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HUONG DAN SU DUNG THUOC

Rx - Thude nay chi dung theo don thube
1. Tén thuée: CHOTATIN
2. Céc diu hiéu Iwu y va khuyén cio khi dung thude:

“Pé xa tam tay ctia tré em”

“Doc k¥ huéng dan sir dung trude khi diing”

“Théng bao cho bac s§ hodic dugce s§ nhitng tic dung khong mong mudn gap phai khi sir
dung thude”
3. Thanh phéin cong thive thude: Mdi vién nén chira:

Thanh phin dwoe chit Ham lwong
Pravastatin natri 10 mg
Ta duge vira du | vién

Thanh phén ta dwoe: Lactose monohydrat, microcrystallin cellulose. crospovidon, natri
croscarmellose, colloidal silicon dioxid, magnesi stearat, povidon K30.
4. Dang bao ché: Vién nén (Vién nén hinh tru. mau li‘::lng1 hay vang nhat, thanh va canh vién
lanh fan).
— 5. Chi dinh:
Fiang cholesterol mdu: =
+ Piéu-tri-ting cholesterolmau nguyén-phat-hode+di loan lipid-mau-hon hop (Fredrickson —,{?‘f-'-;‘-
Types Ila and I1b) nhu 1a ho trg cho cho ligu phap an ubng dé giam ndng do cholesterol toan f
phén (Total-C), lipoprotein cholesterol ty trong lhﬁp (LDL-C), apolipoprotein B (ApoB) vai|*
triglycerid (1G) va lam tang cholesterol lipoprotein ty trong cao (HDL-C).
+ Bb sung cho ché do an uéng dé diéu tri bénh nhan tang nfing do TG huyét thanh
(Fredrickson Type 1V).
+ Diéu tri bénh nhén c6 rdi loan lipid méau (Fredrickson Type I11) cht yéu khong dap ung
liéu phap dn ubng chuén.
+ Nhu la mét 1a hd trg cho cho liéu phap in uéng va thay dbi 16i séng dé didu tri tang
cholesterol mau gia dinh di hop tir (HeFH) & tré em va thanh thiéu nién tir 8 tudi tré 1én néu
sau khi xét nghiém nhu sau:
v LDL-C > 190 mg/dL hoac
v LDL-C > 160 mg/dL va gia dinh c6 tién st gia dinh vé bénh tim mach sGm (CVD)
hodc ¢6 2 hodc nhiéu hon cic yéu t6 nguy co tim mach khdc hién dién trong bénh
nhén.
Dy phong ban diu:
Giam ty I€ t&r vong va bién ¢b bénh tim mach & bénh nhén tang cholesterol mau vira va nang,
v ¢6 nguy co cao vé bién ¢d tim mach nhu la mét yéu té bé sung vao ché do an udng.
Phong ngiva thir ct"fp:
Giam ty 1& tir vong va bién cb bénh tim mach & bénh nhan c6 tién sir nhdi méu co tim hoiic
dau tht nguc khong on dinh va c6 mie cholesterol binh thuong hodc tang, nhu 1a mét yéu
t6 bd trg dé didu chinh céc yéu t6 nguy co khic.
Sau cii ly ghép:
Giam dai thdo duong sau ghép ndi tang trong bénh nhan dang dung liéu phap trc ché mién
dich sau khi cdy ghép co quan.
6. Cich dung va lidu ding:
Céch dung:
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Trude khi bit diu ding thude ])Iddeld[In can loai trir cac nguyén nhan thir phal clia tang

cholesterol mau va bénh nhan nén co chc d¢ an giam lipid, it cholesterol va phai tiép tuc duy’

tri ché d an nay trong sudt thoi gian didu tri.

Thube duge uéng mot lan mot ngay mot lan vao budi tbi, C6 thé tléng vao bita dn hoic liuc
doi.

Liéu ding:

Liéu dung:

Ting cholesterol mdu:

Khoang liéu khuyén cdo 1a 10 - 40 111g!lanfngay Téc dung dlcu tri trong vong 1 tudn va dap
ting day du ctia mot ham lwong nhat dinh trong vong 4 m'm do do6 can phai thuc hién cac
xét nghiém llpld dinh ky va diéu chinh liéu twong (mg. Liéu t6i da hang ngay la 40 mg.
Phong ngira bién co bénh tim mach:

Duy tri lIClI 40 mg mdi ngay.

