IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOI0 3ac00y

CAJIO®AJIBK

(SALOFALK®)
Cknao:
diloya peuoguna: Mecalla3uH (5-aMiHOCAIITUIOBA KUCIIOTA);
1 cyno3uropiit mictuth 250 Mr Mecanazuny;
O00NOMINCHA Pevo8UHA: TBEPIUH KHP.
1 cynosuropiit mictuts 500 Mr Mecaniazuny;
O00NOMINCHI peyosuny: TBEPIUHA KHUP, CIIUPT LETUIIOBUH, HATPIIO JJOKY3aT.
Jlikapcbka ¢gopma. Cyno3uTopii peKTaibHi.
OcHogni  @izuxo-ximiuni @racmueocmi. CYMO3UTOPii Bix OUIOr0 10 KPEMOBOTO
KOJIbOpY, ToprenomnoAionoi  ¢opmm, 3  OJHOPIMHOK  KOHCHUCTCHIIEID Ta
HETOMIKO/PKEHOIO0, TTIa/IEHBKOI0 TIOBEPXHEIO.
dapMmakoTepaneBTHYHA Ipymna.
KumkoBo-nutyHKOBH  TpakT Ta oOMiH pedoBuH. [IpoTuumiapeilHi, KHIIKOBI
MPOTH3ANAIbHI/MPOTUMIKPOOHI mpenapatu. KHIIKOBI NpoTH3amanbHi Ipenapary.
AMiHOCaTIIMIIOBA KUCIIOTA Ta MOAI0HI 3acobu. MecanasuH.
Kon ATX AO07ECO02.
Dapmakonoziuni eracmusocmi.
Dapmakoounamika.
Mexanizm 0ii
MexaHi3M MpoTU3ananbHoi il HeBiIOMUi. Pe3ynbpratu OCHiIKEeHb in Vitro CBiA4aTh,
110 TIEBHY POJIb MOXKE BiJirpaBaTy iHT10yBaHHS JIIMOOKCUT€HA3H.
Byno TakoX NpOJEMOHCTPOBAaHO BIUIMB Ha KOHLEHTPAII0 MNpPOCTarjaHAWHIB Yy
CIM30BiM 000JIOHII KHUIIeYyHUKY. Mecanasun (5-amiHocamimioBa kuciota/5-ACK)
MOJKE TaKOX JISITH K MOTJIMHAY PATUKANIIB PEAKTUBHUX CIOJIYK KHCHIO.
Mecana3uH npy peKTalbHOMY BBE/ICHHI /i€ IepeBAKHUM YHHOM JIOKAJIBHO Ha CIIM30BY
00OJIOHKY 1 MiJICTU30BUH MPOIIAPOK KHIIOK.

Dapmaxokinemuxa.

3araJibHi BIACTHBOCTI MECaIa3uHy

Tocnunanus

[TornuuaHHs Mecalla3uHy € HaWBUIIMM Yy NPOKCHUMAaJbHIM YacTHHI KUIIEYHHUKY 1
HAHIWKYNUM — y JUCTANbHINA HOr0 YacTHHI.

biompancghopmayis

Mecana3zua MeTaboi3yeThCs SIK IOCUCTEMHO Y CIIM30Bii 000JIOHIII KUIIEYHUKY, TaK 1
B IEYiHII y (apMaKoJOTi4yHO HEaKTUBHY N-alleTui-5-aMiHocaminuiaoBy Kucioty (N-
Au-5-ACK). OueBupHO, IO aUETHIIOBaHHS HE 3aJIeKHUTh BiI (EHOTHUILY
alleTIIIIOBAHHS y TaIrlieHTa. Jlesike aleTHIIOBaHHs TaKOXK BiOYBA€ThCS 3aBJISKH il
0akTepiil y TOBCTOMY KHILICYHUKY. 3B’ s13yBaHHA Mecanazuny i N-An-5-ACK 3 6inmkamu
CTaHOBHTH BiANOBITHO 43 % 1 78 %.

