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YBaxaembli MEAULUHCKNI pabOTHUK,

MoBbiweHne 3adeKkTMBHOCTU 1 6e30MacHOCTM nekapcTBeHHbIX npenapatos (J111)
KoMnaHum [IKOHCOH & [IKOHCOH* — Haw rnaBHbIi npuoputeT. MeanuuHckme
pabOTHMKN UrpaloT KIMHOYEBYKD POSib B AOCTWMKEHMM 3TOW 3HAYMMOWM U XKU3HEHHO
BaXXHOW Lienu.

XOpolOo M3BECTHO, 4TO BO3HWKHOBEHWE HexenaTenbHbiX sBneHwid (HA) B
pesynbTate MPUMEHEHWSI NEKApCTBEHHLIX MpenapaToB MOXET oka3aTb BMUsHWE Ha
3a00neBaemMocTb U CMEPTHOCTb MaLMEHTOB, YBEMUYMTb CPOK rOCmUTanusauun u
MOBbLICUTb HArpy3Ky Ha HaLMOHalbHY CUCTEMY 34paBOOXpaHeHusi, GiogKeT KOTOpoi
1 6e3 Toro perynsipHo cokpallaeTcsi.

Hapsgy C Hawum cTpemneHvem K Bbicovalllemy YypoBHIO 6e3onacHoctn wu
9PEKTNBHOCTN HaLIMX NEKapCTBEHHbIX MpenapaTtoB, Mbl NpunaraeM MakcuMyMm
ycunuii  ans MonHOro COOTBETCTBUSI BCeM TpeboBaHusAM, NpeabsBAsieMbiM K
nHdopmauum no 6e3onacHoCcTU nauueHToB. B cBA3M ¢ aTum, a Takke C y4yeTom
BOMPOCOB, MOMYyYEHHbIX OT LUMPOKOro Kpyra MeAuUMHCKUX paboTHMKOB, Mbl
NOAroTOBUMM 3TOT COOPHUK, KOTOPbIA 3HAYMTENbHO YMNPOCTUT NpoLecc nepegayu
coobLeHnii o HexenaTtenbHbIX aBrneHnsax (HA).
Hewapemoennisx npenapamos SEELCHE

Co3aaHHbIi Hamy MPOeKT BE3O0OMACHOCTb '™ . YHUBEpPCanbHbI UHCTPYMEHT
KOMMMEKCHOW  NOAAEPXKM  MeauuuHcknx  paboTHukoB. OH  HampaBneH Ha
onTummsaumio obmeHa AaHHbIMU MO 6e30MacHOCTU MeXAy crneumanucTaMm CUCTeMbI
30paBOOXPaHEHNs 1 NpeacTaBUTENAMY KOMMaHWK.

B Gpowtope npeacTaBneHa nogpobHasi MHGOpPMAaLMs O TOM, Kak 3TOT MPOEKT
NMOMOXET AOCTUYb Hallel obuel uenu. B ynoGHOM cnpaBoYHOM PYKOBOACTBE €CTb
pa3fensl, B KOTOPbIX NpuBeAeHbl OTBETLI HA YacTo 3aaaBaemblie Bonpockl (FAQ) o
hapmakoHag3ope, a Takke OnpefdeneHUsl BaXHbIX TEPMUHOB, CBSA3AHHbIX C
chapmakoHaa30poM.

Mbi YBEpPEHbl, YTO Halle COoTpyaHM4eCTBO B I/IH(pOpMI/IpOBaHVIVI O HexXenaTenbHbIX
ABJNIEHNAX (Hﬂ) C ucnonb3oBaHMeM [[OaHHOro pykoBoACTBa MOMOXET MNOBbICUTb
6e3onacHocTb U S(Ib(beKTVIBHOCTb HalnX NeKapCTBEHHbIX NpenapaTtos. W, uyto Gonee
BaXHO, GYﬂ,ET cnoco6CcTBOBaTL MOBbLILLEHUIO pe3ynbTatuBHOCTU neyeHus!

*IlekapcTBeHHble MpenapaTbl, Ansi  KOTOpbIX KOMMaHusi [PkoHCOH & [IxOHCOH sBnsieTcs [lepxartenem
PervctpayunornHoro YgoctoBepeHusi unu npeactasutenem flepxatens PernctpaynoHHoro YaocToBepeHus
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MNpoeKT, HanpaBfeHHbIN Ha OKa3aHue
NnoAaaep>XKn MeauunMHCKMM paboTHUKaM B
BOnpocax 6e30nacHOCTU NIeKapCTBEHHbIX
npenapaToB KOMMaHun [PKOHCOH &
J>KOHCOH:

CoTpyaHMUYECTBO B NPeAoCTaBleHUN MegULMHCKUM paboTHUKam
aKTyaNbHbIX HaY4YHbIX AaHHbIX:

ntoBble BOMpockl CBsA3aHHbIE ¢ hapMakoHaA30poM, 6e30MacHOCTbIO
nauneHToB UNK HexenaTenbHbIMU SBIIEHUSIMU MOTYT OblTb
appecoBaHbl rpynne no nekapcTBeHHo 6e30nacHOCT KoMIaHUm
[>kOHCOH & []>XOHCOH.

Bu3uTbl C LeNbio Hay4yHOU NOAAEPIKKU:
ecnu B pasgerne 6poLuopbl, NOCBSILLEHHON YacTo
3apaBaemMbiM Bonpocam (FAQS) Bbl He HaLLM OTBETHI Ha BaLun
BOMPOCHI, kacawLmecst hapmakoHaasopa, MeauLMHCKUIA
npeacTaBuUTENb KOMMNaHWU OPraHU3yeT BU3NUT C
Lenbio NPefoCTaBNEHNUSIX AONOMHUTENBbHbLIX AaHHbIX.

KpyrnocytouHas noagepka no tenedoHy:
HocTynHa ans nepegayn MHopMaLmmn O HexenaTenbHbIX
ABMNEHUSX W/WUNK OPYrvX BONPOCOB MO papMakoHaa3opy.

3afaya CrneuManucToB Mo chapMakoHaA30py 3aK/YaeTcsl B BbISBNEHUM,
cbope 1 oLeHke MHDOPMaLMK 0 HeXenaTenbHbIX SBneHusx (HS), BO3HUKLIMX
B pe3y/ibTaTe MPUMEHEHWs] JIEKAPCTBEHHbIX MpenapaToB. Hala KoHeyHas
uenb - MpeaoTBpalleHne M MUHUMM3ALMS PUCKOB, BKJIHOYAs YydlleHue
npodunsi 6e30MacHOCTM HaLLMX JIEKAPCTBEHHbIX MPEnapaTos.

MHdbopmmpoBaHue 0 HS 3HauuTeNbHO YNy4yllaeT MOHWMaHWe npodus
6e3omacHocT M 3D@PEKTUBHOCTM  NIEKAPCTBEHHLIX  MPEenapaToB. 3Tu
[OMNOJIHUTENbHbIE AaHHbIE CYLLIECTBEHHO 0DMEryatoT OLEHKY PUCKOB, KOTOpas
NMpPOBOAMTCS AJil BCEX JIEKAPCTBEHHbIX MPenapaToB Ha MPOTSXKEHUM BCETO MX
XKM3HEHHOTO LMKIa.

C y4yeToM 3TUX BaXHbIX AaCMEKTOB, HaWa KOMMaHus C TrOpAOCTLIO
NPeEACTABNAET BallEMY BHUMaHUIO JaHHOE CrpaBOYHOE PYKOBOACTBO.

