JIMCTOK-BRJIAMI JIJIA ITAIIEHTA: IHOOPMALIA A1 KOPUCTYBAYA

ASTMODIL, 10 Mr, TadJieTKH, BKPUTi 000JI0HKOI0
(Montelukastum)

Ilepen BUKOPHCTAHHAM JIiIKapChbKOT0 3ac00y 03HAHlOMTeChH 3i 3MiCTOM JIMCTKA-BKJIAUIIA.

- 30epiraiiTe mei TMCTOK-BKIIAIHII, MOXIINBO, BaM HEOOX1THO Oy/Ie IPOYUTATH HOTO IIIe pas.

- Slkmo y Bac € JI0AaTKOBI 3alTUTaHHS, 3BEPHITHCS JI0 CBOTO Jikaps abo (apmariepra.

- Ileit npenapat GyB BUIHMCaHHi KOHKpeTHil moauHi. Moro e ci1in nepenasaty inmmm. IIpenapart
MOJK€ 3aBJIATH KO 1HIIIN JFOAWHI, HABITH AKIIO CHMITOMH 3aXBOPIOBAHHS Y HAX OJTHAKOBI.

- Y BUNajKy MOCUICHHS Oy/Ib-sKOTO 3 MOOIYHMX e(DeKTiB a00 BUHUKHEHHS Oy Ib-IKUX MOOIYHUX
e(heKTiB, y TOMY YHCIIi HE 3a3HAYCHHUX B [IbOMY JIMCTKY-BKJIQIUIIII. CJIiJl TOBIJIOMUTH PO 1€ JTiKaps
abo (apmareBTa.

3MicCT JIHCTKA-BKJIAANIIAS

1. 1o Take mpemapat Astmodil i 115t 9oTo BiH BUKOPHCTOBYETHCS
2. llo moTpiOHO 3HATH, IEepII HiXK MpuiiMaTy npenapat Astmodil
3. Sk npuitmatu npenapat Astmodil

4. MoxJiuBi mo0iuHi aii

5. Sk 36epiratu mpemnapat Astmodil

6. HonatkoBa iHhopMmartis

1. IO TAKE HPEINAPAT ASTMODIL I 1JI51 YOI'O BIH 3ACTOCOBY€TbHCA

Astmodil MicTuTh Iit04y pedoBHHY MOHTeIyKacT. [Ipenapat O10Kye it0 peYOBHUH ITiJ HA3BOKO
nerikoTpieHH. Lli pedoBHHM BUKIIMKAIOTh HAOPSIK 1 3BYKEHHSI AMXAIbHUX [UISAXIB, [0 COPUYUHSE
Hara aCTMH.

Brokyroun giro nmux pedoBuH, Astmodil 3HIMae CUMIITOMM aCTMH Ta JIOIIOMarae KOHTPOJIIOBATH aCTMy
Ta TOJIETIIIYE CHMIITOMH CE30HHOI aleprii (TakoX 3BaHOi CIHHOIO JIMXOMaHKOI0 200 CE30HHUM
ANEePTiYHUM PUHITOM).

IMoxazanus 10 3aCTOCYBaHHA:

- Astmodil BUKOPHCTOBYEThCS SIK TOTOMIXHHUIA 3aCi0 TIPH JIIKYBaHHI JIETKOI Ta CEPETHbOT
TSHKKOCTI XpOHIYHOT aCTMH Y TAII€HTIB cTapIie 15 pokiB, y SKUX HE OTPUMAHO HAJIE)KHOTO
KOHTPOJIIO aCTMH 32 JIOTIOMOTOO IMIOTOYHHX JIIKAPCHKHUX 3ac001B 1 HEOOXiJHE 3aCTOCYBAHHS
JO/TaTKOBUX.

- Astmodil Takox gormomarae 3armo0irTé cyioMam IuXaabHUX HUIAXiB, CIPAYUHEHUM B
OCHOBHOMY (Di3MYHHMH 3yCHILISIMH.

