JIMCTOBKA



JIncroBka: nupopmanus 3a nanHeHTa

Ko-Po3Bepa 5 mg/10 mg ¢puamupanu rad/ieTkH
Ko-Po3sepa 10 mg/10 mg puamupann tadieTkH
Ko-Po3sepa 15 mg/10 mg puimupann tadjeTkH
Ko-Po3Bepa 20 mg/10 mg puimupanun TadieTKu
Ko-Po3Bepa 30 mg/10 mg puamupanun tad/1eTkH
Ko-Po3Bepa 40 mg/10 mg ¢puamupann tad/1eTkn
pO3yBacCTaTHH/€3€THMHO

Co-Roswera S mg/10 mg film-coated tablets
Co-Roswera 10 mg/10 mg film-coated tablets
Co-Roswera 15 mg/10 mg film-coated tablets
Co-Roswera 20 mg/10 mg film-coated tablets
Co-Roswera 30 mg/10 mg film-coated tablets
Co-Roswera 40 mg/10 mg film-coated tablets
rosuvastatin/ezetimibe

[IpoueTeTe BHHMATE/IHO UNAJIATA JIHCTOBKA, MPEIH 1A 3aM04HeTe 1a NPHeMATe TOBA JIEKAPCTBO,
Thil KATO TH ChbAbPKA BaXKHa 32 Bac nudpopmanus.

- 3anasere Ta3M JIMCTOBKA. MOXKe /1a c€ HaJIOXKH 11a A MPO4YeTeTe OTHOBO.

- AKO UMaTe HAKaKBH AOMBJIHUTE/IHH BbIIPOCH, nonuTaiTe Bawuus sekap uau ¢papmauesr.

- Toga niekapcTBO € npeanycaHo JM4HO Ha Bac. He ro npeorcrenBaiTe Ha Apyru xopa. To moxe

Jla UM HaBpe/M, HE3aBUCHUMO Y€ NMPU3HALIMTE HA TAXHOTO 3a00JIsiBaHe ca ChlIMTe KaTto Bawure.
- AKO NoJIly4YuTe HAKAKBH HEXKEJAHW peakUuH, yBeaomere Bawuus nekap wiu papmauest. ToBa
BKJIIOYBA U BCUUKH Bb3MOXXHH HEXEJIaHU peaKLU1, HEONMUCAaHU B Ta3M JIMCTOBKA. BuxTe
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2. Kakso TpsabBa na 3Haete, npeau na npuemere Ko-Po3sepa 20(900 H[ !SA)(M L] 20250 3&(./
3.  Kak na npuemare Ko-Po3sepa Pez. Ne ¢ 22 Bl Srosateion

4. BBb3MOXHH HEXEIaHW peakLuH i MtSBa@
5.  Kak na cexpansasate Ko-Po3sepa o OGIY - X5, 14 -04- 2028 !

6. Cbhabp)KaHUE Ha ONAKOBKATA U JOMbJIHUTEIHA HHPOpMaLUA ' | |

1. Kakso npeacrasissa Ko-Po3sepa n 3a kakBo ce H310.13Ba

Ko-Po3Bepa cbabpxa ABe pa3/iM4HA aKTUBHU BELLECTBA. EJHOTO OT aKTUBHUTE BELLUECTBA €
pPO3yBAaCTaTHH, KOWTO MPHHAJIEKH KbM rpyrara Ha Taka Hape4Ye€HUTE CTaTUHHU, APYIrOTO aKTHBHO
BELLEeCTBO € €3eTUMHO.

Ko-Po3Bepa noHukxaBa HUBaTa Ha 00K XoaecTepoll, ,Jowusa’” xonectepos (LDL-xonecrepon) u
MAaCTHHUTE BELUIECTBA, HAPEUYECHU TPUITTULEPHIH, B KpbBTa. B nonbiHeHue, Ko-Po3sepa nosuiuasa
HUBaTa Ha ,,100pus” xosecrepos (HDL-xonecrepon). HDL-xonecrepoabT yectTo ce Hapuya ,,100bp”
XO0JIECTEPOJI, 3aLLOTO MoMara jia ce rnpeAoTBpaTH HAaTPYINBAHETO HA JIOLIHUSA XOJIECTEPOSI B apTEPUHUTE U
npeanas3sa OT CbpACYHH 3a00J19BaHHUA.

Ko-Po3Bepa aercTsa 3a HaMasisBaHe Ha XOJIECTEPOJIa M0 /1BA HAYMHA: HAMaJ1aBa XOJIeCTEpoIa,
abcopOMpaH B XpaHOCMHUJIATEIHUS TPAKT, KAKTO U XOJiecTeposa, odpa3yBaH OT caMUsl OpraH
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Ko-Po3Bepa ce u3no/3sa npy nauMeHTH, KOWTO HE MOraT Ja KOHTPOJIMpAaT HUBATA CH Ha /.

f s .-"3‘"'1- o ok
caMo 4pe3 AMEeTa 3a MOHUKABAHE Ha XoJiecTeposia. Bue TpsabBa na ocraHere Ha auerara #H..?;*E,f G Ry
MOHW)KABAHE HA XO0JIECTEPOJIa, JOKATO MPUEMATE TOBA JIEKAPCTBO. | & | SRt



Baiwuat nekap Moxe ga Bu npeanuwe Ko-Po3Bepa, ako Bede npueMare po3yBacTaTHH M €3eTHMMO B
ChUIHMTE 103HU.

Axo nmare cbpaeyHo 3abonsaeare, Ko-Po3sepa Hamanasa pucka OoT HH(pAPKT, HHCYT, ONepailta 3a
nogoOpsBaHe Ha NPHTOKA HA KPbB KbM CbPLETO WIK XOCMHUTAIH3ALMA Nopaay rpbaHa boka.

Ko-Po3sepa He Bu nomara na orcnabhere.

Tpabea pa npoab/rxkuTe aa npremate Ko-Polsepa, nopu ako ta Hamanu xonectepona Bu o
MpaBUAHOTO HUBO, ThH KaTO TH NPEXOTBPATABR HHBATA HA X0JIECTEPO.IA A4 Ce MOKAYAT OTHOBO U
aa ce oOpasyBaT MacTHH HaTpynBaHug. Tpabsa obaye aa 1 cnpere, ako Bawiuar nekap Bu xaxe ga ro
HanpaBuTe, KK ako 3abpemeHeeTe.

