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TO HUONG DAN SU DUNG THUOC

1. Tén thudc: RXHYPRAVAS 40
2. Cic diu hiéu lru y va khuyén cao khi diung thudc:
“Pé xa tam tay tré em”.
“Poc k¥ huéng dan str dung trudce khi dung”.
“Thudc nay chi dung theo don thude”.
“Thong bao ngay cho bac si hodc duge si nhirng tac dung khong mong muon gip phai khi sur
dung thudc”.
3. Thanh phan céng thirc thudc:
- Thanh phan hoat chat:
Pravastatin natri 40mg
- Thanh phan ta duoc:
Microcrystalline cellulose, povidon K30, natri croscarmellose, lactose, tartrazin, magnesi
stearat, bot talc.
4. Dang bao ché: Vién nén.
5. Chi dinh:

Tang cholesterol mau: Cac chit trc ché HMG-CoA reductase dugc chi dinh b6 trg cho li¢u
phap an ubng dé giam ndng do cholesterol toan phan va cholesterol LDL & ngudi bénh ting
cholesterol mau tién phat (typ Ila va IIb) triglycerid gxam it.

Du phong tién phat (cap 1) bién ¢é mach vanh: O nguoi tang cholesterol mau ma khong co
biéu hién 1am sang rd rét vé mach vanh, chi dinh cac chit irc ché HMG-CoA reductase nham:

+ Giam nguy co nh6i mau co tim.

+ Giam nguy co phai lam cac thu thuat tai tao mach vanh tim.

+ Gidm nguy co tir vong do bénh tim mach.

Xo vita dong mach: O ngudi bénh tang cholesterol mau ¢ biéu hién 1am sang vé bénh mach
vanh, ké ca nhoi mau co tim trude do, chi dinh cac chét trc ché HMG-CoA reductase nham:

+ Lam cham tién trién xo vita mach vanh.

+ Giam nguy co bién ¢b mach vanh cép.

6. Cach dung, liéu ding:
- Cdch dung: N
C6 thé udng vao bita an hoac luc doi, udng mot lan trong ngay vao bua{n I:

- Liéu diung: ‘

Liéu thong thuong cua nguoi lon: '

Dung diéu tri tang cholesterol mau: Lidu dung tbi da 1a 40 mg, mét lan mdi ngay vao luc di
ngi. Diéu chinh liéu 4 tuan 1 lan.

Phong céc bénh tim mach:

Liéu khoi dau va 11eu duy tri 1a 40 mg/ngay.

Liéu dung sau khi cdy ghép: Sau khi i cdy ghép ndi tang lidu khoi dau la 20 mg/ngay dbi voi
bénh nhén str dung liéu phap trc ché mién dich. Tuy thudc vao cac chi s6 vé lipid ma c6 sy diéu
chinh liéu pht hop, c6 thé tang dén 40 mg/ngay.

Vi tré em va thiéu nién (tir 8 dén 18 tu01) tdng cholesterol mau di hop tir gia dinh:

+ Liéu khuyen cdo voi tré tir 8 - 13 tudi la: Lidu dung tdi da la 20 mg/ngay (chua c6 nghién
ctru ddy d véi liéu 16n hon 20 mg & nhém tu01 nay).

+ Liéu khuyén co véi tré tir 14 - 18 tudi la: Lidu dung tbi da 1a 40 mg/ngay.
Chua c6 nghién ctru cho tre dudi 8 tudi.

Nguoi gia: Khong can hiéu chinh lidu trir nhiing bénh nhén c6 nhitng yéu td nguy co tiéu co
vén hodc xay ra mot s6 tuong tac thudc va mot s6 d6i tugng bénh nhan dic biét.




Bénh nhdn suy than hodc bénh gan: Li¢u khoi dau khuyén cdo la 10 mg/ngay, theo dai va
diéu chinh liéu néu can.

Luuy:

Ngudi bénh can theo ché do an chuén, it cholesterol, truée khi udng thude e ché HMG-CoA
reductase va phai tiép tuc duy tri ché do an nay trong sudt thoi gian dicu trj.

_biéu chinh lidu lwong pravastatin natri theo nhu cau dap (g cua ting ngudi bing cach tang
liu timg dot cach nhau khéng duoi 4 tuan, cho téi khi dat nong do cholesterol LDL mong
muon, hoac khi dat li€u tdi da.

Vi tong hop cholesterol ¢ gan xay ra chu yéu ban dém, dung thudc vao budi toi s& lam ting
hiéu luc thude.

