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O monuTOpynre GezonacHoOCTH
JIEKapCTBEHHbIX MpenapaToe

Obecneyenue 6€30MacHOroO MPUMEHEHHA JCKAPCTBEHHBIX CPEICTB ABIACTCA OHHMM M3
raoGanbHbIX TNPHOPUTETOR COBpeMeHHOro 3apaBooxpatennd. Ilo paHHbIM BcemupHoi
OpraHM3allid 3[paBOOXPAHEHHS, HeXelaTelbHble pEeaKiUW JICKApCTBEHHLIX MpENapaToB
BXOIAT B ACCATKY BEAYIIUX PHYNH CMEPTHOCTH BO MHOTHX CTPaHaX MHpA.

C 2010 r., B cooTBEeTCTBHY ¢ octaHosaeHueM IparurensctBa Poccuiickoi Mepepauuu
or 20.08.2010 Ne650 «O BHECeHHM Wu3MCHCHMH B HekoTopble akThl IlpaButenscTsa
Poccuiickoli ®enepaiyn B cBasu ¢ npuHathem $enepansHoro sakona «OG6 obpareHuu
JICKAPCTBEHHBIX CpencTB», Poc3apaBHaZ30p OCYLIECTBIAET I'OCYHAPCTBEHHYIO (QYHKIMIO TO
TIPOBEJCHUIO MOHMTOPHHra O€30MacHOCTH NEKAPCTBEHHBIX IIperapaToB, HaxOAALMXCH B
obpaweHnu Ha Tepputopuu Poccuiickoin ®enepauuy.

‘ OCHOBHBIMH HaNpPaBJCHHUAMH PA3BHTHA FOCYAapCTBEHHOM cHCTEMBI GapMaKkoHan30pa B
Poccun  dgmnsitorcs  nossllieHne  ToxasaTeneil  BeIABIECHMs  npobiem  6€30MacHOCTH
JIEKAPCTBEHHBIX MPENApPATOB, COBEPIICHCTBOBAHME WHCTPYMEHTOB aHAIM3a [JIAHHBIX O
HEKENATENLHBIX — PeaKnH4X, pasBUTHC MEXaHH3MOB  NpeAyNpekKICHHA  OCIOKHEHHI
dapmaxorepanuu. _

OpGheKTHBHOCTE BHIABNCHUA MpodieM OC30MAaCHOCTH J@KapCTBEHHEIX TPENapaTos BoO
MHOI'OM 3aBHCHMT OT BHMMaHMA K (hapMaKoHan30py Bpaueii, UX TOTOBHOCTH MH(OPMUPOBAThH
PocajipaBHaazop o BBIABIEHHBIX HEXEIATSABHBIX PeaKLHAX.

Cerogpsa crneuuanucThl  3ApaBOOXpaHeHus coobmaior jganeko He 060 Beex
OCJIO’KHEHHAX 1IPH IPUMEHEHUH IEKapCTBEHHBIX NPENAPATOB, C KOTOPAIMH OHH CTAJIKHBAIOTCA
B cBocii pabGote. Bo MHorom 310 0OYCIOBIEHO HENOCTATOYHBIMM 3HAHHAMH O
dapMakoHagzope, OMaceHUSAMH aJMUHHUCTPATHBHEIX CAaHKUMH 33 Pa3sBHTHE HEXENaTENbHBIX
peakuuii, HeOOHEHKE 3HAYMMOCTH HATIPaBISEMOH HHPOPMALIHH.

BaxwHoli ocracres mnpoGnema ofecneueHHMs MONHOTLI H KayecTsa COOOWEHHH o
HeXenaTeNbHBIX — peakuusax, HanpaBindeMslx B PocsppaBnazzop.  bomsumyro  yacth
HEXENATENbLHRIX peakuuid MOJKHO TIpelOTBPATHTh, 3HAA OCODEHHOCTH JIEKApCTBEHHBIX
npenapaTos ¥ GakTopsl pUcKa pa3BuTHs MOOOYHBIX AeHCTBHIA.