- Astmodil, 10 BUKOPUCTOBYETHCS ISl TIKYBaHHS OpOHX1aJIbHOT aCTMH, TAKOXK 3HIMAE
CHUMIITOMHU TI0JIIHO3Y (TaK 3BaHUN CE30HHHI allepriuHUiA PUHIT).

Astmodil 10 Mr npu3HaYeHUH IS 3aCTOCYBaHHS JJOPOCIUM Ta ITiUTITKaM BiKOM Bij 15 pokiB.

2. IO MOTPIBHO 3HATH, ITEPII HIK TIPUMMATH ITPENTAPAT ASTMODIL

Y AKHMX BUNIAAKAX He BHKOPHUCTOBYBATH npenapat Astmodil
- Skmo y namiedTa anepris (IiBUIIEHA Yy TJIUBICTH) JI0 JIIOYUX PEUOBUH a00 OY/Ib-SKOTO
3 iHmmX iHrpenientiB Astmodil (quB. myHKT 6: [HIIIa iHPOpMATLTis).




Y axuX BUNAAKAX 3aCTOCOBYBaTH npenapat Astmodil 3 0cod11BoI0 00epeskHicTIO:
[oBimomTte mikapst mpo OyAb-sKi 3aXBOpIOBaHHS a00 ajepriuHi peakuii, sKi 3apa3 € y namieHTa abo
Oynu y MUHYIIOMY.

- SIKIO CUMIITOMH aCTMH MOTIPIIYIOTBCS, CJIi/I HETAHO 3BEPHYTHCS A0 JIiKaps.

- Astmodil He mpu3HaYeHUI 115 JTIKyBaHHS TOCTPHUX HaNaiB acTMH. SIKIIO Hamaj CTaBcs,
CKOPHCTANTECs IHTAIALIIMHIM TperapaToM, IPH3HAYEHUM JUTS IPHHOMY TP HAIaaax aCTMH
a00 sIKoMoTa MIBHIIIE 3BEPHITHCS 10 JiKaps 3a IMopaIoro.

- He MoxHa naBatyu aneTHICATIIMIOBY KUCIOTY a00 MpOTH3anaibHi penapaTH (Tak 3BaHi
HecTepoinHi mpoTu3anansHi 3acodn — HIT3I1), sikmio BoHK HOTIpITyI0Th CHMITOMH aCTMH Y
Hali€HTa.

-V BUNaKy BUHUKHEHHS TaKMX CHMITOMIB, SIK JMXOMaHKa, BUCUIIAaHHS, CIIa0KiCTh, OTaHe
CaMONOYyTTs, IIOKOJIIOBaHHs 200 OHIMIHHS B pyKax a0 HOrax, MOTipIIeHHs PecHipaTOpHUX
CHUMIITOMIB, HETaitHO 3BEPHITHCS 10 JTiKaps (AuB. MyHKT 4: MosmuBi mo6iuHi mii ).

[MamienTiB cnix npoindopMyBaTH PO Te, MO Y AOPOCIHX, MiJITKIB Ta AiTeH, SKi OTPUMYBaJH
nikyBaHHS npenapatoM Astmodil, BUHHKaIN HeHpOTICHXiuHi TOi1 (HAIPHUKIIA ], 3MiHH MTOBEIIHKH Ta
HACTpOI0) (OuB. MyHKT 4). SKio y mamieHTa (BKIIOYAI09N AUTHHY) BUHUKIIA TaKi CAMITTOMH ITiJT 9ac
npuiiomy Astmodil, mpokoHCynbTy#TECS 3 JTiKapeM (abo neaiaTpom).

3acrocyBaHHS iHIIMX JiKiB
[TorigomTe nikaps abo (apmarieBra, KO BU IpUiiMaeTe a00 HELOIaBHO MPUHMAaIH Oy Ib-sKi 1HIII
JIIKH, BKITIOYAKOYH Ti, IO BiIYCKAIOThCS 0€3 pelenTa.

