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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

12 anpensa 12010 roga N[161-D3

POCCUNCKAS ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB

[TpunsT
I'ocynapctBenno [ymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuun
31 mapta 2010 rona

CIHUCOK U3MEHSIOIUX JOKYMEHTOB
(B pen. ®enepanpubix 3akoHOB 0T 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3, o1 22.10.2014 N 313-D3,
oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3, ot 04.06.2018 N 140-®3)

Maea 1. OBLUME NOJNTOXXEHUA
Cratbsa 1. NpeameT perynupoBaHusi HacTosiwero PegepanbHOro 3akoHa

1. Hacrosmuii ®denepalibHbI 3aKOH PETYJIHPYET OTHOIIEHUS, BOSHUKAIOIINE B CBSA3M C OOpaIlcHUEM -
pa3paboTKOM, MOKIMHHUYECKHMMH HCCIEAOBAHUSAMHU, KIMHUYECKUMHU HCCIENOBAHUSIMHU, OKCIEPTHU30M,
rOCYJJapCTBEHHON perucTpaiueii, co craHgapTh3alued M C KOHTPOJEM KayecTBa, IPOU3BOJICTBOM,
M3TOTOBJICHUEM, XPAaHEHUEM, IEPEBO3KOM, BBO30OM B Poccuiickyro dDenepauuto, BbIBO30M U3 Poccuiickoit
®denepannn, pekiaMon, OTIIYCKOM, peau3aliei, nepenadei, MpuMeHEeHneM, YHUYTOKEHUEM JIEKapCTBEHHBIX
CPEJCTB.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

2. Hactosmmii ®enepaiabHblii 3aKOH YCTaHABIMBAET MPHOPUTET TOCYAAPCTBEHHOTO PETyIUPOBAHMS
0€301acHOCTH, KauecTBa U 3PPEKTUBHOCTH JEKAPCTBEHHBIX CPEICTB IPU HX OOpaIICHUH.
(B pen. ®enepanbHoro 3akona ot 25.06.2012 N 93-d3)

Cratbs 2. Cdhepa npumeHeHns HacTosiwero ®eaepanbLHOro 3akoHa
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

Hacrosmuit ®enepanbHblii 3aKOH TNPUMEHSETCS K OTHOLICHWSM, BO3HHUKAIOIIMM IpU OOpalleHUH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepannu.

Cratbsa 3. 3akoHoAaTeNnbLCTBO 06 O6palleHUn nekapCcTBeHHbIX CPeacTB

1. 3aKOHOI[aTeJ'IBCTBO 00 O6paH_IeHI/II/I JICKAPCTBCHHLIX CPCACTB COCTOUT M3 HACTOAIICTO CDez[epanLHoro
3aKOHa, APYyIrux Q)enepaanLIX 3dKOHOB U MHBIX HOPMATUBHBLIX IIPABOBLIX aKTOB Poccuiickoit (Deﬂepaum/l.

1.1. 3akoHomaTenbcTBO 00 OOpaIIeHUH JEKAPCTBEHHBIX CPEACTB B OTHOIICHUUW IOPUAWYCCKUX UL U
WHJMBUIYATbHBIX MPEANPUHUMATENEH, OCYLIECTBISIOMIUX ACSITEIbHOCTh Ha TEPPUTOPUU MEXKTYHAPOIHOTO
MEUIIMHCKOTO KJIacTepa, MPUMEHSIETCS ¢ yUeTOM 0COOEHHOCTEH, yCTaHOBIEHHBIX DeepanbHbIM 3akoHOM "O
MEXKIyHAPOJHOM MEIUIIMHCKOM KJIacTepe W BHECEHHH H3MEHCHHMHM B OTIC/IbHBIC 3aKOHOJATEIHHBIC AKTHI
Poccuiickoit denepanun’.

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

2. Jle#ictBue Hacrosimero denepadbHOro 3aKOHa PACHpPOCTPAHAETCS Ha OOpallleHHe HapKOTHYECKUX
JIEKapCTBEHHBIX CPEACTB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C YIETOM OCOOEHHOCTEH, yCTaHOBICHHBIX
3akoHoAarenbcTBOM Poccuiickoil denepaniuu 0 HAPKOTUYECKUX CPEACTBAX, IICUXOTPOIMHBIX BELIECTBAX U 00
UX MPEKypcopax.

3. J[edictBue Hacrosimero  @DenepalbHOrO  3aKOHa  pacHpoCTpaHsieTcss Ha  oOpalleHue
pannodapMalleBTUYECKUX  JIGKAPCTBEHHBIX  CPEICTB C  Y4eTOM  OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHOAaTenbCcTBOM Poccuiickoit deaeparinu B 00macT o0ecrieueHus paiualioOHHON 6e30MacHOCTH.

4. Ecnn MexayHapoAHbIM J1oroBopoM Poccuiickoit denepanny yCcTaHOBIIEHBI UHBIE NIPaBUIA, YEM TE,
KOTOpPBIE NPEILyCMOTPEHBI HAacTOAIMM DenepanbHbIM 3aKOHOM, NMPUMEHSIOTCS MPaBHIIAa MEXITYHApOIHOIO
JI0TOBOpA.

5. B Poccuiickoit ®Penepanmd B COOTBETCTBUM C MEXKIYHApOAHBIMU jJoroBopamu Poccuiickoit
®enepanyu 1 (WIM) Ha OCHOBE MPUHIIUIA B3aUMHOCTH MIPU3HAIOTCS PE3yIbTaThl KIMHUYECKUX UCCIIeIOBAHUMN
JIEKAPCTBEHHBIX NPENapaToB IS MEIUIMHCKOrO MPUMEHEHHS, MPOBEICHHBIX 3a MpeAeiaMH TepPUTOPUU
Poccuiickoit denepanuu.

CrtaTbs 4. OCHOBHbIE NMOHATUA, UCNOJIb3yeéMble B HacTosALlEeM CDeAepaanOM 3aKOHe
I[J'ISI 1eaeil HacTOSIIEro q)eﬂepanLHoro 3aKOHa UCIOJIB3YIOTCA CICAYIOINE OCHOBHBIC ITOHATHA:

1) nekapcTBEHHBIE CPEICTBA - BEIIECTBA WIM UX KOMOMHAIMH, BCTYIAIOIINE B KOHTAKT C OPraHU3MOM
YEeJIOBEKa MWJIM JKMBOTHOIO, IPOHUKAIOIIME B OpraHbl, TKaHW OPraHW3Ma 4YeJIOBEKa WIH >KMBOTHOIO,
MpUMEHsieMble JUIsl NMPO(UIAKTUKH, JUArHOCTUKU (3a HCKIIOYEHHEM BELIECTB WIM MX KOMOMHaUuM, He
KOHTaKTUPYIOLIUX C OpraHU3MOM YeJIOBeKa WJIM YKUBOTHOIO), JieueHUs 3a0oyieBaHMs, peabMInTaluu, AJs
COXpaHEHMs, NTPEIOTBPAILEHHs WU [IPEePbIBaHUS OEPEMEHHOCTHU U MOJIyYEHHbIE U3 KPOBH, IJIa3Mbl KPOBH, U3
OpPraHoB, TKaHEW OpraHM3Ma 4YeJOBeKa WM >KMBOTHOIO, PaCTEHUH, MHUHEPAJIOB METOAAMM CHHTE3a WM C
MPUMEHEHHEM OHOJOrMYECKHX TeXHOJIOTuH. K JexapCTBEHHBIM CpeACTBaM OTHOCATCA (papMalleBTUYECKHE
cyOCTaHIIMM U JIEKapCTBEHHBIE NIpENapaThl;

2) ¢dapmaneBTHUecKasi CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOTO WJIM HECKOJIBKUX
oOmanaromux (HapMakoJIOTHIECKOH aKTHBHOCTBIO NIEHCTBYIONIMX BEUIECTB BHE 3aBHCUMOCTH OT TPUPOIBI
IPOUCXOKACHUSI, KOTOPOE MPEeIHA3HAYECHO ISl IPOU3BOJICTBA, M3TOTOBIICHHUS JICKAPCTBEHHBIX MPENapaToB U
ompezaenseT ux 3p(HeKTUBHOCTE;
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(m. 2 B pen. @exaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) BcrmoMoraTeNbHBIE BEIIeCTBAa - BEIIECTBA HEOPTaHWYECKOTO WM OPTraHUYEeCKOro MPOMCXOXKICHUS,
WCIIOJIb3yEMbIE B IPOIIECCE MPOU3BOJICTBA, M3TOTOBIEHUS JICKAPCTBEHHBIX MpPENapaToB I MPHUAAHUS UM
HEOOXOIUMBIX (PU3UKO-XUMUYECKUX CBOMCTB;

4) nexapCTBEHHbIE MTpenapaThl - JEKaPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (OPM, IPUMEHSIEMbIE
JUI NpO(UIIAKTUKY, TUAaTHOCTUKH, JIEYEHUs 3a00J1eBaHus, peabuiIuTauy, 1 COXpaHeHUs, IPeA0TBPALeHUs
WIN TIpepbIBaHUs OEPEMEHHOCTH;

5) nexapcTBeHHass opMma - COCTOSHHE JIGKAPCTBEHHOTO TpernapaTta, COOTBETCTBYIOIIEE CrocobaM ero
BBEJICHUS M PUMEHEHHS B 00eCIIeYnBaloIiee JOCTHKEHINE HEOOX0IUMOTO JiedeOHOTO 3P deKTa;

5.1) no3upoBKa - CoJep)KaHWE OJHOTO WM HECKOJIbKHX JCHCTBYIOUIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPQ)KCHUH Ha €UHMILY JT03BI, WM €AMHUIYY 00beMa, WM €MHUILY MAacChl B COOTBETCTBUU C JIEKAPCTBEHHOU
¢dopmoit OO I HEKOTOPHIX BHJIOB JICKAPCTBEHHBIX (HOPM KOJMYECTBO BBICBOOOXKIAEMOTO U3
JIeKapCTBEHHOM (DOPMBI JEHCTBYIOIIETO BEIECTBA 33 €IMHHILY BPEMEHH;

(m. 5.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) mepeueHb JKU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IPEMapaToB - €XKEroJHO
yrBepxknaemslii IIpaBurensctBoM Poccuiickoir ®enepanuu mnepedeHb JIEKAPCTBEHHBIX IPENapaToB AJIs
MEJUIIMHCKOTO TpPHUMEHEHUs, 00ecreunBarouX MPUOPUTETHbIE MOTPEOHOCTH 3PaBOOXPAHEHUS B LEISIX
NpOQHUIAKTUKY U JIeueHUs 3a00JeBaHUN, B TOM 4YHcie NpeolnajarolliuX B CTPYKType 3a00JeBacMOCTH B
Poccuiickoit denepanuu;

6.1) opdanHBle JEKAPCTBEHHBIE IMpenaparhl - JIEKApCTBEHHbIE IpemnapaThl, MpeJAHa3HAYeHHBIE
HCKJIIOYUTENIBHO JJIs1 JUarHOCTUKY WM NTaTOr€HETUYECKOIo JIEUEeHUs (JIeUeHus], HalpaBJIEHHOIO0 Ha MEXaHU3M
pa3BuTHs 3a00eBaHus) peaknx (opdaHHBIX) 3a00I€BaHNH;

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

6.2) GMoOJOTUYECKHE JICKAPCTBEHHBIC TIPEIapaThl - JICKAPCTBEHHBIC MPEapaThl, ICHCTBYIOIIEE BEIIECTBO
KOTOPBIX TMPOU3BEACHO WU BBIACIEHO W3 OHMOJOTHMYECKOr0 HMCTOYHHMKA W JUISl OMNpEJENICHUsS CBOWCTB U
KauecTBa KOTOPHIX HeoOXoauma KOMOWHAIUS OWONOTUYECKUX U (U3UKO-XMMHYECKUX MeTonoB. K
OMOJIOTMYECKHM  JICKAPCTBEHHBIM  IpemnaparaM  OTHOCSITCS HWMMYHOOHOJOTHYECKHE JICKapCTBCHHBIE
npenaparsl, JeKapCTBEHHBIE MperapaThl, MOJyUYeHHbIE U3 KPOBH, IUJIa3Mbl KPOBH YEJIOBEKA U JKMBOTHBIX (32
WCKJIFOYCHUEM IIEIPHOM KPOBH), OMOTEXHOJOTHYECKHE JICKAPCTBEHHBIEC MpENaparhl, TEHOTEPANEeBTUUCCKHE
JIEKapCTBEHHBIE TIPETapaThl;

(m. 6.2 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

7) IMMYHOOHOJIOTUYECKHE JIEKapCTBEHHBIE MTPENapathl - JIEKAPCTBEHHBIE NIpenapaThl, MpeHa3HaYeHHbIE
Ui OPMHUPOBAHUS AKTUBHOTO WJIM IMTACCUBHOTO MMMYHHTETA JIMOO AUArHOCTUKH HATUYWS MMMYHHUTETa WA
JMAaTHOCTHKH  CHEeNU(UIECKOTO  NpUOOPETEeHHOTO  WM3MEHEHHWs  HMMMYHOJIOTMYECKOro  OTBETa  Ha
aJIepru3upyonme Benecrtsa. K ”MMyHOOHOJIOTHUYECKUM JICKAPCTBEHHBIM ITpeTriapaTtaM OTHOCSTCS BaKIIUHBI,
AHATOKCHHBI, TOKCHHBI, CBIBOPOTKH, UMMYHOTJIO0YJIMHBI U aJUIEPTeHBL;
(m. 7 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7.1) OUOTEXHONOTHYECKHE JIEKAPCTBEHHBbIE MpenapaThl - JEKapCTBEHHbIE IpPEnaparhl, MPOU3BOJCTBO
KOTOPBIX OCYIIECTBIIIETCA C MCIIOJIb30BAaHHMEM OHMOTEXHOJIOTMYECKUX IPOLIECCOB U METOAOB (B TOM 4YHCIIE
JIHK-pekoMOMHAHTHON TEXHOJIOTUH, TEXHOJOTUU KOHTPOJIUPYEMOHl SKCIPECCHH TE€HOB, KOIUPYIOLINX
OMOJIOTMYECKH aKTHBHbIE O€JKM B TNPOKApHOTaX M JyKapHOTaX, BKIIOYas W3MEHEHHbIE KJIETKU
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MIICKOTTUTAIOUINX ), THOPUIOMHOTO METO/Ia M METO/Ia MOHOKJIOHAIBHBIX aHTHUTEI;
(m. 7.1 BBeneH ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2)  reHOTepaneBTHUYECKUE  JIEKAPCTBEHHBbIE  Mpemaparbl -  JIGKQPCTBEHHBbIE  IIpemnapartsl,
(hapmareBTHUECKAsT CYyOCTAHIINS KOTOPBIX SBIISETCS PEKOMOWHAHTHOW HYKJICMHOBON KHUCIOTOM WIIM BKJIFOYAET
B ce0f pEeKOMOWHAHTHYIO HYKJIEHHOBYIO KHCJIOTY, TIO3BOJISIFOIIYIO OCYIIECTBISTh PETYIHUPOBAHHE,
penaparuio, 3aMeHy, 100aBJICHUE WU yIaJIeHUEe TCHETHUYECKOM IOCIIeI0BATEIbHOCTH;

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

8) HapKOTHUYECKHE JIEKapCTBEHHBIE CPEACTBAa - JIEKAPCTBEHHBbIC Mpenaparbl U (apMmareBTHUECKHE
cyOcTaHIIMM, COAEpIKAIIME HAPKOTUUYECKHE CPEACTBA M BKIIOUEHHBbIE B [lepeueHb HApKOTUYECKUX CPEICTB,
MCUXOTPONHBIX BEIIECTB W HUX MPEKYpCOPOB, MOIEKAIIMX KOHTpoio B Poccuiickon ®Penepauuu, B
COOTBETCTBUM € 3aKOHOJATENBCTBOM Poccuiickoit @enepannn, MeXIyHapOIHBIMU JOroBOpaMHu Poccuiickon
®denepanuu, B TOM uKcie EnMHON KOHBEHIIMEH 0 HApKOTHYECKUX cpeacTBax 1961 roxa;

9) mncuXOTpOMHBIE IEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE Mpenapathl U (apMaleBTUYECKUE
cyOCTaHINH, COJEpKaIlie MCUXOTPOIHBIE BEIIeCTBAa M BKIIOUEHHBbIC B [lepeueHb HApKOTUYECKUX CPEICTB,
IICUXOTPONHBIX BELIECTB M HUX IMPEKYpCOPOB, MOIEKAIIMX KOHTpoito B Poccuiickon Penepauuu, B
COOTBETCTBUM € 3aKOHOAATENbCTBOM Poccuiickont Penepannn, MeXIyHapOIHBIMU JOroBopaMu Poccuiickon
®enepanun, B TOM urciie KoHBeHIMen 0 mcuXoTponHbIX BemiectBax 1971 rona;

10) pagnodapmarieBTHIECKHE JCKApCTBEHHBIE CPEIICTBA - JICKAPCTBEHHBIC CPEJICTBA, KOTOPBIE COJIEPKAT
B TOTOBOM JUIS MCTIOJIb30BaHUsI (hOpME OJTMH PATUOHYKIIU HUIIM HECKOJIBKO PATUOHYKIIUIOB (PaliOaKTUBHBIX
H30TOIIOB);

11) pedepeHTHBIN JEKapCTBEHHBIH TMpemapar - JIEKapCTBEHHBIH Npenapar, KOTOPBI BIEpBbIC
3apeructpupoBaH B Poccuiickoit denepanuu, kadecTBo, 3P(HEKTUBHOCTL M 0€30MIaCHOCTH KOTOPOTO J0Ka3aHbI
Ha OCHOBaHWHM pE3yJbTaTOB JOKIMHUYECKHX HWCCICOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHHYECKUX
UCCJIEJIOBAaHUM JIEKApPCTBEHHBIX MpENaparoB, MPOBEIEHHBIX B COOTBETCTBUU C TpeOoBaHMSIMH dacTeld 6 u 7
ctatbil 18 Hacrosimero denepanbHOrO 3aKOHA B OTHOIICHHH JIEKAPCTBEHHBIX CPEACTB JUISI METUIIMHCKOTO
MpUMEHEeHHUs 100 B COOTBETCTBUM C TpeboBaHWsAMHU cTaTbu 12 Hactosimero denepaabHOro 3akoHA B
OTHOIICHUM JIGKAPCTBEHHBIX CPEJICTB JUISI BETEPUHAPHOTO MPUMEHEHHS, M KOTOPBIA HCIONB3yeTCs s
OLIEHKM OMOSKBHUBAJCHTHOCTH WM TEPANeBTUYECKONH HSKBHUBAJCHTHOCTH, KadecTBa, AS(P(PEKTUBHOCTH U
0€30MacCHOCTH BOCTIPOM3BEACHHOTO HJIM OMOaHAIOroBOro (0MOMo1I00HOT0) JIEKapCTBEHHOTO Mpernapara;

(B pen. DeaepanbHbiX 3ak0HOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

12) Bocmpou3BeIeHHBIH JIEKapCTBEHHBIN Mpemapar - JIEKapCTBEHHBIHN Mperapar, KOTOPhIii UMEeT TaKou
K€ KA4eCTBEHHBIM COCTaB M KOJIWYECTBEHHBIH COCTaB JCHUCTBYIOIIMX BEIIECTB B TaKOW e JIEKapCTBEHHOU
¢dbopme, 4T0 U pedepeHTHBIH JIEKAPCTBEHHBIA MpermapaT, U OMO’KBUBAJIECHTHOCTh WM TepaneBTHYCCKAs
9KBHBAJICHTHOCTH KOTOPOTO pe)epeHTHOMY JIEKAPCTBEHHOMY IperapaTy MOATBEPKICHA COOTBETCTBYIOIIUMU
HCCIICIOBAaHUSIMU;
(m. 12 B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

12.1)  TepameBTHMuYECKass  SKBUBAJEHTHOCTb -  JOCTH)KEHHE  KIMHUYECKH  COIOCTAaBUMOTO
TepaneBTHYECKOro AP QeKTa Npu NMPUMEHEHUH JIEKApCTBEHHBIX MpenapaToB IS MEAULIMHCKOTO IPUMEHEHHUS
JUISL OTHOW M TOM e IPyMIbl OOJIBHBIX MO OJTHUM U TeM XKe MOKa3aHUsIM K IPUMEHEHHIO;

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

12.2) OuoananoroBblii (0MOMOAOOHBIN) JEKapCTBEHHBIM mpemnapar (O6uoaHanor) - OHOJOTHYECKUit

KoHcynbTanTlNKoC

Ha;eHas NpaBoBas noaaepKKka www.consultant.ru Crpanuua 4 13 116



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
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JeKapCTBEHHBbIM TMpemapar, CXOXHH IO MapaMeTpaM KadecTBa, 3(dekTuBHOCTH U 0€30HacHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM IIPENapaToM B TaKOH ke JIEKapCTBEHHOHN (opMe U UMEIOIIHT
UJEHTUYHBINA CIIOCOO BBEACHUS;

(m. 12.2 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12.3) B3auMoO3aMeHSAEMbIl JIeKapCTBEHHBIM MperapaTr - JIEKapCTBEHHBIM MpemapaT ¢ JI0Ka3aHHOM
TEpaleBTUYECKOW  SKBHUBAJEHTHOCTBIO WM  OMOIKBHUBAJIEHTHOCTBIO B  OTHOIIEHUH pedepeHTHOro
JIEKapCTBEHHOI'0 Ipernapara, MMEIOIIWN SKBHUBAJEHTHBIE €MY KAadeCTBEHHBI COCTaB M KOJIMYECTBEHHBIN
COCTaB JCMCTBYIOIIMX BEIIECTB, COCTAaB BCIIOMOTATENbHBIX BEILIECTB, JIEKAPCTBEHHYIO (GOpMYy M CIOCOO
BBCJICHUS;

(m. 12.3 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

13) nexapCTBEHHOE pACTUTEIBHOE CHIPhE - CBEKME WM BBICYIICHHBIC pacTeHUs JHOO WX 4YacTH,
UCIIONIb3yEMbIe ISl  MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB OpraHU3alUsMU - TMPOU3BOAUTEISIMU
JICKApPCTBEHHBIX CPEICTB WM M3TOTOBIIEHHUS JIEKAPCTBEHHBIX MPENApaTOB aNTEYHBIMU OPraHU3alUIMU,
BETEPUHAPHBIMM aNTEYHBIMU OpPraHU3ALMSIMHU, HWHIUBUIYAIbHBIMU NPEANPUHUMATEISAMUA, HMEIOUUMU
JMLIEH3UIO Ha (papMaleBTUUECKYIO 1S TebHOCTD;

14) nexapCTBEHHBIH pACTUTENBHBIM IpenapaT - JEKapCTBEHHBIM IpemnapaT, MPOU3BEACHHBIN WU
W3TOTOBJIEHHBIM W3 OJHOTO BHAA JIEKAPCTBEHHOI'O PACTUTENBHOTO CHIPbS WJIM HECKOJBKHX BHJIOB TaKOI'O
CBIPbsSI U pean3yeMblii B pac(pacOBaHHOM BHJI€ BO BTOPUUYHOM (IIOTPEOUTENIBCKOI) yIIaKOBKE;

15) romeonaTuuyeckuil JeKapCTBEHHBIM NpenapaT - JIEKapCTBEHHBIN Ipenapar, NMPOU3BEICHHBIN WiIn
M3TOTOBJICHHBIN U3 (hapMaleBTHUECKOW CyOCTaHIIMKM WK (apMaleBTHYECKUX CYOCTaHIMI B COOTBETCTBUH C
TpeboBaHUSAMH OOMMX (hapMaKONEHHBIX CTaTe K rOMEONMAaTHYECKUM JICKapCTBEHHBIM IIpernaparaM WiH B
COOTBETCTBUM C TPeOOBAaHUAMU (papMaKoIlen CTPaHbI IPOU3BOIUTEIIS TAKOTO JIEKAPCTBEHHOTO Npenapara;

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

16) MexayHapoIHOE HENAaTEeHTOBAHHOE HAMMEHOBAaHUE JIEKAPCTBEHHOI'O CpEACTBA - HAaUMEHOBaHME
JIeMCTBYIOIEro BellecTBa (apMalleBTUYECKOM CyOCTaHLMM, peKOMEeHI0BaHHOe BcemupHoN opraHuzaruen
3/1paBOOXPAHEHUS;

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

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

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

17.1) rpynnmupoBOYHOE HAUMEHOBAHHE JICKAPCTBEHHOTO Mperapara - HauMEHOBaHUE JIEKApCTBEHHOTO
mpemapata, HE MMEIOIIEr0 MEXIYHApPOJHOTO HEMAaTEHTOBAHHOTO HAWMEHOBAHMS, WM KOMOWHAIIUU
JICKapCTBEHHBIX TIPENaparoB, HCIOJIb3yeMOEe B MEIIX OOBCIWHEHUS WX B TPYIINy TOJ CIUHBIM
HaUMEHOBAHHMEM HCXOJIS M3 OJJMHAKOBOTO COCTaBa JICHCTBYIOIINX BEIICCTB;

(n. 17.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmas ¢QapmakoneiiHas cTaThsi - JOKYMEHT, YTBEp)KICHHBIM YIOJTHOMOUYEHHBIM (eaepabHbIM
OpPraHOM HCIIOJIHUTENILHOW BJACTH M COJEpXKalllMil NepeyeHb IoKa3aTelel kadecTBa M (WJIM) METOJIOB
KOHTPOJISI Ka4eCTBa KOHKPETHOH JIEKapCTBEHHON (POPMBI, JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS, ONMUCAHUS
OMOJIOTHYECKHUX, OMOXUMHUECKUX, MUKPOOHOIOTHYECKHX, (PU3NKO-XUMHUIECKUX, (PU3UMUECKIX, XUMUIECKUX U
JIPYrUX METOJOB aHaiu3a JIEKApCTBEHHOI'O CPEJCTBA, a TakKe TpeOOBaHMSA K HCIOIB3YEMBIM B HENSIX
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MPOBEJCHHS TaHHOTO aHaJN3a peaKTUBaM, TUTPOBAHHBIM PacTBOPaM, HHIMKATOPAM;
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

19) dapmakomneiiHas cTaThs - JTOKYMEHT, YTBEPKICHHBIA YIMOJHOMOYCHHBIM (heepanbHbIM OpPraHOM
WCTIOJTHUTEIIGHON BJIACTH W COJICpIKAIIMK TepeueHb TOoKa3aTelield KadyecTBa M METOJOB KOHTPOJISI KadecTBa
JIEKapCTBEHHOTO CPEJICTBA,

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

19.1) cranmaptHble 00paslbl - BEIIECTBA, MOCPEICTBOM CPaBHEHHUS C KOTOPBIMU OCYIIECTBISETCS
KOHTPOJb KadyeCcTBa HCCIEIyeMbIX JIEKAPCTBEHHBIX CPEACTB C TOMOIIBI0  (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKHX METOJIOB B IEJSIX MOATBEPXKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMaTUBHOM JOKYMEHTAIIMH, YCTAHOBJIEHHBIM TIPH OCYIIECTBICHUH TOCYJAApPCTBEHHOW PErHUCTpallvH, U
KOTOpPBIC TPUMEHSIOTCS IS KaTMOPOBKH CTaHAAPTHBIX 00pa3lloB MPOU3BOJAMTENS JICKAPCTBEHHBIX CPEJICTB,
WCITOJIB3YEMBIX JJISI KOHTPOJISI KAYECTBA M MHBIX I1EJICH MpH 00pallieHuy JIeKapCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) ¢dapmaxoneiiHblii craHmapTHBI o0pa3ell - CTaHIApTHBIA oOpasel, MPOU3BEICHHBIN B
COOTBETCTBUH C (hapMaKONEHHON CTaTheH;
(m. 19.2 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20) HOpMaTHBHAsI TOKyMEHTalLUs - IOKyMEHT, COJIEpKallil epedeHb ONnpeesieMbIX M0 pe3ysibTaTaM
COOTBETCTBYIOIIIUX JKCIEPTHU3 IIOKA3aTeJIed KadecTBa JIEKAPCTBEHHOI'O CpEACTBA I  MEIULUHCKOrO
IIPUMEHEHUS, METO0B KOHTPOJIS €r0 KaYECTBA U YCTAHOBIIEHHBIN €TI0 IIPOU3BOAUTEIIEM;

21) HOpMaTHBHBIM JOKYMEHT - JIOKYMEHT, COJCpXallluil MepeyeHb ONpeAesieMbIX MO pe3ysbTaTam
COOTBETCTBYIOILIMX SKCIIEPTU3 IIOKA3aTeeil KauecTBa U (MIM) METOJOB KOHTPOJISI KayecTBa JIEKapCTBEHHOMN
¢dbopmbl, omucaHus OHOJOTHYECKUX, OMOXUMHYECKUX, MHUKPOOMOIOTHYECKHX, (UIUKO-XUMHUYECKHX,
(bu3NYeCKnX, XUMHUYECKMX U JPYTrUX METOJIOB aHallu3a JIEKapCTBEHHBIX CPEACTB Ui BETEPHUHAPHOTO
IPUMEHEHHUs, TpeOOBaHMs K MCIOJb3YEeMbIM B IEIAX MPOBEACHUS JAHHOIO aHaJlInW3a peaKkTHBaM,
TUTPOBAaHHBIM PacTBOpaM, MHAUKATOPaM M YCTaHOBJIEHHBIN €r0 IPOU3BOAUTEIEM;

21.1) oOummii TEeXHUYECKH [OKyMEHT - KOMIUIEKT JIOKyMEHTOB W MAaTepUajoB, COCTOSIIMA W3
HECKOJIBKUX PA3/IeIOB - JIOKYMEHTAIUU aJIMUHACTPATUBHOTO XapaKTepa, XUMUIECKOU, (hapMaIleBTUYECKON 1
OMOJIOTMYECKON JOKYMEHTAIuH, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHYECKON JTOKYMEHTAIUH, KIMHHYECKON
JOKYMEHTAIlM! W TPEJCTABISEMbId OJHOBPEMEHHO C 3asBICHHEM O TOCYAAPCTBEHHOW PETUCTPALAN
JICKapCTBEHHOT'O Mpenapara Jyisi MEAUIIMHCKOro IPUMEHEHHUs B (hopMare, YCTAHOBJICHHOM YITOJIHOMOYCHHBIM
(benepabHBIM OPraHOM HCIIOJIHUTEILHOW BIIACTH,

(m. 21.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKApPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpPEICTBA TPEeOOBaHHIM
(dapMakoneiiHoi cTtaThbl MO0 B CIy4ae €€ OTCYTCTBUS HOPMATHBHOW JTOKYMEHTAIMW WJIA HOPMATHBHOTO
JIOKyMEHTA;

23) 0€30I1aCHOCTD JICKAPCTBCHHOI'O CPEACTBA - XapaKTCPUCTHKA JICKAPCTBEHHOT'O CPEACTBA, OCHOBAHHAA
Ha CPAaBHUTCIIbHOM aHAJIN3EC €TI0 SQ)CI)CKTI/IBHOCTI/I 1 pUCKa MPpUYNHCHHUA BpEaa 3J0POBbLO,

24) 3¢ peKTUBHOCTH JIEKAPCTBEHHOTO TMperapaTa - XapaKTepUCTHKA CTENEHU MOJIOKUTEITFHOTO BIUSHUS
JIEKapCTBEHHOTO TIIpernapara Ha TEYeHHe, MPOJOJDKHTEIBHOCTh 3a00JeBaHMS WJINM €ro IpeaoTBpalleHHe,
peadbunuTanmio, Ha COXpaHeHHe, IPeJOTBPAICHUE WIH IIpepbIBaHNe OEPEMEHHOCTH;
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25) cepus JICKAPpCTBECHHOI'O0 CPEACTBA - KOJHUYCCTBO JICKAPCTBCHHOI'O CpPCEACTBA, IPOU3BCACHHOC B
PE3YIBbTATC OAHOTO TCXHOJOTHYCCKOI'0 IHUKJIIa €TI0 MPOU3BOANUTCIICM,

26) perucTpaMoHHOE Y0CTOBEPEHUE JICKAPCTBEHHOTO Mpernapara - T0KyMEHT, TTOITBEPKIAIONTNI (aKT
rOCYIapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara;

26.1) nmepxaTenb WM BIAJEiel] PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS JIEKApCTBEHHOTO TMperapara -
pa3paboTUUK JIEKaPCTBEHHOTI'O CPEJCTBA, MPOU3BOIUTEINb JIEKAPCTBEHHBIX CPEJCTB MM MHOE HOPUIUYECKOE
JUI0, 00aatolee MPaBoOM BiIaIEHUs] PETUCTPALIMOHHBIM yIOCTOBEPEHHEM, KOTOPhIE HECYT OTBETCTBEHHOCTh
3a Ka4ecTBO, 3P(PEKTUBHOCTH U OE30MACHOCTD JICKAPCTBEHHOTO Mpernapara;

(. 26.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

27) perucTpaiioHHBIIl HOMEp - KOJI0BO€ 0003HAYCHHE, IIPUCBOESHHOE JIEKAPCTBEHHOMY IIpETapary MpH
€ro TOCyJIJapCTBEHHOH perucTpanuy;

28) obOpameHne JeKapcTBEHHBIX CPEACTB - pa3paboTKa, JOKIMHUYECKHE HCCIICJAOBAHUS, KIMHUYCCKHE
VICCIIEZIOBAHMS, OKCIIEPTH3a, TOCYAAapCTBEHHAs PETruCTpanus, CTaHJApTH3alUs H KOHTPOJb KadecTBa,
MIPOU3BOJICTBO, U3TOTOBJIICHHUE, XpaHEHUE, IIEPeBO3Ka, BBO3 B Poccuiickyto ®enepanuio, BIBO3 U3 Poccuiickoit
Deneparun, pexkiiama, OTITyCK, peajn3alus, nepeaada, IpUMEeHeHNE, YHUUTOXKEHHE JIEKAPCTBEHHBIX CPEJICTB;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyOBeKTHI 00paleHus JICKapCTBEHHBIX CPEJCTB - (U3MUECKHUE JTUIA, B TOM YHCIIC HHANBUIYaTbHbIC
OpeIIPUHUMATENH, U IOPUIUYECKHE JIUIA, OCYIIECTBISIONINE NeATeIbHOCTh MIPU O0palIeHUH JIEKAPCTBEHHBIX
CPEICTB;

30) pa3paboT4MK JIEKapCTBEHHOI'O CPEJICTBA - OpraHu3allvs, oOiajarolias MpaBaMU Ha Pe3ybTaThl
JOKJIMHUYECKUX HCCIAEAOBAaHUN JIEKAPCTBEHHOI'O CPEJICTBA, KIMHUYECKUX HCCICAOBAHUM JIEKapCTBEHHOIO
npenapaTa 1 (WIKM) Ha TEXHOJIOTUIO IPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPENICTBA;

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

31) npou3BOJACTBO JIEKAPCTBEHHBIX CPEICTB - ACATEIBHOCTD TI0 MPOU3BOCTBY JICKAPCTBEHHBIX CPEJICTB
OpraHu3alMsIMH - TIPOM3BOJUTEISAMH JICKAPCTBEHHBIX CPEICTB Ha OJHOW CTaJlUU, HECKOJBKUX HIIH BCEX
CTaJUsIX TEXHOJOTUYECKOTO MPOIIECcca, a TAKKE M0 XPaHSHHUIO M PealTU3alliK MPOU3BEICHHBIX JICKAPCTBEHHBIX
CPEJCTB;

31.1) mpou3BOACTBEHHAs IUIOMIAKA - TEPPUTOPUATBHO OOOCOOJICHHBIH KOMIUIEKC MPOU3BOAUTEIIS
JICKApCTBCHHBIX  CPEACTB, TNpPETHA3HAYCHHBIH JUIS  BBIOJIHCHUS BCETO IpoIlecca  IPOU3BOJICTBA
JICKapPCTBEHHBIX CPEJICTB MIIHM €r0 ONPEeNIEHHON CTaauH;

(m. 31.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) mnpou3BOAMTENb JIEKAPCTBEHHBIX CPEACTB - OpraHU3alMsl, OCYIIECTBIISIONAsS MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBHH C TpeOOBaHUAMHU HacTosmero deaepanbHOro 3aK0Ha;

33) dapmaneBTUUecKas AESITEIBHOCTh - JAESITENBHOCTb, BKJIIOYAIONIasi B ce0si OMTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEJCTBAMH, MX XpaHEHHUE, NMEePEeBO3KY U (MJIM) PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npenapaTamu, uX OTIYCK, XpaHEHUE, IEPeBO3KY, U3TOTOBIICHUE JIEKAPCTBEHHBIX MPENapaTOB;

34) OopraHu3anusa OINTOBOM TOProBJIN JICKAPCTBECHHBIMU CPCACTBAMU - OpPraHU3alUsd, OCYIICCTBIIAIOMIAA
OIITOBYIO TOPIOBJIO JICKAPCTBCHHBIMU CpPCACTBAMHU, HUX XpPaHCHHUC, TIICPCBO3KY B COOTBCTCTBUU C
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TpC6OBaHI/I$IMI/I HaCToAmCTO @eﬂepaanoro 3dKOHa,

35) anteuyHas opraHu3als - OpraHU3alMs, CTPYKTYPHOE MOJApa3jelieHne MEAUIIMHCKONW OpraHu3alluiy,
OCYIICCTBIISIONIME PO3HHYHYID TOPTOBIIO JIEKAPCTBECHHBIMU IIperapaTaMH, XpaHCHHE, IEepPEBO3KY,
W3TOTOBJICHUE W OTITYCK JIEKAPCTBEHHBIX MPEMapaToB I METUIIMHCKOTO NMPUMEHEHHUS B COOTBETCTBUU C
TpeboBaHUAMHU HacTosIero denepaabHOTO 3aKOHA;

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

36) BeTepuHapHas anTeyHas OpraHU3alUs - OpraHu3allvs, CTPYKTYPHOE TOIpa3elieHue BeTepUHAPHOI
OpraHu3allM, OCYIIECTBISIONINE PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU INIpernapaTtaMH, XpaHEHUe,
H3TrOTOBJICHUC M OTIIYCK JICKAPCTBCHHLIX MNPCHApaTOB I BECTCPUHAPHOTIO MPUMCHCHHA B COOTBCTCTBUHU C
TpeboBaHUsAMHU HacTosIIero denepaabHOTO 3aKOHA;

37) dampcudunupoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOXKIAEMOE
J0XHOM nH(pOpMaLKet 0 ero coctaBe U (Un) MPOU3BOIUTEIE;

38) HenoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE
TpeboBaHUSAM (apMakonelHol crTaTbu MO0 B clyyae €€ OTCYTCTBUS TpPeOOBaHUSM HOPMATUBHOU
JOKYMEHTAlMU WJIM HOPMATUBHOT'O JOKYMEHTA;

39) xoHTpadaKTHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPENICTBO, HAXOsIieecss B 000poTe ¢
HapyIIeHHEeM TPakJaHCKOTO 3aKOHOIATEIbCTBA;

40) TOKIMHUYECKOE UCCIICIOBAHUE JICKAPCTBEHHOI'O CPEJICTBA - OMOJIOTHUECKHE, MUKPOOHOIOTHYECKHE,
UMMYHOJIOTHYECKHE, TOKCHKOJIOTHYECKHe, (apMakogorudeckue, QGU3MUECKHE, XHMHUYCCKHE U JApYyTrHe
HCCIICIOBAHUS JICKAPCTBEHHOTO CPEJICTBA MyTEM NPUMEHECHHUSI HAyYHBIX METOJIOB OIICHOK B ENSAX MOJTYYCHUS
JI0Ka3aTeNIbCTB OE30MaCHOCTH, KauecTBa U 3(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA;

41) KITMHAYECKOE MCCIIEIOBAHUE JICKAPCTBEHHOTO IMperapara - H3y4eHne TUarHOCTUYECKUX, JIeUeOHBIX,
MpOoPMIAKTHIECKHX, (hapMaKOJIOTHIECKUX CBOMCTB JIEKAPCTBEHHOTO Mperapara B MPOIecce ero NpuMeHEHHUs
y 4YeJOBeKa, )KUBOTHOTO, B TOM YHCIIC MPOIECCOB BCACHIBAHMSA, pacIpeeICHUsl, U3MCHEHHUS U BBIBEICHUS,
IyTeM NPUMEHEHHS Hay4YHBIX METOJOB OIEHOK B IIEJISX IOJyYeHHUS T0Ka3aTeNbCTB 0€30MacCHOCTH, Ka4ecTBa U
3¢ EKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTta, JaHHBIX O HEXeJIaTelIbHbIX pEeakIUsIX OpraHu3Ma 4YeJOBeKa,
KMBOTHOTO Ha NPUMEHEHHUE JIEKApCTBEHHOro mpemnapata U 00 3¢ddekre ero B3auMoIecTBUS C IPYTHMHU
JIEKapCTBEHHBIMH TIperapaTaMy 1 (WMJIH) THIIEBBIMU MPOTYKTaMHU, KOPMaMU;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEJOBaHHE JIEKapCTBEHHOTO Ipenapara A MeIULUHCKOTO
NPUMEHEHUS - KIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO TMpernapara Uil MEAUIMHCKOrO MpUMEHEHUS,
IPOBOAMMOE pa3paboTYUKOM JIEKAPCTBEHHOTO MperapaTa B ABYX U Oojiee MEAUIMHCKUX OPraHU3alUsAX IO
€IMHOMY MPOTOKOJY KIMHUYECKOTO UCCIIeI0BAHUS JIEKAPCTBEHHOTO Mpernapara;

43) MexAyHapOoJHOE MHOTOIEHTPOBOE KIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO Ipemapara Jyis
MEJIMIIMHCKOTO MPUMEHEHHUSI - KIMHUYECKOE MCCIIEIOBAHME JIEKaPCTBEHHOIO Mperapara s MEAUITHHCKOTO
IPUMEHCHUA, ITPOBOJNMOC p33pa6OT‘II/IKOM JICKApCTBCHHOT'O IIpfIiapaTa B Pa3IMYHbLIX CTpaHax IO €AWHOMY
IPOTOKOIY KIIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO Mpenapara;

44) MOCTPETUCTPAIIMOHHOE KIMHUYECKOE UCCIIEIOBAaHHE JICKAPCTBEHHOTO Mpernapara Juisi MEAUIUHCKOTO
MPUMEHEHHS - KIIMHUYECKOE MCCIICIOBAHUE JICKAPCTBEHHOTO Tpernapara JUlsi MEIUIIMHCKOTO MPUMCHCHHS,
MPOBOAMMOE MTPOM3BOAMUTEINIEM JIEKAPCTBEHHOTO Mpernapara, Tpax1aHcKuii 000pOT KOTOPOTO OCYIIECTBISICTCS
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ITIOCJIC FOCY,I[&pCTBCHHOfI peructpanuu, B LOCIAX AOIOJIHUTCIIBHOTO c60pa JaHHBIX O €TI0 0€30IacHOCTH U
B(I)(beKTI/IBHOCTI/I, pacIupCHUuAd MOKa3aHuil K NPUMCHCHUIO NAHHOT'O JICKAPCTBCHHOTO Ipfliapara, a TaKiKe
BBIABJICHUS HCXKCIIATCIbHBIX peaKuHﬁ NalrcHTOB Ha €10 I[CﬁCTBPIC;

45) wuccrnenoBaHue OWMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Ipenapara - BUJ KIMHHUYECKOIO
HCCTIeIOBAaHMSI JIGKAPCTBEHHOTO TNperapara, IMPOBEICHHE KOTOPOTO OCYIIECTBISIETCS [UIS ONPEACICHHS
CKOPOCTH BCAaChIBaHMsS ¥ BBIBEJCHUS OJHOTO WM HECKOJBKHX OOJaiaromux (apMaKoIoTH4ecKon
aKTHBHOCTBIO JICWCTBYIOIINX BEIIECTB, KOJIMYECTBA JIEKAPCTBEHHOTO MperapaTa, JOCTHTAOMIEr0 CHCTEMHOTO
KPOBOTOKA, U Pe3yJIbTaThl KOTOPOT'O MO3BOJISIOT CAENIaTh BBIBOA O OMOIKBUBAJICHTHOCTH BOCIIPOU3BEIEHHOTO
JIEKapCTBEHHOTO IIpenapara B OIpPeAEICHHBIX JIEKapCTBEHHON (hopMe U 103UPOBKE, COOTBETCTBYIOMIUX (hopme
U JI03UPOBKE peepeHTHOr0 JICKapCTBEHHOTO IIpernapara;

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

46) wuccreqoBaHME TEPANEeBTHMYECKON SKBUBAJCHTHOCTH JIGKAPCTBEHHBIX NPENapatoB - BHUJ
KJIIMHUYECKOTO HCCIEOBAaHUsl JIEKAPCTBEHHBIX IPENapaToB, MPOBEIECHUE KOTOPOIO OCYIIECTBISETCS s
BBISIBJICHHSI OJIMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MpENapaToB OINpPEIEICHHONW JeKapCTBEeHHOH (opmebl, a
TaKXKe HaJM4YUs OJUHAKOBBIX IMOKa3aTeneil Oe3omacHOCTH U 3(P(EKTUBHOCTH JIGKAPCTBEHHBIX IpPEnapaTos,
OJTMHAKOBBIX KIMHUYECKHUX 3()()EKTOB NP UX NMPUMEHEHHH;

47) TpOTOKOJ KJIMHUYECKOTO HCCIEAOBaHUs JIEKapCTBEHHOTO Ipernapara - JOKYMEHT, B KOTOPOM
OIpeNeNIAoTC 1eNd, (OpMbI OpraHM3alUUd M METOJOJOIMsS IPOBEAEHUS KIMHUYECKOTO MCCIEJOBaHUS,
CTaTUCTHYECKHE METOAbl 00pabOTKM pe3yJbTaTOB TaKOTO HCCIENIOBaHUA U Mepbl IO 00ecHeueHHIo
6€30MacHOCTH (PM3NYECKUX JIUI], YYACTBYIOUINX B KIMHUYECKOM HCCIIEJOBAaHUH JICKAPCTBEHHOT'O Mpenapara;

48) Opomrropa HMCCIEAOBaTENsl - CBOAHOE H3JIOKCHHUE PE3yIbTaTOB JOKIMHHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO CPEJCTBA M KIMHUYECKOTO WCCIIEAOBAHMS JICKAPCTBEHHOTO Mperapara Ui MeIUIITHCKOTO
IPUMCHCHUSA

49) uHbOpMallMOHHBIN JHCTOK IMAallMEeHTa - AOKYMEHT, B KOTOPOM COJEp>KaTcsi B JIOCTYIHOW (opme
CBEICHMSI, KAacalolluecss MPOBOAUMOTO KIMHMYECKOTO HCCIEAOBaHUs JIEKapCTBEHHOTO TMpemnapara, ¥ B
MUCBMEHHOM ¢opMe TO0OpPOBONBHOE COTJIacHe TNAalleHTa Ha Y4YacTHe B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO IIperapara TI0C/ie O3HAKOMIIEHHS C OCOOEHHOCTSIMH KIMHHYECKOTO HCCIIeIOBaHMUA,
MMEIOIINMH 3HAYEHUE JJI BBIPAKEHHUS TAKOTO COTJIACHS;

50) mobGouHOE NEWCTBHE - PEaKIys OpPraHW3Ma, BOSHUKIIAS B CBS3H C MPUMEHEHHEM JIEKAPCTBEHHOTO
npernapara B J103aX, PEKOMEH/IyeMbIX B HHCTPYKIIUHU 110 €ro MPUMEHEHHIO, IJIsl MPO(PUIaKTUKU, TUATHOCTHKH,
JedeHus 3a00JeBaHuUs WU AJI peaOuInTalnu;

50.1) HexxenarenbHas peaklusi - HeNpeJHaMepeHHas HeOJaronpusTHas peakuus opraHu3Mma, KoTopas
MOJKET OBITh CBsI3aHA C MPUMEHEHUEM JICKAPCTBEHHOTO MPETapara;
(m. 50.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

51) cepbe3Hass HexenaTeNbHas peaklMs - HeXelaTelbHas peaklMs OpraHu3Ma, CBs3aHHas C
IPUMEHEHHEM JIEKapCTBEHHOTO MpernapaTa, IpuUBeanas K CMEPTH, BPOXKACHHBIM aHOMAJIUSM WIH TOpOKam
pa3BUTHSL TUOO MPEACTaBIAONMIAs COOON yrpo3y KH3HHU, TpeOyrolias TOCHUTATW3alUKd WU MpUBEAMIas K
CTOMKOM yTpare TpyI0CIIOCOOHOCTH U (WJIM) HHBAJIUIHOCTH;

52) HemnpenBUJIEHHAs HEXKeNaTeabHasl peaklus - HeXXellaTesIbHas Peakiysl OpraHu3Ma, KoTopasl CBs3aHa
C NPUMEHEHHUEM JIEKAPCTBEHHOrO Ipernapara B /033X, PEKOMEHAYEMBIX B IPOTOKOJE €ro KIMHUYECKOTO
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

UCCIICIOBaHMs, OpOINIIOpe HCCIENOBaTelNsd, WIM C NPUMEHEHHEM JIEKapCTBEHHOIO TMperapara B J03aXx,
PEKOMEHAYEMBIX B HWHCTPYKIMUA IO €ro NPUMEHEHUIO0 [UIsi TpPOGWIAKTHKH, JAUATHOCTUKH, JICUCHUS
3a00JIeBaHUS WU MEAMIIMHCKOW peaOWUIUTAIMK MAlUeHTa, M CYIIHOCTh, TSHKECTh HIIM HCXOJ KOTOPOW He
COOTBETCTBYET MH(POPMALIMU O JICKAPCTBEHHOM IIpenapaTe, COIeprKalleicsi B IPOTOKOJIE €r0 KIMHUYIECKOTO
WCCIIEIOBAHMSI, OPOIITIOPE UCCIIEAOBATENS I B MHCTPYKIIMH IO TPUMEHEHHIO JICKAPCTBEHHOTO TTPEeTiapara;
(. 52 B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHaa3op - BUA JEATEIBHOCTH IO MOHHUTOPUHTY 3(QQEeKTMBHOCTH U 0€30IacHOCTH
JIEKapCTBEHHBIX IPENapaTroB, HANPABICHHBIM HAa BBISBICHUE, OLEHKY M IPEJOTBPALICHHE HEKEIATEIbHBIX
IIOCJICJICTBUI IPUMEHEHMS JIEKAPCTBEHHBIX IIPENAPaTOB;

(m. 52.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

52.2) mmaH ympaBieHHS pUCKaMU - TOAPOOHOE OINMHWCAaHWE MEPONpUATHA 10 (hapMakoHAI30pY,
HANpaBJICHHBIX Ha BBIABICHUE, OLEHKY M MPEAOTBpAIlEHUE HJIM MUHUMHU3ALUIO PHCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMU MpenapaTtaMu, BKI04as OLEHKY 3(pPEeKTUBHOCTH JaHHBIX MEPOIIPHUSITHIA,

(m. 52.2 BBeneH DPenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: mpumeganue.

[Tonoxenus crateu 4 (B penakuuu OenepanpHoro 3akoHa ot 29.07.2017 N 242-d3) B yacTH, Kacaromencs
dopMupoOBaHHsS U BBIJAYM PELENTOB HA JEKapCTBEHHbIE IMpernapaThl, COJAEpKallle Ha3HaYeHHE
HapKOTUYECKUX CPEACTB WM TICUXOTPOMHBIX BEIIECTB, B (OpMe IJIEKTPOHHBIX JIOKYMEHTOB,
npuMenstoTcs ¢ 1 suBaps 2019 ropa.

53) penent Ha JIEKapCTBEHHBIM Mpenapar - MEAUIMHCKUI JOKYMEHT YCTaHOBJIEHHOW (hopMbl,
COJlepKalluii Ha3HA4YCHHWE JIEKapCTBEHHOIO IIpernapara Uil MEAMIMHCKOrO IIPUMEHEHUs, BbIIAHHBIN
MEIUIUHCKUM paOOTHUKOM B LIEJIAX OTIYCKa JIEKAPCTBEHHOI'O IpernapaTta WM €ro M3rOTOBJICHUS U OTIyCKa
Ha OyMa)XHOM HOCHTENE WJIM C CcOrjacus MAIMeHTa WIM ero 3aKOHHOrO NpeicTaBuTelss B (opme
3JIEKTPOHHOTO JOKYMEHTA, MOANKUCAHHOTO C MCIIOJIB30BaHUEM YCUICHHOW KBATM(UIIMPOBAHHON IEKTPOHHON
MOJIMUCH MEIUIMHCKOTO Pa0OTHUKA, OO TOKYMEHT YCTaHOBIIEHHOW (OPMBI, COIEpKalluii Ha3HAYCHHE
JIEKapCTBEHHOI'0 Mperapara Jisi BETEpUHAPHOIO NPUMEHEHUs, BbIJAHHBIM BETEPUHAPHBIM PAOOTHUKOM B
LeJIAX OTIyCKa JISKapCTBEHHOI'O MpernapaTa WK €ro U3roToBJIEHUS U OTITyCcKa Ha OyMa)KHOM HOCHUTEJIE;

(m. 53 B pen. ®enepanpHoro 3akoHa oT 29.07.2017 N 242-D3)

54) TpeboBaHNEe MEAULIMHCKOW OpraHU3alllM, BETEPUHAPHON OpraHU3ally - JOKYMEHT YCTaHOBJIEHHOU
(OpMBI, KOTOPBIM BBIMUCAH MEIUIIMHCKAM WJIM BETEPUHAPHBIM PaOOTHHKOM, MMEIOLIMM Ha 3TO IMPaBO, U
COJICPKHT B MUCHMEHHOW (popMe yKazaHHMe anTeyHOW OpraHU3aIlK 00 OTITyCKE JIEKAPCTBEHHOTO Iperapara
WIH O €ro U3roTOBJIEHUH U 00 OTITyCKe JUIsl oOecreueHus Jie4ueOHOoro npouecca B MEIUIMHCKON OpraHu3alyi,
BETEPUHAPHOW OpraHU3aluy;

55) xoMIIJIeKCHas OLIEHKa JIEKapCTBEHHOTO Ipernapara - OlleHKa 3aperuCTpUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara, BKJIIoHaromas B ce0sl aHanu3 MHPOpPMAllMUd O CPABHUTEIBHON KIMHUYECKOH 3((EeKTUBHOCTH U
0€30MacHOCTH JICKQpCTBEHHOTO IIperapaTra, OIEHKY HSKOHOMHYECKMX TIIOCIEACTBUH €ro MpPUMEHEHHS,
M3yYeHHUE [OTOJIHUTEIBHBIX IOCIEACTBUI TNPUMEHEHHs JIEKapCTBEHHOTO TIpenapaTa B LENAX TNPUHSITHS
pelIeHii 0 BO3MOXKHOCTH BKJIFOUSHHS JIEKAPCTBEHHOTO Tperapara B MEpevYeHb KU3HEHHO HEOOXOAMMBIX U
BOKHEHIINX JIEKApCTBEHHBIX IpENapaToB, HOPMAaTHBHbIC IIPABOBbIE aKThl M HHBIE JIOKYMEHTBHI,
OTIpeIeNIAIoNINe MOPSI0K OKa3aHUSI MEAMLIMHCKOW MOMOIIM, WM UCKIIOYEHHUS €ro M3 yKa3aHHbIX MepeyHs,
aKTOB U JIOKyMEHTOB;

(. 55 BBenen PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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56) cuctemMa MOHUTOPWHTA JBIDKEHUS JIEKAPCTBEHHBIX MPENaparoB JUIsl MEAUIIMHCKOTO MPUMEHEHUS -
(denepanpHas TOCyHapcTBeHHass HWH(GOPMAIMOHHAS CHUCTEMa MOHUTOPWHTA MABW)KCHUS JIEKAPCTBEHHBIX
MpemapaToB JUis MEAUIHUHCKOTO TMPUMEHEHUS OT MPOU3BOJUTENS JO KOHEYHOrOo TOTpeOuTens ¢
WCTIOJIb30BAHUEM B OTHOIICHHWH JICKAPCTBEHHBIX TIPEMApaToB IS MEIUITMHCKOTO TPUMEHEHUS CPEJICTB
HJICHTU(DUKAITUH.

(. 56 BBenen deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

Mnasa 2. MNOJIHOMOYUA ®EOEPAJIbHBLIX OPTAHOB I/ICI'IOJ'IHI/ITEHbI-jOVI 5
BJIACTH, OPFAHOB UCIMNOJIHUTENNIbHOU BITACTU CYBBEKTOB POCCUMNCKOU
OEOQEPALINU NPU OBPALLUEHWUN NEKAPCTBEHHbLIX CPEACTB

Cratba 5. [MonHomouus d)ep,epaanblx opraHoB MUCMNOJIHUTENILHOWU BIacTun npun
06pal.l.|,eHVIM JNNeKapCTBeHHbIX cpeacTB

K momaoMounsm (be;[epanLHbe OpraHoB HUCIIOJIHUTEILHON BIACTH npu O6paH_I€HI/II/I JICKApCTBCHHBIX
CpEACTB OTHOCATCA:

1) mpoBenenue B Poccuiickoit denepainuu eIMHON TOCYAApPCTBEHHOW MOJUTHKHA B 00J1aCTH 00eCTIeueHUS
JIEKapCTBEHHBIMM IIpenapaTaMu rpaxiaal B Poccuiickoit @enepanuu;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTBepKAeHue o01Imx papMakonelHbIX cTaTel, papMakonelHbIX cTaTel, n3aHue ToCyIapCTBEHHOM
¢dapmaxoneu, co3gaHue U BEJCHUE peecTpa (papMakoneHbIX CTaHapTHBIX 00pa31oB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) OcCyIIeCTBICHUE TOCYJIapCTBEHHOTO KOHTPOJs (Ham3opa) B cdepe oOpaimieHus JIeKapCTBEHHBIX
CpPE/CTB;
(B pen. ®enepanpHOro 3akona ot 25.06.2012 N 93-D3)

4) nuueH3upoBaHHE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB M (hapMaleBTUUECKOW NesITeIbHOCTH B
COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanny;

5) opra#uzanus JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ATHYECKON OKCHEPTHU3bI BO3MOKHOCTH
MIPOBCACHUA KIMHHUYECKOTO HCCICAOBAHUA JICKAPCTBCHHOTO IIp€rapara ajd MCIUIUHCKOI'0 IPHUMCHCHHA,
9KCHEPTHU3bl TOKYMEHTOB, IIPEJICTABICHHBIX JJIsl ONPENEIEHUsI BOZMOKHOCTH PACCMaTpUBaTh JIEKAPCTBEHHBIN
npenapaTr A8 MEAUIUHCKOrO MPUMEHEHMs INpPH TOCYAAPCTBEHHOW pErucTpalid B KadyecTBE OpQaHHOTO
JIEKapCTBEHHOI'0 IIpernapara;

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

5.1) opraHu3zanusi NpOBEACHUSI KOMILJIEKCHOW OIIEHKHU JIEKAPCTBEHHOTrO Ipernapara B LENAX NMPUHATHS
pelIeHui 0 BO3MOXKHOCTH BKJIIOUEHHMSI JIEKApPCTBEHHOTO IpernapaTra B NEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BOXKHEHIIMX JIEKApPCTBEHHBIX IIpeNapaToB, HOPMATHBHbIC IIPABOBbIE aKThl M HHBIE JIOKYMEHTBHI,
OTIpeIeNIAoNIe MOPAAOK OKa3aHWs MEAULMHCKOW MOMOIIM MM HCKIIOYEHHUS €ro U3 YKa3aHHBIX MepeuHs,
aKTOB M IOKyMEHTOB;

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

6) BbIIaya paspelnieHuil Ha TMPOBEACHUE KIMHMYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX IPENapaToB,
BEJICHUE pPEECTpa BBLAAHHBIX pa3pelIeHUH Ha MPOBEACHHE KIMHUYECKUX MCCIEIOBAaHUN JIEKapCTBEHHBIX
IIPEIaparos;
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7) rocynapCTBEHHAas PErMCTpalysl JIEKAPCTBEHHBIX IpEenapaToB, BEJCHHE IOCYNAapCTBEHHOI'O peecTpa
JIEKapCTBEHHBIX CPEJICTB;

8) opranmzanus u (WIK) MPOBEICHIE HHCIIEKTUPOBAHUS CyOBEKTOB 00paIleHHs JIEKApPCTBEHHBIX CPEICTB Ha
COOTBETCTBHUE MPABUJIAM HaJIeXKAIICH 1Ta00opaTOpHON MPaKTUKH, MPABUIIaM HaJJIeKallel KIMHUYECKOU
MPaKTUKH, MPaBUIaM HaJUIeKallel MPakTUKU XpaHEHUs U MePeBO3KU JIEKapCTBEHHBIX MIPENnapaToB, MpaBuiiaM
Ha/JIexKalel TMCTpUObIOTOPCKOM MPAKTUKH, IPaBUIaM HaJIJIeKalleil anTeqYHON NPaKTHKY;

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

8.1) opranmzanmsi U (WJIU) MPOBEIECHUE HHCIEKTUPOBAHHS CyOBEKTOB OOpaIleHHUS IEKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM TMPABWI HAJUICKAIICH MPOU3BOJICTBEHHOW TIPAKTUKH, BbIIaua
3aKJIFOYCHUN O COOTBETCTBUU IMPOHM3BOAUTENS JICKAPCTBCHHBIX CPEJICTB TPEOOBAHMSIM IPABWII HaJJIexkKalien
MPOU3BOACTBEHHOUN MPAKTHUKU;

(. 8.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8.2) ycraHOBIEHHE TIOpAIKAa BEACHHUA M BEJIEHHE TOCYJapCTBEHHOTO peecTpa 3aKIYeHHH O
COOTBETCTBUM  NPOM3BOJIUTENS  JICKAPCTBEHHBIX  CPEJICTB  TpeOOBaHUSAM  MpaBUiI  HaJUlexKalnei
IIPOU3BOJCTBEHHOM IIPAKTUKY;

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

9) rocymapcTBEHHass PETHUCTpAIs YCTAHOBJICHHBIX TPOW3BOJMUTEISMH JICKQPCTBEHHBIX IMpEnapaToB
IpelebHbIX OTHYCKHBIX II6H Ha JKU3HEHHO HEOOXOIMMbIE M Ba)KHEHIlIME JEeKapCTBEHHbIE Mpernaparbl U
BEJICHUE TOCYIAapCTBEHHOI'O peecTpa IPENeibHBIX OTIYCKHBIX LIEH MPOU3BOAUTEIEH HA JIEKAPCTBEHHBIE
MpenapaThl, BKIIOUEHHBIC B TIEPEUCHb )KU3HEHHO HEOOXOAMMBIX U BXKHEHUIIINX JIEKaPCTBEHHBIX MPENapaTOB;

9.1) cormacoBaHue MPOEKTOB PEIICHUM OPraHoOB HCIIOJHHUTEILHOW BIacTU cyObekToB Poccuiickoii
®enepanyu 00 yCTaHOBICHUH U (WJIM) U3MEHEHUHU MPEENIbHBIX pa3MEpPOB ONTOBBIX HaJ0ABOK U MpeAeIbHbIX
pa3MepoB PO3HUYHBIX HaA0aBOK K (DaKTHUYECKUM OTITYyCKHBIM II€HAM, YCTaHOBJIEHHBIM IPOU3BOIUTENSMU
JIEKapCTBEHHBIX IpernapaToB, Ha JICKapCTBEHHbIC IIpenaparbl, BKIIOUYEHHbIE B IEpEYEHb IKU3HEHHO
HEOOXOIMMBIX U Ba)KHEHIIINX JIEKapCTBEHHBIX IPenapaToB;

(. 9.1 BBenen ®PenepanbHbM 3aKk0HOM OT 13.07.2015 N 241-D3)

10) ycraHoBieHHE MOps/IKa BBO3a JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro dDenepanuio U BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoin enepanmu;
(m. 10 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

10.1) Bblaya, ycTaHOBJIEHHE MOpPsIKAa BbIAAYU U (OPMBI JOKYMEHTAa, KOTOPBIM HOATBEPXKIAET, UTO
IPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpernapara OCYIIECTBIEHO B COOTBETCTBUU C TpeOOBAHMUSAMHU IPABUI
HaJJIeKalled  MPOM3BOJCTBEHHOM  NMpakTHUKH, M MOMJICKUT  MPEACTABICHUI0 1O  TpeOOBaHUIO
YIOJTHOMOYEHHOT'O OpIraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN ITpenapar;

(m. 10.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

10.2) BbI1aya, yCTaHOBJICHHE MOPSIKA BBIAAYU U (POPMBI JOKYMEHTA, COAEPIKAILETr0 CBEACHUS O CTaIUAX
TEXHOJIOTUYECKOr0 IpoLecca MPOU3BOACTBA JEKAPCTBEHHOIO CPEACTBA A MEAULUHCKOIO IPUMEHEHHMS,
OCYILECTBIIIEMBIX Ha TeppuTOpuH EBpa3uiickoro 3KOHOMUYECKOT0 COI03a;

(m. 10.2 BBemen DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHOro 3aKoHa OT
13.07.2015 N 241-93)

11) co3ganue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpAIeHUEM JICKAPCTBEHHBIX CPE/ICTB;
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12) arrectanus U cepTUQHUKALUS CHIEIUAINCTOB,;
13) yrpatun cuiy ¢ 1 centsiops 2013 roga. - @enepanbhblii 3akon ot 02.07.2013 N 185-D3;

14) ocymecTBienue hapMakoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

15) yyactue B MeXIyHapOAHOM COTPYIHHUYECTBE;

16) momydeHue Mo 3amnpocam YIOJHOMOUYEHHOIo (hefiepalbHOro opraHa HMCIOJHUTEIbHOM BJIACTH OT
OpPraHOB HCIIOJIHUTENIbHOW BiIacTH cyObekToB Poccuiickoil deneparum, a Takke OT CyOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEJCTB U MEJUIIMHCKOTO NpUMEHEHHs HMH(OpMAIMM 1O BONPOCAM YCTaHOBJICHUS WU
MPUMEHEHHS [IEH Ha JIEKAPCTBEHHBIE TpenapaTsl 1 Ha10aBOK K HUM;

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

18) yTBepxaeHue MpaBuil Haajexalleld 1a00paTopHO MPAaKTHKHU, MPAaBUII HAJUIeKaIeH KIMHUYECKON
NPaKTUKHU, PaBWJI HaJylexkKallell Mponu3BOACTBEHHON MPAKTUKH, IPABUJI HAJUIeKAIIEH MPAKTUKU XpaHEHUs U
NepeBO3KM JIEKAPCTBEHHBIX IpernapaTroB, MpaBWJ HaJUleKalleld JUCTPUOBIOTOPCKON MPaKTHKH, IPABUI
HQ/JIeKaIIed anTeyHOW TMpaKTHKH, MPaBWJ HAJJEXKalled MNpakTUKH (papMaKoOHaI30pa JIEKapCTBEHHBIX
IIpenapaToB JUIsl MEAULUHCKOTO IPUMEHEHUS;

(n. 18 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

19) ycranoBnenue mopsiika (GopMUPOBAHUS PETHCTPAIMOHHOTO JTOChE Ha JIGKAPCTBEHHBIM Tpermapar u
TpeOOBaHMI K JOKYMEHTAaM B €T0 COCTAaBE;
(m. 19 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBep)KIeHHE TMpaBWJI PAlMOHAIBLHOIO BBIOOpA HAMMEHOBAHUHM JIEKAPCTBEHHBIX IMPEMapaToB JUIs
MEUIIMHCKOTO IPUMEHEHMUS],
(. 20 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

21) yTBepKIeHUE NMepeyHsi HAMMEHOBAHHM JIEKapCTBEHHBIX (PopM;
(. 21 BBenen dPeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

22) ¢opmupoBaHME peecTpa  THUIOBBIX  MHCTPYKUMH 1O  MEAMLUUHCKOMY  HPUMEHEHHIO
B3aMMO3aMEHSAEMBIX JIEKaPCTBEHHBIX IIPENApaTOB;
(. 22 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

23) yrTBepkJeHuE TpeOOBaHMW K MHCTPYKIMHM [0 MEIWLUHCKOMY IPUMEHEHHMIO JIEKAPCTBEHHBIX
MpenapaToB U K UHCTPYKIIUU MO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX MIPENapaToB;
(. 23 BBenen DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) nocynebHOe 3aKphITHE CATOB, COEPKAIINX HH(OPMALIUIO O POSHUYHOM MPOIaXe AUCTAHIIUOHHBIM
CHoco0OM, TMpeAsokKEeHHe O TNPUOOPETEHUH AUCTAaHIMOHHBIM CHOCOOOM, JOCTaBKE JMCTAHIIMOHHBIM
crocoboM u (win) nepenade GpU3MIECKOMY JHIY JAUCTAHIIMOHHBIM CIIOCOOOM JICKAPCTBEHHBIX MPENapaTros,
HapKOTUYECKUX JIEKApPCTBEHHBIX IpEenaparoB W IICUXOTPOINHBIX JIEKAPCTBEHHBIX IIpernapaToB, 3a
HCKJIFOYEHHMEM ClIy4aeB, ycTaHOBIEHHbIX [IpaBurenscTBoM Poccuiickoit deneparum.

(. 24 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

Koncynprantllimroc: mpuMedaHue.

[Tonoxkenust crarbu 5.1 pacHpoCTpaHSAIOTCS Ha MOJTHOMOYHS (efepalbHbIX OpraHOB HCIOJHUTEIBHOMN
BJIACTH, KOTOpbIE HE IMepelaHbl A OCYLIECTBIEHHS OpraHaM TOCyJapCTBEHHOM BIIACTH CYOBEKTOB
Poccuiickoii ®@enepanuu M OopraHaM MECTHOTO CaMOYIPAaBICHHS COOTBETCTBYIOIIUMH (ellepaabHbIMU
3aKOHaMHU.

Cratba 5.1. [Mepepaya ocywecTBneHus nofHomouun deaepanbHbIX OpPraHoB
UCNOJNIHUTENIBHOW  BfacTM Npu  oOOpaleHMM JNeKapCTBEHHbIX CpeacTB  oOpraHam
MCNONHUTENIbHOM BrnacTtn cyobekToB Poccunckon ®epepaumm

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

[TomHOMOUMS (enepanbHBIX OPraHOB HCIOJIHUTENBHOM BIACTH IpPH OOpaIleHUM JIEKapCTBEHHBIX
CpEeZACTB, NPeAyCMOTpeHHbIe HacTosmuM denepabHbIM 3aKOHOM, MOTYT MepelaBaThCsl Ul OCYIIECTBICHUS
opraHaM HCIIOJIHUTENbHOU BiacTu cyObekToB Poccuiickoit dexepauuu nocraHosiaeHusMu [IpaBurenbcTBa
Poccuiickoit @enepanuu B mopsaake, ycTaHoBieHHOM dDenepanbHbIM 3aKOHOM OT 6 OokTs0ps 1999 roga N
184-03 "O6 o0muX NPUHIMIAX OPTaHU3AIUKN 3aKOHOJATEIbHBIX (IIPEICTABUTENBHBIX) U MCTIOTHUTEIBHBIX
OpraHOB TOCYAApCTBEHHOM BlacTh CyOobekToB Poccuiickoit denepanun'.

Cratba 6. lMonHOMouusi opraHOB WCMONMHUTENbBLHOW BracTu cyb6bekta Poccunckomn
®depepaumu npu obpaLleHUn neKapcTBeHHbIX CPeacTB

K moiHoMounsiM opraHoOB UCTIOTHUTENLHON BIIAcTH cyObekTa Poccuiickoit denepannu mpu odOpamieHnu
JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3zpaboTka W peanuzalys PETHOHAIBHBIX MPOTPaMM OOECIIeUeHUs] HaCelIeHUsl JIeKapCTBEHHBIMU
npenapaTamy,

2) ycTaHOBJEHHE NpEACIbHBIX Pa3MEpOB ONTOBBIX HAI0ABOK M TMpEAETIbHBIX Pa3MEPOB PO3HUYHBIX
Haj10aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IPOU3BOJMTEISIMUA JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKapCTBEHHbIE IpEnaparbl, BKJIIOUEHHBIE B IIEPEUCHb JKU3HEHHO HEOOXOIMMBIX U
BAKHEUIIMX JICKAPCTBEHHBIX IIPENApATOB;

3) ocymiecTBICHHE pPETHOHAJIBHOTO TOCYAApCTBEHHOTO KOHTpPOJS 3a MPUMEHEHHEM IeH Ha
JeKapCTBEHHBIE Mpenaparbl, BKIIOUYCHHBIE B TIEPEUCHb IJKM3HEHHO HEOOXOMMMBIX W  BaKHEUIIHX
JEKapCTBEHHBIX IpernapaTtoB, OpPraHMU3aLlUSAMH  ONTOBOM  TOPIOBIM, AaNTEYHbBIMM  OPTaHU3ALMIMH,
WHINBUAYATHHBIMU TPEIIPUHAMATEISIMH, UMEIOITIMHE JTUICH3UI0 HA (apMalleBTUYECKYIO IEeATeIhbHOCTh;

(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-d3)

Koncynprantlimroc: mpuMedaHue.

[Tonoxxenus cratbu 6 (B pepakiuu denepanbHoro 3akoHa ot 29.07.2017 N 242-D3) B yactu, Kacarowieiics
(GopMHMpOBaHUS M BBIJAYM PELENTOB Ha JIEKApCTBEHHbIE NpenapaThl, COJAEpKalllue Ha3HAYeHUe
HAapKOTMYECKUX CpPEACTB WM IICUXOTPONHBIX BEIIECTB, B (opMe DSIEKTPOHHBIX JIOKYMEHTOB,
npumMenstoTes ¢ 1 ssuBapsa 2019 roga.

4) mpuHsATHE peuieHus 00 UCIIOJIL30BAaHUH Ha TeppUTOpuH cyObekTa Poccuiickoit Penepanyu Hapsay ¢
peuenTaMM Ha JICKapCTBEHHbIE NpenapaThl, O(QOPMICHHBIMM Ha OyMa)XHOM HOCHUTENe, pPELENTOB Ha
JIeKapCTBEHHBIE MPenapaThl, CPOPMUPOBAHHBIX B (DOPME IJEKTPOHHBIX TOKYMEHTOB.

(1. 4 BBeneH ®PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

naea 3. TOCYOAPCTBEHHAA ®APMAKOIEA

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

1. Tlon rocymapcTBeHHOH (apmakomneeil MmoHMMaeTcs CcBOA oOOHmMX (apMaKONEeWHbIX CcTaTed u
(apMakonelHbIX cTaTeil.

2. Pazpaborka oOmmx ¢apMakoneiHelx crTated W (papmMakoneHHBIX cTaTeil, B TOM 4HCIE
(dapMakonelHpIX cTaTeil Ha (papmakoreiiHple cTaHAapTHBIE 00pa3Ibl, M BKIIOUYEHHE UX B TOCYAAPCTBEHHYIO
(hapMakomero OCYIIECTBISIOTCS B TIOPSIKE, YCTAHOBJICHHOM YIIOJHOMOYECHHBIM (penepatbHbBIM OpraHoM
VICTIOJTHUTEJIHOM BJIACTH.

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

3. Pazpabotka ¢apmakorneiiHoil ctaTbi Ha peepeHTHBIN JeKapCTBEHHBIN Mpenapar u BKIIOYCHHUE €€ B
rOCYy/IapCTBEHHYIO (apMaKkolerd B TEUYCHHE CpOKa JICHCTBUS 3allUThl HCKIIOYHUTEIHHOTO TIpaBa,
yJIOCTOBEPEHHOTO TIATEHTOM Ha pedepeHTHBIN JIEKapCTBEHHBIN IMpermapaT, OCYIIECTBIISIOTCS C COTIIACHUS €ro
pa3paboTuuka.

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

4. TocymapcTBeHHass  (papmakomess  M3JaeTcsd  YNOJHOMOYEHHBIM  (peiepalbHbIM  OpPraHOM
WCTIOJHUTEJIBHOM BJIACTH 3a CUET CPEACTB (peliepaibHOT0 OO/KETa U MOJICKUT MEPEU3IaHusIM He pexe 4eM
OJIUH pa3 B IATH JIET, B IEPUOJI MEXKIAY KOTOPHIMHU M3JAIOTCS MPUIIOKEHUS K TOCYAapCTBEHHON (apmakoriee,
conepxame oomme (apMakoneiHble cTaTbd W (WiM) (apMakolelHble CTAaThH, YTBEP)KICHHBIE ITOCIE
W3JIaHus WIK NIEPEeU3IaHus ToCy1apCTBEHHON (hapMaKoIeu.

5. YnonHOMOYEHHBIM (QeAepalbHbIii OpraH MCHOJHUTEILHON BJIACTH pa3MeniaeT JaHHbIE O
rocy/AapcTBEHHOU (hapmakoree U MPUIOKEHUAX K Hell Ha cBoeM OQUIMalIbHOM caiite B cetu "UHTepHeT" B
YCTaHOBJICHHOM UM TOPSAKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

Cratba 8. JluueH3upoBaHMe nNpPOU3BOACTBA  JIeKapCTBEHHbIX CpeaAcTB W
cdrapmMaLeBTUYECKON AeATENbLHOCTHU

1. JluueHsupoBaHHE NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB M (papManeBTUUECKON NeATeIbHOCTH
OCYILECTBIISICTCS B COOTBETCTBUU C 3aKOHOaTeIbcTBOM Poccuiickoit denepanun.

2. OO0s3aTenbLHBIM YCIOBUEM IIPEAOCTABIICHHA JIUICH3WMHW Ha IPOU3BOACTBO JICKAPCTBCHHBIX CPEACTB
SABJICTCS MPUIIOKCHUC K 3asBJICHUIO COUCKATCIA JIMICH3UN NICPEUYHA JICKAPCTBCHHBIX (I)OpM n (I/IJ'II/I) BHUI0B
(I)apMaLIeBTI/I‘-IeCKI/IX Cy6CT2lHLIPII>i, KOTOPLIC TPOU3BOJUTCIIb JICKAPCTBCHHLIX CPCACTB HAMCPCH IMTPONU3BOAUTD.

3. B cmyuae HEoOXOOUMOCTH PACIIMPEHHS MPOHU3BOJCTBA JICKAPCTBEHHBIX CPEACTB 32 CUET HOBBIX
JICKApCTBEHHBIX ()OPM W BHIOB (DapMarieBTHUCCKHX CYyOCTaHIIUH MPOU3BOIUTEINb JIEKAPCTBEHHBIX CPEICTB
JIOJKEH TIOJTYYUTh HOBYIO JIMIIEH3UIO HA TPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

Cratbsa 9. NlocynapcTBeHHbIN KOHTponb (Haa3op) B ccepe obOpalleHuUst nekapCcTBEeHHbIX
cpencrts
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

1. TocymapcTBeHHBI KOHTPOIb (HAA30p) B cdepe obOpalleHUs JTEKAPCTBEHHBIX CPEACTB BKIIOYACT B
ceost:

1) nuUEeH3WOHHBIM KOHTPOJb B cdepe MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(bapManeBTUUECKON EATEIIbHOCTH;

2) denepanbHbIi rocy1apcTBEHHBIN HA30p B chepe 0OpalleHus JIeKapCTBEHHBIX CPEJICTB;

3) BBIOOPOYHBIM KOHTPOJIb KaUueCTBa JICKApCTBEHHBIX CPECTB.
(n. 3 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

2. JluneH3WOHHBIH KOHTPOJIh B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPeACTB W B cdepe
(hapManeBTHUECKOM  JIEATETLHOCTH  OCYIIECTBIISETCS  yMOJHOMOYCHHBIMH  (e/lepaibHBIM  OpPTraHOM
WCITOJIHUTEJILHON BJIACTH U OpraHaMH MCTIOJHUTEIBHOM BIacTH cyObekToB Poccuiickoit denepanyu coriiacHO
UX KOMIIETEHIIMU B TOpsAJKe, ycTaHOBICHHOM DenepalbHbIM 3akoHOM OT 26 aexabps 2008 roma N 294-D3
"O 3amure mNpaB IOPUAMYECKUX JIMII U WHJIMBUAYAIbHBIX NpPEANPUHUMATENEH TpPH OCYILIECTBICHUU
rOCYy/IapCTBEHHOTO KOHTPOJs (HaA30pa) W MYHHIMIIAJBLHOTO KOHTPOJNA", C Yy4eToM ocoOeHHOocTel
OpraHM3allii U TPOBENEHUS MPOBEPOK, yCTaHOBIEHHBIX PDenepanbHbIM 3akoHOM oT 4 mast 2011 roma N
99-®3 "O nuuEeH3MPOBAHUM OTACIIBHBIX BUJOB JACATEILHOCTH' .

3. @enepanbHblii TroCylapCTBEHHbI Hag30p B cdepe oOOpalleHusi JIEKApCTBEHHBIX CPE/ICTB
OCYILECTBIISICTCS YIIOJIHOMOYEHHBIMU (pe/iepaibHbIMM OpraHaMHU HCHOJIHMUTENBbHOM BiacTH (fajiee - OpraHbl
rOCy/JapCTBEHHOIO HAJ30pa) COIJaCHO HX KOMIIETEHLMH B TIOpsJIKE, yCTaHOBJIEHHOM IlpaBurenbcTBoM
Poccuiickoit denepanuu.

