YTBEPX/IEHA

[Ipukaszom I[Ipencenarens
Komurera dhapmaru
MuHucTEpCTBA 3PAaBOOXPAHCHUS
Pecnybnuku Kazaxcran

OT « » 201 r.
No

I/IHCprKIII/IH mo MEAUIHUHCKOMY MPUMEHCHU IO
JEKAPCTBECHHOI'O CPEaACTBA

NvmyHOpM

Toprosoe Ha3zBaHue
NmmyHOpM

MeskayHapoaHOe HEMATEeHTOBAHHOE HA3BaAHUE
Her

JlekapcTBeHHnas popma
PactBOp miisa mpuema BHyTpb, S0 Mt

Cocras

100 M mpenapara coaepxar

AKMuBHoe 8ewyecmao - XUHALICU ypIypHOU dKcTpakT sxunkuit™ 98,000 T,
**[Ipenapar coNEpPkKUT CIUPT 3TUIOBBIH 90% (06/06) 24.4 M

Onucanue
[Ipo3pauyHas, KopuuHEeBask UK KPACHOBATO-KOPUYHEBASI )KUIKOCTh C XapaKTEPHBIM
3aIaxoM, MOXKET MOSBJIATHECS OCAJIOK.

dapmakoTepaneBTHYECKas rpyImna
NmmyHomonynstopsl. UMMmyHOCcTUMYIIATOPEL. [Ipoune MMMYHOCTUMYJIIATOPEI
Kong ATX L 03AX

dapmakoJ0ruyecKme CBoMcTea

Dapmakokunemuxa

PapMaKOKMHETUKA HE U3y4aIaACh.

Dapmaxoounamuxa

MIMMyHOpPM SIBJISIETCSI CPEICTBOM PACTUTEIHHOTO MPOUCXOXKIEHUS. BXopsiue B ero
cocTaB moJicaxapuipl ((hyKoraJakTOKCUIIOTTIOKaHbl ¢ MoJl. BecoM. 25000 u 10000)
U KUCIbIN apabuHoranakTad (Moj. Bec 75000) oka3pIBatOT MUMMYHOMOIYJIUPYIOIIUNA



U TOpoTHBOBOCHANUTENbHBIM  3ddexTol.  [loBblmmas  4Yuciao  JIEHKOLMTOB
(rpaHyJIOLMTOB) U aKTUBU3UPYS (HarouuTo3, NEHCTBYIOIIME BEUIECTBa Ipernapara
IIOJIABJISIFOT Pa3MHOKEHHE MHUKPOOPIaHM3MOB B OpraHM3ME€ 4YeJOBEKa U
CHOCOOCTBYIOT ~ YHUYTOXKEHHUIO OO0JE€3HETBOpHBIX Oakrtepuii. Kpome Toro,
YCTAaHOBJICHO IIPOTHBOBUPYCHOE JEWCTBHE TpaBbl OXMUHALCM IYPIYpHOH B
OTHOILIEHUH BO30YUTENEH TPUIIIa U reprieca.

IMoka3zaHus K NPUMEHEHUIO
- mnpoduIaKTAKAa W JICYCHHWE HA4YaJIbHBIX CHUMIITOMOB TIPU TPOCTYIAHBIX
3200JIEBAHUAX

Cnoco0 npuMeHeHus U T03bI

PactBop mnpuHHMMAIOT C HEOOJBIIMM KOJIMYECTBOM YKUIKOCTH, HE3aBUCHUMO  OT
npueMa Imuiiu.

B3pocnbie u netu crapme 18 ner npuHumarotr no 2,5 mi 3 pasza B aeHb. s
JIO3UPOBKHU UCTOJIB3YIOT MEPHBIN CTAKAaHYUK.

JMUTEeNbHOCTh HEMPEPHIBHOTO MPUMEHEHUS HE IOJHKHA MpeBbIaTh 10 qHei.

