COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 20.06.2025 N= 15355

OBLIASI XAPAKTEPHCTHKA JTEKAPCTBEHIFOFO TIPEITAPATA 702

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

Kectun, 20 mr, TabneTku-mopuauzar

2.  KAYECTBEHHBIA U KOJIMYECTBEHHBIN COCTAB

JleiicTBytoliee BEmecTBo: 20acTUH

Kaxxnast rabnetka comepxkut 20 Mr 0acTuHa.

BcnomoraTenbHble BelecTBa, HaJU4Me KOTOPBIX HA0 YUYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npemnaparta: acrnapTtam (cM. pasnen 4.4).

[TonHbIii mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Ta6nerku-modunuzar

Tabnerku muopuIN3NpOBaHHBIE O0EI0T0 MU MOYTH O€JI0T0 LIBETa, KPYTJIbIe.

4. KIMHUNYECKUE JAHHBIE

4.1. Iloxa3zaHus K IpMMEHEHUIO

[Ipenapar KecTuH noka3zan Kk IpUMEHEHHIO Y B3pOCIBIX U JeTel B Bo3pacTe oT 12 net no 18 ner
PU CUMIITOMATUYECKOM JICUCHHH:

o QJIJIEPTUYECKOT0 PUHUTA PA3IMYHON 3THUOJIOTUU (CE30HHOTO W/MIU KPYTJIOTOJUYHOIO)
COTPOBOMKAAIOIIETOCS aJUIEPTUYECKUM KOHBIOHKTUBUTOM WU 0€3 HEro;

) XPOHUYECKOU UIMOTTATHYECKONU KParuBHUIIBI;

. aJJIEPTUYECKOro JEPMATHUTA.

4.2. Pexkum 103MpPOBAHUSA M CIIOCO0 MPUMEHEHUS

PexxuM 103MpoBaHMS

Bspocnvie

PexoMennyercst HaunHaTh Tepanuio ¢ 103bl 10 Mr 1 pa3 B cyTkH, ncnodib3ys npenapat Kectus,

TaOJIeTKU, TTOKPBITHIE TNIEHOYHOM 0007104uKO0#, 10 MT.

[lpu HemocTatouHOW 3S()(PEKTUBHOCTH WM BBIPAKEHHOH CHMIITOMAaTHKE PEKOMEHIYETCs
ucnonb3oBath Kectun, TadneTku-muodunmsart, 20 mr, o 1 taénetke 1 pa3 B CyTKH.

Kpr JICUCHUA 6yz[eT onpeaciATbCA HCYE3HOBEHUEM CUMIITOMOB 3a0071€BaHus.

Ctp.1u3 10



COOTBETCTEYET 3KCMNEPTHOMY OTYETY
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(NMOCNEOOBATENEHOCTE 0002)

Oco0ble rpyIinbl NALUEHTOB

Tayuenmsi nodxcunozo eospacma
Koppekius 10361 HE TpeOyeTcs.
Tayuenmsi ¢ HapyweHuem GyHKyuU noyex
Koppexust 10361 He TpeOyeTcs.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
[Ipu nerxkodt wiM CpemHEeW CTenmeHW TIEYCHOYHOM HemocTaTouyHocTH (kiacc A, B mo
knaccudukanuu Yanna-I1s10) Koppekius 10361 He TpedyeTcs.
IIpu TspKenbIX HapymeHusax ¢yHkiouu nedeHu (kiacce C mo kinaccudukaumu Yainna-I1sro)
CYTOYHas /1032 HE JOJDKHA NMpeBbiaTh 10 Mr, MOATOMY peKOMEHYETCsl UCII0JIb30BaTh Mpenapar
Kectun TabneTku, MOKPHITHIE TUICHOYHOM 000109K0H, 10 MT.

eTu
Pexxum noszuposanus ains aereit ot 12 net 1o 18 et He oTimvaeTcs oT peKuma 103UpOBaHUs AJIs
B3pOCJIBIX.
be3onacHocth u 3 pexTuBHOCTD Mpenapata Kectun y aeteit B Bo3pacte ot 0 10 12 y1eT Ha JaHHBINA
MOMEHT HE€ YCTaHOBJICHHI. /laHHBIE OTCYTCTBYIOT.