4. @enepanbHBIA TOCYIAPCTBCHHBIN HAI30p B cdepe oOpalleHus JeKapCTBEHHBIX CPEJICTB BKIIFOYACT B
ceos:

1) opraHuzanuio M NPOBEJCHHE MPOBEPOK COONIOACHHUA CyOBEKTaMH OOpalleHHs JIeKapCTBEHHBIX
CPEICTB yCTaHOBJIEHHBIX HacTosuM denepanbHbIM 3aKOHOM U HPUHATHIMH B COOTBETCTBUU C HUM HMHBIMHU
HOpPMaTHUBHBIMU IIPaBOBBIMU akTaMmu Poccuiickoit deneparnuu TpeOGOBaHUHM K TOKIMHUYECKUM HCCIIeIOBAaHUAM
JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKHUM HCCICAOBAHUAM JICKAPCTBCHHLIX IIpCIapaToB, XpaHCHMUIO,
repeBo3ke, BBO3y B Poccuiickyro denepanuro, OTIMyCKy, peain3aliy JIEKapCTBEHHBIX CPEJCTB, IPUMEHEHUIO
JICKAPCTBCHHBIX npemnaparTos, YHHUYTOXKCHUIO JICKAPCTBCHHBIX CpeacTB, a TaK¥XE CO6J'IIO)I€HI/I${
YIOJIHOMOYEHHBIMU OpraHaMHM HCIOJHUTENbHON BiacTH cyOBbekTOB Poccuiickoit ®enepauuu MeTOAUKU
YCTAQHOBJICHHS MPEEIIbHBIX pa3MEpOB OINTOBBIX Ha/J0aBOK M MPEIENbHBIX pa3MepOB PO3HUYHBIX HaJA0aBOK K
(aKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOM3BOJUTEISAMH JIEKAPCTBEHHBIX IpenapaToB, Ha
JICKAPCTBCHHBIC NpCHapaTrbl, BKIKYCHHBIC B IICPCUCHbL JKMU3HCHHO HCO6XOI{I/IMBIX A BaXXHEHUIINX
JIEKapCTBEHHBIX MPENapaToB (Jajee - 00s3aTeIbHbIe TPEOOBAHUS);

2) OpraHM3alyio W TMPOBEJCHHUE MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOMISIIMXCS B
rpaXkIaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUSIM K UX Ka4EeCTBY;

3) opranuzanuio u nposeneHue papMakoHaI30pa;
4) mpUMEHEHHE B TOpSIKE, YCTAHOBIEHHOM 3aKOHOAATENhCTBOM Poccuiickoit denepanuu, mMep 1o

IIPECEUEHUIO BBISBJICHHBIX HApYLIEHUI 00s3aTENIbHBIX TPEOOBAHUN U (WJIM) YCTPAHEHUIO MOCIEICTBUN TaKUX
HapyIIEHUH, B TOM YHCJIe IPUHITHAE PEIICHUS O HaX0XKICHUH JICKApPCTBEHHBIX CPEJCTB B 0OpAIeHUH, BbIIATy
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

OpeAnucaHnii 00 yCTpaHEHUM BBISBICHHBIX HApYLIEHWH O0s3aTeNbHBIX TpeOOBaHMN M TPHUBICYEHUE K
OTBETCTBEHHOCTH JIUI], COBEPIIMBLINX TaKUE HAPYIIECHUS.
(dactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @enepanbHBII TOCYNAapCTBEHHBI Ham30p B cdepe OOpalieHus JIEKAPCTBEHHBIX CPEJICTB
OCYIIIECTBIISIETCS B TIOPsZIKE, ycTaHOBICHHOM DenepanbHbiM 3akoHOM OT 26 nexadps 2008 roga N 294-d3 "O
3alIMTe IMpaB  IOPUAMYECKUX JIMLL M HMHAMBUIYaJbHBIX IpeIIpUHUMATENeH IpH  OCYLIECTBICHUU
rOCYJapCTBEHHOTO KOHTpOJIi (Hajg30opa) W MYHHIMIAIBHOTO KOHTPOJSA", C Yy4eTOM OCOOEHHOCTEM,
YCTaHOBJIEHHBIX HacTOsALIEW cTarbel. [IpeaBapurenbHOE COrlacOBaHME C OpraHaMM NPOKYpPaTyphbl CPOKOB
IIPOBEJICHUS] BHEIJIAHOBOM IPOBEPKH CYOBEKTOB OOpallleHusl JIEKApCTBEHHBIX CPEJICTB, a TaKKe
MIPEeIBAPUTENILHOE YBEAOMJICHHE IOPUAMYECKUX JIUI, WHIAUBUAYAIbHBIX MpeIlpUHUMATENICH O Havaie
MIPOBEJIEHUS 3TOM MpoBepku He TpeOyeTcs. OpraHbl IPOKYpaTyphl U3BEIIAIOTCS O MPOBEICHUU BHETJIAHOBOM
IPOBEPKHU CyOBEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPEACTB IOCPEACTBOM HAIPABICHHUS COOTBETCTBYIOLIMX
JIOKYMEHTOB B TE€UEHHE TpeX padouyux AHEH C MOMEHTa OKOHYAHMs INPOBEJCHUS yKa3aHHON BHEIIAHOBOU
IIPOBEPKHU.

(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JloKHOCTHBIE JIMIIAa OpraHa TOCYJapCTBEHHOIO Haa30pa B TOPSAIKE, YCTAaHOBJICHHOM
3aKOHOJaTeNnbCcTBOM Poccuiickoit denepannu, UMEIOT MPaBo:

1) mojiydaTb Ha OCHOBaHHMHM MOTHBHUPOBAHHBIX ITHCBMCHHBIX 3aIllpOCOB OT CY6"beKTOB 06pameHI/1>1
JICKAPCTBCHHBIX CPEACTB, OPraHOB HUCIIOJTHUTEILHOM BJIACTH CY6T>CKTOB Poccuiickoit (Deﬂepaum/l H OpraHOB
MCCTHOI'O CaMOYIIPABJICHUA NOKYMCHTHI 1 I/IH(bOpMaLII/IIO 110 BOIIpoCamM O6paH_[€HI/IH JICKApCTBCHHBIX CPCIACTB,

2) OecrnpenaTCTBEHHO IO MPEIbSIBICHUH CIYKEOHOrO yJOCTOBEpEHHS M KOMWU IpUKasa
(pacnopsbkeHus) OpraHa roCyJapCTBEHHOIO HaA30pa O HAa3HAYCHWM IPOBEPKH IOCEIATh HCIIOJIb3YyEMbIE
IOPUANYECKUMH JIUIIAMH, UHAUBUIYAIbHBIMH MPEANPUHUMATENSIMH, SBISIOMIMMUCS CyObeKTaMu oOpallieHus
JIEKapCTBEHHBIX CPEJCTB, MPHU OCYILECTBIEHHUH CBOEH NEATENbHOCTH TEPPUTOPUH, 3/1aHHs, NOMEIIEHUs U
COOPY’KEHHs B LIEJIAX MPOBEJCHUS MEPONPUATHIA IO KOHTPOJIIO;

3) mpoBoauTh OTOOp OOpa3LOB JIEKAPCTBEHHBIX CPEACTB, MpEIHA3HAUYEHHBIX Ui pean3alud U
peanu3yeMbIX CyObeKTaMu OoOpalleHHs JIEKapCTBEHHBIX CPEICTB, JJISi MPOBEPKU MX KAadeCTBa, NMPOBEIACHUS
WCCIIEIOBaHUM, MCHBITAHUN B COOTBETCTBHUM C TMpaBWiIaMH oTOOpa 00pasloB, YCTaHOBJIECHHBIMU
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOM BIIACTH;

4) BbImaBaTh CyObeKTaM OOpalleHHs JICKAapCTBEHHBIX CPEACTB MPEANUCAHUS O NPEKpaIleHUH
HapyIIeHUH OO03aTeNbHBIX TPeOOBaHWH M 00 YCTPaHEHWW BBIABICHHBIX HAPYIICHUH O00s3aTeNbHBIX
TpeOoBaHuii;

5) HampaBiATh B YHNOJHOMOYEHHBIE OpraHbl MaTepHalibl, CBA3aHHBIC C HAPYIICHHSIMHU 00S3aTelIbHBIX
TpeOOBaHUil, sl pEIIeHNs BOIPOCOB O BO30YXAEHUU YTOJIOBHBIX /€] [0 IPU3HAKAM IPECTyIIEHUH.

7. BBI60pO'—IHBII>i KOHTPOJIb Kadye€CTBa JICKAPCTBCHHLIX CPCACTB OCYHICCTBIACTCA YIIOJHOMOYCHHBIM
(beﬂepaanHM OpraHom HCIIOJIHUTENLHOM BJIACTH B YCTaHOBJICHHOM UM IIOPAAKE W BKIIFOYACT B cebs:

1) o0paboTky cBeneHUil, B 00s3aTeNIbHOM TOPSAAKE MPEIOCTABIAEMBIX CYObEKTaMH OOpaIeHHUs
JIEKapCTBEHHBIX CPECTB, O CEPUSX, MAPTUAX JEKAPCTBEHHBIX CPEACTB, MOCTYMAIONINX B TPAXKAAHCKUN 000pOT
B Poccuiickoit @enepanuu;
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2) oTOOp 00pa31OB JIEKAPCTBEHHBIX CPEACTB Y CyOBEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPEACTB B LIEIAX
MIPOBE/ICHUS UCTIIBITAHUN HA WX COOTBETCTBHE TPEOOBAaHUAM HOPMATHBHOM JOKYMEHTAIIMH MJIM HOPMATHUBHBIX
JIOKYMEHTOB;

3) mpuHATHE MO pe3yJbTaTaM MPOBEACHHBIX MCIBITAHUM pEIIeHHs O JaJbHEHIIEM TI'pakJaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO CPE/ICTBA;

4) npUHATHE YIIOJHOMOYCHHBIM (eZIepaIbHBIM OPTaHOM MCTIOJHUTEILHOW BIACTH PEIICHUS O MEPEBOIC
JIEKapCTBEHHOTO CPEJCTBA HA IMOCEPUNHBIM BBHIOOPOYHBI KOHTPOJIb KauecTBa JIEKAPCTBEHHBIX CPEICTB B
ClIyya€ TOBTOPHOIO BBISIBIICHHSI HECOOTBETCTBHMSI KayeCTBa JIEKAPCTBEHHOI'O CPEACTBA YCTAHOBIIEHHBIM
TpeboBaHUAM U (TIpH HEOOXOAMMOCTH) O MPOBEPKE CyOBEKTa 0OpalleHus IEKAPCTBEHHBIX CPECTB. Pacxosl,
CBSI3aHHBIE C TPOBEACHUEM TOCEPUUHOTO BHIOOPOYHOTO KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJICTB,
OTUTAYMBAIOTCS  MPOW3BOJUTEIIEM JICKAPCTBEHHOTO CpEACTBA JHMOO Jep)kKaTrelieM WIW  BIIJIEIbIEM
PErUCTPAIIMOHHOTO YA0CTOBEPEHUS JICKAPCTBEHHOTO IIpenapara.

(uacts 7 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, OOKINTMHUYECKWUE UCCITIEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCINEOOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB A4 BETEPUHAPHOIO NPUMEHEHUA

Cratbs 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka JeKapCTBEHHBIX CPEIICTB BKIIOYACT B c€0sl TIOUCK HOBBIX (hapMaKOJOTUYECKH aKTHBHBIX
BEIIIECTB, MOCIEAYIONIee N3yUYeHUE MX JICKAPCTBEHHBIX CBOWCTB, JOKIMHUYCCKUE HCCIICIOBAHUS, pa3padboTKy
TEXHOJIOTHH TPOU3BOJCTBA (PapMaleBTUYECKUX CyOCTaHIUMA, pa3padOTKy COCTAaBOB W TEXHOJOTHUM
TIPOM3BOJICTBA JICKAPCTBEHHBIX MPENapaToB.

2. ®uHaHCOBOE OOecieueHNe pa3padOTKH JIGKAPCTBEHHBIX CPEJICTB OCYIIECTBISCTCS 3a CUET:

1) cpencTs deaepanbHOrO OOIKETA;

2) cpencTB pa3pabOTUYUKOB JICKAPCTBEHHBIX CPEICTB;

3) cpencTB MpOM3BOAUTENIEH JIEKAPCTBEHHBIX CPEACTB IPHU BBIOJIHECHUH HAYyYHO-HCCIIEI0BATEIbCKUX
paboT IO JOTOBOPY MEXKIy Pa3pabOTIYUKOM JICKAPCTBEHHBIX CPEJCTB W IPOHM3BOJIHUTEICM JICKApCTBEHHBIX
CpPE/CTB;

4) MHBIX HE 3aNpeIleHHBIX 3aKOHOIATeIbCTBOM Poccuiickoit deepanny HCTOUHUKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKHUM 3aKOHOAATCIBCTBOM.

Cratbsa 11. [oknuHMYeckoe uUccrnefoBaHMe JIeKapCTBEHHOro cpeacresa  Ans
MeAULMHCKOro npuMeHeHus

1. I[OKJ'II/IHI/I‘IGCKoe HUCCIICAOBAHUEC JICKAPCTBCHHOI'O CpEACTBa UL MCAUINHUHCKOIO IIPUMCHCHUS
OpoOBOAUTCA MYTEM HNPUMCHCHHA HAYYHBIX MCTOJOB OICHOK B MCIAX TMOJYUYCHHUSA JOKa3aTCJILCTB

0€301acHOCTH, KauecTBa U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA.

2. I[OKJ'H/IHI/ILIGCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'0 CpeaACTBa MII MCAUIHUHCKOI0 IIPUMCHCHUA
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NPOBOJUTCA B COOTBETCTBHM C MpaBWIAMH HaJUIekalled J1a0opaTopHOW MNpPaKTHKH, YTBEPXKIECHHBIMU
YIOJIHOMOYEHHBIM (he/iepalibHBIM OPraHOM HCTIOJIHUTENIBHON BIIACTH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Jlnst opraHM3aliiy W TPOBEAEHHS OKIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
MEIUITMHCKOI'O IIPUMCECHCHUA p33pa60T‘-H/IKI/I JICKApCTBCHHBIX Cp€aAcCTB MOTYT IMPUBJICKATDb
HAay4HO-HMCCIIE0BATEIbCKAE OpraHW3aliy, o0pa30BaTelbHBIE OPraHW3allMM  BBICHIETO 00pa30BaHMA,
UMEIOIIME HEOOXOOMMYI0 MAaTepUaIbHO-TEXHUYECKYl0 0a3y W KBaTM(UIMPOBAHHBIX CHEIUAIUCTOB B
COOTBETCTBYIOIIEH 006J1aCTH HCCIIeI0BaHMUS.

(B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. JIOKIMHUYECKOE HCCIEeI0BaHUE JIEKAPCTBEHHOIO CpeACTBa Ui MEAMLMHCKOIO TMPUMEHEHUS
MIPOBOJIUTCS IO YTBEPHKAECHHOMY DPa3paOOTUYMKOM JIEKAPCTBEHHOIO CPECTBA IUIAHYy C BEJAEHUEM IPOTOKOJIA
9TOr0 MCCJIEJOBAHUSA U COCTABIEHUEM OTYETa, B KOTOPOM COJAEP)KATCsS Pe3yJbTaThl 3TOr0 HUCCIEIOBAHUS U
3aKJIIOYEHHE O BO3MOXHOCTHM IPOBEAEHUS KIMHUYECKOTO MHCCIIEOBAaHUS JIEKapCTBEHHOIO MpenapaTa Jis
MEIUIIMHCKOTO IPUMEHEHMSL.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TPABUI HAJUICkKAIICH JIa0OpaTOPHOW MPAKTUKH U IMPABOBBIX
HOPM HCITOJIb30BAHUS JKUBOTHBIX TIPU MPOBEICHUU JOKINHUYICCKIX HCCIICIOBAHUH JICKAPCTBEHHBIX CPEJICTB
JUISS  MEIUIUHCKOTO  TPUMEHEHHWS  OCYIICCTBIIACTCS  YIOJHOMOYCHHBIM  (eficpaTbHBIM  OPTaHOM
HCIIOJIHUTENIFHOM BIIACTH.

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

6. Pe3ynpraTel JOKIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOIO CPEACTBA ISl MEIUIMHCKOIO
MPUMEHEHHUS MOTYT OBITh MPEACTABICHBI B YIIOJTHOMOUYEHHBIH (pefepanbHblii OpraH UCIOTHUTEIBHON BIacTH
B YCTaHOBJICHHOM ITOPSIAKE B LEJAX IOCYIapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara.

Cratba 12. [loknuHu4yeckoe uccriefqoBaHue NeKapCTBEHHOro cpeacTBa U KIMHU4YecKoe
uccnegoBaHue NeKapcTBEHHOro npenapara Ansi BeTepuHapHoro npumMeHeHus

1. JIoKIMHHMYECKOE UCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M BETEPHUHAPHOIO IPUMEHEHUs
MPOBOAMUTCS IyTEM MPUMEHEHHS HAay4YHbIX METOAOB OLEHOK B LEIAX MOJY4YeHHs] J0Ka3aTelbCTB
0€e30I1acHOCTH, KauecTBa U 3(Q(EKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA, B TOM UYHUCIIE ONPEAETICHUs CPOKa €ro
BBIBEJICHUSI W3 OpraHM3Ma >KHMBOTHOIO, B LEIsIX oOecrneyeHus Oe30MacHOCTH MNPOAYKLUU >KUBOTHOTO
IPOMCXOXKIECHUS MOCIIe IPUMEHEHUSI COOTBETCTBYIOLIETO JEKAapCTBEHHOTO Mpernapara.

2. JIOKJIMHHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO CpEACTBA M KIMHUYECKOE HCCIIEI0BAHUE
JEKapCTBEHHOTO Iperapara [Uis BETEPUHAPHOTO TMPUMEHEHUs, UCCIeI0BaHHEe OHWO3IKBHBAJICHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOTO IIpernapaTa MpPOBOJATCS B COOTBETCTBHUM C IPaBUJIAMH, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

3. JIOKIMHMYECKOE HCCIIEJOBaHUE JICKAPCTBEHHOI'O CpEACTBA M KIMHMYECKOE HCCIIeI0BaHUE
JEKapCTBEHHOTO0 Iperapara Juid BETEPUHAPHOIO MPHUMEHEHHUs MPOBOJATCS MO  YTBEP)KICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOTO CpEJCTBA IUIaHy C BEACHHUEM IPOTOKOJOB OTHUX HCCIEAOBAaHUNA U
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTAThl ATUX UCCIICJOBAHUM.

4. Jlng opraHu3allMd ¥ TPOBENEHUS JOKIMHUYECKOIO HCCIEIOBAHUS JIEKApCTBEHHOTO CPEACTBAa U
KJIIMHUYECKOTO HCCIIEeIOBaHMs JIEKAPCTBEHHOrO IpernapaTa Ul BETEpUHAPHOIO MPUMEHEHHUs pa3paboTyuK
JIEKapCTBEHHOT'O CpeAcTBa  MOXET  IIPHUBJICKATbh OpraHu3aiui, UMeIIe  HEOOXOIUMYIO
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MaTCpHUAIIbHO-TCXHUYCCKYIO 68.3y n I(BaJ'II/I(I)I/II_II/IpOBaHHLIX CIICouaJInucCTOB B COOTBeTCTBYIOLHeﬁ obnactu
HNCCIICAOBAaHU.

5. KiumHuyeckue UCCIEeNOBaHMs JICKAPCTBEHHBIX IIPENApaToB Ui BETEPUHAPHOIO IPUMEHEHUs
MPOBOJAATCS B BETEPUHAPHBIX OpraHM3alMsAX M B OpraHU3alMsX, OCYIIECTBISIOIIMX pa3BelICHHUE,
BBIpAIMBAaHUE U COJICPKAHUE )KUBOTHBIX, B LEJISIX:

1) YCTAHOBJICHH: IIEPEHOCUMOCTH JICKAPCTBCHHBIX ITPEIIapaToB 3J0POBBIMHA )KMBOTHBIMMU,

2) nmoa0opa ONTUMAbHBIX JTO3UPOBOK JIEKAPCTBEHHBIX MpEnapaToB M Kypca JeUeHHUs Ha KOHKPETHOM
IpyTMIie >KUBOTHBIX C ONPECICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHs 0€30MacHOCTH M 3(PPEKTUBHOCTH JICKAPCTBEHHOTO penapaTa, npeIHa3HaueHHOro Jis
JICYSHHST ONpEICTCHHBIX 3a00JeBaHUN KUBOTHBIX, WIH 3()()EKTUBHOCTH JIEKAPCTBEHHOTO IIperapara JJis
npodunakTuku 3a00JIeBaHNN 3J0POBBIX KUBOTHBIX;

4) wu3ydyeHHs BO3MOXXHOCTEH pacIIMpeHHUs T[OKa3aHU K TNPUMEHEHHIO 3aperUCTPUPOBAHHOTO
JIEKapCTBEHHOTO Tperapara 1 BhISIBICHUS PaHEEe HEU3BECTHBIX MOOOYHBIX JEHCTBHIA.

6. Kiouamueckoe HUCCIICAOBAHUC JICKAPCTBCHHOT'O IIpfliapaTa JIA BCTCPHUHAPHOIO MIPHUMCHCHUA
OCYHICCTBIIACTCA 3a CHCT CPCACTB pa3pa60TqI/H<a JICKAPCTBCHHOI'O CpCACTBA.

7. OTueTnl O pe3yJibTaTax JOKIMHUYCCKOIO MCCICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA U KIMHHUYECCKOTO
HUCCIICA0BAaHUA JICKAPCTBCHHOT'O IIpCIiapaTta AJId BETCPHUHAPHOI'O IMPUMCHCHUA COCTABJISAIOTCA pa3pa60TqI/IKOM
JICKAPCTBECHHOI'O CpE€ACTBA C YUCTOM 3aKJTIFOYCHUM OpFaHI/I3aHI/II71, IMPUHUMABIIUX Y4YdCTHC B OpPraHu3allvid H
IMPOBCACHNUHU 3TUX HCCIICIOBAHUI.

8. KoHTpomb 3a MpoBeEHNEM JOKIMHUYECKUX UCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX
HCCIENOBAaHUN  JIEKAPCTBEHHBIX  IIpenaparoB Ul  BETEPUHAPHOIO  IIPUMEHEHHs  OCYIIECTBISETCA
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIIACTH.

Maea 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHON PETUCTPALIUMA
NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. locygapcTBeHHas perucrpauuvsa nekapcTBeHHbIX nNpenapaTos
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickoit @enepannn JOMyCKarOTCs POM3BOJICTBO, U3TOTOBIIEHUE, XPAHEHHE, IEPEBO3KA, BBO3 B
Poccuiickyro @enepaunto, BbiBO3 U3 Poccuiickont @enepauuu, pekiiama, OTIYCK, peanu3anus, Iepenava,
MIPUMEHEHNE, YHUUTOXKECHHUE JIEKAPCTBEHHBIX MPENaparoB, €CIM OHHM 3apErHCTPUPOBAHBI COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

(uactp 1 B pen. @enepanbHoro 3akoHa oT 13.07.2015 N 241-D3)

2. T'ocytapCTBEHHOM perucTparnuu moJuiexar:

1) Bce nekapCTBEHHBIC IIpemaparhl, BIEPBBIC IOJJICKANIME BBOAY B oOpameHue B Poccuiickoii
denepauny;

2) I5ekapCTBEHHBbIE TIpemnapaThl, 3aperuCTpPUPOBAHHbIC paHee, HO IPOU3BEJACHHbIE B JAPYTUX
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JICKAPCTBCHHBIX cbopMax B COOTBCTCTBHM C IICPCUHCM HanMEHOBaHMH JICKApCTBCHHBIX q)OpM, B HOBOH
JO3UPOBKE IIPU JOKA3ATCIBCTBC €C KJIMHAYECKON 3HAYMMOCTH U B(I)CPGKTI/IBHOCTI/I;

3) HOBBbIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHEEe JIEKAPCTBEHHBIX MPEMApPaToB.

3. T'ocynmapcTBeHHass perucTpanusi JIEKapCTBEHHBIX IPENapaToB OCYILECTBIIAETCS IO pe3yJsbTaTaM
9KCIIEPTHU3bl JIEKAPCTBEHHBIX CpPEICTB, a TOCYJapCTBEHHAsl perucTpaunus Op(aHHBIX JEKapCTBEHHBIX
IpenapaToB OCYILECTBIISAETCS MO pe3ysbTaTaM KCIEPTU3bl JOKYMEHTOB, IPEACTABICHHBIX Ul ONpEIeICHUs]
BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIH Mpemapar s MEIUIMHCKOTO MNpPUMEHEHHs IpHU
OCYILIECTBIICHUH TOCYJapCTBEHHOH perucTpanyuy B KadyecTBe Op(aHHOIO JIEKApCTBEHHOrO Mpemnapata, U I0
pe3ysbTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. TocynapcTBeHHass perucTpanusi JEKapCTBEHHOIO IpenapaTa OCYLIECTBISETCS COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (pe/iepalibHbIM OpPraHoOM HCIIOJIHUTEIBHOW BJIAacTHM B CPOK, HE MPEBBINIAIONIMIA CTa
HIECTUECATH pPA0OUYMX JHEH €O JHA NPUHATHS COOTBETCTBYIOILEIO 3asiBICHUS O TIOCYJapCTBEHHON
perucTpanuy JIEKapCTBEHHOIro IMpernapara. B yka3zaHHBIH CpPOK BKJIIOYaeTcs BpeMs, HEoOXoaumoe IJis
IIOBTOPHOTO IIPOBEJEHUS SKCIIEPTHU3BI JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUHU CO CTAaThel 25 HACTOSAIIETO
®DenepanbHOro 3akoHa. Cpok roCyJapCTBEHHOM PETMCTpalMM JIEKApCTBEHHOIO IIpernapara UCUUCISETCS CO
THSI TIPUHATHS COOTBETCTBYIOIIMM YITOJTHOMOUYEHHBIM (elepaJbHBIM OpPTraHOM HCIIOJHUTENBHOW BIACTH
COOTBETCTBYIOLIETO  3asBJIECHUS O TOCYAAPCTBEHHOM pETrUCTpalM JICKapCTBEHHOrO Ipemapara C
NPUIOKEHUEM HEOOXOAMMBIX JOKYMEHTOB II0 JI€Hb BbIAYM PETHMCTPALIMOHHOTO  YAOCTOBEPEHUS
JIeKapCTBEHHOT0 Ipemnapata. Bpems, HeoO0Xxoaumoe [Ulis HaNpaBieHUs YIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM MCIIOJHHUTEIBHOM BJIACTH 3ampoca O MPEJCTaBICHUHM HEOOXOAMMBIX MAaTepHalioB M MPEICTaBICHUSI
3asiBUTEJIEM OTBETa Ha JaHHBIN 3allpOC B COOTBETCTBHMHU CO cTaThsiMu 16, 19 u 23 Hacrosuero denepaibHOro
3aKOHA, HE YYUTHIBAETCS MPU UCUUCIECHUH CPOKa rOCYAapCTBEHHOM PErnCTpalluy JIEKapCTBEHHOTO Mpernapara.

5. T'ocynapCTBEHHOM perucTpainuy He MOAJIeKAT:

1) JexapCTBEHHBIE TperapaThl, HW3TOTOBJICHHBIC AaNTEYHBIMH OPTraHU3AIUsAMU, BETEPUHAPHBIMU
alTeYHBIMU OPTraHU3ALUAMH, WHIWBUAYAIbHBIMU NPEANPUHUMATEISIMU, KOTOPHIE HMEKOT JIMLIEH3UI Ha
(hapMareBTHUECKYIO0 JIeATEIbHOCTh, IO peleNnTaM Ha JIeKapCTBEHHBbIE TMpenapaTthl U TpeOOBaHUSIM
MEIMIMHCKUX OPraHU3alNii, BETEPUHAPHBIX OpraHU3aLNIi;

2) nmexkapCTBEHHBIE Tperaparhl, IpHOOpeTeHHbIE (DM3MUSCKUMH JUIIAMH 3a Tpenenamu Poccuiickoit
®denepalvy U NpeIHA3HAYCHHBIE I IUYHOTO UCTOJIb30BAHMUS;

3) nekapcTBeHHbIE Mpemnaparbl, BBo3uMble B Poccuiickyro denepauuio i oka3zaHus MEIULIUHCKON
MOMOIIM MO >XU3HEHHBIM TMOKA3aHUSM KOHKPETHOTO MAallMeHTa Ha OCHOBAHWHU pa3pelIieHHs, BbIIaHHOTO
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCIIOJIHUTEIBHOMN BIIACTH;

4) nekapcTBEHHbIE CpeacTBa, BBO3UMbie B Poccuiickyro denepanuio Ha OCHOBAaHUM BBIAAHHOTO
YIOJIHOMOYEHHBIM (he/IlepaIbHBIM OPTaHOM HCTIOJHUTEIHHOM BIACTH Pa3pelICHUs W NpeIHa3HAYCHHBIC IJIS
MPOBEACHUS KIMHUYECKUX HCCIEOBAaHUN JICKAPCTBEHHBIX TMpENapaToB W (WIHM) MPOBEICHHUS SKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB VISl OCYIIECTBICHUS TOCYIAPCTBEHHON PErUCTPALlUU JIEKAPCTBEHHBIX IIPENapaToB;

5) dbapmatieBTHUECKHE CYOCTaHIINH;

6) paI[I/IO(I)apMaI_[eBTI/FICCKI/Ie JICKAPCTBCHHBIC TIpCrapaTrbl, HU3rOTOBJICHHLIC HCIIOCPCACTBCHHO B
MCIUIIMHCKUX OpraHu3anudax B TIOPAAKEC, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM q)e;[epaanHM OopraHomMm

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 21 13 116
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

UCTIOTHUTENbHO BIIACTH;
7) nekapCTBEHHBIE MpemapaThl, IPOU3BOAUMBIE TSl IKCTIOPTA.
6. He nonyckaercs rocy1apcTBEHHasi perucTparysi:

1) nexapcTBEHHBIX NPENapaToB, OTIIMYAIOLUIUXCA IPYT OT APyra KaueCTBEHHBIM COCTABOM JEHCTBYIOIINUX
BEILIECTB, 10 OJJMHAKOBBIM TOPTOBBIM HAUMEHOBAHUEM;

2) omHOTO JIEKapCTBEHHOTO Npemnapara, HpPEACTaBICHHOTO Ha TOCYJapCTBEHHYIO PETHCTPALMIO B
OTHOIIEHHMH OJHOTO ¥ TOTO JK€ JepXKaTels WM BIAAeiblla PETHCTPAMOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOTO Mpernapara B BUJIE JIByX U 0oJiee JeKapCTBEHHBIX MPENapaToB MO/ pa3IMyHbIMU TOPTOBBIMU
HanMMCHOBAaHUAMU.

(n. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 2JIeKTpOHHOW (QopMe Wi Ha OyMaXHOM HOCUTEJE) CyObeKTa OOpalieHus
JICKapPCTBEHHBIX CPEJICTB COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH, OCYIIECTBIISIIOLIUM TOCYAAPCTBEHHYIO PErUCTPALIMIO JIEKAPCTBEHHBIX IIPENapaToB, B YCTAHOBICHHOM
UM TIOpPSIIKE OCYILECTBISETCS HAyYHOE KOHCYJIBTHPOBAHHME IO BOIIPOCAaM, CBA3aHHBIM C IPOBEACHUEM
JNOKJIIMHUYECKUX HCCIICJOBAHUN, KIMHUYECKUX HCCIIEJOBAHUM JIEKQpCTBEHHBIX IPENapaToB, AKCIEPTU3BI
KayecTBa JICKAPCTBEHHBIX CPENCTB, 3()(HEeKTHBHOCTH M OE30MaCHOCTH, C OCYIIECTBIEHHEM TOCYAapCTBEHHOU
perucTpaly JEeKapCTBEHHbIX ImpenapaToB. KOHCYJIbTHpOBAaHUE OCYIIECTBISIETCS C MPUBJICUYEHUEM
(benepaibHBIX TOCYAAPCTBEHHBIX OIOJKETHBIX YUYPEKICHHH, MOJIBEJOMCTBEHHBIX JaHHOMY (heaepaabHOMY
OpraHy HCIIOJIHUTENIbHOW BJIACTH M HE YYACTBYIOIIMX B OpPraHU3AllMM IMPOBEACHUS HKCIEPTU3bl KayecTBa
JIEKapCTBEHHBIX CPEACTB B LIEIAX OCYILIECTBICHMSI MX TOCYJapCTBEHHOM pPErMCTpaluyd B COOTBETCTBHU CO
cratbeil 16 Hacrosmero denepanbHOro 3aKOHA, B BUJIC OTBETA B MHUCHMEHHOUW (opMe YIOTHOMOYEHHOTO
(denepaTbHOrO OpraHa HCIOJHHUTENBHON BIacTH Ha 3ampoc. Pa3smep B3UMaeMoil ¢ 3asBUTENS IUIATHI
onpesieNisieTcsi B COOTBETCTBUU C 3aKoHojarenbcTBOM Poccuiickoit ®enepanun 00 opraHu3anuu
IPEOCTAaBIEHUS! TOCYAAPCTBEHHBIX U MYHULIMINAIBHBIX yciyr. MHopmarus 00 ocyliecTBICHUH HAyYHOTO
KOHCYJIbTUPOBAHUS, B TOM YHCJE CTaTbu, O030pBI, CIOpaBOYHBbIE MaTepuanbl MU HHasg uHpopmamus 00
OCYILIECTBJICHUM HAYYHOTO KOHCYJIbTHPOBAHHUS, pa3MelaeTcss Ha O(QUIMAIbHOM CalTe YHOJIHOMOYEHHOTO
(denepaabHOrO OpraHa HCIOJHUTENBHON BiractTw B cetd "MHTepHET" ¢ COONIOJIEHUEM OTpaHHYCHUH,
YCTAaHOBJIEHHBIX 3aKOHOJATEIIbCTBOM O MEPCOHAJIBHBIX JAHHBIX, KOMMEPUECKONW M (WJIM) roCyAapCTBEHHON
TaliHe.

8. T'ocymapcTBeHHass perucTpalnys JEKapCTBEHHBIX IpEnapaToB, KOTOPblE IpeAHa3HAYEeHbl IS
NPUMEHEHUsT B YCIOBHUAX BOEHHBIX JI€HCTBMH, 4Ype3BbIYAMHBIX CHUTyalMid, NPOPHUIAKTUKHA M JICUEHUS
3a00J€BaHUN W MOPAKEHUH, IMOJyUYeHHBIX B pe3yJbTaTe BO3JEHCTBHS HEOJArONpUATHBIX XUMHUECKHUX,
OMOJIOTUYECKUX, PAJUALMOHHBIX (PAKTOpOB, W pa3paboTaHbl MO 3aJaHUI0 (eAepaTbHBIX OpPraHOB
WCTIOJTHUTEBHOW BJIACTH, YIOJHOMOYEHHBIX B 00JIaCTH OOOpPOHBI CTpaHbl M 0€30MacCHOCTH TOCYAapCTBa,
OCYIIIECTBIISICTCS B MOPSAKE, ycTaHOBIEeHHOM [IpaBuTtenscTBoM Poccuiickoit denepanuu.

Crtatbsa 14. MpUHUMNbI 3KCNEepPTU3bl NIeKapCTBEHHbIX CPeaACcTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCHCpTI/ISa JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCA HA NPUHOHUIIAX 3aKOHHOCTH, CO6J'IIOI[€HI/I$I InpaB u
CBO60,ZI YCJIOBCKA U TpaxJaHWHA, IpaB HOPpUAXYCCKOro JIMla, HE3aBUCHUMOCTHU OKCIIEpTa, O6T)€KTI/IBHOCTI/I,
BCCCTOPOHHOCTHU W II0JIHOTBI PICC.]'ICI[OBEIHPIIZ, IIPOBOAMMBIX C HCIIOJIB30BAHHEM COBPEMCHHBIX ,Z[OCTI/I)KCHI/Iﬁ
HAaYKH MW TCEXHUKH, OTBETCTBCHHOCTU (benepaanoro rocyaapCTBEHHOI'O 6I-O,Z[)KCTHOF 0 YUYpPCKIACHHUA 110
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IMPOBEACHHUIO SKCIICPTU3bI JICKAPCTBCHHBIX CPEACTB 1 SKCIICPTOB 3a MPOBCACHNUEC U KaUCCTBO 3KCIICPTU3LIL.
2. 9KCHepTI/I3a JICKApCTBCHHBIX NPCIapaToB I MCAUIHUHCKOTIO NIPUMCHCHHA BKJIHOYACT B ceOs:

1) oskcrepTu3y JOKYMEHTOB, IPEICTABICHHBIX Ul OIpPENEICHHUs BO3MOXHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIM IIpenapar Uil MEAMIMHCKOIO IIPUMEHEHHs IIPpU OCYLIECTBIEHUM TIOCYyAApCTBEHHOU
perucTpaium B KauecTse ophaHHOTO JIEKAPCTBEHHOT'O IIPErnapara;

2) OKCIICPTU3Y NPEAIONKCHHBIX METOJO0OB KOHTPOJA Kade€CTBa JICKAPCTBCHHOI'O CPEACTBA M Kade€CTBa
IMPEACTABJICHHBIX 06pa3u0B JICKApCTBCHHOT'O CPEACTBA C UCIIOJIB30BAHNEM OTUX MECTOAOB ():[anee - OKCIIEpTU3a
KaucCTBaA JICKAPCTBCHHOT' O CpC)ICTBa);

3) sKcnepTHU3y OTHOIICHHS 0XKMJAEMOW IO0JIb3bl K BO3MOXHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOIO
mpemnapara.

3. DkcmepTH3a JICKapCTBEHHBIX NPEMapaToB IS BETEPUHAPHOTO TNPUMEHEHHS BKJIIOYAeT B ceOs
JKCIIEPTU3y KadecTBa JIEKAPCTBEHHOTO CPEACTBA U OKCIEPTH3y OTHOILEHUS OXXKHUIAEMOW TMOJNb3bl K
BO3MOXKHOMY PUCKY MPUMEHEHHsI IEKAPCTBEHHOTO MIperapaTa.

Cratba 15. ®epepanbHoe rocyfapCcTBeHHOe OHMKETHOEe yuypeXxaeHue Nno npoBeneHunro
3KCnepTU3bl NIeKapCTBEHHbIX CPeaCcTB

OKkcnepTu3a JIEKapCTBEHHBIX CPEJICTB IMPOBOAMUTCS (pelepajbHbIM TOCYNapPCTBEHHBIM OOJKETHBIM
YUPEKAEHUEM COOTBETCTBYIOIIETO YIOJHOMOYEHHOIO (heiepabHOIO OpraHa MCIOJHUTEIbHON BIIACTH,
CO3JIaHHBIM JJIsi OOECTEeYeHHs MWCIOMHEHUs IIOJIHOMOYMH 3TOro (¢enepaJbHOro OpraHa Io Bbaue
paspelieHuii Ha IPOBEIEHUE KIMHUYECKUX HCCIEJOBAaHUM JIEKapCTBEHHBIX INpernaparoB U (WiIM) IO
rOCyJapCTBEHHOHN PErncTpaliy JIEKapCTBEHHBIX MPENapaToB (Jlanee - SKCIEPTHOE YUPEKICHHE).

Ctatbs 16. Opral-msau,ml npoBeneHus 3KCnepTu3bl NNeKapCTBeHHbLIX CpeacTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTu3a JIEKapCTBEHHBIX CPEICTB IPOBOAUTCS KOMUCCHEN IKCIEPTOB 3KCIEPTHOTO YUPEXKIEHUS,
Ha3HA4CHHOW €ro pyKOBOAMTENIEM, Ha OCHOBAaHMHU 3a/IaHHs HA INPOBEJICHUE DKCIIEPTU3BI JIEKAPCTBEHHOI'O
CPEJICTBA, BBIJAHHOTO YIOJHOMOYEHHBIM (eiepalbHBIM OpPraHOM HCIOJIHHUTEIbHOW BiacTH. PykoBoaurtens
9KCHEPTHOIO YUPEeKIEHUs oOeclieurBaeT HaAJIeKallee NMPOBEJEHNUE SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUM C 33JaHUEM, BbIIaHHBIM YIIOJHOMOUYEHHBIM (peJiepanbHbIM OPraHOM HCIOJIHUTENBHOM BIacTH,
U OpraHu3yeT MOATOTOBKY CBOJHOIO 3aKJIIFOYEHMS dTOM KOMHMCCHHM. B COCTaB 3TOM KOMHMCCHH IO PELICHUIO
PYKOBOJIUTENSI SKCIEPTHOTO YUYPEKICHHS MOTYT OBITh BKIIOYEHBI B KAauecTBE OKCIIEPTOB JIUIA, HE
pabotaroniyie B JAHHOM DSKCIEPTHOM YUPEXKICHHH, €CIH HMX CIeUalbHbIe 3HAHUS HEOOXOIMMBI IS
MIPOBEACHUS IKCIIEPTU3BI U TAKHUE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIIEPTHOM YUPEKICHUU.

2. DKcIepToM IO MPOBEIEHHUIO SKCIEPTH3bl JIEKAPCTBEHHBIX CPEJICTB SIBJISETCS AaTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YYPEXKACHUSA, KOTOPbI HUMEEeT BhICIIEE MEIUIIMHCKOe, (apMaleBTH4YecKoe,
OHMOJIOTMYecKoe, BETEPHHAPHOE WM XUMHUYECKOE O0O0pa3oBaHHWE W TMPOBOJIUT IKCIEPTH3Y JIEKAPCTBEHHBIX
CPEIICTB B TIOPSAKE UCTIOTHEHHS CBOMX JOJIKHOCTHBIX 00s3aHHOCTEH (J1aliee - SKCIepT).

3. [Ipu npoBeeHUH SKCTIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB IKCIEPT HE MOXKET HaXOJUTHCS B KAKOW-I1H00
3aBUCHMOCTH OT JIMLIA, HA3HAYUBIIETO ATY SKCIEPTU3Y, pa3pad0TUNKa JEKaPCTBEHHOI'O CPEICTBA WU JPYTHX
3aMHTEPECOBAHHBIX B PE3YJIbTATAX IKCIEPTU3HI JIUII.
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4. Ilpu mpoBeACHUHU SKCIEPTU3bI JEKAPCTBEHHBIX CPEJICTB HE JOIMyCKAaeTCs MCTPeOOBaTh y 3asBUTEINS
a00 MHBIX JIMII MaTepuaibl, HEOOXOOUMbIC AJIS MPOBEACHUS HKCHEepTH3bl. B ciyyae HeqOCTAaTOYHOCTH
MPEACTABICHHBIX YKCIIEPTY MATEPUAIIOB I Ja4y 3aKJIFOYEHUS IKCIIEPT CTABUT BOIIPOC O IIPEACTABICHUH EMY
HEOOXOIUMBIX MaTepUajoB IMepel PYKOBOAUTEIEM OSKCIEPTHOIO YUYPEKIEHHs, KOTOpbIH oOpaluaercs ¢
COOTBETCTBYIOIIIMM 3allpOCOM B YIIOJIHOMOYEHHBIN (hefiepaabHblii OpraH UCHOIHUTENBbHOM BIACTH, BbIIaBIIUI
3aJJaHMe€ Ha IPOBEJICHHE SKCIEPTU3bl JIEKAPCTBEHHOTO CPEIACTBA. YKa3aHHBIM (QenepaiabHbIl Oprax
UCIIOJIHUTENIHOW BJIACTH B TeYeHHE MATH pabouyux JHEH co OHS MOCTYIUIEHHS 3amnpoca PyKOBOIUTENS
9KCHEPTHOTO YUYPEXKJEHHUsI HANpaBisieT 3asBUTENIO0 3allpoCc O TMPEACTaBICHUM HEOOXOAMMBIX MaTepHasoB.
JlaHHBII 3a1IPOC MOKET OBIThH MEpeJaH yIOJIHOMOYEHHOMY MPEICTABUTENIO 3aBUTEINS JIMYHO MO/ PACIHUCKY,
HaIpaBJIEH O MOYTE 3aKa3HbIM MHCbMOM WM NEPEaH B 3JIEKTPOHHOU (popme Mo TeIeKOMMYHHUKALXOHHBIM
KaHaJlaM CBsI3M. B ciydae HampaBieHUs JaHHOTO 3ampoca IO IOYTe 3aKa3HbIM MHCbMOM OH CUHTAETCA
IIOJIyYEHHBIM 10 UCTEYCHUH IECTH JHEH C JaThl HAIPABICHUS 3aKa3HOIO IIUChMa.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asgBuTenb o00sf3aH NPEJCTaBUTh OTBET Ha 3alpOC YIOJHOMOUYEHHOIo (heaepaibHOrO OpraHa
WCTIOJHUTEJILHOW BJACTH B CPOK, HE NPEBBIIAIOIIMN JeBAHOCTA pabouuX MHEW CO JHS €ro MOJYYCHHS.
YnoiaHOMOYeHHBIH (efepabHBId OpraH HCIIOJHUTENFHOW BJIACTH, BBLIABIIMKA 3aJaHHE Ha TPOBEICHHE
9KCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA, B T€UEHHE MATH pabouux JHEH cO JHS MOCTYIUIEHUS OT 3asBUTENs
OTBETA Ha JAaHHBIN 3aIIPOC HANPABJISIET TAKOM OTBET B HKCIEPTHOE yUpexkAeHue. B ciydae HenpencraBieHus
[0 HUCTEYCHMM JEBSIHOCTa padouux JHEW 3asBUTENEM OTBETa Ha JaHHBIM 3arpoc YMOJHOMOYEHHBIN
(benepanbHBIi  OpraH HWCIOJHUTEIBHOW BJIACTH, BBIJABIIMKA 33/JlaHUE HA TPOBEJCHHUE DSKCIEPTU3HI
JIEKapCTBEHHOI'O CpEJACTBA, B TEUEHUE IATU pabouyMx JHEW HampaBiIseT B OKCIEPTHOE YUPEKIACHUE
YBEAOMIJICHHE O HENPEACTABICHUU 3asiBHUTEIEM OTBETAa HA 3alpoC YKa3aHHOro opraHa. Bpemsa co nHs
HaIpaBJIEHUs 3aIpoca HKCIEPTHOTO YUPEXKACHUS B YIOJTHOMOYEHHBIN (heepaabHblii OpraH HUCIOIHUTEIbHON
BJIACTH JO JHS IOJIyYEHHs DOKCIEPTHBIM YYPEXKIECHHEM OTBETa Ha 3alpoc WIM YBEAOMIICHHA O
HENPEJCTABICHUN OTBETA HA 3alpOC HE YUYUTHIBAECTCS IPU HMCUUCICHMHM CpOKa IPOBEICHMS SKCIEPTU3bI
JIEKapCTBEHHOI'O CPECTBA.

(uactsp 4.1 BBeneHa @PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

4.2. Ecau B cocTaBe pPETrMCTPALMOHHOIO JOChE€ Ha JIEKAPCTBEHHBIN Ipemnapar A MEIULUHCKOIO
MIPUMEHEHHUsI COJIEPKUTCS MpeaycMOTpeHHas ctatbed 18, wacTeio 1.1 crarem 30 u crateeld 34 HacTOAMIErO
denepanbHOro 3aKOHA KOMHUsS PEeIeHHs] YIIOJHOMOUYEHHOI o (hefiepalibHOro opraHa UCIOJIHUTEIbHON BIacTu O
NPOBEICHUM WHCIEKTHUPOBAHUS MPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, 3KCIEpPTy 10 O(hOpMIIEHUS
PE3yJIbTaTOB AKCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA MPENOCTABIISETCA B MOPSAJIKE M HAa YCIOBUSAX, KOTOPBIE
MPEeNyCMOTPEHBI YacTsIMU 4 u 4.3 HACTOALIEH CTaTbM, KOIMS 3aKJIIOUYEHUS O COOTBETCTBHM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUSAM MpPaBUI HaAJEXallell NPOU3BOACTBEHHON NPAKTUKH, BBIAAHHOTO
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH.

(dactp 4.2 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTenb 0053aH NPEACTaBUTh B YIIOJIHOMOYEHHBIN (hefepalibHbI OpraH UCHOIHUTENBHOM BIACTH
KOIIMIO 3aKJIIOYEHUS O COOTBETCTBMM IPOU3BOJAUTEINS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHHUSIM TpaBUII
Ha/IJIeKalIel MPOU3BOACTBEHHON MPAKTUKU B CPOK, HE MPEBBIIIAIONINI CTa BOCBMUICCATH pabounX JHEW CO
JHS TIOJY4YEHHs 3ampoca O €€ IPEJOCTaBICHUHU. YIIOJIHOMOYEHHBIH (helepaabHblii OpraH HCIOJIHUTEIbHON
BJIACTH, BBIJABIINN 3a/1aHNE HA IPOBEJICHHE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B T€UEHHE MSITH pabodImnX
JHEHM CO JHA TOCTYIUIEHUS OT 3asBUTENA KOIMM 3aKIOYCHHs O COOTBETCTBHMM IIPOM3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUJI Ha/AJeKallel MPOM3BOACTBEHHOMN MTPAKTUKH, HAIIPABIISET €€ B
JKCIIEPTHOE yUupexkIeHHe. B cilydae HenpeacTaBiIeHUs 3asiBUTEIEM B YKA3aHHBIA CPOK KOIIUU 3aKJIFOYECHUS O
COOTBETCTBUM  IIPOMU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TPEOOBAHMAM  MpPaBWI  HaAJeXallel
MIPOU3BOJICTBEHHOHN MPAKTUKU YIIOJHOMOYEHHBIN (hefepalbHbIii OpraH WCTIOJTHUTEIBHOW BIIACTH, BBIIABIIHN
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3aJjaHue Ha MPOBEICHHUE HKCIIEPTU3HI JEKAPCTBEHHOTO CPEACTBA, B TEUCHHE TISITH pab0ouuX JHEH HaNpaBIseT B
HKCHEPTHOE YUPEKACHUE YBEIOMIICHHE O HEMPEACTaBICHUH 3asBUTENIEM KOIHMM 3aKIIOUEHHSI O COOTBETCTBUU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUII HAJUICKAIICH MPOU3BOACTBEHHON MPAKTUKH.
Bpemst co nHS HampaBJeHHs 3ampoca AKCHEPTHOTO YUPEXKICHHS B YIIOJTHOMOUYEHHBIN (enepanbHbIi OpraH
WCTIOJTHUTEIBHOM BIIACTH JIO JTHS MOJTyYEHHSI SKCIIEPTHBIM YUPEKICHHEM KOITUH 3aKITFOUEHHUS O COOTBETCTBHU
IPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPaBHJI HaJUIeXKalleld MPOU3BOJCTBEHHON MPAKTHKU
WM YBEJJOMJICHHS O €€ HENPE/ICTaBICHUU HE YYUTHIBACTCS MPH MCYHCICHUH CPOKA MPOBEACHUS IKCIIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA.

(uactp 4.3 BBeneHa PenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. DKcnepT npu NpOBEACHUN OPYUYEHHOW €My PYKOBOAMTENIEM 3KCIEPTHOTO YUPEXKIEHUS SKCIEPTU3bI
JIEKapCTBEHHOT'O CPEJICTBA 00sI3aH:

1) ITPOBECTHU IMOJTHOE MCCICAOBAHUC IIPCACTABICHHBIX EMY 06T>CKTOB, MaT€puraioB, 1aTb 000CHOBaHHOE
1 OOBEKTHUBHOE 3aK/IFOUYEHHE MO ITOCTABICHHBLIM nepea HUM BOIIpOCaM HJIM MOTHBUPOBAHHOC 3aKIIFOYCHHUE O
HCBO3MOXHOCTH MPOBCACHUA HM 3SKCHCPTU3bI JICKAPCTBCHHOI'0 CPCACTBA, C€CJIM ITOCTABJICHHBLIC BOIIPOCHI
BBIXOJAT 3a IMPCACIIbl CIICHHUAJIBbHBIX 3HAHUM 9KCIICPTa, O00BEKTEI I/ICCJIC,HOBaHI/II\/JI U MaTcpualibl HCIIPHUI'OJHBI
WM HEAOCTATOYHBLI IJId HNPOBCACHUS I/ICCJ'IGI[OBaHI/Iﬁ N Jgadu 3aKIHOYCHUA B4 (e0) COBpCMCHHLIfI YPOBCHb
Pa3BUTHA HAYKH HE IMO3BOJISACT OTBCTUTH HA IMTOCTABJICHHBIC BOIIPOCHKHI;

2) He pasrjamiaTh CBEICHMs, KOTOPbIE CTaJd €My HM3BECTHBI B CBS3M C IPOBEIECHUEM 3SKCIEPTHU3bI
JIEKapCTBEHHOT'O CPEZCTBA, & TAaKXKe CBEJIEHHs, COCTABIISAIONINE FOCYIapCTBEHHYI0, KOMMEPYECKYIO UM UHYIO
OXPaHsSEMYIO 3aKOHOM TaliHy;

3) obecneunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEIOBAHUN 1 MATEPUAIIOB.
6. DKCIIepT HE BIIpaBe:

1) mpoBOIUTH 3KCHEPTH3Y JIEKApPCTBEHHOTO CPEACTBAa IO OOPAIIEHUIO HENOCPEICTBEHHO K HEMY
OpraHu3anuii nim GU3N4YEeCKUX JINL;

2) CaMOCTOATCIIBHO COGI/IpaTL MaTepHraJibl AJId IMPOBEACHUA SKCIICPTUSLI JICKAPCTBECHHOI'O CPEACTBA,
3) MMPOBOAUTD SKCICPTUIY JICKAPCTBCHHOI'O CPCACTBA B KAUCCTBC HCIOCYJAPCTBCHHOT'O 3KCIICPTA.

7. B cinydyae HE0OXOIMMOCTH 3KCIEPT BIPaBE XOAATalCTBOBATh NEpe] PYKOBOAUTENIEM HIKCIIEPTHOIO
YUPEXKJIEHUS O MPUBJICUEHUH K MPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA APYTUX IKCIIEPTOB.

8. Kaxnaplii sKcrepT, BXOJSAIIMHA B COCTaB KOMHUCCHHM 3KCIEPTOB, KOTOPOH MOPYYEHO NPOBEIACHUE
3KCIEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3ABUCUMO U CAMOCTOSITEIBHO IPOBOJUT UCCIEAOBAHUS, OLIEHUBAET
pe3yNnbTaThl, MOJTYYEHHbIE UM JIMYHO M JPYTMMH JKCHEpTaMu, U (OPMYIUPYET BBIBOABI OTHOCUTEIHHO
IOCTABJIEHHBIX BOIIPOCOB B IIPEAEIax CBOMX CIEUUAIBHBIX 3HAHUM.

9. Pe3ynmpTaThl 3KCIEPTU3BI JIEKAPCTBEHHOI'O CPEJACTBA OQOPMIISIOTCS 3aKII0UYEHHEM KOMHUCCHU
JKCHEepPTOB. B 3aKkimioueHWH KOMHUCCHM SKCIEPTOB YKa3bIBAIOTCA IMEpPEYeHb MCCIENOBAaHUM, 00beM
MPOBEACHHBIX KaXKIBIM SKCIIEPTOM HCCIICIOBAHUN, YCTAHOBJICHHBIC KaXIbIM M3 HUX (DAaKTHl U CHETAHHBIC B
pe3ysbTare HCCIEeOBaHUI BBIBOJBL. ODKCIEPT, MHEHHE KOTOPOTO HE COBIAJAeT C PEHICHHEM KOMHCCUU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHEHHE B MUCHbMEHHON (opMe, KOTOpoe MPUOOIIAeTCs K 3aKII0UYEHUIO
KOMMCCHH 3KCIIEPTOB.
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10. DkcnepTsl, BXOASIIUE B COCTAB KOMUCCHH, MTPEIYNPEKAAIOTCA 00 OTBETCTBEHHOCTH B COOTBETCTBUU
¢ 3aKoHoJaTenbCcTBOM Poccuiickoit ®@enepanuu 3a Aayy 3aKIIOUEHUs, COJAEpXKAIIEro HEOOOCHOBAHHBIE MU
(anbcuUIMPOBaHHBIEC BBIBOABI, O YEM OHH JAIOT MOJITHUCKY.

11. Onpenenenne ypoBHsS NPO(PECCHOHATBHON TOJITOTOBKM JKCIIEPTOB M aTTECTAIlMs WX HA IPaBO
MPOBEACHUST DKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB OCYIIECTBIISIFOTCS JKCIEPTHO-KBATU(UKAITMOHHBIMU
KOMHUCCHSIMH B TOpSIJIKE, YCTAaHOBJIIEHHOM COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (heepaqbHbIM OpPraHoM
UCTIOMTHUTENFHON BIAacTU. YpPOBEHb MPO(ECCHOHANBFHOW MOATOTOBKH JKCHEPTOB MOIJICKUT MEPECMOTPY
YKa3aHHBIMH KOMUCCHUSIMU HE PEXKE UeM OJMH pa3 B MSATh JIET.

12. TIpaBuiia mpoBeIeHUs SKCIIEPTU3HI JIKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH SKCIIEPTU3bI OTAETBHBIX
BUJIOB JIEKAPCTBEHHBIX IpernapaToB (pedepeHTHBIX JIEKaPCTBEHHBIX IPENapaToB, BOCHPOU3BEIECHHBIX
JIEKapCTBEHHBIX IMPENnapaToB, OMOJOTHYECKUX JIEKApPCTBEHHBIX MpenapaToB, OMOAaHAIOrOBbIX (OMOMOI00HBIX)
JIEKapCTBEHHBIX IIpenapaToB (0M0aHAIOroB), FTOMEONAaTUYECKUX JIEKAapCTBEHHBIX IPENapaToB, JEKapCTBEHHbBIX
pacTUTENbHBIX MpEenapaToB, KOMOMHALMN JIEKapCTBEHHBIX MpenapaToB), (OpMbI 3aKIOYEHUH KOMHUCCHU
HKCHEPTOB  YCTAHABIMBAIOTCS  COOTBETCTBYIOIMM  YIOJHOMOUYEHHBIM  (eiepajbHBIM  OpPraHoM
HCIIOJIHUTEIIBHON BIIACTH.

(uactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 17. MNopaya wu paccmMmoTpeHue 3asaABJIeHUA O rocyp,apCTBeHHoﬁ pernctpauuvm
JNNIeKapCTBeHHOro npenaparta Aansa setTepuHapHoOro npyuMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ins rocynapCTBEHHOM PETHCTpAlMU JIEKAPCTBEHHOTO IIpernapara Juisi BETEPUHAPHOIO MPUMEHEHUs
pa3paboTUYUK TaKOrO JIEKAPCTBEHHOT'O TMperapara WUiId YINOJIHOMOUYEHHOE MM JIPYroe HOpUINYECKOE JHUI0
(ranee B HacTosLEHl CTaTbe - 3asgBUTENb) IMPEJACTABISAET B YIOJIHOMOYEHHBIH (QenepanbHblii opraxn
UCTIOJIHUTENILHON BJIACTH, OCYILECTBIISIOLINM IOCYJapCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX IPENapaToB
JUIs BETEPUHAPHOTO TPHUMEHEHHs, B D3JEKTPOHHOM (opMe miaM Ha OyMaKHOM HOCHTENE 3asBIEHHE O
rOCy/apCTBEHHOW pEerucTpanyu JEKapCTBEHHOIO Ipemnapara Julsi BETEPUHAPHOIO IPHUMEHEHUs, a TaKXKe B
TIOPSIZIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (ellepabHbBIM OPraHOM HCIIOJHUTEIHHON
BJIACTH, B DJICKTPOHHOW (opMe WM Ha OYMaXKHOM HOCHUTENE HEOOXOIUMBIC JTOKYMEHTBHI, M3 KOTOPBIX
(opMHpyeTCcsl peruCTPallMOHHOE JOChE Ha JIEKAPCTBEHHBIN Mpenapat Uil BETepUHAPHOTO IPUMEHEHHUS.

2. B 3asgBieHHMH O TOCYIApCTBEHHOM perucTpalnuy JIEKapCTBEHHOTO Mpernapara Uil BETepUHApHOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HauMeHOBaHME U apec 3asBUTENS, pa3padOTUMKa U IPOU3BOAUTENS JIEKAPCTBEHHOTO MIpenapaTa Jyis
BETEPUHAPHOTO MPUMEHEHUS U aJpec MECTa OCYLIECTBIIEHUSI IPOM3BOJICTBA JIEKAPCTBEHHOIO IMpenapaTa Jils
BETEPUHAPHOTO TMpPUMEHEHUs (B Clydyae HaJM4uds HECKOJbKUX YYAaCTHHUKOB IIpoliecca IPOU3BOJCTBA
HE0OXOIMMO yKa3aTh KaX/10T0 U3 HUX);

2) HAMMCHOBAHUC JICKAPCTBCHHOTO IIpfriapara IAJid BETCPUHAPHOTO NPHMCEHCHUS (Me)K,I[yHapOI[HOG
HCTIAaTCHTOBAHHOC, WJIH I'PYIIIIUPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUCHb I[eflCTBYIOHlHX U BCIIOMOIaTCJIbHBIX BCIICCTB, BXOAANIUX B COCTAaB JICKAPCTBCHHOI'O
npemnapara g BETCPUHAPHOI0 IPUMEHCHU S, C YKa3aHUEM KOJIMUCCTBA KAXKA0I'0 U3 HUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS M TPUMEHEHHUS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O Ipernapara Jyis BETepUHAPHOTO PUMEHEHUS;

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 26 13 116
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

5) papmakoTrepaneBTHUECKas TPyNIa;

6) HEOOX0IMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLEAY Pl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B IETAX
roCy/apCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO Ipenapara;

7) KOIIMH TOKyMEHTOB, IOATBEPKIAIOIIMX YIIJIATy TOCY1apCTBEHHON MOLUIUHBIL:

a) 3a MpPOBEJICHHE OSKCHEPTU3bl KayecTBa JIEKAPCTBEHHOTO CpPEJICTBA M HKCIEPTHU3bl OTHOLICHUS
OKU/IaeMOM TOJIb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHHUS JIEKapCTBEHHOIO IIpernapara JJii BETEpUHAPHOTO
NPUMEHEHHUs TIPU ero rocyJapCTBEHHON perucTparumy;

6) 3a BblAa4y PCTUCTPAIUOHHOTIO YAOCTOBCPCHUA JICKAPCTBCHHOTI'O MPCIIapara,

8) HanM4Me corjacus, MpeayCMOTPEHHOTO YacTbio 7 HACTOSIIEH CTaThbu, €CIM C MOMEHTA PEerHCTPaLUuU
pedepeHTHOTO JeKapCTBEHHOTO Tpernapara Jisi BETEPUHAPHOTO IIPUMEHEHUS TPOIILUIO MEHEE YeM IIEeCTh JIET.
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. P CTUCTPAMOHHOE OOCBE B IECIAX OKCICPTHU3BI JICKAPCTBCHHOI'O IIp€riapaTta [jid BETCPHHAPHOIO
IIPUMCHCHU Q)OpMpreTCH H3 CJICAYIOMUX NOKYMEHTOB!

1) xomMs JMIEH3MHM Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOW IMPOU3BOAUTEIIO
PETUCTPUPYEMOT0 JICKAPCTBEHHOTO Mpenapara Ui BETEPUHAPHOTO NPUMEHEHHUs, Ui POCCHUHCKUX
MPOU3BOAUTENEH;

(n. 1 B pea. ®exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) Komus JHIEH3WH Ha IPOM3BOACTBO JIEKAPCTBEHHBIX CPEJCTB, BBLIAHHON IPOM3BOIAMTEIIO
(apmaneBTHYECKOI CyOCTaHIIMM, BXOMSIIEH B COCTaB PErHCTPHPYEMOro JIEKAPCTBEHHOTO Mperapara Jyis
BETEpUHAPHOI'0 IPUMEHEHUS, ISl POCCUMCKUX MPOU3BOUTENCH;

(n. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2.1) Komusi TOKyMEHTA, BBIIAHHOTO YHOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOIUTENS A KaxXI0H
MIPOM3BOJICTBEHHOW IUIOMIAIKM PETUCTPUPYEMOIO JIEKApCTBEHHOrO Ipernapara Jjsi BETepUHAPHOIO
IPUMEHEHUs U TOATBEP)KJAIOIIEro COOTBETCTBUE MPOU3BOAUTEINS JIEKApCTBEHHOTO MpernapaTra TpeOOBaHUSAM
NpaBWl HaAJeKalleld NPOU3BOJACTBEHHONW NPAKTUKU, U €ro IMepeBOJ Ha PYCCKUH S3BIK, 3aBEpEHHbIC B
YCTAaHOBJIEHHOM IOPSJKE, a TAKXKE KOMHS 3aKIIYEHHUsS O COOTBETCTBUM INPOM3BOAMUTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBaHUAM IPAaBWJ HaJIeXkKallleld MPOU3BOJCTBEHHOW NPAKTUKH, BBIAAHHOIO YIIOJHOMOYEHHBIM
(denepaTbHBIM  OPraHOM — HCIIOJIHUTENBHOW  BIACTH  JUIS  KaXJOW  NPOW3BOJACTBEHHON  TUIOIIAIKU
PEruCTPUPYEMOro JIEKAPCTBEHHOTO Tperapara s BEeTepUHAPHOTO MPUMEHEHHs, JTUOO KOIHUS pEeHIeHHs O
IPOBEICHUM HHCHEKTHUPOBAHUSA HPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, MPUHATOIO YIOJHOMOUYEHHBIM
(denepaqbHBIM  OPraHOM  MCIOJIHUTENBHOW  BIACTH  JUIS  KaXJOW  IMPOM3BOACTBEHHOM  IUIOIIAIKU
PETUCTPUPYEMOIO JIEKAPCTBEHHOT'O Ipernapara Uil BETEPUHAPHOIO NPUMEHEHMs. YKa3aHHbIE JOKYMEHTBI
MIPE/ICTABIISAIOTCS B CIy4ae, €Ciu MPOU3BOACTBO JEKApCTBEHHOI'O IIpernapara OCYLIECTBIISIETCS 3a MpeesiaMu
Poccuiickoit deneparuu;

(m. 2.1 BBenen denepanbubiM 3aKkoHOM OT 04.06.2018 N 140-D3)

2.2) Komus JIOKyMEHTa, BbIIAaHHOI'O  YIOJHOMOYEHHBIM OpPraHOM CTPaHbl  MPOU3BOAMTEIS
(dapManeBTHUECKOW CyOCTaHIIMM W MOATBEP)KJAIOILEro COOTBETCTBHE NPOM3BOIUTENS (apMaleBTUYECKON
cyOCTaHIIMM, BXOJMIIEH B COCTaB pPErHCTPUPYEMOro JICKApCTBEHHOTO TpenapaTa JUIsi BETEPUHAPHOTO
IIPUMEHEHHUS, TpeOOBaHUAM MPABUJ HAJUIEKALIEH MPOU3BOIACTBEHHON NMPAKTUKU, U €r0 MEPEBOJ HA PYCCKUN
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SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TOpsJKE, B CJIy4yae, €CIU MPOU3BOACTBO (hapMareBTUUECKON
cyOcCTaHIMH OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoit denepanuu;
(n. 2.2 BBeneH denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

3) MPOEKT HOPMATUBHOTO IOKYMEHTA Ha JIEKapCTBEHHBIN IIpenapar Jisi BETEPUHAPHOTO MPUMEHEHNS,

4) NOKYMEHT, COJEp)KalllUui CIEeIYIoNy0 HHPOpMAHMIO O (papMaleBTHIECKON CyOCTaHIIMM WIIN
(hapManeBTHUECKUX CyOCTAHIMAX, BXOMSAIIUX B COCTaB JICKAPCTBEHHOI'O Ipemapara Uisi BETEPUHAPHOTO
PUMEHEHUS:

a) HauMeHoBaHue (papMaIeBTHUECKON CyOCTaHIINH, €€ CTPYKTypa, OOII1e CBOWCTBA;

0) HAaMMEHOBAaHUE U A/IPEC MTPOUZBOAUTEIIS;

B) TEXHOJIOTHA IPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMpoOnU3BOACTBA W METOJOB KOHTPOJII Ha BCCX
CTaguigX IMMPONU3BOACTBA,

r) “HpOpPMaLIUS O TPUMECHX;

n) crienrpukanys Ha GapMaleBTHUECKYIO CyOCTaHIIHIO;

€) OMHMCAaHNe METOIMK KOHTPOJISI KAaueCTBa;

’K) pe3yJIbTaThl aHAIK3a Cepuil apMalleBTUYECKON CyOCTaHINY;

3) MepedyeHb CTAaHAAPTHHIX OOpa3llOB WMJIM BEIIECTB, WUCIOJIb3YEMBIX MPU OCYIIECTBICHUM KOHTPOJIS
Ka4yeCTBa,

1) OIMCaHUE XapaKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MATEPHAIOB U YKYIIOPOYHBIX CPEJICTB;
K) TaHHBIC O CTAOMIIBHOCTH;
) CPOK TOJTHOCTH, YCIIOBUS XPaHCHHUS,

5) OTUCT O PE3yJibTaTaX HOKJIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOI'O CPCACTBA AJIA BETCPUHAPHOTI'O
IPHUMCHCHUS

6) OTUET O pE3yJibTaTaX KIIMHUYCCKOI'O MCCICAOBAHUSA JICKAPCTBCHHOI'O Ipfcriapara i1 BETCPUHAPHOI'O
IIPUMCHCHUS Y KAXIO0T'0 BUA ) KMBOTHBIX, YKa3aHHBIX B MHCTPYKIKUHA 110 BETCPUHAPHOMY IIPUMCHCHUIO,

7) MPOEKT WHCTPYKIMH MO BETEPUHAPHOMY IMPUMEHEHHIO JIEKAPCTBEHHOrO IpemnapaTa, Coaepikalien
CJIEAYIOLINE CBEICHUS:

a) HAUMEHOBAHHUE JIEKAPCTBEHHOIO Ipenapara Uil BETEPUHAPHOIO NPUMEHEHUs (MEXIyHapOaHOE
HEMaTEeHTOBAHHOE, WK IPYNIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) nexkapcTBeHHass (opMa C yKa3aHHMEM HAaMMEHOBAHWH M KOJWYECTBEHHOTO COCTaBa JCHCTBYIOIIUX
BEIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIECTB;

B) OMMMCAHUEC BHCIIHET'O BUAA JICKAPCTBCHHOI'O IIpCIiapara AJjisd BETCPUHAPHOTI'O IPUMCHCHU
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r) (hapmakoTepaneBTHUECKas IpyIIa JeKapCTBEHHOTO Mpernapara il BETepUHAPHOT0 IPUMEHEHUS WU
yKa3zaHue "ToMeonaTH4eCKUi JEKapCTBEHHbIN npemnapar';

n) dapmakomuHaMuka U (papMakOKMHETHKA (32 HCKIIOYEHUEM (DapMaKOKMHETHKHA TOMEOMATHICCKHIX
JCKApCTBCHHBIX  TPENapatoB W  PACTUTCIBHBIX  JICKAPCTBEHHBIX  NPEMapaToB) WM  ONHCAHUC
MMMYHOOHOJIOTHIECKUX CBOMCTB JIEKAPCTBEHHOT'O TIperapara;

€) MOKa3aHus JJIsl IPUMCHEHUS;

K) TPOTUBOIIOKA3aHUS JIsi IPUMEHCHUS;

3) MCPBI IPEAOCTOPOKHOCTU IPU IPUMCHCHUU

M) yKa3aHHE BO3MOXKHOCTH U OCOOCHHOCTEW NpPUMEHEHHs Y OEPEeMEHHBIX JKUBOTHBIX, y XKHUBOTHBIX B
MIEpUOJ JTAKTALMH, Y TIOTOMCTBA )KUBOTHBIX;

K) PEeXHUM JIO3UPOBaHHUSA, CINOCOO BBEACHHS M NPHUMEHEHUs, IPU HEOOXOAMMOCTH BpeMs IMpuema
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHapHOro IPUMEHEHUS, IIPOAOIDKUTEIBHOCTD JICYCHUS;

J'I) BO3MOJKHEIE ITOOOYHEIE ,Z[CI\/'ICTBI/IH, HCXKCJIATCIIbHBIC PCAKIHUU IIPpU MPUMCHCHHUU JICKAPCTBECHHOI'O
npernapara i BETCPUHAPHOT'O IPUMCHCHUA

M) CUMIITOMBI IIEPEIO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IIPU NEPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU MpenapaTaMu U (UJ1) KopMamu;
0) (hopMBI BBINTyCKa JIEKAPCTBEHHOTO Mpenapara Jjisi BeTepUHAPHOTO TPUMEHEHNUS;

M) ykazaHue (IpU HEOOXOJUMOCTH) OCOOEHHOCTEH JEHCTBUS JICKAPCTBEHHOTO Ipernapara it
BETEPUHAPHOT'O IPUMEHEHUS TIPU TIEPBOM MIPUEME HJTH IIPH €r0 OTMEHE;

p) omucaHue (MpH HEOOXOAMMOCTH) IEHCTBUI BETEPUHAPHOTO Bpauya (BETEpUHAPHOTO (enbaiepa),
WHOTO CIIEHUAIMCTa B OONACTH BETEPHHAPHHM, BIIAJAEIbIA >KMUBOTHOTO IMPH MPOIyCKE MpHEeMa OJHON WiIn
HECKOJIbKUX 7103 JIEKAPCTBEHHOTO MpenapaTa Jijisl BETepUHAPHOIO IPUMEHEHUS;

C) CPOK I'OJHOCTH W YKAa3aHMC Ha 3alpCT NPUMCHCHHA JICKAPCTBCHHOI'O IpcriapaTta JJIs1 BETCPUHAPHOI'O
IMPUMCHCHHUA 110 UICTCYCHHUU CPOKA 'OJHOCTH,

T) YCIIOBHSI XpaHEHMS,;

y) yKa3aHue Ha He0OXOAMMOCTh XpaHEHHsI IEKApCTBEHHOTO MperapaTa JijIsl BETepUHAPHOTO IPUMEHEHUS
B MECTaX, HEJAOCTYIIHBIX ISl AETEH;

¢) ykazaHme (mpu HEOOXOTUMOCTH) CIEIMHUANIBHBIX MEp TPEJOCTOPOKHOCTH TIPH YHHUYTOKECHUHU
HEHCIOJIb30BaHHBIX JICKAPCTBEHHBIX TPENapaToB JJIs BETCPHHAPHOTO TPUMCHCHHS,

X) CPOKH BO3MOXHOI'O HCIIOJIB30BAaHUA IIPOAYKHIHWH KXHUBOTHOI'O IIPOHUCXOXKIACHHUA I10CJIC BBCIACHHUIA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa AJIs1 BETCPUHAPHOTO IIPUMCHCHUS

I_[) yCJI0BUS OTITYCKA,
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‘I) HAaNUMCHOBAHUA U aJipecCa MPONU3BOACTBCHHBIX INIOIIAJOK MMPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIpeIiapaTa
IJI1 BETCPUHAPHOTO IPUMCHCHUA

II) HauMEHOBaHWE, aJpec OpraHu3ally, YIOJIHOMOYEHHOW Jep:KaTelleM WIH  BIAJEIbLEM
PEruCTPaMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOT O Mpenapara Ha MPUHATHE NPETEH3U OT NOTpeOuTeNs;

8) MpOEKThl MAaKEeTOB MEPBUYHOIN YMAKOBKM U BTOPUYHOW YHAKOBKU JIEKAPCTBEHHOTO Mpernapara Jyis
BETEPUHAPHOI0 IIPUMEHECHUS;

9) cienyromue cBeACHU O JEKapCTBEHHOM Ipenapare Ui BETEPHHAPHOTO IPUMEHEHUS:

a) OIMCaHKEe U COCTaB JICKAPCTBEHHOTO Ipernapara Jjisi BETCPHHAPHOTO IPUMEHEHNS;

0) onucanue papMaleBTUYECKON pa3paboTKH;

B) OITHCaHME MpOoIlecca MMPOU3BOJICTBA H €T0 KOHTPOJIS;

I') OMKMCAHNUE KOHTPOJISI KPUTUUECKUX CTaJAUi MPOU3BOJICTBA U IPOMEXKYTOUHOMN MPOAYKIINH;

1) HauMEHOBaHMA U ajpeca pa3pabOTUuKa, Jep)KaTeias WM BIaJAeiblla PErUCTPALMOHHOTO
yIIOCTOBEPEHHs JIEKAPCTBEHHOTO Mpernapara, NPOU3BOICTBEHHBIX IUIOIMA0K IPOU3BOAUTEINS JIEKAPCTBEHHOTIO
npernapara Jiuisi BETepUHAPHOTO IPUMEHEHMS;

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

e) hapMareBTHIECKasi COBMECTUMOCTH;

) MUKpOOHOJIOTMYECKHE XapaKTePUCTUKH;

3) MaTepuaibHbIi OalaHC I IPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OMMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MAaTEpHANIOB U YKYIIOPOUYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BATHIAIMS) MPOIIECCOB U (UITN) UX OLEHKA;

n) TpebOBaHMA K KadecTBY BCIIOMOTATENIBHBIX BemecTB (ceprudukar, crnenupukanus Ha
BCIIOMOTaTeJIbHBIC BEIIECTBA M NX OOOCHOBAHUE);

M) AHAJIUTUYCCKHUC METOJUKU, HCIIOJIB3YEMBIC npu OCYHIECTBJICHUHN KOHTPOJIA KadyeCcTBa
BCIIOMOT'aTCJIbHBIX BEHIICCTB,

H) AOKYMCHTAJIBHOC TIIOATBCPKACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HUCIHOJB3YECMbIX IIpU
OCYHICCTBJICHUUN KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IH(i)OpMaI_II/ISI 00 HCIOIL30BAaHUU BCIIOMOIaTCIbHBIX BCIICCTB YCJIOBCYUCCKOIO MW KHMBOTHOI'O
MIPOUCXOKIACHUA,

1) uH(opmalus 06 UCIOIb30BAHUU HOBBIX BCIIOMOI'aTEIbHBIX BEILIECTB;

p) TpeOOBaHUS K KaueCTBY JIEKAPCTBEHHOIO IpernapaTa /Ui BETEpUHAPHOTO MpUMeHeHus (cepTudukar,
cnenduKanys Ha JIeKapCTBEHHBIN Mpenapar U uX 000CHOBAHHE);
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C) AHAIIUTUYCCKUC METOAUKH, UCITIOJIB3YEMbIC ITPHU OCYHICCTBIICHUU KOHTPOJISI KAY€CTBA JICKAPCTBCHHOT'O
npernapara i BETCPUHAPHOT'O IPUMCHCHUA

T) JOKYMCHTAJIbHOC TITOATBCPIKICHUC (BaJII/II[aI_II/ISI) AHAIIMTUYCCKUX MCTOJAUK, HCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O IMPETiapaTa AJId BETCPHUHAPHOI'O0 MIPUMCHCHU A,

y) IOKyMEHT, MOJTBEP:KIAOIIUI KayecTBO JIEKaPCTBEHHOI'O IperapaTa TpeX NPOMBIIUIEHHBIX Cepuit
(mpoToKON aHanmM3a WK cepTU(UKAT aHaIu3a), OJHA CepHUsl KOTOPOro JO0JHKHA COBNAAATh ¢ cepuel oOpasia
JIEKapCTBEHHOI'O Mpenapara, IoJaHHOT0 Ha PETUCTPALIHIO;

¢) xapakTepucTHKa pumMeceii;

X) TEepeyYeHb CTAaHAAPTHBIX 00pa3IOB, HCHOJIB3YEMBIX IPH OCYLIECTBICHUHM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O Ipenapara Jijisi BETEpUHApPHOTO IPUMEHEHHS;

I1) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara /sl BETEpUHAPHOTO MPUMEHEHUS;

10) xomMs JOKyMEHTa, cojepxaliero HHGOpMalWI0 O HaIU4YUd WIHM 00 OTCYTCTBHUH (PaKTOB
pEerucTpaluy JEKapCTBEHHOTO Tpernapara s BETepHUHAPHOTO MpPUMEHEHHs 3a mpenenamu Poccuiickoit
denepauny;

11) cormacue B mHCbMEHHOH (opMe, NMPeryCMOTPEHHOE YacTbio 7 HACTOSIIEH CTaTbH, B Ciydae
pErucTpaInyy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOI'O IIpenapara;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomua JOKyYMEHTa Ha pPYCCKOM S3bIK€, 3aBEPEHHOTO B YCTAaHOBJIEHHOM TMOpSAJIKE U
MOJITBEPKJAIOIETO TPABOMOYHOCTD 3asIBJICHUS O TOCYJaPCTBEHHON perucTpaiuy JIeKapcTBEHHOTO Mpernapara
JUISL BETEPUHAPHOTO MPUMEHEHHSI (JOBEPEHHOCTB ).

4. Ilpu mpoBeNEeHUU YCKOPEHHOH MpoLELypbl AKCIEPTU3bl JIEKAPCTBEHHOrO Ipemnapara Ul
BETCPUHAPHOIO MPHUMEHEHMS B LEISAX €ro TIOCYJapCTBEHHOM pETUCTpaly MOKET MPEeACTaBIATHCS
nH(popMalys, MOJIy4eHHas MPU NPOBEACHUHM KIMHMUYECKUX HCCIIEJOBAaHUM JIEKApCTBEHHOrO Ipenapara u
ONyOJIMKOBAaHHAs B CHELUUAJU3UPOBAHHBIX MEYAaTHBIX M3JAHMSIX, a TakXKe JOKYMEHTBI, coJeprKalue
pe3yibTaThl UCCIENOBaHMS OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHOrO Ipenapara Uil BETEpUHAPHOIO
MIPUMEHEHHUS.

