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Doc ky huwong dan trudce khi dung. Néeu can thém thong tin, xin hoi y kién bdc si.

Pitator Tahiets 2mg
Vién nén Pitator 2mg
Vién nén Pitavastatin calci 2mg

Thanh phin
Mbi vién nén cé chira:

Pitavastatin calci 2mg

Td duge: Lactose, cellulose vi tinh thé, natri starch glycolat, magnesi oxid, povidon, crospovidon, magnesi stearat, chét tao
mang bao opadry II white, nudc tinh Kkhiét*, ethanol*.

* Dung trong san xudt, khéng c6 trong san pham cudi cing

ATC code: CI0AA08

DUQC LYC HQOC .
Pitavastatin du¢i dang mubi calci thude nhém thubc statin c6 tac dung ha cholesterol mau. Ciing nhur cc thudc nhém statin,
pitavastatin 13 mot chit rc ché canh tranh HMG-CoA reductase, mot enzyme c6 tac dung thily phan budc déu tién cua quéa
trinh sinh téng hop cholesterol & gan. Két qua thé hién sy hap thu rit nhanh céc lipoprotein ty trong thip (LDL) tir mau vao
gan & c4c thy thé LDL, sau d4 1a giam luong cholesterol toan phin (TC) huyét twong. Tiép theo d6, sy trc ché tong hop
cholesterol kéo dai & gan 1am giam ndng d¢ lipoprotein ty trong rét thip (VLDL).

Trong mdt nghién ciru ngu nhién, mu dbi ¢6 d6i chimg véi moxifloxacin & ngudi khoe manh, pitavastatin khong lién quan
t6i kéo dai khoang QT hodc nhip tim c6 ¥ nghia lim sang khi ding murc lidu hang ngdy téi 16mg (lidu cao gip 4 1in mirc
liéu tbi da khuyén c4o).

Anh huéng ciia pitavastatin 1én ty sudt bénh va ty 1é chét do bénh tim mach chua dwoc xac dinh.

Pitavastatin chwa dugc nghién ciru trén réi loan lipid mau loai I, ITI va V theo Fredrickson.

Duwgc dong hoc

Pitavastatin hfip thu nhanh & dudng tiéu hoa, n(“)ng d6 dinh dat duoc khoang 1 gi¢ sau khi uéng. Dugc dong hoc (Cmax va
AUC) ting ty 1¢ theo liéu khi ding liéu don hang ngay trong khoéang tir 1 — 24mg. Sinh kha dung tuyét ddi dat khoang 51%
khi u6ng dang dung dich. Ubng thudc sau bira &n nhiéu chit béo 1am gizm Cmax t&i 43% nhung AUC giam khong dang ké.
Dugc dong hoc hau nhu khong thay dbi khi ding thudc vao budi sang va téi. O ngudi khoe manh, mirc co ban LDL-C khi
ding lidu pitavastatin 4mg budi téi hoi cao hon so v6i khi udng thuée budi séng.

Thubc lién két v6i protein cao, t¢i 99%, chu yéu véi albumin va al-acid glycoprotein.

Pitavastatin chuyén héa boi CYP2C9 va mot phin bdi CYP2CS8. Chét chuyén héa chinh & ngudi 1a lacton, tao thanh do két
hop pitavastatin va glucuronid nh¢ uridine 5'-diphosphate (UDP) glucuronosyltransferase (UGT1A3 va UGT2B7). Nira doi
thai trir trung binh khoang 12 gid, khoang 15% thudc thai trir qua nuéc tiéu, con lai phin 16n qua phan.

Nguoi gia: nghién ctru cho thdy Cmax va AUC & ngudi gia (=65 tudi) cao hon tuong img 1a 10% va 30% nhung chua nhan
thdy anh huong trén 1am sang.

