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JIncToKk-BKJIAABII
0 MEAMIIHHCKOMY NPHMEHEHHIO JIEKAPCTBEHHOI0 CPeICTBA
Cenrodopt ToTau, cupeii AJIs CAM3ACTOMH POTOBOH MOJIOCTH, J03MPOBAHHbBIMH
(1,5 mr +5 Mr)/ma
(Ben3uaMuHa THApOXIopr/LIeTHIITHPATMHAS XIOPHL)
(undopMars [T TalMEHTOB)

1. HANMEHOBAHME JJEKAPCTBEHHOI'O CPEJICTBA Centogopt Toran

2.  KAYECTBEHHBII U KOJMYECTBEHHBIA COCTAB

2.1.  O6uee onucanne [Tpo3padHbii, GECLBETHBIH WM XEITOBATHIH PacTBOP.

2.2. HaumenoBaHue JeficTBYIOIIEro BeniecTBa (MM BEMECTB)

B oxHOM 1 MIJI JIEKAPCTBEHHOTO CPENCTBa COAEPIKHMTCA: O€H3MIaMHHA THAPOXJIOPHIA—
1,5 Mr; HETHIMHPHIMHNS XJIopuza (B popMe MOHOTHAPATa) — 5 MI.

[ToNHBIA CIIHCOK BCIIOMOTATENbHEIX BEMECTB CM. B IIYHKTE 6.1 HaCTOAIIEro MPpHUIOKEHHS

3. JEKAPCTBEHHAS ®OPMA

Crpeif IS CIIM3UCTOM POTOBOM MOIOCTH, HO3MpOoBaHHbIH (1,5 Mr + 5 MT)/MIL

4. KINHAYECKHE JAHHBIE

4.1. Tloxa3zaHusi K IPUMEHEHHIO

Cenrrodopr  Toran, cmpedl Ui CIM3HCTOH pOTOBOH  IOJOCTH, JIO3UPOBAHHBIN
(1,5 Mr + 5 MI)/MJT peKOMEH/IyeTCsl sl MECTHOIO JIEUCHHS B COCTABE KOMILIEKCHOH Tepanmuy
HHQEKIHOHHO - BOCTIATHTENBHBIX 3200 I¢BaHMIi OJOCTH PTa W I[JIOTKH (TOH3HILIMT, (apuHruT,
CTOMATHT, THHTHBHT).

4.2. PexxuM A03UMPOBAHMSA H CII0CO0 PHMEHEHUS

Jlo3upoBKa

Jlemu 6 6o3pacme om 6 0o 12 nem: HaXXaTh Ha HO3aTOP OJHUH pa3, OPOCUTH BOCIIQJICHHBIH
yuacTok. [Ipi HeoGXOAMMOCTH NpPOLEAYPY HOBTOPSIOT Kaxasle 2 yaca 3-5 pa3 B CyTKH.

V nmereit B Bo3pacTe oT 6 m0 12 jeT neKapCTBEHHOE CPEACTBO CICAYET IPUMCHATDH
TONBKO IIOCIE KOHCYIBTalMM Bpada. JIeKapCTBEHHOE CPEICTBO IPOTHBOIIOKA3aHO JCTAM
mnaamie 6 Jner.

Jemu 6 6ozpacme om 12 nem u cmapwie: HaXaTb Ha J03aTOp OJHH WJIM [[BAa pa3a,
OpOCHTE BOCIIANIEHHEIH y9acToK. IIpi HeoGXOMMMOCTH IPOLEAYPY MOBTOPSIOT KaX/ple 2 daca 3-
5 pa3 B CyTKH.

B3pocnvle: HaXaTh Ha I03aTOp OJIMH WM JBa pa3a, OPOCHTH BOCHIANIEHHbIH ygacTok. [Ipn
HEOOXOMMOCTH MPOIENYPY HOBTOPSIOT KaXkAbIe 2 9aca 3-5 pa3 B CyTKH.

JUis JOCTHXEHHS ONTHMAIBHOro dhdexTa HE CleayeT NPUMEHATH JICKApCTBEHHOS
CPEJICTBO HENOCPE/CTBEHHO 10 WM Cpa3y Iocine uMcTKH 3yOoB. He ciemyeT IpeBbIMIaTh
pexoMeHayeMbIe 10351 [IpofomKHTENEHOCTD IpUeMa JISKapCTBEHHOT0 Cpe/ICTBa — 10 7 nHEH.

