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LAVILOLSP 4
(Pitavastatin [dudi dang Pitavastatin calcium] 4 mg)
Doc kjj huong dan sir dung trude khi ding
Dé xa tam tay tre em
Thuéc nay chi dimg theo don thudc

1. THANH PHAN CONG THU'C THUOC
Mai vién nén bao phim chira:

Thanh phan hoat chdt: Pitavastatin (dwdi dang Pitavastatin calcium)
Thanh phan td dwoc: Lactose monohydrat, povidon K30, hydroxypropylcellulose thay thé bac
thap, magnesi carbonat, magnesi stearat, hydroxypropylmethyl cellulose 15cps, PEG 6000,
titan dioxyd, bét talc.
2. DANG BAO CHE
Vién nén bao phim.
Mo ta: Vién nén bao phim hinh tron, mau trﬁng, hai mit nhan, thanh va canh vién lanh lan.
3. CHI PINH
Thudc duge chi dinh nhur 14 lidu phap bé trg cho ché d6 an trong cac trudng hop sau:
- Giam tdng cholesterol (TC), lipoprotein cholesterol phin tir lugng thép (LDL-C),
apolipoprotein B (Apo B), triglyderid (TG) va tang lipoprotein cholesterol phan tir lwgng cao
(HDL-C) & bénh nhan truéng thanh ting lipid mau nguyén phat hoic ri loan lipid mau hdn
hop.
- Giam TC, LDL-C va Apo B & tré em > 8 tudi bi ting cholesterol mau gia dinh thé di hop t.
4. LIEU DUNG, CACH DUNG
Liéu ding
Liéu nén duoc cé thé hoa dua trén dac diém, myc tiéu diéu trj va dap ing ctia bénh nhan.
Sau khi bit dau hodc hiéu chinh liéu, dinh lugng ndng d6 lipid sau 4 tudn va hiéu chinh liéu
dua theo do.
Ngueoi Iom va tré em > 8 tuéi

Liéu t6i da khuyén céo 12 4 mg x 1 lan/ngay.
Cach ding
Thude dung duong udng. Thoi diém ubng khéng phu thudce bita in, nén ubng thude vao cung
mot thoi diém mdi ngay.
5. CHONG CHI PINH
Bénh nhan qué man véi pitavastatin hodc véi bit ky thanh phan nao cia thude.
Diing ddng thoi v6i cyclosporin.
Bénh gan dang hoat d6ng bao gbm ting transminase gan kéo dai khong rd nguyén nhan.
Phu ni¥ ¢6 thai va phu nir dang cho con bu.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Bénh co va tiéu co vin
Pitavastatin c6 thé giy ra bénh co (dau co hodc yéu co, creatin kinase (CK) tidng trén mudi lin
gi6i han binh thuong trén) va tiéu co van (c6 hodc khong c6 suy than cip thir phét do
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myoglobin niéu). Pa c¢6 bao céo cic trudng hop hiém gip tir vong do tiéu co vén khi sir dung
statin, bao gdm ca pitavastatin.
Cdc yéu t6 nguy co

Bénh nhan > 65 tudi, suy giap chua kiém soét dugc, suy than, sir dung déng thoi mot sb loai
thubc va lidu pitavastatin cao (> 4 mg/ngay).

