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UBOB-1442-800

3ATBEPIKEHO
Haxa3 MinicTepcTBa 0X0poHH
310pOB’s1 YKpaiHu
02.07.2021 Ne 1327
PeecTpaniiine nocBiguenus
Ne UA/11716/01/01

IHCTPYKIISI
JUISI MEIMYHOT 0 3aCTOCYBAaHHS JiKapChbKOro 3aco0y

{’; polpharma

BOBOTUK
(BOBOTIC)

Cknao:

0ito4a peuosuHa: CAMETHKOH (IMMETHKOH,
AKTHBOBAHUI KPEMHIIO IIOKCHIOM Y BUTJISI
30 % emymbcii);

1 M1 eMyITbCii MICTHTh CHMETUKOHY
(MIMETHKOH, aKTHBOBAaHUI KPEMHIIO JTIOKCHIOM
y Bunani 30 % emyiscii) 66,66 Mr; 1 Mt
MICTHTB IPHOIU3HO 27 Kparelb;

OONOMIDICHI pedosUHY: CaXapHH HATPIk0, HATPIIO
KapMel1o3a, MeTHIIIapari JpokcubeH30ar

(E 218), nponinmaparigpokcudensoar (E 216),
KHUCJIOTa JIMMOHHA MOHOT/IPaT, apoMaTn3aTop
ManMHOBHIT (eTaHon 96 %, CUpT 130MPOMLTOBHH,
apoMaTH4HI PEYOBHHH), BOJd OYMILICHA.

Jlikapcbka ¢opma. Kparuti opanbHi,
EMYIbCIs.

OcHosHi izuko-ximiuni 61acmugocmi: TycTa
HETpo30pa eMyIbcis OimyBaToro abo cBiTIO-
KPEMOBOTO KOJILOPY 31 COTOIKO-KUCITHM
CMAaKOM Ta MAaJMHOBHM 3aIlaXOM.

dapmakoTepaneBTHYHA Ipyna.
3aco0wu, 1110 3aCTOCOBYIOTHCS MTPU
(DYHKIIIOHAJIBHUX [IUTyHKOBO-KHUIIKOBHUX
posnajax.

Kon ATX A03A X13.

Dapmaxonoziuni enacmueocmi.
Dapmaroounamixa.

CuMeTUKOH (aKTUBOBAHUH AUMETHKOH) —

1€ KOMOIHAIlis METHILOBAHUX JIHIMHUX
CHJIOKCAHOBUX IOJTIMEpiB, CTA011i30BaHHX
TPUMETHIICHIIOKCHIIOBUMU IPYHAMH 3
KPEMHII0 JIOKCHIOM. 3HHKYIOUH IOBEPXHEBE
HaTATHEHHS Ha KOPJOHI po3ainy ¢as,
YCKJIQJIHIOE YTBOPEHHSI 1 CIIPHSIE PyHHYBaHHIO
ra3oBHX Oy/Ib0aIlOK y *KUBMIIbHIH cycreHsii
Ta CJIM3Y IUTYHKOBO-KHUIIIKOBOTO TPAKTY
(LIKT). I'a3u, 1110 BUBUIBHSIIOTHCS [IPH LILOMY,
MOXYTb TONTMHATHCS CTIHKAMHU KUIIICYHHKY
a00 BUBOJIMTHCS 3aB/ISIKH TTEPUCTAIBTHILL.

[e 3arobirae yTBOPEHHIO BEIMKNX IA30BO-
CJIM30BHX KOHITIOMEPATIB, 110 CIIPHYNHSIOTH
6omicHe 3ayTTs. [IpH coHoO- i peHTreHorpadii
3aro0irac BAHMKHEHHIO 1e()eKTiB 300paKeHHS;
CIIPUSIE KPAILIOMY 3POIIYBAHHIO CITH30BOT
000JIOHKH TOBCTOI KUIIIKH KOHTPACTHUMH
Hperaparamu, NepelIKoLKalOu PO3PUBY
KOHTPACTHOI IUTiBKH.

Dapmakokinemuxa.

CHUMETHKOH MicIs IepopaibHOro
3acTocyBaHHs He BcMOKTyeThest 31 IIKT

1 BUBOIUTBCS 3 KAJIOM Y HE3MIHEHOMY BHIJISII.
BHaciiok XiMiuHOT iHEpTHOCTI HE BILIMBAE
Ha MIKpOOpraHizmu i pepMeHTH, HasiBHI y
[IIKT. He 3MeHIIIye BCMOKTYBaHHS Ti, HE
3MIHIOE PEaKllito i 00’ €M IILTYHKOBOTO COKY.

KuiniuHi xapakTepucTHKH.

Ilokazanus.

