YTBEP/XKJIEHA

ITpukazom Ilpencenarens

PI'Y «Komurera METUIIMHCKOTO U
(hapMaIreBTHUECKOT0 KOHTPOJIS
MuHuCTEPCTBA 3PaBOOXPAHECHUS
PecnyOnuku Kazaxcran»

oT«_» 202 .
Ne

HNHcTpyKUus 1o MeAMIMHCKOMY NPUMEHEHHI0
JieKapcTBeHHOTo nmpenapata (JIncTok-BKJIAABIIN)

Toprosoe HamMeHOBaHue
Amxucent® co BKYCOM KITyOHHKH
Amxucent® co BKYCOM MaJIMHbI
Amxucent® co BKYCOM anejbCruHa
Amxucent® co BKyCOM aHaHaca
Amxucent® co BKycom OaHaHa
AxucenT® co BKyCOM BUIIIHU
Amxucent® co BKyCOM Mena
Amxucent® co BKyCOM JIMMOHA

MexayHapoaHoe HeMaTeHTOBAHHOE HA3BaHHe
Her

JlekapcrBenHas ¢popma, 103MpOBKa
[TacTunku aist paccacblBaHUsI aHTHCENITUYECKUE

dapmakoTepaneBTHYECKas IPyIna

Pecniupatopnas cuctema. I[lpemapartsl ans JiedueHus 3a0ojieBaHHS TopJa.
Antucentuku. [Ipoune npenaparsl.

Kox ATX: R02AA20

IHoxa3aHusl K NPUMEHECHUIO
B cocraBe KOMIUJIEKCHOM Tepanuu:
- UHPEKIIMOHHO-BOCTIAJIUTEILHBIC 3a00JIEBaHUS TTOJIOCTU PTa U TIIOTKU

IlepeueHnb cBeieHUIT, HEOOXOAMMBIX /10 HAYAJIA IPUMEHEHUS
Ilpomueonokazanus

- TUINEPUYYBCTBUTEIHLHOCTh K JICHCTBYIOIIMM BEIIECTBAM WM K JIOOOMY U3
BCIIOMOTaTEJIbHBIX BEIIIECTB

- JIUIIaM C HACJIEACTBEHHOM HEMEPEHOCUMOCTHIO (PPYKTO3BI MIH MalibabcopOIueit
TJIFOKO3bI-TaJIaKTO3bl



- IETCKHUI U MOAPOCTKOBBIN BO3pacT 10 18 et

Heooxo0umbie mepvt npedocmoporcHocmu npu nPUMeHeHuu

[Ipu nmpueme mnpemnapara AmpkucenT® HEOOXOIUMO YYUTHIBATH COJEpIKAHHE
caxapa B KaXJOW MACTUJIKE. OCTOPOXHO Ha3HadaTh OOJILHBIM C CaxapHbIM
THa0ETOM.

B cBs3u ¢ colmepaHHMEM caxapa M IJIHOKO3bl MPOTHUBOIIOKA3aHO NMPUMEHEHHE
JIMIAM C HACJIEJICTBEHHON HEMEPEHOCUMOCThIO (DPYKTO3bI MIIM MaibabcopOLueit
[JIFOKO3bI-TAJIAKTO3BI.

B cocraBe npemnapara coaepskarcs kpacutenb xkentbiid 3akat (E110), kpacutens
[Tonco 4R (E124), xpacutens xapmousuH (E122), koTopble MOryT BBI3BATH
AJIJIEPTUYECKHUE PEAKLIH.

Bzaumooeiicmeus ¢ Opyzumu 1exapcmeeHHblMU RPenapamamu

Knunnueckn 3HaAUMMOro  B3aMMOAECHCTBUA  mpernapara  Ampkucent® ¢
JIEKapCTBEHHBIMU TMPENapaTaMy APYTUX IPYII HE BBISBICHO.

Cneyuanvnvie npedynpexcoeHus

Ilpumenenue 6 neouampuu

He npumensiercs y nerei 1 noapocTKoB a0 18 jer.

Bo epemsa bepemennocmu unu nakmayuu

OTCYyTCTBYIOT AaHHBIE MO OE30MAaCHOCTH MPUMEHEHHS MACTHIIOK, COIEPIKALUX
aMWIMETaKpe30J1 U JUXJIOPOCH3WIOBBIM CHHUPT B MNEepuoa OEpeMEHHOCTH U
naktauud. He pexomeHayeTcs NPUMEHATh Mpenapar y KEHIIMH B MEPUOA
OEpEeMEHHOCTH U JIaKTallUH.

