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(Vién nén ciprofibrate 100 mg)

Gty [re em
Doc k hudng dan sir dung trude khi ding
Théng bdo ngay cho bdc sy hodc duge sy nhitng phan tmg c6 hat gap phai khi su dung thuée
Thuée nay chi dimg theo dom thudc
1. Thanh phan cong thirc thube
M&bi vién nén chira:
Thanh phan hoat chat: Ciprofibrate ....................... 100 mg.

Thanh phan ta dugc: Microcrystalline cellulose, lactose monohydrate, croscarmellose sodium, ferric oxide
yellow, hypromellose 6¢ps, anhydrous colloidal silica, magnesium stearate.

2. Dang bao ché

Vién nén hinh tron, mau vang nhat, hai mat 161, nhan.

3. Chidinh

Vién nén ciprofibrate duge chi dinh nhu mot loai thude b trg cho ché do an kiéng va cac phuong phép
diéu tri khong dung thude (vi dy: tap the due, giam cén) cho céc tinh trang sau:

Diéu trj tang triglyceride mau murc 6 ndng cé hodc khong ¢6 giam HDL cholesterol.

Tang lipid mau hén hop khi chéng chi dinh hodc khong dung nap statin.

4. Cich dung, liéu dung

Newoi lom

Liéu khuyén cao la mt vién (100 mg ciprofibrate) méi ngay. Khéng duge dung vuot qua liéu ndy (xem
phan Canh bao va than trong khi ding thuoc).

Bénh nhdn cao tudi

Liéu diing cho ngudi cao tudi gidng véi ngudi 16n, tham khao phan Canh bao va than trong khi ding thube.
St dung o cdc bénh nhan bi suy giam chirc nang thagn

Trong trudng hgp suy than mirc d¢ trung binh, khuyén céo nén giam liu lwgng xudng, cach ngay sir dung
| vién.

Bénh nhan can dugc theo doi can than. Ciprofibrate khong duge ding cho ngudi suy than ning.

St dung o tre em

Khong khuyén cao ding thude cho tré em vi dé an toan va hiéu qua & tré em chua dugc thiét 1ap. Vién nén
ciprofibrate chi ding dé udng.

5. Chéng chi dinh
Suy gan nang,.
- Suy thdn nang.

- Mang thai, cho con bi, hoéc khi nghi ngo ¢ thai.
- St dung dong thoi voi fibrate khéc.

- Quéa man véi hoat chit hodc v6i bat ky thanh phan nao cua thude.

6. Canh bdo va thin trong khi ding thude

Canh bao dac biét

Bénh nhan c6 cac van dé di truyén hiém gap vérkhﬁng dung nap galactose, thiéu hut lactose Lapp hoac kém
hap thu glucose-galactose khong nén dung thudc nay.

Dau co’bénh co

Bénh nhan nén béo c4o tinh trang dau co, dau hodc yéu co khdng rd nguyén nhan sém. Mirc CPK nén duoe
danh gia ngay lap tirc & nhirng bénh nhan xuat hién cac triéu chirng nay.
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Nén ngimg diéu tri néu cac bénh 1y vé co duge chin doan hofic néu mirc CPK ting ré rét (vuot qua 5 lan
miurc binh thuong).

Liéu Ién hon hodc bing 200 mg ciprofibrate méi ngay lam ting nguy co bi tiéu co van. Do do licu hang
ngay khéng duge vugt qua 100mg.

Nguy co mic bénh vé co co thé tang én khi ¢é cdc yéu td nguy co sau:

- Suy giam chirc nang thin va bét ky tinh trang giam albumin huyét ndo nhir hai chirng than hu;

- Suy giap hodc suy giap khong duoe diéu tri.

- Lam dung ruogu;

- Bénh nhan > 70 tudi.

- Tién sir ca nhan hodc gia dinh bj roi loan co di truyén, tién sit nhiém doc co khi sir dung cac fibrate
khac.

Gibng v&i cac fibrate khéac, nguy co tiéu co van va myoglobin niéu c6 thé tang lén néu dung ciprofibrate
két hop véi cac fibrate khac hodc cac chat trc ché HMG CoA reductase (Xem phén Chéng chi dinh; Tuong
tac, tuong ky cua thuoc).

Than trong khi sw dung cho bénh nhan suy giam chiec nang gan.

Nén kiém tra chirc nang gan dinh ky (3 thang mot lan trong 12 thang dau diéu tri). Nén ngimg diéu tri vdi
ciprofibrate trong truomg hop ting mirc AST va ALT [én hon 3 lan gidi han trén cua mire binh thutng hoac
néu ton thuong gan (r mat dugc chirng minh.

Cac nguyén nhan thir phat cia r("fgi loan lipid mau, chang han nhu suy gidp, cn dugc loai trir hodc x4c dinh
trirde khi bat dau bat ky loai thuoc diéu tri ha lipid nao.