» CuMnTOMaTH4HE JIIKyBaHHS MU
cKaprax 3 00Ky IIUTYHKOBO-KHIIIKOBOTO
TPAKTY, OB SI3aHUX 13 ra30yTBOPEHHSIM,
HaIPUKJIAJL IPU METEOPH3Mi, B TOMY YHCII
y micisionepaiiHui nepios; KoJxiKu
Y HEMOBJIAT.

o Sk momomikHHH 3aci0 Mpu MPOBEACHHI
JIArHOCTHYHUX JTOCIIKEHb OPTraHiB
4epeBHOT MOPOXKHUHY 1 MaJIoro Tasa
(pentrenorpadisi, ynbTpa3ByKkoBe
JIOCTIIKEHHs) Ta MIATOTOBKA J10
racTPOJyO/ICHOCKOIIII.

Sk miHOTaCHWK MY IHTOKCHKALISIX
MOBEPXHEBO-aKTUBHUMHU PEYOBHHAMU
(npaspHi mopoukyu abo MuIOUi 3ac00m).

IlIpomunoxkazanns.

 [lizBuUIIEHA YyTIAUBICT IO CHMETHKOHY
Ta/a00 0 Oy/b-SIKHUX 1HIINX KOMITOHCHTIB
npemnapary;

° TIOBHA KHIIIKOBA HETIPOXI/IHICTb.

B3aemooin 3 inmumu nikapcokumu
3acobamu ma inwii 6uou 63acmooiil.
MOJIMBE MOPYIICHHS. BCMOKTYBaHHS
HepopaIbHUX aHTUKOATYIISTHTIB.

OnHOYacHE 3aCTOCYBAHHS CHMETHKOHY

1 IPOHOCHUX 3ac00iB, IO MICTATH MiHEpAITbHY
odito (mapadiH), He PeKOMEHIYEThCS, OCKUTBKH
3MilllyBaHHSI [IUX PEYOBUH NPU3BOIUTH JI0
3MEHIICHHS e()eKTHBHOCTI CHMETHKOHY.
JICBOTHPOKCHH MOXE 3B’sI3yBaTHCS 31
CHUMETHKOHOM. ToMy MOJKe TTOpYIIyBaTHCS
BCMOKTYBAHHSI JICBOTHPOKCHHY TPH OJJHOYACHOMY
3aCTOCYBaHHI 31 CHMETHKOHOM Y HEMOBIIST
TIPH 3aXBOPIOBAHHSX I TOBU/IHOT 3QJI03H.

Ocobnugocmi 3acmocysanns.

IIpu nepuiii mosiBi Ta/ab0 CTIHKMX CKaprax
Ha MOpyIIeHHs 3 00Ky 4epeBHOI HOPOKHIHU
HEOOX1/THO TIPOBOJIMTH KIIIHIYHE 0OCTEKECHHS.
Jlikapchkwii 3aci0 cirij 3 00epeKHICTIO
3aCTOCOBYBATH MAIi€EHTaM 3 0OCTPYKTHBHIMH
3axBoproBanusmu [1IKT.

BoboTuk He MICTHTB ITyKpY, TOMY HOr0 MOXKHA
3aCTOCOBYBATH XBOPUM Ha I[yKPOBHH Jia0eT.
He pexomeHIy€eThCSI MUTH Ta30BaHi HAMOT

y Iepiof] 3aCTOCYBaHHS JTIKAPCHKOTO 3ac00y.
IIpuitom npenapary Moxe CIIOTBOPHUTH
PE3yNbTaTh JISSIKUX A1arHOCTUYHUX TECTIB,
HaNpPUKIA] TECTY 3 BUKOPUCTAHHAM
T'BasKOBOT CMOJTHL.

IIpu noBTOpHIit MOsIBI cKapr abo mpu
TpuBaiHX ckaprax 3 6oky LIKT cmin
3BEPHYTHCS JI0 JIKapsl.

Jlikapchkwii 3aci® MiCTUTB
meTmimapariapokcudensoar (E 218)

i mporminmaparigpokcudensoar (E 216), mo
MOYKE CIIPHYMHHTH aJIePTivHi peaKiiii, B ToMy
YHCII peaKiii yIoBUTbHEHOTO THUITY.
Jlikapchkmii 3acib MiCTUTH MeHIIe 1 MMOITb
Hatpito (23 mr) Ha 1 M1, T0OTO, O CyTI, BiH
HE MICTHTB HATPIIO.

JlikapchKkwii 3aci0 MiCTUTH HEBEITHKY
KUTBKICTh €TaHOMY (CIHUPTY ), MEHIIIE

100 mr Ha 1 MJ1 po3unHy.

3acmocysanns y nepioo eazimmnocmi abo
200Y8aHHsL 2pYOOI0.

