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AZERBAIJAN

WHCTPYKUMS MO MPMMEHEHMIO NEKAPCTBEHHOMO MPOAYKTa
(ons nauneHToB)

BO30J1IN TEHEPUKOH 20 wmr, 40 mr TabneTkn,
NOKPbITbIE NAEHOYHOM 06004YKOM
VOZOLIP GENERICON

MexaoyHapooHoe HenaTeHTOBaHHOe Ha3BaHMe:
ATtopBacTaTuH

CocraB

Bo3onun NeHepukoH 20 m2

AKmueHoe seuwjecmeo: 1 Tabnetka cogepxut 20,72
MIr aTopBacTaTMHa Kanbuns, akBuBaneHTHoro 20 mr
atopBacTaTuHa.

BcnomoezamernbHble eewecmsa: MaHHUTON 60,
MUKpOKpUcTannuyeckasa Luennwonosa (Asuuen PH
102), nonunnacgoH XL, 6e3BoaHbIn  kapboHaT
Hatpus, nosuaoH (K29/32), L-MeTWOHWH, marHus
cTeapar.

Ob6oroyka: onagpan
(rvnpomennosa 6c¢P,
makporon 6000).

03F28446
(E171),

6enbin
TUTaHa [guokcua

Bo3onun NeHepukoH 40 m2

AKmueHoe seuwjecmeo: 1 Tabnetka cogepxut 41,44
Mr aTopBacTaThHa Kanbuns, akeuBaneHTHoro 40 mr
aropsacTaTuHa.

BcriomoecamernbHbie 8ewecmsa: MaHHuUTON 60,
MUKpOKpUcTannuyeckasa Lennonosa (Asuuen PH
102), nonunnacgoH XL, 6e3BoaHbI  kapboHaT
Hatpus, nosuaoH (K29/32), L-MeTWOHWH, marHus
cTeapar.

Ob6ornouka: onagpan
(rmnpomennosa 6¢P,
makporon 6000).

03F28446
(E171),

6enbin
TUTaHa [OuoKcUa

The instructions on use of medicinal product
(for patients)

VOZOLIP GENERICON 20 mg, 40 mg film-coated
tablets

International non-proprietary name: Atorvastatin

Composition

Vozolip Genericon 20 mg

Active ingredient: 1 tablet contains 20,72 mg
atorvastatin calcium equivalent to 20 mg of
atorvastatin.

Auxiliary  substances: mannitol 60, cellulose
microcrystalline (Avicel PH 102), polyplasdone XL,
sodium carbonate anhydrous, povidone (K29/32), L-
methionine, magnesium stearate.

Coating: opadry white 03F28446 (hypromellose
6¢P, titanium dioxide (E171), macrogol 6000).

Vozolip Genericon 40 mg

Active ingredient: 1 tablet contains 41,44 mg
atorvastatin calcium equivalent to 40 mg of
atorvastatin.

Auxiliary  substances: mannitol 60, cellulose
microcrystalline, (Avicel PH 102), polyplasdone XL,
sodium carbonate anhydrous, povidone (K29/32), L-
methionine, magnesium stearate.

Coating: opadry white 03F28446 (hypromellose
6¢P, titanium dioxide (E171), macrogol 6000).

Darman vasitasinin istifadasi tizre talimat
(xastalar t¢lin)

VOZOLIP GENERIKON
tabletlar
VOZOLIP GENERICON

20 mq, 40 mq OortUkId

Beynalxalq patentlagdirilmamis adi: Atorvastatin

Torkibi

Vozolip Generikon 20 mq

Tosiredici madds: 1 tabletin terkibinde 20 mq
atorvastatine ekvivalent olan 20,72 mq atorvastatin
kalsium vardir.

Kémekgi maddsler: mannitol 60, mikrokristallik
selliiloza (Avisel PH 102), poliplasdon XL, susuz
natrium karbonat, povidon (K29/32), L-metionin,
magnezium stearat.

Ortiik: ag opadray 03F28446 (hipromelloza 6¢P,
titan dioksid (E171), makroqgol 6000).

Vozolip Generikon 40 mq

Tosiredici madds: 1 tabletin toerkibinde 40 mq
atorvastatine ekvivalent olan 41,44 mq atorvastatin
kalsium vardir.

Kémekgi maddsler: mannitol 60, mikrokristallik
selliloza (Avisel PH 102), poliplasdon XL, susuz
natrium karbonat, povidon (K29/32), L-metionin,
magnezium stearat.

Ortiik: ag opadray 03F28446 (hipromelloza 6¢P,
titan dioksid (E171), makroqgol 6000).




OnucaHue

Bo3onun NeHepukoH 20 m2

TabneTkn, NOKpbITble  MMAEHOYHOW  ODOMOYKOM
Genoro uBeTa, OBarnbHOW, ABOSIKOBbLIMYKION (hOpMbI,
c rpaBupoBkon "A" Ha ogHowm cTopoHe M "20" Ha
Opyron CTOpoHe.

Bo3sonun NeHepukoH 40 m2

Tabnetkn, NOKpbITble MMAEHOYHOM  0BONOUKOWN
6enoro uBeTa, OBanbHOW, ABOSIKOBbLIMYKINOW (POPMbI,
c rpasupoBkon "A" Ha ogHown cTopoHe u "40" Ha
OpYron CTOpoHe.

dapmakoTepaneBTUYeCKas rpynna
'Mnonunuaemuyeckne nekapcTBeHHbIE CPeACcTBa.
UHrmbuTopsl MMI-KoA-peaykrasbl.

ATX kog: C10AA05

dapmakonornyeckme CBOMCTBa

®PapmakoOuHaMuka
ATtopBacTaTuH aBnsieTcs CENEKTUBHBLIM
KOHKYPUPYIOLLINM MHIMBUTOPOM MIr-KoA

peaykTasbl, KOTOPbIA KOHBEPTMPYET 3-rmapokcu-3-
mMeTunrnytapun-kodoepmeHt A B MeBarnoHar,
npenwecTBEHHMK  CTEPUHOB, B TOM  4ucrie
XonectepuHa.

Tpurnuuepnapl (TI) ©n  xonectepyH B MNeYeHU
BKIIOYAKOTCA B COCTaB JIMMOMNPOTEMHOB OYeHb
Hu3kon nnotHoctu (JIMOHIM), nocTtynatoT B nnasmy
KPOBM M TpaHCMNOPTMPYHTCA B nepudepuyeckue
TKaHu. JlnnonpoTenHbl Hu3kor nnotHocty (JIMHI)
obpasytotcs u3 JINMOHIT B xoae B3auMoaencTsus ¢
peuentopamu JITHI.

ATtopBacTaTuH CHWXaeT KOHUEeHTpauum
XornectepuHa B MNnasve W JIUMONPOTEUHOB B
CblBOpOTKe  nyTemM  uHrmbmposaHua [MI-KoA-
peaykTasbl n BMNOCneacTBum 6uocuHTesa
XonecTepvHa B MeYeHU. YBEeNnnYnBaeT KONUMYEeCTBO
nevyeHouHbIX peuentopoB JIMHI Ha kneTo4YHON

MOBEPXHOCTUM ANS  YCWMEHUs  MOrfoweHns wu
kaTtabonuama JIMHIT.
ATopBactaTtMH CHmkaeT npogykumo JIMHIT w

Description

Vozolip Genericon 20 mg

White coloured, oval shaped, biconvex film-coated
tablets, engraved with “A” on one side and “20” on
the other side.

Vozolip Genericon 40 mg

White coloured, oval shaped, biconvex film-coated
tablets, engraved with “A” on one side and “40” on
the other side.

Pharmacotherapeutic group
Hypolipidemic  medicinal
reductase inhibitors.

ATC code: C10AA05

agents. HMG-CoA

Pharmacological properties

Pharmacodynamics

Atorvastatin is a selective competitive inhibitor of
HMG-CoA reductase, that converts 3-hydroxy-3-
methylglutaryl-coenzyme A to mevalonate, a
precursors of sterols including cholesterol.
Triglycerides (TG) and cholesterol in the liver are

incorporated into very low density lipoproteins
(VLDL), released into the blood plasma and
transported to peripheral tissues. Low density

lipoproteins (LDL) is formed from VLDL, during
interaction with LDL receptor.

Atorvastatin  lowers plasma cholesterol and
lipoprotein serum concentrations by inhibiting HMG-

CoA reductase and subsequently cholesterol
biosynthesis in the liver. Increases the number of
hepatic LDL receptors on the cell surface for

enhanced uptake and catabolism of LDL.

Atorvastatin reduces LDL production and the number
of LDL particles. Atorvastatin produces a profound
and sustained increase in LDL receptor activity
coupled with a beneficial change in the quality of
circulating LDL particles. Atorvastatin is effective in
reducing LDL-C in patients with homozygous familial

Tasviri

Vozolip Generikon 20 mq

Ag rengli, oval formali, iki tarafi gabariq, bir terafina
"A" va diger terafine "20" hakk olunmus ortlkIl
tabletlor.

Vozolip Generikon 40 mq

Ag roengli, oval formali, iki tarafi gabariq, bir terafina
"A" va diger terafine "40" hekk olunmus &rtlkIi
tabletlor.

Farmakoterapevtik qrupu
Hipolipidemik  darman
reduktazanin inhibitorlari.
ATC kodu: C10AA05

vasiteleri. HMQ-KoA-

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

Atorvastatin 3-hidroksi-3-metilglutaril-koenzim A-ni
sterinlerin, o cUmladan xolesterinin solofi olan
mevalonata ¢evireon HMQ-KoA reduktazanin
regabat zeminli segici inhibitorudur.

Trigliseridler (TQ) ve xolesterin garaciyarde ¢ox
asagl sixligh lipoproteinlarin  (CASLP) tarkibina
daxil olur, gan plazmasina kegir ve periferik
toxumalara naqgl olunur. Asagi sixligl lipoproteinlar
(ASLP) ASLP reseptorlari ile garsiigh tesir
naticesinde CASLP-dan amals galir.

Atorvastatin HMQ-KoA reduktazani ve naticeda
xolesterinin garaciyarda biosintezini inhiba etmakla
xolesterinin plazmada ve lipoproteinlerin gan
zoardabinda qatiligini  asagl salir. ASLP-larin
udulmasini ve katabolizmini glclendirmak Ggln
hiiceyra sathinde qaraciyer ASLP reseptorlarinin
migdarini artirir.