Iayuenmel nodcuno2o eo3pacma

PexoMeHaIiH 110 IPUMEHEHHIO COOTBETCTBYIOT TAKOBBIM JULA B3POCIIBIX.

Bepcus 01



Croco6 npuMeHeHUs ] 7 : e (_7
Ilepex mepsbiM npumenendeM Cemtodopr Toran, cnpeit IS CITM3HCTOM DPOTOBOM
nojocTr, no3upoBaHHBN (1,5 Mr +5 Mr)/Mi, WIH €CIH JIEKapCTBEHHOC CpeACTBO HE
IIPUMEHSIIOCH ITUTEHHOE BPEMs, HECKOJIBKO pa3 HAXKMHUTE Ha A03aTOp (ot 5 no 9 Haxaru#) U
BBITYCTUTE HEKOTOPOE KOIMYECTBO CIIpesi B BO3AYX IO IOSBICHUS CTPYH. Cnenyer m3berarhb
BIIBIXaHUs JIEKApCTBEHHOrO CpelcTBa. Ilociie 3TOro MMpOKO OTKPOHTE POT, MOMECTHTE TPYOKy

aIlIUIMKAToOpa B IIOJIOCTh PTa, 3a€PXKUTE JIBIXaHHEe U HAKMHUTE HA 103aTOp 1-2 paza.

4.3. [IporuBonoka3anns

. [ToBBIIEHHAS YYBCTBHTEIBHOCTh K JEHCTBYIOLMM BCLIECTBAM WJIH JAPYTHM
KOMITOHCHTAM JICKapCTBEHHOI'O CpeCTBa

. JlanHas nexapcTBeHHass ¢opma He IpeIHa3HayeHa A IPHMCHCHHA Y JeTer
Mutajme 6 aer

4.4. OcoOble yKkazaHHs H MepbI IIPEI0CTOPOKHOCTH NPH NPUMEHEHUH

JlexapcTBeHHOE CpPENCTBO He CiefyeT NpuMeHsTh Oonee 7 ammed. Ilpu oTcyTcTBHM
3aMETHBIX INPH3HAKOB YJIy4lIEHHd COCTOSHHA IIocne 3  [JHEH JIeYCHHs, CIICAYeT
IIPOKOHCYJIbTUPOBATHCS C BpauOM.

JlexapctBennble (GOPMBI A MECTHOTO IIPHMEHEHHS MOIYT BBI3BaTh pPeaKIHU
TUIEePYYBCTBUTEIBHOCTH, OCOOSHHO IPH IIHTENBHOM Tepanud. B aToM ciaydae peKOMeHAyeTcs
IPEKPATHTh JIEYCHUE U IIPOKOHCYJIBTHPOBATHCA ¢ Bpa4oM JUlsl Ha3HAYCHUA COOTBETCTBYIOIIEH
TEepanuH.

JlexapCTBEHHOE CPEICTBO HE CJEAyeT IPHUMEHATH OXHOBPEMEHHO C aHHOHHBIMH
COeNMHEHHMAMH (HalpuMep, NpHUCYTCTBYIOT B 3y6Ho# macte). COOTBETCTBEHHO, HE
PEKOMEH/IOBAHO TMPHUMEHCHHE JIEKapCTBEHHOrO CPEACTBA HEMOCPEJCTBEHHO OO HIIH IOCIC
yrcTKH 3y00B. Cnenyer n3berars nonaganus JIEKapCTBCHHOIO CPEACTBA B IJlasa.

HeobxoauMo u30erarth BIBIXaHUS WM MPOTIATHIBAHMS JIEKAPCTBEHHOI'O CPEJICTBA BO
BpEMSI €0 HCIOIb30BAHHU.

Y nereit B Bozpacte oT 6 A0 12 jmeT JIEKapCTBEHHOE CPEICTBO MOXCT IMPHUMEHATBCS
TOJILKO ITOCJIe KOHCYNBTalliH Bpaya.