Bueeoenns/exckpeyis

Mecanasun i ioro merabomit N-An-5-ACK BuBomsaThcs 3 QexanisiMu (OCHOBHA
yactuHa), HUpKamu (Bapitoe Mix 20 % 1 50 %, 3anexHo BiJg TUIY 3aCTOCYBaHHS,
dapmaneBTHuHOi (HOPMU 1 NUISIXY BUBUILHEHHS MECANa3MHY) 1 3 )KOBUIO (HE3HAYHA




yactuHa). HupkoBa ekckpelisi BigOyBaeTbesi nmepeBaxHo y Burisigi N-An-5-ACK.

bruspko 1 % Bif 3aranbHOI BBEIEHOT IEPOPANIBHO 03U Mecaa3uHy eKCKPETY€EThCS Y

IpyJIHE MOJIOKO, TOJIOBHUM YMHOM y BUIIIsLII N-An-5-ACK.

Ocob6suBOCTI Cyno3uTopiiB npenapary Canodanbk

Posnooin

Cuunturpagiyie AOCHIHKEHHS 3 MIYCHHMMHU TEXHELI€EM CYNO3UTOpISIMHU Ipernapary

Canoganbk mokaszano MK HONIMPEHHS CYMO3UTOPId, [0 PO3TaHYB IpU TeMIepaTypi

Tina, yepe3 2—3 ronuuu. [lommupenHs oOMexeHe mepIl 3a BCe MPSMOI0 KHUILIKOO 1

pekTocurmMonoaioHuM Binaiiom. OTxe, cynosuropii mpenapary Canodanabk 0co011BO

NpPUIATHI AJIS JIIKYBAHHS IPOKTUTY (BUPA3KOBOTO KOJITY MPSIMOT KUIIKH).

Tocnunanus

SIK micas OHOPA30BOTO 3aCTOCYBAHHS, TaK 1 MICHs KidbKaTHKHeBoi Tepanii 500 mr

Mecalla3uHy y BHUIUIAII cymo3uTopiiB mpenapary Camodanbk Tpuui Ha m00y miK

koHueHTpauii 5-ACK B ma3wmi BapitoBas Big 0,1 10 1,0 MKr/mi1 npu giana3oHi TOro x

MOKa3HUKa 171t ocHOBHOTO MeTabomnity N-An-5-ACK Bix 0,3 1o 1,6 Mxr/mi. Y neskux

BUMNaAKax Mik KoHueHTpauii 5-ACK B mia3mi ocaraBcsi MpOTAroM HepIioi TOAWHU

MiCJIs 3aCTOCYBaHHS.

Buegeoenns

ITicna onmnopazoBoro 3actocyBaHHs 500 Mr MecanasuHy Yy BUIJISAL CYNO3UTOPIS

npemapaty Canodanpk npubmuzHo 11 % (BmpomoBxk 72 TOAMH) 1 TiCHS

KUTbKaTHKHEBOT 4 TpuBasoi Tepamii 500 Mr mecamasuHy i3 3acTOCYBaHHSIM

cyno3urtopiiB npemnapary Canodanbk Tpuui Ha 100y npubausHo 13 % Big yBeaeHoi

no3u 5-ACK BuBogumucs i3 ceuero. [pubnuzno 10 % Bix yBeneHo1 01HOPa30BOi 103U

BHUBOJIMJIOCH 13 JKOBUIO.

Kuiniuni XapakTepucTHKH.

Ilokasannus.

Canoganvk, cynosumopii pekmanvni no 250 me

JlikyBaHHSI 3aroCTpeHb Ta MiATPUMAHHS peMicii BUPA3KOBOTO KOJITY, OOMEKEHOIro

NPSMOIO KUILKOIO.

Canoganvk, cynosumopii pekmanvni no 500 me

JlikyBaHHs 3arOCTpeHb BUPa3KOBOTO KOJIITY, 0OMEKEHOT0 MPSIMOI0 KHILKOIO.

