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Chat lwong khang sinh GSK

CHAT LUONG THUOC

Khéang sinh GSK khang
dinh chat lwong thong
qua quy trinh quan ly chat
lworng chat ché cua GSK

Drug and Therapeutics Committee Training Course _ Session 5. Pharmaceutical Quality Assurance
http://www.who.int/medicines/technical_briefing/tbs/05-PG_Drug-Quality _final-08.pdf
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GSK NGHIEN NHA MAY

A A TRUNG TAM
J A SAN XUAT J AP
CL?;E,LAT GSK PHAN PHOI
>Chirng nhan GMP > Diéu kién bao quan
Lich str > Tiéu chuan san pham "é, van f:,huy_én .
phat trién >Tiéu chuin nguyén >Banh gia rii ro chat
khang sinh liéu lwgng trong phan

phoi
> Bao quan trong qua
trinh van chuyén

GSK > Qua trinh san xuat
«Cong cu quan ly
+Diéu kién san xuat

»>Tiéu chuan bao bi

>Do6 dn dinh

> Chong hang gia

HE THONG QUAN LY CHAT LUONG CUA GSK

.. ' AsRelentless As You
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TIEU CHUAN NHA MAY SAN XUAT DUQOC PHAM

Nha may san xuat khang sinh Augmentin go6i 250 mg va 500 mg

« Glaxo Wellcome Production (Mayenne, Phap) - GMP EU

Nha may san xuat khang sinh Augmentin vién nén 1 g va 625 mg

« SmithKline Beecham Pharmaceuticals/ SmithKline Beecham Limited
(Worthing, Anh) — Chirng nhan GMP cua Co quan Quan ly Thuoc va cac
San pham Cham séc sirc khée cua Anh (MHRA)

Hai nha may trén dat tiéu chudn GMP Chau Au theo cac théa thuan cong
nhan 1an nhau da dudc dua ra d6i v8i GMP giira Chau Au va cac qudc gia
dudc liét ké. Sau khi Anh r&i Chau Au, cac théa thuan cong nhan l1an nhau
song phucong da dugc ky két dé thay thé cac thoa thuin trudc do.

Tham khao: H6 sd déng ky dugc duyét bsi BS Y TE , As Relentless As You
oS
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TIEU CHUAN NHA MAY SAN XUAT DUOC PHAM

BIEZS

Thuc hanh tét san Pharmaceutical Inspection
xuit thuéc cua T8 Co-operation Scheme - Hé
chirc Y t& Thé gidi thong hop tac thanh tra

dugc pham (52 nudc va
vling lanh thd d& tham gia)

Nha may san xuat khang sinh GSK

* Glaxo Wellcome Production (Mayenne, Phap) -
GMP EU — Augmentin Suspension

* SmithKline Beecham Pharmaceuticals/
SmithKline Beecham Limited (Worthing, Anh) -
GMP EU — MHRA — Augmentin Tablet

Hai nha may trén dudc cap phép san xuat bai co
quan quan ly thudc Danh sach Co quan quan ly
tham chiéu

Ché pham chira amoxicillin va kali clavulanat phai dwore san xuat trong
nha may GMP, day chuyén beta lactam

Website of PIC/S _ https://picscheme.org/en/about
Website of WHO _ http://www.who.int/en/

.. ' AsRelentless As You
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CUNG UNG KHANG SINH TOAN CAU

Glaxo Wellcome Production (Mayenne, Phap) - GMP EU — San xuat va cung &rng khang sinh toan cau
Augmentin hon dich dang chai va géi. Luu hanh han 100 quéc gia trong dé cé 27 qudc gia chau Au

BELGIUM ALBANIA MOLDOVA

SPAIN LITHUANIA POLAND

ITALY UKRAINE REP. CZECH
FRANCE AUSTRIA ROMANIA
HUNGARY SOUTH CYPRUS SERBIA

IRELAND CROATIA SLOVAKIA
PORTUGAL IRELAND THE NETHERLANDS
UNITED KINGDOM MALTA GREECE

BULGARIA ESTONIA NORWAY

» Nha mdy dap (’ng va thda man cac yéu cau vé tiéu chuan san xuét va dang ky tir B Y Té cac nudc trén thé gidi.

