TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

CAJTIO®AJIBK

(SALOFALK®)

Cknao:
ditoua pevyog8uHa: Mecalla3uH;
1 cyno3utopiit Mictutk 1000 Mr Mecana3uny (5-aMiHOCATILIAIOBOl KMUCIOTH);

0ONnoOMIJdCHA PeY08UHA: TBEPOUM KUP.

JIikapcbKka ¢popMa. Cyno3uTopil peKTaibHi.

OcHogHi (i3uko-ximiyHi 81acmueocmi: Cyno3uTopii CBiTI0-6e2K€BOT0 KOIHOPY, TOPIEAONOAiOHO1
dbopmH, 3 piBHOIO TTAAKOI0 Ta HEIIOUIKOIKEeHO0 MoBepxHelo. I1in yac 30epiranHs Ha MOBEPXHi MOxKe
yTBOpIOBaTUCS OiTMi HaMIT BHACTIAOK IIepeKpucTailallii TRepaux XKupis.

(I)apMaKOTepalIeBTI/I'-IHa rpyua.

KumkoBo-1TyHKOBUY TPakKT Ta 00MiH pedoBuH. [IpoTugiapeiini, KUIIKOBI
IIPOTH3aMNabHi/MPOTUMIKPOOHI mpenapaT. Kuurkosi mpoTu3amnanbHi mpenapatu. AMiHocaminuaoBa
KHCJIOTa Ta noxnibHi 3acobu. MecanasuH.

Kom ATX AO7ECO02.

Papmako102iuHi e1acmusocmi.
dapmakoOuHamika.
MexaHi3m 0ii

MexaHi3M NpoTH3anaabHOI fil HeBimoMuli. Pe3ynbTaTh OOCigXKeHb in Vitro cBig4aTh, 110 IEBHY POJIb
MOXKe BifirpaBaTy iHTriOyBaHHS JiNIOOKCUTEHA3H.

Bymno Takox MpomeMOHCTPOBaHO BIJINB Ha KOHIIEHTPALlilo TpOCTarjJaHgXHIB y CIM30Biii 00010HIIi
KUIIeYHUKY. MecanasuH (5-aMiHocaminuaoBa Kucnora/5-ACK) Moxke TaKOXK HisITU K IIOTIHHAY
pafuKaiB peaKTUBHUX CIIOJIYK KUCHIO.



®apmakoOuHamiuHul epekm

Mecamna3uH Ipu pPeKTaJbHOMY BBeIeHHi i€ IepeBakHUM YMHOM JIOKAJbHO Ha CJIM30BY 000JIOHKY i
MigCIM30BUM Ipoiapok Kulok.KiiHiyHa eeKTUBHICTE i 6e3MeKa Cymo3uTopiiB penapary
Canodansk 1000 mr 6ynu nepeBipeni Ha ¢a3zi [1I MynbTUIIEHTPUYHUX KITIHIYHUX HOCTIIXKEHb 3a
y4acTio 403 nalieHTiB 3 MiATBEPOXKEHUM 3a JaHUMU €HOOCKOIIiI i TiCTOJOril BUPa3KOBUM IIPOKTUTOM
HU3bKOl Y¥ NMOMipHOI aKTUBHOCTI. CepenHill iHAeKC aKTUBHOCTI 3axBopioBaHHs (IA3) Ha MOYaTKy
mocyigkKeHb cTaHOBUB 6,2 + 1,5 (miama3oH: 3-10). [TauienTu Oynu paHmoMi3oBaHi Ha JTiKyBaHHS i3
3aCTOCyBaHHSIM OfHOT0 cyno3uTtopisa npemnapaty Canodansk 1000 mr (rpyma «1000x1») gu 3
cymno3uTtopiiB mpemnapaty Canodanbk 500 Mr momo6oBo (rpyma «500x3») mpoTsirom 6 TUXHIB. K
IIePBUHHUYN KPUTEPiN epeKTUBHOCTI OyJI0 BCTAaHOBIIEHO OOCSATHEHHS KITiHIYHOI peMicii, Bu3Ha4eHol
aK [IA3 < 4, mig 4ac 0CTaHHBOI'O Bi3UTYy YU BiIMIHU IIpemnapaTy. 3a JaHUMU 3aKJII0YHOTO
aHAJIITUYHOTO IPOTOKOIY, 87,9 % mauieHTis i3 rpynu «1000x1»1 90,7 % i3 rpynu «500X3»
3HAXOOUINCA V CTaHi KITiHiYHOI peMicil (3a pe3ynbTaTaMu aHaui3y «intention-to-treat»: rpymna
«1000x1»: 84,0 %; rpyna «500x3»: 84,7 %). CepenHiii moka3HuK 3MiHU [A3 MOPIiBHAHO 3
IIOYAaTKOBUM PiBHEM CTAHOBUB -4,7 B 000X rpymax. HiiKux cepiio3HUX, 3yMOBJIEHUX JIiKYBaTbHUMU
3acobamu moOiyHuX e(eKTiB He CIIOCTePiraaocs.