YyuThiBasg MOCTYNABIUNE BOMPOCH CIELHAIUCTOB 3APABOOXPAHEHHA H PYKOBOJUTENEH
MCTHLMHCKMX OpraHu3aluii, Poc3ipaBHai3op HanpaeifeT pasbACHEHHA [0 KIKYEBBIM
acnexraM UCHONHEHMS MEIMIMHCKMMM OpraHu3alMAMM 3aKOHOAATeNBHBIX TpeboBaHHH K
MOHHMTOPUHI'Y O€30MaCHOCTH JIeKapCTBEHHEBIX TIPEmapaTos. '

Cornacho  @caepanbioMy 3akoHy oT 12.04.2010 Ne61-®3 «0O6 oOpaweHuu
JICKapCTBEHHBIX cpeAcTB» (CT. 64) cyObeKThl 0OpalleHus JIeKapCTBeHHBIX CPEACTB 00A3aHb!
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uHpOpMUpoRaTh PoczapasHagsop 060 Beex caydasx MOGOYHBIX AcHCTBHH, HC YKa3aHHEIX B
MHCTPYKUHH TI0 NPUMEHEHHIO JIEKAPCTBEHHOIO TIPENapaTa, O Cephe3HBIX HEeXeNATeNbHBIX
PCaKIMAX, HCNPEABH/ICHHBIX HCKENATENBHBIX PEAKUMAX NPH NPUMEHEHMH JEKAPCTBEHHBIX
[IpenaparoB, 00 OCOOEHHOCTAX B3AMMONCHCTBHA JIEKAPCTBEHHBIX 1IPENApPaTOR C APYrHMH
JICKAPCTBEHHBIMM 1IpENapaTaMy, KOTOpble ObUIM BBIABICHE! NPH MPOBEACHHH KIMHHYECKHX
UCCIIEJOBAHUH H IPUMEHEHHH JICKAPCTBEHHBIX MPENApaToB.

Onpenenenus  «noGoyHoe [EHCTBHE» H  (CEPHE3HAH HEXKENATENbHAS DPEaKIUs»
npusencHsi B Gesiepansiom 3akone ot 12.04.2010 Ne61-®3 «O6 o6palieHuH NeKapCTBEHHBIX
CPencTBy.

B cootrerctBHM co cT. 64 ®DenepancHoro 3akoda ot 12.04.2010 Ne61-d3 «O6
00paIleHHM JICKAPCTBEHHBIX CPEACTB» 3a HECOOGUIEHHE MW COKPHITHE CBEJEHMUiA,
IIOMJIEXAIMX HanpapjeHuio B Poc3paBHaj30p, B XO#€ MIPOBEACHMS MOHUTOPHHIA
6€30MacHOCTH  TeKAPCTBEHHBIX [PCMAPATOB, JMLA, KOTOPHIM JAHHBIE CBEAECHUA CTANH
M3BECTHEL MO poay HX NpodeccHOHaNbHOH AEATENBHOCTH, HeCcyT OTBETCTBEHHOCTb B
COOTBETCTBUHM C 3aKOHO/[areIbcTBOM Poccuiickoii Meaepauuu.

CornacHo npukasy Munsapascoupassutus Poccun or 26.08.2010 Ne757u «0O6
YUBCPKICHUU TIOPS/AKA OCYUICCTBJICHMA MOHHTOpHHra 0e30mMacHOCTH NeKapCTBEHHBIX
NpenapaTos Wi MEAHLMHCKOr0 NMPUMEHEHHS, PETHCTPALHH MOO0YHBIX NCHCTBUI, CEPBE3HBIX
HEXENATeNELHBIX Peakluii, HENpeABHUACHHBIX HEXKENATENbHEIX peakuuf NpH NpUMEHCHUM
NICKAPCTBEHHBIX NPENapaToB A8 MEJHUUHCKOTO [PHMEHEHUs» HWHQPOpMAlUd O Cephe3HbIX
MM HENPEABHMACHHBIX HEXenaTeNbHbIX peakuusax (peakiusaX, HCOMMCAHHBIX B YTBEP)KACHHOH
MHCTPYKIIMU TI0 MPHMEHEHUIO) NMOANEKUT TNpeACTaBaeHuio B Poc3apaBHaa3op B CPOK He
nosgHee 15 xaneHOApHBIX JAHEH CO JHA, KOTAA [JaHHBIE CBEAEHUSA CTad H3BECTHBI
OTIPaBUTENIO.

