COOTBETCTBYET 3KCMEPTHOMY OTYETY
0T 17.122024 N=27917
OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOFO TIPERAPATA 7702

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

Kectun, 20 mr, TabJIeTKH, MOKPHITHIEC TNIEHOYHOW 000JI0UKOM

2.  KAYECTBEHHBIN M KOJIMYECTBEHHbIN COCTAB

JleiicTBytoliee BemecTBo: 30acTuH

Kaxxnas Tabnerka, mokpeiTas IIIEHOYHON 000JI0UKOM, coaepkuT 20 Mr 30acTuHa.
BcnoMorarenbHble BelEeCTBa, HAJMYME KOTOPBIX HAJ0 YYMTBHIBATH B COCTABE JIEKAPCTBEHHOI'O
npemnaparta: 1akro3a (cMm. pazzaen 4.4).

[TonHbIii mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Tab6yieTKu, MOKPHITHIC TNIEHOYHOU 000JI0UKOM
Kpyribie, Genoro wim moutd O€noro mpera TaOJCTKH, MOKPHITHIC TUIGHOYHOW O0O0JIOUKOH, C

rpaBupoBkoil «E20» Ha 01HOH cTOpOHE.

4. KIMHUYECKUE JJAHHBIE

4.1. Iloka3aHusi K IPUMEHEHUIO

[Ipenapar KecTun nokaszan K MpUMEHEHHIO Y B3pOCIBIX U JeTel B Bo3pacte oT 12 et o 18 jger
npu CUMIITOMAaTUICCKOM JICUCHUU:

. aJJIEprUYecKOro pUHHUTA (CE30HHOTO U KPYIJIOTOAMYHOIO)  COMPOBOXKIAIOIIErOCs
AJICPIrU4CCKUM KOHBIOHKTHUBUTOM HJIN oe3 HETO,

. XPOHUYECKON MIUONATHYECKONW KparnyuBHUIIB,

o aJIJIEprUYecKoro AepMaTuTa.

4.2. PexxuM 103MpPOBaHMSA U CIIOCO0 NPUMEHEHUS

PexxuM 1o3upoBaHus

PGKOMGHIlyeMaFI A03a OJid B3pOCJbIX MAalIUCHTOB:

cTaHmapTHasi no3a mpemnapara 10 mr 1 pas B cyTku, ucnonb3ys npemnapaT Kectun, tabnerku,
HOKPBITHIE TUIEHOYHOU 0007104K0M, 10 M.

[Ipu ©HenocraTouyHO >(PPEKTHBHOCTH PEKOMEHAYETCSI HCIIOJIB30BaTh JABOMHYIO 103y, T.€
npenapar KectuH TabiaeTKu, MOKPHIThIE TNIEHOYHOW 00o0oukoi, 20 mr mo 1 tabnetke (20 mr)
OJIMH Pa3 B CYTKH.

Kypc neuenus Oyzaer onpenensrbesi HCUE3HOBEHUEM CUMITOMOB 3a00JICBaHMUS.
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(NMOCNEOOBATENEHOCTE 0003)

Oco0ble rpyIinbl NALUEHTOB

Tayuenmsi nodxcunozo eospacma
Koppekius 10361 HE TpeOyeTcs.
Tayuenmsi ¢ HapyweHuem GyHKyuU noyex
Koppexust 10361 He TpeOyeTcs.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
[Ipu nerkoii W yMepeHHOW CTENeHM TIEYCHOYHOM HeaoctatroyHocTH (kimacc A, B mo
knaccudukanuu Yana-I1s10) Koppekius 10361 He TpedyeTcs.
IIpu TspKenbIX HapymeHusax ¢yHkiouu nedeHu (kiacce C mo knaccupukaumu Yainna-I1sro)
CYTO4YHas /1032 He JOJDKHA MpeBbiaTh 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
B3pOCIJIBIX.
be3onacHocth u 3 pexTuBHOCTD Mpenapata Kectun y aeteit B Bo3pacte ot 0 10 12 j1eT Ha JaHHBINA
MOMEHT HE YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.

