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Mises en garde spéciales: En cas d'apparition de hévre inexpliquée, de paleur ou de forte transpiration, 1 est
éralif d'alerter édi L un médecin ow un service d'urgence.

Special warnings: In the even! of unexplained fever, pal of heavy sweating, il is | that you alert a doctar
ar an emergency medical service immediately

Advertencias especiales: En caso de hebre, palidez o sudoracion excesiva inexplicables es esencizl que alerte de
inmediato a un médico o a un servicio de emergencias

Fabncant/Manufacturer/Fabricante : Sanoh Winthrop Industrie - 6 boulevard de | Europe - 21800 Quétigny - France / Franoa

245308

Dogmatil® 50 mg
sulpiride / sfp:'m‘a

Lire attentivement la notice avant ubilsation / Read rzft!nlir the package insert before wse | Leer alentamente el inseria antes utilzacdn
Tenis hars de [a poriée el e a wue des enfants [ Keep out of the reach and gt al children | Manténgase fuesa del alcance y de la vista de bos ifos
Aconserver & une tempéralure e dépassant pas 30°C | Store a1 a temperature o higher than 30°C / Consenvar 2 lemperaturas no mayores de 30°C
e tis F Rx - Thude néntheodon BDGMATE-“I Wl;n ey SBK
sanon-aventis France pde base (50mg) Vienneng Hip2vix 15vwén Boc ki g diin s 1ing
113, boulevard Romain Rolland Eh.%n: cheh ing, thiing chidinh, vk chethéng bn khic xem HOSD thube 5818 SKxam Lot n”

s - = halic Loten™ Ngay SX xem Fab/Mig' Handiing xem' Pér hage"Exp’ hodic' Cad® y
' g rn?:n.i-::|nmn“mmn;aa3nalh 18 ngay 01 cia thang Han ding [Exp) o / :
Baoquan thubc & nhust 4 khing qua I0°C. wathm taytrd am Tidu chullo nhasanx ol
e o e e o o
Nndakh i Clngty F
3 '582910"009115% MMekLEH NquyBnTaubng T4, Quln 4, To HE ChiMinh Vie! Nam 187
Médicament autarisé/Autharized medicine/Medicamenlo autorizado n® 303 289 7 (34003 30328971
\

Composition: sulpiride 50 mg, excipient §.5.p. une gélule
excipient q 5. one capsule
I Composicidn: sulpirida 50 mg, excipiente ¢.$ p. una capsula dura € ur probemiena da sovia
Excipent a eﬂhel notoire: ‘iiac;?se i Be very "““m
Excipient with recognized effect: lactose E 3 bkt
Excipiente a efecto notario: lactosa bl i e
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Code AC / Item : 245310 Couleur(s) / Color(s) : 2

Noir
Description AC:  Alu Dogmatil Gél. Rouge PMS Warm Red C
Destination : Export
Date / Version :  30-06-10 V1
Plan: A 09 Accord £QL

Laire : 104 mm
Polices / Fonts . Ocean Sans
Texte corps mini / Text size mini : 5,5 pt

Code actuel / Current code : 159759

Modification(s) apportée(s) a cette version / Modification(s) brought to this version : -

50 mg DOGMATIL" 50 mg DOGMATIL” 50 mg DOGMATIL" 50 mg
€ sulpirida sulpiride sulpiride
Gélules %aglsuulsg

Capsulas duras

Uso oral Voie orale

Prescription only medig
sanofi-aventis France
Sanofi Winthrop Industrie -

Uniquement sur ordonnance
sanofi-aventis France
Sanofi Winthrop Industrie - France

Bajo receta médica
sanofi-aventis France
Sanofi Winthrop Indusirie - Francia

pnly medicine
tis France
p Indusirie - France

DOGMATH_Jl 50 mg DOGMATIL® 50 mg DOGIVI;‘\TIL4 50 mg D
sulpiride sulpirida sulpiride
Capsules Caplsu as duras Gt_rfules!
Vaoie orale

Oral use Uso oral

Uniguement sur ordonnance
sanofi-aventis France
Sanofi Winthrep Industrie - Fra

Bajo receta médica
sanofi-aventis France
Sanofi Winthrop Industrie - Francia

Prescription only medicine
sanofi-aventis France
Sanali Winthrop Industrie - France

MATIL® 50 mg DOGMATIL® 50 mg DDGMAT”. 50 mg DC "' Tl
ST sulpirida 5:5‘:";: & oy

Capsulas duras

Uso oral Voie orale

Uniguement sur ordonnance
sanaofi-sventis France
Sanofi Winthrop Industrie - France

