OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOTI'O ITIPEITAPATA

' COTJACOBAHO !
1. HAMMEHOBAHUE JJEKAPCTBEHHOI'O IIPEIIAPATA | MyHicTEPCTBOM 3[PABOOXPAHEHN A

PECIIYBJIMKU BEJIAPYCbH

® 3 1 [Ipuka3 Mnum‘.'repcrmxrsmmnooxpnuenxm
CenToJieTe” TOTAJ 3BKAJUIT Ta0JeTKH I paccacbIBaHHA M r Pecnybnuku benapycs
OT ¢ “ z.-“a- Z‘IZZ N,/‘)/u

7.  KAYECTBEHHBIN M KOJIMUECTBEHHBIA COCTAB

Kaxnas tabnerka s paccacbeIBaHHs COOCPKHUT 3 mr OeH3uJaMHuHA THApOXJIOpHJa U 1 mr
LETUWINHPHIUHUA XJIOpUJa B BUIC HETWIMTHPUIUHUS XTIOpUIa MOHOTrMapara.

BcroMoraTebHble BEIECTBa, HAIMYKME KOTOPBIX Ha/I0 YYUTBIBATh B COCTABE JIEKAPCTBECHHOTO
npemnapara:
- m3omanbTuT (E953): 2471,285 Mr / Tabnerka /Ui paccachIBaHHS.

BenoMorartenbHBIE BEMIECTBA IEPEYHCIIEHE B paszene 6.1.
3. JIEKAPCTBEHHAS ®OPMA
Tabnetku 1151 paccacbIBaHHUs.

Kpyriible TaGNeTKH JUIsl pACCACHIBAHMS CO CKOMIEHHBIMH KPasMH 1 LIEPOXOBATOH
TIOBEPXHOCTHIO, OT CBETJIO-TOJIY0Oro 10 CHHEro 1BeTa. JlomyckaeTcs Halniue y4acTKoB
6eJ10ro 1BeTa, HEPABHOMEPHOTO OKPAIIMBAHKs, ITy3bIPHKOB BO3/TyXa B Macce TabJIeTKH 1
HeOOJBIINX 3a3yOpEHHBIX KPaeB.

4. KJIMHUYECKHE JAHHBIE

4.1 Tloka3aHusi K IPHMEHEHHIO

MeCTHOE CHMITOMATHYECKOE JIEYeHHE HH(EKIHOHHO-BOCIAINTENBHBIX —3a00/eBaHUH
MOJIOCTH PTa ¥ TJIOTKH (HAIPUMED, TOH3HIUIHT, GapUHTHT, CTOMATHT, THHTHBHT) y B3pOCIIBIX U
JieTei ¢ 6 ner.

4.2 PexxuM q03HPOBAHHA U CII0CO0 MPUMEHEHHUS

Pexum 103upOBaHHs

B3pocnvie: peKOMeHIyeMas 103a COCTaBIseT 3 - 4 TaOJICTKH B ICHb.

TabneTku ciemyeT MeUIEHHO PaccachiBaTh BO PTy Kax/ple 3 — 6 4acos.

[layuenmul nodicuno20 6o3pacma

Koppexkiu 103 He TpeOyeTcs.

Jlemu cmapue 12 nem: peKOMeHIyeMast 103a COCTaBNsET 3 - 4 TaOJICTKHU B JICHb.
TabeTkH clieyeT MeJIEHHO PaccachiBaTh BO PTY KaXable 3 — 6 4acoB.

Jlemu om 6 0o 12 nem: peKOMeHyeMas 103a COCTaBJIAeT 3 TabJIETKH B JI€Hb.
TabneTku ciaeayeT MeIJIEHHO paccachiBaTh BO PTy Kax/ple 3 — 6 4acos.

