COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.11.2025 N= 27953

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "70%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

Kectun, 10 mMr, TabyieTKH, MOKPHITHIEC THNIEHOYHOW 000JI0UKOM

2.  KAYECTBEHHBIN M KOJIMYECTBEHHbIN COCTAB

JleiicTBytoliee BemecTBo: 30acTuH

Kaxxnas Tabnerka, mokpeitas IIIEHOYHOM 000J104KOM, coaepkuT 10 mMr 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 «E/10» Ha oHON 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
pu CUMIITOMAaTUICCKOM JICUCHUU:

. aJJIEPrUYecKoro pUHHUTA (CE30HHOTO U KPYIJIOTOAMYHOIO)  CONPOBOXKIAIOIIErOCs
AJICPIrU4CCKUM KOHBIOHKTHUBUTOM HJIN oe3 HETO,

. XPOHUYECKOH MIUONATHYECKONW KparnyuBHUIIB,

o aJIJIEprUYecKoro AepMaTuTa.

4.2. PexxuM 103MpPOBaHMSA U CIIOCO0 NPUMEHEHUS

PexxuM 1o3upoBaHus

Bspocnvie

Pexomenmyemast 103a 1151 B3pOCIIBIX MAIIICHTOB:

CTaHJapTHas A03a npenapara 10 Mr B CyTKH B BUJIE TaOJIETOK, MOKPHITHIX MJICHOYHOI 000I0YKOA.
[Ipn HegocTraTouHOM 3PPEKTUBHOCTH BHIOPAHHOW TO3MPOBKU PEKOMEHIYETCS] Ha3HayaTh Mo 2
tabnetku npenapata Kectun ¢ mosupoBkoit 10 mr omuu pa3 B cytku. Kypce neuenus Oyaer
OTIPeNIeNAThCS UICUE3HOBEHUEM CUMIITOMOB 3a00J1€BaHMSL.

Oco0ble rpyInbl NALUEHTOB
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 10.11.2025 N= 27953

(NOCNEQCBATENEHOCTE 0005)

Hauueﬂmbl NOJ2HCUNI020 8o3pacma

Koppexmust 10361 HE TpeOyeTcs.
Ilayuenmul ¢ Hapywenuem yuKyuu novex
Koppekuust 10361 He TpebyeTcs.
Tayuenmoi ¢ HapywieHuem QYHKYUU neveHu
[Ipn nerxkoii u yMmepeHHOW CTENeHUM IMEeYEeHOYHOW HenocTtaTouHocTH (kimacc A, B mo
knaccudukanuu Yaina-I1et0) Koppekius 10361 He TpeOyeTcs.
[Ipu Tsoxensix HapymeHusx ¢yHkiuuu nedeHu (kmacc C mo kmaccuduxanuu Yaiina-I1eio)
CyTO4YHas J103a HE JOJDKHA MpeBblaTh 10 Mr.

eTu
Pexxum no3upoBanus i aeteit ot 12 JeT u cTapiie He OTIANYAETCS OT PeKUMa JO3ZUPOBAHUS IS
B3POCIIBIX.
[Ipenapat Kectun, TabneTku, MOKPHITHIC MIICHOYHONW 000JIOUKOIA, HE ClIeIyeT Ha3HAYaTh JIETSIM B
Bo3pacTe OT 6 1m0 12 eT B CBSI3M C HEBO3MOXKHOCTBIO OOECIICUHUTH PEKUM JTO3UPOBAHHSL.
be3onacHocth U 3ddexkruBHOCTh Tpenapara Kectun y geteit B Bo3zpacte oT 0 10 6 JeT He
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cooco0 nnpuMeHeHus

BuyTpb, HE3aBHCUMO OT IpUEMA MUIIH.

4.3. IlporuBonoka3aHus

J THIIEPUYBCTBUTEIBHOCTh K 30aCTMHY WM JIOOOMY H3 BCIIOMOTAaTeJIbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pasjene 6.1.

