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HUONG DAN SU DUNG THUOC CHO NGUOI BENH
TROYTOR 20

(Vien nén bao phim Atorvastatin 20mg)
Khuyén cio:
DPoc ky hwomg dan truée khi su dung.

Dé xa tam tay tre em.

Thong bdo ngay cho bdc sT hodic dioe si nhitng tdac dung khong mong muon gdp phai khi su

dung thuoc.

Thuoc ban theo don.

1. Thanh phin, ham lrong ciia thude

Hoat chat:
Atorvastatin calci twong duong vai atorvastatin 20) mg.
Ta dwoge:

Calci carbonat. croscarmellose natri, lactose monohydrat, microcrystallin cellulose, polysorbat 80.
povidon (K-30), silica dioxyde keo khan, magnesi stearat, ethyl cellulose, mau erythrosin lake. titan -,
dioxyd. hydroxypropyl methyl cellulose (E15), propylen glycol. /’[%
2. Mo ta san pham' #

Vién nén bao phim mau héng, hinh trai tim, hai mét khum.

3. Quy cach dong goi:

Hop 3 vi x 10 vién nén bao phim.

4. Thube dung cho bénh gi?

Phong ngira bénh tim mach

O nhimg bénh nhén truong thanh khong ¢6 bénh mach vanh lam sang. nhung co nhiéu yéu té nguy co

d6i v6i bénh mach vanh nhu tudi tac. hut thuoc l4, ting huyét d4p. muec lipoprotein cholesterol ty trong

cao (HDL-C) thap hoic ¢6 tién sur gia dinh vé bénh tim mach. TROYTOR duoc ding dé:

1) Giam nguy co nhdi mau co tim

2) Giam nguy co dot quy

3) Giam nguy co cho viéc thuc hién tai thong mach mau va dau thit ngure

&
2y 5 o K A R (g
O nhitng bénh nhan bi bénh ddi thao duong tuyp 2 va khong c6 bénh mach vanh biéu hién trén lam X,
sang., nhung ¢ nhiéu y¢u té nguy co doi vai bénh tim mach nhu bénh véng mac, albumin ni€u, hut o (A
thude va tang huyét 4p, TROYTOR duogc dung de: .*J
i

1) Giam nguy co nhdi mau co tim

2) Giam nguy co dot quy;

Tang cholesterol miu

TROYTOR duoc ding dé:

1) 1.a mdt thuoc hd tro cho ché do an uonU dé giam cholesterol toan phin, lipoprotein cholesterol ty
trong thap (LDL-C), apo B va nono do triglycerid va lam tang HDL-C ¢ bénh nhan tang
cholesterol méau (di hop tir di truyén va di hop tir khong di truyén) va rdi loan lipid mau hdn hop
(Fredrickson loai Ila va IIb).

2) La mot thude hd tro cho ché dé an ubng dé diéu tri cho bénh nhéan tang muc triglveerid mau
(Fredrickson loai IV).

3) Dbi véi viée diéu tri cac bénh nhan voi tang betalipoprotein mau nguyén phat (Fredrickson loai III)
khong dap img day d voi ché do an udng.

4) Dé giam cholesterol toan phan va LDL-C & bénh nhén tang cholesterol mau dong hop tir di trmen
nhu 14 mot thude hd trg cho phuong phap diéu tri ha lipid khac (vi du, loai bé LDL) hodc néu diéu
tri nhu vay la khong ¢6 san.

5) La mot thude hd tro cho ché do an udng dé giam cholesterol toan phén, LDL-C va apo B & tré em trai
va tré em gai da c¢o kinh nguyét lan dau tién, 10-17 tudi, ¢6 tang cholesterol mau di hop tir di truyén néu
sau khi thir nghiém day du céc lidu phap an kiéng nhung:

a. .LDL-C duy tri & muc > 190 mg/dl hoac
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b. LDL-C duy tri & mue > 160 mg/dl va

Tién str gia dinh bi bénh tim mach trude tudi truomg thanh hodc 6 hai hay nhiéu hon yéu t6 nguy

co bénh tim mach & bénh nhi.
Tham khao huéng dan diéu tri NCEP: Muc tiéu LDL-C va Cutpoints cho diéu tri thay déi 16i song va
diéu tri bang thude trong cic loai nguy co khac nhau.
Sau khi dat duoc mie LDL-C mue tidu. néu triglycerid vin con trén 200 mg/dl. non-HDL-C (bang
murc cholesterol toan phan trir di mae HDL-C) tré thanh mét muc tiéu thir cap cua didu tri. Muc tiéu
ctia non-HDL-C duge thiét lap 30 mg/dl cao hon so véi muc tiéu LDL-C cho ting loai nguy co.
Trude khi bét dau didu tri véi TROYTOR. nguyén nhan thir cip cho su tang cholesterol mau (vi du.
kém kiém soat bénh dai thdo dudmg. suy gidp. hdi ching thén hu, rbi loan protein mau, bénh gan tic
nghén. didu tri bang thude khac va nghién ruou) phai duoc loai trir va dit lidu vé lipid duge thue hién
dé do luong cholesterol toan phan. LDI-C, HDL-C va triglycerid. Déi v6i bénh nhin ¢d mire
triglycerid < 400 mg/dl (< 4.5 mmol/l), LDL-C ¢6 thé duoc uge tinh bang cach str dung cong thic sau:
LDL-C = cholesterol toan phan -(0.20 x [TG] + HDL-C). Déi voi mue triglycerid > 400 mg/dl (> 4.5
mmol/1). cong thuc nay kém chinh xac hon va ndng dé LDL-C nén duoc xéc dinh bing siéu ly tam.
5. Nén dung thude nay nhw thé nao va liéu lwgng?
Bénh nhén phai duge nhan mot ché d an chuin dé giam cholesterol truée khi ding TROYTOR va
nén tiép tuc ché do an nay trong khi diéu tri voi TROYTOR.
Ting cholesterol mau (di hop tu di truyén va di hgp tu khong di truyén) va roi loan lipid mau//
hén hop (phén loai Fredrickson loai 1la va I1b): /
Liéu khoi dau l\huwn céo ciia TROYTOR la 10 hodc 20 mg mdi ngay mot lan. Nhirng bénh nhan can
giam nhiéu trong nong dd LDL-C (hon 459 %0) €O thé duoc bt dau & mic 40 mg moi ngay mot lan.
Khoang liéu dun<r TROYTOR la 10-80 mg mdi ngay mét 1an. TROYTOR c¢é thé duge udng nhur mot
liéu duy nhdt tai bit ky thoi diém nao trong ngay, lic no hodc lie doi. Liéu khoi ddu va duy tri cua
TROYTOR phai duge ca nhan héa theo dac diém bénh nhén nhu myc tiéu va dap tmg diéu tri. Sau khi
bat dau va/hodc khi diéu chinh lidu cia TROYTOR. nong dd lipid nén duge phan tich trong vong 2-4
tudn, diéu chinh lidu lugng cho phu hop.
Tang cholesterol mau di hop tir di truyén & bénh nhi (10-17 tum)
Liéu khoi dau khuyén cdo cuia TROYTOR la 10 mg/ngay; lidu t6i da la 20 mg/ngay. Liéu dung nén
duoc ¢a nhan theco muc ticu khuyén cho diéu tri. Diéu chinh phai duoc thuc hién trong khoang thoi
gian 4 tudn hodc nhiéu hon.

=
Tang cholesterol mau dong hop tir di truyén -
Lidu luong TROYTOR & bénh nhan tang cholesterol mau dong hop tir di truyen la 10-80 mg mdi
ngay. TROYTOR nén dugc st dung nhu mot thuoc hé tro cho phuong phap diéu tri ha lipid khac (vi "
du. loai bo LDL) 0 nhitng bénh nhan nay hodc néu phuong phéap diéu tri nhu vy 1a khéng c6 sin. e
Diéu tri phéi hop =

~

Atorvastatin ¢6 thé duoc si dung két hop v6i mot nhua resin gan v6i acid mat cho tac dung cong
huong. Noi chung nén tranh két hop cac chit ire ché enzym khir HMG-CoA va céc fibrat.

Khi ding ddng thiri vii thude diéu tri viem gan

Tipranavir + ritonavir: telaprevir: Tranh str dung atorvastatin.

Lopmavu + ritonavir: Str dung than trong va néu cin thiét nén dung liéu atorvastatin thap nhat.
Darunavir + ritonavir; fosamprenavir; fosamprenavir + ritonavir; saquinavir + ritonavir: Khéng qua 20
mg atorvastatin/ ngay.

Nellinavir: Khong qua 40 mg atorvastatin/ ngay.

