YTBEP/XKJIEHA

ITpukazowm Ilpencenarens

PI'Y «KomureT MeIUIIMHCKOTO U
(hapMaIreBTHYECKOro KOHTPOJIS
MuHuCTEpCTBA 3APaBOOXPAHECHUS
PecnyOnuku Kazaxcran»

OT « » 20 .
No

HNucTpyKuus mo MeAUIMHCKOMY IIPUMEHECHUI0
JIEKAPCTBEHHOT0 npenapara (JIucTok-BKJIAABIII)

Toprosoe HaumMeHOBaHHE
ITepcen®

MeskayHapoaHOe HEMATEeHTOBAHHOE HA3BaHUE

Her

JlekapcrBeHHas ¢popma, 103MpOBKa

TabneTku, TOKPHIThIE 000JIOUYKOM

dapmakoTepaneBTHYECKas IPyIIa
HepBHas cucrema. llcuxomentuku.

CHOTBOpHBIC n CCOATHUBHBIC

CHOTBOpHBIE U CEJTaTUBHBIE MPEMIAPATHI APYTHE.

Kox ATX NO5SCM

IHoxa3aHus K NPUMEHECHUIO
- OeccoHHHUIA

- HEPBHOE NEPEHANPSIKEHUE

- 0ECITOKOMCTBO

- TIOBBITIICHHAs! BO30YIMMOCTD

HepequL CBeIleHHﬁ, HGOﬁXOI{I/IMLIX A0 HAYAJIAa IPUMCHCHUA

Ilpomueonokazanus

C2-Internal

CpencTBa.

- TUTIEPYYBCTBUTEIIBHOCTH K JEHCTBYIOIIEMY BEIIECTBY (BEIIECTBAM) UJIH K JTIOOOMY

N3 BCIIOMOTI'aTCIBHBIX BCIICCTB

- BOCITAJICHUC KCIYHBIX HyT€I>’I, >KeTueKkaMeHHast 00JIE3Hb

- XOJIQHTHUT, XOJCIIUCTUT
- ICTU ¥ MOJPOCTKHU 10 12 met

- 0epeMEHHOCTbD, IEPHO]T JTaKTAIlU!
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- HACJIEICTBCHHAS HEMEePEHOCUMOCTD bPYKTO3HI, HACJICICTBCHHAs
HEMEePEHOCUMOCTD rajakTo3bl, AepuuuT pepMenta Lapp-nakTo3sl, MabadcopOIus
TJII0K03a-TaJIaKTO3bI

Heooxooumbie mepvt npedocmoporcHocmu npu nPUMeHeHuu

[TarueHTam c KeTYeKaMEHHON OO0JIe3HBIO U JIIOOBIMH JIPYTUMHU 3a00JI€BaHUSIMU
YKETUEBBIBOSIINX MyTEH CIIEIYEeT C OCTOPOKHOCTBIO MPUMEHSTH MperapaThl U3
JIUCTHEB MSTHI IEPEUHOM.

[Tarmentam ¢ racTpoa3odareaqbHbIM pedIIOKCOM ClenyeT n3beraTh MPUMEHEHUS
nperapara.

B3aumooeiicmeus ¢ Opyzumu nexkapcmeeHHbIMU RPEenapamamu

HccnenoBanusi B3aUMOJEHCTBUS ATOTO JIEKAPCTBEHHOTO CPEACTBA C JAPYTHUMHU
JIEKapCTBEHHBIMU CPEICTBAMH HE MPOBOIMIUCH.

JIOCTYITHBI JTUIITH OTPaHWYEHHBIC JaHHBIC O (hapMaKOJIOTHIECKOM B3aUMOJICHCTBUN
C JpYrUMU  JIEKAPCTBEHHBIMU  cpeiacTBamMu.  KIMHUYECKH  3HAYMMOTO
B3aMMOJICUCTBUSL C AKTHUBHBIMH BEIIECTBAMHU, META0OIM3UPYEMbIMUA MyTSIMHU
CYP2D6, CYP3A4 /5, CYP1A2 unu CYP2E]1, e HaGmr01aJ10Ch.

[laniuentam crenyer wu30erath ymoTpeOJEHUsS alIKorojii BO BpeMsi IpueMa
JIeKapCTBEHHOTO Tpenapata Menucca aekapctBeHHas /Msra nepeunas/ Banepuana
JIEKapCTBEHHAS.

He pexomenayeTcst 0THOBpEMEHHOE MPUMEHEHUE C CHHTETUYECKUMHU CEJaTUBHBIMU
npenaparamMu 0e3 KOHCYJIbTAI[UU C BPAduoM.

Cneyuanvnvie npedynpexcoeHus

Bo epems 6epemennocmu unu nakmayuu

He pexoMmeHmyeTCs MpUMEHSTH Mpenapart Bo BpeMsi 0epEeMEHHOCTH.

He pexomeHnayeTcs MpUMEHATH Mpenapar B MepUo/] JIAKTAIHH.

