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JIucroBka: Uudopmanus 3a nandeHTa
ATOPBUCTAT K 10 mg ¢puamupaHH mﬁﬂETH_ﬁéé?ng 10 -03- 2075
ATORVISTAT K 10 mg film-coated tablets

Amopeacmamun (Atorvastatin)

[IpoyeTeTe BHHMATE/IHO UAJIATA JIMHCTOBKA, NIPeAH [1a 3alI04HETe 1a IpHeMaTe TOBA JIEKapPCTBO, Thi

KAaTO T CbAbPxkKa Ba)xKHa 32 Bac undopmanus.

- 3ana3eTe Ta3u JUCTOBKA. MOXe /la C€ HAJIOXKHU /J1a A [IPOUYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOMBJIHUTEJIHU BBIIPOCH, nonuTanTe Bawus nekap, papmauesT UM
MEJIMLIMHCKA cecTpa.

- ToBa nekapcTBO € NpeANnucaHo €IMHCTBEHO U JIMYHO Ha Bac. He ro npeorctbnBaiTe Ha APyryd
xopa. To MOXxe J1a UM HaBpeH, HE3aBUCUMO Y€ TEXHUTE NpU3HALM Ha 3aD0/siBaHe ca ChLIUTE KaTO
Bawure.

- AKO NOJIyuMTe HSKAKBH HEXEJIaHU JIEKAPCTBEHU peakiuH, yBeaomere Baluus nekap, papmauest
HJIH MEJMIIMHCKA cecTpa. ToBa BKJIKOYBA BCHYKH Bb3MOXKHU HEXEJIAHU PEaKLMU, HEOITMCAHU B Ta3u

JTACTOBKA. Bk Touka 4.

KakBo cbabpika Ta3H JIHCTOBKA

Kakso npeacrasiisiBa ATOPBUCTAT K u 3a kakBo ce u3mnoJi3Ba
KakBo TpsibBa na 3Haere, npeau ga npuemere ATOPBUCTAT K
Kak na npuemare ATOPBUCTAT K

Bb3MOXHU HEXEJIAaHU peaKLiuu

Kak na cexpansBate ATOPBHUCTAT K
ChbabpxaHHe Ha OMAaKOBKaTa U AOMbJHUTEIHA HHPOpMALIUS

ON B B LB

1. Kakso npeacraBsisiBa ATOPBUCTAT K u 3a kakBo ce H3110/13Ba

ATOPBUCTAT K npuHaaiexu KbM rpyna Jiekapcrsa, M3BECTHH KaTO CTaTHHU, KOMTO peryJiMpar HuBara
Ha JUNUAUTE (MA3HUHUTE).

ATOPBUCTAT K ce u3no/3sa 3a noHH)XaBaHe HUBATa Ha JIMITUJIUTE, H3BECTHHU KATO XOJIECTEPOJI H
TPUTIMLIEPUM B KPbBTA, KOraTo AHeTaTa C HUCKO ChAbpXaHHE HAa Ma3HUHU U IPOMEHUTE B HAYMHA Ha

YKUBOT CaMH 110 ceOe CH CE€ OKaXaT HEYCINEIIHU. AKO CTE€ C MOBUILIEH PUCK OT CbpPAEYHO 3a001BaHE,

ATOPBUCTAT K Moxe Ccbl10 1a ce U3M0J13Ba 3a HaMaJIsBaHE Ha TO3H PUCK, JOpPU aKO HUBATA Ha
xoJiecteposia Bu ca HopManuu. [1o Bpeme Ha jieyeHHEeTo € HeOOX0AMMO /1a Cria3BaTe CTaHAapTHA JUeTa,

KOATO IMOHHU>XKAaBa HUBATA Ha XOJICCTCPO.JIA.

2. Kakso TpsiOBa aa 3Haete, npeau a1a npuemere ATOPBUCTAT K

He npuemaiite ATOPBUCTAT K,

) aKo CTe aJIepru4yHu KbM aTOPBAaCTaTHH UJIM KbM HSAKOS OT OCTAHAJIMTE CbCTABKH HA TOBA JIEKAPCTBO
( u30poeHu B TO4Ka 6);
® aKoO MMaTe WM CTE€ UMaJIM 3a00/1iBaHe, KOETO 3acara YepHus apoo;

® aKO CTE€ UMaJIM HAKAKBU HEU3SICHEHHU, HEOOMYAWHU pe3yJITaTH OT KPbBHU M3CJIE/IBA
yepHoipoOHaTa QyHKLHS;

® aKO M3Mo0J13BaTe KOMOUHALMS OT riieKkanpeBUp/nMMOpEeHTaCBUP 3a JIEYEHUE HA XeIl

@ aKo CTe )KeHa B CbCTOSHME J1a MMa Jiella U He U3M0J3BaTe HAICXK/IHU IIPOTUBO3aY

& aKo cTe OpeMeHHa UJIM CE ONUTBATE Jla 3abpemMeHeere;




. aKO KbpPMUTE.

