JIncroBka: undopmauns 3a NAaUHeHTAa

@s0aua S mg/10 mg buamupanu Tabaerku
@yoaun 10 mg/10 mg buaMupanu Tabaerkn
Daoaua 5 mg/20 mg buamupann Tabaerkn
®aoaua 10 mg/20 mg buamupann Tabaerkn
Amnoounun/Amopseacmamun

Flodil S mg/10 mg film-coated tablets

Flodil 10 mg/10

mg film-coated tablets

Flodil 5 mg/20 mg film-coated tablets

Flodil 10 mg/20

mg film-coated tablets

Amlodipine/Atorvastatin

[IpoyeTeTe BHUMaTe HO UsAIaTA JINCTOBKA, np

€AH 1a 3anmo4yHeTe 1a I[IpHEMAaTe TOBAa JEKApPCTBO,

ThH KaTo T CbABbPA BaxHa 3a Bac HHpOpMauus.

AKO UMaTe HAKAKBH AOMbIHUTEHHU BbI1
ToBa nekapcTBo e npeanucano €/IMHCTB

Xopa. To Moxe 1a UM HaBpeny, He3aBHCH
kaTo Bawuure.

(hapmaueBT. ToBa BKJIIOYBA M BCHYKH BE3
NMCTOBKA. BukTe TOYKA 4.

KakBo cbabpxa Ta3u ancroska
KakBo npeacrasnssa ®noaun u 3a KaKBO

Kak na npuemare ®nonun
Bb3MOXHH Hexenanu peakLuunu
Kak na cvxpanssare ®nomgun
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1.

Daoaun e koMGuHHpaHo JIEKapCTBO, KOETO ChAb

aTOPBACTATUH M aMJIOIUIIUH.
@JIoaM € NoKas3aH:

CMECCHA XHUMepUNUaeMus)

[NOBHLLICHH HUBA Ha XOJECTEPOIT 110
XOMO3HUroTHa (haMHIIHA XUTIEPX0Jie
3a MPEBEHUHSA Ha ChbPACYHO-
PUCKOBH (D)aKTOPH, HOPMAJIH

AKO NOJIyYHTE HIKAKBH HEXKEIaHH JICKAPCTBEHH peakLivu

KakBo TpsaOBa na 3Haere, npeau na npuemere Ouonun

CbabprkaHHe Ha OMaKOBKAaTa M AOMLIH UTETHa HHc]mpmaum{

3anasere Ta3u AMCTOBKA. Moke na ce HAJI0XKH J1a 5 [TPOYETETE OTHOBO.
POCH, nonuranTe Bawus nekap wian papmanepr.
€HO M IHYHO Ha Bac.

He ro npeorcrenaaiite Ha ApYyru

MO H€ NMPU3HALMTE Ha TAXHOTO 3a60Ji1gBaHe ca CBLIHMTE

» YyBEIOMeTe Bawmus nekap wnu
MOJKHH HCXKEJIaHU peakLUH, HEOMMUCAHY B TasH
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Kakso npeacrasasisa ®aoaua u 3a KaKBO ce H3Nn0.13Ba

pPKa N1B€ aKTUBHH BCLUIECTBA, HAPEYEHH

Pali¥ HACJICACTBEHU NMPUYUHH (HApEUeHO
CTEPOJIEMHUS )

CbAOBH CbOMTHS PH NMaLMEHTH C XHIEPTOHHA, C TPH €AHOBPEMEHHH
1 Z10 CPE/IHO NMOBHILIEHH HMBA Ha X0J1eCTepOI, Oe3 XPOHHYHO

IPOABEHO KOPOHAPHO CbpaEUHO 3a605BaHE, KBIETO € YCTaHOBEHO 3a MOAXOAALLO

KOMOMHHPAHOTO M3MOI3BaHe HA AMJIOAMITHH C HHUCKa J103a aTo

TEKYLIWTE HACOKH 3a JIeYeHHeE.

PBACTaTHH, B CbOTBETCTBUE C




Drioann He e npeaHasHayeH 3a yNoTpeba KaTo HauanHo JeueHre. KoraTo sanounere Aa rpueMare
®noaunn, e Heo6xonumo na CHIpETE NPHUEMa Ha OTAETHUTE MY CHCTABKH (IeKapCTBEHH NPoRYKTH,
CbAbLPXALUN aMJTONUIIUH U aTopBacTaTui). [To BPEME Ha ICYCHHUETO € HeoOXOAUMO N1a cria3BaTe
CTaHIapTHa AMETa 3a NOHWKABAHEe Ha Xonecrepona.

Ako Baiuuar nexap cumra, ue u 1BeTe aKTHBHMK BCILCCTBA Ca MOAXoAAiuM 3a Bac uny ako Beue cre
IPHEMANH NEKAPCTBA C T€3N aKTHBHH BELLECTBA, TOH MOMe Ra Bv npeanue Onoaun.