Bién phap dw phong hodc giam nguy co bénh co va tiéu co van
Chéng chi dinh & bénh nhan ding déng thoi voi cyclosporin va khéng duoc khuyén céo &
bénh nhan dung cing véi gemfibrozil. Giéi han vé liéu ding & bénh nhan ding cung vai
erythromycin hoic rifampin. Cac thudc sau khi ding ddng thdi véi pitavastatin cfing c6 thé
lam tang nguy co bénh co va tiéu co van: niacin (> 1 gram / ngay), fibrat va colchicin.
Nging str dung pitavastatin néu ndng d6 CK ting cao rd rét hodc c6 chin doan hodc nghi ngo
bénh co. Céc triéu ching trén co bap va ting CK c6 thé két thic néu ngimg thuéc. Tam thoi
ngimg st dung pitavastatin & nhitng bénh nhan dang mic cdc bénh cép tinh hodc mirc do nang
c6 nguy co cao bj suy than thir phét sau tiéu co van, vi du, nhiém trung huyét; soc; ha kali mau
ning; dai phau; chin thuong; réi loan chuyén hoa, ndi tiét hodc dién giai nang; hodc dong kinh
khong kiém soét dugc.
Thong béo cho bénh nhin vé nguy co bénh co va tiéu co van khi bit ddu hoic ting licu
pitavastatin. Huéng dén bénh nhan bao cdo kip thoi bat ky con dau co, dau hodc yéu co nao
khéng gidi thich dugc, dic biét néu kém theo kho chiu hoic sbt.
Cén nhéc theo ddi creatin kinase (CK) trong trudng hop:
- Trudre khi diéu tri, xét nghiém CK nén duoc tién hanh trong nhitng trudng hop: Suy giam
chtrc ndng than, nhuoc giap, tién st ban than hodc tién st gia dinh méc bénh co di truyén, tién
sir bi bénh co do sir dung statin hodc fibrat trudc dé, tién st bénh gan va/hoic uéng nhiéu
rugu, bénh nhan cao tudi (> 70 tudi) c6 nhimg yéu t nguy co bi tiéu co van, kha ning xay ra
tuong tac thude va mot sb dbi tugng bénh nhan dic biét. Trong nhitng truong hop nay nén can
nhéc loi ich/nguy co va theo ddi bénh nhan trén 1dm sang khi diéu tri bang statin. Néu két qua
xét nghiém CK > 5 lan gi6i han trén cta mirc binh thuong, khong nén bét ddu didu tri bang
statin.
- Trong qua trinh diéu tri bing statin, bénh nhan cin théng bao khi ¢ céc biéu hién vé co nhu
dau co, cing co, yéu co ... Khi c6 céc biéu hién ndy, bénh nhan cin 1am xét nghiém CK dé
¢6 cac bién phap can thiép phu hop.

Hogi ti¥ co' qua trung gian mién djch
ba c6 nhitng bao cao hiém gap vé hoai tir co qua trung gian mién dich, mot bénh co tu mién,
lién quan dén viéc st dung statin. Biéu hién ctia bénh: yéu co gan va ting creatin kinase huyét
thanh, vn kéo dai cho du da ngimg statin; sinh thiét co cho thiy co hoai tir ma khong c6 viém
dang ké; va bénh cai thién khi ding céc thube trc ché mién dich. C6 thé cin xét nghiém than
kinh co va huyét thanh hoc bb sung. C6 thé cn didu tri bing thudc rc ché mién dich.

Roi logn chirc nan o gan
Téng transaminase huyét thanh da dugc béo céo véi pitavastatin. Hau hét cac trudong hop 1a
ting thodng qua va duoc giai quyét hodc cai thién khi tiép tuc diéu tri hodic sau khi tam ngung
thudc mot thoi gian ngén. Pa co nhitng bdo cdo hiém giip sau khi thudc dwoc luu hanh trén thi
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truomg vé suy gan gy tir vong va khéng gy tir vong & nhitng bénh nhéan ding statin, bao gdbm
ca pitavastatin.
Bénh nhén c6 nguy co cao ton thuong gan bao gdm bénh nhén udng nhiéu rugu va/hodc c6
tién sir bénh gan.
Can nhic xét nghiém ndng d6 enzym gan trude khi bat dau didu trj bang pitavastatin va sau
d6 néu c6 chi dinh 14m sang. Chéng chi dinh & nhitng bénh nhan méc bénh gan dang hoat
dong bao gém ting transminase gan kéo dai khong rd nguyén nhan. Néu x4y ra tén thuong
gan ndng voi cac triéu ching 1am sang va/hodc ting bilirubin mau hodc vang da, hay ngirng
pitavastatin ngay lap tuec.

