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HUONG DAN SU DUNG
Tén thude: ®* HADUTATIN
Thude nay chi ding theo don thuéc
Doc kj hudng dan sir dung trude khi ding, Dé xa tam tay tré em.
1. Thianh phin céng thire thude:

Thanh phin hogt chit: Ham lwgng

Atorvastatin 40 mg

(dudi dang Atorvastatin calcium)

Thanh phiin té dwee: Calci carbonat, Lactose monohydrate, Vira du 1 vién
Microcrystalline Cellulose, Povidon K30, Magnesium stearat, Natri
lauryl sulfate, Natri croscarmellose, Hydroxypropyl methycellulose
606, Hydroxypropyl methycellulose 615, Talc, Titan dioxyd,
Polyethylen glycol 6000.

2. Dang bao ché: Vién nén bao phim hinh trén, miu tring

3. Chi dinh:

- Dibu tri tang lipid huyét bao gdm: Atorvastatin két hop véi ché do an dé gidm
cholesterol toan phan, LDL- cholesterol, apolipoprotein B va triglyceride & nhing
bénh nhan trén 10 tudi mic bénh ting cholesterol méu nguyén phét bao gom ting
cholesterol mau di truyén di hop tir hodc ting lipid mau hon hop (tuyp Ila va 1lb
theo phan loai Fredrickson). Thudc duwgc chi dinh khi céc bién phap an kiéng va
tap luyén khong hi¢u qua.

- Didu tri hd tro dé 1lam giam cholesterol toan phin va LDL-cholesterol & cac bénh
nhén ¢6 ting cholesterol huyét ¢6 tinh chit gia dinh ddng hop ti.

- Dy phong bién chimg tim mach & bénh nhén c6 nhiéu yéu t nguy co.

4. Céch ding, lidu diung:

4.1. Cach dung:

Thudc ding dudng udng. Mdi liéu atorvastatin hang ngay dugc ubng cung mot thdi
diém va c6 thé ubng bt cir lic ndo trong ngiy vao bita in hodc lic déi.

4.2. Liéu ding:
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Bt dhu didu tri véi liu thip nhit ma thubc c6 tac dung, sau d6 néu cin thiét, c6 thé
didu chinh liéu theo nhu clu v d4p tmg ciia timg ngudi bing céch ting liéu timg dot
chch nhau nhung khéng dudi 4 tuin va phai theo dbi cac phan (g c6 hai cia thude, dic
biét 1a cac phan img c6 hai dbi vdi hé co.

Bénh nhan cin tuan thu ché do #n kiéng it cholesterol, trude va trong qua trinh sur dung

Atorvastatin.
Khéng cAn didu chinh liéu & bénh nhan suy thén,

Lidu Atovastatin nén duge c4 thé héa theo miic cholesterol LDL co bén, muyc ti€u didu

tri va dép rng ctia bénh nhén.

Lidu khoi diu thong thuong 13 10 mg mdi ngay mét lin. Diéu chinh lidu nén dugc thuc
hién trong khodng th¥i gian 4 tudn tro 1én. Lidu t6i da 12 80 mg mdi ngay mot lan.
Téng cholesterol mdu nguyén phat va tdng lipid mau phdi hop (hén hop)

Phin 16n bénh nhén duge kiém soat véi Atorvastatin 10 mg mt 1an mdi ngay. Dap tng
didu tri c6 thé thiy rd trong vong 2 tudn va dép tng diéu trj tdi da thuomg dat duge trong
vong 4 tuén. Dap ing dugc duy tri trong subt qua trinh diéu tri man tinh.

Téing cholesterol mau gia dinh di hop fir

Bénh nhén nén dugc bit diu véi Atorvastatin 10 mg mdi ngay. Liéu nén dugc ci thé
héa va didu chinh sau mai 4 tudn dén 40 mg m3i ngdy. Sau do, c6 thé ting liu t6i t0i da
80 mg mdi ngay hodic mot chit cé 1ap axit mat c6 thé dugc két hop véi 40 mg
atorvastatin moi ngay mot 1an.

