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 37
( Theo cong vansé 4031/QLD-CL ngay 18/03/2016 cia Cuc Quan ly Dworc)
TEN CO SO’ SAN ) GIAY CH. | NGAY ~ DN PE NGHI A - e 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 [Neovii Biotech Am Haag6+7, 82166 DE_BY_04_G| w [Coquan thdm quyén Céng ty TNHH P& nghi b6 sung ham lugng hoat chét.
GmbH Grafelfing, Germany MP_2015_0 8 bilrc Dugc phdm Viét
055 g Phap
Q
2 |AbbVie Knollstrasse, 67061 DE_RP 01 G Co quan quan ly Dugc  |VPDD Abbvie Riéng d6i v&i "dang bao ché ran khac": Dé nghi cung cap 1
Deutschland Ludwigshafen, Germany | MP_2015 0 1 |buc Biopharmaceutic|trong céc gidy t& sau: Site Master File theo mAu ctia PIC/s;
GmbH & Co. KG 018 8 als GmbH bién ban kiém tra (phan hanh chinh va két luan), gidy GCN
§ CPP ho3c MA tai Viét Nam, thé hién rd cac dang bao ché
a cu thé trong pham vi dugc chirng nhan (thudc udng dang
ran).
3 |Bushu 950, Hiroki, Ohaza, Misato4{1419 Ministry of Health, Céng ty TNHH  |Khéng c6 thdng tin vé ngay kiém tra GMP => khéng rd
Pharmaceuticals |machi, Kodama-gun, Labour and Welfare DKSH Viét Nam |th&i han hiéu lwc gidy chirng nhdn. Cuc Quan ly Duoc tam
Ltd. Misato Saitama-ken, Japan (MHLW), Japan coéng bd tai danh sach co s& san 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 céng ty cung cap
§ céc tai liéu lam cdn c&r d€ xac dinh thoi han cé hiéu lyc
g cta GCN nay (nhw bdo cdo thanh tra (phan hanh chinh va
E 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 thoi han hiéu lye 05 ndm theo quy dinh cla
Nhat. Néu qud thoi han trén, Cuc Quan ly Dugce sé rit co
s& san xuat khai danh sach.
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4 |Bushu 950, Hiroki, Ohaza, Misato4{1418 Ministry of Health, Cong ty TNHH  |Khéng c6 thdng tin vé ngay kiém tra GMP => khéng rd
Pharmaceuticals |machi, Kodama-gun, Labour and Welfare DKSH Viét Nam [thdi han hiéu lyc gidy chirng nhan. Cuc Quan ly Dwoc tam
Ltd. Misato Saitama-ken, Japan (MHLW), Japan cdng bd tai danh sich co s& san 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.Y&u ciu cdng ty cung cap
§ céc tai liéu lam cdn c&r dé€ xac dinh thoi han cé hiéu lyc
) 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.
5 |Cipla limited D-7 UK GMP Medicines and Cipla Ltd. India |D& nghj cung cap Site Master File theo mau ctia PIC/s
D-22 14694 Insp Healthcare Products hodc bién ban kiém tra (phan hanh chinh va két luan) thé
D27 GMP « |Resgulatory Agency hién ré cac dang bao ché cu thé trong pham vi dugc
MIDC 14694/4462 § (MHRA), United chirng nhan d&i véi thudc udng dang ran khac.
Kurkumbh 27-0004 » |Kingdom
District Pune Maharashtra 3
IN- 413 802 ~
India
6 |Cipla Ltd. (Unitl) [Verna Industrial Estate, DE ST 01 G Landvesverwaltungsamt |Cipla Ltd. India |Gidy chirng nhan 1a ban in tir Eudra, cong chirng khéng
Verna, In-403722, India MP_2015 0 » |Sachesen-Anhalt, chirng nhan cho tinh chinh xac cda Gidy chirng nhan (céng
019 § Germany chirng 13 ban cda céng ty), khéng phai bai sao tir ban
g ch(nh, khéng phu hop vai quy dinh vé chirng thue, sao
> gidy t& phdp ly cla Viét Nam. Yéu ciu cung cap ban chirng
e thuc, sao y theo quy dinh.
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7 |Cipla Ltd. (Unit Il) [Verna Industrial Estate, DE ST 01 G Landvesverwaltungsamt |Cipla Ltd. India |Gidy chirng nhan 1a ban in tir Eudra, cong chirng khéng
Verna, Goa, In-403722, MP_2015 0 »~ |Sachesen-Anhalt, chirng nhan cho tinh chinh xac cda Gidy chirng nhan (céng
India 020 § Germany chirng 13 ban cda céng ty), khéng phai bai sao tir ban
g ch(nh, khéng phu hop véi quy dinh vé chirng thue, sao
> gidy t& phap ly cda Viét Nam. Yéu cau cung cip ban chirng
- thuc, sao y theo quy dinh.
8 |Cipla Ltd. Goa unit VII Cipla Ltd. Plot South African Medicines [Cipla Ltd. India |H® so cong bé chi bao gdbm van thu xdc nhan cta Co quan
no:S-103 to S-105, S-107 Control Council (MCC) quan ly dugc cia Nam Phi.
to S-112, L-138, L-147, L- Yéu ciu cung cap gidy chirng nhan GMP.
147/1TO L-147/3, L-147/A
Verna Industrial Estate,
Verna salcette GOA-India
403 722
9 |Cipla Ltd. (Unit Verna Industrial Estate, DE_ST 01 G Landvesverwaltungsamt |Cipla Ltd. India |Gidy chirng nhan 1a ban in tir Eudra, cong chirng khéng
VI Verna, Goa, In-403722, MP_2015 0 " Sachesen-Anhalt, chirng nhan cho tinh chinh xac cda Gidy chirng nhan (céng
India 021 § Germany chirng 1a ban cda céng ty), khéng phai bai sao tir ban
g chinh, khdng phu hop véi quy dinh vé chirng thue, sao
S gidy t& phdp ly cla Viét Nam. Yéu ciu cung cap ban chirng
- thuc, sao y theo quy dinh.
10 [Daewon Pharm 24, Jeyakgongdan 1-gil, 2015-D1- v [Coquan thdm quyén Daewon Pharm [MAu gidy chitng nhan khong khép véi cd 2 mau gidy
Co., Ltd. Hyangnam-eup, 2907 8 Han Quédc Co., Ltd chirng nhan cla Co quan quan thdm quyén Han Quéc. C6
Hwaseong-si, Gyeonggi- = nghi ngd dan deé chir ky. Dé nghi cung cip ban géc hop
do, Republic of Korea § phap hda lanh sy dé déi chiéu.
11 |Rotexmedica Rotexmedica GmbH DE_SH 01_ Co quan thdm quyén Rotexmedica Cong ty dé nghi diéu chinh "dung dich" thanh "dang
GmbH Arzneimittelwerk GMP_2015_ L [blc GmbH long".
Arzneimittelwerk [Bunsenstrasse 4, 22946 0019 8 Arzneimittelwer |D@& nghi cong ty b6 sung Site master File, hodc bién ban
Trittau, Germany 5 k kiém tra (phan hanh chinh va két luan), hodc MA va CPP
3 cla san pham thé hién co s& c6 san xuat cac san pham