OcHOBHasi UuUenb 23TOr0 MpoekTa —  MOBbIWEHWE 6e3onacHocT 1
3CIJCbEKTVIBHOCI'VI HalnX JIEKAPCTBEHHbLIX MPENapaToB As1d NauMEHTOB U UX
ceMeﬁ, a TakKXXe MEANLIMHCKNX paGOTHVIKOB.

Hawuv KOHTaKTbI:

TenecdoH: +7 495 755 83 57
AnekTpoHHasa nouyrta: DrugSafetyRU@its.jnj.comk
Appec: 121614, MockBa, yn. Kpbinarckas, ao. 17,

kopn. 3 gna 000 «>KOHCOH & []>XOHCOH »



Y10 coobiaTb?

WHdopmaumio o HexxenaTtenbHbix aBrneHnsx (HA) — niobbix
HebnaronpuATHbIX U3BMEHEHNSIX B COCTOSIHUM 340POBbS NaLMeHTa, KOTopomy
Ha3Ha4arncs nekapcTBeHHbIn npenapart.(

A Takxke 0cobbix cuTyaumax®:

€0XKNJaHHaS

PUMEHEHUA pa nHeOBJ:IrbM;aECK

0/,03PEBAEMS
nepepgava
deKLMOoHHOTI

Kak coobuwaTb?

Bbl MoXxeTe coobLuTb 0 HexenaTenbHOM SBMeHUW u/nnm ocobor cuTyaummn Hanpsmyto B
KOMMNaHW0 «[PKOHCOH & [IPKOHCOH»:

Mo TenedoHy

+7 495 755 83 57

Mo anekTpoHHoI no4re
DrugSafetyRU@its.jnj.com

Mnn npouHgoMMpoBaTh MEAULIMHCKOTO NPeacTaBUTeNs KOMMNaHWUK, KOTOPbIN
HeMeZneHHo NepefacT MHGopMaUmio B OTAeN dhapMakoHaasopa.

Tak xe Bbl moxeTe yBegomuts ®efepansHyto Cnyx6y no Haasopy B cdepe
34paBooxpaHeHus (PocagpaBHagsop)™:

e 110 3NEeKTPOHHOW noyvte pharm@roszdravnadzor.ru;

e vnu nepegaTb UHOPMALMIO YNONHOMOYEHHOMY MO hapMakoHaa3opy B
BaLLeM nevyebHOM yupexaeHuu;

e vnu nepegaTb UHGOPMALNIO B TEPPUTOPUATNbHBIA OpraH
PocagpaBHaa3opa (KOHTakTHble AaHHbIe onybrnMKoBaHb! onybnMKoBaHb! Ha
cante Poc3gpaBHagsopa);

e vnu nepegaTtb MHHOPMALMIO B PErMOHArbHbIA LEHTP MOHUTOPUHIa
Be3onacHOCTM nekapCcTBEHHbIX CPeACTB (NepeyveHb onybnmkoBaH Ha canTe
PocsgpasHagsopa)

*[locTaTtoyHo nponHdopmmpoBaTtb NM6o PocagpaHagsop, Nnbo komnaHuio «)KOHCOH &
[hxoHcoH». CoTpyaHuKkmn oTaena apmakoHaa3opa KOMNaHUM CaMOCTOSTENbHO
nepegagyT Hdopmaumio B PerynatopHein OpraH.
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YacTo 3agaBaemble
BOMPOCHI O nepegaye
OaHHbIX MO 0e30MacHOCTU:

[louemy HeobxoaMmo
coobLaTtb 0 HA nocne
peructpauum J1I17?

Moyemy Heobxoaumo coobwate o HA nocne peructpaumu J1M?
KTo 1 kakmm ob6pa3om MoxeT coobwmts 0 HA B komnaHuio?

OpraHbl 34paBooxpaHeHnsi 0fobpsoT BbiMycK HOBbLIX

w rpenaparoB Ha PbIHOK MNOCIe OLIEeHKM UX MOMb3bl U PUCKOB Ha
2 = OCHOBaHWM Pe3ynbTaToB KIMHUYECKNX UCCNEN0BAHUN.
L LD CEEEl s 6 T = = Bnarogapst aToMy nauueHTbl MOryT nosny4atb
Kakoe HA aBnsieTcs cepbe3HbiM? L 8 Heobxogumoe neyeHne 6e3 pyucka passBuTus
=1 HeZoMnyCTUMbIX NOBOYHbIX 3gpchekToB. OgHAaKO B
Kakyto nogaepky okasblBaeT KOMNaHUs MegULMHCKM paboTHMKam npu T KIMHWYeCKMe MCCreoBaHwsi BKIIOYAEeTCH OrpaHnyeHHoe
- § o KOJIMYECTBO MaLMeHTOB Ha KOPOTKUIA NPOMEXKYTOK
nepeaaye nHgopmavmm o HA? %<  BpemeHu. TaK ke HeKOTOpbIE FPYMMbl MAUYEHTOB, KOTOPbIe
MOTyT NMPUHMMATb JIeKapCTBEHHbIV npenapar, He
Ecnu 5 coobwmn(a) o HA B hapmaLeBTUYECKY0 KOMNAHMIO, HY>KHO MK NPMHUMAIOT YUaCTHE B UCCIIENOBAHMSX.
MHe nHcpopmupoBaTtb B PocagpaBHaasop?
Moyemy BaxkHO coobLuaTb 06 YyMEPEHHBIX UMK yxe U3BECTHbIX HA?
Hy>xHO nn cooblate 0 HA npy BO3HNKHOBEHUM TPYAHOCTEN C
yCTaHOBIIEHNEM MPUYUNHHO-CNIEACTBEHHON CBA3N?
YT0 npoucxogut ¢ nHdopmaumen o HA nocne nepegayv B KOMnaHuo? = Mocne Toro, Kak fiekapCcTBEHHbIN Npenapar npoLuen
) gerMCTpaumo 1 BblLLIEN Ha PbIHOK, OH CTAHOBUTCS JOCTYMEH
YT0 NpomcxoanT ¢ NepcoHanbHbIMM AaHHBIMU, MPEAOCTaBNEHHbIMU T ornee LUMPOKOI KaTEropum MaLyeHToB. Tak xe Bo3pacTaeT
LT o ANUTENBbHOCTb NPUMEHEHUS npenapara. AT0 MOXET NPUBECTU
: S o KBbIABNEHMio 60nbLUIOro KonM4yecTsa HOBOW UHGOpMaLIMK Mo
KakoBa posnb coobLyeHuin o HA? 5{ o 6esonacHoctu JII, 4o B GyAyLiem MOXeT MoBNusiTh Ha
o = COOTHOLUEHMe nornb3bl U pyUcka. Ha atom atane OpraHbl
KakoBbl mocneacTBms U NpUynHbl HecoobLleHnst o HA? 5 5  34paBooxpaHeHus COBMECTHO C hapMalLeBTUHECKMM
. S C  KOMMaHWsSMW TLaTeNbHO OTCREXMUBAOT MH(OPMaLUIO MO
YTo 3HaumMT «npenapar, nognexalyui AononHUTeNLHOMY = 6e30nacHOCTY, YTOObI rapaHTMPOBaTh, YTO nOJ’lb3|&_1| oT .
o fieKkapcTBa Nno-npexHeMy NnpeBbILIaeT ero pUcku. NMocToAHHbIN
? 2
MOHITOPUHIY» ¢ G npoLecc coobluenms o HA kpaiiHe BaxeH Ans cbopa
Kakvne mexaHu3mbl ucnonb3yeT kKomnaHus «IKOoHCOH & [XOHCOH» Ans 8 AOMOMHUTENbHbIX AaHHbIX O HadHavaembix JI1, 4Tobbl y

06HapyxeHust npobnem no 6esonacHocTn?

