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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

ASZOLZOLY
VIEN NEN BAO PHIM ATORVASTATIN

Khuyén cdo:
- Poc kY huong dan triueée khi sw dung.
- Dé xa tdm tay (ré em.

- Théng bdo ngay cho bdc s§ hodc dwoc sy nhitng tdc dung khéng mong mudn gdp phdai khi sir
dung thuée.

- Thudc nay chi dimg theo don ciia bdc s§

- Rx Thube ban theo don

1. Thanh phan, ham lwong caa thude
Aszolzoly-10:
Mobi vién nén bao phim chia: hf
- Hoat chit: Atorvastatin calci USP tuong duong v6i atorvastatin 10 mg
- Ta dwge: lactose, microcrystalline cellulose (PH 101), calei carbonat, polyvinyl pyrrolidon (K-
30), polysorbat — 80, colloidal anhydrous silica, natri starch glycolat, natri lauryl sulphat,
magnesi stearat, opadry OY-IN 58910 tring, oxid sét den.
Aszolzoly-20:
Mdi vién nén bao phim chira:
- Hoat chit: Atorvastatin calci USP tuong duong véi atorvastatin 20 mg

- Ta dwge: lactose, microcrystalline cellulose (PH 101), calci carbonat, polyvinyl pyrrolidon (K-
30), polysorbat — 80, colloidal anhydrous silica, natri starch glycolat, natri lauryl sulphat,
magnesi stearat, opadry OY-IN 58910 tring, titani dioxid, oxid sit vang, oxid sat do.
2. Mo td sdn pham
Aszolzoly-10: Vién nén bao phim uong dang ran hinh tron, mau xam, hai mit 18 va nhin.
Aszolzoly-20: Vién nén bao phim ung dang rin, mau hdng nhat, tron, hai mit 16i va nhin.
3.Quy cach dong goi:
Aszolzoly-10: Hop 3 vi nhém-nhém x 10 vién nén; Hop 10 vi nhdm-nhém x 10 vién nén.
Aszolzoly-20: Hop 3 vi nhdm-nhom x 10 vién nén; Hop 10 vi nhdm-nhém x 10 vién nén.
4. Thubde diing cho bénh gi?
Tang cholesterol miu:
Atorvastatin dugc chi dinh nhu mét thube hd trg cho ché do &n kiéng dé giam néng de
cholesterol toan phén (total-C), LDL-cholesterol (LDL-C), apolipoprotein B va triglycerid trong
mau & ngudi (6n, thanh thiéu nién va tré em tir 10 twdi tro 1én ¢d ting cholesterol mau nguyén
phét bao gdm ting cholesterol mdu gia dinh kiéu di hop tir hodc rdi loan lipid mau hdn hop
(twomg (g voi nhém [la va [b clia phén loai Fredrickson) khi viée dip (mg voi ché do an kiéng
va cac bién phap khong ding thude khac 1a khéng diy da.
Atorvastatin cling dugc chi dinh dé 1am giam cholesterol toan phﬁn (total-C) va LDL-cholesterol
(LDL-C) & nguoi 16n c6 ting cholesterol mau gia dinh kiéu ddng hop tir nhur & mot thuéc hd tro
cho cdc phuong phéap diéu trj ha lipid khac (vi du nhu gan tach lipoprotein ty trong thap) hodc
khi bénh nhan khong dap img hoan toan vdi cac ligu phap nay.
D phong tién phat cac bién ¢6 tim mach
Du phong cde bién ¢d tim mach & bénh nhin ngudi 16n duge danh gid ¢ nguy co cao vé mdt
bién ¢ tim mach 1an dau, véi tr cach 12 mot thude ho trg cho vide diéu chinh cac yéu t6 nguy co
khac.
5. Nén dung thudc nay nhu thé nio va liu lugng?
Trude khi bat dau difu tri. ngudi bénh phai nhan duge mot ché ¢ an kiéng chudn dé glam
cholesterol trude khi diing atorvastatin va nén tiép tue ché do an nay trong khi diéu tri vai thude.
Liéu khei dau thong thuomg 13 10 mg atorvastatin moi ngay mot lan doi véi ngudi 1én va tré em
tir 10 tudi hode hom. Bac s¥ didu tri s8 ¢dn nhic ting liéu atorvastatin cho phu hop véi muc tiéu
didu tri. Lidu atorvastatin 61 da moi ngay 12 80 mg cho nguoi 1ém va 20 mg cho tre em.
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Ubng ca vién véi mot ebe nude. Nguoi bénh 6 thé ding thude & bit cir thod gian ndo trong ngay,
trong bita dn hojic xa bita #n. Tuy nhién, ngudi bénh nén ding thude vio cling thoi didm trong
ngay.
Ngudi bénh phai luén tufin thu ding thude theo ding chi dinh cila bic s§. Nén kiém tra vdi bac
s7 hodic dwoc s§ néu ¢6 nghi vAn v& cach st dung thudc.
Béc s§ 1a ngudi quyét dinh thoi gian diéu tri bing atorvastatin.
Nén héi y kién bac s§ néu ngudi bénh cam thiy hiéu luc ciia thude qué yéu hode qué manh.
6. Khi nao khéong nén diing thubc nay?
Trude khi dung atorvastatin, that quan trong dé bac s§ hoac duge s§ biét néu:

- Ngudi bénh mang thai, mong mudn c6 thai hogc dang cho con bu,

- Ngudi bénh dang c6 cdc roi loan gan, hode neu tung co tlen sir bénh anh huong dén gan,

- Nguéi bénh ¢6 tién sit mic cdc roi loan vé co, hodic néu ¢é cdc con dau nhic co tai phat va
khdng rd nguyén nhén,
- Ngudi bénh thudng xuyén udng nhiu bia ruou, ;
- Ngudi bénh dang c¢6 181 loan tuyén giap, LD
- Ngudi bénh tumg by d6t quy do chdy mau trong nio,
- Ngudi bénh dang c6 cac r6i loan thin,
» Ngudi bénh ¢é roi loan chuyen héa porphyrin (bénh r6i loan huyet hoc hiém gap), '
* Nguti bénh ¢6 qua mén voi atorvastatin hay cc chat e ché HMG-CoA reductase khac hoic ‘f-
v6i bét k¥ thanh phan nio cia thude, <
- Néu ngudi bénh dang sir dung cée thube khic, bao gdm cdce thube ¢6 thé mua khéng qua ké

don, woT Thi
cdc thude tir dugce ligu va cac ché pham bo sung. o
Cin cir vao cdc truong hop trén, bac sy hode dugc s¥ s& quyét dinh nguoi bénh nén dung N\ VIET

atorvastatin hay khéng. “p
7. Tac dung khéng mong muén: T~
Ciing nhu tat ca cac thudc khac, thude nay cé thé mang lai nhimg tac dung khéng meng mudn
ma khong phai ngudi bénh nao cling mac phai.

Néu ngwoi bénh cé bat ky tac dung phy nghiém trong sau diy, hiy ngung thude va bio
ngay cho bic s§ hoac dén khoa cap citu co S(Y} té gin nhit.

