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6.3. lincymku [li1any ynpaBJjiHHS pU3MKaMHu IS Jikapcbkoro 3aco0y Mikcrapa® 30 HM

Hwxkue HaBeneHo BHKIAJ pe3ynbTariB [lmaHy ynpaBiaiHHS pH3UKAMH Ui JTIKQpCHKOTO 3aco0y
Mikctapa® 30 HM. Ilnan ynpaBiiHHS pU3MKaMH MICTUTh iH(OpPMAITliI0 11010 BAXIMBUX PHU3HKIB,
MOB'I3aHUX 3 JTIKapCchbkuM 3acobom Mikctapa® 30 HM, indopmaiiiro mpo 3axoau, CIpsSMOBaHi Ha
MIHIMI3aIlll0 TaKWX pPHU3HMKIB, a TAKOXX OMHUC [iH, CHPSIMOBAaHUX Ha OTPUMAHHS JOJIaTKOBHX
BIJOMOCTEH MPO PU3HMKH Ta (HaKTOPU HEBHU3HAYECHOCTI (BiACYTHBHOI iH(OpMarii) A JiKapcChbKOro
3aco0y Mikcrapa® 30 HM.

[HCTpyKIIiA 1 MEIMYHOTO 3acTOCYBaHHS JIIKapCchbkoro 3aco0y Mikcrapa® 30 HM  micTuth
KIIFOUOBY iH(OpMAIIiO PO MOPSIOK BUKOPUCTAHHS JiKapchKoro 3aco0y Mikcrapa® 30 HM s
MEIUKIB Ta [aI[l€HTIB.

3a3HaueHi HwK4Ye miacyMku [Inany ynpaBiiHHS pU3HKaMH JUIS JIiKapcbKkoro 3aco0y Mikcrapa® 30
HM HeoOxiHO po3riiggaTH B KOHTEKCTI BCi€l AOCTYyMHOI iHopMarlii, sika BXOJIUTh A0 CKIaay
€BpOoINECcHKOro 3BITY 3 OLIHKHK JiKapchkoro 3aco0y (EPAR), Bko9aroum eKcrepTHHUI 3BIT TpO
OLIIHKY Ta HOT0 CIPOIICHE MiICYMKOBE BUKJIAICHHSI IOCTYITHOK MOBOIO.

VY pasi BUSBIEHHsS BaXJIMBUX HOBUX 3arpo3 abo CyTTE€BUX 3MiH CTaTycy HNOTOYHHUX 3arpo3 Ilman
VIOpaBIiHHA PU3UKaMH IS JIiKapchkoro 3aco0y Mikcrapa® 30 HM  Oyzae BIANOBIZHUM YHHOM
OHOBJICHO.

6.3.1. Jlikapcbkuii 3aci6 Ta ioro 3acTocyBaHHS

Jlikapcekuii 3aci6 Mikcrapa® 30 HM  3apeectpoBaHO aiisi JIIKyBaHHS I[yKpPOBOTO miabery.
Jlikapcpkuii 3aci0 MiCTUTB JIFOJICHKUHM 1HCYJIIIH Y IKOCTI 110901 pEYOBUHU 1 3aCTOCOBYETHCS CIOCOOOM
IIIKIPHOT 1H €KIiT.

JHonatkoBa 1HpopMalis MO0 OLIHKM KJIIHIYHOI KOPHUCTI BiJ 3aCTOCYBaHHS JIIKApPChKOIO 3aco0y
Mikctapa® 30 HM wmictuthest B €BponeidcbKkoMy 3BiTi 3 OLIIHKH Jikapchkoro 3aco0y (EPAR) mns
nikapcbkoro 3aco0y Mikcrapa® 30 HM, BKiIIOYHO 31 CHPOIIEHUM IiJICYMKOBUM BHKIJIQJICHHIM
JOCTYITHOIO MOBOIO, 3 SIKUM MOXHa O3HallOMUTHCh Ha BeO-calfTi €BpoOmneichbKOro areHTCTBa 3
nikapchkux 3aco0iB (EMA) Ha BeO-cTOpiHIII BIANOBIIHOTO Ipenapary:
http://www.ema.europa.eu/ema/indexjsp?curl=pages/medicines/human/medicines/000428/human_
med_000906.jsp&mid=WC0b01ac058001d124 ta
http://www.ema.europa.eu/ema/indexjsp?curl=pages/medicines/human/medicines/000427/human_
med_000625jsp&mid=WC0b01ac058001d124

