IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIKApPCHKOIo0 3ac00y

CAJIOPAJIBK

(SALOFALK®)
Cknao:
oiloua peuoguHa: MECaJIa3uH,
1 makeruk (930 mr rpanyn) mictuth Mecanasuny 500 mr ado 1 makeruk (1860 Mr rpaHyi) MiCTUTH
Mecanazuny 1000 mr;
OONOMIDICHI  peuosuHu: TIGNION03a MIKPOKPUCTAIIYHA, TilPOMENo3a, KPEMHII0 MJIOKCHA KOJOiTHUN
0e3BOJIHMI, TONIAKpWIaTHA HUCIIEPCis, MAarHilo cTeapaT, eMYJbCii CHMETHKOHY, METaKpWJIATHHUI
comomimep (Tur A), TPUETHIIUTPAT, TAIbK, TUTaHy miokcua (E 171), HaTpito kKapOOKCHMETHIIIIETIONI03a,
acraptaMm (E 951), kucnora nmumoHHa 6€3B0/1HA, COIOAKHUIA BaHUIBHHUI apOMaTHU3aTop, MOBIZOH.
Jlikapcbka ¢gopma. ['panyiiu racTpope3UCTEHTHI, TPOJIOHTOBAHOT Jii.
OcnosHi  @i3uxo-ximiuni enacmueocmi: 3a0KpYyTJI€HI YaCTMHKHM BHUTATHYTOI a0o0 OKpyrioi ¢opmu,
CipyBaTo-01710Tr0 KOJIBOPY, 3al1aKOBaHI B MAKETUKH 3 AMIOMiHI€BO1 (POIIBTH.
dapmakoTepaneBTHYHA Ipyna.
KuikoBo-1utyHKoBUi TPaKT Ta o0MiH PEYOBHUH. [IpoTuniapetini, KHIIKOBI
MPOTH3ANAJIbHI/MPOTUMIKPOOHI TpenapaTi. KWIIKOBI mpoTu3anaibHi mpenapatd. AMIHOCATIIUIOBA
KHCJIOTA Ta MOAI0HI 3acobu. Mecanas3uH.
Kon ATX AO07EC02.
Dapmakonoziuni eracmusocmi.
Dapmaroounamira
dapmMakoJUHAMIYHUNA €PEKT.
MecanasuH mpu NepopaibHOMY MPHIOMI i€ MEPEeBaAXHUM YHHOM JIOKAJIbHO Ha CIU30BY OOOJOHKY
KHAIIOK 1 HAa MiJCIM30BY TKaHWHY 3 JIIOMIHAIBHOTO OOKY KHMIIOK. OTXe, BaXKIIMBO, 10 MECaJa3HH €
JOCTYITHUM Y 30Hax 3amajieHHs. CucteMHa 0i0JOCTYIHICTh Ta KOHUEHTpaMLii y ria3mi KpoBi, TAKUM
YMHOM, HE € CYTTEBUMHU Ul BU3HAUCHHS TEPANEBTUYHOTO e(eKTy, a, HMOBIpHilIe, € GpakTopaMu JUIs
3’sICyBaHHs CTylHeHs HemKimBocTi. ['panynmu CanodanbKy € pe3UCTeHTHUMHU A0 IIITYHKOBOTO COKY,
1 Mecana3uH 3 HUX BUBUIBHIOETHCS 3alIexHO Bif pH cepemoBuina 3aBasku nokputTio Eyaparitom L;
MIPOJIOHTOBaHE BUBLIHHEHHS 3a0€311eUy€ThCS CTPYKTYPOIO MaTpPHII TPpaHyJI.
JlokmiHiuHl gaHi, 10 0a3yroTbCcsd Ha TPATUIIMHUAX JOCHIIKEHHSIX Oe3meku, (apMakoorii,
T€HOTOKCUYHOCTI, KAHIIEPOTCHHOCTI (Ha IIypax) a00 TOKCUYHOCTI MIOJI0 PEIPOYKTUBHOI CHCTEMH, HE
BKa3yIOTh Ha OCOOJIMBY HEOE3MEKY IS JIFOIUHU.
Byno BiIMi4eHO HUPKOBY TOKCHYHICTh (HUPKOBUHN MAMiJISPHUN HEKPO3 Ta MOLIKO/HKEHHS CIMITEeNiI0 B
npoKcUManbHUX KaHaiblax (Pars convoluta) abo minmoro HedpoHa) B AOCHIHKEHHSIX TOKCUYHOCTI MPH
3aCTOCYBaHHI MOBTOPHUX BHUCOKHMX NEPOPAIBbHUX 103 MecanazuHy. KiiHiuHa Ba)XJIUBICTh IUX JaHUX
HEBizoMa.
Dapmaxokinemuxa.
3araJibHi BIACTHBOCTI MECaIa3uHy
Tocnunanus
[TornuHaHHs Mecaja3uHy € HaWBUIIMM y MPOKCUMAIIbHINA YacTHMHI KUIICYHUKY 1 HAHHIKYUM — Yy
JUCTaNbHINA HOT0 YacTHHI.
biompancgopmayis
Mecana3ua MeTaboi3y€eThCsl SIK JOCUCTEMHO Yy CJIM30Bii OOOJIOHIN KHUIEYHUKY, TaK 1 B TICUIHIII IO
(dhapmakooriyHO HeakTHBHOI N-aneTui-S-aminocamnmioBoi Kuciotd (N-An-5-ACK). OdeBuaHo, 1110
alleTWIIOBAHHA HE 3QJIOKHTh BiJ aleTWIIOBAIBHOIO (QeHoTHry. Jleske amneTHWIIOBaHHS TaKOX




