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CEIITOJIETE® TOTAJI IUMOH TA MEJ, avoassHuku, 3 mr/1 mr no 8
JBOASTHUKIB y OJicTepi, o 1, mo 2, mo 3, mo 4 a6o no S OJjicrepiB y kopooui

MiskHapoJAHA HEMATEeHTOBAHA HA3BAa: OeH3WAAMIiHY TAPOXJIOPU/I TA HETUINiPUIUHII0 XJI0PHL

Yacruna VI: Koporkuii orjisa BUAIB JiAJILHOCTI Y IVIaHI yNIpaBJIiHHS PU3HKAMU
10 NMPOAYKTY

Orasap naany ynpasiinag pusukamu s CEIITOJIETE® TOTAJ JIMMOH ta MEJ,
JIbOASTHUKHU

e ormsin mnany ynpasninas pusukamu (ITYP) moxo CEIITOJIETE® TOTAJI JIUMOH TA MEJ,
meonsauuku. Len [TYP geramizye indopmanito npo Baxkiausi pusuku CEIITOJIETE® TOTAJI
JIMMOH TA ME]l, 1b0AsiHUKU Ta OTJISAJ TOTO, K OyJIe OTpUMYBATHCS OUIBIIE BiJIOMOCTEH PO
pPU3MKHM Ta HeBH3HaueHICTh iH(opmanii (BiacyTHicTh iHGopmarii) npo CEIITOJIETE® TOTAJL
JINMMOH TA ME]I, nb01HUKH.

Kopotka xapakrepuctuka mnikapcbkoro 3acody (KXJI3) CEIITOJIETE® TOTAJI JIUMOH TA
ME/I, nboAsSHUKY, Ta IHCTPYKIIiSI 3 HOrO0 MEJIMYHOTO 3aCTOCYBAaHHS Hajae HEOOXiAHY iH(pOpMAIlito
MpaliBHUKaM OXOPOHH 370pOB’s Ta mamieHTam mnpo te, sk ciif npuiiMatu CEIITOJIETE® TOTAJI
JIMMOH TA MEJ, neoastHukH.

Hogi BakiiiBi nuTaHHs a00 3MiHU JI0 TOTOYHUX MMUTAaHb Ta 3MiH BKJIIOUaTUMYThCs B oHOBIeHuH [TYP
oo CEINTOJIETE® TOTAJI JIMMOH TA MEJ], nboasitHuKH.

|. JJikapcbkuii 3aci0 Ta HoOro 3acTocyBaHHsI

CEITOJIETE® TOTAJI JIMMOH TA MEJ, nvonsuuku, BupoOuuntsa KPKA nmpusnauenuit ans
CUMITOMaTUYHOIO JIIKYBaHHS 1H(EKIIN ropia Ta poToBOi MOPOXHUHU ((apUHTITH, JApUHTITH,
rinriiti) (auB. KXJI3 s moBHOro mneperiika MOKa3aHb). BiH MiCTUTh aKTHBHY pPEYOBHHY
OeH3H1aMiHy TAPOXJIOPU] Ta LETHIIIPUINHIIO XJIOPU Ta IPUHMAETHCS EPOPATHHO.

I1. Pu3zuku, noB’si3aHi 3 JJlikapcbKUM 32c000M Ta [ii, HanpaBJeHi HA 3MEHIIIEHHA TA BUSIBJICHHS
Mai0yTHIX PU3UKIB

Hwxue ommcano Baxnusi pusuku CEIITOJIETE® TOTAJI JIMMOH TA ME]l, nvonsHuku, Ta
HaBEJICHO 3aXOAM 3 MiHIMI3amii X PHU3UKIB 1 JOCHIHKEHHS, SIKI MPOMOHYIOTHCS ISl OiNbII
neTanbHOro o3HaoMieHHs 3 pusukamu 3actocyBanHs CEIITOJIETE® TOTAJI JINMOH TA ME/],
JTBOJISTHUKH.

MoskiuBi 3ax0/11 3 MiHIMI3aI| 11eHTH()IKOBAHUX PU3UKIB:

e Hapganns mnamieHTaM Ta MEAMYHUM IpaliBHUKaM iHQopmamii mnpo  0coOIMBOCTI
3aCTOCYBaHHS, TaKi K IMOMepeKEHHs, 3a11001H1 3aX0/I1 Ta PEKOMEHIallii 111010 HaJIeKHOTO
BUKOPHUCTAHHS, OMMCaHI1 B IHCTPYKIIII JIIsl MEIUYHOro 3acTocyBaHHs Ta KXJI3;

® HaJaHHS BaXIMBUX PEKOMEH/ALIN 1010 HAJIEKHO1 YIIaKOBKH Mpenapary;