Jlemu maaowe 6 1em

JlexapcTBenHOE cpeacTBo CenTosieTe TOTal IBKAIAIT IPOTHBONOKA3AHO AETAM MIIajLIe 6 JIeT,
TaK KaK JJaHHas JleKapcTBeHHas (opMa He MOAXOMHUT JUIs 3TOH BO3PACTHOM IPYIIIIEL

JIns [OCTUKEHHS ONTUMATBHOTO 3 deKTa He ClIeYeT IPUMEHSITH IPENnapaT HeMOCPEACTBEHHO
JI0 WJIM cpasy Iocje YHCTKH 3y00B.

He cnenyeT npeBbIaTh PEKOMEHIyEMBbIE 103BI.

[1pos0IKATETHHOCTD IPHMEHEHHUS JISKAPCTBEHHOTO CPENCTBA Cermnronere TOTaJI BKAJIMIT — A0
7 ITHEH.

Criocob npuMeHEHUs
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TabeTKy ciieyeT MeUIEHHO PAaccachIBaTh BO PTy Kax/ple 3 — 6 Jacos.
4.3 IlporuBomoxkazaHus

['Mnep4yBCTBUTEIBHOCTD K JACHCTBYIOIIMM BELIECTBAM HIIH K mo6oMy M3 BCIIOMOTATETbHBIX
BEIECTB, IEPEYNCIICHHBIX B paszene 6.1.

JleTn Mytaje 6 JIeT, Tak Kak JaHHast JeKapcTBeHHas (popma He IIOAXOIHT L 9TO¥ BO3paCTHOM
IpyIIIBL

4.4 Mepbl IpeI0CTOPOIKHOCTH

CenroJieTe TOTAJI IBKAIMIT HE CIIeLyeT NIpUMeHsTh Ooiee 7 quel. [Ipu OTCyTCTBHH 3aMETHBIX
TIPU3HAKOB yJTy4IICHAS] COCTOSIHHSA T0CIE 3 HEH JIeUeHHs, ClIelyeT MIPOKOHCYIBTHPOBATLCA €
BpavyoM.

JlekapcTBeHHBIE  (OPMBI TSI MECTHOTO IPUMEHCHHs MOTYT BbI3bIBaTh  PCAKIHH
TUNEepPYyBCTBUTENBHOCTH, OCOOEHHO IIpH JUIMTENBHON TEpanuH. B Takmx ciy4asx
PEKOMEH/IyETCSl NIPUOCTAHOBUTH IPHMEHEHME Mpenapara ¥ Ha3HAYHTh COOTBETCTBYIOIICE
JIEYEHHE.

CentosneTe TOTal 3BKAIMIT HE CIeIyeT INPHMEHATh OJHOBPEMEHHO C aHMOHHBIMH
CoeIMHEeHUSIMH (HaIlpUMeEp, KOTOphIE MPUCYTCTBYIOT B 3yOHOH macte). COOTBETCTBEHHO, HE
PEeKOMEH/IOBaHO IPUMEHEHHUE MPeNapara HeoCPEACTBEHHO JI0 MITH TI0CTIE YHCTKH 3y00B.

Cenronere TOTajd 3BKAIMIT HE COJCPXKHUT caxap, CJIEAOBATEIIbHO, MOXCT IIPUMEHSTBCS Y
IMalMCHTOB C CaxXapHbIM I[I/Ia6eTOM HJIM HaXOJAIIUXCs Ha HH3KOKaJ10pHﬁHOﬁ JHUETE.

CTH
CernrojieTe TOTaI 3BKAJIUIT MIPOTUBOIIOKA3aH ACTAM MJIaaIIe 6 ner.

B cBsi3u ¢ HanmuuKeM B coctaBe u3oManbTHTa (E953) nmpenapar He peKOMEHIy€eTCsl IPUMEHATh
NanMeHTaM, HMEIOLIMM PEIKYIO BPOXKIEHHYIO HEIIEPEHOCHMOCTD (QPYKTO3BI.

4.5 BsaumopeiicTBHe ¢ JAPYrHMH JIEKAPCTBEHHBIMH MNpenapaTaMd H [ApPyrue BH/bI
B3aHMMOJeHCTBHSA

Cnenyer u3berarb OJJHOBPEMEHHOIO IPUMEHEHHS ¢ IIpenapaTaMu U3 IpyNIbl aHTHCENTHKOB.
OnHOBpEMEHHOE TNPHUMEHEHHE ¢ TMHIIEH W MOJIOKOM MOXET CHHU3HTh MECTHBIC
AHTHCENITHYECKHE CBOMCTBA LICTUWIIUPUIUHHUS XJIOPHIA.