BiIOYBA€ThCS 3aBISIKH J1ii OaKTEpisiM TOBCTOTO KHILEUYHUKY. 3B’ A3yBaHHS Mecana3uny 1 N-An-5-ACK 3
O1TKaM¥ CTaHOBUTH BiAMoBiaHO 43 % 178 %.

Buseoenns/exckpeyis

Mecanaszun 1 iioro merabomit N-An-5-ACK BuBozasaTscs 3 ¢exanisMu (OCHOBHA YacTHHA), HUPKaAMH
(Bapitoe Mk 20 % 1 50 % 3anexxHO BiJ TUIY 3acTOCYBaHHs, (apmaneBTUYHOT GOpMH 1 HUIAXY
BUBUIbHEHHS Mecalla3uHy) 1 3 JKOBYIO (He3HauHa YacThUHa). HupkoBa ekckperlis BigOyBaeThCs
nepeBaxHo y Burisiai N-An-5-ACK. bnuzbko 1 % Bijg 3aranbHoi BBeIeHOT IEPOPATBHO 103U MECATa3uHy
IPOHMKAE y IPyIHE MOJIOKO, IepeBakHo y BUrsai N-An-5-ACK.

Oco6auBocti rpanyn CanodaibKy

Posnooin

3aBIAKH pO3Mipy rpaHys Oau3bko 1 MM iX MOTpaIuUIsIHHA 31 HUTYHKA A0 ABAHAISATUINANO] KUIIKH
Bi/I0YBa€THCS IIBUAKO.

KombinoBane Qapmako-criuHTUTrpadiune/papMakoKiHETHYHE JOCHIPKEHHS MOKa3alo, IO CIOJyKa
J0CsITa€e 1JIeOLEeKaNbHOT JUISHKA B MeXaxX 3 TOJUH, a BUCX1THOI 000/J0BOT KHILIKU — MPUOIU3HO uepes3
4 roguHU. 3araJbHUN 4ac TPAH3UTY Yepe3 TOBCTUN KUIIEYHUK CTAHOBUTH MPUOIN3HO 20 rouH.
bruspko 80 % BBeneHOT MepOpaIbHOI 103U TOCTYIHI B 000/10B1i, CUTMOMOAI0HIH Ta MpsAMii KUIIKaX.
Tocnunanus

BuBinbHeHHs1 Mecana3uHy 3 rpanyn CanoganbKy NOYMHAETbCA Mic ar-(asu, o TpuBa€e OJIU3bKO 2—
3 romun. Ilik KoHIEHTpauii y Iula3Mmi JocsraeTbes Npubiu3Ho dvepe3 4—5 roxuH. CucremHa
0100CTYIHICTh Mecajla3uHy MicIIsl MepOPaTLHOIO NPUHOMY CTAaHOBUTH MPUOIN3HO 15-25 %.