6. Khinao khong nén ding thude nay?

Qua man cam vol bat ky thanh phéan nao cta thude nay.

Bénh gan cép hodc tang dai ding mirc céc transaminase huyét thanh khong giai thich duorc.

Phu nir ¢é thai, phu nit cho con bt va phu nir ¢6 kha nang c6 thai khong sir dung céc bién phap tranh
thai thich hop.

bang dung thudc diéu tri viém gan tipranavir + ritonavir hodc telaprevir.

7. Téc dung khéng mong muén:

TROYTOR noi chung dugc dung nap tét. Tac dung phu thuong nhe va thodng qua. Céc tac dung phu
thudng gip nhét duge cho 1a lién quan dén atorvastatin la tao bén, day hoi, khé tiéu, dau bung, suy
giam nhan thire (nhu mat tri nhé, 16 14n. ). ting dudomg huyét, tang HbA lc.
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Dua trén dir liéu tir cdc nghién ctru ldm sang va sau khi luu hanh ra thi trudmg. céc tac dung bat loi cua
atorvastatin dugc liét ké dudi day.

Cac tan s phan tmg ude tinh duge xép theo quy uge sau: thuong gip (= 1/ 100, < 1/10): it gap (=
1/1.000. < 1/100); hiém gédp (> 1/10.000. <1/1.000); rat hiém gap (<1/10,000). chua biét (khong thé
ude luong duge tir dir liéu san co).

Nhiém trang va nhiém ky sinh tring

Thuomg gdp: viém mui hong.

Roi loan mau va bach huy &t

Hiém gap: giam tiéu cau

Réi loan hé théng mién dich

Thuong gap: phan img di ing.

Rdl hiém gap: phan Umg phan vé.

Roi loan chuvén héa va dinh ducmg

Thuong gép: ting duong huy ét.

it gap: ha duong huyét. tang can, chan an.

R6i loan tam thén

it gip: con ac mdng, mat ng.

Ri loan hé than kinh >
Thudng gap: dau dau ,,/[ (
it gdp: chong mat. mar cam giac, budn ngu. rdi loan tim than. mét tri nhé. / '
Hiém gap: bénh ly than kinh ngoai vi. ‘
R&i loan mit

Thuong gép: thi lue mo.
Hlem gap: roi loan thi gid

R&i loan tai va mé dao

it gap: u tai.

Rat hiém gap: mat thinh gidc.

Réi loan hé hip. 16ng ngue va trung that

Thuong gip: dau thit hau hong. chimg dau that nguc.

Réi loan tiéu héa -
Thudng gdp: tao bon, day hoi, chimg kho tiéu, budn ndn. tiéu chay. =
[t gdp: n6n mua, dau bung trén va dudi. chay mau. viém tuy. =

Roi loan mat

it gap: viém gan.
Hiém gap: r mat. -
Rét hiém gip: suy gan. 3
Réi loan md da va mo dudi da

It gap: ndi may day, ndi man da, ngira, rung toc.

Hiém gap: phu thuong vi. viém da bao gdm héng ban da dang. hoi chimg Stevens-Johnson va hoai i

thuong bi nhiém déc.

R&i loan co xwong va md lién két

Thuong gép: dau co. dau khép. dau & dau, co thit co. sung khép. dau lung.

it gép: dau cd. moi co.

Hiém gap: chimg dau co. viém co. tiéu co van. chimg gén co.

Chua biét: bénh co bi hoai tir do trung gian mién dich.

Hé théng sinh san va roi loan vi

Rét hiém gap: vii to & nam gidi.

R&i loan téng quat va tai chd

It gap: suy nhuge, dau ngye, phii ngoai bién, mét moi, sOL.

Céc chi sd xét nghiém

Thuong gip: xét nghiém chic nang gan khong binh thuong, tang creatin Kinase mau.

it gap: bach cau niéu duong tinh.

Ciing nhu cac chét irc ché enzyme khir HMG-CoA khéc. tang transaminase huyét thanh duoc bao €ao

& nhitng bénh nhan dung thudc atorvastatin. Nhimg thay déi nay thuomg nhe. thodng qua va khong can

3
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phai ngung diéu tri. Tang transaminase huyét thanh co y nghia vé 1am sang (> 3 lan so voi gidi han
trén cua mirc binh thuong) xay ra o 0.8% bénh nhén trén dung atorvastatin. Su ting transaminase
huy &t thanh ¢6 lién quan dén lidu dung va c6 thé dao nguorc & tat ca cac bénh nhan.

\ono do creatin kinase huvet thanh (CK) tang Udp 3 lan so va&i binh thuong & 2.5% bénh nhan dung
atorvastatin, tuong tu nhu cac chét e ché enzym khia HMG-CoA khéc trong cac thir nghiém 1am sang.
Nong do gdp 10 1an so véi mire binh thuong xay ra ¢ 0.4% bénh nhan dugc diéu tri atorvastatin.

Tré em

Co s¢ dir li¢u an toan lam sang bao 26m dir liéu an toan cho 249 bénh nhi duge diéu tri atorvastatin,
trong d6 7 bénh nhan < 6 tudi. 14 bénh nhan trong khoang tir 6 dén 9 tudi. va 228 bénh nhan trong do
tudi tir 10 dén 17.

Réi loan hé than kinh

Thuong gap: dau dau.

ROi loan tiéu héa

Thuomg gap: dau bung.

Xét nghiém

Thudng gp: tang alanin aminotransferasc, tang creatinin phosphokinase.

Dua vao dur licu san co, tan suat, loai va mic dd nghiém trong cua cac phan tmg bt loi & tré em duge
du kién s& gidng nhu & ngudi 16n. Hién tai, ¢6 rat it kinh nghiém vé an toan lau dai o tré em.
Céc phan tng bat loi sau ddy di duge bdo cdo véi mot sb statin:

« Ri loan chire nang tinh duc.

« Tram cam.

+ Céc trudong hop ngoai 1€ cua bénh phoi k&, dac biét voi diéu tri dai han.

. Ddl thdao duong: Tan sudt s& tuy thude vao su hién dién hodc \«ano mit cua cac yeu td nguy co (dudng

huyét lae doi > 5,6 mmol/l, BMI > 30 Iw/m tang triglycerid, tién st tang huyet ap).

8. Nén trinh ding nhirng thuée hodc thue pham gi khi dang sir dung thube nay? »
Tang nguy co On thuong co khi sir dung ddng thoi cac thude sau day véi atorvastatin: cyclosporin. ;
gemfibrozil, cac thude ha cho]e%teml mau nhom fibrat khéc, niacin lidu cao (> 1 g/mgay), colchicin.
erythromycin. thuc khang ndm nhom azol.

Khdng acid: Khi atorvastatin dugc dung dong thoi cing hdn dich calci cachonat. nono dd trong huyét

trong cua atorvastatin giam khoang 35%. Tuy nhién su giam LDL-C khong thay doi.

4ntzpvrm. Vi atorvastatin khong anh huong dén duge dong hoc cta antipyrin, nén khong cé tuomg tac =
voi thude khac chuyén hoa qua céen héa qua cung loai cytochrome. L
Colestipol: Nong do atorvastatin trong huyét tuong giam khoang 25% khi colestipol va atorvastatin

duoc dung chung. Tuy nhién. khi atorvastatin va COlthlpOl duoc ding déng thi, su giam LDL-C la ”
cao hon so voi khi hai thude nay duoc dung riéng €. -
Cimetidin: Néng do atorvastatin trong huyél tuong va sy giam LDL-C khong bi thay déi khi dung 2

chung véi cimetidin.

Digoxin: Khi nhiéu lidu atorvastatin va digoxin duge dimg chung. néng dé 6n dinh cua digoxin trong

huyét twong tang lén khoang 20%. Vi vy, bénh nhan dung digoxin phai duoc theo doi mét cach thich

hop.

Erythromycin: Nong do atorvastatin trong huyét tuong ting 1én khoang 40% khi dung chung véi

ervthromyein la mot chat trc. ché cytochrom P450 3A4.

Thuéc tranh thai dwong uéng: Dung dong thoi atorvastatin va thude tranh thai dudng uona lam tdng

gia tri AUC cua norethindron va ethinyl estradiol khoang 30% va 20%. Su tang lén mirc nong do cua 2

hal noi trén phai duge xem xét khi lva chon thuoc tranh thai cho phu nir dang dung atorvastatin.

Warfarin: Atorvastatin ¢ hiéu luc khong ¢6 y nghia lam sang trén thoi gian prothrombin khi dung

cho bénh nhan duoc diéu tri warfarin dai han.

