dapMmaTekc, cyno3uTopii Barinajabhi 18,9 mr; ®apmartekc, kpem BariHaasuuii 1,2 %; ®apmaTrexc,
TabaeTKH BariHajabHi 20 Mr
Pe3tome Iliiany ynpaBJiiHHa pu3ukamu, Bepcia 2,0

PE3IOME IIVIAHY YIIPABJIIHHSA PUBUKAMM nua jgikapcbKux 3aco0iB
DAPMATEKC (0eH32JIKOHII0 XJIOPU/ (BKIHYAYN MIPUCTAJIKOHIIO XJIOPU]),
cyno3urTopii BarinaibHi 18,9 Mr; kpem Barinaabuuii 1,2 %

e pestome mmany ynpasmiHHs pusukamu ([IYP) nns  mikapcbkux 3aco0iB  JiHIHKH
OAPMATEKC. Y ITYP neranpHo onucano Baxusi pu3uku ®APMATEKC, sk 111 pu3uku MOKHA
MiHIMI3yBaTH Ta SIK OTpUMaTH Oinbine iHdopmarmii mpo pu3MKu Ta (GakTopu HEBU3HAYECHOCTI
(BimcyTHs iHpOpMaist) mis Jikapchkux 3aco0iB rpynu @APMATEKC.

KopoTka XapakTepucTHKa Jikapchkux 3aco6iB (SPC) miniiiku ®APMATEKC (PHARMATEX®)
Ta IHCTPYKIIiS I MEIMYHOTO 3aCTOCYBaHHS Y TaKyBaHHI O HUX HAJAAI0Th BAKIHUBY 1H(QOpMaIiro
MEIUYHUM MpAaIiBHUKAM Ta MalliEHTaM Mpo Te, K CJIiJ 3aCTOCOBYBATH JiKapchKi 3acOo0U NMiHIHKH
®APMATEKC (PHARMATEX®).

I. Jlikapcbknii 3acid Ta MeTa HiOro 3acToCyBaHHSA

Jlikapcwki 3acobu miniiku @APMATEKC (PHARMATEX®) no3BoneHi 10 3aCTOCYBaHHS SIK
MiciieBa KoHTpanenilis. [{eii mMeTon 3HAYHO 3HWIKY€E PU3UK BariTHOCTI, aje HE BUKIIOYAE il
NOBHICTIO. BiH MICTUTh OEH3aJIKOHIIO XJIOPHJ, K aKTUBHY PEUOBHUHY Ta BBOJUTHCS BariHaJIbHO.
EdexTuBHICTD 3a5I€)KUTh BiJl JOTPUMaHHS 1HCTPYKIIi# 13 3aCTOCYBaHHS.

I1. Pu3uku, noB's3aHi 3 JikapcbKuM 3ac000M, Ta 3aX0A4 100 MiHiMi3amii a00 mogaabIIOL

XapaKTePUCTUKHU PU3UKIB

BaxnuBi pusuku, sAKki ToOB'A3aHI 3 JIKapchbkuMu 3acobamu  niHiiiku @APMATEKC

(PHARMATEX), pazom i3 3axoaamMH IIOA0 MiHiMi3alii TaKUX PU3HKIB Ta 3alPOINOHOBAHUMU

JOCIIKEHHSAMU /11 OTPUMaHHA JI0JIaTKOBOI iH(opMalii mpo pu3uKH, MOB'A3aHI 3 JTIKaPChKUMHU

3acob6amu niHiiiku DAPMATEKC (PHARMATEX), BukiiaieHO HIKYE.

3axoau 3 MiHIMI3alii pU3UKIB, BUSBICHUX JJIs JIKApChKUX 3aC001B, MOXKYTh OyTH TaKHUMHU:

e OcobOmmBaa iHdopMmalrisi, Taka sK TIONEPEKEHHs, 3amo0ikKHI 3aX0AM Ta MOPAAH IIOA0
HAJIEKHOTO 3aCTOCYBaHHS, B 1HCTPYKIIi Ta KOPOTKiMl XapakTEpHUCTHII JIKapChKOro 3aco0y
(SmPC), anpecoBaHni mamieHTaM Ta MEIHYHUM TIPalliBHUKAM;

e BaxuiMBi mopajay o0 YIAKOBKH JIIKapchKOro 3aco0y;

