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TO HUONG DAN SU DUNG THUOC
% ' Vién nén bao phim
DATVIPHI VASLOR-10
2 ' Vién nén bao phim
VASLOR-20
Vién nén bao phim

VASLOR-40

Thuoc ban theo don
Pé xa tam tay cua tré em
Poc ki hwéng din sir dung truée khi dun
Thong biao ngay cho bac sy nhirng tac dung khong mong muon khi sir dung thudc
To thong tin sin phém nay bao gom hwéng dén sie dung cho thuéc cé nhiéu ham lwong khdc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phin, ham lrgng ciia thude:
M3&i vién nén bao phim VASLOR-10 chtra:
Atorvastatin (dudi dang Atorvastatin calci trihydrat).........coceevinnennnn. 10 mg
T4 duoc: Lactose monohydrat, crospovidon, cellulose vi tinh thé, croscarmellose natri,
magnesi stearat, hydroxypropylmethylcellulose, copovidon, talc, titan dioxyd, polyethylen
glycol 6000, polysorbat 80.
MB&i vién nén bao phim VASLOR-20 chua:
Atorvastatin (duéi dang Atorvastatin calci trihydrat).........ccccoeeevnnenn. 20 mg
T4 duoc: Lactose monohydrat, crospovidon, cellulose vi tinh thé, croscarmellose natri,
magnesi stearat, hydroxypropylmethylcellulose, copovidon, talc, titan dioxyd, polyethylen
glycol 6000, polysorbat 80.
MB&i vién nén bao phim VASLOR-40 cha:
Atorvastatin (du¢i dang Atorvastatin calci trihydrat).........cccocooeeiine. 40 mg
Ta dwoc: Flowlac 100, cellulose vi tinh thé M112, crospovidon, croscarmellose natri,
magnesi stearat, HPMC EG, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau.

2. M0 ta san phim:
VASLOR-10: Vién nén dai bao phim mau tring, hai mit tron.
VASLOR-20: Vién nén dai bao phim mau tring, hai mat tron.
VASLOR-40: Vién nén dai bao phim mau trang, hai mat tron.

3.  Quy cich dong goi:
VASLOR-10: Hop 4 vi x 7 vién/ Hop 10 vi x 10 vién.
VASLOR-20: Hop 4 vi x 7 vién/ Hop 10 vi x 10 vién.
VASLOR-40: Hop 6 vi x 10 vién.

4. Thudc dung cho bénh gi?

Thubc chira thanh phan chinh c6 téc dung duge ly 14 Atorvastatin, thuc nhém thube goi la
céc Statin, dung d& diéu hoa lipid huyét.
Thudc c6 tac dung diéu tri hd tro céc tinh trang sau:
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Atorvastatin dugc dung aé lam giam cholesterol va triglycerid trong mau khi ché d6 an han
ché chét béo va thay ddi 16i séng khdng c6 hi¢u qua. Néu ban bi ting nguy co bénh tim,
atorvastatin cling co thé duoc dung dé lam giam c4c nguy co ndy ngay ca khi mirc
cholesterol cua ban binh thuong. Ban nén duy tri ché d6 an giam cholesterol chudn trong
sudt qua trinh diéu tri.

Nén dung thudc nay nhw thé nao va lidu lugng?

Ludn dung thudc chinh xac nhu huéng dan cia bac sy hodc dugc s§. Néu ban chua r3, hiy
hoi lai cho chéc chan.

Chi dung thuéc ‘nay theo sy ké don ciia thdy thubc.

Trude khi bit dau diéu tri, bac sy s& cho ban sir dung ché d9 an giam cholesterol, ban can
tlep tuc duy tri trong sudt qua trinh diéu tri véi atorvastatin.

Liéu dung:

Liéu khoi déu thong thuong 12 10 mg/ ngay & ngudi 16n va tré em tur 10 tudi trs 1én. Bac sy
c6 thé cho ban tang lidu cho dén khi dat dugc hi€u qua mong muén. Béc s§ c¢6 thé chinh
lidu sau mai 4 tudn hodc dai hon. Liéu atorvastatin ti da 1a 80 mg x 1 1an/ ngay.

Cach dung:

Thudc dung dudng udng. Nudt nguyén vién thudc véi nude. Ban c6 thé uong thudc vao bét
ky luc nao trong ngay, cung hodc khdng cung bira an. Tuy nhién, nén udng thudc vao cliing
mot thoi diém trong ngay.

Béc s§ s€ xac dinh thoi gian dung thudc thich hop cho ban. Tham khao y kién bac sy néu
ban cam thdy tac dung cua thudc qua manh hoac qua yéu.

Khi nao khong nén dung thudc nay?

Khoéng nén dung thudc nay néu ban:
- Qua man véi atorvastatin hodc vdi bt ky thanh phan nao cta thubc.
— Pang hodc da tung bi bénh anh huéng dén gan.
— Xét nghiém chirc ndng gan bét thuong ma khong rd nguyén nhén.
— C6 kha ning dang mang thai va khong dung bién phép tranh thai déng tin cay.
— Dang mang thai hogc c¢b ging mang thai.
— Pang cho con bu.

Khong dung thudc néu ban gap phai bat ky trudng hop nao & trén. Tham khéo y kién cua
béc s§ néu ban chua chic chan.

Téac dung khéng mong mudn

Nhu cic thudc khéc, Atorvastatin ¢ thé gy tac dung khong mong mudn, nhung khong
phai ai ciing gap phai.

Neung dimg thudce va lién hé trung tém y té gan nhdt néu ban gdp cdc phan iing sau:

. Hiém gap, ¢ thé tdc dong dén 1 trong 1.000 nguoi:

— Phan ung di ung nghiém trong gy phi mat, ludi va hong, c6 thé gay kho tho.

— Bénh nghi€m trong VOi sung va troc da ning, phong rop da, miéng, mét, bd phan sinh
duc va sét. Ban da véi cac ndt do hong, dic biét 1a & 1ong ban tay hodc long ban chén, c6
thé c6 phong rop.

- Yéu co, nhay cam dau hodc dau va dac biét 1a cung luc do, ban cam thay khong khoe
hoic sbt, tac dung nay c6 thé 1a do sy huy co (tiéu co vén). Sy huy co bat thudng thudng
khong khoi ngay ca khi ngung udng atorvastatin, 6 thé gay tir vong va dan dén cac van
de veé thén,

Rt hiém gap, c6 thé tdc dong dén 1 trong 10.000 nguoi

- Néu ban _gdp phai cac van de nhu chdy mau hodc bam tim khong rd nguyén nhén, day co

thé 12 bidu hién khi ban c6 vin dé vé gan. Tham khéao y kién bac s§ cang sém cang t6t.

Cdc téc dung khong mong muén khdc: /
N

W
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Thuong gap, cé thé tdc dong dén 1 trong 10 nguoi

Viém miii hong.

Phan tng di ung.

Téang dudng huyét (tiép tuc theo doi dudng huyét cin than néu ban bi dai thao duong).
Nhuc dau.

Pau thit vom hong, chay mau cam.

T4o bén, day hoi, kho tiéu, budn non, tiéu chay.

Pau co, dau khép, dau dau chi, co thit co, sung khép, dau lung.

Xét nghlem chirc nang gan bat thuong, tang creatin kinase huyét.