IIpomunokaszanna.

l'inepuyTauBIiCTh A0 Mecala3uHy, 10 OyAb-IKOTO 3 KOMIOHEHTIB mpenapary abo 10

caliuiIaTiB, BUpa3KoBa XBopoOa IIIyHKa Ta JBaHAILMTHIANOI KHUIIKKM B cTamii

3aroCTpeHHs, TSUKKA MeYiHKOBA Ta/ab0 HUPKOBA HEJJOCTaTHICTh, TeMOpAariyHHii JiaTes.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63aEMO0iil.

CremianpbHUX AOCHIKEHb B3a€MOJIl 3 1HIIMMHU JIIKQPCHKUMH 3aco0amMu  He

MIPOBOJIUIIOCH.

Y pa3i oxgHowacHoro JikyBaHHs mpemnapatoM Canodanbk Ta a3aTioNpUHOM,
6-MEepKanToInypuHOM a00 TIOTyaHIHOM CIIiJ] OpaTH 10 yBaru

MO>KJIMBE ITiIBUIIEHHS Mi€JIOCYIPECUBHOTO e(heKTy a3aTionpuHy, 6-MEepKaTONypHHY

abo TioryaHiny.

€ naHi npo Te, U0 MecajJa3uH MOKEe 3HU3UTH aHTHKOATYJIALIAHY Jif0 Baphapuny.

Ocobueocmi 3acmocyeanns.

Ha poscyn mikaps mepen Ta mix 4ac JiKyBaHHsS MOTPIOHO pOOMTH aHANi3M KpOBI

(po3ropHyTuil aHasi3 KpoBi; moka3HUKU ¢yHKuii neuyinku, Taki sk AJIT abo ACT;

KpeaTHHIH CHPOBAaTKH) Ta cedi (TeCToBI CMYXKH, ocan). OpieHTOBHO aHai3u




peKOMEeHAY€eTbCs poOUTH yepe3 14 aHIB Bij MOYATKY JIKYBaHHS 1 MOTIM Iie 2—3 pasu
3 iHTepBaiaMu 4 THXKHI.

SIKII0 pe3yabTaTH JOCTIKeHb HOPMaJlbHi, pyTUHHI IEPEBIPKU MOXKYTh IPOBOIUTHUCH
KOXHI 3 MicsIli, ajie MpU MOsIBI IHIINX TOJATKOBUX CUMITOMIB aHali3M HEOOX1IHO
3pOOUTH TEPMiHOBO.

3 00epeKHICTIO €1/l 3aCTOCOBYBATH XBOPHUM 3 NMOPYIIEHHIM (DYHKIIIT MEUIHKH.

He cnin 3actocoByBatu cyno3uropii npenapaty Canoganbk npu nopymeHHi GyHkii
HUpoK. [Ipu 3acTocyBaHHI Mecaja3uHy MOBIAOMIISIIOCS PO BUNIAIKM HEpoJliTiazy, B
TOMY 4HcIi yTBopeHHs kameHiB 31 100 % BMmicTom Mecanasuny. Ilig yac mikyBaHHS
pPEKOMEHAY€EThCs 3a0e3neuyBaTh JOCTaTHE CIIOKUBAHHS PIAUHU.

SIK1110 BUHUKA€E TOPYIIEHHS (PYHKIIT HUPOK YIPOIOBXK JIIKyBaHHS, TOTPIOHO OpaTH 10
yBaru TOKCUYHICTh MECaNa3uHy MO0 (GYHKIIIT HUPOK.

[TamieHTam 3 JereHeBUMH 3aXBOPIOBAHHSIMH, 30KpeMa 3 aCTMOIO, CIIil 3HaXOJUTHUChH
IiJ HarjasgoM JIiKaps MpPOTATOM Kypcey JIKyBaHHS CYNO3UTOPIsIMHM Ipernapary
Canogansk.

