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1. HME BA JEKAPCTBEHMS IIPONYKT

Areunonon Codapma 25 mg bunmupanu Tabnerku e
Atenolol Sopharma 25 mg film-coated tablets 13 -04- 2022 ¢
Atenonon Codapma 50 mg dunmupauu Tabnerku e e e
Atenolol Sopharma 50 mg film-coated tablets e

2. KAYECTBEH H KOIHUECTBEH CHCTAB
2.1 Oo6mo onucanne

@uiMupany TabNeTKH 25 Mg: XKBbATH, KPBIITH, JBOHHOH3TEKHATH TabneTky, ¢ AHamMeTHp 6 mm.
D©unmupanu Tabnerks 50 mg: Genu, KPBLIH, IBOHHOH3MBKHATH TabJieTkH, ¢ AnameThp 8§ mm.

2.2 KauecTBeH H KOJIMYECTBEH ChCTAB

Beska duimupana TabneTka Chabpika aKTHRHO BemeCTBo aTeHooN (atenolol) 25 mg unu 50 mg.
ToMOHN BelecTBa: TAKTO32 MOHOXHM/PAT, NNICHUHHO HHILECTE.

3a IBIHUA CIMCHK HA OOMOIIHUTE BEIISCTRA BHIKTE TOuKa 6.1,

3. JIEKAPCTBEHA ®OPMA

Duwimupana TabneTka

4. KJIMHUYHH JAHHH
4.1 TepaneBTHuHH NOKa3aHHS

KoHnTpon Ha apTepHanta XunepTOHuS;

IlornmuBaHe Ha AHTHHA NEKTOPHC;

Konrpon #a chpjeuHu apurMux;

WH{apkT Ha MHOKapaa - KaTo paHHa MHTEPBEHLLMs B OCTpaTa (asa H 3a JLIroBpeMeHHa
IPOQUIAKTHKA BEB BB3CTAHOBHTEIIHMA TIEPHOL,

4.2 [03MpOBKA H HAMHH HA NPHI0KEHHE

Jo3upoeka
Buapacmuu
Konmpon na apmepuanna xunepmonun - Hauanuata fosa € 50 mg eqHokpatHO AHeBHO. llpu noseucro
N2UUEHTH AOCTATHYCH TEPAICBTHYCH OTrOBOPD e TIONYYARA Ciief| JCUEHHE B NPOIbILKEHME Ha 1-2 cerMHLM.
Ilpu HepocTaThueH TepaneBTHYEH OTTOBOP N03aTa ce nopHluasa A0 100 mg aueswo. IToBuuaBaHeTo Ha
Aozara naj 100 mg ne poau no noxobGpasade Ha edexTa.

HouwkasaHe Ha apTEPHANHOTO HANATAHE MOXKE A2 CC TIOCTHIHE NMPH IpUNaraHe Ha ATEHOIoM Codapma

25 mg ¢ ApYrH aHTUXMICPTEH3HBHH POAYKTH.

ATEHOIIO) MOKE /12 CE TIPHITAra CaMOCTOSTENHO M B KOMGHMHAIHA C APYIH AHTHXHNEPTEH3IUBHH CPEJICTBA -
nuaypetuil, ACE HHxuGHTOpH, anda-anpeHo6nokepu, Xuapanasus, anha-MeTwILonA.
flogunsane Ha aHZUHG NEKMOPUC — TOBEYETO MALMEHTH ChC CTEHOKAPIWS OTrOBOPAT
nepopanHa f103a or 100 mg wi 50 mg, npuiosxena 2 NLTH AHEBHO.
Koumpon na cvpdewnu apummuu — clieli OBNAAABAHE Ha APUTMHATA Upe3 HHTPABe,
aTeHonol, NoAXojAllaTa Nepopanya noanbpxama no3a e 50-100 mg eaHokpartHo gHe
Hupaprkm na muoxapda — neYeHRETO ¢ aTeHono noj GopMaTa Ha TabIETKY 3ano4sa
[IPEKPATABAHE Ha TOCASAHOTO MY MHTPABEHO3HO NPHIOKEHUE NPH  YCITOBHE, Y€ He ca
HEYKETAHU JICKAPCTREHY PeaKLiMM 110 BpeMe Ha MHTPaBEeHO3HOTO NpWiokeHue, Ha 12-




50 mg arexonon, cien KoeTo Ha 24-us vac JieYeHUETO IMPOTB/DKABA ¢ 103a oT 100 Mg eJHOKPATHO JHEBHO,
IIpu mogea Ha SpanukapAus W/KIH XHIOTEH3US WIH HA IPYTH HEXENAHH JIEKAPCTBEHM PEAaKUMH JCYSHUETO C
Arteronon Codapma TpabGBa na ce npexpaTH.

3a npoxs/bkuTenHA podTakTHKa Ha HHDAPKT Ha MUOKAapJa ce TIPENopbYBa Nprlarate Ha ATeHOION
Codapma 100 mg aHesHO.

Heva

Hocera He e A0ka3aHa eQeKTHBHOCTT M Ge30MACHOCTTA Ha [IPOyKTa PH A€, [TOPAIH KOETO HE ce
npenophusa ynorpebara My B Tasd Bh3pacT.