[Tpuitom ki 3aTpUMy€E MOTIAMHAHHS Ha |—2 TOAMHU, IPOTE HE 3MIHIOE OT0 MBUAKOCTI Ta CTYIECHS.
Bugeoenns

ITpu 3acTocyBaHH1 Mecana3uHy y 1000Bi# 1031 3 X 500 mr, 3arajgbHa MIBUIKICTH HUPKOBOT'O BUBEICHHS
Mmecana3uny 1 N-An-5-ACK 3a craiaux yMoB cTaHoBHIIa TPUOIU3HO 25 %. Dpakiis HeMeTab0I130BaHOTO
Mecalla3uHy cTaHoBMia O61u3bko 1 % Bix mepopaibHOi 1034. Yac HamiBBUBEIECHHS CTAHOBUB B I[bOMY
mociimKenHi 4,4 TogUHM.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

JlikyBaHHS 3arocTpeHb Ta NpoQiIaKTUKA PELUINBIB BUPA3KOBOTO KOJITY.

IIpomunokaszanna.

[inepuyTauBICTh 0 Mecalla3uHy, 10 OyJb-IKOro 3 KOMIIOHEHTIB Iperapary abo 0 calliluIaTiB,
BHPAa3KOBa XBOpoOa IIJTyHKA Ta ABAHAISTUIIANO] KAIIKH B CTaJl1i 3ar0CTPEHHS, TSHKKA Me4iHKOBa Ta/abo
HUPKOBA HEJIOCTATHICTh, FTEMOPATiYHUH J1iaTe3.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

CrentianbHUX JOCTIKEHB JIIKApChKOi B3a€EMOJII1 HE MPOBOIMIOCH.

ITix yac KoMIIEKCHOTO JIiKyBaHHA npenapaTtom Casnoganbk Ta a3aTionpuHOM, 6-MepKanToImypuHoM abo
TIOTYaHIHOM Y JAEAKHMX JOCITIKEHHAX OYyJI0 BUSBIIEHO OUIBIIY YaCTOTY Mi€JIOCYIIPECUBHUX €(PEKTiB, 110
HIOMTO CBIAYUTH MPO HASBHICTH B3a€MOJIii, OJHAK MEXaHI3M B3a€MOJIii BCTAHOBIIEHUI HE MOBHICTIO.
PexomMeHy€eThCs peryisipHO KOHTPOJIIOBATH PiBEHb JEUKOIUTIB, a PEXKHUM JI03YBAaHHS TIOMYPHHIB CIiJ
BIJIKOPUTYBAaTH.

€ naHi npo Te, U0 Mecaja3uH MOKEe 3HU3UTH aHTHKOATYJIALIHHY [0 BaphapuHny.

MoxJ1MBe OCHUJICHHS TIOTiIKeMIYHOT Aii MOXiTHUX CyIb(OHIJICEYOBUHHU, TOKCUYHOT A1l METOTpEKCaTy.
AKTUBHICTh (ypoceMily, CIipOHOJAKTOHY, Cyib(aHiIaMiliB, pUPaMIILUHY, YPUKOZYPUUHHUX
npemnapaTiB (mpoOeHenuay Ta cyabQiHMipa3oHy) Moxe cinalmaru. Mecana3uH MOXe MOTEHIIIOBATH
HeOaxkaHy JiI0 TJIIOKOKOPTHMKOIJiB Ha CIM30BY OOOJIOHKY ILUIyHKAa, 3MEHIIYBAaTH BCMOKTYBaHHS
JUTOKCHUHY.

MoxJinBe 3MEHIIEHHsS BUBIIBHEHHS MECAla3uHy 13 I'paHyJ BHACHTIJOK 3HIWKEHHS pH, BHKIMKaHOTO
MeTa00J13MOM JAKTYJIO3H il BIUIMBOM OakTepiil.




Ocobueocmi 3acmocyeanns.

Ha po3scyn mikaps notpiOHO mif yac Ta micist JiKyBaHHS POOUTH aHali3u KpoBi ((hOpMEHI eIeMEeHTH;
napameTpu ¢yHkuii nevinku, Taki sk AJIT abo ACT; kpeaTHHIH CUPOBATKH) Ta ceyi (TECTOBI CMYXKKH,
ocan). AHaJi3u peKOMEeHY€eThCsl pOOUTH MPUOIK3HO uepe3 14 AHIB Bl MOYATKY JIIKYBaHHS 1 MOTIM LI1e
2-3 pasu 3 iHTepBaiaMu 4 THXKHI. SIKIIO pe3yabTaTH JOCTIKEHb Y HOpMi, TPO(UIAKTUYHI TepEBIpKH
MO>KHa MPOBOAUTH KOXHI TpH Micsui. [Ipy mosiBi iHIIMX AOAATKOBUX CUMITOMIB aHali3U HEOOX1IHO
3pOOUTH TEPMiHOBO.

