IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

CAJIO®AJIBK

(SALOFALK®)

Cknao:
ditoua peuosuHa: Mecana3uH (5-aMiHOCaIiIIUIOBa KUCIIOTA);

1 maxker (2,79 r rpaHyn) MiCTUTh Mecana3uHy 1,5 r a6o 1 maket (5,58 T rpaHyJ) MiCTUTb
Mecana3uHy 3 T;

donomidcHi peuoguHuU: 11eJII0103a MIKPOKPUCTalliyHa, riIpomMesno3a, KpeMHi JiOKCHU
KOJI0igHUY 0e3BOMHUM, TOJTiaKpuIaTHa AUCIEPCis, MarHilo cTeapar, eMyJIbCis CUMETUKOHY.

[TokpuTTs I: MeTaKpUIOBa KACIOTA - COMOJIiMep MeTunMeTakpunaty (1:1), Tpuetunurpar,
TaibK, TuTaHy giokcup (E 171), maruito creapar.

[TokputTs II: rinpoMeno3a, TaabK.

KiHIleBe MOKPUTTS: HaTPito KapOOKCUMETHUJIIEN0NN03a, TUuTaHy giokcup (E 171), acnapram
(E 951), kucnota muMOHHa 0€3BOgHA, COJIOOKHUY BaHITbHUYM apoOMaTH3aTOP, TallbK, ITOBiOOH.

JIikapcbka ¢opma. ['paHyu racTpope3ruCTeHTHi, IPOJIOHT0BaHOI Mil.

OcHoeHi (izuko-ximiuHi . 1acmueocmi: 3a0KpyTieHi YaCTUHKU BUTATHYTOL ab0 OKPYyTJIol
dbopmu, cipyBaTo-6i710T0 KOJIHOPY, 3allaKOBaHi B MAKETUKY 3 KOMIIO3UTHOI aiOMiHi€BOi
dhonbru.

dapMmakoTepaneBTHYHA rpyna. [IpoTusananbHi 3aco0u, 1110 3aCTOCOBYIOTHCS AJIS JIIKyBaHHS
3axBopioBaHsb KumedHuky. Kog ATX AO7E CO2.

dapMaKoI0riyHi BJ1aCTHBOCTI.
dapmakoOuHamika.
Mexani3M mil

MexaHi3M NpoTH3anaabHOI fil HeBimoMul. Pe3ynbTaTh OOCIigXKeHb in Vitro cBig4aTh, 110 IEBHY POJIb
MOXKe MaTH iHriOyBaHHS JIIIOOKCUTEHa3M.



Byrno Takox mpoaeMOHCTPOBAHO BIIMB Ha KOHIIEHTPALIil0 MPOCTATrIaHAWHIB y CIIU30Bil 000T0HIT
KUIeYHUKY. Mecana3ul (5-amiHocarinunoBa kuciaoTa/5-ACK) 3B’13ye BinbHI pafuKaiy.

dapmakonrHaMiyHUN epeKT

Mecana3uH Ipu IepopaabHOMY IPUNOMI [i€ TepeBaxkKHUM YMHOM JIOKaJIbHO Ha CIIU30BY 000JI0HKY
KHIIOK i Ha MiICTN30By TKaHUHY 3 JIIOMiHa/IbHOT0 00Ky KUIIOK. OTXKe, BaXKJIKMBO, 1110 Mecala3uH €
IOCTYIIHUM Yy 30HaX 3amnajieHHs. CucteMHa 6i0mOCTYMHICTh Ta KOHILIEHTpAlil ¥ ma3Mi KpoBi, TaKuM
YUHOM, He € CyTTEBUMHU [JI51 BU3HAUEHHS TEPaleBTUYHOIr0 edeKTy, a MBULIIE 3a BCe € (haKTOpaMu
IJ1s1 3'ICyBaHHS CTYIIeHs HeIIKigauBOCTi. [l JOCATHEHHS TaKoro e@ekTty rpanynu CanodambKy €
PE3UCTEeHTHUMU [0 LIJIyHKOBOI'0 COKY, 1 Mecajla3uH 3 HUX BUBLIBPHIOETHCS 3aJIeKHO Bix pH
CepenoBUIlla 3aBASKYU IIOKPUTTIO eyApaxkuToM L (moKputTs [); mposioHroBaHe BUBIIbHEHHS
3a0e31eyyeThCs CTPYKTYPOIO MaTPHII IpaHyl.

dapmakoKiHemuxka.

