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 34

( Theo cong van s6 22372 /QLD-CL ngay 02/12/2015 ctia Cuc Quan ly Dworc)

TEN CO’ SO’ SAN - GIAY CH. | NGAY 2 DN DPE NGHI A S L
STT XUAT DIA CHI NHAN CAp CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 [Merck Sharp & 2778 South East Side 03-0178- United States Food and |VPDD Merck Co s& dé nghi cong bd tén TIENAM (thé hién
Dohme Corp Highway, Elkton, Viginia  [2015-05-VN Drug Administration Sharp & Dome [trén CPP do Phap va Ha Lan cp) thay vi tén

22827, USA

15/04/2015

(Asia) Ltd. tai Tp.
Ha Noi

PRIMAXIN (nhu trén CPP do M cap): Giai
trinh khong hop ly do khéng cé thong tin
nao cho thay 2 Biét dugc nay |a mot; CPP
(TIENAM) do Ha Lan c&p thé hién thudc
duoc SX tai My, nhwng déng goi va xuat
xuwdng tai Phap va Ha Lan.

S8 dang ky VN-13275-11 duwgc Cuc Quan ly
Dugc cap cho sdn phdm thudc bt pha tiém
c6 tén TIENAM CHO CSSX ¢6 dia chi & My
nhung CS déng gbi lai & Australia.

Hb so dinh kém khdng c6 CPP (tir M) dwoc
cdp nam 2010 véi tén goi TIENAM nhu thw
gidi trinh.

Dé nghij cung cap GCN CPP hodc bang chirng
thé hién thudc TIENAM duoc san xuat tai dia
chi nhu duwoc néu trén GCN CPP do My cap.
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TEN CO’ SO SAN . GIAY CH. | NGAY " DN DE NGHI A S C
STT ~ PIA CHI ~ ~ CO’ QUAN CAP A < - NOI DUNG CAN BO SUNG GIAI TRINH
XUAT : NHAN CAP Q CONG BO ;
2 |Lindoph Neust 82,40721 H31-1- Co tha 8 Van phong dai .
inclopharm .eus rasse o2, i quan tham quyen in P Aong a Giay chirng nhan CPP khong ghi thoi han cé
GmbH Hilden, Germany 187/14 Pirc dién Cong ty .A s 1 . v
i hiéu lyc. Cuc Quan ly Dugc tam cong bo tai
Novartis , . ” v i n
(Singapore) Pte danh sdch co s& san xuat thuoc dat tiéu
BAPOTE) T 2€- | chudn PIC/S-GMP, EU-GMP. Trong vong 3
Ltd. tai Tp. HO , oo oA v ..
L thang ké tir ngay cong bo, dé nghi cong ty
3 Chi Minh M i esihial qs s oam
S cung cap cac tai liéu lam can c& dé xac dinh
po thoi han ¢ hiéu lyc cda GCN nay (nhu Gidy
o e “
> chirng nhan GMP/ Bién ban kiém tra (phan
- hanh chinh va két luan) cé thé hién ngay
kiém tra GMP tai co s& sdn xuat san pham
dé nghi cdng bé). Néu qué thoi han trén, Cuc
Quan ly Dugc s& rut co s san xuat khoi
danh sach.
3 |SmithKline Clarendon Road, UK MIA United Kingdom's Van phong dai - . v . x
! ! . ! .. "8 n P . § dal Pé nghi cung cap Site Master File theo mau
Beecham Ltd T\A |Worthing, West Sussex, 10592 Insp ™M |medicines and dién Cong ty ) « a2 g w s
L . o N cla PIC/s hodc bién ban kiém tra (phan hanh
Smithkline BN14 8QH, United GMP N |Healthcare Products Glaxosmithkline i A R R
. - . chinh va két luan) thé hién ro cac dang bao
Beecham Kingdom 10592/3922-| o |Regulatory Agency Pte Ltd tai Tp. v B j i N
. > . ché cu thé trong pham vi dugc chirng nhan
Pharmaceuticals 0025 — |MHRA HO6 Chi Minh ) . . B i
(cac dang bao ché dang ran khac)
4 |Fisiopharma S.R.L [Nucleo Industriale - 84020 [IT/61- 1 [Italian Medicines Agency |Alfa Intes Gidy chirng nhan dinh kém 13 ban sao chua
Palomonte (SA) lItaly 1/H/2015 8 (AIFA) Industria dwoc hop phap héa 13nh syu. Tra cru Eudra
g Terapeutica khong cé théng tin.
9 Splendore S.r.l |p& nghi thuc hién dung quy dinh.
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TEN CO’ SO SAN . GIAY CH. | NGAY " DN DE NGHI A S C
STT ~ PIA CHI A ~ CO’ QUAN CAP A ~ NOI DUNG CAN BO SUNG GIAI TRINH
XUAT : NHAN CAP Q CONG BO ;
5 |Teva 4042 Debrecen, Pallagi ut |OGYI/19263- National Institute of Codng ty c6 phan .
' g / . &Yy R P Giay chirng nhan CPP khong ghi thoi han cé
Gyogyszergyar Zrt.|13, Hungary 2/2015 Pharmacy and Nutrition [duwgc pham Duy |, .. s . o
. hiéu lyc. Cuc Quan ly Dugc tam cong bo tai
(Teva (OGYEI) Hungary Tan ) sy v . .
Pharmaceutical danh sdch co s& san xuat thuoc dat tiéu
. chuan PIC/S-GMP, EU-GMP. Trong vong 3
Works Private . 2 a A R s A
L. thang ké tir ngay cong bo, dé nghi cong ty
Limited Company) ud] M arimia hn e e
S cung cap cac tai liéu lam can c& dé xac dinh
) thoi han ¢ hiéu lyc cda GCN nay (nhu Gidy
o e “
> chirng nhan GMP/ Bién ban kiém tra (phan
e hanh chinh va két luan) cé thé hién ngay
kiém tra GMP tai co s& sdn xuat san pham
dé nghi cdng bé). Néu qué thoi han trén, Cuc
Quan ly Dugc s& rut co s san xuat khoi
danh sach.
6 |Teva Pallagi ut 13., Debrecen, |OGYI/19266- National Institute of Codng ty c6 phan | .. 3 . . . 3
Y . au / ! "ty . gty . P Giay chirng nhan CPP khong ghi thoi han co
Pharmaceutical  |4042, Hungary 2/2015 Pharmacy and Nutrition [duwgc pham Duy |, ., s 1 R o
) . hiéu lyc. Cuc Quan ly Dugc tam cong bo tai
Works Private (OGYEI) Hungary Tan , s s v . .
Limited Compan danh sach co s& san xuat thuoc dat tiéu
pany chuan PIC/S-GMP, EU-GMP. Trong vong 3
" thang ké tir ngay cong bd, dé nghi cong ty
§ cung cap cac tai liéu lam can c&r dé xac dinh
v th&i han cé hiéu lyc cda GCN nay (nhu Gidy
% chirng nhan GMP/ Bién ban kiém tra (phan