3 00epeKHICTIO €1/l 3aCTOCOBYBATH MAIliEHTaM 3 MOPYIIEHHAM (DYHKIIT MEYiHKH.

[TotpiOHO 3 oOepexHicTIO 3acTocoByBaTu IrpaHyiu CanodaiabKy XBOPUM 3 MOPYLICHOK (YHKIIIEO
HUPOK. HeoOXigHO peryssipHO KOHTPOJIIOBATH (DYHKIIIIO HHUPOK, a CaMe BHUMIPIOBaTH piBEHb a30Ty
CEYOBHMHHU KPOBI, KPEaTHHIHY Y NAlli€HTIB 3 MPOTEiHYPI€LO.

[Tpu noripiienHi QyHKIIT HUPOK BIPOJOBXK JIKYBAaHHS CJiJI MaTy Ha yBa3l IHAYKOBaHY MeCalIa3MHOM
TOKCHYHICTb BITHOCHO HUPOK.

ITpu 3acTocyBaHHI Mecalla3uHy MOBIJOMIISUIOCS PO BUMAIKU HedpoIiTiasy, B TOMY YHCII YTBOPEHHS
kameHiB 31 100 % BMicToM Mecana3uHy. PekoMeHayeThes 3a0€3MeUnTH JOCTATHINA BOIHHUM PEKUM TIiJ
qac JTIKyBaHHS.

XBOpUM 3 JIETEHEBUMHU 3aXBOPIOBAaHHIMM, 30KpeMa 3 acTMOIO, HEOOXiHO mepeOyBaTu MijJ HariasaoM
IPOTIAroM Kypcy JiKyBaHHA rpaHyinaMu Canodaibky.

[Tamientam, siki MalOTh peaklii TiNepuyyTIMBOCTI Ha Mpenapar, IO MICTATh cyhbdacaia3uH, CIif
nepeOyBaTH MiJl HArJsI0M JIIKapsl 3 CaMOro MOoYaTKy JiKYBaJbHOTO KypCy 13 3aCTOCYBAaHHSM TpaHy
npenapaty Canodanbk. [Ipu mosiBi rocTpuX CUMITOMIB HEIEPEHOCHUMOCTI, TAKUX SIK CYJIOMHU, TOCTPHIi
O1Tb Y )KHMBOTI, TapsiuKa, CUJIbHUHI FOJOBHUHM OLTb Ta BUCHUIIAHHS, TEPAIiIO CIIiJ HeralHO MPUITMHUTH.
Canogainek, rpanynu 500 mr ta 1000 mr, MictuTh 1 Mr Ta 2 Mr acnmapTaMmy BiJMOBiIHO. AcmapTaM €
mxepenoM (eHinananiny. Lle Moxxe OyTH WIKiIMBUM Ui XBopuX Ha (eHinkeToHypio (PKY). Hemae
noTpeOu 3MEHIIYBATH 103U Malli€HTaM JIITHBOTO BiKY.

I'panymu mpemnapatry Canodanbk MicTaTh caxapo3y. IlamienTam 3 piAKICHOIO —CHaJIKOBOIO
HEMEPEHOCUMICTIO  (PYKTO3U,  MalbaOCOpOLi€l0  TIIIOKO3W/TallakKTO3d  YM  HEJAOCTaTHICTIO
caxapo3u/i3oMalibTa3u He CIIiJ] 3aCTOCOBYBATH i€ mpernapar.