Hiém gap: c6 thé anh hudng | trong 1000 ngudi

* D1 ing nghi€m trong gy phi mit, ludi va hong din dén rdt kho tho.

» Bénh ly nghiém trong voi biéu hién bong da va phi, bong nwoc trén da, mi€ng, mit, bd phin
sinh duc va sbt. Pac diém cia phat ban da gébm nhiéu mang héng do, dic biét & ban tay, ban
chin c6 thé xuit hién bong nude.

* Co yéu, mém hodc dau va dac biét khi, cing ldc véi nhing biéu hién nay, ngudi bénh cam thay
khong khoe hoac sét. Pay co thé 1a do hién tuogng tiéu co bét thuong de doa tinh mang va din
dén suy than.

Rét hiém gap: cd thé anh hudng 1 trong 10000 ngudi

« Néu nguoi bénh c6 cic rdi loan do chiay mau hodc bdm tim bét thuong, diy cé thé goi ¥ ngudi
bénh co bénh gan. Ngudi bénh nén sém tim su tu vén tir bac sy vé van dé nay.

Céc tac dung khéng mong mudn khéc ¢é thé ¢6 do atorvastatin:

Ciac tic dung khong mong mudn thedng gip (anh huong 1 trén 10 ngudi):

+ Viém mil, dau hong, chay mau cam

* Phan tmg di tng

» Tang dutmg huyét (néu co bénh déi thao duomg nguei bénh nén tur theo ddi dudmg huyét thit
k¥), ting creatinine kinase trong mau

» Dau dau

» Non, tdo bon, day bung. kho tiéu, tiéu chay

* Dau khép, dau co va dau lung

* Két qua x¢t nghiém chire nang gan ¢6 thé bt thudmg

Cic tac dung khdng mong mudn it gdp (anh hwong | teén 100 ngudi;

* Chan &n (mat cam gide thém &n), tang can, giam nc*mg d6 dudng trong mau (néu ¢é bénh da
thao dudmg, ngudi bénh nén tiép tuc tu theo déi sat ndng do duomg trong mau)
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» Ac modng, méit ngi

» Chong mit, cam gidc t€ hodc nglva ran & ban tay va ban chdn, cdm ahin dau gidm, xdc giac
giam, thay ddi vi giac, mit trf nhé, 16 1dn

* Nhin m&

« U tai

» N6n, ¢, dau ving bung trén va dudi, viém tuy (dan dén dau bung)

* Viém gan

* Phat ban da va ngira ngdy, may day, rung téc

« Dau ¢6, moi co

» Mét moi, kho chiu, suy nhuge thé lye, dau nguec, phu hay gép nhét tai mét c4, ting than nhiét

» Két qua xét nghiém nudc tiéu ducmg tinh véi bach ciu

Cac tac dung khéng mong mudn hiém gip (anh huong 1 trén 1000 ngudi):

« Rbi loan thi luc

« Dé chay mau hoac bam tim N

« Téc mét (vang da, vang mat) il

» Tén tuong gan

Cic tac dung khéng mong mudn rit huem gédp (anh huong 1 trén 10000 nguoi):

* Phan Umg di mg - cac tricu chimg xudt hién mot cach bat ngd nhir khod khe, dau nguc hoiic titc
ngwe, phi mi mit, mat, méi, miéng, ludi hodc hong, khé thé, truy mach W HOU HAN'\
o Mt thinh lyc 'if:’:"‘;_';‘*r: ,
* Vi to (& nam gioi va nir gidi) ] : L| 'r:.'
Cac tac dung khong mong muon clia mt so statin (cung mét nhom): o

« Réi loan tinh duc

« TrAm cam

« Céc van dé lién quan ho hép nhu ho dai ding va/hodc thd néng hoic sét.

» Tang dudmg huyét, ting HbA1C, dai thao duong. Nguy co nay cao hon khi nguti bénh ¢o ndng
do dudng va lipid trong mau cao, bi thira cin va huyét 4 ap cao. Béc s¢ diéu tri s& can theo ddi tinh
trang bénh khi nguéi bénh dang dwoc didu tri bangj thude nay.

8. Nén tranh dung nhirng thude hodc thue phim gi khi dang sit dung thude nay?

Sit dung cac thude khie

Thong bao cho bac sy hoac duge sy néu ngudi bénh gan day da, dang hoac ¢ thé s& dung bét ky
thude ndo khic, Twong téc ¢6 thé lam mot hoidc ca hai thube kém hidu qua. Hodc tuong tac co
thé lam tang nguy co hodc mirc do nghiém trong cua cac tac dung khéng mong muén, bao gbm
hdi chimg tiéu co van. h
« Céc thude 1am téc ddng 1én hé mién dich. nhu ciclosporin

» Mot s6 thude khang sinh hosic khang nidm nhat dinh, nhu erythromycin, clarithromycin, -
telithromycin, ketoconazol, itraconazol, voriconazol, fluconazol, posaconazol, nifampin, fusidic /
acid. '

» Cac thude ¢o tac dung trén lipid khac, nhu gemfibrozil, cac thude khac nhém fibrat, colestipol

» MOt s6 thude chen kénh calci dé didu tri dau that nguc hodc tang huyét ap, nhu amlodipine,
diltiazem; cac thude didu hoa nhip tim, nhu digoxin, verapamil, amiodaron

* Cac thude dé didu tri HIV, nhu ritonavir, lopinavir, atazanavir, indinavir, darunavir, phéi hop
cua tipranavir/ritonavir, .v.v.

« Mot sb thude dé didu tri viém gan C, nhu telaprevir

- Céc thudc khac cling tuong tic vGi atorvastatin, trong dé cd ezetimib (tac dung giam
cholesterol), warfarin (giam su tao thanh huyét khéi), thude tranh thai duong udng, stiripentol
(chong dong kinh), cimetidine (dé diéu tri néng rat va viém loét da day-ta trang), phenazon
(glam daw), colchicin (tr gat) va cée thude khdng acid (cae ché phdm cé chéra nhdm hodc
magnest)

» Han ch¢ udng ruou khi dan}: dung thude.

9. Cin lam gi khi mét tin quén khong dung thubde?

Néu nguoi bénh gquén mot 11eu thudc. chi can dung ligu ké tiep dung thoi diém nhu chi dinh.
Khéng duoe sir dung ligu gap déi dé bu vao ligu lugng da quén.

10. Cn bio quan thude nay nhu thé nao?




https://trungtamthuoc.com/

Bao quéan ¢ nhiét do duoi 30°C, tranh anh sang.

Khong sir dung thubc d3 qud han st dung in trén bao bl. Han ding 13 ngdy cudi cling cia thang
hét han.

Khong nén virt bo thube ra nude thai hodc rac thai sinh hoat. Hay héi ¥ kién cta duge sy dé co
cach xir Iy hiéu qua trong viéc loai bo thudc khong ding dugc nita. Cac bién phap nay co thé
gitp bao vé moi truong.

