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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic lap — Ty do — Hanh phic
GIAY XAC NHAN

NOI DUNG THONG TIN THUOC
Tén Co quan x4c nhin: Cuc Quan ly Duge-Bo Y té

Xac nhén ndi dung thong tin thudc:
STT Tén thudc S6 giay ding ky lwu hanh
1 New Ameflu Expectorant VD-16960-12

Pon dé nghi sé: 21/OPV-TT

Tén co s& dé nghi xac nhan: Cong ty C3 phdn Dugc phdm OPV

Dia chi: S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa 2, Bién Hoa, Dong Nai
Hinh thire théng tin thube: Tai liéu thong tin c]lg_cén bo y t&

S6 gidy xac nhan: 0326/2017/XNTT/QLD~—,,;»
A

Ha Néi, ngay 08 thdng/{é . nam 2017
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I MAANM HOBAM  aASEFLY

SIRO

Piéu tr ho dam

Giup long dam,

l[am loang dich tiét phé quadn
dé dé ho khac ra ngodi

SIRO AMEFLU LONG DAM

THANH PHAN: Méi 5 ml siro chia:

chy nuoc mai khi bi cam lanh. CACH DUNG VA LIEU DUNG: 7ré em dudi 4 tudi: tham khdo y kién bac si. Tré em tir 4 dén duoi 6 tudi: ubng ¥
mubdng ca phé (2,5 mi)/ Ian, cach mdi 4 gio. Tré em tr 6 dén duoi 12 tudi: ubng 1 mudng ca phé (5 mi)/ Ian, cach mdi 4 gio. Tré em tir 12 tudi tro
1én va nguot fan: udng 1-2 mudng ca phé (5-10 mi)/ kn, cach mdi 4 gio. Khong ding qua 6 iéu frong 24 gio hodc theo su huong dan clia b si.
CHONG CH BINH: Bénh nhan mén cam voi bét ky thanh phén nao ciia thudc, dang ding cac thudc IMAO (mot vai thudc diéu trf trdm cam, bénh Iy
tam than hay cdm xic, hodc bénh Parkinson). TAC DUNG KHONG MONG MUON: Thudc co thé gay: Nhip tim nhanh, manh hoac réi loan, chong mat,
lo &u, mét méi, sét, on lanh, tang huyét ap, mét ngl, dau dau, nguoi yéu, run rdy, da nhot nhat, 4o giac. Mot s§ truang hop di ung voi thudc nhu:
phat ban, kho thd, sung mat, moi, miéng, luti hoac ¢ hong. TUONG TAC THUGC: Dung ddng thoi phenylephrin voi alcaloid ndm cua ga (ergotamin
va methylsergid): lam tang ngd doc ndm cua ga. Ding dong thai phenylephrin vol digoxin: kam tang nguy co nhip tim khong déu hodc con dau tim.
Khong dung thudc nay néu ban dang dung cAc thu6c uc ché IMAO. Dung ddng théi phenylephin vai cac amin co tac dung gidng thén kinh giao cam,
Thudc chéng trdm cam ba vong co thé lam gia tang cac tac dung khong mong mudn vé tim mach. Phenylephrin co thé lam giam hiéu luc cla cac
thudc chen beta va cac thudc chong tang huyét ap, khong diing ddng thoi phenylephrin vai alcaloid ndm cua ga, digoxin. LUU Y VA THAN TRONG:
Tré em duot 4 tudl. Tham khao y kién bac si néu xay ra cam giac bon chon, chong mat hoac mét ngl, cac triéu chung khong céi thién trong vong 7
ngay hodc co kem theo sdt. Phai c6 su huong d4n cila bac si trong cac truong hop sau: cac ching ho dai dang hay man tinh, viem phé quan man
tinh hoac khi phé thiing hoac ho co dam nhiéu, co bénh tim, huyét ap cao, bénh tuyén giap, tiéu duong, tiéu kho do phi dai tuyén tién hiét, suy than
nang hoac suy gan, ngudi cao tudi. Tac dong clia thude khi Il xe va van hanh may moc: Dung than trong. Phu nir ¢6 thai hoac che con bu: tham
khéo y kién bac si trudc khi dung thubc nay.

NHA SAN XUAT & PHAN PHOI: CONG TY CO PHAN DUOC PHAM OPV - S6 27, Buang 3A, KCN Bién Hoa l, Phuong An Binh, Thanh

ph6 Bién Hoa, Tinh Béng Nai, Viét Nam. S5 gidy xc nhan noi dung quéng c4o thuc cla B Y 1&: .../XNQC..., ngay ... thang ... /
nam... Ngay ....... thang ....... Ram ....... in tai ligu.
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Ameflu
Expectorant

Sird

THANH PHAN: MBi § ml sird chifa;
Hoat chat:
Guaifenesin........ ...50 mg

Phenylephrine HC.. s NG

Té duge: Propylen glycol, acid citric, natri benzoat,
glycerine, sorbitol 70%, huong cam, tartrazine, quinoling
yellow, sucralose, nutic tinh khiét.

CHI BINH:

- Gidip long dém (dich nhdy), lam lodng dich tigt phé quin
dé dé ho ra ngoai hon.

- Gidm tam thoi sy sung huy8t mii (nghet mii) va xoang,
chay nudc mii khi bj cam lanh.

CACH DONG - LIEU DUNG:

- Tré em dudi 4 tudi: Tham khdo ¥ kién bdc sT.

- Tré em tif 4 dén dudi 6 tudi: Udng % mubng c3 phé (2,5
mi)idn, cach mdi 4 giv.

- Tré em tir 6 dén dudi 12 tudi: UGng 1 muling ca phé (5
mi)dn, cach mdi 4 gid.

