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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOI'O IIPEITAPATA

1. HANMEHOBAHUE JEKAPCTBEHHOI'O ITPEITAPATA
CenroJieTe TOTAJ JUMOH ¥ MeJl Ta0JIeTKH Jist paccacbiBaHus 3 Mr/1 mr

2.  KAYECTBEHHBIN U KOJIMYECTBEHHBI COCTAB

Kaxnas tabneTka i paccachIBaHUS COACPIKUT 3 MI OeH3uAaMUHA THAPOXJIOPHIA U 1 MI LETUIIIH-
PUIMHUS XJIOpHIA B BUAE LETHITHPUANHIS XJIOPUIa MOHOTHIPATA.

Bcnomozamenvuvie sewjecmea, nanuuue KOmopelx Ha00 y4umuléamev 6 cOCmMase NeKapcmeeHHo20
npenapama:

- u3omanbTUT (E953): 2452,8 mr / Tabnerka Ais paccacklBaHusl.

- Hatpus Oensoat (E211): go 0,0009 mr / Tabnerka i paccachIBaHUS.

BceriomoraTenbHbIe BEIIECTBa IEPEUHCIIEHE! B pa3nene 6.1.
3. JIEKAPCTBEHHASI ®OPMA
Tabnerku s paccacsiBaHus

prrﬂble TabJIeTKH IUIA pacCacbIBaHUs CO CKOIICHHBIMH KpasMU U H.ICpOXOB&TOfI IMOBEPXHOCTBIO, OT
CBETJIO-XKEJITOr'0 4O XKEJITOro IIBETA. HOH}’CK&CTCH HaJTHYUE YYACTKOB Gemoro IBE€Ta, HEPABHOMEPHO-
I'0 OKpaluMBaHHU4A, ITY3bIPHKOB BO3(yXa B MacCe TabneTky 1 HeOOIBIIUX 3a3}I6pCHHI:IX Kpacs.

4.  KIMHUYECKHUE JAHHBLIE

4.1 Iloka3zaHusI K IPHMEHECHHIO

Tabnerxu ms paccacsiBanust CenroneTe TOTANI JIMMOH M M€l ITOKa3aHbI B3POC/IBIM M JIETAM cTaplie 6
JIET B Ka4eCTBE IIPOTHBOBOCHIAIUTENLHOr0, 00€300IUBAIOIET0 W AaHTHCENTHUECKOrO CPeICTRBA B JIe-
YEHHH HHQEKIHOHHO-BOCIAMTENBHBIX 3a00I€BaHUi TIOJIOCTH PTa U Topia (BKIIFOYAs TMHIUBUT U
bapuHruT).

4.2 PexuM 103MpPOBaHMS U C0COG MPHMeEHEHHS

Pexxum 103upoBanus

Bspocavie: pekoMeHayeMas 103a COCTABISAET 3 - 4 TabNeTKU B ICHb.

Tabnetku creyeT MeIEHHO paccackiBaTh BO PTY KaXIble 3 — 6 4acos.

Hemu cmapuie 12 n1em. peKOMeH IyeMas 103a COCTaBIsET 3 - 4 TaOJIETKU B E€Hb.

Tabnerku cremyer MeIEHHO paccacklBaTh BO PTY Kaxkable 3 — 6 4acos.

Hemu om 6 0o 12 nem: pekoMeHTyeMast 103a COCTABIILET 3 TAOJIETKH B IEHb.

TabneTku cnemyer MeUIeHHO paccackIBaTh BO PTY KaXasle 3 — 6 4acos.

Lemu mnaowe 6 nem

JlexapcTBeHHOE CpECTBO MPOTHBOIOKA3AHO IETSIM MITaLIe 6 JIET.

Iayuenmer nodicunozo gospacma

Koppexuuu 103 He TpeOyercs.. 4

JUts TOCTHOKEHHUST ONTHMANbHOTO 3¢ (dekra He CleayeT MpUMEHSTh npenapaT HCHOCpEHCFBeHHO il
HIIM cpa3y I0CIe YUCTKH 3y0O0B. : \%

He cieryeT npeBblmaTh peKOMEH Ty eMBbIE JO3bI. ARy e AT /fél /
[TpomomKuTenbHOCTE IPUMEHEHUSI [TpernapaTa — 10 7 JHEH. Qi
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Crioco6 npuMeHeHus
TaOnerku cnexyer MeUIEHHO paccackiBaTh BO PTY KaXKJsle 3 — 6 4acoB.