UsBelenys pekoMeH/lyeTcsi HampaBisTh KaK MOKHO PAHBIUE C MOMGHT2 BBISBICHUS
MHHUMYMa MHQOpPMALUUH © HeXelaTenbHOH peakuu# (MAeHTH(QULHPYEMBId NalueHT,
MEIMUMHCKUI CHMIITOM peakiiH, HIACHTHOUUHpPYEMbIH JIeKapCcTBEHHBIH Ipenapar (1o
TOPrOBOMY Ha3BaHUIO WM mpouzBoauTenio). CeeaeHns o6 ucXoae HEXCTATCNBHOM peakivi,
AQHHBIE MHCTPYMCHTAJLHBIX M J1a00paTOPHEIX MCCIEJOBAHHM M ApYI'Ue JlaHHble MOryT OBITh
NPEACTaBIEHEl B BUAE AONOIHUTCABHEIX U3BEILICHHM.

UndopmanuonusiM nucemom Pocsapasaanzopa ot 11.04.2012 Ne04M1-266/12 csenerus
O JICTATLHBIX HEXENATENbHBIX PEAKLHMAX peKOMEHIOBaHO NPEACTABIATE B Teuenne 24 yacos ¢
MOMEHTA UX Pa3BUTHS.

Hapsny ¢ atuMm uenecooGpasHo omepartuio (B TeyeHue 15 kaneHpapHBIX AHeH co aHs
BRIAB/ICHUA) YBCAOMIATE PoC3/ipaBHan30p O BBIABICHHH CICAYIOLIMX (aKToB M OOCTOATENHCTB
NpY NPUMCHEHHH JIeKapCTBEHHBIX NPENapaToB, CBA3AHHBIX C YIPO30# XKH3HHK W Bpejla:

a) BBIIBNIEHHE CBEHCHMM O THKECTH, XAPAKTEPE WIM uacToTe MOGOUHOTrO NEHCTBHA,

Cephe3HON HEKCIATENBHOH Peaklud, OCODEHHOCTAX B3aMMOJIEHCTBMS JIEKAPCTBEHHOTO

Hpenapara ¢ IpyIrMMK JIEKapCTBEHHBIMH [IPETIapaTaMi WA CBEACHUH O HEMpeaBUACHHOR

HEOXENATeNbHOM peaKllud, KOTOphle HE COOTRETCTBYIOT JAHHBIM  YTBEPMKICHHOM

MHCTPYKUMH N0 NPHMCHEHHIO JIEKAPCTBEHHOTO Mpenapara;

0) BBISBIEHHE PHCKA YIPO3kI XKM3HU U 300POBEIO MATEPH M (MIiM) IUIOAA NPU NPUMEHEHHH

JIEKApCTBCHHOTO TIpenapara B nepuo/] 6epeMEHHOCTH U JIaKTalliM;

B) BBUIBJICHHE PE3UCTEHTHOCTH BO3OyuuTens MHOEKUMOHHBIX 3a00neBaHuil  npu

NPUMEHEHUH aHTHOAKTEPHATIBHEIX W MPOTHBOBUPYCHBIX IEKAPCTBEHHBIX 1IPEIIapaTOoB;

T) BBIABIICHUE CyqaeB Mepelavyd MHGEKUMOHHEBIX 3a60NeRaHuii uepes NeKapcTBEHHEIH

npemnapar;

e) BblaBiICHHE HHdOpMaIi 06 OTCYTCTBHM KIMHHYECKOrO 3Q(CKTa MUSHEHHO BAKHBIX

JCKAPCTBCHHBIX  MpENaparoB, BakUMH M [pEnapaToB, NPUMEHAEMBIX B  LEIAX
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KOHTPAUEIILIMK, KOT/ia OTCYTCTBHE KIMHHYECKOro 3 deKTa He BRI3BAHO HHIMBUIYATbHAIMU

OCOOCHHOCTAMH NALMEHTA U (WH) CICUGHKOM ero 3a60/1eBaHus;

) BBISRNCHHE OMKMOOK NPHMEHCHMA NEKAPCTBEHHOIO Mperapara  ClCLMATHCTAMM

3/[paBOOXpaHeHMs M (WIM) TAUMEHTAMH BCIEACTBHE HENPAaBWILHOM MHTEPNPETALHM

CBEJICHVIH €r0 HHCTPYKLUH [0 MPHUMCHEHUIO,

3) BBISBICHHE CNy4aeR 3VIOYMOTpeGleHMs TIperiapaTtoM, CIYyaeB  YMBIUICHHOM

NEPE/IO3HPOBKY  TIpenapara WiM HCTONB30BaHMA IIpenapara B LEIIX YMBHILICHHOT'O

NPHYMHEHUSA BPEJA JKU3HH M (HIIH) 3T0POBBEO YEIOBEKA U KUBOTHBIX;