Cooco0 nnpuMeHeHus

Jlnst paccacbiBaHMsI B TIOJIOCTH PTa, HE3aBUCUMO OT TIpUEMa TTHUIIIH.
N3Bnedenue npemnapara u3 6aucTepa A0IHKHO OCYIIECTBISATHCS CYXUMU PYKAMU B COOTBETCTBHH C
WHCTPYKIIUEH HIXKE:
1. Bo wu30OexxkaHue TOBpEKACHUS TaOJIETOK, HE JOCTaBaiiTe mpemapar wu3 OIuUcTepa
nocpeAcTBOM Haxkatusi. OTKpoWTe sS4eiiKy OMucTepa, OCTOPOKHO MOMHSB CBOOOIHBIN
Kpail 3alMTHON mieHku (puc. 1);
2. CHUMHMTE 3aIIUTHYIO IUICHKY (pHC. 2);
3. OCTOPOKHO BBIJABUTE TAOJNETKY U3 SUYCHKH, HE MIPUKAcasICh K Hell (puc. 3);
4. akKypaTHO M3BIEKUTE mpemnapar (puc.4) W TMOJOXKHUTE €ro Ha SI3bIK, TAe OH OBICTPO
pacTBOpHTCS.
HeTt HeoOXoauMoCTH 3anIMBAaTh BOAOM WM APYIroM *KMIAKOCTHIO, IPUEM IHUILHA HE BIUSET HA

JeiicTBUe mpenapara.

puc. 3 puc. 4
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4.3. IlporuBonoka3aHus

o THIIEPYYBCTBUTEIBHOCTh K 30aCTHHY WM K JIIOOOMY M3 BCIIOMOTaTeNbHBIX BELIECTB,
IIEPEUNCIICHHBIX B pa3zene 6.1.
4.4. OcoOble ykazaHusi 1 Mepbl MPeIOCTOPOKHOCTH NMPHU NPHUMeHEeHUH

[Tpenapat KecTun cineayeT npuMeHsTh C OCTOPOKHOCTHIO Y AI[UEHTOB:

. ¢ yBenmmueHHbIM uHTepBajioMm QT na DKIT';

° C THIIOKAJINECMUEH;

° C MOYEYHOM HEJIOCTATOUYHOCTEIO;

. C TSDKEJIBIM HapyIlieHrueM (QyHKIUU nedeHu (cM. pazzaen 4.2);

. OJTHOBPEMEHHO MPUHUMAIOUINX KETOKOHA30JI WM MHTPOKOHA30J, SPUTPOMHIIMH (U3-32a

BO3MOXKHOTO yBenuueHus pucka ymiuHeHus uarepBana QT na OKI), pudammuiun (u3-3a
BO3MOKHOTO (hapMaKOKHHETHYECKOTO B3aUMOICUCTBHS) (CM. paznen 4.5).

D06acTH MOXKET UCKa)KaTh Pe3yJIbTaThl KOXKHBIX ajiepruueckux npoo. Iloatomy pekomenayercs
IPOBOJUTH TaKue MpoObI HE paHee, ueM uepe3 5—7 qHel mociae OTMEHBI Ipernapara.

BcrnoMorarenbHbBIE BEIIECTBA

[Ipenapat Kectun cogepxut 2 Mr acnaprama B Kaxxaoi TaOJeTKe.
AcmapraMm sBIsieTCss MCTOYHUKOM (eHmnananuHa. OH MOXeT ObITh BpeneH, ecnu y Bac
denunkeronypust (PKY) — penkoe reHeTuueckoe HapylleHHE, MPU KOTOPOM HAKaIJIUBAETCS

q)eHI/IJIaJIaHI/IH H3-3a HECIIOCOOHOCTH opranui3ma MpaBHUJILHO BBIBOAUTD €TO.

