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MAU HOP XIN PANG KY

Box of 3 blisters x 10 film-coated tablets

Tripotassium dicitrate bismuth 300mg ‘ !

WHO - GMP
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CH TABLET TAI
potassium dif ")lsmuth 300mg
Exclplem s per 1 tablet
m‘c instruction and contra-indication:
9350851511726

wlluﬁon: In - 8

Store In a dry plul below 30°C, protect from light. —_—
Read leaflet carefully before use DONG NAM MANUFACTURING
Keep out of reach of children TRADING PHARMACEUTICAL CORP.

HGp 3 vi x 10 vién nén bao phim

DOMELA

Bismuth tripotassium dicitrat 300mg

muth tripotassium dicitrate 300mg

DOMELA

GMP - WHO

mbi VIEN CHUA:

Bismuth trpotassum diate. 300mg SOK: 84 Lo 8X:
cn || o din, ik i, s o doh Noly 8X;
tin me xem t hudng ddn sif dung. Han Ding:
's‘! [] Nﬁ kho nhigt d0 dudi 30°C, tranh 4nh S8NG.  cANG TY C6 PHAN SX - TM DUGC PHAM BONG NAM
;& 1] llml din'sit dyng trude khi ding L8 2A, Budng 1A - KCN Tan Tgo, P.Tdn Tao A,
xa tém tay ciia tré om Q. Binh Tan - TP.HCM - Viét Nam
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MAU HOP XIN PANG KY

Box of 6 blisters x 10 film-coated tablets

Tripotassium dicitrate bismuth 300mg ‘ E§
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Flpotassium dicirats bismutn 300mg

Excipient g.8...........cc.en. per 1 tablet
Indication, dosage, instruction and contra-indication:

in mo leaflet
fication: In - house
Store in a dry place, unarc protect from light.
Read leaflet carefully before DONG NAM MANUFACTURING
N Keep out of reach of ﬁlllrln TRADING PHARMACEUTICAL CORP.

HGp 6 vi x 10 vién nén bao phim

Bismuth tripotassium dicitrat 300mg E
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P
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)DOMELA

)) Bismuth tripotassium dicitrate 300mg

M1 VIEN chU
Busmmh mpmassun dicitrate.. SOOmo SBK: S6L6 SX:
UOC VA v '
. . o, o iy, i 7 o Nody SX:
céc tho un khdc: xem t hudng ddn sl dung. Han Ding:
I?‘ 9 NG knd, nhiét d duti 30, trdnh 4nh s8n0.  cANG Tv C6 PHAN SX - TM DUGC PHAM DONG NAM
3‘ Ky ""l ddn sit dyng trude khi ding L6 2A, Buding 1A - KCN Tan Teo, P.Tan Tao A,
xa tim tay ciia tré em Q. Binh Tén - TP.HCM - Viét Nam
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Box of 10 blisters x 10 film-coated tablets

DOMELA

Tripotassium dicitrate bismuth 300mg

»
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V1AIWOd

WHO - GMP
D OM E I.A Read leaflet carefully before use {
EACH TABLET CONTAINS: ‘

Tripotassium dicitrate bismuth 300mg

|

Keep out of reach of children ‘

|

Excipient g.s.......ccccceeven per 1 tablet ‘

935085m511726

Indication, dosage, instruction and contra-indication: 8
See in the leaflet

Specification: In - house

Store in a dry place, below 30°C, protect from light.

DONG NAM MANUFACTURING
TRADING PHARMACEUTICAL CORP.