Ocobennocmu  emusAHUA ~ npenapama  HA  CNOCOOHOCMb  YHPABIAMb
MPAHCNOPMHBLIM CPEOCMBOM UTU NOMEHYUATLHO ONACHBIMU MEXAHUIMAMU
[Ipenapar He OKa3bIBA€T BIUSHUS HAa CIOCOOHOCTH YIPAaBJISATh TPAHCIOPTHBIMU
CpEIICTBAMH U MOTEHIUATIBHO OMACHBIMU MEXAHU3MaMHU.

PexomeHaanuu no npuMeHeHU IO

Peostcum 0o3uposanus

B3pocnbie: mo 1 mactunke kaxasle 2 yaca. MakcuMalibHas CyTO4YHasi J103a 8
MaCTUJIOK.

[TacTHIIKK paccachIBalOT A0 MOJHOTO PACTBOPEHUS.

Memoo u nymo 66edenus

Jlnst paccachIBaHMS B TIOJIOCTH PTa.

Jlnumenvnocms j1eueHus

Kypc nedyenust He TOKEH NPEBBIIATh S-7 JHEN.

Mepuol, Komopole HeodX00UMO RPUHAMDB 6 Clyuae nepedo3uposKu

B cBsi3u ¢ HU3KOM cucTeMHOM abcopOIuelt rmepe03upoBKa MajloBEpOSITHA.
Mepwl, Heodxo00umvle npu nponycke OOHOU UAU HECKOJbKUX 003
JleKapcmeeHHo20 npenapama

[Ipn caydailHOM MOpPOIYCKE OJIHOIO WM HECKOJBKUX IPUEMOB /03y HE
MOBBIIAIOT.

Ykazanue na nanuuue pucka cumnmomos ommenwt

Puck cuMOTOMOB OTMEHBI OTCYTCTBYET.



Pexkomenoauyuu no oopawienuro 3a KoOHCyAbmayueii K MeOUUUHCKOMY
padomHuuKy O01A pPAa3bACHEHUA CHhOCO0A NPUMEHEHUA J1eKapCMEEeHHO020
npenapama

B ciydae BO3ZHMKHOBEHHS Y Bac KaKUX-IMOO JTOMOJHHUTEIBHBIX BOIPOCOB IIO
MIPUMEHEHUIO JaHHOTO JICKAPCTBEHHOTO Mperapara, 00paTuTech K CBOEMY Bpauy.

Onucanue HeKeJaTeJbHbIX peakluil, KOTOPble MNPOSABJISIOTCA MPH
cranaapTHoM npumenennu JIII u Mmepsbl, KOTOpHBIE cileayeT NIPUHATH B 3TOM
ciaydae

Omnpenenenre 4acTOThl MOOOYHBIX SIBJICHHM MPOBOIUTCS B COOTBETCTBUU CO
CJIEYIONTUMHU KPUTEPHUSIMU: 04eHb acTo (> 1/10), wacto (> ot 1/100 mo < 1/10),
HevacTo (> ot 1/1000 mo < 1/100), peako (= 1/10000 no < 1/1000), ouens penko
(< 1/10000), Hen3BecTHO (HEBO3MOXHO OILICHUTh HAa OCHOBAHUHU HMMEIOIIHUXCS
JTAHHBIX.

Peoko: annepruueckue peakiuu

IIpy BO3BHMKHOBEHHUM  HeKeJATeJbHBIX JIEKAPCTBEHHBIX  peaKIui
o0pamiaTbcs K  MEIUIUHCKOMY Ppa0OTHHUKY, (apManeBTHYeCKOMY
Pa0dOTHUKY WM HANPSAMYI0 B HH(POPMAUMOHHYI0 0a3y [JAaHHBIX IO
HesKeJIaTeJbHbIM peaKknusM (JIeldCTBHAM) HA JieKAPCTBEHHbIE Mpenaparsbl,
BKJIKOYAS COO01ICHUS 0 HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB
PT'II na [IXB «HanmoHanpHBIA LEHTP DKCIEPTU3BI JEKAPCTBEHHBIX CPEACTB U
METUITUHCKIX WU3ICTTUI

http://www.ndda.kz

JlonoJIHuTe IbHbIE CBEIeHUS

Cocmae nexkapcmeennozo npenapama

OnHa macTuiiKa COAEPKUT

aKTHUBHbBIE BELIECTBA: CIUPT 2.4-AuXJopOeH3mwI0oBbIi 1.20 Mr, amMmunMeTakpe3o
0.60 mr

8CcnomozamenibHbvle 8eujecmada.