5. Ha skcniepTu3y pa3nudHbIX JICKAPCTBEHHBIX (DOPM OHOTO M TOTO XK€ JICKApCTBEHHOTO Tperapara Jijis
BETEPUHAPHOTO NMPUMEHEHUS 3asiBUTEIb MPEICTABISAET OTIACIbHBIC 3asBJICHUS U PErMCTPALMOHHBIE 10ChE Ha
KXyl JeKapcTBeHHYI0 ¢opmy. Ilpu ycrmoBurM OJHOBPEMEHHON TMOJa4YW HA OJKCHEPTH3Y OIHOU
JIEKapCTBEHHON (OPMBI C Pa3IUYHBIMHU JTO3UPOBKOW, KOHIIEHTpAlMel, 00bEeMOM 3asBUTENb IMPEACTABISET
OJIHO 3asIBJICHHE M PErHCTPALMOHHOE JOChE C MPHIIOKEHUEM MAKETOB YIAKOBOK Ha KaXKIYyHO JT03UPOBKY,
KaKIYI0 KOHIIEHTPAIIHMIO, K&K 00BEM M KaXK10€ KOJTMYECTBO /103 B YITAKOBKE.

6. 3asgBuTeNb BIpaBe IMPEICTABUTh II0 COOCTBEHHOM MHHUIIMATUBE BMECTE C 3asBICHHUEM O
rOCy/IapCTBEHHOW PETruCTpallvy JEKapCTBEHHOTO Mpernapara Juisi BETEpUHAPHOTO NPUMEHEHUS JOKYMEHTHI,
MOATBEP>KIAI0IIHUE YIIATy TOCYAapCTBEHHOM MONUIMHBI U YKa3aHHbIE B MyHKTE 7 4acTU 2 HACTOSIIEH CTaThu.
B ciyuae ux HempezacTaBiieHUs COOTBETCTBYIOLINI YIOJTHOMOYEHHBIHN (hefiepaabHblid OpraH UCIOIHUTEIbHON
BJIACTH TMpoBepseT (PakT ymiaaThl 3asiBUTENIEM TOCYAapCTBEHHOW MOILIUHBI MOCPEICTBOM HCIOIb30BAHUS
nHpopmanuu o0 yriare rocyAapcTBEHHOM MONUIMHEL, coaepxatieiics B ['ocynapcTBeHHON HH(DOpMAITMOHHON
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CUCTEMEC O T'OCYAApPCTBCHHLIX W MYHHUIIMIIAJIBHBIX INIATCKAX, HA OCHOBAHHWU TIPCACTABJICHHBIX 3asABUTCIICM
KOITUI AOKYMCHTOB, ITOATBCPKAAOIMUX YIIIIATY TOcyHapCTBCHHOﬁ INOIIJIHUHBI.

7. He pomyckaercsi HWCHOJB30BAHME B KOMMEpPYECKHX LEIIX HHGOpMAIMM O pe3yibTaTax
JOKJIIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHMYECKUX HCCIEOBAaHUM JIeKapCTBEHHBIX
MpernapaToB JUIsi BETEPUHAPHOIO TPUMEHEHUs, MPEICTABICHHON 3asBUTENIeM il TOCyAapCTBEHHON
perucTpanuy JIEKapcTBEHHBIX IpenapaToB, 0€3 €ro coriacus B TEYEHHUE LIECTHU JIET C JAaThl TOCYAapCTBEHHON
peructpanuu peepeHTHOro JIeKapcTBeHHOro npenapara B Poccuiickoit ®enepannu.

Cratba 18. lNMopgavya M paccmoTpeHume 3afABNEHUSI O roCyAapCTBEHHOW peruncrpauuu
neKkapcTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JIns rocyaapCTBEHHOM perucTpaiyy JeKapCTBEHHOrO Ipernapara il MEIUIUHCKOrO NpUMEHEHHUs
IOPUINYECKOe JIMIO, JIeHCTBYIOIIEe B COOCTBEHHBIX HHTEpEecax WM YIHOJIHOMOYEHHOE IPEACTaBIATh
MHTEPECHl JIPYroro IOPUANYECKOTO JIUIA U 3asBISIONICE JIGKAPCTBEHHBIH IMpemnapar Ha TOCyJapCTBEHHYIO
perucTpanuio (1ajgee B HACTOSIIECH CTaTbe - 3asBUTEIb), MPEJCTABISECT B YIMOJHOMOUYEHHBIN (hemeparbHbIid
OpraH WCIOJHUATEIFHOW BIACTH, OCYIIECTBIISIIONIMA TOCYJIapCTBEHHYIO PETHUCTPAIUIO JIEKAPCTBEHHBIX
IpenapaToB JUIsl MEIULMHCKOTO IPUMEHEHHUS, B 3JIEKTPOHHOU GopMe U Ha OyMa)KHOM HOCHUTEJIE 3asBICHUE O
rOCYJJapCTBEHHON perucTpanyy JIEKapCTBEHHOro MpenapaTa i MEIULMHCKOTO NMPUMEHEHMs, a TakXke B
HOpPSIZIKE, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (ellepajbHbIM OpraHOM HCIOJHHUTENIbHON BIAacTH, B
9JIEKTpOHHON (hopMe M Ha OyMaKHOM HOCHUTENIE HEOOXOAWMBIE JOKYMEHTBI, M3 KOTOPBIX (hopMHUpyeTCs
PETUCTPAIIIOHHOE TI0ChE Ha JIEKAPCTBEHHBIH Mperapar il MeIUIIHHCKOTO IIPUMEHEHUSI.

(dactp 1 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

2. B 3agBiennu o FOCYHapCTBeHHOfI peructpanun JICKAPCTBCHHOI'O IIpfcliapara A MCEIUIUHCKOI'O
IMPUMCHCHUS YKa3bIBAOTCA:

1) HauMeHOBaHUe, aapec 3asBUTENS U MPOU3BOJUTENS JICKAPCTBEHHOTO MpenapaTa Ui MEAULIUHCKOTO
MPUMEHEHHS, CBEICHUS 00 WX PEerucTpalii B KayeCcTBE HAJOTOIUIATENBIIMKA B CTPaHE PErucTpanuu (s
POCCHICKMX IOPHIUYECKUX JIHI - WACHTH(PHUKAIUOHHBIM HoMmep Hanoromirarensimka (MHH), s
WHOCTPAHHBIX IOPUAMYECKUX JIMIl - CTpaHa pErucTpalud, HaUMEHOBAaHHWE PETUCTPHUPYIOIIET0 OpraHa,
PErucTpaliiOHHBIN HOMEp, KO/ HAJIOrOIUIaTeNIbIINKA B CTPaHe PEruCTpaluy (MHKOPIOPALMN) UK €r0 aHaJIor)
U aJipec MecTa OCYIIECTBJIECHHUS MPOU3BOJCTBA JEKAPCTBEHHOr0 IpenapaTa (B Cllyyae HaJIM4Ms HECKOJIBKHX
YYaCTHHUKOB IIpOLIECCa €ro MPOM3BOJCTBA HEOOXOJMMO YKazaTh KaXKJAOTO YYAaCTHHKAa B COOTBETCTBUHU C
OCYILECTBIISIEMOM CTaJueil MPOU3BOJICTBA);

(n. 1 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBAHHUE JIEKAPCTBEHHOTO IpernapaTta Al METUIMHCKOTrO NpUMEHEHUs (MeXIyHapoaHOe
HEMaTeHTOBAaHHOE, WM I'PYNIUPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMU);

3) NEpCUCHDb ,I[Cf[CTByTOIlIHX U BCIIOMOI'aTCJIbHBIX BCHICCTB, BXOIANIUX B COCTAB JICKAPCTBECHHOI'O
npenapara it MCAUIUHCKOTO IPUMCHCHH A, C YKA3aHUEM KOJIMYCCTBA KAXKI0I'0 U3 HUX;

4) nekapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBENEHUS H TPUMEHEHUS, CPOK TOIHOCTH
JIEKapCTBEHHOTO Mpernapara JIjisi MeIUIIMHCKOTO MPUMEHEHHS;

5) dapmakoTepaneBTHYECKas TPyMma, KOJ aHATOMO-TEPANeBTHYECKO-XUMUUYECKON KiacCUpUKAIIH,
pexomeHoBaHHOM BceceMupHoOl opranuzanueil 3ApaBOOXpaHEHUs, 3asBJsieMble MOKa3aHUs Ui IPUMEHEHUs
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JICKAPCTBCHHOT O IIpCIiapaTa AJIsI MCAUITUHCKOI'O IPUMCECHCHU A,

6) oTCyTCTBHE HEOOXOIUMOCTH MPEAOCTABICHHUS OTYETa O pe3ysbTaTax KIMHUYECKOTO MCCIIEeIOBaHMA,
UCCIIeIOBAaHUsI OMOAPKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O IIpernapara, pa3pelieHHOro Uil MEIUIITHCKOTO
npumenenus B Poccuiickoit denepannu 6osee nBaguaTH JIET, ¢ yKa3aHHEM HOPMAaTUBHBIX IIPABOBBIX aKTOB,
MTOATBEPKTAOIINX JAHHBIA CPOK IPUMEHEHUS;

7) HeobxoauMocTh odopMIIeHHs pa3peleHus: Ha BBo3 B Poccuiickyto denepannio KOHKPETHONW MapTUU
3aperuCTPUPOBAHHBIX M (WMIIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpEJHA3HAYEHHBIX IS
MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB B LEISAX IOCYIapPCTBEHHON PETUCTpaluy;

8) HeO6X0,III/IMOCTB OPOBCACHUA OKCICPTU3BI HOOKYMCHTOB, HPCACTABJICHHBIX I OIPCACIICHUA
BO3MOXXHOCTH paccMaTpuBaTh J'ICKapCTBCHHI:Iﬁ mnpemnapar JIIA MEIUIINHCKOI'O MMPUMCHCHU A npu
OCYIIIECTBIICHHU FOCYAapCTBEHHOM PErUCTpaliy B KauecTBE Op(haHHOTO JIEKApCTBEHHOTO IIpernapara;

9) HeoOX0IMMOCTh MPUMEHEHHS YCKOPEHHOU MPOLIEYpPhl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B IIEIIAX
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKApCTBEHHOTO Mpenapara;

10) KOIIMU JOKYMCHTOB, IOATBCPIKAAOIINHNX YIUIATY I‘OCY}I&pCTBGHHOﬁ IMOIIJIMHBI:

a) 3a MPOBEJCHHE OKCIEPTU3bl JOKYMEHTOB, NPEJCTABICHHBIX JUISI OMNpPEIEJICHUs BO3MOXKHOCTU
paccMaTpuBaTh JICKAPCTBEHHBIN TMpemapaTr JUisli MEIWIMHCKOTO TPUMEHEHHUS TP  OCYIIECTBICHUU
TOCYJIapCTBEHHOM PETUCTPAIMK B Ka4yeCTBE Op(aHHOTO JIEKApCTBEHHOTO Tperapara;

0) 3a IpOBEeIEHHE SKCIEPTU3bl KauecTBa JICKAPCTBEHHOI'O CPEACTBA U 3KCIEPTU3bl OTHOLICHHUS
OKU/IaeMOU TOJIb3bI K BO3MOXHOMY PUCKY HPHUMEHEHHs JIEKapCTBEHHOI'O Iperapara, pa3pelieHHOro i
MEIMLMHCKOro mnpuMeHeHus: B Poccuiickoit ®exepanuu Oonee JBaALATH JIET, NPU OCYLIECTBICHUU
roCy/apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara;

B) 3a IMPOBEACHHE OHKCIEPTU3bl KAYeCTBA JIEKAPCTBEHHOT'O CPEJCTBA M OKCIEPTU3BI OTHOIICHHS
0KHMJIaéMOW TIOJIB3bI K BO3MOXHOMY DPHCKY TPHUMEHEHHS JICKAPCTBEHHOTO Tperapara isi MEIUIIMHCKOTO
IPUMEHEHUS IIPU €ro TOCyIapCTBEHHON PEeruCcTpaIuy;

I) 3a IPOBEJCHHE DSKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOIO CPEACTBA M OKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM II0JIb3bl K BO3MOXXHOMY DPHUCKY IPHMEHEHHS JICKAPCTBEHHOIO IIpernapara Ui MEIULMHCKOTO
IIPUMEHEHHs], B OTHOIICHMM KOTOPOrO IIPOBEIEHBI MEKIyHAapOJHBIE MHOIOLEHTPOBBIE KIMHUYECKHE
HCCIENOBaHUsA, YacTb W3 KOTOpHIX IpoBeneHa B Poccuiickoit ®enepanuu, 0OpH  OCYIIECTBICHHUH
rOCyJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOTO MPEIapara;

11) HaJIMYUE COoIJIaCHud IIPOU3BOJUTEIIA JICKAPCTBCHHOI'O IIpfriapara, IIPOU3BOACTBO KOTOPOIO
OCYHICCTBJIACTCA 3a IIPEACIaMA Poccuiickoit qbenepaunﬂ, Ha MMPOBEACHNUEC NWHCIICKTUPOBAHUA ITPOU3BOAUTCIIA
Ha COOTBCTCTBHUC TpeGOBaHI/IHM IpaBUJI HaJIeKaIen HpOI/I3BOIlCTB€HHOI71 IMPAKTHUKHU,

12) Hanuuue coriacusi, MpeayCMOTPEHHOIO YacThio 18 HacTosel cTaThy;

13) yka3aHuwe BUAA JIGKAPCTBEHHOTO Mperaparta, MPeJCTaBICHHOTO Ha perucTpanuio (pedepeHTHbIH
JIEKapCTBEHHBIN IpenapaT, BOCIPOU3BEIEHHBIN JIEKAPCTBEHHBIN Mpernapar, OUOJIOrMYecKruil JIeKapCTBEHHBIN
npenapar, OWoaHAJIOTOBBIM (OHMOMOMIOOHBIN) JIEKAPCTBEHHBIH Mpenapar (OuoaHanor), ToMeonaTHYeCKUN
JIeKapCTBEHHBIN Mpernapar, JeKapCTBEHHbII pacTUTENbHBIN Ipenapar).

(uactb 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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3. PerucrpanmoHHoe J1OChe Ha JIEKapCTBEHHBI Tpemapar Uil MEAWIMHCKOTO IPHUMEHEHUS
npenocTaBisercs B popMe 00IIero TeXHMYECKOro JOKyMEHTa.
(vactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Pa3nen nokyMeHTaluy aAMUHUCTPATUBHOIO XapaKTepa BKJIIOYAET B ceOsl:

1) 3asgBieHHME O TOCYIAapCTBEHHOM pEerucTpaluy JIEKapCTBEHHOIO MpernapaTta [Uisli METUIIMHCKOTO
IPUMEHEHUS B DJIEKTPOHHOM opMe 1 Ha OYMaKHOM HOCHUTEIIE;

2) KOMUIO JOKYMEHTA Ha PyCCKOM S3BIKE, 3aBEPEHHOT0 B YCTAHOBIIEHHOM TOPSIIKE U MOATBEPIKIAIOIIETO
IIPaBOMOYHOCTh 3asiBUTEJIA [OJaBaTh 3asBJICHUE O TOCYJAPCTBEHHOM PETUCTpaUMU JIEKAaPCTBEHHOI'O
npenapara Jijisi MeJUIMHCKOr0 PUMEHEHHUS (IOBEPEHHOCTb);

3) KOIIMIO JIMOCH3WKW Ha IIPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB WM KOIWIO 3aKIOYCHHA O
COOTBETCTBUHU IMPONU3BOAUTEIIA JICKApPCTBCHHBIX CpEacCTB Tpe6OBaHI/I$IM ImpaBujI Haz[nemameﬁ
IPOU3BOJICTBEHHON TPAKTUKH, BBIJAHHBIX YIOJHOMOYEHHBIM (eepalbHBIM OpPraHOM HCIIOJHUTEIBHON
BIaCTH B OTHOLICHWHM IPOU3BOJCTBEHHOH IUIOMIAAKH PETHCTPUPYEMOTo JIEKapCTBEHHOTO IperapaTa, B
cllydae, eciid IPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara ocyuiectsisercs B Poccuiickoit denepanmu;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4) KOMHIO BBIJAHHOW YIIOJITHOMOYEHHBIM OPTaHOM CTpaHbI MPOU3BOIUTENS JIMIICH3UN Ha MIPOU3BOICTBO
JIEKapCTBEHHOTO MperapaTa U ee MepeBo] Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSIIKE, & TAKKE
KOIUIO 3aKIIOYEHHUS O COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM TPABUI
Ha/JIeXKalleld TMPOU3BOJCTBEHHOW TNPAKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eaepaabHbIM OpPraHoOM
WCTIOTHUTENIBHOW BJIACTH B OTHOILIEHMHM NPOW3BOJACTBEHHOW IUIOMIAAKUA PETUCTPUPYEMOTrO JIEKAPCTBEHHOIO
mpemnapaTta, WIA KOIHIO PEIICHUS YHNOJTHOMOYECHHOTO (enepalbHOr0 OpraHa HWCIOJIHUTEIBHOM BIACTU O
MPOBEACHUN WHCIIEKTUPOBAHUS TMPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEJICTB, B CIy4ae, €CJIM TPOU3BOJCTBO
JIEKapCTBEHHOT0 IIpenapaTa OCyIIeCTBIsAETC s 3a npeaenaMmu Pocculickoit @enepanuu;

(B pen. deaepanbHoro 3axkoHa ot 04.06.2018 N 140-D3)

5) NpoeKT MHCTPYKLUUHU IO MEIMLIMHCKOMY NPHUMEHEHUIO JIEKapCTBEHHOIO Iperapara, coaepikarien
CJIEAYIOUINE CBEICHUS:

a) HaUMEHOBaHUE JIEKAPCTBEHHOIO  Ipemapara (MEXIyHAapOJHOE  HENaTEHTOBAHHOE,  WJIHU
IPYNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) nexapcTBeHHass (opMa C yKa3aHHMEM HAaWMMEHOBAHWH M KOJWYECTBEHHOTO COCTaBa JCHCTBYIOIIUX
BEIIECTB M KAauyeCTBEHHOI'O COCTAaBa BCIIOMOTaTENIbHBIX BELIECTB (IIPU HEOOXOAMMOCTH KOJUYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEILLECTB);

B) ONMCAHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO NIpenapara sl MEAULNHCKOIO IPUMEHEHUS;

r) GU3NKO-XMMHYECKHE CBOMCTBA (U1 paguodapMaleBTHUECKUX JEKapCTBEHHBIX MPENapaToB);

1) dapmakoTepaneBTHUeCKas IpyIina, KO JEKapCTBEHHOT0 Ipenapara A MEIUIIMHCKOTr0 IPUMEHEHUs
[0 aHATOMO-TEpPANEBTUYECKO-XUMHUYECKON KilaccupuKaluu, peKoMeHI0BaHHOW BceMupHoll opranuzanueit

3paBOOXPAHEHUS, WU YKa3aHHE '"TOMEONaTUYECKUH JIEKapCTBEHHbIN Mpenapar”;

e) Cl)apMaKO,Z[I/IHaMI/IKa n (I)apMaKOKI/IHeTI/IKa (3a HCKIIFOYCHHUEM Cl)apMaKOKI/IHeTI/IKI/I TOMCOIIAaTUYCCKUX
JICKAPCTBCHHBIX MPCIIapaTOB U PACTUTCIIbHBIX JICKAPCTBCHHBIX npenapaTOB);
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’K) TIOKa3aHMsl 17151 IPUMEHEHUS;

3) IPOTUBOINOKA3aHUs JUIsl IPUMEHEHMUS;

1) MEpBI [IPETOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) VyKa3aHHE€ BO3MOXHOCTM U OCOOEHHOCTEH TNpHMEHEHUs JIEeKapCTBEHHOTOo Ipernapara Ul
MEJHUIIMHCKOTO MPUMEHEHHsI O€pEeMEHHBIMH JKEHIIMHAMH, KCHIIUHAMH B MEPUO]I TPYIHOTO BCKapMIIMBAHUS,
JNETbMH, B3POCIBIMHU, UMEIOIIMMU XPOHUYECKUE 3a00IeBaHUS;

J) PEeXUM JO3UPOBaHUs, CIOCOOBI BBEACHHS U TMPUMEHEHHS, MPU HEOOXOIMMOCTH BpeMsl IpueMa
JIEKapCTBEHHOI'O Ipernapara s MEJULUHCKOrO IIPUMEHEHHUs, IPOAOKUTEIILHOCTD JICYEHMS, B TOM YUCIE Y

JIeTel 10 ¥ MOCJIe OJIHOrO roja;

M) BO3MOJHBIC HCKCIATCIIbHBIC PCeaKOWM IIpH HOPHUMCHCHUM JICKAPCTBCHHOI'O IIp€riapara ajid
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO IOMOILHU NPH NE€PEI03UPOBKE;
0) B3aUMO/JICICTBUE C JPYTUMHU JICKApCTBEHHBIMH ITpenapaTaMu U (WJI1) MUILEBBIMUA IPOLYyKTaMH;
1) (hopMBI BBIITyCKa JIEKAPCTBEHHOI'O IIpenapaTa;

p) ykazanue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEH JeHCTBHS JICKApCTBEHHOTO IpenapaTa Juls
MCIUIUHCKOI'0 IPpUMCHCHUS IIPHU IIECPBOM IMMPUEME UJIH IIPU €0 OTMCHE,

c) onucaHue (Ipu HEOOXOIUMOCTH) NeWcTBUM Bpaua (Qenpamiepa) U (WIK) MalMeHTa MpPU MPOITyCKe
npreMa OJHOM MM HECKOJBKUX 103 JIEKApCTBEHHOTO IIpenapara sl MEJUIMHCKOTO IPUMEHEHMS;

T) BO3MOJXHOC BJIMAHUC JICKAPCTBCHHOI'O IperiapaTra AJIsI MECAULUHCKOTO NPUMCHCHHUA Ha CII0OCOOHOCTD
YHOPpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMMU,

y) CpPOK FOJIHOCTU M yKa3aHUE Ha 3alpeT MPUMEHEHUs JIEKAPCTBEHHOIO IMperapaTa A MEIUIIMHCKOTO
MIPUMEHEHHUS 110 UCTEYCHUH CPOKA TOTHOCTH;

&) ycinoBus XpaHeHus;

X) YKa3aHHUEC HaA HCO6XOI[I/IMOCTB XpaHCHHUA JICKAPpCTBEHHOTI'O IIpfriapaTta s MECAUINHCKOI'O ITPUMCHCHU A
B MCCTax, HEAOCTYIIHBIX JJIS ,Z[eTefI;

I_[) YKa3aHue (HpI/I HGO6XO,Z[I/IMOCTI/I) CIICOUAJIBHBIX MCpP HNPCAOCTOPOKHOCTHU IIPU YHHUYTOKCHHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX ITPCTIApaTOB AJIsI MCAUIIMHCKOI'O IIPUMCHCHU A,

4) yCJIOBUS OTITyCKa;

1) HAaWMEHOBAaHMSI W aJpeca MPOU3BOJCTBEHHBIX IUJIOMIAJIOK TMPOU3ZBOJUTENS JIEKAPCTBEHHOTO
npernapara;

IJ_I) HaNMMCHOBAHUEC, apeC OpraHu3alnu, ynOJ’IHOMO‘IGHHOﬁ ACpKaTCJieM WKW  BJIAACIIBLICM
PETUCTPAIUOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIpfliapaTa A MCAULIMUHCKOTO IIPUMCHCHUA Ha
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NPUHATHE NPETEH3UI OT MOTPEOUTEIS;

6) MHCTPYKIHMIO MO MEAWIUHCKOMY NPUMEHEHHIO HIIM KpPAaTKyH XapaKTepUCTHKY JIEKapCTBEHHOTO
npenapara, yrBepKJACHHbIEC B CTpaHE IIPOU3BOAUTEILS;

7) IpOEKThl MAKETOB MEPBUYHOM YNMAaKOBKM M BTOPUYHOM YNAKOBKM JIEKAPCTBEHHOI'O IperapaTa Ul
MEJMIUHCKOTO PUMEHEHMS;

8) mpoeKT HOPMATUBHOM JOKYMEHTAIlMM WJIM HOPMATHBHOI'O JOKYMEHTa Ha JIEKapCTBEHHBIN Ipenapar
JUTSE METUITTHCKOTO MIPUMEHEHHSI THO0 yKa3aHUE COOTBETCTBYIOIIEH (papMaKoIeiHOM CTaThy;

9) HOKyMEHT, cojepkammii MHQOpPMAIMIO O HAaIWYUU WM OO0 OTCYTCTBHH (DAKTOB PETHUCTpAIlUU
JIEKapCTBEHHOI'0 IIpenapara Juisi MEIULIMHCKOr0 NPUMEHEeHUs 3a npeaenamu Poccuiickoi @enepannu;

10) xonmuMm JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOpPSIKE UM MOATBEPXKIAIOLUIMX (PaKT
perucTpaluy JeKapcTBEHHOIO TIpernapara B HWHOCTPaHHBIX TOCYAAapcTBaX B KayecTBE Op¢aHHOIro
JIEKapCTBEHHOIO IIpernapara,

11) IJIaH YIIPaBJICHUS PUCKAMH JIA OHMOJIOTHYECKUX JICKApCTBCHHBIX IIPCIIapaToB AJIsI MCAUIUHCKOI'O
TIPUMCHCHUS

12) nokymeHT o cucreMe (QapmMakoHaa3opa JepXareias WM BJIaJeNblida PEruCTPAaMOHHOTO
yZIOCTOBEPEHHS JIEKapCTBEHHOT'O MIpenapara;

13) DOKYMEHT, MOJATBEPKIAIOLINI KauyeCcTBO JIEKAPCTBEHHOTO Mpernapara TpexX MPOMBILIUICHHBIX cepuil
(MpOTOKOJ aHaNM3a WIKM cepTUUKAT aHAIN3a), OJHA CEpUsl KOTOPOro JOJDKHA COBIAAATh C cepuei obpasua
JIEKapCTBEHHOI'0 Ipenapara Uil MEJUIMHCKOrO INPUMEHEHMsI, IPEICTaBICHHOIO Ha TIOCYJapCTBEHHYIO
perucTpanmio.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Pazgmen xuMudeckol, (apmameBTHYecKOH M OWOJOTHYECKOW TOKYMEHTAlMU BKJIIOYaeT B cels
JOKYMEHTBI, cojiepkaliue nHpopMaluio o papMaleBTHIECKOl CyOCTaHIIMM U JIEKapCTBEHHOM IpernapaTe AJs
MEAMIMHCKOrO IPUMEHEHHUs, IPOLECCE €ro MPOU3BOJCTBA U METOAAX KOHTPOJIS Ka4yeCTBa, B TOM YHUCIIE:

1) xonMIO0 TOKYMEHTa, COAEPIKALIETO CIEeAYIONTY0 HH(pOpMALHIO O papMalleBTHYECKON CyOCTaHIIMK MIIH
(apMareBTHUECKUX CyOCTaHIIUAX, BXOAALINX B COCTAB JEKAapCTBEHHOTO Mpernapara:

a) HauMeHoBaHue (papMareBTHUECKON CyOCTaHIINH, €€ CTPYKTYypa, OOIIHe CBOMCTBA;
0) HauMEHOBAHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHA MPOU3BOACTBA C OIMMCAHUCM CTa)II/Iﬁ MMPONU3BOACTBA W METOJOB KOHTPOJI Ha BCEX
CTaJIUAX IIPOU3BOJCTBA,

F) OIMNCaHHC pa3pa60TKH nponecca npou3BOACTBA,
I[) OINMMCAHUC KOHTPOJIA KPUTUICCKUX cTaguit MMPOU3BOACTBA U l'IpOMC)KyTO‘-IHOfI IpOAYKIHHU;

€) IOKyMEHTaJIbHOE MOJTBEPKACHHUE (BAJIUIALIKA) TPOLIECCOB U (MJIM) UX OLICHKA;
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) CBOWCTBA M CTPYKTypa JCUCTBYIOLINX BEIIECTB;
3) XapaKTepUCTUKA TPUMECEH;
n) crerudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U €€ 000CHOBAHHE;

K) AaHAINTHYECKHE METOJUKHM, HCIOJb3yeMble TIPU  OCYIIECTBIEHHHM KOHTPOJIS  KadyecTBa
(hapMmareBTHUECKOM CyOCTaHITNH;

J'I) JOKYMCHTAJIBbHOC TITIOATBCPKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX METOJAUK, HCIIOJB3YCMBIX IIPHU
OCYHICCTBJICHUHN KOHTPOJII Ka4€CTBA (bapMaHeBTHHCCKOﬁ CY6CT8.HI_II/II/I;

M) pe3yJIbTaThl aHAJIM3a cepuil (papmalieBTHUECKOH cyOcTaHIINY;

H) MEpEeYeHb CTaHIAPTHBIX OOpa3lOB WM BEIIECTB, WCIOJIB3YEMBIX TPU OCYIICCTBICHUH KOHTPOJISI
Ka4yecTBa;

0) OTMCAHNUE XapaKTEPUCTHK M CBOMCTB YITAaKOBOYHBIX MAaTEPHUAJTIOB H YKYIIOPOUHBIX CPEJICTB;
1) JaHHBIC O CTAOMIILHOCTHU (hapMaleBTUUECKONU CyOCTaHITNH;
P) CPOK TOJTHOCTH;

2) JOKYMCHT, co;[epxcamm?l cleayromue CBEACHUA O JICKAPCTBCHHOM IIpcrapare s MCAUIHUHCKOI'O
NPHUMCHCHUSA:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O NpcriapaTta AJ1d MECAUIUHCKOTIO ITPUMCHCHUS

0) omrcanue papmareBTUHIECKON pa3paboTku (000CHOBaHME BHIOOpA COCTaBa, MEPBUYHOM YIIAKOBKU H
HHOTO);

B) TEXHOJIOTHA TIPOU3BOACTBA C OIIMCAHUCM cTagui MMpONU3BOACTBA W METOHOB KOHTPOJISI Ha BCCX
CTaudgX IMPOU3BOACTBA,

I') OIMCAHNUE KOHTPOJISI KPUTUUECKUX CTaJUi Ipolecca MPOU3BOICTBA U IIPOMEKYTOUHON MTPOSYKIIUH;

J1) HaMMEHOBaHME M aJ[peCc MeCTa OCYIIECTBJICHHS NIPOU3BOJCTBA JIEKAPCTBEHHOI'O IMpernapara ais
MEIUIIMHCKOTO TIpUMEHEHus (B clyyae HaJluuds HECKOJbKHUX YUYaCTHUKOB IIpoliecca IpPOU3BOJCTBA
HE0OXOIMMO yKa3aTh KaX/10T0 U3 HUX);

e) (hapMareBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepuaibHbIN OalaHC 71 IPOU3BOACTBA CEPUM FOTOBOTO MPOIYKTa;

1) ONMCaHUE XapaKTEePUCTUK U CBOWCTB yIaKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) TOKyMEHTAIHHOE MOATBEPKICHNE (BaTUIAIHs) TIPOIIECCOB MTPOU3BOCTBA U (MJIN) UX OICHKA;
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J'I) Tpe6OBaHI/I${ K KadeCTBY BCIIOMOTAaTCJIbHBIX BCIICCTB (CCpTH(i)I/IKaT, CHGI_II/I(I)I/IKaI_II/IH Ha
BCIIOMOTAaTCJIbHBIC BEIICCTBA U UX 06OCHOBaHI/Ie);

M) AHAJIUTHUYCCKHUC MCTOJHUKH, HCIIOJIb3YCMBIC npu OCYHICCTBJIICHUHN KOHTPOJIA KadeCTBa
BCIIOMOTaTCJIbHBIX BCHIICCTB,

H) JIOKyMEHTaJbHOE MOJTBEpXKJIEHUE (BaTuAalys) aHAIUTUYECKHMX METOIUK, HCHIOJIb3yEeMbIX IPHU
OCYILECTBIEHUN KOHTPOJIA Ka4eCTBAa BCIIOMOraTEIbHBIX BEILLECTB;

0) I/IHq)OpMaI_II/IH 00 HCIOJB30BAaHUU BCIIOMOTaTEIbLHBIX BCIICCTB 4YCIOBCYCCKOTO M JXHMBOTHOI'O
MMPOUCXOKIACHUA,

H) I/IH(bOpMaLII/ISI 00 HCII0JIB30BAaHMH HOBBIX BCIIOMOTaTEIbHBIX BCIIICCTB,

p) TpeOOBaHUS K Ka4eCTBY JICKAPCTBEHHOTO Iperapara il MeIUIIMHCKOTO pUMeHeHus (cepTudukar,
cnenuguKanus Ha JIeKapCTBEHHBIN Ipenapar U uX 000CHOBaHHUE);

C) AHAIIUTUYCCKUEC METOJAUKHN, UCIIOJIB3YEMBIC ITPHU OCYHICCTBICHUHN KOHTPOJIA Ka4€CTBa JICKAPCTBECHHOI'O
Impenapara 41 MCAUIUHCKOI'O MIPUMCEHCHU S,

T) JOKYMCHTAJIBHOC TIOATBCPIKICHUC (BaJ'II/I,ZLaI_II/ISI) AHAIIUTUYCCKUX MCTOJAUK, MHCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJI Ka4€CTBA JICKAPCTBCHHOTI'O ITperiapaTa JJI1 MCAUIHUHCKOI0 NIPUMCHCHUS

y) pe3yJIbTaThl aHAIM30B CEPUIl JIEKAPCTBEHHOIO MIpernapaTa Jilsl MEIUIUHCKOTO IPUMEHEHUS;
¢) xapakTepucTuKa NpuMecei;

X) nEpCUYCHb CTAaHAAPTHBIX 06pa3u03, HCIIOJIB3YEMBIX IIPpH OCYIICCTBIICHHM KOHTPOJIA KadeCTBa
JICKAPCTBCHHOTO IIpCIiapaTa AJIsI MCAUITUHCKOI'O MPUMCHCHU A,

I1) IaHHBIC O CTA0MJILHOCTH JIEKAPCTBEHHOT'O TIperapaTa Jisl MeTUIIUHCKOTO MPUMEHEHHUS.
(dactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢apmakonorudecko, TOKCHUKOJIOTUYECKON ITOKYMEHTAIlMM BKJIIOYAeT B €e0sl OTYETHI O
pe3yabpTaTax JOKIMHUYECKUX HCCIEIOBAaHUHN JIEKAPCTBEHHOTO CPEACTBA JIJII MEAMIIMHCKOTO TPUMEHEHUS, B
TOM YHUCIIE:

1) otuet 0 hapMakoIMHAMUYECKIX UCCIETOBAHUSIX;

2) OTYCT O (I)apMaKOKI/IHeTI/I‘-ICCKI/IX HUCCICIOBAHUAX

3) OTYET O TOKCUKOJIOTHYECKUX UCCIICIOBAHUSIX.
(dactp 6 B pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-D3)

7. Paznmen KIMHWYECKOW JOKYMEHTAIIMH BKJIIOYAET B Ce0S OTYETHI O pe3yJbTaTax KIMHHYECKUX
WCCJICIOBAHMH JIEKAPCTBEHHOTO MperapaTa il MeIUIIMHCKOTO IPUMEHEHHS, B TOM YHUCJIC:

1) otuetsl 00 WuccaenOBaHUAX OMOAOCTYNHOCTH UM  OMOIKBUBAJIEHTHOCTH, HCCIEIOBAHUSAX,
yCTaHaBJIMBAIOUINX KOPPEJSAIMIO PE3YIbTaTOB, MOJYUYSHHBIX B YCIOBUSX in Vitro U in vivo;
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2) oT4eThl 0 (PapMAKOKMHETHUECKUX UCCIIET0BaHMSX;
3) oTueTsl 0 (hapMaKOAMHAMUYECKUX UCCIICIOBAHUIX;
4) oT4ETHI O KIMHUYECKUX UCCIIEAOBAHMX 3(PPEKTUBHOCTH U O€3011aCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHMS (ITPU HATMYUN).
(gactp 7 BBenena denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy HMHGpOpPMALKHU, NPEIOCTABISIEMONl B COCTaBE PErUCTPALMIOHHOIO J0ChE, IS
OTJENbHBIX BHUJOB JIEKAPCTBEHHBIX MpPENapaTroB Uil MEIUIMHCKOIO IPUMEHEHHs] YCTaHaBJIMBAIOTCS
YIOJIHOMOYEHHBIM (he/iepalibHBIM OPraHOM HCTIOJIHUTETBHON BIIACTH.

(uactp 8 BBeneHa DenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

9. B oTHOmIEHWH JIEKAPCTBEHHBIX MPEMAPATOB, PA3PEIICHHBIX I MEIUIIMHCKOTO TPUMEHEHUs B
Poccuiickoit ®enepanuu Oonee ABaAaTH JeT (32 HMCKIIOYCHUEM OHOJIOTHYECKUX JICKAPCTBEHHBIX
npernaparoB), IOMYCKAeTCs BKJIOYEHHE B COCTaB paszzena (apMaKOIOTHYSCKON, TOKCHKOJIOTHYECKON
JOKYMEHTAIlMd U paslena KIMHUYeCKOHW OKYMEHTalldd BMECTO OTdeTa pa3paboTdyMka o pe3ylbpTaTax
COOCTBEHHBIX JOKIMHUYECKUX HCCIEIOBAHUN JICKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIEeIOBAHUN
JICKApCTBEHHBIX TIPENapaTroB JJs MEIUIIMHCKOTO MPHMEHEHUs 0030pa HaydHBIX paboT o pe3yibTaTax
TOKJIMHUYECKUX HCCIICIOBAHUN JICKAPCTBEHHBIX CPEACTB M  KIMHUYECKUX HCCJICAOBAHMM  JTaHHBIX
JIEKapCTBEHHBIX MPEMapaToOB, B TOM YKCJIE BKIIIOYAS OMBIT UX MOCTPETUCTPAITMOHHOTO MPUMECHCHHS.

(dactp 9 BBenena denepasibHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

10. IIpum rocynapCTBEHHONH perucTpanuy BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaTroB Ul
MEIMLMHCKOTO TPUMEHEHHsl JIOMyCKaeTcs BKIIOYEHHWE B COCTaB  pasfena  (papMakoJIOTHUECKOM,
TOKCHKOJIOTMYECKON TOKYMEHTALMHU U pa3zelia KIMHUYECKON TOKYMEHTAllMU BMECTO OT4eTa pa3paboTdnKa o
pe3ynbpTaTax cOOCTBEHHBIX JOKIMHHYECKHX MUCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB 0030pa HAYYHBIX PaboOT O
pe3ynbTarax JOKIMHUYECKHX HCCIeI0BaHUI peepeHTHOro JIEKapCTBEHHOrO Mpernapara M IpeJcTaBIeHUE
BMECTO KJIMHUYECKHUX MHCCIEJOBaHUI B TMOJHOM OOBEME, YCTAaHOBJIEHHOM pa3leioM KIMHUYECKOH
JOKyMEHTallMM, OT4eTa O pe3yjbTaraXx HccleloBaHUNH OHMOIKBHUBAJEHTHOCTH  BOCIPOMU3BEIEHHOIO
JIEKapCTBEHHOT0 TIpernapara il MeIWIUHCKOro npuMeHeHus. He TpeOyercss mpejacTaBieHHE OTYeTa O
pe3ynbpTaTax HCCIeIOBaHUKA OMOIKBHUBAJCHTHOCTH BOCIPOM3BEIECHHOTO JICKAPCTBEHHOTO IIperapara JJis
MEJUIIMHCKOTO MPUMEHEHHS, €CIIM PErHCTPUPYIOTCS BOCIPOU3BEICHHbBIE JIEKApPCTBEHHBbIE Mpenaparbl AJs
MEUIIMHCKOTO MPUMEHEHHUSI, KOTOPHIE:

1) npenHasHayeHBl [UIi HApEHTEPAIFHOTO (MIOJKOXKHOTO, BHYTPHMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUTJIa3HOTO, BHYTPHIIOJIOCTHOTO, BHYTPUCYCTABHOTO, BHYTPHKOPOHAPHOTO) BBEACHUS M TPEICTABISIOT
co0oi BOJTHBIE PAaCTBOPHI;

2) mpeAcTaBISIOT OO0 PacTBOPHI AJIsl IEPOPATILHOTO IPUMEHEHHUS;

3) npou3sBeieHbI B (DOpME MOPOIIKOB HITH JTMOPMIA3ATOB JJIsI TPUTOTOBJICHHS PACTBOPOB;

4) ABNAIOTCS Ta3aMu;

5) SABJIFOTCA YIIHBIMH HWJIM TJIa3HBIMU JICKAPCTBCHHBIMH IIp€IiapaTaMu, IIPOU3BCACHHBIMH B (bopMe
BOJHBIX paCTBOPOB;

6) npeaAHa3HA4YCHBI AJIsI MCCTHOT'O MPUMCHCHUSA U ITIPUTOTOBJICHBI B (bopMe BOOHBIX paCTBOPOB;
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7) mpencTaBiAl0T COOON BOJHBIE PAcTBOPHI JUIS MCIOJb30BaHUS B (popMe HMHraysiluil ¢ MOMOIIBIO
HeOyaiizepa WK B Ka4eCTBE HAa3aJIbHBIX CIIPEEB, IPUMEHSEMBIX C TOMOILBIO CXOIHBIX YCTPOMCTB.
(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. ns coydaeB, yka3aHHbIX B IyHKTax | - 3, 5 - 7 vactu 10 HacTosIiei ctaTbd, BOCOPOU3BEICHHBIN
JIEKapCTBEHHBIN Ipenapar Il MEIULIUHCKOrO MPUMEHEHHS JTOJKEH COAEPKATh TaKHUE KE BCIIOMOTaTEIbHBIE
BElIeCTBAa B TaKUX J>K€ KOJMYECTBaX, Kak U peepeHTHBIM JieKapCcTBeHHBIH mnpemnapar. Eciau cocraBbl
BCIIOMOTATENIbHBIX BEILIECTB PA3JIMYAIOTCS, 3asABUTENb JOJDKEH MPEACTABUTH JI0KA3aTENbCTBA TOrO, YTO
UCTOJb3yEeMbIE B JAHHBIX KOHIIEHTPALMSAX BCIIOMOTaTeIbHbIC BEIIECTBA HE BIMSIOT Ha 0€30MacHOCTb U (MJIH)
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO Ipenapara JUisi MEAUIMHCKOTO IpUMeHeHus. B cirydae, ecnu 3asBUTENb HE
MOXKET MpPEJICTaBUTh TaKUE JI0Ka3aTeIbCTBA M (WJIM) HE UMEET JOCTyla K COOTBETCTBYIOIIMM JaHHBIM, OH
JIOJDKEH IIPOBECTH COOTBETCTBYIOIIME HCCIENOBAHUSA JUISL JI0KA3aTENbCTBA OTCYTCTBHSI BIIMSHUS DPa3HBIX
BCIIOMOTaTeNbHBIX BELIECTB WJIM BCIOMOTAaTeIbHBIX YCTPOMCTB Ha Oe3omacHOCTh M (win) 3¢ (HEeKTUBHOCTH
JIEKapCTBEHHOI'O Ipenapara Jisi MEAULIMHCKOTO TPUMEHEHUS B MOPSJIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
(henepaabHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

(uacte 11 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. Tlpu rocymapCTBEHHOM perucrpanvu KOMOMHAIMI paHee 3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX
mmpenaparoB i  MEIUIMHCKOTO TNPHMEHEHUs  JOIyCKAaeTcsl BKIIOYEHHE B  COCTaB  pasjela
(apMakoIOrn4ecKoil, TOKCUKOJIOIMYECKON TOKYMEHTALMU M pa3jiena KIMHUYECKON JOKYMEHTAallud BMECTO
oTyeTa pa3paboTuuKa O pe3yibTaTaX COOCTBEHHBIX JOKIMHUYECKUX MCCIIEJOBAHUI JIEKAPCTBEHHBIX CPEJCTB
o030pa HayuyHBIX pPabOT O pe3yibTaTax MOKIMHUYECKHX HCCIIEAOBAaHUN pe(epeHTHBIX JeKapCTBEHHBIX
MpernaparoB, BXOAAIIMX B COCTaB KOMOMHAIIMK JIEKAPCTBEHHBIX MpenapaTtoB, U 00 OTCYTCTBHHM HX
B3aMMOJICUCTBUS B OJIHOU JIEKAPCTBEHHOHU (hopme.

(uactp 12 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTu3sy pa3ivuHbIX JIEKapCTBEHHBIX ()OPM OJHOTO U TOTO XK€ JEKApCTBEHHOT'O Ipernapara
JUTSE MEAUIIMHCKOTO TIPUMEHEHUS 3asBUTENb MIPEJICTABISET OT/IEIbHbBIC 3asBICHHS U PErHCTPAIIMOHHBIE JOChEe
Ha KXyl JekapcTBeHHYI ¢dopmy. Ilpu ycinoBuM OZHOBpEMEHHOW IMOJAaYu HA OKCIEPTH3Y OIHOU
JICKapCTBEHHON (POPMBI C Pa3TUYHBIMHU JTO3UPOBKOW, KOHIICHTpAIMEH, 00BEMOM 3asBHUTEIb IMPEACTABISET
OJIHO 3asIBJICHHE M PETHCTPALMOHHOE JIOChE C MPHIIOKEHHUEM MAaKETOB YIAKOBOK Ha KaXKIYHO JTO3UPOBKY,
Ka)KJIyI0 KOHIICHTPAIIHIO, KK 00bEeM 1 KaXKI0€ KOJIMYECTBO 703 B YITAKOBKE.
(dactp 13 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tlpum rocynapcTBEHHOM perucrpauuud Op(aHHOro JEKapCTBEHHOTO Ipernapara 3asBUTEINb
NpeCTaBIseT MH(OPMAIMIO, HEOOXOAUMYIO s (POPMUPOBAHMA pa3zesa KIMHUYECKOH JOKyMEHTAlluu, B
o0beMe, YCTAaHOBJIEHHOM YTIOJIHOMOYEHHBIM (e/iepaIbHbBIM OPraHOM HCIIOTHUTEIBHOMN BIACTH.

(uactp 14 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. IIpu peructpanyy OHMOJIOTHYECKOTO JEKApCTBEHHOTO IpernapaTra, MOJyuYeHHOr0 U3 KPOBH, IJIa3MbI
KpPOBH 4EJOBEKa, B COCTABE PETMCTPALIMOHHOIO J0ChE Ha JIEKApCTBEHHBIM Ipernapar A MEIULMHCKOTO
INPUMEHEHHUS JOJKHBI ObITh MPECTABICHbI JOTOJIHUTEIBHO:

1) B pazaene JOKyMEHTAllMM aJIMUHUCTPATUBHOTO XapakTepa JOKYMEHT, COAepKallui HHPOPMALIUIO O
cyObeKTax oOpalieHus: JOHOPCKOW KPOBH U (WJIM) €€ KOMIIOHEHTOB, O TOM, Iie Obljla OCYIIECTBIICHA IOHAIUS
(kpoBM W (WiM) TUIA3MBI KPOBM), a TaKkkKe JaHHbIE 00 WH(EKIMOHHBIX 3a00JIEBAHUAX, MEPEHAIOLINXCS
MapeHTePAIbHBIM MMyTeM, HHPOPMAIHS 0 CyObeKTax oOpamieHus: TOHOPCKOW KPOBH U (HUJTH) €€ KOMIIOHEHTOB,
B OTHOIICHUU KOTOPBIX OCYILIECTBISETCSI KOHTPOJIb JOHOPCKOM KPOBHU U (UJTH) €€ KOMIIOHEHTOB;
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2) B pazzene XUMUYECKOH, (hapMarieBTHUECKON 1 OMOIOTUYECKON TOKYMEHTAIUH:

a) KpUTEpUH M CIOCOOBI O0TOOpA, TPAHCHOPTUPOBAHUS M XpAaHEHUsS JOHOPCKOM KpPOBHU U (MIH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIENOBAaHUN OTOOPAHHBIX JOHOPCKOM KpPOBHM M (WJIM) IUIa3Mbl KPOBU M IYJIOB Ha
Hanmu4ue Bo30yauTenell nHEeKInii, BKIo4Yas nHGpopMaino o0 UCIOIb30BaHHBIX METOIUKAX MCCIICIOBAHUN U
B ClIy4ae MCCJEeI0BaHUs MYJIOB IUIa3Mbl KPOBH PE3yNbTaThl JOKYMEHTAJIbLHOTO MOATBEPKACHUS (Baluaallin)
UCTIOJIb30BAaHHBIX METOIHK;

B) TEXHUYECKHE XAPAKTEPUCTHKH YMAKOBKHU i O0TOOpa JOHOPCKOW KpOBH M (MJIM) IIa3Mbl KPOBH,
BKJIIOYast MHPOPMALIMIO 00 MCIIOJIb30BAaHHBIX PACTBOPAX aHTUKOATYJISTHTOB.
(uactp 15 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. Knuanyeckue ucciaeqoBaHus JICKAPCTBEHHOTO Mpernapara Juisi MEIUIMHCKOTO MPUMEHEHHUS B IENAX
€ro rocyJlapCTBEHHON perucTpanuu MnpoBoasaTcs B Poccuiickoit depepanuu B TMOPSAKE, YCTAaHOBICHHOM
cratbsiMu 38 - 44 Hacrosimero denepanbHoro 3akoHa. OTUET O MPOBEACHHBIX UCCIEAOBAHUAX BKIIOYAETCS B
COCTaB paszjiesa KIMHUYECKON JOKYMEHTAIMM PETUCTPAIMOHHOIO JI0Ch€ Ha JIEKAPCTBEHHBIM Ipenapar ajs
MEJIMIUHCKOTO TMpuMeHeHus. [l JIeKapCTBEHHBIX MpEenapaToB s MEAUIIMHCKOTO TPUMEHEHHS, B
OTHOIIIEHWH KOTOPBIX B PE3YyJIbTaT€ OKCHEPTU3bI JTOKYMEHTOB, NPEICTABICHHBIX [JIsi OMpEeIeTICHUs
BO3MOXKHOCTH pPacCMaTpuUBaTh JIGKAPCTBEHHBIM TMpenapar JUisi MEJAWIIMHCKOTO TPUMEHEHUS B KaueCTBE
opdaHHOTO JIEKapCTBEHHOTO MperapaTa, Takas BO3MOXXHOCTh ITPU3HAHA M B OTHOIICHUH KOTOPBIX MTPOBEICHBI
KJIMHUYECKHE HCCIIeIOBaHMs, BBHIMOJHEHHbIE 3a mpeaenamu Poccuiickoii denepanuu B COOTBETCTBUU C
npaBUJIaMU Hajuiexalield 1abopaTopHON MPaKTHUKKA W TMpaBWIAMH HAJJISKaIed KIMHHUYECKON MpPaKTHKH,
JOTYCKAaeTCsl BKJIIOYEHHE B COCTAaB paszfesia KIMHUYECKOW JIOKYMEHTAllMM BMECTO OTYeTa O pe3yjbTaTax
KJIIMHUYECKUX HMCCIIEIOBAHUN JIEKAPCTBEHHOTO Tpenapara JJis MEAUIIMHCKOTO MPUMEHEHHs], TPOBEICHHBIX B
Poccniickoit denepanuy, oTdyera 0 pe3ysbTaTax KIMHUYECKUX HCCIENOBAaHUM, BBIIOJHEHHBIX 32 IIpEAeIaMU
Poccuiickoit deneparumu.

(uactp 16 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

17. 3asBuTenp BHpaBe NPEACTaBUTH IO COOCTBEHHONM WHHUIIMATUBE BMECTE€ C 3asABICHUEM O
rOCYJapCTBEHHOM PETHCTpalUU JIEKAPCTBEHHOI'O IIpenapara il MEAULMHCKOIO NMPUMEHEHUS JOKYMEHTHI,
MOATBEPKIAIOIINE YIIATy TOCYJAapCTBEHHOM IONUIMHBI M yKa3aHHble B IyHKTe 10 wactu 2 HacTosmeu
cTaTb. B cimydae ux HempeacTaBieHHs COOTBETCTBYIOLIMH YIOJIHOMOYEHHBIH (enepanbHblii  OpraH
UCIIOJIHUTENILHOW BIIACTU MpOBepseT (haKT yIIaThl TOCYAAPCTBEHHOM MOIIIMHBI 3asSBUTENEM IOCPEICTBOM
UCIIOJIb30BaHUs MHpopMaluu 00 yrmjare rocyAapcTBEHHOW MOILIMHBI, cofepxaiieiics B ['ocynapcTBeHHON
WHPOPMAIIMOHHOM CHUCTEME O TOCYAApCTBEHHBIX M MYHUIMNAJIBHBIX IUIATeXXaX, HAa OCHOBaHWUHU
NIPEACTABICHHBIX 3asIBUTEIIEM KO JOKYMEHTOB, ITOATBEPKIAIOIINX YIUIATy TOCYAAPCTBEHHON MOIUINHBI.
(uactp 17 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18. He pomyckaeTcsi WCIONB30BaHHE B KOMMEPUECKHX IesIX WHGOpPMAIMU O pe3yibTaTax
JOKIIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
npenapaToB Uil MEAMLMHCKOTO IpPUMEHEHMs, MpPEJCTaBICHHON 3asBUTENeM [UId TOCyJapCTBEHHON
perucTpayu JeKapcTBEHHOro IpenapaTa, 6e3 ero corjacus B TEUEHUE LIECTH JIET ¢ JIaThl TOCYAapCTBEHHON
perucTpanuu pedepeHTHOro JeKapCcTBEHHOT o npenapara B Poccuiickoit denepanmu.

(uactp 18 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19. Jlepkarenb uWiau Biajeiel] PErHCTPALlMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOTO Mpernapara Ha
OMOTEXHOJIOTMYECKUNA WM Op(aHHBIM JIeKApCTBEHHBIA Mpernapar 00s3aH NPEeJOCTaBIsATh HAa BO3ME3IHOMN
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OCHOBE 00pa3sibl pedepeHTHOro JEeKapCTBEHHOIO Mpenapara 3asBUTENSIM ISl TMPOBEACHUS KIMHHYECKUX
uccinenoBanuii. CToumMocTs 00pasia peepeHTHOro JEKApCTBEHHOTO Mpernapara, BKIOYEHHOTO B MepeueHb
KU3HEHHO HEOOXOIMMBIX U BaXXHEWIIUX JIEKAPCTBEHHBIX TMpEnaparoB, HE JOJDKHA TMPEBHIIIATH
3apErHCTPUPOBAHHYIO MPEACIEHYIO OTITYCKHYIO IIEHY Ha peepeHTHBIN JIEKapCTBECHHBIN Tperapar Wil IeHY
Ha JICKapCTBEHHBIN IIpemnapar B CTpaHe MPOU3BOIUTEIIS.

(dactp 19 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20. 3asBiIE€HHE O TOCYJApPCTBEHHON PErucTpanuy BOCIPOM3BEICHHOIO JIEKAPCTBEHHOIO Mperapara s
MEHUIIMHCKOTO MPUMEHEHHS MOXKET OBITh MIOJJaHO B YIIOJTHOMOYECHHBIN (hefiepanbHblii OpraH UCIIOTHUTEIHHON
BJIACTH, OCYIIECTBISIOMIMN TOCYAapPCTBEHHYIO PETHCTPALIMIO JICKAPCTBEHHBIX MPENapaToB, MO HCTEYECHUU
YeThIPeX JIET C JaThl TOCYIJApCTBEHHOW perucrpanuu pedepeHTHOTO JIGKAPCTBEHHOTO Ipemnapara B
Poccuiickoit deneparumn.

(dgactp 20 BBeneHna denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBieHHe O TOCYIApPCTBEHHON pErucTpanuu OMOaHAIOTOBOTO (OHOIMOJ0OHOr0) JEKapCTBEHHOTO
npemnapaTta (OmMoaHangora) MOKeT OBITh TOJAHO B YIMOJTHOMOYCHHBIN (pelepanbHblii OpraH HCIOJTHUTEIHHON
BJIACTH, OCYIIECTBISIOMIMM TOCYAapPCTBEHHYIO PETHCTPALIMIO JICKAPCTBEHHBIX MPENapaTroB, MO HCTEYECHUU
TpeX JIET C AaThl TOCYAapPCTBEHHOW pEeTHUCTpaliu pedepeHTHOTO JIEKapCTBEHHOTo mpenapaTta B Poccuiickoit
®denepanuu.

(dactp 21 BBeneHna depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [lepxaTenb WM BIAJENell PErucTPAllMOHHOTO YJOCTOBEPEHHUS JIEKApCTBEHHOTO Ipernapara
MPE/ICTaBIseT B YIOJTHOMOYEHHBIN (efepaibHblii OpraH HUCHOTHUTEIBLHOW BIACTH, OCYIIECTBIISIOIINN
(YHKIIUY TI0O KOHTPOJIIIO U HAJ[30pY B cepe 3IpaBOOXpaHEHUs, OTYET 10 pe3ysibTataM (hapMakoHaI30pa OJuH
pa3 B IIECTh MECSIIEB B TEUCHUE JIBYX JIET MOCJIE TOCYJaPCTBEHHOM PErucTpaliy JIEKapCTBEHHOTO Mpenapara
B Poccuiickoit denepainuu, €KErolHO B TEYEHUE MOCIEAYIOMUX TPEX JIET U B JaJIbHEUILIEM OJWH pa3 B IISTh
JIeT.

(uacts 22 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. lNpuHATHE peweHUA O BblAaye IKCNEePTHOMY YUYpPEeXAEeHUK 3adaHus Ha
npoBeAeHMe 3KCNepTU3bl NIeKapCTBEHHOro cpeacTBa
(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necstu paboO4MX JHEH CO JHS TPUHATHS 3asBJICHUS O TOCYAAPCTBEHHOW PETUCTpAIMU
JICKQpCTBCHHOTO Tpernapara COOTBETCTBYIOIIMN YIIOJHOMOYCHHBIH (eepaibHbIi OpraH HUCIOJHUTEILHOU
BJ1aCTHU HpOBOI[I/IT HpOBepKy IIOJIHOTHI, I[OCTOBCpHOCTI/I n HpaBI/IHLHOCTI/I O(I)OpM.TIeHI/IH HpeI[CTaBJIeHHBIX
I[OKYMGHTOB pCFI/ICTpaIII/IOHHOFO J0ChE Ha J'IeKapCTBeHHI)II\/'I npenapaT n HpI/IHI/IMaCT pCHIGHI/IC O BbIIA4C
3aJjaHMs Ha MMPOBEJICHHUE:

1) OKCIECPTU3Bl AJOKYMCHTOB, MNPCACTABJICHHBIX JIA ONPCACICHHA BO3MOXHOCTH pacCMaTpHUBaThb
HeKapCTBeHHLIﬁ npenapar ajid MCEAUIUHCKOTO MNPUMCEHCHHS IIpU OCYHICCTBICHUU FOCYI[EIpCTBGHHOfI
PErucTpai B KA4€CTBC Op(l)aHHOI‘ 0 JICKapCTBCHHOTO IIpeIriapara,

2) 9KCHCPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTU 3KCICPTU3bLI KAaUCCTBA JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTHU3bI OTHOIICHUA O)KHI[&CMOﬁ IMOJIB3bI K BO3BMOKHOMY PUCKY NPUMCHCHUS JICKAPCTBCHHOI'O IMpEriapaTa
A1 MEANITUHCKOTO ITPUMCHCHUS

3) OKCIICPTHU3BI JIECKAPCTBEHHOTI'O CPCACTBA B YaCTHU OKCIICPTHU3bl Ka4€CTBa JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTU3bI OTHOLICHUA 0KHJIaeMOM MOJIB3bI K BO3MOXHOMY PUCKY IIPUMCHCHUS JICKAPCTBECHHOT'O IIpC€IIapaTa
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AJIE MEAULIUHCKOTO ITPUMCHCHHA B IMOPAAKE YCKOpeHHOﬁ nmpoucaypsl 5KCIIEPTU3BI JICKAPCTBCHHBIX CPEIACTB B
COOTBETCTBHUH CO CTaThel 26 HaCTOAIICTO d)e;[epaanoro 3aKOHa,

4) osKcnepTHU3bl JIEKAPCTBEHHOIO CPEACTBA B OTHOIIEHHWU JIEKAPCTBEHHOrO Ipemapara Ul
BETEPUHAPHOTO IPUMEHEHHS.

2. YnonHoMouyeHHbIN (efiepaibHblil OpraH UCIIOJHUTEIbHON BIACTH YBEAOMIISIET B 3JIEKTPOHHOMN opme
WIN Ha OyMa)KHOM HOCHTEJIE 3asiBUTENSI M SKCIIEPTHOE YUPEKJICHHUE O IPUHATOM PELICHUH O BblAAUe 3a4aHUN
Ha MPOBEJCHUE HKCIEPTH3, MPETyCMOTPEHHBIX YacThi0 | HACTOALIEH CTaTbM, U B Cllyyae HEOOXOJUMOCTH O
BbIZIaue paspelieHus Ha BBo3 B Poccuiickyro denepanyito KOHKPETHOU apTUH, CEPUM 3aPETUCTPUPOBAHHBIX U
(M) HE3apeTMCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB WM 00 OTKa3e B MPOBEACHUU MPEIYCMOTPEHHBIX
JKCIEPTU3 C YKa3aHUEM IIPUYMH TAKOTO OTKa3a.

3. B caywyae BbISBICHHMS OTCYTCTBHMSI WJIM HEIOCTOBEPHOCTH HH(OpMaMM, coaepxkaliencs B
IPEJICTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBIN (heepaabHblii OpraH UCIOJHUTEIbHON BIACTH
HaNpaBIseT 3asABUTENIO 3ampoc 00 YTOUYHEHUH 3TOoM uHopmammu (Hanee - 3ampoc YMOTHOMOUYEHHOTO
(denepanbHOrO OpraHa HCHOJHMTENBHOM BIAcTH), KOTOPHI MOXET OBITh IepelaH YHOJIHOMOYEHHOMY
MIPEICTAaBUTENIO 3asBUTENS JIMYHO II0J] PACIMCKY, HAIIPABJIEH 10 NOYTE 3aKa3HbIM MMHMCbMOM WM IEpelaH B
JNIEKTPOHHOK (opMe MO TEJeKOMMYHHUKALIMOHHBIM KaHalaM CBSI3W. B cilyuae HampaBlieHHs 3ampoca
YHOJHOMOYEHHOTO (peliepalbHOrO OpraHa HUCHOJHUTENbHOM BJIacTM MO TMOYTE 3aKa3HbIM MHCHbMOM OH
CUMTAETCS MOJyYEHHBIM 10 UICTEUEHHH ILIECTU JHEH C 1aThl HAIIPABJICHUS 3aKa3HOTO [TMCHhMA.

4. 3asButenb oO0s3aH TMPEJACTaBUTh OTBET Ha 3alpoOC YMOJIHOMOUYEHHOro ¢efepaibHOro opraHa
WCTIOJTHUTENILHOM BIACTH B CPOK, HE MPEBHIIAIOIINN IEBIHOCTA pabouuX JHEH co AHs ero nonydeHus. Cpok,
yKa3aHHBIM B "yacTu | HacTosedl cTaThbu, MPUOCTAHABIMBACTCS CO JHS HAIpaBICHUS 3asSBUTEIIO 3ampoca
YIOJTHOMOYECHHOTO  ()e[cpalbHOIO OpraHa HWCIOJHHUTEIBHOW BIACTH 110 JHSA T[OJNYYCHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OPTaHU3alUU SKCIIEPTHU3, IPEAYCMOTPEHHBIX YacThi0 | HAacTOsAIIeH cTaThy,
SIBIIIETCS TIPEJICTaBICHUE HEOOXOJUMBIX [JIsl MPOBEACHUS MPEIyCMOTPEHHBIX SKCIEPTH3 JOKYMEHTOB B
HEMOJIHOM O0beMe WU HENpeCTaBICHHUE 3asBUTENIEM B YCTAHOBICHHBIH CPOK OTBETa Ha 3ampoc
YIIOJIHOMOYEHHOTO (peIepaibHOTr0 OpraHa UCIOJIHUTEIBHON BIACTH, a TAK)KE IPEACTAaBICHNE JOKYMEHTOB, HE
COJIEPIKaIINX UCUYCPIBIBAOIIETO MEPEUHST HEOOXOAMMBIX CBEIICHUH.

Cratba 20. OJkcnepTusa [OKYMEHTOB, TpeAcTaBrieHHbIX Ans  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTtb ﬂeKapCTBeHHblﬁ npenapart And MeaMuMHCKOro npmmeHeHus
npu  OCyLecTBfIEHUM rocyfapCTBEHHOM perucTpaumm B  KayectBe opchaHHOro
NeKapCTBEHHOro npenapara

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

l. Oxcneprusza JOKYMEHTOB, MPEACTABICHHBIX IS OINPEACICHUS BO3MOYKHOCTH pPaccMaTpUBaTh
JIEKapCTBEHHBIN Ipenapar s MEIULUHCKOTO IPUMEHEHUS IpU OCYIIECTBICHHHM TIOCYJapCTBEHHOU
perucTpanyy B KadecTBe OP(AHHOTO JIEKaPCTBEHHOI'O IIperapara, COCTABICHHE KOMHCCHEH HKCHEepTOB
3aKJIIOYEHUST O BO3MOXHOCTUM WJIM HEBO3MOXXHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM Ipemapar A
MEJUIIMHCKOTO TPHUMEHEHUS! MPHU OCYIIECTBIEHUU TOCYJapCTBEHHON pEerucTpaluu B KauecTBe Op(aHHOIO
JIEKapCTBEHHOT'0 Mperapara U HalpaBlieHUE JTaHHOTO 3aKJIIOYEHMs B YIOJHOMOYEHHbIN (eiepanbHbIil Opral
UCIIOJIHUTENILHOW BJIACTH OCYILECTBIIAIOTCA B CPOK, HE NPEBBILIAIOMIMUI TpUAUATH pabouux IHEH co JTHS
HOJYYEHHUs] SKCIIEPTHBIM YUPEKACHUEM 3a/laHusl YIOJIHOMOYEHHOro (hefiepalibHOTO OpraHa MCIOJHUTEIbHON
BJIACTH U B JJIEKTPOHHOU (opMe WM Ha OyMa)KHBIX HOCUTENSX HEOOXOIUMBIX JOKYMEHTOB, YKAa3aHHBIX B
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nyHkrtax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18 Hacrosmero @eaepaibHOro 3aKOHa.

2. JIOKyMEHTBI, COJEpKallecsi B PpErucTpalMOHHOM JIOCh€ Ha JIEKapCTBEHHBIM Ipenapar u
MIOCTYIIUBUINE HA OYMa)KHbIX HOCUTENSX B AKCIIEPTHOE YUPEXKIEHUE JJIs1 OCYIIECTBICHUS X SKCIIEPTU3bI AJIs
orpeziesieHUs] BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM INpemnapar Uil MEIULIUHCKOTO NMPUMEHEHHUS B
KauecTBe Op(aHHOrO JIEKAPCTBEHHOrO Mpernapara, MoJyUIeskaT BO3BpaTy B YIOJHOMOYEHHBIN (eaepaibHbIN
OpraH MCIIOJIHUTEIbHOMN BJIACTH OJHOBPEMEHHO C 3aKJIIOYEHUSIMHU COOTBETCTBYIOLINX 3KCIIEPTHU3.

Cratba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JIeKapCTBEHHbIN npenapaTt npu
OCYyLLEeCTBJIEHUN FOCyAapCTBEHHOW perncrpaumm B KayecTBe OpdaHHOro rieKapCTBEHHOro
npenapara

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

1. B cpok, He TpeBbIIAOIINN ATH pabouux AHEH cO AHS MOTYUYSHHs 3aKII0YEHHS, YKa3aHHOTO B YaCTH
1 crateu 20 Hactosmero denepasbHOrO 3aKOHA, YHOJIHOMOYECHHBIM (eepaabHbIil OpraH MCIOJHUTEIbHON
BJIACTHU OCYILECTBJISIET OLIEHKY IOJIyYEHHOI'O 3aKJIIOUEHHUS JUIS ONPEIENICHUsI €ro COOTBETCTBUS 3aJaHMIO Ha
MIPOBEICHUE COOTBETCTBYIOIICH SKCHEPTH3BI W YBEJOMIISIET 3asBUTENSI B DIIEKTPOHHOH (opMe WM Ha
OyMa)XHOM HOCHUTEJIEe O pe3yJbTaTax IPOBEAECHHON HKCIEPTU3bl C MPHIOKEHHUEM KOMHUU SKCIEPTHOTO
3aKJIIOYeHUsl (C COXpaHEeHHEM KOH(MUICHIHATIbHOCTH HH(OPMALMU O COCTaBE SKCIEPTHOW KOMHUCCHH) U O
BO3MOXXHOCTH WJIM HEBO3MOXKHOCTH pacCMaTpUBATh JIGKAPCTBEHHBIM Mpenapar Aias MEeTUIITHCKOTO
MPUMEHEHHS TPU OCYIIECTBICHUU T'OCYJapCTBEHHON perucTpanuu B KauecTBe Op(aHHOIrO JIEKapCTBEHHOTO
npemnapara.

2. Ilpu BbIHECEHNU KOMUCCHEN SKCIEPTOB 3aKIIOYEHHSI O BOZMOKHOCTH paccMaTpUBATh JIEKaPCTBEHHBIIN
npemnapat Ay MEANIUHCKOTO IMPUMEHCHUA NIPHU OCYUICCTBICHUN FOCYJIapCTBeHHOﬁ PEruCcTpaiii B Ka4€CTBC
ophaHHOI0 JIEKAPCTBEHHOr'O MpernapaTra yHOJIHOMOUYEHHBIN (enepanabHblil OpraH MCIOJIHUTENIBHONW BIIACTH B
CpPOK, HE MPEBBIIIAIONINH MATH paboYnX JHEW O IHS MOJYUYeHUs JaHHOTO 3aKJII0YEHUs, IPUHUMAET pelIeHue
O BbIJAY€ 33aJaHHUA HA IPOBEACHHUE DKCIIEPTH3bl KAuyeCcTBAa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3bI
OTHOLICHUA O)KHI[aeMOfI MOJIb3bl K BO3MOKHOMY PUCKY IMPUMCHCHHUA JICKAPCTBCHHOI'O mpfcrapara Iajd
MCIUIUHCKOI'0 IMPUMCHCHHUA B MOPAIAKE yCKOpGHHOfI nmpoucaypbl 3KCICPTHU3BI JICKAPCTBCHHOI'O CPpEACTBa B
COOTBETCTBUU CO CTaTbel 26 HacTosAmero GeaeparbHOro 3aK0Ha.

3. B cioywyae npuHATHS pelIEHMs O HEBO3MOXXHOCTHM pPaccCMaTpHUBaTh JIEKAPCTBEHHBIH mpemnapar Jis
MEIUIMHCKOIO MPUMEHEHHs NP TOCyJapCTBEHHON perucTpalyy B KayecTBe Op(aHHOIO JEKapCTBEHHOTO
mpernapara yIoJHOMOYEHHBIH (efepalbHbIi OpraH MCIOJHHUTEIBHON BJIACTH NpEKpamaeT Mpoueaypy
TOCYJapCTBEHHOM  pPErucTpalud  JIGKAPCTBEHHOTO  Iperapara. 3asBUTENb  BIpaBe OOpaTUThCS B
PErUCTPUPYIOLINI OpraH C 3asBICHUEM O TOCYAAPCTBEHHOW PETHUCTPALMK YKa3aHHOTO JIEKapCTBEHHOIO
rpenapara B COOTBETCTBHHM cO cTaThell 18 Hacrosmero @eaepanbHOro 3aKoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 nionsa 2015 ropa. - ®eagepanbHbIM 3aKoH oT 22.12.2014 N
429-03.

CraTtbAa 23. JKkcnepTn3a KayecTBa JSIeKapCTBEHHOro cpeaAcTBa U 3KCNepTU3a OTHOLUEHUs
oXuaaeMou Nosfb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs1 NeKapCcTBEeHHOro npenaparta ans
MeAULUHCKOro NpuMeHeHusi

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

1. DkcnepTusa KadecTBa JIGKQPCTBEHHOTO CPEJICTBA U AKCIEPTH3a OTHOIICHHS OXKUIAEMOM MOJB3bl K
BO3MOXKHOMY PHCKY MTPUMEHEHHS JICKAPCTBEHHOTO TMpernapara Uisi MeJUIIMHCKOTO0 TPUMEHEHUSI, COCTaBIICHNE
KOMHCCHSIMH DJKCIEPTOB 3aKIIOYCHUN 10 pe3yJbTaTaM TMPOBEICHHBIX HKCIIEPTH3 W HAMPABICHHUE ITHX
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3aKJIIOUYEHUN B YIIOTHOMOYEHHBIN (heepaabHblii OpraH UCIIOTHUTENHLHOM BIACTH OCYUIECTBIISIOTCS B CPOK, HE
MIPEBBILIAIONINN cTa AecaTh pabodnx JAHEH CO JHS MOTYUYSHHS SKCTIEPTHBIM YUPEXKIEHUEM COOTBETCTBYIOIIETO
3a/laHusl YIIOJIHOMOUYEHHOTO (heiepabHOr0 OpraHa MCIOJHUTEIHLHONW BIACTH U HEOOXOAMMBIX TOKYMEHTOB B
3JIEKTPOHHOU (popme Wit Ha OyMaKHBIX HOCHUTEIISX.

2. B TedeHue neBsHOCTA AHEH CO JHS TMOJYYEHHUsS PEIICHUS YIIOJHOMOYEHHOTO (heepasibHOTO OopraHa
WCIIOJIHUTENIbHOM BJIACTU O MPOBEJIECHUU 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio | Hacrosmieil craThbu,
3asIBUTENb MPEJCTABISAET B SKCIEPTHOE YUPEKACHUE [l POBEAEHUS SKCIIEPTU3bI KaueCcTBa JIEKapCTBEHHOIO
cpelacTBa 00pasllbl JIEKApCTBEHHOTO IpemapaTta i MEIUIMHCKOTO MPUMEHEHHS, NPOU3BEICHHOTO B
COOTBCTCTBHU C Tpe6OBaHI/I$IMI/I OIIBITHO-IIPOMBIINIJICHHOI'O U (I/IJII/I) MMPOMBIIIJICHHOI'O  PErijlaMCHTOB,
YTBCPKACHHBIX PYKOBOAUTCIIEM IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, a4 TAKIKEC B COOTBCTCTBYIOIIHX
ciaydasix oOpasubl (apMaleBTHYECKON CyOCTaHIMM, TECT-IITaMMa MHUKpPOOPTaHU3MOB, KYJIbTYPbl KIIETOK,
o0pa3ipl BEIIECTB, MPUMEHSEMBIX I KOHTPOJS KadecTBa JIEKAPCTBEHHOI'O CPEJICTBA IyTEM CPaBHEHUS C
HUMH UCCIIEyeMOT0 JIEKapCTBEHHOTO CpPEJCTBA, B KOJMYECTBAX, HEOOXOAMMBIX [JIsi BOCHPOM3BEICHUS
METOJI0B KOHTPOJISI Ka4eCTBa.

3. Ilpu mnomydyenun oOpa3lOB JIEKApPCTBEHHOTO mpenapata U (apManeBTHUECKOW CyOcTaHIMU
HKCIEPTHOE YUPEKIEHUE BBIIACT 3asBUTEIIO JJOKYMEHT, ITOATBEPKAAIONINH MOTyuYeHHE YKa3aHHBIX 00pasIioB,
U B CPOK, HE TNPEBBIMAIONINN TpeX pabouux AHEH, YBEIOMIIIET B 3JIEKTPOHHOU dopMe MU Ha OyMa)KHOM
HocuTesne 00 3TOM YIIOJHOMOUYEHHBIH (peiepanbHblii OpraH UCIIOJIHUTEIBbHON BIACTH.

4. VYxazaHHble B 4YacTsAX 2 W 3 HACTOSILEH CTaThU CPOK ISl MPEICTaBICHHS 3asBHTEIEM 00pa3lioB
JICKapCTBEHHOTO Tmpemnapara ¥ (apManeBTHUYECKOW CYOCTaHIIMM W CPOK YBEIOMIICHHS OSKCIEPTHBIM
yUpexkAeHuEM 00 3TOM Ha OyMakHOM HOCHUTEJIE YHOJHOMOYEHHOTO (peepabHOTO OpraHa MUCIIOIHUTEILHON
BJIACTH HE BKIIIOYAIOTCS B CPOK MPOBEJICHUS SKCIIEPTU3, MPETyCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThH.

5. JIOKyMEHThI, TMOCTYNUBUIME B OJKCHEPTHOE YUpPEXKACHHE JUIs TPOBEACHUS IKCIEPTH3,
IpeyCMOTPEHHBIX 4YacThi0 | HacTosIEed CTaThbH, MOJUIeKAT BO3BpATy B YIMOJTHOMOYEHHBIH (eaepanbHbIi
OpraH UCIIOJIHUTEJIbHOM BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMU, [OJIYYEHHBIMH TIO pe3yjbTaTaM
COOTBETCTBYIOIINX IKCIIEPTU3.

Cratbs 24. 9KcnepTnU3a KavyecTBa JIeKapCTBEHHOro cpeacTBa U 3KCNepTu3a OTHOLIEHUNA
OXWAaemMoM NOoJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro rnpenapara Ans
BeTePMHAPHOIro NPMMeHeHUsA

1. DxcnepTu3a KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOLIECHUS OKUIAEMOW IOJb3bI K
BO3MOYKHOMY PHUCKY IPUMEHEHMS JIEKAPCTBEHHOT'O IIpernapara i BETEpPUHAPHOTO IPUMEHEHHUs], COCTaBICHUE
KOMMCCHSMHM JKCIEPTOB 3aKJIIOYEHMM II0 pe3yJibTaTaM YKa3aHHBIX OKCIIEPTU3 M HAIPaBICHUE TaKUX
3aKJIIOUYEHUH B YIIOJTHOMOYEHHBIN (hefiepaabHblii OpraH UCIOJHUTEIBbHOM BIACTH OCYLIECTBIISIOTCS B CPOK, HE
NPEBBIIAIOIINNA CTa JecATH pabouyMx JHEH cOo JHS TOIy4eHHUS SKCIEPTHBIM YUPEKICHHUEM 3a/aHus
YIIOJIHOMOYEHHOTO (heiepaIbHOTO OpraHa UCIOJHUTEIbHOM BIACTHU C JOKYMEHTaMH, YKa3aHHBIMHU B 4acTu 3
ctatbi 17 HacTosmero denepaabHOro 3aKOHa.

(B pen. ®enepanbbix 3ak0oHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Teuenue naTHaauaTH paboYuX JHEW CO AHS MOTYUYSHHS PEIICHHUS YIIOJTHOMOYEHHOTO (hefepalbHOTO
OpraHa HCIIOJIHUTENBHON BJAcTU O NPOBEACHMM YKa3aHHBIX B YacTH | HACTOALIEH CTaTbu SKCIEPTHU3
3asBUTENb MPEJCTABISAET B IKCIEPTHOE YUPEKACHUE [Tl IPOBEACHUS SKCIIEPTU3bl KaueCcTBa JIEKaPCTBEHHOIO
cpenctBa oOpa3ipl JIEKAPCTBEHHOT'O IMpernapara A BETePUHAPHOTO TMPUMEHEHUs, MPOU3BEIECHHOTO B
COOTBETCTBUM C TpeOOBAaHUSAMHM TEXHOJOIMYECKHX PErJIaMEHTOB, YTBEP)KICHHBIX PYKOBOJUTENIEM
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEJCTB, a Takke oOpasel (hapMaleBTHUECKOW CyOCTaHIIMHM B KOJIMYECTBAX,
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H606XOI[I/IMBIX AJI1 BOCIIPOU3BEACHUA MCTONOB KOHTPOJIAA Ka4ueCTBA.

3. Ilpu mnomydyeHun oOpa3LOB JIEKAPCTBEHHOTO mpenapata U (apMaleBTHUECKOW cyOcTaHIUU
9KCHEPTHOE YUPEKICHUE BBIIACT 3asBUTEIIO JIOKYMEHT, TOATBEPKAAIONINH MOJTyuYeHHE YKa3aHHBIX 00pa3IioB,
U B CpOK, HE TIPEBBINAIOIIMN Tpex pado4yMx ITHEH, yBEAOMIIIET B TNHChMEHHOH ¢Gopme 00 3SToM
YIOJHOMOYEHHBIHN (enepalbHbIi OpraH UCIIOTHUTEILHON BIACTH.

4. Cpok amnsi mpecTaBiIeHHs 3asBUTENIEeM 00pa3loB JIEKapCTBEHHOTO IpenapaTta U (apMaleBTHUECKOM
CyOCTaHIIMM ¥ CPOK YBEIOMIICHHS OKCIEPTHBIM YUpeXJACHHEeM 00 HTOM B MHUCBMEHHOU Qopme
YIOJIHOMOYEHHOTO (pe/iepaibHOr0 OpraHa MCIOJHUTENBHON BIACTH, YKa3aHHbIE B YacTsIX 2 M 3 HacTosmIen
CTaTbH, HE BKIIIOYAIOTCS B CPOK IIPOBEJICHUSI YKa3aHHbBIX B YaCTH | HACTOSAIIEH CTaThU 3KCIEPTU3.

5. JIOKyMEeHTBI, NOCTYIIMBIIHE B DKCIIEPTHOE YUYPEXKACHHWE I NPOBEACHUS YKA3aHHBIX B 4acTu |
HACTOSIIEH CTaThbM OKCIEPTH3, TOJUIeKaT BO3BpaTy B  YIOJHOMOYEHHBIH (enepanbHbBIi  Oprax
VCIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIFOUEHUSMU 110 PE3YJIbTaTaM YKa3aHHbBIX SKCIIEPTU3.