4.3 IlporuBonokazanmus

['MIepuyBCTBUTENLHOCTE K AEHCTBYIOMUM BEINECTBAM HIIM K JIOGOMY W3 BCIIOMOTATENIbHBIX Be-
I[ECTB, IEPEYUCIICHHEIX B pasnene 6.1.

Jeru mnanure 6 ner.

4.4 Mepsl NPeAOCTOPOKHOCTH

IIpenapar Cerrronere TOTan JTMMOH U MEJ HE CIEAyeT IPUMEHSTH Gonee 7 aueit. [Ipu oTcyTeTBHE
3aMETHBIX TPU3HAKOB YJIyUIICHUs COCTOSHUS MOCNE 3 MHEH TeueHus, TaeHTy peKOMEH/IyeTcs 00-
paTUTBCS K Bpady.

JlexapcTBeHHBIE HOPMBI JUT MECTHOTO IIPUMEHEHHS MOTYT BBI3BIBATH PEAKIMH THIICPUYBCTBHTEE-
HOCTH, OCOOCHHO IIPH JUIATENBHON Tepamuu. B Takux clydasx peKOMEHTYeTCs PEeKpaTiTh puMe-
HEHHE TIperiapara u 00paTUThCs K Bpady JUIs Ha3HAYEHHS COOTBETCTBYIOINETO JICUCHHUS.

IIpenapar CenTosnere ToTan TUMOH U MeJl HE CIIEAYET IPUMEHATH OJHOBPEMEHHO C AHHOHHBIMH CO-
IMHEHUAME (HAalPUMEp, KOTOPBIE PUCYTCTBYIOT B 3yGHOM macte). COOTBETCTBEHHO, HE PEKOMEH-
AOBAHO IPUMEHEHHE MperapaTa HeMOCPEACTBEHHO 10 MITH II0CTIE YUCTKU 3y6OB.

BeHsunaMuH He peKOMEH/yeTCsl IIPUMEHSTE y MAHEHTOB C THIEPIYBCTBHTENBHOCTBIO K CATHIIAIA-
TaM (HalpUMep, aUeTHICATUIUIOBON KHCIIOTE, CATHIMIOBOM KHCIOTE) WIIH APYTHM HECTEPOUIHBIM
IPOTHBOBOCIIAJIUTEILHBIM IIPEIIapaTaM.

[TanrenTam ¢ GpOHXUATBHOM ACTMOI CIIEyeT MPOSBIATE OCTOPOKHOCT H3-3a PHCKA Oponxocnasma.

B cBsi3u ¢ Hanmmuuem B coctaBe m3omanstuTa (E953) mpemapar xe PEKOMEHIYETCs IPUMEHSTE Ialy-
€HTAM, HMEIOIIUM PE/IKYIO BPOXKIEHHYIO HEIIEPEHOCHMOCTE (DPYKTO3BI.

[Tpeuapar Cemrronete Totam mumon i Mex comepxut 10 0,0009 Mr HaTpus GeHsoar (E211) B xaxnmoit
TabJIeTKe ML paccachlBaHUsA, KOTOPBI MOXET BBI3BIBATE JIETKOE PasHpaKeHHe KOXKH, IV1a3 U CIIH3H-
CTBIX 000JI0YEK.

Cernrrosiere TOTaI IUMOH U MEI HE CONCPIKUT caxap, CIIEAOBATEIIBHO, MOXET IIPUMEHATHCS Y MallUeH-
TOB C CaXxapHbIM IHa0eToOM HITH HaxXoaIuxcs Ha HPIBKOKaJIOpHﬁHOﬁ JHUETE.

