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E Thanh phan: Chi dinh, cach dung, chéng chi dinh va cac
f M3i vién nhai chira: théng tin khéac: xem t& hudng dén sir dung
SIMethiCone .....evververvreerirnenie. 125 mg thubec kem theo.

Ta dugc vira da 1 vién.

Miticon V- 125

DE XA TAM TAY TRE EM.
Bao quan: Noi khd ro, tranh anh sang, DOC KY HUONG DAN SUY DUNG
nhiét dd khong qua 30°C. TRUGC KHI DUNG.,
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Tiéu chudn chét lwgng: USP Nha san xuét:

SPK: CONG TY CO PHAN DUQC VA VAT TU'Y TE BINH THUAN
bC: 192 Nguyén Hoi, P. Pha Trinh, TP. Phan Thiet,
Tinh Binh Thuan

Nha déng ky: 3
CONG TY TNHH THUONG MAI DUQ'C PHAM PHUC ANH
DC: 726 Lay Ban Bich, P. Tan Thanh, Quan Tan Phu,
TP. Ho Chi Minh

-----

Miticon V - 125

Vi: 34 x 86mm (Alu-PVC)
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M 1a san xult:
Miticon V- 125 CONG TY CO PHAN DUQC VA VAT TU'Y TE BINH THUAN
DC: 192 Nguyén Hji, P. Phu Trinh, TP. Phan Thidt,
{ Tiéu chudn chat lwong: USP Tinh Binh Thuan
‘ SBK: Nha dang ky:
CONG TY TNHH THUONG MAI DUQC PHAM PHUC ANH
C: 726 Lay Bén Bich, P. Tan Thanh, Quan Tan Phd,
TP, Hb Chi Minh
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Thanh phan: Chi dinh, cach ding. chéng chi dinh va cac
M vién ohai chira: théng tin khac: xem 1o fuong din s dung
SIMENICONS ....oooeerecsecmrarerineen 125mg thudc kem theo.
Ta dugc vira 46 1 vién.

DE XA TAM TAY TRE EM.
Bao quan: Nai kha rdo, tranh anh séng, DOC KY HUONG DAN SU DUNG
nhiét do khdng qua 30°C. TRUGC KHI DUNG.
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Huéng déan sir dung thudc

Vién nhai MITICON V - 125
Simethicone........cceeen.. 125 mg

Doc kj hubng dén sik dung trude khi diung
Pé xa tam tay tré em
Thong bdo ngay cho bdc st hodic dugc st nhitng phdn iing c6 hai gdp phdi khi siv dung thudc

1. THANH PHAN CONG THUC THUOC

Méi vién chita

Thanh phan dugc chét: Simethicone 125 mg

Thanh phan ta dugc: Sucrose, Pearlitol Flash vira dii 1 vién.

2. DANG BAO CHE

Vién nhai

Mb ta dang bao ché: Vién nén trdn, mau trz‘mg, thanh va canh vién lanh l3n.
3. CHI PINH

Giam chiing ddy hoi, chuéng bung va lam giam triéu chimg khé chiu do c¢é qua nhiéu khi
trong duong ti€u hoa.

4. CACH DUNG, LIEU DUNG

Cach dung:

Nhai ki vién thudc trude khi nubt (khong nén nuét ca vién)

Liéu ding

Nhai ki 1 dn 2 vién sau khi &n va truéc khi di ngt néu cin

Khong vuot qua 4 vién 1 ngay trir khi ¢6 chi dinh cta bac st

5. CHONG CHi PINH

M&n cam véi simethicone hoic bit ky thanh phén ndo ctia ché pham.
Thiing hoc téc rudt (da biét hodic nghi ngo).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng nén dung simethicone dé dicu tri con dau bung & tré em vi chua ¢ du théng tin v loi
ich va d9 an toan cho Ira tu6i nay.

Khéng dung qua liéu khuyén céo.

Trénh d0 udng c6 carbonat (soda hogic nuée ngot) hodc céc thitc &n c6 thé 1am ting lugng khi
trong da day.

Canh bao doi voi td dicoc
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Thudc ¢6 chira sucrose, bénh nhan bi rdi loan di tr uyen hiém gdp nhu khong dung nap
fructose, kém hip thu glucose- galactose hoic thiéu hut enzym sucrase-isomaltase khong nén
ding thudc nay.

Thudc ¢6 chtra Pearlitol Flash (mannitol), c¢6 thé cho tac dung nhuan trudng nhe.