IloGo4HbIE KelicCTBUA

Peoxo

- KOXHBIE PEAKIMM TUIECPUYBCTBUTEIBHOCTH (3yl, KOXHBIC BBICHITAHMUS,
KparnvBHULIA)

- cunapoM CtuseHca-/[)k0HCOHA

Ouenwb peoxo

- OpoHXOCMa3M ¢ 00CTpyKUUER

- aCTMa BCJIEJICTBUE PEAKIIMH THIIEPUYBCTBUTEIBHOCTH

- aHTHOOTEK

- otek KBuHKe

- aHAPUIIAKTUIECKUMN TIIOK

- ayTOMMMYHHbIE 3a0osieBaHusl (paccesHHBbI »HHIe(aTUT, Yy3JIoBaTas 3pUTEMA,
ayTOUMMYHHasi TpomOoruTornieHus, cuaapom lllerpena ¢ TyOymsipHOM MOYEYHOM
TUCYHKITEH )

- TEUKOTICHHSI TIPY ITTUTEITHHOM pUMEHEHUH (OOJIBIIE 8 HEIeTh)

IIporuBonoOKa3zaHus

- TOBBIIICHHAS YYBCTBUTCIBHOCTh K KOMITIOHEHTAM IIpernapara W pPacTCHHUSAM
CEMEHCTBA CJIIOKHOIBETHBIX

- MPOTPECCUPYIOIIUE CUCTEMHbBIE 3a00JIeBaHUs (TyOEpKyIie3, CApKOUI03)

- AyTOMMMYHHBIE 3a00JieBaHuUs (KOJIJIareHO3, PACCESHHBINA CKJIEPO3)

- ummyHoaeduinutHeie coctosiaus (BUY-undexmuun, CITN )



- MMMYHOCYIIPECCUH (oHKOIOTHYECKAs LUTOCTaTUYECKAas Teparnusl,
TpaHCIUIAHTAIIMM OPraHOB B aHaMHE3€ WJIM TPAHCIUIAHTAIUsi KOCTHOTO MO3Ta)
- arpa”yJoIM1TO3, JIEHKO3

- TAlMEHTaM C HAacJIeICTBEHHOW MPeIpacloioKEeHHOCThIO K aJUIeprHueCKUM
peakiusaM (KpanuBHULA, AaTOMMYECKUH 1epMaTUT, aCTMA).

- HaCJIEJICTBEHHAsI HETIEPEHOCUMOCTD (PPYKTO3bI

- 0EpEeMEHHOCTh U TIEPUO]T JTaKTAIIUU

- IETCKUM BO3pact 1o 18 et

JlekapcTBeHHbIE B3aMMOACHCTBUA
OtcyrcTByeT uH(pOpManus O KaKOM-THOO B3aUMOACHCTBMM COKa HXHUHALEH
NypPIYpHOH C JPYTHMMH JIEKAPCTBEHHBIMM CpeACTBAMHU. TeM He MeHee, He
PEKOMEHAYETCSI  OJHOBPEMEHHOE IPUMEHEHHME C  HMMMYHOJENPECCAHTAMHU
(LMKJIOCTIOPUHOM U METOTPEKCATOM).

OcoOble ykazanus

Ecoim mnpu mnpuMeHeHHWH mpenapara COCTOSIHUE TMAlMEHTa YXYJIIAeTCs WIu
HAOJII0/JaeTCs TIOBBIIIEHUE TEMIIEpaTypbl, HEOOXOAUMO MPOKOHCYJIBTUPOBATHCS C
JeYanuM BpauoM.

Oco0y10 OCTOpPOKHOCTH CleIyeT coOJoAaTh MNauueHTaM C HacJleACTBEHHON
IIPEAPACIIONIOKEHHOCTBIO K aJUIEPrUYECKUM peaKIUsaM (IMalUeHThI ¢ aTOMMYECKUM
J€PMaTUTOM) BCJIEACTBUE BO3MOXKHOIO pHCKa pa3BUTUS aHA(UIAKTUYECKOU
peakLuu.