Cooco0 nnpuMeHeHus

BHyTpb, HE3aBHCHMO OT TIPHEMA TTUTIIH.
4.3. IlporuBonoka3aHus
o TUIEPYYBCTBUTEIBHOCTh K J0aCTHHY WM JIIOOOMY W3 BCIOMOTATEIbHBIX BEIICCTB,

MEPEUYUCIICHHBIX B pazzaene 6.1;

. O6epeMeHHOCTH (cM. pazzaen 4.6);

J NEpHOJ IPYJHOrO BCKapMiIMBaHus (CM. paszzaen 4.6);

. BO3pacT 110 12 net (cM. pasznen 4.2);

o JNeUIIUT JTaKTa3bl, HEMEPEHOCUMOCTh JIAKTO3bI, TJIFOKO30-TAJIAKTO3HAsI MalibaOcopOus

(cm. pazgen 4.4);

o TsDKeIble HapymeHus ¢yHkuuu nedenu (kiaace C no knaccupukanuu Yaina-ITsio) (em.
paznensl 4.2 u 4.4).

4.4. OcoO0ble yka3aHusi 1 Mepbl MPeIOCTOPOKHOCTH NMPHU NPHUMeHEeHUH

C 0CTOPOKHOCTBIO

. yBenudyeHHbI naTtepBai QT na OKT;
J TUTIOKATTUEMUSI;
J MOY€YHast HEIOCTaTOUYHOCTh;
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o Jerkass ¥ YMEpeHHasl CTeleHb HapyLIeHHH 'B%Hgvpl%ﬁg}gpwgﬁcg :'15;',: I:lé:' o

knaccudukanuu Yaina-I1s10);

o OJTHOBPEMEHHBI MpPHUEM C KETOKOHA30JIOM MM HHTPOKOHA30J0M, 3PUTPOMHULIMHOM,
pudamMnuIHOM (K3-32 BO3MOXKHOTO yBeNHUeHUs prcka yuymHenus uarepsasia QT Ha OKI') (cm.
pasnen 4.5).

D06acTuH MOXKET UCKa)KaTh PE3yJIbTaThl KOXKHBIX ajiepruueckux npoo. Iloatomy pekomenayercs
IPOBOJUTH TaKue MpoObl HE paHee, ueM uepe3 5—7 JHe mociae OTMEHBI Ipernapara.

Crenyer co0ro1aTh OCTOPOKHOCTH MIPHU MpHeMe Ipenapara KecTHH manueHTaM ¢ JerKUMHU WK
YMEPEHHBIMH HapyIIeHUsIMH (QyHKIMK niedyeHu (kiaacebl A u B no kinaccudukarmu Yaitng-I1sio).

BcrmomorarensHble BelIECTBA

JlekapcTBennsblii mipenapar Kectun conaepxut saktody. He cinenyer nmpuHMMaTh JUIaM C
HACJICICTBEHHONW HEMEePEeHOCUMOCThIO TalaKTO3bl, JAKTO3HOM HEIOCTAaTOYHOCTHIO, TIIFOKO30-
raJlakTO3HOHM ManibaOcopOLneH.

4.5. BzamMmoneiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHbIMH MNpenapaTaMu W JApyrue BHAbI
B3aMMOAeHCTBHA

[Ipu onHOBpeMEeHHOM MpHUMEHEHUU npenapata KecTuH ¢ KeTOKOHAI030M MJIM UTPAKOHA30JIOM U
SPUTPOMHULIMHOM BO3MOYKHO yBEIMUEHUE pucKa yanuHeHus nurepsana QT na OKIT'.
DapMaKOKHHETHYECKAE B3aWMOJICHCTBHSA HAOMIOJAUCh TPU OJHOBPEMEHHOM Ha3HAYCHHU
s0actuHa ¢ pudaMIUIUHOM. DTH B3aUMOIEUCTBUS MOTYT IPUBECTU K CHIDKEHUIO KOHIIEHTPaLUU
s0acTHHa B MJIa3Me KPOBU U OKa3bIBATh MHTHOUPYIOIEe BIUSHUE HA aHTUTUCTAMHHHBIN 3P deKT
»0acTHHA.

[Ipemapar KectnH He B3auMmojeicTByeT ¢ TeoDWUITHHOM, BaphapuHOM, TUMETHIHNHOM,
Ja3ernaMoM, STaHOJIOM U 3TaHOJICOAEPKAILIUMU IIpernapaTaMH.