2, Kakgso Tpa6sa na 3naere, npean aa npuemere Oaoaun

He npuemaiite ®aoaua:

. KO CTE aNCpruiHy KbM aMNOAMITMH UK APYrY JICKapCTBa, NPOH3BOAKH Ha TUXMAPONMPHINH
(HapeueHH “60KepH Ha KalLHeBUTe KaHAH"), WK CTE aNEePruYHU KbM aTopBacTaTHH WM
ApYTH CTaTHHH (NeKapceTBa, U3NON3BAHY 34 MOHWKABAHE HA JUNUIOHTE B KPBBTA), HIH KbM
HAKOA OT OCTAHATUTE CBCTABKHM HA TOBA JIEKAPCTBO (onucanu B 1.6);

. aKO HMATC MHOT'O HHCKO KPBHBHO HaJIAraHe (xHnoroHus);

4KO CTPalaTe OT HAKAKBB LOK, BIUTIOYHTENHO KapAHOTEHEH LIOK (cvpuero B ue Moxe na

AOCTaBs NOCTATHYHO KPBB KbM ThKAHHTE);

aKO MMATe CEPUO3HO CTECHABAHE Ha AOPTHATA CbpACHHa Kilana (a0pTHA CTEH03a);

4KO CTpalaTe OT HAKAKBA ChPACYHA HEAOCTATBYHOCT ClleN ChbpAeYeH HHOApKT;

AKO CTpalaTe WK CTe CTPAANH OT HAKAKBO 3a60NABaHe, KOSTO 3acHa YEPHHA Opob;

aKO HAKOra KpeBHHTE BH nokasatenu 3a YepHOOPOoOHA pyHKLUMA ca GHIM H3BLH HOpMaTa no

HEOOACHUMH NPHYKHHU;

KO CT€ OpeMEHHa WM NpaBHTE ONUTH 3a 3abpeMeHaBaHE;

4KO CT€ KeHa, CriocoOHa Ja 3abpeMenee U He H3MON3BaTe HANCK ACH KOHTPALEIITHE;

aKO KbDMUTE;

4KO NpHEMATE HAKOE OT CNEAHMTE NEKAPCTRA: KCTOKOHA30M, HTpaKOHa30N (TeKkapcTea,

H3MON3BAHHN 32 NICYEHHE HA MLOMYHY HHEKUHM Han MUKO3H), TETHTPOMHLIMH (aHTHOHOTHK);

s & @ »

4KO CTpajaTe OT CbpAeiHA HEAOCTATHEYHOCT;
dKO HaCKOpO CTe npeKapanu cspaedes HHOapPKT;

dKO UMare yBpeneHa YepHoapoOHa HyHKLuA;

aKO cTpajare ot 6s6peuHo 3abonspane:;

4KO CTPaAaTe 0T XUNOTUPEOHAN3BM (NOHHXEHA AKTHBHOCT Ha IULHTOBHIHATA HU1€3a);

dKO CTE UMaNH NOBTAPALUM Ce UNH HEOBACHUMMU MYCKYJTHH ©OJIKM B MMHANOTO, IMYHA UAH
CEMEHHA aHaMHe3a 3a MyCKYIHH podnemMu;

. 4KQ CTE HMaNH NpeANLIHU MYCKYNHH Npo6ieMy no BPEME Ha JieueHHe C 2pyrH XonecTepo-
("Mnupo-)noHuKaBamy JIEKapCTBa (Hanp. CTaTHHY WM pubparu);

aKO PCAOBHO [TUETE roNIAMO KOMMYECTBO aNKOXOM;
aKO CTe€ CTpanalH OT YepHOAPOoOHO 3a00/aBakHe B MHUHANOTO;
4K0 CT€ Ha BB3pacT Haa 70 roauHu;

4KO CTE NPETLPIIENH HHCYIIT C MO3BbYEH KPBBOM3IMB WIH aKO HMATe MaJKi TOPOHMKH C TEYHOCT
B MO3bKa, BC/ICACTBHE HA NPEAUUIHE HHCYTH:

. KO MMATe DHAOET WIM CTE C PUCK KBbM PA3BHTHE HA TAKDE.




Hokaro ce nekysare ¢ Topa IekapcTBO, Bautuar nekap we Bu Habnonasa CTPHKTHO. Bue puckysare
ia pa3BueTe Auaber, ako HMaTe BUCOKM HHMBA Ha 3aXapy U MA3HUHK B KPBBTE, HAGHOPMEHO TETJIO WH
BUCOKO KPBBHO HaNsAraHe.

KoncyaTupaiite ¢ Bamnus JIeKap 1IN papmaueBT npeau aa npuemetre Oaoaun
. dKO CTPANaTe OT CePHO3HA AUXATENTHa HENOCTATEYHOCT.

ROraTo onpeaeneHuM NeKapCTBa ce npuemar CAHOBPEMEHHO (B3K. Touka 2 “IIpyru nekapcTsa u
Dnoaun™).

