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Rx - Thuéc nay chi ding theo don thube

HUONG DAN SU DUNG THUOC

1. Tén thuée: LIPID NEW.

2. Ciic du higu hru § v khuyén cdo khi dimg thube:
Dé xa tim tay ciia tré em.
Doc kj hwong din siv dung trwéce khi ding.
Thudc nay chi dimg theo don thudc.

3. Thanh phén cong thirc thube:

M>bi vién nén bao phim chira:

Atorvastatin (duéi dang atorvastatin calei trihydrat)..........coooiiini 10 mg
T4 duoc: (Tinh bt sin, avicel PH 101, lactose monohydrat, natri lauryl sulfal, povidon K30,
tale, magnesi stearat, HPMC E6, IPMC E15, PEG 6000, titan 711554 vd 1vién.
4. Dang bao ché: "
Vién nén bao phim hinh thuén dai, mau tréing, canh va thanh vién lanh lan. Qe:?"sﬂ

5. Chi dinh:

- Pidu trj ting cholesterol mau:
LIPID NEW duoc chi dinh b trg cho liéu phap #n ubng dé giam ndng do cholesterol toan phany\*
cholesterol LDL, apolipoprotein B va triglycerid & ngudi lém, thanh thidu nién va tré em tir 10 tudi

trdy 1én bi bénh ting cholesterol méu tién phat bao gbm ca ting cholesterol mau co tinh gia dinh di
hop tit hodc ting lipid méu hén hop khi khong dap img voi ché dd an kiéng va cic bién phdp khong
dung thube khac.
Thubc ciing duge chi dinh dé 1am giam néng d¢ cholesterol toan phan, cholesterol LDL & nguoi lon
bi ting cholesterol méu c¢ tinh gia dinh déng hop tir nhur mét liéu phap bd trg cho cac phuong phép
diéu tri ha lipid mau khéc hoc khi cac phuong phap nay khong hiéu qua.
- Phong ngira bénh tim mach:
Phong ngira cac bién c6 tim mach & ngudi 1on ¢6 nguy co cao bi bién ¢b tim mach 1an ddu, nhu mot
bién phap hd trg dé diéu chinh cac yéu té nguy co khac.
6. Cich ding, liéu dang:
Cach dung:
- Thubc duge ding dudng ubng. Ubng ngdy 1 1dn, khong phu thude vao bita an. Vi tbng hop
cholesterol & gan xay ra chi yéu ban dém nén dung thude vao budi téi s& lam ting hiéu lyc thudc.
- Bénh nhan nén c¢6 mdt ché @ #n kiéng chudn dé lam giam cholesterol trude khi ding atorvastatin
va nén duy tri ché do nay trong khi didu tri v&i thude.
- Thude nén duge ding khéi dau & liéu thép nhat c6 hi¢u lye (10mg x 1 1an/ngay), sau d6 diéu chinh
lidu néu cin thiét iy theo dap tng cua timg ngudi bing céch ting liéu timg dot cach nhau khong
dudi 4 tudn. Liéu t6i da 12 80 mg x 1 lan/ngay.
- O nhitng bénh nhan dung thudc khéng virus viém gan C elbasvir/grazoprevir dong thoi véi
atorvastatin , liéu atorvastatin khong qua 20 mg / ngay.
Liéu dimg:
- Diéu tri ting cholesterol mdu tién phdt va tang lipid mdu hén hop:
10 mg x 1 14n / ngay
- Diéu tri ting cholesterol mdu ¢6 tinh gia dinh di hop tit:
Lidu khoi dau: 10 mg x 1 1an/ngay.
Tuy theo dap tmg, lidu duoc diéu chinh sau moi 4 tun dén 40 mg/ngdy, t6i da 80 mg/ngay.
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- Dibu tri ting cholesterol mdu cé tinh gia dinh déng hop (hé tro cho cdc phieong phdp ha
lipid mdu khdc):
10 - 80 mg x 1 1an/ngay.
- Phong ngica bénh tim mach:
10 mg x 1 lan/ngay.
- Bénh nhén suy than: Khing cn didu chinh liéu.