Téng cholesterol mau gia dinh dong hop tir

Liéu atorvastatin & bénh nhén ting cholesterol mau gia dinh dong hop tir 12 10 dén 80

mg mdi. Atorvastatin nén dugc sir dung nhu mot chit bd sung cho cac phuong phap
didu tri ha lipid khéc hodc str dung khi khong con cdc li¢u phap khac.

Phong chéng bénh tim mach

Trong cac thir nghiém phong ngira ban déu, lidu Atorvastatin 12 10 mg / ngay. Liéu cao

hon 6 thé 14 cin thiét dé dat dugc mie cholesterol (LDL-) theo huéng dan hién hanh.
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Khi ding phéi hop véi céc thube khac:
Khi ding phéi hgp Atorvastatin véi amiodaron, khong ding qua 20mg Atorvastin / ngay.

Khi ding Atorvastatin v6i chc thubc irc ché protease diéu tri HIV va viém gan siéu vi C
(HCV):

+ Khi diing phdi hgp véi darunavir + ritonavir, fosamprenavir, fosamprenavir + ritonavir,
saquinavir + ritonavir, khong ding qué 20 mg atorvastatin / ngay.
+ Khi ding phéi hop véi nelfinavir, khéng diing qua 40mg Atorvastatin/ ngay.

+ Khi diing phéi hop v6i lopinavir + ritonavir, dimg Atorvastatin théin trong va néu cin
thiét nén ding lidu thép nhét.
5. Chéng chi djnh:

- Quéa mén cam véi bit cir thinh phin nao ciia thude.

- Bénh gan tién trién hoic ting transaminase huyét thanh kéo dai khéng ro nguyén

nhén vugt qua 3 1én gidi han trén binh thuong

- Phu ni¥ ¢6 thai hoiic du dinh c6 thai, phu nif cho con ba.

- Duoc didu tri bing thudc khang vi-rtit viém gan C glecaprevir / pibrentasvir
6. Céinh bdo va thin trong khi dimg thude:
Tac dung lén gan
Céc xét nghiém chirc nang gan nén dugc thyc hién truée khi bat diu va dinh k¥ trong
qué trinh didu tri. Bénh nhan phat trién bt ky diu hiéu hogc tri¢u chimg goi ¥ ton
thuong gan nén thyc hién cic xét nghiém chic ning gan. Bénh nhéan ting nong do
transaminase nén dugc theo doi cho dén khi bét thuong dugc giai quyét. Néu sy gia

tang transaminase 1én hon 3 1én gi6i han trén ciia mirc binh thudng, nén giam lidu hoidc

ngung sir dung Atorvastatin.

Atorvastatin nén dugc sit dung thin trong & nhitng bénh nhan tiéu thy mot lugng 16n

ruou va / hoiic 6 tién sir bénh gan.
Tac dung lén co
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Atorvastatin, gifjng nhu cac chét tre ché men khir HMG-CoA khic, trong mot sb trrdmg
hop hiém giip ¢6 thé anh hudng dén co va giy ra chimg dau co, viém co va bénh co ¢6
thé tién trién thanh tiéu co van, mot tinh trang c6 kha néng de doa dén tinh mang dic
trung boi mic do creatine kinase cao ghp 10 l4n so v6i gidi han trén ciia mirc binh

thuwong, myoglobin huyét va myoglobin nidu c6 thé din dén suy thén,
Trueée khi diéu tri
Atorvastatin nén dugc chi dinh than trong & nhimg bénh nhén ¢é céc yéu to tién xir 1y

cho tiéu co véin. Cin do mirc creatine kinase trudc khi bit diu diéu tri bang statin trong

cac tinh hubng sau;