Lleit npenapat MicTUTh MeHIIe HDXK | MMoab Hatpito (23 Mr) B OAHOMY MAKeTHUKY, TOOTO mpemnapaT
IIPAKTUYHO HE MICTUTh HATPIIO.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

JlaHUX PO 3aCTOCYBAaHHS KMIIKOBOPO3YMHHUX TpaHys CanodaibKy 3 NPOJOHIOBAaHUM BUBLIbHEHHIM
BariTHUM >KIHKaM HEJOCTaTHbO, MPOTE JaHl MPO 3aCTOCYBAaHHS Mpernapary OOMEXeHil KiIbKOCTI
BariTHUX BKa3yIOTh Ha BIJCYTHICTh HeOaXaHMX BIUIMBIB Mecala3MHy Ha repelir BaritHocti abo Ha
3M0poB’s TwioAa Ta (a0o) HOBOHapomKeHoro. Ha chorojHi iHIN €mieMioNorivyHi J1aHi CTOCOBHO
npenapary HegocTynHi. [loBimomunanocs n0po €IUHMNA BHUNAJAOK HHUPKOBOI HEJOCTaTHOCTI Yy
HOBOHAPOJKEHOT0, MAaTH SIKOTO YNPOJOBXK BariTHOCTI TPUBAJIO 3aCTOCOBYBaJla MECAJIa3MH Yy BUCOKIH
1031 (2—4 r nepopanbHo) . Bynu moBigoMiIeHHS PO MOPYIIEHHS 3 00Ky CHUCTEMH KpOBi (JIeiiKomeHis,
TPOMOOIIMTOINEHIS, aHEMisl) Y HOBOHAPOKEHUX, MaTepl sIKUX 3aCTOCOBYBAIM MECaIa3uH.
JlocnmipKeHHsT Ha TBapUHAX IMpH MEpopalbHOMY HpUHOMI Mecalla3uHy He 3acBIIYMIIO MpsMOro abo
OIIOCEPEIKOBAHOI'0 HECIPUATIMBOIO BIUIMBY Ha BariTHICTh, PO3BUTOK €MOpIOHA/IIIOAA, MOJOTH abo
MOCTHATAJIbHUNA PO3BUTOK.

I'panynu Canodanbky He0OXiTHO IpUHMATH y Mepio]] BariTHOCTI JIMIIE TOJI1, KOJIU OYiKyBaHA KOPUCTb
BiJl 3aCTOCYBaHHsI NI€pEBAKATUME PUBHK.

N-anerni-5-aMmiHocaTiKUIOBa KUCIOTA 1 MEHIIOK MIpOI0 MeCalla3uH MPOHUKAIOTH Y TPYIHE MOJIOKO.
Ha croro/Hi € nuie oOMeKeHHi T0CB1l 3aCTOCYBaHHSI )KIHKaM y Mepioj rolyBaHHs rpyAao. He MoxxHa
BUKJIIOYUTH peakiiii rinepyyTIMBOCTI, TaKUX SIK Aiapes, y HeMoBIAT. OTxe, rpanynu Canodanbky
MO’KHa 3aCTOCOBYBATH Y IepioJl TOAyBaHHA TPYIAI0 JIMIIE TOMAI, KOJM OYiKyBaHa KOPHCTh BiA



3aCTOCYBaHHS MEpeBaKaTUME PU3HK. SIKIIO y IPpyAHOI AUTUHU PO3BUHETHCS Alapesi, TOAyBaHHS IPYII0
CJIiJT IPUITUHUTH.
30amuicms eénaueamu Ha WEUOKICMb peakyii npu KepyeanHi aemMOmMpancnopmom ado iHuumu
Mexanizmamu.
3arasiom, HiSIKOTO BIIMBY Ha 3/1aTHICTh KEpyBaTH aBTOMOO1JIEM Ta MPAIfOBAaTH 3 IHIIMMU MeXaHI3MaMH
HE crocTepiraeTbes. SIKIIO MiJ 4ac JIKYBaHHS HpPENnapaToM CHOCTEPIraeThCsl 3allaMOPOYEHHS, CIif
YTPUMATHUCS BiJl KEpYBaHHs TPAHCIIOPTHUMH 3ac00aMM Ta poOOTH 3 IHIIUMH MEXaHi3MaMHu.