O nguoi suy giam chire ning than trung binh, téc d6 loc cau than (30 — 59 mL/phat/1,73 m?) va suy than giai doan cudi dang
thdm tach mau, dugc dong hoc (AUC va Cmax) cua pitavastatin cao hon so véi ngudi tinh nguyén khoe manh.

Nguoi suy gidm chirc nang gan: Ty 1€ Cmax va AUC cua pitavastatin & ngudi suy gan vira (bénh Child-Pugh B) so véi nguoi
tinh nguyén khoe manh trong tng 13 1a 2,7 va 3,8. Trong khi d9, ty 1€ nay & nguoi suy gan nhe (bénh Child-Pugh A) so véi
ngudi khoe manh 1a 1,3 va 1,6. Thoi gian ban thai & cic d6i tugng suy gan vira, nhe va ngudi khoe manh twong tmg 1a 15; 10
va 8 gio.

CHI PINH

Pitavastatin dugc dung trong diéu tri ting cholesterol méau khoi phat va r6i loan lipid mau hén hop.

Tuy nhién, phac db dung thubc chi 1a mot trong nhimg can thiép tic dong vao thanh phén lipid trong méu ctia ngudi bénh. C6
rat nhidu yéu t6 nguy co c6 thé gay ra rdi loan lipid mau, dic biét 1a 16i sbng hay cu thé 1a ché d6 an. Do vay, khi dung nhimg
thudc diéu trj réi loan lipid méu phai két hop v6i ché d6 dn han ché md va cholesterol, va chi nén ding thude khi cac phuong
phép khong ding thudc (bao gdm ché d6 in kiéng) khong du dé kiém soét lipid méu.

LIEU DUNG VA CACH DUNG

Dung thudc theo chi dinh cua thdy thudc. Trong nhimg nghién ctru 1am sang, lidu pitavastatin 16n hon 4mg mét 1an mdi ngay
¢6 lién quan t6i nguy co ting bénh co ning. Do vay, khong ding qua liéu 4mg pitavastatin mdi ngay.

Nguwoi lom: Ubng 1 — 2 mg mt 1an mdi ngay. C6 thé didu chinh lidu theo tudi va triéu chimg. C6 thé tang lidu néu téc do
giam lipoprotein-cholesterol ty trong thip (LDL-C) chua du. Liéu téi da hang ngay 1 4mg.

Sau khi bit ddu hoic khi dang theo ddi didu chinh liéu pitavastatin, cin x4c dinh ndng do lipid sau 4 tun va diéu chinh liéu
tiy theo két qua dap (mg.



httpS /In halhu OIngLgrgt an suy gzam chirc nang than
Liéu khéi dau cho bénh nhén suy than vira va ning (t6¢ do loc cAu than 30-59 mL/phtt/1.73m? va 15-29mL/phit/1.73m?) va
bénh nhan suy thin giai doan cudi dang thdm tach mau: 1mg/lan/ngay. Liéu t6i da 1a 2 mg/lan/ngay.
Dring dong thoi véi Erythromycin: Bénh nhan ding dong thoi erythromycin, liéu khong qua 1mg/lan/ngay (do twong tac
thudc) ;
Drng déng thoi véi Rifampin: Bénh nhan dung dong thoi rifampin, liéu khong qua 2mg/lan/ngay (do twong téc thudc)
Cach ding: Udng thudc véi mot cc nude 4m. Pitavastatin c6 thé udng bat ky luc nao trong ngay khéng lién quan t6i bira in
(khi d6i hodc no)
CHONG CHI PINH
Chdng chi dinh dung Pitavastatin cho cac truong hop:
- Mén cam véi bat ky thanh phan nao cta thudc. Phan {rng min cam bao gdm ndi ban, ngira, may day da thdy thong béo
véi Pitavastatin
- Bénh gan tién trién, bao gdm ting transaminase gan dai ding khong giai thich dugc.
- Phu nit ¢6 thai hodc ¢6 thé mang thai trong thdi gian dung thudc.
- Phu nir cho con b
- Dung dng thoi cyclosporin

THAN TRONG

Anh huwing trén co xuwong

Di thiy thong bao mot s6 trudng hop bénh co va bénh tiéu co van gy ra bai cac chat irc ché HMG-CoA reductase (k& ca
pitavastatin) kém theo ting myoglobin ni¢u va suy than cAp thir phat. Nhimg nguy co nay cé thé xay ra & bét ky mirc lidu
nao, nhung ting 1én theo liéu.

