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HUONG DAN SU DUNG THUOC

Rx - Thude nay chi dung theo don thube
1. Tén thube: OCELIPO 30
2. Cac diu hi¢u luu y va khuyén cao khi dung thude:
“Dé xa tim tay cia tré em”
“Doc k¥ huémg dén sir dung trude khi dung”™
“Thong bao cho bac s§ hoac duge s¥ nhimg tac dung khéong mong mudn gap phai khi sur
dung thude™
3. Thanh phan céng thire thude: Mdi vién nén chira:

Thanh phz“in duoge chat Ham lwgng
Pravastatin natri 30 mg
Ta duoce vira du 1 vién

Thanh phin ta duwge: Crospovidon, natri croscarmellose, lactose, microcrystallin cellulose,
povidon K30, colloidal silicon dioxid, magnesi stearat.
4. Dang bao ché: Vién nén (Vién nén hinh tru, mau tring hay nga vang, mat vién nhan, Z
thanh canh vién lanh ldn).
5. Chi djnh: [/
Tang cholesterol mdu: t
- Diéu tri ting cholesterol mau nguyén phat hodc r6i loan lipid méau hén hop (Fredrickson
Types 11a and 1Tb) nhu 1a hd trg cho cho liéu phap an uéng dé giam nong do cholesterol toan
phén (Total-C). lipoprotein cholesterol ty trong thip (L.DL-C), apolipoprotein B (ApoB) va
triglycerid (1G) va lam tang cholesterol lipoprotein ty trong cao (HDL-C).
+ Bo sung cho ché do an ubng @ ditu tri bénh nhan tang ndéng d6 TG huyét thanh
(Fredrickson Type 1V).
+ Diéu tri bénh nhan ¢6 rdi loan lipid mau (Fredrickson Type I1I) chu yéu khong dap ung
liéu phap an uéng chuan,
+ Nhu 1a mot 1a ho trg cho cho liéu phap an udng va thay doi 16i song dé dicu tri tang
cholesterol mau gia dinh di hep twr (Hel ') o tré em va thanh thiéu nién tir 8 twdi ro 1én néu
sau khi xét nghiém nhu sau:

v I_Dl_—C > 190 mg/dL hoac

v 1.DL-C = 160 mydL va gia dmh ¢o tién st gia dinh vé bénh tim mach sém (CVD)
hodc ¢o 2 hoac nhiéu hon cac wu 1o nguy co tim mach khac hién dién trong bénh
nhén.

Dy phong ban dau:

Giam ty I¢ ur vong va bénh tim mach ¢ bénh nhén tang cholesterol mau vira va nang, va co
nguy co cao vé bién ¢b tim mach nhu 1a mét yéu té bo sung vao ché do in udng.

Phong ngira thir cip:

Giam ty 1¢ tir vong va bénh tim mach & bénh nhén co tién sir nhdi mau co tim hoic dau that
nguc khong on dinh va ¢6 mire cholesterol binh thudng hodc ting. nhu 1a mot yéu td bo tro
dé diéu chinh cac yéu t6 nguy co khac.

Sau cdy ghép:

Giam dai thao dudng sau ghép ndi tang trong bénh nhan dang dung liéu phap wc ché mién
dich sau khi cdy ghép co quan.

6. Cch diing va liéu dung:

Cach dung:
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Trude khi bt dau dung thube pravastatin, can loai trir céc nguyén nhan thir phat cua tang
cholesterol méu va bénh nhan nén cé ché do an giam lipid, it cholesterol va phai tiép tuc duy
tri ché dé an nay trong sudt thai gian diéu tri.

Thube duge ubng mot 1an mét ngay mét lan vao budi t6i. Co thé udng vao bira an hoac lic
doi.