Suy thén

- Suy giap

- Tién sir ¢4 nhin hoiic gia dinh ciia réi loan co bip di truyén

- Tién s ngd ddc co bip véi statin hoiic fibrate

- Tién sit bénh gan trude day va / hodc noi tiéu thy mot lwgng 16n rugu

- O ngudi cao tudi (tudi> 70 tudi), cin xem xét sy cAn thiét cta viéc do luong nhu

vdy, theo su hién dién cta cc yéu to anh hudng khac doi voi tiéu co van

- Céc tinh hubng c6 thé xay ra su gia ting ndng do trong huyét twong, chéng han nhu
fuong tic va céc quan thé diic biét bao gbm ca cc quan thé di truyén.

Trong nhiing tinh huéng nhw vy, nguy co va lgi ich nén dugc xem xét khi diéu trj va

nén theo doi lam sang.

Néu ndng dd creatine kinase ting dang ké& (> 5 1an gi¢i han trén ciia mirc binh thudng)

tai thoi diém ban dau, khong nén bat ddu didu tri voi atorvastatin.
Trong khi diéu tri

- Bénh nhin phai duoc yéu ciu béo cdo kip thdi cac tridu chirng dau co, chudt rat
hotic yéu co dic biét 1a néu di kém véi khé chiu hogc sbt.
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- Néu cac triéu chimg nhu vy xay ra trong khi bénh nhén dang didu tri bing
atorvastatin, cdn do néng d6 creatine kinase ciia ho. Néu cac mirc ndy duge phat
hién I3 ting d4ng k& (> 5 14n 5 ldn gi6i han trén ciia mirc binh thudmg), nén ngimg
didu tri.

- Néu céc triéu ching co bap la nghiém trong va gy kho chiu hang ngay, ngay cé khi
ndng 0 creatine kinase gdp 5 lan gidi han trén ciia mtrc binh thuong, nén ngung

diéu tri.

- Néu céc triéu chirng thuyén giam va nﬁng d creatine kinase trd lai binh thutng, thi
viéc didu tri lai atorvastatin hofic sir dung statin thay thé c6 thé dugc xem xét & lidu

thip nhét va theo ddi chit ché.

- Phai ngimg sit dung Atorvastatin néu xy ra tinh trang tang ndng 4 creatine kinase
déng ké trén 18m sang (> 10 14n gidi han trén clia mitc binh thuon g) hodc néu chin

do4n hoiic nghi ngd tiéu co van.
Diéu trj dong thoi véi cdc san pham thude khéc

Nguy co tiéu co van tang 1én khi atorvastatin dugc ding dong thoi voi mot s6 san pham
thubc c6 thé 1am ting ndng dd cia mot s6 san phim thube cb thé 1am ting nong 4o
atorvastatin trong huyét twong nhw &re ché manh CYP3A4 hoc protein vén chuyén (vi
du nhu thube trc ché CYP3 A4 hodc protein van chuyén (nhu ciclosporin, telithromycin,
thubc gay nghién) , thubc @c ché protease letermovir va HIV bao gbm ritonavir,
lopinavir, atazanavir, indinavir, darunavir, tipranavir / ritonavir, v.v.). Nguy co bénh co
ciing c6 thé ting 1én khi sir dung dbng thdi gemfibrozil va cic dan xudt axit soi khac,
thubc khéng vi-rat dé didu trj viém gan C (HCV) (boceprevir, telaprevir, elbasvir /
grazoprevir), erythrom, Néu cé thé, cac lidu phap thay thé (khong twong tac) nén duge

xem xét thay vi cdc san pham thudc nay.

Trong truing hop st dung cc san phim thude ndy voi atorvastatin 1a can thiét, lgi ich
va nguy co diéu tri dong thoi nén dwgc xem xét can thin. Khi bénh nhén dang dung cac
sin phim thudc 1am tang ndng dd atorvastatin trong huyét twong, nén st dung liéu
atorvastatin ti da thép hon. Ngoai ra, trong trudng hop thudc e ché CYP3A4 manh,
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nén can nhic dung liu khoi ddu atorvastatin thap hon va nén theo doi lam sang thich
hgp nhiing bénh nhén nay.

