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IHCTPYKUIA
ryreAH'1Horo 3aCTOCYBaHHH JliKapcbKoro 3ac06y

BOEOTHK
(BOBOTIC)

CæaaÖ.•

Düoqa peti06tma.• CVIMeTHKOH (AMMeTHKOH, aKTHBOBaHHM KPeMHi10ÅiOKCHÅOM y BHPJ151Åi 30 %
eMYJ1bcii);
1 MJI eMYJ1bciiMiCTHTb CHMeTHKOHY (AHMeTMKOH, aKTHBOBaHHÜ KpeMHii0 ÅiOKCHÅOM y BHPJ1%Åi30 %
eMYJ1bcii) 66,66 Mr•, 1 MJI MiCTHTb TIPH6JIH3HO27 Kpanenw,
DonoMi%Hi peqogunu.• caxapHH HaTpiK), HaTpi10 KapMeJ103a, MeTunnaparimp0Kcu6eH30aT (E 218),

nponinnaparinp0Kcn6eH30aT (E 216), KHCJIOTa JIHMOHHa M0HorimpaT, aporvraTH3aTop MUIHHOBHÜ
(eTaHOJ1 96 %, CIIHPT i30nponiJ10BMii, apoMaTHH1--1i peHOBHHH), Boma oqmueHa.

Jlil€apcbl€a Kparmi opaJ1bHi, eMYJ1bci%.
Ocuogni d)i3wco-xiMit1Hi gnacmugocmi: rycTa Henp030pa eMYJ1bci516iJIYBaToroa60 CBiTJIO-KpeMOBOEO

KOJIbOPY 3i COJIOÅKO-KHCJIHM CMaKOM Ta MUIHHOBHM 3arraxoM.

(DapNNK0TepaneBTHt1Ha rpyna.
3ac06H, 1110 3aCTOCOBYYOTbC51 (l)YHK11iOHU1bHHX LLIJIYHKOBO-KHIIIKOBHXp03J1aAax.

ATX A03A X13.

Oap,umconoeit1Hi enacmugocmi.
(I)apmcucoöunauvtüca.
CHMeTHKOH (aKTViBOBaHHM AHMeTMKOH) — I-le KOM6iHauiH MeTHJ1bOBaHHX JliHiÜHHX CHJIOKCaHOBHX
110J1iMepiB, CTa6iJ1i30BaHHX TPHMeTHJICHJIOKCHJIOBHMH rpyrraMH 3 KpeMHiK) AiOKCHÅOM.3HH)KY10LIH
110BepxHeBe HaTxrHeHH% Ha KOPAOHipomiJIY (I)U, ycKJ1aAH10€ YTBopeHH51 i cnpvf%€ pyMHYBaHH}0
ra30Bnx 6YJ1b6a1110Ky )KMBHJ1bHiÜ cycneH3ii Ta CJIH3Y II-IJIYHKOBO-KMUIKOBOro TpaKTY (LLIKT). rUlå,
1110 BHBiJ1bHHIOTbCH UbOMY, MO)KYTb norJIHHaTHCH CTiHKaMVi KHL1.1eLIHHKY a60 BHBOÅHTHC51 3aBÅ}1KH
nepucTaJ1bTML1i. Lle 3an06irae ynopeHHEO Bej1UKHX ra30BO-CJIH30BHX KOHrJIOMepaTiB, 1110
CllPHHHH5110Tb 60J1iCHe 3myrr51. COHO- i 3a1106irae BVIHHKHeHHIO Aed)eKTiB

306paxceHHY, crrpwe KpaLL10MY 3p0111YBaHH10 CJIH30BOi 060JIOHKV1 TOBCTOi KHIIIKVI KOHTpaCTHHMH
npenapaTaMH, p031)HBY KOHTPaCTHOi11J1iBKH.
(Dap,uaR0RiHemwca.
CHMeTHKOH niCJ11 nepopaJ1bHoro 3aCTOCYBaHH51 He BCMOKTY€TbC% 3i 111KT i BHBOÅHTbCS1 3 KajiOM y
He3MiHeHOMYBITJ151Åi. BHaCJ1iÅOK xiMit1H0i iHepTHOCTi He BilJIHBae Ha MiKpoopraHi3MH i (bepMeHTH,
HUIBHi y 111KT. He 3MeH11.1ye BCMOKTYBaHHS1 ixi, He 3MiH10€ pearcui10 i 06'eM IIIJIYHKOBOIUCOKY.