6.3.2. Pu3uku, noB'sizaHi 3 JikapchbKHM 32c000M, Ta 3aX01H, CIIPAMOBAaHI Ha MiHiMi3alilo a6o
A0IATKOBY XapaKTEePUCTHKY PU3UKIB

[Hdopmarito npo BaxIMBI pU3UKH, MTOB'A3aHI 3 JiKapchbKuM 3acobom Mikctapa® 30 HM , a takox
3aX0JIM, CIIPSMOBaHI Ha MIHIMI3allil0 TaKUX PHU3HUKIB, TA 3alpPONIOHOBAHI JOCHIKEHHS U1 300py
J0JJaTKOBO1 1H(GOpMaIlii PO PU3UKH, TTOB'A3aH1 3 JiKapcbkuM 3acoooM Mikctapa® 30 HM , naBeneHo
HIDKYE.

JlocTymnHi Taki 3aX0AM MiHIMI3a1[il BCTAHOBJIEHUX PU3HUKIB, ITOB’SI3aHUX 3 JIIKAPCHKHUM 3aC000M:

e Hanmanus konkperHOi iH(oOpMaIii, TpPU3HAYEHOI /I TAI[lEHTIB Ta MEAWKIB, BKIIIOYAIOYH
MONEPEKeHHSI, 3amoODKHI 3aX0Ad Ta PEKOMEHJAIlli I0J0 MPaBUILHOTO BHUKOPHUCTAHHS
JKapchbKoro 3aco0y, B [HCTPYKIIiT Ist MEAMYHOTO 3aCTOCYBaHHS JIIKapCHKOT0 3ac00Y;d

e BaxuBi peKOMeH/allii Ha YIaKOBIIi JIIKapChKOro 3aco0y;

e 3aTBep/PKEHUIl pO3MIp YNMAaKOBKH — KUIBKICTH JIKapChKOTO 3aco0y B YIAKOBII BHOMPAETHCA
TaKuM YMHOM, 1100 3a0€3MeYnTH MpaBIIbHE BUKOPUCTAHHS JIIKAPCHKOTO 3aco0y;
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o IOpuanunuii cTatyc JKapchKOro 3aco0y — IIe OJHUM 3aXO0JI0OM MiHiMi3allli pU3UKIB € CTaTyc
BIJIITYCKY JIIKapChKOTO0 3ac00y CrojkuBaveBi (TOOTO 3a perenToM abo 6e3 perernrTa).

3arazioM Taki 3aX0JIi CTAHOBIISITh MIAHOSE 3aX00U MIHIMI3aYii pU3UKIE.

Ha noparox no BuIe3a3HaueHUX 3aX0JiB BUPOOHUK Oe3nepepBHO 30upae Ta aHamiizye iHopMarito
po HeOaXkaHi ABUINA TAKUM YHHOM, 100 3a0€3MMeUnTH MOKIIMBICTh HETAWHOTO pearyBaHHS y pasi
notpe6u. [TomiOHI 3ax0/1u BITHOCATHCS O KATETOPil n1aHO8UX 3aX00i8 papmMaKkonio2iuno2o Ha2nsoy.

6.3.2.1. Ilepenik BaxkIMBUX PU3MKIB Ta BiICyTHHOI iHopManii

BaxknuBi pusuku, moB's3aHi 3 JKapchkuM 3acoboMm Mikctapa® 30 HM |, me 11 pusuku, ski
MOTPeOYIOTh OCOOJIMBUX 3aXO/IB YIIPABIIHHS PU3UKAMU JIJIS TIOJAJTBIIIOTO BUBUEHHS 200 MiHIMi3aIlii
PU3UKY 3 METOK 3a0e3MedeHHS MOXKIMBOCTI OE3MEeYHOro 3acTOCYBaHHS JIIKapChKOTO 3aco0y.
BaxmBi pu3uMKd MPUKAHSATO TUIMTH HAa BCTAHOBJICHI Ta MOTEHIIiHI. BcTaHOBIEHI pPH3UKH — IIie
3arpo3u, MO0 SIKUX € JOCTaTHhO JIOKa3iB B3aEMO3B'A3KY 13 3aCTOCYBaHHSM JIIKaPCHKOTO 3aco0y
Mikctapa® 30 HM. IloTeHuiiiHi pu3nKu — 1€ 3aTPO3H, 3B'SI30K SAKHUX 13 3aCTOCYBAaHHSM JIIKAPCHKOTO
3aco00y HOCHTHh WMOBIPHHI XapakTep Ha MiACTaBl JOCTYIHHUX JaHUX, OAHAK HE OyB JOCTOBIPHO
JoBeZeHnH 1 moTpedye DoAaTKOBOi OIiHKHU. BincyTHs indopmaris — e iHpopmamis npo Oe3nexy
JKapChbKOTo 3aco0y, sika Ha ChOTOJHIIIHIN JACHb BIACYTHS, 1 IKy HEOOXilHO 310patu (HampuKia,
JaHl TPO JOBTOCTPOKOBE 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y). Orisan BaXIMBUX PHU3HKIB Ta
BiJICYTHBOI iH(pOpMalii i Jikapcbkoro 3aco0y Mikctapa® 30 HM naBeneno y Tabmnuii 6-5.

