IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BOBOTHK

(BOBOTIC)

CKnao:

ditoua peyosuHa: CAMETUKOH (IUMETHKOH, aKTUBOBaHUU KpeMHit0 giokcupoM y Burmisami 30 %
€MYJIbCil);

1 M7 eMynbCil MiCTUTE CHUMETUKOHY (DMMETUKOH, aKTUBOBAHUM KpeMHilo miokcupoM y Burisaai 30 %
eMyJIbCii) 66,66 Mr; 1 M MiCTUTb TPUONIU3HO 27 Kpaleb;

0onomidcHi peyo8UHU: CaXapuH HATPilo, HAaTPil0 KapMesno3a, MeTunnaparigpokcubdensoart (E 218),
npominnaparigpokcu6ensoat (E 216), kucnoTa TMMOHHA MOHOTiIpaT, apoOMaTU3aTOP MaJMHOBHH
(eTaHon 96 %, COUPT i30MpPOMIiNOBUY, apOMaTHUYHI PEUOBHUHHU), BOJa OYHUIIEHA.

JIikapcbKa ¢opma. Kpari opanbHi, eMynbcis.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: TycTa HeIIpo3opa eMyJbCis 6inmyBaToro abo CBiTI0-KPeMOBOT'0
KOJIbOPY 3i COJIOAKO-KKCIIUM CMaKOM Ta MaJIMHOBUM 3allaxoM.

®apMakKoTepaneBTUYHA I'pyna.
3aco06wu, 1110 3aCTOCOBYIOTHCS MTPY (PYHKITIOHAIBHUX IITYHKOBO-KUIITKOBUX PO37Iafax.

Kom ATX AO3A X13.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOduHamika.

CHUMeTHKOH (aKTHBOBAHHUH JUMETHKOH) - I1e¢ KOMOiHallisl MeTHUJIbOBAaHUX JIIHIHHUX CUJIOKCAHOBUX
noJiiMepiB, cTabinizoBaHUX TPUMETHUIICUIIOKCUTIOBUMY I'PyIaMy 3 KPEMHII0 HiOKCUIOM. 3HUKYIOUU
IIOBEPXHEBE HATATHEHHS Ha KOPHOHI PO3Miny (a3, yCKIafHIOE YTBOPEHHS i CIIPUsIE PYUHYBaHHIO
ra3oBux Oyb0allloK Yy XKUBUIbHIM CYCIIeH3il Ta CIU3y MITYHKOBO-KUIIKOBOTO TpakTy (IIIKT). 'a3wu, 1o
BUBIJIbHAIOTHCS IIPH IIbOMY, MOXKYTb ITOTJIMHATUCS CTiHKAMM KHAIIEYHUKY a00 BUBOOUTHUCS 3aBIIKU
nepucTanbTulli. Lle 3anobira€ yTBOpeHHIO BEIMKUX I'a30BO-CIN30BUX KOHTJIOMEPATIB, 110
CIPUYMHSAIOTE 60micHe 30yTTs. [Ipu coHO- i peHTreHorpadii 3anobirae BUHUKHEHHIO Ae(deKTiB
300paXkeHHs; CIPUSE KPaIloMy 3POIIyBaHHIO CIIM30BOi 000JIOHKY TOBCTOI KUAIITKYA KOHTPACTHUMU
IpernapaTtaMy, IepelKogXXKaldy PO3PUBY KOHTPACTHOL MJTiBKY.



dapmakoKiHemuka.

CHMEeTHKOH IIiC/IS TEPOPAJIbHOr0 3aCTOCYBaHHS He BCMOKTY€EThCS 3i LIIKT i BUBOOUTECS 3 KAJIOM y
He3MiHeHOMY BUTJISAAI. BHACTiAOK XiMi4HOI iHEPTHOCTI He BIIMBA€E Ha MIKpOOpraHi3Mu i pepMeHTH,
HasBHi y IIIKT. He 3MeHIIye BCMOKTYBaHHS 1XKi, He 3MiHIO€ peakiliio i 00’eM IITyHKOBOTO COKY.

KniniuHi XxapakKTepHCTHKH.
Iloka3anus.

CuMmnToMaTUYHEe JiKYBAaHHS MPU CKaprax 3 O0KY IITyHKOBO-KUIIKOBOI'O TPAKTY, OB’ I3aHUX i3
ra30yTBOPEHHSM, HallpUKJIaf IIpU MEeTeOpU3Mi, B TOMY YHUCIIi Y HiCIs0NepaliiHuy epion; KOIiKY y
HEMOBJISAT.

