MHOOPMALIUA Ob AHAJIOIAX
®UPMEHHbIX JIEKAPCTBEHHbIX
NMPEMNAPATOB

YTO COBOMN NPEOCTABNAIOT AHAJNOIM
PUPMEHHbIX NEKAPCTBEHHbIX
NMPEMAPATOB (NMPEMAPATbI-OX)KEHEPUKW)?
lMpenapaTt-aXXeHepuK HUYEM He OTNn4aeTcs oT
COOTBETCTBYIOLLEro (hrpMeHHOro npenapara B
OTHOLUEHWMU:

* O3MPOBKU

» 6esonacHoCcTH

* 9 EKTUBHOCTH

* KayecTBa

[MpenapaT-aAXeHepuK Takke He OTNn4aeTcs oT
COOTBETCTBYHLLEro opMeHHOro npenapaTta B
OTHOLLEHWMU:

* X AEeNcTBUs

* hopmbl Nprema

* cnocoba ynotpebneHus

BE3OINACHDbI JI1 NPENAPATbI-IXXEHEPUKU
B TOW XXE CTEMNEHU, YTO U
COOTBETCTBYWOLWWMUE ®PUPMEHHbIE
NMPENAPATDbI?

[a. YnpasneHne no caHMTapHOMYy Hag30py 3a
Ka4yeCTBOM MULLEBLIX MPOAYKTOB U MeJUKaMEHTOB
(FDA) 3asBnsieT, 4To BCe fiekapcTBa LOSMKHbI
UMETb MONOXUTENbHOE AENCTBUE U ObITb
B6es3onacHbiMK. B npenapatax-mpxeHepukax
NPUMEHSIKOTCS T€ XK€ aKTUBHbIE UHIPEOUNEHTbI, YTO
N B COOTBETCTBYHOLLMX (PUPMEHHBIX NpenapaTax,
N UX OENCTBUE HE OTNMYaEeTCAa OT AeNCTBUSA
nocnegHux. pyrmmum crnosamm, nx npuMeHeHue
COMNPOBOXOAETCS TEMU XKe ONacHOCTAMU U
OnaronpuaTHbIMK 3chhekTammn, KOTOPbIMU
XapaKkTepuayoTcs COOTBETCTBYOLLME
dompMeHHble npenapaTbl.

QDPDEKTUBHbDI J1U NMPEMNAPATbI-
DKEHEPUKWU B TOW XXE CTEMEHW, YTO U
COOTBETCTBYHOLWNE ®UPMEHHbIE
NMPENAPATDbI?

Ha. CornacHo TpebosaHusam FDA, npenapaTbl-
OXXEHEPUKN AOMKHbI UMETb CTOJSb Xe:

* BbICOKOE KayeCcTBO

* 3P EKTUBHOCTb

* YUCTOTY "

* YCTOMYNBOCTb, YTO 1 COOTBETCTBYHOLLME
doMpmMeHHble npenapaThl

N3roToBnAKTCA NN PUPMEHHDBIE
NMPENAPATbI HA NMPEONPUATUAX,
KOTOPBLIE JIYULUE, YEM TE, HA KOTOPbIX
nPON3BOAATCA NMPENAPATbLI-OXKEHEPUKWN?
HeT. Bce npeanpmnatnsa 4OSmKHbI
COOTBETCTBOBATb OAHMUM N TEM e BbICOKUM
ctaHgapTtaMm. Ecnu kakoe-nnbo npeanpuatne He
cooTBeTCTBYEeT TpeboBaHNAM TEeX UMN UHbIX
ctaHgapTtos, FDA 3anpelwaet Takomy
npeanpuaTriO NPOM3BOAUTL NEKAPCTBEHHLIE
cpeacTea.

ECITM ®PUPMEHHbLIU NPEMAPAT U
COOTBETCTBYIOLLUN NPEMNAPAT-
OXEHEPUK COOEPXAT OOMHAKOBDIE
AKTUBHbIE UHITPEOUWUEHTDbI, TO NMNOYEMY
OHU PA3JIMYAKOTCA NO BHELWWHEMY BUAY?
CornacHo gencrteytowiemy B CoeAHEHHbIX
LTaTtax AMepurkn 3akoHoA4aTeNbCTBY O TOBAPHbIX
3Hakax, npenapaTbl-AXXeHepPUKU No BHELUHEMY
BUAY OOJTDKHbI HECKOJSTbKO OTNMYaTbCHa OT
COOTBETCTBYHOLLMX PUPMEHHBIX NpenapaTos.
OpHako npenapaTbl-AKEHEPUKM U
COOTBETCTBYIOLLME (PUPMEHHbIE NpenapaThbl
OOIMKHbI cofiepXaTb OOHU N Te Xe aKTUBHbIe
WHrpeaneHTol. LIBeT, 3anax u HekoTopble apyrue
XapakTepuUCTUKN MOTYT OTSIMYaTbLCHA, HO 3TU
drakTopbl HE OKa3bIBAKOT BIINAHUSA HA AeUCTBUE
nekapcTBa 1 ero oueHky, npounssoanmyto FDA.