e 3apeecTpoBaHUN PO3MIip YNAKOBKHU - KUIBKICTh JIIKAPCHKOTO 3ac00y B yNaKOBII BUOUPAETHCS
TaKMM YHHOM, 11100 3a0€3MeUnTH KOPEKTHE BUKOPUCTAHHS JIIKapChbKOTO 3ac00Y;

e [IpaBoBuii cTaTyc JIKapChKOTO 3aC00y — KaTeropis BIAMYCKY JIKapChKOTO 3ac0o0y MaIi€eHTy
(HampuKIaz, 3a peluenToM 4u 0e3 perenTa) MOKe JOMOMOTTH MiHIMI3yBaTH HOTO PU3UKH.

Pa3om 11i 3ax0A¥ CTAaHOBIATH PYMUHHI 3aX00U 3 MIHIMI3ayii pU3UKIB.

11.A Ilepenik eaxcausux pusukie ma ¢iocymmnvoi ingpopmayii

BaxnuBi pusuku, nos's3ani 3 gikapcekumu 3acobamu @APMATEKC (PHARMATEX), — ue
PHU3UKH, K1 TOTPEOYIOTH CIEIiaIbHUX 3aX0/I1B 3 YIIPABIIHHSI PU3UKAMHU Ta IS TTOAJBIIIOTO



dapMmaTekc, cyno3uTopii Barinajabhi 18,9 mr; ®apmartekc, kpem BariHaasuuii 1,2 %; ®apmaTrexc,
TabaeTKH BariHajabHi 20 Mr
Pe3tome Iliiany ynpaBJiiHHa pu3ukamu, Bepcia 2,0

JTOCHiKeHHs: a00 MiHiIMi3alii pu3uKiB, 1100 TiKapChKUi 3aci0 MokHa Oyo O6e3MeuyHo mpuiiMarH.
BaxnuBi pu3MKM MOXHa BBaXXaTH ieHTH(IKOBaHUMH a00 MOTEHUIWHWMHU. |neHTH]iIKOBaHI
PU3UKH — Lie MpoOJeMu, MO0 SKUX € JTOCTaTHI JOKa3M 3B'A3KY 13 3aCTOCYBaHHSM JIKapChKOTO
3aco0y @PAPMATEKC (PHARMATEX). IlotenuiiiHi pu3uku — Ii¢ MpoOJeMH, M0N0 SKHX
MO’KJIUBUH 3B'SI30K 13 3aCTOCYBaHHSAM IIbOTO JIIKAPCHKOTO 3ac00y Ha OCHOBI HAasiBHUX JaHUX, alle
el 3B'30K 1€ HE BCTAHOBIEHO Ta MOTpedye momanbmioi OWiHKK. BincyTHs iH(opmaris
cTocyeThes 1H(popMalii mpo 6e3neKy JikapchKoro 3acoly, sika Hapa3i BiICYTHS Ta MoTpedye 300py
(HampUKIa, 00 TPUBAIOTO 3aCTOCYBAHHS JIKAPCHKOTO 3aC00Y).

Pe3rome npobJiem Oe3nexu

Koportkuii onuc npodJieM 0e3nekun

Baxxnugi ineHTH(iIKOBaHI pU3UKHU Biacyrtai
BaxnuBi NOTEHITIHHI PU3UKH BincyTHi
BincyTtHs iHpopmarltis BigcyTHi

I1.B Pe3romMe BaKJIMBHX PU3HUKIB
He 3acTocoBaHno.

I1.C Ilnan micasipeecTpaniiiHOro HATJISIAY

I1.C.1 MocaigkeHHsI, AKi € yMOBOIO BHAAa4i peecTPaliiiHOTr0 MOCBiIYeHHS
Hemae nocnipkeHb, MO € YMOBOIO BHIadl PEECTPALIHHOrO TMOCBiTYeHHS abo crnenudiyHuM
3000B's13aHHAM J71s1 JTikapchkux 3aco0iB niHiliku ®APMATEKC.

I1.C.2 THwi xocaiakeHHs B IUIAHI MicasipeecTpaliiiHOr0 HATJISALY
Hocnimxenns ais nikapebkux 3aco0iB niHiiiku ®APMATEKC e moTpiOHi.
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