It gap, ¢6 thé tac dong dén 1 trong 100 nguoi

Ha dudng huyét (theo ddi chit ché dudong huyét néu ban bi dai thao duong), ting cén, chan
an.

Ac mong, mat ng.

Chéng mat, cam giac ngira ram ran, t€ ban chan, tay (di cam), giam cam gidc, loan vi giéc,
mét ngu.

Nhin mo.

U tai.

Non, dau bung trén va dudi, ¢ hoi, viém tuy.

Viém gan.

May day, ban da, ngtra, rung toc.

Pau cd, moi co.

Mét moi, suy nhugc, dau nguc, phu ngoai bién, mét, sot.

Bach c4u niéu duong tinh.

Hiém gdp, c6 thé tdc déng dén 1 trong 1.000 nguoi

Chay mau hodc bim tim khong r& nguyén nhan.

Bénh than kinh ngoai bién.

Réi loan thi gidc.

U’ mat (vang da hodc phan tring cia mat).

Bénh co, viém co, tiéu co van, chin thuong gan, dbi khi c6 bién chimg do dirt mach mau.
Rat hiém gap, c6 thé tac dong dén I trong 10.000 nguoi

Séc phan vé.

Giam thinh lyc.

Suy gan.

Nit hoa tuyén V.

Chua ré tan sudt

Hoai tir co qua trung gian mxen dich.

Téc dung khong mong mudn dwoc bdo cdo véi mét sé statin (thude cing loai)

Réi loan tinh duc.

Trim cam.

Kho thd, bao gdm ho dai ding va/ hodc kho thd hoac sot.

Dai thdo dudng. D& gip phai néu ban c6 lugng dudng hoac chét béo trong mau cao, thira
can hodc tang huyét ap. Bac sy ¢6 thé can theo dai ban khi dung thudc.

Thudc cé thé gdy ra cdc tdac dung khong mong muon khdc, théng bdo ngay cho bdc sy néu
gdp phai nhitng tdc dung khong mong muon sau khi sir dung thuéc.

Nén tranh dung nhirng thudc hoic thue phﬁm gi khi dang sir dung thudc nay?

Thong bdo cho béac s§ hodc dugce sy clia ban vé tat ca cac loai thubc ma ban dang sir dung
hodc str dung gan day, bao gdm ca cac thudc ké don hoic khong ké don, céc vitamin hodc
thude tir duoc liéu.

Mot sb thude co thé thay dbi tac dung cua atorvastatin hodc nguoc lai. Loai twong tc nay
¢6 thé khién mot trong hai hogc ca hai thudc giam tac,dung. Ngoai ra, tuong tac con co thé
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10.

11.

12.

13.

lam tdng nguy co hodc lam néng thém céc tdc dung khong mong mubn, bao gdm tinh trang
tiéu co van.
Théng bdo cho bdc sy hodc dwoc sy néu ban dang su dung cdc thudc sau:

- Thube dung dé thay dbi hoat dong ciia hé mién dich nhu ciclosporin.

— Mot sb thubc khang sinh hoic khang nidm, nhu erythromycin, clarithromycin,
telithromycin, ketoconazol, itraconazol, voriconazol, fluconazol, posaconazol, rifampin,
acid fusidic.

— Céc thube khac dung dé diéu hoa lipid mau nhu gemfibrozil, cac fibrat khac, colestipol.

— Mot s6 thudc phong bé kénh calci diéu tri dau thit nguc hodc ting huyét ép nhu
amlodipin, diltiazem; thubc diéu hoa nhip tim nhu digoxin, verapamil, amiodaron.

— Thudc diéu tri HIV nhu ritonavir, lopinavir, atazanavir, indinavir, darunavir, phdi hop
tipranavir/ ritonavir,...

— Mot sb thube diéu tri viém gan C nhu telaprevir.

- Céc thudc khac tuong tac véi atorvastatin bao gbdm ezetimib (thubc ha cholesterol),
warfarin (thudc chong dong mau), thudc tranh thai duong udng, stiripentol (thudc chéng
co giat trong diéu tri dong kinh), cimetidin (diéu tri ¢ néng va loét da day), phenazon
(thudc giam dau), colchicin (thuoc didu tri gut), antacid (chira magnesi hydroxyd hoic
nhém hydroxyd) va boceprevir (diéu tri bénh gan nhu viém gan C).

— Céc ché pham cuia c6 St. John.

— Néu ban cin udng acid fusidic dé diéu tri nhiém khuén, ban s& can tam thoi ngimg thudc
ndy. Béc s§ cua ban s& bao ban khi nao thi an toan dé bit dau dung atorvastatin tr¢ lai.
Ubng atorvastatin cuing véi acid fusidic ¢6 thé hiém khi dan dén yéu co, nhay cam dau
hodc dau (tiéu co van).

Néu ban gap bat kp truong hop nao & trén (hodc ban khong chdc chén), hay thao ludgn véi
bdc sy trucc khi uong thuoc.

Str dung atorvastatin voi thiec an - do uong

Nude budi chim: Khong ubng nhiéu hon 1 dén 2 cdc nhd nude budi chum mdi ngay vi
lugng 16n nude budi chum co thé thay doi tac dung cta atorvastatin.
Ruwou: Tranh udng qua nhiéu rugu khi dang udng thudc nay.

Cin 1am gi khi mdt lin quén khong dung thudc?

Néu ban quén khong ding 1 liéu, udng liéu tiép theo nhu lich trinh cfi. Khong ubng gép doi
lieu.

Néu ban muon ngirng thude

Tiép tuc sir dung thgéc cho dén khi bac sy bao ban ngimg. Khong duoc tu y nglng thude.
Ludn lam theo chi dan cua béc s¥.

Néu ban c6 thic mic gi khi sir dung thudc nay, hay lién hé véi bac sy hodc duoc sy.

Cén bio quin thudc nay nhw thé nao?

Gir thubc trong bao bi gbc cuia nha san xuét, day kin.

Pé thudc noi khd réo, tranh anh sang, nhiét do khong qua 30°C, va ngoai tm véi cla tré
em.

Khong st dung thudc sau ngay hét han in trén bao bi (hop va vi thudc).

Nhirng d4u hiéu va triéu chirng khi ding thude qua liéu
Dung thudc chinh x4c nhu huéng dan cta bac sy. Neu ban dung qua liu hodc tré em nudt
phai thudc, lién hé ngay voi bac sy va trung tam y té gén nhat.

Cén phai lam gi khi dung thudc qua liéu khuyén cdo \)7/
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14.

15.

Ngung dung thudc va lién lac ngay véi bac sy hodc trung tim y té gan nhét. Khong tu 1ai xe
dén bénh vién, hdy nho ai d6 dwa ban di hodc goi ngay cho xe cép ciru. Mang theo vién
thudc cing véi bao bi dé béac sy biét ban da udng thude gi va c6 bién phap xir Iy kip thoi.

Nhirng diéu cin than trong khi ding thudc nay
Trudc khi dimg thube nay, thong bdo cho bdc sy néu ban dang cé cdc van dé vé sirc khoe
sau day:

— Ban bi suy hd hap nang.

- Néu ban dang uong hogc timg ubng trong vong 7 ngay gin déy mot loai thudc goi 1a acid
fusidic (thuoc diéu tri nhiém trung), udng hodc tiém. Dung phdi hop atorvastatin va acid
fusidic c6 thé lam nang thém cac van dé vé co (tiéu co van).