Cratba 25. [NloBTOpHOE NpoBeAeHne 3KCNepTU3bl IeKapCTBEHHbIX CPeacTB
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B ciydasx HEZOCTaTOYHOM OOOCHOBAHHOCTH WJIM HETOJHOTHI 3aKIIOUYCHUS KOMUCCHHM JIKCIIEPTOB,
HaJIMYMs B HEM MPOTUBOPEUMBBIX JaHHBIX, (haabCU(DHUKAIINN BHIBOJIOB IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA,
COKPBITHSL OT YMOJIHOMOYEHHOTO (henepanbHOro opraHa MCHOJHUTENbHOM BIACTH OCHOBAaHUU ISl OTBOJA
JKCMepTa BCIEJICTBUE €r0 3aMHTEPECOBAHHOCTH B PE3YyJbTaTaX COOTBETCTBYIOIMIEH SKCHEPTHU3bI, HAIUUUA
JTaHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIBCTBE B IMPOIECC COOTBETCTBYIOMIEH SKCIIEPTH3BI JIUII, HE
YYaCTBYIOIIMX B €€ MPOBEICHHMM, HO OKA3aBIIMX BIHMSIHUE HA TMPOIECC M PE3yibTaThl €€ MPOBEICHUS,
YIOJIHOMOYECHHBIM (DeiepaibHbIM OpPTaHOM HCIIOJTHUTEIIBHOW BIIACTH HA3HAYAETCs TOBTOPHAS JKCIEPTH3a
JIEKapCTBEHHOT'O CPEACTBA U (MJIN) ATHYECKAsh DKCIIEPTH3A.

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

2. TloBTOpHasi SKCHEpPTHU3a JIEKAPCTBEHHOTO CPEICTBAa TMPOBOJIUTCS C YYETOM pe3yJbTaTOB paHee
MPOBEJICHHOW AKCIEPTH3bl B CPOK, YCTAHOBICHHBIM YIIOTHOMOYEHHBIM (helepanbHbIM  OpPraHOM
WCTIOJTHUTEIIBHON BJIACTH W HE TPEBBINIAOIINN TPUALNATH PabodMx THEW CO JTHS TMOJNYYCHHUS SKCIECPTHBIM
yUpeKICHUEM 3aIaHHsI Ha TIPOBEJICHUE MIOBTOPHOM SKCIIEPTH3BI JICKAPCTBCHHOTO CPE/ICTRA.

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

3. dunaHcoBoe o0ecreyeHHE BBIOJHEHUs 33JaHUs Ha TNPOBEIEHHE MOBTOPHOM HKCHEPTHU3BI
JIEKapCTBEHHOT'O CPEJCTBA HE OCYLIECTBIIAETCS.
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 26. yCKOpeHHaH npoueaypa 3KCnepTn3bl NIeKapCTBeHHbIX cpeacTe

1. VYckopeHHas mnpouenypa OKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IEIAX TI'OCYJapCTBEHHOMN
perucTpanyy JEeKapCTBEHHBIX IMPENaparoB INPUMEHSETCS B OTHOLICHMHM Op(paHHBIX JIEKapCTBEHHBIX
IIpenapaToB, IIEPBBIX TPEX JIEKAPCTBEHHBIX IIpenapaToB, perucrpupyemsix B Poccuiickoir Penepanuu B
Ka4yeCcTBE BOCIPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENAapaToB, OYEPEIHOCTb KOTOPBIX OIPENEISIETCS B
COOTBETCTBUM C HOMEPOM M JIaTOM BXOJSIIMX 3asBJICHUN O TOCYJAPCTBEHHOW PErMCTPALMM JIEKAPCTBEHHBIX
IIpernapaToB B pPaMKax OJHOTO MEXIYHAPOJHOIO HENAaTEHTOBAHHOIO HAMMEHOBAaHUS JIEKAPCTBEHHOIO
npernapara Wi TPYNINHUPOBOYHOIO HAWMEHOBAHMS JIEKAPCTBEHHOIO IIpenapara, M JIEKAPCTBEHHBIX
IIpenaparos, IPeJHA3HAYECHHBIX UCKIFOYUTENIBHO Ul IPUMEHEHNS] HECOBEPILIEHHOJIETHUMU I'PaXk IaHAMMU.
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(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 13.07.2015 N 241-D3)

2. yCKOpCHHaH npoacaypa OSKCHEPTU3LL JICKAPCTBCHHBIX CpPCACTB B HCIIAX FOCYI[apCTBeHHOﬁ
PErucCTpairu JICKAPCTBCHHLIX IMPCIIApaTOB HE ITPUMCHACTCA B OTHOIICHU U

1) 6roananoroBeIx (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MPETapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IMpernapaToB (3a MCKIOYEHHEM Op(daHHBIX JIEKAPCTBEHHBIX
MpernaparoB);

3) BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENApaTOB (3a UCKIIIOYEHUEM MEPBBIX TPEX PETHMCTPUPYEMBIX B
Poccuiickoit ®denepannn B KadyecTBE BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPEMApaTOB M JIEKAPCTBEHHBIX
IIpenapaToB, IPeIHA3HAYECHHBIX UCKJIFOUNTENBHO JJIs1 IPUMEHEHUS! HECOBEPIIEHHOJIIETHUMU TPak/IaHAMH );

4) HOBBIX KOMOMHAIUI 3apETUCTPUPOBAHHBIX PaHEE JIEKaPCTBEHHBIX MIPENapaToB;

5) nekapCTBEHHBIX IpenapaTroB, 3aperMCTPUPOBAHHBIX paHee, HO MPOU3BEACHHBIX B JAPYTUX
JIEKapCTBEHHBIX ()OPMAaX B COOTBETCTBUM C IE€PEUYHEM HAMMEHOBAHMH JIEKAPCTBEHHBIX (OPM M B HOBOMH
JI03UPOBKE.

(uactb 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHass npoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB IPOBOAMUTCS IO PELICHUIO
COOTBETCTBYIOLIETO YIMOJIHOMOYEHHOIO (elepaabHOr0 OpraHa MCIOJHUTEIbHONM BIACTH HAa OCHOBAHUU
3asIBJICHUS 3asiBUTENII B CPOK, HE MPEBBIMIAIONINI BOCbMHJECATH pabouux nHed. Ilpu sTtom skcmepTusa
JOKYMEHTOB, COACPKAILUUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IIpenapar, POBOJUTCS B CPOK,
HE MPEBBIIIAIONUI ecATH pabouux THEH, SKCHepTH3a KauecTBa JIGKAPCTBEHHOI'O CPEACTBA M IKCIEPTH3A
OTHOIIIEHHUS OXKHIa€MOH MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKAPCTBEHHOIO Mpenapara MpoBOJSTCS
B CPOK, HE TIPEBBIIAIOIINHI MECTUIECATH PaOOUHX JTHEH.

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

3.1. B orHomeHuu op(aHHBIX JIEKAPCTBEHHBIX IMPENapaToB MOTYT OBITh NMPEACTABIEHBI PE3yIbTAThI
JOKIIMHUYECKUX HCCIIEOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
npenapaToB JJIsl MEIUIMHCKOIO IMPUMEHEHMs, BBIIOJIHEHHBIX 3a mnpenenamu Poccuiickoit denepanyu B
COOTBETCTBUHM C MpaBUJIaMHU HaJUIexkKallei J1adopaTopHON MPaKTUKK U MpaBUJIaMH HaJyIexkallell KIMHUIeCKON
MIPaKTUKH.

(uactsp 3.1 BBeneHa @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

4. YckopeHHas TIpoleaypa OSKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB MPOBOJIUTCA B  TOPSIJIKE,
yCTaHOBJICHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepaqbHOr0 3aKOHA, U HE O3HAYAET CHUKCHUS
TpeOoBaHMil Kk 6€30MaCHOCTH, Ka4eCcTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPEMapaToB.

CraTtbsa 27. PewweHune o0 rocyaapCTBEHHOW perncrpauuvm nekapcTBEHHOro npenapara

1. B cpok, He MPEBBHIAIOMUNA IECATH PpadOYMX THEW CO JHSA TOJYyYCHHS 3aKIIOYCHUH KOMUCCHH
3KCHEPTOB IO pe3yjbTaTaM SKCIEPTHU3bl KAaYeCTBA JIEKAPCTBEHHOI'O CPEICTBA M JKCIEPTU3bl OTHOLIEHUS
0’KMJIa€MOM TMOJIb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHHS JIEKaPCTBEHHOIO Ipenapara, COOTBETCTBYIOLIUN
YIOJTHOMOYEHHBIN (eiepalbHbIi OpraH UCTIOTHUTEIHHON BIACTH:

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

1) pasmemaer Ha cBoeM oduimaibHOM caiite B cetd "HMHTepHET" COOTBETCTBYIOIIME 3aKIIOUYEHUS
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KOMHCCHHU 9KCHEPTOB M OCYLIECTBIISICT UX OLEHKY JUISl ONPE/IEICHHsI COOTBETCTBUS 33aJaHUI0 Ha MPOBE/ICHHE
9THX 3KCIIEPTHU3;
(n. 1 B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NIpUHUMAET PEHICHHE O TOCYIapCTBEHHOW PErucTpalyy JEKapCTBEHHOTO TpenapaTa win 00 oTKase B
roCy/apCTBEHHOW PETUCTPAallMH JIEKApCTBEHHOTO Mpenapara;

3) BHOCUT IpH NPUHATUU PEIICHUS O TOCYAApCTBEHHOW pEerucTpanuy JIEKapCTBEHHOTO IpernapaTa
JaHHBIE O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM TIpernapare, B TOM Yucie O (papMaleBTUIeCKO CyOCTaHIINH,
BXOJISIIIIE B COCTaB JIGKAPCTBEHHOTO IpermapaTa, B TOCYJAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB U
BBIJJACT 3asABUTENIO PETUCTPAIMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOrO IIpemapara, (opma KOTOpOTro
YTBEPKAACTCS YIOJHOMOYCHHBIM (eJepabHBIM OpPraHOM HCIOJHUTEILHOW BJIACTH, COTJIACOBAaHHBIC
HOPMATHUBHYIO JIOKYMCHTAIIMIO, HOPMATUBHBIA JOKYMEHT, WHCTPYKIHIO IO MPUMCHCHHIO JICKAPCTBEHHOTO
npernapaTra ¥ MakeThl IEPBUYHOM YIIaKOBKU U BTOPUUYHOM (OTPeOUTENbCKOM) YIAKOBKU C YKa3aHUEM Ha HUX
HOMEpa PETUCTPALMOHHOIO YIOCTOBEPEHHUs IIEKapCTBEHHOIO Mpemapara W JaThl €ro TOCYJapCTBEHHOMN
pEeruCTpalfK WK B Cllydae MPUHATHS peiieHus 00 0TKa3e B TOCYIapCTBEHHON PETUCTPAIMU JIEKAPCTBEHHOTO
mpernapara yBeIOMJIsieT B MUCbMEHHOU (popme 3asBHUTENS 00 3TOM C yKa3aHMEM IMPUYMH TaKOrO OTKasza. 3a
BBIJJa4y PErHCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TMIperapara B3MMAaeTCsl TOCYAapCTBEHHAs
TIOIJIMHA B COOTBETCTBUHU C 3aKOHO1aTehCTBOM Poccutickoit Denepamnuu o Hajorax u coopax.

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

2. OcHoBaHMEM IJis OTKa3a B TOCYAApPCTBEHHOW pETUCTpallMy JEKapCTBEHHOIO MpernapaTta i
MEIUIIMHCKOTO MPUMEHEHHUS SBISETCS 3aKII0UEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (eaeparbHOTro
OpraHa UCIHOJHUTEILHOW BIACTH O TOM, 4YTO KadecTBO H (win) 3()(PEKTHBHOCTH PErUCTPUPYEMOTO
JIEKapCTBEHHOT'O TIperapara Ijisi MEJAUIIMHCKOTO MPUMEHEHHS HE TOJITBEPXKIACHBI MOJYYCHHBIMU JTAHHBIMU
WY 9TO PUCK MPUYUHEHUS BpPea 3JI0POBBIO YEIOBEKA BCIEJCTBUE MPHUEMa JICKAPCTBEHHOTO TMpernapaTa JJis
METUITUHCKOTO MPUMEHEHHSI MPEBBIIACT 3P(HEKTUBHOCTH €T0 IPUMEHEHUSI.

(dacts 2 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOopHOE T™pencTaBIeHHE B COOTBETCTBYIOIIUN YIOJMHOMOYEHHBIH (enepanbHblii  OpraH
WCIIOTHUTEJIBHOW BJIACTH JIGKAPCTBEHHOTO TIpernapara, B OTHONIEHUHM KOTOPOro TMOJYy4YeH OTKa3 B
TOCYJJaPCTBEHHON PETUCTpAIlM M KOTOPBIM BIOCIEICTBUU TOABEPICS M3MEHEHUIO B YaCTH €r0 COCTaBa,
paccMaTpuBaeTcs Kak TPEJCTaBIIEHHEe HOBOTO JIEKAPCTBEHHOTO IIpemapara Ha €ro TOCyJAapCTBEHHYIO
PETUCTPAIMIO HE3aBUCUMO OT COXPAHEHHS €ro MePBUYHOTO HAUMEHOBAHHSI.

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

4. Ilpn npeocTaBIeHUH 3asBUTEIIEM B COCTABE PETUCTPAIIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpernapar
JUIs  BETEPUHAPHOTO NPUMEHEHHs KOMHMM  PELICHHS  YIMOJIHOMOYEHHOro  (heaepaJpHOrO0  OpraHa
WCTIOJTHUTENIBHOW BIIACTH O TPOBEACHUM HHCIEKTUPOBAHMS MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB CPOK
NPHUHATUS PEIICHUS O TOCYIApCTBEHHOW PETUCTpAIMH JICKAPCTBEHHOTO TMperapara s BETEPUHAPHOTO
NPUMEHEHHS IPUOCTAHABINBACTCS CO JTHS MOYUYCHUS 3aKJIFOYEHHUH, YKa3aHHBIX B 4acTH | HaCTOSAIIEH CTaThH,
10 JTHA TIPUHSATHS YHNOJHOMOYEHHBIM (pelepabHBIM OpPraHOM HCIIOJHHUTENBHOM BIIACTH PEIICHHs O BbIAaye
i 00 0TKa3e B BbIAAUYE 3aKIIOUEHUSI O COOTBETCTBUM NMPOU3BOAMUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
MIpaBUJI HAJJIEKAIIEeH TPOM3BOJICTBEHHOM MPAKTHKH, HO HE 00Jiee YeM Ha CTO BOCEMb/IECIT paboUYmnX JHEH.
(uactp 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMeM /U1 OTKa3a B TOCYAAapCTBEHHOW pPETUCTpalMM JIEKapCTBEHHOIO Ipernapara Jis
BEeTEPUHAPHOI'O  NPUMEHEHUs  SBISETCA  3aK/IIOUEHHE  YIOJHOMOYEHHOro  (eaepanbHOro  oprasa
UCIIOJIHUTENILHON BJIACTH O TOM, YTO KayecTBO M (MiM) 3(PPEKTUBHOCTb PETUCTPUPYEMOIO JEKApCTBEHHOTO
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npernapara Ui BETEPUHAPHOTO NPHMEHEHUS HE IMOJITBEP)KICHBI MOIYYEHHBIMU JAaHHBIMHA WM YTO PHCK
NPUYMHEHUS Bpeda 370pPOBBIO KMUBOTHOI'O BCJIEJACTBHE IpHEMa JIEKAPCTBEHHOrO Iperapara Juis
BETEPUHAPHOTO MPUMEHEHHs IMpeBbIaeT 3(P(PEKTUBHOCTh €ro NPUMEHEHHs, OTKa3 YHOJIHOMOYEHHOTO
(enepaTbHOTO OpraHa WCIIOJHUTEIHHON BIIACTH B BBIAaYE 3aKIIOYCHHS O COOTBETCTBHU IPOHM3BOIUTEIS
JICKapCTBEHHBIX CPEICTB TPEOOBAHMSIM TPaBWJI HaJIE)KaNIed MPOU3BOACTBEHHONW MPAKTUKH U KaKIOU
IPOM3BOJICTBEHHON IUIOMIAIKA PETHCTPUPYEMOro JICKApCTBEHHOTO Mpemapara s BETEPHHAPHOTO
NPUMEHEHHsI B Cllydae, €CIIM MPOU3BOJCTBO JICKAPCTBEHHOT'O IpernapaTta Ui BETEPHHAPHOTO NPUMEHEHHS
ocylIecTBIsieTcs 3a nmpeaenamu Poceuiickoit denepannu, UM OTCYTCTBUE TAKOTO 3aKITIOUEHHUS.

(uactp 5 BBeneHa denepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

Cratbs 27 1. nOpﬂ,D,OK onpeapesrneHusA B3aMMO3aMEeHAEMOCTU JIeKapCTBeHHbIX
npenapartoB And MeaUuLUMUHCKOro npuMmeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. B3aumo3aMeHsIeMOCTb JICKAPCTBEHHBIX MPEMapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHUS ONPEIEseTCs B
nopsigke, ycraHoBiaeHHOM IIpaBurenbctBoM Poccuiickoit ®enepanuny, Ha OCHOBAaHWH CJEAYIOIIUX
rapaMeTpoB:

1) sKBHBaJICHTHOCTDH (/1711 OMOAHAIOTOBBIX (OMOIOAO00HBIX) JICKAPCTBEHHBIX MpErnapaToB (0MOaHATIOTOB)
- CONOCTaBMMOCTb) KA4YeCTBEHHBIX W KOJUYECTBCHHBIX XapaKTEPUCTUK (DapMaleBTHUECKUX CyOCTaHIUN
(ucmonp30BaHUE Pa3IMYHBIX COJel, 3(DUPOB, KOMIUIEKCOB, M30MEPOB, KPUCTAUIMUECKUX (POpM MU JPyrux
MPOU3BOJIHBIX OJHOTO © TOTO K€ JCHCTBYIONIETO BEIIECTBA HE SBIACTCA MPEHATCTBHEM IS
B3aMMO3aMCHSEMOCTH  JICKAPCTBEHHBIX  TPENaparoB, €CJIM  NpPU  TNPOBSACHUU  HCCIICIOBAHUS
OMOPKBHBAJICHTHOCTH JICKAPCTBCHHOTO TMpernapara WM B ClIydae HEBO3MOXHOCTH IPOBEJICHUS ITOTO
UCCIICIOBAaHHS TP TPOBEJACHUU HCCICAOBAHMS TEPANeBTHYECKONW HSKBHBAJCHTHOCTH JICKAPCTBEHHOTO
npenapara JoKka3aHO OTCYTCTBUE KIIMHUUECKU 3HAUMMBIX pa3induil papMakOKHMHETHKY H (M) 0€3011acHOCTH
1 3¢ HEKTUBHOCTH JIEKAPCTBEHHOTO TIperapaTa Jisi MEIUIITHCKOTO MPUMEHEHHS);

2) SKBHBAJICHTHOCTH JICKAPCTBEHHON (OpMBI (IO SKBHBAJICHTHBIMU JICKAPCTBEHHBIMH (opMaMu
MMOHMMAIOTCSI pa3HbIe JIEKAaPCTBEHHBIC (OPMBI, WMEIONINE OJMHAKOBBIE CIOCOO BBEIEHUS U CIIOCO0
MPUMEHEHHUs,  OOJaalolie  COMOCTaBUMBIMH  (DAPMAKOKWHETUYECKHMMH  XapaKTePUCTUKAMH |
(hapMaKoIOTHYECKUM JeHCTBHEM M OOECHEUMBAIOIINE TaKXKE MOCTHKEHHE HEOOXOAMMOI0 KIMHUYECKOTO
a¢dekra. Paznuums nekapcTBEHHBIX (OPM HE SBISIOTCA MPEMSTCTBHEM JJIS UX B3aUMO3aMEHSIEMOCTH, €CIU
MpU  TPOBEJCHUHM UCCIECIOBaHUS OMODKBUBAJIIEHTHOCTH JICKAPCTBEHHOTO TMpenapara WM B Ccllydae
HEBO3MOXKHOCTU TPOBEJEHUS 3TOr0 MCCIIEIOBAHMUS TPU MPOBEACHUU HCCIEAOBAHUS TEpPareBTHUECKOM
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOT'O TIpernapara JOKa3aHO OTCYTCTBHE KIMHUYECKHM 3HAYUMBIX Pa3THUUMA
(hapMaKOKMHETUKH U (MiIM) 0€30macHOCTH U d(PGHEKTHBHOCTH JEKAPCTBEHHOTO Tperapara Jijisi MEIUIIMHCKOTO
PUMEHEHUS);

3) OKBHUBAJICHTHOCTb HJIM COIIOCTABUMOCTb COCTaBa BCIIOMOTIAaTCJIBHBIX BCHICCTB JICKAPCTBECHHOI'O
npenapara il MCAUITUHCKOT'O ITPUMCHCHU (pa3m/1q1/1;1 COCTaBa BCIIOMOTAaTCJIbHBIX BCHICCTB JICKAPCTBCHHOI'O
npenapara JJjis1 MCOAUIUHCKOI'O IMIPUMCHCHUA HC SABJIAIOTCA MPCIIATCTBUEM JJId UX B3aUMO3aMCHACMOCTHU, CCIIN
opru HOpOBCACHUN HUCCIICAO0BAHUA OMOSKBHBAJICHTHOCTHU JICKAPCTBCHHOT'O Ipfriapara A MCAULIHUHCKOI'O
NOPpUMEHCHUA WX B ClIyda€ HCBO3MOXHOCTH TMPOBCIACHUA OTOro HMCCICAOBAHUA IIPU IIPOBCIACHUHU
HCCICaJ0BaHUA TepaHeBTquCKOﬁ OKBHUBAJICHTHOCTHU JICKAPCTBCHHOI'O IIp€riapata ajdd MCEIAUIUHCKOI'O
IIPUMCHCHUA JOKA3aHO OTCYTCTBHC KIIMHUYCCKU 3HAYHUMBIX paanﬂqnﬁ q)apMaKOKI/IHeTI/IKI/I u (I/IJ'II/I)
0C30IMacHOCTH U B(I)(I)GKTI/IBHOCTI/I JICKApCTBCHHOT'O MHpfcrapara il MCAUIHUHCKOIO IMPUMCHCHUS. HpI/I 9TOM
pasiinuuAa COCTaBa BCIIOMOTIaTC/IbHBIX BCIICCTB HE JOJUKHBI IPUBOAWTHL K PUCKY BO3HHMKHOBCHHSA CCPBE3HBIX
HEXKCJIATCIBbHBIX peaKHI/Iﬁ Y OTACJIBHBIX I'PYIIT MAOWMECHTOB WJIM IMOBLIMICHUSA YaCTOTBI UX BOBHI/IKHOBGHI/I?[);
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4) HICHTUYHOCTD crnocoba BBCACHHUA U IPUMCHCHUA

5) oTcyTCTBUE KIMHUYECKH 3HAUMMBIX Pa3IUUUil IPU MPOBEICHUN UCCIICAOBAaHMS OMO3KBUBAICHTHOCTH
JIEKapCTBEHHOI'0 Ipernapara WiM B CIy4yae HEBO3MOXXHOCTH IIPOBEJEHHS ITOIO MCCIEAOBaHUS OTCYTCTBUE
KITMHAYECKH 3HAYMMBIX Pa3JIMUMil MoKaszaresei 0e30macHoCcTy U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara
P MPOBEACHUN UCCIIEIOBaHMS TepaneBTUUECKON YKBUBAJIEHTHOCTHU. JlaHHBIN MapamMeTp He MpUMEHSETCs B
OTHOILIEHUH BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX NIPENApaToB, yKa3aHHBIX B yacTh 10 craTeu 18 Hacrosmiero
@enepanbHOro 3akoHa. B oTHomeHun OMOaHANOroBbIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(OmoananoroB) JaHHbIE 00 OTCYTCTBMM KIMHMYECKH 3HAUYMMBIX paszianuuil OezomacHocTH, 3(p(eKTuBHOCTH U
MMMYHOI'€HHOCTH JIEKAPCTBEHHOI'0 Ipenapara IO pe3ysbTaTaM IpPOBEACHUS KIMHMYECKUX HCCIEAOBAaHUN
MIPEIOCTABIIAIOTCS B MOPSIJIKE, YCTAHOBICHHOM HACTOSIIEH YacThio;

6) COOTBETCTBHE MPOM3BOAMUTENS  JICKAPCTBEHHOI'O  CpeACTBa  TpeOOBaHMAM  HajaJexaiei
MPOU3BOJICTBEHHON MPAKTHUKHU.

2. CpaBHeHME MapaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX IPENaparoB s MEIULHUHCKOIO
NIPUMEHEHUS OCYLIECTBIIAETCS KOMHCCHEM OKCIIEPTOB JKCIEPTHOIO YUPEKICHHWsS IpU IPOBEACHUU
9KCIIEPTHU3bl TAKUX JIEKAPCTBEHHBIX IPENAapaToB B IPOLIECCE UX TOCYNAPCTBEHHOM perucrpauuu. BuiBozbl
9KCIIEPTOB O B3aMMO3aMEHSEMOCTH WJIM HEB3aMMO3aMEHSEMOCTH JIEKapCTBEHHBIX IpernapaTroB s
MEJUIIMHCKOTO PUMEHEHUS, CJeJIaHHbIe B PE3yJIbTaTe 3TOT0 CPaBHEHHUS, OQOPMIISIOTCS B BUJE MPUIIOKEHUS
K 3aKJIIOYEHHUIO SKCIEepPTOB 1O (opMe, YTBEpKAECHHOW YIOJIHOMOYEHHBIM (heepanbHbIM  OpraHoM
UCTIOJIHUTENILHON BJIACTH.

3. [lonosxeHHs HACTOSIIEH CTaThU HE PACHPOCTPAHSIOTCSA Ha pe)epeHTHbIE JIEKAaPCTBEHHBIE MPENapaThl,
JIEKapCTBEHHBIE PACTUTENIbHBIE MTPENapaThl, TOMEONATUYECKUE JIEKAPCTBEHHBIE IIPENapaThl U JIEKAPCTBEHHbBIE
IpenapaThl, KOTOpbIE pa3pelleHbl JUIsi MEAUIMHCKOro mnpuMmeHeHus B Poccuiickoit ®enepauuun 0Oosee
JBAJLATH JIET U B OTHOIIEHUU KOTOPBIX HEBO3MOXKHO MTPOBEICHUE HCCIIET0BAaHUS X OMOIKBUBAIIEHTHOCTH.

CraTbs 28. PeructpaumoHHoe yaocToBepeHue rnekapcTBeHHOro npenapara

1. PeructpannoHHoe yJ10CTOBEpEHHE JIEKAPCTBEHHOTO Mperapara ¢ yKa3aHHueM JIEKApCTBEHHBIX (HOopM U
JI03UPOBOK BBIIACTCA OECCPOYHO, 33 HMCKIIOUEHHEM DPETHCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
rpenapara, BbIIABa€MOI0 CO CPOKOM JACUCTBHUS IISITh JIET, Ha BIIEPBBIE perucrpupyemsle B Poccuiickont
®denepanyy J€KapCTBECHHbIE IIPENapaThl.

2. Tlo wucreyeHMHM yKa3aHHOIO B YacTM 1 HacTosiied CTaTbU CpOKa BbIAAETCS OeccpodHOoe
PEruCTpPallMOHHOE YAOCTOBEPEHUE JICKAPCTBEHHOI'O IIpernapara IIpd YCJIOBUM IOATBEPKIACHUSA €0
roCyJapCTBEHHOMN pErucTpaLuy.

3. B cnyuae BHeceHus B coorBeTcTBUM co cTaThsiMu 30 u 31 Hactosmero denepanbHOro 3akKoHa
W3MEHEHUH B COJIeprKallecs] B perUCTPAMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT
JIOKYMEHTBI, 3aTParuBaroIluX CBEJCHMS, OTPAKEHHbIE B PETMCTPALMOHHOM YJAO0CTOBEPEHUH JIEKAPCTBEHHOI'O
npenaparta, YHOJHOMOYEHHBIM  (QenepaibHbIi  OpraH  HUCIOJHUTENBHOW  BJIACTH  BBIAAET  HOBOE
PETUCTPaLIMOHHOE YA0CTOBEPEHUE JIEKAPCTBEHHOTO MIpenapaTa, CoAep Kallee BHECEHHbIE B HETO U3MEHEHMS.
(uactp 3 BBeneHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

4. B cimyyae yTpaThl WIH HOBPEXIECHUS PErUCTPALIMIOHHOTO yI0CTOBEPEHUS JIEKapCTBEHHOT'O Mpernapara
[0 3asBJICHHUI0O B NHUCbMEHHOW ¢opMe Jepkarens WM BiaJelblia PErucTPAlMOHHOTO YAOCTOBEPEHUs
JIEKapCTBEHHOT'O Mpernapara Wid YIOJIHOMOYEHHOTO0 UMH JPYroro IOpUAXYECKOro JHila O Bbiaaue TyOauKarta
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PETUCTPALIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara YMOJIHOMOYEHHBIN (enepanbHblii opraxn
UCTIOJTHUTENIBHOM BJIACTH B CPOK, HE MPEBBIMAIOIIMN TECATH pabOYMX THEH CO JIHS MOCTYIUICHHS 3asBICHUSA,
BbIIaeT TyOJIMKAT PErHCTPALMOHHOTO YJIOCTOBEPEHMSI JIEKApCTBEHHOIO IpernapaTa. 3a Bblgady TyOiaukara
PEruCTpalMiOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOI'O IpernapaTa B3MMAeTCs IOCyAapCTBEHHasl MOLUIMHA B
COOTBETCTBUHU C 3aKOHOAATeNbCTBOM Poccuiickoit denepanuu o Hanorax u coopax.

(dactpb 4 BBenena denepaibHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

Cratba 29. [loaTBepXaeHMe rocyfapCTBEHHOW peructpaumm  neKkapCTBeHHOro
npenapara
(B pen. ®exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. IloaTBEpKIeHNE TOCYAAPCTBEHHOW PErHCTpPALMU JICKAPCTBEHHOTO MpEenapara OCYLIECTBISETCS MpU
BbI1aye OECCPOYHOTO PETUCTPAIMOHHOTO yAOCTOBEPEHUS JIEKApCTBEHHOTO MperapaTa B clyyae, yKa3aHHOM B
yactu 2 crathu 28 HacTosmero deaepanbHOro 3aKOHA, B CPOK, HE MPEBBIMIAIONINN MIECTUIECATH pabounx
THEH CO JHS TOJYYEHHUS COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (peIepaIbHBIM OPTaHOM HCIIOJTHUTEIHHON
BJIACTH 3asIBJICHUS O MOATBEPKICHUM TOCYAAapCTBEHHOW pPErucTpaludu JEKapCTBEHHOro mnpenapara. He
OCYIIIECTBISETCS MOATBEPKICHUE TOCYIapCTBEHHOW PETUCTPAIlMy B OTHOLICHUH JIEKAPCTBEHHOTrO Mpenapara,
HE HaxojuBluerocsi B oOpameHun B Poccuiickoit denepanuu B TeueHue Tpex U Oojee JieT, a TaKkkKe B
OTHOIIICHUU JIEKaPCTBEHHOTO CPEACTBA, MPOM3BEACHHOIO C HapylIeHHEM TpeOOBaHMs, YCTAaHOBIIEHHOTO
yacTblo 3.7 ctatbu 71 Hacrosiero deaepanbHOro 3aKOHa.

2. 3asBieHHME O TOATBEP)KICHUM TOCYJAapCTBEHHON pPETUCTpallUu JIEKAPCTBEHHOI'O IIperapara
MPEJCTABISETCS B COOTBETCTBYIOIIMH YIIOJIHOMOYEHHBIN (peepaabHbIil OpraH MCIOJIHUTEIBHOW BIACTH HE
paHee 4eM 3a CTO BOCEMBIECAT OHEW A0 HMCTEYCHMs CPOKA JEUCTBHA PETUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Iperapara.

3. INoaTBepkaeHHE TOCYJapCTBEHHON pPErucTpanuy JIEKapCTBEHHOTO IperapaTa OCYIIECTBISETCS IO
pe3yiabTaTaM dIKCHEPTH3bl OTHOUICHHS OXXKHUIAeMOH TOJb3bl K BO3MOXKHOMY PHUCKY HpPUMEHEHHUs
JIEKapCTBEHHOTO TpenapaTa Ha OCHOBAaHUM PE3yJIbTaTOB MOHHUTOPWHTa 3(P(EKTUBHOCTH M 0€30IacHOCTH
JIEKapCTBEHHOTO IIpernapaTa, MpOBOAUMOrO AeprKaTeleM WIN BIAJEIbIeM PErHCTPAIMOHHOTO yI0CTOBEPEHHS
JICKAPCTBCHHOT'O IIpfIiapaTta 60 YIOOJIHOMOYCHHBIM MU IOPUANYCCKUM JIUIOM, a4 TAKXKE COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/iepabHBIM OPraHOM HCTIOJHUTEIILHON BIIACTH B COOTBETCTBUH C TPEOOBAHUSIMHU CTATHH
64 nacrosuiero dexepaabHOrO 3aKOHA.

4. K 3agBIeHUIO O MMOATBCPKACHUUN TOCyHapCTBCHHOﬁ PErucTpanvu JICKApCTBCHHOI'O IIpcriapara Ijid
MCIUIIUHCKOI'O IPUMCHCHUS IpUJIararoTC:

1) [1OKyMeHTBI, CcoOAep)Kallhe pe3yslbTaThl MOHUTOPHHTa J(PQPEKTHBHOCTH H  0€30IMacHOCTH
JIEKapCTBEHHOI'O Mpenapara Uil MEAUIMHCKOIO MPUMEHEHUS, TPOBEACHHOIO JepKaTeleM WIN BiIaJelbLeM
PErUCTPALIMIOHHOIO YAOCTOBEPEHUsS JIEKApCTBEHHOIO IpenapaTta Al MEAMLUHCKOro NPUMEHEHUs Ju0o
YIOJHOMOYEHHBIM UM IOPUAWYECKHM JIMLIOM, N0 (opMe, YTBEP)KICHHOH YHOJIHOMOYEHHBIM (heaepabHbIM
OpraHOM MCIIOJIHUTEIILHOMN BIIACTH;

2) KOIIHA JIMICH3UU Ha MPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB UJIW KOIIUSA 3aKJIIFOUYCHUS O COOTBETCTBUHA
MMPOU3BOAUTEIIA JICKAPCTBCHHBLIX CPCIACTB Tp€60BaHI/I$IM mpaBujI HaI[HC)KaHICﬁ HpOHSBOHCTBCHHOﬁ IMPAKTHUKHU,
BBIJIAHHBIX  YIIOJTHOMOYCHHBIM q)ellepaJ'H)HI)IM opranom HUCIIOJIHUTENLHOM BIIACTM B OTHOIICHUH
HpOHBBOI[CTBCHHOfI miomaiakKu JICKaApCTBCHHOI'O Inpcliaparta JJIA MCAUIMHCKOI'O IIPpUMCHCHHUA,
ToCydapCTBE€HHAA PErucTpanusd KOTOPOTO HOATBECPIKAACTCA B CIIyHdac, €CJIM IMPOU3BOACTBO JICKAPCTBECHHOI'O
npenapara it MCAUIUHCKOTO IPUMCHCHHA OCYIICCTBIIACTCA B Poccuiickoit d)e;[epaum/l;
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3) xonMs BBIAAHHOW YHNOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTENS JHMILIEH3UU Ha MPOU3BOJCTBO
JIEKapCTBEHHOT'O Mpernapara A MEIULUHCKOIO IPUMEHEHUS U €€ MEPEBOJ Ha PYCCKHM fA3BIK, 3aBEPEHHBIE B
YCTAaHOBJIEHHOM IIOpPSAJKE, a TaKXKe KOMMs 3aKIYEHHMsS O COOTBETCTBUHU IPOM3BOAMTENS JIEKApPCTBEHHBIX
CpCacCTB Tpe6OBaHI/I$IM IMpaBuJI Haz[nemameﬁ HpOHSBOI[CTBGHHOfI IMMPAKTHUKHK, BBIAAHHOI'O0 YIOJHOMOYCHHBIM
(i)ellepaHBHBIM OopraHomMm HACIIOJTHUTENLHON  BJIACTH B OTHOIICHUU HpOHSBO)ICTBeHHOfI TUIOIIa KN
JIEKapCTBEHHOI'0 Ipernapara A MEIULMHCKOIO NPUMEHEHUs, IOCylapCTBEHHAs PEerucTpainus KOTOpPOro
HOJTBEPIKJIACTCS, UM KOMMSI PELIeHUs] YIIOJTHOMOYEHHOTO (hefiepalbHOro opraHa MCHOJIHUTENBHOM BIACTH O
IIPOBEJICHUN HHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB B ClIydae, €CIU INPOU3BOACTBO
JIEKapCTBEHHOI'0 IIpenapaTa s MEIULMHCKOrOo NMPUMEHEHHs OCYIIECTBISAETCS 3a Inpeaenamu Poccuiickoit
denepanuu.

(dactp 4 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOwmEHUH OMOJIOTMYECKUX JIEKAPCTBEHHBIX IpenapaToB A MEJUIMHCKOTO IPUMEHEHHS
3asBUTENb  JIOTIOJIHUTENLHO MPEJACTABISET pe3yJbTaTbl MEpPONPHUATUH, NPEAyCMOTPEHHBIX IUIAHOM
yIpaBJICHUS] PUCKAMH, YTBEPXKACHHBIM YIOJIHOMOYEHHBIM (pe/iepanbHbIM OpPraHOM HCIOJHUTENBHONW BIACTH
IIPU OCYLIECTBJIEHUU TIOCYJApCTBEHHONW pErucTpaluu JEKapCTBEHHOIO IIpernapaTta il MEIULUHCKOIO
MIPUMEHEHHUS.

(uactp 4.1 BBeeHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBieHUIO O MOATBEPKICHUH TOCYAaPCTBEHHOM PETUCTPAIMH JEKAPCTBEHHOIO Mperapara s
BETEPUHAPHOTO TMPUMEHEHMs] TMPWIAraloTCs JOKYMEHTBI, COJEpKallhue pe3ylbTaThl MOHHTOPHHTA
3¢ dekTuBHOCTH U 0O€30MacHOCTH JICKAPCTBEHHOTO Tperapara [Uisi BETEpUHAPHOTO MPUMEHEHUS,
MIPOBOJIUMOTIO JIEPKATEIEM WM BIIQJICIbIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Ipenapara
JUIsT BETEPUHAPHOTO TMPUMEHEHHS JHOO YIMOJHOMOYEHHBIM UM IOPUIWYECKUM JIUIOM, 10 ¢opme,
YTBEPKJICHHOW YIIOJTHOMOYEHHBIM (peiepadbHbIM OPraHOM HCIOJHUTEIBHON BIIACTH, W JOKYMEHTHI,
yKa3aHHbIC B MyHKTax 1, 2 - 2.2, moamynkrax "a", "0", "k", "n" mynkra 4 yactu 3 cratbu 17 HacTosIIEro
®denepalbHOTO 3aKOHA.

(uactb 4.2 BBenieHa @enepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.3. C 3asgBIcHUEM O MNOATBEPKIACHUM TOCYJAPCTBEHHON pPETUCTpallUU JIEKAPCTBEHHOI'O IIperapara
3asBUTEb TPEACTABIISIET KOMHIO JOKYMEHTA, MOJATBEPIKAAIOIIETO YIUIATy TOCYAapCTBEHHOW TMOIUIMHBI 3a
TIOATBEPKJICHUE TOCYJApPCTBEHHOW PErucTpalliy JIEKAPCTBEHHOTO TMpernapara, JU00 MOXKET MPEeICTaBUTh
yKa3aHHBII JOKYMEHT MO COOCTBEHHON WHUIMAaTHBE. B ciyyae HempeicTaBlieHUS YKa3aHHOTO JOKYMEHTa
YIOJTHOMOYEHHBIN (heepaabHblii OpraH HCIOTHUTEIHLHON BIACTH MPOBEPAET (akT YyIUIaThl TOCYAapCTBEHHON
TIOIILJTMHBI 3asBUTENIEM MOCPEICTBOM UCIOIB30BaHUSI MH(OpPMAIMK 00 yIIaTe TOCYAapCTBEHHOW MOILIUHBI,
conepkamieiicss B ['ocygapcTBeHHOM HMH(DOPMAIIMOHHOW CHUCTEME O TOCYJIAPCTBEHHBIX W MYHHIIMITAIBHBIX
IJaTe)kax, Ha OCHOBAaHUHU TMPEACTABICHHOW 3asBUTENIEM KOIMUU JOKYMEHTA, MOJATBEPXKIAIOUIEro YIUIaTy
rOCyIapCTBEHHOMW MOUUIUHBI.

(dactp 4.3 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. B teueHue necsatu pabouux AHEH cO JHS MPHUHATHUS 3asBJICHUS O MOATBEP)KIACHUU TOCYAapCTBEHHON
pErucTpalvy JIEKApCTBEHHOI'O IIpenapara M JOKYMEHTOB, COJEP)KAIIUX pe3yJIbTaTbl MOHMTOPUHIA
3 PEeKTUBHOCTH U 0€30MaCHOCTU JIEKAapCTBEHHOTO Ipernapara, IPOBOAUMOIO JEp:KaTelIeM WM BIIAJENIbLEM
PEruCTPalMOHHOTO yA0CTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara 100 yIOJHOMOYEHHBIM UMH IOPUANYECKUM
JIMIIOM, YTIOJIHOMOUYEHHBIN (hefiepaabHbIi OpraH UCIIOJHUTENBHOMN BIACTH:

1) IpoBOAXUT HPOBCPKY IMOJHOTHI CBG,Z[CHHfl, coacpxKalmuxcsa B IMPEACTABIICHHBIX 3asABUTCIIEM
AOKYMCHTAXxX;
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2) mpuHUMAeT peuIeHHe O TMPOBEACHUUM WU 00 OTKa3e B MPOBEIECHUU HKCIEPTHU3bl OTHOILICHUS
0’KHMJIaeMOM TMOJB3bl K BO3MOXXHOMY pPHUCKY NPHUMEHEHHUS JIEKApCTBEHHOrO0 IIpenapara Ha OCHOBAaHUU
pEe3yJNbTaTOB MOHUTOPUHTA Y(PQPEKTUBHOCTH W OE30MACHOCTH JICKAPCTBEHHOTO IMpemapara, MPOBOIUMOIO
JepKaTelieM WU BIAJAETbLEM PETrUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOI'O Ipemnapara Judo
YIOJIHOMOYECHHBIM MU IOPUIAYECKUM JIMIIOM, a TakkKe (eaepaabHbIM OpPraHOM HCIIOTHUTEIHHOW BIACTH B
COOTBETCTBUU C TpeOoBaHUSIMU cTaTbu 64 HacTosAero denepanbHOro 3aK0Ha;

3) yBeoMJIsIeT B 3JEKTPOHHOM (popMe Ml MUCBbMEHHOM (popMe 3asBUTEINS U HKCIIEPTHOE YUPEXKIECHUE O
NPUHATOM DEUICHWU OO B Cilydae NMPHUHATHUS PELICHUs 00 OTKa3e B MPOBEACHUHU SKCIEPTU3bl yKa3bIBAET
IIPUYMHBI TAKOT'O OTKAa3a.

6. B ciyuae BBISIBIEHHS HEJOCTOBEPHOCTH U (MJIM) HEJOCTATOUYHOCTH MH(OpMAINH, COAep kallencs B
MIpe/ICTaBJICHHBIX 3asBUTEIIEM JOKYMEHTaX, YIIOJIHOMOUYEHHBIN (erepalbHbIi OpraH UCIOIHUTEILHON BIaCTH
HanpaBjigeT 3asBUTENI0 3anpoc 00 YTOUYHEHMM YKa3aHHOM uHQpopMauuu. 3anpoc yHOJIHOMOYEHHOTO
(enepanbHOrO OpraHa MCHOJIHUTEIBHOW BIACTH MOXKET OBITh MepellaH YIOJIHOMOYEHHOMY IPEICTaBUTENIO
3asiBUTENS JUYHO IOJ PACHMCKY, HAIlpaBJIEH II0 IIOYTE 3aKa3HbIM NMHMCbMOM WJIM IEpelaH B AJIEKTPOHHOMN
(dopmMe 1O TEIEeKOMMYHHUKAIIMOHHBIM KaHalaM CBs3HM. B ciyyae HampaBlieHHs 3ampoca YHOJHOMOYEHHOTO
(eneparbHOTO OpraHa UCTIOHUTENLHOW BIACTH IO TTOYTE 3aKa3HBIM MTMCHMOM OH CUMTAETCS IOJTYYCHHBIM I10
WCTEUYEeHUH IIECTU JHEH ¢ AaThl HANpaBJICHMsI 3aKa3HOTO MHUChMa.

7. 3asBuTenb O00S3aH MPEACTaBUTH OTBET HA 3alpoc YIOJIHOMOYEHHOro (QenepalibHOr0 oOpraHa
UCTIOTHUTENFHOM BIACTU B CPOK, HE MPEBBIMIAIONINN JeBSHOCTAa pabodnx THEH co AHA ero noinyudeHus. Cpok,
YKa3aHHBIM B 4aCTU 5 HACTOALICH CTaTbH, IMPHUOCTAHABIMBACTCS CO [HS HAIIPABIECHUS 3asBUTEIIO 3aIpoca
YIIOJIHOMOYEHHOTO  ()efepaJbHOTO  OpraHa  WCIOJHHUTENbHOM  BIACTH 0 JHS  TOJYYEHUS UM
COOTBETCTBYIOLIETO OTBETA M HE YUYMTBHIBACTCS IPU HCUUCICHUM CPOKA IOATBEPKIEHUS TOCYIapCTBEHHOU
PErucTpanyy JJEKapCTBEHHOTO Mperapara.

8. OcHOBaHMEM JUIsl OTKa3a B MPOBEIECHUN 3KCIEPTU3bl OTHOLIEHUS OKUIAEMOM MOJIb3bl K BO3MOXKHOMY
PUCKY TNPUMEHEHHUS JIEKapCTBEHHOrO IpernapaTa sBJSETCS MPEJCTaBICHUE AOKYMEHTOB, COJAEpKalInuX
pe3ynbTaThl MOHUTOpHUHTA 3(PQPEKTUBHOCTH M OE30MaCHOCTH JIEKapCTBEHHOro IpenapaTta, W (WiM) B
OTHOIIEHUH OMOJOrMYECKHUX JIEKApPCTBEHHBIX IIPENapaToB pPeE3yJbTaTOB OCYLIECTBICHUS MEPOIPHUATHI B
COOTBETCTBUH C TUIAHOM YIIPABIICHHSI PUCKAaMH, YTBEP)KICHHBIM YIOJHOMOUYEHHBIM (efepalbHbIM OpPraHOM
HCIIOJTHUTENIBHOW BJIACTH IPH OCYLIECTBICHUH I'OCYAapCTBEHHOM pErNCTpanuy JEKapCTBEHHOIO Mpernapara, B
HEMOJHOM 00BbeMe, OTCYTCTBHE MHGOpMAIUK, MOATBEpkAaomel (akT yrmiaThl TOCYy1apCTBEHHON MOLUIMHBI
3a TOJATBEPKIEHHE TOCYNapCTBEHHOW pErucTpalyy JIEKapCTBEHHOTO IMpemapaTta, JUO0 HEmpeaCcTaBICHUE
3asiBUTEJIEM B YCTAHOBJICHHBIM CpOK OTBE€Ta HA YKa3aHHbII B 4acTH 6 HACTOALIEH CTaTbM 3ampoc
YIIOJIHOMOYEHHOTO (heIepalibHOI0 OpraHa HMCIOJHUTENIBHOW BJIACTH, a TaKXKe OTCYTCTBHE B YyKa3aHHBIX
JNOKYMEHTax UH(opManuu, KoTopas 10JKHA ObITh B HUX OTPa)KeHa.

9. DKkcnepTH3a OTHOILEHUS OKUIAEMOM TOJb3bl K BO3MOXKHOMY PUCKY IMPHUMEHEHHUS JIEKapCTBEHHOTO
npernapara B LeJsIX OATBEPXKACHUS IOCyAapCTBEHHON pEerucTpanuy JIEKapCTBEHHOIO Ipenapara poBOIUTCS
KOMMCCHEH 3KCIEPTOB SKCIEPTHOTO YUPEXKIAECHUS B CPOK, HE MPEBBIIIAIOLINI COpOKa pabounx AHEH.

10. B cimyuyae HeJOCTAaTOYHOCTH MPEJICTABICHHBIX 3KCIEPTY MATEPUAJIOB ISl 1aUd 3aKIIOUEHHUS SKCIEPT
oOparmraercsi K pyKOBOJUTEIO SKCIIEPTHOTO YUPESKICHUS O PEIOCTABICHIUH €My HEOOXOIMMBIX MaTE€pHUaOB.
PykoBouTeh SKCIEPTHOTO YUPEXKACHHS OOpAIIAeTCs C COOTBETCTBYIOIIUM 3allPOCOM B YITOJTHOMOYECHHBIH
(dhenepanbHBIA OpraH MUCIOJHUTEILHON BJIACTH, BBIIABIINN 33/IaHME HA MPOBEJCHUE IKCIIEPTU3BI OTHOIICHUS
OXKMJAaeMON TMOJIb3bl K BO3MOXKHOMY PHCKY TPUMEHEHHs JIEKapCTBEHHOTO IIpernapara Ha OCHOBAaHUU
JOKYMEHTa, COJAEpIKAaIllero pe3yJabTaTbl MOHUTOPUHTA 3(P(HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO
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npenapata. B TeueHue nATH pabouyux AHEH CO JHA MOCTYIJIEHHS 3amlpoca PyKOBOJHUTENS 3KCIEPTHOTO
YUpEXKACHUS yKa3zaHHbBIN (enepalbHbli OpraH HMCHOJHHUTEIbHOM BIIACTH HANpaBIlIET 3asBUTENIO 3alpoC O
MPEICTaBICHUA HEOOXOJUMBIX MAaTepHajoB, KOTOPHIH MOXET OBITh TepelaH YHOJIHOMOYEHHOMY
MPEACTABUTENIO 3asBUTENS JIMYHO IIOJ PACIHCKY, HANPABIICH IO MOYTE 3aKa3HbIM ITMCBbMOM HWJIM IIepeaaH B
JNEKTPOHHON (hopMe MO TEeIeKOMMYHHKAIMOHHBIM KaHalaM CBsi3u. B ciaywyae HampaBieHHs 3ampoca
YIOJIHOMOYEHHOT0 (pe/lepajbHOr0 OpraHa HCIHOJIHMUTENBHOM BJIACTH IO IOYTE 3aKa3HBIM IIMCbMOM OH
CUMTAETCS MOJYYEHHBIM 110 HCTEYEHUH LIECTH JHEW ¢ AAaThl HANPABJICHMS 3aKa3HOTO MUChMa.

11. 3asBurens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YMOJIHOMOYEHHOrO (enepaabHOro opraHa
WCIIOJIHUTEJIBHOM BJIACTM B CPOK, HE INPEBBIMIAIOIMIMN IIECTUAECCITH padOouMx JHEH CO JHA IOJy4YEHUs
YKa3aHHOTO 3ampoca. YTOJHOMOYSHHBIN (eiepabHBIN OpraH MCIIOTHUTEILHOW BIACTH, BBIIABIIUN 3a/1aHUC
Ha TIPOBEICHHE OHKCIIEPTU3bl OTHOUICHUS OKMUIAAEMOM II0Jb3bl K BO3MOXHOMY PpHCKY IPUMEHEHHUS
JCKapCTBEHHOIO IIpenapara Ha OCHOBAaHUM [JOKYMEHTA, COJAEPXKALLEro pe3ylbTaTbl MOHMTOPHHIA
3¢ GeKTUBHOCTH W O€30MaCHOCTU JIEKaPCTBEHHOI'O IpernapaTa, B TEUEHHE MATH pabouux IHEW co aHA
MOCTYIJICHUS OT 3asBHUTENS OTBETAa Ha 3alpoc YMOJIHOMOYEHHOro (hefepallbHOTO OpraHa HCIOJHUTEIbHON
BJIACTU HAIIPaBJSET 3TOT OTBET B JKCIEPTHOE ydpexkAcHHE. B ciydae HENpencTaBiICHUs 110 HCTEYEHUU
HIECTUICCATH PadOUYMX JIHEH 3asBUTEIIEM OTBETa HAa YKa3aHHBIA 3alpoC YIIOJTHOMOYEHHBIN (hemepabHbIN
OpraH WCIIOJIHUTEJIbHOM BJIACTH, BBIIABIIMKI 3aJaHUE HA IPOBEJCHHME S3KCIEPTU3bl OTHOUIECHUS O0KHMIaeMOU
IOJIB3bl K BO3MOXKHOMY PHCKY IPUMEHEHMs JIEKAPCTBEHHOIO IIpernapara Ha OCHOBAaHUU JOKYMEHTa,
COJIepKAIEero pe3ynbTaThl MOHMTOPUHIa 3(()EKTUBHOCTH M OE€30MaCHOCTH JIEKAPCTBEHHOrO IpemnapaTa, B
TEUYeHHUE MMATH pabouyux JHEH HaIpaBiseT B AKCIEPTHOE YUPEKICHHE YBEIOMIIGHHE O HEINpPEJCTaBICHUU
3asBUTEJIEM OTBETAa Ha 3alpoC YKa3aHHOIO opraHa. BpeMs co JHSA HampaBlIeHHs 3alpoca 3KCIEPTHOIO
YUPEKACHUS B YIOJTHOMOUYEHHBIH (enepanabHblii OpraH HWCIOJHHUTENBHOW BIACTH A0 JHSA TOJYYCHHUS
SKCIEPTHBIM YUPEKJIECHUEM OTBETA Ha 3alpoC WM YBEIOMJICHUS O HENPEJICTAaBICHUN OTBETA Ha 3alpoc HE
YYHTBHIBACTCS IPU HMCUHUCICHMHM CpPOKa IPOBEACHUSA OKCIEPTU3bl OTHOLICHMS OXHAAeMOH TOJb3bl K
BO3MO)KHOMY PHCKY INPUMEHEHHS JIEKapCTBEHHOI'O IIpenapara Ha OCHOBaHMM JOKYMEHTa, COIEPIKaLIero
pe3yabTaThl MOHUTOPUHTA 3(PPEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOT' O Mpenapara.

12. B cpok, HE MPEBBIMIAIONINA JECATH PabOYMX JHEW CO JHS MOJTYYCHHS 3aKIIOYCHHUS KOMHUCCUU
AKCIEPTOB MO PE3YJIbTATaM 3KCIEPTU3bl OTHOIIEHUS 0KUAAEMOM MOJIb3bl K BO3MOKHOMY PUCKY MPUMEHECHUS
JIEKapCTBEHHOTO Tpernapara, COOTBETCTBYIONIUN YIIOJTHOMOYEHHBIN (eAepanbHbIii OpraH HMCIOTHUTEIHHOU
BJIACTH:

1) OCYHICCTBJIACT OLICHKY OTOr'0 3aKJIKUYCHUA IJId OIPCACICHUSA €ro COOTBCTCTBUA 3aJaHHUIO Ha
IPpOBCACHUC YKaBaHHOﬁ 9KCIICPTUILI,

2) IpUHUMAET PEILEHUE O MOATBEPIKIECHUU FOCYAAPCTBEHHOW PErMCTpaliy JEKapCTBEHHOIO Ipernapara
WiIK 00 0TKa3€e B MOATBEPKIEHUHU TOCYJapCTBEHHOMN perucTpaluy JeKapcTBEHHOIO IIpernapara;

3) BHOCHUT P NPHUHITUU PEUICHHs O TOATBEPKICHUH TOCYIapCTBEHHON perucTpaiyu JeKapCTBEHHOTO
npenapaTa CBEACHUS B FOCYJapCTBEHHbII PEeCTp JIEKAPCTBEHHBIX CPEJCTB U BBIAAET 3asBUTEIIO OecCpoUHOE
PETUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO IIpernapara.

13. OcHoBaHmeM 1S OTKa3a B TMOATBEPKACHUHM TOCYIApCTBEHHOW pErHCTpalii JIEKapCTBEHHOTO
mpenapara  SIBJISETCS  3aKIIOUYEHHE  COOTBETCTBYIOIIETO  YIOJHOMOYEHHOro  (efepalbHOr0  OpraHa
WCTIOJTHUTEIBHON BJIACTH O TOM, YTO PHCK MPUYMHEHUS Bpela 3I0POBBI0 YEIOBEKA WM KHUBOTHOTO
BCJIC/ICTBHE MTPHEMa JICKAPCTBEHHOTO TIperapara mpeBsimaeT 3Q(GEeKTHBHOCTD €ro IPUMEHEHUS.

(B pen. deaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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14. B nmepuon TmpoBeAECHUs MpOLEAypbl TMOATBEPXKICHHUS TOCYNAapCTBEHHOM  perucTpanuu
JIeKapCTBEHHOT O Ipemnapara ero odpamenue B Poccuiickoit denepaniy He MPUOCTAHABIUBACTCS.

15. Hdomyckaercst oOpallleHue JEKapCTBEHHBIX IIpenapaTroB Uil MEIULUHCKOTO IPUMEHEHHUS [0
HCTEYEHUs] CPOKA IOJHOCTH, IPOU3BEAECHHBIX B TEUCHHE CTA BOCBMUACCATH KaJEHIAPHBIX AHEH IOCIe NaThl
MPUHSATHS YIIOJIHOMOYEHHBIM (he/iepabHBIM OPraHOM HCIIOJHUTEIBHONW BJIACTH PEUICHHS O MOATBEPKICHUU
rOCYJJapCTBEHHON pEerucTpalud, B COOTBETCTBMM C HUHpOpManuei, coxaepxkamieics B JIOKyMEHTax
PETUCTPALIMOHHOTO JOChE HA JIEKAPCTBEHHBIN ITpenapaT 10 J1aThl HPUHITHS TAKOIO PELLIEHUS.

Cratba 30. BHeceHue M3MeHeHMM B AOKYMEHTbl, coAepXaljmecsa B permcTpaumoHHOM
[OCbe Ha 3aperncTpMpoBaHHbIN NNeKapCTBEHHbIN Npenapar AnA MegULUHCKOro NpuMeHeHus

1. B memsax BHECCHHMsS HW3MEHCHHH B JOKYMEHTBI, COJICP)KAIMECs B PETHCTPAIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar sl MEAUIUHCKOTO TIPUMEHEHUS, JepKaTeNb WU BIlaJieiell
PETUCTPAIIMOHHOTO  yAOCTOBEPEHHUS JIEKAPCTBEHHOTO Tperapara WIA YIOJIHOMOYEHHOE UM Jpyroe
IOpUANYECKOe JIMIO (Jajiee B HACTOSIIEH CTaTbe - 3asBHUTENb) IMPEACTABISET B YIIOJHOMOYEHHBIN
(denepanbHBIE OpraH WCIOJTHUTEIBLHOW BJIACTH 3asBIICHUE O BHECCHHHM TAaKUX HW3MEHEHUH 1o Qopme,
YCTaHOBJICHHOHW YITOJTHOMOYEHHBIM (pe/lepaIbHbIM OPTaHOM HCTIOJTHUTEIBLHOU BIIACTH, M IPUJIaracMble K HEMY
U3MCHEHHUS B YKa3aHHBIC JOKYMEHTBI, a TAK)KE JIOKYMEHTBI, MOJITBEPKIAIOIINE HEOOXOJIUMOCTh BHECCHHS
TaKNX U3MEHEHUN.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 04.06.2018 N 140-D3)

1.1. Ilpu HEOOXOAMMOCTH BHECEHHMS B JOKYMEHTHI, COAEp)KAIHeCs B PETUCTPAIMOHHOM JOChEe Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN ITpenapar Juisi MEAULIMHCKOTO NPUMEHEHMs], U3MEHEHUH, YKa3aHHBIX B
MyHKTE 3 yacTh 2 HACTOALIEH CTaThbM W TPEOYIOLIMX MPOBEICHHS SKCIEPTHU3bl KadecTBa JIEKapCTBEHHBIX
CPEACTB, 3asBUTEIb JOINOJHHUTEIbHO IPEJICTAaBIsA€T B  YIOJHOMOUYEHHbIH (enepanbHblii  oprax
VCIIOJTHUTENIBHOM BIACTH KOIMIO JIMLEH3MM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB WM KOIHIO
3aKJIIOYEHUSI O COOTBETCTBUH INPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMAM NpPaBWI HaJAJIEKaIlen
MPOU3BOJICTBEHHON MPAKTHKH, BBIJAHHBIX YIOJHOMOUYEHHBIM (pe/iepalbHbIM OpPraHOM HCIIOJHUTEILHON
BJIACTU B OTHOLUEHUH M3MEHEHHOW U (WJIM) JONOJHEHHOW MPOU3BOJCTBEHHOM IJIOLIAAKU JIEKAPCTBEHHOTO
nmpenapaTta, B CilIy4ae, €CIM IPOU3BOJCTBO JICKAPCTBEHHOI'O Ipenapara ocyHiecTBisieTcs B Poccuiickon
®enepanuy, a1M00 KOMUIO BBIIAHHON YIOJHOMOYEHHBIM OPIaHOM CTPAaHbl MPOU3BOAMTENS JIUIEH3UM Ha
IIPOM3BOJCTBO JIEKAPCTBEHHOI'O IIpenapara M €€ MepPEeBOJl Ha PYCCKUH fA3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM
NOpsAJIKE, a TakKe KOIMI0 3aKIIOYEHHs O COOTBETCTBUU IIPOU3BOAUTEIS JICKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TpaBWJI HaJUIekKAlled MPOU3BOACTBEHHOW TPAKTUKH, BBIAAHHOTO  YIOJIHOMOYEHHBIM
(denepaTbHBIM OPTaHOM HCTIOJHUTENBHOW BJIACTH B OTHOWICHWM W3MEHEHHOW W (WJIM) IOTIOJIHEHHOH
MIPOU3BOJCTBEHHON IUIONIAJKM JIEKAPCTBEHHOTO IpENnapara, MWIA KOIHIO PEIIEHUs YHOJIHOMOYEHHOIO
(denepanbHOrO OpraHa MCIOJHUTEIBHOM BJIACTU O MPOBEAECHUM HWHCIEKTUPOBAHMS IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB B Cllydae, €CIM INPOM3BOJACTBO JIEKAPCTBEHHOI'O IIpernapaTra OCYIIECTBISETCS 3a
npeaenamu Poccuniickoit denepanuu.

(uactsp 1.1 BBenena ®@enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.2. IIpu HEOOXOOUMOCTH BHECEHHsI B JIOKYMEHTBI, COJEpXAIIHEeCs B PETUCTPAIMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN MpenapaT A1 MEIUIIMHCKOTrO MPUMEHECHUS, I3MEHEHU, YKa3aHHbIX B
nyHkTe 4 yacTu 2 HACTOSIIEH CTaTbu M TPeOYIOIIMX MPOBEACHUS IKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX
CPEICTB, 3asiBUTENb JOMOJHUTEIHHO TMPEJICTaBIsieT B  YHNOJHOMOYEHHBIH  (enepalbHbli  opraH
HCIOJIHUTEIBHON BJIACTH KOMNHUIO JIMLEH3UMM Ha NPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB WM KOIHIO
3aKJIFOUEHHUsI O COOTBETCTBUU MPOU3BOIUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHMSM IMPABWII HaJJIexkKalen
MIPOU3BOJICTBEHHON TPAKTUKH, BBIJAHHBIX YIOJHOMOYEHHBIM (PeepaabHbIM OPraHOM HCIIOJHUTEIHHOM
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BJACTM B OTHOIICHMHM TPOM3BOACTBEHHON IUIOMIAIKK JIGKAPCTBEHHOTO TIperapara, B Ciy4ae, €clu
MIPOM3BOJICTBO JIEKAPCTBEHHOT'0 IMpernapara ocyulectsisiercs B Poccuiickoit depepanuu, Tu00 KOIUIO
BBIIaHHOM YTIOJITHOMOUEHHBIM OPTaHOM CTPaHbl IPOU3BOAUTENS JULIEH3UU HA [IPOU3BOJICTBO JIEKAPCTBEHHOTO
IpernapaTa U €€ IepeBOJl Ha PYCCKUH S3bIK, 3aBEPEHHbIE B YCTAaHOBJIECHHOM IOpSIKE, a TakkKe KOIHIO
3aKJIIOUYEHHsI O COOTBETCTBUU IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEeOOBAHMSAM IMpaBWII HaJJiexalen
MPOU3BOJICTBEHHONW MPAKTUKU, BBIJAHHOTO YIOJHOMOYEHHBIM (De/lepaJbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH B OTHOIIEHWUU MPOW3BOJCTBEHHON IJIOMAAKN JIEKAPCTBEHHOTO TMpernapara, WM KOMHIO pPEelIeHUs
YIOJIHOMOYEHHOTO (pe/iepajbHOr0 OpraHa HCHOJHUTENBHOM BIACTH O MPOBEACHUM WHCHEKTHPOBAHUS
IIPOU3BOJUTEINS JIEKAPCTBEHHOTO CpEACTBA B Cilydae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOIO IIpernapara
OCYILIECTBISICTCS 32 npenenamu Poccuiickoit @enepanuu.

(uactp 1.2 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.3. IlpunsTne pemenns: 0 BHECEHNH W3MEHEHHUH WK 00 OTKa3e BO BHECCHUU M3MEHEHHH B JJOKYMEHTHI,
CoepiKaIliecss B PETHCTPAllMOHHOM JIOChE€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIM Tpemapar Juis
MEIMLMHCKOTO NMPUMEHEHUs, B CiIy4ae HeOOXOAMMOCTU MPOBEACHUS SKCIEPTU3bl KauecTBa JEKAPCTBEHHBIX
cpeAcTB M (WJIM) ODKCHEPTH3bl OTHOIIEHHUS OXHIAeMOW TMOJb3bl K BO3MOXXHOMY PHCKY NPUMEHEHUS
JIEKapCTBEHHOTO TIperapara JJisi MEIUIIMHCKOTO MPUMEHEHHUS! OCYIIECTBISIETCS B CPOK, HE MPEBBIMAIOIINN
JIeBSTHOCTAa pabounX JTHEH, a B OCTAJIbHBIX CIyYasx B CPOK, HE MPEBBIIIAONINN TPUALATH padbounX JHEH CO
JHS TIPUHATHS YHIOJIHOMOYEHHBIM (heaepabHBIM OPraHOM HCIOJHUTEIBHONW BIIACTH 3aSBICHHUS O BHECEHUH
TaKUX U3MEHEHUH.

(uactb 1.3 BBennena @exnepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

2. DkcnepTusa JIEKApCTBEHHBIX CPEJICTB B YACTH IKCIEPTU3bl KAYeCTBa JIEKAPCTBEHHOI'O CPEICTBA U
(1K) SKCHIEepTU3bl OTHOUIEHMSI 0XKMJIA€MOM IMOJIb3bl K BO3MOKHOMY PHUCKY NPHMEHEHHUS JIEKapCTBEHHOTO
rnpenapara i MEIWLIHUHCKOTO IPUMEHEHUs IMPOBOJMUTCS B CIy4ae BHECEHHMS WU3MEHEHUN B JOKYMEHTHI,
collepKalliecss B PErMCTPallMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIA JIGKADCTBEHHBIM IIpemnapar, B
OTHOILLIEHUU:

1) cBeneHMiA, yKa3aHHBIX B MHCTPYKIIUHU TI0 MEAUIIMHCKOMY MPUMEHEHUIO JICKApCTBEHHOTO Mpemnapara:
a) JekapcTBeHHas (opMa C yKa3aHHEM HAWMMEHOBAHUI M KOJIMYECTBEHHOTO COCTaBa JEHCTBYOIIHUX
BEII[ECTB M KAaYECTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIECTB (MPU HEOOXOIUMOCTH KOJUYECTBEHHOTO

COCTaBa BCIIOMOTATENIbHBIX BEUIECTB);

0) dapmakoguHaMuka u (hapMaKOKWHETHKA (32 HCKIIOYCHHEM (PapMaKOKWHETHKH TOMEOIaTHYECKUX
JICKapCTBEHHBIX MPENapaToB U PACTUTENIBHBIX JIEKAPCTBEHHBIX MTPETIAPATOB);

B) IIOKa3aHUs JJIs IPUMEHEHUS;

I') IPOTUBOIOKA3aHUS ISl IPUMEHEHUS;

1) MEpBI MIPEIOCTOPOKHOCTU IPU TPUMEHEHUU;

€) YyKa3aHHE BO3MOXXHOCTM M OCOOCHHOCTEH NPHUMEHEHHs JIEKapCTBEHHOIO Ipemnapara JJis
MEIUIUHCKOIO IPUMEHEHHUsI OepEMEHHBIMU JKEHIMHAMH, >KEHIIMHAMH B MEPUOJ TPYJHOI0 BCKapMIIMBAHUS,

ACTbMH, B3POCJIBIMH, UMCIHOIIIUMHA XPOHUYCCKUC 38.60J'I€B8.HI/I$I;

)K) PCKUM NOO3UPOBAHUA, CITIOCOOBI BBCACHHUA W INPUMCHCHHA, IMPU H606X0,[[I/IMOCTI/I BpeMs IpUucMa
JICKApPCTBCHHOTO IIpcIiapara, MpoAOJDKUTCIbHOCTD JICUCHUS, B TOM YHUCJIC Y JIETeH [0 U IIOCJIe OJHOTO roaa,
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3) BO3MOXKHbIE TMOOOYHbIE ACUCTBUS W HEXelaTelbHble PEaKkIMM NpPU NMPUMEHEHHH JIEKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOILIY NPU NEPEJO3UPOBKE;
K) B3aMMOJIEMCTBHE C APYTUMU JIEKAPCTBEHHBIMHU IIpenapaTaMu U (WJINM) MUILIEBBIMU POAYKTAMU;
1) (opMbl BBIITyCKa JEKapCTBEHHOTO Mpernapara;

M) yka3aHue (mpu HeoOXOIUMOCTH) OCOOCHHOCTEH AeWCTBUA JIEKApCTBEHHOIO Mpenapara mpHu MepBoM
npUeMe WK MIPH eT0 OTMEHE;

H) CBCJACHUA O BO3MOXXHOM BJIMAHUHU JICKAPCTBCHHOI'O IpCTiapaTta IJId MCAUIHWHCKOIO NPpUMCHCHUS Ha
CIIOCOOHOCTH YHOpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAaHU3MAMU;

0) CPOK TOJTHOCTH Y YKa3aHHE€ Ha 3amnpeT MPUMEHEHHS JIEKApCTBEHHOTO Mpernapara 1Mo UCTEYSHUH CPOoKa
TOHOCTH;

1) YCJIOBUS XPaHEHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mpenapara s MEIUIIMHCKOTO TPUMEHEHHUS;

3) U3MEHEeHusl MeCTa IIPOU3BOJICTBA JIEKAPCTBEHHOIO Npenapara Jjsi MEAULUHCKOIO IPUMEHEHUS;

4) u3MeHeHusl MokKa3aTesiell KadecTBa JIEKapCTBEHHOI'O Mpernapara Al MEAMIIMHCKOIO NPUMEHEHUs U
(111r) METOA0B KOHTPOJISI KauecTBa JIEKapCTBEHHOTO Mpenapara i MeAUIIMHCKOTO TPUMEHEHHUS;

5) HU3MCHCHHUA CPOKA I'OJHOCTH JICKAPCTBEHHOTI'O IIpEnapara JJI1 MCAUIUHCKOI'O IPUMCHCHUS ;

6) cBeneHUH O HEOOXOAMMOCTH BHECEHHMs] HMHBIX H3MEHEHHH B HMHCTPYKLHUIO IO MEIULMHCKOMY
IIPUMEHEHHUIO JIEKaPCTBEHHOTO NpenapaTa, a TAkK€ B MHBIE JTOKYMEHTBI, COAEPIKALIUECS B PETUCTPALITOHHOM
JI0OCbE Ha 3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IpenapatT. 1lpu 3Tom pelieHue o mpoBEAECHUH IKCIEPTU3BI
KauecTBa JIEKAPCTBEHHBIX CPEICTB M (WJIM) SKCHEPTU3bl OTHOLICHHS 0)KMJIA€MOW MOJB3bl K BO3MOXHOMY
PUCKY TIpUMEHEHHUS JIEKapCTBEHHOTO TIpernapara [Uisi MEIUWIUHCKOTO NPUMEHEHUs MpPUHMMAeTCs B
COOTBETCTBUM C YTBEPXKAECHHOW YIIOJHOMOUYEHHBIM (pelepanibHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH
Kjaccupukanyeil M3MEHEHUH, BHOCHMBIX B JOKYMEHTBI, COJAEpKaIlMecs B PETHUCTPAllMOHHOM JI0ChE Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. C 3asBneHUEM O BHECEHUH U3MEHEHUHN B IOKYMEHTHI, COJIEPXKAIUECS B PETUCTPALIMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpEnapar JUisl MEIULIHUHCKOTO NMPUMEHEHHUs, Hapsay C JTOKYMEHTaMH,
YKa3aHHBIMH B 4acTU | HACTOSILEH CTAaTbH, 3asBUTEINb NPEICTABIIACT KOIMUH JOKYMEHTOB, IIOATBEPKAAIOIINX
yIUIaTy TOCYJAapCTBEHHOM IOIJIMHBI 32 BHECEHUE B JTOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALIMOHHOM J0CHE
Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpemapar sl MEAULUHCKOrO0 IIPUMEHEHUs, W3MEHEHHU,
TpeOYIOIIMX TPOBENEHHUSI OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH OKCHEPTH3Bl KadyecTBa
JIEKapCTBEHHOT'O CpeICTBAa U (WJIM) SKCIEPTH3bl OTHOLUEHUS OKUIAEMOW IOJIb3bl K BO3MOKHOMY PHUCKY
MIPUMEHEHHUs JIEKapCTBEHHOI'O Ipernapara uisi MEIUIUHCKOrO NMPUMEHEHHMs], TOCYJapCTBEHHOM MMONUIMHBI 32
BHECEHHUE B JIOKYMEHTBI, COJAEPIKAIIMECS B PETUCTPALIMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIN JICKaPCTBEHHBIN
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npenapar Uil MEAUWIUHCKOIO TNPUMEHEHUs, W3MEHEHMH, He TpeOyIoIMUX MPOBEACHUS 3KCIEPTU3bI
JIEKapCTBEHHOT'O CPEJCTBA, MO0 BIIpaBe MPEACTaBUTh MO0 COOCTBEHHOW MHUIIMATHBE YKAa3aHHBIE JTOKYMEHTHI.
B ciydae ux HempeacTaBiIeHHs YIOJHOMOYEHHBIN (eliepaibHblii OpraH UCIIOJHUTEIFHON BIACTH MPOBEPSET
(akT ymiaTel TOCyIapCTBEHHBIX TONUTHH 3asBUTENIEM ITOCPEICTBOM HCIIOJIB30BAaHM HHPOPMALIUU 00 yruraTe
rOCy/IapCTBEHHBIX  IONUIMH, cojepxaieiics B ['ocymapcTBeHHON HMH(OpPMAIMOHHOM  cuUCTEME O
TrOCyapCTBEHHBIX M MYHMIMIIAJIBHBIX IUIATE)KAaX, HAa OCHOBAHUMU IIPEICTABICHHBIX 3asBUTEIEM KON
JOKYMEHTOB, IIOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHOM MOLUINHEIL.

(uactb 3 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. B TedyeHue neciaTH pabouMx JHEW CO IHS MOCTYIUICHHS yKa3aHHOTO B 4acTH | HACTOSIIEH CTaThH
3asBICHHUS U HEOOXOIUMBIX JOKYMEHTOB YIIOJTHOMOYEHHBIH (DefiepaibHbI OpTaH UCIIOJHUTEILHON BIIACTH:

1) mpoBOOUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMM, COAEpXKAIIUXCS B IPEACTaBICHHBIX
3asiBUTEJIEM MaTepHalax;

2) MNPpUHHUMACT PCUICHUC O MPOBCIACHUU YKA3AHHBIX B YaCTU 2 HacTosIIel cTaThbu COOTBECTCTBYHOIIINUX
OKCIICPTHU3 JICKAPCTBCHHOI'O CPCACTBA UJIN 00 OTKa3e B UX IMPOBCACHUU,

3) yBEAOMIISIET B JICKTPOHHON MJIM MUCHbMEHHON (hOpMe 3asBUTEISI O MPUHATOM PEIICHUH WU B CITy4Yae
TIPUHSTHS PEIIeHUs 00 OTKa3e B MPOBEJACHUU COOTBETCTBYIOIICH IKCIEPTHU3BI ¢ YKa3aHUEM NMPHYUH TAaKOTO
OTKa3a.

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

4.1. B cny4ae BBISIBICHHSI HEJIOCTOBEPHOCTH CBEICHHH, COAEPIKAIUXCS B MPEICTABICHHBIX 3asBUTEIEM
MaTepuaiax, YHOJHOMOYEHHBIH (QenepaabHbIii OpraH MCIOJHUTEIBHON BIACTH HANpAaBISET 3asSBUTEIIO
3ampoc 00 yTOYHEHHMM YKa3aHHBIX CBeACHHMH. J[aHHBIN 3ampoc MOKeT OBITh mepenaH YHOJTHOMOYEHHOMY
MIPEJCTABUTEINIO 3asBUTENS JIMYHO TI0J] PACIKCKY, HAIPaBJICH IO MOYTE 3aKa3HBIM IMHChMOM WJIHM TIepelaH B
ANIEKTPOHHON (popMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHaJlaM CBSI3H. B ciydae HampaBleHHs TaHHOTO 3ampoca
0 TIOYTE 3aKa3HBIM MMUCHMOM OH CUMTAETCS MOJIYYEHHBIM 10 MCTEYCHUH LIECTH JHEW C JaThl HAIpaBIICHHS
3aKa3HOTO MHChMA.

(uactb 4.1 BBennena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTens 00sf3aH MPEJCTaBUTh OTBET HAa 3alpoC YIMOJHOMOUYEHHOTO (heaepaibHOTO OpraHa
WCIIOJIHUTEJIBHOM BJIAacTU B CPOK, HE MPEBBIMIAIOMUN JeBIHOCTa pabouMX JHEW cO JAHS MOJy4YeHHUsS AAHHOTO
3anpoca. Cpok, yKa3aHHbI B yacTu 4 HacTosIed CTaTbH, MPUOCTAHABIMBAETCS CO JHS HalpaBlICHUS
3asBUTEIIO 3aIpOCa YHOJHOMOYEHHOTO (efepalbHOIO OpraHa MCIOJHHUTEIbHON BIACTU 10 IHS NOJIY4YEeHHUs
UM OTBETa Ha JAHHBINA 3alpoc M HE YUUTHIBAETCS MPHU MCUUCICHUM CPOKA MPHUHATHUS PEIIEHUS O BHECEHUHU
U3MEHEHUH B JIOKYMEHTBI, COJEp)KalUecsi B PETUCTPALlMOHHOM JIOCBE Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIH Npenapar A1 MEAULIMHCKOIO IPUMEHEHUS.

(dactp 4.2 BBeneHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHOBaHMEM ]IS OTKa3a B IPOBEJCHUH YKA3aHHBIX B YaCTH 2 HACTOSIICH CTaThbH SKCIICPTHU3 SBIIACTCS
IpEeJCTaBICHUE JOKYMEHTOB, MEPEUYHCIEHHBIX B 4acTsx | M 3 HacTosied cTaThbd, B HEMOJHOM oOBeMe,
HENpEe/CTaBICHNE 3asBUTEIEM B YCTAHOBIICHHBIM CPOK OTBETa Ha yKa3aHHBIN B uacTu 4.1 HacToAmIel cTaThu
3ampoc yMOJTHOMOYEHHOTO (eIepallbHOTO OpraHa HUCHOTHUTENBHOM BIACTH, a TaKXke OTCYTCTBHE B
MPEJICTABJICHHBIX JIOKYMEHTAX JOCTAaTOYHBIX CBEJCHUM, TOATBEPKIAIONINX HEOOXOJUMOCTh BHECEHUS
W3MEHCHUM, WM OTCYTCTBHE WH(POPMAIIUU, MOATBEPXKAAOMEH (PaKT YIIaThl rOCYJapCTBEHHBIX TMOIUIHH,
YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThU.

(B pen. DeaepanbHbix 3ak0HOB 0T 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)
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6. YKa3aHHbIE B YaCTH 2 HACTOAILIEH CTAaThU IKCHEPTU3BI MPOBOAATCA B TMOPSAIKE, YCTAaHOBICHHOM
craThell 23 Hacrosiiero deaepanbHOTO 3aKOHA.

7. B cpok, HE TpEBBIMAIONIMKA JeCATH pabodux MHEH CcO JHS TONyYeHHUsS 3aKIIOUYCHUH KOMUCCHUI
SKCIEPTOB MO PE3yJbTAaTaM YKa3aHHbIX B 4YacTW 2 HACTOAILIECW CTaTbU SKCHEPTU3, YIOJTHOMOYEHHBIN
(dhenepanbHBINA OpraH UCIIOJTHUTEIBHON BIACTH:

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

1) MMPUHHUMACT PCUHICHUC O BHCCCHHUU U3MEHEHHUU B HAOKYMCHTBI, COACPIKAIMIUCCA B PETUCTPALIMOHHOM
J0ChC Ha BapeFHCTpHpOBaHHLIﬁ HeKapCTBCHHBIﬁ npenapar ajad MCAUIHUHCKOTrO NMpUMCHCHUS, UJIU 00 oTkaze
BO BHCCCHHUHU TAKHUX I/ISMGHGHI/Iﬁ;

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpXKallhecs B PETUCTPAMOHHOM JOCh€ Ha 3apEerHCTPUPOBAHHBIN
JIeKapCTBEHHbIM NpenapaT A MEIULHMHCKOTO NPUMEHEHHUs, He0OXOAMMBbIE M3MEHEHHUs M BO3BpAalllaeT UX
3asIBUTEIIIO;

3) BbLIAET 3asABUTENIO HOBOE PETHCTPAIIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOIO Ipernapara B cilydae
M3MEHEHHS CBEACHUH, COIEPKAIIUXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM JUIs OTKa3a BO BHECEHUH U3MEHEHHH B IOKYMEHTBI, COJEpKAIIUECcs B PErUCTPallMOHHOM
JI0OChE Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil MEJUIMHCKOTO IPUMEHEHHUs, SBISEeTCA
3aKJIIOYEHHE YTIOJIHOMOYEHHOIO (heiepaibHOIO OpraHa UCIOJHUTENBHONW BIACTH O BO3MOKHOCTH CHUKEHUS
0€30MacHOCTH, KauecTBa, 3(P(HEKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA B CIIydae BHECEHUS TAKMX U3MEHEHUH.

