[Iprka3 MuHucTepCcTBa 3/IPaBOOXPAHEHHS M COIIMATIBLHOTO pa3BuTUsi PD
ot 26 aBrycrta 2010 r. N 757u
"O6 yTBep:KIeHUU MOPSAKA OCYIIECTBICHUS MOHUTOPHHIA OE30MMaCHOCTH JICKAPCTBEHHBIX MIPENapaToB
JUTSE MEJTUITUHCKOTO MIPUMEHEHHSI, PETUCTPAIIMK TOOOYHBIX JEHCTBHIA, CEPhE3HBIX HEKENATEITHHBIX
peaxiuii, HerpeABUICHHBIX HEXKeIaTeNbHBIX PEaKIUi MPU MPUMEHEHUH JIEKaPCTBEHHBIX MIPENapaToB IS
MEJIUIIMHCKOTO NpUMEeHEeHUs"

APAHT:

CornacHo mucemy PoczmpaBrHamsopa ot 22 mas 2017 r. N 01M-1202/17 wacrosimmii mpuka3 10 €ro
OTMEHBI JICCTBYeT B YacTU, HE MPOTHUBOpPEYAIIC HOBOMY 3aKOHOJATENbCTBY B 00JIacTH
(dapmakoHanzopa (mpukaz Poc3apaBHam3opa ot 15.02.2017 N 1071 "O6 yrBepxknaenuu Ilopsaka
ocymiecTBieHus (hapmakoHaazopa')

Cwm. Taxoke nucbmo PocsnpaBaaazopa ot 12 ampens 2017 r. N 01M-869/17 o HOBBIX 3aKOHOJATEIbLHBIX
TpeOOBaHUSAX B 00JIACTU MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB
B cootBercTBUM co craThsivu 64 - 66 @enepanbHoro 3akona ot 12 ampens 2010 r. N 61-@3 "O6
oOpamenun nekapcTBeHHbIX cpeAcTB" (CoOpanue 3axoHomatenscTtBa Poccuiickoit @enepamuu, 2010,
N 16, ct. 1815, N 31, ct. 4161) npuka3sbiBato:
YTBepAUTh MOPSAOK OCYIIECTBICHHS MOHHUTOPHHra O€30MacHOCTH JIEKapCTBEHHBIX IPENapaToB
JUISET MEJIHMIIMHCKOTO TIPUMEHEHUS, PETUCTPAIMUA TOOOYHBIX JEHCTBUH, CEpPhE3HBIX HEXKeIaTeIbHBIX
peaxiuii, HempeIBUICHHBIX HEXXeNaTeNIbHbIX PeaKklUid Mpy MPUMEHEHHUH JICKAPCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO MPUMEHEHHS COTIIACHO MPUIIOKEHHUIO.

Munuctp T.A. I'onuxoBa

3apeructpupoBano B Muntocte PO 31 aBrycra 2010 1.
Peructpanuonnsiii N 18324

IIpusnoxenne

K Iprukazy MMHHCTEPCTBA 3APaBOOXPaHEHHS
H CONUAIBHOTO pa3Butusa PO

ot 26 aBrycra 2010 r. N 757n

MMopsmok
OCYlIeCTBJIE€HHSI MOHUTOPUHTA 0€30MACHOCTH JIEKAPCTBEHHBIX NMPENapaToB AJIs1 MeIUIUHCKOr0
NMpUMeHEHUs], PErMCTPANUN MOOOYHBIX JIeliCTBHI, CEPbe3HbIX HeKeJIaTeIbHbIX PeaKIuii,
Heﬂpe)]BI/l)]eHHl)lX HEXKeEJIATCJIbHBIX peammﬁ Ilpl/l HpI/IMeHeHI/Il/I HeKapCTBeHHI)IX npenapaTOB JIA
MEJIUIMHCKOI0 NPUMEHEeHU

