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Thanh phin: MBi vién nang chira Tiéu chuln: TCCS

APHACOL'N Esomeprazol (vihat). . _ 40mg  DE XA TAM TAY TRE EM

Chidinh , cich ding , chéng chidinhva  DOC KY HUPONG DAN SU DUNG

Thomnmsl e céic théng tin khac: TRUGC KHI DUNG
Xin vui long doc trong i hirdmg déin sir dung
SPK - Reg. No: Béo quén: Bdo quan noi kho thoang, nhigt &6
durdn 30°C, trénh anh sdng
RESCRIPTION DRUG 20 capsules

APHACOLIN

Esomeprazole 40mg
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Please read the leafiet inside
Storage: Store in dry piace gmpse, below 30°C
protect from light
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APHACOLIN
Esomeptazol émg
SPK - Reg. No:
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APHACOLIN
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APHACOLIN

UOC BAN THEO DON

10 vién nang

APHACOLIN

Esomeprazol 40mg

—

GMP- WHO

Tiéu chudn: TCCS

DE XA TAM TAY TRE EM

DOC KY HUIONG DAN SUF DUNG
TRUGC KHI DUNG

Thanh phiin: MBi vién nang chira:
Esomeprazol (vi hat)......... ... 40mg
Chi dinh , cach diing , chéng chi dinh va
cac théng tin khac:

Xin vui ldng doc trong tér hurémg dn sir dung
Béo quan: Bao quan nei khi thadng, nhisl &
durtri 30°C, tranh énh séng

30 capsules

Esomeprazole 40mg

—

GIP-WHO

Specification: Manufaciurer's

KEEP OUT OF THE REACH OF CHILDREN

Compasition: Each capsule contains
Esomeprazode (pellets) ... ... 40mg

o S CAREFULLY READ THE INSTRUCTIONS
BEFORE USE

and other precautions:

Please read the leaflet inside.

Storage: Store in dry place glimpse, beiow 30°C
protect from kight
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Huréng dén sic dyng thube ~ GMP-WHO

Viéen nang APHACOLIN

Thanh phin (cho 1 vién nang): Thq{
Esomeprazol magnesi dihydrat pellet 8,5% 507.54 mg
(Tuong duong Esomeprazol................oooevinee. ceveeeenn, 40 mg)

Ta duge (Tale, Magnesi stearat) VA ............ ..o 1 VIER
Durge lye hge:

Esomeprazol la chét rc ché bom proton lam giam tiét acid da day bing cach (¢ ché chuyén biét enzym H'/K'-ATPase tai thanh té bao cua
da day. Esomeprazol 1a ddng phén S cia Omeprazol, duge proton hda va bién ddi thanh chit trc ché co hoat tinh trong moi truong acid o té bao
thanh, dang sulphenamid ty do. Do tic déng chuyén biét trén bom proton, esumcprazol ngin chiin budc cudi cing trong qué trinh sin Xudt
acid, qua do lam giam d¢ acid da day. Tac dung nay phu thude vao liéu ding mdi ngay tir 20 dén 40 mg va dua dén sy irc ché tiét acid dich vi.

Dwrge djng hoe:

Esomeprazol dugc hdp thu nhanh sau khi uéng, nong do dinh trong huyét tuong dat duge sau 1-2 gitr. Sinh kha dung cua esomeprazol
khoang 89% ddi vdi liéu 40 mg, Thirc &n lam chdm va lam giam d§ hép thu ciia esomeprazol, nhung lai khong lam thay d6i dang ké tac dung
ctia esomeprazol 1én d9 acid cia da day. Esomeprazol lién két véi protein huyét tuong khoang 97%. Thude duge chuyen hoa manh ¢ gan boi
cytocrom P450 isoenzym CYP2C19 thanh dang chét chuyén hoa hydroxyl va desmethyl khéng con tac dung trén sy tiét acid da day. Phin con
lai dugc chuyén hoa bai cytocrom P450 isoenzym CYP3A4 thanh esomeprazol sulfon. Vdi liéu lap lai, co su glam chuyén hoa qua gan lén diu
va do thanh thai toan than, cé thé do v trc ché i isoenzym CYP2C19. Tuy nhién, khdng c6 su tich Ity khi dung méi ngdy mot ldn. Nira doi thai
trir huyét twong khoang 1,3 git. Hau hét 80% cia lidu udng dugc dao thai & dang chit chuyén hoa trong nudc tiéu, phan con lai duge dao thai
qua phan.