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTb U JIAKTALUS

bepeMenHoCTh

JlaHHBIE TIO TIPUMEHEHHWIO H»0acTUHAa Tpu OepeMeHHOCTH orpaHudeHbl. CremyeT u30eraTh
MIpUMEHEHHUs 20acTHHA BO BpeMsl OEpEeMEHHOCTH.

JlakTanus

Kopmsmmm matepsiMm He peKOMEeHAyeTCsl MPUMEHSITh Tpenapar KecTuH, MoCKOIbKY HEU3BECTHO,
BBIJICJISICTCS JIU Y0ACTHH C TPYAHBIM MOJIOKOM. BBICOKasi CTeleHb CBSA3BIBAaHHUSA 20acTHHA M €TO
OCHOBHOTO MeTaboiuTa, kap30acTuHa, ¢ 6enkamu (Oonee 97%) He MpeanonaraioT BbIIACICHUS
npernapara ¢ TpyJIHBIM MOJOKOM.

B kagecTBe Mephl IPEAOCTOPOKHOCTH, HE CIIEAYET MPUMEHATh Y0aCTHH B Iepuo JakTauuu. [Ipu
HEOOXOIMMOCTH TPUMEHEHHsI TMperapara B MEPHUOJ JIAKTAIIUH HEOOXOAWMO PEIINTh BOIPOC O

NpeKpaIleHNH IPyIHOTO BCKAPMIIMBAHHUSL.
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DepTHIBHOCTD (NOCNEOOBATENEHOCTE 0003)

He umeeTcst TaHHBIX O BAUSHUM 30acTHHA HA ()ePTUIHLHOCTD YEIIOBEKA.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCHOPTHHIMHM CPeACTBAMHU M padoTaTth C
MeXaHU3MaMH

36aCTI/IH B PCKOMCHAYCMBIX TCPANCBTUYCCKUX O03aX HC OKA3bIBACT BJIMAHHA Ha CHOCO6HOCTB
YIPaBJIATH TPAHCTIOPTHBIMHU CPEACTBAMHU M PadOTaTh C MEXaHU3MaMH.

OpHako y 4yBCTBUTENBHBIX JIMI[ C HEOOBIYHBIMU pEaKUUsMU Ha 30acTUH, 11eeco00pa3Ho J0
Hayvala BOXKJICHHUS aBTOTPAHCIIOPTA HIIM BBIMOJHEHUS CIOXKHBIX BHUJIOB JESATEIBHOCTH OLICHUTH
WHIAWBUAYAJIBHYKO PCAKIHIO. VY  Takux JJUMIT BO3MOKHO TIIOABJICHHE COHJIMBOCTH HJIN
T'OJIOBOKPYKEHUS.

B cnydae BO3HMKHOBEHHSI MOOOYHBIX 3((HEKTOB CO CTOPOHBI LIEHTPAILHON HEPBHON CHUCTEMBI,
TaKUX KaK COHJIMBOCTh U TOJIOBOKPYXEHHE, HEOOXOAMMO COONI0IaTh OCTOPOXKHOCTH TMpHU
YOPaBJICHUNU TPAHCHOPTHBIMU CPCACTBAMU U 3aHATUAX APYTHMU IMMOTCHIUAJIBLHO OIIACHBIMU
BUJAMU JCSITEILHOCTH, TPEOYIONIMMH TOBBIIICHHONW KOHIICHTPAIIMA BHUMAHHS M OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUM.

4.8. HexenarejlbHble peakunu

Pesrome npoduis 6e3onacHocT

Haunbonee yacThiMu HEXeNaTETbHBIMU PEAKIUSIMHA TPU TPUMEHEHUU H0aCTHHA SIBISIOTCA
roJIoBHasi 00JIb, CyXOCTh BO PTY ¥ COHJIUBOCTb.

TabauyHOE pe3rOMe HEKENATEIbHBIX PEAKIINI

HexxenaresnpHble peaklMU pa3leiCHbl HA TPYNIBl B COOTBETCTBHU C CHUCTEMHO-OPTaHHBIMH
kmaccamn  MedDRA ¢ ykazanmeM H©X 4acTOThl: oOuyeHb yacto (> 1/10); wacto
(or>1/100, HO < 1/10); Hewacto (ot > 1/1000, HO < 1/100); penko (ot > 1/10000, HO <1/1000);

HJIN 94aCTOTa HEN3BCCTHA (Ha OCHOBAaHHUH UMCHOIIUXCS JaHHBIX OOICHUTH HGBOSMO}KHO).

