Boc ky hwomg dén sir dung trwére khi dang
Néu cén théng tin xin héi y kién thdy thuéc
Dé xa tim tay tré em

Ritozol s 2 4
THANH PHAN: (Esomeprazole) apsules

MGi vién nang RITOZOL 40mg chira:
Esomeprazole pellets 8.5% wiw

(dang hat cai bao tan trong ruét)

Td dwgre: Khdng co

Méi vién nang RITOZOL 20mg chira:
Esomeprazole pellets 8.5% w/w

(dang hat cai bao tan trong rudt)
Td dwore: Hattro.

CACPDAC TINHDU'QC LUC HQC:
Esomeprazole la dang ddng phan S clia Omeprazole, thuéc trc ché bom proton. Esomeprazole ngan chan tiét acid da day
béing céch (rc ché d&c higu H'/K" - ATPase & thanh té bao da day. B&i tac ddng dic biét 1én (rc ché bom proton, Esomeprazole
ngén cén mrc cudi cling clia sy bai tiét acid, vi vay gidm dd acid trong da day.

CACHAC TINHDUQC DONG HOC:

Sau khi uéng ndng dé dinh trong huyét twong (Cmax) dat duwoc sau khodng 1,5 gid (Tmax). Cmax téing ti 18 véi ting lidu, dién
tich duéi duéng cong (AUC) tang 3 In khi diing lidu 20 dén 40 mg. O lidu 13p lai hing ngay 40 mg, sinh kha dung toan than
khodng 90% khi so sénh véi ubng don lidu 40 mg 14 64%.

Dién tich duéi duwéng cong (AUC) sau khi ubng don liéu 40 mg Esomeprazole gidm 43 — 53% sau khi dung véi thirc &n khi so
sanh véi didu kién nhin an. Esomeprazole nén ding it nhét 1 gi& trudc bira &n. Thirc &n lam cham va gidm hép thu
Esomeprazole, nhung didu nay khdng lam thay ddi dang ké tac dung clia né 1én sy tiét acid da day.

Di¥ ligu dugc dong hoc clia Esomeprazole duwgc thyre hién trén 36 bénh nhan véi triéu chirng trao ngugre da day thyrc quéan sau
khi uéng lidu I3p lai 1 vién nang 20 mg va 40 mg RITOZOL héing ngay trén 5 ngay, két qua dwgcthd hign & bang sau:

Théng sé dwec ddng hoc RITOZOL & ngay thir 5 sau khi uéng sau 5 ngay:

AUC (umol/giar/L) 12.6 (42%) 4.2 (59%)
Cmax (umol/L) 4.7 (37%) 2.1 (45%)
Tmax () i 1.6 HEEAR
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* gié trj dugc the hién trung binh hoc, ngoai trir Tmax, 14 trung binh cOngTCV = hé sb
bién thién

Esomeprazole bam vao protein huyét twrong 97%. Thé tich phan bé & tinh trang n dinh trén ngwoi tinh nguyén khoé manh
khoang 16L.

Esomeprazole dugc chuyén hoa hoan toan qua hé théng cytochrome P450 (CYP). Chét chuyén hoa clia Esomeprazole thiéu
hoat tinh khéng tiét. Phan chinh ctia qua trinh chuyén hoa Esomeprazole phy thuc vao isoenzyme CYP2C19, tao thanh chét
chuyén hoa hydroxy va desmethyl cla esomeprazole. Phdn con lai phy thudc vao CYP3A4 tao thanh chét chuyén hoa
sulphone.