Chi dinh:

- Héi chimg trao ngugce da day — thuc quan.

- Bénh loét da day — ta trang.

- Diét Helicopbacter pylori trong bénh loét ta trang va ngiin ngira nguy co tdi phat & bénh nhan loét tiéu dudmg do nhiém Helicopbacter pylori,
- Phong ngira va diéu tri loét da day — ta trang gdy ra do thudc khang viém khong steroid.

Litu lwgng va cich ding:
Cich dung
APHACOLIN nén duge nudt nguyén vién va udng trude khi an it nhat 1 gio. Khong duge nhai hay nghién cac vi hat.
Liéu lrgng
- Hgi chirng trao ngugc da day-thue qudin
bé diéu tri bénh tréo nguge da day-thuc quan, litu dung 40 mg mdi ngay, co thé kéo dai trén 4-8 tudn ddi voi bénh nhan khong lan
sau 4-8 tudn diéu tri.
- Bénh loét da day-td ming
Trong liéu phép bo ba két hop véi amoxicillin va clarithromycin, lidu thutmg dung la 40 mg esomeprazol x 1ldn/ngay, amoxicillin
1,0 gam, ngay 2 lan va clarithromycin mdi lin 500mg, ngdy 2 Ian trong 10 ngdy
- Bénh loét da day-td trang do thudc khdng viém non-steroid
Liéu yéu cdu 14 40 mg x 1 lin/ngdy trong 6 théng,
- B¢nh nhin suy gan
Khdng cin higu chinh liéu ddi vai bénh nhan suy gan nhe va vira. Liéu esomeprazol cho bénh nhan suy gan nang khong qua 20mg/ngay.

Chéng chi dijnh:
- Bénh nhan qua min véi esomeprazol, cac din chit benzimidazol hay bat ctr thanh phan nio cia thude,
- Phu nir ¢6 thai 3 thang dan.

Thén trong:

- Sur dap img trigu chimg vai viée diéu tri bang esomeprazol khong ngan chan duge sy xudt hién khoi u da day ac tinh. Viém teo da day doi
khi dugc ghi nhan qua sinh thiét da day & nhimg bénh nhan diéu Lr; dai han bing esomeprazol.

- Sir dung céc thude tre ché bom proton ¢o thé lam ting nguy co tién trién nhidm trang (Vi dy: viém phdi mic phai tai cong dong).

- Tinh an toan va hi¢u qua cta thudc & tré em dudi 18 i chua duge chng minh.

- Ha magnesi huyét ¢0 trigu ching va khong triéu ching da dut;rc béo cao hiém giip trén bénh nhan diéu tri vai cac chdt irc ché bom proton it
nhit 3 thang, hiu hét cac truong hp trén bénh nhén sau khi diéu tri 1 nam, Téc dung phu nghiém trong bao gom co cimg ¢o, loan nhip tim
va co gidt. Hiu hét céc bénh nhan cin pha] b6 sung magnesi dé diéu trj ha magnesi huyét hay ngimg sir dung chit tre ché bom proton. Cén
phai xem xét vi¢c theo ddi mirc magnesi huyét trong khi bét dau diéu tri voi chit trc ché bom proton va dinh ky sau do & nhimg bénh nhin
phai kéo dai thoi gian diéu trj hotic phai dung chét irc ché bom proton chung véi cac thude khac nhu digoxin hay nhimg thude gdy ha
magnesi huyét (vi du thube loi tiéu).

- C6 thé ting nguy co gdy xwong hong

Tic dyng khong mong mudn (ADR):

- Hiém giip: Giam bach cdu, giam tiéu cdu, cac phan 1 {mg nhay cam nhu sét, phi, qua man/séc, giam natri huyét, lo au, trim cam, 1an, réi
loan vi gidc, mi mat, co thit phé quan, viém da day, Nam Candida dutng tiéu hoa, viém gan c6 hofic khong kém vang da, rung toc. nhay
cam anh sang, kho chiu, lang tiét md hoi.