Than trong v6i nhimg bénh nhén ¢6 nhitng yéu t6 méc bénh co, nhw ngudi cao tudi (> 65 tudi), suy than, thiéu ning tuyén
giap da diéu tri chua khoi. Nguy co bénh c6 thé ting khi ding dong thdi céc thudc fibrat hojc céc lidu niacin lam thay ddi
lipid, nén can than trong khi dung p1tavastat1n cho nhimg d6i trong nay.

Than trong khi ding dong thoi véi mot s thude c6 thé twong tac nhu erythromycin, rifampicin, colchicin,, niacin, cac fibrat.
(xem phan Tuong tic thudc)

Mot vai trudng hgp hiém gip 1a bénh co hoai tir qua trung gian mién dich (immune-mediated necrotizing myopathy-IMNM),
mot loai bénh co ty mién, c6 lién quan téi dung statin. Mién dich qua trung gian hoai tir bénh co dic trung boi sy suy yéu
clia cic co gan (proximal muscle) va ting creatin kinase (CK) dai ding, ngay ca khi da ngimg diéu tri statin. Nén ngimg dung
pitavastatin khi CK tang dang ké, khi c6 nghi ngd hodic da chin doan bi bénh co. Nén ngimg diéu tri véi pitavastatin tam thoi
khi bénh nhén & tinh trang cAp tinh, mic mot s6 bénh ning hon cho thay c6 thé gay bénh co hodc suy than thir phat din téi
tiéu co van (chéng han nhu nhiém tring huyét, ha huyét ap, mét nudc, dai phz:lu, chén thuong, chuyén hoéa ndng, ndi tiét, hodc
rdi loan dién gii, hodc co giat khong kiém soat dwgc). Can huéng din bénh nhan théng bao ngay cho béc si néu bi dau co,
hodc yéu co khong rd nguyén nhan, dic biét 1a néu di kém véi sbt hodc kho chiu.

Ting bit thwong men gan

Céc trudong hop ting transaminase gan (AST, ALT) di dugc bao co khi sir dung cac chét irc ché HMG-CoA reductase (bao
gf‘)m ca pitavastatin). Hau hét cac truong hop chi ting nhét thdi, hodc s& giam khi ngimg thuéc. Nén kiém tra men gan khi bét
déu didu tri, tudn thtr 12, va dinh ky 6 thdng mot lan. Cén theo ddi lién tuc néu bénh nhan ting transaminase gan cho dén khi
hét cac dau hiéu, d(‘“)ng thoi luu y bénh nhan vé céc triéu ching lién quan téi bénh gan nhu mét mai, chan an, cam giac kho
chiu & phia trén bén phai ciia bung, nudc tiéu sim mau hodc vang da; Néu ALT hogc AST tang lién tuc téi gp ba lan so véi
gi0i han trén ciia mirc binh thuong, nén nging diéu trj voi pitavastatin hogc giam liéu.

D3 thiy bio cdo mot ) truong hop hiém gip suy gan din dén tir vong hodc khong do str dung statin (ké ca pitavastatin). Nén
ngimg diéu trj v6i pitavastatin néu ton thuong gan nghiém trong véi cic tri¢u chimg 1am sang va tang bilirubin méau hodc
vang da quan sat thiy trong thoi gian diéu tri véi pitavastatin. Khong nén dung lai pitavastatin néu khong tim thiy nguyén
nhén nao khac gy bénh gan.