3arajibHi BIACTUBOCTI Mecala3uHy

IloeauHaHHA

[TornuHaHHA Mecajla3vHy € HaUBUIIUM V IIPOKCUMaJIbHIM YaCTUHI KAIIEYHUKY | HAUHUKYUM - Y
OUCTAJIbHIA MOT0 YaCTHHI.

biompaHcgpopmauis

Mecana3uH MeTaboi3yeThCS SIK JOCUCTEMHO Y CJIM30Bil 000JIOHIII KUIIEYHUKY, TaK i B MeYiHIi 10
(dhapMakonoriyHo HeaKTHBHOI N-alleTun-5-aminocamninunoBol Kuciotu (N-A1-5-ACK). OueBuaHO, 1110
alleTUIIOBAHHS He 3aJIeXKUTh Bifl alleTUIII0BAIbHOI0 (PEHOTUIy XBOPOTO. [lesiKe alleTUIIIOBaHHS TaK0XK
BimOyBa€eThCS 3aBASKY Ail 0AKTepiil TOBCTOTO KUIIEYHUKY. 3B’ A3yBaHHA Mecana3uny i N-A-5-ACK 3
OiIKaM¥u CTAHOBUTH BigmoBinHO 43 % 1 78 %.

BuegedeHHs/ekckpeuis

Mecana3uH i toro metaboit N-Am-5-ACK BuBopsTECS 3 heKanmisMu (OCHOBHA YacTHHA), HUPKaMU
(Bapitoe Mix 20% i 50 %, 3aymeKHO Bif TUIY 3aCTOCYBaHHS, (papMalleBTUYHOL POpMH i MINIIXy
BUBIJIbHEHHSI Mecajla3uHy) i 3 K0BYI0 (He3HauHa YyacTuHa). HupKoBa eKCKpellis Bii0yBaEThCS
nepeBaxHo y Burisigi N-Amn-5-ACK. Bnuseko 1 % 3aranabHOI BBEIEHOI ITepOPasIbHO 03U
Mecala3uHy IIPOHUKAE y IPyIHEe MOJIOKO, lepeBaxHo y BUrisani N-Aun-5-ACK.

Ocob6nuBocti rpanyn Canodanbky

Po3nodin

3aBAsiKY po3Mipy rpanyn (6711u3bK0 1 MM) BOHM IIBUIKO ITOTPAIISIOTE 3i IIJTYHKA 10
OBaHAMILSITAIIAIO0l KAIIKH.

Komb6iHoBaHe ¢apMako-curHTUTpadiyHe/PpapMaKOKiHETHYHE [OCTIiIXKEHHS [T0Ka3aJsio, 110 CIoTyKa
IOCSsITa€E imeoleKaabHOl OiITHKY B MeXKaX 3 TOJIWH, a BUCXigHOI 000/10BOI KUIITKK - TPUOIU3HO Yepes
4 ropuHY. 3arajbHUM Yac TPAH3UTY Yepe3 TOBCTUM KUIIEYHUK CTAHOBUTH MIPUONIU3HO

20 roguH.

Bnu3bpko 80 % BBefeHOI TepopasbHOI 103U AOCTYIHI B 00010Bi#, CUTMOIIOAi0HI}M Ta MPSIMili KUIIKaX.



IMoz2auHaHHA

BusinbHeHHS Mecana3uny 3 rpanyn CanodanbKy NOYMHAETLCA Micnd nar-gasy, 1o TpuBae 01U3bK0
2-3 ropuH. [TiK KOHIIEHTpaIlii y ma3Mi gocsaraeTbes npubausno uepes 4-5 roguH. CUCTEeMHa
6i0mOCTYIHICTE Mecalla3uHY IIiCIs TepopaIbHOTO IPHUMOMY CTaHOBUTD NMpubau3Ho 15-25 %.

I[TpuiioM ixki 3aTpUMye IOTIMHAHHS Ha 1-2 TOOUHY, IPOTE He 3MiHIOE MOT0 MIBUOKOCTI Ta
CTyIIEeHA.

BusedenHs

I1pu 3acTOCyBaHHI Mecana3uHy y mo6oBii mo3i 3 x 500 Mr 3aranbHa IIBUAKICTE HUPKOBOTO
BUBeIeHHs Mecana3uHy i N-An-5-ACK 3a cTtanux yMoB cTaHOBUIa MpubIu3Ho 25 %. Opakiis
HeMeTa00J1i30BaHOT0 Mecalla3uHy CTaHoBHIa 01u3bK0 1 % mepopanbHOl mo3u. KiHmeBui
nepiof HamiBBUBEOEHHS, 1110 CIIOCTEPiraBCs IMicis MpuiioMy ogHopa30Boi go3u 3 * 500 mMr abo
3 * 1000 mr rpanyn Canodanesky i ctaHoBuB 10,5 roguH.

