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ObpauleHune K YyntaTtento

O6ecneuyeHne 6e30MacHOr0 NPUMEHEHWA NeKAPCTBEHHbIX CPEACTB ABAAETCA OAHUM U3 T106aNbHbIX
NPUOPUTETOB COBPEMEHHOTO 34PAaBOOXPAHEHU.

Mo faHHbIM BcemmpHOI opraHM3aLym 30paBooOXpaHeHus, Hexenare/bHble peakLuym (nobodHble AelicTBIS)
NIeKapCTBEHHbIX CPEACTB BXOAAT B AECATKY BEAYLLMX MPUUMH CMEPTHOCTM BO MHOMVX CTPaHaxX MMUpa.

B Poccuiickoii ®efepaumm OCHOBHbIMU HaMpaBAEHUAMW PA3BUTUA FOCYAAPCTBEHHON CUCTEMbI
dbapmakoHag3opa ABNAIOTCA NOBbIWEHWE MOKasaTenei BbiasaeHua npobiem 6e3onacHoCTU neKap-
CTBEHHbIX NPenapaTos, COBEPLIEHCTBOBAHME MHCTPYMEHTOB aHanAM3a [aHHbIX O HeXenaTesbHbIX
peakumax, pa3BuTMe MexaHW3MOB NpeaynpexaeHUs OCN0XKHeHUH papmakoTepanuu.
3dpdeKTMBHOCTb BbifBAEHUA Mpobaem 6e30MacHOCTM /IEKApPCTBEHHbIX MpernapaToB BO MHOTOM
3aBUCUT OT BHMMaHUA K dbapmakoHaz3opy Bpayein u dbapmaueBTUUECKMX PabOTHUKOB, UX FOTOB-
HocTu MHbopmmMpoBaTh PocaapasHassop v bapmaLeBTUYECKMX NPOU3BOAUTENEN O BbIABAEHHbIX
HeKenaTesbHbIX PeaKLuaXx.

CeroHs cnewumanuncTbl 34paBOOXPAHEHNA COOBLLAOT AaNEKO HE O BCEX OC/IOKHEHUAX NPUMEHEHMS
JleKapCTBEHHbIX NPenapaTos, C KOTOPbIMM OHU CTAJIKMBAIOTCA B cBOEK paboTe. Bo mHorom 3to oby-
CNOBNEHO HEAOCTATOUYHbIMM 3HAHUAMU O hapMaKoHaA30pe, ONaceHUAMM aAMUHUCTPATUBHBIX CAHKLMIA
3a pa3BuTUE HeXKenaTelbHbIX PeakLUmii, HeAoOoLeHKe 3HAUMMOCTM Hanpasasemoi nHGopmaLmm.
BakHOI ocTaeTca npobnema obecneyeHns MONHOTbI M KayecTBa COOBLEHWUI O HeenaTenbHbIX
peakuunax, Hanpasisemblx B PocagpasHagzop.

MpeanoxeHHas Bawemy BHMMaHMIO 6poLIOpa MMEET Le/blo MO3HAKOMUTL CMeLManvcToB 34pa-
BOOXPaHeHMUs C POCCUICKON CUCTEMOI MOHUTOPMHIa 6€30MacHOCTM IeKapPCTBEHHbIX CPEACTB, CMo-
cobax MHGopMUpoBaHUA Poc3apaBHaA30pa O HexenaTesbHbIX Peakuusax, npasax U 0683aHHOCTAX
Bpayeit u GpapmavesTnyeckunx paboTHmKoB B 061acT1 papmakoHag3opa.

3almMTa KU3HW M 300POBbA MALMEHTOB ABASETCA NPOGeccHoHaNbHOW M rpaxaaHcKol o6s3aH-
HOCTblO. BOMbLUIYIO YacTb HexenaTesNbHbIX Peakuuii MOXKHO MpeaoTBPaTUTb, 3HAA 0COB6EHHOCTM
NleKapCTBEHHbIX MpenapaToB v GaKTopbl PUCKa Pa3BUTUA NOBOYHbIX AeicTBMI. Hagetoch Ha Bawe
aKTMBHOE yuyacTve B paboTe MO BbIABAEHUIO HEXKENATeNbHbIX PeakLUMit eKapCTBEHHbIX CPeACTB.
Bbl Mo¥KeTe 061erynTb CTpagaHusa U CNacT ThICAYM XKMU3HEW, CAenaB NpocCTyo Bellb — cooblms
0 HebaronpuATHOM peakumu.

C HanNyYLWMMK NOKENAHNAMM,
Bpuo pykoBoauTens ®epepanbHoON cny6bbl No Hagsopy B chepe 34paBoOXpaHEHUS,
a.M.H. M.A. Mypawko

MoarotoBneHo konnekTMeom astopos Mypawwko M.A., KoceHko B.B., Tnarones C.B., LLinnkos B.T.
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Llenb naHHOW
bpoLutopbl

JaHHas 6powropa npedHA3HaYeHa 015 Creyuaaucmos 30pasooxpaHeHuUs, Komopsle npu
exeOHe8HOM 0bWeHUU C MayUueHMamMu UmMerom 803MOXHOCMb HernocpedcmeeHHO Habslio-
0amb HexcenamesibHble peakyuu npu npuMmeHeHUU 1eKapCmeeHHbIX cpedcms.

JaHHoe u3daHue nomoxem creyuaaucmam 08aadems NPUHYUNAmMu pabomel o ebisese-
HUto U npedocmasseHuro ceedeHuli 0 HexcesaamesnbHbIX Peakuyusx 8 pe2yansimopHsie 0p2aHbl.
Llenbto bpowitopsl Aea5emca He mosbKo nosbiuieHue UHGOPMUPOBAHHOCMU WUPOKO20
Kpyaa crieyuaaucmos 8 0mHoWeHUU MPpaKmu4YecKux acreKkmos (hapMaKoHao30pa, Ho u codeli-
cmeue MOHUMAJHUK MOo20, Ymo Om HAWux COBMECMHbIX ycuauli 0 MHO20M 3deucum,
HACKO/bKO NMposooumMas hapmarkomepanus byoem sgpcpekmusHoli u 6e3onacHodll.

Kakoe NNeKapCcTBeEHHOE CPeacTBo
MOXHO c4nTaTb Be3onacHbIM?

Ab6contoTHO 6e30onacHbIX NEeKAapPCTBEHHbIX CPeACTB He cyuwecTByeT, Atoboi npenapaTt
MOJKET BbI3BATb HEXKeaTe IbHble peaKLmu.

