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TIEU CHUAN AP DUNG: TCCS

REGISTRATION NUMBER: ............

SPK:
MANUFACTURER'S SPECIFICATION

Simacone

oE XA TAm TAY TRE EM

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
(Dat ching nhan 150 9001 2008 & ISOYIEC 17025 2005)

(Achieved 180 8001: 2008 & IS0/EC 17025: 2005 cerlifications)

66, Quc 1§ 30, P. My Phi, TP. Cao Linh, Bdng Thip
66, National road 30. My Phu Ward, Cao Lanh City, Deng Thap Province

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

THANH PHAN: M3 vién nang mém chia
- Alverin citrat . e

- T4 duge
BAD QUAN: Nai khd, nhigt da dufi 30 °C. trdnh &nh sdng.

CHI BINH, LIEU LUONG & CACH DUNG,
CHONG CHI BINH, TUONG TAC THUGC, TAC
DYNG KHONG MONG MUGN VA NHONG BIEU
CAN LUU ¥: Xin doc trong td hudng ddn sit

cox3raH- Blirs feiy
JOVKS 0 05

THUAGC BAN THED BN
PRESCRIPTION ONLY

Rx

Simacone:

Alverin citrat 60 mg / Simethicon 300 mg

GMP-WHO

«

DOMESCO

Hop 1 vix 10 vign nang mém
Box of 1 blister x 10 soft capsules

COMPOSITION: Each soft capsule contains:

- Alverine cirate 60 mg
- Simethicone 300 mg
Exciplents ... i WA

- Excip B
STORAGE: Store in a dry place, below 30 °C. protect from light,

INDICATIONS, DOSAGE AND
ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER
PRECAUTIONS: Read the package inser,

~Simacone




«5 (XUAT NHAP KHAU|

5p 2 vi x 10 vién nang mém.
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THANH PHAN: MBi vién nang mém chia: CHI BINH, LIEU LUGNG & CACH DUNG, (
- Alverin citrat N 60mg  CHGNG CHI BINH, TUONG TAC THUGC,
- Simethican 300mg  TAC DYNG KHONG MONG MUGN VA
- Té dugc .. viadl  NHONG DIEU CAN LU ¥: Xin doc trong 1

BAD QUAN: Noi kno, nhiet do dusi 30 °C. trédnh 4nh séng

huéng ddn s dung.

Ce/aH- Ois fely
0% 0] 05

Rx

THUGC BAN THED BON
PRESCRIPTION ONLY

Simacone:

«

DOMESCO

Alverin citrat 60 mg / Simethicon 300 mg

GMP-WHO

Hep 2 w1 x 10 vién nang mém
Box of 2 blisters x 10 soft capsules

COMPOSITION: Each soft capsue contains:
= ANBINO TILAIE ..o vcnmicanmamsmrerssamsrmmne .
... 300 mg

- Simethicone ...
- Excipients ... ..

60 mg

sqf

STORAGE: Store in a dry place, below 30 °C, protect from

light

INDICATIONS, DOSAGE AND
ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS,
SIDE EFFECTS AND OTHER
PRECAUTIONS: Read the package insert.




Simacone’
()

DOMESCO

RX THUGC BAN THEQ BON

DOMESCO

Simacone:

Alverin citrat 60 mg / Simethicon 300 mg

¢). Nhan hop 10 vi x 10 vién nang mém.

mmacone

THANH PHAN: Méi vign nang mém chia:
= ANVBAN CILIAL ..ot enssiierainenss BO MG
- Simethicon . > 300 mg
STAAUIC o VLR D
CHI DINH, LIEU LUGNG & CACH DUNG, CHONG
CHI BINH, TUONG TAC THUOC, TAC DUNG KHONG
MONG MUGN VA NHONG BIEU CAN LUU ¥: Xin doc
trong t huting din si dung.

BAO QUAN: Noi khd, nhigt dd dugi 30 °C, trdnh dnh
sdng.

B e e
TIEU CHUAN AP DUNG: TCCS

BE XA TAM TAY TRE EM
DOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG

CONG TY C8 PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Quic1 30, P. My Pho, TP. Cao Lanh, Béng Thip

RX PRESCRIPTION ONLY

«

DOMESCO

Simacone

Alverine citrate 60 mg / Simethicone 300 mg

Simacone

COMPOSITION: Each soft capsule contains:

- Alverine citrate ... 6O MG
- Simethicone ... 300 mg
S BTSSR S s.qf.
INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER PRECAUTIONS: Read the
package insert,

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

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

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66, National road 30, My PhuWard, Cao Lanh City, Dong Thap Province

GMP-WHO Hép 10 vix 10 vién nang mém {Dat chiing nhan IS0 9001 2008 & ISOAEC 17025, 2005) GMP-WHO Box of 10 blisters x 10 soft capsules {Achieved 150 9001 2008 & ISD/EC 17025: 2005 certifications)
56 16 SX/Lot:
Ngay SX/Mfg
HD/Exp.
P
)




TO HUONG DAN SU DUNG THUOC

|- Mat truong luc dai trang.

Rx
Thude ban theo don

SIMACONE®
THANH PHAN
M5bi vién nang mém chira: ..
L e VIR . (- &
4 O I s uomonsmmmsnsontan s v s o K SRS S SRS DR |

- Ta dugc: Colloidal silicon dioxid A200, gelatin bloom 200, glycerin, sorbitol long, natri |

benzoat, mui vanilin. titan dioxid.