4.5. B3aummopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBIMH MNpenapaTtamMu H JApPyrue BHBI
B3aMMOJAeHCTBUA
[Ipu onHOBpeMEHHOM MpHUMEHEHUU npenapata KecTuH ¢ KeTOKOHAI030M MJIM UTPAKOHA30JIOM U
SPUTPOMUIIMHOM BO3MOKHO yBeIHUeHUe prucka yanuneHus narepsana QT na OKI'.
DapMaKOKHHETUYECKUE B3aMMOJCHCTBUS HAOMIONANNCh TPU OJHOBPEMEHHOM HAa3HAYCHUU
s0acTrHA ¢ pUPaAMITUITTHOM. ITH B3aUMOJICHCTBUS MOTYT IPUBECTH K CHIYKCHHUIO KOHIICHTPAIIUN
s0acTuHA B TUIa3Me KPOBU M OKa3bIBaTh HHTUOWPYIOIEE BIUSHUE HA aHTUTUCTAMUHHBINA 3P heKT
s0acTuHa.
[Ipenapar Kectun He B3amMOAeHCTBYeT ¢ TeOPWIIMHOM, BaphapHHOM, ITUMETHIUHOM,
JMa3eraMoM, STAaHOJIOM U TAHOJICOACPKAIIMUMH TIperapaTaMH.

eTu

HccnenoBanus B3auMOICHCTBUS MMPOBOAUIIMCH TOJIBKO Y B3POCJIBIX.
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4.6. @epTHIBLHOCTDH, 0ePeMEHHOCTDH U JAKTaLHUs

bepemMeHHOCTh

JlanHble TIO TpPUMEHEHHIO HS0acTWHA TPU OEPEMEHHOCTH OTrpaHW4YeHbl. [IpeamouTuTensHO
u30eratb MPUMEHEHUs 70acTHHA BO BpeMs OEpEeMEHHOCTH.

JlakTanms

Kopwmsium MatepsiMm He peKOMEHAyeTCsl TPUMEHSITh Tipenapar KecTiH, OCKOIbKY HEU3BECTHO,
BBIICIISICTCS JTM D0ACTHH C TPYAHBIM MOJIOKOM. BBICOKasi CTeneHb CBS3bIBaHUS 30aCTHHA U €0
OCHOBHOTO MeTalonuTa, KapldactuHa, ¢ Oenkamu (> 97 %) He mpeanonararoT BbIACICHUS
mpernapara ¢ TpPyIHBIM MOJIOKOM.

B kauecTBe MephI MPEIOCTOPOKHOCTH, MPEIMOYTUTEIIEHO HE MPUMEHSATh Y0aCTHH B IIEPHOJ
naktanuu. [lpy HE0OXOAMMOCTH TPHMEHEHUsS TMperapaTta B MEPHOJ JIAKTAIlMH HEO0OXOIMMO
PEIINUTH BOMPOC O MPEKPaIIeHUH IPYAHOTO BCKAPMITHBAHHSL.

DdepTIbHOCTD

He nmeercst naHHBIX 0 BIUsIHUM 30acTHHA HAa (DEPTUIIHBHOCTD YEIIOBEKA.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCHOPTHHIMHM CPeACTBAMHU M padoTaTth C
MeXaHMu3MaMH

D06acTuH B pEKOMEH/IOBaHHBIX TEPANEeBTUYECKHUX J]03aX HE OKa3bIBAET BIIMSHUS HA CIIOCOOHOCTD
YIOPaBIATh TPAHCIIOPTHBIMU CPEJICTBAMU U paboTaTh ¢ MexaHu3MaMu. OHAKO Y UyBCTBUTEIbHBIX
JWIl C HEOOBIYHBIMH pEaKUusMH Ha 50acTHH, IIeJIecCOO0pa3HO [0 Havaja BOXKICHHS
aBTOTPAHCIOPTA WJIU BBIMOJHEHUS CIOXHBIX BHJIOB AEATENBHOCTU OLCHUTh MHIMBHYAJIbHYIO
peakuuio. Y TaKuX JIHI BO3MOXKHO MOSBJICHUE COHIMBOCTH MJIH TOJIOBOKPYKEHHS.

