NO16196/01 or 27.11.202 COOTBETCTBYET 2KCNEPTHOMY OTYETY
or 23.11.2023 N° 24683

MUHUCTEPCTBO 3/IPABOOXPAHEHNMS POCCHRIfEREI SEEIA iR

UHCTPYKLIUSI
1O MEIMLINHCKOMY TTPUMEHEHUWIO JIEKAPCTBEHHOTI'O I1PEITAPATA

CITABMEKC® (SPASMEX®)

Perucrpaunonnsiii Homep: I1 N016196/01
Toprosoe Hanmenosanue: Crnazmexc®
Me:xynapoanoe HenaTeHTOBAHHOE MM IPYNIHPOBOYHOE HAHMEHOBAHME: TPOCTIHS XIOPHI

JlexapcTBennas gopma: rabnerku

CocTan

Kasxnas Tabnerka conepxur:

oelicmeyloujee 8eujecmeo.

TPOCITHS XJIOPH]L 5,00 mr

BCNOMOAMENbHBIE BEUECMBA:

JIAKTO3bl MOHOTH/PAT, Kpaxmaj KyKypy3HbIH, KapOOKCHMETHJKpaXMmal HATpHsi, CTeapHHOBasl

KucsaoTa, moBuaoH K 25, kpeMHUsT THOKCH/T KOJLITOM IHbIH

Onucanue

Kpyrible, ABOsIKOBBINYKible TabaeTKH NoUYTH 6€J10T0 11BeTa.

®apmakoTepaneBTHYECKAs IPYNNa: M-X0IMHOGI0KATOP
Koa ATX: G04BD09

®apmako/10rHYecKHne cBOCTBA

®apmakoIHHAMHKA

Tpocnust  xjopua  sBASETCS YETBEPTHYHBIM  AMMOHHMEBBIM  OCHOBAHHEM, MPOH3BOHBIM
HOPTpONiaHa.  OTHOCHTCA K  TIpynne M-XOJIWHOONOKATOPOB. SIBISieTCS  KOHKYPEHTHBIM
AHTArOHUCTOM ~ AUETHJIXOJMHA HA pPELENnTOpaX IIOCTCHHANTHYECKHX MeMOpaH TIiIaKoii
MyCKynatypel. IMeeT BBICOKOE CPOICTBO K Mi- H M3-XOJIHHOPELENTOPaM, HU3KOE CPOACTBO K
M2-XOJIMHOPEUENTOPaM M HE3HAYUTEJIbHOE CPOJACTBO K HHKOTHHOBBIM peuentopam. HauGonee
3HAYMMBIM AHTHXOJIMHEPrHYeCKUM >(Q(EKTOM TPOCHHs XJIopHaa sBseTCs paccnabnsioiee
JICHCTBHE HA TJaJKOMBIIEYHbIE TKAHH M OpPraHbl, PEATH3yeMOE Yepe3 MyCKapHHOBBIE
peuenTopsl. Tpocnus XJI0pul CHIKAET TOHYC IIIafKoH MyCKYJIaTy bl eIy 109HO-KHILIEYHOTO |
MOYEINO/IOBOTO TPaKTOB. CHHMKAET MOBBINCHHYIO AaKTMBHOCTH JETPY30pa MOYEBOTO ITY3BIPSL.
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Oka3blBaeT Crna3sMONMTHYECKOE M HEKOTOPOEe ranrnno6n$%ﬁ5?}ou ee "neiar'mnue "Fnipmn'm*r

CEeKpeLHio OPOHXHANLHBIX, CIIIOHHBIX H MOTOBBIX JKeN€3, BhI3bIBACT Mapainy akkomojaimy. He

obnajaer HeHTpaIbHBIMK P dekTamu.

PapMaKoOKHHETHKA

Beacvisanue u 6uooocmynnocme

MakcuManbias KOHUEHTpalMs TPOCIHS XJIOpHaa B muasMe kpoBH (Cmax) JOCTHIaeTcs yepes

4-6 yacoB mocJie NepopaIbHOro MpHEMa TPOCTIHS XJIOPH/IA.

bronoctynHocTs Tpocnus Xn0puia CHHXKAETCS TP OIHOBPEMEHHOM NIPHEME TTHILH, 0COOEHHO

THULIH C BHICOKHM coaepkaHueM kupa. [locne npuema muiyM ¢ BLICOKMM COZIEPIKAHHEM JKHPOB

cpentne Cmax 1 AUC chuskanuch 10 26 % o1 ypoBHsi, HaGJII01aeMOT0 PU MPHEME HATOIIAK.

Pacnpeoenenue

Casa3biBanue ¢ OeskaMu miasmel coctapaseT 50-80 %.

