PHU LUC 2: DANH SACH HO SO' PE NGHI CONG BO CO’ SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

BO SUNG GIAI TRINH
Dot 32

( Theo céng van s6 19122 /QLD-CL ngay 08/10/2015 ctia Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI - S 2 s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |F.Hoffmann-La Betribsstandort 14-059 Swissmedic, Swiss VPDD Hoffmann-|San pham thudc ddng ky khdng cé théng tin
Roche Ltd Kaiseraugst, 4303 « |Agency for Therapeutic |La Roche Ltd vé ham lugng, dang bao ché dang ky. Yéu
Kaiseraugst., Switzerland § Products ciu bé sung tai liéu théng tin vé san pham,
> va chirng minh san pham duoc sdn xuat tai
S day chuyén d3 dwoc chirng nhan PIC/S-GMP
o va EU-GMP nhu céng bé
2 |Hospira Australia [1-5 7-23 and 25-39 Lexia |15/1179 Australian Therapeutic [Congty TNHH  [Tai liéu nop kem la CPP khéng cé thoi han
Pty Ltd Place Mulgrave Vic 3170, Goods Administration, |Dugc phdmva |hiéu lwc. Cuc Quan ly Duoc tam cdng b tai
Australia Department of Health, |hda chdt Nam |danh séch co sé& san xuat thudc dat tiéu
Australia Linh chuén PIC/S-GMP, EU-GMP. Trong vong 3
" thang ké tir ngay céng bd, dé nghi cong ty
§ cung cap cac tai liéu cdn c (Gidy chirng
5 nhan GMP/ Bién ban kiém tra (phan hanh
% chinh va két luan) dé thé hién ngay kiém tra

GMP tai co s& sdn xuat san pham dé nghi
céng bd. Néu qua thi han trén, Cuc Quan ly
Duoc s& rut co s& san xuit khoi danh sach.
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3 |Hospira Australia [1-5 7-23 and 25-39 Lexia |15/1182 Australian Therapeutic [Congty TNHH  [Tai liéu nop kem la CPP khéng cé thoi han
Pty Ltd Place Mulgrave Vic 3170, Goods Administration, |Dugc phdmva |hiéu lyc. Cuc Quan ly Duoc tam cdng b tai
Australia Department of Health, |hda chdt Nam |danh sich co s& san xuat thuéc dat tiéu
Australia Linh chuén PIC/S-GMP, EU-GMP. Trong vong 3
" thang ké tir ngay cong bd, dé nghi cong ty
§ cung cap cac tai liéu cn c (Gidy chirng
5 nhan GMP/ Bién ban kiém tra (phan hanh
% chinh va két luan) dé thé hién ngay kiém tra
e GMP tai co s& san xuat san phdm dé nghi
céng bd. Néu qud thdi han trén, Cuc Quan ly
Dugc sé rut co s& san xuat khoi danh sach.
4 |Hospira Australia [1-5 7-23 and 25-39 Lexia |15/1180 Australian Therapeutic [Congty TNHH  [Tai liéu nop kem la CPP khéng cé thoi han
Pty Ltd Place Mulgrave Vic 3170, Goods Administration, |Dugc phdmva |hiéu lwc. Cuc Quan ly Duoc tam cdng b tai
Australia Department of Health, |hda chdt Nam |danh séch co sé& san xuat thuéc dat tiéu
Australia Linh chuén PIC/S-GMP, EU-GMP. Trong vong 3
" thang ké tir ngay céng bd, dé nghi cong ty
§ cung cap cac tai liéu cdn c (Gidy chirng
5 nhan GMP/ Bién ban kiém tra (phan hanh
% chinh va k&t ludn) dé thé hién ngay kiém tra