Két hgp véi cac thude chong dong mau dudmng udng: diéu tri chong dong mau dudng udng dong thoi nén
duge giam liéu luong va diéu chinh theo theo INR (xem Tuong téc, tuong ky ciia thudc).

Néu thdi gian ding thuée kéo dai vai thang, nhung hiéu qua giam lipid méau khong dat yéu cau thi can xem
xét két hop cdc bién phap bd sung hodc thay thé bing cac bién phap khac.

7. Sirdung thude cho phu nir ¢6 thai va cho con bi

Thoi ky mang thai

Khéng co bang chirng cho thay mprof'bmte gdy quai thai, nhung cac dau hiéu doc tinh & l[eu cao da dugce

quan sat thdy & céc truéng hop quai thai khi thir nghiém trén dong vat. Vi khong 6 dir lidu vé viéc sir dung
thuéc & ngudi mang thai nén ciprofibrate duge chdng chi dinh trong thori ky mang thai.

Cho con bu

Ciprofibrate dugc bai tiét qua sita me cua chuot. Vi khong co dir li¢u vé viée str dung thude trong théri ky
cho con b, ciprofibrate chong chi dinh & céc ba me dang cho con bii.

8. Anh huong ciia thudc 1én kha ning l4i xe, vin hanh may moc

Chéng mat, budn ngi va mét moi hiém khi duge bao céo lién quan dén ciprofibrate. Ngudi bénh nén duge

0\

canh bao rang néu ho bi anh hudng, ho khéng nén lai xe hodic van hanh may méc. 7 VAN
9. Twong tac twong Ky cia thube DAl
Két hop chong chi ci"inh \Ta‘..g

dung c1proﬁbrate két hop voi cac fibrate khac.

Khéng khuyén cao két hgp

Thube ttc ché HMG CoA reductase: Nhu voi céc fibrate khac, nguy co ll’li?lt bt_":nh,vé co, liéu co van va
myoglobin niéu ¢ thé tang néu ciprofibrate duoc sir dung két hop vii cac chat tre ché HMG CoA reductase
(xem Canh béo va than trong khi dung thude).

Nén cdn nhdc cdn than giia loi ich va nguy co khi sw dung thudc

Cac bac sy du dinh diéu tri dong thdi vai chat (e ché HMG CoA reductase nén tham khao To théng tin san

pham chia cac thude (e ché HMG CoA reductase vi mot s6 liéu cao hon bi chéng chi dinh / khéng duge
khuyén céo khi ding chung vai cac fibrate.

Cein than trong khi sir dung két hop véi edc thudc.
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Thube diéu tri chc}ng déng mau dudng uéng Ciprofibrate lién két manh véi protein huyét tuong do do6 co
kha nang thay thé cac loai thude khac tir vi tri gan két voi protein huyét tuong. Ciprofibrate da dugc chu‘ng
minh lam ting tic dung cia warfarin, cho thdy nén giam liéu luong va diéu chinh theo INR ddi vdi cac
thude diéu tri chdng dong mau (Xem Canh béo va than trong khi ding thudc)

Cdic két hop nén dwoe leu y

Thubc ha dudng huyét dang udng: Mac du ciprofibrate ¢6 thé 1am ting tac dung cta thude ha duomg huyét
dang uong, nhung dir liéu hién c6 khdng cho thay rang tuong tac ndy ¢ ¥ nghia lam sang.

Oestrogen: Oestrogen ¢6 thé lam tang lipid. Mic dii twong téc duge lue hoc ¢d thé 6, nhung chua 6 dir
liéu lam sang chimg minh.

Do khong ¢6 cac nghién ciru vé tinh tuong ky cia thude, khong tron 1dn thude nay véi cae thude khéc.

10. Téc dung khong mong mudn ciia thube

Cac phan (g c6 hai duge quan sat thay trong cac 11ghien ctlru lam sang va cac bao cao sau lwu hanh duoc
trinh bay chi tiét dudi ddy. Tan sudt cua cac phan (g bét lgi duge bdo cdo sau luu hanh duge théng ké
dudi dang "khéng xéac dinh"

Tan sudt phan Gng ¢6 hai dwoc xéc dinh theo quy udc sau: Rt thuong giép (= 1/10); thuong gép (= 1/100

dén <1/10); it gap (> 1/ 1.000 dén <1/100); hiém gap (> 1/10.000 dén <1 / 1.000); rat hiém gip (<1 /
10.000), khong xac dinh (khong thé ude tinh tir dit liéu ¢6 san).