KakoBbl MeToAb! BbISBrEHUA HA 1 oLeHK1 NpuYnHHO-cneacTBEHHOW
cBA3n mexay passutuem HA n npyumeHeHunem JlN B KOHTEKCTE
AeATenbHOCTM Mo hapmakoHaa3opy?

'Ae MOXHO HaWTN MHAOPMAaLMIO O paHee CoobLLEeHHbIX HA?

Y10 Takoe «oLmbKa NpMMEHEHUS NIEKaPCTBEHHOrO Npenaparay» ¢ TOYK/
3pEHUS 3aKOHOOATENBLCTBA?

MoxHo nun g nonyunTe nHcpopmaumio 06 otyeTe o HA?

(hapmaLeBTUHECKMX KOMMNAHWA Oblna BO3MOXHOCTb
NPUHYMaTb MEpPbI, HAaNpaBMEeHHbIE HA NOBbLILLIEHNE
3(hPeKTUBHOCTM 1 6E30MACHOCTM NpenapaTos.

MauuneHTam, noTpebutensam u
MeOULMHCKUM paboTHUKaM
HacTOsATENbHO
pekoMeHayeTcst cooblaTtb 0
BCex nogo3peBaembix HA Ha
nobon npenapar.

FAQ



KT0 1 kaknm obpasom
MOXeT coo0wmnTbL 0 HA B
KoMnaHuo(M?

UHdopmaums o HA moxeT BbITb nonyyeHa oT:
" MegnumHcknx paboTHUKOB;
" TlauyumeHToB, BKntovas MaupeHtckne OpraHusauum;

* TloTpebutenen.

Coob6LweHune o HA moryT nepegaBaTbCs HaNPSMyLo
npeacraBuTenam KoMnaHum «I>KOHCOH & [)KOHCOHY,
nnéo B PenepansHyto cnyxby no Haasopy B cdepe
3apaBooxpaHeHns (PocsapasHansop).

KaknpaBunbHO cOOOLWNTL O
HA?

Kakon MMHMMarnbHbIN 06beM MHDOpMauMmM HeobxoamMMo
npeaocTaBuUTb?

CoobuweHne o HA gomkHo BkNoYaTb cnegyowmii MUHUManbHbIN
ob6bem nHcopmaumu:

» Onucanue HA unu ocoboii cutyauuu,

» WHdopmauusa o JI1, koTopbli Mor npuBecTy B pa3suTtuo HA;
» VHopmauys o naumeHTe, y KOTOPOro passurnock siBneHne (H-p, non,
BO3pacCT UNn BO3pacTHas kaTeropus n ap.)

» [HaHHble nuua, coobatoero o HA nnm ocobor cutyaumm

CoobwmTtb 6bICTPO M NNerko!

KomnaHnus «[>koHCoH & [)KOHCOH» CTpemMuTcs caenatb
npovecc coobLleHus o HA makcumanbHO ObICTPbIM U
oTnaxeHHbIM. B GonbLUMHCTBE ciy4yaeB nogaya coobLyeHust
3aHMMaeT BCEro HECKOJSIbKO MUHYT, HO 3TO MPOCTOe AeicTBne
MOXET NOMOYb COXPaHWUTb roabl >KU3HU NALMEHTOB.

B 3aBucnmocTu ot Trina HA moryT notpeboBatbes
[OOMONHUTENbHbIE AOKYMEHTbI, Hanpumep, 3anofHeHne
crneumansHon opMbl.

BonbLunin 06beM MHOPMaLMK cnocobCTBYET POPMUPOBAHUIO
Bonee Ka4eCTBEHHbIX 1 NOAPOBHbLIX OTYETOB O crnyyasax HA.
Bonee Toro, kak hapmaueBTUYeCKas KOMNaHUs, Mbl Hecem
FOPUANYECKYIO Y 3TUYECKYHO OTBETCTBEHHOCTb 3a COOp
MaKCMMarnbHO BO3MOXHOro obbema nHdopmauumu. Mpu
HeobX0aUMOCTU Mbl CBSXKEMCS C NULIOM, NpegoCTaBUBLLMM
coobeHne o HA, 4tobbl ybeamTbes, 4To coobLueHne
COAEPXUT HeoBXoanMy MHEpOPMaLIMIO N COOTBETCTBYET BCEM
TpeboBaHMAM 3aKkoHOA4ATENbCTBA. OTO CNOCOBCTBYET Ny4llemy
noHumaHuio npocpunsa 6esonacHoctu J1I1, ykazaHHoro B
coobLeHnn.
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Kakoe HA aBngaeTcsa Kakyto nogaepkky okasbiBaeT

cepbe3dHbIMD? KOMMNaHna MeauUUHCKUM
paboTHUKaM nNpu nepegaye

CepbesHbiM HA cuntaeTtcs nioboe HebnaronpusatHoe

mMegununHckoe C06bITI/Ie, npousouwlegiiee npu ncnofib3oBaHnn MHCt)OpMaU'MM O Hﬂ?

nobori 4o3bl Npenapara u npmeeaLlee K:

* Cwmeptu KnuHnyeckue chapmakonoru n apyrme akcnepTbl No
dapmakoHaa30py Haller KOMnaHWM roToBbl Oka3aTb

" Yrpose Xun3Hu
NnoaaepXKy MeauumMHCKum paboTHUKaM, ecnm notpebyeTtcs

»  [ocnutanusauymu nauueHTa B cTausoHap unm NMOMOLLb NPK BbIIBNEHUN 1 coobLieHnn o HA n/unmn ocobbix
MPOANEHWIO TekyLliel rocnnTanisatinn cuTyauusix. OHM Tak >xe MOryT NOMOYb BaM Momny4mTb HOBYHO
" CTOWNKOM UNn 3HAYUTENbHOM UHBaANMAM3aunumn nnm MHopMalmto No 6e30nacHOCTU NEKapCTBEHHbIX
yTpaTe TpyAoCcnocobHOCTH npenapaToB, KOTOPYH BbinyckatoT PerynsatopHele OpraHbl u

*  BpoXaeHHON aHOManuu/nopoKy passuTus. nobyto apyryo AONOAHUTENbHYO UHopMaLmio o HA.

Cnepyet yuntbiBaTh 0cOBeHHOCTU/NocneacTamsa HA, 4Tobbl
onpefennTb cepbesHocTb cny4as. CyllecTByeT u gpyrue
MeOMLMHCKME SBNEHWS, KOTOPble MOTYT NOABEPTHYTb
nawuueHTa onacHoCTK unu notpebosatb MeAULUHCKOrO
BMeLlaTenbCcTBa AN NpeaoTBpaLleHns 0gHOro us
BblLLIenepeYmcneHHbIx nocrneacTamin. Takue HA Takke
ABMSAITCHA CEPbe3HbIMU

BaxHOCTb coo0LEeHNS O
HA oTpaxagres B

Kaskapi pas, Koraa o HesKeatelbHOM B6e3onacHeSTU U
AIB/IEHWM He COODLLAETCA 13-3a 9O PEKTUBHOCTH
COMHEHWI B HA/IMHYMM MPUHUHHO- npenapaTos,

SNEAEMEEAIR0] (27240 hiLe] KOTOpbIE NaLNEHTHI

TepAemM MHGOPMALMLD
0 6E300aCH NPUHUMAIOT eXeaHEBHO

FAQ
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Ecnun a coobwun(a) o HAB
dpapmaLeBTUYECKYHO
KOMMNaHWUIO, HY>XHO NN MHE
NHdopmMmnpoBaTb
Pocs3apaBHansop (v
HaobopoT)?

