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Thanh phdn: M3i vién nang chira Tiéu chudn: TCCS a

APHACOUN Esomeprazol (vi hat) 40mg  DE XA TAM TAY TRE EM
Chidinh , céch ding , chéng chidinphva  DOC KY HUONG DAN SU DUNG

Rromnpsmnss e céc théng tin khéc: TRUGC KHI DUNG

Xin vui 1dng doc trong 1& hurdmg dén st dung

SPK - Reg. No: Bdo quan: Bao quan noi khd thoang, nhiét 46
dudi 30°C, tranh anh séang

RESCRIPTION DRUG 20 capsules
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Convodﬂonr 7: Each capsde contains. Specification: Manufacturer's
somwam" KEEP OUT OF THE REACH OF CHILDREN
- A Pats) . A0 CAREFULLY READ THE INSTRUCTIONS

BEFORE USE

Please read the leafiet inside
Storage: Store in dry piace. gimpse, below 30°C
protect from light
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Thanh phan: M3i vién nang chira Titu chudn: TCCS |
APHACOUN Esomeprazol (vi hat). .. 40mg  DE XA TAM TAY TRE EM
Chi dinh , céch ding , chéng chi inhva  DOC KY HUONG DAN SU DUNG
Tonmmpomet St cac théng tin khac: TRUGC KHI DUNG
Xin vui 1dng doc trong té hurdmg din sir dung
SDK - Reg. No: Béo quan: Bao quén noi khé thoang, nhidt 60
durdr 30°C, trénh 4nh sang
SCRIPTION DRUG 30 capsules