4.4. OcoOble yka3aHusi 1 MepbI NPEJI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipenapat Kectun cneayer NpuMeHATh C OCTOPOKHOCTBIO Y AI[UEHTOB:

° ¢ yBenuueHHbIM uHTepBanioM QT Ha snektpokapauorpamme (OKI);

° C THIIOKaJINEMMEH;

° C MOYE€YHOI HEJIOCTATOYHOCTEIO;

° C TsDKeNbIMH HapymeHus M GyHkimn nedenu (kmace C no knaccudukanuu Yaiina-I1s10)

(cm. paznen 4.2);

L4 OAHOBPEMCHHO IPUHUMAIOMIUX KCTOKOHA30J WJIM MWHTPOKOHA30J, SpUTPOMUIIUH,
pudammuiuH (M3-32 BO3MOKHOTO yBeNIHUeHUs pucka ynnuHeHus uHtepBasia QT na OKI) (cm.
pazzaen 4.5).

D06acTUH MOXKET UCKa)KaTh PE3yJbTaThl KOXKHBIX ajiepruueckux npood. IloaTomy pekomenayercs
IPOBOAMTH TaKKWe MPOOBI HE paHee, yeM uepe3 S—7 ITHel nocie OTMEHBI Ipernapara.

BcnoMorarenbHEIC BEIISCTBA
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HACJICJICTBEHHOW HEMEePCHOCHMOCTBIO TaJlaKTO3bl, JIAKTO3HOW HEIOCTATOYHOCTHIO, TIIFOKO30-
raJaKTO3HON MababcopOIHei.

4.5. B3aummopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBIMH MNpenapaTtamMM M JApyrue BH/bI
B3aNMOeCTBHA

[Ipu oTHOBpEeMEHHOM NIPUMEHEHUH Tpenapata KecTuH ¢ KeTOKOHAI030M MJIH UTPAKOHA30JIOM U
SPUTPOMHULIMHOM BO3MOKHO YBEJIMUYEHUE pucKa yanuHeHus: narepaia QT na OKIT'.
DapMaKOKHHETUYECKUE B3aMMOJCHCTBUS HAOMIONANNCh NPU OJHOBPEMEHHOM Ha3HAUYECHUU
sbacTrHa ¢ pUPaAMIUIITHOM. DTH B3aUMOJICHCTBHUS MOTYT IPUBECTU K CHIDKCHUIO KOHIIEHTPALIUN
70acTHHA B IJIa3Me KPOBU M OKA3bIBATh HHTHOWPYIOIEEe BIUSHUC HA AHTUTUCTAMUHHBIN Y PeKT
n0acTHHa.

[Ipenapar Kectun He B3auMoAeiicTByeT ¢ TeOPMIIMHOM, BaphaprHOM, IUMETHIWHOM,
Ja3ernaMoM, STAaHOJIOM U 3TAHOJICOACPKAIIUMU TperapaTaMH.

4.6. @epTWIBLHOCTDH, 0ePeMEHHOCTH U JAKTALMS

bepemMeHHOCTD

JlanHple TO mNpUMEHEHHIO >0acTUHa NpuU OepeMeHHOCTH orpaHuueHbl. [IpeamodrurensHO
u30eratb MPUMEHEHUs 70acTHHA BO BpeMs OEpEeMEHHOCTH.

JlakTamus

Kopwmsium MatepsiMm He peKOMEHAYeTCsl TPUMEHSITh Tipenapar KecTrH, OCKOIbKY HEU3BECTHO,
BBIICIISIETCS JTM D0ACTHH C TPYAHBIM MOJIOKOM. BBICOKasi CTeneHb CBSI3bIBaHUS 30aCTHHA M €0
OCHOBHOTO MeTa0onuTa, KaprbactuHa, ¢ Oenkamu (> 97%) He mpennonararoT BbIACICHUS
mpernapara ¢ TPyIHBIM MOJOKOM.

B kauecTBe MephI MPEqOCTOPOKHOCTH, MPEIMOYTUTEIIEHO HE MPUMEHSATh Y0aCTHH B IIEPHOJ
naktanuu. [lpy HE0OXOAMMOCTH TPHMEHEHUsS TMperapata B TMEPHOJ JIAKTAIllMd HEO0OXOIMMO
PEIINUTH BOMPOC O MPEKPaIeHHH IPYAHOTO BCKAPMITHBAHHSL.