IIpeaynpexenns ? NpeAnasHHd MEPKH
["oBopeTte ¢ Baiuus jiexap, papmauesT M MEAULIMHCKA cecTpa, npeau na npuemere ATOPBUCTAT K:

aKO HMaTe TEXKA JUXATE/THA HEJOCTATRYHOCT;
aKo MPHEMATE MM CTE NPUEMANH Npe3 NOCASAHUTE 7 AHH MEAHKAMEHT, HapeueH Qy3uaoBa
KuceJiMHa (MearKaMeHT 3a fakTepHanHa HHPEKLHA) NepOPaTHO UIH HHKEKUUOHHO, ChBMECTHOTO
npuaaraHe Ha (Qy3uA0Ba KHCENUHA U ATopBUCTaT K MOXe Ja 1oBefie 10 CEpHO3HU MYCKYJHH
npobnemu (pabaomMuonusa).

. aKoO CTE HMaJIM MpeAllecTsall, MO3bMeH yaap (HHCYNT) ¢ KbPBEHE B MOIBKA HJTH UMATE MAJIKH,
H3ITbJIHEHH C TEYHOCT KYXMHKH B MO3bKa, Ib/DKALIU CE Ha NIpeaUILIeH yaap;

. ako umate npobrnemu ¢ 6b0peLuTe,

. ako umate ¢1abo akTHBHA LIHTOBKHAHATA XKJ1e3a (XMITOTHPEOUAUIEM ),

° aKO CTE MMaTH [TOBTAPAILM Ce UK HEHU3ACHEHU MYCKYJIHH OOJIKH, TMYHA UM paMHIHA aHAMHE3A 33
MYCKYJIHH npo0NeMH;

. aKO CTE WMaJlH OpeALeCTBALLM MYCKYIHH 11pobJIeMH 110 BpeME Ha JICHEHHE C APYTH
JIMIMTHACIOHHXABALIM JlekapcTBa (Hanp. Apyr “-CTaTHH WM “-pubpar’);

. aKo UMaTe WK CTE HMAIH MHACTeHMA (3ab0sgaBaHe, KOETO ce MposBsABa ¢ 00liia MyCKYyJIHa Cl1adocCT,

B HAKOH CJIYYaH BKJIKOUBAIIA M MYCKYJIMTE, KOMTO YYaCTBAT NPH IMINAHETO) WIM OYHA MHACTEHHS
(3abonaBane, NpUUHHABALIO C1ABOCT HAa OUHMA MYCKYJT), ThH KaTO CTATHHHTE MTOHAKOra MOraT 1a
BJIOLIAT 3200NABAHETO WIIH J1a JOBEAAT O NOABA HA MUACTEHHUA (BXK. TOUKA 4).

. aKo pelOBHO MpHEMATe TOJeMH KOJIHYECTBA aKOXOJ;
. aKo UMaTe aHaMHe3a 3a YepHOApeOHO 3a0onsBane;
. aKo CTe Ha Bb3pacT Hax 70 roguHH.

AKO HAKOE OT NOCOUEHHTE CHCTOAHUA C€ OTHacq 10 Bac, BawusT nexap uie TpsabBa na HanpaBH KPbBHU
U3CNeABAHKMA MPEAU U BeposATHO 1o BpeMe Ha eueHueTo Bu ¢ ATOPBUCTAT K, 3a na npeasuau pucka
OT Pa3BUTHE HA HEXKENAHU peaKlUu, CBbP3aHH C MYCKYJIHTE. M3BECTHO €, Y€ PHCKDT OT HEXEIAHH
peakuKrH, CBbP3aHH C MyCKYJIUTE, HaipuMep pabaoMHONIH3a, Ce YBEHYaBa, Korarto onpeaeneHu
JIeKapcTBa Ce MPUEeMAaT M0 SOHO U CbLUO BpeMe (BHKTE B TOouka 2 “J[pyru nexapersa H ATopBucTatr K).

Cobiuo Taka nHpopmupaiire Bamms nexap unu ¢papMaieBT, ako HMaTe MycKyJiHa cnabocT, KosaTo e
nocTosHHa. Moxe Aa € HeoOXOAUMO MPOBEHKJAHETO HA JOMBIHUTENHH H3CAEIBAHUA U NTPUEM HA
JONBJIHKTEHH JIEKAPCTBA 3a IMATHOCTHUKA H JICHUeHHE Ha TOBA ChCTOSAHHE.