Sau khi (.'(ll' ghép:
Sau khi céy ghép nm tang nén ding liéu bit dau 20 mg mdi ngay & nhing bénh nhén duge

(1Il.l| trj trc ché mun dich. Tuy thudc vao plmn tng ctia cic thong so lipid, licu co thé dioe

dicu chinky ién dén 40 mg dwdi sy giam sat y (€ chat ché.

fre em va thanh thiéu nién tang cholesterol midiu gm dinh dj hop (i (HekF H):

Tir 8-18 tudi: Khoang licu khuyén cio 1a 10 - 20 mg/ngay

Fir 8 va 13 tudiz 10 - 20 mg/ngay

Tir 14 dén T8 tuoi: 10 - 40 mg/ngay

Bénh nhan cao tuéi:

Khong cin diéu chinh liéu & nhitng bénh nhan nay trir khi ¢6 cac yéu 6 nguy co khéc.

Suy thiin lw(:c suy gan:

Bit dau véi lidu 10 mg mot ngay & nhirng bénh nhén suy thdn vira va niing hogic suy gan

nang.
Liéu qung can dwgc di¢u chinh theo dap tng ciia cic thong so lipid va dwéi s giam

saty té.

7. Chong chi dinh:

Qua mén véi cac chit tre ché HMG - CoA reductase hoic véi bit ky thanh phén nio cta ché
pham.

Bénh gan hoic ting nf’mg dd transaminase trong huyét thanh vuot qua 3 lan gidi han (rén
ctia mtre binh thuong (ULN).

Thoi ky mang thai hodc cho con bu.

8. Ciinh b#o va thin trong khi ding thude:
- Do trong thanh phén cta thuc c6 lactose nén bénh nhan méc cac rdi Ioan di truyén hiém

giip vé dung nap galactose, chung thiéu hut lactase Lapp hodic réi loan hép thu glucose-
galactose khong nén dung thude nay.

- Can lam xét nghiém men gan trude khi bit dau diéu tri bing pravastatin va trong trudng
hop chi dinh 14m sang yéu cau xét nghiém sau dé.

- Cén nhéc theo doi creatin kinase (CK) trong trtr(‘mg hop:

+ Trude khi didu tri, xét nghlf;m CK nén duogc tién hanh trong nhiing tr rwong hop: Suy giam
chirc néing thén, nhwge giap, tién sir ban than hodc tién st gla dinh méc bénh co di nuyen,
tién str bi bénh co do sir dung statin hogc fibrat turé‘c do, tién sir bénh gan va/hoiic udng
nhiéu rugu, bénh nhén cao tudi (> 70 tudi) cé nhing yéu td nguy co bi tiéu co vén, kha ning
xdy ra twong tac thude va mot sé déi twong bénh nhan dic biét. Trong nhiing truong hop
ndy nén cén nhéc lgi ich/nguy co va theo dai bénh nhan trén ldm sang khi diéu trj bing
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pravastatin. Néu két qua x¢t nghiém CK > 5 lan gidi han trén ctia mire binh thuong, khong
nén bét dau didu tri bang pmvastalm

s Txon;: qua trinh diéu tri himg pravastatin, bénh nhéan can thong bdo khi c6 cac biéu hién
vé co nhu dau co, cling co, yéu co ... Khi ¢6 cic bidu hién nay, bénh nhin cin lam xét
nghiém CK dé c6 céc bién phap can thi¢p phu wap

- Truée khi bt diu didu tri véi pravastatin natri, cAn phai loai trir cdc nguyén nhén gdy tang
Lholesterol mau (thi du dai thao dm:mg kém kiém sodt, lhleu nang giap, héi ching than Iur
rbi loan protein mau, bénh gan thc mat, do ding mot s6 thude khac, nghién ruou) va cén
dinh lugng cholesterol toan phan, cholesterol DL, cholesterol HDL va tnglyccn id. Phai tién
hanh dinh legng lipid dinh ky, véi khoang cich khong duéi 4 tuan, va diéu chinh lidu lugng
theo dap tng cua nguoi bénh vé6i thude. Muyc tiéu diéu trj 13 giam cholesterol LDL vi vay
phéi st dung ndng dé cholesterol LDI, dé bt diu didu tri va dénh gia dép tng diéu tri. Chi
khi khong xét nghiém dugc cholestrol 1DI,, méi sir dung cholesterol toan phéan dé theo doi
diéu tri.

- Li€u phép pravastatin natri phai tam ngirng hoic Ihi‘\i hén & bit cir nnu{ri bénh nao co bicu
hi¢n bj bénh co cap \faz ngng hodce ¢6 yéu 16 nguy oo dé bi suy than cap do tiéu co van, thi du
nhu nhiém khuan Ldp ndng, ha huyét dp, phau thugt va chéan thuong 16n, bét thuong ve
chuyén héa, noi tidt, di¢n gidi hofic co gidt khong kiém sodt duoc.