Bénh phoi ké

Céc trudng hop dac biét ciia bénh phoi k& d& duge bao cao voi mt s6 statin, dic biét1a
véi liéu phap dai. Cac déc didm trinh bdy ¢6 thé bao gom khé thé, ho khong higu qua va
suy gidm sirc khée néi chung (mét moi, gidm cén va sot). Néu nghi ngdr mdt bénh nhén

&4 phét trién bénh phdi k&, nén nglng didu trj bing statin.
Dadi thao duong

Mbt sb biing chimg cho thiy statin 12 mt loai ting dudng huyét va & mot 56 bénh nhén,
¢ nguy co cao méc bénh tidu dudmg trong tuong lai, ¢6 thé tao ra mire d) ting dudng
huyét trong d6 chim soc bénh tiéu dudng chinh thirc 12 pht hop. Tuy nhién, nguy co
nay 1én hon nhiéu so véi viée gidm nguy co mach méu vdi statin va do d6 khoéng phai la
1y do dé ngung diéu tri bing statin. Bénh nhéin cé nguy co (dudng huyét lac déi 5,6 dén
6,9 mmol / L, BMI> 30kg / m 2, ting triglyceride, ting huyét 4p) nén dugc theo ddi ca
v& 1am sang va sinh héa theo huéng dén diéu tri.

7. St dung thube cho phu nir ¢6 thai va cho con bi:

7.1. Phu nit co thai

Atorvastatin chéng chi dinh cho phy nit mang thai. An toan & phy nit mang thai chua
dugc thiét 1ap. Khéng cé thir nghiém 1am sang c6 kiém soat v6i atorvastatin da duge
tién hanh & phy nir mang thai. Céc bao céo hiém vé dj tat bam sinh sau khi tiép x1uc
trong tir cung véi thude e ché men khir HMG-CoA di dugce ghi nhén. Cac nghién ciru
trén dong vét d& cho thdy doc tinh dbi véi sinh san,

Diéu tri ciia phu nit mang thai bang atorvastatin ¢6 thé 1am giam ndng do mevalonate
cia thai nhi, tién chat ctia qua trinh sinh téng hop cholesterol. Xo vita dong mach 1a
bénh mén tinh, va viéc ngung st dung cac san phém thudc ha lipid trong thoi ky mang
thai s& it anh huéng dén nguy co lau dai lién quan dén ting cholesterol mau nguyén
phat.
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Vi nhitng 1y do nay, Atorvastatin khong nén duge sir dung & nhiing phu nitr dang mang
thai, cb ging mang thai hodc nghi ngd dang mang thai. Piéu tri biing Atorvastatin nén
dwoc chong chi dinh trong thdsi gian mang thai hofic cho dén khi xac dinh ting ngudi
phy nff khéng mang thai.

7.2. Phu nit cho con bu

Chua & v& kha niing bai tiét cia atorvastatin qua sita me hay khoéng. Do ¢6 kha nang
gAy ra cac phan ing bat lgi nghiém trong cho tré nhd dang bu sita me, vi vay chbng
chi dinh ding Atorvastatin & phu nit cho con bu.

8. Anh hwéng ciia thudc 1én khi néing 14i xe, van hanh may moc:

Atorvastatin ¢é anh huéng khong dang ké dén kha niing 1ai xe v vin hanh may méc.
9. Twong tac thudce, twong ky ciia thude:

9.1. Twong tic thuéc

Sir dyng ddng thoi véi céc thube e ché men chuyén CYP3A4 6 the lam ting nbng
@b ciia Atorvastatin trong huyét twong din dén ting nguy co bénh co va ti€u co.