Atorvastatin ASLP-nin eamala galmasini va ASLP
hissaciklarinin sayini asag salir. Atorvastatin dovr
eden ASLP hissaciklerinin keyfiyyatinin faydali
dayisikliyi ile birlikde ASLP reseptorlarinin
fealliginin esasli ve davamli yiksalmasina sabab




KONIM4eCTBO yacTuy JIMHIM. ATopBacTaTtuH
Bbl3blBaET OocHoBaTeNbHoe 7] yCTONYNBOE
yBenuyeHne aktusHoctu peuentopos JIMHIM B
coyeTaHMM C¢  GnaronpuAaTHBIM  M3MEHEHUEM
KayecTBa LMPKYNUPYIOLLINX yacTtuy JIFTHM.
ATopBacTaTuH sABnsieTcA A PEKTUBHBIM B
CHWwXeHun JIMHM-X y nauyMeHTOB C rOMO3WUrOTHOM
CEMENHON TUMNEepPXonecTepMHEMNEN, HaceneHue,
KoTOpoe UMMeeT pPEe3NCTEHTHOCTb K  ApYyrum
rMNONMNUAEMNYECKUM NEKAPCTBEHHbIM CPeaCcTBaM.
lMeyeHb ABNSAETCS OCHOBHBLIM MECTOM E€r0 AENUCTBUSI.
ATopBacTaTuUH CHwxaeT obwun xonectepuH (X),
JINHM-X wn anonunonpoteua B y 60nbHbIX C

rOMO3UIOTHOM U reTepo3UroTHOM  CeMeNHON
rmnepxonecrepmHeMunen, HecemMenHon
rmnepxonecrepmHeMmnen " CMeLlaHHON

oucnunugeMmmen. AtopBacTaTUH TakKe CHWxKaeT
NUNONpPoOTENHbl 04eHb HM3kol nroTHocTu (JINTOHTI-
X) n Tpurnuuepuabl (TT), BbI3bIBAeT NepemMeHHoe
nosbiweHne JIMBM-X u anonunonpotenpga A-1.
WHanBmayanmsauust 4o3sbl npenapaTta LOMKHO ObiTb
OCHOBaHO Ha TepaneBTUYECKUA OTBET.
dapmakokuHemuka

BcacbieaHue

ATtopBacTaTuH BbICTPO BcacbiBaeTCsl mocne npuema
BHYTPb: MakcumarsnbHas KOHUEHTpauus B nrasme
(Cmax) mocTuraetcsa B TeveHue 1-2 yacoB. CTeneHb
BCacCblBaHMS MOBbILIAETCA MPOMNOPLUOHANbHO A03e
atopBacTtatmHa. AbGconTHas  OMOAOCTYMHOCTb
aTopBacTaTMHa CocTaBnseT nNpubnuanTenbHo 14%,

a cucTemMHast OOCTYMHOCTb aKTUBHOCTU
nHrmnéutopos  'MIM-KoA-peaykrtasbl  coctaBnset
npubnusantensHo  30%. Huskas cuctemHas
OOCTYNHOCTb obycnoeneHa NPeCcUCTEMHbBIM

MeTabonumamMom B CrmM3nMcTon obonoyke xenyaodHo-
K/MLLEYHOro Tpakta wu/unu "nepBoM npoxoxaeHuun"
yepes nedveHb. [1wa CHMXKaeT CKOPOCTb U CTeNneHb
BCaCbIBaHMA npenapaTa npubnuantensHo Ha 25% u
9% COOTBETCTBEHHO, YTO onpeaensaeTcs No Cay U
AUC (nnowagb nog KpUBOW  «KOHLIEHTpaLums-
BpeMmsi»), ogHako ypoBeHb JIMHI-X npu npueme

hypercholesterolaemia, a population that has
resistance to other lipid-lowering medicinal products.
The liver is the primary site of its action. Atorvastatin
reduces total cholesterol (C), LDL-C and
apolipoprotein B in patients with homozygous and
heterozygous familial hypercholesterolemia, non-
familial of hypercholesterolemia and mixed
dyslipidemia. Atorvastatin also reduces VLDL-C and
triglycerides (TG), produces variable increases HDL-
C and apolipoprotein A-1. Individualization of
preparation dosage should be based on therapeutic
response.

Pharmacokinetics

Absorption

Atorvastatin is rapidly absorbed after oral
administration: maximum plasma concentrations
(Cmax) occur within 1 to 2 hours. Extent of absorption
increases in proportion to atorvastatin dose. The
absolute  bioavailability ~ of  atorvastatin is
approximately 14% and the systemic availability of
HMG-CoA  reductase inhibitory  activity is
approximately 30%. The low systemic availability is
attributed to presystemic metabolism in
gastrointestinal tract mucosa and/or the "first pass"
through the liver. Food decreases the rate and extent
of drug absorption by approximately 25% and 9%,
respectively determined by Cmax and AUC, however,
the level of LDL-C in administration of atorvastatin
under fasting and during meal decreases practically
equally. Despite the fact that after administration of
atorvastatin in the evening its level in the plasma
below (approximately 30% for C.ax and AUC) than
after administration in the morning, the reduction of
LDL-C is not dependent on the time of day when take
medication.

Distribution

Mean volume of distribution of atorvastatin is
approximately 381 liters. Atorvastatin is 98% bound
to plasma proteins.
Metabolism
Atorvastatin  is

extensively  metabolised by

olur. Atorvastatin homozigot irsi
hiperxolesterinemiyali xasteloerds, o insanlar ki,
digaer hipolipidemik darman vasitelerina rezistent
olurlar, ASLP-X-ni asagdi salmaqda effektivdir.

Qaraciyar onun esas tesir yeridir. Atorvastatin

homozigot Vo heteroziqot irsi
hiperxolesterinemiyali, geyri-irsi
hiperxolesterinemiyall vea qarigiq dislipidemiyali
xastalerde Umumi xolesterini (X), ASLP-X va

apolipoprotein B-ni azaldir. Atorvastatin hamginin
gox asagr sixligh lipoproteini (CASLP-X) ve
trigliseridlari (TQ) azaldir, YSLP-X  ve
apolipoprotein A-1-in dayiskan artimina sabab olur.
Preparatin dozasinin fardiliyi terapevtik cavaba
asaslanmalidir.

Farmakokinetikasi

Sorulmasi

Atorvastatin daxile gabuldan sonra sirstle sorulur:
1-2 saat middstinds plazmada maksimal gatilhiga
(Cmax) catir. Sorulmanin dearacasi atorvastatinin
dozasina muvafig olarag artir. Atorvastatinin
mitleq biomanimsanilmasi texminan 14%, HMQ-
KoA-reduktaza inhibitorlarinin faalliginin sistem
manimsanilmasi ise texminan 30% tagkil edir.
Asagl sistem manimsanilma mada-bagirsaq
traktinin selikli gisasinin presistem metabolizmi
ve/lve ya qaraciyarden "birinci kegid" ile
alagadardir. Qida preparatin sorulmasinin sirat ve
daracasini mivafiq olarag 25% ve 9% azaldir, bu
da Chax ve AUC ("konsentrasiya-zaman” ayrisi
altindaki saha) ile miisyyan olunur, lakin ASL-X-nin
soviyyasi atorvastatinin acgarina ve yemak vaxt
gabulu zamani demak olar ki, eyni dereceds azallr.
Baxmayaraq ki, atorvastatinin ssher gebulu ila
mulqayisedes axsam g@abulundan sonra onun
plazmadaki saviyyasi (Cyax vo AUC (g¢ln texminan
30%) asagidir, ASL-X-nin enmasi preparatin gabul
olunma vaxtindan asili deyildir.

Paylanmasi

Atorvastatinin orta paylanma hacmi texminan 381
litr toskil edir. Atorvastatinin 98%-i plazma zilallar




aropBacTatMHa HaTolwak W BO Bpems efbl
CHWKaeTCs MNpakTU4YeCcKM B OAMHAKOBOW CTEMneHMu.
Hecmotps Ha TO, 4TO nocrne  npuema
aTopBacTaTMHa BeYepoM YpOBEHb €ro B MrasmMe
HkKe (Cnax M AUC npumepHo Ha 30%), yem nocne
npuema yTpom, cHmkeHue JIMHI-X He 3aBucut oT
BPEMEHN CYTOK, B KOTOPOE NPMHMMAIOT npenapar.
PacnipedeneHue

CpeoHnn 06BEM pacnpeneneHuss atopsacTatvHa
coctaBsnsaer npnénuanTensHo 381 nuTp.
ATopBacTaTuH cBa3bliBaeTcs ¢ 6enkamu nnasmbl Ha
98%.

Memabonu3am

ATopBacTaTMH B 3HauYMTENbHOW CTeneHn nog
BNMSHUEM uMTOXpOMa P450 3A4
MeTabonuaunpyeTcs B opTo- "
naparvapoKCUIMpoBaHHbIe NPOnN3BOAHbIE "
pasnuyHble npoaykTbl ©OeTa-okucneHusi. lMomumo
apyrux nyTen aTn NPOAYKTHI panee
meTabonuanpyetcs B nevyeHn nyTem
rMIOKypOHMZaLNN. In vitro opTo- "
naparvapoKCUMnmMpoBaHHbIe MeTabonuTsl

OKasbIBalOT MHIMBUpyloLLee AeACTBUE B OTHOLLEHUM
'MI-KoA-peayktasbl, COMOCTaBUMOE C TaKOBbIM
atopBactatvHa. [lpumepHo 70% WHrMbupytoLen
aktmBHocTn [MI-KoA-peayktasbl npoucxoauT 3a
cyeT  [OEeNCTBMS  aKTMBHbIX  LIMPKYyNUPYOLWNX
meTabonuToB.

BeideneHue

ATopBactatmH K ero MetabonuTbl BblOensitoTCs,
rmaBHbIM 00pa3oM, C Xénuybk. TeM He MeHee,
atopBacTatMH He TMOoABepraetca  BblpaXeHHOM
KMLLeYHO-NeYyeHouHon  peuumpkynauuun.  CpegHui
nepvoa nonyBbIBEAEHNSI aTOpBacTaTMHa M3 Nnasmbl
coctaenseT npubnuautensHo 14 w4acos. [lepuon
nonypacnaga uHrubupyowen axktupHoctn [MI-
KoA-peayKTasbl cocTaBnsieT npubdnmsmrensHo 20-30
YacoB, 3a CYET y4acTusl aKTMBHbIX MeTabonuToB.
MeHee 2% [o03bl aTopBacTaTMHa BblaensieTcs C
MOYOMN.