dapmakokiHemuka.

3arajibHi BIACTUBOCTI Mecala3uHy

IloeauHaHHA

[TornuHauHA Mecana3uHy € HalBUIIUM Y IPOKCHAMaJbHIM YaCTUHI KUIIEYHUKY i HAUHUKYHUM - Y
OUCTAJIbHIA MOT0 YaCTHHI.

biompaHcgpopmauis

Mecamna3uH MeTabomi3yeThCS K JOCUCTEMHO Y CIIM30BiM 000JIOHII KMIIEUHUKY, TaK i B IeUiHIli y
(dhapmakomoriuHo HeakKTuBHY N-aleTui-5-aminocaniuunoBy KuciaoTy (N-An-5-ACK). OueBugHoO, 110
alleTUJIIOBAHHS He 3aJ1eXKUTh Bifl PEeHOTUIY alleTU/IIOBAHHA Y NallieHTa. [lesKe alleTUIBaHHS TaKOX
BimOyBa€eThCS 3aBASKY Ail 0aKTepiil y TOBCTOMY KUILIEUHUKY. 3B’ sI3yBaHHS Mecasna3uny i N-An-5-ACK
3 OiIKaMu CTAHOBUTH BimmoBimHO 43 % i 78 %.

BusedeHHs/ekckpeuis

Mecaa3uH i #oro mera6osir N-An-5-ACK BHBOAsITECsI 3 deKajlissMu (OCHOBHA YaCTHHA), HUPKaMu (Bapiroe mix 20 % i
50 %, 3aj7Ie2KHO Bif THIIYy 3aCTOCYBaHHs, (papmManeBTHYHOI POPMHU i NIIsIXy BUBIILHEHHsI MeCa/Ia3MHY) i 3 XKOBYIO
(He3HayHa yacTuHa). HUpKOBa eKCKpenisi Bim0OyBa€ThCsI nepeBakHo y BUIIsAAi N-Au-5-ACK. Biu3bsko 1 % Big 3araasHoi
BBe[IEHOI IepopPaIbHO 03U Mecala3uHy eKCKPEeTYETHCsI Y IPyHe MOJIOKO, TOJIOBHUM YHHOM Y BHIIsigi N-An-5-ACK.

OcobauBocTi npenapaty Canodanbk, Cynno3uTopii pekranbHi mo 1000 Mr

Po3nooin

Cuunturpadiyne gocaigKeHHs 3 MideHHMH TeXHEIi€EM CyIO3UTOPisIMH npenapary Canod)aan 500 mr nokasano mik
TMIOIMNPEHHS cynmo3uTopisi, o po3TaHyB NPH TeMnepaTypi Tisna, yepe3 2-3 rogunu. [lomupenas odMexeHne nepm 3a

BCe MPSMOI0 KHIIKOIO i peKTocHrMoigHuM Binaiiom. OTxke, cymo3uTopii npemapaty CaJIO(i)aHBK 1000 mr 0COOJINBO



IPUOATHI OIS TiKyBaHHS MMPOKTUTY (BUPA3KOBOTO KOJIITY MPSMOi KMIIKH).