2. Kakso TpabBa ga 3naere, npean aa npuemMerte Ko-Po3sepa

He npaemaiite Ko-Po3pepa

- aKo CTe aneprudiy KbM po3yBacTaTHH/€3¢THMHO WNH KbM HAKOS OT OCTAHAIMTE CHCTABKH Ha
TOB& JIEKapCTBO (M30pOcHH B TOUKA 6),

- aKo cre OpeMeHHa WK KkbpMHTE. AKO 3a0peMeHeeTe No BpeMe Ha npuema Ha Ko-Possepa,
cipere 1a 1 npHeMaTe He3abaBHO H yBeaoMeTe Bamus aexap. Xenure tpabea na u3darear
3aDpeMeHsBaHe no BpeMe Ha fpHema Ha Ko-Po3sepa upes v3nonzsane Ha noaxoasiya
KOHTpaLenLuMms.

- ako uMarte yepHoapobHo 3abonssane,

- aKO UMaTe TEXKH OnOpeyHHn npobnemu,

- aKO HMarte NnosTapsila ce Win HeobAacHHMA MycKynHa BonesHeHocT uiu OONKH,

- aKO NMPHEMATE JeKapCTBEH NPOAYKT ¢ (PUKCUPAHH A03U ChC
cogocOyBHp/BeNnaTacBUp/BOKCHIANPEBHP (M3NON3BA C€ NPH BUPYCHA HHPEKLIUA HA YEPHUS
npob, HapedeHa xenatut C).

- aKO MPHEMATE NEKAPCTBO, HAPEUEHO LIHKIIOCTIOPHH (M3MOJI3BaHO, HATIPHMED, Cliel
TPAHCIIAAHTALMA Ha OPraHu).

AKO HAKOe oT H3bpoeHHUTE MO-rope ¢¢ OTHaca (WIH ce CbMHABATE, Y€ ce OTHaca) 3a Bac, moas,
BbPHETE C¢ H € KOHCYJITHpAlTe 0THOBO ¢ Balnsa Jgexap.

Ocsen TOBA, He npremaiiTe Ko-Po3sepa 30 mg/10 mg u 40 mg/10 mg (naii-BacoxknTe 1030):

- Axo nmare ymepeHu 0b0peunn npobnemu (ako ce cbmHaBare, nonutaite Bawus nekap).

- Ako wiHToBrAHaTa Bu xkne3a He QYHKUHOHHPA NPABHITHO.

- AKO CT¢ UMaNK NOBTapALLA C¢ MM HeODACHHUMA MYCKYJIHA DOne3HeHOCT K OONKH, JIHUHA UNH
(haMHITHA aHAMHE3a 33 MYCKY/AHH NpodsieMy, WK NpealecTBalla aHaMHEe3a 3a MYCKYJTHH
npoOneMy o BpeMe Ha NpHEM Ha APYry JIeKapCTea 3a NOHW)XXABaHE Ha XOJIeCTEPO.A.

- AKO peJOBHO MUETE MONEeMH KOJTHUYECTBA AJIKOXO.

- AKO CT€ OT a3MaTCKyU NPOHU3X0Jl (ANOHCKH, KUTAHCKH, (PHNHNUHCKU, BHETHAMCKH, KOPEHCKH U
UHAHHACKH ).

- AKO NpueMarte Apyru NE€KapCTea, HapeueHd gudpatu, 3a Aa NOHWKHTE XONECTEPOJIA CH.

- AKoO HAKOE OT U3DpoeHUTE NMO-rope ce oTHacA (WK Ce CbMHABATE, Y€ C€ OTHacA) 3a Bac, moJis,
cBbpXkeTe ce ¢ Bamus aexap.

IIpeaynpexxacHns U Npeanas’Hd MEPKH

[‘'oBOpeTe ¢ Bawmna nekap win gapmauesT, npeau aa npuemere Ko-Possepa.

- AKo uMmare npobnemu ¢ 6x6peuuTe.

- Ako umarte npobaemu ¢ uepaua Apob.

- AKO CTE€ HMTH NOBTapALLA CE WK HEODACHMMA MYCKynHa HonesHeHocT Wil 60
¢dhaMHIHA aHaMHE3a 32 MYCKYJTHH NMpo0/IeMH, WIH NpefllecTBalla aHaMHE3a 3a




Ha Baiwuug nexap He3a6aBHO, ako nMaTe HeodACHHMaA MYCKYJTHA Boe3HeHOCT WK OonKH,
0cOOEHO aKOo Ce€ NOYYBCTBATE 1€ KNH HMaTe Tpecka. KaxeTe cbiio Ha Baus nekap unn
(apMaLICBT, aK0 HMATE NOCTOAHHA MYCKYJIHA cnabocT.

- AKO PEJOBHO IMTHETE rojIEMH KOJIHYECTBA allKOXOJ.

- AKO wiMTOBMAHATA BM #ie3a He PYHKUUOHHPA NPABUNHO.

- AKoO npuemare aApyru NeKapcTBa, HapedeHu ¢ubparu, 3a Aa NOHWXKHKTE XonecTeposia cH. Mona,
npoyeTeTe Ta3H NUCTOBKA BHHMATENHO, A0PH U Ja CTE NPUEMAJIH NPEAX TOBA APYTH JIeKapCcTRa
32 BUCOK XONECTEPOII.

- AKoO npuemare nekapcTea, u3nonssaHu 3a 6opba ¢ XUB-undekums, Hanp. putoHaBHp C
NONHHABUP W/KMNH aTazaHaBUp, MO, BUXKTe ,,JIpyru nekapctsa H Ko-Possepa™.

- AKO NpHEMAaTE WIH CTE NPHEMAH NPe3 NOCAECAHUTE 7 IHH JIEKAPCTBO, HApe4eHo dy3uaosa
KHcenHHa (iekapeTBo 3a OakTepHaiHa HHQEKLHA), TPE3 YCTATA KM UPE3 HHXEKTUPAHE.
KombunaunsTa ot ¢py3unoBa kucenuHa v Ko-Pospepa Moxe aa 1oBeae 10 CEpPHO3HH MYCKYJIHH
npobnemMu (pabaoMHon3a).

- Ako cTe Ha Bb3pacT Haa 70 roaunu (Thil kato Bawuuat nexkap Tpabsa na u3bepe npapuiHara,
noaxoaswa 3a Bac HayanHa no3a Ha Ko-Po3zeepa).