» Het - gocraTtoyHo coobwmTtb 0 HA B Poc3gpaBHaasop mnm
B (hapmaLeBTUYECKYIO KOMMNAHMH.

= W PocsgpaBHagsop, 1 hapmaleBTU4ECKMe KOMMNaHum
MMEKT HaaEXHble cucTeMbl bapMakoHaa3opa, KoTopble
NO3BONSAOT COOMPATh MaKCUMarnbHO NOMHYO
nHcpopmaumio no 6e3onacHoOCTH, a Takke CUCTEMBI,
oueHuBatoLwme coobeHHble HA 1 npegynpexagatolime o
NMOBTOPSIOLLMXCS COOBLLEHMSX.

= Bce HA, coobuieHHble B hapmaLeBTU4ecKne KomnaHmu,
nepepatotcs B Poc3gpaBHaas3op B BUAE CPOYHbIX
COOOLLEHNIA UMW NEPUOANYECKUX OTHETOB B 3aBUCUMOCTM
oT cepbesHocTu HA. Bce HA Ha npenapatbl komnaHuy,
HanpasrneHHble HanpsiMyto B Poc3apaBHaz3op, Takke
nepegatTcs KOMNaHUK.

Notpe6utenu/
NauneHTb!

Poc3apasHapsop

MeavuuHckue
paboTHUKA

[Touyemy BaXkHO cooOLlaTb
00 YMEpPEHHbLIX N/Nnn yxe
N3BECTHbIX HA?

Kak npaBuno, meanumHckme paboTHMKM COOBLLal0T TOMNBKO O
cepbe3HbiX U HenpeaBnAeHHbIX HA, ogHako B COOTBETCTBUM
C 3aKoHOAaTenbCcTBOM, HeobxoanMmo coobuath o0 nbbix HA,
HEe3aBMCMMO OT MX Knaccudukaumm.

YMmepeHHoe unu “HecepbesHoe” HA MoxeT nporpeccupoBaTtb
B CEpPbE3HOE SABMEHWE, UM NPOSIBUTLCS, Kak cepbesHoe HA y
gpyroro nauventa. [daxe ecnu HA He nporpeccupyeT [o
CepbesHoro, ero MOXHO MpPeaoTBpaTWTb, €CAN Ha pPaHHUX
aTanax y Hac byaet 6onbLue nHopmMaLum 06 3TOM SBNEHUN.

Takke BaxXHO coobLuaTh 00 yke U3BecTHbIX HA, nockonbKy aTo
MOXET M3MEHUTb MHpopMaLMio 06 X YacToTe, ykasaHHOW B
WMHCTPYKUMM MO  MeAMLMHCKOMY MPUMEHEHWIO Mpenaparta
(Hampumep, C «pedKko» Ha «4acToy»). AT AaHHble MoryT
NMomMoYb MeauLMHCKUM paboTHMKaM M nauveHTam B BblGope
HaunyyLel TakKTUKK NeYeHs.

Hy»Ho nn coobwate o HA npwu
BO3HWKHOBEHWM TPYLAHOCTEN C
YCTaHOBMNEHMEM NPUIUNHHO-
CcleICTBEHHOMN CBA3N?

= [a, HyxkHOo. Heobxogmmo coobuate 060 Bcex HA, gaxe ecnu
NPUYNHHO-CNEACTBEHHAs CBA3b MeXy npenapaTom 1
SIBMEHWEM He yCTaHoBMneHa. Bce cnoHTaHHble coobLleHus,
NOny4eHHbIe OT MEAULIMHCKMX PpabOTHUKOB MNW NaLUEHTOB
cUMTaTCs NOA03pEBAEMbBIMU HEXeNnaTeNbHbIMU peakLusiMu,
MOCKONbKY CoAepXaT npeanoriokeHne nepBonCToOUHMKa O
Hanuuuy B3anMocBsa3un. 3aTtem oTaen dapMakoHaasopa
npoBeJeT Haanexallyto NPoBepKy Nony4yeHHo nHdopmalum
NS OLEHKM NOTEHLMANBHOIO HanMums NPUYMHHO-
CneacTBEHHOM CBA3N Mexay npenapaTtom 1 HA.

FAQ



Y10 Nnponcxoaut c
nHdopmaunen o HA nocne
nepegaym B komnaHmo(12)?

B KpaTKOCpPOYHOM nepcnekTuee B nonrocpoyHor nepcnekTmee

Bce coobLueHHble B komnaHuio HA n/unun ocobble cutyauum
cobuparoTcsa M aHanNM3NpyrTCA NoKanbHLIM OTAENOM Mo
dapmakoHaasopy

AHanus gaHHbIX, NONyYeHHbIX B MOCTPErMcTpaLmMoHHOM Nepuoae n B xoae
KNMHUYECKNX UCCNEeAOBaHUIA, MEIOT KIMoYeBoe 3HaYeHue AN obHapyxeHus
NnoTeHUManbHbIX CUrHamNoB u ux oueHkn. OBHapyXeHne BaXHOro curHana
MOXEeT noTpeboBaTb ONpeaeneHHbIX AENCTBUI, MPOBOAUMbIX
dapmaLeBTU4eckuMm KoMmnaHuammu n/unmn PerynatopHeiMu OpraHamu.

3OTn gencTBuA MOryT BKIOYaTb:

UHdopmaums no 6esonacHocTn BHocutces B (nobanbHyo basy no
6esonacHocT.

gBaf‘rq’””‘”pOBaHHb'e CMeynanmcTbl aHanuanpytoT MHopMaLWIo Mo = Mepbl No npefoTBpaLLeHUo, NPOMUNaKTUKe UM MUHUMU3ALMKN pUCKa
€30MacHOCTU U MPOBOLOAT OLIEHKY NPUYNMHHO-CIIEACTBEHHON CBA3U Pa3BUTUS OnpeaenéHHbIX HST (HampuMep, oByvaloLLme MaTepuarntsl,

MeXay npenapaToM 1 sBneHnem. ATo HeoBXoAMMO AN BbiSBMNEHS
NOTEeHLMAaNbHbLIX HOBbIX HEXenaTenbHbIX PeakUuii, a Takke NOCTPErncTpaUmMoHHbIe MccrneoBaHms 6e3onacHoCTy U

KONMMYECTBEHHOM OLEHKN U/unmn 6onee TOYHOW XapaKTEPUCTUKN paHee 3P PEKTUBHOCTH, NMUCbMa-obpaLLEeHNs K MeAULMHCKUM paboTHMKaM,...)
BbISIBNEHHbIX HEXENaTerbHbIX peakunu. = OG6HOBNEHME NHCTPYKLUKN NO MeaULUHCKOMY npumMmeHeHuto JT1.
MonyyeHHas nHdopmauusa no 6esonacHoCTV nepegaeTcs B = [MpoaneHue, npuoctaHoBKa A4eNCTBUSA UNK OT3bIB NuueH3un Ha J1T1.

PerynstopHble OpraHbl B TedeHun 15 kaneHaapHbIX AHEn unu
BKMOYaeTCH B NEPUOLMYECKNIA OTYET No 6e3onacHocTu B
3aBMCUMOCTU OT cepbe3HocTn HA

BesonacHocTs.[M! ! ‘ N \ . BesonacHocTs.J111! C




FAQ

YTO npoucxoaumt ¢
nepcoHanbHbIMWN JaHHBIMN,
npenoctaBfieHHbIMU
KOMnaHun™?

lMepcoHanbHble aHHbIe 3anpallnBaroTCs A TOro, YToobl
o6ecneynTb BO3MOXHOCTb CBA3W C BPAa4YOM, NaLMeHTOM unm
notpebutenem, coobwmsumm o HA. OHu Takke nomoratoT
dapmaLeBTU4ECKNUM KOMNaHNsaM naeHTudmunpoBathb
ayénupytoLme coobLleHns.