Chbio Taka uHpopMupatite Bawuus nexap M ¢papMaleBT, ako UMaTe MYCKYJIHa cnabocT, kosTo e
NocToAHHA. Moxe na ca HeO6XOMUMH MOMBIIHHTEHN U3CIICABAHHA ¥ TIPHEM Ha AONbIHHUTENHK
JICKapCTBa 3a AHArHOCTHKA M JIEYEHHE HA TOBA ChCTOAHHE.

Jena u woHown
Ynorpebara Ha Oaonnn MPpH AC11a 1 FOHOIIH He Ce MPEenopbYBa.

Apyru aekapcrea n Onoaul
Hudopmupaiire Baums ICKap UNH GapManeBT, ako npueMare, HaCKOpoO CTe NMpHeMaat UNH e
BbIMOKHO Ia NpUEMETE IPYTH JIEKapCTRa.

Hakou nexapctsa Morar na BzauMozelicraar ¢ Qnoaun. Takusa B3AHMOAESHCTBHS MOraT Ja HAMANAT

ePeKTHBHOCTTA Ha EAHOTO WIK Ha Asere nexkapcrea. OCBEH TOBA, MOXeE 1A Ce NTOBHIIM PHCKA OT

MOABATA MW CTENEHTA HA CEPHO3HOCT Ha HEXeMaHUTeE PCaKUWH, BKNIOYHTENHO CEPHO3HOTO

ACCTPYKTHBHO 3a00/IBaHE HA MYCKY/HTE, U3BECTHO KATO pabaoMuonn3a HAM MHONATHS (ormucano B

T. 4):

. HAKOH aHTHOHOTHUN, Hanp. pudaMNULMH UK T. HAp. MaKpOHAHH aHTUGHOTHUM Hanp.
CPHTPOMHLIMH, KTAPUTPOMULIHH, TETMTPOMULIKHN, $y31n10Ba KMCENHHA H HAKOU Apyru
JICKApCTBa, H3MON3BaHH 3a IEYEeHHe HA M'bOHYRY HHQEKUMH, BKITIIOYHTETHO K€TOKOHA30I,
HTPaKOHa30., NO3aKOHA30J;

. /ICKapCTBa 3a peryTupaHe Ha MACTHHTE HUBA: pUGpaTH (Hanp. remdubposnn) win XOJNECTHION;

. AANTOMHULMH (JIEKapCTBO, U3MOJI3BAHO 33 JIEYEHHE Ha YCOXKHEHH HH(EKIIHH Ha KOXaTa U
KOXHHTE NPHAATBUM U HATHYHE Ha GakTepuH B KPBBTA);

. fI*kapCTea 3a NOTHCKaHe Ha HeNpaBWIeH ChpaeYey PHTEM (aHTHADHTMHUM) HATIP. JUrOKCHH,
daMHOZAPOH, BepanaMui, AUITHA3EM:

. /ICKapCTBa, U3MON3BANH 3a KOPUTHpaHe Ha GYHKLUMATA Ha Bawara MMYHH& CHCTEMa, Harp.
LHKIIOCTIOPHH;

. JICkapCTsa, U3NON3BAHY 3a leueHneTo Ha XHB, HAMp. pHTOHABHD, JIOMTHHABHP, aTa3aHABHD,
MHIHHABUD, CAKBHHABUD, ocaMnpeHaBup, llapyHaBup, HENp1HaBup, edasupeH, JeaBUPIAHH,
KOMOMHaUMA OT TUR paHaBHp/pUTOHABHD;

. JICKApCTBA, U3NON3BAHH 3 JIeYEHHE Ha JENpechs, Hanp. HMUTTpAMHH:

. JCKAPCTBA, H3MOI3BAHH 3a IEYEHHE HA MEeHTATHH 3ApaBOCNOBHH pofnemu, Harp.

HEBPOIENTHULIH,
. /ICKapCTBa, HINON3BAHH NPH CbPAEYHA HEIOCTATHYHOCT, Hanp. 6era-6nokepw;
. JICKapCTBa, U3MON3BAHH 3a JIeYeHHE HA BUCOKO KPBBHO HaJIAraHe, Hamp aHruoTeHsuy Il

PEUCNITOPHN AHTArOHUCTH, HHXUGHTOPH Ha dHIHOTCH3MH-KOHBEpTHpauus eH3uM (ACE-
HHXHOUTOPH) U AMYpeTHLM;
° anda-6nokepH, H3NON3BAHH 32 JICYEHHE HA BHCOKO KPBBHO HaniAraHe u 3ab0oasBaHug Ha
IpOCTaTHATA k71€3a (HaMp. Npa3o3uH, ardy303uH, AOKCa303UH, TAMCYNIO3HH, TEPA3O3HH);
. CHAAeHaQ U (M3MON3BAH 34 JleYeH1e Ha €PEKTHIHA AMCHYHKUHS);
. AaHTposieH H bakntodeH (MyckynHu penaKcaHTH);




CTEPOUIH;
XKbJIT KAHTAPHOH;