- AKO MMaTe TexKa AuxaresiHa HeIoCTaTbYHOCT.

- AKO CT€ OT a3MATCKH MPOU3XOA — T.€. AMOHCKK, KUTAHCKH, PHUIMIHHCKH, BHETHAMCKH,
KopeHcku U HHAMHACKU. BainuaT nekap TpsadBa aa u3depe npasuiiHaTa, noaxoasiua 3a Bac
HauanHa no3za Ha Ko-Pozsepa.

- AKO HAKOra CTe KMaJId TEXBK KOXKEH 00puB win OeneHe Ha KoXKaTa, MOABa Ha MEXYPH M/HITH
A3BM B YCTATA CJIeA NPHEM Ha PO3YBACTATHH WM ApYry NoaoOHH NekapcTea.

- AKO UMaTe Wi cTe UMalH MHacTeHHs (3adonseaHe, KOETO ce NposBABa ¢ 00l11ia MyCKYJ/IHA
c1abocCT, B HAKOH CllyYad BKJIIOYBALLA U MYCKYJIMTE, KOHTO Y4acTBAT NPH AULIAHETO), WK O4YHA
MHacTeHus (3adosispaHe, MPUYHHABALUO CJIADOCT HAa OYHHUA MYCKYI), Thil KATO CTATHHHUTE
NOHAKOra MOraT Aa Biaowar 3a00JIIBaHETO WM A3 A0BeAAT A0 NOABAa HA MUACTEHHA {BXK. TOHKA

4).

ﬂOKﬂTO CTC HA TOBA JICKapCTBO, Bawusar JACKaAp WEC Bu npociacisiBa BHUMATCIHO, aKO HMATC anader
HJIH CTC C PUCK OT pa3BHTHE HA nuader. BEPO&ITHD CTC H3JIOKCHH Ha DHCK OT PAa3BHTHC Ha ﬂHﬂﬁﬁT, adKO
HMAaTC BHCOKH HHBA Ha 3aXapH H Ma3dHHHH B KPbBTA CH, HMATC HAQHOPMCHO TEI/1I0 H BUCOKO KPBBHO
HaJIATaHC.

[Ipy Mmansk Opoi xopa CTATUHHTE MOraT Aa MOBNHAAT HAa YepHua Apob. ToBa ce ycTaHOBABA Upe3
NPOCTO H3CAEABAHE, KOETO ThPCH MOBHLIEHH HHBA Ha YepHOApoOHUTE eH3UMH B KpbBTa. [lopanu tasm
npuvrHa, Bamuat nexap 0OMKHOBEHO LUE H3BLPLUBA TOBA H3CAEABAHE Ha KPBLBTA (4epHOAPOOHO
(GhyHKUHOHANHO HU3CHEABaHE) NPEAH H O BpeMe Ha JedeHueTo ¢ Ko-Possepa.

[Ipn nedeHne ¢ pO3yBACTATHH CE CHOOIILERA 3a CEPHO3HU KOXKHH pEeaKLHUH, BKAIOUBALHHA CUHAPOM Ha
CtupbHC-JDKOHCBH U IEKAPCTBEHA PEaKUMI ¢ €03UHO(PHINA U cHcTeMHH cHMNTOMH (DRESS).
Cnpere ynorpebaTta Ha Ko-Po3sepa ¥ notbpcere He3abaBHO MEAHLIMHCKA NOMOLLL, aKO 3abenexure
HAKO# OT CHUMIITOMUTE, OTIMCAaHHW B TOUKA 4.

Jlena B 10HOUIA
Ynorpebara Ha Ko-Po3sepa He ce npenopbupa NpH Jela 4 KHOLIM Ha Bb3pacT noa 18 roguuu.

HApyrd gekapcersa 5 Ko-Possepa

HMudopmupaiite Bainusa nexap win ¢gapMaLeBT, aKO IPHEMATE, HACKOPO CTE NPUEMANTH WIH €

BB3MOXKHO J1a MPHEMaTe pyru N1eKapCTea.

YBeaomete Baluusa nekap, ako npueMaTe HAKOE OT CJICAHHUTE:

- LIHKJIOCTIOPHH (M3MON3BaH, HANPHUMED CNEl TPAHCIUIAHTALIMA HA OPraHu), .

- BapdapHH, KTONMKAOTrPeN WiK THKarpenop (Wil BCAKO APYro JEeKapCTRoO, Hanomnauo aa K
pa3spexaaHe Ha KpbBTa KaTo (eHNPOKYMOH, aleHOKyMapon uny GayuHauon), ' r Bk

- ¢bubpaTu (karo reMpubpo3nn, peHodHOpaT) WK BCAKO APYTro NEKAPCTBO, mnonanaﬂo 3a ) *
MOHHKABAHE HA XONecTepona (KaTo e3eTUMHO), CoE T T




- neKapcTsa NPOTHB JIOLLIO XPaHOCMMIaHe (M3MON3BAHM 3a HEYTPATH3HPAHE HA KUCCIMHHTE B
CTOMaxa),

- E€pUTPOMHUUH (AaHTHOHOTHK),

- MepopaiHi KOHTPALIENTHBH (MPOTHBO3a4aTbh4HH TabneTKH),

- XOpPMOHAJTHa 3aMECTHTE/IHA TEparus,

- peropadeHnb (M3N0J13BaH 3a NEUEHUE Ha paK),

- paponyTaMuz (M3MoOa3BaH 3a Je4CHUE Ha pak),

- KanMaTHHUO (M3MON3BaH 3a NCYEHHE Ha pak),

- ocTamMaTHHHO (M3MON3BaH 32 JIeYEHUE HAa HUCBK OpoH TpoMbOLUTH),

- pebykcocTaT (M3N0/13BaH 3a eueHHe W Npeana3BaHe OT BUCOKH HWBA HA MHKOYHA KHUCE/IHHA B
KpPbBTAa),