KJ1iHiLIHi xapaKTepncTHKH.
T10KuaHHR. gnmao«yyeqria
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CHM11TOMaTHHHe JliKYBaHHS1 cKaprax 3 60KY IIIJIYHKOBO-KHIIIKOBOEO TpaKTY, HOB'*3aHux i3
ra30YTBopeHH51M, Hanpmcnam MeTeopM3Mi, B TOMY HHCJ1i y IlicJ1nonepa1_1iiiHuM nepiox, KOJIiKH
y HeMOBJIHT.
51K A0110Mi>K1-1Hä3aci6 11PM npoBemeHHi miarHOCTHHHHX AOCJ1iA>1CHbopraHiB yepeBH0i HOPO)ICHHHH
i Manoro Ta3a (peHTreHorpad)iH, YJ1bTPUBYKOBe AOCJ1iÅ>1CHHH) Ta nimroTOBKa no
racTponyomeHocKor1ii.
51K nil-lorac1-1HK 11PV1 iHTOKCVIKaUi51X110BePXHeBO-aKTHBHHMH (npaJ1bHi Ilop0111KH a60
Mvnoqi 3ac06H).

Ilpomunmcuamtfl.
• IliÄBH111eHaWTJIHBiCTbno CHMeTHKOHY Ta/a60 mo 6YÅb-AKHXiHUIHX KOM110HeHTiB npenapaTy;
• r10BHa KHLLIKOBa HenpoxiÅHicTb.

B3aeM0Din 3 iHLUUMU nücapcbK11*tu 3acoÖauvtu ma imui euou63aentoDiü.
IlopY111eHH}1 BCMOKTYBaHH% nepopaJ1bHux aHTHKoarYJIHHTiB.

OAHoqacHe 3aCTOCYBaHHS1 CHMeTHKOHY i IIPOHOCHHX 3ac06iB, Luo MiCTHTb MiHepaJ1bHY OJIiro
(napad)iH), He peKOMeHÅy€TbC51, OCKiJ1bKH 3Mi111YBaHH51unx pet-IOBHH rlPH3BOÅHTb mo 3MeH111eHHA
ed)eKTHBHOCTiCHMeTHKOHY.
JIeBOTHPOKCHHMO)1Ce 3B'H3YBaTHCH3i CHMeTHKOHOM. TOMY MO)IC nopY1.11YBaTvrc51 BCMOKTYBaHHH
neBOTHPOKCHHY OAHoqaCHOMY 3acTOCYBaHHi3i CHMeTHKOHOM y HeMOBJIHT 3aXBOPIOBaHHHX
IUHTOBHÅHOi gaJ103H.

Ocoönugocmi 3acmocygamm.
TIPHnepllliü noni Ta/a60 CTiüKViX cycaprax Ha nopymeHH51 3 60KY qepeBH0i TIOPO)KHHHH He06xiÅH0
npoB0AHTM KJ1iHit-1He 06CTe)1CHH51.

JIiKapcbKHM 3aci6 CJ1iÅ 3 06epe)KHicTK) 3aCTOCOBYBaTV1 naui€HTaM 3 06CTPYKTVIBHHMH
3aXBOPIOBaHHffMV1 LIIKT.
B060THK He MiCTHTb uyrcpy, TOMY Moro MO)KHa 3aCTOCOBYBaTV1 XBOPHM Ha UYKPOBHM Åia6eT.
He peKOMeHÅY€TbC% ra30BaHi Hanoi y nepion 3aCTOCYBaHH% JliKapcbKoro 3ac06y.
Elpnü0M npenaparry MO)1€e CIIOTBOPHTH pe3YJ1bTaTH Aemcmx ÅiarHOCTHHHHXTeCTiB, I-lallPHKJ1aÅ rrecmy 3

BUKOPHCTaHHHM rBaHKOB0i CMOJIH.
Mpu 110BTOPHiünoni cKapr a60 npu clcaprax 3 60KY111KT CJ1iÅ3BepHYTucq mo JliKapq.
JIiKapcbKHfi 3aci6 MiCTHTb MeTHJ111apariAp0Kcm6eH30aT (E 218) i nponinnapariAp01ccH6eH30ær
(E 216), 1110 MO)1€e CIIPHHHI-IHTH a.uepriHHi peaKL1ii, B TOMY HHCJ1i peaycuii yr10BiJ1bHeHOro THIIY.
JIiKapcb1cuü 3aci6 MiCTHTb MeHL11e 1 MMOJ1b 1--1aTpiyo (23 Mr) Ha 1 MJI, T06TO, 110 CYTi, BiH He MiCTHTb
HaTpiro.

JIiKaPCbKHü3aci6 MiCTHTb HeBeJIHKY KiJ1bKiCTb eTaHOJIY (crmpTY), MeHL11e 100 MP Ha 1 MJI p03t1MHY.