Memabonusm u ebisedenue

Ilepuon momyseiBenienust (T;) 3HAauMTENbHO BapbHUpPYET W IPH NEPOPATLHOM TPUMEHEHHH

coctasiseT oT 5 10 18 wacon. Tpocnust X10pu/a He HakariBaeTcs B opranusme. KonuenTpauus

TPOCHMs XJIOpHJA B [ja3Me KpPOBH TIIpH OJHOKPaTHOM mpHeMe BHYTph 20-60 mMr

NponopunoHabHa NpuHsTo# j103e. [Ipeobnanaroiiee KOMUYECTBO TPOCTIHS XJIOPH/IA BHIBOIUTCS

MOYKaMH B HEH3MEHCHHOM BMJE, MeHbIIas 4acTh (okono 10 %) — B BHIE CIMPOAIKOTONIs —

MeTabosuTa, 06pa3syroerocs Ipu ruApoIIu3e CIOKHOIPUPHOI CBA3H,

Ocobwbie epynnbl nayuennios

DapMakOKHHETHYECKHE JIAHHBIC HE BbISBUIIM CYLIECTBEHHBIX Pa3/IHuMii Y NAIMEHTOB MOKUIOTO

BO3pPAcTa M NAllMEHTOB Pa3HBIX MOJIOB.

layuenmor ¢ napywenuem hynkyuu nouex

B mccrnenoBaHnu ¢ yyacTHeM NAlMEHTOB C TSDKEINOH MOYEUHOH HENOCTATOYHOCTHIO (KJIMPEHC

kpeaTiHuHa 8-32 mi/MuH) cpennee 3Hauenne AUC Gbuio B 4 pa3a Bbile, a Cpax B 2 pasa BbIIIIE.

I[lepron nonyseiBeienus Obil B JBa pasa Gousiblie, Y4em y 310poBbIX Joxeil. Mccnenosanns ¢

Y4acTHEM NAUHEHTOB C HapyIleHHeM (QYHKIHH TT0YeK YMEPEHHOMH CTENEHH HE NPOBOINIINCE.

Tayuenmu! ¢ napywenuem ¢ynxkyuu nevenu

PesynbTathl  ()apMaKOKMHETHYECKOTO — HCCNENOBAHMS, MNPOBEJCHHOrO Yy  IALHEHTOB ¢
| HapyuieHueM (YHKIMH NeYeHH YMEPeHHOW M CcpeaHell CTeNeHH TSKECTH, He BBISBHIIM

HEOOXOAMMOCTH KOPPEKIMHU J103b1 Y JIAHHOMN IPYTIIbI HALHEHTOR.

Ilokazanus K INPHMEHEHHIO

— THUICPAKTHBHOCTL MOYEBOI0 MmMy3bIpsi, COMNPOBOXKAAOLIASACS HEIEPXKAaHHEM  MOYH,

UMIIEPAaTHBHBIMH MO3bIBAMH K MOYEHCITYCKaHHIO H YBEJIIHYCHHUEM HacTOThbI
| 2
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MOYEHCITyCKaHUH (TPH MAMONATHYECKOH rnnepaxmsrl-lo% Dvﬂma HETOPMOHAILHOI

1 HEOPraHWYECKOH ITHOJIOTHH);

cMelnanHble JOPMbI HeIepIKaHHs MOYH;

CIIACTHYECKHE HEHPOTeHHbIE HAapyEHUS (yHKIIHH MOYEBOTO My3bIps (MPH HEWPOTeHHOMH
TUIIEPAKTHBHOCTH (rumneppediekciu) AeTpy30pa: pacCesiHHbIM CKIIEpO3, CIHHAILHBIE
TPaBMbl, BPOKIEHHbIE W NpHOOpeTeHHblE 3a00J€BaHMUS CIMHHOTO MO3Ta, HWHCYIBTHI,
NIAPKMHCOHHU3M);

JETPY30p-CHUHKTEP-AUCCHHEPTUs HA (OHE HHTEPMHUTTUPYIOLIETO KaTeTepU3Ma;
MOJUIAKAY PUS, HUKTY PHS;

HOYHOM U THEBHOMH 3HYpe3:

B KOMIUIEKCHOH  Tepan¥u  LMCTHTOB,  CONpPOBOXAAIOUIMXCS — MMIIEPATHBHOM

CUMIITOMATHKOM.