Phéi hop thude: Pravastatin natri va nhua gén acid mat (cholestyramin, colestipol) cé co ché
tac dung bd sung cho nhau; phdi hop cac nhom thude nay cé tic ‘dung cong luc trén cholesterol
LDL. Khi dung pravastatin natri vao lic di ngu, 2 gio sau khi uong nhua dé tranh tuong tac rd
rét do thude gan vao nhuya.

Han ché phdi hop pravastatin natri v6i cac thude ha lipid khic vi kha ning ting nguy co bénh
co.

T Chong chi dinh:

Qua man voi cac chat trc ché HMG-CoA reductase hodc vi bit ky thanh phin nao cla ché
pham.

Bénh gan hoat dong hodc transaminase huyét thanh ting dai dang ma khéng giai thich dugc.

Thoi ky mang thai hodc cho con b
8. Canh bao va than trong khi dung thudc:

Can lam xét nghiém enzym gan trudc khi bét dau diéu tri bang pravastatm\xé trong truong
hop chi dinh lam sang yéu cau xét nghiém sau do.

Can nhéc theo ddi creatin kinase (CK) trong truong hop:

+ Trude khi diéu tri, xét nghiém CK nén dugc tien hanh trong nhimg truong hop: Suy giam
chirc nang than, nhugce giap, tién sir ban than hoic tlen si gia dinh méic bénh co di truyen tién
sir bi bénh co do sur dung statin hodc fibrat trude d6, tién sir bénh gan va/hodc udng nhiéu ruou,
bénh nhan cao tu01 =70 tudi) co nhitng yéu t6 nguy co bi tiéu co van, kha nang xay ra twong
tac thude va mot s6 ddi tuong bénh nhan dic biét. Trong nhiing trudng hop nay nén can nhic loi
ich/nguy co va theo ddi bénh nhén trén lam sang khi diéu tri bang Jpravastatin. Néu két qua xét
nghiém CK > 5 lan gi6i han trén mue binh thudng, khong nén bit dau didu tri bang pravastatin.

+ Trong qua trinh diéu tri bing pravastatin, bénh nhan can théng bao khi co cac biéu hién vé
co nhu dau co, cimg co, yéu co... Khi c6 cac biéu hién nay, bénh nhan can lam xét nghiém CK
dé co cac bién phap can thi¢p phu hop.

+ Trudce khi bit ddu diéu tri v4i pravastatin natri cn, can phai loai trir cac nguyén nhan gay
tang cholesterol mau ( thi du dai thao duong kém kiém soat, thiéu nang giap, hdi chimg thén hu,
rdi loan protein méu, bénh gan tic mat, do dung mot s6 thude khac, nghién ruou) va can dinh
lwgng cholesterol toan phan, cholesterol LDL, cholesterol HDL va triglycerid. Phai tién hanh
dinh luong lipid dinh ky, v6i khoang cach khong dudi 4 tuan, va diéu chinh lidu lugng theo dap
ung cua nguoi bénh v6i thube. Muc tiéu diéu tri 1a giam cholesterol LDL vi vdy phai sir dung
nong d¢ cholesterol LDL dé bit dau diéu tri va danh gia dap ung. didu tri. Chi khi khong xét
nghiém dugc cholesterol LDL, méi sir dung cholesterol toan phan dé theo doi diéu tri.

+ Liéu phap pravastatin natri phai tam ngimg hodc théi han & bat cir ngudi bénh nao co bicu
hién bi bénh co cap va ning hoac co yeu t nguy co dé bi suy than cap do tiéu co van, thi dy nhu
nhlem khuén cép ning, ha huyét ap, phau thut va chin thuong 16n, bat thuong vé chuyén hoa,
ndi tiét, dién giai hoic co giat khong kiém soat dugc.

+ Chi dung pravastatin cho phu nir ¢ do tudi sinh dé khi ho chéc chén khong mang thai va chi
trong truong hop tang cholesterol mau rat cao ma khong dép g voi cac thude khac.




+ Nhu cac thude ha lipid khéac, pravastatin cung lam tang transaminase va trong da sb cac
trudng hgp transaminase gan da tro lai gia tri ban dau ma khdng can dimg thubc. Tuy nhién dbi
v&i nhitng bénh nhan transaminase gan ting dong thoi v6i nong d6 ASAT va ALAT cao gap 3
ln giéi han binh thuong va kéo dai nén ngung dung pravastatin. Can than trong khi dung
pravastatin cho ngudi co tién str bénh gan hodc ngudi nghién rugu nang.

+ Mot sb trudmg hop, bénh phoi k& da duge bio cdo & mot sb bénh nhén dic biét khi st dung
kéo dai, triéu chimg nhu: kho thé, ho khan, suy giam sirc khoe néi chung (mét moi, giam can,
sét). Néu nghi ngd bénh nhan méc bénh viém phdi k& do dung thudc, cin ngung ngay st dung
pravastatin.