— Néu ban trudc d6 bi dot quy kém chay mau vao ndo, hodc cé céc tii dich nhd trong néo
do dot quy trude do.

— Ban c6 cac van dé vé than.

- Neu ban bi suy giap.

- Néu ban bi dau co hodc dau lap lai va khong rd nguyén nhan, gia dinh c6 tién sir ¢6 van
& vé co.

— Néu ban timg c6 cac vin dé vé co trong khi didu tri voi cac thude ha lipid khac (nhu
statin khac hodc fibrat).

— Ban thuong udng nhiéu rugu.

- Ban c6 tién sir bénh gan.

— Ban trén 70 tudi.

Néu ban gdp phai céc truong hop O trén, bac sy s& can tién hanh mot xét nghiém méu trude

khi va c6 thé trong khi ban sir dung atorvastatin dé doan trudc cac nguy co gip phai cac tac
dung khong mong mubn vé co ctia ban. Nguy co gip phai céc tac dung khong mong mudn
vé co, nhu ti€u co van, c6 thé tang [én khi dung mét s0 loai thude nhat dinh cuing mot luc.

Thong béo cho bac sy néu ban bj yeu co khong khoi. Ban co thé can duoc thuc hién thém

mot sO xét nghiém va thubc dé chan doan va diéu tri tic dong nay.

Néu ban dang dung thubc nay, bac sy s& theo ddi ban chat ché neu ban bi dai thdo dudng

hodc ¢4 nguy co cao bi dai thao duong. Ban dé bi dai thao duong néu ban c6 lugng dngfvaf

chét béo trong mau cao, thira can va ting huyét 4 ap.

Thudc c6 chira lactose. Thong bao cho bac s§ néu ban ting duge cho biét ban khong c6 kha

nang dung nap mot loai dudng nao.

Thudc c6 chira polysorbat 80 ¢6 thé gay di img.

VASLOR-10/ VASLOR-40 ¢6 chira ddu thiu dau c6 thé gay dau bung, tiéu chay.

Néu ban gdp phai cdc truong hop trén (hodc néu ban khong chdc chdn), hay thao lugn véi
bac sy cua ban trudc khi ding thuée.

Phu nit mang thai hodc cho con b

Khéng ding thudc neu ban dang mang thai hodc ¢b ging mang thai.

Khong dung thudc néu ban c6 kha ning mang thai ma khong dung bién phép tranh th
déang tin cay. )
Khong udng thudc néu ban dang cho con bu 3
An toan cta thudc ddi véi phu nit mang thai va cho con bu chua dugc ching minh. Th
khéo y kién béc sy trude khi dung thude.

Ldi xe va vdn hanh mdy moc

Thubc thuong khong c6 hodc co rét it anh hudng ddi voi kha ning lai xe hodc van hanh
méay moc cua ban. Tuy nhién, khong néu lai xe hodc van hanh may moc néu thubc nay anh

huong dén ban.

Khi nio ciAn tham vén béc s§, dugc s§.
Can lién lac ngay véi béac sy hodc trung tim y t& gin nhat khi dung thudc qua liéu chi dinh.

W
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Théong thudng, bao gidr ciing phai hoi y kién bac sy hoic dugce sy true lic dung bat ky
thudc nao khi mang thai hoac cho con b.

Théng béo ngay cho béc s§ hodic dugc s§ nhimg tac dung khéng mong mubn gap phai khi
sir dung thude.

Néu can thém thong tin xin hoi y kién bac sy hodc dugc s.

16. Han ding ciia thudc: 36 thang ké tir ngay san xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBO Y TE

1. PAC TINH DUQC LUC HQC:
Nhém dwge ly: Thude trc ché HMG-CoA reductase.
Maia ATC: C10AAO05.
Atorvastatin 12 mét chét ha lipid tng hop, 1a chit wc ché enzym khir 3-hydroxy-3-
methylglutaryl- -coenzym A (HMG-CoA). Enzym ndy xuc tac sy bién d6i HMG-CoA thanh
mevalonat, 1a mdt giai doan sém va gidi han téc do cla sinh tong hop cholesterol. O céc
bénh nhén bi cao cholesterol mau do di truyen ddng hop tir hay di hop tir, cac dang cao
cholesterol mau khong do di truyén va rdi loan lipid mau hén hop, atorvastatin lam giam
lugng cholesterol toan phan, lipoprotein cholesterol trong lwong phan tir thip (LDL-C) va
apolipoprotein B (apo B). Atorvastatin cling lam giam lipoprotein cholesterol c6 trong
lugng phén tir rat thap (VLDL-C) va triglycerid (TG) va lam ting lipoprotein cholesterol c6
trong luong phan tir cao (HDL-C).

2. DAC TINH DUQC PONG HQC:
Hip thu
Atorvastatin hap thu nhanh chéng sau khi ubng, dat ndng d¢ dinh (Cimax) trong huyét twong
trong vong 1 dn 2 gid. Mirc d6 hdp thu tang ty 1& thuan véi liéu ding. Sau khi ubng,
atorvastatin dang vién nén bao phim c6 sinh kha dung khoang 95 - 99% so véi dang dung
dich udng. Sinh kha dung tuyét dbi cua atorvastatin xap xi 12% va kha dung toan than cia
hoat tinh rc ché HMG-CoA reductase 1a khoang 30%. Kha dung toan than thap la do thanh
thai trude tudn hoan & niém mac dudng tiéu héa va/ hodc chuyén héa lan dau qua gan.
Phan b
Thé tich phén b trung binh ciia atorvastatin xap xi 381 L. Atorvastatin lién két protein
huyét twong trén 98%. Atorvastatin than dau nén di qua dugc hang rao méu nio.
Chuyén héa
Atorvastatin duoc chuyén héa boi cytocrom P450 3A4 thanh dén xuét o- va p-hydroxyl hoa
va nhleu san pham beta oxy hoa khac nhau. Ngoai nhitng con dudng khac, nhiing san phim
ndy tiép tuc dugc chuyén hoa bing glucuronid héa. In vitro, sw (tc ché HMG-CoA
reductase boi cac chit chuyén héa o- va p-hydroxyl héa tuong duong véi atorvastatin.
Khoang 70% hoat tinh {rc ché HMG-CoA reductase trong tudn hoan 1a do céc cht chuyén
héa cé hoat tinh.
Thai troe
Atorvastatin cht yéu duoc thai trir qua mat sau khi chuyén héa bai gan v/ hodc ngoai gan.
Tuy nhién, atorvastatin trai qua chu trinh gan rudt khong dang ké. Thoi gian ban thai trung
binh trong huyet tuong cua atorvastatin & nguoi khoang 14 gio. Nura doi hoat tinh cua tac
dung uc ché HMG-CoA reductase khoang 20 dén 30 gio do sw dong gép cia cic chit
chuyén héa c6 hoat tinh.
Duyge dpng hoc trén cdc doi twgng dic biét
Nguoi cao tubi
Nong do atorvastatin va cac chat chuyén hoa cta n6 trong huyét twrong & nguoi cao tudi
khoe manh cao hon so v6i nguoi 16n tré tudi, nhung tac dung trén lipid tuong dwong véi
bénh nhan tré tudi.
Tré em )
Mot sb nghién ctru trén tré em cho théy, do thanh thai biéu kién duong ubng cia
atorvastatin & tré em tuong tu nhu & nguoi 16n, tinh theo cdn nang. Sy giam LDL-C va
cholesterol toan phén twong tng di dwgc quan sit thdy trong céc khoing ndng do
atorvastatin va o-hydroxyatorvastatin.
Gioi tinh é
Nong do atorvastatin va céc chét chuyen hoa cia n6 & phu nit khac véi nam giéi (phu nir:
Cmax ca0 hon khoang 20% va AUC thap hon khoang 10%). Nhitng khéc biét nay khong c6
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y nghia 1am sang, do d6, khong c6 khac biét cé y nghia l1am sang vé tic dung trén lipid giita
phu nit va nam giéi.