ﬂponmonoxa'sanml

MOBBILICHHAS YYBCTBUTEILHOCTb K TPOCIHS XJIOPUAY HIH JTHOOOMY H3 KOMIIOHEHTOB,
BXOJSALIMX B COCTAB Ipenapara;

3aJIepXKKa MOYH;

Y3KOYTOJIbHAsI U 3aKPLITOYTOJIbHAS ITayKOMa;

TaXHapUTMHUS;

MHacTeHus (myasthenia gravis);

TSKEIbIe XPOHUYECKHE BOCNAIMTENbHbIE 3a00/IeBaHUs KUIIIEYHHKA (S3BEHHBIH KOJIHUT M
bonesns Kpona), TokcHueckuii MErakojioH, 3amMe/UieHue SBaKyaluy MHIIH W3 JKeTy/IKa |
COCTOSIHHUS, NIPE/IPACIIOIaralolIue K HX Pa3BHTHIO,

T0Y€YHAs HE0CTAaTOYHOCTh, Tpedylowas npoBejieHHs auaiu3a (KIMPEeHC KpeaTHHHHA
(KK) < 10 ma/mun/1,73 M?);

HENEePEeHOCUMOCTh rajgakTo3bl. neguuut NaKTas3bl, [IIFOK030-TallaKTO3Has
MasibabcopOuus;

AETCKUI BO3pacT (110 12 1eT) u3-3a OTCYTCTBHS JAHHBIX.

C 0cTOPOKHOCTBIO

Cnenyer cobmonath 0CTOPOKHOCT NPH NpHMEHEHUH Npenapata Criasmekc™ y NauHeHToB co

CICAYOUIAMH 3a00/1€BAHHAMM:

3a0o0sieBaHus CepIIC‘-IHO-COC}/ﬂHCTOﬁ CACTEMBI, MPH KOTOPLIX YBEIWUYEHHUE 4YaCTOThI

CEPACYHBIX coxpameunﬁ MOXET OBITh HeXeJlaTelIbHO: MepuarejibHag apHTMHs,
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TaxMKap/us, XpoHHUecKas cep/edHas H :gogTaIQHHQI:ﬂb (XEH), nimemudeckas Goneann |

cepaua (MBC), MuTpanbublii cTEHO3, apTepHaibHas THIIEPTEH3Hs, OCTPOE KPOBOTEUEHHE;

THPEOTOKCHKO3 (BO3MOMKHO YCHIIEHHE TaXUKAP/IUH);

NOBBILICHHAs TEMIEparypa Tejla (MOXET €IIE MOBBILATLCS BCICACTBUE IOABJICHHUS
AKTHBHOCTH MOTOBBIX XKeJe3);

pedutokc-930harut, rphika MHIIEBOJHOTO OTBEPCTHS AHadparMbl, COUETAIOMAACS C
pedmokc-530darnTom (CHUKEHHE MOTOPHKM NHLIEBOJAA M JKeIyJka M paccrabieHne
HUIJKHETO MHILEBOJHOrO CYHHKTEPA MOTYT CIIOCOOCTBOBATH 3aMEIEHHIO ONOPOKHEHHUSI
KeJTyIKa i yCHIICHUIO racTpod3odareanbHOro peduitokea uepes CHUHKTEP ¢ HapyIIEHHO#
byHxumei);

3aboneBanns  KeslynouyHo-kumeunoro  tpakta  (OKKT),  compooskaatommecs
HETIPOXOAMMOCTBIO: axalasHsl U CTEHO3 NPUBPATHHKA (BO3MOIKHO CHHIKEHHE MOTOPHKH M
TOHYC4, IPUBOJIALLICE K HENPOXOJAUMOCTH H 3aJIEPIKKE COAEPIKHMOTO JKEyaKa);

aTOHHs KHIICYHHMKA Yy OOJBLHBIX TOXKHIOTO BO3pACTa WM OCIAOIEHHBIX OOIBHBIX
(BO3MOXKHO pa3BHTHE HENMPOXOIMMOCTH), MAPATHTHYECKAS HETTPOXOAUMOCTh KULICYHHKA
(BO3MOKHO pa3BHTHE HEMTPOXOAMMOCTH );

3a00JICBaHAs C NOBBILIEHHBIM BHY TPHITIA3HBIM JIABJIEHHEM: OTKPBITOYONbHAS riaykoma
(MuapuaTiieckuii SG(eKT MOXKeT BBI3BIBATH HEKOTOPOE MOBBLINEHHE BHYTPHIIA3HOTO
AABJICHUSA; MOJMKET MOTPebOBaTLCS KOPPEKLMs Tepanuu), Bo3pacT crapme 40 jer
(OMacHOCTL NPOABIEHUS HEAHATHOCTHPOBAHHOMN TJ1aYKOMBI);

CYXOCTb BO pTy (MIMTE/IbHOE NPUMEHEHHE MOXET BbI3bIBATH JalbHEHINEe yCHIICHHE
BBIPAKEHHOCTH KCEPOCTOMHH );