- Bénh phoi k&: Cie truong hnp déc biét ctia bénh phdi ké da duoc bio cho \fmmoL 56 thude
nhom statin, dic biét la véi didu tri dai han. Céc tri¢u chimg c6 thé bao gdm thd dde, ho !
khan va suy giam sirc khoé néi chung (mét moi, gmm cin va sit). Néu nghi ngd b¢nh nhan .
da co tri¢u chirng bénh ph()l k&, nén ngung dung thudc nhom statin. NI
- Pai thao duong: Mot so b"mg chimg cho thiy ring nhém thude statin nhur mot loai ting
glucose mau va & mot s6 bénh nhan c6 nguy co cao mic bénh tiéu dlr(mg Tuy nhién, nguy
co ndy cin duge danh gid va khong nén 1a ly do dé ding diéu trj bang thude nhém statin.
Cac bénh nhan c6 nguy co (glucose 5 9 dén 6,9 mmol/L, BMI > 30 kg/m?, ting triglycerid,
cao huyét ap) nén duge theo doi ca vé lam sang va sinh héa theo hudng dén.

9. Sir dung thude cho phu nir ¢é thai va cho con bu:
- Sir dung thude cho phu nir cé thai:
Chéng chi d]llh pmvastatm trong thoi ky mang thai. Chi str dyng atorvastatin cho céc phu
\ nit & do 1u01 sinh san néu cac bénh nhan nay chéc chin khéng c¢6 thai va sau khi da duoc
thong béo vé cic rii ro nguy co cé thé xay ra ddi véi phoi thai. Néu bénh nhén du dinh mang
thai hoic mang thai, thong béo ngay 1dp tirc cho bac sy va nén ngung st dung pravastatin,
- Sit dung thude cho phy nit dang cho con bii: ;»
M0t lugng nhé pravastatin duge bai tiét trong sita me vi viy pravastatin ch(‘fmg chi dinh
cho phu nir dang cho con b,
10. Anh hwéng ciia thude 1én khi néng lii xe, van hanh may mée:
Pravastatin khong ¢6 hoc anh hudng khong dang ké anh huéng dén kha nang 1ai xe va str
dung may mae. Tlly nhién, khi lai xe hoac van hanh méy méc, cin phai unh dén téc dung
khong mong mudn nhu chéng mat va rdi loan thi gidc c6 thé xay ra tr ong qua trinh diéu trj.
I1. Twong téc, twong ky ciia thude:
Téng nguy co tén thuong co khi str dung statin dong thoi véi cée thude sau;
+ Gemfibrozil
+ Céc thude ha cholesterol méu nhém fibrat khac
+ Niacin liéu cao (> 1 g/ngay)
+ Colchicin
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Viée st dung dong thoi cée thude ha lipid mau nhom statin véi céc thube diéu trj HIV va
viém gan siéu vi C (HCV) ¢6 thé lam tang nguy co gdy tdn thuong co, nghiém trong nhit la
tiéu co vén, than hu dan dén suy than va c6 thé gdy tir vong
Pravastatin natri ph6i hgp véi Darunavir + Ritonavir; Lopinavir + Ritonavir: Khéng han
ché vé liéu dung
Pravastatin natri c6 thé 1am ting tac dung ctia warfarin. Phai xdc dinh thoi gian prothrombin
trude khi bét ddu ding pravastatin natri va theo doi thudng xuyén trong giai doan dau diéu
trj dé bao dam khong co thay ddi nhiéu vé thoi gian prothrombin,
Céc nhya g:’]n acid mét (Colestyramin/ Colestipol): str dung dong thoi véi pravastatin natri
lam giam khoang 40 dén 50% tinh sinh kha dung cua pravastatin. Tranh ding thude dong
thoi hay thoi gian ding 2 thude nay phai céch xa nhau.
Ciclosporin: Diung dong thoi pravastatin va ciclosporin lam tang khoang 4 lin ndng do
pravastatin. Tuy nhién, & mot s6 bé¢nh nhén, sur gia ting liéu pravastatin c6 thé I6n hon. Nén
theo ddi lam sang va sinh héa cho bénh nhén khi két hop.
Nén than trong khi két hop pravastatin véi erythromycin hodic clarithromyein.

Ian che phoi hop pravastatin natii voi cac thuoc hia lipid kKhac vi kha nang tang ngiy co
benh co.