dang 1dng ngoai dang dung dich.
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12 |PT. Dankos Farma [JI. Rawa Gatel Blok III S PW.01.02.33 National Agency for Drug|PT. Kalbe Farma |Tai liéu nép khdng phai 13 Gidy chirng nhan GMP, khdng
Kav. 36 - 38, Kawasan 1.12.15.594 and Food Control Tbk thé hién ngay kiém tra, tai liéu 4p dung. Yéu cau bé sung
Industri Pulogadung, 2 »n  |(NADFC), Indonesia Gidy chirng nhan GMP g&c hodc Bién ban kiém tra/Bao
Jakarta Timur, Indonesia  [PW.01.02.33 § céo kiém tra GMP thé hién thoi diém kiém tra va nguyén
1.12.15.594 S tac PIC/S-GMP hodc theo tai liéu s&
3 S HK.03.1.33.12.12.8195 duworc ap dung.
PW.01.02.33|
1.12.15.594
4
13 |Sophartex 21 rue du Pressoir, 28500 |HPF/FR/199/ National Agency for the [VPDD Tedis Céng ty dé nghi b6 sung vién nén bao gém ca vién nén
Vernouillet, France 2013 -« |Safety of Medicine and dat am dao.
§ Health Products (ANSM), Khéng chap nhan: do viéc san xuat vién nén dit 4m dao
S |France can diéu kién sdn xuat khéac vdi sdn xuat vién nén thudng.
% P& nghi céng ty cung cap CPP, MA hoic Site Master File
~ c6 thé hién dang bao ché nay.