GMP tai co s& sdn xuat san pham dé nghi
céng bd. Néu qua thai han trén, Cuc Quan ly
Duoc s& rut co s& san xuat khoi danh sach.
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5 |Hospira Australia [1-5 7-23 and 25-39 Lexia |15/1181 Australian Therapeutic [Congty TNHH  [Tai liéu nop kem la CPP khéng cé thoi han
Pty Ltd Place Mulgrave Vic 3170, Goods Administration, |Dugc phdmva |hiéu lyc. Cuc Quan ly Duoc tam cdng b tai
Australia Department of Health, |hda chdt Nam |danh sich co s& san xuat thuéc dat tiéu
Australia Linh chuén PIC/S-GMP, EU-GMP. Trong vong 3
" thang ké tir ngay cong bd, dé nghi cong ty
§ cung cap cac tai liéu cn c (Gidy chirng
5 nhan GMP/ Bién ban kiém tra (phan hanh
% chinh va két luan) dé thé hién ngay kiém tra
e GMP tai co s& san xuat san phdm dé nghi
céng bd. Néu qud thdi han trén, Cuc Quan ly
Dugc sé rut co s& san xuat khoi danh sach.
6 |Hospira Australia [1-5 7-23 and 25-39 Lexia |15/1178 Australian Therapeutic [Congty TNHH  [Tai liéu nop kem la CPP khéng cé thoi han
Pty Ltd Place Mulgrave Vic 3170, Goods Administration, |Dugc phdmva |hiéu lwc. Cuc Quan ly Duoc tam cdng b tai
Australia Department of Health, |hda chdt Nam |danh séch co sé& san xuat thuéc dat tiéu
Australia Linh chuén PIC/S-GMP, EU-GMP. Trong vong 3
" thang ké tir ngay céng bd, dé nghi cong ty
§ cung cap cac tai liéu cdn c (Gidy chirng
5 nhan GMP/ Bién ban kiém tra (phan hanh
% chinh va k&t ludn) dé thé hién ngay kiém tra

GMP tai co s& sdn xuat san pham dé nghi
céng bd. Néu qua thai han trén, Cuc Quan ly
Duoc s& rut co s& san xuat khoi danh sach.
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Hospira Australia
Pty Ltd

1-5 7-23 and 25-39 Lexia
Place Mulgrave Vic 3170,
Australia

14/0681

05/07/2014

Australian Therapeutic
Goods Administration,
Department of Health,
Australia

Cong ty TNHH
Dugc pham va
hda chadt Nam
Linh

Tai liéu n6p kem la CPP khong co thoi han
hiéu Iwc. Cuc Quan ly Dwgc tam céng bd tai
danh sach co s& san xuat thuéc dat tiéu
chuén PIC/S-GMP, EU-GMP. Trong vong 3
thang ké tir ngay cong bd, dé nghi cong ty
cung cap cac tai liéu cn c (Gidy chirng
nhan GMP/ Bién ban kiém tra (phan hanh
chinh va két luan) dé thé hién ngay kiém tra
GMP tai co s& san xuat san phdm dé nghi
céng bd. Néu qud thdi han trén, Cuc Quan ly
Dugc sé rut co s& san xuat khoi danh sach.

Biolyse Pharma
Corporation

59 Welland Vale Road St.
Catharines, Ontario,
Canada, L2S3Y2

59786

03/09/2015

Canadian Health
Products and Food
Branch Inspectorate

Cong ty TNHH
Dugc pham Viét
Tan

Tai liéu n6p kem la CPP khong cé thoi han
hiéu lyc. Cuc Quan ly Dwoc tam céng bé tai
danh sach co s& san xuat thudc dat tiéu
chuan PIC/S-GMP, EU-GMP. Trong vong 3
thang ké tir ngay céng bd, dé nghi cong ty
cung cap cac tai liéu can c (Gidy chiing
nhan GMP/ Bién ban kiém tra (phan hanh
chinh va k&t ludn) dé thé hién ngay kiém tra
GMP tai co s& sdn xuat san pham dé nghi
céng bd. Néu qua thai han trén, Cuc Quan ly
Duoc s& rut co s& san xuat khoi danh sach.
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Wyeth Lederle
S.r.l

Via Franco Gorgone Z.1,,
95100 Catania (CT), ltaly

CPP/2015/7
10

16/03/2015

Italian Medicines Agency
(AIFA)

VPDD Pfizer
(Thailand)
Limited

Tai liéu n6p kem la CPP khong co thoi han
hiéu Iwc. Cuc Quan ly Dwgc tam céng bd tai
danh sach co s& san xuat thuéc dat tiéu
chuén PIC/S-GMP, EU-GMP. Trong vong 3
thang ké tir ngay cong bd, dé nghi cong ty
cung cap cac tai liéu cn c (Gidy chirng
nhan GMP/ Bién ban kiém tra (phan hanh
chinh va két luan) dé thé hién ngay kiém tra
GMP tai co s& san xuat san phdm dé nghi
céng bd. Néu qud thdi han trén, Cuc Quan ly
Dugc sé rut co s& san xuat khoi danh sach.

