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
bot 38
( Theo cong vian s6 4936/QLD-CL ngay 01/04/2016 cida Cuc Quan ly Dworc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY e DN PE NGHI - SO 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |Catalent Australia [217-221 Governor Road, [MI-2015-LI- Therapeutic Goods Ccongty TNHH  |D@é nghj cung cap Site Master File theo mau ctia PIC/s
Pty Ltd BRAESIDE Vic 3195 09887-1 11 [Administration (TGA), |Pai Bac hodc bién ban kiém tra (phan hanh chinh va két lun),
Australia 8 Australia CPP va MA lru hanh tai Viét Nam thé hién rd cac dang
g bao ché cu thé trong pham vi dwoc chirng nhan déi vai
= cac dang bao ché ran phan liéu.
2 |LafedarS.A Valentin Torra 4880, 20132014 National Administration [Congty TNHH [D& nghi cung cap Site Master File theo mau clia PIC/s
General Belgrano 001962 15 Y |of Drugs, Foods and Dugc phdm DO |hodc bién ban kiém tra (phan hanh chinh va két luan) thé
Industrial Park, (Zip Code 8 Medical Devices HA hién rd cdc dang bao ché khac trong pham vi dwoc chirng
3100) of the City of 5 (ANMAT), Argentina nhan d6i véi Thubc vé trung.
Parana, Entre Rios N
Province, Argentina
3 |Bayer Pharma AG |Bayer Pharma AG DE_BE 01 G Co quan thdm quyén VPDD Bayer PEi vdi cac dang bao ché san xuat vo trung cé chu thich
Mullerstrasse 178 13353 | MP_2015 0 L [blc (South East Asia) [khéng r& y nghta lién quan dén hormon va khang sinh. Pé
Berlin, Germany 064 8 Pte.Ltd nghi b6 sung Site Master File hodc bién ban kiém tra
g (phan hanh chinh va két luan) thé hién ré cac dang bao
R ché& cu thé trong pham vi dugc chirng nhan
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4 |Bushu 950, Hiroki, Ohaza, Misato- 1437 Ministry of Health, Coéng ty TNHH  [Gidy chirng nhdn GMP khdng cé thdng tin vé ngay kiém
Pharmaceuticals |machi, Kodama-gun, Labour and Welfare DKSH Viét Nam |tra GMP va thai han hiéu lwc. Cuc Quan ly Dugc tam céng
Ltd. Misato Saitama-ken, Japan government of Japan b6 tai danh sdch co s& sdn xuat thudc dat tiéu chuin
Factory PIC/S-GMP, EU-GMP véi thoi han hiéu lwc 02 ndm ké tir
ngay cap gidy chirng nhan GMP.Y&u ciu cdng ty cung cap
cdc tai lidu |am can c& dé xac dinh thi han cé hiéu luc
cta GCN nay (nhu béo cdo thanh tra (phan hanh chinh va
k&t luan) hodc GMP Notification c6 thé hién ngay kiém tra
GMP tai co s& san xuat san pham dé nghij cdng bd) dé
duogc cdng b6 thdi han hiéu lyc 05 ndm theo quy dinh cla
Nhat. Néu qud thoi han trén, Cuc Quan ly Dugc s& rut co
s& san xuat khoi danh sach.

25/06/2014

5 |[Bushu 950, Hiroki, Ohaza, Misato- 1438 Ministry of Health, Céng ty TNHH  [Gidy chirng nhdn GMP khdng cé théng tin vé ngay kiém
Pharmaceuticals |machi, Kodama-gun, Labour and Welfare DKSH Viét Nam |tra GMP va thai han hiéu lwc. Cuc Quan ly Dugc tam céng
Ltd. Misato Saitama-ken, Japan government of Japan bé tai danh sach co s& sdn xuat thudc dat tiéu chuan
Factory PIC/S-GMP, EU-GMP véi thoi han hiéu lwc 02 ndm ké tir
ngay cap gidy chirng nhan GMP.Yé&u ciu cdng ty cung cip
cdc tai liéu 1am cdn c& dé xac dinh thoi han cé hiéu luc
cla GCN nay (nhw bao cdo thanh tra (phan hanh chinh va
két luan) hodc GMP Notification cé thé hién ngay kiém tra
GMP tai co s& san xuat san pham dé nghij cong bd) dé
duogc cdng b6 thoi han hiéu luc 05 ndm theo quy dinh cla
Nhat. Néu qud thoi han trén, Cuc Quan ly Dugc sé rut co
s& san xuat khoi danh sach.