APHACOLIN

Esomeprazole 40mg
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Huéng dén sir dyng thude
* A
Vién nang APHACOLIN
Thanh phin (cho 1 vién nang): M
Esomeprazol magnesi dihydrat pellet 8,5% 507.54 mg
(Tuong duong Esomeprazol..............cccovvvveciiiiiiiiinnns iy 40tmg)
T4 dugc (Tale, Magnesi Stearat) V4 ... 1 VIEN
Duge lye hoe:
Esomeprazol 1a chét irc ché bom proton lam giam tiét acid da day bang cach trc ché chuyén biét enzym H” /K*-ATPase tai thanh té bio cua
da day. Esomeprazol 1a ddng phan S ciia Omeprazol, duge proton hoa va bién ddi thanh chit rc ché c6 hoat tinh trong mdi truong acid & té bao
thanh, dang sulphenamid tu do. Do tac dong chuyén biét trén bom é)mton esomcprazol ngin chiin budce cudi cung trong qué trinh san Xudt
acid, qua d6 lam giam d6 acid da day. Tac dung nay phu thudc vio liéu dung mdi ngay tir 20 dén 40 mg va dua dén sy irc ché tiét acid dich vi.
Dwgc djng hoc:
Esomeprazol duge hp thu nhanh sau khi uéng, néng do dinh trong huyét tuong dat duge sau 1-2 gid. Sinh kha dung cua esomeprazol
khoang 89% di vdi liéu 40 mg. Thirc &n lam chdm va lam giam d¢ hép thu ciia esomeprazol, nhung lai khong lam thay ddi dang ké tac dung
cua csomeprazol 1en d0 acid cua da day. Esomeprazol lién két v6i protein huyét twong khodng 97%. Thube duge chuyen héa manh ¢ gan boi
cytocrom P450 isoenzym CYP2C19 thanh dang chit chuyén hoa hydroxyl va desmethyl khong con tac dyng trén sy tiét acid da day. Phan con
lai duge chuyén hoa bai cytocrom P450 isoenzym CYP3A4 thanh esomeprazol sulfon. Véi liéu lap lai. co su glam chuyén hoa qua gan lan déu
va do thanh thai toan than, c6 thé do v irc ché i isoenzym CYP2C19. Tuy nhién, khong c6 sy tich lily khi dung moi ngay mot lan. Nira doi thai
trir huyét twong khoang 1,3 gid. Hau hét 80% cia liéu udng dugce dao thai & dang chit chuyén hoa trong nudc tiéu, phan con lai duge dao thai
qua phan.
Chi dinh:
‘ - Hoi chimg trao ngugc da day — thuc quan.
- Bénh loét da day — ta trang.
- Diét Helicopbacter pylori trong bénh loét ta trang va ngan ngira nguy o tai phat ¢ bénh nhan loét tiéu dudmg do nhiém Helicopbacter pylori.
- Phong ngira va diéu tr loét da day — ta trang gay ra do thudc khéng viém khong steroid.
Lidu lwgng va cich dung:
Céch dung //—-‘§
APHACOLIN nén duoc nudt nguyén vién va udng trude khi an it nhat 1 gio. Khong dugc nhai hay nghién céc vi hat. kQ6?58934-|
Liéu lwgng & .
- Hpi chitng trao ngugc da day-thiee quin CONG T
Dé diéu tri bénh trao nguge da day-thuc quan, lidu dang 40 mg mdi ngay, c6 thé kéo dai trén 4-8 tudn ddi voi bénh nhan khong lan vnaon s i
CH NHIEM UL
sau 4-8 tudn diéu trj, .
- Bénh loét dg day-td trang DT THANHK V
Trong liéu phap bd ba két hop véi amoxicillin va clarithromycin, lidu thudmg dung la 40 mg esomeprazol x 11dn/ngay, amoxicillin D0 ARMEPHA
1,0 gam, ngay 2 ldn va clarithromycin mdi lan 500mg, ngay 2 lan trong 10 ngay
- Bénh loét da day-td trang do thudc khdng viém non-steroid b
Liéu yéu cdu 12 40 mg x 1 lan/ngay trong 6 thang. M
- Bénh nhin suy gan —
Khong cin hi¢u chinh lidu ddi vai bénh nhan suy gan nhe va vira. Liéu esomeprazol cho bénh nhan suy gan nang khong qua 20mg/ngay.
Chéng chi djnh:
- Bénh nhan qua man véi esomeprazol, cac diin chét benzimidazol hay bét c&r thanh phan nao cua thude. ———
- Phy ni¥ ¢6 thai 3 thang dau. Y
Thin trong: < \,
- Sur dap (mg tri¢u chimg v6i viée diéu trj bing esomeprazol khong ngan chin duge su xudt hién khéi u da day 4c tinh. Viém teo da day doi S Y
. khi dugc ghi nhén qua sinh thiét da day & nhimg bénh nhan diéu tr; dai han biing esomeprazol.
- Sir dung cac thude e ché bom proton co thé lam ting nguy co tién trién nhidm trang (Vi du: viém phdi mic phai tai cong dong). |
- Tinh an toan va hi¢u qua cua thude & tré em dudi 18 tudi chua duge chimg minh. L':,f,
- Ha magnesi huyét ¢ trigu chimg va khong tri¢u chimg da duqc bao cdo hiém gap trén bénh nhan diéu tri voi cac chét trc ché bom proton it 1
nhét 3 thang, héu hét cac trudong hop trén bénh nhan sau khi diéu tri 1 nam. Tac dung phu nghiém trong bao gom co cimg ¢o, loan nhip tim .
va co gidt. Hau hét céc bénh nhan cin phal bo sung magnesi dé diéu trj ha magnesi huyét hay ngimg sir dung chat (rc ché bom proton. Cén N
phai xem xét viéc theo doi mirc magnesi huyét trong khi bat dau diéu tri voi chét (rc ché bom proton va dinh ky sau d6 & nhimg bénh nhan
phai kéo dai thoi gian diéu trj hodic phai dung chit irc ché bom proton chung véi cac thude khac nhu digoxin hay nhimg thude gay ha
magnesi huyét (vi du thubc loi tiéu).
- C6 thé tang nguy co gdy xuong héng
Tic dyng khong mong mudn (ADR):
- Hiém gap: Giam bach céu, giam tiéu cdu, cac phan ( (mg nhay cam nhu sbt, phu, qua man/séc, giam natri huyét, lo u, trim cam, 1an, rdi
loan vi gidc, m& mét, co thit phé quan, viém da day, Nam Candida dutng tiéu hoa, viém gan c6 hodic khong kém vang da, rung toc. nhay
cam 4anh sang, kho chiu, lang tiét md hoi.
- Rét hiém giip: Mét bach cau hat, giam toan thé huyét céu, o gnéc suy gan, bénh ndio & nhimg bénh nhan da ¢6 bénh gan trude do, hong
ban da dang, hdi chirng Steven-Johnson, dgc tinh tiéu biéu bi, yeu c0, viém k& than, vii to & nam gioi.
Thong bdo cho bdc st nhitng tic dung khéng mong mubn gdp phdi khi siv dung thudce
Phy nir ¢6 thai va cho con bi:
Phy ni¥ ¢6 thai : Chua c6 nghién ciru ddy du va duge kiém sodt trén phu nir mang thai. Chi sir dung cho phu nir mang thai khi that sy can
thiét,
Phy nit cho con bit : Chua biét esomeprazol co dugce bai tiét qua stra me hay khong. Chwa ¢ nghién ctru trén phu nir cho con bu, do do
khéng nén dung esomeprazol khi dang cho con bi.
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Twong téc thube: (
- Thudc ¢6 dd hap thu phu thuge pH da day: ) )

