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PITATEROL TABLET

(Pitavastatin calci hydrat)

Doc ky hwdng dén sir dyng trrbre khi ding.
Néu cdn thém thdng tin, xin hdi y kién bac s hodc duge si.

Tén thulc : PITATEROL TABLET.
Thanh phan : M&i vién chira:
Hoat chét : Pitavastatin calci hydrat--++-----2,303mg

Bénh nhdn o 8 sir qua min v cic thanh phin dla fulc.
Phdin (mg qua miin o6 e o bao gbm phét ban, ngra va nbi
mé day. Bénh nhan mdc céc bénh vé gan o thé bao gdm
ting ndng &) ransaminase gan khdng rd nguyén nhin. Phy

__(twong duong 2mg pitavastatin)

Té duoc : Lactose hydrat, povidon K30, hydroxypropyics
ludose ty trong thap, magnesi carbonal, magnes stearat,
Neo-Cot® 1018HW.

Dang bao ché : Vién nén bao phim.

Quy cach d6ng gél : HOp 3 vi x 10 vién.
Duge lyc hoc :

Pravastatin caid i thulic thuc nhém (e chi HMG- CoA red-
uctase. Thudce (e ché sdn sinh cholesteral & gan bling cach
{rc ché mt enzym a0 cholesterol i HMG- CoAreduciase.
Thudc Bm gdm mire cholestenal chung aling nhu cholestendl
LDLtrong méu (LDL cholesterol bj coi i loai cholesterol S
&ng vai rd chil yéutrong bénh mach vanh). G&m moc LDL
cholesteral i3m chém én trién clia bénh mach vanh.

Dugrec dong hoc :

Hép thu: Néng 69 dinh trong huy&t tuong dat duge khodng
1 gi&r sau khi udng thudc. Ca ndng 45 dinh (Cmax) va
dién tich duéi dudmg cong (AUC) du ting ty I8 voi Béy
duy nhat 1-24 mg pitavastatin mdi ngay. Sinh kha dung
tuyét 85i 13 51%. Udng pitavastatin cling thirc an nhidu
chét béo (ham lugng chit béo 50%) lam gidm 6 hip
thu thude khoding 43% qua dénh gida Cmaxnhung khéng
b dnh hurdmg 6én mdre hip thu qua &nh g AUC. Ndng
35 pitavastatin trong huyét twong khéng khac nhau khi

A7 ¢6 that ho3c 60 y 6inh mang thai: Do cac chit irc ché
HMG-CoA reductase lam gidm tng hop cholesterol va o thé
tng hop céc hoat chilt sinh hoc Khdc o ngudn gée tir chole-
stercl g3y nguy hidm cho thai nhi. Ngodi ra, chua o6 6 u
chimg minh sy an toan cia thudc trong thdi gian mang thai,
vi vizy bnh nhéin o thai khi dang ding thudc cin dupc thing
béo v nhimg nguy oo Sém &n cho thal nhi va sy thay 64 hiéu
quél 1Am séng khi Bép tyc sl dung thudc trong thdi gian ndy.
Phy nlr dang cho con bl Céc nghién clru rén Gdng val 63

chi ra rdng pitavastatin ¢b thé dugc bai tét vao sira me.
Céc chét rc ch HMIG-CoA reductase o6 khé nding gy phédn
(mg o6 hai nghiém trong cho tré bG me, vi vy, chdng chi
dinh diing pitavastatin cho phy ni ¢ thai hodc dang cho
con bii. Ding &dng thir vii cic cydosporn.

Lidu ding va céch ding :

Uiy ding : 14 mgningay. Lidu khdi Gu khuyén cio a 2mg
va by i Ga 3 4 mg. Cén ding iéu tuy theo ca thé dya vao
mucdich Géu ¥ va &p (mg ola bénh nhdn

Sau iy khii du, chin phiin tich ndng 6% fipid méu sau 4 1din
Gy tr 64 Gdu chinh W cho phi hop.

Lidu ding & bénh nhan suy thin
Bénh nhén suy 1hén vira va nding (85 ioc cu thén hromg img
3059 mL/ph(#/1, 7307 va 1520 mLiph(#1,73m? khing thém
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LDLtrong méu (LDL cholesterol bj coi 1 loai cholesteral AU
s Gongvaitdehi

bénh mach vanh). G&m mie LDL
én tnén clia bénh mach vanh.

