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Indications, Contraindications, Dosage and

: Read carefully the

Composition
Ciprofibrate..............cccccceccoicciicicicc... 100 Mg Administration, Interactions, Undesirable effects,
Excipients...............ccccoccicnivicnneneen...q.S. 1 tablet Py sti and other inf ati

Store in a dry place, below 30°C. Protect from light.
Manufacturer's specification.

enclosed leaflet.
KEEP OUT OF REACH OF CHILD!
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Morlisan
Hop 05 vi x 10 vién nén
Kich thuwdc: 97 x 44 x 25 mm
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Ciprofibrat 100 mg
Hép 05 vi x 10 vién nén

Morlisan

86 16 SX - Batch No.:
- Mfg. Date:
Exp. Date:
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Thanh phin Chi dinh, Chéng chi dinh, Liéu lwrgng, Cach
Ciprofibrat.................ccccccc.......100mg  dung, Twong tic, Téc dung khéng mong
Tadrge. .....cocciniccin ...vd1vién muén, Than trong va cac théng tin khac: Xin
Bao quan noi khd, duwrdi 30°C. dochwrdmg dan st dyng.

Tranh &nh séng. DE XA TAM TAY TRE EM

Tiéu chun co s&. BOC KY HUONG DAN SIF DUNG TRUGC

SBK - Reg. No.: KHI DUNG!

Ciprofibrate 100 mg

05 blisters x 10 tablets i

Manufacturer
HASAN - DERMAPHARM JOINT VENTURE CO., LTD.

Lot B, Road No. 2, Dong An Industrial Park, Binh Duong, Vietnam

Composition Indications, Contraindications, Dosage and

GIRTGHRNERD: .o iom e 100 mg Administration, Interactions, Undesirable

Excipients..............................q.s. 1 tablet effects, Precautions and other information:
Read carefully the enclosed leaflet.

Store in a dry place, below 30°C. KEEP OUT OF REACH OF CHILDREN

Protect from light. READ CAREFULLY THE DIRECTIONS

Manufacturer's specification. BEFORE USE!
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Morlisan

Composition
Ciprofibrate..................... 100 mg
EXCIpIES conne, q.s. 1tablet

Store in a dry place, below 30°C.
Protect from light.
Manufacturer's specification.

10 blisters x 10 tablets
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HASAN -

Indications, Contraindications,
Dosage and Administration,
Interactions, Undesirable effects,
Precautions and other information:
Read carefully the enclosed leaflet.

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE DIRECTIONS
BEFORE USE!
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Trang 1
140 x 200 mm

Rx

Morlisan

Vién nén

Thube nay chi diing theo dom thude.
Dé xa thm tay tré em.
Doc k§ hwémg din sir dung trwrée khi ding.

THANH PHAN CONG THU'C THUOC

- Thanh phén dwrge chit: Ciprofibrat 100 mg.

- Thanh phén té dwge: Tinh bt ngd, lactose monohydrat,
cellulose vi tinh thé 101, HPMC 606, natri lauryl sulfat, natri
croscarmellose, acid stearic, talc.

DANGBAO CHE

- Viénnén.

- Vién nén tron, mau trdng, hai mit phing, mjt mit c6 khic
vach ngang.

CHiPINH
Morlisan dugc chi dinh diéu trj bo sung cung ché 85 an kiéng
va cée lidu phép diéu tri khéng ding thudc khac (nhur tip thé
duc, giam cén) trong céc trwdmg hop:

- Tang triglycerid mau ning cd hodc khéng co HDL-
cholesterol thip.

- Tang lipid mau hén hgp & bénh nhan chéng chi dinh hodc
khéng dung nap véi cc statin.

LIEU DUNG, CACHDUNG

Liéu ding
Nguedi lom:
Lléu khuyén céo: 1 vién (100 mg ciprofibrat)/ngay.
Liéu dlmgamﬁtsé dbi twgng lim sangdﬁc biée:

- Nguéi cao wéi: Lidu tuong ty ngudi 16n nhung cin thin
trong. (xem myc “Canh bdo va thin trong khi diing thude™)

- Tvé em: Khong khuyén céo sir dung vi d¢ an toan va higu qua
trén tré em chura duge chimg minh.

