBIHOCUT
MEJIULMHCKOM OpraHu3alydHd, B KOTOPOM IIPOBOJAUTCA JAaHHOE KIMHMYECKOE MCCIIEOBAHUE,
npeanyucadue o0 yCTpaHEHHM BBIABICHHBIX HapymieHWH. [Ipu HeycTpaHeHMM MeEIULMHCKOM
OpraHu3alueil BBIABICHHBIX HAPYIICHUN B YCTAaHOBJICHHBIM B IIPEANMCAHUM CPOK yKa3aHHBIN
(denepanbHbIl OpraH MHCHOJHUTEIbHOM BJIACTM NPUHUMAET peIIeHHEe O MpeKpalleHuu
IIPOBECHUS KIMHUYECKOIO0 MCCIIECIOBAaHUs JIEKaPCTBEHHOIO IIpenapara M HalpasisieT B
(benepanbHbI OpraH MCHOJHUTENbHON BJIACTH, OCYHIECTBISAIOIIMN (YHKLIHHU 1O BBIPAOOTKE U
peau3alyy rocyJapCTBEHHOM MOJIMTUKU U HOPMATHUBHO-TIPABOBOMY PETYJIMPOBAHMIO B cdepe
3paBOOXPAHEHMS, 3aKIIOUYEHUE O BBIABICHUU IPU IPOBEACHUHM JAHHOTO KJIMHHUYECKOTO
WCCIICIOBAHUSL HAPYLICHUH MPAaBUJI HAJICKAEH KIMHUYECKOW MPAKTUKU Ui TPUHATHS
peuieHUss 00 OTMEHE pa3pelleHHs Ha OpraHU3alMi0 IMPOBEACHUS TaHHOTO KIMHMYECKOrO
UCCJIEIOBAHMSI C JaThl INPUHSTHS PEIIEHUS O MPUOCTAHOBJIEHUU NPOBEACHUS KIMHUYECKOTO
MCCJIEOBAHMsI JIEKAPCTBEHHOI'O IIperapara.

(uactb 8.1 B pen. enepanbHoro 3akona ot 13.07.2015 N 241-D3)

9. YnonHoMoueHHBIH (pefepabHblii OpraH MCIOJHUTEIbHON BIACTU ONMYOJIMKOBBIBAET U
pa3Mmemaer Ha cBoeM oduIHMaIbHOM caiite B cetn "HMHTepHeT" coollueHue O 3aBepIICHUH,
IIPUOCTAHOBJICHUH WIN IIPEKPALECHUH KIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOIO IIpernapara
JUISL MEAUIIMHCKOTO NMPUMEHEHHUS B CPOK, HE IPEBBIMIAOINN HATH pabouyux JHEH CO JIHSA €ro
MIOJIyYEHUs], B YCTAHOBJIEHHOM UM IIOPSIJIKE.

10. YnonHomoueHHBINH (enepanbHbIi OpraH HCIOIHUTEIbHOW BJIACTH OCYILECTBISET
BEJCHUE peecTpa MHCCIENOBATENIEd, NPOBOAAIIMX WIM  IPOBOAMBIIMX  KJIMHUYECKUE
MCCJIEIOBAHMS JIEKAPCTBEHHBIX MPEnaparoB JUIsi MEAUIIMHCKOTO MPUMEHEHUS], B COOTBETCTBUH C
YTBEP)KJCHHBIMM MM IpaBUJIAMM U pa3MellaeT €ro Ha cBOeM OQUIMAIbHOM caiiTe B CeTH
"UntepHer" B YCTAaHOBJIEHHOM UM TMOpPSJKE. YKa3aHHBIM PEecTp COIAEPKUT HHPOPMAIIUIO,
IIPEyCMOTPEHHYIO IIYHKTOM 3 4acTH 8 HACTOSLIEH CTAaThU.

11. Otuer o pe3ynpraTax KJIMHHYECKOI'O HCCIIEIOBAHUS JIEKAPCTBEHHOTO INpemnapara Juis
MEAMIMHCKOTO MPUMEHEHHS COCTABIIAETCS OpraHM3alUeil, yKa3aHHOM B dacTh 3 crartbu 38
Hacrosimiero denepanbHOrO 3aKOHA, HA OCHOBAHWM 3aKJIFOUYECHUN MEIMLMHCKUX OpPraHU3alMiM,
IPOBOJUBIINX 3TO MCCIEOBAHNE, U NPEACTABISIETCA B YIOJIHOMOYEHHBIH (hefepalibHbIi OpraH
VCITOJIHUTENIBHON BJIACTH, BBIJIABIINN pa3pelIeHUE Ha IPOBEICHHUE ITOTO UCCIIEI0BAHHUs, B CPOK,
HE IMPEBBILIAIOIIMM TpeX MECSIIEB CO JHA €ro 3aBEpIICHUs, IPUOCTAHOBIICHUS WIIU
NpEeKpalleHusl, B TOPsJAKE, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM
VCIIOJIHUTENIBHOM BJIACTH.

12. Hapymienune mpaBwi Hajuiexamed KIMHUYECKOW TMpakTUKU, (anbcuPUKaus
pE3yJbTAaTOB KJIMHMYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOI'O IIpernapara il MEIULHUHCKOIO
NPUMEHEHHS BIJIEKYT 3a CO0OW OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATELCTBOM
Poccuiickoit denepanuun.

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

13. Ilpm mpoBeneHUM KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOrO IIpernapara i
MEAMIIMHCKOTO TPUMEHEHHUS JOIyCcKaeTcsl 3a00p Yy MalMeHTOB OMOJOTMYECKHX MaTepHalloB
(oOpa3ipl OMONOTUYECKUX SKUAKOCTEH, TKaHEH, CEeKpPeTOB M MPOAYKTOB KH3HEAEATEIbHOCTH
yelioBeKa, (PU3MOJOTMYECKMX M TMaTOJOIMYECKUX BBIIEICHHUM, Ma3KoB, COCKOOOB, CMBIBOB,
MHUKPOOPIaHU3MOB, OMONCUIHBIA MaTepuan) s UX uszyueHus B Poccuiickoit denepanmu u
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(wnn) 3a npegenamu Poccuiickoit @enepanuu.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

14. Tlopsnox BBO3a B Poccuiickyro ®Denepauuio M BbIBO3a 3a Impefenbl Poccuiickoit
Oenepaniii  OMOJIOTMYECKUX MaTEpHUaoB, TMOJYYEHHBIX MpPU MPOBEACHUM KIMHHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOI'O Iperapara s MEAUIMHCKOrO0 MPUMEHEHHS, YyCTaHABIMBACTCS
IIpaButenscTBOM Poccuiickoit denepanuu.

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

Cratpss 41. [loroBop 0 NpOBENEHUM KIMHUYECKOIO HCCIIEIO0BAaHUS JIEKApCTBEHHOIO
npenapara Jyisi MeAMLIUHCKOTO IPUMEHEHUS

1. Kiuanueckoe wuccieOBaHUE JIEKAPCTBEHHOTO TMperapara JUis  MEIUIIMHCKOTO
MNPUMCHCHUA MPOBOAUTCA B COOTBECTCTBMHM C AOOIOBOPOM O IIPOBCACHHUU KIIMHHYCCKOI'O
UCCIICIOBAHMS JICKAPCTBEHHOI'O Iperapara i MEIUIUHCKOTO MPUMEHEHHS, 3aKIF0YacMbIM
MEXJy OpraHW3alMeld, MOJyYMBIIEH pa3pelieHrue YIOJHOMOYCHHOTO (eIepalibHOrO OpraHa
UCTIOJTHUTEIILHOW BJIACTH HA OPTaHU3ALUIO TPOBEICHUS TAaKOTO UCCIIEIOBAHMS, U MEIUIIMHCKON
OpraHu3aIe, OCyIeCTBISIONIEeH TPOBEICHNE TAKOTO NCCIICAOBAHMUS.

2. JIoroBop 0 MpPOBEICHUYU KIMHUYECKOTO MCCIICOBAHUS JIKAPCTBEHHOTO Tperapara Jiist
MCIUIHUHCKOI'0 MPUMCHCHUSA JOJIKCH COACPKATD:

1) ycIIOBUS M CPOKH TPOBEJICHHSI JAHHOTO MCCIICIOBAHUS;

2) ompezaeneHre OOIIEH CTOMMOCTH TPOrpPaMMBbl JTaHHOTO HCCIIEOBAHUS C yKa3aHHEM
CYMMBI, TIPEIHA3HAYAIOMIEHCS IS BBIIIAT UCCIIEI0BATEISIM, COMCCIICIOBATEIISM;

3) ompenenenue (GOpPMBI TPEACTABICHHUS PE3yJAbTATOB HTAHHOTO HCCICIOBAaHHUSA B
YIIOJIHOMOYCHHBIN (heiepalibHbIA OPraH MCIIOJHUTEIBHOMN BIIACTH.

Cratpst 42. dunancoBoe oOecrieueHHE KINHHYECKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O
npemnapara 4Jji1 MCAUIWMHCKOI'O IPUMCHCHUA A

duHaHCOBOE OOecneueHne KIMHUYECKOTO UCCIIE0BAaHUS JIEKAPCTBEHHOTO Ipenapara s
MEAUIIMHCKOTO MTPUMEHEHHUS OCYIIECTBIISETCS 3a CUET:

1) cpeactB deneparbHOTO OIOKETA;

2) cpeACTB OpraHM3alMii, TMOJTYYHMBIIUX pa3pelieHHe Ha OpraHHU3alfi0 IPOBEICHUS
JTAHHOTO MCCIICIOBAHUS, B COOTBETCTBUH C YCIIOBHSIMH JIOTOBOPA O €0 TIPOBEACHHH,

3) UHBIX HE 3aMpelIeHHBIX 3aKOHOAATeNLCTBOM Poccuiickoit denepalini ICTOYHUKOB.

Cratea  43. HpaBa MNanueHTOB, YYAaCTBYOIIMX B KIHWMHHUYCCKOM  HCCICAOBAHNU
JICKApCTBCHHOTO Ipfriaparta JJisd MCAUITUHCKOI'0 MPUMEHCHUA

1. YyacTue manueHTOB B KIMHUYECKOM HCCIIEAOBAHMM JIEKAPCTBEHHOIO Ipernapara is
MEIUIIUHCKOTO IPUMEHEHHUS ABISIETCS TOOPOBOJIBHBIM.

2. [lanumeHT wuaM ero 3aKOHHBIA MPEJACTABUTENb JOKEH ObITh HH(MOPMHpPOBAH B
nUucbMeHHOU (hopme:

1) o nexapcTBEHHOM IpemapaTe s MEIUIUHCKOTO NPUMEHEHHUS U CYIIHOCTH
KJIIMHAYECKOTr'0 MCCIIEJOBAaHUS ITOr0 JIEKAPCTBEHHOIO IIpeIapara;

2) o 0e30macHOCTH JIEKAPCTBEHHOTO MpernapaTa Ui METUIIMHCKOrO MPUMEHEHHS, ero
oku1aeMoit 3PPEKTUBHOCTH U CTETIEHH PHCKa IS NallUeHTa;

3) 00 ycioBHAX ydyacTUsl MalMEHTa B KIMHUYECKOM HCCIEIOBAaHUM JIEKApCTBEHHOTO
npernapara Jyisi MEJUIIUHCKOTO IPUMEHEHUS;

4) o memum WIM UENAX M TMPOJOJDKUTENHOCTH KJIMHUYECKOTO HCCIEeI0BaHUS
JIEKapCTBEHHOIO IIpernapara s MEJULUHCKOIO IPUMEHEHUS;

5) 0 nelcTBUAX MAIMEHTa B Cllydyae HEempeIBUACHHBIX 3P(EKTOB BIUSHUS JIEKApCTBEHHOTO
npenapara Juisi MEAULUMHCKOIO IPUMEHEHHUS Ha COCTOSIHUE €T0 310POBbS;
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6) 00 ycroBHsIX 0053aTEILHOTO CTPAaXOBAHMS KHU3HH, 3/J0POBbS MAIUEHTA,

7) 0 rapaHTUsAX KOH(QUAECHIUAIBHOCTH Y4acTHs MAaLUEHTa B KIMHUYECKOM HCCIEeIOBaHUU
JIEKapCTBEHHOTI'0 Ipernapara i MEJUIIMHCKOrO IPUMEHEHMS.

3. JloOpoBojibHOE corJlacMe MalMeHTa Ha ydacTHe B KIMHUYECKOM HCCIIeJJOBAHUU
JIEKapCTBEHHOI'0 IIpernapara JJii MEAMIMHCKOrO IPUMEHEHHUs HOJATBEP)KIAETCS €ro MOIIUCHI0
WX TIOJMMCHIO €r0 3aKOHHOTO MTPECTABUTEINS HAa HH()OPMAIIMIOHHOM JIMCTKE MAI[MEeHTA.

4. TlauMeHT WM ero 3aKOHHBIM IPEICTAaBUTENb MUMEET IPABO OTKA3aTbCAd OT y4acTHs B
KJIMHUYECKOM MCCIIEJOBAHUU JICKAPCTBEHHOI'O Ipernapara Ui MEIUIUHCKOIO NMPUMEHEHUsS Ha
110001 cTaauu MPOBEICHHS TAKOTO UCCIICAOBAHUSL.

5. [IlpoBeseHue KIMHMYECKOI'O MCCIENOBAaHUS JIEKApPCTBEHHOI'O IIpernapara Juis
MEAMIMHCKOTO MPHUMEHEHUS C Y4acTUEM B KAaueCTBE NMALMEHTOB JETEH JOIYCKaeTCsl TOJIBKO C
corJiacusi B IMCbMEHHON (hopMe UX poauTesne, ycbiHoBuTenel. Jletn MoryT paccMaTpuBaThes B
KayeCTBE MOTEHIUAIbHBIX IMalIMEHTOB TAKOTO MCCJIEI0BAaHUS, TOJIBKO €CIM €ro IpOBEIECHUE
HEOOXOAUMO Ul  YKpEIUIeHHs 3J0pOBbsl JeTed WM MNpo(UIAKTUKM HMH(EKLHOHHBIX
3a00JIeBaHNH B JIETCKOM BO3pacTe JH00 €CIIM LENbI0 TAKOTO HCCIICIOBAHUS SBISIETCS MOTyUCHHE
JAHHBIX O HaWJy4Ylledl JO3MpOBKE JICKApCTBEHHOIO Iperapara Ajs JieueHus JeTeid. B atux
ClIy4asiX TaKOMY MCCIEJOBAHUIO [JOJDKHO NIPEJIIECTBOBATh KIMHUYECKOE HCCIIEI0BaHUE
JIEKapCTBEHHOTO IIpernapara Uil MEIUIMHCKOIO IPUMEHEHHs Ha COBEPILIEHHOJETHUX
rpakJAaHax, 3a HCKIIOYEHHEM CIIy4aeB, €CJIM HCCIEIyeMbIH JIEKapCTBEHHBIM Mpenapar ajs
MEIUIUHCKOIO0  NPUMEHEHUS  IpeJHa3HaueH  UCKIIYMUTEJBHO IS HUCHOJb30BaHUSA
HECOBEPIIECHHOJIETHUMHU I'paX1aHaMu.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3amperiaercss NpPOBEACHUE KIMHUYECKOIO MCCIEA0BaHUs JIEKApCTBEHHOrO Ipernapara
JUIS MEIMIIUHCKOI'O IPUMEHEHUS C yYaCTHEM B KaueCTBE MMallUEHTOB:

1) nerel-cupoT U J1eTeil, ocTaBIIUXCS O€3 MONEUYEeHUs POIUTEIIEH;

2) )KEHIIMH B NepHOj OEpEeMEHHOCTH, JKEHIIUH B MEpUOJ TPYAHOIO BCKapMIIMBAaHHUSA, 3a
UCKJIIOYEHUEM CJIy4yaeB, €CJIM IPOBOJUTCS KIMHUYECKOE HCCIEIOBAHUE JIEKApPCTBEHHOTO
npemnapara, MpeJIHA3HAYeHHOTO JUIsl YKAa3aHHBIX JKCHIIUH, INPH YCIOBUU HEOOXOAUMOCTH
MoJlyueHus: MH(OpMalMM TOJIBKO BO BpeMsl IPOBENEHUS COOTBETCTBYIOLIUX KIMHHUUYECKHUX
UCCIIEIOBAaHUM U MPUHATHS BCEX HEOOXOTUMBIX MEp IO MCKIIOYEHHIO pUCcKa HaHECEHHUs Bpela
JKEHIIMHE B Mepuo]i 0EpeMEHHOCTH, KEHILIWHE B EPUO] TPYAHOI0 BCKapMIIMBAHMSI, TUIOAY WU
peOeHKYy;

3) BOGHHOCHYXAIIMX, 3a HCKIOYEHHEM CJIy4yaeB IMPOBEACHHUS  KIMHHYECKOTO
UCCIIEIOBaHMsl JIEKAPCTBEHHOIO Tpernapara, CHelHalbHO pa3pabOTaHHOrO Ui NMPUMEHEHUsS B
YCIOBUSIX BOEHHBIX JEWCTBUM, YPE3BBIYAWHBIX CUTyalud, NPOPWIAKTUKA U JI€UYEHUs
3a007€BaHUI W TOpPAXEHUH, TOJyYEHHBIX B pe3yJbTaTe BO3JEHCTBUS HEOIaronpusTHBIX
XUMHUYECKHUX, OMOJOTHYECKHX, paJualMOHHbIX (akTopoB. KinHuueckoe uccieaoBaHne Takoro
JIEKapCTBEHHOI'O IIpernapara MOXKET IPOBOAMTHCS C Y4YaCTHEM B KadyecTBE NAIMEHTOB
BOCHHOCYXaIllUX, 332 HCKIIOYEHHUEM BOECHHOCIY)KAILUX, MPOXOJAAIIUX BOEHHYIO CIYXOy IO
IPU3BIBY, C COOJIIOJICHNEM TpeOOBaHMM, YCTaHOBIEHHBIX HacTosmUM PDenepaabHbIM 3aKOHOM B
OTHOIICHUH T'PaXTaHCKUX JIULL;

4) COTpYIHUKOB MPAaBOOXPAHUTEIBHBIX OPTraHOB;

5) nuu, oTOBIBAIOIIMX HaKa3aHUE B MECTAX JIMIIEHUS CBOOOIbI, a TAKXKeE JIUL, HAXOASIIIUXCSI
MIOJ1 CTPaXXEH B CIEACTBEHHBIX U30JISATOpaXx.

7. Jlomyckaetcsl MpoOBeJEeHUE KIMHUYECKOTO MCCIIEe0BAaHUS JIEKAPCTBEHHOTO IMpernapara
JUIS. MEIMITUHCKOTO TIPUMEHEHUS, MTpeIHa3Haue€HHOT 0 /IS JICUEHUs ICUXUYECKUX 3a00JIeBaHUH,
C ydacTMeM B KauecTBE MAalMEHTOB JMUI[ C TCHUXUYECKHMMH 3a00JIeBaHUSMHU, MPU3HAHHBIX
HEJ/IeeCIOCOOHBIMHU B TMOPSKE, YCTAaHOBJICHHOM 3aKoHonaTenbCcTBOM Poccuiickoit deneparyu.
Knunnueckoe uccieqoBaHue JIEKapCTBEHHOTO Ipernapara B ATOM CiIydae IMPOBOIUTCS IPHU
HAJIMYUU COTJIACHsl B MMCbMEHHOM (hopMe 3aKOHHBIX MPEICTaBUTENEH YKa3aHHBIX JIUII.

Cratesa 44. OOs3aTenbHOE CTPpaXOBaHUC KU3HU, 3JO0POBbA IMAIIMCHTA, YYACTBYIOICTO B
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KIIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOTO IPCIiapaTa AJId MCAUTTUHCKOI'O MPUMCHCHUS
(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. Opranusanus, NoJay4YUBIIas pa3pelIeHUe Ha OPraHU3aLUI0 MPOBEACHUS KIMHUYECKOTO
UCCJICIOBaHMS JIEKAPCTBEHHOI'O IIperapara JUisi METUIIMHCKOTO TNpUMEHEHus, o0s3aHa B
KauecTBE CTpPaxoBaTessl CTpaxoBaThb PUCK IPUUMHEHUS BpEAa KU3HM, 370POBbIO NAIMEHTA B
pe3ynbTaTe NPOBENCHMS KIMHUYECKOIO MCCIEOBAaHUs JIEKapCTBEHHOrO Ipenapara s
MEAMIMHCKOTO IMPUMEHEHHUS 3a CBOM CUET IIyTEM 3aKJIIOUEHUS J0roBopa 00s3aTeIbHOTO
CTpPaxOBaHMUS.

2. OOBEKTOM 00SI3aTETBLHOIO CTPAXOBAHUS SBIISICTCS UMYIIECTBEHHBIN WHTEpEC MalUeHTa,
CBSI3aHHBI C NPUYMHEHUEM Bpela €ro JKW3HU WM 3JI0POBBI0 B pe3yjibTaTe IPOBEICHMS
KJIIMHUYECKOI'0 UCCIIEIOBaHMSI JIEKAPCTBEHHOIO IIpenapara Juisi MEJULUHCKOTO IIPUMEHEHUS.

3. CrpaxoBbIM ciy4yaeMm IO JIOTOBOPY OOsI3aTENBbHOIO CTPAaXxOBAaHUS SIBISIETCS CMEPTh
NalMeHTa WiIM yXyIIIEHHE €ro 370pOBbs, B TOM YHCJE BIEKyIlee 3a COOOW yCTaHOBJICHHE
WHBAJIUHOCTH, MPU HAJIUYUM MPUYMHHO-CICACTBEHHON CBSI3M MEXAY HACTYIJIEHUEM 3TOrO
COOBITHSI ¥ YYACTHEM IALIMEHTA B KJIMHUYECKOM UCCIIEOBAHUHN JIEKAPCTBEHHOT'O Tperapara.

4. TpeboBaHusi 0 BO3MEILEHUU BpeAa, MPUUMHEHHOTO >KU3HU WJIHM 370POBBIO MAIHEHTA,
IPEIbSABISIOTCS B TEUEHHE CPOKOB MCKOBOM JaBHOCTH, YCTAHOBJIEHHBIX TI'Pa)kKJaHCKUM
3aKOHO/1aTEJIbCTBOM.

5. Pa3zMep cTpaxoBoil BRIIIATHI IO JOTOBOPY 00S13aTEILHOTO CTPAXOBAHUSI COCTABIISIET:

1) B ciywae cMmepTd TMalMeHTa [Ba MUJUIMOHA pyOsield Ha KaXAOoro MalHeHTa,
Yy4acTBOBABLIETO B KJIMHUYECKOM HCCIIEA0BAHNH JIEKAPCTBEHHOTO Ipenapara;

2) npH yXyALIEHUU 3J0POBbS MAIlMEHTA!

a) MOBJIEKILIEM 3a COOOM yCTaHOBJIIEHHE MHBAIMJIHOCTU | rpynmbl, OJMH MUJUIMOH MSATHCOT
ThICSIU pyOJell Ha KaXIOro NalMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOI'0 IIpernapara;

0) moBiekIeM 3a co00il ycTaHOBIEHHE MHBATUAHOCTH I rpymmel, oAMH MUIUTHOH pyOei
Ha KaXJOro MalMeHTa, YYacTBOBABIIEro B KIMHUYECKOM HCCIEAOBAHUM JIEKApCTBEHHOTO
npernapara;

B) MOBJIEKIIEM 3a co00i1 ycTaHOBIIeHHE HHBaNUAHOCTH III rpynmsl, nATHCOT ThICSY pyOJieit
Ha KaXIOro MAalMeHTa, Y4YacTBOBABIIErO0 B KIMHUYECKOM MCCIEAOBAHUM JIEKapCTBEHHOTO
npemnapara;

I') He MOBJEKIIEM 3a co00i yCTaHOBIEHMS WHBAJUAHOCTH, HE OoJiee YyeM TpUCTa ThICAY
pyOieil Ha KaXIOro TMalWeHTa, Y4YacTBOBABIIETr0 B  KIMHUYECKOM  HCCIEAOBaHUU
JIEKapCTBEHHOI'0 IIperapara, MCXOAs W3 HOPMAaTHUBOB, OTPaXalOUIMX XapaKTep U CTENEHb
MOBPEXACHUS 370POBbs, a TakkKe (PAaKTUUECKH MOHECEHHBIX MAIMeHTOM PACXO0JI0B, BBI3BAaHHBIX
NOBPEXJCHUEM 370POBbS, Ha MEIUIMHCKYI0 IIOMOUIb, HpUOOpPETEeHHE JEKapCTBEHHBIX
MpernapaToB.