JlokaTo cTe Ha JIeYeHHE ¢ TOBA JeKapcTBOo, Baluar nekap e Bu Habnroaasa BHNMATENHO, aKO CTpazare
OT AHA0ET WK CTE C PHCK OT pa3BuTHE Ha Auaber. BeposaTHO cre ¢ pyck OT pa3BuThe Ha auaber, ako
HMATE BHCOKH HHBA Ha 3aXapuTe H Ma3HMHUTE B KPbBTA, aKO CTE€ ¢ HAAHOPMEHO TEr/10 U HMATE BUCOKO
KPbBHO HajsiraHe.

Apyru aexapersa H ATOPBUHCTAT K

Tpabea na xaxere Ha Bawuns nekap unu papManesT, ak0 IPHEMATE, HACKOPO CTE MIPHEMAIIH HITH €
Bb3MOXCHO Jia mpHeMare ApYyru jiekapcTBa. MMa HAKOM nekapcTBa, KOMTO MOraT [a NpoOMEHAT edeKTa Ha
aTOPBACTATHH MJIM TEXHHUAT eeKT Moxe Aa Obje MpOMEHEH OT aTopBacTaThH. To3u BUJ B3auMoaencTeure
Ou MOrBJ 1@ HaMalll e(PUKACHOCTTA HA €JHOTO MM Ha ABeTe nekapeTea. OOpaTHO, 64 MO0 Aa NOBULUM
PHCKA HJIH TEXKECTTa Ha HEXECIAHNTE IEKaPCTBEHU PEAKLIMK, BKIIIOUATENHO TEXKKOTO ChCTOSHUE HA

MYCKYJIHA 3ary0a, H3BeCTHO KaTo pabJa0MHOIU3a, U ONUCAHO B TOYKA 4“Bb3MOKHH HEXKEISHAPERIY
. HekapcTBa, U3N0138aHH 34 HIMEHEHUE HA HAUYMHA, MO KONTO AeHCTBa UMYHHATIRZHRTEME n0,7€
HAIPUMEP LUKJIOCTIOPHH ‘§§~ T
~ [




° Onpenenedd aHTHOHOTHUM HITH NPOTUBOrBEOMUHM NEKapCTBa, HANPUMEP EPUTPOMULINH,
KJAPHTPOMHUKH, TETHTPOMHULHH, KETOKOHA30J, HTPAKOHA30, BOPUKOHA301, IIYKOHA301,
[MO3aKOHa30J1, pudaMnuH, ¢py3uaoBa KUCEIHHA

. Hpyru nekapcTBa, KOMTO PErYJIMPAT HUBATA HA JUMUAUTE, HANpUMep reMpudposun, Apyru
dnbparH, KONECTUITION
. Hakou GnokepH Ha KalillueBUTE KAHANH, H3MOA3BaHY 34 JICUCHHE HAa aHTHHA NEKTOPHC (rpbaHa

Oosika) HIIH BHCOKO XPBBHO HANAraHe, HampuMep aM/IOUIHH, AHJITHA3EM; JIeKapCTBa, KOUTO
PETYHPAT ChpJACYHHA PHTEM, HANpUMEP AUIOKCHH, BepanaMHil, aMHOJapoH

JleTepMOBHp — IEKapCTBO, KOETO MOMara fa He ¢e pa3fosieere OT LHTOMEranoBUpyCcHa HHPEKLUs
JlekapcTBa, H3MOA3BaHH 3a JeueHHe Ha uHGpekuns ¢ HIV, HanpuMep puTOHaBHp, JOMMHABHP,
aTa’zaHaBUp, HHAKHABUD, AapyHaBHpP, KOMOHHALIMATA THIPAHABHUD/PUTOHABUD H AP.

- Hsaxou JekapcTBa, M3NOJ3BAHH 34 ICYCHUE HA XenaTuT C, karo Tenanpesup, Oouenpesup u
koMOuHaIHsATa endacBup/rpasonpeBHp, Jeaucnasup/ copocOyBUp
. Jlpyry nekapcTsa, 32 KOUTO € u3pecTHo, ue BlauMoaciicTear c ATOPBUCTAT K, BknouyrenHo

e3eTUMHO (KOHTO MOHMKABA X0NecTepoa), sapdapnH (KOHTO HaMasiBa CbCHPBAHETO HA KPBLBTA),
nepopajiHi NPOTHBO3aYaThYHH CPEACTBA, CTUPHUNEHTON (AHTUKOHBYJICAHT 32 JIGHEeHHE Ha
ENMUJIENCHA), IMMETHAHH (M3M03BaH NMPH CTOMAIUHH KHCEMHH U NENTHYHU S3BH ), deHa30H
(06e360naBaIO CPEACTBO), KOMXHLUKH (M3M0N3BaH 34 JICUEHHE Ha [1ojJarpa ) H aHTHalHAK
(nekapCTBEHH CpeACTBa TP JIOLIO XPaHOCMHJIAHE, ChABDKALLM ATYMHHUH HNU Maruesui).