Ting nguy co tdn thwong co khi st dung atorvastatin dong thoi v6i cac thude sau:
gemfibrozil, cac thuéc han cholesterol mau nhém fibrat khéc, niacin lidu cao
(>1g/ngay), colchicine, cyclosporine, erythromycin, thudc khang ném thudc nhém
imidazole.

Atorvastatin lam ting ndng d¢ digoxin n dinh trong huyét thanh 1én gan 20 %. Cén
theo di chat ché néu bénh nhan dang sir dung dong thoi hai thude trén.

Diing phdi hgp Amiodaron véi lidu ding qua 20mg Atorvastain/ ngay lam ting nguy
co tiéu co van. Dbi véi nhitng bénh nhan phai dimg liéu trén 20mg/ ngay méi c6 higu
qua didu tri, bac si co thé hra chon thudc statin khac.

Dung dong thdi voi cée thudc ngira thai dang udng chira norethindron va ethinyl
estradiol 1am ting thém sinh kha dung céc chét nay 1én twong ng 30% va 20%.

Bénh nhéin dang dung warfarin, thudc chéng dong mau, khi dung atorvastatin cén co
su theo ddi chat ché cia bac si.

Khi ding dong thdi véi chc thudc giam acid da day (khang acid chua magnesi va
nh6m) s& lam giam ndng do atorvastatin trong huyét tvong nhung khong lam giam tac
dung da LDL-cholesterol.
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Vitc sit dung dong thori véi céic thubc ha lipid méu nhém statin voi cc thube e ché
protease didu tri HIV v viém gan siéu vi C (HCV) (tipranavir+ ritonavir, telaprevir,
lopinavir + ritonavir, darunavir + ritornavir, fosamprenavir + ritonavir, saquinavir +
ritonavir, nelfinavir) cé thé 1am ting nguy co gy tén thuong co, nghiém trong nhét 13
tiéu cor véin, thin hu din dén suy than va c6 thé gy tir vong.

9.2, Twong ky

Do khdng cd cic nghién ciru vé tinh turgng ky cua thube, khéng trén lan thudc nay voi
cac thube khac.

10. Téc dyng khéng mong mubn ciia thude:

Thuong gdp, ADR > 1/100

Viém miii, dau hong, chay mau mii

Phéan (rng di g

Ting lugng dudng trong méu (néu bi tiéu dudng tiép tuc theo dbi cén thian luong
dudng trong mau), ting creatine kinase frong mau

Pau diu

Budn nbn, tio bon, kho tiéu, tidu chay

DPau khdp, dau co va dau lung

Két qua xét nghiém mau cho thdy chirc ning gan cé thé trd nén bit thuong

It géip, 1/1000 < ADR < 1/100

Tiéu hoa: chan 4n, ting cin, giam lugng dudng trong mau (néu bi tiéu dudng, nén
tiép tuc theo ddi cAn than lugng dudng trong mau)

Gip 4c mong, mit ngh

Chéng mit, t& hodic ngira ran & ngdn tay va ngén chan, gidm cam giac dau hodc cham,
thay ddi cam gic vi gidc, mét tri nhé.

Mo mit,  tai

Nén, o hoi, dau bung trén va dudi, viém tuy (viém tuy din dén dau da day)

Viém gan

Phét ban, ndi mén da va ngira, ndi mé day, rung toc

DPau c0, moi co
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Mat méi, cam thiy khéng khoe, yéu, dau ngyc, sung dic biét 1a ¢ mit c chin (phi),
nhiét d§ ting

Xét nghiém nuée tidu dwong tinh véi bach ciu

Hiém gdp, ADR< 1/1000

Phén trng dj img nghiém trong gy sung mit, ludi vi cb hong c6 thé giy kho thé.
Phén (mg sung, phong rop & da, miéng, mét, bo phan sinh duc va ¢é biu hién sot.
Phat ban da vdi cac ddém do hdng dic biét & long ban tay hodc long ban chin va cd
thé bj phdng rop.