(mm. "r" B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Yrparun cuiy ¢ 1 utong 2015 ropa. - @enepanbusiii 3akoH ot 22.12.2014 N 429-D3.

7. Cpok pmoroBopa oO053aTEIbHOTO CTPaxXxOBAaHUS HE MOXKET OBIThb MEHEee, YeM CpOK
MIPOBEJCHUS KIIMHUYECKOT0 HCCIIeI0BaHuUs JIEKapCTBEHHOTO Tpernapara.

8. YcnoBus 1oroBopa 00s3aTeIbHOIO CTPAaXOBaHMs, B TOM YHCIE CTPAXOBble TapH]bI MO
00s3aTeNIbHOMY CTpPaXOBAaHUIO, IEpPEeUeHb HEOOXOAMMBIX JIOKYMEHTOB JJisi OCYILECTBICHHS
CTpPaxOBOW  BBIIUIATHI,  IOPSIOK  YCTAHOBJEHHS  CTPAaxOBAaTEIEM  HMHANWBHYaJIbHOTO
UACHTU(DUKAIIMOHHOTO  KOJa TMalUeHTa, TMOpsSJ0K HH(GOPMUPOBAHUS  CTpaxoBaTelleM
CTPaxoBIIMKAa O MPHUBJICYEHHBIX K KIMHUYECKOMY MCCIEAOBAaHUIO JIEKAPCTBEHHOIO Ipernapara
JUISL MEIULIMHCKOTO NMPUMEHEHHs] MallMeHTax, MOPSAIOK YIIaThl CTPaXxoBOM MpPeMUH, MOPSIOK
peanu3aly OnpeeNeHHbIX HacTosAmuM dDenepaabHbIM 3aKOHOM M JAPYTUMH (eliepaibHbIMU
3aKOHaMHU MpaB M 00s13aHHOCTEN CTOPOH IO JIOTOBOPY O0S3aTENBHOIO CTPAXOBaHMS, a TaK¥kKe
HOPMAaTHUBBI, OTPAKAIOLINE XAPAKTEP U CTENEHb IOBPEXKIEHUS 3A0POBbs, YCTaHABIMBAIOTCS
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TUTIOBBIMU TIPABUIIAMHU 00s3aTETFHOTO CTPAaXOBAHUSI.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B cayuae mpuuMHEHMsS Bpela KM3HU MAIMEHTAa, YYaCTBOBABILIEIO0 B KIMHUYECKOM
UCCJIEIOBAaHUM  JICKQpPCTBEHHOTO  IperapaTa, BbIFOJONpHUOOpeTaTeNiiMA 1O  JIOTOBOPY
0053aTEeIbHOTO CTPaxXOBaHUs SIBJSIOTCS TpakJaHe, UMEIOIKME IIPAaBO Ha BO3MEILEHUE Bpela B
ClIy4yae CMEpPTH KOpPMWIbLA B COOTBETCTBUM C TPaXIAHCKUM 3aKOHOJATEJIbCTBOM, IHPH
OTCYTCTBHMH TaKHX T'paxJaH - pOAUTENIN, CYNPYT, AETH YMEPILIEro NalKueHTa, y4acCTBOBABILETO B
KJINHUYECKOM MCCJIEIOBAHMM JIEKapCTBEHHOI'O TIpernapara, B CilIydae CMEpTH NalUEHTa,
Yy4acTBOBABLIETO B KJIMHUYECKOM HCCIIEOBAaHMM JIEKAPCTBEHHOI'O IIpernapaTa U HE MMEBLIETO
CaMOCTOSTEJIBHOIO JOXO0/4, - TPaXkJaHe, Ha M>KIUBEHUU KOTOPBIX OH HAXOAWIICS, B OTHOLUEHUU
BO3MEUICHHMSI pPACXOJ0B Ha HOrpedeHMEe MAlUEHTa, YYacTBOBABLIEIO B KIMHMYECKOM
MCCJIEI0BAHNM JIEKAPCTBEHHOTO Tpenapara, - JINLOo, IOHECIIee TAKUE PACXO/IbI.

10. CrpaxoBas BbIIUIaTa B CYET BO3MEIICHUS Bpeaa, MPUUYMHEHHOTO >KW3HU MAalleHTAa,
Y4aCTBOBABIIEIO B KJIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOIO Ipenapara, pacupeneisercs
MEX]1y BBITOJIOPHUOOPETATENIMU MPOTOPIIMOHATHFHO UX KOJTUYECTBY B PABHBIX JOJISX.

11. Ilpu HacTymieHUMM CTPaxoBOIO cCliydas NAlMEHT, Y4acTBOBABLIMN B KIMHUYECKOM
UCCJIEJOBAaHUM JIEKAPCTBEHHOI'O IIpernapara, BbITOAONPHOOpETaTelb BIpPaBE NPEIbSIBUTH
HEMOCPEJICTBEHHO CTPAXOBIIMKY TpeOOBaHKE O BO3MEIIECHUH MPUYMHEHHOTO Bpena. CTpaxoBas
BBITIJIATa OCYIIECTBIISIETCS CTPAXOBIIMKOM B TE€UCHHUE TPHUALIATH JHEU CO THS TMPEACTaBICHUS
HEOOXOMUMBIX JOKYMEHTOB. [lalnMeHT, yd4acTBOBaBIIMA B KIMHUYECKOM HCCIEAOBAHUU
JIEKapCTBEHHOI'0 Mpernapara, Wid BhIFOJONPUOOpeTaTenb 00s13aH COOOUIUTh CTPAXOBIIMKY IS
OCYIIECTBIICHUSI CTPAXOBOM BBIMJIATHl MHAWBHUYATbHBIM MICHTU()HUKAIIMOHHBIN KOJ| MAllUeHTa,
YCTaHOBJICHHBIM CTpaxoBaTeJIeM B COOTBETCTBUM C THUIOBBIMH IIpaBUJIAMHU OO0SA3aTEIHHOTO
CTpaxOBaHMUS.

12. Jlo monHOTO OnpeeneHus pa3mepa rnoaiexaliero BO3MEUIeHUIO Bpela CTPaXOBILUK 110
3asBJICHUIO MAallM€HTa, YYacTBOBABIIET0 B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOI'O
npernapara, WIN 3asBICHHIO BBITOJONPHOOpETAaTeNsT BIPaBE OCYHIECTBUTh YacTh CTPAaxOBOM
BBITJIAThI, COOTBETCTBYIOIIYIO (DaKTUUECKU OTIPEAeIEHHOM YacTH MPUYMHEHHOTO Bpea.

13. CrpaxoBas BblIUIATa B COOTBETCTBUU C JOTOBOPOM O0053aTEIbHOIO CTPaxOBaHUS
OCYLIECTBIISIETCS HE3aBUCHUMO OT BBIILIAT, IPUUUTAIOIIMUXCS IO IPYTUM BHIAM CTPAaXOBaHUSI.

14. He pmomyckaercst ydacTue MallME€HTa B IPOBEIECHUM KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOTO Tperapara Mpu OTCYTCTBUU JOTOBOPa 003aTEIbHOTO CTPAXOBaHUA.

15. KoHTponp 3a UCHOJMHEHHEM OpraHu3alueld, TMNOJYYMBIIEH pa3pelIieHHe Ha
OpraHU3alMI0 TMPOBEACHUS KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO Ipernapara s
MEIUIIMHCKOTO TPUMEHEHHUs, YCTAHOBJICHHOW HACTOSIIEH CcTaThed OO0S3aHHOCTH 1O
00s3aTeNTbHOMY CTPaxXOBaHUIO JKU3HU, 370POBbS MAIlUEHTa, YYaCTBYIOIIETO (Y4aCTBOBABIIIETO) B
KJIIMHUYECKOM MCCIIEI0BAHUH JIEKAPCTBEHHOTO Mperapara, OCYILECTBISETCS YIOIHOMOYEHHBIM
denepanbHBIM OPTaHOM HCIIOJIHUTENBHON BJIACTH, BBIJABIINM pa3pelieHHue Ha MPOBEICHUE
KJIIMHUYECKHUX MCCIIEAOBAHMUH JIEKAPCTBEHHBIX MTPENapaToB ISl MEAUIIMHCKOTO PUMEHEHHS.

I'masa 8. IPOU3BOJACTBO U MAPKUPOBKA JIEKAPCTBEHHBIX CPEJICTB
Crarbs 45. IIpon3BoACTBO JE€KapCTBEHHBIX CPEICTB

1. TIpom3BoACTBO JIEKAPCTBEHHBIX CPEJCTB JIOJDKHO COOTBETCTBOBATH TpPEOOBAHUSIM
MpaBujl HaJJIeXKaAllel MPOU3BOJICTBEHHOW MPAKTUKH, YTBEPXKICHHBIM YIOJHOMOUYEHHBIM
dbenepalbHBIM OPTaHOM HCTIOJHUTEIBHON BiacTu. OCOOCHHOCTH Tiepexoia MPOU3BOJICTBA
OTJICNbHBIX JIEKAPCTBEHHBIX CPEJCTB K HMX MPOU3BOJCTBY B COOTBETCTBHH C TPEOOBaHUSIMHU
MpaBWI HaJJIeXKalmed MTPOU3BOJACTBEHHOW TMPAKTUKH YCTaHABIMBAIOTCA [IpaBUTENBCTBOM
Poccuiickoit @enepanuu. Beitaua 3akir04eHUd 0 COOTBETCTBUM ITPOU3BOAUTEINS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSAM MPABWII HAJUICKAIIEH MTPOU3BOJCTBEHHON MPAKTHUKH OCYIIECTBIISIETCS 1O
pe3yJibTaTaM HMHCIEKTUPOBAHUSA TNPOU3BOJIUTENICH JIEKAPCTBEHHBIX CPEICTB B  MOPSIKE,
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ycranoBieHHOM [IpaBurenscrBom Poccuiickoit ®enepanuu. Pasmep Iuiatel 3a  BblIaudy
3aKJIIOYEHUsI O COOTBETCTBUM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAaHUSAM IPaBUII
HaJUIeKalled MPOU3BOACTBEHHOW IIpaKTUKU YycTaHaBinuBaercs IIpaBurensctBoM Poccuiickoi
Oenepanun. Ilopanok opraHM3anMu W IPOBEACHHUS HWHCIEKTUPOBAHMSA ITPOU3BOJIUTEIIEH
JCKapCTBEHHbIX ~ CPEICTB  HA  COOTBETCTBHE  TPEeOOBAHMSAM  MpaBWJ  HaJIEXKaIIeh
MPOU3BOACTBEHHOM MPaKTUKK ycTaHaBiuBaercs [IpaBurensctBoM Poccuiickoit @eaepanuu.

(B pen. denepanbHbIx 3aK0HOB OT 25.06.2012 N 93-@3, ot 22.10.2014 N 313-®3, ot 22.12.2014
N 429-D3)

2. IIpou3BOACTBO JIEKapCTBEHHBIX cpeactB B Poccuiickoil @enepanuy OCyIIECTBISAETCS
IIPOU3BOJUTEIIAMA  JIEKADCTBEHHBIX CPEJCTB, HMEIOIIMMHU JIMLIEH3UI0 Ha IPOU3BOACTBO
JIEKapCTBEHHBIX cpenacTB. lloaTBepkaeHre COOTBETCTBUSA JIMIIEH3MATa MpaBUiIaM Hajulexallen
IIPOU3BOJCTBEHHON IIPAKTHKU OCYIIECTBJIIETCI B pPaMKaX JIMIEH3MOHHOIO KOHTPOJIS B
COOTBETCTBUHM C 3aKOHOAaTeNbcTBOM Poccuiickoit ®denepanuu ¢ yd4eToM OCOOEHHOCTEH,
YKa3aHHBIX B 4aCTH | HAcCTOsAIIEH CTAaThU.

(B pen. depepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCSA C COOIOCHUEM TpeOOBaHUM
IIPOMBIIIIEHHOTO pPErjlaMeHTa, KOTOpBIM YTBEPXKIAETCS PYKOBOJUTENIEM MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJCTB M BKJIIOYACT B ce0s IMEepedyeHb HCIHOJIb3YyEeMBIX (apMaleBTHUECKUX
CyOCTaHIIMI 1 BCIOMOTATENbHBIX BEIIECTB C yKa3aHHEM KOJIMYECTBA KaKJOTO U3 HUX, JTaHHBIC
00 ucnonb3yeMoM 000pyI0BaHHUH, OITMCAHUE TEXHOJIOIMUECKOTO MIPOLecca U METOA0B KOHTPOJIS
Ha BCEX ATanax IpOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.

4. Ilpu mnpou3BOACTBE JIEKAPCTBEHHBIX CPEACTB HCHOJIb3YIOTCS (hapMalieBTHUECKUE
CyOCTaHIIMM, BKJIIOUYEHHBIE B TOCYIAPCTBEHHBIM peecTp JIEKapCTBEHHBIX CPENCTB, 3a
UCKJIIOUeHHEeM (apMaleBTUYECKUX CyOCTaHIUM, MPOU3BOJUMBIX JUISl IPOBEICHHS KIMHUYECKUX
UCCIICIOBaHMA W I 3KcropTa. K mporeccy mpou3BoACTBa (hapMareBTHUSCKON CyOCTaHITUN
OTHOCATCS JIIOObIE CTaJAUU TEXHOJOTHMYECKOro IPOLEcca, MO3BOJSIONINE IMOJYyYUTh TOTOBBIN
IPOJIYKT, COOTBETCTBYIOIINN TPpeOOBaHMIM (papMaKoINeitHOl cTaThH, B TOM YKCIIe (hepMEHTAIHS,
DKCTPAKIMS, OYMCTKA, BBIIECIECHUE, IEPEKPUCTAIUIN3ALINS, BEICYIIMBAHUE, U3MEIBYCHHE.

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. IlepeueHp JEKapCTBEHHBIX IIPEMApPATOB JJII MEIULUHCKOTO IPUMEHEHHS, B
OTHOIIEHUH KOTOPBIX YCTAaHABIMBAIOTCA TpeOOBaHUS K O0O0bEMy Tapbl, YIAaKOBKE U
KOMIUIEKTHOCTH, II€PEUYEHb JIEKAPCTBEHHBIX INPENaparoB IJsl BETEPUHAPHOIO IPHUMEHEHUS, B
OTHOIIEHUH KOTOPBIX YCTAaHABJIMBAIOTCS TPeOOBAaHMSI K 00bEMY Taphl, a TaKKe TpeOOBaHUS K
00beMy Taphl, YIAaKOBKE M KOMIUIEKTHOCTU JICKAPCTBEHHBIX MpPENapaToB s MEAULUHCKOTO
INPUMEHEHHUs, TpeOOBaHMsSI K O0beMy Taphl JEKapCTBEHHBIX IpEnapaToB [UIsl BETEPUHAPHOTO
OPUMEHEHHUS  ONpEAENSIOTCS  COOTBETCTBYIOIIMMHU  YIIOJIHOMOYEHHBIMU  (eepaTbHbIMU
OpraHaMHy HCIIOJHUTEIBHOW BJIACTH B MOPsAKE, ycTaHOBIEHHOM [IpaButensctBom Poccuiickoin
®denepanuu.

(uactb 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

KoncynsrantlIntoc: mpumedanue.
C 1 suBapsa 2017 roga ®enepansubiM 3akoHOM oT 03.07.2016 N 261-D3 crates 45
JIOTIONTHSIETCSI HOBOM 4acThio 4.2. CM. TEKCT B OyAyIel peaaKiinm.

5. 3amnpemaercst IpOU3BOJICTBO:

1) nexkapcTBEHHBIX CPEJCTB, HE BKIIOUYEHHBIX B TOCYAAPCTBEHHBINA PEECTp JIEKapCTBEHHBIX
CPEICTB, 3a HCKIOYEHHEM JIEKapCTBEHHBIX CPEACTB, IPOU3BOJMMBIX Ui IPOBEJIEHUS
KJIIMHUYECKHUX MCCIIEJOBAHUN U AJIs DKCIIOPTA;

2) hanbcupuIMpPOBaHHBIX JIEKAPCTBEHHBIX CPECTB;

3) nekapcTBEHHBIX CPEJICTB 03 JIMIIEH3UH Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CpPEJCTB C HapylIEHWEM IpaBWJI OpraHu3alluyd IPOU3BOJACTBA H
KOHTPOJISI KaU€CTBA JIEKAPCTBEHHBIX CPE/ICTB.

6. IIpu BBOJE JEKapCTBEHHBIX CPEACTB B IPAXKIAHCKUN OOOpPOT YHNOJHOMOYEHHOE JIUIIO
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IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB OCYILECTBISET IOATBEP)KIECHUE COOTBETCTBHS
JICKapCTBEHHBIX  CPEACTB TpeOOBaHMSIM, YCTAHOBJIEHHBIM TPU HUX TOCYAapCTBEHHOU
pErUCTpalMM, U TapaHTHUPYET, UYTO JIEKAPCTBEHHbIE CPEACTBA MPOU3BEICHBI B COOTBETCTBUM C
TpeOOBaHUSMU MPaBUIT Ha/IJIEKaIeH MPOU3BOICTBEHHOM MPAKTUKH.

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

7. YIOIHOMOYEHHBIM JIMIIOM HPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB SIBISETCS €ro
paOOTHUK, AaTTECTOBAaHHBIM B YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (hefepaibHbIM OpraHoM
MCIIOJTHUTENIHOM BJIACTU MOPSAKE U UMEIOIIUI CTaK pabOThl HE MEHEE YeM IISITh JIET B 00JIacTH
IOPOM3BOJICTBA M (WJIM) KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEJACTB, BBICIIEEe 0OOpa3oBaHuE
COOTBETCTBEHHO IO OJHOW W3 clieuuanibHOCTeH U (WIM) OAHOMY U3 HAlpaBICHHUM MOATOTOBKH:
Ouonorus, OMOTEXHOJIOTHs, BETEpUHAPHS, KIMHUYECKAsT MEIMIIMHA, PaJUalliOHHAs, XUMUYECKast
u Ouosoruyeckas 3amura, Gapmanus, GyHIaMeHTaIbHAsg MEIUIMHA, XUMHYeCcKas TeXHOJIOTus,
XUMHUSL.

(dactp 7 B pen. @eaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

8. IlpousBomuTenu JIEKAPCTBEHHBIX CPEACTB  MOIYT  OCYHIECTBIIATH  MPOAAKY
JICKapCTBEHHBIX CPEACTB WM TMepeJaBaTh HUX B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu nopsike:

1) apyruM npou3BOAUTENSIM JIEKAPCTBEHHBIX CPEJICTB ISl POU3BOJACTBA JIEKAPCTBEHHBIX
CPEJICTB;

2) opraHu3ausM ONTOBOM TOPTOBIIHU JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHbIM OpraHU3aIMsIM, BETEPUHAPHBIM alITEUHBIM OPTraHU3aIUsAM, UHIUBUIYAIbHBIM
OpeIpUHUMATENISIM, HUMEIOUIUM JIMIEH3UI0 Ha (apMaleBTHUYECKYIO0 JAESITEeIbHOCTh WU
JUILEH3UIO HA MEIULIUHCKYIO AESITEIbHOCTD;

4) HayYHO-HCCIEeI0BATEIILCKIM OpPraHU3alusIM Uil HAyYHO-UCCIIeI0BATENbCKOM PabOThI;

5) MEIUIIMHCKUM OpTaHU3AIMAM U BETEPUHAPHBIM OpPTraHU3aIUsIM;

6) opraHuzanMsM, OCYIIECTBISIOUIMM pa3BeIeHUE, BBIPAIIUBAHUE U COJEp)KaHUE
JKUBOTHBIX.

Cratbs 46. MapkupoBKa JIEKApCTBEHHBIX CPEZCTB

1. JlexapcTBeHHBIC TIpemapaThl, 3a HCKIIOYCHUEM JICKAPCTBCHHBIX TIPENaparos,
M3TOTOBJICHHBIX ANTEYHBIMH OpraHU3allUsSMH, BETEPUHAPHBIMH ANTEYHBIMH OpTaHU3aIUsSIMHU,
WHAVBUIYATGHBIME [IPSANPUHUMATEIISIMA, WMCIOIIMMH JIMIICH3WI0 Ha (apMaleBTHYCCKYIO
JEeSITENIbHOCTb, TOJKHBI TIOCTYNATh B 0OpalleHue, eciu:

1) Ha X TIEPBUYHON YIAKOBKE (3a MCKIFOUCHUEM IEPBUYHON YITAKOBKHU JIEKAPCTBEHHBIX
pacCTUTENBHBIX MPEMmapaToB) XOPOIIO YHTAEMbIM MIPU(GTOM HaA PYCCKOM S3BIKE YKa3aHbI
HAUMEHOBAaHHWE JICKAPCTBCHHOTO Tpermapara (MEXAYHAapOJHOE HEMaTCHTOBAHHOE, HIU
TPYNIUPOBOYHOE, WM XMMHYECKOE, WU TOPrOBOE HAMMEHOBAaHUE), HOMEpP CEpHH, JaTa
BBITyCKa (TSI MMMYHOOHMOJIOTMYECKHX JICKAPCTBEHHBIX IPENapaTroB), CPOK TOIHOCTH,
JIO3UPOBKA UM KOHIIEHTpAalUs, 00beM, aKTUBHOCTD B €MHUIIAX JACUCTBUS WIH KOJMYECTBO J103;
(B pen. ®enepanbhbix 3akoHOB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOU (MOTPEOUTENHCKON) YIMAaKOBKE XOPOIIO YUTaeMbIM IIpudToM Ha
PYCCKOM sI3BIKE yKa3aHbl HAWMMEHOBAHHWE JIGKAPCTBEHHOTO TIperapara (MeXTyHapoaHOe
HEMATeHTOBAaHHOE, WU TPYNIHUPOBOYHOE, WM XHMHUYECKOE M TOProBOe HAMMEHOBAHUSA),
HAaUMEHOBAHHE MTPOU3BOIUTEINS JIEKAPCTBEHHOTO IMpemnapara, HOMEp CepuH, JaTa BBITycKa (I
UMMYHOOHOJIOTUYECKIX JIEKapCTBEHHBIX MpernapaToB), HOMEp PETUCTPALIMOHHOTO
YIOCTOBEPEHUS, CPOK TOAHOCTH, CIIOCOO MPHUMEHEHUs, JO3UPOBKA MM KOHIICHTPAIUS, 00bEM,
AKTUBHOCTh B €IMHUIAX JCWCTBUS JIMOO KOJUYECTBO /103 B YIIAKOBKE, JEKAapCTBEHHAas (GopMa,
YCIIOBUS OTITYCKA, YCIIOBHS XPaHEHUS, TIPEIYIPEAUTEIHHBIC HA/IITHACH.