Li¢u dimng:

Ting cholesterol mdu: Udng | vién/lin/ngay. Tac dung diéu tri trong vong 1 tuan va dap
ing day di ctia mot ham lugng nhat dinh trong vong 4 tuén, do dé cén phai thuc hién céc
xét nghiém lipid dinh ky va diéu chinh lidu trong (mg. Liéu tdi da hang ngay 1a £0 mg.
Phong ngiva bénh tim mach: Ubng 1 viém’lém’nga‘iy

Sau khi ciy ghép:

Sau khi ciy ghép ndi tang nén ding lidu bit diu 20 mg mdi ngay ¢ nhitrng bénh nhéan dugce
diéu (ri trc ché mién dich. Tuy thude vao phan tmg cia cic thong sd lipid, lidu ¢4 thé duge
diéu chinh lén dén 40 mg dudi su giam sat y té chit ché. (nén chon thuée cé ham heong phit
hop)

Tré em va thanh thiéu nién tang cholesterol mdau gia dinh di hop tir (HeFH):

Tir 18 tudi tros xu(:mg: Khoang liéu khuyén cao la 10-20 mg/ngay (nén chon thuéc cé ham
liwong phit hop)

Tir 14 dén 18 (wobi: Udng 1 vién/lan/ngay

Bénh nhan cao tubi:

Khong cin diéu chinh lidu & nhitng bénh nhén nay trir khi ¢6 céac yéu td nguy co khac.

Suy than hodc suy gan:

Bit dau vai lidu 10 mg mdt ngdy & nhitng bénh nhan suy thin vira va ning hoiic suy gan
nang. (nén chon thuée cé ham lwong phit hop)

Li¢u luong can duge diéu chinh theo dp g clia cac thong sé lipid va duéi su giam sat y
té.

7. Chéng chi dinh:

Qué mén véi cde chét te ché HMG - CoA reductase hoac véi bat ky thanh phén nao cia ché
pham.

Bénh gan hoac ting ndng do transaminase trong huyét thanh vuot qua 3 lan gi¢i han trén
cua muc binh thudong (ULN).

Thoi ky mang thai hoac cho con bu.

8. Cinh b#o va than trong khi dung thube:

- Do trong thanh phé"m ctia thude ¢6 lactose nén bénh nhan mic cac rdi loan di truyén hiém
gip vé dung nap galactose, chirng thiéu hut lactase Lapp hodc roi loan hip thu glucose-
galactose khoéng nén dung thude nay.

- Cén 1am xét nghiém men gan trudc khi bit dau diéu tri bfmg pravastatin va trong truong
hop chi dinh 1am sang yéu cau xét nghiém sau do.

- Cén nhac theo doi creatin kinase (CK) trong truong hop:

+ Trude khi diéu tri, xét nghiém CK nén duoc tién hanh trong nhiing trudong hop: Suy giam
chtre néing than, nhuge giap, tién st ban than hoic tién sur gia dinh mic bénh co di lruyén,
tién sir bi bénh co do sir dung statin hodc fibrat truée do, tién sir bénh gan va‘hoic udng
nhiéu ruou, bénh nhin cao tudi (> 70 tubi) cd nhitng yéu td nguy co bi tiéu co van, kha niang
xdy ra twong tac thube va mot sé ddi trong bénh nhéan dic biét. Trong nhimg trrdng hop
nay nén cin nhéc lgi ich/nguy co va theo ddi bénh nhan trén lim sang khi diéu tri bing
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pravastatin. Néu két qua xét nghiém CK > 5 1an gi¢i han trén ciia méc binh thutng, khong

nén bit dau diéu tri bing pravastatin.

+ Trong qua trinh diéu tri bang pravastatin, bénh nhan cin théng bao khi c¢6 cac biéu hién

vé co nhu dau co, cimg co, yéu co ... Khi ¢é cac biéu hién nay, bénh nhén cin lam xét

nghiém CK dé c6 cac bién phap can thiép phi hop.

- Trude khi bit dau diéu tri voi pravastatin natri, cin phai loai trir cac nguyén nhan gay ting
hoicstcrol mau (thi du dai thao Chr(mg kém kiém soat, thxeu nang giap, hoi chirg thén lur

roi loan protein mau, bénh gan tic mat, do dung mot s6 thube khac, nghién ruou) va cin

dinh luong cholesterol toan phan, cholesterol LDL, cholesterol HDL va triglycerid. Phai tién

hanh dinh lugng lipid dinh k¥, vai khodng cach khong dudi 4 tuan, va diéu chinh lidu luong

theo dap (mg cta ngudi bénh voi thudc. Muc tiéu diéu tri 1a giam cholesterol LDL vi vy

phai str dung ndng dé cholesterol LDL dé bat diu didu tri va dénh gia dép tmg diéu tri. Chi

khi khong xét nghiém dugc cholestrol LDL, méi sir dung cholesterol toan phén dé theo doi

diéu tri.