[Tamientam, sKi MarOTh peakiii TiNepYyTIMBOCTI Ha IMpemnapard, IO MICTATh
cynabdacanasus, ciuig nepeOyBaTH IMiJ HarjisgoM JIKaps 3 CaMoOro I0YaTKy
JIKYBaJIBHOTO KypCY 13 3aCTOCYBaHHSIM cymno3urtopiiB mpenapaty Canodansk. [lpu
MOSIBI TOCTPUX CHMIITOMIB HENEPEHOCHMOCTI, TaKUX SIK CYIOMH, TOCTpHH Oib y
KUBOTI, Tapsiuka, CUJIbHUI TOJOBHUU Oib Ta BUCUIAHHSI, TEpAMilo CIif] HEraiHO
MPUITUHUTH.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

Bazimuicmo

AJIeKBaTHUX JAHUX MPO 3aCTOCYBaHHS CYNO3UTOPiiB npenapaTty CanodanbKk BariTHUM
KiHKam Hemae. [Ipore naHi mpo 3acTocyBaHHS OOMEXEHiM KIIBKOCTI BariTHUX
BKa3YIOTh Ha BIICYTHICTh HeOaKaHMX BILIMBIB MecaJla3uHy Ha nepedir BariTHOCTI a60
Ha 37I0pOB’s TwIoAa Ta (a60) HOBOHAPOKEHOTO. Ha chOrogHI HEMAE HISKUX 1HIIHUX
eMiIeMIOJIOTIYHUX JaHUX CTOCOBHO LIbOTO Ipemnapary. TilbKH B OJHOMY BHUIAIKYy
IicJIs TPUBAJIOTO 3aCTOCYBAaHHS Mecalla3uHy Y BMCOKiM 1031 (2—4 T mepopalibHO)
BIIPOZOBXK  BariTHOCTI  MOBIAOMIISIOCH  NPO  HUPKOBY  HEAOCTATHICTH Yy
HOBOHAPOJKEHOTO.

JlocnmipKeHHsT Ha TBapuHAX MPU NEepOpaIbHOMY NMPHIOMI Mecaa3uHy He 3aCBiUMIIO0
IpsAMOro abo OMOCEPEeAKOBAHOTO HECHPUSATIMBOTO BIUIUBY HA BariTHICTb, PO3BUTOK
eMOpioHa/m1o/1a, MoyIoru ado MOCTHATAILHUNA PO3BUTOK.

Cymno3suropii npenapary Canodanbk HEOOXiTHO 3aCTOCOBYBATH MPOTATOM BariTHOCTI
JMILIE TOJi, KOJM O4iKyBaHAa KOPHUCTh BiJl 3aCTOCYBAaHHs NEpeBa)XaTUME MOKIMBUN
PH3HK.

Jlakranis

N-aneTni-5-aMiHocamiKUIOBa KUCIOTA 1 MEHILIOI0 MIPOIO Mecalla3uH eKCKPETYIOThCS
y rpyaHe monoko. Ha cborosHi € nuiie oOMexeHui JOCBiJ] 3aCTOCYBaHHS JKIHKaM y
nepiof roayBaHHs Tpynao. He MoXHa BHUKIIIOUMTH peakliid TiNepuyTIUBOCTI Y
IpyIHOI TUTHHU, TaKuX K Jaiapes. OTxe, cynozuTtopii npenapaty Canodaibk MaloTh
3aCTOCOBYBATUCH y MEpioJl TOYBaHHS TPYAIIO JIUILIE TOJ, KOJIU O4iKyBaHa KOPHUCTh
IUIsL MaTepi IepeBakaTUME MOXJIMBUN PU3UK JUIS AUTUHH. SIKIIO y TpyAHOI JUTHHU
PO3BHHETHCH Jllapes, TOyBaHHS I'PYI0 CIiJl HPUITUHUTH.

30amuicms énaueamu Ha WIBUOKICIMb peaKyii npu KepyeanHi AgmMompancnopmom
abo iHWuUMU MeXanizMamu.



3acrocyBanHsa mnpenapaty Canodanbk, cyno3uropiiB mo 250 mr abo 500 mr, He
BIUIMBA€ YW Ma€ JIMIIE HE3HAYHHWH BIUIMB Ha 3/1aTHICTb KEPyBaTH TPAaHCHOPTHUMH
3aco0amu 200 MPAIlOBATH 3 IHIIMMU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

V pasi 3acTtocyBaHHs cyno3uTopiiB npenapaty Canoganbk Tpudi Ha 100y X BBOAATH
y IpsIMY KHUILIKY BPaHIl, BIEHb 1 yBeuepi Mepes CHOM.

baxaHoro JiKyBaJIbHOTO pe3yJbTaTy MOXKHA JOCSITH JIMIIE MPU PETYISPHOMY 1
MOCTIFHOMY 3aCTOCYBaHHI CyNo3uTOpiiB npenapary Canodainbk.