Chire nang nji tiét

Enzym khir HMG-CoA can thi¢p vao su téng hop cholesterol va vé mdt 1y thuyét c6 thé day lui san

xudt steroid thuong thin va / hodc tuyén sinh duc. Can than trong néu mot chat tc ché enzym khir

HMG-CoA duoce ding dong thoi véi céc thube co thé lam giam ndng do hodc su tic dong cua céc

hormon steroid néi sinh, vi du nhu ketoconazol, spironolacton va cimetidin.

Thuéc diéu tri viém gan
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Viée str dung déng thoi cae thude ha lipid mau nhém statin voi cac thudc diéu tri HIV va viém gan
sicu vi C (HCV) ¢6 thé lam tang nguy co gdy ton thuong co. nghiém trong nhat la tiéu co van, than hu
dan dén suy than va 6 (hé gay tr vong:

Tipranavir + ritonavir: telaprevir: Tranh sir dung atorvastatin.

Lopinavir + ritonavir: St dung than trong va néu cén thiét nén dung lidu atorvastatin thap nhit.
Darunavir + ritonavir; fosamprenavir; fosamprenavir + ritonavir; saquinavir + ritonavir: Khong qua 20
mg atorvastatin/ ngay.

Nelfinavir: Khong qua 40 mg atorvastatin/ ngay.

9. Can lam gi khi mot lAn quén khong dung thude?

Udng liéu tiép theo ding gid duge chi dinh. Khong duoc udng bu cho lidu da bi quén.

10. Cin bio quan thude nay nhw thé nao?

Bao quan ¢ nhiét do khong qua 30°C, tranh h 4m

Khéng su dung thudc khi di qud han dimg cua thude in trén bao bi.

11. Nhirng déu hiéu va triéu chirng khi diing thudc qua lieu:

Chua biét.

12. Cin phii lam gi khi ding thuie qud liéu khuyen cao?

Trong trudmg hop qua liéu, bénh nhan cin duge didu tri tridu chimg va cdc bién phap hd tro thiét lap

theo yéu cau. ' /[//
13. Nhirng diéu cin thin trong khi dang thude nay: /,/y
Canh bao #

Réi loan chirc nang gan

Gidng nhu mot s6 thude ha lipid khdc, chit e ché enzym khir HMG-CoA., gdy ra cac bat thuong vé

sinh hoa cua chirc nang gan.

Tang dai dang mirc céc transaminase huyét thanh (> 3 lan gidi han trén ctia mic binh thuomg xay ra 2

lan hodc nhidu hon) xudt hién & 0,7% bénh nhan dung atorvastatin. TV 1¢ cac bét thuemg nay 1a 0,2%,

0.2%., 0,6% va 2,.3% lan lugt cho lidu 10, 20, 40, va 80 meg.

Mot bénh nhan phat trién bénh vang da. Tang cac chi sO trong céc thu nghiém chire niang gan & nhi’rgg

bénh nhan khac khong lién quan voi vang da hodc ¢o dau hi¢u hay triéu chung 1dm sang khac. Khi

giam lidu dung. dung thube gian doan hodc ngimg dung thude. ndng do transaminase tré lai bang hoac
uan muc khi chua dung thube ma khéng dé lai di chirng. = _/?’

Khuyén cao lam xét nghi¢ém enzym gan truée khi bat dau diéu tri bang statin va trong truomg hop chi

dinh 1am sang yéu cau xét nghiém sau dé.

Thay déi enzym gan thudng xay ra trong 3 thang dau diéu tri véi atorvastatin. Bénh nhan co tang nong

d0 transaminase phai duge theo doi cho dén khi nhiing bat thudng nay duoc giai quyét. Néu tang dai

dang ALT hodc AST >3 lan gi6i han trén cia mic binh thudng). giam lidu hodc ngimg di¢u tri voi
atorvastatin duoc khuyén céo.

Atorvastatin phai dugc sur dung thén trong ¢ nhimg bénh nhan udng nhiéu rugu va‘hodc cé tién sur

bénh gan. Chéng chi dinh sit dung atorvastatin cho bénh gan hoat dong hodc ting dai ding mic

transaminase khong giai thich duoc.

Co xwong

Trudng hop hiém hoi cua tidu co van cing véi suy than cap tht phat myoglobin niéu da dugc bdo cdo

voi atorvastatin va véi cac thude khéc trong nhom nay.

Can nhac theo doi creatin kinase (CK) trong trudong horp'

» Trude khi diéu tri, xét nghiém CK nén dugce tlen hanh trong nhimg truomg hop: Suy giam chuce
ndng than. nhuge gidp, tién sir ban thin hoic llen st gia dinh méc bénh co di truyén, tién sir b
bénh co do su dung statin hogc fibrat truge do. tién sir bénh gan va/hodc udng nhidu rugu, bénh
nhan cao tudi (> 70 tudi) c6 nhitng yéu td nguy co bi tidu co van, kha nang xdy ra tuong tdc thube
va mot s§ ddi tuong bénh nhan dic biét. Trong nhiing truomg hgp nay nén cén nhic loi ich/nguy co
va theo doi bénh nhdn trén lam sang khi diéu tri bing statin. Néu két qua xét nghiém CK > 5 lan
eidi han trén cua mire binh thudng, khong nén bat dau diéu trj bang statin.

» Trong qua trinh diéu tri bang stalin, bénh nhan can thong bao khi co cac biéu hién vé co nhur dau co,
clmg co. yéu co ... Khi cé cac biéu hién nay, bénh nhan can lam xét nghiém CK dé c6 cac bién
phap can thiép phu h(_)‘p.

WY
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Tang nguy co ton thuong co khi st ding dong thoi cac thude sau day vai atorvastatin: cyclosporin,
gemlibrozil, cac thude ha cholestuol mau nhém fibrat khéc, niacin liéu cao (> 1 g g/ngay), colchicin,
erythromycin, thuéc khang ndm nhém azol: Bac si xem xét diéu tri két hop véi atorvastatin va
cyclosporin, gemfibrozil. cac thuée ha cholesterol mau nhém fibrat khac, colchicin. erythromycin,

thude khang nam nhom azol hodc ha thap lidu didu tri cua niacin nén duge can nhac mot cach thdn
trong dya trén nhing loi ich va rui ro ti€ém tang va phai theo doi bénh nhin mot cach can than véi bat

kv dau hiéu hoac triéu ching dau co hay véu co, dic bidt la trong nhiing thang diu cua didu tri va
trong bat ky thoi diém diéu chinh tang liéu. Pinh ky xéc dinh creatin phosphokinase ¢o thé dugc xem

xét trong tinh huéng nhu vay. nhung khéng 6 sy dam bao rang giam sat nhu vy s€ ngin chin sy Xudt

hién cua bénh co nghiém trong.

Diéu trj bang atorvastatin phai duoc ngimg lai tam thoi hodc ngung dung thude o bt k¥ bénh nhan véi

mdt tinh trang nghiém trong cap tinh duoc _nghi ngd cua mét bénh co hodc ¢6 \eu td nguy co nguyén

nhan nén dan dén phat trién suy than thi cap dén tiéu co vén (vi du, nhiém tring cip nghiém trong. ha
huyét 4p. dai phdu thudt. chin thuong. rdi loan chuyén héa. ndi tiét va chat dién giai ndng va co giat
khong kiém soat dugce).

Thuébc diéu tri viém gan

Viée str dung dong thoi cac thude ha lipid mdu nhom statin voi cac thude di¢u trji HIV va viém gan

siéu \1 C (IICV) ¢6 thé lam tang nguy co gdy ton thuong co. nghiém trong nhat 1a tiéu co van, than hu , ;
dan dén suy than va co thé gdy tir vong: ’,/({ o
Tipranavir + ritonavir; telaprevir: tranh su dung atorvastatin. /
Lopinavir + ritonavir: Str dyng thn trong va néu can thiét nén dung lidu atorvastatin thip nhat.
Darunavir + ritonavir; fosamprenavir; fosamprenavir + ritonavir; saquinavir + ritonavir: Khong qua 20

mg atorvastatin/ ngay.

Nelfinavir: Khong qua 40 mg atorvastatin/ ngay. :
Bénh plwl ké A
Céc truomg hop ngoai I¢ cua bénh phoi ke da dugc bao cao vo1 mot s statin, déc bict la vai diéu tri dai
han.Cac dac dlt,m ¢6 thé bao gdm tho déc. ho khan va suy giam sirc khoe tong quat (mét moi. giam
can va sot). Néu nghi ngdr bénh nhan da phat trién bénh phéi k&. nén ngung dung statin.