Dao thai

Théi gian ban thai chinh trong huyét twong clia esomeprazole xép xi 1 — 1,5 giov. It hon 1% thuéc & dang khéng ddi dugc
dao thai vao nuéc tidu. Khodng 80% liéu esomeprazole uéng vao dugc dao thai dudi dang chit chuyén hoa khéng hoat tinh
trong nwérc tiéu, phan con lai dugc tim thdy dudi dang chét chuyén hoa khéng hoat tinh trong phan. '

CHIDINH:

RITOZOL duoc chi dinh didu trj ngén han (4 - 8 tudn) dé didu trj va gidm triéu chirng viém thirc quan trot xwdre da duge chudn
doan. Déi véi nhirng bénh nhan khéng d& sau 8 tudn didu trj, c6 thé diing thém mét dot didu trj véi RITOZOL 8 tudn niva.
ri auy LPa
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RITOZOL dwgc chi dinh diéu tri duy trl va chira lanh bénh viém thirc quan trot xuworc.

|
RITOZOL dwoc chi dinh gidm loét da day & bénh nhan dugc diéu tri lién tuc véi NSAID cé nguy co phat trién loét da day. Bénh
nhan ma cé nguy co loét la ngurdi trén > 60 tudi va hodc co tién sir loét da day.
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RITOZOL dwgc chidinh diéu tri ¢ ndng va cac triéu chirng khéc lién quan dén bénh trao nguwoc da day thyrc quan.
Giam nguy co loét da day do dung thuéc NSAID

Phéat a6 3 thubc (RITOZOL két hop véi amoxicillin va clarithromycin): RITOZOL, két hop véi amoxicillin va clarithromycin,
dugc chi dinh cho bénh nhan bj nhiém tring do H.pylori va loét ta trang (cé tién sir bj hodc dang bj trong vong 5 ndm vira qua)
dé diét H. pylori. Sy diét trir H. pylori cho thay gidm nguy co tai phét loét ta trang. &' bénh nhan diu tri that bai, thir nghiém d6
nhay cdm nén dugrc thuc hién. Néu dé khang véi clarithromycin hodc thir nghiém dd nhay cam khéng thich hop, nén thay thé
didu trj vé&ri khang sinh thich hep khac.

; . i
RITOZOL duwgc chi dinh didu trj 1au dai cho tang tiét acid da day bénh ly bao gém hdi chirng Zollinger-Ellison.

LIEU LUQNG VA CACHDUNG
Thuéc nay chi dung theo sy ké dom cua thdy thuéc.
Liéu khuyén nghj danh cho ngui In dugc liét ké bang dudi day. Vién nang Esomeprazole nén nudt nguyén vién va uéng
trwécbira dn 1 gid.




Chi djnh Lidu dung S6 1an

. Trao ngwoc da day thyc quan (GFRD)

Chira lanh bénh viém thyc quan trot xuéc 20 mg ho#c40mg | Mot 1An mdi ngay trong 4 dén 8 tudn
Duy tri bénh viém thyc quan trot xuéc 20 mg Mot 1an mdi ngay

B&nh trao ngugc da day - thyrc quan c0 trigu chirng 20 mg M@t 1an mdi ngay trong 4 tuan

Giam nguy co loét da day két hop voi thube chdng viém khong steroid (NSAID) | 20 mghosic40mg | Mbt iAn méi ngay trong thei gian t¢i 6 thang
Il. Tidu digt Helicobacter pylori dé giam nguy co téi phat loét té trang

| Batrj ligu
Esomeprazole 40 mg Mot 1an méi ngay trong 10 ngay
Amoxicillin 1.000 mg Hai 1n mdi ngay trong 10 ngay
Clarithromycin 500 mg Hai 14n m3i ngay trong 10 ngay
g 2 dén 17 tubi

Didu trj ngén han bénh trdo nguoc da day - thyc quan 20mg ho#c 40 mg | M&i ngay mét 1an cho téi 8 tudn
Céc bénh tang tiét bénh ly ké ca hi chirng Zollinger-Ellison 40 mg Hai 1&n m&i ngay

Nhém dan sé déc bigt

Bénh nhan cao tudi

Khéng cin didu chinh lidu.

Bénh nhan suy than

Khong can didu chinh lidu.

Bénh nhan suy gan

Khéng cin didu chinh lidu cho bénh nhan suy gan nhe dén trung binh (Child Pugh A va B). Déi v&i bénh nhén suy gan ning
(Child Pugh C), khdng nén dung vurgtqua lidu 20mg RITOZOL.