Jesiki Tiku MOXKYTh BIUTMBATH Ha Aifo Astmodil, a6o Astmodil Moxke BITMBaTH Ha Jif0 1HITUX JTIKIB.

[lepen mouaTkoM JiKyBaHHS TperapatoM Astmodil moBigomTe mikapsi, KO MaIieHT MpHHMae Oyab-
SIKi 3 HACTYITHUX JTIKiB:

- (denoOapOiTan (JTKapChKUii 3aci0 IS JIIKYBaHHS CIUICIICIT),

- (ewnitoin (Jlikapchkuii 3aci0 15t JTIKYBaHHS emiyiencii),

- pudamninuH (aHTHOIOTHK JUIA JTIKyBaHHS TyOepKyJIh03y ab0 NesKkux iHImuX iHheKin).

BariTHicTh i ronyBaHHs rpyaiio

3BepHITHCS 32 MOPAA0I0 10 CBOTO JIiKapst a00 GapmareBTa, Iepil Hi>k NTPpUMMaTH OyAb-Ki JTIiKH.
JKinkw, sixi BariTHI 200 MarOTh HaMip 3aBariTHITH, a TAKOXK JKiHKH, IKi TOYIOTh 200 TUIaHYIOTh
TOJlyBaTH TPY/JII0, IOBUHHI IPOKOHCYJIBTYBATHUCS 3 JIIKapeM nepe] mpuiioMoM mpenapaty Astmodil.
Jlikap OIiHWUTh, YU MOKHA MpuitMaTu Astmodil mpoTsATrom 1BOro Mepiomy.

KepyBaHHs TpPaHCIOPTHUMH 3aC00aMU Ta eKCIJIyaTallisi MexXaHi3MiB
VY pa3i BUHHKHEHHsI 3allaMOpOYEHHS 00 COHIIMBOCTI HE CJIiJl KEpyBaTH TPAHCIIOPTHUMH 3aco0amu abo
MPAIOBATH 3 MEXaHi3MaMH.

Ba:xknusa indgopmanis npo neski inrpexieaTu Astmodil

[Ipenapat MicTUTh J1akTO3y (OHA TabJieTKa, BKpUTa 000JIOHKOIO0, MICTHTh 53,55 Mr nakTto3n). Lei
npemnapat Mictuth 0,05355 1 gakrosu (0,026775 r rimoko3u Ta 0,026775 r ranakTo3n) B OaHii
tabuneri. Ile cmij BpaxoByBaTH XBOPUM Ha IIyKpPOBHH Aia0beT. SIKIo y maiieHTa JiarHOCTOBAaHO
HENEPEHOCUMICTb JESIKMX IYKPiB, CIIiJ MPOKOHCYJIBTYBATUCS 3 JIIKapeM Mepe]] MPUHOMOM Ipenapary.

Astmodil MmicTuTh HaTpii
[Ipenapat micTuTh Menmte 1| MMonb (23 Mr) HaTpiro B OJHIH TalbneTwi, TOOTO MpenapaT BasKaeThCs
TaKUM, 10 «HE MICTHTh HATPIIO».



3. AK IPUMMATH IPEITAPAT ASTMODIL

3aBKaM BUKOPUCTOBYHTE Asaris CTpOro 3a peKOMEHAALISIMH JIiKaps. Y pa3i CyMHIBIiB 3BEpHITbHCA 10
nikaps abo dapmarieBTa.

3BHYaiiHa 1032 CTAHOBHUTL:

[armienTn BikoM Bif 15 pokis
1 Tabmetka, BkpruTa obomonkoro (10 mr) 1 pa3 Ha 10Oy BBeuepi.

IpemnapaT ciiJl 3aCTOCOBYBATH MEPOPATHHO.
Astmodil moxHa puitmMaTH 3 Tkero abo Oe3 Hel.