3acmocygaunn y nepioD gazinmocmi a60 aoÖygannnepyÖD10.
Å0Tenep HeMae naHHX npo Te, 1110 CHMeTMKOH HVIHHTb TepaToreHHY a60 eM6PiOTOKCHHHYÅiK).
MO)KJIHBe gaCTOCYBaHH51 npenapauy y nepion BariTHOCTi a60 ronyBaHHH rpymxuo ga npH3HaqeHHHM
JliKap51.

3Danmicn1b 6mugamu Ha tucuDRic111b pecucuii npu KepygaHHi agmompaucnopnaouu a60 iHUIUMU
Mexcmi3Nta»tu.

IlpenapaT He BilJIHBae a60 tlHHHTb He3Hat1HHü BIIJIMB Ha 3ÅaTHiCTb KepyBaTM aBTOTpaHC110PTOM a60
iHLLIHMH MexaHi3MaMH.

Cnoci6 3acmocycannn ma 00311.
FIpenapaT 3aCTOCOBYBaTV1 BHYTPiUIHbOniCJ151 1<0HCYJ1bTaqii 3 JliKapeM.
nepen 3aCTOCYBaHH%M 360BTaTH no OTPHMaHH51 0ÅHopiÅH0i eMYJ1bCii.
I-1_106TOMHO BiÄMip51TH A03Y npenaparry, IliÅ yac 3aKa11YBaHHH (l)J1aKOH CJ1iÅTPHMEIT
ElpenapaT 11PHäMaTHIliÅ qac a60 HicJ151 iAH, a y pa3i He06xiÅHOCTi— nepem CHOM.
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Tlpu p03naöax 3 60RY II-IKT, cnpuquneuux niöguzgent1M ucuconuqeHH51M ea3i6, uanpuuaD npu
memeopu3Mi, npu Iconijcax y neM06nnm.•
IlpenapaT3a3Bnqaü 3aCTOCOBY}0Tb r1icJ151 inn 3-5 pa3iB Ha Å06y (y TOMY qvrcJ1i

nepen CHOM):
• ÅiT%M BiKOM no 1 pol€y momaBa-rn no 16 rcpanejlb y 11J1%111KY 3 xapqyBaHHffM

KO)KHOMY roÅYBaH1-1i 3a nor10Mor010 MajleHbKOi JIO)ICKH, AaBaTH no a60 niCJ151 roÅYBaHH51
rpymro•,

• AiTHMBiKOM Bim 1 no 6 POKiB— no 16 Kpanejlb 3-5 pa3iB Ha A06y;
• AiTRMBiKOM BiÅ 6 14 POKiB— 110 16-32 Kpa11J1i 3-5 pa3iB Ha m06y;
• AiT%M BiKOM Bim 14 POKiBTa AOPOCJIUM — 110 32 Kpa11J1i 3-5 pa3iB Ha m06y.
3pYHHi1110ro 3aCTOCYBaHH51 npenapæry ManeHbKHM ÅiT51M Moro MO)KHa 3a.3Åa.neriÅb 3MimaTV1 3

HeBeJIHK010 KiJ1bKiCTIO KH11'nqeH0i OXOJIOÅ)1CHOi BOÅH, AHTnqoro xapqyBaHH% a60 Hera30BaH0i
piÅHHH.

TPHBU1iCTbJliKYBaHH513aJ101CHTb Bill HUIBHOCTi cKapr Ta BHPi1_11y€TbCH JliKapeM iHAUBimyaJ1bHO.

Tliöaomogjca Do Öiaauocmuquux npoueöyp:
- penmeenonoeizmi DocuiD91ceHH51, YJ1bmpa36Y1coga Diaauocmwca
3a OAHH meHb mo ÅOCJ1iÅ)1CHHfl 11PH3HaqaTH ÅOPOCJIHM 110 32 Kpa11J1i 3 pa3H Ha Å06y i OAHopa30B0
32 Kpa11J1i Bpam-li nepem Moro 11POBemeHHHM. AK momaT0K cycr1eH3ii KOHTPaCTHHX pet10BHH
ÅOPOCJIHM monaBaTH 64-128 KpaneJ1b B060THKa (2,4-4,8 MJI) Ha 1 Jl KOHTPaCTHOicyMimi
OTPHMaHHfl 3 110ÅBiüHHM KOHTpaCTYBaHH%M.
- eacmpoDyoÖenocKonin
Ilepem 11POBemeHH51M eHmocK011ii 3acrrocoBYBaTH 64-128 Kpanejlb (2,4-4,8 WI) B060THKa.
Iliu Mac eHnocKonii MO)KHa, y Bvmamcy He06xiAHOCTi, BBeCTV1 KiJ1bKa MiJ1iJ1iTPiBeMYJ1bCiiyepe3 ICaHaJ1

eHÅocK011a YCYHeHH51 nyxupiB ra3Y, ILIO cnpuqvmqe nepe111K0ÅH 11PH ÅOCJ1iA)1CHHi.