Hayuenmu c 6v6peuna nedocmampunocm: Thil KATO ATEHONON Ce EKCKPETHPA MIIABHO C YPHHATA, TIpH
HapymieHa ObbpeyHa dyHkuMa (KIMpEHC Ha KpeaTHHHHA nog 35 ml/min) cbluecTByBa pHck OT KyMyJIHpaHe.
ATeHOI0N HE KyMy/IMpa 3HAYHMO NPH NAUKEHTH ¢ KITMPHHC HA KpeaTHHHHE Haj 35 ml/min. Ilpu nanmeHTH €
6BOpeyna HeNOCTATEYHOCT CE TIPENOPbYBA CIIEIHATA MAKCHMATHA 1034

Knupvnc na Cmoiinocmu na cepymen Maxcumanna
Kpeamununa Kpeamunun (Lmol/l) npu doza
(mi/min) CHOMEEMHUA KTUPBHC HA
KpeamuHuna
15-35 300-600 50 mg aHerHO
<15 > 600 25 mg nHeBHO WIH
50 mg npe3s neu

Ha nauyeHTH ¢ xunepreH3ns, KOMTO Ca Ha XeMOIMATH3A, C& HasHAuaBa o 50 mg cey BosKa HATHIA B
GonHuyHa 06CTAHORKA, OPATH PHCK OT XMIOTECH3HA.

Ilayuenmu e nanpednana ev3pacm (1ad 63 2.) - KOPHTHpPAHE HA 03aTA CE HAJATE CAMO I1IpH NALMEHTH C
HapyurcHa 6b0peyHa yHKIIHA,

flpexvcsane na mepanuama: JIeueHHETO ¢ aTEHONON, KAKTO U ¢ JPyTH Gera-bnokepu, He TpadBa ga ce
MPEKRCBA BHE3AMHO MOPA/I PUCK OT TEXNKH PHTEMHH HAPYLIEHHS, 34CH/IBAHE HA AHTHHOIHHUTE PHCTBITH,
UHQAPKT Ha MHOKAp/Ia, BHE3aNHa ChPACYHA CMBPT. J[03aTa HA aTEHOIION Ce MOHIDKABA OCTENEHHO 32
nepuon ot 1-2 ceqmuim. ITpes Tosa Bpeme e HeOBXOMMO HaOMOAABAHE HA MALMEHTHTE, OCOBEHO npu
HUIHYHE HA HCXEMHUUHA bonecT Ha ¢hpLETO.

Hauun Ha npunoxkexue

TabaeTkuTe ce mpuemMart nepopaito.

Hosata ce afanTHpa cnpaMo HHAMBHIYaJHHTE HIHCKBAHKA HA BCEKH MALMEHT C Bh3MOMKHO Hal-HHUCKA
HavajliHa JO3UPOBKA.

4.3 IIporHBomOoKAa3aHHH

CBPBXYYBCTBUTE/HOCT KbM KTHBHOTO BEILECTBO HIH KBM HAKOE OT IOMOIIHHTE BEILECTRA;
HekoxTponupasa cbpaedHa HeJIOCTATLYHOCT;

KapnsuoreneH mok;

Cupaeuen 6nok II-pa u I1I-Ta cTenen;

CuHAPOM Ha GOJIHUA CHHYCOB RB3EII;

bpaaukapausa (noa 45 ynapa/mun.);

XunoreHsus;

Texku nepudepHo-apTepUaTHA LUPKYIATOPHH HAPYILEHHA,
HenekyeaH ¢eoxpomouprom;

MeTtaGonuTHa aungo3a.

44 Cnenmansu npefynpexIeHHs H NPeANa3Hnn MEPKH NpH ynorpeGa




° Tpenn u3BbpLIBaHe Ha XMPYPrHYHH HHTEPREHLMH (B, CTOMATONIOTHYHH) NlekapaT TpaGea 1a Gbae
npeaynpeaeH 3a neuenue ¢ 6era-6nokepu (B arenonon). HeobxonuMo e npekparasake Ha J€4eHHETO
Hai-Maiko 24 4aca npeaw fpoteypara. QUEHKATa NOM3a/PUCK OT MPEYCTAHOBABAHE Ha TEPAIMATA Ce
OHpeaens HHAHBHAYATHO 34 BCEKH MaikeHT. [Ipd maiMeHTH, NPy KOMTO He MOXKE 4 Ce MPEKPATH TePallHATa
¢ Gera-~O/10kepa (CHIEIIHH CHCTOAHNS), Ce NPENOPHYBA AHECTETHK ¢ RB3MOKHO HAMH-MASIKA HETATHBHA
HHOTPONHA aKTHBHOCT, 33 /Ia Ce HAMANIH PUCKBT OT MHOKap/iHa fenpecus. Tpabea aa ce uma npen BH
TMOBHIICHHA PHCK OT aHAQHIAKTHYHH PeakupH. [laHeHTbT MoXe Ja Ce IPOTEKTHpa CpElIy BAryCHH
peaKiMH 4pe3 MHTPARCHO3HO MPIUIAraHe Ha aTPOIMHH.

