IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JiKAPCbKOI0 3ac00y

CAJIO®AJIBK
(SALOFALK®)
Bci ninm na npenapar CAJIO®AJIBK mo:xHa 3HaiiTH Ha caiiTi doc.ua

Cknao:

ditoua peyosuna: MecajaasuH (S-aMiHOCATIIMIIOBA KUCIIOTA);

1 cymosuropiit mictuth 250 Mr MecanasuHy;

OONOMIJCHA PEeHOBUHA: TBEPIHH KHP.

1 cymosuropiit mictuts 500 Mr Mecanazuny;

OONOMIICHI peyosuHY: TBEPIUH KU, CIIUPT ETUIIOBUH, HATPIIO JJOKY3aT.

Jlikapcbka ¢gopma. Cyno3utopii peKTaibHi.

OchosHi  ¢hizuxko-Ximiyni eracmueocmi: CyYHNO3UTOpii Bix OUIOro 70 KPEMOBOTO KOJIBODY,
TOpIenonoAioHo1 (HOpMH, 3 OMHOPIIHOK KOHCHUCTCHIIEH Ta HEMOIIKOPKCHOI, IaJCHBKOIO
HIOBEPXHEIO.

(I)apMaKOTepaneBanHa rpyuna.

KumkoBo-utyHKOBUH ~ TpakT  Ta  OOMIH  pEYOBHH. [Ipotumiapetini, KHIITKOBI
POTH3AMAIBHI/TIPOTUMIKPOOHI npenapaT. Kumkosi pOTH3aNaIbHi penapari.
AMiHOcaIMIOBAa KACIOTA Ta ITOAi0HI 3aco0u. Mecaia3uH.

Kox ATX AO7ECO02.

Dapmakonoziuni e1acmueocmi.

Dapmaroouramixa.

Mexanizm 0ii

MexaHi3M MpoTH3anaabHOI [ii HeBiqOMUiA. Pe3ynbraTut JOCTiKeHD iN VItro cBimg4aTh, 110 MEBHY
pOJIb MOKE BiJlirpaBaTH 1HT10yBaHHS JIIMOOKCUTEHA3H.

Byno Tako mpoAeMOHCTPOBaHO BIUTMB Ha KOHIIEHTPAIit0 IPOCTArJaH/IMHIB Y CIM30Bii 000I0HII1
KueyHuKy. Mecanasus (5-amiHocaninmioBa kucinora/5-ACK) Moxe Takox IIATH SIK MOTIMHAY
paauKaliB PEaKTUBHUX CIIOIYK KHUCHIO.

Mecaia3uH py peKTAIEHOMY BBEJICHHI JTi€ TEPeBaXKHUM YHHOM JIOKAJIBHO Ha CITU30BY 000JIOHKY
1 MICIM30BUH MPOIIAPOK KHILOK.

Dapmaxokinemuxa.

3arajapHi BJACTUBOCTI MECAIA3UHY

Hoznunanus

[TornuHaHHs Mecana3uHy € HalBUIIUM y MPOKCUMAaJIbHIA YaCTHHI KUIIEYHUKY 1 HAMHIKYUM — Y
JUCTalbHINA HOro YacTHHI.

biompancgopmayis

Mecana3ud MeTa0oi3yeThCs SIK TOCUCTEMHO Y CIIM30Bil 000TOHII KHIIEYHUKY, TaK 1 B IEUIHII Y
(dapmakoIoriyHO HeakTUBHY N-areThi-5-aminocaniuuiaoBy kucioty (N-An-5-ACK). OueBugHo,
1110 alETHIIOBAHHS HE 3aJISKUTh Bl JEHOTUITY alleTUIIIOBAHHS y NalieHTa. Jleske aleTHItoBaHHs
TaKOX B1I0yBa€TbCs 3aBASKH J1i OaKTepii y TOBCTOMY KHMILIEYHHUKY. 3B’SI3yBaHHS Mecaja3uHy 1
N-A1-5-ACK 3 6i1kaMu cTaHOBUTE BinnoBigHo 43 % 1 78 %.

