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IHCTPYKIIIS
JJISl MEAUYHOT0 32CTOCY BAHHA JIIKAPCHKOro 3aco0y

BOBOTHK
(BOBOTIC)

Cknao:

Oiloua peyosuna: CUMETUKOH (IMMETHMKOH, aKTHBOBaHHM KpeMHio nmioxcumom y Burisimi 30 %
eMYJIbCIT);

1 M1 emynbeii MICTUTh CUMETUKOHY (IMMETHKOH, aKTUBOBAHHU KPEMHIIO HIOKCHIOM y BHMIIA 30 %
eMyJscii) 66,66 Mr; 1 M1 MicTUTE pUOIM3HO 27 Kparnelb;

0onomigicHi pewosuHU. CaxXapyUH HATpilo, HATpil0 KapMmeno3a, MmeTwminaparigpokcudensoar (E 218),
npominnaparigpokcubenzoar (E 216), xuciora JUMOHHAa MOHOTIApAT, apoOMAaTH3aTOp MAaJIHHOBHIA
(eranon 96 %, cnUpPT 130IPOMIIOBHIT, apOMAaTUYHI PEUYOBUHH), BOJA OUHIICHA.

Jlikapcbka ¢popma. Kparuti opanbHi, eMybcis.
OchogHi hisuxo-ximiuni enacmueocmi: TycTa HEIPO30pa eMyJIbCist OilyBaToro abo CBiTJIO-KPEMOBOTO
KOJIBOPY 31 COJIOAKO-KHUCIIMM CMaKOM Ta MaTHHOBUM 3aIlaxoM.

dapmakoTepaneBTHYHA rpyna.

3acobu, 110 3aCTOCOBYIOTHCS IPH (PYHKIIOHATBHUX Ty HKOBO-KHIIIKOBUX PO3JIajax.
Kon ATX A03A X13.

DapmaKonoiyni enacmueochii.
DapmaroouHamika.

CuMeTHKOH (aKTHMBOBaHHMM JIUMETHKOH) — Ii¢ KOMOIHAI[if METHIHOBAHMX JIHIMHHUX CHIOKCAHOBHX
noJIiMepiB, cTalili30BaHUX TPUMETHIICHIOKCUIOBUMH TIpyIIaMH 3 KPEMHIIO JIOKCHIOM. 3HHKYIOUH
IIOBEPXHEBE HATATHEHHS Ha KOPJAOHI po3ziiny (a3, YCKIaJHIOE YTBOPEHHS 1 CHpHSE PyHHYBaHHIO
ra3oBux Oynp0alloOK y SKUBMIBHIM CycleH3ii Ta ciau3y nuryHkoBo-kuinkoBoro Tpakty (LLIKT). I'aswm,
I[0 BUBUIBHSIOTECS IIPH [{BOMY, MOXKYTh IOTIMHATUCS CTIHKAMH KHIIEYHHKY a00 BUBOJUTHCS 3aBISKH
nepuctanpTHli. Ile 3amobirac yTBOPEHHIO BEJIMKHX Ta30BO-CIM30BHX KOHIJIOMEPATiB, IO
CIIpUYHHAIOTE OousicHe 31myTTsa. [Ipm como- i pentrenorpagii 3amobirac BHHHKHEHHIO ae(EKTiB
300paXKeHHS; CIpPHUSE KpPalloMy 3pOIILYBAaHHIO CIHM30BOI OOOJOHKH TOBCTOI KHIIKH KOHTPACTHHMH
npenapaTaMmy, epeIIKOHKAI0OUH PO3PUBY KOHTPACTHOT ILTIBKH.

Dapmakoxinemuxa.

CHMETHKOH HiCIsI IIEpOpaIbHOTO 3acToCyBaHHS He BCMOKTYEThCs 3i IIIKT i BUBOAMTHECS 3 Kajom y
HE3MiHEHOMY BHIJILIi. BHacnmizok XiMiuHOT iHEpTHOCTI He BILIMBAE Ha MIKpOOpPraHi3MH i depmenTy,
HasBHi y IIIKT. He 3MenIIye BcMOKTyBaHHs 1Ki, HE 3MIHIOE peakilito i 06’em LTy HKOBOLO.COKY.