Viém ca, tiéu co din dén suy than cép thir phét.

11. Qua lidu va cich xi tri:

Qua lidu: Céc tridu ching bao gém budn nén, ndn, rdi loan thuong vi, tiéu chay

Céch xir 1§: Khéng c6 didu tri dic hiéu cho qué lidu cila Atorvastatin. Néu qua licu
xéy ra, bénh nhin nén dugc diéu trj theo tridu chimg va tién hanh cac bién phap hd tro
cén thiét. Do thubc gin két manh v6i protein huyét trong, thim tich méu héu nhu
khéng lam tang thai tri atorvastatin ra khéi co thé. C4c xét nghi¢m chirc niing gan
nén duge thue hién va can theo doi nong do creatine kinase huyét thanh.

12. Pac tinh dwge lye hoe:

Nhém dwoe Ij: Nhom chit e ché HMG-CoA Reductase, cac statin.

Mai ATC: C10AA05

Atorvastatin 12 mdt chét tc ché canh tranh va chon loc men khir HMG-CoA, mét men
quyét dinh vé mbc db trong qué trinh tdng hop cholesterol ma chuyén d6i
3-hydroxyl-3- methylglutaryl-coenzyme A thanh mevalonate, mot tién chit cla
sterol, bao gdm ca cholesterol. O cdc bénh nhén c6 tang cholesterol méu cé tinh gia
dinh dbng hop tir va di hop ti, cac thé ting cholesterol mau khong cé tinh gia dinh,
va 16i loan lipid mau hdén hop, atorvastatin lam giam cholesterol toan phé“m, LDL-C
(cholesterol lipoprotein ty trong thip) va apo B. Atorvastatin cling lam gidm VLDL-C
va triglyceride va lam ting nhe HDL-C (cholesterol lipoprotein ty trong cao).
Atorvastatin ha thip cholesterol va lipoprotein bang céch irc ché men khit HMG-CoA
v qué trinh tdng hop cholesterol & gan va bing cach lam tang s6 lugng cac thy thé
LDL tai gan trén té bao bé mit dé 1am ting qué trinh thu hdi va chuyén héa LDL.
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Atorvastatin 1am gidm qué frinh san xudt LDL v sé lugng cac tiéu phén LDL.
Atorvastatin 1am ting manh va duy tri hoat tinh cic thy thé LDL kém theo céac thay
di c6 loi vé chit Twong ciia céc tiéu phan LDL luu théng. Atorvastatin c6 hiu qua
trong viéc giam LDL & cac bénh nhén cé ting cholesterol mau ¢6 tinh gia dinh dong
hop tir, mot nhém déi twong thudmg khong dap g véi céc thude didu tr lipid.
Atorvastatin v mot s6 chét chuyén héa ctia né c6 hoat tinh duge 1y & ngudi. Vi tri tac
dung clia atorvastatin 14 & gan, ddy 13 noi cha yéu téng hop cholesterol va dao thai
LDL-C. Hiéu qua giam LDL-C lién quan véi liéu thudc sit dung chit ché hon voi lidu
diing thude cho tirng bénh nhén,

