Rx
URSIMEX

VIEN NANG MEM

POC KY HUONG DAN SU’ DUNG TRUO'C KHI DUNG.
DE XA TAM TAY TRE EM.
THUOC NAY CHi DUNG THEO BON THUOC.

THANH PHAN CONG THU'C THUOC:
Méi vién nang mém chira:

Thanh phén dwoc chét:

Acid ursodeoxycholic
Thiaminnitrat .........

Riboflavin .
Thanh phén ta dworc:
Lecithin, Sap ong, DAu dau nanh, Gelatin, Glycerin, L-Lysin hydroclorid, Acid
citric khan, Vanilin, Titan dioxyd, FD&C yellow 5 powder, FD&C blue 1
powder, FD&C red 3 powder, Nwéc tinh khiét.

DANG BAO CHE

Vién nang mém, mét mat mau xanh, mét mat mau vang, dich thubc trong
nang mau vang.

CHIiDINH:

- Caithién chuc nang gan trong bénh gan man tinh.

- Trang thai ué oai toan than, mét maéi, ching khé tiéu, chan &n do nhirng rbi
loan & dwéng mat. Bao vé va phuc hdi té bao gan truéc hodc sau khi udng
rwou.

LIEUDUNG - CACHDUNG:

Liéu dung:

Ngwei lén: 1 vién x 31an/ngay.

Cach dung:

Udng nguyen vién sau blra an.

Mét s6 lwu y ddc biét vé xwrly thuédc trwéc va sau khi stiw dung thube:

Khéng co yéu cau dac biét vé xtr ly thudc sau khi st dung.

CHONG CHiDINH:

- Man cam v&i batky thanh phan nao ctia thuoc

- Bénhnhan bjviém tti mathoac o ong mat cap.

— Bénh nhan bitic nghén 6ng mat (bng mat chi hoéc dng nang).

- Bénh nhan thwdng dau quan mat.

- Bénh nhan cé séi mét bi voi hoa.

- Bénh nhan bi hep tui mat hodc tui mat khéng hoat ddng.

- Phunir cé thai hodc nghingd cé thai.

CANH BAO VA THAN TRONG KHIDUNG THUOC:

- Trong ba thang dau st dung thuéc, can tién hanh kiém tra cac chi s6 AST
(SGOT), ALT (SGPT) va y-GT clia gan mdi 4 tudn. Sau do, tién hanh kiém
traméi 3thang.

- Phu ni trong giai doan dung thuéc nén st dung cac bién phap tranh thai
khéng c6 noi tiét t6 vi thudc tranh thai dwéng udng chiva noi tiét té co thé
lam tang séi mat.

~ Bénh nhan bi bénh tuyén tuy nang can than trong khi duing thubc.

- Than trong v&i bénh nhan bj loét dwdng tiéu héa, sdi mat trong 6ng dan
mat.

- Thudc c6 chira thanh phan dau dau nanh nén bénh nhan di tng véi dau
nanh can than trong khi diing thudc.

- Do thubc cé chira cac ta dwoe mau nhw FD&C yellow 5 powder, FD&C
blue 1 powder, FD&C red 3 powder nén bénh nhan co co dia di trng can
dung thubc than trong.

SUDUNG THUOC CHO PHU N* CO THAI VA CHO CON BU:

Strdung thuéc cho phu ni¥ c6 thai:

D4 c6 bao cao gay ddc tinh trén bao thai khi thir nghiém trén dong vat. Bong

thoi, tinh an toan ctia thude khi st dung cho phu ni¥ mang thai chwa dwoc

xac 1ap nén khong dwoc dung thudc trong thei ky mang thai.

Strdung thuéc cho phu nivcho con bii:

Chua c6 day du thong tin vé sw bai tiét cha acid ursodeoxycholic trong sra

me. Khdng diing thuéc hoéc khong cho con bt néu can st dung thudce.

ANH HU'ONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY

MOC:

Chuwa co bang chirng v& anh hwéng clia thudc 1én kha nang lai xe, van hanh

may moc.

TUONG TAC, TWONG KY CUATHUOC:

Twong tac ciiathuébe:

- Dung ddng thei véi cac thube gén két véi acid mat nhw cac thube khang
acid c6 chtra nhém, than hoat tinh, cholestyramin, colestipol c6 thé lam
gidm tac dung didu tri cGa acid ursodeoxychollc Do do, tranh st dung
ddng thoi véi cac thude nay. Néu can st dung, uong céac thubc nay cach xa
Ursimex it nhat 2 gi& truérc hodc sau khi dung thuéc.

- Acid ursodeoxycholic co thé lam tang sw hap thu ciclosporin & rudt. Can
theo d&i nong do ciclosporin trong mau khi st dung ddng thoi véi Ursimex
vadiéu chinhliéu C|clospor|n néu can.

- Acid ursodeoxycholic cé thé lam giam sw hap thu cla ciprofloxacin. Acid
ursodeoxycholic [am gidm ndng d6 dinh trong huyét twong (Cmax) va dién
tich dwéi dwerng cong (AUC) ctia nitrendipin. Thudc cting cé thé twong tac,
lam gigm hiéu qua diéu tr ciia dapson. Do d6, can chinh liéu cac thuéc nay
neucan. TGMO0002-3

— Do UDCA anh hwéng trén su tiét acid mat nén ciing c6 kha ning gay anh
hwéng dén sy hap thu ctia lipophilic.

— Thiamin c6 thé ting tac dung ctia thuéc chen than kinh co.

- Probenecid st dung cling riboflavin gay giam hap thu riboflavin & da day,
rudt.