(B pen. denepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. dapmareBTHYCCKHE CYOCTaHIMHM JOJDKHBI TOCTYNaTh B OOpalieHHWe, €CI Ha WX

MEPBUYHOM YIAaKOBKE XOPOIIO YUTAEMbIM MIPU(TOM Ha PYCCKOM SI3bIKE yKa3aHbl HANMEHOBAHUE
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dapmarieBTHYeCKON CyOCTaHIIMM (MEXIyHApOJAHOE HEMAaTEeHTOBAaHHOE, WM TPYNIHUPOBOYHOE,
WIM  XUMHYECKOE UM TOProBo€  HAMMEHOBAaHMsI), HAMMEHOBAHWE  IPOU3BOIUTENS
dapmarieBTHYeCKOi CyOCTaHIIMM, HOMEP CEPHH U J]aTa U3TOTOBIICHHS, KOJIUYECTBO B YIIAKOBKE U
€MHUIIBI U3MEPEHUS KOJIMYECTBA, CPOK TOJHOCTH U YCIIOBUS XPaHEHHUS.

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

3. JlexapcTBeHHBIE CpelICTBAa B Ka4eCTBE CHIBOPOTOK JOJIKHBI ITOCTYHATh B OOpalieHue ¢
YKa3aHHUEM )KMBOTHOTI'0, U3 KPOBH, IUIa3Mbl KPOBH, OPTraHOB U TKaHEH KOTOPOI'O OHM ITOJIYYEHBI.

4. Ha BrOpuuHyIO (IOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOTYyYECHHBIX
U3 KpOBM, IUIa3Mbl KpPOBHM, OpPraHOB M TKAaHEM 4YeJIOBEKa, JOJKHA HAHOCUTHCS HAJIUCh:
"Antutena k BUY-1, BUY-2, k Bupycy renmatura C W TOBEpXHOCTHBIM aHTUI€H BHUpyca
renatuta B oTrcyrcTByroT".

5. Ha nepBuuHyl0 YHNakoBKy W BTOpPUYHYIO  (IIOTPEOUTENBCKYIO)  YIaKOBKY
panuodapmManeBTHYECKUX JIEKAPCTBEHHBIX CPEACTB JOJDKEH HAHOCHUTHCS 3HAK PaJHAllMOHHOU
OIACHOCTH.

6. Ha BropuunHyto (OTPEOHMTENHCKYIO) YHNAKOBKY TOMEOIATUYECKUX JIEKAPCTBEHHBIX
MperaparoB JI0JKHA HAHOCUTHCS HAJIMUCh: ""["'oMeonaTuyeckuit'.

7. Ha BropuuHyr (TOTPEOWTENHCKYIO) VYIIAKOBKY JICKAPCTBCHHBIX PACTHTEIBHBIX
MpernapaToB JOJKHA HAHOCUThCS Haanuch: "[Ipoaykius mpouia paaAuaiiuoOHHbBIN KOHTPOJIb'.

8. Ha mepBuuHYyIO YNakoBKY (€CJIM JIJIsi 3TOTO CYIIECTBYET TEXHUYECKas BO3MOXKHOCTB) U
BTOPUYHYIO (MMOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX MPENapaToB, MpeJHa3HAYCHHBIX JIJIs
KJIMHUYECKUX  HUCCIEJOBaHWM, JOJDKHA  HAHOCUTBhCS  Haamuch: "Jlnsg  KIMHUYECKHUX
UccaenoBaHun".

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

9. YnakoBKa J€KapCTBEHHBIX CPEJCTB, MPEAHA3HAUEHHBIX UCKIIOYUTEIBHO AJIsI SKCIOPTA,
MapKHUPYETCsI B COOTBETCTBUU C TPEOOBAHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TpancnopTHyto Tapy, KOTopas He MpeaHa3HaueHa Jisl MoTpeOuTeneil U B KOTOPYIO
MIOMEIICHO JICKAPCTBEHHOE CPEICTBO, OJDKHA HAHOCHTHCA HH(OpManus O HauMEHOBAaHHH,
CepUH JICKApCTBEHHOI'O CPEJICTBA, JAaTe BBIMYCKA, KOJUYECTBE BTOPUYHBIX (IIOTPEOUTENBCKUX)
YIaKOBOK JIEKAPCTBEHHOI'O CPEJICTBA, MPOU3BOAUTENE JIEKAPCTBEHHOI'O CPEJCTBA C YKa3aHHUEM
HalMEHOBAHUS M MECTOHAXOXJIEHHs MPOU3BOIUTENS JIEKAPCTBEHHOIO Cpe/CTBa (azpec, B TOM
yHuclie CTpaHa U (WJIM) MECTO MPOMU3BOJCTBA JIEKAPCTBEHHOTO CPEICTBA), a TAaKXKE O CpPOKE
TOJTHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA U 00 YCIOBHUSAX €ro XpaHEHMs M IEepeBO3KH, HEOOXOIUMBbIE
pelynpeauTeabHbIe HAAMUCH U MAaHUIYJISITOPHBIE 3HAKH.

11. Ha mepBHYHyIO yHaKOBKY U BTOPUYHYIO (TMOTPEOUTENBCKYIO)  YHaKOBKY
JIEKapCTBEHHBIX CPEJICTB Ui BETEPUHAPHOTO NMPUMEHEHMSI JTOJIKHA HAHOCUTbCS Haiamuch: "Jlns
BETEPUHAPHOT'O IPUMEHEHMS "

12. Ha BTopu4Hyt0 (HOTpEOUTENBCKYIO) YIIAKOBKY JEKAPCTBEHHOI'O Mpenapara HaHOCUTCS
LITPUXOBOH KOJ.

I'naBa 9. BBO3 JIEKAPCTBEHHBIX CPE/ICTB
B POCCUMCKYIO ®EJEPAIIVIO U BHIBO3 JTEKAPCTBEHHBIX CPE/ICTB
N3 POCCUMCKOM ®EJEPAIINN
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratpa 47. Ilopsinok BBO3a JIEeKapCTBEHHBIX cpeACTB B Pocculickyro denepaiuio u BhIBO3a
JIEKapCTBEHHBIX cpeacTB U3 Poccuiickoit denepanmnu
(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nmekapcTBeHHBIX cpeAcTB B Poccniickyro denepanuro oCymecTBIsAETCA B MOPSIKE,
ycraHoBiieHHOM IIpaBurensctBoM Poccuiickont denepanuu, B COOTBETCTBUM C TaAMOYKEHHBIM
3aKOHOJATEILCTBOM TamMokeHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIN cOI03) U
(unm) 3aKoHOATENHLCTBOM Poccuiickoit denepanivu 0 TaMOKEHHOM JIeIe.
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(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumbie B Poccuiickyro deneparnio J€KapCTBEHHBIC CPEACTBA JODKHBI OBITH
BKJIIOUEHBI B FOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

3. [Jomyckaercs BBO03 B  Poccuiickyto  ®epepanuio  KOHKPETHOM  mapTuu
3apEeTUCTPUPOBAHHBIX M (WIM)  HE3apErUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
[IpEeIHA3HAYEHHBIX JJISl IPOBEACHUS KIMHUUECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IPENapaTros,
IIPOBEJCHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB [UIsl OCYILECTBICHHMS TOCYJapCTBEHHOMN
pPETUCTpALlMM JIEKAPCTBEHHBIX IpPENapaToB WM JUIsl OKa3aHHWA MEIULMHCKOM IOMOIIM I10
JKU3HEHHBIM II0KAa3aHMSAM KOHKPETHOIO MAalMEHTa HAa OCHOBAaHMM Pa3pElICHHs, BBIIAHHOIO
YIIOJIHOMOYEHHBIM (peiepalbHbIM OpPraHOM HCHOJHHUTENBHOM BJIACTH IO 3asBICHHUAM JIUII,
YKa3aHHBIX B cTaThe 48 HacTosAnero denepalbHOro 3aKoHa. PaccMOTpeHue Takoro 3asBJICHUs U
IIPUHSTHE PELLICHUS O BbIJAU€ pa3pellieHUs] Ha BBO3 KOHKPETHON MApTUH 3apErUCTPUPOBAHHBIX U
(M) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, MPEIHA3HAUYEHHBIX JUIs IPOBEAECHUS
KIMHUYECKUX  HCCJIEIOBAaHUI  JIEKAPCTBEHHBIX  IIPENapaToB, IPOBEIEHUS  AKCIEPTU3BI
JIEKaPCTBEHHBIX CPEICTB Ul OCYLIECTBJICHHS T'OCYJAapCTBEHHOM PErMCTpalMM JIEKapCTBEHHBIX
[pernapaToB MWiAM JJI1 OKa3aHWd MEIUIMHCKOM IMOMOIIM IO JKU3HEHHBIM IOKa3aHUSIM
KOHKPETHOI'0 MalMeHTa Ju00 00 OTKa3e B BblJau€ yKa3aHHOI'O pa3pelleHUs] MPOU3BOAATCS B
CPOK, HE IpEeBbIIIAOIINNA NATH pabouux aHeil. [lnara 3a Bblgauy yKa3aHHOI'O pa3pelieHUs] He
B3MMAacTCA.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyro ®eznepanuio MOXHO BBO3HUTH JIEKAPCTBEHHBIE CPEICTBA, KadueCTBO
KOTOpPBIX  TOATBEPKACHO  CEpTU(PUKATOM  IPOU3BOJAUTENS.  JIEKAPCTBEHHBIX  CPEICTB,
yJIOCTOBEPSIOLUIMM  COOTBETCTBUE  BBO3UMBIX  JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHMSIM
(dapMakomelHpIX cTaTeil MO0 B cioydae WX OTCYTCTBHSI HOPMAaTHUBHOW JOKYMEHTAIlMH WU
HOPMAaTHUBHOI'O IOKYMEHTA.

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

5. 3anpemaetcst BBo3 B Poccuiickyro @enepannio GpaibCupUIMPOBAHHBIX JEKAPCTBEHHbBIX
CPEICTB, HEIOOpPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
CPEJICTB.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6.  danbcuuUUpOBaHHbIE  JIGKAPCTBEHHBIE  CpPEACTBA,  HEAOOpPOKAueCTBEHHBIE
JIEKapCTBEHHBIE CPEJICTBA MOJIEKAT U3BATUIO U TIOCIEAYIOIIEMY YHUUTOKEHUIO U BBIBO3Y U3
Poccuiickoit ®enepanmu, KoHTpadakTHbIE JIEKApCTBEHHbIE CpPEACTBA - M3BATHIO H
MOCEAYIOIEMY YHHUYTOKECHHUIO. YHUYTOXKEHUWE WIH BbIBO3 W3 Poccuiickoii Penepanuu
(banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEIO0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB, KOHTpa(aKTHbIX JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISIETCA 3a CYeT JIMLA,
OCYIIECTBHMBILIET0 HX BBO3. [lopsSAOK YHHUYTOXKEHUS M3BATHIX  (pambcUPHUIUPOBAHHBIX
JIEKapCTBEHHBIX CPEJACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPeNCTB ycTaHaBinuBaeTcs [IpasurensctBoM Poccuiickoit @enepanumu.

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluna, ocymectBistomue BBo3 B Poccuiickyro ®eneparuio (anbcupUIIpOBaHHBIX
JIEKapCTBEHHBIX CPEJACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpagaKTHBIX
JIEKapCTBEHHBIX CpPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXXCHHBIM
3aKOHOJIaTETLCTBOM TaMOKEHHOTO COr03a M (M) 3aK0HO1aTehcTBOM Poccuiickoit deneparun
0 TaMO>KEHHOM JIEJIE.

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

8. BrIB03 nekapcTBeHHBIX cpelAcTB U3 Poccuiickoir denepanuu ocymecTBiseTcs 0e3
NPUMEHEHUS OTpaHUYEHUM, YCTAHOBJICHHBIX TaMOKEHHBIM 3aKOHOJATENLCTBOM TaMOKEHHOTO
coro3a u (wim) 3akoHOJATenbCcTBOM  Poccmiickoit ®exepamu 0 TOCYAapCTBEHHOM
pEryJMpoBaHUU BHELUTHETOPTOBOM €S TEIbHOCTH.

(8 pen. Denepanbubix 3akoHOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, or
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22.12.2014 N 429-D3)

Cratps 48. IOpuauyeckue nauna, KOTOPbIM pa3pellieH BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHbIE cpencTBa B Poccuiickyro denepanuio MOryT BBO3UTH:
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpou3BOIMTENN JIEKAPCTBEHHBIX CPEICTB JJS IeJieil COOCTBEHHOTO MPOHM3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) MHOCTpaHHbBIE Pa3padOTYUKH JIEKAPCTBEHHBIX CPEICTB M MHOCTPAHHBIC TPOU3BOIUTEIH
JIEKapCTBEHHBIX CPEACTB WIM JpYrue IOpUIUYECKUEe JUIa [0 MOPYYEHHIO pa3paboTdMKa
JICKApCTBEHHOTO CPEJCTBA Ul NPOBENEHHUS KIMHHUYECKUX HCCIEIOBAaHUHA JIEKAPCTBEHHOTO
npenapara, OCYLIECTBICHHMsS TIOCYAapCTBEHHOW pErucTpaliy JIEKapCTBEHHOro Ipernapara,
BKJIIOYECHHUS (hapMaIeBTHUECKOW CyOCTaHIIMM B TOCYIApCTBEHHBIH PpEECTp JIEKapCTBEHHBIX
CPEACTB, KOHTPOJI KadyecTBa JICKAPCTBEHHBIX CPEIACTB MpPU HAIUYUU  pa3pelIieHUs
YIIOJIHOMOYEHHOTO (heZiepalibHOTO OpraHa UCTIOHUTENILHON BIIACTH HAa BBO3 KOHKPETHOHM MapTHH
JIEKapCTBEHHBIX CPE/ICTB;

3) opraHu3aiuu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) Hay4HO-HCCIIEZIOBAaTEIbCKUE OpraHu3alMy, 0O0pa3oBaTeIbHbIC OPraHU3ALMU BBICILETO
o0pa3oBaHUs, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB Ui pPa3pabOTKH, HCCIIECAOBAHUM,
KOHTpOJIsl 0€30MacHOCTH, KauecTBa, 3((EKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPHU HATUYUHU
pa3peuieHus yrmoJIHOMOUYEHHOTO (eIepaaIbHOro OpraHa NCIOIHUTEIBHON BIACTH;

(B pen. @enepanbHoro 3akona ot 02.07.2013 N 185-03)

5) MeAMIMHCKWE OpPraHM3allMU, WHBIE yKa3aHHbIE B MyHKTax | - 4 HacTOsAMIEH CTaThH
OpraHu3alUy JUIsl OKa3aHUS MEIULMHCKOIN IOMOIIM 0 KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO
NanyveHTa M[pU  HAJTMYWMU  pa3pelleHds  YHNOJHOMOYEHHOTO  (ermepasbHOTO  opraHa
UCTIOJIHUTENILHOW BJIACTH HA BBO3 KOHKPETHOW MApTHU JIEKAPCTBEHHOTO Iperapara, BbIIAaHHOTO
B YCTAaHOBJICHHOM TIOpsIKE B (popMe SIIEKTPOHHOTO IOKYMEHTA, IOANMCAHHOTO YCHJICHHOU
KBAJTM(HUIUPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.

(B pea. @enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

Cratbss 49. JIOKyMEHTHI, MpEACTaBIAEMble B TaMOXKE€HHble opranbsl Poccuiickoi
®denepanyu Npyu BBO3€ JIEKAPCTBEHHBIX CpeACTB B Pocculickyro denepanno
(B pen. denepanpHoro 3akoHa oT 06.12.2011 N 409-03)

1. IIpu BBO3€ JIEKapCTBEHHBIX CpeACTB B Poccuiickyro denepannio B TaAMOKEHHBIE OpraHbl
Poccuiickoit ®@enepanuu HapsAy C JOKYMEHTAMHM, IPEICTaBICHHE KOTOPBIX IPELyCMOTPEHO
TaMOKEHHBIM 3aKOHOJIaTeIbCTBOM TaMOXXEHHOTO Cor03a M (WIM) 3aKOHOJATelIbCTBOM
Poccuiickoii @enepanuu 0 TaAMOXKEHHOM J€JIE, IPEACTABIIAIOTCS CAEAYIONINE JOKYMEHTBHI:

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) cepruduxar TPOU3BOIUTENS  JICKAPCTBEHHOTO  CPEJACTBA,  YAOCTOBEPSIOLIHMIA
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOT'O CpeAcTBa TpeOOBaHUSAM (apMaKoNelHON cTaThu
1100 B Cilydae ee OTCYTCTBUSI HOPMAaTUBHOMN JTOKYMEHTAIIMK WJIM HOPMAaTUBHOTO JIOKYMEHTA,

2) paspelieHrne YHIOJHOMOYEHHOTO (eaepalbHOTO0 OpraHa HMCIOJHUTEIBLHOW BJIACTH Ha
BBO3 KOHKDETHOW MapTUM JIEKAPCTBEHHOI'O CPEJCTBA B CIlIydasX, YCTAHOBJIEHHBIX YacTbio 3
cratbu 47 Hactosero deaepaibHOro 3aKOHa.

2. JIOKyMEHTBI, YKa3aHHbIE B IyHKTax | u 2 yactu | HacTosIIEel CTaTby, NPEACTABISAIOTCS
B TaMOXeHHble opraHbl Poccuiickoit ®denepanuu npu nNpuOBITUU JEKAPCTBEHHBIX CPEJCTB B
Poccuiickyro denepanuro.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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Crates 50. BBo3 nexapcTBeHHbIX NpenapaToB B Poccuiickyro denepannio uisi JMYHOTO
MCIIOJIb30BAaHUS U MHBIX HEKOMMEPUYECKHUX LENEH, a TAKKE U MCIIOJIB30BAHNS HAa TEPPUTOPUU
MEXIYHAPOAHOI0 MEIUIIMHCKOIO KjlacTepa
(B pen. Pepepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE MperapaThl MOTYT ObITH BBe3eHBI B Poccuiickyro deaepanuio 6e3 yuera
TpeOoBaHUH, MPenyCMOTPEHHBIX 4acTsmu | - 4 crateu 47, crathsimu 48 u 49 Hacrosiero
®denepallbHOTO 3aKOHA, €CJIU OHU IIPEIHA3HAYCHBI JIJIS:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) snm4HOrO MHCHOAB30BaHMA (U3MYECKMMM JHMLAMH, HOpuOBIBIIMMHU B Poccuiickyro
Oenepanmto. [Ipu stom BBO3 B Poccuiickyro @Penepanuio JIEKapCTBEHHBIX IIPENaparos,
COJepKALMX CUIIbHOAEHCTBYIOIINE U (MJIN) AJOBUTHIE BELIECTBA, BKJIOUYEHHbIE COOTBETCTBEHHO
B CIIMCOK CWJIBHOJEHCTBYIOIUX BEUIECTB IS LIeJIel YyTOJIOBHOI'O 3aKOHOJATENbCTBA Poccuiickon
@enepanii M B CIUCOK SJOBHUTBIX BEIIECTB JUIA LEJICH YrOJOBHOIO 3aKOHOJATEIbCTBA
Poccuiickoit  ®enepaunu, yrBepxkiacHHble [IpaButensctBom  Poccuiickonn  denepanuu,
OCYILECTBIISICTCS IPU HAJIMYUU JIOKYMEHTOB (3aBEpEHHbIX KOMHMH JOKYMEHTOB MJIM 3aBEPEHHBIX
BBIMMUCOK W3 HHUX), NOATBEPKIAIONIMX Ha3HaYeHHE (U3NYECKOMY JIMIy YKa3aHHBIX
JIEKapCTBEHHBIX IIpernaparoB (3a UCKIIIOYCHUEM JIEKapCTBEHHBIX IIPEnapaTos,
3aperucTpupoBaHHbIX B Poccuiickoii @enepanun u otiyckaeMbix B Poccuiickoii @eneparun 6e3
peLienTa Ha JeKapcTBeHHbIN npenapat). [loaTBepkaaromue J0KyMEHThI (UX 3aBEpEHHbIE KOUU
WIM 3aBEPEHHbIE BBINMCKM M3 HHUX) JOJDKHBI COAEpXkaTb CBEIEHUS O HAUMEHOBAaHUU U
KOJIMYECTBE HA3HAYEHHOIO JIEKapCTBEHHOrO Ipemnaparta. B ciydae, eciau NOATBEp:KIaroIue
JIOKYMEHTBI (MX 3aBEpPEHHbIE KONUM WJIM 3aBEPEHHBIC BBINIUCKA M3 HUX) COCTAaBJIEHbI Ha
MHOCTPAaHHOM $I3bIKE€, K HUM IPUJIAraeTCcsi HOTapUAJIbHO 3aBEPEHHBIN N1€PEBOJ] HA PYCCKUI SI3BIK;
(m. 1 B pen. @enepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) uCHoNb30BaHUS PAOOTHUKAMM TUILUIOMATHYECKOTO KOpIyca MJIM MPEACTaBUTEISIMU
MEKIYHApOAHBIX OpraHu3aluii, aKKpeIuToBaHHbIX B Poccuiickon denepanny;

3) neyeHus MaccaKUpoB U WICHOB SKUNAXKEH TPAHCIIOPTHBIX CPEACTB, MOE3IHBIX OpHUraa u
BOJMTENIECH TPAHCIOPTHBIX CPEICTB, NpUOBbIBIINX B Poccuiickyto ®denepanuio;

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHUs] YYaCTHUKOB MEXKIAYHApOIHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONpPUSATHI U
YYaCTHUKOB MEXYHAPOIHBIX IKCIEIULINN;

5) nedyeHHs] KOHKPETHBIX »XUBOTHBIX B 300IapKaxX, a TaKXe MXUBOTHBIX, BBO3UMBIX B
Poccuiickyro @enepanuto Ui y4acTusi B CHOPTUBHBIX U 3PEIHUIIHBIX MEPOIIPUATHSIX;

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) MCII0JIb30BaHMSI HA TEPPUTOPHH MEXTYHAPOAHOTO MEAMIIMHCKOTO KJIacTepa.
(1. 6 BBeneH PenepasbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciydasdx, IpeayCMOTPEHHBIX 4acTblO | HAcTOSIIEH CTaThH, IOIYCKAaeTcs BBO3 B
Poccniickyro denepanuro JEeKapCTBEHHBIX IPENApaToOB, HE 3apEruCTPUPOBAaHHBIX B Poccuiickon
®denepanuu.

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE TIpemaparsl, IpPEAHA3HAUYEHHbIE Ui T'yMaHUTapHOM IOMOIIYU
(comeiicTBMs) WJIM TOMOIIM TPU Ype3BbIUAWHBIX CHUTyalUsiX, BBO3ATCS B Poccuiickyio
Qenepanmo B mopsake, ycraHoBiaeHHOM IIpasurensctBoM  Poccuiickoir  dDenepanuu.
3anpemaercs BB03 B Poccuiickyro ®enepaiuio HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIPENapaToB, NPEeJHA3HAYEHHbIX JUIsl TYMaHUTAapHOM MOMOIIM (COAEMCTBHSI) MU MOMOILU MpU
Ype3BbIYAITHBIX CUTYAIUSIX.

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

Cratpss 51. CotpyaHuuectBo (efepalbHOTO OpraHa HCHOJHHUTENbHOM  BJacTH,
YIIOJHOMOYEHHOTO B 00JaCTH TaMOXKEHHOTO Jella, U JIPYruX YIOJIHOMOUYEHHBIX (enepabHbIX
OpraHOB UCIOJHUTEIBHOMN BJIaCTH
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1. YnonHomo4eHHble (enepanbHble OpraHbl UCIIOJIHUTENIBHONW BIACTH MPENOCTABISIOT B
pacriopsbkeHre (hefepalbHOrO OpraHa MCIOJIHUTEIBHON BIACTH, YIOJHOMOYEHHOIO B 00JIACTH
TaMOXEHHOTO0 JIeJla, TOCYIapCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPEICTB, a TaKXkKe MHPOPMALIUIO
O BBIIAHHBIX PA3pELICHUSX HAa BBO3 KOHKPETHOW NApTUHU JIEKAPCTBEHHBIX CPEJICTB B CIIydasXx,
YCTaHOBJICHHBIX 4acThI0 3 craThu 47 Hacrosmero denepanbHOro 3aKOHa.

