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Pe3oMe miaHy ynpasJiiHHS PU3HKAMM VISl JTIIKAPCHKOT0 32C00y

TPUPAC® COR, TadaeTku mo 5 mr
[MHH: Topacemin]

e pestome muany ynpasiiaag puszukamu (IIYP) mis mikapebkoro 3aco0y TPUPAC® COR,
tabnerku no 5 mr. ITYP neransHo onucye: BaxiMBi pu3ukH Jikapcbkoro 3aco0y TPUPAC® COR,
TabJETKN MO 5 M, a TaKoX CIOCOOM iX MiHiMi3alii Ta HEBU3HAYEHOCTI (BIACYTHs iH(OpMaIlris)
nikapcebkoro 3acooy TPUPAC® COR, Tabnerku o 5 mr.

[HCTpyKLis UIT MEIUYHOTO 3aCTOCYBaHHS JIKapChKOTO 3aco0y Jikapcbkoro 3acoby TPUDAC®
COR, Tabnerku 1o 5 Mr, Ha/lae BaXKJIMBY 1HPOPMALIIIO U1 MEAUNYHHX MPAIIBHUKIB Ta NAIi€EHTIB PO
T€, AIK CJiJ1 HOro 3aCTOCOBYBATH.

BaxuuBi HOBI mpobnemu abo 3MiHM 10 iCHYIOUMX IpoOieM OynyTh BKItOYeHI B oHOBieHHsS [TYP
nikapcebkoro 3acooy TPUPAC® COR, Tabnerku o 5 mr.
I.  Jlikapcekuii 3aci0 Ta MeTa Oro 3aCTOCYyBAHHS

Jlixapcpkuit 3aci6 TPUDPAC® COR, TabneTku 1o 5 Mr, 103BOJICHHI TS JIIKYBaHHS Ta PO ITaKTHKH
peuuIuBiB HAOpSAKIB Ta/ab0 BHIIOTIB, CIPUUYMHEHHUX CEPLEBOI0 HEIOCTAaTHICTIO (MMOBHUU MEpesiK
NoKa3aHb AMB. B [HCTPYKILIi 111 MEAUYHOTO 3acTOCYBaHH). JIikapchKuii 3aci0 MICTHTh TOpaceMij K
Ji109y PEYOBUHH 1 3aCTOCOBYETHCS MEPOPAIBHO Y TabJIeTKaX.

II. Pusukmu, nos'sA3aHi 3 JiKapcbKuUM 3ac000M, 3aX01H 3 MiHiMi3alil pU3UKIB Ta MOJANBIIOL
XapAKTePUCTHKH PU3HNKIB

Baxxunusi pusuku gikapcskoro 3acody TPUDOAC® COR, tabnaeTku o 5 Mr, pa3oM i3 3axoJamMu JIst
MiHIMI3aIil TaKWX PHU3HWKIB Ta 3aMpPONOHOBAHUMH JOCHIDKCHHSIMH NJISI OTPUMAaHHS J0JIaTKOBOI

iH(popMarii Mpo pU3KMKU UX TPOIYKTIB, OMHCAaH1 HIKYE.

3axoau 3 MiHiMi3alil BUsABICHUX Ui Jiikapcbkoro 3aco0y TPUDPAC® COR, tabnetku mo 5 mr,

PHU3UKIB BKIIIOYAIOTh:

* Iudopmarito, HapHUKIaJ MOMEPEKEHHS, 3aM00DKHI 3aX0IU Ta MOpPagH MIOAO0 NPaBHILHOTO
BUKOPUCTAHHS B IHCTPYKIII AJS MEIUYHOTO 3aCTOCYBaHHS JIKApChKOTO 3aco0y / KOPOTKii
XapaKTePUCTHIII JIKapChKOT0 3ac00y, apecoBaHi NamieHTaM i MEIMYHUM IpaIliBHUKAM;

* Baxiusi nopaau Ha MapKyBaHH1 YIIAaKOBKH JIIKAPCHKOTO 3aC00Y;

* Po3Mip ymakoBKH, HaNpHKIaJ — KIJIBKICTh KallCyJ B YMAaKOBLI BHOPAaHO TaKMM YHHOM, 11100

rapaHTyBaTH, 110 JIiK1 OyAyTh BUKOPHCTaH1 MPaBUIBHO;

» IlpaBoBuii craryc JikapcbKoro 3aco0y — KaTeropis BiAIyCKY JIKapChKOTO 3aco0y MAaIlieHTy
(Hampukia:, 3 a0o 0e3 perernTa) MoXXe JOMOMOTTH MIHIMI3yBaTH HOTO PU3UKH.

