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PE3IOME IIJIAHY YIIPABJIHHSA PU3UKAMMU JIS1 KAPAOJIAKC, PO3UUH JIsA
TH'EKIIIA, 1 MI'/MJI (METOITPOJIO.J)

Lle pestome muiany ympasiainHsa pusukamu (ITYP) mns mikapebkoro 3aco0y (JI3) KAPOJIAKC,
po3umH ans iH'ekuiit, 1 mr/mu. [IYP Hanmae peranbHy iH(OpMAIiI0 LIOJ0 BaXJIMBUX PHU3HKIB
JI3 KAPIOJIAKC, po3uuH st iH'exmii, 1 Mr/mi, K 11l pU3MKH MOKHA MIHIMI3yBaTH Ta K Oy/e
BIJICTE)KYBaTUCSl TMOJAANbINa 1HGOpMAIliA IIOM0 PHU3MKIB Ta HEBU3HAYCHHMX JaHUX (BIICYTHSA
iapopmartis) JI3 KAPJIOJIAKC, po3uun nns iH'ekmii, 1 mr/mi.

Hns JI3 KAPIOJIAKC, po3unH jyist iH'eKIii, 1 mMr/mi, HasiBHa KOPOTKA XapaKTEPHCTHKA Iperapary
(KXTI) Ta iHCTpyKIIist ISt METUYIHOTO 3aCTOCYBAHHS, 1110 HA/IAI0Th MEAWYHNM IPalliBHUKAM Ta Malli€HTaM

OCHOBHY iH(popMarito sik ciin 3actocoByBaru JI3 KAPJIOJIAKC, po3zuun st in'ekiiid, 1 mr/mi.

|. Jlikapcbkuii 3aci6 Ta iioro npu3HaYeHHs
JI3 KAPJOJIAKC, po3uwnH nnst iH'ekiiid, 1 Mr/mi, MICTUThH Aif04y PEYOBHHY METAINpOJION Ta
MPU3HAYCHUH JJIS TAPEHTEPATBHOTO 3aCTOCYBAHHS.
JI3 KAPIOJIAKC, po3uus asst iH'eK1ii, 1 Mr/mi1, npu3HaYeHUH pu
® TIpU CYNpPaBEHTPHUKYISPHIH TaxiapuTMii,
e st pOdITAKTUKY Ta JIKYBaHHS iIeMii MioKap/a, TaxiapuTmii Ta O0JIr0, SKIO MiI03PI0EThCs

a0o miarHocToBaHMH iH(papKT MioKapAa.

Il. Pusuku, acouiiioBaHi 3 JikapcbKUM 3ac0060M Ta 3axoau 3 MiHiMizanii ado moaaJjabuioi
XapaTepucTHKH PU3HKIB

Baxmui pusuku JI3 KAPJIOJIAKC, po3uun mis iH'ekmiif, 1 mr/mi, pazom i3 3axomaMu Jyis
MiHIMI3aIil TakWX PU3UKIB Ta MPOMOHOBAHI JOCTIIKEHHS IJIs MOAAJIBIIOTO BUBUEHHS PH3HKIB
JI3 KAPJIOJIAKC, po3unH asis iH'eKIlii, 1 Mr/mi, mpeacTaBieHO HIDKYE.

3axogamH 3 MiHIMi3allii pU3HKIB, BUSABICHUX JUIS JIKApPChKOTO 3aC00Y, MOXXYTh OYyTH:

e crerianbHa iHpopMaIllis, TaKa sIK 3aCTEPEIKESHHSI, 3aIT001KH1 3aX0/I1 Ta MMOPaJIH 3 MPABHIBHOTO
3aCTOCYBaHHS B I1HCTPYKIli ans menuyHoro 3actocyBanHs Ta KXII s mamieHtiB Ta
MEINYHUX MPAIiBHUKIB,;

e BAXIIMBI MOPAIU HA YIAKOBIII JIIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUI PO3MIpy NMaKyBaHHS — KUIBKICTh JIIKAPCHKOTO 3aC00Y PO3PaXOBYETHCSA TAKUM

YMHOM, 1100 rapaHTyBaTH MPaBUIIbHE 3aCTOCYBAHHS JIIKApPCHKOTO0 3ac00y;
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e YMOBHM BIANYCKY JIKapChKOTO 3ac00y — SK MAI[iEHT MOXE OTpUMATH JIKapChKUU 3acid
(3a perrenToM abo Oe3 perernTy).