KrinigHi XxapaKTepHCTHKH.
IToka3zanHus.

JlikyBaHHS 3aTOCTPeHb Ta IpodiTaKTKa PELUOUBIB Bif JIETKOT0 OO0 IIOMiPDHOTO BEPA3KOBOTO KOJITY.

IIpomunoka3aHnus.
Canodansk y BUTTISAAL TPaHy 1 He MOXKHA 3aCTOCOBYBATH Nalli€eHTaM 3:

- MiABUIIEHO0 YYTIUBICTIO IO CalilMIOBOI KUCJIOTH Ta 1l moXifHUX abo 1o 6ymb-SKOl pe40BUHH, 1110
BXOMIUTH IO CKJIQMy JTIKapChKOT0O 3aco0y;

- TSKKUM MOPYIIeHHIM (YHKIIiI medinku abo HUPOK.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
CrelnianbHUX TOCTIIXKEHb B3a€EMOIil He IIPOBOAUIIOCh.

B3aemoqiii MOXKYTh BUHUKATH MIPOTATOM JIiKyBaHHS rpaHyiaMu CanodanbKy Ipy OMHOYaCHOMY
3aCTOCYBaHHI TaKMX JTiKapChKUX ITPenapaTiB (OinbIIicTh 3 XX MOXKJIMBUX B3a€MOZiM nepea0adaeThCs
Ha OCHOBI TEOPETUYHUX MiPKyBaHb):

AHTHUKOATYNISIHTA KyMapUHOBOTO MOXKJIMBE 3HUKEHHS aHTUKOATyISTHTHOTO e(PeKTy.
TUMY (BK/II0Yar4u BaphapuH):

[ TIOKOKOPTUKOIAU: MOXKJIMBE TTOCUJIeHHST HeOaKaHUX [IUTYHKOBUX SBHIIL.
MOXKJIMBE MTOCUJIEHHS LIyKPO3HUKYBaIbHUX €(EKTIB Y
CynbdoHnincedoBuHa: KPOBI.
MertoTpekcar: MOXK/IMBe 30ibIIeHHSI TOKCUYHOI [Iii MEeTOTPEKCcaTy
[TpoGeHenu/cynbbinmipason: MOXKJIMBE MOCIa0eHHS YPUKO3YPUIHOTO e(PeKTy.

CoipoHonakToH/pypocemif: MOXKJIMBE 3MEHIIEHHS AiyPeTUYHOT0 e(DEKTY.



Pucdammninus: MOXKJIMBe TocaalbneHHs Ty0epKyI0CTaTUIHOTO

edexTy.
JlakTyrno3a a6o nogibHi MOXKJIVBE 3HUKEHHS BUBUIbHEHHS Mecasla3uHy 3
Ipenaparty, 1[0 3HUXKYITh pH rpaHys yepes3 3HUXKeHHS pH, BUKIMKAHOTO
BUIIOPOKHEHD: OakTepiarTbHUM MeTab0J1i3MOM JaKTyJI031

XBOpHUM, SKi OMHOYACHO MPUUMAIOTh a3aTiONpUH, 6-MepKanTonypuH abo TioryaHiH, i
MaTH Ha yBa3i MOXKJIMBE MTOCUJIEHHS Mi€JIOCyIIPECUBHOTO edeKTy a3aTiONpHUHY, 6-
MepKaInToOnypuHy abo TioryaHiHy.

Oco06.1ueocmi 3acmocye8aHHs1.

Ha po3scyn nikaps moTpibHO mim 4ac Ta micnis jgikyBaHHS poOUTH aHai3u KpoBi (popMeHi eneMeHTH;
napameTpu QyHKIiI neuinky, Taki gk AJIT abo ACT; KpeaTuHiH CUPOBATKH) Ta Cedi (TECTOBI CMYXKKH,
ocaf). AHasi3yu peKOMeHIy€eThCsA poouTu npubau3Ho 4epes3 14 OHIB Bif MOYaTKy NiKyBaHHS i IOTIM
me 2-3 pa3y 3 iHTepBajaMu 4 TUXHi. AKIIO pe3ynbTaTé AOCTiAXKEHb Y HOPMi, TpodinaKTU4Hi
IIepeBiPKY MOXKHA MTPOBOOUTH KOXKHI TpU MicALi. [Ipy mosgBi iHIIMX JOAATKOBUX CUMIITOMIB aHalli3u
HeoOXigHO 3pOOUTH TEPMiHOBO.

3 00epexKHICTIO CIIil 3aCTOCOBYBATH IallieHTaM 3 TOPYIIEHHIM (GYHKIII ediHKy.
Mecana3uH He PEKOMEHOYETLCS 3aCTOCOBYBATH XBOPHUM 3 ITOPYIIEHOK (QYHKIIE€0 HUPOK.