IHo2auHaHHA

Y 3mopoBux cy0'ekTiB cepenHs KoHIleHTpalis 5-ACK B mima3mi KpoBi micis oqHOPa3oBoro
pekTanbHOro 3actocyBarHs 1000 Mr Mecana3uny (cyno3utopiit npemnapaty Canodansk 1000 mr)
ctaHoBuma 192+125 ur/mn (giana3on 19-557 Hr/mMm); Ipu IbOMY KOHLIEHTpPAIiS TOJIOBHOTO
MeTtabomity, N-anetun-5-ACK, cranoBumna 402+211 ur/mn (miama3on 57-1070 ur/mi). MakcuManbHa
KoHIleHTpalisg 5-ACK B mma3Mi KpoBi mocsiranach yepe3 7,1+4,9 rox (mianasoxn 0,3-24 rom).

BusedeHHs

Y 3pmopoBux cy0’exTiB mpubmu3no 14 % Bim BBemeHol 103U 5-ACK BUBOOUTHCS 3 CEYEI0 MTPOTSATOM
48 ropguH micag 0MHOPa30BOro peKkTanbHOro 3actocyBanHsa 1000 Mr mecana3uHy (OAWH CYyIO3UTOPiN
npemnapaty Canodansk 1000 mr).

KrinigHi XxapaKTepHCTHKH.
Iloka3zauusa.

JIikyBaHHSI 3aTOCTPEeHb BUPA3KOBOI'0 KOJIITY, 00MEKEHOT0 IIPSMOI0 KUIITKOIO (BUPA3KOBUi IIPOKTHT).

IIpomunoka3aHHA.

linepuyyTnuBicTh IO Mecasa3uHy, fo OyAb-IKOTO 3 KOMIIOHEHTIB TpemnapaTy abo [0 casiluiaris,
BMPa3KOBa XBOpo0a IIyHKa Ta OBaHAMISTUIIANO0] KAIIKY B CTafil 3aTOCTPEHHS, TSIKKa MTe4iHKOBa
Ta/ab0 HUPKOBa HEIOCTATHICTh, TeMopariyHui giaTes.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
CrerrianbHUX OOCIIIXKEHb B3aEMOIii 3 iHIMMMU JTiIKApPCHKUMHU 3ac00aMu He ITPOBOMUIIOCE.

Y pa3i ogHOuYacHOTrO JiKyBaHHS npenapaToM CanodaibK Ta a3aTioONpPHHOM, 6-MepKaNToOmypuHoM abo
TioryaHiHOM CJIifi OpaTH 0O yBard MOXKJIMBE IIiIBUILIEHHS Mi€JIOCYTIPeCUBHOTO0 ePeKTY a3aTiONpuHY, 6-
MepKanTonypuHy abo TioryaHiny.

€ maHi mpo Te, 0 Mecana3uH MOXKe 3HU3UTY aHTUKOaryIsaLiiHy fito BaphapuHy.

Oco6 1ueocmi 3acmocyeaHHsi.

Ha po3cyp nikaps noTpibHo mig yac Ta mics JikyBaHHS poOUTH aHaIi3u KPOBi (PO3TOPHYTHH aHAaJIi3
KpOBi; mapaMeTpu QyHKIl neuinku, Taki sk AJIT a6o ACT; KpeaTHHiH CUPOBAaTKM) Ta cedi (TecToBi
CMYyXkKH, ocay). OpieHTOBHO aHali3u peKOMEeHAyETLCS POOUTH yepe3 14 OHIB Bif movyaTKy MiKyBaHHS i
IIOTIM I1ie 2-3 pa3u 3 inTepBaaMu 4 THXHI.