Sajo lece T
sanofi-aventis France
Sanofi Winthrop Industrie - Francia

ription only medicine
sanofi-aventis France
pli Winthrop Industrie - France

DOGMATIL® 50 mg DOGMATIL" 50 mg

sulpiride sulpirida
Capsules Capsulas duras
Oral use 50 oral

J mg

Bajo receta médica
sanofi-aventis France
sanofi Winthrop Industrie - Francia

I of dcnnance Prescription anly medicine
nee sanofi-aventis France
indushrie - France Sanofi Winthrop Industrie - France

Sanofi winlhrup Industr -

IL" 50 mg DOGMATIL® 50 mg DOGI‘\MTIL6 50 mg
sulpirmde sulpirida Géi::lrl'ﬁe

(a psules Capsulas duras
Usn uml

Oral use Voie orale

Uniquement sur ordonnance
sanofi-aventis France
Sanofi Winthrop Industrie - France

Bapu receta
sanofi-aventis Fram:e
Sanofi Winthrop Industrie - Francia

DOGMATIL® 50 mg
sulpirida

Capsulas duras

e e

Preseription only medicine
anofi-aventis France
agy ndustrie - France

250 mg

Code a imprimer

une fois par tour

de cylindre

Laisser autour du code
une réserve de texte égale
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DOGMATIL 50 mg

VN label

dimension: (70 x 17) mm

Fox -Thubc bien then don DOGMATIL 50 mg SEK
sulpiride base {50mg) Vidnnang Hap2vix 16vikn Dockfhudng dn sir dung Insdekhiding
Chidirnh, cheh alng. chling ehldinh va cacthéng tin knae xem HDSD thubc S6185X xem Lot n™
hoge’Batehn™ hede® Lote n'* Mgy 5X xem’Fab/Mig' Han cisng xam’ Pér* hoge"Exp® hodc Caa”
intén bao bl Ngdy héthan si aung thulc [& ngdy 01 cia thang Han ding [ Exp)
Bao quiin (nude & nhigt 49 I:lhoﬁngqui 30°C 4 xatdmiay i€ em Tibw chubn nha san xult
Sdnxy SANOF| WINTHROP INDUSTRIE, 6 boulevard de | Eurape 21800 Quitigny. Phap
Nhaokhdubai: Cang ty TNHH MTV Dugs Shighn (SAPHARC D)

18-20 Nguykn Tredng TS Quin 4 TpHA ChiMinh, Vidt Nam

V2

Rx - Thubcbantheo don. DOGMATIL® 50mg SPK: =7

sulpiride base (50mg). Vién nang. Hop 2 vix 15 vién. Doc k§ hudng dén st dung trwdc khi dung. |

Chidinh, cachding, chéng chi dinh, va cac thong tin khac: xem HDSD thuéc. S0 16 SX xem“Lot n®™
hodc “Batch n™ hodc“Lote n”* Ngay SX xem“Fab/Mfg”, Han diing xem"Pér” hodc “Exp" hodc “Cad”
in trén bao bi. Ngay hét han sir dung thuéc 1a ngay 01 cua thang Han dung (Exp).

Bao quan thubc & nhiét dd khong qua 30°C. D& xa tAm tay tré em. Tiéu chuan: nha san xuét.

San xuéttai: SANOFI WINTHROP INDUSTRIE, 6 boulevard de I'Europe, 21800 Quétigny, Phap
Nhap khau b&i: Congty TNHH MTV Dwec Saigon (SAPHARCO),

18-20 Nguy&n Trwdng T, Quan 4, Tp.Hb Chi Minh,Viét Nam i

—
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DOGMATIL® 50 mg
sulpiride
vién nang

Thuée ban theo don clia bac i,

Poc ki heérng dan sir dung thudc trwdre khi dung.

- Néu cén thém thong tin, hay héi bac sT hodc dugc si.

- Hay gi toa hwéng dan sl dyng thube nay. Ban cé thé
cén doc lai.

- Thubc nay dwgc chi dinh riéng cho ban, ban khéng dugc
dwa cho ngu@l khac dung ngay ca khi ho co triéu chirng
gibéng ban, vi c6 thé gay hai cho ho.

- Néu bét ky tac dyng phy nao tré nén trdm trong, hoac
néu ban ghi nhan cé bAt ky tac dung phu nao khéng néu
ra trong toa thudc nay, hay bdo cho bac si hodc duwc si.

THANH PHAN

Hoat chét chinh: Sulpiride base (50 mg) cho mét vién nang.
Ta dwoc: lactose, methyl cellulose, talc, magnesi stearat.
Vo vién nana: gelatin, titanium dioxide (E171).

DANG BAO CHE VA TRINH BAY
Vién nang. Hp 30 vién (2 vi x 15 vién)

CHI BINH

Thuédc an than kinh thuge nhém benzamide.