€3eTUMHO (KOATO HAMANABA HUBATA HAa XOJIECTEPOA);

Bap(apuH (KOHTO HaMansBa KpbBOCHCUPBAHETO);

NEpPOPaNHU NPOTHBO3aYaTBHYHH CPEACTBA,

CTUPUNEHTOJ (AHTHKOHBYJICAHT, U3MON3BAH 3a JIEKYBaHE Ha enuiencus);
CUMETHAMH (U3MON3BaH 32 IeYEHHE HA KHCETHHH M MenTHYHa A3Ba);
PpeHason (06e3bonapamio);

KONXKLMKH (32 NeYeHHE Ha noaarpa);

HAKOH NIEKapCTBa, H3NON3BAHH 33 NeYeHHe Ha xenaTht C, KaTo Tenanpesup, OouenpesHp, U
koMO1HaunaTa enbacsup/rpasonpesup):;

. aHTHAUMAHK (CHABPKALUM MarHe3Ul UK aNTyMUHKI M W3NON3BAHM 32 JIeUeHUe Ha CTOMALLHO
pa3CcTpoACTBO);

* T€TPaKO3aKTHUA (AMArHOCTHYHO CPEACTBO);

. aMH(GOCTHH (M3M0/13BAH 3a JICYEHHE Ha pak).

@®J10AHN ¢ XpaHR, HRAHTKH H AJKOX0/)
DnoAWT MOXE 1a Ce MPHEMA 110 BCAKO BPEME Ha JICHS ChC MIH 6e3 XpaHa,

Cokx om epeiinghpym
He npuemaiite noBeye oT eqHa WK fBe Yaliy cok OT rpefAndpyT AHEBHO, THY KATO rojieMH
KOJIMYECTBA COK OT rpefingpyT MOrar Aa npoMeHAT epexta Ha OIOIMII.

Ankxoxon
H3bsarsaiire KOHCyMauHaTa Ha roJIAMO KOJTHYECTBO AIKOXOI1, IOKATO NpHeMaTe TOBa JIEKAPCTBO (BXK.
Touka 2 “TIpeaynpexaenus U npeanasHu Mepku™).

bpemennoct, kbpMene u pepTuanTeT

AKO CTe OpEeMEHHA WJIH KbPMHTE, NOJ03UPATE, Ye CTe OpeMeHHa ik IaHupare na 3abpemeneere,
kOHCynTHpakTe ce ¢ Bawua nexap, npenu Ra npHemere Tosa JIEKapCTBO.

He npuemaiite ®noaun, ako cte GpemenHa unu NpasuTe OMUTH 34 3abpemensBaHe,

AKO CTe B IeTEepOAHa BB3pacT, TPA6Ba Na U3NoN3BaTe S(EKTHBHH NMPOTHBO3AYATHYHH CPEACTBA,
n0Karo npuemMare Quogun.

He npuemaiite ®noawnn, ako kepMuTe.

IlHodupane n pabora ¢ Mammnm

AKO TabIeTKHTe BY MPHYWHABAT NO3MBH 3a MOBDBIIAHE, 3aMaliBaHe WK yMOpa, WiIH NOJyyaBaTe
raaBobonue, He WodHpalite U He U3MON3BaliTe MALLIHHH.

Daoana chLabpKA HATPHIA

Tosa nexkapcTeo cvabpxa no-Manko or 1 mmol HaTpHH (23 mg) 3a TabneTxa, T.e. MOXe [1a Ce KaxKe,
4¢ MPAKTHYECKH HE CBAbPIKA HATPHIA.

3. Kak a1a npuemere ®Oaoaun

BuHary npueMaiite ToBa NexapcTBO TOYHO KAkTo By e kazan Baiyst JeKap. AKO He CTe CUI'YpPHH B
HEL0, nonuTaniTe Bauius nekap unu gpapmauesr.

Bb3pacTHn nauHenTH
BawuaT nexap iue onpenenu nozata Bu.




Karo 3AMECTHTEIIHA TCpanud NpH Te3u OalHeHTH, KOUTO ca dI€KBATHO KOHTDOJHPAHH C aAMJIOOHWITHH U

ATOPBACTaTHH, IIDHJIIATaHH COAHOBPEMEHHO MNPpH CHIIOTO HUBO Ha AdO3HPAaHe

B crotsercrBue ¢ pesyatarure ot THTPHPAHETO Ha 103aTa, NPENOPEYHTENHATA 4034 € e1HA TabIeTKa

[peBeHUHA HA CHPACYHO-CHIOBH SRICHHS DK NMAUHEHTH C XHUIEPTOHUA

O6uvaiinata Havanna 103a e enna TabneTxa oT 5 mg/10 mg aueBHo.

AKO HMa HYX/1a OT [O-TFOAM KOHTPOI Ha HANAraHeTO, MOXE Ja Ce NMPWIOKH e1HA TabHeTKa oT
10 mg/10 mg rueBHO.