- Bénh nhédn cé bénh Iy gan tién rrién: Khong dung.
- Nguoi gia: Khong cin didu chinh liu.
- Tré em tir 10 tuéi tro lén:
Liéu khoi dau : 10 mg / ngay.
Tuy theo dap img co thé duge diéu chinh lidu, t6i da 20 mg / ngay.
- Tré em dudi 10 tudi:
Khoéng ding cho tr¢ erh dudi 10 tudi.
- Phoi hgp thude:
Tipranavir + Ritonavir, Telaprevir: Tranh st dung dong thoi voi atorvastatin.
Lopinavir + Ritonavir: Str dung than trong va nbu can thiét nén ding lidu atorvastatin thép nhét.
Darunavir + Ritonavir, Fosamprenavir, Fosamprenavir -+ Ritonavir, Saquinavir + Ritonavir: Khong
qua 20 mg atorvastatin/ ngay.
Nelﬁnavirlz Khong qua 40 mg atorvastatin/ ngay.
7. Chung chi dinh: ;
Qué mén v6i bit ky thanh phan nao cla thudc.
Bénh gan hoat ddng hodc transaminase huyét thanh tang dai dang ma khéng giai thich duge (vuot
qué 3 14n gi6i han trén cua mic binh thuong).
Phu nif c6 thai hodc cho con bi, phu nit 6 kha nang sinh con ma khong sir dung céc bign phap trdnh
thai thich hgp.
D3 duoe didu tri bing thudc khang virus viém gan C: glecaprevir/pibrentasvir
8. Ciinh bdo va thin trong khi ding thude:
- Lam xét nghiém enzym gan truée khi bt dau diéu tri va trong trudmg hop chi dinh lam sang yéu
cau xét nghiém sau do.
- Thén trong khi dung thube cho bénh nhén uéng nhiéu rugu hodc co tién str bénh gan.
- Can nhic theo ddi creatin kinase (CK) trong trudng hop:
+ Trude khi diéu tri, xét nghiém CK nén duge tién hanh trong nhitng trudng hop buy giam chac
nang thén, nhugc giap, tidn sir ban than hodc tién sir gia dinh méc benh co di truyén, tién sir bi bénh
co do str dung statin hodc fibrat truée do, tién st bénh gan va/hodc udng nhiéu rugu, bénh nhén cao
tubi (> 70 tudi) cé nhitng yéu 6 nguy co bi tiéu co van, kha ning xay ra tuong tac thudc va mot so
dbi twong bénh nhén ddc biét. Trong nhitng truong hop nay nén can nhéc loi ich/nguy co va theo dai
bénh nhén trén 1dm sang khi didu tri bing atorvastatin. Néu két qua xét nghiém CK > § 1an gi6i han
trén ciia muc binh thuong, khong nén bt déu diéu tri bang atorvastatin.
+ Trong qua trinh diéu tri bing atorvastatin, bénh nhén can thong bao khi co cée biéu hién vé co nhur
dau co, climg co, yéu co ... Khi ¢6 céc biéu hién nay, bénh nhén can lam xét nghiém CK dé cb céc
bién phap can thiép phu hop
- Nguy co tiéu co vén ting 1&n khi ding ddng thivi atorvastatin voi cdc san pham thude c6 thé 1am
tang néng do atorvastatin trong huyét twong nhu cée thubc rc ché CYP3A4 hoic trc ché protease cua
HIV va viém gan siéu vi C(HCV) (xem thém phén tuong téc thube).
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- Tinh an toan va hi¢u qua cia atorvastatin & tré em chira ddy thi hodic dudi 10 tudi chua duoc xdc
dinh.
- Sir dung statin dai ngay c6 thé gy bénh phéi k& (khé thd, ho, suy giam stre khoe). Néu bénh nhén
nghi ngd ¢6 bénh phdi k& khéng sir dung céc statin.
- Do trong thanh phan thudc ¢6 chira lactose monohydrat, khéng diing thudc cho nhitng bénh nhén cé