DdepTIbHOCTD

He umeeTcst TaHHBIX O BIUSHUM 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
YIOPaBIATh TPAHCIIOPTHBIMU CPEJICTBAMU U paboTaTh ¢ MexaHu3MaMu. OHAKO Y UyBCTBUTEIbHBIX
JUI] C HEOOBIYHBIMH pEaKIUsIMH Ha H0acTHH, IIEJIECO00pa3HO 10 Hayala BOXKICHUS
ABTOTPAHCIIOPTA WJIM BBHITIOJHEHHS CIOXHBIX BHJIOB JIEATEIHHOCTH OICHUTHh WHAMBHAYAIbHYIO

PCaKIuIo. V Takux JIAI] BO3MOKHO ITOSIBJICHUEC COHJIMBOCTH WJIM T'OJIOBOKPYIKCHUS.
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
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B cnyuyae BO3HMKHOBEHHsI MOOOYHBIX (P (HEKTOB CO CTO’[%HH’]E’QT’[‘)@JTBL%H I:LEIDBH 7t ICHCTeMBI

TaKUX KaK COHJIUBOCTb U TOJIOBOKPYXEHHE, HEOOXOAMMO COOJII0JIaTh OCTOPOXKHOCTH IMpHU
yIpaBJIECHUU TPAHCHOPTHBIMHM CPEACTBAMU M 3aHATUSAX APYTUMHM HOTEHIMAJIbHO ONACHBIMU
BUJAMHU JESATEIbHOCTH, TPEOYIOLUIMMH IOBBIIIEHHONM KOHLEHTpPAlMM BHHUMAaHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEaKLUH.

4.8. HexeaaTeJbHble peaKIuu

Pesrome mpoduiag 6e300acHOCTH

Haunbosnee uvacTbIMM HeXelaTeIbHBIMU peakusiMHu IpUu IMPUMCHCHUU 50acTUHA SIBIISIOTCSA
T'OJIOBHAsA 60.HB, CYXOCTb BO PTY U COHJIUMBOCTD.

TabumaHoe PE3IOME HEKEIATCILHBIX PCaAKINU

HesxenarenbHble peakidu pa3[eiieHbl Ha TPYMIBl B COOTBETCTBHU C CHCTEMHO-OPTaHHBIMH
kiaccamu MedDRA ¢ yka3aHHeM WX 4aCTOTHI:

oueHb 4acto (> 1/10); wacro (ot > 1/100, Ho < 1/10); Hewacto (ot > 1/1000, HO < 1/100); penko
(or>1/10000, HO <1/1000); Wi yacToTa HEW3BECTHa (HA OCHOBAHHM HWMECIONIMXCS JTaHHBIX

OIICHUTH HEBO3MOYKHO).

CucreMHo- OueHb 4acTo Yacto Penxo Yacrora
OpraHHbIN KJacc HEU3BECTHA
MedDRA
Hapymenns co peaxkuuu
CTOPOHBI TUIIEPYYBCTBUTEI
UMMYHHOU pHOCTH  (Takue,
CHUCTEMBI Kak aHaduiakcus
u
AHTMOHEBPOTUYEC
KU OTEK)
Hapymenns YCUIICHUE
MeTabonu3ma U anmneTura
MUTaHUA
[Tcuxuueckue HEPBO3HOCTb,
HapyILIECHUs OeccoHHUIA
Hapymienus co | rooBHas OOJIb | COHJIMBOCTH TOJIOBOKPY>KEHHE,
CTOPOHBI HEPBHOI TUTIECTE3HUS,
CHUCTEMBI JTUCTEB3USI
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Hapymenus co

CTOPOHBI Cep/La

IR RRRETE

1D UULUEE]

TaxXuKapausa

XKenynouno- CYXOCTh BO pTy | pBOTa, 0OiIb B
KHILEYHbIE KUBOTE, TOLIHOTA,
HapyLICHUS JUCTIETICHS