. JlexapcTBa, ornyckaHu 6e3 pelenTa: xbJIT KAHTAPHOH.

. AKO UMaTe Hy»XJa 13 MpHeMaTe rnepopaiso ¢y3ua0Ba KHCEHHA 32 JeucHKe Ha DakTepHaiina
HH(EKUHA, BPEMEHHO CE HaJlara a CIpeTe NpUEMa Ha TO3M MEIMKAMeHT. Bawuar nekap e Bu
nocoyH Kora e 6e30nacHo Aa MoJHOBUTE MprHeMa Ha aTopBacTaTHH. IIpueMaHeTo Ha aTOpBacTaTHH
¢ Qy3uI0Ba KHCEJINHA MOYKE B PeJJKH Cydau Aa JOBeAe 10 MYCKYJIHA C1aboCT, UYBCTBUTEHOCT
unu 6onesnenoct (pabaomuonuiza). [loseue unopMalus OTHOCHO pabaOMHOIN3ATA MOXKE fia
HaMmepure B pa3aen 4.

. NANTOMHIMH (1eKapCTBO, U3MOA3BAHO 32 Je4eHHEe HA YCIOKHEHH HHGEeKL UM Ha KoXaTa
H KOXHHUTE NPUAATLLUM U HAIHYUE Ha OAKTEPUN B KPHBTA).

ATOPBUCTAT K c xpaHa H HANIUTKH
BuxTe TOUKA 3 3a yKa3aHHU® OTHOCHO Tosa, Kak Aa npuemMare ATOPBUCTAT K.
Mo, 00bpHETE BHHMAHUE HA CIEAHOTO:

Cox om zpeiingppym
He npuemaiite noseue OT €1Ha WK JBE MAJIKK YAlllH COK OT rpeHn@pyT Ha A€H, Tbil KaTO rOJIEMUTE
KOJM4YeCTBa COK OT rpeiindpyT Moxe aa npomeHsT edektute Ha ATOPBUCTAT K.

Anxoxon
M36srpaiite npuemMa Ha roneMu KOJIMYECTBA ANKOX0/, AOKATO B3IWMATE TOBA JIEKAPCTBO. 3a NOAPOOHOCTH,
BUXTe TouKa 2 “[TpeaynpexxacHus U npeana3sHu MEpKH’ .

DBpeMeHHOCT H KbpMeHe

He npuemaiite ATOPBHUCTAT K, ako cte OpeMeHHa WK CE ONTUTBATe Na 3a0peMeHeere.

He npuemaiite ATOPBUCTAT K, ako e Be3aM0xHO Aa 3a0peMeHeeTe, OCBEH aKO HE H3MOJI3BATE
HAJIeXKAHH TTPOTHBO3a4YaTbYHHU CpeACTBa.

He npuemaiite ATOPBUCTAT K, ako kppmuTe.

besonacuaoctra Ha ATOPBUCTAT K no Bpeme Ha 6peMEHHOCT H KbPMEHE BCE OLE HE € J0OKa3aHa.
[lochBeTBaiiTe ce ¢ Baiiunsa nexap nunu ¢apmauest npeau ynorpedara Ha KOETO M 1a € ICKAPCTRE

Lllodpupane u paboTa ¢ MAWHHH
OBHKHOBEHO TOBA JIEKAPCTBO He NOBAKABA crocobHocTTa Bu aa modupare unm pabor
Bnnpeku ToBa, He wodUpaiTe, ako TOBA teKAPCTBO BAUAE BLPXY crocobrnoctra By a2



paboTute ¢ MamHHU. He namon3salite HUKaKBM HHCTPYMEHTH MM MalllMHU, axo cnocobHocTTa BH na ru
ynotpebsBaTe ce MOBAUABA OT TOBa JIEKapCTRO.

ATOPBHCTAT K cnabpika naKkro3a
Axo Bamnsr nexap Bu e ka3zan, ye uMaTe HEMOHOCHMOCT KbM HSIKOH 3aXapH, MOChBETBAHTE CE C HEro,

NPCANn na BICMETE TOBA JICKAPCTRBO.

ATOPBUCTAT K chabpxa HaTpuit, mo-Manko ot 1| mmol (23 mg) 3a tabietka, T.€. MOXe Ja CE Kaxe, e
MPAKTHYCCKH HE ChAbPXA HATPHH.

3. Kaxk aa npuemare ATOPBHUCTAT K

[Ipean xa 3anouHeTe AevyeHUeTo, BaumaT nexkap e By Ha3Hayy queta ¢ HUCKO ChAbPKAHUE Ha
XONeCTEPOL, KOATO 1ue TpadBa Aa cna3pate # 1o BpeMe Ha neueHueto ¢ ATOPBUCTAT K.

