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Pe3ioMe 1U1aHy ynpaBJIiHHS PU3HKAMHU

JJISL JIIKAPChKOTO 3aC00y
CHUHI'JIOH®, Ta0;1eTKH KyBaJabHi, 10 4 Mr

VY mnani ynpasninas pusukamu (ITYP) Bu3HadeHi BaXJIMBI PU3UKH, NOB’S3aHI 13 3aCTOCYBaHHAM
nikapcbkoro 3aco6y CuHriaon”, TabneTkH KyBaibHi, 0 4 MT, 3aco0u iX MiHiMi3aIlii Ta OTpUMAaHHS
J0JaTKOBOT iH(oOpMalii Mpo PHU3MKK Ta HEBU3HAYEHOCTI MIOAO JIKApChKOro 3acoly (BiacyTHA
iHdopmartis).

Y KopoTkiii XapakTepucTuill Jikapcbkoro 3acody (KXJI3) Ta iHCTpyKIii A MEIUYHOTO
3acTocyBaHHA JiKapchkoro 3aco0y (IM3) Cunrnon®, TabaeTku *KyBajbHi, O 4 MI TIpeICTaBIEHO
OCHOBHY iH(OpMAIlil0 I MEIUYHUX TPAIIBHHUKIB 1 TMAI€HTIB IOJ0 HAJIEKHOTO 3aCTOCYBaHHS
IILOTO JIIKAPCHKOTO 3ac00Yy.

BaxnuBi HOBI mpobnemu Oe3nekud Ta/abo 3MiHM 10 TOTOYHOI iH(Mopmamii 3 Oesmeku Oyze
BKJTIOUEHO 710 oHOBiieHoro ITYP ms mikapebkoro 3aco0y CuHTIOH”, TabIeTKH KyBalbHi, 110 4 M.

InenTudikarist pu3ukiB 6asyBanachk Ha mpoOieMax Oe3nexH, nepepaxoBaHux B ocranHboMy PO3b
Kommasii (peryssipHo OHOBJIIOBaHHH 3BIT 3 0€3MEKH JIKapChKOTo 3ac00y MOHTEIIYKAcT HATpito, 3a
nepion 3 31 munas 2015 poxy mo 30 nmumas 2018 poxy) Ta mpoekti HaRP. IIpoekr HaRP
(rapmomnizaris [IYP) EMA OyB iHimiioBaHui 111 TapMOHI3allii TJIaHIB YIPaBIIiHHS PU3HKAMHA IS
TUX CaMUX JIIOYUX PEUYOBUH, JJIS SIKUX BKe OYJIM HaJgaHI peecTpalliiiHi MOCBIMYEHHS 3 PI3HUMH
[TYP.2 ¥V HaRP 3anmpomnonoBana rapmoHni3aiiis Biamosigae Moaymto V pex. 2 HITO.

I. Jlikapcbkuid 3ac¢i0 Ta 00 3aCTOCYBAHHS

Jlikapcwkuii 3aci6 Cunrion®, TaGNeTKH KyBajbHi, IO 4 MI 3apeecTpOBaHO IS 3aCTOCYBAaHHS 3a
HACTy[THUMU IIOKa3aHHSAMHU.
o JIKyBaHHS OpOHXIaJIbHOT aCTMH:
— SIK TOJTATKOBE JIIKyBaHHS Y MAII€HTIB 3 MIEPCUCTYIOUOI0 aCTMOIO BiJI JIETKOTO 70 CEPEIHHOTO
CTYHEHs], SIKa HEJOCTAaTHbO KOHTPOJIOEThCSA IHTAISALIMHUMHE KOPTUKOCTEPOIAAMHU, a TAKOXK
IpU HEJAOCTATHROMY KIIHIYHOMY KOHTpPOJI acTMH 3a JONOMOIOI0 aroHICTiB [3-
aZpEHOPEIENTOPIB KOPOTKOI Jii, SIK1 3aCTOCOBYIOTh 3a OTPe0OI0,
— K aJbTepHAaTMBHUH METOJ  JIKYyBaHHA 3aMICTb HM3bKUX /103  IHTaJIALIHHHUX
KOPTHUKOCTEPOIiB ISl MAI[IEHTIB 3 MEPCUCTYIOYOI0 aCTMOIO JIETKOTO CTYTICHS;
o TpodUTaKTHKA acCTMH, JOMIHYIOYUM KOMIIOHEHTOM SKOi € OpOHXOocCma3M, 1HIyKOBaHHM
(G13MYHUM HaBaHTAXXCHHSM, Y TALlI€HTIB BIKOM BiJ] 2 POKiB;
o TIOJICTHICHHS CHUMIITOMIB CE30HHOTO Ta LUIOPIYHOTO aJEPriyHOTO PHHITY (IMMOBHUU MEperiK
nokasanb auB. y KXJI3 ta IM3).

Jlikapcekuit 3aci6 CHHIIOH®, TaGNeTKH XKyBajbHi, 0 4 MT MiCTHTb Jif04y PEUOBHHY MOHTETYKACT
HATPIIO 1 MPU3HAUEHHH ISl IEpOPAILHOTO IPUHOMY .

II. Pusuku, noB’s3aHi 3 JikapcbKNUM 3aC000M, Ta AiAJILHICTH 3 MiHiMi3alii a00
MOAAJIbIIOI XAaPAKTEPUCTUKH PU3HKIB

BakIuBi pUsHKU s JHKapchKoro 3aco0y CHHIIOH®, TaGNeTK KyBajibHi, MO 4 MT, 3aXOiH 3
MiHIMI3aIil TaKMX pPHU3HUKIB 1 TPOIMOHOBaHI MONANBIII JOCHIIKEHHS PHU3WKIB, MOB'SI3aHUX 3
JIKapChbKUM 3aCO00M, HaBEJIEHO HIKYE.

