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Pe3rome nuiany ynpasJiiHHSI pU3MKAMM JIJIM JIIKAPCHKOI0 3200y
TPUDAC® 10,
TabgeTku mo 10 mr
[MHH: Topacemin]

e pestome mnany ynpapninas pusukamu (ITYP) ms nikapebkoro 3aco0y TPUDGAC® 10, Tabnetku
no 10 mr. ITYP peranbHo onucye: BaKIMBI pU3HKH JiKapchkoro 3aco0y TPUDAC® 10, tabneTku 1o
10 Mr, a TakoX CIIOCOOM OTPUMAHHS JTOJAATKOBOI iH(GOpPMAIIiT TPO PU3UKH ITHOTO JIIKAPCHKOTO 3aCO0y
Ta HEBU3HAYEHOCTI (BIACYTHS 1H(pOpMAITis).

[HCTpYKIIiS 111 METUYIHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y Jikapcbkoro 3aco0y TPUDAC® 10,
tabnetku mo 10 Mr, Hajae BaXIUBY 1HPOPMAIIIIO I MEIUYHUX TMPAIliBHUKIB Ta MAI[I€HTIB TIPO TE,
SIK CJI1JT HOTO 3aCTOCOBYBATH.

BaxxnuBi HOBI mpobyieMu ab0 3MiHM 10 ICHYIOUHMX MpoOiieM OyayTh BKJIIOYEeHI B oHOBIEeHHS [TYP
nikapcbkoro 3aco0y TPUDAC® 10, tabnetku mo 10 mr.

I. Jlikapcbkmii 3aci0 Ta MeTa Oro 3aCTOCYBaHHS

Jlikapcbkuit 3aci6 TPUDAC® 10, Tadnetku o 10 Mr, 103BONCHUH 1S JTIKYBaHHS 1 MPOMUIAKTHKA
peuuarBiB HAOpSKIB Ta/ab0 BHUIOTIB, CIPUYMHEHUX CEPIIEBOI0 HEAOCTATHICTIO (MMOBHUU TEpEIiK
MoKa3aHb IUB. B [HCTPYKIIii 1711 MeIUYHOTO 3acTOCyBaHHs ). JIikapchKHii 3aCi0 MICTUTH TOpaceMij K
JIII0Yy PEUYOBHHH 1 3aCTOCOBYETHCS TIEPOPATBHO Y TaOJIeTKaX.

II. Pusuku, noB'si3aHi 3 JikapcbKUM 3aC000M, 3aX0M 3 MiHIMi3alii pU3MKIB Ta MOAAJBLIION
XapaKTePUCTUKH PU3HKIB

Baxnusi pusuku sikapcekoro 3aco0y TPUDAC® 10, Tabmerku mo 10 mr, pa3om i3 3axogamu s
MiHIMI3aIii TaKuX PU3UKIB Ta 3alMPOIOHOBAHWMHU JOCTIHKCHHSIMHU JJIi OTPUMAaHHS JIOJATKOBOT
iH(opMartii mpo pyU3MKU WX TPOAYKTIB, OITUCAHI HUXKYE.

3axoau 3 MiHIMI3alliil BUSBIEHUX 1A Jikapcbkoro 3acooy TPUDAC® 10, tabnetku mo 10 mr,
PHY3HKIB BKIIIOYAIOTh:

* [rdopmariro, HaIpUKIAA TOMEPEIHKEHHS, 3aM00DKHI 3aX0QU Ta MOPaaH IOAO0 MPaBUILHOTO
BUKOPUCTAHHS B IHCTPYKINI UIsI MEAUYHOTO 3aCTOCYBAHHS JIKApCHKOTO 3aco0y / KOPOTKIH
XapaKTEPUCTHII JTIKApChKOTro 3aco0y, apecoBaHi Mami€eHTaM 1 MEIUYHUM TpaIliBHUKAM;

* BaxnuBi mopaau Ha MapKyBaHH1 YITAaKOBKH JIIKAPCHKOTO 3ac00Y;

* Po3mip ymmakoBKH, HaNpHUKIA: KUIBKICTh KalCyJl B yHaKOBII BHOpPaHO TaKUM YHUHOM, II00
rapaHTyBaTH, 10 JIIKK OyIyTh BUKOPUCTAHI1 TPaBUIILHO;

* [IIpaBoBuii craryc JiKapCchbKOTO 3ac00y — KaTeropis BIAMYCKY JIIKAPCHKOTO 3aco0y MaIi€eHTy
(manpukam, 3 abo 6e3 perenTa) MoKe IOMOMOTTH MiHIMI3yBaTH HOTO PU3UKH.

