https://trungtamthuoc.com/

557 M6y 4

MAU NHAN

1- M&u nhén vi (Vi 10 vién nén bao phim):

BO Y TE

CUC QUAN LY DUGC

PA PHE DUYET
Lan dau.2.d./...00.0.49...

W ﬁ.

0" *ﬁf
f 5
62541__ Aﬁ' a%

CONGTY
CO PHAN

P10 TENG GLAM BIC
05. Y6 Petuu Guuimg

@'-@”**

:@aa T ﬁ“’pf’_ -

ﬁﬁf

S4 16 SX,

’§

v

Han diing dip ndi trén vi




https://trungtamthuoc.com/

2- Méu nhén hop (Hop 3 vi x 10 vién nén bao phim):
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VinEEHA HOP 3 v x 10 VIEN NEN BAO PHIM : 3 <
D& wa tim tay trd em
THANH PHAN: Méivien nén bao phim dha: Boc hy hudng din i dyng trude khi ding
Add ursedesaydhcli - 300 CONG TY 08 PHAN DBUGE PHAM T.
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Ol BINH, CACH DONG, CHONG CHI BINH VACAL THONG TIH KHAC: E‘;:'..'." e
(¢em trong 1 bung ddnsd dyng thubic kem theo) i i-l"iii
BAO QUAN: Mot khi nhiét 45 khing qud 30°C trdnh dnh sang, A N
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5 % % Acid ursodeoxycholic 300mg V
i i
g Vibien BOX OF 3 BLISTERS x 10 FILM COATED TABLETS
Keep out of the reach of children
COMPOSITION: Each film coated tablet contains: Read instruction carefully before use
Adid ursodeaxychal 100rng
(31 [T Q.5 0ne tablet
INDICATIONS, DOSAGE & ADMINISTRATION, CONTRAINDICATIONS SDK(Reg. Mo} ;
AND OTHER INFORMATION: {See the leaflet Inside] B3k W
Store in a dry place, nat exceading 30°C, protect from light. e WG
SPECIFCATION: Manufacturer's HEX (Mg Date) :
HSD {Exp. Datel:
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3- Miu nhéan hdp (Hop 10 vi x 10 vién nén bao phim):
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THANH PHAN: MBI vién nén bao phim chia:
Adid ursodexycholic ...................... 300mg
T4 duoc vd 1 vién

CHl BINH, CACH DONG, CHONG CHI DINH VA CAC THONG TIN KHAC:
| (Xem trong 1 hudng dan s& dyng thudc kém theo)
BAO QUAN: Nai kha, nhiét dd khang qua 30°C, trénh dnh sang.
TIEU CHUAN: TCCS

Acid ursodeoxycholic 300mg
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300

HOP 10 Vix 10 VIEN NEN BAO PHIM

Dé xa tim tay tré em
Doc ky hudng din sir dung truéc khi dung

CONG TY €8 PHAN DUQC PHAM T.U VIDIPHA
18472, L4 VA 57, Prugngl0 Quén PR Nhude, TEHGH
BT (84-20)- M440108 Fan (34201 Mrbd 34 48
Co ad adev rude:

CHI NHANK CONG TY CPDP T.U VIDIPHA BINH OUDNG
b ol Ty B Pt Tl Hilla, T4l Tin vk Tioh Bkih Curg

Costaphl Together for long lite
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COMG TY ¢ PHAN DUGE PHAM HIEP 8ACH NIEN

56 Nguybn Thong, Phubmg 9, Quin 3, TRHCM /
VPGD: A15-02 Téa nhd PNTechcona

48 Hoa S50, PT. Dudn Phu Nhudn, TRHOM

OT:020.22208737 - 38 -39 Faw: 0J9, 22254735 - 38 ‘
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COMPOSITION: Each film coated tablet contains:
| Add ursodeoxycholic 300mg
Exip q.sonelablet

INDICATIONS, DOSAGE & ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:

(See the leaflet inside)

Store in a dry place,not exceeding 30°C, protect from light.
SPECIFICATION: Manufacturer’s