1. Hactosmmit Ilopsaok ycraHaBiuBaeT MpaBuiia MPOBEACHHUS MOHHTOPHHra O€30MacHOCTU
JIEKapCTBEHHBIX MpenapaTroB Uil MEIUIMHCKOrO IPUMEHEHHs, Haxosdmuxcs B OOpalleHuH Ha
tepputopuu Poccuiickoii @enepanuu, perucTpaluy NOOOYHBIX EHCTBUM, HE YKa3aHHBIX B MHCTPYKIUSAX
[0 NPUMEHEHMIO JIEKAPCTBEHHBIX IPENAapaToB, CEPbE3HBIX HEXKEIATEIbHBIX PEAKIMM, HENpPEIBUICHHBIX
HE)KeNaTeJIbHbIX peakuil Ipyu NPUMEHEHUH JIEKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHHUS
(nanee COOTBETCTBEHHO - MOOOYHBIE JICHCTBUSA, CEpbe3HbIE U HEMPEABHICHHbBIE HEeXeNaTeIbHbIE PEaKLIUH ),
BKJIIOYAs TOPSIIOK M CPOKH TpeocTaBiIeHUs] HH(OpMaLuy, HE0OX0IUMO I MPOBEACHUSI MOHUTOPUHTA
0€30I1aCHOCTH JIEKapCTBEHHBIX MPENapaToB /Uil MEAUIUHCKOTO MPUMEHEHUS, 1 MH(OPMAIIH O TTOOOYHBIX
NENCTBUSAX U HEXKENATEeNIbHBIX PEaKIUIX.

2. MonHuTOpUHT 0€30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO IMPUMEHEHHS
BKJIIOYaeT B celsi cOop, oOpabOTKy, pEerucTpamuio W aHaiu3 HHPOpManuu O MOOOYHBIX JACHCTBUSX,
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CephE3HBIX M HENPEIBUACHHBIX HEKENATEIbHBIX peakUusiX, 00 O0COOEHHOCTSAX B3aMMOACHUCTBUS
JIEKapCTBEHHBIX IIPENaparoB C IPYTMMH JIEKAPCTBEHHBIMU IIperapaTaMu, KOTOpble ObUIM BBIABJIEHBI MPU
IPOBEJCHUN KJIMHUYECKUX MHCCIENOBAaHUN M TPUMEHEHMM JIEKapCTBEHHBIX IIpenaparoB, B LEJAX
BBISIBJICHMSI BO3MOXKHBIX HETaTHBHBIX IIOCIEACTBMM HX MPUMEHEHMs, NPEAYNPEXKIEHUS M 3alIUThI
NAaIMEeHTOB OT NMPUMEHEHUS TaKMX MNpenapartoB (fajee - MOHUTOPUHT) M IPOBOJUTCA C COONIOJECHHEM
3akoHoJarenbcTBa Poccuiickoit ®denepanuy B 00JacTH 3aIUThI HEPCOHAIBHBIX JAHHBIX.

3. Monwurtopunr npoBoxutcs DenepanabHON cinyx)00il Mo Hag30py B cdepe 3ApaBOOXpaHEHUS U
COLMAJIBHOTO Pa3BUTHs HA OCHOBAHHM:

3.1. cooOmieHuni, MOIy4eHHBIX OT JIMIL IO POAY UX MPO(HEeCCHOHAIBHON A TETbHOCTH:

0 MOOOYHBIX JEHCTBUSAX, B TOM YUCIIE NMOOOYHBIX NEHCTBUAX, HE YKAa3aHHBIX B MHCTPYKLUAX I10
IIPUMEHEHHUIO JIEKAPCTBEHHBIX NIPENapaToB,

O CEpbE3HBIX HEKENATEJIbHBIX PEaKUUsAX, NPUBEALINX K CMEPTH, BPOXKAECHHBIM aHOMAJIUSAM HIIU
MOPOKAaM Da3BHUTHUS JIMOO TPEACTABIAIONMX COOOH Yrpo3y >KHM3HH, TPEOYIOIIMX TOCHUTAIM3AIUN WU
npUBeIEeH K CTOMKON yTpaTe TpyA0CHOCOOHOCTH U (MJIM) UHBAIUIHOCTH;

O HEINpPEABUJICHHBIX HEXKEJIATEeNbHbIX pEaKUUsX, B TOM 4YHUCJIE CBA3aHHBIX C MPUMEHEHHEM
JIEKapCTBEHHOT'0 Ipernapara B COOTBETCTBMM C HMHCTPYKIMEH IO MPUMEHEHUIO, CYIIHOCTh M TSXKECTh
KOTOPBIX HE COOTBETCTBOBAIM MH(OPMAIIUH O JIEKAPCTBEHHOM TIpernapare, CoACpKalleicsi B MHCTPYKIIUU
10 €ro NPUMEHEHUIO;

00 0COOEHHOCTSIX B3aMMOJACWCTBUS JIGKAPCTBEHHBIX IPENapaToB C IPYTUMHU JIEKAPCTBEHHBIMU
npenapaTamMy, KOTOpble ObUIM BBISBJIEHBI IPU MPOBEAECHUU KIMHUYECKHX HCCIIEAOBAaHUM M MPUMEHEHUU
JIEKapCTBEHHBIX [IPENapaTos;