9. Jlomyckaercs oOpaiieHue JIEKapCTBEHHBIX IPErapaToB Uil MEAMIMHCKOTO MPUMEHEHHS 0
HCTEYEHUs CpOKa TOAHOCTH, IMPOU3BEIEHHBIX B TEUEHHE CTa BOCBMUJIECITH AHEW IOCie OaThl MPUHATHUS
YIOJHOMOYEHHBIM (pe/ilepabHbIM OpraHOM HCHOJIHUTENBHOM BIACTH PEIIEHUS O BHECEHUHM W3MEHEHUH B
JOKYMEHTBI, COJiepKalliecs B PeruCTPallMOHHOM JI0ChE, B COOTBETCTBUM ¢ MH(OpMalueil, coaepxaiieiics B
JOKYMEHTaX PerUCTPallMOHHOIO 10Che Ha JIEKapCTBEHHBIH Mpenapar A0 1aThl IPUHATHS TAKOTO PELICHHUS.
(uactp 9 B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 31. BHeceHMe n3MeHeHUN B AOKYMEHTbI, coaepXawmeca B perMcTpauuoHHOM
JOoCbe Ha 3aperucTpMpoBaHHbIN JeKapCTBEHHbLIW nMpenapat AN BeTepuHapHOro
npUMeHeHuns

I. B mensx BHECEHMs] M3MEHEHMIl B JOKYMEHTBI, COJEpKalIUecsi B PETMCTPALMOHHOM J0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IPENapar Uil BETEPUHAPHOTO IPUMEHEHHUs], 1epKATENb WU BIIaeIIel]
PETHCTPALlMOHHOIO  yAOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapara MWIA YIOJIHOMOYEHHOE UM Jpyroe
IOpUANYECKOe JIMLO (Jajee B HACTOSIIEH CTaTbe - 3asBUTENb) IMPEACTaBISET B YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH MCIOJHUTEIBHON BIIACTH 3asBICHHE O BHECEHMHM TaKUX H3MEHEHMH 1o Qopwme,
YCTQHOBJICHHOH YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH, U MIPUIAaraeMble K HeMy
U3MEHEHMs B YKa3aHHBIE JOKYMEHTBI, a TakXe JIOKYMEHTHI, MOATBEp)KIAloIIUe HEOOXO0IUMOCTh BHECEHHUS
Takux u3MeHeHud. Ilpu HEOOXOAMMOCTHM BHECEHMS HW3MEHEHUH B JIOKYMEHTBHI, COJIEp)Kalluecs B
PEruCTPallMOHHOM JOCb€ Ha 3apeTHCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
MPUMEHEHHUS, B CIy4yasX M3MEHEHHs M (WUJIM) JOTMOJIHEHMs MPOU3BOJACTBEHHOH IUIOIIAJKK JIEKaPCTBEHHOIO
CPEICTBA, a TAK)K€ M3MEHEHHUs II0Ka3aTelled KadyecTBa JICKaPCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO
OpUMEHEeHHss W (WJIKM) METONOB KOHTPOJs KadyecTBa JIEKAPCTBEHHOro Ipernapara Jyis BETEPUHAPHOTO
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IIPUMCHCHUA 3adBUTCIIb  OOIOJHUTCIBHO MPCEACTABISICT B ynOJ’IHOMO‘lCHHHfI (benepaanHﬁ opraH
HCIIOJIHUTEILHON BIACTH CJICAYIOUC NOKYMCHTLI:

1) Kxomus JUIEH3UM HA NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW IPOU3BOJUTEINIO
JIEKapCTBEHHOTI'0 Ipernapara Jyuis BETEpUHAPHOTO PUMEHEHHUSI, ISl POCCUMCKUX POU3BOAUTENEH;

2) Komus JIMIEH3WW Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW IPOU3BOAUTEIIO
(dapmarnieBTHUECKON CyOCTaHIMM, BXOASIIEH B COCTaB JIEKApCTBEHHOIO IIperapaTa A BETEPHUHAPHOTO
NPUMEHEHUS, ATl POCCUICKUX MPOU3BOIUTENCH;

3) Komus JOKyMEHTA, BBIIAaHHOTO YIOJHOMOYEHHBIM OPTraHOM CTPaHbl MPOM3BOJIUTENS Ul KaKIOU
NIPOU3BOJACTBEHHON IUIOLIAAKMA JIEKAPCTBEHHOIO IIpenapara Uil BETEPUHApPHOIO IPUMEHEHHS W
MOATBEPIKIAIOIIEr0 COOTBETCTBHE IPOU3BOJAUTENS JIEKAPCTBEHHOTO Ipenapara TpeOOBaHUSAM IPABUI
HaJUIeKalleld MPOU3BOICTBEHHON NIPAKTUKH, U €r0 MEPEBOJI HA PYCCKHIl S3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM
HOPSIZIKE, @ TAK)KE KOS 3aKIF0YEHHUS O COOTBETCTBUH IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
NpaBUl HaJUIeXKalle MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHOTO YIOJIHOMOYEHHBIM (pefiepanbHbIM OpraHoM
WCIIOJIHUTEJIBHON BIIACTH Ul KaKIOW NPOM3BOACTBEHHOM IUIOLIAAKU JIEKAPCTBEHHOIO IIpernapara ais
BETEPUHAPHOTO IMPUMEHEHHs, JHUOO KOMHs pEIIeHHs O IPOBEICHWU WHCIEKTUPOBAHUS IPOU3BOIUTEISA
JIEKapCTBEHHBIX CPEJCTB, MPHUHITOIO YHNOJHOMOYEHHBIM (eepaibHbIM OpraHOM HCIOJIHUTEIbHONW BIIACTU
JUISL KaKJIOM MPOM3BOJICTBEHHOW IUIOIIA/IKK JIEKAPCTBEHHOTO Ipenapara il BETEPUHAPHOTO NPUMEHEHHS.
VYKka3aHHbIE OKYMEHTHI INPEACTABISAIOTCA B Cllydae, €CIU IPOU3BOJACTBO JICKAPCTBEHHOIO IIpenapara ajs
BETEPUHAPHOI0 MPUMEHEHH OCYLIECTBIIIETCS 3a penenamu Poccuiickoit @enepanuy;

4) Kkomus  JOKyMEHTa, BBIJAHHOTO  YIOJHOMOYEHHBIM  OPTraHOM  CTPaHbl  MPOU3BOIAMTEIN
(apManeBTHUECKONW CyOCTaHIIMM W TOATBEP)KJAIOIIEr0 COOTBETCTBHE HPOHM3BOIUTENS (papMareBTUYECKON
CyOCTaHINH, BXOSIIEH B COCTAB JIEKAPCTBEHHOTO TIperapara Jjisi BETEPHHAPHOTO NMPUMEHEHUS, TPeOOBaHUSIM
MpaBHUJI HaJIeKAIIed TPOW3BOJICTBEHHOW MPAKTUKH, W €ro IEpeBOJ HAa PYCCKHUH S3BIK, 3aBEPCHHBIC B
YCTQHOBJICHHOM TOPSIJIKE, B CIIydae, €CIM IPOU3BOACTBO (papMaleBTHYECKON CyOCTaHIIMM OCYIIECTBIIAETCS 3a
npenenamu Poccuiickoit denepanuu.

(uactb 1 B pen. deaepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cinydyae u3MeHeHMs U (WMIM) JAOIOJHEHUS IPOU3BOJICTBEHHOM IUIOMIAJKHU JIEKAPCTBEHHOTO
CPEJCTBA IOKYMEHTHI, YKa3aHHbIE B 4acTU | HacTOALIEH CTaTbH, NPEICTABIISIIOTCS 3asBUTEJIEM B OTHOLLIEHUU
M3MEHsSIeMON M (W) JOTMOJIHSIEMON MPOM3BOACTBEHHOM IUIOIIAIKK JIEKAapCTBEHHOTO cpeicTBa. Pemenue o
BHECEHUU U3MEHEHUH B JOKYMEHTBI, COAEPXKALIUECS B PETHCTPALIMOHHOM JIOChE HA 3apETrMCTPUPOBAHHBIN
JIeKapCTBEHHBIN Mpenapar AJisi BEeTepUHAPHOIO NPUMEHEHHUs, WM 00 OTKa3e B UX BHECEHUM NMPUHUMAETCS B
cilydyae HEOOXOJMMOCTH MPOBEACHUS 3KCIEPTU3bI JIEKAPCTBEHHOI'O CpPEACTBAa B CPOK, HE MPEBBIIIAIOIINI
JIeBSIHOCTa pabounx JIHEH, a B OCTaJIbHBIX CIy4asx B CPOK, HE MPEBBIMIAIONIUN TPUALATH pabouux JHEH co
TTHSI TIPUHATHS YIIOTHOMOUYEHHBIM (hefiepaibHbIM OpPTraHOM HCIIOJTHUTENBHOW BIIACTH 3asBJICHUS O BHECCHHHU
TaKUX U3MEHEHUMN.

(dactp 1.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

2. B cny4yae BHeceHUS M3MEHEHHH B JOKYMEHTHI, COJEpXallhecs B PErucCTPAlMOHHOM JOChE€ Ha
3apEeTUCTPUPOBAHHBIN JEKAPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO MIPUMEHEHHUs, B OTHOILIEHUU CBEICHUH,
yKa3aHHBIX B moamynkrax "e", "x", "k", "n", "H", "c", "Xx" nmynkra 7 wactu 3 crtatbu 17 HacTosIero
®denepanbHOTO 3aKOHA, M3MEHEHUS] W (WUJIM) JOTOJHEHHUS NPOW3BOJCTBEHHOM IUIOMIAJKH JICKAPCTBEHHOTO
CpencTBa, a TakXke B CIydae HW3MEHEHUsS TIOKa3aTelied KadecTBa JICKApCTBEHHOTO TMperapara s
BETCPUHAPHOTO TPUMEHEHHUS W (WJIM) METOJOB KOHTPOJII KauyecTBa JICKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO TPUMEHEHHUS TPOBOJIUTCS OSKCIEPTU3a JIEKAPCTBEHHOTO CpPEICTBA [UIsl BETEPHUHAPHOTO

IPpHUMCHCHUS. B cilIy4dac H€06XO,Z[I/IMOCTI/I BHECCHHUS HHBIX HM3MCHEHHH B AOKYMCHTBI, COJCPpIKAIIUCCA B
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PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIM JIEKApCTBEHHBIM IpemapaT [jisi BETEPUHAPHOIO
IIPUMEHEHHUs, SKCIIEPTU3a JIEKAPCTBEHHOI'0 CPEJCTBA JUIsl BETEPUHAPHOIO IPUMEHEHHUS HE IPOBOJIUTCS.
(B pen. ®enepanbbix 3aKkoHOB 0T 22.10.2014 N 313-®3, ot 22.12.2014 N 429-D3)

3. C 3asBneHUEM O BHECEHMH U3MEHEHUHN B IOKYMEHTHI, COJIEPXKAIUECS B PETUCTPALIMOHHOM J0ChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpenapar s BETEPUHAPHOTO MPUMEHEHUs, HapsAay C JTOKYMEHTAaMH,
yKa3aHHBIMH B 4YacTH | HacTosAmeHd CTaThH, MNPEACTABIAIOTCS JOKYMEHTBI, MOJTBEP)KAAIONINE YIUIATY
TOCYAapCTBEHHOW MOUUTMHBI 32 BHECEHHE B JIOKYMEHTHI, COJEpPXKAIIHecs B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JEKapCTBEHHBIN Mpenapat JUlsi BETEpUHAPHOTO MPUMEHEHUs, U3MEHEHU, TpeOyIoIHxX
MIPOBEACHUS 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA JII BETEPUHAPHOIO NMPUMEHEHUS, WIM U3MEHEHUH, HE
TPeOYIOLINX MPOBEIEHHS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA IS BETEPUHAPHOTO MTPUMEHEHHUS.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

4. B cpok, He MpeBbILAIUN JecATH pabouux THEH cO JHS MOCTYIUIGHHS YyKa3aHHOrO B 4dacTu 1
HACTOAIICH CTaThU 3asBICHUS W HEOOXOIAMMBIX JIOKYMEHTOB, YIOJTHOMOYEHHBIH (enepanpHblii opraH
WCTIOJTHUTENIbHON BIIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMM, COAEpXKAILUXCS B IPEACTABICHHBIX
3asBUTEJIEM JOKYMEHTaX;

2) mpUHHMMaeT peuIeHHe O IMPOBEIECHUU SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA JJIsi BETEPUHAPHOIO
IPUMEHEHHUs WK 00 OTKa3e B €€ IPOBEICHUH;

3) yBenomisieT B NMUCBMEHHON (opMme 3asBUTEIs] O MPUHATOM pPEIIeHUM WM B Cly4yae NPUHITHSA
perieHust 06 0TKa3e B MPOBEACHUH IKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA [l BETEPUHAPHOTO MPUMEHEHHUS C
yKa3aHHWEM IIPUUYUH TaKOTO OTKa3a.

4.1. B ciyyae BBISBIIEHUS HEAOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTU CBEIEHUI, cOAepk allluxcs B
MIpe/ICTaBJICHHBIX 3asBUTEIIEM JOKYMEHTaX, YIIOJIHOMOUYEHHBIN (perepalibHbIi OpraH UCIOIHUTEILHON BIaCTH
HampaBieT 3asABUTEN0 3ampoc 00 YTOYHEHHMH YKa3aHHBIX CBEICHMH. 3ampoc MoOKeT ObITh IepenaH
YIOJIHOMOYEHHOMY MPEICTABUTEIIO 3asBUTENS MO/l PACIMCKY, HAPABJIEH 110 MOYTe 3aKa3HbIM MHMCbMOM WIIH
nepefiaH B JIEKTPOHHOW (opMe MO TEIeKOMMYHUKAIMOHHBIM KaHajaM CBsi3u. B cilyuae HampaBieHus
3arnpoca 00 YTOUHEHUHM YKa3aHHBIX CBEJEHHUH IO MOYTE 3aKa3HbIM IIMCbMOM OH CUMTAETCS MOJYyUYEHHBIM I10
WCTEUYEeHUH IIECTU JHEH ¢ AaThl HANPaBJICHMSI 3aKa3HOT0 MHUChMa.

(uacts 4.1 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3asButenb 00s3aH TMPEJICTABUTh OTBET HA 3alpocC YIOJHOMOYECHHOTO (eaepalbHOro opraHa
UCTIOTHUTENFHOM BJIACTH B CPOK, HE MPEBBIMIAIONININ AeBIHOCTA PabOUnX JHEU CO JHS MOTYYSHHsS TaHHOTO
3anpoca. Cpoku, ykazaHHble B yacTh |.1 Hacrosimiedl cTaTbd, MPUOCTAHABIMBAIOTCS CO JHS HAINpABICHUS
3asIBUTEIIO 3alpoca YIOJTHOMOYEHHOTO (peepaibHOTO OpraHa MCTIOTHUTEIBHOW BIACTU IO JHS MOTyYCHUS
OTBETAa HA JAHHBIM 3aMpOoC M HE YUYWUTHIBAIOTCS MPU HCUHUCICHWU CPOKA TMPUHATUS PEIICHHS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKAIIHecs] B PETUCTPAIIMOHHOM JOChe Ha 3aperUCTPUPOBAHHBINA
JIEKapCTBEHHBIN IIpenapar Jyisl BETEPUHAPHOTO TPUMEHEHHS.

(uacts 4.2 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHueMm AJId OTKa3a B MPOBCIACHUHU SKCICPTU3BI JICKAPCTBCHHOI'O CPCACTBA JJII BETCPHUHAPHOT'O
NPUMCHCHUA ABJIACTCA MPCACTABJICHUC IOOKYMCHTOB, YKA3aHHBIX B YaCTAX 1 u3 H&CTOSIH.[Cﬁ CTaTbu, B
HEIOJIHOM 00beMe HIIH OTCYTCTBHEC B TMPCACTABIICHHBLIX AOKYMCHTAX  AOCTATOYHBIX CBCI{GHI/Iﬁ,
MOATBCPKAAIOIINX H606X0}II/IMOCTI) BHCECCHUA H3MCH€HHI71, 00 HCMPECACTABJICHUEC 3adBUTCIICM B
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

YCTaHOBJICHHBI CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4.1 Hacrosmiel CTaThbH 3alpoC YHNOJIHOMOYEHHOTO
(enepanbHOrO OpraHa UCIOJHUTEIBHOMN BIACTH.
(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DxcnepTu3a JIEKapCTBEHHOI'O CPEACTBA [UIsl BETEPUHAPHOIO MPUMEHEHHUsS B IENIAX BHECEHUS
W3MEHEHUH B JIOKYMEHTBI, COJEp)Kalliecsi B PErHCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIN
JICKapCTBEHHBIN Ipenapar [uisi BETCPUHAPHOIO IPUMEHEHHUs, OCYLIECTBIIACTCS B IOPSAJKE, YCTAHOBICHHOM
ctatbell 24 HacTosAmero denepagbHOrO 3aKOHa.

6.1. B cpok, HE TPEBBIMIAIOMINA TATH PaOOUYMX AHEH CO IHS TMONY4YeHHs 3aKIIOUEHUS KOMHUCCUU
SKCHIEPTOB IO pe3yjbTaTaM yKa3aHHOM B YacTW 2 HACTOSIICH CTaThU SKCHEPTU3BI, YIIOJIHOMOYECHHBIN
(denepaabHBIA OPraH UCIIOJHUTEIIHHON BIIACTH:

1) mpuHMMaeT pelleHue O BHECEHWH H3MEHEHUH B JOKYMEHTBI, COJIepKallfecs] B PEerucCTPaliOHHOM
JI0CbE Ha 3aperuCTPUPOBAHHBIN JEKApPCTBEHHBIN Mpenapar Uis BETEpPUHAPHOTO MpPUMEHEHUs, Win 00 oTKaze
BO BHECEHHUH TaKUX U3MEHEHU;

2) BHOCHUT B TOCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAaHWHU PEIICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKallhecsi B PETUCTPAMOHHOM JOChe Ha 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIN TIpemnapar Jjisi BETEPUHAPHOTO MPUMEHEHHs, HEOOXOIUMbIE M3MEHEHHSI M BO3BpAIacT 3TH
JIOKYMEHTBI 3asIBUTEITIO.

(dactpb 6.1 BBeneHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciyuae BHeceHMs HM3MEHEHHH B JOKYMEHTHI, COJEpXKallhecs B PErHMCTPALlMOHHOM JOChE Ha
3apEruCTPUPOBAHHBINA JIEKAPCTBEHHBIM Npenapar il BETEPUHAPHOIO NPHUMEHEHHUs, B YaCTH, Kacarollencs
U3MEHEHHUs U (WIM) JOIOJIHEHUS IPOU3BOJCTBEHHOW IUIOUIAJIKM JIEKAPCTBEHHOrO Ipemnapara, IMpu
OpeACTABJICHUHN 3adBUTCICEM B COOTBETCTBUH C ITYHKTOM 3 gactu 1 H’c’lCTOfIHICfI CTaTbU KOIIMH PCIICHUA
YIOJHOMOYEHHOTO (pellepaJlbHOrO OpraHa HCHOJHUTENbHON BIAaCTH O MPOBEJCHUH WHCIEKTUPOBAHUS
IPOM3BOJUTENS JIGKAPCTBEHHBIX CPEICTB CpPOK, YyKa3aHHbIH B wactu 6.1 Hacrosiued cCTarthby,
NPUOCTAHABINBACTCS €O JHS TOJYYEHHUS 3aKIIOUEHHs] KOMHCCHM OJKCHEepTOB JO JHS IPHUHATHUS
YIOJIHOMOYEHHBIM (e/iepalibHbIM OpPraHOM HCIIOJHUTEIBHON BJIACTH PELICHHS O Bblade WM 00 OTKasze B
BbIJJaU€ 3aKJIOUYEHUS O COOTBETCTBUHM IPOW3BOJAUTEINSA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHHSIM IPABHI
HaJIexallel Ipou3BOJCTBEHHON IPAKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT paboUunX JHEM.

(uacts 6.2 BBeieHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUIs OTKa3a BO BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIEPKALINECS B PErMCTPAlUOHHOM
JI0CbE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JUisi BETEPUHAPHOIO NMPUMEHEHMS, B CiIy4asX, HE
TPeOYIOLINX MPOBEACHUS AKCIEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, SIBIISETCS IMPEACTaBICHUE JIOKYMEHTOB,
YKa3aHHBIX B yacTsX | u 3 Hacrosmed craTbd, B HEMOJIHOM OOBEME WIM OTCYTCTBUE B IPEICTABIECHHBIX
JOKYMEHTaX CBEJCHUH, KOTOpbIE JOJKHBI ObITh B HUX OTPa)K€HbI, JTUOO HEMpPEICTaBICHHE 3asBUTEIEM B
YCTaHOBJICHHBIA CpPOK OTBETAa Ha yKa3aHHbBIM B 4YacTh 4.1 HACTOAIEH CTaTbU 3alpoC YHOJHOMOYEHHOI'O
(enepanbHOro OpraHa UCIOJHUTEIbHOHN BIACTH.

(dactp 7 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMEM [UIsl OTKa3a BO BHECEHMHM M3MEHEHUN B JOKYMEHTBI, COJEp)KalUecs B
PEruCTPallMOHHOM JIOCb€ HA 3apeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
MPUMEHEHUs, B CIIy4asX, TpeOyIOIIMX MPOBEAEHUS HKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, SBIIAETCS
3aKJIIOYEHHE YIOTHOMOUYEHHOTO (eiepaibHOr0 OopraHa MCIOJIHUTEIBHONW BIACTH O BO3MOKHOCTH CHIKEHUS
0€30I1aCHOCTH, KadecTBa, F(PPEKTUBHOCTH JIEKAPCTBEHHOI'O Iperapara BCJEICTBUE BHECEHHMsS U3MEHEHUH B
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yKa3aHHbIE TOKYMEHTHI, 0TKa3 yMOJIHOMOYEHHOTO (eiepaibHOTO OpraHa UCTIOJHUTENHHOM BIACTH B BblJaue
3aKJIFOUYEHHUsI O COOTBETCTBUU TMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHMSAM IMPABWII HaJJIexalien
MPOU3BOJICTBEHHON MpPAaKTUKU B CIydyae M3MEHEHUS W (WJIK) JOMOJIHEHUS MPOU3BOJCTBEHHOMN IUIOLIAIKU
JIEKapCTBEHHOI'O Ipernapara, €cjld IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapaTta JUlsli BETEPUHAPHOIO
MIPUMEHEHHUS OCYIIECTBIISIETCS 3a peaenamu Poccuiickoit denepariu, Wik OTCYTCTBHE 3TOTO 3aKITIOUYCHUS.
(dactp 7.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpaileHue IEKapCTBEHHBIX IMPEMapaToB sl BETEPUHAPHOTO MPUMEHEHHS 0
WCTEUYEHUs1 CpPOKa TOJHOCTH, MPOU3BEACHHBIX B TEUEHHME CTAa BOCBMUJIECATH JHEHW MOCHE JaThl MPUHATUA
YIOJTHOMOYEHHBIM (pellepabHbIM OPraHOM HCIOJHHUTEIBHOW BIACTH PEIICHUS O BHECECHUHM W3MCHCHUU B
JIOKYMEHTBI, COJIEpKAIIMECs] B PETHCTPAIlMOHHOM JOChE Ha JICKAPCTBEHHBIN MpernapaT, B COOTBETCTBUH C
nH(popManmen, coaepkamencs B JTOKYMEHTax PErucCTPallMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Tpemapar 10
JIAThI IPUHATHS TAKOTO PEIICHUS.

(dacts 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCTBEHHOW perncrpauumm nnekapcTBEHHOro npenapara

Pemenne 00 oTMEHE TOCYIapCTBEHHOW PETHCTpPAllUM JICKAPCTBEHHOTO TMpenapara ¥ HCKIIOYCHUH
JICKapCTBEHHOI'O TMpemnapara M3 TOCYyAapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB MPUHUMAETCS
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH B CIIyYae:

1) mpencraBieHUsT COOTBETCTBYIOUINM YIOJTHOMOYEHHBIM (eepaabHbIM OPraHOM HCIOIHUTEIBHON
BJIACTH 3aKJIFOUCHHUS O PUCKE WM 00 yrpo3e 370pOBBIO, )KM3HH UEIOBEKA MIIU KMBOTHOTO MPHU MPUMEHECHUU
JICKapCTBEHHOTO Mpemnapara, MPEeBBIMANMX ero 3((EeKTHBHOCTh, MO PE3yJbTaTaM OCYIIECTBISIEMOTO WM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKapCTBEHHOTO Mpenapara;

2) mnomauM JAep)kaTelleM WIM BIAJENbLEM PErMCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOTO
npenapaTa Wii YIoJHOMOUYEHHBIM UM IPYTUM IOPHIMYECKUM JIMLIOM 3asiBIEHUS] 00 OTMEHE rocy1apCTBEHHON
perucTpanyy JeKapcTBEHHOI O IIpenapara;

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

3) HEMOATBEPKIAEHUS TOCYAAPCTBEHHON PETUCTPAIIUU JIEKAPCTBEHHOTO TIpernapara 1o UCTEUEHUN CpoKa
JIEUCTBUSA PETUCTPALIMOHHOTO YI0CTOBEPEHUS, BBIJAHHOTO HA MSATH JIET;

4) HempeAcTaBlieHUS 3asBUTEIEM HHQPOpPMAIMKM, KOTOpash MOXKET MOBJIEYb 32 cCOO0OW HEOOXOAMMOCTh
BHECEHHUS M3MEHEHUW B JIOKYMEHTHI, COJEpKaIlfecss B PETUCTPALMOHHOM JIOChe Ha 3apEeTrUCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar, B TeUeHUe TPUANATH pabounx JHEH Co JHS HACTYIUICHHUS dTHX U3MEHEHUH;

5) OCyIIeCTBIIEGHUS TOCYJAapCTBEHHOW PETUCTpAIMHM JIEKAPCTBEHHOTO IMpermapara IOJi TOPTOBBIM
HAaUMEHOBAHHMEM 3apETUCTPUPOBAHHOTO paHee IOJ 3TUM TOPrOBBIM HAMMEHOBAaHUEM JICKAPCTBEHHOTO
npernapara, OTIMYAOIIeTroCs] KaYeCTBEHHBIM COCTABOM JICHCTBYIONINX BEIIIECTB;

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

6) OCYIIECTBICHHS TOCYTApCTBEHHON PETHCTPAIlMK OJHOTO M TOTO K€ JICKAPCTBEHHOTO Iperapara B
OTHOIICHWH OJHOTO M TOTO JK€ JepKaTells WM BIAJeNblla PETUCTPALMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO TMpernapara B BHJIE JIBYX U 0oJiee JIEKAPCTBEHHBIX MPEMapaToB MO/ Pa3IUYHBIMU TOPTOBBIMU
HanMMCHOBAaHUAMU,

(. 6 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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7) BbIHECEHHs] CYJOM peIleHUs O HapyLIeHMH IpaB IpaBooOsafarens 0ObEKTOB HMHTEIUIEKTyallbHOU
COOCTBEHHOCTH NPH 0OpaIlleHUH JIeKapCTBEHHBIX CPE/ICTB;

8) oTCcyTCTBHUS JIEKQpCTBEHHOTO Mpernaparta B oOpaiieHuu B Poccuiickoii denepanyil B TEUEHUE TPEX U
OoJiee neT;
(. 8 BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

9) HeBBINOJIHEHUS JAeprKAaTeJIeM WM BIAJENbLIEM PErHCTPAMOHHOTO YIOCTOBEPEHHUS JIEKApPCTBEHHOTO
npenaparta Ju00 YHNOJTHOMOYEHHBIM HMH JAPYTUM IOPUAMYECKAM JIUIIOM MEPOIPHUATHI MO 00ecredeHHIo
0€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBICHHBIX YIOJHOMOYEHHBIM (enepalbHbIM OpPraHoOM
WCTIOTHUTEJIBHOW BJIACTU B COOTBETCTBUU C HacTsMu 3 U 4 ctatbu 64 HacTosero denepanbHOro 3akoHa, B
paMKax OCyIIecTBIEHUs (papMaKoOHaA30pa;

(. 9 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

10) oTka3za neprkaTelns WM BiaJeblia PErUCTPALMIOHHOIO yIOCTOBEPEHUs JIEKapCTBEHHOTO Mpenapara
A100 YMOJTHOMOUYEHHOIO MMH JPYroro HOPUIMYECKOro JIMLA OT BHECEHUS W3MEHEHMH B WMHCTPYKIHIO 10
MPUMEHEHMIO JICKapCTBEHHOT'O MpernapaTa, KacalolIMXCsl HOBBIX MOATBEP)KICHHBIX JAHHBIX O TOM, YTO PUCK
MPUYMHEHUST Bpela 370pPOBBI0 YeNIOBEKa WM >KMBOTHOTO BCIICACTBHE NpHEMa JIEKAPCTBEHHOTO Iperapara
npeBbImaeT 3 (HEeKTUBHOCTH €T0 TPUMEHEHHUS.

(. 10 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

Cratbsa 33. FlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. 'ocynapcTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB COJIEPIKUT NIEPEUEHD JIEKAPCTBEHHBIX IIPENApPaTOB,
MPOIIEIIINX TOCYJAPCTBEHHYIO PETHCTPALUIO, TepeueHb (apMaleBTUYECKUX CYOCTaHIHMHA, BXOASAIINX B
COCTaB JIEKaPCTBEHHBIX MIPENapaToB, U CIEAYIOIIYI0 HHPOPMAIIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MIPENapaToB:

a) HaMMEHOBaHME JIEKApCTBEHHOTO Ipemapata  (MEXIYHapOoJHOE  HEMaTeHTOBAHHOE, WU
IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) sexapcTBeHHast (popma C yKa3zaHHEM JIO3MPOBKHU JIEKAPCTBEHHOTO Mpernapara M €ro KOJIMYecTBa B
MOTPEOUTENHCKOI YIIaKOBKE;

B) HAaWMCHOBAaHHE JepKaTellsi WM BIaJeiblla PETHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpernapata U CBEIEHHUS O PETUCTpalldd JAeprkaTellss WIM BIaJeliblla PETUCTPALMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Mperaparta Jyisi MEIUIUHCKOTO NPUMEHEHUsI B KauyeCTBE HAJIOTOIJIATENbIIMKA B CTPaHE
peructpanuu (s POCCHMCKHX IOPUIMYCCKUX JIMIl - WACHTH()DHKAIIMOHHBIA HOMEp HAJIOTOIUIATENIbIIUKA
(MHH), nns mHOCTpaHHBIX IOPUIUYECKUX JIMIl - CTpaHa PETHUCTPAIMH, HAUMEHOBAHHE PETHCTPUPYIOIIETO
opraHa, peTUCTPaIMOHHBIA HOMEP, KO/ HAJIOTOIJIATENBIIMKA B CTPAaHE PETUCTpaIui (MHKOPIOPAIIMN) UITH €T0
aHajor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HaUMEHOBAaHUE WM aJpec MPOM3BOAMTENS JIEKAPCTBEHHOI'O Ipenapara U CBEIEHUS O pPErucTpaluu
NIPOU3BOJUTENSL  JIEKAPCTBEHHOI'O  IIpemapara Uil MEAMIMHCKOIO  IIPUMEHEHUs B KaudecTBe
HAJIOTOTUIATEIbIINKA B CTPAaHE PETUCTPAIUH (U1 POCCHUCKUX FOPUAMYECKUX JIHI - HACHTU()UKAIMOHHBINA
HoMmep Hanoromarensiiuka (MHH), nias WHOCTpaHHBIX IOPUAMYECKHX JIMI[ - CTpaHa pPerucTpaluu,
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HaVMEHOBAHUE PETHCTPUPYIOLIETO OpraHa, PeruCTPAlMOHHBIA HOMEp, KOJ HAJIOTOIUIATEIbIINKa B CTpaHe
perucTpanuy (MHKOPIOPALUH) WK €r0 aHaJIoT);
(nm. "r" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) (apMakoTepaneBTHIeCcKast rpyImnma, KOJ{ JIEKapCTBEHHOT O mpernapara 1o
aHATOMO-TEpaNeBTHUECKO-XUMUYECKON KilacCUpUKallMK, peKOMEeHA0BaHHON BcemupHoil opranuzanueit
3paBOOXPAHEHUS;

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

€) MOKa3aHus U MPOTUBOIMOKA3aHUSI K MPUMEHEHHIO JIGKAPCTBEHHOTO Mpernapara;
) MOOOYHBIE IEHCTBHS JIEKApCTBEHHOTO MIPETapara;

3) CPOK F'OJJTHOCTH JIEKApPCTBEHHOTO Mpenapara;

1) YCJIOBHUS XpaHEHUs JIEKapCTBEHHOTO Mpernapara;

K) YCIIOBHSI OTITyCKa JIEKapCTBEHHOI'O MIpernapara;

J) HOMep (apMakoneiHHON cTaTbU WM B ClIyyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTAaIH
1100 HOPMATUBHOTO JOKYMEHTA;

M) JlaTa TOCYJapCTBEHHOW PETUCTpallMy JIEKAPCTBEHHOr'O IMpenapara U €ro perucTpalMoOHHbIN HOMED,
JaTa 3aMEHbl  PETHCTPALMOHHOTO  yAOCTOBEPEHHUs JIEKAPCTBEHHOTO TMperapata Ha  OeccpodyHoe
PErUCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO TMperapaTa, JaTta MoJaud 3asBICHUS O MOATBEPKICHUH
TOCYJaPCTBEHHOM PETHUCTpaIliy JICKapCTBEHHOTO Ipernapara, Jara OTMEHBI TOCYJAapCTBEHHOW PErHCTpPAlUH
JIEKapCTBEHHOT'O Tperapara;
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

H) KaueCTBEHHBIA COCTAaB M KOJIMYECTBEHHBIM COCTaB JICUCTBYIOMIMX BEIIECTB M KAU€CTBEHHBIM COCTaB
BCIIOMOTATEJIbHBIX BEIIECTB JIEKAPCTBEHHOIO Mpernapara;
(nn. "H" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

0) nH(popMalus 000 BCeX pa3pelIeHHBIX BUaX BTOPUYHON (MMOTPEOUTETHCKON) YITaKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

1) Jara TNPUHATUS pEIIEHH O BO3MOXKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBINM Ipenapar Ipu
rOCyJapCTBEHHOM PErUCTpaIiK B Ka4ecTBE OPPAHHOTO JICKApCTBEHHOTO Mperapara;
(nn. "n" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

p) Hamu4Me JEKAapCTBEHHOTO TIpernapara B TIEpeuyHe JKMU3HEHHO HEOOXOAUMBIX U BaKHEHIIHMX
JIEKapCTBEHHBIX MPEIapaToB;
(nm. "p" BBeaen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

C) HaIWYWe B JIEKAPCTBEHHOM IIpernapaTe HAPKOTUYECKUX CPEICTB, NMCUXOTPOMHBIX BEIIECTB U HUX
MPEKYpPCOPOB, MOJJEKAIMUX KOHTpoato B Poccuiickoir denepanuu, B COOTBETCTBUU € 3aKOHOJATEIbCTBOM
Poccuiickoit @enepannn, MexayHapOIHbIMU JoroBopamu Poccuiickoir @enepanuu, B TOM uucie EnuHon
KOHBEHIIMEN 0 HApKOTHYECKHX cpeacTBax 1961 roga u KonBeHnnuen o ncuxoTponssix BeniectBax 1971 rona;
(mm. "c¢" BBenmeH dDeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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T) uHGOPMALUs O TOM, SIBJISETCS JM JAHHBINA JIEKAPCTBEHHBIN IMpenapar peepeHTHBIM JeKapCTBEHHBIM
IIpenapaToM;
(nm. "1T" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBeIEHUS O IoJaye 3asBICHHUS O BHECEHWHM HU3MEHEHUH B JIOKyMEHTBI, cojepxKalluecs B
pPErucTpaliMOHHOM JIOChE Ha JIEKApCTBEHHBIN MTpenapar;

ne,n

(mm. "y" BBeaeH denepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-D03)

Koncynsrantllntoc: npumeuyanue.

Wndopmanus o B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIMHCKOTO MPUMEHEHHS
IOJUIE)KUT BKJIIOUEHUIO B TOCYAAPCTBEHHBIM pEECTp JIEKapCTBEHHBIX cpelacTB ¢ 1 suBaps 2018 roga
(denepanpHblii 3akoH 0T 22.12.2014 N 429-03).

&) cBeZieHUs 0 B3aMMO3aMEHAEMOCTH JIEKaPCTBEHHOI'O IpenapaTa;
(mm. "¢" BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

X) CpPOK BBEJICHUS JIEKAPCTBEHHOTO TIpernapaTa B TpakJaHCKHi 000poT;
(mm. "x" BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHIMA:

a) HauMeHOBaHME (apMaleBTHUECKOW cyOcTaHIMKU (MEXIyHapOAHOE HEMaTeHTOBAaHHOE, WU
IPyNIMPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HaMMEHOBAaHUE U aJipec MPOU3BOAUTEINS (papMalleBTUUECKON CyOCTaHIINH;
B) CPOK TOAHOCTH (papMaIrieBTUIECKON CyOCTaHIINN;
I') YCJIOBHS XpaHEHHs (hapMaleBTHYECKOI CyOCTaHIINY;

1) HoMep (apMakoneilHONW cTaThbH WM B CIIyyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTAaIH
1100 HOPMATUBHOTO JOKYMEHTA;

e) Haimuyue (apMaleBTHUECKOW CyOCTaHIMU B TEpeYyHE HAPKOTUYECKUX CPEJACTB, ICHUXOTPOIHBIX
BEIIECTB M HUX MPEKypCOpPOB, MOMICKAMMX KOHTpoiwo B Poccuiickoit denepannii, B COOTBETCTBUU C
3aKkoHoJaTenbcTBOM Poccuiickoil Denepannn, MEXIyHApOAHbIMU JoroBopamu Poccuiickoit denepanuu, B
TOM yucie EnuHoil koHBEHIMENH 0 HapKoTHYecKuX cpeactBax 1961 roma m KoHBeHIMEW O MCHUXOTPOIHBIX
BemecTBax 1971 roxa.

(nm. "e" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

2. ®apmaneBTHUECKass CyOCTaHLUS, TPOM3BEACHHAs IS peaju3allid, MOXKET OBITh BKJIIOYEHA B
rOCYy/IapCTBEHHBI pPEECTp JIEKApCTBEHHBIX CPEIACTB Ha OCHOBAaHUM 3asBJICHUA pa3pabOTUMKa WU
MIPOU3BOJUTEIIS JIEKAPCTBEHHOI'O CPEJICTBA JIMOO YIOJIHOMOYEHHOIO UMHU IOPUAMYECKOTO JIMLA MIPU YCIOBUU
IPOBEJCHHS B OTHOLIECHUH TaKou (hapMalleBTUYECKOM CyOCTaHIIMM SKCIEPTU3bI KauecTBa (hapMaleBTHUECKON
CyOCTaHIIMHM B TOPSAIKE, YCTAaHOBJIEHHOM cTaThedl 34 Hacrosimero denepanbHOro 3akoHa. B oTHomeHuun
(dapmaneBTHUECKUX CyOCTaHIMI, NPOW3BEACHHBIX IS pead3alud, B TOCYJApPCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB COJCPKHUTCS CIEAYIONIas HHPOPMALIUS:
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

1) HaumeHoBaHMe (apMaleBTUYECKON CyOCTaHIMM (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IPYyNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHME, a/peC IMPOU3BOAMTENA (hapMaleBTUUYECKOH CyOCTaHIIMM, a TAaKKe B OTHOILCHHUH
JIEKapCTBEHHBIX CPEICTB JMJIi MEAMIMHCKOTO TPUMEHEHHUS CBEACHUS O PETHCTPAalud IPOU3BOAUTEIS
(apMareBTHUECKONW CyOCTaHIIMM B Ka4eCTBE HAIOTOIUIATENBINNKA B CTpAaHE PETHCTpanuu (s POCCHICKHX
IOpUANYECKUX JIML - WACHTHU(UKAIMOHHBIH HoMmep Hanoromiarensimuka (MHH), mis wmHOCTpaHHBIX
IOPUANYECKUX JIUI] - CTpaHa PErHCTpalliy, HAaMMEHOBAaHHWE PETHCTPUPYIOIIETO OpraHa, PerHCTPallMOHHBIN
HOMEp, KOJI HAJIOTOIJIaTEIIbIMKA B CTPaHe PErUCTpalui (MHKOPIIOpAIMK) HITH €T0 aHaJIor);

(n. 2 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (PapMarieBTUIECKOM CyOCTaHIINN;
4) ycnoBust XpaHeHus (papMareBTUIECKON CyOCTaHIINN;

5) Homep (hapmakomeHol cTaTbu JUOO B Clyyae €€ OTCYTCTBHSI HOMEP HOPMATHUBHOW JOKYMEHTAIlUU
WJIM HOPMAaTUBHOTO IOKyMEHTA;

6) Hamuuue QapMaleBTUYECKOH CyOCTaHIIMM B TEepedyHe HAPKOTHYECKHX CPEACTB, MCUXOTPOIHBIX
BEIIECTB M HUX MPEKypCOPOB, NOMICKAMMX KOHTpouro B Poccuiickoit denepanui, B COOTBETCTBUU C
3aKoHomarenscTBOM Poccuiickoit @eaepannn, MexayHapoaHbIMU noroopamu Poccuiickonn denepanuu, B
TOM uHncie ENMHON KOHBEHIMENW O HapKOTHYEeCKHX cpenacTBax 1961 roma m KoHBeHIMeEN O NMCHXOTPOITHBIX
BemecTBax 1971 ropa;

7) nata BKIIOYEHHs (papMaleBTUYECKOH CyOCTaHIMHM B TOCYJAapCTBEHHBIH peecTp JeKapCTBEHHBIX
CpEeZCTB, JlaTa BHECEHUS W3MEHEHMH B JOKYMEHTHI (apMalleBTUYECKOW CyOCTaHIIMHM, AaTa HCKIIOYEHUS
(bapmaneBTHUECKOIl CyOCTaHIIMU U3 FOCYIAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEJICTB.

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Ilopsoox BemeHUsT TOCYIApPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJICTB MJIsi METUITMHCKOTO
NPUMEHEHUS U TOPSAIOK BEIEHUS rOCYJapCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEICTB ISl BETEPHUHAPHOTO
IPUMEHEHHUS yTBEPKAAIOTCSI COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpraHOM HMCIOTHUTEIBHON
BJIACTH.

Cratba 34. Bkniw4yeHMe B rocyfapCTBEHHbIN peecTp JeKapCTBEHHbIX CPeacTB M
UCKIIOYEeHNe U3 rocylapCTBEHHOro peecTtpa NeKapCTBEeHHbIX cpeacTB hapmaueBTUYECKOU
cybcTaHuum, npoMsBeAeHHOU AN peanusauum
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jns BrimoyeHUs (papMaineBTUUYECKOW CyOCTaHIMHM, NPOU3BEICHHOW IS pealu3allid, B
rOCYIapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB, MPOBOAUTCS IKCIIEPTU3A €€ KAUECTBA.
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcnepTHh3a KavyecTBa yKa3aHHOM B 4YacTH | HacTosmiel craTbu (apMarieBTUYECKON CyOCTaHIIUH,
COCTaBIIEHHME KOMHCCHUEH IKCIEPTOB 3aKIIOUEHUH MO pe3ylbTaTaM 3TOM JKCHEepTU3bl U UX HampaBieHHE B
YIOJTHOMOYEHHBIN  (peepanpHblii OpraH HCIOJHUTEIBHON BIIACTH  OCYIIECTBISIIOTCS B CPOK, HE
MPEBBIIIAIONINA  [IECTHISCATH padoyux JHEH €O JHA TONYyYeHHUs OKCHEPTHBIM  YUPEKICHUEM
COOTBETCTBYIOIIETO 3a/IaHUSl  YIIOJHOMOUYEHHOTO (efepabHOTO OpraHa WCIIOJHUTENFHOW BJIAcTH U
CIIETYIOIINX JTOKYMEHTOB:
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

1) xomus IMIIEH3UU Ha IPOU3BOACTBO JEKAPCTBEHHBIX CPEICTB MM KOIHS 3aKIFOUEHHUS O COOTBETCTBHU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSAM IMpPABUI HAJUIeKAIEH MPOU3BOACTBEHHON MPAKTUKH,
BBIJJAHHBIX YIIOJHOMOYEHHBIM (heZiepaibHbIM OpPraHoOM HCIONHHUTEIBHOM BJAacTH, B Cllydae, €cliu
MIPOM3BOCTBO JIEKAPCTBEHHOT'O CPEJICTBA ocyliecTBiseTcsa B Poccuniickoiit deneparuy;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) xonusi JOKYMEHTA, BbIIAaHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS JIEKAPCTBEHHOTO
CPEICTBA W MOATBEPIKJIAIOIIETO pa3pelleHue MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEICTBA, M €ro MepeBo] Ha
PYCCKUI A3BIK, 3aBEpEHHbIC B YCTAaHOBJIEHHOM TOpPSJIKE, a TaKXKe KOMHUS 3aKIIOYEHHS O COOTBETCTBUHU
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSAM IMPABUI HAJUICKAIIECH MPOU3BOACTBEHHOW MPAKTUKH,
BBIJJAHHOTO YTIOJITHOMOYEHHBIM (pe/iepabHbBIM OPTaHOM HCIIOJIHUTEIBHON BIACTH, JHOO KOMHS pEIICHUS
YIIOJITHOMOYEHHOTO (pe/lepaIbHOr0 OpraHa HWCIOJHHUTEIBHOW BIACTH O TPOBEICHHH WHCIEKTHPOBAHUS
IPOU3BOJUTENS JICKAPCTBEHHOT'O CPEJICTBA. YKa3aHHbIE JOKYMEHTBI MPEJCTaBISIOTCS B Ciy4ae, €ciu
IPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIsIeTCs 3a npeaenamu Poccuiickoit denepannu;

(m. 2 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

3) AOKYMEHT, COIepIKAIUI CIIEAYIOIINE CBEACHHS O (papMalleBTUICCKON CyOCTaHIUH:

a) HauMeHoBaHue (papMareBTHIECKON CyOCTaHIINH, €€ CTPYKTypa, OOIINe CBOMCTBA;

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTH IPOU3BOACTBA C OIIMCAHUCM CTaI[I/Iﬁ MMpOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTaauigX IMMPOU3BOACTBA,

I') olMcaHue pa3paboTKH MpoLecca MPOU3BOICTBA;

1) OTIMCAaHNE KOHTPOJISI KPUTHUECKUX CTa/IMi Mpoliecca MPOU3BOACTBA U IPOMEKYTOUHOU MPOAYKIIUH;
€) IOKyMEHTaJbHOE MOTBEPKACHHUE (BAIUIAIIMA) TTPOLIECCOB U (MJIM) UX OIICHKA;

) CBOMCTBA U CTPYKTypa JCHCTBYIOIINX BEILIECTB;

3) XapaKTepUCTUKA IIPUMECEH;

n) crieurdukanys Ha hapMareBTHUECKYIO CyOCTaHIINIO U €e 000CHOBAaHHUE;

K) aHaJUTHYECKWe METOJUKH, HWCIOJb3yeMble TIPU  OCYIISCTBICHMHM KOHTPOJNS  KauyecTBa
(hapmaneBTHUECKON CyOCTaHIINY;

J) JOKYMEHTaJIbHOE NOJTBEpXKIEHHE (BaTUAALMs) AHAIUTUYECKMX METOJUK, HCIOJb3YEMBIX IHpHU
OCYIIECTBJIEHUU KOHTPOJISl KauecTBa (papMalieBTUUECKON CyOCTaHIINH;

M) pe3yJbTaThl aHaJu3a cepuil (hapMalleBTHUECKON CyOCTaHIINY;

H) NEepeUCHb CTAaHAAPTHBIX 06pa3u013 WM BCHICCTB, HUCIOJB3YEMbIX IPU OCYHICCTBICHHUU KOHTPOJIA
KadueCTBa,

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOUYHBIX MAaTEPHUAJIOB U YKYIIOPOUYHBIX CPEACTB;
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

1) IJaHHBIE O CTA0MIIBHOCTH (papMaIieBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) NOKyMEHT, COJEp)KalllMil CBEIEHUS O PEruCcTpalud IMPOU3BOJAUTENS JEKAPCTBEHHBIX CPEIACTB IS
MEJUIIMHCKOTO MPUMEHEHHS B KauyeCTBE HAJIOTOIUIATENbIMKa B CTpaHE perucrpauuu (A1 pOCCHUMCKHUX
IOpUANYECKUX JIMI - WICHTU(PUKAIUMOHHBI HoMmep Hanoromiarensiuka (MHH), s uHOCTpaHHBIX
IOPUIMYECKUX JIMI] - CTpaHa PETUCTPALMK, HAUMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa, PEeruCTpaliOHHBIN
HOMEp, KOJI HAJIOTOIJIaTeNbIIUKA B CTPAHE PErHCTPaLui (MHKOPIOPALMN) UIIH €r0 aHaJor).

(1. 4 BBenen DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jlns mpoBeeHrs KCIEePTU3bl KauecTBa yKa3aHHOM B yacTu | HacToslel cTathil (hapMaleBTHUECKOM
cyOCTaHIMK 3asSBUTEIb MPEACTABIISIET B YIIOJTHOMOYEHHBIN (efiepalibHbIN OpraH UCTIOJHUTEILHON BIACTH:

1) 3asgBieHHe O BKIIOYCHHH B TOCYAAPCTBCHHBIH pPEECTp JIEKAPCTBEHHBIX CPEICTB JaHHOU
(hapmareBTHUECKOM CyOCTaHIINY;

2) Komus JOKYMEHTa, MOJTBEpXKJAIOIIEro YIUIATy TOCYJapCTBEHHOW IONIUIMHBI 3a BKIIOYEHHE B
TOCYJIapCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CyOCTaHIMM, MPOU3BEICHHON st
peanuzanuu, JIuOO MO COOCTBEHHOW WHMIIMATUBE YKa3aHHBIM JTOKyMEHT. B ciyuyae ero HempeicTaBlIeHUs
3asiBUTENIEM YTIOJTHOMOUYEHHBIM (enepanbHblii OpraH MCIOJHUTEIBHONW BJIAcTH MpoBepseT (akT YIaThl
rOCyJJapCTBEHHON NOUUIMHBI 3asBUTEIEM C HCIOJIb30BaHHMEM HH(pOpMaunuu o0 ymiaTe rocyaapcTBEHHON
NOUUIMHBI, cofepxamieiics B [ocymapcTBeHHOH HWHPOPMALMOHHOM cHCTEME O TOCYAAapCTBEHHBIX U
MYHULMIAJIBHBIX ~ IUIaTE€XaX, HA OCHOBAHMU INPEJICTABICHHON  3asfBUTEIEM KONHMM  JIOKYMEHTa,
MOATBEPKIAIOILETr0 YIIIAaTy FOCY1apCTBEHHOM IOLINHBL,

(n. 2 B pen. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) TOKyMEHTBI, yKa3aHHBIC B YaCTH 2 HACTOSAIIEH CTaThH;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBneHHe O BbIJaue paspemieHuss Ha BBo3 B Poccuiickyro denepanuio KOHKPETHOH HapTHH
HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOIO CPEACTBA, IPEIHA3HAYEHHOTO Ul IIPOBEIEHUS YKa3aHHOMU
9KCIIEPTU3BI.

(1. 4 BBeneH ®PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

4. B TeueHue aecsATH pabOUYMX JTHEW CO JTHSA MPUHATHS 3asBJICHHS O BKIIOUYCHWM YKa3aHHOW B yacTu |
HACTOSIICH cTaThu (papMaleBTHYECKON CyOCTaHIIMM B TOCYJAPCTBEHHBIN pPEeecTp JIEKAPCTBEHHBIX CPEACTB U
JOKyMEHTOB, TEPEUMCIEHHBIX B 4YacTh | M NyHKTEe 2 4YacTh 3 HACTOSIIEH CTAaThH, YIOJIHOMOYEHHBIN
(dhenepanbHBIA OPraH UCMIOTHUTEIBHON BIACTH:

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

1) mpOBOIUT TPOBEPKY TOTHOTHI W JIOCTOBEPHOCTH IAHHBIX, COJICPIKAIIMXCS B IPEACTABICHHBIX
3asIBUTEIIEM JIOKYMEHTAX;
(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2) NPpUHHUMACT PCHICHUEC O HAIPABJICHUHU B J3KCICPTHOC YUPCKIACHUC 3adaHUSA Ha IIPOBCACHHUC
OKCIICPTHU3BI KAa4YCCTBA YKaBaHHOﬁ B yacTu 1 HaCTOSAIIEH CTaTbH (I)&pM&LIGBTPI‘lCCKOI:I CY6CTaHI_II/II/I uii o0
OTKa3C B TAKOM HallpaBJICHUU;
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

3) yBeIOMJISIET B 3JIEKTPOHHOM MM MMCbMEHHOM (hopMe 3asBUTENS O MPUHITOM PEIICHUHU WK B CiIydae
OTKa3a C yKa3aHHEM IIPUYMH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4ae BbISIBIIEHUSI HEJOCTOBEPHOCTH CBEJIEHU, COJIEPKALINXCS B MIPEICTABICHHBIX 3aBUTEIEM
MaTepuanax, YIOJIHOMOYEHHBIH (QenepalbHblii OpraH HCIOJHUTENBHON BIIACTH HAIPaBIISIET 3asBUTEIIO
3anpoc 00 YTOUHEHMM YKa3aHHBIX CBeJeHMH. JlaHHBIN 3ampoc MokeT ObITh NepelaH yHOJIHOMOYEHHOMY
NPEACTaBUTEIIO 3asBUTENS JIMYHO MOJ PAcIMCKy, HANpaBlieH IO MOYTe 3aKa3HbIM NMUChbMOM WM INEpelaH B
JIEKTPOHHOHU (popMe 1Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBS3H. B cilydae HampaBieHHs TaHHOTO 3ampoca
10 TMOYTE 3aKa3HbIM IMCHbMOM OH CUMTAETCS IOJYUYEHHBIM 10 MCTEUEHUU IIECTH AHEHW C JaThl HAIIPABJICHUS
3aKa3HOI0 MHUCHMa.

(uactp 4.1 BBeeHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asButens 00s3aH MPEACTaBUTH OTBET HAa 3alpoc YIOJIHOMOYEHHOro ¢eAepalbHOro opraHa
UCTIOTHUTENFHOM BJIACTH B CPOK, HE MPEBBIMIAIONIUIN JAeBIHOCTA PabOUnX JAHEW CO JHS MOTYYSHHsS TaHHOTO
3anpoca. Cpok, yka3aHHbIH B 4acTH 4 HACTOSIIIEN CTAaTbM, MPUOCTAHABIMBAETCS CO JIHS HAINpaBIICHUSA
3aBUTEIIO 3aIPOCa YHOJHOMOYEHHOTO (heepabHOrO OpraHa MCIOJHUTEIBHON BIACTH 10 THS HOJTYYCHHUS
UM OTBETAa HAa JAHHBIM 3ampoCc M HE YYWUTHIBACTCA TIPU HCUMCICHUU CPOKAa OHKCIEPTU3Bl KayecTBa
(hapMmarieBTHUECKOM CyOCTaHITNH, HEUCTIONb3YEeMOM TP MPOU3BOJICTBE JIEKAPCTBEHHBIX MPEMapaToB.

(dactp 4.2 BBeneHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM nJs OTKa3a B HANpaBICHUM B DKCIEPTHOE YYPEXKICHUE 3aJaHHs Ha IPOBEIECHUE
HKCHEePTH3bl KauecTBA YKa3aHHOW B yacTH | HacTosIed craTbi (hapMaleBTHUECKOW CyOCTaHIMM SIBISETCS
HENpeACTaBICHNE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbu, OTCYTCTBHE HH(MOpMAIHH,
noATBepkaaromiell  (akT ymiatel TOCYJAapCTBEHHOM TNOLUIMHBI 33 BKJIIOYEHHE (DapManeBTUUYECKON
cyOCTaHIMM, MPOW3BEACHHON I peanu3alii, B TOCYIapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB,
HENpEe/ICTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa HA YKa3aHHBIA B yacTu 4.1 HacTodAllel cTaTbu
3aIpoc yMOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJIHUTEIbHON BIACTU WM MPEJCTaBIeHUE T0KYMEHTOB,
HE CO/IepIKaIIUX UCUYEPIBIBAIOIIETO EPEUHsT HEOOXOIMMBIX CBEICHU.

(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenne naTHaAIATA PabOYMX JHEH CO JHS TOJTYYCHHUS PEUICHUS YIIOJTHOMOUYEHHOTO (heIepaTbHOTO
OpraHa WCIIOJIHUTEJIbHOM BJIACTH O HAIPaBJICHUU B OSKCIEPTHOE YUYPEXKACHUE 3aJaHUs HA IPOBEICHUE
9KCHEPTHU3bl KauecTBa YKa3aHHOW B yacTU |1 HacTosmiell cratbu (apMaleBTHUECKONW CyOCTaHLIMU 3asBUTEIIb
NpEeCTaBIsIeT B 3KCIIEPTHOE YUPEKICHUE IS IPOBEACHUS JaHHOM 3KCIepTU3bl 00pasiibl papMalieBTUIECKON
CyOCTaHIIMM B KOJIMYECTBE, HEOOXOUMOM JIJIsl BOCIIPOM3BEICHUS METOJIOB KOHTPOJISI KauecTBa. DKCIEPTHOE
YUpEXKACHUE TPHU TOJyYEHHH OO0pas3loB yKa3aHHOM B uacTH | HacTosmeld cTarbu (apMareBTHYECKON
CyOCTaHIIMM BbIIAET 3asBUTENIO JOKYMEHT, MOATBEPXKAAIOIINNA MOJyYyeHHEe 3THUX oOpas3loB, U B CPOK, HE
MPEeBBIIAIONINN TpeX pabouyux [AHEH, yBEAOMIISIET B DJIGKTPOHHOM WM NHCbMEHHOM (opme 00 3ToM
YIOJIHOMOYEHHBIN (eiepabHblil OpraH HCIOJHUTEIBHOW BJIACTH. OTHU CPOKM HE BKJIIOYAKOTCS B CPOK
IIPOBEJCHMS JTaHHOW SKCIIEPTU3BI.

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

7. JIOKyMEHTBI, IOCTYIIMBIIME B JKCIEPTHOE YYPEKIACHUE Uil IIPOBEICHMs JKCIEPTHU3bl KauecTBa
yKa3aHHOH B 4Yacth | Hacrosimedl cratbu (apManeBTHUECKOW CyOCTaHIMH, TIOIJIe)KAaT BO3BpaTy B
YIOJHOMOYEHHBIN (efepaibHbli OpraH HCIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKJIIOUYEHUSMHU 110
pe3ysbTaTaM IMPOBEIACHHON SKCIIEPTU3HI.

8.B CpPOK, HC HpeBBII_HaIOH_[I/Iﬁ AT pa60‘II/IX JHEeH co aHs MOJIYUCHU S 3aKIIIOYCHHUA KOMUCCHUU SKCIICPTOB
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0 pe3yjibTaTaM BSKCIICPTU3bI KAa4YCCTBaA y1(a3aHHOﬁ B yactu 1 HacTOsAIIEeH CTaTbHu Q)apMaHeBTI/I‘{eCKOI}’I
Cy'6CTaHI_II/II/I, yr[OJ'IHOMO‘IGHHBIfI (I)e;[epaanLIﬁ opran HCIIOJIHUTEILHOM BIIACTH:

1) ocymecTBIsSeT OLEHKY TAaKOrO 3aKIIOYEHHUS NS ONPENENCHHs €ro COOTBETCTBHUS 3aJaHUIO Ha
MIPOBEACHUE TAHHON HKCIIEPTU3BL;

2) mpUHMMAaET pEleHHEe O BKIIOYEHUM yKa3aHHOM B yacTu | HacTosled cratbu (hapMaleBTHUECKOM
CcyOCTaHIIMM B TOCYJapCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB WM peElIeHHEe 00 OTKa3e B TaKOM
BKJIIOUEHUH;

3) BHOCUT TpU MPUHATHH pEUICHHWs O BKIIOYCHHHM YKa3aHHOW B YacTH | HacTosIed CTaTbu
(apManeBTHUECKONW CyOCTaHIIMM B TOCYIAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEICTB MPEIYyCMOTPEHHYIO
nyHKTOM 2 4actu | crateu 33 Hacrosmiero denepanbHOr0 3aKkOoHA MH(DOPMAIHIO M yBEAOMIISIET 00 3TOM B
3JIEKTPOHHON WJIM MUCbMEHHOU (popme 3asiBUTENS.

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

9. OcHoBaHMEM JIs OTKa3a BO BKIIIOYEHUH YKa3aHHOM B yacTu | HacTosien cTatbu papMaleBTHYECKON
CyOCTaHIIMM B TOCY/AapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB SBISAETCS 3aKII0UEHHE COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (he/IepajIbHOr0 OpraHa UCIOJHUTEIBHOM BIACTH O TOM, YTO Ka4eCcTBO (hapMarieBTHYECKON
cyOCTaHIIMM HE OJITBEPKIEHO MOJIyY€HHBIMH JaHHBIMU.

(wacte 9 BBegena denepanbHbIM 3akoHOM oT 22.10.2014 N 313-@3; B pea. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

10. He nomyckaercss BKJIIOYEHME B TOCYJApCTBEHHBI pEeCTp JIEKAPCTBEHHBIX CPEICTB OJHOU
(bapMareBTHUECKOW CyOCTaHIIUM, IMPOU3BEJICHHOM JUIs peanu3alii U BBITYCKaeMOH OJHHUM U TEeM e
IIPOU3BOAUTENIEM, B BUJIE ABYX U 00JI€€ peecTpOBBIX 3aIHCeil.

(uactp 10 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHeceHne M3MEHEHHI B JOKYMEHTHI Ha (papMarieBTUYCCKYIO0 CyOCTaHIIUIO, MPOW3BEICHHYIO IS
peanu3aluy M BKJIIOYEHHYH0 B TOCYJAPCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEICTB, OCYLIECTBISETCS B
nopsiike, ycraHoBiieHHOM crtatbsiMu 30 u 31 Hacrosmero denepanbHOro 3akoHa, C YIUIATOU
rOCy/apCTBEHHOW MOLUINHBI, MPEAYCMOTPEHHON 3aKoHOAaTeNnbcTBOM Poccuiickoil @enepanuu o Hajlorax u
cOopax.

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

12. Jlomyckaercst oOpamieHue (apMaleBTHUECKUX CyOCTaHIIMM, MPOW3BEACHHBIX Ui peain3aiiu, B
TEYEHHE CTa BOCBMHJECSATH JHEH A0 U TMOcjie MNPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHoM
UCTIOMTHUTENFHOM BJIACTU pEIIeHHs O BHECEHWHW W3MEHEHHH B JOKYMEHThl Ha (apMaleBTUYECKYIO
cyOCTaHINIO, MPOU3BEACHHYIO Ul pPealn3alii U BKIIOYEHHYIO B TOCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

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

13. Pemenne 00 UCKIOYEHMM M3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX  CPEICTB
(dapManeBTHUECKOW CyOCTaHIMK, IPOU3BEICHHOM M peanu3aly, MPUHUMAETCS YIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH B CIIyYae:

1) OpeaACTaBJICHUA COOTBCTCTBYIOIIHUM YITOJITHOMOYCHHBIM (I)G,Z[epaJ'IBHLIM OpraHomMm HUCIIOJIHUTEIbHOMN
BJIaCTU 3aK/IIOYCHHA O PHUCKEC HIIN 00 YIpo3€ KH3HU WM 3O0POBBIO UYCJIOBCKA a100 KHUBOTHOIO npu
HCII0JIb30BAHHNHU JICKAPCTBCHHOI'O CPEACTBA,
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2) mona4yu pazpaboOTYUKOM JIEKApPCTBEHHOTO CPEACTBAa WU MPOU3BOAUTENEM JIEKAPCTBEHHOTO CPEICTBA
aM00 YHNOTHOMOYEHHBIM UWMH JIPYTHUM IOPUAMYECKAM JIMIOM 3asBIEHUS 00 UCKIIOYCHHH U3
rOCY/apCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEIACTB (apMaleBTUYCCKOW CyOCTaHIIMH, TPOU3BEICHHON s
peanuzanuy;

3) orcytcTBus (hapMalleBTHUECKOW CyOCTaHIIMH, TMPOU3BEICHHOMN /I peanu3alud, B OOpalleHUHd B
Poccuiickoit deneparuu B TeUCHUE TPEX U OoJIee JIeT.
(uacte 13 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpaTtuna cuny ¢ 1 nionsa 2015 ropa. - ®PegepanbHbiv 3aKkoH oT 22.12.2014 N
429-d3.

Cratba 36. Ob6xanoBaHue pelleHUs 06 OTKa3e B BblAaye paspelleHuss Ha npoBeaeHue
KNMMHMYECKOro uccriefoBaHUA JieKapCTBEHHOro npenaparta, peweHuss o6 oOTKase B
rocynapCTtBeHHOM perncTpauum JeKkapcTBEHHOro npenaparta, 3akfl4YeHUs KOMUCCUM
3KCMNEepPTOB IKCNEPTHOrO YUYpEeXAeHUS UNU 3aKN0YeHUss coBeTa No 3TuKe

(B pen. ®exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Pemenre cOOTBETCTBYIOIIETO YMOJTHOMOUYEHHOTO (eAepaJbHOTO OpraHa MCIHOJHUTEIBLHON BIACTH 00
OTKa3e B BbIJaye pa3pellieHus Ha MPOBEACHHE KIMHUYECKOTO HCCIIEeNOBaHHS JIEKApCTBEHHOTO Mpemnapara,
pelieHre ykazaHHOTO (¢elepalbHOrO OpraHa HCIOJHUTENBHONW BIIACTH 00 OTKa3e B TOCYAapCTBEHHOU
pEerucTpaluy JEKapCTBEHHOIO Mpenapara, 3aKI0YeHUE KOMUCCUU IKCIIEPTOB SKCIEPTHOTO YUPEKIACHUS WIH
3aKJII0OYEHUE COBETa MO ITUKE MOXKET OBITh 00XAJOBAHO B MOPSIKE, YCTAHOBICHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu. 3akioueHHe OSKcHepra, O(OPMIEHHOE IO UTOraM »JKCIEepTH3bl B  LENSIX
OTIpEICTICHUSI B3aMMO3aMEHSEMOCTH 3apErMCTPUPOBAHHOTO JICKAPCTBEHHOTO TMperapara, MOXET OBITh
00>aJIoBaHO JIeprKaTeIeM WIIH BIIAJENIblIeM PErHCTPAIlMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO Tpernapara B
KOMMCCHIO DJKCIEPTOB JKCHEPTHOTO YUPEXKACHMS. 3aKIIOUEHWE KOMHUCCHUU HSKCIEPTOB SKCHEPTHOIO
yapexIeHusi, opopMIIEHHOE 1O UTOraM MEepPecMOTpa O00KATOBAHHOTO 3aKIIIOUEHUS DKCIEPTa, MOXKET OBITh
OCTIOPEHO JepKaTelieM WM BIIAJICTbIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Iperapara
au00 YMOJTHOMOYEHHBIM HWMH JIMIIOM B TIOPSAJIKE, YCTAaHOBICHHOM 3aKOHOJATENIbCTBOM Poccuiickoit
Oenepannn. [Ipu oOkamoBaHWM peNICHUS YIOJHOMOYECHHOTO (eepaabHOTO OpraHa HCIOJHHUTEIbHON
BJIACTH, 3aKIIOUYEHHS SKCIEepTa WIH KOMUCCUH SKCIIEPTOB AKCIEPTHOTO YUPEKACHHUS, 3aKITIOYCHHS COBETA T10
9THKE JepKaTelb WX BIaAeNiel] PEerUCTPAMOHHOTO YJIOCTOBEPEHHUs JIEKapCTBEHHOIO Mpemnapara JTudo
YIOJIHOMOYEHHOE MMH JIMIIO BIPaBE MPEACTABUTH PE3YJIbTaThl IKCIEPTU3bI JIEKAPCTBEHHOTO Ipemnapara,
MIPOTOKOJIBI TIOTYYEHHBIX aKKPEAUTOBAHHBIMH HCIBITATSILHBIME JIA00OpAaTOPUAMH (IICHTPaMH) pPe3yIbTaToOB
HCCIETOBAHNH, NCITBITAHUH.

Ctratbss 37. WHdopmauusa, cBsisaHHaA C OCYLIECTBNIEHUEM rOCYyAapPCTBEHHOM
perucTpauum JeKapCTBeHHbIX nNpenapaTtoB, WHQOPMaUUA O 3apPerMcTPUPOBaAHHLIX
NeKapCTBeHHbIX Mpenapatax W JeKapCTBEHHbIX MpenapaTax, WCKIIOYEHHbIX U3
rocynapcTBEHHOro peecTpa NeKapCcTBEHHbIX CPeacTB

1. CoOTBETCTBYIOIIHMKA YITOJITHOMOYCHHBIN (heepanbHbIi OpraH UCIIOJTHUTEIIBLHON BJIACTH pa3MellacT Ha
cBoeM odunuanbHOM caiite B cetu "MHTepHer" WHQpOpMAIMIO, CBI3aHHYI0 C OCYIIECTBICHUEM
TOCYJapCTBEHHON pErucTpalu JIEKapCTBEHHBIX NPenaparoB, B TOM YHCIE MPOBEICHUEM SKCHEPTU3BI
JICKapCTBEHHBIX CPEICTB (BKIIIOYAsh pPe3yJIbTaThl €€ MPOBEACHHS), MH(POPMAIHMIO O 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX Tpemaparax M JEKapCTBEHHBIX TMperaparax, UCKIOUYEHHBIX M3 TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB, HE MO3/IHEE YeM 4Yepe3 MATh pabodux THEH CO JHS MOJYyYEeHHUS] COOTBETCTBYIOIIUM
YHOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTEIbHOW BIIACTH 3asBIIEHUS O TOCYJapCTBEHHON
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pETUCTpalNU JEKapCTBEHHOTO Mpernapara.
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

2. Cpoku ™ TOpSAZOK pa3MeIleHUs YKa3aHHOM B yacTu | Hacrosmied craTtbil HH(OpMaIUH
YCTaHABIIMBAIOTCS YIIOJIHOMOYCHHBIM (helepallbHbIM OpPraHOM HCIOJHUTENbHOW BiacTu. WHbopmanus,
yKa3aHHas B 4acTU | HACTOAIIEH CTaThH, SIBISETCA OTKPHITOW M OOIIETOCTYIMHOW W TPEIOCTaBIISCTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUH C 3aKOHOAATEILCTBOM Poccuiickoit denepaiuu.

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

Masa 7. KIIMHWYECKUE UCCINEAOBAHUSA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMUEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnenoBaHusi JeKapCTBeHHbIX nNpenapatoB  Ans
MeaULMUHCKOro NpUMeHeHus

1. Kiimandgeckne HUCCICO0BAaHNA JICKAPCTBCHHBIX NPCMIapaToB AJId MCIUIHUHCKOIO NpUMCHCHHA, B TOM
qucIe MEXIYHapOaAHble MHOTOLIEHTPOBbIE, MHOTOLIEHTPOBBIE, IOCTPETUCTPALIMOHHBIE, IPOBOASTCA B OJHOU
WIN HECKOJIbKMX MEJMLMHCKUX OpraHu3alMsX B COOTBETCTBMM C NpaBUJIAMU HaJUIeXalled KIMHUYECKON
NPAKTUKH, YTBEPKACHHBIMH YIOJIHOMOYEHHBIM (pefepaibHbIM OpPraHoM HCIIOJHUTEIbHOM  BIIACTH,
COOTBETCTBEHHO B CIECAYIOIIUX LENAX:

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

1) ycraHoBieHne 0€30MacHOCTH JICKAPCTBEHHBIX IMPENapaToB JUIsl 3J0POBBIX JTOOPOBOJBIEB U (WJIH)
HNEPEHOCUMOCTH MX 3J0POBBIMU JTOOPOBOJIBIIAMH, 332 HCKIIOUEHHEM TaKHX HCCIEAOBAHUN JIEKAPCTBEHHBIX
npenapaToB, IPOU3BEIEHHBIX 3a NpeaenaMmu Poccuiickoit @eneparuu;

2) moa0op ONTUMANBHBIX JTO3MPOBOK JIGKAPCTBEHHOTO TpernapaTa ¥ Kypca JICUeHUs Ul MalueHTOB C
OTIpeNIeIeHHBIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 03 H CXEM BaKIMHALUK HMMYHOOHOJIOTHYECKUMU
JIEKapCTBEHHBIMU MpenapaTaMu 3J0pOBBIX 100POBOJIBIIEB;

3) ycraHOBIIeHHE OE€30MaCHOCTH JIEKAPCTBEHHOTO TpemnapaTta u ero 3h(EKTUBHOCTH I MAIMEHTOB C
orpezeseHHbIM 3a00sieBaHnEM, TPOGUIaKTHUIECKON AP (HEKTUBHOCTH UMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX
IpenapaToB Ui 310POBBIX JOOPOBOJIBIIEB;

4) u3ydeHrne BO3MOKHOCTH PACUIMPEHHs TMOKa3aHUN Ui METUIMHCKOTO NMPUMEHEHMS U BBIABICHHS
paHee HeM3BECTHBIX MOOOYHBIX ICHCTBHIA 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIAPATOB.

2. B oTHOIIEHHH BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX MpENapaTroB A MEIULUHCKOIO NMPUMEHEHUS
MIPOBOASATCST UCCIEIOBaHNUS OMOPKBUBAJICHTHOCTH U (MJIM) TEparieBTUYECKOM 3KBUBAJIEHTHOCTH B IMOPSIKE,

YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM (bCI[CpEU'IBHBIM OpraHomM HCITOJIHUTEILHOHN BIACTH.

3. OpraHI/I3aumo MNPOBCACHUA KIIMHHUYCCKUX HCCIIECIOBaHUI JICKApCTBCHHOT'O IIpfriapaTta I
MCIUIIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) pa3pa®oTuuK JIeKapCTBEHHOTO IpenapaTa UK YIOJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTeNbHBIE OpPraHW3AalMM  BBHICHIETO OOpA30BaHMSA, OPTraHU3AIUHN  JIOTIOJHUTEIHLHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHUS;
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(m. 2 B pen. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-D3)
3) HAyYHO-UCCIEOBATENLCKUE OPTaHU3AIIH.

4. KiuHuyeckue WUCCIEOBaHMS JIEKAPCTBEHHOIO Ipenapara s MEJUIMHCKOTO IPUMEHEHUS
MIPOBOJATCS Ha OCHOBAaHUHU pa3pelIeHHs Ha MPOBEACHHE KIMHUYECKOI'O HCCIIEOBAHUS JIEKaPCTBEHHOIO
npernapaTa, BbIIaHHOTO  YIOJHOMOYEHHBIM  (pelepaJbHBIM  OpPraHOM  KCIIOJHUTEIBHOW  BIIACTH.
VYnoiaHoMo4YeHHbIH (eaepanbHblii OpraH MCIOJHUTEIBHON BIACTH BEAET PEECTP BBIIAHHBIX pa3pelIeHUH Ha
NpOBE/ICHNE KIMHUYECKUX HMCCIIEeIOBAaHUHN JIEKapCTBEHHOI'O INpernapara, COAEp)KalllMi yKa3aHue Ha UX Ielb
WM LI€TH, B YCTAHOBJIEHHOM 3THM OPraHOM IMOPSAIKE.

(B pen. @enepanbHbIx 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @eaepanbublii 3akon oT 22.12.2014 N 429-D3.

6. K opraauzanpyu npoBENEHHs KIMHUYECKHX HCCIECJOBAaHUN JIEKQPCTBEHHOIO IIpenapara s
MEIUIUHCKOI0 IPUMEHEHHs pa3paboTYMKOM JIEKapCTBEHHOIO MpernapaTa MOTYT PUBIIEKATHCS IOPUINUECKUE
avna  J00H  OpraHM3allMOHHO-NIPAaBOBOW  (OPMBI NHpU  YCIOBHMM OO0ECIEYEeHUs COOTBETCTBUS OITHX
UcclieIOBaHUM TpeOoBaHUAM HacTosero deepaibHOTO 3aKOHA.

7. KiMHHMYecKHE WCCIIEOBaHUs JICKAPCTBEHHBIX IIPENapaToB Uil MEAULUHCKOIO IPUMEHEHUs
MPOBOJATCS B MEIMLMHCKUX OPraHU3allUgX, aKKPEAUTOBAaHHBIX YIIOJHOMOYEHHBIM (hefepaabHbIM OpraHOM
HCIIOJTHUTENIBHOW BIIACTH B MOPsI/IKE, ycTaHOBIEHHOM IIpaButenscTtBoM Poccuiickoit @enepannn.

8. IlepeueHb MEIUIIMHCKUX OpPTaHU3AIMi, UMEIOIIUX IMPABO MPOBOJUTHh KIWHUYECKUE HCCIICIOBAHUS
JIEKapCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO TMPUMEHEHHs, W PEeCTp BBLAAHHBIX pa3pelleHdud Ha
MPOBE/ICHUE KIMHUYECKUX MCCIIEIOBAHUN JIGKAPCTBEHHBIX MPENapaToB OMyOINKOBBIBAIOTCS U Pa3MEIIAIOTCs
YIOJTHOMOYEHHBIM (heIepaTbHBIM OPTraHOM HCIIOJHUTEIIEHON BIACTH B YCTAaHOBIEHHOM MM IIOPSIIKE HA CBOEM
odunmansHOM caiite B cetn "MHTEpHET".

Crtatba 39. PeweHue o npoBeAeHUUN KITMHUYECKOrO MUCCNefoBaHUA NEeKapCTBEHHOro
npenapara ansi MeaUMLUHCKOro npuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Kiunnyeckoe wuccienoBaHUE JIEKapCTBEHHOIO IIpernaparta s MEAUIMHCKOTO INPUMEHEHUS
MIPOBOAMTCS HAa OCHOBAHHMM pa3pelleHUs] Ha MpPOBENCHHE KIMHUYECKOrO0 HCCIIETOBAHMS JIEKapCTBEHHOIO
npenapara, BbIJAHHOTO YIIOJHOMOUYEHHBIM (heZiepallbHbIM OpraHOM HCIOJHUTENIBHON BJIACTH MO pe3yJIbTaTaM
9KCHEPTU3bl JOKYMEHTOB, HEOOXOAMMBIX [UIl MOJIY4YEHHs pa3pelleHus] Ha IMpOBEJICHHE KIMHUYECKOTrO
HCCIIEI0OBaHM JIEKAPCTBEHHOTO IIpenapaTa U 3THYECKON IKCIIEPTU3BI.

2. Jlng moislydeHHs paspellieHHs Ha IPOBEIACHHE KIMHMYECKOIO HCCIEI0BAaHUS JIEKaPCTBEHHOIO
npemnapara Ui MEIWIIUHCKOTO TPUMEHEHUS 3asBUTENb MPEJCTABISET B YMOJHOMOYEHHBIN (hemeparbHbIi
OpraH HUCIIOJIHUTEIBHOMN BIIACTH!