11.Nhirng diu hi€u va tri€u chirng khi ding thube qua liéu:

Khéng c6 didu tri dic hidu trong trudong hop qué lidu. Neu Xdy ra qua liéu, diéu tri tridu chimg
cho ngudi bénh va dp dung cac bién phap hd tro khi can thiét. Nén theo doi chirc nang gan va
nong d6 CK huyét thanh. Do gan két manh véi protein huyét tuong, thdm tach méau c6 it tic
dung thanh thai atorvastatin.

12.Cén phﬁi lam gi khi dung thube qua liéu khuyén cao?

Khi nguoi bénh v6 y dung | thuoc qué lidu khuyén cdo, nén thong béo ngay vdi bac s§ hodc bénh
vién gan nhat dé dugce tu vin y té.

13.Nhirng diéu can thin trong khi ding thudc nay:

Cac trudng hop sau co thé cho thay tai sao atorvastatin khéng phtt hop cho ngudi bénh:

» Néu nguoi bénh tirng co dot quy kem chay mau trong ndo, hodc ¢o tai phinh dong mach nao tu
cac con dot quy trudce day

« Néu nguoi bénh ¢o bénh than }-'r
. Neu ngudi bénh cé réi loan tuyén giap (suy giap trang)

* Néu nguoi bénh co dau nhirc co dai dang va khong giai thich duoc, ¢o tién sir ca nhan hodc g:,la*
dinh c6 ngudi méic bénh co

+ Néu nguoi bénh timg co bénh ly vé co trude do trong khi diéu tri bang cac tic nhan giam llpld
khac (nhu cac thube “-statin™ hodc “fibrat”)

* Néu nguoi bénh thuong xuyén udng nhiéu ruou

« Néu ngudi bénh co tién str bénh gan

» Néu ngudi bénh trén 70 tudi.

Phu nir ¢6 thai va phu nir cho con bu

Khéng sir dung atorvastatin néu dang c6 thai, hoac dang mong mubn co thai.

Khéng sir dung atorvastatin néu dang trong do tubi sinh san nhung khéng c6 cac bién phap tranh
thai thich hop.

Khéng sir dung atorvastatin néu dang cho con bu.

St dung atorvastatin trong thai ky va thoi gian cho con bt chua duge chimg minh an toan. Hoi y
kién bac s§ hodc duoc sy dé dwoce tu van trude khi ding bat ky thude nao.

Anh hwong dén kha ning lai tau xe va van hanh may

Thude binh thuong khong anh huong kha néng lai tau xe hay van hanh may. Tuy nhién, khong
duoc lai tau xe hay van hanh may néu thude anh huong cac kha nang nay cua ngudi bénh.

14. Khi nao cin tham van bac sy, dugc sy?

Tham van bac sy didu tri néu nguoi bénh cam thiy tac dung cua atorvastatin qua manh hodc qua
yéu. Néu nguoi bénh vo y str dung liu rat €ao so vai liéu thuomg dung, hiy lién hé ngay voi bac
sy hodc co sd y té gan nhat dé duge tu vin, Néu co bét ky tac dung khéng mong mudn anh
huong 1én da hodc co thé, ngay iap tirc 1ién hé véi bac sy hodc co s& y té gan nhét.

Néu can thém théng tin xin hoi y kién bdc sy hodc dicoc sy,

15. Han dung caa thuoc:

Aszolzoly-10: 36 thang ké tir ngay san xual

Aszolzoly-20: 36 thang ké tir ngay san xuét

16. Nha sin xuat:

M/s WINDLAS BIOTECH PRIVATE LIMITED

Plant-2, Khasra No. 141 to 143 & 145, Mohabewala Industrial Area, Dehradun-248110,
Uttarakhand, An Do.

17. Ngay xem xét sira doi, cap nhat lai ndi dung huéng dan sir dung thuoc:

|
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HUONG DAN SU DUNG THUOC CHO CANBOQ Y TE
ASZOLZOLY
VIEN NEN BAO PHIM ATORVASTATIN

1. Thanh phén, ham lwong ciia thube
Aszolzoly-10:
MO vién nén bao phim chira:
- Hoat chat: Atorvastatin calci USP tuong duong voi atorvastatin 10 mg
- Ta dwge: lactose, microcrystalline cellulose (PH 101), calci carbonat, polyvinyl pyrrolidon (K-
30), polysorbat — 80, colloidal anhydrous silica, natri starch glycolat, natri lauryl sulphat,
magnesi stearat, opadry OY-IN 58910 tring, oxid sit den.
Aszolzoly-20; M
MBi vién nén bao phim chira: o
- Hoat chit: Atorvastatin calci USP tuong duong véi atorvastatin 20 myg

- T4 dwoe: lactose, microcrystalline cellulose (PH 101), calci carbonat, polyvinyl pyrrolidon (K-
30), polysorbat — 80, colloidal anhydrous silica, natri starch glycolat, natri lauryl sulphat,
magnesi stearat, opadry OY-IN 58910 trang, titani dioxid, oxid sdt vang, oxid sat dé
2. Dang bao ché: Vién nén bao phim
3. Cae dic tinh dwge Iy
3.1 Dac tinh dwge lwe hoc
Atorvastatin 12 mot chét (e ché enzym HMG-CoA reductase chon loc va canh tranh, 1am ngin
can chuyén HMG-CoA thianh mevalonat, tidn chdt ciia cdc sterol, bao gbm cholesterol.
Triglycerid va cholesterol tai gan di vao VLDL (céc lipoprotein t¥ trong rat thdp) va phéng thich
vao mau dé phan bb dén cac co quan ngoai vi.
Lipoprotein ty trong thip (LDL) dirge hinh thanh tit VLDL va chi yvéu di héa théng qua thy thé
ai luec cao voi LDL.
Atorvastatin lam giam cholesterol va lipoprotein huyét twong bang cach tre ché enzym HMG-
CoA reductase va (rc ché sinh tong hop cholesterol tai gan. Atorvastatin cling ting s& luong
nhimg thu thé LDL trén bé mat té bao gan, tir do ting sy thu nap va thodi bién LDL.
Atorvastatin am giam sur tbng hop LDL va s6 lugng LDL tan duw, Atorvastatin lam téng manh
m& va kéo dai hoat tinh clia cdc thu thé LDL cung véi sur thay ddi theo hudng 6 loi s6 lugng cac
tan dir LDL. Atorvastatin lam gidm LDL cholesterol ¢6 y nghia l[dm sang & ngudi bénh ting
cholesterol mau gia dinh kiéu dong hop tir. Nhém ngudi bénh nay thuomg khong dap tmg véi
diéu tri bang thude ha lipid mau.
Atorvastatin  lam  giam cholesterol toan phin (30-46%), LDL-cholesterol (41-61%),
apolipoprotein B (34-50%) va cac triglycerid (14-33%), nhung lam téng G rét HDL-cholesterol
va apolipoprotein Al trong cdc nghién ctu lién quan. Cic két qua nay 4p dung déi véi nguei
bénh ting cholesterol mau gia dinh kiéu d d1 hop tir, tang cholesterol mau khong mang tinh gia
dinh va r6i loan lipid mau hdn hop, bao gdm nhimg ngudot bénh dai thao duomg khdng phu thude
insulin.
Giam ndng d6 cholesterol toan phan, LDL cholesterol, va apolipoprotein B lam giam nguy co
mic con dau tim va tir vong. Cac nghién citu vé anh hudmg cia atorvastatin trén cac bénh nay va
tv 1& tir vong dang duoc tién hanh.
Trong mot nghién ciru doan hé du phong mang tén “Cac bién ¢b thifu méau co tim sém va tai
dién trong hoi ching mach vanh cap” (Early Recurrent Ischaemic Events in Acute coronary
Syndromes - MIRACL) su dung atorvastatin 80 mg cho 3086 ngudi bénh (atorvastatin n = 1538;
doi chimg= 1548) c6 bénh mach vanh cip. bao gom dau thit ngue. duoc danh gid. Dicu tri duoc
bat ddu sau khi nhép vién 24-96 gio. Nguy co tai nhdp vién do dau thit ngue ¢6 ddu hiéu 16 rang
ctia thidu mdu co tim giam ¢é v nghia 26% (p=0,018).
3.2 Pac tinh dwge dong hoc
Hap thu: Atorvastatin duge hdp thu nhanh chéng sau khi uong va nong do thube 161 da trong
huyet tiong (Chad dat duoe trong vong 1-2 gio. Mace d6 hap thu tang ty 1 thuan v&r liéy
atorvastatin, Sinh kha dung cua atorvastatin sau khi ding vién nén bae phim la 95-99% so vai
sinh kha dung cia dung dich thube atorvastatin. Sinh kha dung tuyét déi vio khoang 12% va kha
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dung todn thin ctia chit dc ché HMG-CoA reductase vao khoang 30%. Do ¢6 sy thanh thai xay
ra tai niém mac dudng tiéu héa vi‘holic chuyén hoa qua gan 13n diu nén kha dung toin than thp.
Phén bé: Thé tich phan bd trung binh clia atorvastatin xap xi 381 L. Ty 1& gdn két protein huyét
tuong cla atorvastatin 13 >98%.