Co exycom 1umona

caxap, IJII0K03a >KHMJIKasi, KUCJIOTa JUMOHHAsl O€3BOAHAsI, MEHTOJI, apOMAaTHU3aToOP
JUMOHHBIN, KpacuTenb xenTbii 3akat (E110), kpacuTesib XMHOTUHOBBIN KEATHIN
WS (E104)

Co 6Kycom anenvcuna

caxap, TJIFOK03a JKHJIKasl, KUCIIOTa JJMMOHHAsI O€3BO/IHASI, MEHTOJI, apOMAaTHU3aTOP
anenbCUHOBBIN, Kpacutenb skenthii 3akat (E110)

Co 6xycom meoa

caxap, TJIFOK03a JKHJIKasl, KUCIIOTa JJMMOHHAsI O€3BO/IHAsI, MEHTOJI, apOMAaTHU3aTOP
MEJIOBBIN, KpacuTeab XUHOMUMHOBBINA xkentbii WS (E104), kpacutens kapamenb
(E150a)

Co eéxycom ananaca

caxap, IJII0K03a >KMJIKasl, KUCIIOTa JUMOHHAsl O€3BO/IHAsL, MEHTOJI, apOMAaTHU3aToP
aHaHACOBBIH, KpaCUTENb XUHOJMHOBBIN >kenThid WS (E104)

Co eéxycom banana


http://www.ndda.kz/

caxap, TJIFOK03a JKUJKas, KUCJIO0Ta JIUMOHHAs 0e3BOAHAs, MEHTOJI, apOMaTH3aToP
OaHaHOBBIN, KpacUTeNb XUHOIMHOBBIH xenThit WS (E104)

Co 6xycom suuinu

caxap, III0K03a >KHJIKasl, KUCJIOTa JUMOHHAsE O€3BO/IHAsI, MEHTOJI, apOMAaTU3aToP
BUIIIHEBBIN, KpacuTenb [IoHco 4R (E124)

Co 6Kycom KyOHUKU

caxap, III0K03a >KHMJIKasi, KUCJIOTa JUMOHHAsE O€3BO/IHAsI, MEHTOJI, apOMAaTU3aToP
KIIyOHU4HBIN, KpacuTenb [lonco 4R (E124)

Co 6Kycom manunbl

Caxap, TII0K03a KUJIKasl, KUCIIOTa TUMOHHAsI 0€3BO/IHAsI, MEHTOJI, apOMaTH3aTOP
MaJIMHOBBIN, KpacuTelb kapmousuH (E122)

Onucanue énewinezo ¢uoa, 3anaxa, 6Kyca

[TacTumku »xenroro uBeTa, Kpyrion Gopmsbl, C ABOSKOBBITYKIONH TOBEPXHOCTHIO, C
JMMOHHBIM BKYCOM M KHCJIBIM IIPUBKYCOM (CO BKYCOM JIMMOHA).

[TacTunku  opaHkeBOro 1LBeTa, Kpyrioll (OpMbl, ¢ JABOSKOBBITYKION
IOBEPXHOCTBIO, C aleJIbCHUHOBBIM BKYCOM M KHCIBIM HPUBKYCOM (CO BKYyCOM
arneabCUHA).

[TacTuiaKu KOpPUYHEBATO-XKEJITOTO LIBETA, KPYIJIOW (OPMBI, C JABOSKOBBITYKION
MOBEPXHOCTBIO, C MEJIOBBIM BKYCOM U KUCIJIBIM MPUBKYCOM (CO BKYCOM MEZA).
[TacTHIIKM &KENTOro LBETa, Kpyriaoi (hOpMBI, C TBOSIKOBBITYKIION TOBEPXHOCTHIO, C
OaHAHOBBIM BKYCOM U KUCJIBIM IIPUBKYCOM (CO BKyCOM OaHaHa).

[TacTHIIKM KpacHOTO LBETA, KPYIJION (POPMBI, C TBOSIKOBBIMYKJION OBEPXHOCTHIO,
C BUILIHEBBIM BKYCOM U KHCIIBIM MTPUBKYCOM (CO BKYCOM BHIIIHH).

