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Pitator Tahlets 2y
Vién nén Pitator 2mg
Vién nén Pitavastatin calci 2mg

Thanh phin

M@i vién nén c6 chira:

Pitavastatin calci 2mg

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

* Ding trong san xudt, khong co trong san pham cudi cing

ATC code: CI0AA08

DUQC LYC HQC

Pitavastatin dudi dang mudi calci thuéc nhém thube statin ¢6 téc dung ha cholesterol méu. Ciing nhur céc thube nhém statin,
pitavastatin 13 mdt chét irc ché canh tranh HMG-CoA reductase, mét enzyme c6 tac dung thity phan budc du tién cia quéa
trinh sinh téng hop cholesterol & gan. Két qua thé hién sy hép thu rit nhanh céc lipoprotein ty trong thip (LDL) tir méu vio
gan & céc thy thé LDL, sau d6 13 giam hrong cholesterol todn phén (TC) huyét trong. Tiép theo do, sy {rc ché téng hop
cholesterol kéo dai & gan lam giam ndng d6 lipoprotein ty trong rét thap (VLDL).

Trong mét nghién ciru ngiu nhién, mi d6i c6 d6i chimg véi moxifloxacin & ngudi khde manh, pitavastatin khong lién quan
ti kéo dai khoang QT hodc nhip tim ¢6 ¥ nghia lim sang khi ding mirc liéu hang ngay t6i 16mg (lidu cao gip 4 1dn mirc
liéu t6i da khuyén céo).

Anh hudng cia pitavastatin 1én ty suét bénh va ty 1é chét do bénh tim mach chwra dugc xac dinh.

Pitavastatin chura dugce nghién ciru trén ri loan lipid mau loai I, ITI va V theo Fredrickson.

Dugc dgng hoc

Pitavastatin héip thu nhanh & duong tiéu héa, ndng dé dinh dat dugc khoang | giér sau khi uéng. Dugc dong hoc (Cmax va
AUC) tang ty 1¢ theo liéu khi ding liéu don hang ngay trong khoang tir 1 — 24mg. Sinh kha dyng tuyét ddi dat khoang 51%
khi uéng dang dung dich. Ubng thudc sau bira in nhiéu chat béo lam giam Cmax t&i 43% nhung AUC giam khong déng ké.
Dugc dong hoc hiu nhu khéng thay dbi khi ding thubc vao budi sing va tdi. O ngudi khée manh, mirc co ban LDL-C khi
dung liéu pitavastatin 4mg bubi t6i hoi cao hon so v6i khi uéng thudc budi sang.

Thubc lién két véi protein cao, téi 99%, chu yéu véi albumin va al-acid glycoprotein.

Pitavastatin chuyén héa béi CYP2C9 va mot phan boi CYP2CS. Chét chuyén hoa chinh & ngudi 1a lacton, tao thanh do két
hgp pitavastatin va glucuronid nhé uridine 5'-diphosphate (UDP) glucuronosyltransferase (UGT1A3 va UGT2B7). Nira doi
thi trir trung binh khoang 12 gio, khoang 15% thuéc thai trir qua nudc tiéu, con lai phan lén qua phén.

Nguoi gia: nghién ciru cho thdy Cmax va AUC & nguéi gia (>65 tudi) cao hon twong {mg 1a 10% va 30% nhung chua nhin
thiy anh hudng trén 1am sang.

O nguéi suy giam chire nang than trung binh, tc d loc cau than (30 — 59 mL/phut/1,73 m?) va suy than giai doan cubi dang
thim tach méu, duge dong hoc (AUC va Cmax) cua pitavastatin cao hon so véi nguoi tinh nguyén khoe manh.,

Nguai suy giam chiec nang gan: Ty 1€ Cmax va AUC cua pitavastatin & ngudi suy gan vira (bénh Child-Pugh B) so v&i ngudi
tinh nguyén khoe manh twong (g 1a 1a 2,7 va 3,8. Trong khi do, ty 1 nay & nguoi suy gan nhe (bénh Child-Pugh A) so véi
ngudi khoe manh la 1,3 va 1,6. Thoi gian ban thai ¢ cac déi tugng suy gan vira, nhe va ngudi khoe manh twong tng 1a 15; 10
va 8 gio.

CHI PINH

Pitavastatin dugc ding trong diéu tri ting cholesterol méu khéi phat va réi loan lipid mau hdn hop.