UMEET JIU KAXObI ®UPMEHHbIU
NMPENMAPAT AHAJOI B BUAE NPEMNAPATA-
I)KEHEPUKA?

HeT. Korga HoBble nekapCTBeHHble cpeacTBa
nocTynatT B MPOM3BOACTBO, OHU 3alUULLEHbI
COOTBETCTBYHOLWMMU NaTeHTamn. [enctene
OonbWMHCTBA NaTEHTOB Ha NeKapCTBEHHbIe
cpencTtea uctekaet Yepes 17 net. [NaTeHT



obecneynBaeT 3alnNTy KOMNAHUN, BNEPBbIE
BbIMYCTMBLUEN NeKapCTBEHHOEe cpeacTBo. [laTeHT
3anpewaet komy 6bl TO HM BbINO ewe
npoM3BOAUTb M NpodaBaTh AaHHbIN Npenapar.
[Mocne ncTeyeHnst cpoka OENCTBUS NaTeHTa
apyrve meavumHCKMe KOMNaHum MoryT
NPUCTYNNTb K BbINMYCKY aHanora gaHHoro
nekapcTBa — npenapata-gxeHepuka.. Ho
CHa4varna Takown npenapaTt AO0JTKEH MPOnTU
UCMbITaHWS U NONYyYNTb YTBEPXKAEHNE CO
ctopoHbl FDA.

TPEBYETCHA J1IU BOJIbLUE BPEMEHU ONA
TOro, YTOBbI NPENAPAT-IXXEHEPUK
HAYAI OKA3bIBATb BO3AENCTBUE HA
OPIrAHNU3M YEJTOBEKA?

HeT. XapakTep n BpeMa encTBuS npenapaToBs-
PKEHEPUKOB TOYHO TaKue Xe, Kak U1
COOTBETCTBYHOLMNX (PUPMEHHbIX NpenapaToB.

NMOYEMY MPENAPATbLI-OXKEHEPUKU CTOAT
OELWEBIE?

CospnaHne nekapcTBEHHOro cpeacTea Tpebyer
6onblmnx 3atpart. MNockonbKy KoMnaHum-
Npon3BOAMTENMN NpenapaToB-4KEHEPUKOB He
OCYLLIECTBNAOT UX pa3paboTKy C Hyns, Y HUX
HWXe 3aTpaTbl, CBA3aHHbIE C BbINMYCKOM fleKapcTB
Ha pbIHOK. TeM He MeHee, 3TN KOMNaHUn
065a3aHbl NPOAEMOHCTPUPOBATL, YTO UX MPOAYKT
NMEET Te e XapakTEPUCTUKN, YTO U
COOTBETCTBYOLLNN (PUPMEHHBLIN npenapaT. Bce
npenapaTbl-AXEeHepPUKM nognexar yTBEPXXAEHUIO
FDA.

Bam cnepyet coctaBuTb Ans cebs
NeKapCTBEHHbIN CPaBOYHUK U NOCTOSAHHO
obHoBNATL ero. [epeyncnute B HeM cBOU
nekapcTBa, Kak oTrnyckaemble no peuenTy, Tak n
6e3 peuenTa, a Takke anetTnyeckue obaBKu.
Kpome TOro, BknounTe B HEr0 BCE BUTAMUHBI U
neyebHble cpeacTBa U3 TpaBs, KOTOPbIE Bbl
npuHuMaeTe. Huxe NpMBoANTCA BO3MOXHbIV
BapuaHT TaKoro fiekapCTBEHHOMO CnpaBoYHUKa:

HasBaHue OT yero
Ckonbko Korma
Moero npUHUMalo
NPUHUMaTb | NPUHMMATb
nekapcrtBa neKkapcTBo
XXXX 1 TabneTka VTDOM ADTDOUT
(mpumep) 400 mr P PTP

rOE NYYWE BCEIo nony4ynTb
MH®OPMALMUIO O MNPEMAPATAX-
KEHEPUKAX?

3a nHopmaumen o KOHKPETHOM npenaparte-
AXeHepuke obpaTuTech K CBOEMY Bpayy,
dhapmaLeBTy U1 K 4pyromy COTPYAHWUKY Cry>KObl
34paBooxpaHeHus. [JononHUTENbHYo
NMHpopMaLMIo TakKe MOXKHO MONyYnTb, NOCETUB
Bebcant FDA no agpecy: http://www.fda.gov/cder
1 wernkHyB no ccolrke “Consumer Education”
(MpoceeLueHne notpedbutenen).

MpenapaTtbl-AXeHepUKn:

Be3sonacHble.
AddekTUBHbLIE.
YtBepxaeHbl FDA.

[ononHuTensHy MHOPMAaLMIO MOXHO NONYYUTb
no tenedgoHy 1-888-INFO-FDA (1-888-463-6332)
unu Ha Bebcante www.fda.gov.
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