> Cac hoat dong dam bao chat lugng va cai tién lién tuc theo yéu cau nghiém ngat tir cac cd quan quan ly thudc trén
thé gidi.

> Minh bach trong quéan ly cht lugng ngoai tiéu chuén trén toan cau.

> Hé thong bao cao ADR.

.. ' AsRelentless As You
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TIEU CHUAN THANH PHAM KIEM SOAT CHAT CHE

Tiéu chuin san pham dugc thiét 1ap dam bao chat lugng 6n dinh va nham kiém soat chat luvgng
dén cudi han sir dung cua thudc, bao gém hai tiéu chuan:

Tiéu chuan xuit xu'dng va Tiéu chuan cudi han sir dung

San pham Tieu chuan dugc dien Ham lugng cho phép | Ham lugng cuoi han su

Viét Nam V xuat xu'dng (GSK) dung (GSK)
Augmentin vién 625mg 90,0 - 110,0 % 95,0 — 105,0% 90,0 — 105,0%
Augmentin vién 1g 90,0 - 110,0 % 95,0 — 105,0% 90,0 — 105,0%
Tham khéo: Hb sd ding ky dugc duyét bi Bb Y T& .. ' AsRelentless As You
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TIEU CHUAN THANH PHAM KIEM SOAT CHAT CHE

Tiéu chuan san pham dudc thiét 1ap dam bao chat lugng on dinh va nham kiém soat chat lugng dén cuéi han sir
dung cua thudc, bao gém hai tiéu chuan:

Tiéu chuln xuét xudng va Tiéu chuin cudi han sir dung

San pham Tiéu chuan dudc dién Ham lugng cho phép Ham luogng cudi han st
Viét Nam V xuat xu'éng (GSK) dung (GSK)
Augmentin 250mg/31,25mg 90,0 -110,0 % 95,0 — 105,0% 90,0 — 105,0%
goi
Augmentin 500mg/62,5mg 90,0 - 110,0 % 95,0 — 105,0% 90,0 — 105,0%
goi
Tham khao: Hb s déng ky dugc duyét béi BS Y T& .. ' AsRelentless As You
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TIEU CHUAN HOAT CHAT KIEM SOAT CHAT CHE

+ Hoat Chat cd ngubn goc tir nha may cia GSK

« Hoat Chét Pat Tiéu Chudn Chau Au

« Hoat Chat C6 Chat Lugng Gn Dinh Va Pong Nhat
« Ngudn cung ('ng hoat chét 6n dinh.

. - n Tiéu chuan , R
San pham Hoat chat dwgc dién Chi'ng nhan
Beecham Ph icals (PTE) L
Amoxicillin trihydrate .eec am Pharmaceuticals (PTE) Ltd, Ph. Eur. CEP by EDQM
Singapore
SmithKline Beecham Ph tical
Potassium Clavulanate Arr?hl ne Beecham Fharmaceuticals, Ph. Eur. CEP by EDQM

» Cac tiéu chuan chéat lugng dugc kiém tra nghiém ngat
> GSK thanh tra cac nha may san xuat hoat chat thudng xuyén.
> CAc tap chat dudc kiém soat trudc khi san xuét thanh phdm, GIAM THIEU RUI RO VE AN TOAN.

Tham khao: H6 sd déng ky dugc duyét bai BO Y TE

.. ' AsRelentless As You
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TIEU CHUAN TA DUOC KIEM SOAT CHAT CHE

« Ta dudc cé ngudn goc tir nha cung cap tin cay

« DAi ngli thanh tra chat lugng toan cau cua GSK thanh tra cac nha cung cap dinh ky.

- T4t ca Ta dugc dat Tiéu Chuadn dugc dién Chau Au va My

« Cac tiéu chuén chét lugng dugdc kiEm tra nghiém ngat tai nha may trudc khi san xuét thanh pham.