K momomiHMY 3aci0 MpPHU IPOBeIeHHI JiarHOCTUYHUX MOCIIiIXKEeHb OPraHiB YepeBHOi
IIOPOXKHUHMY 1 Manoro Tasa (peHTreHorpadisi, yabTpa3ByKOBe JOCTiOKEHHS) Ta MiATOTOBKA [0
racTpOAYOfeHOCKOTIIii.

4K miHOraCHMK IIPU iHTOKCHUKAIIISIX ITIOBEPXHEBO-aKTUBHUMHU PEUYOBMHAMHU (IIpaibHi MOPOIIKA
abo0 Mu0UYi 3acobn).

IIpomunoka3aHHA.
[TifgBuINeHa YyTIUBICTh IO CUMETUKOHY Ta/abo [0 Oyab-sSKUX iHIINX KOMIIOHEHTIB IIpenapary;

IIOBHA KUIIIKOBA HEMIPOXiAHICTE.

B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
MoxrBe IOPYIIeHHS BCMOKTYBaHHS ITepOPaIbHUX aHTUKOATYIISHTIB.

OpgHOYacHe 3aCTOCYBaHHS CHMETUKOHY i IPOHOCHUX 3ac00iB, 1110 MiCTATh MiHEPAJIbHY OJIi0
(mapacdiH), He peKOMEHIYETHCS, OCKIIbKY 3MIllTyBaHHS IINX PEYOBUH IIPU3BOAUTH [0 3MEHIIEHHS
e(peKTUBHOCTI CUMETHKOHY.

JIeBOTUPOKCHUH MOXKe 3B’SI3yBaTUCS 3i CHMETUKOHOM. TOMYy MOXKe IOPYIIyBaTHCS BCMOKTYBaHHS
JIEBOTUPOKCHUHY IIPU OJHOYACHOMY 3aCTOCYBaHHi 3i CUMETUKOHOM Y HEMOBJISIT IIPU 3aXBOPIOBAHHSIX
IMUTOBUIOHOIL 3aJI03H.

Oco6.1ueocmi 3acmocyeaHHsi.

[Tpu nepimi# mosiBi Ta/abo CTIMKKUX CKaprax Ha MOPYIIeHHS 3 60Ky YepeBHOI IMOPOXKHUHY HeoO0XimHO
IIPOBOIUTH KIiHiYHE 00CTEXKEHHS.

Jlikapcekui 3acib cif 3 06epeXHiCTI0O 3aCTOCOBYBATH TallieHTaM 3 00CTPYKTUBHUMMU
3axBoproBanHaMH [IIKT.



Bo6oTHK He MiCTUTD I[yKPY, TOMY HOT0O MOXXHa 3aCTOCOBYBATH XBOPUM Ha IIyKPOBU fiaberT.
He pexoMeHOyeThCS IUTH ra30BaHi HAIol y mepiof 3acTOCyBaHHS JTiKapChKOTO 3aco0y.

[Tpuiiom npemnapaTy MOXKe CIIOTBOPUTH Pe3yIbTaTU AeSKUX NiaTHOCTUYHUX TECTiB, HAIIPUKJIIA[ TECTY
3 BUKOPHUCTAHHSIM I'BasIKOBOi CMOJIH.

[Tpu noBTOpPHIM mMOsABI cKapr abo npu TpuBanux ckaprax 3 6oky LIKT crif 3BepHYTHCS OO JiKaps.

Jlikapcekui 3acid mictuTh MeTunnaparigpokcubensoar (E 218) i mpominmaparigpokcubeH3oaT
(E 216), mo MoxKe CIPUYUHUTY ajieprivHi peakilii, B TOMy YMCIIi peakilil yIIOBiIIbHEHOTO THUITY.

Jlikapcekuit 3acib mictuTh MeHIe 1 MMoyb Hatpito (23 Mr) Ha 1 My, ToOTO, IO CYTi, BiH HEe MICTUTD
HaTpito.

Jlikapcekui 3acib MiCTUTh HEBEJIUKY KiNbKicTh eTaHONy (cnupTy), MeHie 100 Mr Ha 1 M1 po34uny.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

IoTemnep HEMa€E OAaHUX PO Te, 1[0 CUMETUKOH YMHUTh TePaTOreHHy a00 eMOPiOTOKCUYHY
miro. MoX7rBe 3aCTOCYBaHHS IIpelapary y Mepiof BariTHOCTI abo rogyBaHHSA TPYAAI0 3a
IIpU3HAYEHHSIM JIiKaps.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

[Ipenapat He BIMBa€ ab0 YMHUTH HE3HAYHUM BIIJIUB Ha 3[[aTHICTh KEPYBaTU aBTOTPAHCIIOPTOM abo
iHIIIMMM MeXaHi3MaMHU.