AKI10 pe3ynbTaTy HOCIiAXKEeHb HOpMaJlbHi, pYTUHHI IEPEBIPKU MOXHA IIPOBOAUTU KOXKHI 3 Micsl,



aJie IIpH TOSBi iHIIKUX JONATKOBUX CUMIITOMIB aHasli3u HEOOXiIHO 3p0OUTU TEPMiHOBO.
3 06epekHICTIO CITifl 3aCTOCOBYBaTH XBOPUM 3 IOPYIIEHHIM (QYHKIIil TeUiHKHU.

He crig 3acTocoByBaTH Mecana3uH MpU NMOPyIneHHI GyHKIII HUPOK. [Ipu noripiieHHi QyHKII HIPOK
YIIPOMOBX JIIKyBaHHA CJIifj MaTH Ha yBa3l IHAYKOBaHYy MeCajla3uHOM TOKCHUYHICTh BITHOCHO HUAPOK. Y
TaKOMY BUIIAAKy 3aCTOCYBaHHS CYNO3UTOPiiB npenapaty Canodansk 1000 Mr ciig HerainHo
IPUNUHUTH.

[Tpu 3acTocyBaHHI Mecaa3uHy [IOBiIOMIISIOCS IIPO BUNAagKU HedpoliTiady, B TOMY YKCIIi yTBOPEHHS
kKaMeHiB 3i 100 % BmicToM Mecana3uny. I1ig yac nikyBaHHS PEKOMEHOYEThCS 3abe3mnevyBaTu
[NOCTaTHE CIIOKUBaHHA DIIUHU.

Mecana3uH MOXKe BUK/INKATH YePBOHO-KOPHUUYHEBe 3a0apBeHHS cedi IMic/isi KOHTAKTY 3
BimOinmoBaueM Ha OCHOBI TiOXJIOPUTY HATpiio (HalpuKiaf, y TyajdeTaX, OYHIIeHHuX
rimoxJIopuTOM HaTpilo, M0 MiCTHTHCSI B [IesIKHX Bin0iTioBauax).

[lye pigKo MOBIAOMIISAIOCS IIPO CEPUO3HY AUCKPa3ilo KPOBi, OB A3aHy i3 3aCTOCYBaHHAM
Mecasa3uHy. ['eMaTosIoriyHi JOCHiAKEeHHS CJIif IIPOBOOUTH, SKIIO0 NAllleHTH CTPaXkgaoTh Bif
HE3pO3yMiNIUX KPOBOTEY, CUHIIB, IIypIypH, aHeMii, rapssuku abo (papuHTroiapuHTreanbHOro 60JIio.
Cymo3uTopii mpenapaty Canodansk 1000 Mr ciig BigMiauTH y pa3i mimo3pu ado
NMigTBepIKeHHsI 3aXBOPIOBaHHS Ha TUCKpPa3ilo KposBi.

Pigko moBimomisisiocs IpPo peakiiii rinepyyTAuBOCTI 3 00Ky ceplis (MiOKapAWUT Ta IEPUKapPOUT),
CIIpUYKHEH] Mecala3vHOM. Y TaKOMY BUIIAAKY CJIifl HETalHO IPUIMHUTY 3aCTOCYBaHHS CYIIO3UTOPIiB
npenapaty Canogansk 1000 mr.

[TamieHTaM 3 NereHeBUMHU 3aXBOPIOBAHHSIMH, 30KpeMa 3 aCTMOI0, CITii 3HaXOOUTHCH Il HarIsagoM
JIiKaps IPOTATOM KypCY JIiKyBaHHSI MeCalla3uHOM .