MoYyeyHas HEN0CTaTOYHOCTh (PUCK pa3BHTHS MOOOYHBIX S(P(PEKTOB BeneacTBHE
CHHIKEHHS BBIBE/ICHHUS );

XpoHH4eckue 3aboneBaHus JIETKHX, OCOOEHHO y JeTed M OchablIeHHBIX GOJBHBIX
(YMeHbLIeHHe OPOHXHATBLHOH CEKPeLHH MOXKeT MPHBOAMTH K CrYIEHHIO ceKkpera
00pa3oBanHIo 1pobOK B GpoHxax);

MHAaCTeHHs  (COCTOSIHME MOXKET yXy/IIaTbCs HW3-32 HMHTHOMPOBAHMS  JEHCTBHS
ALETUJIXOJIMHA);

BEreTaTHBHAs (ABTOHOMHAs) HEBPOMATHs (3aepiKKa MOUM M NApaTny aKKOMOIALHH
MOTYT yCHJIMBATBCH), THIEPIUIA3Hs TIPEACTAaTeNbHOH kene3bl 6Ge3  o6CTpyKuMM
MOYEBBIBOJSIIIMX TyTEeH, 3a7epXKKa MOYHM HIH NPEAPACIONOKEHHOCTh K HEH WM
3a00J1eBaHHs. CONPOBOKAAIOLIHEC 06CTPYKIHEHi MOYEBBIBOASIIMX nyTe# (B T.4. LICHKH

MOYEBOI'O MMy3blpsl BCIEACTBHE FHHCprO(I)HPl npencra'renbﬂoﬁ )Keﬂe3b]);
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— TeCTO3 (BO3MOKHO yCHIICHHE apTepHallbHOM runepTeH3nu):

7

— 3a00JI€BaHus TOJIOBHOTO Mo3ra y jietell (3¢deKThl cO CTOPOHBI HEHTPAIbHON HEPBHOI
CHCTEMBbI MOTYT YCHJIMBATBLCS );

— Oone3nb Jlayna (BO3MOXKHO HEOObIMHOE paclUpeHHEe 3pa4yKOB M ITOBBIIEHHE YacTOThI
CEP/ICYHBIX COKpalleHHH );

— UEHTpallbHbIH napajuy y JeTedl (peakiiMss Ha aAHTUXOJMHEPrHYecKHe JIEKapCTBEHHBIE
cpezcTBa MOKET ObITh Hanboee BhIpaXkeHa):

— TNE€YCHOYHas HECJAOCTATOYHOCTD.

IIpumenenne Bo Bpemsi GepeMeHHOCTH H B IIEPHO/ IPY/AHOr0 BCKAPMJIHBAHHS
bepemennocme

WccneioBanns Ha JKMBOTHBIX HE BBISIBHIIM MPSMOTO HIIM KOCBEHHOTO BPEIHOTO BO3JAEHCTBUS Ha
TeueHne GepeMEHHOCTH, pa3BUTHE SMOPHOHA/IIOAA, POJIbI HIIH IOCTHATATILHOE Pa3BHTHE.

[Ipu Gepemennocty mpenapar Cnasmekc™ ciieJlyeT NPUMEHSITh TOJNBLKO TPH HATHYMH CTPOTHX
TNOKa3aHUi, TaK KaK ONBIT IPUMEHEHHs NpenapaTa y OepeMeHHBIX OTCYTCTBYET.

I'pyonoe eckapmausanue

[Ipumenenne npenapara Criasmekc™ B 1epuo/1l rpy/IHOr0 BCKAPMIHBAHHS BO3MOXKHO TOJIHKO npu
HaIM49WKM CTPOTMX TOKa3aHWH, TAK Kak ONBIT NPHMEHEHMs Tperapata B TIEPHOJ T'PYIHOTO

BCKapMJIMBaHHUs OTCYTCTBYET.

Cnocobd npuMeHeHNs | 103b1

BHyTpb, 110 e/ibl, HE pa3KeBBIBAs M 3alHBas A0CTATOYHBIM KOJIHYECTBOM BOMIBL B3pocibiv u
AeTsM ¢ 12 neT mpenapar Ha3HAYAIOT WHAMBHIYAlbHO, B 3aBUCHMOCTH OT KJIHHHYECKOI
KapTHHBI ¥ TSHKECTH 3a00/1eBaHMsl.

IIpeniapar npunumartor no 2-3 Tabnetku 3 pasa B cytkn (30-45 Mr) ¢ MHTepBaIaMH B 8 4acos.
I1pu cyTouHOl 03¢ 45 Mr onycTHMO NpUHUMATH 110 30 Mr yTpoM M 15 Mr Beuepom.