25/06/2014
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TEN CO’ SO’ SAN . GIAY CH. | NGAY a DN PE NGHI 2 A 2 S
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
6 [Santen 9-19, Shimoshinjo 3- 3119 Ministry of Health, VPDD Santen Gidy chirng nhan CPP khéng ghi thdi han ¢6 hiéu luc. Cuc
Pharmaceutical chome, Higashiyodogawa- Labour and welfare, Pharmaceutical [Quan ly Duwoc tam cong bd tai danh sich co sé& san xuat
Co., Ltd (Santen [ku, Osaka, Japan (2-14), Japan Co Ltd thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Pharmaceutical  |Shikinami, " thang ké tir ngay cong bd, dé nghi cdng ty cung cap cac tai
Co., Ltd. Noto Hodatsushimizu-cho, § liéu 1am c3n cir dé xac dinh thoi han ¢ hiéu lyc cha GCN
Plant) Hakui-gun, Ishikawa, = nay (nhu Gidy chirng nhdn GMP/ Bién ban kiém tra (phan
Japan) § hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai
~ co s& san xudt san pham dé nghi cong bd). Néu qua thoi
han trén, Cuc Quan ly Dugc s& rut co s& san xuat khoi
danh sach.
7 |Santen 9-19, Shimoshinjo 3- 3120 Ministry of Health, VPDD Santen Gidy chirng nhan CPP khéng ghi thoi han co hiéu luc. Cuc
Pharmaceutical chome, Higashiyodogawa- Labour and welfare, Pharmaceutical |Quan ly Dugc tam cdng bd tai danh sich co s& san xuat
Co., Ltd (Santen |ku, Osaka, Japan (2-14), Japan Co Ltd thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Pharmaceutical  |Shikinami, " thang ké tir ngay cong bd, dé nghi cdng ty cung cap cac tai
Co., Ltd. Noto Hodatsushimizu-cho, § liéu 1am cin cir dé xac dinh thoi han ¢ hiéu lyc cha GCN
Plant) Hakui-gun, Ishikawa, = nay (nhu Gidy chirng nhdn GMP/ Bién ban kiém tra (phan
Japan) § hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai
~ CO s& san xuat san pham dé nghj cong bd). N&u quad thoi
han trén, Cuc Quan ly Dugc sé rut co sé& san xuat khoi
danh sach.
8 |Santen 9-19, Shimoshinjo 3- 3118 Ministry of Health, VPDD Santen Gidy chirng nhan CPP khdng ghi th&i han cé hiéu lyc. Cuc
Pharmaceutical chome, Higashiyodogawa- Labour and welfare, Pharmaceutical [Quan ly Duwgc tam cong bé tai danh séch co sé san xuat
Co., Ltd (Santen |ku, Osaka, Japan (2-14), Japan Co Ltd thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Pharmaceutical  |Shikinami, " thang ké tir ngay cdng bd, d@ nghj cdng ty cung cip cac tai
Co., Ltd. Noto Hodatsushimizu-cho, § lidu ldm cdn ct d€ xac dinh thoi han cé hiéu luc ciia GCN
Plant) Hakui-gun, Ishikawa, = nay (nhu Gidy chirng nhan GMP/ Bién ban kiém tra (phan
Japan) % hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai

co s& san xuat san pham dé nghi cong bd). Néu qué thoi
han trén, Cuc Quan ly Dugc s& rit co s& san xuat khoi
danh sach.
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TEN CO’ SO’ SAN , GIAY CH. | NGAY a DN PE NGHI 2 A 2 S
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
9 |[Santen 9-19, Shimoshinjo 3- 3606 Ministry of Health, VPDD Santen Gidy chirng nhan CPP khéng ghi thdi han ¢6 hiéu luc. Cuc
Pharmaceutical chome, Higashiyodogawa- Labour and welfare, Pharmaceutical [Quan ly Duwoc tam cong bd tai danh sich co sé& san xuat
Co., Ltd (Santen [ku, Osaka, Japan (2-14), Japan Co Ltd thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Pharmaceutical  |Shikinami, " thang ké tir ngay cong bd, dé nghi cdng ty cung cap cac tai
Co., Ltd. Noto Hodatsushimizu-cho, § liéu 1am c3n cir dé xac dinh thoi han ¢ hiéu lyc cha GCN
Plant) Hakui-gun, Ishikawa, = nay (nhu Gidy chirng nhdn GMP/ Bién ban kiém tra (phan
Japan) S hanh chinh va két luan) c6 thé hién ngay kiém tra GMP tai
- co s& san xudt san pham dé nghi cong bd). Néu qua thoi
han trén, Cuc Quan ly Dugc s& rut co s& san xuat khoi
danh sach.
10 [Glenmark Calle 9, No. 593, Parque  |2482/12 National Administration [VPDD Glenmark [1.Trong ndi dung gidy chirng nhan khéng dé cap téi
Generics S.A. Industrial Pilar - Provincia of Drugs, Foods and Pharmaceuticals [nguyén tdc GMP dat dwoc theo PIC/S hay theo WHO. bé
De Buenos Aires - n  |Medical Devices nghi cong ty giai trinh vé& nguyén tac kiém tra va cap gidy
Republica Argentina § (ANMAT), Argentina ch&rng nhdn GMP cla co so.
P~ 2. Co s& sdn xuat tai Argentina dugc cap bdi co quan
§ quan ly Argentina, tuy nhién phan cdng chirng va hop
e phép hoa lanh sy duoc thuc hién tai An Dd. Yéu ciu cung
cap Gidy chirng nhan GMP duoc hop phap hda tai
Argentina.
11 |Samchundang 71, Jeyakgongdan 2-Gil, 2015-D1- " Medicines and Samchungdang [MA&u gidy chitng nhan khéng khdp véi ca 2 mau gidy
Pharm. Co., LTD |Hyangnam-Eup, 3124 § Healthcare Products Pharm. Co, Ltd |chirng nhan cla Co quan quan thdm quyén Han Qudc d3
Hwaseong-si, Gyeonggi- > |Regulatory Agency cung cap. Phan chit ky khdng rd rang. Dé nghij cung cap
do, KR-445 937, Korea E (MHRA), United ban g&c hop phdp héa Ianh sy dé ddi chiéu.
- Kingdom
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Operations

4/3848-0028

(MHRA), United

TEN CO' SO’ SAN ; GIAY CH. | NGAY " DN PE NGHI R S S
o ~ ~ CO QUAN CAP ~ ~ NOI DUNG CAN BO SUNG GIAI TRINH
STT XUAT RLCEE NHAN CAP Q CONG BO ;
12 |Glaxo Operations [Harmire Road, Barnard UK MIA 4 Medicines and Glaxo Smith Yéu ciu cdng ty:
UK Ltd Trading as |Castle, Durham, DL12 8DT, |Insp Healthcare Products Kline Pte Ltd 1. Cung cap Site Master File theo mau ctia PIC/s hodc bién
Glaxo Wellcome |United Kingdom GMP/IMP Regulatory Agency ban kiém tra (phan hanh chinh va két ludn) thé hién rd