Twong ky cta thude: Do khong ¢6 cac nghién ciru vé tinh tuong Ky cua thude. Khong tron

1in thude nay voi cic thude _E_\hm, =

12. Tac dyng khong mong muén ciia thude (Al)R).

Thirong gap (ADR> 1/100)
Trén hé than kinh: Dau diu (4 - 9%), chong miit (3 - 5%), nhin mo (1 - 2%), mét ngu, suy
nhuoe.
Trén hé tiéu hoa: Ia chay, tdo bon, diy hoi, dau bung, va budn nén, gap ¢ khoang 5% bénh
nhan.
Trén gan: Cédc két qua thir nghiém chirc nang gan ting hon 3 lan giGi han trén cia binh
thudmg, & 2% ngudi bénh, nhung phén 16n 1a khong c6 tri¢u chimg va hdi phue khi ngimg
thude.
Trén co va khép: Dau co, dau khop.

It gdp (1/100>ADR>1/1000)
Trén hé thén kinh: Chong mat, mét méi, nhire dau hodc rdi loan g'z’i ngu (bao gém mat ngu).
Trén mét: Nhin md hodic nhin doi.
Trén hé tiéu hoa: Kho tiéu, budn ndn, non, dau bung, tiéu chay, tdo bon, (if:iy hoi.
Trén da va toc: Ngtra, mun nhot, ndi mé day, man ngtta, triéu chimg vé da dau (bao gém ca
rung toc).
Trén tiét nigu va sinh duc: C6 thé gap vin dé vé bang quang (tiéu dau hcic tiéu nhiéu lan
vao ban dém), gap kho khan trong doi séng tinh duc,
Trén co va khdp: Dau co va khadp.

Hiém gdip (ADR< 1/10.000)
Trén h¢ than kinh: Tén thuong thin kinh gdy ra vin dé vé kha ning cam img véi cam gidc
nong, cam giac ngira hodc té.
Trén da: Ton thuong da nghiém trong (hdi chimg lupus ban do).
Trén gan: Viém gan hodc tuy, vang da, hoai tir gan kich phat.
Trén co va xuong: Viém co gdy dau co, yéu co, viém gén.
Xét nghiém mau: Tang men gan transaminase.

Cic tde dung khéng mong muén cé thé gdp khdc:
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Suy giam nhén thire (nhu mét tri nha, 1a lin...)

Ac mong

Trim cam

Viém phdi ké (dic biét veoi diéu tri kéo dai)

Gay dai thao duong

- Huéng din cach xir tri ADR:

Ngirng st dung thude khi gap céc tic dung khong mong mudn trén, hoi y kién cta bac sy
hay dugc sy va dén trung tam y & gan nhét.

Cac thay déi nong do enzym gan trong huyét thanh thuong xay ra ¢ nhung théang dau diéu

tri biing pravastatin natri. Nguoi bg,nh nao ¢o nong dd aminotransferase huyét thanh cao phai
theo doi xét nghlem chirc nang gan lin thir hai dé xac nhan két qua va theo dai didu trj cho
(¢ khi cdc bt thuong trd vé binh thuong. Néu nong do aminotransferase (transaminase)
huyét thanh AST (S(rOI) hodc ALT (SGPT) dai ding 1én qua 3 ldn gi¢i han trén cta binh
thuong, thi phai ngimg diéu tri bang pravastatin natri.

Phai khuyén ngudi bénh ding pravastatin natri bio cdo ngay bt ky biéu hién ndo nhu dau
cakhong 18 1y do; nhay cam dau var yéu co, dic biét néu kém theo kho chiu hoae sot. Phai
ngimg li¢u phdp pravastatin natri néu nong do CPK tang rd rét, cao hon 10 Ian gidi han trén
ctia binh thurdmg va néu chin doan hoiic nghi ngo 1a bénh co.

13. Qui Il_cu va xar tri: =

Chura ¢6 thong tin lién qu’m dén qua |IL(1

Néu xay ra qua licu, chuyén ngay dén co so y té, can diéu tri tricu chimg va hd trg khi cin
thiét.

14. Diie tinh dwoe lue hoe:

Nhom duge 1y: nhom thude statin e ché HMG-CoA reductase.

Ma ATC: CI0AAO3.

Pravastatin natri la chat trc ché canh tranh véi hydroxymethylglutaryl coenzym (HMG -
CoA) reductase. lam ngin can chuyén HMG - CoA thanh mevalonat, tién chit cua
cholesterol. Pravastatin natri trc ché sinh tong hop cholesterol, lam giam cholesterol trong té
bao gan, kich thich long hop thu thé LDL (lipoprotein ty trong thip) va qua d6 lam tang van
chuyén LDL tir mau, ngoai ra con lam giam VLDL (Ilpoprotem ty trong rét tllap), TG
(triglycerid) va taing HDL-C (cholesterol HDL). Két qua cubi cung cua qua trinh héa sinh
ndy l1a giam nong do cholesterol trong huyét twong. O liéu binh thuong, IMG - CoA
reductase khong bi e ché hoan toan, do dé van c¢6 du acid mevalonic cho nhiu qué trinh
chuyén héa.