. Bonpeku, 4e e IpOTHBONOKAIAH NPH HEKOHTPOIMPANA CHPEHHA HEZOCTATHYHOCT, POAYKTHT MOKE
Aa ¢ TipUnara Npy NalKHeHTH ¢ KOHTPONHpPaHH CHMATOMH Ha ChpICYHA HeaocTaThbuHoCT. [ToBHIIEHO
BHHMAaHWE C€ H3IUCKEBA IPH MAaLHEeHTH C MAJIKH ChpOEYHH PE3EPBH.

. [Ipu nauuenTH ¢ XpOHMYHA CHPACYHA HENOCTATEYHOCT, KOHTPOIHPAHA ¢ AUTHTATHCOBK TIPOYKTH
u/Un¥ AHYPETULH, aTEHOIO0N TpSGBEa Aa 6bae Npuiarad ¢ ocofeHo BHUMaHHe, Nopany NOTCHUHpPaHe Ha
OTPHLATEHATE APOMOTPONHKM edeKTH Ha nekaperBata. [IpenopsyBa ce HUCKa HAYANHA 1034 H BHEMATEIHO
THTPHpaHe Ha J03aTa 0 JOCTHIaHE Ha TEpalleBTHYEH OTTOBOP,

. Ilpu neuenne ¢ arenonon e Heo6X0AMMO CHCTEMHO NPOCIIE/IBAHE HA MYJICA — B OKOH He TpAGBa na
ce 3abapa nox 50-55 ya/mun. B cayyait Ha nogBa Ha pU3HALIA Ha GpaITMkapIus 03aTa Ha aTEHONON TPSORA
A ce IOHHKH.

. Ipu naunentn ¢ AV Gnok I crenen neuenuero ¢ Geta-GrokepH Tpabsa aa ce FPOBEKAA ¢ BHEMaHUE
NOpajiH HaTHYHKHA OTPULIATEIEH JPOMOTPOTIEH edeKT.
. Bera-6iokepure Morar ja yenu4at 6post M IPOABDKUTENHOCTTA Ha CTEHOKAPIHHTE TIPHCTHIM NPH

MaLUMEHTH ¢ aHTHHA Ha Prinzmetal. ATenonon, kaTo kapaHoceNeKTHBEH GeTa-6n0kep, MOXKeE J1a ce npuara
H3IKMIOYHTCIHO BHUMATEIHO B TAKHBR CiayHan.

. ATeHONON, KaTo KapHMOCENEKTHBEH OeTa-0loKep, MOKE Jia Ce TIPHIIAra IPH [IAIMEHTH C TI0-IEKH
HapyIIEHNS HA epu()epHaTa apTEPHATHA MPKY/IALAs ClE NPELEHKA HA ChOTHOLIEHMETO [HOJ13a/pUCK.
. llpunoxenuero na Gera-Gnokepu 3a neueHne Ha apTEPUAIHA XHIIEPTOHHS TIPH NALHEHTH C JIEKyBaH

(heoXpoMOLMTOM TpAGBa 2 ce H3BBPILBA MO CTPOT JIEKAPCKH KOHTPO HA APTEPHATHOTO HATAraHe, 32€/IHO
¢ anda-6iaokep.

. AteHonon TpaGea a ce Mpuiara ¢ BHHMaHue nipu 5oHu ot nuaber, Bera-6iokeprTe Morar aa
MACKHPAT HAKOH CHMIITOMH Ha XHUTIOTJTHKEMH S (TEXHKEPJIHH, HINOTABRAHE, BUEHE HA CBHT) H 04 3dTpYOHAT
TOYHOTO JO3HpaHe Ha aHTHIHAGCTHUTE CpeacTBa.

. ATEHOON MOXKE Ja 3aMacK1pa ChpJCHHHTE CUMITTOMH (TaXHKAPIKA) Ha THPEOTOKCHKO3A.

L] an NalHEHTH C JAHHH 34 TEXKKH P€aKlMi Ha CBPBXYYBCTBHTEIIHOCT KbM Pa3IHYHH ANICPICHH B
aHaMHE3aTa, € HEOOXOIMMO CTPOTO NIPEUEHSBAHe HA HHIHKALIAKTE NPH JIeYeHUE ¢ aTeHorom. TIponyKTsT
MO3€ /1a TIOBMILIH 9YBCTRUTEITHOCTTA KBM ANIEPreHd H TEXECTTa Ha aHADHIAKTUYHHTE PEAKIIUH,

. Kapanocenexrusnure 6etal-Gnokepn oxassar no-cnab edexr pnpxy Genoapobuara dyHKIHA OT
HECETCKTHBHUTC OeTa-0Il0KepH, HO KATO IANMO BCHYUKH GeTa-GliokepH TpaGpa Ja ce M3GATBaT IPU NAWEHTH ¢
obpatumu obcTpykruBHu Gesoapobuu 3a6014BaHMA, OCBEH KOraTO Ca HATHMUE HANEKALLH KIHHHHE
nprdMkv 32 Taxuara ynorpeGa. Koraro taxasa nipuunHa chiiectsysa, ATeHonon CodapMma ce Npunara c
BHUManue. [Ionskora npu ynoTpeba Ha aTEeHONON NPy NAUHEHTH C ACTM2 & BE3MOKHO Aa ce Habmoaasa
JICKO MOBHINCHA PE3UCTEHTHOCT Ha IUXATE/IHHTE MTLTHINA, KOATO € 00paTHMa MpH Y€CTO M3NOA3BAHUTE J103H
Ha OpPOHX0AWAATATOPH KaTOo canbyTaMon H K3OTPEHATHH.