Tuy nhién, phéc d dung thubc chi 12 mét trong nhitng can thiép téc dong vao thanh phin lipid trong méu ciia ngudi bénh. C6
rit nhiéu yéu t6 nguy co c6 thé gay ra rdi loan lipid mau, dic biét 1a 16i séng hay cu thé 1a ché do an. Do vay, khi ding nhimg
thude diéu trj rbi loan lipid méu phai két hop voi ché g an han ché md va cholesterol, va chi nén ding thude khi céc phuong
phap khong ding thubc (bao gdm ché dd #n kiéng) khong du dé kiém soét lipid mau.

LIEU DUNG VA CACH DUNG

Duing thudc theo chi dinh cta thiy thuc. Trong nhitng nghién ctru lim sang, lidu pitavastatin 16n hon 4mg mdt lin mdi ngay

¢6 lién quan t&i nguy co ting bénh co ning. Do vy, khong ding qua lidu 4mg pitavastatin mdi ngay.

Ngudi lém: Ubng 1 — 2 mg mét 1an mdi ngay. C6 thé diéu chinh liéu theo tudi va triéu chimg. C6 thé tang liéu néu toc do

giam lipoprotein-cholesterol ty trong thép (LDL-C) chua du. Liéu ti da hang nga‘ly 1a 4mg.

Sau khi bét d4u hodc khi dang theo doi diéu chinh liéu pitavastatin, cin x4c dinh ndng dé lipid Ff‘ttﬁé“‘)‘?t‘r‘ﬁﬂ@’té’ﬁ‘\’fﬂ‘ﬁ‘bc com/
tiy theo két qua dap (mg.



Liéu cho bénh nhén suy gidm chirc nang thdn
Liéu khéi ddu cho bénh nhén suy thén vira va ning (tdc d6 loc ciu than 30-59 mL/phit/1.73m? va 15-29mL/phit/1.73m?) va
bénh nhan suy thin giai doan cudi dang tham tich mau: 1mg/lin/ngay. Liéu t6i da 1a 2 mg/lin/ngay.
Diing déng thoi véi Erythromycin: Bénh nhan ding dong théi erythromycin, liéu khong qué 1mg/lin/ngay (do tuong tic
thuéc) :
Diing déng thoi véi Rifampin: Bénh nhan ding dong thoi rifampin, lidu khéng qua 2mg/lan/ngay (do twong tic thudc)
Céch ding: Uéng thube véi mot cdc nude m. Pitavastatin ¢6 thé udng bét ky lic ndo trong ngay khong lién quan t6i bira an
(khi d6i hodc no)
CHONG CHI PINH

Chéng chi dinh ding Pitavastatin cho céc truéng hop:

- Mén cam véi bit ky thanh phan ndo ciia thudc. Phan img min cim bao gdm ndi ban, ngira, may day da thiy thong bao

véi Pitavastatin

- Bénh gan tién trién, bao gdm ting transaminase gan dai ding khong giai thich dugc.

- Phu nir ¢6 thai hodc c6 thé mang thai trong thoi gian ding thude.

- Phu nit cho con bu

- Dung ddng thai cyclosporin

THAN TRONG

Anh hwong trén co xwong

Di thiy thong bao mét s trudng hop bénh co va bénh tiéu co vin gy ra bai céc chét irc ché HMG-CoA reductase (ké ca
pitavastatin) kém theo ting myoglobin niu va suy thin cép thir phat. Nhimg nguy co nay c6 thé xay ra & bit ky mirc liéu
ndo, nhung ting Ién theo liéu.

Thén trong v6i hitmg bénh nhén 6 nhitmg yéu t6 méc bénh co, nhu ngudi cao tudi (> 65 tudi), suy than, thiéu nang tuyén
giép da diéu tr chua khoi. Nguy co bénh c6 thé ting khi ding ddng thoi cac thudc fibrat hoic cac liéu niacin lam thay dbi
lipid, nén cén than trong khi diing p:tavas;tatm cho nhimg déi twong nay.