JlekapcTBeHHOe CPeacTBO cUMTaeTcs 6esonacHbIM A8 UCNONb30BAHMA, €CIUM NOAb3a OT
ero NnpMMeHeHua nNpesbiWaeT PUCKKU. Cneunanmnct Ha OCHOBaHUKN UMetoLLenca nHpopma-
LMK O npenapaTe v CBEAEHUI O NaLMeHTe NPUHMMAET pelleHne O COOTHOLWEHUN MoNb-
3a/PUCK B KOHKPETHOW KAMHMYECKOMN CUTYaLMm, U COOTBETCTBEHHO, NPUHMMAET pelleHme
0 HasHauyeHuu nNpenapara.

HeobxoaMMo TaKyKe MOHMMATb, YTO PUCK PA3BUTUS HeXKenaTeNbHbIX peakuuin He Bcerga
CBAI3aH CO CBOMCTBAMM AAHHOIO AEMCTBYHOLLENO BELLECTBA, HO U 3aBUCUT OT TaKMX daKTo-
POB, KaK NPaBWUIbHOCTb Ha3HAYEeHWUA N NPUMEHEHMUSA NEKAPCTBEHHOMO CPeaCTBa.

YT10 Takoe
dapmaKoHag3op?

dapmakoHagzop npeacTaBnset coboit KOMMIEKC Mep MO BbiBAEHUIO, cOOpy, M3yYeHUto
N OLEeHKe MHPOPMALMM O HexKenaTesbHbIX 3GPeKTax NeKapCTBEHHbIX NPEnapaTos C Lebio
BbISIB/IEHNA HOBOM MHPOPMALMM O PUCKAX NPUMEHEHWUA IEKAPCTBEHHDbIX NPEMNapaTos M npe-
[OTBPALLEHNA PA3BUTUA HEXKENATE/IbHBIX PEAKLUMIA Y NaLMEHTOB.




3ayem Hy)XHa cucTema
dapmaKkoHaa3opa?

Oco3HaHWe TOro, YTo NMPUMEHEHWE IEKAPCTBEHHOMO CPEACTBA MOXKET MPUUUHUTD MaLUEHTY
Bpes, HeconocTaBUMbIA C OXKMAAEMOW MOAb30M, NPUWAO He cpasy. «Tanaugomuaosas
Tpareama» cepeamHbl NPOLAOrO BeKa MOTPAC/Ia BeCb MUP. ThiCAYM AETEN C BPOKAEHHbI-
MW aHOMaNUAMM Pas3BUTUA — GOKOMENMEn U MUKPOMENNE - TaKOBbl ApamaTuyeckue
Noc/NeACcTBUA HEAO0CTaTOYHOrO M3yYeHWA M KOHTpoAs 6e30MacHOCTVM TaanaoMuaa Kak
Ha LOPerncTpaLMoHHOM, TaK 1 Ha NOCTPErncTPaLMoHHOM 3Tanax.

Tanngomua, nepesomun npeactasaeHne MeAMLMHCKON OBLEeCTBEHHOCTU O KOHTpose
6€30MacHOCTM NEKaPCTBEHHbIX CPEACTB M MOCAYNKMA OTNPABHOM TOYKOM CO34aHUA NoA
armaoi BO3 eguHOM MeXKAyHapOo4HOMN CUCTEMbI MOHUTOPMHIA 6E30MacHOCTM NEeKapCTBEH-
HbIX cpeacts. CerogHa meauuMHCKMe U dapmaluesBTMYeckme PaboTHUKKM BOoMbLIMHCTBA
CTpaH MMpa yyacTBytoT B cbope MHPOPMaLLMM O HeKenaTelbHbIX Peakumsax NeKapcTBeH-
HbIX CPeACTB, a TaKXe MOryT MUCMOo/b30BaTb CBEAEHMS, MOJyYeHHble KOeramu ms apy-
rMx ctpaH. OCHOBHOM 3a4a4eit papmakoHaA30pa ABMAETCA OLLeHKa COOTHOLIEHUA Nonb3a/
PUCK SIeKapCTBEHHbIX CPEACTB U 3aliMTa 340P0BbA HaceneHMs NyTem NpeaoTBpaLLeHus
BO3HMKHOBEHUA HeKenaTe/ibHbIX Peakumil y NaumMeHToB 1 ONTUMMU3aLMM UCMO/b30BaHUS
NIeKapCTBEHHbIX CPEACTB.

[Mouemy Ba*KHO NPOAOAKATL MOHUTOPUHT
6e30nacHOCTU A1 pa3peLleHHbIX
K NPUMEHEHUIO NpenapaToB?

M3yyeHne npoduna 6e30MacHOCTM SIeKapCTBEHHOMO CpeacTBa — MOCTOSHHO Pa3BUBalo-
wmica npouecc. MHorve ¢akTopbl, BAnsOWME Ha Npoduab 6e30nNacHOCTU, 0BHaPYKK-
BAlOTCA ele Ha CTaAMU AOKNMHWUYECKUX U KAMHWUYECKUX uccnefnoBaHuii. OgHako cbop
[JaHHbIX N0 6€30MacHOCTM IeKapCTBEHHbIX CPEACTB B XO4E KAMHUYECKUX UCCNeL0BaHUM
UMeeT PAL OrpaHUYeHUt BCAeacTBUE TOro, YTO:
B KAMHMYecKue uccnegoBaHUA NPOBOAATCSA B CTPOFO KOHTPOAMPYEMBIX YCTOBUAX

B TEYEHME OTHOCUTENIbHO KOPOTKOTO MPOMEKYTKA BPEMEHM;

m [laumeHTbl, BKAOYEHHbIE B KIMHUYECKUE UcCnefoBaHnA, oTbupatoTca
B OFPaHMYEHHOM KOIMYECTBE 1 MO CTPOTUM KPUTEPUAM;

m  [1nA BbISBNIEHMA PeAKOW HexKenaTelbHOM peakumu, BcTpedatollelica y 1 13 10 000
YeNoBeK, NPUHUMALOLUX IeKaPCTBEHHOE CpeacTBo, Heobxogmmo nponeydnTs 30 000
YesI0BEK, MO3ITOMY B XOA€e KIMHUYECKOrO UCCel0BAaHNA KPaHe 3aTPYAHUTENIbHO
BbIABUTb pefiKue HexenaTesibHble peakumu;

m  MHbopmaums 0 COOTHOLEHMM NOJb3a/PUCK NEKAPCTBEHHOTO CPEACTBA Y 0CO6bIX
rpynn nauneHToB (AeTH, NoXuble NaumeHTbl, bepemeHHble nan KopmsaLne
YKEHLWMHBI, MALMEHTbI C HapyweHnem GYHKLUM NeYeHn Uam nodek u ap.)
4YacCTo HEeMoJIHA UM HEAOCTYMHA;

m  VHdopmauma o nekapcTBEHHOM B3aUMOAENCTBUM, KaK NMPaBUIO, MOXKET OblTb
nosy4yeHa TONbKO NPW UCMONb30BaHMM IEKAPCTBA B PeasibHbIX YC0BUAX KNMHUYECKOM
NPaKTUKK.