CucremHo- Ouensb vacto Yacro Penxo Yacrora
OpTraHHBIN KJ1acc HEU3BECTHA
MedDRA
Hapymenuss co peakiumn
CTOpPOHBI TUIIEPUYBCTBUTEIIb-
WMMYHHOU HOCTH (Takue, Kak
CHUCTEMBI aHaduIakcus u
AHTMOHEBPOTUYECK
Ui OTEK)
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Hapymerus (MOCHEQUEATENEH]D ?Jpﬁ&ehﬁle ]
MeTabonu3mMa | anmeTnTa
MUTaHUS
IIcuxnyeckue HEPBO3HOCTD,
HapyIICHUS OeCCOHHHMIIA
Hapymenust co | ronoBHast 601b | COHJIMBOCTD rOJIOBOKPY’KEHUE,
CTOPOHBI TUIeCTe3Hs,
HEPBHOM JIHACTEB3US
CHUCTEMBI
Hapymennst co cepaneOueHue,
CTOPOHBI cepAla TaxuKapaus
Kenynouno- CyXOCTh BO pPTy | pBoTa, 0Oonmp B
KHIIICYHBIE KUBOTE, TOIIHOTA,
HapyILICHUS JUCTIETICUS
Hapymenust co remaTut, XOoJecTas,
CTOPOHBI TIEYEHU OTKJIOHEHHE oT
u HOMBI TOKa3aTesei
KEITYEBBIBOISLI] (GyHKIIMOHATIBHBIX
UX ImyTei mpo6 NeYeHU
(noBbILLIEHUE
AKTUBHOCTH
MEYEHOYHBIX
TpancamuHas, I'TT,
LIEJIOYHOU
docdarassl,
OowmpyounHa)
Hapymenust co KpanuBHUIIA, CHIMb,
CTOPOHBI KOXH U JIepMaTUT
TOJTIKOYKHBIX
TKaHen

Crp.5u3 11
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Hapyuena <o M e egbiiErad S EHPC TS 0003
CTOPOHBI MEHCTPYaIBHOTO
PENpOAYKTUBHO LUKJIa

U CHUCTEMBI H
MOJIOYHBIX

KCEJIC3

O6mmue OTEK, aCTCHUS
HApyIICHUs |

peaKkiu B MeCTe

BBEJICHUS
JlaGopaTopHble 1 YBEJIMUYEHUE
UHCTPYMEHTAIIb Beca

HBbIC JaHHBIC

eTH
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 coo01math 0 mo103peBaeMbIX HeXeJlaTeIbHbIX PeaKIUsIX Moce perucTpaliy rmpemnapara ¢
[ENbI0 OOECNEYeHUs HEMPEePhIBHOTO MOHUTOPUHTA COOTHOIIGHHUS «IOJb3a - PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIyeTCs COOOIaTh O JIF0OBIX
M0JTIO3PEBACMBIX HEKEIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO Ipernapara 4epe3 HaIlMOHATbHBIC
CHUCTEMBl COOOIICHHMS O HEXeNaTeIbHBIX pEaKIHUsIX TrocyJapcTB - wieHoB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas @edepayus

®denepanbHas CIy)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

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

ten.: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman
PI'TI na ITXB «HaunoHanbHBIN HEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEIICTB U MEIUIIMHCKUX
u3nenuit» Komurera MemuIUMHCKOTO H  (apMaleBTUYECKOro KOHTpolss MuHHCTepCTBa

3npaBooxpanenus: Pecny6nmku Kazaxcran
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010000, r. Acrana, paiion BaiikonsIp, yi1. A. INiaHOBa, 15"@5:]11}%‘%@53/@5@ OCTb 0003)

tein.: +7 7172 235-135
e-mail: pdlc@dari.kz

https://www.ndda.kz

Pecnybnuxa Apmenus

AO3T «Hayunblil IEHTp AKCIIEPTU3BI JIEKAPCTB U MEAULMHCKUX TEXHOJOTUN MM. aKkaJeMHKa O.
["abpuensHa

