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S&'va ky hiéu HS..........

' 120k THONG BAO HQI THAO GIOI THIEU THUOC
Kinh giri: S& Y Té Ha Tinh

I-Teén co 56 dé nghi xdc nhan ndi dung théng tin thudc theo hinh thirc hdi thao gidi thigu thudc"/quang
céo thubc qua phuong tién hdi thao, hoi nghi, su kién giGi thiéu thudc®:
CONG TY TNHH DUGC PHAM GSK VIET NAM

2. Dia chi: Phong 702, 703 Toa nha Metropolitan Tower, s6 235 Dong Khoi, phudng Sai Gon, Thanh
phd HS Chi Minh.

3. S6 dién thoai: 028 38 248 744
4. Ho, tén, sb dién thoai cta ngudi lién hé khi can: Nguyén Dirc Bao Hoang, 0868775614,
5. Danh muc thudc dé nghi x4c nhan ndi dung théng tin thudc theo hinh thirc hdi thao gidi thiéu thude :

S8 TT Tén thude So giay ding ky luu ha;nh thlioc/so giay phép nhip
khau thude
1 Augmentin ES 300110965424

6. Thanh phan tham du: 19 Nhén vién y té dang cong tac tai TTYT Thanh Sen + 1 Nhan vién cong ty
TNHH Dugc Pham GSK VN.

7. Dia diém va thoi gian du kién t6 chuc:

Pia diém Thoi gian t6 chire

Nha hang White Place

139 Ha Huy Tép, Thanh Sen, Ha Tinh 17:30 — 19:30, ngay 10 théng 07 ndgm 2026

8. Tai liéu kém theo: Tl}ﬁng bao hi thao gidi thiéu thudc, Chuong trinh hgi nghi, CV Béo céo vién,
Noi dung thong tin thuoc.

9. Cam két ctia co so:

Co so cam két thuc hién dang ndi dung thong tin thudc cdp theo thong tin ké toa :

AUGES 0922-12/100222

Thanh pho Ho Chi Minh, ngay 29 thang 6 niam 2026
Giam dbc co s& hodc ngudi dugc iy quyén

DUGC PHAM !
\GSK VIET NAM /.;/







ang 07 nam 2026

Hang White Palace 139 Ha Huy Tap, Thanh Sen, Ha Tinh
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17:30-17:35 . 0on tiép~
17:35-18:00  Théng tin ké toa AUGMENTIN ES

DS. Nguyén Pirc Bdo Hoang
Dai dién cbng ty TNHH Dwoc Phdm GSK Viét Nam

18:00-19:30  Thdo luén
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Nguyén Pirc B 0 fﬁiﬁ;{é

| vdce PHAM 3
Ngay sinh: 04/0\94/&\897 ‘HET NAM Ay

CCCD sb: 0420970 93c' 4

10/05/2021
Email: hoang.x. nguyendmbao@gsk com.

Dién thoai: 0868775614.

QUA TRINH HQC TAP:
Thoi gian Noi hoc tip Chuyén nganh
2015-2020 Trudng Pai Hoc Duge Ha Noi Dugc Si
QUA TRINH CONG TAC:
Thoi gian Noi lam viée

2021-2022 CTCP Dugc Liéu Trung Uong 2

2022 - nay Céng ty TNHH Dugc pham GSK Viét Nam
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Tai iu théng tin thubc dinh cho ngudi hinh nghé khim bénh, chira binh, ngutsi hinh nghl duge. PM-VN-ACA-PPT-250007. ADD: 042025

Augmentin ES

= Amoxm\lm trihydrat - Kali clavulanat

Olir‘ TY

\
HThong tin sin pham

DUTC PHAM ‘
C\GSK VIET NAM) 2/

Neuwii lrMDH 5ok © /I{n: danh Dia diém Thai gian té chirc

Duoc sT Nguyen Dirc Bao ———jhanvier phu trach nhom thudc tdng quat| Nha hang White Palace 139 Ha | Ngay 10/07/2026, tir 17h30-19h30
Hoéing LCong ty TNHH duoc phdm GSK Viét Nam| Huy Téip, Thanh Sen, Ha Tinh

Sé gidy xdc nhan ndi dung théng tin thudc ciia B§ Y Té ......, ban hanh ngay .... thing ... nim .....

Ti liéu niy gdm 15 trang, théng fin chi tiét vé sin phim xem trang 02-15

GsK

Téi lidu théng tin thulc ddnh cho nguérl hanh nghd khim bénh, chira bénh, ngudi hinh nghd dugc. PM-VN-ACA-PPT-250007. ADD: 042025

GSK

THONG TIN KE TOA
AUGMENTIN ES

Amoxicillin - Acid Clavulanic

Thudc néy chi diing theo don thubc.
D& xa tdm tay tré em.
} Doc kj huéng dén st dung trudc khi diing.