Nhu véi cac thude trc ché HMG-CoA reductase khac, nén than trong va canh bao khi ding pitavastatin cho nhitng bénh nhan
nghién rugu. Chéng chi dinh ding pitavastatin cho nhimg ngudi c6 bénh gan tién trién (ké ca nhimg truong hop khong rd
nguyén nhan)

Ting hemoglobin glycosyl hoa (HbA1c) va/ hodc ting mirc glucose huyét khi d6i da thiy thdng bio & bénh nhén diéu tri voi
céc chat trc ché HMG-CoA reductase (céc cht statin, bao gdm pitavastatin)

Suy gidm nhdn thirc cé hoi phuc

Pi thdy thong béo hiém gip suy giam nhan thirc (nhw mét tri nhé, hay quén, suy giam tri nhd, I 1dn) lién quan t6i viéc sir
dung statin. Nhitng phan tng nay thuong 1a khong nghiém trong va hdi phuc khi ngung thude statin, thdi gian xuét hién triéu
chimg rét khéc nhau (1 ngdy — vai nim) va hét tri¢u chimg (trung binh 3 tuin)

Diing thudc cho tré em: an toan va higu qua cua Pitavastatin trén tré em chua dugc xac dinh.
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Diing thudc cho ngudi gia: Chua nhan thiy c6 sw khac nhau. Tuy nhién, khong thé loai trir mét s ngudi gia c6 thé ting nhay
cam hon nguoi tré.

Diing thuéc cho phy nit ¢6 thai: Do céc chét irc ché HMG-CoA reductase c6 thé 1am giam tdng hop cholesterol va c6 thé gay
giam tdng hop céc din chét cholesterol c6 hoat tinh sinh hoc khac, nén phu nir c6 thai dung pitavastatin c6 thé bi ton thuong
cho bao thai. Hon nita chua thy loi ich rd rét khi ding thudc cho phy nir c6 thai, an toan cho phu nit ¢6 thai chua duoc xéc
dinh. Do vay, chéng chi dinh dung cho phu nir c6 thai. Thong bao cho bénh nhan biét kha nang c6 hai cho bao thai, va chua
rd hiéu qua 1am sang khi dung pitavastatin trén phy nit mang thai.

Phuy nit cho con bu: Nghién ctru trén dong vat cho thdy pitavastatin c6 thé di qua sita me, chura rd thude c6 qua sira ngudi
khéng. Do céc chét irc ché HMG-CoA reductase c6 thé gay phan tmg bét lgi nghiém trong cho tré nho, nén chéng chi dinh
dung pitavastatin cho ba me nudi con bu.

Anh hueéng khi ldi xe va vdn hanh mdy: Chua thiy thong bao vé anh huong cua pitavastatin dén kha nang 14i xe hodc van
hanh méy. Tuy nhién, tac dung khong mong muén c6 thé giy ngudi mét méi, chong mit. Do vay, ngudi ding thudc nay cin
than trong khi 14i xe hoac van hanh may moc.

TUONG TAC THUOC

Cyclosporin 1am ting déng ké phoi nhiém véi pitavastatin. Do d6, chong chi dinh sir dung ddng thoi cyclosporin véi
pitavastatin.

Erythromycin 1am ting dang ké phoi nhiém véi pitavastatin. Néu bénh nhan dang ding erythromycin, lidu don mdi ngay cia
pitavastatin khdng duoc vugt qua 1 mg.

Rifampin 1am ting déng ké phoi nhiém véi pitavastatin. Néu bénh nhéan dang ding rifampin, liéu don mdi ngdy cua
pitavastatin khong nén vugt qua 2 mg.

Gemfibrozil: Ding dong thoi cac thude tre ché HMG-CoA redutase véi gemfibrozil 1am ting nguy co bénh co/ tiéu co vén,
do vay nén tranh ding ddng thdi véi gemfibrozil vdi pitavastatin.