Takum o6pa30M, OYeHb Ba*XHO MPOAO/IXKATb p,aaneVlLuee nccnegoBaHne I'IpOd)MI'IH 6es-
OMaCHOCTU JIeKapCTBEHHOrO cpeacTBa nocne ero perucrtpaumun. MNpu stom VIH¢OpMaLI,I/IFI
0 6esonacHocTH npenaparta, cogepxawafaca B MHCTPYKUMN NO MeaULUHCKOMY NpUmeHe-
HU1IO, MOCTOAHHO OOHOBNAETCA HAa OCHOBAHMUM AaHHbIX MOCTPErNCTPALLMOHHOIO NpUMeEHe-
HWA 1eKapCTBEHHOTO CpeacTBa.

®EOEPANBLHASA CNYXXBA
Mo HAQ30PY B COEPE
30PABOOXPAHEHUA

B Associationof  Accouauu
y;g International  MeXayHapomHBix
A Pharmaceutical  dapmaueBTecKinx
Manufacturers  npowssopveneit




KaK opraHnM3oBaHa cucTema MOHUTOPUHTA
be3onacHoCTK NpenapaToB B POCCUNCKOM
depepaynn?

B Poccum ¢ 2010 roga NeKkapcTBEHHbIE CPeAcTBa NnoasiexaT MOHUTOPMHIY 6e30MacHOCTH
cornacHo ®epepanbHoMy 3aKoHY OT 12.04.2010 Ne 61-®3 «O6 obpalleHNN NeKapCTBEH-

Y1o npeacrtasnaeT coboun cucrtema
dapmakoHag3opa B mupe?

C 1968 roga AelicTByeT MeAyHapoAHas NnporpaMmma MOHUTOpPUHra 6e30nacHoOCTU neKap-
cTBeHHbIX cpeacts BO3. C Hauana 90-x roaos pa3paboTaHbl MeXAYHapPOAHbIE HayYHble U
TEXHUYECKMe CTaHaapTbl Ana cbopa n 06paboTkn MHPOPMaLMK O NEKAPCTBEHHbIX CPes-
ctBax (CIOMS, ICH). B EC B 2012 BCTYnW/I0 B CU/ly HOBOE 3aKOHOAATENLCTBO B 061acTm

dapmakoHagzopa.

MPOrPAMMA BO3 MO MEXKAYHAPOAHOMY MOHUTOPUHTY
JTEKAPCTBEHHbIX CPEACTB

BXY) World Health
Organization

=

Ynncanbckuii ueHTp BO3
no MexayHapoaHomy
MOHUTOPUHTY
JIEKAPCTBEHHbIX CPEACTB

LLITab-kBapTMpa BO3
(*KeHeBa, LLsenuapua)

HauuoHanbHble
LeHTPbl MOHUTOPUHIA
6e3onacHocTH
JIeKapCTBEHHbIX CPeacTs

Cneymanuctbl
34,paBOOXPaHEHMUA

CoTpyAHMYAIOLWNIA LEHTP
BO3 no moHUTOPUHIY
6e3onacHoctn J1C

B AKKpe (MaHa)

dPapmaueBTUYECKUNE
KOMMaHuK

HbIX cpeacTB» (cTaTbs 64) M npuKkasy MuHsgpascoupassutua oT 26.08.2010 No757H.
«CybbeKTbl 0bpalleHMA NeKapCcTBEHHbIX CPeacTB 0b6A3aHbl cO0bLaTb B YCTAHOBEHHOM
YNOAHOMOYEHHbIM desepasibHbIM OPraHOM UCMONHUTENBHON BAACTM nopagKke 060 Bcex
cnyYanx NoboYHbIX AEeNCTBUI, HE YKA3aHHbIX B MUHCTPYKLMM NO MPUMEHEHMIO IEKAPCTBEH-
HOro npenapaTa, O Cepbe3HbIX HeXenaTesbHbIX PeakuuAx, HenpeaBuAeHHbIX Hexena-
Te/IbHbIX PeaKLMAX NpU NPUMEHEHUMN NEKAPCTBEHHbIX NpenapaTos, 06 0CObEHHOCTAX B3a-
MMOAENCTBUA NIEKAPCTBEHHbIX NPENaApaToB C APYrMMU JIEKAPCTBEHHbIMM NpenapaTamu,
KOTOpble Bbl/IM BbISBNEHbI MPU NPOBEAEHUMN KNMHUYECKMX UCCAe0BAHUIA U NPUMEHEHUM
JIeKapCTBEHHbIX NpenapaTos».

MOHWUTOPWUHI BE3OMNACHOCTW JIEKAPCTBEHHbIX MPEMAPATOB

3APETMCTPUPOBAHHbIE
an

CoobuieHns

0 Mo6OUHbIX AEHCTBUAX,
CepbesHbIX Heenare/bHbIX
peakuusx, HenpeasUaEHHbIX
HeXenateNbHbIX peaKLuax,
0CO6EHHOCTAX
B3aumogeictaus JN

I'Iepwo,qwqecme oT4yeTbl
no 6esonacHocTu

N B KAMHUYECKUX
unccnepoBaHUAX

M3BeLLeHNA O CepbesHbIX
HENpeaBUAEHHbBIX
HEKENATeNbHbIX PEAKLMAX
an

E)KerOAHble oT4yeTbl
no 6esonacHocty /1N

POC3PABHA30P

YnpasneHue opraHusauuu
rocyfapcTBeHHOro
KOHTpona

KayectBa MeANLMHCKOM
npoayKkuumn

OTAeN MOHUTOPUHTA
3pdekTuBHOCTU

1 6e3onacHoCTU
NIeKapCTBEHHbIX CPeacTs

AUC Poc3gpaBHag3opa

@ry «MMLU3YOAOCMIM»
PocsapasHaasopa

PervoHanbHbie LeHTpbI
MOHUTOPUHra 6e3onacHocTn
Nnc

PEKOMEHAALUM NO UTOTAM
MOHUTOPUHTA

- 0 BHECEHWUW U3MEHEHWNIA B MHCTPYKLMIO
- 0 NPUOCTaHOBNEHUN NpumeHeHus 1M,
- U3bATUM U3 0BpaLLeHus

- BO306HOBNEHUM NMpuMmeHeHus JTTN

- 0 npekpalLeHnm K1

- 0 BHECEHUM M3MEHEHWI B npoTokon KN

1. Beog noctynatoLeit uHbopmaummn

B AUC Poc3gpaBHag3opa v ee aHaius.
2. HanpasneHue nHpopmauum o
HeKeNaTe/bHbIX PEAKLMUAX 3aABUTENAM
peructpauum M.

3. OpraHu3auma sKcnepTusbl
vHdopmaumm B8 Pry « MMLIYOAOCMI»
PocsgpaBHaa30pa, BKAoYan 3anpoc
OLIeHKM NPUYUHHO-CNEACTBEHHOM
CBA3M, @ TaKMKe 3aK/NK04EHUI No
NeTanbHbIM CNy4anam.