M) BBIABJIEHHE OCOOEHHOCTEH B3aMMOACHCTBHA JEKADCTBEHHOIO MpenapaTta C JPYTHMH

JICKapCTBCHHBIMH TIPETIapaTaMy, MMEHOIIUX OMpPENENEHHYI0 WIH BEPOATHYIO NPHUMHHO-

CITEICTBEHHYK) CBA3h C NPHMMEHEHHEM IpENapaTa, HEOIMHCAHHOTO B MHCTPYKIMM MO

NPUMEHEHUIO Npenapara M MPEeACTARIIIOMWEr0 YIpo3y UL XKHU3HH | 3/I0pOBbS YENoBeKa,

MubO JENAIOIIEro HeBOSMOXHBIM TIPHMEHEHHE JAHHOIO JEKApCTBEHHOTO Mpelapara ¢

APYTHM JIEKAPCTBEHHBIM NpernapaToM (apMalleBTHYecKas HECOBMECTHMOCTE ),

) IIpH MOCTYIUIEHMH HHOOpMAnMU O MOGOYHOM NCWCTRHM, CEphE3HONM HEKeNaTenbHOMH

PEaKUHH, HeNpe[BHICHHON HEXENAaTeIbHOM peakuH, OCOOSHHOCTAX B3AUMOACHCTRHA

JICKapCTBEHHOIr0 IMpenapara ¢ JAPYIMMH JIEKApCTBEHHBIMM IPENapaTaMy, BbI3BAHHEIX

IpUMeHeHHeM (aTbCHPUIMPOBAHHBIX, KOHTPAMAKTHEIX JEKAPCTBEHHEIX MPENaparos Wik

JICKAPCTBEHHBIX [IPEIapaToB, KadeCTBO KOTOPHIX HE COOTBETCTBYET YCTAHOBICHHBIM

TpeboBaHUAM.

IpeanmoururesHEIM opMaTOM HampaBiAeHHA JAHHOK HHGOPMALUK O HEXKENATETBHAIX
peaknuaX JeKapCIBEHHBIX IpenapaToB aABnsgercs «MzpemenHue o mnoGouHOM JIeifCTBHM,
HEOXKCIATENEHOM pCaKLMM MIM  OTCYTCTBUM OXHIAEMOT0 TepareBTHYecKoro sddekra
JCKapCTBEHHOTO  CPEACTBA», KOTOpPOe JAOCTYNHO Jnd 3arpy3kKd ¢ WHTEpHeT-caiita
Pocsapasnansopa (http://www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_ls/map).

VYKa3zaHHOE U3BCHICHHE MOXET OBITH HANpaBJICHO MO (aKCy MM 3IEKTPOHHON NOUTE B
LeHTpaasHEIN anmapaT PocsnpasHamszopa (dakc +7(495)698-15-73, oanekrponHas mnoyrta
pharm(@roszdravnadzor.ru) wiM €ro TeppuTOpPHANBHEIC OpraHbl (C momerkoi «Cpouno» u
TIOCTIEMYIOIIEH JOCBUTKOM Ha OYMaKHOM HOCHTEIE).

[Iepeuyenn OTBETCTBEHHBIX CIELIMANHCTOB TEPPUTOPHANBHBIX OpraHoB
Poc3apasnanzopa B 0651acTH MOHHTOpHHra 0€30MACHOCTH JICKAPCTBEHHBIX MPEMapaToB C WX
KOHTaKTHRIMH JIAHHEIMH [PEJCTaBlieH Ha caiTe PeaepanbHoi cnyxOpl 0 Haa3opy B chepe
3ipaBoOXpatenus (B pasuenc «JlekapcTBEHHBIE CpeicTBa», mojpasfed «MOHWTOPHHT
0e30macHOCTH JICKAPCTBEHHBIX CPEJICTB, HAXOMAUMXCS B OOpalleHHH Ha TeppPUTOPHH
Poccuiickoi ®eaepamyny, pybprka « KOHTaKTEI»).