+ Do trong thanh phan cta thudce co lactose nén khong dung cho ngum bi galactose huyet
bam sinh, hoi chimg kém hap thu glucose va/hodc galactose hodc thiéu lactose (cac bénh vé
chuyén hoa hiém gip).

9. Sir dung thudc cho phu ni ¢6 thai va cho con bi:

- Phu ni¥ ¢é thai: Chéng chi dinh dung pravastatin natri trong thoi ky mang thai.
- Phu ni¥ cho con bu: Chéng chi dinh dung pravastatin natri & ngudi cho con bu.
10. Anh hwéng ciia thudc 1én kha niing lai xe, van hanh may moc:

Do khi dung thudc c6 thé gdp mot s6 tac dung khong mong mudn nhu: suy giam nhén thic
(nhu mat tri nhé, 1 1an...), dau dau, chéng mit, nhin mo, nén can thén trong khi sir dung cho déi
twong lai xe va van hanh may moc.

11. Twong tic, twong ky, cia thudc:

Tang nguy co ton thuong co khi str dung statin dong thoi véi cac thude sau:

+ Gemfibrozil

+ Cac thudc ha cholesterol mau nhém fibrat khéc

+ Niacin liéu cao (> 1 g/ngay)

+ Colchicin.

Viée sur dung dong thoi cac thude ha lipid mau nhém statin voi cac th\\o didu tri HIV va
viém gan siéu vi C (HCV) co thé lam tdng nguy co gy ton thuong co, nghién trong nhat 1a tiéu
co van, than hu din dén suy than va c6 thé gay tir vong.

Pravastatin natri ph01 hop véi Darunavir + Ritonavir: Khong han ché ve liéu ding

Pravastatin natri phdi hop v&i Lopinavir + Ritonavir: Khong han ché vé lidu dung.

Pravastatin natri c6 thé 1am tang tac dung cta wafarin. Phai xac dinh thoi gian prothrombm
trude khi bt dau ding pravastatin natri va theo ddi thuong xuyén trong giai doan diu diéu tri dé
dam bao khong co thay déi nhiu vé thoi gian prothrombin.

Cac nhua gén acid mat c6 thé lam giam 13 rét kha dung sinh hoc cua pravastatin natri khi
udng cling. Vi vay thoi gian dung 2 thude nay phai cach xa nhau.

Mic di khong tién hanh céc nghién clru vé tuong tc thudc trong 14m sang, nhung khong thay
¢6 biéu hién tuong tac co hai c6 y nghia 1dm sang khi dung pravastatin natri cung vai cac chit
{rc ché men chuyén angiotensin, cac thudc chen beta, chen kénh calci, thuéc 1oi tiéu va thude
chéng viém phi steroid.

12. Tac dung khong mong muén cia thudc (ADR):

It gap (1/100 > ADR > 1/1000)

Trén hé than kinh: chong mit, mét moi, nhirc diu hoic réi loan gide ngi (bao g6m mat ng).

Trén mét: nhin m& hoic nhin doi.

Trén hé tiéu héa: kho tiéu, budn non, non dau bung, ti€u chay, tao bon, day ho.

Trén da va toc: ngira, mun nhot, ndi mé day, phat ban, man ngwra, tri¢u ching vé da dau (bao
gom carung toc).

Trén tiét niéu va sinh duc: C6 the gip van dé vé bang quang ( tiéu dau hodc tiéu nhiéu 1an vao

ban dém), gip kho khan trong doi séng tinh duc.
Trén co va khop: Pau co va khop.



Hiém gip (ADR < 1/10000)
~ Trén hé than kinh: Bénh da déy than kinh ngoai bién, dung lau dai co thé dan dén di cam —
ton thuong than kinh gay ra vin dé vé kha niang cam ng voi cam gidc nong, cam giac ngura
hoac te.

Trén hé mién dich: sdc phan vé, phi mach, hoi ching lupus ban do.

Trén tiéu hoa: Viém tuy.

Trén gan mat: Vang da, viém gan, hoai ttr gan kich phat.

Trén co va xuong: Tiéu co van co thé lién quan dén suy than ca‘ip thir phat do myoglobin niéu,
viém co gdy dau co, yéu co, viém gan.

Xét nghiém mau: Ting transaminase (enzym tang trong cac bénh vé gan)

Cidc tic dung khong mong muén cé thé gap khdc:

Suy gidgm nhan thirc (nhu mét tri nhé, 1a 1an...)

Ac mong

Tram cam

Khé thé bao gdm ho dai dang, khé thé hodc sOt.