I1pu HelporeHHOH ruNepaKTUBHOCTH JETPY30pa NIPHHUMAIOT 110 4 TaGNeTKH yTPOM H BeYepoMm
(uro cooTBeTcTBYET 40 MI' TPOCTINSL XJIOPH/IA B CYTKH).

Y NalMeHTOB € MOYEYHOH HENOCTATOMHOCTBIO (KMMpeHC Kpeatunuua 10-30 mu/mun/1,73 M%)
CYTOUHasl J103a npernapara He JI0JKHa rpeBbinats 20 Mmr.

B cpeanem, nponosmkuTenbHOCTb Nedenns coctasiser 2-3 mecsaua. Ilpn HeoGXomumocTn Gornee
JUTATEJILHOTO JIEYEHHS BONPOC O TPOAOIKEHHH JIEUEHHs NEePecMaTPUBAETCS BPAYoOM Kakble 3-6

MCCALICB.



I[lobouHoe aeiicTBHE

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.11.2023 Nz 24689
(Bxopawwmia M3 N24237854)

B nepuon neuenuss npemaparom Cnasmexc® MOryT pa3sBuBaThCs IN0GOUYHBIE JEHCTBHS,

BBI3BAHHBIC, MPEK/AE BCETrO, THIMHYHBIM AHTHUXOJIMHEPIrUYCCKUM JIEHCTBHEM TPOCIIHA XJIOpHU/a,

TaKHe KaK CyXOCThb BO PTY, PACCTPOHCTBO MUILEBAPEHHS U 3a110P.

Bo3MoxHBIE HexenaTelbHbie pE€aKiinm,

BbISIBJICHHBIE B

X0ZI€ TMOCTPEruCTpanuoOHHOIo

IIPUMCHCHHS JIEKAQPCTBEHHBIX CPEACTB, COJEPXKALIMX TPOCIHA XJIOPH, IIPHBEJACHbI HHIKE B

COOTBETCTBHH C CHCTCMHO-OpFaHHOFI KﬂaCCH(bHKaU,HCﬁ H C YKa3zaHHE€M 4YacCTOThl HX

BO3HUKHOBEHHs. YacToTa BO3HHKHOBEHHS HEXKEIATeIbHBIX peaxuui’l K.TlaCCHCbHuHPOBaHa

CJIEIYIOMMM 00pa3oM: o4eHb yacTo (>1/10); wacto (ot > 1/100 xo <1/10); newacto (ot > 1/1 000

1o <1/100): pexxo (ot > 1/10 000 o <1/1 000): ouens peaxo (<1/10000), yacTora HeH3BecTHA

(Ha OCHOBAaHHH MMEIOLMXCS IAHHBIX OLIEHHTh HEBO3MOXKHO).

CHCTeMHO-0praHHBII Kiace Yacrora HexeaareabHble peakuuu

Hapymenuss co  CTOpPOHBI | peaKo: Anaduiakcus

UMMYHHOH CHCTEMBbI 4acToTa Cunapom CrtuBeHca-J)xoHcoHa (ccn,

HEH3BECTHA: | TOKCHYECKHH  SMHIEPMalbHBIE  HEKpOJIN3

(TDH)

Hapymenus co  cropous! | pejko: CnyTaHHOCTb CO3HAHMS, TAJIFOIIMHALIMN

HEPBHOH CHCTEMBI oyeHb peaKo: | I'onoBHast 60J1b, TOJIOBOKPYIKEHHE

Hapymenuss co  croponsl | HeyacTo: Hapymenne akkomopmamuu (ocobenHo vy

OpraHa 3peHHus JIAJIbHO30PKHX MAllMeHTOB M Y TAalHEHTOB C
HEJIOCTATOYHOH KOPPEKLHEH OCTPOTHI 3pEHHsI)

Hapymenns co  CTOpoHBbI | HEYacTo: Taxuxapaus

cepaua PeaKo: boJb 3a rpy/MHOM, TaXHAPHTMHS

Hapymenuss co  cTopossl | peaxo: O6MOpOK, THIIEPTEH3UBHBIN KPH3

COCY/JIOB

Hapymenus co  croponsl | penko: Onpiika

AbIXaTeJIbHOH CHUCTEMBI,

OpPraHoB TPYIHOH KJIETKH M

CPEJIOCTEHUS

Hapymenns co  cropoHsl | oueHb yacto: | CyXocThb BO pTy

eIy J0OYHO-KHIIEYHOTO 4acTo: Jlucnencus, 3anop, 6014 B )KHBOTE, TOIIHOTA
TpaKTa HEuacTo: Jluapes, MeTeopu3m
penKo: ["acTpur