0051, r. EpeBan, nip. Komutaca 49/5

tei.: +374 10 20-05-05; +374 96 22-05-05

e-mail: vigilance@pharm.am

http://www.pharm.am

Kuipevizckasa Pecnyonuxa

JlemapraMeHT JIEKapCTBEHHBIX CPEACTB M MEOUUUHCKUX WM3Jenuil npu MuHHCTEpCTBE
3npaBooxpaHeHust Kblprei3ckoil pecmyOnmuku

770044, r. buikek, yiu. 3-s Jluaus, 25

ten.: 0800 800-26-26; +996 312 21-92-88

e-mail: dlomt@pharm.kg

http://www.pharm.kg/

4.9. Ilepeno3upoBka

CuMITOMBI

B uccrnenoBanusx ¢ MCMONb30BaHUEM BBICOKHX /103 30actuHa (6onmee 100 mr 1 pa3 B cyTKu) He
HA0JI0/1AI0Ch KITMHUYECKH 3HAYMMBIX TIPU3HAKOB MU CUMIITOMOB.

JleueHnne

Crneuunduyeckoro antugora s s0acThHa HeT. B ciywyae mnepemo3upoBKH pPEKOMEHIYeTCs
MPOMBIBaHHE >KETyJKa, KOHTPOJIb XU3HEHHO BaXXHbIX (pyHKUMN opranu3ma, Bkatodas OKI;

CHUMIITOMAaTHYCCKOC JICUCHUC.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoguHAMHUYECKHE CBOICTBA

®dapmMakoTepaneBTUYECKas TpyIa: aHTUTUCTAMUHHBIE CPEJICTBA CUCTEMHOTO JACHCTBHUS; ApyTue
AHTUT'UCTAMHUHHBIC CPCACTBA CUCTCMHOI'O I[ef/'ICTBI/ISI.

Kon ATX: RO6AX22

D0acTuH sBisieTcs 6;0kaTopoM H 1 -rucTaMUHOBBIX PEIIENTOPOB JJIUTEIBHOTO JCHCTBHUS.

Crp. 7Tu3 11


mailto:pdlc@dari.kz
mailto:pdlc@dari.kz
https://www.ndda.kz/
https://www.ndda.kz/
mailto:vigilance@pharm.am
mailto:vigilance@pharm.am
http://www.pharm.am/
http://www.pharm.am/
mailto:dlomt@pharm.kg
mailto:dlomt@pharm.kg
http://www.pharm.kg/

COOTBETCTBYET 3K
or 17

MexaHu3M eHicTBUs (MOCNEOOBA

DbacTuH obecrieunBaeT OBICTPOE U [UTHUTEIBHOE MO1aBlIeHHE () (EKTOB, BHI3BAHHBIX THCTAMUHOM,
TaKuM 00pa3oM JEMOHCTPUPYS BBICOKYIO CBS3BIBAIONTYIO CITIOCOOHOCTH ¢ Hi-penienrropamu.
[locne mnpuema BHYTpb HH 30acTHH, HHM €ro MeTa0OJUTHl HE NPOHMKAIOT uepe3
remMarosHIedanrnueckuii 6appep. ITa XapaKTEPUCTHUKA COOTBETCTBYET HH3KOMY MPOQUITIO
cefaluy, HaOII0aeMOMYy B pe3ysbTaTax IKCIEPUMEHTOB, B KOTOPBIX HCCIIEIOBAJIM BIIHUSHUE
70aCTHHA Ha LIEHTPAIbHYI0 HEPBHYIO CUCTEMY.

Hannele in vitro W in Vvivo JE€MOHCTPUPYIOT, UYTO 50acCTHH SBISETCS MOIIHBIM,
BBICOKOCEJIEKTUBHBIM aHTAaroHUCTOM Hi-rucTaMHHOBBIX pPELENTOPOB C MIPOAOLKUTEIbHBIM
NEHCTBUEM H HE OoKa3biBaeT mo0oIHbIX 3 dexToB Ha [[HC n anTHX0mmHEeprudeckux ) HeKToB.