Dai thio duong

Mot sé bang chimg cho lhav cae statin gidng nhu nhom thude lam ting glucose mau va & mot so bénh
nhan. co nguy co cao mic bénh dai thao duong, ¢b thé gy ra tang muc duong huyét. vi viy can quan
tam dén nguy co bénh dai thio duong. Tuy nhién, nguy co nay la lhap hon mure d§ giam nguy co bénh
tim mach do statin va do do khong nén la ly do dé dimg dleu tri bang statin. Cac bénh nhan ¢é nguy co
cao (glucose lic déi 5.9 dén 6,9 mmol/l, BMI > 30 kg/m’, tang triglycerid, ting huyét ap) nén duge
theo doi ca vé 1am sang va sinh hoa theo hudng dan cua bac si.

Td duoc

TROYTOR 20 chira lactose. Bénh nhin ¢6 céc vén dé v& di truyén hiém gap khéng dung nap
galactosc. thiéu hut Lapp lactase hodc kém hap thu glucose-galactose khong nén dung thude nay.

Than trong

Déi twong ch ung

Trude khi tién hanh diéu tri voi atorvastatin, mot no lue phai dwoc thuc hién dé kiém soat tang
cholesterol mau nhur ché dé an udng thich hop. tap thé duc va giam cén & bénh nhan béo phi va dé diéu
tri cdc van dé y té co ban khac.

Phy nit mang thai

An toan cua thudc & phu nir ¢6 thai chua dugc thiét 1ap. TROYTOR chi nén ding cho phu nit ¢ do tudi
mang thai khi b¢nh nhan nay rat kho co khé ning thu thai va da duoc thong bao vé nhimg méi nguy
hlun tiém 4n khi dung thudc. Néu bénh nhan c6 thai trong khi dung TROYTOR. phai ngimg thube va
tu van cho bénh nhan mot 1an nira vé cdc mdi nguy hiém tiém an cho thai nhi.

Thoi ky cho con bu

Thube di qua sita dong vét thi nghiém, khdng o di qua sita & ngudi. Do nguy co trén tré nho. chong
chi dinh str dung atorvastatin cho phu nir dang cho con bu.

Sir dung cho tré em

NN\ 2ip0ppm o\ &



nttps://vnras.com/drug/

Lleu lén hon 20 mg chua duoc nghién ciru & déi tuong bénh nhan nay. Nit vi thanh nién phai dugce tu

van vé céc phuong phap tranh thai thich hop trong khi diéu tri véi TROYTOR. Atorvastatin chua dugc

nghién ctru & nhimg bénh nhén trude tudi dy thi hodc nhing bénh nhan tré hon 10 tudi.

Si dung trong lao khoa

Tan suat ngung dung thude do tac dung bét loi tuong tu nhau gitra hai nhom tudi. Khong co su khac

biét vé bat thuong xét nghiém lam sang lién quan gitra cde nhém tudi.

Tdc dong khi vin hanh mdy mdc va ldi xe va lam viéc trén cao

Atorvastatin co anh huong khéng ddng ké dén kha nang lai xe va van hanh may méc.

14. Khi nao can tham van bic si, duge si?

Néu can thém thong tin xin hoi y kién bdc sT hode dwoc T,

15. Han dung cua thude:

24 thang ké tir ngdy san XUAL.

16. Tén, dla chi, biéu tugng (neu ¢6) cua co quan, ca nhin chiu trach nhiém vé thuoc:

Nha sin xuit:TROIKAA PHARMACEUTICALS LIMITED

Pia chi: Sanand — Kadi road. Thol City: Thol — 382 728, Dist: Mehsana Gujarat state. An Do.

Ngay xem xét sura doi, cap nhat lai ndi dung huing din sir dung thude: 23/12/2017 .
(L
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE
TROYTOR 20
(Vién nén bao phim Atorvastatin 20mg)
1. Thanh phin, ham lugng cia thudc

Hoat chat:
Atorvastatin calci tuong duong voi atorvastatin 20 mg.
Ta dwoe:

Calci carbonat. croscarmellose natri, lactosc monohydrat, microcrystallin cellulose, polysorbat 80.

povidon (K-30), silica dioxyde keo khan, magnesi stearat, ethyl cellulose, mau erythrosin lake, titan

dioxyd. hydroxypropyl methy! cellulose (E15). propylen glycol.

2. Dang bao ché:Vién nén bao phim.

3. Cac dac tinh duge ly

3.1 Dic tinh duge lwe hoe

Atorvastatin va so chat chuyén hoa cua né thi cé hoat tinh duge ly & ngudi. Gan 1a noichu Veu dién ra

hoat dong tong hop cholesterol va thanh thai lipoproteinty trong thip ( LDL).Ham lugng thube tuong

quan v6i su giam lipoprotein cholesterol ty trong thdp (LDL-C) hon 1a ndng do thudc. Ca nhan hoa, ,,

lidu dung phai dya trén dap tng diéu tri. /[ [ ({

Co ché tac dung /
Atorvastatin la mot chét trc ché canh tranh chon loc ctia enzym khir HMG-CoA. enzymnay han che toc

d6 chuyén doi 3- -hydroxy-3-methylglutaryl-coenzym A thanh mevalonat, mevalonat la mot tién chat

cua sterol, bao gdm cholesterol. Cholesterol va triglycerid tuan hoan trong mau nhu 1a mot phdn cla

phitc hop lipoprotein. Triglycerid va cholesterol trong gan duge gin két chat ché véilipoprotein ty e

trong rat thap (VLDL)va duogc phong thich vao huyet tuong cho viée van chuyén dén mo ngoai bién. :

LDL-C duoc hinh thanh tir VLDL va duoc thoai biénchu yéu thong qua cac thu thé LDL ai luc cao.

Néong d6 cao cholesterol toan phan, LDL-Cva apolipoprotein B (apo B) thic day xo vita dong mach &

nguoi va la nhimg yéu t& nguy co ctia phat trién bénh tim mach, trong khi do nong d cao cua

lipoprotein cholesterol ty trong cao (IIDL-C)lam giam nguy co cua bénh tim mach.

Atorvastatin 1am gidam ndng dg cholesterol trong huyét tuong va lipoprotein han0 cach te ché enzym

khur HMG-CoA va lam giam tong hop cholesterol & gan va bing cach tang s6 luong thu thé LDL trén .

be mat té bao dé tang cuong su hap thu va thoai bién LDL: Atorvastatin ciing lam giam san xuat [.DL

va sé luong cua cac hat LDT.. Nong dd cao ctia cholesterol toan phdn LDL-C va apo B (mdt phirc hop

mang cho LDL-C)thuce day xo vira dong mach & ngudi. Tuong ur. nong do thip cia HDL-C (va phire

hop van chuyén caa HDL-C, apo A) ¢6 lién quan véi su phat trién cia xo vira dong mach. Ty 1& mac

bénh va tir vong do bénh tim mach ty I¢ thudn véi mace cholesterol toan phin. LDL-C va ti 1& nghich

voi mirc HDL-C. a

Atorvastatin lam giam cholesterol toan phf?m LDL-Cva apo B ¢ bénh nhén tang cholesterol mau déng

hop tir va di hop i khong €6 tinh di truyénva rdi loan lipid mau hdn hop. Atorvastatin cling lam gidm

lipoprotein cholesterol ty trong rat thap (VLDL-C) va triglycerid va lam ting mic HDL-C va
apolipoprotein A-1. Atorvastatin lam giam cholesterol toan phan, LDL-C, VLDL-C. apo B, triglycerid

va non-HDL-Cva lam ting HDL-Co bénh nhén tang triglycerid mau don doc. Atorvastatin lam giam

lipoprotein cholesterol ty trong trung gian (IDL-C) ¢ nhirng b¢nh nhén roi loan lipid mau.

Gidng nhu LDL, cdc lipoprotein giau triglycerid lam giau cholesterol, bao gébm VLDL, lipoprotein ty

trong trung gian (IDL) va tan tich ciing ¢ thé thic day xo vira dong mach. Tang triglycerid huyét

twong thuong duge phat hién trong mot bg ba voi mire HDL-C thap va cac hat LDL nho, ciing nhu két

hop voi céce yéu td nguy co chuyén hoa non-lipid cho bénh mach vanh.