Obunuaiinara Hayansa A03a Ha ATOPBUCTAT K e 10 mg BeAHDBK AHEBHO NPH BL3PACTHH H J€Lia Ha
r3pact 10 u noeeue roguHu. Ilpn HeobOXoauMocT, Ta MOXeE a Obae yBenMuyeHa OT Bawus nekap, AoKaro
3AMI0OYHETE Ja MpUeMaTe KOJMMYECTBOTO, OT KOSTO ce HyxKaaeTe. BaliuaT nekap uie Kopurupa aosara npes

HHTEPBAJIK OT YETUPH WK NOBEHE CEAMHLH.
Makcumannara go3a Ha ATOPBUCTAT K e 80 mg equs T AHEBHO 33 Bh3pacTHH 4 20 mg €ANH BT
RHEBHO 3a Jelia.

Tabnerxkata ATOPBUCTAT K 1pabsa aa ce npuemMa Lsaa € TIBTKA BOJAA H MOXKE 1a CE B3HMA 110 BCAKO
BPEMe Ha JieHs, ChC UK 6e3 XpaHa. Bunpeky ToBa, onuTaiTe aa B3uMmare tabneTkara 1o eqHo H CbUIO

BpEME BCCKH JICH.

Biraru npuemaiite TOBa JiekapcTBO TOYHO KakTo BH € kazan BatuaT nexkap unu papMaleBT. AKO HE CTe
CUT'YPHH, KOHCynTUpaiite ce ¢ Baiumsa nekap unu ¢hpapMaliesT.

MNpoabexkaTennocTta Ha JedeHHeTo ¢ ATOPBHUCTAT K ce onpeaens ot Bamuna nexap.
Mo, nonutaitre Batuus nekap, ako cuurare, 4e egektsT Ha ATOPBUCTAT K e TBbpe cuned uan

TBBhpAE cnab.

AKO cTe npuenn noseye oT HeobxoaumaTa 1038 ATOPBUCTAT K
Axo ciyyaliHo cte npyenu npexkaneHo Mroro tabnetku ATOPBHUCTAT K (noseue ot obuyaiinata Bu
JIHEBHA J03a), oObpHETE ce KbM Baiuug nexap unu Had-Dnn3kara 00aHMUA 32 ChBET.

Axo cre nponychanu aa npuemere ATOPBUCTAT K
AKO CTe NpomyCHAJIH Aa MTPUEMETE €1Ha 1034, B3eMETe clieiRallaTa npeaBKaeHa J103a B TOUHOTO BpeMe.
He B3eMaliTe aBoitHa 1033, 3a 1a KOMNIEHCHpATe NPONYCHATATa J034.

Axo cte cnpeaun npueMa Ha ATOPBUCTAT K
AKO HMaTe HAKAKBU JONBIAHUTENHH BLIPOCH, CBLP3aHHM ¢ ynoTpebara Ha TOBA JIEKAPCTBO MITH UCKATE Ja
CIpETE JIeYEHHETO CH, nonuTainTe Bawuus nexap nnu papmauesT.

4. Bh3MOXHH HeXeJIaHH PeaKIHH

Kakro Bcuuku nexkapcrsa, ATOPBUCTAT K moxe aa npeau3BHKa HEXENaHH PEaKi]
BCEKHM M NOJIy4aBa.




AKO NOJIYUHTE HAKOS OT CJIEAHHTE CEPHO3HH HEXeJIAHH PEaAKIHH, CNpPeTe NpHeMa Ha TaluieTKuTe H
YBeJlOMeTe BejHara Bamnsg nekap nian oTHAeTe 10 OTAEJICHHETO N0 CNCUIHA K HEOTJIOXKHA TOMOI
Ha Hal-0nx3KAaTa DOJTHHOA.

Peaxu (Moxe na 3acerHar a0 1 ua 1 000 naunenTn):

. CepHo3Ha alepruvHa peakius, KOATO MPEAN3BMKBA MOXYBAHE HA NINLIETO, €3UKA U IBPJIOTO, KOETO MOXKE
[a NTPUYMHK CUJTHO 3aTPYIHEHO AHUIAHE,

. Cepuo3zHo 3a60/19BaHE C MOLICHE M NMOLYBAHE Ha KOXara, oOpa3yBaHe Ha MEXYPH NO KOXATa, yCTATA,
O4MTE, NOJOBHTE OPraHH U Tpecka. KoxeH 06pHB ¢ po30BO-4epBEHH NETHHLIA BbPXY [UIAHHTE HA PHLETE
WM CTHNANATA, KOUTO MOKE 1a C€ pa3BHAT B MEXYPH.