B cnyyae BO3HMKHOBEHHsI MOOOYHBIX 3((EKTOB CO CTOPOHBI LIEHTPATbHON HEPBHOW CHUCTEMBI,
TaKUX KaK COHJIUBOCTb U TOJIOBOKPYXEHHE, HEOOXOAMMO COOJII0JIaTh OCTOPOXKHOCTH MpHU
YIpaBIECHUU TPAHCHOPTHBIMHM CPEACTBAMU M 3aHATUSAX JAPYTUMHM HOTEHIMAJIbHO ONACHBIMU
BUJAMHU JESATEIbHOCTH, TPEOYIOLUIMMH IOBBIIIEHHON KOHLEHTpAlMM BHHUMAaHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEaKIUH.

4.8. HexeaaTeJbHble peaKIuu

TabauyHOE pe3rOMe HEXKENATEIbHBIX PEAKIINI

Hwoke nepednciieHbl HeXenaTenbHbIC PeaKIui, HAOII0AaBIINECS B KITMHUYCCKUX HCCIICIOBAHUSIX
U B X0JI€ MOCTPETHCTPAIIIOHHOTO MPUMEHEHUS Tpernapara.

HexenarenpHple peakiiu pa3fesieHbl Ha TPYNIBI B COOTBETCTBHU C CHCTEMHO-OPTraHHBIMH
kiaccamu MedDRA ¢ ykazannem uiX 4aCTOTHI:

oueHb 4acto (> 1/10); wacto (ot > 1/100, Ho < 1/10); Hewacto (oT > 1/1000, HO < 1/100); penko
(ot > 1/10000, HO < 1/1000); mMam yacToTa HEW3BECTHA (HA OCHOBAaHWMU HMCIOIIMXCS JTaHHBIX

OIICHUTH HEBO3MOXKHO).
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OpraHHBIN KJacc HEU3BECTHA
MedDRA
Hapymenus co peakuuu
CTOPOHBI MMMYHHOH THIIEPYyBCTBUTEIbH
CHUCTEMBI octH (Takue, Kak
aHaduIakcus u
AHTHOHEBPOTHYECK
Ui OTEK)
Hapymenns YCUJICHHE
MeTabonmn3ma u anmneTura
MUTaHUS
[lcuxuueckue HEPBO3HOCTH,
HapyIICHUS OeccoHHUIIA
Hapymenus CO | TOJIOBHAs COHJIUBOCTD TOJIOBOKPY>KEHHUE,
CTOpPOHBI ~ HEpBHOH | O0JIb TUIIECTE3Us,
CHCTEMBI TMCTEeB3US
Hapymenus co cepaneOueHue,
CTOPOHBI cepAla TaxuKapaus
XKenynouno- CyXOCTh BO pTy | pBoTa, Oo0ilb B
KHILEYHbIE KUBOTE, TOIIHOTA,
HapYIICHUS TUCTICTICUS
Hapymenus co renaTuT, XOJecTas,

CTOPOHBI TICUCHU U
JKETYEBBIBOISIIINX

IyTeu

OTKJIOHEHHE oT
HOPMBI [TOKa3aTesnei
(GYHKIIMOHATBHBIX
mpo0 NIEYCHU
(ToBbILIIEHUE
aKTUBHOCTH
MEYCHOYHBIX
TpaHCaMHHA3,

ramMmma-

[Ty TaMUJITPAHCIIETT

Crp.5u3 10




COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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docdarassl,
ounupyOounHa)
Hapymenus co KpaluBHUILIA, CHIMb,
CTOPOHBI KOXH H JIEpMaTUT
MTOIKOXKHBIX
TKaHEeu
Hapymenns co paccTpoiicTBa
CTOPOHBI MEHCTPYaJIbHOTO
pPENpPOAYKTUBHON LUKJIa
CUCTEMBI u
MOJIOYHBIX XKeJle3
OOue HapylieHus OTEKH, aCTCHUS
U PEaKUUu B MeCTe
BBEJICHUS
JlaGopaTopHsble U YBEJIMUYEHUE
MHCTPYMEHTAJIbHBIE Beca
TaHHbIE
€T’

HexenarenbHble peakiyy, HaOIIOJaBIINECS B KIMHUUYECKUX HCCIEIOBAaHUAX C yyacTHEM JleTel
crapue 12 net (n = 460), He OTINYAIUCH OT PEAKINI, OTMEUEHHBIX Y B3POCIIBIX.