Ynotpe6a npu geua u onowwn
He ce nipenopsuea ynorpeGara Ha Toga NEKapCTRO NPH NSl U HOHOMLIH.

AKO npueMeTe NO-BHCOKA 1038 ®aoaua oT npeanucaHara

IpneMBT Ha MHOTO TabneTKH Mosxe Ad NPHYMHH NOHIKABAHE Ha KPHBHOTO HANATAHE, BKTIOUHTENHO
A0 ONACHH CTOMHOCTH. Moxe na novyscTBare 3aMalBaHe, CBETOBBPTE K, MPHMAIABAHE MIH CiabocT.
AKO CNaIbT HAa KPEBHOTO HATATAHE € MHOIO TOJIAM MOXe N8 IPUYHHH WOK. Moske na royyBcTBate
CTYZEHA MOT 10 KOXATa CH U A4 3aryOHTe Ch3HAHKe.

[TOBULWIEHO KOMHYECTBO TEYHOCT MOXKE fla ce HaTpyna B b6enuTe npoboee (Genonpoben OTOK),
MPUYHHABANKY 3aAyX, KOKTO MOXe 3 ce passue 1o 24-48 vaca cneg npuema.

Cebpiete ce ¢ Baurua JIEkap UK otHaete no Hai-6nuskara Goannua. Hocete che cebe CH BCUYKH
OCTaHaIH TabNeTKH, ONaKOBKATA U CTHKCTA, 3a &a Morat B GosHuLaTa 6Bp30 1a pa3bepar kaxkpo
JIEKAPCTBO CTE NpPHENH,

AKO CT€ NpoNycHATH A2 NpHeMeTe Daoann
AKO CTe NPOMyCHAIU Aa NPHEMETE eaHa A038, IIPOCTO NMPHEMETE CefBALLATA B ONPEAEIEHOTO BpeMe.
He B3umaiite nBotina 103a, 2a na KOMITEHCHpaTe NponycHarara,

AKO ¢Te cnpesiM npuema Ha Oaoau
He cnupaiite npumepa Ha DII0NH, OCBEH N0 YKa3aHUe OT JeKaps.

AKO UMaTe HAKaKBH AOITBIHHUTENHH BBIIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha ToBg NEKapCTBO, NonuTalire
Bawina nexap unu gapmanesr.

4.  Bb3MOXHM HexeNann pPeaKNHH

KakTo BCHUKH nexapcrsa ToBa JICKapCTBO MOXE Na MPHYMHK HEXKEIAaHH PeaKiuH, BBIPEKH Ye He
BCEKH MM nonyyasa.

Peaxn (Moxe 1a 3acerHar no-manko or | Ha 1000 norpeburenn):
. CCPUO3HH anepruyHu peakLmnH, KOWTO NpeaAr3BUKBAT TIOAyBaHE Ha THLETO, €3HKa U I'bPIIOTO,
KOETO MOXE 1a MPUYMHH CEPHO3HH 3aTPYIHEHHS MpPH DyiIaHe,




MeMOpanu (CHHApPOM Ha Stevens Johnson, Toxcnuna CIIMAEpMATHA HEKPOJIU3a) WIH APYIH
AICPIrHYHH peakuuu. Koxen obpus ¢ PO30BO-Y€PBCHU II€THA, Hali-BeYe NO UTAHUTE Ha pELETE
WIH XO[InaTa, KOUTO MOXE Aa CE NIPEBBPHAT B MEXYPH.

MYCKyIHa ciabocT, GonesneHu ycemanua, 00JIka WM pa3ksCBaHe Ha MYCKYJINTE, YEPBEHO-
KagABO NOTEMHsABaKHE Ha YPHUHATA H, 0COOEHO aKO Bb3HHKHAT CAHOBPEMCHHO, HEPA3IIOI0KEHHE
1 TEMIIEPATYpa, KOSTO MOXE 112 C& ABIKH Ha 4HOPMAJTHO HaMarnsBaHe Ha MYCKYJTHATa Maca.
AHOPMAITHOTO HamansBaHe na MYCKYJHaTa Maca He BHHarH M3ve3sa, JOPH Cnej CNHpaHe Ha
IIPHEMA Ha ATOPBACTATHH M MOXe J1a Hb e KHUBOTO3aCTpalmaBaulo 4 aa A0BEAE N0 OB0pegnn
npodnemu.

MHoro peak# (Moxe aa 3aceruar "o-Manko ot 1 na 10 000 norpeburenn):;

HHOApKT, HapyLIeHKe Ha CbPACHHHA PHTDM:

KO W3MHTATe NPOONIEMH, CBBP3aHH C HEOYAKBAHO MK Heo0uYalHO KLPBEHE WITH
KPbBOHACAAaHe, TOBA MOXKe 1A € [TOKa3aTes| 3a HEPHOAPOOHO HapyileHue. CBBpXKeTE Ce ¢
JICKApA CH BE3MOXKHO Half-ckopo.

