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YacTtuHa VI: Pe3rome lNnaHy ynpaBniHHA pu3nKkamu

Pestome lNnaHy ynpaBniHHA pu3vkamu ans:
¢ |loynpodeH-TeBa, TabneTkun, BKpUTi 060noHkKoro, no 200 mr

Lle pestome [MnaHy ynpasniHHa pusukamu (MYP) gna |6ynpodeH-Tesa, TabneTtkn, BKpuUTi
obonoHkoto, no 200 mr (Hagani — I6ynpodpen). MYP onucye Baxxnuei puanku ansa [6ynpodery Ta
3axo4M 3 iX MiHiMi3auil, a TakoX LUMSIXM OTPMMaHHS GiNbLUOT KINbKOCTI iHGhopMaLil PO PU3NKK i
HEeBM3HaYeHi NUTaHHA CTOCOBHO |BynpodeHy (BiacyTHS iHdopmaLis).

[HCTpyKUia Ana  meamyHoro 3actocyBaHHA (IM3) nikapcbkoro 3acoby Hagjae BaxnvBy
iHbopMaLito MegMYHUM NpaLliBHUKAM i NalieHTaM CTOCOBHO TOro, sik HeOOXigHO 3aCTOCOBYBATH
I6ynpodoeH.

Baxnuei HoBi npobnemn 3 6e3nekn abo 3miHM OO HasBHUX GyayTb BKIKOYEHi NMPU OHOBMEHHI
MYP gna 16ynpodeHy.

I. Nlikapcbknn 3acib i nokazaHHA Ans NOro 3acTocyBaHHSA

I6ynpochen-TeBa, TabneTku, BKpuTi nniBkoBoK 060mnoHkow, no 200 Mr npusHadveH ans
NiKyBaHHSA HACTYMNHUX CTaHiB

3ananbHi hopmn peBmMaTnamy

PeBmaToigHMIA apTpuT, BKOYAKOYKM OBEHINbHUIA peBMaToigHuin apTput abo xsopoby Crinna,
aHKINo3yt4nin CNoHAMNIT, cepoHeraTuBHI apTponaril.

[ereHepaTusHi chopmn pesmaTmamy
ApTpO3, roHapTPO3, KOKCapTPO3, NoniapTpo3, CNOHAWILO3.
dopmu HecyrnoboBoro peesmaTuamy

Mianris, nepiapTpuTt, nnevyononaTkoBa nepiapTponaris, 6ypcuT, TEHAMHIT, TEHAOBArIHIT Ta Binb
Y HWXKHI YaCTUHI CNUHK, HEBPAITisl, CIPUYMHEHA YPaXKEHHSM MiXKXpeObLeBmx QUCKIB.

TpaBmaTonorig

MoWKOMXKEHHA M'AKMX TKaHWH, Hanpuknag, po3puB abo pO3TArHEHHSA, nicnaonepauinHui Binb
3y6HWMI 6inb Ta Binb Nicns cToMaTonNoriYHMX BTPYYaHb.

IHWe

OuncmeHopes Ta sK gogatkoBui 3acid gna nikyBaHHA iHEKuin 3 BUpaXeHuM 3ananbHUM
KOMMOHEHTOM abo rapsiykoto.

Ona nonerweHHa ronosHoro 6onto Ta MirpeHi (aue. IM3 ana o3HaMOMMNEHHS 3 NOKa3aHHSAMU
NOBHICTIO). lMpenapaTt MiICTUTb akTUBHY pe4oBUHY I6ynNpodeH i 3aCTOCOBYETLCA NepopasibHO.

Il. Pu3sukn, acouinoBaHi i3 yuum npenapatom i 3axoam Ansa MiHimisauii abo
noAanbLUOi XapaKTepUCTUKN LUX PU3UKIB

Hwkye HaBegeHo Baxnmei pusmku [6ynpodeHy, a Takox 3axoguM Ansa X MiHiMizauii i
3anponoHoBaHi JOCNIMKEHHA ANs OTpUMaHHS OAATKOBOT iHhopMaLlii Npo puU3unKu.