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nir ¢6 thai

Do Simethicone khong hép thu, nén khéng thé doan duoc 14 c6 bat ky tac dung phu nao dbi
VO’l phy nit ¢6 thai va cho con bu hay khong. Tuy nhién, nhu véi tit ca cc loai thube khac,
cAn thn trong tr ong nhiing diéu kién nay.

Khéng 15 thube c¢6 qua duge nhau thai hay khong, nhung do hép thu ctia simethicone qua rudt
bi han ché, diéu d6 1am giam kha ning phoi nhiém d6i véi thai nhi.

Phu nir cho con bu
Khong c6 béo céo v& dung thudce trong thoi ky cho con bt hodc do lwong thude duoc bai tidt
vao sita.

Khong biét simethicone c6 dugc bai tiét vao sita me hay khong cling nhu khong 10 kha néng
gdy ra cac ADR & tré bti me. Can can nhéc nguy co/loi ich khi st dung thubc nay cho ba me

dang cho con bu.

8. ANH HUONG CUA THUOC LN KHA NANG LAI XE, VAN HANH MAY MOC
Simethicone khong c6 ho#c ¢6 4nh huéng khong déng ké dén kha ndng lai xe va van hanh
may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac ciia thude

Levothyroxin: Dung ddng thoi levothyroxin va simethicone c6 thé lam giam hap thu
1evothy10x1n dan dén giam hleu qua cla levothy10x1n gdy gidm ning tuyén gidp. Néu dung
ddng thoi hai thudce nay phai udng cach nhau it nhat 4 gi0. Theo do6i mirc

TSH va/hodc céc dénh gi khac vé chirc ning tuyén gidp khi bt ddu dung hodc khi ngimg
dung simethicone trong khi diéu tri bang levothyroxin

Twong ky ciia thudc

Do khong ¢6 cac nghién ctru vé tinh twong ky cua thuéc, khéng tron 14n thude ndy véi céc
thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan tmg c6 hai dugc trinh bay theo hé thdng co quan va tAn sut. Cac tin suit dugc phan
loai nhu sau: R4t thuong géap (ADR > 1/10), thuong gdp (1/100 < ADR < 1/10), it gip
(1/1.000 < ADR < 1/100), hiém gdp (1/10.000 < ADR < 1/1.000), rat hlem gédp (ADR <
1/10.000) va khong rd (khong thé wéc tinh duge tAn sudt tir céc dit liéu sin co).

Roi loan h¢ mién dich
Khong r8: Phéan ttng quéa man nhu: phtt mét va kho thé.
Trang 2|3
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Réi loan tiéu héa

Khong ro: Budn ndn, ndn, tdo bon, dau bung.
Réi loan da va md dwéi da

Khoéng rd: Phu mach, ngira, phét ban.

Thong bdo ngay cho bdc sy hodc dwoc st khi gdp cdc tdc dung khong mong muon nhw trén khi
stk dung thudc hodc bdo cdo cdc phan iing c6 hai cia thube vé Trung tdm Thong tin thudc va
Theo doi phan 1tng c6 hai cua thuée (ADR) Quéc Gia. Pia chi: 13 - 15 Lé Thdnh Téng - Hodn
Kiém - Ha Néi. Pién thoai: 024.3.9335.618; Fax: 024.3.9335642.

11. QUA LIEU

Khong c6 truong hop qua lidu nao duoc béo céo.
12. QUY CACH PONG GOI

Hop 3 vi Al-PVC/ Al - Al vi 10 vién nhai

Hop 6 vi Al-PVC/ Al - Al vi 10 vién nhai

>
Hop 10 vi Al—-PVC / Al— Al vi 10 vién nhai %)

1\:
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA > i
THUOC S

Diéu kién bao quéan: Bao quan noi khd rdo, tranh 4nh sang, nhiét 4o dudi 300C. Pé thudc ra
khoi tAm nhin va tam tay cua tré em.

Han dung: 36 thang ké tir ngay san Xuét.

Tiéu chudn chét luong: USP

14. TEN, PIA CHI CUA CO SO SAN XUAT VA CO SO PANG KY

Co s& san xuit: CONG TY CO PHAN DUQC VA VAT TU' Y TE BINH THUAN
192 Nguyén Hoi, Phudng Pha Trinh, TP. Phan Thiét, Tinh Binh Thuin

Co s& dang ky: CONG TY TNHH THUONG MAI DUQC PHAM PHUC ANH
726 Lu§ Ban Bich, Phuong Tan Thanh, Quéan Tan Phu, TP. HS Chi Minh
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