. punara ce ¢ BHMMaHHe IPK NALMEHTH C GCOPHAIKC, TIOPATH BEIMOXKHO oboctpsaHe Ha 2abonaBanero.
Tosu siexapeTBeH NPOAYKT ChABPKE MIEHHYHO HUmecTe, Hlonxonsm e 32 Xopa ¢ HbONHAKHA (rmyTenora
enreponatis). [auuenTy ¢ aneprus KeMm mueHuya (pasnHYHA OT LLONUAKHMA) HEe TPAGBA [a B3eMaT TO3U
MPOAYKT.

. Topanu Hanupe Ha J1aKTO32 B CBCTABA HA JICKAPCTBCHHS TIPOIYKT, MAUMEHTH C PEIIKI HACITEICTBEHN
npo6ieMH Ha ralakTo3Ha HemoHocHMocT, Lapp nakraszen AeDULMT WK IMIIOKO30-TANIAKTO3HA ManabcopOuus
He TpAGBA 1a [IPHEMAT TORA JICKAPCTBO.

4.5  BsaumoneficTBHe ¢ APYTH JeKAPCTBEHA GPOTYKTH | Apyrh GOpMH HA B3an

AHTHAPUTMHYHM APOAYKTH. IIpH €HOBPEMEHHO JieueHHe ¢ AHTHAPHTMHYHY JieKap
fipokauHamMKn, Ausonupamun), kiac [ (amuonapon) u aTeHoNON CHLICCTBYBA PHC
KapAHOEIPECHBHHUTE HM e(eKTH.



Aururanicosy raukosuay. KOMGHHHPAHOTO MPHIIAraHE ¢ ATEHONON MOWKE /13 JOBEIe Ao Gpagukapams u
ChpaeteH 610K, NOPaau KOSTO e HIMCKBA ENeKTPOKAPIHOTPadiCKo MOHHTOpHpaHe.

Kaminesr anraronncty. ETHOBPEMEHHOTO IPHIIOKEHHE HA ATEHONOJ H KATLHEBH aHTAFOHHCTH C
OTPHUATE/ICH HHUTPONEH edeKT, KATO BEpanaMil U THMITTHA2EM, MOXKe 2 IOBE/IE 0 HapyIIeHHs Ha
CHHYCONPENCHPAHATA U ATPHOBCHTPUKYIAPHATA IPOBOIMMOCT (3ackinieH Gpanukapaen edexr, anpKaim ce Ha
3[MTHBHH €)eKTH BLPXY KOHTPAKTHIHTETE H POBOJHMOCTTA). TpH HeoOXOAUMOCT OT HHTPABEHO3HO
NMPUNOKEHAC HA ATCHOION WK KaNHEeB aHTaroHKCT, TOBa MOKe ja cTasa 48 yaca chen mpeycraHoBen
OpHeM Ha APYTHA NPORYyKT.

EnHoBpeMeHHOTO NeyeHHe ¢ AUXMIPONMPUAMHH, HALD. HudeaUIHMH, MOXE na YBEIHYH PUCKA OT
XHIIOTEH3NA K 12 A0BEE A0 NpOSBa Ha JATEHTHA ChpICYHA HEAOCTATHYHOCT,

CuMnatikomumerniy. CHMIATHKOMUMETHIIH, KATO a5PEHATHH, MOTaT 14 TIpOTHBO/ICHCTRAT Ha ediekTa Ha
Geta-B1okepHTE NPU ¢IHOBPEMEHHO MPHIOXKEHHE.

ANIPeHOMHUMETHLM. ATEHOMOJ! & KOHKYPEHTEH HHXHOHTOD Ha OeTa-anpeHOMUMETHLIMTE U MOXe 1a
@HTArOHW3Hpa TEXHUTE ChpAeHM (NOCYTAMMH, NOMTAMHH, H3OTIPOTEPEHON) H, PECIIEKTHBHO,
Oponxoaunarupamy (canbyramon) ecektu.

CpeqIcTRa, H3UEPIBAIM KATEXONAMKHOBHTE Jenia. EHOBPEMEHHOTO MPHIOIKEHHE HA ATEHONON 1 CpencTea,
HIUEPIBALIY KATEXOIAMUHOBHTE JeTa, MOKE J1a IORE/e 10 MPOABH Ha XHIIOTOHMS WK GpaguKkapaus,
BEPTUTO H CHHKOII, OPAJH BE3MOKEH aHTHBEH e(eKT.