Néu can thém thdng tin, xin hdi y kién bac si.
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Téi ligu thang tin thubc danh cho nguéi hinh nghd khim bénh, chira binh, ngudi hinh nghé duge. PM-VN-ACA-PPT-250007. ADD: 04/2025

THANH PHAN CONG THU'C THUOC & DANG BAO CHE

Thanh phén hoat chét:

Sau khi ho&in nguyén, méi 5 mL hén dich thude ¢é chita 600 mg amoxicillin (dudi dang amoxicillin
trihydrate) va 42,9 mg acid clavulanic (duéi dang kali clavulanate), ty 1& 14:1.

Thanh phan téa dugc:

B&t pha hén dich AUGMENTIN ES c6 chifa colloidal silicon khan, natri carboxymethylcellulose-12,
hu'eong kem ddu, xanthan gum, aspartame va silicon dioxid.

Dang bé&o ché: bét pha hdn dich ubng.

AUGMENTIN ES |& bat mdu tréng ngd, sau khi hodin nguyén s& tao ra hdn dich vi ddu tdy mau tréng

- A ~ -
ngd dén ndu vang.

Tai ligu thang tin thuc danh cho ngudi hanh nghd kham bénh, chira binh, nguai hanh nghé duoc. PM-VN-ACA-PPT-250007. ADD: 04/2025

CHIi BPINH

AUGMENTIN ES dugc chi dinh dé diéu tri cac nhiém khudn sau gy ra bdi hodic
dugc cho réng cé thé gdy ra bai Streptococcus pneumoniae khang penicillin & tré
tr 3 thang tudi trd 1én va c6 céin nding du'di 40 kg (xem phén Liéu diing, cach ding,
Cénh béo va than trong khi diing thudc va Déc tinh dugc luc hoc):

> Viém tai gitta cép

> Viém phdi méc phai céng déng

Cén nhéc tuén theo Huéng dén chinh thic vé viéc st dung thubc khang sinh hop Iy.
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Téi liju thng tin thube danh cho ngu hanh nghd khim bénh, chira binh, ngudi hinh nghé duge. PM-VN-ACA-PPT-250007. ADD: 0472025

LIEU DUNG

Liéu diing theo huéng dan st dung két hgp amoxicillin va clavulanic acid tr&
trudng hgp chi dinh liéu cho titng thanh phan.
Liéu diing ctia Augmentin dugc Iua chon cho tirng logi nhiém khuén cén dua véo:

» Loai vi khudn va dé nhay cadm clia mam bénh véi cac thubce khang sinh (xem phéan

Canh bdo va than trong khi diing thuéc)

» Mlic d6 ndng va vi tri clia nhiém khuén

» Tudi, can ndng va chitc néing than clia bénh nhén nhu chi dén bén duéi.

» Khéng nén diing thudc qué 14 ngay khi chua kiém tra Igi (xem phan Canh bao va

than trong khi diing thudc, muyc diéu trj kéo dai).

Tl Bu théng tin thude dinh cho ngudi hanh nghd khdm bénh, chira blnh, ngudi hanh nghd dugc. PM-VN-ACA-PPT-250007. ADD: 042025

LIEU DUNG

Nguéi trwdng thanh va tré em tir 40 kg tr& 1€n:

»  Khéng cé kinh nghiém s&f dung hén dich
Augmentin dbi v&i ngudi trudng thanh va tré em
tr 40 kg trd 1&n, va do dé khdng cé liéu khuyén
cdo cho nhitng dbi tugng nay.

Tré em dudi 40 kg (t 3 théng tudi trd 1&n)

= Liéu khuyén céo ctia hén dich uéng Augmentin
la 90/6,4 mg/kg/ngdy chia lam 2 liéu.

* Khéng cé dr liéu |&dm sang ctia Augmentin & tré
dudi 3 thang tudi.

Trong lwong| Thé tich hén dich AUGMENTIN ES
oo thé (kg) | cung cp liéu 90/6.4 mg/kg/ngay
8 3,0 mL hai lan mdi ngay
12 45 mL hai l4n mi ngy
16 6,0 mL hai ldn méi ngay
20 7.5 mL hai lin moi ngay
24 9,0 mL hai lan mi ngay
28 10,5 mL hai lan mdi ngay
) 12,0 mL hai lan mdi ngay
36 13,5 mL hai lan mdi ngay

GsK
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téa duge.

Tai g théng tin thubc danh cho ngudi hanh nghd khim bénh, chira bénh, ngudi hinh nghé duge. PM-VN-ACA-PPT-250007. ADD: 04/2025

CHONG CHIi BINH

Qué man v&i thanh phan hogt chat, véi bét ky penicillin ndo hodc véi bat ky ta
duge ndo clia thube.