IIpuiioMm OinbIIe pekOMeHT0BAaHOI 103U NpenapaTty Astmodil
VY Bunanky npuitomy OibIlie peKOMEHIOBaHOI JO3H MperaparTy, HeraifHo 3BepHIThCA A0 JiKaps abo
(hapmarieBTa.

Mo>xyTh BHHUKHYTH TaKi CHMITOMH TI€pEA03yBaHHS: COHIINBICTh, TOJIOBHUH Oi11b, CHIIbHA CTIpara,
O11b y KUBOTI, OJTFOBAaHHS Ta MiABUIIEHA PyXOBa 30YIJTUBICTb.

I[Iponyck nmpuiiomy npenaparty Astmodil

Sxmmo narienT 3a0ye npuitHATH 103y Astmodil , anme 3ramae mpotsarom 12 roanH Bif 3BUMaHOTO
Yacy 3aCTOCYBaHHS, CJIiJl HETaliHO MPUHHSTH TaOJIETKY, a MOTIiM MPUHHATH HACTYIHY TaOJIEeTKY B
3BUYANHMIN Yac.

Sxo narienT 3a0yB Mpo npuiioM Oinbie HiX Ha 12 ToanH, iOMy CITiI TPOCTO MPUUHSATH HACTYITHY
J103y B 3BUYallHUH 4ac.

He npuiimaiite moaBiifHy 103y, 1100 KOMIIEHCYBATH MPOITYIICHY.

I[IpununenHs BUKopucTaHHs npenaparty Astmodil

AcTt™oin eheKTUBHHHN Y JIIKYBaHHI aCTMHU JTUIIE 32 YMOBH PETYJISIPHOTO TPUOMY.

He npununsiite jgikyBaHHs 0e3 monepeIHb0i KOHCY/IbTaIlI 3 JiikapeM. Jlikap npuiiMe pillieHHs Mpo
3aKiHYCHHS JIIKYBaHHSI.

SIKI1I0 y BaCc BUHMKITH JIOJATKOBI 3alIUTAHHS I1[0JI0 3aCTOCYBAHHS [bOTO Mpenapary, 3BepHIThCS JI0
nikaps abo (apmarieBTa.

4. MOKJIUBI TOBIYHI I1i

Ski 1 Bei mikapebki 3acobu, Astmodil Moxke cripuunHATH T001YHI e(heKTH, X04a BOHH MOXKYTh
BUSBIISITUCS HE B YCiX MAIli€HTIB.

Caix HeraiiHO NPUNMHUTH NPUIiOM JikapchKoOro 3aco0y i 3BepHyTHCS /10 Jikaps, IPU NOABi
Oy/b-SIKOT0 3 MOOIYHMX e(eKTiB:

- asepriudi peakuii (BucHIl, HaOpSK 00IMUYsL, TYO, sI3UKa Ta ropJia, U0 YTPYIHIOE JUXaHHS a00
KOBTaHH)

- IpUIIONOAIOHI CHMITOMH, JIMXOMAHKa, CJ1a0KiCTh, IIOraHEe CaMOIIOUYTTsI, TOTIPIICHHS
pecnipaToOpHUX CUMOTOMIB, XPHIIH, Kallellb, 3aJUIIKa, HEXKUTh, 10 HE IPOXOHTH,
MOKOJIFOBaHHS a00 OHIMIHHA B pykax abo Horax Ta/abo Bucun (cuHapom Yapra-Crpocca). Lli
MoO14HI €EeKTH 3yCTPIYarOTLCS IyXkKE PiJIKO.

ITo0iuHi edexTn, axi BHHUKAIOTH YacTo (y 1 10 10 3 100 manieHTiB):
- TOJIOBHHH O1/Ib,
- OlIb ’KUBOTA,



Io6iuHi edexTH, IKi BHHUKAOTH AY:Ke PiAKo (pigume Hixk y 1
3 10 000 namienTin):
- 3aiKaHHI.