San pham Ta du'gc Nguén géc Tiéu chuan kiém nghiém
Magnesium Stearate Ha Lan Dugc dién Chau Au
Sodium Starch Glycolate Purc Dugc dién Chau Au
Colloidal silica Purc Dugc dién Chau Au
o Microcrystalline Cellulose (to 100%) Ai-len Dugc dién Chau Au

Augmentin vien 625mg . — —

Augmentin vién 1g Dich bao (Titanium Dioxide; o o 3
Hypromellose 5 cp; Hypromellose 15 Anh Cac ta dugc dap ung Dugc bien
cp; Macrogol 4000; Macrogol 6000) Chéau Au
Dimethicone Tay Ban Nha Dugc dién Chau Au
Purified water Anh Dugc dién Chau Au

Tham khao: Hb so dng ky dugc duyét béi BS Y T& .. ' AsRelentless As You

oS
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PO TINH KHIET KIEM SOAT CHAT CHE

« Tiéu chuln chét lugng kiém soat tap chat cho thanh phdm va hoat chit & té dugc.
« Kiém nghiém tap chét toan phan va cac tap chat riéng lé.
«  Kiém soét tap chét giai doan thanh pham d&i vdi thudc Augmentin vién.

San pham Tiéu chuan Tiéu chuan dugc dién Ham lugng tap chat cho phép Ham lugng tap chat cudi han
dugc dién Anh xudt xuéng (GSK) str dung (GSK)
Viét Nam V
Augmentin Khong ap dung | Cac chat lién quan dén | Cac chat lién quan dén Cac chat lién quan dén
vién 625mg Amoxicillin Amoxicillin (HPLC) Amoxicillin (HPLC)
Amoxicillin dimer < 2,0% Amoxicillin Dimer < 1,2% Amoxicillin Dimer < 2,0%
Dién tich cua bat ky dinh Cac tap chat khac dugc dinh danh < Cac tap chat khac dugc dinh danh
th(r cdp nao khac <1,0% | 1,0% <1,0%
Cac tap chat khac khong dugc dinh Cac tap chat khac khéng dugc
Su tinh khiét cta danh < 0,5% dinh danh < 0,5%
Clavulanic Acid: Téng tap < 4,0% Téng tap < 6,0%
Clavulanate Polymer
5,0% ki/kl dugc tinh theo | Swu tinh khiét ctia Clavulanic Acid: | Su tinh khiét cua Clavulanic
ham lugng cua axit Clavulanate Polymer: < 2,5% kli/kl doi | Acid:
clavulanic. v@i ham lugng Axit Clavulanic dugc Clavulanate Polymer: < 5,0% kl/kI
ghi trén nhan dGi véi ham lugng Axit Clavulanic
dudc ghi trén nhan

Tham khéo: Hb sd ding ky dugc duyét bi Bb Y T& .. ' AsRelentless As You
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PO TINH KHIET KIEM SOAT CHAT CHE

San pham

Tiéu chuan
du'gc dién
Viét Nam V

Tiéu chuan dudc dién
Anh

Ham lugng tap chat cho phép
xuat xu'éng

Ham lu'gng tap chat cudi han sir
dung

Augmentin
vién 1g

Khong ap dung

Cac chat lién quan
dén Amoxicillin
Amoxicillin dimer <

2,0%

Dién tich cua bat ky dinh
th(r cdp nao khac <1,0%

Su tinh khiét cia
Clavulanic Acid:
Clavulanate Polymer
5,0% kl/kl dugc tinh
theo ham lugng cua axit
clavulanic.

Cac chat lién quan dén
Amoxicillin (HPLC)

Amoxicillin Dimer £ 1,2%
a-Amoxicillin penicilloic acid (PhEur D)
<1,0%

B-Amoxicillin penicilloic acid (PhEur D)
<1,0%

Penilloic Acid Isomer 1 (PhEur E) <
1,0%

Penilloic Acid Isomer 2 (PhEur E) <
1,0%

Diketopiperazine (PhEur C) < 1,0%
Cac tap chat khac dugc dinh danh <
1,0%

Cac tap chat khac khong dugc dinh
danh £ 0,3%

Téng tap < 3,0%

Su tinh khiét cua Clavulanic Acid:
Clavulanate Polymer: < 2,5% ki/kl ddi
vGi ham lugng Axit Clavulanic dugc
ghi trén nhan

Cac chat lién quan dén
Amoxicillin (HPLC)

Amoxicillin Dimer < 2,0%
a-Amoxicillin penicilloic acid (PhEur
D) £1,0%

B-Amoxicillin penicilloic acid (PhEur
D) £1,0%

Penilloic Acid Isomer 1 (PhEur E) <
1,0%

Penilloic Acid Isomer 2 (PhEur E) <
1,0%

Diketopiperazine (PhEur C) < 1,0%
Cac tap chat khac dugc dinh danh
<1,0%

Cac tap chat khac khong dugc dinh
danh £ 0,3%

Téng tap < 5,0%

Su tinh khiét cua Clavulanic
Acid:

< 5,0% ki/kl d6i v6i ham lugng Axit
Clavulanic dugc ghi trén nhan

Tham khao: H6 s déng ky dugc duyét bsi BO Y TE
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QUY TRINH SAN XUAT ON PINH GSK

San xuat thudc vién Augmentin® tai nha may Worthing, Anh

] P “\\"a‘\q
LeanSi gma caa‘ﬁﬁ:a\d“? f:tn
I 1 Vot Mg Y oo
S Ixs I g ma K\éﬂ\‘fo\‘ tc{O\ﬁﬂef‘ d?r(\\ v
7(0,6 \l‘\te’géu ch a
J&

» Giam nguy cd do 16i va thiéu sét cta con ngudi
« Tang mic d6 kiém soat trong quy trinh san xuét
« Tang nang suat

.. ' AsRelentless As You
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PIEU KIEN MOI TRUONG SAN XUAT NGHIEM NGAT

Diéu kién moi truong trong san xuat Augmentin®

KHU AM TRONG SAN XUAT AUGMENTIN®
(AMOXICILLIN & KALI CLAVULANATE) Yéu cau nghiém ngit d& dam bao ham

1

KIEM SOAT MOI
TRUONG SAN XUAT
NGHIEM NGAT

Iugng hoat tinh fc ché men beta

lactamase cua vi khuan

G6i Augmentin® SOP-95-052 phién ban 31 : “Monitoring of the shop floor environment” (Glaxo Mayenne, France)
Vién nén Augmentin® 1g: SOP SPS0275 — Cac vién nén Augmentin (Mang bao phim ngdm nudc) 875/125mg - BD (phién ban hién hanh: 22)
Vién nén Augmentin® 625mg:SOP SPS0276 — Cac vién nén Augmentin véi mang bao phim ngédm nudc 500/125mg (phién ban hién hanh: 32) _os ! As Relentless As You
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TIEU CHUAN BAO BI DPONG GOI CHUYEN BIET

R " 1ot A Tt o @

Augmentin® 1g

Useg 2 i mbl rgky

R ,'“.,gc BAN THEO DON @

AugmentinG

amoxicilin + acid clavulanic

¥ Hop 2 vi x 7 vi& .
Hop2vix7 yién nén bao phim vién nén bao phim
: o
Tt

+  Bao bi c6 ngudn gdc tr nha may ctia chau Au

« Vi PVC - nhém clia Augmentin vién c6 ngu6n goc tir Amcor Flexibles, Anh
« TGi hat 8m cta Augmentin vién c6 ngudn gbc tir Amcor Healthcare, Phap
« TUi nhém cda Augmentin vién cé ngudn goc tir Constantia, Tay Ban Nha

.. ' AsRelentless As You
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BAO BI PONG GOI THUOC VIEN — CHONG AM KEP

Augmentin vién

CHAT LIEU PONG GOI Vi THUOC: (1g va 625mg)

Bao bi trong san pham Augmentin® vién / \

I TGi nhdém va tdi hat m Silica
Gel

Nhom / PVC / PVDC

TANG CUONG BAO VE 2 LOP

NHAM PAM BAO CHONG AM

L&p chéng 8m kép

Tham khao: H6 so dang ky dugc duyét bai B Y Té
.. ' AsRelentless As You
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BAO BI PONG GOI THUOC BOT

TANG CUONG 3 LOP BAO VE

Tiéu chudn cda bao bi déng gdi so' cip
Dang goi: 3 Iép
1. L&p Polyethylen
2. M6t I6p mang nhom (I6p bao vé chinh)
3. MOt I8p gidy in
Va mot I16p keo két dinh

> | AUGMENTIN' Gy
» /31, rrv_ o,
250" | SN

THIET KE BAO BI 3 LOP
GIUP BAO VE CHONG AM PAC BIET CHO

THUOC BOT

» As Relentless As You

—us

Tham khao: H6 s dang ky duoc duyét boi B6 Y Té
Code: PM-VN-ACA-PPT-220015 ADD 04/2022