. MyckynHa cnabocT, HanpexeHne, O0/TKa MK pa3KbCBaHe HA MYCKY M 0COOEHO, aKO B CBIIIOTO BPEME CE
YYBCTBATE HEPA3ITOJNIOKEHM WM MMATe BUCOKA TEMIIEPATypa, KOMTO MOXE AA Ca MPEAU3BHKAHU OT
HeeCTeCTBEHO pa3pylIaBaHe Ha Myckyaute (pabaoMHMOIK3a), KOSTO HE BUHATU TPEMHUHAaBA U MOXE Ja
MPOAL/DKM JOpPH H CJied Karo CT€ CNpelM NpueMa HA ATOpBacTarMH. ToBa Moxe ga Obae
’KMBOTO3aCcTpalllaBallo U Aa Aoseac Ao 6udpeuny npodnemu.

MHuoro peaks (Moxe qa 3acerdar 40 1 na 10 000 nanuentTH):

¢ Ako uMare MpobreMu ¢ HEOYaKBaHO UJTH HeoOHYalHO KbPBEHE UM NOSBA HA CHHUHH, TOBA MOXE A
npeArnonara yepHoApoOHo 3abonsaBaHe. TpabBa Ja ce KOHCYJITUPATE € IEKApA CH Bb3MOKHO HaH-CKOPO.

¢ Tlpossu Ha 3abonssane, NOAOOHO HA JTyTTYC {BKIHOUBALIY CHPOEXK, HAPYLLIEHHS B CTABUTE U H3MEHCHUA HA
KPBBHHTE KIETKH).

JApyra Bb3Moxknu Hexenanu peaxuus ¢ ATOPBHCTAT K:

Yectu (Moxe ga 3acernar 1o 1 na 10 naguenTn):

. BBb3NAJECHHE HA HOCHUTE IMBTHILA, 00JIKa B I'bPAOTO, KbPBEHE OT HOCA

. aNIepruYHy peaKiuu

. NOBHLIEHN CTOMHOCTH Ha KpbBHATA 3axap (ako cTpajaare oT Axaber, Npoab/IKETE Aa NPOCACAABATE
BHHMATENHO CTORHOCTHTE HA KpbBHATa CH 3aXap), MOBHILECHK CTORHOCTH Ha KpeaTHHHH KHHA3a B
KpbBTa

rnaBofone

rajicHe, 3arneK, OTAENsAHE Ha ra3ose, JOUO XpaHOCMUJIAHE, JHAPUS

OoJika B CTaBHTE, 00JIKa B MyCKYJIMTE B Dosika B rbpda

pE3yaATaTH OT KPbBHH H3CJI€IBAHMSA, KOUTO MOKa3BaT HeoOHualiHi npoMeHH BbB QyHKLHOHHPAHETO
Ha YyepHus apobd

He4ecTH (Moxe Aa 3acerHaTt A0 1 Ha 100 nanuenTR):

. aHopekcus (3aryba Ha aneTuT), yBEIIHYEHO TErNo, NOHWKEHU CTOHRHOCTH Ha KpbBHATA 3axap (ako
cTpagaTre oT AnabeT, MpoAbILKETe Aa [IPOCNEAABATE BHUMATENIHO CTOHHOCTUTE HA KPbBHATA CH
3axap)

. KowMapH, H6e3crHue

. 3aMasiHOCT, H3TPBIIBAHE UJIM MPABYYKAHE HA IPLCTUTE HA PBLUETE M KPAKAT4, HAMAJICHO YCEIllaHe 33

bonka ¥ aonup, NIPOMEHHU BbLB BKYCa, 3aryba Ha rnmaMer
3aMBIICHO BHK/AHE
LIYM B YIIHTE W/ HIIM r1aBaTa

MOBPbLIUAHE, YPUIBaHe, O0NIKA B TOPHHUTE M JOJHH OTACIH Ha KOpeMa, IaHKPEaTHT (Bb3NajieHHe Ha
MaHKpeaca, KoeTo NpMunHABa 60JKa B Kopema)

XenaTuT (BL3najleHHe Ha YepHus Apod)

oOpuB, KOXeH 00pUB K CHpOeK, KONIPHUBHA TPECKA, KOCONAa

O0nKa BbLB BpaTa, MyCKYHa YMOpa

yMOpa, HepasnoJiokeHue, cnaboct, rppaHa 6osaka, nogyBaHe, 0ocobeHO Ha ries
NOBHILIEHA TeMNEpaTypa




- H3CJICABAHHUA Ha YPHHATA, KOUTO €A ITOJOXHTCIIHH 32 HAJIHYHC Ha benu KPBbBHH KJIICTKH

Peaxn (Moxe aa 3acerdat 10 1 na 1 000 nanunenTn):

HapyLUIE€HUS Ha 3PEHHUETO

HEO4YaKBaHO KbPBEHE HJIH N104BAa HA CHHUHH

XonecTtasa (MoXCbATABAHE HA KOXAaTa U 64710TO Ha OUUTE)

CYXOXHITHO YBPEXIaHE

o0OpuB, KOUTO MOXE J1a CE MOABY MO KOXKATa, HIIH A3BH B yCTATa (JIMXCHOH/IHA
JeKapCTBEHA peaKi(ud).