ﬂmhﬂm&lmm
1 gitr sau khi udng thudc. Ca ndng ¢4 dinh (Cmax) va
dién tich dudi dudmg cong (AUC) cu ting ty I8 voi kéu
duy nhat 1-24 mg pitavastatin mdi ngay. Sinh kha dyng
tuydt 6&i 14 51%. Udng pitavastatin cing thirc &n nhidu
chét béo (ham lugng chit béo 50%) lam gidm 6 hép
thu thudc khoding 43% qua G4nh gid Cmaxnhung khdng
b &nh hudmg 6én mire hip thu qua dénh gid AUC. Néng
85 pitavastatin trong huyét tuong khéng khac nhau khi
khée manh khi dugc ubng Bbu 4 mg pitavastatin, phin

trdm LDL-cholesterol thay 3di so v&i ban ddu khi udng

budi 18i km hon 2 1n so véi ding thude vao budi sang.
Pitavastatin dugc hip thu & rudt non va hip thu rdt it
& doan rudt két.

Phan bd : Pitavastatin lién két vi protein huydt tuong
hom 99%, chd yéu 1 gén vao albumin va alpha-1 glyco
protein acid, va thé tich phén bd khodng 148L.

Chuyén héa Thubc chuyén hoa yéu qua gan bdi CYP

2C9 va mdt phan bdi CYP 2C8. Trai qua qu4 trinh giu-

curonid héa nhér cac enzym uridin S-diphosphat glucu
ronosyl transferase (UGT1A3 va UGT287), chét chuyén
hoda chinh a pitavastatin lacton dugrc tgo thanh.

Thai trlr : Sau khi udng, ptavastatin va cac chit chuyén
hod dugc thai chi yéu qua phan (79%) va mdt phdn qua
nuoc tidu (15%). Thoi gian ban thai cla thudc 1a 12 gidy.

UNg 00 NG NGMIeM 0ng CNO Tre DU M, Vi Vay, chong o1
con bl Diing 6dng théi voi cac cydiosporin.

Lidu ding va céch dung :

Ly dlng : 14 mginingdy. Lidu khdi 6 khuyén chold 2mg
va Bu i Ga 3 4 mg. Can ding Béu tuy theo ¢ thé dya vao
muc dich G i va 6dp (mg ala bénh nhan

Sau U khdi &3u. clin phéin tich nding 85 ipid mdu sau 4 iudn
o i 68 Gy chinh Bbu cho phd hop.

Lidu ding & bénh nhan suy than

Bénh nhén suy 1ién wra va nding (89 loc ciu thn ong img
3059 mUph(#1. 730" va 1529 mLph(#1,73m? khdng thim
tAch loc m3u) va bénh than giai doan cudi o thdm thch ko
mdu duge Khuyén cio ding Bu khdi diu 13 1 mglaningdy
va iy tiidals 2 mgliningay.

Sir dyng cling erythromycin
O bénh nhin ding thudc cling enythromycin, khdng dugrc
ding qué iéu 1 mgénngdy.

S{r dyng vé&i rifampin
O bénh nhan ding thude cling rfampin, khiing duge ding
qué bu 2 mgiiningdy.

Thube chi ding khi c6 sur ké don cia Béc si

Thn trong :

Trudre va trong khi Géu i voi pavastatin, nén két hop kiém
soét cholesteral méu béng céc bién phép nhu chéd 6) 4n, gdm
cn, ¥ip i duc va Gdu ¥ cie bénh 6 thé B nguyén nhén ala
ting lipid. Prai ién hanh dinh lugng lipid dinh ky, va Gdu chinh
iy lrong theo 64p (mg ala ngudi bénh v thude. Myc téu
Gy trf 13 gidm cholesterol LDL vi vy ciin sir dung ndng 60

~ cholesterol LDL 66 bét ddu édu ¥ va dénh gid Gdp Img Géu i

Chi ginh : B4 sung cho ché 8 dinh dudmg 84 Iam gidm
cholesterd todn phiin (TC), LDL-C, apoipoprotein B (Apo B),
triglycenid (TG) va Iam téng HDL-C & bénh nhan ¢b
ting chalesterol — mdu nguyen phat (di hop tr o6 va khing
ob tinh gia dinh) v rdi loan lipid - mau dang hdn hop.
Chéng chi dinh :

Chi khi khing & nghiém duoe cholesterol LDL, méi sl dung
cholesterdl todn phiin 6 theo i G . Trong cic thir nghiém
1m sang. mét sb it ngudi bénh Ldng statin thiy tng r6 rét
transaminase huyét thanh (>3 ln gidi han binh thudng).
Khi ngimg thudc & nhimg ngudi bénh nédly, ndng 6 ransam-
inase thudmg ha by iy 1 v mire trudre didu . MOt vai nguoi
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HE U2 xét nghiém chire ndng gan bt thudng

Vi vy cin én hinh cic xét nghiém

enzym gan tudc khi bét dhu didu i bing pavastatn va tong
turdmg hop chi Ginh Em sang yéu chu xét nghiém &0,