10

Wyeth Lederle
S.r.l

Via Franco Gorgone Z.1,,
95100 Catania (CT), ltaly

15/14/7869
7

29/07/2014

European Medicines
Agency

VPDD Pfizer
(Thailand)
Limited

Tai liéu n6p kem la CPP khong cé thoi han
hiéu lyc. Cuc Quan ly Dwoc tam céng bé tai
danh sach co s& san xuat thudc dat tiéu
chuan PIC/S-GMP, EU-GMP. Trong vong 3
thang ké tir ngay céng bd, dé nghi cong ty
cung cap cac tai liéu can c (Gidy chiing
nhan GMP/ Bién ban kiém tra (phan hanh
chinh va k&t ludn) dé thé hién ngay kiém tra
GMP tai co s& sdn xuat san pham dé nghi
céng bd. Néu qua thai han trén, Cuc Quan ly
Duoc s& rut co s& san xuat khoi danh sach.

11

Bristol-Myers
Squibb Company

4601 Highway 62 East, Mt.
Vernon, IN 47620, United
States

07-0199-
2014-02-VN

20/08/2014

United States Food and
Drug Administration

Cong ty TNHH
DKSH Viét Nam

Giai trinh ndi dung ghi trén nhan: "Product
of Ireland"
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12 |Santen 9-19, Shimoshinjo 3- 1504 Japan Ministry of Health, [VPDD Santen Cuc Quan ly Dwoc tam céng bd tai danh sach
Pharmaceutical chome, Higashiyodogawa- Labour and Welfare Pharmaceutical |co s& san xuat thudc dat tiéu chuan PIC/S-
Co., Ltd (Santen  |ku, Osaka, Japan GMP, EU-GMP. Trong vong 3 thang ké tu
Pharmaceutical (348-3, Aza-suma, Oaza- ngay cdng b8, dé nghi cdng ty cung cap cac
Co., Ltd Shiga shide, Taga-cho, Inukami- 3 tai liéu cdn c& (Gidy chirng nhan GMP/ Bién
Plant) gun, Shiga, Japan) 8 ban kiém tra (phan hanh chinh va két luan)
3 dé thé hién ngay kiém tra GMP tai co s& san
2 xuat san pham dé nghi céng bé. Néu qua
thoi han trén, Cuc Quan ly Duwoc s& rut co sé&
san xuat khdi danh sach.
13 [PT. Merck Sharp [JI. Ray Pandaan Km 48, PW.01.02.33 Indonesia National VPDD Merck Tai liéu ndp khdng phai la Gidy chirng nhan
Dohme Pharma Pandaan, Pasuruan, Jawa (1.07.15.332 Agency for Drug and Sharp & Dohme [GMP, khéng thé hién ngay kiém tra, tai liéu
Tbk Timur, Indonesia 2 Food Control (Asia) ap dung. Yéu cau b6 sung Gidy chirng nhan
" GMP gbc hodc Bién ban kiém tra/Bdo céo
§ kiém tra §MP thé hién thoi diém kiém tra va
=~ nguyén tac PIC/S-GMP hodac tuong duong
% duoc dp dung.
i

Pé nghi cung cap tai liéu s6
HK.03.1.33.12.12.8195 hodc dudng link dé
ddi chiéu néi dung.
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14 (Laboratorio Via Licinio, 11 - 22036 IT/178- Italian Medicines Agency |Cong ty Coéng ty da cdng bé dot 18. Cong ty dé nghi
Italiano Biochimio |Erba (Co) Italia 1/H/2013 (AIFA) LffePharrma b6 sung phan thuéc khéng vd trung thanh
Farmaceutico S.P.A "bao gbm ca thudc chira hormon".

Lisapharma S.p.a

08/08/2013

Céng ty c6 cung cap CPP cla san pham
Flexen (ketoprofen). Tuy nhién tai CPP san
pham, thé hién c6 2 co s& san xuat toan bd
céng doan san pham la co s& Lisapharma d3
céng bé va co s& khac 13 Beltapharm. Vi vay
khéng dd can cir dé bé sung pham vi chirng
nhan cda co s& la cd san xuat cac thudc khac
ngoai hormon.

Dé nghi cdng ty bd sung Site Master File
hodc Bién ban kiém tra (phan hanh chinh va
két luan) dé chirng minh pham vi chirng
nhan dé nghi bd sung.

Page 7 of 7