Suy thdn

Bénh than khong anh huéng dén ndng d6 va tac dung trén lipid cua atorvastatin va céac chét
chuyén héa c6 hoat tinh cta né.

Suy gan

Nong d atorvastatin va cac chét chuyén héa c6 hoat tinh ctia n6 trong huyét tuong ting
dang ké (tang Cmax gdp khoang 16 lan va AUC khoang 11 lan) & bénh nhan bénh gan man
tinh do rugu (Child-Pugh B).

DPa hinh SLOCIBI

Hép thu tai gan cua cac chit wrc ché HMG-CoA reductase, ké ca atorvastatin, lién quan dén
viéc van chuyén OATP1BI1. O ngudi da hinh SLCO1BI1 c¢6 nguy co ting ndéng do
atorvastatin, c6 thé lam tang nguy co gdp phai ti€u co vén. Da hinh gen ma hoa OATP1B1
(SLCOlBl ¢.521CC) ¢6 lién quan dén su tang ndng do atorvastatin gap 2,4 lan (AUC) so
voi ngudi khong ¢ bién thé kiéu gen nay (C.521TT). Hép thu tai gan giam do gen ciing c6
thé xay ra & nhitng bénh nhan nay. Chwa rd hiu qua cla tac dung nay.

CHI PINH:

Atorvastatin dwoc chi dinh ding hd trg véi ché do an kiéng d¢é lam giam cholesterol toan
phan, LDL-cholesterol, apolipoprotein B va triglycerid & cac bénh nhén cao cholesterol
mau nguyén phat, cao cholesterol méu do di truyén dong hop tir hodc cao lipid mau hdn
hop.

Atorvastatin duge chi dinh ding hd trg ché d6 an kiéng dé diéu tri nhitng bénh nhén bi cao
triglycerid huyét thanh.

Atorvastatin dugc chi dinh d& didu tri cic bénh nhan bi rdi loan betalipoprotein méu
nguyén phat ma khong cé dap tng diy du véi ché do an kiéng.

Du phong bénh tim mach: Lam giam nguy co nhdi mau Co tim ¢ nguoi 16n bi cao huyét ap
khong c6 bénh dong mach vanh ldm sang, nhung c6 t6i thidu 3 nguy co cua bénh dong .
mach vanh nhu tudi trén 55, dan 6ng, hut thudc 1, dai thdo duong typ 2, phi dai thét trai, c6 -
c4c bat thuong dic hiéu trén dién tam dd, protein niéu, ty 1& ctia cholesterol toan phan trong :
huyét twong so véi cholesterol ¢6 trong luong phén tir cao > 6, hodc gia dinh c6 tién sir bi .
bénh dong mach vanh trude tudi trudng thanh. .
Bénh nhi (10 - 17 tuéi): Dung hd trg v6i ché do an kiéng dé lam giam cholesterol toan phin,
cholesterol trong luong phan tur thdp va giam mirc d6 apo. B & cac tré trai va gai da co kinh
lan dAu, 10 - 17 tudi, c6 bénh cao cholesterol mau di truyén di hop tir, néu sau khi d thi
nghiém diy du diéu tri bang ché do an kiéng ma két qua Xét nghlem nhu sau: LDL-C duy
tri > 190 mg/ dL; hodc LDL- C duy tri > 160 mg/ dL va tién sir gia dinh bi bénh tim mach
trude tudi trudng thanh, hoic ¢ it nhét 2 yéu t6 nguy co bénh tim mach & bénh nhi.

LIEU DUNG - CACH DUNG:

Chi dung thuéc nay theo sw ké don ciia thiy thuéc.

Liéu dang:

Tong qudat: Trude khi diéu tri bang atorvastatin, nén ¢b géng kiém soat tinh trang cao
cholesterol mau bang ché d6 an thich hop, tap the duc va gidm cén & bénh nhén béo phi va
didu tri cac vin dé vé sic khoe. Bénh nhan nén tiép tuc theo mot ché do an kiéng chudn ha
thap cholesterol trong khi diéu tri bang atorvastatin. Liéu dung khoi déu khuyén nghi la 10
hodc 20 mg, uong 1 1an/ ngay. Bénh nhan can giam LDL-C nhiéu (> 45%) co thé bét dau
dung 40 mg, udng 1 lan/ ngay. Khoang lidu dung tir 10 dén 80 mg, ubng 1 lan/ ngay. Co
thé dung atorvastatin 1 lan/ ngay vao bét ctr thoi gian nao trong ngay, lic no hogc luc doi.
Nén diéu chinh liéu ding theo timg bénh nhén tuy theo mirc 4o LDL-C co ban, myc dich
clia viéc diéu tri va dap tng cta bénh nhén. Sau khi da bat dau va/ hodc diéu chinh lidu
dung cua atorvastatin, nén xét nghiém mug-lipid trong vong 2 - 4 tudn va didu chinh liéu
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dung theo d6. Phai theo ddi cac tac dung khong mong mudn cua thude, dic biét 1a cac phan
{mg c6 hai dbi véi hé co.

Du phong bénh tim mach: Liéu dung khuyén nghi: 10 mg, uong 1 lan/ ngay.

Bénh cao cholesterol mdu nguyén phdt va cao lipid mdu hén hop: Pa s6 bénh nhén duoc
klem soét & liéu 10 mg atorvastatin, uong 1 141/ ngay. bap (g diéu tri r& rang trong vong
2 tudn va dép tmg t6i da thuong dat duoc trong vong 4 tuan. Pap tng nay duogc duy tri khi
diéu tri dai han.

Cao cholesterol mau do di truyen dong hop tir: Trong mot nghién ciru & cdc bénh nhan bi
cao cholesterol mau do di truyén dong hop tir, da s6 bénh nhan dap {mg ¢ liéu 80 mg
atorvastatin: giam trén 15% luong cholesterol trong luong phan tir thdp (18 - 45%).

Cdc bénh nhi bi cao cholesterol mdu do di truyén di hop tir (10 - 17 tuéi): Lidu dung khoi
dau khuyén nghi: 10 mg/ ngay; liéu dung t6i da khuyén nghi 1a 20 mg/ ngay (lleu dung trén
20 mg chua dugc nghién ciru & cac bénh nhén loai nay). Liéu ding nén dugc diéu chinh tuy
theo muc dich diéu tri. Nén diéu chinh liéu dung & khoang céch > 4 tuén.

Cach dung:
C6 the udng liéu duy nhat vao bat cir lic ndo trong ngay, vao bita &n hodc luc doi.