Cén nhic theo 651 creatin kinase (CK) trong trudmg hop -

+ Truoe khi Gu 1, x84 nghidm CK nén dugre 8én hanh trong
nhimg trudmg hop : Suy giém chire ndng than, nhuc gap,
$n sr bén than hodic tén st gia dinh méc binh 0o d fuyen,
tin sir bi bénh o do sir dung statin hodc fbrat tnude 66, #én
sir binh gan vahodc udng nhibu rugu, bénh nhan cao i
(> 70 i) 08 nhimg yéu 18 nguy oo bi éu oo van, khé ndng
xdy ra tuomg tac thudc va mét s 64 tuong bh nhin dic
b, Trong nhimg Yudmg hop nély nén Gn nhéc Tl ichinguy
00 v theo 6 bénh nhdn trén Bm sang khi Géu i bing stain.
s ket qued it nghiém CK > 5 kin g han tén alla mie binh
thudng, khdng nén bt 63u G trf béng statin.

+ Trong qua trinh Gdu rj béing satin, binh nhdin ciin hdng bdo
khi o6 cac bidu hién vé oo nhur dau oo, &img oo, yu 00....
Khi 06 cac bidu hibn ndly, bénh nhén ciin m xét nghiém CK
¢4 ob cic bign phdp can thigp phis hop.

Ligu phap statin phéi tam ngumg hoge théx hén & bt cir ngu
béinh ndo b bidu hién b bénh oo op vé nding hode o6 yéu 16
nguy co 08 by suy thén cip do By corvéin, thi dy nhu nhiém
khudn nang, ha huyét 4p, phau thudt vé chén thuong ién,
bt thuing vé chuyén hia, i 8¢ digin gidi hodic co gt khdng
kidm soét due.

Téc dyng phy :

Céctacdyngkhdngmongmudngdm:

Qué min : Bao gbm phét ben, ngira, ndi mé day.
Corxarong khop : Dauung (14% - 39%). Gau 0o (19%-3,1%),
@au tirchi (0,6% - 2.3%), Gau khop.

Tiéu héa : Tao bén (1,5% - 3,6%), tdu chay (1.5% - 2.6%).
Thin Kinh trung uong: Nhdre ddu, ching mat

(&, cao hon 10 in gidi han trén clia binh thudmg va néu
chin Godn hoac nghi ngd 1 béoh co.,

Théng béo ngay cho béc s hodc dupc sikhi gip phai cac
tc dung phy cda thude.

Tuong tac thubc :

Cydlosporin : Cydosponin Bm Eing déng ki the dung phy cla
plavastain. Chiing chi Ginh dling cydiosporin cling plavastain
Erythromycin : Enythromycin km tling ddng ké tic dyng phy
cua pravastatin. O bénh nhén ding erythromycin, khdng
ding pitavastatin qua Kéu 1 mgn/ngay. _
Rifampin: Rifampin im ting dang ké tic dyng phy clia pla-
vastatin. O bénh nhéin ding rifampin, khdng ding plavasiatin
qué u 2 mgtiningay.

Gemfibrozi : Gemfibrozi lam tang tic dung phy gdy bénh
o' co van olla piavastatin. Tranh ding dlng thoi pita-
vastalin vi gemibrozl. Céc thubc ha cholesterol méu nhém
fibrat khéc: Ding ddng théi céc thude (re ché HMG-CoA
reductase vii cac thudc ha cholesterol mau nhém fibrat
khdc ob thi am tiing nguy oo ¥n thuong cor. Vi vy, ciin thin
trong khi phéi hop pitavastatin va cic thudc ndy.

Niacin : Céc tac dung phy trén oo xuong khdp ob thé tang
¥ khi sir dung pavastatin ki hop v&i niacin ku cao (> 1 gingay)
trong tsdmg hop ndy cin gidm By pitavastatin,

Warfarin : Pitavastatin tuomg tic khdng dang ké voi R- va
S-warfarin. Thudc dnh hudmg khdng nhidu dén thdi gan
peothrombin (PT) va ty ¥ chudin héa quic té (INR) trén biénh
nhdn dugc Gdu i woi warfarin médn tinh. Tuy nhién, bénh
nhén Gang ding warfarn nén dugre theo ddi PT va INR ong
giai doan Sdu Gy b v&i peavastatin,

Thudc (rc ché protease clia HIV va vidém gan sidu viC
Méic dl cor ché chinh xéc alsa tuong tac chua duge 1, viée
sir dyng Bdng thai thudc (rc ché proteass b thé 13m ting
thc dung cia pavastatin, Bing nguy co gdy ¥n thuong co,
nghiém trong nhét 14 88u o van, than hu din 6én suy thin
va b thé gy tr vong. Do 65 khding nén sir dung pavastatin
cho nhimg bénh nhdn HIV dang ding thudc e ché protease.
Khuyén cio: ki sir dyng 6dng thai pitavastatin véi cic chat
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khudn néing, ha huyét 4p, phiu thudt va chén thuong ién,
hesong v chuyén héa, ndi 84, din g&i hodic 0o gt khing
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Qué min : Bao gim phat ban, ngira, ni mé day.
Corarong Kiop: Daubmg (1.4% - 39%). G0 (1.9%- 3.15%).
o trchi (0,6% - 2.3%), Gau khop.

