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IIpouerere BHEMATEIHO UANATA AHCTOBKA, NPEAH Ja 3aN04HETe A2 NPHEMATE TOBA JIEKAPCTBO, Thil KATO

TH CBALPXKA BaKHA ca Bac nndopmannsn.

- 3anazete Ta3u NucTOBKa, MosKe [a Ce HANOMKY A2 5 [IPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH JONBJIHHUTEIHH BBIpOCH, NonuTaiite Bawus nexap.

- Tosa mekapctBo € npeanucaHo nuuHo Ha Bac. He ro npeorcrenpaiire ma apyrd xopa. To Moxe na
MM HaBpe/lH, HE3aBHCHMO Y€ IPH3HALMTE Ha TAXHOTO 3a00/ABaHe Ca ChIUUTE KaTo Bamure.

- AKO nony4ure HAKAKBY HEXENAHH Peaklny yseaoMere Baums nexap, ToBa BKIIKOUBA U BCHUKH BE3MOKHH
HeXeJlaHH PeaKLMH, HEOTHCAHH B Ta3H THCTORKA. BiokTe Touka 4.

K2KBO ChIBpXA TA3H JHCTOBKA

Kaxpo npeacrasngsa PurMoropM 300 mg dpunmupanH TabneTKH H 3a KaKBO ce H3MON3Ba
Kakpo Tpa6ea fa 3Haete, npeny fa npuemere Prrmonopm 300 mg punMupann tabnetku
Kak na npuemare Purmonopm 300 mg ¢gunmupanu Tabnetku

B13MOMHYM HeXKeNaHH peakiu

Kak na cexpansipare Purmonopm 300 mg dunMupanu rabnerku

CobabpxanHe Ha ONIAKOBKATA H IONBAHHTENHA HHpOpMAAs

Sl o e

1. Kaxso npeacraBanpa Parmonopm 300 mg puamupans TabaeTky 4 3a KAKBO ce H3MO013BA

Purmonopm 300 mg duamupann TabneTky NpUHAANEKH KBM CpynaTa A€KapcTBa HAPEHEHH aHTHAPHTMHLA.
PutmoHOpM 3a0aBa chpACUHATA HECTOTA M IOANOMAra PEryJHpaHeTo Ha CHPASHHHA PHTEM.

Purmonopm 300 mg ¢dunmupann TabneTkn e mokasaH 3a JieUeHHe Ha Hapymemm Ha CBpPAEYHHA PHTEM
{aparMum).

2. Kaxpo Tpabea 1a 3uaete, npeau ga npuemere Putmonopm 300 mg punamupanu TabneTkn

He npremaiite Putmonopm

- @Ko CTe anepriaiHy KbM aKTHBHOTO BeleCTBO (MponadieHOH) HIH KbM HAKOA OT OCTaHAJTUTE ChCTARKH
Ha TOBa NeKapcTBo (HIOpoeHH B Touka 6);

- aKo crpanare ot bpyrana cHHAPOM (POMEHH B eNeKTPOKAPAHOrpaMaTa H XMBOTO3aCTpalllaBaIL0
HapylueHdHe Ha CHPACYHHS PHTBM, KOETO MOXE /1a AOBEAE A0 BHE3aNHa CLPAEYHA CMBPT, HaH-4ecTo
TPH MNaAH MALKEeHTH ChC CTPYKTYPHO 3paBo ChLpLIe);

- 8KO CTe fIpeKapaii MHOKapAeH HHQApKT Npe3 NOCNeqHUTE 3 Mecella;

- aKO cTpajare OT ChpAeYHA HEJOCTATHYHOCT WM UMATE APYTH ChpaeYHH NpobneMH, pasiniHH OT
HAPYIIEHHETO HA CBPACUHHA PHTHM, KATO HANPMMED CHITHO MOHIDKEHUE HA ChpAevHara 4ecTora (Imync)
HH MOHKXKEHHE HAa KPBBHOTO HAIATAHE;

- aKo UMare 3abaBeH ChP/ICUEH PHTEM;

- @KO CTpajare OT IMPOBOJHM HAPYIUICHHA Ha CHPLIETO NpH JIMNCA Ha neficMeHKBp;