Cnocib 3acmocyeaHHsi ma do3u.

[TpemapaT 3aCTOCOBYBATH BHYTPIIIHbBO IiC/IsT KOHCYJIbTAll 3 JIiKapeM.

[Tepepn 3acToCcyBaHHSIM 300BTATH 00 OTPUMAHHS OMHOPIAHOI eMYyJIbCil.

[ITo6 TouyHO BimMipsTH HO3Y IIpemapary, Iif Yac 3aKamyBaHHS (HJIaKOH CIIifl TPUMAaTH BePTUKAJIBHO.
[Tpenapar mpuiimaty mif yac abo micns ifu, a y pasi Heo6xigHOCTI - mepes CHOM.

IIpu po3aadax 3 60ky LIKT, cnpudyuHeHux ni08uW,eHUM HAKONUYeHHAM 2ad3i8, Hanpuk.1ad npu
Memeopu3Mi, Npu Koaikax y HeMmoeasim:

[Ipenapat 3a3BUYal 3aCTOCOBYIOTH Iicys igu 3-5 pa3iB Ha mo6y (Y TOMY YHCJIi Tepen CHOM):

e MTSM BIKOM IO 1 POKYy momaBaTH I10 16 KpaIiejib y HIISAMIKY 3 JUTAYUM XdPYyBaHHAM IIPU
KOXKHOMY I"OJIYBaHHi 9H 3a OOIIOMOT OO MaJIeHbKOI1 JIOZKKH, TaBaTHu OO abo micis TOOYBAaHHA
IpyAno;



e miTsaM BikoM Bif 1 mo 6 pokiB - mo 16 kpamens 3-5 pa3iB Ha m00y;
e QiTsiM BikKOM Bif 6 mo 14 pokiB - mo 16-32 kparmii 3-5 pa3iB Ha go0y;
e miTsiM BikoM Bif 14 pokiB Ta mopociuM - 1o 32 Kpari 3-5 pasiB Ha go0y.

[l1s 3py4HILIOro 3aCTOCYBaHHS MpernapaTy MaJleHbKUM HiTSM MOr0 MOXKHa 3a3[ajierigb 3MilaTu 3
HEBEJIMKOIO KiTbKiCTIO KU TY€HOI 0X0JIOMIZKEHO0I BOOY, IUTSIYOr0 XapuyBaHHs a00 Hera3oBaHOI
pimuHH.

TpuBaicTh JIiKyBaHHS 3aJI€2KUTh Bil HASBHOCTI CKapr Ta BUPILIYETHCS JIiKapeM iHOUBiAyasbHO.

ITioecomoska 0o diazHOCMUYHUX NPouedyp:
- PEHM2eHO0102I4HI 00CAI0HCeHHA, y1bmpa3syKoead 0iadeHOCmuKda

3a OfMH JOeHb [0 [OCTigXeHHS MpU3HayaT JopocauM mo 32 KpamnJi 3 pa3u Ha fo0y i oqHOpPa3oBo
32 KpaIji BpaHIli lepef K0ro MpoBefeHHAM. K OOJaTOK A0 CyCIeH3il KOHTPaCTHUX PeYOBUH
mopocnuM mopmaBatu 64-128 kpanens bobortuka (2,4-4,8 mi) Ha 1 1 KOHTPACTHOIL cyMmini st
OTpUMaHHS 300pakeHHS 3 MOJABIMHUM KOHTPACTYBaHHSIM.

- 2acmpodyodeHocKonis
[Tepen mpoBeneHHSIM eHAOCKOIII 3acTocoByBaTu 64-128 kpamnens (2,4-4,8 min) BoboTuka.

[Tig yac eHOOCKOIIii MOXKHa, V BUMIa[IKy HE0OXimHOCTi, BBECTH KillbKa MIiMliNliTpiB eMyJbCil Yepe3 KaHam
€HJIOCKOTIa [JI9 YCYHEHHS NyXUPiB ra3dy, 10 CIPUYNHSE IePElIKOOU IPU AOCIIiIXKEeHHi.