3axomamMu 3 MiHIMi3alii 1AEHTU(IKOBAHUX PHU3UKIB, MOB’S3aHUX 13 3aCTOCYBAaHHSIM JIIKapCHKHUX
3ac001B, MOXKYTh OyTH:



* OcobnuBa iHpopMallis, Taka SK 3aCTEPEKEHHA Ta pEKOMEHJAlii 00 HaJIeKHOTO
3acrocyBanHsa y IM3 Ta KXJI3, mo nmpusHaueHi 1y NamieHTiB, JikapiB Ta (apMareBTiB;

*  BaxnuBi mopaau Ha MapKyBaHHI YIIaKOBKH JIIKapChKOTO 3aco0y;

« 3apeectpoBaHa (hopMa BUITYCKY — KUIBKICTh JO30BaHUX OJIMHUIIH YITAKOBKH PO3POOIICHO
TaKUM YHHOM, 11100 320€3MeYnTH KOPEKTHE 3aCTOCYBAaHHS JIKapChKOTO 3ac00y;

«  Kareropis Bigmycky JiKapchKoOTo 3ac00y — IIe CociO HaJIaHHS JIIKapChKOTO 3aC00y
MaIieHToBi (3a perentom abo 6e3), MOXKe JOMOMOITH MiHIMI3yBaTH PU3UKHU.

Pa3oM 111 3aX0/11 CTAHOBIIATH PYMUHHI 3AX00U 3 MIHIMI3aYll pU3UKIG.

JlomaTkoBO A0 LMX 3aXOJiB, HAa TMOCTIHHINA 1 pEeryssipHid OCHOBI 30MPAETHCA Ta AHATIZYETHCS
iH(popMaIlis MO0 MOOIYHUX PEAKIliif, BKIFOYHO 3 OI[IHKOK PETryJspPHO OHOBIIOBAHOTO 3BITY 3
oesneku (PSUR) — TakuMm umHOM, 3a HeoOXimHOCTI Oyne BXKHUTO HeraiiHi 3axonau. Lli 3axomu €
CKJIQJIOBOIO pYMUHHOL OIsIbHOCI 3 (hapMaKoHA2as0Y .

11.A Ilepenik eaxcaueux puzukie ma iocymuvoi inghpopmauii

BaxIMBi pU3MKM IS JiKapchKoro 3acoby CUHIIOH™, TaONeTKH KyBalbHi, 10 4 MI — Li¢ PU3HKH,
10 TOTPEOYIOTh CIEIiabHUX 3aX0/iB 13 YIPABIIHHA PU3UKAMHU JUISI TOAATBIIOTO JOCTiIKEeHHS a00
MiHIMI3aIil pU3UKY 3 METOI0 Oe3MeYHOro 3aCTOCYBaHHS JIKapChKOro 3aco0y. Baximsi pusnkn
MO’KHA PO3TJISAATU fK iAeHTHu(diKoBaHI ab0 MoTeHIiHHI. [nenTHdikoBaHi pU3UKU — 1€ MPodIeMu
Oe3mneku, JUIsl SKUX ICHY€ IOCTaTHBO JOKa3iB 3B’S3Ky 13 3aCTOCYBAHHSIM JIKapChKOTO 3aco0y
Cuurinor®, TabneTku KyBalbHi, 10 4 Mr [loTeHIiiiHI pU3HKN — 1€ TPoOIeMu Oe3MeKH, IS SKUX
MOYJIMBUHN 3B 30K 13 BUKOPHCTAaHHSIM LIBOTO JIIKAPCHKOTO 3ac00y HAa OCHOBI HAasIBHHUX JaHUX, aje
el 3B’g30K Joci He OyB BCTaHOBJIECHMU 1 MOTpeOye monanbinoi OmiHKU. BincyTHs iHbopmarris
CTOCY€EThCS 1H(OpMaIi 3 Oe3MeKH JTIKapChbKOro 3aco0y, MO BIICYTHA Ha 1€ MOMEHT Ta SKY
HEoOX1/IHO 310paTu (HampuKiaa, TpUBaJe 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00Y).

[lepeJiik BaxkJIMBUX PU3MKIB Ta BiICYyTHBOI iH(popMamii

Baxxnusi inentudikoBani pusuku [He nependaueno

BaxiiBi MOTEHIIHHI pU3UKH He nepenbaueno

BincyTHs iHpopmaris He nepen6aueHo

11.C IInan nicnapeecmpayiithozo po36umky
11.C.1 JocnioscenHss, o € ymo8ow ompuManHs peecmpayiiiio2o noceiouenHs

Hemae cnemianbHuX 0O0OB’S3KOBUX MOCHIDKEHb ISl JIIKAPCHKOTO 3aco0y Cunrinor®, TableTku
JKYBaJIbHI, 110 4 MT, a00 JTOCITIKCHb, IIPOBEICHHS SIKUX € YMOBOKO JJISI OTPUMAHHS PEECTPAIIHHOTO
[IOCBITYECHHS.

11.C.2 [Hwi 0ocniosxcenus y naawi nicisapeecmpayiiho2o po3eumky

JlocmiKeHHs 11 JTikapchKoro 3aco6y CHHIIION®, TabNeTKH 5KyBalbHi, 110 4 MI' He IOTPiOHi.