Twong ky cta thudc:

Do khéng co6 cac nghién ctvu vé& tinh twong ky cua thuéc, khong tron 1an

thubc nay véi cac thube khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

- Thwonggap (1/100<ADR < 1/10):

+ Tiéu hoa: tiéu chay, phan nhat mau.

- Hiémgdp (ADR<1/1 000):

+ Toan than: ra nhiéu md hdi, qua man.
+ Gan: vOi hda séi méat.

+ Da: nbimé day, ban da, ngtra.

+ Tuan hoan: tang huyét ap cap.

+ Ho h&p: kho thd.

Thong bao ngay cho bac sy hodc dwoc sy nhirng phan rng c6 hai gap

phai khi str dung thuéc.

QUA LIEU VA CACH XU TRIi:

Qua lidu: thwong gap 1a tiéu chay. Nhin chung, cac triéu ching khac cia

qua liéu thuwong khong r6 rang vi sw hap thu ctia UDCA gidm khi tang liéu va

do d6 lwgng thube bai tiét qua phan nhiéu hon.

Cach xtp tri: khong co thudc gidi doc déc hiéu. Cha yéu la diéu tri triéu chiing

tiéu chay. Cha y bdi phu nwéc va cac chat dién giai.

DAC TiNHDU'Q'C LIPC HOC:

- Nhém duwoc ly: thude théng mat, tan s6i mat va bao vé gan.

- MaATC:A05AAQ2.

- Acid ursodeoxycholic la mét acid mat cé tac dung lam gidm lwong
cholesterol trong dich méat béng cach phan tan cholesterol va hinh thanh
cacphatinhthéléng.

— Thiamin nitrat két hop véi adenosin triphosphat (ATP) trong gan, than va
bach cAu tao thanh dang thiamin diphosphat (thiamin pyrophosphat) cé
hoat tinh sinh ly. Thiamin diphosphat la coenzym chuyén héa carbohydrat
lam nhiém vy khtr carboxyl clia cac alpha-cetoacid nhw pyruvat va alpha-
cetoglutarat va trong viéc s dung pentose trong chu trinh hexose
monophosphat.
Riboflavin trong co thé dwoc bién ddi thanh 2 coenzym la flavin
mononucleotid (FMN) va flavin adenin dinucleotid (FAD) la cac dang
coenzym hoat dong can cho sw hé hap ctia md. Nhirng coenzym nay co
hoat tinh nhw mdt chat mang phan t& hydro cho cac enzym quan trong
khac anh huwéng dén phan ng oxy héa - khir cac chét hitu co, trong qua
trinh chuy&n héa trung gian va sw hinh thanh mét sé vitamin va cac
coenzym cla chiing nhw niacin, vitamin B6, vitamin B12. Riboflavin cling
gian tiép lién quan dén viéc duy tri sy toan ven clia hdng cu.

DPAC TiNHDUW'Q'C DONG HOC:

- Acid ursodeoxycholic dwgc hap thu qua dwéng tiéu héa va trai qua chu
trinh gan rudt. Khoang 96% - 98% thudc gén két véi protein huyét tuong.
Mot phan duwoc lién hop & gan trwéce khi duoc bai tiét vao mat dwai dang
lién hop v&iglycin vataurin. O rudt, mét sb chat lién hop dworc giai lién hop
va tai hap thu. Cac chét lién hop dugc hydroxy hoa thanh acid lithocholic,
mét phan duoc hap thu, mét phan lién hop voi sulfat & gan trwée khi duoc
dao thai qua phan. Chuwa c6 day du théng tin vé sw bai tiét cla acid
ursodeoxycholic trong stra me.

— Sw hép thu thiamin trong &n ubng hang ngay qua dwéng tiéu hoa la do sw
van chuyén tich cwe phu thudc Na*. Hap thu qua duwong tiéu hoa gidm khi
ngwoi bénh bi bénh gan man tinh, gidm hap thu hodc ubng thuéc trong bira
&n. Khi hap thu vwrot qua nhu cau téi thiéu, cac kho chira thiamin & cac mo
dwoc bao hoa, Iwcyng thai trlr qua nwoc tiéu ca dwdi dang phan t&r nguyén
venvadang da chuyen hoa.

- Riboflavin dwoc hap thu chil yéu & ta trang. Cac chéat chuyén hoa cia
riboflavin dwoc phan bé khdp cac mé trong co thé va vao stra. Mot lwong
nhé dwoc dy trlr & gan, lach, than va tim. Khoang 60% FAD va FMN gan
vao protein huyét twong. Riboflavin 1a mét vitamin tan trong nwéc, dao thai
nhanh qua than. Lwgng dwa vao vwot qua sy can thiét ctia co thé sé thai
dwéi dang khéng ddi trong nwac tiéu. Riboflavin con thai theo phan. &
ngudi thdm phan mang bung va loc mau nhan tao, riboflavin ciing duoc
dao thai nhwng cham hon & nguwoi cd chirc ndng than binh thuwong.
Riboflavin qua dwoc nhau thai va tiét vao stka me.

QUY CACHDONG GOI:

Hop 03 vix 10 vién nang mém.

Hop 06 vix 10 vién nang mém.

DIEU KIEN BAO QUAN: Duw6i 30°C, tranh &m va anh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LWQONG CUATHUOC: TCCS.

TGMO0002-3
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Co s6 san xuét: CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM
S6 04, Budng 30/4, Phweng 1, Thanh phd Cao Lanh,
Tinh Béng Thép, Viét Nam
Hotline: 1800.555.535 E-mail: imp@imexpharm.com
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