Tadauus 6-5. Ilepesik Ba:KIMBUX PHU3HKIB Ta BiICYTHBOI iHopMawii, JikapcbKuil 3acid
Mikcrapa® 30 HM

Ilepenik Ba:kJIMBUX PU3HKIB Ta BiACYTHBOI iH(popmanii
BaxiBi BCTAaHOBJICHI pU3UKH Hewmae
BaknuBi NOTEHIIHHI pU3UKH [ToMuiky y 3acTOCYBaHHI JIikapCchKOTro 3aco0y (BKIIIOYAIOYX IIOMUIIKH Y
3aCTOCYBaHHI JIIKAPCHKOTO 3ac00Y, CIPUUMHEH] JIFOJICHKHM (haKTOpOM)
BincytHs iHdopmaltis Hemae

6.3.2.2. IlincymMKu Ba:KJIMBHX PU3UKIB

[TincymkoBa 1HGopMallis 100 BAXKJIMBUX PU3MKIB Ta BIACYTHBOI 1H(OpMalii A JIKApChKOTro
3aco0y Mikcrapa® 30 HM naBeneno y Tabmuiii 6-6.
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Taoauus 6-6. BaxxiuBuii norenuiiinuii pusuk: [loMuikm y 3acTocyBaHHi JiKapcbKOro 3aco0y
(BKJII0YAal0YM NOMMJIKM Yy 3aCTOCYBaHHI JIIKapcbKOro 3aco0y, CHPHYMHEHI JIOACBKHM
dakropom), gikapcbkuii 3aci6 Mikcrapa® 30 HM

IMoMuIKH y 3aCTOCYBaHHI JiKapchbKOro 3acody (BKJIYAIYH MOMMJIKH Y 3aCTOCYBaHHI JIiKapchbKoro 3acooy,
CIpUYHHEHI JI0ACLKUM (GaKTopoM)

Jami, mo moB’s3y1oTs pm3uK | JlocBix koMmepiiifHOro 3actocyBaHHsS: llicnmsapeecTpamiiiHi JaHI BKIIOYAIOTH Yy cebe
3 JKapChKAM 3aC000M BiZJOMOCTI IIIOJI0 yCiX BiNOBiTHUX BHUIAAKIB, 3a(hiKCOBaHMX HA IMiACTaBi iHPOpMAIIii 3
pI3HUX JDKepenl, OKpiM KIiHIYHUX BUIpPOOyBaHb, TOOTO i3 MOBUTBHUX JKEpe
(BKJIIOYAIOYH BIZJOMOCTI 3 KJIIHIYHOI JliTepaTypH), AaHl HeIHTEPBEHIIHUX JOCIIIKEHb
Ta JIaHi 3 IHITUX MPOAHATI30BAHUX JKECPEIL.

dakropu pusuky Tta rpynu | [lamieHTn, sKi TpPOXOAATH JIKyBaHHS i3 3aCTOCYBaHHSIM IIpenapaTiB iHCYNiHY

PU3UKY JIEKUTBKOX THIIIB;

[ManienTy, sIKi HEIIOJABHO BIIEpIIIE PO3NOYAJIH JIKYBaHHS i3 3aCTOCYBaHHSAM IHCYIIHY;

[ManieHTH SIKi TPOXOASATH JIIKYBaHHS i3 3aCTOCYBAHHSM 1HCYJIIHY Ta MarOTh OPYIICHHS

30py;

3MiHa peXHMy T03yBaHHS a00 HUIAXY BBEACHHS 1HCYINiHY (HANpHKIaA, mepexin 3

MPUCTPOIO [T MOCTiiHOT miamKipHoi iHQY3il incyniny (CSII) Ha mmpHI-pydKy);

[MarmieHTH, SKAM 1HCYIJIIH BBOTUTHCS TPETIMH 0cOOaMu;

Cx0I1 Ha3BH Pi3HHX IIPENapaTiB iHCYiHY;

CX0>kHii 30BHINTHIM BUIJIS PI3HUX MPUCTPOIB.

