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Composition: Each film enteric coated tablet contains;

45.1 mg Pantoprazole sodyum sesquhidrat equivalent to 40 mg
| Pantoprazole and Coloring Agent:
| Titanium dioxide (E 171) and quincline yellow lake 30 (E 104)
Read enclosed leaflet before use.
Incase of an unexpeded side effect, consult your physicion.
Store below 30°C in the room femperature.
Keep out of reach of children in its original package.

Reg No./SDK:

Manufacturer / Nha san xuit:

BILIM ILAG SANAYII VE TICARET A.S.
Gebze Organize Sanayi Bolgesi 1900 Sokak,

No: 1904 41480 Gebze - Kocaeli, THO NHI KY
SOLD WITH PRESCRIPTION
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28 Enteric Coated Tablets
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Enteric Coated Tablet
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Thanh phén: M&i vién nén bao tan trong ruét chira
Pantoprazol natri sesquihydrat 45,1 mg (td 40 mg
Pantoprazol)

Dong goéi: Hop 1 lo 28 vién

Chi dinh, chéng chi dinh, cach dung va cac théng tin
khéc: xem t& Huong dén st dung kem theo

Bao quan: noi kho réo, thoang mat, tranh anh sang, dudi 30°C
Dé xa tam tay tré em

Doc kj hwéng dan st dung trwée khi dung

Lot No./S0 16 SX: XXXXXXXX

Mfg. date/NSX - dd/mmiyyyy

Exp.dateHD . ddimmfyyyy 12008748-00
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Composition: Each flm enteric coated tablet contains; Thuocbantheo don
45.1 mg Pantoprazole sodyum sesquhidrat equivalent to 40 mg
Pantoprazole and Coloring Agent:

Titanium dioxide (E 171) and quincline yellow lake 30 (E 104)
Read enclosed leaflet before use.

Incase of an unexpected side effect, consult your physician.
Store below 30°C in the room femperature.

Keep out of reach of children in its original package.

Reg No./SBK:

14 Enteric Coated Tablets

PROTON POMP
INHIBITOR

“MEFOGIN

40 mg
Enteric Coated Tablet

Manufacturer / Nha san xuat:

BILIM ILAG SANAYII VE TICARET A.S.
Gebze Organize Sanayi Bolgesi 1900 Sokak,

No: 1904 41480 Gebze - Kocaeli, THO NHI KY
SOLD WITH PRESCRIPTION
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Thanh phan: Mdi vién nén bao tan trong ruét chira
Pantoprazol natri sesquihydrat 45,1 mg (td 40 mg
Pantoprazol)

Doéng goi: Hop 1 lo 14 vién

Chi dinh, chdng chi dinh, cach ding va cac thong tin
khéc: xem 1o Huéng dén st dung kém theo

Bao quan: noi kho rao, thoang mat, tranh anh sang, dudi 30°C
Dé xa tAm tay tré em

Doc kj hwéng din st dung trwée khi dung
LotNo./S6 16 SX: XXXXXXXX

Mfg. date/NSX - dd/immiyyyy
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Thubc bdn theo don

“ MEFOGIN 40 M

Thanh phan: Mai vién nén bao tan trong rudt chia pantoprazol natri sesquihydrat 45,1 mg
(twong duong 40 mg pantoprazol). T4 duoc vira du: calci carbonat, mannitol, crospovidon,
croscarmellose natri, povidon K-30, colloidal anhydrous silica, talc, calci stearat, hydroxypropy!
methyl cellose 5 cps, cudragit L 100/55, triethyl citrat, titan dioxit, quinolin yellow lake 30 E104,
macrogo! 6000.

Dang bao ché: vién nén bao tan trong rudt.
Quy cach dong goi: Lo 14 vién /1o 28 vién.
Chi dinh:
o Loét da day - ta trang.
e Viém thuc quan trao ngugc nang va trung binh.

« Giam tai phét loét da day — ta trang do Helicobacter pylori, Mefogin 40mg dugc khuyén
cho dé diét Helicobacter pylori khi phéi hop véi cac khang sinh thich hop.

Lidu dung, cach ding, duong dung:

Tru khi ¢6 khuyén céo khac cua thdy thudc, liéu khuyén céo cho didu tri loét da day — ta
trang va trao nguoc thuc quan la 1 vién nén bao tan trong rudt Mefogin 40 mg mdi ngay. Nhin
chung ¢c6 thé chira lanh loét ta trang trong vong 2 tuan, co thé kéo dai thém 2 tudn néu can thiét.
Loét da day va trao ngugc thuc quan cAn 4 tun dé chira lanh, ¢6 thé kéo dai thém 4 tudn nita néu

cén thiét.