4. OpraHu3aumMa SKCNepTH3bl KayecTsa
JIM, BbI3BABLUMX HeXeslaTeNIbHY
peakumio (npu HeobxoammocTu).

5. KoopanHauma paboTbl perMoHanbHbIx
LIeHTPOB MOHUTOPUHTaA Ge30onacHoCTH
J1C no paccnepoBaHuio annM3oa0s
HeenaTe/ibHbIX peaKLmit.

6. AHanM3 Hay4HbIX Ny6auKaumin

1 pelueHNii 3apy6eHbIX PEryNaTOpHbIX
OpraHoB.

MMWHUCTEPCTBO
3/1PABOOXPAHEHUA
POCCUMINCKOWN GEAEPALINA

PELLEHMA

06 M3MEHeHUM MHCTPYKLK J1T
NPWOCTAHOBNEHUU NPUMEHEHUA
n3batm JN
B0306HOBNEHUN
npumeHeHua /M

My6nunkauus

CBEAEHUI1 O peLeHnAX
MwuH3ApaBcoLpasBuTUa
Poccuun Ha uHTEpHeT-caiTe
Poc3ppasHag3opa

My6nunkaumsa
MHHOPMALMOHHbBIX
nucem no npo6aemam
6e3onacHoctu /1N

Association of  Accouvauma
International  meXayHapoaHBix
Pharmaceutical  dapmauesThveCknX
Manufacturers  npoussoavTenei
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KakoBa po/ib Bpaya B cucteme
dapmaKkoHaa3opa?

CornacHo PoOCCUIICKOMY 3aKOHOZATENbCTBY, MCTOYHMKAMM COODLLEHUI O HexKenaTesibHbIX
peaKkumaxX ABNAIOTCA BCe CyObEKTbI 0bpaLleHns NeKapcTBEHHbIX CPeAcTB (Bpaun, dapmaLes-
TUYEeCKMe PabOTHMKK, NauMeHTbl, NPoM3BoaUTENM). [JaHHbIe, MONYyYeHHbIe OT CreLmanmcToB
3paBOOXPaHeHUs, NPeaCTaBAAOT HanboNbLUYHO LEHHOCTb 61arogapsa KOPPEKTHOMY MCMOb-
30BaHUIO MEAMUMHCKOWM TEPMUHOMOMMM, a TaK¥Ke BbICOKOMY KauyecTBy NpesoCTaBisemon
MHOOPMaLMU. MIMEHHO Ha 3TW AaHHble ONMpatoTca GapMaLeBTUYECKME KOMMAHUW U peryns-
TOPHbIE OpraHbl B OLeHKe NpoduIs 6e30NacHOCTM IeKAPCTBEHHOTO CPEACTBA.

Kaxkaoe cooblieHre 0 NoA03peBaeMon HeXKenaTeIbHOM peakumm BHOCUT BKAag B Gopmu-
poBaHME aKTya/NbHOTO MpeacTaBneHna o npodune besonacHocTV npenapata. Yem 6osblue
MHOOPMALMM O BO3MOXKHbIX PUCKaX, CBA3AHHbLIX C NPUMEHEHWEM IEKAPCTBEHHbIX Npenapa-
TOB, CTAHOBUTCA 06LLLELOCTYMHOM, Tem 6o/ee B3BeLeHHOE M 06OCHOBaHHOE PeLleHNe MOXKET
NPUHATL BPAY NPY Ha3HAYeHWM NaLMEHTY TOTO UM MHOTO JIEKAPCTBEHHOTO CPEACTBA.

YTO0 NnoHMMmaloT noz
HeXenaTenbHoM peakumnen?

1€
i .

HexenatesnibHan peakums — ntobas HebnaronpusaTHas U HernpeaHaMepeHHas peaKkums opra-
HM3Ma, BO3HMKaOLLAn Npu NpYMeHeHUM NeKapCTBEHHOrO npenapara.

Peakupsi cuMTaeTcs CBA3aHHOM C IEKAPCTBEHHBIM MPENapaToM, eC/IN NPUHUHHO-CIEACTBEHHYIO
CBf3b HE/b3A UCKAUUTL (aaanTuposaHo u3 ICH E2D).

4YTO OTHOCUTCA K Cepbe3HbIM
HeXKenaTe/ibHbIM PeakumMaAm?

CEPbE3HAA HEXKEJIATE/IbHAA PEAKLMA - HexkenatenbHaa peakuma opraHn3ama, CBA3aHHas
C NPUMEHEHWEM SIEKapCTBEHHOrO npenapara:

npuBeALIas K CMepTu;

BPOAEHHbIM aHOMA/IMAM UM NOPOKaM Pa3BUTUS;

npeacTasasAowasn cobom yrposy KusHu;

TpebyloLLan rocnUTannsaunmn Uam NpMBeALLIan K CTOMKOW yTpaTte Tpy40cnocobHOCTH

1 (MNK) MHBANMAOHOCTMU.

[PenepanbHbiii 3akoH 0T 12.04.2010 Ne 61-d3 «06 06paLleHNN NeKapCTBEHHbIX CPeacTB»]

YTO OTHOCUTCA K HEeNpeaBUAEHHbIM
HeXenaTeNbHbIM peakumsam?

HEMPEABUAOEHHAA HEXKENATE/IbHAA PEAKLWA - HexkenaTenbHasa peakumsa OpraHmM3ma
(B TOM umcne cBA3aHHas C MPUMEHEHWEM JIeKAapCTBEHHOrNO Mpenapata B COOTBETCTBUM
C UHCTPYKLMEN NO ero NpMMEHEHMI0), CYLLLHOCTb M TAXECTb KOTOPOW He COOTBETCTBYET UHbOP-
MaLyK 0 NEeKAPCTBEHHOM NpenapaTe, COAEPHKALLENCA B UHCTPYKLMK MO ero NPUMEHEHMUIO.

[®enepanbHbiii 3akoH 0T 12.04.2010 Ne 61-d3 «06 06paLleHNN NeKapCTBEHHbIX CPeaCcTB»]

Kakne gaHHble no 6e3onacHoCTH
NIEKAaPCTBEHHOTO CPeACTBA AO/IKHbI
NPeaoCTaBAATbLCA B PErYyN1ATOPHbIE OPraHbi?