CrieyuarnbHble 2pynnbl nayueHmos

cytochrome P450 3A4 to ortho- and parahydroxylated
derivatives and various beta-oxidation products.
Apart from other pathways these products are further
metabolized in the liver by glucuronidation. In vitro,
ortho- and para-hydroxylated metabolites have an
inhibitory activity against HMG-CoA reductase, is
equivalent to that of atorvastatin. Approximately 70%
of circulating inhibitory activity for HMG-CoA
reductase is attributed to active metabolites.
Excretion
Atorvastatin
primarily in

and its metabolites are eliminated
bile. However, atorvastatin does not
appear to undergo significant enterohepatic
recirculation. Mean plasma elimination half-life of
atorvastatin is approximately 14 hours. The half-life of
inhibitory  activity for HMG-CoA reductase is
approximately 20 to 30 hours due to the contribution
of active metabolites.

Less than 2% of the atorvastatin dose is eliminated in
urine.

Special groups of patients

Geriatric

Concentrations of atorvastatin and its active
metabolites in blood plasma in healthy elderly people
(age over 65 years) are higher (approximately 40%
for Cmax and approximately 30% for AUC) than in
young patients.

Pediatric

Pharmacokinetic data in the pediatric population are
not available.

Gender

Concentrations of atorvastatin and its active
metabolites in plasma in women differ from
concentrations in plasma in men (approx. 20% higher
for Cmax and approx. 10% lower for AUC), however,
clinically significant differences of the drug effect, on
lipid metabolism in men and women were not
identified.

Renal insufficiency

Renal disease has no influence on the blood plasma
concentration of atorvastatin or its effect on lipid

ile birlasir.

Metabolizmi

Atorvastatin  sitoxrom P450 3A4 tesiri ile
ahamiyyatli deraceds orto- ve parahidroksidlasma
téramalerine va  beta-oksidlesmanin  muxtalif
mahsullarina metaboliza olunur. Diger vyollarla
yanasi bu mahsullar daha sonra gqaraciyerde
glikuronidlesma yolu ile metabolizma ugrayirlar. In
vitro orto- ve parahidroksidlesmis metabolitlar
HMQ-KoA reduktazaya qarsi  atorvastatine
ekvivalent ingibsedici tesir gostarirler. HMQ-KoA
reduktazanin ingibsedici fealliginin taxminan 70%-i
foeal dévr eden metabolitlerin tesiri hesabina bas
verir.

Xaric olunmasi

Atorvastatin ve onun metabolitleri asas etibari ile
6dla xaric olunur. Bununla bels, atorvastatin
nazera garpan bagirsag-qaraciyer
resirkulyasiyasina meruz qalmir. Plazmadan
atorvastatinin orta yarimgixma dévri texminan 14
saat tagkil edir. HMQ-KoA reduktazanin ingibaedici
fealliginin yarimpargalanma dovri foal
metabolitlerin istiraki hesabina texminan 20-30
saat toskil edir.

Atorvastatin dozasinin 2%-a qaderi sidikle xaric
olunur.

Xdsusi qrup pasiyentlor

Geriatrik

Saglam yasl sexslerde (65 yasdan yuxari) cavan
pasiyentlerlo mugayiseds atorvastatinin ve onun
feal metabolitlarinin gan plazmasinda gatihgi (Cpmax
Ugln texminan 40% va AUC (gin texminan 30%)

yUuksakdir.

Pediatrik

Pediatrik  populyasiya  G¢in  farmakokinetik
malumatlar mévcud deyildir.

Cins

Qadinlarda atorvastatin Vo onun foal

metabolitlerinin plazmada gatihgi kisilerde plazma
gatihgindan farglanir (Cpax Ugln taxminan 20%
yuxarli va AUC (gin texminan 10% asagi), lakin




lepuampuyeckol

KoHueHTpaumn artopBacTtaTMHa W €ro akTUBHbIX
meTabonuMToB B nNnasme KpoBW Yy 300pPOBbIX
noxunelix niogen (B Bo3pacTe cTapwe 65 nert)
Bbilwe (Cax NpUMepHo Ha 40% n AUC npumepHo Ha
30%), YeM y nauneHToB MOJIO40ro Bo3pacTa.
lNeduampuyeckol

dapmakoKkMHeTn4Yeckme OaHHble
negvaTpuUYecKon NoNynauun He UMeeTcs.
lon

KoHueHTpaumm artopBacTtaTMHa W €ro akTUBHbIX
MeTabonMToB B MNIa3Me Y XXEHWWH OTnu4yatTcs
(Cmax MpumepHO Ha 20% Bbiwe, a AUC Ha 10%
HWXXE) OT KOHLEHTpauuin nnasmbl y MyXXUYUH, OOHaKO
KMMHUYECKN  3HAYMMbIX  Pasnuyuni  BIUSAHMSA
npenapata Ha NUNUOHBIA OOMEH Yy MYXYMH W
XKEHLLVH He BbISIBINEHO.

lNoye4yHasi HeOocmamo4yHoCMb

[MopaxeHne Mo4vek He BRMSET Ha KOHLEHTpauuio
aTopBacTaTMHa B MfasmMe KpoBW unu ero acpdekT
Ha nokasaTenu nunugHoro obmeHa. B cBs3u ¢ aTnm
M3MeHeHNss [103bl Yy OOMbHbIX C HapyLeHUem
dyHKUUKN NoYek He TpebyeTcs.

lNeyeHo4yHas HedocmamoyHOCMb

lMnasmeHHble KOHLeHTpauun aTopBacTaTvHa
3HaunTenbHo nosbiwatoTes (Cpax M AUC npumepHo
B 16 u 11 pa3 COOTBETCTBEHHO) y MaLUEHTOB C
XPOHMYECKOW  anKkorofibHOM OONEe3HbD  MedYeHn
(kmacc B no wkane Yanng-Moto).

ans

MokasaHuA K NpUMEeHeHUo
lunepxonecmepuHemusi

Bo3onun [eHepUKOH HasHa4aeTcs B KayecTse
OOMNOMHEHUA K AMeTe AN CHUWKEHUS MOBbILIEHHOro
ypOBHS 06Lero xonectepuHa (obwwun XC), NMHI-
xonectepuHa (JIMHM-X), anonunonpoteMHa B un

ypoBHsA TpurnuuepugoB (Tl npu  cnegyrowmx
3aboneBaHuAX:
- nepBUYHas rmnepxonecrepuHemMus

(reTepo3nroTHas cemMeriHasa n HecemenHas);
- KOMOMHMpPOBaHHas (CMeLlaHHas) rmnepnMnuaeMms

metabolism parameters. In this regard, changes of
dose in patients with impaired renal function are not
required.

Hepatic insufficiency

Plasma concentrations of atorvastatin are markedly
increased (approx. 16-fold in Cy.x and approx. 11-
fold in AUC) in patients with chronic alcoholic liver
disease (Child-Pugh score, class B).

Indications for use

Hypercholesterolemia

Vozolip Genericon is indicated as an adjunct to diet
for reduction of elevated levels total cholesterol (total-
C), LDL-cholesterol (LDL-C), apolipoprotein B and
triglycerides (TG) in following diseases:

- primary hypercholesterolemia (heterozygous familial
and non-familial);

- combined (mixed) hyperlipidaemia (corresponding
to types lla and Ilb of the Fredrickson classification);

- in homozygous familial hypercholesterolemia as an

preparatin  kigilerde ve  gadinlarda lipid
mibadilasine tasirinin klinik shamiyyatli fargleri
miayyan edilmamisdir.

Béyrak catigsmazligi

Béyraklerin  zadslanmasi  atorvastatinin  gan
plazmasindaki qgatihgina ve ya onun lipid
mibadilesi gostericilarine effektine tasir etmir.

Buna gbére de, bdyrak funksiyalarinin pozgunlugu
olan xastslarda dozanin dayisilmasi teleb olunmur.
Qaraciyor ¢atismazIigi

Qaraciyarin xroniki alkoqol xasteliyi (Cayld-Pyu
skalas! B sinfi (1zra) olan xastelerds atorvastatinin
plazmadaki qatiidi xeyli derecedsa (Cmax vo AUC
mavafiq olaraq texminan 16 va 11 dafa) artir.

istifadasine gosteriglar

Hiperxolesterinemiya

Vozolip Generikon Umumi xolesterinin (Umumi
XS), ASLP-xolesterinin (ASLP-X), apolipoprotein
B-nin va trigliseridlerin (TQ) ylksalmis saviyyasinin
azaldilmasi G¢ln pehrize slave kimi asagidaki
xastaliklards tayin olunur:

- birincili hiperxolesterinemiya (irsi ve qeyri-irsi
heterozigot);

- kombinsolunmus  (garisiq) hiperlipidemiya
(Fredrikson tesnifatinin lla va llb tiplarine mivafigq




(B cooTBeTCTBUM C Knaccudukaumnen dpegpukcoHa
Tmnos lla n 116);

- TOMO3MIoTHas CeMerHas rnnepxorieCTepMHEMIS,
Kak [OMOSIHEHWE K OPYIMM TUNONUMNngeMmuyecknmv
neyeHusm (Hanpumep, adepes JIMNHIT), nnn ecnm
Takoe nnevyeHne HegoCTYMHO.

lNpogunakmuka cepOeyHo-cocyducmbix
3abornesaHuli
MpodunakTuka cepaeyvHo-cocyamucTbIxX

3aboneBaHWn y NaUWEHTOB C BbICOKMM PUCKOM
pas3BUTHSA NnepBUYHbIX cepaeyvHo-cocyamncTbix
3aboneBaHun.

MpoTnBONOKa3aHMA

- NMOBbILLIEHHAs YyBCTBMTENBHOCTb K aTOpBacTaTUHy
unu nobomy Apyromy KOMMOHEHTY npenapara;

- aKTMBHblE 3aboneBaHus neyeHm unm
HeoOBbSACHMMOEe cTonkoe noBbILIEHNE
CbIBOPOTOYHOM aKTMBHOCTU TpaHcamuHa3 (bornee
YyeM B 3 pa3sa MO CpaBHEHUIO C BEPXHEW rpaHuLien
HOpPMblI);

- 6epeMeHHOCTb M Nepuog nakTauuu;

- Bo3gpact go 18 ner (M3-3a HeOoOCTaTOYHOCTU
KMMHUYECKUX  OaHHbIX N0  3(PEKTMBHOCTU MU
©e30nacHOCTU AN JaHHOW BO3PaCTHOW rpynnbl).