3.2. cooO1eHun, MOTy4eHHBIX OT (PU3MUECKUX JIUL, B TOM YUCJIE€ NAlMEHTOB, MHIUBHIYaIbHbBIX
OpeAnpuHUMAaTeNeld, W IOPUAWYECKUX JIMI, OCYHIECTBISIOMNX JEATENbHOCTh TIpU  OOpaIieHuu
JIEKapCTBEHHBIX CPE/ICTB;

3.3. mepuoJUYECKUX OTYETOB MO 0€30MacHOCTHU JIEKApCTBEHHOrO Ipemnapara A MEeAUIMHCKOIO
IpUMEHEeHHUs (J1anee - MepHuoANYECKH 0TUeT), CoAepKalMX HH(POpMAIHIO 10 0€30MaCHOCTH KOHKPETHOTO
JIEKapCTBEHHOI'O Tpernapara, MOJIYyYEHHYI0 U3 COOOIIEHHH, MOJIY4YEHHBIX OT JHI[ [0 pOJay HX
npoeCCHOHATBHON JIEATETbHOCTH WIM MallMeHTOB, KOTOpBIE COAEpPKAaT OOOCHOBAHHYIO OIIEHKY
0’KHMJJaeMOH MOJIb3bl M BO3MOYKHOT'O pUCKA IPUMEHEHHUS U IPEJOCTABISIEMbIE B YCTAHOBJIEHHbBIE CPOKU;

3.4. uadopmauy, NOTYYEHHOW NPU OCYIIECTBICHUU KOHTPOJIBHBIX M HAJ30pHBIX (DYHKIMHA B
cthepe 31paBOOXpaHEHUS.

4. Coobuienust Hanpasisores B DeaepanbHyto Ciy:k0y MO Haa30py B cdepe 31paBOOXpaHEHUsS U
COLIMAIIBHOTO Pa3BUTHS B CPOK HE NO37HEe 15 KaJeHIapHBIX JHEW CO JHA, KOrjJa cTajla M3BECTHA
COOTBETCTBYIOLIAst UH(OpMAaIHsL.

5. Ilepuoanueckue OTUETHI HAIPABIAIOTCS pPa3pabOTUMKOM JIEKAPCTBEHHOI'O IperapaTta U (WiH)
IIPOM3BOJUTENIEM JIEKAPCTBEHHOIO IIpernapara, Ha WM KOTOPOrO BBIIAHO PETUCTPALIMOHHOE
yIIOCTOBEpEHUE JIEeKapCTBEHHOro mpemnapara, B DenepanpHyio ciayx0y 1o Haa3zopy B cdepe
3/paBOOXPAHEHHs] M COLMAIBHOTO pPa3BUTHS Ha JJEKTPOHHOM M OyMa)KHOM HOCHUTENE B CpOKH,
OTCUUTHIBAEMbIE OT JaThl PETUCTPALMU JIEKapCTBEHHOI'O Ipernapara B CTpaHe, e JIEKapCTBEHHBIN
npenapat OblT BIIEpBbIE pa3pelieH K MeTUIIMHCKOMY IPUMEHEHHUIO:

B TE€UYEHHUE MEPBBIX JIBYX JIET PETUCTPALMH JIEKaPCTBEHHOT'O IIperapara - Kaxable 6 Mecses;

B TEUYEHHUE MOCIEAYIOUIUX JBYX JIET - TPETHEr0 U YETBEPTOrO rOJja PErMCTpaluy JIEKAPCTBEHHOTO
npernapara - €XKeroJiHo;

Ha4yMHas ¢ IATOrO roJla pErucTpaluy JIEKApCTBEHHOIO IIpenapaTa - OIMH pa3 B TPU ToAa.

[lepuoauueckue OTYETHI MPEAOCTABIAOTCS HE mo3aHee 30 AHEW OT JaThl OKOHYAHUS CpoOKa
oTcyerTa.

6. denepasibHas ciayx0a 1O HAA30py B cdepe 3ApaBOOXPAHCHHUS W COIUATBHOTO PAa3BUTHS
OCYILECTBIISIET B OINEPAaTUBHOM pexXuMe 00paboTKy HHGOpMAIMK, MOIY4€eHHOW B COOTBETCTBUHU C
nyHkTamu 3 - 5 HactosAuiero Ilopsaka, u ee perucTpanuio MyTeM BHECEHUS B 0a3y JTaHHBIX MOHUTOPUHTIA,
KOTOpasi MpPEACTaBIseT COO0OW AJIEKTPOHHYIO HH(POPMALMOHHO-AaHAIUTUYECKYI0 CHCTEMY B CETH
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Hurepner.