Coo01renne 0 mo03peBAEMBIX HEXKEIATEIBLHBIX PEAKIIMIX

BaxxHo co001maTh 0 1Mo103peBaeMbIX HEXKEIATEIbHBIX PEaKIUIX TOCIIE PErUCTPAIlUH MTperapara ¢
IENbI0  O0CCIICYCHUS  HEMPEPBHIBHOTO  MOHUTOPHHTA  COOTHOIIEHHSI  «II0JIb3a - PUCK
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIyeTCs COOO0IaTh O JIFOOBIX
MOJIO3PEBACMBIX HEKEIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO IMpernapara depe3 HaIlMOHATbHBIC
CHUCTEMBI COOOIICHHS O HEXENATeIbHBIX PEaKIHMIX TOCYyAapCTB - WICHOB EBpa3uiickoro
SKOHOMHYECKOTO COH03a.

Poccuiickas @edepayus

OdenepanbHas CIy)0a 1Mo Ha30Py B chepe 3ApaBOOXpaHCHUS

109012, r. Mocksa, CrnaBsiHCKas miomaip, 1. 4, ctp. 1

tei.: +7 800 550 99 03

email: pharm(@roszdravnadzor.gov.ru
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https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

PI'TI na ITXB «HauroHanbHBIN HEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3nenuit» Komutera MemuIMHCKOTO H  (apMaleBTUYECKOro KOHTpolss MuHHCTepCTBa
3npaBooxpanenus: Pecnyonuku Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi1. A. Imanosa, 13 (BL] «Hypcayner 2»)

ten.: +7 7172 235-135

email: pdlc@dari.kz
https://www.ndda.kz

4.9. Ilepeno3dupoBka

CuMITOMBI

B uccnenoBanusx ¢ MCMONb30BaHUEM BBICOKHX /103 30actuHa (6onee 100 mr 1 pa3 B cyTKu) He
HAOJI0IATI0Ch KITMHUYECKH 3HAYMMBIX TIPU3HAKOB MM CUMIITOMOB.

JleueHnne

Crneuunduyeckoro antugora s s0acThHa HeT. B ciywyae mnepemno3upoBKH pPEKOMEHIYyeTcs
MPOMBIBaHHE >KETyJKa, KOHTPOJIb XU3HEHHO BaXXHbIX (pyHKUMN opranu3ma, Bkatodas OKI;

CHUMIITOMAaTHYCCKOC JICUCHUC.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoamHaMu4YecKHe CBOIiCTBA

®apmakoTepaneBTUYeCcKas IpyIna: aHTUTUCTAMUHHBIE CPEJICTBA CUCTEMHOTO JeHCTBUS; ApyTue
AHTUTMCTAMUHHBIE CPEJICTBA CHCTEMHOTO JICHCTBUS.

Kon ATX: RO6AX22

Mexanusm nelicTeus

D0acTuH sBisgercs 6okaTopoM Hi-rucTaMuHOBBIX pelEeNTOPOB JUTUTEIBLHOTO JEHCTBUS.
D0acTuH o0ecrieunBaeT ObICTPOE U JUTUTEIbHOE MoAaBieHre () (HEeKTOB, BHI3BAHHBIX THCTAMHUHOM,
TakuM 00pa3oM JIEMOHCTPUPYS BBICOKYIO CBS3BIBAIOIIYIO CIIOCOOHOCTH ¢ Hi-pementopamu.
[Tocne mnpuema BHYTpr HH 30aCTHH, HH €ro MeETaOOIUTHI HE TPOHUKAIOT uepes
reMaTodHIehaTnIecKuii 0aprep. OTa XapaKTEPUCTHKA COOTBETCTBYET HHU3KOMY TMPODUITIO
cefanuu, HaONMI0AaeMOMYy B pe3ysbTaTaXx IKCIEPUMEHTOB, B KOTOPBIX HCCIEIOBAIN BIIHUSHUE
»0acTHHA Ha IEHTPAIbHYIO HEPBHYIO CUCTEMY.