Sur hép thu cuia ketoconazol, itraconazol ¢6 thé giam trong khi diéu tri v6i esomeprazol. Dung ket hop esomeprazol (40 mg x 1 lan/ngay)
v6i atazanavir 300 mg/ritonavir 100 mg & ngudi tinh nguyén khoe manh lam giam dép (img cia atazanavir.
- Thudc chuyén héa nhe CYP2C19:

Khi esomeprazol duge ding chung vdi cac thude chuyén hoa biing CYP2C19, nhur diazepam, citalopram, imipramin, clomipramin,
phenytoin..., ndng do céc thubc nay trong huyét twong c6 thé tang 1én va cén giam liéu dung. Nén theo doi ndng d¢ phenytoin trong huyét
tuong khi bat ddu hay ngung diéu tri vdi esomeprazol.

Trén 1am sang, khi dung 40 mg esomeprazol cho nhimg bgnh nhan da ding warfarin cho théy thoi gian chay mau van con trong gidi han
cho phép. Tuy nhién, mét vai truong hop ting INR da duge béo céo khi dung két hop warfarin v&i esomeprazol.

Esomeprazol da dugc chimg minh la khong ¢ anh hudng dang ké 1&n dugc dong hoc cua amoxicillin, quinidin.

Qui lidu va xir tri : ‘

- Tri¢u chimg: Khi ding liéu cao t6i 2400 mg (gdp 120 lén liéu khuyén céo thong thutmg), céc tridu chimg xay ra rét da dang, gdm c6 nhim
14n, lo mo, nhin mé, tim nhanh, budn ndn, toat mo héi, dé bimg, nhirc ddu va kho miéng.

- Diéu tri: Chua ¢ thude gii doc dic hiéu cho esomeprazol. Vi esomeprazol lién két manh véi protein huyét twong nén khong thé duge loai
bo d& dang bing phuong phap thém tich. Khi qué liéu xay ra, chi yéu la ding bién phap diéu trj tri¢u chimg va diéu trj hd trg.

Trinh bay: Hop 2 vi x 10 vién, hop 3 vi x 10 vién, kém don hudng dén sir dung.
Bio quin: Bao quén noi kho, thoang, nhi¢t do dudi 30°C, tranh anh sang.

Han diing: 36 thang, ké tir ngay san xudt.

Tiéu chuén dp dung: TCCS.

THUOC NAY CHi DUNG THEO PON CUA BAC SI

Dé xa tim tay tré em
Khong ditng thuéc qud thoi han st dung
Doc kp hwdng din sic dung trude khi diong
. Néu cin thém thong tin, xin héi y kién cia bdc st

Sin xudt trén day truyén dat tiéu chuin GMP-WHO tai:

. CONG TY TNHH MTV 120 ARMEPHACO
S 118 Vi Xudn Thiéu - P. Phuc Lgi - Q. Long Bién - Ha Noi

DT; 069.575224 - 0439713123 Fax: (08) 04.36740054
Website: http://www.armephaco.com.vn Email: apharmal 20i@gmail.com
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