Chuyén héa: Atorvastatin duoe chuyén héa béi cytochrom P450 3A4 thanh céc din xudt ortho
vi para hydroxyl héa va nhidu san phim beta-oxy héa khae. Cc hop chit nay duoc bién ddi tiép
tuc do qua trinh 1ién hop véi glucuronid.

Kha nang tre ché enzym HMG-CoA reductase in vitro clia cac dén xuft ortho va para hydroxyl
héa tuong duong véi atorvastatin. Khoang 70% hoat tinh irc ché enzym HMG-CoA reductase
duoe quy cho céc chét chuyén hoa c6 hoat tinh.

Thdi trie: Atorvastatin duge thai trir qua mat sau qua trinh chuyén héa tai gan va/hoge ngoai gan.
Tuy nhién thube thuc té khong tham gia vao chu trinh gan rudt. Noa déi thal trir ctia atorvastatin
trong huyét thanh ngudi xap xi 14 gi¢. Do ¢6 céc chat chuyén héa ¢é hoat tmh ntea doi thai trir
cho hoat tinh fic ché enzym HMG-CoA reductase xdp xi 20-30 gid. V9

Pbi twong diic bigt -

Newr6i cao tudi: Nong do atorvastatin va cac chit chuyen héa c6 hoat tinh trong huyét tuong tang
cao hon & ngudi cao tudi khoe manh so voi ngudi tré tudi, du vy tac dung trén lipid méau la nhu
phau & ca hai nhom tudi.

Tré em: Khong c6 thong tin v& duoc dong hoc & tré em.

Gi6i tinh: Nong d6 atorvastatin va cdc chéat chuyén hoa ¢ hoat tinh c6 khac biét & nir (ndng do
tdi da trong huyét tuong ting hon 20% va AUC thép hon khoang 10%) so véi nam. Sy khéc biét
ndy khong ¢6 mdi lién hé 1dm sang, va tac dung trén lipid mAu gitta nam va nit khong khac nhau
co ¥ nghia.

Nguegi bénh suy thdn: Bénh than c6 anh hudng dén tac dung trén lipid mau 13n huyét tvong cia
atorvastatin va céc cht chuyén héa c6 hoat tinh.

Ngwoi bénh suy gan: Nong do atorvastatin va cdc chit chuyén héa c6 hoat tinh trong huyét
turong ting cd ¥ nghia (Cumay ting xdp xi 16 1n va AUC tang 11 4n) & ngudi bénh gan man tinh
do ruou (chi sé Childs-Pugh d6 B).

4. Quy cach déng gdi:

Aszolzoly-10: Hop 3 vi nhom-nhdém x 10 vién nén; Hop 10 vi nhdm-nhém x 10 vién nén.
Aszolzoly-20: Hop 3 vi nhom-nhom x 10 vién nén; Hop 10 vi nhdm-nhém x 10 vién nén.

5. Chi dinh diéu trj

Tang cholesterol mau:

Atorvastatin dwge chi dinh nhu mot thude hd trg cho ché dd an kiéng dé giam ndng do
cholesterol toan phan (total-C), LDL-cholesterol (LDL-C), apolipoprotein B va triglycerid trong
mau & ngudi I6n, thanh thidu nién va tré em tir 10 tudi trd [én co ting cholesterol mau nguyén
phat bao gbm tang cholesterol méu gia dinh kiéu di hop tir hodc rbi loan lipid mau hén hop
(twong (mg voi nhém Ila va IIb cha phén loai Fredrickson) khi viée dap ting véi ché d6 an kiéng
va cde bién phap khong dung thube khéc 13 khong dy du.

Atorvastatin cling duoc chi dinh dé 1am giam cholesterol toan phin (total-C) va LDL-cholesterol
(LDL-C) & ngudi 16 co ting cholesterol mau gia dinh kiéu déng hop tir nhar 14 mat thude hd tro
cho céc phuong phap diéu tri ha lipid khdc (vi du nhu gan tach lipeprotein ty trong thip) hoic
khi bénh nhan khéng dap tmg hoan toan véi cac li€u phap nay.

Dw phong tién phat cac bién ¢6 tim mach

Dy phong céc bién ¢ tim mach & bénh nhén ngudi lén duge danh gia ¢6 nguy co cao vé mot
bién ¢d tim mach 1an ddu, v&i tu cach 14 mot thude hd tro cho viée diéu chinh cac yéu th nguy co
khac.

