INPABUTEJILCTBO POCCHHUCKON ®EJEPAIINUA
IIOCTAHOBJIEHHUE

ot 26 aBrycta 2020 r. Ne 1287

MOCKBA

O BHecenun n3menenui B Ilosoxenue 00 0coO0EHHOCTSIX BBOA
B IPaKIaHCKHH 000pOT JleKapecTBEeHHBIX NPenapaToB
AJIS MEAHIIHHCKOIO MPHMEHEHHUsI

[IpasurensctBo Poccuiickoli Pegepallii MO CTAHOBJASA €T :

1. YTBepauTh mpwiaraeMmble = U3MEHEHHS, KOTOphIE BHOCATCA B
[TonoxxeHne 06 O0COOEHHOCTSIX BBOJIa B TPaXXTAHCKHI OOOpPOT JIeKapCTBEHHBIX
npenapaTtoB JJI1 MEAULIMHCKOTO NMPUMEHEHHUS, YTBEPXKACHHOE MOCTAHOBIIEHUEM
[IpaButensctBa Poccuiickoii @enepaumu ot 30 wuroHs 2020r. Ne 955
"O6 0coOEHHOCTSX BBOJIAa B 'PaXXJAHCKHHA O0OOPOT JIEKAPCTBEHHBIX [IPENapaToB
JU1s MeauiuHCKoro npuMeHeHus" (CoOpaHue 3akoHOHATENbCTBAa PoccHICKOM
®epepanuu, 2020, Ne 27, ct. 4239).

2. Hacrosiliee  1OCTaHOBJIIEHME BCTyMaeT B CHIYy CO JHS  €ro
o(pHULHUATBEHOTO OIyOJIUKOBaHHUSL.

IIpencenarens [IpaButens
Poccutickoit Penepany

. 6\—\‘”“-“40
A“‘voccuﬁc:

M.MuiryctuH
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YTBEPXAEHbBI

noctaHosyieHueM [IpaButenscTBa
Poccutickoit @enepaunu
oT 26 aBrycra 2020 r. Ne 1287

U3MEHEHM I,

koTopsle BHOcATCs B Ilosiookenne 00 0co6eHHOCTSIX BBOAA B FPaskAaHCKHH
000poOT J1eKAPCTBEHHbIX NPEeNnapaToB I MEAHIHHCKOrO NPHMEHEeHHUs

1. IToanmyHKT "e" myHKTa 6 U3JI0KUTH B CIEAYIOHICH pelaKIINn:

"e) obLiee KOJIMYECTBO €JUHHUIL JISKAPCTBEHHOTO Mpernapara ¢ yKa3aHuem
eMHUI] U3MEpEHUs, 3asBIIIeMBbIX JJIs Lenei BBo3a B Pocculickyto Denepaiinio
WIM BBeICHUs B IPaXIAHCKUM 00OpOT, He MpeBbIlalollee eXeKBapTaJbHBIH
0o0beM JIeKapCTBEHHOro IIpernapara, BBEIEHHOTO B TpaxKIaHCKHH 000poT
3a KaJleHJaapHbIH rox;".

2. B nyHkre 7:

a) MOAMYHKT "B" JOMOJHUTH clioBaMU ", a B cllydae Mojayvu 3asBJICHUS O
BbIJaye COIJIaCOBAHHS B YaCTH JICKAPCTBEHHBIX IPENapaToB, MPOU3BOJUMBIX
3a mpexaenamu Tepputopuu Poccuiickoit ®epepauuu, U MOpu OTCYTCTBUHU
BO3MOXXHOCTH [PEACTaBICHUs YKa3aHHbBIX KOMHI JOTOBOPOB - KOIMHU HHBIX
JIOKyMEHTOB (aKTOB BBIIOJHEHHBIX paboT), MOATBEPKIaOMIMX (aKT 3aKyMKU U
YCTAaHOBKH TaKoro OO0OpYyJOBaHHS, a TakXe pa3pabOTKH WU JopaboTKU
IpOrpaMMHOr0 obecrieueHus (Ha pyCcCKOM s3bIKe)";

0) moanyHKT "r'" TONOJHUTH clloBaMu "(faiee - TjiaH MeponpUsTuii)"”;

B) JIOMOJHHUTH MOAMYHKTOM "1" CIEAYIOIEro Co/IepyKaHus:

") aHATUTUYECKOEe 3aKJIIOYEHHE OlepaTopa CUCTEMbl MOHHMTOPHHIA Ha
iaH MEpPONpPHUATUHA, CoAepXKallee B TOM YHCJIE aHalu3 TeXHUYECKOU
FOTOBHOCTH 3asiBUTENs] K HAHECEHHIO CpeACTB HUAEHTUGUKAIMM H  €ro
B3aMMOJICHCTBUSI C CHUCTEMOM MOHUTOPHMHIA W ee oleparopoM (ganee -
aHAJTUTHYECKOE 3aKJIIOUYEeHHE)." .