- NnpuMeHeHne dy3naneBo KUCNOTbI
(nexapcTBeHHble cpeacTBa UCMNonb3yemble O1iS
neyeHust GaktepuanbHbIX WHGEKUMI) nepopanbHO
UNn B BUOE MHBEKUUA (CM. Takke MHGOpMauuio B

pasgene «B3sanmopencrtene c apyrumm
nekapCcTBEHHbIMU CpeacTBaMm»).
- ecnu Bbl ucnonbayete KoMBuHauuto

rnekanpeBunp/NMOpeHTacBmMp Npu riedeHnn renatmTa
C;

- Y NauMEeHTOB, MPUHUMAIOLWMX NPOTMBOBUPYCHLIE
npenapaTbl npoTuB renaTtuTa C
anbaceup/rpasonpesnp O[HOBPEMEHHO c
aTopBacTaTMHOM, J03a aTopBacTaTMHa He JOIMKHa
npesbiwaTb 20 Mr/cyT.

adjunct to other lipid-lowering treatments (e.g. LDL
apheresis) or if such treatments are unavailable.
Prevention of cardiovascular disease

Prevention of cardiovascular disease in patients with
higher risk of developing of primary cardiovascular
diseases.

Contraindications

- hypersensitivity to atorvastatin or
component of the preparation;

- active liver diseases or unexplained persistent
elevations serum transaminase activity (greater than
3 times the upper limit of normal);

- pregnancy and lactation period;

- age up to 18 years (due to insufficiency clinical data
on the efficacy and safety for this age group).

- taking of fusidic acid (medicines used to treat
bacterial infections) orally or by injection (see also
information under the heading «Interaction with other
medicinal products»).

- if you use the combination of
glecaprevir/pibrentasvir in the treatment of hepatitis
C;

- in patients taking hepatitis C antiviral agents
elbasvir/grazoprevir concomitantly with atorvastatin,
the dose of atorvastatin should not exceed 20
mg/day.

any other

olaraq);

- homozigot irsi hiperxolesterinemiyada digar
hipolipidemik mualicelers slave kimi (mas. ASLP
aferezi) vea ya bu mdaliceni aparmaq mUmkin
olmadiqda.

Urek-damar xastaliklarinin profilaktikasi

Birincili Urak-damar xastsliklarinin yaranma riski
yiksak olan xastelerde Urek-damar xastsliklerinin
profilaktikasi.

Oks gostariglar

- atorvastatine ve ya preparatin istenilon digar
komponentina garsi yiksak hassasliq;

- qaraciyarin aktiv xastaliklari ve ya gan zerdabinda
transaminazalarin  fealiginin izah olunmayan
davaml artimi (normanin yuxari serhadi ile
miqayisedsa 3 defedan ¢ox);

- hamilslik ve laktasiya dévr(;

- 18 yasa kimi yas dovri (bu yas qrupu Ugln
effektivliyi va tahlikasizliyi Gzra klinik malumatlarin
kifayst gedar olmamasina gors).

- fuzid turgsusunun (bakterial infeksiyalarin
mualicesinds istifade olunan derman vasiteleri)
oral va ya inyeksiya yolu ile istifadasi (hemginin
«Diger derman vasiteleri ile qgarsiigh tasiri»
bdlmasindeki malumatlara bax).

- hepatit C mualicesinde qglekaprevir/pibrentasvir
kombinasiyasi istifads olunarsa;

- hepatit C aleyhina virusaleyhina
elbasvir/qrazoprevir preparatlarini  atorvastatinle
eyni zamanda gsbul edan pasiyentlarde
atorvastatinin dozasi ginde 20 mg-dan ¢ox
olmamalidir.




Ocob6ble yka3aHMA U Mepbl NPeaoCTOPOXHOCTU
[elicmeue Ha neyeHb

Kak " npu npuMeHeHnn apyrmx
rMNONUNMAEMMYECKUX CPEeACTB TOrO e Knacca,
nocne neyexHus Bosonun NeHepukoHOM oTmevanu
ymepeHHoe (bonee 4yeM B 3 pasa No CpaBHEHUIO C

BepxHen rpaHuuen HOPMbI) nosblLLEHNE
cbiBOpoTOYHOM  aktmBHoctv  ACT wn AJlT.
dyHKUMOHaNbHbIE npo6bl nevyeHu cnepyet

NPOBOAWTL [0 Hayana JfneyeHust U Nepuoanyvecku
nocne 9atoro. B cnyyae noBbIWEHUS YPOBHSA
MeYeHOYHbIX TPaHCaMMHa3 MX akTUBHOCTb crnegyet
KOHTponupoBatb [0 Tex Mop, MoKka OHa He
HopManuayetcd. Ecnu noBblleHWe aKTUBHOCTU
ACT wunn AINT (6onee yem B 3 pas3a NO CpaBHEHWUIO
C BEpXHEW TpaHULEen HOPMbI) COXpPaHSIeTCs,
PEKOMEHAYETCS CHWKEeHWe [03bl WM  OTMeHa
Bosonun NeHepukoHa.

Bosonun [eHepuKOoH creayeTr wucnonb3oBaTb C
OCTOPOXHOCTbO ¥ BONbHbIX, KOTOpble NOTPpebnstoT
3HaYMTENbLHOE KONMMYECTBO arnkoronst U/wunuv umetoT
nctoputo 60ne3Hn neyeHu.

[elicmsue Ha ckeniemHbie MbIlWUbI

ATopBacTaTuH, Kak n gpyrmue nHruoutopsl 'MIM-KoA-
pedykTasbl, B pPedKux Criyyasix MOXEeT BNUATb Ha
CKeneTHble MbILWLbl U Bbl3BaTb MUANTN0, MUO3NT U

MUoMaTUo, KOTOopble MOryT nNporpeccMpoBaTb [0
pabgomuonusa, 3aboneBaHus, noTeHuuansHo
yrpoxkatoLero XKU3HW, XapaKkTepusytoLerocs

3aMETHO MOBLILIEHHLIM YPOBHEM KpeaTUHKUHAa3bl
(KK), mwuornobuHemmnen n MmnornobuHypuen, 4To
MOXET NPUBECTM K MOYEYHON HEJOCTaTOYHOCTMW.
perindpyTOBbIN COK

U3berante ynoTpebneHusa rpenndpyToBOro coka,
BO Bpem4d npuvema Bosonun NeHepukoHa, notomy
4YTO rpenndpyToBbIN COK MOXET MNOBNUATbL Ha
MeTabonuam aropBacTaTMHa W YBENUYUTbL €ro
KONM4YEeCTBO B KPOBMW.

Arkoeorb

PekomeHayeTcs nsberatb yrnoTpebneHus
Ype3MepHOro Konm4yecTBa arkoronsi, BO BpeMs

Special warnings and precautions for use

Liver effects

As in administration of other lipid-lowering medicinal
products of the same class, after treatment with
Vozolip Genericon noted moderate (greater than 3
times the upper limit of normal) increased serum
activity of AST and ALT. Liver function tests should
be performed prior to treatment and periodically
thereafter. In case of an increase levels of liver
enzymes should be monitored their activity as long as
it is not normalized. If increases in AST or ALT
activity (greater than 3 times the upper limit of
normal) persist, reduction of dose or withdrawal of
Vozolip Genericon is recommended.

Vozolip Genericon should be used with caution in
patients who consume substantial quantities of
alcohol and/or have a history of liver disease.
Skeletal muscle effects

Atorvastatin, like other HMG-CoA reductase
inhibitors, may in rare occasions affect the skeletal
muscle and cause myalgia, myositis, and myopathy
that may progress to rhabdomyolysis, a potentially
life-threatening desease characterised by markedly
elevated levels of creatine kinase (CK),
myoglobinaemia and myoglobinuria which may lead
to renal failure.

Grapefruit juice

Avoid drinking grapefruit juice, while taking Vozolip
Genericon, because grapefruit juice can affect the
metabolism of atorvastatin and increase its amount in
your blood.

Alcohol

It is recommended to avoid drinking excessive
amounts of alcohol while taking Vozolip Genericon.

Xiisusi gostariglar va ehtiyat tadbirlari
Qaraciyoro tosiri

Hamin sinfin diger hipolipidemik vasitalerinin
istifadasi kimi, Vozolip Generikon ile mialicedan
sonra AST ve ALT-nin zardab faaliginin milayim
(normanin  yuxari serhadi ile migayisade 3
defeden c¢ox) artimi muisahide olunmusdur.
Qaraciyarin  funksional sinaglarini  mualicedan
avval ve sonra vaxtasirn aparmaq lazimdir.
Qaraciyar transaminazalarinin saviyyasinin artmasi
hallarinda, onlarin faalhdini normallagana kimi
nazaretde saxlamaq lazimdir. ©ger AST ve ya

ALT-nin fealhiginin artmasi (normanin yuxari
saviyyasi ile migayisede 3 dafedan ¢ox)
saxlanilarsa, Vozolip Generikonun dozasini

azaltmaq ve ya gabulunu dayandirmaqgq maslshat
olunur.

Vozolip Generikonu kifayat migdarda alkoqol
gebul eden va/ve ya garaciyer xestaliyi tarixi olan
xostolors ehtiyatla tayin etmak lazimdir.

Skelet azalolorine tasiri

Atorvastatin diger HMQ-KoA reduktaza inhibitorlari
kimi nadir hallarda skelet azslalarine tasir edib
mialgiya, miozit ve miopatiyaya sabab ola biler ki,
bunlar da kreatinkinaza (KK) saviyyasinin
nazaracarpan ylksalmasi, mioglobinemiya ve
mioglobinuriya ile xarakterize olunan, hayat Ggln
potensial tehlikali xastaliya - rabdomiolize kimi
inkisaf eda ve bdyrek ¢atismazligina gatirib ¢ixara
bilar.

Qreypfrut sirosi

Vozolip Generikonun gsbulu zamani greypfrut
sirasinin gabulundan uzaq olmag lazimdir, ¢lnki
greypfrut sirasi atorvastatinin metabolizmina tesir
edes ve onun ganda migdarini artira bilar.

Alkogol

Vozolip Generikonun gabulu zamani haddindan
artig migdarda alkogol gebulundan uzaq olmaq
maslahat goralir.




npuema Bosonun NeHepuKoHa.