WHcynue v opanty anTuaHaGeTHH pofykTH. [TpH ¢IHOBPEMEHHOTO UM TIPHIKEHHE ¢ aTEHOION MOXKE 14
ce HaﬁﬂlOHaBa NPOOBITAKATCIIHA XHUITOINITHKEM KA, MaCKHpaHe Had CHMIITOMHTE Ha XHITOTMHKEMMATA
(M3noTsBaHE, TPEMOP, CHPACUHO-CHIOBH IPOABH) U 3aCHIRAHE eIEKTHTE HA AHTHIHAGETHITE JIEKapCTBa.
HCTIBC. AuTuxmnepreH3usHuaT edexT Ha aTeHOION MoxXe 7a OBae otciaben HpH EAHOBPEMEHHO
npunarane ¢ HCITIBC, koeTo ce b/ku Ha HHXMGUpaHe HA PEHAIHATA CHHTE3A HA IPOCTArTAHINHHTE H
3aAPbAKA Ha TEHHOCTH K HATpHEBH I?IDHH, TNpHSMHHEHH OT THX,

Knonumun. Tlpn eAROBpEMEHHO MPHIOKEHHE ATEHOION MOYKE T3 3C HITH CHHIPOMA Ha OTHEMAHE Ha
KJIOHHIHMH, TIOPaaH KOETO ERHOBPEMEHHATA UM YIIOTpe6a He ce MpenopbyBa. AKo Ce poBe:Kaa
CAHOBPEMCHHO NeHeHUE C ABATA MPOAYKTA, GeTa-GNOKepBT Ce NpeyCTaHOBABA HAKOIKO AHH ey
TIPEKPATABAHETO HA KIOHW/IMH. AKO KIIOHHIHH ce 3aMeHa ¢ Geta-Giokep, BbBeX1aHeTO Ha GeTta-Giiokepa
TPAGBA A4 3aN0YHE HAKONKO AHM CJISJ CHPAHETO HA KIOHHIHH.

3a paznuka ot ApyrH GeTa-6roKepH, aTEHONON He MOLIEHKH Ha MHTEH3UBEH 4epHOApodeH MeTaboIM3LM, HO
BBIPEKH TOBA HE CE [IPENIOPBHBA EAHOBPEMEHHOTO My IPUIOXKEHHE C EHIUMHU UHXUBUMOPHU U UHOYKMOPH.
EH3uMHENTE HHXHGHTOPH MOTAT J1a yCHIIAT edeKTa Ha aTEHOTION T10paIH yBEJIHUEHATa My KOHLIEHTpaLKs B
Tna3mMara, a eH3UMHHTE HHAYKTOPH - 1a HAMAIAT AHTHXUIIEPTCH3HBHHS eheKT Ha MPOgYKTA.

AnecteTuny. OO1LHTe aHECTETHLIY 3aCHITBAT AHTHXHIICPTCH3MBHHA edext Ha aTeHonon. Heobxomumo e ma
Ce MIBMPAT aHECTETMLM € BR3MOXKHO HAl-MATKa OTPHIIATETHA MHOTPOITHA aKTHBHOCT.

Ha e ce ynotpe6aBa eqHOBPEMEHHO ¢ AHECTETHLIH, KOMTO OKA3BAT KapanoJenpecuseH edexr (Hanp.
Xanora”).

ATenonon noTeHUMpa W NPOJICHIHpa ASHCTEHETO Ha HEOENOASPUIUPAUU HEBPOMYCKYIHU PERAKCAHIML,

4.6 Deprnaurer, GpeMennocT U KnpMeHe

Ilpunoxennero Ha aTeHOMON O BpeMe Ha GpeMEHHOCT, 0cobeHo npe3 [ u [T TpumecTsbp, € cebpzano ¢
TOBMILIEH PHUCK OT YBPEXKIAHE HA MUIOAA, HHTPay TEPHHHA CMBLPT M IIPEKACBPEMEHHO PAXAAHE BCIIEACTBHE
NOHWKEHA MUTaLiEHTapHa Nepdy3us. ATEHONON Ce MPHIIArA CaMo B C/lyYanTe, KOTaTO NoaTa 3a Malikarta
[IPEBHINARA BBIMOXKHUA PHCK 3a IU104a. [IpuemaneTo Ha aTeHONOM OT BpeMEHHH JKEHM 32 IeYeHHe Ha Jeka
/10 yMEpeHA XUIICPTEHINA CE CBBLP3BA C HHTPAYTEPHHHO 3a5aBaHe Ha pacTexKa.

ATeHOJI0N € pUiaraH 1104 CTPOro HaGNIOAEHNE 38 NeueHHe Ha XHUMNEPTEH3HA TPE3 TPETOTO TPHMECCUHE.
AKO € NMPOBEXKAAHO JIEYEHHUE C ATEHOJION HA KEHH B KbCHA GpemeHHOCT, HOBOpPOIEHOTO TpsOra na Obae
HabMOaBaHO HAKONKO JHM CJTE/] PAYKIAHETO TIOpajH Bh3MOXHATA 110SBA HA HEKEIAHA SPEKTH
(6panuxapaus, XUIOTOHHS).

ATEHOJION NpeMHHABa B KbPMATA, IOPAIK KOETO NPH HEOOXOMIMMOCT OT JICUCHHE Ha Malika
TpAGBa Ja ce MpeyCcTaHOBH, OPAAM PHCK OT M0SBA HA XMIOTTHKEMHS U Opaaukapaus

4.7 EdexTn BLpXy cnocoHocTTa 32 modupade H padora ¢ MAMIAHA



B uskmiountenno peaxu cayvan Arenonon Codapama Moxe 1a NPeNy3BHKA CHMITOMATHYHA XUIIOTOHHS U
Opamuxapaus. IIpenopLusa ce MOBHUIEHO BHUMAHHE MPH MOGHPAHE H paboTa ¢ Maunu, ocobeHo B
HaYa/IO0TO HA JIEHEHHETO.