- TepudnyHoMua (H3M0J13BaH 3a JICUEHHE HA MHOXKECTBEHA CKJIEpO3a),

- neduryHoMmu (M3N013BaH 3a ieueHHe Ha PEBMATOUAEH apTPHT),

- HAKOE OT CJICAHUTE JIEKAPCTBA, H3MOA3BAHH 32 JieHeHUe Ha BUPYCHH HHEKLIHH, BKIIIOUHTETHO
XHB-undekuua win xenatur €, CAMOCTOATENHO WIH B KOMOMHaUuA (BHOKTE
T IpeaynpexXaAcHUA W NPEANa3HH MEPKHU ). PUTOHABHP, TONHHABUP, aTazaHaBHp, cOdocOyBRUp,
BOKCHNanpeBHp, oMOUTACBHp, NapHTanpeenp, AacabyBup, BeNnaTacBup, rpa3ornpeBup,
enbacBup, raekanpeBup, NHOpeHTaCBUP,

- poKcagyctar (M3Noa38aH 3a IeYeHHE Ha aHEMHA NPU NALUMEHTH C XPOHHUHO OBOpetHO
3a009BaHe),

- Taamuauc (U3MoN3BaH 3a JieueHHe Ha 3a00/1aBaHe, HAPEUYEHO TPAHCTHPETHHORA aMHJIOHA03a),

- XOJNECTUPAMHMH (JIEKAPCTBO 3a NOHHAKABAHE Ha XOJNECTEPOJIa), ThH KAaTO 3acAra HauKMHa Ha
AEHCTBHE Ha €3eTHMHO,

- MOMETOTHHUO (M3MON3BAH 3a JIEYEHUE HA MHETOohHUOpOo3a NPU BB3PACTHU C aHEMHA),

- ako TpaOBa na npuemare npes ycraTa (py3ua0Ba KMCe/IMHA 3a NleueHue Ha DaxrepranHa
HHDeKIHA, Uie TPIOBAa BPEMEHHO Ja NMPEyCTaHOBUTE NPHEMA HA TOBA IEKApCTBO. BaluMaT nexap
we Bu kaxe kora e bDezonacHo aa 3anouHete oTHOBO Ko-Po3sepa. [lpuemspT Ha Ko-Possepa ¢
¢dy31A0Ba KUCETHHA MOXE B PEAKH C/1y4ayu Aa KOBeAe A0 MYCKYyaHa ciaboct, 6one3sHeHOCT HIH
Oonka (pabnomMuonusza). Buxre noseue HHpopMallHgs OTHOCHO pabaOMHONIH3aTA B TOUKA 4.

Ko-Possepa Moxke na npoMeHd ePEeKTHTE Ha TE3H JIEKAPCTBA WK Te€ MOraT Aa NpOMEHAT ePeKTHTE Ha
Ko-Po3Bepa.

Ko-Po3Bepa ¢ xpana n HARHTKH
Moskete aa npremare Ko-Po3sepa cbe unu 6€3 xpana.

bpeMeHHOCT H KbpMEHE

He npuemaiite Ko-Po3sepa, ako ¢cre OpeMeHHa WK kbpmuTe, Ako 3adpeMeHeeTe no Bpeme Ha
npuemMa Ha Ko-Pozsepa, cnpere Aa 1 npremarte He3zabaBno v yseaomete Banna nekap. Xeuure
TpaOBa na u3barear sabpemeHaBane no Bpeme Ha npueMa Ha Ko-Po3eepa upe3 u3non3saHe Ha
NoaxoAsiila KOHTpaLCTILUA.

[TocuBeTBaiiTE ce ¢ Bawinsa nekap win ¢papmauesT npeau ynorpebara Ha KOETO U [1a € 1EKapCTBO.

lllogpupane n pabora ¢ MALIHHE

[loseueTo xopa MoraT aa WwodUpaT U Ja paboTAT ¢ MalKMHK, AokaTto npHemar Ko-Po3eepa - ToBa
HAMA A2 NOBAMAE HA CnOcOOHOCTTA UM 33 WogUpaHe U paboTa ¢ MaluMHK. Bbnpekd ToBa, HAKOU XOpa
C€ YYBCTBAT 3aMasHHU NO BpeMe Ha JeucHHeTo ¢ Ko-Po3Bepa. AKO ¢e YyBCcTBaTe 3aMasHH,
KOHCYJITHpaiTe ce ¢ Baluud nekap, npeau aa onurare aa woduparte uan paboTHTe ¢ MaLLIHHM.

Ko-Po3sepa chbabpka 1aKT03a H HATPHIEH / h; SLTTIN
7
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Ako BawusT nekap Bu e kazan, yue uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBBPXKETE C
npeay Aa NpHEMETE TOBA JIEKAPCTBO. ! /

Toea nekapcTBo CbaAbPka 110-Malko OoT | mmol HaTpuit (23 mg) Ha no3a, T.e. MOXe na ce l{ﬂ.}l{e, qf.: :

MPpaAKTHYCCKH HE CBbALPXKaA H&TPHH




3. Kaxk aa npremare Ko-Poisepa

BuHaru npuemaiite ToBa neKapcTBO TOYHO KakTo By e kazan BawusaTt nekap unu gapmauesr. AKo He
CTE CUTYPHH B Hello, nonuTaiTe Bawunsa nekap v dpapmauesT.

- [lpean aa 3anoukere acuenuneto ¢ Ko-Possepa, Tpabsa na cre Ha AWeTa 32 NOHWkKABAHE Ha
XOJIeCTEPOIA U Aa C€ IEKYBATE C PO3YBAaCTATHH H €3€TUMHMO B CbLUMTE A03U. TOBA JIEKapPCTBO HE

€ MOAXOJALLO 3a 3aNOUYBAHE HA JIEUEHME.
- TpaOea 2a ce npuABLPXKATE KbM AMETATA 3a NOHWIKABAHE HA XOJecTepona, Aokato npuemare Ko-

Pozsepa.

[TpenopbuutenHaTa no3a e eaHa tabnerka Ko-Po3Bepa Beanbx qHeBHO. MoXkeTe na 1 npuemare o
BCAKO BpEME Ha jeHs, ¢be WK Oe3 xpaHa. [lornbimaiiTe Besika Tabnerka uana, ¢ soaa. [lpuemaiire
NEKApPCTBOTO MO €AHO U ChiHO BpeMe, BCEKH AEH.

Ynorpeba npu agena 1 0HOMIH
Ko-Po3zsepa He TpadBa Aa ce H3MoN3B8a NP ACLA H FOHOLIH.