4.5 DBsaumopgeiicTBue ¢ apyrnmu JIEKAPCTBEHHBIMH NpenapaTaMu H ApyrHe BIHIbLI B3aHMO-
DefCcTBHS

Crnienyet u3beratb OHOBPEMEHHOIO npuMeHeHHs npenapata Cenroiere TOTal JUMOH U MeJ ¢ Tpe-
napaTamM U3 TPYIIbI aHTHCENITHKOB.

He pexoMeHnIyercst ogHOBpeMeHHOE [IPUMCHCHHUE C MOJIOKOM BBUIY BO3MOXKHOT'O CHIIKEHHUS IIPOTH-
BOMHUKPOOHOTO IEHCTBHSI LETHIIIHPUINHUS XJIopUa.

4.6 ®epTHILHOCTH, GEPEMEHHOCTH H JAKTALUS

bepemennocts

JlanHbIe O HpUMeHeHUH GeH3MIaMUHA THAPOXIOPHIA U HETHIIIHPHIHES XJiopuza B nepuon Gepe-
MEHHOCTH OTPAaHHICHEI HIIA OTCYTCTBYIOT. [IpiMeHeHue penapaTa BO BpeMst GepemMentocTH He pe-
KOMEH/TYETCSL.

['py/uioe BCKapMIMBaHUE

Jlannbie 0 HauuuK OeH3UAaMKHA THIPOXIIOPHIA MIIH €ro MeTaboHTOB B TPYIHOM MOIIOKE OTCYT-
CTBYIOT. He MOXeT GBITh HCKITIOYEH PHCK I HOBOPOXKAEHHBIX M TDPYIHBIX nereit. Heobxomumo
UPUHATE PEIIEHHE O TOM, CIEAYeT JIM MPEeKPaTHTh TPyJHOE BCKAPMIIMBAHHE - WM TpEKpa-
TUTB/BO3JIEPKATECS. OT TEPaNUU MpernaparoM, NMPHUHUMAS BO BHEMAHHUE npeHMymeCTBa rpym{oro
BCKapMIIMBAaHUS U1 peOEHKA U IPEUMYIIECTBA JICUEHHUS I MAMBI.
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360 -202%
4.7 Bimsinpe Ha cOCOOHOCTH YNPABJISATH TPAHCIOPTHBIMH CPEACTBAMH H paboTaTs ¢ mexa-
HU3MAMH
[Ipenapar He OKa3bIBaCT WM OKA3BIBAET HE3HAUUTENHHOE BIMSHHE HA CIOCOGHOCTE YIIPaBIATh
TPAaHCIIOPTHBIMH CPEACTBAMU HIIH pabOTAaTh ¢ MEXAHHU3MAMH.

4.8 Hexenarenbuble peakipum

Krnaccnukauus 4acToTe! pasBuTHS M060UHEX 3QMEKTOR COTTACHO BeemupHoit oprannsamuu 3mpa-
BOOXPAHCHHUSI:

- O4YeHb 4acTo (> 1/10),

- qacto (= 1/100 go < 1/10),

- Hewacto (= 1/1000 o < 1/100),

- peako (= 1/10000 mo < 1/1000),

- oueHb peaxo (< 1/10000),

- 1acTOTa HEU3BECTHA (HA OCHOBAHUH MMEIOIIMXCS JAHHBIX OL[CHUTS HEBO3MOJKHO).

Penxo Ouens penxo YacroTa He usBecTHa
Hapymenuss co croponsr AnadunakTuueckue  pe-
UMMYHIHOH CUCTEMBI aKIuu
Peaknuu rumnepuyBcTBH-
TEIBHOCTH
Hapymenuss co croposs YyBCTBO OKEHHS

HEPBHOH CUCTEMEI

Hapymenns co cropomsi|Bporxocnasm
OBIXaTEIbHOH CHCTEMEI,
OpraHoB I'PyAHOM KIETKU U

CpPeIOCTEHUS
Hapymenus co croporsr Pasnpaxenue cinmsucroit|OneMeHue  cnmsucroi
XKEITy JOYHO-KUIIIEYHOT O 000JI0UKH TTONOCTH pTa  |06ONOYKH MOTOCTH pTa
TpakKTa UyBCTBO JXOKEHHS B ITO-