Thubc dwerc chi dinh dieu tri mét sé thé lo du & ngudi lon
va didu tri cac réi loan hanh vi & ngudi lom va tré em trén

LU Y DAC BIET

Trong trréng hop €6 sét khdng rd nguyén nhan, t&i nhet,
hodc ra md héi nhiéu, ban cin théng bao ngay cho bac si
hoac khoa cép ciru clia bénh vién.

£ phat hién xem ban ¢ bj bénh tim hay khdng, bac sTco
thé sé yéu chu ban lam dién tam db, béi vi thude nay cd
thé gay réi loan nhip tim (xem Tac dung khong mong
mudn).

Phai than trong khi diing thudc nay & nhirng bénh nhan c6
nguy cor dgt quy.

Phai than trong khi diing thudc nay & nhirng bénh nhan
Ién tudi méc chirng sa st tri fué.

Phai thén trong khi diing thubc nay néu ban hoéc gia dinh
ban ¢ tién st bi cuc mau déng vi diing thuée chdng loan
thAn cé lién quan véi sy hinh thanh cyuc mau ddng.

Déi vori tré em, cAn dugc theo doi lién tuc.

Khuyén khong diing thudc vién nang cho tré em dudi 6
tudi vi co thé gay nghen hoac héc thude.

Khéng nén dung thudc ndy chung véi nrou hodc cac
thuéc c6 chira cbn, voi levodopa, thudc ddng van
dopamine khang Parkinson, thubc diét ky sinh tring c6
kha nang gay xoan dinh (réi loan nhip tim trAm trong),
methadone, cac thubc an th&n kinh, va cac thube khac cd
kha nang gay xodn dinh (xem Tuong tac véi cac thube
khac).

Do thudc co chira lactose trong thanh phdn, khéng nén
dung thubéc nay trong trugmg hop khong dung nap
galactose, thiéu lactase, chirng kém hép thu glucose va
galactose (bénh chuyén hoa hiém gép).

Néu ban khéng chéc chan v& didu gi, cin héi y kién bac si
hoac dugc si.

6 tubi THAN TRONG KHI DUNG
LIEU DUNG, BLPONG DUNG, CACH DUNG < Dé bac s diu chinh liu va/hodc theo déi qua trinh didu
Liéu ding P — '“\ tri cia ban, cAn phai théng bao cho bac si biét néu ban bj:
Thubc chi dung cho nguwéi Iémn va tré em tl‘mmbl . nh tim,
Lidu lwgng co thé thay dbi va diéu chiafl tiy lheo ting "’“.{'h Parkinson,
bénh nhan. O '. N than, R o 6 : .
Trong moi trwémg herp, ban phai tuanjtHl luuéf 61 theo 2 ienksir co cac con co gidt (tnrée day hodce trong tho
toa bac si. { 9';" n?’a\f) hoacu:f?ngk;zhlﬁ .
| - dai thao dudrng hodc co cac yéu 16 nguy co mac bgnh nay
Cach diing va drong ding “'NAu an khéng chic chin vé diéu gi, r.gn hai y kién bac s
Buwéng uong_‘ duoe si.
Théi gian diéu tri
TUAN THU THEO TOA B : % THAI = NUOI CON BANG S(PA ME
Phuy nir c6 thai
ﬁ:;?l:Gdﬁ:gl E:!g: nang at?(-)iﬁ\l'l mg trong n Chi nén diing thude nay trong théi ky cé thai néu bac sT ké
M 4= don cho ban.

treérng hop sau day. Néu phat hid . . ) .

- 4 . . phat hién ra minh c6 thai trong khi dang diing thuéc,
e ol LR "’"'pmw b cir thanh ph hay héi y kién bac ST vi chi co bac sT méi quyét dinh I3 cb
nao clia thubc, nén iép tuc dung thubc hay khang
- cac khéi u phy thudc prolattin, I du nhu u tuyén yén Y :
hodc ung thw va, \ Phu nir dang nudi con bang sira me
- u tiy thrgng than (mdt t@puong than gay tang Khéng nén cho con bu sira me trong théri gian ding thuée.
huyét ap nang), Ban phai ludn héi ¥ kién bac si hodc dwgc si trude khi

- két hep véi cac thube argopamine khong diing
trong dieu trj khang Parl n: dabergoline, quinagolide
(xem Tuwong tac 1hu6c va ng tac khac)

Néu ban khéng chac chan ve diéu gi, can héi y kién bac sT

hoédc dugc si.
S
\ )

dung bét ky mét loai thube nao.

NGL'¢YI LAI XE VA VAN HANH MAY MOC
Ngu&i 1ai xe va van hanh may moc cAn biét 1a thudc cb
1h gay budn ngl.
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Théng tin quan trong vé mét sb ta dwoe cia thube:
Thubc co chira lactose.