- Suy thin:

+ Bénh nhdn suy than trung bmh Khuyen cdo giam heu xubng
1 vién (100 mg ciprofibrat) méi 2 ngay. Bénh nhin cin dugc

o, mém co hay yéu co khéng rd nguyén nhin, Dénh gid néng

40 CPK ngay lip tirc véi céc bénh nhén c6 trigu chimg vé co.

Ngung diéu tri néu céc bénh vé co duge chin doén hojic mirc

CPK ting rd rét (virgt S 1dn so véi mirc binh thuong).

Liéu > 200 mg ciprofibrat/ngay c6 lién quan dén ting nguy co

tiéu co vin. Do d6, liéu mdi ngay khéng dugc vugt qua 100

mg ciprofibrat.

Nguy co mic céc bénh vé co ¢6 thé ting 1én néu tdn tai cde yéu

t6 sau:

« Suy giam chifc ning thin hoic bt ki tinh trang ha albumin
huyét nio, nhwr hdi chimg than hu.

« Suy gidp.

+ Nghién nrou.

« Trén 70 tudi.

« Tién sircd nhén hoiic giadinhcé réiloan co di truyén.

« Tién sirddc tinh trén co khi dang mét fibrat khac trude déy.

Cilng nhu céc fibrat khac, nguy co tiéu co van va myoglobin

niéu cé thé ting néu sir dung ciprofibrat két hop véi céc fibrat

khic hofic thube trc ché enzym HMG CoA reductase.

Sir dung thén trong vé&i bénh nhén suy giam chirc ning gan.

Khuyén cdo xét nghi¢m chire ning gan dinh ky (méi 3 théng

trong 12 thing didu tri dau tién). Ngl.mg didu tri bimg

ciprofibrat trong tnrémg hop ndng d9 AST va ALT tang gip3

lin gi6i han trén ciia mic binh thudmg hodic c6 phat hién tén

thuong gan &r mt.

Cic nguyén nhan thit phat gy réi loan lipid mau, nhu suy

gidp, nén dugc logi trir hojic diéu tri trude khi bt ddu diéu tri

vai bﬁlky thudc ha lipid maunao.

th hop thude chong déng méu dudng udng: Giam lidu thude

chong d6ng méu dudng ubng phéi hgp va diéu chinh theo chi

s6INR.

Néu sau vai thang ding thudc kéo dii khong giam duge ddng

ké mire lipid mau, nén xem xét bién phap diéu tri bd sung holic

ligu phdp didu tri thay thé khic.

Che pham Morhsan c6 chira té durge lactose. Bénh nhén cé

vén dé di truyén hiém gip vé ¢ khong dung nap galactose, thiéu

hut Lapp lactase hodc kém hép thu glucose-galactose khong

nén ding thudc nay.

theo di cin thin.

+ Bénh nhan suy thén niing: Chéng chi dinh.

Cichding

- Dung dwimg udng.

- Néu bénh nhan quén ding 1 lidu thudc, uong ngay sau khl nhd
ra. Néu théi diém nhé ra gan vdi tlwl diém L\éng lidu tiép theo,
b6 qua lidu 2 quén va tiép tuc udng liéu tiép theo nhu thudng
1¢. Khong uéng lidu gdp doi d& bl cho liéu 4 quén.

- Khéng c6 yéu ciu diic bigt vé xir Iy thudc sau khi sir dung.

- Khdng nén virt bo thude vio nuéc thai hay rac sinh hoat. Hoi y
kién duge s¢ cach bé thube khong sir dung nita. Nhitng bién
phép nay sé& gitip bao vé mdi trudng.

CHONG cni PINH

- Qui méan véi ciprofibrat hodc bat ky thanh phin nio cia
thubc.

- Suythinning.

- Suyganning.

- Phunir mang thai va cho con bi, hoic nghi g mang thai.

- Sirdung ddng thi véi mét thubc nhém fibrat khic.

CANH BAO VA THAN TRONG KHIDUNG THUOC
- Pauco/bénhvéco: : :
+ Bénh nhan cin dugc tr vin dé bdo cdo ngay 14p tirc néu bi dau

SU' DUNG THUOC CHO PHU NU' CO THAI VA CHO

CONBU

Sirdyng thudc cho phy nir 6 thai
Chwa ¢6 bing chimg cho thiy ciprofibrat gdy quéi thai, nhung
déu hiéu ddc tinh & liéu cao da dugc phét hién khi thir nghiém
qudi thai trén ddng vét. Do chua c6 dir ligu vé sir dung trén phy
nit cé thai nén ciprofibrat chéng chi dinh trong thi ki mang
thai.