dapmakoauaamuyeckue P PeKTel

[Tocne mpuema mpenapaTta BHYTPh BBIPKEHHOE MPOTUBOAIIEPTUYECKOE NEWCTBHE HAYMHACTCA
yepe3 | u u mrea B tedenue 48 u. Ilocne 5-nHeBHOro Kypca jedenus npenaparom Kectun
AHTUTUCTAMUHHAS AKTUBHOCTh COXPAHSETCS B TEUEHHUE 72 4 3a CUET JCHCTBUSA aKTHBHBIX
metabonutoB. Ilpu jnauTensHOM mpueMe COXpaHseTcs BBICOKMH ypOBEHb  OJIOKaIbl
nepudepudeckux Hi-ructramMuHOBBIX perenTopoB 0e3 pa3Butus Taxudunakcuu. Ilpemapar He
OKa3bIBAET BHIPAKCHHOTO AaHTUXOJIMHEPTHUYECKOTO U CeaTUBHOTO 3((pekra, He MPOHUKAET Yepes
rematodHIepamueckuii 6apbep. He ormeueno Bnusiaus npenapata Kectun na QT uaTepBan OKI
B 03¢ 100 Mr — f103€, mpeBbIIaloed peKOMEH0BaHHYIO CYyTOUHYO0 103y (20 Mr) B 5 pas.

5.2. ®apMakoOKHHeTHYeCKHE CBOHCTBA

AbGcopbuus

[Tocnie mpuema BHYTpb 70aCTUH OBICTPO BCACHIBACTCSI.

Pacnopenenenne

D06acTuH NOYTU NOJTHOCTHIO METAOOJIN3UPYETCs B IEUEHHU, PEBPALIAsICh B AKTUBHBIN METa0OIUT
kap30actuH. [locme opHOkpatHoro mpueMa BHYTpb 20 Mr mpenapata MakKcHMaibHas
KOHIICHTpaIUs Kapr0acTHHA B TU1a3Me JgocTuraercs yepes 1-3 1 u cocrapnser 157 Hr/min.

[Ipu exxenneBHOM npueme npenapara ot 10 mr 10 40 Mr paBHOBECHAsI KOHLIEHTPALUS JOCTUTAETCS
yepe3 3-5 AHei, He 3aBUCUT OT BBOAMMOM 110361 M cocTaBiisgeT 130-160 Hr/m.

Cas3bIBaHMe ¢ OeIKaMU I1a3Mbl KPOBU 30acTHHA M Kapa0acTHHa cocTaBisieT 6oiee 97%.

Buorpancdopmarus

[loutn mnonHOCTBHIO MeETAOONM3UPYETCS B IEUYEHH, MpEBpallasChb B AaKTHBHBIA METaOOIUT
Kapr0acTHH.

OIUMUHAIMA

[lepuon nonyBeIBeIeHUS METa0OIUTA cOCTaBIIsACT OT 15 10 19 wacos, 66% mpenapara BHIBOIUTCS

C MO‘-IOI71, B OCHOBHOM B BHU/JI€ KOHBIOTUPOBAHHBIX MeTa60J'II/ITOB.
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[IpreM MUIIU He OKA3bIBAET BIMAHUS Ha KIMHUYECKUE 3%&1%%@%-&%&;%]- b 0003)

CDa‘[)MaKOKI/IHeTI/I‘IeCKaﬂ-d)a‘[)MaKOI[I/IHaMI/I‘-IeCKaﬂ 3aBUCHUMOCTD

Jluya nooicunoeo eospacma
Y manMeHToB MOXWUIOTO Bo3pacTa (apMaKOKMHETHYECKHE TIOKa3aTelld CYIIECTBEHHO He
W3MCHSIOTCS.
Toueunas neoocmamounocms
[Ipy noyeyHo HEJOCTATOYHOCTH NEPUO/] TIOJTYBBIBEACHUS BO3pacTaeT 10 23—26 4acos.
[leuenounas Hedocmammmocmb
[Ipn nedyeHOUHO HENOCTATOYHOCTH IEPUOJ MOJYBBIBEACHUS BO3pacTaeT 10 27 4acoB, OJHAKO
KOHLIEHTpalus IIpenapara He MPEeBbIIIAeT TEPANEBTUYECKUX 3HAYEHU .

eTh
VY nmereii ot 12 g0 18 net hapMakoOKUHETHUECKHE MTOKA3aTENH CYIIECTBEHHO HE MEHSIOTCS.
5.3. lanHbIe TOKJIUHUYECKOH 0€30MACHOCTH
B JOKIMHUYCCKUX JdaHHBIX, HOJ'IyquHI)IX 10 pesynLTaTaM CTaHI[apTHbIX I/ICCJ'IGI[OBaHI/Iﬁ
dbapmakogornyeckod  0€30mMacHOCTH, TOKCHYHOCTH TPHU  MHOTOKPAaTHOM  BBEJCHUH,
T€HOTOKCUYHOCTH, KaHIEPOT€HHOT0 TOTEHIMala M PENpOAYKTUBHOH M OHTOTE€HETHYECKOU