[Tpu noripmierHi (GyHKILiI HUPOK BIPOAOBXK JIIKyBaHHS CJIil MaTX Ha yBa3i iHAyKOBaHy Mecala3vuHOM
TOKCHUYHICTh BiTHOCHO HUPOK. Y TaKOMy BHUIAJKy IIpuioM rpaHyn CanodanbKy Ciig HeraiHo
IPUIUHUTH.

[Tpu 3acTocyBaHHI Mecana3uHy OBiIOMIISIOCS IIPO BUIAOKKU He(dpOIiTiady, B TOMY YUCIIi yTBOPEHHS
kaMeHiB 3i 100 % BmicToM Mecana3uny. I1ig yac nikyBaHHS PEKOMEHOYEThCS 3abe3mneyyBaTu
[OCTaTHE CIIOKUBAaHHS DIIUHU.

Mecana3uH MoXKe BUKJTUKATH YePBOHO-KOpUUYHEeBe 3ab0apBeHHS Cedi Imic/s KOHTaKTy 3
BifbimoBaueM Ha OCHOBI TiIIOXJIOPUTY HATPilo (HAPUKIIAM, Y TyajeTaX, OUUIIeHNX TiloXJIOPUTOM
HaATPilo, III0 MiCTUTHCS B IesIKUX BigOiltoBadax).

Iyxe pigKo MOBiIOMIISAIOCS IIPO CePHO3Hi guCKpa3ii KpoBi IpU 3aCTOCYBaHHI Mecala3uHy.
['eMaTOI0T14HI JOCIAXKEHHS CIIifi IPOBOAUTH, AKIIO MALIEHTU CTPAXKAaloTh Bil HE3PO3YMIIUX
KPOBOTEY, CHHIIIB, MyPIIyPH, aHeMil, Tapsuku a0 (hapuHTOIapHUHTiaIbHOTO 00JTI0. 3aCTOCYBAHHS
rpanyn CanodanbKy Cifl MIPUIUHUTH ¥ pasi migo3pu abo minTBepaKeHHS QUCKpasii KPoBi.

Pinko moBimoMiisiiocs mpo peakiiii rinep4yyTiauBocTi 3 60Ky ceplis (MiOKapauT Ta NEPUKAPAUT),
CIIPUYMHEH] Mecania3uHoM. Y TaKOMy BUIIQfIKy IpuiioM rpanyi Canodanbky HeoOXigHO HETalHO
IPUIUHUTH.

XBOpUM 3 JIETEHEBUMU 3aXBOPIOBAHHSIMHY, 30KpeMa 3 aCTMOI0, HeoOxigHo nmepeOyBaTH Iif HaTrIsI0M
IIPOTSITOM KYPCY JIiIKyBaHHSI Mecala3uHOM.

Heb6axaHi TSXKi MKipHi peakirii



[ToBimomunsnocs npo TAXKKi mKipHi no0iyHi peakuii (TIIIIP), Bk1tovaoyu iHAYKOBaHY JTiKAPCHKUMU
3acobamu eo3uHOGinii0 3 cucteMauMu cuMmntomamu (DRESS-cungpom), cuagpom CriBeHca-
IxoHcoHa (CCII) i TokcuuHui enmigepmanbauil Hekpodi3 (TEH), mos’si3aHux i3 niKyBaHHSIM
Mecana3uHoM. Crif IpUIMHUTYA IPUIMOM Mecajla3vHy [IPU MepPLIid 0SBl 03HaK 1 CUMIITOMIB TAXKKUX
IMIKiPpHUX peakilill, HalpuKial MKipHOl BUCUIIKH, TIOIIKOAXKEHb CIIN30BHAX 0007I0HOK ab0 Oymb-IKUX
IHIIUX O3HAaK TillepYyTIUBOCTI.

ImionaTuyHa BHYTPIMIHbOYEPENHA TiIepTEeH3iq

[ToBimOMIISATIOCS IIPO ifiONaTHYHY BHYTPILMIHBOYEPEIIHY TinepTeH3iio (IICeBIONyX/IHHa I'0JIOBHOI O
MO3KY) y IalliEHTiB, sIKi 3aCTOCOBYBa/Iu Mecajia3uH. [lanieHTiB Ci1ig nonepeguTu npo
O3HAKH Ta CHMIITOMH iTionmaTH4YHOl BHYTPilIHHLOYEPENHOl rineprexn3ii, BKIIOYal04u
CH/IbHHH a00 penuIUBYIOYHH rOIOBHHH 0i/1b, MOPYHIEHHS 30py a00 IIyM y Byxax. Y pa3i
BUHUKHEHHS ilionmaTH4YHOl BHYTPillIHbOYePenHol rineprexnsii ciig po3rjasaHyTH NHTaHHS
PO NPUNHHEHHSI 3aCTOCYBaHHSA Meca/la3uHYy.