- Tré em tif 12 tudi trd (én va ngudi Idn: UBng 1-2 mubng
¢4 phé (5-10 mi)A4n, cdch mdi 4 gits.

Khéing ding qud 6 lifu trong 24 gid hodc theo sy hidng
din cila bdc .

CHONG CHI BINH:

- Bénh nhan min cdm voi bt ky thanh phdn ndo t:ua‘

thude.

- Bénh nhan dang ding c4c thudc IMAD (mt vai thudc
diéu trj trdm cam, bgnh 1y tam thdn hay cdm xiic, hodc
bénh parkinson).

LUU ¥ VA THAN TRONG:

- Tré em dubi 4 tubi.

- Khéing sif dung quéd lidu ehi dinh.

- Néu xdy ra cam giac bdn chdn, chong mat hodc mat ngi,
phai ngung diing thudic va tham khio y kién bic si.

- N#u cdc trigu ching khiing cdi thign trong vong 7 ngay
hodic cb kém theo sot, nén tham khdo ¥ kien bac ST,

- thmg ho dai ding co thé 1a d4u higu cla mdt bénh ndng
hon. Néu ho kéo dai hon 1 tudn, c6 khuynh huéing tai phat,
hodc di kem véi s6t, phat ban, nhitc ddu dai ddng, nén
tham khio v kign béc s,

Khang diing thudc nay, trif khi cé s huéing ddn ciia bic
si trong cdc triifng hop sau:

- Bé trj cdc chifng ho dai ddng hay man tinh nhu ho do hit
thuic 14, do b&nh hen suydn, viém ph& qun man tinh
hodc khi ph& thiing hodc ho co dam nhidu.

- Néu ban 6 bénh tim, huyét 4p cao, bénh tuyén gidp, tifu
duting, ngudi bénh dang ding digitalis, ¢ van dé duting
hi hdp nhu khi ph& thiing hodc viém ph& qudn man tinh,
hoéc tifu khd do phi dal tuy&n tién ligt, suy than ndng hodc
suy gan.

- Noubi cao tudi.

Téc dfng cha thudc khi 1ai xe vd vin hanh mdy moc:
Diing th&n trong khi dang 1ai xe hay vdn hanh may mdc.
Ding thudc trong thii ky mang thai hodc cho con bi:
Nhu cdc thuSe khdc, néu ban dang cb thai hay cho con ba,
phi tham khdo ¥ ki€n bac sT trudic khi ding thufic nay.

TAC DUNG KHONG MONG MUON:
- Thufic c6 thé gdy: Nhip tim nhanh, manh hodc réi loan,

chéng mat, lo du, mét mai, s6t, 6n lanh, ting huyét ap,
mat ng, dau ddu, ngudi yéu, run rdy, da nhot nhat, o

gidc.

- Mot 8 trubing hop dj dng vdi thudc nhu: Phat ban, kho
thdl, sung mat, mdi, migng, IWGi hodic cd hong.

Thing bdo cho bdc sT nhing tic dyng khing mong
muin gap phai khi sit dung thudc.

TUONG TAC THUGC:

- Khoing diing thudc ndy néu ban dang ding cdc thudc (c
ché men monoamino oxydase (IMAQ) (mdt vai thudc diéu
tri trdm cam, bénh Iy tAm thdn hay cdm xic, hodc bénh
parkinson) hodc trong vong 2 tudn sau khi ngung diing céc
thudc IMAO. N&u ban khong bigt rd ring thufic dang ding
theo don bdc si cb chifa IMAO hay khdng, phai tham khao
y kign clia bdc s hodc dugc ST trude khi ding thufc nay.
- Diing dfing thoi phenylephrine voi cac amin cd tac dung
giting thdn kinh giao cdm c6 thé 1am gia ting c4c tac dung
khéng mong muln vé tim mach.

- Phenylephrine ct thé lam gidm higu lyc cla cac thufc
chen beta va cdc thudc ching tang huy8t dp (bao gbm
debrisoquine, guanethiding, reserpine, methyldopa). Nouy
oo vé tang huyt 4p va cdc tic dung khdng mong mudn vé
tim mach c6 thé dugc gia ting.

-Thudc chéng trdm cdm ba wvong (amitriptyline,
imipramine): C6 thé i&m ting cc tic dung khdng mong
mudn vé tim mach clia phenylephrine.

. phenylephrine vi alkaloid ndm cya ga
(ergotamine va methylsergide): Lam tdng ngd doc ndm
cya ga.

- Ding déng thasi phenylephrine vdi digoxin: Lam ting
nguy cd nhip tim khdng déu hodc cdn dau tim.

QUA LIEU VA CACH XU TRI:

Guaifenesin khnong gy ra cic triéu chiing nguy hiém dén
tinh mang.

Phenylephrine HCI:

Trigu ching: Tang huyét p, nhilc d4u, co gidt, xudt huy8t
ndo, ddnh tréing ngyc, nhip tim cham.

Cach xut trf: Nén diéu tri tridu chiing va hd trg.

TRINH BAY: Chai 30 mi hoc 60 ml.
BAO QUAN: G nhigt d9 tir 15°C dén 30°C.

HAN DUNG: 36 thing k& tir ngay sn xudt. Khong ding
thudc khi qud han sif dung.

BE XA TAM TAY TRE EM y

BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
KEIJNG DUNG QUA LIEU CHI BINH 3
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC S

San xuét voi cong nghe

e
Whi sdn xudt:
CONG TY O PHAN DUGC PHAM OPV
L6 27, 3A, KCN Bién Hoa Il, Déng Nai, Vgt Nam
DT: (061) 3992 099 Fax: (D61) 3 835 088

2062911/0112/57