B3aumopencTBue ¢ ApYyruMyn neKapcTBEHHbIMU
cpeacTBamm
Uneubumopsi CYP3A4

Puck pabgomuonusa
COBMECTHOM  MPUMEHEHUN
onpefeneHHbIMU  NeKapCTBEHHbIMU  CPeACTBaMU,
KOTOpble MOryT noBbILLATH KOHLLEeHTpaLuio
aropBacTatMHa B nnasmMe, TakMMW KakK MOLUHble
nHrnoutopsl CYP3A4 wunu TpaHcnopTHble 6enku

yBenuyuBaeTcsa  npwu
aTopBactatMHa C

(Hanpumep, LMKIOCMNOPWH, TENUTPOMULINH,
KNapuTPOMULIVH, AenaBunpavH, CTUpUNeHTonN,
KETOKOHa3o0n, BOPUWKOHa30/, nTpakoHason,
NMo3akoHas3onl W MHrMbuTopbl npoTeasbl BUY,
BKIIOYAS PWTOHABMP, JOMNMHaBMp, aTasaHaBup,
WHAVHAaBWP, OapyHaBup, TUNpaHaBUp/pUTOHABUP U
T.4.).

Puck muonatmm Takke MOXET ObITb MOBbILIEH npu
COBMECTHOM MNMpMMeHeHUn reMd)M6p03|/|na n opyrux

NPON3BOAHbLIX dpubpuHoBON KMCNOTBI,
NPOTMBOBUPYCHbIX NpenapaTtoB Ans  neyveHus
renatuta C (BI'C) (6ouenpeBup, Tenanpesup,

anbacsup/rpasonpesnp), IpUTPOMULIMHA, HUALMUHA
unn s3etummnba, TenanpeBupa, UM KoMOMHaUUK
TUNpaHaBMpa/pUTOHaBupa. Ecnn BO3MOXHO,
BMECTO 3TUX NeKapCTBEHHbIX MpenapaToB cnegyet

paccMoTpeTb anbTepHaTMBHbIE (He
B3aMMOAECTBYIOLLINE) METOAbI NeYeHus.

Mo-BO3MOXHOCTH cnenyet nsberaTb
0OHOBPEMEHHOIO nNpUMeHeHus 3TUX
nekapcTBeHHbIX cpedcTB. B cnyyasx, korga

0HOBPEMEHHOE NPUMEHEHMWE 3TUX NEKAPCTBEHHbIX
cpefcTB C aTopBacTaTMHOM HeusbexeH, Gonee
HMW3KMEe HauyanbHble W MakcMmarbHble  [O03bl
aTopBacTaTMHa [OOMKHblI OblTb PacCMOTPEHbl ©
pekoMeHOyeTCs TMpOBeAeHVMEe COOTBETCTBYHOLLETO

Interaction with other medicinal products
Inhibitors of CYP3A4

Risk of rhabdomyolysis is increased when
atorvastatin is administered concomitantly with
certain medicinal products that may increase the
plasma concentration of atorvastatin such as potent
inhibitors of CYP3A4 or transport proteins (e.g.
ciclosporine, telithromycin, clarithromycin,
delavirdine, stiripentol, ketoconazole, voriconazole,
itraconazole, posaconazole and HIV protease
inhibitors including ritonavir, lopinavir, atazanavir,
indinavir, darunavir, tipranavir/ritonavir, etc).

The risk of myopathy may also be increased with the
concomitant use of gemfibrozil and other fibric acid
derivates, antivirals for the treatment of hepatitis C
(HCV) (boceprevir, telaprevir, elbasvir/grazoprevir),
erythromycin, niacin, or ezetimibe, telaprevir, or the
combination of tipranavir/ritonavir. If possible,
alternative (non-interacting) therapies should be
considered instead of these medicinal products.
Co-administration of these medicinal products should
be avoided if possible. In cases where co-
administration of these medicinal products with
atorvastatin cannot be avoided lower starting and
maximum doses of atorvastatin should be considered
and conduction appropriate clinical monitoring of the
patient's condition is recommended.

CYP3A4 inducers

Concomitant administration of atorvastatin with
inducers of isoenzyme cytochrome CYP3A4 (e.g.
efavirenz, rifampin, St. John’s Wort) can lead to
reductions in plasma concentrations of atorvastatin.
Due to the dual interaction mechanism of rifampin,
(inducers of isoenzyme cytochrome CYP3A4 and
inhibitor of hepatocyte transport protein OATP1B1),

Diger derman vasitaleri ila qarsihqgl toesiri
CYP3A4 inhibitorlari

Rabdomioliz riski atorvastatinin plazmada qgatiligini
artira bilen gicli CYP3A4 inhibitorlan ve ya
nagliyyat zulallar (mas.: siklosporin, telitromisin,
klaritromisin, delavirdin, stiripentol, ketokonazol,
vorikonazol, itrakonazol, pozakonazol ve ritonavir,
lopinavir, atazanavir, indinavir, darunavir,
tipranavir/ritonavir ve s. daxil olmagla HiV proteaza
inhibitorlar) kimi muUsayyan derman vasitsleri ile
atorvastatinin eyni zamanda istifadesi zaman arta
bilar.

Miopatiya riski gemfibrozil ve diger fibrik tursu
téremalari, hepatit C (HCV) mualicesinds istifade
olunan virusaleyhine preparatlari (boseprevir,
telaprevir, elbasvir/qrazoprevir), eritromisin, niasin
vo ya ezetimib, telaprevir ve ya tipranavir/ritonavir
kombinasiyasinin eyni zamanda istifadesi vaxti da
arta bilar. MUmkdin olarsa, bu dearman vasitslarinin
avazine alternativ (qgarsiligh tasirde olmayan)
terapiya nazardan kegiriimalidir.

Bu preparatlarin eyni zamanda istifadesinden
mamkin gadar uzaq olmaq lazimdir. Bu derman
vasitaelerinin atorvastatinle eyni zamanda gabulu
gacinilmaz oldugu hallarda atorvastatinin asagi
baslangic ve maksimal dozalari nazardan
kegirilmali ve xeastenin vaziyystine muvafiq klinik
misahida aparmaq maslahat goralir.

CYP3A4 induktorlar

Atorvastatinin  sitoxrom  CYP3A4 izofermenti
induktorlari (meselen, efavirens, rifampisin, dazi
otu) ile eyni zamanda qebulu atorvastatinin
plazmadaki gatiliginin enmasina gaetirib ¢ixara
biler. Rifampisinin ikili gargiligl tesir mexanizmina
gora (sitoxrom CYP3A4 izofermenti induktorlari ve

KnMHu4eckoro  HabmogeHnss 3a  cocTosiHMeM | simultaneous co-administration of atorvastatin with | hepatositlerin  OATP1B1  naqliyyat  zdlalinin
naumeHTa. rifampin is recommended, as delayed administration | inhibitoru) atorvastatinin ve rifampisinin eyni
UHOykmopbl CYP3A4 of atorvastatin after administration of rifampin has | zamanda qgebulu maslehat goérllir, bels ki,
CoBmecTHOe npuMeHeHvMe artopBactatmHa ¢ | been associated with a significant reduction in | rifampisinin  gsbulundan sonra  atorvastatinin




nHgyktopamm msocpepmenta umtoxpoma CYP3A4
(Hanpumep, adaBupeHL, pudamnmumH, 3Bepobot)
MOXET MNPUBOOUTE K CHWKEHUIO KOHLEHTpauuu

atopBacTatmHa B nnasMe KkpoBu. Bcnegcrteue
JBOWNCTBEHHOTO MexaHuama B3anMOOEeNCTBUA
pudamnuumHa (nHayKTOpPOM nsodepmeHTa
uuToxpoma CYP3A4 n NMHrMGUTOPOM
TpaHcnopTHoro 6Genka renatoumutoB OATP1B1)
pekoMeHayeTCs  OAHOBPEMEHHOEe  MpUMEHEeHue
aropBactatmHa ©  pudamnuuuHa,  NOCKOMbKY

OTCpO‘-IeHHbII7I npunemM atopBacTaTuHa nocre npmnemMma

pucpamnuumHa  NpMBOAUT K CYLLECTBEHHOMY
CHWKEHWIO KOHLIEHTpaUumM atopBacTaTuHa B nnasme
KpOBW.

AHmauuosbi

Mpn ogHOBPEMEHHOM MPUMEHEHMM aTopBacTaTMHa
N aHTauMOHOW CYCMeH3uW, coaepKalien MarHusa u
antoMuHns rmapokcnapbl, KOHLIEHTpauus
atopBacTaTMHa B nnasme CHWXaeTcs
nNpnbnunantenbHo Ha 35%.

Konecmunon

[MnasmeHHble KOHUEHTpauun atopBacTtaTuHa U ero
aKTMBHbIX METabONNTOB CHMXAKTbCA NPUMEPHO Ha

25%, npu OAHOBPEMEHHOM npUuMeHeHn
korecTtunona c aTopBacTaTUHOM. OpHako
rMNoNUNUAEeMUYECKNI ekt KoMOMHaLun
aTopBacTaTMHa W  KONEecTurnoria NpeBOCXOAMIT

TaKOBOW KaXkgoro npenapara rno oTaernbHOCTH.
LHueokcuH

Korga ogHOBpEMEHHO NPUHUMAKTCA MHOrOKpaTHbIe
[03bl aTtopBacTaTMHa W AWFOKCMHA, NNa3MeHHble
KOHLlEHTpaLUun [OUroKkCUMHa nnasmbl MOBbILLAKTCS
NpuGN3NTENBLHO Ha 20%. MaumenTsl,
npvHMMaloLWmMe AUFOKCUMH, AOMMKHbI Haanexalumm
0b6pa3om KOHTPONMPOBATbLCA.

SpumpomuyuH

Mpn ogHOBPEMEHHOM MPUMEHEHMM aTopBacTaTMHa
" 3PUTPOMULINHA, NMHrMéuTopa uuTOoXpoma
P4503A4, nnasmMeHHble KOHLEeHTpaumm
atopBacTaTMHa MNOBbIWATCA NPUONN3UTENBHO Ha
40%.

atorvastatin plasma concentrations.

Antacids

In co-administration of atorvastatin and antacid
suspension, containing magnesium and aluminium
hydroxides, atorvastatin plasma concentrations is
reduced by approximately 35%.