. JTAIABU KOXKHH JIe3uH (NPH3HAUH Ha Bb3NAJCHHE HA KPLBOHOCHHTE CbAOBE, BACKYJIUT).

Muoro peaxu (Moxe aa 3acersart A0 1 Ha 10 000 nanuenTH):

* ajepruyda peakLus — NPOABUTE MOXKE 1a BKJIIOYUBAT BHE3aMHO XpUNTeHe H O0Ka UK NPUCTAraHe
B I'bPAMTE, [IOJTYBAHE HA KIICMAYKTE, JHUETO, YCTHUTE, YCTATa, €3MKa KU I'bPJIOTO, 3aTPYAHEHO
AWLIaHe, Koaanc (mMpHnagbK)

. 3ary0a Ha ciyxa
ruHeKoMacTus (YrojieMsiBaHe Ha MbPAMTE NTPH MBIKE).

Hexenanu PECAKIIHH C HCHIBCCTHA HMECTOTA:

. MYCKYJIHa ¢NaboCT, KORTO € NOCTOSHHA

. MHacTeHHA rpaBuc (3abonspane, npaYMHABALLO 0O1Ia MYCKYJIHA C1aDOCT, B HIKOM CJTyYau
BIUHOUYBAIIIA H MYCKYJIHTE, KOUTO YYACTBAT NPH QULLAHETO).

. ouHa MUacTeHud (3abonsgpaHe, NPUYUHABALLO C1abOCT HA OUHUSA MYCKYJI).

"oBopere ¢ Baiuus nekap, ako H3MHTBATE Ca0OCT B PHUECTE UNH KpaKaTa, KOSTO CE€ BJIOLIABA CE
[MEPHOIH Ha aKTHBHOCT, HMaTe ABOIHO BHXKJAHE WM YBUCBaHEe Ha Kienauure, 3aTPYAHEHO NperIbiase

HJIH 341V X.

BL3MOMHH Hexe/IaHH PeaKIHH, cbo01IaBaHH NMPH HAKOH CTATHHH (JIEKADPCTBA OT ChLIUHKA BHI):

. CEKCYAJITHH 3aTPYJAHCHHA
° aenpecus

. npolieMH ¢ AKLIAHETO, BKIIKOYKMTENHO YIIOPHTA KalLIULIAa H/HIHK 3a]]yX WK TpecKa.

. nuaber. [losBaTta My € MO-BEpOSTHA, AKO UMATE BUCOKH CTOHHOCTH HA 3aXapuUTe H Ma3HWHHUTE B

KPphBTa, aKO CTC C HAAHOPMCHO TEI'JIO H HMATC BHCOKO KPBbBHO HalisiFaHE. Bawiust JCKAp 1IC Bu
HabmopRaga, J0KaTo NMpUEMATE TOBa JICKAPCTBO.

CrofmaBane HA HeXKeTaHH JIEKAPCTBEHH peaKIIHM

AKO MOJIyuHTe HAKAKBH HEXCIaHW peaKlUH, KOHCYJNTHpaiiTe ce ¢ Bawms nekap, papMaLieBT WA
MEAHIIMHCKA CECTpa. 1082 BKIIIOYBA BCAKAKBH Bh3MOXHM HEXENAHU PEAKLIMH, HCONTUCAHHU B Ta3N
JTHCTOBKA. MOXeTe ChILO A2 ChOOIKMTE HEXENAHN PEAKIIMH JUPEKTHO YPe3:

M3nbiHKTEeNHA areHUHA MO JIEKapCTBaTa

ya. ,,Jlamaua ['pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

Karo choDIaBaTe HexeNnaHd peakiini, MOXKeTe a fafeTe CBOoA MPHHOC 3a NoNy4yaBaHe Ha NoBeye
HHPOpPMALMA OTHOCHO 6e30MMacHOCTTA HA TOBA JIEKAPCTRO.

3. Kak na chxpanasate ATOPBHCTAT K

I[a CC CbXpPaHaBa HA MICTO, HCAOCTBLITHO 3a AC1A.