Kuainivni XxapakTepucTHKH.
Ilokazanna.



e CumnToMaTHy4HE JIIKyBaHHS IPU cKaprax 3 OOKy IITyHKOBO-KHIIKOBOTO TPAaKTy, IOB’S3aHHX i3
ra30yTBOPEHHSIM, HANPUKJIAJ IIPU METEOPH3Mi, B TOMY YHCIII y HIiCJISONEpaIliifHU#N epiof; KOTiKu
Yy HEMOBJIAT.

e JSIx nonomikHMH 3aci® Npu NIPOBENCHHI NIarHOCTUYHUX JOCIIKEHb OpraHiB YepeBHOI IIOPOIKHUHH
1 Mamoro Ta3a (peHTreHorpadis, yJNbTpa3ByKOBE MOCIIIKEHHS) Ta IIATOTOBKA JI0
racTpoayOIEeHOCKOIII.

e Ik miHOraCHUK IPH IHTOKCHKAIISIX ITOBEPXHEBO-aKTHBHUMHU PEYOBUHAMH (IIPaTbHI MOPOLIKH abo
MHUIOYi 3aco0n).

Ilpomunokasanna.
e [ligBuIIeHa Yy TIMBICTE 10 CHMETHKOHY Ta/ab0 0 OyAb-sIKUX iHITMX KOMIIOHEHTIB IIperapary;
® IIOBHA KHIIIKOBA HENPOXiAHICTE.

B3zaemooia 3 inmumu nikapcokumu 3acodamu ma iHuii 6uou 63aEmMooill.

MosxuBe MOPYIICHHS! BCMOKTYBaHHSI IIEPOPATHHIX aHTHKOATYJISTHTIB.

OpHoyacHe 3aCTOCYBaHHS CHMETUKOHY 1 IPOHOCHHMX 3aco0iB, IO MICTATH MiHEpalbHY OJIiIO
(mapadin), HE PEKOMEHIYETHCS, OCKIIBKH 3MILIyBaHHS LUX PEUOBHH IMPHU3BOAUTH IO 3MEHIICHHS
€(EKTUBHOCTI CUMETHKOHY .

JIeBOTUPOKCHH MOXE 3B’SI3yBaTHCS 31 CUMETHKOHOM. TOMY MOJXE IOpPYIIYyBAaTHCS BCMOKTYBaHHS
JIEBOTUPOKCHHY IIPH OJHOYACHOMY 3aCTOCYBaHHI 31 CHMETHKOHOM Y HEMOBJIAT IIPU 3aXBOPIOBAHHSIX
IUTOBHIHOI 3AJI03H.

Ocobnusocmi 3acmocyeaHHA.

ITpu mepmiii mosiBi Ta/abo CTIMKHUX cKaprax Ha IOPYUIEHHS 3 OOKY YE€pPEBHOI IOPOXKHUHU HEOOXiAHO
MPOBOJUTHU KJIHIUHE OOCTEIKEHHS.

Jlixapcbkuit  3aci® cimix 3 OOEpEeXXHICTIO 3aCTOCOBYBAaTH MaLli€HTaM 3 OOCTPYKTHBHHMH
3axBoproBanHsMu IIKT.

Bo6oTHK HE MICTHTB I[yKpY, TOMY HOTr0 MOXXHA 3aCTOCOBYBAaTH XBOPUM Ha I[yKpPOBHH miaber.

He pexoMeHIy€eThCs MUTH ra30BaHi HAMOI y IEPioj 3aCTOCY BaHHS JIIKAPCHKOTO 3ac00y.

ITpuitom npenapaTy MOKE CIIOTBOPUTH Pe3yJIbTaTd ACSIKUX JIarHOCTUYHUX TECTIB, HAIIPHKIIAJT TECTY 3
BHUKOPUCTAHHSM I'BasiKOBOI CMOJIH.

[Tpu moBTOpHIH MOsABI cKapr abo npu TpuBanux ckaprax 3 6oky IIKT ciinx 3BepHyTHCS 10 JTiKaps.
Jlikapcekuit 3aci6 Mictuth Metmmmaparigpoxcudenszoar (E 218) 1 mpominmaparizpoxcubensoat
(E 216), mo Moke COPUYHHHUTH aJIeprivHi peakilii, B TOMY YHCJIi peakiii yIIoBiIbHEHOTO THITY.
Jlixapcepkuit 3aci6 MicTUTh MeHIIe 1 MMOJb Hatpito (23 mr) Ha 1 Mit, TOGTO, 11O CyTi, BiH HE MICTHUTD
HaTpiio.

JlixapcpKuit 3aci0 MICTHTh HEBEIHMKY KIJIBKICTh €TaHoIy (CIupTy), MeHe 100 Mr Ha 1 M1 po3uHHY.

3acmocysanns y nepioo eazimnocmi abo 200yeanis 2pyooio.

