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PE3IOME IIJIAHY YHOPABJIHHSA PU3UKAMMU JISI NIMAJVIAJIA, KPAILUII OYHI,
PO3YHUH 1 MI'/MJI (OJIOTTATA/INH)

Le pestome 1utany ympasmiaas puzukamu (ITYP) nns mikapeskoro 3aco0y (JI3) ITAJIJIAJIA, kparuti
ouHi, po3urH 1 mr/mi. ITYP Hanae neranbHy iHpopmariro mo0 Bakiauux pusukis JI3 TTAJIJIAIA,
Kparii o4yHi, po3unH 1 MI/Mj, SK I pU3MKA MOXKHA MIiHIMI3yBaTH Ta SK Oyze BiJICTEXyBaTHUCS
nojanblia iH(oOpMais 1040 PU3MKIB Ta HEBU3HAYCHUX JaHUX (BiACYTHS iH(popMaIlis)
JI3 TTAJIJTAIA, xparuti o4Hi, po3yuH 1 Mr/mit.

Jas JI3 TIAJUUTAIA, xparuti ouHi, po3unH 1 Mr/mii, HasiBHa KOpOTKa XapakrepucTtuka npenapary (KXIT)
Ta 1HCTPYKINA JJI1 MEAMYHOTO 3aCTOCYBaHHS, II0 HAJAlOTh MEIUYHHM TMPAIliBHUKAM Ta Talli€eHTaM

OCHOBHY iH(opMarIito sik ciij 3actocoByBaru JI3 TTAJUIATA, kparuti ouHi, po3urH 1 Mr/miL.

|. Jlikapcbkuii 3aci6 Ta iioro npu3HayeHHs

JI3 TTAJUIAZIA, xparmii o4Hi, po3uMH 1 MI/MJI, MICTHTH Jil0O4y PEUYOBHUHY OJIONATAIUH Ta
NpPU3HAYCHUN OYHOTO 3aCTOCYBaHHSI.

JI3 TTAJIUTA 1A, kparuti ouHi, po3unH 1 Mr/mi, npu3HaueHUH I JTIKyBaHHS CE30HHUX alepTivyHUX

KOH FOHKTHBITIB.

1. Pu3sukn, acouiiioBaHi 3 JikapcbKUM 3ac000M Ta 3axoAu 3 MiHiMi3anii ado moaajabuoi
XapaTepucTHKH PU3HKIB

Baxxnusi pusuku JI3 [TAJIJIAIA, kparuti 04Hi, po3uuH 1 Mr/Mi, pa3oM i3 3aX0/laMu JyTsl MiHIMI3a1ii
TaKUX PU3UKIB Ta MPOMOHOBAHI JOCIIKEHHS 715 ToAaybiioro suBdeHHs pusukis JI3 ITAJIJIA A,
Kparuii O4YHi, po34rH | MI/MII, IPEICTaBICHO HUXKYE.

3axogamHu 3 MiHIMi3allli pU3MKIB, BUSABICHUX JUISI JIKApPCHKOTO 3aC00Y, MOXXYTh OYyTH:

e creuiajgbHa iHQOpPMAILTis, TaKa K 3aCTEPEKEHHS, 3a11001KH1 3aX011 Ta MOPAIU 3 TPABUIBHOTO
3aCTOCYBaHHS B IHCTPYKIli anms menuyHoro 3actocyBanHs Ta KXII s mamieHtiB Ta
MEIUYHUX MPAIIBHUKIB;

e BAXIIUBI MOPaIU HA YIAKOBIII JIIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUI PO3MIpY MAKyBaHHS — KUIBKICTh JIKapChKOTO 3aC00y PO3PaXxOBYETHCS TAKHM
YUHOM, 1100 rapaHTyBaTH MPaBUIbHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y;

e YMOBH BIANYCKY JIKapChKOTO 3ac00y — SK MAI[lEHT MOXE OTpUMATH JIKapChKUU 3acid

(3a perrentom abo 6e3 perenty).
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Pazom 111 3ax011 CTAaHOBIATE pyMUHHI 3aX00U MIHIMI3AYil pU3UKIE.