JIOCTH pTa

Hapymenus co cropomsrKpanusuumna
KOYXH W IMOAKOXHOM TKaHu |DoTouyBcTBU-
TEJILHOCTh

Cooluienne 0 0103peBaeMbIX TOGOUHBIX PEAKIIHSK

Basxio coobmaTe 0 momo3peBaeMbIX HeXelaTeTbHbIX PCAKIHAX II0CIIE PETUCTPAIMH JIEKAPCTBEHHO-
TO Tperapara ¢ LEeTbio 00CCIIeUeHUs HEMPEPEIBHOO MOHUTOPHHIA COOTHOMICHHS «TI0JTb3a-PUCK)
JICKapCTBEHHOr0 npenapata. MeauuuHckuM paGoTHEKaM PeKOMEHIYETCS cOOBIAT O JoGEIX ozo-
3PCBACMBIX HEXCNTATENbHBIX PEAKIHsIX JICKAPCTBEHHOTO IIPenapaTa Yepe3 HAMMOHAIBHDIE CHCTEMEL
COOOIICHHUS O HEKETATENBHBIX PEaKIIHsX.

Pecny6nuxa benapyce

220037, r. Munck, ToBapuineckuii nep., 2a

YII «llenTp sKcrepTH3 U HCIBITANHI B 3TPABOOXPAHEHHI

Tenedon oTnena papmaxonanzopa: +375(17) 242 00 29; dakc: +375(17) 242 00 29.

On. noyra: repl@rceth.by, reeth@rceth.by ' d
http://www.rceth.by
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4.9 Ilepexo3supoBka J 260 -70 24
Cumnromer
CHMIITOMBI MepeIo3MPOBKU GeH3HIAMHHA: BO36YKICHHOE COCTOSTHHE, CYZOPOTH, MOBLIIIEHHOE I10-
TOOT/CNICHUE, aTakCus, 03HO0, psoTa. ITockoneky crnenupuyeckuii aHTHIOT OTCYTCTBYET, J€YEHHE
OCTPOH MHTOKCHKALMY OEH3MAaMHUHA THAPOXIOPUIOM SIBIAETCH CHMIITOMATHYECKUM.

[Ipusnaky ¥ CHMITOMEI HHTOKCHKAIIUY B PE3yNIbTaTe IIPUEMa BHYTPh 3HAYUTENILHBIX KOJIHUECTB I[e-
THIITHPUNMHUA XJIOPHUAA: TOWUHOTA, PBOTA, HAPYIEHHS JBIXAHMS, (IUAHO03, aChUKCHS BCIENCTBHE Ma-
paJliTia JAbIXaTebHBIX MBI, YTHETCHHE HEHTPAIBHON HEPBHON CHCTEMBI, apTepPHAlbHAS THIIOTEH-
3us, koma. JleranpHas mo3a JUls YeloBeKa COCTABISET OKOMO 1 - 3 T (4t0 cooTBETCTBYET mpHEMy |
000 —3 000 TabmeTok 0HOBpEMEHHO).

Jleuenue

Bcernencreue orcyrersus cnenmudraeckoro anTHIOTA TeYeHue CUMIITOMaTHYECKOE.

5. ®APMAKOJIOTUYECKHUE CBOMUCTBA

5.1 dapmaxkoauHAMHYECKHE CBOICTBA

DapmakoTeparteBTHYeckas rpymma: Jlpyrue CPEACTBA I JICYCHHUS 3a00JI€BaHUM TOPTAHU U TIOTKH.
Koxn ATX: R02AXO03.

Mexanusm neficTrus

Bensunamuna runpoxmopum — HECTEPOUIHEIN IPOTHBOBOCIATUTEIbLHBI npenapar, 061afaeT npoTyu-
BOBOCMAJIUTENBHBIM B 00€300IHBAIOIIM AeiicTBHEM. MeXaHu3M AEHCTBHSA CBA3aH C HHIHOUPOBAHH-
CM CHHTE3a MPOCTArJaHAWHOB ¥ TEM CAMBIM C YMEHBIIEHHEM MECTHBIX IIPU3HAKOB BOCIHANCHUS (Ta-
KHX Kak 60Iib, IOKpAaCHEHHUE, OTEK, ’Kap U Hapymenue QyHkuuil). BeHsunamuna THIAPOXJIOpH] 061a-
AQCT TAKKE YMEPEHHBIM MECTHOAHECTE3UPYIOIIUM [EHCTRHEM.