TOKCUYHOCTH, 0COOBII BpCa IJId YCJIOBCKA HC BBISABJICH.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcmoMoraTe/ibHbIX BellleCTB
LEJUTF0JI03a MUKPOKPUCTAIUINYECKAs

KpaxMmaJl KyKypy3HbIil IpekeTaTHHU3UPOBaHHBIIHI
JaKTO3bl MOHOTHIPAT

KpOCKapMeJu103a HaTpus

MarHus creapar

obonouka:

THIIPOMEIIIO3a

Makporos-6000

TUTAHA JUOKCHU]L

6.2. HecoBmecTuMOCTH

Henpumenumo.

6.3. Cpoxk rogHocTH (CPOK XpaHeHUs )

3 roxa.

6.4. OcoOble MepbI NPEJOCTOPOKHOCTH NPH XPAHCHUH

XpaHuTb 1pu TeMIiepatype He Bbiie 25 °C.
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6.5. Xapakrep u cogep;kaHHe NEPBUYHOM )

ITo 10 Tabnerok B Gmucrepe u3 [IBX miieHKH 1 alllOMUHHEBON (OJIBTH.

ITo 1 GiucTepy BMeCTe € JIMCTKOM-BKJIAIbIIIEM TOMEIAIOT B KAPTOHHYIO NauKy.

6.6 OcoOble Mepbl NPEJOCTOPOKHOCTH TMPH  YHHYTOKCHHH HCIOJIB30BAHHOIO
JICKapCTBEHHOI0 Npenapara WM 0TX0J0B, OJYy4YeHHBIX N0C/Ie NPUMEHEHNs Npenapara, u
Apyrue MaHMIYJISIIMHU ¢ IpenapaToM

Het oco0bIx TpeOOBaHMI K yTHIIN3AIHH.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Hcnanus

Spain

Anbmupamis, C.A.

Almirall, S.A.

Ponpa Xenepans Mutpe, 151, 08022 bapcenona, Ucnanust

Rda. General Mitre, 151, 08022 Barcelona, Spain

7.1. llpencraBuTeb Aep:KaTeis perucTPAIMOHHOIO yI0CTOBepeHusi HA Teppuropuu Coro3a

IIpeTen3zumn HOTDG6I/IT6J'ICI71 HamrpaBJIATH I10 aApPCCy.

Poccuiickas @edepayus

00O «3enTtuBa Oapmay

127030, r. MockBa, BH. Tep. I'. MyHHULIIMNAJIBHBIA OKpYT TBEpCcKoOi,
yin. HoBocnoGoackas, 1. 31, ctp. 4, momerienue VI

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

e-mail: PV-Russia@zentiva.ru

Pecnybnuxa Kazaxcman

[IpencraBurensctBo "Ansoren @apma Tpeinunr FOpon EOO/I" B Kazaxcrane
Pecny6nuka Kazaxcran, r.Anmatsr, nagexkc 050008

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

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

e-mail: PV-Kazakhstan@zentiva.com

Pecnybnuxa Apmenus

bonanza OOO

Apwmenus, 0001, EpeBan, Arasna 11A, 1 kB.
Ten.: +37496642929

e-mail: artush.manukyan.2000@gmail.com
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Kuvipevisckaa Pecnybnuxa

0OcOO «Heman-®apm»
Keipreizckas Pecy6nuka, 720021, r. bumkek, yin. Kuesckas, 38
ten.: +(996)312680575

e-mail: k_kalybekova@neman.kg

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA TIEPBUYHON PETMCTPALIMU (IIOATBEPKIEHUSI PETUCTPALIUM,
MEPEPETHCTPAIIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepUCTHKa JICKapCTBEHHOTO mnpenapara KecTuH AocTynmHa Ha HMH()OPMAIMOHHOM
noptane EBpazuiickoro 3KOHOMHYECKOTO COr03a B MH()OPMAIIMOHHO-KOMMYHHKAIIMOHHOHN CeTH
«MuTtepHeT» http://eec.eacunion.org/
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