6. Liéu lwgng va cach ding

Trude khi bat diu diéu tri, ngudi bénh phai nhdn duge mot ché ¢6 an kiéng chuan dé giam
cholestero! truée khi dung atorvastatin va nén tiép tuc che dd an nay trong khi diéu tri bang
thude. Licu khai dau thong thudmg 13 10 mg atorvastatin mdi ngay mét lan. Lidu ding nén duoc
diéu chinh theo két qua xét nghiém chi sé LDL-cholesterol, muc tigu d1eu tri va dap tng cua
ngudi bénh. Pidu chinh lidu Lugng trong khoang cach khdng dudi 4 tudn, Lidu atorvastatin t6i da
mdi ngay 1a 80 mg cho ngudi lon. Ché do dicu tri voi licu dung trén 20 mg/mgay chua diroc
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nghién ctru & ngudi bénh duwdi 18 tudi. Thube ¢o thé ubng vao bat ky thoi diém nao trong ngay
va khéng tuy thude vao bita in.
Ting cholesterol nguyén phat va réi loan lipid mau hin hop
Ngudi truong thanh:
Phan lém ngudi bénh duge klcm sodt tt voi liéu 10 mg atorvastatin mot lanfngay Dap tng dleu
tri s& co trong 2 tuan, dap tmg tdi da thuomg dat duge trong 4 tudn va tiép tuc duy tri trong sudt
qué trinh diéu tri au dai.
Nén tham khao cac hudng din diéu tri hién hanh dé thiét 14p muc tiéu diéu tri cho timg ca thé
nguoi bénh.
Tré em 10-17 tudi:
Ché d6 didu tri voi lidu dung trén 20 mg/ngay chua duge nghién cuu.
Ting cholesterol mau gia dinh kicu dj hop tir
Ngwoi truong thanh:
Nén bat diu ap dung lidu 10 mg/ngay atorvastatin Lh() ngudl bénh. Liéu luong nén duge cé thé
héa cho timg nguoi bénh va diéu chinh liéu sau mdi 4 tudn, 1én dén 40 mg/nydy. Sau do, cb thé
tang lidu dén t6i da 1a 80 mg/ngay hosic phdi hop 40 mg atorvastatin véi cac thube gin két acid
mat (nhu colestipol).
Tré em 10-17 toi:
Ché o diéu tri voi lidu dung trén 20 mg,/ngj&y va cde phéi hop thube chua duoc nghién ciru.
Tang cholesterol mau gia dinh kiéu dong hop tir
Nguoi trudng thanh: Trong mot nghién ciu d6i véi thube chua luu hanh ¢6 su tham gia cua
ngudi bénh tang cholesterol mau gia dinh kiéu ddng hop tw, hau hét déu dap ung véi ché do didu
tri bng atorvastatin 80 mg,
Tré em: Kinh nghiém diéu tri & bénh nhi voi lidu 1én dén 80 mg/ngay van con han ché.
Du phong bénh tim mach
Trong cac thit nghiém nghiéo ciru vé& du phong tién phat, lidu sit dung 13 10 mg/ngay. Liéu cao
hon ¢é thé can thiét dé dat duge murc LIDI.-cholesterol theo hudng dan dicu tri hién hanh.
Liéu lwong cho ngieoi bénh suy thin
Bénh thin khéng ¢6 anh hudng dén ndng d6 thude trong huyét twong ciing nhu tac dung trén
lipid mdu cia atorvastating vi vay khéng can thiét phai diéu chinh liéu.
Liéu luong cho nguwoi bénh suy giam chire ning gan
D61 voi ngudi bénh suy giam chite nang gan trung binh dén nang, dap ung didu tri d01 voi
atorvastatin khong bi anh hudng nhung mire phoi nhiém vadi thude tang nhiéu. Crax tAng xap xi
16 lin va AUC (0-24) khoang 11 lin. Vi vy, can thin trong cho nguai bénh uong nhleu rugu
vi/hodc ¢d tién sir bénh gan. Chéng chi dinh ¢ nhimg bénh nhin dang ¢6 bénh gan tién trién.
Str dung cho ngwoi cao luoi
Kinh nghiém didu tri cho ngudi cao tudi tir 70 twér [&n bing lidu luong atorvastatin 1én dén 80
mp/ngay dd dirge ghi nhan ddy di. Lidu luong nhur khuyén cdo ddi voi ngudi bénh néi chung la
an toan va hi¢u qua cho ngudi cao tudi.
7. Chéng chi dinh
Atorvastatin bi chong chi dinh trong cac trudmg hop:

* Qua man v&i atorvastatin hay cac chit de ché HMG-CoA reductase khac hodce voi bt ky thanh
phan naoe cua thu0(,
« Bénh gan tién trién c6 kém enzym transaminase huyet thanh ting ClEll dang ma khéng giai thich
duge va bt ctr su 1ang enzym transaminase huyét thanh virot qua 3 lan gidgi han trén cfia binh
thuong,
» Nguoi bénh ¢o bénh co,
» Phu nir mang thai. phu nit cho con bi. phu nfr ¢ dé tudi sinh san nhung khéng co cae bién phap
tranh thai thich hop.
8. Cae trwomg hop than trong khi dung thudc:
Canit bao
Roi loan chire nang gan
Gidng nhu mat s6 thude ha lipid khdc. chat (e ¢hé HMG-CoA reductase, gy ra cac bét thudng
vé sinh hoa ena chie ning gan.

VIE
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Tang dai ding murc cac transaminase huyet thanh (> 3 l4n gioi han trén cia mirc binh thuong

[ULN] xay ra 2 14n hodc nhidu hon) xudt hi¢n ¢ 0,7% nguoi bénh dung atorvastatin. Ty 1S cac
bat thuomg nay la 0,2%, 0,2%, 0,6% va 2,3% lan luot cho lidu 10, 20, 40, va 80 mg.

MO6t ngudi bénh phit trién bénh vang da. Téng cac chi sb trong cac thir nghiém chirc nang gan &
nhimg ngucrl bénh khac khong lién quan v6i vang da hodc co ddu hiéu hay tri¢u chimg lam sang
khac. Khi giam lleu dung, dung thudc gian doan hodc ngimg dung thudc, nong d¢ transaminase
tr&r lai bang hodic gAn murc khi chua dung thubc ma khong dé lai di chimng.

Xét nghiém enzym gan duoc thuc hién truée khi bat dau didu tri bing statin va trong trudmg hop
chi dinh 1am sang yéu cau xét nghiém sau do.

Thay doi men gan thuong xay ra trong 3 thang déu diéu tri v6i atorvastatin. Nguoi bénh c6 tang
nong dd transaminase phai dugce theo ddi cho dén khi nhitng bt thuong nay dugc giai quyét.
Néu tang dai ding ALT hodc AST (> 3 lan giéi han trén ctia muc binh thudng), giam lidu hodic
ngimg diéu tri véi atorvastatin duoc khuyén cdo.

Atorvastatin phai duge st dung thén trong ¢ nhitng ngudi bénh uéng nhiéu ruogu va/hodc co tién
str bénh gan. Chéng chi dinh st dung atorvastatin cho bénh gan tién trién hodc ting dai ding
mirc transaminase khong giai thich duge. Ny

Co xwong S

Trudng hop hiém hoi cia tidu co van cling véi suy than cip thir phat myoglobin niéu da duogc
bao cio voi atorvastatin va véi cac thude khac trong nhom nay.