3. JIonosaHUTh NyHKTOM 7! CJICYIOLErO COACPKAHUS:

"7'. Orepatop CHCTEMBI MOHHTODHHIA OCYIIECTBJSET MOATOTOBKY
U HalpaBjeHHUe 3asIBUTENIO B (hOpMeE 3JIEKTPOHHOTO JOKYMEHTA, MOAIHCAaHHOTO
YCHJIEHHOH KBaJIU(UIUMPOBAHHOW JJIEKTPOHHOH IMOIIMHUCHIO, AHAJUTHYECKOTO
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3aKJIIOUYEHMS] B T€UEHUE 3 AHEH CO JHS MOCTYIUICHHsS OT 3asABUTENS K ONepaTopy
CUCTeMbl MOHHUTOPUHIA I[IlJaHa Meponpusituidi. B ciaydae HemosydeHus
3asBUTENIEM [0 HCTEYCHUH YKA3aHHOIO CpPOKa aHAIMTHYECKOro 3aKJIIOYeHHs
OH BIIpaBe IMOAATh B MEXBEJOMCTBEHHYID KOMHCCHIO 3asBJICHHE O BhIJaue
coryacoBaHus 0e3 TaKoro 3aKmoyeHus.".

4. ITyHKT 8 U3NOXUTH B CIAEAYIOIIEH peaaKiuu:

"8. @enepanbHas ciayx0a 1o Ham3opy B cdepe 3ApaBOOXpaHEHHS
B TE€UEHHE OJHOro pabodyero MHS CO JTHS TOCTYIJIEHHsS 3asABJIEHHS O BBLIAUE
COTJIACOBAaHMS IIPOBOAUT NPOBEPKY MOJHOTHI CONEPXKAIIUXCS B HEM CBEJCHHH
U NpWIaraeMplX K HEMY NOKYMEHTOB M OCYIIECTBISET OAHO W3 CIEAYIOIIUX
JICUCTBUU:

a) B clly4ae HalW4ds BCEX JOKYMEHTOB W CBEJEHHM, MPETyCMOTPEHHBIX
nyHktamMmu 6 W 7 Hacrosuero IlomoxeHus, HanpaBiseT NpeAcTaBICHHBIC
JOKYMEHTBl B MEXBEJOMCTBEHHYI0 KOMHCCHIO B (oOpMe 3JIeKTPOHHBIX
JOKYMEHTOB;

6) B ciiy4ae OTCYTCTBHUS OJHOrO WM HECKOJBKHX NOKYMEHTOB U (WJIH)
CBEJIeHHH, MPEeAYyCMOTPEHHBIX MyHKTaMH 6 u 7 Hactosmero Ilomoxenus,
HarpapJsieT 3asBUTEN0 B (opMe 3JIEKTPOHHOrO JOKYMEHTa, MOIIHUCAHHOIO
YCHJIGHHOH KBaIU(DHULHUPOBAHHOH 3JIEKTPOHHOU MOJNHMCHIO, pelIeHHe 00 0TKa3e
B pAacCMOTPEHHMM 3asiBIIEHHS O BblJaye COTJIACOBAaHUS C YyKa3aHHEM MPUYUH
oTKa3a.".

5.B nyHkre 9 cinoBa "0 BO3MOXHOCTH (HEBO3MOXXHOCTH) BbLIAYH
cornacoBaHus" 3aMEHMThb cjoBaMd "o BbImade (00 OTKase B Bblaaue)
CorJiacoBaHus .

6. B a63aue BTOpoM mmyHkTa 11 cinoBa "0 HEBO3MOXXHOCTH BBIIA4YU
corylacoBaHus" 3aMEHUTH CIIOBaMH "00 OTKa3e B BbIJaue COrjjacoBaHus".