HR aumuöomnpu ompycnunx nogepxuego-cvcmugnuntupegogunaxu
Y OTPY€HHH MHIOMVIMH 3ac06aMH AiT51M3aCTOCOBYBaTH Bim1,5 AO 6 MJI (40-160 Kpanejlb a60

no 1/5 BMiCTY(l)J1aKOHa) npenapæry, a AOPOCJIHM — BiÅ 6 12 MJI npenapaTY (BiÅ 1/5 no 2/5 BMiCTY
(l)J1aKOHa).

B060THK MO)KHa 3aCTOCOBYBaTH TaKO)K y IlicJ1qonepauiMH0MY nepiomi.

I-IPH 110BTOPHOMY BHHHKHeHHi nopY111eHb 3 60K)' 111KT Ta/a60 y ix TpHBanoro xapaKTepy
CJ1iÅ npoBecTH KJ1iHit1He 06CTe)1CHH51.

Jinau.
FIpenapaT MOXHa 3aCTOCOBYBaTH y neAiaTpHt1HiM npaKTuui.

TIepeö03ygaHHR.
IIpenapaT xiMiLIH0 iHepTHHV1 i He BCMOKTYCTbCS1 3i ILIKT.
Å0Tenep BiÅOMOCTeM npo nepeÅ03YBaHH51 b060THKOM HeMae. Y pa3i BHnaÅKOBOro nepe6iJ1b111eHH%
pelCOMeHÅOBaHHX Å03 CJ1iÅ 3BePHYTHC51 no Jlilcapfl.
Y pa3i gumucneh1HÆ newuquux pecucuiü cniö 36epnymucn Do Jibcapn upbo noDaJ1btuoao 3acmocygaHH51
npenapamy.

Tloöiqni pemcqii.

B OKPeMHX BH11aÅ1€ax IIPH 3acTOCYBaHHinpenapæry cnocTepirumc51 111KipHi peaycuii rillepHYTJIHBocTi,
BKJIEO%IOHVI cBep6i)K, 111KiPHeBUCHIIaHHS1, KPOFIHB'51HKY.

11PHMOMiupenapaTY B pel<OMeHAOBaHHXÅ03ax 1106iHHHx Aiü He 6YJ10BHHBJ1eHO.
1106iD0MJ1eHHA npo niÖ03pogaui n06iqni peajcuii
FIOBiAOMJ1eHHHnpo IliÅ03p10BaHi 1106iHHi peaK11ii 11icJIH peecTpauii JliKapcbKoro 3ac06y BiÅirpaK)Tb

POJ1b. I-le Aae 3Mory 3a ClliBBiÅH0111eHHAMKOPHCTi-TaPH3HKY
3aCTOCYBaHH% Jlil€apcbl€oro 3ac06y. IlpaUiBHHKH raj1Y3i OXOPOHH 3ÅOPOB'%110BHHHi op H npo
6YÅb-%KiIliÅ03P0BaHi1106iHHi peaycuii.

TepMin npuDamnocmi. 3 poKH.



TepMiH npMÅaTHocTi Ilicnq Bizucpvrrrn (l)J1aKOHa — 2 Micnui.
He 3aCTOCOBYBaTH Ilicjl% 3a1<iHqeHH51 TepMiHY npumaTHocTi, BKa3aHoro Ha ynaKOBL1i.

36epiraTH B opuriHaJ1bHiü ynaK0B1_1i TeM11epaTypi He BHU1e 25 oc.
36epiraTH B HenocTY11HOMY ÅJ151 ÅiTeü Micui.

YnaK0BKa.
110 30 MJI y 3 TeMHoro CKJ1a 3 TIOJ1ieTHJ1eHOB010 np06KOK)-KpaneJ1bHuueK) i 110J1ieTmneHOB010
KPHIIIKOIO, 1110 3aKpyqy€Tbcq.
OAMH d)J1aKOH y KaPTOHHiMKop06ui.

Karreropiq BinnycKY. Be3 peuema.

Bnp06HHK.
oaPMaqeBTMt1HHä 3aBOA "llOJIbØAPMA" C.A. /
Pharmaceutical Works POLPHARMA S.A.

MiCL(e3HaxommeHHf1 Bnp0611H1€a Ta anpeca Micuq ITPOBaAmeHHf1 üoro AiHJ1bHOCTi.
BiÅÅiJ1 MexxaHa B CepaÅ3i, BYJI. BJ1amøcJ1aBa J10K€T1<a 10, 98-200 CepaÅ3, FIOJ1b1-qa /
Medana Branch in Sieradz, 10, Wladyslawa Lokietka Str., 98-200 Sieradz, Poland

Aarra OCTaHHbOro neperJIHAY. 03.01.2025.
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