Ting nong dp HbAlc va glucose huyét thanh khi déi

Pi c6 béo co ting ndng do HbAlc va glucose huyét thanh khi déi véi statin, bao gdm
pitavastatin. T6i uu hoa céc bién phép didu tri khong dung thue, bao gdm tap thé duc thuong
xuyén, duy tri trong lugng co thé khée manh va lua chon thuc phdm lanh manh.

Poi twong diic biét
Tré em: An toan va higu qué cia pitavastatin chua dugc thiét 1ap & tré em < 8 tudi bj ting
cholesterol mau gia dinh thé di hgp tir hoac céc loai ting cholesterol mau khac.

Ngueoi gia: Khong c6 su khéac biét dang ké vé an toan hodc hidu qua giita bénh nhan cao tudi
va bénh nhan tré tudi. Tubi cao (=65 tudi) 1a mot yéu t6 nguy co ciia bénh co va tidu co van.
N6i chung, nén thén trong khi lya chon liéu & bénh nhan cao tudi, bao g(:‘)m tan suét suy giam
chirc ning gan, than hodc tim, bénh mac kém hoic thude khéc dung kém va c6 yéu td nguy co
cao mic bénh co.

Suy thdn: Bénh nhan b rdi loan di truyén hiém gip nhu khong dung nap galactose, thiéu hut
lactase hoan toan hodc kém hip thu glucose- galactose khong nén dung thude nay. Suy théan
14 mot yéu t6 nguy co ctia bénh co va tiéu co van. Do d6, nén hiéu chinh lidu & bénh nhan
truong thanh bi suy thdn vira va nang (eGFR lan luot 12 30-59 mL/phat/1,73 m? va 15-29
mL/phat/1,73 m?), ciing nhu bénh nhan bénh than giai doan cudi thAm tich mau. Lidu khuyén
c40 & bénh nhan nhi bi suy than chua dugc thiét 1ap.
Suy gan: Chéng chi dinh & bénh nhan méic bénh gan dang hoat dong bao gém tdng transminase
gan kéo dai khéng rd nguyén nhén.

Ta dwoc

Lactose: Bénh nhén bi rdi loan di truyén hiém gap nhu khong dung nap galactose, thiéu hut
lactase hoan toan hodc kém hép thu glucose- galactose khong nén ding thudc nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy nir co thai
Chédng chi dinh & phu nit ¢6 thai do an toan cta thudc trong thai ky chwa duge thiét lap va
khong c6 loi ich rd rang khi diéu tri bang pitavastatin & phu nir ¢6 thai. Thudc c6 thé gay hai
cho thai nhi, nén ngirng pitavastatin ngay lap tirc khi c6 thai,