3.2 Pic tinh duge dong hoc

Th6ng tin chung

Hip thu

Atorvastatin duge hip thu nhanh sau khi uong Néng @6 huyét twong téi da xudt hién trong vong 1-2

gir. Mirc d6 hdp thu ting ty 1¢ thudn vdi licu dung cua atorvastatin. Sinh kha dung tuyét déi cua

atorvastatinkhoang 14% va kha dung toan than cua tac déng trc ché enzym khu [IMG-CoA khoang

30%. Kha dung toan than thap la do su thanh thai trude khi hép thu toan than xday ra ¢ niém mac

dudmg tiéu hoa vi‘hodc chuyén hoa lan dau & gan. Mac du thire dn lam giam toc do va mitc do hap thu

tuong ng khoang 25% va 9%.theo nhu dugc dinh gid boi Chax va AUC, sy lam giam LDL-C khi

1
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atorvastatin duoc udng lic no hay lac doi la nhu nhau. Néng do atorvastatin luwet tuong thap hon
(khoang 30% ddi voi Cppa, va AUC) sau khi uom, thude vao budi chiéu tdi so voi uonu thude vao budi
sang. Tuy nhién, giam LDI.-C la nhu nhau bat ké thoi gian trong ngay ding thude.

Phiin bé

Thé tich phan bé trung binh cua atorvastatin khoang 381 lit. Khong it hon 98% atorvastatin gin két vOi
protein huyét tuong. Ty 1é mauw/huye & twong xap xi bang 0.25 cho thiy thude thim yéu vao héng cau.
Atory astatm ¢6 thé duge bai tiét vao sira me.

Chuyén héa

Atorvastatin duoc chuyén hoa boi cytochrom P430 3A4 thanh dan chit ortho va para hydroxyl va cac
san pham beta-oxy héa khac nhau.Ngoai cac con dudng khac. cic san p]mn1 ndy sau do trai qua sy
glucuronid hoa. In vitro, su tc ché enzym khir HMG-CoA do céc chat chuyén héa ortho va para

hydroxyl la tuong duong voi atorvastatin. Khoang 70% tac dong (e ché enzym khu HMG-CoA la do ,//

cac chét chuyén héa co hoat tinh. /jf/
Thai trie ‘

Atorvastatin va céc chat chuyén hoa cua n6 duge thai trir chu yéu qua mat sau chuvén hoa & gan
v/hoidc chuyén hoa ngoai gan; Tuy nhién, thudc nay dudmg nhu khong trai qua chu trinh gan rudt.

Theri gian ban thai huyét tuong trung binh & nguoi cua atorvastatin khoang 14 gio. nhung thoi gian ban

thai cua hoat dong tre ché enzym khir HMG-CoA 1a 20-30 gi¢r do su tich Ity cua céc chat chuyén héa

¢6 hoat tinh. it hon 2% cua liéu atorvastatin dugc tim thdy trong nude tiéu sau khi uéng thude.

Néng d6 atorvastatin trong huye ét twong & phu nir khdc voi ¢ nam gidi (cao hon khoang 20% doi véi

Cmax Va thap hon 10% déi voi AUC): Tuy nhién, khéng cé su khac biét dang » ké vé mat 1am sang trong
viéc giam LDL-C v&i atorvastatin gitta nam gidi va phu nt.

Quin thé dic biét

Nguwoi cao tuoi

O ngudi cao tudi khoe manh. nonU d9 atorvastatin trong huyét trong va céac chét chuyén hoa con hoat

tinh cao hon so voi © ngudi tré tudi. trong khi hiéu qua trén lipid 1a twong duong véi bénh nhén tré

tuoi.

Tre em
Trong mét nghién clru mo 8 tudn. Tanner Stage 1 (N = 15) va Tanner Stage > 2 (N = 24) bénh nhan tre
em (tor 6 dén 17 tum) co tang cholesterol mau di tlmen di hO’p to va cholestcrol LDL ban dau > 4 -

mmol/l da duoc diéu tri véi 5 mg hoac 10 mg dang bao ché vién nhai hogc 10 mg hodc 20 mg
atorvastatin dang bao ché vién bao phim mdi ngay mdt lan. T rong luong co the chi 1a mét bién sé quan
trong trong md hinh PK dan s6 atorvastatin. Su thanh thai biéu kién duong udng atorvastatin ¢ tré em
xudt hién twong tu nhu ngudi 1én khi xét twong quan vé lidu luogng theo trong luong co thé. Su giam
cholesterol LDL va cholesterol toan phan tuong (mg da duge quan sét thdy trong cdc khoang phoi
nhiém atorvastatin va o-hvdroxyatorvastatin.

Gidi tinh

Néng do atorvastatin va céc chét chuyén héa c6 hoat tinh & phu nit khac véi & nam gidi (cao hon
khoang 20% ddi véi Cae va thdp hon 10% déi véi AUC). Nhirng khac biét nay khong cé v nghia lam
sang, khong co su khac biét vé mat 1am sang gitra hiéu qua trén lipid & nam gi¢i va phu ni.

Suy than

Bénh than khong anh huong dén ndng do trong huyét tuong hodc hiéu qua trén lipid cla atorvastatin
va céc chét chuyén hoa co6 hoat tinh.

Suy gan

Nong d6 atorvastalin trong huyét tuvong va cac chat chuyén héa cé hoat tinh tang 1én dang ké (khoang
16 14n ddi voi Cppay va khoang 11 lan déi véi AUC) & nhiing bénh nhéan bi bénh gan man tinh do rugu
(Child-Pugh B).

Da hinh SLOCIBI

Viéc hip thu ¢ gan cia tit ca cac chit e ché enzym khi HMG-CoA bao gbm atorvastatin, lién quan
dén chét van chuyén OATPIBI. O nhiing bénh nhéan c¢6 da hinh SLCOIB1 ¢6 nguy co ting phoi
nhidm atorvastatin, diéu ndv ¢6 thé din t6i tang nguy co tiéu co van. Da hinh trong gen mi hod
OATP1BI (SLCO1BI ¢.521CC) ¢ lién quan véi mite phoi nhiém atorvastatin cao hon 2.4 lan so voi
¢ nhiing ngudi khong ¢d bién thé genotype nay (c.521TT). Kha niing hap thu atorvastatin & gan ciing
giam ¢ nhitng bénh nhan nay. Hau qua gay ra do tac dung nay la chua biét.

AL DN
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4. Quy cach déng géi: Hop 3 vi x 10 vién nén bao phim.

5. Chi dinh dicu tri

Phong ngira bénh tim mach

O nhimg bénh nhan truong thanh khong ¢6 bénh mach vanh ldm sang, nhung c6 nhiéu yéu té nguy co
déi voi bénh mach vanh nhu tudi tac. hat thude 14, tang huy /&t dp. mic HDL-C thip hodc ¢ tién st gia
dinh vé bénh tim mach, TROYTOR duogc chi dinh dé:

1) Giam nguy co nhdi mau co tim

2) Giam nguy co dot quy,

3) Giam nguy co cho viée thue hién tdi thong mach mau va dau thit ngyc

O nhitg bénh nhan bi bénh ddi thio dudng tuyp 2 va khong c6 bénh mach vanhbiéu hién trén 1dm
sang. nhung co nhluu yéu td nguy co dbi v6i bénh tim mach nhu bénh vong mac, albumin niu, hat
thude va tang huyét ap,TROYTORdugc chi dinh dé:

1) Giam nguy co nhoi miu co tim

2) Giam nguy co dt quy N7
Tang cholesterol mau /[[(
TROYTOR dugc chi dinh:
1) La mot thude hd trg cho ché d an udng dé giam cholesterol toan phan, LDL-C, apo B va ndng do
triglyceridva lam ting HDT.-C & bénh nhan tang cholesterol mau (di hop tidi truyén va di hop tu
khong di truy cn) va roi loan lipid mau hon hop (Fredrickson loai Ila va IIb).
2) La mdt thubc hd trg cho ché do an udng dé diéu uj cho bénh nhin tang mic
triglyceridmau(Fredrickson loai I'V).
3) Déi véi viée diéu tri cac bénh nhin voi tang betalipoprotein mau nguyén phat (Fredrickson loai I1I)
khong dép g day du véi ché do an uong.
4) Dé giam cholesterol toan phdn va LDL-C & bénh nhan ting cholesterol méu ddng hop tir di ;.
trmennhu la mot thube hd tro cho phuong phéap diéu tri ha lipid khac (vi dy. loai bo LDL) hoéc
néu diéu tri nhu vay la khong co san.
5) La mot thude hd tro cho ché do an uong dé giam cholesterol toan phan, LDL-C va apo B ¢ tré em
trai vatré em gai da c6 kinh nguyét lan dau tién. 10-17 tudi, ¢ tang cholesterol mau di hgp tr di
truyénnéu sau khi thir nghiém day du cac liéu phap an kiéng nhung:
a. LDL-C duy tri ¢ muc > 190 mg/dl hodc ;
b. LDL-C duy tri & mire > 160 mg/dl va: -
Tién str gia dinh bi bénh tim mach truée tudi truang thanh hodc ¢ hai hay nhiéu hon véu td
nguy co bénh tim mach ¢ bénh nhi. o
Tham khao hudng dan diéu tri NCEP: Muc tiéu LDL-C va Cutpoints cho diéu trj thay déi 16i séng @
va diéu tri bang thude trong cac loai nguy co khac nhau. /
Sau khi dat duoc mire LDL-C muc tiéu, néu triglycerid vén con trén 200 mg/dl. non-HDL-C (bing Al
muec cholesterol toan phdn trir di mic HDL-C) tré thanh mat muc tiéu thi cap cua diéu tri.Muc tiéu N\
cua non-HDL-C duoc thiét 1ap 30 mg/dl cao hon so véi myc tiéu LDL-C cho timg loai nguy co. é
Trudce khi bat dau diéu tri véi TROYTOR. nguyén nhan thir cap cho su tang cholesterol mau (vi
du, kém kiém soat bénh dai thao duong. suy gidp, hoi chimg than hu, réi loan protein mau, b¢nh
gan tic nghén. diéu tri bang thude khac va nghién rugu) phai dugc loai trirva dit liéu ve lipid duoc
thyc hién dé do ludng cholesterol toan phan, LDI.-C, HDL-C va triglycerid. D6i véi bénh nhan ¢o
miie triglycerid < 400 mg/dl (< 4,5 mmol/l), LDL-C ¢6 thé duoe ude tinh bing cach sir dung cong
thuc sau: LDL-C = cholesterol toan phan (0,20 x [TG] + HDL-C). Pbi véi mire triglycerid > 400
mg/dl (> 4,5 mmol/l), cdng thirc nay kém chinh xdc hon va nong do LDL-C nén dugce xéc dinh
béns_ siéu ly tam.
6. Litu lwgng va cich dung
Bénh nhan phai duge nhan mot ché d6 an chuan dé giam cholesterol truéc khi dung TROYTOR va
nén tiép tuc ché do an nay trong khi didu tri voi TROYTOR.
Tang cholesterol mau (di hop twr di truyén va di hop tir khong di truyén) va roi loan lipid mau
hon hop (phan loai Fredrickson loai Ila va IIb):
Lxeu khoi dau khuyén cdo cua TROYTOR la 10 mg hoac 20 mg mdi ngay mot lan. Nhimng bénh nhén
can giam nhiéu trong nong do LDL-C (hon 45%) co thé dugc bét dau & mirc 40 mg moi ngay mot lan.
Khoang liéu ding TROYTOR la 10-80 mg mdi ngay mét 1an. TROYTOR ¢6 thé duge udng nhur mot
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liéu duy nhat tai bat ky thei diém ndo trong ngay. lic no hode lac doi. Liéu khoi déu va duy tri cua
TROYTOR phai duge ca nhan hoa theo dégc diém bénh nhan w du nhu muc tiéu va dap tng diéu tri.
Sau khi bét diu va‘hodc khi diéu chinh lidu cua TROYTOR. nong d6 lipid nén duge phan tich trong
vong 2-4 tudn. diéu chinh liéu luong cho phu hop.

Vi muc tiéu cua diéu tri 1a lam giam LDL-C, chuong trinh gido duc qudc gia vé cholesterol (NC EP)
khuyén cdo ring mirc d6 LDL-C duoe sir dung dé bat dau va danh gia dap Umg dleu tri. Chi khi ndng

dé LDL-C khéng ¢ san, muc cholesterol todn phdn mai duoe sir dung dé theo doi didu tri.

Tiang cholesterol mau di hop twr di truy én & bénh nhi (10-17 tu0|)

Liéu khoi dau khuyén cao cua TROYTOR la 10 mg /ngay; lidu téi da la 20 mg/ngay. Lidu dung nén
duoc ca nhan theo muc tiéu l(htly'én cao diéu tri. chu chinh phai dugc thue hién trong khoang thoi
gian 4 tuéin hodc nhiéu hon.

Tiang cholesterol mau dong hop tir di truyén

Liéu lugng TROYTOR & hénh nhén ting cholesterol mau dong hop tir di lm\en la 10-80 mg mdi
ngay. TROYTOR nén dugc st dung nhu mot thuoc hd trg cho phuong phap diéu trj ha lipid khac (vi

du, loai bo LDL) & nhimg b¢nh nhén nay hoac néu phuong phép diéu tri nhu vy 1a khong 6 sin.

Diéu tri ph0| hop

Atorvastatin ¢é thé duoc sir dung két hop v&i mot nhua resin gan voi acid mat cho tac dung cong
hudmg. Noi chung nén tranh két hop cac chét tre ché enzym khir HMG-CoA va céc fibrat. i
Khi dung donu thoi voi thube diéu tri viém gan /'L'j /‘fj /-
llpranavn + ritonavir; telaprevir: Tranh su dung atorvastatin. //(/
Lopinavir + ritonavir: Su dung than trong va néu can thiét nén dung liéu atorvastatin thap nhat.

Darunavir + ritonavir; fosamprenavir; fosamprenavir + ritonavir; saquinavir + ritonavir: Khong qua 20

mg atorvastatin/ ngay.

Nelfinavir: Khong qua 40 mg atorvastatin/ ngay.

g4 Chonu chi dinh

Qua man cam voi bat k¥ thanh phan nao cua thudc nay.

Bénh gan cdp hodc tang dai ding cdc transaminasc huyét thanh khong giai thich duge.

Phu nit ¢6 thai, phu nit cho con bii va phu nit ¢6 kha nang ¢6 thai khong sur dung cac bién phap tranh

thai thich hop.

Dang dung thudc diéu tri viém gan tipranavir + ritonavir hogc telaprevir.

8. Cic trwdng hep thin trong khi ding thuéde:

Canh bio

Roz logn chiic ning gan

Gidng nhur mot sé thude ha lipid khéc. chét e ché enzym khir HMG-CoA, gy ra cac bét thuong vé

sinh hoa cua chirc nang gan.

Tang dai dan{_, mirc cac transaminase huyét thanh (> 3 1an gi¢i han trén ¢iia mire binh thuomg xay ra 2 ne
Jan hoac nhiéu hon) xudt hién & 0,7% bénh nhan dung atorvastatin. Ty 1& cac bat thudong nay 1a 0.2%.
0.2%, 0.6% va 2.3% lan luot cho licu 10, 20. 40, va 80 mg.

Mat bénh nhan phat trién bénh vang da. Ting céc chi s6 trong cac thir nghiém chirc nang gan & nhimg
bénh nhin khac khéng lién quan véi vang da hodc ¢o dau hi¢u hay triéu chung lam sang khac. Khi
giam liéu dung, dang thude gidn doan hodc ngimg ding thude, ndng do transaminase tré lai bang hodc
94n mic khi chwa ding thue ma khong dé lai di chung.

Khuyén cdo lam x€t nghi¢m enzym gan trude khi bit du diéu tri bang statin va trong truong hop chi
dinh lam sang yéu cau xét nghiém sau do.

Thay d6i enzym gan thudmg xay ra trong 3 thdng dau diéu tri v6i atorvastatin. Bénh nhan co tang nong
d) transaminase phai dum theo ddi cho dén khi nhitng bét thuong nay duge giai quvet Néu tang dai
dang ALT hodc AST >3 l4n gigi han trén ciia mite binh thuong). giam liéu hodc ngimg diéu tri véi
atorvastatin duoc khuyén cdo.

Atorvastatin phai dugc su dung than trong ¢ nhimg bénh nhan ubng nhidu ruou va/hoac ¢ tién sir
bénh gan. Chdng chi dinh sir dung atorvastatin cho bénh gan hoat dong hodc tang dai dang mirc
transaminase khong giai thich duge.

Co xuong

Truong hop hiém hoi cua tiéu co van cing véi suy than cap thit phat myoglobin ni¢u da dugc bao céo
voi atorvastatin va voi cac thude khac trong nhom nay.