CornacHo npukasy M3 P® ot 26 aBrycta 2010 roga Ne 757H, HeobxoaMmOo NpeaocTaBATb

B perynatopHble opraHbl cBeAeHUn

B 0 noboYHbIX AeMCTBUAX, B TOM YMCae NOOOYHbIX AEMCTBUAX, HE YKa3aHHbIX
B MHCTPYKUMAX MO NPUMEHEHUIO IEKAPCTBEHHbIX NPenapaTos;

H O Cepbe3HblX HEeXenaTesbHbIX PeaKkumnax, NpMBeaLnx K CMepTU, BPOXKAEHHbIM
aHOMaNMNAM UM NOPOKam Pa3BUTUA NGO NpeacTaBAAOLWMX COBON YrpO3y KU3HNK,
TpebyroLMX rocnnTanmnsaLmm UAn NpUBEALLMX K CTOMKOM yTpaTte TpyaoCcnocobHOCTM
n (MNK) MHBANMAHOCTY;
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B O HenpeaBWAEHHbIX HeXKeNaTeNbHbIX PeakLuax, B TOM YMCe CBA3AHHbIX C MPUMEeHe-
HMEeM IeKapCTBEHHOro Nnpenaparta B COOTBETCTBMU C MHCTPYKLMENR NO NPUMEHEHMIO,
CYLLLHOCTb U TAXECTb KOTOPbIX HE COOTBETCTBOBAIN MHGOPMALIMUN O IeKAaPCTBEHHOM
npenapare, coaepyKallelica B UHCTPYKLMKM NO ero NPUMEHEHUIO;

m 06 0co6eHHOCTAX B3aMMOAENCTBUA NEKAPCTBEHHbIX NPEenapaTos ¢ APYrMMHU
NeKapcTBEHHbIMM NpenapaTamu, KoTopble Bblan BbiSBJEHbI NPU NPOBEAEHUN
KMHUYECKMX UCCNe0BAHUIN U MPUMEHEHUW IeKapCTBEHHbIX NpenapaTtos.

HapAaay c cepbe3HbIMU 1 HenpeaBUAEHHbIMW PeaKLMaMU, CeLMaancTbl 34paBooxpa-

HeHuMsA BnpaBe NpouHbopMMpoBaTh Poc3apaBHaA30p O APYTUX KAMHUYECKM 3HAYUMBbIX

OCNO}KHEHUAX NPUMEHEHUSA NIeKAaPCTBEHHbIX CPeACTB, NPEACTABAAIOLLMX YTPO3y 340P0-

BblO NALMEHTOB, HANpPUMep:

m [lpymeHeHne NeKapCTBEHHOro NnpenapaTa B nepuod 6epemeHHOCTM U KOPM/IEHNA
rpyA4blo, KOraa Ucnosb3oBaHWe AaHHOTO nNpenapaTa NPOoTMBONOKa3aHo, UK AaHHble
0 ero 6e30nacHOCTM NpU GeEPEMEHHOCTM M NaKTaL MK OTCYTCTBYIOT;

B HesdpdeKTUBHOCTb NEKAPCTBEHHbIX MPENapaTos;

PasBuTHE NIEKAPCTBEHHOM PE3UCTEHTHOCTM Y BO3OYAUTENEN MHDEKLIMOHHbIX 3a601eBaHNI;

m [lepefaya MHOEKLMOHHbIX 3a601eBaHUI Yepes IeKapCTBEHHbIN Npenapat
(Hanpumep, B cy4ae NpUMeHeHUA NPenapaTos KPoOBH);

m  OWKMBKM Ha3HAYEHUNA U NPUMEHEHUA IEKaPCTBEHHOrO NpenapaTa cneuuanmcTamm
34paBOOXpaHeHUA U (MAK) NaumeHTaMu BCAeACTBME HenpaBUAbHOM MHTepnpeTauum
CBeAEeHMUI ero MHCTPYKLMU N0 NPUMEHEHUIO;

m  Cnyyau 3noynoTpebneHns nekapcTBEHHbIM NpenapaTom, npeaHamepeHHoM
nepeao3vMpoBKM NpenapaTta Uan UCNoAb30BaHMA NPenapaTa B LeaxX YMbILLIeHHOro
NPUYUHEHUA BPeaa KMU3HU U (MK) 340POBbIO, Pa3BUTUE IEKAPCTBEHHOW 3aBUCUMOCTH;

m [lofo3peHue, YTo HexkenaTebHan peakuma (HeaddeKTUBHOCTb) NpenapaTa Bbi3BaHbI
npobsemamu KauecTsa Uav NpuMeHeHnem GpanbcuPULMPOBAHHOMO NpenapaTa;

m PaHee HeM3BECTHbIe C/lyYan OMaCHbIX JIeKAapPCTBEHHbIX B3aWMOAEWNCTBUIA.

B KaKkue cpokn Heobxoanmo
NpeaocTaBNATb MHPOPMALUIO?

CoobLeHuna Hanpasnatotca B PegepanbHyto cnyby no Haa3opy B chepe 34paBoOXpa-
HeHWA B CPOK He no3aHee 15 KaseHAAPHbIX AHEN CO AHA, KOTAa CTasa U3BeCTHa COOTBET-
cTBytOLWaA UHPopmMaLma.

[MpwuKkas Ne 757H, n. 4]

Kakmm obpa3om cneumanmncrbl
3[1paBOOXPAHEHMA MOTYT NPeAOCTABUTD
nHbopmauuio?

Onsa npepnocTtaBneHUs AaHHbIX MO 6e30MacHOCTM IeKAaPCTBEHHbIX CPEeACTB B Peryaatop-

Hble opraHbl, HEOH6X0AMMO 3aMoNHUTL «KapTy-M3BelLeHMe O NOBOYHOM AENCTBUK, HeXKena-

TE/IbHOM PeaKkLMu UM OTCYTCTBUA TepaneBTUYecKoro 3dpdeKTa IeKapCTBEHHOMO CPeacTBa».

(http://www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_Is/2956),

cm. Mpunorkerne 1 —popma HP P3H (daiin KapTa-m3BeLleHme)

M HanpasuTb ee B Poc3gpasHaasop ntobbim yaobHbiM ansa Bac cnocobom:

B 10 3/1eKTPOHHOM noyTte pharm@roszdravnadzor.ru;

® WM nepeaatb MHGOPMALLMIO YNOTHOMOYEHHOMY MO GpapMaKoHaZA30py B 1e4ebHOM
YYpEKAEHUN 419 BHECEHWA CBEAEHUIA B 633y AaHHbIX O HEXKeNATEbHbIX Peakumsax
Ha leKapCTBEHHbIE CPeaCTBa;

B WM nepeaatb MHGOPMALMIO B TEPPUTOPUAsbHLIN OpraH PocsapaBHaA30pa (KOHTaKTHbIe
JaHHble TeppPUTOPMA/IbHBIX OPraHoB ony6/IMKOBaHbI Ha caiTe PocsapaBHaa30pa);

H WM nepeaatb MHGOPMALMIO B PErMOHA/IbHBIN LIEHTP MOHUTOPUHIA 6e3onacHoCTH
JIEKapCTBEHHbIX CPeacTs (nepeyeHb onybMKoBaH Ha caiite P3H).