Phu nir cho con bu
Chéng chi dinh & phu nit cho con bu vi khéng c6 théng tin vé anh hudng cia thude dén tré ba
me hodc anh huéng cla thudc dén kha nang tiét sita. Tuy nhién, cac thude khac cing nhém
dugc bai tiét vao sira me, do ¢ nguy co gip phan tng bat loi nghiém trong & tré bi me, khuyén
bénh nhan khong nén cho con bi trong khi diéu trj bang pitavastatin.
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8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bang ching vé anh hudng cia thude 1én kha ning 1ai xe, van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thudc: Céc tuong téc thude 1am ting nguy co bénh co va tiéu co van
Cyclosporin: Cyclosporin 1am ting nong ¢ pitavastatin mdt cach c6 ¥ nghia va 1am ting nguy
co bénh co va tiéu co van. Chdng chi dinh ding ddng thoi hai thube.
Gemfibrozil: Tang nguy co bénh co v tiéu co van. Tranh ding dong thoi gemfibrozil véi cac
statin, bao gbm pitavastatin.
Erythromycin: Erythromycin lam ting néng d6 pitavastatin mét céch ¢ ¥ nghia va lam tang
nguy co bénh co va tiéu co van. Khi phdi hop hai thube, liéu pitavastatin khéng duge vuot
qua 1 mg x 1 lin/ngay.
Rifampicin: Rifampicin 1am ting néng d6 pitavastatin mot cach cé ¥ nghia va lam ting nguy
co bénh co va tidu co van. Khi phéi hop hai thudc, lidu pitavastatin khong dugce vuot qua 2
mg x 1 1in/ngay.
Fibrat: Ting nguy co bénh co va tiéu co van khi ding ddng thdi véi céc statin, bao gdm
pitavastatin. Danh gia loi ich-nguy co trude khi phdi hop.
Niacin: Tang nguy co bénh co va tiéu co van khi phdi hop niacin & mirc liéu diéu chinh lipid
(> 1 g/ngay). Can nhic loi ich-nguy co trudce khi phéi hop.
Colchicin: DA c6 béo c4o bénh co va tidu co van khi ding két hop colchicin véi céc statin,
bao gbm pitavastatin. Can nhéc loi ich-nguy co trude khi phdi hop.
Thudc diéu tri HIV va viém gan siéu vi C (atazanavir, atazanavir + ritonavir, darunavir +
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ritonavir, lopinavir + ritonavir): Viéc str dung déng thoi cac thude ha lipid mau nhém statin
v6i céc thube didu tri HIV va viém gan siéu vi C (HCV) c6 thé 1am ting nguy co gy tén
thuong co, nghiém trong nhét 14 tiéu co van, thin hu din dén suy than va cé thé gay tir vong.
Twong ky ciia thuéc

Do khéng c6 cac nghién ciru vé tinh tuong ky cia thudc, khéng tron 1dn thudc nay véi cac
thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Cic phén ting bit lgi d@a dwopc trinh bay trong muc Cinh bdo va thin trong khi diing thuéc

- Bénh co va tiéu co van.
- Hoai tir co qua trung gian mién dich.
- Réi loan chirc ning gan.
- Tang HbAlc va ndng d6 glucose huyét thanh lic déi.
Dir liéu tir cdac thi nghiém lam sang
Phdn itng bt loi & ngudi trudng thanh ting lipid méu nguyén phdt hodc réi loan lipid méu
hén hop
Phan mg bt lgi khién bénh nhan phai ngirng diéu tri: Ting creatinin phosphokinase va dau
co
Phan tng bét loi dugc bdo cédo & > 2% bénh nhéan: Pau lung, tdo bon, ti€éu chay, dau co, dau

tir chi.
Céc phan (mg bit loi khac: Pau khép, nhirc dau, cim va viém mii hong
Phan (g qua man bao gdm phat ban, ngira va ndi mé day ciing da dwoc bao cdo.
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Bit thuong vé cén 1am sang da dugc béo cdo: tang creatinin phosphokinase, transaminase,
phosphatase kiém, bilirubin va glucose.
Phan g bét loi 6 nguwoi trucng thanh nhiém HIV bi réi loan lipid méu

An toan cua pitavastatin twong tu nhu ¢ nguoi trudng thanh tang lipid mau nguyén phat hodc
r6i loan lipid mau hdn hop trinh bay & phén trén.

Phdn img bt loi ¢ tré em > 8 tuéi tang lipid mau gia dinh thé di hop tir
An toan cua pitavastatin twong tu nhu & ngudi lon.

Dir liéu tir kinh nghiém hiu mai

Céc phan ung bét loi sau di duoc xéac dinh trong giai doan sau khi thuéc duoc luu hanh. Vi
céc phan mg nay duge béo cdo tir quin thé bénh nhan khong x4c dinh dugc kich ¢, nén
thudong khong thé xac dinh tan suét hodc thiét 1ap mdi quan hé nhan qua mét cach chinh xéc.
- Réi loan tidu héa: Khé chiu & bung, dau bung, kho tiéu, budn nén.

- Réi loan chung: Suy nhugc, mét moi, kho chiu, chéng mat.

- Rdi loan gan mat: Viém gan, vang da, suy gan gay tir vong va khéng gay tlr vong.