hanh chinh va két luan) cé thé hién ngay
kiém tra GMP tai co s& san xuat san pham
dé nghi cdng bd). Néu qua thoi han trén, Cuc
Quan ly Dugc sé rut co s& san xuat khoi
danh sach.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI - S S
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

7 |Teva Pallagi ut 13., Debrecen, [01/15/8462 European Medicines Cong ty c6 phan
Pharmaceutical H-4042, Hungary 5 Agency duoc phdm Duy [Gidy chirng nhan CPP khéng ghi thdi han ¢
Works Private Tan hiéu lwc. Cuc Quan ly Duoc tam cdng bd tai
Limited Company danh sach co s& san xuat thudc dat tiéu

chuén PIC/S-GMP, EU-GMP. Trong vong 3
n thang ké tir ngay céng b, dé nghj cong ty
8 cung cap cac tai liéu 1am can c&r dé xac dinh
§ th&i hanGCN nay (nhu Gidy chirng nhan
S GMP/ Bién ban kiém tra (phan hanh chinh va
k&t luan) c6 thé hién ngay kiém tra GMP tai
co s& san xuat san pham dé nghi céng bd).
Néu qué thdi han trén, Cuc Quan ly Duoc sé
rut co s@ san xuat khaéi danh sach.

8 |Atlantic Pharma - |Rua da Tapada Grande, 0662/CM/20 National Authority of Céng ty c6 phan |Tai liéu nép kém 1a CPP khéng cé thoi han
Producoes no. 2, Abrunheira, 2710- |15 Medicines and Health duoc phdm Duy [hiéu lyc. Cuc Quan ly Duoc tam cdng bé tai
Farmaceuticas, 089, Sintra, Portugal Products (INFARMED), |Tan danh sach co s& san xuat thudc dat tiéu
S.A. (Fab. Portugal chuén PIC/S-GMP, EU-GMP. Trong vong 3
Abrunheira) " thang ké tr ngay céng bd, dé nghi céng ty

§ cung cap cac tai liéu can 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 xudt san pham dé nghi
cdng bé. Néu qud thoi han trén, Cuc Quan ly
Duwoec s8 rut co s& san xuat khéi danh sach.