Mopaaok nonyyeHus goctyna B 6asy AaHHbIX “@apmakoHaa30p” ABTOMATU3NMPOBaHHON
NHdopmaumoHHom Cuctembl (AUC) Poc3apaBHagzopa onncaH B MHGOPMaLMOHHOM NCbMe
benepanbHoit ciy6bl Mo Haa30py B chepe 3apaBooxpaHeHns oT 02.12.2008 Ne 752/08
(http://www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_ls/info_letters?year=2008).
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Hackonbko nogpobHO HYy»KHO onucaTb
HeXKenaTesibHyl0 peakuuto?

MUWHMManbHOM MHPOPMaLMEN, COAEPHKALLENCA B COOBLLEHNM O HEXeNaTe/IbHOM peakumu,

ABNAETCA:

1. WHdopmaumsa 06 naeHTMouLmMpyemom naumeHTe (MHPopmaLmaA, No3BoAsIOLLAN
MAEHTUPULMPOBATb NALMEHTA B C/ly4ae HEOBXOAMMOCTM NONYYEHWUA AOMNONHUTENb-
HbIX CBEZIEHWI O HeXKenaTelbHOM peakumn (MHMLMabl, HOMep UcTopumn 6onesHu u ap.,
OBPATUTE BHUMAHMWE: nepcoHanbHble AaHHbIe NaLMeHTa B U3BELLEHUM O HEXena-
TeNbHOWN peaKLmMmM He yKasbiBatoTcal);

2. [aHHble no 6e30MacHOCTV — OMMCaHWe CyUYnBLIErocs (AMarHos/cMmnTom/cuHApPom);

Moao3peBaemoe IeKapCTBEHHOE CPEACTBO;

4. WHdpopmaLumio 06 NCTOUHUKE COOBLLEHNA O HeXKenaTeNbHOM peaKkLmm (Bpad, Henocpea-
CTBEHHO Hab/1l0AaBLLINIA MauMeHTa UM Y3HaBLUMIA O AaHHbIX Nno 6e3onacHocTM ot Kosiner/
naumeHToB).

w

OZHaKo An1A 3HAYMMOM OLLEHKM MHAMBUAYANbHOMO C/yYas U AafibHENLIEro aHaam3a AaHHbIX
Ba’KHO NPeLoCTaBUTb Kak MOXKHO 60/ble AeTasnel o npousoLleslem cobbiTn: gemorpa-
duyeckune aaHHble NaLMeHTa (Mo, BO3PacT), COMyTCTBYOLLME 3a00/1eBaHMSA U IEKAPCTBEHHbIE
CPEeACTBa, OMMCaHUE C/TYUYMBLLETOCA, OCHOBAaHHOE Ha XPOHOMOMUK COBbLITUIA, OLIEHKa CTene-
HU TAMKECTU, KPUTEPUEB CEPbE3HOCTU U NMPUYUHHO-CNEACTBEHHOW CBA3M NPOM30LLEALWEero
C MPMMeHeHneM npenapara.

Ecnn nocne nepBUYHOrO COOBLLEHMA CTasa M3BECTHA AOMONHUTENbHas WHOOPMALMS
(Hanpumep, Apyroit guarHos, ceegeHua 06 UCXoAe HeskenaTeNbHON peakuuu, nsmeHe-
HWE NPUYMHHO-CNEACTBEHHOM CBA3M), AaHHYIO MHbOPMALMIO TaKKe cieayeT NpeacTaBUTb
B pery/fATopHble OpraHbl.

KaK yCTaHOBUTb NPUYNHHO-CNEACTBEHHYIO

CBA3b MexXay npmmeHeHnem 1ekapCrBeHHOro

npenapaTa U HeXXenaTenbHOW peakumen?

Mpu onpeaeneHUn NPUYNHHO-CNEACTBEHHON CBA3M HeXKenaTes/lbHON peakuun u npu-

MeHEeHMeM NeKapCTBEHHOrO CPeACTBA YYUTbIBAOTCA:

1. Bce KAMHUYecKne NposABAeHUs y NaLMEHTa (CMMATOMbI, BPEMA UX Pa3BUTUS,
ANHAMKKa, CTEMEHb TAXKECTK);

2. Bce nekapctBeHHble npenapatbl n bBALbI, NpUHMMaemble NALMEHTOM HA MOMEHT
pPa3BUTUA HeXKenaTesIbHOM peakLmMn ¢ 03aMU, AaTaMn U BpEMEHEM MPUMEHEHWS;

3. CBeggeHUs U3 MHCTPYKLMU NO MPUMEHEHMIO IEKapCTBEHHOTO NpenapaTa B OTHOLEHUN
HeyKenaTeNbHbIX PeakLuii CXOAHOM NPUPOAbI, N1EKAPCTBEHHbIX B3aUMOLENCTBUI,
0COBbIX YKa3aHUI U Mmep NPesoCTOPOXKHOCTH;

4. CBefeHVsA MefWLMHCKOro aHaMHesa NaumneHTa A/19 BblABNEeHUSA COCTOAHWIA,

KOTOpble MOTYT BbITb NPUUYNHOM U/UNKN BaKTopamMK, CNOCOBCTBYOLLMMU PA3BUTUIO
HeyKenaTeNbHbIX peakLuuii;

5. CBegeHus 06 NCYEe3HOBEHUM CUMMNTOMOB NOC/E OTMEHbI IEKAaPCTBEHHOTO Npenapara
1 cBELEHMA 0 PAa3BUTUM CUMMTOMOB Ha MOBTOPHOE NPYMEHEHUE SIeKAaPCTBEHHOTO
npenapara, ecv UMetoTcs.

PeaKuma cyMTaeTca CBA3AHHOW C /IeKapCTBEHHbIM MPenapaTom, ecan MPUYUHHO-CNes-

CTBEHHYIO CBA3b HEJb3A UCK/OYNTD.

JononHuTeNbHble PasbACHEHWA MO OLEHKE MPUYMHHO-CNEACTBEHHOM CBSA3U MEXKIY Hexe-
NaTeNbHbIM ABNEHWEM M MPUMEHEHUEM JIEKAPCTBEHHOTO MpenapaTa AaHbl B METOANYECKUX
pekomeHaaumax Poc3gpaBHag3opa «OnpeaeneHne cTeneHu AO0CTOBEPHOCTU MPUUMHHO-
cnencTBeHHoM cBsA3n «HebnaronpuaTHas noboyHas peakumsa - IEKAapCTBEHHOE CPeacTBO»
(kRnaccuduKaums n metoabl)», yTBEPKAEHHbIX PykoBoauTenem PocsapasHagzopa 02.10.2008
(http://www.roszdravnadzor.ru/i/upload/ files/1297630776.96419-2828.pdf)

KaKyto nHpopmaumto o 6esonacHoCcTH
JIEKAPCTBEHHbIX CpeacTB cobmnpatoT
npeactaButenn dapmaueBTUYECKUX
KOMNaHUn?