- Réi loan hé théng mién dich: Hoai tir co qua trung gian mién dich lién quan dén statin.

- Réi loan chuyén héa va dinh dudng: Tang HbA lc, ndng do glucose huyét thanh lac déi.

- Réi loan co xuong va mo lién két: Co thét co, bénh co, tidu co vAan.

- Réi loan hé than kinh: Gay mé, bénh ly than kinh ngoai bién.

- Réi loan tAm thin: mét ngd, trim cam. D3 c6 cac bio céo hiém gip vé viéc suy gidm nhén
thire (vi du: mat tri nhé, hay quén, suy giam tri nhd, 1a 13n) lién quan dén viéc sir dung statin.
Suy giam nhén thtrc n6i chung 13 khong nghiém trong va c6 thé hdi phuc sau khi ngimg st

dung statin, thoi gian khéi phat triéu chimg (1 ngay dén nhiéu ndm) va giai quyét triéu chimg
(trung binh 3 tudn) da dang.
- Hé sinh duc va réi loan vii: Réi loan cuwong duong.
- R&i loan hé hap, 16ng nguc va trung that: Bénh phdi ké.
Khic
Suy giam nhén thirc (nhu mat tri nhé, 1a 1an...).
Ting dudng huyét.
Tang HbAlc.
Théng bao ngay cho bac sy hodc dugc sy khi gip phai cac tic dung khéng mong mudn nhu

trén khi sir dung thudc hodc bdo cdo phan tng c6 hai vé Trung tdm Quéc gia vé Thoéng tin
thudc va Theo dbi phan tmg c6 hai cta thudc. Pia chi: 13-15 Lé Thanh Téng — Hoan Kiém —
Ha Noi. Pién thoai: 024.3.9335.618; Fax: 024.3.9335.642; Email: di.pvcenter@gmail.com.
11. QUA LIEU VA CACH XU TRI
Khong cé didu trj dic hiéu cho qua lidu pitavastatin da biét. Chay than nhan tao gin nhu khong
c6 hidu qua do ty 1& lién két vdi protein cao cua pitavastatin.
12. PAC TINH DUQC LUC HQC
Nhém dwoc Iy: Thudc chen kénh calci, dn xuét dihydropyridin.
Ma ATC: CO8CA02
Co ché tic dung:
Pitavastatin 1a chit trc ché 3-hydroxy-3-methylglutaryl-coenzym A (HMG-CoA) reductase,
enzym xuc tic chuyén héa HMG-CoA thanh mevalonat, mot buéc 1am han ché toe do qua
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trinh sinh tdng hop cholesterol. Két qua 1a 1am ting toc d6 hip thu LDL tr mau vao gan va
giam TC huyét trong. Uc ché kéo dai tdng hop cholesterol trong gan ciing 1am giam ndng do
lipoprotein mat do rat thép.

13. PAC TINH DUQC PONG HOC

Hf!ip thu
Néng do dinh trong huyét twong clia pitavastatin dat dwgc khoang 1 gid sau khi ubng. Ca néng
d6 thudc va AUC déu tang theo ty 18 x4p xi liéu tir 1 mg dén 24 mg x 1 1an/ngay.
Sinh kha dung tuyét dbi cia dung dich udng pitavastatin 1a 51%. Nong d6 thudc va AUC
khong khac nhau sau khi ding thudc budi t6i hoac budi sang. O nhiing tinh nguyén vién khoe
manh duing pitavastatin 4 mg, phan trim LDL-C thay déi so v&i ban dau cao hon mét chat khi
dung thude bubi tdi so véi ding bubi sang. Pitavastatin dugc hap thu & rudt non nhung rat it
duoc hip thu & dai trang.
Ding thudc ciing mot bita an nhiéu chét béo (ham luong chit béo 50%) lam giam ndng dd
pitavastatin 43% nhung khong lam giam dang ké AUC.