Busedenus/exckpeyis

Mecanazun 1 ioro merabomit N-Au-5-ACK BuBomsThcs 3 (ekamisMu (OCHOBHA YacTHHA),
Hupkamu (Bapitoe Mix 20 % 1 50 %, 3anexHo BiJ THIY 3aCTOCYBaHHS, (hapMaleBTUYHOI (HOpMH 1
[UIAXy BHUBUIBHEHHS MecCala3WHy) 1 3 KOBUK (HE3HayHa uacThHa). HupkoBa ekckperis
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https://doc.ua/apteka/salofalk-salofalk-suppozitorii-rektalne-250-mg-strip-10

BiOyBaeThCcsi mepeBaxkHOo y Burisami N-An-5-ACK. bamseko 1 % Big 3aranbHOi BBEACHOI
NEPOPaTBbHO 103U MECala3uHy eKCKPETYETbCs Y TPyAHE MOJIOKO, TOJIOBHUM YMHOM Y BUTJIsA A1 N-
Au-5-ACK.

Oco0amBocTi cyno3uTopii npenapary Canodanbk

Posnoodin

CuunTHrpadivHe TOCTIDKSHHS 3 MIYCHUMH TEXHEIleM cyno3uTopismu npenapatry Canodaibk
MI0KAa3aJIo MiK MOIIKUPEHHS CYNO3UTOPId, IO PO3TaHyB IIPU TEMIIEpaTypi Tiia, yepe3 2—3 roJuHH.
[TommpeHnHs: oOMeXeHe TEPII 32 BCE MPSIMOIO KHUIITKOIO 1 peKTOCUTMONIo1i0HUM Bimaisiom. OTxe,
cyno3utopii npemnapary Canodanbk 0cOOJIMBO MPUAATHI A JIIKYBaHHS MPOKTUTY (BUPA3KOBOTO
KOJIITY MPSMOi KHUIIIKH).

Tocnunanua

Sk micis 0THOPa30BOTO 3aCTOCYBAHHS, TAK 1 MICJI KUTbKaTH)HEBOI Teparrii 500 Mr mecaiiazuny y
BUTJISL Cyno3uTopiiB nmpenapary Canodanbk Tpudi Ha 100y mik koHnenrpauii 5S-ACK B mma3mi
BapitoBas Bix 0,1 mo 1,0 MKr/mi1 npu gianazoHi TOTO K MOKa3HUKA JJI1 OCHOBHOTO MeTabomiTy N-
Au-5-ACK Bin 0,3 no 1,6 mxr/mu. Y neskux Bumagkax mik konneHtpamii 5S-ACK B mna3mi
JOCATABCS MPOTATOM HEPIIOi FTOIMHU MICIIS 3aCTOCYBaHHS.

Bueeoenns

[Ticns ogHOpazoBoro 3actocyBanHs 500 Mr MecanasuHy y BHUIJISAL CYHNO3UTOPIS Mpernapary
Canoganbk npubmmsao 11 % (Brpomosx 72 ronuH) i mics KUTBKaTHKHEBOT UM TPUBAIIOT Tepartii
500 mr mecanasuHy i3 3aCTOCYBaHHSAM CYHO3MTOpiiB mpenapaty Canodanbk Tpudi Ha 100y
npubau3Ho 13 % Bix yBenenoi qo3u 5-ACK BuBoauuch i3 ceuero. [Ipubmuzno 10 % Bix yBeaeHOT
OJIHOPA30BOi 103U BUBOJHMIIOCH 13 )KOBYIO.

Kuiniuni xapakTepucTukm.

Iloka3zanns.

Canoganvk, cynosumopii pexkmanvui no 250 me

JIikyBaHHSI 3arOCTPEHb Ta MIATPUMAHHS PEMicii BUPa3KOBOTO KOJITYy, 0OOMEXKEHOTO MpPSIMOIO
KHUIILIKOIO.

Canoganvk, cynosumopii pexkmanwvri no 500 me

JlikyBaHHS 3arOCTPEHb BUPA3KOBOTO KOJIITY, 0OMEKEHOTO MPSMOIO KUIITKOIO.

Ilpomunokaszanns.