Hauubie in vitro W in  Vivo JEMOHCTPUPYIOT, UYTO J0aCTHH SBJISETCS MOIIHBIM,

BBICOKOCEIICKTUBHBIM aHTaroHHUCTOM Hi-rHCcTaMHHOBBIX PEUCIITOPOB C MPOAOIKUTCIbHBIM

Crp. 7u3 10
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AHTUXOJIMHEPTUYECKUX 3D PEKTOB.

dapmakoauaamuyeckue P PeKTel

[Tocne mpuema npenapaTta BHYTPbh BBIPRXKEHHOE MPOTHUBOAIUIEPrUYECKOE JEHCTBUE HAUMHAETCS
yepe3 | u u qmtcs Oonmee 48 u. Ilocme 5-mHeBHOrO Kypca yedeHus npemnapatoMm Kectun
AQHTUTMCTAMUHHAsl aKTUBHOCTh COXpAHSETCS B TEUYEHHE 72 Y 3a CYET JAECWCTBUSA AKTUBHBIX
metabonutoB. Ilpu jiauTensHOM mpueMe COXpaHseTcs BBICOKMH ypOBEHb  OJIOKaIbl
nepudepudeckux Hi-ructamMuHOBBIX perenTopoB 0e3 pa3Butus Taxupunakcuu. Ilpemapar He
OKa3bIBACT BHIPAKCHHOTO AaHTUXOJIMHEPTHUECKOTO U CeaTUBHOTO 3((pexra, He MPOHUKAET Yepes
rematodHIepamueckuii 6apbep. He ormeueHo BimsiHus npenapara Kectun vHa uatepBat QT Ha
OKI B no3e 100 Mr - 1o3e, MpeBBIMIAIOIICH PEKOMEHIOBAHHYIO CYTOUHYO 103y (20 MT) B 5 pas.
5.2. ®apmakokMHeTHYeCKHe CBOICTBA

AGcopbuus

[Tocne npuema BHYTpb 30aCTHH OBICTPO BCACHIBACTCS.

Pacopenenenune

[locne omHOKpaTHOrO mpuema BHYTpPh 20 Mr Ipemapara MaKCHMaibHas KOHIICHTPAIIHSI
Kap30acTrHa B Mj1a3Me gocturaercs yepes 1-3 u u cocrasnser 157 Hr/mi.

[Tpu exxenneBHOM nprieme npenaparta ot 10 mr 10 40 Mr paBHOBECHAsI KOHIICHTPAIINS JOCTUTACTCSI
gyepe3 3-5 AHEH, He 3aBUCUT OT BBOJAMMOM 0361 B cocTaBisieT 130-160 Hr/mit.

Kak »0actun, Tak ¥ Kap’0acTHH JEMOHCTPUPYIOT BBICOKYIO CTEIICHBb CBS3bIBAHUS C O€IKaMu
ia3mel 6omnee 97 %.

Buorpancdopmarus

[loutn mnonHOCTBHIO MeETAOONM3UPYETCS B IEUYEHH, MpEBpallasChb B AaKTHBHBIA METaOOIUT
Kapa0acTuH.

OIUMUHAIMA

[lepuon nmonyBbIBeIeHNUs MeTab0OIMTA cCOCcTaBiIsIeT OT 15 10 19 wacos, 66 % npemnapara BHIBOIUTCS
C MOYOii, B OCHOBHOM B BH/JI¢ KOHBIOTHPOBAHHBIX METa0O0JINTOB.

JInIa mosKHIIoro Bo3pacra

Y namueHToB MOKHUIOTO BO3pacTa (bapMaKOKI/IHeTI/I‘leCKI/Ie IMMOKa3aTejin CYHMECTBCHHO HC
HN3MCHAIOTCA.

TloyeuHas HEQOCTATOYHOCTD

[Ipy noyeyHo# HEJOCTATOYHOCTH NEPUO/] TTOJTYBBIBEAEHUS BO3pacTaeT 10 23—26 4acos.