- aKO HMATe TeXKO CTaZaHe Ha KPRBHOTO HajlAraHe;

- @Ko CTpajaTe OT HapyII€HHE Ha OMpeENieHH CONU B KPBETaA (Hanp. Kanui),

- 2KO UMATe AWXATeNnHH NpobreMu, KaTo TEXBK XPOHHYEH GPOHXHT MM 3a1yX,

- 8KO HMare MHacTeHHA rpaBHC (HepBHO-MYCKYNHO 3abonaBane, Hak-u
MYCKY/NHa cnabocr)

- KO C€ JIEKyBaTe C pHTOHABHD




IIpenynpexnesns v NpeqnasHy MepKy
losopere ¢ Bawna sexap, npeau Aa npremere PurMoHopM.

Bawuat nexap MoXe Jia NpELICHH, Ye TO3H eKApCTEEH NPOAYKT He € NoaxoAsuy 3a Bac, ako uMare onpeseneHo
ApYyro HapylieHHe Ha chpievunara AeiHocT. Ilpean u no Bpeme na nevucHuero Bu, Bamuat nexap we nporene
ONpefieneHd M3CNeABAHMA H i€ mnpocnensBa pefoBHO Bammarta cbpaeyHa Ae¢HHocT ¢ moMoiTa Ha
enexrpokapauorpagery sanue (EKI'), kakto 1 Batero KpbhBHO Hansrase.

Tosu nexapcTeeH NPOAYKT MoXe Oa TPOBOKMpa nosBata Ma bpyrapa cuuapoM (Bpyrana cMuapom ce
XapaKkTepH3Hpa C NPOMEHH B €EKTPOKapAHOrpaMaTa H >KMBOTO3ACTpallaBaiio HapylleHHE Ha CHPACUYHHA
PHTEM, KOSTO MOXKE J1a IOBEAE A0 BHE3ANHA Chp/ie4Ha CMbPT, HAM-UECTO NPH MIIAAM MARKMEHTH CHC CTPYKTYPHO
3apaso cbpue). .Crea 3amoupaHe Ha JsieueHwero Bawmar nekap wie HanpaBM enekTpoKapaporpama 3a
H3KM0YBAHE Ha MPOMEHH HACOYBALIM KbM Bpyrana cunmpom.

Axo umare noctaseH neificMelikbp, Moxke a € HeOBX0AMMO ONPEENCHO alaNITUPAHE, 32 KOETO LIE CE MIOrPHXH
Baung nexap.

YsenoMere Baiuma nekap, ue npuemate PHTMOHOPM B Cilydail Ha NiaHMpaHa onepalHs, ThH KaTo TO3M
nexapcTBeH NPOAYKT MOXKE Ja OKayke Bb3AeHCTEHE BBPXY H3NON3BAHHTE CPEICTRA 33 aHecTe3ua (Ynoiku).

AKO HMaTe acTMa TpHGBa Ja HINOM3BATE TOBA J1EKapCTBO ¢ NOBHIIEHO BHHMAHHE.

Hpyrn sexapcrsa u PHTMOHOpM

Wnidopmupaiite Bamms nekap, ako npuemare, HaCKOpO CTe NPHEMATH HJIH € BB3MOXNKHO Ja npUeMete Ipyrd
JIEKapCTRa.

To34 nexapcTest NPOAYKT MOJKE, Ja NPOMEHN epeKTa Ha ONPENENeHH JIEKAPCTRA, TaKa KAKTO APYTH JIeKapcTsa
MOTAT Aa IPpoMeHAT edexta Ha PuTMonopM.