MeHuuHCKUM — OpraHM3allisM, YacTO BBIABISIOUIMM HEXKENATEJBHBIC PEaKIUH,
pekoMeHyerca obpatuthcd B PocsapaBHan3op A MOMydeHMS NEPCOHAIM3HPOBAHHOIO
mocTyma B WHQOpPMALHMOHHEIH  pecypc  «DapMakoHaf30p»  ABTOMATH3HPOBAHHOMN
uHpOpManMorHoi cucTeMsl Pocsapasransopa (nainee — AUC Pocsapasnazsopa).

[lopsinok monyuesus mepcoHanusuposanHoro aocrynma B AWMC PocaapasHaizopa
npuBeleH B HHGOpmauxonHoM mHchMe PencpanbHoil ciyxOu no Hamopy B cohepe
3ApPaBOOXPAHCHUA U COLMANBHOrO passutus oT 02.12.2008 NeQ1M-752/08, onyGimkoBaHmoM
Ha WHTepHer-calite Poc3apaBnaasopa (pasnen «JIeKapcTBCHHEIE CpPeJCTBa», [OAPa3AeN
«MOHHUTOPHHT (€30NaCHOCTH NEKAPCTBEHHBIX CPEACTB, HAXOAANMXCH B obpamiesud Ha
Tepputopun  Poccuiickoit @enepanun», pybpuka «MHpopMaLHOHHBIE NHCEMa», BKIAAKA
«2008 ro»).

3anoNHeHNe U3BEIICHHS O HEXKENATCIBLHOR  peaKLuH noJpasyMmeBaetr OLEeHKY
MPHYHHHO-CICACTBEHHONW CBA3M MEXIY NPUMECHCHHEM Mpenapata W pasBUTHEM OC/IOMKHEHUS
JIEKapCTBCHHOMN Tepaniuu. [IpHYnHHO-ClIeACTBEHHYIO CBA3L MEXKIY NMPUMEHEHHEM HPENapaTa u
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Pa3BUTHEM HEXCTATENbHOH PEAKUMK PEKOMEH/YeTCS OLIEHUBATH I10 OAHOMY M3 CNEAYIOLIMX
anroput™oB: Hapawmxko, Karch wiu BO3.

JlauHeie  cmoco6bl  OUEHKH  OnMCcaHsl B METOJAMYECKHMX  PEKOMEHIALMAX
Pocznpasnagsopa or 02.10.2008 «OmpeneneHde CTEHEHH JOCTOBEPHOCTH MPUYMHHO-
CICACTBEHHOH cBA3M «HebnarompusTnas noGoyHas peakiius - JIEKApCTBEHHOE CpPEACTBOM
(knaccudukaius u MeTodpl)», onyGIMKOBaHHEIX Ha caifte Poc3apaeHanszopa (pasmen
«JIexapcTBeHHBIC CpeACTBa», moapasjen «MOHUTOPUHT GE30MACHOCTH NeKAPCTBEHHBIX
CpeJICTB, Haxoiuxcsa B obpawedun Ha Tepputopuu Poccuiickoit ®enepauuu», pyOpuka
«Meroauyeckue pazpaboTKi» ).

DNEKTPOHHbIE HMHCTPYMEHTBl JUIS OIEHKH INPHUYMHHO-CIEACTBEHHON CBA3H MO
anroputMam Hapamko u Karch taioke goctynHsl mig ucnonbs3oBanus Ha MHGOPMAIMOHHOM
caiite PocsmpaBHaznzopa (pasgen «JlekapcTBeHHEIE CpefcTBa», noapasaen «MOHHTOPHHT
6€30MacHOCTH  JIEKAPCTBEHHBIX CPEJCTB, HAXONAWMXCA B OOpALleHMH HA TCPPHTOPHH
Poccuiickoii ®enepauun», pyopuka «Kapra-uspemeHune).