- Liéu phép pravastatin natri phai tam ngirng hodc thdi hin & bét cir nguoi bénh nao c6 bidu

hién bi bénh co cép va ning hodic ¢6 yéu td nguy co d& bi suy than cdp do tiéu co van, thi du

nhu nhidm khuén cdp nang, ha huyét ap, phiu thuat va chin thuong 16n, bit thudong vé

chuyén hoa, noi tiét, dién giai hodc co gidt khong kiém soét duoc.

- Bénh phéi k&: Céc truong hop dac biét ctia bénh phdi ke da dugce béo céo véi mot sé thude

nhém statin, dic biét 1a véi diéu tri dai han. Céc triéu ching c6 thé bao gdbm thé dbc, ho

khan va suy giam strc khoé n6i chung (mét moi, giam cin va sot). Néu nghi ngd bénh nhan

da c6 triéu chimg bénh phoi k&, nén ngung ding thuéc nhom statin.

- Pai thio dudng: Mot s6 bang chimg cho thiy ring nhom thude statin nhu mét loai ting

glucose méau va & mot s6 bénh nhan ¢o nguy co cao mic bénh tiéu duong. Tuy nhién, nguy

co ndy cin duoc danh gid va khdng nén 1a ly do dé dimg diéu tri bang thudc nhom statin.

Céc bénh nhan ¢6 nguy co (glucose 5,9 dén 6.9 mmol/L, BMI> 30kg/m?, ting triglycerid,

cao huyét ap) nén duge theo doi ca vé lim sang va sinh hoa theo huéng dan.

9. Sir dung thude cho phu nir ¢6 thai va cho con bu:

- Sir dung thude cho phu nir ¢6 thai:

Chéng chi dinh pravastdtm trong thoi ky mang thai. Chi su dung atorvastatin cho cac phu

ntr & do [LlOl sinh san néu cac bénh nhdn nay chic chin khong ¢6 thai va sau khi da dugce

thong bao vé cac riii ro nguy co ¢6 thé xay ra dbi vdi phéi thai. Néu bénh nhan du dinh mang

thai hodc mang thai, thong bao ngay lap tirc cho bac sy va nén ngung st dung pravastatin.

- Sir dung thube cho phu nir dang cho con bii:

Mot luong nhé pravastatin duge bai tiét trong sita me vi vy pravastatin chéng chi dinh

cho phu nir dang cho con bu.

10. Anh hwéng ciia thuoe 1én kha niing lii xe, van hanh may mée:

Pravastatin khong c6 hodc anh huong khong dang ké anh hwang dén kha nang l4i xe va sir

dung méay méc. Tuy nhién, khi lai xe hodc van hanh may moc, can phai tinh dén tac dung

khong mong mudn nhu chéng mit va roi loan thi gidc ¢6 thé xay ra trong qua trinh diéu tri.

11. Twong tac voi thube khic, cic dang twong tiac khac:

Tang nguy co ton thwong co khi sir dung statin dong thoi voi cac thube sau:

+ Gemfibrozil

+ Céc thube ha cholesterol mau nhém fibrat khac

+ Niacin liéu cao (> 1 g/ngay)

+ Colchicin
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Viée sir dung dong thoi cic thude ha lipid mau nhom statin vai cae thude diéu tri HIV va
viém gan siéu vi C (HCV) ¢6 thé lam tang nguy co gy tdn thuwong co, nghiém trong nhét 1a
tiéu co van, than hu din dén suy thin va co thé gay tr vong
Pravastatin natri phéi hop v6i Darunavir + Ritonavir; [opinavir + Ritonavir: Khong han
ché vé liéu dung
Pravastatin natri ¢o thé lam ting tac dung ctia warfarin. Phai xac dinh thoi gian prothrombin
trude khi bat ddu ding pravastatin natri va theo doi thudmg xuyén trong giai doan dau diéu
tri dé bao dam khéng co thay doi nhidu vé thoi gian prothrombin.
Cac nhua gén acid mat (Colestyramin/ Colestipol): st dung d?)ﬂg thoi vl pravastatin natri
lam gidam khoang 40 dén 50% tinh sinh kha dung ctia pravastatin. Tranh dung thude dong
thoi hay thoi gian dung 2 thude nay phai cdch xa nhau.
Ciclosporin: Ding déng thoi pravastatin va ciclosporin lam ting khoang 4 lan nong do
pravastatin. T'uy nhién, ¢ mot s6 bénh nhan, su gia tang liéu pravastatin ¢6 thé 16n hon. Nén
theo doi 1am sang va sinh hoa cho bénh nhén khi két hop.
Nén than trong khi két hop pravastatin voi erythromycin hoac clarithromycin.
Han ché phdi hop pravastatin natri véi céc thude ha lipid khac vi kha ning ting nguy co
bénh co.
12. Tac dung khéng mong mudn ciia thube (ADR):