Luuy:

Céc thay dbi nong do enzym gan trong huyét thanh thudng xay ra & nhimng thang dau diéu tri
bing pravastatin natri. Nguoi bénh nao c6 ndéng d6 aminotransferase huyét thanh cao phai theo
ddi xét nghiém chirc ning gan lan thir hai @& x4c nhan két qua va theo ddi diéu tri cho té&i khi céc
bét thuong tré vé binh thuong. Néu ndng d9 aminotransferase (transaminase) huyét thanh AST
hodc ALT (GOT hodc GPT) dai déng 1én qua 3 lan gi6i han trén cla binh thut ig, thi phai
ngirng diéu tri bang pravastatin natri. Phai khuyén nguoi bénh dung pravastatin fatri bao cdo
ngay bat ky biéu hién nao nhu dau co khong rd ly do, nhay cam dau va yéu ¢g, dic biét néu kém
theo kho chiu hodc sét. Phai ngirg liéu phap pravastatin natri néu nong do ting rd rét, cao
hon 10 lan gidi han trén cua binh thuong va néu chan doan hoic nghi ngo la bénh co.

13. Qua lidu va cach xir tri: ‘

Khong ngudi bénh nao c6 triéu chimg déc biét va moi ngudi bénh déu héi phuc khong dé lai
di ching.

Néu xay ra qua lidu, chuyén ngay dén co so'y té, can diéu tri triéu chung va hd tro khi can
thict.

Do thudc gin két manh véi protein huyét tuong, thim tach mau khong hy vong lam ting dang
ké thanh thai pravastatin natri.

14. Pic tinh dwge lre hoc:

Nhom duoe ly: Thude diéu tri réi loan lipid méau

Ma ATC: C10AA03

Pravastatin natri 13 chét trc ché canh tranh véi 3-hydroxy-3-methylglutaryl-coenzym A (HMG
- CoA) reductase, lam ngén can chuyén HMG-CoA thanh mevalonat, tién chét cia cholesterol.
Pravastatin natri trc ché sinh téng hop cholesterol, lam giam cholesterol trong té bao gan, kich
thich téng hop thu thé LDL (lipoprotein ty trong thap), va qua d6 lam ting van chuyén LDL tir
mAau, ngodi ra con lam giam cholesterol toan phan, LDL-cholesterol, apolipoprotein B, VLDL-
cholesterol, TG (triglycerid) va ting HDL-cholesterol, apolipoprotein A. Két qua cudi cung cia
qua trinh sinh hoéa nay la giam néng do cholesterol trong huyét twong. O liéu binh thuong,
HMG-CoA reductase khong bi trc ché hoan toan, do do van c6 du acid mevalonic cho nhiéu qué
trinh chuyén héa.

15. Pic tinh dugc dong hoc:

Hdp thu: Thudc hdp thu nhanh va khong bi dnh hudng cua thiuc an. Trung binh 34% liéu

dung qua duong ubng duoc hép thu, vé6i sinh kha dung tuyét d6i 12 17%. Sinh kha dung thap vi
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bi chuyén héa manh lan dau qua gan (66%). Thoi gian dat ndng d¢ dinh: 1 - 1,5 gio.




Phén bé: Pravastatin gin véi protein huyét trong khoang 50%; thé tich phan bd 0,5 lit/kg,
mot lwong nho pravastatin bai tiét qua sita me. Thudc c6 tinh va nude nén khong di qua hang
rao mau nao.

Chuyén héa: Chu yéu qua gan thanh cac chat co hoat tinh va khdng c6 hoat tinh.

Thai trir: Thube thai trir nhidu qua phan khoang 70%: thai trir qua than khoang 20%, thoi
gian ban thai tir 1,5 dén 2 gio.

16. Quy cach dong goi:

fmp6ﬁx10wan@1Kanmwﬁnmmgd&wammgmmk

17. Piéu kién bio quan, han ding, tiéu chuin chét lwgng ciia thude:
Béo quan thude noi kho, nhiét do duéi 30°C.
Han dung: 36 thang ké tir ngay san xuét. Khong dugc dun 1wdc da qua han dung.

*Luu y: Khi thay thudc bi 4m mobc, nhan thué(ﬂh;é’fgxsh)(, HD mo...hay cé cac biéu hién
nghi ngo khac phai dem thudc t4i hoi lai noi ban hoac noi san xuat theo dia chirong don.

Tiéu chuan chét luong: TCCS '
18. Tén, dia chi cia co so san xuét:‘ ) ) i

Tén cé s6 san xudt: CONG TY CO PHAN DUGC PHAM ME DI SUN i

Dia chi: $6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa Bén Cat, TinfuB

Sé dién thoai: (0274) 3589036 — Sd Fax: (0274) 3589297
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