XBopuM, SIKi MalOTh HECIIPUATINBI peakllii Ha IpenapaTy, 110 MiCTITh Cylbdacana3ut, HeoOXigHO
nmepeOyBaTH IIifl HaTJISAOM JIiKaps Bifi CAaMOTro IOYaTKy JiKyBaJIbHOTO KypCy Mecanla3uHoM. Y pasi
BUHUKHEHHS TOCTPUX CUMIITOMIB HETIEPEHOCUMOCTI, TAaKUX SIK CyIOMHU, TOCTPUi OiNb y XKUBOTI,
rapsiyka, CUJIbHUY I'OJIOBHUY Oi/lb Ta BUCHII, TEPAIIiIO CJIiff HeTalHO IPUIINHUTH.

KoxHe camie npenapaty Canodanek 3 rpanynamu 500 mr/1000 mr/1500 mr/3000 Mr MicTUTh
1 mr/2 mr/3 Mr/6 Mr acnaptamy. AcriapTaM € gxepenoMm deninananiny. Lle Moxe 6yTH MKigIUBUM
[J1s1 XBOPUX Ha ¢QeHinkeToHypioo (PKY).

'panynu npenapaty Canodanbk MiCTATH caxapody. IlalieHTaM 3 pPifKiCHOIO CIagKOBOO
HelepeHoCuMicTio PpyKTOo3u, ManbabcopOilieto TII0KO3HU/TalakKTO31 YK Hel0CTaTHICTIO
caxapo3u/i3oMasbTa3y He CJIifi 3aCTOCOBYBaTH LieH Ipenapar.

Lleit mpenapaT MiCTUTh MeHIIIe Hixk 1 MMoJb HaTpiio (23 MT) B OMHOMY callle, TOOTO IIpemapar
MIPaKTUYHO HE MICTUThL HATPito.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

[aHuX PO 3aCTOCYBaHHA I'PaHyJI Mecajla3vHy 3 IIPOJIOHI0BAHUM BUBIJILHEHHAM BariTHUM XKiHKaM
HEeJOCTaTHhO, IIPOTE [aHi IIPO 3aCTOCYBaHHS NpernapaTy o0MexXkKeHiil KiTbKOCTi BariTHUX BKa3ylOTh Ha
BificyTHiCTh HeGakaHUX BIIIMBIB Mecasla3uHy Ha mepebir BaritHocTi abo Ha 370poB’s miofda Ta (abo)
HOBOHapopaxeHoro. Ha cborogHi iHuIi emnifeMionoriyui gaHi CTOCOBHO IIpenapaTy HeJoCTynHi. B
€OUHOMY BUIIQAKY ITiCJIsI TPUBAJIOrO 3aCTOCYBaHHS YIIPOOOBXK BariTHOCTI Mecaa3uHy Y BUCOKIU J03i1
(2-4 T mepopaibHO) MOBIAOMIISIOCS PO HUPKOBY HEAOCTATHICTh Y HOBOHAPOIXKEHOTO.

HocmigXeHHS Ha TBapHUHAX IIPYU IIepopabHOMY MPUNOMi Mecala3uHy He 3aCBifuuio nmpsmMoro abo
0TI0CEePeNKOBAHOI'0 HECIIPUSTIIMBOTO BIIMBY Ha BariTHICTh, PO3BUTOK eMOpioHa/mIoma, mojoru abo
IIOCTHATa/IbHUN PO3BUTOK.

I'panynu CanodanbKy He0OXiTHO IPUUMATH Y IIepPiof BariTHOCTI NMile TOMi, KOJIX O4iKyBaHa KOPHUCTh
Bi] 3aCTOCYBaHHS IepeBaxKaTuMe PU3UK.

N-anetun-5-aminocasninuioBa KUCI0Ta i MEHIIOK MipOl0 Mecasla3uH IIPOHUKAKTh Y TPYAHE MOJIOKO.
Ha cporopHi € nuine oOMezKeHUM JOCBIMl 3aCTOCYBaHHS XKiHKaM y mepion rogyBaHHs rpynmo. He
MOXKHa BUKJIIOUUTHU peaklii rinepyyTIuBOCTI, TaKuX SK Alapes y HeMOBIAT. OTXKe, IpaHyIu



CanodanbKky MOXKHa 3aCTOCOBYBATH Y IIEPiod TOMyBaHHS TPYO/II0 JTHUIE TOMI, KO 0YiKyBaHA KOPUCTh
Bifl 3aCTOCYBaHHS IlepeBaxkaTUMe PU3UK. AKINIO Y TPYOHOI AUTUHYU PO3BUHETHLCS Hiapesi, TONyBaHHS
TPYATIO CNTif IPUIUHUTH.