»

GMP - WHO

Hop 10 vi x 10 vién nén bao phim

DOMELA

Bismuth tripotassium dicitrat 300mg

I,)ONG NAM

DOMELA RS

m&i VIEN CHUA: D€ xa tdm tay clia tré em
Bismuth tripotassium dicitrate...300mg |
Té duge vifa Al 1 vién SBK: $6 16 SX: ‘

Chi dinh, liéu diing, cdch dung, chéng chi dinh va Nody SX: 1
céc thong tin khdc: xem t3 huéng dén sif dyng. Han Ding:

Tiéu chuén: TCCS

Bdo quan: Noi khd, nhiét dé duéi 30°C,
tranh anh séng.

|
|
CONG TY C6 PHAN SX - TM DUGC PHAM DONG NAM !
L6 2A, Budng 1A - KCN Tén Tgo, P.Tan Tao A, |
Q. Binh T4n - TP.HCM - Viét Nam
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DOMELA
Pé xa tim tay cua tré em
Poc ki huéng din sir dung trwée khi dung
Thong bao ngay cho bac si hodc duge si nhirng tac dung khong mong muén gip phai khi sit dung thude
PHANTI : HUO'N G DAN SU DUNG THUOC CHO NGUOI BENH
1. Thanh phin, ham lwgng ciia thude :
MGbi vién nén bao phim chira:

Bismuth tripotassium dicitrat ......................... 300 &> JFGN
Ta durgc: Lactose monohydrat, Microcrystalline cglit icel) \KOR, Natri lauryl sulfat, Povidone (PVP)
&y (senasl) vy Magnesi stearat, Hydroxypropyl

K30, Tale, Primellose, Colloidal silicon le
methylcellulose (HPMC) 615, Polyethylene glycol (Pl G)[ﬁ!&Q}H’ﬁMan d.-_} yd.
2. M ti san phiam : Vién nén tron bao phim mau trgh
3. Quy cach déng goi :
Vi 10 vién, hop 3 vi, hop 5 vi va hop 10 vi.
4. Thubc dung cho bénh gi ?
Piéu trj viém loét da day va ta trang
5. Nén dung thube nay nhr thé nao va lidu lwong ?
Cach dung :
Dung dudng ubng. Udng truée khi dn 30 phut hoas\y huéng dan cuia bac si. Nudt nguyén vién véi nira cde
nudc.
Théi gian tbi da cho mot dot didu tri 1a hai thang; Domela khong nén dugc sir dung dé diéu tri duy tri.
Liéu ding :
Ubng 2 vién/lan, ngay 2 lan, dung 4 — 8 tuan.
Tré em: Khong khuyén céo sir dung
6. Khi nao khong nén ding thudc nay ?
Qué mén véi bismuth tripotassium dicitrat hodc bat ky thanh phan nao cua thudc.
Khong ding trong trwong hop ¢6 ché d6 an ubng thap kali
Suy than ndng.
7. Tac dung khong mong muén :
Thuong gap, ADR > 1/100
Réi loan ti€u héa: Phan ¢6 mau den do tao thanh bismuth sulfid nhung ¢6 thé phan biét d& dang v&i phan den
do xuat huyét duong tidu hoa.
It gap, 1/1000 < ADR < 1/100
Roi loan tiéu hoa: Budn ndn, ndn, tdo bén, tiéu chay
Da va céc rbi loan mo du6i da: Phat ban, ngira
Hiém gap, ADR < 1/1000
R&i loan hé théng mién dich: Phan tmg phan vé )
Théng bdo cho bdc st nhitng tic dung khdng mong mudn gép phai khi sir dung thuéc.
8. Nén tranh dung nhirng thudc hodc thwe phim gi khi dang sir dung thude nay ?
Khong an hoac udng bét ctr thir gi, hodc dung cac thude khac ddc biét 1a cac thudc khang acid, nira gi trude
khi hoac sau khi dung thudc. Sira, tréi cdy hodc nudc ép trdi cdy c6 thé lam giam tac dung ciia thude.
9. Can lam gi khi mdt lin quén khong dung thude ?
Néu ban quén khong dung thuoc dung né ngay khi ban nhd. Néu thoi gian gan t6i lidu ké tiép thi hay bo qua
lidu bi quén va dung liéu ké tiép nhu binh thuong.
Khong nén ding lidu gip doi dé bu cho liéu da bi quén.
10. Cén bio quéan thude nag nhw thé nao ?
Noi kho, nhiét d6 dudi 30°C, tranh anh sang.
11. Nhirng déu hi¢u va tri¢u chu’ng khi ding thubc qua liéu :
Dén nay chua cé bao céo gi vé qua lidu.
12. Cén phii lam gi khi dung thube qua lleu khuyén cso ?
Néu ban uéng qué lidu khuyén céo, ban can lién hé v6i béc si, duge st hodc phong cép ciru bénh vién gan nhét
ngay lap tirc, dem theo céc vién thudc con lai va hop néu co thé.