Topopete ¢ Bawua nekap, npeau na npHemere PUTMOHOPM, aKko npHeMaTe HAKOE OT CEAHHTE JICKapCTBa:

- YNo#HKH (MpH XUPYPrHYHU KM CTOMATONOTMYHY WHTEPBEHLIMA)

- 1€KapcTBa, MOTHCKAUIM ChpAEYHATAa YeCTOTa W/HIH MHOKAPAHOTO ChKpalllaBaHe Karo Gera-Gnokepu n
TPHUHKIMMHY 8HTHASNPECanTH

- NeKkapcTBa Karo BeHGakCHH, [PONPAHONO, METOMPOJION, AEUMPAMHH, LHKIOCNOPHH, TEOQH/IHH H
OUrOKCHH, TBH KaTo MOXKEe [a ce MOBMIUAT [NAa3MEHWTe WM HHMBA NMPHU €AHOBPSMEHCH mpHeM <
PHTMOHOpPM

- JIeKapCTBa KaTO KETOKOHA30J, LIHMETUAMH, XMHUIUH, SPUTPOMHULMH W COK OT rpeiindpyr, Thil KaTo Te
MOrat ia AOBEAAT 10 MOBHIIABAHE Ha HHBaTa Ha PuTMoHOpM

- JlexapcrBa K4TO aMMoJapoH, ThH KaTo TipH KoMOMHaunpa ¢ PHTMOHOPM MOXe ga MOBIMAAT
NpPOBEXAAHETO B CHPLETO

- JHAOKauH (M3MON3BAH KATO ynokka), TeH KaTo MOJKe 3 NOBHILHM PHCKa OT CTPAHHHYHM edeKTH BBpXY
LIEHTpanHATa REPBHA CHCTEMA

- ¢enobapburan, Thil KaTO MOXe a MOBNHAE OTFOBOPA KBM PHTMOHOPM

- puaMmHuMH, TBH KaTO MOXE Aa HaMAanu edekra Ha PurmMonopm

- NeKapcTBa 3a MpenOTBpaTABAHE ChCHPBAHETO HA KPLBTA KATO BapgapuH, (PEHnpoOKyMoH, ThH KaTo
PHTMOHOPM MOXKe [a 3aCHIH TeXHus edexr

- JIeKapCcTBa HapeYeHH HHXHOMTOPW Ha OOpaTHHA 3aXBaT Ha CEPOTOHHH KaTO (PITyOKCETHH M NApOKCETHH,
ThH KaTO MOKE /]a NOBHILAT NNa3MeHHTe HHBa Ha PHTMOHOpM

Bpemennoct, kbpMene u pepTuiinTeT
Ako cre OpemeHHa MNH KBPMETE, CMATATE, Ye MOkE Ja cTe OpeMeHHa MMM TaHMpaTe OpeMeHHOCT,
nocweeeTsaiiTe ce ¢ Bamus nexap npeau ynorpebara Ha TOBa neKkapcTBo.

ITo speme na GpemennocT Purmonopm Tpabsa aa ce npunara caMo KOTaro MOTeH
PHCKA 3a 11003,

Purmonopm TpaGea jja ce npuiiara ¢ MOBHINEHO BHUMAHKHE IPH KbPMELIH KEHH.

2




Nlodupane n paGora ¢ mamuann
HesacHoto spenne, 3aMasHOCTTa, YMOpaTa U PAIKOTO MOHHKEHHE HA KPHBHOTO HANATAHE, MOKE 18 TIOBIMUAAT
CKOPOCTTa Ha peakliHuTe Bu xakTo M Aa Hapywar criocofHocTTa B1 3a modupane unu pabora ¢ MalmyH.

PurmoHOpM ¢hIBpKA HATDHIA

Topa nexapcTBO ChABPKA N0-ManKo OT 1 mmol natpuit (23 mg) na TabneTka, T.6. MOMKeE 2 C& KaKe, ue
[PaKTHYECKH HE CBHABPIKA HATPHIA.

3. Kak na npuemare Purmonopm 300 mg ¢puamupanu rabnerkn

Bunaru mpuemaiite ToBa JiekapcTBO TOMHO KakTO BH e Kasan Baluuar sfiekap. AKo HE CTe CHTYPHM B HELIO
nonuraiite Bawusa nexap.