Bci mi 3ax0/11 pa3oM CTaHOBIISITh pYMUHHI 3aX00U 3 MIiHIMI3ayii PU3UKIB.

OkpiM 1UX 3aXOJIB MOCTIHHO 30MPAETHCSA Ta PETYISAPHO aHAMI3YEThCS 1HGOpMAaIIis mpo HebOaxaHi
peaxiiii, mo6 3a HeOOX1THOCTI HEraitHO BXKUTHU BiMOBITHUX 3ax01iB. L{i 3aX01¢ CTaHOBIATH pymuHHi
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3axo00u 3 papmaxonaznsoy.

Skmo BakuBa iH(poOpMaIis, 0 MOKE BIUTMHYTH Ha O€3MeYHe 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y
TPUDAC® 10, tabnetkn mo 10 mr, 1me HeIOCTymHa, BOHA BKJIOUEHA 70 po3ainy «BimcyTHs
1H(OopMaIis HUKYIE.

I1I.A Ilepenik BaxJIMBUX PU3UKIB Ta BiACyTHBOI iHGopmaumii

Baxnusi pusuku jgikapcekoro 3aco0y TPUDAC® 10, tabnetkm mo 10 mr - me puswku, sKi
noTpeOyIOTh CHEIliaTbHUX 3aXO/dIB 3 YHPABIIHHSA PU3UKAMU IS MOJAIBIIOTO BUBYEHHS abo
MiHIMI3aIii pU3uKy, 00 JIKapChKUi 3acid MokHa Oyyio Oe3reyHo mpuiiMaTH. BakiauBi pu3HKU
MO>XHa PO3IIHIOBATH SIK ieHTU(}IKOBaHI a00 MOTeHIIHHI. [n1eHTH(dIKOBaHI PU3UKH - 1€ MPOOIEMH,
JUTS IKUX € IOCTaTHI IOKa3| 3B'A3KY 13 3aCTOCYBAaHHAM JliKapchkoro 3acody TPUDAC® 10, TabneTku
no 10 mr. [ToTeHmiitHI pu3nKN — 11€ MPOOIEeMH, IS SIKUX MOKJIMBHH 3B'S30K 13 3aCTOCYBAaHHSIM I[bOTO
JKapChKOTO 3ac00y Ha OCHOBI HasIBHHUX JIaHMX, ajie 1IeH 3B'SI30K I1I€ HE € BCTAHOBJICHUM 1 TIOTpeOye
MoJANbINOT OIiHKK. BincyTHs iHpopMalis — 1ie iHpopmMmallis 3 6e3nekn JIKapchKoro 3acody, sKa
3apa3 BiZICYTHsI 1 mOTpeOye 30upanHs (HApHUKIad, JaHl 010 TPUBAJIOTO 3aCTOCYBaHHS JIKAPCHKOTO
3aco0y)

ITepenik BaxkIMBUX PU3HKIB Ta BiICyTHBOI iHpopManii
Baxnusi i1eHTH(IKOBaHI pU3UKH Biacyrhi
BaxxnuBi moTeHIIMHI pU3UKH Bincyrhi
BigcyTHs iHbopMartis BigcyTni

I1.B Pe3rome BakJIMBHUX PU3HKIB

Hisixi BaxmBi muTaHHs 3 0€3MeKH 4u BiJICyTHS iHQoOpMarlis He BUsABIeH] y oMy [TYP, BiqnosigHo
PO3/ILT HE 3aCTOCOBYETHCS.

I1.C Ilaan micasipeecTpamiiHOro pO3BUTKY
I1.C.1 JocninzkeHHs1, 10 € yMOBOIO OTPHMAHHS PeeCcTPALiiiHOr0 NOCBITYeHHS

BiacyTHi nmocnimkeHHs, SKIi € YMOBaMH JJIS OTPUMaHHS PEECTPAIliiHOTO IOCBiMUeHHS abo
crienuigarM 3000B’13aHHAM JiKapcbkoro 3aco0y TPUDAC® 10, Tabnetku mo 10 mr.

I1.C.2 THui gocaifxzkeHHs1 3riTHO 3 IVIAHOM PO3BUTKY MiCJIsl OTPMMAHHA JIilleH3il

s mikapewkoro 3aco0y TPUDAC® 10, Tabmerku o 10 Mr, He BUMararoThCs HisIK1 TOCTIHKCHHS.
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