Bci mi 3ax011 pa3oM CTaHOBISTH PYymMuHHI 3aX00u 3 MIiHIMI3ayii PU3UKIB.

OxpiM IMX 3aXO0JiB MOCTIHHO 30MPAEThCS Ta PETYJSPHO aHai3yeTbes iH(opMmaris mpo HebaxaHi
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peaxiiii, mo6 3a HeOOX1THOCTI HEraitHO BXKUTHU BiMOBITHUX 3ax01iB. L{i 3aX0/1¢ CTaHOBIATH pymuHHi
3axo00u 3 papmaxonaznsoy.

Skmo BakmBa iHpOpMaIIis, 0 MOXKE BIUTMHYTH Ha O€3MeYHe 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y
TPUDAC® COR, tabnetku mo 5 Mr, IIe HEAOCTYIIHA, BOHA BKJIIOYEHA 10 po3aury «BimcyTHs
1H(oOpMaIis HUKYIE.

I1I.A Ilepenik BaxJIMBUX PU3UKIB Ta BiACYyTHBOI iHGopmamii

Baxnusi pusuku mikapcekoro 3aco0y TPUDAC® COR, tabieTku mo 5 Mr — 1e pu3HuKH, sKi
noTpeOyIOTh CHEIliaTbHUX 3aXO/dIB 3 YHPABIIHHSA PU3UKAMU IS TMOJAIBIIOT0 BUBYEHHS abo
MiHIMI3aIii pU3uKy, 00 JiKapChKui 3acid MokHa Oyyio Oe3reyHo mpuiiMaTH. BakiauBi pu3HKH
MO>XHA PO3IIHIOBATH SIK ieHTU(}IKOBaHI a00 MOTEHIIHHI. [n1eHTH(dIKOBaHI PU3UKH - 1€ MPOOIEMH,
JUIS IKUX € JIOCTaTHI JIOKa3W 3B'SI3Ky 13 3acTOCyBaHHSAM Jikapchbkoro 3aco0y TPUDAC® COR,
Tabnetkn 1o S5 wr. [loTeHmiitHI PU3MKKM — 1€ TPOOJSIeMH, I SIKHX MOMKJIMBHH 3B'SI30K 13
3aCTOCYBaHHSM IIHOTO JIIKAPCHKOTO 3acO0y Ha OCHOBI HasBHUX JIaHUX, alie el 3B'S30K IIIE€ HE €
BCTAHOBJICHUM 1 TOTpeOy€e MOAANbINOi OLIHKU. BiacyTHs iHpopMmallis — 1e iHpopMmarlis 3 0e3mexu
JKapChKOTO 3aco0y, sika 3apa3 BIACYTHS 1 moTpedye 30upaHHs (HampHUKIad, JaHl 1010 TPUBAJIOTO
3aCTOCYBaHHS JIIKApPCHKOTO 3aC00Y)

ITepenik BakIMBUX PU3HKIB Ta BiICyTHBOI iHpopManii

Baxnusi ineHTudikoBaHi
PHU3HKHU Bincythi

BaxxnuBi moTeHmiiHi pusuku | BigcyTHi

Biacyrtas inpopmarris Biacyrhi

I1.B Pe3rome BakJIMBHUX PU3HKIB

Hisiki BaxxiMBi muTaHHA 3 0€31eKU 4u BiACYTHs iH(opMmarlis He BusBieHi y bomy [1YP, BinmosigHo
PO3/ILT HE 3aCTOCOBYETHCS.

I1.C Ilnan micasipeecTpamiiHOro pO3BUTKY
I1.C.1 JocninzkeHHs1, 10 € yMOBOIO OTPHMAHHS PeeCTPALiiiHOr0 NOCBITYeHHS

BiacyTHi nmociimkeHHs, SKi € YMOBaMH IS OTPUMaHHS PEECTPAIliiHOTO IOCBiMUeHHS abo
crieniiigarM 3000B’s13aHHAM JiKapcbkoro 3aco0y TPUDAC® COR, tabneTku 1o 5 mr.

I1.C.2 THui gocaifxzKeHHs1 3riIHO 3 IVIAHOM PO3BUTKY MiCJIsl OTPMMAHHA JIilleH3il

st mikapewkoro 3aco0y TPUDAC® COR, TabieTku 1o 5 Mr, He BUMAraroThCs HISIK1 JOCI1KEHHS.
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