TUONG TAC THUOC VA CAC TUONG TAC KHAC
Khéng dugc phéi hop thube ndy véi cabergoline hodc
quinagolide {1a cac thubc ding cho réi loan tiét sra) (xem
Chéng chi dinh)

Tranh diung thudc nay két hep véri:

- cac thubc ding dé diéu tri bénh Parkinson,

- c4c thube gay xoén dinh (rdi loan nhip tim nang),

- ubng ruru hoac cac thube co chira cbn.

Phai bao cho bac si hoac dwgc sT biét vé tat ca cac loai
thubc ma ban dang ding hodc vira méi ding, k& ca cac
thudc khang can ké don.

TAC DUNG KHONG MONG MUON

Nhur moi loai thubc, vién nang Dogmatil 50 mg cé thé gay

ra cac tac dyng khong mong mudn & mot sé ngudi.

- mét kinh, vii to & nam gidi, tiét sira dAu vi bat thwong,

- bAt Iyc, lanh cam,

- tang can,

- ngt ga,

- run, ciimg & vavhodc cac cir ddng bét thudmg & mét (va ludi),

- cam giac chéng mat khi tir i thé nadm hodc ngdi chuyén
sang tw thé dirng,

- loan nhip tim, cé thé d&n dén tir vong,

- ddng kinh,

- ndi ban,

- tang men gan,

- cuc mau déng trong tinh mach, dac biét & hai chan {triéu
chirng bao gbm sung phéng, dau va dé) co thé di qua
mach mau dén phbi, gay dau nguc va kho thé, néu ban
gap cac trigu ching nay hay dén bac si ngay,

- héi ching 4c tinh do thubc an than kinh co thé dan dén tir
vong: sét khong 16 nguyén nhan, ra md hdi, tai nhet, thay
abi huyét ap hodc nhip tim, thay di  thire, co cing co.

Cén bao naay Iap tirc cho bac s hoac trung tam cép ci

néu cb cAc triéu chirng nay (xem Luwu y dac biét).

B4t ky tac dung bét thudng nao xuét hién trong théi gian

ding thudc déu phai bao cho bac si.

BAC TINH DU'Q'C LIFC HOC

Thubc an than kinh BENZAMIDE

ATC code: NOSALO1

Véi lidu th&p sulpiride can thiép vao duwiong dan truydn
than kinh dopaminergic trong nao, tao ra tac dung hoat
héa kich thich gidng nhuw dopamine. Vi lidu cao, sulpiride
c6 tac ddng lam giam san xuit dopamine.

DAC TINH DU'Q'C BONG HOC

- Sau khi ubng mét vién nang Dogmatil 50mg, ndng A%
dinh cla sulpiride trong huyét teong dat dwoc sau 3-6
giér 4 0,25 mg/l.
Sinh kha dyung ctia dang uéng nay tir 25-35%, véi sy
thay dbi rAt nhidu tiy tieng ngudi.
Tinh chét dugc ddng hoc cha sulpiride 1a tuyén tinh theo
lidu ding tir 50 dén 300mg

- Sulpiride phan bd rat nhanh vao trong cac mé: thé tich
phan bd bidu kién & tinh trang néng dé thudc 6n dinh
trong mau 1a 0,94 Vkg. Sy gan két voi protein huyét
trong khoang 40%. Sulpiride duwoc bai tiét qua siva t&i

mét mirc 4§ gici han va di gqua dwgre hang rao nhau thai.
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- Sulpiride chuyén héa kém & ngudi,

- Sulpiride bai tiét chi yéu qua than théng qua su lec clia
cau than. Dp thanh thai toan phiin 1a 126 mi/phdt. Thei
gian ban thai la 7 giér.

QUA LIEU

Néu ban ding thubc qua lidu kh;zvén dung, ngay Iap téc

théing bao cho bac s hoac khoa cap clru clia bénh vién vi

cb nguy co gay réi loan tim nang.

BAO QUAN

D& thudc ngoai tim nhin va tm tay cia tré em.
Khéng duge ding thubc qua thai han sir dung co ghi bén
ngoai hdp thube.

Bao quan thubc & nhiét d6 khong qua 30°C.

Khéng dwoc loai bd thube vao nudc thai hodc thung rac
thai gia dinh. Hay hoi dwec si cach hiy bd nhirng thube
khéng ding nay. Cach xi tri nay sé giip bao vé mdi
trrérng.

Han diing: 36 thang ké tir ngay san xuét

Tiéu chudn: Nha san xuét,

Ngay cap nhat t& huéng din sir dung: 11/2009
Nha san xudt

SANOFI WINTHROP INDUSTRIE.

6, boulevard de 'Europe
21800 Quétigny, Phap

245309