3axoan 3 MiHimMi3auil pu3KkiB, iAEHTUdIKOBaHUX ANA NikapCbkuxX 3acobiB, MOXyTb OyTu
HaCTYNHUMW:

TEBA (TEVA) cTopinka 13 2
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e CreundhiyHa iHoOpmaLis Ons nauieHTiB Ta MeaudHMX npauiBHUKIB, Taka ¢k
3acTepexeHHsi, 3anobixkHi 3axoau i pekoMmeHaauii LWoAo HANEeXHOro 3acToCyBaHHS Y
pamkax IM3 nikapcbkoro 3acoby;

e Baxnuei pekomeHaauii Ha ynakoBLi Nikapcbkoro 3acoby;

e 3aTBEpKEHUA PO3MIp YMAKOBKM — KifbKICTb NikapCbkoro 3acoby B ynakoBUi
obunpaeTbca ons 3abesneveHHst NpaBUITbHOMO 3aCTOCYBaHHS MikapCbkoro 3acoby;

o [lopsigok BignycKky nikapcbkoro 3acoby — cnocib, y SKkui nikapcbkuin 3acid
BignNyckaeTbca nauieHTam (TobTo, 6e3 peuenTty abo 3a peuenTom) MoXe LOMNOMOIrTH
MiHiMi3yBaTV Oro pU3NKHN.

Pasom Ui 3axoam CTaHOBNATb PYMUHHI 3axo0u 3 MiHIMi3auii pusukis.

Okpim LmMx 3axogiB NOCTiIMHO 36MpaETbCs | NPOBOANTLCA aHani3 iHpopmauii Npo NobidHi peaku,,
Takmm 4YmMHOM, Wo6 y pasi HeobXigHOCTI MOXHa Oyno BXMTU HeramHux 3axogis. Lli 3axoau
BiQHOCATLCS A0 PYMUHHI akmueHOCMi 3 ghapmakoHaans0y.

Il.A MNMepenik BaXXnuBux pU3nKIB i BiACYTHLOI iH(hopmauil

Baxnuei pusmkn gna 16ynpodeHy — ue pusukn, WO BUMarawTb 0COBGNMBMX 3axodiB 3
ynpaBniHHA HAMKW 4718 NoganbLlioro gocnigpkeHHs abo MiHimMizauil pusnky, Tak, Wwob nikapCbkun
3acib6 3actocoByBaBcsA 6e3neyHo. Baxnuei pu3nkm MOXHa po3dinvTu Ha igeHTudikoBaHi Ta
NOTEHUiVHI. |aeHTndikoBaHi pu3nkM — Le npobnemu, Ana AKMx iCHye OCTaTHbO A0Ka3iB 3B’A3KY
i3 3actocyBaHHAM I6ynpodeHy. [MoTeHuinHi puankn — ue npobrnemn, Ons sikux 3B’S30K i3
3aCTOCYBaHHAM LbOro npenaparty Ha OCHOBiI JOCTYMHUX AaHUX MOXMIMBUIA, NPOTE MOro e He
BCTAHOBIEHO, i BiH NoTpebye noganbLioi ouiHkK. BigcyTHs iHpopmauia — ue iHdopmauis npo
©esneky nikapcbkoro 3acofy, sika y gaHUM 4ac BigcyTHs i mae 6yTu 3ibpaHa (Hanpuknag, npu
AOBroTpuBanomy 3acTocyBaHHi Nikapcbkoro 3acoby).

Tabnuusa 1: Pe3tome lNMpobnem Besnekn

Mepenik BaXXnNnMBMUX pUM3UKIB Ta BiaCYTHLOI iHopMmauii

Baxnusi ineHTUikoBaHi e BincyTHi
pU3nK

BaxnuBi NOTeHUiNHi pU3UKKN e BincyTHi
BiacyTtHs iHcdopmauis e BincyTHi

Il.B Pe3tome BaxXnuBux pusukis
[ns ibynpodeHy He BuABnNeHo npobnem 3 6e3neku.
II.C NnaH nicnapeecTpauinHoro po3BUTKy

1I.C.1 locnigkeHHs, WO € YMOBOIO ANA peeCTpaLiMHOro nocBia4YeHHs

BigocyTHi pocnigkeHHsi, siki € yMOBOK BuAadi peecTpauiiHoOro noceigvyeHHss abo ocobnuei
3060B’A3aHHA Wwoao 16ynpodeHy.

[1.C.2 IHwWi gocnimxeHHsA B nnaHi nicnspeecTpauinHOro po3BUTKY

Onsa I6ynpodeHy He BUMaraeTbCs XXOOHUX LOCHIOKEHD.
TEBA (TEVA) CTOpiHKa 2 3 2
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