Jlotenep HeMae JaHUX NPO T€, L0 CHMETUKOH UYHHHUTH TEPATOTEHHY a00 eMOpIOTOKCHYHY IifO.
MosxnBe 3aCTOCYBaHHsI IIperapary y Iepiof BariTHocTi abo rojyBaHHS IPYUIIO 3a IPH3HAYEHHSIM
JIKapsL.

30amuicmy enaueamu Ha wWEUOKICMb pearyil npu KepyeamHi aBMOmMpAHcnopmom abo iHwumu
MexaHismamu.

[Tpenapat He BILIMBaE a0 YHHUTH HE3HAYHWH BIUIMB HA 3JATHICTH KEpyBaTH aBTOTPAHCIIOPTOM abo
IHIIUMH MeXaHi3MaMHu.

Cnocio 3acmocy8anHa ma 003u.

[IpenapaT 3aCTOCOBYBaTH BHYTPILIHBO MIC/ISI KOHCYJIBTALT 3 JIIKApEM.

I[Tepen 3acTocyBaHHSAM 300BTAaTH 10 OTPUMAHHS OTHOPIAHOT €MYJIbCIi. ]

[[106 ToYHO BimMipATH O3y MpEmapary, Mif Jac 3aKaryBaHHs (IAKOH CJIil TPHMAaTHBEPT

[Tpenapat npuiiMaty mijx gac abo micis iny, a y pa3i HeoOXiZHOCTI — Ieper CHOM. ; o '
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Ilpu posnaoax 3 6oky LIKT, cnpuyunenux niOGUWeHUM HAKONUYEHHAM 2a3i6, HANPUKIAo npu
Memeopuami, npu KONIKAx Y HeMOGISAM:
[Ipenapat 3a3Buuail 3aCTOCOBYIOTH Hicis inu 3-5 pa3iB Ha 700y (y TOMY YHCIII ITepel CHOM):

e gniTsaM BikoM 10 1 poky momaBaT IO 16 Kpamenpb y IUISINKY 3 JUTSYMM XapdyBaHHSAM IIpH
KOXXHOMY TOJIyBaHHI YM 3a JOIMOMOIOI0 MaJIEHBKOI JIOXKKH, JaBaTH 0 ab0 MICNsl roJyBaHHS
IpyUIIo;

e niTsaM BikoM Bix 1 10 6 pokiB — o 16 kpanens 3-5 pasis Ha 100y,

e miTsaM BikoM Bix 6 10 14 pokiB — o 16-32 xpami 3-5 pa3iB Ha 700y;

e niTaM BiKOM Bix 14 pokiB Ta nopocinum — 1o 32 kpamii 3-5 pasis Ha 100y.

JInis 3py4HIIIOro 3aCTOCYBaHHS IIpenapaTy MaJICHBKUM JiTSAM HOro MOKHa 3a3JlaJierisip 3Milnatd 3
HEBEJIMKOIO KINBKICTIO KHUII'SIUEHOI OXOJIOJKEHO! BOIM, AUTSUYOrO XapdyyBaHHS ab0 HerasoBaHOI
piauHU.

TpuBanicTh JIiKyBaHHSI 3aJIEKUTE BiJl HASIBHOCTI CKapr Ta BUPILIY€EThCS JIIKAPEM 1HIUBITyaJIbHO.

1liozomoeka 00 diaznocmudHux npoyeoyp:

- PeHmM2eHOoN02iYHi Q0CNIOJNCEHHS, YIbMPA38YK08A 0ideHOCMUKA

3a oMH JEHb JI0 JOCIHI/DKEHHS IIpU3HAYaTH JopociauM mo 32 kpamii 3 pasu Ha 100y 1 0JHOPa30BO
32 xpamuti BpaHIli Iepen HOro NpoBEAeHHSM. SIK JONATOK JO CYCIEH3ii KOHTPACTHUX PEUOBUH
nopocnuM nomaBatH 64-128 xpamens boGortukxa (2,4-4,8 M) Ha 151 KOHTpacTHOI cymimni st
OTpUMaHHsI 300paXK€HHS 3 TOJIBINHUM KOHTPACTYBaHHSIM.

- 2acmp0o0y00eHOCKONisL

[Tepen nmpoBeneHHSIM €HIOCKOMIT 3acTocoByBaTH 64-128 xpanens (2,4-4,8 mn) BoboTtuka.

ITix yac eHmOCKOIiT MOXKHA, Y BUIIAAKY HEOOXiTHOCTI, BBECTH KiJIbKa MIJILJIITPIB eMyJIbCii uepe3 KaHasi
€HJIOCKOIIA JUIS YCYHEHHS ITyXHUPIB ra3y, 110 CIPHYHHSIE IePEIIKOIH IPH JOCIIHKESHHI.