Hapymenus co rernaTuT, X0JIecTas,

CTOPOHBI IIEYECHHU U
JKEITYEBBIBOISIINX

yTen

OTKJIOHEHHE  OT
HOMBI
IoKa3aTesen

(G yHKIIMOHATBLHBIX
npoo TIeYeHH
(ToBbITIICHHE
AKTUBHOCTH
MICYCHOYHBIX
TpaHCaMHUHa3,
I'TT, 1menouHoi
docdarassl,

OmnpyonHa)

Hapymenus co

CTOPOHBI KOXH U

KpallMBHHILIA,

ChIIlb, ACPMATUT

ITOAKOKHBIX

TKaHeH

Hapymenus co paccTporicTBa
CTOPOHBI MEHCTPYaJIBHOT'O
pPEenpOyKTUBHOU LAKJIa

CHUCTEMBI U

MOJIOYHBIX XCJIC3

OOu1re HapyIIeHHS
U pEeaKiliu B MECTe

BBEICHUSA

OTEK, aCTCHHUS

Jlaboparopubie U
MHCTPYMEHTAJIbHBI

€ JaHHbIe

YBCIUYCHUC

BE€Ca
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 10.11.2025 N= 27353

(NOCNEQCBATENEHOCTE 0005)

CTH

HexenarenpHbIe pcakuuu, Ha6J'IIOI[aBHII/IeC$I B KIIMHUYCCKUX HCCICAOBAHHAX C YUACTUCM I[CTCI\/JI
crapire 12 net (n = 460), He OTAUYATUCH OT PEAKIIUNA, OTMEUYCHHBIX Y B3POCIBIX.

COO6H_IGHI/IG O IMOA03pE€BACMBIX HCKCIIATCIIbHBIX PCAKITMAX

BaxxHo coo0mIaTh 0 1mo103peBacMbIX HEXKENATEIHHBIX PEAKIUAX MTOCIIE PErHCTPaIiy IIpermapara ¢
[ENbI0  OOECICYCHUS HENPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS «IIOJb3a - PHCK»
JIEKapCTBEHHOTO TIpenapaTta. MeauIMHCKUM paOOTHHUKAM PEKOMEHIYETCs cOO0ImaTh O JIF0ObIX
MOJI03PEBAEMBIX HEXKENATEeIbHBIX PEaKIMAX JICKAPCTBEHHOTO IMpemnapara 4epe3 HallMOHaJIbHbIe
CHUCTEMBI COOOMICHHS O HEXKENATEeIbHBIX PEAKIUIX TOoCyJapcTB - wWieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccutickas ®@edepayus

®denepanbHas cayx)0a 1Mo Haa30py B chepe 3ApaBOOXpaHeHUs

109012, r. Mocksa, CrnaBstHCKasl IiI0aab, 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 IIXB «HammoHanpHBIA LEHTP 3KCHEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAUIUHCKUX
m3nenuiiy Komurera MeaummMHCKOTO W (apManeBTHUYECKOTO0 KOHTPOJS MUHHUCTEpPCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

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

ten.: +7 7172 235-135

e-mail: pdlc@dari.kz

https://www.ndda.kz

Pecnybnuxa benapycw

VII «LIeHTp 3KCIepTU3 U UCIIBITAHUI B 3PAaBOOXPAHCHUNY
220037, r. MuHnck, niep. ToBapuieckwii, 2a

ten.: +375 17 242-00-29

e-mail: repl@rceth.by

www.rceth.by

Pecnybnuxa Apmenus
AO3T «HayuHblil HEHTP PKCHIEPTHU3BI JIEKAPCTB U MEIUIIMHCKUX TEXHOJIOTUNA UM. aKaJeMHuKa O.

laGpuensnay
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0051, r. EpeBan, nip. Komuraca 49/5

ten.: +374 10 20-05-05; +374 96 22-05-05
e-mail: vigilance@pharm.am

http://www.pharm.am

Kuipevizckaa Pecnybauxa

JlemapTtaMeHT JIGKAPCTBEHHBIX CPEACTB WM MEIWIWHCKHX U3JeNud Tpu MUHUCTEPCTBE
3npaBooxpaneHust Kelprei3ckoi pecmyOauku

770044, r. bulikexk, yiu. 3-1 Jlunus, 25

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

e-mail: dlomt@pharm.kg

http://www.pharm.kg/

4.9. Ilepeno3mpoBka

CUMOTOMBI

B uccnemoBaHmsx ¢ UCIONB30BaHUEM BBICOKMX 103 30actuHa (6onee 100 mr 1 pas B cyTkH) He
Ha0JII0/1aJ710Ch KIIMHUYECKN 3HAYUMBIX PU3HAKOB WM CUMIITOMOB.