14 |Recordati Via Civitali, 1-20148 IT/263- Italian Medicines Agency |VPDD Tedis Céng ty dé nghij b6 sung vién nén bao gdm ca vién nén
Industria Chimica |Milano (MI), Italia. 3/H/2014 o (AIFA) bao phim.

E Farmaceutica § Khéng chap nhan: do viéc san xuat vién nén bao phim can
S.P.A S cdc thiét bj va quy trinh khac vdi san xuat vién nén

3 thuwdng. Dé nghij cong ty cung cdp CPP, MA hoic Site

e Master File c6 thé hién dang bao ché nay.

15 [SUN Baroda Highway, Halol, NL/H Health Care Inspectorate [Cong ty SUN Céng ty dé nghj diéu chinh pham vi tir "dung dich thé tich
Pharmaceutical Gujarat, 389350, India 15/1004334 - Pharmaceutical Affairs [Pharmaceutical |l&n, dung dich thé tich nhé" thanh "Thuéc dang 1&dng thé
Industries Ltd. L2 [and Medical Technology, |Industries Ltd.  [tich I&n, thu&c dang 1dng thé tich nho".

India, Halol 8 Netherlands Dé nghi cdng ty b sung Site master File, hodc bién ban
5 kiém tra (phan hanh chinh va két luan), hodc MA va CPP
= cla san pham thé hién co s& cé san xuat cac san pham

dang ldng ngoai dang dung dich.
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16

Ajinomoto
Pharmaceuticals
Co., Ltd
Fukushima Plant

103-1,
Shirasakaushishimizu,
Shirakawa-shi, Fukushima,
Japan

4328

04/12/2015

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Cong ty TNHH
MTV Vimedimex
Binh Duong

Khéng co thong tin vé ngay kiém tra GMP => khéng rd
thoi han hiéu lyc gidy chirng nhan. Cuc Quan ly Dugc tam
cdng bd tai danh sich co s& san xuat thudc dat tiéu chuan
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.

17

Ajinomoto
Pharmaceuticals
Co., Ltd
Fukushima Plant

103-1,
Shirasakaushishimizu,
Shirakawa-shi, Fukushima,
Japan

4327

04/12/2015

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Cong ty TNHH
MTV Vimedimex
Binh Duong

Khéng cé théng tin vé ngay kiém tra GMP => khong rd
th&i han hiéu lyc gidy chirng nhan. Cuc Quan ly Dugc tam
cong bé tai danh sach co s san xuat thudc dat tiéu chuin
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.
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18

Taiho
Pharmaceutical
Co., Ltd
Tokushima Plant

224-15 Aza-ebisuno,
Hiraishi, Kawauchi-cho,
Tokushima-shi,
Tokushima, 771-0194,
Japan

5524

25/02/2015

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Cong ty TNHH
MTV Vimedimex
Binh Duong

Khéng co thong tin vé ngay kiém tra GMP => khéng rd
thoi han hiéu lyc gidy chirng nhan. Cuc Quan ly Dugc tam
cdng bd tai danh sich co s& san xuat thudc dat tiéu chuan
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.

