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PE3IOME IIVIAHY YIIPABJIIHHSI PUSUKAMM U1 IHOCEJA CHUPOII, 250 MI'/5S MJI
(IHO3UHY INPAHOBEKC)

Le pestome 1utany ynpasminas puzukamu (ITYP) nns mikapeskoro 3aco6y (JI3) IHOCELA cupor,
250 mr/5 mu. ITYP nHagae peranbHy iH(opmartito moxao Baximusux pusukis JI3 IHOCEJIA cuporm,
250 mr/5 M1, SIK 11l pU3MKHA MOXKHA MiHIMI3yBaTH Ta K OyJie BIICTeKYBAaTUCS MOAAJbINA iHPOpMALis
1010 PU3HKIB Ta HEBU3HAYCHUX JNaHMX (BincyTHs iHpopmauis) JI3 IHOCE/IA cupom, 250 mr/5 m.
Js JI3 ITHOCEA cupon, 250 mr/5 mui, HasBHa KOpoTka xapakrtepuctuka mpenapaty (KXII) ta
THCTPYKITiSI JUTI MEIMIHOTO 3aCTOCYBaHHS, 1110 HAJAIOTh MEAWYHUM TIpaI[iBHUKaM Ta MaIlieHTaM OCHOBHY

iHpopMmartiro sk cmip 3actocoByBatr JI3 IHOCEJIA cupor, 250 Mr/5 M.

|. Jlikapcbkuii 3aci6 Ta iioro npu3HayeHHs

JI3 THOCEJA cupor, 250 Mr/5 mi1, MICTUTB J1I09y pEUYOBHHY 1HO3WHY MPAHOOEKC Ta MPU3HAYCHHHA
111 IEpOPAILHOTO 3aCTOCYBAHHS.

Jlikapcekuii 3aci0 MpU3HAYEHWH MpU TepreTHYHil iH(eKnii Ta IHIINX BIPYCHUX 3aXBOPIOBAHHAX 13

MATBEPIKEHUMH MTOPYLIEHHSIMH IMyHHOI CUCTEMHU.

1. Pu3sukm, acouiiioBaHi 3 JikapcbKUM 3ac000M Ta 3axoAd 3 MiHiMi3anii ado moaajabuoi
XapaTepUCTUKHU PU3HUKIB

Baxmusi pusuku JI3 IHOCEJIA cupomn, 250 mr/5 mi, pa3oM i3 3axoaaMu I MiHIMI3aIlli TaKux
PHU3HUKIB Ta IPOIMOHOBAHI TOCIIKEHHS AJis nmoaaibioro BuB4ueHHs pusukiB JI3 IHOCE/JIA cupor,
250 mr/5 M1, mpeacTaBIeHO HIKYE.

3axomamMu 3 MiHIMI3aIlll pU3UKIB, BUSABJICHHUX IS JIIKAPCHKOTO 3aC00y, MOXKYTh OyTH:

e creuiajgbHa iHQOpPMAILTis, TaKa K 3aCTEPEKEHHS, 3a11001XKH1 3aX011 Ta MOPAIU 3 TPABUIBHOTO
3aCTOCYBaHHS B IHCTPYKIii it meawmdHoro 3actocyBaHHs Ta KXII mis marieHTiB Ta
MEIUYHUX MPAIIBHUKIB;

® BAXJIMBI TOPAJIX HA YIAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUI PO3MIpy NMaKyBaHHS — KUTBKICTh JIIKAPCHKOTO 3aC00Y pPO3PaXOBYETHCS TAKUM
YUHOM, 1100 rapaHTyBaTH MPAaBUIIbHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y;

® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIli€eHT MOXKE OTpPUMAaTH JIKapChKUH 3acid
(3a perrentom abo 6e3 perenty).