Tiéu héa : Téo bén (1,5% - 3,6%), bu chdy (1,5% - 26%).
Thin kinh trung uong: Nhdrc d3u, ching mit

Tam thiin : Gim ham mudn tinh dys, Io Bing, mét ngd, rdm
cam, y nghi & &, 30 gide, hoang Wdmg, kich ding va dcmdng.
Hidem g suy Gam nhidn hire (mét ¥ nhd, hay quén, suy gam
i nhdr, i loan i nhidr), i e dyng phiy néty ndi dung khing
nghitm rong va 5 hdi phuc khi ngimg thudic, v gian khdi phdt
¥du chimg 06 thé i 1 ngy 6én 1 néim sau khi ding tubc va
hét khi ngung thudic khodng 3 tudin.

Khéc

Dau byng, khd iy, budn ndn,suy nhuge, mét mdi, vém gen,
vang da, gdy tlr vong va khang iy vong suy gan, chong mat,
hypoesthesia, mét ngl, rm cam, bénh phii k8, i logn chire
ndng curong duong va 0o hit oo . Suy gdm nhin thirc
(nhur mét tri nhéy, Kilin.. )

Téng dudmg huyét

Tang HoAlc

Huémg din cach xir trf ADR

Céc thay 64 ndng 60 enzym gan trong huy thanh thudng
¥y ra & nhimg thang d3u didu trj bang pitavastatin. Ngudi
bénh ndo o nding 8) ransaminase huyét thanh cao phdi theo
05 &t nghilm chire nding gan En thir hai 68 xéc nhdn kit qud
va theo o G ¥ cho 54 khi cic bt hudng v binh hudmg.
Néu ndng 65 transaminase huyét thanh AST hodc ALT (GOT
hodc GPT) dai dding kn queé 3 in gidi hen tén ola binh fhudng,
thi phd i nglng Gu ¥ béing stain. Phéi khuyén ngudi bich ding
statin bdo cao ngay bt ky bidu hién ndo nhur Gau co khidng
/B 00, nhay Gam dauva yéu o, Gc biéd ndu kém heo khd chu
hodc sét. Phé ngimg M phdp stain néu ndng 6 CPK ting

nhan dugc Gy tri voi warfarin mén tinh. Tuy nhién, bénh
nhén dang ding wararn nén dugc theo i PT va INR tong
giai Goan Gu Gidu trj voi ptavastatin,

Thudc (rc ché protease clia HIV va vidmgan sibuviC
M dl cor ché chinh xac clia tuong tac chua dugre i, vide
sir dyng 6dng thr thudc e ché proteass ¢d thé Iam tang
tc dyng cia piavastatin, ting nguy oo gdy ¥in thuong oo,
nghiém trong nhit 1 §éu oo van, thén hu dén ¢én suy than
va ob thi gy tir vong. Do 65 khdng nén sir dyung pRavastatin
cho nhimg bénh nhdn HIV dang ding thudc e ché protease.
Khuyén cao: kni sir dung 6dng thai pitavastatin véi cic chat
darunavir va ritonavi, lopinavir va ritonavir, khdng gidi han
vé Béu ding pitavastatin.

St dyng thubc cho phy nlr c6 thai va cho con bl :
Ching chi nh plaastatin cho phy iy o ha va dang dro con b
Anh hudmg én khé ndng I4i xe va vin hanh méy méc
Trudc o thét gly tc dung phyy n thin kinh (nhire &u, chdng
méit), e &dng trén oo (Gau o). do 66 nén thin trong khi ke
va van hanh méy méc.

Qué liéu va cach xir tri :

Khéng o6 cach dibu trj d3c higu cho qud Béu. Khi gdp qua
§bu cAn Gidu b tidu chiz ng va ¢ bién phép hd trg. Tham
tch loc méu khing m ting 6 it 6 thanh loc cla plavastain
do Bén kit vii protein clia pitavastatin rdt cao.

Bao quén : B3o qudn trong bao bi kin, tréinh anh sang, nhiét
GHdudi 30T.

Han diing : 36 thang ké tir ngay san xudt

Tiéu chudn: JP

DE THUOC XATAM TAY TRE EM

Nh sdn xudt
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