PenoBHH NPpOBEPKH HA X0J1eCTEPOJIa
BaxHoO e aa noceniansate Baiius JIEKAp 34 pCOOBHH MNPOBCPKH HA XOJICCTCPOJIa, 34 Aa CTE CHI'YPHH, 4e
XONeCTEPOIBT € NOCTHIrHAN K OCTaBa Ha NPABHITHOTO HUBO.

AKo cTe npHe,iH noBeve oT Heobxoaumara a03a Ko-Po3sepa

Cebpikere ce ¢ Bawuuna nexap wnu ¢ Hai-6au3kara O0MHMLA 3a CHBET.

AKko otuaere B HONHULA WITH Ce NEeKyBaTe 3a Apyro 3abondpaHe, KOKETE Ha MeAULIMHCKHA NepcoHan,
ye npuemare Ko-Pozsepa.

Axo cre nponmycuann Aa npaemere Ko-Poasepa
He ce npurecHaBaiiTe, npocTo 83eMeTe Clie/BalliaTa CH Hacpo4yeHa A03a B TOYHOTO Bpeme. He
B3eMaHTe ABOHHA 1034, 3a Aa KOMNEHCHPATE NPOMyCHATATa A034.

AKko cte cnpean npuema Ba Ko-Po3zsepa
['oBopete ¢ Bauins nekap, ako vckare aa cripere npvema Ha Ko-Po3pepa. HuBaTa Ha xonectepona
MOK€ 1a ce MOBHLLAT OTHOBO, aKo cnpeTe npuema Ha Ko-Pozaepa.

AKO HMaTe HAKAKBH OOMJIHHTEIHH BBNIPOCH, CBbP3aHH ¢ ynoTpebara Ha TOBa IEKApCTBO, NOMHTANTE
Baiunsa nexap wau papMauesT.

4. BbIMOKHH Hexe/laHH peaKNHH

KakTo BCHYKH JIEKApCTBA, TOBA JIEKAPCTBO MOXKE 14 NPEAU3BUKA HEXEIAHHU PEAKLHH, BBIIPEKH Ye He
BCEKM I'M 1I0JIy4aBa.

BaxHO € 1a CTe HasACHO KaKBH Ca TE3H HEXEJIAHH peakuuH. Te OOMKHOBEHO Ca JIEKH M M34Y€3BaT Cliel
KpaTKO BpeMe.

Copere npaema Ba Ko-Po3zsepa n ne3abaBHo noThpcere MeAROARCKA NOMOII
AKO MOJIYYUTE HAKOA OT C/IEAHHTE AJNEPrUYHH PEAKLIMM: S wrleg,
- 3aTpyaHEHO AHLIAHE C WK §€3 MOLYBaHe HA THLETO, YCTHHTE, €3HKA W/HJIH TBPJIOTO.
- [TonyBaHe Ha THLETO, YCTHUTE, €3HKA WHIH IbPAOTO, KOETO MOXKE A2 NPHYMHU 3&1135:;111;3;1&#?‘:; A

nperabuiane. S -; 8 BN,
- Cunen cupbex no koxata (C NOAyTHHH). PR g




HMnu axo nony4vuTe HAKOE OT CNEAHHTE CBCTOAHMSA:

- CuHapoM Ha nyimyc-noaobHo 3adonaBaHe (BKAHOYUTENHO OOpUB, CTaBHU HApyLIEHHUS H €deKTH
BbPXY KPBbBHUTE KIIETKH).

- Pa3zkncBaHe HAa MYCKYy.

- YepBeHUKaBH, HEeHaAMrHATH, TOAOOHN HAa MUILEHA WIH KPLIJIM NIETHA MO TANOTO, YECTO
LIEHTPANHO pa3MoNiOKEHH MexXypH, OeneHe Ha KoxkaTa, A3BH B yCTaTa, I'bpiAoTo, HOCa, N0
reHUTAIMHTE U OUHTE. T€3X CEPHO3HYU KOXKHH OOpHBY MOrar aa ce NnpeAllecTBaT OT NOBHLLIEHA
TeMIepaTypa 4 rpgnonoaodHH cumMnromMu {(CHHApoM Ha CTHBBHC JDKOHCHH).

- OO0innpeH oOpuB, BUCOKa TENIECHA TEMNIEpATYpa W YBenH4eHH numMPpHy BBH (DRESS cunapom
WM CHHAPOM Ha JIEKAPCTBEHA CBPbXYYBCTBHTEIHOCT).

Coumo Taka, cnpere npuema na Ko-Po3sepa u ropopere He3abaBHO ¢ Bamug nexap, ako aMarte
HAKAKBA HeoOHuaiiHa 00/1e3HEeROCT HAN 00JIKH B MYCKYJAHTE, KOMTO NMPOABIKABAT NO-IBJTO,
OTKOJKOTO oyakBaTe. KakTo npu Apyru CTaTHHU, MHOrO Manbk Opoii Xxopa ¢a uMalu HeNpHATHH
MYCKYJIHH €()EKTH H B PEIKH CJIY4ad T€ €a C€ Pa3BHUIIM A0 NOTCHUWANHO XKUBOTO3aCTPaILaBaLIO
MYCKYJIHO YBpeXaHe, H3BECTHO KaTo paboomuonu3a.

Yectn (Morar aa 3acerdar 20 1 na 10 ayuu):

- I'naBobonue

- boaka B cTomaxa

- 3anek

- ["aneHe

- MyckynHa 6oska

- YyscTBO Ha cnaboct

- 3aMasHOCT

- YBennyaBaHe HA KOMHYECTBOTO OENThK B YpHHATa — TOBa OOHMKHOBEHO C€ HOPMAJIM3Hpa
caMocToaTenHo, 6e3 na ce Hanara ga cnupare npuema Ha Bawmre Tabnaerku Ko-Poseepa (camo
034 ¢ 40 mg po3ysacTaTHH).

- Hnaber. Topa e no-sepoqaTHO, aKO HMATE BUCOKH HHBA Ha 3aXapH U Ma3HUHH B KPBLBTA CH,
MMaTe HaZHOPMEHO TErJI0 H BUCOKO KPbBHO Hansrase. Bamusat nekap we Bu vabmonaea,
OOKATO NpHEMaTe TOBA JIEKAPCTBO.