Heobxogumo obpatute 0cobo¢ BHHMaHHE, 4TO HH(OpPMALMA O HEXETATEIBHBIX
peaklMsaX MMOATEeKHT MpecTaBieHdio B Poc3ipaBHai30p ¢ COOMOACHHEM 3aKOHOMATEIHCTBA
Poccuiickoit @eaepauuu o 3alHTe NEPCOHATBHBIX JaHHBIX,

BaxxHO NOAYEPKHYTH, YTO MAIMEHTBl, CAMOCTOSNTENBHO BBISBHUBIINE HEKENaTe/lbHbIE
peakiiyy, BIpase noTpeboBaThk OT JieYallero Bpaya 3anmojIHeHHs «U3BELUEHHS» U HallpaBIeHHUS
ero B PocanpaBHagzop.

B uensx obGecrmeuenns 3dbexTuBHON peanM3alud 3aKOHOJATENbHEIX TpeOOBaHME K
MOHHMTOPHHTY 0€30MacHOCTH JIeKapCTBEHHBIX TpenapatoB Poc3apaBHag3op pekoMeHayer
PYKOBOAUTENAM MEIHLIMHCKMX OpraHM3aiMii Ha3HaYuTh OTBETCTBEHHBIX 32 cOop, 06paboTKy 1
NpeacTaBleHie HMHPOPMaUMu O BBISBIACMBIX HEXKENATENBHBIX PEAKLMAX JICKAPCTBEHHBIX
npenaparoB (OTBETCTBEHHBIX MO (hapMaKOHAA30py) M3 YHCNA JHI ¢ BHICIOMM MEIULHMHCKHM
00pa30BaHMEM, HMEIOUIWX, 10 BO3MOXKHOCTH, CHeLHATM3auMi0 B 00AaCTH KIHHHYECKOH
(papMakomorHM WIH NPOWIEAIIMX I[IOBBILUCHUC KBAIM(QHKALMM 110 CICHHAIBHOCTH
«KTHHHYECKas (HapMaKoOJOTHSY HIIH «(papMaKoHA30p».

PyKOBOAMTENAM MEOHLUMHCKMX OpraHM3auuil TaKkKe pPEKOMEHIYETCA O3HAKOMHTH
YIOJHOMOYEHHBIX COTPYAHMKOB C HOPMATHBHRIMH aKTamMd B OO0JIaCTH MOHMTOpPHHTa
OesomacHocTn nekapcTBeHHBIX ipenapatoB (Dexepanbubiii 3akod ot 12.04.2010 Ne61-®3
«O6 oOpalleHHH JIEKapCTBEHHEIX CPEACTB» W MpUKas Mumusapasconpassutus Poccum or
26.08.2010 No7571 «O6 yTBepKACHHUHU TOPAAKA OCYLIECTBICHHS MOHHTOPMHTA GE30MacHOCTH
JIEKAPCTBEHHBIX TIPENApaToB JUIA MEAMLMHCKOTO IPUMEHEHMs, PerucTpaury MnoO0OUYHEIX
AeACTBHH}, CepPbe3HBIX HEKENATENbHBIX PEaKLHii, HeNPEABHACHHBIX HEXeNaTeNbHBIX peaKIHi
IIpH  [PUMEHCHWH JIEKapCTBEHHBIX TIPEMapaToB JUIS MEIUIMHCKOTO [PHMEHEHUA»),
KOHTAKTHBIMM JaHHBIMH OTBETCTBEHHOrO 3a JaHHBIH pasgen paboThl  CrieHMANHCTa
TEeppUTOpHabHOro oprada Pocsapaenamsopa no cydosexkty Poceuiickoii ®enepanmu.

B cootserctuM ¢ ®enepanbHbiM 3akoHOM 0T 21.11.2011 Ne323-®3 «O6 ocHoBax
OXpaHbl 3400poBbA rpaxiaaH B Poccuiickoit ®@emepaupm» (cr. 74, 1. 2.5) MeAMUHMHCKUE H
(papmatieBTHUECKHE PAGOTHUKN OOA3aHBI COOBIATE YIIOIHOMOYEHHOMY AOKHOCTHOMY JHITY
MEJIHLMHCKOH OpraHM3allMi CBEJCHHUA, MoIekKalme HanpasieHuo B Poc3npasramsop B
pamMKax MCIOJHEHHS 3aKOHOAATeNBHBLIX TPeOOBaHHUM B 00JIACTH MOHUTOPHHTra 0€30MacHOCTH
JIEKAPCTBEHHBIX IIPENapaTos,