Pau co khdng bién chimg di dwoc bio cdo & nhitng ngudi bénh duoc diéu tri bing atorvastatin.
Bénh co duoc x4c dinh nhu céc triéu chimg dau co hay yéu co két hop véi ting creatin
phosphokmase > 10 lan mtc gidi han trén cua gia tri binh thuong, bénh co nén dugc xem xét ¢
bat ky ngudi bénh co dau co lan téa, dau co hay yéu co vi/hoidc ting creatin phosphokinase 1
rét. Ngudi bénh can dugc tu van de thong bao kip thoi nhig con dau co khdng o nguyén nhan,
ton thuong hay dau 0 om dac biét néu kém theo khé chiu hay sbt. Ngimg diéu tri véi atorvastatin
néu xay ra tang rd rét ndng do creatin phosphokmase hodc chdn doan hay nghi ng&r ¢6 bénh co.
Nguy co cua bénh co trong Kkhi diéu tri v6i cac thudc trong nhém nay tang lén khi dung dong
thoi v6i cyclosporin, dan xudt cia acid fibric, erythromycin, niacin hoac thubc khang ndm nhom
azol. Bac s§ xem xét diéu tri két hop véi atorvastatin va dan xuit acid fibric, erythromycin,
thudc rc ché mién dich, thubec khang niAm nhoém azol hoac ha thép lidu diéu tri cua niacin nén
duoc can nhic mot cach than trong dua trén nhitng loi ich va riii ro tiém tang va phai theo doi
nguoi bénh mot cach can than véi bat ky dau hidu hodc triéu ching dau co hay yéu co, dac biét
1a trong nhiing thang dAu cia diéu tri va trong bat k¥ thdi diém diéu chinh tang liéu. Dinh ky xdc
dinh creatin phosphokinase co thé dugc xem xét trong tinh hudng nhu vay, nhung khong c6 su
dam bao ring giam sat nhu vdy s& ngan chan sy xuét hién ciia bénh co nghiém trong.

Can nhic theo dbi creatin kinase (CK) trong truong hop:

- Trude khi diéu tri, xét nghlem CK nén dugc tién hanh trong nhimg truong hop: Suy giam chac
ndng than, nhuoc giap, tién sir ban thin hoac tlen sir gia dinh mic bénh co di truyén, tién su bi
bénh co do sir dung statin hodc fibrat trude do, tién sir bénh gan vi/hoic ubng nhiéu rugu, bénh
nhan cao tudi (> 70 tudi) c6 nhimg yéu té nguy co bi tiéu co van, kha nang xay ra tuong tac
thubc va mot sb dbi tugng bénh nhan dac biét. Trong nhimg trudng hop nay nén cén nhéc loi
ich/nguy co va theo doi bénh nhan trén 1am sang khi diéu tri bang statin. Néu két qua xét nghiém
CK > 5 lan gi6i han trén ctia muc binh thuong, khong nén bat dau diéu tri bang statin.

- Trong qua trinh dleu tri bang statin, bénh nhan can thong bo khi ¢6 cac bicu hién vé co nhu
dau co, cimg co, yéu co ... Khi ¢é cac biéu hién nay, bénh nhén can lam xét nghiém CK dé ¢
cac bién phép can thi¢p phu hop.

Piéu tri bang atorvastatin phai duoc ngimg lai tam thoi hodc ngimg dung thubc & bat ky nguol
bénh voi mot tinh trang nghiém trong cap tinh duge nghi ngd cua mot bénh co hodc ¢6 yéu 1o
nguy co nguyén nhan nén din dén phat trién suy than thir cap den tiéu co van (vi du, nhlnm
trung Ldp nghiém trong. ha huyét ap. dai phau thuat, chan thuong, roi loan chuyén hoa, noi tiét
va chat dién giai nang v co giat khong kiém soat dugc).

Than trong

Ngudi bénh néi chung
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Trude khi tién hanh didu tri v6i atorvastatin, mot nd lyuc phai dugc thyc hién dé kiém soat ting

cholesterol méu nhu ché d #n ubng thich hop, tap thé duc va giam can & ngudi bénh béo phi va

dé didu tri cac van @& y té co ban khac.

Tré em

Liéu 16n hon 20 mg chua dugc nghién ctu & d6i twong ngudi bénh nay. Ni vi thanh nién phai

duoc tw vAn vé céc phuong phdp tranh thai thich hop trong khi diéu tri voi atorvastatin.

Atorvastatin chua dwgc nghién ciru ¢ nhitg ngudi bénh trude tudi ddy thi hodc nhitng bénh nhi

dudi 10 tubdi. D’.”

Nguoi cao tubi

Tén suét ngung ding thube do tac dung phu twong tu nhau giita hai nhém tudi. Khong c6 su

khac biét vé bat thuomg xét nghiém 1am sang lién quan gitta cic nhom tudi.

Bénh phm ké

Cac truong hop dac biét cua bénh ph01 k& da dugc bdo cao véi mét sb statin, dic biét la khi diéu

tri dai han. Cac dac diém cé thé bao gom kho tho, ho khan va suy giam strc khoé ndi chung (mét

moi, giam can va sbt). Néu nghi ngd bénh nhan di phat trién bénh phdi k&, nén ngung ding

statin.

bai thao dudng

M5t sb bang ching cho thiy rang statin nhu mot loai thudc lam ting glucose mau va & mot 56

bénh nhan c6 nguy co cao mdc bénh tiéu dwong trong tuong lai c6 thé gy ra mirc tang dudmg

huyet va can c6 bién phap cham séc chinh thirc cho bénh tiéu duong mét cach phu hop. Tuy

nhién, nguy co nay dugc xem xét la khong vugt qua loi ich ¢é duge bai sy lam giam nguy co

mach mau ciia statin, do d6 khong nén xem nhur mot 1y do dé ngimg diéu tri béng statin. Bénh

nhén c6 nguy co cao (glucose lic doéi 5,9 dén 6.9 mmol / L, BMI> 30kg / m® , tang triglycerid,

tang huyét 4p) nén dugc theo ddi ca vé 1am sang va sinh héa theo huéng din cia qudc gia.

Ta dwgc

Thubc c6 chira lactose. Bénh nhan c6 céac van dé di truyén hiém gap khong dung nap galactose,

thiéu hut Lapp lactase hoac rdi loan hp thu glucose-galactose khong nén ding thube nay.

Phu nir c6 thai

Phuy nir ¢ do tudi sinh san nén duoc tu van sir dung cac bién phép tranh thai hi¢u qua khi dang

diéu tri bing atorvastatin. Hay thao luan véi bdc s§ diéu tri vé mdt ké hoach sinh san va khi nao

nglmg atorvastatin néu ngtrcn bénh mong mudn cé thai. Néu mang thai nén khuyén ngudi bénh

ngimg sir dung atorvastatin va thdng bdo cho béc sy diéu tri.

Phu nir cho con ba

Chua biét atorvastatin dugc bai tiét vao sita me. Boi vi mot thude khac cung nhém c6 bai tiét

vi0 sifa me va boi vi céc statin c6 nguy co tiém an gdy ra céc tic dung bét lgi cho tré em bi sita

me, phu nir can diéu trj béng atorvastatin khong duoc cho con bu.