7. ®enepanbHas ciayxba MO0 Haa30py B cdepe 3ApaBOOXPAHEHHS U COLHUAIBHOIO DPA3BUTHS
NPOBOJUT aHATN3 WH(POPMAILINH, ITOTYYSCHHOH B COOTBETCTBUU C ITyHKTamu 3 - 5 Hacrosmero [lopsaka, u
HaIpPAaBJIET €ro pe3ysibTaTtbl B MUHUCTEPCTBO 31paBOOXPAHEHUS U COLMAIBLHOrO pa3BuTus Poccuiickon
denepanuu A1 pacCCMOTPEHUS BOIIPOCA O BO3MOKHOCTH IPHUHATHUS PELICHUM O BHECEHUU U3MEHEHUN B
MHCTPYKLMIO [0 TPUMEHEHHUIO JIEKapCTBEHHOIO IIpenapara, O IPUOCTAHOBICHUHM IPUMECHEHHUS
JICKapCTBEHHOTO IMperapara, o0 W3bATHM W3 OOpalleHus JIEKapCTBEHHOrO Ipenapara WIH O
BO300HOBJICHUM IPUMEHEHUS JIEKAPCTBEHHOTO IIpernapara.

8. B cmyuae ecaum 1mo pe3yiabTaTaM MOHUTOpPUHIA OyleT YCTaHOBJIEHO, YTO NPUMEHEHUE
JICKapCTBEHHOI'0 TIIperapara IpeCTaBiIsieT yrpo3y JKU3HM WM 3J0POBBIO IALMEHTOB, CBEACHUS O
JIEKapCTBEHHOM IIperapare, He COOTBETCTBYIOT CBEIACHUSM O JICKAPCTBEHHOM IIpeIapare, CoAepKalumces
B MHCTPYKLUUU IO €ro NPUMEHEHHMIO, MHHHCTEPCTBOM 31paBOOXPAHCHMS M COLMAIBHOIO Pa3BUTHS
Poccniickoit ®denepanuy NPUHUMAETCS PEIICHHE O IIPUOCTAHOBICHHWM IIPUMEHEHHs JIEKApCTBEHHOIO
npenapara, 0 BHECEHUM W3MEHEHMH B MHCTPYKLHIO IO NPHUMEHEHHUIO JEKapCTBEHHOIO Ipenapara, o0
U3BATUU U3 00pallleHus JIEKapCTBEHHOTO Ipenapara.

TAPAHT:

Cum. Tlopsiok TPUOCTAHOBIEHUS MPUMEHEHHsI JEKapCTBEHHOTO IMpemapara JUisli MEIUIIMHCKOTO
MIPUMEHEHHUSI, YTBEP)KICHHBIA NMprkazoM MuHucrepcTBa 3npaBooxpaneHus PO or 14 Hos6ps 2018 r.
N 7778
9. ®epnepanbHas ciyx0a 1Mo Haa30py B cepe 3ApaBOOXpaHEHUS U COIUAIBHOTO Pa3BUTHUS IO
pe3yabTaTaM MOHHTOPHHTA pa3MeIIaeT Ha CBOeM O(pHuIMalbHOM caiite B ceTd MHTepHeT nHpOopMaIuio o
OPUHITBIX PEHICHUSIX O BHECEHWHM W3MEHEHHs] B MHCTPYKIHMIO [0 MNPUMEHEHHUIO JIEKApCTBEHHOTO
npernapara, 0 IPUOCTAHOBICHUM MPUMEHEHHS JIEKApCTBEHHOrO IMpernapara, 00 U3bSITHUU U3 OOpalIeHUs
JIEKapCTBEHHOT'O Tperapara Uik 0 BO300HOBICHUN TPUMEHEHHUS JIEKapCTBEHHOTO Tperapara.
Wndopmanus, pasmemieHHas B cetu VHTepHer, oTkpeiTa u oOmienocrynHa. OOHOBIEHHE
UHPOPMALIUM  OCYIIECTBIISETCS HENpPEepbIBHO. 3alluTa JaHHBIX [0 MOHUTOPUHTY 0€30IacHOCTH
JIEKapCTBEHHBIX IPENaparoB OT HECAHKIMOHMPOBAHHOIO JIOCTyIa OCYIIECTBISETCS BCTPOCHHBIMU
CPEICTBaMU OINEPALIMOHHON CUCTEMBI U CUCTEMOM YIIPaBJICHHs JaHHBIMHU.
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