STk aHmudom npu ompyeHHAX N0BEPXHEB0-AKMUBHUMU PEYOBUHAMU

Y BUDAAKy OTPYEHHS MUIOYUMM 3acobaMu [iTsiM 3acTocoByBatH Bif 1,5 mo 6 mit (40-160 kpamens a6o
oo %] BMiCTy (1aKOHa) IIpemnapary, a JOpociauM - Bif 6 mo 12 mi npenapaty (Bin %] hife) =] BMICTY
dbmakoHa).

Bo60TuK MOXKHa 3aCTOCOBYBAaTH TaKOXK Y IiCIsonepaliiHoMy Iepiofmi.

[Tpu noBTOPpHOMY BUHUKHEHH] nopymens 3 60Ky IIKT Ta/abo0 y BUnafKy ix TpUBaIOro XxapakTepy CIifg
IIPOBECTHU KIIiHiuHe 00CTeXeHHS.

Himu.

[IpemapaT MOXKHa 3aCTOCOBYBaTH y NediaTPUYHINM IPaKTHUL.

Ilepedo3yeanns.
[Ipemapat XiMiYyHO iHEepTHUY 1 He BCMOKTY€eThCA 31 IIIKT.

HoTemnep BimoMocTel MMpo nepeao3yBaHHs bo6oTukoM HeMae. Y pa3i BUITafKOBOTO epebinbiieHHs



PEKOMEHIOBaHMX 03 CITifl 3BePHYTHUCS IO JTiKapsi.

Y pasi BuUHUKHEHHA He38UYHUX pedakuil cai0 386epHymuca 00 aAikapa w000 nodasibuo20
3acmocyeaHHs npenapamy.

ITob6iuHi peakuii.

B okpemux BuIafikax IIpu 3aCTOCYBaHHI IIpenapaTy CIOCTepiraaucs WKipHi peakilil rinep4yTIUBOCTI,
BKJ/TI04al0YX CBepOixXK, IIKipHEe BUCUIIAHHS, KPOIIKUB THKY.

[Tpu mpuiiomi mpenapaTy B peKOMEHJ0BaHUX [03aX MMOOIYHUX [Iift He OYJI0 BUSBIIEHO.
ITogidomaeHHs npo nido3prosaHi nobiuHi peakuyii

[ToBimoMneHHs PO Migo3pioBaHi mobiyHi peakuii micis peectpatii mikapcbkoro 3acoby BigirpaimoTh
BaXX/IMBY poJib. Lle mae 3Mory mpogoBXKyBaTH CIIOCTEPEXKEHHS 3a CIIBBIAHOIIIEHHAM KOPHUCTI Ta
PU3HKKY 3aCTOCYBaHHS JTiIKApChKOTO 3aco0y. ITpalliBHUKY ramy3i 0XOpOHU 300POB’sI MOBUHHI
MOBiIOMIATH PO OyAb-5IKi Migo3pioBaHi Mo0iyHi peaxiiii.

Tepmin npudamHocmi. 3 POKW.

TepMmiH DIPUAATHOCTI MiC/IsI BITKPUTTS
¢d1akoHa - 2 MicsIii.

He 3acTocoByBaTu micns 3aKiHYeHHS TEPMiHY IPUOATHOCTI, BKA3aHOI'0 Ha yIIaKOBIIi.

YMoBH 30epiraHHsi.

30epiraTtu B OpuriHaabHiY yIaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu B HEOOCTYIIHOMY IJISI OiTEW MiCIIi.

YnakoBka.

[To 30 Mn y ¢h1akoHU 3 TEMHOT'O CKJIa 3 MOJIieTHIEHOBOIO ITPOOKOI0-KPaIeIbHUIIEIO i IT0JTie TUIIeHOBOIO
KPUILKOIO, III0 3aKPy4yETHCH.

OpuH (riakoH y KApTOHHIN KOpOOIIi.



Kareropis Bignycky. bes peiernra.

BUpOOHHK.
®apwmaneptuunuii 3ason “TIOJIbGAPMA” C.A. /

Pharmaceutical Works POLPHARMA S.A.

Miciie3HaxoIKeHHsI BUPOOHHKA Ta afipeca MicIisi IPOBaXKeHHS HOr0 Tis/IbHOCTI.
Bipmin Megana B Cepapgi, Byn. Bnagucnasa JIoketka 10, 98-200 Cepang, [Tonsima /

Medana Branch in Sieradz, 10, Wladyslawa Lokietka Str., 98-200 Sieradz, Poland