[IpenopbunTenHara HaYanHa M HOMNBLPIKALLA 1034 33 NALMEHTH € TeNecHo Terno okono 70 kg e 450 mg no
600 mg aneBHO, pasneneHa Ha ABa WK TPH pHema. [TIpu HEOBXOAMMOCT Ta3u 1032 MOXeE Ja 6b€e NOBHIIABAHA
npe3 MyHuMyM 3-4 HeBEeH MHTEpBan A0 AHesHa no3a 900 mg. Axo cre ¢ Terno moa 70 kg uaM cre B
HanpezHana Bb3pacT (Ha 65 roauHH), KAKTO M aKo MMate NpoBieMu ¢ 6b6penuTe MM YepHHA Apo6, MOXKe Aa
Bu 6bae npeanucana no-4UcKa 1034,

Tabnerkure Tpa6Ba Ra ce I'BATAT LIe/H, 663 ABBYEHE, ¢ AOCTATEUHO KOAMHECTBO TEYHOCT.

OcobeHo BaXHO ¢ Ia He NMPEYCTAHOBABATE [IPUEMA HA JIEKAPCTBOTO, AoKaTo Balms nexap He Bu kaxe na ro
Hanpasute. He cnupaiite neuenneto, nopu Aa ce dyscTsaTe Ao6pe. AKOC NpeKpaTHTE NPHEMA HA JTEKAPCTBEHHA
npoaykr, 6e3 npenopska of Bawuya nexap, Bamero ¢ueTosHME MOXE 1A ¢E BJAOILM,

¥Ynorpeba npn aena
Tipy neua, cpeana auepHa g03a 10 1o 20 mg PutMonopm Ha kg /renecHo Terno, pasaeneHa Ha 3-4 103 e
NOAXOAALIATA [032 32 HAYAHO H NOATBPIKALLO JeUEHHE,

AKo0 cTe npHenH noBeye oT neobxoaumara J03a Purmonopm 300 mg puamupann tabierku
AKO CTe NpHENH MoBede OT HeoGXoAMMATa A034, He3abaBHO moThpcere BawmA nekap WIH OTHAETE B Haii-
BauskoTo neuebHO 3aReIEHUE.

AKko cre nponycaa/in aa npaeMere Purmonopm 300 mg puamupanu tabierku

I'Ipueme're NMpOIyCHATA 0034 BeaHara oM Ce CETHTe W CNell TORa NpeMHHETE KbM HOPMANTHHA pCXKHM Ha
neueHHe. AKO Habllpkapa BpeMeTO 3a MpHEM Ha CleABaillaTa /103a, npomnycHeTe 3abpaseHara. He Biemalite
ABO#Ha 1034, 32 la KOMIEHCHpaTe NpOITyCHATATa J03a.

AKO MMaTe HAKAKBH JOIBJIHMTETHH BBIPOCH, CBBP3aHH ¢ YnorpefaTa Ha TOBa JI€KAapcTBO, NonuTaiTe Baunig
nexap.

4. BriMokuu Rexenany peakyuu

KaxTo BcHuKHM jlekapcTBa, TOBA JIEKAPCTBO MOKE 12 TIPEIHIBHKA HEXEIAHH PEaKUMH, BEIPEKH 1€ He BCCKH I
NOTy4aBa.

Buamoknn HexenaHH JieKAPCTBEHE PEAKIHE NPH NpHeM Ha Putmonopm:

Mnozo yvecmu (Moxice 0a 3aceznam mexncdy I u 10 nayuenma, na ecexu 10 nexyeanu) neacenan

- 3aMafHoCT
- HapyISHHA B NPOBEXJAHETO HA CHPAEYHHTE HMMNY/CH (CHHO-aTpHasieH G0
6mox M MHTpa-BeHTPHKYIapeH 6110K)

- NpecKauyarHA" Ha ChPLETO (NAHTALHH)




Yecmu (moxce da 3aceznam mexncdy 1 u 10 nayuenma, na eceru 100 REKVEANU) HENCEAANU PEaKUUU;

TPeBOKHOCT
HApYIIEHUE HA ChHA

rinasobonue

HapylIEHHE Ha BKyca

HEACHO 3pEHHEe

3abaBsane Ha mynca (Opagukapaus)

YCKOpsiBaHe Ha mysca (Taxukapaun)

HAPYLICHHE HAa CbPASYHHSA PHTHM (IIPEACHPAHO MBXKIEHE)
3a0yx

kopeMHa 6onka

rajieHe

AuapHA

3ameK

NOBPBIIAHE

CyXOTa B ycTaTa

HapyIUCHA QYHKIMA Ha YepHHA Apol (MOBHIIABaHe HA YEPHOAPOOHHUTE CHIUME)
6onka B repauTe

yMopa

yceuuaHe 3a o6ia cnaboct (acTeHus)

NOBHLIABAHE HA TENIECHATA TEMNEPaTypa

Hevecmu (mooice da zaceznam mexcoy 1 u 10 nayvenma na acexu 1 000 rexyaanu) nexcenanu peaxyui.