4.8 Hexenann jieKapcTBeHU peaknan

HexenaHuTe NiekapcTBeHH peakumy ca KIacHgHIMPaHN 10 4eCTOTA H N0 CUCTeMa oprau-wiac. Yectorara no
MedDRA otroraps Ha: MHOFO yects (= 1/10), yectu (= 1/100 & <1/10), HevecT (= 1/1 000 u <1/ 100},
peakn (= 1/10 000 1 <1/1 000) u MHoro penkw (<1/10 000), ¢ Hew3BeCTHA YeCTOTa (OT HANMYHMTE NAHHH HE
MoJke na Oble HanpaeeHa OLIEHKa).

llo-4ecTo cpemanuTe HexeTaHH NEKAPCTRCHH peakLuy NpH ynoTpeGaTa Ha aTeHONON ¢e AbIKAT Ha
thapMakoorHuHOTO My Aekicteue. Te ca NpeIHMHO TIPEXOIHH M MHOTO PAKO W3HCKBAT MPEKpAaTABAHE Ha
JEYCHHCTO.

HapylieHHs Ha KphETa ¥ IHMQHATA CHCTEMA

Penxn — mypmypa, TpomMGouHTONEHHS.

TeuxuuyHH HAPYINEHHS

Heuectu — Hapyenue Ha cbHs, XapakTepno 3a 6Geta-Gnokepure;

Penku — npoMsHa Ha HACTPOCHHETO, KOMIMapH, KOHOY3HH, NCHXO3H H XATIOUHHALINAMY,

Hapyinenus Ha HepBHaTa cHCTeMa

Penku — puenie Ha cBAT, r1aBobonue, NapecTe3n .

Hapyinennd na ounte
Pejku — HapylueHus B 3peHHeTO, CYX0Ta B OYMTE.

ChpagyHH HapyHmeHH

Yectn — Gpaaukapams,

Penxn — cepaeuna HegocTarsuHoCT, AV 6NOK,
CpaoBy Hapyurenus

YecTr — CTYJCHH KpaiHuwm;

Pe/ikn — mocTypaiiia XUnoTeH3us, KOATO MOXKE J1a Ce IPUApYXKara Che cHHKomn, claudicatio intermitens,
teHoMen Ha Raynaud.

PecnupaTOpHH, IPLAHY H MENHACTHHAIHY HAPYIIICHUS

Peakn — Gporxocmasem moxe J1a ce HaGMIOAaBa MPH NAUMEHTH ¢ GPOHXHANHA ACTMA MIH AHAMHE3A 32
ACTMATHYHH OILTaKBAHHA.

CToMaliHO-UpeBHH HapylIieHUs

HecTH — racTpOHHTECTHHANHY HApPYLIEHUS;

Penku — cyxora B ycrara.

XenaroSUnMapHH HapylIeHKs

HeuecTH — MOBHLICHH CTORHOCTH HA TPAHCAMHHAZHTE,

Peiku — XenaToTokCHYHOCT, BK1. HHTpaXenaraiHa Xonecrasa.

Hapyviuenus Ha k0xaTa ¥ NoqKOKHATA ThKaH

Peqku — anoneuus, yprukaphi, ncopuasonoober oSpie WK 060CTPsHE Ha TICOPHA3NC,

C Heu3BeCTHA YECTOTA — PeaKIMK Ha CBPBXHYBCTBHTEIHOCT, BKJI. aHTHOEAEM 1 YPTHKAPHS.

Hapyuienns Ha Bb3NPOH3BOMTENHATA CHCTEMA H MhpaaTa

Peakn — HMIOTERTHOCT.

O6mn HapyineHus ¥ edeKTH Ha MACTOTO HA ITPHIOKEHHE

Yeeru — ymopa.

Hzcrenpanusg

MHoro peaku — oGpasypare Ha aHTHHyKIeaPHH anTHTena (ANA); KIIHHHYHATA 3HAYMMOCT Ha TA3H HAXO/IKA
HE € ACHA.

B cryuaid, 4e mauueHTT ce MOBNMABA 37IC M MMA HAKOS OT FOPEHOCOYEHHTE peaxuuH, e HeoOx0aHo Ja ce
oOMHC/IH npeKpaTaBaHe Ha JICYSHHETO C ATCHONION.

4.9 Ilpegozupaue

Crumrromu: Hali-4ecTire cMITOME OpH NpeaosHpase ca BpaJHKapansd, XHIOTEH3
HEJIOCTATBUHOCT, OPOHXOCTIATBM.