KPBBHHUTE KJIETKH).

JApyru Be3MoxHH HexkeTauu PeaKkiiH, NpeAu3BHKAHH OT Daogui:

Hecrn (Moxe n1a 3acerHar no-manko ot 1 Ha 10 norpeGurenn):

AJICPTUYHH PEaKLIUU;

cinabocT;
MPUJIMB H& KPbB B JIMLETO;

raneHe, boska B kopema, HapylueHue B XPaHOCMUNAHETO, MPOMEHH BLB PYHKIMATA Ha yeppara
(BKNIOYHMTENHO Anapus, 3anek u raszoBe);

MYCKYJTHa U CTaBHa D0MKa, cXBallaHe Ha MYCKYJIHTE, QoJika B ropba 1 KpaiuHIuTe, noayease
Ha PBLETS, KpaKaTa, CTABUTE W CTHNANATA;

OTOK;

Ha 9epHHA Bu apo6.
Copuebuene.

HedecTn (Moxe 1a 3acernar no-Mauko ot I Ha 100 norpeGurenn):

JHUIICA Ha ali€THUT, NOBHINABAHE WIIH TOHMKABAHE Ha TENECHOTO TEMIO;
NIOHINKaBAaHE HA HUBATa Ha KPHBHATA 3axap (maumeHTuUTE ¢ nuaber TpAOBa na npoxsmxar na
CRCAAT BHUMATENHO HUBATA HA KPHBHATA 3axap);

Pa3CTPOHCTBA Ha ChHS, KOLIMApH, MPOMEHH B HACTPOEHUETO (BKIIOUMTEIHO TPEBOXKHOCT),
ACTIPECHSA, TpENEpeHe, yBpexaaHe Ha CCH3OPHUTE HEPBH HA KpalHUUKTE (MOHMXKeHa

1Y BCTBUTEHOCT, 4yBCTBO 3a M3TPLNBAHE HN CxBallaHe), 3ary0a Ha namer;

SPUTCIIHH HApYLWIEHNA (BKIIOUNRTETHO OBOMHO BIOKIAaHE ), 3aMBITICHO 3peHue, OpbMueHe win
OyueHe B ymure;

YHCCTCHO NHUIAHE, NMPUMATIABAHE, HUCKO KPBBHO HalAraHe (XMIoToHMs);
TCHal HOC, Npean3BUKAH OT Bh3NAIEHHe Ha JIdrapuLaTa Ha HOca (PUHMT);
CYXOTa B ycTaTa, HapylUeHHe Ha BKyca, OPUTBaHe, MOBPbBIIAHE;
BBINAICHUE HA HEPHUA Apo6 (XenaTur);




Bb3naneHHe HA NaHKpeaca (NaHKpeaTur);

KoConal, KppBOHACAAAHHMSA WITH MaJIKH XEMODaruuHH NeTHa 10 KOKaTa (mypmypa), npomsHa B
LBETa Ha KOXaTa, KOXKEH 0OpHB Wik ChpOex, YPTHKAPH, MOBHILEHO H3IOTABaHE,;

Oonka BbB Bparta, MYCKY/Ha ¢nabocT;

Hapy LICHHA Ha NMMKOYONPOBOAHUTE MBTHILIA (BKITIOYHTENHO TIOBHLIEHO YPHHHpAHE IIPe3 HOLITa,
MOBUIICHA HECTOTA HA Y PUHHPAHE), UMIIOTEHTHOCT, YBEIUYABAHE HA FBEPAKTE [IPU MBKE;

1YBCTBO Ha HEpasznonoxenue, cnabocr, GoakK B rPbAHKA KOLLL, OBUILEHA TeMneparypa, 0onka,
NepUPEPEH OTOK;

HaIMYue Ha OeTH KPBBHH KNETKH B YDPHHATA,

Oonka B ropHara K nonHa Yacrt Ha Kopema;

OPHIBaHeE;

CyX0Ta B ycraTa.

Peaxu (Moxxe 1a 3acerHar no-manko ot 1 ua 1000 norpedurenn):

NOoHKWXaBaHe Ha TPOMOOUUTHTE B KPbBTA;

00BLpKBaHE;

nepudepHa HeBponaTus (3a6onABaHe Ha HCPBHATA CHCTEMA, KOETO MOXeE Aa MPUYHMHU cnabocT,
CXBalllaHe WIH U3TPhIIBAHE);

HOACBATABARE HA KOXKATa K OANOTO Ha oYHTE (XONecTasa);

CCPHO3HH ANCPrUYHM PEaKLHH C NOBHLIEHA TEMITEpaTypa, YCePBEHH NMeTHa, OONKH B cTaBUTE
W/HITH OYHTE (CHHAPOM Ha Stevens-Johnson, cuuapoM Ha Lyell);

KOXeH 0OpHB C HEPaBHOMEPHHU YEPBEHH METHA (6ynosen Oepmamum, BKIIOUHTENHO epumema
myamuopme);

obpus, KoliTo MOXe na Ce NnogBH No KOXKdTa, MK A3BY B ycTara (JINXEHOMIHA JIEKAPCTBEHA
peaKLu1a);