vén dé di truyén hiém gap khong dung nap galactose hoic thiéu hut lactase, glucose-galactose.
9. Sir dyng thude cho phu nir ¢6 thai va cho con ba:
* Thoi ky mang thai:
- Atorvastatin chéng chi dinh trong thai ki Céc nghién ciru trén dong vat d4 cho thdy ddc tinh sinh
san. Su an toan & phu nir mang thai chua duge xac dinh. Chi nén dung atorvastatin cho phu nit dang
dd tudi sinh con khi chéc chén khéng c6 thai. Néu bénh nhan c6 thai trong khi dang ding thudc thi
nén ngung ding thude.
* Thoi ky cho con bu: .
Chua 18 atorvastatin duoc phin bd vao sita me hay khdng. Do khd ning atorvastatin ¢6 thé gy tac
dung khéng mong mudn nghiém trong lén tré dang bu me nén chémg chi dinh thuc cho phu nit dang
— cho con bu.
10. Anh hwéng cia thude 1én khi ning ldi xe va vin hanh mdy mdée:
Thudc anh huéng khong déng k& 18n kha néing lai xe va vén hanh may méc.
11. Twong téic, twong ky cia thude:
- Céc thubce e ché manh CYP3A4 nhu ciclosporin, telithromycin, clarithromycin, delavirdin,
stiripentol, ketoconazol, voriconazol,' itraconazol, posaconazol nén tranh dung dong thoi véi
atorvastatin vi c6 thé lam tang ndng d6 ctia atorvastatin trong huyét tuong.
- Céc thude e ché trung binh CYP3A4 nhu erythromycin, diltiazem, verapamil va fluconazol diung
dong thoi ¢6 thé lam tang ndng do huyét twong ciia atorvastatin, ting nguy co bénh vé co. Trong
trudng hop phai diing dong thei nén luu ¥ giam liéu khoi dAu, lidu t5i da cia atorvastatin va khuyén
cdo theo ddi bénh nhén trén 14m sang.
- Thubc tic ché protease ciia HIV va thude diéu tri viém gan sidu vi C (HCV) khi sir dung déng thoi
v6i atorvastatin ¢6 thé 1am ting nguy co gay ton thuong co, nghiém trong nhét 12 tidu co van, than hu
din dén suy than va c6 thé pay tir vong:
Tipranavir + Ritonavir, Telaprevir: Tranh sir dung déng thoi voi atorvastatin.
Lopinavir + Ritonavir: Sir dung than trong va néu can thiét nén dung lidu atorvastatin thap nhat.
Darunavir + Ritonavir, Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir: Khéng
qua 20 mg atorvastatin/ ngay.
Nelfinavir: Khong qua 40 mg atorvastatin/ ngay.
- Thude gdy cam (mg CYP3A4 (efavirenz, rifampin) lam giam ndng do trong huyét tuong cia
atorvastatin khi phdi hop.
- Thude e ché protein chuyén ché (nhu ciclosporin) ¢6 thé 1am tang ndng dé cuia atorvastatin trong
huyét twong. Néu phai ding dong thoi thi cAn giam lidu va theo ddi hidu qua 1am sang.
- Gemfibrozil:Ding df")ng thdi véi atorvastatin ting nguy co ton thuong co va /hodc tiéu co vén, néu
phai phdi hop nén ding liéu thap nhét ctia atorvastatin dat hidu qua.
- Ezetimib, colchicin, cic thude ha cholesterol mau nhém fibrat khéc, niacin lidu cao (> lg/ngay):
Thén trong khi ding phéi hgp voi atorvastatin vi ¢6 thé ting nguy co ton thuong co.
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- Colestipol: Lam giam ndng o huyét twong ciia atorvastatin va chét chuyén héa ¢o hoat tinh ciia n6
khi dung cing. Tuy nhién, khi phdi hop atorvastatin va colestipol thi hi¢u qua giam LDL-C cao hon
khi dung 2 thudc riéng 1é.