1) 3a4BJICHUC O BBIAAYC pa3pCIICHHA Ha IPOBEACHHUE KIMHHYECKOI'O HCCICAOBAHHUA JICKAPCTBCHHOI'O
Ipenapara sl MCAUIUHCKOI'O MIPUMCEHCHU S,

2) KONMM JIOKYMEHTOB, MNOJTBEPXKIAIONIMX YIJIaTy TOCYAAPCTBEHHOM TMOIUIMHBI 3a MpPOBEICHHUE
3TUYECKOM DKCIEPTU3BI, IKCIIEPTU3BI JOKYMEHTOB Ha JICKAPCTBEHHBINM IIpenapar I MOJIyYEHHUS pa3peleHUs
Ha MPOBEJECHUE KIIMHUYECKOTO0 MCCIIEIOBAaHMs JICKAPCTBEHHOTO IIpenapara il MEIUIMHCKOTO NMPUMEHEHHs,
3a BBIJAYy pa3pelIeHUs Ha IPOBEACHHE KIMHUYECKOTO HCCIEIOBAHMS JIEKAPCTBEHHOIO Mperapara s
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MEAMIMHCKOIO IPUMEHEHUs, 3a INPOBENECHUE SKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipemnapar Uit
MIOJIy4YEHHUsI pa3pelleHUs] Ha MPOBEACHNE MEXAYHAapPOJHOIO MHOTIOLEHTPOBOTO KIMHUYECKOIO MCCIIEN0BAaHUS
JIEKapCTBEHHOI'O Ipernapara Juisi MEOULUHCKOrO INPHUMEHEHMS, 3a BblJady pas3pelieHHs Ha IIPOBEICHUE
MEKIyHApPOAHOTO MHOTOLIEHTPOBOI'O KIMHHYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOIO Ipernapara s
MEJIMLIMHCKOrO TPUMEHEHMs, 3a MPOBEICHUE ITHUYECKOM SKCHEPTHU3bl, HKCIEPTU3bl JOKYMEHTOB Ha
JEKapCTBEHHBI Ipenapar [uid [OJY4YeHHMs pa3pelleHHs Ha IPOBEICHUE IOCTPErMCTPALMOHHOIO
KJIMHUYECKOTO HCCJIEJOBAHMs JIEKAPCTBEHHOI'O IIpernapaTta [Ulsi MEIULUHCKOTO NPUMEHEHMs, 3a BblIady
pa3pelieHuss Ha MPOBEJIEHUE IOCTPETUCTPALMOHHOTO KJIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOIO
npemnapara Ui MEIUIIMHCKOTO MPUMEHEHHs, WM 10 COOCTBEHHOW MHHMIIMATHBE yKa3aHHbIE JOKyMEHTHL B
cllydae HETPE/ICTABICHUS 3asBUTENIEM YKa3aHHBIX JOKYMEHTOB YITOJHOMOYEHHBIN (enepaabHbIii opraH
WCIIOJIHUTENIBHON BJacTU TMpoBepseT (aKT yIiaThl TOCYJapCTBEHHON MONUIMHBI C HCHOJIb30BaHUEM
UHpOpMaLuu 00 yIuiaTe rocy1apcTBEHHON MOLUINHBI, coepakalieiics B ['ocyqapcTBeHHOM HH(pOpMALIMOHHON
CHUCTEME O TOCYJApCTBEHHBIX M MYHUIMNAJIBHBIX IUIATE)KAaX, HA OCHOBAHUU IIPENCTABICHHBIX 3asgBUTEIEM
KOIIUH TOKyMEHTOB;

3) IMPOTOKOJ KIMHHUYCCKOrO HCCICAOBAHUA JICKAPCTBCHHOI'O IIperiapara A MCIAUIHUHCKOI'O
IPHUMCHCHUS

4) Gporrtopy UCCIIeI0BaTEs;
5) uHpOpPMAITMOHHBIN JIUCTOK NAIMEHTA,

6) CBCACHHUA 00 ombITE paGOTH HCCIIeIoBaTeNIel Mo COOTBCTCTBYIOIIINM CIICHUATIBHOCTAM U UX OIIBITC
pa6OTBI Mo MPOBCACHUTIO KIIMHUYCCKUX HCCHGHOB&HHﬁ;

7) cBelleHUs O MEAMIIMHCKUX OpraHu3alMsX, B KOTOPBIX IMPEIINO0JIaraeTcsi MPOBEICHUE KIMHUYECKOTO
WCCTIEOBaHUSl JICKAPCTBEHHOTO TIperapara i MEIUIMHCKOTO TPUMEHEHHUsS (TOJHOE U COKpAIIeHHOE
HaUMCHOBAHMS, OpPTaHU3AIMOHHO-TIpaBoBasi (opMa, MECTO HaxXOXJICHHS W MECTO OCYIIECTBICHUS
NeATeILHOCTH, TeledoH, Tenedakc, aapec MEKTPOHHON MOYTHI KaXKI0W MEIUIIMHCKON OpraHU3alliin);

8) CBCACHUA O MpCAIOoJaracMbIX CpOKax HPOBCACHUA KIMHUYCCKOTO HCCICHOBAHUA JICKAPCTBEHHOI'O
npenapara it MCIUIUHCKOTO IPUMCHCHUA

9) xomwio IOTOBOpa O0S3aTENBHOIO CTPAaXOBAHHS, 3aKIIOUYEHHOTO B COOTBETCTBHUM C THIIOBBEIMU
IpaBHJIaMU 00SI3aTEIEHOTO CTPAXOBaHUS, C YKa3aHUEM MPEACIIbHON YHCICHHOCTH MAalMEHTOB, YYaCTBYOIIUX
B KJIMHUYECKOM HCCJICTOBAHUH JIEKAPCTBEHHOTO TIpenapara Jijisi MEIUIIMHCKOTO PUMEHEHHSI;

10) undopmartiuio o coctaBe JeKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO IPUMEHEHHUS,

11) HAOKYMCHT, COCTaBJICHHBIHN MPOU3BOAUTCIIEM JICKAPCTBCHHOI'O IIpeliapaTa i1 MCAUIHUHCKOI'O
NPpUMCHCHUA U co;[epncanmﬁ IIoKa3aTcin (XapaKTepI/ICTI/IKI/I), a TaKKC CBCACHHUA O JICKAPCTBCHHOM IPCIIapaTe
AJI1 MCAUIUMHCKOTO ITPUMCHCHUA, IPOU3BCACHHOM JJI ITPOBCACHUA KIIMHUYCCKUX HCCJIGIIOBaHHﬁ;

12) xomMio JMIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B CIlydae, €CJIU IPOU3BOJICTBO
JIEKapCTBEHHOI'O IpernapaTta ocymiecTBisercss B Poccuiickoil denepanny, WM KOIUIO 3aKIIOYEHHS O
COOTBETCTBUM  INPOMU3BOAMTENSI  JIEKAPCTBEHHOIO  Ipenapara TpeOOBaHMSM  IpaBWI  HaJulexKaluen
NPOM3BOJICTBEHHOM NPAaKTUKH, BBIJIAHHOTO  YIOJHOMOYEHHBIM OPraHOM CTpPaHbl  IPOM3BOJIUTENS
JIEKapCTBEHHOTO Mpernapara.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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3. B cpok, He mpeBbIaonUil NITH padoynx THEH co JHS MPUHATHS YKAa3aHHOTO B MyHKTe | yactu 2
HACTOSIIEH CTaTbU 3asBICHUS U HEOOXOMUMBIX JOKYMEHTOB, YIOJTHOMOYEHHBIN (QenepalbHblii opraH
UCIIOJIHUTEILHOM BJIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMH, COAEpXKAILUXCS B IPEACTABICHHBIX
3asiBUTEJIEM JOKYMEHTaX;

2) mpUHUMAET pELICHUE O MPOBEACHHM JKCHEPTU3bl JOKYMEHTOB Ui MOJYYEHHs pa3pelieHus Ha
IpOBeJCHHE KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO IMpernapara AJsi METUIIMHCKOTO MPUMEHEHUS U
ATUYECKON IKCIEPTU3BI WK 00 0TKa3e B MPOBEACHUH YKA3aHHBIX YKCIIEPTH3;

3) yBEeAOMIISIET B AJICKTPOHHOU (hopMe Wi HA OYMaKHOM HOCHUTEIE 3asBUTEIS O MPHHATOM PEIICHUU
100 B Clydae MPHUHATHS PEIISHUsT 00 OTKa3e TAKKe ¢ YKa3aHUEM MPUIMH TaKOTO 0TKa3a;

4) MOAroTaBIIMBAET U HAIPABIISET B SKCIEPTHOE YUPEXKJACHUE U COBET 0 3TUKE 3a/1aHHE Ha MIPOBEJICHUE
COOTBETCTBYIOIIUX IKCIEPTH3.

4. B ciy4yae BbISBIEHUS HEMOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HH(pOpMAIMHU, cojepxkalieiics B
MPECTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepasibHbli OpraH UCIIOJHUTEIbHON BIAcTH
HaIMpaBJIIeT 3asBUTENIO 3ampoc 00 YTOYHEHWH YyKa3aHHOW wuH(popmammu. J[aHHBIA 3alpoc MOXKET OBITh
nepefaH YINOJHOMOYEHHOMY IIPEICTABUTENIO 3asABUTENSl JIMYHO IO PACIHCKY, HANPAaBIEH II0 II04YTe
3aKa3HbIM NMHCHMOM WM MEpe/laH B JIEKTPOHHON (opMe MO TeIeKOMMYHUKAallMOHHBIM KaHalaMm CBsi3u. B
Clly4ae HaIpaBJICHUs AAHHOTO 3ampoca M0 IIOYTE 3aKa3HbIM IIMCbMOM OH CYMTAETCSA IIOJYyYEHHBIM IIO
UCTEUEHNHU IIECTH JHEH C JaThl HAIpaBJIEHUs 3aKa3HOrO MUCbMa. 3asBUTENb 00s3aH MPEJICTaBUTh OTBET Ha
3arpoc  YHOJIHOMOYEHHOTo (hefepaibHOTO OpraHa HMCIOJHUTEIBHOW BJIACTH B CPOK, HE MPEBBIMAIOIINN
JeBsiHOCTa paboumx JHeW co aHs ero monmydeHus. Cpok, yKa3aHHBI B 4YacTH 3 HACTOALICH CTaThH,
MPUOCTAHABJIMBACTCS CO JIHS HANpAaBJICHHs 3asABUTEIIO 3alpoca YIOJHOMOYEHHOTO (elepaibHOTO OpraHa
WCIIOJTHUTEJIBHOW BJACTH 1O JHSA TOJYYEHHs WM COOTBETCTBYIOIIETO OTBETa M HE YUYWTBHIBAETCSA IIPH
MCUUCIIEHUM CPOKA MPUHATHUS YIIOJIHOMOUYEHHBIM (peliepaibHbIM OPIraHOM HCIOJIHHUTENBHOM BIACTH pEIIEHUs
O IMpPOBEIEHUU DKCIEPTU3bl NOKYMEHTOB ISl MOJY4YEHMsI pa3pellieHUs Ha IPOBEIEHUE KIMHUYECKOTO
HCCIIE0BaHUs JICKAPCTBEHHOT'O IIpernapara Juisi MEAULMHCKOIO IPUMEHEHH.

5. OcHoBaHMEM AJI OTKa3a B NPOBEIEHUU 3KCIEPTU3bl JOKYMEHTOB JJISl MOJIYYEHMs pa3pellieHus Ha
MIPOBEACHUE KIMHUYECKOrO MCCIIEOBAaHUA JIEKAPCTBEHHOIO Ipernapara Uil MEIULHUHCKOTO IPUMEHEHUS U
STUYECKOM HKCIIEPTU3bI SBIISETCS NPEICTABICHUE TOKYMEHTOB, IPENYCMOTPEHHBIX YACThIO 2 HACTOSILEH
CTaThH, B HENOJHOM 00beMe, HeNPEACTaBICHUE 3aBUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETA HAa YKa3aHHBIN B
4acTu 4 HACTOsAIIEN CTaThH 3alPOC YIOJIHOMOYEHHOTO (eiepaJIbHOro OpraHa MUCIOJIHUTEIbHON BIACTH JINOO
OTCYTCTBUE B MPEJCTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO MEepedHss HeoOXOoAMMOM HHpopManuu uiu
nHpopMannu, KOTopasi JODKHA OBITh OTpa)KeHa B HUX, a TAKXKe OTCYTCTBHE WH(OpMAINU, TOATBEPKIAIOIICH
(akT yIaTsel TOCYAapCTBEHHOW TOIUIUHBI 32 MPOBEACHUE STHUECKOM IKCTIEPTH3HI, SKCIIEPTU3BI JOKYMEHTOB
Ha JICKapCTBEHHBIN Mpernapar I IMOJY4YEHHUS Pa3pelICHHs] Ha IMPOBEACHUE KIMHUYECKOTO HCCIIECIOBAHUS
JICKapCTBEHHOI'0 IIpernapara il MEJMLIHMHCKOrO INPHMEHEHHMs, 3a BblJady pa3pelicHHs Ha IPOBEICHUE
KJIMHUYECKOTO MCCIIEN0BAaHUS JIEKAPCTBEHHOIO INpenapara Uil MEAULUHCKOIO NPUMEHEHMS], 3a IIPOBEICHUE
JKCIEPTU3bl JOKYMEHTOB Ha JICKApCTBEHHBIM IIpemapar Uil IOJy4eHHUs pa3pelleHus Ha IIPOBEICHUE
MEKIyHapOAHOIO MHOTIOLICHTPOBOI'O KIMHHYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOIO IIpernapara i
MEJIMLIMHCKOrO NMPUMEHEHMS, 3a Bblady Pa3pelleHMs Ha MPOBEICHUE MEXIYHAPOAHOTO MHOTOLIEHTPOBOIO
KJIMHMYECKOTO MCCJEN0BAHMS JIEKAPCTBEHHOIO Ipernapara s MEIUIMHCKOTO NPUMEHEHMs, 32 IPOBEICHHE
9TUYECKON IKCIEPTU3bI, IKCIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN IIpenapar I IOJy4YeHHUs pa3pelleHus
Ha IIPOBEJIEHUE IOCTPErMCTPALMOHHOTO KIMHUYECKOTO HCCIENOBaHMs JIEKapCTBEHHOIO Ipenapara Ui
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MCIUIIMHCKOI'O IMMPUMCEHCHUS, 3a BblJJAYy Pa3pCUICHUA HAa IIPOBCACHUC MMOCTPETUCTPAINOHHOT'O KIIMHUYECKOI'O
HCCIICAOBAaHMA JICKAPCTBCHHOI'O IpCriapaTta IJjid MCAUIIMHCKOTO IIPUMCHCHU.

6. IlpoBeneHne 3KCHEPTU3bl JOKYMEHTOB JUIS MOJIyYEHUS pa3pelIeHMs] HA MPOBEIECHUE KIMHUYECKOTO
HCCIEN0BaHUs JIEKapCTBEHHOIO Ipenapara I MEIUIMHCKOTO IIPUMEHEHHsS M 3THYECKOW DJKCIEPTH3BI,
COCTaBJICHME KOMHUCCHUEHN 3KCIIEPTOB M COBETOM IO ITHUKE 3aKIIOYEHUN O BO3MOYKHOCTH WJIM HEBO3MOKHOCTHU
IIPOBE/ICHMS TAKOI'0 KIMHUYECKOTO HCCIEHOBAaHUS U HAMNPABICHHE 3THX 3aKJIIOUECHHUW B YIOJHOMOYEHHBIN
(denepanbHBIA OpraH HCHOJHUTENBHON BIIACTH OCYIIECTBISIIOTCS B CPOK, HE MPEBBIMIAIONIMA TPHUILATH
pabounx JIHEH CO JHS MONYy4eHHUS HKCHEPTHBIM YUpPEXKIECHHEM 3a/aHus YIOJHOMOUYEHHOTo (heaepalbHOro
OpraHa MCIOJHUTEIBHOM BIACTH C IMPUIOKEHUEM JTOKYMEHTOB, YKa3aHHbIX B IyHKTax 3, 4, 10 u 11 yvactu 2
HACTOSIIEH CTaTbu, M COBETOM IO 3TUKE 33JaHHs YIOJTHOMOYEHHOTO (elepaIbHOT0 OpraHa UCTIOHUTEILHON
BJIACTH C IPWJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B TyHKTax 3 - 6, 8 1 9 yacTu 2 HaCTOSIIIEN CTAaThH.

7. B cpok, He MPeBBIIAIOUINI TATH pabouuX JAHEH cO AHS MOJYyUYEHUS 3aKIIOUEHUH, YKa3aHHBIX B YaCTH
6 HACTOSAIIEH CTaTh, YIIOJIHOMOUYEHHBIN (hefiepabHbIi OpraH UCIIOIHUTENBHON BIACTH:

1) OCYHICCTBJIACT OLCHKY MOCTYIHUBIIUX 3aKJIIOUCHUM 11 OIPCACIICHUA UX COOTBCTCTBUA 3aJaHHUAM Ha
MMPOBCACHUC COOTBCTCTBYIOIINX SKCIICPTU3,

2) OpUHHMMAaeT pelIeHWE O BbIJAYE pa3peUIeHHs] Ha MPOBEIECHUE KIMHUYECKOTO HCCIIEeI0BaHUS
JIEKapCTBEHHOI'0 IIpernapaTta s MEAMIMHCKOrO MPUMEHEHHMs WM o0 OTKa3e B BbIJaue YKa3aHHOIO
pa3peLIeHus;

3) BBIIAET pa3pellieHre Ha MpOBeJIeHHE KIMHUYECKOTo MCCIIEOBAHUS JIEKAPCTBEHHOIO Ipernapara JJis
MEIMLMHCKOTO MPUMEHEHHs] WM pelleHHe 00 OTKa3e B BbLIade YKa3aHHOTO pa3pelleHUs C yKa3zaHHeM
IIPUYMH OTKAa3a.

8. OcHoBaHHEM AJi1 OTKas3a B BbIAAYC pa3pClICHUA Ha MNPOBCACHUC KIIMHUYCCKOIO HCCICAOBAHUA
JICKAPCTBCHHOI'O Ipfriapata Ajd MCIUIUHCKOIO HNPUMCHCHUS SABIACTCA HAJIWMYHUEC 3aKIIIOYCHHA KOMHCCUH
OKCIICPTOB HJIM 3aKJIHOYCHHUA COBCTA IO 3THUKE O HEBO3MOXXHOCTH IMPOBEACHHUA KIMHHYECKOI'O MCCIICAOBAHUA
JICKAPCTBCHHOT'O IpfliapaTa Jidi MCEIAUIUHCKOI'O IHNPUMCHCHUS I1I0 PE3yJIbTaTaM IPOBCACHHBIX 3SKCICPTU3,
OpeaAyCMOTPCHHBIX YaCThIO 6 HaCTOSIIEH CTaThHU.

9. Pemienne 00 OTKa3e B MPOBEICHUU OSKCIEPTU3bI JOKYMEHTOB JJisi TMONYYCHHs pa3peiieHus Ha
MPOBEICHUE KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Mpenapara Uisi MEIUIIMHCKOrO NMPUMEHEHUS U
STUYECKOM DHKCHEPTU3bl W B BbIJAAUY€ pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO HCCIETOBAHUS
JIEKapCTBEHHOI'O TIperapara jii MEIUIMHCKOrO0 MPUMEHEHUS MOXKET ObITh 00KajoBaHO B TIOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATENLCTBOM Poccuiickon ®Penepanuu.

Cratba 39.1. 3Tnyeckasa akcnepTusa
(BBeneHa ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OTnueckas OKCIEPTHU3a IIPOBOJUTCA COBCTOM IIO OTHUKEC, CO3JAaHHBIM B IOPAAKE, YCTAaHOBJICHHOM
YHOJHOMOYCHHBIM q)eﬂepaHLHbIM OpraHomMm HUCIOTHUTEIbHOM BJIaCTH, B HCIAX BbIAAd4YH 3aKJIIIOYCHHA 00
STUYECKON OOOCHOBAHHOCTH BO3MOXKHOCTH MNPOBCACHUA KIMHUYCCKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara il MCAUIUHCKOTIO IPUMCHCHMU .

2. DKcrepTaMHu COBETa MO ATHUKE MOTYT OBITh MPEICTABUTENN MEIWIUHCKUX OPTaHU3allui, HAyYHBIX
opraHu3anuii, 00pa30BaTENbHBIX OpPraHU3AIMK BBICIIETO O0pa3oBaHWsA, a TakXKe MPEICTABUTEIN
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OOIIIECTBEHHBIX OpTraHU3alMi{, PEIMIHO3HBIX OpraHu3alMil U CpelcTB MaccoBoi MHpopMmanuu. JlaHHBIE
9KCHEepPThl HE JOJDKHBI HAaXOAMUTHCS B KaKOH-TMOO 3aBUCUMOCTH OT pa3pabOTYMKOB JIEKAPCTBEHHBIX
MIPEenapaToB U APYTUX JIUL, 3aUHTEPECOBAHHBIX B PE3YJIbTATaX 3TUYECKON IKCIIEPTU3BI.

3. Omnara yciyr 5KCIEepTOB COBETA O ATHUKE OCYIIECTBIISETCS HA OCHOBAHUH JOTOBOPA, 3aKIFOYEHHOTO
MEXIy YIOJTHOMOYEHHBIM (eepaibHBIM OPTaHOM HCIIOTHUTEIBHOW BJIACTH, KOTOPBIM CO3/aH COBET TIO
9THKE, M OKCIIEPTOM COBETa II0 JTHUKE, 3a CYeT OIO/DKETHBIX AaCCHUTHOBAHWUM, MPETyCMOTPEHHBIX
YIOJTHOMOYEHHOMY (eiepallbHOMY OpraHy HCIOJHUTENBHON BIACTH, KOTOPHIM CO3/IaH COBET MO ATHKE, B
(deneparbHOM OMOJKETE HA COOTBETCTBYIONIMI TOJ Ha oOOECHeueHHe ero MAESITeTbHOCTH, B pa3Mepax,
ycraHoBlIeHHBIX [IpaBuTenscTBoM Poccuiickon denepauuu.

4. 3KCH€pTI)I COBE€TAa II0 OJOTHKC HCCYT OTBECTCTBECHHOCTH B COOTBETCTBUH C 3aKOHOAATCIHBCTBOM
Poccuiickoit deneparum.

5. CocTaB coBeTa 0 ITHKE, MOJI0KEHHE 00 3TOM COBETE, MOPSIOK €ro JesATeNbHOCTH, TPeOOBaHUs K
KBaJM(UKALMU U ONBITY paOOThI MO 3KCIEPTHOM OIEHKE HAay4YHBIX, MEAMLMHCKUX M 3TUYECKHX aCIEKTOB
KJIIMHUYECKUX UCCIICOBAHUN JIEKAPCTBEHHBIX MPENapaToB s MEIULUHCKOTO IPUMEHEHMSI, IPEIbSABISEMbIC
K DKCIEepTaM COBETa IO 3TUKE, IMOPSAIOK OpPraHM3allMi W TPOBEICHHS STHYECKOW O3KCIepTH3bl, (opma
3aKJIFOUYEHHUS COBETA 110 ATHKE YCTAaHABIMBAIOTCS YIIOJHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEIbHON
BiacTH. Yucno mpeacraBuTened METUIIMHCKUX OpraHU3alliii HE MOXET IMPEBBIIIATh MOJOBUHY OT OOIIEro
qucia SKCIEPTOB COBETA IO 3TUKE.

6. Nudopmamus o cocraBe coBeTa IO ISTHKE, IUIAHAX €ro pabdoThl W TEKylLleW AesaTelNbHOCTH
pasmeraeTcs Ha o(pUIMAIBHOM CaiiTe YIMOJIHOMOYEHHOTO (peiepanbHOr0 OpraHa MCHOJHUTEIBHOM BIACTH B
cetd "MHTEpHET" B yCTAaHOBJIEHHOM UM IOPSIKE.

Cratbsa 40. NpoBeaeHue KIIMHMYECKOro UCCrneAoBaHUA fleKapCTBEHHOro npenapara ans
MeAULIMHCKOro NpuMeHeHuns

1. PyxkoBoauTenb MEIUIIMHCKOM OpraHU3alMM, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEI0BAHNE
JIEKapCTBEHHOI'O TIpenapara Jyisi MeIUIUHCKOTO MPUMEHEHHMsI, Ha3HAYaeT UCCIeA0BaTelisd, OTBETCTBEHHOTO 32
MPOBEACHUE TAKOTO WCCJIECNOBAHMS M HMEIOIIETO JIeUeOHYI0 CIEeIUaIbHOCTh, COOTBETCTBYIOIIYIO
MMPOBOIUMOMY  KIIMHUYECKOMY HCCJICIOBAHHMIO JICKAPCTBEHHOTO Tpemapara, CO CTaxeM paboThl 1o
nporpaMmaM KJIMHUYECKHX HCCIEAOBAaHUH JICKAPCTBEHHBIX IpEnapaToB HE MEHEE YeM TPHU Tojia U IO €ro
NpeUIOKEHUIO Ha3HAYaeT COUCCIeIoBaTeNel U3 Yrciia Bpauei 3Tl MeIUIIMHCKON OpraHu3alllu.

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

2. HCCHCI{OB&TCHB OCYHICCTBJIIACT BbI60p ManUCHTOB, KOTOPBIC IO MCAWIMHCKHUM IIOKa3aHUAM MOI'YT
OBITh MPUBJICYCHBI K YUYAaCTHUIO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBECHHOT'O ITpE€TiapaTta Ajid MEAUIUHCKOTO
IPUMCHCHUA.

3. UccnenoBaTens U coMCCNEA0BATENH JTOJKHBI ObITh 03HAKOMJIEHBI C pe3yJbTaTaMU JOKIMHUYECKOTO
UCCIIEJIOBaHMSI JIEKAPCTBEHHOT'O CPENCTBA, COJAEpKAIIMMHUCA B OpOIIIOpPEe HCCIEeNOBaTeNs, MPOEKTOM
MPOTOKOJIA KIMHUYECKOTO0 MCCIEIOBAHUS JIEKApCTBEHHOTO Ipenapara s MEIUIMHCKOTO MPUMEHEHUs,
pazpaboTaHHBIM  pa3pabOTYMKOM JIEKAPCTBEHHOTO Tpernapara WIA HHBIM  IOPUAHYECKAM  JIUIOM,
MPUBJIEKAEMBIM K OpTaHU3AIMK MPOBEIACHUS KIMHUYECKOTO HCCIEIOBAHUS JIEKAapCTBEHHOTO Tpemnapara AJis
MEJIMIIMHCKOTO TIPUMEHEHUS, U IPYTUMH MaTepruajiaMy TaKOTO UCCIIEOBaHUSI.

3.1. PykoBoauTens MEAMIIMHCKON OpPraHW3alliid B CPOK, HE MPEBBIMIAIOIMNNA TPeX pabovnX AHEH CO JTHA
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

Hayajga TMpPOBENEHHS KIMHUYECKOTO MCCIICAOBaHMS JIEKAPCTBEHHOTO TIpermapara Uil MEIUIIMHCKOTO
NpPUMEHEHHs, coo0m@aer 006 3TOM B YIOJHOMOYEHHBIN (enepaabHbIi OpraH HCIHOJIHUTEIBHOW BIACTH,
BBIJIABIINI pa3pelieHre Ha MPOBEJCHUE TAKOTO UCCIIEI0OBaHUsA, TI0 YCTAaHOBJICHHOW UM (opme.

(uactsp 3.1 BBeneHa @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHn3anuy, OCYIIECTBIIOIIME OPTaHMU3ALMIO IPOBEACHUSA KIMHUYECKOTO HCCIIEI0BaHUS
JIEKapCTBEHHOTO Ipenapara JUisi MEJUIMHCKOr0 IPUMEHEHNS M YKA3aHHBIE B 4acTU 3 cTaTbu 38 HACTOAILETO
@denepanbHOr0 3aKOHa, B ClIy4ae HEOOXOAWMOCTHM BHECEHHS HW3MEHEHMH B IPOTOKOJ KIMHUYECKOTO
UCCIICZIOBAaHMs JICKAPCTBEHHOTO Iperapara Uil MEAMLIMHCKOTO NpPUMEHEHHs CooOIIaloT o0 3ToM B
YIIOJIHOMOYEHHBIN (eiepalibHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIJABIIMN pa3pelieHHe Ha NPOBEJCHHE
TaKOr'0 UCCIIE0BAHMsI, IO YCTAHOBICHHON UM (opMe.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. CDopMa COO6H.[CHI/I$I O BHECEHHM W3MCHCHUH B IIPOTOKOJI KIMHHUYCCKOIO HMCCIICIOBaHUA
JICKApPCTBCHHOTO IIpCIiapaTta AJIsI MCAUIIUHCKOT'O MPUMCEHCHUA TOJIKHA COACPKATh CICAYIONINEC CBCACHU:

1) HaumeHOBaHUe, NICHTU(UKAIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHUS;
2) n1aTa BHECEHUsI U3MEHEHUN B MMPOTOKOJI KIIMHUYECKOTO UCCIEI0OBaHUS;
3) HaMMEHOBAaHKE U MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HaUMEHOBaHUE OpraHM3allM, TPUBJICUYEHHON pa3paOOTYMKOM JIEKApCTBEHHOrO Tpernapara K
OpraHu3al1K [IPOBEACHUS KIMHUYECKOTO UCCIIEeJ0BaHuUs (IIPU HAIMYUN);

5) HAanMMCHOBaHHUA MW MCCTa HaXOXACHHA MCIUIIMHCKHX OpraHHSaHHﬁ, B KOTOpPbIX IIPOBOAHTCA
KIIMHUYECCKOEC NCCICIOBAHUC,

6) AaTa BblAa4YU pa3pClICHUS HA ITPOBCACHUEC KIIMHUYCCKOI'0 UCCIICAOBAHNUA U HOMEP 3TOI'O pa3pClICHUA,

7) ©3MEHEHUs, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEI0OBAHUS.
(uacts 4.1 BBeeHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He TpEeBBIIIAIONIMN TPUALATH pabOYuX AHEH CO JHS TOJYyYeHHs] yKa3aHHOro B YacTu 4
HACTOAIIEH CTaTbU COOOIIEHUS, YMOIHOMOYEHHBIH QeAepanbHblii OpraH UCHOJHUTENbHOM BIACTH
paccMaTpuBaeT 3TO COOOIIEHHWE B YCTAHOBJICHHOM WM TIOPSAKE W TPUHUMAET pEIIeHHe O BHECEHUU
W3MEHEHUH B IPOTOKOJ KIMHUYECKOI'O MCCIEA0BAaHUS JIEKAPCTBEHHOI'O IIpenapara [yl MEIULUHCKOIO
npuMeHeHus Wik 00 OTKa3e BO BHECEHHWHM TakWxX wW3MeHeHWid. [lpm paccMOTpeHWH cooOImeHus o
HE00XOIMMOCTH BHECEHUS U3MEHEHHH B MPOTOKOJ KIIMHUYECKOTO MCCIIE0BaHUs JIEKAPCTBEHHOTO Mpernapara
JUIE MEAMIIMHCKOIO TIPUMEHEHHUS B LEJSAX OLIGHKHM OOOCHOBAHHOCTH IIpeajiaraéMbIX HM3MEHEHU u
OTpeseNieHUs] CTENeHH PUCKa JUIsl MAlMeHTOB, NPUHUMAIONIUX YYacTHe B KIMHMYECKUX HCCIEIOBAHUSAX,
YIOJTHOMOYEHHBIM (peIepalbHBIM OPTaHOM UCTIOJTHUTEIBLHOW BJIACTH MOTYT MPUBJIEKATHCS IKCIEPTHI COBETA
I10 THUKE.

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

6. Kimmanueckoe HCCJIICOOBAHUC JICKAPCTBECHHOTO IIpfriapara s MCAUIMHCKOIO IMPUMCHCHUA MOXKCT
OBITh IMPHUOCTAaHOBJIICHO HJIM IPEKPALICHO, €CJIW B IIPOLECCE €ro IpPOBCACHUMA 06Hapy>KeHa OITIaCHOCTb 1JIA
JKU3HH, 3O0POBBA ITAlIUCHTOB. B ClIy4a€ BO3HUKHOBCHUS OIIACHOCTU MJISI KU3HH, 3A0POBBA IMAUCHTA,
YYaCTBYIOIICTO B KIMHUYICCKOM HUCCIICAOBAHUHN JICKAPCTBCHHOI'O IIperiapara JJis1 MCAUIUHCKOTO INPUMCHCHU,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

UccieioBaTeay 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOJIUTENS MEAWLUMHCKOW OpraHu3aluud U
OpraHu3aIHIo, ITOJYYUBIIYIO pa3pelieHHe YIIOJTHOMOYEHHOT0 (heiepalbHOro OpraHa UCTIOHUTENILHON BIaCTH
Ha OpraHM3alUI0 IPOBEICHUSA KIMHMYECKOIO HCCIEI0BaHUS JIEKAPCTBEHHOro Ipenapara. Pemenue o
IIPUOCTAHOBIICHUM  KJIIMHWYECKOTO  MCCIIEJOBAaHUsA JICKAPCTBEHHOIO IIpenapara Uil  MEAUIMHCKOIO
MPUMEHEHUS NPUHHUMAIOT PYKOBOJAWTENb MEAMIIMHCKOW OpraHu3aluy W (WJIK) OopraHu3anus, MOJy4HBILIAs
paspelieHre yIOJIHOMOYEHHOro (efepalbHOIO OpraHa MCIOJHUTEIbHOM BIAcTW Ha OpraHU3aluio
IIPOBEJCHMS KIMHUYECKOIO HCCIIENI0BAaHUS JIEKapCTBEHHOIO IIpernapara I MEJUIMHCKOrO IPUMEHEHUS,
pelieHre O MPEKPALIeHWH TaKOro WCCIEAO0BaHHUS TPHUHUMAET YIOJIHOMOYEHHBIH (eepanbHblii opraxn
WCTIOJHUTEJIHOM BJIACTH HAa OCHOBAaHMM COOOIICHHS B MUCHMEHHOW (OopMe PYKOBOIHUTENS MEAULIUHCKON
OpraHM3alMy WIM OpraHu3allysi, IOJYy4YWBIIAs pa3pellieHue YHNOJHOMOYEHHOIo (QenepaJbHOro oOpraHa
WCIIOJTHUTENIBHOW BJIACTH HA OPraHU3al{I0 IPOBEACHUS KIMHUYECKOTO MCCIIEIOBAHNS JIEKAPCTBEHHOIO
npernapara Juisi MEJULUHCKOTO IPUMEHEHUS.

7. B cpok, He MpeBBHINAIIMN MATH pabouuX AHEH cO AHS 3aBepUICHHs, MPUOCTAHOBIEHHUS WU
MIPEKPALLEHUS KIMHUYECKOIO HCCIIEI0BAaHUS JIEKAPCTBEHHOrO Ipenapara JUisi MEAULUHCKOTO NPUMEHEHHs,
cooOmeHne 00 3TOM HampaBIsSETCS OpPraHW3AIMsIMH, YKa3aHHBIMA B 4YacTH 3 CTaTbu 38 HACTOSAIIETO
@denepallbHOTO 3aKOHA, B YIOJHOMOYEHHBIN (QenepalibHbIii OpraH MCIOJIHUTEIBHOW BJIAcTH IO
YCTaHOBJICHHOU UM (popme.

8. d)opMa COO6H.[€HI/I$I 0 3aBCpUHICHHUH, IPHUOCTAHOBJICHUHU HJIHW IPCKPAIICHHU KIWMHHUYECKOI'O
HCCJIICAOBAHUS JICKAPCTBECHHOTIO IpeTiapaTa i MECAUIHUHCKOI'O IPUMCEHCHUS JOJI’KHA COACPIKATD:

1) unbopmanuio O MEAMIIMHCKOW OpraHW3allMi WM MEAWIIMHCKUX OpPTaHHW3aIUsaX, MPOBOIUBIINX
JIaHHOE MCCJIEIOBAHUE;

2) onucaHue JAaHHOTO UCCIIeI0BAHMUS;

3) namHble wucciuemoBatrens (daMuaus, WM, OTYECTBO, MECTO paldOThl, 3aHWUMAaeMas JIOJKHOCTH,
CHEIHAILHOCTh, CTaX Pa0OTHI MO MPOrpaMMaM KIMHHYECKUX HMCCICAOBAHUN JICKAPCTBEHHBIX IPENaparos,
NepeveHb KIMHUYECKUX HCCIICAOBAHUM JIEKAPCTBEHHBIX IPEMapaToB, B KOTOPBIX OH NPUHHMAJ Yy4acThe
(mepuobl y4acTus) B Ka4eCTBE MCCIIEIOBATENS UM COMCCIICIOBATENS);

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ysbTaT aHHOTO HCCIENOBaHUs (3aBEPIICHHE, MPUOCTAHOBJICHUE WM TPEKpalleHHe TaHHOTO
WCCIICIOBAHUS C yKa3aHWEM WX NPWYUH M BIUSHUS HA OICHKY €ro pe3ysIbTaToB, OOIIYIO OIEHKY pHCKa U
OKHJIaeMOH TOJIb3bl OT MPUMEHEHHS MCCIEAYEMOro JeKapCTBEHHOTO IMpernapaTa, a Takke MpernojiaraeMble
JTanbHEHIINE TeHCTBHA).

8.1. Ilpu BeIsIBIEHNH (peiepabHBIM OPraHOM MCIIOJHUTEIBHOMN BIACTH, OCYIIECTBIISIOIUM (QYHKIUH 110
KOHTPOJIO M HAA30py B cepe 3MpaBOOXpaHEHUS, HAPYIICHUH MTPaBWII HAJICKAMIEH KIMHUYECKON MPAKTUKU
IIpU MIPOBEIEHUM KIIMHUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOTO Mpenapara, BIUSIOIUX Ha MOJHOTY U (WIIN)
JIOCTOBEPHOCTh JAAHHOTO KJIMHUYECKOTO MCCIEI0BaHUS, YKa3aHHBIM (eepabHbIil OpraH HMCIOJIHUTEIbHON
BJIACTH IPUOCTAHABIIMBACT IPOBEACHHE AAHHOIO KIMHMYECKOTO MCCIENOBAHUSA M BBIHOCUT MEIHULIUHCKON
OpraHu3alyy, B KOTOPOH MPOBOJIUTCS JAHHOE KIMHUYECKOE HCCIelOBaHME, MpeANnucaHue o0 yCTpaHeHUHU
BBIIBJICHHBIX HapylieHu#. IIpy HeyCTpaHEeHMM MEIUIUHCKOW OpraHu3alliel BBIABICHHBIX HApyILICHUHW B
YCTAQHOBJICHHBIH B MPEANMCAHUN CPOK yKa3aHHBIN (efepanbHblii OpraH UCIIOJIHUTENFHON BIACTH MPUHUMAET
peumieHne O MPEKPAIleHHH MPOBEACHUS KIMHUYECKOTO MCCIEN0BAaHMs JIEKapCTBEHHOIO IIpemnapara M
HamnpaBJigeT B (elepalibHbIil OpraH MCIOJHUTENBHON BIACTH, OCYUIECTBIAIOMUN (QYHKIUU MO BBIpAOOTKE U
peanu3alMy  TIOCYJapCTBEHHOM IOJUTHUKM M  HOPMATUBHO-IIPABOBOMY  pEryjlMpOBaHHIO B  cdepe
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

3IIPABOOXPAHEHHS, 3aKIIOYCHHUE O BBISBICHHH MPH TMPOBEJACHUU JAHHOTO KIMHUYECKOTO HCCIICIOBaHUS
HapyIUICHU MpaBUil HaAJEXKaIeH KIMHUYECKON MPAKTHKHU AJIs MPUHATHS pelieHus] 00 OTMEHE pa3pellieHus
Ha OpraHu3anuvro IMpoOBCACHUA MJAHHOI'O0 KIIMHHUYECKOIO HUCCICAOBAHUA C OAaTbl MNPUHATUA PCHICHUA O
MIPUOCTAHOBIICHUH TIPOBEACHUS KIIMHUYSCKOTO MCCIICIOBAHUS JICKAPCTBEHHOTO Mpernapara.

(dactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. YnonHoMoueHHBIH (efepanbHbI OpraH UCIOJIHUTEIBHON BIACTH OMyOJIMKOBBIBAET M pa3MeIlaeT Ha
cBoeM odunuanbHOM caiite B cetu "HMHTepHer" cooOleHHE O 3aBEpIICHUU, MPUOCTAHOBICHUH WU
MIPEKPALLEHUN KIMHUYECKOTO MCCIIEOBaHMsl JIEKAPCTBEHHOTO Npenapara A MEJUIIMHCKOrO MPUMEHEHUS B
CPOK, HE MPEBBIIAIONINHI IATH pad0YNX AHEN CO HS €ro MOJIYUYEHHs], B YCTAHOBJIEHHOM UM HOpPSIKE.

10. YommHOMOUEHHBIH (enepaabHbIii OpraH MCIOJHUTEIHHON BIACTH OCYIIECTBISIET BEJICHHE peecTpa
I/ICCHe,ZIOBaTeJ'Ief/'I, MMPOBOAAIINX WM MPOBOAMBIINX KIMHUYCCKHUE UCCIICAOBAHUA JICKAPCTBCHHBIX MPEIIapaTOB
JUI. MEAULIMHCKOIO IPUMEHEHUs, B COOTBETCTBUM C YTBEP)KICHHBIMU MM IIPABWJIAMU M PA3MEILAET €ro Ha
cBOeM o(uLuanbHOM caiiTe B ceTd "MHTepHeT" B yCTAaHOBIEHHOM UM TOpsIIKe. YKa3aHHbBIN peecTp COAEPKUT
nHpOpMaIHIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 YacTH 8§ HACTOSIIEH CTaThH.

11. Otuer o pe3ynpraTax KIMHHUYECKOTO UCCIIEI0OBaHUS JIEKAPCTBEHHOTO IIpenapara A MEIUIUHCKOTO
IIPUMEHEHHsI COCTABIIACTCS OpPraHM3aluel, yKa3aHHOW B 4dacTh 3 crtatbu 38 Hacrosmero deneparbHOro
3aKOHA, HAa OCHOBAaHUU 3aKJIOYEHUN MEIUWLMHCKUX OpraHM3alvii, MPOBOAMBIIMX 3TO HCCIEIOBaHHE, U
IPEeACTaBISETCS B YIIOJHOMOUYEHHBIH (efiepabHblil OpraH MCIOJHUTEIbHOM BIACTH, BBIJABIININ pa3pelleHne
Ha TPOBEACHHUE ITOTO HCCIENOBAaHUS, B CPOK, HE NPEBBIAIOIUN TPEX MECSLEB CO AHS €ro 3aBepLICHUS,
MIPUOCTAHOBIICHHS UJIH MPEKPAIICHUS, B TOPAIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM
HCIIOJTHUTEJIBHON BIIACTH.

12. Hapymenue npaBuil Haajgexamed KIMHUYECKOH NPaKTUKH, (anbcuukanys pe3ysbTaToB
KJIIMHUYECKOTO MCCIIEIOBaHMsI JIEKaPCTBEHHOI'O Mpernapara JJisi MeIULUHCKOrO MPUMEHEHHs BJIEKYT 3a coOoM
OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHOJATENbCTBOM Poccuiickon denepanyu.

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

13. Ilpu mpoBeneHUH KIMHUYECKOTO HCCIIECIOBAaHUS JIEKAPCTBEHHOTO Mpemnapara s METUIITHCKOTO
MPUMEHEHHS JIONyCKaeTcs 3a00p y MAalMeHTOB OHMOJOTHMYECKHX MaTepuajoB (00pasmbl OMOJOTHYECKHX
KUJKOCTEH, TKaHEH, CEKPEeTOB M TPOAYKTOB JKU3HEICATCIBHOCTH YENOBeKa, (DU3HOIOTHYCCKHX U
MATOJIOTUICCKUX BBIJICIICHUIA, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTAaHU3MOB, OWOTICHIHBI MaTepHas) s
ux u3ydeHus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit deaepanun.

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

14. Ilopsnox BBO3a B Poccmiickyro ®enepaunto um BbiBo3a 3a mnpeaensl Poccuiickoit ®epepanuun
OMOJIOTMYECKUX MATEepPHAaJIOB, MOJYYSHHBIX MPH MPOBEACHUH KIMHHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO
npenapara s MEJUIMHCKOro IpUMEHEeHHs1, yctaHasinuaercs [IpaBurtenscrBom Poccniickont denepanun.

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

Cratba 41. [JoroBop o0 npoBeAeHUU KIMHUYECKOro UccrieAoBaHUS NeKapCTBEHHOro
npenaparta agnd meaguUuMHCKOro npuMmeHeHuns

1. KiuHnyeckoe wucciaenoBaHUE JIEKapCTBEHHOIO IIpernapara s MEAUIMHCKOTO TMPUMEHEHUS
MIPOBOAUTCS B COOTBETCTBUH C JOTOBOPOM O NPOBEACHUM KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOI'O
npenapara Juisi MEJULIMHCKOTO PUMEHEHHs], 3aKJIF0YaeMbIM MEXly OpraHu3aluei, noy4dnBIIel pa3perieHne
YIOJIHOMOYEHHOTO (peiepajJbHOro OpraHa MCIOJHHUTEIbHON BIACTH HAa OPraHM3aLMIO0 MPOBEICHHS TAKOIO
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

HCCJIICAOBaHUA, U MEJIMIIMHCKOM OpraHHSaHHCﬁ, OCYH_ICCTBJ'IHIOH_IGI\/’I MMPOBCACHUC TAKOI'O UCCICAOBAHMUA.

2. I[OFOBOp O MNOpPOBCACHHUHU KIIMHHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O Ipfcliapara I
MCIUIUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) ycnoBus ¥ CPOKH NPOBEAEHUS JAHHOTO UCCIIEJOBAHMS,

2) ompeneneHue OOMEH CTOMMOCTH MPOTPAMMBI JIAHHOTO HWCCIICIOBAHUSA C YyKa3aHHUEM CYMMBI,
npeIHa3Havyaroecs Ui BHIIUIAT UCCIIEI0BATENSAM, COUCCIIEIOBATEISAM;

3) OIIPCACIICHUC (1)OpMBI NPpEACTaBJICHUA PE3YJIbTATOB HAHHOI'O HCCJICIOBAHUS B yrIOJ'IHOMOLICHHHﬁ
(I)CﬂepaHBHLIﬁ opran HCIIOJIHUTEILHOH BIACTH.

Cratba 42. ®PuHaHCcOBOe obecnevyeHue KNMMHUYECKOro MccriegoBaHUA NeKapCTBEHHOro
npenaparta ansi MeAMLUHCKOro npuMeHeHus

duHaHCOBOE obecreyeHue KIIMHHUYCCKOI'O HCCIICAOBaHUA JICKApCTBCHHOT'O Ipenapara JIA
MCIUIUHCKOI'O NPUMCHCHUS OCYIICCTBIISICTCSA 3a CUCT:

1) cpenctB denepanbHOTO OIOKETA;

2) CpeacTB OpraHu3aluid, TMOJYYUBIIUX pa3pelIieHHe Ha OpraHUu3alui0 MPOBEACHHS JTaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUH C YCIOBHUSIMHU JOTOBOPA O €ro MPOBEICHUY;

3) MHBIX HE 3aNpeIICHHBIX 3aKOHOIaTebcTBOM Poccutickoii denepariii ICTOYHHUKOB.

Cratba 43. [lpaBa nauMeHTOB, Y4YacTBYWOWUX B KIMHUYECKOM uUcCCneaoBaHUMU
NeKapCcTBEHHOro npenapara aAna MegUUUHCKOro NpuMeHeHus

1. Yaactue ManMCEHTOB B KIIMHUYCCKOM HUCCIICAOBAHUHN JICKAPCTBCHHOTI'O ITpe€riapaTta A MECAUIUHCKOTO
IIPUMCHCHUS SABJIACTCA ,I[O6pOBOJ'II)HBIM.

2. [TanMeHT UK ero 3aKOHHBIHM MPeICTaBUTENb JOKEH ObITh MHPOPMUPOBAH B MUCbMEHHOH (opme:

1) 0 JICKApCTBCHHOM IIpCriapare s MCAUIUHCKOIO MNPHUMCHCHUA W CYHIHOCTH KIIMHHUYCCKOI'O
HCCIICA0BAaHMA 3TOTO JICKAPCTBCHHOI'O IIpCiapara,

2) o 0e30macHOCTH JIEKapCTBEHHOTO Mperapara sl MEIUIMHCKOTO MPUMEHEHHs, €ro OXKHIaeMOil
3¢ (HEeKTUBHOCTHU U CTENIEHU pUCKa I MAlUEHTA;

3) 00 YCIOBUAX YydaCTHdA HNAalMEHTAa B KIMHHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpfriapara AJId
MCIUIIUHCKOI'O MPUMCHCHU A,

4) 0 OCJIKM WK HCIIX U NMPOAOJLKUTCIBHOCTH KIIMHUYCCKOI'O UCCIICAOBAHUSA JICKAPCTBCHHOI'O IIpeIiapaTa
AJIL MCOAUIUHCKOTO ITPUMCHCHU

5) 0 neicTBUAX MalMeHTa B Cilydae HENpeIBUIACHHBIX d(PQEKTOB BIHSIHUS JEKAPCTBEHHOTO Iperapara
JUTSL MEAWIIMHCKOTO IPUMEHEHNSI HA COCTOSIHUE €T0 3I0POBbS;

6) 00 YCIOBHUAX 00513aTENILHOTO CTpaxOBaHMs XXU3HU, 310POBbA MALUCHTA,
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7) 0 TapaHTHUIX KOH(I)I/IIICHL[I/IB.JIBHOCTI/I ydactusa 1auCeHTa B KIMHUYCCKOM  HCCICIOBAHUU
JICKAPCTBCHHOTO IIpCIiapaTa AJid MCAUIIMHCKOTO TPUMCHCHU .

3. I[O6p0BOJIbHO€ corjlaCuc¢ IanMeHTa Ha Y4YaCcTUC B KIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOIO
npenapara ajd MCAUIHUHCKOr0 MpUMCHCHHA MOATBCPKAACTCA €ro nmOoANUChbI0 WKW MOANHUCBIO €0 3aKOHHOI'O
OpeaACTaBUTECIIA Ha I/IH(i)OpMaHI/IOHHOM JJUCTKEC IMallMCHTA.

4. HaHI/ICHT WM €ro 3aKOHHBIM MNPEACTABUTCIIbL UMECCT IIPAaBO OTKA3aThbCA OT Y4aCcTUA B KIIMHUYCCKOM
HCCJIICAOBAHUU JICKAPCTBECHHOTO Ipf€riapaTta AJis1 MEAULUHCKOTO IMPUMCHCHHA Ha JII000H CTauu MpPOBCACHUSA
TAaKOT'O UCCJICAOBaHMA.

5. TlpoBeneHuwe KIMHUYECKOTO WCCIICIOBAHUS JIEKAPCTBEHHOIO TIpermapara JUisl METUITTHCKOTO
MPUMEHEHHS C yYaCTHEM B KQ4E€CTBE MAIUEHTOB JIETCH JTOMMYCKAETCs TOJIBKO C COTJIACUS B TUCHhbMEHHOU (hopMme
WX POJMTENICH, YCRIHOBUTENEH. [IeTH MOTYT paccMaTpUBaTLCS B KQUeCTBE MOTCHIMAILHBIX TMAIlHEHTOB TAaKOTO
UCCIICJIOBAHMS, TOJILKO €CJIM €ro NpPOBEACHHE HEOOXOAUMO JUIS YKPCIUICHHS 3J0pPOBbS JCTCH WU
NpOPHIAKTUKN WHPEKIIMOHHBIX 3a00JIeBaHHUI B IETCKOM BO3PACTe JIMOO €CIIU IIEJIBI0 TAKOTO HMCCIICIOBaHUS
SIBJIICTCS TTOTYYCHHE JaHHBIX O HAWIYYIed JO3MPOBKE JIEKAPCTBEHHOTO Mpemnapara s jJeueHus nereil. B
ITUX CIy4asX TAKOMY HCCIIEIOBAHUIO JOHKHO MPEIIECTBOBATh KIMHUYECKOE UCCIICIOBAHHE JICKAPCTBEHHOTO
mpernapara JJisi MEIUIIUHCKOTO TMIPUMEHEHUS Ha COBEPIICHHOJIETHUX TpakJIaHaX, 3a UCKIIOYCHHEM CITydaes,
€CJIM  UCCIICyeMBIH JIEKApCTBEHHBIA Tperapar Juis MEIUIIMHCKOTrO0 TNPUMEHCHHS IpeIHa3HaYeH
UCKJIIOYMTEIIHLHO ISl KCITOJIb30BAHMS HECOBEPIICHHOJICTHUMH I'PaXKIaHAMH.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpeu1aeTcsI MMPOBCACHUC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTta IJid
MCIUIIUHCKOI'O IPUMCHCHUS C YHACTUCM B KAYCCTBC IMMAITUCHTOB!

1) nereli-cupoT U aeTeil, ocTaBIIKXCs 0€3 MOoNeueHus: poAUTeNei;

2) EHIIMH B Mepuoj; 0EpeMEHHOCTH, JKEHIIIUH B MEPUOJI TPYJIHOTO BCKapMIIMBAHUS, 34 UCKIIIOUEHUEM
CJIy4aeB, €CJIU MIPOBOJUTCS KIMHUYECKOE UCCIIEI0BaHHUE JIEKapCTBEHHOI'O IIpenapara, IpeAHa3HauYeHHOro s
yKa3aHHbBIX JKEHIIMH, PH YCIOBUH HEOOXOIUMOCTH MOJy4YeHHUs MHPOPMALMU TOJBKO BO BpeMs NIPOBEICHUS
COOTBETCTBYIOIIUX KIMHUYECKUX UCCIETOBAaHUNA U IPUHATHS BCeX HEOOXOAMMBIX Mep MO UCKITIOUEHHUIO PUCKa
HaHECEHUs BpeJia KEHIUHE B MepHo OepeMEHHOCTH, KEHIIIMHE B TIEPUO]] IPYIHOTO BCKApMIMBAHUS, TUIOAY
WM peOCHKY;

3) BOEHHOCTY)XalMX, 3a UCKIOYEHHEM CIydyaeB [POBEACHUA KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOT'0 Ipernapara, ClelualbHO pa3pab0TaHHOrO AJIS IPUMEHEHMsI B YCIIOBHSIX BOSHHBIX JEHCTBHM,
Ype3BbIUYaHBIX CUTYalUH, TPOPUIAKTUKH U JIeYeHUs 3a001€BaHNN U NOPaKEHHH, TOJyYEHHBIX B pe3yJibTare
BO3/ICUCTBHUS HEOIAroNpHUATHBIX XUMHUYECKUX, OMOJOTHMYECKUX, paJAMalMOHHBIX (akTopoB. KimHnueckoe
HCCIIEIOBAaHUE TaKOro JIEKApCTBEHHOTO IIpernapaTa MOKET IPOBOJUTHCS C y4aCTUEM B KAaueCTBE MallMEHTOB
BOCHHOCIYXAIUX, 33 WCKIIOUYEHHEM BOEHHOCIY)KAIIMX, MPOXOJSAIINX BOSHHYIO CIyXOy IO TPHU3BIBY, C
coOnrofeHneM TpeOOBaHUIl, YCTaHOBIEHHBIX HacTosmMM DenepalbHbIM 3aKOHOM B OTHOILIEHUU
IPaXXAAHCKUX JIMILL;

4) cOTpyAHUKOB NPaBOOXPAHUTEIILHBIX OPTaHOB;

5) JIMII, OT6LIBaIOIJ_[I/IX HaKa3aHUC B MCCTax JIMIICHUA CB060,Z[BI, a TaxKXKC JIMI, HaxOoOAIIUXCs II0MJ
CTpaxceﬁ B CJICACTBCHHBIX U30JIAATOPAX.
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7. Jlomyckaercs TpOBEIECHHE KIMHUYECKOTO MCCIEIOBaHUs JIEKApCTBEHHOrO Ipenapara A
MEIUIIMHCKOTO TPUMEHEHUs, MPEAHA3HAUEHHOTO IJI JICYCHHs TCUXMUYECKUX 3a00JIeBaHUM, C ydacTHEeM B
KadycCTBC IIaIMCHTOB JIMI C IICUXHWYCCKUMU 3&60H€BaHI/I$IMI/I, MIPHU3HAHHBIX HCI[GCCHOCO6HBIMI/I B TIOPAIKCE,
YCTaHOBJICHHOM 3aKOHOJaTeNbcTBOM Poccuiickoit denepannu. KnmHnueckoe ncciieIoBaHue JIEKapCTBEHHOTO
mpenapara B 3TOM CJydae MPOBOJUTCA TPH HAIMYUM COTJIACHS B THCHhMEHHON (opMe 3aKOHHBIX
npeJcTaBuTeNIel yKa3aHHBIX JIULL.

Cratbsa 44. O6Gsa3aTenbHOe CTpaxoBaHME XXU3HU, 340POBbLSA NaLMeHTa, y4acTBYyHLEero B
KNMUHMYECKOM UccrefoBaHMU NeKapCTBEHHOro npenapara Ans MegUUUHCKOro NpUMeHeHus
(B pen. ®exnepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHI/ISaHI/IH, MMoJIydrnBIIaA paspClICHUE HA OpraHU3aliO IIPOBCACHUA KIMHUYCCKOr0 UCCICIOBaHUA
JICKAPCTBCHHOT'O IIpfliapaTa AJIsI MCAUIIUHCKOI'O MPUMCEHCHUA, 00s3aHa B Ka4eCTBE CTpaxoBaTelIsl CTPAXOBATh
PUCK HNPUYUHCHUA BpCAa KHU3HH, 3JO0OPOBBIO ITIAaIMCHTA B PE3YJbTATC IPOBCACHHUA KIMHUYCCKOI'O
HCCIICA0OBaHMA JICKAPCTBCHHOI'O MMperiapaTa Ijisl MEAUIIMHCKOI'O IIPUMCHCHUS 3a CBOH CcUeT IMyTCM 3aKJIOYCHUA
A0rosopa 00513aTeJILHOTO CTpaxoBaHMUH.

2. O0BbEKTOM 00513aTENILHOTO CTPaxXOBaHUS SBJSETCS UMYIIECTBEHHBIN MHTEpeC MalueHTa, CBA3aHHbIN ¢
IIPUYMHEHUEM BpEla €ro JKU3HU WIM 310POBbI0 B PE3YyJIbTaTe€ IPOBEICHUS KIMHUYECKOIO HCCIENOBaHUSA
JIEKapCTBEHHOI'O IIpenapara Iy MEJUIUHCKOrO IIPUMEHEHHS.

3. CTpaxoBbIM CllydyaeM IO JOTOBOpPY OOS3aTENIbHOTO CTPAXOBAaHUS SIBISIETCS CMEPTh MAIMEeHTa WU
YXYALIEHUE €ro 370pOBbsl, B TOM UHCIE BJIEKYIIEE 3a COOON YCTAaHOBJIIEHWE MHBAJIMIHOCTH, IIPU HAJIUYUU
MIPUYMHHO-CJIEICTBEHHOM CBSI3U MEXAY HACTYIJIEHUEM 3TOT0 COOBITHS M Y4acTHEM MallMeHTa B KIMHUYECKOM
UCCIIeZIOBAaHUH JIEKAPCTBEHHOTO ITpernapara.

4. Tpe6OBaHI/I${ 0 BO3MCIICHHH BpE€aa, MIPUIMHCHHOI'O XM3HU WM 3J0POBBIO MallMCHTA, MIPCABABIAIOTCA
B TCYCHHUC CPOKOB HCKOBOM AaBHOCTH, YCTAHOBJICHHBIX I'PAXKJIAHCKHUM 3aKOHOAATCILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITUIATHI 110 1OTOBOPY 00s13aTeIIbHOTO CTpaxoBaHHUA COCTABJIACT:

1) B ciydae cMepTH MalMeHTa JBa MUJUIMOHA PyOJiell Ha KaXJOTOo MalMeHTa, y4acTBOBABIIETO B
KJIMHUYECKOM HCCIIEI0BaHUH JICKAPCTBEHHOT'O NperapaTa;

2) npu yXyAIIEHUH 37J0POBbs MAllUEHTA!

a) MOBJIEKIIEeM 3a CO00 yCTaHOBJICHHE UHBAMAHOCTH | rpyIIbl, OIMH MUJUIMOH MSITHCOT ThICAY pyOIeit
Ha Ka)XJI0TO MallMeHTa, Y4aCTBOBABILETO B KIMHUYECKOM HCCIIEOBAaHUH JIEKAPCTBEHHOTO MIpernapara;

0) moBekIeM 3a co0oi ycTaHOBIeHHE MHBATUAHOCTHU Il rpynmbl, o1MH MUIUTMOH pyOJei Ha KaKIoro
MAlUEHTa, y4aCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUY JIEKAPCTBEHHOTO NIpenapara;

B) IOBJIEKIIEM 32 c000# ycTraHOBIeHHE HHBATHIHOCTH 111 rpynmbl, mSATECOT THICSY pyOIei Ha KaXI0ro
MalMEHTA, yYaCTBOBABUIETO B KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOT'O IIPENapara;

I) HE MOBJEKIIeM 3a cOO0M yCTaHOBJIEHHMS HHBAJIMIHOCTH, HE Oojee 4yeM TPHUCTa ThICSY pyoOsel Ha
Ka)XJ0T0 MaleHTa, Y4aCTBOBABILEr0 B KIIMHUYECKOM HCCIIEIOBAHHUH JIEKApPCTBEHHOTO Mpernapara, UCXOs U3
HOPMAaTHBOB, OTPAXKAIOIINX XapaKTep U CTETEHb MOBPEXKICHUS 3JOPOBBS, a TaKkKe (DAKTHUECKU TTOHECEHHBIX
MAlMEHTOM PAacXOJIOB, BBI3BAHHBIX TOBPEKICHUEM 3JI0POBBS, Ha MEIUIIMHCKYIO MOMOIb, MPUOOpPETCHUE
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JIEKapCTBEHHBIX MPENapaToB.
(mm. "r" B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roga. - @eaepanbublii 3akon oT 22.12.2014 N 429-D3.

7. Cpok JnoroBopa 00s3aT€IbHOTO CTPaxOBAaHMUS HE MOXET ObITh MEHee, YeM CpOK IPOBEICHUS
KJIIMHUYECKOTO UCCIIeI0OBaHMs JIEKApCTBEHHOTO Mperapara.

8. YcioBus gorosopa 00s13aTeIbHOIO CTPaXoOBaHUs, B TOM YUCIIE CTPaXOBble TapU(bl O 0053aTEIBHOMY
CTpaxOBaHMIO, IepeuyeHb HEOOXOJMMBIX JOKYMEHTOB Ui OCYLIECTBICHMS CTPAaXOBOW BBIMJIATHI, MOPSIOK
YCTQHOBJICHHSI CTpaxoBaTeleM HWHAMBHIYaJbHOTO WACHTU(PHUKAIMOHHOTO KOJAa TMAIMeHTa, MOpPsI0K
WH(GOPMHUPOBAHUS CTPAXOBATEIIEM CTPAaXOBIIMKA O TMPHUBICYCHHBIX K KIMHUYECKOMY HCCIIEOBAHUIO
JICKAPCTBCHHOI'O IIpf€rapara A MCIUIHMHCKOIO0 IMPUMCHCHHUSA IMMAallMCHTAaX, MNMOPAAOK VYILIAThI CTanOBOI\/'I
opeMun, MnopAaoK pfalnu3dalrn ONPCACIICHHBIX HACTOAIIHUM d)enepam,HHM 3aKOHOM W JpyTHUMHU
(benepanbHBIMU 3aKOHAMH IIPaB M 0053aHHOCTEH CTOPOH IO AOrOBOPY 00S3aTENILHOIO CTPAXOBAHUS, a TAKKE
HOPMATUBBI, OTPaKaIOIIME XapakTep M CTENEeHb MOBPEXICHHs 3/10pOBbs, YCTAHABJIMBAIOTCS THUIIOBBIMHU
IpaBUIaMU 0053aTEILHOTO CTPAXOBAHMSL.

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

9. B ciiyyae mpuYMHEHHUS Bpela JKU3HU IMAIMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO TperapaTa, BhITOAONPHOOpETaTEIIMU TI0 JOTOBOPY 00S3aTEIHLHOTO CTPAXOBAHUS SIBIISIOTCS
rpakaHe, MMEIOLIUME MPaBO Ha BO3MEUICHHE BpeJa B CilIydyae CMEpPTH KOPMMIIbIA B COOTBETCTBUU C
TPaXXTaHCKUM 3aKOHOJATEeNbCTBOM, MPU OTCYTCTBUU TaKWX TPaXIaH - POIUTENH, CYNpPYT, JETH YMEPIIEro
MalMeHTa, YYaCTBOBABIIEIO B KIMHUYECKOM HCCJIEIOBAHHMM JICKAPCTBEHHOTO Mpernapara, B Cliydae CMEPTH
MalUeHTa, YYacCTBOBABIIEIO B KIMHUYECKOM HCCIECAOBAHUM JICKAPCTBEHHOTO Ipenapara U HE HMEBIIETro
CaMOCTOSITENIBHOTO J0X0/1a, - TPaKJaHe, Ha WKIUBEHUU KOTOPBIX OH HAXOAWJICSA, B OTHOIICHUU BO3MEIICHUS
pacxoZoB Ha MOrpedeHHe MalKeHTa, Y4YacTBOBABILIETO B KIMHMYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOIO
npernapara, - JIMIo, OHECIIee TaKHe PACXO/bI.

10. CTanOBaH BbITIJIaTa B CYCT BO3MCIICHHUA BpEaa, NPUIUHCHHOT'O JKU3HU MMAUCHTA, YHACTBOBABUICT'O
B KIMHUYCCKOM HUCCICIOBAaHNN JICKApCTBCHHOT'O npemnapara, pacnpeacirsacTcs MCKOY
BBII‘OI[OHpI/IO6peTaTeJISIMI/I MMPONMOPLHUOHAJIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

I1. Tlpn HacTymiIeHHWH CTPAXOBOrO Ciydas MAlWEHT, YYaCTBOBABIIHMI B KIMHUYECKOM HUCCIEIOBAHHU
JIEKapCTBEHHOT'O TIperapara, BBITOJONPHOOPETATENIb BIPaBE MPEABSIBUTH HETMOCPEACTBEHHO CTPAaXOBIIUKY
TpeOOBaHWE O BO3MEIICHUH NMPUYMHEHHOTO Bpena. CTpaxoBas BBIILIATA OCYIISCTBISETCS CTPAXOBIIUKOM B
TEYeHHE TPUILATH JHEH CO THS MPEICTaBICHHUS HEOOXOIUMBIX AOKyMeHTOB. [lanueHT, y4acTBOBaBIIUU B
KIIMHUYECKOM HCCIIEIOBAaHUU JICKApPCTBEHHOTO MperapaTa, WU BBITOJONPHOOpeTaTeNlb 00s3aH COOOIIUTH
CTPaxOBIIUKY Ui OCYIIECTBICHUS CTPAaXOBOW BBIILJIATHl WHAMBUIYAIBHBIN WICHTU(OUKAIIMOHHBIA KOJI
MaIlMeHTa, YCTAHOBIICHHBIM CTPaxoOBaTeJIeM B COOTBETCTBHUM C THUIIOBBIMH IIPABWJIAMU OO0S3aTEIIBHOTO
CTpaxOBaHUs.

12. Jlo mosHOTO onpeneneHus pasmepa MoAJIeKalero BO3MEIIEHUIO Bpela CTPAXOBUIMK I10 3asBJICHUIO
MALMEHTa, YYaCTBOBABUIEIO B KIMHUYECKOM MCCIENOBAaHUU JIEKAPCTBEHHOI'O IIperapara, WIH 3asBJICHUIO
BBITOIONIPUOOpETATENsl BIPABE OCYIIECTBUTh YACTh CTPAXOBOW BBIMJIATHI, COOTBETCTBYIOMIYIO (aKTUUECKU
ONPEACICHHON YacTH TPUYMHEHHOTO BpEa.

13. CtpaxoBasi BblIUIaTa B COOTBETCTBHM C JIOTOBOPOM O0s3aTEJIBHOIO CTPAaXOBaHUS OCYIIECTBISAETCS
HE3aBHUCHMO OT BBITIJIAT, MPUUYUTAIOIINUXCS IO IPYTUM BUIaM CTPAXOBaHUSI.
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14. He AOIYCKACTCA y4aCTHC IMAWCHTA B IPOBCACHUUN KIIMHUYCCKOI'O HCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara 1nmpu OTCyTCTBUH JOroBOpa 00513aTENBHOTO CTpaxOBaHUs.

15. KoHTpoJib 3a UCIIOJTHEHUEM OpraHu3aluel, MOIyYUBIIEH pa3pelleHne Ha OpraHu3aliuio IPOBEACHUS
KIIMHUYCCKOI'0 MCCICAO0BAHHA JICKAPCTBCHHOI'O IMperiapara AJd MCAUIIUHCKOI0 NMpUMCHCHU, yCTaHOBJ'IeHHOI\/'I
HacToOsIIEH cTaThell O00SI3aHHOCTU 1O O00s3aTENbHOMY CTPaxOBAaHMIO JKU3HHU, 3/I0pOBbsS TMAIlMEHTa,
ydacTByroulero (y4acTBOBAaBIIEI0) B  KJIMHUYECKOM  HCCIIEJOBAaHUM  JICKAPCTBEHHOIO  Ipernapara,
OCYILECTBIISICTCSI  YIIOJTHOMOUYEHHBIM  (heZiepalibHbIM ~ OpPraHOM — HCHOJHMTENBHOM  BJIACTH, BBIJABILUM
paspellieHne Ha MPOBEIECHUE KIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB Il MEAUIIMHCKOIO
NPpHUMCHCHUA.

Maea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPELOCTB
CraTbsa 45. pon3BoacTBO NeKkapcTBeHHbIX CpeacTB

1. TIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB JIOJKHO COOTBETCTBOBATH TPEOOBAHUSM  MPABUII
HaJIeKalled MPOU3BOJICTBEHHOW MPAKTHUKU, YTBEPKIACHHBIM YIOTHOMOYEHHBIM (enepasbHbIM OpPraHOM
WCTIOMHUTENbHOU BiacTH. OCOOCHHOCTH Tepexo/ia MPOU3BOJICTBA OTIACIBHBIX JIEKAPCTBEHHBIX CPEJICTB K MX
IPOU3BOJICTBY B COOTBETCTBUM C TpeOOBaHUSAMHU NpPAaBHJ HaJUIekKalled MPOU3BOACTBEHHON NPAaKTHKU
ycraHaBnuBarorca IIpaBurensctBom Poccuiickonn ®enepauuu. Bplmaya 3axkirOyeHHd O COOTBETCTBUU
MIPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM IMpaBWII HaAJEXKAlIeH MPOW3BOJACTBEHHOMN MPaKTUKU
OCYILECTBISIETCS MO pe3yJibTaTaM HMHCIEKTHUPOBAHUS MPOU3BOAUTENEN JIEKAPCTBEHHBIX CPEJICTB B IMOPSIKE,
ycraHoBieHHOM IIpaButensctBoM Poccuiickoit ®enepanuu. Pasmep mnaTel 3a BblIady 3aKIOYEHUS O
COOTBETCTBUU  NPOUZBOAMTENSA  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBaHWSM  MpaBWI  HaJIeKaIen
MIPOU3BOJICTBEHHOM TMpakTUKK ycTaHaBiauBaercs IIpaBurenbctBoM Poccuiickont ®enepamuu. [lopsiiok
OpraHu3ali U MPOBEICHUS MHCIEKTUPOBAHUSA NMPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE
TpeOOBaHUSAM TIpaBUJ HaANEXKAIlleHd TMPOU3BOACTBEHHONM NPAKTHKU YyCTaHaBiuBaeTcs IIpaBUTENbCTBOM
Poccuiickoit denepanuu.

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2. Ilpom3BoacTBO  JIEKapCTBEHHBbIX cpeacTB B Poccuiickoir  ®enepanum  OCyIIECTBISIETCS
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEACTB, MMEIOIIMMH JIMLIEH3UI0 Ha IPOM3BOACTBO JIEKAPCTBEHHBIX
cpencts. IlonTeep)kaeHne COOTBETCTBUS JIMLIEH3MATA NIpaBUJIaM HaJUIEKalled MPOU3BOACTBEHHON NPAaKTHKU
OCYILIECTBIISIETCS B paMKax JIMLEH3MOHHOTO KOHTPOJS B COOTBETCTBHUU C 3aKOHOAATEILCTBOM Poccuiickoi
deneparyu ¢ y4eTOM 0COOSHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIICH CTAaThH.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 22.12.2014 N 429-D3)

3. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEJACTB OCYIIECTBISETCA C COOJIOJeHHEeM TpeOOoBaHMIA
IPOMBIIUICHHOTO DPErJIaMeHTa, KOTOPBIA YTBEpXKAAeTCs PYKOBOAMUTEIEM IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB M BKJIIOYAET B ceOs MepeueHb HCMONb3yeMbIX (papMalieBTHUeCKHX CYyOCTaHIMI U BCIIOMOTaTEIbHBIX
BEIECTB C YKa3aHHMEM KOJMYECTBA KaXKJIOTO M3 HUX, JaHHBIE 00 HCIOJIB3yeMOM OOOPYIOBaHHMH, OIHCAHUE
TEXHOJIOIMUYECKOI0 IIpoLecca U METOJI0OB KOHTPOJISL Ha BCEX ATAlax MPOU3BOACTBA JIEKAPCTBEHHBIX CPENICTB.

4. Tlpm mpOW3BOACTBE JEKAPCTBEHHBIX CPEICTB HCIOIB3YIOTCA (papmaneBTHUYEeCKHe CyOCTaHITUH,
BKJIIOUEHHBIE B TOCYJAapCTBEHHBIN pPEECTp JIEKApCTBEHHBIX CPEACTB, 3a MCKIIIOUEHHEM (papMaleBTHUYECKUX
cyOcTaHIUI, MPOU3BOANMBIX JJIsl MPOBEICHHs KIMHUYECKUX HCCieNoBaHUM M i skcnopTa. K mpoueccy
NPOM3BOJICTBA (hapMalleBTUYECKON CyOCTaHLMU OTHOCATCS JIOOble CTaAMM TEXHOJIOTMYECKOIo Mpoliecca,
MO3BOJISIOIINE OTYYUTh TOTOBBIM MPOJYKT, COOTBETCTBYIONINI TpeOoBaHUAM (hapMaKONEeHHOM cTaTbH, B TOM
yrcie pepMeHTaIys, IKCTPAKIUS, OUUCTKA, BBIICIICHUE, IEPEKPUCTAIITN3AIMS, BEICYIIMBAHUE, N3MEIIbYCHHE.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

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

4.1. IlepeueHpb JeKapCTBEHHBIX MpPENapaToB AJII MEAUIMHCKOIO MPUMEHEHHUs, B OTHOIIEHUH KOTOPBIX
YCTaHABIMBAIOTCA TPeOOBaHUS K OOBEMY Taphl, YMAKOBKE W KOMIUICKTHOCTH, MEPEUYCHb JIEKAPCTBEHHBIX
MpenapaToB JJis BETEPUHAPHOTO MPUMEHEHHS, B OTHOIICHUH KOTOPBIX YCTAHABJIMBAIOTCS TpeOOBaHUS K
00beMy Taphl, a TakKe TpeOOBaHUS K 00BEMY Tapbl, yITAaKOBKE M KOMITJIEKTHOCTH JICKAPCTBEHHBIX MPEMapaToB
JUIST MEIWIMHCKOTO TPUMEHEHHs, TpeOoBaHMS K OOBEeMy Tapbl JICKapCTBEHHBIX IIpEnapaTtoB IS
BETEPUHAPHOTO TPHUMEHEHHUS OINPEAENSIOTCS COOTBETCTBYIOIIMMHU YIOJIHOMOYEHHBIMU (eepantbHbBIMU
OpraHamu MCIIOJHUTEILHOM BIACTH B MOPsJIKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickont denepanmu.
(uactp 4.1 B pen. @enepanbHoro 3akona ot 14.12.2015 N 374-D3)

4.2. OpraHuzanuy, OCYIIECTBISIONIMNE TPOU3BOACTBO (hapMaleBTHUECKOW CyOCTaHIIMHM CIIHPTa
TWJIOBOTO (3TaHOJA) JUIsl TMPOU3BOACTBA CIHMPTOCOJACPXKAIIUX JIEKAPCTBEHHBIX IIpenapaToB, OOS3aHBbI
OCYILECTBIIATh YYET U ACKJIApUPOBAaHUE B IMOPSJIKE, YCTAHOBIEHHOM cTaThsiMU 8 u 14 denepanabHOro 3akoHa
oT 22 Host0pst 1995 roma N 171-®3 "O rocymapcTBEHHOM pEryJIMpOBaHUHU IPOU3BOJACTBA M 00OpoTa
STUJIOBOTO CIMPTA, AIKOTOJIBHOM M CIUPTOCOAEp)KAIled MPOAYKUMH M 00 OrpaHHMYeHHH MOTpeOIeHus
(pacnuTHs) aJKOroJIbHOM npoayKuun'.

(uactsp 4.2 BBeeHa PenepanbHbIM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. VHauBuayanpHble NPEANPUHHAMATENN W OPUAMNYECKHE JHUIA, OCYIIECTBISIOIIHME 3aKyNKy |
UCIIOJIb30BaHUE (hapMalleBTHUECKOW CyOCTaHIMM CHMpTa ATUIOBOTO (3TaHOoja), a TaKXXe MPOU3BOJCTBO,
U3rOTOBJICHHE U (WIM) 000POT (32 UCKIIIOYEHHEM PO3HUYHOM MPO/aXH) CIUPTOCOAEPIKAIINX JIEKAPCTBEHHBIX
npenaparoB, 00s3aHbl OCYIIECTBIATh UX yUYeT U JEKIapUpOBaHHE B MOPsAKE, YCTAHOBICHHOM CTaThsIMU 8 U
14 ®epepanpHOro 3aKkoHa oT 22 HOsOps 1995 roma N 171-®3 "O rocyaapCTBEHHOM pETrYJIMPOBAHUHU
MPOU3BOJICTBA M 000pOTa 3TUIOBOIO CHUPTA, AJIKOTOJBHOM W CHUPTOCOAEpXKalled NpOAYKIMH U 00
OTrpaHMYEHUU MOTpeOIeHUs (PACTIUTHUS) AIKOTOJIbHON MPOAYKIIMH'".

(dactp 4.3 BBeneHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

5. 3ampemiaercs IpOU3BOICTBO:

1) JekapCTBEHHBIX CPEACTB, HE BKJIFOUCHHBIX B TOCYJAapPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEJCTB, 3a
HUCKIIIOYCHHUEM JICKAPCTBCHHBIX CPCACTB, IIPOU3BOAMMBIX JIA IMPOBCACHHUA KIIMHUYCCKHUX I/ICCJICI[OBaHI/IfI nu aJisa
IKCIIOPTA;

2) hanbCupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapcTBEHHBIX CPEACTB 0€3 JIMLEH3UH Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPE/CTB;

4) JICKAPCTBCHHBIX CPEACTB C HAPYUICHUEM IIPpABUJI OPraHU3alUH IIPOU3BOJACTBA U KOHTPOJIA KAa4YCCTBa
JICKAPCTBCHHBIX CPCIACTB,

5) ¢apmaneBTHUECKOI CyOCTaHIIMU CIIUPTA STHIOBOTO (3TAHOJA) HA TEXHOJIOTUYECKOM 000pYAOBaHHH,
KOTOpO€ HE 3aperuCTPUpPOBAHO WM 3aKOHCEPBUPOBAHO B COOTBETCTBUM C (DenepanbHbIM 3aKOHOM OT 22
HOs10pst 1995 roma N 171-®3 "O rocyaapcTBEHHOM PETYJIMPOBAHUU MPOU3BOJICTBA U 000OpOTa ATHIOBOTO
CIUpTa, AJKOTOJBHOW W CHHpTOCOAepXkamied NpOoAYKIMH W OO0 OrpaHUYEHUH MOTpeOieHus (pacruTus)
AIKOTOJIBHOM MPOAYKIUH".

(m. 5 BBeneH PenepanbHbIM 3aK0HOM 0T 29.07.2017 N 278-D3)

6. [Tpu BBOJIE JIEKAPCTBEHHBIX CPEJICTB B TPAXKIAAHCKUNA O00OPOT YIOJTHOMOYEHHOE JUIIO0 TPOU3BOAUTEIIS
JIEKAPCTBEHHBIX ~ CPEACTB  OCYIIECTBISAECT TOJITBEPKICHHUE COOTBETCTBUSA  JICKAPCTBEHHBIX  CPEJCTB
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IPU MX IOCYIAapCTBEHHON PEruCTpaIlM, U TapaHTUPYET, YTO JIEKAPCTBEHHBIE
CpelCTBa NPOM3BEACHBI B COOTBETCTBUH C TpPeOOBAaHUSAMM IPaBUJ HaJUIeXKalled MPOU3BOACTBEHHON
MIPaKTUKH.

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

7. YTOTHOMOYEHHBIM JIMIIOM TPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB SBIAECTCS €ro pabOTHUK,
aTTECTOBAHHBIM B YCTAHOBIIGHHOM YIIOJIHOMOYEHHBIM (heiepaqbHbIM OPraHoOM HCIIOTHUTEIBbHOW BIIACTH
MOpSZIKE W MMEIOIIMKA CTaX paboThl HE MEHEee YeM MATh JIeT B 00JacTh MPOU3BOJCTBA M (WUJIM) KOHTPOJISL
KauecTBa JICKAPCTBEHHBIX CPEJCTB, BhICIIEE 00pa3oBaHHE COOTBETCTBEHHO MO OJHOHM U3 clieNHUaIbHOCTEH U
(wy) OgHOMY W3 HANpPAaBIEHUN TOATOTOBKHU: OWOJIOTHS, OWOTEXHOJOTHUS, BETCpUHAPHS, KIMHUYECKAs
MEIUIMHA, paAHallMOHHas, XUMAYeCKast U OMoJIoTHIecKas 3amuTa, papManus, QyHaaMeHTaaIbHas MEAUIIMHA,
XUMUYECKAst TEXHOJIOT S, XUMHSI.