TpuBanicTs 3aCTOCYBaHHS BU3HAYaE JiKap.

Lopocni ma nayienmu 1imHb020 iKY

JIikyBaHHs 3arOCTpEHb BUPA3KOBOI'O KOJIITY

3anexHo BiJ 1HAUBIAyalbHOI KIIiHIYHOI mMOTpeOM, 2 Cymo3uTopis Ipemnapary
Canogainbk 250 mr ado 1 cynosuropiit npenapaty Canogansk 500 Mr BBOAATE y IPIMY
KUIIKY 3 pa3u Ha 100y (exBiBasieHTHO 1500 Mr Mecana3zuHy Ha 100Y).

ITigTpuMaHHs peMicii BUPa3KOBOT'O KOMITY

1 cynosuropiit npenapaty Canodanbk 250 Mr BBOAATH y IpsAMY KHUILKY 3 pa3u Ha 100y
(exBiBaneHTHO 750 Mr Mecanazuny Ha 100Y).

imu. Hemae 1ocTaTHIX JaHUX MPO 3aCTOCYBAHHSA I[LOTO JIIKAPCHKOTO 3aC00Y ITAM.
Ilepedosyeanns.

€ naHi Npo pIAKICHI BUMAJKHU Meperlo3yBaHHs (HAIPUKIIAA, HAaBMHCHE CaMOI'yOCTBO
[UIIXOM HpPUHOMY BHCOKOI MEpOpalbHOI 703U Mecalla3uHy), sIKi He BKa3ylOTh Ha
HUPKOBY 200 MEYiHKOBY TOKCHUHICTh. Crielu(i4yHOro aHTUAOTY HE iCHYE, JIIKYBaHHS
MOBUHHO OYTH CUMIITOMAaTHYHUM Ta MiATPUMYBATbHUM.

Ho6iuni peaxuii.

ITicns BBeZIeHHs Mecala3uHy CIOCTEpIraaich Taki MOOIUHI peakiii:

Cucmema opeanie Yacmoma 6i0nogiono 0o MedDRA

Yacmoma
HegiooMa

(HemoxHcIUBo
oyiHumu Ha
OCHO8I
00CMYNnHUX
oaHux)

PIOKICHI 0yoice piOKicHI
= 1/10 000, < | (<1/10000)
1/1 000)

3MiHU y CKIadi
KpOBI (arjacTuyHa

Cucrema Kposi 1
naimaTH4HA cUCTeEMa

aHeMis,
arpaHyJIOIHTO3,
MaHIUTOICHI,
HEUTponeHis,
JIEHKOIIEeHis,
TPOMOOLIUTONEHIS)

Hepsosa cucrema ["onoBHUI O1J1b, [Tepudepruna

3araMoOpOYCHHS HeWpormarist
CeprueBo-cyAHHA Mioxkapaur,
cucTema TIePUKAPIUT

Opranu 1uxaHHs,
TPYAHOI KIIITKU Ta
CEPEeIOCTIHHA

Agnepriuni Ta
¢b16po3Hi peakii
JIeTeHIB




(BKITIOUAIOUH
JIMCITHOE, Kalllellb,

OpoHXOCMa3Mm,
aJIbBEOJIIT,
JIeT€HEeBY
€03UHO P10,
iH}IBTpaLio
JIETCHIB,
MTHEBMOHIT)
HI1yHKOBO-KMIIKOBUH | AOIOMiHATBHUN I"ocTpuii
TPaKT O11b, niapesi, | MaHKpPeaTUT
METEOPU3M,
HyJ0Ta 1
OJIOBaHHS
Hupkwu 1 opranu [TopytreHHs Hedpomirtiaz*
CCUOBHIIJICHHS byHKIIT HUPOK,
BKITIOYAIOUN
rocTpuii i
XPOHIYHHHA
IHTECTUHATILHUN
HEPPUT 1 HUPKOBY
HEJIOCTATHICTD
[xipa 1 11 moxiaH1 ITigBumena Ajtonertist
Yy TIUBICTh WIKIpU
10 COHSAYHUX 1
yabTpadioIeTOBUX
MIPOMEHIB
(poTouyTNUBICTD)
CkeneTHO-M S130Ba Mianris,