Thén trong khi dung dong thdi véi mét s6 thude c6 thé twrong tac nhu erythromycin, rifampicin, colchicin,, niacin, cac fibrat.
(xem phan Tuong téc thudc)

M@t vai truomg hop hiém gip 1a bénh co hoai tir qua trung gian mién dich (immune-mediated necrotizing myopathy-IMNM),
mét loai bénh co ty mién, c6 lién quan t6i dung statin. Mién dich qua trung gian hoai tir bénh co dic trung boi sur suy yéu
ctia céc co gan (proximal muscle) vé ting creatin kinase (CK) dai déng, ngay ca khi dd ngimg diéu trj statin. Nén ngimg ding
pitavastatin khi CK tang dang ké, khi c6 nghi ngds hoiic dd chin doan bi bénh co. Nén ngimg diéu trj véi pitavastatin tam thoi
khi bénh nhén ¢ tinh trang cAp tinh, méc mét s6 bénh nang hon cho thiy c6 thé gay bénh co hodc suy thin thir phat dén ti
tiéu co van (ching han nhw nhiém tring huyét, ha huyét ap, mét nude, dai phiu, chin thuong, chuyén héa ning, ndi tiét, hodc
r6i loan dién giai, hodc co giat khong kiém soat dugc). Cin huéng din bénh nhin thong b4o ngay cho béc si néu bj dau co,
hoiic yéu co khéng r6 nguyén nhin, dic biét 1a néu di kém véi sbt hodc kho chiu.

Ting bit thuwomg men gan

Céc trudmg hop ting transaminase gan (AST, ALT) di dugc bao cdo khi sir dung cac chét irc ché HMG-CoA reductase (bao
gbm ca pitavastatin). Hiu hét cac trudmg hop chi ting nhét thoi, hodc s& gidm khi ngimg thube. Nén kiém tra men gan khi bét
déu diéu tri, tuan thir 12, va dinh ky 6 thang mét lan. Cén theo dai lién tuc néu bénh nhén ting transaminase gan cho dén khi
hét céc diu hiéu, ddng thoi luu ¥ bénh nhan vé céc triéu chimg lién quan t&i bénh gan nhu mét moi, chan n, cam giac kho
chiu & phia trén bén phai cia bung, nudc tiéu sim mau hojc ving da; Néu ALT hodic AST ting lién tuc t6i gip ba lin so véi
gioi han trén cua mic binh thudng, nén ngimg diéu trj véi pitavastatin hodc giam liéu.

Da thay bao cao mot $6 truwong hop hiém gip suy gan dan dén tir vong hodc khong do sir dung statin (k& ca pitavastatin). Nén
ngimg diéu tri véi pitavastatin néu ton thuwong gan nghiém trong véi céc triéu chimg 1am sang va ting bilirubin mau 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 giy bénh gan.

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

Ting hemoglobin glycosyl héa (HbAlc) va/ hodc ting mirc glucose huyét khi d6i da thdy théng béao & bénh nhan diéu tri voi
cac chét trc ché HMG-CoA reductase (cac chét statin, bao gdm pitavastatin)

Suy gidm nhdn thirc cé héi phuc

Di théy thong bao hiém gip suy giam nhan thirc (nhw mét tri nhé, hay quén, suy giam tri nhd, 1 1dn) lién quan t6i viée sir
dung statin. Nhimg phén (mg nay thuong la khong nghiém trong va héi phuc khi ngung thude statin, thoi gian xuét hién triéu
chimg rét khac nhau (1 ngay — vai nam) va hét triéu chimng (trung binh 3 tuan)

Ding thuoc cho tré em: an toan va higu qua clia Pitavastatin trén tré em chwa dugc xac dinh.

https://trungtamthuoc.com/



Ditng thube cho nguoi gia: Chua nhan thdy c6 su khac nhau. Tuy nhién, khong thé loai trir mdt s6 ngudi gia c6 thé ting nhay
cam hon nguai tré.

Diing thude cho phu ni cé thai: Do céc chat trc ché HMG-CoA reductase ¢6 thé 1am giam téng hop cholesterol va ¢ thé gy
giam tong hop céc din chét cholesterol c6 hoat tinh sinh hoc khac, nén phy nir ¢6 thai ding pitavastatin ¢6 thé bj ton thwong
cho béo thai. Hon nira chua théy loi ich ré rét khi ding thude cho phu nif ¢6 thai, an toan cho phy nir c6 thai chua duge xic
dinh. Do véy, chéng chi dinh ding cho phy nir c6 thai. Thong béo cho bénh nhan biét kha ning c6 hai cho bio thai, va chira
rd hiéu qua 1am sang khi ding pitavastatin trén phy nit mang thai.