Phdn bé
Pitavastatin 1ién két v&i protein huyét twong ngudi hon 99%, chi yéu 13 véi albumin va alpha
1-acid glycoprotein. Thé tich phan b trung binh khoang 148 L.

Chuyén héa
Con dudng chuyén hoa chinh cia pitavastatin 1 lién hop véi glucuronic théng qua uridin 5'-
diphosphat glucuronosyltransferase (UGT) vé sau d6 hinh thanh pitavastatin lacton. Thudc it
bi chuyén hoéa qua hé cytochrom P450, mét lwgng nho chuyén hoa qua CYP2C9 va mét lugng
it hon chuyén héa qua CYP2CS8. Chét chuyén hoa chinh trong huyét trong ngudi 1 lacton.

Thai trir
Mbt trung binh 15% lidu thai trir qua nudc tiéu, trung binh 79% lidu duoc thai trir qua phan
trong vong 7 ngdy. Thoi gian ban thai trung binh trong huyét twong 13 khoang 12 gid.

Déi twong diic biét

Gioi tinh
Nong do thudc va AUC & nam cao hon nir 1an lwot 60% va 54%.

Nguoi cao tudi

Nong d6 thudc va AUC lan lugt cao hon 10% va 30% so véi ngudi tré.

Iré em
C sy gia ting phu thudc lidu ndng d6 day trong huyét trong va ndng d6 sau 1 gid ding thudc.

Bénh nhan suy than
O bénh nhan trudng thanh bi suy than mirc d6 trung binh (eGFR 30-59 ml/phiit/1,73 m?), ndng
d6 thube va AUC cao hon 1an lugt 60% va 102% so véi nguoi tinh nguyén khoe manh.
O bénh nhan bénh than giai doan cudi chay than nhan tao, ndng d6 thudc va AUC cao hon lan
lugt 40% va 86% so véi ngudi tinh nguyén khde manh. Bénh nhan chay than nhan tao ngay

truge khi dung pitavastatin va khong chay than nhan tao trong thoi gian thyc hién nghién ciru
dugc dong hoc.

Bénh nhén chay thén nhan tao c6 ty I¢ pitavastatin dang tu do trung binh ting lan luot 33% va
36% so v&i bénh nhan khoe manh va bénh nhéan suy than mire do trung binh.

O bénh nhén suy than ning (eGFR 15-29 ml/phut/1,73 m?) khong chay than nhan tao ding
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lidu pitavastatin duy nhét 4 mg, AUCo. va Cmax cao hon lan luot 36% va 18% so véi nguoi
tinh nguyén khée manh. Ty 1€ pitavastatin dang tw do twong tu nhau & ¢ hai nhém déi tugng.
Anh huéng caa suy than nhe trén ndng do pitavastatin chwa dugc nghién ctru
Bénh nhan suy gan
Nong d6 thudc va AUC & bénh nhan suy gan trung binh (Child Pugh B) cao hon 1in luot 2,7
14n va 3.8 14n so véi nguoi tinh nguyén khoe manh.
Nong o thuéc va AUC & bénh nhan suy gan nhe (Child Pugh A) cao hon 1in luot 30% va
60% so v&1 ngudi tinh nguyén khoe manh.
Thoi gian ban thai trung binh & bénh nhén suy gan nhe, trung binh va ngudi khée manh 1an
luot 12 10, 15 va 8 gio.
14. QUY CACH PONG GOI
Hop 3 vi x 10 vién; vi PVC/nhom.
15. PIEU KIEN BAO QUAN
Bdo quan trong bao bi kin, noi kho réo, tranh anh sang, & nhiét dd dudi 30°C.
16. HAN DUNG
36 thang ké tir ngay san xuat.
17. TIEU CHUAN CHAT LUQNG
Tiéu chuan co s6.
18. TEN, PIA CHI, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT
CONG TY TNHH MTV DUQC PHAM 150 COPHAVINA
S6 112, Pudng Tran Hung Dao, Phudng Pham Ngii Lao, Quén 1, Thanh phé H Chi Minh,
Viét Nam