3axomu MiHIMI3aIIl pu3uKy | [lnanosi 3ax00u minimizayii pusuxy

o Poznin «Croci6 3actocyBaHHs Ta 1o3u» B [JIM3J13, y sskoMy HaBeZleHO iH(pOpMaIIito
110710 MO30JIOTIT Ta COCO0Y 3aCTOCYBaHHS;

e Po3nin «YmoBu 30epiranus» B [JIM3JI3, y sskoMy HaBeleHO iH(POPMAIIIO 00
0COOJIMBHX 3aM00KHUX 3aX0iB il yac 30epiraHHs npenapary.

e Po3nin «YmoBu 30epiranus» B [JIIM3JI3, y sskoMy HaBeleHO iH(POPMAILO I0I0
0COOJIMBHX 3aM00KHUX 3aXO0/iB MiJ] Yac YTHII3allii Ta HOBOJDKEHHS 3 IPEIapaToM.

o Po3nin «Cnoci6 3actocyBanHs Ta 1o3m» B [JIM3J13, y skoMy HaBeieHO iHpOpMaIiifo
1070 CUTYyaIlill, Koiau 3a00pOHSETHCS 3aCTOCOBYBATH JIIKAPCHKHIA 3aci0, a TaKkoxK
o070 HEOOXIHOCTI TEpPEeBIPUTH ETHKETKY Tepel 3acTOCYBaHHSAM, MI00
MePEKOHATHUCS, [II0 3aCTOCOBYETHCS Ipenapar MoTpiOHOTO THITY.

o Poznin «Croci6 3actocyBaHHs Ta 103m» B [JIM3J13, y sskoMy HaBeZIeHO iH(pOpMaIlito
LIOJ0 MOPSIAKY 3aCTOCYBaHHS Mpernapary.

e Po3ain «YmoBu 30epiranus» B [JIIM3JI3, y siskoMy HaBeleHO iH(POPMAIIIO 010
HOPSIKY 30epiraHHs mpenapary.

o [HCTpYyKIS JUIi MEIUYHOTO 3aCTOCYBaHHs JIIKapChbKOro 3acoly, sika MICTHUTh
iHpopMalio 100 TOBOIKEHHS 3 IpenapaTroM, BKJIIOYAIOYM I1HCTPYKILii IO
HEOOXITHOCTI TEPEeBIPUTH ETHKETKY Ta MNEePEeKOHATHUCS, 10 BUKOPHCTOBYETHCS
NpaBUJIbHUI THIT 1HCYJIIHY, @ TAKOX 1HCTPYKLIT 10J0 TOTO, SIK YHUKHYTH iH €K1
HOBITPs Ta 3a0€3MEUUTH PaBHIEHE J03YBaHHS.

o Crpareris nudepeHmianii MPOAYKTY, BKIOYAFOYM TOPTOBI Ha3BH, TEKCT Ha
eTHKETIi, O(QOPMICHHA KApTOHHOI YIMAKOBKH 13 BHKOPUCTaHHAM (HipMOBOI
KOJIbOPOBOI raMH, a TAKO)K MapKyBaHHsI Ha KOHTEiTHepi.

Aopesiatypu: CSII = mocriitHa migmkipHa iH(Y3isa iHcyminy; [JIM3JI3 - iHCTpYKIisS AN METUYHOTO 3aCTOCYBaHHS

JIKapCchKOTO 3ac00Y;

6.3.3. Iliian micasipeecTpaniifHUX KIIHIYHUX T0CTiT)KEeHb

He 3actocoByetncs. g mpemnapariB JH0ACHKOT0 1HCYJIIHY HE IPOBOJSATHCS Ta HE MNIAHYIOTHCS KOJH1
000B’s13KOBI MiCIApeecTpalliifHi KIIHIYHI JOCTIJKEHHS €(PeKTUBHOCTI.
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