4.6 @epTHIABHOCTH, 0€PEMEHHOCTD H JAKTALHA

bepeMeHHOCTD

JlaHHBIE 0 TPUMEHEHHH OSH3HIaMUHA THAPOXJIOPH/IA ¥ LETHINHUPHIUHIS XJIOpH/Ia B IEPUOJ
OepeMEHHOCTH OrpaHHYEHBl MM OTCYTCTBYIOT. [IpuMeHeHme mpenapaTa BO BpeMsd
OepeMEeHHOCTH HE PEKOMEH Ty€eTCsl.

['pyzHOe BCKapMIIMBaHUE

JlanHble 0 HAMM4YMKM OCH3MAaMHHA THIPOXJIOPUIA WK €r0 METabOJHTOB B IPYJIHOM MOJIOKE
OTCYTCTBYIOT. He MOXeT OBITh MCKIIIOYEH PHUCK JJIi HOBOPOXKAEHHBIX M TPYIHBIX ICTEH.
Heo6Xx0auMO IPUHATE PEIIEHHE O TOM, CJIEIyeT JIU IIPEKPAaTHTh I'PYJHOE BCKApMIIMBAHUE HITH
IPEKPATHTL/BO3IEPIKATHCS OT TEPAIMK MpenapaTtoM, IPHHUMas BO BHUMaHHE NIPEUMYIIECTBA
TPYAHOTO BCKApMIIMBAHUS /15 peOeHKa U IPEUMYIIECTBA JIEUYEHHS I MaMBbl.

4.7 BuusiHHe HA CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPEACTBAMH H PaboTaTh €
MeXaHHU3MaMH

[Ipenapar He OKa3bIBAET UM OKa3bIBaeT HE3HAUNTEIHHOE BIMAHUE Ha CIIOCOOHOCTD YIPABIIATh
TPAaHCIIOPTHBIMH CPEICTBAMH HIIH paboTaTh C MEXaHH3MaMH.

4.8 HexxenaTesbHbIE peaAKIIHA
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KnaccuuKays 4acTOThI pa3BUTHs T0604HBIX 9 (EKTOB COTNACHO BceMupHO# OpraHu3aliu
3JIpaBOOXPAHECHHUS:

- oueHb yacto (> 1/10),

- gacro (> 1/100 mo < 1/10),

- "Hewacto (> 1/1000 mo < 1/100),

- peaxo (> 1/10000 mo < 1/1000),

- oyensb peako (< 1/10000),

- YyacTOTA He U3BecTHA (He MOXeT OBbITh OIIEHEHA HA OCHOBE HMEIOIIUXCS JIAaHHBIX).

Penxo OueHb peaKo YacToTa HE U3BECTHA
HapymeHnust co CTOpPOHBI AHaduiakTHYECKHE
UMMYHHOM CHCTEMBI peaxkuuu
Peakiumn

TUIEPIYBCTBUTEIIbHOCTH

HapymeHnuss co CTOPOHBI
HEPBHOW CHCTEMBI

YyBCTBO XOKEHHUS WIH
OHEMEHHE CITHU3UCTOM
000JI0YKH MOJIOCTH pTa

Hapymenust co cropoHblbpoHxocmnasm {
JbIXaTeJIbHOMU CHCTEMBI, i
OpraHoB I'PYZIHOH KIIETKH H
CpPEeNOCTEHUS

HapyiieHust CO CTOpPOHBI PasnpakeHue CIH3HUCTOM
XKEITyI0UYHO-KUIIEYHOT O 000JI0YKH [TOJIOCTH pTa
TpakTa YyBCTBO  JOKEHHS B
IIOJIOCTH pTa

Hapymenust co cropossl|Kpanusauua
KOXKH M [OAKOXKHBIX|POTOYYBCTBUTEIb
TKaHEeH HOCTh