Heb6axaHi TSXKi MKipHi peakirii

[ToBimomnsinocs mpo TSKKi mIkipHi no6iuni peakuii (TIIIIP), BKI0Yaoyy iHAYKOBaHY JIiKapChKUMU
3acobamu eo3uHodinito 3 cucremaumMu cumntoMamu (DRESS-cuuagpom), cuaapom CTiBeHca-
IIxxoHcoHa (CCII) i ToKCUYHMY emifgepManbHui HeKpoi3 (TEH), moB'g3aHux i3 JTiKyBaHHAM
Mecasia3vuHOM. CIlif IPUNUHUTYU IPUUOM Mecala3uHy [IPU IepLIid 0SBl 03HaK i CUMIITOMIB TAXKKUAX
IKiPpHUX peakIlii, HallpuKial MKipHOI BUCUIIKH, TIOMIKOAXKEHb CIIN30BUX 0007I0HOK ab0 Oymb-IKUX
IHIIVX O3HAaK TillepYyTIUBOCTI.

ImionaTuyHa BHYTPIITHbOYEPENHA TillepTeH3iq

[ToBimOMIISANIOCS PO ifiONaTHYHY BHYTPILIHBOYEPEIIHY TillepTeH3ii0 (IICeBIOMyX/IHHA I'0JIOBHOT O
MO3KY) y alliEHTiB, sIKi 3aCTOCOBYBa/Iu Mecajia3uH. IlanmieHTiB Cy1ig monepeguTu nmpo
O3HAKH Ta CHMIITOMH iTionmaTHYHOlI BHYTPilIHLOYEPEeNHOl rinepren3ii, BKIIIOYal04u
CH/IbHHH a00 penuIUBYIOYHUH rOJIOBHHH 0i/1b, MOPYHIEHHS 30py a00 ImyM y Byxax. Y pa3i
BHHHKHEHHS iTiomaTu4YHOl BHYTPilIHLOYEPEeHOl rinepreH3ii cj1i po3risiHyTH MUTAaHHSA
NP0 NIPUNIHHEHHSI 3aCTOCYBaHHS Meca/la3uHYy.

[MTamieHTaM, SKi MalOTh peakilii rinepyyTIMBOCTI Ha IpelapaTH, 0 MiCTITh Ccynbdacana3ul, Ciin
nepebyBaTH IiJ HATJIIA0M JIiKaps 3 CaMOT0 ITOYaTKY JIiKyBa/IbHOT'0 KypCy i3 3aCTOCYBaHHSIM
Mecala3uHy. [Ipy MosiBi TOCTPUX CUMIITOMIB HETIEPEHOCUMOCTI, TAaKUX SIK CYIOMHM, TOCTPUH Oinb y
JKWBOTi, rapsiyKa, CUJIbHUM TOJIOBHUM 6Ginb Ta BUCHIIAHHS, TEPAIIil0 CYyIIO3UTOPIsIMU IIpenapaTy
Canodansk 1000 Mr ciig HeraiHO MPUIUHUTH.



3acmocyeanns nid yac eazimnHocmi a6o 200yeaHHs1 2py0doio0.
BaeimHicmb

AneKBaTHMX OAaHUX IIPO 3aCTOCYBAHHS Mecala3uHy BaTiTHUM XiHKaM HeMae. [IpoTe maHi mpo
3aCTOCYBaHHS 00MeXKeHiil KinbKOCTi BaTriTHUX BKa3ylOTb Ha BiCYTHICTh HeOaXKaHUX BIIJIUBIB
Mecaja3uHy Ha rnepelir BariTHOCTi ab6o Ha 3m0poB’s mIoda Ta (abo) HoBoHapomKeHoro. Ha choromHi
HeMae€ HiIKUX IHIINX elifeMioIoOTiYHUX JaHUX CTOCOBHO IIbOTO penapary. TiTbKu B OQHOMY BUIIAAKY
IIiCJIs TPUBAJIOTO 3aCTOCYBaHHS Mecasla3uHy Y BUCOKiM [03i (2-4 T mepopaibHO) BIPOOBXK BariTHOCTI
IIOBIOMJIAJIOCH IIPO HUPKOBY HENOCTATHICTh Y HOBOHAPOLXKEHOTO.