Bénh nhén loét da day - t4 trang duong tinh voi H. pylori can liéu phéap phéi hop dé diét

toan bd vi khuén gy bénh. Pé dit vi khuén H. pylori, c6 thé dung mot trong s6 cac phac d6 sau:

a) Vién nén bao tan trong rudt Mefogin 40 mg, 2 1an/ngdy
1000 mg amoxicillin 2 lan/ngay
500 mg clarithromycin 2 lan/ngay

b) Vién nén bao tan trong rudt Mefogin 40 mg, 2 lan/ngay
500 mg metronidazole 2 lan/ngdy
500 mg clarithromycin 2 lan/ngdy

¢) Vién nén bao tan trong rudt Mefogin 40 mg, 2 lan/ngay
1000 mg amoxicillin 2 lan/ngay

500 mg metronidazol 2 lan/ngay
Liéu phap phdi hop nén dung lien tuc 7-14 ngay trur khi c6 hudng dan cua thay thude.

Néu bénh nhan khong nhidm H. pylori hodc khong thé dung liéu phap phéi hop, Mefogin 40 mg
¢6 thé dung dé didu tri loét da day —ta trang.

Loét da day, loét ta trang, viém thuc quan trao ngugc ning va trung binh:
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1 vién Mefogin 40 mg mdi ngay cho bénh nhan loét té trang, loét da day, viém thuc quan trao
ngugc. Trong truong hop ¢4 biét, co thé tang liéu glp doi (tang dén 2 vién/ngay) dic biét khi
khong dap (mg voi cac phac dd diéu tri khac.

Hoi chimg Zollinger-Ellison va cac roi loan khac lién quan dén tang tiét bénh ly:

Déi voi didu tri kéo dai hoi chimg Zollingzer-Ellison va cac rdi loan lién quan dén ting tiét bénh
ly, bénh nhan nén bt ddu voi lidu 80 mg mdi ngay (2 vién Mefogin 40 mg). Sau d6 c6 thé diéu
chinh lidu tang hogc giam dua trén luong acid. Lidu 80 mg/ngay phai dugc chia thanh 2 1an ubng.
C6 thé tang tam thoi liu t6i 160 mg/ngay, tuy nhién khong nén dung kéo dai dé bénh nhan dat

muc acid phu hop.

Trong sudt thoi gian diéu tri hoi ching Zollinger-Ellison va cdc truong hop tang tiét bénh ly khac,

khong can gioi han lidu pantoprazol ma tuy thudc vao thuc té 1am sang.
Hudng dén chung:

- Khéng duge nhal, nghién hoac lam v6 vien Mefogin 40 mg ma nén udng nguyén vién Vol
nude 1 gio trude bira sang.

I3

- Trong diéu tri diét H. pylori, can ubng vién Mefogin 40 mg trudc bira tHi.

Bénh nhéan suy than: Lidu téi da: 40 mg Mefogin mdi ngdy v&i bénh nhan suy giam chlrc nang

than.

Bénh nhéin suy gan: & bénh nhan roi loan chirc nang gan nang, nén giam toi lieu 1 vién
pantoprazol 40 mg mdi ngay. Ngoai ra, doi véi céc bénh nhan nay, can theo ddi cac enzym gan
trong qua trinh didu tri véi pantoprazol 40 mg. Nén ngung diéu tri voi Mefogin 40 mg néu gia tri

enzym gan tang.

Bénh nhi: Chua co bao céo lién quan dén st dung & tré nho.

Bénh nhan cao tudi: Khong vuot qua lidu 40 mg/ngay 6 bénh nhén cao tudi.
Chéng chi dinh:

- Diung voi bét ky thanh ph'ém nao ca thude.

- Phu nit ¢ thai, cho con b, bénh nhén thiéu mau 4c tinh.
Thén trong khi dung thude:

- Khong nén su dung dé diéu tri nhiing ca rbi loan da day rudt nhe nhu chimg kho tiéu.

_ Trude khi diéu tri, phai loai trir kha nang loét da day 4c tinh hodc viém thuc quan ac tinh,
vi diéu tri voi pantoprazol ¢ thé 1am lu mo céc tri€u chimg cua bénh do va c6 thé lam
cham chan doan ung thu.

. Chén doan viém thyc quan trao nguoc can dugc khing dinh bang ndi soi.

- Khong vuot qua lidu 40 mg pantoprazol khi dung cho bénh nhéan cao tudi.