Phu nit cho con bu: Nghién ctru trén dong vt cho thiy pitavastatin co thé di qua sira me, chwa rd thudc ¢6 qua sita ngudi
khéng. Do cac chit irc ché HMG-CoA reductase c6 thé giy phan img bét lgi nghiém trong cho tré nho, nén chéng chi dinh
dung pitavastatin cho ba me nudi con bi.

Anh huéng khi ldi xe va van hanh may: Chua thiy théng bao vé anh huéng ctia pitavastatin dén kha ning 14i xe hodc vin
hanh méy. Tuy nhién, tac dung khéng mong mubn c6 thé gay ngudi mét méi, chéng mit. Do vy, ngudi ding thudc ndy cin
than trong khi lai xe hodc vin hanh may moc.

TUONG TAC THUOC

Cyclosporin 1am tang déng ké phoi nhiém véi pitavastatin. Do d6, chéng chi dinh sir dung déng thai cyclosporin véi
pitavastatin.

Erythromycin 1am tang dang ké phoi nhidm véi pitavastatin, Néu bénh nhan dang ding erythromycin, liéu don mdi ngay cua
pitavastatin khéng dugc virgt quéa 1 mg.

Rifampin lam ting dang ké phoi nhiém véi pitavastatin. Néu bénh nhin dang dung rifampin, liéu don méi ngay cua
pitavastatin khéng nén vugt qua 2 mg.

Gemfibrozil: Ding dong thoi cc thude trc ché HMG-CoA redutase véi gemfibrozil lam ting nguy co bénh cof tiéu co vén,
do vy nén trinh ding ddng thoi véi gemfibrozil vdi pitavastatin.

Cac thuée nhém fibrat: Da thay théng béo ting nguy co bénh co khi ding céc thudc irc ché HMG-CoA reductase ddng thoi
cua céc thude nhém fibrat. Do vay, nén than trong khi ding df‘mg thoi pitavastatin v6i céc thude nhom fibrat.

Niacin: Nguy co tic ddng trén co xuong c6 thé ting 1én khi ding dbng thoi pitavastatin véi niacin. Do viy, nén giam liéu
pitavastatin néu can sir dung déng thr hai thude nay.

Colchicin: Da thiy bao cdo mic mot s6 bénh co (bao gom ca tiéu co van) khi ding céc chit irc ché HMG-CoA reductase
déng thoi véi colchicin. Do vy, cin than trong khi ké don pitavastatin ddng thai voi colchicin.

Warfarin: Chua thiy c6 twong tac dugc dong hoc ¢6 § nghia giira pitavastatin va R- va S-warfarin. Pitavastatin khéng c6 anh
huéng déng ké dén théi gian prothrombin (PT) va ty Ié binh thudmg héa quéc té (INR) khi ding pitavastatin cho bénh nhén
diéu tr warfarin dai ngdy. Tuy nhién, cin theo doi PT va su thay dbi INR khi ¢6 chi dinh pitavastatin cho bénh nhan dang
dung warfarin.

Str dung dong thai véi cac thube tc ché HIV protease, boceprevir, telaprevir va nefazodone s& lam giam thai trir cia

pitavastatin, gy ting nguy co mic cc bénh co.

TAC DUNG KHONG MONG MUON

Pitavastatin dugce dung nap trong qua trinh diéu tri. Tuy nhién, mgt s6 phan tmg bét 1gi nghiém trong da duge canh bao va
néu trong cac phan khic cua huéng din nhu bénh tiéu co van kém theo ting myoglobin niéu v suy thin cép, ting men gan
bét thudmg.

Cho téi nay, céc thir nghiém 14m sing v6i pitavastatin dugce thuc hién véi céc thiét ké khac nhau, trén cic dbi tugng khac
nhau, chua c6 dif liéu dénh gia ddy du vé tin suit céc phan img bit lgi (ADR) so sanh véi phan (mg trong céc thit nghiém
lam sang cua cac chét trc ché HMG-CoA reductase khéc, do vy chua thé phan anh dugc tan suit ADR thyc té. Tan suét gap
cédc ADR >2% sb bénh nhén trong cac nghién ciru ldm sang c¢6 d6i chimg thiy & ty 1é cao hon hodc bing nhém placebo nhur
bang dudi ddy. Thoi gian didu tri trong cdc thir nghiém nay téi 12 tudn.