HocnimKeHHS Ha TBApXWHAX IIPU IlepopabHOMY IIPUKOMi Mecana3ruHy He 3acBifuunio npsamoro abo
0TI0CEePEeKOBAHOT0 HECIIPUATIMBOTO BIJIMBY Ha BariTHICTh, pO3BUTOK eMOpioHa/mIofa, mojoru abo
IIOCTHATaIbHUAU PO3BUTOK.

CymnosuTtopii npenapaty Canodansk 1000 Mr Heo6XifHO 3aCTOCOBYBATH IIPOTSITOM BaTriTHOCTI JIHIIIE
TO[Ii, KOIY OYiKyBaHa KOPHCTH Bifl 3aCTOCYBaHHS IepeBaxKaTUMe MOXKJIUBUYN PU3UK.

Jlakmauis

N-auerun-5-aMiHocasinuioBa KMUCJIOTa 1 MEHIIOK Mipoi0 Mecajla3uH eKCKPETYIOThCH Y TPYIHE
MoJI0KO. Ha chorogHi € nuitie oOMeKeHU JOCBif 3aCTOCYBaHHS XKiHKaM y Iepiof rogyBaHHS I'PYALIIO.
He MoXHa BUKJTIOUUTH PEaKIlil TimepuyyTIUBOCTI Y TPYIHOI IUTUHY, TaKUX K miapes. OTxe,
cyno3utopil npenapaty Canodansk 1000 Mr MaroTh 3aCTOCOBYBATHUChH Y II€PiOf TONYBAHHS TPYILI0
JIAILE TOAI, KOJIY OYiKyBaHa KOPUCTH [JI1 MaTepi IepeBaxkaTuMe MOXKJIMBAN PU3UK A1 OUTUHU.
AKI110 y TPYAHOL AUTHHYU PO3BUHETHLCS Aiapes, TOOYBaHHS TPYALIO CHIif MIPUIAHUTH.

30amuicmb enaueamu Ha weudkKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

Mecaa3uH He BIIMBAE YU Ma€ JIKIle He3HaYHUH BIUIMB Ha 3[JAaTHICTh KePYBATH TPAHCIOPTHUMMU
3acob6amu abo MPAIlOBATH 3 iHIIUMU MeXaHi3MaMu,

Cnocid 3acmocyeaHHsi ma do3u.
Lleit mikapcbKu¥ 3acib mpu3HaYeHU TiIbKU OJIST PEKTaIbHOT0 3aCTOCYBaHHS.
3acTtocoByBatu cymo3uTopii Canodansk 1000 Mr 6axkaHo yBeuepi mepeq CHOM.

BaxaHoro 1iKyBaJIbHOIO pe3yibTaTy MOXKHA AOCATTU JIUILIE IIPU PEeTyIapHOMY i IOCTIHHOMY
3acTocyBaHHI npemnapaTy Canodarnbk, Cymo3uTopiiB pektaabHux 10 1000 mr.

TpuBasnicTe 3aCTOCYyBaHHS BU3HA4Yae€ JliKap.



Lopocsai ma nauieHmu AiMHb020 BIKY

OpuH cyno3utopiii Canodansk 1000 Mr BBOASTh y psiMy KUIIKY 1 pa3 Ha f00y (eKBiBaJeHTHO
1000 mMr Mecarna3uHy Ha f00y).

Himu. HeMa€e gocTaTHiX faHUX IIPO 3aCTOCYBAHHS LIBOT0 JIIKapChKOTO 3aCO0y AiTsM.

Ilepedo3yeaHHsi.

€ nmaHi Ipo piAKicHI BUNAgKM Iepefo3yBaHHs (HalpUKIa/l, HaBMHACHE CaMOTryOCTBO LIISIXOM
IIPUIOMY BHCOKOI IIepopabHOi 03U Mecaa3uHy), SKi He BKa3yl0Th Ha HUPKOBY a00 MeYiHKOBY
TOKCUYHiCTh. CrienniyHOTO aHTUAOTY He iCHYE, JIIKyBaHHS IIOBUHHO OYTH CUMITOMAaTUYHUM Ta

MiATPUMYyBaIbHUM.