DANG BAO CHE

Vién nang mém, dung udng.

QUY CACH PONG GOI

Hop 1 vix 10 vién; hop 2 vi x 10 vién: hop 10 vi x 10 vién.
CHI PINH

Diéu tri riéu chimg dau do co that co tron tiéu hoa co kém day hoi, truéng bung. nang bung, vi
du nhu cac triéu chimg trong hoi chimg ruét kich thich.,

LIEU LUQONG VA CACH DUNG

Dung udng.

- Ngudi 16n va tré em tir 12 tudi trés 1én: Mdi lan 1 vién, 2 — 3 lan/ngay. trude bira an.
- Tré em dudi 12 tudi: Khong ding.

CHONG CHI PINH

- Qua man voi cac thanh phan cua thude.

- Tac rudt hoac liét rudt.

- Tac rudt do phan.

THAN TRONG KHI SU DUNG
- Phu nit ¢6 thai va cho con bu.

- Phai d(.i‘l kham thdy thudc néu xudt hi¢n cac triéu chimg maéi hode céc tri¢u chimg con dawy

dang. x4u hon, khong cai thién sau 2 tuan diéu tri.
PHU NU CO THAI VA CHO CON BU
- Thoi ky co thai: Céc nghién ctru trén dong vat cho thay thudc khong gay doc tinh trén phoi

| thai ciing nhu khong gy quai thai. Tuy nhién, s6 liéu trén nguoi con han ché. do do than trong |

khi stir dung cho phu ntr ¢6 thai.

- Thoi ky cho con bii: Khong nén ding thudc trong thoi ky cho con b vi bang chimg vé dé an
toan con }:101 han.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thude ¢o thé gay dau dau, chong mat. Can than trong khi lai xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Dung o liéu chi dinh khong c6 twong tac thudce.

. TAC DUNG KHONG MONG MUON (ADR)

- Phan tmg di timg bao 551}1 ca sdc phan vé. kho tha vavhodc tho kho khe.

- Nhire dau, chong mat, budn nén. vang da, ngtra, phat ban.

Thong béo cho béc si nhitng tac dung khong mong mudn gap phai khi sir dung thude.

* Hudng din cdch xiv tri ADR ’ ‘ ’

Cac ADR thuong nhe, khong can phai xur tri. Néu thay ngtra, phat ban, can ngimg thude, theo
dai phan tmg phan vé tuy rat hiém xay ra.

QUA LIEU VA CACH XU TRi

- Triéu chitng qud liéu alverin citrat: Ha huyel ap va triéu chimg nhiém doc giéng atropin nhu
gidn dong:, tir, nhip tim nhanh, tho nhanh, sét cao, hé than kinh trung wong bi kich thich (bdn

& ]

chon, 16 1an, hung phan, cac phan (g rdi loan tdm than va tam ly, hoang tuong, mé sang, doi




khi co giat). Frtrong wp ngo doc n'm‘g thi hé than kinh trung uong bi kich thich qua murc ¢o thé
dan dén tc ché. hon mé, suy tudn hoan, suy ho hap roi tr vong.

- X tri: Nhu khi ngd doc atropin va bién phap hd trg diéu tri ha huyét ap. Néu l1a do udng qua
licu thi phai ria da day. nén cho udng than hoat trude khi rua da day. Khong duge dung
diazepam khi bi kich thich va co giat. Khong duoc dung phenothiazin vi sé lam tang tac dung
cua thude khang acetylcholin. [
DUQC LUC HQC |
* Alverin citrat ¢6 tac dung truc tiép dac hiéu Chong co that co tron & duong tiéu hoa va tu
cung, nhung khong anh huong dén tim, mach méau va co tron khi quan ¢ liéu dicu tri.

* Simethicon la chét phéa hiy bong bong hoi ¢ da day va rudt, hiéu qua chong day hoi va truémg |
bung.

' DUQC DONG HQC
' * Sau khi duge hép thu tr duong ticu hoa, alverin citrat chuyén héa nhanh chong thanh chat |

chuyén hoa co hoat tinh, nongz dd cao nhat trong huyel twong dat duoc sau khi uong 1 — 1.5 gio.
Sau do thube duoc chuyén hoa tiép thanh cac chat khong con hoat tinh va duoc thai trir ra nude
ticu bang bai tiét tich cuc o than. '
Thoi gian ban thai trung binh la 0.8 gio doi vai alverin va 5.7 gior cho céc chat chuyén hoa co
hoat tinh.
* Simethicon khong duoc hap thu ¢ duong tiéu hoa. Chit nay dugc dao thai qua phan.
BAO QUAN Noi kho, nhiét do dudi 30 °C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xuat.
- THUOC NAY CHI DUNG THEO PON CUA BAC SI
-bOC KY HU’Q’N(‘ DAAN SU DUNG TRUOC KHI DUNG
- NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
-DE XA TAM TAY TRE EM
NHA SAN XUAT VA PHAN PHOI

A\ CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
\'!; Dia chi: S6 66. Qudc 16 30, Phuong M§ Phu. Thanh phé Cao Lanh, Tinh £
DEIMESCO) DOHE‘ TI]dp

Dién thoai: (067) - 3851950 ,_J
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