ADR Placebo | Pitavastatin 1mg | Pitavastatin 2mg | Pitavastatin 4mg
N=208 N=309 N=951 N=1540

Pau lung 2,9% 3.9% 1,8% 1,4%

Tao béon 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://trungtamthuoc.com/



Mot s6 ADR khic da thiy thong bio tir c4c thir nghiém 1am sang nhw dau khép, dau diu, cam va viém mii hong.

Di thiy thong béo céc xét nghiém bt thudmg nhu ting creatin phosphokinase, transaminase gan, alkalin phosphatase,
bilirubin va glucose.

Trong mét thir nghiém ldm sang m&, c6 ddi chimg da thdy thong bao ty ¢ bénh nhan phai ngimg diéu tri do ADR khoéng
3,9% (liéu 1mg), 3,3% (liéu 2mg) va 3,7% (liéu 4mg). Cac phan (mg bt lgi thudmg gip nhit 1dm cho phai ngimg thudc 1a
ting creatin phosphokinase (0.6%/ liéu 4 mg) va chimg nhirc gin do dau co (0.5% liéu 4 mg).

Phan {mg méin cam di thdy thong béo voi Pitavastatin nhu ndi ban, ngia va nbi may day.

Kinh nghiém tir cac thir nghiém ldm sang ¢ Nhdt

Trén 886 ca theo ddi tir cc thir nghiém 1am sang (trude khi cip phép lueu hanh), ¢6 khoang 22,2% ADR duge théng bao &
céc mirc 45 khéc nhau. Trong d6, khoang 5,6% phan tmg c6 triéu chimg chi yéu 1 dau bung, ndi ban, mét moi, té va ngira;
Céc ADR lién quan t6i xét nghiém khoang 18,8%, chi yéu 13 ting creatin phosphokinase (CPK) va men gan (ALT va AST).
Khao sat sau luu hanh, da thu nhan 6,0% ADR.

Céc phan (mg ning da théng bio nhu:

-Tiéu co vin (chua rd tin suat) véi cic déu hiéu dau co, yéu co, ting myoglobin huyét thanh va nudc tiéu, c6 thé kém theo
rbi loan chirc ning than nghiém trong nhu suy than cép, diéu trj cin ngimg ngay lap tic.

-Bénh co (chwa rd tan suat): co thé din dén r6i loan co bip; Nén dimg diéu trj ngay lap tic khi xay ra cac con dau co, dau
va CPK ting déng ké.

-Ri loan chirc niing gan, vang da (tan suat 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 (chua rd tin suat): co thé diin dén giam s6 lugng tiéu céu; Cén thyc hién xét nghiém méu thudmg xuyén.
Diéu trj nén dimg lai ngay ldp tirc va cac bién phap thich hop thuc hién néu xac dinh bat thuong.

-Viém phéi k& (< 0,1%): viém phdi k& c6 thé xay ra. Diéu trj nén dugc dimg lai ngay 1ap tirc va thyc hién cc bién phap
thich hop nhu cho ding céc corticosteroid tuyén thugng than néu bi st, ho, khé thé, phét hién bat thudng & nguc qua
chup X- quang va céc ddu hiéu khac tim théy.

MGt 56 phan émg khéc véi tan sudt 1/1000 - <2/100: N&i ban, ngira, budn nén, dau bung, ia chay, ting men gan, ting CPK,
dau co, yéu co, té, chong mat, mét moi.

Phan (g hiém gip (<1/1000): Nbi may day, Khat nudce, khoé tiéu, dau bung, dﬁy bung, tdo bon, viém miéng, nén mira, chén
an, viém ludi; Tang bilirubin, cholinesterase, creatinin huyét thanh; Panh trong ngyuc, mét moi, dau nhirc co, dau khép, phu
né, mit mo. ..

Chti y: Théng béo cho bdc si nhitmg tic dung khéng mong muon gap phai khi ding thudc.

QUA LIEU
Khéng c6 diéu trj dic hiéu khi biét qua liéu pitavastatin. Chu yéu la diéu trj triéu chimg va thyc hién céc bién phap hd trg cho
1a cén thiét trong tnrémg hgp qua liéu. Chay than nhén tao khéng dem lai 1gi ich do pitavastatin lién két protein cao.

Déng gbi: Hop 2 vi x 14 vién.

Tiéu chudn: TCCS.

Han ding: 36 thang ké tir ngdy san xudt.

Diéu kién bio quin: Noi kho mat, nhiét 5 khong qua 30°C.
Pé xa tim tay tré em.

San xuat bai:

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

https://trungtamthuoc.com/