AUGMENTIN ES dugc chdng chi dinh & nhitng bé&nh nhan cé tién sif phan *ng qué
man v&i céc beta-lactam nhu cac penicillin, carbapenem hodc monobactam vé

céc cephalosporin hodc véi bat ky ta duge ndo dugc liét ké trong muc Thanh phan

AUGMENTIN ES dugc chdng chi dinh & nhitng bénh nhéan cé tién s vang da/ suy

giadm ch&c néng gan lién quan dén amoxicillin/acid clavulanic

Tai ligu théng tin thubc danh cho ngudl hanh nghd kham bénh, chira bénh, ngudi hanh nghé dugc. PM-VN-ACA-PPT-250007. ADD: 0472025

TAC DUNG KHONG MONG MUON CUA THUOC

Nhiém khudn va nhim ky sinh triing

Thudng gap Nhiém ndm candida trén da va niém mac
Khéng rd Sy phét trién qua mire cla céc vi khudn khdng nhay cdm

R&i logn hg méau va bach huyét

Hiém gip

Gidm bach ciiu cé hbi phuc (k& c3 gidm bach c3u trung tinh) va gidm tiéu ciu

Rét hiém gdp

Mét bach cdu hat cé hdi phuc va thifu mau tan mau. Kéo dai théi gian chiy méu va thdi gian prothrombin

R&i loan hé mi&n djch

Rét hiém gip

Phii mach thin kinh, phdn v&, hdi chitng ging bénh huyét thanh, viém mach qué mén.

R&i logn hé than kinh

ltgip

Chéng mit, dau d&u

R3t higm gip

Chirng tang déng cé hdi phyc, viém mang nio vé khuin, co gidt. Cé thé xust hién co gidt & nhitng bénh nhén suy gidm chirc ning thin hodc bénh nhan

dung ligu cao

Réi logn tim mach

Rt hiém gip

Hai chirng Kounis {xem phin Canh bao va than trong khi dung thudc

R&i logn duérng tiéu hoa
Thuong gap

Tiéu chay, budn ndn, nan.

Budn nén thudng xudt hién hon khi udng nhirng ligu cao. Néu cé d&u higu cla cdc phan (g trén dudng tiéu héa, cb thé uSng AUGMENTIN vao d3u bita

&n d& lam gidm nhirng phan ing nay.

ftgip

Kho tiéu

Rat hiém gap

Viém dai trang lién quan d&n khang sinh (k& ca viém dai trang gid mac va viém dai trang xudt huyét — xem Cdnh bdo va Thén treng).
Lu@i long den.

R&t hifm cé céc bio cio vE thay d8i miu ring & tré. V@ sinh ring miéng St cé thé phong tranh thay dai mau ring vi tridéu chirng nay cd thé bj loai bd

béng cach ddnh ring.

10
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Téi lidu théng tin thudc danh cho ngudi hinh nghé khim bénh, chira bgnh, ngudi hanh nghd dugc. PM-VN-ACA-PPT-250007. ADD: 04/2025

TAC DUNG KHONG MONG MUON CUA THUOC

R4i loan gan mat
Thuong gap D3 ghi nhén ting vira phdi AST vafhodc ALT & nhirng bénh nhén diu trj v&i khang sinh nhém beta-lactam, nhung chua bigt y nghia

cUa nhirng phat hién nay

Rat hiém gip Viém gan va vang da & mat. Nhirng bién ¢ nay di dugc ghi nhan khi sir dung cac penicillin va cephalosporin khac.

Nhirng bién c8 v& gan chli y&u duge bdo cdo & nam gidi va bénh nhan cao tusi va ¢é thé lign quan dén thai gian digu trj kéo dai. R3t hiém cé bdo cdo v& nhitng bién 8 nay & tré em.

Céc ddu hiéu va triéu chirng thudng xuat hién trong hodc ngay sau khi diu trj nhung mét s6 truong hep cd thé khéng tré nén rd rang cho dén vai tuan sau khi ngirng thudc. Céc bién cd
nay thudng hdi phuc. Nhirng bién c& trén gan co thé ning va trong mét sb trudng hgp cyc higm d3 cé bdo céo tir vong. Hau hét cac trurdng hgp ndy thudng xay ra & nhirng bénh nhan
dang bj bénh n&n ning hoidc dang diing nhitng thudc d3 biét c6 kha ning anh huéng dén gan.

R&i loan da va mé duéi da

ltgap Ban trén da, nglra, may day
Hiém gip Hong ban da dang
Rat hiém gip Hoi chirng Stevens-Johnson, hoai t&r thugng bi nhiém déc, viém da béng nudc bong vdy, ngoai ban viém mu toan than cép tinh|

(AGEP), va hoi chirng phét ban do thudc véi ting bach cu ai toan va nhirng tridu chirng toan than (DRESS)

Nén ngirng digu trj néu cé bat ky phan &ng viém da qua min ndo xdy ra.