2. @enepanbHBI OpraH MCIOJHUTEIFHOW BJIACTH, YHNOJHOMOYEHHBIH B 0O0JAcTH
TAMOXEHHOT0 Jies1a, UHPOPMHUPYET YKa3aHHbIE B 4aCcTH | HACTOAIIEH CTaTbU YHOJIHOMOYEHHBIE
(benepanbHbIe OpraHbl UCTIOTHUTENIBHON BIACTH O BBO3€ JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro
®denepannio ¥ BBIBO3E JIEKAPCTBEHHBIX CpelcTB M3 Poccuiickoit denepanuu mo ¢opme U B
nopsiike, KoTopelie ycraHoBieHsl [IpaBurensctBoM Poccuniickoit denepanuu.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

I'naa 10. PAPMAIIEBTHUYECKAS JEATEJIBHOCTD
Crates 52. OcymiectBienue GpapMaleBTUYECKON e TEIbHOCTH

1. @apmarieBTHYECKasl 1E€ATEIBHOCTh OCYIIECTBIISIETCS OPraHU3aLUsAMHU ONTOBOM TOPIOBIN
JICKApCTBCHHBIMH CpPEACTBAMH, ANTCYHBIMH OpPTaHM3ALUSMH, BETEPUHAPHBIMU AaITEUYHBIMU
OpraHu3alUsIMM, HWHIUBUAYAJIbHBIMU MPEANPUHUMATENISAMH, HMEIOIIMMHU JIMIEH3UI0 Ha
(apMaleBTUYECKYIO JIEATENbHOCTh, MEAUIIMHCKUMH OpraHU3alUsIMHI, UMEIOIIMMHU JIMLIEH3UIO Ha
(bapMaleBTUYECKYIO JIeATEILHOCTh, U UX 000COOIEHHBIMU MO/Ipa3AeieHUsIMH (aMOyIaTOpUsIMH,
denpamepckuMu U PeTbAIIePCKO-aKyIIePCKIMH ITYHKTaMHU, HEHTpaMH (OTAEICHUSIMH) 00Ieit
BpaueOHOM (ceMelHOM) MPaKTUKU), PACIOIOKEHHBIMH B CEIbCKMX HACEIECHHBIX IYHKTaX, B
KOTOpPBIX OTCYTCTBYIOT allT€YHble OpraHMU3allMM, W BETEPUHAPHBIMU OpraHU3aLUsIMU,
UMEIOIMMHU JIMIEH3UIO Ha (papMalleBTUYECKYIO AEATEIbHOCTb.

(B pea. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2. O®usuyeckue JHLA MOTYT OCYLIECTBIATH (hapMaleBTUUYECKYIO JESATENbHOCTh IpU
HaJIMYUU BBICHIETO MWJIM CpEJHEro QapMaleBTUYeCKoro oOpa3oBaHus U cepTUdHUKaTa
CHeLMaNNCTa, BBICIIETO MM CpPEIHEro BETEPUHApPHOrO o00pa3oBaHMs U  cepTH(HKaTa
CIEIHaJICTa, a TaKXe BBICIIETO WJIM CPEJHEr0 MEAMIIMHCKOro 00pa3oBaHHUs, cepTH(HUKaTa
CHeluanucTa M JONOJHUTEIBHOTO NPOQPECCHOHATBHOIO 00pa3oBaHUS B YacTH PO3HUYHOM
TOPrOBJIM JIEKAPCTBEHHBIMU IpenaparaMyd IpU YCIOBUUM HX paboThl B 000COOJIEHHBIX
NOJpa3/IeIeHUsIX MEIUIUHCKUX OpraHU3alii, YKa3aHHbIX B 4acTH | HACTOALIEH CTaThU.

(vacts 2 B pen. denepanpHoro 3akoHa ot 27.07.2010 N 192-D3)

Crates 53. Ilponmaxka, mnepenaya JIEKQpCTBEHHBIX CpPEJICTB OpraHU3alUsIMH ONTOBOMN
TOPTOBJIN JIEKAPCTBEHHBIMH CPEICTBAMU

Opranuzanuu ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHM CPEICTBAMH MOTYT OCYILECTBIISTH
MIPOJIaXKy JIEKAPCTBEHHBIX CPEJCTB WIM IE€pEaBaTh UX B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit denepanuu nopsake:

1) apyruM opraHu3anusaM ONTOBOW TOPTOBIIHU JIEKAPCTBEHHBIMU CPENICTBAMU;

2) mpOU3BOAUTEINSM JIEKAPCTBEHHBIX CPEACTB JUIA LieJel MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

3) anTe4YHbIM OPraHU3ALKUAM U BETEPUHAPHBIM alITE€YHBIM OpPraHU3alHiIM;

4) Hay4HO-HCCIIEJ0BATEIbCKUM OPTaHU3aIUAM JUIs HAyYHO-HCCIIEe10BATENbCKON pabOThI;

5) MHAMBHUIYaTbHBIM HPEANPUHUMATENSM, UMEIOIIMM JIMIEH3UI0 Ha (hapMalleBTUYECKYIO
JIEATEIbHOCTh WIH JIMLEH3UI0 HA MEAUIUHCKYIO JIEATEIbHOCTB;

6) METUIIMHCKUM OpPTaHU3aIMsIM, BETepUHAPHBIM OpraHU3aIMsIM;

7) opraHuzanMsM, OCYIIECTBJSIOUIMM pa3BelleHUE, BbIpPALIMBAHUE U COJEp)KaHUE
JKUBOTHBIX.
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Cratpa 54. [IpaBuiia ONITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU

OnroBast TOProBisl JIEKAPCTBEHHBIMU CPEICTBAMU OCYILECTBIIAETCS MPOU3BOIUTEISIMU
JICKApPCTBCHHLIX CPCACTB U OpraHu3alusIMU OITOBOM TOProBJIK JICKAPCTBCHHBIMU CPCIACTBAMU I10
IpaBUIaM HaaJexalled AUCTPUOBIOTOPCKOM NPaKTHUKU M IpaBUIaM HaAJeKalled NpaKTUKU
XpaHCHUA W ICPCBO3KU JICKAPCTBCHHBLIX IIPCMapaToB, YTBCPKACHHBIM COOTBCTCTBYIOIIUMU
YIOJIHOMOYEHHBIMU (peiepaIbHbIMU OpraHaMU MUCIIOJIHUTEIbHON BIIACTH.

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

Cratbs 55. Ilopsaok po3HUYHOM TOProBIIM JEKAPCTBEHHBIMU IIpenapaTaMu

1. Po3Hn4Has TOProBisl JIGKAPCTBEHHBIMHU IIperaparaMi B KOJMYECTBAX, HEOOXOIUMBIX
JUTSL BBIMIOJTHEHUsI BpaueOHBIX ((henbAlepcKiX) Ha3HAUYCHUN WM Ha3HAYeHWH CHElHauCTOB B
001acTH  BETEPUHAPHH, OCYIIECTBIACTCS ANTEYHBIMH OpraHU3alMsIM{, BeTCpUHAPHBIMU
anTeYHbIMHM OPTaHU3aIUSIMU, UHIUBUAYAIBHBIMU NMPEANPUHUMATENSIMU, UMEIOIIUMU JIULIEH3UIO
Ha (apMaIeBTHUYECKYIO EATEIbHOCTh, MEIUIIMHCKIMH OPraHU3alUsIMHU, UMEIOIIUMHE JIUIEH3UIO
Ha  (dapMaleBTUYECKYIO  JCSITeNbHOCTb, © WX  000COONEHHBIMU  MOJAPa3JCICHUSIMU
(amOymaropusimu, (enapamepckumMu U - (peapAIIepCKO-aKyIIePCKUMUA MyHKTaMH, [EHTPaMu
(otmeneHussMu) oOImIeH BpayeOHOM (CEMEWHOW) MPAKTHUKU), PACIOJIOKEHHBIMH B CEIBCKUX
HACEJICHHBIX ITYHKTaX, B KOTOPHIX OTCYTCTBYIOT aNTEYHbIE OPraHU3alM{, U BETEPUHAPHBIMH
OpraHU3alUsIMHU, HUMEIOIUMHU JIMIEH3UI0 Ha (apMalleBTUYECKYIO NeATelbHOCTh. Pa3zpemieHa
PO3HHMYHAsE TOPTOBJI TOJIBKO JICKAPCTBEHHBIMH IIperapaTtaMy, 3aperHCTPUPOBAHHBIMU B
Poccuiickoii @enepanyivi WK U3TOTOBJICHHBIMU alTEYHBIMU OPraHU3alUSIMU, BETEPUHAPHBIMU
ANTCYHBIMH OPTaHU3aIUSIMU, WHIUBUAYATBHBIMU MPEANPUHUMATEIIIMA, AMCIOIIAMU JINIICH3HIO
Ha (apMalleBTUYECKYIO JNEATeIbHOCTh. PO3HMYHAs TOProBisl JIGKAPCTBEHHBIMH IperapaTaMu
OCYIIECTBIISICTCS 10 MpaBWJIaM  Ha/JIeKaIleld anTeyHOW MPAaKTHKH, YTBEP)KICHHBIM
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPTaHOM HCTIOTHUTEIBHOW BIACTH.

(B pen. depepanbubix 3akoHOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

2. Bunpl anTeuHbIX OpraHU3alliii W TMpaBWiIa OTHYCKa JIEKAPCTBEHHBIX MpPENapaToB IS
MEIUITUTHCKOTO IPUMEHEHHUS aNTCYHBIMH OpTaHHU3AIHSIMH, WHIMBUTYTbHBIMU
NpeINPUHUMATEISIMU, UMEIOIUMU JIUIEH3UI0 Ha (papMalleBTUYECKYIO JIEATEIbHOCTh, a TaKkKe
IpaBUJiIa OTITYCKA JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MMPUMEHEHHS METUIIMHCKUMHU
OpraHM3aIUsIMH, HWMEIONIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JeSTENIbHOCTh, U HX
000COOJIEHHBIMH TOJpPA3ICTICHUSAMH  (aMOyIaTOpUsIMHU, (QeNbAIepCKUMU U (eIbAlepCKo-
aKyIIePCKUMHU MMyHKTaMU, [IEHTpaMu (OTAENeHUSIMH) o0I1ei BpaueOHON (ceMeitHOI) MPaKTUKH),
pacIioIO)KEHHBIMH B CENCKUX HACENICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHBIC
OpTaHM3aIH, YTBEPXKAAIOTCS YIOJTHOMOYEHHBIM (elepalbHBIM OPraHOM HCIOJHUTEIbHON
BJIACTH.

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

3. IlpaBuna oOTImycka HApKOTHYECKHUX CPEIACTB M  ICHUXOTPOIHBIX  BEIIECTB,
3aperuCTPUPOBAHHBIX B KA4E€CTBE JICKAPCTBEHHBIX MPEMapaToB, JEKAPCTBEHHBIX IPEMapaToB,
CONepKAIINX HAPKOTHYECKHWE CpPEICTBA H  TICHXOTPOIHBIE BEIIECTBA, YTBEPKAAIOTCS
YIIOJIHOMOYEHHBIM  (peIepajbHBIM OPraHOM MCIIOJHUTEIBHOM BIACTH IO COIJIACOBAaHHUIO C
benepaabHBIM OpraHOM HCIIOJIHUTENFHON BIIACTH, YITIOJIHOMOYEHHBIM B cpepe BHYTPEHHHUX JICI.
(B pen. denepanpHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlexapcTBeHHBIE TpenapaThl Ui BETEPUHAPHOTO TPUMEHEHHUS MOJUICKAT OTITYCKY
BETEPUHAPHBIMU anTeYHBIMU OpraHHU3aIusIMH, BETEPUHAPHBIMU OpraHH3aIHsIMH,
WH/IMBUIYATGHBIMA TIPEANPHHAMATENSIMH, WMCEIOIIUMH JIMIEH3UI0 Ha (apMameBTHIEeCKYIO
JesTeNbHOCT. [IpaBuiia oTImycka JTeKapCcTBEHHBIX MPENapaToB /I BETEPUHAPHOTO TPUMEHEHUS
YTBEPIKIAIOTCS YIIOJTHOMOYEHHBIM (heiepallbHbIM OPTaHOM MCTIOJTHUTEIBHOM BIACTH.

5. IlepedyeHb MEOUIIMHCKUX OpraHU3alui, UMEIOUIMX JIMIEH3UI0 Ha (apMaleBTUYECKYIO
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NeSITeIbHOCTh, M HUX O0OCOOJEHHBIX Mojpa3ieieHuil (amOynaTopuif, Qenpamepckux u
benpamepcKo-akymepcKux MyHKTOB, IIEHTPOB (OT/AENeHU) oOmel BpadyeOHOU (CeMEHO)
IIPAKTUKHU), PACHOJIO)KEHHBIX B CEJIbCKMX HACEIEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpPraHu3allld, a TaKXe IMepedyeHb JIEKAPCTBEHHBIX IPENnapaToB (3a HCKIIOYEHUEM
HapKOTUYECKUX JIEKApPCTBEHHBIX IPENapaToB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENApaToB),
MPOJa’ka KOTOPBIX MOXKET OCYIECTBIISATHCS YKa3aHHBIMHU OPraHU3alUIMU U UX 000COOICHHBIMU
NOJpPA3/ICICHUsIMI, ~ yCTAHABIMBAIOTCSI OpraHaMH  HCIIOJHUTEIBHOH BIACTH CYOBEKTOB
Poccuiickoit deneparumu.

(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble OpraHU3allK, WHIUBUAYAIbHbIE MPEINPUHUMATENIH, UMEIOIUE JIUIIEH3HUIO
Ha  (QapMaleBTUYCCKYI0  JIEATENbHOCTh,  00si3aHBI ~ OOecleYnBaTh  YTBEPKICHHBIN
[IpaButenscTBOM Poccuiickoit @enepanu 1 GopMUPYEeMblli B YCTAaHOBJICHHOM WM TIOPSJIKE
MUHHMAJIbHBI aCCOPTUMEHT JICKQpPCTBEHHBIX IPErapaToB, HEOOXOMUMBIX JUIsI OKa3aHWs
MEAUIIMHCKOW MTOMOIIIH.

(uactsb 6 B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTedHble OpraHMU3alM¥, WHIUBUAYAIbHbIE MPEINPUHUMATENH, UMEIOIIUE JIUIIECH3HUIO
Ha (apMalleBTUYECKYIO EATEIbHOCTh, HAPSALY C JIEKApCTBEHHBIMU IpernapaTaMu UMEIOT MPaBo
npuoOpeTaTh M MPOJaBaTh MEAUIMHCKUE U3ACNUs, Ne3UHPUIMPYIOIINUE CPECTBA, MPEAMETH 1
CpPEICTBAa JIMYHOM TUTHEHbI, MOCYAY s MEIMLMHCKUX LeJed, NpeaMeTsl M CpPEeICTBa,
npelHa3HaYeHHbIe 7S yXoAa 3a OOJIbHBIMH, HOBOPOXKIEHHBIMH U JE€TbMH, HE JOCTUTLIUMHU
BO3pacTa Tpex JIET, OUKOBYIO ONTUKY U CPEACTBA yX0Jia 3a Hell, MUHEPAJIbHbIE BOJIbI, IPOTYKTHI
Je4eOHOro, JETCKOTO U JUETHMYECKOTO MUTaHUs, OWOJOTHMYeCKH aKTHBHBIE J00aBKH,
nap@roMepHble U KOCMETHUYECKHUE CPEICTBA, MEIUIMHCKUE U CAHUTAPHO-TIIPOCBETUTEIIbHBIC
NeYaTHbIe U3/IaHuA, IPeIHA3HAYCHHbIE IJIS TIPOHaraHbl 3I0pOBOro 00pasa *KU3HU.

(B pen. denepanbhbIx 3akoHOB 0T 27.07.2010 N 192-D3, ot 25.11.2013 N 317-D3)

8. HlesaTenbHOCTh anTeuHbix opranuzauuii Boopyxkennbix Cun Poccuiickoit denepanuu,
JpPYT'UX BOMCK, BOMHCKHUX ()OPMHUpPOBAaHMM M OpPraHoB, B KOTOPHIX 3aKOHOJATEIbCTBOM
Poccuiickoii ®@enepanuu npeaycMOTPEHO MPOXOXKJIEHHE BOCHHOM CIyxObl MU (enepaabHOR
rOCyIapCTBEHHOW  CIIy’)KObI,  CBS3aHHOW C  IPaBOOXPAHUTENBHOH  JI€ATEIbHOCTHIO,
peraaMeHTHpyeTcs HaCTOSALIUM DenepallbHBIM 3aKOHOM " YTBEPKACHHBIMU
COOTBETCTBYIOIMMHU (efepaabHbIMU OpraHaMHM HCIIOJIHUTEIbHON BJIACTU IOJIOKEHUSMHU.
KoHTtpomb 3a cobmoeHneM yka3aHHBIMH alTeYHBIMH OPTaHU3ALUSAMU MOJOXKEHUH HACTOAIIETO
@®enepallbHOTO 3aKOHa OCYLIECTBIIAETCS COOTBETCTBYIOLIMMHU (peiepaIbHBIMH  OpraHaMu
VICTIOJIHUTENIBHOM BJIACTH.

(B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

Cratbs 56. M3roToBieHne 1 OTIYCK JIEKAPCTBEHHBIX MPENapaToB

1.  HW3roroBneHue  JIEKapCTBEHHBIX  IIPENApaToB  alNTE€YHbIMM  OPraHMU3aLUsAMH,
BETEPUHAPHBIMU  ANTEYHBIMU OPraHU3aALMAMH, HWHIAUBUAYAIBHBIMU IPEAIPUHUMATENISAMU,
UMEIOUTIMHU JINLEH3UIO Ha (papMaIieBTUUECKYIO JIeATENbHOCTh, OCYIIECTBIISIETCS 110 peLenTaM Ha
JIeKapCTBEHHbIE TpemnapaTsl, M0 TPeOOBaHMAM MEIUIIMHCKUX OpraHW3alliil, BeTepHHAPHBIX
OpraHu3alil B COOTBETCTBUM C MPAaBWIAMHM M3TOTOBJIEHHS M OTIIYyCKa JIEKAPCTBEHHBIX
IpenapaToB, YTBEP)KICHHBIMH YIIOJTHOMOYEHHBIM (he/iepalbHbIM OpPraHOM HCIIOJIHUTEIbHON
BIIACTH.

2. Ilpy W3roTOBIEHUM JIEKAPCTBEHHBIX IIPEMApPATOB aANTEYHBIMU OPraHU3ALUAMH,
BETEPUHAPHBIMM  ANTEYHBIMM OpraHU3ALMSIMH, HWHIUBUAYAJIBHBIMU IPEIIPUHUMATEISIMH,
UMEIOIIUMHU JIULEH3UIO0 Ha (bapMareBTHUECKYIO JeSATEIbHOCTD, UCIIOJIb3YHOTCS
dapmanieBTHYECKHE CYyOCTAaHIIMU, BKJIIOYEHHBIE COOTBETCTBEHHO B TOCYJIAapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEACTB I MEIULMHCKOIO IIPUMEHEHHMS U TOCYAAPCTBEHHBIA PEECTP
JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOIO INPUMEHEHHsI B YCTAHOBIEHHOM mnopsnke. He
JIOIIyCKAEeTCs M3TOTOBJICHHE aIlTEYHbIMM OpPraHU3alUsMM, BETCPUHAPHBIMU  AalTCUYHBIMU
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opraHu3alusMu, HWHAUBUAYAJIBbHBIMU TOPCANPUHHUMATCIAMA, UWMCIOIIUMHA  JIMIICH3UIO Ha
(bapMaleBTUYECKYIO JESTENIbHOCTh, JIEKAPCTBEHHBIX IMPENapaToB, 3aperUCTPUPOBAHHBIX B
Poccuiickoit @enepanuu.

3. MapkupoBka  JIGKAPCTBEHHBIX  IMpPENapaTroB,  W3TFOTOBJICHHBIX  alTEYHBIMU
OopraHu3anusiMu, BCTCPUHAPHBIMU AlITCYHbIMU OopraHnu3anusiMu, HHAUBUAYAJIbHBIMHA
OpEeINPUHUMATEISIMU, HMMEIOIIUMU JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JAeSTeIbHOCTb, U
oopMIICHHE TaKWUX MPENnaparoB JOJDKHBI COOTBETCTBOBATH IPaBHJIAM, YKa3aHHBIM B dacTu |
HACTOSAIIEH CTAaThU.

4. AnreuHrle opraHu3anuu, BCTCPUHAPHLIC AIITCUHBLIC OpraHu3alvv, HWHIAWBUAYAJIbHBIC
OpeIpUHUMATEIN, HMEIOIUEe JIMLIEH3UI0 Ha (apManeBTUUYECKYI0 JIE€ATelIbHOCTh, HECYT
OTBETCTBEHHOCTh 3a HECOOJIOJICHHE TIPaBHJ H3TOTOBIICHUS M OTIYCKA JIEKAPCTBEHHBIX
[IpernapaToB B COOTBETCTBUU C 3aKOHOIaTeNbCTBOM Poccuiickoit denepanui.

Crates 57. 3anpemienue mnpojaxu ¢GanbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
HEe100pOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PAaKTHBIX JIGKAPCTBEHHBIX CPENICTB

[Mponaxka ¢anbCUPUIMPOBAHHBIX JICKAPCTBCHHBIX CPEIICTB, HEI00POKAUYSCTBEHHBIX
JICKapPCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB 3aMpeIIaeTcs.

Cratbs 58. XpaHeHue JIeKapCTBEHHBIX CPEICTB

1. XpaHeHue JIeKapCTBEHHBIX CPEJICTB OCYLIECTBIAETCA IPOU3BOANUTENAMH JIEKAPCTBEHHBIX
CPEICTB, OpraHu3alMsIMU ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CPEACTBAMM, ANTEUHBIMU
OpraHu3alUsIMM,  BETEPUHAPHBIMM  aNTeYHbIMH  OpraHU3alUsAMM,  WHAWBUIYAJIbHBIMU
OpEANPUHUMATENISIMY, WMEIOIIMMHU JIMLIEH3UI0 Ha (DapMaleBTHYECKYIO JesTeIbHOCTh WU
JMILIEH3UI0 Ha MEJULUHCKYIO JEeSATEeIbHOCTh, MEAUIIMHCKUMHU OpPTraHU3alUsIMU, BeTepUHAPHBIMU
OpraHM3alUsIMU U HWHBIMU OpPraHU3aLUsMH, OCYLIECTBIIAIOIIMMH OOpalleHHE JIEKapCTBEHHBIX
cpelcTB. XpaHEHHUE JIEKAPCTBEHHBIX CPENCTB JJI1 BETEPUHAPHOTO ITPUMEHEHHUS OpraHU3alUusIMU
U UHIUBUAYAJIBHBIMU  IpENNpPUHUMATENSIMH B CIy4yasX, €Cld OHH  HCHOJb3YIHOTCS
VCKJIIOYMTENIBHO TIPU Pa3BEIEHUH, BBIPALIUBAHUM, COJAEPKAHUU U JICYCHUN JKUBOTHBIX, MOYKET
OCYILECTBIISATHCS 0€3 MOIY4EHNUs JINLIEH3UN Ha (apMalleBTUYECKYIO AESATEIbHOCTb.

(B pen. ®enepanbroro 3akona ot 22.10.2014 N 313-D3)

2. llpaBuna XpaHEHMs JIEKAPCTBEHHBIX CPEICTB YTBEPXKAAIOTCS COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJIHUTENIBHON BIAacTH.

3. XpaHeHue HapKOTHYECKUX JIEKAPCTBEHHBIX CPEJCTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX
CpeACTB, paauodapMaleBTHYECKUX JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS B COOTBETCTBUU C
3aKO0HO1aTenbCTBOM Pocculickon Penepanuu.