9 |Atlantic Pharma - |Co s& sdn xuat ban thanh |0663/CM/20 National Authority of Céng ty c6 phan [Tai liéu nép kém 13 CPP khéng cé thoi han
Producoes pham: Rua da Tapada 15 Medicines and Health duwoc pham Duy [hiéu lyc. Cuc Quan ly Dugc tam céng bé tai
Farmaceuticas, Grande, n° 2, 2710-089 Products (INFARMED), Tan danh sach co s& san xuat thudc dat tiéu
S.A. (Fab. Sintra, Portugal 2 |Portugal chuan PIC/S-GMP, EU-GMP. Trong vong 3
Abrunheira) 8 thang ké tir ngay céng bd, dé nghij cong ty
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI - S S
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BG NOQI DUNG CAN BO SUNG GIAI TRINH
Co s& déng gbi: Zona § cung cap cac tai liéu cin c& (Gidy chirng
Industrial da Abrunheira, 2 nhan GMP/ Bién ban kiém tra (phan hanh
Rua da Tapada Grande, 2, chinh va két luan) dé thé hién ngay kiém tra
2710-089 Sintra, Portugal GMP tai co s& san xuat san pham dé nghi
céng bé. Néu qud thoi han trén, Cuc Quan ly
10 |Hospira Australia [1-5, 7-23& 25-39 Lexia 14/0718 Australian Therapeutic [Congty TNHH  |Tailiéu n6p kem la CPP khéng cé thoi han
Pty Ltd Place Mulgrave Vic 3170, Goods Administration, |Dugc phamva |hiéu lyc. Cuc Quan ly Dugc tam cong bé tai
Australia Department of Health, |Héa chat Nam [danh sdch co s& san xuat thudc dat tiéu
Australia Linh chuan PIC/S-GMP, EU-GMP. Trong vong 3
< thang ké tir ngay céng b, dé nghj cong ty
§ cung cap cac tai liéu cn c (Gidy chirng
ey nhan GMP/ Bién ban kiém tra (phan hanh
g chinh va két luan) dé thé hién ngay kiém tra
- GMP tai co s& san xuat san pham dé nghi
céng bé. Néu qud thoi han trén, Cuc Quan ly
Duoc s rat co s& san xuat khoi danh sach.
11 |Valpharma S.p.A. |Via Ranco, 112 (loc. IT-GMP/E/9- n  [Cuc Quan ly Dugc Italia |Congty TNHH  |H6 so chi cé thdng tin Gidy chirng nhan dén
Serravalle), Serravale, 2015 8 Dugc pham céng doan san pham chd déng goi. Yéu cau
47899, San Marino 5 Nhat Anh b8 sung théng tin vé co s& déng goi thanh
g pham

Page 5 of 7




STT
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NOI DUNG CAN BO SUNG GIAI TRINH

12

Atlantic Pharma -
Producoes
Farmaceutical, S.A
(Fab. Abrunheira)

Rua da Tapada Grande, n°
2, 2710-089 Sintra,
Portugal

0664/CM/20
15

15/04/2015

National Authority of

Medicines and Health
Products (INFARMED),
Portugal

Céng ty C6 phan
Duwoc phadm Duy
Tan

Gidy chirng nhan CPP khéng ghi th&i han ¢
hiéu lwc. Cuc Quan ly Duoc tam cdng bd 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 nghij cong ty
cung cap cac tai liéu lam can c&r dé xac dinh
thoi han ¢ hiéu lyc cda GCN nay (nhu Gidy
chirng nhdn GMP/ Bién ban kiém tra (phan
hanh chinh va két luan) cé thé hién ngay
kiém tra GMP tai co s& sdn xuat san pham
dé nghi cdng bd). Néu qua thoi han trén, Cuc
Quan ly Dugc s& rut co s san xuat khoi
danh sach.

13

Atlantic Pharma -
Producoes
Farmaceutical, S.A
(Fab. Abrunheira)

Rua da Tapada Grande, n°
2, 2710-089 Sintra,
Portugal

0967/CM/20
14

03/07/2014

National Authority of

Medicines and Health
Products (INFARMED),
Portugal

Cong ty C6 phan
Duwoc pham Duy
Tan

Gidy chirng nhan CPP khéng ghi th&i han cé
hiéu lyc. Cuc Quan ly Dugc tam cdng bé tai
danh sach co s& san xuat thudc 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 lam can c&r dé xac dinh
th&i han cé hiéu lyc cda GCN nay (nhu Gidy
chirng nhan GMP/ Bién ban kiém tra (phan
hanh chinh va két luan) cé thé hién ngay
kiém tra GMP tai co s& san xuat san pham
dé nghi cdng bd). Néu qua thoi han trén, Cuc
Quan ly Dugc sé rut co s& san xuat khoi
danh sach.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI - S S
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG B6 NOI DUNG CAN BO SUNG GIAI TRINH
14 |PT.Sanbe Farma |Jalan Mahar Martanegara [PW.01/02.3 Indonesia National PT. Sanbe Tai liéu, tai liéu ban gbc d3 nép tai Cuc Quan
No. 162 (JI. Leuwigajah 31.02.15.08 »~ |Agency for Drug and Farrma ly Dugc khéng phai la Gidy chirng nhan
No.162) RT.01 RW.12 60 § Food Control GMP. Yéu ciu b6 sung Gidy chirng nhan
Kelurahan Baros S GMP (c6 day du tinh phap ly) dugc co quan
Kecamatan Cimahi Tengah % quan ly dwoc Indonesia cap tuan thd nguyén
Kota Cimahi - Indonesia ~ tac HK.03.1.33.12.12.8195, thé hién ngay
kiém tra va hiéu lyc chirtng nhan GMP.
PT. Sanbe Farma |JI. Industri Cimareme No. |PW.01.02.33 Indonesia National
8 Desa Cimareme, 1.02.15.085 L2 |Agency for Drug and
Kecamatan Ngamprah, 7 8 Food Control
Kabupaten Bandung Barat ; §
Indonesia (Unit 3) Q
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