Jleuenue

Crienuduueckoro aHTuaoTa Uit 30acTHHAa HEeT. B ciyyae mepeno3upoOBKH PEKOMEHAyeTCs
POMBIBAaHHE JKEITy/IKa, KOHTPOJIb JKU3HEHHO BaXKHBIX (QYHKUIWH opraHu3ma, Bkmodas OKI;

CHUMIITOMAaTHYCCKOC JICUCHUC.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®dapmakoaMHaAaMHU4YeCKHe CBOICTBA

®dapmakoTepaneBTUYeCKas IpyIna: aHTUTHCTAMUHHBIE CPEJICTBA CUCTEMHOIO IEUCTBUS; Ipyrue
AHTUT'UCTAMHUHHBIC CPCACTBA CUCTCMHOI'O I[Gf/iCTBH)I.

Kox ATX: RO6AX22

D0acTuH sBisgercs 61okaTopoM Hi — THCTAaMHHOBBIX PELIENITOPOB ATUTENBHOTO AEHCTBUA.

Mexanusm nelicTBus

DbacTuH obecrieuynBaeT OBICTPOE U [UTHUTEIBHOE MO1aBlIeHHE () (HEKTOB, BHI3BAHHBIX THCTAMUHOM,
TaKuM 00pa3oM JEMOHCTPUPYS BRICOKYIO CBS3BIBAIOITYIO CITIOCOOHOCTH ¢ Hi-penienrropamu.

Ilocnie mnpuema BHYTpp HHM 950acTHH, HH €ro MeTaOONUTHI HE TIPOHUKAIOT 4Yepe3
remMarosHIedanrnueckuii 6appep. ITa XapaKTepPUCTHUKA COOTBETCTBYET HHU3KOMY MPOQUIIIO
celanuy, HaOJI0JaeMOMY B PE3yJIbTaTaxX SKCIEPUMEHTOB, B KOTOPBIX HCCIIEIOBAIN BIMSHHE

70acTUHa Ha LIEHTPAJIbHYIO HEPBHYIO CUCTEMY.
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Jlauapie in  vitro W in  Vivo J€MOHCTPHUPYIOT, 'm:ﬂojjgéldg'ﬁhﬁTEM'e—Thg ~ MOILHBIM,

BEICOKOCEJIICKTUBHBEIM aHTaroHUuCcToM Hi-ructaMHHOBEIX PEUCIITOPOB C MPOAOIKUTCIbHBIM
JIEHCTBUEM M HE OKa3biBaeT Mo0ouHBIX 3¢ dekToB Ha [ITHC n anTuxomuueprudeckux 3phexTon.

dapmakoguaamuyeckue 3P PeKTol

[Tocne nmpuema npenapara BHYTPh BBIPAKEHHOE NMPOTHUBOAIEPTUYECKOE IEHCTBUE HAYMHAETCA
yepe3 | u u qnurca B teuenue 48 u. [locne 5-nHeBHOro Kypca jedenus npenaparom Kectun
AHTUTMCTAaMUHHAs aKTHBHOCTb COXPAHSAETCS B TEYEHHE /2 4 3a CYET NCUCTBHUA aKTUBHBIX
MeTabonuToB. [Ipum JIMTENnbHOM TpHEME COXpaHSeTCs BBICOKUM YpOBEHb  OJIOKaJbl
nepudepuyecknx Hi — ructaMuHOBBIX perientopoB 0e3 pa3Butus Taxudunakcuu. [Ipenapar He
OKa3bIBAET BHIPAKEHHOTO aHTUXOJIMHEPTHUECKOTO U CeaTHBHOTO 3((ekra, He MpOHUKAET Yepes
remaTto-3Hnedannueckuii 6aprep. He ormeueno Bnusinus npenapara Kecrun Ha QT mHTEepBan
OKT B no3e 100 Mr — no3e, npeBbllIaoNeil peKOMEHJOBaHHYI0 cyTouHy0 103y (10 mr) B 10 pas.
5.2. ®apmakokuHeTHYeCKHe CBOICTBA

AOGcopOuus

[Toce mpuema BHYTph 30aCTHH OBICTPO BCACHIBACTCA.