HAMAJICHHE Ha TPOMOOLIMTHTE B KPHBTA, KOETO IOBMILIABA PHCKA OT KEPBEHe (TpoMBOLHTONEeHHA)
[OHMKEH aneTHT

KOLIMapH

U3TPBIBAHKA (MpaByuKaHe) Ha KpANHALM ([IAPACTEINM)
CBETOBBPTEX

PA3KO NOHMXCHUE HA APTEPHANHOTO HaysraHe (CHHKOM)
HApYIICHHE B PABHOBECHETO {aTaKcHs)

YCKOPeHa ChpieyuHa JIeHHOCT (KamMepHa TaXHKapaus)
HepaBHOMEPHA ChpAEYHA AeHHOCT {(apHT™MKA)

TIOAyBaHe Ha KOpeMa

razoBe

cpbex

YpTHKapus

obpue

3a4EPBABAHE HA KOXKATA

HAPYLIEHHE HA MBXKATA MOTEHTHOCT (€peKTHIHA AUcyHKLIMA)

C neuszeecmna vecmoma (om Haruynume Oanru ne Moxce Oa GbOe HANPaseHa OYERKA KOAKO Hecmo ce

Qoxsneam g X004 Ha Aevenue):

HaMannBaHe Ha GeMuTe KPERHH KIETKMTE, KOETO NOBHILABA pHCKa OT HHdexUmMH (arpanynouuTosa,
JICBKONEHUA, MPaHyNOLHTONEHHA)

CBPBXHYBCTBHTEJIHOCT

CBCTOAHHE Ha OOBPKAHOCT

I'bpHOBE

HapyLIEHHA B NBIDKEHHATA PBHICTE M KpaxaTta (eKCTpanHpaMHIHH CHMITTOMM)

6e3noKoHCTBO

MHUBOTO3ACTpAIIABAILO HApYLICHUE HA PYHKUMATA Ha CHPOCYHUTE KaMepH (KaMepHO MEXKACHE)
NOTHCKAHE CHKPAIABAHETO HA ChpAEHHHS MYCKYI, KOETO MOJKE Aa IOBEAE N0 JecHa YMOpPAEMOCT,
3ajlyX H DOAyBaHE Ha IMe3eHHTe (ChpAeUHa HeJOCTaTBYHOCT)
MOHHXEHA ChpAeuHa 4eCToTa

CnajaHe Ha KPhBHOTO HAATAHE MPH H3MpaBAHe (OPTOCTATHYHA XHITOTOHHA)
rajeHe

CTOMALIHO-UPEBHH HAPYIICHUA

yBpeXaHe Ha KIETKUTE Ha YepHus Apod (xemaroueny/apHa yBpena)
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- KBITEHHLA

- XenaTHT

- 3aCTOH Ha Xnbukarta (Xonecrasa)

- Hamanenue 6pos Ha CrepMAaTO30HUTE

- aynyc nogobGer cHHAPOM (HAPYLIEHHE HA MMYHHATA CHCTeMa ¢ SOMKH II0 CTABHTE, KOXHH OGPHBH H
NoBHLIEHA TeMNeparypa)

- [YCTYJO3¢H KoXKeH o0pur

Crofmasane Ha HeXeAHH peakiHH

AKO MONny4HTe HAKAKBY HEXENAHH JIEKAPCTBEHH peakliMy, yseaoMeTe Bainua nexap. Tosa BKTIOUBA BCHUKH
BB3MOXKHH HEOMMCAHH B Ta3M TMCTOBKA HEXKENIaHU peakiuy. MoxceTe ChiLo Ja chOOIIHTE HeXKenaHH PeaKLMi
AUPEKTHO Ype3 HAUMOHANHATA CHCTEMA 32 ChODLIaBaHe:

H3mbnHKTeNHA areHLKA 10 IEKApCTBaTA

yA. ,Jamsan I'pyes” Ne §

1303 Codus

Ten.: +35 928503417

yeOcaiit: www.bda.bg

Karo csobiasate HexenaHn peakiuuu, MOXeTe 12 AafeTe CBOA TIPAHOC 34 NONy4aBaHe Ha NoBede WHPopMaLms
OTHOCHO 6€30MacHOCTTa Ha TORA JIEKAPCTEO.