Hapymennss co  cropossl | HeyacTo: Koxknas ceinb
KOXKH H NOJKOXKHOH | peKo: AHTHOHEBPOTHYECKHH OTEK
KJIETYATKH
Hapymenus co  cTopoHsl | peako: OcTpbrii HEKpOo3 CKEeJIeTHBIX MBILIL
MBIIIEYHOH,  CKEJIETHOM H (pabaomuonus)
COEIMHUTEIIbHOM TKaHU
Hapymennss co  cropossl | HeuacTo: Hapy1ienne onoposxHeH#Hsi MOYEBOTO 1Ty 3bIpsi
MOYEK M MOYEBLIBOJAIIMX | PEJIKO: 3anepikka MOYH
nyTei
OObmue HapylIeHUs M | HEYacTo: Cnabocts, 60116 B rpyau

€aKLIMH B MECTE BBEJCHHS
Jlaboparopubie U | pelIKO: IToBbIlIeHHE yPOBHS TpaHCAMHHA3 OT JIETKOro

HHCTPYMEHTAJIbHBIC JaHHEIE

JI0 YMEPEHHOr 0
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 23.11.2023 Nz 24689
(Bxopawwmia M3 N24237854)

Ilepenosuposka
MakcumanbHas pasoBas 71032 TPOCTIMS XJIOPHIA [PH TNEPOPAILHOM BBEJICHHH YeJOBEKY
cocrapiisina 360 mMr. Ilpu HTom HaGmonaanch CyXoCTb BO PTy, TaxMKapiHsi M HapylIeHHe
MoyeHcnyckanus. O ciyyasX cepbe3HOH [epefo3MpOBKM MIIM MHTOKCHKALWM HA JAHHBI
MOMEHT He CO00Ianoch.,
IIpu3HakaMu nepe/103UPOBKH SBJISETCS YCHIICHHE aHTHXOJTMHEPrHueckuX >(PeKToB, TAKUX KaK:
HapyCHHs 3PEHMS, TAXUKAP/IHs, CYXOCTh BO PTY M FHIIEPEMHS KOXKHBIX TIOKPOBOB.
B ciiyyae uHTOKCHKALIMM CTIEYeT IPHHSATE CIEAYIONIHE MEpHI:

- IPOMbIBAHKE KeJTy/IKa U IpHeM acopOeHTOB (aKTHBHPOBAHHBIN YToJb H Ip.);

- MHCTHJUISILIMS [THJIOKAPITMHA — NALMEHTaM C I71ay KOMOi;

- KaTeTepU3al|s MOYEBOTO My3bIPsi PH 3aIEPIKKE MOUH.
Ilpn  pasBuTHM  TKeNbIX CHMITOMOB — HA3HAYAlOT — XOJMHOMHMETHKH  (HEOCTHIMHHA
MeTuiIcybdar).
Ilpn  Henocrarounom  sddexre,  BbIpaKEHHOH  TAXMKAPAMHM W/MIM  HECTAOMJILHOCTH
KpoBOOOpallleHHs:  BBOJAT ~ BHYTPHBEHHO  OeTa-aipeHoGI0KaTops! (manpumep, 1 wmr

nponpaxosona) noa koutposem IKI u aprepuanbHoro naBneHus.

BsaumoaeiicTBue ¢ 1pyruMu JieKapeTBeHHBIMH CpeICTBAMH

Ilpn  onHOBpeMEHHOM NPUMEHEHHH TPOCTIMS XJIOPHA  VCUIUGaem AHTHXOJIMHIPIHYECKOE
JGHCTBHE aMaHTaJMHA, TPUIMKIHYECKHX AHTH/IENPECCAHTOB, XHHHMINHA, AHTHIHCTAMMHHBIX
JIEKapCTBEHHBIX CPE/CTB W JIM30NMPAMH/IA, a TAKKE MOJOKUTEIbHBIH XPOHOTPONHLIN 3 dexT
(YBeIMYeHHE YaCTOThI CeP/ICUHbIX COKpPAIIEeHHI) GeTa-aJpeHOMHMETHKOB.

Tpocnus  xnopun ocrabasem neicTBHE NMPOKMHETHKOB (HanpuMep, MeETOKJIONpamMHjia |
LUH3aNpUIa).

Taxk kax Tpocmus XJIOpHI MOXeT OKa3plBaThb BIMAHHE Ha JIBUTATEJIbHYIO MU CEKPETOPHYIO
yHKUMM KeTyOYHO-KHINEYHOr0 TPaKTa, He HMCKIIOYEHO, YTO BCACHIBAHME OZTHOBPEMEHHO
NIPUHUMAEMBIX JICKAPCTBEHHBIX CPEJICTB U3MEHUTCS.