Cic thuéc nhém fibrat: DA thiy thong bao ting nguy co bénh co khi ding cac thude trc ché HMG-CoA reductase dong thoi
cta céc thudc nhom fibrat. Do vay, nén than trong khi ding dong thdi pitavastatin véi cac thuée nhom fibrat.

Niacin: Nguy co tic dong trén co xwong c6 thé ting 1én khi ding dong thoi pitavastatin véi niacin. Do vdy, nén giam liéu
pitavastatin néu can sir dung ddng thoi hai thude nay.

Colchicin: Pa théy bao c4o mic mét sb bénh co (bao gém cé tiéu co van) khi ding cac chit trc ché HMG-CoA reductase
ddng thoi véi colchicin. Do vay, can than trong khi ké don pitavastatin dong thai véi colchicin.

Warfarin: Chua thdy c6 twong tac dwoc dong hoc c6 ¥ nghia gifra pitavastatin va R- va S-warfarin. Pitavastatin khong c6 anh
hudng déng ké dén thoi gian prothrombin (PT) va ty 1& binh thudng héa quéc té (INR) khi ding pitavastatin cho bénh nhan
diéu tri warfarin dai ngay. Tuy nhién, cin theo ddi PT va sy thay déi INR khi c6 chi dinh pitavastatin cho bénh nhan dang
dung warfarin.

Sir dung ddng thdi véi cac thudce irc ché HIV protease, boceprevir, telaprevir va nefazodone s& lam giam thai trir cia

pitavastatin, gdy ting nguy co méc c4c bénh co.

TAC DUNG KHONG MONG MUON

Pitavastatin dugc dung nap trong qua trinh diéu tri. Tuy nhién, mot s6 phan tmg bét lgi nghiém trong da dugc canh béo va
néu trong cac phan khic ciia huéng din nhw bénh tiéu co van kém theo ting myoglobin niéu va suy than cép, ting men gan
bat thuong.

Cho t6i nay, céc thir nghiém 1am sang véi pitavastatin duoc thuc hién véi céc thiét ké khac nhau, trén cac déi tuong khac
nhau, chua cé dif liéu danh gia diy du vé tan suét cac phan (g bét lgi (ADR) so sanh véi phan tmg trong céac thir nghiém
1am sang ctia cac chét irc ché HMG-CoA reductase khac, do vdy chwa thé phan 4nh dugc tin suét ADR thyc té. Tan suat gip
c4c ADR >2% s6 bénh nhan trong cac nghién ciru 1am sang c6 dbi chimg thdy & ty 18 cao hon hoic béng nhém placebo nhu
bang du6i day. Thoi gian diéu trj trong cc thir nghiém ndy ti 12 tuin.

ADR Placebo | Pitavastatin Img | Pitavastatin 2mg | Pitavastatin 4mg
N=208 N=309 N=951 N=1540