Pacrnpenenenue

D06acTUH MOYTH OJTHOCTHIO METAOOIM3UPYETCs B IEYCHHU, MPEBPALIasiCh B AaKTUBHBIA METa0OIUT
kapa0actuH. Ilocne opHOkpaTtHOro mnpuema BHYTpp 10 Mr mpemapara MakcHUMalbHas
KOHIICHTpAIUs Kapr0acTHHA B TUIa3Me jocturaercs yepes 2,64 1 u cocrapuset 80—100 Hr/mur.
[Tpu exenneBHom npueme 10 Mr oauH pa3 B I€Hb PAaBHOBECHOE COCTOSIHUE JOCTUTAJIOCH Yepes 3—
5 nHe# ¢ MakcHUManbHBIMU YpOBHSAMU B Tuia3me oT 130 ur/mi go 160 Hr/mo.

Kak s0actun, Tak U Kap30acTUH IEMOHCTPUPYIOT BBICOKYIO CTENEHBb CBSI3bIBaHUS C OelIKamu
ia3Mel 6omee 97%.

Buorpancdhopmarmsg

[Toutn mONMHOCTBHIO MeTaOONM3HpPYETCS B TEUYEHHU, MPEBpallasChb B aKTHBHBIA METaOOIHT
Kap30acTuH.

DaMMUHALHA

[Tepuon mosryBBIBEIEHUST METa00JIUTA COCTABISIET OT 15 10 19 vacoB, 66% npenapaTa BHIBOIUTCS
C MOYOIii, B OCHOBHOM B BHU/I€ KOHBIOTHPOBAaHHBIX META0OIUTOB.

q)aDMaKOKI/IHeTI/I‘{eCKaH-d)aDMaKOHI/IHaMI/I‘IGCKaH 3aBUCHUMOCTD

Jluya nooswcunozo eospacma

Y manuMeHToB MOXWUIIOTO Bo3pacTa (apMaKOKMHETHMYECKHE TI0Ka3aTelld CYIIECTBEHHO He
U3MEHSIOTCS.

Iloueunasn nedocmamoynocmuo

[Ipu novyeuHoO¥ HEJOCTATOUHOCTH MEPHUOJ] MOTYBBIBEACHMSI BO3pacTaeT 10 23—26 yacos.
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Tleuenounas nedocmamourHocmes

[Ipu meyeHo4YHON HENOCTATOYHOCTH TMEPHOJI MOTYBBIBEICHHS BO3pACTaeT 10 27 4acoB, OJIHAKO
KOHIICHTpAIIWs TIpenapaTa He MPEBHIIIAET TEPANCBTUICCKUX 3HAYCHUH.

5.3. JlaHHblIe JOKIHHHYECKOH 0€30IaCHOCTH

I[aHHI:Ie JOKJIIMHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ HC BBISIBUJIN KaKOI‘O-JII/I6O 3HAYUMOI'0O TOKCHUYCCKOT'O
NeHCTBUS, MCXOMS W3 TPAIWIMOHHBIX HCCIEAOBAaHUHA (PapMaKoJOrHUecKoi Oe301MacHOCTH,
TOKCUYHOCTH TOBTOPHBIX [103, TE€HOTOKCHYHOCTH, KAaHIIEPOTCHHOTO TOTCHIIMANA WIJIH

PENnpOIyKTUBHOM TOKCUYHOCTH.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHnb BcmoMoraTe/ibHbIX BellleCTB

LEJUTI0JI03a MUKPOKPUCTAIUINYECKAs

KpaxMmaJl KyKypy3HbIil IpeKeTaTHHU3UPOBaHHBIH

JaKTO3bl MOHOTHJIPAT

KpOCKapMeJu103a HaTpus

MarHus creapar

THIIPOMEIIo3a

Makporo-6000

TUTaHa TUOKCUJ

6.2. HecoBmecTuMocCTH

Henpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHUsI)

3 roga.