- IToBulIaBaHE HA HAKOH Pe3yJITaTH OT NabopaTOpHH KPbBHH M3C/I€IBaHHA HA YepHoapoOHaTa
¢yHKkuHA (TpaHCAMHHA3H)

- bonka B MyCKynUTe UK MYCKYJIHA cnabocT

- Hunapus

- Ddnatynenuus (OTACNAHE HA ra3oBe)

- HyBCTBO Ha yMopa

Heuectn (Morar aa 3acernar a0 1 ma 100 ayuin):

- Obpus, copbex WK ApYyTrHU KOXHY peaKiluy.

- YBenuuaBaHe Ha KOJIMYECTBOTO O€NITBK B YPHHATA — TOBA OOMKHOBEHO C€ HOPMANTU3HPa
caMOCTOSTENHO, 63 na ce Hanara aa cnMpare npuema Ha Bawure Tabnerku Ko-Po3sepa (camo
1034 ¢ 5—20 mg po3yBaCTaTHH).

- YcelnaHe 3a H3TpbIBaHE

- Cyxora B ycraTa

- Konpusxa tpecka

- bonka B repba

- Myckynna cnabocr, 6onka B pbLeTe U kpakarta

- [Toaysane, 0cobeHO Ha pbLUETE M CThIANaTa

- [ToBHieHH pe3ynTaTH Ha HAKOH N1a0OPATOPHH KPbBHK H3CIEABAHUA HA MYCKY./THATA (PYHKIHS
(kpeaTHHKHHa3a) BTN

- Kauuvua '

- Jlollio XpaHoCMHIaHE e

- KucenuHu B cToMaxa BN

- bBojika B craBuTe VL e




MyckyHH cnasmu

bonka BbB BpaTa
Hamaneu aneTur

bonka

bonka B repauTe
["opeLtm BBLIHH

Bucoko KpbBHO HandraHe

Penxu (Morar aa 3acersnar a0 1 na 1 000 qnymn):

Texka anepryuyHa peakuus - NPU3HALKWTE BKIKOYBAT MOAYBAHE HA JIMLUETO, YCTHUTE, €3MKa

W/ UK rEPAOTO, 3aTPYAHEHO NPErTBUIAHE U AHLLIAHE, CUIEH ChPOEK NOo KokKaTta (C MOLYTHHH).
AKO CMATATE, 4e HMaTe AJICPra4YHa peakius, cupere npuema ma Ko-Pozsepa 1 He3abasuo
MOThbpPCeTEe MEAKLIMHCKA NMOMOLI,

MycKy/THO YBpEXAaHE MpH Bb3paCTHHU - KaTo npeanazHa Mapka, cnpere npueMa ra Ko-
Po3eepa B Re3a08BHO ce KOHCYATHpANATEe ¢ Bamusa nJekap, ako HMaTe HeoOHYAHA
BoJ1e3HEROCT NN 00JIKH B MYCKYJIHTE, KOHTO NPOABKABAT NOBEYE OT O4AKBAHOTO.

OcTtpa 60nka B cTOMaxa (Bb3MajieH laHKpeac)

HamanspaHe Ha Opos Ha KPbBHHTE KNETKH, KOETO MOXKE A NMPHYHHU KPbBOHACAAAHMA/KbPBEHE
(TpoMOouMTONEHHA)

Maunoro peaxn (morar aa 3acersar Ao 1 Ha 10 000 gymna):

XeaTeHnua (MOAKBLATABAHE HA KOXKATA U O5N10TO HA OUMTE)
Xenatut (BB3NaJieH 4epeH Apod)

Cneu oT KpbB B ypHHaTa

YBpexnane Ha HepBUTE Ha KpakaTa W pbUETE (KaTo CKOBAHOCT)
3aryba Ha namer

YroneMsaBaHe Ha MbpAUTE NIPH MBKETE (THHEKOMACTHA )

C HeH3IBECTHA YecTOTA (WECTOTATA He MOXKe Ja Obae onpenesieHa OT HAJIHYHHATE JAHHH):

Hapyuiennsa Ha ¢bHs, BKIIOUUTENHO D€3CbHUE U KOlUMapu

CexkcyallHH 3aTpyAHEHHA

Henpecus

Ilpobaemu ¢ AMIAHETO, BINTHIOYKTEITHO MOCTOAHHA KaUUTHLA HW/WIH 3a1yX WIH TPECKa
YBpexaaHe Ha CyXOKHNHATA

Myckynna cnaboct, KoSTo € NOCTOAHHA

YepHoapobuu npobnemu

Hanuruar yepBeH oOpHB, NOHAKOTA C Ne3HH, 0POPMEHH KaTO MHLIEHA (epHTeMa MyaTHdopME)
CkbCBaHe Ha MYCKYIJI

KaMbHU B %UThYKATA WAH BLINANICHHE HA XKIThUHAA MEXYP (KOETO MOXe 1a NpHyYMHH DoJika B
KOpeMa, raicHe, NOBPLILAHE)

MuacTenns rpasuc (3abonsasane, npHUMHABALIO 001a MYCKYJTHA c1abocT, B HAKOM clyyau
BK/IIOYBALLA H MYCKYJIMTE, KOUTO YYACTBAT NPH AHLIAHETO)

Ouna MuacTeHHA (3a00NaBaHe, MPHYHHABALLO C1adOCT HA OUHMA MYCKYJT)

['oBopere ¢ Bamna aekap, ako u3nureare cnabocT B pblUETE MM KPakaTa, KOsSTO Ce BOLIaBa
cled NEPHOIH Ha aKTHBHOCT, HMATE ABOWHO BUXKAAHE WIIH YBUCBAHE Ha KNEMavMTe,
3aTPYOHEHO NperiblilaHe Witk 3aayX.

CrofmaBaHe HA HEKEJIAHH PEAKIHHE
AKO NOJTyYnTe HAKAKBH HEXENAHH NEKAPCTBEHH PeaKUMH, yBenoMere Bauing nekap wiu papmanesr.
Tosa BK1KOYBA BCHUKH Bb3MOXKHH HEOMHCAHH B Ta3W JIMCTOBKA HEXXEJIaHU peakuMH, Mo}Ke're ChLLIO Aa

ChOOLIHTE HEXEMAHN PEAKLMH AHPEKTHO Ype3:
HM3nbaruTeNHa areHuMs 1o JIeKapcTBaTa

yn. ,,Jlaman ['pyes* Ne 8

1303 Cogus

Ten.: +359 2 8903417




yebcaiT: www.bda.bg
KaTto chobluaBaTe HexkenaHH peakuMH, MOXKETE 4a aeTe CBOA MPHHOC 3a MOJYYaBaAHE HA MOBEYE
HWHPOPMALHMA OTHOCHO D€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpanssare Ko-PozBepa
Ja ce cbxpaHaBa Ha MACTO, HEAOCTBITHO 34 Aeua.