15. Dic tinh dwge dong hoc:

Ha‘:g thu:

Pravastatin dugc hdp thu nhanh chéng. Néng do dinh trong huyét thanh dat duge tir | dén
1,5 gitr sau khi an. Trung binh 34% lidu ding qua dudmg ubng duge hap thu, vé6i sinh kha
dung tuyét doi la 17%.

Su hién di¢n cua thirc &n trong dudng tiéu héa din dén giam kha dung cia thuée, nhung
hi¢u qua cia viée sir dung pravastatin trong giam cholesterol giéng nhau cho dit ung thuée
cung vai thirc dn hay khong.

Sau khi hip thu, 66% pravastatin trai qua qué trinh chuyén héa qua gan dau tién, day la vi
tri ddu tién ctia hoat dong va la noi dau tién dé tong hop cholesterol va lam giam cholesterol
LDL.

Nong d¢ trong huyét twong ty 18 véi liéu dang,
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Phdn bé:
Khodang 50% pravastatin lién két véi protein huyét twong. Thé tich phan b6 khoang 0,5 lit/kg.
Mot lrong nho pravastatin di vao stra me.

Chuyén héa:

Plavqslalm khong duge chuyén hoa dang ké boi cytocluom P450, ciing khong phai 1a chit
nén hodc chit trc ché p-glycoprotein ma 1a chét nén cua cac protein van chuyén khac.

San pham chuyén héa chinh cua pravastatin la chat dong phén 3-a-hydroxy. Chét chuyen
hoa ndy ¢6 hoat tinh bang 1/10 dén 1/40 hoat tinh trc ché HMG-CoA reductase clia hop chét
géc.

Thai trir:

Sau khi uéng, 20% lidu ban dau dugc thai trir qua nuée tiéu va 70% trong phan. Thoi gian
ban thai cua pravastatin udng la 1,5 dén 2 gid.

Diroc déng hoc cdc doi ticong bénh nhén:

Tré em: Gia tri trung binh cia pravastatin Cpax va AUC d6i voi tré em duge twong ty nhu
nhiing gia !H dugc xdc dinh duge & ngudi 16n sau lidu udng 20 me.

Suy gan: '\Iﬂn" do pravastatin va cic chat L,nmw. hoa trong co thé o béinh nhdn xo gan do
rugu duge tang Ién khoang 50% so vm beénh nhan ¢6 chire nang gan binh thuong,

Suy than: Khong cd thay dbi dang ké ¢ niurn" b¢nh :1}...1. suy th@n nhe. Tuy nhién suy than
~ngng va trung bi binh ¢6 thé din dén tAng ghp hai lin nong do pravastatin v cic (_._h_dI_thL},‘

hoa trong tuan hoan.

16, Qui cach dong goi:

Hop 2 vi (nhom-PVC) x 10 vién, kém t& hudng dan sir dung.

Hop 3 vi (nhom-PVC) x 10 vién, kém t& hudng din st dung.

Hop 5 vi (nhom-PVC) x 10 vién, kém t& huéng dén sir dung.

Hop 10 vi (nhém-PVC) x 10 vién, kém t& huéng din st dung,.

Hop 2 vi (nhdm-nhom) x 10 vién, kém to huéng din st dung.

Hop 3 vi (nhém-nh6ém) x 10 vién, kém (& hudng din sir dung.

Hop 5 vi (nhém-nhém) x 10 vién, kém t& hudng dan st dung.

Hop 10 vi (nhdm-nhom) x 10 vién, kém to huéng dén sir dung.

17. Didu kién bdo quén, han diing, tiéu chuin chiit lwgng cia thude:
- Diéu ki¢n bao quan: Noi khd, nhiét do dudi 30°C.

- Han diing: 24 thang tinh tir ngay san xudt,

- Tiéu chuin chit lrgng: TCCS.

18. Tén va dia chi co sé sin xuét:

CONG TY CO PHAN DUGC PHAM THANH PHAT

Dia chi: Lo CN1-6, khu cong nghi¢p Phu Nghia, xa Phii Nghfa, huyén Chwong My, thanh
phd Ha Noi, Viét Nam.

S6 dién thoai: 024.32009142.