BOX OF 10 BLISTERS x 10 FILM COATED TABLETS

Acid ursodeoxycholic 300mg

BOX OF 10 BLISTERS x 10 FILM COATED TABLETS

Keep out of the reach of children

Read instruction cargfuth use
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MAT A MAT B

dung acid ursedeoxycholic trong théi gian cho con bl Phai ngimg cho con bl néu can
Rx HEP - USO 300 didu tri bing_a:nd ursodeoxycholic. &
D4 xa tim tay trd am ANH HUONG CUA THUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC:
Do¢ ky huwomg din sir dyng tnade khi ding UDCA khéng o hoic dnh huréng khéng dang ké dén kha niing 14i xe va van hanh méy
Thude ndy chi ding theo dom thude moc. .
THANH PHAN CONG THIFC THUOC: MBi vidn nén bao phim chiva: TUONG TAC, TUONG KY CUA THUOC:
+ Thanhphinhoatchdt: Acidursodeoxycholic ... ... ... .300mg Twomgtéccia "'"5:;
»+ Thanhphintadwoc.  Lactose monchydrat, linh botngd, natrilaurylsulfat, PVP K30, + Khéng nén ding d8ng thii véi cholestyramin, colestipol, than hoat holc thube khang
e 12, BT g st sk s ol acid ¢ chira nhém hydroxid va / hoc smecit (oxid nhom), vi c4c chat nay gin két vai
e oy, hovnale, bbb, T u&::mm,doﬂccrcwésuh:pmuvsniwcxnaaugcaNéunénsc.-d-,nngmé
. : (ra mdl trong nhi¥ng chét trén thi phai ubng it nhat 2 gier i
DANG BAO CHE: vign nénbao phim mau réng, mitS vy Rty Aiwong e henony
CHIDINH: + Thubc ca thd 4nh huréng dén s hép thu cla ciclosporin tir rudt. ¢ nhirng bénh nhan
+ Bidu tri xo gan mat nguyén phat va hda tan sdi mal co kich thurdre tlr nhé (&1 trung binh, durgre didu trj béng ciclosporin, dé trong méu clia cht ndy cin dugc béc sy kidm tra
gidu cholestercl va khdng cn quang & b&nh nhan cd chirc nang tui mat binh thudng va didu chinh lidu ciclosparin néu

+ Acid ursodeoxycholic khang hoa tan duroc séi r;a! bi calei hda hodc séi sdc td mat Acid + Truréng hop cA bidt, UDCAco thé lam gidm sy hdp thu cla ciprofioxacin.
ursogaoxychalic co vai lrd quan lrang lrong didu tn cho bénh nhdn ching chi dinh véi + Trang mét nghién ciru lam sang & nguén tinh nguyén khde manh do @bng théi UDCA
phiu thu#t hodic bénh nhan o 1ing so phlu thudl, va rasuvastatin ddn dén ting nhe ndng dd rosuvastatin Sy lidn q-nfan |&m séng cla

+ Beénh nhi: rbi loan chirc ndng gan mét lién quan dén xor néa nang & tré em tir 6 @én 18 lromg téc ny véi cée statin khéde chura dugcbiétrd.
m& + UDCAda dugc chirng minh 1 I2m gidm ndng 44 dinh trong huyét luong (Cmax) va dién
CACH DUNG, LIEUDUNG: tich dudi dwdmng cong (AUC) clia chét ddi khang calci nitrendipin & ngudi tinh nguygn
Cich diing: Ding thao duémg ubng. khée manh, Gidm sét chiit chd vidc stz dung Gdng the nitrendipin va UDCA duac khuyén
Liduding: gh]. o6 thé ?; dﬁhél Il]:'lgu:éu nitrendipin, Tuong tac 1Am gidm hidu qua didu trj cda
Xogan mitnguyén phét: e pE e

& ¢4c tac nhin gay ha chal
+ Nqueiign A ngue gid: 0. 15mg acid ursodeoxycholic (UOCAYKg hd ongingéy chia * Qustrogen vé cac l4c nhan gy ha chalesterol irong méu nhw clofibrat, lim ting tit
i

it ¥ . 2 cholesterol & gan va do @4 cé thé tao sdimat.

Am?2- 41dnu cy thé duere chia phu hop véi dang ham lueng cia san phim sir Tuong ky cda thude: (khang 4p dung) o

‘:‘r? :i:-'r lidu dung lién quan dénirong | thd TACDUNGKHONGMONGMUONCUAZHGE:  * ™
. :lidu U ong lrgng corthe. 4n chia 4 .- A
Hod tan 8 mit: + Syph ia cactac dyng khing g