19

Ajinomoto Co.,Inc.
Tokai Plant

1730, Hinaga, Yokkaichi-
shi, Mie, Japan

4148

26/11/2015

Ministry of Health,
Labour and Welfare
(MHLW), Japan

Cong ty TNHH
MTV Vimedimex
Binh Duong

Khéng cé théng tin vé ngay kiém tra GMP => khong rd
th&i han hiéu lyc gidy chirng nhan. Cuc Quan ly Dugc tam
cong bé tai danh sach co s san xuat thudc dat tiéu chuin
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.
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20 [Harasawa 19-17, Takanawa 3- 5473 Ministry of Health, Cong ty TNHH Gidy chirng nhan CPP khéng ghi thdi han ¢6 hiéu luc. Cuc
Pharmaceutical Chome, Minato-ku, Tokyo, Labour and Welfare XNK Y té Delta [Quan ly Dugc tam cdng bé tai danh sach co s& sdn xuat
Co., Ltd. Japan (MHLW), Japan thuéc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
(Harasawa (23-24, Harayama 2- © thang ké tir ngay cong bd, dé nghi cdng ty cung cap cac tai
Pharmaceutical Chome, Midori-ku, S liéu lam cdn ct dé xac dinh thoi han cé hiéu lyc ciia GCN
Co., Ltd. Saitama |Saitama city, Saitama S nay (nhu Gidy chirng nhdn GMP/ Bién ban kiém tra (phan
Plant) prefecture, 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.

21 |Daiichi Sankyo 1-12-1, Shinomiya, 4149 Ministry of Health, VPDD Daiichi Khéng cé thdng tin vé ngay kiém tra GMP => khéng rd
Propharma Co., Hirasuka, Kanagawa, Labour and Welfare Sankyo thdi han hiéu lyc gidy chirng nhan. Cuc Quan ly Dwoc tam
Ltd., Hiratsuka Japan government of Japan (Thailand) Ltd.  |céng bd tai danh sach co s& san xuat thudc dat tiéu chuin
Plant 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

§ céc tai liéu lam cdn c&r d€ xac dinh thoi han cé hiéu lyc

) cta GCN nay (nhu bdo cdo thanh tra (phan hanh chinh va

3 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
duoc cdng bé thoi han hiéu lwc 05 ndm theo quy dinh cla
Nhat. Néu qua thdi han trén, Cuc Quan ly Duoc s rut co
s& san xuat khai danh sach.

22 |Zuellig Pharma 15 Changi North Way #01- |[MCGM1400 Health Sciences VPDD Ferring Pham vi chirng nhan néu tai gidy chirng nhan chi cho céng
Specialty Solutions|02, #02-02, #02-10 184 g Authority (HSA), Pharmaceutical [doan déng géi cap 2, khdng |3 toan bd hoat déng san xuat
Group Pte. Ltd Singapore 498770 % Singapore Ltd thanh pham thudc. Dé nghi cdng ty cung cap céc tai liéu

§ chirng minh tat ca cac cong doan san xuat san pham dat
PIC/S-GMP.

23 |Lipa 21 Reaghs Farm Road, MI-2015-LI- v |Australian Therapeutic |Congty TNHH  |D&i véi dang bao ché ran phan lidu: yéu cau b6 sung Site
Pharmaceuticals |Minto NSW 2566, 12714-1 8 Goods Administration Duwoc pham BHC [Master File the mau cla PIC/S hodc Bién ban kiém tra
Ltd Australia = |(TGA) GMP (Phan hanh chinh va két luin) dé Iam rd dang bao

) ché& ran phan ligu.

Danh sach co s& phai Giai trinh

Trang7/8

bot 37



TEN CO' SO SAN ; GIAY CH. | NGAY ~ DN PE NGHI ~ N S
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STT XUAT DIA CHI NHAN | CAP CO'QUAN CAP CONG BO :
24 [MJ Biopharm [-7 MIDC Industrial Area M.J. Biopharm [H® so d@ nghi chuwa c6 gidy chirng nhdn GMP/CPP. Yéu
Private Limited Taloja 410 208, India Pvt Ltd cau ndp gidy chirng nhan GMP/CPP hop phéap hda I3nh
Su.
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