Bawwm nepcoHanbHble AaHHble, Kak AaHHble nuua,
coobwatowero o HA, 6yayT obpabatbiBaTbCA €
COXpaHeHUeM KOHUAEHUMANBbHOCTM, OHM He ByayT
nepegaBsaTbCs HUKOMY 3a nNpegenamMmm CUCTeEMBI
hapmakoHag3opa KomMnaHuu, B TOM YMcChe B
PocsgpaBHaasop.

CoobweHnsa o HA, nogaBaemMble MegULUHCKUMUN
paboTHukamu B PocagasHagsop u/vinu chapmaueBTuyeckme
KOMMaHWM He BKINIOYaloT NepcoHarbHble AaHHble NauneHTa,
packpblBatoLme nx nuyHoctb. OgHako obLias nHdopmauums,
Takas Kak Bo3pacT ¥ Nof, BaxHa Ans aHanu3a nonyyYyeHHbIX

cnyvaes.

OO0

* MpepoctasneHHble Bamu paxHble 6yayT o6paboTaHbl AnA oTBeTa Ha Baw 3anpoc, uam ana
cobtofieHNs NPaBoBbIX AW PEryAATOPHbIX Tpe6oBaHuit. MoxanyicTa, 03HaAKOMbTECh €
HaleWn NoAnTUKOM KoHduAeHUManbHocTu no agpecy https://jnj.ru/privacy/ ans nonyyexus

LONONHUTENbHO MHGOPMALUK O cbope, UCMOb30BAHUN U PACKPbLITUM NEPCOHANBHBIX
LaHHbIX

KakoBa pornb coobLeHnin 0
HA?

[na naymeHTa

Mogayva coobueHnrii o HA moxeT npnBoanTb K
OOHOBMNEHWIO UHCTPYKLMN MO MEAULNHCKOMY
npumMeHeHuo. Taknum obpa3om akTyanbHas

» MHdOopMaLWs o npenapate OyaeT Bceraa AoCTynHa
naymeHTaMm U MeauUUHCKUM paboTHUKaM.

u [ny6okoe noHumaHue npoduns 6esonacHocTn J1IM,
No3BoMsieT NPUHUMATbL Mepbl, KOTOPble MOMOratT
n3bexaTb UNN yMeHbLUNTb puUck pa3suTus HA. B
KOHEYHOM UTOre 3aTo MOXeT crnocobcTBoBaTh GonbLUEN
NPYBEPXKEHHOCTU MNaLNEHTOB NIEYEHMIO, MOBbILLEHMUIO
KavyecTBa XU3HU 1 3PPEKTUBHOCTM NeYeHs.

[na meguumnHCKoro
paboTHMKa

[eTtanbHoe n3yyeHve npoduns 6e3o0nacHOCTY HaLLMX
npenapaToB No3BONSET HAaM NPefoCTaBNATbL Gonee
noapo6Hyo MHGOPMaLMIO MeQULUHCKUM paboTHUKaM,
YTOGbI OHW MOFfIN YBEPEHHO M TOYHO Ha3HavaTb
Tepanuio CBOVM MauueHTam.

" MNopaya coobLieHunit o HA, noMmoraeT cBoeBpeMeHHO
OBHOBNATbL MHCTPYKLMIO MO MEeAULUHCKOMY
NPUMEHEHMIO, YTO MO3BONUT MEANLUHCKAM
paboTHUKam n3bexaTb Ha3Ha4YeHUsi penapaToB B TEX
CUTYyaLusIX, KOrga OHV MPOTUBOMOKa3aHbl.

FAQ
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KakoBbl nocneacrtems u
NPUYNHBLI HecoobLEHNS
o HA?

OcCHOBHbIe NpuUYMHbI HecoobueHnst o HA:

Cuntaetcs, YTO MO OKOHYAHMU KIIMHUYECKMX UCCreaoBaHui obo Bcex
= HA yxe nssectHo.

EcTb COMHEHVSI B HAaMM4my NPUYNHHO-CIIEACTBEHHON CBSA3M
Mexay npenapaToM v peakuuen.

Y6exaeHve, 4To HeobXxoAMMOo coobLaTh TOSbKO O CEPbE3HbIX U
" HenpeaABWOEHHbIX peakLUsX.

» YbexaeHue, YTo egUHNYHOE, N30MIMPOBaHHOE CO0bLLEHME
HUYEro HEe N3MEHMUT.

CTan OTBETCTBEHHOCTU U topnanveckmnx nocneacTBum.
= Hexeatka BpeEMEHMN.

MocneacTteusi HecoobweHust o HA:

» OTcyTCcTBME BaXKHOW MHGOPMaLIMK O npenapare.

= MeHbLUe AaHHbIX 0 Npodune 6e3onacHOCTM Npenapara = NoTeHUMansHO
MeHbLIas 3OPEKTUBHOCTb NEYEHUS.
» Poct uucna npegorpatumbix HA.

MeHbLuasa roToBHOCTb K NPUHATUIO Mep MUHUMM3aLnn
HexenaTenbHbIX SBEHUNA.

©YBenuyeHue yncna rocnutanunaawlmin B CBs3n ¢ BO3HNKHOBEHMEM HA.

= YBenuyenue 3aTpar HaLlI/IOHaﬂbHOVI CUCTEMbI 30paBOOXPaHEHUA.

YUTO 3HauMT «npenapar,
nognexatlum
OOMNOSTHUTENTbHOMY
MOHUTOPUHIY» 4)?

v

YepHbIM This 55
nepeBepHyTLIM Quick iden’."-M?dlc.me A
TpeyronbHUKOM C.

Ecnu nekapcTBeHHbIN npenapat 0603Ha4YeH YepHbIM
nepeBepHyTLIM TPEYrONbHUKOM, 3TO O3HaYaeT, YTo OH GesonaceH
B MCMONb30BaHWN, HO HaxoAWUTCs Nof 6onee UHTEHCUBHBLIM
KOHTpOIem, Yem Apyrve npenapatbl. ATO CBSI3aHO C TEM, YTO B
HaCTOSILLMIA MOMEHT 06 3TOM JiekapCTBEHHOM MpernapaTe NMeeTcs
MeHbLLEe AaHHbIX, MO3TOMY OH MOANEXUT AONONMHUTENBHOMY
MOHUTOPUHTY.

an/IMeprZ Ouonoruyeckune NneKapcTBeHHbIe
npenapatbl, OnbIT NOCTPErncTPaumnoHHOro
NPUMEHEHNA KOTOPbIX OrpaHUYeH; NiekapCTBEHHbIE
npenaparbl, pa3peLlleHHble K MTPUMEHEHUIO B
NCKIOUMTENbHbIX 0OCTOATENLCTBAX.

MauyneHTam 1 meguumMHCkM paboTHMKaM HaCTOATENBHO
pekomeHayeTcs cooblaTh 0 Nobbix HA Ha npenapatbl, 0OTMEYEHHbIE
YepHbIM TPeYrofnbHUKOM, A5 TOro, YTobbl BCst HOBasi MHGopmauus

3 HeKTUBHO aHann3npoBanacso.

FAQ
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Kakne mexaHu3msbl
MCNonb3yeT KoMnaHus ans
obHapyxeHnsa npobnem no
be3onacHocTn?