® 3aTBEp/UKCHHUM PO3MIp YMAaKOBKHU: KUIBKICTH JIKapChKOTO Ipemnapary B OAHIM yHmakoBII
Miai0paHo TaKUM YUHOM, 11100 320€3MeUnTH HOro HaJIe)KHE BUKOPUCTAHHS;

® MOPSJIOK BIAMYCKY JIIKAPCHKOTO 3ac00Y: CcroCiO ofep»)aHHs JIKapchKOTo 3aco0y MalieHTam
(HampuKJaj, pelenTypHuit/6e3peienTypHUil BIAIMYCK) MOKE TOIIOMOI'TH MIHIMI3yBaTH HOTro
PHU3UKH.

Vi 11l 3aX0U € pyMmuUHHUMU 3aX00aMU 3 MIHIMI3ayii PU3UKY.

OxpiM 1ux 3axofiB, Oe3nepepBHO 30upaeThes iH(OpMaIlisl Mpo MOOIUHI peakiii, sKa PeryaspHO
aHaATI3yeThCs, abK 3a HEOOX1THOCTI MOXHA OyJI0 BXKUTH HeTalHuX 3axo/iB. Li 3axomau € pymunnumu
3axooamu 3 papmaxkonaznsoy.



1. A Ilepesik BaKJIMBUX PU3UKIB Ta BiACyTHHOI iHpopmamii

Baxmmi pusuku CEIITOJIETE® TOTAJI JIUMOH TA ME]/, nboassHUKH — 1€ PU3MKH, SIKi
noTpeOyIOTh CHElIaIbHUX 3aXOJIB 3 YIPABIIHHS PU3UKAMU 3a/J1s 1X MOAAJIBIIOrO BUBYEHHS ab0
MiHiMi3alil MEeBHOTO0 PU3MKY JIKAPCHKOTO IMpemnapary Juid Horo 0e3nedyHoro <3acTOCOBYBAaHHS™
<mpuitoMy>. BaxauBI pPHU3UKH MOXYTh BBaKaTHCS 1ICHTH(IKOBAaHUMH a00 TMOTCHI[IHHUMU.
InenTudikoBaHi pU3NKH — II€ BCTAHOBJICHI pu3KKH, TOB s13aH1 3 BUKopucTtaHHsIM CEIITOJIETE®
TOTAJI IUMOH TA MEJl, nbonsauku. [ToTeHIiHI pU3HKH — 1€ PU3HKH, CTOCOBHO SIKUX 3B’ 130K
13 3aCTOCYBaHHSAM LHOTO JIIKAPCHKOTO IpenapaTy MOKJIMBUN HA OCHOBI HAasBHUX JaHMX, aJie BiH 1€
He OyB BCTAaHOBJICHHH 1 MOTPeOYe MOJANBIIOT OLIHKU. BigcyTHs iHbopMarlis — 11e iHdopmMariis moa0
0e3IeKH JTIKapChKOTo Impenaparty, siKoi Hapa3i HeJOCTaTHbO, TOMY ii He0OXiIHO 310paTn (HanpuKiIaz,
I0JI0 TOBTOTPUBAJIOTO 3aCTOCYBAaHHS 3aC00Y);

Baxnusi inenTrdikoBaHi He 3acTrocoBano
PU3HKH:

BaxnuBi notenmiini pusuku: | He 3actocoBano
BincyTns inpopmaris: He 3acTtocoBano

11.B O2n0 eéarcaueux puzukis
Iadopmartis mono OGe3nmekn JIiKapchbKOro 3aco0y B 3almpONOHOBaHIK iH(OpMAaIii Ipo JIKAPCHKHMA
3aci0 y3romxeHa 3 iHhopMalliero mpo peepeHTHH TiKapchKuii 3acil.

11.C IThan nocm-peecmpauiitnozo pozeumky

11.C.1 Jocain:keHHs, AKi € yMoBaMHu JIJIsl peecTpanii JikapcbKoro 3acooy

JocaimkenHs, aki MOrau OyTH yMOBaMH ISl peecTparlii JiKapchbKoro 3acody abo crernialibHUMH
30008’ s3aHHsAMu komnaHii 1mog0 CEIITOJIETE® TOTAJI JIUMOH TA ME]l, nb0AsSHUKH, HE

IIPpOBOAUIINCA.

11.C.2 Inwi nocaigkeHHs B IUIaHi MOCT-PeecTPaniiiHOro po3BUTKY
Hemae neoOximnocti y iHmux pociimkeHHsx CEIITOJIETE® TOTAJI JIMMOH TA ME],

JIBOASAHUKH.