Ia ce cpxpaussa nox 25°C.
He u3non3saiiTe TOBA JEKAPCTBO C/IEA CPOKA HA MOJHOCT, OTOENA3aH BbPXY KAPTOHEHATa ONaKoBKa H CJIe]

CpOKa Ha roAHocT, oTOena3ad Ha 6auctepa. CpoKbT Ha rOAHOCT OTrOBaps Ha MOCHEAHHS JEH OT

[MTOCOUCHUSA MCCCILI.
He HSKB'prlilﬁTe NCKApCTBATd B KaHANIKM3allHATA UK B KOHTﬁﬁHEpﬂ 33 JOMALUHK oTnaabum. IlonkTanTe

Bamus cbapmaueBT KaK jJa H3XBPJIATC JCKAPCTBATA, KOUTO BEHUC HC M3ITOJN3BATE. Te3u MCPKH 11IC
CNIOMOrHar 3a Ona3BaHe Ha OKOJIHaTa CpEaa.

6. CohabpaxaHHe HA ONAKOBKATA H JONLJAHHTEIHA HH(pOpManug

Kakso coanpxa ATOPBHCTAT K 10 mg

- AxtuBHOTO BemecTBo B ATOPBUCTAT K dunmupanu tabnerku € aTopBacTaTHH KaTo
ATOPBACTATHH KaNuuMit Tpuxugpat. Beska dunmupata Tabnerka cuabpka 10 mg aTopsacTaTuH.

- JAPYruTe ChLCTABKH CA:

SAapo Ha TabaerkaTa: uenynosa, MUKpokpuctanHa (E460); nakro3a MOHOXHAPAT; CHIIMLIMEB JTHOKCH,

konoueH 6e3soseH; KpockapMmenosa HaTpuit (E468); HaTpueB xuaporeHkapOOHaT; HaTpyueB KapOoHar,

Oe3BojsieH; xuapokcunponuauenynosa (E463); mardeaues creapar (E470b), Oy THAXHAPOKCHAHU3ON;

OY TUNXUAPOKCUTOIIYEH.

Ouamoro noxkpurre: Onaapant YS-1-7040, 6s1; xunpomenosa (E464), makporon 8000, THTaHOB
auoxcup (E171), tank (E553b).

Kax marnexaa ATOPBHCTAT K 10 mg B KakBO CHABPXKA ONAKOBKATA

ATOPBUCTAT K 10 mg:

beny x10 noutn 6enu, GUIMHpPaHH ETUNICOBUAHY TabNETKH ¢ WUHPHHA OKOJIO 6,1 mm H AbJIKHHA OKOJI0
8,6 mm, ¢ BanbOHATO penedHo ozHaveHue “A30” oT egnaTa cTpaHa M IaJiku OT Apyrara cTpaHa

ATOPBHUCTAT K ce npeanara B onmakoBKa OT:

Cryaeno ¢opMoBaH naMuHupaH 6aucrep (CTPyKTYpa: OPHEHTHPAH NoHaMuy/anymunueso poauo/PVC)
C NOJIOXKKA OT 3aKaJIEHO aliyMUHHEBO (GONHO, MOKPHTO C TEPMO3AIENBalLl Jiak OT BbTPELIHATA CTPaHa

Onaxkosku ot o 10, 14, 20, 28, 30, 50, 56, 60, 84, 90, 98, 100 ¢pnamupanu radaeTku
He BcHukH BHAOBE ONAaKOBKH MOraTt Aa ObJar MycHaTH B npogaxoda.

IpHTekaTes HA pa3pelIeHHETO 3a ynorpeba

COOAPMA A]]

yi. Unnencko woce 16

1220 Codus, bvarapus

I1pou3sBoaHTET

Sun Pharmaceutical Industries Europe B.V., Polarisavenue 87, 2132JH- Hoofddorp, Xonanaus
TERAPIA S.A., 124 Fabricii street, 400 632 Cluj Napoca, PymbHuUA
YHHUD®APM AJl, Codusa 1797, yn. ,,Tpaiiko CranoeB” Ne3, bvarapus

To3H JieKapCTBEH NPOAYKT € pa3pellieH B AbpxkaBuTe-wiIeHKH HAa EMO noa cien




brnrapus ATOPBUCTAT K 10 mg duamupanu tabreTku

Hcnanus ATORVASTATIN RANBAXYGEN 10 mg COMPRIMIDOS RECUBIERTOS CON
PELICULA EFG

bunnanaua  Atorvastatin Orion 10 mg film-coated tablets
DpaHLHs ATORVASTATINE RANBAXY 10 mg, comprime pellicule

Hpnanaus Atorvastatin 10 mg film-coated tablets

JiutBa Atorvastatin Ranbaxy 10 mg plevele dengtos tabletes
JlaTBus Atorvastatin Ranbaxy 10mg apvalkotas tabletes
[Iomua Storvas CRT, 10 mg, film —coated tabs

[Mopryramua  Atorvastatina Tovat 10 mg Comprimidos revestidos por pelicula
PymbHuAsA Ascord 10 mg comprimate filmate
O6eanneno Kpancrso Atorvastatin 10 mg Film-coated Tablets

JlaTa Ha mocaeaHo npepasrnexaane Ha aucroskara: CenremMBpH 2024




