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AZERBAIJAN

WHCTPYKUMSI MO NPUMEHEHMIO NEKAPCTBEHHOO NpenapaTa
(ons naumeHToB)

TPUTECTA 10 wmr, 20 mr TabneTtku, MOKpPbITbIE
NnéHoYHor obono4komn

TPUTECTA

MexayHapoaHoe HenaTeHTOBaHHOe  Ha3BaHue:
PosyBactatuH

CocTaB

Tpurecta 10 mMr TabneTku, NOKpbITble NIEHOYHOM
ob6ono4kon

AkmusHoe sew,ecmeo: kaxpaas Tabnetka cogepxut 10
Mr po3yBacTaTuHa (B Bue po3yBacTtaTuHa Kanbuus).
BcriomozamernbHbie gewjecmea: nakrosa MoHorugpar,
MUKpOKpucTannmyeckass uennonosa (E460), uwutpar
HaTpusa (E331), kpocnoBMAOH TUN B, KpemHus anokcua
konnougHein 6e3BogHbin  (E551), marHua cTteapart
(E572).

Obornoyka: onagpan Il 6enbin 33G28523, cocTas:
rmnpomennosa 2910 (6 cll) (E464), wmoHormgpart
nakto3sbl, Mmakporon 3350, TpnaueTtunH (E1518), amokeng
TuTaHa (E171).

Tpurecta 20 Mr TabneTku, NOKpPbITble MNNEHOYHOMN
obonoukon

AKkmuegHoe sew,ecmeo: kaxpaas Tabnetka cogepxut 20
Mr po3yBacTaTuHa (B Bue po3yBacTtaTuHa Kanbuus).
BcriomozamernbHble gewecmesa: nakro3a MoHorugpar,
MUKpOKpucTannuueckaa uenmonosa (E460), uutpat
HaTpusa (E331), kpocnoBmaoH Tun B, kpeMHusa gnokcug
konnougHeli 6e3BogHbii  (E551), marHua cTeapar
(E572).

Ob6ornoyka: onagpan |l 6enbin 33G28523, cocTas:
rmmnpomennosa 2910 (6 cll) (E464), wmoHorugpat
nakto3abl, Makporon 3350, TpmaueTtuH (E1518), anokeng
TuTaHa (E171).

The instructions on use of medicinal product
(for patients)

TRIGESTA 10 mg, 20 mg film-coated tablets

International non-proprietary name: Rosuvastatin

Composition

Trigesta 10 mg film-coated tablets

Active ingredient: each tablet contains 10 mg
rosuvastatin (as rosuvastatin calcium).

Auxiliary substances: lactose monohydrate, cellulose,
microcrystalline  (E460), sodium citrate (E331),
crospovidone type B, silica colloidal, anhydrous
(E551), magnesium stearate (E572)

Coating: opadry Il white 33G28523, composition:
hypromellose 2910 (6 cP) (E464), lactose
monohydrate, macrogol 3350, triacetin (E1518),
titanium dioxide (E171).

Trigesta 20 mg film-coated tablets

Active ingredient: each tablet contains 20 mg
rosuvastatin (as rosuvastatin calcium).

Auxiliary substances: lactose monohydrate, cellulose,
microcrystalline (E460), sodium citrate (E331),
crospovidone type B, silica colloidal, anhydrous
(E551), magnesium stearate (E572)

Coating: opadry 1l white 33G28523, composition:
Hypromellose 2910 (6 cP) (E464), lactose
monohydrate, macrogol 3350, triacetin (E1518),
titanium dioxide (E 171).

Darman vasitasinin istifadesi Uizre talimat
(xastalor Gglin)

TRIGESTA 10 mq, 20 mq 6rtiiklii tabletlor
TRIGESTA

Beynalxalq patentlasdirilmamis adi: Rozuvastatin

Tarkibi
Trigesta 10 mq ortiklii tabletlar
Tesiredici maddea: har tabletin terkibinde 10 mq

rozuvastatin (rozuvastatin-kalsium saklinds) vardir.
Kémekgi maddaler: laktoza monohidrat, mikrokristallik
selliloza (E460), natrium sitrat (E331), krospovidon B
tipi, susuz kolloidal silisium 4-oksid, magnezium stearat
(E572).

Ortilk: ag opadray Il 33G28523, terkibi: hipromelloza
2910 (6 sP) (E464), laktoza monohidrat, makroqol 3350,
triasetin (E1518), titan 4-oksid (E171).

Trigesta 20 mq ortukli tabletlar

Tesiredici maddea: har tabletin terkibinde 20 mq
rozuvastatin (rozuvastatin-kalsium saklinda) vardir.
Kémekgi maddaler: laktoza monohidrat, mikrokristallik
selliloza (E460), natrium sitrat (E331), krospovidon B
tipi, susuz kolloidal silisium 4-oksid, magnezium stearat
(E572).

Ortiik: a§ opadray Il 33G28523, terkibi: hipromelloza
2910 (6 sP) (E464), laktoza monohidrat, makrogol 3350,
triasetin (E1518), titan 4-oksid (E171).
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OnucaHue

TabneTka, NOKpbITas NNEHOYHON 060NOYKON.

Tpurecta 10 Mr TabneTku, NOKpbITble MIIEHOYHOMN
obonoukon

TabneTkn, NOKpbITble MNEHOYHOM obonoykon ©Oenoro
unu novtn Genoro uBeTa, Kpyrnble, ABOSKOBbIMYKMON
dopmbl, guameTpom 7.1 MM U C rpaBupoBkon «10» Ha
OLHON CTOPOHE WU C OEenUTENbHOW PUCKOW Ha Opyrou
CTOpOHeE.

Tpurecta 20 Mr TabneTku, NOKpbITble MNIEHOYHOWN
ob6ono4kon

TabneTtkn, NOKpbITbIe MNEHOYHOM obonoykon Genoro
unu noytn Genoro LBeTa, Kpyrible, OBOSIKOBLIMYKIOM
dopmbl, agnametpom 9.1 MM U c rpaBupoBkon «20» Ha
OAHOW CTOpPOHE M C OEeNnUTENbHOW PUCKOW Ha Opyrow
CTOPOHE.

®dapmakoTepaneBTMYECKas rpynna
Nurmbutopel FMIM-KoA-peaykTasbl.
ATX kop: C10AA07

dapmakonormyeckme CBoMcTea

®apmakoduHaMuKa

MexaHu3m delicmeusi

PosyBacTaTtuH sIBNAETCA CENEKTUBHBLIM, KOHKYPEHTHbIM

uHrmoutopom  MI-KoA  pepyktasel, epmeHTa,
npespaLyarLLero 3-rmapokcun-3-meTunrnyTapun-
KOSH3MM A B MeBanoHaTt, npeawecTBEHHUK
XOrecTepuHa. OCHOBHbIM MECTOM OencTeust

po3yBacTaTMHa SBMAETCH MNeYeHb, OpraH-MuWEeHb AN
CHMXeHnA XornecTtepuHa.

PO3yBaCTaTI/IH yBennymeaet 4yucno nevyeHOYHbIX
peuentopos JIMHIT Ha NOBEpXHOCTU KMETOK, MOBbILLAs
nornowieHne n katradonuam JIMHI, yTo B CBOO OYepenpb
npmBoanUT K I/IHFI/I6I/IpOBaHI/IIO ne4yeHO4YHOro cuHTesa
JINOHTI, ymeHbwaa Tem cambiM oOLiee KOnmM4ecTBo
JINHM v NNOHTMM.

®apmakoOuHamu4veckue aghghekmnl

PosyBactatH CHWXaeT MOBbILWEHHOE CcoAepXaHue
xonectepuHa-JIrHri, obuero XonecrepuHa n
TpUrnuLepuaos " noBbILLIaeT coepxaHue

Description

Film-coated tablet.

Trigesta 10 mg film-coated tablets

White or almost white, round, biconvex film-coated
tablets, with a diameter of 7.1 mm and “10” engraved
on the one side and with breaking line on the other
side.

Trigesta 20 mg film-coated tablets

White or almost white, round, biconvex film-coated
tablets, with a diameter of 9.1 mm and “20” engraved
on the one side and with breaking line on the other
side

Pharmacotherapeutic group
HMG-CoA reductase inhibitors.
ATC code: C10AAQ07

Pharmacological properties

Pharmacodynamics

Mechanism of action

Rosuvastatin is a selective and competitive inhibitor of
HMG-CoA reductase, the rate-limiting enzyme that
converts 3-hydroxy-3-methylglutaryl coenzyme A to
mevalonate, a precursor for cholesterol. The primary
site of action of rosuvastatin is the liver, the target
organ for cholesterol lowering.

Rosuvastatin increases the number of hepatic LDL
receptors on the cell-surface, enhancing uptake and
catabolism of LDL and it inhibits the hepatic synthesis
of VLDL, thereby reducing the total number of VLDL
and LDL patrticles.

Pharmacodynamic effects

Rosuvastatin reduces elevated LDL-cholesterol, total
cholesterol and triglycerides and increases HDL-
cholesterol. It also lowers ApoB, nonHDL-C, VLDL-C,
VLDL-TG and increases ApoA-I (see Table 1).
Rosuvastatin also lowers the LDL-C/HDL-C, total

Tasviri

OrtikIG tablet.

Trigesta 10 mq ortuklu tabletlar

Ag ve ya demak olar ki, ag rangli, yumru formali, iki
terafi gabariq, diametri 7.1 mm olan va bir terafina “10”
vo diger terefine bdlme xatti hakk olunmus ortikli
tabletlar.

Trigesta 20 mq ortiklii tabletlar

Ag ve ya demsk olar ki, ag rengli, yumru formali, ikKi
terafi gabariq, diametri 9.1 mm olan va bir terafina “20”
vo diger terafine bdlma xatti hokk olunmus o&rtukli
tabletlor.

Farmakoterapevtik grupu
HMQ-KoA reduktazanin inhibitorlari.
ATC kodu: C10AAQ07

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

Tesir mexanizmi

Rozuvastatin  3-hidroksi-3-metilglutaril-koenzim  A-ni
xolesterinin salefi olan, mevalonata ¢eviron HMQ-Koa
reduktaza fermentinin  ragabst zaminli  selektiv
inhibitorudur. Rozuvastatinin asas tasir yeri, xolesterini
asag! salmagq ug¢un hadaf orqani olan garaciyerdir.
Rozuvastatin hiceyrelerin  sathinds qaraciyer ASL
reseptorlarinin migdarini artirir, ASL-in udulmasini va
katabolizmini yuksaldir, bu da 6z névbasinde CASL-in
garaciyar sintezini inhiba edir, bununla da CASL ve
ASL-in imumi migdarini asagi salir.

Farmakodinamik tasirlari

Rozuvastatin yiksak miqdarda ASL-xolesterini, Gmumi
xolesterini ve trigliseridlari asagr salir ve YSL-
xolesterinin migdarini artirr.  Hemginin ApoB, YSL
olmayan-XS, CASL-XS, CASL-TQ-ni asag salir ve
ApoA-I-i artinr (Cadval 1-8 bax). Rozuvastatin hamginin
ASL-XS/YSL-XS nisbatini, Umumi XS/YSL-XS, YSL
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xonectepuHa-JIMNBI1. OH Takke CHWXaeT cogepxaHue
AnoB, XC wHe-JINBIM, XC-NMOHTIM, Tr-JINOHM n
yBennuneaeT AnoA-l (cm. Tabnuuy 1). PosyBactaTtuH
Takke CHwxaeT cooTHoweHne XC-JIMHIM/XC-JMBIM,
obwunm  XC/XC-NMBIM n  XC-wellNBM/XC-NMBIT
cooTHoleHne AnoB/AnoA-I.

Ta6bnuua 1. [Jo3zo3asucumelili aghchekm y nauueHmos ¢
nepsuyHoU eaunepxosecmepHHemuel (mun Illa u Ilb)
(cpedHee CKOppeKmupo8aHHoe rpoueHmMHoe
U3MEHEHUE 10 CPaBHEHUK C UCXOOHbIM 3Ha4YEeHUEM).

C/HDL-C and nonHDL-C/HDL-C and the ApoB/ApoA-I
ratios.

Table 1. Dose response in patients with primary
hypercholesterolemia (type lla and llb) (adjusted mean
per cent change from baseline)

olmayan-XS/YSL-XS ve ApoB/ApoA-I nisbatlerini de
asagi salir.

Cadval 1. Birincili hiperxolesterinemiyal (Ila u llb névi)
pasiyentlerde dozadan asili effekt (ilkin naticalorle
mliqayisede orta korreksiya olunmus faiz dayisiklikleri)

Jo |Ko | XC |06 | XC |Tr | XC | An | An
3a n- - wu | - He- |oB | o
Bo |(JIN | n nn nn A-l
HN | XC | BN BN

Mn |13 | -7 -5 3 -3 -7 -3 0

Do [Nu | LD | Tot |HD | TG [no | Ap | Ap
se mb | L- al- | L- nH | oB | OA-
er C C C DL |
-C

Pla | 13 | -7 -5 3 -3 -7 -3 0
ceb

aue

60 0

5 |17 |-45 |33 [13 [-35 |-44 |-38 |4 5 |17 [-45]-33 |13 |-35|-44 |-38 |4
mr mg

10 |17 |-52 |-36 |14 |-10 |48 [-42 |4 10 |17 |-52 |-36 |14 |-10 | 48 | -42 | 4
Mr mg

20 |17 |-55 [-40 |8 |-23 |51 |-46 |5 20 |17 |-55|-40 |8 |-23 |-51 | 46 |5
mr mg

40 |18 |-63 |-46 |10 |-28 | -60 |-54 | O 40 |18 |-63 [-46 |10 |-28 | -60 | -54 |0
Mr mg

TepaneBTudeckun adpdekT noaBndeTcs B TeyeHue 1
Hedenwu nocre Hadana Tepanun, a Yepe3 2 Hedenu
nevyenus pocturaet 90% oT mMakcumMarnbHOW OTBETHOW
peakumn. MakcumanbHbI TepaneBTUYeckun SdekT
obblYHO pgocTuraetcss K 4-o Hepene U nocre 3Toro
OCTaeTCcs NOCTOAHHbIM.

BAgbgbekmusHocmb U KruHUYecKkasi be3onacHoCcmb
PosyBactatvH addekTuBeH y B3pOCMbIX MAUMEHTOB C
rmnepxonectepuHeMmnen, c runepTpurnilepvaemMmen
unn 6e3, BHE 3aBMCMMOCTM OT packl, nona unu

A therapeutic effect is obtained within 1 week following
treatment initiation and 90% of maximum response is
achieved in 2 weeks. The maximum response is
usually achieved by 4 weeks and is maintained after
that.

Clinical efficacy and safety

Rosuvastatin  is  effective in  adults  with
hypercholesterolemia, with and without
hypertriglyceridemia, regardless of race, sex, or age
and in special populations such as diabetics, or

Do [Mi |AS [Um|[YS |TQ |[YS |[Ap |Ap
za |qd |L- um | L- L oB | 0A-
an | XS |i- C ol |

XS ma
ya
n_
XS
Pla | 13 | -7 -5 3 -3 -7 -3 0
seb
[0}

5 17
mq
10 |17
mq
20 | 17
mq
40
mq

-33 |13 | -35

-52 | -36 |14 | -10

-55 -23 | -51

18 |63 |46 |10 |-28 |60 |-54 | O

Terapevtik effekt mialiceya baslandiqdan sonra 1 hafte
arzinds elde olunur, 2 haftedan sonra ise maksimal
cavab reaksiyasinin - 90%-a ¢atir. Maksimal terapevtik
effekt adatan 4-cl haftays alde olunur ve ondan sonra
dayisilmaz qalir.

Effektivliyi vo klinik tahliikasizliyi

Rozuvastatin irgindan, cinsiyystinden ve ya yasindan
asil olmayaraq hiperxolesterinemiyali,
hipertrigliseridemiya olan ve ya olmayan bdyuklerds,




BO3pacTa, B TOM 4ucrne y ocobbix rpynnax HaceneHus,
Takux Kak guabeTuku, unm y naumeHTOB C CEMENHON
rmnepxonecTtepuHeMmnen.

B KNMHWYECKUX WCCNEedOBaHUSX C  OrpaHUYEHHbIM
YMCITOM MaLMeHTOB ObINIO NMOKasaHo, YTO po3yBacTaTuH
obnagaet  AoOMOnHUTENbHOW  3P(PEKTUBHOCTLIO B
CHWXXEHMUM YPOBHS TPUMMULEPUAOB NPU UCMNONb30BaHUN
B coveTaHUn C deHodpubpatoM M B MOBbILEHNN
ypoBHen JMBIM-X npu ucnonb3oBaHun B coveTaHUn C
HnaumHom (cm. pasgen «Ocobble yka3aHus U Mmepbl
NPeaoCTOPOXHOCTUY ).

PapmaKOKuHemuka
BcacbkisaHue
MakcumanbHass  KOHUEHTpauusi  po3yBacTaTuHa B

nnasMe KpoBW focTUraeTcs nNpubnuantenbHo yepes 5
YacoB nocrie nepopanbHoro npvema. ABComnTHas
BuogocTynHocTb cocTaBnseT npumepHo 20%.
PacnpedeneHue

PosyBacTtatuH nornoLaetcs NpeMMyLLeCTBEHHO
neyeHbto, KoTopasi $IBMASIETCH OCHOBHbIM  MECTOM
CvHTe3a xonectepuHa W MeTtabonmama XC-JIMHIT.
O6bem pacnpefeneHus posyBacTaTMHa COCTaBnseT
NpUMEpPHO 134 Jl. MpubnunsnTtensHo 90%
po3yBacTaTMHa CBsi3blBaeTcs C 6Genkamu nnasmbl, B
OCHOBHOM C anbOyM1HOM.

BuompaHcgopmayus

PosyBacTtatuH noaeepraeTcs orpaHu4YeHHOMY
meTtabonumamy (okono 10%). WccnepoBaHus in  vitro
mMeTabonmMama C  WCMONb30OBaHWMEM  renaTtouuToB
YeroBeka MokasblBalT, YTO pO3yBacTaTMH OTHOCUTCSH K
HenpodunbHbIM  cybcTpatam  ans  MeTabonvama
depmeHTamn cuctembl uutoxpoma P450. OCHOBHbIM
M303H3MMOM, y4acTByloWwmMM B MeTabonmame, SBnsieTcs
CYP2C9 c¢ depmeHtamn CYP2C19, CYP3A4 nu
CYP2D6 BoBneyeHbiMM B MeTabonmam B MEHbLUEWN
cteneHn. OCHOBHbIMM BbISIBIIEHHbIMW MeTabonutamu
saBnsaTca N-gecMeTun M NakToHOBble MeTabonuTbl.
Metabonut N-gecmetun sasnsetca Ha 50% mMeHee
aKTMBHbIM, YeM poO3yBacTaTWH, TOrda Kak NaKTOHHble
OpMbl  CUMTAOTCA  KIMHUYECKM  HEaKTUBHLbIMW.
PosyBactatuH coctaBnsieT 6onee 90% akTMBHOCTM OT

patients with familial hypercholesterolaemia.

In clinical studies with a limited number of patients,
rosuvastatin has been shown to have additive efficacy
in lowering triglycerides when used in combination with
fenofibrate and in increasing HDL-C levels when used
in combination with niacin (see section “Special
warnings and precautions for use”).

Pharmacokinetics

Absorption

Maximum rosuvastatin plasma concentrations are

achieved approximately 5 hours after oral
administration. The absolute bioavailability is
approximately 20%.

Distribution

Rosuvastatin is taken up extensively by the liver which
is the primary site of cholesterol synthesis and LDL-C
clearance. The volume of distribution of rosuvastatin is
approximately 134 L. Approximately 90% of
rosuvastatin is bound to plasma proteins, mainly to
albumin.

Biotransformation

Rosuvastatin undergoes limited metabolism
(approximately 10%). In vitro metabolism studies using
human hepatocytes indicate that rosuvastatin is a poor
substrate for cytochrome P450-based metabolism.
CYP2C9 was the principal isoenzyme involved, with
2C19, 3A4 and 2D6 involved to metabolism a lesser
extent. The main metabolites identified are the N-
desmethyl and lactone metabolites. The N-desmethyl
metabolite is approximately 50% less active than
rosuvastatin whereas the lactone form is considered
clinically inactive. Rosuvastatin accounts for greater
than 90% of the circulating HMG-CoA reductase
inhibitor activity.

Elimination

Approximately 90% of the rosuvastatin dose is
excreted unchanged in the faeces (consisting of
absorbed and non-absorbed active substance) and the
remaining part is excreted in urine. Approximately 5%
is excreted unchanged in urine. The plasma
elimination half-life is approximately 19 hours. The

hamginin sakarli diabet olan xisusi qrup shalide ve ya
irsi hiperxolesterinemiya olan pasiyentlordas tasirlidir.
Mehdud sayda pasiyentlor olan Kklinik tedgigatda,
rozuvastatinin fenofibrat ile birlikde istifadesi zamani,
trigliseridlerin saviyyasinin asagi dismasinde ve niasin
ilo birlikde istifadesi zamani isa YSL-X saviyyalarinin
yliksalmesinde alave tasire malikdir (bax. “Xususi
gOsteriglar ve ehtiyat tadbirleri” blmasina).
Farmakokinetikasi

Sorulmasi

Rozuvastatin daxile gsbuldan texminen 5 saat sonra
gan plazmasinda maksimal gatihda catir. Mdutleq
biomanimsanilma taxminan 20% taskil edir.

Paylanmasi

Rozuvastatin xususi ile xolesterin sintezinin va ASL-XS-
nin metabolizminin asas yeri olan qaraciyer tarafinden
udulur. Rozuvastatinin paylanma hacmi texminan 134 L
toskil edir. Rozuvastatinin texminan 90%-i plazma
zulallari, asasan albumin ila birlesir.

Biotransformasiyasi

Rozuvastatin mahdud (texminan 10%) metabolizma
meruz qalir. insan hepatositlerinin istifadasi ilo aparilan
in vitro metabolizm sinaqglari goéstarir ki, rozuvastatin,
P450 sitoxrom asasl metabolizm Ugiln zaif substratdir.
Metabolizmda istirak edan asas izofermentlarden biri
CYP2C9 olub, CYP2C19, CYP3A4 ve CYP2D6
fermentlari ise metabolizm prosesine daha az calb
olunur. ©sas muayyan olunmus metabolitlar N-desmetil
ve lakton metabolitlordir. N-desmetil metaboliti
rozuvastatinden 50% daha az aktivdir, halbuki, lakton
formalari  klinik cehatden geyri-feal hesab olunur.
Rozuvastatin dovr eden HMQ-KoA-reduktaza
inhibitorlarinin faalhiginin 90%-dan ¢oxunu tagkil edir.
Xaric olunmasi

Rozuvastatin dozasinin tagriben 90%-i dayisiimemis
sokilde nacisle (sorulan ve sorulmayan rozuvastatin
daxil olmagla), galan hissasi ise sidikla xaric olunur.
Taqgriben 5%-i sidikle dayisilmamis sakilde xaric olunur.
Plazmada yarimxaricolunma muddati texminan 19 saat
toskil edir. Dozanin artirlimasi zamanl
yarimxaricolunma muddsti deyigsmir. Orta plazma
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umpkynupyrowmnx nHrmbutopos MIM-KoA-peaykrasbl.
Beigederue

Okono 90% p[o3bl posyBacTaTvHa BbIBOOUTCS B
HEM3MEHEHHOM Buae C dekanuamym  (BKro4as
abcopbupoBaHHbI n He abcopbnpoBaHHbIf
po3yBacTaTuH), a OCTaBLUasCad 4acTb BbIBOOUTCH C
moyon. Okono 5% BbIBOOAUTCA C MOYoOM B
HEN3MEHEHHOM BMAe. MnasmeHHbIN nepuog,
nonysbiBeAeHUA cocTaBnset npumepHo 19 yacos.
Mepvon nonyBbiBE4EHUS  HE  U3MEHSeTCda  npu
yBennyeHum [03bl. CpegHsas nnasmeHHas
KOHUEeHTpauuss  coctaBnseT  npubnusmtensHo 50
nutpos/yac (koadduumneHTt Bapunaummn 21.7%). Kak n B
cnyyae pgpyrmx uHrnbutopoe [MI-KoA-pepyktasbl, B

npoLecce rMeYeHOYHOro 3axeaTa  po3yBacTaTuHa
BOBre4eH MembpaHHbIi TpaHcnopTep OATP-C. 370t
TpaHcnopTep  MrpaeT  3HA4YUTENbHYlO  ponb B

NneyYeHoYHOWN 3NMMMHaLIMK po3yBacTaThHa.
JluHeliHocmb/HenuHeliHocmb
CI/ICTeMHaﬂ aKcno3nuna pO3yBaCTaTVIHa yBeJ'II/I‘-II/IBaeTCﬂ

NponopLMOHanbHO  [03e€. dapMakoKMHeTU4ecKme
napameTpbl He U3MEHSIHOTCSI NMPU NMPUEMe HECKOMbKO pas
B CYTKW.

Ocobas nonynayus

Bospacm u non

Mon n BO3pacT He OKasblBAKT KIMHUYECKN 3HAYMMOE
BNMAHWE Ha apMakoKMHETMKY po3yBacTaTuHa Yy
B3pocnbix. Bosgencteue y peten M NOAPOCTKOB C
CEMENHON TreTepo3UroTHOM  TUMEPXONIeCTEPUHEMMEN,
no-BMAMMOMY, OOUHAKOBO WUMWN HWXe, YeM Yy B3POCHbIX
nauneHToB ¢ gucnunugemuen (cm. «lepguatpunyeckas
nonynsaumnsa» HUxKe).

Pacoeas npuHadnexHocms

dapMakoKMHETMYECKNE  WUCCNELOBaHUS  MOKa3biBaOT
NPUMEPHO  2-KpaTHOE  MOBbILUIEHWE  MELMAaHHOro
3HaveHnss AUC un Cpax Y asvatckux CyObekToB
(snoHueB, kuTanues, UAUNNUHUEB, BbeTHaMLEB U
KOpeWLeB) No CpaBHEHUIO C KaBkaduamu; AsuaTckue
MHOENUbl MNoKasbiBalT npubnuantensHo 1,3-kpatHoe
noebllweHne 3HaveHus cpegHero AUC un  Cphax
MonynsiLuMOHHBIA  hapMaKOKUHETUYECKUA aHanu3 He

elimination half-life does not increase at higher doses.
The mean plasma concentraton is approximately 50
litres/hour (coefficient of variation 21.7%). As with
other HMG-CoA reductase inhibitors, the hepatic
uptake of rosuvastatin involves the membrane
transporter OATP-C. This transporter is important in
the hepatic elimination of rosuvastatin.
Linearity/Non-linearity

Systemic exposure of rosuvastatin increases in
proportion to dose. There are no changes in
pharmacokinetic parameters following multiple daily
doses.

Special populations

Age and sex

There was no clinically relevant effect of age or sex on
the pharmacokinetics of rosuvastatin in adults. The
exposure in children and adolescents with
heterozygous familial hypercholesterolaemia appears
to be similar to or lower than that in adult patients with
dyslipidaemia (see “Paediatric population” below).
Race

Pharmacokinetic studies show an approximate 2-fold
elevation in median AUC and C,,. in Asian subjects
(Japanese, Chinese, Filipino, Vietnamese and
Koreans) compared with Caucasians; Asian-Indians
show an approximate 1.3-fold elevation in median AUC
and Cq .. A population pharmacokinetic analysis
revealed no clinically relevant differences in
pharmacokinetics between Caucasian and Black
groups.

Renal insufficiency

In a study with patients with varying degrees of renal
impairment, mild to moderate renal disease had no
influence on plasma concentration of rosuvastatin or
the N-desmethyl metabolite. Patients with severe
impairment (CrCl <30 ml/min) had a 3-fold increase in
plasma concentration and a 9-fold increase in the N-
desmethyl metabolite concentration compared to
healthy volunteers. Steady-state plasma
concentrations of rosuvastatin in patients undergoing
haemodialysis were approximately 50% greater

gatih@ tegriban 50 litr/saat teskil edir (variasiya amsal
21.7%). Diger HMQ-KoA-reduktaza inhibitorlarinda
oldugu kimi, rozuvastatinin garaciyer tarafinden tutulma
prosesinde OATP-C membran daslyicisi istirak edir. Bu
daslyici rozuvastatinin garaciyar eliminasiyasinda bdyuk
rol oynayir.

Xattilik/Qeyri-xattilik

Rozuvastatinin sistem ekspozisiyasi dozaya muvafiq
olaraqg artir. Gunde bir nega dafe gabulu zamani
farmakokinetik parametrlar dayismir.

Xiisusi populyasiya

Yas va cinsiyyaet

Boylklarda yas ve cinsiyyat rozuvastatinin
farmakokinetikasina heg bir shamiyyatli tasir gostermir.
irsi heterozigot hiperxolesterinemiya olan usaglar ve
yeniyetmalerda tesiri dislipedimiyali béylk pasiyentlar
iloe miqgayisada eyni ve ya asadidir (bax. asagida
“Pediatrik populyasiya”).

irgi mensubiyyat

Farmakokinetik tedqigatlar qafgazlilarla muiqgayisada
Asiyali  subyektlards  (Yapon, Cin, Filippinlilar,
Vyetnamhlar ve Koreyalilar) AUC va CpaxiIn
gostericilerinde median daysrlerinde taxminen 2 qat
artim gdstarir; Asiyali hindular orta AUC va Cpax
gOstericilarinin  tagribean 1,3 gat artdigini gdstarirlor.
Ohalinin farmakokinetik analizi gafqazli ve garadarili
gruplar arasinda farmakokinetikada klinik cehatden heg
bir shamiyyatli forgler askar etmamisdir.

Boyrok catismazligi

Muxtslif daraecali boyrak catismazlidi olan pasiyentlerde
aparilan tedgiqatda ylngll ve orta daracali boyrak
gatismazhdi rozuvastatinin ve ya N-desmetil metabolitin
plazma gatihgina tasir gdéstermamisdir.

Nazera c¢arpan boyrok cgatismazligi olan pasiyentlerda
(KK<30 ml/deg) saglam kondullilarle miiqayisads
rozuvastatinin plazmada qatihgi 3 dafs, N-desmetil
metabolitin gatiligi ise 9 dafs ¢coxdur. Hemodializda olan
pasiyentlorde rozuvastatinin gan plazmasinda olan
gatihgr saglam koénulldlerle miqayisede 50% ¢ox
olmusdur.

Qaraciyer ¢atismazligi
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BbISABUIT  KIMHUYECKM  3HAYUMbIX  pasnuuuin B
dapMakoKMHETUKE MEXAY KaBKa3CKOW W YepHOKOXeW
rpyrnnamu.

lMoyeyHass HedocmamoyHocmeb

B uccrnepoBaHun Ha naumeHTax ¢ pasnnyHon CTeneHbio
noyeyHom HeJoCTaTOYHOCTN, noyevHas
HEeJOoCTaTOYHOCTb NEerkon 1 cpegHen CTEneHn THKECTH
He okasana BIiMAHMSA Ha MNNas3MEHHYI0 KOHLEHTpauuio
posyBactatuHa unu N-gecmeTtun metabonura.

Yy nauneHToB c BblpaXKeHHOW noyeYvHomn
HepocTaToyHOCTbo  (KK<30 Mn/MWH)  KOHUeHTpauus
posyBacTaTMHa B nnasme KpoBuM B 3 pasa Bblwe, a
KOHueHTpauus N-gecmetuna B 9 pa3 Bblle, Yem Yy
300pOBbIX [06pOoBOMbLEB. KoHueHTpauus
posyBactatuHa B MNnasMe KpoBM Yy MNauUMEeHTOB
HaxogdaWwmMxcs Ha remognanuae Obina npvMepHO Ha
50% Bbile, Yem y 300pOBbIX 4OOPOBONbLLEB.
lMeyeHo4yHas HeBocmMamo4YyHOCMb

B wuccrnepoBaHusX Yy MauveHToB C  HapyleHUsMu
MYHKUMN NeYeHU pasfnyHOW CTEMeHU TSXKECTU He
BbISIBIIEHO YBEMWYEHMS 3KCMO3Muum poslyBacTaTuHa Yy
naumeHToB ¢ 6annom 7 u HwKe no wkane Yanna-Meto.
OpHako y AByx naumeHToB ¢ Gannamu 8 1 9 no wkane
Yannba-lMeto OTMEeYeHo yBenvyeHue nepvoga
nonyBebIBeeHNs B 2 pasa Nno cpaBHEHMIO C NaumeHTamm
c bonee HM3KMMM MokasaTensMmu no Lkane Yawnba-
Mbto. ONbIT NPUMEHEHNS Y NauneHToB ¢ Ganmnom Bbille
9 no wkane Yannea-Meto oTCyTCTBYET.

FeHemuueckul nonumopguam

TpaHcnopTHble 6enkn OATP1B1 u BCRP yyacTByloT B
BblBegeHUn uHrmbutopos MI-KoA-peayktasbl, B TOM
yucne u posdyBactaTvHa. Y MauUEHTOB C FreHeTUYECKUM
nonumopdusmom SLCO1B1 (OATP1B1) u/mnn ABCG2
(BCRP) cywecTtByeT puUCK YBENMYEHUA 3IKCNO3NLMM
posyBacTatvHa. WHguBuayanbHble  nonMMopdusMel
SLCO1B1 ¢.521CC n ABCG2 c.421AA accounnpyrotcs
c bornee BbICOKOM 3Kkcnosvumen podysactatuHa (AUC)
no cpaBHeHuto ¢ reHotunamm SLCOL1B1 c¢.521TT wunu
ABCG2 c.421CC.

3710 cneunduryeckoe reHoTUNMpoBaHne He
YCT@HOBMIEHO B KNWMHWYECKOW NpakTWKe, HO Ans

compared to healthy volunteers.

Hepatic insufficiency

In a study with patients with varying degrees of hepatic
impairment there was no evidence of increased
exposure to rosuvastatin in patients with Child-Pugh
scores of 7 or below. However, two patients with Child-
Pugh scores of 8 and 9 showed an increase in
systemic exposure of at least 2-fold compared to
patients with lower Child-Pugh scores. There is no
experience in patients with Child-Pugh scores above 9.
Genetic polymorphisms

Disposition of HMG-CoA reductase inhibitors, including

rosuvastatin, involves OATP1B1 and BCRP
transporter proteins. In patients with SLCO1B1
(OATP1B1) and/or ABCG2 (BCRP) genetic

polymorphisms there is a risk of increased rosuvastatin
exposure. Individual polymorphisms of SLCO1B1
€.521CC and ABCG2 c.421AA are associated with a
higher rosuvastatin exposure (AUC) compared to the
SLCO1B1 c¢.521TT or ABCG2 c.421CC genotypes.
This specific genotyping is not established in clinical
practice, but for patients who are known to have these
types of polymorphisms, a lower daily dose of Trigesta
is recommended.

Paediatric population

Two pharmacokinetic studies with rosuvastatin given
as tablets in paediatric patients with heterozygous
familial hypercholesterolaemia 10-17 or 6-17 years of
age (total of 214 patients)) demonstrated that exposure
in paediatric patients appears comparable to of lower
than that in adult patients. Rosuvastatin exposure was
predictable with respect to dose and time over a 2-year
period.

Muxtslif agirhq dereceli garaciyer funksiyalarinin
pozdunlugu olan pasiyentlerde aparilan tedgiqatlarda
Cayld-Pyu skalasi Uzre 7 ve asagl ball olan
pasiyentlarde rozuvastatinin ekspozisiyasinin
ylksalmasi askar olunmayib. Lakin, Cayld-Pyu skalasi
Uzre 8 ve 9 bali olan iki pasiyentds, Cayld-Pyu skalasi
Uzro daha az naticaleri olan pasiyentlarle miqayisads
yarimpargalanma muddastinin 2 defe ¢ox oldugu
askarlanib. Cayld-Pyu skalasi Gzre 9 baldan yuxari
pasiyentlerds istifada tacriibasi mévcud deyil.

Genetik polimorfizm

OATP1B1 va BCRP nagliyyat zilallari HMQ-KoA-
reduktaza inhibitorlarinin, hamginin  rozuvastatinin
sixigdirihb ~ ¢ixariimasinda  istirak edir. SLCO1B1
(OATP1B1) valve ya ABCG2 (BCRP) genetik
polimorfizm olan pasiyentlards rozuvastatinin
ekspozisiyasinin artma riski mévcuddur. SLCO1B1
c.521CC ve ABCG2 c.421AA ferdi polimorfizmlari
SLCO1B1 ¢.521TT ve ya ABCG2 ¢.421CC genotiplari
il miqgayisade  rozuvastatinin  daha  yuUksak
ekspozisiyasi (AUC) ile alagadardir.

Bu spesifik genotiploma klinik praktikada musyyan
edilmamigdir, lakin bu tip polimorfizmi oldugu bilinan
pasiyentlar Ugln Trigesta-nin daha asagi gundslik
dozasi tévsiys olunur.

Pediatrik populyasiya

10-17 va ya 6-17 yash (cemi 214 pasiyent) irsi
heteroziqot hiperxolesterinemiya olan usaglarin istiraki
ilo kegcirilan tablet formasinda verilan rozuvastatinin 2
farmakokinetik tedgigatlarinda usaglarda rozuvastatinin
ekspozisiyasinin bdyik pasiyentlerle miqayisada eyni
ve ya asagl oldugu gosterilib. 2 illik middst arzinds
rozuvastatinin  tasiri doza ve zaman cshatden
prognozlasdirilib.




nayneHTOoB, Yy KOTOPbIX, KakK M3BECTHO, €CTb 3TU TUMbI

nonMMopgn3MoB, pekomeHayeTcsa Gonee  Hu3kas
CcyTouHas fosa TpurecThbl.

lMeduampuyeckas nonynayus

B 2-x  dapMakoKMHETMYECKUX  UCCrefoBaHUsAX

po3yBacTaTvHa B Buae TabneTok C y4yactvem peten c
CeMENHON reTepo3nroTHOM rMnepxonecTepuHeMmnen B
Bospacte 10-17 netr wmm 6-17 net (Bcero 214
NnauMeHToB) NoKasaHo, YTO 3KCNOo3uuMsa posyBacTaTvHa
y AeTen comnocTtaBMMa C TakOBOW MMM HWKE, YeM Yy
B3pocnbiXx nauveHToB. BosgencteBne posyBactaTvHa
Ob1N0 NpeackasyeMo € TOYKM 3peHns 003bl U BPEMEHU B
TeyeHne 2-neTHero nepuoaa.

MokasaHusa K NpUMeHeHuo

JleyeHue eunepxonecmepuHemuu

Bspocnble, nogpocTkv 1 getn B Bo3pacTte OoT 6 net unm
noXxwurnble C MNepBUYHOW runepxonectepvHemven (Tvn
Illa, BKItoyas CeMEeNHyo reTepo3nroTHyro
rMnepxonecTepmHemMumio) unm CMeLlaHHon
avcnunuagemuen (tun llb) B KayecTBe OOMOMHEHWUs K
aveTte, Kkorga Oueta U Opyrme HemeavkaMeHTO3Hble
mMeToabl neyeHus (Hanpumep, dusmyeckme
yrpaxHeHUsl, CHWKEeHWe Maccbl Terna) OKa3sblBarTCH
He4OCTaTOUHbIMW.

Bspocnble, nogpoctkn u getu B Bo3pacTe OT 6 net u

noXunble c ceMenHon rOMO3UTOTHOMN
rmnepxonectepuHeMmnen, B KadecTBe [AOMOJSIHEHUS K
ovete M Opyron  nUNUACHWXawWen  Tepanuu

(Hanpumep, NMHM-acepes), nnn B cnyyasax, Korga
nogobHas Tepanusi He NOOXOAMT.
lpoghunakmuka cepdeyHo-cocyducmbix 3abonesaHuli

MpodunakTuka BeOyLnNx cepaeyHo-CocyamncCThbIX
3aboneBaHMn y Tex MaUMEHTOB, KOTOpble WMET
BbICOKUN  PUCK MEPBUYHBLIX  CEpAEYHO-COCYAUCTBIX

3abonesaHun (cMm. pasgen «dapmakogMHamukar») B
KayecTBe OOMOMHEHUs K KOppekuun Apyrux chakTtopos
pucka.

MpoTuBONOKasaHuA
- Y NauUMEHTOB C MOBbILEHHON YyBCTBUTEITbHOCTBI K

Indications for use

Treatment of hypercholesterolemia

Adults, adolescents and children aged 6 years or older
with primary hypercholesterolemia (type lla including
heterozygous familial hypercholesterolemia) or mixed
dyslipidaemia (type llb) as an adjunct to diet when
response to diet and other non-pharmacological
treatments (e.g. exercise, weight reduction) is
inadequate.

Adults, adolescents and children aged 6 years or older
with homozygous familial hypercholesterolemia as an
adjunct to diet and other lipid lowering treatments (e.g.
LDL apheresis) or if such treatments are not
appropriate.

Prevention of cardiovascular events

Prevention of major cardiovascular events in patients
who are estimated to have a high risk for a first
cardiovascular event (see section
“Pharmacodynamics”), as an adjunct to correction of
other risk factors.

Contraindications
- in patients with hypersensitivity to rosuvastatin or to

istifadesine gostariglar

Hiperxolesterinemiyanin mialicssi

Birincili hiperxolesterinemiya (lla tipi, irsi heterozigot
hiperxolesterinemiya daxil olmagla) ve ya qarisiq
dislipidemiya (llb tipi) olan bdyuklar, yeniyetmaloer vo 6
yasdan boyuk usaglar ve ya yaslilarda, pshriz ve diger
geyri-farmakoloji mdualice Usullart  (masslan, idman
masqleri, ¢okinin azaldiimasi) yetorsiz oldugda pahrize
alava kimi.

Homozigot irsi hiperxolesterinemiya olan bdyuklar,
yeniyetmaloer ve 6 yasdan bdéyuk usaglar ve ya
yashlarda pehrize ve diger hipolipidemik mdualicalare
alave kimi (mas. ASLP aferezi) ve ya bu muialice uygun
olmadigi hallarda.

Urek-damar xastsliklarinin profilaktikasi

Diger risk faktorlarinin korreksiyasina salave kimi ilkin
urak-damar xastsliklarinin (bax. “Farmakodinamikas!”
bdlmasi) yaranma riski yliksak olan pasiyentlorde asas
urak-damar xasteliklarinin profilaktikasi.

Oks gostoariglor
- rozuvastatine va ya istenilon kdmakg¢i maddslera garsi




po3dyBacTatvHy unuM nwbomy wu3 BcrnomMoraTenbHbIX
BELLIECTB;

- Y NAaUWEHTOB C aKTMBHbLIMW 3a00fIEBaHUSIMUN MEYEHMU,
BKNtoYas HeoObACHMMOE cTonKoe noBbILLEHME
CbIBOPOTOYHOW aKTMBHOCTM TpaHcamMuHas u nwboe
MOBLILLEHME aKTUMBHOCTM TpaHCaMuMHa3 B CbIBOPOTKE
KpoBu Gonee yem B 3 pasa Mo CpPaBHEHMIO C BEpPXHEWN
rpaHuuen Hopmbl (BIMH);

- Y NALMEHTOB C TSXKENON NOYEYHON HEQOCTATOYHOCTbIO
(knnpeHc kpeaTnHuHa <30 Mn / MUH);

- Yy NAUMEHTOB C MMONaTUEN;

- Yy NauMeHToB, MONy4YawLMX OOHOBPEMEHHYIO
KOMOBUHaLuto
codocbyBup/BennaTacemp/BoKkcunanpesup;

- Yy NauMeHToB, OOHOBPEMEHHO  MPUHUMAIOLLMX
LIMKIOCIMOPWH;

- GepeMeHHOCTb, nakraums, KEHLUMHbI
penpoayKTMBHOIO  BO3pacTa, He  MNOb3yHLMecs
COOTBETCTBYHOLUMU METOAAMUN KOHTpaLENUnm.

HOosa 40 wmr npoTuMBOMOKasaHa nNauMeHTam ¢
npegpacnonaratoLmmm dakTopamu anga
MuonaTtun/pabgomuonnsa.

Takue bakTopbl BKMOYaOT B cebs:

- noyevyHas HeOOCTaTOMHOCTb CpedHen CTeneHu
TSHKECTU (KNMpeHc kpeaTuHMHa <60 Mn/MuR);
- TMNOTNPEOS3;

- NNYHBIA MMM CeMEelrHbIN aHaMHe3 HacneacTBEHHbIX
MbILLEYHbIX 3ab0neBaHNi;

- aHaMHe3 MbILEeYHON TOKCUYHOCTW Npu npueme Apyrux
nHrnoutopoe MMMI-KoA-penykrassl unu pmubpaTtos;

- 3noynoTpebneHne ankoronew;

- COCTOSIHUSA, KOTOPbIE MOTYT MPMBOAMUTbL K MOBbLILIEHNIO
nrasMeHHOWN KOHLeHTpauuu;

- nauyneHTaMm asnaTckomn pachl;

- OAHOBPEMEHHbIN Npuem mbpaTos.

Ocobble ykazaHus U Mepbl NPeao0CTOPOKHOCTHU
lNoyeyHbie aghchekmbi

MpoTenHypus, npenMyLLeCTBEHHO KaHarnbLeBoro
NpoucxXoxaeHus,,  obHapyxuBanacb C  NOMOLLbIO
WHAMKATOPHbIX MOMOCOK Y NauMeHTOB, NPWHUMABLUUX

any of the excipients;

- in patients with active liver disease including
unexplained, persistent elevations of serum
transaminases and any serum transaminase elevation
exceeding 3 x the upper limit of normal (ULN);

- in patients with severe renal impairment (creatinine
clearance <30 ml/min);

- in patients with-myopathy;

- in patients receiving concomitant combination of
sofosbuvir/velpatasvir/voxilaprevir;

- in patients receiving concomitant ciclosporin;

- during pregnancy and lactation and in women of
childbearing  potential not using appropriate
contraceptive measures.

The 40 mg dose is contraindicated in patients with pre-
disposing factors for myopathy/rhabdomyolysis.

Such factors include:

- moderate renal impairment (creatinine clearance < 60
ml/min);

- hypothyroidism;

- personal or family history of hereditary muscular
disorders;

- previous history of muscular toxicity with another
HMG-CoA reductase inhibitor or fibrate;

- alcohol abuse;

- situations where an increase in plasma levels may
occur;

- Asian patients;

- concomitant use of fibrates.

Special warnings and precautions for use

Renal effects

Proteinuria, detected by dipstick testing and mostly
tubular in origin, has been observed in patients treated
with higher doses of rosuvastatin, in particular 40 mg,

yuksak hassasligi olan pasiyentler;

- gan zerdabinda transaminazalarin faalliginin izah
olunmayan davamli artimi ve transaminazalarin
fealiginin  normanin  yuxari serhadi (NYS) le
miiqayisede 3 dafadan ¢ox olan har hansi artimi daxil
olmagla garaciyerin aktiv xastsliklari olan pasiyentler;

- agir bdyraek catismazligi (kreatinin klirensi <30 ml/daq.)
olan pasiyentler;

- miopatiyasi olan pasiyentler;

- eyni zamanda sofosbuvir/velpatasvir/voksilaprevir
kombinasiyasi gabul eden pasiyentlar;

- eyni zamanda siklosporin gabul edan pasiyentler;

- hamilalik, laktasiya dévru ve kontrasepsiyanin muvafiq
Usullarindan istifade etmayan reproduktiv yasda olan
gadinlar;

Miopatiya/rabdomiolizin  inkisafina zemin yaradan
faktorlara malik olan pasiyentlarde 40 mq doza oaks
gOsterisdir. Bu faktorlara aiddir:

- orta agirhgh bdyrek catismazhdi (kreatin klirensi <60
ml/daq)

- hipotireoz;

- irsi ozale xastaliklori hagqinda saxsi ve ya ailavi
anamnez;

- diger HMQ-KoA-reduktaza inhibitorlarinin ve ya
fibratlarin gabulu ile slagadar azals toksikliyi anamnezi;
- alkogolun haddindan artiq istifadasi;

- plazma qatiiginin yiksalmasina getirib ¢ixara bilan
vaziyyatlar;

- asiyall pasiyentler;

- fibratlarla eyni zamanda istifadasi.

Xiisusi gostariglar va ehtiyat tadbirlari

Boéyreklora tasirlori

Rozuvastatini yiksak, esasen da 40 mqg dozada gabul
edon pasiyentlorde strip-test vasitesi ilo agkar olunan
proteinuriya, xUsusi ilo de kanalcig mansali, akser




BbICOKME [03bl po3yBacTaTuHa, B ocobeHHocTM 40 wr,
roe B BONbLUMHCTBE CrlyvyaeB OHa HOCKIA NPexogsLLmn
NN UHTEPMUTTUPYIOWMIA xapakTep. [poTenHypusi He
cBugeTenbcTBoBana 06 ocTtpom 3aboneBaHuM Mnoyek
unu nporpeccupoBaHMn 3aboneBaHus MNodek  (CM.
pasgen «[MoboyHble AENCTBUNAY).

B noctmapkeTMHrOBOM nepuoae cepbesHble HapyLleHus
dyHKUMKM noveKk valwie Habnwoganucb y nNauMeHTOoB,
npuHUMaBLINX po3yBacTtatvH B ose 40 mr. B pamkax
cTaHgapTHoro obcnefoBaHMs NauMeHTOB, NOMyYatoLwmXx
npenapat B pgo3e 40 wmr, Heobxogumo NpoOBOAMTL
OLLEHKY OYHKLIMN MOYEK.

[elicmsue Ha ckernemHbie MbIUWUbI

Y nauueHToB, MNOMy4YaBLUMX po3yBacTaTWH B JOObIX

Josax, B ocobeHHOCTM B [Jo3ax Gonee 20 wr,
Habnoganucb nNoboyHble 3PdeKTbl CO  CTOPOHbI
CKeneTHOM  MyckynaTypbl,  Hanmpumep,  Muanrus,

Muonatns u, pexe, pabgommonus. Coobuwanocb 06
OuYeHb pedkux crnyyasx pabgomuonusa ¢ NpUMeHeHnem
azeTumuba B KOMOMHaumm ¢ uHrmbutopamm MI-KoA
peayKTasbl. Henbas UCKNYaTb
dhapmakognHammyeckoe B3aMmogencTeme 3TUX
npenapaToB (cMm. pa3gen «Bsaumopgencrteue ¢ apyrumu
neKkapcTBEHHbIMU cpeacTBamMu») U crnegyeT cobnogaTb
OCTOPOXHOCTb MPU X COBMECTHOM MPUMEHEHMMN.

Kak n B cnyyae papyrux uHrmoutopos [MI-KoA-

peaykrtasbl, B MOCTMapKeETUHroBOM nepuoae 4YacrtoTta
Pa3BUTUA paGD,OMMOJ'WBa npu npuMeHeHnn
po3yBacTtaTtuHa Gbina BbilLe y NauneHToB,

NpUHUMaBLUNX po3yBacTaTuH B Jo3e 40 mr.
OrnipederneHue KOHUEHMpauuu KpeamuHKUHa3b!
OnpegeneHune koHueHTpauuu kpeatuHkuHasbl (KK) He
cnegyeT MpoBOAUTH MOCIE MHTEHCUMBHBIX (PU3NYECKMX
Harpy3oK Unu npu Hanuyium pyrux NpuYmMH yBenmnyeHus
KoHueHTpauun KK, 4To MOXeT npuBecTn K HeBepHOW
WHTEpNpeTauun MnoslydeHHblX pesynbTatoB. Ecnu
HavanbHble ypoBHM KK 3HauMTenbHO MOBbILLEHbI
(>5xBI'H), B TeyeHne 5-7 gHen HeobxoauMmo caenaTb
OONONMHUTENbHBLIA  NoATBEpXAawwun aHanu3. Ecnu
pesynbTaT  MOBTOPHOrO  aHanusa noaTBepxaaet
ucxogHoln yposeHb KK >5xBI'H, HaunHatb neyeHune He

where it was transient or intermittent in most cases.
Proteinuria has not been shown to be predictive of
acute or progressive renal disease (see section “Side
effects”).

The reporting rate for serious renal events in post-
marketing use is higher in patients that take
rosuvastatin at the 40 mg dose. An assessment of
renal function should be considered during routine
follow-up of patients treated with a dose of 40 mg
preparation.

Skeletal muscle effects

Effects on skeletal muscle e.g. myalgia, myopathy and,
rarely, rhabdomyolysis have been reported in
rosuvastatin-treated patients with all doses and in
particular with doses greater than 20 mg. Very rare
cases of rhabdomyolysis have been reported with the
use of ezetimibe in combination with HMG-CoA
reductase inhibitors. A pharmacodynamic interaction
cannot be excluded (see section “Interaction with other
medicinal products”) and caution should be exercised
with their combined use.

As with other HMG-CoA reductase inhibitors, the
reporting rate for rhabdomyolysis associated with
rosuvastatin in post-marketing use is higher in patients
that take rosuvastatin at the 40 mg dose.

Creatine kinase measurement

Creatine kinase (CK) should not be measured
following strenuous exercise or in the presence of a
plausible alternative cause of CK increase which may
confound interpretation of the result. If CK levels are
significantly elevated at baseline (>5xULN) a
confirmatory test should be carried out within 5-7 days.
If the repeat test confirms a baseline CK >5xULN,
treatment should not be started.

Before treatment

Rosuvastatin, as with other HMG-CoA reductase
inhibitors, should be prescribed with caution in patients
with pre-disposing factors for
myopathy/rhabdomyolysis. Such factors include:

- renal impairment;

- hypothyroidism;

hallarda kegici ve ya intermittaedici xarakter dasiyirdi.
Proteinuriya kaskin bdyrak xastaliyinin  ve vya
progressivlesen bdyrek xastaliyinin inkisafinin
gostericisi deyil (bax. “©lava tasirler” bélmasi).
Postmarketing dovrinde boéyrak funksiyalarinin ciddi
pozgunluglari, rozuvastatini 40 mq dozada gsbul edan
pasiyentlorde daha ¢ox misahida olunub. Preparati 40
mq dozada g@sabul eden pasiyentlorde standart
muayinadan alave bdyrak funksiyalarinin
giymatlandirilmasi apariimalidir.

Skelet azslslerine tasiri

Rozuvastatini istenilon dozada, asasen de 20 mg-dan
yuksak dozada qebul edan pasiyentlorde skelet
azalaleri tarsfindan mialgiya, miopatiya va nadir hallarda
rabdomioliz kimi elave tesirler muisahids olunub.
Ezetimibi HMQ-KoA-reduktaza inhibitorlari ile eyni
zamanda istifade edilon ¢ox nadir rabdomioliz hallar
barede malumat verilib. Bu preparatlarin qarsiligl
farmakodinamik tasirini istisna etmak olmaz (bax. “Digar
derman vasitelerile garsiligh tasiri” bélmasina) ve eyni
zamanda istifadasi zamani diqgatli olmaq lazimdir.
Digar HMQ-KoA-reduktaza inhibitorlarinda oldugu kimi,
postmarketing ddvrinda rozuvastatini 40 mq dozada
gebul edan pasiyentlarde rabdomiolizin inkisaf etma
tezliyi yuksak olub.

Kreatinkinazanin qatiliginin tayini

Kreatinkinazanin (KK) gatiliginin tayinini intensiv fiziki
yuklanmadan sonra va ya KK gatiliginin artmasinin
digaer sabablari oldugda aparmaqg maslehat gdérulmdir,
bels ki, bu alda edilen naticalarin yanhs tefsirina getirib
cixara bilar. ©gar KK-nin ilkin gatihgi yiksek olarsa
(>5xYNH), 5-7 glindan sonra takrar tasdiglayici analiz
aparmag lazimdir. ©ger tekrar analiz zamani ilkin
KK>5xYNH  tesdiglenarsa,  mdualiceni  baslamaq
maslahat gorilmur.

Miialicadan svval

Diger HMQ-KoA-reduktaza inbitorlari kimi rozuvastatini
miopatiya/rabdomiolizin inkisafi Ug¢ln risk faktorlarina
malik olan pasiyentlera ehtiyatla teyin etmak lazimdir.
Bu faktorlara aiddir:

- bdyrok ¢atismazligi,




cnepyer.
Mo Hayana nevyeHus

PosyBactatvH, kak u gpyrme uHrmoutopbl MI-KoA-
pedyktasbl, crnegyetr C 0COOOM  OCTOPOXHOCTbIO
HasHayaTb nNaumeHTam C UMerLMMUCa dakTopamu
pucka passutua muonatun/pabgomunonmsa. K Ttakum
drakTopam OTHOCATCSA:

- NoYeYHast HeOCTAaTOYHOCTb;

- TMNOTUPEOD3;

- NINYHBIA MMM CEMENVHbIN aHaMHe3 HacneacTBEHHbIX
MblLLIEYHbIX 3aboneBaHuii;

- @aHaMHe3 MbILEYHON TOKCUYHOCTW Npu npueme Apyrnx
nHrnéutopos 'MIM-KoA-pegykrasbl unu pubpaTtos;

- 3noynoTpebneHne ankoronem;

- Bo3pact >70 ner;

- COCTOSIHUA, KOTOpPble MOTYT NPMBOAMUTL K MOBbLILLEHNIO
nnasMeHHoW KoHueHTpauumu;(cm. Pasgensl «Cnocob
npumeHeHnss n gosa», «Bsaumopenctene c apyrumm
rniekapCTBEHHbIMU CpeAcTBamMny, « PapmakoKMHeTHKa);
- OAHOBPEMEHHbIN Npuem mbpaTtos.

Y Takux nauuMeHToB  HeobXoauMmo  pacCMOTpeTb
COOTHOLLEHME pUCKa U BO3MOXHOW MOMb3bl Tepanum u
pekoMeHayeTca CcTaumoHapHoe HabnwgeHune. Ecnun
ucxogHas KoHueHtpauma KK npesbiiaeT HOpManbHbIN
ypoBeHb (>5xBI'H), To neyeHne HaunHaTb He crieayerT.

Bo epems neyeHusi

Cnepyet npovHOopPMMPOBaTb nauuveHTa o]
HeOOXOAMMOCTU He3aMeanuTenbHO coobliatb Bpady O
Crny4yasix HEOXWOAHHOIO MOSIBMEHUSI MblLLEYHbIX Bonen,
MbILLleYHOW crabocTm wunu cnasmax, ocobeHHO B
coyeTaHum C HegoMOraHMem W nuxopagkon. Y Takux
naumMeHToB criegyeT onpegenutb koHueHTpauuio KK.
Tepanus  pgomkHa  ObiTb  NpekpalyeHa, ecnu
KoHueHTpauusa KK noBbiweHa (>5xBMH) wnu ecnm
MbILLIEYHbIE CUMMNTOMbI PE3KO BbIPaXEHbl U BbI3bIBAOT
eXefHeBHbI OMCKOMAOPT (daxe, ecrnm KOHUEHTpaums
KK<5xBI'H). Ecnu CUMMTOMbI ncyesaltor, "
koHueHTpauua KK BosBpaljaetcsa K Hopme, criegyet
paccMoOTpeTb BOMPOC O MOBTOPHOM  Ha3Ha4YeHun
posyBactatuHa wnu Apyrux uHrméutopos Ml -KoA-
pefyktasel B HauvMeHblUeW [o3e npu  TwaTenbHOM

- personal or family history of hereditary muscular
disorders;

- previous history of muscular toxicity with another
HMG-CoA reductase inhibitor or fibrate;

- alcohol abuse;

- age >70 years;

- situations where an increase in plasma levels may
occur (see sections “Method of administration and
dosage”, “Interaction with other medicinal products”,
and “Pharmacokinetics”);

- concomitant use of fibrates.

In such patients the risk of treatment should be
considered in relation to possible benefit and clinical
monitoring is recommended. If CK levels are
significantly elevated at baseline (>5xULN) treatment
should not be started.

Whilst on treatment

Patients should be asked to report doctor about
inexplicable muscle pain, weakness or cramps
immediately, particularly if associated with malaise or
fever. CK levels should be measured in these patients.
Therapy should be discontinued if CK levels are
markedly elevated (>5xULN) or if muscular symptoms
are severe and cause daily discomfort (even if CK
levels are <5x ULN). If symptoms resolve and CK
levels return to normal, then consideration should be
given to re-introducing rosuvastatin or an alternative
HMG-CoA reductase inhibitor at the lowest dose with
close monitoring. Routine monitoring of CK levels in
asymptomatic patients is not warranted. There have
been very rare reports of an immune-mediated
necrotising myopathy (IMNM) during or after treatment
with statins, including rosuvastatin. IMNM is clinically
characterized by proximal muscle weakness and
elevated serum creatine kinase, which persist despite
discontinuation of statin treatment.

In clinical trials there was no evidence of increased
skeletal muscle effects in the small number of patients
dosed with rosuvastatin and concomitant therapy.
However, an increase in the incidence of myositis and
myopathy has been seen in patients receiving other

- hipotireoz;

- irsi azele xastaliklori haqqinda soxsi ve ya ailovi
anamnez;

- diger HMQ-KoA-reduktaza inhibitorlarinin va ya
fibratlarin gabulu ile elagadar azals toksikliyi anamnezi;
- kegmis anamnezds soxsi ve ya ailovi irsi azale
pozgunluglart;

- alkogolun haddindan artiq istifadasi;

- yas >70;

- plazma qatihdinin yiksalmasine gatirib ¢ixara bilen
vaziyystler (“Iistifade gaydasi ve dozas”, “Diger derman
vasitelerile  qarsihgh  tasiri”,  “Farmakokinetikasi”
bdlmalerina bax.);

- fibratlarla eyni zamanda istifadesi.

Bu pasiyentlorda terapiyanin risk ve mimkiin fayda
nisbatini nazerdan kegirtmak ve stasionar musahide
altinda saxlamaq maslahat goérulur. KK-nin ilkin gatihgi
normal saviyyadan ylksak oldugda (>5xYNH) mualicani
baslamaqg maslahat gorulmdr.

Miialice zamani

Pasiyenti azsalo agrilar, azele zsifliyi vo ya spazmi,
xususi ile halsizlig ve herarat ile birlikde qaflden
yarandigi zaman darhal hakima miuracist etmasi barade
malumatlandirmaqg lazimdir. Bu pasiyentlorde KK-nin
gatihidini maayyan etmak lazimdir. ©ger KK-nin gatiligi
yuksak olarsa (>5xYNH), ve ya ozsle simptomlari
kaskin nazare c¢arparsa ve gindalik diskomfort (eger
hatta KK qatihgi<5xYNH olarsa) yaradarsa, terapiyani
dayandirmaq maslahat goérulir. Simptomlar aradan
galxarsa va KK-nin qatih§i normaya qgayidarsa,
rozuvastatin Vo diger HMQ-KoA-reduktaza
inhibitorlarinin pasiyentlare ciddi nazarst altinda an

asagl dozada toekrar tayinini nazarden kegirtmak
lazimdir. Simptomlar musahide olunmayan
pasiyentlerde KK qatihiginin  standart monitoringi

maqgsada uydun deyildir. Rozuvastatin daxil olmagla,
digar statinlerle mialice zamani ve ya mialicedan sonra
immun vasitsli nekrozlagan miopatiyanin (IVNM) inkisafi
hagqinda nadir melumatlar geyds alinmisdir. IVNM
proksimal azsle zsifliyi ve kreatinkinaza saviyyasinin
yuksalmasi ile xarakteriza olunur, hansilar ki, statinlerle




HabnogeHun 3a naumMeHTOM. PYTWHHBIA MOHWUTOPWHI

KOHUEHTpauunn KK Yy naunmeHtToB C OTCyTCTBMEM
CMMIMNTOMOB HEU,EJ'IeCOO6p836H. NmetoTca penkue
cBeaeHnA o pas3BuTnn MMMyHOOHOCpEﬂOBaHHOVI

HekpoTudeckon muonatum (MHM), Bo BpeMsi unu nocne
neyeHns crtaTuMHamu, BKMYas posyBactatuH. VHM
XapaktepusyeTcs NpoKCUMarnbHowm MbILLEYHON
cnaboCcTbl0 U MOBbILEHNEM YPOBHS KpeaTUHKMHAa3bI,
KOTOpblE COXPaHSIIOTCS U NOCne npekpalleHns nevyeHus
cTaTMHamu.

B KAMHU4YECKMX uCMbITAHUSX He ObiNno  BbISBNEHO
yBENMYeHUs OENCTBUMA CKEMNETHbIX MbILLL, Y HEBOMbLLIOro
yucra nauueHToB, KOTOPbIM BBOOMIIM PO3yBacTaTUH U
conyTcTByowyto Tepanuio. OgHako, yBenuyeHne vmcna
CcrlyyaeB MMUO3MTa M MuonaTUM ObINO 3aMeyeHo Y
nauneHToB, MPUHMMAaBLUMX Apyrue WHrmoutopbl MI-
KoA-peayktasbl BMecTe C Mpou3BoaHbIMU punbpoeson

KMCNOThI, BKM4as remdgpubposnn, LUKIOCNOPUHOM,
HUKOTUHOBOM KUCnoTon, a30nbHbIMU
NpOTUBOrPMOKOBLIMK  Mpenapatamu,  UHrMbutTopamu
nporteas n MaKponuaHbIMK aHTUBbnoTUKamm.
Femcpnbposun yBenuumBaeT pUCK BO3HWKHOBEHUS
MuonaTum  Npu  OAHOBPEMEHHOM  Ha3Ha4yeHUn C
HekoTopbIMK  uHrMbutopamu  MI-KoA-peagykrasbl.

Takum 06pa3oM, He peKkoMeHOyeTcs OOHOBPEMEHHOE
npMMeHeHne posyBacTaTtuHa W remdcubposvna. [Mpu
COBMECTHOM MPUMEHEHMM po3yBacTaTuHa u gubpaTtos
UM HUKOTMHOBOW  KUCMOTblI crnegyeT  yyuTbiBaTb
COOTHOLUEHME pucka pasBUTMS NOBOYHBLIX 3HPEKTOB U
BO3MOXHOW MOMb3bl OT M3MEHEHUSA YPOBHSA NUNUAOB.
Mpn conytcTByloWwen Tepanuu dubpatamn npuem
po3yBactatmHa B go3e 40 mr npotmBomnokasaH (cm.

Pasgenbl «B3anmopgencrteue c apyrmmm
NeKapcTBEHHbIMMU cpeacTBaMm» " «lMoboyHbIe
OEeVCTBUSI»).

PosyBactatmH Henb3s BBOOUTb OOHOBPEMEHHO C

CUCTEMHBIMM Npenapatamu py3mameBon KUCMNOTbl MUK
B TeyeHWe 7 [HEW nocre npekpaweHns nedyeHus
dy3namMeBon KUCNOTOW. Y NauMeHToB, rae npuMeHeHue
CUCTEMHOM dy3mameson KMCNOTbI cunTaetcs
Heob6xoaMMbIM, neyeHuve cTatvHamu cnepyet

HMG-CoA reductase inhibitors together with fibric acid
derivatives including gemfibrozil, cyclosporine, nicotinic
acid, azole antifungal preparations, protease inhibitors
and macrolide antibiotics. Gemfibrozil increases the
risk of myopathy when given concomitantly with some
HMG-CoA reductase inhibitors. Therefore, the
combination of rosuvastatin and gemfibrozil is not
recommended. The benefit of further alterations in lipid
levels by the combined use of rosuvastatin with
fibrates or niacin should be carefully weighed against
the potential risks of such combinations. The 40 mg
dose is contraindicated with concomitant use of a
fibrate (see sections “Interaction with other medicinal
products” and “Side effects”).

Rosuvastatin  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. There have been
reports of rhabdomyolysis (including some fatalities) in
patients receiving fusidic acid and statins in
combination (see section “Interaction with other
medicinal products”). Patients 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
rosuvastatin and fusidic acid should only be
considered on a case by case basis and under close
medical supervision.

Trigesta should not be used in any patient with an
acute, serious condition suggestive of myopathy or
predisposing to the development of renal failure
secondary to  rhabdomyolysis (e.g.  sepsis,
hypotension, major surgery, trauma, severe metabolic,
endocrine and electrolyte disorders; or uncontrolled

mualiceni dayandirdigdan sonra da davam edir.

Klinik sinaglarda rosuvastatin ve musayistedici terapiya
ilo tayin olunan az sayda pasiyentlorde skelet
azolalarinin tasirinin artmasina dair heg¢ bir sibut
tapiimadi. Lakin, miozit ve miopatiyanin yaranma
hallarinin artmasi diger HMQ-KoA-reduktaza
inhibitorlarini hemfibrozil daxil olmagla fibroy tursusunun
téremsalari, siklosporin, nikotin turgusu, azol grupundan
olan gébalak sleyhina preparatlar, proteaza inhibitorlari
va makrolid antibiotikler ile eyni zamanda istifade edan
pasiyentlorde geyds alinmigdir. Hemfibrozil bazi HMQ-
KoA-reduktaza inhibitorlari ile eyni vaxtda istifade
zamani miopatiyanin yaranma riskini artirir. Belslikls,
hemfibrozil ve rozuvastatinin eyni zamanda istifadasi
maslahat goérilmir. Rozuvastatinin fibratlarla ve ya
nikotin tursusu ile eyni vaxtda istifadesi zamani slave
tesirlerin  yaranma riskinin ve lipid saviyyasinin
dayismasinin mimkin fayda nisbatini nazere almaq
lazimdir. Fibratlarla mialice zamani rozuvastatinin 40
mq dozada istifadesi oks gosterigdir (“Diger darman
vasitelerile  qarsiligh  tesiri” ve “Olave tasirlori”
bdlmalarina bax.).

Rozuvastatini fuzid tursusunun sistem preparatlari ile vo
ya fuzid turgusu ile mualicedan sonra 7 glin arzinda eyni
zamanda tetbig etmak etmak olmaz. Pasiyentlords
sistemik fuzid tursusu ile maalice vacib sayildiqda, fuzid
tursusu ile mulalice muddatinda statinlar ile mualiceni
dayandirmaq lazimdir. Statinleri fuzid tursusu ile eyni
zamanda gabul edan pasiyentlarde rabdomiolizin (bazi
Oolumcul hallar daxil olmagla) inkisafi haqqinda
malumatlar qgeyds alinmisdir (bax. “Digar derman
vasitelerile qarsiligh tesiri” bdlmasins). Ozala zaifliyi,
agrilar ve ya zsifliyin her hansi bir simptomlar
yarandiqda pasiyent darhal hakima muracist etmalidir.
Fuzid tursusunun son dozasindan 7 gun sonra statinlar
ilo mualica barpa oluna biler.

istisna hallarda, uzun middaetli sistemik fuzid tursusu
teleb olunduqda, masaslen, agir infeksiyalarin muialicesi
Ucln, rozuvastatin ve fuzid tursusunun eyni vaxtda
yeridilmasi zarurati yalniz konkret veziyystde va ciddi
tibbi nazaret altinda nazers alinmalidir.




npekpaTuTb
dy3ngneson

B TedyeHWe Bcero nmnepuoga nevyeHuns
kncrioton. Coobuwanocb 0 pasBUTUK
pabgomuonusa (BkNoYasi HEKOTOpble CMepTEeNbHble
cnyyanm) y naumMeHToB, MNonyyaBlWMX dy3ngueByto
KMCNOTY OAHOBPEMEHHO CO cTaTuHamu (cMm. Pasgen
«BsanmopenctBne C¢  OpYrUMU  NEKapCTBEHHbIMU
cpeactBamny»).  [aumeHTy cnegyet  HeMeasleHHO
0bpaTuTbCs K Bpady, eCcnm y Hero nosiBATCA Kakume-nubo
CUMNTOMbI MblLLIeYHOM cnabocTn, 6onn nnu cnaboctu.

Tepanus ctaTuHamn mMoxeT ObiTb BO306HOBNEHa Yepes

ceMb [JHeNW nocne nocnegHenW Q[osbl  ys3vaveBon
KUCMOThI.

B wuckniouuTenbHbIX  cnydasx, korga  TpebyeTtcs
anvTtenbHas — cucTtemHas — dy3uaveBasd  KuCMoTa,
Hanpumep, AOnNs  fevYeHns  TSKenbiX  MHAeKumn,
HeobxoaMMOoCTb OOHOBpPEMEHHOro BBEAEHNSA
posyBacTtatMHa U Yy3MAMEBON KUCNOTbI crneagyeT

paccmaTpvBaTb TOMbKO B KOHKPETHOM Criyyae v nopg
CTPOrMM MeAULIMHCKMM HabniogeHeMm.

Tpurecta He crnegyeT WCMNONb30BaTb ANs NEeYeEHUS
nayneHToB C OCTPbIMU, Cepbe3HbIMU HapyLUEeHUAMU,
ceBugetenbcTeyowimMmn - 0 pasputun Mmmonatum Unn
npegpacnonarapLwmmm K  pasBuTUiO  MOYEYHOM
HeaOCTaTO4YHOCTH, BTOpI/NHOI7I no OTHOLUEeHUKo K
pabgomuonuady  (Hampumep, Cencuc, TUNOTEH3Ws,
XUpypruyeckoe BMELIATENbCTBO, TpaBMma, TshKerble
MeTabonmyeckne, SHOOKPUHHBIE WIN SMEKTPONMUTHbIE
HapyLleHWs1, HEKOHTPONMPYEMbIE Cyo0pPOTrN).
HapyweHusi co CmopoHbI nevyeHu

Kak wn ppyrme wHruoutopbl [TMI-KoA-peaykTasbl,
Tpurecty crnegyeT C  0COGOM  OCTOPOXHOCTLIO
npuHMMaTb naumeHTam, 3noynoTpednslowmum

ankoronem u/vnn MMmewLWMM B aHaMHe3e 3aboneBaHune
neyvyeHu.

PekomeHayeTca npoBOAUTL UccnefoBaHue  OYHKLMU
rneyeHu nepen HayaroM nevyeHuss u 4vepes 3 mecsua
nocne Hayana nedeHus. Ecnum  KoHUeHTpauus
TpaHcaMnHa3 B CbIBOPOTKE KPOBU B 3 pasa npeBblllaeT
BEPXHIOID FPaHULLy HOpPMbI, criefyeT NpekpaTuTb Npuem
Tpurectbl WNAM  YMEHbLIMTL MPUHMMaeMylo 003y
npenaparTa. Coobuwaemas yacTtoTa NO6OYHbIX

seizures).

Liver effects

As with other HMG-CoA reductase inhibitors,
Trigesta should be used with caution in patients who
consume excessive quantities of alcohol and/or have a
history of liver disease.

It is recommended that liver function tests be carried
out prior to, and 3 months following, the initiation of
treatment. Trigesta should be discontinued or the
dose reduced if the level of serum transaminases is
greater than 3 times the upper limit of normal. The
reporting rate for serious hepatic events (consisting
mainly of increased hepatic transaminases) in post-
marketing use is higher at the 40 mg dose.

In patients with secondary hypercholesterolemia
caused by hypothyroidism or nephrotic syndrome, the
underlying disease should be treated prior to initiating
therapy with Trigesta

Race

Pharmacokinetic studies show an increase in exposure
in Asian patients compared with Caucasians (see
sections “Method of administration and dosage”,
“Contraindications” and “Pharmacokinetics”).

Protease inhibitors

Increased systemic exposure to rosuvastatin has been
observed in  patients receiving rosuvastatin
concomitantly with various protease inhibitors in
combination with ritonavir.

Consideration should be given both to the benefit of
lipid lowering by use of Trigesta in HIV patients
receiving protease inhibitors and the potential for
increased rosuvastatin plasma concentrations when
initiating and up titrating Trigesta doses in patients
treated with protease inhibitors. The concomitant use
with certain protease inhibitors is not recommended
unless the dose of Trigesta is adjusted (see sections
“Method of administration and dosage”, “Interaction
with other medicinal products”).

Interstitial lung disease

Exceptional cases of interstitial lung disease have
been reported with some statins, especially with long

Trigesta-nin miopatiyanin inkisafini siibut edan ve ya
rabdomiolize miinasibatda ikinci olan (masalan, sepsis,
hipotenziya, cerrahi midaxile, travma, agir metabolik,
endokrin ve ya elekrolit pozdunluglar, idare olunmayan
gicolmalar) boéyrak catismazliginin inkisafina meyilli
kaskin, ciddi pozgunluglar olan pasiyentlerde istifadasi
maslahat gorilmr.

Qaraciyar pozgunlugqlari

Diger HMQ-KoA-reduktaza inhibitorlari kimi Trigesta
haddinden artiq alkogol gabul edan ve ya anamnezinda
garaciyar xasteliyi olan xastalarde ehtiyatla istifads
olunmalidir.

Mualiceye  baglamazdan avvel ve  muialiceys
basladigdan 3 ay sonra garaciyer funksiyalarinin
muayinasini aparmaq maslahat gorilir. ©ger gan
zordabinda transaminazalarin qgatiigi yuxari norma

haddinden 3 dafs yiksek olarsa, Trigesta gabulunu
dayandirmaq va ya preparatin gebul dozasini azaltmaq
lazimdir. Post-marketing istifade zamani qaraciyarda
yaranan alave tasirlerin (esasan, qgan zerdabinda
transaminazalarin qatihdinin artmasi ile alagali olan)
malumat verilen tezliyi preparatin 40 mqg dozada gabulu
zamani artir.

Hipotireoz va ya nefrotik sindrom hesabina yaranan
ikincili hiperxolesterinemiya olan pasiyentlords osas
xostaliyin mdualicesi Trigesta ile mualiceden avval
apariimahdir.

Irqi mensubiyyst

Farmakokinetik tadgigatlar qafgazlilarla mugayisada
asiya irginin  nUmayendslerinds  ekspozisiyanin
artmasini gdsterib (bax “istifade qaydasi ve dozas'”,
“Oks gosterislar’ ve “Farmakokinetikasi” bélmalarina).
Proteaza inhibitorlari

Rozuvastatinin ve mduxtslif proteaza inhibitorlarinin
ritonavirle eyni vaxtda istifadesi zamani rozuvastatinin
sistem gatihdinin artmasi misahids olunur.

Proteaza inhibitorlari gabul eden, HiV xestsliyi olan
pasiyentlorde ganda lipidlarin  gatihginin  asagi
dismesini ve proteaza inhibitorlari qgebul edan
pasiyentlarde mualicanin baslangicinda va Trigesta-nin
dozasinin _ artirlmasini hertarafli  giymatlandirmak




3(peKkToB CO CTOPOHbI MNEeYeHU (CBA3aHHbIX, B
OCHOBHOM, c yBenuYeHnem KOHLeHTpauuu
TpaHcamMMHa3 B CbIBOPOTKE KpOBM) BO Bpems

NMOCTMapKeTMHIOBOro MCMOSb30BaHUs, MOBLILAETCH Mpu
npueme npenapara B gose 40 wmr.

Y naumeHToB C BTOPUYHOW TUMNEpPXonecTepuHeMmnen,
00yCMOBNEHHON TUMOTUPEO3OM UM HEePPOTUYECKUM
CUHAPOMOM, Tepanus OCHOBHOrO 3aboneBaHus AoMmKHa
NpoBOANTLCH A0 Havyana neyeHvs TpurecTon.

Pacosas npuHadnexHocmab

WccnepnoBaHus dhapMaKkoKMHETUKM nokasanu
yBEMNMYEHNe 3KCNo3numn y npeacraButenen asmaTckon
pacbl N0 CpaBHEHWO C KaBkasuamu (CM. pasgenbl
«Cnocob npumeHeHns 1 gosa» n «NpoTMBOMNOKa3aHUs»,
«DapMaKOKMHETUKAY).

UHaubumopel npomeas

B xopme coBmecTHOro npuema posyBacTaTtMHa MU
KOMOVHauMM pasnu4yHbIX UWHIMOMTOPOB npoTeas cC
pUTOHaBMPOM HabnogaeTcss yBenMyeHMe CUCTEMHON
KOHLIEHTpauumn po3dyBacTaTuHa.

Cnepyet TWaTenbHO oLeHuBaTb CHWXeHne
KOHUEHTpauMM nunuaoB B KpOBM Yy NaumeHToB ¢ BUY,
NPUHUMAIOLWLMX UHTMOUTOPLI NpoTeas U  BO3MOXHOE
MOBLILEHME KOHLUEHTpauum po3yBacTatMHa B nfasme
KPOBW B Hayare nevyeHus u B Nepuog noBbilIeHNs JO3bl
Tpurecta y nNaumMeHTOB, NPUHUMAKOLLMX WHIMOUTOPBI
npotea3. OQHOBPEMEHHbIA Npuem uHrmoutopos BUY-
npoteas He pekoMeHayeTcs 6e3 Koppekuun [o3bl
Tpurecta (cM. Pasgenbl «Cnocob npuMeHeHuss wu
nosay, «BsaumopencTteue ¢ gpyrumn nekapcTBeHHbIMU
CpeacTBamMm»).

UHmepcmuyuanbHoe 3aboniesaHue fe2kux

B wucknouMTenbHbIX Criydyasix npuv UCMONb30BaHUM
HEKOTOPbIX CTaTMHOB, OCOOEHHO MpuU ANIUTENBHOM
neyeHun, coobwanock 00  MHTEpCTMUMAnbHbBIX
3aboneBaHnsix nerkmx (cm. Pasgen  «[lo6o4yHble
OenctBusi»). Takke MOryT HabngaTbcsa oAbllika, CyXon
Kawenb W  yxydweHne  obLliero  caMO4yBCTBUSA
(cnaboctb, CcHwkeHne Beca WU nuxopagka). [lpwm
nogospeHMnM  Ha  pa3BUTUE  WHTEPCTULMAanbHOro
3aboneBaHns nerkux Tepanuio cTaTtuHamu cnegyeTt

term therapy (see section “Side effects”). Presenting
features can include dyspnoea, non-productive cough
and deterioration in general health (fatigue, weight loss
and fever). If it is suspected a patient has developed
interstitial lung disease, statin therapy should be
discontinued.

Diabetes mellitus

Some evidence suggests that statins as a class raise
blood glucose and in some patients, at high risk of
diabetes, may produce a level of hyperglycaemia
where formal diabetes care is appropriate. This risk,
however, is outweighed by the reduction in vascular
risk with statins and therefore should not be a reason
for stopping statin treatment. Patients at risk (fasting
glucose 5.6 to 6.9 mmol/L, BMI>30 kg/mz, raised
triglycerides, hypertension) should be monitored both
clinically and biochemically according to national

guidelines.
Severe cutaneous adverse reactions
Severe cutaneous adverse reactions including

Stevens-Johnson syndrome (SJS) and drug reaction
with eosinophilia and systemic symptoms (DRESS),
which could be life-threatening or fatal, have been
reported with rosuvastatin. At the time of prescription,
patients should be advised of the signs and symptoms
of severe skin reactions and be closely monitored. If
signs and symptoms suggestive of this reaction
appear, Trigesta should be discontinued immediately
and an alternative treatment should be considered.

If the patient has developed a serious reaction such as
SJS or DRESS with the use of Trigesta, treatment
with Trigesta must not be restarted in this patient at
any time.

Paediatric population

The evaluation of linear growth (height), weight, BMI
(body mass index), and secondary characteristics of
sexual maturation by Tanner staging in paediatric
patients 6 to 17 years of age taking rosuvastatin is
limited to a two-year period. After two years of study
treatment, no effect on growth, weight, BMI or sexual
maturation was detected (see section

lazimdir.  Trigesta-nin  dozasinin  tanzimlenmasi
olmadan HiV-proteaza inhibitorlari ile eyni zamanda
istifadesi maslehat goriilmir (bax “Istifade gaydasi ve
dozasi”, “Diger derman vasitelerile qarsiigh tesiri”
bdélmalerinsg).

interstisial agciyer xastaliklori

istisna hallarda bezi statinlerin istifadesi zamani, ssasan
do uzunmiddatli mualice zamani interstisial agciyar
xastaliklari hagginda malumatlar daxil olmusdur (bax.
“Olava tesirlari” bélmasi). Hamginin tanganafaslik, quru
Oskurak ve Umumi vaziyyatin pisleagsmasi (zsiflik, badan
¢okisinin azalmasi ve heraraet) misahide oluna bilar.
interstisial agciyer xastaliklerinin inkisafina siibhe
yarandiqda statinlarle mualiceni dayandirmaq lazimdir.
Sakerli diabet

Bazi malumatlara gére statinler bir sinif kimi ganda
glikozanin saviyyasini artirir ve sakarli diabetin
yaranma riski yiksak olan bazi pasiyentlarde misayyan
hiperglikemiyaya gatirib ¢ixara bilar, bele halda muvafiq
diabet mualicasinin aparilmasi minasibdir. Lakin bu risk
statinler vasitesi ile damar riskinin azaldilmasi ile
kompensasiya olunur ve statinlerle  mdualicenin
dayandiriimasina sabab olmamalidir. Risk altinda (ac
garina glikozanin ganda seaviyyasi 5,6-6,9 mmolll,
BCi>30 kq/mz, trigliseridemiya, arterial hipertenziya)
olan pasiyentlards mummilli standartlara uygun olaraq
kliniki ve biokimyavi analiz aparmaq lazimdir.

Agir dori reaksiyalari

Rozuvastatinin  gabulu  zamani  Stivens-Conson
sindromu (SCS) va eozinofiliya va sistem simptomlari ile
derman vasitasine reaksiya (DRESS) daxil olmagla agir
oaks tasirlor migsahide olunmusdur ki, bunlar da hayat
Uglin tehlikali va ya oOlimcul ola biler. Preparat tayin
olunduqda pasiyent agir dari reaksiyalarinin simptomlari
ve olamatleri baresinde msalumatlandinimal  ve
misahida altinda saxlaniimalidir. Bu reaksiyaya isara
edan har hansi slamat va ya simptom amals galarsa
Trigestanin gabulunu derhal dayandirmaq ve alternativ
mualice yollarini nazardan kegirmak lazimdir.

Oger Trigestanin gabulu zamani SCS ve ya DRESS
kimi kaskin reksiya bas verarsae Trigestanin gabulunu




OTMEHUTD.
CaxapHbiti Ouabem

HekoTopble [aHHble CBMAOETENbCTBYOT O TOM, 4TO
CTaTMHbl KaK KIacC MOBLILWAKT YPOBEHb [JIOKO3bl B
KPOBM M Yy HEKOTOPbIX MAUMEHTOB C BbICOKMM PUCKOM
pasBuUTUS caxapHoro pguaberta, MOXeT MpUBECTU K
onpegerneHHom rMNeprimkeMmum, roe YMECTHO
cooTBeTCcTBylOlLlee neyeHne amabeta. OpHako, 3TOT
PUCK KOMMEHCUPYIOTCA YMEHbLUEHUMEM COCYAUCTOro
pucka C MOMOLLbID CTaTMHOB W He [OMmkeH ObiTb
NPUYMHON ANS NpPeEKpaLleHnss IevyeHus cTaTuHaMu.
Heobxogumo npoBOANTL KMMHUYECKUi "
ONOXUMMYECKUIA aHanu3 COornacHoO HauWoHanbHbIM
CcTaHZapTam Yy MaumeHToB C PUCKOM (YPOBEHb IHOKO3bI
B KpoBM HaTtowak 5,6-6,9 mmons/n, MUMT>30 Kr/m2,
TpUrnuuepuagemuns, aptepuansHas runepTeHsus).
Tsxernble KOXHble MOBOYHbIE peakyuu

Mpn npueme posyBacTaTMHa COOOLLANOCh O TSKENbIX
KOXHbIX MOOOYHbLIX peakuusix, BKMYas CUHOPOM
CtuBeHca-[xoHcoHa  (CCOH) w  peakumio  Ha
nekapcTBeHHoe CpeacTtBo € d03uMHOMIMEn U
cuctemHoiMn cumntomamm (DRESS), koTopble MoryT
ObITb OMAacHbIMW ANs XWU3HU UNu datanbHbiMu. Mpu
HasHayeHUn npenapaTta naumeHTbl OOMKHbl OblTb
npovHdopMMpoBaHbl O MNpuU3HaKax W CUMMATOMax
TSDKENbIX  KOXHbIX peakuMi UM HaxoauTbCs  nog
TWAaTenbHbIM HabnaeHueM. Mpwn nosiBNeHnu
NpUM3HaKoB W CUMMTOMOB, YKasblBaOLWMUX Ha 3Ty
peakuuto, criegyet HemMeadnieHHO MpekpaTuTb npuem
TpurecTbl 1 pacCMOTPETh anbTEPHATMBHOE fIeYEHUE.
Ecnm y nauuweHTa pasBunacb cepbesHasi peakuus,
Takas kak CCIO wnn DRESS, Ha npumeHeHune
TpurecTbl, nedeHne Tpurectom Hemnb3sd kKorga nmvbo
BO30OHOBNATD.

lMeduampuyeckas nonynsayus

OueHka nuMHenHoro pocta (pocT), maccel Tena, UMT
(vHOoekca Macchl Tena) M BTOPUYHBIX XapaKTepUCTUK
NnonoBoro cospeBaHust No ctagum TaHHepa y OeTen B
Bogpacte oOT 6 p4go 17 neT, nNpPUHUMAaOLLNX
po3yBacTaTvH, OrpaHuyeHa ABYXNEeTHUM MepuoaoM.
Mocne paByx netr yyebHoro neyeHua He 6bino

“Pharmacodynamics”).

In a clinical trial of children and adolescents receiving
rosuvastatin for 52 weeks, CK elevations>10xULN and
muscle symptoms following exercise or increased
physical activity were observed more frequently
compared to observations in clinical trials in adults
(see section “Side effects”).

Trigesta contains lactose.

Patients with rare hereditary problems of galactose
intolerance, total lactase deficiency or glucose-
galactose malabsorption should not take this medicine.
Trigesta contains sodium.

Trigesta contains less than 1 mmol sodium (23 mg)
per tablet, that is to say essentially "sodium-free".

yenilamak olmaz.

Pediatrik populyasiya

Rozuvastatin gebul edan 6 yasdan 17 yasa qader
usaglarda Tanner marhalesinda xatti bdylima (boy),
beden cokisi, BCI (beden c¢oki indeksi) ve cinsi
yetkinliyin ikincili elamatlarinin giymatlendirilmasi iki il
miiddatine mahdudlasir. Iki illik tedgigatdan sonra boy,
coki, BCi ve ya cinsi yetkinliye heg bir tesiri agkar
olunmadi (bax. “Farmakodinamika” bélmasi).

52 hefta erzinde rozuvastatini gebul edan usaglar ve
yeniyetmaloerde aparilan tadgigatda, CK normadan 10
gat artig olub ve bdylklerds aparilan tedgiqatda
misahida olunlarla miqayiseds masqdan ve ya fiziki
fealiyyatin artirlmasindan sonra azala simptomlari daha
tez-tez misahids olunur (bax. “Slava tasirlari” bélmasi).
Trigestanin torkibindes laktoza var.

Qalaktozaya dézumsuzlik, laktaza gatismazhgr ve ya
glikoza-galaktaza malabsorbsiyasi olan pasiyentler bu
preparati gebul etmamalidirlar.

Trigestanin torkibinde natrium var.

1 tablet Trigestanin terkibinde natriumun miqgdar 1
mmol natriumdan (23 mq) azdir, yani tarkibinde demak
olar ki, natrium yoxdur.




0BHapy>XeHO HMKaKOro BNnsiHMS Ha pocT, Bec, UMT mnnu
norosoe co3peBaHune (cm. Pasgen
«dapmakognHamuka).

B knuHuyeckux nccnegoBaHuax y AeTen U NnoApOCTKOB,
nony4yaBLIMX po3yBacTaTvH B TeyeHne 52 Hepenb, CK
Haxoguncs B 10 pas B BepxHUX npedenax HOPMbl K
MbILLEYHbIE  CUMMTOMblI  MOCNE  TPEHUPOBKM  WIK
yBENUYEeHNss (PU3NYECKON aKTMBHOCTM Habnoganucs
Yyawie no CpaBHEHMIO C HabnaeHNSIMM B KINMHUYECKNX
uccrnegoBaHusax y B3pocnbix (cM. Pasgen «[loboyHble

OEeVCcTBUS»).
Tpuzecma codepxxum f1akmoasy.
MauneHTam c peaknuMmu HacneacTBEHHbIMU

npobnemMamu HenepeHOCMMOCTW ranakTo3bl, MOSIHON
NaKkTa3HOW HeJoCcTaTOYHOCTbIO MNKM Manbabcopbuunen
[MIOKO3bI-ranakTto3bl He credyeT MpuHMMaTb  3TO
nekapcTBo.

Tpuzecma codepxum Hampud.

Tpurecta cogepxuT meHee 1 Mmonb HaTpus (23 Mr) Ha
TabneTky, TO eCTb MPaKTUYECKN HE COAEPKUT HaATpUS.

Bsaumopenctene ¢ ApyruMM  neKapcTBEHHbIMM

cpeacTBaMm

BnusiHue co8MecmHo npUMEeHSsIMbIX
JlekapcmeeHHbIX cpecme Ha po3ysacmamuH
UHaubumopsbi mpaHCrnopmHbIX 6enkoe:
po3yBacTaTuH ABMAsieTCA  cybCcTpaToM  pasnuyHbIX
TpaHcnopTHbIX Genkos, Bkntodas OATP1B1 n BCRP.
CoBmecTHOE npYMeHeHve Tpurectbl c

NeKapCTBEHHbIMW CPEACTBaMW, KOTOpble SBMASOTCS
WMHrMOUTOpamMm 3TUX TPAHCMOPTHbLIX OenkoB, MOXeT
NPVBECTU K YBENMMYEHUIO KOHLEHTpauumn po3yBacTtaTuHa
B Nnia3me KPOBM 1 YBEITMYEHUIO pUCKa MUONaTum.
YuknocnopuH: npu OQHOBPEMEHHOM MPUMEHEHUU
po3yBacTatMHa M UMKIOCMNOpUHA, nokasatenu AUC
po3yBacTtatvHa 6biny NpubnuanTensHo B 7 pas BbilLE,
YyemM Te, KOTOpble Habmwoganucb Yy  300pPOBbIX
pobposonbueB. Tpurecta NpoTMBONOKa3aH NauueHTam,
nonyyaroLmm CONYTCTBYIOLLYIO Tepanuio
umKrocnopmHom (cm. pasgen «lpoTuBonokasaHns»).
ConyTcTBylowlee MNpUMEHEHWEe He MOBNUANO  Ha

Interaction with other medicinal products

Effect of co-administered medicinal products on
rosuvastatin

Transporter protein inhibitors: rosuvastatin is a
substrate for certain transporter proteins including the
hepatic uptake transporter OATP1B1 and efflux
transporter BCRP. Concomitant administration of
Trigesta with medicinal products that are inhibitors of
these transporter proteins may result in increased
rosuvastatin plasma concentrations and an increased
risk of myopathy.

Ciclosporin: during concomitant treatment with
rosuvastatin and ciclosporin, rosuvastatin AUC values
were on average 7 times higher than those observed in
healthy volunteers. Trigesta is contraindicated in
patients receiving concomitant ciclosporin (see section
“Contraindications”).

Concomitant administration did not affect plasma
concentrations of ciclosporin.

Protease inhibitors: although the exact mechanism of

Digear darman vasitalari ile qarsiligh tasiri

Eyni zamanda istifade olunan derman vasitalerinin
rozuvastatine tasiri

Noagqliyyat ziilallarinin inhibitorlari: rozuvastatin,
OATP1B1 ve BCRP daxil olmaqgla, muxtalif nagliyyat
zulallarinin  substratidir. Bu naqliyyat zllallarinin
inhibitorlari olan derman vasiteleri ilo Trigesta-nin eyni
zamanda (gabulu rozuvastatinin qan plazmasinda
gatihidinin artmasina va miopatiya riskinin yiksalmasina
gstirib ¢ixara biler.

Siklosporin: rozuvastatinin siklosporinle eyni zamanda
istifadesi zamani rozuvastatinin  AUC gd0staricilari
saglam kondillilerle migayisede 7 defe ¢ox olmusdur.

Siklosporinle  yanasi mualice alan pasiyentlera
Trigesta-nin gabulu oks gdsterisdir (bax. “Oks
gOsteriglar’ bdlmasina).

Eyni zamanda istifadasi siklosporinin gan

plazmasindaki gatiligina tesir géstarmir.
Proteaza inhibitorlari: qarsihgh tesir mexanizmi daqiq
melum olmasa da, eyni zamanda proteaza




KOHLIEHTpaLUKN LUKNOCNOoprHa B Nnasme KpoBW.
HNHa2ubumopbi npomeas: HECMOTPS Ha TO, YTO TOYHbIN
MEXaHW3M B3aUMOOEWCTBUSA HEU3BECTEH, COBMECTHbIN
npveM WHIMOBWTOPOB npoTea3 MOXeT MpUBECTM K
3HAYUTENBLHOMY MOBbLILLEHMWIO KOHLeHTpauun
posyBacTatuMHa. Hanpumep, B hapMakoKMHETUYECKOM
uccrnegoBaHum BO BpeMs OLHOBPEMEHHOTO
npumeHeHnst 10 Mr posyBactaTuHa U KOMBGUHaLMN OBYX
uHrnéutopos npoteas (300 mr artasaHasup/100 mr
puTOHaBMpa) Yy 340pOBbIX AOOBPOBONbLEB BbISBNEHO
npuénuanTensHO  TpexkpatHoOE U CEeMUKpaTHoe
yBenu4yeHune AUC " Crax posyBacTaTuHa,
COOTBETCTBEHHO. ConyTtcTBytoulee npuMeHeHne
Tpurectbl M HEKOTOPbLIX KOMOMHAUWMA WHIMBUTOPOB
npoteas BO3MOXHO MOCMe MpPUHATUSA pelleHns o6
N3MEHEHNN peXMMa [O03MPOBaHWS B COOTBETCTBUM C
OXMAaeMbIM yBeNMYeHnem akcnosuuun TpurecTbil.

Fem¢pubposun u Opyaue eaunonunudemuveckue
cpedcmea: conyTcTBytoLLee npYMeHeHne
po3yBactatmHa u  remcumbposmna npuBeno K
OByKpaTHOMyY yBenuueHuio Cpa M AUC posyBacTatuHa

(cm.  pasgpen  «Ocobble  ykasaHus 1M Mepbl
NpPeaoCTOPOXHOCTUY ).
OcHOBbIBassCb Ha AaHHbIX MO  chneuuduryeckomy

B3aMMOJENCTBUIO, HE oXxuaaeTcs hapMakoKMHETUYECKU
3HauyMMmoro  B3aumogenctems ¢ deHodubpaTom,
BO3MOXHO hapMakoguHamMu4eckoe B3auMoOOencTBuE.
Femcpunbposnn, cderHodubpar, apyrme dubpatel wu
runonunuaeMmyeckme [[o3bl  HUMauMHa (HUKOTUHOBOW
Kncnotol) (=1 r/cyT) yBenmumBaroT pUCK BO3HUKHOBEHUS
Muonatum nNpuv  OOHOBPEMEHHOM  MNPUMEHEHWN C
nHrmnoutopamm 'MIr-KoA-peaykrasbl, BO3MOXHO B CBSI3M
C Tem, YTO OHW MO OTAENbHOCTM MOTyT BbI3bIBaTb
muonatmo. [losa 40 Mr npoTmBonokasaH npwu
OOHOBPEMEHHOM  MpUMeHeHun  dumbpaTtoB. 3K
nauMeHTbl JOJKHbI HAYMHATL C A403bl 5 Mr (CM. pasgenbl
«MpotmBonokasanusi» n «Ocobble yka3aHus U Mepbl
NPeaoCTOPOXHOCTUY).

33emumub: oOHOBpPEMEHHOe npuMmeHeHne 10 wmr
posyBactatmHa u 10 mr azetumunba npuseno k 1,2-
KpaTHoMy noBbllweHmio  AUC  posyBactatuHa Yy

interaction is unknown, concomitant protease inhibitor
use may strongly increase rosuvastatin exposure. For
instance, in a pharmacokinetic study, co-administration
of 10 mg rosuvastatin and a combination product of
two protease inhibitors (300 mg atazanavir/100 mg
ritonavir) in healthy volunteers was associated with an
approximately three-fold and seven-fold increase in
rosuvastatin  AUC and Cpa, respectively. The
concomitant use of Trigesta and some protease
inhibitor combinations may be considered after careful
consideration of Trigesta dose adjustments based on
the expected increase in rosuvastatin exposure.
Gemfibrozil and other lipid-lowering products:
concomitant use of rosuvastatin and gemfibrozil
resulted in a 2-fold increase in rosuvastatin C,,, and
AUC (see section “Special warnings and precautions
for use”).

Based on data from specific interaction studies no
pharmacokinetic relevant interaction with fenofibrate is
expected, however a pharmacodynamic interaction
may occur. Gemfibrozil, fenofibrate, other fibrates and
lipid lowering doses (=to 1g/day) of niacin (nicotinic
acid) increase the risk of myopathy when given
concomitantly with HMG-CoA reductase inhibitors,
probably because they can produce myopathy when
given alone. The 40 mg dose is contraindicated with
concomitant use of a fibrate (see sections
“Contraindications” and “Special warnings and
precautions for use”). These patients should also start
with the 5 mg dose.

Ezetimibe: concomitant use of 10 mg rosuvastatin and
10 mg ezetimibe resulted in a 1.2 fold increase in AUC
of rosuvastatin in hypercholesterolaemic patients. A
pharmacodynamic interaction, in terms of adverse
effects, between rosuvastatin and ezetimibe cannot be
ruled out (see section “Special warnings and
precautions for use”).

Antacid: the simultaneous dosing of rosuvastatin with
an antacid suspension containing aluminium and
magnesium hydroxide resulted in a decrease in
rosuvastatin plasma concentration of approximately

inhibitorlarinin  istifadesi  rozuvastatinin  gatihdinin
artmasina getirib ¢ixara biler. Masalan, farmakokinetik
tedgiqatlarda 10 mq rozuvastatinin va iki proteaza
inhibitorlarinin (300 mq atazanavir/100 mq ritonavir)
eyni vaxtda kombinasiyasi zamani saglam kondllilerds
rozuvastatinin AUC va C.x gOstericilerinin miuvafiq
olaraq texminan U¢ ve yeddi defe artmasi askar
olunmusdur.  Trigesta-nin ve  bazi  proteaza
inhibitorlarinin ~ kombinasiyasinin  eyni  zamanda
istifadesi ~ Trigesta-nin ekspozisiyasinin goézlenilen
artimina muvafiq olaraq dozalanma rejiminin dayisilmasi
haqqinda garar gabul edilmasindan sonra mimkundur.
Hemfibrozil ve diger hipolipidemik vasitaler:
rozuvastatinin va hemfibrozilin eyni zamanda istifadasi
rozuvastatinin AUC ve C,., gOstericilarinin iki dafe
artmasi ile nsticalenib (bax. “XuUsusi gosterisler ve
ehtiyat tadbirleri” bélmasina).

Spesifik qgarsiligh tesirin naticalerine asaslanaraq,
fenofibratla shamiyyetli farmakokinetik qarsiligh tesir
g6zlanilmir, farmakodinamik qarsihgh tasir mimkunddr.
Hemfibrozil, fenofibrat, diger fibratlar va niasin (nikotin
tursusunun) hipolipidemik dozalarn (sutkada =1 Q)
ayriiqda gabul zamani da miopatiyanin yaranmasina
sebab ola bildikleri Gglin  HMQ-KoA-reduktaza
inhibitorlar1 ile eyni zamanda istifadesi miopatiyanin
yaranma riskini artirir. 40 mq dozada fibratlarla eyni
vaxtda istifadasi aks goOsterigdir. Bu pasiyentlor 5 mq
doza ils baglamaldirlar (bax.“©ks gbstarisler” va
“Xususi gosterislar va ehtiyat tadbirlari” bélmalarina).
Ezetemib: 10 mq rozuvastatinin ve 10 mq ezetemibin
eyni vaxtda istifadasi hiperxolesterinemiyali
pasiyentlarde rozuvastatinin AUC goéstericilerinin 1,2
defe artmasina sabab olub. Manfi tesirlor baximindan
rozuvastatin ve ezetemib arasindaki farmakodinamik
garsiligh tesir istisna edile bilmaz (bax. “Xususi
gOsteriglar ve ehtiyat tadbirleri” béimasina).

Antasidlar: rozuvastatinin aliminium ve magnezium
hidroksid tarkibli antasidlsr ilo eyni zamanda istifadasi
rozuvastatinin  plazma qatiiginin  texminen  50%
azalmasina gstirib ¢ixarir. Bu tesir rozuvastatinin
gebulundan 2 saat sonra antasidlarin istifadesi zamani




naumeHToB C  runepxonectepuHemMuen. Henb3as
ucknoyaTb hapmakogmHamMmnyeckoe B3aumonencTeue B
OTHOLLUEHMU NoBOYHbIX achdekToB mMexay
po3yBacTaTMHOM U 33eTUMMOOM (cM. pasgen «Ocobble
yKa3aHus 1 Mepbl NPEOOCTOPOXHOCTMY).

AHmayuodsbi: O HOBpPEMEHHOE npYMeHeHne
po3yBacTaTMHa WM CYCMEeH3Un aHTauuia, coaepkallen
anoMVHUS  UNW - MarHus  rmapokcua, nNpuBOAUT K
CHUXEHMIO KOHLIEHTpauuMM po3yBacTaTuHa B Mnasme
npumMepHo Ha 50 %. 3TOT apdekT ymeHbLaeTbCa npu
npueme aHTauMaoB 4yepes3 2 vyaca nocre MnpuMMeHEeHUus
po3dyBacTatvHa. KnvHuMyeckoe 3HadeHMe  [aHHOro
B3aMMOJENCTBUSA HE U3YYEHO.

SpumpomMuyuH: OQHOBpEMEHHOE npYMeHeHne
po3yBacTaTvHa 1 3pUTPOMULIMHA NPUBOSUT K CHUXKEHUIO
AUC un C,a. posyeactatTHa Ha 20% un 30%,
COOTBETCTBEHHO. JTO B3aumogewncTeue MoxeT ObiTb
BbI3BAHO YBEJIMYEHNEM COKPATUTENbHOW CNOCOBHOCTM
KWLLEYHWKA, BbI3BAHHON 3pUTPOMULIMHOM.

PepmeHmMbI epynnsbl yumoxpomos P450:
PesynbTaTtbl uccnegoBaHun in vivo U in vitro nokasanw,
YTO PO3YBACTATUH HE SIBNSETCA HU MHIMOUTOPOM, HWU
WHOYKTOPOM M3odepmMeHTOoB umMtoxpoma P450. K Ttomy
xXe, po3yBacTaTuH sABnseTcs HenpogUIbHbIM
cybcTpaTom Ans aTnx m3odepmeHToB. Taknum ob6pasom,
He OXWOaeTcss B3aUMOAEWCTBUSI, CBSA3AHHOMO C
MeTabonuamom uuToxpoma P450. He Habnioganoch
KMVMHUYECKN  3HAYMMbIX  B3aWMOAEWCTBUA  MexXay
po3yBacTaTMHOM U cbriykoHasonom (MHrmbutop CYP2C9
n CYP3A4) nnu ketokoHaszonom (nHrubutop CYP2A6 u
CYP3A4).

Tukaepersiop
Twkarpenop MOXeT BbI3blBaTb NoYe4Hyto
HeaOoCTaTO4YHOCTb n BITUATb Ha BbiBeOgeHne

po3yBacTaTvHa MOYKaMu, MOBbIWAS PUCK HaKOMIeHWs
po3yBacTtaTvHa. B HekoTopbIx cnyvasix OAHOBPEMEHHbIN
npyemM TuKarpernopa wu posyBacTaTuHa MpPUBOAMIT K
CHWKEHUIO (PYHKLMM NoYeK, NoBbllweHuto ypoBHs KOK un
pabgomuonuady. [lpy OOHOBPEMEHHOM MPUMEHEHUM
TMKarpenopa W  podyBacTaTuHa  pekoMeHgyeTcs
KOHTPOIb (pyHKUMM novek n KOK.

50%. This effect was mitigated when the antacid was
dosed 2 hours after rosuvastatin. The clinical
relevance of this interaction has not been studied.
Erythromycin: concomitant use of rosuvastatin and
erythromycin resulted in a 20% decrease in AUC and a
30% decrease in Cpax Of rosuvastatin. This interaction
may be caused by the increase in gut motility caused
by erythromycin.

Cytochrome P450 enzymes: Results from in vitro and
in vivo studies show that rosuvastatin is neither an

inhibitor nor an inducer of cytochrome P450
isoenzymes. In addition, rosuvastatin is a poor
substrate for these isoenzymes. Therefore, drug

interactions resulting from cytochrome P450-mediated
metabolism are not expected. No clinically relevant
interactions have been observed between rosuvastatin
and fluconazole (an inhibitor of CYP2C9 and CYP3A4)
or ketoconazole (an inhibitor of CYP2A6 and
CYP3A4).

Ticagrelor

Ticagrelor can cause renal insufficiency and may affect
renal excretion of rosuvastatin, increasing the risk for
rosuvastatin accumulation. In some cases, co-
administered ticagrelor and rosuvastatin led to renal
function decrease, increased CPK Ilevel and
rhabdomyolysis. Renal function and CPK control is
recommended while using ticagrelor and rosuvastatin
concomitantly.
Interactions

adjustments

When it is necessary to co-administer Trigesta with
other medicinal products known to increase exposure
to rosuvastatin, doses of Trigesta should be adjusted.
Start with a 5 mg once daily dose of Trigesta if the
expected increase in exposure (AUC) is approximately
2-fold or higher. The maximum daily dose of Trigesta
should be adjusted so that the expected rosuvastatin
exposure would not likely exceed that of a 40 mg daily
dose of Trigesta taken without interacting medicinal
products, for example a 20 mg dose of Trigesta with
gemfibrozil (1.9-fold increase), and a 10 mg dose of

requiring rosuvastatin dose

azalir. Bu qarsiligh tesirin kliniki shamiyyati tadqiq
olunmamisgdir.

Eritromisin: rozuvastatin ile eritromisinin eyni zamanda
istifadesi rozuvastatinin AUC ve Cp. gostaricilarinin
mivafiq olaraqg, 20% ve 30% azalmasina gatirib gixarir.
Bu qarsiligh tesir eritromisinin hesabina bagirsaglarin
yigiima qabiliyyatinin artmasi ile slagadar yarana bilar.
Sitoxrom P450 enzimlari: in vivo va in vitro tedgiqatlari
rozuvastatinin sitoxrom P450 enzimlarinin na inhibitoru,
ne de induktoru olmadigini gésterib. Bununla bels
rozuvastatin bu izofermentler tglin zaif substratdir. Bele
ki, sitoxrom P450 metabolizmi ile alagsli qarsiligh tesir
g6zlenilmir. Rozuvastatin ve flikonazol (CYP2C9 va
CYP3A4 inhibitoru) ve ya ketokonazol (CYP2A6 ve
CYP3A4 inhibitoru) arasinda kliniki shamiyyatli garsiligli
tesir musahida olunmayib.

Tikagrelor

Tikaqrelor béyrak g¢atismazhgl yarada va rozuvastatinin
bdyroeklar vasitesilo xaric olunmasina tasir gdsterib,
onun organizmds toplanma riskini artira biler. Bazi
hallarda qgebulu bdyrak funksiyalarinin zsifleamasinas,
KFK saviyyasinin yluksalmasine ve rabdomiolize sabab
ola bilar. Tikagrelor ila rozuvastatin eyni zamanda gabul
olundugda bdyrek funksiyalarini ve KFK migdarini
nazaratds saxlamaq maslahat goralur.
Rozuvastatinin dozasinin tenzimlanmasini
edan qarsiliql tesirlar

Rozuvastatinin tasirini artirdid1 bilinen diger darman
vasitelerile birlikde Trigesta gabul etmak lazim olduqda,
Trigesta-nin dozasi tanzimlenmalidir. Oger
ekspozisiyanin go6zlenilan artimi (AUC) tagriben 2 dafa
vo ya daha ylksakdirsa, glinda bir defe olmagla 5 mq
Trigesta dozasi ile baslayin. Trigesta-nin maksimal
gindslik dozasi ele korreksiya olunmalidir ki,
rozuvastatinin goézlanilen ekspozisiyasi, Trigesta-nin
diger derman vasitalerile qarsiligh tasiri olmadan gabul
olunan 40 mq gundalik dozasini asmasin, masalen,
gemfibrozil ile Trigesta 20 mq dozasi (1,9 dafe artim)
va ritonavir/atazanavir birlesmasi ile Trigesta 10 mq
dozasi (3,1 defs artim).

Oger rosuvastatin G¢in AUC 2 dafaden az yiksaslirse

talab




B3aumodelicmeusi, mpe6byroujue KOpPpPeKmMupo8KuU
do3bI po3yeacmamuHa

Korga Heobxoammo coBMECTHO npuvHMMaTb Tpurecrta C
OPYIYMMU NEeKapCTBEHHbIMU CpPeACcTBaMu, KOTOpble, Kak
M3BECTHO, YBENUYMBAKOT BO3AENCTBME PO3yBacTaTuHa,
cnegyeT  KoppektupoBaTb Oo03bl  Tpurecta Ecnu
oxuagaemoe ysenuyeHue akcnosuuunn (AUC) npumepHo
B 2 pasa unu Bbllle, Ha4yHUTE C 03bl Tpurecta 5 mr
oovH pa3 B AeHb. MakcmmanbHas cyTodHass [osa
Tpurecta pfomkHa OblTb CKOPPEKTMpPOBaHa TakuMm
obpasom, 4yTOObI oxugaemasi 3KCMNO3MLMsA
po3yBacTaTMHa He npeBbIlano [03y CYTOYHOW [[03bl
Tpurecta 40 mr, npuHumMaemon 6e3 B3aMMOOENCTBUS
nekapCcTBEHHbIX  MpenapaTtoB,  Hanpumep,  A03bl
Tpurecta 20 Mr ¢ remgumbposmnom (ysenunyeHune B 1,9
pa3) m posbl Tpurecta 10 mr ¢ kombGuHaumewn
puToHaBup/aTasaHasup (yBenudeHue B 3,1 pasa).

Ecnn HabniogaeTtca nosblilweHne AUC posyBacTaTuHa
MeHee 4YeM B 2 pasa, HadamnbHyl 003y CHWXaTb He
HY)XHO, HO crnegyeT cobnaaTtb OCTOPOXHOCTb Mpu
nosbllLeHMM 03bl TpurecTbl Bobilwe 20 Mmr.

BnusiHue  po3yeacmamuHa Ha co8MeCcmHo
NpUMeHsIMbIX JIeKapCcmeeHHbIX cpedcme
AHmaz2oHucmbl eumamuHa K. kak n gns pgpyrmx
nHrnoutopos I'MI-KoA-peayktasbl, Havano neyeHus
NN MOBbIWEHWE [O03bl po3yBacTaTuUHa Yy MaUUEHTOB,
nony4awLmMx OgHOBPEMEHHO aHTaroHNCTbl BuTammnHa K
(Hanpumep, BapdapuH wunn  Apyrme KymapuHoBble
aHTUKOArynsiHTbl), MOXET MNPUBOOUTb K YBEJIMYEHWUIO
MEXOYHApO4HOTO  HOPMAaJIM30BaHHOIO  OTHOLLEHWUS
(MHO). lMpekpaweHre npueMa unu ymeHblleHne Oo3bl
po3yBacTatMHa MOXET MNPUBOAUTL K YMEHbLUEHUIO
MHO. B TakuMx cnydasx peKkoMeHayeTcs MpoBOAUTb
MoHuTOopuHr MHO.

lMepopanbHbie
KOHmMpauenmuebl/20pMOHO3amMmecmumersibHasi
mepanuss  (F3T): opHOBpeMeHHOEe  NpUMEHeHue
posyBacTaTMHa W nepoparnbHbIX  KOHTpPaUenTUBOB
CornpoBoXaanoch yBernuMyeHnem AUC

3TUHUNACTpaamona u Hoprectpena Ha 26% u 34%,
COOTBETCTBEHHO. YBENUYeHMe KOHLEHTpauunm 3TuX

Trigesta with combination ritonavir/atazanavir (3.1-fold
increase).

If a medicinal product is observed to increase
rosuvastatin AUC less than 2-fold, the starting dose
does not need to be decreased, but caution should be
taken if increasing the Trigesta dose above 20mg.
Effect of rosuvastatin on co-administered
medicinal products

Vitamin K antagonists: as with other HMG-CoA
reductase inhibitors, the initiation of treatment or
dosage up-titration of rosuvastatin in patients treated
concomitantly with vitamin K antagonists (e.g. warfarin
or another coumarin anticoagulant) may result in an
increase in International Normalised Ratio (INR).
Discontinuation or down-titration of rosuvastatin may
result in a decrease in INR. In such situations,
appropriate monitoring of INR is desirable.

Oral contraceptive/hormone replacement therapy
(HRT): concomitant use of rosuvastatin and an oral
contraceptive resulted in an increase in ethinyl
estradiol and norgestrel AUC of 26% and 34%,
respectively. These increased plasma levels should be
considered when selecting oral contraceptive doses.
There are no pharmacokinetic data available taking
concomitant rosuvastatin and HRT and therefore a
similar effect cannot be excluded. However, the
combination has been extensively used in women in
clinical trials and was well tolerated.

Other medicinal products

Digoxin: based on data from specific interaction
studies no clinically relevant interaction with digoxin is
expected.

Fusidic acid: interaction studies with rosuvastatin and
fusidic acid have not been conducted. The risk of
myopathy including rhabdomyolysis may be increased
by the concomitant administration of systemic fusidic
acid with statins. The mechanism of this interaction
(whether it is pharmacodynamic or pharmacokinetic, or
both) is yet unknown. There have been reports of
rhabdomyolysis (including some fatalities) in patients
receiving this combination.

baslangic dozani azaltmaq lazim deyil, lakin
Trigestanin dozasini 20 mqg-dan artiq yuksaltdikde
ehtiyyath olmaq lazimdir.
Rozuvastatinin eyni zamanda
darman vasitalerine tasiri

K vitamininin antaqonistleri: diger HMQ-KoA-
reduktaza inhibitorlarinda oldugu kimi, eyni zamanda K
vitamininin antaqonistleri (maselen, varfarin ve ya digar
kumarin  antikoaqulyantlar) ile  mdualice  alan
pasiyentlerds rozuvastatin ile mualicanin baslanmasi ve
ya dozasinin artiriimasi beynalxalg normallasdiriimig
nisbatin ~ (BNN) artmasina sabab ola bilar.
Rozuvastatinin  gabulunun dayandiriimasi ve vya
dozasinin azaldilmasi BNN-nin azalmasina gatirib
¢ixara biler. Bele hallarda BNN-nin monitoringinin
aparilmasi maslahatdir.

Oral kontraseptivlar/avazlayici hormonal terapiya
(OHT): rozuvastatin ve oral kontraseptivlerin eyni
zamanda istifadasi etinilestradiol ve norgestrel Ugln
AUC gostericilerini mivafiq olaraq 26% ve 34% artmasi
ile misayist olunub. Bu hormonlarin gan plazmasindaki
gatihiginin artmasini oral kontraseptivlerin dozasini
segarkan nazare almaq lazimdir. Rozuvastatinin ve
OHT-nin eyni zamanda istifadasi haqqinda
farmakokinetik malumatlar yoxdur, belslikle analoji tasiri
istisna etmak olmaz. Lakin, bu kombinasiya Kkliniki
sinaglarda genis istifade olunur ve qadinlar tarafinden
yaxs! gabul olunur.

Diger dearman vasitalari

Digoksin:  Spesifik qarsiligh  tasirin
asaslanaraqg, digoksinle shamiyyatli
garsihgl tesir gézlanilmir.

Fuzid tursusu: rozuvastatin ve fuzid tursusunun
garsiigh tesirine dair tedgigatlar apariimamisdir.
Sistemik fuzid tursusu ve statinlerin eyni zamanda
istifadesi rabdomioliz daxil olmagla miopatiya riskini
artira biler. Bu qarsiligh tesir mexanizmi (ister
farmakodinamik, istarse da farmokinetik ve ya har ikisi)
maelum deyildir. Rozuvastini fuzid tursusu ile eyni
zamanda g@abul eden pasiyentlorde rabdomiolizin
inkisafi haqqinda malumatlar geyds alinmisdir.

istifade olunan

naticalarine
farmakokinetik




rOPMOHOB B Mfa3me KpoBM HEOOXOAMMO y4uTbiBaTb NpU
nogbope  O03bl  MepopanbHbIX  KOHTPaLenTMBOB.
dapmakoKnHeTUYeCKNE [aHHble MO OOHOBPEMEHHOMY
npMMeHeHuto posyeactatuHa u [3T oTcyTCTBYHOT,
CcrnegoBaTenbHO, HeNb3s  UCKMYUTb  aHanormyHoro
acpdpekta. OpHako [aHHOEe COYeTaHWe  LUMPOKO
uUcnonb3yetcss B KIWHWMYECKUX  WUCMBbITAHUAX U
YOOBNETBOPUTENBHO NEPEHOCUTCS XKEHLLMHAMM.
Apyaue nekapcmeeHHbIe cpedcmea

HueokcuH: OCHOBbLIBasICb Ha OaHHbIX no
cneumMdpuyeckoMy B3aMMOLENCTBUIO, He oOXuaaercs
apMaKOKMHETUYECKN 3HAYUMOro B3aUMOLEMNCTBUSA C
OUrOKCUHOM.

®y3uduesas Kucsioma: neKapCTBEHHbIE
B3aMMOAEWNCTBUSA  po3yBacTatMHa W dy3ngmeBon
KACMNOTbl He wudyyanucb. Puck muonaTtum, Bkmovas
pabaomuonus, MOXeT  ObITb NoBbILLEH npm

OAHOBPEMEHHOM MPUMEHEHUN CUCTEMHOW (Ppy3ManeBomn
KWUCNOTbI co cTaTMHaMu. MexaHuam 3TOro
B3aumogencteusa (byap TO hapmakogMHaMU4eCcKuni,
unun papmakoknHeTn4ecknii unm oba) noka HEN3BECTEH.
Coobwanock 0 passutun pabgommuonusa y nalmMeHToB,
nony4vaBLUNX po3yBacTaTuH OAHOBPEMEHHO c
dy3naneBon KMCnoToun.

Ecnn neveHve cuctemHon dys3ManMeBON KUCMIOTOM
Heobxoammo, neveHne Po3yBactatuHoM [eHepuKOH
pekoMeHayeTCs NpekpaTuTb B TeYeHWe Bcero nepuoga
neyeHus cysmaneBon kucnoton (cMm. pasgen «Ocobble
yKasaHus U Mepbl NPeaoCTOPOXHOCTUY ).
lMeduampuyeckas nonynsyus: nccnenoBaHus
B3aMMOJENCTBUS NPOBOAMINCE TONbKO Yy B3POCHIbIX.
CteneHb B3anMOOencTBms B negmaTpuyeckom
nonynsaumnm He U3BECTHa.

Cnoco6 npumeHeHus n gosa

[ns opanbHOro NnpuMeHeHus.

Tpurecta MOXeT NPUMEHATLCS B Nob6oe BpeMsi CYTOK
HEe3aBUCMMO OT NpuemMa nuLUn.

lNo3onoeus

lMepen Hayanom neveHusl, NauneHT AOJMKEH HadvaTb
cobnogate  CTaHOAPTHYH AMETY C  MOHWKEHHbIM

If treatment with systemic fusidic acid is necessary,
Trigesta treatment should be discontinued throughout
the duration of the fusidic acid treatment (see section
“Special warnings and precautions for use”).

Paediatric population: interaction studies have only
been performed in adults. The extent of interactions in
the paediatric population is not known.

Method of administration and dosage

For oral use.

Trigesta may be given at any time of day, with or
without food.

Posology

Before treatment initiation the patient should be placed
on a standard cholesterol-lowering diet that should

Sistemik fuzid tursusu ile mualica vacibdirss, fuzid
tursusu ile mualice muddeatinde Trigesta iloe mualicani
dayandirmaq maslehatdir (bax. “Xisusi gosterigler ve
ehtiyat tadbirleri” bélmasina).

Pediatrik populyasiya: qarsiigh tadgigatlar yalniz
boylklerde apariimisdir.  Pediatrik  populyasiyada
garsihgli tasir deracasi malum deyildir.

istifada qaydasi va dozasi
Daxila gabul Ggun.
Trigesta gunun istenilan vaxti gida gabulundan asili
olmayaraq gabul edils bilar.
Posologiyasi

Mualiceye baslamazdan eavval
xolesterinazaldici  pshriza baslamal

pasiyent standart
vo bu pehrizi




cogepxxaHMem XonecTtepuHa, KOoTopon Heobxoaumo
npuaepXmuBaTbCsi Ha BCEM MNPOTSXKEHUU NEYeHus.
MonGop mMHOMBMAYyanbHOM O03bl credyeT NpoBOAUTL B
COOTBETCTBMM C LieNblo Tepanuun 1 peakummn naumueHTa c

MCMoMb30BaHNEM TEKyLLMX COrmacoBaHHbIX
KMUHUYECKUX pEKOMEHaaLINA.

JleueHue aunepxonecmepuHemuu

PekomeHOyemass  HavyanbHaa  gosa  npenapaTa

coctaBnseT 5 mr nnn 10 Mr oamH pas B CyTKM Kak Ans
NauMeHToB, paHee He MPVHUMAaBLUMX CTaTUHbl, TaK K
ONS  NauMeHToB, nepeBefdeHHbIX nocrne Tepanuu
apyrmmu - uHrmbutopamu  MIM-KoA-pegyktasbl.  [Mpu
BblbOpe HayanbHOW [03bl HEOBXOAMMO y4MTbIBaTb
MCXOAHbIN UHAMBMAYANbHBIN YPOBEHb XOfecTepuHa Yy

naunMeHToB M BO3MOXHbIN PUCK  BO3HUKHOBEHUA
cepaevyHo-CcocyancTbiX OCNOXHEHWM, a TaKkxe
NoTeHUManbHbIN PUCK BO3HUKHOBEHUA No6OYHbIX

acbdekToB. NMpn HeobxoaumocTu, Yepes 4 Heagenu o3y
MOXHO YyBeNuUUTbL [0 cnegywowen (cMm. pasgen
«®apmakognHamuka»). B cBA3M ¢ yBenunyeHuem
4YacToTbl pas3BuUTUS NOBOYHBLIX ahdeKkToB Npu nNpueme B
nose 40 mr, Nno cpaBHEHUIO C Gornee HU3KMMU LO3aMu
npenapata (cM. pasgen «[MoboyHble OencTeusA»),
yBenuyeHne go 40 Mr makcumanbHOW J03bl cnegyet
yuuTbiBaTb TOMbKO Yy  MNauUWEHTOB C  TSKeron
runepxonectepuHeMmen UnU C  BbICOKUM  PUCKOM
CepaeyvyHo-CoCyanCTbIX  OCMOXHEHU  (OCOBGEHHO ¢
CEMENHOW TMnepxonecTepuHeMmen), y KoTopbix He Bbin
OOCTUMHYT >XernaeMblil pe3ynbTaTt nevyeHus npu npueme

posbl 20 Mr, u KoTopble ©OyAyT HaxoguTbCs nog
BpayebHbIM HabnogeHmem (cm. pasgen  «Ocobble
yKasaHuss UM Mepbl  MPegoCTOpPOXHOCTM»).  [pu

Ha3HayeHun go3bl 40 Mr pekomeHgyeTcs HabniogeHue
cneumanucra.

lMpogbunakmuka cepOeyHo-cocyducmbix 3abonesaHuli
Ona  ymeHblleHWss  pucka  CepAeYHO-COCYAMUCThIX
3aboneBaHuin Ucnonb3yemas gosa coctaenset 20 mr B
cyTku (cM. pasgen «PapmakoguHamuka).
lMeduampuydeckas nonynayus

Mcnonb3oBaHve B negmMaTpumn SOMKHO OCYLLECTBNATLCS
TOMbKO cneumanMcTamu.

continue during treatment. The dose should be
individualised according to the goal of therapy and
patient response, using current consensus guidelines.
Treatment of hypercholesterolemia

The recommended start dose is 5 mg or 10 mg once
daily in both statin naive or patients switched from
another HMG CoA reductase inhibitor. The choice of
start dose should take into account the individual
patient's cholesterol level and future cardiovascular
risk as well as the potential risk for adverse reactions.
A dose adjustment to the next dose level can be made
after 4 weeks, if necessary (see section
‘Pharmacodynamics”). In light of the increased
reporting rate of adverse reactions with the 40 mg
dose compared to lower doses (see section “Side
effects”), a final titration to the maximum dose of 40 mg
should only be considered in patients with severe
hypercholesterolemia at high cardiovascular risk (in
particular those with familial hypercholesterolemia),
who do not achieve their treatment goal on 20 mg, and
in whom routine follow-up will be performed (see
section “Special warnings and precautions for use”).
Specialist supervision is recommended when the 40
mg dose is initiated.

Prevention of cardiovascular events

In the cardiovascular events risk reduction, the dose
used is 20 mg daily (see section
“Pharmacodynamics”).

Paediatric population

Paediatric use should only be carried out by
specialists.

Children and adolescents 6 to 17 years of age (Tanner
Stage< lI-V)

Heterozygous familial hypercholesterolaemia

In children and adolescents with heterozygous familial
hypercholesterolemia the usual start dose is 5 mg
daily.

In children 6 to 9 years of age with heterozygous
familial hypercholesterolaemia, the usual dose range is
5-10 mg once daily. Safety and efficacy of doses
greater than 10 mg have not been studied in this

mualice muddati boyu davam etdirmalidir. Fardi dozanin
secimi muvafiq olaraq hazirki razilasdiriimisg konsensus
maslahatlerden istifade ederak terapiyanin magsadina
vo pasiyentin reaksiyasina asasan apariimalidir.
Hiperxolesterinemiyanin miialicasi

Preparatin maslahat gorilan baslandic dozasi ham
daha 6nca statinlar gabul etmayan pasiyentloer G¢lin vo
hamginin diger HMQ-KoA-reduktaza inhibitorlari ila
mualice olunan pasientler G¢lin ginda bir dafse 5 mqg ve
ya 10 mq teskil edir. Baslangic dozanin se¢imi zamani
pasiyentds fardi olaraq xolesterinin ilkin saviyyasini ve
Urek-damar agirlagsmalarinin mimkidn yaranma riskini,
heamcinin slave tasirlarin potensial yaranma riskini
nazara almaq lazimdir. Ehtiyac olarsa, 4 haftadan sonra
dozani noévbsti dozaya qader artirmaq olar (bax.
“Farmakodinamikasi1” bdlmasi). Agir deracali
hiperxolesterinemiya va ylksak Urak-damar xastalikleri
riski (esasen irsi hiperxolesterinemiya)  olan
pasiyentlarde preparatin 20 mq dozada gabulu zamani
mualiceds arzu olunan natice alde olunmadigina goére
preparatin daha asagi dozalar ile muqayisede (bax.
“Olavae tesirlar” bolmasi) 40 mq dozada gabulu zamani
alave tasirlarin amala galma tezliyinin yiksalmasi ilo
alagadar olaraq dozanin maksimal 40 mq dozaya gadar
artirlmasi nazare alinmali ve bu pasiyentlar hakim
nazarati altinda olmalidirlar (bax. “Xdsusi gosteriglar ve
ehtiyat tedbirleri” bdélmasina). 40 mqg doza tayin
olundugda mutexassis nazarati tévsiya olunur.
Urek-damar xastsliklarin profilaktikasi

Urek-damar xestelikleri riskinin azalmasi tgiin gabul
dozasi gunds 20 mg taskil edir (bax.
“Farmakodinamikasi” bélmasi).

Pediatrik populyasiya

Pediatrik populyasiyada istifadesi yalniz mutexassisler
terafindan apariimalidir.

6-17 yasadek usaqlar ve yeniyetmelar (Tanner skalasi
etap < 1I-V)

Irsi heterozigot hiperxolesterinemiya

irsi heterozigot hiperxolesterinemiyali usaglarda ve
yeniyetmalards adi baslangic doza ginda 5 mq tagkil
edir.




Jemu u nodpocmku e eo3pacme om 6 do 17 nem
(wkana TaHHepa sman < 1-V)

Femepo3ueomHasi cemeliHas auriepxonecmepuHeMusi

Y peter M NOOPOCTKOB C CEMEWHOW reTepOo3nroTHON
rmnepxonecrepMHeMmelt oOblMHaAa HavanbHas [Jgosa
COCTaBnsieT 5 Mr B CyTKW.

Y peten B Bo3pacte OT 6 o 9 neTr Cc cemMenHom
reTepo3uroTHOM  runepxonecrepuHemmen  obblvHas
HayanbHas posa cocTtaenser 5-10 Mr B CyTKu.
BesonacHocTb 1 3(pHEKTUBHOCTL 03, NPEBbILLIAIOLLMX
10 Mr He BbINM U3yYeHbl B 3TOW rpynne HaceneHus.

Y peten B Bo3pacte oT 10 go 17 neTt ¢ cemeriHon
reTepo3NroTHOM  runepxonectepuHemMmen  obblyHas
HavyanbHaa pfosa coctaBnder 5-20 Mr B CyTKW.
BesonacHocTb 1 aPPEKTUBHOCTL 03, MPEBbILLAKOLLNX
20 Mr He ObINK N3y4veHbl B 3TOW Fpymnne HaceneHus.
TuTpoBaHWe OOMKHO MPOBOAWTBLCS B COOTBETCTBUM C
WHOMBUAOYaNbHOW peakunehn W NepeHOCUMOCTbI0 Y
neavaTpuyeckMx MaumeHToB B  COOTBETCTBUM C
pekoMeHZauUnsMn Mo NeguaTpuveckoMy redeHuo (Cum.
pasgen «Ocobble yKasaHus " Mepbl
NpegoCTOPOXHOCTUY). [leTaM u nogpoctkam crnegyet
Ha3HauYUTb CTaHOAPTHYK AMETY, CHMXKALY YPOBEHb
XOnecTepuHa, OO0 Hayana neyeHust po3yBacTaTUHOM,;
BO BpPeMS Jle4YeHnsi po3yBacTaTUHOM 3Ta gueTta OorKHa
ObITb NpOAOIKEHA.

CemeliHasi 2oM0O3U20mHas aurnepxonecmepuHemusi

Y peten B Bo3pacte OoT 6 go 17 net C¢ CeMenHomn
rOMO3MUIroTHON rmnepxonectepmHeMmnen
pekomeHayemasi MakcumanbHas fosa coctaBnset 20
Ml OfVH pa3 B A€Hb.

PekomeHayeTcs HavanbHas gosa ot 5 go 10 mr oguH
pa3 B AeHb B 3aBUCMMOCTM OT BO3pacTa, Beca W
npeaLecTBYOLLEro NPUMEHEHNS CTaTMHOB.
TuTpoBaHMe 0O MakcumanbHoM Ao3bl 20 Mr oauH pas B
OeHb crnegyeT npoBoAUTb B COOTBETCTBMM  C
WHOMBUAOYANbHON peakunen W NepeHOCUMOCTbI0 Y
neguaTpuyeckux nauuweHToB B COOTBETCTBUM  C
pekoMeHJaunsMn No negmaTpuveckoMy neveHuro (Cm.
pasgen «Ocobble yKasaHus n Mepbl
npeaocTopoXHoCTUy). [leTam u nogpoctkam criegyet

population.

In children 10 to 17 years of age with heterozygous
familial hypercholesterolaemia, the usual dose range is
5-20 mg once daily. Safety and efficacy of doses
greater than 20 mg have not been studied in this
population.

Titration should be conducted according to the
individual response and tolerability in paediatric
patients, as recommended by the paediatric treatment
recommendations (see section “Special warnings and
precautions for use”). Children and adolescents should
be placed on standard cholesterol-lowering diet before
rosuvastatin treatment initiation; this diet should be
continued during rosuvastatin treatment.

Homozygous familial hypercholesterolaemia

In children 6 to 17 years of age with homozygous
familial hypercholesterolaemia, the recommended
maximum dose is 20 mg once dalily.

A starting dose of 5 to 10 mg once daily depending on
age, weight and prior statin use is advised. Titration to
the maximum dose of 20 mg once daily should be
conducted according to the individual response and
tolerability in paediatric patients, as recommended by
the paediatric treatment recommendations (see section
“Special warnings and precautions for use”). Children
and adolescents should be placed on standard
cholesterol-lowering diet before rosuvastatin treatment
initiation; this diet should be continued during
rosuvastatin treatment.

There is limited experience with doses other than 20
mg in this population.The 40 mg tablet is not suitable
for use in paediatric patients.

Children younger than 6 years

The safety and efficacy of use in children younger than
6 years has not been studied. Therefore, Trigesta is
not recommended for use in children younger than 6
years.

Older people

A start dose of 5 mg is recommended in patients >70
years. No other dose adjustment is necessary in
relation to age.

6 yasdan 9 yasadek irsi heterozigot
hiperxolesterinemiyali usaqlarda adi baslangic doza
glinda 5-10 mq teskil edir. 10 mqg-dan yuxari dozalarin
tehlikasizliyi ve effektivliyi bu qrup ehalide tedqiq
olunmamisgdir.

10 yasdan 17 yasadak irsi heteroziqot
hiperxolesterinemiyali usaqlarda adi baslangic doza
glinda 5-20 mq taskil edir. 20 mg-dan yuxari dozalarin
tehlikasizliyi ve effektivliyi bu qrup ohalids tadqiq
olunmamisdir.

Titrasiya, pediatrik pasiyentlorde fardi reaksiya ve
dézimliliys esasen pediatrik mualicays  dair
tovsiyalore uydun olaraq apariimahdir (bax "Xususi
gostarislar ve ehtiyat taedbirlari” bélmasina). Usaqglara va
yeniyetmalera rozuvastatin ile muialicaye baslamazdan
avval xolesterinin saviyye standart pshriz tayin
olunmalidir; rozuvastatin ile mualice zamani bu pshriz
davam etdirilmalidir.

irsi homoziqot hiperxolesterinemiya

irsi homoziqot hiperxolesterinemiyali
yasadek usaglarda tdvsiya olunan maksimal
guinda bir dafs 20 mg-dir.

Yasindan, ¢akisinden va avvalki statin istifadesinden
asili olaraq ginda bir defe 5 mg-dan 10 mqg-a gader
olan baslangic doza tévsiya olunur. Giunde bir defe
olmagla 20 mqg dozaya gadar titrasiya, pediatrik
pasiyentlorde fordi reaksiya ve doézimllillys esasan
pediatrik mualiceys dair tdvsiyslare uygun olaraq
aparilmahdir (bax "XUsusi gosterislor ve ehtiyat
tedbirleri" bdlmesina). Usaqglara ve yeniyetmalare
rozuvastatin  ile mdualiceys baslamazdan avval
xolesterinin saviyya standart pahriz tayin olunmaldir;
rozuvastatin il mualice zamani bu pahriz davam
etdirilmalidir.

Bu populyasiyada 20 mg-dan ¢ox dozanin istifadasinda
tecribe  mahduddur. 40 mqg tablet pediatrik
pasiyentlarda istifads G¢in uydun deyil.

6 yasadak usaqlar

6 yasadak usaglarda kliniki istifade tacribasi tadqgiq
edilmemisdir. Bu sebsbdan Trigesta-nin 6 yasadak
usaglarda istifadesi maslehat gérilmdr.

6 yasdan 17
doza




Ha3HauYUTb CTaHOAPTHYK AMETY, CHMXAaIOLLY0 YPOBEHb
XonectepuHa, OO0 Hayana neyeHuss po3yBacTaTUHOM,;
3Ta aveTta [JofkHa OblTb NpoOJOMKeHa BO BpeMs
neyeHnsa posyBacTaTUHOM.

B aTon rpynne orpaHvyeH onbIT NPUMEHEHUs [03,
OTNUYHbIX oT 20 mr. TabneTtka 40 Mr He noaxoauT Ans
NPUMEHeHNs y negmaTpu4eckui nauneHTos.

Lemu e so3pacme 0o 6 nem

OnbIT KNMHUYECKOro NMpUMEHeHusa y geten mnagwe 6
net He Obin uM3yyeH. Takum obGpasom, Tpurecta He
pekoMeHayeTCs NpMHMMaTh AeTaMm mralwe 6 ner.
lNoxunsie

Ona naumeHToB >70 nNeT pekomeHayemas HayanbHas
[os3a npenaparta coctaBngeT 5 mr. [pyron koppekuum
[03bl B 3aBMCMMOCTU OT Bo3pacTa He TpebyeTcs.
lMayueHmsi ¢ noye4yHol HeAoCcmMamoyHOCMbIO

[Ona naumeHToB C NerkuMm 1 ymepeHHbIM HapylleHuem
YHKLMN MOYEK KOppekuun Oo3bl He Tpebyetca. OAns
NaumeHToB C YMepPeHHbIMU HapyLleHUSMN YHKLUN
noyek (knmpeHc KpeaTuHUHa <60 M/MUWH)
pekoMeHayemas HavanbHasi nosa npenapaTta
coctasnser 5 wr. [lpoTuBonokasaHO npuUMeEHeHWe
npenapaTta B o3e 40 Mr nauyueHtam C ymMepeHHbIMU
HapyweHnaMn  YHKUMM  noYek. Y naumeHToB C
TSHKENbIMU HapyLueHnesaMu dPYyHKUUN noyek
NPOTMBOMOKA3aHO MpuMeHeHne Tpurectbl B MOObIX
nosax (cm. pasgenbl  «lpoTuBonokasaHusi» U
«dDapmaKkokMHeTuKa»).

lNMayueHmbl ¢ HapyweHUsMU bYyHKUUU rneYeHu
[MoBbIWEHNA CUCTEMHOM KOHLEHTpauun posyBactaTvHa
y naumneHToB ¢ 6annom 7 n Hmke no wkane Yanng-Meto
He BbiBNeHo. OpgHako MNOBLILWEHWE  CUCTEMHOM
KOHLIEHTpaUUM OTMEYEHO Yy MaUWEeHTOB, COCTOSIHWE
KOTOpbIX OueHmBanocb B 8 m 9 GannoB no Lwkane
Yanng-MNeto (cM. pasgen «DapmMakoKMHETUKa»). Y Takmx
naumeHToB HeobXoOuUMO MNPOBECTUM OLUEHKY (YyHKUUM
noyek (cm. pasgen «OcoOble ykasaHuss W Mepbl
nNpeaocTopoXHOCTN»). ONbIT ¢ NAUMEHTaMN COCTOSIHUE
KOTOpbIX OLeHMBanocb Bbie 9 6annoB no Lkane
Yannga-lNeto OTCYTCTBYeT. PosyBacTtatuH
NPOTMBOMNOKa3aH NauveHTam ¢ 3aboneBaHns M nNeyYeHn

Patients with renal impairment

No dose adjustment is necessary in patients with mild
to moderate renal impairment. The recommended start
dose is 5 mg in patients with moderate renal
impairment (creatinine clearance of <60 ml/min). The
40 mg dose is contraindicated in patients with
moderate renal impairment. The use of Trigesta in
patients  with  severe renal impairment is
contraindicated for all doses (see sections
“Contraindications” and “Pharmacokinetics”).

Patients with hepatic impairment

There was no increase in systemic exposure to
rosuvastatin in patients with Child-Pugh scores of 7 or
below. However, increased systemic exposure has
been observed in patients with Child-Pugh scores of 8
and 9 (see section “Pharmacokinetics”). In these
patients an assessment of renal function should be
considered (see section “Special warnings and
precautions for use”). There is no experience in
patients with Child-Pugh scores above 9. Rosuvastatin
is contraindicated in patients with active liver disease
(see section “Contraindications”).

Race

Increased systemic exposure has been seen in Asian
patients (see sections “Contraindications”, Special
warnings  and precautions  for use” and
“Pharmacokinetics”). The recommended start dose is 5
mg for patients of Asian ancestry. The 40 mg dose is
contraindicated in these patients.

Genetic polymorphisms

Specific types of genetic polymorphisms are known
that can lead to increased rosuvastatin exposure (see
section “Pharmacokinetics”). For patients who are
known to have such specific types of polymorphisms, a
lower daily dose of Trigesta is recommended.

Patients with pre-disposing factors to myopathy

The recommended start dose is 5 mg in patients with
predisposing factors to myopathy (see section “Special
warnings and precautions for use”).

The 40 mg dose is contraindicated in some of these
patients (see section “Contraindications”).

Yaslilar

>70 yash pasiyentler Ugiin maslehat gorilen baslangic
doza 5 mq teskil edir. Yasdan asili olaraq dozada diger
dayisikliklar teleb olunmur.

Boyrok catismazligi olan pasiyentlor

Yingul ve ya orta agirhgh boéyrek funksiyalarinin
pozgunluglar olan pasiyentlerde dozanin korreksiyasi
telob olunmur. Orta agirhgh boéyrak funksiyalarinin
pozgunluglari olan (kreatinin klirensi <60 ml/daqg.)
pasiyentlorde preparatin maslehat goérilan baslangic
dozasi 5 mq teskil edir. Orta agirhgh bdyrak
funksiyalarinin  pozgunluglari  olan  pasiyentlarda
preparatin 40 mq dozada istifadesi aks gostarisdir. Agir
boyrek funksiyalarinin pozgunluglari olan pasiyentlerda
Trigesta-nin butln dozalarinin istifadasi aks gdsterisdir
(bax “©Oks gosteriglor’ ve  “Farmakokinetikas!”
bdlmalarins).

Qaraciyer funksiyalarinin pozgunluglari olan pasiyentlor

Cayld-Pyu skalasi Uzre 7 ve asagl bal olan
pasiyentlards rozuvastatinin  sistem gatihginin
yukselmasi askar olunmayib. Lakin, Cayld-Pyu
skalasina Uzre 8 ve 9 balla giymatlondirilen

pasiyentlorde sistem qatihginin  yiksalmasi agkar
olunub (bax “Farmakokinetikasi” bdlmasins). Bels
pasiyentlarda bdyraklerin funksiyalarinin
giymatlendirilmasi apariimalidir (bax "Xususi gdstariglor
va ehtiyat tedbirleri" bélmasina). Cayld-Pyu skalasi tzre
9-dan yuxari balla giymatlendirilan pasiyentlarls tecriba
yoxdur. Rozuvastatin aktiv fazada qaraciyar xastaliklari
olan pasiyentlera istifadesi eks gosterisdir (bax “©ks
gOsteriglar’ bélmasina).

Irgi mensubiyyat

Asiyali pasiyentlarde sistem ekspozisiyasinin
ylksalmasi misahids olunmusdur (bax “Oks gostarisler”
"Xlsusi  gosteriglor ve  ehtiyat tadbirleri®  ve
“Farmakokinetikasi”  bdlmsalarine). Asiya mansali
pasiyentlarde maslehat goérilen baslangic doza 5 mq
togkil edir. 40 mq doza bu pasiyentlerds aks gdstarisdir.
Genetik polimorfizm

Rozuvastatinin sistem gatihginin yiksalmasina gatirib
¢ixara bilon genetik polimorfizmlarin spesifik ndvlari




B aKkTUBHOM pase (cM. pasgen «[1poTuBonokasaHus»).
Pacoeasi npuHadnexxHocms

Y nauvMeHTOB  asuMaTckoh  pacbl  Habmwpanacb
MoBbILLEHME CUCTEMHOW 3Kcnosvuum (Cm. pasgensl
«lMpoTtmBonokasaHusi», «Ocobble yKasaHuUs Wn Mepbl
NpegoCTOPOXHOCTU» " «DapMaKkoKUHETUKa»).
PekomeHayemasi HavanbHas pgosa [Ans  NauueHToB

asnaTckoro  NPOUCXOXAEeHWss  cocTaBnsieT 5  wr.
MpumeHeHne po3el 40 wMr  Takum  naumeHTam
NPOTMBOMOKA3aHO.

eHemuyeckul nonumopgusm

N3BecTHbI pasHOBUAHOCTU reHeTMYeCcKoro
nonumopdgmuama,  KOTopble  MOryT  MpUBECTU K

YBENUYEHNIO CUCTEMHOI KOHLIEHTpaLMM po3yBacTaTuHa
(cMm. pasgen «®apmakokvMHeTVKka»). Y nauueHToB ¢

BbISIBNEHHbLIM crneumguyeckum nonnMmopnaMom
pekoMmeHayloTcsl 6onee HU3KME CYTOYHblE  [03bl
TpurecThbl.

lMayueHmbi ¢ npedpacrionoXeHHOCMbIO K pa3sumuro
muonamuu

PekomeHayemas HavanbHas fosa cocTtaBnsieT 5 mr ons
nauvMeHToB C akTopamu, npegpacnonaramwmmm K
passutuio mmonatum (cM. pasgen «Ocobble yka3aHus U
Mepbl NPeA0CTOPOXKHOCTUY).

Y HeKOoTOpbIX U3 3TUX naumeHtoB pJo3a 40 wr
npoTuBonokasaHa (cMm. pasgen «l1poTMBonokasaHmsay).

Conymcmeyrowasi mepanusi

PosyBactatuH saBnsieTcs  cybcTpaTom  pasnmyHbIX
TpaHcnopTHbIX 6enkoB (Hanpumep, OATP1B1 n BCRP).
Puck mymonatum (Bkntodas pabgomMmonus) nosbilaeTcs,
korga  Tpurecta MpUMEHSIETCA  COBMECTHO  C
nekapCcTBEeHHbIMW  cpeacTBaMu,  KOTOpble  MOTyT
YBENUYMTb KOHLEHTPaLMI0 po3yBacTaTiHa B nnasme ms-
3a B3aMMOOEWNCTBMA C [AaHHbIMW  TPaHCMOPTHBIMM
fbenkamy (Hampumep, UWUKIOCMOPWH WU  HEKOTOpble
WHIMBUTOPbI nporteassbl, BKIMoYas KOMOuHauun
pUTOHaBMpa C aTa3aHaBWpPOM, JIOMMHABMPOM W/WMK
TunpaHasmpom). Mpu HanM4Mm BO3MOXHOCTU cnegyet
paccMOTpPeTb BOMPOC O Has3HaYEeHUW anbTepPHaTMBHbIX
nekapCTBEHHbIX CPeacTs W, Npu HeobxoaMmocTu, O
BPEMEHHOM nMpekpaweHun nedveHus Tpurectom B

Concomitant therapy

Rosuvastatin is a substrate of various transporter
proteins (e.g. OATP1B1 and BCRP). The risk of
myopathy (including rhabdomyolysis) is increased
when Trigesta is administered concomitantly with
certain medicinal products that may increase the
plasma concentration of rosuvastatin due to
interactions with these transporter proteins (e.g.
ciclosporin and certain protease inhibitors including
combinations of ritonavir with atazanavir, lopinavir,
and/or tipranavir). Whenever possible, alternative
medications should be considered, and, if necessary,
consider temporarily discontinuing Trigesta therapy. In
situations where co-administration of these medicinal
products with Rosuvastatin Genericon is unavoidable,
the benefit and the risk of concurrent treatment and
Trigesta dosing adjustments should be carefully
considered (see section “Interaction with other
medicinal products”).

mealumdur (bax  “Farmakokinetikas”  bdlmasina).
Miayyan  olunmus  spesifik  polimorfizm  olan
pasiyentlera Trigesta-nin daha asagi gundslik dozasi
maslehat gorilir.

Miopatiyaya meyilli faktorlar olan pasiyentlor
Miopatiyaya meyilli faktorlar olan pasiyentlerde
maslahat goriiloen baslangic doza 5 mq teskil edir (bax
"Xususi gosterigler va ehtiyat tadbirleri" bélmasina).

Bu pasiyentlarin bazilarinde 40 mq doza oks gdstarisdir
(see section “Contraindications”).

Yanag! terapiya

Rozuvastatin muxtslif nagliyyat zulallarinin (maselen
OATP1B1 va BCRP) substratidir. Bu nagliyyat zulallari
ile garsihgh tasiri hesabina Trigesta-nin plazmadaki
gatihdini yukselds bilan derman vasitelari (masalan,
siklosporin va ritonavirin atazanovir, lopinavir valve ya
tipranavirle kombinasiyasi daxil olmagla bazi proteaza
inhibitorlari) ile rozuvastatinin eyni vaxtda qabulu
zamanl miopatiyanin  (rabdomioliz daxil olmagla)
yaranma riski artir. imkan daxilinde alternativ derman
vasitelerinin tayinini ve ehtiyac oldugda miuvaqgsti
olaraq Trigesta ile mualicenin dayandiriimasini
nazerden kecirmak lazimdir. Bu derman vasitslarinin
Trigesta ile eyni zamanda istifadesi qaciniimaz olan
situasiyalarda, Trigesta-nin dozasinin nizamlanmasinin
va eyni zamanda istifadasinin Gstlnltkleri ve riski atrafli
nazardan kecirilmalidir (bax. “Diger derman vasitalerilo
garsihgli tasiri” bélmasins).




CUTyaumsix, Korga COBMECTHOE MpUMEHEHUe 3TUx
nekapcTBeHHbIX cpeactB ¢ Tpurecta HensbexHo,
crnegyeT TwaTenbHO PpacCcMOTPeTb MpeumyllecTsa U
pUCK OOHOBPEMEHHOIO JEYEHUS W KOPPEKTUPOBKU
nosunposku Tpurectbl (cM. pasgen «Bsaumopenctaue ¢
OPYrMU NeKapCTBEHHBIMWU CPEACTBAMUY).

MpumeHeHue B nepuon 6epeMeHHOCTU U NakTaumum
Tpurecta npoTvMBonokasaH npu OepemMeHHOCTM K B
nepvoa nakraumu.

EepemeHHOCMB

KeHuwmHam penpogykTMBHOMO NOTeHuuwana cnegyet
Nnonb30BaTbCs afekBaTHbIMU METO4AMU KOHTpaLEenLumm.
MocKkonbKy XONecTepuH M BELLECTBA, CUHTE3NPYEMbIE

M3 XomnecTepuvHa BaXHbl ANs pas3BuMTUS  Nnoaa,
noTeHUManbHbIi  pUCK  MHrMOupoBaHust  TMI-KoA-
pedykTasbl NpeBblllaeT MNofb3dy OT  MNPUMEHEHMS

npenapaTta Bo Bpemsi 6epemeHHocTW. Ecnu nauneHTka
3abepemMeHena BO BpeMs Mpuéma 3Toro npenapara,
neyeHune criegyeT nNpekpaTuTb HeMeaneHHo. .

lpydHoe eckapmnugaHue

HeT p[gaHHbIX OTHOCUTENBHO BbLIAENEHUA B IPyAHOE
MOJIOKO MaTepu.

BnusiHue Ha CNOCOBHOCTbL
TPaAHCNOPTHbLIMMU cpeacTBamm 7]
NOoTeHLManbLHO ONacHbIMW MeXaHu3MamMm
He nposogunock nccnegoBaHnii No U3y4eHUIo BIIUAHUSA
posyBacTaTuHa Ha CNocobHOCTb ynpaBnsTb
TPaHCMOPTHBIMWM ~ CPeAcTBaMW U MEXaHU3MaMmw.
OpHako, wucxogs w3 ero  papmMakoguHaMuyecKmx
CBOWCTB, poO3yBacTaTWH Bps4 NW MOBAMSET Ha ITy
cnocobHocTb. Npy ynpaeneHnn TpaHCNOPTHBIX CPeacTB
N1 gpyruMn NOTEHUMAanbHO ONacHbLIMU MeXaHU3MamM,
cnegyeT y4vuTbiBaTb, YTO BO BpPEMS JEYEHUS MOXeT
NPOU30NTU rONOBOKPYXKEHME.

ynpaensATb
apyrumu

MNob6ou4HbIe AencTeuA

YacTtoTbl  MOBOYHBIX  peakuuMnh  paHXupylTcsa B
COOTBETCTBMM CO creaylolmMm cornaweHnem: Yacrto
(21/100 pgo <1/10); Heuacto (21/1000 pgo <1/100);

Use during pregnancy and lactation

Trigesta is contraindicated in pregnancy and lactation.
Pregnancy

Women of child bearing potential
appropriate contraceptive measures.
Since cholesterol and other products of cholesterol
biosynthesis are essential for the development of the
foetus, the potential risk from inhibition of HMG-CoA
reductase outweighs the advantage of treatment
during pregnancy. If a patient becomes pregnant
during use of this product, treatment should be
discontinued immediately.

Breastfeeding

There are no data with respect to excretion in milk in
humans.

should use

Effects on ability to drive vehicles and other
potentially dangerous machinery

Studies to determine the effect of rosuvastatin on the
ability to drive and use machines have not been
conducted. However, based on its pharmacodynamic
properties, rosuvastatin is unlikely to affect this ability.
When driving vehicles or operating machines, it should
be taken into account that dizziness may occur during
treatment.

Side effects

The frequencies of adverse reactions are ranked
according to the following convention: Common
(21/100 to <1/10); Uncommon (21/1,000 to <1/100),

Hamilalik ve laktasiya dovriindas istifadasi

Trigesta hamilalik ve laktasiya dovrinde aks
gOsterisdir.
Hamilslik
Reproduktiv  potensiali  olan qgadinlar  muvafiq

kontrasepsiya Usullarindan istifade etmalidirler.
Xolesterin va xolesterin biosintezinin diger mahsullari
dolin inkisafi Ggln vacib oldugundan, HMQ-KoA-
reduktazanin  inhiba olunmasinin  potensial riski
hamilslerda preparatin istifadesinin faydalarini Gstaloyir.
Oger pasiyent bu preparati gebul eden zaman hamilalik
bas verarss, mualica darhal dayandiriimalidir.

Ana siddi ile gidalandirma

Ana sudina xaric olunmasi barads malumatlar mévcud
deyildir.

Nagliyyat vasitalerini ve digar potensial tahliikali
mexanizmlari idaraetma qabiliyyatina tasiri
Rozuvastatinin nagliyyat vasitalerini va mexanizmleri
idareetma gabiliyystine olan tasiri baradse tedgigat
apariimayib. Lakin, onun farmakodinamik
xUsusiyyatloerina asaslanaraq, rozuvastatin bu
gabiliyysta, cox gliman ki, tesir etmayacakdir. Nagliyyat
vasitelerini vea diger potensial tehlikali mexanizmlari
idareetma zamani nazare almaq lazimdir ki, muialica
zamani basgicallenma yarana biler.

Olava tasirlari

Olave tasirlerin tezliyi asagidaki razilagsmaya asasan
siralanir: Gox rast galen (21/100 ile <1/10); Az rast
gelen (=1/1000 ile <1/100); Nadir (=1 / 10000 ile




Pegoko (21/10000 po <1/1000); OueHb peako
(<1/10000); HeunsBecTHO (He MOXeT ObiTb OLIEHEHO MO
UMELLMMCS OaHHBIM).

Co cmopoHbI Kposu U nniuMmgbamu4eckoli cucmembi
Pegako: TpomGouutoneHus.

Paccmpoilicmea ummyHHOU cucmemsl

Pegko: peakuum MOBBILEHHOW YyBCTBUTESBHOCTH,
BKIMOYas aHrMOHEBPOTUYECKUI OTEK.

Co cmopoHbI 3HOOKPUHHOU cucmemb|

YacTo: caxapHbiil AuabeT .

lNcuxuyeckue paccmpoticmea

HewussecTHO: genpeccus.

Co cmopoHbI Hep8HOU cucmemb|

YacTo: ronosHas 605b, rONOBOKPY>KEHME.

OyeHb pefko: nonuHerponaTus, NoTeps NamaTu.
HewnssecTHo: nepudepunyeckas HenponaTus,
HapylweHusa cHa (Bknoyas 6eCcCoHHMUY M KOLIMapHble
CHOBMAEHUS).

Co cmopoHbl  ObixamesnbHOU  cucmemsl,
Kremku u cpedocmeHusi

HeunsBecTHO: kawenb, AUCMHOS.

Co cmopoHbI xennyO04HO-KULWEYHO20 mpakma
YacTo: 3anop, TOWwHoOTa, 60Mb B XMBOTE.
Pepko: naHkpeaTtuT.

HewusBecTHoO: anapes.

Co cmopoHbI eenamobunuapHol cucmemal
Penko: NoBbILWEHNE NEYEHOYHBIX TPAHCAMMNHA3.
O4yeHb pefKo: XenTyxa, renaTuThbl.

Co cmOopOoHbI KOXU U MOOKOXHOU MKaHU
HeuacTo: 3y, cbinb, KpanueHuua.

HeunsBecTHO: cuHopoM CTtumBeHca-[>KOHCOHa, peakuuns
Ha IeKapCTBEHHOE CpPeACTBO C 3J03uHOunnen wu
cucteMHbiMu cumntomamn (DRESS).

Co cmopOHbI KOCMHO-MbIUWEYHOU U cOeQUHUMerbHOU
mkaHel

YacTo: mmnanrus.

Penko: Mvonatus (Bkntoyas MuosuTbl), pabaomunonua.
OueHb peako: apTpanrus.
HeunsBecTHO: nopaxeHus
paspbiBamu,
HEeKpOTM3upyrLlaa MmmonaTtums.

2pydHoU

CyXO)KMJ'II/II7I, mHorga C
MMMYyHOOMNocpeaoBaHHaA

Rare (21/10,000 to <1/1000); Very rare (<1/10,000);
Not known (cannot be estimated from the available
data).

Blood and lymphatic system disorders

Rare: trombocytopenia.

Immune system disorders

Rare: hypersensitivity reactions including angioedema.
Endocrine disorders

Common: diabetes mellitus®.

Psychiatric disorders

Not known: depression.

Nervous system disorders

Common: headache, dizziness.

Very rare: polyneuropathy, memory loss.

Not known: peripheral neuropathy, sleep disturbances
(including insomnia and nightmares).
Respiratory,thoracic and mediastinal disorders

Not known: cough, dyspnoea.

Gastrointestinal disorders

Common: constipation, hausea, abdominal pain.

Rare: pancreatitis.

Not known: diarrhea.

Hepatobiliary disorders

Rare: increased hepatic transaminases.

Very rare: jaundice, hepatitis.

Skin and subcutaneous tissue disorders

Uncommon: pruritus, rash, urticaria.

Not known: Stevens-Johnson syndrome, drug reaction
with eosinophilia and systemic symptoms (DRESS).
Musculoskeletal and connective tissue disorders.
Common: myalgia.

Rare: myopathy (including myaositis), rhabdomyolysis.
Very rare: arthralgia.

Not known: tendon disorders, sometimes complicated
by rupture, immune-mediated necrotising myopathy.
Renal and urinary disorders

Very rare: haematuria.

Reproductive system and breast disorders

Very rare: gynaecomastia.

General disorders and administration site conditions
Common: asthenia.

<1/1000); Cox nadir (<1/10000); Malum deyil (mdvcud
malumatlara asasen giymatlandirile bilmaz).

Qan va limfa sistemine

Nadir: trombositopeniya.

Immun sistemine

Nadir: angionevrotik 6dem daxil olmagla hiperhassasliq
reaksiyalari.

Endokrin sistema

Cox rast gelan: sakarli diabet".

Psixi pozgunluglar

Malum deyil: depressiya.

Sinir sistemina

Cox rast galan: bas agrisi, basgicallenma.

Cox nadir: polineyropatiya, yaddasin itmasi.

Maelum deyil: periferik neyropatiya, yuxu pozgunluglari
(yuxusuzlug ve garabasma daxil olmagla)

Teneffiis sistemi, dés qefesi ve orta divar araligina
Malum deyil: éskirak, dispnoe.

Meade-bagdirsaq traktina

Cox rast gealen: gebizlik, Grekbulanma, garinda agri.
Nadir: pankreatit.

Malum deyil: ishal.

Hepatobiliar sistema

Nadir: garaciyer transaminazalarinin artmasi.

Cox nadir: sariliq, hepatitlor.

Deri vo darialti toxumaya

Az rast gealan: gasinma, sapgi, ovra.

Maelum deyil: Stivens-Conson sindromu, eozinofiliya va
sistem simptomlari ile derman vasitasine reaksiya
(DRESS).

Skelet-azols vo birlagdirici toxumaya

Cox rast galen: mialgiya.

Nadir: miopatiya (miozit daxil olmagla), rabdomioliz.
Cox nadir: artralgiya.

Malum deyil: veterlerin zadslenmasi, bazen qiriimasi,
immun vasitali nekrozlasan miopatiya.

Boéyreklors vo sidik- ifrazat sistemina

Cox nadir: hematuriya.

Reproduktiv sistema ve siid vezilerine

Cox nadir: ginekomastiya.

Umumi pozgunluglar ve vyeridilme yerinde olan




Co cmopoHbI NoYek u Mo4eabigodsauuX nymed

OueHb pefko: remaTypus.

Co cmopoHsbI penpodykmusHOoU cucmemMbl U MOMOYHbIX
Xxernes

OueHb peaKko: T’MHEKOMAacTUS.

Obuwue HapyweHusi U cCOCMOsIHUSI 8 Mecme 88e0eHUSsI
YacTo: acteHus.

HeunsBecTHO: oTek.

'"Yacrora OyaeTt 3aBMCETb OT HanMU4uMs UM OTCYTCTBUSA
(hakTOpOB pucka (YpOBEHb FOKO3bl B KPOBU HATOLLAK =
5,6 mmonb/n, MMT> 30 KF/M2, MOBbILLIEHHbIN YPOBEHb

TPUrnmLepuaos, rmnepToHnYecKkas bonesHb B
aHamHese).

Kak n B cnyvyae apyrux uHruoutopoB [MI-KoA-
pedykTasbl, 4YacTtoTa  BO3HUKHOBEHUS  MOOOYHbIX
peakuui 3aB1UCUT OT A03bl.

BnusHue Ha noYku: 'y NauMeHTOB, MOMy4aBLUUX

po3yBacTaTvH, B Xo4e aHanusa Mo4u TecT-noriockamm
Obina BbIBMEHa MNPOTEUHYPUS, MNPEUMYLLECTBEHHO
KaHanbLeBas.

BnusiHue Ha ornopHo-0s8uzameribHbIl annapam:. npu
npMMeHeHMnM BCexX [Jo3 posyBacTatTyHa U, B
ocobeHHocTu npu npueme go3 > 20 mr, coobwanocb o
pasBuMTUM MUanrum, mMuonaTtum (BKMYas MWUO3WT) U B
peakux criyyasix o pabgomMmonuse ¢ pasBuTMeM OCTPOM
NMoYeYyHoOW HeJoCTaTOYHOCTU Unn 6e3 Heé.

Y HeKoTOopbIX NaLMeHTOoB, NPUHUMAaBLUNX PO3yBacTaTuH,
Obino  OOHapyXeHO  [0303aBUCMMOE  yBENUYeHue
KoHueHTpauum KK; B OomnblIMHCTBE Cry4aeB, 3TO
SIBMEHWe  HOCWMO  Nerkun, OeccUMMNTOMHbIA U
npexogawmn  xapaktep. Ecnum  koHueHTpauma KK
nosbiweHHasa (>5xBIH), To neyeHne posysBacTaTMHOM
cnegyeT NpekpaTuTb.

BnusHue Ha neyeHb: Kak W B Cnyyae [Opyrux
uHrmbutopoe MI-KoA-pegyktasbl y  HebonbLioro
yncna  NauMeHToB, MNPVHUMAaBLUMX  PO3yBacTaTWH,
Habnoganoch [0303aBUcMMoe yBenuyeHune
KOHLeHTpauun neYeHOoYHbIX TpaHcamunHas; B
fonbWKMHCTBE  CriydaeB  OHO  HOCMUIIO  FErkun,
6eCccUMNTOMHBIV U NPEXOASALLNIA XapaKTep.

Cnedyrouwue noboyYyHblIe Oelicmeusi 6binu

Not known: oedema.

'Frequency will depend on the presence or absence of
risk factors gfasting blood glucose = 5.6 mmol/L, BMI
>30 kg/m°, raised triglycerides,  history  of
hypertension).

As with other HMG-CoA reductase inhibitors, the
incidence of adverse drug reactions tends to be dose
dependent.

Renal effects: proteinuria, detected by dipstick testing
and tubular in origin, has been observed in patients
treated with rosuvastatin.

Skeletal muscle effects: effects on skeletal muscle e.g.
myalgia, myopathy (including myositis) and, rarely,
rhabdomyolysis with and without acute renal failure
have been reported in rosuvastatin-treated patients
with all doses and in particular with doses >20 mg.

A dose-related increase in CK levels has been
observed in patients taking rosuvastatin; the majority of
cases were mild, asymptomatic and transient. If CK
levels are elevated (>5xULN), treatment should be
discontinued.

Liver effects: as with other HMG-CoA reductase
inhibitors, a dose-related increase in transaminases
has been observed in a small number of patients
taking rosuvastatin; the majority of cases were mild,
asymptomatic and transient.

The following adverse events have been reported with
some statins:

- Sexual dysfunction;

- Exceptional cases of interstitial lung disease,
especially with long term therapy (see section “Special
warnings and precautions for use”).

vaziyystlor

Cox rast goalen: asteniya.

Malum deyil: 6dem.

Tezlik risk faktorlarinin (ac qarina glikozanin ganda
seviyyasi 5,6 mmol/l, BCi>30 kg/m?, trigliseridlerin
saviyyasinin yuksalmasi, anemnezda arterial
hipertenziya) olub-olmamasindan asili olacaqdir

Diger HMQ-KoA-reduktaza inhibitorlarinda oldugu kimi,
alave reaksiyalarin yaranma tezliyi dozadan asihidir.
Béyrasklers tasiri: rozuvastatin gabul edan pasiyentlarde
strip-test vasitasi ile sidiyin analizi zamani asasen
kanalciq mansgali proteinuriya agkar olunub.
Dayag-herekst aparatina tesiri. rozuvastatinin butln
dozalarda, esasen > 20 mqg dozada gsabulu zamani
mialgiyanin, miopatiyanin (miozit daxil olmagla) ve nadir
hallarda kaskin boéyrak ¢atismazliginin inkisafi ile ve ya
inkisafi olmadan rabdomiolizin inkisafi barade
malumatlar daxil olmusdur.

Rozuvastatin gabul eden bazi pasiyentlorde dozadan
asili olarag KK qatihdinin artmasi agkar olunmusdur;
okser hallarda bu hal yiingul, simptomsuz va kegici

xarakter dasimisdir. KK qatiigi ylksak oldugda
(>5xYNH), rozuvastatinle mualiceni dayandirmaq
lazimdir.

Qaraciyeara tosiri: diger HMQ-KoA-reduktaza

inhibitorlarinda oldugu kimi, rozuvastatin gabul edan
bazi pasiyentlorde dozadan asili olaraq qaraciyer
transaminazalarinin artmasi askar olunmusdur; aksear
hallarda bu hal yingul, simptomsuz ve kegici xarakter
dasimisdir.

Boazi statinlerle birlikde asagidaki slave tesirloar geyda
alinmisdir:

- Cinsi disfunksiya;

- Xlsusile uzun muddatli terapiya zamani, agciyarlarin
interstisial xastaliklerinin istisna hallar (bax "Xlsusi
gOsteriglar ve ehtiyat tadbirleri" bolmasina).




3apeaucmpuposaHbl C HEKOMOPbLIMU CmamuHamu:
- CekcyanbHas ANCYHKUUS;

- WckniouutenbHble  criydanm  MHTEpCTULMArbHbIX
3aboneBaHuin  Nerkux, OcCOBEeHHO npu  ANUTENbHON
Tepanumn (cm. pasgen «Ocobble ykaszaHust U Mepbl
NpPeaoCTOPOXKHOCTUY ).

MepepnosnpoBka

Cneunduyeckoro neyeHuss npuv nepeaos3vMpoBKE He
cywectByeT. B cnyyae nepeno3vpoBkuM naumeHT
OOIDKEH NPOXOAMTb CUMMMTOMaTuMYecKoe revyeHne U
NpUHUMAaTb Mepbl NOSAEPXKKN N0 Mepe HeobXoaMMOCTH.

CnepyeT KOHTponupoBaTb  (DYHKUMIO MEYEHU U
koHueHTpauutio KK. OddektnBHocTb remognanusa
Mana.

®dopma Bbinycka

Tpurecta 10 wmMr, 20 mr Ta6bneTkn, NOKPbITble

nNéHo4YHon 06ono4Kkon

Mo 10, 20 Tabnetok B An//OMNA-An-MNBX 6nucrepe.

3 6nuctepa BMeCTe C WMHCTPYKUMEN MO MPUMEHEHMIO
NMOMELLAIOTCSA B KAPTOHHYHO Nayky.

YcnoBusi xpaHeHust

XpaHuTb B OpWUrMHanNbHOW YMakoBKe Npu TemnepaType
He Bbiwe 30°C.

XpaHuTb B MecTax, HeAOCTYNHbIX Anst AeTeN.

CpokK rogHoOCTH
2 ropga.
He ncnonb3oBaTb MO MCTEYEHNM CPOKA rOgHOCTH.

YcnoBusa oTnycka us anTtek
Mo peuenTty Bpaya.

Overdose

There is no specific treatment in the event of overdose.
In the event of overdose, the patient should be treated
symptomatically and supportive measures instituted as
required. Liver function and CK levels should be
monitored. Haemodialysis is unlikely to be of benefit.

Presentation

Trigesta 10 mg, 20 mg film-coated tablets

Alll OPAJ/AI/IPVC foil blisters in boxes of 10, 20 film-
coated tablets.

3 blisters with the instruction for use are placed in
cardboard packing.

Storage conditions

Store in the original package, at temperatures not
above 30°C.

Keep out of the reach and sight of children.

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

Pharmacy purchasing terms
On prescription.

Doza haddinin asiimasi

Doza haddinin asilmasi zamani spesifik mualica
movcud deyildir. Doza haddinin asilmasi zamani
pasiyent simptomatik mualiceden kegmsali va lazim
geldikda dastaklayici tadbirler goérilmalidir. Qaraciyar
funksiyalarina ve KK qatiligina nazarst etmak lazimdir.
Hemodializin effektiv olmasi ehtimali azdir.

Buraxilig formasi

Trigesta 10 mq, 20 mq ortiklu tabletlor

Qutuda 10, 20 ortlklG tablet olmagla Al// OPA/AI/PVC
blisterds

3 blister iclik verage
gablasdirilir.

ilo birlikde karton qutuya

Saxlanma goraiti

Orijinal gablagdirmada, 30°C-den yuxari
temperaturda saxlamaq lazimdir.

Usaglarin ali catmayan yerds saxlamaq lazimdir.

olmayan

Yararhliqg muddati
2il.
Yararllig muddsati bitdikdan sonra istifade etmak olmaz.

Aptekdan buraxilma sgorti
Resept asasinda buraxilir.




MpoussoauTenb

Genericon Pharma Gesellschaft m.b.H.
Hafnerstrasse 211,

8054 Npau, ABcTpus

OKCKIM03MBHbIN ANCTPUBLIOTOP B

AszepbarigxaHe:
A «TETPAOA» NTA.

AZ1102, ynnua 20 AuBaps, 14; Baky,
— AsepbaiimkaH

Ten.: (+994 12) 431-59-24, 431-05-41
dakc: (+994 12) 430-80-51

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

Manufacturer

Genericon Pharma Gesellschaft m.b.H.
Hafnerstrasse 211,

8054 Graz, Austria

Official distributor in Azerbaijan
«TETRADA» LTD.

AZ1102; 14; 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
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Istehsalgi

Genericon Pharma Gesellschaft m.b.H.
Hafnerstrasse 211,

8054 Gras, Avstriya

Azarbaycanda rasmi distribyutor
«TETRADA» MMC - dir.

A AZ1102, 20Yanvar kugasi, 14; Baki,
Azarbaycan
=

Tel.:(+994 12) 431-59-24, 431-05-41
Faks: (+994 12) 430-80-51

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