[nsa aHanvsa v nocneaymolLein nepesaym B peryisTopHble opraHbl KOHCOMAMPOBAHHOM
MHPopMaLMKM Mo 6e30NacHOCTU IEKAPCTBEHHbIX NpenapaToB dapMaLeBTUYECKME KOMMa-
HUWM COBUPAIOT CBEAEHUSA O HEXKENATE/bHbIX PeaKLUAX, MOYYEHHbIE U3 Pa3/IMYHbIX UCTOY-
HUWKOB (Bpauu, NaumeHTbl, CNeLmanmcTbl chepbl 34paBooXpaHeHus). [ToMMMO coobLLeHu
0 HeXKenaTeNbHbIX MOOOYHbIX PEAKLMAX, O KOTOPbIX FOBOPWMIOCH B NpeaplayLimMX passge-
Nax, yNosHOMOYEHHble LA papmaLeBTUHECKMX KOMMAHUI COBMPALOT LOMNONHUTE/IbHbIE
AaHHble no 6e3onacHOCTU, Heobxoaumble ANA OLeHKM npoduna 6esonacHOCTM Npenapa-
TOB, BK/tOYasn:

B HexenatenbHble ABNeHUA (HebnaronpuaATHbIE C MEAULMHCKOM TOYKM 3peHus
CoBbITUA, BO3HUMKLLEE Y MALMEHTa WA CyOBEKTA KIMHUYECKOTO UCCNEA0BAHUSA Nocne
NPUMEHEHUA NEKAPCTBEHHOTO NpenapaTa. 3To HebaaronpuaTHoe cobbiTue
He 06a3aTeNbHO A0NKHO BbITb CBA3AHO C NPUMEHEHMEM AaHHOTO NpenapaTa);

m HeouaaHHble 6naronpuATHble 3GPeKTb;

m  C/nyyau BO3ZeNCTBUA NEKAPCTBEHHbIX CPEACTB, CBA3aHHbIE ¢ MPodeccMoHanbHOM
[LeATeNbHOCTbIO.
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MonyyeHHas MHPOpPMaLMA BHOCUTCA KOMMNaHWen-NnpomssoauTeiem B robanbHyto 6asy
[JaHHbIX No 6esonacHocTM npenapaTa. CooblueHMA 0 HeXenaTesbHbIX peakumax nepega-
t0TCA KOMMNaHWeRl-npoussoamTenem B Poc3apaBHan3op B TedeHue 15 gHel.

KaK ucnonb3yroTrca
nepeaaHHble coobuieHuna?

m  PerynaTopHble opraHbl M KOMNAHUU-MPOU3BOAUTENU PETYASPHO MOHUTOPUPYIOT Basy
OaHHbIX Ha NPeAMET BbIAB/IEHUSA KCUTHAN0B» He3onacHoCcTU (HoBoW MHopMaLuUm
0 BO3MOHOM NPUUYNHHOM B3aMMOCBA3W MEXAY HeXKeNnaTelbHbIM ABeHNEM
1 npenapatom). Kak npaBuao, Ans Toro, 4Tobbl roBOPUTL O CUrHaNe, TpebyeTcs ABa
1 6os1ee NOXOXKMX coobLLeHUsA o npobeme, n Yyem 6osnblie COOBLLEHNI — TeM BbilLe
CTeneHb AOCTOBEPHOCTU «CUTHaNa». B TO e Bpems, layke 04HOM0 XOPOLLO AOKYMEH-
TUPOBAHHOTO 3MN304a HeXeNaTe/IbHOM PeakUMn MOXKeT BbiTb 4OCTaTOUYHO ANA
dbopmumpoBaHMNA «curHana» 6esonacHocTy;

m Ha ocHoBe MHbOopMaumm No 6e30NacHOCTU OLIEHNBAETCA COOTHOLLEHME Nob3a/
PUCK KaXK40ro 1eKapCTBEHHOrO Npenapara B OTAE/NbHOCTH.

Mpw BbIABNEHUM HOBbIX PUCKOB A/19 NALMEHTOB KOMMNAHUEN AW PerynsaTopHbIMM OpraHaMm

MOTYT MPUHUMATBLCA PeleHns No UX MMHUMM3ALMKU. TaKMMU MepamMm MOTYT BbiTb:

B M3MEeHEeHWe MHCTPYKLMU N0 MegULMHCKOMY NPUMEHEHMIO NPenapaTa;

B OrpaHuyeHve NpUMeHeHWA NpenapaTa (Hanpumep, nepesog 13 6espeLenTypHOro
B PeLEenTypHbIV CTaTyC);

B npoBeaeHUe AONONHUTENbHBIX OKJAMHUYECKUX U/UAW KAMHUYECKUX UCCAef0BaHUM
BbIAB/IEHHOTO PUCK3;

B pacnpocTtpaHeHune VIH(I)OpMaLI,I/WI O BblAB/NIEHHbIX PUCKaAX Cpeaun Bpaqeﬁ M NauneHToB.,

C Ncnonb3oBaHMEM pecypCcoB KOMMNaHUN-NPOU3BOANTENA N PETYNATOPHbBIX OPraHOoB;

B NPMOCTaHOBKA perucTpauumn 1nbo oTMeHa perucTpaumm npenapara (3anpet

Ha obpaleHne npenapaTa).

Yem rpo3ut HecoobuleHune
NN COKPbITUE CBEAEHUN?

C 33aKOHOZATE/NIbHOW TOYKM 3PEHUA, HECOODLLEHME MU COKPLITUE CBEAEHUI O AAHHbIX
no 6e30MacHOCTM Ha IEKAPCTBEHHbIE CPEACTBA BAEYET HACTyNAeHMe agMUHUCTPATUBHOM
M YroJIoBHOM OTBETCTBEHHOCTU B COOTBETCTBMW C 3aKOHOAaTeNbCTBOM Poccuiickoin deae-
paumu.

[Ae MOXKHO NONYYUTb AOMONHUTENBHYIO
nHpopmauymio no teme 6e3onacHoOCTH
NIEKAPCTBEHHbIX CPeacTB?

[ononHutensHyto MHGopMaL Mo no Teme 6e30NacHOCTM NEKAPCTBEHHbIX CPEACTB MOXKHO
Noay4YnTb Ha cTpaHuue OTaena MOHUTOPUHIA 3GHEKTUBHOCTM 1 6E30MaCHOCTU MeAULMH-
CKOM npoayKumu canta ®eaepanbHoit Cny»Kbbl No Hagzopy B chepe 34paBOOXPaHEHMUA:
http://www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_ls

Mo Bompocam MOHUTOPMHIa 3GHEKTUBHOCTUM M HE30NacCHOCTU NEKAPCTBEHHbIX CPeacTB
pharm@roszdravnadzor.gov.ru

Ha caliTe Takke pasmelLlleHbl MHd)OpMaLIMOHHbIe nnMcbMa gnAa cneunaancTos 34paBooOXpa-
HEHWNA NO HOBbIM BaXXHbIM aHHbIM NO 6e3onacHocTu NNeKapCTBEHHbIX NPenapaTos.
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MpunoxeHune 1 —popma HP P3H

M3BeLleHre 0 NO6OYHOM AENCTBUM, HEXKENATEIbHOM PeakLumMm Uamn oTCyTCTBUM
O}KMAAEMOT0 TepaneBTUYeckoro aGpdeKTa 1eKapcTBEHHOIO CPeaCcTBa.