Colestipol

Plasma concentrations of atorvastatin and its active
metabolites reduced by approximately 25%, when
colestipol and atorvastatin are co-administered.
However, hypolipidemic effect of the combination of
atorvastatin and colestipol were greater, than either
medicinal product was given alone.

Digoxin

When multiple doses of atorvastatin and digoxin are
co-administered, plasma concentrations of digoxin
increased by approximately 20%. Patients taking
digoxin should be monitored appropriately.
Erythromycin

In co-administration of atorvastatin and erythromycin,
inhibitor ~ of  cytochrome  P4503A4, plasma
concentrations of atorvastatin is increased by
approximately 40%.

Oral contraceptives

Co-administration ~ of  atorvastatin and  oral
contraceptives AUC is increased for norethindrone
and ethinyl estradiol by approximately 30% and 20%
respectively. This effect should be considered when
selecting oral contraceptive for women, taking
atorvastatin.

Warfarin

Atorvastatin has no clinically significant effect on
prothrombin time when administered in patients
receiving prolonged warfarin treatment.

Fusidic acid

Atorvastatin  must not be co-administered with
systemic formulations of fusidic acid or within 7 days
of stopping fusidic acid treatment. In patients where
the use of systemic fusidic acid is considered
essential, statin treatment should be discontinued
throughout the duration of fusidic acid treatment.

gecikmis gabulu gan plazmasinda atorvastatinin
gatihginin shamiyystli deracade azalmasina gstirib
gixarir.

Antasidler

Atorvastatinin magnezium- va aliminium-hidroksid
torkibli antasid suspenziya ile eyni zamanda
gebulu vaxti atorvastatinin plazmadaki gatilig
texminan 35% asag! dusdr.

Kolestipol

Atorvastatin kolestipol ile eyni zamanda qabul
edildikde atorvastatinin vo onun foal
metabolitlerinin plazmadaki gatihdi texminan 25%
azalir. Lakin, atorvastatin va  Kkolestipol
kombinasiyasinin hipolipidemik  tasiri har
preparatin ayriigda gabulundan daha ¢ox olur.
Digoksin

Atorvastatinin ve digoksinin ¢oxdafali dozalari eyni
zamanda qoabul edildikde digoksinin plazmadaki
gatihgr texminan 20% artir. Digoksin gabul edan
xastelar lazimi sekilde nazaratda saxlaniimalidir.
Eritromisin

Atorvastatin ve sitoxrom P4503A4 inhibitoru olan
eritromisinin  eyni zamanda qgebulu  vaxt
atorvastatinin plazmadaki qatiligi texminen 40%
artir.

Oral kontraseptivior

Atorvastatinin va oral kontraseptiv vasitelerin eyni
zamanda gabulu vaxti noretindron va etinilestradiol
Ocin AUC miuvafig olaraq texminan 30% ve 20%
artir. Bu tesiri atorvastatin gabul edan gadinlarda
oral kontraseptiv vasitalerin se¢imi zamani nazers
almaq lazimdir.

Varfarin

Uzun middst varfarinle mualice qabul
xostolorde  atorvastatin  protrombin
ahamiyyatli klinik tasir gdstarmir.

Fuzid tursusu

Atorvastatin eyni zamanda fuzid turgusunun sistem
preparatlanr ve ya fuzid tursusu ile mualice
dayandirildigdan sonraki 7 gin erzinds istifade
olunmamalidir. Fuzid turgusunun sistem istifadasi

eden
vaxtina




OparibHbie KOHmMpauyenmuebsl
Mpn ogHOBpPEMEHHOM NMPUMMEHEHUW aTopBacTaTuHa

n oparnbHbIX KOHTpaLEenTUBHbIX cpeacTs
MoBbILLAETLCSA AUC HOP3TUHOPOHA n
3TUHUNACTpagunona npumepHo Ha 30% u 20%

COOTBETCTBEHHO. JTOT 3heKT creayeT yunTbiBaTb
npu BbIbOpe nepopanbHOro KOHTpauenTuBa AJis
XKEHLLMH, NPUHMMAIOLLIMX aTopBaCTaTUH.

BapgbapuH

ATopBacTaTUH He OkasblBaeT 3HAYUTENbHOro
KnuHu4Yeckoro adpekta Ha npoTpomMbuHoBOE
Bpems, npy  MNPUMEHEHUM Yy  MNaUUEHTOB,

nonyyawoLmx gnmTensHoe nedeHne BapapuHoMm.

®y3uduesasi kucroma

ATtopBacTaTvH He cnepyet HasHa4vaTb
OAHOBPEMEHHO C (hpy3nameBon KMCAOTON CUCTEMHO
unM B TevyeHne 7 [OHeW nocrne npekpaweHus
nedveHna c pyangmeson KucrnoTon. MNauneHTtam, ons
KOTOpPbIX MNPUMEHEHWE CUCTEMHON by3naneBon
KACMOTbl  CYMTaeTcsi  HeobxoauMbiM,  feyeHune
cTaTMHaMu criefyeT npekpaTuTb B TeveHue BCero
nepuoga - neyeHus dycnaeoBon KNCNOTOWN.
MmetoTca cooblieHns o pabgomuonuse (Bknrodas
HECKONbKO fleTanbHbIX CIydaeB) Yy MaUMEeHTOB,
NPUHUMABLLMX KOMOMHauMo y3maueBon KUCMOThbI
co cTaTHamu. MauuveHTy cnegyet
nopekoMeHOoBaTb HEMeAneHHO obpaTutbcs K
Bpayy B Criyyae nosiBfieHMs Kaknx-nmbo cCUMMNTOMOB
cnaboctn B Mblyax, 6onm mnm 06one3HeHHOCTW.
CratnHoBasa Tepanus MoXeT ObiTb MOBTOPHO
npuMmeHeHa 4epe3s 7 [JOHeW nocne npuema
nocnegHen [osbl  dyamaueson  kucnotel. B
UCKMIOYUTENBbHBLIX  cny4vasix, Korga Heobxoanmo
ONUTENBHOE CUCTEMHOE feyeHue JQy3mMaMeBon
KACMOTON, HanpuMep Mpu  JEYEHUN  TsHKENbIX
NHbekuun, Heob6xoauMOCTb COBMECTHOI0O
npuMeHeHnss  atopBacTaTMHa U y3ngmeBon
KACMOTbl CcregyeT paccMmaTtpmBaTb A9 KaXKO4oro
KOHKPETHOro criyyasi M NpoBOAWNTb MO TLaTeNbHbIM
MeaULMHCKUM HabnogeHnem.

[Mpn HeobxoAMMOCTM NepopasnibHOr0 MNPUMEHEHMUS

There have been reports of rhabdomyolysis
(including some fatalities) in patients receiving fusidic
acid and statins in combination. The patient should
be advised to seek medical advice immediately if
they experience any symptoms of muscle weakness,
pain or tenderness. Statin therapy may be re-
introduced seven days after the last dose of fusidic
acid. In exceptional circumstances, where prolonged
systemic fusidic acid is needed, e.g., for the
treatment of severe infections, the need for co-
administration of atorvastatin and fusidic acid should
only be considered on a case by case basis and
under close medical supervision.

If you need to take oral fusidic acid to treat a bacterial
infection you will need to temporarily stop using
Vozolip Genericon. Your doctor will tell you when it
is safe to restart Vozolip Genericon. Taking Vozolip
Genericon with fusidic acid may rarely lead to
muscle weakness, tenderness or pain
(rhabdomyolysis).

Colchicine

Although interaction studies with atorvastatin and
colchicine have not been conducted, cases of
myopathy have been reported with concomitant
administration of atorvastatin and colchicine.
Atorvastatin should be prescribed with caution in
combination with colchicine.

zaruri hesab olunan xestelerds, statinlerle mualice
fuzid tursusu ile bdtin mialice middsti erzinde
dayandiriimalidir. Statinleri fuzid tursusu ile birlikda
gebul eden xastelerds (bazi 6lim hallari daxil
olmagla) rabdomioliz hagginda melumatlar daxil
olmusdur. Xaste eazsle zsifliyinin har hansi bir
simptomunu, agri ve ya sistlik hiss edarsa darhal
tibbi yardim almaq G¢ln hakima muracist etmak
barede malumatlandiriimahdir. Statinlerle mialice
fuzid tursusunun axirinci dozasininin gabulundan
7 gun sonra yeniden baglanila biler. Fuzid
tursusunun sistem uzunmiddastli gsbulu lazim
oldugu istisna hallarda, masalan, agir infeksiyalarin
mialicasinda atorvastatin ve fuzid tursunun birge
istifadasinin vacibliyi har konkret veziyyst Ugln
giymatlandirilmali ve ciddi tibbi nazarat altinda
olmalidir.

Bakterial infeksiyanin  mualicesi G¢in fuzid
tursusunun oral gsbulu lazim oldugu hallarda
Vozolip Generikonun istifadesi mivaqgsti olaraq
dayandiriimalidir. Hakiminiz  size  Vozolip
Generikonun gsbuluna yeniden baslamagin nea
vaxt tehlikesiz oldugunu sbéylayacakdir. Vozolip
Generikonun fuzid tursusu ile birgs istifadesi nadir
hallarda azsls zasifliyina, sustliiys ve agriya ssebab
ola biler.

Kolxisin

Atorvastatinle kolxisinin qarsihigh slagssina dair
he¢ bir tedgigatlar apariimasina baxmayarag,
atorvastatinle kolxisinin birlikds istifadesi zamani
miopatiya hallari geyda alinmigdir. Atorvastatin
kolxisinla birlikds ehtiyatla istifade edilmalidir.




dysmaneson KWUCIOTbI aonsg neyeHus
OakTepuanbHbIX MHGEKUNA, crieayeTb BPEMEHHO
npekpaTnTb ncnonb3oBaHue Bosonun
MleHepukoHa. Baw nevawmn Bpay CKaXeT Baw,
kordaa 6e3onacHO CcHoBa HayaTb MNpUMHMMATb
Bosonun NeHepuKoOH.

MpumeHeHne Bosonun FeHepukoHa c
dy3MamMeBon KUCMOTOM MHOrAa MOXeT MPUBECTU K
MbilLiedHon cnaboctn, 6onn mnu GonesHeHHOCTH
(paboomunonus).