2.
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Can nhic theo dai creatin kinase (CK) trong truong hop:
> Trude khi dicu tri. xét nghiém CK nén duogc tién hanh trong nhitng truong hop: Suy giam chic
nang than, nhugc giap. tién str ban than hoic ncn str gia dinh méac bénh co di truyen tién st bi

bénh co do st dung statin hogc fibrat truge do, tién su bénh gan va/hodc udng nhiéu ruou. bénh

nhan cao tudi (> 70 tudi) co nhiing \eu to nguy co bi ticu co van, kha ning xay ra tuong tac thudce

va mot sb doi twong bénh nhin dic bi¢t. 1rong nhimg truong hop nay nén cén nhac loi ich/nguy co

va theo doi bénh nhan trén 1am sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 5 lan

gl han trén ctia mae binh thuong. khong nén bdl dau diéu tri bing statin.
» Trong qua trinh diéu tri bang statin, bénh nhan can thong héo Khi ¢6 cac biéu hién vé co nhu dau co.

clmg co. yéu co ... Khi co cdc biéu hién nay. bénh nhan cin lam xét nghi¢gm CK dé co céc bién

phap can thi¢p phu hO‘p
Tang nguy co ton thuong co khi su dung dong thoi cde thude sau day véi atorvastatin: cyclosporin.
gemfibrozil, cac thubc ha cholesterol mau nhém fibrat khéc. niacin li¢u cao (> 1 g/ngay). colchicin,
erythromyein, thude khang ndm nhom azol: Bac si xem xét diéu tri k& hop véi atorvastatin va
cyclosporin, gemfibrozil. cac thude ha cholesterol mau nhém fibrat khdc, colchicin, erythromycin.
thude khang nam nhom azol hodc ha thap lidu didu tri cta niacin nén duoge can nhic mét cach than
trong dura trén nhimg loi ich va rui ro tiém tang va phai theo ddi bénh nhan médt cach can than véi bit
ky dau hiéu hodc triéu chimg dau co hay yéu co, dic biét la trong nhitng thing dau cua dicu tri va
trong bat ky thoi diém didu chinh tang liéu. Dinh ky xdc dinh creatin phosphokinase co thé duoc Xem .,
xét trong tinh huéng nhu vdy. nhung khong ¢6 sy dam bao ring gidm sat nhu vay s& ngan chan su xXudt {( "
hién caa bénh co nghié¢m trong. J
Diéu (i bang atorvastatin phai duge ngimg lai tam thoi hoge ngimg ding thude o bét ky bénh nhén véi
mat tinh trang nghiém trong cép linh duge nghi ngor cia mot bénh co hodc ¢d \eu td nguy co nguyén
nhan nén din dén phat trién suy than thir cap dén tiéu co van (vi du nhiém trung Lap nghiém trong. ha
huyét ap. dai phiu thuat. chan thuong, roi loan chuyén hoa, néi tiét va chat dién giai ning va co gidt p
khéng kiém sodt duge).
Thubc diéu tri viém gan
Viée str dung dong thoi cée thude ha lipid mau nhom statin véi cdc thude didu tri HIV va viém gan
siéu vi C (HCV) ¢6 thé 1am tang nguy co gay ton thuong co. nghiém trong nhat 1a tiéu co van. than hu
dan dén suy than va c6 thé gay L vong:
Tipranavir + ritonavir: telaprevir: trdnh st dung atorvastatin.
Lopinavir + ritonavir: Str dung than trong va néu can thiét nén dung lidu atorvastatin thip nht.
Darunavir - ritonavir; fosamprenavir; fosamprenavir + ritonavir; saquinavir + ritonavir: Khong qua 20
mg atorvastatin/ ngay. 3
Nelfinavir: Khong qua 40 mg atorvastatin/ ngay.
Bénh phoi ké ia
Céac truong hgp ngoai 1€ cua bénh phdi k& da duge bdo cao véi mot sO statin, dac biét la voi diéu tri dai
han.Cac dac diém c6 thé bao gdm tho dbc. ho khan va suy giam sire khoe tdng quat (mét moi, giam
can va sot). Néu nghi ngdr bénh nhan da phat trién bénh phéi k&, nén ngung ding statin.
Bai thio duong
Mot sé bing ching cho thay cac statin gibng nhu mot nhém thude lam tang glucose mau va & mot so
bénh nhan cé nguy co cao méc bénh dai thao duong, c6 thé gdy ra tang mic dudng huyét, vi vdy can
quan tdm dén nguy co bénh dai thdo dudng. Tuy nhién. nguy co nay la lhclp hon kha nang giam nguy
co bénh tim mach do statin va do d6 khong nén 1a 1y do dé dung dlpu tri bing statin. Cac bénh nhan c¢6
nguy co cao (glucose lac doi 5.9 dén 6,9 mmol/l, BMI > 30 kg/m’, tang triglycerid, tang huyét 4p) nén
duoc theo doi ca vé lam sang va sinh hoa theo huéng dan ctia béc si.
Ta duwoc
TROYTOR 20 chita lactose. Bénh nhan c6 céc van dé vé di truyén hiém gap khéng dung nap
galactose, thiéu hut Lapp lactase hodc kém hap thu glucose-galactose khong nén dung thube nay.
Than trong
Déi tuwong ch ung
Trude khi tién hanh diéu tri V@i atorvastatin, mot nd lue phai duge thue hién dé kiém soat tang
cholesterol mau nerc.he do dn udng thich hop. tap thé duc va giam can & bénh nhan béo phi va aé didu
tri cac van dé y té co ban khac.
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Phy nit mang thai
An toan cua thude & phuy nir co thai chua dugce thiét 1ap. TROYTOR chi nén ding cho phu ntr ¢ do tudi
mang thai khi bénh nhan nay rét khé ¢6 kha nang thu thai va da dugce thong bao vé nhitng mbi nguy
hle tiém an khi ding thuoc Néu bénh nhén cé thai trong khi dung TROYTOR, phai ngimg thude va
tw vin cho bénh nhan mot lan nita vé cac mdi nguy hiém tiém &n cho thai nhi.
Thoi ky cho con bu
Thude di qua sira dong vat thi nghiém, khong rd di qua sta & nguoi. Do nguy co trén tre nho. chdng
chi dinh st dung atorvastatin cho phu nit dang cho con bu.
S dung cho tré em
Lleu 1én hon 20 mg chua duoc nghién ctru & dbi twong bénh nhan nay. N vi thanh nién phai duge tr
van vé cac phuong phdp tranh thai thich hop trong khi diéu tri véi TROYTOR. Atorvastatin chua dugc
nghién clru ¢ nhitng bénh nhén trude tudi dy thi hodc nhitng bénh nhan tré hon 10 tudi.
Si dung trong lio khoa
Tan suat ngung dung thude do tac dung bt loi tuong tu nhau gitra hai nhom tudi. Khong ¢6 su khéc
bict v& bat thuong xét nghiém l1am sang lién quan gitta cdc nhom Ludi. :
Tic dong khi van hanh mdy mdc va ldi xe va lam vi¢c trén cao Z{[[
Atorvastatin ¢6 anh huong khong dang ké dén kha nang lai xe va van hanh may méc. / -~
9. Tuong tic cua thude voi thude khac va cdc loai twong tic khice
Tang nguy co ton thuong co khi st ding dong thoi céc thude sau day voi atorvastatin: cyclosporin,
gemfibrozil. cac Lhuoc ha cholesterol mau nhom fibrat khac. niacin lidu cao (> | g/ngay), colchicin,
er\thwm)un thude khang ndm nhom azol.
Khang acid: Khi atorvastatin duoc ding déng thoi cinghdn dich calei cacbonat, néng dé trong huyét
trong cua atorvastatin giam khoang 35%. Tuy nhién sur giam LDL-C khong thay doi.
Antipyrin: Vi atorvastatin khong anh huong dén duge dong hoe cla antipyrin, nén khong ¢ tuong tac
véi thude khac chuyén héa qua ciing loai cytochrome.
Colestipol: Nong do atorvastatin trong huyét twong giam khoang 25% khi colestipol va atorvastatin v
dugc diung chung. Tuy nhién, khi atorvastatin va colestipol duoc dung ddng thoi, su giam LDL-C la
cao hon so voi khi hai thude nay duge ding riéng 12
Cimetidin: Nong do atorvastatin trong huyét twong va su giam LDL-C khong bi thay dbi khi ding
chung véi cimetidin.
Digoxin: Khi nhiéu liéu atorvastatin va digoxin duge ding chung. nong do 6n dinh cua digoxin trong
huyél trong tang lén khoang 20%. Vi vdy. bénh nhan dung digoxin phai dugc theo doi mdt cach thich
hop.
Erythromycin: Nong do atorvastatin trong huyét tuong tang 1én khoang 40% khi dung chung véi
erythromyein la mot chat e ché cytochrom P450 3A4.
Thudc tranh thai duwong uéng: Ding dong thai atorvastatin va thude tranh thai dudong u(‘mg lam tang "8
gia tri AUC cua norethindron va ethinyl estradiol khoang 30% va 20%. Sy tang lén murc néng do cua 2
chét néi trén phai duoc xem xét khi lua chon thum tranh thai cho phu ni damc, dung atorvastatin.
Warfarin: Atorvastatin c6 hiéu luc khong c¢¢ y nghia lam sang trén thoi gian prothrombin khi dung
cho bénh nhan du‘oc diéu tri warfarin dai han.
Chirc nang noi tiét
Enzym khir HMG-CoA can thiép vao sur téng hop cholesterol va vé mat ly thuyét ¢6 thé day lui san
xuat steroid thugng than va‘hodc tuyén sinh duc. Can than trong ncu mdt chét e ché enzym khir
HMG-CoA duge dung dong thoi voi cdc thude ¢o thé lam giam noéng d6 hodc su tac dong cua cac
hormon steroid ndi sinh, vi du nhu ketoconazol, spironolacton va cimetidin.
Thudc diéu tri viém gan:
Viée sir dung dong thm céc thude ha lipid mau nhom statin voi cac thude diéu tri HTV va viém gan
siéu vi C (HCV) ¢6 thé lam ting nguy co gdy ton thuong co, nghiém trong nhat la tiéu co van. than hu
dan dén suy than va cé thé giy tir vong:
Tipranavir + ritonavir; telaprevir: Tranh st dung atorvastatin.
Lopinavir + ritonavir: Su dung than trong va néu cin thiét nén dung liéu atorvastatin thdp nhat.
Darunavir + ritonavir; fosamprenavir: fosamprenavir + ritonavir; saquinavir + ritonavir: Khong qua 20
mg atorvastatin/ ngay.
Nelfinavir: Khong qua 40 mg atorvastatin/ ngay.