BPAY unu gpyroe nuuo, coobwatowee o HP NHOOPMALMA O NALMEHTE Onucanme HP:
[ata Hauyana HP:
OUO: MHuumansi: / /
[O/KHOCTb 1 MeCTo paboTbl: N2 ambynaTopHoit KapTbl Uav nctopumn 6onesHn
Anpec yupexpaeHua: Mon: D M |:| K Nara
TenedoH: Bos pacr: Bec (kr): paspelueHns:
[lata nonyyeHna nupopmamn: BepemeHHOCTb |:| Cpok 6epemeHHOCTN Hepenb / /
O O O HapyueHvie pyHKLMM NeyeHn O Aa [ wer O e ussectro
eueHne: aM6ynaTopHoe CTaynoHapHoe camorneyeHune
Hapywerue byHkumm novex O pa O wer [ ve mssecrro ConpoBoxpaanock nn ormeHa JIC ucuesHoseHnem HP? O pa O wer O nC e otvensnoce [ enpumernmo
[CoobLyeHme: D nepeuyHoe
Anneprus (ykasaTb Ha YTO):
O MOBTOPHOE (fjaTa NepBUYHOTO ) OTmeueHo nn nosTopeHue HP nocne noBTopHoro HasHaueHus J1C? O na [ wer O nc MOBTOPHO He Ha3Hauanocb O
HenpUMEeHNMO
JIEKAPCTBEHHOE CPEACTBO (J1C) N21, np TeNIbHO HP
MpeAnpuHATbIE Mepbi: [] omvena COMYTCTBYIOLLErO NIeYeHNA
MexpayHapoaHoe HenaTeHToBaHHOe Toprosoe [ bes neuenun O JleKapcTBeHHas Tepanua
Ha3BaHve (MHH) Ha3BaHune D OTMena noao3pesaemoro JIC D HemeankameHTo3Haa Tepanua (B T.4. XMpypruyeckoe
BMelLLaTebCTBO)
Mpowussoputens CrpaHa Homep cepun
D CHukeHve fo3bl nogospesaemoro JIC D Lpyroe, y KazaTb
MoKasaHune K Ha3HauYeHUIo MyTo Pasogan/CyToutan Hara Hauana Hara ok onuanua [o3a, Bbi3BaBLwas HP N pcr Tey HP (ecnu noHa b)
BBeAeHNA fo3a Tepanuu Tepanuu
/ / / /
NEKAPCTBEHHOE CPEACTBO (J1C) N°2, npep TeNlbHO HP
MexpyHapoaHoe HenaTeHToBaHHOe Toprosoe Ucxop:
Ha3BaHue (MHH) Ha3BaHue D . D
BbI3OpOBeHMe 6e3 NocneacTsuii cMepTb
MpownssoanTens CrpaHa Homep cepun DynquueHme COCTOAHUA D He N3BeCTHO
n Myt Pa3oBan/CyTouHan [Mata Havana [laTa oKoHYaHuA HP [ coctonnme Ges usmenenni Oe NPYMERMO
OKasaHue K Ha3HaueHuIo sBenermn nosa Tepanun Tepann [lo3a, Bbi3BaBLLas [ eb13nopoBnenie ¢ nocneacTanamm (yKa3aTb)
/ / / / .
KpuTtepuii cepbe3HoCTU (OTMeTbTe, eCnu 3TO NOAXOANT):
D D BPOXAeHHble aHOManun
JIEKAPCTBEHHOE CPEACTBO (J1C) N23, np TenbHo HP D;:\'A:g;:mmm MHBANMAHOCTb / HETPYAOCNOCOBHOCTL
He NpUMeHNMo
MexpayHapogHoe HenaTeHTOBaHHOe Toprosoe D rocnuTtanauua unu ee NpoaneHne P
Ha3BaHue (MHH) Ha3BaHue
Mpowussoau Tenb CrpaHa Homep cepun T dop B
[laHHble KNMHUYECKUX, 1TabopaTOPHBbIX, PEHTFEHONOrMUECKUX NCCIe0BaHMI 1 ayTONCUK, BKIOYaA onpeaeneHue
MyTb PasoBas/CyTouHas [lata Hauana [lata okoHYaHuA KoHueHTpauuu JIC B KpOBW/TKaHAX, €C1 TakoBble UMEIoTCA 1 cBA3aHbl ¢ HP (noxanyiicTa, npuseguTe Aatb).
MokasaHwue K HazHayYeHuo Jlo3a, Bbi3BaBLasa HP .
BBeAeHNA fosa Tepanuu Tepanuu ConyTcTBylolme 3aboneBaHna. AHaMHeCTUYeCKIe AaHHbIe, MOJ03peBaeMble JIeKapCTBEHHbIE B3aUMOAEHCTBIA.
[InA BPOX[EHHbIX aHOManui ykasaTb Bce apyrve JIC, npuHMMaemble BO BpeMs 6epeMeHHOCTY, a Takke [aTy nocieaHen
/ / / / MeHcTpyauuu. MoxanyiicTa, TPUNoXuTe AOMOHUTENbHbIE CTPaHNL|bl, €CIM 3TO HEO6XOAUMO.
APYTUNE NNEKAPCTBEHHbIE CPEACTBA, np B noc 3 mecauyes, nc

NauneHTOM CaMOCTOATENbHO (M0 COGCTBEHHOMY peLIeHNIio)
Ykaxute «HET», ecnu apyruix nekapcTs nauvieHT He NpuH1Man

o " soemonn | remamn | e | Mokazanue
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Association of  Accouvauma
International  meXayHapoaHBix
Pharmaceutical  dapmauesThveCknX
Manufacturers  npoussoavTenei

®EOEPANBLHASA CNYXXBA
Mo HAQ30PY B COEPE
30PABOOXPAHEHUA




Ccbinkun 119 3AMETOK

1. BO3 The Importance of Pharmacovigilance
(http://apps.who.int/medicinedocs/pdf/s4893e/s4893e.pdf)

2. P3H (MoHUTOpUHT BesonacHoCTK)
(http://www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_Is)

3. ICH
(http://www.ich.org/)
4, EUGVP

(http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_
listing/document_listing_000345.jsp)

®EOEPANBLHASA CNYXXBA
= MO HAO3OPY B COEPE
30PABOOXPAHEHUA
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