Cnoci6 3acmocyseannsa ma 0o3u.
Lopocni ma nayienmu 1imHb020 6iKY
JIikyBaHHS 3arOCTpEHb BUPA3KOBOI'O KOJIITY
[TpuiimatoTs oauH pa3 Ha 100y 3 maketuku Canodansky 500 mr ado 3 nakeruku Canodansky 1000 Mr
(uro exBiBaneHTHO 1,5-3,0 T Mecana3zuHy 11101000B0), Kpallle 3paHKy, BIAMOBIAHO 10 1HIMBIAyalIbHOT
KIIIHIYHOT TOTPeOH.
JU1s 3py4HOCTI MOYKHA TAKOXK PO3AUTUTH IPU3HAYEHY 1000BY 103y Ha 3 puiioMu (110 1 makeTuKy rpaHyi
Canoganpky 500 mr 3 pa3u Ha 100y a0o 1o 1 maketuky rpanyi Canodansky 1000 mr 3 pa3u Ha 100Yy).
Jls ipoiTaKTUKY PELUIMBIB BUPA3KOBOIO KOJITY (MiATPUMAaHHS peMicii)
[Tpuiimatots 1o 1 maketuky Canodansky 500 mr 3 pasu Ha 100y, 110 eKBiBaJIeHTHO 1,5 T Mecana3uny
Ha J100y.
JUist mariexTiB, K1 3HAXOAATHCS B TPYII MiJBUILEHOTO PU3UKY PELUANBY 3 MEAMYHUX MPUUMH a00 uepes
TPYAHOILI, TIOB’513aH1 3 JOTPUMAHHIM PEKUMY 3aCTOCYBaHHS TPbOX IIOACHHUX 103, PEXKUM 103YBaHHS
MO>KHa 3MiHUTH Ha 3,0 I Mecana3uHy y BUIJISLII OJHOKPATHOT IIOJICHHOT 103U, 0a’kaHO BpaHILIL.
Himu 0o 6 poxie
I'panynu Canocganbky He MOXKHA 3aCTOCOBYBAaTH JITSM BIKOM /10 6 pOKiB uepe3 BiACYTHICTh JOCBiIY
3aCTOCYBaHHS NpenapaTy Iii BIKOBil Tpyi.
Himu sixom 6i0 6 poxkie
3anexHO Bl TSDKKOCTI 3aXBOPIOBAHHS i dYac 3arocTpeHHs chig  gaBatu  30-50 wmr
Mecala3uHy/Kr Macu Tina/noby 1 pa3 Ha 100y, HepeBakHO 3paHKy, abo pO3AUIMTH IO 103y Ha
3 npuitomu. MakcumanbHa 7103a — 75 MI/Kr Macu Tija/no0y. 3arajgbHa 1032 He IOBUHHA NIEPEBUIILYBATH
MaKCUMAaJIbHY 703y JUISl JOPOCIIHX.
Jis npodUIaKTUKY peluIuBiB (MATPUMYBAJIbHE JIKYBAaHHS) CIIiJl 3aCTOCOBYBaTH 103y 15-30 mr
Mecalla3uHy/KI Mac Ti1a/n00y, po3/ijieHy Ha JeKiIbKa IpUioMiB.

Jitsim 3 macoro Tina 10 40 Kr peKOMEHAYEThCS NpUHMaTH MOJIOBUHY J03U JJISl TOPOCTHX, a AITAM 3
Macoro Tu1a noHasa 40 Kr — 3BHUaiiHy 103y Ui JOPOCIIUX.
I'panynu Canodanbky He MOXKHA po3xkoByBaTH. Bmict makeruka «I'pany-Ctukcy 500 mr a6o 1000 mr
CJIiJ] BUCHUIIATH Ha SI3UK 1 MPOKOBTHYTHU Pa3oM 3 JOCTATHbOIO KUIBKICTIO PIAMHU, HE PO3KOBYIOUH.
SIk mpu JIIKyBaHHI 3ar0CTPEHb 3alajIeHHs, TaK 1 IPOTATOM TPUBAJIOro JIiKyBaHHs rpanyiau Canodanbky
CJIiJ] 3aCTOCOBYBATH PETYJISIPHO 1 OCTIMHO 7151 JOCATHEHHS 0aKaHOTO TePareBTUYHOTO e(heKTy.
TpuBanicTs 3aCTOCYBaHHS BU3HAYaE JiKap.
HAimu. I'panynu CanodanabKy He MOXHA 3aCTOCOBYBATH JAITSM BIKOM /10 6 POKIB uepe3 BiJCYTHICTb
JIOCBIZly 3aCTOCYBaHHs MpemnapaTy il BikoBii rpymi. IcHyroTh OOMeXeHi AaHi LI0J0 3aCTOCYBaHHS

miTsm 6—18 pokiB.
Ilepedosyeanns.