Thurong gap (ADR> 1/100)
Trén hé thin kinh: Pau du (4 - 9%), chong mat (3 - 5%), nhin m& (1 - 2%), mét ngu, suy

nhuoec.
Trén hé tiéu hoa: Ia chay, tao bon, day hoi, dau bung. va buon nén, gap & khoangz 5% bénh
nhan.

Trén gan: Cac két qua thir nghiém chirc niang gan tang hon 3 lan giéi han trén cua binh
thuomg, & 2% ngudi bénh, nhung phan Ién la khong co triéu chirng va hdi phuc khi ngimg
thude.
Trén co va khép: Dau co, dau khap.
It gap (1/100>ADR>1/1000)
Trén hé than kinh: Chong mat, mét moi, nhuce dau hoac roi loan gii‘ic ngu (bao g6m mat ngu).
Trén mat: Nhin mé hodc nhin doi.
Trén hé tiéu hoa: Kho tiéu, budén non, non, dau bung, tiéu chay, tao bon, diy hoi.
Trén da va toc: Ngira, mun nhot, ndi mé day, mén ngira, triéu chimg vé da dau (bao gbm ca
rung 1oc).
Trén tiét niéu va sinh duc: C6 thé gap van dé vé bang quang (tiéu dau hoac tiéu nhiéu lan
vao ban dém), gap khé khan trong doi song tinh duc.
Trén co va khap: Dau co va khap.
Hiém gap (ADR< 1/10.000)
Trén hé than kinh: Tén thuong than kinh gy ra vin dé vé kha nang cdm tmg v6i cam gidce
nong. cam giac ngira hodc té.
Trén da: Ton thuong da nghiém trong (hdi chimg lupus ban dé).
Trén gan: Viém gan hoiic tuy, vang da, hoai tir gan kich phat.
Trén co va xuong: Viém co gay dau co. yéu co, viém gan.
Xét nghiém mdu: Tang men gan transaminase.
Cde tde dung khdng mong muén co thé gap khde:
Suy giam nhén thire (nhu mét tri nhd, I 1an...)
Ac mong
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Tram cam

Viém phoi k& (dac biét voi diéu tri kéo dai)

Gay dai thao duong

- Huong dan cach xir tri ADR:

Netng sur dung thude khi gdp cdc tac dung khong mong mudn trén, hoi ¥ kién 2ua bac sy
hay duogc sy va dén trung tim y té gan nhat.

Céc thay déi ndng do enzym gan trong huyét thanh thuong xay ra & nhimg thang dau diéu
tri bing pravastatin natri. Ngudi bénh nao c¢6 nong do aminotransferase huyét thanh cao phai
theo ddi xét nghiém chire nang gan lan thir hai dé x4c nhéan két qua va theo doi diéu tri cho
t6i khi cdc bt thudong trd vé binh thuomg. Néu nong do aminotransferase (transaminase)
huyét thanh AST (SGOT) hodc ALT (SGPT) dai démg Ién qua 3 lan gidi han trén cua binh
thuong, thi phai ngirng diéu tri bing pravastatin natri.

Phai khuyén ngudi bénh ding pravastatin natri bdo cdo ngay bét kv biéu hién nzo nhu dau
co khong ro 1y do, nhay cam dau va yéu co, dic biét néu kém theo kho chiu hodc sbt. Phai
ngimg li¢u phap pravastatin natri néu nong do CPK tang rd rét, cao hon 10 lan gigi han trén
ctia binh thuong va néu chéin doén hoac nghi ngd 1a bénh co.

13. Qua liéu va xir tri:

Chura ¢6 thong tin lién quan dén qua liéu.

Néu xay ra qua liéu, chuyén ngay dén co s¢ y té, can diéu trj triéu ching va ho tro khi cén
thiét.