Kpim 1iux 3axoiB, 31CHIOETHCS TOCTIHHUN MOHITOPUHT Ta aHaji3 iH(opMarltii mpo moOiuH1 peakIlii,
BKJIFOYAIOYH OI[IHKY PETYJSIPHO OHOBIIIOBAaHMX 3BITiB 3 O€3MeKH, M BIPOBAKEHHS HETalHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.

i 3aX0111 CTAaHOBJISITH PYMUHHI 3aX00U 3 hapmMaKonaziaoy.

VY pa3i HasgBHOCTI HEBU3HAYEHHX [JAHUX, LI0 MOXYTh BIUIMHYTH Ha Oe€3le4YHe 3acTOCYBaHHS

JIBTIAJUTAZIA, xparuii o4Hi, po3unH 1 Mr/mi, X mpeacTaBieHo Hiwk4Ye y «BiacyTHs iHbopmartisy».

I1.A Tlepenik BaskJIMBHX PU3HKIB Ta BiICyTHbOI iHpopMairii

Baxmusi pusuku JI3 [TAJIUIAIA, kparun o4Hi, po3uuH | Mr/mi — 1ie pU3UKH, 10 MOTPEOYIOTh
CHeIIaIbHUX 3aXOMIB 3 YIPaBIIHHSI PU3UKAMH JUIS MOAATBINOrO JOCTIKEHHS abo MiHimizarii
PH3UKIB, 100 JIIKAPCHKUM 3aci0 MOXKHA OYylO «IIpU3HAYATU» Ta «IIpHMaTH» Oe3nedHo. Baxkimmsi
PU3UKHA MOXYTh OyTH BHSBICHUMH 200 MOTCHIIMHUMHU. BUSBICH] pU3uKH — MPOOIEeMH, TS STKHX
ICHY€E JTOCTaTHE MIATBEP/KEHHS 1X B3aeM03B’s3Ky 3 3acTocyBanHsM JI3 TTAJIJIAJIA, kparut ouHi,
po3uud 1 mr/mi. TloTeHuidHI pU3UKH — I MPOOJIEMH, U SKHX MOXIIMBICTH B3a€EMO3B’SI3KY 13
3aCTOCYBAaHHSAM IIbOTO JIKapChKOT0 3ac00y MiATBEPIKEHO Ha OCHOBI HASIBHUX JJAHUX, aJIe OCTaTOYHO
11e HE BCTAHOBJICHO Ta MOTPEOYE MOJATBIIOT OI[IHKH.

Jlo BizcyTHBOT 1HpOpMAIIiT HAIEKUTH 1HGOpPMAIIis MO0 Oe3IMeKH JiKapCchbKoro 3acoly, sKoi Hapasi
HEMae, Ta sIKY e HeOOXiTHO BIICTEXKUTH (HAPUKIIAI, TPUBAJIE 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y).

Tabnuus. [lepenik BaXXTUBUX PU3HKIB Ta BICYTHBOI 1HpOpMaIii

Bascnuei eusneneni pusuxu BincytHi

Bastcnusi nomenuyiiini pusuku Bincyrai

Basicnuea siocymus ingpopmayin | Bincytai

1.6 Pe3oMe BaskIMBUX PU3UKIB
Jani mopao 6e3neku, npeacTaBieHi B iHdopMarlii mpo JikapchKuii 3aci0, y3rokeHi 3 pedepeHTHIM

IIPETapaToM.




Yactuna VI: Pe3tome niiany ynpasiiiHHS pU3HKaMU
TTAJUTAJIA, xparuti ouHi, po34uH 1 Mr/mi WORLD MEDICINE
Howmep Bepcii: 2.0

Jara 3axpurts 6a3u ganux: 05.05.2025

Pharmaceutical Company

11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
Hns JI3 TTAJUIAIA, xparii ovHi, po3urH 1 MI/Mi, HE BHUMAarae€ThCsi JOCIIIKEHb, SKi € YMOBOIO

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

11.B.2 Inwi 0ocnioxcennsa naany nicaapeccmpayitHux 00caioicens epekmugnocmi
Hus  JI3 TIAJUIAHA, xpamini oOyHi, po3umH 1 Mr/mi, He 3alylaHOBAaHO IPOBEICHHS

HicIApeecTpaifHuX JT0CIiKEHb €(EeKTUBHOCTI.
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