Innri moGiumHi aii:

- iH¢eKis BepXHiX AUXaJbHUX HUISXIB,

- amjeprivHi peakii (BUCHI, HAOPSAK 0OIUTYSs, T'y0, sI3UKa Ta TOPIIa, M0 YTPYIHIOE TUXaHHS a00
KOBTaHHS)

- MiJBUIICHA CXUIBHICTH JJO KPOBOTEUI,

- TIOpYUICHHS CHY, BKJIIOYAIOUN KOIIMapH, O€3COHHS

- JIyHaTH3M,

- TajrouuHalii (COPUHHATTS HEICHYIOUMX MPEAMETIB, JI0ACH),

- JpaTiBIUBICTb, TPUBOXKHICTh, HECTIOKiH, 0COOIHMBO PYXOBHH, 30y >KEHHS, BKIIOYAIOUN
arpecuBHY MOBEIIHKY a00 BOPOXKICTb,

- Tpemop,

- Jenpecis,

- cyimuaaibHI TyMKH Ta TOBeIiHKA (CyinuaaabHi TEHACHIIIT),

- COHJIMBICTb, 3aIIAMOPOYCHHS,

- BIIYYTT#A HOKOJIFOBaHHSI, OHIMIHHS B PyKax Ta/a00 HOrax,

- cynomy,

- HepiBHOMIipHE, MPUCKOPEHE CePLEeONTTS,

- KpoBOTedYa 3 HOCY,

- CyXiCTb Y pOTi, po3/1aj TpaBJieHHs (BIAPWKKa, Tedis, Ta3u, Oilb y NUTYHKY), Hy/10Ta, OJIOBOTA,
Tiapes,

- aHOMalbHI (QYHKIIIOHAIBHI TECTH NIeHiHKH (TIiABHUINEHHS piBHS nedinkoBuX (pepmentiB AST i
ALT),

- remaTtuT (BKIIOYAIOYH XOJIECTATUYHHM, TeTaTONETIONSIPHIN Ta ypayKeHHS MTEUiHKH 3MiIIaHo1
eTioJorii - ®OBTe 3a0apBJIeHHS MIKipH Ta OiIKiB ouel, CBepOiXK IIKipn),

- 0imb y cyriobax, OiTb y M’si3aX, M’S30B1 CY/IOMH,

- pamnToBWH HAOPSK O0MMYYS, KIHI[IBOK 200 cyrio0iB 03 aHTi0HEBPOTHYHOT'O HAOPSKY

- By3IyBara epurema (4epBOHi, OOJOYI MIUIIKH HA TOMIJIKAX)

- KpomuB’sHKa (OJ1iJ0-pOsKeBi, CBEPOIISTYi MTyXHUpPi HA IIKIpi).

VY BUnaaky NOCHICHHS OyAb-sIKOrO 3 HOOIYHUX e()eKTiB a00 BUHUKHEHHS OyIb-SIKUX MOOIYHUX
e(eKTiB, y TOMY YHCIIi HE 3a3HAYCHUX B [IbOMY JIUCTKY-BKJIAIUIIII. CJIiJl TOBIIOMHTH TPO II€ JKaps
abo ¢apmarienTa.

oBinomaenHs npo nodiuni epexTn

SKuio y marieHTa BUHUKIIH Oy/1b-5IKi TOO1YHI e()eKTH, BKIIOYAlo4n OyIb-sKi MOXKITHBI MOOIYHI
edexTH, He 3a3Ha4eHi B IIbOMY JIMCTKY-BKJI/Ii. CIIi/I IOBIJOMUTH TIpo 1ie Jikaps abo dhapmanesra. [Ipo
mo0ivHi peakilii MOYKHa ITOBIJOMHUTH Oe3MTOCepeTHb0 Y Bifiin MOHITOPUHTY MOOIYHUX JiH TIKapCHKIX
3aco0iB YpaBiiHHA peecTpauii JiKapchbKUX 3ac00iB, BUPOOIB MEAUYHOTO MPU3HAYECHHS Ta O10IMIHUX
npernaparis:

An. €posomimcke 181 C

02-222 Bapmasa

Ten. : +48 2249 21 301

dakc: + 48 22 49 21 309

Be0-caiit: https://smz.ezdrowie.gov.pl

[Ipo noGiyni eheKTH TAaKOK MOYKHA MOBIJOMHUTH BiAMOBIAabHOTO cy0'ekTa. [ToBIZOMIISIFOUM TIPO
mo0iuH1 ePeKTH, BU MOXKETE JOIIOMOI'TH HaAaTH OubIie iHhopMallii Ipo Oe3reKy 3aCTOCYBaHHS LbOTO
npemnapary.

5. AK 3BEPII'ATH IIPEITAPAT ASTMODIL


https://smz.ezdrowie.gov.pl/

36epiratv B HETIOMITHOMY 1 HEIOCTYITHOMY JIJIs TITEH MiCIIi.

36epiraru 3a Temreparypu Hikue 30°C.

30epiratu B OpUriHAIBHIN YITAKOBII JJIs 3aXKMCTY BiJl CBITJIa Ta BOJOTH.

He BukopucToByiiTe micis 3aKiHYeHHS TEPMiHY MPUIATHOCTI, 3a3HAYCHOT0 Ha yImakoBIi. TepmiH
MPUIATHOCTI O3HAYAE OCTaHHIM JCHb BKA3aHOTO MiCALS.

TepMiH NpyUAAaTHOCTI MiCHs NEPIIOTO BIAKPUTTS €éMHOCTI: 30 qHIB.

Jlikapchki 3aco0u He CiTil BUKHIATH Y KaHasi3amiio abo KOHTeWHepH it TOOyTOBUX BiIXOJIiB.
3anuTaiite PpapmaneBTa, K YTHII3yBaTH JIiKH, Ki Oinblie He noTpiOHi. Taka moBeAiHKa JOOMOXKeE
3aXHCTUTH HABKOJIUIITHE CEPEIOBHIIIE.

6. IHIIA ITHOOPMAILIA

o micTuTh mpenapat Astmodil
- Jlirouoro peuoBHHOIO JIKApCHKOTr0o 3ac00y € MOHTENIYKAcT. 1 TabyeTka, BKpUTa 000JIOHKOIO,
MictuTh 10 Mr MOHTENYKacTy Y BUTIISAI MOHTEIYKACTy HATPIfO.
- Kpim Toro, mpemnapart MiCTHTB: TiAPOKCHUIIPOIIIIIENOI03Y, IET0I03y MIKPOKPUCTAIIIYHY,
JIAKTO3W MOHOT1JIpaT, KpOCKapMeso3y HaTpilo, MarHito creapar.
O6omoHka TabneTku: rinpoMenosa 6 cp, JaKTO31 MOHOTiApaT, Makporoa 6000, Tutany
niokeun (E 171).

Ax Burasnae npenapat Astmodil Ta BMicT ymakoBku
Astmodil Bumryckaetbes y hopMi TabneTok, BKPUTHX 000710HKOI0. TabmeTkn Bif 01710T0 A0 KPEMOBOTO
KOJBOPY, KPYTJIi ABOOMYKJI, 3 THCHEHHSIM «10» 3 0HOTO 00Ky, O€3 MM Ta MOIIKOKEHb.

VakoBka MiCTUTE 28 TaOJIETOK.

BinnoBinajabHuii cy6'eKT Ta BUPOOHUK
Polfarmex S.A.

By O3edyB 9

99-300 KyTHo

Ten. : 24 357 44 44

®daxc: 24 357 45 45

e-mail: polfarmex@polfarmex.pl

IlaTa 3aTBEPAKECHHSA JUCTKA-BRJIAAUIIA:



