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Rx Thudc ké dan
Vién nén bao phim

GOMPITA 2mg

(Pitavastatin Calcium)

[THANH PHAN] M3i vién c6 chifa:

Pitavastatin Calcium ........coeovveiiviviiiieiinn . 2Mg

Té duge: Lactose monohydrat, Hypromellose 2910, Low substi-
tuted hydroxypropylcellulose, Crospovidon, Natri  carbonat,
Magnesium stearat, Triethyl citrate, Colloidal silicone dioxide,
Titan dioxyd.

(MO TA]
Vién bao phim hinh tron, mau tring, mot mit co khic “D.W" va
mit con lai ¢ khdc vach.

[CHI DINH]

HG trg ché do 3n kiéng va thay dfi 167 song dé lam gidm Choles-
terol toan phan, Cholesterol ty trong thdp (LDL-C), Apo B va
triglycerid, 1am ting cholesterol ty trong cao @ ngudi I16n tang
lipid huy€t nguyén phat hodc rdi loan lipid huyét hdn hgp.

[LIEU DUNG VA CACH DUNG]
Khuyén nghi chung: Uéng Pitavastatin mét I&n moi ngay, udng
bat ky lic ndo. Liéu pitavastatin can dugc diéu chinh than trong

tiy theo mae LDL ban déau, muc tigu va ddp tng clia bénh nhan.

Ngudi 16n ting lipid huy&t va rdi loan lipid huy&t hén hop: Liéu
khai ddu 2mg, mét 1dn mdi ngdy; c6 thé ting lidu IEn 4mg, mot
I&n mbi ngay.

Liéu t8i da 4mg, mét Ian mdi ngay

Liéu duy trl 1-4mg, mt I1&n mdi ngay

Bénh nhan suy than: Thanh thai pitavastatin giam & bénh nhan
suy than vira (do loc cdu than [GFR] < 60ml/phit) hodc bénh
nhan bénh than giai doan cudi (ESRD) dang thim phan mau.
Giam liéu pitavastatin xudng 1mg/lan/ngay. Khdng dung pitavas-
tatin cho bénh nhan suy thin ndng (GFR < 30ml/phit/1,73m?)
va khéng thdm phin mau.

Bénh nhén suy gan: Cmax va AUC clia pitavastatin 1an lugt cao
hon 1,3 v& 1,6 In § bénh nhan suy gan so véi b&nh nhin cé
chic nidng gan binh thudng. Thdi gian ban thai trung binh cla
pitavastatin ting 10 va 15 gid 1&n lugt & bénh nhin suy gan nhe
dén vira. Do thidu di liéu an todn & nhiing bénh nhan nay, khéng
dung pitavastatin cho bénh nhan bénh gan tign trién, bao gdm
bé&nh nhan ting dai ddng ndng dd aminotransferase huyét thanh
khéng giai thich dugc.

Bénh nhan dang ding thudc khédc: B&nh nhdn dang dung eryth-
romycin khding dung qua 1mg pitavastatin méi ngay, va qua 2mg
pitavastatin @ bénh nhin dang ding rifampicin.

[CHONG CHi DINH]

- Bénh nhan da dugc bigt man cam vdi pitavastatin hodic bat ky
thanh phén nao cba thuc.

- Bénh gan tién trién, bao gém ting dai ddng ndng dd amino-
transferase huyét thanh khéng gidi thich dugc.

- Phu ni c6 thai, phu nT chudn bi mang thai, phu ni dang thdi
ky cho con bi.

-Bénh nhdn dang ding cyclosparin.

[THAN TRONG]

Gan: Ting ndng do aminotransaminase huyét thanh mic 4 nhe
va thodng qua 4@ dugc ghi nhin & bénh nhan ding pitavastatin,
Tinh trang nay dugc cai thién khi ngung hodc tam ngung didu tri
pitavastatin. C4n lam xét nghiém enzym gan truéc khi bdt ddu
digu trj pitavastatin va trong trudng hgp chi djnh 1dm sang yéu
cAu xét nghiém sau do.

Cd xuong:

D3 cé ghi nhan vé dau cd va tiéu cd vin & bénh nhin dung thudc
nhém statin bao gém pitavastatin. Can nhic theo ddi creatinin
kinase trong trudng hdp:

+ Trudc khi digu tri, xét nghiém CK né&n dugc ti&n hanh trong
nhitng trudng hop: suy gidm chic ning than, nhuge gidp, tién sif
ban than hodc tién sit gia dinh mic bénh cd di truyén, tién sl
bénh cd do s dung statin hodc fibrat trudc dé, tién sii bénh gan
va/hodc udng nhiéu rugu, bénh nhan cao tudi (>70 tudi) c6 nhitng
y&u t& nguy co b tiéu co van, kha ning xay ra tuong tac thudc
vd mdt s§ ddi tuong bénh nhdn dic bigt Trong nhitng trudng
hop nay nén can nhic lgi ich/nguy cd va theo ddi bénh nhén trén
lam sang khi diéu tri bing pitavastatin, NEu két qud xét nghiém
CK > 5 I&n gidi han trén clia mic binh thudng, khdng nén bat
déu diéu tri bing pitavastatin.

+ Trong qud trinh diéu tri bing statin, bénh nhén cin théng béo
khi c6 cdc biéu hién vé co nhu dau cg, cling cd, yéu cd... Khi ¢6
cac biéu hign nay, b&nh nhan cin 1am xét nghiém CK dé c6 cac
bién phdp can thiép phl hgp.

Thai luu; Cholesterol va hgp chat lién quan 13 ngudn s8ng cho su
phat trign bao thai. Uc ché tdng hap cholesterol co hai cho bao
thai. Do dd, phu ni ding pitavastatin can ding phuong phdp
nglfa thai thich hgp.

[PHY NU O THAI, PHY NO' CHO CON BU}

Phu nif ¢ thai: Khdng dung thudc nay cho phu nl c6 thai hodc
phu n@ chun bi mang thai. Khong c6 nghién ciiu ddy di va kiém
so4t 18t cla pitavastatin trén phu ni mang thai, méc di cac bt
thudng bdm sinh va/hodc bién ddi co xuong da dugc ghi nhén
trén sdc vat,

Phu nif cho con bi: chua biét pitavastatin ¢6 bai tigt vao sifa me
hay khéng, tuy nhién, mdt lugng nho thudc khac thudc nhom
statin baj 1igt vao slfa me. Cac nghién cifu trén chudt cng cho
thdy pitavastatin bai tiét vao sifa me. Do céc thudc Uc ché HMG-
CoA reductase c6 nguy cd gay ra phan (ng phu cho tré bl me.
Khéng dlng pitavastatin cho phu nif dang thdi ky cho con ba.

[TAC DUNG TREN LAI XE VA VAN HANH MAY mGC]
Thu@c khdng &nh hudng.

[TUONG TAC THUGC]

Pitavastatin dugc chuyén hoa nhe bdi men CYP2CS va it hon bai
men CYP2C8,

- Cyclosporin: Tuy&t doi khéng dung két hop pitavastatin va
cyclosporin do ¢d tuong tac dude dong hoc. Cyclosporin lam tang
gdp 6,6 1dn ndng do dinh trong huyét tuang (Cmax) va 4,6 lan
dién tich dudi dudng cong (AUC) clia pitavastatin. Tac dung nay
lam tdng nguy cd tdc dung ngoai y nhu dau cd, tiéu cd vn.

- Gemfibrozil, cdc thuSc ha cholesterol méu nhém fibrat khéc;
Niacin liéu cao (>1g/ngay): Tang nguy cd ton thuong co van khi
st sung déng théi pitavastatin véi cac thudc nay.
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- Erythromyein: Tuong tdc duge ddng, erythromycin 1am tdng
gdp 3,6 1dn Cmax va 4,6 14n AUC clia pitavastatin, N&u dung k&t
hop, gidm liéu pitavastatin khdng vugt qud 1mg/ngay.

- Rifampicin: Rifampicin lam ting déng k& tiép xic pitavastatin.
Bénh nhdn dang ding rifampicin khdng ding pitavastatin qud
2mg/ngay.

- Thu8c digu trj HIV va viém gan sidu vi C (Atazanavir hodc
Atanavir k&t hgp Ritonavir, Darunavir k&t hgp Ritonavir, Lopinavir
két hgp Ritonavir): Viéc sl dung dfng thdi pitavastatin véi cdc
thudc nay cé thé lam ting nguy co gdy t6n thuong co, nghidm
trong nhat 1a tiéu cd van, thin hu din d&n suy thin va cd thé
gy tlf vong.

[TAC DUNG NGOAI Y]

-Phén iing qud man: cdc phan Ung qud man cdm bao gém phat
ban, ngta, ndi may day.

- Suy gidm nhdn thife (nhu mat trf nhé, 10 13n,..)

-T4ng dudng huyét

-Tdng HbA1c

- Tiéu cd vin: cdc ddu higu va triéu ching cin quan tim nhu
dau, mém, y&u va phi cd. Ngeai ra, déu hiéu chinh cla tiéu co
van 13 nudc ti€u sdm mau ndu dé do myoglobin nidu, tng CK
huy8t thanh da duge ghi nhin. Bign ching trdm trong cla tidu
cd vén, suy than cdp di&n tién va cd thé lién quan dén nguy cd
tf vong cao, ngung dung pitavastatin khi bénh nhan ¢6 bidu hién
cdc tridu ching trén.

- Bau ca: triéu ching ban ddu 1a y&u ca do r6i loan chiic ning
cd. Ngung dling pitavastatin n&u b&nh nhan bj dau cg, mém cg,
vop bé, eung cd, hodc ting ndng dd CK.

-Vang da, réi loan chuc ning gan: ¢6 thé xdy ra ting dai ding
men gan (AST, ALT) ddng k&. Kiém tra enzym gan trudc khi bt
ddu didu tri va dinh ky sau dd. Ngung diéu tri pitavastatin néu
thdy b4t thudng chi s8 men gan va dp dung phuong phap diéu
tri thich hgp khéc.

- Gidm s6 lugng tiéu cdu: giam tiéu cAu cd thé xay ra. Cn kiém
tra chit ché cdc xét nghiém mdu. Néu thdy bat thudng, ngung
diing pitavastatin va dp dung phudng phdp diéu tri thich hgp.

[QUA LIEU)

Khéng cé thudc didu tri ddc hiéu qud lidu pitavastatin.Trong
trudng hgp qud lidu, bénh nhin cdn duge diéu tri triéu ching va
dp dung diéu tri hd trg thich hgp. Th&m phan méu khdng cé téc
dung do i lyc cao clia pitavastatin vao protein.

[DUGC LYC HOC]

Pitavastatin 1a chit (c ché dic hiéu men khit HMG-CoA reduc-
tase, enzyme x(c tdc phan Ung chuyén HMG-CoA thanh maval-
onat 1a budc ddu tién trong sinh t8ng hgp cholesterol. Bing tc
¢h& men HMG-CoA reductase, pitavastatin 1am gidm ndng dd
cholesterol ty trong thdp (LDL-C), cholesterol todn phdn (TGC),
apolipoprotein (Apo-B) va triglycerid (TG), d8ng thai lam ting
cholesterol ty trong cao (HDL-C) & bé&nh nhdn ting cholesterol

huy&t va réi logn lipid huyé&t hdn hop. ../:: '

Co ché lam gidm LDL-C co thé la do gidm tdng hop lipoprotein ¢
ty trong rit thdp (VLDL) va ting thy thé LDL-C. Din dén lam
gidm san xuit va/hodc ting di héa LDL-C. Tdc dung gidm lipid

sau 1-2 tufn vA hiéu qud diéu tri t6i da xdy ra trong vong 4-6l ©

tudn. Néng dé LDL-C trong mdu giam phu thudc liéu ding.

*

[DUGC BONG HOQC]

Hap thu: Sinh khd dyng clia pitavastatin 51%. Néng dé dinh
trong huyét tuong (Cmax) clia pitavastatin dat dugc khodng 1 gid
sau khi udng. USng pitavastatin cung bita &n lam gidm tdc do
h&p thu pitavastatin d&n 43%. Nhung khéng lam gidm mic dg
h&p thu pitavastatin. Néng do pitavastatin cao hon & bénh nhén
I6n tudi (khodng 30% dién tich dudi dudng cong (AUC)). Téc da
va mic db hip thu pitavastatin ting I4n Iugt 60%, 70% & bénh
nhan suy thin via.

Phan bé: Pitavastatin dugc thu nhan vao t& bao gan biing con
duting pelypeptid chuyén c¢hd anion hifu co (OATP) 1B1, 1B3 va
2B1. Hon 99% pitavastatin gén vdi protein huyét thanh.DT liéu
vé phén b8 pitavastatin vio cdc md con gidi han. Pitavastatin
phdn b6 vao sifa clia chudt cdng, nhung chua biét cé phan bs
vao slia ngudi hay khéng.

Chuyén hda va thai trir: Pitavastatin dugc chuyén héa phén lén
bdi uridine 5'-diphosphat (UDP) glucuronosyliransferase (nhu
UGT1A1, UGT1A3, UGT287) thanh lién hgp glucuronid va chuyén
héa xa han thanh chét chuyén héa pitavastatin lactone khéng ca
hoat tinh. M4t phdn nhé pitavastatin dugc chuyén héa bdi men
gan cytochrome P450, chil y&u 12 2C9 va 2C8.Thdi gian bin thai
khodng 12 gid. 79% va 15% liéu ubng pitavastatin duge dao thai
I&n lugt qua phan va nudc tidu, trong vong 7 ngay.

[BONG GO
10 vién x 3 vi / hap.

[BAD QUAN]
Bao quin nai khé mat & nhist dé dudgi 30°C.

(HAN DUNG]
36 thang ké tir ngay sin xuat.

[TIEU CHUAN]
Tiéu chuin nha san xuat,

“Trdnh xa 1dm tay iré em
Boc ki hudng din sir dung trirde khi ding
Néu can thém théng tin xin héi § kién bde si
Thudc ndy chi diing theo sy ké don cia bdc si”

Nha sin xuat:

DAEWOONG

PHARMACEUTICAL CO, LTD.
35-14, Jeyakgongdan 4 — gil, Hyangnam-eup, - ¢
Hwaseona-si, Gyeonggi-do, Han Quic S ED

TUQ. CUC TRUONG
P TRUONG PHONG

/P; Mﬁ?ftgﬂ S {.{y_ M 5},;?(?