ITo6iuni peakuii.

Y KJTiHIYHUX JOCHIAXKEHHX, 10 BKIo4anu 248 y4acHUKiB, mpubnau3Ho v 3 % crocTepiranucs nobiuxi
peaxllii mpu 3acTocyBaHHi mpenapaty CanodanbK, Cyro3uTopiiB pekTanbaux mo 1000 mr.
Haityacrimmmu nobiyHuMY peakiismu 0ynu ronoBHui 6ins, 61mmu3bko 0,8 %, Ta peakilii 360Ky
IIIJTYHKOBO-KUIIIKOBOT'O TPAKTY (3amopu npubnusHo y 0,8 % Bumaakis; HymoTa, 6/1t0BaHHS i
abmominanbauM 6inb ¥ 0,4 % BUMIAOKIB [JI KOXKHOI peaxiiii).

ITpu npuiiomi mecana3uHy cnocmepizaauce maki no6iyHi peakuii:

Cucmema opaaHis

Jacmoma s8ionosioHo 0o MedDRA

yacmi
(3 1/100; <
1/10

piOKiCHI
(® 1/10 000; <
1/1 000)

0yoice piOKicHI
(< 1/10 000)

YJacmoma Hesidoma
(HemodHCcAUBO
OUiHUMU HA OCHOBI
docmynHux 0aHux)

CucreMa KpoBi 1
miMbaTHYHa CUCTEMA

3MiHU y CKJ1afii KpOBi
(ammacTHyHA aHeMid,

CHCTEMa

MepUKapOUT

ArpaHyJIoIuTO3,
MAHIUTOIEHIs,
HEUTPOIEHIf,
TTeKOIIeHis,
TPOMOOIIUTOIEHisT)
HepBoBa crucrema ["oymoBHMU 6ifb, [Tepudepryuna IniomaTu4yHa
3aIIaMOpPOYEHHS HelpomaTis BHYTpPilIHbOYepenHa|
rimepren3sis (auB.
PO3ain
«0c00;IHBOCTI
3aCTOCYBaHHS»)
CepiieBo-CymIuHHA Miokapaour,




OpraHu OUXaHHS,
TPYOHOL KIIiTKU Ta
CepefoCTiHHS

Aneprivni Ta ¢pibpo3Hi
peakxliii nerexis
(BKIIIOYA04Yn
MUCIIHOE, KallleIh,
OpOHX0CIa3M,
AJIbBEOJIIT, JIETEHEBY
e03uHOGiTiIOo,
iHdinbTpalriio merexis,
[THEBMOHIT)

[T 1yHKOBO-KUIIKOBUM]
TPakKT

AGmoMiHaIBEHIN O1/Tb,
miapesi, METEOPH3M,
HymoTa i 6TI0BaHHS,
3a1op

["oCcTpui MaHKpEeaTuT

Hupxku i opranu [TopymenHs ¢yHkiil [Hedpomitias*
CEeYOBUIINIEHHS HUPOK, BKIII0YA0YU
TOCTPUY 1 XPOHIYHUY
IHTEeCTUHAIbHUI
HepUT i HUPKOBY
HEIOCTATHICTh
[lIkipa i i moxigHi Bucwu, [TigBuIIEeHA Atonenisa [HOyKOBaHa
cBepOix UYTIUBICTH WIKIpU [0 MTiKapChKUMU
COHSTYHUX i 3acobamu e03uHOGiTis
yIbTpadioneToBux 3 CUCTEMHUMU
[IPOMEHIB cumntomamu (DRESS-
(boTOUYTNHUBICTE). CUHIPOM), CHHIPOM

CtiBeHca — JI>kK0HCOHA
(CCII), TOKCUUHUI
emifep-ManbHUN
Hekpoi3 (TEH)