(ohmronfohmron

FAMILY OF COMPANIES

B komnaHum «IxoHCOH & [IKOHCOH» (DYHKLUMOHMPYET HaaexHas
cuctema hapmakoHaasopa, kotopas cnocobecTeyeT cbopy
AaHHbIX no 6e3onacHoCcTV naumeHToB. [Nogaepkka MeauLMHCKUX
pabOoTHMKOB 1 BCEX COTPYAHUKOB KOMMaHWUM UrpaeT Ko4eByto
posb ans céopa AaHHbIX. IMEHHO N03TOMY BCE COTPYAHMKM
HaLlel KoMMnaHWUK eXerogHo NpoxoasT obyyeHue o
HexenaTernbHbIX SBMEHUAX U xanobax Ha kayecTso. bnarogaps
3TOMY OHM MOHUMALOT pasHuLy Mexay HA n ocobbimu
cuTyauusamm 1 ocsegomneHbl 06 nx obs3aTenscTeax no nepegave
3TUX OaHHbIX.

B cooTtBeTCcTBMM C TpeboBaHNAMU 3aKoHOOATENLCTBA U
BHYTPEHHUMMW MONUTMKaMM KOMNaHMK, nobon COTPYOHNK
KOMnaHun nnu 6usHec-napTHep B 06s3aTenbHOM Nopsaake
yBegomnsiet otaen apmakoHagaopa o nobbix HA B TeueHnn
24 yacos, nocne nony4yeHnss Takom MHpopmaumm.

MegamumHckmne paboTHUKM NO-NIPEXXHEMY SIBRSHOTCH OCHOBHbLIM
NCTOYHMKOM UHdpopMaLuu no 6e3onacHocTu. Bknag
crneuuanncToB CUCTEMbI 34PaBOOXPaHEHUS Bceraa urpaet
BakHYI0 posib B NpeAoCTaBMNeHNM ncyepnbiBatoLLei
MHpopMaLMM O HaLLMX NEKapCTBEHHLIX NpenapaTtax, YTo
nomoraeT Haluei KoMnaHuM NPou3BoAUTL NpenapaThbl
CaMOoro BbICOKOrO KayecTBa.

KakoBbl meToabl BblABAeHNA HA n
OLEHKM NPUYNHHO-CIeACTBEHHOM
CBA3M MeXay passutnem HA u
npumeHeHmnem JIl1 B KOHTEKCTe

neATeNbHOCTU No GpapmaKoHaA30py
(5.6)?

B Hawen komnaHum paboTatoT npodeccunoHansl, obnagatowme Heo6Xo4MMbIMU
HaBblkamu, MOArOTOBKOM 1 OMbITOM 4S5t NpaBunbHOro BeisieneHns HA. Otaen
dhapmakoHaz3opa oLeHMBaeT BCe CMOHTaHHbIE COOOLLEHNS, MONYYEeHHbIe OT
MEeANLUMHCKMX pabOTHUKOB, NALMEHTOB U NOTpebuTenei.

(o]e]

o]
QO00®0QO0
(o] le) oe

OLEHKOW NPUYNHHO-CNEACTBEHHON CBA3M 3aHMMAaETCs rpynna Bpayen,
paboTarwmx B oTaene papmakoHagsopa 1 MMerLmx onbiT paboTsl B
COOTBETCTBYIOLLEN TepaneBTMYeCcKon obnacTu.

Bbin paspaboTtaH psg anropMTMOB M MHCTPYMEHTOB, o6ecneunBaroLmnx
CTPYKTYPMPOBAHHbIV MOAXOA: CXEMbI MPUHATUSA PELLEHNIA, OOHaPY>XEeHUSA
3aKOHOMEPHOCTEN N BEPOATHOCTHbIE Moaenu. o pesynbTaTy OLEHKN
NPUYMHHO-CNEACTBEHHOM CcBA3N HA genatca Ha 4 OCHOBHbIE KaTEropum:
cBsA3aHHble ¢ npuMmeHeHnem J1T; BeposaTHO/C 60MbLLIONK BEPOSTHOCTBIO
CBS3aHHbIE; BO3MOXHO CBSI3@HHbIE; HE CBSI3aHHbIE/MANoBEPOATHO CBA3AHHbIE.

FAQ
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[ 4e MOXHO NOCMOTPETL
NHopMaLmo No paHee

cooOuweHHbIM HA?

Ha Be6-cavite BcemmpHoli OpraHusaumu 3gpaBooxpaHeHus
(BOS3) - http://www.vigiaccess.org/ - MOXXHO HalTK AaHHble 0 HA,

yXe 3aperucTpmpoBaHHble B Xode NPUMEHEHUS neKkapCcTBEHHOro
npenapata. VigiAccess 6bin 3anyLieH BcemmpHor
opraHusaumein sagpasooxpaHeHus (BO3) B 2015 roay ans
obecneyeHnsa OTKpLITOro goctyna Kk uHdopmauum B VigiBase,
rno6anbHon 6a3e gaHHbIX BO3 0 noTeHumManbHbiX NO60YHbIX

adhhbekTax nekapcTBEHHbIX CPEeACTB.

=

g~

P

,

YTto Takoe «oLumbka
npumeHeHus J1M'» ¢ Touku
3peHuns 3akoHogaTtenbcrTeal’)?

Kak ykaszaHo B «CnoBape TepMr1HOB», 3TO ntobas
HenpegHamepeHHas ownbka paboTHUKa cUCTEMBbI
34paBOOXpaHeHuUs, NayneHTa nunv notpebutens B
Ha3Ha4YeHun, oTnycke, AO3UPOBKE, BBEASHUW UNK nNpueme
nekapcTBeHHOro npenapata. bonbWWHCTBO Taknx owmnBoK
cunTarTCca NpegoTBpaTMbIMU, UMEHHO MO3TOMY BaXKHO UX
BbISIBMIATb U O HUX cOOBLLaTh. OTO NO3BONUT NPEANPUHSTL
HeobxoaMMble KOPPEKTUPYIOLLNE AeNCTBUS.

MNpuMepbl owKnbok npuMmeHeHuns J1IM:

OpanHakoBble NO BHELLHEMY BUAY TabneTkn MoryT
nmMeTb pasnuyHble o3bl I, 31o moxeT
NPMBECTU K MPUMEHEHNIO NpenapaTa B
HenpaBWUIbHON JO3UPOBKE.

MMepen npvemoM naumeHTbl MOryT pasfnambiBaTb WU
paspe3atb TabneTkM, KOTOpble Henb3s OenuTb
(Hanpumep, TabneTkKM C  KMLWEYHO-PACTBOPMMOWN
obono4kor nnm c MOANULMPOBaHHBIM
BbICBOBOXAEHMEM).

PaspesaHne nnacTtblpsi Ha HECKONbKO 4YacTen Aans
obneryeHnss MNPUMEHEHUS MOXET CHU3UTb [03Yy
BbICBOOOXAaemoro Bellectsa U ero adeKTMBHOCTb
NN MOXET MPMBECTM K TOMY, YTO MfacTbipb BooOLLe
He OyaeT OencTBOBaTb, B Cryvyae ecnv pasfeneHue
nnacTblpsi He peKOMeHA0BaHO NPOU3BOANTENEM.

HeadhhekTMBHOCTbL HEKOTOPLIX CyCNEeH3uii Ans
WHBbEKLWI BCneacTBME OWIMGOK NPU NPUroTOBNEHUN,
CMeLUMBaHUM U BBEAEHUM NpenapaTa.