He n3non3eaite TOBa IEKAPCTBO C/iea CPOKa HA TOOHOCT, 0TOENA3aH BBPXY KApPTOHEHATa OMaKOBKa
cnen ,,l'oneH no:“. CpoxsT Ha rOAHOCT OTIOBaps Ha MOCAEAHUA JeH OT NNOCOYEHUA Mecell.

Ia ce chxpansBa B OpMrHHanHaTa OrakoBKa, 3a Ja ce npeanas OT CBETJIMHA W BNara.
Tora lekapcTBO He U3UCKBA CMIELIMATIHM TEMIEPATYPHH YCIOBHA HA ChXpaHeHHUe.

He HSXB'pr'lﬂﬁTe JIEKApCTBATA B KAHAJTH34LIHATA HIH B Kouwﬁuepa 34 JOMaliHH OTnaabliH.
[lonuTadTe Baluuns d)apmaueaT KaK Aa H3XBDBPIATC JICKApCTBAT4A, KOHTO BCHC HE H3MON3BATC. Tesun
MCPKH LUC CNNOMOTHAT 334 ONa3gaHe HA OKOJ/IHAaTa cpcha.

6. CbabpxaEne HA ONAKOBKATA H JONbL/JAHHTEIHA HH(popMaN UL

Kakso ceabpixa Ko-Pozsepa

- AKTHUBHHTE BELLECTBA Ca PO3YBACTATHH M €3eTUMMD (rosuvastatin/ezetimibe).

5 mg/10 mg: Beska punmMupana TabneTka cbabpka 5 mg po3yBacTaTuH (KaTo po3yBacTaTUH
kanuui) U 10 mg eserumnd.

10 mg/10 mg: Beaka duamupana tabnerka cbaspska 10 mg poszyBacraruH (KaTo po3yBacTaTHH
kanuui) u 10 mg ezerumud.

15 mg/10 mg: Bcaka punmupana tabnerka cboabpxka 15 mg po3yBacTaTHH (KaTO pO3yBacTaTHH
kanuui) ¥ 10 mg eseTumuO.

20 mg/10 mg: Bcaka punmupana tabnerka chabpaxka 20 mg posyBacTaTHH (KaTo po3yBacTaTHH
kanuuii) u 10 mg ezeTuMuob.

30 mg/10 mg: Beaka punamupana Tabnerxa cvabpxa 30 mg posyBacTaTvH (KaTo pO3yBacTaTHH
Kanuuit) B 10 mg ezerumnd.

40 mg/10 mg: Beaka punmupaHa tabaerka ceanpxka 40 mg posysacraTuH (KATO pO3yBacTATHH
kanuui) 1 10 mg ezeTumuo.

- Jpyrure cbCTaBKH B #APOTO Ha TabneTkara ¢ca MUKpOKpHMcTanHa uenynosa (E460), nakrosa,
maHuTON (E421), KpocnoBHAOH TUN A, KpocKapMesio3a HAaTpHi, MarHesues creapar (E470b),
nosuaon K30, Hatpues naypuincyadar (E487) u kononaeH 6e380aeH CIHLHER AHOKCU
(E551).

Hpyrure ¢bCTaBKH BbB QUIMOBOTO NOKPHTHE Ca NAKTO3a MOHOXMApPAT, Xunpomeosa (E464),
THTaHOB AHOKCHA (E171), TpHaueTuH, kbt xene3eH okcua (E172) — 3a 10 mg/10 mg,

15 mg/10 mg » 30 mg/10 mg, yepeen xeneszen okeng (E172) — 3a 15 mg/10 mg, 20 mg/10 mg,
30 mg/10 mg u 40 mg/10 mg u 4yepeH xenezeH okena (E172) 3a 30 mg/10 mg 1 40 mg/10 mg.
Buxre Touka 2 ,,Ko-Po3sepa chabpia J1aKTO3a H HATPHIA™.

Kaxk n3rnexaa Ko-Po3zsepa 0 KAKBO ChAbLPKA ONAKOBKATA

5 mg/10 mg: benu unu nouru Oenu, KPuIriKM, N1€KO ABOKHOUIMbLKHANK OHAMMKpPaHH TabneTkH
(rabnerku) ¢ penepro obo3Hauenue R1 or eqHara crpaHa Ha Tabnerkara. J{uamersp Ha TabnerTkara:
npubnusuTenHo 10 mm. "

- ! h
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cbu.nmupauu Taﬁne'nm (tabnetku) ¢ penedHo obo3HaueHue R2 ot e,uHaTa CTpaHa HA Taﬁne'rl{aTa
Huametbp Ha Tabnetkara: npubnusurenHo 10 mm.



15 mg/10 mg: Bneno po3oso-opaHXeBH, KPbIJIH, JIEKO ABOHHOH3MBbKHAIH QUIMHPaHH TabneTKu
(rabnerku) ¢ penedHo obo3HaueHue R3 ot eanara ctpaHa Ha tabnerkara. JJuamersp Ha TabneTkara:

npudnuznrendo 10 mm.

20 mg/10 mg: bneno po3osu, KpuIiy, J€KO ABOHHOW3MbKHANH punMUpaHH TabneTku (TabneTku) ¢
penedHo obo3HaueHne R4 ot eagnara crpaHa Ha Tabnerkara. [uamersp Ha Tabnerkara:

npuonuskTenHo 10 mm.

30 mg/10 mg: CeetnokadsaBH, KPBLIiH, 1EKO ABOHHON3NBKHAIM (PHIIMHpPAaHH TabAETKH ¢ peliehHo
o603Hauenue 30 oT eaHaTa cTpaHa Ha Tabnerkara. /lnamersp Ha Tabnerkara: npubauszurenHo 10 mm,

40 mg/10 mg: baeao cuBKaBOBHONETOBU A0 ONeA0 CUBO-BUONETOBU, KPbIH, N€KO ABOHMHOW3ITEKHAJIH
dunMupaHu TabneTku (Tabnetku) ¢ penedHo o0o3nadeHne RS or eqnata ctpaHa Ha TabneTkara.
JnamMeTsp Ha Tabnetkara: npubausurenHo 10 mm.

