https://trungtamthuoc.com/

at A \
COPHAN |
XUAT NHAP KHAU

MAU NHAN

1. Nhin tryc ti€p trén don vi déng géi nho nhat:
a). Nhian vi 15 vién nang.

¢
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b). Nhan chai 100 vién nang.
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2. Nhén trung gian:
a). Nhdan hdp 2 vi x 15 vién nang.
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THANH Pnin MBi vi&n nang chia CHi DINH, CACH DUNG & LIEU DUNG, CHONG CHi
= SURIfid oo o 50Mg pyNK, TUONG TAC THUGC, TAC DUNG PHY VA
AR oy faucy n:«]n's BIEY CAN LU Y - . ‘r?m
A0 QUAN: ol ki, it 66 15 30, ténh : Y 2 Xin doc trong 19 hudng
sang tryc tiép. dan sir dung
£2 GMP-WHO
Tz 2 vix 15 vién nang
za M AXDOTYL 2 blisters x 15 capsules
. O
8%
£ Sulpirid 50 mg \i\f“
}J /

«

COMPOSITION: Each capsule contains INDICATIONS, DOSAGE AND ADMINISTRATION,
- Sulpiride ............... .50 mg CONTRAINDICATIONS, INTERACTIONS, SIDE
- Excipients .......... ~SO0% EFFECTS AND OTHER PRECAUTIONS: Read the

STORAGE: Store m dry place at tamperature
15 - 30°C, protect from direct light. package insert.
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A GMP-WHOD
A8 100 vién nang
MAXDOTYL

Sulpirid 50 mg

«
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THANH PHAN : M3i vién nang chia -
- Sulpirid ...

- Té dugc ... Y
CHI BINH, CACH DUNG & LIEU DUNG,
CHONG CHI BINH, TUONG TAC THUGC,
TAC DUNG PHU VA NHUNG BIEU CAN
LUU ¥ : Xin doc trong t& huting ddn si
dung.

BAD QUAN: Noi khd, nhigt do 15 - 30°C,
tranh dnh séng tryc tiép.

T
TIEU CHUAN AP DUNG - TCCS

BE XA TAM TAY CUA TRE EM
0OC K¥ HUONG DAN Sif Dung TRUEC KHI DING

GMP-WHO
100 capsules

MAXDOTYL

Sulpiride 50 mg

«

DOMESCO

b). Nhdan hop | chai x 100 vién nang.

COMPOSITION: Each capsule contains

- Sulpiride ... 50 MG
- Excipients ..o, 5.0
INDICATIONS, DOSAGE AND METHOD OF
ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package
insert.

STORAGE: Store in dry place, at temperature
16 - 30°C, protect from direct light

REGISTRATION NUMBER: ..........
MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
AEAD CAREFULLY THE INSTRUCTIONS BEFORE USE

NGAY SX-50 L8 SX-HD
Mig date-Lot No-Exp date
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3. Toa hwéng dén sir dung thube:

Toa hiomg ddin sir dung:

MAXDOTYL"

* Thanh phin: M&i vién nang chira

SBUIPHTA < s s svcvssnincnsnassansuiavasns s s s s ssssais sis sisahie oo os S 5SS h 555 79 s S8 RS VR TE T T S SIS S S SR S S S e R SR RS S 50 mg
- Téa dugce: Lactose, Talc, Magnesi Sarat........ ..ot a e e s e et e e e e ea e enenas vira di 1 vién nang
* Dang bao ché: Vién nang.

* Qui cach dong goi:

-Hop 2 vix 15 vién.

- Hjp 01 chai 100 vién.

* Dwge e hoe:

Sulpirid thujc nhém benzamid, c6 téc dyng chong réi logn tdm thén thong qua phong bé chon loc céc thy thé dopamin D; & ndo. C6 thé
coi nhu mjt thude trung gian gilra céc thude an than kinh (neuroleptic) va thubc chf‘mg trAm cam, vi sulpirid cé ca 2 tac dung d6. Sulpirid
chi yéu duge ding dé dig‘u tri céc bénh loan than nhu tam thin phén ligt. Khi sic tang 1én sau vai ngay diéu tri, kém theo 1a mit hét cac
triéu chimg rdm rd ciia bénh. Sulpirid khong gdy budn ngi va mét xiic cam nhu khi ding céc thude an than kinh kinh dién nhu loai
phenothiazin hodc butyrophenon. Sulpirid li¢u cao kiém soat dugc céc tri¢u chimg duong tinh rdm rd cia bénh tam thin phan liét nhung
lidu thép lai 6 tac dung 1am hoat bat, nhanh nhen d6i véi ngudi bi tim thin phan liét tho' o, thu minh khong tiép xiic véi xa hoi. Tuy c6
mét s6 dac tinh cia céc thubce an thén kinh kinh dién, sulpirid khac véi cic thube doé vé céu triic héa hoe va khéng giy chimg gilr nguyén
tu thé, khong tic dong dén h¢ adenylcyclase nhay cam véi dopamin, khong tac dong dén luan chuyén noradrenalin va $-HT, hiu nhu
khong 6 tac dung khang cholinesterase, khong tac dong dén thy thé muscarinic hoic GABA.

* Duge djng hoc:

Sulpirid hap thu chdm qua dudng tiéu héa, sinh kha dung thip va thy thudc vao c4 thé. Néng dé dinh dat duge tir 3 - 6 gidr sau khi udng 1
li¢u. Phéin bd nhanh vao cic md, qua duge sita me nhung qua hang rio mau — nio kém. Lién két véi protein huyét twong thip (< 40%).
Thai trir qua nude tiéu va phén, chi yéu dudi dang chua chuyén héa (khoang 95%). Thsi gian bén thai khoang 8 — 9 gidr.

* Chi djnh:

Tam théin phan liét cip va man tinh.

* Chéng chi dinh: I~
- Qué méin v6i sulpirid. ) /
- U tiy thugng thén.

- Réi loan chuyén héa porphyrin cép.

- Trang thai than kinh trung uong bj trc ché, hon mé, ngd doc rugu va thube tre ché thin kinh.

- Phdi hop véi levodopa vi ddi khang canh tranh véi sulpirid va céc thudc an than kinh.

* Thén trong:

- Trong céc truémg hop suy thdn, cin giam lidu sulpirid va tang cudng theo ddi. Néu suy thin ning, nén didu tri timg dgt gién doan.
- Ngudi bj dong kinh vi c6 kha nang ngudng co gidt bj ha thép.

- Ngudi cao tudi: Vi dé bj ha huyét ap thé dimg, budn ngii va dé bj céc tac dung ngoai thép.

- Ngudi ubng rugu hofic dang ding céic logi thude chira rugu vi 1am tang budn ngi.

- S6t cao chua rd nguyén nhan, cin phai ngimg thudc dé loai trir hoi chimg an thén kinh éc tinh.

- Nguoi bj hung cam nhe, sulpirid liéu thip c6 thé lam cdc triéu chimg niing thém.

* Twong tic thube:

- Sucralfat hofic céc thubc khang acid c6 chira nhém ho@ic magnesi hydroxyd 1am giam hép thu sulpirid. Nén ding sulpirid sau khi uéng
céc thude khang acid khoang 2 gitr dé tréanh tuong tac. )

- Lithi: Lam tang kha nang gy rdi loan ngogi thap cua sulpirid cé thé do lithi 1am tang kha ning gén sulpirid vao thy thé dopaminergic D,
& ndo.

- Rugu: Lam tang tic dung an thén ciia thude, trinh udng rugu va céc thirc udng c6 cdn trong khi dung sulpirid.

- Thudc ha huyét 4p: C6 thé lam tang tic dung ha huyét ap va gdy ha huyét ap thé dimg.

- Céc thude tre ché thin kinh trung vong: Tang tic dung (e ché thin kinh c6 thé gay hiu qua xu, nhét 1a ngudi 14i xe va van hinh mdy
moc.

* Tée dung phu:

Sulpirid dung nap tét. Khi ding liéu diéu tri, tac dung khdng mong mudn thudmg nhe hon céc thude chéng loan thin khéc.

- Thudng glip: Mt ngi hogc budn ngil, tang prolactin mau, tang tiét sira, rdi loan kinh nguyét hofic vo kinh.

- It gfip: Kich thich qua mirc, hdi chimg ngoai thip (ng6i khdng yén, Vg0 0, con quay miit), hoi chirg Parkinson, loan nhip, xoén dinh.