(dactp 7 B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

8. [Ipon3BomuTeNH JEKapCTBEHHBIX CPEACTB (3a UCKIIOUYEHHEM (hapMaleBTHUECKON CyOCTaHIIUK CIIUpTa
STUJIOBOTO (3TaHOJa) MOTYT OCYILECTBIISATH MPOAAXY JIEKAPCTBEHHBIX CPEACTB MM IepelaBaTh HUX B
YCTaHOBJIEHHOM 3aKOHO/aTenbcTBOM Poccuiickoit denepannu nopsake:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyT¥M POU3BOIUTEISIM JIEKAPCTBEHHBIX CPEJICTB JJIsl IPOU3BOCTBA JIEKAPCTBEHHBIX CPEJ/ICTB;
2) opraHu3aysaM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeuyHbIM OpraHMU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OpraHU3alUsAM, WHAUBHAYAIbHBIM
MpeANpUHUMATEISIM, UMEIONINM JIMIEH3UI0 Ha (apMaleBTUYECKY0 ACSITeNbHOCTh WU JIMIICH3WIO Ha
MEIUIUHCKYIO IEATEIIbHOCTD;

4) HayYHO-UCCIEOBATEILCKUM OPTraHU3aIUsIM ISl HAyYHO-UCCIIEIOBATEIHCKON paOOThI;
5) MCIUIMHCKUM OpraHu3alviaM U BETCPUHAPHBIM OPraHU3alusIM;
6) opranuzaiusM, OCyIIECTBIISIOIINUM pa3BeeHNE, BEIpAlUBAHUE U CO/IEPKAHNUE KUBOTHBIX.

9. [IlpouwsBoautenu (apmaneBTHUECKOW CYOCTaHIIMM CHOHpPTa STUWIOBOTO (3TaHOda) OOsS3aHbI
OCYIIECTBIISITh pealu3alivio (Meperady B YCTAaHOBIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®Deneparuun
nopsiike) (hapManeBTHUECKOW CyOCTaHIMK CHHPTa 3TUJIOBOTO (3TaHOJA) MPOU3BOAMUTENSAM JIEKApCTBEHHBIX
CPEIICTB IS MIPOU3BOJICTBA JIGKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 0o0OBeMOM He Oosee | ymrpa m (wim) He
MeHee 1000 yimTpoB, a OpraHM3alMsM, YKa3aHHBIM B IIyHKTax 2 - 6 4acTW 8 HACTOSIIEN CTaTbH, B Tape
obbeMoM He Oosee 1 muTpa.

(uacts 9 BBenena denepanbHbiM 3aKk0HOM 0T 29.07.2017 N 278-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CPeacTB

1. HeKapCTBeHHI)Ie npenaparbl, 3a HUCKIHOYCHUCM JICKAPCTBCHHBIX IIPCIapaToB, HW3TOTOBJICHHBIX
AIlITCYHbIMHU OopraHu3anusiamMuy, BCTCPpUHAPHBIMHA AIlITCYHbIMU OopraHu3anusiamMuy, HUHAUBHUAYAJIbHBIMHA
MMpEeANIpUHUMATCIIIMU, UMCIOIIIMMU JIMIICH3UIKO Ha (l)apMaLIeBTI/I‘leCKYIO ACATCIIBHOCTD, JOJIKHBI IMOCTYIIATh B

oOpariieHue, eciu:

1) Ha UX EpBUYHON YNAaKOBKE (32 MCKJIIOUEHUEM NEPBUYHON YIAKOBKU JIEKAPCTBEHHBIX PACTUTEIbHBIX
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IpenapaToB) XOPOILIO YUTAEMBIM HMIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHHUE JICKAPCTBEHHOTO
npemnapata (MEXIyHapOJHOE HEMAaTEeHTOBAHHOE, WU TPYNIUPOBOYHOE, WIM XHMHUYECKOE, WU TOProBOE
HAaUMEHOBAHKE), HOMEp CEpHH, JlaTa BBIMYyCKa (Ui MMMYHOOHMOJIOTMYECKUX JICKAPCTBEHHBIX IMPEIapaToB),
CPOK T'OJTHOCTH, JO3MPOBKA WM KOHIICHTPAIHS, 00bEM, aKTUBHOCTh B €IMHUIAX JEHCTBUS WIA KOJHMYECTBO
7103;

(B pen. Deaepanbubix 3akoHOB OoT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOH (MOTPEOMTENBCKON) YIAKOBKE XOPOIIO YUTAEMBbIM IIPH(PTOM Ha PYCCKOM SI3bIKE
yKa3aHbl HaWMEHOBAHHME JICKAPCTBEHHOTO Tpemapata (MEXIyHApOJHOE HEMaTeHTOBAaHHOE, WU
TPYNIUPOBOYHOE, WJIM XHUMHYECKOE U TOProBO€ HAMMCHOBAHWsS), HAWMEHOBAHHE MPOU3BOIUTEIS
JICKapCTBEHHOTO Iperapara, HOMEp CEpHH, Jara BBIMTyCcKa (1T MMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX
MperapaToB), HOMEP PETHCTPAIMOHHOTO YJAOCTOBEPEHUS, CPOK TOJHOCTH, CIOCOO MPHUMEHEHHUS, JTO3UPOBKA
WIH KOHIIEHTpalus, OO0beM, AaKTHBHOCTh B €IUHMIIAX JACHCTBHS JUOO KOJIMYECTBO J103 B YIIAKOBKE,
JIeKapCTBeHHasi (hopMa, YCIOBHUS OTITyCKa, YCIOBUS XPAHEHUS, IPEIyNPEIUTEIbHbIC HA IITHCH.

(B pen. ®enepanpHbix 3aKk0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®apmarneBTHUECKHE CyOCTaHITNK TOJDKHBI MMOCTYIIATh B 0OpallleHne, €Clii Ha UX MePBUYHON YITaKOBKE
XOpOIIIO YUTAeMbIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBaHHE (hapMalleBTHUECKOW CyOCTaHIIUM
(MeXTyHaApOIHOE HEMAaTEHTOBAHHOE, WM TPYIIHUPOBOYHOE, WM XHMHUYECKOE€ U TOPrOBOE HAMMEHOBAHUSA),
HAaWMCHOBAHHME MPOM3BOAUTENS (PapMalleBTUYECKON CyOCTaHIIMKM, HOMEp CEpHH M JaTa H3TOTOBJICHUS,
KOJIMYECTBO B YIAKOBKE U €IMHUIIBI U3MEPEHUS KOJIUYECTBA, CPOK TOJTHOCTH U YCIOBUS XPaHEHHUS.

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

3. JlekapcTBEeHHBIE CpEACTBAa B KAa4eCTBE CHIBOPOTOK JOJDKHBI MOCTYNATh B OOpalleHUE C yKa3zaHHEM
KUBOTHOT'O, U3 KPOBH, IJIa3Mbl KPOBH, OPTaHOB U TKaHEH KOTOPOT'O OHH IOITYYEHBI.

4. Ha BTOopmuHyIO (MOTPEOMTENBCKYIO) YIAKOBKY JICKAPCTBEHHBIX CPEICTB, MOJYYEHHBIX W3 KPOBH,
IJIa3Mbl KPOBH, OPTaHOB M TKAHEW 4eloBeKa, JOJKHA HAHOCUThCA Haamuch: "Anturena k BUY-1, BUY-2, k
BUpycy renatuta C 1 IOBEPXHOCTHBIN aHTUTE€H BUpyca renarura B orcyTcTBytor".

5. Ha mepBuYHyIO YNakoBKY M BTOPUYHYIO (IOTPEOMTEIbCKYIO) YMAKOBKY paguodapMareBTHUECKUX
JIEKapPCTBEHHBIX CPEJICTB JOKEH HAHOCUTBCS 3HAK paJiMalliOHHON OIACHOCTH.

6. Ha BTOpHuHyl0 (NMOTPEOUTENBCKYIO) YMAaKOBKY I'OMEONAaTHMYECKUX JIEKAPCTBEHHBIX IpenapaToB
JIOJKHA HAHOCHUTHCS Haamuch: "'I'oMeonaTndeckmit".

7. Ha BTOpHYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTENIbHBIX MpEnaparoB JOJKHA
HaHOCUTHCA Haanuch: "lIpoaykuus mpoiuia paaualuoOHHBINH KOHTPOIB" .

8. Ha mepBuYHYyI0 YMakoBKY (€CiH JJisi 3TOTO CYIIECTBYET TEXHUYECKas BO3MOKHOCTh) M BTOPUYHYIO
(MOTPeOUTENBCKYI0) YIMAKOBKY JICKAPCTBEHHBIX IPENapaToB, MPEAHA3HAUYCHHBIX JJIS  KIMHHYECKUX
HCCIIeIOBAHUM, JOJDKHA HAHOCUTHCS HAAMUCh: " /{71 KITMHUYECKUX MCCIIeI0BaHuN".

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

9. YmakoBka JICKApPCTBCHHEBIX CPEACTB, MPCAHA3HAUYCHHBIX HCKIIFOYUTCIBHO JJIA 3KCIIOpTa, MAapKHUPYECTCA
B COOTBCTCTBHUHU C Tpe6OBaHI/I$IMI/I CTPaHbI-UMIIOPTEpPA.

10. Ha tpaHcropTHyIO Tapy, KOTopas He IpeJHa3HaueHa JUIsl MOTpeOuTeneld U B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEJCTBO, JIOJDKHA HAHOCHTHCA HMH(OpMAIUs O HAWUMEHOBAHUH, CEPUHU JIEKAPCTBEHHOT'O
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Cpe/CTBa, JaTe BBITYyCKA, KOJIMYECTBE BTOPUYHBIX (TIOTPEOMTENBCKHX) YIAKOBOK JICKAPCTBEHHOTO CPEJICTBA,
MIPOU3BOIUTENIE JIEKAPCTBEHHOTO CPEACTBA C YKa3aHUEM HaUMEHOBAHUS U MECTOHAXOXKACHUS MTPOU3BOANUTEIS
JIEKapCTBEHHOTO CpeAcTBa (ajzpec, B TOM YHCIE CTpaHa W (WJIKM) MECTO MPOM3BOJCTBA JIEKAPCTBEHHOTO
CpeZICTBa), a TAK)KE O CPOKE TOJHOCTH JIEKAPCTBEHHOTO CPEJICTBA U 00 YCIOBHUSIX €r0 XpaHEHHs U NEePEeBO3KH,
HEOO0XOIUMBIC TIPEAYIPEANTEIbHBIC HAAMUCH U MAHHUITYJIITOPHBIC 3HAKH.

11. Ha nepBruYHYyI0 yIaKOBKY ¥ BTOPHUHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MIPUMEHEHHS OJKHA HAHOCUTHCS HAMHUCh: "J1J11 BeTepHHAPHOTO MPUMEHEHHS "

12. Ha BropuuHy0 (MOTPEOUTENLCKYIO) YIAKOBKY JEKapCTBEHHOTO IMpernapara HaHOCUTCS IITPUXOBOU
KOZ.

. naBa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOUN ®EOEPALINU
(B pen. denepanphoro 3akoHa ot 06.12.2011 N 409-D3)

Cratbsa 47. MNopsanok BBO3a nekapCTBeHHbIX cpenctB B Poccuinckyro depepauuio m
BbIBO3a JfieKapCTBEHHbIX cpeacTB u3 Poccuimnckon ®epepauumn
(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto ®Denepanuio oOCyHIECTBISETCS B MOPSIKE,
ycraHoBiieHHOM  [IpaBurensctBoM  Poccuiickoii  @enepauud, B COOTBETCTBUM C  TaAMOKEHHBIM
3aKOHOAATENbCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIH cor03) U (WiIH)
3aKOHOJaTeNbCTBOM Poccuiickoit denepannivi 0 TAMOKEHHOM JEJie.

(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

2. BBosumble B Poccuiickyto denepanuio JeKapCTBEHHbIE CPEICTBA JOJDKHBI ObITh BKIIIOYEHBI B
rOCy/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPENICTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. Jonyckaercsa BB0o3 B Poccuiickyto denepaiiyio KOHKPETHON MApTHH 3aperMCTPUPOBAHHBIX U (MJIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IMpPEIHA3HAYEHHBIX JUISI TPOBEACHUS KIMHUYECKHUX
UCCIICIOBAaHUH JIEKAPCTBEHHBIX IPENapaToB, IMPOBEICHHUsSI HKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILECTBJIEHUs] TOCYJapCTBEHHOH perucTpaluy JIeKapCTBEHHBIX IpenapaToB MM JJIs  OKa3aHUs
MEIULMHCKONW MOMOIIM IO >KU3HEHHBIM IMOKa3aHUSAM KOHKPETHOrO MAallMe€HTa Ha OCHOBAaHHM pa3peleHHUS,
BBIJJAHHOTO YIOJHOMOYEHHBIM (pe/lepajbHbIM OpPraHOM HCIIOJIHUTEILHON BIACTH IO 3asBICHHUSIM JIUI,
yKa3zaHHbIX B cTaThe 48 Hacrosero denepanpbHoro 3akoHa. PaccMoTpeHue Takoro 3asiBI€HUS M IPUHATHE
pelieHrds O BblJauye paspelieHuss Ha BBO3 KOHKPETHOW MapTUM 3aperUCTPUPOBAHHBIX M (WJIM)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, IpEJHA3HAUYEHHBIX MJIs IPOBENCHUSA KIMHUYECKHX
UCCIICIOBAaHUN JIEKAPCTBEHHBIX MPENapaToB, IMPOBEICHHUS HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIICHUS] TOCYJapCTBEHHOH pErucTpaluy JICKapCTBEHHBIX MpenapaToB MM JJIs  OKa3aHUsS
MEIMLMHCKOW TIOMOIIM IO >KU3HEHHBIM IOKa3aHUsIM KOHKPETHOro MarueHTta Jubo 00 oTka3e B BhIIaue
YKa3aHHOTO pa3pelIeHus] MPOM3BOISATCS B CPOK, HE MPEBBIMIAIOINN NATH padounx aHed. [lmata 3a Bbmauy
YKa3aHHOTO pa3pelieHns He B3UMAaeTCs.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4. B POCCHﬁCKym CDe):[epaumo MOKHO BBO3HUTH JICKAPCTBCHHBIC CpPCACTBA, KaUCCTBO KOTOPBIX
TOATBCPIKIACHO CepTI/I(I)I/IKaTOM MMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, YAOCTOBCPAIOIIHUM COOTBCTCTBUC
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TpPeOOBaHUAM (apMaKkoNeHHbIX craTei JuOO0 B Cilydae UX OTCYTCTBUS
HOPMAaTUBHOM TOKyMEHTALlUN WJIA HOPMAaTUBHOT'O TOKYMEHTA.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemaercs BBo3 B Poccuiickyro ®denepannio (anbcupuuupoBaHHBIX JIEKApCTBEHHBIX CPEICTB,
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. @anbcuUUUPOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEOOPOKaUeCTBEHHBIE JIEKAPCTBEHHBIE CPECTBA
MOJIEKAT M3BATUI0O M IOCIEAYIOIIEMY YHUYTOXKEHHIO WM BbBO3y u3 Poccuiickoir @Penepanuu,
KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPE/ICTBA - UIBATHIO U TOCIEAYIOMEMY YHUUTOKEHHUIO. Y HUUTOKCHHUE WIIN
BbIBO3 U3 Poccuiickoit @enepannu GanbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUYECTBEHHBIX
JIEKapCTBEHHBIX CPEJACTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBIAETCA 3a CUeT JIMIA,
OCYILECTBHMBILET0 HX BBO3. [lopsAA0K YHUUYTOXEHMSI U3BATHIX (PaTbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEIO0OPOKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEICTB
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

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

7. Jluua, ocymiectBisomue BBo3 B Poccuiickyro @enepanuio panbcuuuupOBaHHbIX JIEKAPCTBEHHBIX
CPEJICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(paKTHBIX JEKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUM C TaMOXEHHBIM 3aKOHOAATEJbCTBOM TaMOKEHHOro coro3a U (Win)
3aKOHOJaTenbCcTBOM Poccuniickoi denepanniv 0 TAMOKEHHOM JEIIE.

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

8. BbIBO3 IlekapcTBEHHBIX cpeacTB u3 Poccuiickoit @enepanuu ocymiecTBiseTcss 0e3 MpUMEHEHUs
OTpaHUYEHUI, YCTAHOBJEHHBIX TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOro coro3a U (WIn)
3akoHoarenscTBOM Poccuiickoin ®enepanum 0 TrOCyIapCTBEHHOM PETYJIMPOBAHMM BHELIHETOPIOBOU
JESATEIBHOCTH.

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

Cratbsa 48. lOpunanyeckue nuua, KOTOpbIM paspelleH BBO3 JfleKapCTBEHHbIX CPeAcTB B
Poccuimckyro ®egepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlexapcTBeHHbIe cpeacTBa B Poccuiickyro denepanno MOTyT BBO3HUTD:
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

1) mpou3BOIUTENN JICKAPCTBEHHBIX CPEICTB IJIS IIeJiell COOCTBEHHOT'O MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB;

2) WHOCTpaHHblE pPa3pabOTYMKK JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAaHHBIE MPOU3BOAUTEIU
JIEKapCTBEHHBIX CPEJCTB WM JIPyr'He IOpUAMYECKHE JIMIa IO MOPYYEHHUIO Pa3paboT4MKa JIEKapCTBEHHOI'O
CpPEICTBA [UIsl NPOBEICHMS KIMHUYECKHX HCCIEIOBAaHUI JIEKapCTBEHHOIO IIpenapaTa, OCYIIECTBICHUS
rOCYJJapCTBEHHON PErucTpaluy JIEKApCTBEHHOTO Iperapara, BKIUYEeHUs (apMaleBTHUECKOW CyOCTaHIIMU B
rOCY/apCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJS KadecTBAa JIEKAPCTBEHHBIX CPEICTB IpHU
HAIMYAHA  Pa3pelieHus YHNOJHOMOYEHHOTO (helepaJbHOTO OpraHa HWCIOJHUTEIHHONH BJIACTH Ha BBO3
KOHKpETHOW MapTHH JIEKapCTBEHHBIX CPE/CTB;

3) opranu3aiuu ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMY;
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4) Hay4YHO-MCCIIEIOBAaTEIbLCKHE OpraHU3alMi, 00pa30BaTeNbHbIE OPraHU3AlMH BBICIIETO 00pa30BaHMUA,
MIPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEACTB JUIs pa3pabOTKH, HCCIEAOBaHMM, KOHTPOJS O€30MacHOCTH,
KayecTBa, H(PQPEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB TPU HAIUYMK PA3PEIICHUS YIOJIHOMOUYEHHOTO
(enepanbHOrO OpraHa UCIOJIHUTEIBHOH BIacTH;

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

5) MeAMLIMHCKUE OpraHU3alluK, UHbIE YKa3aHHbIE B ITyHKTax | - 4 HACTOSIIEH CTaTbu OpraHU3aLuu JJis
OKa3aHUs MEIULMHCKOM IOMOILIY II0 >XU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO MalMEHTa IPU HAJIUYUHU
pas3pelieHrs yIoJIHOMOYEHHOTO (hefiepalibHOro OpraHa UCTIOHUTENIBHON BJIACTH Ha BBO3 KOHKPETHOM MapTun
JIEKapCTBEHHOTO IMperapara, BHIJIAHHOIO B YCTAHOBJICHHOM IMOpsAKE B (OpPME AIIEKTPOHHOTO JOKYMEHTA,
MOJIMMCAHHOTO YCUJICHHOW KBAJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.

(B pen. ®enepanbpHoro 3akona ot 12.03.2014 N 33-D3)

Cratba 49. [JoKyMeHTbl, npeAacTaBnsieMble B TaMOXeEHHble opraHbl Poccumuckoun
dPepepaumu npu BBO3e NieKapCTBEeHHbIX cpeacTB B Poccumnckyro ®enepauyuto
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. ITpu BBO3€ neKapCTBEHHBIX cpencTB B Poccuiickyro denepanuio B TAMOKEHHbBIE opranbl Poccuiickon
@Denepanu  Hapsxy € JOKYMEHTAMM, IPEIACTABJICHHE KOTOPBIX IPEIyCMOTPEHO  TaMO>KEHHBIM
3aKOHOJATEIbCTBOM TaMOKeHHOro coro3a M (WwiM) 3akoHojaTtenbcTBoM Poccuiickoit denepanuu o
TaMOXEHHOM JIeJIe, IIPEICTaBIISIOTCS CIEYIOIUE JOKYMEHTBI:

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

1) ceptudukatr TpoU3BOAUTENS JIEKAPCTBEHHOTO CPEJCTBA, YIOCTOBEPSIONINII COOTBETCTBUE BBO3ZHUMOTO
JIEKapCTBEHHOTO CPeJICTBA TPeOOBaHMIM (hapMaKOIEHHON CTaThH JTMOO0 B ClIydae €e OTCYTCTBHUS HOPMAaTUBHOU
JOKYMEHTAlMU WM HOPMAaTUBHOI'O JOKYMEHTA;

2) pa3pelieHue yIoJIHOMOYEHHOTO (peiepaibHOr0 OpraHa HCIOJIHUTENBHOM BIACTH Ha BBO3 KOHKPETHOM
NapTUHU JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJIEHHBIX YacTbl0 3 cTaTbu 47 HACTOAIIETO
denepanbHOro 3aKOHa.

2. JloxyMeHTBI, yKa3aHHble B MyHKTax | m 2 wyactu | Hacrosmedl cTaTby, NPEACTABIAIOTCI B
TaMoOKeHHbIe opraHbl Poccuiickoii denepaunu npu NpUOBITHH JIEKapCTBEHHBIX cpeAcTB B Poccuiickyto
®denepanuio.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtbsa 50. BBo3 nekapcTBeHHbIX nNpenapaTtoB B Poccumnckyo ®egepauuio ans nMM4YHOro
MCMONb30BaHUA W WHbIX HEKOMMEep4YeCKMX LuerieM, a TakKke Ans MCNonb30BaHUA Ha
TeppuTOpUnN MeXayHapoaHoOro MeaMLMHCKOro Krnacrepa
(B pen. Deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE IIpenapaThl MOTYT OBITH BBe3eHBI B Poccuiickyro denepanuto 6e3 yuera TpeOOBaHUi,
MIpe1yCMOTPEHHBIX yacTsiMu | - 4 crateu 47, ctatbsimu 48 u 49 Hacrosmero denepanbHOro 3aKkoHa, €CJIM OHU
MpeIHa3HAYEeHbl JUIS:

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) au4HOTO MCHOJB30BaHUS (PU3MUECKUMHU JUIaMH, NpuObBIIMME B Poccuiickyto ®denepanuto. [Ipu
sToM BBO3 B Poccuiickyro denepainio JeKapCTBEHHBIX MPENapaToB, COAEPKAIIMX CHIbHOACUCTBYIOIINE U
(WnM) SIOBUTHIC BEIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CIUCOK CHIIBHOJCHCTBYIOIIMX BEIIECTB JUIS
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LeJIeld YTOJIOBHOTO 3aKoHozarenbcTBa Poccuiickoil @enepanyy U B CIIHUCOK SIIOBUTBIX BEILECTB NS LiENEH
YTOJIOBHOIO 3akoHozarenbcTBa Poccuiickoit ®Penepauuu, yrBep:kaeHHblE [IpaBurensctBom Poccuiickoin
®denepanyy, OCyLUIECTBIAETCS IPU HATMUUU JOKYMEHTOB (3aBEPEHHBIX KONMHM JOKYMEHTOB WM 3aBEPEHHBIX
BBIMMCOK M3 HUX), MOATBEPXKAAOIINX Ha3HAUCHHE (QU3NYECKOMY JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX
MpenapaToB (3a UCKIIIOUEHHEM JIEKapCTBEHHBIX MIPernapaToB, 3aperucTpupoBaHHbix B Poccuiickoit denepannu
U oTmyckaeMbiX B Poccuiickoit Deneparnuu 0e3 perenta Ha JEKapCTBEHHBIN mpemnapat). [loarsepkaaromye
JOKYMEHTBI (MX 3aBE€pPEeHHbIE KOIMM WU 3aBEPEHHBbIE BBIMMCKM M3 HHUX) JOJDKHBI COJEpXKaTh CBEACHHS O
HAaMMEHOBAHMM M KOJMYECTBE Ha3HAUYEHHOI'O JIEKaPCTBEHHOI'O Npenapara. B ciydae, eciu noaTBepkAaromue
JOKYMEHTHI (X 3aBEPEHHBIE KOIIMU WJIM 3aBEPEHHBIE BHIMMCKH U3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE,
K HUM IIPUJIaraeTcs HOTapuaJlbHO 3aBEPEHHBIN MEpEeBO/1 HAa PYCCKUMN SA3bIK;

(n. 1 B pea. ®exnepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCIONB30BaHUS PAOOTHUKAMH JUILUIOMATHYECKOTO KOPIyca WM MPEICTABUTEISIMUA MEXIYHAPOHBIX
OpraHu3anui, akkpeauToBaHHbIX B Poccuiickoit denepanuu;

3) JleyeHust MaccaXkMpoB U YJICHOB SKHUMAXKEH TPaHCHOPTHBIX CPEICTB, MOE3THBIX OpUraJ M BOAMUTENEH
TPaHCIOPTHBIX CPEeACTB, MpUOBIBIINX B Poccuiickyro Penepanutio;
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedyeHHs] yYaCTHUKOB MEXAYHApOIHBIX KyJIbTYPHBIX, CIOPTHBHBIX MEPOIPHUITHA M yYaCTHUKOB
MEXIyHAPOJHBIX YKCIEIULINN;

5) nedyeHHsT KOHKPETHBIX >KMBOTHBIX B 300IapKax, a TakKe >KMBOTHBIX, BBO3UMBIX B Poccuiickyro
®denepanyio 11 y4acTHsl B CIIOPTUBHBIX U 3PENINLIHBIX MEPONIPUATHUSAX;
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) UCIIOIB30BAHUS HA TEPPUTOPUU MEKTYHAPOIHOTO METUIIMHCKOTO KJIacTepa.
(. 6 BBenen denepabHBIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cnyyasix, mpeayCMOTPEHHBIX 4YacThio | HacTosleld CTaTh, AOMyCKaeTcs BBO3 B Poccuiickyro
®denepalluio JIeKapCTBEHHBIX MPENapaToB, He 3aperucTpupoBaHHbIX B Poccuiickoit deneparium.
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE mpenaparbl, NpeIHAa3HAYEHHbIE JUIsI F'YMaHUTapHOM IOMOILIM (COAEHCTBUS) WU
IIOMOIIM MPH YPE3BBIYANHBIX CUTyalMsAX, BBO3ATCA B Pocculickyro denepanno B NMOPSAKE, YCTAHOBICHHOM
[IpaButensctBoM  Poccuiickont ~ @enepanuu.  3ampeniaerca BB03 B Poccuiickyro  Denepanuro
HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENapaToB, NPEJHA3HAYCHHBIX I T'yMaHUTApHOM ITOMOIIU
(comelcTBUS) MM TIOMOILY NP YPE3BBIYAHHBIX CUTYALUSX.

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

Cratba 51. CotpyaHuyecTBO dpeaepanbHOro opraHa MWCNOJSIHUTENbLHOW BRacTy,
YNOSIHOMOYEHHOro B OOnactM TaMOXeHHOro Aena, W APYrMX YNONMHOMOYEHHbIX
¢hepepanbHbIX OpraHOB UCNONTHUTENBLHOW BNacTun

1. YnonmHOMOueHHbIe (eiepabHble OpraHbl UCTIOIHUTEFHON BIACTH MPEIOCTABIISAIOT B paclopsyKeHUe
(denepasbHOrO OpraHa WUCIOJHUTENBHOW BIIACTH, YNOJHOMOYEHHOIO B O0JacTH TaMOXKEHHOTO Jea,
TOCYJTapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, a TAaKKe MH(POPMAIUIO O BBIIAHHBIX Pa3peIICHUSX Ha
BBO3 KOHKPETHOW MapTUM JIEKAPCTBEHHBIX CPEIACTB B CIydasX, yYCTAHOBJIICHHBIX 4YacTbl0 3 crarbu 47
HacTosero denepanbHOro 3aKoHa.
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2. ®denepanbHBIA OpraH HCIOTHUTEIBHOW BIIACTH, YMOIHOMOYEHHBIH B OOJACTH TaMOXEHHOTO Jela,
nHQOpMHUPYET YyKa3aHHBIE B YacTH | HACTOAINIEH CTaThbU YMOJTHOMOYEHHBIE (eaepalibHble OpraHbl
HCIOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro ®enepauuio U BbIBO3E
JIeKapCTBEHHbIX cpelncTB u3 Poccuiickoit ®enepauuu no ¢opme M B MOPSAKE, KOTOPHIE YCTaHOBJIECHBI
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Mnaea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratbsa 52. OcyuwecTBneHue chapmaueBTUYECKON AEATENTbHOCTHU

1. @apmaneBTUyecKas JEATEIBHOCTh  OCYILECTBISAETCS OpraHu3alMsIMU  ONTOBOM  TOPTOBIIU
JIeKapCTBEHHBIMM CPEJCTBAMH, ANITEYHBIMU OPTraHU3ALMSIMM, BETEPUHAPHBIMHU ANTEUHBIMU OPTraHU3ALMSIMH,
WH/MBUYaTbHBIMU TPEANPUHUMATEISIMHE, UMEIOIIMMHU JIMIIEH3UI0 Ha (DapMaleBTUUECKYIO AESTelIbHOCTbD,
MEIMLIMHCKUMH OPTraHU3alUsAMH, UMEIOIIMMH JIMICH3UI0 Ha (PapMamneBTUUECKYIO NIeATeNIbHOCTh, U HX
000COOJICHHBIMH TTOJIpa3/IeIeHUsIMI  (aMOymaTopusiMu, (eNbIIIepCKUMH U (HeNTbIIIePCKO-aKyIIePCKUMHU
MyHKTaMH, LEeHTpaMu (OTAeJIeHHUsIMH) oO0miei BpaueOHOW (ceMelHOM) MpaKTHKH), PacHOJOKEHHBIMU B
CEJIbCKUX HACEJICHHbIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT AalTE€4YHblE OpPraHHU3aLlUU, U BETEpUHAPHBIMU
OpraHu3alUsIMH, UMEIOIUMHU JHUILIEH3UI0 Ha (papMalleBTHUECKYIO 1eATeIbHOCTb.

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

2. ®uU3MYECKUe JIMIa MOTYT OCYHIECTBIIATh (papMaleBTUUECKYIO JEATENbHOCTh NPU HAJTMYUU BBICIIETO
WIn cpenHero (apManeBTHUECKOro 00pa3oBaHMsA M CepTU(HKATA CIEIHMAINCTA, BBICIIETO WM CPEIHETO
BETEpUHAPHOTO 00pa30BaHUs U CEpTH(PHKATA CIICIUAINCTA, a TAKXKE BBICIIETO WIH CPEIHETO MEIUITTHCKOTO
o0pa3oBaHus, cepTH(UKaTa CIEIHUANNCTa U JOIOJHHUTEIBHOIO NpodeccHoHaIbHOro 00pa3oBaHUs B YacTH
PO3HMYHON TOPrOBIM JICKAPCTBEHHBIMH IIperapaTaMd TIpU YCJIOBHM UX paboTel B 00OCOOJIEHHBIX
MOJIpa3/IeIeHUSIX MEUIIMHCKIX OPraHU3alfii, YKa3aHHBIX B 4aCTU | HACTOSIIEH CTaThH.
(vactsp 2 B pen. @enepanbHoro 3akoHa oT 27.07.2010 N 192-D3)

Cratba 53. MNpopaxa, nepepnaya NeKapCTBEHHbIX CPenCTB OpraHM3auusiMm OnNTOBOW
TOProBny fieKapCTBEHHbIMU CpeaAcTBaMU

1. Opranuszanuu ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMHM CPEACTBAMH MOTYT OCYILECTBIATh HPOAAXKyY
JIEKapCTBEHHBIX CPEACTB UM IIepeaaBaTh UX B YCTAHOBICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit @enepannu
MOPSIIKE:

1) apyrum opraHu3anusaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) NpOU3BOIUTENSAM JICKAPCTBEHHBIX CPEJCTB JUIs 1iesIell IPON3BOACTBA JIEKAPCTBEHHBIX CPEJICTB;

3) anTe4yHbIM OpraHU3aLUSAM U BETEpUHAPHBIM allTEYHbIM OpraHU3aALUsAM;

4) HAay4YHO-UCCJICAOBATCIILCKUM OpraHu3aluiaM IJIs HayQHO-HCCHCHOBaTQHBCKOﬁ paGOTH;

5) MHIUBUIYATBHBIM TPEIIPUHUMATESIM, UMEIOIINM JIMIICH3UI0 Ha (apMalleBTUYECKYIO JIEATEIBHOCTh
WY JIMLUEH3UI0 HA MEIUIIMHCKYIO JEATEIbHOCTD;

6) MEIMIIMHCKUM OpraHU3alusAM, BETEpUHAPHBIM OpPTaHU3alHsIM;
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7) opranu3anysiM, OCYICCTBIIAOIINUM Pa3BCACHUC, BbIpAIIUBAHNUE U COACPKAaHNUC ) KUBOTHLIX.

2. OpraHuzaiuy ONTOBOM TOPTOBJIM JIGKAPCTBEHHBIMU CPEJICTBAMM OO0S3aHBl XPAHUTh 3aKYIUIEHHYIO
(hapMareBTHYECKYI0 CyOCTaHIINIO CIUPTA 3TUIOBOTO (3TaHOJA), OCYILECTBIISATh €€ peau3alfio Wi Iepeady
B YCTaHOBJICHHOM 3aKoHoAarenbcTBOM Poccuiickoit denepanuu NOpsAIKE OpPraHU3alUsM, YKAa3aHHbIM B
nyHkTax | - 7 yactu 1 HacTosmel cTaThH, B Tape 00beMoM He Oosiee 1 ymTpa.

(dactpb 2 BBenena denepaibHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 54. MpaBnna onTOoBOW TOProBfiu JNIeKapCTBEHHbIMU CpeacTBaMu

OnToBas TOProBJid JEKAPCTBECHHBIMU CPCACTBAMHU OCYHICCTBIIACTCA IMPOU3BOAUTCIAMHA JICKAPCTBCHHBIX
CpE€ACTB U OpraHu3alusaIMHU ONTOBOM TOProBJIW JICKAPCTBEHHBIMU CPCACTBAMH 110 IIpaBUJIaM Hazmemameﬁ
TUCTPUOBIOTOPCKON MPAKTUKMU M IIPaBUJIaM HaJJIeXalled MPaKTUKU XpaHEHHs U MEePEBO3KU JIEKapCTBEHHbIX
IpenapaToB, YTBEP)KACHHBIM  COOTBETCTBYIOIIUMH  YIOJIHOMOYEHHBIMU  (ellepajbHbIMH  OpraHaMu
HCIIOJIHUTENIBHOM BIIACTH.

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

Cratbs 55. nOpHAOK pO3HM‘IHOI:1 TOProBIun nekapCTtBeHHbIMU NpenapatamMmum

1. Po3HMuHas TOProBis JIEKAPCTBEHHBIMU MpenapaTaMM B KOJMYECTBAX, HEOOXOIUMBIX JJIs
BBITOJIHEHHUST BpadyeOHBIX ((enpaIIepckux) Ha3HAuUCHWM WM Ha3HAYCHMH CHEIHMaINCTOB B 001acTH
BETEpUHAPUH, OCYIIECTBISETCA aNTeYHbIMH OpPraHU3alMsIMU, BETEPUHAPHBIMU ANTEYHBIMUA OpraHU3alUsIMHU,
WH/IWBUIYaTbHBIMHA TIPEANPUHAMATEISIMHA, WMEIONIMMHU JIMIICH3UI0 Ha (DapManeBTHYECKYIO AESTEIbHOCTD,
MEJIUIMHCKUMH OPTaHU3AIMSIMH, WMCIOIIMMHU JIMIICH3UI0 Ha (PapMameBTUYECKYIO NeATeNbHOCTh, W HX
000CO0OJIEHHBIMHU  TTOApA3ACICHUSIMU  (aMOyJaToOpusiMi, (ETbIMIEPCKUMU U (PENbAIIePCKO-aKyIIIEPCKUMU
NyHKTaMH, IIeHTpamMu (OTIeNeHusMH) oOImeld BpauyeOHON (ceMeilHOW) MpaKTUKH), PACIONIOXKEHHBIMU B
CEeNIbCKUX HACENICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTE€4YHbIE OpPraHMU3allUU, U BETEpUHAPHBIMHU
OpraHu3alMsIMHM, HWMEIOMIMMHU JIMIEH3UI0 Ha (DapMaleBTHUECKyIO AEATeNbHOCTh. PaspemieHa po3HUYHAS
TOPrOBJIS TOJIBKO JIEKAPCTBEHHBIMHU IIperapaTaMu, 3aperucTpupoBaHHbIMH B Poccuiickoilt @enepannu win
W3TOTOBIICHHBIMH ~ allTeYHBIMH  OpTaHU3AIMsIMHA,  BETCPHUHAPHBIMH  alTEUYHBIMH  OPTaHU3AIMSIMH,
UHMBUAYQIBHBIMU TPEIIPUHUMATEISIMA, UMEIOIIMMHU JIMLEH3UI0 Ha (DapMaleBTHUECKYIO JAEATENIbHOCTb.
Po3HnuHas TOProBiIsl JIEKAPCTBEHHBIMU INpernapaTaMu OCYIIECTBISIETCS 10 MIPaBUIaM HaJulexalled anTeuyHon
MPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJTHUTEIHHOMN BIACTH.

(B pen. @enepanbHbix 3aKk0oHOB 0T 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

2. Buzbl anTeyHBIX OpPTaHU3alMiA U TIPaBUIIa OTITYCKA JICKAPCTBEHHBIX MPEMapaToB IS MEIUIIMHCKOTO
MPUMEHECHHS alTCYHBIMH OPTaHHU3AIMSIMY, WHIUBHIYTHHBIME TTPEIITPHHAUMATEIIMHI, UMEIONTUMHE JTHIICH3UIO
Ha (apMaleBTHUYECKYIO JEATEIBHOCTh, a TaKKe IpaBUja OTIYCKa JIEKAPCTBEHHBIX NpPENapaToB s
MEIUIIUTHCKOTO IPUMEHEHHUSI MEIUITUHCKIMH OPTaHU3aIIUSIMK, HMEIOIIUMU JIMIICH3UIO Ha (DapMalleBTHUECKYFO
NEeSTeNbHOCTh, W WX O00OCOOJICHHBIMHM  MojApasfeneHusMu (amOymaropusmMu, QENbAIIEPCKUMH U
(benpamepcKo-aKymepckKuMy  IMTyHKTaMH, IeHTpaMu  (OTAeNeHusMU) oO0med BpaueOHOU (CeMeiHOM)
MIPAKTUKH), PACIIOJIOKCHHBIMU B CEIIbCKMX HACEICHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT aNTCYHBIC
OpTaHH3AINH, YTBEPIKIAFOTCS YIOJTHOMOYCHHBIM (eIepabHBIM OPTaHOM HCIIOTHHTEILHON BIACTH.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEACTB U ICUXOTPOIHBIX BEIIECTB, 3apPErMCTPUPOBAHHBIX B
KauecTBE JIEKAPCTBEHHBIX IPENapaToB, JEKapCTBEHHBIX IPENapaToB, COAEPIKALIUX HAPKOTHUYECKUE CPEICTBA
U TICUXOTPOIHBIE BEUIECTBA, YTBEPXKIAIOTCS YHOJIHOMOYEHHBIM (hefepalbHbIM OPTraHOM HCIIOJHUTEILHON
BJIACTH TI0 COTJIACOBAHMIO C (pellepabHBIM OPTaHOM HCIOJHHUTENBHOW BIACTH, YIOJIHOMOYEHHBIM B cdepe
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BHYTPEHHHUX 7.
(B pen. ®enepanbuoro 3akoHa ot 03.07.2016 N 305-03)

4. JlekapCTBEHHBbIE IIpenapaThl A BETEPUHAPHOIO MPHUMEHEHUS MOJIEkKAT OTIYCKY BETEpUHAPHBIMU
anTEeYHbIMM OPraHU3alMsAMM, BETEPUHAPHBIMU OPraHHU3alUsMH, WHIWBHUIYaJIbHBIMHM MPEIIPUHUMATEIAMU,
HMMEIOLIUMHU JIMLEH3UIO Ha (papMalieBTUUECKYIO JIeATeIbHOCTh. [IpaBuia oTmycka JIeKapCcTBEHHBIX MPEnapaToB
JUIs ~ BETEPUHAPHOTO  NPUMEHEHUS  YTBEPXKJAIOTCS  YIOJIHOMOYEHHbIM  (eAepalibHbIM  OpPraHoM
VCIIOJIHUTENILHOM BIIACTH.

5. IlepeyeHb METUITMHCKUX OpPTaHHU3AINI, UMEIONINX JIMIIEH3UIO Ha (apMalleBTUYECKYIO JIeATEIbHOCTD,
1 X 000COOJICHHBIX MOApa3iencHuii (amOynaTopuit, penpamepcKkux U QelbIIepcKo-aKymepCKuX MyHKTOB,
LIEHTPOB (oTHeneHui) oliel BpaueOHOM (CeMEMHOM) MPAKTUKH), PACTIONOKEHHBIX B CEITbCKUX HACEIEHHBIX
MMyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTCUHBIC OPraHU3aIli{, a TAKXKE IMEePEUYCHb JICKAPCTBCHHBIX MPENapaToB
(32 HUCKJIIOYEHHUEM HAPKOTHYECKMX JICKAPCTBEHHBIX IIPENapaToB M ICHXOTPOIHBIX JIEKAPCTBEHHBIX
npenapaToB), MPOJaka KOTOPHIX MOXKET OCYIIECTBIIATHCS YKa3aHHBIMU OpPraHU3aIMIMU U UX 000CO0JICHHBIMU
MOJIPA3JCICHUsMY, YCTAaHABIMBAIOTCS OpraHaMH WCIOJIHUTENBHONH BIACTH CyObeKTOB Poccuiickoit
®denepauuu.
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

6. AnTteuHnle opranu3anvii, WHAWUBUAYAJIBHBIC TPCANPUHHUMATEIIN, HWMCIOINNWEC JIMOCH3UWIO Ha
(bapManeBTHYECKYIO AEATEIBLHOCTh, 00s3aHBI oOecrneynBaTh yTBepkAeHHBIN IlpaButenscTtBoM Poccuiickoit
®enepauuu U HOPMHPYEMBI B YCTAaHOBIEHHOM UM TOPSIKE MHHUMAIBHBIA aCCOPTHMEHT JIEKapCTBEHHBIX
MpernaparoB, HEOOXOAUMBIX JUIS OKa3aHHUsI MEAUIIMHCKOM MOMOILH.

(dactsp 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTe4yHble OpraHu3allid, WHAWNBUAYAIbHBIC TPEINPHHUMATEIN, WMCIOIIHE JIUIEH3UI0 Ha
(hapMareBTHUECKYIO JIeATCIIEHOCTD, HAPSAAY C JICKAPCTBCHHBIMU TperapaTaMi MMEIOT MPaBoO MPHOOpeTaTh U
NpOJIaBaTh MEIUIMHCKHUE HM3JIENHs, JC3MHPHUIMPYIONINE CPEICTBA, MPEIMETh U CPEICTBA JTUYHOW TUTHUEHBI,
NOCYly JUIsl MEIUIIMHCKUX IIeJIel, MpPeIMEThl M CPEICTBa, MpeIHa3HAuCHHbIC /IS yXoJa 3a OOJIbHBIMH,
HOBOPOXKJECHHBIMU U JIETbMHU, HE JTOCTHUTIIIMMH BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CPEICTBA yXO/a 3a HEH,
MUHEPAJILHBIC BOBI, MPOAYKTHI JIEYOHOTO, JETCKOTO M JUETHYECKOTO NMUTAHHS, OMOJOTUYECKH AKTHBHBIC
no0aBku, TapPrOMEpHBIE M KOCMETHYECKHE CpEACTBA, MEIAWIMHCKHE W CAaHUTAPHO-NPOCBETHTEIHHBIC
TeYaTHbBIC W3/IaHUs, IPeTHA3HAYCHHBIC JIJIS TIPOTIaraHbl 3J0POBOTO 00pa3a KHU3HU.

(B pen. deaepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-D3)

8. [lesTenbHOCTB anTeuHbIX opranu3anuii Boopyskennsix Cui Poccuniickoit denepannu, Ipyrux BOWCK,
BOMHCKHX (OPMHUPOBAaHUI M OpPraHoB, B KOTOPBIX 3aKOHOJAATeNbCTBOM Poccuiickoit ®Penepauuu
IPEAyCMOTPEHO IPOX0XKICHUE BOCHHOH CIIy>KObI 1 (e/lepalbHON FOCYAapCTBEHHOM CITyKOBbl, CBI3aHHOM C
MIPAaBOOXPAHUTEIBHON  JCATENBHOCTBIO, pPErJIaMEHTHpYyeTCsl HacrosumuMm  DenepalbHbIM - 3aKOHOM |
YTBEP’KACHHBIMU COOTBETCTBYIOIIMMH (efepalbHbIMU OpraHaMHU HCIOJHUTEIBHON BIACTH MOJOKEHUSMHU.
Kontpons 3a coOmtofeHHMEM yKa3aHHBIMU — alTE€YHbIMM  OpPraHU3ALUSAMM  IOJIO)KEHHH  HACTOSILEro
®denepanbHOTO 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (pellepaibHbIMM OpraHaMU HMCIIOJHUTEIbHON
BJIACTH.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

CrtaTtbsa 56. M3roToBneHmne n oTnyck fekapcTBeHHbIX NpenapaTos

1. MHsrorosienue JICKApCTBCHHBIX IPCIApPATOB  AIlITCUHBIMU OpTraHHU3alUsIMHU, BCTCPHUHAPHBIMHU
AllTCUHBIMU  OpraHU3alusIMU, HWHIAUBUAYAJIbHBIMHA MNPCANPUHUMATCIAMA, HWMCIOINMMU JIMOCH3UWIO Ha
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(I)apMaI_ICBTI/I‘ICCKy'IO ACATCIIBHOCTb, OCYHICCTBIIACTCA II0 PCHCITAM HaA JICKAPCTBCHHBIC IIPCIIapaThbl, II0
TpeGOBaHI/IHM MCIHUIMHCKHUX OpFaHHSaHHﬁ, BCTCPHUHAPHBIX Opl"aHI/ISaLII/Iﬁ B COOTBCTCTBHUU C IIpaBUIIaMU
H3TrOTOBJICHUA W OTIIYCKaA JICKAPCTBCHHLIX IMPEHapaToB, YTBCPKACHHBIMU YIIOJTHOMOYCHHBIM q)eﬂepaJIBHHM
OopraHomM HCIIOJIHUTEILHON BIACTH.

2. Ilpu W3rOTOBJIICHWH JICKAPCTBEHHBIX MPEMAPATOB alTEYHBIMH OpPTaHU3AIUSIMH, BETCPUHAPHBIMHU
anNTeYHbIMH OpTraHU3AlMSIMHM, WHIUBUIYaJbHBIMUA MPEANPUHUMATENSAMUA, HWMEIOIUMH JIMIIEH3UI0 Ha
(apMaleBTHUECKYIO0  JEeSTENIbHOCTh, HCIONB3YIOTCS  (apMaleBTUYECKUe CyOCTaHIMHM, BKJIIOYCHHBIE
COOTBETCTBEHHO B TOCYJAPCTBEHHBIA PEECTp JEKAPCTBEHHBIX CPEACTB JUJISI MEIUIIMHCKOTO NMPUMEHEHUS U
TOCYJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOIO MPUMEHEHUS B YCTaHOBJICHHOM
nopsiake. He momyckaercs WM3roTOBIIGHME AaNTEYHBIMU OPraHU3alUsIMH, BETEPUHAPHBIMH aANTECYHBIMU
OpraHU3aNUAMHU, UHANBUIYATBHBIMU TPEANPUHAMATEISIMHA, UMCIOIIMMH JIUIICH3UI0 Ha (DapMareBTHYECKYIO
JeSITeNIbHOCTD, JIEKaPCTBEHHBIX MPENapaToB, 3aperucTpupoBaHHbix B Poccuiickoit denepanuu.

3. MapkupoBKa JIEKApCTBEHHBIX MpPENapaToB, M3TOTOBIEHHBIX AaNTEYHBIMH  OPTaHU3ALMIMH,
BETEpUHAPHBIMU aNTEYHBIMM OpPTaHU3ALUSAMH, WHIUBHUIYaJbHBIMH TPEANPUHUMATEISIMH, HWMEIOIIUMHU
JHMIEH3WI0 Ha (apMaleBTUYECKYl0 JEATelNbHOCTb, W O(OPMIIGHHE TaKUX TpEnapaToB JIOJDKHBI
COOTBETCTBOBATH MIPaBUJIaM, YKa3aHHBIM B YacTH | HACTOSIIEN CTaTbHU.

4. AnTeuyHble  OpraHuM3allid, BETEPUHAPHBIE  aNTEYHbIE  OpraHW3aldHd, HWHIUBUIYaIbHbIE
MpEeANPUHUMATENN, UMEIOIIHE JIMIICH3MI0 Ha (hapMalleBTHUECKYIO JEATEIbHOCTh, HECYT OTBETCTBEHHOCTH 32
HECOONIOICHHE TIPaBUJ M3TOTOBJIICHHS U OTIyCcKa JIEKapCTBEHHBIX IMPEMapaToB B COOTBETCTBUU C
3aKoHOJaTenbCcTBOM Poccuniickont denepannu.

Cratbsa 57. 3anpeweHue npoaaxu anbcuuUUMpOBaHHbIX NEKapCTBEHHbIX CPeacTs,
HeAo0bpoKa4YeCTBEHHbIX JIeKapCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NlIeKapCTBEHHbIX CPeAcTB

Hpona;xa q)aJ'ILCI/I(I)I/II_[I/IpOBaHHBIX JICKApCTBCHHBIX CpPCICTB, HeﬂOGPOKaHGCTBeHHHX JICKApCTBCHHBIX
CpCacTsB, KOHTpa(I)aKTHLIX JICKApCTBCHHBIX CPCACTB 3alpCIIACTCA.

CraTtbAa 58. XpaHeHue nekapCTBEHHbIX CpeacTB

1. XpaHeHue JeKapCTBEHHBIX CPEJICTB OCYILECTBIIAETCS NPOM3BOIUTENSIMH JIEKAPCTBEHHBIX CPEICTB,
OpraHu3alMsIMM  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMM  CpPEICTBAMH, aNTEUYHbIMH OpraHU3alUsMH,
BETEPUHAPHBIMU allTEYHBIMU OpPraHM3aLUsAMH, WHIWBUIYAJIbHBIMU MPEANPUHUMATENSAMH, HMEIOIUMHI
JJUIOCH3UK Ha Cl)apMaLIeBTI/I‘ICCKYIO ACATCIIBHOCTL WJIM JIMIOCH3HWIKO Ha MCAUIMUHCKYIO OCATCIbHOCTD,
MEIUIIMHCKUMU opraHu3anusamMu, BCTCPUHAPHBIMU OopraHru3alnsIMu n HWHBIMH OopraHu3anusMu,
OCYIIECTBIISIIOIMMHU  OOpallleHue JIEKApCTBEHHBIX CpPEICTB. XpaHEHHWE JIEKapCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOI'O MPUMEHEHUS OpraHu3alUsIMU U UHAWBUAYAIBbHBIMU MPEANPUHUMATENSAMHU B CIIydasiX, €ClU
OHHU MCIIONIB3YIOTCS UCKIIIOUUTEIBHO NMPH Pa3BEIEHUH, BBIPALIUBAHUU, COAEPKAHUM M JEYCHUU >KUBOTHBIX,
MOJKET OCYIIECTBIATHCS 0€3 MOTyUeHHs JTUIEH3UN Ha (papMalleBTHUECKYIO JeSTEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. [lpaBuna xpaHeHUs JIGKAPCTBEHHBIX CPEJICTB YTBEPKIAIOTCS COOTBETCTBYIOUIUM YIIOTHOMOYEHHBIM
(henepabHBIM OPTaHOM UCITOJTHUTEIILHON BIACTH.

3. XpaHeHHE HApPKOTUYECKHUX JIEKApCTBEHHBIX CPEACTB, IICUXOTPOINHBIX JIEKAPCTBEHHBIX CPEACTB,
panuodapmManeBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB OCYLIECTBISAETCS B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccuiickoit denepanuu.
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Cratba 58.1. [lpeaMeTHO-KONIUYECTBEHHbLIN Y4YeT JieKapCTBEHHbIX CpeacTB Ans
MeaANLUUHCKOro npuMmeHeHusA
(BBeneHa denepanbHbIM 3aK0OHOM OT 25.12.2012 N 262-D3)

1. Hep CUYCHb JICKApPCTBCHHBIX CpEaAcCTB JJIA MECIHUIIMHCKOT'O IPUMCHCHUA, oAJIC)KaIIuX
MPEAMETHO-KOJIUUCCTBCHHOMY yuery, YTBCPKAACTCA YIIOJIHOMOYCHHBIM Cpez[epaanbIM OpraHomM
HUCIIOJTHUTEILHOM BIIACTH.

2. Tlopsimox BKIIOYEHHUS JIEKAPCTBEHHBIX CPEACTB JJIS MEIUIMHCKOTO TPUMEHEHHUS B TEpeyYcHb
JICKAPCTBEHHBIX CPEIACTB JUIsI MEAWIIMHCKOTO TPHUMEHEHUS, MMOISKAIUX MPEIMETHO-KOITHYECTBEHHOMY
y4eTy, YCTaHABJIMBACTCS YIIOJIHOMOYEHHBIM (PelepaibHbIM OpPraHOM HWCIOJHUTEIBHON BJIACTH  TI0
COTJTACOBaHUIO ¢ (efiepaIbHBIM OPTaHOM UCTIOJHUTEILHOW BIIACTH, YIIOJHOMOYCHHBIM B c)epe BHYTPCHHUX
Iell.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KONMYECTBEHHBIN yUET JIEKAPCTBEHHBIX CPEACTB JUIsl MEAULIMHCKOTO NIPUMEHEHMSI BELYT
MIPOU3BOJUTENN JICKAPCTBEHHBIX CPEICTB, OPraHMU3alMd ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTeyHble OpraHU3allK, UHANBUIyalIbHbIE IPEINIPUHUMATENN, UMEIOIINE JINLIEH3UI0 Ha (apMalleBTUYECKYIO
JEATEIbHOCTh WJIM JIMIEH3UMK0 HAa MEIULMHCKYK JESITeNbHOCTh, W MEIULMHCKUE OpraHU3allNH,
OCYILECTBIIAIOLIME OOpallleHHe JICKapCTBEHHBIX CPEJICTB A MEIUIUHCKOIO HPUMEHEHHs, IyTeM
perucTpanuu Jo0bIX CB3aHHBIX C UX OOpallleHHeM oIepauui, Py KOTOPBIX U3MEHSETCS X KOJIUYECTBO U
(M) cocTosiHUE, B CIELMAIBHBIX JKypHajlaX y4yeTa OIepaluii, CBA3aHHBIX C OOpallleHHeM JIeKapCTBEHHBIX
CPEJCTB AJIl MEAULIMHCKOIO IPUMEHEHUS (J1ajiee - CIIELMATIbHBIE KYPHAJIbI).

4. TlpaBwiia perHCTpalik OIEpaIfii, CBSA3aHHBIX C OOpalleHWeM JIEKaPCTBEHHBIX CPEICTB JUIS
MEIMIMHCKOTO TPUMEHEHUS, BKJIIOYEHHBIX B TIE€PEYEHb JIEKAPCTBEHHBIX CPEICTB MJI1 MEIUIIMHCKOTO
IIPUMEHEHUS, NOMICKAIIUX PEAMETHO-KOJIMYECTBEHHOMY YYETy, B CIELMAJbHBIX XypHAJIaX MW IIpaBuia
BEJICHUSI U XPaHEHUs CIEUUaIbHBIX KYPHAJIOB YTBEP)KIAIOTCS YHNOTHOMOYEHHBIM (heepaabHbIM OpPraHOM
HCIIOJIHUTEIBHOM BJIACTH.

5. Koutpomp 3a coOdrofeHHeM TpaBUI PETUCTPAIMK OMNEpaldii, CBSI3aHHBIX C OOpameHreM
JICKAPCTBCHHBIX CPCACTB IJII MCAUIMHCKOI'O MPUMCHCHMS, BKIIFOUCHHLIX B MIEPCUYCHDb JICKAPCTBCHHBIX CPCACTB
a1 MEOUIOUHCKOr0 IMPUMCHCHUA, MNOAJICKAINHUX MPEAMETHO-KOIMYCCTBCHHOMY YUYCTYy, B CICHHAJIBHBIX
KypHaJax, a TakKe 3a COONIOIEHHEM IIPAaBUII BEACHUS U XPaHEHUs CIIEUAIbHBIX KYPHAJIOB BO3JIaraeTcs Ha
YIOJIHOMOYEHHBIE (hefiepalibHble OpraHbl MCIOJHUTEIBHOM BIACTH M OpraHbl HCIOJHUTENBHOW BIAcTH
cyobektoB Poccuiickoii ®enepaninu, OCYIIECTBISAIONIME JMIEH3UPOBAHHE MPOM3BOJCTBA JIEKAPCTBEHHBIX
CpcacTs, Q)apMaueBaneCKoﬁ ACATCIIBHOCTH H MGHHHHHCKOﬁ ACATCIIBHOCTH, U OCYHICCTBJIACTCA B paMKax
JUIEH3UOHHOTO KOHTPOJIS.

Mnasa 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPECTB
CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUS NleKapCTBEHHbIX CPeACcTB

1. HemoOpokayecTBeHHBIE JIGKAPCTBEHHBIE CPEACTBA, (albCUPUIIMPOBAHHBIC JIEKAPCTBEHHBIE CPECTBA
MOJUTeXKAT M3IBATHIO M3 OOpamleHuss W YHHYTOKCHHIO B TOPSAKE, YCTAaHOBJICHHOM [IpaBUTENBCTBOM
Poccuiickoit ®enepanmu. OCHOBaHMEM [UI YHHUYTOXKEHHS JIEKAPCTBEHHBIX CPEJCTB SIBISAETCS pPELICHUE
BJIaJIeJIblIa JIEKAPCTBEHHBIX CPEJICTB, PELIEHUE COOTBETCTBYIOUIETO YIIOJIHOMOYEHHOTO (peepabHOTO OpraHa
WCTIOJTHUTEJILHOM BIACTH WU pEIlIeHHUE Cy/a.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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2. KonTpadakTHble JI€KapCTBEHHBIE CPEJCTBA MOAJISKAT UIBATUIO U3 OOpAIEHUs U YHUUYTOXXEHHUIO IO
pemenuto cynaa. Ilopsaok yHHUTOXEHHMS KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEACTB YCTaHABIUBAETCS
IIpaBurensctBoM Poccuiickoit denepanumu.

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

3. Pacxoapl, cCBsI3aHHBIE C  YHUYTO)KEHHEM  KOHTpPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEeI0OpOKAaYeCTBEHHBIX  JIEKAPCTBEHHBIX  CPEICTB, (aJbCU(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
BO3MEILAIOTCS UX BJIAJIEIBLEM.

4, Bnaz[eneu JICKApCTBCHHBIX CPCACTB HOJIZKCH IPCACTABUTH B yHOJ'IHOMO‘-IGHHBIfI (I)eﬂepaHBHLII\/II opraH
HCIIOJIHUTEILHON  BJACTHU JOKYMCHT WJIM 3aBCPCHHYKO B YCTAHOBJIICHHOM IIOPAAKEC C€ro  KOIIUIO,
MMOATBCPIKAAIOIIUC (paKT YHHUYTOKCHHSA JICKAPCTBCHHBIX CPEACTB.

5. CooTBeTCTBYIOUIMI YIIOJIHOMOYEHHBIN (efepanbHbli OpraH MCHOJHUTENIBHON BIIACTH, MPUHSABIIUI
peleHre 00 YHHUTOKEHUH JIEKapCTBEHHbBIX CPEICTB, OCYIIECTBIIAET KOHTPOJIb 33 UX YHUUTOKEHHEM.

6. VYHMUYTOXXEHHE  JIEKAPCTBEHHBIX  CpPEACTB  INPOM3BOAUTCA  OpPraHM3alMsIMHM, HMEIOIUMU
COOTBETCTBYIOIIYIO JIUICH3HIO, HA CHEHAIbHO OO0OPYJOBAaHHBIX IUIOLIAJIKAX, MMOJUTOHAX U B CIELHATBHO
000pYJIOBaHHBIX TIOMEIIEHUSAX C COONMIOJIeHHEeM TpeOOBaHWMM B 00JAaCTH OXpaHbl OKPY)KAIOLIEH cpenbl B
COOTBETCTBHUHU C 3aKOHOAATENbCTBOM Poccniickoit denepanun.

7. HapxoTuyeckue  JIEKapCTBEHHBIE  CpPEACTBA, IICUXOTPOINHBIE  JIEKAPCTBEHHBIE  CPEJCTBA,
pamuodapMareBTHIECKUE JEKapCTBEHHBIE CPEICTBA YHUUYTOXKAIOTCS B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM
Poccuiickoit deneparuu.

Mnasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NNIEKAPCTBEHHBbBIE NMPEMNAPATbI ANnA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. NlocynapcTBeHHOE perynupoBaHue LeH Ha fieKapCTBEeHHble npenapartbl Ans
MeAMLIMHCKOro NpuMeHeHus

['ocynapcTBeHHOE peryiupoBaHKe 1IEH Ha JEKAPCTBEHHbBIC MPENapaThl JIsl MEIUIIMHCKOTO MPUMEHEHHS
OCYIIECTBIISIETCS IOCPEACTBOM:

1) yrBepxnenust IlpaBurensctBoMm Poccuiickoit ®denepanyu nepedHss >KU3HEHHO HEOOXOIUMBIX U
Ba)XKHEHIIIMX JIEKAapCTBEHHBIX MPENapaToB, KOTOPbIH cHOPMUPOBAH B YCTAHOBICHHOM UM IOpsAKE HA OCHOBE
KOMIUIEKCHOM OLIGHKM JIEKAPCTBEHHBIX IPENapaToB, BKIKYAs aHalIU3 CBEACHUH O CpPaBHUTEIBHON
KIMHUYECKOH 3((HEeKTUBHOCTH U 0E30MacHOCTH JIEKAPCTBEHHOI'O CPEJICTBA, OLEHKY 3KOHOMHUYECKHX
IIOCJIEACTBUM IIPUMEHEHMs JIEKAPCTBEHHOI'O CpEACTBA M M3YyYEHHME JONOJHUTEIBHBIX IIOCIEICTBUU
IIPUMEHEHHUS JIEKAPCTBEHHOT'O CPECTBA;

(n. 1 B pea. ®exaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXKIEHHUsI METOAUKH YCTAaHOBJIEHUS [IPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IIPENAapaToB NpeeIbHbIX
OTIIyCKHBIX IIEH Ha JIEKAPCTBEHHBIE Ipemnaparbl, BKIIOYEHHBIE B IEPEYeHb >KU3HEHHO HEOOXOIUMBIX M
BOXHEHIINX JICKApPCTBEHHBIX NpPENapaToB, a TakKXe BHEIAPEHHUS MEXaHHU3MOB (OPMHUPOBAHUS CHUCTEMbI
pedepeHTHBIX IIeH;

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

3) ToCyaapCTBEHHOM PETHCTpPallud YCTAaHOBJICHHBIX MPOU3BOJUTEISIMU JICKAPCTBEHHBIX IpEnapaToB
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IMPEACIIbHBIX OTIYCKHBIX HEH Ha JICKAPCTBCHHLIC TMIPENaparbl, BKIOYCHHBIC B IMCPEUYCHb IKHU3HCHHO
HCOGXOI[I/IMBIX 1 BaXKHEUIIINX JICKAPCTBCHHBIX MPCIIapaTOB;

4) BeneHuss TOCYJApCTBEHHOIO pEecTpa MPEJENIbHbIX OTIYCKHBIX II€H IPOU3BOAMUTENEH Ha
JIEKapCTBEHHBIC TMperaparbl, BKIIOUYEHHBIE B TEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M  BaKHEHIINX
JIEKapCTBEHHBIX IPENapaToB;

5) yTBepXAeHUS METOJIMKH YCTAaHOBJIECHUS OpraHaMu HCIOJHUTENbHOM BiacTu cyObekToB Poccuiickoit
@enepanyii MpeaeNbHbIX Pa3MEpOB OMNTOBBIX HAA0ABOK W MpeNeibHBIX Pa3MEpOB PO3HUUYHBIX HAI0aBOK K
(haKTUYECKUM OTMYCKHBIM II€HaM, YCTAaHOBICHHBIM MPOU3BOAUTEISIMU JICKAPCTBEHHBIX IpEnaparoB, Ha
JICKapCTBCHHBIC TMIpemapaThl, BKIIOYEHHbIC B IEPEUYCHb JKU3HCHHO HEOOXOMUMBIX U  BaKHEHIIHMX
JIEKapCTBEHHBIX MPETapaToB;

6) yCTaHOBJICHHS TPEACIbHBIX Pa3MEPOB OINTOBHIX HAJA0aBOK M MPEAEIBHBIX Pa3MEPOB PO3HUYHBIX
HaJ0aBOK K (aKTUYECKHUM OTIYCKHBIM [I€HAM, YCTAHOBJICHHBIM TPOU3BOJUTEISIMH JIEKAPCTBEHHBIX
mpernapaToB, Ha JIEKapCTBEHHbIE TMpenaparhl, BKIIOUEHHBIE B TIEpPEeYeHb >KU3HEHHO HEOOXOIMMBIX U
BAKHEMIIMX JIEKAPCTBEHHBIX MPENapaToB;

7) yTBEpKIEHHUS TMOPSAJKA BBIIAYM MPEINUCAHUN OpraHaM WCIHOJHUTEIBLHON BIACTH CYOBEKTOB
Poccuiickoit ®@enepaumu O NPHUBEACHUM B COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoii deneparuu
perieHuit 00 yCTaHOBJICHUH MPECIBHBIX PA3MEPOB ONTOBBIX HAT0ABOK W MPEACIBHBIX Pa3MEPOB PO3ZHUYHBIX
HaJ0aBOK K (AKTUYECKHUM OTIYCKHBIM [I€HAM, YCTAHOBJIGHHBIM TPOU3BOJUTEISIMH JIEKAPCTBEHHBIX
mpernapaToB, Ha JIEKapCTBEHHbIE TMpenaparhl, BKIIOUEHHBIE B TIEPEYCHb >KU3HEHHO HEOOXOIMMBIX U
BAKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, €CIIM OHU MPUHATHI C HApYLIEHUEM 3aKOHOAaTeNnbcTBa Poccuiickoi
®denepauuu, B Iopsiike, ycraHoBiieHHOM lIpaBurensctBoM Poccuiickoit denepanuu;

8) HampaBlieHUs YIOJTHOMOYEHHBIM (efepalbHbIM OpPraHOM HWCIIOJTHUTEIHHOW BIIACTH OpraHaM
WCIIOJIHUTENIbHOM BiacTH cy0bekToB Poccuiickoit denepannu npeanucaiuii 0 NpuUBEACHUN B COOTBETCTBUE C
3aKoHOJaTeNbcTBOM Poccuiickoii ®enepaurl NPUHATHIX C HapyIICHUEM 3aKOHOJATeIbCcTBa Poccuiickoi
®denepatnyu pemieHn 00 yCTaHOBIEHUH MPEIEIbHBIX Pa3MEPOB ONTOBBIX HaJ0AaBOK U MPEENbHBIX pa3MepOB
PO3HUYHBIX HaJA0AaBOK K IIEHAM Ha JIEKapCTBEHHBIC Mpenaparhbl, BKIIOUEHHBbIC B TMEPEUYCHb KUIHEHHO
HEO0OXOUMBIX ¥ BOXKHEUIIIHNX JICKAPCTBEHHBIX MPENapaToB;

9) ocymecTBieHus (heaepaTbHOr0 TOCYIapCTBEHHOTO Haa3opa B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEJICTB U PETHOHAILHOTO TOCYIAPCTBEHHOTO KOHTPOJIS 32 MPUMEHEHUEM 1IEH Ha JICKAPCTBEHHBIE MTpenapaThl
COOTBETCTBEHHO YIOJHOMOYEHHBIMHU (efepalbHBIMU OpraHaMH HCIIOJIHUTEIBHONM BJIACTM M OpraHaMu
UCTIOMTHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu coriacHO HMX KOMIIETEHIIMU B TIOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepamnuu;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npumeHeHMs  NpPEAYCMOTPEHHBIX  3aKoHojaTesnbcTBOM  Poccuiickoit ~ ®Denepauuu  Mep
OTBETCTBEHHOCTH 3a HapylIEHHE MOpsi/iKa 1IeHOOOpa30BaHMs HA KMU3HEHHO HEOOXOJUMbIe U BakKHEWIINE
JIeKapCTBEHHbIE IIPEapaThl.

Ctratbsn 61. locymapcTBeHHasi perucrpauus ycTaHaBNMMBaeMbiX MPOU3BOAUTENAMMU
neKapcTBEeHHbIX NpenapaToB NpeaesibHbIX OTNYCKHbIX LEeH Ha reKapCTBeHHble npenaparhbl,
BKINMlOYeHHble B nepevyeHb >XW3HEeHHO H906XO,D,VIMbIX M BaXHeWULUxX JNNeKapCTBEHHbIX
npenaparoB
(B pen. denepanbroro 3akoHa ot 08.03.2015 N 34-03)
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1. YcranaBiauBaeMble MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENapaToB MpeeibHbIe OTITYCKHbIC LICHBI Ha
JICKapCTBCHHBIC TMIpemapaThl, BKJIIOYEHHBIC B IE€PEUYCHb JKU3HEHHO HEOOXOMUMBIX W  BaKHEHIIHMX
JIEKapCTBEHHBIX TMPEMNapaTroB, IMOJUIEKAT TOCYJapCTBEHHONW pPErucTpallui B TMOPSAKE, YCTAaHOBJICHHOM
[IpaBuTenscTBOM Poccuiickoi denepanuu.

(dgactp 1 B pen. @enepanbHoro 3akoHa ot 08.03.2015 N 34-D3)

2. Ha ocHoBaHMM MOAAHHOTO 10 1 OKTSAOpS Ka)KJOTO roja 3asiBICHUS MPOU3BOAUTEINS JIEKAPCTBEHHBIX
MpernapaToB, BKIOYCHHBIX B MEPEUCHb KU3HEHHO HEOOXOUMBIX U BaXKHEHIIIHMX JIEKAaPCTBEHHBIX MPENaparosB,
3apEeTUCTPUPOBAHHAS  TIpEJCNibHAsl OTIYCKHAash 1I€Ha Ha JICKAPCTBEHHBIM TMpernapaT MOXKET ObITh
MepeperucTpupoBaHa OAMH pa3 B KaJCHIAPHOM TOJy B TMOpsAKEe, ycTaHOBIeHHOM [IpaBHUTENbCTBOM
Poccuiickoit deneparumn.

(dactp 2 B pen. @enepanbHoro 3akoHa ot 08.03.2015 N 34-D3)

2.1-2.2. Yrpatuiu cuity ¢ 1 uronst 2015 rona. - @enepanbubiii 3akoH ot 08.03.2015 N 34-03.

3. Pacuer mpenenbHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTAX | W 2 HacTosmied cTaThbu, NMpU HUX
FOCY/JApCTBEHHOW PETMCTPAlMM WM TNEPEPErUCTPald OCYLIECTBISIETCS B COOTBETCTBUU C METOJIMKOM,
yTBep)kaeHHOM [IpaBurensctBoM Poccniickoin denepaniii U yYUTHIBAOIIEH, B YACTHOCTH:

1) cobOmonenue OanaHca HHTEPECOB NOTpeOUTENEH JIeKapCTBEHHBIX IpPEnaparoB, BKIIOUYEHHBIX B
IepeyeHb JKU3HEHHO HEOOXOMUMBIX W BaXHEHIIMX JICKAPCTBEHHBIX IIPENapaToB, M IPOU3BOAUTEICH
JEKapCTBEHHBIX MpENapaTroB, BKIIOYEHHBIX B TMEpeUeHb JKU3HEHHO HEOOXOAWMBIX M BaKHEUIIHX
JIeKapCTBEHHBIX MpEnapaToB;

2) (akTUdecKkylo OTIyCKHYIO ILIEHY Ha JIGKapCTBEHHBIE Mpemnapartsl B Poccuiickoit denepanuu, LeHy
BBO3a JIEKAPCTBEHHbIX mnpenapatoB B Poccuiickyro ®Denepanuio, a TakkKe L[EHbI HAa aHAIOTUYHBIE
JIEKapCTBEHHBIE TIPeTapaThl, HaxosaIrecs B oopamnieHuu B Poccuiickoit @enepanmu;

3) 3aTpaThl MPOU3BOJAUTENA JIEKAPCTBEHHOrO IIperapaTta Ha MPOU3BOACTBO M  pealld3allHio
JIEKapCTBEHHOT'O Iperapara;

4) neHy Ha JeKapCTBEHHBIN MpenapaT HHOCTPAHHOTO MPOM3BOJICTBA, €TI0 LIEHY B CTPaHe MPOU3BOAUTEIS
U B CTpaHaxX, B KOTOPBIX IpernapaT 3aperucTpUpoBaH U (WJIM) B KOTOPBIE IOCTABIISICTCS HWHOCTPAHHBIM
MIPOU3BOAUTEIIEM.
(uactp 3 B pen. @enepanbroro 3akoHa oT 08.03.2015 N 34-03)

4. He nomyckaroTcsi peayi3aiidsi U OTHYCK JICKAPCTBEHHBIX IMPENapaToB, BKIIOYCHHBIX B IEPEUYCHB
KU3HEHHO HEOOXOMUMBIX M BaXHEHIINX JIEKAPCTBEHHBIX MIPENapaToB, Ha KOTOPBIE MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX MpENapaToB HE 3aperMCTPUPOBAHA MpeleNibHAs OTIYCKHAs LI€Ha, peaju3alus U OTIYCK
HpOI/ISBOI[I/ITGJISIMI/I JIeKapCTBeHHBIX HpenapaTOB 110 ncHam, HpeBBIIJ_IaIOH_II/IM 3apeFI/ICTpI/IpOBaHHBIe
HpGI[CJ'II)HLIC OTHyCKHBIC IICHBI HA J'IeKapCTBCHHBIC npenapaTH.

(wactp 4 BBemeHa denepanmpHbiM 3akoHOM OT 08.03.2015 N 34-®d3; B pen. denepanpbHOro 3akoHa OT
03.07.2016 N 350-®3)

5. Oco0eHHOCTH TOCYJapCTBEHHOTO PETyIUpOBaHMs NpPEAETbHBIX OTIYCKHBIX IIEH Ha JIEKAPCTBEHHBIE
IpernapaTsl, BKJIOUYEHHBIC B IEpeUeHb )KU3HEHHO HEOOXOUMBIX U BaXKHEHIIINX JIEKapCTBEHHBIX PENapaToB, B
3aBUCHUMOCTH OT SKOHOMMYECKUX U (MJIM) COLMAIBHBIX KPUTEPUEB (M3MEHEHUE YCJIOBUM, MOpsAKa U
CTOMMOCTH TIPOU3BOCTBA JIEKAPCTBEHHBIX MpPENapaToB, UCTIOIB30BaHUE HOBBIX (POPM, METOJOB U CHOCOOOB
TrOCYJapCTBEHHOTO PETYJIMPOBAHMS 1IEH Ha JIEKapCTBEHHBIE IIPENaparsl, B TOM YUCJIE HA OCHOBE MEXAHHM3Ma
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pedepeHTHOr0 11eHOOO0Pa30BaHMsI, W3MEHEHUN TMOpsAKa OKa3aHWs METUIIMHCKOM TMOMOIIM, W UWHbIE
W3MEHEHHUs1) ycTaHaBiauBatoTcs [IpaBurensctBoM Poccuiickoit deaeparuu.
(uactp 5 BBeneHa denepanbHbpiM 3aK0HOM 0T 08.03.2015 N 34-D3)

Cratba 62. TocyaapcTBEeHHbIN peecTp npeAenibHbIX OTNYCKHbIX LEeH npousBoauTteneun
Ha JeKapcTBeHHble Mnpenapartbl, BK/IIOYEHHble B Mepe4vYeHb XU3HEHHO HeobxoAuMbIX U
BaXXHEMLUUX NeKapCTBEHHbIX NpenapaToB

1. 3apeI‘I/ICTpI/IpOBaHHBIe NpCACIIbHBIC OTITYCKHBIC IICHBI HAa JICKAPCTBCHHBIC MPCIIApaThl, BKIIFOYCHHBIC B
MNEPCUCHb XKU3HCHHO HGO6XOI[I/IMI)IX U Ba)KHEHUIIINX JICKApPCTBCHHLIX IIp€HIapaToB, IMOAJICKAT BKIFOYCHHUIO B
FOCYHapCTBeHHBIﬁ peecTp NpEaACIbHBIX OTIYCKHBIX IICH npomBongeneﬁ Ha JICKApCTBCHHBIC IIpC€riapaTthl,
BKJIFOUCHHBIC B IIEPCUCHDb JKU3HCHHO H606XOI[I/IMI)IX 1 BaXKHEHIIINX JICKApCTBCHHLBIX IIPC€IIapaToB.

2. TocymapCTBEeHHBIH peecTp MpeAeabHBIX OTIMYCKHBIX I[E€H MPOM3BOAMTENCH Ha JIEKapCTBEHHBIC
Mpenaparhl, BKJIOUYCHHBIC B MIEPEUYCHD KU3HCHHO HEOOXOJUMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENapaToB,
COJICPKUT B ce0Oe CIeIYIONIY0 HHPOPMAITHIO:

1) HamMeHOBaHWE IepXaTeisi WIM BIAJeNblla PETUCTPAIIIOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara, HauMEHOBaHUE TIPOU3BOUTEINS JIEKAPCTBEHHOTO TIperapara, CBEICHHUS O PETHCTPALNH JAePiKaTels
WIN BIIAJICNblIa PETUCTPALMOHHOTO YAOCTOBEPEHUS JICKApPCTBEHHOI'O IperapaTa, CBEICHHS O PErHCTPAIiy
NPOM3BOAUTENS  JICKAPCTBEHHOTO  Ipemapara sl MEAWIMHCKOTO  NpPUMEHEHHS B  KadecTBe
HAJIOTOIIATENbIINKA B CTPAaHE PETUCTPAlUM (11 POCCUMCKUX FOPUAMYECKUX JIML - UACHTU()UKAMOHHBINA
HoMmep Hanoromnatensiiuka (MHH), s MHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa pEeTUCTpAIHH,
HAaMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, PEeruCTPAlMOHHBIA HOMEp, KOJ HAaJOrOIUIATENbIINKA B CTpPaHE
peructpanyu  (MHKOPIOPAIMK) WM €ro aHaJoT), MECTO HaXOXKICHHS IPOW3BOJACTBEHHBIX IIIOMIA/IOK,
y4JacTBYIOIIMX B IPOIECCe IPOM3BOACTBA JICKAPCTBEHHOI'O IperapaTa, C yKa3aHWEM CTaJuH Mpolecca
TIPOU3BOJICTBA;

(m. 1 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HaUMEHOBaHHWE JIEKAPCTBEHHOro  Ipemnapara (MEXAyHapoJAHOE  HENaTEeHTOBAHHOE,  WJIHU
IPYNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMEp PerucTPaMOHHOTO YJOCTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara;

4) nexapcTBeHHas (hopMa ¢ yKa3aHHEM JIO3MPOBKH JIEKAPCTBEHHOI'O Ipernapara M €ro KOJIM4YecTBa BO
BTOPUYHOM (TIOTPEOUTENBbCKOIT) yITaKOBKE, a TAKKe KOMIUIEKTHOCTB;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MpeeIbHas OTITYCKHAs IIeHa B PyOIIsiX;

6) mata W HOMEp TpHKa3za YIOJHOMOYEHHOTO (elepabHOTO OpraHa HCIIOJHUTEIFHONW BIIACTH O
rOCYJIapCTBEHHON pPETUCTpalii, TEPEepPEerucTpaluy IPEIeIbHOW OTIYCKHOW IICHBI Ha JIEKapCTBEHHBIN
npenapar, BKIIFOYCHHBIH B IEPEYCHb )KU3HEHHO HEOOXOIUMBIX M BXKHEUIINX JIEKAPCTBEHHBIX MPEapaTos;

(m. 6 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7) WTPUXOBOM KOJ, HAHECEHHBIH HA BTOPHUYHYIO (MOTPEOUTENIHCKYIO) YIAKOBKY JIEKAPCTBEHHOTO
Ipernapara;
(n. 7 BBeaeH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)
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8) KO JEeKapCTBEHHOIO Tpernapara IO aHAaTOMO-TEPaNeBTHUYECKO-XUMUYECKON Kilaccu(uKaimm,
PEKOMEHI0BAaHHOW BceMupHOM opraHu3alneit 31paBoOXpaHEHNUS.
(n. 8 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

3. TocynmapcTBeHHasi perucrpanus TMpeaeTbHBIX OTIMYCKHBIX II€H Ha JIEKapCTBEHHBIE IIpemnaparthl,
BKJIIOYCHHBIC B TIEPEUYCHb KU3HCHHO HEOOXOJMMBIX M BAKHEWINNX JIEKAPCTBEHHBIX IPENapaToB, BEICHHE
rOCYJJapCTBEHHOT'O peecTpa MPEAeNIbHbIX OTIYCKHBIX LIEH MPOU3BOJIMTEICH Ha JIEKAPCTBEHHBIE IMpENapaThl,
BKIIIOUEHHbIE B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaXXHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
OCYILIECTBIISIFOTCS B MOpsAJIKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuniickort denepanmu.