KonxuyuH

HecmoTps Ha TO, yTO nccnenoBaHus
B3aMMOAEWNCTBUSA aTopBacCTaTUHA M KONMXULUUHA He
NpOBOAMIUCE, MPU OAHOBPEMEHHOM MPUMEHEHUN
atopBacTaTMHa 7] KONXuumHa Obinu
3aperncTpupoBaHbl Crydan pasButust MuonaTuu.
lMpn COBMECTHOM HasHayeHun aropBacTaTuHa C
KONXULUHOM crieayeT cobrogaTb OCTOPOXHOCTb.

MpumeHeHne B
nakrauuu

UHrmbuTopsl MI-KoA-peaykTtasbl
NpOoTMBOMOKa3aHbl Npu GepeMeHHOCTU 1 B nepuon
naktaumm. XKeHLUMHbl penpoayKTUBHOrO Bo3pacTta

nepuog OepeMeHHOCTM U

BO BpeMs JleYeHuss [OOSDKHbl  NONb30BaTbCA
ageKkBaTHbIMU mMeToaaMu KOHTpaLenuum.
ATopBacTtaTMH MOXHO HasHayaTb JKEHLUMHaM

PenpoayKTMBHOIO BO3pacTa TOJIbko B TOM Crly4ae,
€cnM BEepOSiTHOCTb GEPEMEHHOCTM Yy HMX O4YeHb
HU3Kas, U OHW MHGOPMMPOBaHbI O BO3MOXHOM
pucke AnNs nnoda BO BpeMsA nedeHus. Ecnu
nauueHTka 3aGepemMeHena Bo BpeMsi Npuéma 3Toro
npenapara, nedyeHue creayeT NpekpaTuTb.

Meauatpuyeckoe npuMeHeHue
OnbIT nevyeHus B negvaTpUYecKon NOMNynAuMmn
orpaHu4yeHa.

FepuaTpuyeckoe npuMmeHeHue
BesonacHoOCTb U a(p(peKkTMBHOCTL atopBacTaTuHa B
3TOM MmonynsumMmM nofoOHbl y 60ONbHbLIX B BO3pacTte

Use during pregnancy and lactation

HMG-CoA reductase inhibitors are contraindicated
during pregnancy and lactation. Women of child-
bearing potential  should use  appropriate
contraceptive measures during treatment.
Atorvastatin can be prescribed to women of
childbearing age only in this case, if theirs the
probability of pregnancy are very low, and they were
informed about the possible risks to the fetus during
treatment. If the patient becomes pregnant while
taking this medicinal product, treatment should be
discontinued.

Pediatric use
Treatment-experienced in a pediatric population is
limited.

Geriatric use
Safety and efficacy of atorvastatin in this population
are similar to those for patients <70 years.

Hamilalik va laktasiya dévriinda istifadasi

HMQ-KoA-reduktaza inhibitorlari hamilelik va
laktasiya dévrinde oks gdstarisdir. Reproduktiv
yasda olan qadinlar moalice zamani muvafiq
kontraseptiv  Usullardan istifade  etmsalidirler.
Atorvastatini reproduktiv yasda olan gadinlara
yalniz o halda tayin etmak olar ki, onlarin hamile
olmaq ehtimali az olsun va onlar mialice zamani
déle mimkin risk hagginda malumatlandiriimis
olsunlar. ©ger pasiyent bu preparati gabul edan

zaman hamilslik bas verarsa, mualice
dayandiriimahdir.

Pediatriyada istifadasi

Pediatrik  populyasiyada  mdialice  tacribaesi
mahduddur.

Geriatriyada istifadasi
Atorvastatinin bu populyasiyada tehlikssizliyi ve
effektivliyi <70 yasinda olan xastalardaki kimidir.




<70 ner.

BnusHue Ha CnocobHoCTb ynpaBnsitb
TpaHCNOPTHbIMM  cpeAcTBaMUM U APYrMMU
noTeHUuanbHO OoNacHbIMU MeXaHu3Mmamu

Bosonun [eHEpPUKOH wuMeeT He3HaunTenbHoe
BNUAHNE Ha CMOCOBHOCTb ynpaBsndatb
TpaHCMopTHbIMMU cpencTeamu 7 apyrumu

noTeHunanbHO onacHbIMN MeXaHn3MaMu.

Cnoco6 npumeHeHus n fosa

Mepen Havanom npuéma Bosonun [eHepuKOHa
nauveHTam HeobxoaMmo pekoMeHa0BaTb
CTaHOAPTHYH TMMOXONECTEPMHEMUNYECKYD ONETY U
3Ta [pgueTa [OfMKHA nNpodomkaTbCA BO  BpPeEMs
neveHus.

Mop6op WMHOMBMAYANTbHON [03bl cneayet
NpOBOAMTbL B COOTBETCTBUM C YYETOM MCXOOHbIX
ypoBHen JIMHI-X, uenu Tepanum un peakuun
naumeHTa.

MpenapaT npuHUMatloT BHYTpPb B ntoboe Bpems
CYyTOK He3aBMCMMO OT npuema nuwn. [osa
npenaparta BapbupyeT oT 10 mr go 80 mr oauH pa3s
B OeHb. MakcmmanbHas gosa - 80 mr oguH pas B
O€EHb.

lunepxonecmepuHemusi (eemepo3uzomHasi
cemelHasi U  HecemelHasl) U  CMeWwaHHas
aunepnunudemus (GpedpukcoHa munos lla u 116)

PeKomer,yeM.aﬂ HaYarnbHasa 0o3a Bozonun
FEHepMKOHa coctasnset 10 Mr oguH pa3 B AeHb.
TepaneBTquCKoe nencreme NnpoABNAETCA B

TedeHne 2 Hedenb U O6GbIYHO TepaneBTUYECKUI
apcbekT pocTUraeT Makcumyma B TeyeHue 4
Hegenb. [lpn anuTenbHOM neyveHun addekT
coxpaHsieTcs.

F'omo3uzomHas cemeliHas 2urepxosiecmepuHeMus
[osa aTtopBacTtaTuHa y nauMeHTOB C rOMO3UrOTHON
CEMEeNHON runepxonectepmHemMuen coctaBnseT oT
10 go 80 mr B cyTkn. Bozonun NeHepukoH cnegyet
ncnonb3oBaTb B KayecTBe [OOMOMHEHUS K ApYrnm
rmnonunMaeMmnYeckum neYyeHnam (Hanpuwmep,

Effects on ability to drive vehicles and other
potentially dangerous machinery

Vozolip Genericon have negligible influence on
ability to drive vehicles and other potentially
dangerous machinery.

Method of administration and dosage

Before receiving Vozolip Genericon patients should
be advised a standard cholesterol-lowering diet and
should continue on this diet during treatment.

The dose should be individualised according to
baseline LDL-C levels, the goal of therapy, and
patient response.

The medicinal product is taken orally at any time of
the day regardless of the meal. The dose of
medicinal product ranges from 10 to 80 mg once
daily. The maximum dose - 80 mg once a day.
Hypercholesterolemia (heterozygous familial and
non-familial) and mixed hyperlipidaemia (Fredrickson
types lla and IIb)

The recommended starting dose of
Genericon is 10 mg once a day.

A therapeutic response is evident within 2 weeks,
and the maximum therapeutic response is usually
achieved within 4 weeks. The effect is maintained
during prolonged therapy.

Homozygous familial hypercholesterolemia

The dose of atorvastatin in patients with homozygous
familial hypercholesterolemia is 10 to 80 mg daily.
Vozolip Genericon should be used as an adjunct to
other lipid-lowering treatments (e.g. LDL apheresis)
in these patients or if such treatments are
unavailable.

Prevention of cardiovascular diseases

For primary prevention dose is 10 mg once a day.
Possible to achieve the target level of LDL-C, would
require increasing doses.

Vozolip

Nogliyyat vasitalorini ve diger potensial
tohliikali mexanizmlari idareetma gabiliyyatina
tosiri

Vozolip Generikon nagliyyat vasitalerini ve diger
potensial  tehlikali mexanizmlari  idareetma
gabiliyyatine shemiyyatsiz tasire malikdir.

istifade qaydasi va dozasi

Vozolip Generikonun @abuluna baslamazdan
avval xestalore standart xolesterinazaldici pahriz
maslahat olunmali ve bu pshriz mualice
muddaetinde davam etdirilmalidir.

Fardi dozanin secimi muvafiq olaraq ASLP-X-nin
ilkin saviyyesina, terapiyanin maqgsadine ve
xastanin reaksiyasina asasan apariimalidir.
Preparat gida gsbulundan asili olmayarag ginin
istenilon vaxtinda gabul edilir. Preparatin dozasi
glnds bir dafe olmagla 10 mg-dan 80 mg-a kimi
dayisir. Maksimal doza — glinds bir dafs 80 mq.
Hiperxolesterinemiya (irsi ve qeyri-irsi heterozigot)
vo qarisiq hiperlipidemiya_(Fredrikson lla ve Ilb
tiplari)

Vozolip Generikonun maslahat olunan baslangic
dozasi giinda bir dafe 10 mq tagskil edir.

Terapevtik tesir 2 hafte middstinde meydana ¢ixir
ve adsten 4 hefts muiddstinde maksimum
terapevtik effekt alde olunur. Uzunmiddatli mialice
zamani tasir saxlanilr.

Homoziqot irsi hiperxolesterinemiya

Homoziqot irsi hiperxolesterinemiyali pasiyentlerda
atorvastatinin dozasi gunds bir defe 10-80 mq
taskil edir. Vozolip Generikonu bu pasiyentlerda
digar hipolipidemik mualicelera slave kimi (maes.
ASLP aferezi) ve ya bu mdualiceni aparmaq
mdamkin olmadiqda istifads etmak lazimdir.
Urek-damar xastaliklarinin profilaktikasi

Birincili profilaktika zamani doza giinds bir dafs 10
mq taskil edir. ASLP-X-nin hadaf saviyyasina nail




adepes JIMHIM) y aTux nauMeHTOB MnNn ecnuv Takoe
neyeHve HeJOCTYMHO.
lpogbunakmuka
3abornesaHli

Mpn nepsuyHON NpochmnakTnke Aosa cocTaBnseT
10 Mr oguH pa3 B pfeHb. BoamoxHo, ans
JOCTMKEHUS LienieBoro YPOBHS JINHM-X
notpebyeTtcs yBennyeHne oo3bl.

cepOeyHo-cocyducmbix

Mo6o4Hoe nencTBne

ATopBactatMH B 00WEM XOpPOLWO MNEepeHOCUTCs
OpraHn3mom.