o
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13. Nhirng diéu can than trong khl diing thude nay :
Hay thong béo cho bac si blet
- Néu ban c6 cac van dé vé than
- Diing Domela & liéu cao trong mot thoi gian dai. Diéu nay khong nén vi sit dung lau dai c6 thé gy ra hai

cho néo.

Hay cho bac si hoac dugc ST cua ban biét néu ban dang dung hoac gin day c6 dung bét ky loai thude nao,
bao gom ca thudc khong can toa béc si.
Su két hop cta Domela véi:
- Céc loai thudc khéc c6 chira bismuth c6 thé gay ha/i,
- Tetracyclm (lam glam tac dung cua tetracyclm)

e\xem xét & cdc bénh nhan suy giam
chitc nang than hodc bénh nhan c¢6 ché do an uén kzmidv)@)thlﬂmAs d
Tac dong cua thudc khi ldi xe va van hanh may byge °HAM

Str dung cho phuy nir ¢6 thai va cho con bi :
Khong nén dung trong sudt thoi ky mang thai
14. Khi nao can tham van bac si, dwgec si ?
Trong truong hop qué lidu hogc gip tac dung khong mong mudn.
Khi dang ding thudc khac hodc mot loai thuc pham
15. Han dung cia thude : 36 thang ké tir ngay san xuat
16. Tén/biéu twong ciia nha san xuit/nha nhép khiu /chii s& hiru gidy phép dang ky san phém -

con u ru kh1 ¢6 sur chi dinh cua thay thude

g

ol CONG TY CO PHAN SX - TM DUGC PHAM DONG NAM

L& 2A, Budng 1A - KCN Tan Tao, P.Tan Tao A.Q. Binh Tan - TP.HCM.
DT:(08) 3754.1748, (08) 3754.1749; FAX: (08) 3754.1750.

17. Ngay xem xét sira doi, cip nhat lai ngi dung to hwéng din sir dung thude :

PHAN II : HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. Dwgec luce hoc :
Ma ATC: A02BXO05
Domela chira bismuth tripotassium dicitrat la phirc hgp mudi bismuth én dinh & dang keo hd trg cho viéc
diéu tri loét da day ta trang. Bismuth tripotassium dicitrat tao phirc & pH acid v6i amino acid tao ra do céc
md loét hoai tir dé hinh thanh mang bao v€ & vi tri hé 1oét, va vi vdy bao vé vét loét khoi acid dich vi. N6
lam manh thém sy bao vé mang nha“ly bang cach kich thich sy tao ra chit noi sinh prostaglandin. Bismuth
tripotassium dicitrat ddy H pylori ra khoi mang nhay da day, vi thé sau khi diéu tri sur tai phat thip hon so
v6i diéu tri khang H,.

2. Dwgc dong hoc :
Hép thu: Bismuth tripotassium dicitrat tac dong tai chd 1a chu yéu. Tuy nhién c6 mot lugng bismuth rét nho
duogc hp thu qua dudng ti€u hoa. Lugng hap thu nay tity thudc vao liéu ban dau va dat dinh cao sau 4 tudn
st dung. Véi lidu diéu tri 480 mg/ngay, nong do bismuth trong méau trung binh khoang 7ng/ml (ndng do
bao dong la 50-100ng/ml).
Phén phdi: Trén stc vét thir nghiém, hau hét bismuth hap thu déu dén than, & cac co quan khac chi la vét.
Trén ngudi chua rd.
Bai tiét: Hau hét bismuth trong bismuth tripotassium dicitrat dwgc bai tiét qua phan dudi dang bismuth
sulfit. Luong nhé bismuth hép thu duoc thai trir qua than véi téc do khoang 2,6%/ngay va can khoang 2
thang dé thai hoan toan.