Ding thuéc trén cdc doi twong dic bigt:
Tré em: Kinh nghiém diéu tri cho bénh nhi duoc gidi han & liéu atorvastatin 1én d¢én 80 mg/
ngay. Khong c6 bao cdo vé cac bat thuong sinh héa hay trén 1am sang & nhitng bénh nhan
nay.
Nguoi cao tuéi: Khong c6 khéac biét vé tinh an toan, hiéu qua & cac bénh nhén cao tudi so
v6i toan thé bénh nhan.
Bénh nhdn bi suy gan: Xem phan Chéng chi dinh va Than trong.
Bénh nhdn bi suy thdn: Bénh than khong c6 anh hudng dén nong do huyét tuong hodc téc
dung giam cholesterol trong lugng phan tu thip cua atorvastatin. Vi thé khong can phai
diéu chinh liéu dung.
Phéi hop véi Amiodaron: khong nén dung qua 20 mg/ ngay
Dung chung voi cdac thuéc diéu tri HIV, viém gan siéu vi C:
Céc chét trc ché protease c6 tuong tic | ~ Khuyén cdo ké don
- Tipranavir + Ritonavir
- Telaprevir

Tréanh sir dung atorvastatin

Sir dung than trong va néu can thiét nén dung

T ominavie 4 R . 3 trong va ne
Lopinavit+ Fifonayir lieu atorvastatin thap nhat

- Darunavir + Ritonavir

- Fosamprenavir

- Fosamprenavir + Ritonavir
- Saquinavir + Ritonavir

- Nelfinavir Khong qua 40 mg atorvastatin/ ngay

Khong qua 20 mg atorvastatin/ ngay

CHONG CHI PINH:

Bénh nhan man cam véi bat ky thanh phin nao cua thude.

Bénh nhéan c6é bénh gan hoat ddng hodc bi ting kéo dai cac enzym transaminase trong huyét
thanh trén 3 1an mirc giéi han binh thuong trén ma khong rd nguyén nhén.

Bénh nhén cé thai, dang nudi con bing sita me hodc cic phu nit c6 kha ning c6 thai ma
khong stir dung céc bién phap ngura thai.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Tdc dung trén gan
Nén tlen hanh klem tra chirc ning gan trude khi khéi déu diéu tri va dinh ky sau d6. Bénh

nhén cén duoc tién hanh kiém tra chirc nang gan khi c6 bat ky dau hiéu hogc triéu chung
nao goi y ton thuong gan. Bénh nhén ting ?g d6 transaminase can dugc theo dai cho dén
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khi giai quyét dugc cac bét thuong. Néu transaminase ting cao gip 3 1an so véi gi6i han
trén binh thuong (ULN) kéo dai, nén giam liéu hodc ngung diéu tri v6i atorvastatin.

Than trong khi dung atorvastatin & bénh nhan uong nhiéu ruou v&/ hodc ¢6 tién sir bénh
gan.

Dy phong dot quy bang cdich giam manh néng dj cholesterol (SPARCL)

Trong mdt phan tich hau kiém trén phan nhém dot quy & nhitng bénh nhén khong c6 bénh
tim mach vanh (CHD) bi d6t quy, hoac con thiéu mau cuc bd ndo thoang qua (TIC) gin day,
nguy co dot quy, do xuét huyét & bénh nhan khoi déu diéu tri véi atorvastatin 80 mg cao
hon so véi gia dugc. Nguy co tang 1én nhiéu hon & bénh nhan tung bi dot quy xudt huyét
trude do6 hodc nhdi mau 15 khuyet trong nghién ciru ban dau. Dbi véi bénh nhan timg bi dot
quy xudt huyét trudc d6 hoac nhdi mau 15 khuyét, su can bang giita nguy co va loi ich cua
atorvastatin 80 mg chua chic chin, va nén cin nhic cin than nguy co dt quy xuat huyét
trude khi khoi dau diéu tri.

Tdc djng trén co - xuong

Nhu céac thude e ché HMG-CoA reductase khéc, atorvastatin doi khi c6 thé anh huong
dén co xuong va gay dau co, viém co va bénh co, ¢6 thé tién trién dén tiéu co van, mét tinh
trang c6 thé gdy tir vong, dac trung boi su tang dang ké creatin kinase (CK) (> 10 14n ULN),
myoglobin huyet va myoglobin niéu, c6 thé dan dén suy thén.

Pi c6 béo cdo rat hiém gap bénh co hoai tir qua trung gian mién dich (IMNM) trong hogc
sau khi diéu tri voi mot so statin. IMNM déc trung trén 1am sang béi yéu co bap dui kéo
dai va tang nong d6 creatin kinase huyét thanh, khong hét khi ngung diéu tri véi statin.
Trude khi diéu tri

Than trong khi dung atorvastatin cho bénh nhén c6 sin cac yéu t6 nguy co tiéu co van. Po
ndng do crearin kinase truéc khi bét dau diéu tri cho nhitng bénh nhén c6 céc tinh trang sau:
- Suy than.

- Suy giap.

-Co tlen sir c4 nhan hodc gia dinh c6 cac rdi loan di truyén vé co.

-Co tlen str nhiém ddc co véi statin hogc fibrat trudc do.

- C6 tién sir bénh gan va/ hodc ubng nhiéu rugu.

- O nguodi cao tu01 (>70 tudi), nén cén nhéc su can thiét cua viéc danh gia nhu trén, tuy
thudc vao cac yéu td nguy co gdy ti€u co van san c6 khac.

- Nhiing tinh trang c6 thé gy ting ndng do thude trong huyét twong, nhu cac tuong tac va
trén cac dbi tuong dic biét.

O nhirng tinh trang ndy, cdc nguy co nén duge xem xét trong mdi quan hé véi loi ich diéu
tri, va khuyen cdo theo ddi trén lam sang,

Néu ndng db creatin kinase ting dang ké (> 5 1dn ULN) lic ban d&u thi khong nén bat dau
diéu tri.

Theo doi creatin kinase

Khong nén do creatin kinase sau khi tap thé duc cudng do cao hoic khi c6 bat ky nguyén
nhén khdc dang tin cdy gdy tang creatin kinase vi co thé gy anh huong dén xét nghiém.
Néu ndng do creatin kinase tang dang ké so v6i ban dau (> 5 1an ULN), nén tién hanh do
lai trong vong 5 dén 7 ngay sau & xac nhan lai két qua.

Trong khi diéu tri

Yéu cau bénh nhén thong béo kip thoi cho bac sy néu ¢6 dau co, chudt rut hodc yéu ét, dic
biét 1 khi c6 kem tinh trang kho chiu hoic sdt.

Néu cac triéu chung nay xuat hién trong khi bénh nhén dang diéu tri v6i atorvastatin, bénh
nhén can dugc danh gia lai ndng do creatin kinase, néu creatin kinase ting lén déng ké (>S5
lan ULN), nén ngung dleu tri.

Néu céc triéu chimg vé co ning va gay kho chiu hang ngay, ngay ca khi ndng do creatin
kinase tang < 5 1an ULN, nén can nhic ngung diéu tri.

o
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Néu cac triéu chimg dugc giai quyét va muc creatin kinase trd lai binh thuong, thi viée
dung lai atorvastatin hogc ding mdt statin thay thé c6 thé dugc can nhéc & liéu thap nhét va
dudi su giam sat chat che.