Ak aumudom npu ompyenuax NOGEPXHEEO-aKMUGHUMYU Pe4OBUHAMU

V BUNaAKy OTPYEHHS MHIOYMMH 3ac00aMu IITAM 3acTocoByBaTH Bix 1,5 mo 6 mu (40-160 kpanens a6o
no 1/5 Bmicry ¢uakoHa) nmpenapary, a JopociuM — Bix 6 xo 12 miut npenapary (six 1/5 mo 2/5 Bmicry
¢axona).

Bo6oTHK MOKHA 3aCTOCOBYBATH TaKOX Y HicisonepaniiHoMy nepioi.

[Tpu moBTOpHOMY BHUHHMKHEHHI nopymeHs 3 6oky IIIKT ta/aGo y Bumaaky iX TpHBaJIOro Xapakrtepy
CJIiJI IPOBECTH KJIiHiYHE 0OCTEKESHHSI.

Mimu.

[TpenapaT MOxHa 3aCTOCOBYBATH y MeNiaTpUYHIN IPaKTHUIL.

Ilepedosyeanna.

[Tpenapar ximMiuHO iHepTHHH 1 HE BeMOKTyeThest 31 [IIKT.

Hotenep BimoMocre#l npo nepeno3yBaHHs boOotukoM Hemae. Y pa3i BHIIAJKOBOrO NepeOibIICHHS
PEKOMEH/IOBAHUX J03 CJIiJ] 3BEpHYTHCS 0 JIiKapsl.

Y pasi eunuxnenns nezeuunux peaxyiii ciio 36epuymucs 00 NiKaAps woo0o nodaANbLULO20 34CMOCYBAHHS
npenapamy.

Ilobiuni peaxyii.

B okpemux BuUnaaxax Ipu 3aCTOCyBaHHI Ipenapary CIIOCTEpirajaucs MKipHi peakiii rinepyyTIHBOCTI,
BIUIIOYAIOYH CBEPOiXK, IIKipHE BUCUIIAHHS, KPOITUB’ IHKY.

[Tpu mpuitomi npenaparty B peKOMEHJIOBaHUX J03aX MOOIUHMX JIilt He OYyJI0 BUSBIICHO.

Ilogioomnenns npo nioospiosani nobiuni peaxyii

[ToBimomuteHHS PO MifO3proBaHi MOOIYHI peakilii Micis peecTpauii JiKapchKoro 3acody BimirparTh
BaXJIUBY poiib. Lle nae 3Mory npo/1oB)XyBaTH CIIOCTEPEKEHHS 3 CIIiBBIIHOMICHHSIM KOPHCTL T PU3HKY
3aCTOCYBaHHSI JIIKAPCHKOT0 3aco0y. HpaIllBHI/IKI«I rajy3i OXOpOHH 3JI0POB’Sl TIOBHHH] 11013“&(0 I SITH “TIpo
Oyib-sIKi 1MiM03proBani moGiuHi peaxiii. ‘é &, ,/’f\_ \v‘( =

Tepmin npuoamnocmi. 3 poxu.



TepMin npugaTHOCTI Micist BiGKPUTTS (hJ1akoHa — 2 Micsil.
He 3acTocoByBarty micis 3aKiHYeHHS TEPMiHy IPHIATHOCTI, BKA3aHOTO HA YIIAKOBIIi.

¥YmoBu 36epiranns.
36epiraty B OpHriHabHIl yIakoBui pu Temneparypi He Bumie 25 °C.
36epiraté B HEOCTYITHOMY JUIs AiTel MicCIli.

YnakoBka.

IIo 30 M1 y pnakoHHU 3 TEMHOTO CKIIa 3 IOJIETHICHOBOIO IPOGKOIO-KpaneabHUIEIO i MOJTieTHICHOBOIO
KPHIIKOIO, 10 3aKPy4y€EThCS.

OnuH (nakoH y KapTOHHIN KopoOii.

Kareropis Bignycky. be3 penernra.

Bupo6Huk.

QapmareBtrunuit 3asoa “TIOJIbOAPMA” C.A. /

Pharmaceutical Works POLPHARMA S.A.

MicuesHaxomxeHHss BUPOOHHKA Ta ajpeca Micusi NPOBAKEHHs HOro AisJIbHOCTI.
Bimnin Menana B Cepansi, Bys1. Bragucnasa Jlokerka 10, 98-200 Cepang, ITomnsma /
Medana Branch in Sieradz, 10, Wladyslawa Lokietka Str., 98-200 Sieradz, Poland

Jarta octannboro neperysay. 03.01.2025.
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