. Khi diéu tri kéo dai, dédc biét khi vuot qua mdt thoi gian didu tri 1 nim, bénh nhan can
duoc kiém sodt thuong Xuyén.

- O nhiing bénh nhén méc hoi chimg Zollinger-Ellison va céc rdi loan lién quan dén ting
tiét benh ly ma doi hoi diéu tri kéo dai, cling nhu tét ca céc thube tc ché tiét acid,
pantoprazol ¢o thé lam giam hép thu vitamin B12 (cyanocobalamin). Piéu nay can duoc

xem xét khi kém theo cac bicu hién triéu ching 1am sang.
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- Khong vuot qua lidu 40 mg pantoprazol khi dung cho bénh nhén suy giam chirc nang than.

- Tuong tac cua thudc véi cac thube khac va céc loai tuong tac khac (vi du: ruou, thuc
pham) c6 thé anh hudng dén tac dung cla thude:

- Pantoprazol c6 thé lam giam hép thu cla cac thubc c6 tuong duong sinh hoc phu thudc
vao pH (nhu ketoconazol).

- Céc nghién clu vl chét (¢ ché bom proton khac chimg to ring didu tri két hop céc chit
&ic ché bom proton lam giam dang ké atazanavir.

- Pantoprazol dugc chuyén hoa ¢ gan thong qua hé thdng cytochrom P450, c6 thé xay ra su
tuong tac thube gilta pantoprazol va cdc thude hogc hop chit ¢ cung dudng chuyén hoa.
Tuy nhién, ¢ ldm sang chua thiy tuong tac dang k& nao trong nhitng thir nghiém dac hiéu
voi mot s6 thudc hodc hop chit ¢6 tinh chat noi trén nhu carbamazepine, caffeine,
diazepam, diclofenac, digoxin, ethanol, glibenclamide, metoprolol, naproxen, nifedipin,
phenytoin, piroxicam, theophylline va thudc tranh thai duong ubng.

- Mic du khong thdy tuong tac khi dung dong thoi phenprocoumon hodc warfarin trong cac
nghién ctru duge dong hoc trén 1am sang, nhung cling c6 mot s6 truong hop thay d6i INR
duoc béo céo trong khi diéu tri ddng thoi sau khi luu hanh. Vi vy, bénh nhan dugc diéu
tri bang thube chéng dong méu coumarin nén dugc Kkidm soat thoi gian prothrombin/INR
sau khi st dung, chim dut hodc trong qué trinh s dung khong thudng xuyén pantoprazol.

- Pantoprazol khong tuong tac khi str dung dong thoi véi cac thudc khang acid dudng udng.

Thoi ky mang thai

Chua c6 nghién cuu day du khi dung pantoprazol ¢ nguoi trong thoi ky mang thai.

Céc nghién ctu trén dong vét da chimg minh pantoprazol qua dugc hang rao nhau thai, tuy
nhién chua quan sat thiy tac dung gy quai thai. Cac lidu 15 mg/kg lam cham phat trién xuong o
thai. Chi dung pantoprazol khi that cn thiét trong thoi ky mang thai.
Thoi ky cho con bu

Chua biét pantoprazol c6 bai tiét qua sfra ngudi hay khong. Tuy nhién, pantoprazol va cac
chét chuyén hoa ctia nd bai tiét qua stra & chudt cbng. Dya trén tidm ning gy ung thu & chudt cua
pantoprazol, cAn cin nhéc nging cho con bu hay ngung thube, tuy theo loi ich cua pantoprazol
vGi nguoi me.
Twong tac thude:

Mic du pantoprazol bi chuyén hoa qua h¢ enzym cytochrom Psso O gan, nhung khong gay
&tc ché hodc cam ng hoat tinh hé enzym nay. Khong thdy c6 sy tuong tac ¢o y nghfa 1am sang
nao dang chia y vé tuong tac gifta pantoprazol va cac thubc dung thong thuong nhu diazepam,

phenytoin, nifedipin, theophylin, digoxin, warfarin hodc thudc tranh thai dudng udng.