Coo01eHrE 0 0103PEBAEMbIX TOOOYHBIX PEAKIMAX

BaxxHo coo0mark O IOJ03pEBaeMbIX HEXENATEIbHBIX pPEaKIHAX I0C/I€ PEruCTpalny
JIEKapCTBEHHOrO Mperapara ¢ LeIbl0  O0ECHeYeHUs] HENpPEphIBHOIO  MOHWTOPHHIA
COOTHOIIEHHS  «IONb3a-PHCK» JIEKAPCTBEHHOro npemapara. IIpocuM  MEIMIMHCKHX
pabOTHUKOB COOOIIATH O JTIOOBIX 110/I03PEBAEMBIX HEKEIATESIBHBIX PEAKIUAX JICKapCTBEHHOTO
Tpenapara yepe3 HalliOHAJIbHBIE CUCTEMBI COOOLIEHUS O HEXeNaTeIbHBIX PEAKIHUsIX.
Coo01IeHNs 0 HeXeIaTeNbHbIX PEaKIUsX IIPU IpHeMe IpenapaTa MOTyT ObITh HAllpaBJIeHBI:

- TIPeICTaBUTENIO Mpou3BoauTeNs: [IpeacraButenscTBo AKnuonepHoro Obmectsa «KRKA,
TOVARNA ZDRAVIL, D. D., NOVO MESTO» (Pecniy6iuka CnoBenus) B Pecrybiuke
Benapycs: 220114, Pecniy6nuka Benapycs, r. Munck, yn. @umumonosa, 1. 25T, oduc 315.
Ten/dakc +3757407409230. E-mail: info.by@krka.biz.

- B VII «LleHTp SKCIEPTH3 M HCMBITAHUN B 3IPAaBOOXPAHEHHH: C MCIOJIB30BaHHEM (HOPMBEIL
M3BEIEHHsS O HEXelaTeJpbHOM peakuuu Ha caiite www.rceth.by, mo asnextponHo# moure
repl@rceth.by wmu o anpecy: Tosapuiueckuii mepeyJiok, 2a, r. Munck, 220037, PecryOmuka
benapycs, Ten/daxc 242-00-29.

4.9 IlepenozupoBka

CuMInTOMBI

CHMITOMBI ~ TEpPEIO3MPOBKH  OeH3WAaMMHA:  BO30YXICHHOE  COCTOSHHUE,  CYyAOpPOTH,
IIOBBIIIEHHOE TOTOOT/IE/IEHHE, aTaKChs, 03H00, pBoTa. [I0CKOIBKY CIeln(pUIeCKUH aHTHAOT
OTCYTCTBYET, JI€4EHHE OCTPOM MHTOKCHKAIMK O€H3MJaMHHA TIHAPOXJIOPHIOM ABJIACTCA
CHMIITOMAaTUYECKHM.
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[Ipu3HaKd W CHMIITOMBl HMHTOKCHKAalAW B pE3yJIbTATC mpaemMa BHYTPb 3HAYHMTEIbHBIX
KOJIMYECTB TETWINMPUANHUS XJIOPHJA: TOLIHOTA, PBOTA, HAPYIICHM JBIXQHNS, [HaHo3,
acUKCHs BCIE/ICTBHE Napaiiya AbIXaTebHbIX MBI, YTHETCHHC HEHTPaIbHOH HEPBHOM
CHCTeMBI, apTepHaibHas THIOTeH3Hs, koMa. CMepTenbHas /1032 JUL yej0BeKa COCTaBIISET
0k0310 1 - 3 T (4TO COOTBETCTBYET IPUMEPHO 1000-3000 Tab1eTOK OJHOBPEMEHHO).

Jleuenue
BeieicTBHE OTCYTCTBHS CIIENM(HUYECKOr0 aHTUI0TA JICUCHHUE CHMIITOMAaTH4ECKOE.