Ilpu omHOBpeMeHHOM mpHeme mpenapartos, COZEpXAUIMX TaKWE BELIECTBA, Kak ryap,
KOJIECTHPaMHH M KOJIECTHIION, BO3MOXKHO CHHIKEHHE BCAaChlBAHMS Tpocnus Xjiopuzaa. [lostomy
O/THOBPEMCHHOC TIPUMEHEHHE JICKAPCTBEHHBIX CPE/CTB, COJACPXKAIIMX ITH BELIECTBA, He
PEKOMEH Ty €eTCSl.

Hcenenopanms MetaboMyecknx B3auMOJICHCTBHIT ¢ TPOCIHS XJIOPHJIOM NPOBOJMIIMCE iR VIlro ¢
nsopepmenTaMn  muToxpoma P450, yuacTByOmMMH B MeTabojM3Me JIEKapCTBEHHBIX

npenapatoB (CYP1A2, 2A6, 2C9, 2C19. 2D6, 2EI1, 3A4). IIpi 3ToM He 6bLIO BHISBICHO
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BIIMSTHHSL TPOCTIMA XJIOpHZA HA UX MeTabosinue KVIO aKTHBl-;gcl{l%{:'% QOJ!]E'KU 'ﬂg Cl'l%lﬂ XJIopu I

MeTa6onH3npyeTcs1 JIMIIb B HE3HAYUTEIBbHOH CTENEHH U FHAPOIH3 CI0XKHBIX B(l)l'lpOB SABJISACTCSH
€AUHCTBCHHBIM 3HAYUMBIM NyTeEM €ro MCT&GOHH’SMa, MeTabO0INYECKUX B3aUMOJICHCTBUM He
OXKHUAeTCs.

[Tomumo 5TOr0, HH B XOJI€ KIIMHUYECKUX MCCﬂelIOBaHHi:I, HH B X0I¢€ d)apmaKOHamopa He OblIO

TOJTYHYEHO pe3yJIbTaTOB, CBHACTEILCTBYOUIMX O KIMHUYECKH 3HAYUMBIX B3aUMOJICHCTBUIX.

Oco0ble ykazanns
Ocobyto  ocTopokHOCTh TpH  npuMeHeHuu npenapara Cnasmekc® crieayeT cobmonarh
CIEIYIOINM naluenTam (cM. paszaen «C ocTOpoKHOCTHION):

— € OOCTPYKTHBHBIMM ~ COCTOSHMSMHM JKeIyJOYHO-KHLIEYHOTO TPaKTa (HampuMmep.

[TUJIOPOCTEHO3);

— € 3aTpyJJHEHHEM OTTOKA MOYM M PHCKOM Pa3BUTHS 3a1€PKKH MOYH:

— € aBTOHOMHOM HeHponaruei;

— C I'PBDKCH MUILEBOJHOTO OTBEPCTHS AHadparmMbl 1 peduirokc-330(aruTom;

— Y TAlMCHTOB, y KOTOPBIX HEXENATeNbHO yuallleHHe cepuedueHus (Hampumep, npu

TUIIEPTHPEO3e, HIIEMHYECKOH O0JIe3HH cep/Ilia, CepAeYHOM HEe0CTATOYHOCTH).

[Tanuentam ¢ HapymenueM QyHKIHE IIEUEHH JIETKOH H yMEPEHHOH CTENEeHH TSIKECTH npenapar
ClieJlyeT Ha3Ha4aTh ¢ OCTOPOMHHOCTHIO.
B CBsi3u ¢ OTCYTCTBMEM JaHHBIX O IPHMEHEHHH TPOCIHA XJIOPHIA Y MALMEHTOB C TSKETBIM
HapyleHneM QyHKIHH TIeYeHH He PeKOMEHIyeTCsl Ha3HAuaTh NpenapaT TakHM MalieHTam.
Tpocnust Xn0pua BLIBOAUTCS B OCHOBHOM 4epe3 MOUKH. Y MALHEHTOB ¢ TSKEIbIM HapylIeHHEM
(yHKuMn noyek HabMONANOCH 3HAYMTEIBHOE MOBBIIIEHHE YPOBHS TPOCTHS XJIOPHJA B IJIa3Me
kpoBH. [lo9TOMY y /1aHHO# IpyNNbl NAUKMEHTOB, a TAKKe Y MALHEHTOB C HapyueHHeM QyHKIHH
TOYEK JIEKOH H CPE/IHEH CTENeHH TSKECTH JICUCHHE CIIE/YeT POBOIUTE ¢ OCTOPOIKHOCTBIO (CM.
paszjien «Crnocol npuMeHeHHs U J103b1»).
[TanmenTam ¢ peskoii HacneICTBEHHOI HENEPEHOCHMOCTBIO TANAKTO3bI, a0COTIOTHOM NaKTa3HOMN
HEJI0CTATOYHOCTBIO WM CHHIPOMOM  ManbabcopOuMK  IUIIOKO3BI-TANAKTO3bl  He  CleIyeT
NpUHUMATh JIaHHbIH npenapar (cM. paszen «IIpoTuBonokazanusy).
IIpuem npenapara npu HapyumeHuu QyHKUMH BHYTPEHHEro cuuKTEpa ypeTphl HIM AETPY30pa
MOHEBOTO  Ny3bIPs  JIOJDKEH — CONPOBOXKAATHCS  MOJIHBIM ~ €r0  OCBOOOXKICHHEM MyTeM
KareTtepu3auuu. IIpn BereTaTHBHBIX HapyIIEHHSX ACATENBHOCTH MOUYEBOTO Iy3bIpsi NIpUYMHA
AMchYHKUMH JlomkHA ObITh ONpeieneHa 10 Hayala JieYeHHs, HCKITIOUEHbI OpraHuyecKue