3. Chidinh:
Diéu tri viém loét da day va ta tring

4. Chong chi dinh :
Qua mén vé&i bismuth tripotassium dicitrat hogc bt ky thanh phén nao cua thude.
Khong dung trong trudong hop co ché d¢ an udng thép kali
Suy thén ndng.

5. Cach ding va liéu dung :
Cach dung :
Dung dudng ubng. Ubng trude khi an 30 phit. Nudt nguyén vién véi nira cbe nude.
Thoi gian t6i da cho mot dot diéu tri 12 hai thang; Domela khong nén duge st dung dé didu tri duy tri.
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Liéu dimg :
Ubng 2 vién/lan, ngay 2 lan, ding 4 — 8 tun.
Tré em: Khong khuyén céo sir dung
6. Than trong khi ding thudc :
Khong nén ding dong thoi v6i cac thude c6 chira Bismuth.
Phéan c6 mau den do bai tiét qua phan du6i dang bismuth sulfit
Su dung qua liéu va kéo dai nén trénh.
Thube nay chira khoang 50 mg kali trong m01 vién thu6e. Can dugce xem xét & cac bénh nhén suy giam
chirc ning than hogc bénh nhan c6 ché d6 an udng kali khong kiém soat.
Trong thudc cé chita ta dige:
Lactose monohydrat: Bénh nhan mic cac rbi loan di truyén hiém gip vé dung nap galactose, chimg thiéu
hut lactose Lapp hodc rdi loan hip thu glucose — galactose khong nén sir dung thudc nay.
Tac dong cia thude khi li xe va vin hanh may méc :
Thube khong gy anh huong dén kha ning 14i xe va van hanh may moc.
Sir dung cho phu nir ¢6 thai va cho con b :
Domela chéng chi dinh str dung trong thoi gian mang thai.
Khoéng cé thong tin vé viéc thudc c6 bai tiét trong sira me.
7. Twong tic thude :
Domela 1am giam sy hép thu cua sét, calcium khi dung dong thoi.
Dung chung véi cac thudc khang acid, thirc udng chira carbonat nhu bia, sira hodc thuc pham chira protein,
c6 thé lam giam hiéu qua ctia Domela. Trong trudng hop nay, nén udng thude cach 30 phut trude khi dn
hodc sau khi an.
Piéu tri trude voi omeprazol lém&dlép thu mudi bismuth 1én 3 lan, go1y ¢6 su tang nguy co doc tinh
néu ding lidu phéap 2 thudc nay.
Dung dbng thoi v6i céc chat dbi khang H, hodc khéng acid lam giam hiéu luc cua cac mudi bismuth so véi
khi dung don dgc trong bénh loét.
Téc dung ciia tetracyclin dudng udng c6 thé bi rc ché khi dung ddng thoi véi bismuth.

8. Tac dung khong mong muén : _
Thuong gap, ADR > 1/100 :
Réi loan ti€u héa: Phan c6 mau den do tao thanh bismuth sulfid nhung c6 thé phan biét d& dang véi phan .
den do xuét huyét duong tiéu hoa.

It gap, 1/1000 < ADR < 1/100
] <
A

!

¢

Réi loan tiéu héa: Budn ndn, ndn, tio bon, tidu chay
Da va cac rbi loan mé dudi da: Phat ban, ngira p
Hiém gap, ADR < 1/1000
Réi loan hé thong mién dich: Phan tmg phan vé
9. Qua4 lidu va cach xir tri :
Cho dén nay chua c6 bang chimg vé trudng hop qua liéu.
Trong truong hop qué lidu, ngung dung thube, diéu tri triéu chimg va ding céc bién phap hd trg.

TUQ (LC’II{IY)\(J
PTRLO‘\Q PHONG
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