Lletunnupuunaus Xmopus siBIsleTcsl aHTHCEIITHKOM 13 TPYIIEl Y€TBEPTUYHBIX AMMOHHEBBIX COE/IH-
Henuil. Ucnerranus n vitro ¢ UCTHIIHPUAKS XTIOPHOM [0KA3aTH MPOTHBOBUPYCHYIO AKTUBHOCTB,
OZIHAaKO KIIMHHYECKAsI 3HAYMMOCTh HEM3BECTHA.

Knunnyeckast 3¢ hekTHBHOCTE M 6e30MacHOCTE

BemsnnamMun MpUMEHSIOT MpuenMyInecTBeH O IpH JIEYECHUH 3a00JI€BaHUU TIONIOCTH PTa U TJIOTKH.
LleTnmupuIuHus XIOpHT aKTHBEH B OTHOLICHUH I'PaMIIOJIOKUTENIBHBIX OaKTEpUi U B OTHOLICHHH
TPAMOTPHIATENBHEIX GaKTEpHH, MOITOMY OKA3bIBAET ONTHUMATBHOE AHTHCEITHUECKOE 1 Oaxrepu-
nuHoe nerctue. OH Takxke obagaer IIPOTHBOTPUOKOBEIMH CBOMCTBAMH.

B mnane6o-koHTpOHpyeMOM KiHHHYECKOM HCCIICIOBaHUH JICKAPCTBEHHOIo cpeactBa Cemronere
TOTaJI TA0JIETOK IV paccachIBAHUS 0BIerdeHne 6oIH (CHIKeHHE GOJH B IVIOTKE M yMEHbIIEHHE OTe-
Ka IIIOTKH) HAOMOaanocs yxe yepes 15 MHHYT IIOCJIE IIpHeMa TabJIETKH, a IPOAOIDKHTELHOCT eii-
CTBHsI COCTABJISUIA IO 3 4acoB.

5.2 ®dapmakokHHeTHYeCKHE CBOICTBA

Abcopbuus

W13 nByx neficTByromux BemrecTs (MeTHNIUPUIMHN U GeH3UIAMUH) BCACHIBASTCS TONBKO OeH3ua-
MEH. [103TOMy HeTHNMUPHAMHUS XTOpHA He BCTyIaeT B (hapMaKOKHHETHYECKOE B3aUMOICHCTRHE ¢
OCH3UIaMHHOM Ha CHCTEMHOM YPOBHE.,

Bcacrizanue GeHsnnamuna gepes ciusucThie 060109KH TIOJIOCTH PTa ¥ TJIOTKH OBLIO I10KA3aHO 110-
CPCACTEOM BBIABIICHUS AEHCTBYIOIIETO BEIIECTBA B CHIBOPOTKE KPOBH, KOJIMYECTBO KOTOPOTO, TEM HE
meree, OBIIO HEIOCTATOYHO /YIS OKA3aHMS! CHCTEMHOTO el CTRHS. L ,

[Ipu cucTeMHOM mpUMeHEHHH GeH3WIaMHUH BCACBIBACTCS, IO3TOMY BCACHIBAHHE BEILIE y JeKap-
CTBEHHBIX ()OPM, KOTOPEIE PACTBOPSIOTCS B MOJIOCTH pTa, 9€M y TeX, KOTOPbIE MPUMEHSIIOTCS MECTHO
(cripeit Ui TOTIOCTH pTa).

Pacnipenenenue
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Bru10 mokasawo, uTo mpu MecTHOM TNIPUMCHEHNH GEH3MAMUH HAKAIJIMBACTCS B BOCITAJICHHBIX TKa-
HsIX, TJIE OH OCTUraeT 3 (QEeKTHBHEIX KOHIEHTPALHH H3-3a €r0 CIIOCOOHOCTH [IPOHUKATEH B 3IUTEH-
aJIbHYIO BBICTHIIKY.