Ngung diéu tri voi atorvastatin néu creatin kinase ting 1én dang k& trén 1am sang (> 10 x
ULN) hoac néu chin doan hodc nghi ngo ti€u co van.

Diéu tri dong thoi véi cdc thudc khdc

Nguy co tiéu co van tang 1én khi dung ddng thoi atorvastatin cung mot s6 thudc c6 thé lam
tang ndng dd atorvastatin huyét twong nhu céc thudc tc ché manh CYP3A4 hoic cac
protein van chuyén (nhu ciclosporin, telithromycin, clarithromycin, delavirdin, stiripentol,
ketoconazol, voriconazol, itraconazol, posaconazol va cic thude trc ché HIV protease bao
gom ritonavir, lopinavir, atazanavir, indinavir, darunavir,...). Nguy co bénh vé co ciing c6
thé tang 1én khi dung dong thoi gemfibrozil va cac dan xuét acid fibric khac, boceprevir,
erythromycin, niacin, ezetimib, telaprevir, hodc véi phdi hop tipranavir/ ritonavir. Néu c6
thé, nén cén nhéc cac liéu phép thay thé (khong twong tac) thay cho cac thudc trén.

Néu viéc dung dong thoi nhu'ng thudc trén véi atorvastatin 14 can thiét, nén can nhic cin
than loi ich va nguy co cua vige diéu tri ddng thoi. Bénh nhén dung dong thoi céc thude
lam tang ndng do atorvastatin, khuyen céo giam lidu atorvastatin dén liéu thdp nhit c6 hiéu
qua. Ngoai ra, can nhéc giam liéu khoi ddu cla atorvastatin va theo ddi 14m sang thich hop
& bénh nhan dang dung céc thudc irc ché manh CYP3A4.

Atorvastatin khong dugc dung dong thoi véi cac ché phdm acid fusidic tic dung toan than
hodc trong vong 7 ngay sau khi ngung diéu tri vé6i acid fusidic. Néu viéc str dung acid
fusidic tac dung toan than la that sy can thiét, nén ngung diéu tri véi atorvastatin trong subt
thoi gian diéu tri véi acid fusidic. Da c6 bao céo tiéu co van (bao gom mdt sé truong hop
tr vong) & bénh nhén dung phdi hop acid fusidic va cac statin. Khuyén céo bénh nhan tim
kiém hd trgy té ngay néu c6 cac triéu chitng yéu co, dau hoic nhay cam dau.

C6 thé tiép tuc dung lai cdc statin sau 7 ngay ngung dung acid fusidic.

Trong mot sb truong hop dac biét, cin thiét dung acid fusidic kéo dai, nhu trong diéu tri
nhiém trung ndng, can can nhéc dung ph01 hgp atorvastatin va acid fusidic theo ting truong
hop cu thé va dudi su giam sat y té chat ché.

Tré em

Khong ¢6 tac dong c6 y nghia lam sang trén su phat trién va su truong thanh vé gidi tinh
trong mdt nghién ctru kéo dai 3 ndm dugc dua trén danh gia tdng thé vé su phat trién va
truong thanh, danh gia giai doan Tanner, do chiéu cao va can nang.

Bénh phéi ké

ba c6 bao cdo bénh ph01 k€& khi dung mot s6 statin trong mot s6 truong horp, déc biét 1a khi
diéu tri kéo dai. Biéu hién c6 thé bao gébm thé ddc, ho khan va suy giam sic khoe néi
chung (mét méi, sut can va sdt). Ngung ding thudc néu c6 nghi ngd bénh nhan bi viém
phdi k&.

Ddi thdao dwong

Mot sb bang chimg cho thdy cac statin co thé lam tang glucose huyét va & mot sé bénh
nhén, c6 nguy co cao bi dai thdo dudng trong twong lai, c6 thé 1am tang glucose huyét giy
dai thao duomg. Tuy nhién, lgi ich cta viéc giam nguy co tim mach nho statin vugt trdi hon
so véi nguy co tang dudong huyet do d6, khong nén ngung diéu tri véi statin. Bénh nhan c6
nguy co cao (glucose huyet lic d6i 1a 5,6 dén 6,9 mmol/ L, BMI > 30 kg/ m?, ting
triglycerid, tang huyét ap) can dugc theo ddi chit ché ca vé mat 14m sang va sinh hoa.

Cdnh bdo va thin trong lién quan ta dwoc

Ché pham c6 chira lactose, bénh nhan bi bénh di truyén hiém gap kém dung nap galactose,
thiéu hut Lapp lactase hodc réi loan hap thu glucose-galactose khong nén sir dung.

Ché phém c6 chira polysorbat 80 c6 thé gdy di img.

VASLOR-10/ VASLOR-40 c6 chira ddu thdu dau c6 thé gay dau bung, tiéu chay.

Pé xa tam tay tré em. /
1

Trang 11/16




SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Phuy nit c6 kha nang mang thai

Phu nit ¢6 kha ning mang thai nén sir dung céc bién phap tranh thai thich hgp trong subt

quéa trinh diéu tri.

Phu nit mang thai

Chéng chi dinh dung atorvastatin trong thoi ky mang thai. An toan cua thudc trén phu nir

mang thai chua dugc ching minh. Chua c6 nghién ctru 1am sang c6 kiém soat nao duoc

thuc hién vé viéc duing atorvastatin cho phu nir mang thai. Pa c6 bao cao hiém gap di tat

bam sinh sau khi dung cac thubc trc ché HMG-CoA reductase. Nghién ciru trén dong vat

cho thdy ddc tinh sinh san.

Piéu tri bang atorvastatin cho phu nir mang thai c6 thé lam giam ndng dd trong bao thai

ctia mevalonat, mot tién cht sinh tong hop cholesterol. Xo vita dong mach la mot qua trinh

man tinh va viéc ngung st dung cac thudc ha lipid huyét trong thoi gian mang thai thuong
c6 rét it anh hudng dén nguy co lau dai lién quan ting cholesterol nguyén phat.

Vi nhitng ly do nay, atorvastatin khong nén dung & phu nit mang thai, c6 gang mang thai

hodc nghi ngd mang thai. Nén tam ngung diéu tri véi atorvastatin trong thoi gian mang thai

hodc cho dén khi xac dinh dugc bénh nhan khong mang thai.

Phu nit cho con bu

Chua 13 atorvastatin hodc cac chét chuyén hoa c6 hoat tinh ctia né c6 di vao sira me hay

khong. G chudt, ndng do atorvastatin va céc chét chuyén héa c6 hoat tinh ctia né trong

huyét tuong tuong tu nhu trong sita me. Pé tranh cac nguy co gip phai cac tac dung khong

mong muon cho tré, khuyén cdo khong nén cho tré bu trong thoi gian dung thudc. Chéng

chi dinh dung thudc & phu nit cho con bu.