Jleuerue: npH NpeI03KpPaHe TepanuATa C aTEHOMON CE NPEKPaTSBA. I[NpeanpuemMar ce o6y Mepku 3a
OTCTpaHABaHe Ha HEPE30POHUPAHOTO KOHYECTRO OT JIEKAPCTBEHMA IPOLYKT. ATEHOIONA MOXKe Aa Ohie
OTCTPAaHEH OT KPBBOOOPAILEHHETO Ype3 XeMOMATH3A WK XeMmoniepdysua. [IpH HeoGxoauMoeT ce
Ha3HAYABAT C/IEAHHTE CUMITTOMATHYHH CPEACTBA:

- Tipu Gpagukapans — 1-2 mg aTPONHH UHTPABEHO3HO K/IWTH ChpAcueH neHcMeiknp. [pu
HEoGXO0AMMOCT MOXe 1a ¢e 106aBH Goyc nmkekTHpaHe Ha 10 Mg rMIOKarOH HHTPABEHO3HO, Thid KaTo Toi
IIPHTEXKABA MONMKHUTE/ICH HHOTPOTICH M HE3HAYHMTENCH XPOHOTPONIEH epeKT. AKO CE Hanara TOBa MOXKE /3 Ce
TIOBTOPH /M /ia Ce MOCNENBA OT BEHO3HA HH(y3ua Ha rmokaroH 1-10 mg/h B 3aBHcHMoCT oT OTroBOpa. B
ciyuaH, ve NAUHCHTHT HE OTTOBAPS HA [VIIOKATOH WIM HAMA HATHYCH TAKLB, MOYKE /1A ce npuiIoxkH OGera-
aapeHoCTUMynaTop Karo ao6yramun 2,5 go 10 micrograms/kg/min.

- JloGyTamue npHTeXaBa MONOKHTEICH HHOTPOTIEH eEKT M MO3KE /12 Ce M3MON3Ra 33 MOBIHABAHE Ha
XHMOTEHINATA W CBPIEHHATA HEAOCTATEYHOCT. BB3MOXKHO € NP CHITHO NPEAO3HPAHE TE3M J03H A06YTaMUH
Aa HE Ca J0CTaThYHH 32 PEBEPCHA HA ChpcUHMTE ediekTn Ha GeTa-Griokanarta. Jlosarta ce NoOBMILABA B
3aBMCHMOCT OT KIMHUYHOTO CECTOSHME HA NANKEHTa [0 JOCTHTaHe HA HEOGXO/IMMHS OTrOBOp.

- npu cbpaeveH 6nok (11-pa i I1i-1a cTenen) - M30MPEHATMH HIH TPAHCBEHO3EH ChpaeueH
neAcMefkbp.

- NpH XHINOTEH3HSA — ANPCHAIMH, JONAMHH, 106yTaMHH.

- Tpu 6POHXOCTA3BM - TEODUNHH M GETaz-aTOHUCTH.

S. ®APMAKOJIOTHYHH CBOMCTBA
5.1 ®apmakoauHaMHYHH cBoiicTBa
PapmakoTepanesTHuHa rpyna: bera-6nokepn, cenexrueun, ATC koa: CO7A B03

ATeHOIION € KapAuoceneKTHBeH Geta-afpeHeprayeH 6nokep, 63 BBTPEIIHA CHMITATUKOMUMETHYHA
aKTHBHOCT H MeMOpaHocTabHIH3MpALLo AEHCTRIE.

B TepanesTiuny 1031 NOBNIMABA XPOHOTPOTHHTE, HHOTPOITHHTE M ApOMOTPONHHUTE eheKTH Ha ChpaeuHaTa
CHMIIaTHKYCOBA CTUMYJIals. B cheTosHue Ha mokoif HMa cnab edext BupXy ChpaEvHATa YeCTOTa U
MHHYTHHS Chp/ieueH 00eM i NIEKO CHIKaBa apTepHalHOTO Handrane. MHOro no-uspaseny ca eeKTHTE My
BBPXY CLpACHHATA YECTOTA M ChPACHHHA 1COUT NpH PHIMUECKH YCUITHS K IPH JIPYTH YCAOBHS, BOJEIH [0
TIOBHINCH CHMNIATHKOB TOHyC. HamansABa KOHTpaKTUINTETa HA MHOKAPAR, T.€. yNpaskHsRa OTPHUATCIIEH
HHOTPONEH eexT. ChpACHHUAT AeOHT Ce HAMANIABRA 10/ BIMSHHE Ha ATCHOJOJ.

Iorncka 6u6peunaTa peHHHOBA CeKPELIMA K TOBA MY JeiiCTBHe HIrpac BOKHA PONA B MEXaHH3MUTE Ha
AHTHXHTIEPTEH3HBHHA MY eeKT.

5.2 @apmaxkoKHHETHYIHH cRO¥icTBa

Pe3opbuus: ITpu nepopainto npunoeHHe aTeHo101 ce pe3opGHpa 66p30, HO HerrbHO. [TpuGIH3HTEHO 40-
50% ot npueTara /io3a ce pezopGHpa B raCTPOMHTECTHHATHHA TPAkT. MakCHMAITHATA [UIa3MeHa
KOHICHTpauua ce JocThra cnen 2-4 yaca. KOHUeHTpal[MHTe B KPBBTA ¢4 [IOCTOAHHH | ¢1a60 BapHpAT.
Pasnpenenchue:

ObeMbT Ha paznpenencHue e okono 75 1/1,73 m?. C nnasmenure Senroum ce cEBp3Ba B 6-16%. llopagu
c1abata cH JIHITHAOPA3ITBOPUMOCT CE PASIIPENIENS B HE3HAUHTENHA CTEIEH B TBKAHWTE, KOHLIEHTPALIMATA MY B
MO3bYHATA ThKaH ¢ He3HauuTenHa. Exckpethpa ce B kppMara.