DIUMUHAIUS

BensunaMun BEIBOAUTCS B OCHOBHOM ¢ MOYOH, B OOIIBIIEN CTENEHH, B (bopMe HeaKTHBHEIX MeTabo-
JIUTOB.

3.3 [lanHble JOKIMHHYECKOIT 6€30MaCHOCTH

OCHOBRIBAsICh HA JAHHBIX HOKIHHUYIECKUX UCCIIeNOBaHUH (hapMaKoIoruueckoii 6e3omacHocTH, TOK-
CHYHOCTH IIOBTOPHBIX J103, F€HOTOKCHYHOYCTH, KAPIIHHOTEHHOTO NIOTCHIMANA, BIUAHUS HA PEnpo-
AYKTHBHYIO CHCTEMY W Pa3BUTHE, BPEIHOTO BO3EHCTBUS [pernapaTa Ha Y€JI0BEKA HE YCTAHOBJIEHO.

6. ®OAPMALEBTUYECKHUE CBOMCTBA

6.1 Ilepeyens BCIOMOraTe bHBIX BEIECTB

Vsomanetur (Tun M) (E953), nmuMoHHAS KHcIoTa (E330), cykpanosa (E955), apomarusarop Men
(COCTOMT M3 IIIHUEpUN TpHALETaTa (E1518), sranona 96% u 4pOMAaTU3UPYIOIIUX BELIECTB), apOMa-
TH3aTOp JIIMOH (COCTOMT U3 TEpIEHOB JIMMOHA, TUMOHHOTO MaC/IA U UUTPAJLA), JIEBOMEHTOI, KpacH-
Tenb KypkymuH (E100) (conepsxut HaTpust 6enzoar (E211)), msTeI IepeyHoit Macio.

6.2 HecoBmecTumocers
He npumenumo

6.3 Cpok rogaocru
4 rona

6.4  Ocobble MepbI NPEIOCTOPOKHOCTH NpH XPAHEHHH
XpauuTs npu TeMmeparype He oime 30 °C.
XPpaHUTh B OPHTHHABHOM YIIAKOBKE C I[E/IBIO 3aIIUTEI OT CBETA.

6.5 XapakTep u comep:kanue YIAaKOBKH
8 TabneTok Uit paccachlBaHUs B 6increpax (TIBX/TID/TIBX miueHKa ¥ alroMHHEERAS (osnera). 2
GrmcTepa ¢ THCTKOM-BKIAIBINIEM B ITauKe KapTOHHOI,

6.6 OcoOble MepbI [PEIO0CTOPOKHOCTH NMPH YHHYTOXKEHHH HCIOJIb30BAHHOLO JIEKAPCTBEHHO-
T'0 Npenapara uin 0TX00B, 0JyYeHHBIX [0C/Ie MPHMeHeH s JIEKAPCTBEHHOI0 Mpenapa-
Ta WIH paboThbl ¢ HUM

Her ocobrrx Tpebopanmii k YTHIH3AI[HH,

6.7 VYcaoBus otmycka
Be3 penenra Bpaua.

7.  JEPXATEJIb PEI NCTPAITMOHHOI'O YIOCTOBEPEHUSI
Crnosenus

AO «KPKA, n.1., Hoso Mectoy, [lmapsernka uecra 6, 8501 Hoo mecTo
Ten.: +386 7 331 21 11

®axkc: +386 7332 1537

7.1. llpeacraBurens A€pIKaTEe/Ist pErHCTPANHOHHOIO YA0CTOBEpeHH s
IIperen3uu morpebuTeneit HATPABISLTE 10 aapecy:
Pecnybnuxa Benapyce

TRt
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IIpencraBurenscteo Aknumoneproro obmecrea «KRKA, tovarna zdravil, d.d., Novo mesto» (Pec-
my6sika Crioenus) B PecryGuke Benapycs

220114, r. Munck, yn. ®@umumonosa, 1. 25T, oduc 315 H PS5

Ten.: 8 740 740 9230 =

®axc: § 740 740 9230 P

Anpec a1 moutst: info.by@krka.biz JJ O

Be6-caitr: www.krka.by
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