ITeyeHOYHAs HEAOCTATOUYHOCTh

[Ipn nedyeHOUHO HENOCTATOYHOCTH MEPUOJ MOJIYBBIBEACHUS BO3pacTaeT 10 27 4acoB, OJHAKO

KOHLIEHTpalus IIpenapara He PEeBbIIIAeT TEPANEBTUYECKUX 3HAYEHU.
Ctp. 8u3 10
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5.3. lanHble TOKJIUHUYECKOH 0€30MACHOCTH

I[aHHI)Ie JTOKIIMHUYCCKUX I/ICCJ'ICZIOBB.HI/II\/'I HC BBISABUIIN KaKOFO-J'II/I6O 3HAYUMOT'O TOKCHYCCKOI'O
NEWUCTBUsI, HWCXOJs W3 TPAAUIIMOHHBIX HCCIEAOBaHUN (DapMaKoIornueckoi Oe30macHOCTH,
TOKCUYHOCTH TIOBTOPHBIX /103, T€HOTOKCMYHOCTH, KAHIEPOr€HHOTO TMOTEHIHAda WU

PENpPOAYKTUBHON TOKCUYHOCTH.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BcnoMorarteJibHbIX BellleCTB

JKEJIaTUH

MaHHUTOJ

acnapram

apoMaTH3aTOpP MATHBIN

6.2. HecoBmecTuMOCTB

He npumennmo.

6.3. Cpok rogHoctu

3 roxa.

6.4. OcoOble MepbI NPEJOCTOPOKHOCTH NPH XPAHCHUH

JlaHHBII JTeKapCTBEHHBIN Mpenapar He TpeOyeT CrieUabHBIX YCIOBHH XpaHeHHUS.

6.5. XapakTtep u coJep:KUMoe NEPBUYHOI YIIAKOBKH

I[lo 10 Tabmerok B OnEcrepe W3 TOJWBUHWIXIOPUAA W  AITIOMHHHEBOW  (hosbri.
ITo 1 GuncTepy BMeCTe € JIMCTKOM-BKJIAIbIIIEM ITOMEIAIOT B KAPTOHHYIO NauKy.

6.6 OcoOble Mepbl NPEJOCTOPOKHOCTH TMPH YHHYTOKCHHH HCIOJIB30BAHHOIO
JICKApCTBEHHOI0 MNpenapara MWJIH  OTXOA0B, TMOJYYEHHBIX IOCJIe NPHUMEHEHUs
JIEKapCTBEHHOI0 Npenapara, 1 Apyrue MaHUNyJIsIMHU ¢ penapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Hcnanus

Spain

Anbmupamis, C.A.

Almirall, S.A.

Ponpna Xenepans Mutpe, 151, 08022 bapcenona, Ucnanust

Rda. General Mitre, 151, 08022 Barcelona, Spain
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7.1. IIpeacTaBuTeIb AEPKATE/IS] PETHCTPALMQHHOLO éﬂli@fol%&éﬁﬁﬁﬁﬁ%m}lﬁﬁréﬁbsa

IIperen3un HOTD66I/IT€J'IGI\/'I HaIpaBJATH 110 aAPECy:

Poccutickas ®@edepayus

000 «3entusa dapmay»

127030, r. MockBa, BH. TEp. I'. MyHULIMIIAJIBHBIA OKpYT TBepcKkoi,
yi. HoBocnoGoackas, 1. 31, ctp. 4, nomerienue VI

Teit.: +7 (499) 350-13-48

e-mail: PV-Russia@zentiva.ru

Pecnybnuxa Kazaxcman

[IpencraButensctBo "AnBoren ®apma Tpeitagunr FOporn EOO/L" B Kazaxcrane
Pecniy6nuka Kaszaxcran, r.Anmatsl, uaaexc 050008

ynuia Aya3oBa, 1oMm 48, 3 stax, 3/3

ten.: +7 (727) 345-04-05

e-mail: PV-Kazakhstan(@zentiva.com

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PETMCTPAIIMA (IIOATBEPXKJIEHHUA PETMCTPAIIUMN,
HEPEPETUCTPALIN)

JlaTa nmepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO6mias xapakTepucTuKa JiekapcTBeHHOro mpemapara Kectun noctynmHa Ha WHGOPMAIIMOHHOM
noptaiie EBpa3suiickoro 3KOHOMHYECKOTO CO03a B MH(POPMAIMOHHO-KOMMYHHKAIIMOHHON CeTH
«naTeprer» http://eec.eacunion.org/
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