13. Pic tinh dwge djng hoc:

Hiép thu: Atorvastatin duge hép thu nhanh chéng sau khi ubng, ndng do trong huyét
twong xudt hién trong véng tir 1 dén 2 giv. Mitc dd hip thu va nong do Atorvastatin
trong huyét trong ting ty 1& voi lidu ding céu atorvastatin. Sinh kha dyng tuygt dbi
clia atorvastatin xap xi 14 % va sinh kha dung hé théng cho hoat tinh e ché men khir
HMG-CoA 13 xfip xi 30 %. Sinh kha dung hé théng thép 13 do sy thanh thai & niém
mac duong tiéu hoéa va hodgc do su chuyén héa 1in déu qua gan tudc khi vao tuin
hoan chung. Mic d thtic n lam giam ti 1¢ v mic dd hép thu cia thudc lan luot
xap xi 12 25 % va 9% khi dugc danh gié theo nong do dinh trong huyét twong Cmax
va dién tich duéi dudng cong (AUC), nhung hidu qué giam LDL-C la twong ty nhau
bt k& 13 atorvastatin trong huyét twrong thip hon (xép xi 30 % dbi véi Cmax va AUC)
khi diing vio budi téi so v6i ding vao budi sang. Tuy nhién, hiéu qua giam LDL-C 1
nhu nhau bét ké 13 ding thubc vao thoi gian ndo trong ngay.

Phén bé: Thé tich phan bb trung binh ciia atorvastatin xAp xi 381 1it. Ti 1¢ gn lét v6i
protein huyét tuong clia atorvastatin > 98%. Ty 1€ giira ndng do thudc trong hong ciu/
ndng dd thudc trong huyét tuong 12 xép xi 0.25; diéu ndy cho thiy su xam nhap kém
ctia thude vao hdng cu.

Chuyén héa: Atorvastatin duge chuyén héa chi yéu thanh cée din xuét hydroxyl héa
tai vi tri ortho va para va cac san phdm cta sy oxy héa tai vi tri beta. Trén invitro, tac
dung tic ché men khir HMG-CoA ciia céc chit chuyén héa & vi trf ortho va para 1a

twong duong vai tac dung nay cia atorvastatin. Xép xi 70% cuta cac hoat tinh Gc ché
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trong tuAn hoan ddi véi men khir HMG-CoA 14 do cic chit chuyén hoa cé hoat tinh.
Cac nghién ciru invitro goi y tAm quan trong clia qud trinh chuyén héa atorvastatin
boi cytochrome P450 3A4 phil hop voi ndng d atorvastatin ting cao trong huyét
twong & ngudi sau khi ding déng thoi v6i Erythromycin, mét chit e ché da duge
biét d6i voi isozyme nay. Cac nghién ciru trén invitro ciing chi ra ring atorvastatin 13
mot chét tre ché yéu dbi vai cytochrome P450 3A4

Théi trir: Atorvastatin va céc chit chuyén hoa ciia nd duoc dao thai chi yéu qua mét
sau khi duge chuyén hoa & gan va hodc o ngodi gan; tuy nhién thude nay d6 ra khéng
¢ chu trinh tai tudn hoan rudt gan. Thoi gian bén thai trong huyét tuong cia
atorvastatin & ngudi xAp xi 14 gid, nhung thoi gian ban thai cua hoat tinh Ge ché dbi
v6i men khir HMG-CoA 1a 20-30 git do sy gop phéin cia chét chuyén héa c6 hoat
tinh. Dudi 2 % ciia lidu dung atorvastatin duge tim thdy nude tiéu sau khi udng.

14. Quy cach dong goi:

Hop 3 vi, 5 vi, 10 vi x 10 vién, kém theo t& hudng dén sir dung thude.

15. Piéu kién bdo quin, han diing, tiéu chufin chit lwgng cia thude:

- Piéu kién bao quan: Noi khé rdo, nhiét dd khong qué 30°C, trdnh anh sang truc tiép. i8S

- Han diing: 36 thang ké tir ngay sén xuét.
- Tidu chudn chat hrong: TCCS.

A . 7 @ 3. = A
16. Tén, dia chi ciia co s6 san xua m
X coNG 'r\\-’\._'

7] bro-__..--T .“?\\v

Nha miay HDPHARMA E ty C6 phin Dwge VTYT Hai Dwong
Dia chi: Tang 2, Toa nha 4A, Thira dit sé 307, cum Céng nghiép Cim Thugneg,
Phudng Cam Thugng, TP Hai Duong, tinh Hai Dwong
PT: 0220.3853848
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