JIeATENBHOCTh MCIMUMHECKOH OPraHU3aIMH 110 BBISBICHUIO HEXENATCIBHBIX PeakIii 1
HHQOpMHpOBaHMI0O O HMX Poc3gpaBHan3opa  NPEANOYTHTENBHO — PErTAMEHTHPOBATH
BHYTPEHHHMH  JOKyMCHTaMH (IIpHKa3bl, MHCIPYKLUHH, CTAHJApTHHIE ONEpalHOHHEIE
NpPOLEYPHI).
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HeobxomuMo OTMETHTB, HYTO OCHIOXKHEHMS NeKapCTBEHHON TCpamud, BK/IIOYas
SHAYMTEIbHOE 4YHCNO NOOOYHBIX NeHCTBHH, CEPLE3HBIX HEXEIATENhHBIX peaxiuii,
HENIPCABHCHHBIX ~ HEXEJAaTeNbHLIX  peakiMH  JCKApCTBEHHBIX CPEACTB, a  TaKKe
NAaTOJOrHYECKHX COCTOAHMH, BEI3BAHHBIX JIEKAPCTBCHHEIMH B3aUMOACHCTBUAMH, BKIIOYEHBI B
Mexnynaponnyio wiaccubukaumio Gonesneit BeemupHOi OpraHu3aliy 31paBoOXpaHeHuUs
10-ro mepecMOTpa, BBEACHHYK) B YUPEXICHUAX 3apaBooxpanenus Poccuiickolt ®enepauun
npukazoM Munsipasa Poccun ot 27.05.1997 Nel70 «O nepexome opraHoB M yupexaeHmit
3gpaBooxpanehus Poccuiickoli  DenepauMu  Ha  MEXIYHApOIHYIO — CTaTMCTHYECKYHO
Kraccuukanmo GonesHel u npobnem, CBI3aHHBIX CO 310poBbeM, X MepecMoTpay. B cBsisu ¢
9TUM, CBEICHMA O BBIABNEHHBIX B MEAMLMHCKHX OPraHHM3alMsiX HEXeNaTeNbHBIX PEaKiusix,
MH(OPMALKA O KOTOPEIX HaNparjisiace B Poc3apasHansop, 1enecoobpasHo 3aduxcupoBaTh B
MEQHIHMHCKONH JOKYMEHTAIIHH [1aLIMEHTOB.

B coorBerctBMM ¢ npukasoM Munsapasa Poccum or 05.05.2012 Ne502u «O6
YTBEPXKICHHH TOPAAKA CO3AaHHA W ACATENBHOCTH BpadeOHOM KOMHCCHH MEIULMHCKOM
OpraHusanuu» (B pejakuuy mpukaza Munszgpasa Poccun or 02.12.2013 Ne886m), snusozns:
HHIMBHIYAIbHOH HEMEepeHOCHMOCTY JIEKApCTBEHHBIX CPE/ICTB, SBUBIIMECS OCHOBAHHMEM JUISA
BLITIHCKH JIEKAPCTBEHHBIX MpEMapaTtoB 110 TOProBOMY Ha3BaHHMIO B pPaMKaxX lporpamm
JIFOTHOTO JIEKAapCTBEHHOIO oOeccnedeHns, MOATEXaT HanpasieHmo B PocagpasHamzop
Bpa4eOHBIMU KOMHCCHAMH. Ilopasok HanpaBieHMs yKa3aHHOH MH(OPMAIMH YCTAHOBICH
npuKazoM Munsapascoupassutus Poccun ot 26.08.2010 Ne7574.

Hapsny ¢ mpencrasienueM uH(QOPMALMH O BBHISBICHHEIX HEXENATETHHBIX PEAKLMAX
NICKApCTBEHHBIX lipenmapatoB B PocsnpasHansop, MeaMiMHCKUWE paGOTHUKA BIpaBe
NPOUH(OPMHUPOBATE O HUX JAEpIKATeNeil PErHCTPALIMOHHEBIX yAOCTOBepeHHil. OrpaHiyenns Ha
[OCCLICHAE  TIPEACTABUTENIMH  (apMaLEBTHYECKMX  KOMMAHHMH  MEOUIMHCKMX W
(papMarieBTHUYECKMX PabOTHUKOB B paGoyee Bpems, ycTaHOB/ieHHblE CT. 74 ®DepepanbHOro
3axoHa oT 21.11.2011 Ne323-®3 «O6 ocHOBaX OXpaHml 3[0pOBBA IPaiiaH B Poccwiickoit
®enepaiuuu», He paCHPOCTPAHSIOTCA HA MEPOTPUATHS, CBS3aHHEIE C OJIy4YEHHEM
HHOPMALIHK 110 MOHHTOPHHI'Y G€30TIaCHOCTH IEKApCTBEHHBIX IIpenaparos.