Pazom 111 3ax0/11 CTAaHOBIATE pYMUHHI 3aX00U MIHIMI3AYIT pU3UKIE.
Kpim 1iux 3axoiB, 31HCHIOETHCS TOCTIHHUN MOHITOPUHT Ta aHaji3 iH(opMarllii mpo moOivH1 peakIlii,
BKJIFOYAIOYH OI[IHKY PETYJSIPHO OHOBIIIOBAaHMX 3BITiB 3 O€3MeKH, M BIPOBAKEHHS HETaHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.
i 3aX0/111 CTAaHOBJISITH PYMUHHI 3aX00U 3 (hapmMaKonaziaoy.
VY pa3i HasgBHOCTI HEBU3HAYEHUX [JAHUX, LI0 MOXYTh BIUIMHYTH Ha Oe€3le4YHe 3acTOCYBaHHS

JI3 KAPIOJIAKC, po3uun ais iH'eKii, 1 mr/mi, iX npeacrasiaeHo Hwx4e y «BiacyTHs iHopmariis.

11.A Tlepenik BaskJIMBHX PU3HKIB Ta BiICyTHBOI iHpopMairii

Baxmusi pusuku JI3 KAPJIOJIAKC, po3unn mis iH'ekIiii, 1 Mr/mi — e pu3HKH, 1Mo MOTPeOyIOTh
CHEIaIbHUX 3aXOMiB 3 YIPaBIIHHSI PU3UKAMH JUIS MOAATBINOTO JOCTIKEHHS abo MiHiMizalii
PH3UKIB, 100 JIIKAPCHKUM 3aci0 MOXKHA OYyJO «IIpU3HAYATH» Ta «IIpHMMaTH» Oe3nedHo. Baxkimmsi
PU3UKHA MOXYTh OyTH BHSBICHUMH a00 MOTCHIIMHUMU. BUSBICH] pU3UKH — MPOOIEeMH, TS STKHX
ICHY€E JIOCTaTHE MIATBEPKEHHS 1X B3aeMO03B 513Ky 3 3actocyBaHHsM JI3 KAPJIOJIAKC, po3uun s
iH'exmiif, 1 mr/mu. IloTeHuilHI pU3UKKU — 1€ MPOOJIEeMH, IS SIKUX MOXIIUBICTh B3a€MO3B’S3KY 13
3aCTOCYBAHHSAM IIHOTO JIKAapPChKOT0 3ac00y MiATBEPIKEHO Ha OCHOBI HASIBHUX JJAHUX, aJIe OCTaTOYHO
I1Ie HE BCTAHOBJICHO Ta MOTpeOye MOAAbIIO] OI[IHKH.

Jlo BizcyTHBOT 1H(pOpMAIIil HAIEKUTH 1HGOpPMAIIis moA0 Oe3MeKH JiKapCchbKoro 3acoly, sKoi Hapasi
HEMae, Ta Ky I1e He0OX1THO BIJCTEKUTH (HAMPUKIIA]I, TPUBAJIC 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y).

Tabnuus. [lepenik BaxXTUBUX PU3HKIB Ta BICYTHBOI 1H(pOpMaIii

Bascnuei eusneneni pusuxu BincytHi

Bascnuei nomenuyiiini puzuxu BincytHi

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3oMe BaskIMBUX PU3UKIB

Jlani momo Ge3neku, MpeacTaBieHi B iHpopMalii Ipo JikapchKuii 3aci6, y3ro

JKapChbKUM 3aCO00M.

%
9, s
s, ki 0P O




Yactuna VI: Pe3tome niiany ynpasiiiHHS pU3HKaMU
KAPJIOJIAKC, po3unH m4 in'exiit, 1 Mr/min WORLD MEDICINE
Howmep Bepcii: 2.0

Jara 3axkpurts 6a3u qanux: 10.03.2025

Pharmaceutical Company

11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
Hns JI3 KAPJIOJIAKC, po3uun s iH'ekmiid, 1 Mr/mi, He BUMAaraeThCs JOCTIKECHb, SIKi € YMOBOIO

peecTparitHoOro MOCBiAUYEHHS a00 CTAHOBIIATH CielU(iYHI 3000B’ I3aHHS.

11.B.2 Inwi 0ocnioxcennn naany nicaapeecmpauiiiHux 00Caio0MHceHsb ereKkmugHocmi
Hms  JI3 KAPJOJIAKC, po3unmH pans id'ekmiii, 1 Mr/mi, He 3alulaHOBaHO IPOBEACHHS

HiCIApeecTpalifHUX T0CIiKEHb €(EeKTUBHOCTI.
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