Cratess  58.1. IlpenMeTHO-KOJMYECTBEHHBIN y4YeT JIEKapCTBEHHBIX CPEACTB s
MEIULUHCKOTO IPUMEHEHUS

(BBenena denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb JEKapCTBEHHBIX CPEACTB ISl METUIIMHCKOIO NPUMEHEHHs, MOJUIeKAIIUX
PEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEPIKIACTCS YIIOJTHOMOYSHHBIM (elepaTIbHbBIM OPraHOM
UCTIOJIHUTEJILHOW BJIacTH.

2. Tlopsmok BKIIFOYEHHS JIEKAPCTBEHHBIX CPENCTB JUII MEIUIIMHCKOTO TNPHUMEHEHUS B
nepeveHb JIEKapCTBEHHBIX CPECTB IS MEAUIMHCKOTO MPUMEHEHHUs, MOAIeKAIIUX TPEIMETHO-
KOJIMYECTBEHHOMY Y4Y€Ty, YyCTaHaBIMBACTCS YIIOJTHOMOYCHHBIM (beJiepalbHbIM  OpraHoOM
UCTIOJIHUTENIEHOW BJIACTH IO COTJIACOBAHUIO C (hefiepalibHbIM OpPraHOM UCIIOJHUTENIBHON BIIACTH,
YIIOJITHOMOYEHHBIM B chepe BHYTPEHHUX JCII.

(B pen. denepanbHoro 3akoHa ot 03.07.2016 N 305-D3)
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3. IlpenMeTHO-KOJIMYECTBEHHBIM Y4eT JEKapCTBEHHBIX CPEACTB ISl MEIULUHCKOIO
IPUMEHEHHs BEAYT NMPOU3BOAUTENN JEKAPCTBEHHBIX CPEACTB, OPraHU3alMM ONTOBON TOPrOBIIU
JIEKapCTBEHHBIMU CPEACTBAMM, ANTEUHbIE OpraHU3allMy, UHIUBUAYAIbHbIE NPEAIPUHUMATENH,
UMEIOILME JMLEH3UI0 Ha (papMaleBTUUECKYIO AESITEeIbHOCTh WM JMIEH3UI0 Ha MEIUIMHCKYIO
JeSITeIbHOCTh, U MEAMLIMHCKUE OpraHu3alli, OCYLIECTBISIOMNE OOpalieHne JeKapCTBEHHBIX
CPEACTB JUIsl MEAMLUHCKOrO INPUMEHEHUs, IyTeM PEerucTpaluu JIOObIX CBA3aHHBIX C HX
oOpallleHueM onepauuid, MpU KOTOPBIX HM3MEHSETCS UX KOJIMYECTBO M (WJIHM) COCTOSIHUE, B
CHeLMaNbHbIX )KypHAJIaX ydeTa OIepaluil, CBA3aHHBIX ¢ OOpAlllEeHUEM JIEKAPCTBEHHBIX CPE/ICTB
JUISL MEOULIUHCKOTO IPUMEHEHMSI (JjaJiee - ClielUalbHbIC )KYPHAJIbI).

4. IlpaBuna perucTpanuu Onepanuii, CBA3aHHBIX ¢ 0OpallleHUEM JIEKapCTBEHHBIX CPEJCTB
JUIsL MEIULMHCKOIO TNPUMEHEHMs], BKJIIOYEHHBIX B II€PEUEHb JIEKAPCTBEHHBIX CPEACTB MJIs
MEIUIUHCKOIO  NPUMEHEHUs, MOUIeKAIMX I[PEIMETHO-KOJINYECTBEHHOMY  Yy4eTy, B
CHEIMAJIbHBIX JKYpHAaJaX W IpaBWIa BEACHHUSA U XPaHEHMsI CIELUUAIbHBIX JKypHAJIOB
YTBEPXKJAKOTCsI YIIOJTHOMOYEHHBIM (heZiepalbHbIM OPraHOM MCIIOJIHUTEIBHOM BIAacTH.

5. Kontpons 3a co00jeHreM PpaBuil PEruCTpaliiyl ONepaliii, CBI3aHHBIX C 0OpalieHueM
JIEKapCTBEHHbIX CPEACTB Ul MEIUIMHCKOIO IPUMEHEHMs, BKJIIOUYEHHBIX B IE€pPEUCHb
JIEKapCTBEHHBIX CPEACTB JJIi MEIUUMHCKOTO NPUMEHEHHUS, MOMJIEKAIUX IPEeIMETHO-
KOJINYECTBEHHOMY Y4YeTy, B CIELHUaJbHBIX J>KypHaJlaX, a TakXke 3a COOJIIOJICHHMEM IpaBuUil
BEJICHUS M XPAHEHUS CIEIHMAIbHBIX KyPHAJIOB BO3JIaraeTcsi Ha YIOJHOMOYCHHBIE (eepabHbIe
OpraHbl UCIOJHUTEJILHONW BJIACTH W OpraHbl MCIIOJHUTEIBHOM BIIACTH CyObeKTOB Poccuiickoit
®denepanuy, OCYLIECTBISIONINE JIMLEH3UPOBAHUE IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB,
(bapManieBTUYECKON JesITeIbHOCTH U METULIMHCKOM JeATeIbHOCTH, U OCYLIECTBISETCS B PaMKax
JUIEH3UOHHOTO KOHTPOJIS.

I'nasa 11. YHUUYTOXEHUE JIEKAPCTBEHHBIX CPEJICTB
Cratps 59. OcHOBaHUS U MOPSI0K YHUUTOKEHUS JIEKAPCTBEHHBIX CPEJCTB

1.  HenoOpokauecTBeHHBIE  JIEKApPCTBEHHbIE  CpeACTBa,  (anbCUPHUIMPOBAHHBIC
JIEKapCTBEHHbIE CPEJCTBA MOJIeKAT U3IBATHIO M3 OOpAIleHUs M YHUYTOXKEHHUIO B IOPSJIKE,
ycraHoBieHHOM [IpaBurensctBom Poccuiickoit ®enepannn. OcHOBaHHWEM AJii YHUUYTOKEHUS
JIEKapCTBEHHBIX CPEJCTB SBIIAECTCSA PEUICHHWE BiaJeiblia JEKAapCTBEHHBIX CPEICTB, PELICHUE
COOTBETCTBYIOILIETO YIOJHOMOYEHHOIO (pe/lepalbHOrO OpraHa HCIOJIHUTEIBHON BJIACTH WIIU
peuieHue cya.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KoHntpadakTHble JE€KapCTBEHHbIE CpPEACTBA MOAJEKAT HIBATHIO U3 OOpaleHus |
YHUUYTOXKEHUIO MO peleHuto cyaa. [lopsnok yHUYTOXKEHHS KOHTpa(daKTHBIX JIEKapCTBEHHBIX
cpencts ycranasiubaercs [IpasurensctBom Poccuiickon denepanun.

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxonpl, CBs3aHHBIE C YHUUYTOKEHHEM KOHTpA(aKTHBIX JIEKApCTBEHHBIX CPECTB,
HEJ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (DambCU(UIUPOBAHHBIX JIEKAPCTBEHHBIX
CPENCTB, BO3MELIAIOTCA UX BIIAEIIBLIEM.

4. Bnanenen JEKapCTBEHHBIX CPEACTB JOJDKEH NPEACTABUTh B YIOJIHOMOYECHHBIN
denepanbHBI OpraH MCHOJHUTENBHOM BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTaHOBIIEHHOM
MOPSJIKE €ro KOMHIO, MOATBep kK Aaromre (akT YHUUTOKEHUS JIEKapCTBEHHBIX CPEJICTB.

5. CooTBeTCTBYIOIIUI YIOJTHOMOYEHHBIN (heaepanbHblii OpraH MCHOJIHUTENBHOM BJIACTH,
NPUHSBIIMK penieHre 00 YHHUYTO)KEHUHU JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBIISIET KOHTPOJIb 3a
UX YHUYTO)KEHHUEM.

6. YHHUYTOXXEHHE JIEKAPCTBEHHBIX CPEJICTB IMPOU3BOJIUTCS OpPraHU3ALUAMHU, UMEIOIIUMHU
COOTBETCTBYIOILIYIO JIUIIEH3HIO, HAa CHEIHMaIbHO OOOpPYJOBAHHBIX IUIONIAJIKAX, IMOJUIOHAX U B
CIIeNUAIbHO 00OPYIOBAHHBIX MOMEIIEHUAX C COOJ0/IeHHeM TpeOOoBaHM B OOJACTH OXPaHbBI
OKpYKaroILEeH Cpelibl B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickont denepanuu.
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7. HapkoThueckue JIEKapCTBEHHBIE CPEICTBA, NMCUXOTPOMHBIE JIEKAPCTBEHHBIE CPEICTBA,
pannodapMalleBTUUECKUE JIEKAPCTBEHHBbIE CPEJCTBA YHHUYTOXKAIOTCI B COOTBETCTBUHM C
3akoHo1aresbecTBOM Poccuniickoit denepanmu.

I'maBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATBI /IS MEJUHUHCKOI'O ITIPUMEHEHUWA

Crates 60. ['ocymapcTBeHHOE pErylMpOBaHHME IEH Ha JIEKapCTBEHHbIE Mpenaparbl s
MEUIIMHCKOTO MPUMEHEHHUS

I'ocynapcTBeHHOE PErylIMpOBaHKE LIEH Ha JICKapCTBEHHBIE IIPEnaparsl A MEAULUHCKOTO
IIPUMEHEHHUS OCYILLECTBIIAETCS OCPEACTBOM:

1) yrBepxnenuss IlpaButensctBoM Poccuiickoit ®enepauun nepedHs KU3HEHHO
HEOOXOJUMBIX W BaXXHEHIIMX JIEKApCTBEHHBIX IpENapaToB, KOTOPbIA c(hOpMUpPOBaH B
YCTaHOBJICHHOM UM IIOpPsAJIKE HAa OCHOBE KOMIUIEKCHOM OLIEHKM JICKAPCTBEHHBIX IIpEnaparos,
BKJIIOUAsi aHAllU3 CBEJECHUN O CPaBHUTEIbHOW KIMHUYECKOW 3((PEKTUBHOCTH U 0€30MacHOCTH
JIEKApCTBEHHOI'O CPEJICTBA, OLEHKY 3KOHOMMYECKHUX IOCIEACTBUNA IPUMEHEHMS JIEKAPCTBEHHOIO
CpelCcTBa U U3yYEHHE JTONOJHUTEIbHBIX MTOCIEICTBUI NPUMEHEHUS JIEKAPCTBEHHOT'O CPEJICTBA;
(m. 1 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTBEpKIEHUSI METOJMKH YCTAaHOBJICHUS MPOU3BOAUTEISIMU JICKAPCTBEHHBIX MpPENnapaToB
MPEAEIbHBIX OTIIYCKHBIX LI€H Ha JIEKapCTBEHHBIE IIPENApaThl, BKIIOYEHHBICE B IIE€PEUYEHb
JKU3HEHHO HEOOXOJUMBIX M BAXHEHMINUX JIEKApPCTBEHHBIX MpENaparoB, a TaKKe BHEAPEHUs
MEXaHU3MOB (POPMUPOBAHUS CHCTEMBI pe(h)ePCHTHBIX IICH;

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

3) rocyaapCTBEHHOM PErucTpalvyi YCTAaHOBJICHHBIX MPOWU3BOJUTEISIMHU JIEKaPCTBEHHBIX
MpenapaTroB MNpPeJeabHbIX OTIYCKHBIX II€H Ha JIEKAPCTBEHHbIC IpenapaThl, BKIIOUYEHHBIE B
MepEUYCHb JKU3HEHHO HEOOXOIMMBIX M BRXKHEHUIIINX JICKAPCTBEHHBIX MPENapaToB;

4) BeJeHUs TOCYIAapCTBEHHOTO peecTpa MpeAeIbHBIX OTITYCKHBIX II€H MPOM3BOAMTENCH Ha
JIEKapCTBEHHBIE TIPEeNapaThl, BKIIOUCHHBIC B MIEPEUYCHD KMU3HEHHO HEOOXOIMMBIX M BaXKHEHIIINX
JIEKAPCTBEHHBIX MPEMapaToB;

5) yTBEpKII€HHUSI METOJIMKN YCTAHOBJICHUSI OpTraHaMU WCIIOTHUTEIBHONU BJIACTH CyOBEKTOB
Poccuiickoiit @enepanuu mpeaeIbHBIX Pa3MEpPOB ONTOBBIX HAT0ABOK M MPEIEIbHBIX Pa3MepoB
PO3HMYHBIX HaJ0aBOK K (PaKTHUECKUM OTIMYCKHBIM I[€HAM, YCTAaHOBJICHHBIM MPOU3BOJAUTEIISIMU
JIEKapCTBEHHBIX IIpPENapaToB, Ha JIEKapCTBEHHBIC IIPENApaThbl, BKJIIOUYEHHBIE B II€pEUYECHb
YKU3HEHHO HEOOXOUMBIX U BOXKHEUIIINX JICKAPCTBEHHBIX MPENapaTos;

6) ycTaHOBJIEHHs TPEAETbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M TMPEICIbHBIX pPa3MepOB
PO3HMYHBIX HaJ0aBOK K (PaKTHUECKUM OTIMYCKHBIM I[€HAM, YCTAaHOBJICHHBIM MPOU3BOIUTEIISIMHU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKapCTBEHHBIC IIpPENapaThbl, BKJIIOUYEHHBIE B II€pEUYECHb
YKU3HEHHO HEOOXOUMBIX U BOXKHEUIIINX JICKAPCTBEHHBIX MTPENapaToB;

7) yTBepXACHUS TOpSIKA BbIAAYM MPEANUCAHUN OpraHaM HCHOJHUTENBHOW BIIACTH
cyosekToB Poccuiickoit denepaniii 0 TPHUBEACHUH B COOTBETCTBHE C 3aKOHOJATEIHCTBOM
Poccwuiickoit denepanuu pemieHni 00 yCTaHOBICHUU MTPEIETbHBIX pa3MEpPOB ONMTOBBIX HAT0ABOK
U TpeNeNbHBIX pa3MEpOB PO3HUYHBIX HAN0AaBOK K (PaKTUUECKHM OTIIYCKHBIM II€HAM,
YCTAHOBJICHHBIM  IIPOM3BOJMTEISIMUA  JIEKAPCTBEHHBIX  IIPENApaToOB, Ha JIEKAPCTBEHHBIE
npenaparsbl, BKJIIOUYCHHBIE B TIEPEUYCHD KU3HEHHO HEOOXOIMMBIX U BOKHEUIIINX JIEKAPCTBEHHBIX
IIPEIaparoB, €ClIM OHU MPUHATHI ¢ HAPYLIEHUEM 3aKoHoAaTenbcTBa Poccuiickoint denepanuu, B
nopsiake, ycranopieHHoOM [IpaButensctBoM Poccuiickon @enepanuu;

8) HampaBlieHUs YIIOJTHOMOYEHHBIM (eJepalbHbIM OPraHOM HCIIOTHUTEIBHONW BIIACTH
opraHaM WCIIOJHUTEIBHOM BIacTH CyOBeKTOB Poccuiickoit denepanuu NpeanucaHuii o
MPUBEJACHUN B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickon denepanuu NPUHATHIX C
HapylIeHHeM 3aKkoHojarenbcTBa Poccuiickoii ®enepanuu pemieHU 00 yCTaHOBIIEHUU
MpeeNbHBIX PAa3MEPOB OMTOBBIX HAI0ABOK M MPEAETbHBIX Pa3MEpOB PO3HUYHBIX HAT0ABOK K
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[[EHaM Ha JIEKApCTBEHHBIC IMpemapaThl, BKIIOUYCHHbIC B TMEPEUCHb KMU3HCHHO HEOOXOTUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

9) ocymectBieHus: ¢eaepanbHOr0 TOCYIapCTBEHHOrO0 Haa3opa B cdepe oOparmieHus
JICKaPCTBEHHBIX CPEACTB M PErHOHAIBHOIO IOCYAapCTBEHHOI'O KOHTPOJIS 3a MPUMEHEHHEM LIeH
Ha JICKAPCTBEHHBIC MPENapaThl COOTBETCTBEHHO YIIOJIHOMOUYEHHBIMU (pellepabHBIMH OpraHaMu
WCIIOJTHUTEIIbHOW BJIACTH W OpraHaM{ HCIIOJHUTEIIBHOW BIJIACTH CyOBeKTOB Poccuiickoii
®defepallii  COMIACHO HX KOMIIETCHIIMM B TOPSJIKE, YCTaHOBIEHHOM [IpaBuTenbcTBOM
Poccuiickoit denepanuu;

(1. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) mpumeHeHHus MpeayCMOTPEHHBIX 3aKoHOoaaTrelbcTBOM Poccuiickoit denepanun Mep
OTBETCTBEHHOCTH 3a HapyIIEHUE IMOpsIKa IIEHOOOPa30BaHMS HA KU3HEHHO HEOOXOIUMBbIC U
Ba)KHEHIINE JIEKapCTBEHHBIE MTpenapaThl.

Cratess  61. TocymapcTBeHHass perucTpanys yCTaHABIMBACMbBIX HPOHU3BOAUTEISIMU
JICKAPCTBCHHLIX IPCMapaToB MHNPCACIbHBIX OTIITYCKHBIX HCH Ha JICKAPCTBCHHLIC IIPCIIAPAThI,
BKJIFOUCHHBIE B IIEPEYCHb )KU3HEHHO HEOOXOANMBIX U BaKHEUIINX JIGKAPCTBEHHBIX MTPENapaToB
(B pea. @enepanbHoro 3akoHa ot 08.03.2015 N 34-D3)

1. VYcranaBauBaemble MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IpPENapaToB IpelesbHbIE
OTIIYCKHBIE LIEHbl Ha JIEKapCTBEHHBbIE IIpeNapaThl, BKIIOYCHHBIE B II€PEUEHb >KU3HEHHO
HEOOXOJUMBIX W BaXKHEHMIIMX JIEKApPCTBEHHBIX IIpenapaToB, MOJIEXKAT TOCYJapCTBEHHOMN
pPETUCTPALMU B ITOPAJIKE, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoit @enepanum.

(uactb 1 B pen. denepanpHoro 3akona ot 08.03.2015 N 34-03)

2. Ha ocHOBaHMU MOAAHHOTO 10 | OKTAOpS KaXKAOro roja 3asBICHUS MPOU3BOIUTEIS
JIEKapCTBEHHBIX IPENapaToB, BKIIIOUEHHBIX B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX U BayKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, 3aperUCTPUpOBaHHAas IpeAeibHAs OTIyCKHAas IleHa Ha
JICKapCTBEHHBIN IMperapaT MOXET OBITh MEePEperucTpupoBaHa OJMH pa3 B KaJCHAAPHOM Tolly B
nopsake, ycraHosiaeHHoM IIpasurensctBom Poccuiickont @enepannn.

(uacts 2 B pen. denepanpHoro 3akoHa ot 08.03.2015 N 34-03)

2.1-2.2. Yrpatunu cuny ¢ 1 urons 2015 rona. - @enepanbubiii 3akonH ot 08.03.2015 N 34-
3.

3. Pacder mpenenbHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTsAX | M 2 HacTosAlLIeH CTaThy,
IIPU UX TOCYIapCTBEHHON PErMCTPALlMK WU NIEPEPETUCTPALMN OCYIECTBISAECTCS B COOTBETCTBUU
C MeTOAMKOM, yrBepxkaeHHOHN IIpaBurensctBoM Pocculiickoii denepanuu U y4uTHIBAIOICH, B
YaCTHOCTH:

1) cobmogeHue OanaHca WHTEpECOB TOTpeOHMTENEeH JIEKAPCTBEHHBIX IPENaparos,
BKJIIOUEHHBIX B MEPEUYEHb )KU3HEHHO HEOOXOIMMBIX U BaKHEUIIMX JIEKAPCTBEHHBIX MPENaparTos,
U TPOU3BOAUTENEH JIEKAPCTBEHHBIX IIPENAapaTroB, BKIIOUEHHBIX B IIEPEYEHb JKU3HEHHO
HEOOXOUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX IPENapaToB;

2) daxThueckyl0 OTIYCKHYI ILI€Hy Ha JeKapCTBeHHble npenapaTsl B Poccuiickoii
®denepannn, EHY BBO3a JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro dDepepaiuio, a Takke
IICHbI Ha aHAJIOTWYHbIE JEKapCTBEHHbIE MpenapaThl, HaXoAsIuecs B oopameHun B Poccuiickoit
denepannu;

3) 3aTpaThl MPOU3BOAUTENS JEKAPCTBEHHOTO Iperapara Ha MPOU3BOJCTBO U PEaTH3aLUI0
JIEKapCTBEHHOI'O IIperapara;

4) 1eHy Ha JEKapCTBEHHBIM IpenapaT WHOCTPAHHOTO MPOU3BOJCTBA, €rO IIEHY B CTpaHe
MIPOU3BOJUTENE M B CTpaHaX, B KOTOPBIX IpemapaT 3aperucTpupoBaH U (WJIM) B KOTOpBIE
MIOCTAaBJISAETCS. MHOCTPAHHBIM IIPOU3BOAUTEIIEM.

(uactsb 3 B pen. enepanpHoro 3akoHa ot 08.03.2015 N 34-03)

4. He nomyckaroTcsl peanusanysi U OTIYCK JIEKAPCTBEHHBIX NPENApaTOB, BKJIIOUYEHHBIX B
nepeyeHb KU3HEHHO HEOOXOJMMBIX U Ba)KHEHIIMX JIEKapCTBEHHBIX INpenapaToB, Ha KOTOPbHIE
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IIPENapaToB HE 3aperMCTPUPOBAHA IpElEbHAsl OTIYCKHAs
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[€Ha, pealu3alus U OTIYCK NPOU3BOAUTEISIMU JICKAPCTBEHHBIX IMPENapaTroB IO I[€HaM,
MPEBBIIIAIONIMM 3apETUCTPUPOBAHHBIE TpEJeNIbHbIE OTIYCKHbIE II€Hbl Ha JIEKapCTBEHHbIE
npenaparsl.

(uactb 4 BBenena OenepabHbIM 3akoHOM 0T 08.03.2015 N 34-D3; B pen. denepaibHOTO 3aKOHA
ot 03.07.2016 N 350-03)

5. OcoOGeHHOCTH TOCYJAapCTBEHHOI'O PEryJIUpOBaHUs MpPENeibHBIX OTIYCKHBIX LIEH Ha
JICKapCTBEHHBIE MPENapaThl, BKIIOYCHHBIC B IMEPEUYCHb KU3HEHHO HEOOXOTUMBIX M BKHEHIIINX
JICKapCTBEHHBIX IPENapaToB, B 3aBUCHUMOCTH OT JKOHOMUYECKHMX U (MJIM) COIHAJIbHBIX
KputepueB (M3MEHEHHE YCJIOBUHM, TNOpsJKAa M CTOMMOCTH MPOU3BOJACTBA JIEKAPCTBEHHBIX
[pernapaToB, HCIOJb30BaHUE HOBBIX (OpPM, METOJOB M CIOCOOOB TOCYJapCTBEHHOTO
pPEeryJIupoBaHMs IIEH Ha JICKAPCTBEHHBIC MpEnaparbl, B TOM YHUCJIE Ha OCHOBE MEXaHHM3Ma
pedepeHTHOro 1IeHO00pa30BaHusl, U3MEHEHHUI MOpsiiKa OKa3aHWs MEIMIIMHCKOW MOMOIIH, U
MHbIE U3MEHEHNUs) ycTaHaBnuBatoTcs [IpaBurensctBom Poccuiickoit @enepanuu.