Anh huwong ciia thude dén ngwdi dang van hanh may méc, ldi tau xe

Théng thuong thude khong anh huong kha ning van hanh may méc, lai tau xe. Tuy nhién, nguoi

bénh khong duge van hanh may méc, 14i tau xe néu thude ¢ anh huong kha nang nay.

9. Twong tic ciia thude véi thude khdc va cdc loai twong tic khic

Tang nguy co mic bénh co nhidu hon & nhimg nguoi bénh didu tri phdi hop cdc chit irc ché

enzym HMG-CoA reductase voi cyclosporin, cac khémg sinh nhém macrolid bao gém

erythromycin, gemfibrozil, cac chat khang ndm azol hogc v6i niacin va trong nhimg truong hop

rat hiém co thé bj tiéu co van va suy than do myoglobin niéu. Phai can nhic cin than lgi ich va

nguy co co thé lién quan dén phol hop diéu tri.

Cac chat tre ché cytochrom P450 344: Atorvastatin duge chuyén hoa bai cytochrom P450 3A4.

Tuong tac ¢ thé xay ra khi sir dung dong thai atorvastatin V@i mot chét (rc ché cytochrom P450
3A4 (nhu cyclosporin, cac khang sinh nhom macrolid bao gdm erythromycin va clarithromyein,

nefazodon, cac thudc khang ndm nhom azol bao gém itraconazol va cic chit uc ché protease

HIV). Can than trong khi sur dung dong thoi atorvastatin va cac thude nhu vy bdi vi ph01 hop

lam tang noéng do atorv mfmn trong huyét tuong. Erythromycin (500 mg 4 hm:ng,a)) hoac

clarithromycin (500 mg 2 lan/ngay), 1a nhimg chit (c ché P450 3A4 va lam tiang nong do

atorvastatin. Khi sir dung chung v atorvastatin. clarithromycin lam tang 56% C g va 80%

AUC cua atorvastatin.
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Cdc chét tre ché p-glycoprotein: atorvastatin va cac chit chuyén hoa ¢o hoat sinh 1a co chit cia
P-glycoprotcin. Cac chit Gc ché P-glycoprotein (nhur cyclosporin) ¢6 thé 1am ting sinh kha dung
cla atorvastatin,

Itraconazol; St dung dong théi atorvastatin 40 mg va itraconazol 200 mg/ngay lam tang gép 3
1in AUC ciia atorvastatin.

Céc thudce ke ché protease: St dung ddng thoi atorvastatin va cac chit protease, cling la cac chét
tre ché CYP3A4, lam tang ndng do atorvastatin trong huyét thanh nén cdn diéu chinh lidu néu st
dung ddng théi atorvastatin va cic chét trc ché protease. Chi tiét duge thé hién & bang sau:

Statin Cac chit ire ché protease ¢é Khuyén cio ké don
trong tac
Atorvastatin | Tipranavir + Ritonavir Tranh st dung atorvastatin
. Ll
Telaprevir 4
Lopinavir + Ritonavir Str dung thén trong va néu cén thiél nén dung

liéu atorvastatin thip nhét

Darunavir + Ritonavir Khéng qua 20 mg atorvastatin/ ngay
Fosamprenavir
Fosamprenavir + Ritonavir
Saquinavir + Ritonavir

Nelfinavir Khdng qua 40 mg atorvastatin/ ngdy

Nudc ép buoi: Co chira khong it hon mot chat e ché CYP3A4 va ¢6 the lam tAng n(}ing do thube
trong huyét tuong. AUC cla atorvastatin ting 37% va AUC cia dﬁn xudt ortho-hydroxyl ¢6 hoat
tinh tdng 20,4% sau khi udng 240 ml nudc ép budi. Tuy nhién, uong nhleu nuée €p budi (qua
1,2 I/ngay trong 5 ngay) lam tdng AUC cua atorvastatin va cac chét chuyé én héa ¢o hoat tinh 1an
lugt 12 2,5 1an va 1,3 1an. Vi vy, khéng khuyén cdo sir dung qua nhiéu nude ép budi trong khi
diéu tri bing atorvastatin.

Céc chat cam wng cytochrom P450 344. Vaa chua biét anh huong clia cde chit cam tmg
cytochrom P450 3 A4 (nhu rifampicin hogc phenytoin) dbi voi atorvastatin, Cac tuong tac thude
v6i cac co chét cia enzym nay chua duge nghién ciru, nhung nén xem xét trong trudng hop
thude co khoang diéu tri hep nhu ce thude chdng loan nhip nhom [11, bao gdm amiodaron.

Sir dung dong thi voi cac thude khac:

Digoxin: St dung |ap lai atorvastatin 10 mg va digoxin trong cung thoi diém khong anh hudng
dén trang thai can bang cta digoxin trong huyét thanh. Tuy nhién, ndng do digoxin tang 20%
trong khi st dung dong thai vai atorvastatin 80 mg/ngay. Tuomg tac nay cd thé do sir e ché
protein vin chuyén xuyén mang p-glycoprotein. Can theo ddi can than tinh trang cita ngudi bénh
néu dan;, str dung digoxin.

Cac thude tranh thai dirong uong: Sir dung dong thoi atorvastatin va cac thube tranh thai duong
ubng lam tang nons:, d6 norethisteron va ethinyl vestradiol nén cin xem xét khi lua chon thube
trinh thai voi liéu lugng phi hop.

Colestipol: Nong do atorvastatin va cac chét chuyén héa ¢6 hoat tinh giam (x4p xi 25%) khi sir
dung dong théi atorvastatin va colestipol. Tuy nhién, tac dung trén lipid mau khi sir dung cling
ltic atorvastatin va colestipol cao hon khi sir dung mét thude riéng I¢.

Cdc thuoe khang acid: St dung ddng thoi atorvastatin va cac ché pham long khang acid co chira
cac hydroxid magnesi va nhém lam giam ndng d6 atorvastatin trong huyét tuong xdp xi 35%
tuy nhién téc dung ha LDL-cholesterol khéng thay déi.

Warfarin: Si dung déng that atorvastatin va warfarin lam gitam nhe thot gian prothrombin trong
nhimg ngay dau tién diéu tri nhung binh thuong tré lai trong vong [5 ngay. Tuy nhién nguoi
bénh dang sir dung warfarin nén duoc theo dai chat ché khi phdi hop atorvastatin trong dicu tri,
Phenazon: Su dung dong thai atorvastatin va phenazon déi khi c6 {t thay déi hodac khang nhan
biét duoe thay d6i dbi vasi do thanh thai cia phenazon,
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Cimetidin: trong mét nghién cfru vé tuong tic thude gitta cimetidin va atorvastatin khong nhén

thdy c6 xuft hién twong tic nao.

Amlodipin: St dung dbng thot atorvastatin 80 mg va amlodipin 10 mg khong dnh hudng céc ddc

1inh duoc dong hoe cia thude & trang thai én dinh.