BHE3AIMMHO NOAYBAHE HA JIMLIETO, €3HKA WIH MbPIOTO ChC 3aTPYAHEHO JHILAHE, NIOAYBAHE H
o6pus (exem Ha KsHHke);

TEXKO BBINANCHHE HA MYCKYJHTE, CHITHA G0MKa WAH MYCKYIHH CIasMH, KOUTO PAOKO MOrar 1a
AOBEAAT N0 pabaomMHOTH3A (pa3pyluaBade Ha MYCKYJTHHTE KIETKH);

BbIMANCHHE HA CYyXOXKHNUATA, YBPEXKAAHE Ha CYXOKUITHATA;

6oska B repauTe (cTeHOKapANs).

MHoro peaxn (Moxe Oa 3acerHar no-Manko ot 1 Ha 10 000 norpeduTenH):

HamansisaHne Ha Opos Ha 6ennTe KPBBHH KIeTKH;

CKOBAHOCT HJIH NMOBHULIEH MYCKYJ/IEH TOHYC;

BB3NATCHHC HA MAJIKUTE KPLBOHOCHH CBAOBE,

Koconaf;

croMaitHa 6oinka (Be3naneHue Ha CTOMaxa), noxyro Hebue (rMHruBaHa XHIEpIIa3us),
Kalyua,

HEPHOAPOOHA HENOCTATHYHOCT, MOKBITABAHE HA KOXKATA (’XBIITEHHLIA), MOBHIIEHHE Ha
YepHOIPOOHHTE EHIUMM;

CHJIHO 3a4€pBABaHe U JIOLIEHE Ha KoxKaTa (excghoruamueen depmamum);

NOBHUIEHA 1YBCTBUTEIHOCT KM CTbHYEBA CBETNHHA (doTouyscTBHTEAHOCT);
NOBHILICHN HHBA HAa KPBBHATA 3axap.

C HeH3BECTHA 4eCTOTa (YECTOTATA He MOXE Ja ce Onpenenu oT HATMYHUTE NaHHH):

MYCKyJiHa cnabocr, koATo € nocTosHHa;
HapylueHns, KOMOMHHMpPALUK PUrMAHOCT, TPENepeHe WITH ABUrATENHM HapyILEHUA;
benoapobuo 3abonsasane, ocobeno P NPOABJKUTETHO JIEYEHHE,

MHacTeHHA rpaBuc (3abongBane, npuunHABaLIO 061LA MYCKYHa cnabocT, B HAKOH ClIyyau
BKITIOYBALLA U MYCKYJIUTE, KOUTO Y4aCTBaT MpH OHLLUAHETO);
O'YHA MUACTCHHSA (3a0onsABaHe, NPHYHHABALLO CTAaGOCT Ha OYHHS MYCKyJ).




"oBopete ¢ Bawnsa nexap, ako usnuteare cnabocr g PBUETE MJTH KpaKaTa, KOATO Ce BIIOLIABa chex
ICPHOAH Ha aKTHBHOCT, HMaTe NBOHHO BIDKAAHE WM YBHCBAHE HA KNenavure, 3aTpyaHEHO
npernbluaHe WiK 3aayx.

CrolwaBane Ha HexenaHn JeKAPCTBEHH PeAKHHH
AKO NONyYNTE HAKAKBH HEXEIaHU ICKAPCTBEHH peakIlny, yseaomere Bauinsa nekap win (apmauesr.
ToBa BKTI0YBA BCHUKH BL3IMOKHH, HEONHCAHH B Ta3y JIKCTOBKA HEXCE/IAHH peakuHu. Moskere chillo na

CHOOLINTE HEXENaHH PeakLHH AXPEKTHO 4pe3

H3nvnuntenna areHupns no TIeKapcTBaTa

yh. ,,Jdamau ['pyes” Ne §

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg

Karo crobluasare Hexxenanu PEaKLIMH, MOXKETE 212 fafeTe CBOA NIPUHOC 3a M0J1y4aBaHe Ha [ToBeYe
HHPOPMALIUA OTHOCHO 6E30NacHOCTTa Ha ToBa NEKAPCTRO.

3. Kax aa cbxpaunsate ®aogun

Jla He ce cexpanssa Han 25°C.
/la ce cpXpaHABa Ha HEAOCTBITHO 34 NEUa MICTO.

He n3nonssafite ToBa nexapcTso ciex natata Ha M3THYAHE Ha CPOKA Ha roJHOCT, NOCOYEH Ha
OriakoBkaTa. CpOKBT Ha FOJHOCT C€ OTHACA 3a NOCHEAHHS AeH OT MOCOYSHHSA MECELL,

He uaxewpnsiire nexkapcrsara B KaHAIIN3annATa HITH B KOHTEHHEepa 3a JOMAILHH OTIATELIH.
[Nonuraiire Bawus apmauest kak na YHHUIOXKHTEe HEeHy)KHHTe BH nexapcrsa. Te3n Mepku e
CNIOMOTHAT 3a Ona3BaHe Ha OKOJIHATA Cpena.