Jloterep HeMae JIaHKX PO Te, 10 CUMETHKOH
YUHUTH TEPATOTCHHY a00 eMOPIOTOKCHYHY
Ji10. MOXIIHBE 3aCTOCYBaHHS Iperapary y
TIepio]] BariTHOCTI a00 TOAYBaHHS TPYIIIO 3a
MPU3HAYCHHSIM JIiKapsi.

30ammnicme enausamu na wWeUOKicms peaxyii
npu KepyBanHi asmompancnopmom abo
THUWUMU MEXAHIZMAMU.

IIpenapar He BIHBaE a00 YUHNUTH HE3HAYHUIA
BIUTHB Ha 3[[aTHICTh KePyBaTH aBTOTPAHCIIOPTOM
a00 IHIIUMH MEXaHi3MaMH.

Cnoci6 3acmocysanns ma 003u.
IIpemapar 3acTOCOBYBAaTH BHYTPIIIHBO ITiCIIS
KOHCYIIBTAIII] 3 JTIKapeM.
ITepen 3acTocyBaHHsAM 300BTaTH 10 OTPUMAHHS
OJTHOPITHOT eMYITBCIi.
{06 TOYHO BiMIipsATH 03y TIpenapary,
ITi]] Yac 3aKaryBaHHs (DIIaKOH CIIiJT TPUMATH
BEPTHKAIIBHO.
IIpenapar npuiitmaru mix yac ado micis i,
a 'y pa3i HeoOXiTHOCTI — TIepe]] CHOM.
Ipu posznadax 3 6oky LLIKT, cnpuuunenux
nioguUeHUM HAKONUYEHHAM 2a316, HANPUKIAO
npu Memeopusmi, npu KOAiKax y HeMoGusAm:
IIpenapar 3a3Buyaii 3aCTOCOBYIOTH ITICIIS i1
3-5 pasziB Ha 100y (Y TOMY YHCIIi TIEpEl CHOM):
* JIITSIM BIKOM 710 1 pOKY I0Z1aBaTh 110
16 kpanenp y IIAMIKY 3 AUTTIAM
XapIyBaHHSAM IIPU KO)KHOMY TOyBaHHI 41
3a JIOMOMOTOI0 MaJICHBKOT JIOXKKH, TaBaTH
110 200 MICIIs TOAYBaHHS TPYJIIIO;
* JiTSIM BIKOM Bif 1 10 6 pOKiB —
o 16 kparrens 3-5 pasiB Ha 100y;
* JITSIM BiKOM Bif 6 110 14 pokiB —
o 16-32 xparuti 3-5 pasiB Ha 100y;
* JIITSIM BIKOM BiJ] 14 pOKIB Ta TOpOCTHM —
o 32 kparwti 3-5 pasiB Ha 1100y.
J11st 3pydHINIOro 3aCTOCYBaHHS IIpenapary
MaJICHEKUM JiTSIM HOTO MOYKHA 3a3/1aJIeTib
3MIIIATH 3 HEBEIMKOKO KUTBKICTIO KU TYEHOT
OXOJIOIPKEHOT BOJH, TUTSIUOTO XapuyBaHHS
a00 Hera3oBaHOI PiTUHH.
TpuBamicTh IiKyBaHHS 3aJIE€KHUTH BiJl
HASBHOCTI CKapr Ta BUPIIIY€ETHCS JTIKapeM
IHIMBiTyalIbHO.

1liocomoeka 00 diacnocmuuHux npoyeoyp:

- PEHMeeHON02IUHI OOCTIONCEHHS,
VIMPA36YK08aA OlACHOCIUKA

3a OZIMH JICHB /10 AOCTIHKSHHS MPU3HAYaTH

JopociuM 1o 32 xparuti 3 pasu Ha 100y

1 07IHOPa30BO 32 Kparuii BpaHIli mepes Horo

MPOBEJICHHAM. SIK I0/IaTOK 10 CycHeHsii

KOHTPACTHUX PEYOBHH JIOPOCIHM JI0/[aBaTH

64-128 kparens boboruka (2,4-4,8 M) Ha

1 J1 KOHTpACTHOI CyMilI JUTsl OTPUMaHHS

300pa)kKeHHsI 3 TO/IBIHIM KOHTPACTyBaHHSIM.

- 2acmpooyo0eHoCKonis

TTeper MPOBEICHHSIM €HIOCKOIIT 3aCTOCOBYBATH

64-128 kparens (2,4-4,8 M) boboTHka.
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[lix gac engockomii MOXKHA, Y BUIAAKY
HEOOX1THOCTI, BBECTH KiJIbKa MUTLTITPiB
eMyJibcil Yepe3 KaHal eHJJOCKOIa JUls
YCYHEHHS IIyXHPiB rasy, 10 CIPUYHHSIE
TIEPEIIKOAN TP JOCITIHKEHHI.