PO ON PINH TIN CAY

ZONE |

ZONE Il

ZONE Il

ZONE IVa

ZONE IVb

KIEU KHi On déi Can nhiét déi va No6ng va kho Nong va @m | Nong va rat &m

HAU dia trung hai

TIEU <15°C /11 hPa| 15t022°C/>11 | >22°C/<15hPa |>22°C/>15to| >22°C/>27

CHUAN (*) | 21°C/ 45% RH to 18 hPa 30°C / 35% RH 27 hPa hPa
25°C / 60% RH 30°C /65% RH | 30°C / 75% RH

Vi DU Bac Au Nam Au Iraq Yemen Viét Nam

THANH CONG TRONG NGHIEN CcUU PO ON PINH ZONE IVb
PO ON PINH DUY TRI SUOT VONG POT SAN PHAM

TIEU CHUAN XUAT XUO'NG VA TIEU CHUAN HET HAN SU DUNG

Annvd 2 Stability testing of active pharmaceutical ingredients and finished pharmaceutical products_WHO Technical Report Series, No. 953, 2009
(http://apps.who.int/medicinedocs/documents/s19133en/s19133en.pdf)

—us
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PAC DIEM NHAN DANG CHONG HANG GIA TIEN TIEN

Bao vé Bénh nhan khoi nhirng tac hai cua viéc st dung
thudc gia de dam bao chat lwgng dieu tri.

chong hang gia va bao vé toancau

‘ Quy trinh J i Bo phan diéu tra

Micro text (ma
tran chir)

Augr

amoxicilin + kali

Ubng 2 la

HOp 2 vi x

Cac dinh dang dau hiéu in chim trén bao bi
Céc dinh dang ma trdn ddc biét in ndi trén bao bi

.. ' AsRelentless As You
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GSK NGHIEN cUU
PHAT TRIEN

Lich str phat

trién khang
sinh GSK

NHA MAY
SAN XUAT GSK

»Chirng nhan GMP
> Tiéu chuan san pham
> Tiéu chuan nguyén liéu
> Qua trinh san xuat
+Cong cu quan ly
«Diéu kién san xuat
> Tiéu chuan bao bi
>P06 on dinh
> Chong hang gia

TRUNG TAM

PHAN PHOI

> Piéu kién bao quan
va van chuyén

>Danh gia rii ro chat 4
lugng trong phan
phoi

> Bao quan trong qua
trinh van chuyén

HE THONG QUAN LY CHAT LUONG CUA GSK

.. ' AsRelentless As You
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DANH GIA RUI RO TOAN DIEN
Chat luong trong chuoi cung ung

. + AsRelentless As You 22
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DAM BAO CHAT LUONG XUYEN SUOT

Cang, San bay
Viét Nam

Nha mdy GSK

Tham dinh quy trinh vin chuyén
Thiét bi theo doi diéu kién bao quan

Khu vuc tinh Khu vuc thanh pho

.. ' AsRelentless As You
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HE THONG QUAN LY CHAT LUONG GSK TOAN CAU

Trén 100 QUOC GIA
» San phdm phat minh phat trién.
> Nguyén liéu chat lugng chinh hang & ,&;:g
bao bi thanh phdm chuyén biét Y
> Quy trinh san xuat cong nghé tién
tién & quan ly toi uu
> Quan ly Chat lugng xuyén suot
trong san xuat, bao quan & phan phai.

» As Relentless As You
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Chi tiétlién hé vé Bao cao Thong tin An toan trén nguwoi
va Bién co6 bat loii cua thuoc

Cung cap thdng tin tryc tiép cho nhan vién cia GSK
hodac lién hé v&i bé phan phu trach An Toan Thuoc cia GSK

Dia chi Coéng ty TNHH DUQ'C PHAM GSK VIET NAM
Phong 702 va 703, Tang 7, Toa nha Metropolitant Tower, s6 235
Pong Khai, Phwdng Bén Nghé, Quan 1, Thanh phd H6 Chi
Minh, Viét Nam

Dién thoai 028 3824 8744
DD: 0963 905235

E-mall antoanthuoc.vn@gsk.com

.. ' AsRelentless As You
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THANK YOU

LAUGMENTIN

Amoxicillin + clavulanic acid
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