6. CobabpkanHe Ha ONAKOBKATA W AONBJAHHTEIHA HHPOpMaLHA

Kaxso chabpxka ®noaun

- AKTHBHHTE BELLECTBA Ca: aMJOAMNHUH U ATOPBACTATHH.
Pnoann 5 mg/10 mg chabpxka 5 Mg aMIONMNHH KaTo aMIoAUNKHHOB Ge3unar u 10 mg
dTOPBACTaTHH KaTO aTOPBACTaTHH KANLKH} TPUXURpAT,
Proana 10 mg/10 mg crabpxa 10 Mg aMIIONHNHH KaTo aMIOAHIUHOB Ge3unart u 10 mg
dTOPBACTaTHH KAaTO aTOPBACTAaTHH KanuuHi TPHXHOPAT.
®noaun 5 mg/20 mg cbappxka 5 Mg aMIOONITHH KAaTO aMJTIOAUITHHOB Be3mnart u 20 mg
dTOPBACTaTHH KAaTO aTOPBACTATHH KLU TPHXUApAT.
Oroaun 10 mg/20 mg ceappxa 10 Mg aMIOAUAKH KaTo aMNOAHNMHMHOB Ge3nnar 4 20 mg
dTOpPBACTaTHH KAaTO aTOPBacTaTHH KaTLHi TPHXHIpAT.

- Hpyrute cecraBki (NOMOMHH BELIECTBA) ca:
CbpPUEBHHA: MUKDOKPUCTANHA Ieniy3a (TUn 1 ¥ 2), TeXbK MarHe3nen kapboHar, HaTpuer
naypucyngar, XuapoKCHIPONUALENyI03a, KpOCKapMenosa HaTpuH, MAHUTON, MarHe3ues
OKCHA; CHITHLIKEB ABYOKHC, KONONAEH, He3BOIEH; Marde3Hen creapar;
$HIMOBO MOKpUTHE Ha TabnerkuTe DnomUn 5 mg 10 mg: MoNHBHHHNOB aNKOXOM, THTAHOB
auokcun (E171), makporon, tank, unauro kapMuH (E132);
(pHIMOBO NokpuTHe Ha Tabnetkure Oaozun 10 mg/10 mg u Onomun 5 mg/20 mg:
NONMBUHUIOB aNKOX0M, THTaHoB Axokcua (E171), MaKporoJs, Tank;
GHIMOBO NOKpUTHE Ha TabneTkHTe ®nroann 10 mg/20 mg: nonmeruUIOB ATKOXO0J1, THTAHOB
auokcun (E171), makporon, Tank, ®eIT xeneiex okcHa (E172).

Kak uarnexna ®aoana u CbAbPKAHHE HA ONAKOBKATA




Gnoaun 5 mg/10 mg: CHMHH, KPBIH, ABOMHOM3MbKHATH ¢uamMupaHu TabaeTKH.
®noann 10 mg/10 mg: Genn uan noutw Genu, eNUNCoOBUIHH, ABONHOM3MEKHATH (GUIMHpaHu

TabJNeTKH.
@noann 5 mg/20 mg: Genu uau noutu 6enu, KPbIiiK, ABOHHOM3TBKHAIH ¢unmupanu Tabnerku.
Ornoaun 10 mg/20 mg: *KbATH, €TUNCOBUAHM, NBONHOM3MBKHAIM ¢unMupaHu TabneTku.

(®nonun e nocrened B 6aucrepu or AI/OPA/AI/PVC donuo no 30 Tabrerk.
I[IpuTexkaren Ha paspewennero 3a ynorpe6a u NMPOH3BOAUTEI

I[IpuTexkaren Ha paspelleHnero 3a ynorpe6a
Zaktady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski
[lonwa

[1pousBoauTen
Pharmaceutical Works Polpharma SA
19, Pelplinska Street,

83-200 Starogard Gdanski
[Tona
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To3u nekapeTBeH NpoayKT e pa3pewen 3a ynorpeda B cTpaHuTe, yieHKH Ha EEA cbe ciieaHuTe
HMeEHA:

bbarapus - ®aoaua S mg/10 mg puamupann TabaeTkn

@®aoaua 10 mg/10 mg puamupanu Tabaerku

®aoana S mg/20 mg puamupanu Tadaerku

®aoaua 10 mg/20 mg puamupanu Tabaerku

JlatBus — Suvarol 5 mg / 10 mg apvalkotas tablets
Suvarol 10 mg / 10 mg apvalkotas tablets
Suvarol 5 mg / 20 mg apvalkotis tablets

Suvarol 10 mg / 20 mg apvalkotis tablets

Jdara na nocsieaHo npepasraexaase Ha aucroskara: 01/2026