30amuicmsb enaueamu Ha weudKicmos peakuii npu KepyeaHHi asmompaHcnopmom
abo iHwumu mexaHizmamu.

3aranoM OyOb-sIKOTO BIIJIMBY Ha 3MATHICTh KEPyBaTH aBTOMOOieM Ta mpallloBaTH 3 iHIUMHU
MexaHi3MaMu He CIIOCTepiraeThCsd. fAKIIO IIif Yac JIIKyBaHHA IIpernapaToM CIIOCTEPIraeThCs
3arraMOpPOYEeHHS, CHIi[l yTPUMATHUCS Bifl KepyBaHHS TPAHCIOPTHUMU 3aco0aMu Ta po0oTH 3
IHIIUMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
Ilopocai ma nauieHmu AiMHb020 BIKY

JIIKyBaHHSA 3arO0CTPEHDL BUPA3KOBOr'0 KOMIITY

[TpuiimMaoTh OOuH pa3 Ha noby 1 makeTuk CanmodaneKy 3 1, 1-2 maketuku Camodanbky 1,5 T, (1110
ekBiBaneHTHO 1,5-3,0 r Mecanma3uny 1moq06080), Kpallle 3paHKYy, BiIlIOBiIHO 00 iHOWBiAyaIbHOL
KJIiHiYHOI mOoTpebu.

[115 migTpuMaHHS peMicii BUPa3KOBOTO KOJITY

ITo 1 maketuxy Camodaneky 1,5 1 pa3 Ha goOy.

Ins1 alieHTiB, Kl HajleXkaTh [0 IPYIU MiIBUIIEHOT0 PU3UKY PELUOUBY, PEXKUM NO3YBaHHSA
MOXKHa 3MiHUTH Ha 3,0 I Mecajyla3uHy y BUTTIAM1 OMHOKPATHOI IIOEeHHOL 703U, 0axkaHo
BpaHII.

Ilimu do 6 pokis

I'panynu Canodanbky He MOXKHa 3aCTOCOBYBATH HiTSIM BiKOM O 6 POKiB Yyepes BiICYTHICTh AOCBIiAY
3aCTOCYBaHHS IIpelnaparTy Lid BiKOBiil TPyIIi.

Ilimu s8ixom 8i0 6 pokie

3anexkHo Bif TS2KKOCTi 3aXBOPIOBAHHS ITifl YaC 3arOCTPEHHS CIIif faBaTu

30-50 mMr Mecasia3uHy/Kr Macu Tina 1 pa3 Ha no6y, mepeBakHO 3paHKy, ab0 PO3MOMiNUTH 03y Ha
3 npuiioMu. MakcrumasibHa f03a CTaHOBUTH 75 MI' Mecajla3uHy/KI' MacH Tijla/OeHb. 3arajibHa [03a He
IIOBUHHA [IEPEBHUILYyBaTA MaKCUMaJlbHY 03y AJIS AOPOCIIUX.



1151 npodinaKTHKY penunuBiB (MiATPUMyBaIbHe JIIKyBaHHS) CJIiT aBaTu
15-30 Mr mecanasuny/Kr Macy Tina/go0y 3a fexinbka MpuioMiB.

IiTsim 3 Macoro Tina 7o 40 KT peKOMEHAYEThCS MPUKUMaTH IIOJIOBUHY JO3U [JI JOPOCIUX, a
OiTSM 3 Macolo Tijia noHap 40 Kr - 3Bu4aiiHy 403y [J1 JOPOCIIUX.

JIikyBaHHS rOCTPUX €Mi307iB BUPa3KOBOT0 KOJIiTy 3a3BHUYal TpuBae 8 TUKHIB. TpuBaiCTh
3aCTOCYBaHHS BU3HAYaE JIiKap.

I'panynu CanmodanbKy He MOXKHa PO3XKO0OBYBaTH. BMicT makeTuka «I'pany-CTHUKC» CIIifl BUCUIIATH Ha
SI3UK 1 IPOKOBTHYTU Pa30M 3 HOCTATHBOK KiNIbKICTIO PIAWHY, HE PO3XKOBYIOYH.