OcobenHocmu 6IUAHUSA nNpenapama Ha cnocoOHOCMb YAPAGSAMb MPAHCNOPMHbIM
CpeoCcmeom Ui NOMEHYUANbHO ONACHLIMU MEXAHUBMAMU

[Ipenapar BaMsieT Ha CHOCOOHOCTh K YIPaBICHUIO aBTOTPAHCIOPTOM U
MOTEHIIMAIBHO OMAacHBIMU MexaHu3Mamu. He pexoMeHmyeTcst Bo BpeMsl JIeUCHUS
VOPaBJISATH aBTOTPAHCIIOPTOM ©  paboTaTh € MOTEHIMAIBHO  OIMACHBIMU
MEXaHU3MaMH.

PexomeHaanuu no npuMeHeHU IO

Pestcum oo3uposanusn

B3pocnviv pekomenyeTcs mpuHuMarth o 1-2 tabnetku 2-3 pasa B JCHb.

IIpu Gecconutie — o 2 TabneTku 1 pa3 B AeHb 3a 1 yac 10 cHa.

Hemam cmapwe 12 nem pexoMeHayeTcs npuHUMATh 1o 1 tabnerke Ilepcen® 1-3
pas3a B JICHb.

Memoo u nymo 66edenus

[Tpunumats [lepcen®, 3ammBasi HEOOJIBITUM KOJUYECTBOM BOJBI, HE3aBUCUMO OT
BPEMEHU IPUEMA IHUIIIH.

JInumenvnocmo neuenus
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TepaneBtuueckuii 3pdext mpemnapata [lepcen® mposiBasieTcss mocreneHHo. Jlis
JOCTIKEHUsI onTUMalibHOTO 3¢ dekTa ciaeayeT npuHuMath [lepcen® e menee 14
nHer. Ilocne mpekpallleHUsl JIEUEHHS] HE MPOUCXOJIUT Pa3BUTHUE CUMIITOMOB
3aBUCUMOCTH WJIM CUHIPOMa a0OCTUHEHIUU.

[Ipu oTcyTCcTBUU NpOsIBIICHUS TeparneBTuYecKoro addexra no ucrteuenuu 14 qHei
WIN YXYJIIEHUU CUMIITOMOB, MMAIIMEHTY CJIEIyeT OOpaTUThCS K Bpayy.

Mepuol, Komopvle HeodX00UMO RPUHAMDb 6 Clyuae nepedo3uposKu

Cumnmomul. yCTaJIOCTh, CIA3MbI B 00JIaCTH )KMBOTA, TPEBOKHOCTD, APOKAHHUE PYK,
pacumpeHue 3paykoB. JlaHHbIE CUMIITOMBI HCUE3aI0T B T€UCHHE 24 4acoB.

Jleuenue: CMMIITOMaTUYECKOE — POMBIBAHHE KETYJKA, IPHUEM aJICOPOEHTOB.
Kopenb Baniepuanbl B no3e npumepHo 20 1 (mpumepHo 40 Karicyn) BbI3bIBal
CTa0OBBIPAKEHHBIC CUMIITOMBI (YCTAJIOCTh, CIIa3Mbl B JKUBOTE, CTECHCHUE B TPY/IH,
TOJIOBOKPYKEHHUE, TPEMOP PYK U MHUJIpHa3), KOTOPhIE UCUe3alid B TeUeHUE 24 4acoB.
[Tpu mosIBJICHUH CUMIITOMOB JICUEHHUE JTOJDKHO OBITh MOjyiepKuBaromuM. Hu o kakux
CIIyJasiX Mepe103UPOBKU JTUCTHEB MEMCCHI U MSIThI TIEPEYHOM HE COOOIIAIOCH.

Onucanue HeXeJaTeIbHBIX PpeakuMil, KOTOpble TMNPOABJISIOTCA IPH
cranaaprHoM npuMenenuu JIII u mepsnl, KoTOpbIE cileayeT NPHUHATL B ITOM
ciy4ae

Heuzgecmno

- TOITHOTA, U3K0Tra WIN YCUJICHUE UMEIOIIECHCS U3KOTH, KOJINKU B KUBOTE

- yxyamenue cuMntoMoB ['OPb

Ecnu BO3HMKAIOT JIpyrue moOOYHBIE PEAKIUU, HE YIOMSHYTHIE BBIIIE, CIEAYET
MPOKOHCYJIBTUPOBATHCS C BPAUOM WIIH (PapMalieBTOM.