5. Kax na enxpansBare Purmonopm 300 mg puamupanu rabieTkn
Ha ce cpXpaHABa Ha MACTO, HEJIOCTEIHO 32 ACLA.
Toan nexapcTReH NPOAYKT HE M3UCKBA CIIELIHAIHHE YCIIOBHS HA CBXpPAHEHHE.

He m3non3paiite TOBAa NEKapcTBO Cefl CPOKA HA FOAHOCT, OTOENA3aH PEpXY omakoBkara. CpokbT Ha FOJHOCT
OTroBapd Ha [OCNenH:A JeH OT NOCOUCHHA MeCell.

He u3xBupnsiite TekapeTpaTa B KaHAIM3AUMATA KM B KOHTEHHEpa 3a JOMaWHK oTnagbiy. [lonuTaiire Bamms
¢apMaleBT Kak Aa M3XBBLPIATE NEKAPCTBATA, KOMTO Beue HE M3NOm3BATe. Te3d MepkW Iie CIOMOTHAT 3a
OTa3BaHe Ha OKOMHATA cpejia.

6. Cuabpikanne HA ONAKOBKATA H AONBIHATEIHA HHGOPMALNH

Kakso coanpxa Purmonopm 300 mg punmupann tabnerxu
- AKTHBHOTO BeINECTBO € npornadgeHOHOB XHApoxnopua. Beska duimupana tabnerka cbabpka 300 mg
TponadeHOHOR XHAPOXIIOPHL.
- Jlpyrure chCTaBKM ca: MHKPOKPHCTaIHA LENY/IO3d, NPEKeAarHHHIHPaHO HHMILIECTE, KPOCKapMenosa
HATpWH, xunpomenosa (Tun 2910), makporon 6000, makporon 400, marHesHeB crTeapaT, THTAHOB
Auoxcua E171 1 npeunctena Boaa.

Kak usrnexaa Putmoropm 300 mg punmupann TabiieTKH H KAKBO ChALKA ONAKOBKATA
benu 1o nourtH Genw, 6ukonsekcHH TabneTky ¢ BUTEGHATO penedao uzobpakenne “300” oT egnara cTpaHa M
TaAKH OT ApYyTaTa cTpaHa.

TaGnetkure ca nocragenu B GaucTepH, chabpkaiy 20 unu 50 Tabnerku.

BmicTepuTe ca NocTaBeHH B KAPTOHEHH KYTHH, PUAPY)KEHH C IMCTOBKA — MHPOpPMALNA 32 NALHEHTA.

He Bcu4KH BHIOBe 0NakoBKH MOraT a GbAaT MycHATH B popakba.
IIpuTexaten Ha pazpemenneTo 3a ynorpeba 0 IpOH3BOAHTEN

Hpumedsicamen na paspewenuemo 3a ynompeba:



Maijinan EQOJI

Oduc crpana ,,Cepnyka oducu®
Oyn. Curnsikoso Ne 48, er. 7
1505 Co¢ua, brarapus

IIpoussodumen:
Mylan Hungary Kft.,
Mylan utca 1,
Komérom 25900,
Yurapus

3a gombiHuTEnHa HHGOPMALIMA OTHOCHO TOBA JIEKAPCTEO, MOMS, CBBPIKETE Ce C JIOKATHMA NPEACTABHTEN Ha
NpHTEXATENs HA pa3pelleHHETO 38 ynoTpeha:

brirapas

Maiinan EOOJ

Bbyn. Cutasikoso 48, et. 7
Codun 1505

Ten. +359 2 44 55 400
Qakc: +359 2 44 55 401

Aara Ha noc/neAno nperaexiane Ha JHCTOBKATA
onu 2021