4K mpu MiKyBaHHI 3ar0CTPEHb 3allajleHHs, TaK i MPOTIrOM TPHUBAJIOTO JIiKYBaHHS TPaHyIH
CanmodarnbKy CJIifi 3aCTOCOBYBATH PETYIISPHO i MOCTINHO [y1s HOCATHEHHS 6aXKaHOT0 TeParneBTUYHOI0
edexTy.

Himu. I'panynu CanmodanbKy He MOXKHA 3aCTOCOBYBATH AiTSM BiKOM 10 6 POKiB 4epes BiiCyTHICTh
IOCBily 3aCTOCYBaHHS IpelaparTy 1id BiKoBii rpymi. [CHYyI0T, 00MeKeHi JaHi IoA0 3aCTOCYBaHHS
aitaM 6-18 poxkis.

Ilepedo3yeanHsi.

IcHyI0TH pipKicHI maHi Mpo BUMafKU Nepeno3yBaHHs (HapUKIa/l, HABMUCHE CKOEHHS caMory0CcTBa
IIJITXOM IIPUIOMY BUCOKOI IIepOpajbHOL 03U Mecaia3uHy), 0 He BKa3yITh Ha HUPKOBY a0o
NIeYiHKOBY TOKCUYHICTh. CrnenudiuHoro aHTUAOTY HE iCHYE, NiKyBaHHS ITOBUHHO OyTH
CUMIITOMaTUYHUM Ta MiATPUMYyBaIbHUM.

ITobiuni peakuii.

Knacudikamis HacToTa BimmoBinHO 0 KoHBeHIII MedDRA
CHCTeMHU OpTaHiB

Hacri Heuacri PinxicHi [lyKe pigKicHi UacToTa HeBimOMa

(He MOXHa OIL[IHUTH Ha
(= 1/100, |(= 1/1000, ane |(® 1/10 000, ane (< 1/10 000) OCHOBi TOCTYTTHUX

e < 1/100) < 1/1000) MaHNX)

< 1/10)

[TopymeHHs 3 00Ky S3MiHu ¥

CICTEMHU KPOBI i KiTbKiCHOMY
miMpaTUYHOI cUCTEMHU CKJTafmi KpoBi
(amnacTuyHa
aHEeMid,
QrpaHyIoIUTO3,
MMAHIIUTOIIEHI,
HEUTPOIIEHIs,
TTeKOIeHis,
TPOMOOLIUTOIIE-HisT)




[TopyuieHHS 3 6OKY
iMyHHOI CHCTEMU

Peaxuii
TinepyyTIuBOCTI
Taki gK
@NIepPriyHUY BUCHII,
[MenuKaMeH-TO3Ha
rapssyka, CHHIPOM

UEePBOHOTO
BOBYaKa, MAHKOJIIT
[TopymerHs 3 60Ky [[070OBHMIA 3armaMopoYeHHS [lepudepryuna IniomaTuuyHa
HEPBOBOI CUCTEMHU 6inb Heuponarisa BHYTPillIHbOYe-penHa
rinepren3is (guB.
po3ain «0codIHBOCTI
3aCTOCYBaHHSI»)
[TopymieHHs 3 60Ky Miokapnur,
cepus [epUKapouT
[TopymeHHS 3 6OKY Antepriufi Ta
MUXanbHOI CUCTEMH, hiOpoTruHi
opraHiB rpygHoi TereHeBi peakirii
KJIITKH Ta (BKJIIOYAIOUH
CepenoCTiHHSA 3aOUIIKY, Kallenb,
OpoHxocmasM,
QIbBEOTIT,
TereHeBy
eo3nHOOITIO,
ereHeBy
inGinbTpariio,
TTHEBMOHIT)
[TopyIiieHHs 3 60Ky binb y KUBOTI,
[ITYHKOBO-KHAIIIKOBOTO miapes,
TpPaKTy muCIerncis,
[MeTeopu3wm,
HYIOTa,
OrioBaHHS,
TOCTPUH
MaHKpPeaTUT
[emaToOimiapHi XonmecTaTuYHUM [enmaTut
MOPYIIEHHS rernaTuT
[TopymerHs 3 60Ky [Bucwu, [TinBUIIIeHA ATIOTIeINisT MenuKkaMeH-TO3Ha
MKipy i migmkipHoi  [cBEpOixk UyTIUBICTH LIKIPU [0 [peaxtis 3
TKaHUHU COHSTYHUX Ta eo3uHOGimiE0 Ta
ynbTpadioneToBux CHCTEMHUMHU
TIPOMEHIB cumntomamu (DRESS),
(poTouyTIUBICTE) curaapom CTiBeHca -
I>xoHcoHa (CCII),
TOKCUYHUN
emigepManbHUK
Hekpoii3 (TEH)
[TopymieHHs 3 60Ky ApTpanris Mianris
CKeJIeTHO-M 130BO1
cucTeMu Ta
CIIOJTYYHOI TKAaHWHU
[TopymeHHS 3 6OKY [TopymeHHS Hedpomitiaz*
HUPOK Ta (byHKII HUDOK,
CEYOBUBIAHUX IINISXIB BKJTI0YaI04H1
TOCTPHH i
XPOHIUHUN