€ naHi npo BUIAIKHU Mepe03yBaHHs (HANpHUKIal, HABMUCHE CKOEHHS CaMOTr'yOCTBa LIUIIXOM MpUHOMY
BHCOKOI MEpOpabHOI 103U MECala3uHy), 10 He BKa3ylOTh HA HUPKOBY a00 MEYIHKOBY TOKCHYHICTb.
Ha cporomni npo BUMajKy iHTOKCHKAIII Ta crienndivyHi aHTUIO0TH He MOBiAOMIISUIOCH. CrienndigHoTro
aHTUJOTY He ICHY€, JIKyBaHHS MOBMHHO OyTH CHMITOMAaTHYHUM Ta MIATPUMYBAJIbHUM. Y pasi
HEOOX1JHOCTI 3aCTOCOBYIOTh BHYTPIIIIHBOBEHHY 1H(]Y3i10 eIeKTPOIITIB (IPUMYCOBHIl iype3).
Ho6iuni peaxuii.




Kmacn
OpraHiB

CHUCTEM

Yacrora BianoBiaHo 10 kouBeHii MedDRA

Yacri

& 1/100,
aJjie
<1/10)

Heuacri

> 1/1000,
< 1/100)

aJic

PinxicHi

(= 1/10 000,
aJic
< 1/1000)

Jlyxe pinkicHi
(< 1/10 000)

Yacrora
HEBiOMa
(HEMOXKITH-
BO OIL[IHUTH
Ha OCHOBI
JOCTYTTHHX
JTAaHUX)

[Topymienns 3 6oxy
CUCTEMH KPOBI 1
JTiM(paTUIHOT
CHCTEMH

3MiHU y
KUTBKICHOMY
CKJIaZi KpOBI
(aruracTuuna
aHeMid,
arpaHyJio-
1IATO3,
MaHIIUTO-
MeHis,
HeHTpone-His,
JIEMKOIIEHIs,
TpOMOOIIH-
TOTICHIsN)

[Topymienns 3 60Ky
IMyHHOT CHCTEMH

Peaxuii
rinepuyTiu-
BOCTI, TaKi SK
anepriyHui
BHCHII,
MeIUKaMcH-
TO3HA
rapsika,
CHUHJIPOM
YEPBOHOTO
BOBYaKa,
MMaHKOJIIT,
HaOpsK
KsBinke

[Topyuienns 3 60ky
HEPBOBOI CUCTEMH

T'onoBHuit
Ol

3anamopo-
YEeHHS

[Tepudepu-
YHa
Helpomnaris

[Topymienns 3 60Ky
cepus

Mioxkapaur,
NEePUKAPIUT

[opymenns 3 60Ky
JINXaJbHOI CHCTEMH,
OpraHiB IpyIHOi
KITIITKH Ta
CEPeOCTIHHS

Anepriuni Ta
¢bi6poTryHi
JIereHeBl
peakiii
(BKIIIOUAIOUH
3aJUIIKY,
Kalels,




OpoHXO0-

crasMm,
aJIbBEOJIIT,
JIET€HEBY
€03MHO]i-TIi10,
JIET€HEBY
iH(ITBTpa-
1o,
MTHEBMOHIT)
[MopyuienHs 3 60Ky bine y  xuBoTI,
[UTYHKOBO- miapes, JUCTICTICis,
KHIIKOBOTO TPAKTy METEeOpU3M, HYJ0Ta,
OJIOBaHHS, TOCTPHIA
MaHKPEaTUT
I'emarobimiapHi Xonectatu- | ['ematut
MOPYILIECHHS YHUU
TeIaTuT,
MIEYIHKOBA
He/ocTar-
HICTh
[Topymenns 3 60Ky [linBumena | Anomeris
HIKIPH 1 MIIIKIPHOT YYTIUBICTh
TKaHWHA hi (o)
COHSIYHOTO
CBITIa Ta
ITYYHOTO
ynbTpadio-
JIETOBOTO
BUITPOMI-
HIOBaHHS
(porouyT-
JIUBICTB)
[Topymenns 3 60Ky Aptpanris | Mianris,
CKEJIETHO-M SI30BOI1 CyJIOMH
CUCTEMH Ta
CIIOJIYYHOI TKAaHUHHU
[Topyuienns 3 60ky [Topymienns Hedpomi-
HUPOK Ta byHKIii Tiaz*
CEYOBHUBITHUX HUPOK,
IUIAX1B BKJIIOYAIOUU
rocTpuit i
XPOHIYHUHT
IHTepCTH-
aJIbHUR
Hepur i
HUPKOBY
HeJoCTaT-