['inepuyTnuBICTh 10 Mecala3uHy, 10 Oy/1b-IKOr0 3 KOMIIOHEHTIB Ipenapary abo A0 calilluiaTiB,
BUPA3KOBa XBOPOOA IITyHKA Ta ABAHAAUATUIANO] KMIIIKHU B CTaJIii 3arOCTPEHHS, TSXKKa MEYIHKOBA
Ta/ab0 HUPKOBA HEJAOCTATHICTh, FTEMOPATIYHUN JiaTes.

B3aemooia 3 inmumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.

CrieniaJIbHUX JOCIHIKEHb B3a€MO/IT 3 IHIIMMH JTIKApChKUMU 3ac00aMU HE TPOBOIUIIOCH.

VY pasi ogHOUYacHOTO JiKyBaHHs mipenaparoM Canodaibk Ta a3aTionpuHOM, 6-
MEpKaIlTOMypuHOM a0o TiOryaHiHOM ciii OpaTh [0 yBaru MOXJIMBE IMiJABHILIECHHS
MI€JIOCYTIPECUBHOTO €(PEKTY a3aTiONpUHY, 6-MEpKaNTONYpUHY a00 TIOTyaHIHY.

€ naHi npo Te, 10 MecaJa3uH MOXKe 3HU3UTH aHTHKOATYJIALINRHY 10 Baphapuny.

Ocobaueocmi 3acmocysanns.

Ha poscyn nikaps mepen Ta miJl 4ac JiKyBaHHS MOTPIOHO POOMTH aHali3u KpOBl1 (pO3ropHYTUI
aHaJIi3 KpoBi; Moka3Huku GyHkii nevinku, Taki sk AJIT abo ACT; kpeaTuHiH CUPOBATKH) Ta cevi
(TecToBl cMYXKKH, ocan). Opi€eHTOBHO aHaJi3d PEKOMEHIyeTbcs poOuTH depe3 14 AHIB Bif
MOYaTKYy JIIKYBaHHS 1 OTIM 11l 2—3 pa3u 3 IHTepBaiaMu 4 THXKHI.

ko pe3ynbTaté JOCHIKEHb HOPMAaIbHI, PYTHHHI NEPEBIPKU MOXKYTh MPOBOAUTHUCH KOXKHI
3 MicsIli, ane MpH MOsB1 IHITUX JOJATKOBUX CUMIITOMIB aHaJi31 HEOOX1THO 3pOOUTH TEPMiHOBO.
3 00epeKHICTIO CIIiJ] 3aCTOCOBYBATH XBOPUM 3 MOPYIIEHHAM (YHKIIT IEUIHKH.



He cnin 3acrocoByBatu cynosuropii npenapary Canoganbk npu nopymeHHi Gyskiii Hupox. [pu
3aCTOCYBaHHI Mecalla3uHy MOBIAOMIISIIOCS TIPO BUMIAAKUA HEPPOIIiTiazy, B TOMY YHCII YTBOPSHHS
kameHiB 31 100 % BmicTom Mecanasuny. [lin yac mikyBaHHS pEKOMEHAYETHCS 3a0e3meuyBaTH
JOCTaTHE CIIOKUBAHHS PiJMHU.

SIKIo BUHMKAE MOpYIIEHHS (QYHKIT HUPOK YNPOJOBXK JIIKyBaHHSA, HMOTPIOHO OpaTu A0 yBaru
TOKCHYHICTh MECaJIa3uHy 00 (YHKIIIT HUPOK.

[TamienTam 3 JIerTeHEBUMH 3aXBOPIOBAaHHIMH, 30KpEMa 3 aCTMOIO, CJTiJ1 3HAXOIUTHCH IT1]T HAarJIsA0M
JiKaps MPOTATOM KypCy JIIKyBaHHS CyMo3uTOpisMu npernapaTty Canodaibk.