Pa3oM 111 3aX0111 CTAHOBIISTH PYMUHHI 3AX00U MIHIMI3aYil pU3UKIE.
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Kpim 1iux 3axoiB, 31HCHIOETHCS TOCTIHHNN MOHITOPUHT Ta aHaji3 iH(opMarltii mpo moOiuH1 peakIlii,
BKJIFOYAIOYN OIIIHKY PETYyJspHO OHOBIIOBAHMX 3BITIB 3 OE3IMEKH, I BIPOBAKCHHS HETaWHUX
3ax0JIiB Y pa3i HeOOX1JHOCTI.

i 3ax0/11 CTAaHOBISITH PYMUHHI 3aX00U 3 (PAPMAKOHANADY.

Y pa3i HasgBHOCTI HEBU3HAYCHHX JAHWX, IO MOXYTh BIUIMHYTH Ha O€3MeuHe 3acTOCYyBaHHS

JI3THOCEJIA cuport, 250 mr/5 M, iX ipeacTaBiaeHo HIKYe y «BiacyTHs iHbopMartisy».

I1.A Ilepesik Bax/JIMBUX PU3HKIB Ta BiACYTHBOI iH(popmanii

Baxuusi pusuku JI3 IHOCEJIA cupomn, 250 Mr/5 mit — 11e pu3uKH, 10 MOTPeOYIOTh CHelialbHUX
3aXOJiB 3 YNPABIIHHS PU3MKAMHU JIJIsl MOJANIBIIOTO JIOCTIKEHHs a00 MiHIMIZaIlli pU3HKiB, 1100
JKapChKUH 3aci0 MOKHA OYJI0 «IIpU3HAYATHY Ta «IIPUHAMATHy» Oe3MeuHo. BakuBi pu3suku MOXKYTh
OyTH BHSBIEHUMH a00 MOTEHUIHHUMH. BusBieHI pu3uKu — npoOiieMu, Il SIKUX iICHYE OCTaTHE
MiATBEPKEHHS iX B3aeM03B’s13Ky 3 3actocyBaHHsaM JI3 IHOCE/IA cupomn, 250 mr/5 mi. IloteHuiiini
PH3HKH — I1€ TPOOJIEMH, IS IKUX MOXKJIMBICTD B3aEMO3B’S3KY 13 3aCTOCYBAHHSIM IOTO JIIKAPCHKOTO
3aco0y MIATBEPHPKEHO HAa OCHOBI HAsBHUX JIaHMX, aJleé OCTATOYHO III¢ HE BCTAHOBJICHO Ta MOTpeOye
MO/IAJIBIIIOT OIIHKH.

Jlo BizncyTHBOI iHpOpMaLii HaNeXuTh iH(OpMaIlis 00 Oe3MeKH JIKapChKOro 3acoly, sikoi Hapasi
HEMae, Ta Ky I1e He0OX1THO BIJCTEKUTH (HAMPUKIIAJI, TPUBAJIC 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y).

Ta6mums. [lepenik BaXXJIMBUX PU3HKIB Ta BIICYTHBOI iH(OpMartii

Basicnuei eungneni puzuku Bincyrai

Bascnuei nomenuyiiini puzuxu BincytHi

Bascnuea eéiocymus ingpopmauin BincytHi

1.6 Pe3roMe BaKJIMBHUX PU3HKIB
Jani mopao 6e3neku, npeacTaBieHi B iHdopMarlii mpo JikapchKuii 3acid, y3rokeHi 3 pedepeHTHIM

MIPETapaToM.
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11.C Ilnan nmicasipeecTpauiifHUX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymogow peccmpauiiiHo20 noceio4eHns
s JI3 IHOCEZA cupor, 250 mMr/5 M1, He BUMAraeTbesi IOCIIKEHb, SIKi € YMOBOIO PEECTPAIIIHOTO

MOCBiTYECHHS 200 CTAaHOBIATH crieudiuHi 3000B’I3aHHSI.

11.B.2 Inwi 0ocnioxcennsa naany nicaapeccmpayitHux 00caioicens epekmugnocmi
Hus JI3 THOCEJA cupom, 250 Mmr/5 mi, He 3alulaHOBaHO MPOBEACHHS IMICIIpEeECTpaLliiHUX

JOCIIKEHb €(PeKTUBHOCTI.