IHTepPCTHULliaTb-HUU
He@pPUT i HUPKOBY

HEeIOCTaTHICTh
[TopyiieHHS 3 60KY Onirocnepmis
PETIPONYKTHUB-HOI (o6opoTHA)

CCTEMH 1 MOJIOYHHUX
327103

3aranpHi NOPYIIEHHS

IACTEHisI, CTOMJIEHICTD




PesynbTaTu 3MiHu
MTOCIIiIXeHb (byHKIIIOHA-THHUX
Me4YiHKOBUX IIP00
(IigBHUINIEHHST
TpaHCaMiHa3 Ta
[Mmapkepis
X0JIECTa3y),
3MiHU
MaHKpeaTud-HuX
hep-MeHTIB
(IigBHIIEHHST
PiBHA JIilla3u Ta
aMinasn),
MimBUINIEHA
KiIbKiCTB
eo3uHODisiB

*BinbIl meTanbHy iHGOpMalio HaBeJeHo B po3aini «OcobIuBOCTI 3aCTOCYBaHHS».

[ToBimoMISANIOCS TIPO MOSIBY TAXKKUX MIKipHUX M06iuHMX peakuid (TLITIP), BKI0o4aoyy iHOYKOBaHY
JMiKapChbKUMU 3aco0aMu eo3uHOGiio 3 cucteMHuMu cuMmnToMamu (DRESS-cuHapoM), CHHIPOM
CriBeHca-[IxoHcoHa (CC]I) i TokcuuHuM enigepManbHui HeKponi3 (TEH), moB’g3aHux i3 miKyBaHHSAM
Mecana3uHoM (IuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

®OTOYYTAUBICTD

Bynu noBimoMIeHHS IIPO TSXKKi peakilil y NallieHTiB i3 3aXBOPIOBaHHSIMY LIKipU, HaIPUKIIafA 3
aTOMIYHUM JepPMaTUTOM i aTOIMIYHOI0 €K3EMOI0.

ITogidomaeHHsA npo ni0o3pr8aHi nobiyHi peakuii

ITogidomaeHHs npo nobiuHi peakuyii nicaa peecmpauii aikapcbko20 3acoby Mae 8axcause 3HaA4eHHS.
Ile dae 3mo02y nposodumu MOHIMOPUH2 CNiBBIOHOWEHHA KOPUCMb-PU3UK NPU 3ACMOCYBAHHI U020
AiKapcbko2o 3acoby. MeduyHum ma ¢papmauesmuyHuUM NpayigHUKam, a makodHc nayieHmam abo
iXHIM 3aKOHHUM npedcmasHUKaMm €Ai0 nosidomasamu npo yci sunadku nido3poe8aHux nobivHUX
peakuilti ma sidcymHocmi epekmusHocmi niKapcbko20 3acoby uepe3 ABmomamu308aHy
iHhopmauiliHy cucmemy 3 papmakoHazaa0y 3a nocunraHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 4 poku. He BUKOPHUCTOBYBaTH IiCJs 3aKiHYEHHS TEPMiHY
IIPUAATHOCTI, 3a3Ha4Y€HOI'0 Ha yIIaKOBLIL.

YmMmoBHu 30epiranns. He notpebye crnemianbHux yMOB 30epiranus. 306epiratu y
HEe[OCTYITHOMY [JISl AiTel MICIIi.

YnaxoBka.

ITo 5,58 r rpanyn y naketi «I'pany-CTUKC»; 110 50 makeTiB y KOpo6Ii 3 KapTOHY /IS TPAHYIT
Canodamnek mmo 3 1.

ITo 2,79 r rpanyn y nakerti «['pany-CTuKC; 110 35 makeTiB y KopoOui 3 KapTOHY AT TPAHYTT



Canodanmpk mo 1,5 .

Karteropist Bimmycky. 3a pelenToM.

BupoOHUK.

Ip.®anbk Papma 'M6X / Dr. Falk Pharma GmbH.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

JIaninenBebepmTpacce 5, 79108 ®paiibypr Im Bpaiicray, Himeyuuna / Leinenweberstrasse
5, 79108 Freiburg Im Breisgau, Germany.