CHONG CHID|NH
RITOZOL chéng chi dinh v&i bénh nhan duwgc biét mn cdm véi Esomeprazole hay bét cir thanh phin nao cia thuéc hodc
benzinmidazolethaythé.
Phan trng nhay cam 4nh sang vi dy phii mach va séc/phan (rng phan vé dugc béo céo khi dung RITOZOL.

THAN TRONG
Khi c6 sy hién dién ctia bt ky triéu chirng béo dong nao (vi dy gidm can dang ké khong ch y, ndn tai phat, khé nuét, nén ra méu
hodc daitién phan den) va khi nghi ng&r hodic bj loét da day nén loai trir bénh ly 4c tinh béi vi didu trj véi Esomeprazole c6 thé lam
gidm nhe triéu chirng va cham tré viéc chuén doan. Bénh nhan khi didu trj 1u dai (d&c bigt da diéu trj hon mdt ndm) nén dugc
theo dbi thudrng xuyén.

SU’DYNG CHO PHY N(* CO THAI VA CHO CON BU:
Sir dung cho phy ni¥ ma:? thai: Chwa c6 nghién clru thich hgp va kiém soét ddy du & ngudi mang thai. Chi dung thudc nay
trong theri ky khi that cAn thiét.
Sir dyng & ngwdi cho con ba: chwa c6 nghién ciru bai tiét esomeprazole trong sra me. C6 khé néng esomeprazole bai tiét
trong si¥a me, nén ngirng cho con bii hodc ngung cho con bu tinh dén tAm quan trong clia thudc di véi ngudi me.

TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
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TUONG TAC THUOC:
Esomeprazole dugc chuyén hod rdng réi & gan. Nghién ciru twong tac thube cho thdy esomeprazole khdng c6 twong tac lam
sang dang ké voi phenytoin, warafin, quinidine, clarithromycin va amoxycilin. Esomeprazole cé thé anh huéng dén sinh kha
dung clia cac thuéc hap thu phy thudc PH (vi dy: ketoconazole, mudi sét, digoxin).

TAC DUNG KHONG MONG MUON:

zlhOng tac dung phy sau duwgc béo cdo trong qué trinh didu trj véi Esomeprazole. Khdng cé phan (rng nao lién quan dén lidu
ung.
Thwong gép: >1/100
Toan than: Dau du, chéng mét, phat ban.
Tiéu ho4: Budn nbn/ ndn mira, dau bung, tao bén, tidu chay, ddy hoi, khd miéng.
it gép: >1/1000, <1/100
Toan than: M4t ngti, mét mdi, budn ngu, ngira.
Réi loan thj giac: Nhinme.
Hiém gap: <1/1000
Toan than: Sét, tang tiét md hdi, phi ngoai bién, phan (ng nhay cam anh sang va phan (ng qua mén bao gdm, mé day, phu
mach va sbc, phan (rng phan vé.
Réi loan thdn kinh trung wong: Lo 4u, 1t 1&n, trAm cam, kich ddng, o giac.
Ré&i loan mau va hé bach huyét: Gidm bach cAu, gidm tidu cdu, mat bach ciu hat.
Gan: Tang enzyme gan, viém gan, ¢ hog@c khdng c6 vang da, suy gan.
Tiéu hoa: Réi loan vj giac.
Réi loan co xwong: Dau khép, dau co.
R&i loan than va tiét nigu: Viém than ké.
Théng béo cho béc sinhirng téc dung khéng mong mudn gép phai khi ding thudc.
DONG GOI: Ritozol 20 mg: Hop 2 vix 7 vién.
Ritozol 40mg: HYp 2 vix 7 vién.

HAN DUNG: 3namké tir ngay san xuét.
BAO QUAN: Tranh anh sang & 4m. Bdo quén & nhiét dé phong.

TIEU CHUAN: Nha san xuét.

SO PANG KY : Ritozol 20 mg: Visa No. VN-15352-12
Ritozol 40mg: Visa No. VN-16694-13

Manufactured by:

Bosch Pharmaceuricals (Pvr) Lrd.

221, Sector 23, Korangi Industrial Area, Karachi - Pakistan.