(dactp 5 BBenmeHna deaepanbHbiM 3aKk0HOM OT 08.03.2015 N 34-D3)

Cratps 62. ['ocynapcTBEHHBIN peecTp MpeAeTbHBIX OTHYCKHBIX IIEH MPOU3BOJIUTENICH Ha
JIEKapCTBEHHBIC TIPeNapaThl, BKIIOUYCHHBIC B MIEPEUYCHD KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIINX
JIEKapCTBEHHBIX MPENapaToB

1. 3apeructpupoBaHHbIE TpPEEIbHBIE OTIYCKHBIC IIEHBI Ha JIEKAPCTBEHHBIE Mperaparhl,
BKJTIOYCHHBIC B TIEPEYCHb KU3HEHHO HEOOXOAUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX IPENapaToB,
MOJJIeKAaT BKIIOUEHUIO B TOCYAApCTBEHHBIM peecTp TMpeIeNbHbIX OTIMYCKHBIX  LIEH
IIPOM3BOJUTENIEH Ha JIEKAPCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B IEPEYEHb KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIMX JICKAPCTBEHHBIX MPErapaTos.

2. TocynmapcTBeHHBINI peecTp MpeAeNbHbIX OTIYCKHBIX 1LI€H NPOU3BOAMTENECH Ha
JIEKapCTBEHHBIE MPEnapaThl, BKIIOYEHHbBIE B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIIINX
JICKapPCTBEHHBIX MPENapaToB, COMCPIKUT B ceOE CICAYIONIYI0 HH(DOPMAIIHIO:

1) HauMeHOBaHME Jep)KaTels WM BIAJAETbIAa PETUCTPALMIOHHOTO yIOCTOBEPEHUS
JIEKapCTBEHHOTI'0 Npernapara, HAMMEHOBAHNUE MPOU3BOANUTENS JIEKAPCTBEHHOI'O Mpenapara, MecTo
HaXOXXJCHHUS MPOU3BOJCTBEHHBIX IUIOIIAJIOK, YYacTBYIOIIMX B TIpOLIECCe IPOU3BOICTBA
JIEKapCTBEHHOI'0 IIpernapara, ¢ yKka3aHUeM CTaJuH Mpoliecca Mporu3BO/ICTBA;

(m. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) HaUMEHOBAHHUE JIEKAPCTBEHHOrO Mpernapara (MeXAyHapoAHOE HENaTEeHTOBAHHOE, WIIU
IPYNIHAPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMEp PErucTPaALMOHHOTO YI0CTOBEPEHHs JIEKApCTBEHHOT'O Mpenapara;

4) nexkapcTBeHHass opMa C yKa3aHHEM JO3MPOBKH JIEKAPCTBEHHOIO Mperapara W €ro
KOJINYECTBA BO BTOPUUHON (IOTPEOUTENbCKOM) YIIAKOBKE, a TAKKE KOMIUIEKTHOCTD;

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas NpeiebHas OTIYCKHAas IIeHa B pyOIIsx;

6) mara ¥ HOMEp NIpHKa3a YIMOJIHOMOYEHHOrO (eaepallbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH O TOCYIAapCTBEHHOW PErMCTpaIfy, MepeperucTpaluy MpeaesibHOW OTITYCKHON LeHBl Ha
JICKApCTBEHHBIN TpenapaT, BKIIOYEHHBI B NepeYeHb KU3HEHHO HEOOXOAWMBIX W BaKHEHIITNX
JIeKapCTBEHHBIX MpEnapaToB;

(m. 6 B pen. DeaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7) ITPUXOBOM KOJA, HAHECEHHBIH Ha BTOPHUUHYIO (IIOTPEOUTENBCKYI0) YHAKOBKY
JIEKapCTBEHHOT'0 IIpernapara;

(. 7 BBeneH denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOI IJIeKapCTBEHHOrO0 Iperapara IO aHATOMO-TEpPaNeBTUYECKO-XMMHUECKOMN
KJaccu(uKaum, peKoMeH10BaHHOH BeceMupHoil opranuzanueii 31paBooxpaHeHus..

(. 8 BBeneH PenepasbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)
3. TocymapcTBeHHast perucTpaiusi IpeleNbHbIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBIE
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npenapaThl, BKIIOUYEHHBIE B IEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX
IIPENapaToB, BEICHHE TOCYJNAPCTBEHHOIO  peecTpa  NIPEHENbHBIX  OTIYCKHBIX  IIEH
IIPOU3BOJAUTENIC HA JIEKQpCTBEHHBIE IIpENapaThbl, BKIIOYEHHBIE B IIEPEYCHb IKU3HEHHO
HEOOXOJUMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, OCYILECTBIAIOTCA B IOPSIKE,
ycranoBiieHHOM [IpaBurenscrBom Poccniickoit denepanun.

Cratpst 63. YcTaHOBIIEHHE OpraHaMH HCIIOJHUTEIBHON BIIACTH CyOBeKTOB Poccuiickoii
denepannu MpeaenbHBIX Pa3MEpPOB ONTOBBIX HAAO0ABOK M IMPEACIBHBIX Pa3MEPOB PO3HUYHBIX
Ha0aBOK K  (AaKTUYECKUM  OTIIYCKHBIM LI€HaM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMHU
JIEKapCTBEHHBIX MPETapaToB, Ha JICKAPCTBEHHBIE MIPENapaThl Uil MEUIIMHCKOTO TPUMEHEHUS

1. Opranbsl HCTIOJHUTEIBHON BiIacTH CyObeKTOB Poccuiickoit denepanuu ycTaHaBIMBAIOT
npeenbHble pa3Mepbl ONTOBBIX HAA0ABOK U TpEAETbHBIE pa3Mepbl PO3HUYHBIX HAJ0AaBOK K
(GakTHYECKUM OTIYCKHBIM LI€HaM, YCTaHOBJICHHbIM IPOM3BOJUTEISIMU JIEKAPCTBEHHBIX
IpenapaToB, Ha JIEKAPCTBEHHBIE IIPenapaThl, BKJIOUYEHHBIC B IIEPEUCHDb KU3HEHHO HEOOXOTUMBIX
U BAXHEHIIMX JIEKAPCTBEHHBIX IIPENApPaTOB, B COOTBETCTBUU C YTBEPKACHHON B IOPAJIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickonn  @enepanuy, METOJUMKOW YCTAHOBIICHHUS
OpraHaMH UCIOJIHUTEJIbHOW BiacTH cyObekToB Poccuiickoit denepanyy npeaeiabHbIX pa3MepoB
OTITOBBIX HAJ0ABOK U MPEICITbHBIX pa3MEPOB POZHUYHBIX HAJ0ABOK K (PAKTHYECKUM OTITYCKHBIM
LIEHaM, YCTaHOBJICHHBIM IIPOU3BOIUTENISAMU JIEKAPCTBEHHBIX IPENAapaToB, HA JIEKApCTBEHHBIC
npernapaThl, BKIIOUYEHHBIE B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX U BKHEHIIINX JIEKAPCTBEHHBIX
npenapatoB. [IpoekTsl pelieHuil OpraHoB HCHOJIHMUTENBbHOM BiacTH cyOBekTOB Poccuiickoi
®enepanyu 00 YCTAaHOBICHUH U (WJIM) U3MEHEHUU NPEIENIbHBIX pa3MEPOB ONTOBBIX HaJJ0ABOK U
OpeleNbHbIX  pa3MEpoOB  PO3HUYHBIX HAA0AaBOK K (PaKTHYECKMM OTIYCKHBIM  IIE€HaM,
YCTAaHOBJIEHHBIM  IPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX IpPENaparoB, Ha JIEKAPCTBEHHbIE
npenaparhl, BKIIOUEHHbIE B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX JIEKapCTBEHHBIX
IpenapaToB, IMOAJIEKAT COTJIACOBAHUIO C (elepaJbHbIM OpPraHOM HCIIOJHUTEIBHOW BIIACTH,
YIIOJIHOMOYEHHBIM OCYILECTBJIATh IPAaBOBOE pEryIMpPOBaHUE B cdepe TrocyrapcTBEHHOIO
perynupoBaHusi 1eH (TapudoB) Ha ToBapbl (yCIyru), B TOpSAKE, YCTAaHOBJIEHHOM
IIpaBurenscTBOM Poccutickon denepauum.

(B pen. denepanbHoro 3akona ot 13.07.2015 N 241-D3)

2. OpraHu3anuy ONTOBOM TOProBIM M (WIM) anTE€4YHble OPraHU3ALUHU, WHAWBUIYyaIbHbIE
IpeIpUHUMATEHN, UMEIOLIUE JINLIEH3UIO Ha (papMalieBTHUECKYIO e TEIbHOCTh, OCYIIECTBIISIOT
peau3almio JIEKapCTBEHHBIX MTPENapaToB, BKIIOUEHHBIX B IEPEYEHb KU3HEHHO HEOOXOTUMBIX U
BaXHEHMIIIMX JIEKAPCTBEHHBIX IpEnapaToB, MO IIeHaM, YPOBEHb KOTOPHIX HE MPEBBILIAET CYMMY
(akTHUECKOH OTIYCKHOH 1I€HBI, YCTAaHOBJICHHOM MPON3BOANTENIEM JICKAPCTBEHHBIX MPENapaToB
Y HE MPEBBINIAIONICH 3apErMCTPUPOBAHHOMN NPEACIBHON OTIYCKHOWM LIEHBI, U pa3Mep ONTOBOM
Ha/10aBKU U (MJIM) pa3Mep PO3HUYHOM Ha/l0aBKH, HE MPEBBIILAIOIINE COOTBETCTBEHHO pa3Mmepa
npelenbHOM ONTOBOW HaxbaBku M (WIKM) pa3Mepa NpelIeNbHOM PpO3HUYHOM Hajg0aBKH,
YCTaHOBJIEHHBIX B cyOBbekTe Poccuiickoii Deneparum.

3. Opranbl UCHOJHUTEIHLHON BIAcTH CyOBeKkTOB Poccuiickoit denepanuu pa3MeniaroT B
cetn "HTepHeT" MM ONMyOJMKOBBIBAIOT MH(DOPMAIMIO O 3aperHCTPUPOBAHHON MpeneTbHON
OTIIYCKHOH IIeHe Ha JIEKapCTBEHHBIE Ipenaparbl, BKIOYEHHbIE B IE€pEUYeHb >KU3HEHHO
HEOOXO/JMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX IPENnaparoB, 00 YCTaHOBIEHHBIX B CYOBEKTE
Poccuiickoit denepanuu pasmepe MpeaeabHol onToBoN Hag0aBKu U (MIIK) pa3Mepe mpeaenbHON
PO3HUYHON HaA0aBKW K YCTAHOBJICHHBIM MPOU3BOAUTENISIMH JICKApPCTBEHHBIX IpEnapaToB
(dakTHYEeCKUM OTIIYCKHBIM II€HaM Ha JIeKapCTBEHHbIE IMpenaparbl, BKIIOUYEHHbIE B IEpEUYCHb
KU3HEHHO HEOOXOMMBIX ¥ BaKHEHIITNX JIEKAPCTBEHHBIX MPENapaToB, U 00 yKa3aHHOH B yacTu 2
HacTosAlel crarbu cymMme. MHpopmanus, npeaycMOTpeHHas HACTOSALIEH 4YacThio, JTOJKHA
pa3MelaTtbcsd TaKXKE B aANTEYHbIX OpraHM3alUsaX B JOCTYNHOM [UIsl CBEIEHMS BCEX
3aMHTEPECOBAaHHBIX JINII (hOpMe U OOHOBIIATHCA [0 MEpE €€ ONMyOIMKOBAHMUSL.

4. TlpunsATele ¢ HapylLleHMEM 3akoHojaTenbcTBa Poccuiickoi ®enepanuu peleHUs
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OpPraHOB HCIIOJHUTENBHOW BiacTH cyObekra Poccuiickoit ®enepaunu 00 yYCTaHOBJICHUU
IpEJeNbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M INPENENIbHBIX Pa3MEpOB PO3HUYHBIX HAJ0aBOK K
3apETrUCTPUPOBAHHBIM IPEJECIbHBIM OTIIYCKHBIM II€HAM Ha JICKAPCTBEHHBIC IIpEIaparsl,
BKJIIOYEHHBIE B IIEpEUYEHb KU3HEHHO HEOOXOIMMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX IPenapaTos,
HOJIEKAT OTMEHE B CyI€OHOM HOPSJIKE.

I'maa 13. MOHUTOPHUHI DOPEKTUBHOCTHU U BE3OITACHOCTHA
JIEKAPCTBEHHBIX ITIPEINTAPATOB, HAXOJALMXCSA B OGPAIIEHUA
B POCCUVICKOM ®EJEPAIIUA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 64. ®apmakoHaA30p
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlexapcTBeHHBIE Npenaparhl, HaxoxsduMecs B obpamieHun B Poccuiickoit denepanuu,
MOJIeKAT MOHUTOPHHTY 3(PPEKTHBHOCTH M OE€30MACHOCTH B IENSAX BBIIBICHUS BO3MOXKHBIX
HETaTUBHBIX  IIOCIHEACTBHUA  MX  NPUMEHEHMs, HWHAMBUAYAJIbHOHM  HENEPEHOCHUMOCTH,
NPEIYNPEXICHUS MEIUIMHCKIX PAaOOTHUKOB, BETEPUHAPHBIX CIHEIHUAINCTOB, MAIUCHTOB WU
BJIA/ICTIbLEB )KMBOTHBIX U MX 3alUTHl OT IPUMEHEHUS TaKUX JIEKAPCTBEHHBIX NIPENapaToB.

2. ®apMakoHaI30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (peiepanibHbIM
OpraHOM MHCIIOJIHUTEIbHOW BJIACTU B YCTAaHOBJICHHOM MM IIOpSAIKE IIyTeM aHaiau3a
NPEOCTABIIIEMON CYOBEKTaMH OOpAICHNUs JIEKAPCTBEHHBIX CPEACTB HH(OPMAIHH O TIOOOYHBIX
JNEUCTBUAX,  HEXKCEIATCJIBHBIX  PEAaKUUAX,  CEPbE3HBIX  HEXKEIATEJIbHBIX  PEAKLUAX,
HEeNpPEIBUCHHBIX HEXKEIATEeNbHbIX peakLusiX IpU MPUMEHEHUH JIEKapCTBEHHBIX IIpenapaToB, 00
UH/IMBUYaJIbHOM HENIEPEHOCUMOCTH, OTCYTCTBUU 3()(HEKTUBHOCTH JIEKAPCTBEHHBIX IpEenapaToB,
a Takke 00 MHBIX (haKkTax M 0OCTOATEIBCTBAX, MPEICTABISIONINX YIPO3Y JKU3HU U 3I0POBBIO
4eJI0BeKa JINOO JKMBOTHOTO NMPH NPUMEHEHUHU JIEKapCTBEHHBIX IMPENapaToB M BBIIBICHHBIX Ha
BCEX J3Tamax oOpalleHus JIeKapCTBEHHBIX mpenapatoB B Poccuiickoii Penepanuu U Ipyrux
rocygapcrBax.

3. CyObekTbl 0O0paiieHusi JIEKApCTBEHHBIX CPEACTB B MOPSAJIKE, YCTaHOBJIEHHOM
YIIOJIHOMOYEHHBIM (pe/iepaibHbBIM OpPraHOM HCIIOJHUTEIBHOM BIacTH, 00sf3aHbl COOOIIATh B
YIOJIHOMOYEHHBIA (peiepaibHblii OpraH HMCIHOJHUTEIFHON BIACTH O IMOOOYHBIX JIEUCTBUSX,
HE)KENIATENIbHBIX ~ PEaKLUsAX, CEPbE3HBIX HEKENATEIbHBIX PEAKLUAX, HENPEIBUIECHHBIX
HE)KeJlaTeJIbHbIX PeaKlMAX MPU NPUMEHEHNH JIEKapCTBEHHBIX IIPENapaToB, 00 MHANBHUIYAIbHOM
HEMEepeHOCUMOCTH, OTCYTCTBUU 3P (PEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB, a TaKkKe 00 MHBIX
(dakTax ¥ OOCTOATENbCTBAX, MPEACTABIAIONINX YIPO3Y JKU3HH WJIM 3[0POBBIO YeJoBeKa JIHOO
JKUBOTHOTO IIPM IPUMEHEHUU JIEKapCTBEHHBIX IPENAapaTOB W BBIBICHHBIX HAa BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX MpenapaToB B Poccuiickoit denepanuu 1 Ipyrux rocy1apcrpax.

4. Jlepxatenu wWiIM BIaAENbLbl PETHCTPALMOHHBIX YIOCTOBEPEHMM JIEKAPCTBEHHBIX
IIpEenaparoB, OPUAWYECKHE JIMLA, Ha HMMs KOTOPBIX BBIJAHBl pa3pelICHUs HA IPOBEJACHUE
KJIMHUYECKHX uccienoBanuili B Poccuiickoii deneparuu, 1ub0 yroJIHOMOYEHHBIE UMU JIPyTue
IOpUAMYECKHE JIMIla B paMKax oOecriedeHusi Oe30MacHOCTH JIEKapCTBEHHBIX IpEnapaToB B
HOps/IKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM (hefiepalibHbIM OpraHoOM
MCIIOJTHUTENIbHOM BiacTH, 00s3aHbl OCYIIECTBIIAThH MIPUEM, YUET, 00pabOoTKy, aHAJIU3 U XpaHEHHE
MOCTYMAIONIMX B MX aJpec OT CYOBEKTOB OOpallleHHs JIEKapCTBEHHBIX CpPEACTB U OPraHoOB
TOCYJapCTBEHHON BJIACTH COOOIIEHUN O TMOOOYHBIX JCHCTBUSAX, HEXKEIATCIBbHBIX PEaKIUsIX,
CEPbE3HBIX HEXKENATEIbHBIX M HENPEIBUJECHHBIX HEXKENATEIbHBIX PEAaKLUUAX MPU INPUMEHEHUU
JIEKapCTBEHHBIX  IpenapaToB, 00 OCOOEHHOCTSAX WX B3aUMOJEHCTBUA C  JAPYTUMHU
JIeKapCTBEHHBIMHM TIperapaTaMu, HHIUBUIYyaJIbHONH HEMEPEHOCUMOCTH, a TaKXke 00 MHBIX (haKkTax
1 00CTOSITENILCTBAX, MPEJICTABIISIIOIINX YTPO3Y KU3HU WIH 310POBbIO YEJIOBEKA JTUOO )KUBOTHOTO
WIM BIMAIOIIMX Ha M3MEHEHUE OTHOIIEHUS O0)KMJIAEMOW TMOJb3bl K BO3MOXKHOMY PHCKY
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MIPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB.

5. Ilpu BbIsiBNEeHMHM UHQOPMALIMK O CEpPHE3HBIX HEXKENATENbHbIX pEaKUUIX U
HENPEIBUCHHBIX HEXKENIATeIbHBIX PEaKIUIX IPU MPUMEHEHUH JICKAPCTBEHHBIX MIPEMapaToB, 00
OCOOCHHOCTSIX ~ HMX  B3aUMOJICHCTBUSL C  JOPYI'MMH  JICKapCTBEHHBIMH  Ipenaparamu,
WH/IMBUYaJIbHOM HETIEPEHOCUMOCTH, a TaK’Ke 00 MHBIX (hakTaX M 0OCTOSTEIHCTBAX, BIHSIONINX
Ha M3MEHEHHE OTHOLICHUS OXHJAEMOW TIOJIb3bl K BO3MOXHOMY pPHUCKY NPHUMEHEHUs
JIEKapCTBEHHBIX IIPENapaToB, AEP)KATEIN WM BIIAJENbLBl PETUCTPALIMOHHBIX YIAOCTOBEPEHUN
JIEKAPCTBEHHBIX IPENaparoB, IOPUINYECKHUE JIMLA, HAa UM KOTOPBIX BBbIJaHbl pa3pelIeHUs Ha
MpOBeJCHNE KIMHUYECKUX HMccieaoBanuii B Poccuiickoit @eneparnum, 1100 yIOITHOMOYCHHEIC
UMHU JIpyrue IOpUuYecKkue Juia o0s3aHbl MPUHATH MEphbl, HAIpPaBJICHHbIE HA YCTpaHEHHUE
HETaTUBHBIX IOCJIEICTBUI NMPUMEHEHHS TaKUX JIEKAPCTBEHHBIX MPENApPaTOB, MPEIyNPEKICHUE
NPUYMHEHUS BpeAa JKU3HM WIM 3I0pPOBbIO 4YellOBeKa OO >KUBOTHOIO, 3alllUTy HX OT
OPUMEHEHHUS TaKUX JIEKApCTBEHHBIX IIPENapaTroB, Ha JOMOJHUTENbHBIH cOOp MOaHHBIX 00
s dexTruBHOCTH 1 0€30MACHOCTU TAKUX JIEKAPCTBEHHBIX MIPEMapaToB.

6. 3a HecooOIIeHNE WM COKPBITHE HH(POPMALIUHU, TPEAYCMOTPEHHON YacThio 3 HACTOSIIEH
CTaTbU, JEpXKATeNM WM BIAJEIbLUbl PErUCTPALMOHHBIX YIOCTOBEPEHUHN JIEKApPCTBEHHBIX
[IPENnapaToB, IOPUAMYECKUE JIMIA, HA MM KOTOPHIX BbIIAHbl PA3pELICHHUs] Ha IPOBEJICHUE
KIIMHUYECKNX uccaenoBanuil B Poccuiickoit denepannu, 1100 yrMOIHOMOUYEHHBIE UMH JpyTue
IOPUINYECKUE JIMIA, & TaKXKe JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta MH(OpMAIHs CTaia W3BECTHA
no poay ux mnpodecCHOHATbHOW NESTEILHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBHH C
3aKoHoAarenbCcTBOM Pocculickoit denepanuu.

7. Ilpu nmonay4eHUH YIOJIHOMOYEHHBIM (pe/lepaTbHbIM OPraHOM HCIIOTHHUTEILHON BIACTU B
paMKax  OCYIIECTBJIEHHS UM  (apMakoHaz30pa  JIOKA3aTeNbCTB O  HECOOTBETCTBHUH
JIEKapCTBEHHOT'O MpernapaTa yCTaHOBICHHBIM TPEOOBAaHUSAM WIIH MPU MOTYYSHUH HHPOPMAIUH O
HECOOTBETCTBUH JaHHBIX 00 3PPEKTUBHOCTH M O 0E30MACHOCTH JICKAPCTBCHHOIO Iperapara
JaHHBIM O JIEKQPCTBEHHOM IIperapare, COAep KalluMCsi B MHCTPYKIIMH 1O €ro MPUMEHEHHIO (B
TOM YHCJIC BBISABICHHBIX B XOJI€ OCYIIECTBJICHHUS (hapMaKOHaI30pa KOHTPOJIbHO-HAJA30PHBIMH
OpraHaMH MHOCTPAHHBIX TOCYAPCTB), YIIOTHOMOUYEHHBIHN (eiepaibHbII OpraH UCIIOIHUTETHHON
BJIACTU B YCTAHOBJIEHHOM UM IOPsIJIKE pacCMaTpUBAET BOMPOC O MPUOCTAHOBIIEHUU IPUMEHEHUS
TaKoro JIEKapCTBEHHOT0 Tpernapara.