AK anmudom npu ompyennsx nogepxHeso-
AKMUBHUMU PEHOBUHAMU

VY BUIIAJKy OTPYEHHSI MUIOUMMH 3ac00aM1
IITAM 3aCTOCOBYBATH Bif 1,5 1o 6 Mt
(40-160 xparens abo 10 1/5 Bmicty duakona)
npemnapary, a J0pocium — Bifg 6 1o 12 mn
npenapary (Big 1/5 no 2/5 Bmicrty ¢uakona).
Bo6OTHK MOXHA 3aCTOCOBYBATH TaKOX

y MiCIsSonepatiitHoMy mepioi.

ITpu MOBTOPHOMY BHHHKHEHHI TTOPYIICHb

3 6oky IIKT Ta/abo y BUMajaKy iX TPUBAIOro
XapakTepy CIiJ] IPOBECTU KIIiHIYHE
00CTEKEHHSL.

JHimu.
IIpemapar MoXHa 3aCTOCOBYBaTH
y MefiaTpUyHIi MpaKTHLI.

Ilepeoosysanns.

[Ipenapar XiMiuHO iHEPTHHII 1 HE BCMOKTYETHCS
31 HIKT.

JloTemnep BimoMocCTel po nepeao3yBaHHs
Bobotukom Hemae. Y pasi BUIIaAKOBOTO
nepeOiIbIICHHS] PEKOMEHIOBAHUX 03 CIIij
3BEPHYTHCS 10 JTIKaps.

V pasi sunuxnennsa neseuunux peaxyiu cio
38epHYmMuUcs 00 JiKaps w000 NOOAIbULO2O
3acmocyeanis npenapamy.

Ilo6iuni peakuyii.

B okpemux Bumaakax npu 3acTOCyBaHHI
npemnapary CoCTepiranucs mKipHi peaxmii
rinepyyTIMBOCTI, BKIIOYal0un CBEpPOiK,
MIKipHE BUCHUITAHHS, KPOTIMB SHKY.

[Ipu npuitomi npenapary B peKOMEHI0BAHUX
J103ax MOOIYHUX [l He OyJI0 BUSBICHO.
Tlogidomnenns npo nioosprosamni nodiuHi
pearyii

[oBinomieHHs PO MiZO3pIoBaHi MoOIUH1
peaxuii micist peecTparii JiKapcbKoro
3aco0y BiJIirparoTh BaKIUBY poinb. Lle nae
3MOTy IPOJIOBKYBATH CIIOCTEPEKEHHS

3a CMIBBIJHOIICHHSAM KOPHUCTI Ta PU3UKY
3aCTOCYBaHHS JIIKaPCHKOTO 3aC00y.
[IpamiBHUKYN rary3i OXOPOHH 310POB’S
TTOBHMHHI OBIIOMJIATH PO Oyab-sIKi
Ti03pIOBaHi MOOIYHI peaKii.

UBOB-1442-800

Tepmin npuoamnocmi. 3 poku.

TepMiH IPUAATHOCTI MICIIST BIAKPHUTTS
(hirakoHa — 2 Micsi.

He 3actocoByBary micist 3aKiHYEHHS TEPMIiHY
MIPUIATHOCTI, BKa3aHOTO HA YIIAKOBIII.

‘YmoBu 30epiranns.

30epiraT B OpUTiHAIBHIN YIAKOBII IPH
temmeparypi ve Buie 25 °C.

30epiraT B HEJOCTYITHOMY JUISI JIITSH MiCIIi.

YinakoBka.

o 30 M y (hyrakoHU 3 TEMHOTO CKJIa

3 HOJIICTHIICHOBOIO TIPOOKOIO-KPAIIeTbHUIICIO
1 TIOJTIETHIICHOBOKO KPHIIKOKO, IO
3aKPyUYyETHCSL.

OnuH (rIakoH y KapTOHHIH KOpoOIi.

Kareropis Binnycky. bes peuenra.

Bupoonuk.
Dapmanesrimannii 3aBox “TIOJIbOAPMA” C.A. /
Pharmaceutical Works POLPHARMA S.A.

Micue3HaxonzkeHHsl BHPOOHHMKA Ta agpeca
Miclsi IPOBa/IZKeHHs fi0ro AislJbHOCTI.
Binnin Menana B Cepansi, By:n. Bianuciasa
Jloketka 10, 98-200 Cepans, [lombmma /
Medana Branch in Sieradz, 10, Wladyslawa
Lokietka Str., 98-200 Sieradz, Poland

Jlara octannboro neperasigy. 03.01.2025.