Sir dung thube cho phy nir cho con bii
Ciprofibrat duge bai tiét vio sita me khi nghién ciru
chugt. Do chua 6 dit ligu vé sit dung trén phu nif cho ¢
nén ciprofibrat chéng chi dinh trong th&i ky cho conbi.

ANH HUONG CUA THUOC LEN KHA NANG LAI
VANHANH MAY MOC
Chéng mit, budn ngil va mét méi hiém khi dwgc bio cdo li

quan dén ciprofibrat. Bénh nhin cin dugc canh bdo néu bj anh

huéng, khéng nén 13i xe hay vin hanh miy méc.

TUONG TAC, TUONG KY CUATHUOC
Tlro‘ng tdcciia tlméc
Phoi hop dmng chidinh:

Cac fibrat khdc: Ciing nhu cic fibrat khac nguy co ueu'q'of% NG G !A M D(jc

viin va myoglobin ni¢u c6 thé ting 1én néu sir dung ciprofibrat

SGuin Link -Wfdbz{g

két hgp véi céc fibrat khic.
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Trang 2
140 x 200 mm

Phoi hop khong dirge khuyén cio:

Chdt it ché enzym HMG CoA reductase: Ciing nhur cac fibrat
khac, nguy co cac benh vé co, tiéu co vin va mynglobm rm;u
c6 thé tang lén néu ciprofibrat két hop véi cac chit irc ché
enzym HMG CoA reductase. Dénh gid lgi ich phm hop so véi
nguy co. Bic sy néu ¢6 ¥ dinh phm hop thudc, cin tham khao
tor thong tin r.huuc cua cac thudc irc ché enzym HMG CoA
reductase vi mt s& mirc lidu cao hon 1a chung chi dinh hodc
khong duge khuyén cdo véi cic fibrat,

Phéi hop cin thin rrpng

Thuée chong déng mdu dwong uéng: Ciprofibrat lién két
manh véi protein huyét tuong, c6 kha ning canh tranh vi tri
gén protein huyét tuong véi cdc thude khdc. Ciprofibrat da
duge chu'ng minh 1am tﬁng cuong tac dung cia warfarin. Vi
viy, khlphm hop diéu trj, cAn xem xét giam liéu va diéu chinh
theo chis§ INR.

Phéi kpp cdnxemxét:

- Thudc ha dieemg huyét ducmg uong Mac dii ciprofibrat 6 thé
lam ting tic dung ctia cdc thude ha dwdmg huyét dwémg udng,
nhu‘ng dir liéu c6 sin khéng cho thiy trong tic co y nghia trén
lam sang.

- Estrogen: Estrogen ¢6 thé lam ta.ng nong d¢ lipid. Mic du
tuong tic vé dm;rc luc cé thé duge dé xudt, nhung hién tai vin
chua ¢6 dix ligu vé lim sang.

Tuwong ky ciia thude
Do khéng c6 céc ‘nghién ciru vé tinh twong ky cia thudc,
khéng trn I3n thudc nay véi cdc thude khac.

TACDUNG KHONG MONG MUON CUATHUOC
Cac tac dung khéng mong mudn dwge phin nhém theo tin
sudt: rit thuomg gip (ADR > 1/10), thudmg 2ip (1/100<ADR
<1/10),itg#p(1/1.000 <ADR < 1/100), hiém gap (1/10.000<
ADR < /1. 000), rit hiém gip (ADR < 1/10. 000) va khéng rd
tin suft (tan sudt Ichcmg udce tinh du'qc tirdirliéu san cb)

= Mduvahé bach huyet Giam tiéu ciu (khéng rd tin sudt).

- Thankirth: Dau dam1 chong mit, budnngi (thudmg giip).

- Hé hap: Viém phm xorhéa phoi (khéng rd tin sudt).

- Tiéu héa: Budn nén, non, tiéu chiy, khé tiéu, dau bung
(thudng gip).

- Ganmdt: Xétnghiém chirc ning gan bét thudmg, & mit, tiéu té
bao gan, s6i mét (khong rd tin suat).

= Davamé dudi da: Phit ban, rung téc (thuomg gip). Mé day,
viém nga, pha.n img nhay cam véi édnh sang va eczema
(khéngrd tan suit).

- Co, xwong vamé lién két: Pau co (ﬂurong gip). Tang creatin
phosphukmasc huyet twong, bénh vé co, viém co, tidu co vin
(khéng rd tan suat)

- Sink san va tuyén vi: R6i loan cuong duong (khéng rd tin
suét)

- Réiloan chung Mét moi (thudmg gap).