XKenydouHo-Kkuwe4Hble paccmpolicmea

YacTto: 3anop, MeTeopusm, AUCNencus, TOLIHOTA,
anapes.

Heuacto: pBoOTa,
naHKpeaTwur.
HepeHas cucmema
YacTo: ronoBHas 60nb.

HevacTo: roNoBOKpPYXeHue,
rmnecTeans, aMmHe3us.

Peako: nepudepunyeckas HesponaTus.
[bixamenbHas cucmema

YacTto: OpPOHXUT, PUHUT, MNHEBMOHMS,
acTma, HOCOBOE KpOBOTEYEHME.
Mbiwe4yHo-ckenemHasi cucmema

YacTto: muanrus, aptpanrusi, 60nm B KOHEYHOCTSX,
MbILLEYHbIE CMa3Mbl, OnyxaHuWe cycTaBoB, 6onu B
CMnuHe.

HeuvacTo: 60rb B Llee, MbILLEYHOE YTOMIIEHUE.
Pepnko: MuonaTus, MWNO3UT, pabgomuonus,
TeHgonaTus.

HapyweHusi Memabosnuama u numanusi

YacTo: runeprinvkemMums.

Heuacto: runornukemunsi, npubaBneHne Beca,
aHOpeKCUs, NoBbiLLEHNE KpeaTUHGOCHOKMHA3SDI.
Koxxa u nodkoxxHasi mkaHb

Oonb B KMBOTE, OTPbIXKKA,
napecresauu,

ofpblLLKa,

HevacTto: KpanuBHMUA, KOXHas  Cbinb,  3yA,
anoneuus.

Arnnepau4ecKkue peakuyuu

Penko: aHrMOHEBPOTUYECKUI OTEK, OynnesHbIn

Side effects

Atorvastatin is generally well-tolerated by organism.
Gastrointestinal disorders
Common:  constipation,
nausea, diarrhoea.
Uncommon: vomiting, abdominal pain, eructation,
pancreatitis.

Nervous system

Common: headache.

Uncommon: dizziness, paraesthesia, hypoesthesia,
amnesia.

Rare: peripheral neuropathy.

flatulence, dyspepsia,

Respiratory system

Common: bronchitis, rhinitis, pneumonia,
breathlessness, asthma, epistaxis.

Musculoskeletal system

Common: myalgia, arthralgia, pain in extremity,

muscle spasms, joint swelling, back pain.
Uncommon: neck pain, muscle fatigue.

Rare: myopathy, myositis, rhabdomyolysis,
tendinopathy.

Metabolic and nutritional disorders

Common: hyperglycaemia.

Uncommon: hypoglycaemia, weight gain, anorexia,
creatine phosphokinase increase.

Skin and subcutaneous tissue

Uncommon: urticaria, skin rash, pruritus, alopecia.
Allergic reactions

Rare: angioneurotic oedema, dermatitis bullous
including erythema multiforme, Stevens-Johnson
syndrome and toxic epidermal necrolysis.

Blood and lymphatic system

olmaq U¢ln dozanin artiriimasi taleb oluna biler.

Olava tasirlari

Umumilikde atorvastatin organizm terafinden yaxsi
gabul olunur.

Mado-badirsaq pozgunluqlari

Cox tez-tez: qebizlik, meteorizm, dispepsiya,
Uraekbulanma, ishal.

Bazen: qusma, garinda agri, geyirma, pankreatit.
Sinir sistemine

Cox tez-tez: bas agrisi.

Bazen: basgicallanma, paresteziya, hipoesteziya,
amneziya.

Nadir hallarda: periferik nevropatiya.

Toneffls sistemina

Cox  tez-tez:  bronxit, rinit, pnevmoniya,
tengenafaslik, astma, burun ganaxmasi.
Simliik-ezale sistemine

Cox tez-tez: mialgiya, artralgiya, atraflarda agrilar,
azsla spazmlari, oynaglarin 6demi, belds agrilar.
Boazen: boyunda agri, azsle yorgunlugu.

Nadir hallarda: miopatiya, miozit, rabdomioliz,
tendopatiya.

Metabolizm ve qidalanma pozgunluqlari

Gox tez-tez: hiperglikemiya.

Bozon: hipoglikemiya, baden kuitlasinin artmasi,
anoreksiya, kreatinfosfokinazanin artmasi.

Deri ve darialti toxumaya

Bozon: dvre, dari sepgisi, gaginma, alopesiya.
Allergik reaksiyalar

Nadir hallarda: angionevrotik &dem, multiformali
eritema, Stivens-Conson sindromu ve toksik
epidermal nekroliz daxil olmagla bullyoz dermatit.
Qan ve limfa sistemine




OepMaTuT, BKIOYas MyNbTUOPMHYIO 3pUTEMY,
cvnHgpoMm  CTuBeHca-[)KOHCOHAa WM TOKCUYECKMWIA
anuaepmMarnbHbI HEKPOSKUS.

KposeHocHas u numghamuyeckas cucmema
Pepko: TpomboumnToneHus.

CrnieyuarnbHbie 8udbl HygcmaumerisHocmu
Hevacto: MyTHOe 3peHue, LWyMm B
n3BpalleHune Bkyca.

Pepnko: HapyLueHue 3peHus, rmyxoTa, noTeps BKyca.

yliax,

MepenosunpoBka

Cneuncmyeckoro neyeHuss npu nepeso3vpoBke
Bo3onun NeHepuKOHOM He cyulecTByeT. B cnyyae
nepego3npoBKM cnegyet NpoBOANTb
CMMNTOMaTM4YeCcKkoe WM noggepXuBarLlee rnedyeHve.
ATopBacTaTMH B BbICOKOW CTEMEHU CBSA3bIBAETCH C
Genkamu nnasmbl KPOBM, MNO3TOMYy remoananva
HeadbheKTMBEH.

dPopma Bbinycka

Bosonun leHepukoH 20 wmr, 40 mr TabneTtku,
NOKpPbITble NNEHOYHON 06ONOUYKOMN

Mo 10 Ttabnetok B An/An Gnuctepe. 3 Gnncrtepa
BMECTE C  WHCTPYKUMEA N0  MPUMEHEHUIO
MOMELLIAOTCH B KAPTOHHYHO Mauky.

YcnoBusa xpaHeHus

OTO nekapcTBEHHOE CpencTBO He  Tpebyet
cneumanbHbIX YCNOBUA  XpaHeHud. XpaHuTb B
OpUrMHAaNbLHONM yNakoBKe B LEeNnsiX 3aluTbl OT Bnaru.
XpaHUTb B MecTax, HeAOCTYNHbIX Anst AeTeN.

Cpok rogHocTH

2 roga.

He wucnonb3oBatb
roAHOCTW.

nocne WUcCTte4dYeHuna  CpokKa

YcnoBusa oTnycka U3 antek
Mo peuenTy Bpava.

Rare: thrombocytopenia.

Special types of sensitivity

Uncommon: vision blurred, tinnitus, dysgeusia.
Rare: visual disturbance, deafness, ageusia.

Overdose

Specific treatment is not available for Vozolip
Genericon overdose. In case of overdose
symptomatic and supportive therapy should be

carried out. Atorvastatin extensively binding to
plasma proteins, therefore hemodialysis is not
effective.

Presentation

Vozolip Genericon 20 mg, 40 mg film-coated
tablets

10 tablets in Alu/Alu blister. 3 blisters with the
instruction for use are placed in cardboard packing.

Storage conditions

This medicinal product does not require any special
storage conditions. Store in the original package in
order to protect from moisture.

Keep out of the sight and reach of children.

Shelf life
2 years.
Do not use after the expiry date.

Pharmacy purchasing terms
On prescription.

Nadir hallarda: trombositopeniya.
Hissiyyatin xdsusi névieri

Bozen: dumanli  gbérms, qulaglarda  kiy,
dadbilmanin dayismasi.
Nadir hallarda: gdérmanin pozulmasi, karliq,

dadbilmanin itmasi.

Doza haddinin agiimasi

Vozolip Generikon ils doza haddinin asiimasinin
spesifik mlalicesi yoxdur. Doza haddinin asiimasi
hallarinda simptomatik ve desteklayici mualice
aparmagq lazimdir. Atorvastatin plazma zilallan ile
yUksoak daracada birlasir, buna géra de hemodializ
effektiv deyil.

Buraxilis formasi

Vozolip Generikon 20 mq, 40 mq o6rtikli
tabletlor

10 tablet Al/Al blisterds. 3 blister iclik veroge ilo
birlikds karton qutuya gablasdirilir.

Saxlanma soraiti

Bu derman vasitesi xlsusi saxlanma seraiti talab
etmir. ROtubstden qgorumaq magsadi ile orijinal
gutusunda saxlamagq lazimdir.

Usaglarin ali catmayan yerde saxlamaq lazimdir.

Yararliliq miiddati

2il.

Yararllig muddeti bitdikden sonra istifade etmak
olmaz.

Aptekdoan buraxilma sorti
Resept asasinda buraxilir.
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Genericon Pharma Gesellschaft m.b.H.
Hafnestrasse 211, 8054, 'pau, ABcTpus
E-mail: genericon@genericon.at

OKCKIMI0O3MBHBIV ANCTPUOLIOTOP B
AszepbarigxaHe:

«TETPAOA» NTA.

AZ1102, ynuua 20AHBaps, 14;
baky, AzepbarmxaH

Ten.: (+994 12) 431-59-24, 431-05-
41

dakc: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com

Manufacturer

Genericon Pharma Gesellschaft m.b.H.
Hafnestrasse 211, 8054, Graz, Austria
E-mail: genericon@genericon.at

Official distributor in Azerbaijan
«TETRADA» LTD.

, 20th January street, Baku, Azerbaijan
__ Tel.: (+994 12) 431-59-24, 431-05-41
' Fax: (+994 12) 430-80-51
E-mail: info@tetrada-az.com
www.tetrada-az.com

istehsalcl

Genericon Pharma Gesellschaft m.b.H.
Hafnestrasse 211, 8054, Qras, Avstriya
E-mail: genericon@genericon.at

Azarbaycanda resmi distribyutor
«TETRADA» MMC - dir.

)Yanvar kigesi,14; Baki, Azarbaycan
% Tel.:(+994 12) 431-59-24, 431-05-41
RaEo= Faks: (+994 12) 430-80-51
E-mail: info@tetrada-az.com
www.tetrada-az.com