[TamienTam, sSIKi MarOTh peakiii rinepyyTIMBOCTI Ha MPENapaTH, 10 MICTATH Cyab(acaia3zuH, CIIij
nepeOyBaTH IIiJ] HArJISIIOM JIKaps 3 caMOro IMOYaTKy JIKYBaJIBHOTO KypCy i3 3aCTOCYBaHHSIM
cyno3utopiiB npenapary Canodanbk. [Ipu mosiBi TOCTPUX CUMIITOMIB HETIEPEHOCUMOCTI, TAKHX
SK CyJIOMH, TOCTPUH OUIb Yy )KMBOTI, rapsyKa, CUIbHUN TOJOBHUN O11b Ta BUCHUIIAHHS, TEPAIIIO
CJIiJ] HETAHO MPUITMHUTH.

3acmocysanns y nepioo eazimnocmi aoo 200y8anHs 2pyoon.

Bazcimuicms

AJIeKBaTHHX JaHUX TPO 3aCTOCYBAHHS CYHNO3HMTOpiiB mpemapary Canodanbk BariTHUM >KiHKaM
Hemae. [Ipote naHi mpo 3acTocyBaHHs OOMEXEHiH KIIbKOCTI BariTHUX BKa3ylOTh Ha BIACYTHICTh
HeOa)KaHUX BIUIMBIB Mecaja3uHy Ha mepeOir BariTHOCTI abo Ha 310poB’s 1wioga Ta (abo)
HOBOHapO KeHOro. Ha choroaHi HeMae HiIKUX 1HIIUX €I1IeMIONOTIYHUX JTJAaHUX CTOCOBHO IIHOTO
npenapaty. TiUTbKH B OJHOMY BUNIAIKY IICISl TPUBAIOTO 3aCTOCYBAaHHS Mecala3sMHy y BHCOKiH
1031 (2—4 T mepopaabHO) BIPOJOBXK BariTHOCTI MOBIIOMIISIIOCH PO HUPKOBY HEIOCTATHICTH Y
HOBOHAPOJIKEHOTO.

JlocimiKeHHs Ha TBapUHAX MPH IIepopalibHOMY IIPUHOMI MeCaJla3uHy HE 3aCBIIYHIIO TPSMOTO 200
OTIOCEPEIKOBAHOTO HECTIPHUSITIMBOIO BIUIMBY Ha BAriTHICTh, PO3BUTOK eMOpiOHA/III0/NA, TTOJIOTH
a00 MOCTHATAILHUI PO3BHUTOK.

Cymnosutopii npenapary Canodanbk HEOOXiTHO 3aCTOCOBYBATH IIPOTATOM BariTHOCTI JIUIIIE TOI,
KOJIM OYiKyBaHa KOPUCTh BiJl 3aCTOCYBaHHS IEPEBAKATHME MOXIIMBUN PU3HK.

Jlakraris

N-areTui-5-aMiHOCaTiIUIOBa KUCIOTa 1 MEHILIOK MipOI0 Mecala3uH €KCKPETYIOThbCS Y TPYIHE
MoJioko. Ha chorozasi € numie oOMeKeHui J0CBIJ 3aCTOCYBaHHS IHKaM y Mepioj royBaHHs
rpyano. He MOkHA BUKITIOUMTH peakiliid TIMepUyTIUBOCTI Y TPYJHOI JUTHHU, TAKUX SK Alapes.
Otxe, cynosuropii npenapary Canoganbk MatoTh 3aCTOCOBYBATHUChH y TIEP10J] FOLyBaHHS TPYAJII0
JIUIIIE TOA1, KOJM OYiKyBaHa KOPHUCTh AJI MaTepi MmepeBakaTuMe MOXIIUBHA PU3MK JIJISl TUTUHHU.
SIK1I0 y rpyAHOT TUTHHH PO3BUHETHCS Jiapesi, TOyBaHHS TPYAIIIO CIIiJ] IPUITMHUTH.

30amuicms ennueamu Ha wWeUOKICMb peaxyii npu KepyeamHi AsMOmMpPAHCHOPMOM a0O
IHUMUMU MEXAHIBMAMU.

3actocyBanHns npenapary Canodaibk, cyno3utopiiB mo 250 mr a6o 500 Mr, He BIJTUBAE YU Ma€
JUIle He3HAYHWH BIUIMB Ha 3JaTHICTh KEPyBaTH TPAHCHOPTHUMH 3acobamu abo MpalfoBaTd 3
IHITUMU MEXaH13MaMHU.