R&i logn thén va tiét nigu

R3t hiém gip Vigm than k&, tinh thé niéu

11

Tai ligu théng tin thubc danh cho ngudi hanh nghd khim bénh, chira bénh, ngudi hanh nghé duge. PM-VN-ACA-PPT-250007. ADD: 042025

QUY CACH PONG GOI - HAN DUNG - BIEU KIEN BAO QUAN

QUY CACH BONG GOl

Hép 1 chai chita bét pha 50 mL hodc 100 mL hén dich uéng.

HAN DUNG

24 thang ké t ngdy san xuét.

Han ding du'ge ghi trén bao bi déng gbi

PIEU KIEN BAO QUAN

Bdo qudn du'di 30°C, trong bao bi déng kin.

Diéu kién bdo quan dugc ghi trén bao bi déng géi.

Khéng diing thubc sau ngay hét han ghi trén bao bi

Sau khi hoan nguyén, hén dich AUGMENTIN ES phai du'gc béo quén trong ti lanh (2°C dén 8°C) va st dung trong

vong 10 ngdy. Khéng dé déng dé. Bao quan trong bao bi déng kin (xem phén Huéng dén st dung vé X If).

GSK

12
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Tai gy théng tin thude danh cho ngurdi hanh nghé khdm bénh, chia bénh, ngudi hanh nghd duge. PM-VN-ACA-PPT-250007. ADD: 0412025

HUGNG DAN SU DUNG VA XU’ LY

thanh hén dich uéng, cu thé nhu sau:

» L&n ngudgc va ldc chai dé lam tai bét

Déi véi chai cé ndp nhdm xody, kiém ra ndp niém phong phai cdn nguyén ven trudc khi sir
dung. Ngodi ra, déi v&i chai cé ndp nhya chéng tré em, kiém tra mang niém phong phai cén

nguyén ven trudc khi st dung. Khi diing thubc, bét déng khé phai duge hoan nguyén dé tao

= Thém nudc (nhv chi dan bén dusi). Ldn nguge va léc ky chai.
* Hodc, dé nudc vao chai dén gan dudi vach ghi trén nhan.

*  Ldn ngudc va ldc ky chai, sau dé thém nuéc ding dén vach. Lén ngugce va ldc ky chai

lan nira.

*  Ldc déu trudc mdi lan s& dung [600mg/ 42.9mg/ Sl

— Thé tich mréc can thémkhi | Thé tich cudi ciing ctia hén
RILINE hoan nguyén (nl) dich sau khi hoan nguyén (mnl)
50 50
90 100
GsK
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Tai ligu thang tin thubc danh cho ngudi hanh nghd khdm bénh, chira bnh, ngudi hanh nghd duge. PM-VN-ACA-PPT-250007. ADD: 042025

SAN XUAT BB
Glaxo Wellcome Production
Z| de la Peyenniére

Mayenne, 53100, Phap.

S& phién ban: GDS25/1P112

AUGES 0922-12/100222

Théng tin ké toa Augmentin ES

Ngay phat hanh: 10 thang 2 nam 2022
Nhan hiéu s& hitu béi hodic cap phép cho tép doan GSK.

14
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T éu thdng tin thubc dinh cho ngui hinh nghdt khdm binh, chira binh, ngudi hinh nghé duoc. PM-VN-ACA-PPT-250007. ADD: 042025

Chi tiét lién hé vé Bao cdo Théng tin An toan trén

ngwdi va Bién cé bat loi cia thudc

Cung cép théng tin triee tiép cho nhan vién clia GSK
hoac lién hé vé&i bd phan phu trach An Toan Thubc ctia GSK

Dia chi

Céng ty TNHH DUOC PHAM GSK VIET NAM
Phong 702 va 703, Tang 7, Toa nha Metropolitan Tower, sé 235 Bong
Khéi, Phong Bén Nghé, Quan 1, Thanh phé Ha Chi Minh, Viét Nam

Pién thoai

028 3824 8744 (trong gitr Iam viéc: 8:30 sang — 5:30 chiéu tir thi Hai
dén thir Sau, ngoai gid lam viéc cé hwéng dan glvi dén email
antoanthuoc.vn@gsk.com )

DB: 0963 905235 (trong gidr 1am viéc: 8:30 sang — 5:30 chiéu tir thir
Hai dén thir Sau, ngoai gier 1am viéc vui long dé lai I&i nhan sau tiéng 'bip’)

E-mail

antoanthuoc.vn@gsk.com
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