5. ®APMAKOJIOTMYECKHE CBOMCTBA "t

5.1 ®dapmakoaMHAMHYeCKHe CBOHCTBA : -
dapmMakoTepaneBTHIecKas rpymnma: J[pyrue cpeacTsa Ul JICHCHAS 3abojieBaHusl TOPTaHH U
TJIOTKH.

Kox ATX: RO2AX03.

MexaHu3M JIeHCTBUS

BeH3uIaMHHA THIPOXJIOPHL — HECTEPOUIHBIH IPOTHBOBOCIIAIIUTENIBHBIA Npenapar, obnanaer
IPOTHBOBOCTIATATEILHBIM M MECTHBIM 00€300/IMBAIOIIMM neiicTBUEM. MexaHU3M JIEHCTBUS
CBSI3aH C MHIHOMPOBAHUEM CHHTE3a MPOCTATrJIaHIUHOB.

e THINUPHAMHKUS XJIOPHU] SBIISETCS aHTUCEIITUKOM U3 IPYIIIBl YETBEPTUYHBIX aMMOHHEBBIX
COeIMHEHNUH, JeHCTBYIOIMM Kak KaTHOHOAKTUBHBIA JACTCPreHT. OH aKTUBEH B OTHOLIECHHUH
rPaMIIONIOKUTENBHBIX M MeHee 3 (DEKTHBEH B OTHOIIEHHU IPAMOTPHUIIATEIBHBIX OakTepuii.
e THAMMPUANHUS XTIOPHI TaKXkKe obanaer IPOTHBOTPHOKOBBIMH CBOWCTBAMH.

Knunnueckast 30 HEKTHBHOCTh U 6€301aCHOCTh

B miane60-KOHTPOIUPYEMOM KIHHHYECKOM HCCIIE/OBAaHHH JIEKAPCTBEHHOIO CpEICTBa
CenToneTe TOTAI TabIETOK IS paccachiBaHus oOerdeHne 0ou (cHmkxeHue 60JIM B TIIOTKE U
YMeHBIIEHHE OTeKa TIIOTKH) HabIIONaNoch yxe 4epe3 15 MUHYT nocie npuema TabJIeTKH, a
IIPOJIOJDKUTENBHOCTD IEHCTBHS COCTABIISLIA 10 3 4acos.

5.2 ®dapmMakOKHHETHYECKHE CBOMCTBA

BcacwiBanue

W3 1BYX NeHCTBYIOIMX BEINECTB (LETHIMHPHAMHHUE H OEH3UIaMHH) BCACBIBAETCS TOJIBKO
GensupaMuH. [105TOMYy HETHINMPHIMHMS XJIOPUA HE BCTYNaeT B (hapMaKOKHHETHYECKOE
B3aUMO/IEHCTBHE ¢ OEH3UIAMUHOM Ha CHCTEMHOM YPOBHE.

BcachiBanue GeH3MIaMUHA Yepe3 CIM3UCTHIE 000I0UKH [IONOCTH PTa | TJIOTKHA OBLIO MOKa3aHo
MOCPENICTBOM BBISBIEHHS JEHCTBYIONIETO BELIECTBA B CHIBOPOTKE KPOBH, KOJIMHYECTBO
KOTOpOTO, TeM He MeHee, ObLI0 HEIO0CTATOYHO AV OKa3aHUA CHCTEMHOro JIEHCTBHUSA.

OJIHAKO TPH CHCTEMHOM IPHMEHEHHM OEH3MIaMHH BCACBIBACTCA. Takum oOpa3oM, ypOBEHb
BCACHIBAHMS OEH3MJAMHHA BBINIE NPH NPUMEHEHHH JIEKApCTBEHHBIX (GOpM, KOTOpbIE
PacTBOPSIOTCS B MOJIOCTH PTa, [0 CPABHEHMIO C JIEKApCTBEHHBIMU dbopMamu Ul MECTHOTO
TIpUMeHeHUs (Harpumep, CIIpei JUIs MOJIOCTH PTa).

Pacnpenenenue

O6beM pacnpeie/ieHus 1JIs BCeX JIeKapCTBEHHBIX (POpM OIMHAKOB.