14. Pac tinh duge lwe hoc:

Pravastatin natri 1a chit e ché canh tranh véi hydroxymethylglutaryl coenzyrn (HMG -
CoA) reductase, lam ngdn cdn chuyén HMG - CoA thanh mevalonat, tién chét cia
cholesterol. Pravastatin natri @rc ché sinh téng hop cholesterol, lam giam cholesterol trong té
bao gan, kich thich tbng hop thu thé L.DL (lipoprotein ty trong thip) va qua d6 1am tang van
chuyén LDL tir mau, ngoai ra con lam giam VLDL (lipoprotein ty trong rat thap), TG
(triglycerid) va ting HDL-C (cholesterol HDL). Két qua cudi cling cta qué trinh hoa sinh
nay la giam ndng do cholesterol trong huyét tuong. O liéu binh thudong, HMG - CoA
reductase khong bi tre ché hoan toan, do d6 van ¢6 du acid mevalonic cho nhiéu qua trinh
chuyén hoa.

15. Pac tinh duge dong hoc:

Pravastatin dugc hfip thu nhanh chong. Nong do dinh trong huyét thanh dat dugc tir 1 dén
1.5 gio sau khi &n. Trung binh 34% lidu dung qua dudng udng dugc hap thu, véi sinh kha
dung tuyét ddi 1a 17%.

Sur hién dién cia thirc an trong duong tiéu hoa dan dén giam kha dung cta thude, nhung
hiéu qua cua viéc st dung pravastatin trong giam cholesterol giéng nhau cho dit ubng thude
cung voi thire an hay khong.

Sau khi hép thu, 66% pravastatin trai qua qua trinh chuyén héa qua gan dau tiér, day 1a vi
tri ddu tién ctia hoat dong va la noi dau tién dé tong hop cholesterol va lam giam cholesterol
95 7

Nong do trong huyét tuong ty 18 voi liéu dung.

Phdn bo:

Khoang 50% pravastatin lién két véi protein huyét trong. Thé tich phin bd khoang 0,5 lit’kg.
Mot lugng nho pravastatin di vao stra me.

Chuyén héa:
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Pravastatin khéng duoc chuyén héa déng ké bai cytochrom P450, ciing khéng phai la chét
nén hoidc chit tre ché p-glycoprotein mé 1a chit nén cua céc protein van chuyén khac.

San phim chuyén hoa chinh ciia pravastatin 1a chit dong phan 3-a-hydroxy. Chét chuyén
héa nay ¢6 hoat tinh biang 1/10 dén 1/40 hoat tinh rc ché HMG-CoA reductase ciia hop chit
gc.

Thai trie:

Sau khi udng, 20% li¢u ban dau dugc thai trir qua nude tiéu va 70% trong phan. Thoi gian
ban thai clia pravastatin uéng la 1,5 dén 2 gio.

Duoe dong hoc cdc doi twong bénh nhdn:

Tré em: Gia tri trung binh cua pravastatin Cpay va AUC do6i voi tré em dugc tuong tu nhu
nhirng gid tri duoc xac dinh duge & ngudi 16m sau lidu udng 20 mg.

Suy gan: meg d¢ pravastatin va cac chit Chuyén hoa trong co thé & bénh nhan xo gan do
rugu duge tang 1én khoang 50% so véi bénh nhan ¢6 chire nang gan binh thudong.

Suy than: Khong c6 thay doi dang ké & nhl”mg bénh nhan suy than nhe. Tuy nhién quy\than
nang va trung binh ¢6 thé din dén ting gap hai lan nong dd pravastatin va cdc chat t.huy
hoa trong tudn hoan. A
16. Qui cach dong goi:

Hop 1 tai x 10 vi (nhdm-PVC) x 10 vién (Hop 100 vién).
Hop 5 vi (nhdm-nhém) x 10 vién (Hop 50 vién). Y
17. Diéu kién bio quin, han diung, tiéu chuin chit lrong ciia thudc: #
- Piéu kién bio quan: Noi khd, nhiét do duoi 30°C.

- Han dung: 24 thang tinh tir ngay san Xudt.

- Tiéu chuiin chit lwgng: TCCS.

18. Tén va dia chi co' sé san xuit:

CONG TY CO PHAN HOA DUGC VIET NAM

bia chi: $6 192 phé Dirc Giang, Phuomg Thugng Thanh, Quin Long Bién, TP. FHa Noi
S6 dién thoai: 024.36557429 S6 fax: 024.36557429.