cac dang bao ché cu thé trong pham vi "cac dang thudc

% Kingdom ran khac" dwoc chirng nhan.
> 2. Giai trinh vé ndi dung ghi trong gidy chirng nhan: "Viéc
E ki€ém tra chi tién hanh véi phan san xuat va QC cla san
- pham Cephalosporin tai tda nha K" nhwng trong pham vi
chirng nhan khéng dé cap dén Cephalosporin..
13 |Sandoz Private MIDC, Plot No. 8-A/2, 8-B, |INS-481703- Austrian Federal Office |VPDD Novartis |Gidy chirng nhan GMP do co quan quan ly dwoc/y té Ao
Limited T.T.C. Ind. Area, Kalwe 0009-001 for Safety in Health Care [Singapore Pte  |cip khong cé théng tin vé vién nén bao phim. CPP do co
Block, 400708 Navi (2/8) S Ltd. tai Tp.HCM |[quan quan ly An Do cap khéng chirng minh dwoc vién nén
Mumbai, India 8 bao phim thudc pham vi chirng nhdn GMP cla Ao.
5 D@ nghij cong ty cung cdp MA va CPP clia Ao clia san pham
4 vién nén bao phim dé chirng minh sdn pham nay duoc
phép Iwu hanh tai Ao.
14 |Andersonbrecon [Pharos House, Wye Valley |PP10141775 Medicines and Cong ty TNHH  [Gidy chirng nhan CPP khdéng ghi th&i han cé hiéu lwc. Cuc
(UK) Limited Business Park, Brecon Healthcare Products Duwoc pham Quan ly Dwoc tam cdng bd tai danh sich co s& san xuat
Park, Brecon Road, Hay-on Regulatory Agency Bach Viét thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
wye, Hereford, o |(MHRA), United thang ké tir ngay céng bd, dé nghi cdng ty cung cap cac tai
Herefordshire, HR3 5PG, § Kingdom lidu lam cdn ct d€ xac dinh thoi han cé hiéu luc ciia GCN
United Kingdom. ~ 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 cong bd). Néu qué thoi
han trén, Cuc Quan ly Dugc sé rit co s& san xuat khoi
danh sach.
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druzba d.d (Lek
Pharmaceuticals
d.d), Production

2391, Slovenia

2

Products and Medical
Devices of the Republic
of Slovenia (JAZMP)

TEN CO' SO’ SAN ; GIAY CH. [ NGAY ~ DN DE NGHI . S A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
15 |Lek farmacevtska [Perzonali 47, Prevalje, 450-25/20131 Agency for Medicinal VPDD Novartis [Cong ty d3 duwoc cdng bd Dot 19 STT 42,

(Singapore) Pte
Ltd. tai Tp. HCM

- Pong y b6 sung dang bao ché vién bao phim trong pham
vi cdng bd do d3 cung cap Gidy phép lwvu hanh va CPP thé
hién dang bao ché nay;

Site % - Khéng diéu chinh pham vi cdng b6 d6i vdi dang bao ché

3 vién nén phan tan vi d3 bao gdbm trong pham vi chirng

§ nhan dwoc cong bd (vién nén);

- - Cung cap Site Master File theo mAu cta PIC/S hoi3c bién
ban kiém tra (phan hanh chinh va két ludn) thé hién rd
cac dang bao ché cu thé trong pham vi "dang bao ché ran
khac" dugc chirng nhan.

16 |ILDONG 25, Gongdan 1-ro, 2016-D1- ©  |Gyeongin Regional Office|ILDONG Dé nghj cung cap Site Master File theo mau PIC/S hodc
Pharmaceutical  |Anseong-si, Gyeonggi-do, |0540 8 of Food and Drug Safety, |Pharmaceutical |bién ban kiém tra (phan hanh chinh va két luin) thé hién
Co., Ltd. Republic of Korea N [Korea Co., Ltd. rd cac dang bao ché cu thé trong pham vi "thudc tiém"

E dugc chirng nhan.

17 |Mitim S.R.L. Via Cacciamali, 34-38 - IT/248- n ltalian Medicines Agency [Cong ty CP DP  [D& nghi cung cap Site Master File theo mau clia PIC/S
25125 Brescia (BS), Italy  |10/H/2015 8 (AIFA) APAC hodc bién ban kiém tra (phan hanh chinh va két luan) thé

g hié,n rlc") cac dang bao ché cu thé trong pham vi "dang bao

= ché ran khac" duoc chirng nhan.
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