Cenrodpopr Toran, copedl Ui CHAM3HCTOM POTOBOM IOJNOCTH, JIO3MPOBAHHBIN
(1,5 Mr +5 Mr)/Ma He COJEpXHT caxapo3y, II03TOMY MOXET IPHMEHATBCS NAIlMCHTaMM C
caxapHbBIM TuabeToM.

Centopopr Tortan, cmpeit Aad CIM3MCTOH POTOBOM IIOJOCTH, JO3HPOBAHHBIH
(1,5 Mr +5 Mr)/mu coaepuT HEGOBIITOE KOJIMYECTBO STaHOa - 26 MI' B OJTHOH JI03€.

bepemennocmov u kopmienue 2pyovio

Bepemennocmp

JaHHble 0 MpUMeHEHHH OeH3HWIaMHHA THAPOXJIOpPHIa M LETWINHPHIUHHA XIIOpHIA Y
OepeMEeHHBIX JKCHIIWH OrpaHu4eHbl. lIpuMeHeHHE JEKapCTBEHHOIO CpENCTBA BO BpeMs
OepeMEHHOCTH HE PEKOMEHyeTCs

I'pyonoe sckapmnusanue

JlaHHBIE O HANTHYMH O€H3WJAMUHA THAPOXJOpHAA YIH €r0 MeTaboIMTOB B TPYJHOM
MOJIOKE OTCYTCTBYIOT. He MOXeT GbITh HCKIIOUEH PUCK sl HOBOPOXKICHHBIX H IPY/HBIX JETCH.
[Ipy Ha3HAYEHHH JIEKAPCTBEHHOTO CPEICTBA XXEHIIMHE, KOPMSIIEH IPyAbIO, CICAYET MPUHATH
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pelleHye 0 NPEKPalleHHH IPYIHOTO BCKapMIHBAHUS C y1ETOM 6T MPENMymecTs s pebenka- 1
OXXUIaeMOM TOJIB36I TEPAIINH IS MATEPH.
Brusinue na cnocobHOCHb YRpaenime agmomobuiem wiu Opy2uMu MexXanusmamu

JlexapcTBEHHOE CPEACTBO HE OKA3bIBAET HIIM OKa3bIBACT HE3HAUUTCIBHOC BIMAHWC Ha
CIIOCOGHOCTB YIIPaBIIATh TPAHCTIOPTHBIME CPEACTBAME MM paboTaTh ¢ MEXaHU3MaMH.

4.5. BzauMoaeiicTBHE ¢ APYTHMH J€KAPCTBEHHBIMHA CPeACTBAMH

Cnenyer u3berars OJHOBPEMEHHOrO NPMMEHEHHs C JIEKapCTBEHHBIMH CPEICTBAMH H3
TPyl aHTUCETITUKOB.

4.6. HexxenaTesibHbIE peaKIUH

Knaccupukanus 9acToThl pasBHTHA I10004HBIX 3(dexToB COrnacHo BcemupHoi
OpraHu3aL{¥ 3APaBOOXPAaHECHHU:

- oueHb yactele (>1/10),

- yacTeie (ot >1/100 no <1/10),

- geyacteie (ot >1/1 000 mo <1/100);

- peaxue (ot >1/10 000 mo <1/1 000);

- oueHs peaxue (<1/10 000);

- HeW3BeCTHBIE (HE MOTYT OBbITh OIIEHEHBI HA OCHOBE HMEIOIUXCS IAHHBIX).

Penxo OueHb peaxo YacToTa HEU3BECTHA

Hapymenns co | Peaxiun
CTOPOHBl ~ MMMYHHOH | THIIEPYyBCTBHTEb-

CHCTEMBI HOCTH

Hapymenue co UyBCTBO HOKEHHUS HIH

CTOpOHBI HEPBHOMH OHEMEHHE CITH3UCTOH

CHCTEMBI 06OIOYKH  MOJIOCTH
pra

Hapymienus co | bporxocnasm

CTOPOHBI ABIXaTeIbHON
CUCTEMBI, OpraHoB
TPYAHOH KIETKH H

CpeAOCTeHHS
Hapymenus co Paznpakenue
CTOPOHBI  JKEJTyJO04HO- CIU3HCTON  000I04KH
KHIIEYHOTO TpaKTa TIOJIOCTH PTa
UyBCTBO ACOKCHHA B
MIOJIOCTH pTa
Hapymenus co | Kpanusuuua

CTOPOHBI KOXXH H (DOTO"IyBCTBI/ITeJIB-

MOAKOXXHOM KJIETYATKH | HOCTH

Ecnu Bo3HHKAIOT TsoKenble moGounble 3¢QeKTsl, JieueHne JIEKapCTBEHHBIM CPENCTBOM
JOJDKHO OBITH IIPEKpaIIEHO.