HICTb




[Topymenns 3 OGoky Ouirocnep-

PENPOAYKTUBHOI Mist
CUCTEMH 1 MOJIOYHHUX (ob6opotHa)
3aJ103
3aranpHi MOPYyIICHHS AcreHis,

CTOMIIE-

HICTh
Pesynbrartn 3MiHH ¢byHKII0-
IOCIIIKEHD HaJIbHUX

MEYIHKOBUX  TPo0
(TaBUIIICH-HS
TpaHcaMi-Ha3 Ta
MapKepiB
X0JlecTazy), 3MIHU
MaHKpeaTH-YHUX
(dhepMeHTIB
(miBUILEH-HS PIBHSA
Jinasy Ta aminasu),
IT1/IBUIIICHA
KUIBKICTh €03UHO]1-
1B

*binpin netanbHa iH(opMallis HaBeeHa B po3aut «Oco0IMBOCTI 3aCTOCYBaHHS».

DOTOUyTIUBICTH

Bynu moBigomiieHHS PO TSAXKKI peaxiii y Mali€HTiB 13 3aXBOPIOBAHHIMH ILIKIpU, HAIPUKJIIA 3 AaTOMIIYHUM
JEPMATUTOM 1 aTOMIYHOIO €K3EMOIO.

MexaHi3M pPO3BUTKY MIOKapAWUTy, NMEPUKAPAUTY, MAaHKPEaTUTy, HEPPUTY 1 TENaTUTy y 3B A3KY 13
3aCTOCYBAHHSM Mecaja3uHy HEBIJIOMHIL; BIH MOX€E MAaTH aJepriuHy €TiOoNOoriio.

Cripa 3a3Ha4MTH, 1110 AESK] 3 IIUX PO3JIaiB MOKHA MOSACHUTH CaMHM 3alajleHHsIM KUIICYHUKY.
[ToBigOMJIEHHS MPO MiI03PIOBaH1 NOOIYHI peakiii

[ToBimomIeHHS TIPO MMi103prOBaH1 MOOIYHI peaKIlii micis OTpPUMaHHS J03BOTY Ha peai3alliro JIKapChKOro
3aco0y € ayxe BaxiuBuM. lle nae 3Mory  mOCTIHHO KOHTPOJIIOBAaTH OalaHC KOPUCTI/PU3UKY
3aCTOCYBAHHS JIKapChbKOro 3aco0y. MennyH1 npamiBHUKH MPOCATH NOBIIOMIISITH PO OYb-sIK1 M1103pU
Ha MOO1YHI peakIii yepes

Bundesinstitut fiir Arzneimittel und Medizinprodukte

(denepanpHuil IHCTUTYT JIKAPCHKUX 3aCO01B Ta MEAUYHUX BUPOOIB)

Bignin ®apmakonarismy

Kypt-I'eopr-Kizinrep-Asi 3

53175 bouu

www.bfarm.de

Tepmin npuoamnocmi. 4 poxu.

He BukopucToByBaTH micis 3aKiHUE€HHS TEPMiHY NPUIATHOCTI, 3a3HAYEHOT0 Ha YMAKOBLII.

Ymosu 30epiranns. He norpeOye crienianbHuX yMOB 30epiranss. 30epiraTi y HeIOCTYITHOMY JUIs IITeH
MiCL.

Ynakoska.

Canoghanvk, epanynu. 500 me:

ITo 930 mr rpanyn y nmaketukax «I pany-Ctukcy»; mo 50 makeTukiB y KOpoOIli 3 KapTOHY.

Canoghanvk, epanynu, 1000 me:

ITo 1860 mr rpanyn y nmaketnkax «I'pany-Ctuxcy; mo 50 makeTukiB y KopoOiri 3 KapTOHY.



http://www.bfarm.de

Kareropis Binmycky. 3a penenrom.

Bupoonuk.

Hp. @ansk @apma I'm6X / Dr. Falk Pharma GmbH.

Micue3HaxoakeHHs] BUPOOHHKA Ta HOro agpeca Micus NPOBaJKeHHs NislJILHOCTI.

JlsitnenBeOepiutpacce 5, 79108 ®paiidypr, Himeuunna / Leinenweberstrasse 5, 79108 Freiburg,
Germany.