Kha nang sinh san

Nghién ciru trén dong vét cho thdy atorvastatin khong anh huéng dén kha nang sinh san

cua ca con cai va con duc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Atorvastatin anh huong khong dang ké dén kha nang lai xe va van hanh may moéc. Tuy
nhién can than trong.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Tdc dung ciia cac thuoc dung dong thoi doi vdi statin

Atorvastatin dugc chuyén héa bai cytocrom P450 3A4 (CYP3A4) va 14 mot co chét cua
protein van chuyén nhu protein vén chuyen OATPI1BI. Dung ddng thoi véi cac thube e
ché CYP3A4 hoic protein van chuyen ¢6 thé lam tang nong d6 atorvastatin huyét twong va
ting nguy co gip phai bénh vé co. Nguy co ciing ¢6 the tang 1én khi dung dong thoi
atorvastatin voi cac thubc khéc ciing c6 thé gy bénh vé co nhu dan xuit acid fibric va
ezetimib,

Cadc thudc irc ché CYP3A4

Céc thudc e ché manh CYP3A4 c6 thé lam tang déng ké ndng do atorvastatin. Néu c6 thé,
nén tranh dung ddng thoi cac thuéc rc ché manh CYP3A4 (nhu ciclosporin, telithromycin,
clarithromycin, delavirdin, stiripentol, ketoconazol, voriconazol, itraconazol, posaconazol
va cac thudc irc che HIV protease bao gdm ritonavir, lopinavir, atazanavir, indinavir,
darunavir,...). Néu cin thiét phai dung ddng thoi, nén cén nhic giam liéu khoi dAu va liéu
t6i da cua atorvastatin va bénh nhan can dugc theo ddi 1am sang thich hop.

Céc thubc uc ché trung binh CYP3A4 (nhu erythromycm diltiazem, veraparml va
fluconazol) c6 thé lam tang ndng do atorvastatin huyet twong. Tang nguy co bénh vé co da
duoc bao cdo khi dung d6ng thoi erythromycin v6i céc statin. Chua c6 nghién ciru twong
tac thudc danh gia tic dong cua amiodaron va verapamil di voi atorvastatin. Ca amiodaron
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va verapamil 1a cac chit rc ché CYP3A4 va dung dong thoi atorvastatin c6 thé lam ting
ndng d9 atorvastatin. Do do, can nhic dung lidu tdi thiéu atorvastatin va theo ddi 1am sang
thich hop khi ding ddng thai véi céc thude e ché trung binh atorvastatin. Khuyén céo theo
ddi lam sang thich hop sau khi khoi dAu va khi chinh liéu céc irc ché CYP3A4 trén.

Cdc thudc cam iing CYP3A44

Dung ddng thoi atorvastatin V6i cac thubc cam tng CYP3A4 (nhu efavirenz, rifampin, cé
St. John) c6 thé 1am giam ndng do atorvastatin huyet tuong. Do co ché tuong tac kép cua
rifampin (c ché CYP3A4 va protem van chuyén OATP1B1), dung ddng thoi atorvastatin
va rifampin dwoc khuyén c4o, Vi viéc tri hodn sir dung atorvastatin sau khi dung rifampin
¢6 lién quan dén viéc giam ndng d6 atorvastatin huyét tuong dang ké. Tuy nhién, tac dong
ctia rifampin dbi véi ndng do atorvastatin tai gan chua r3, néu viéc dung dong thoi 1a khong
thé tranh khoi, bénh nhan cén dugc theo ddi can than hiéu qua diéu tri.

Cdc thudc ikc ché protein vdn chuyén

Céc thudc trc ché protein vén chuyén (nhu ciclosporin) ¢6 thé lam ting ndng do
atorvastatin. Tac dong cua sy urc ché van chuyén vao gan dbi véi ndng do atorvastatin tai
gan chua r3. Néu can thiét phai dung phdi hop, nén giam lidu atorvastatin va theo dai hiéu
qua diéu tri trén 14m sang.

Gemfibrozil/ cdc dan xudt acid fibric

Chi dung céc fibrat ddi khi ¢6 lién quan dén cac bién cb vé co, bao gém tidu co van. Nguy
co gap phai céc blen ch nay co thé tang 1én khi dung ddng thdi cac dan xuat acid fibric vaoi
atorvastatin. Néu cén thiét phai dung phdi hop atorvastatin véi cac din xut acid fibric, nén
dung lidu atorvastatin thip nhit c6 hiéu qua va theo dai bénh nhén thich hop.

Ezetimibe

Chi ding ezetimibe doi khi c¢6 lién quan dén céc bién cd vé co, bao gdm tiéu co van. Nguy
co nay c6 thé tang 1én khi dung ddng thoi ezetimibe véi atorvastatin. Khuyén cdo theo doi
lam sang thich hop dbi v6i nhimg bénh nhan nay.

Colestipol

Nong d6 atorvastatin va cac chat chuyén héa c6 hoat tinh ctia né trong huyét tuong (ndng
do atorvastatin phong xa: 0,74) khi dung dong thoi colestipol v6i atorvastatin. Tuy nhién,
tac dung trén lipid khi dung ddng thoi atorvastatin véi colestipol cao hon so véi khi chi
dung mot trong hai thudc.

Acid fusidic

Nguy co bénh vé co, bao gbm tiéu co van co thé tang 1én khi ding ddng thoi acid fusidic
dudng toan than voi cac statin. Co ché cua tuong tic nay chuwa rd. Pa ¢ bao céo tiéu co
van (bao gdm mdt sb truong hop tir vong) & bénh nhan ding dong thoi acid fusidic va
statin.

Néu diéu tri véi acid fusidic 12 that sy can thiét, nén ngung diéu tri v6i atorvastatin trong
thoi gian diéu tri voi acid fusidic.

Colchicin

Mgc du cdc nghién clru tuong téc gilta atorvastatin va colchicin chwa dugc thuc hién, da c6
b4o c4o bénh co khi dung dong thdi atorvastatin véi colchicin. Than trong khi ding déng
thoi atorvastatin vdi colchicin.

Tdc dpng cua atorvastatin lén cdc thubc ding dong thoi

Digoxin

Khi dung dbng thoi liéu lap lai digoxin va 10 mg atorvastatin, ndng d6 digoxin trang thai
n dinh tang nhe. Can theo ddi thich hop cho bénh nhan dang sir dung digoxin.

Thudc trdnh thai duong uéng

Dung ddng thoi atorvastatin v6i thubc tranh thai dudng udng c6 thé lam ting ndng d6
norethindron va ethinyl oestradiol huyét twong.

Warfarin

Trong mdt nghién ctru 1dm sang trén bénh nhan dung warfarin kéo dai, dung dong thoi
atorvastatin 80 mg hang ngay véi warfarin lam tiang khoang 1,7 gidy thoi gian prothrombin
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trong vong 4 ngay dau va trg lai mirc binh thudng trong vong 15 ngay diéu tri véi
atorvastatin. Mac du chi rat hiém céc trudng hop tuong tac véi céc thudc khéng dong co y
nghia l4m sang dugc bao cdo, nén tién hanh x4c dinh thoi gian prothrombin truéc khi bt
dau atorvastatin & bénh nhan dang dung céc thubc khang dong coumarin va thuong xuyén
trong thoi gian dau diéu tri dé dam bao khong c6 su thay d6i dang ké nao vé thoi gian
prothrombin xdy ra. Khi thoi gian prothrombin on dinh, thoi gian prothrombin c6 thé duogc
theo doi sau moi khoang thoi gian duge khuyén céo cho bénh nhan ding cac thudc khéng
dong coumarin. Néu ngung diéu tri hodc thay ddi lidu atorvastatin, nén thuc hién lap lai
twong tu. Atorvastatin khong lién quan tdc dung chdy méu hodc thay ddi thoi gian
prothrombin & bénh nhan khong dung thubc khang dong.