Rét thuérng gap (ADR = 1/10)
Thung gdp(1/100 SADR < 1/18
ltg8p (1/1.000< ADR < 1/100)
Hiém g#ip (1/10.000< ADR <1/,
RéAthibmichiraxde dinh (ADRY1,
Réilogn tibu héa: .
Trang céc thiz nghigm |&m sang Y
Réthidm khi xdy ra dau bung trén i
UDCAc4 thé 1am gay bubn ndn va Ao
Réiloan gan mat: e )
Hiém khi xdy ra céc Inréng hop vdi hoa Sothim
acid matkhdng hoatan dugccac sdimatnay,  —
- Trong truémg hgp si¥ dung UDCA duzu trj & giai doan Né;i;énma bénh xo gan mal
nguyén phat, higm khi xéy ra xor gan mat bl xudt hign mdt p K @i"ﬂ 'mr% 1y
p + Réiloan da v cac md duwdi da: hidm khixayramé day, sﬁ)l‘( e RUO

v Ngudi [6n vé nguor gid: lidu thdng thutng 14 6 - 12mg/kgingdy, ubng mét lidu duy nhét
budi 1&i hodc chia lam nhidu 1An (lidu cy thé durge chia phis hep véi dang ham |reng cla
séztphh st dyng). Co thé tang Kin dén 15mglkg ingay & bénh nhén béo phi, ndu cAn
thi

«+ Thai gian didu trj ¢4 théd 18n aén hai nam, tiy thude vao kich thurde ca sdi, va cin duge
iép byc trong ba thang sau khi séi 44 tan,

Trd em: lidu diing lidn quan dén trong lrgng co thé,
+ Trd em bjxo nang tir € tudi dén dudh 16 tudi: 20mgikg/ngay, chia lam 2-3 An {lidu cu thd

duroc chia phii hop v dang ham lrong clia sdn phdm sz dung), taing thém 161 30maikg
Ingdy ndu cln thiét

CHONG CHIDINH:

« Viém cAptinh & wi hodic dng mat. h
Tac mét (tAc dng mat chi hodc dng nddg):
Thirérng xuy@n bi cac con dau qua a

-
e e

##31Bu tri v&i UDCA Iam lidu phap

CONGTY NG

L - - i + UDCAGS thé gay ngira. Chura xdc dinh 1An sudt xay ratac durlg IONG pLAN =
+ Gidmcothdtwimat CQO PHAN ( QUALIEU VA CAGHXD TRI g R '9\ G PHON{
+ Méncdm véicacthanh phin ciat Qui lidu: | S { Al
+ S3itii matvai hdacanquang. 1L+ Tridu chimg cia qua lidu co thé 14 tidu chdy. Thang 1mﬁ£@ém‘ﬁn{ %} il T ¥ed
+ Phuynir cothai, cho con bi hojic cofha o3 qué lidu cd thé khéng xdy ra bdi vi sy hdp thu clia UDCAD giam theo lidu va phin r
+ Binhganman ‘ hép thu durgre bai tidt qua phén.
Lot dud ﬁé;mbamcmmw g + Céc thang tin bd sung: didu trj véri UDCA lidu cao (28 - 30mgikg/ngdy) kéo dai & bénh
. iy el nhn viém xo dudmg mat nguyén phat (chi dinh off-labal) Iam tang ty 1& cac phan (g co
[+ PhButhuindi mat-rugtthat baihode R hainghiém trong,
cAN:. 'rfﬁgﬂ“-'i:ﬁ TRONG KHI DUING THUOC: Cheh xibtrikhi ding thuda qud ibu:
+ Trong 3thang dbucta dot didutrj, kidm tra chire ndng gan (ndng 49 AST, ALT vag—GT) Eg,fgb"' ﬂﬂmp":‘?cgi\sglifﬁ il O gl il 0l 0 B g
mdi 4 tuln, sau @6 mdi 3 thang. Ngoai vidc cho phép danh gdilé dépy trictia C itk %f e Hm-i.
nhan bj bénh xo gan Mt nguyén phét, theo dai cac théng s& nay eael mmwc : _
sérm nguy cor suy gan, d4c biét & cAc bdnh nhan xo gan mat nguyén phafti _ crc Iy vAm3 ATC: cécché phdm acidmat, AOSAAQ2.