cUCTeMa Ta CIOJIy4H1
TKaHUHH

apTpanris, CyIoMHU

IMyHHa cuctema

Peaxuii
rinep4yyTianuBOCTI,
BKJIFOUAIOYN
anepriyi
BUCHITAHHS,
MeTUKaMEHTO3HY
rapsiaKy, CHHAPOM
4epPBOHOTO
BOBYAKa, HAHKOJIT

[leuinka 1 >KOBYHUI
MIXyp

3MiHH MOKa3HHKIB
GbyHKLIT TediHKH
(T ABUIIICHHS
piBHS TpaHcaMiHa3
1 mapameTpiB
3aCTOIO KOBY1),
rerarur,
XO0JIECTATUYHUI




reTaTHT,

MIEYIHKOBA

HEJOCTaTHICTh
PenponykruBHa Oumirocriepmist
cucTema (o6opoTHa)

* JleranpHimma iHGopmarrist HaBeneHa B po3ait «OcoOIMBOCTI 3aCTOCYBAHHS.
DOTOYYTIUBICTh

Bynu moBimomiieHHS TpO TSDKKI peakilii y MamieHTIB i3 3aXBOPIOBAHHSMH HIKIipH,
HANPUKIIA/ 3 aTOMIYHUM JIEPMATHUTOM 1 aTOMIYHOIO €K3EMOIO.

[ToBimoMJIEHHS ITPO MiI03PIOBaHi MOOIYHI peaKii

[ToBimomiieHHST TIPO TiIO3PIOBaHI MOOIYHI peakiii Micis OTPUMAaHHS JTO3BOJY Ha
pealtizaliro JIiKapChbKOro 3aco0y € nayke BaxJMBHM. lle mae 3Mory  mOCTiHO
KOHTPOJTFOBATH OajaHC KOPUCTI/PU3UKY 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y. MenndHi
MPaLiBHUKU MPOCATH MOBITOMIISITH PO Oy b-sIKi MiI03pH Ha MOOIYHI peakiii uepes
Bundesinstitut fiir Arzneimittel und Medizinprodukte

(DenepanbHU IHCTUTYT JIKApPCHKHUX 3aC001B Ta METUYHUX BUPOOIB)

Binnin ®dapmakoHarisity

Kypr-I'eopr-Kizinrep-Ammi 3

53175 boun

www.bfarm.de

Tepmin npuoamunocmi. 3 poxu.

He Mo’xHa 3aCTOCOBYBATH MICIIsl 3aKiHYEHHS! TEPMiHY MPHIATHOCTI, 3a3HAYEHOTO Ha
YIaKOBIII.

YmoBu 30epiranus.

30epiraTi y HEJOCTYIMHOMY JJIsl TiTeH Micui. 30epiratu mpu Temreparypi He BHIIE
30 °C. 36epiratu B OpUTiHAJIBHIN yIIaKOBI JJIS 3aXUCTY BiJ CBITIIA.

YnakoBka. Mo 5 cyno3nTopiiB y cTpuni, no 2 cTpunu B KOpobLi 3 KapTOHY.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.
Hp. @ansk @apma I'M6X/Dr. Falk Pharma GmbH.

Micue3HaxoqxeHHsI BUPOOHHKA Ta ajgpeca MicIsi IPOBAIKEeHHS HOro AislIbHOCTI.
JIsitnenBeGepiutpacce 5, 79108 dpaiibypr, Himeuunna / Leinenweberstrasse 5, 79108
Freiburg, Germany.


http://www.bfarm.de