Cratbs 65. [IpuocTaHoBieHne TPUMEHEHUS JIEKapCTBEHHOTO Mpernapara
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. Ilpu mnonydyeHuum wuHPOpPMAIMM O HEXeNaTeIbHBIX pPEAKUMAX MpH NPUMEHEHUH
JIEKApCTBEHHOI'O IIPenapara, He YKAa3aHHBIX B MHCTPYKUMUHU IO NPUMEHEHHIO JIEKAPCTBEHHOI'O
npernapara, Cepbe3HbIX HEXKEJIaTeNIbHBIX PEaKIUAX, 00 0COOEHHOCTSX €ro B3aUMOACWUCTBUS C
JIPYTUMH JIEKapCTBEHHBIMU IIperapaTaMy, KOTOPbIE MOTYT HPEACTABIATh YIpO3y JKH3HU WIN
3/I0pOBBIO YEJIOBEKA JINOO )KUBOTHOT'O, a TAKXKE O HECOOTBETCTBUU JIaHHBIX 00 3((HEKTUBHOCTH U
0 0e30MacHOCTH JIEKAPCTBEHHOTO Tpernapara JaHHbIM O JIEKApCTBEHHOM IIpemnapare,
COZIEpPKAIIMMCS B UHCTPYKLIUHU I10 €ro IPUMEHEHHIO, B TOM YHCJIE OT YIIOJTHOMOYEHHBIX OPraHOB
MHOCTPAHHBIX TOCYAApCTB, 0OMEH KOTOPOU OCYIIECTBIISETCS B COOTBETCTBUU C COTIALICHUSIMHU
MEXIy  YHOJHOMOYEHHBIM  (efepalbHbIM  OpPraHOM  HUCIHOJHMTENBHOM  BIAacTH U
YIIOJHOMOYEHHBIMH OpraHaMH HWHOCTPAHHBIX TOCYAAapCTB, YIOJIHOMOYEHHBIN (enepanbHblii
OpraH MCIOJIHUTEIBHON BJIACTH PAcCMaTPUBAET BOIPOC O BO3MOYKHOCTH IPUOCTAHOBIICHUS
oOpallleHusl TaKOTo JIEKApCTBEHHOTO IMpenapara B MOPSIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

2. Ilpy HENCHOJHEHNN WJIM HEHAJUIEKAIEM UCIIOJHEHNUN JEPKATEISIMU WM BJaIelIbIIaMH
PErMCTPALlMOHHBIX YIOCTOBEPEHMM JIEKAPCTBEHHBIX IIPENApaToB, IOPUIMYECKUMH JHULAMHU, HA
MM KOTOPBIX BBIJAHBI Pa3pelICHUs HA MPOBEACHUE KIMHUYECKUX HUCCIeN0BaHui B Poccuiickoi
®denepauy, WK YIOJIHOMOYEHHBIMH MMH JIPYTMMHU IOPUAMYECKHMHU JIMIIAMHU OOS3aHHOCTEH,
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YCTAHOBJICHHBIX YacTsMH 3 U 4 ctatbu 64 Hactosmero dexepanbHOro 3aK0HA, MO0 B CIIydasx
IpeCTaBICHUS COOTBETCTBYIOLINM YIIOJIHOMOYEHHBIM (benepanbHbIM OpraHoM
VCIIOJIHUTEJIBHOM BJIACTU 3aKJIIOUYEHUS O HEIOCTOBEPHOCTH PE3YJIbTAaTOB KIMHUYECKOTO
UCCIIEI0BaHMsI JIEKAPCTBEHHOI'O IIpenapara A MEAULUHCKOrO IPUMEHEHHsI, KOTOPOE€ OCHOBaHO
Ha pe3yJibTaTaX IPOBEPKU MEIUILIMHCKON OpraHu3alyy, IPOBOAMBILEH YKa3aHHOE KIMHUYECKOE
UCCIICIOBAaHUE C HapyLICHHEM IIPAaBUJ HaJUleXkalllell KIMHUYECKOH NpakTHKH, U IPUBEIO K
MOJyYCHUIO HEAOCTOBEPHBIX pE3y/lbTaTOB, JHOO B CIy4dae HEBBINOJHEHUS TMPEANUCAHUS,
BBIJJAHHOT'O YIOJHOMOYEHHBIM (e/lepaibHbIM OPraHOM HCIIOJIHUTENbHON BIIACTH 110 MTOTaMm
OCYIIECTBIICHUSI ~ BBIOOPOYHOTO  KOHTPOJS ~ KauecTBa  JICKAPCTBEHHOTO  IIperapaTa,
YIOJIHOMOYEHHBIH (hefepabHblil OpraH UCIOJIHUTEIbHON BIACTH B YCTAHOBJIEHHOM UM MOPSJIKE
paccMaTpuBaET BOIIPOC O MPUOCTAHOBIEHUH IPUMEHEHHUS TaKOT'0 JIEKAPCTBEHHOTO Ipenapara.

Crates 66. HpopMmarms o pe3yibpTarax ¢papMakoHaI30pa
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

YnonHOMOYeHHBIN (enepanbHblii OpraH HCHOJHUTENBHON BIACTH, OCYIIECTBISIOUINI
dapmakoHaa30p, HaXOmAIMMXcS B oOpameHun B Poccuiickoit ®eneparnuu, Mo pe3yiabTaTam
dbapmakoHaa30pa pa3MeInIaeT Ha cBoeM opuUIMaNIbHOM caiite B ceTu "MHTepHeT" nHpopMaIuio o
MMPUHATBIX PCHICHUAX O BHCCCHUU M3MCHCHUA B MHCTPYKIHUIO IO IPUMCHCHUIO JICKAPCTBCHHOT'O
mpemnapaTta, O MPUOCTAHOBIEHWU MPUMEHEHUS JIEKapCTBEHHOrO IMpernapara, 00 H3bATUU U3
oOpallleHusl JIEKapCTBEHHOI'0 Ipernapara Wikl 0 BO30OHOBJIEHUH NPUMEHEHHUS JEKapCTBEHHOTO
npenapara.

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

I'nasa 14. UHOOPMALUSA O IEKAPCTBEHHBIX ITPEITAPATAX
Cratbs 67. Undopmartius o JeKapCTBEHHBIX MperapaTax

1. Hndopmamuss o0 JeKapcTBEHHBIX IIpernapaTax, OTHYCKA€MbIX IO pELEeNTy Ha
JIEKapCTBEHHBIN IpenapaT, AODKHA COIEPkKAThCS TOJIBKO B CHELHUAIM3UPOBAHHBIX W3/IaHUSAX,
NpeIHAa3HAYEHHBIX U1 MEIUIUHCKUX, (apMalleBTUYECKUX, BETEPUHAPHBIX PaOOTHUKOB.
Wudopmanns o JIeKapCTBEHHBIX IpenapaTax M CHEeNHaIMCTOB B O0JIACTH OOpalieHus
JIEKapCTBEHHBIX CPEACTB MOXKET COAepkKaTbcsi B MOHOrpausx, CIPaBOYHHKAX, HAYyUHBIX
CTaThsAX, B IOKJIaJaX Ha KOHrpeccax, KOHPEpeHIHIX, CUMIIO3UyMaX, HayYHbIX COBETaX, a TAaKKe
B MHCTPYKIUSAX 110 IPUMEHEHUIO JIEKapCTBEHHBIX IPEeraparoB.

2. HVudopmanus o JeKapcTBEHHBIX Ipernaparax, OTIyCKaeMbIXx Oe3 perenra Ha
JIEKapCTBEHHBIN IIperapaT, MOXET COJIepKaTbCsi B NyONMKAIUSAX M OOBSIBICHUSX CPE/ICTB
MaccoBOW MH(pOpMAIMH, CHIELUATU3UPOBAHHBIX M OOIIMX MMEYaTHBIX U3AAHUAX, HHCTPYKIUAX TI0
NPUMEHEHHIO JIEKAPCTBEHHBIX IpEenapaToB, WHBIX U3JaHUSAX CYOBEKTOB  OOpalieHHs
JIEKapCTBEHHBIX CPEICTB. PekilaMHble MaTepuanbl O JIEKAPCTBEHHOM IIpernapare, OTIyCKacMOM
0e3 pelenra Ha JIEKAPCTBEHHBIM IMpemapaT, MOOJKHBI COOTBETCTBOBATh MHCTPYKIHMH IO
IIPUMEHEHHUIO JIEKAPCTBEHHOT'O IIpernapara.

3. JlomyckaeTcs HCIOJIb30BaHHE JHOOBIX MaTepHalbHbIX HOCHUTEJEH, MO3BOJISIOMINX
XpaHUTh, MEpeAaBaTh M MCIOJIb30BaTh MH(OpMAIMIO O JIEKapCTBEHHBIX Mpernaparax 0e3 ee
HCKaKEHUS.

I'nasa 14.1. OTPAHUYEHMU S, HAJIAT'AEMBIE
HA OPTAHM3AINU, OCYIIECTBJAIOINUE JEATEJIBHOCTD
1O OBPAIEHUIO JIEKAPCTBEHHBIX CPEJICTB

(BBenena ®denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)
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Cratpst 67.1. OrpaHuyeHusi, Hajaraemple IMPH OCYIIECTBICHUHU JEATEILHOCTH B chepe
oOpaleHNs JTeKapCTBEHHBIX CPEACTB

1. Opranuzanuu, 3aHMMAaroLIMecs pa3pabOTKOW, MPOM3BOJACTBOM M (WIM) peanu3anueit
JICKapCTBEHHBIX MpPENapaToB Uil MEAWLIMHCKOTO MPUMEHEHHs, OpraHu3aluM, 00Jalaronme
paBaMd Ha MHCIOJb30BAHUE TOPIOBOrO HAMMEHOBAHMSA JIEKAPCTBEHHOIO IpenapaTra Ajs
MEAMIMHCKOTO NMPUMEHEHMSI, OpraHU3alii ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CPEJICTBAMU,
anTeyHble OpraHu3aluuu (MX IpeICTaBUTENH, HHbIE (U3MUYECKHEe M IOPUIMYECKHE JIHIA,
OCYILIECTBJISIOIME CBOK JEATENBHOCTb OT MMEHM JTHX OpraHu3aluil) B OTHOILLIEHUU
MEIUIUHCKUX PAa0OTHUKOB U PYKOBOAMUTENEH MEIUIIMHCKIX OPTaHU3alMii He BIIpaBe:

1) Bpyuarp mNOJapkH, BbIIUIAYMBATh JCHEXKHBIE CpeACTBA (32  MCKIIIOUYEHUEM
BO3HArpaKA€HUH 0 10rOBOPAaM MpH MPOBEAECHUHN KIMHUYECKHX HCCIIEA0BAaHUM JI€KAPCTBEHHBIX
[IPENapaToB s MEAUIIMHCKOTO IIPUMEHEHUS, BO3HArPaX/I€HUM, CBA3aHHBIX C OCYLIECTBICHUEM
MEIUIUHCKIUM PaOOTHUKOM I€AAaroruyeckod M (WiIM) HaydHOH AEATeNbHOCTH), B TOM YHCIIE
OIIaYMBaTh Pa3BJICUEHMS], OTABIX, IPOE3/ K MECTY OT/IbIXa, a TAK)XKE IPUBJIEKATh K Y4aCTHUIO B
pa3BIIEKATENbHBIX MEPONIPUITHUSAX, IPOBOJUMBIX 32 CUET CBOUX CPE/CTB;

2) 3aKJI04yaTh COrJIallleHUsl O Ha3HAYEHUU WM PEKOMEHJAINK NallMeHTaM JIEKApCTBEHHBIX
IpenapaToB A MEAULUHCKOrO NPUMEHEHUs (3a HCKIIOUYEHHEM JIOTOBOPOB O IPOBEACHUU
KJIMHUYECKUX MCCIIEJOBAaHUN JI€KAPCTBEHHBIX MIPENApPaTOB JUIsl MEJUILIMHCKOTO IPUMEHEHUS);

3) npenocTaBiATh 00pa3Lbl JEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO MPUMEHEHHS
B LEISIX BpPYYEHHs MalMEHTaM (32 HCKIIOYEHUEM CIIy4aeB, CBSI3aHHBIX C IPOBEJIECHUEM
KJIMHUYECKHUX MCCIIeI0BaHUMN JIEKAPCTBEHHBIX MPENapaToB sl MEAULIMHCKOTO IPUMEHEHHS);

4) mpenoCTaBIIATh HEIOCTOBEPHYIO W (WJIM) HEMOJHYI0 MH(POPMALHIO O JIEKAPCTBEHHBIX
npenaparax A MEIUIMHCKOTO IPUMEHEHMS;

5) mocemarb UX B pabouee BpeMs Ha pabOYMX MeCTaxX, 3a HCKIIOUYEHHUEM CIIy4yaes,
CBSI3aHHBIX C IPOBEACHUEM KIMHUYECKUX MCCIEJOBAHUMN JIEKAPCTBEHHBIX IpenapaTroB Mjs
MEAMIMHCKOTO MPUMEHEHHUs, C Y4YaCTHEM B IMOPSAJIKE, YCTAaHOBJIEHHOM pYKOBOJIUTEIIEM
MEIUIUHCKONW OpraHM3aluy, B COOPaHUAX METUIMHCKUX PAOOTHUKOB M MHBIX MEPONPUATHUSX,
HAIpaBJIEHHBIX Ha IMOBBIIIEHUE WX MNPO(ECCHOHATBLHOTO YPOBHS WM Ha IPEIOCTaBIIEHUE
UHpOpPMAlIUY, CBSI3aHHOM C OCYILECTBIEHHEM MOHMTOpPMHIa O€30MacHOCTH JeKapCTBEHHBIX
[IpenapaTos;

6) mnoOyXaaTh K BBINMCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB s MEAULUHCKOTO
IpPUMEHEHHsS Ha OJlaHKaX, CoJepKalluX HH(OpPMAalMI0O pPEeKIaMHOrO XapakTepa, a TakXke Ha
peLenTypHbIX OJlaHKaX, Ha KOTOPBIX 3apaHee HaleyaTaHO HAaMMEHOBAaHUE JIEKapCTBEHHOIO
npemnapara Jyisi METUIUHCKOTO PUMEHEHUS.

2. Opranuzanuy, yKkazaHHble B a03alle MepBOM 4YacTW | HacTosIIed cTaTbM, U HX
IPEJICTaBUTENIN B OTHOIIEHHWU (hapMalleBTUUECKUX PAOOTHUKOB M PYKOBOJUTENEH amnTEeYHBIX
OpraHu3aluil He BIIpaBe:

1) BpydaTh MNOAApKH, BBIIUIAYMBATH JIEHE)KHBIE CPEJCTBA, B TOM YHCIE OIUIAYUBATh
pa3BIEYEHHUs, OTABIX, IPOE3] K MECTy OTAbIXa, U MPHUBJIEKaTh K y4aCTHIO B Pa3BJIECKATEIbHBIX
MEPONPUITHUSIX, TPOBOJIUMBIX 33 CUET CBOMX CPEJICTB;

2) mpeaoCTaBIATh 00pasIbl IEKaPCTBEHHBIX MPENapaToB JJS MEJUIIMHCKOTO MPUMEHEHHS
JUISL BpYUEHUS HAaCEJIEHUIO;

3) 3aKkiro4aTh COTJIAIICHHS O MPEAJIOKEHUH HACEICHUIO OINpPENIETICHHBIX JIEKapCTBEHHBIX
MIPEnapaToB JUIsi MEJUIIUHCKOTO PUMEHEHHUS;

4) mpenoCTaBlIATh HEIOCTOBEPHYIO U (MJIM) HEMOJHYI0 MH(POPMAIMIO O JIEKAPCTBEHHBIX
mpernaparax s MEAMIMHCKOIO NPUMEHEHHUs, B TOM YHCIE HMEIOIIUX OJUHAKOBOE
MEX1yHapOJHOE HEMATEHTOBAHHOE HAUMEHOBAHHE.

Cratpst 67.2. TpeOoBaHUsl K OpraHU3allMd U MPOBEACHUIO HAYYHBIX MEPOIPHUITUH, HHBIX
MEPONPUITHIA, HANpaBICHHBIX Ha IMOBBIIIEHUE MPO(PECCHOHAIBHOTO YPOBHS MEIULUHCKUX
paOOTHUKOB WJIM Ha TMpenocTaBieHHe HH(OPMAIMK, CBSI3aHHON C  OCYILECTBIEHHUEM



MOHUTOPHHTA 0e30ImacHOCTH JICKApPCTBCHHLIX MPCIIapaToB

1. IIpu mpoBeACHUM HAYYHBIX MEPONPHUSTHI, MHBIX MEPONPHUATHH, HAIMpaBICHHBIX Ha
MOBBILICHHE MPO(ECCHOHATBFHOTO YPOBHS MEIUIIMHCKUX PAOOTHUKOB WM Ha MPEIOCTaBIICHUE
CBSI3aHHOW C OCYIIECTBJICHHMEM MOHHTOPUHIA O€30MacCHOCTH JICKApCTBEHHBIX IIPErapaToB
uH(pOpMallMK, OPraHU3yeMbIX OpraHU3alMUsIMH, YKa3aHHBIMU B ab3alle ImepBOM 4acTh | cTaTbu
67.1 macrosimero denepalbHOTO 3aKOHA, WX MPEICTaBUTEISAMH M (WIM) (QUHAHCUPYEMBIX 3a
CYET CPEJICTB ATUX OPraHU3ALMM U UX MPEACTAaBUTENEH, 3aPEIaeTCs MPENATCTBOBATh YYaCTUIO
B YKa3aHHBIX MEPOIPUITHUSIX HHBIX OpraHU3alUN, KOTOpbIE IPOU3BOAAT WM pPEATU3YIOT
JIEKAPCTBEHHbIE TIpEraparbl Il MEAMIMHCKOTO NPHUMEHEHUS CO CXOXHUM MEXaHU3MOM
(apMaKoIOTHIECKOr0 ACUCTBUS, JTHOO0 CO3/aBaTh AMCKPUMHHALMOHHBIC YCIIOBHS I OIHHUX
YYACTHUKOB I10 CPAaBHEHUIO C APYTMMHU YYAaCTHUKAMH, & UMEHHO:

1) mpenocTaBisATh pa3IMYHOE KOJIMYECTBO BPEMEHM JUISl BBICTYIUIEHMH YYacCTHHUKOB,
pa3juuyHble 1O pa3Mepy 3aHMMaeMoW IUIOMaJAM MecTa JUisl JAEMOHCTpauuud o0pasIoB
JIEKapCTBEHHBIX IPENapaToB Uil MEAUIMHCKOrO MPUMEHEHMSI WM PEKIAMHBIX MaTEpHUaJIOB O
JIEKAPCTBEHHBIX MpernapaTax s MEAULIUHCKOTO NMPUMEHEHMs Ha SKCHO3ULUAX, CTEHIAX, 3a
UCKJIIOUYEHHEM CJIy4aeB, €CIM TaKue YCIIOBUS 3aKpEIUIEHbl B COIVIAILIEHUSAX ATHX OpraHu3alui,
UX MpeAcTaBUTeNeH 0 (PMHAHCUPOBAHUU YKa3aHHBIX MEPONPUATUI U 00YCIOBIICHBI PA3TUYHBIMU
3aTpaTaMH Y4aCTHUKOB Ha UX OpraHU3aLHIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA I YYaCTHHKOB MEpONpPUATUH, yKa3aHHBIX B ab3arle
[IEPBOM HACTOSIILIENH 4YacTH, MPEBBIMIAIOLNIMI CyMMY 3aTpaT Ha OpraHMU3AlMI0 YKa3aHHBIX
MEPONPUATHIA U BEAYIIHII K HEOOOCHOBAaHHOMY OTPaHUYEHHIO YHUCIIA UX YYACTHUKOB.

2. Opranuzanuu, yka3zaHHble B a03are mepBom uactu 1 crateu 67.1 Hacrosmiero
@OenepallbHOTO 3aKOHA, HMX MPEACTABUTENH, OCYIICCTBISAIONIME OpraHu3anvio U (Win)
(¢uHAHCUpOBAaHWE MEpONPHUATHHA, YKa3aHHBIX B dYacTh | HAcTOsIIEH cTaTbH, OO0sM3aHBI
obOecrieunBaTh AOCTYyN K WHGOpPMAalNKMKU O Jare, MECTe M BpPEMEHHU MPOBEIEHUS YKa3aHHBIX
MEPONpPUITUM, IUIaHAX, MPOrpaMMax IPOBEIEHUS YKa3aHHBIX MEPOIPHUATHH UM Temax,
IUIAHUPYEMBIX  JUISI  pacCMOTPEHMS, COCTaBE€ MX YYAaCTHUKOB IIyTEM  pa3MEUICHUS
COOTBETCTBYIOIICH HWH(OpMalMM Ha CBOMX O(HUIMANBHBIX calTax B cetn "HHTepHer" He
MO37HEE JBYX MECSIIEB /10 Hayaua POBEIEHUS YKa3aHHBIX MEPOIPUATHH.

3. udopmanust o npoBeACHUN MEPONIPUATUH, YKa3aHHBIX B 4acTU | HacTosIEeN CTaThH, B
CPOK, YCTAaHOBJICHHBIN YaCThIO 2 HACTOSIIEH CTaThH, IOJKHA OBITH HallpaBlieHa B eepanbHbIN
OpraH UCIHOJHHUTENbHOM BIaCTH, OCYILECTBISIONINN (PYHKIIMK MO KOHTPOJIIO U Ha/A30py B chepe
3/IpaBOOXPAHEHMsI, U TIOCJIEAYIOIIETO pa3MeIleHus ee Ha OPUIIMAIBHOM CcaiiTe 3TOr0 OpraHa B
cet "UHTepuer".

I'maBa 15. OTBETCTBEHHOCTD 3A HAPYIIEHHUE 3AKOHOJATEJIBCTBA
POCCHUHUCKOM ®EJAEPAIIMU ITPU OBPAIIIEHUU JIEKAPCTBEHHBIX CPEJICTB
N BOSMEHIIEHUME BPEJA, TIPUYUHEHHOTI'O 310POBBIO I'PAKIAH
BCJIEACTBHE TIPUMEHEHUSA JIEKAPCTBEHHBIX IIPEITAPATOB

Cratps 68. OTBETCTBEHHOCTb 3a HapylLIeHHME 3aKoHozaTenbcTBa Poccuiickont ®Penepanun
py 0OpaIIeHUH JeKapCTBEHHBIX CPEJICTB

1. Hapymenue 3akoHomatenbctBa Poccuiickoii ®eneparuu mnpu  oOpamieHUH
JICKapCTBEHHBIX  CPEJCTB BIe4eT 3a COOOH OTBETCTBEHHOCTh B  COOTBETCTBHUH C
3aKoHoaTenscTBOM Pocculickon deneparuu.

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

2. 3a HempencraBieHHe HHGopMaUu U (WIKM) JaHHBIX, MPEAYCMOTPEHHBIX HACTOSIIUM
OenepallbHBIM ~ 3aKOHOM,  CYOBEKTHI ~ OOpallleHHs  JIKAPCTBEHHBIX  CPEICTB  HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM Poccuiickoi denepanuu.

(uacTsh 2 BBeneHa DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)
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Cratpa 69. BosmemieHue Bpeaa, NPUUYMHEHHOTO 3J0POBbIO Tpa)KJaH BCIEACTBUE
HpI/IMeHeHI/ISI JIeKapCTBeHHBIX HpGHapaTOB

1. IlpousBoauTENh JEKAPCTBEHHOTO Ipenapara 00si3aH BO3MECTUTh BpEJ, MPUUNHEHHBIH
3JI0POBBIO IPaXKJAaH BCIIEACTBUE MPUMEHEHUS JIEKaPCTBEHHOT'O Tperapara, eclid J0Ka3aHo, 4YTo:

1) nekapcTBEHHBIN MpenapaT MPUMEHSIICS 110 HA3HAYSHHUIO B COOTBETCTBUU C MHCTPYKIHEH
M0 MPUMEHEHUIO JIEKapCTBEHHOT'0 IpernapaTra ¥ MPUYHMHON Bpeaa SIBUWICA BBOJ B IPasKIaHCKUIN
000poT He1OOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO MTPEnapara;

2) Bpel 3/0pOBbIO MIPUUMHEH BCIIEACTBHE HEIOCTOBEPHOU MH(pOpPMAINH, COAepKalIencs B
UHCTPYKLIMU TI0 TPUMEHEHHUIO JIEKapCTBEHHOIO TpemnapaTra, H3AaHHOW MPOU3BOIUTENIEM
JIEKapCTBEHHOT'O Ipernapara.