CKeneTHO-M’ s130Ba
CHACTEeMa Ta CIIOJy4Hi
TKAHUHU

Mianris, apTpanrid,
CyZoMu

IMyHHa cuCTEMa

Peaxirii
CinepuYyTaUBOCTI,
BKJII0YAIO4U aleprivyni
BUCHUIIAHHS,
[MemkKaMeHTO3HY
rapsyKy, CUHOPOM
UEepPBOHOI'0 BOBYAKa,
[TaHKOJIIT, HaOPsK
KBinke

[Teuinka i ZKOBUHUU
MixXyp

3MiHM ITIOKA3HUKIB
(yHKITI meviHKu
(TigBUIIEHHS PiBHA
TpaHcaMiHa3 i
[TapaMeTpiB 3aCTOI0
PKOBYi), TeIaTuT,

XOJIeCTAaTUYHUN

rellaTUT, ediHKoBa

HEeIOCTaTHICTh
PernpogykTuBHA Omnirocrnepmis
crucTeMa (06opoTHA)

*Binbin feTanbHy iH(OpMalio HaBedeHo B po3Tini «Oco0IMBOCTI 3aCTOCYBaHHSI .

[ToBimomusiniocst IPo MOsIBY HebOaxkKaHUX TSAXKKUX IIKIPHUX Peaklliid, BKI0Yaloul iHITyKOBaHY

JiKapchKUMHU 3acobaMu e03uHO0Gimio 3 cucteMauMmu cuMmntomMamu (DRESS-cunmpom),

CHUHOPOM




CriBenca — [IxkoHcoHa (CC]I) i TOKCU4YHMY emigepManbHul HEKpoi3 (TEH), mos’'s3anux 3
JKYBaHHSM MeCala3uHOM (IuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

DOTOUYTIUBICTE

Bynu noBimoMIeHHS PO TSXKKi peakilil y NallieHTiB i3 3aXBOPIOBaHHSIMH IIKipH, HalIPUKIIaf 3
aTOMiYHUM JepMaTUTOM i1 aTOMIYHO €K3eMOI0.

[ToBigoMIIeHHS PO Mimo3pioBaHi m0o6iuHi peakirii

[ToBimomneHHs mpo mo6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle mae 3MOTy IPOBOAUTH MOHITOPUHT CIIiBBiIHOILIEHHS KOPUCTh-PU3UK IIPU 3aCTOCYBaHHI IIbOT'O
nmiKapchKoro 3aco0y. Megu4yHUM Ta ¢papMalleBTUYHUM ITpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM IIpeACTaBHUKAM CJIifl MOBiJOMJISATH IIPO yCi BUMAAKHY Mif03PI0BaHUX IOOIYHUX peaklii Ta
BifmcyTHOCTI epeKTHUBHOCTI MiKapchKoro 3aco0y yepe3 ABTOMATH30BaHYy iHGOPMAIliliHy cUCTEMY 3
(dhapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

He MmoxHa 3daCTOCOBYBATH MicTIs 3aKiH4YeHHS TepMiHy HpI/II[aTHOCTi, 3d3HA4Y€HOr'o Ha yTIaKOBI_Ii.

YMoBu 30epiranssi.

30epiraTu y HeHOCTYIIHOMY A7 fmiTed Miciri. 36epiratu npu temnepatypi He Buile 30 °C. 36epiraTtu B
OpUTiHAJIbHIN yIIaKOBI A1 3aXUCTY Bif CBiTIa.

YnakoBka.

[To 5 cyno3uTopiiB y cTputi, mo 2 ab6o 6 cTpumiB B KOpoOIli 3 KapTOHY.

Kareropis Bignycky. 3a perenTom.

BupoOHHK.

IOp. ®anpk ®apma I'MO6X/Dr. Falk Pharma GmbH.

Micue3HaxoKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIXKeHHs HOro Jis/IbHOCTI.

JIatineHBebOepiTpacce 5, 79108 ®paitbypr Im bpaticray, Himeuunna / Leinenweberstrasse 5, 79108
Freiburg Im Breisgau, Germany.