+ Khislr thube & nhan xo gan mat nguyén phat tién tri i .ché tac dung: UDCA 13 acid mét co 14c dyng |am gidm cholesterol trong dich mét
gmmgubrfwmmiﬁ?n, trang agn-u "fau:m uavmgm | EEd el %mn&ngphanténe\obstemivétaomwpmléngmmﬂ
hign 1am s2ing o6 thé xAu di & théri gian dAu didu trj, lrang trrémg herp ndy o6 thé gidm lidu ff || DAC TINHDLQ'C BONG HQC:
dén 250mgingay 'Lkhi a6 chn chuydn sang sir dyng san phdm cé ham lveng thich hop) [ |+ UDCA 12 mat chAt ty nhién trong cor thé, durge hip thu nhanh va hoan toan khi st dyng
vAtang dan dén lidu didutri. Néu bj tidu chay, cAn gidm lidu nhung ndu tidu chiy kéo dai, béng duérng ubng. UDCA durec hip thu thy ddng & nudt non. Sy hip thu phy thudc vao .
cAnngung dibutr. @9 hda tan trang hdn herp acid matndi sinh \
+  Khistr dungthudc ad tan sdi mat ad danh gia tidn trinh didu tri va 6& phél hién kip thév bt « Ty iégAn voi protein huyét trong tir 96 — 98%. Chuyén héa An dAu qua gan khodng 50 -
ky sy vbi hda ndo clia séi mat, tiy thube vao kich ol sdi, nén chup X-quang i mat hodic 60%. O gan, UDCA lién herp v glycin va taurin. Mot phiin hep chét lign hap ndy duge *
siéu am & lu thé dirng v& ndm nglra & thang thir 8 - 10 ké 10 khi bat dAu didu tri. Khang tch ra va tai hip thu & dng tiéu hda, hojic ciing ¢ thé durgc hydroxy hda thanh acid
nén sir dung UDCA & bénh nhan khéng thé nhin thay Li mét bing X-quang, hoac trueng lithocholic, sau a6 due hap thu va sulfat hda & gan réi thdi qua dudmg mét. Lidu ubng tir
herp 50i MALD] vdi hda, gidm co thél tui mét hoaic thirdmg xuyén bj céc con dau quin mét. 10dén 15mg/kgingdy UDCA chiém 50 dén 70% acid mét tulin hodn. (2
« Phunirstr dung UDCA a8 1am 1an séi mat nén st dung mét bién phap trénh thai khdng- + Therigianbanthailir 3 dén 5 ngay.
hormon, vi str dyng thudic tréinh thai harmon o6 1hé gia ting sy hinh thanh séi.

P g i kisding sing maiga) s gt Lagp lacinse ' UECR gzccthé‘ijw chi yéu qua phén, chi mét luong nhd duere bai tiét quathén,
. ng nén sir dung cho bénh ng du aclose, ‘||| QuicACHBONG GOI:
r&iloantidp thuglicose- galacicas. + Hbp3vix 10 vién nénbao phim,
+ Vithuccé chira td duoc dduthduce thé gy dau bung vatigu chdy. « Hop 1016 vinmrinbatpin,
5‘;::""6 I:u;:c : "T“g"g:;"s THAIVACHO CON BO: DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LIFONG CUA THUOC:
0 Lo eo PN, Tan et 0 An: Noikh8, nhidl 8 khing qua 30°C, trénh Anh séng. ]
+ Chua co ahy 0 dir iéu v viéc st dung UDCA Irén phu nir mang thal. CAc nghién ecru | ::: G o, s n‘;dr gt séng
trén ddng vat da cho thay cb ddce tinh sinh 3an trong giai doan sirm cua thai ky il chuin' i CFS'E!
Chéng chi dinn sir dung acid ursodeoxychalic cho phu nir cd thai. Bidu trj phai dung ngay et .
! Khi phat hién cé thai vé bénh nhan cAn dugc lr vin vé y té. TEN, DIA CHICUACO SO SAN XUAT THUOC:
+ Phy nir trong thei ky sinh @é: chinén duoce didu tri khi dang slfr dung bién phap trénh
thai dang tin cAy, khuyén nghi sir dung cac bign phap lranh thai khéng cb hodc co ham CONG TY GO PHAN DUQ'C PHAM TRUNG LPONG VIDIPHA
lirgng estrogen thip. Tuy nhién, & bénh nhan ding aci%c ursodeoxycholic dé hda tan ﬁ - @}mz Iﬁ? V;:d %1 gguwg 10, Quén :‘:: :4 ar;wzxa';'s' al-é‘c:\w E
1 thubde ngl i khéng-hormon, vi thu (ra thai dang hormon co t (84 - 28) - - (84 - 28) -
o P Kkhén thai h'ngﬁ'ckhibi? didutri. Cor sér san xudt: CHI NHANH CONG TY CPDP T.U VIDIPHA BINH DUPONG
bl bl Khu phé Tan Binh, Phirémg Tan Hidp, Thi xa Tan Uyén, Tinh Binh Duang
Sirdyng thudc cho phynir cho con bi: DbIbHA p n Lrémg , Thi 1
Hién vAn chira biét acid ursodeaxycholic c6 di vao sira me hay khang. Do dé, khang nén