Cnocio 3acmocysannsa ma 003u.

¥V pasi 3actocyBaHHs cyno3uTopiiB npenapaty Canodanbk Tpuui Ha 100y iX BBOIATH y MPSAMY
KUILIKY BpaHIll, BICHb 1 yBeUepl epe]i CHOM.

BaxxaHoro JiKyBaJbHOTO pe3yJIbTaTy MOXHa JOCATTH JIUIIE NPU PETYISIPHOMY 1 MOCTiHHOMY
3aCTOCYBaHHI CyNO3UTOpiiB npenapaty Canodanibk.

TpuBanicTe 3aCTOCYBaHHS BU3HAUAE JIIKap.

Lopocni ma nayienmu 1imHb020 BIiKy



JlikyBaHHS 3aTrOCTPEHb BHPA3KOBOT'O KOMITY

3aJie)kHO Bij IHIMBIAyalIbHOI KIHIYHOI ToTpedu, 2 cynmosutopis npemapary Canodansk 250 mr
abo 1 cymosutopiit npenapaty Canodansk 500 Mr BBOIATH y HpSAMY KHIIKY 3 pa3u Ha 100y
(exBiBasieHTHO 1500 Mr MecanasuHy Ha 100Y).

[TixTpuMaHHs peMicii BUpa3KOBOro KOIITY

1 cynosutopiii mpemnapaty Canodanpk 250 Mr BBOIATH y MpSAMY KHIIKY 3 pa3u Ha 100y
(exBiBazeHTHO 750 Mr Mecana3zuHy Ha J00Y).

Himu. Hemae nocTaTHIX JaHUX IPO 3aCTOCYBAHHS LIOTO JIKAPCHKOI'0 3ac00y AITAM.

Ilepeoosysanns.

€ maHi mpo PIIKICHI BHIMAAKU TepeAo3yBaHHS (HANPHUKIIAJA, HaBMHCHE CaMOT'YOCTBO IUISIXOM
npuioMy BHCOKOT IIEpOpalIbHOI 103U MeCala3uHy), Ki He BKa3yl0Th Ha HUPKOBY a00 MMEYiHKOBY
TOKCHYHICTh. CrieruiyHOTO aHTUIOTY HE ICHYE, JIKYBaHHS TOBUHHO OYTH CHMITOMATHYHHUM Ta
HiATPUMYBAJIEHUM.

Ho6iuni peaxuii.
[Ticst BBEIeHHS Mecala3uHy CIOCTEPIraauch Taki MOOIYHI peakiii:
Cucmema opeanie Yacmoma 6ionosiono 0o MedDRA
PIOKICHI oyoice piOKicHI Yacmoma
(=1/10 000; <1/1 000) | (<1/10000) Hegidoma
(HeMOoHCIUBO
OYIHUMU Ha
OCHO8I
00CMYNHUX
O0auux)
Cucrema KpoBi 1 3MiHH Yy CKJIaJll KPOB1
mimdaTryHa cucreMa (arutacTUdHa aHEMIs,
arpaHyJIoOLUTO3,
MMaHIUTOICHIS,
HeHTporeHis,
JICHKOIICHIS,
TPOMOOIIUTONEHIS)
Hepsosa cucrema ["onoBHuii 611b, [Tepudepuuna
3al1aMOPOYEHHS HelponaTis
CeprieBo-cyIMHHA Mioxkapaur,
cucreMa HEPUKAPIUT
Opranu nuxaHHs, Anepriusi Ta (pi16po3Hi
IPYJIHOI KIIITKHU Ta peakuii JereHiB
CepeOCTIHHS (BKJIIOYAIOYU JUCITHOE,
Kallesb, OpOHXO0CTa3M,
aJIbBEOJIT, JIET€HEBY
€03UHO1IIIIO,
1H(DIBTpALIiIO JIETEHIB,
MTHEBMOHIT)
HInyHKOBO-KUIIKOBHM | AGmoMiHanbHUM Ok, | ['ocTpuii maHkpeaTur
TPaKT niapes, METEOPU3M,
HYyJI0Ta 1 OJIFOBaHHS
Hupxku i opranu [Topymienns ¢pyHkuii Hedpoumitiaz*
CEUOBH/TIICHHS HUPOK, BKJIIOYAIOUH
TOCTpHUH 1 XpOHIYHUHA
IHTECTUHAIbHUN