HenpaBVlanoe pas3BegeHne HEKOTOPbIX
NeKapCTBEeHHbIX npenaparTtoB, KOTOPble crneayeTt
pa3BoanTb C ncnofib3oBaHMeM pas3fimnyHoro
Konn4yecTBa pacTBopuTtend B 3aBUCUMOCTU OT MeCTa
BBeAEHUA.

FAQ
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Mory nu g nony4nTb OTYET O

?

HA" PasobnayeHune mnudoB o nepenaye
coobLieHun 06 HA

HeT-B uensx npoBeaeHVs napannensHo OLEHKN Ham He BCe cepbesHble HexenaTernbHble SBNEHNS
paspeLuaeTcs HanpaenaTb oT4eTbl 0 HA Tonbko B N3BECTHbI K KOHLY KITMHNYECKMX MCCﬂe,U,OBaHMVl;
roCyAapCTBEHHbIE CTPYKTYPbI.
Mbl OCYLLECTBISEM HEMPEPbIBHLIA MOHUTOPUHT NPOUNS Heobxogmmo COO6L|J,|/|Tb o HA paxe ecnu
©e30MacHOCTM BCEX HaLLNX NPpOAYKTOB, BKNKYadA nposedeHne NUMEeKTCHd COMHEeHUa 0 Hann4muu anL"/lHHO'

OL€HKM COOTHOLUEHUA MoNb3bl N PUCKA ONA KaXAoro U3 HuUX. B

cryyae nonyyeHns coobLLEHNS O Cepbe3HOM HEXEenaTenbHOM CNEeACTBEHHOW CBA3M MexXay ABMNeHNeM

ABINEHUN YBEAOMMSAOTCA COOTBETCTBYOLLME PerynaTtopHblie npenapaTtom;
OpraHbl (B Poccuun — PocaapaBHagsop) B yCTaHOBMEHHbIE
3aKOHOM CPOKU. Ka>|<,u,oe COO6LIJ,eHVIe nMMeeT 3Ha4YeEHNE N MOXeT

NPVBECTM K OOHaPYXEHUIO CUrHana;

MNepeaaya coobueHnsa o HA He Bneyvet
tOpUONYECKMX NOCNEACTBUIA ANS n1ua,
COOBLLMBLLETO O HEM.

27
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Cnosapb TepmuHos('#8)

HexenatenbHoe siBneHune (HA) — nio6oe HebnaronpusitHoe namMeHeHue B
COCTOSIHUM 340POBbS NaLMEHTa UMM CyObekTa KNMMHUYECKOro NCCNefoBaHus,
KOTOPOMY Ha3Hayancsi nekapCTBEHHbIN (MCcneayeMblii) npenapar,
He3aBWCUMO OT NPUYNHHO-CNEACTBEHHOW CBSA3W C €r0 NPYMEHEHNEM.
HexxenaTtenbHoe fiBNeHne MOXeT NpeacTaBnsATb cobon noboe
HebnaronpusTHoe 1 HenpefHamepeHHoe U3MeHeHWe (B TOM yncne
OTKMOHeHVe NabopaTopHOro nokasaTtenst OT HOPMbI), CUMMITOM UIK
3aboneBaHne, Bpemsi BO3HUKHOBEHWSI KOTOPbIX HE UCKIMIOYAET NPUYUHHO-
CNeACTBEHHO CBA3W C NPUMEHEHNeM NekapCTBEHHOro NpenapaTa, BHe
3aBVCUMOCTU OT HaNMUYWS UNN OTCYTCTBUS B3aMMOCBS3N C NPUMEHEHUEM
nekapcTBEHHOro npenapara.

HexxenatenbHas peakuus (HP) - HenpegHamepeHHasn HebnaronpusaTHas
peakuus opraHn3ma, CBs3aHHasi C NPUMEHEHNEM NeKapCTBEHHOIO
(nccnenyemoro) npenapara v npeanonaratpoLias Hanumune, kak MUHUMYM,
BO3MO>XHOW B3aVIMOCBS3U C NPUMEHEeHNEM NoA03peBaeMoro
neKkapcTBEHHOro (uccnegyemMoro) npenapara. HexenarenbHble peakumm
MOTyT BO3HUKaTb MPW NPUMEHEHUW NNIeKapCTBEHHOro npenapara B
COOTBETCTBUM C OA0OPEHHOW 06LLEN XapaKTEPUCTUKON NeKapCTBEHHOrO
npenapara unm UHCTPYKLUMel No MeAnLMHCKOMY NPUMEHEHUIO UMK C UX
HapyLueHveM Nmbo B pesynbTaTe BO3AeNCTBUS, CBA3AHHOMO C POAOM
3aHsATUA. Cnyyam NpYMEHEHUs ¢ HapyLleHneM obLLein XxapakTepUCTUKN
nekapcTBEHHOro npenapara Unn UHCTPYKLMKU N0 MEAULUHCKOMY
NPUMEHEHWIO BKITOYAIOT B cebs1 NpMMeHeHne, He COOTBETCTBYoLLee obLen
XapakTepuUCTUKe UM MHCTPYKLMK, NEPEfO3NPOBKY, 3noynoTpebnerue,
HenpaBunbHoe ynoTpebnexHne v MeanuUMHCKMeE oLWnBKK.

CepbesHas HexenaTtenbHas peakunsi (CHP) — HexxenaTenbHas peakuus,
KoTOopasi NPUBOAUT K CMEPTU, NPEACTABNAET Yrpo3y Ans XuU3Hu, TpebyeT
rocnuTanusauuv nauueHTa unu ee NPoAneHns, NPUBOANT K CTOWKON Nnbo
BbIPaXXEHHOM HETPYA0CNOCOBHOCTY UM UHBANUAHOCTM, K BPOXAEHHbBIM
aHOManusimM Unu Nopokam pasBuTusi, TpebyeT MeanLMHCKOro
BMeLLaTenbCTBa ANs NPeAoTBPaLLEHNs Pa3BUTUS NEPEUNCIIEHHBIX
cocTosiHuiA. JTiobasi HenpegHamepeHHas nogo3peBaemMas nepegava
WHDEKLMOHHOTO areHTa Yepesa nekapCcTBEHHbIN Npenapat Takke cuntaeTcs
CEepbe3HON HexenaTenbHON peakymen.

3noynotpebnexHne nekapcTBEHHbIM NpenapaToM - MOCTOSIHHOE UMK pa3oBoe
Yype3mepHoe ynoTpebneHne nekapcTBEHHOro npenapara, KoTopoe
conpoBoxaaeTcst HebnaronpuATHLIMU OU3NONOTUYECKUMMN NN
NCUXONOrnyeckumMmn acpekTamm.

Ownbka NpMMEeHeHNsi NEKAapCTBEHHOrO nNpenapara - niobas
HenpeaHaMepeHHas olnbka paboTHUKa CUCTEMbI 3 paBOOXPaHeHUs],
nauyueHTa unu noTpebuTtensi B HasHaveHunu, oTrnycke, 4O3VPOBKE, BBEAEHUN
Unu nNpueme NekapcTBEHHOro npenapara.

MpuMeHeHue «BHE MHCTPYKLUMY - HAMEPEeHHOE NPUMEHEHVE
nekapcTBEHHOro npenapaTta C MeAMLIMHCKOW Lieflblo He B COOTBETCTBUM C
o6LLen xapaKTepMCTUKON NekapCTBEHHOro npenapaTa Unmn MHCTPYKUMUEN No
MeaMLMHCKOMY NPUMEHEHWIO.