NPHYHHBI  TIOJJIAKHYPHH, HUKTYpHH W HEIEpP)KAHUSA MOYHM, TaKHE€ Kak: cepacyHas
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HEJI0CTATOYHOCTh, MOJHIAMIICHS, BO3MOKHOCTEH HHd)CKHHiEW&?E‘H‘EﬁSﬂEI&EQEHﬂ%é&? U paK

MOYEBOTO ITy3bIPs, Tak Kak OHH TPeOYIOT Ha3HAUEHHs! STHOTPONHOI Tepanuu.

Bausinne na cnocobHoOCTH YOpaBJaATh TPAHCNOPTHLIMH CpeACTBAMH H MeXaHH3IMaMH
B nayasne JICYCHHUSA, NPH YBEJIMYEHHUH J103BI npenapara, 3aMeHe Ipernapara, a TakKxe IIpH
B3aHMOJIEHCTBUH C AJIKOTOJIEM BO3MOJXHO YXYIUICHHE 3PEHHSA, YTO CICAYET YUYMTBIBATH MpPH

YIPaBJICHHH TPAHCIIOPTHLIMH CpE€ACTBAMH U paGOTC ¢ MEXaHH3MaMH.

®opma BbINyCcKa

Tabnerku 5 mr.

Ilepsuunas ynaxoska: no 10 Tabnetok B Giucrep n3 [IBX/amoMunnesoii ¢honbry.

Bmopuunas ynaxoska: mo 3 wmnm S GIMCTEPOB BMeCTe ¢ HMHCTPYKIHMEH 110 INPHMEHEHHIO
NIOMEIIAIOT B KapTOHHYK Mavky ¢ nepdopannel Mecta BCKPBITHS M J10TOJHHTEIbHBIMHA

KJIallaHaM# Ul KOHTPOJIS IEPBOIo BCKPBITHA.

YcaoBusi xpanenus
ITpu Temneparype se Boiine 25 °C.

XpaHUTb B HEJIOCTYITHOM JUls JeTeii Mecre!

Cpoxk roanocTn
5 ner.

He NPHUMEHSATDL 110 HCTECYECHHUH CpOKa rOJHOCTH!

YciaoBus ormycka

OrnmyckatoT no peuenry

IIpousBoauTenn

Hp. Ilpnerep Apunaiimurrens 'm6X
Hp. PoGept I1nerep Illrpacce 12,
96052, bambepr, I'epmanus

Baajenen perneTpaunonsoro yiocrosepenns
[TPO.MEJI.LIC Ilpara a.o..
Temucka 377/1, Muxne, 140 00 Ilpara 4, Yemckas Pecniy6nuka
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(Bxopawmin M3 N24237854)
Opranuzanus, NPHHAMAIOIIAS NPETEH3HN N

YOIHOMOYEHHBIH NPeICTABUTEb B1a/Ie/bla PErHCTPALHOHHOTO yaoctoBepenus B Poccuu:
AO «ITPO.MEJLIIC», 115193, r. Mocksa, yi1. 7-5 KoxyxoBckas, 1. 15. cTp. 1, aTax 4,
noMeuieHue 4.

Ten./hakc: +7 (495) 664-44-11, +7 (929) 546-90-29.

e-mail: info@promedcs.ru

caiT: www.promedcs.ru

PykoBoauTens oTena peructpannu

AO «ITPO.MEJL.LIC» Ceposa T.I'.
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