7. I1lyHKT 13 HU37105KUTH B CIeAYIOIIeH pelaKIvu:

"13. IIpy BbIsABIEHUM B WH(DOPMAIMOHHON CHUCTEME CBEIEHHI O Cepuu
WIM MapTUU JIEKapCTBEHHOIO Ipenapara, MPOU3BEACHHOro mocie | OKTAOps
2020 r. Oe3 HaHeceHusi cpeactBa uaeHtudukanuu, PenepanbHas ciyxba
o Hag3opy B cdepe 371paBOOXpaHEHHUs NPUHHMAET pEIIeHHe O MpeKpalleHUH
rpaXkAaHCKOro 000poTa TaKOW CepHM WJIM MAapTHH JeKapCTBEHHOIrO Ipenapara
IO HAHECEHUS CpeICTBAa WIACHTHU(PHUKALUU HAa YNAKOBKY JEKapCTBEHHOI'O
nopernapaTa U BHECEHHs CBEACHUH O HAHECEHUM CpelIcTBa HACHTHGHUKALHH
Ha YNIaKOBKY JIEKAPCTBEHHOT'O IIpernapara B CHCTEMY MOHUTOpHUHTA.".

8. JIONOJMHUTH MyHKTaMHU 13'-134 CIIEYIOLIEr0o COAECPIKAHUA:

"13'. Pemenne o mnpexparueHuu rpaxaaHckoro obopora cepuM WM
napTUU JIEKapCTBEHHOrO mpenapara odopmisiercs npukazoMm DenepanbHOM
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CIIy>KOBl IO HAaI30py B cepe 3[paBOOXpaHEeHUs B TeUeHHE 5 paboyux JHEH co
JHS BBISIBICHUS CBEJICHUH, YKa3aHHbBIX B MyHKTe 13 Hactosimero ITonoxenus.

13%. MadopMaIis 0 NMpeKpaleHnn IPakIaHCKOro o0opoTa cepud WIH
napTUM JIEKApCTBEHHOIO Ipemapara pasMeraercss DenepanbHOR ciryx00i
no Haa3opy B cdepe 31paBOOXpaHEHHsS B TeueHHe 3 paboyuMx HHEH co AHA
[IPUHATHUS PELEHUs O MPEKPAIEHUH IPaXTaHCKOro 000poTa Cepruy WIH MapTHH
JIEKapCTBEHHOT'O Ipenapara Ha ee OQUIMAJILHOM caiiTe B HH(POPMAIMOHHO-
TeNeKOMMYHUKaHOHHOW cetu "HMHTepHer" ¢ coOmoaeHueM TpeOoBaHHIA
3akoHozarensCcTBa Poccuiickoit @epepalii 0 KOMMEPYECKOM M HMHOM
OXpaHsIEeMOH 3aKOHOM TalHe.

13°. Penienue o mpeKpalieHHy FPax IaHCKOro 06opoTa CepuH WK MapTHH
JIEKapCTBEHHOTO Mpernapara otMensercs PenepanbHoi ciry)k00i 1o HaI30py B
cepe 3ApaBOOXpaHEHHs B TeyeHHe 3 pabouyux JHeH co AHS IMOJYYEHHS OT
IPOU3BOUTEIIS JIEKapCTBEHHOTO npenapara WA OpraHu3aluH,
OCYILIECTBHBIIIEH BBO3 JIEKapCTBEHHOTO Ipenapara B Poccuiickyro ®@enepanuro,
UHGOpPMALUH O BHECEHHBIX B CUCTEMY MOHHTOPUHIA CBEACHHMAX O HaHECEHWH
CpelCTB HISHTU(PHUKALIUY.

13*. UndopMmanus 06 oTMeHe pelieHHs 0 MpeKpaLieHUuH IPaXK1aHCKOro
000poTa CEepMM WM IapTUW JIEKapCTBEHHOrO IMperapara pa3sMelaercs B
TeueHHe 3 pabouux JHEH Ha oduumanbHOM caiite PenepalbHOM CiyKObI MO
HaJ30py B coepe 3/IpaBOOXpaHEHHUS B MH(GOPMALHOHHO-
TEeIEKOMMYHUKALMOHHOU ceT "UHTepHet".".

4647079