B cnyuae peuuauBUpyrOmMX HMH(MEKIMOHHBIX 3a007€BaHUI JIbIXaTEIbHBIX MYyTEH,
COIPOBOKIAIOLIUXCS JJINTEIbHBIM COXPAHEHUEM 3Kallo0, OABIIIKOM, MOBBILIEHUEM
TEMIIepaTypbl Tella WIA THOWHOW, WJIM KPOBSHUCTOM MOKpPOTOH, HeoOXxoauma
KOHCynbTanusg Bpawa. [lpu orcyrctBuu »sddekra oT mnpuema mpemnapara u
MOBTOPHOM  TIOSIBICHMM  TPU3HAKOB  3a00JICBAaHUM  MOYEBBIBOJAIIMX  IyTEH
HeoOXxoauMo BpaueOHOe 0OcieIOBaHuE.

Crnenyer UMeTh B BUJIY, UTO PACTBOP COJEPIKHUT TUIIOBBIN criupT 22% 1o 00beMy.
Ocobennocmu 6MUAHUA 1€KAPCMBEHHO20 Npenapama Ha CNOCOOHOCMb YNPAGTISIMb
MPAHCNOPMHBLIM CPEOCMBOM ULU NOMEHYUATLHO ONACHBIMU MEXAHUIMAMU

He Bnusier

Ilepenosuposka
He BbIsiBIIEHA

dopma BBINYCKA U YIIAKOBKA
[To 50 mu mpemnapara pa3MBalOT B CTEKJISSHHBIE ()JIAKOHBI C 3aBUHYMBAIOLIEHCS
KPBILIKOM.



[To 1 ¢makoHy BMecCTE ¢ MEPHBIM CTAKAHYUKOM U MHCTPYKIUEH 110 MEAULIUHCKOMY
MPUMEHEHUIO Ha TOCYJapCTBEHHOM M PYCCKOM SI3bIKAaX BKJIAJIBIBAIOT B KOPOOKY M3
KapTOHA.

YcioBus XxpaHeHust

XpaHUTh IpH TEMIIEpaType He Bhite 25 °C.

XpaHUTb B HEAOCTYITHOM JIsl IETE MecTe!

Cpok xpaHeHus1

3 rona

[lepuoa npumeHeHHs penapara mocjie BCKPhITUS (iakoHa B TeueHue 12 mecsies.
He npumeHsTh 0 UCTEYEHHH CPOKA FOTHOCTH!

YciaoBus OTIyCKA U3 alITEK
be3s penenra

IIpousBoaureb
«Mepxkiie ['M6X», Yibm, ['epmanus

Baanesien perucTpanoHHOr0 y10CTOBEPEHUA
«patuodpapm I'MOX», YibMm, ['epmanus

Haumenosanue, aopec u KoHmaxkmubsle OAHHbIE OP2AHUZAUUU HA MEPPUMOPUU
Pecnyonuxku Kazaxcman, npunumarouieii npemeHn3uu (npeonoryceHus)  no
Kauecmey 1eKapCcmeeHHbIX Cpeocme Om nompeoumeieil U 0OmMeEemcneeHHoll 3a
nocmpezucmpayuoHHoe HaoOaAOeHue 3a 0e30NACHOCMbI0 J1eKAPCMEEHHO20
cpeocmea:

TOO «patuodapm Kazaxcran», 050059 (A15E2P), r. Anmarsl, np. Anb-®apabu
17/1, BLl Hypmei-Tay, 5b, 6 ostax. Tenedbon: (727)3251615; e-mail:
safety.kazakhstan@tevapharm.com; Be0 caiiT: www.teva.kz



mailto:Dina.Baimakova@tevapharm.com
http://www.teva.kz/