Gidng nhu cac thube e ché bom proton khéc, pantoprazol co thé lam giam hép thu mot 50
thubc ma su hép thu cua ching phu thudc vao pH da day nhu ketoconazol, itraconazol. Dau co

nang va dau xuong co thé xay ra khi ding methotrexat cling véi pantoprazol.
Tac dung khong mong mubn:

Nhin chung, pantoprazol dung nap (8t ca khi didu tri ngén han va dai han. Cac thude e ché bom

proton lam giam do acid ¢ da day, ¢ thé tang nguy co nhidm khuin duong tiéu hoa.
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Thwong gap, ADR > 1/100
Toan than: mét, chong mat, dau dau.
Da: Ban da, may day.
Tiéu hoa: Kho miéng, budn ndn, ndn, day hoi, dau bung, tdo bon, ia chay.
Co khdp: Dau co, dau khop.
ft gap, 1/1000 < ADR < 1/100
Toan than: Suy nhugc, choang vang, chong mat, mat ngu.
Da: Ngua.
Gan: Tang enzym gan.
Hiém gap, ADR < 1/1000
Toan than: Toat md hdi, phi ngoai bién, tinh trang khé chiu, phan vé.
Da: Ban dat san, tr(mg cé, rung toc, viém da troc vay, phu mach, hong ban da dang.
Tiéu hoa: Viém mi¢ng, O hot, rdi loan tiéu hoa.
MAt: Nhin md, chimg so dnh sang.
Than kinh: Mt ngd, ngli ga, tinh trang kich dong hoac e ché, U tai, run, nham 1an, 4o giac, di cam.
Mau: Tang bach cAu ua acid, mét bach cAu hat, giam bach cau, giam tiéu cau.
Noi tiét: Liét duong, bét luc & nam gidi.
Tiét nidu: Dai mau, viém thin k.
Gan: Viém gan, vang da, bénh ndo & ngudi suy gan, tang triglycerit.
R6i loan ion: Giam natri mau.
“Thong bdo cho bdc st nhirng tic dung khong mong mudn gdp phdi khi sic dung thubc”.
Qua lidu va xir tri:

Céc sb lidu vé qua lieu cua cac thude e ché bom proton & ngudi con han ché. Céac dau
hiéu va triéu chimg cua qua liéu co the la: nhip tim hoi nhanh, gian mach, ngu ga,la |an, dau dau,

nhin mo, dau bung, budn nén va ndn.

Xir tri- Rira da day, dung than hoat, didu tri triéu ching va hd tro.

Theo ddi hoat dong cua tim, huyét ap. Néu non kéo dai, phai theo doi tinh trang nudc va
dién giai.

Do pantoprazol gén manh vao protein huyét tuong, phuong phap thAm tach khong loai
duoc thude.
Duoc luc hoc:

Phan loai: Gc ché bom proton.

ATC code: A02BCO2.



Pantoprazol la dan xut ctia benzimidazol, ¢6 tac dong uc ché bai tiét acid da day bang

cach tre ché chon lgc tai bom proton & té bao thanh da day.

Pantoprazol dugc chuyén hoa thanh cac dang chuyén hoa ¢6 hoat tinh trong moi truong
acid cua té bao thanh da day do uc ché men H+, K+-ATPase, nhu giai doan cudi ctia qué trinh sén
sinh hydrochloric acid trong da day. Su ¢ ché phu thudc lidu va tac dong dong thoi 1én ca qué
trinh bai tiét co ban va tdng san sinh cua acid hydroclorid. Haiu hét bénh nhan giam trigu ching
trong vong 2 tuan. Gidng nhu cic chét e ché bom proton va c ché thu thé Ha, didu tri voi
pantoprazol gay giam acid da day, do d6 lam tang nong do gastrin ty 1€ theo ndng do acid giam.
Qua trinh tang ndng do gastrin da day ¢6 tinh chat thuén nghich. Do pantoprazol gén két voi
enzym nim xa diém gitra cua thy thé té bao bé mit, no ¢o thé tac dong mot cach doc lap 1én qua
trinh bai tiét acid hydroclorid cua céc chét kich thich khac nhu (acetylcholine, histamine, gastrin).

Téc dong nay gibng nhau K& ca khi thude duoc chi dinh theo duong ubng hoc tinh mach.

Céc chi s6 gastrin gia tang sau khi dung pantoprazol. Khi dung thude trong thoi gian ngén,
hiu nhu cac chi s nay khong vuot qué gi6i han trén cua muc binh thuong. Trong céc didu tri dai
han, hau hét cac truong hop c6 chi s6 gastrin tang gép d6i. Tuy nhién, tinh trang gia tdng quéa muc
chi xay ra & mot vai truong hop. Két qua la co su gia tang tir nhe dén vira cac té bao endocrine déc
higu (ECL) ¢ da day duoc ghi nhan trong mot nhém nho bénh nhan dung pantoprazol trong mot
thoi gian dai. Tuy nhién theo mot sb nghién ctru, sy hinh thanh céc tién than carcinoid (tdng san
khong dién hinh) hodc carcinoid da day dugc tim thiy & dong vat thi nghiém khong tim thdy &