Tré em

Tuong tac thudc - thude chi méi duoc thuc hién trén ngudi 16n. Tuong tac thudc & tré em
chua r3. Céc tuong tac thude va canh béo lién quan atorvastatin & ngudi 16n cin duoc xem
xét dbi véi tré em.

TAC DUNG KHONG MONG MUON:

Thuong gap, 1/100 <ADR < 1/10

Nhiém trung va ky sinh tring: Viém miii hong.

Mién dich: Phan umg di umg.

Chuyén hoa va dinh dudng: Tang glucose huyét.

Than kinh: Nhirc dau.

Ho hép, 16ng nguc va trung that: Pau thit vom hong, chdy mau cam.

Tiéu héa: Tao bon, dﬁy hoi, kho tiéu, budn ndn, tiéu chay.

Co - xuong va mo lién két: Pau co, dau khop, dau dau chi, co thit co, sung khép, dau lung.
Xét nghiém: Xét nghiém chirc ning gan bit thuong, ting creatin kinase huyét.

It gap, 1/1.000 < ADR < 1/100

Chuyén héa va dinh dudng: Ha glucose huyét, tang cén, chén an.

Tam thin: Ac mdng, mit ng.

Thén kinh: Chéng mit, di cam, giam cam giac, loan vi giac, mit ngi.

Mit: Nhin mo.

Tai va mé 16: U tai.

Tiéu hdéa: Non, dau bung trén va dudi, ¢ hoi, viém tuy.

Gan - mat: Viém gan.

Da va md dudi da: May day, ban da, ngua rung toc.

Co - xuong va md lién két: Pau c¢d, mdi co.

Toan than va tinh trang noi dung thudc: Mét mot, suy nhugc, dau nguc, phu ngoai bién,
mét, sot.

Xét nghiém: Bach cau niéu duong tinh.

Hiém gap, 1/10.000 < ADR < 1/1.000

Mau va hé bach huyét: Giam tiéu cau.

Thén kinh: Bénh than kinh ngoai bién.

Mit: Ri loan thi giac.

Gan - mat: U mat.

Da va mé duéi da: Phi mach than kinh, viém da bong nuéc bao gdm hong ban da dang, hoi
chitng Stevens-Johnson va hoai tir biéu bi nhim ddc.

Co - xuong va md lién két: Bénh co, viém co, tiéu co van, chén thuong géan, d6i khi c6 bién
chimg do dut mach mau.

Rat hiém 8dp, ADR <1/10.000

Mién dich: Séc phan vé.

Tai va mé 16: Giam thinh luc.

Gan - mat: Suy gan. ’
Sinh san va tuyén va: Nit hda tuyén vu. .ﬁ/
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Chuea ré tdn sudt

Co - xuong va md lién két: Hoai ttr co qua trung gian mién dich.

Nhu céc thudc te ché HMG-CoA reductase khéc, dd c6 béo cdo ting transaminase huyét
thanh ¢ bénh nhén dung atorvastatin. Nhimng thay d6i nay thuong nhe, thoang qua va khong
can ngung diéu tri. Tang transaminase huyét thanh c6 y nghia lam sang (> 3 lan gi6i han
trén binh thuong) gap phai & 0,8% bénh nhan ding atorvastatin. Sy ting 1én nay lién quan
dén liéu va c6 hoi phuc & tit ca bénh nhan.

Tang creatin kinase (CK) huyét thanh trén 3 1an binh thudng xay ra ¢ 2,5% bénh nhan dung
atorvastatin, twong tu véi cac thude wrc ché HMG-CoA khéc trong cac thir nghiém 14m sang.
Néng d6 trén 10 lan khoang trén binh thuong gdp phéi & 0,4% bénh nhén diéu tri véi
atorvastatin.

Tré em

Bénh nhén tré em 10 - 17 tudi dugc diéu tri v6i atorvastatin c6 cac tac dung khong mogn
mudn tuong tu nhu bénh nhan diéu tri v6i gia duoc, tac dung khong mong muon thudng
gap. nhit d4 dugc béo c4o & ca hai nhom bénh nhan, bat k& danh gié quan hé nhén qua, la
nhiém trang. Khong c6 tac dung c6 y nghia 1am sang trén su phat trién va trudng thanh vé
gidi tinh da dugce bao cdo trong 3 nghién ciru kéo dai 3 ndm dua trén sy danh gia tong thé
su truéng thanh va phét trién, danh gia giai doan Tanner, va do chiéu cao va can nang.

Thong tin an toan va kha ndng dung nap ¢ bénh nhén tré em tuong tu nhu & ngudi lén. Co
s& dit liéu an toan trén lam sang bao gom théng tin an toan trén 520 tré em diéu tri véi
atorvastatin, trong d6 7 bénh nhan <6 tu01 121 bénh nhén 6 - 9 tudi, va 392 bénh nhan 10 -
17 tudi. Dua trén cac dix liéu hién c6, tan suat, loai va mirc do nghiém trong cua céc tac
dung khong mong muén & tré em tuong tu nhu & ngudi lon.

Cic tic dung khong mong muén sau dwoc bdo cdo khi dung statin:

Réi loan sinh dyc.

Trim cam.

Cac trudng hop dic biét bi viém phdi ke, dic biét Ia khi diéu trj kéo dai.

Pai thdo duong: Tan sut phu thudc vao su c¢6 hoac khong cé cac yeu tb nguy co (glucose
huyét luc d6i > 5,6 mmol/ L, BMI > 30 kg/ m?, ting triglycerid huyét, tién sir ting huyét

ap).

Thudc cé thé gdy ra cdc tdc dung khong mong mudn khdc. Can theo doi chat ché va khuyén
cdo bénh nhdn thong bdo cho bdc sy nhitng tic dung khong mong muon gdp phdi khi sir
dung thudc.

QUA LIEU VA XU TRI:
Khong c6 thude diéu tri dac hiéu cho qua lidu atorvastatin. Khi bi qua liéu, bénh nhén cin
duoc diéu tri triéu ching va cac bién phap hd tro can thiét. Nén xét nghiém chic ndng gan

va theo d5i CPK huyét thanh. Do atorvastatin lién két véi protein huyét twong nhiéu, thdm
tach mau c6 thé s& khong lam ting thanh thai atorvastatin dang ké.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khéng dung thudc qua lidu chi dinh.

Piéu kién bio quan: Noi kho rao, tranh anh sang, nhiét 46 khong qua 30°C.

Han dung ciia thudc: 36 thang ké tir ngay san xuét.

L

Trang 15/16




https://nhathuocngocanh.com/

11,

12.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

San xuat tai:

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)

Dia chi: L6 M7A, Pudng D17, Khu CN My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Viét Nam

bién thoai: 0650-3567689  Fax: 0650-3567688

NGAY XEM XET SUA POI, CAP NHAT LAI NGTDUNE HNONG DAN SU DUNG
THUOC: > :

PHO GIAM POC
DS. Mpuyéin Juuin Fhetong

TUQ.CUC TRUONG
P.TRUGNG PHONG

Gé M, ity S ;7
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