[TacTriiKK KpacHOTO LBETA, KPYTJIOi (POpMBI, C TBOSIKOBBIMYKJION MOBEPXHOCTHIO,
C KIIlyOHHUYHBIM BKYCOM U KUCJBIM IPUBKYCOM (CO BKYCOM KIIyOHHKH).

[TacTriiku KpacHOTO 11BETa, KPYTJIOi (hOPMBI, C TBOSTKOBBIMYKIION TTOBEPXHOCTHIO,
C MaJMHOBBIM BKYCOM U KHUCIIBIM ITPUBKYCOM (CO BKYCOM MaJIMHBI).

[TacTuiiku &KeNnToro 1BeTa, Kpyriou (opMbl, C TBOSKOBBIMYKIION TOBEPXHOCTHIO, C
aHAHACOBBIM BKYCOM M KHCJIBIM IPUBKYCOM (CO BKYCOM aHaHaca).

dopma BbINYCKA U YIIAKOBKA

[To 6 MacTUIOK IMOMEIIAOT B KOHTYPHYIO O€3bSIUYCHKOBYIO YIIAKOBKY M3 (DOJIBIH
AJIFIOMUHUEBOM.

[To 4 KOHTypHbIE YNAKOBKM BMECTE€ C HHCTPYKIHEH MO MEIULIMHCKOMY
MIPUMEHEHHIO HA Ka3aXCKOM M PYCCKOM SA3bIKaxX BKJIAJBIBAIOT B IAYKY U3 KAPTOHA.

Cpoxk xpaHeHust

3 roxa.

He npuMeHsITh 10 UCTEUEHUH CpOKa rOAHOCTH !

Ycnoseua xpanenusn

XpaHUTh B CyXOM, 3aIIUIIEHHOM OT CBETA MECTE IPHU TEMIIEPATYPE HE BHILIE
30°C.

XpaHHUTh B HEJOCTYITHOM JJIsI IeTeil mecTe!



YcaoBus oTIyCKA U3 alITEK
bes peuenra.

Ceenennsi 0 npou3BOAUTEIE

Amxuno @apmanestukans JIta, Maaus

A-38, Hanmmwxuor Mumactpuan Ocrtaiit, Kypna-Aunxepu Poan, Cademmnymn,
Mywm6aii- 400 072

Tem: +91-22-28518206/ 42319000

daxc: +91-22-28518204

DnekTpoHHas moyra: regulatory@agio-pharma.com

Jlep:xkaTesib perucTPalMOHHOI0 YA0CTOBEPEHMsI

Amxuno @apmanesrukans JIta, Maaus

A-38, Hanmmwxuor Mumactpuan Ocrtaiit, Kypma-Aunxepu Poan, Cademmymn,
Mywmo6aii- 400 072

Ten: +91-22-28518206/ 42319000

daxc: +91-22-28518204

DnekTpoHHas moura: regulatory@agio-pharma.com

HaumeHoBanue, aapec M KOHTAKTHbIC [aHHbIE (Tesedon, dakc,
3JICKTPOHHAS nmo4ra) opraHu3anuu Ha Teppurtopun PecnyOoiamkn
Ka3zaxcran, npuHuMamieii npereH3um (MpeasioKeHHs]) MO0 Ka4vyeCTBY
JIEKAPCTBEHHBIX CPeICTB OT MOTpeduTes e

TOO «Amxno @apmaneBTukans Jiumuren

Pecnyonuka Kazaxcran, r. Anmarsl, Meaeyckuii, paiioH, ynuua Mamerosa, 10M
23, oduc 204, buznec nentp «Ush Qonury, 2 stax, noytoBslil uHaekc 050016
Tenedon: +7(707)2712709

DnekrponHas moura: Vishwa_direct@agiopharma.kz

HaumeHnoBaHue, aapec MW KOHTaKTHble jJdaHHble (TeaedoH, dakc,
3JIEKTPOHHAS M04YTA) opranu3anuu Ha teppuropun Pecnydauku Kazaxcran
OTBETCTBEHHOM 32 MOCTPEruCTPALMOHHOE HAOJK0IeHHe 32 0e30MACHOCTBIO
JIEKAPCTBEHHOI'0 CPeCTBa

TOO «ConsultAsia», Kazaxcran

r. Anmartsl, yu. [lleBuenko 165 b

teir.: +7 705 170 88 25 /+7 777 805 1116 (24/7-x gacoBasi TOCTYITHOCTb)

e-mail. pv@consultingasia.kz


mailto:vishwa_direct@agiopharma.kz