He(pHUT 1 HUPKOBY

HEJIOCTATHICTh
[kipa 1 11 moxigH1 [TinBuieHa YyTAUBICTh | AJIOTIEIis
HIKIPY 10 COHSYHUX 1
yibTpadioneToBUX
IIPOMEHIB
(boTOUYTIUBICTB)
CkeneTHo-M s130Ba Miaunris, apTpanris,
CHUCTEMa Ta CIOJy4HI CyJIOMHU
TKaHUHH
ImyHHa cuctema Peaxuuii
rirnepuyTInBOCTi,

BKJTFOYAIOYH aJIeprivyHi
BUCHUIIAHHS,
MEINKAMEHTO3HY
rapsiaKy, CHHIPOM
YEpPBOHOTO BOBYAKA,
MAHKOJIIT

[Teuinka 1 KOBYHUNA
MIXyp

3MiHU OKa3HHUKIB
byHKLIIT TediHKn
(TiABUIICHHS PiBHS
TpaHcamiHa3 i
rapaMeTpiB 3aCTOKO
JKOBUI1), TEMIATHT,

XO0JIECTaTUYHUI

ICIaTHT, IEYIHKOBA

HEJIOCTAaTHICTH
PenponyktuBHa Ouirocriepmist
cucTemMa (ob6opoTHa)

* letanpHima iHGoOpMarlis HaBeaeHa B po3AuT «OCOOIMBOCTI 3aCTOCYBaHHS».

dorouyTnuBiCTH

Bynu noBiioMiIeHHS MO TsKKI peakiii y Malli€HTiB 13 3aXBOPIOBAHHSAMH IIKIpH, HANPHUKIAL 3

aTOIIYHUM JIEPMATUTOM 1 aTOMIYHOIO €K3EMOIO.

[ToBimoMIIEHHS PO ITII03PIOBaHI MO0IYHI peakIni

[ToBioMIEHHS MPO MiO3pPIOBaHI MOOIYHI peakiii Micias OTpUMaHHS JI03BOJY Ha peasizalliio
JIKapChbKOTO 3aco0y € ayxe BaxuuBuM. lle nae 3mMory moOCTIHHO KOHTpPOJIIOBAaTH OanaHc
KOPHUCTI/pU3HKY 3aCTOCYBaHHS JIKapChKOTo 3aco0y. MenuuHi npaliBHUKU MPOCATH MOBIAOMIIATH
po OyAb-Ki MiA03pU Ha MOOIYHI peakiii yepes3

Bundesinstitut fiir Arzneimittel und Medizinprodukte

(denepanbHUl IHCTUTYT JIKAPCHKUX 3aCO01B Ta MEIUYHUX BUPOOIB)

Binnin ®apmakoHarisiay

Kypt-TI'eopr-Kizinrep-Asii 3

53175 boun

www.bfarm.de

Tepmin npuoamnocmi. 3 poxu.
He Mo>kHa 3acTOCOBYBATH MiCIIs 3aKiHYEHHS TEPMiHY MPUIATHOCTI, 3a3HAYSHOT0 Ha YMAKOBIII.

YmoBu 30epiranus.


http://www.bfarm.de/

30epirati y HEAOCTYIMHOMY s JiTed wmicui. 30epiratu npu Temmeparypi He Bume 30 °C.
306epiraTy B OpUTiHATBHINA YITAKOBIII SIS 3aXUCTY Bij CBITIIA.

¥YnakoBka. [1o 5 cynmo3uTopiiB y cTpui, o 2 CTPUITH B KOPOOIIl 3 KAPTOHY.
Kareropis Bixmycky. 3a perientom.

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

Micue3naxonxeHHs1 BHPOOHHKA TA ajpeca Micls NPOBaKeHHS HOro AiIbHOCTI.
JlstinenBebepiTpacce 5, 79108 dpaiidypr, Himeyunna / Leinenweberstrasse 5, 79108 Freiburg,
Germany.