Merabonuszbm:

He3snaunrenna uacT ce meraGonusmpa B yeptua apos. 90% ot pe30pOHpPaHOTO KOMYECTRO AOCTHIA
HEIIPOMEHEHO A0 CHCTEMHOTO KphBooOpalileH e,

Ekckpeuus:

Exckpernpa ce rnaeso ¢ ypunara. Bpemeto Ha mosy:xHBoT € 0k0no 6 4aca, HO MOKE 114 C
6B0peunu yspexaanus.

3.3 IlpeaxknHHHYHRA JaHHHA 32 Ge30n0aCHOCT



HexnvHuunuTe Naknn He moka3saT 0cobeH puck 3a xopa Ha 6a3aTa Ha KOHBEHIHOHATHHTE

(hapmaxonOrHiHA M3NUTBaHUA 33 6E30MACHOCT, TOKCHHHOCT PY MHOTOKPATHO [pHJIarase, TEHOTOKCHYHOCT,

KapUMHOTCHEH MOTEHIMATN, PEMPOTYKTHBHA TOKCHYHOCT i TOKCHYHOCT 3a Pa3BUTHETO.

6. ®APMAIEBTHYHHA JAHHH

6.1 CuoAchK HR HOMOIIHETE BeMECTBA

Dunmupanu tabnerku 25 mg
Tabremno aopo:

HATPHER HHIICCTEH [TIMKOMIAT;
JIAKTO03a MOHOXH/IAT;

AKETATHH,

NIIEHWYHO HAIUCCTE,

TasukK;

Le1y 1033, MAKPOKPHCTATHA;

CHIHLHEB JHOKCHA, KOMOHIeH Oelponet;

MAarHe3HEB CTeapar.

DPurnoso noxpumue:

Omnanpait 11 xcbnt 32F220026 (HPMC2910/xunpomenosa 6¢P (E464);
TUTaHOB Auokcua (E171);

JKEene3eH okcun, xwir (E172);

JIaKTO3a MOHOXMIPAT,

smaxporoi’PEG (E1521)).

dunmapany rabnerku 50 mg
Tabnemrno adpo:

HATpHEB HHUIIECTEH IIIMKONIAT,
JIAKTO3a MOHOXHJIPAT;
HCIATHH;

MIIEHHYMHO HHLICCTE;

TAJIK;

LENYII03a, MUKPOKPHCTAIIHE,
CHUIMIIMER JHOKCHI, KONOHASH DE3BOEH;
MarHe3HeB CTeapar.

Dumoso noxkpumue;

Onaapait H 6s1 32F180001 (HPMC2910/xunpomenosa 15 mPas (E464);

TuTaHoB Avokcua (E171);

J1aKT032 MOHOXMJIPAT;

makporos/PEG (E1521)).

6.2 HecsBmecTHMOCTH

He ca uzsectu.

6.3 Cpok Ha roanoct

3 (Tp) rOOHHH.

6.4 CnennajaHs yc10BHY Ha ChXpaHeHHe

Ha ce cvxpansasa nog 25°C.

6.5 Jlannd 33 onakoBKaTAa




Dunmupany Tabnetky 25 mg - 10 dunMupann Tabnetku B SnHcTep 0T TBLPAC, ezLBeTHO, npo3payHo
PVC/aaymunmeso donmo, o 3 Gnucrepa B KapToOHEHa KyTHS, 38€AHO C THCTOBKA.
Dunmupany Tabrerku 50 mg - 10 dunmupany Tablerky B GnmeTep 0T TBHPAO, Ge3mBeTHO, IPO3paUHO
PVC/anymunmeso donmo, no 3 6aucrepa B KapTOHEHA KyTHA, 3a€/(HO C JIHCTOBKA.

6.6 Cnenuaiun EpeANa3HA MEPKH NPW B3XBLP/IaHe n paboTa

Hama crieliHanuy M3HCKBaHHA.

Hen3noneaHusT npoyxT unM OTNagbuHHTE MaTEpPUANy OT Hero TpAGBa Ja ce M3XBBPIAT B CHOTBETCTBHE C
MECTHHTE H3HCKBAHM.

7. IPHTEKATEJI HA PAZPEILIEHUETO 3A YIIOTPEEA

CODAPMA A]]

yi. Hneencko moce 16, 1220 Codun, Brirapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEEA

@unmupans Tabnerks 25 mg — Per Ne 20020496

®unmupany TabreTku 50 mg — Per Ne 20010010

9. JXATA HA ITbPBO PASPEHIABAHE/MIOHOBABAHE HA PASPEIIEHMUETO 3A
YIIOTPEGA
Jlara Ha nbpBO paszpemnagane: 18.06.2002 (25 mg dpuamupan TabaeTku)

02.01.2001 (50 mg ¢uimupann TabneTku)

Jata na nocneaHo nogHOBABAHE: 05.09.2007 (25 mg punmupanu Tabretiu)
20.06.2011 (50 mg ¢punmupans TabneTku)
10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Anpun, 2022