- Acid fusidic: Nguy co bénh tiéu co vén ting khi dung ddng thoi acid fusidic voi atorvastatin, tranh
dung cung.

- Diltiazem: Lam ting ndng d¢ huyét tuong cua atorvastatin khi ding cung.

- Digoxin: Khi phdi hop atorvastatin véi digoxin da liéu, ndng dd huyét twong on dinh ctia digoxin
tang. Can theo d&i chit ché nhung bénh nhin dang dung digoxin.

- Thude tranh thai dudng ubng: Ding ddng thoi atorvastatin voi thude tranh thai duéng udng lam
tang ndng dd huyét twong ciia norethindron va ethinyl estradiol. Nén xem xeét sur gia tang nay khi lua
chon thude tranh thai duemg udng cho phuy nit dang dung atorvastatin.

- Warfarin: Ding két hop warfarin v6i atorvastatin 80 mg/ngdy c6 thé lam giam thoi gian
prothrombin, tuy nhién anh huémg khong déng ké.

- Nhwa gén acid mat: C6 thé lam gidm sinh kha dung clia atorvastatin khi ubng cling, nén ding céch
xa nhau.

- Nude ép budi: Khong nén ubng ddng thdi nude ép budi va atorvastatin vi sur phéi hop nay c6 thé
ting nguy co cua nhitng tac dung khong mong mudn.

12. T4c dung khéng mong mudn ciia thube:

Thieomg gdp, 1/100 < ADR < 1/10:

Tiéu héa: T4o bén, ddy hoi, khé tiéu, budn nén, ia chay.

H6 hip: Viém miii hong, chay méau cam.

TKTW: Dau dau.

Chuyén héa: Ting duomg huyét.

Mau: Tang HbAlc.

Hé mién dich: Céc phan tng di tng.

Co xuong va mé lién két: Dau khop, dau co, sung khép, dau Tung.

Gan: Céc két qua thir nghiém chic nang gan tang hon 3 l4n gidi han trén clia binh thuong, & 2%
ngudi bénh, nhung phan 16n 1a khong c6 triéu chung va hdi phuc khi nglmg thude.
It gép, 171000 < ADR < 1/100:

Tiéu héa: Non, dau bung trén va dudi, sung, viém tuy.

TKTW: Chong mit, di cam, gdy mé, suy gidm nhén thuc (mat tri nhé, 1a 1an...).
Chuyén héa: Ha duong huyét, biéng an.

Tam thén: Mt ngt, 4c mdng.

Mat: Nhin mo.

Tai: U tai.

Gan: Viém gan.

Da va mé duéi da: Noi may day, phat ban da, ngira, rung téc.

Co xuong va md lién két: Pau cd, moi co

Hiém gap, ADR < 1/1000:

Mau va hé bach huyét: Giam tiéu ciu.

Théan kinh: Bénh thin kinh ngoai vi.

Mit: Réi loan thi gidc,

Gan mét: U mét.
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Da va md dudi da: Hoai tit biéu bi nhiém ddc, hoi chimg Stevens-Johnson.

Co xuong va md lién két: Bénh co, viém co, tiéu co van.

Rdt hiém gdp, ADR < 1/10000:

Hé mién dich: Séc phan vé.

Tai: Mét thinh gidc.

Gan: Suy gan.

Heé sinh san: Ching vu to ¢ nam.

Phéi: Bénh phéi ka.

Huéng din cdch xiv tri ADR:

Cac thay d6i ndng d6 enzym gan trong huyét thanh thuong xay ra & nhitng thang dau diéu tri vé6i
atorvastatin. Ngudi bénh nao ¢ nbng d transaminase huyét thanh cao phai theo ddi xét nghiém chire
nang gan lan thtt hai d& xdc nhan két qua va theo doi didu tri cho t6i khi cac bat thuomg trér v& binh
thuomg. Néu ndng dé transaminase huyét thanh tang dai ding 1én qua 3 lan gidi han trén cla binh
thudng, thi phai ngimg diéu tri bang atorvastatin.

Ngudi bénh phai bdo cdo ngay véi bée s§ bat ky biéu hién ndo nhu dau co khéng o 1y do, nhay cim
dau va yéu co, diic biét néu kém theo kho chiu hodic sbt.

Phai ngimg thuéc néu ndng d6 CK tang rd rét, cao hon 10 14n gi6i han trén cia binh thuong va néu
chén doan hodc nghi ngd 14 bénh co.

13. Qua lidu va cdch xir tri:

Triéu chirng: Chua c¢6 bdo cdo vé tri¢u chimg qua liéu atorvastatin.