IIpu BO3HUKHOBEHHMH HEXKeJIATEeJIbHbIX JJEKAPCTBEHHbIX PeaKkIuil 00palaTbCcs
K MEIUIHUHCKOMY pPal0OTHHUKY, (apManeBTHYEeCKOMY PAa0OTHUKY WJIH
HANPSIMYK0 B HH(POPMAIMOHHYIO 0a3y JAHHBIX M0 HEXKeJATeIbHbIM PeaKuusM
(meiicTBMSIM) Ha JIeKAPCTBEHHbI¢ MpenaparTbl, BKJIKYAf COOOLIEHHUS O
He3I(P(PeKTUBHOCTH JIEKAPCTBEHHbIX NPEeNaparos

PI'Tl na IIXB «HamumoHnanbHbil L{eHTp 3KCIEpTU3BI JEKAPCTBEHHBIX CPEACTB U
MEUITMHCKUX u3aenuiny KoMutrer MequimHcKkoro u ¢papMareBTUYecKoro KOHTPOJIS
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran

http://www.ndda.kz

JlonosiHUTEIbHBIE CBEICHUS

Cocmag nexapcmeennozo npenapama

Opna TabyieTka CoIepKUT

AKmueHvle sewecmed. Bajliepuanbl KOPHS dKCTPakT cyxoit ((4-7):1) 35.00 mr, MAThI
nepevHoit TMcTheB KCTpakT cyxoi ((3-6):1) 17.50 mr, Menucchl TUCTHEB SKCTPAKT
cyxoit ((3-6):1) 17.50 mr

8cnomozameinbHble gewecmsa: JTAKTO3BI MOHOTHJIPAT, IEJITI0II032


http://www.ndda.kz/
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MUKPOKPHUCTAILUIMYECKAs, Kpaxmayl KYKypy3HbId, KPOCIOBUJIOH, TaJIbK, KPEMHUS
JTMOKCHJI KOJJIOUTHBIM O€3BOIHBIN, MarHus cTeapar,

cocTtaB O00OJIQUKH: THUIPOMENIO3a, HATpHsl KapMeiio3a, MOBHUAOH, Caxaposa,
KPEMHUS TUOKCHUJ] KOJUTOMIHBIN, KaJbIusl KapOOHAT, xeje3a okcua kopuuHessblil (E
172), tutana quokcua (E 171), runepus, TaJibK, MOHTaHTJIMKOJIEBBIA BOCK.
Onucanue enewinezo uoa, 3anaxa, 6Kyca

TabneTku, HOKPHIThIE 000JI0YKOHN IIOKOJIAIHO-KOPUUHEBOIO I[BETA, KPYTII0i (hOopMBbI
C IBOSIKOBBIITYKJIOW MTOBEPXHOCTHIO.

@®opMa BBINIYCKA M YIIAKOBKA

[To 10 TaGneTok MOMEMIAIOT B KOHTYPHYIO SYEWKOBYIO YMaKOBKY U3 (OJIbIU
ATIOMUHUEBOW H TPEXCIOWHON TEepMO(POPMOBOYHON (POJBIH COCTOSAIMICH W3
[NIBX/TE /TIBAX.

[To 2 mnn 4 KOHTYpPHBIX SIYEHKOBBIX YIAKOBOK BMECTE C HMHCTPYKIHUEH I10
MEAMIIMHCKOMY MPUMEHEHHMIO Ha Ka3aXCKOM M PYCCKOM S3bIKaxX BKJIAIbIBAIOT B
NayKy M3 KapTOHA.

Cpoxk xpaHeHust

3roma

He npumeHsTh 10 HCT€YEHUH CpOKa rogHoCTH!
Ycnoeua xpanenus

Xpanutb ipu Temrneparype He Boitre 25 °C.
XpaHUTh B HEAOCTYITHOM JUJIA IeTel MecTe!

YcaoBus oTIyCKA U3 aNiTeK
bes peuenta

CBeeHus 0 MpoOU3BOAUTEIE

Codapma A/,

yi. Umuencko mocce 16, 1220, Codus, bonrapus
dakc: + 3592 9360 361

Ten.: (+359) 889890594

DOn. moura: zdorkova@sopharma.bg

Jlep:kaTesib perucTpauMOHHOI0 YA0CTOBEePEHUS

3eHTHBA, K.C.

[Ipara 10 — Honuu Mexonynsl, ¥ KabGenoubl 130, [ToutoBsiii ungexkc 102 37,
Yemnickas Pecrrybnnka

ten./daxkc: (+420) 267 241 111

araapec: Info@zentiva.com

HaumeHoBaHue, aipec U KOHTAKTHbIE JaHHbIE (TejeoH, paKe, ITeKTPOHHAA


mailto:zdorkova@sopharma.bg
mailto:info@zentiva.com
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10YTAa) OPpraHu3anuu Ha Teppuropuu Pecnyosmkn Kazaxcran, npuHuMaromeit
npereH3un (NMpeayioKeHHUS) 0 KAYeCTBY JIEKAPCTBEHHBIX  CPeICTB OT
norpedouTesieli M OTBETCTBEHHOI 3a NMOCTPErMcTPAllMOHHOE HAOJIIOJAeHHEe 3a
0€301aCHOCTBIO JIEKAPCTBEHHOI0 CPeICTBA

[IpencraButenscTBo "AnBoredn ®apma Tpeiinunar IOpon EOO/L" B Kazaxcrane
Pecnyonuka Kazaxcran, r.Anmatsl, najaexc 050008

ynuna Aya3osa 48, 3/3

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

Onekrponnas moura: PV-Kazakhstan@zentiva.com



mailto:PV-Kazakhstan@zentiva.com