Ko-Po3sepa ce npeanara B onuctepH, chabpkawed 14, 135, 28, 30, 56, 60, 84, 90 u 98 duamupanu

TabJIETKH, B KyTHAL.

He BcHYkM BHIOBE ONAKOBKH MOrar ga Obaar MYCHATH Ha 11a3apa.

[IpaTexaTen HA pa3pemIcHAETO 32 ynoTpeda:
KRKA, d.d., Novo mesto, Smaljeéka cesta 6, 8501 Novo mesto, CnoBeHus

IIpon3BogHTeNH:

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Cnosenus
TAD Pharma GmbH, Heinz-1.ohmann - Strafle 5, 27472 Cuxhaven, ['epmanus

IIponisoanTen (30 mg/10 mg):

KRKA, d.d., Novo mesto, Smaljeﬁka cesta 6, 8501 Novo mesto, Cnosenus

Tosa JekapcTBoO e pa3penmeno 3a ynorpeda B AbpkaBATe — WieHKH Ha EBponeiickoTo
HKOHOMHYECKO NPOCTPARCTBO NOA C/ICAHHTE HMEHA!

Crpana-qjieHKA

T'I:PWBCKG HMC Ha pOAYKTA

Yeiuka penybnmka

Sorvasta Plus 5 mg/10 mg potahované tablety

Sorvasta Plus 10 mg/10 mg potahované tablety
Sorvasta Plus 15 mg/10 mg potahované tablety
Sorvasta Plus 20 mg/10 mg potahované tablety
Sorvasta Plus 30 mg/10 mg potahované tablety
Sorvasta Plus 40 mg/10 mg potahované tablety

bbnrapus

Ko-Po3Bepa 5 mg/10 mg punmupanu tabnerku

Ko-Poszgepa 10 mg/10 mg ¢unmupanm Tabnetku
Ko-Po3sepa 15 mg/10 mg dunmupanu TabieTku
Ko-Po3sepa 20 mg/10 mg punmupanu rabnerku
Ko-Poseepa 30 mg/10 mg ¢punmupanu tabnerku
Ko-Po3eepa 40 mg/10 mg dpunamupanu Tabnerku

EcTtoHus

Rosazimib 5 mg/10 mg Shukese poliimeerikattega tabletid

Rosazimib 10 mg/10 mg Shukese poliimeerikattega tabletid
Rosazimib 15 mg/10 mg Shukese poliimeerikattega tabletid
Rosazimib 20 mg/10 mg Shukese poliimeerikattega tabletid
Rosazimib 40 mg/10 mg Shukese poliimeerikattega tabletid

XbpBaTUs

Co-Roswera 5 mg/10 mg filmom obloZene tablete

Co-Roswera 10 mg/10 mg filmom obloZene tablete
Co-Roswera 15 mg/10 mg filmom obloZene tablete
Co-Roswera 20 mg/10 mg filmom obloZene tablete /7 -2 /¢
Co-Roswera 30 mg/10 mg filmom obloZene tablete

Co-Roswera 40 mg/10 mg filmom obloZene tablete |




JIluTBa Sorvitimb 5 mg/10 mg plévele dengtos tabletés
Sorvitimb 10 mg/10 mg plévele dengtos tabletés
Sorvitimb 15 mg/10 mg plévele dengtos tabletés
Sorvitimb 20 mg/10 mg plévele dengtos tabletés
Sorvitimb 30 mg/10 mg plévele dengtos tabletes
Sorvitimb 40 mg/10 mg plévele dengtos tabletés
JlaTBus Rosazimib 5 mg/10 mg apvalkotas tabletes
Rosazimib 10 mg/10 mg apvalkotas tabletes
Rosazimib 15 mg/10 mg apvalkotas tabletes
Rosazimib 20 mg/10 mg apvalkotas tabletes
Rosazimib 30 mg/10 mg apvalkotas tabletes
Rosazimib 40 mg/10 mg apvalkotas tabletes
[lonwa Coroswera 5 mg + 10 mg, tabletki powlekane
Coroswera 10 mg + 10 mg, tabletki powlekane
Coroswera 15 mg + 10 mg, tabletki powlekane
Coroswera 20 mg + 10 mg, tabletki powlekane
Coroswera 30 mg + 10 mg, tabletki powlekane
Coroswera 40 mg + 10 mg, tabletki powlekane

[lopryranus Rosuvastatina + Ezetimiba Krka 5 mg + 10 mg
comprimidos revestidos por pelicula
Rosuvastatina + Ezetimiba Krka 10 mg + 10 mg
comprimidos revestidos por pelicula
Rosuvastatina + Ezetimiba Krka 20 mg + 10 mg
comprimidos revestidos por pelicula

PymMbHMs Co-Roswera 5 mg/10 mg comprimate filmate
Co-Roswera 10 mg/10 mg comprimate filmate
Co-Roswera 15 mg/10 mg comprimate filmate
Co-Roswera 20 mg/10 mg comprimate filmate
Co-Roswera 40 mg/10 mg comprimate filmate
CnoBeHus Sorvitimb 5 mg/10 mg filmsko obloZene tablete
Sorvitimb 10 mg/10 mg filmsko oblozene tablete
Sorvitimb 15 mg/10 mg filmsko oblozene tablete
Sorvitimb 20 mg/10 mg filmsko obloZene tablete
Sorvitimb 30 mg/10 mg filmsko obloZene tablete
Sorvitimb 40 mg/10 mg filmsko obloZene tablete
CnoBakus Rosazimib 5 mg/10 mg filmom obalené tablety
Rosazimib 10 mg/10 mg filmom obalené tablety
Rosazimib 15 mg/10 mg filmom obalené tablety
Rosazimib 20 mg/10 mg filmom obalené tablety
Rosazimib 30 mg/10 mg filmom obalené tablety
Rosazimib 40 mg/10 mg filmom obalené tablety

JlaTa HA MOCJIeAHO Mpepa3r/iekJaHe HA JIHCTOBKATA:
16 Aunyapu 2026

[ToapoOHa uHGpOpMaLKs 32 TOBA IEKAPCTBO € NpeaocTaBeHa Ha yeOcaiira Ha U3nbiHuTenHa AreHuus
no Jlekapcteara (MAJI) http://www.bda.bg.