BriBenenue

[IpenapaT BBHIBOAMTCS B OCHOBHOM C MOYOM, B OONBIICH CTENECHH, B (opMe HEaKTHBHBIX
MeTaGonuToB. [Iepro 1 MoyBBIBEICHUS M OOIMH KIIMPEHC CXOAHBI VIS BCEX JICKapCTBEHHAIX

Gopm.

5.3 JlanHble JOKJIHHAYECKOH 0€301acHOCTH

OCHOBBIBASICh HAa  JAHHBIX  JOKIMHMYECKAX  HCCIIEIOBAHUH dapmakoI0ruIecKou
6e30IaCHOCTH, TOKCHYHOCTH TOBTOPHBIX /103, T€HOTOKCHYHOCTH, KapLUHUHOICHHOIO
[OTEeHLMaNa, BIMSHHS Ha PENPOAYKTHBHYIO CHCTEMY M Pa3BUTHE, BPEIHOIO BO3JICHCTBHSA
npernapara Ha 4ej0BeKa He yCTaHOBJIEHO.
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[1o pe3y/bTaTaM UCCle[0BaHMs 000CHOBAHMS KOMOMHAIMH [IBYX JEHCTBYIONIMX BEIECTB ObLT
clenaH BBIBOL, YTO TNpenapaT HMeeT ONTHMAIbHYIO IEPEHOCHMMOCTb M HE ABJACTCH
TOKCHYHBIM. B TecTax Ha JKMBOTHBIX OBUI MOKa3aH XOPOIIME MPOQHIb NEPEHOCHMOCTH
KOMOMHAIMKM OEH3WJaMHHA THAPOXJIOpHIAa | LETHINHPUAMHHUA XJIOpHIA. A TaKxke
IPUMEHEHUE JaHHOM KOMOMHAIMKM HE MPUBETIO K M3MEHCHHSIM 6aKTepHaIbHOM KHIIEYHOMH

(bnopsl.
6. ®APMALIEBTUYECKHUE CBOMCTBA

6.1 IlepeueHb BCIIOMOraTe/IbHBIX BelleCTB
BeroMorarebHbIe BEIeCTBa: SBKATMUIITOBOE MACIIO, IEBOMEHTOI, cykpanosa (E955),
mumonHas kucinora (E330), msomanstut (Tun M) (E953), GpuimuanToBbIH royyooi (E133).

6.2 HecoBmecTHMOCTH
He npumenumo

6.3 Cpok rognoctu
4 rona

6.4 Oco0bie Mepbl IPEAOCTOPOKHOCTH NIPH XPAHEHHH

He TpebGyeT 0coOBIX TeMIlepaTypHbIX yCIOBHH XpaHEHHUS.
XpaHUTh B OPUTHHAJIBHOM YIIAKOBKE C LIEJIBIO 3allMTHI OT CBETA.
XpaHUTh B HEJJOCTYITHOM JJIs IETEN MECTE.

6.5 Xapakrep u coaep:KkaHHe YIIAKOBKH
8 Ttabnerok i paccaceiBanus B Onucrepax (IIBX/IIO/IIBJIX muieHKa H amOMHHHEBasd
donbra). 8, 16, 24 wiu 32 TabneTKy s paccachblBaHUSA B KOPOOKE € JINCTKOM-BKIIA/IBIIIEM.

6.6 OcoObie Mepbl NPEIOCTOPOXKHOCTH INPH YHHYTOXXE€HHH HCIO0JIb30BAHHOIO
JEKAPCTBEHHOr0 IMpenapaTra HWJIH O0TX0J0B, IOJY4YE€HHBIX IMOC/]e NPHMEHEHHH
JIEKAPCTBEHHOT0 MpenaparTa uid padoTel ¢ HHM

HeTt ocoObix TpeOOBaHMH K YTHIH3ALIMH.

6.7 YcaoBus oTmycka
be3s penenra Bpayva.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
KPKA, 1. 1., HoBo mecto, IlIMapbemka necra 6, 8501 HoBo Mecto, CiioBeHusl.
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