| Thwong gip it gip Hiém gip | Rt hiém gip | Khong xac
| ’ dinh
Réi loan mau Giam tiéu cau
va hé bach
huyét
R6i loan hé Nhic dau, Mét
| than kinh | moi, Buon ngu,
' Chéng mit '
Ré6i loan hé Vif?m phéi, Xo
hap long ngue : phoi
| va trung that
R6i loan da | Budn non, Non
day-rudt mtra, Tiéu
chay, Kho tiéu,
Pau bung
RS loan gan- Xét  nghiém
mat chirc nang gan
bat thl.r(mg, U
mat, ly giai té T,
bao, bénh soi %
A — mét HONG
R&i loan da va | Phat ban, téc Mé day, man| D Enﬁ'
mo dudi da rung tirng ngla, nhay N:MNH
mang cam vd&i  anh i/
sang, bénh
cham M
R6i loan co  Pauco Nong do
xuong va mo creatine
lién ket phosphokinase
- huyet  thanh ‘
J. cao |

3/4



https://trungtamthuoc.com/

Heé théng sinh | | | R&i toan crong
san va cdc roi duong
loan cua vi

va tinh trang

R&i loan chung | Mét moi ‘
khi diing thude

11. Qua lidu va cich xir tri
Qua liéu Llpru['lbralt, rat hiém khi xay ra nhu‘ng trong truong hop nay khéng cé céc phan tng ¢6 hai lién
quan truc tiép den viéc qua liéu. Khéng cé thude glal doc dac hiéu cho qua licu ciprofibrate. Dleu tri qua

lleu phai duoc diéu trj theo triéu chimg. Rura da day va diéu tri tich cure thich hgp ¢ thé duge tién hanh néu
can thiét. Ciprofibrate khong thé thim phan.

12. Dic tinh dwge lue hoe
Ma ATC: CI0A BOS
Nhém duge 1v: Thude ha lipid mau nhém fibrat.,

Cxproﬁbrate la mét dan xuat mai cia phenoxyisobutyric acid ¢é nhirng tac dung dang luu y. N6 lam giam
¢a LDL, VLDL va ca triglycerid, cholesterol lién két v&i nhirng lipoprotein nay. N6 ciing lam ting HDL
cholesterol.

Ciprofibrate c6 hiéu qua trong diéu trj chimg tang lipid mau lién quan dén néng 46 LDL va VLDL trong
huyét tuong cao (loai la, IIb, III va IV theo Phan loai Fredrickson). Trong céc nghién ciru lam sang,
ciprofibrate dd duge chimg minh la c6 hi¢u qua khi két hop voi diéu tri bang ché dé an ddi vai cac tinh
trang trén.

C6 bing chitg cho thiy viéc diéu tri bing céc thude thuge nhom fibrate ¢6 thé lam giam céc bién co bénh
mach vanh nhung ching khong dugc chimg minh la lam giam céc nguyén nhén gy tir vong trong phong
ngtra nguyén phat hoéc thir phat cac bénh tim mach.

13. Bic iinh duoe dong hoe

Ciprofibrate dugc hap thu d& dang & ngudi, ndng do i da trong huyét tuong dat dugc sau khoang tur | dén
4 gior dung thude. O ngudi tinh nguyén sau khi diing 1 liéu 100 ‘mg duy nhét nong do ciprofibrate trong
huyét twong dat tir 21 dén 36pg / ml. O nhiing bénh nhan dang diéu trj man tinh, ndng do toi da do durgc la
53 dén 165ug/ ml.

Thoi gian ban thai cudi cing & bénh nhén diéu tri dai han thay ddi tir 38 dén 86 gits

Thoi gian ban thai & nguoi suy than trung binh tang nhe so v&i ngudi binh thurong (116,7 gior so voi 81,1
gi®). O nhimg d6i tuong bi suy than ndng, thdi gian bén thai ting ﬂan& ké (171,9 gid).

Khoang 30-75% liéu duy nhét dung cho ngudi tinh nguyen duoc bai tiét qua nude tiéu trong 72 gid, dudi
dang uprohhrate khéng thay ddi (20-25% tong s6 bai tiét) hodc dudi dang lién hop. Nhirng déi tuong bi
suy thén ¢ mic trung, 7,0% lieu duy nhat duge thai trir duéi dang ciprofibrate khng thd) doi trong 96 gio,
50 véi 6,9% & cac ddi trong binh thuong. O nhimng dbi tugng bi suy than nang, ty 1é nay giam xudng con
4,7%.

14. Quy céac dong goi

‘]’

Hop 3 vix 10 vién /
Hop 1 lo x 60 vién

15. Diéu kién bao quan: Bao quan noi kho mat, nhiét do dudi 30°C. Tranh anh sang.

16. Tan dung: 24 thang ké tir ngay san xuét

17. Tiéu chuén chét lwong: TCCS

18. San xuit bii:

RV Lifesciences Limited

Plot No. H-19, M.1.D.C., Waluj, Aurangabad 431133 Maharashtra State, An Bg.
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