Pau lung 2,9% 3,9% 1,8% 1,4%

Té0 bén 1,9% 3,6% 1,5% 2,2%

Ia chay 1,9% 2,6% 1,5% 1,9%

Pau co 1,4% 1,9% 2,8% 3,1%

Pau dau chi | 1,9% 2,3% 0,6% 0,9%




https://NRgi ABRINSAR B UBYg bso tir céc thir nghiém 1am sang nhir dau khép, dau d3u, clim va viém mii hong.
Di thiy thong bdo cac xét nghiém bét thuong nhu ting creatin phosphokinase, transaminase gan, alkalin phosphatase,
bilirubin va glucose.
Trong mét thir nghiém 1dm sing mé, c6 ddi chimg da thiy thong bao ty 1¢ bénh nhan phai ngimg diéu tri do ADR khoéng
3,9% (lidu 1mg), 3,3% (liéu 2mg) va 3,7% (liéu 4mg). Céc phéan {mg bat lgi thudng gip nhat 1im cho phai ngimg thudc 1a
ting creatin phosphokinase (0.6%/ liéu 4 mg) va chimg nhirc gan do dau co (0.5% liéu 4 mg).
Phén tmg man cam da thiy théng bao v6i Pitavastatin nhw ndi ban, ngira va néi may day.
Kinh nghiém tir cac thi nghiém lam sang ¢ Nhat
Trén 886 ca theo ddi tir cac thir nghiém 14m sang (trudc khi cip phép luu hanh), c6 khoang 22,2% ADR dugc théng béo &
cac murc d§ khac nhau. Trong d6, khoang 5,6% phan (g c6 triéu ching chu yéu la dau bung, ni ban, mét moi, & va ngura;
Céc ADR lién quan téi xét nghiém khoang 18,8%, chu yéu 1a ting creatin phosphokinase (CPK) va men gan (ALT va AST).
Khao sat sau luu hanh, da thu nhan 6,0% ADR.
Cac phan tmg n@ng da thong bao nhu:

-Tiéu co van (chua rd tAn suét) véi cac ddu hidu dau co, yéu co, ting myoglobin huyét thanh va nuée tiéu, c6 thé kém theo
16i loan chirc ning than nghiém trong nhu suy than cép, didu trj cin ngimg ngay lap tirc.

-Bénh co (chua rd tan suat): c6 thé din dén r6i loan co bip; Nén dimg diéu tri ngay lap tirc khi xay ra cac con dau co, dau
va CPK ting dang ké.

-Réi loan chirc ning gan, vang da (tin suét thip dudi 0,1%): c6 thé din dén rdi loan chirc ning gan, vang da véi ting AST
(GOT) va ALT (GPT) déng ké.

-Giam tiéu cau (chwa 10 tan suat): c6 thé din dén giam sb lugng tiéu cAu; Can thyc hién xét nghiém méu thuong xuyén.
Diéu trj nén dimg lai ngay lap tirc va cac bién phap thich hop thuc hién néu xé4c dinh bét thuong.

-Viém phéi k& (< 0,1%): viém phdi k& c6 thé xay ra. Diéu trj nén dugc dimg lai ngay lap tirc va thuc hién cac bién phap
thich hgp nhu cho dung cac corticosteroid tuyén thuong than néu bi sét, ho, khé thd, phat hién bat thuong & nguc qua
chup X- quang va céc d4u hiéu khéc tim thiy.

Mot s phan img khac véi tan suat 1/1000 - <2/100: Néi ban, ngira, budn non, dau bung, ia chay, ting men gan, ting CPK,
dau co, yéu co, té, chong mat, mét moi.

Phén mg hiém gip (<1/1000): Nbi may day, Khat nu6c, kho tiéu, dau bung, diy bung, téo bon, viém miéng, nén mira, chén
an, viém ludi; Tang bilirubin, cholinesterase, creatinin huyét thanh; Panh tréng nguc, mét moi, dau nhirc co, dau khép, phu
né, mit mo...

Chi y: Thong bdo cho bac si nhitng tac dung khéng mong mudn gap phdi khi ding thudc.

QUA LIEU
Khong c6 diéu trj dic hiéu khi biét qua lidu pitavastatin. Chu yéu 1a diéu trj triéu chimg va thyc hién cac bién phép hd trg cho
1a cén thiét trong trudmg hop qué liéu. Chay than nhan tao khéng dem lai lgi ich do pitavastatin lién két protein cao.

Péng géi: Hop 2 vi x 14 vién.

Tiéu chufn: TCCS.

Han ding: 36 thang ké tir ngay san xuét.

Piéu kién bao quin: Noi kho mat, nhiét d6 khong qua 30°C.
Pé xa tim tay tré em.

Sén xudt béi:
Orient Pharma Co., Ltd.
No. 8, Kehu 1st Rd., Huwei Township, Yunlin County 63247, Pai Loan.