2. B ciyuae, ecnu Bpeld 3I0pOBBIO TpaKIaH NPUYMHEH BCIEACTBUE IPUMEHEHHS
JIEKapCTBEHHOI'0 IpernapaTa, MPUIIEANIEr0 B HErOJHOCTh B pe3ylbTaTe HapyUICHHs IPaBUII
XpaHEHHS JIEKaPCTBEHHBIX CPENICTB, IPABUJI ONTOBOM TOPrOBIH JIEKAPCTBEHHBIMU ITpeTapaTamMu,
MPaBUJI OTIYCKA JIEKAPCTBEHHBIX MPENapaToB, MPABUII U3TOTOBIECHUS U OTITYCKA JIEKAPCTBEHHBIX
IpenapaToB, BO3MEIICHHE Bpela OCYIIECTBISETCS COOTBETCTBEHHO OPraHW3allMe ONTOBOU
TOPrOBIIM  JIEKAPCTBEHHBIMU  CPEACTBAMHM, AaNTEYHOW OpraHu3alueld, WHIUBUIYaTbHBIM
OpeNpUHIMATEIEM, HMEIOIMMH JIMLIEH3UI0 Ha (apMaleBTHYECKYIO MAESTEIbHOCTh WU
JUIEH3UI0 HA MEAUIIMHCKYIO JIeATEIbHOCTh, MEIUIIMHCKON OpraHu3aluel, HMEIOIIel JTUICH3UI0
Ha (papMaleBTUYECKYIO JAEATEILHOCTh (€€ 000COOJICHHBIM MOJpa3/ieieHneM (aMOylaTopHeid,
denpamepckuM U (EIbAMIEPCKO-aKyIIEPCKUM IMYHKTaMHU, IEHTPOM (OTAelieHueM) oOIiei
BpadeOHOW (CeMEHHOW) MPaKTUKH), PACIOJIOKEHHBIM B CEIBCKOM HACEICHHOM ITyHKTE, B
KOTOPOM OTCYTCTBYET alTeuHash OpraHu3alus), JONYCTUBLIMMH MPOJAXy HIA OTIYCK TaKOTro
JICKapCTBEHHOTO Iperapara.

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

3. Bo3memenue Bpema, MPUYMHEHHOTO 3JI0OPOBBIO TPAXKAAH BCIEACTBHE MPUMEHEHHS
JIEKapCTBEHHBIX TMPENapaToB WM COBEPIICHUS MPOTHUBONPABHBIX JEHCTBUN CyOBEeKTaMu
oOpamieHns JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIETCSI B COOTBETCTBHH C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu.

I'maBa 16. 3AK/IIOYUTEJIBHBIE ITIOJIOXKEHUA

Cratps 70. O npusHaHUM YTPaTHBIIMMU CHJIy OTHEJIBHBIX 3aKOHOJATENBHBIX aKTOB
(monoxeHui 3aKkoHoJaTeNbHBIX akToB) Poccuiickoit ®denepanuu

[Ipu3HaTh yTpaTUBIIUMU CUITY:

1) ®enepanbublif 3akoH oT 22 uroHg 1998 rona N 86-@3 "O nexkapcTBeHHBIX cpencTBax”
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhblii 3akoH OoT 2 stHBapsa 2000 roma N 5-®3 "O BHeceHUU HU3MEHEHHS U
nornonHenuid B @enepanpHblii  3akoH  "O  jexapctBeHHbIX — cpenctBax"  (CoGpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2000, N 2, ct. 126);

3) crateio 40 denepansHoro 3akona ot 10 suBaps 2003 roma N 15-®3 "O BHeceHUH
W3MEHEHUN U JONOJHEHUH B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoint Penepaunu B
CBsi3M C¢ mnpuHATHEM DenepanbHOro 3akoHa "O JIMIIEH3UPOBAHWU OTIEIBHBIX BHJIOB
nesitenbHOCTH" (CoOpanue 3akoHoAaTenscTBa Poccuiickoit @enepanuu, 2003, N 2, ct. 167);

4) crateio 31 ®denepanproro 3akona ot 30 wmrons 2003 roga N 86-d3 "O BHeceHUH
W3MEHEHUN W JONOJIHEHUH B HEKOTOpPBIE 3aKOHOAATENbHbIE akThl Poccuiickoi Penepanuu,
MPU3HAHWH YTPATUBIIMMHU CHIIY OTAEJIBbHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit denepanuu,
MPEAOCTABIEHUN OTJEIbHBIX TApaHTUM COTPYJHHMKAM OPraHOB BHYTPEHHMX JI€J, OPTraHOB IO
KOHTPOJIIO 32 000POTOM HAPKOTHYECKUX CPEACTB M TMCHUXOTPOITHBIX BEUIECTB M YNPa3IHIEMBIX
dbenepanbHBIX OPraHOB HAJIOTOBOM TIONUIIMM B CBA3M C OCYIIECTBICHHEM MeEp IO
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COBEpIIICHCTBOBAHUIO  TOCydapcTBeHHOro  ympaBieHus" (CoOpaHue  3aKOHOIATENhCTBA
Poccuiickoit ®eneparuu, 2003, N 27, cr. 2700);

5) crarpio 101 ®enepanbHoro 3akona ot 22 asrycra 2004 roxa N 122-®3 "O BHeceHun
U3MEHEHUH B 3aKOHOJAaTeNbHble akThl Poccuiickoil ®exepanuu U NpPU3HAHUUA YTPATUBILIUMU
CUJIy HEKOTOPBIX 3aKOHOJATEIbHBIX aKTOB Pocculiickon ®Pexepanvu B CBA3M C IPUHATHEM
®denepanbHbIX 3akOHOB "O BHECEHMH M3MEHEHHWH W nomnosiHeHuid B Denepanbhbplii 3akoH "OO0
00X TPUHIMIAX OPraHU3alUMU 3aKOHOJATEIbHBIX (IIPEICTAaBUTENIbHBIX) U HCIOJHUTEIbHBIX
OpraHOB TOCYJAapCTBEHHOW BiacTu cyoOwbekToB Poccuiickoit ®enepamuun" u "OO0 o0mmx
IPUHLIMIIAX OpPTraHU3allid MECTHOro camoynpaniieHus B Poccuiickoit @enepanun” (Cobpanue
3akoHo1atenbcTBa Poccuiickoit deneparuu, 2004, N 35, cT. 3607);

6) cratbio 28 denepanbHOro 3akona ot 18 mexabdbps 2006 roga N 231-d3 "O BBefcHUU B
JEeHCTBHE 4YacTH dYeTBepTod ['paxkmanckoro komekca Poccuiickoit ®enepamun" (Cobpanwue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

Cratps 71. Berynenue B cuiny Hacrosiniero denepaabHOro 3aKkoHa

1. Hacrosimuit denepanpHblii 3aK0H BeTymaeT B cuity ¢ 1 centsiopst 2010 roaa.

2. JlexapCTBEHHBIE CpEICTBA, 3apETUCTPUPOBAHHBIE [O [JHSA BCTYIUICHMS B CHIY
HacTosAwero ®enepaibHOro 3aKOHA, MOAJIEKAT BKIIOYEHUIO B T'OCYAAPCTBEHHBIE PEECTPbI
JIEKapCTBEHHBIX CPEICTB C BHECEHHEM YKa3aHHbIX B 4YacTu | cratbu 33 HACTOSILETrO
®enepalibHOTO 3aKOHA CBEJCHHUM 00 3THUX JIEKApCTBEHHBIX CPEJICTBAX 0€3 MPOXO0XK/IECHUS BHOBb
IIPOLEAYPBI TOCYIaPCTBEHHOM PErMCTPALy JIEKAPCTBEHHBIX IIPENIapaToB.

3. TocynapctBeHHast perucrpanusi JIEKapCTBEHHBIX IIPENapaToB, 3a HCKIIOYEHUEM
JIEKapCTBEHHBIX IIPENApaTOB Ul MEAULIMHCKOTO IPUMEHEHHS, IPEICTABICHHBIX HA YKa3aHHYIO
perucTpanuio 10 JHs BCTYIUIEHUS B CHIy HacTosuiero deaepanbHOro 3aKOHa, OCYLIECTBIISETCS
B COOTBETCTBUHU € HacTosUM PDenepanabHbIM 3aKOHOM HAa OCHOBAHMM JIOKYMEHTOB U JIaHHBIX,
IIPEJICTaBICHHBIX 10 JHS BCTYIUIEHUS B CUily HacTosero denepaabHOro 3aKoHa.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. T'ocynapcTBeHHass perucrpanusi JEKapCTBEHHBIX MPENnapaToB s METUIUHCKOTO
IIPUMEHEHNUS, NPEACTABIECHHBIX Ha TOCYJapCTBEHHYIO PETMCTPALMIO 0 IHS BCTYIUIEHUS B CHILY
HacTtosamero @enepanbHOr0 3aKOHA, M TOCYJIApPCTBEHHAs pPETUCTpalis JIEKapCTBEHHBIX
IIPEnapaToB AJI1 MEAULUHCKOTO NPUMEHEHM S, IPEACTABICHHBIX Ha YKCIEPTU3Y JIEKAPCTBEHHBIX
CPEICTB 10 JHS BCTYIUIEHHMS B CHIy Hacrosulero @enepanbHOro 3aKkoHa B LEISIX HX
MOCIIEAYIOLIEN rOCYIapCTBEHHOW PErUCTPAlliK, OCYIIECTBISAIOTCA HA OCHOBAHNUU JIOKYMEHTOB U
JAHHBIX, MPEACTABICHHBIX JI0 THS BCTYIUJIEHHUS B cUily Hactosuero denepanbHOro 3akoHa, a
TAaK)K€ 3adBJIEHUS O TOCYJAapCTBEHHOW  PETUCTPALlMM  JIEKaPCTBEHHOI'O  IIpenapara,
IPEJICTABICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENapaToB WM YINOJIHOMOYEHHBIM UM
JUIIOM B COOTBETCTBMM C HAacTOSAIMM DenepalibHBIM  3aKOHOM B YIOJHOMOYEHHBIN
(denepanbHbI OpraH UCHOJHUTENbHOM BiacTH 10 1 mapra 2011 roxa, 6e3 TpeboBaHUs yIIAThI
roCyJapCTBEHHOM MOLIUHBI, IPELYCMOTPEHHON 3aK0oHOAaTenbcTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

(vactp 3.1 B pen. deaepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. IloaTBepKJeHNE TOCYJapCTBEHHOM PETMCTPAallMH JIEKAPCTBEHHBIX IPENapaTroB s
MEAMIMHCKOTO IMPUMEHEHUs, NPEICTaBICHHbIX JUIsI TOATBEPKACHHUS TOCYIapCTBEHHOMN
pEerucTpalyy 10 IHS BCTYIUIEHUS B CUITy HacTosimero deaepanbHOro 3aK0Ha, U MOATBEPKICHNE
rOCY/IapCTBEHHOW pErucTpaliy JIEKapCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO IMPUMEHEHUS,
MPEJICTABICHHBIX Ha JKCIEPTH3y JIEKAPCTBEHHBIX CPEACTB 1O JAHS BCTYIJICHUS B CHIY
HacTosAwero @exepanbHOrO0 3akoHAa B LENAX IOCIEAYIOUIETO  MOATBEPXKACHUA  HX
rOCy/IapCTBEHHOW PpErucTpaluy, OCYIIECTBISIOTCS Ha OCHOBAaHWUU JIOKYMEHTOB U JIAaHHBIX,
IIPEJICTaBICHHBIX O JHS BCTYIUIEHMsI B CHIy Hactosmero denepalbHOTO 3aKOHA, a TaKXKe
3agBJIEHUS O MOJTBEP)KJIEHUU TOCYIapCTBEHHOM PEruCTpalMy JIEKApCTBEHHOIO Ipernapara,
IIPEJICTABICHHOIO IPOU3BOJIUTENIEM JIEKAPCTBEHHBIX IPENApaToB WM YINOJIHOMOYEHHBIM UM
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JUIIOM B COOTBETCTBMM ¢ HacrosumMm @DenepaabHbIM 3aKOHOM B  YIIOJHOMOYEHHBIN
dbenepanbHBI OpraH UCHOJHUTEIbHON BiaacTu a0 1 mapra 2011 roma, 6e3 TpeboBaHUS yIIaThI
roCyJapCTBEHHOM MOLIJIMHBIL, IPEyCMOTPEHHOM 3aKOHOAATENBCTBOM Poccuiickoi Penepaunu o
Hajorax u coopax.

(uactb 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsTHe pemeHusi O BHECEHUU H3MEHEHMH B JIOKYMEHTBI, COJIepXKaliuecs B
PETHCTPAlMOHHOM  JIOCh€ Ha  3aperdCTPUPOBAHHBIM  JIGKAPCTBEHHBIM  mpemapar  ajs
MEIUIMUHCKOrO NPUMEHEHUS W MPEACTABICHHbIE 1O JHS BCTYIUIEHHWS B CHJIY HAaCTOSIETO
®defepanbHOr0 3aKOHA, W TMPUHATHE pPEHIeHUS O BHECEHWHU W3MEHEHUM B JOKYMEHTHI,
coJiepKalleecs: B PEruCTPallMOHHOM J0ChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar
JUTSL METUIIMHCKOTO IPUMEHEHUS U MPEICTABICHHbBIE HA SKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 110
JIHSI BCTYIUIEHHS B cuily Hacrosiero denepaibHOro 3akoHa, OCYIIECTBIISIFOTCS HAa OCHOBAaHUU
JOKYMEHTOB M JaHHBIX, MPEACTaBICHHBIX JI0 JHSA BCTYIUIGHUS B CHJIYy HACTOSIIETO
@denepanbHOrO0 3aKOHA, A TakKKe 3asABJICEHUS O BHECEHMM UW3MEHEHUW B JOKYMEHTHI,
CoJIeprKalliecsl B pErUCTPALMOHHOM JI0ChE€ Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN Npenapar
JUIsi  MEIULMHCKOTO TIPUMEHEHHMs, MPEACTABICHHOIO IPOU3BOAMUTENIEM JIEKAPCTBEHHBIX
MpenapaToB WKW YHIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU C HactosuuM DenepanbHbIM
3aKOHOM B YIOJHOMOYEHHBIN (hefepaibHblid OpraH UCHOJHUTENbHOU BiacTu 10 1 mapra 2011
roga, ©Oe3 TpeOOBaHUS  yIJIaTBl  TOCYJApPCTBEHHOW  TONUIMHBI,  HPEAYCMOTPEHHOU
3akoHoAaTenbCcTBOM Poccuiickoit deaeparnuu o Halorax u coopax.

(uactb 3.3 B pen. enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Belgaua paspelieHuil Ha IMPOBENCHHE KIMHUYECKUX HCCIEAOBAHUM JIEKAPCTBEHHBIX
MpenaparoB sl METUIIMHCKOTO MPUMEHEHHUS 110 3asBJICHUSIM, TTOAAHHBIM 70 AHS BCTYILJICHUS B
cuiy Hactosmero @eaepanbHOro 3aKOHA, a TaKKe IO 3asBJICHUSM, IOJAHHBIM I0CIE JHS
BCTYIUIEHUS B CHIly HacTosiero denepaibHOro 3aK0OHa Ha OCHOBAHUU IKCIEPTHU3, IPOBEIECHHBIX
0 JHS BCTYIUIEHHS B CHIy Hacrtosmero @eaepaabHOrO 3aKOHA, OCYLIECTBISETCS B
COOTBETCTBUU C HacTosmuM DeneparbHbIM 3aKOHOM Ha OCHOBAaHUM JOKYMEHTOB M JaHHBIX,
MPEACTABICHHBIX WJIM TOJYYEHHBIX /10 JIHA BCTYIUIEHMS B CHJIy Hacrtosiero deneparbHOro
3aKOHA, a TaKK€ Ha OCHOBAaHMU KONUHU NPEIBAPUTEIBLHOIO JOrOoBOpa 00s3aTENbHOIO
CTpPaxOBaHMs KU3HU, 370POBbs MAIIMEHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM HCCIEAOBAaHUU
JIEKapCTBEHHOI'0 Ipemnapara J/Uid MEIULMHCKOIO TPUMEHEHMs, WM KOIHU JI0OroBOpa
0053aTeNFHOTO CTPaXOBaHUS J>KU3HH, 3/0POBbS MAIMEHTOB, yYaCTBYIOIIUX B KIMHHUYECKOM
UCCJIEIOBAaHUM  JIGKAPCTBEHHOTO Ipermapara s  MEJUIMHCKOTO NPUMEHEHHUs, JH00
MPEJICTABICHHON KOMUU JOTOBOPa 0053aTEIHHOIO CTPaXOBAHUS, 3aKIIFOUEHHOTO B COOTBETCTBUH
C TUIOBBIMU MpaBUIaMHU 005A3aTEIbHOTO CTPAXOBaHUs, C YKa3aHUEM IpPeeIbHONW YMCIEHHOCTH
MAalMEHTOB, YYacCTBYIOLIMX B KJIMHUYECKOM HCCIEIOBAaHUM JIEKApCTBEHHOrO IpernapaTta s
MEIUIIMHCKOTO TPUMEHEHHs, 0e3 TpeboBaHHWS YIJIAThl TOCYJApPCTBEHHOW  MOIUIMHBI,
MpelyCMOTPEHHOM 3aKkoHO1aTebcTBOM Poccuiickoit denepanuu o Halorax u coopax.

(uactb 3.4 B pen. enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B NHOCTPAHHOM BAJIIOTE /10 AHS BCTYIUIEHUS B CUJTYy HACTOSIETO
@denepallbHOTO 3aKOHA TPEJENIbHbIE OTHYCKHbIE II€Hbl MHOCTPAHHBIX IMPOM3BOAUTENEH Ha
JIEKapCTBEHHBIE MpEnapaThl, BKIIOUYEHHBIE B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX M BKHEHIIINX
JIEKapCTBEHHBIX NpEnaparoB, MOAJEXaT mnepecuery B pyonu mo kypcy LlentpanbHoro Ganka
Poccuiickoit @enepaunu Ha aary, ycraHoBieHHYH0 IIpaBurensctBoM Poccuiickont Penepanuu,
0e3 mpeCTaBIeHU 3asIBICHUS O TIepecyeTe LeHbl C BHECEHHEM COOTBETCTBYIOIIMX U3MEHEHUH B
rOCYJAapCTBEHHBIN pEeecTp MpeAeNIbHBIX OTIYCKHBIX LIEH MPOU3BOAMUTENEH Ha JIEKAPCTBEHHbIE
npenaparsl, BKIIOUYCHHBIC B TIEPEUYCHD KU3HEHHO HEOOXOIMMBIX U BOKHEUIINX JIEKAPCTBEHHBIX
Mpenaparos.

(dactb 3.5 BBeaeHa denepanbabiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbI€ 0 AHS BCTYIIEHUS B CHILy HacToslero denepanbHOro 3aKoHa
MpeeNIbHBIE OTITYCKHBIE IIEHBI POCCHUUCKHX TPOU3BOAMUTENIEH Ha JIEKaPCTBEHHBIE IMpenaparsl,
BKIIIOUEHHBIC B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U BOKHEHIINX JIEKAPCTBEHHBIX MPENaparos,
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nojuiexar uaaekcanuu ¢ 1 Hosops 2010 roga ucxons U3 NPOTHO3UPYEMOTO YPOBHS HH(ISAINH,
yctaHoBieHHoro denepanbHbiM 3aKk0HOM OT 2 aekadps 2009 roga N 308-D3 "O denepanpHOM
oromxete Ha 2010 rox u Ha ruianoBbid niepuoa 2011 u 2012 rogos" na 2011 rog.

(uactp 3.6 BBeaeHa denepanbHbiM 3akoHoM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He momyckaroTcsl IPOU3BOACTBO U BBO3 B Poccuiickyro
®Denepalliio JeKapCTBEHHBIX MIPENapaToB B yIIAaKOBKaX ¢ MapKUPOBKOW, KOTopasi Oblila HAaHEeCEeHa
JI0 JIHA BCTYIUIEHMsI B cuiy Hacrosiuero denepanpbHoro 3akoHa. [lo mcTeueHuu ykazaHHOTO
CpOKa JaHHbIE JICKAPCTBEHHbIE IpenapaTbl MOTYT  OTIYCKaThCS, PEaM30BBIBATHCH,
nepeaaBaThCsl U MPUMEHSATHCS 10 UCTEUCHHS UX CPOKA TOJTHOCTH.

(B pen. Pepepanbubix 3akoHOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nHa BcrymuieHus B cuily Hacrosimero denepanpHoro 3akona u no 30 ampens 2011
roja BKJIIOYUTEIBHO JOIYCKaeTCs MPOBEACHHE OKCIEPTHU3bl JIEKAPCTBEHHBIX CPE/CTB
AKCIIEPTAMU 3KCHEPTHOTO YUPEXKJICHUS A0 TMPOXOXKICHUS MMM aTTeCTallid B TMOPSIJIKE,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

5. Co ans BeTyruieHus B cuity Hactosiero ®enepanbHoro 3akona u no 31 gexabpst 2013
rojila BKIJIFOUUTEIBHO OCYIIECTBISIETCS MEPEeXO0Jl K MPOU3BOACTBY JICKAPCTBEHHBIX CPEACTB B
COOTBETCTBUU C MPABHJIAMH OPTraHU3aAIlMU MIPOU3BOJICTBA U KOHTPOJIS KaueCTBa JICKAPCTBEHHBIX
CPEICTB, YKa3aHHBIMU B yacTu | crtaThu 45 HacTosmero denepaabHOro 3aKoHA, B IMOJHOM
o0beme. Cpoku mepexojia IMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB K HX IPOU3BOJICTBY B
COOTBETCTBUU C KOHKPETHBIMH TPeOOBaHUSAMHU JaHHBIX IMPaBWJI, BKIOYAs CPOKH aTTECTALUU
YIIOJHOMOYEHHBIX JIMI, YKa3aHHBIX B 4acTax 6 um 7 crateu 45 Hacrosimero denepaibHOro
3aKoHa, ycraHaBiuBaroTcs [IpasurensctBom Poccuiickon denepanuu.

6. JIuneH3un Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BbllaHHble 10 1 sHBaps 2014
roja, neucTByroT nocine | suBapsa 2014 roga 10 McTeyeHUs: Cpoka UX ACHCTBUSA IPU yCIOBUU
COOTBETCTBUSl JIMIEH3MAaTa IIpaBWJIaM OpraHM3allud TPOU3BOACTBA M KOHTPOJS KauecTBa
JIEKapCTBEHHBIX CPEJICTB, yKa3aHHBIM B yacTh | crateu 45 HacTosmero denepaabHOro 3aKoHa.

7. @opMHpOBaHME TOCYAApCTBEHHOIO  3a/JlaHus Ha  IPOBEIECHUE  BKCIEPTU3bI
JIEKapCTBEHHBIX CPEICTB (enepalbHOMY TOCYJapCTBEHHOMY OIOKETHOMY YUPEXKIECHHUIO IO
IIPOBEJCHUIO AKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB M (PMHAHCOBOE OOECIEUEHHE BBIOJIHEHUS
ATOr0 3a/JaHMsS OCYIIECTBIIAIOTCS B MOPSAKE, YCTaHOBICHHOM DenepanbHbIM 3aKOHOM OT 12
saBaps 1996 rona N 7-®3 "O HEKOMMEpPUECKUX OpraHu3anusx".

(uacth 7 BBeneHa DenepanbHbiM 3aK0HOM 0T 29.11.2010 N 313-03)

IIpesunent
Poccniickoit ®enepanuun
JAME/IBEJIEB
Mocksa, Kpemub
12 anpens 2010 rona
N 61-03



consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD16FA16AE7BDC88585487A69E825FED1570CAC657AC837WEM9I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD66AA66AE1BDC88585487A69E825FED1570CAC647FCF37WEM8I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD66AA160E0BDC88585487A69E825FED1570CAC647FCD31WEMBI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD169A56AE0BDC88585487A69E825FED1570CAC647FC735WEM9I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD46EA463E0BDC88585487A69E825FED1570CAC647FCF30WEM0I
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345CD169A064E4BDC88585487A69E825FED1570CAF67W7MEI
consultantplus://offline/ref=CF41795BDDDA072BE30FADA43424D0345FD66AA160E0BDC88585487A69E825FED1570CAC647FCD31WEMDI