MepeposvpoBka - NpMMeHeHue NekapcTBEHHOro npenapara 3a 1 npuem
NGO B TEYEHWE OHS B KONTMYECTBE, KOTOPOE MNPEBbLILIAET PEKOMEHAYEMYIO
MaKCMMarbHY CyTOYHYIO 403y B COOTBETCTBUM C AEWCTBYIOLLEN 06LLen
XapaKTepUCTUKOIN NekapCTBEHHOrO npenapaTa. YuutbiBaeTcs Takke
KyMYNSITUBHbIN 3¢peKT, CBA3aHHbIV C Nepeo3MPOBKON.

BosgencTBue, cBsi3aHHOE C POAOM 3aHATUN - BO3OENCTBME NIEKAPCTBEHHOTO
npenapata, KOTOPOMY NOABEPICsl YENOBEK B pe3yribTaTe BbINOHEHNS AEATENBHOCTY
KaK npodeCccuoHanbHOM, Tak U He CBA3AaHHOW C NPOdECCUOHANbLHON AeATENbHOCTbIO.

[MocTperucTtpauuoHHoe uccnegosanue 6esonacHoctu (MPUB) - uccneposanue,
“MetoLLee OTHOLLEHWE K 3aperncTpupoBaHHOMY NekapCTBEHHOMY npenapary,
NpoBefeHHOEe C LEenblo onpeeneHuns, XapakTepucTUKy Ui KONMYECTBEHHOW OLLeHKM
yrpo3bl 6e3onacHoCTH, NOATBEPXKAEHUSI NPpodumns 6e30nacHOCTU NeKapCTBEHHOro
npenapara unm oueHkn aEeKTUBHOCTM Mep MO YNpaBleHUo pUCKamu.
[MocTperucTpayuoHHoe uccnegoBaHne 6€3onacHOCTN MOXET ObITb
WHTEPBEHLMOHHBIM KITMHUYECKUM UCCNEN0BaHVEM UM MOXET NPOBOANTLCS Kak
nccnepoBaHue HabnoaaTenbHOro HEMHTEPBEHLMOHHOTO An3aiiHa.

CurHan - nHdopmauus, nocTynaroLlas OT OAHOrO UM HECKOMBbKUX CTOYHUKOB,
KkoTopas npefnonaraeT Hanuyve HOBOW NOTEHLMANbHOW NPUYNHHO-CIEACTBEHHO
CBS13U MM HOBOTO acnekTa N3BECTHON B3aVMOCBSA3UN MexXy BO3AENCTBUEM
nekapcTBEHHOro npenapara y HexenaTenbHbIM SBNEHNEeM UM COBOKYMHOCTbLIO
B3aMMOCBSI3aHHbIX HexernaTerbHbIX ABIeHWIA, OLleHMBaemMas Kak fJoctaTtoyHas Ans
OanbHeNWnX AeicTBrIA No BepudUuKaumnm curHana.

[MnaH ynpaenexus puckamu (MYP) - nogpobHoe onucaHve cuctembl ynpaBneHus
puckamu. TTYP coaepxut nHdopmauuio, KoTopas A0MmKHa COOTBETCTBOBATL
cnepyoLWmUM TpeboBaHUAM:

* Onpepenatb 1 xapakTepuanpoBaTb npoduns 6e3onacHocty JI7;

* YKasbiBaTb, Kakum 06pa3oM MOXHO AOMONHATb AaNbHENLLYI0 XapaKTePUCTUKY
npodcunsa 6esonacHocTu J1IT;

+ [lokyMeHTanbHO NOATBEPXAATb NPUHATUE Mep MO NPEAOTBPALLEHNIO UK
MVHMMUW3aLMN PUCKOB, CBA3AHHbIX C NpuMeHeHvem ST, Bkroyas oLeHKy

3P HEKTUBHOCTU AaHHBIX MEPONPUATUN;

+ [lokyMeHTanbHO NOATBEPXAATb BbIMNOMHEHWE NOCTPErncTpaLyoHHbIX 0653aTenbLCTB
no obecneveHnto 6€30MacHOCTM NPUMEHEHNS, BBEAEHHbIX Npu pernctpauim J1T1.

CnoHTaHHoe coobLeHne - 106poBonbHasA nepegada paboTHUKOM cdepbl
30paBOOXPaHEHNs UNK NoTpeduTenem ynornHOMOYEHHOMY OpraHy rocyfapcTea -
yneHa EBpasuiickoro aKoHOMM4ECKOro coto3a, AepxaTento perncTpaumMoHHOro
YAOCTOBEPEHUs NekapCTBEHHOro npenapara Unu Apyroi ynonHOMOYEHHOM
opraHusauuu (B ToM Yncne BcemmpHol opraHnsaumm 3gpaBooXpaHeHus,
pervoHanbHbIM LeHTpaMm dhapMakoHaa3opa, TOKCUKONOrMYECKUM LieHTpaM) AaHHbIX,
KOTOpble copepXaT OnMcaHne OAHON MMM HECKOIbKUX HeXenaTenbHbIX peakuuii y
nayueHTa, NPMHUMaBLLErO OMH UMM HECKOMNBKO NEKapCTBEHHbIX NpenapaTos, U
KoTOpble He Bbinu Nony4eHbl B XoAe NPOBEAEHUS KIIMHUYECKOrO UCCIeoBaHUs Unm
NPYMEHEHNSI MIHOTO MeToAa OpraHM3oBaHHOro cbopa AaHHbIX.

[esTenbHOCTb MO MUHMMM3ALMU PUCKA - KOMMIIEKC MEPONPUSTUN, HanpaBneHHbIX Ha
npeAoTBpaLleHVe UMM YMEHbLUEHWE BEPOSTHOCTW BO3HUKHOBEHWS HexXenaTenbHom
peakuumu, CBA3aHHOWN C BO3AENCTBMEM NeKapCTBEHHOro npenapata, nnbo Ha
YMEHbLLUEHME CTENEHUN TSHKECTU HeXenaTenbHoW peakuyun B cnyyae ee passuTus.

HenocpegcTteeHHoe 06palleHne k paboTHMKaM CUCTEMbI 34paBOOXPaHEHUS -
NpeAcCTaBlEHVE AepXKaTeNs MU PErMCTPaLUOHHBIX YOOCTOBEPEHUIA UKW
YMOMHOMOYEHHbLIMW OpraHamyv rocy4apCTB-UYIIEHOB BaXHOW MHOpMaLmm no
6e30MacHOCTM HanpsiMyt paboTHNKaM CUCTEMbI 30PaBOOXPAHEHUS C LIENbio
Co0b6LLEeHNA UM 0 HEOOXOAMMOCTUN COBEPLLEHNS ONpeAeneHHbIX AeNCTBUIA Uin
afanTaumm ux NpakTUKM B OTHOLLEHUM NIEKAPCTBEHHOTO Npenaparta B COOTBETCTBUM C
HOBbIMMW AaHHbIMU N0 6E30MacHOCTH.

[MoTpebutens - N1uo, He siBNAOLWEeecsi PabOTHUKOM CUCTEMbI 3APABOOXPaHEHUS,
HanpumMep, NauneHT, aaBokaT, APYr UNu pOACTBEHHUK (poanTtens), pebeHok
nayueHTa.
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Cnucok

COKpaLLeHn

HA — HexxenaTenbHoe siBNeHue;
HP — HexenaTenbHasa peakuus;
CHP - cepbesHas HexxenaTenbHas
peakuus;

JIMN — nekapcTBeHHbIV Npenapar.

Cnucok

nuTepaTypbl

1

2
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