- Hiém gip: Chimg v to & dan 6ng, loan véin dong mudn, hoi chimg sét cao 4c tinh do thubc an than kinh, ha huyét 4p thé dimg, chim
nhip tim hofic logn nhip, ha thin nhiét, nhay cam véi 4nh séng, vang da do r mét.

Thong bio cho Bac si nhimg téc dung phu khéng mong mudn gap phai khi sir dung thudc.

* Phy nir ¢6 thai va cho con bi:

- Sulpirid qua nhau thai c6 thé gy téc dung khong mong mudn trén thin kinh ctia thai nhi, khong nén dung thuc trong thosi kv mang thai
nhét 12 trong 16 tu?m diu.

- Sulpirid phan bd vao sira mg véi lugng tuong dbi 16m va c6 thé gay phan img khéng mong mudn déi véi tré ba me, phu nit dang cho con
bt khéng nén ding hojic ngimg cho con bt néu ding thude.

* Khong diing thude khi lii thu xe va véin hanh may méc.
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* Cfich diing va liéu diing: Dung udng

* Ngudi 16n: Diéu tri tim thin phan liét: 200 mg — 400 mg, ngay 2 I4n. Néu cin c6 thé tang lidu t6i da 1,2g, ngay 2 lin & nhimg bénh
nhén c6 déu hidu tich cyc hojic tang tong liéu 800 mg/ngdy & nhimg bénh nhan c6 déu hiéu tiéu cyc.

* Tré em trén 14 tudi: 3 mg — 5 mg/kg cén ning mdi ngay.

* Nguoi cao tudi: 50 — 100 mg/lin, ngay 2 lan, sau ting din dén liéu hidu qua.

* Ngudi suy thin: Phai gidam liéu hodic tang khoéng cach giira cdc ldn dang thude tiy thude do thanh thai creatinin.

- D thanh thai creatinin 30 — 60 ml/phut: Ding liu bing 2/3 liéu binh thuong.

- D§ thanh thai creatinin 10 — 30 ml/phut: Ding liéu bing 1/2 liéu binh thudmg.

- D thanh thai duéi 10 mU/phat: Dung liéu bing 1/3 lidu binh thudmg.

* Luu y: Trudmg hop suy thdn vira va ngng khong nén ding sulpirid.

* Qui lidu va xir tri:

- Qué lidu: Thudmg gﬁp khi dung tr 1 — 16 g, nhung chua ¢6 tir vong ngay ca & lidu 16 g Lidu1-3 g c6 thé gy trang théi ¥ thirc u
4m, bdn chdn va hiém gap céc triéu chimg ngoai thap. Liéu 3 — 7 g ¢6 thé giy tinh trang kich ddng, 14 1in va hoi chimg ngoai thap
nhiéu hon. Liéu trén 7 g, ngodi céc triu chimg trén con c6 thé gap hdn mé va ha huyét ap. Céc triéu chimg thudng mét trong vai gio.
Trang thai hon mé gip khi dt‘mg liéu cao co thé kéo dai tai 4 ngay.

- Xir tri: Sulpirid khong c6 thude gidi doc dac hiéu. Néu méi ubng thube, nén rira da day, cho uéng than hoat (thubc gay nén khong co
tic dung), kiém héa nude tiéu dé tang thai thube. Néu cin, c6 thé dung thube didu trj hdi chimg Parkinson va dung céc bign phép diéu
tri hé trg va diéu tri trigu chimg khac.

* Khuyén céio:

- Khéng dung thudc qua han ghi trén nhan.

- Khéng dung qué liéu chi djnh. "

- Doc k¥ hwéng din sir dyng trude khi dung, néu cin thém thong tin xin héi y kién Béc si. L\k

- Thude nay chi ding theo don ciia Béc si. ﬂ/ A

- Dé xa thm tay tré em.

* Bdo qudn:

- Noi kho, & nhiét d§ 15 - 30°C, tranh énh séng tryc tiép.

- Han diing: 36 thang ké tir ngay san xudt.

* Tiéu chufin: Tiéu chufn co so

P Noi sdn xudt va phdn phoi:
@ CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dja chi: 66 - Quéc 19 30 — Phudng My Phii — TP Cao Lanh — Ddng Thap

DOMESCO
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