VIS |



nttps://vnras.com/drug/

10. Tac dung khong mong mudn

TROYTOR néi chung duge dung nap tét. Tac dung phu thuong nhe va thoang qua. Céc tic dung phu
thuong gap nhat duge cho la lién quan dén atorvastatin 1a tdo bén, day hoi, khé tiéu, dau bung. suy
giam nhén thirc (nhu mat tri nhé. 1 14n...), ting dudmg huyét, ting HbA lc.

Dua trén dit liéu tir cac nghién ciru lam sang va sau khi luu hanh ra thi truong. céac tac dung bt loi cua
atorvastatin dugce liét ké dudi déy.

Cac tan s6 phan Gng udc tinh duge xép theo quy ude sau: thuong gap (= 17100, < 1/10): it gap (2
1/1.000. < 1/100): hiém gap (= 1/10.000, <1/1 .000): rat hiém gap (<1/10,000). chua biét (khong thé
ude lugng duoc tir dit lidu sin o).

Nhiém trung va nhiém ky sinh trung

Thuong gap: viém miui hong.

R01 loan médu va bach huvct

Hiém gap: giam tiéu cau

Réi loan hé thong mién dich

Thuong gap: phan (mg di ung.

Rat hiém gap: phan mg phan vé.

R&i loan chuyén héa va dinh dudmg

Thuomg gép: tang dudng huyét. f
it gap: ha dudmg huyét. tang cin, chan an. /7/(
R&i loan tdm than

it gap: con é&c mong. mat ngil.

R&i loan hé than kinh

Thuong gép: dau dau

itg gdp: chong mat, mét cam gidc, buén ngu. rdi loan tim thén, mat tri nhé.
Hiém gap: bénh 1y than kinh ngoai vi.

Rbi loan mat

Thudmg gap: thi lyc mo.

Hlem gap: 101 loan thi giac.

Rbi loan tai va mé dao

It gap: u tai.

R4t hiém gap: mét thinh giac.

Réi loan ho hip. 16ng ngue va trung thét

Thuong gap: dau that hau hong, chimg dau that ngue.

R&i loan tidu héa

Thudng gap: tao bon. day hoi, chimg kho ti¢u. budn nén, tiéu chay.

[t gap: nén mura. dau bung trén va dudi, chay mau. viém tuy.

R&i loan mat

it gap: viém gan.

Hlem gp: r mat.

Rét hiém gap: suy gan.

Roi loan mé da va mé dudi da

it gap: néi may day, ndi min da, ngira. rung toc.

Hiém gap: phu thuong vi, viém da bao gém hong ban da dang, hdi chimg Stevens-Johnson va hoai tur
thuong bi nhiém doc.

R&i loan co xuong va mé lién két

Thuong gap: dau co. dau khop. dau & dau, co thét co, sumg khép, dau lung.

it gap: dau c6, méi co.

[Tiém gap: chimg dau co, viém co, ti€u co vén, chimg gan co.

Chura biét: bénh co bi hoai tir do trung gian mién dich.

Hé théng sinh san va rbi loan vi

Rat hiém gdp: vii to & nam gidi.

Réi loan téng quét va tai chd

It gip: suy nhuoe. dau ngue, phi ngoai bién, mét moi, sot.

Céac chi sb xét nghiém
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Thudng gap: xét nghi¢m chire nang gan khong binh thuong. tang creatin kinase mau.
it géip: bach cau niéu duong tinh.
Ciing nhu céc chit e ché enzyme khir HMG-CoA khéc, ting transaminase huyét thanh duge béo cdo
& nhiing bénh nhén ding thude atorvastatin. Nhitng thay ddi nay thuong nhe. thoang qua va khong can
phai ngung diéu tri. Tang transaminase huyét thanh ¢ ¥ nghia vé lam sang (> 3 lan so véi gidi han
trén clia mic binh thuong) xdy ra ¢ 0.8% bénh nhan trén dung atorvastatin. Su tang transaminase
huyét thanh ¢6 lién quan dén liéu ding va co thé dao ngugce & tat ca cac bénh nhan.
\om7 dd creatin kinase huvet thanh (C K) tang uap 3 lan so véi binh thuong & 2.5% bénh nhan ding
atorvastatin, tuong tir nhu cac chét uc ché enzym khir HMG-CoA khdc trong cdc thir nghiém [am sang.
Néng dé gdp 10 lan so véi mic binh thudng xay ra ¢ 0,4% bénh nhin dugc diéu trj atorvastatin.
Tré em
Co so dir liéu an toan lam sang bao oom dir lidu an toan cho 249 bénh nhi duge didu tri atorvastatin,
trong d6 7 bénh nhan < 6 tudi, 14 bénh nhan trong khoang tir 6 dén 9 tudi, va 228 bénh nhén trong do
tudi tir 10 dén 17,
R&i loan hé than kinh
Thudng gap: dau dau.
R loan tiéu hoa
Thudng gap: dau bung. ///
Xét nghiém .
Thuong gdp: tang alanin aminotransferase. tang creatinin phosphokinase.
Dua vao dir liéu sdn co, tan suat. loai va mirc do nghiém trong cua cac phan tng bt 1oi & tré em duoe
dur kién s& gidng nhu ¢ ngudi lon. Hién tai, co rét it kinh nghiém vé an toan lau dai & tre em.
Céc phan img bit loi sau day da duge bdo cdo véi mot s statin:
* R6i loan chitc nang tinh duc.
» Tram cam.
» Cac truomg hop ngoai [§ cua bénh phdi k&, dac biét véi diéu tri dai han.
« Dai thao dudng: Tan sudt s& tiy thude vao su hién dién hodc vano miit ctia cac yéu td nguy co (duong
huyét luc doi > 5.6 mmol/l, BMI > 30 ke/m’, tang triglycerid, tién sir tang huyét ap).
11. Qua lidu va cach xir tri
Khéng co diéu tri chuyén biét nao khi dung qua lidu atorvastatin. Trong truong hop qua liéu, bcnh._
nhan can duge diéu tri triéu chimg va cac bién phap hd tro thiét 1ap theo yéu cau. Do thude lién két
manhvéi protein huyét tuong, thdm tach mau du kién la khéng tang cudng déang ké su thanh tha cua’
dlorvastatm
Cic diu hiéu cin lwu y va khuyén cio
Khéng ap dung.
13. Diéu kién bio quan, han ding ciia thude
Bao quan: Bao quan ¢ nhiét do khdng qua 30°C. tranh am
Han dung: 24 thang ké tir ngay san xudt
Khong str dung thuoc khi da qua han dimg cua thuéc in trén bao bi
14. Tén dia chi cua co' s¢' san xuit thude
15. Nha sin xuit:TROIKAA PHARMACEUTICALS LIMITED
Dia chi: Sanand — Kadi road, Thol City: Thol — 382728, Dist: Mehsana Guia1 at state, An Do.
16. Ngay xem xét siva déi, cip nhat lai noi dung hwéng din sir dung thude:23/12/2017.
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