Ezetimib:

Viée str dung ezetimib don dée ¢6 1ién quan dén cdc tdc dung bét loi trén co bao gdm globin co

nigu kich phat. Do d6 nguy co cua nhimg bién ¢b ndy c6 thé ting 1én khi sit dung ddng thoi
ezetimib va atorvastatin. Cén theo dbi 1am sang phi hgp ¢ nhimg bénh nhén nay.

Teing nguy co ton thuong co khi sit dung statin dong thoi véi cde thude sau:

- Gemfibrozil

- C4c thudc ha cholesterol man nhém fibrat khac

- Niacin lidu cao ( > 1 g/ngay)

- Colchicin

Cdc thuéc khdc: Trong cic nghién ciu 14m sang khéng cb tuong tac nao ¢6 y nghia lam sang

duoc ghi nhan khi str dung atorvastatin cting véi cdc thube didu tri téng huyet ap va ha duong

huyét. \
10. Tac dung khéng mong mudn
Céc bién cd bét loi thuong gip nhat khi st dung atorvastatin chi yéu trén hé tiéu héa nhu tao :
bén, ddy hon, kho tiéu va dau bung. Céc triéu ching nay s& cai thién trong qua trinh didu tri. *
it hon 2% s ngudi bénh phai ngimg thude tir cac thir nghiém 1am sang do cdc tic dung bét lgi [
cla atorvastatin mang lai.

Dua trén cac sd lidu tir cdc thir nghiém 1am sing v& qué trinh luu hanh thube, théng tin vé cac tac
dung bét lgi clia atorvastatin duoc thé hién bén dudi day.

U'ée tinh tdn sudt xay ra tdc dung bat loi duge phén loai nhw quy ude sau: thuomg gip (< 1/10); it
gap (< 1/100); hiém gap (<1/1000); rat hiém gip (<1/10000).

Hé tién hoa

Thutng gap: dau bung, tdo bén, ddy hon, khé tiéu, budn nén, tiéu chay,

it gip: chan an, non,

Mau va hé bach huvet

it gap: glam tidu cau.

H¢ mién dich

Thutng gép: di img,

R4t hidm gap soc phan vé.

H¢ ngi tiét

it gap: rung téc, tang dudng huyét, tang HbAlc, ha duomg huyét, viém tuy.

Tam than

Thudmg gap: mét ng,

it gip: suy gidm nhan thie (nhe mét trf nhd, 10 13n)

Hé than kinh

Thuong gap: dau dau, chéng mat, di cam, gidm cam gidc,

it gap: bénh thin kinh ngoai bién,

RAt hiém gap: thay dbi vi giac.

Mit

Rét hiém gap: i loan thi gisce.

Hé gan mat

Hiém gdp: viem gan, vang da & mjt.

Rat hiém gdp: suy gan.

Da va bd phin phuy

Thuomg gép: phat ban, nglra ngay,

It gap: may day.

Rat hiém gap: phi mach. ban da béng nude {(gbm c6 hong ban da dang. hot chimg Stevens-
Johnson va hoi chimg hoai tir thuong bi nhiém doc).

Tai va me dao

It gap: u tai,
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R4t hiém gip: mét thinh giac.

Heé co xwong

Thuong gap: dau co, dau khép, dau lung,

it gap: bénh co, chudt rut co,

Hijém gap: viém co, tiéu co van,

Rat hiém gép: dut gén.

H¢ sinh duc

it gap: bat lyc,

Rét hiém gap: vu to & nam gidi.

Toan than \®

Thuong gap: suy nhuge, dau nguc, pht ngoai bién, '

It gap: kho chiu, ting can.

Két qua xét nghi¢m ‘

Ciing nhu cac chat tc ché HMG-CoA reductase khac, da cé bdo cdo tang transaminase trong
huyét thanh & nguoi bénh dung thude atorvastatin. Nhitng thay d6i nay thudmg nho, thong qua,
va khong can gian doan diéu tri. Mtc tang transaminase trong huyét thanh c6 y nghia 1am sang
(> 3 l4n giéi han trén binh thuong) xay ra ¢ 0,8% nguoi bénh dang dung atorvastatin. Nhimg
thay don nay co lién quan dén lidu va c6 thé hoi phuc dbi véi tat ca ngudi bénh.

Tang ndng d creatine phosphokinase (CPK) trong huyét thanh vurot qua 3 14n gioi han trén binh
thuomg xay ra & 2,5% ngudi bénh dang dung atorvastatin, ciing nhu cac chét e ché HMG-CoA
reductase khac trong céc thir nghiém lam sang. Néng do vuot qua 10 lan gioi han trén binh
thuong xay ra 0,4% nguoi bénh dang dung atorvastatin.

Huéng din cach xir tri ADR

Céc thay ddi ndng do enzym gan trong huy?t thanh thuong xay ra ¢ nhing thang dau diéu tri
bang statin. Nguoi bénh nao c6 nong do transaminase huyét thanh cao phai theo di xét nghiém
chirc nang gan lan thi hai dé xéc nhan két qua va theo ddi diéu trj cho toi khi cac bét thudng tré
vé binh thuong. Néu ndng d6 transaminase huyét thanh AST hodc ALT (SGOT hodc SGPT) dai
dang qua 3 1An gidi han trén ca binh thuomg, thi phai ngimg diéu tri bang statin.

Phai khuyén nguoi bénh dung statin bao cao ngay bat ky biéu hién nao nhu dau co khong 13 ly
do, nhay cam dau va yéu co, dic biét néu kém theo kh6 chiu hodc sbt. Phai ngimg liéu phap
statin néu néng do CPK tang r& rét, cao hon 10 lan gidi han trén cta binh thuong va néu chan
doan hodc nghi ngo bénh co.

11. Qua liéu va cach xir tri

Khong c6 diéu tri ddc hiéu trong truong hop qué lidu. Néu xay ra qua liéu, diéu tri triéu ching
cho nguoi bénh va ap dung cac bién phap ho trg khi can thiét. Nén theo ddi chic nang gan va
ndng d6 CK huyét thanh. Do gin két manh voi protein huyét tuong, thdm tach mau cé it tac
dung thanh thai atorvastatin.

Tich cuc theo doi dL ¢6 bigén phap xr tri kip thot. =
12. Cac dau hiéu can luu ¥ va khuyén cdo: khong ap duﬂ'g o F
13. Bao quan: Bao quan & nhiét d¢ duai 30°C, tranh anh sé.ng '
14. Han dung:

Aszolzoly-10: 36 thang ké tir ngay san xuat

Aszolzoly-20: 36 thang ké tir ngay san xuét

15. Nha sin xuat:

M/s WINDLAS BIOTECH PRIVATE LIMITED

Plant-2, Khasra No. 141 to 143 & 145, Mohabewala Industrnial Area, Dehradun-248110,
Uttarakhand, An Do.

16. Ngay xem xét sira déi, cip nhit lai n6i dung to' hwdéng din sir dung thuoc:
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