6.4. Oco0Oble Mepbl NPETOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Tipu Temnepatype He Baiie 25 °C.

6.5. Xapakrep u coaep:KaHue NEPBUYHOH YIIAKOBKH

ITo 5 unm 10 Tabnerox B Oiucrepe u3 [IBX miieHkH u amOMUHHEBOR (OJIBIH.
[To 1 6ucTepy BMECTE € TMCTKOM-BKJIAJIBIIIIEM IOMEUIAIOT B KAPTOHHYIO MUKy .
He Bce pa3mepsl yIIakoBOK MOTYT ObITh JOCTYIIHBI JUIs PeaTU3aluu.

6.6 Oco0Oble Mepbl NPEJOCTOPOKHOCTH TMPH YHHYTOKCHHH HCIOJIB30BAHHOIO
JIEKAPCTBEHHOr0  Mpenapata MJIM  OTXOJA0B, MOJYYeHHBIX IOCJe TPUMeHeHHUSs
JIEKapCTBEHHOI0 Mpenapara, 1 Apyrue MaHUNyJIsIMHU ¢ penapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.
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7. JEP)KATEJb PETUCTPALIMOHHOI'O YAOCTOBEPEHM BV CTE 0005
Ucnanus
Spain

Anpmupais, C.A.

Almirall, S.A.

Ponna Xenepans Mutpe, 151, 08022 bapcenona, Ucnanust

Rda. General Mitre, 151, 08022 Barcelona, Spain

7.1. [IpeacTaBuTe b AepKATE/Isl PErHCTPAIMOHHOIO YA0cTOBepeHus Ha Tepputopuu Coro3a

IIperen3uun norpedburesieil HaOpPaBIATh [0 AJIPECY:

Poccuiickas ®@eoepayus

000 «3entuBa Dapmay

127030, r. MockBa, BH. T€p. I. MyHUIIUNIAIbHBIA OKPYT TBEpPCKO,
yi. HoBocno6Gosckas, 1. 31, ctp. 4, nomemienue VI

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

e-mail: PV-Russia@zentiva.ru

Pecnybnuxa Kazaxcman

[IpencraBurensctBo "Ansoren @apma Tpeitnunr FOpon EOO/I" B Kazaxcrane
Pecny6onuka Kazaxcran, r.Anmatser, naaekc 050008

ynuna Aya3osa, oM 48, 3 stax, 3/3

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

e-mail: PV-Kazakhstan@zentiva.com

Pecnyonuxa Apmenus

bonanza OO0

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

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

Pecnybonuxa benapycw
000 «Ilonbmen»
Pecniy6nuka benapycs, 220075, r. Munck, yn. Umxenepnas, 1. 7, mom. 2, komH. 11

ten.: + 375173783881

e-mail; office@polmedpharm.com

Pecnyonuxa Kupeuzcman

0OcOO «Heman-®apm»
CTp. 1U 3 11
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Kuesd HOGREOOBATENEHOCTE 0005)

Pecriy6nuka Kupruszcran, 720021, 1. bumikek, y

Ter.: + (996) 312680575

e-mail: k_kalybekova@neman.kg

8. HOMEP PETHCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITT-Ne(006223)-(PT-RU)

9. TATA NMEPBUYHON PETMCTPAIIMA (IIOATBEPXKJIEHNUSA PETMCTPAIIUMN,
INEPEPEI'MCTPALIUN)
[Jata nepBuuHoii peructpauuu: 15.07.2024

10. IATA IEPECMOTPA TEKCTA

OOmas xapakTepHCTHKa JEKapCTBEHHOTo npemnapara Kectun moctymHa Ha MHGOPMAIIOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIHOHHO-KOMMYHHKAIIMOHHOH CETH
«MutepHeT» http://eec.eacunion.org/
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