Xie tei: Khong c6 didu tri dic higu nao khi ding atorvastatin qud liéu. Trong truémg hop qua liéu, tién
hanh didu tri triéu chimg va cac bién phép hd trg can thiét. Thude gin manh véi protein huyét twong
nén tham tdch mau khong 1am ting déng ké &9 thanh thai cta atorvastatin.

14. Pic tinh duwge hre hoe:

Atorvastatin 1a chét tc ché canh tranh c6 chon loc v6i IIMG — CoA reductase, lam giam ty 1¢ chuyén
3-hydroxy-3-methyl-glytaryl-coenzym A thanh mevalonat, tién chét ctia cholesterol, do dé lam giam
tong hop cholesterol trong gan va giam noéng do cholesterol trong té bao. Diéu nay kich thich lam
tang cac thu thé LDL trén mang té bao gan, do d6 lam tang thanh thai LDL ra khoi tuén hoan. Thubc
cling c¢6 khuynh huéng 1am giam ndng d6 triglycerid va lam tang HDL-c trong huyét tuong. Téc
dung didu hoa lipid huyét twong quan véi lidu lrong hon 1a véi nbng do thude trong huyét twong.
Ngoai ra, thu6e con ¢6 tic dyng phong ngira céc bién ¢b tim mach. Céc nghién ciru da chimg 16 thude
1am chim qua trinh tién trién vi/hofic 1am thodi lui xo vita déng mach vanh va/hoic déng mach canh.
15. Pac tinh duge djng hoc: '
- Hép thu: Thube dugc hip thu nhanh sau khi udng. Néng d6 huyét twong t6i da dat dwoc trong vong
1 —2 git. Mirc d¢ hap thu ting ty 1é voi lidu atorvastatin. Sinh kha dung thip, khoang 12%.

- Phén bé: Thé tich phan bd trung binh cta atorvastatin 12 khoang 381 lit. Lién két protein huyét
tuwong 98%.

= Chuyéz: hoad: Atorvastatin dugc chuyén héa & gan béi cytochrom Pysp3A4 thanh cac chét chuyén
héa co hoat tinh.

- Thai triz: Thude duge thai trir chil yéu qua mat dudi dang chét chuyén héa c6 hoat tinh. Thoi gian
ban thai trung binh ctia atorvastatin khoang 14 gid nhung thdi gian ban thai cta hoat tinh e ché
HMG-CoA reductase khoang 20 — 30 gi%r do c6 su gép phin cua céc chit chuyén hoa cé hoat tinh.

- Bénh nhan suy gan: Nong d9 huyét twong clia atorvastatin va chit chuyén héa ¢6 hoat tinh cia né
tang rd rét & nhitng bénh nhéan bi bénh gan do nghién ruou.

\\Q’-\‘"’ e
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- Bénh nhan suy thin: Bénh thin khéng anh huémg dén ndng @9, tac dung clia atorvastatin va chat
chuyén hoa.
- Ngudi cao tudi: Néng do atorvastatin trong huyét tuwong & nguoi cao tudi c6 thé cao hon so voi
ngudi tré tudi nhung khong lam thay dbi tac dung diéu hoa lipid huyét.
16. Quy cach dong goi:
Hop 2 vi x 10 vién nén bao phim; Hop 6 vi x 10 vién nén bao phim;
Hop 3 vi x 10 vién nén bao phim; Hop 10 vi x 10 vién nén bao phim;
Hop 5 vi x 10 vién nén bao phim;
Kém theo & hudng dn sir dyng thude bén trong hdp.
17. Didu kién bio quin, han ding, tiéu chuin chit lrong ciia thude:
- Diéu kién bao quan: Noi khd mét, tranh anh sang, nhiét do dudi 30°C.
- Han dimg: 36 thang ké tir ngay san XUAt.
- Tiéu chudn chdt leong: Tiéu chuén co sé.
18. Tén, dia chi cia co sé sin xudt thude:
Cong ty TNHH MTV 120 ARMEPHACO
$$ 118 Vii Xuan Thiéu - Phtic Loi - Long Bién - Ha N§i.
PT: 0243.6740054  Fax: 0243.6740019.