4.7. Ilepeno3npoBKa

CHMIITOMBI TNEPENO3UPOBKA OEH3UJAMHHA: BO3OYXKIECHHOE COCTOSHHE, CyIO0pOrd,
TOBBIIIIEHHOE ITOTOOT/IEICHHE, aTaKCHs, TpeMop, pBoTa. [Ipu3HaKKH B CHMITOMBI HHTOKCHKAIIMH
B pe3ynbTaTe IPHEMa BHYTPh 3HAUUTEIbHBIX KOMMYECTB LECTHINUPHINHAS XIOPH/A: TOIIHOTA,
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HApYIIEHHs [BIXaHWs, [HaHO3, aCQUKCHs BCIICICTBHE Iapann%nhnﬁareﬁﬁﬁ(mﬂmf,

yrHeTeHHe IEHTPATLHON HEPBHOM CHCTEMBI, apTepHalbHas THIOTEH3HS, KOMA. CmMmeprenpHas

1033 JUIS 4YeoBeKa cocTaBisieT okono 1-3 T (uro coorsercrByer 2000-6000 pasoBsM 103aM

crpes).

I'TIOTKH

CrienudH9ecKuil aHTHAOT OTCYTCTBYET. JIedeHne CHMIITOMaTHIECKOE.

5. ®APMAKOJOI'MYECKHE CBOMICTBA

®apmakoTepanesTHueckas rpynna: CpencTsa i NedeHus 3ab0neBaHMH rOpTaHd 1
. AHTHCENITHYECKUE CPEACTBA.

MekayHapoaHoe HenaTeHToOBaAHHOe HazBaHHe: OTCyTCTBYeT

Kox ATX: R02AA20

6. ®APMAIIEBTUYECKHE CBOMICTBA

6.1. Ilepedenn BcrioMOraTeJbHBIX BEIECTB

Dranon (96%), rmunepun (E422), caxapun Hatpuit (E954), makporoiriunepuHa

THJAPOKCHUCTEeapaT, MATHI nepeqﬂo‘ﬁ MacJjo, BoJia OYHIICHHAA.

6.2. Cpok rognocru

2 roga.

He npuMeHSTh 110 HCTEYEHHH CPOKa I'OJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

ITocie nepBoro BCKPHITHA (PIIaKoHa, JIEKAPCTBEHHOE CPEACTBO CIEHNYET HCIIONB30BaTh B

TeUEeHHE 6 MeCAIIEB.

6.3. Oco0Oble MepBI IPEIOCTOPOKHOCTH NPH XPAHEHHH.

XpaHUTH IpH TeMIieparype He Bolmre 25°C.

XpaHuTh B HEJOCTYIIHOM [UIs AeTeil Mecte. OTiyckaeTcs Oe3 pellenTa Bpaya.

He npuMeHsTH 10 HCTEYEHUH CPOKa TOTHOCTH, YKa3aHHOI'O Ha YIIAKOBKE.

6.4. XapakTep u cofiep’kaHHe MEPBHYHONH YIIAKOBKH H IIPOYHE CBEACHbS

30 M1 crpest Uk MECTHOIO IPHMEHEHHS B IUIACTHKOBOM (h1akoHe, ¢ paclbLIMTEIbHON

ronoskoii. @aKkoH BMECTE ¢ THCTKOM-BKJIAABIIIEM IOMEIAIOT B KapTOHHYIO ITA4YKy
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7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
00O «®oprtuBa Men»
223012, Pecniybiuka benapych, Munckuit p-H, r.in. Madymuainm,

yi1. AspoapomHas, . 4-2, kabuner 21.
Ten. +375 17 504 62 87; +375 17 301 91 45