B cootBercTBUM ¢ npukazoM Mumnsapascoupaseutus Poccuu ot 26.08.2010 Ne757w,
Poc3sipaBHanzop npoBoaut aHanm3 uHQOpMauMM, HOCTYNAROmEd B paMKax MOHMTOPUHIA
Oe3onacHOCTH JIEKapCTBEHHRIX TpenapaToB. Pe3ynbTaThl aHATH3A HanpassaroTed B Mun3apas
Poccun nns mpuuATHA pelueHMit 0 BHECCHHH M3MEHEHMIt B HHCTPYKLHIO TIO NPHMEHEHHIO
/ICKapCTBCHHBIX MNpENapaToB, NMPUOCTAHOBNICHHH OOpAlIEHHA, M3bATUA U3 OOpPAllEHHA WIM
BO30OHOB/NEHHA OOpaleHus JIEKApCTBEHHBIX CPEJICTB. Hudopmaims 1o peryistopHeIM
pewierusM Muu3zapaBa PocCHM, CBS3aHHBIM C BHISBACHHBIMH npobnemaMu 0Ge30macHOCTH
JIEKapCTBEHHBIX TpenapaTos, MyOAMKYeTCs Ha MHTepHeT-caiite PocsipasHamsopa (paszen
«JlexapcTBeHHsle cpencTBa», moapazen «MOHHMTOPHHT 6E30MacHOCTH JIEKApCTBEHHBIX
CPeICTB, HaXOMfIMXCS B oOpameHuu Ha Tepputopun Poccuiickoif deneparmmy, pyGpuka
«MndopmalivoHHbIe MHCEMay).

B yxaszaunom pasgene ®enepaibHas ciyx6a mo Haazopy B cbepe 3apaBooXpaHeHus
MyGIUKYET Takoke IMACKMA JepikaTeNnell perucTpaldoHHbIX YAOCTOBEPEHHUA O HOBBIX AAHHBIX
no GE30NACHOCTH M JIONOJHHMTENBHBIX PEKOMEHJAIHAX MO OOECHevYeHuio Ge30nacHoro
TIPUMECHCHHA JICKADCTBEHHBIX TMPEMApaToB, a/JpecOBAHHBIE CIELHAIMCTAM 3PaBOOXPAHEHHS
WM TIallMeHTaM.

Kpome Toro, Ha unpopmamuonnoM pecypce Munsgpara Poccun 1o  agpecy
http://grls.rosminzdrav.ru/ ny6aukyioTes TrpeGoBaHus MunncTepeTBa  3paBooXpaHeHUs
Poccuiickolt  @ejcpainn  nepkarensM  perucTpalHOHHEIX YAOCTOBEpEHHHI © BHECEHHH
W3MEHEHHH B MHCTPYKLUMH TIO MPHMEHEHHIO JEKApCTBEHHBIX MpenapaToB, KOTOPHIE TAKKe
MOTYT 3aTparvBaTk BOTPOCH WX 3P HEeKTUBHOCTH U BGE301aCHOCTH.
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Baxno oOparute BHuMaHHe, uro @epepanbHas ciayxba no Hamsopy B chepe
3APABOOXPAHEHHA B XOI€ MPOBEACHUA KOHTPOIbHO-HAA30PHBIX MEPONIPUATHH B MEJAUIMHCKUX
OpraHM3alMiX TPOBOJHT OLEHKY paGoThl YYPEKAEHHH IO BBIABICHHIO HHQOPMALMH ©
HEXENaTeNbHBIX PeakiUsaX JeKapCTBEHHEIX MPeNnapaToB U NpecTaBicHu MHPOPMAlUK O HUX
B PocsapasHazop.

Bpuo pykosoauTens M.A. Mypauiko

C.B. I'marones
+7(499)578-01-31

Tloctynuna B penakimto: 21.11.2014 1.
Tlpunsra B nevars: 02.12.2014 1.
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