Hurdng diin xiz tri tde dung khing mong mudn:

Thﬁng béo cho béc sy khi gip phal cic tic dung khong mong
muédn. Ngung dung r.huoc va dén bénh vién ngay lip tu'c néu
gdp phi cdc van dé vé co nhu chudt rit, dau hoiic mém ca.
Diéundy c6 thé din dén suy than.

QUALIEUVA CACHXU TRI

Quilidu
Hiém khi ¢6 bdo c4o v& truémg hop qué lidu ciprofibrat nhung
trong nhtng truémg hop nay khéng c6 tac dung bt lgi dic
hiéu ndo dugc phéthién.

Céch xir trikhi dimg thude qué lidu

L Khong c6 thude giai dge dic hiéu. Didu tri qué lidu theo tridu

chimg. Rira da diy va chim séc hd trg thich hop néu cén thiét.
Ciprofibratkhéng thé thim tach.

PACTINHDUQCLUCHQC

Nhém dwgre 1f: Thude giam lipid mau ~ Nhém fibrat.

MiATC: CI0ABOS.

Cochéticdung

- Ciprofibrat 12 mét din chét méi cia acid phenoxyisobutyric
c6 téc dung ha lipid méu rd rét. Ciprofibrat lam giam ca LDL
va VLDL va do d6 lam giam néng do triglycerid va
cholesterol lién két véi cdc lipoprotein nay. Né ciing lam ting
néng dj cia HDL-cholesterol.

- Clpmﬁbra! ¢6 hidu qua trong diéu trj ting lipid méu do ting
nong do LDL va VLDL huyet twong (loai Ila, 1Ib, I va IV
theo phin loai Frednckson) Trén 1am sang cho r.hay
ciprofibrat ¢6 hi¢u qua diéu tri phdi hop véi ché do an déi véi
céc trumg hop nay.

- Co bing chl.mg cho thiy diéu trj biing fibrat ¢6 thé ldm giam
cic bién cb henh mach vanh nhung chwa dwgc chimg minh 12
lam giam tit ca nguyén nhin gdy tr vong trong phong ngira
tién phat hodc thir phét cic bénh tim mach.

PACTINH DUGC DONG HQC

- prﬂu va phﬁn bé: Ciprofibrat d& hép thu & nguiri, ndng dg
tm da trong I'ruyet tuong dat duge chi yéu tir | -4 gidr sau khi
uéng. Sau khi udng 1 liéu don 100 mg, & nhimg ngudi tinh
nguyén, ndng do ciprofibrat t5i datrong huyét tu(mg dat duge
21-36 pg/ml. O bénh nhén diéu trj man tinh, nong d¢ téi da
53-165 pg/ml.

- Chuyén héa va thai trir: Thési gian ban thai & bénh nhén didu
tri dai han dao dong 38 — 86 giv. Khoing 30 - 75% liéu don
diing trén ngurdi tinh nguyén dugc tha: truqua nudéc tiéu tmng
72 gitr dudi dang ciprofibrat khang bién déi (20— 25% tongs6
dugc thai trir) hodc dudi dang lién hop.

Durge djng hoc trén mjt sé dbi twgng lim sang dic bigt:

Suy thdn: Théi gian ban thai & bénh nhén suy thin trung binh
téng nhe so véi ngudi binh thudmg (116,7 gidso véi 81,1 gid).
O bénh nhan suy than niing, thai gian bén thai ting déng ké
(171,9 gid). G bénh nhan suy thin trung binh va n3ng, tuong
tmg trung binh 7,0% va 4,7% ciia mét lidu don dudi dang
ciprofibrat khéng bién déi dwgc thai trir trong 96 gid, so voi
6,9% & ngudi binh thuéng.

QUY CACH DPONG GOI ]
Hop 03 vi x 10 vién nén. Vi bim Al — PVC trong.
Hop 05 vi x 10 vién nén. Vi bdm Al - PVC trong.
Hép 10 vi x 10 vién nén. Vi bidm Al - PVC trong.
DIEU KIEN BAO QUAN
Nai khé, dudi 30°C. Trénh dnh sang,
HAN DUNG
36 thang (ké tir ngdy sin xudt).
TIEU CHUAN CHAT LUQGNG
Tiéu chuin co s.
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Co s&r san xuit
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
L4 B, Budng s6 2, KCN Béng An, Binh Hoa, Thuin An,
Binh Duong, Vi¢t Nam