Cratbsa 63. YcTaHOBNeHue opraHaMu UCMONMHUTENBLHOW BNacTu cyobekToB Poccunckon
depepaumn npeaenbHbIX pa3MepoB ONTOBbIX HaabaBOK WM  npeaenbHbIX pa3MepoB
PO3HMYHbIX HaA6aBOK K  (paKTUY4ECKMM  OTNYCKHbIM  LeHaM, YCTaHOBJI€HHbIM
npousBoAUTENSMU FNeKapCTBEHHbIX MpenapaToB, Ha neKapcTBeHHble npenapaTtbl Ans
MeAULMHCKOro NpMMeHeHuns

1. Opransl UCTIOTHUTEIBHON BiacTH cyOBekTOB Poccuiickoit deneparuy ycTaHaBIMBAIOT MpEIEIbHBIC
pa3Mepbl ONTOBBIX HaJA0aBOK U TMpeiesibHbIe pa3Mepbl PO3HUYHBIX HAJA0aBOK K (DAKTHMUECKUM OTIYCKHBIM
LIEHaM, YCTaHOBJICHHBIM IIPOM3BOJUTEISIMM JIEKAPCTBEHHBIX IIPENapaToB, Ha JICKAPCTBEHHBIE IIpENaparsl,
BKJIIOYEHHBIE B IIepeYeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEWMIIMX JIEKAPCTBEHHBIX IIpernapaTroB, B
COOTBETCTBUU C YTBEPKIECHHON B IOpsake, ycraHOBiIeHHOM IlpaBurensctBoM Poccuiickonn denepauuu,
METOJMKON YCTaHOBJIGHUSI OpraHaMU HCIOMHHUTEIbHON Biactu cyObekToB Poccuiickoit ®Penepanuu
MPEEeNbHBIX Pa3MEpPOB ONTOBBIX HAI0ABOK W MPEIENbHBIX Pa3MEpPOB PO3HUYHBIX HAJA0aBOK K (DaKTHIECKUM
OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOW3BOJMUTEISIMH JIEKAPCTBEHHBIX IPENapaToB, Ha JICKAPCTBEHHBIE
npenapaThsl, BKIIOUEHHbIE B [IEPEYECHb )KU3HEHHO HEOOXOAMMBIX U Ba)XKHEHINNX JIEKapCTBEHHBIX IpenapaToB.
[IpoekTh! penieHnit OpraHoB UCIIOJIHUTENBHON BIacTH cyObekToB Poccuiickoit @eneparnuu 06 ycTaHOBICHUN
U (MIM) WM3MEHEHMM MpPEeJeNIbHBIX pa3MEepoB OINTOBBIX HAJA0aBOK M MPEICNIBbHBIX Pa3MEpPOB PO3HUYHBIX
Haj0aBOK K (AKTHMYECKHMM OTIyCKHBIM II€HAaM, YCTAHOBJIEHHBIM HPOM3BOJUTEISIMH JICKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B IME€PEUEHb >KU3HEHHO HEOOXOAMMBIX U
BOKHEHIIUX JIEKQpPCTBEHHBIX IMpernapaToB, IMOAJEXKAT COIJIaCOBaHMIO C  (efepalbHbIM  OpPraHOM
UCIIOJIHUTENILHOW ~ BJIACTH, YNOJHOMOYEHHBIM OCYIIECTBJIATH IIPABOBOE pEryjlupoBaHHe B cdepe
rOCYJJapCTBEHHOTO peryiupoBaHus LeH (Tapu¢oB) Ha TOBapbl (yCIyru), B TOpPSJKE, YCTAaHOBJIEHHOM
[IpaBurensctBoM Poccuiickoit denepanuu.

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

2. Opranuzanuu ONTOBOM TOpProBau W (WIM) anTeyHble OpraHu3allud, WHAUBUAYaJIbHbIE
HIpPEIIPUHIMATENN, UMEIOIUE JIMIEH3HIO Ha (DapMalleBTUUECKYIO IEATEIIbHOCTD, OCYIIECTBISIOT PeaIn3alluio
JIEKapCTBEHHBIX IpENapaToB, BKIIOYEHHbIX B IE€PEYEHb JKU3HEHHO HEOOXOIUMBIX U  Ba)KHEHIIMX
JIeKapCTBEHHBIX MPENapaToB, MO II€HaM, YPOBEHb KOTOPBIX HE MPEBBIIIAET CyMMY (aKTHUECKOW OTITyCKHOH
LIEHbl, YCTaHOBJICHHOW IIPOMU3BOAMTENIEM  JICKAPCTBEHHBIX  IPENApaToB M  HE  IPEBBILIAIOIIEH
3aperuCTPUPOBAHHOM MPENIEIbHOM OTITYCKHOM IIEHBI, U pa3Mep ONTOBON HaI0ABKH U (MIIH) pa3Mep pO3HHYHON
HaJ0aBKH, HE IMPEBBIIAIOLINE COOTBETCTBEHHO pa3Mepa IpelelbHOM ONTOBOM HaaOaBKu M (WJIM) pa3Mepa
npeieIbHON POZHUYHON HaZ0aBKH, YyCTaHOBJIEHHBIX B cyObekTe Poccuiickoit deneparuu.

3. Opranbl HCIOJHUTEIBHOM BJIACTH CYOBeKTOB Poccuiickoii ®enepanuu pa3MenialoT B CETH
"MuTepHeT" WK OmyOIUKOBBIBAIOT WH(GOPMAIIMIO O 3apPETUCTPUPOBAHHON MpeNelbHON OTIMYCKHOMN IIeHe Ha
JICKapCTBEHHBIC TIpemapaThl, BKIIOUEHHBIE B TMEPEUCHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHNX
JIEKapCTBEHHBIX IpenapaToB, 00 YCTaHOBIEHHBIX B cyOBbekTe Poccuiickoit denepannu pazMepe mpeaenbHon
ONTOBOW Ha/I0aBKU U (WJIK) pa3Mepe MpeaebHON PO3HUYHOM Ha0aBKU K YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
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JIEKapCTBEHHBIX MPEenapaToB (PaKTUUECKUM OTITYCKHBIM II€HaM Ha JIEKapCTBEHHBIE TIPeraparThl, BKIIOYSHHbBIE B
MepeueHb KU3HEHHO HEOOXOIMMBIX W BaXKHEHIINUX JICKAPCTBEHHBIX MPEMapaToB, U 00 yKa3aHHOW B 4acTH 2
HacTosimed cratbu cymme. VHbopmanus, mpeayCMOTpeHHash HACTOSIIEH YacThio, JOJDKHA Pa3MelaTbes
TaK)Ke€ B aNTEYHBIX OPTaHM3ALMAX B JOCTYNHOW Ui CBEIACHHS BCEX 3aMHTEPECOBAHHBIX JHIl (Qopme U
OOHOBJISITBCS 110 MEpe €€ OIMyOIMKOBAHMSL.

4. IlpunsaTeie C HapylieHHEM 3aKoHojaTenbcTBa Poccuiickoir @Denepanuy pelieHUs OPraHoB
UCTIOMTHUTENBHON BiacTu cyObekta Poccuiickoit ®enepani 00 yCTaHOBIEHHH TMPEIEIbHBIX pPa3MepOB
ONTOBBIX HAJ0aBOK W TPEICIbHBIX Pa3MEpPOB PO3HUYHBIX HA0ABOK K 3apeTrHCTPUPOBAHHBIM MPEIEIbHBIM
OTIIyCKHBIM IICHaM Ha JICKApCTBEHHBIC MpEeraparhl, BKIIOUEHHBIC B MEPEUCHb KXKU3HEHHO HEOOXOAMMBIX U
BOKHEUIINX JIEKAPCTBEHHBIX MIPEMapaToB, MOAJIEKAT OTMEHE B CYJIeOHOM MOPSIIKE.

nasa 13. MOHUTOPUHI 3®DPEKTUBHOCTU U BE3OINACHOCTHU
NNEKAPCTBEHHbBIX NMPEMAPATOB, HAXOOALUMXCA B OBPALLEHUNA
B POCCUNCKOU ®EOEPALINA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 64. PapmakoHaa3op
(B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. HeKapCTBeHHBIC nmpenaparbl, HaXOIAIIUCCA B 06paH_ICHI/II/I B Poccuiickoit (Dez[epaum/l, noJJiexKar
MOHHUTOPHUHTY 3(1)(1)€KTI/IBHOCTI/I 1 0€30MacHOCTH B OCJIAX BBIABJICHHUSA BO3MOKHBIX HCTATHBHBIX HOCJIGI[CTBI/Iﬁ
X MNPHUMCHCHUA, HHI[PIBI/II[Y&J'IBHO?I HCIICPCHOCUMOCTH, NPCAYNPCIKACHUA MCEAUIUHCKHUX pa6OTHI/IKOB,
BCTCPHUHAPHBIX CIICHHUAIIMCTOB, MAIIMCHTOB HWJIM BJIAACIBLEB JKUBOTHBIX UM WX 3aIlIUTBI OT IMPUMCHCHUA TAKHX
JICKApPCTBCHHBIX IIpC€IIapaToB.

2. ®apMakoOHaI30p OCYIIECTBIISIETCS COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (heiepabHbIM OpPraHOM
UCTIOJHUTENIBHOM BIIACTH B YCTAHOBJICHHOM MM IMOpSAKE IyTeM aHaln3a MpPeJoCTaBiIsgeMOi CyObeKTamu
oOpalieHus: JIEKapCTBEHHBIX CPEICTB MHPOPMALMU O MOOOYHBIX JCHCTBUSAX, HEXKEIATEIbHBIX PEaKIHIX,
CEpbE3HBIX HEXKEJIaTeNbHbIX PEAKIUAX, HEMPEABUACHHBIX HEXKENATeNIbHbIX pPEaKUMsIX NpU HPUMEHEHUU
JIEKapCTBEHHBIX IMpernapaToB, 00 WHAMBUAYAJIbHONH HENEPEHOCUMOCTH, OTCYTCTBUHM 3()(PEeKTUBHOCTU
JIEKapCTBEHHBIX IIPENapaToB, a Takke 00 MHBIX (aKTax U 0OCTOATENbCTBAX, IPEICTABIAIONIMX YIPO3y KU3HU
WIN 3710pPOBBIO YEJIOBEKa MO0 HKUBOTHOIO MPHU MPUMEHEHHUHU JIEKAPCTBEHHBIX MPENapaToB U BHISIBICHHBIX Ha
BCEX ATarnax oOpaleHus JeKapCTBeHHBIX MpenapaTtoB B Poccuiickoit deneparyu u Ipyrux rocy1apcTBax.

3. CyObekThl 00pallleHHs JEKApCTBEHHBIX CPEACTB B MOPSAKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIOJIHUTENFHOW BIIACTH, 00s3aHBI COOOIIATH B YMOJHOMOYEHHBIH (henepanbHbIi
OpraH HCIIOJHUTEIBHON BJIACTU O TOOOYHBIX JEWCTBUAX, HEXKENIATeIbHBIX pEaKIUsAX, CEPbE3HBIX
HE)KEJIATCIIBHBIX PEaKLUAX, HENPEIBUICHHBIX HEXKEJIATCIBHBIX PEAaKIHAX IPU MPUMEHEHHH JIEKAPCTBEHHBIX
npenapaToB, 00 WHAMBHUIYalbHOM HENEPEHOCUMOCTH, OTCYTCTBHUM 3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
MpenaparoB, a Takke 00 MHBIX (akTax U 0OCTOATENIBCTBAX, MPEACTABIAIONINX YIPO3Y KU3HU WU 3710POBBIO
YenoBeKa JIMO0O0 JKMBOTHOTO MpPHU NMPUMEHEHUH JICKApCTBEHHBIX IpENapaToB M BBIABICHHBIX Ha BCEX 3Tamax
oOpallieHus JIeKapCTBEHHBIX IpernapatoB B Poccuiickoit @enepaiuu U Apyrux rocy1apcTBax.

4. JlepkaTteau WIM BiIaJeiblbl PErHMCTPALIMOHHBIX YAOCTOBEPEHUHN JIEKapCTBEHHBIX IIPEraparos,
IOPUIMYECKUE JIUIA, HA UMsI KOTOPBIX BBIJAHbI Pa3pelIcHMs Ha NPOBEACHUE KIMHUYECKUX HCCIICIOBAHUN B
Poccuiickoit deneparyu, 1100 yNoOJIHOMOYEHHbIE UMU ApPYTUe IOpUINYECKUE JIHMLA B paMKax oOecredeHus
0€30IaCHOCTH  JIGKApCTBEHHBIX  MPENapaToB B MOPSAJKE, YCTAHOBJICHHOM  COOTBETCTBYIOILIUM
YIIOJIHOMOYEHHBIM (pesiepanibHbIM OpPraHOM HCHOJIHUTEIBHOM BIIACTH, 0OS3aHbI OCYIIECTBIISATh NPUEM, YUET,
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00paboTKy, aHAJIN3 U XpaHEHHUE MMOCTYMAIOLINX B UX a/ipec 0T CyObEKTOB 0OpaIlleHus JIEKAPCTBEHHBIX CPEJICTB
U OpraHoB TOCYJapCTBEHHON BIIACTH COOOIICHMHA O MOOOYHBIX JEHCTBUAX, HEKEIATENbHBIX pPEaKIUsX,
CEpbE3HBIX HEKENATEJIbHBIX M  HENPEABUACHHBIX HEKEIATEJIbHBIX pEeakUusAX NpU [PUMEHEHUU
JIEKapCTBEHHBIX IMpenapaToB, 00 OCOOEHHOCTAX MX B3aUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMU
npernapaTamM, WHAMBUAYyaJIbHONH HENEPEeHOCUMOCTH, a Takke 00 HHbIX ¢akTax U OOCTOATENbCTBAX,
NPEACTABISIOMUX YIPO3Y KU3HU WM 3/I0POBbIO YEJIOBEKA JIMOO KMBOTHOI'O WM BIMSIOIUX HAa U3MEHEHUE
OTHOILIEHUS 0’KHJAEMOM IOJIb3bl K BOZMOKHOMY PUCKY NIPUMEHEHMS JIEKAPCTBEHHBIX NIPENIAPATOB.

5. Ilpu BeIABIEHMM HWHGOPMAIMA O CEPbE3HBIX HEXKEIATENbHBIX pPEAKLUUAX U HEMpeaABHICHHBIX
HE)KEJAaTeNbHbIX peakIusX INpud TNPUMEHEHUH JIEKapCTBEHHBIX MpemnapaToB, 00 OCOOEHHOCTSIX UX
B3aUMOJICUCTBUS C IPYTMMH JICKAPCTBEHHBIMM IIperapaTaMy, UHANBUAYAJIBHON HEIEPEHOCUMOCTH, a TaKkKe
00 uHBIX (aKTax U OOCTOATENbCTBAX, BIUSIOIIUX HA W3MEHEHHE OTHOIIEHUS OXHJIaeMOM MOJb3bl K
BO3MOKHOMY  PHUCKYy IPHUMEHEHHSA JICKApCTBEHHBIX  IIPENApaToB, JACp)KaTe€ld WA  BIAACIIbLbI
PETMCTPALIMOHHBIX YAOCTOBEPEHUN JICKAPCTBEHHBIX IPENApaToB, HOPUAUYECKUE JIMIA, HA MM KOTOPBIX
BBIJIaHBl pa3pellieHus Ha MpPOBEACHUE KIMHUYECKUX uccienoBanuii B Poccuiickoit ®epepauuu, mubo
YIIOJIHOMOYEHHBIE UMH JPyTUe IOPUAMYECKHUE JHIa 00sS3aHbl IPUHATH MEPHI, HAIIPABJICHHbIE HA YCTPAaHCHHE
HETaTUBHBIX ITOCJIEICTBUM NMPUMEHEHHUs TAaKMX JICKAPCTBEHHBIX MPENAPATOB, MPEAYNPEKICHUE PUUNHEHUS
Bpe/a *U3HU WIN 30OPOBBIO YeJIOBEKa JINOO KUBOTHOTO, 3aIIUTY UX OT MPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
IpenapaToB, Ha JONOJHUTEIbHbIN cOOp JaHHBIX 00 3(h(HEeKTUBHOCTH U GE30MACHOCTH TaKUX JIEKAPCTBEHHBIX
[Ipenaparos.

6. 3a HecooOIlleHne WM COKPBITHE HHQPOPMAIMH, NMPETyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThH,
JIepKATEI WIM BIIAJICINIbIbl PErUCTPALMOHHBIX YJIOCTOBEPEHHI JIEKAPCTBEHHBIX MPENapaToB, IOPUINYECKUE
JWIA, HA UM KOTOPBIX BBIJIAaHBI Pa3pelleHUsT Ha MPOBEACHUE KIMHUYECKUX HCCIIEIOBaHUN B Poccuiickon
®denepannn, TMO0 YIOJIHOMOYCHHBIC MU JPYTUE IOPUINICCKUE JIUIA, a TAK)KE TIOJDKHOCTHBIC JINIA, KOTOPBIM
aTa uH(pOpMaIMs cTaja U3BECTHA MO POAY HMX NMPO(ECCHOHATBLHON ACATEIHPHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickont denepannu.

7. Ilpu moJy4YeHHH YTOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJHHUTENBHON BIIACTH B paMKax
ocyliecTBIeHHs UM (papMakoHaA30pa JOKa3aTelbCTB O HECOOTBETCTBUU JICKAPCTBEHHOIO IIperapaTa
YCTQHOBJICHHBIM TpPEOOBAaHUSM WM TIpU TOJNydYeHHUH HWHPOPMAIMM O HECOOTBETCTBHHM JAaHHBIX 00
3G GEKTUBHOCTH U O O€30MACHOCTH JICKapCTBEHHOIO Ipernapara JaHHBIM O JIEKapCTBEHHOM IIpernapare,
coJiepXKalMMCs B MHCTPYKLMHU IO €ro NPUMEHEHHUIO (B TOM 4YHCIE BBIABICHHBIX B XOJI€ OCYILECTBJICHUS
(dapMakoHaa30pa KOHTPOJIbHO-HAJ30PHBIMU OpPraHaMM MHOCTPAHHBIX TOCYAAPCTB), YIOJHOMOYEHHBIN
(benepanbHBIl OpraH MCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM MM MOPSJIKE pacCMaTpUBAET BOIPOC O
MIPUOCTAHOBJIEHUHU IIPUMEHEHUS TAKOr'0 JIEKAPCTBEHHOI'O IIperapara.

Cratbs 65. [puocTtaHoBNeHMe NPUMEHEHUs NIeKapCTBEHHOro npenapara
(B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Ilpu monydeHuu uHPOpPMALMKM O HEXKENATENbHBIX PEAKIMAX MPU NPUMEHEHUH JIEKapCTBEHHOTO
npernapaTa, HE YKa3aHHbIX B HHCTPYKLMHM IO TNPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipenapara, Cepbe3HbIX
HEeXeJIaTeNbHbIX pPEaKIUsIX, 00 OCOOEHHOCTSAX €ro B3auMOJEHCTBUS C JAPYTUMHU JIEKAPCTBEHHBIMU
npernapaTamMy, KOTOpble MOTYT MHPEICTABIATh yrpo3y *KU3HU WIH 3JI0POBBIO 4elloBeKa JHOO0 JKUBOTHOTO, a
TaKXe 0 HECOOTBETCTBUHU JAHHBIX 00 3(PPEKTUBHOCTU U 0 OE30MaCHOCTH JIEKAPCTBEHHOTO IIpenapara JaHHbIM
0 JIEKapCTBEHHOM IIpemnapare, COAEpKallMMCS B HMHCTPYKUMH IO €ro NPUMEHEHUIO, B TOM YHUCIE OT
YIOJIHOMOYEHHBIX OPraHOB MHOCTPAHHBIX I'OCYJApCTB, 0OMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBUU C
COTJIAIICHUSIMH ~ MEXJIY YIOJHOMOYEHHbIM (eJiepallbHbIM  OpPraHOM  HCHOJHHUTENBHOM  BIACTH U
YIOJHOMOYEHHBIMH OpraHaMH MHOCTPAaHHBIX TOCYJapCTB, YIOJHOMOYEHHBIH (enepanbHbIi  Oprax
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UCTIOTHUTENFHOM BJIACTH paccMaTpUBaeT BOMPOC O BO3MOXKHOCTH TMPUOCTAHOBICHUS OOpaIIeHHs TaKoro
JICKapCTBEHHOTO TMpernapara B TMOPSJIKE, YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM (elepaqbHbIM OpraHOM
UCIIOJIHUTEILHOM BJIACTH.

2. Ilpm HeWwcnonHEHMHM WIM HEHAJUIEkKAIIEM HWCIIOJHEHUU JepKaTelsiMUd WIM BJIaJeiablaMu
PErUCTPaIlMOHHBIX yIOCTOBEPEHUI JIEKApCTBEHHBIX IMPENnapaToB, IOPUIUYECKUMHU JIMLAMHU, HA UMSI KOTOPBIX
BBIIaHBl DPA3pelICHUs Ha IIPOBEIEHHE KIMHUYECKUX Hccaenoannii B Poccuiickon denepaunu, Hiau
YIOJHOMOYEHHBIMU UMH JPYTUMH IOPUINYECKUMH JIMLAMH 00S3aHHOCTEH, YCTAHOBIEHHBIX YacTsIMH 3 U 4
cratbu 64 Hacrosero @PenepajgbHOro 3akoHa, JUOO B CiIydasx IPEACTaBICHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (peiepabHBIM OpPraHOM HCIIOJIHUTENPHONW BJIACTH 3aKJIIOYEHHS O HEIOCTOBEPHOCTHU
pe3yNbTaToOB KIMHUYECKOIO HCCIIEOBaHMS JIEKAPCTBEHHOrO Ipemnapara A MEAUIMHCKOrOo MPUMEHEHMS,
KOTOpOE€ OCHOBAaHO Ha pe3yJjbTaTax HPOBEPKM MEIAUIMHCKOW OpraHU3alud, MPOBOJIMBIICH YyKa3zaHHOE
KJIMHUYECKOE MCCICNOBAHUE C HAPYIIEHUWEM IIpaBWJI HaJJIEXKAlleld KIMHUYECKOW NPAKTHKH, U IIPUBEIO K
HOJYYEHUIO HEIOCTOBEPHBIX pEe3yJbTaToOB, JUOO B Cilydyae HEBBIOJHEHUs MPEINUCAHUS, BBIJAHHOTO
YIOJIHOMOYEHHBIM  (pefiepalbHbIM OpPraHOM MCIIOJHHUTEIBHOM BJIAcTH IO UTOraM  OCYUIECTBJICHHUS
BBIOOPOYHOTO KOHTPOJISI KadyecTBa JIEKAPCTBEHHOTO IIperapara, YIMOJHOMOUYEHHBIN QenepaabHblii opraH
WCIIOJIHUTEJIBHON BJIACTH B YCTAaHOBJIEHHOM MM IOPSAJKE paccMaTpuUBaeT BOIIPOC O MPUOCTAHOBJICHUU
MIPUMEHEHHUS TaKOT'0 JIEKApCTBEHHOTO Mpenapara.

3. YnoaHOoMOUYeHHBIH (heaepaibHbId OpraH UCTIOTHUTEIHHOM BIACTH MPH MPECTABICHUN €My CBEICHUIA
O HECOOTBETCTBUU TMPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TpPaBUI  HaAJeXalei
MIPOU3BOJICTBEHHON MPAKTHKYU U (MJU) O HAPYIICHUH JIMIICH3UOHHBIX TPEOOBAaHUMN, KOTOPHIE OBLIN BBISBICHBI
B XOJ/I¢ MPOBEACHUS HWHCIEKTUPOBAHUS TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYLIECTBICHUS
JUIICH3UOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M MPUBEIH MU MOTYT IIPUBECTH K
MIPOU3BOJICTBY JICKAPCTBEHHBIX MPEMApaTOB JIJII MEIUIIMHCKOTO MTPUMEHEHH S, MPUYNHUBIINX HUIH CITOCOOHBIX
OPUYUHUTH BPEJl )KU3HU WIN 3I0POBBIO0 IPAXKIaH, paCCMATPUBAET BOMPOC O MPUOCTAHOBICHUH MPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB s MEAUIUHCKOTO MPUMEHEHHUS B YCTAHOBIEHHOM UM MOPSIKE B CIEIYIOIINX
ClIyyvasix:

1) coctaB M (WMIM) TEXHOJOTHS INPOU3BOACTBA JIEKAPCTBEHHOIO Ipernapara s MEIUIUHCKOro
MIPUMEHEHHUS (C ONMCAaHUEM CTaJil MPOU3BOICTBA) OTIMYAIOTCA OT 3asIBJICHHBIX B PETUCTPALIMOHHOM JI0ChHE;

2) JEeKapCTBEHHBIN mpernapaTr Ijs MEAWIIMHCKOTO TPHUMEHEHUsS TPOW3BEIACH Ha MPOU3BOACTBEHHOMN
IUIOIIAJKE, HE YKA3aHHOW B PETUCTPALIMOHHOM J10ChE;

3) y nOpou3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJTBEPXKIAIOIINE
COOTBETCTBUE KauyecTBa JICKAPCTBEHHOI'O IIpenapara il MEIULUHCKOrO0 INPUMEHEHMs, BBOAUMOIO B
rpaXkIaHCKUI 000pOT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPU €r0 TOCYIaPCTBEHHON PErHCTPALINY;

4) mpon3BOUTENIEM JIEKAPCTBEHHBIX CPEJICTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(denepaabHbIM OPraHOM HCIHOJHUTENIBHON BIACTH CPOK HE YCTpaHEHbl HapyllIeHHs TpeOOBaHUN MpaBUI
HaJUIeKalled MpOU3BOJCTBEHHON MIPAKTUKU U (WJIM) JMLIEH3UOHHBIX TPeOOBaHUM, KOTOPbIE ObLIN BBISBIECHBI B
XOZIe TPOBEIEHUs] WHCIEKTHPOBAHUS IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB WM OCYLIECTBICHHUS
JIMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MIPUBECTH K
MIPOU3BOJICTBY JIEKAPCTBEHHBIX MPETAPaTOB Il MEAULIUHCKOTO MPUMEHEHHSI, TPHYNHUBIIUX UM CTIOCOOHBIX
MPUYMHUTE BpeJl )KU3HU WU 3J0POBBIO I'PaXkK/IaH.

(uacts 3 BBeneHna denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

4. YOTHOMOYCHHBIN (heepalibHbI OpraH UCIIOTHUTEIIBHONW BJIACTH MPU HAJUYHHM Y HETO CBEJACHUH O
HECOOTBETCTBUHM  TMPOM3BOAUTENS]  JIEKAPCTBEHHBIX  CPEACTB  TpeOOBaHUSM  TpaBWI  HaAJexaiei
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

NPOM3BOJICTBEHHOM NMPAaKTUKU U (MJIM) O HapyIIEHUH JMIEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBLIM BBISBICHBI
B XOJ€ MpPOBENEHUS HWHCIEKTUPOBAHUSA NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB WM OCYIIECTBICHUS
JMILIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MIPUBEIH UM MOTYT MPHUBECTH K
MIPOU3BOJICTBY JIEKAPCTBEHHBIX IMPENapaToB Ui BETEPUHAPHOTO MPUMEHEHMs, NPUYUHUBLIMX WIN
CIOCOOHBIX MPUYMHUTH BpPEJ] )KU3HU WIN 3[J0POBBIO )KMBOTHBIX, paCCMaTPUBAET BOIPOC O MPUOCTAHOBIEHUHU
peanu3aniy 1 IPUMEHEHHUs JIEKapCTBEHHBIX IPEnapaToB JUIsl BETEPUHAPHOI'O IPHUMEHEHHS B YCTAHOBIEHHOM
UM TIOPAJIKE B CIETYIOIUX CIIydasx:

1) COCTaB H (I/IJ'II/I) TCXHOJIOTHUA MPOU3BOACTBA JICKAPCTBCHHOI'O INpfrapara i BCTCPHUHAPHOI'O
MNPUMCHCHUA (C OIIMCaHHUEM CTaI[I/IfI HpOI/I3BOIICTBa) OTJINYAIOTCA OT 3a4BJICHHBIX B PCrUCTPAIHMOHHOM JOCHE,

2) nexkapCTBEHHBIM IpemnapaT AJii BETEPUHAPHOTO NPUMEHEHHs INPOU3BEACH Ha MPOU3BOACTBEHHOMN
IJIOIIAIKE, HE YKa3aHHOM B PETUCTPALIMOHHOM JIOChE;

3) y DOpoOM3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJTBEPXKJIAIOIINE
COOTBETCTBHE KayecTBa JIEKAPCTBEHHOTO Npenaparta s BETEPUHAPHOTO TNPUMEHEHHUs, BBOJUMOIO B
rpaXkJIaHCKUI 000poT, TpeOOBAHUSIM, YCTAHOBJICHHBIM IIPU €0 TOCYIapCTBEHHON PErHCTpallny;

4) Ipon3BOIUTENEM JICKAPCTBEHHBIX CPEJICTB B COTIIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIONHUTENILHOW BIIACTH CPOK HE YCTpPaHEHBI HApYHICHUs TPeOOBAHWN IPaBHI
Ha/IJIeKaMIel IPOM3BOJICTBEHHOM MPAKTHKH | (WIIN) JTUIICH3HOHHBIX TPEOOBaHUH, KOTOPBIE OBUTN BBISIBIICHBI B
XO/le TPOBENICHHS WHCIIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WM  OCYIIECTBICHUS
JMLEH3HOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB U MPUBEIU MM MOTYT IPUBECTH K
MIPOU3BOJICTBY JIGKAPCTBEHHBIX IMPENapaTroB Ui BETEPUHAPHOTO MPUMEHEHHs, NPUYUHUBIINX WIN
CIIOCOOHBIX MPUYMHUTE BPE] )KU3HU MITH 310POBBIO )KUBOTHBIX.

(uactp 4 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

CraTtbsa 66. Uncpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

YronHoMO4YeHHBIN (eepantbHbIl OpraH UCTIOTHUTEIHLHOW BIACTH, OCYIIECTBISIOMUN (hapMaKOHAI30D,
Haxosmmxcsi B oOpamenuu B Poccuiickoit denepanuu, 1Mo pesysibrataM (apMaKoHaI30pa pa3MeriaeT Ha
cBoeM o(punnanbHOM caiite B cetd "MHTepHeT" nH(MOpMALINIO O IPUHATHIX PEIICHUSX O BHECEHUH U3MEHEHUS
B MHCTPYKLMIO II0 NPUMEHEHHUIO JIEKapCTBEHHOIO IIpenapara, O IPUOCTAHOBJICHUM NPUMEHEHUS
JIEKapCTBEHHOTO TpemnapaTta, 00 U3BATUU U3 OOpalleHHsl JIEKApCTBEHHOTO Mpernapara Uid 0 BO30OHOBICHUU
IIPUMEHEHHUs JIEKAPCTBEHHOTO IIperapara.

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

asa 14. UHOOPMALUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA ABUXEHWUA NEKAPCTBEHHbBIX NMPEMNAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA
(B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. WUHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUSA NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpuMeHeHus
(B pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1. I/IH(bOpMaLII/Iﬂ O JICKApCTBCHHBIX Ipfraparax, OTIIYCKACMbIX II0 PCLCITY Ha HeKapCTBeHHBIﬁ
npenapar, MAO0JKHA COACPKATHCA TOJBKO B CICHUAIM3UPOBAHHLIX M3AAHUAX, MNTPCAHA3HAUCHHBIX JIA
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MEIUIHCKHX, (papMalleBTHYECKUX, BETEpUHAPHBIX pabOTHUKOB. MTHpOpMaILus 0 1eKapCTBEHHBIX MpenapaTax
JUIS CHELMAIMCTOB B 00JacTu oOpalieHus JEKapCTBEHHBIX CPEACTB MOXKET COAEP)KaThCsl B MOHOTrpadusx,
CIpAaBOYHHMKAX, HAYYHBIX CTAaThAX, B JOKIQJaX Ha KOHrpeccax, KOH(PEpPEHIMAX, CUMIO3MyMax, HAyUHBIX
COBETAaX, a TAK)K€ B MHCTPYKIUAX 10 MPUMEHEHUIO JIEKApCTBEHHBIX IPeraparos.

2. Wuadopmammsi o JIEKapCTBEHHBIX TMperapaTax, OTIMYCKaeMbIX Oe3 pelenra Ha JeKapCTBEHHBIN
npenapar, MOXET COJepXKaTbCsi B MyONUKalUUAX U OOBSABICHUSIX CPEACTB MaccoBOil uHpopMaluwy,
CHEIMATM3UPOBAHHBIX W OOIIMX TMEYAaTHBIX H3JaHUSIX, HHCTPYKIHSIX MO TMPUMEHEHHUIO JIeKapCTBEHHBIX
MpernapaToB, WHBIX W3JIaHUSAX CyOBEKTOB OOpallleHHs JEKapCTBEHHBIX CpPEICTB. PekiaMHble MaTepuaibl O
JIEKApCTBEHHOM  IIpemnapare, OTIyckaeMoM ©0e€3 pelenta Ha JEKapCTBEHHBIM mpenapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKIUH MO MPUMEHEHHUIO JIEKAPCTBEHHOIO Mpenapara.

3. Jlomyckaercs WHCIONBb30BaHME JIIOOBIX MAaTE€pPHAIbHBIX HOCHUTENEH, MO3BOJIAIOMIUX XPaHUTh,
nepeaaBaTh U UCIOJIb30BATh HHPOPMALIMIO O JIEKAPCTBEHHBIX MpenapaTax 0e3 ee HCKaXeHHUs.

Koncynprantllotoc: npumeuanue.
Y. 4 cr. 67 BcTynaer B cuity ¢ | stHBapsa 2020 roga.

4. Ilns neneit uaeHTu(GUKauy yImakoBOK JIGKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMEHECHHS
MPOU3BOAUTENIN JIEKAPCTBEHHBIX CPEACTB B TNOpsJKe, ycTaHOBIeHHOM IIpaButensctBom Poccuiickoi
®degepanyy, HAHOCAT Ha NEPBUYHYIO YHAKOBKY (B OTHOLIEHWM JIEKAPCTBEHHBIX MpenapaTroB s
MEJUIIMHCKOTO TPUMEHEHUs, i1 KOTOPBIX HE MPEIyCMOTPEHAa BTOPUYHAs YIMAKOBKA) W BTOPUYHYIO
(MOTpeOUTENBCKYIO) YIAKOBKY JICKAPCTBEHHBIX MPENapaToB JIsi MEIUWIMHCKOTO TPUMEHEHHS CpEeJCTBa
uIeHTU(DUKAIIMK, 32 UCKIIOUYCHHEM JIEKAPCTBEHHBIX TMpENapaToB JJIsi MEIUIIMHCKOTO IMPUMEHEHUS,
MPOU3BOAUMBIX JJIS MPOBEACHHUS KIMHUYCCKUX HMCCIICIOBAHUM, DKCIIOPTA, JEKAPCTBEHHBIX IMpEnapaToB s
MEIUIMHCKOTO MPUMEHEHHUS], YKa3aHHBIX B yacTsAx 5 u § crarbu 13 HacTosmero denepanbHOro 3akoHa.
(dacts 4 BBenena denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

5. XapakTepuCTUKH CPEICTBA UIACHTH(PHUKAIIUY, MTOPSIOK €r0 HaHECEHUS M TPEOOBAHUS K CTPYKType U
dbopmary wHpOpMAIHH, KOTOPYIO COACPXKHUT CPEACTBO HWACHTU(UKAIMH, ompeaelsitorcs [IpaBUTebCTBOM
Poccuiickoit deneparumn.

(dactp 5 BBenena denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. Ilopsnok co3nanus, pa3BUTHUSA, BBOJA B DKCIUIyaTallMIO, SKCIULyaTalliM M BBIBOJA M3 JKCILIyaTaluu
CUCTEMBl MOHHUTOPUHIA JBUKEHMSI JIEKAPCTBEHHBIX MPENApaTOB JUIsl MEIULMHCKOIO NMPUMEHEHMS, MOPAIOK
npefoCTaBleHUsT HH(OpMaIK, CcolepKalleicss B CHCTEME MOHHUTOPHUHTA JBM)KCHHUS JIEKAPCTBEHHBIX
IpenapaToB il MEIWLIHMHCKOTO IPUMEHEHUs, U MOPSAOK B3aUMOJCUCTBUS YKa3aHHOW CUCTEMBI C MHBIMH
rocy/AapCTBEHHBIMU MH()OPMALIMOHHBIMU CUCTEMaMU U MHPOPMAIIMOHHBIMHU CUCTEMaMU FOPUIUUYECKUX JIUI U
VHAMBUIYAJIBHBIX NPEANPUHUMATENECH, YKa3aHHBIX B 4acTsax 7 W 10 HacTosImed CTaTbH, yCTaHaBIMBAKOTCS
[IpaButensctBoM Poccuiickoit denepanuu. OneparopaMu CUCTEMbl MOHUTOPUHTA IBUKEHUS JIEKAPCTBEHHBIX
MpenaparoB il MEIUIIMHCKOTO NMPUMEHEHHUs SBIAIOTCSA (PelepalbHblii OpraH HCHOJHHUTENIbHON BIACTH U
(unn) opranuzanys, ynonHoMmoueHHsle [IpaButensctBom Poccuiickoit denepannn.

(uactp 6 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

KoncynwsrantlIoroc: mpuMedanune.
Y. 7 ct. 67 BcTynaet B cuity ¢ 1 ssuBapst 2020 ropa.

7. IOpI/II[I/I‘IGCKI/Ie Jana W HWHAUBUAYAJBHBIC NPCANPUHHUMATCIIN, OCYIICCTBIIAIOIINWE IMPOU3BOACTBO,
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XpaHeHue, BB03 B Poccuiickyro denepanmio, OTIYCK, pealn3alyio, nepeaady, IpUMEHEHNE U YHUUTOKEHNE
JIEKapCTBEHHBIX IPEnapaTtoB Uil MEIUIMHCKOTO MPUMEHEHMs, O00eCleurBaloT B MOpPSAKE M B COCTaBe,
KoTopble ycTraHoBJIeHbI [IpaButensctBoMm Poccuiickoit ®Denepanuu ¢ yd4eToM BUIA OCYIIECTBIISIEMOM HMH
NeSITeIbHOCTH, BHECEHHE MH(POpMAIMK O JIEKApCTBEHHBIX Ipenaparax A MEIUIUHCKOTO MPUMEHEHUS B
CHUCTEMY MOHMTOPHUHIA JIBM)KEHHMS JIEKAPCTBEHHBIX ITPENApaToB ISl MEAUIMHCKOTO IPUMEHEHHS.

(dactp 7 BBenena denepaibHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

8. Opranmzamnuss UHOOPMALMOHHOTO  B3aMMOACHCTBHS ~ CUCTEMBbl MOHUTOPUHTA  JBUIKCHUS
JIEKapCTBEHHBIX  MpEnapaToB A  MEIUIMHCKOrO TMPUMEHEHHMS] C HWHBIMH  TOCYAapCTBEHHBIMU
WH()OPMAIIMOHHBIMU ~ CUCTEMaMH  O0OeCredrBaeTCss B TOM UHCJIE TIOCPEICTBOM HHQPPACTPYKTYPHI,
obecrieunBaroiieii  MHOOPMAIMOHHO-TEXHOJIOTHYECKOE  B3aWMOJIEHCTBHE  MH(MOPMAIIMOHHBIX  CHUCTEM,
WCTIONB3YEMBIX I TPEIOCTABICHUS TOCYJapCTBEHHBIX W MYHHUIMMNAIBHBIX YCIYT W HMCTIOJHEHUS
TrOCYJaPCTBEHHBIX U MyHUITUTIATBHBIX (DYHKIMI B JIGKTPOHHOH opMme.

(uacts 8 BBenena denepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-03)

9. ObmenoctynHas nHpoOpMalus, coJepKaliascs B CUCTEME MOHUTOPUHTA JBWKEHHS JICKapCTBEHHBIX
MpenaparoB JUIsi MEIUIMHCKOTO IMPHUMEHEHHs, pa3Memaercs B WH(POPMALMOHHO-TEIEKOMMYHUKAITMOHHON
cetu "UuTepHer" (B ToM uncie B opMe OTKPBITHIX JAHHBIX) B MOPsJIKE, YCTaHOBIEHHOM [IpaBuTenbcTBoM
Poccuiickoit deneparumn.

(dactp 9 BBenena denepaibHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

10. ITpou3BOOUTENN JIEKAPCTBEHHBIX CPEJCTB TMOIYYalOT COJAEPIKAIIYIOCS B CHUCTEME MOHHUTOPUHIA
JIBMDKEHUS JICKApPCTBEHHBIX MPEnapaToB Il MEIUIIMHCKOTO NMPUMEHEHHs] HH(POPMAIIUIO O CEpUiX U MapTHIX
JIEKapCTBEHHBIX IPENapaToB, MPOU3BOAUMBIX UMHU M HaXOMISALIMXCS B IpaxkIaHCKoM obopote B Poccuiickoit
Deneparum, 6€3BO3ME3THO.

(uactp 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Koncynpranrllitoc: npumedanue.
Y. 11 cr. 67 Bctynaert B cuny ¢ 1 suBaps 2020 roaa.

11. 3a npou3BOACTBO WIH MPOJAXKY JEKAPCTBEHHBIX MPENapaToB JAJIsi MEIUIIMHCKOTO MpUMEHEHUs 0e3
HAHECEHMsI CPEJICTB MIECHTU(UKALMU, C HAPYIICHUEM YCTAaHOBJIECHHOIO MOPSAKAa UX HAHECEHUS, a TaKkke 3a
HECBOEBPEMEHHOE BHECEHHUE NAaHHBIX B CUCTEMY MOHUTOPWHTA ABW)KEHUS JIEKAPCTBEHHBIX MPENaparoB IS
MCIUIIUHCKOI'0 TIMPUMCHCHUA HJIM BHCCCHUC B HCEC HCIOCTOBCPHBLIX JAaHHBIX HPUAWXYCCKUC JIMIAa H
WHIAWBUAYAJIBHBIC NPCANIPUHHUMATCIIN, YKA3aHHBIC B HaCTAX 4u7 HaCTOSIH_[eﬁ CTaTbU, HCCYT OTBETCTBCHHOCTD
B COOTBETCTBUH C 3aKOHOJATENIbCTBOM Poccuiickoit deneparum.

(dactp 11 BBenena denepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

12. TlpaButenbctBo Poccuiickoit denepariui BpaBe yCTAaHOBUTH OCOOCHHOCTH BHEAPEHHUS CHUCTEMBI
MOHUTOpPUHIA JIBU)KEHHSI JIEKapCTBEHHBIX MPENapaTroB JAJII MEAUIUHCKOIO MPUMEHEHUs, BKIIOUas CPOKH €€
BHEJIPEHUs, B OTHOLICHUH JIEKAPCTBEHHBIX IMPENapaToB JJIsi MEAMIIMHCKOIO MPUMEHEHUS, BKIIOUYEHHBIX B
NepeUYeHb )KU3HECHHO HEOOXOIUMBIX M BaXKHEUIITNX JICKAPCTBEHHBIX MPEMapaToB, JIEKAPCTBECHHBIX MPENapaToB,
MpeaHa3sHAuYeHHBIX JUIsl OOECTeYeHHs JUI], OOJIbHBIX TeMOQMINEH, MYKOBHUCIHIO30M, THIIO(PH3aPHBIM
HaHU3MOM, OoJe3Hplo ['omie, 370KaueCTBEHHBIMM HOBOOOpPA30BaHUSMHU JIMM(OUAHON, KpPOBETBOPHON U
POJICTBEHHBIX MM TKaHEH, pacCesHHBIM CKIIEPO30M, JIMI MOCJEe TPaHCIUIAHTAI[MM OPraHoB U (WJIM) TKaHeM,
MHBIX JIEKAPCTBEHHBIX MPENApPaTOB AJI1 MEIULUHCKOTO IPUMEHEHHUSI.

(uactp 12 BBenena denepanbHbiM 3ak0HOM 0T 28.12.2017 N 425-D3)
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nasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUWUU, OCYLLECTBNAOLWUE OEATEJNIbHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBenena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

CratbAa 67.1. OrpaHnyYeHus, Hanaraemble NPU OCYLIECTBNEHUN AeATeNIbHOCTU B cdepe
obpalleHnsa nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMAIOIIKECS Pa3padOTKOM, MPOU3BOJCTBOM U (WJIM) pean3anueil JeKapCTBEHHbIX
MpermapaToB JUIsi MEIUIIMHCKOTO MPUMEHCHHS, OpTaHM3aliH, OO0JaJalollue MpaBaMd Ha HCIOJb30BaHUE
TOProBOoro HaWMMCHOBAHHA JICKAPCTBCHHOI'O IIpfriapara A MEAWIMUMHCKOTO IMPUMCHCHHUA, OpraHUu3allvuu
ONITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEIICTBAMHM, AaIlTCUYHBbIC OpraHW3aluyd (UX TPEACTABUTEIN, WHbBIC
¢dusnveckre U IPUIUYECKUE JIUIA, OCYIICCTBISIONIUE CBOKO JESITEIbHOCTh OT MMEHHU 3TUX OpraHHM3aluii) B
OTHOIICHUU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOAMTENCH METUITMHCKUAX OpPraHU3alliii HE BIPaBe:

1) BpydaTh NOAApKH, BBIIUIAYMBATH JEHEKHBIE CPEIACTBA (32 HCKIIOYEHUEM BO3HArpaXkICHUH 110
JIOTOBOpaM IpH MPOBEJCHUHN KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IMpPENapaToB IJi MEIULUHCKOIO
MPUMEHEHHUS, BO3HATPAXK/ICHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIUIMHCKUM PaOOTHUKOM Te1aroru4ecKon
U (WIN) HayyHOH JIeATENbHOCTH), B TOM YMCJE OIJauuBaTh Pa3BJIECUEHHUs, OTABIX, IIPOE3]] K MECTy OT/bIXa, a
TaKXe MPUBJIEKATh K YYAaCTHIO B Pa3BJIEKATEIbHBIX MEPONIPUITHUAX, TIPOBOJUMBIX 33 CUET CBOMX CPE/CTB;

2) 3aKJII0YaTh COTJIAIICHHUS O HA3HAUEHUH WM PEKOMEHJIAIMH MAIleHTaM JICKapCTBEHHBIX MpenapaToB
JUIsL METULIMHCKOTO NMPUMEHEHMS (32 UCKIIIOYEHHEM JOIOBOPOB O MPOBEAECHUU KIMHUYECKUX HCCIEAOBAHUMN
JIEKapCTBEHHBIX MIPENapaTOB JUIsl MEIUIIMHCKOTO IPUMEHEHUS);

3) mpenocTaBisTh OOpa3lbl JEKAPCTBEHHBIX MPENapaToB IS MEAWIIMHCKOTO MPUMEHEHUS B IENSIX
BpYUYECHHS MAlUEHTaM (32 UCKIIOYEHUEM CIIy4aeB, CBSA3aHHBIX C MPOBEJCHHEM KIMHUYECKHX HCCIeI0BAaHUMN
JIEKapCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO PUMEHEHUS);

4) mpeaoCTaBIATh HEJTOCTOBEPHYIO U (MJIM) HETIONIHYIO HH(MOPMAIIUIO O JIEKapCTBEHHBIX Mperaparax JUls
MEUIIMHCKOTO IPUMEHEHMUS],

5) mocemarts UX B pabouee BpeMs Ha pPa0OYMX MECTaxX, 3a HMCKIIOYCHHEM CIIydaeB, CBS3aHHBIX C
MIPOBEJIEHUEM KIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX MPEnapaToB s MEAUIMHCKOIO MPUMEHEHHUS, C
ydacTUEeM B TIOpSAJKE, YCTAHOBJICHHOM pPYKOBOJIWTEIEM MEIUIIMHCKOM OpraHusanud, B COOpaHMsIX
MEIMIIMHCKUX PAaOOTHUKOB M MHBIX MEPOMPUSATHUSIX, HAIIPABICHHBIX Ha MOBBIIIEHHE HX MPO(EecCHOHATBEHOTO
YPOBHSI MJI Ha TIpeloCTaBICHNE MHPOPMALIMH, CBSI3aHHOIM C OCYIIECTBICHHEM MOHUTOPHHIra 0€301MacHOCTH
JIEKapCTBEHHBIX IIPENApaToB;

6) moOy>kaaTh K BBINMCHIBAHUIO JIEKAPCTBEHHBIX IpENapaToB JUIsl MEAUIMHCKOTO MPUMEHEHUs Ha
OnaHKax, coAep)KalMX HH(OpPMaIUI0 PEKIAMHOIO XapakTepa, a TakXKe Ha pelenTypHbIX OlaHKax, Ha
KOTOPBIX 3apaHee HalleyaTaHO HAMMEHOBAaHUE JIEKAPCTBEHHOI'O Mpernapara i MeIULMHCKOIO IPUMEHEHUS.

2. OpFaHI/BaHI/II/I, YKa3aHHBIC B 3638.1_16 IIEpBOM 4YaCTHU 1 HacTosmei CTaTbu, U UX TPCACTABUTCIIN B
OTHOIICHHUH (bapMaI_IeBTI/I‘-IeCKI/IX pa6OTHI/IKOB u pYKOBOHHTeHCﬁ aAllITCYHBIX opraHmauHﬁ HC BIIPAaBC:

1) Bpy4daThb MoAapKu, BeIIJIAYHUBATH ACHCIKHBIC CPCACTBA, B TOM YHCJIC OIIJIaYMBATh Pa3BJICUCHUA, OTAbIX,
Ipoe3a K MECTY OTAbIXa, W MPUBJICKATh K YUAaCTHUIO B PA3BJICKATCIIBHBIX MCPONPUATUAX, TPOBOAUMBIX 3a CUCT
CBOHMX CPCACTB,
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2) mpenocTaBiATh 00pa3iibl JIEKaPCTBEHHBIX MPENapaToB JJs MEAULIMHCKOTO IPUMEHEHUS Il BpYyUEHUS
HacCeJICHHIO;

3) 3aKJII04YaTh COTJIAICHUA O IMPCAJIOKCHHUHN HACCIICHHUIO OIPCACIICHHBLIX JICKAPCTBCHHLIX IPCIIapaTOB
A1 MECOAUIUHCKOTO ITPUMCHCHMS

4) npeoCTaBISITh HETOCTOBEPHYIO U (MJIM) HEMIOJIIHYI0 HH(OPMALIKIO O JIeKapCTBEHHBIX Mpernapartax Jiuis
MEIMIUHCKOIO IMPUMEHEHHs, B TOM YHCIIE HMEIOIIMX OJMHAKOBOE MEXIYHAapOAHOE HENaTeHTOBAaHHOE
HalIMEHOBAHUE.

CrartbAa 67.2. TpeboBaHMA K OpraHM3aumm 1 NPoBeAeHUID Hay4YHbIX MEPOMNMPUATUN, UHbIX
MeponpuUATUNA, HanpaBrieHHbIX Ha NOBbIWeHUe NPo¢geCcCUOHaNbLHOro YPOBHA MeAULIMHCKUX
pabOTHMKOB MM Ha npeaocTtaBrieHMe UWH(oOpMauuKn, CBA3AHHOW C OCYyLUeCTBIIeHUeM
MOHUTOpPUHra 6e3o0MacHOCTU NeKapCcTBEHHbIX NpenapaToB

1. Ilpy mpoBeneHUM HAYUYHBIX MEPONPHUSATUN, WHBIX MEPOINPUSATUN, HAMPABICHHBIX Ha MOBBIIICHHUE
npoecCHOHATLHOTO  YPOBHS MEAMIIMHCKMX pPAa0OTHUKOB WM Ha TMPEIOCTABICHHWE CBSI3aHHOW C
OCYIIIECTBJIEHHUEM MOHUTOPUHTa O€30MacHOCTH JIEKAPCTBEHHBIX MpErnapaToB WHGOPMAIUH, OPTaHU3yEeMBIX
OpraHu3aNysIMH, YKa3aHHBIMU B a03arie nepBoM vactu | crateu 67.1 Hacrosmero denepanbHOro 3aK0Ha, UX
IpeCTaBUTENIAIMA U (UiIM) (PUHAHCHUPYEMBIX 3a CUET CPEICTB ATHUX OpraHu3aluid M HX MpeJCTaBUTENEH,
3ampelaeTcs MpeniaTcTBOBaTh YYAaCTUIO B YKAa3aHHBIX MEPOINPUATUAX HHBIX OpraHu3aluid, KOTOpbIE
MPOU3BOAAT WM PEAIM3YIOT JIEKAPCTBEHHbIE MNpenaparbl JIsI MEIULMHCKOTO IMPUMEHEHHUS CO CXOXKHUM
MEXaHU3MOM (PapMaKOJIOTHIECKOrO JIEHCTBUS, JIMOO CO3/aBaTh JUCKPHUMHHAIIMOHHBIC YCIIOBHUS JUIS OIHHX
YYaCTHUKOB T10 CPABHEHUIO C IPYTUMHU YYaCTHUKAMHU, & UMEHHO:

1) mpenocTaBisATh PAa3IUYHOE KOJIMYECTBO BPEMEHHU MJIsl BBICTYIUIEHWH YYaCTHHMKOB, pa3jM4YHBIE IO
pasmepy 3aHMMaeMoM IUIOLAAM MecTa AJs JIEMOHCTpaluu 00pa3loB JIEKapCTBEHHBIX IpenapaToB Jis
MEULUHCKOTO IIPUMEHEHU WIM PEKIAMHBIX MaTEPHUAJIOB O JICKAPCTBEHHBIX IIpenaparax s MEIULIMHCKOTO
IIPUMEHEHUs HA DKCIO3ULUAX, CTEHAAX, 3a MCKIIOYEHUEM CJIy4daeB, €CIM TaKUE YCJIOBHUS 3aKPEIUICHBI B
COTJIAIICHUSIX 3TUX OpraHU3alMid, UX MpPEJCTaBUTENICH O (MHAHCHPOBAHUHM YKAa3aHHBIX MEPONPUATHH U
00yCIIOBJIEHBI Pa3IMYHBIMU 3aTPaTaMU YYaCTHUKOB HAa UX OPraHU3alINIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA JUIsl YYaCTHMKOB MEpPONPUATHMN, yKa3aHHBIX B al3alle MepBOM
HACTOSIIIEN YacTH, NMPEBBIIIAIOIIMN CyMMY 3aTpaT Ha OPraHU3alUI0 YKAa3aHHBIX MEPONPUATUN U BEIYIIMM K
HEO0OOCHOBAaHHOMY OTPAaHMUYEHUIO YHCIIA UX YUYACTHUKOB.

2. Opranuzanuu, yKka3aHHble B a03aiie nepBoM yactu 1 crateu 67.1 HacTosero deaepaabHOTO 3aK0Ha,
WX TPEACTABUTEIH, OCYIIECTRISIOIINE OPTaHU3aIui0 U (Uiar) ((UHAHCHPOBAHUE MEPONPHUITHH, YKa3aHHBIX B
gactu | HacTosIIeW CTaThW, 00s3aHBI OOECIeYMBaTh JOCTYN K WH(OpMANWXA O JaTe, MEeCTe WM BPEMEHU
MPOBEACHUS yKa3aHHBIX MEPONPHSITHH, TUTAHAX, TTpOrpaMMax MPOBEICHHs YKA3aHHBIX MEPONPUATHHA U TeMax,
IUTAHUPYEMBIX IS PAcCMOTPEHHUs, COCTaBe WX YYACTHHKOB ITIyTEM pPa3MEIICHUS COOTBETCTBYIOMIEH
uHboOpMaIMu Ha CBOMX O(UIMANBHBIX caiiTax B cetu "MHTepHeT" He MO3/1HEe IBYX MECAIEeB 10 Hadala
MPOBEACHUS YKA3aHHBIX MEPOIIPUSATUH.

3. Uudopmanuss 0 NMpoOBEACHUN MEPONPUATHH, yKa3aHHBIX B 4YacTW | HACTOsIIEH CTaThbH, B CPOK,
YCTQHOBJICHHBII YacTbl0O 2 HACTOANICH CTaThW, JOJDKHA OBITH HampaBiieHa B (elepanbHbId  OpraH
WCTIOJIHUTEJIBHOM BIJIACTH, OCYIIECTBISIIOMIMNA (QYHKIMU MO KOHTPOJIIO U HAA30py B cdhepe 3ApaBOOXpaHEHUS,
JUTS TIOCTIEAYFOIIETO pa3MeIeHus ee Ha OPHUITHaIbHOM CaiiTe ATOTro opraHa B cetu "MHTepHet".
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Masa 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA INMPU OBPALLUEHUN NEKAPCTBEHHbLIX CPEACTB
M BOSMELLUEHUE BPEOA, NPUYUHEHHOIO 3A4O0POBbLIO NPAXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX MPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccumckoun
degepaumu npu obpaLeHUmn NNeKapCcTBEeHHbIX CPeacTB

1. Hapymenue 3akoHonarenbcTBa Poccuiickoit @enepanuu 1pu 0OpalieHuy JIEKapCTBEHHBIX CPEICTB
BJIEYET 3a COOOI OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAaTeNbcTBOM Poccuiickoit deneparuu.
(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. 3a HenpeJCTaBIEHHE UM HECBOEBPEMEHHOE IpeACTaBIeHNEe HHPOPMALUHU U (MIIM) JOKYMEHTOB JIH00
NpeACTaBICHUE HEIOCTOBEpHBIX HH(oOpMauu u (WIKM) JOKYMEHTOB, IPEIYCMOTPEHHBIX HAaCTOSIUM
@denepanbHbIM  3aKOHOM, CYOBEKTHI OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

(uacte 2 BBeaeHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Ctatba 69. BosmelweHue Bpeaa, NPUYUHEHHOro 340POBLIO TFpaXaaH BcrnepcTBue
NPUMEHEeHMNA NeKapCcTBeHHbIX NpenapaToB

1. IlpousBoauTenp JEKapCTBEHHOIO IpernapaTra 00si3aH BO3MECTHThb BpEJ, NMPUUYMHEHHBIH 3710POBbIO
rpakJiaH BCIIEICTBUE IPUMEHEHMs JIEKapCTBEHHOT'O Mpenapara, €ciii JoKa3aHo, YTo:

1) nekapCTBEHHBIH mMpenapar HPUMEHSJICS IO HAa3HAYEHUI0 B COOTBETCTBUU C HHCTPYKIUEH I10
NPUMEHEHHUIO JIEKapCTBEHHOTO IIpermapaTa M NPUYMHONW Bpeda SBWICS BBOJ B TPaKIaHCKUNH 000pOT
HeJ00POKAYECTBEHHOTO JIEKAPCTBEHHOTO MIpenapara;

2) BpeA 370pOBbIO MPUYMHEH BCIIEICTBHE HEJOCTOBEPHON MH(POPMAIINHU, COJIEPIKAIIEHCS B MHCTPYKIUH
10 IPUMEHEHHUIO JIEKAPCTBEHHOTO Tperapara, U3AaHHOH TPON3BOJUTENIEM JIEKapCTBEHHOTO IIpenapara.

2. B cmywae, ecnu Bpen 3I0pOBBIO TPaKIAH NMPHYUHEH BCIIEICTBHE TPUMEHEHUS JIEKAPCTBEHHOTO
npenapara, IpULIeIIIero B HErOAHOCTh B Pe3yJIbTaTe HapyLIEHUs PaBUJI XpPaHEHNUs JIEKAPCTBEHHBIX CPEJICTB,
IpaBUJI ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMHU IpernapaTaMu, MpaBHJ OTIYCKa JIEKAPCTBEHHBIX IPENnaparos,
NpaBUI M3TOTOBJICHUS M OTIyCKa JIEKApCTBEHHBIX IIPENaparoB, BO3MELICHHWE Bpela OCYIIECTBIISIETCS
COOTBETCTBEHHO OpPraHM3allle€ld ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU, allTEYHOW OpraHU3aLUeH,
WH/IWBUIYAIBHBIM TIPEINPUHAMATEIEM, UMEIOIINMH JIMICH3UI0 Ha (DapMaleBTUYECKYIO JEATEIbHOCTh WIIN
JHIEH3WI0 HAa MEAHMIUHCKYI0 JesSTeIbHOCTh, MEIUIIMHCKON OpraHW3anueil, WMEIOIeH JUICH3UI0 Ha
(hapManeBTHUECKYIO JeATEILHOCTh (€€ 000COOJICHHBIM Mojpa3aeieHrueM (aMmOynaTopuen, GheabAmepckum 1
(benpamepcKko-aKymepckuM MyHKTaMH, HEHTPOM (OTAeNeHHueM) o0meii BpaueOHON (CeMeiHOil) MpaKkTUKu),
pacroyIo)KEHHBIM B CEJIbCKOM HACEJIeHHOM IYHKTE, B KOTOPOM OTCYTCTBYET allTeuHas OpraHM3aLus),
JIOITYCTUBIIMMU TPOJIAXKY MIIH OTITYCK TaKOT0 JIEKAPCTBEHHOT'O IIpenapaTa.

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

3. Bo3memienue Bpena, MPUIMHEHHOTO 3/I0POBBIO TPaXKJIaH BCJICACTBHE NMPUMEHEHUS JIEKAPCTBEHHBIX
IpernapaToB WK COBEPIIECHUS MPOTUBOMNPABHBIX JIEHCTBUI CyObeKTaMu 0OpallleHus JIEKapCTBEHHBIX CPECTB,
OCYIIECTBIISIETCSI B COOTBETCTBHUH € 3aKOHOAATeIbCTBOM Poccuiickoit deneparuu.

Mnasa 16. 3AKITFOYUTEJIbHbBIE NMOJIOXXEHUA
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Ctratba 70. O npu3HaHuM yTPaTUBLUMMMU CUINy OTAESNIbHbIX 3aKOHOAATenNbHbIX AKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccumnckon Pepepaummn

[Ipu3Hath yTpaTUBIIMMU CUITY:

1) ®enepanbubiii 3ak0H OT 22 utoHs 1998 roma N 86-d3 "O nekapcrBeHHBIX cpeactBax” (CoOpanue
3akoHoAarenscTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akoH oT 2 sHBaps 2000 roma N 5-®3 "O BHeceHUWU W3MEHEHHS M JOMOJHEHUN B

®denepanbHhblii 3akoH "O nexkapcTBeHHBIX cpeacTBax” (CoOpanue 3akoHOAaTensCcTBA Poccuiickoii deneparumy,
2000, N 2, cT. 126);

3) crateio 40 denepanpHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHWM M3MEHEHHU U
JIOTIONIHEHUH B HEKOTOpbIe 3aKoHOAaTenbHble akThl Poccuiickoit denepauuu B CBA3M C HPUHATHEM
®enepanbHOro 3akoHa "O TUIEH3UPOBAHUN OTAENIBHBIX BHIOB AesiTenbHOCTH" (CoOpaHue 3aKOHOAATEeNhCTBA
Poccuiickoit @eneparuu, 2003, N 2, ct. 167);

4) crarbio 31 ®epepanpuoro 3akoHa ot 30 wurons 2003 roma N 86-®3 "O BHeceHUM HU3MEHEHHU U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoi denepanuu, NpU3HAHUM YTPATUBIIAMHU CUITY
OTZENBHBIX 3aKOHOAATENbHBIX akTOB Poccuiickoin ®enepanuu, NperOCTaBICHUN OTACIBHBIX TapaHTUN
COTPYAHHUKAaM OpPraHOB BHYTPEHHUX JI€Jl, OPIaHOB IO KOHTPOJIIO 32 O0OOPOTOM HApKOTHUYECKUX CPEICTB U
IICUXOTPOIHBIX BEIIECTB U YHpPa3IHAEMbIX (elepaJbHbIX OPraHOB HAJOTOBOM MOJUIMU B CBA3H C
OCYILIECTBIICHMEM Mep IO  COBEPLICHCTBOBAaHMIO  TrocyjaapcTBeHHoro  ympasieHus"  (CoOpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanbHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeCEeHHH U3MEHEHUM B
3aKoHOJarenpHble akThl Poccuiickoi @enepanny W NOPU3HAHUM YTPATHUBLUIMMHU CHJIy HEKOTOPBIX
3aKOHOJaTeNbHbIX akTOB Pocculickoii denepanuu B cBs3u ¢ npuHatueM denepanbHbiX 3aK0HOB "O BHECEHUH
u3MeHeHul u gomnonHeHui B OenepanbHblil 3akoH "OO 00MIMX MPUHIUNAX OpPraHU3alU 3aKOHOAATEIbHBIX
(MpeacTaBUTENbHBIX) M HWCHOJHUTENBHBIX OpPraHOB TOCYJAapCTBEHHOW BiacTh CyOBeKTOB Poccuiickoit
Oeneparun” u "OO6 00MKX MPUHIKIIAX OPTraHU3ALMU MECTHOTO caMoynpasieHus B Poccuiickoit deneparyn”
(Cobpanue 3akonomarenbctBa Poccuiickoit denepanuu, 2004, N 35, cr. 3607);

6) crateio 28 denepanpHoro 3akoHa oT 18 mekadbps 2006 roma N 231-®3 "O BBeneHUM B JIEHCTBHE
yacTu 4eTBepTo ['paxmanckoro komaekca Poccuiickoit @enepanuu" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactoswero PegepanbHOro 3akoHa
1. Hactosmuit denepanbHblii 3aK0H BeTynaeT B cuity ¢ 1 ceHtsiops 2010 roaa.

2. JlexapcTBEHHBIE CpPEICTBA, 3aPETMCTPUPOBAHHBIC [0 JHA BCTYIUICHMS B CHJIy HAaCTOSAILIErO
@denepanbHOro 3aKOHA, IMOJIEKAT BKIIOYEHUIO B I'OCYJIAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHbIX B 4actu | cratbu 33 Hactosmero @PenepaabHOro 3akoHa CBEICHMHA 00 3THX
JCKapCTBEHHBIX CpPEACTBaX 0€3 MPOXOXIEHUS BHOBb IMPOLEAYPhl TOCYJapCTBEHHOW pETHUCTpaIuu
JIEKapCTBEHHBIX MPENAPATOB.

3. TocymapcTBeHHAass pEruCTpalys JICKAPCTBEHHBIX TMpENapaToB, 3a HCKIIOYCHHEM JICKAPCTBEHHBIX
IpernapaToB i MEIULUHCKOTO TNPUMEHEHHs, NPEICTaBICHHBIX Ha YKAa3aHHYI PErucTpanuio 10 ITHS
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BCTYIUICHHSI B CWIy Hacrosmiero denepanbHOro 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBHM C HACTOSIIHM
®denepanbHbIM 3aKOHOM Ha OCHOBAaHHMH JIOKYMEHTOB M JAHHBIX, MPECTABICHHBIX 0 JHS BCTYIUICHHUS B CUITY
Hacrosuiero denepaabHOro 3aKOHa.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. T'ocymapcTBeHHasi perucTpaius JEKAPCTBEHHBIX MPENapaToB IJs MEIWIMHCKOTO MPUMEHEHHS,
IPEJICTAaBICHHBIX Ha FOCYAapCTBEHHYIO PErHCTPAINIO A0 JHS BCTYIICHHS B CHIly HacTosulero denepanbHOro
3aKOHA, W TOCYJapCTBEHHAsl PErucTpalysl JICKApCTBEHHBIX MpPENapaToB [Jisi MEAULIUHCKOTO MPUMEHEHUs,
MPEACTaBICHHBIX Ha HSKCHEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 JHS BCTYIUIGHHS B CHIJIy HACTOSILIErO
@enepa’dbHOrO0 3aKOHAa B LEMAX HMX MOCIEAYIOMIEHM TOCYIApCTBEHHOW PETHUCTPALMM, OCYIIECTBISIOTCA Ha
OCHOBAHHUU JOKYMEHTOB U JJAHHBIX, MPEJCTABICHHBIX /10 JHS BCTYIUICHUS B CHUITy HacTosmero deaepaabHOTO
3aKOHa, a TaK)Ke 3asBJICHUS] O FOCYAAPCTBEHHON perucTpanuy JeKapcTBEHHOTO MpenapaTa, IpeCTaBIeHHOTO
MPOU3BOJUTENIEM JICKAPCTBEHHBIX MPENapaToB WM YIOTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHH C
HacTosAnMM DeepalbHBIM 3aKOHOM B YIIOTHOMOYEHHBIN (peiepanbHblii OpraH UCIIOJHUTEIBHON BIACTH A0 1
mapta 2011 roma, ©Oe3 TpeboBaHMsS YIJIAThl TOCYAapCTBEHHOW TMONIUIMHBI, MPEAYCMOTPEHHON
3aKoHO1aTenbCcTBOM Poccuiickoit denepanuu o Hajgorax u cOopax.

(uactsp 3.1 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. IloaTBepkaeHre rocyJapCTBEHHON pEerucTpaluy JeKapCTBEHHBIX MPEenapaToB AJIsi MEIUIIMHCKOTO
NPUMEHEHUS, MPEICTABICHHBIX IS MMOATBEPKIECHUS TOCYAApPCTBEHHOW PErucTpaluu 0 JHS BCTYIUICHUS B
cuiy HacTosero @eaepanbHOrO 3aKOHA, U TOJTBEPKIACHUE FOCYJaPCTBEHHON PErucTpaluy JIEKapCTBEHHBIX
MIPEeNapaToB sl MEAUIMHCKOTO NPUMEHEHMS, MPEACTABIEHHBIX HA AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10
JHS BCTYIUIEHUS B CHIy HacTosuero denepanbHOro 3aKOHa B LEIAX MOCIEIYIOLIET0 MOATBEPKIACHUS MX
rOCy/IapCTBEHHOW pEerucTpalnum, OCyIIEeCTBISIOTCS Ha OCHOBaHMM JOKYMEHTOB U JaHHBIX, MPEJCTABICHHBIX
70 JHS BCTYIUIEHMsI B cuiy Hactosmero denepanbHOro 3akoHa, a TAaKKe 3asBICHUS O IMOATBEPXKICHUU
FOCYJapCTBEHHON  pPErucTpalyu  JIEKQpCTBEHHOIO  Mpernapara, MPEICTaBIECHHOIO  IPOU3BOAUTENIEM
JIEKapCTBEHHBIX MTPENapaToB WK YIOJHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBHHM C HacTosuuM DenepanbHbIM
3aKOHOM B YIIOJHOMOYEHHBIN (heepalbHbIl OpraH MCHOJIHUTENbHOM Bractu 1o 1 mapra 2011 roma, Ge3
TpeOOBaHUS YIUIAThl TOCYAAPCTBEHHOW MONLIMHBI, MPEIyCMOTPEHHON 3aKOHOJATENLCTBOM Poccuiickoi
®enepanyu 0 Hajorax u coopax.

(uacts 3.2 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpunsTtue pemieHuss O BHECEHUM M3MEHEHUHM B JOKYMEHTBI, COAEPMKALIUECS B PETUCTPALUOHHOM
JIOCE Ha 3apEerUCTPUPOBAHHBIM  JIEKAPCTBEHHBIM Ipenapar Ajid MEAUIUHCKOIO NPUMEHEHUs W
MpeACTaBICHHbIE O JHS BCTYIUIEHHMS] B CUITy Hactosiuero deaepanbHOrO 3aKOHA, U MPUHITHE PEUICHUS O
BHECEHUHM W3MEHEHHUI B JIOKYMEHTBI, COJAEpIKAIIEeCss B PErUCTPAlMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM TIpemapar Jisi MEIWIMUHCKOTO TPUMEHEHHS ¢ TPEJCTaBICHHBIE Ha HKCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB JI0 JHS BCTYIUICHUS B CHITy HacTosero deaepaibHOro 3aKOHa, OCYIIECTBISIOTCS Ha
OCHOBaHUU JOKYMEHTOB U JJAHHBIX, PEJACTABICHHBIX /10 JHS BCTYIUICHUS B CHUIIy HacTosmero denepaabHOro
3aKOHA, a TAKXKE 3asBJICHUS O BHECEHUMM HM3MEHEHHUU B JOKYMEHTBI, COAEPXAIIUECS B PETUCTPALUOHHOM
JOChE Ha  3apErUCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  mpemapar s  MEIULIUHCKOTO  MPUMEHEHUS,
MPEACTaBICHHOTO MPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENapaToB WIM YIOJIHOMOYEHHBIM WM JIMIIOM B
COOTBETCTBUM ¢ HactosimuM DenepaabHBIM 3aKOHOM B yIOJTHOMOYCHHBIM  (efepalibHBId  OpraH
ucnosHuTeNbHOM Biactu a0 1 mapra 2011 roga, 6e3 TpeGoBaHMS YIUIaThl TOCYJApCTBEHHOM MOIIJIUHBL,
PeTyCMOTPEHHOM 3aKOHO1aTeILcTBOM Poccuiickoii denepanuu o Hajgorax u coopax.

(uacts 3.3 B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

34. Bbmaqa pEBpCIJ_ICHI/Iﬁ Ha MPOBCACHUC KIIMHUYCCKUX I/ICCHCHOBaHI/Iﬁ JICKAPCTBCHHBIX NPCIIapaToB AJIA
MCIUIIMHCKOI'0 TIMPUMCHCHUA 110 3adBJICHUAM, IMOAAHHBIM J0 JHA BCTYIUICHHUA B CHIIY HACTOALICTO
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"06 obpalueHnn nekapcTBeHHbIX cpeacTs"” fata coxpaHerus: 02.09.2018

denepanbHOTO 3aKOHA, a TAKKE MO 3asABICHHSM, MOJAHHBIM IIOCIE IHS BCTYIUICHUS B CHIY HACTOSIIETO
@denepanlbHOTO 3aKOHA Ha OCHOBAHMM 3KCIEPTU3, MPOBEACHHBIX JO IHS BCTYIUICHHUS B CHJIy HACTOSIIETO
denepanbHOrO 3aKOHA, OCYILECTBISIETCS B COOTBETCTBUM C HacTosmuM DenepanabHbIM 3aKOHOM Ha
OCHOBAaHMWU JOKYMEHTOB W JaHHBIX, MPEJCTABICHHBIX WM TOJYYEHHBIX JO IHS BCTYIUIEHHS B CHITY
Hacrosmiero enepasbHOTO 3aKOHA, a TaKke HA OCHOBAHMM KOMNHMH IIPEIBAPUTENBHOTO JIOrOBOPA
00513aTEIBHOTO CTPaXOBAHUS KU3HH, 3/I0POBbSI MALMCHTOB, yYaCTBYIOIIMX B KIMHHUYECKOM HCCIECIOBAHHU
JIEKapCTBEHHOTO TIpernapara Uil MEJUIMHCKOTO IPUMEHEHHs, WM KOIMU JI0rOoBopa 0053aTeIbHOTO
CTpaxOBaHMs >KU3HH, 3/I0POBbsI NAIIMEHTOB, YYAaCTBYIOIIUX B KIMHMYECKOM HMCCIEIOBAHUHU JIEKAPCTBEHHOTO
mpenapara s MEIUIIMHCKOTO TNPUMEHEHUs, 00 MpeiCTaBIeHHOW KOMHUU JO0TroBOpa 00s3aTeIbHOTrO
CTpaxOBaHHs, 3aKIIOUYEHHOTO B COOTBETCTBHHM C THIIOBBIMH TPAaBHIAMHU OOS3aTEIBHOTO CTPAaXOBaHUS, C
yKa3aHHEM TMIPENENbHOW YUCICHHOCTH IIallMCeHTOB, YYAacTBYIOIIMX B KIMHAYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOTO TIperapara JJIsi MEIUIMHCKOTO NPHMEHEHUs, 0e3 TpeOOBaHMs YIUIaThl TOCYIapCTBEHHOM
HOILIHHBI, IPEyCMOTPEHHOM 3akoHOAaTeIbcTBOM Poccuiickoii denepanuu o Hasorax u coopax.

(uactb 3.4 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHON BajglOTe [0 JAHS BCTYIUICHHS B CHUJIy HAcCTOSILETO
®denepanbHOTO 3aKOHA TPEACIIbHBIE OTIYCKHBIC II€HBl WHOCTPAHHBIX MPOU3BOJUTENEH Ha JIEKAPCTBEHHbBIC
npenaparsl, BKIIOUCHHBIC B MEPEUYCHB JKU3HEHHO HEOOXOIMMBIX M BOXKHEHINNUX JICKAPCTBEHHBIX MPENapaTosB,
nojyIeXkaT mepecuety B pyonum mo kypcy lLlenTpanbHoro Oanka Poccuiickoit ®depepanum Ha aary,
ycranoBieHHyto [IpaButenbctBoMm Poccuiickoii ®@eneparuu, 0e3 mpeAcTaBleHUs 3asBICHUS O Tepecdere
LIEHbl C BHECEHHUEM COOTBETCTBYIOIIUX U3MEHEHHM B FOCYJApCTBEHHBIN peecTp MpeAesbHbIX OTIYCKHBIX 1IEH
MPOU3BOJUTENICH Ha JICKAPCTBEHHBIC IpernapaThl, BKIIOUYEHHbICE B TEPEUCHb KXU3HEHHO HEOOXOJUMBIX U
BOKHEUIINX JIEKAPCTBEHHBIX MIPETapaToB.

(dactp 3.5 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIC 0 JIHS BCTYIUICHHS B CHIIy HacTosiero denepaibHOro 3aKOHA MpeebHbIE
OTIIYCKHBIE IIEHBI POCCHUICKUX MPOM3BOAMTENCH Ha JIEKApCTBEHHBIC MpENapaThl, BKIIOUYEHHbIE B MEpEeYCHb
KU3HEHHO HEOOXOJMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MpPEmapaToB, MOANEKAT WHACKCAIUU ¢ 1 HOSOps
2010 roma ucxo/s U3 MPOTHO3UPYEMOTO YPOBHSI MH(MISIUU, YCTAaHOBJICHHOTO DeepalibHbIM 3aKOHOM OT 2
nexadps 2009 roma N 308-D3 "O denepanbaom Oromkere Ha 2010 rox u Ha turanoBeIi nepuox 2011 u 2012
ronos" Ha 2011 rog.

(dactpb 3.6 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapra 2011 roma He AOMyCKarOTCS MPOM3BOACTBO M BBO3 B Poccuiickyro denepanuio
JICKapCTBEHHBIX MPENapaToB B YMAaKOBKaX C MapKHPOBKOMW, KOTOpasl Obljla HaHeCeHa MO0 JHsS BCTYIUICHHUS B
cuny Hacrosimero ®enepaibHoro 3akoHa. [lo ucTeueHHMHM yKa3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHbBIC
npenapaTrsl MOTYT OTITYCKaThCs, P€aIu30BBIBATHCS, MEPEIABATHCS M MPUMEHSTHCS J0 UCTEUCHHUS UX CpPOKa
TOJIHOCTH.

(B pen. DeaepanbHbix 3akoHOB 0T 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nusa BerymeHuss B cuiny Hactosimero ®denepansHoro 3akoHa u mno 30 ampens 2011 rona
BKJIFOUUTENIBHO JIOMYCKAETCSI MPOBEIACHUE SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB AKCIEPTAMU HKCIIEPTHOTO
YUPEKIACHUST JI0 TMPOXOXKACHHS HMHU aTTeCTallid B TIOPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

5. Co mus BcTymieHus B cwiy Hacrosmero ®denepanpHoro 3akoHa u mo 31 mekabps 2013 roma
BKJIFOYMTEIIBHO OCYIIECTBIIACTCS TMEPEeX0J K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUHU C
IpaBUJIaMU OPTaHU3AIMH MPOU3BOJICTBA U KOHTPOJISI KA4eCTBa JICKAPCTBEHHBIX CPENICTB, YKA3aHHBIMH B YAaCTH
1 crateu 45 nHacrosmero denepanbHOro 3aKoHa, B MOJHOM o0Obeme. Cpoku mepexoja MpOU3BOACTBA
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®epnepanbHbivt 3akoH 0T 12.04.2010 N 61-03

(pea. ot 04.06.2018) [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
"O6 obpalleHnn nekapCcTBEHHbIX cpeacTs” [ata coxpaHenms: 02.09.2018

JIEKapCTBEHHBIX CPEJICTB K HX IMPOU3BOJCTBY B COOTBETCTBHUM C KOHKPETHBIMU TpPeOOBAHMUSMHU JaHHBIX
IpaBW, BKJIIOYas CPOKHM aTTECTAllMM YIOJHOMOYEHHBIX JIUI], YKa3aHHbIX B 4acTax 6 m 7 crateu 45
Hacrosuero PenepanbHOro 3aKoHa, ycranasinuparorcs [IpaBurensctBoM Pocculickon @enepanyu.

6. JIutieH3um Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB, BbIaHHbIE 110 | sHBaps 2014 roxa, nedcTBYIOT
nocine 1 suBaps 2014 roma 10 MCTEYEHHs] CpOKa WX ACHCTBHUSL MPU YCIOBUU COOTBETCTBHUS JIMIIEH3MATa
MpaBWJIaM OPTraHU3AIMU MPOU3BOJICTBA U KOHTPOJISI KAYECTBA JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIM B 4acTH |
craThu 45 Hacrosero @enepaabHOTO 3aKOHA.

7. dopmupoBaHUE TOCYAapCTBEHHOTO 3a/laHUsI Ha MPOBEACHHE HKCIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB
(beneparbHOMY TOCYIaPCTBEHHOMY OFO/PKETHOMY YUPEXKIICHUIO 10 MPOBEICHUIO SKCIIEPTHU3BI JIEKAPCTBEHHBIX
cpenctB W (pUHAHCOBOE OOCCIICUCHUE BBIMOTHCHHUS O3TOTO 33JaHUS OCYIICCTBISIOTCS B  TOPSIKE,
yctaHoBieHHOM ®enepanbHbiM 3akoHOM OT 12 sHBaps 1996 roma N 7-@3 "O HekoMMEpUYECKHX
opranu3anusx’.

(uacts 7 BBenena denepanbHbiM 3aKk0HOM 0T 29.11.2010 N 313-D3)

[Ipesunent
Poccuiickoit ®enepann
JAMEJBEJEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-®3
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