con nguoi.
Dugc dong hoc

Hap thu: Mefogin 40 mg l4 vién nén bao tan trong rudt, vi vay thude chi hap thu sau khi
vao da day. Lidu ubng 40 mg pantorazol hp thu nhanh va dat ndng do peak 2-3 mecg/mL sau
khoang 2,5 gio. Thubc chuyén hoa 1An dau lugng nho, va sinh kha dung toan phan dat 77%. Dung
ddng thoi khang acid khong anh hudng dén hép thu. Ubng Mefogin 40 mg vi thirc an ¢6 thé 1am
chim su hép thu cua thude t6i 2 gio hodc hon, tuy nhién khong lam thay dbi ndng do thude ti da
(Crmax) va dién tich dudi duong cong (AUC).

Phan bd: Thé tich phan bd vao khoang 0,15 L/kg va do thanh thai khoang 0,1 L/h/kg. Ty 1€
gin két protein huyét tuong khoang 98%.

Chuyén hoa: Thude gan nhu dugc chuyén hoa hoan toan & gan thong qua hé théng
cytochrome P450 (CYP). Chuyén héa khong phu thudc duong dung. Con duong chuyén hoa
chinh 1a khir methyl bai CYP2C19, tiép tuc sulfat hoa, con duong chuyén hoéa khac bao gdm sy
oxy héa boi CYP3A4. Khong c6 bing chimg chimg to chat chuyén hoa ctia Mefogin 40 mg c6 tac
dung dugc ly dang ké.

Thai trir: Sau khi ubng Mefogin 40 mg, khoang 71% lidu duoc thai trir qua nudc tiéu va
18% bai tiét qua phan. Dang khong thay dbi khong chuyén hoa qua than. Nira doi bdn thai ca

thubc vao khoang 1 gio.
Dac diém ctia bénh nhan/nhém dac biét

Yéu cau khong giam lidu khi ubng pantoprazol ¢ nhiing bénh nhan han ché vé chirc nang

than (bao gom bénh nhén thdm tach). Vi & nhiing bénh nhan khoe manh, nira doi ban thai cua
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pantoprazol ngan. Chi mot lugng nho pantoprazol co thé bi tham tach. Méc du chét chuyén hoa

chinh ¢6 nira doi ban thai cham (2-3 gio)

Duoc dong hoc cua thude khong thay dbi khi diéu tri don lidu ho#c diéu tri nhic lai. 0
mic liéu khoang 10 dén 80 mg, dong hoc trong huyét tuong clia pantoprazol hiu nhu tuyén tinh
ca khi diéu tri duong udng va duong tinh mach.

Pantoprazol nhanh chong hép thu va dat ndng dd ti da trong huyét tuong chi sau khi udng
mot liéu don 40 mg. Pantoprazol dugc hép thu hoan toan sau khi uéng. Sinh kha dung toan phén
tir dang vién nén co thé dat dén 77%. Thuc pham an cung khong anh hudng dén dién tich dudi
dudng cong AUC va nong do thude toi da trong huyét thanh, do d6 khong anh huong dén sinh kha
dung cua thube. Trung binh khoang 2,5 gio' sau khi udng thube dat nong do tdi da trong huyét
thanh 1a 2-3 mecg/ml, ndng do nay gitt nguyén sau nhidu 13n didu tri. Nra doi ban thai cubi cling
ciia thube vao khoang 1 gid. Chi co mot it truong hop thude thai trr chdm. Do tac dong hoat hoa
chon loc clia pantoprazol 6 té bao bia, thoi gian nira doi thai trir cla hoat chét khong tuyén tinh

v&i thoi gian kéo dai tac dong cia thube (e ché bai tiét acid da day).

Pé xa tam tay tré em

DPoc ky hudng din st dung trudc khi dung.

Néu cin thém thong tin xin hoiy kién bac s.

Thubc nay chi dung theo don cua bac si.

Piéu kién bao quan: Noi kho rdo, thoang mat, tranh anh sang, dudi 30°C.

Han dung: 36 thang ké tir ngdy san Xuét.

Nha san xudt: BILIM ILAC SANAYII VE TICARET A.S.

Gebze Organize Sanayi Bolgesi 1900 Sokak, No: 1904 41480 Gebze — Kocaeli, Tho Nhi Ky.

TUQ.CUC TRUONG

Pham Thi Vi Hamb