- Rét hiém gap: Mit bach ciu hat, giam toan thé huyét cdu, do gidc, suy gan, bénh néio & nhimg bénh nhan da co bénh gan trude do, hong
ban da dang, hoi chirng Steven-Johnson, ddc tinh tigu biéu bi, yéu co, viém ké thin, vii to & nam gioi.

Thing bdo cho bic st nhitng tic dung khéng mong mubn giip phdi khi sir dung thube

Phuy nir c6 thai va cho con bi:

Phy nit ¢d thai : Chua c6 nghién ciu déy du va duoc kiém soat trén phu nir mang thai. Chi st dung cho phu nir mang thai khi thét sy cén
thiét,

Phy nit cho con bii : Chua biét esomeprazol co duge bai tiét qua stra me hay khong. Chura ¢ nghién ciru trén phu nir cho con bu. do do
khong nén ding esomeprazol khi dang cho con bu.
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Twong tdc thube: [
- Thude ¢ do hap thu phu thude pH da day: ) .

Su hip thu ciia ketoconazol, itraconazol c6 thé giam trong khi diéu tri véi esomeprazol. Dung két hop esomeprazol (40 mg x 1 lan/ngay)
véi atazanavir 300 mg/ritonavir 100 mg & ngudi tinh nguyén khoe manh lam giam dap (mg cua atazanavir.
- Thudc chuyén hoa nhir CYP2C19:

Khi esomeprazol duge ding chung vdi cac thude chuyén hoa bing CYP2C19, nhu diazepam, citalopram, imipramin, clomipramin,
phenytoin..., ndng 9 céc thude nay trong huyét twong ¢o thé tang 1én va cén giam liéu dung. Nén theo doi néng do phenytoin trong huyet
twong khi bt diu hay ngung diéu tri v&i esomeprazol.

Trén lam sang, khi dang 40 mg esomeprazol cho nhimg bénh nhén da ding warfarin cho thiy thoi gian chay méau van con trong gidi han
cho phép. Tuy nhién, mot vai truong hop ting INR dé dugc bio cao khi ding két hop warfarin v&i esomeprazol.

Esomeprazol da duge chimg minh la khéng c6 anh huong dang ké 1én dwoc dong hoc ciia amoxicillin, quinidin.

Qua liéu va xir tri :

- Trigu chimg: Khi ding liéu cao ti 2400 mg (gép 120 lin liéu khuyén céo thong thuong), cac tridu chimg xay ra rit da dang, gom c6 nhim
1An, lo mo, nhin mé, tim nhanh, budn nén, toit mo héi, do bimg, nhirc dau va kho miéng.

- Diéu tri: Chura 6 thube gidi doc dic hidu cho esomeprazol. Vi esomeprazol lién két manh v6i protein huyét twong nén khong thé duge loai
bo dé dang bing phuong phép tham tich. Khi qué lidu xay ra, chi yéu la ding bién phap diéu tri trigu chimg va diéu tri hd trg.

Trinh bay: Hop 2 vi x 10 vién, hop 3 vi x 10 vién, kém don hudng din sir dung,
Biio quin: Bio quan noi kho, thoang, nhiét do dudi 30°C, tranh dnh sing.

Han dﬁng: 36 thang, ke tir ngdy sdn xuat.

Tiéu chuin dp dyng: TCCS.

THUOC NAY CHi DUNG THEO DON CUA BAC SI

Dé xa tim tay tré em
Khing ding thuoc qud thoi han si dung
Doc kj hiéng din sir dung trude khi diong
Néu cin thém thong tin, xin hdi y kién ciia bic st

Sdn xudt trén ddy truyén dat tiéu chuin GMP-WHO tai:

‘ CONG TY TNHH MTV 120 ARMEPHACO
$4 118 Vi Xudn Thiéu - P. Phiic Loi - Q. Long Bién - Ha Noi

DT; 069.575224 - 04.39713123 Fax: (08) 04.36740054
Website: http.//www.armephaco.com.vn Email: apharmal 20(@gmail.com
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