BO GIAO THONG VAN TAI  CONG HOA XA HOI CHU NGHIA VIET NAM
CUCYTE Poc lap - Tw do - Hanh phuc

S6:.4449 /ICYT-NVYD&TTBYT Ha Noi, ngay 44 thdng 03 ndm 2016
V/v cong bd co s¢ san xuét thubc dat
tiéu chuan PIC/S-GMP va
EU-GMP (Dot 37)

Kinh gtr:
- Cac Bénh vién, Phong kham da khoa GTVT;
- Cac Trung tAm y té chuyén nganh GTVT.

Ngay 18/3/2016, Cuc Quén ly Dugc - Bo Y té c6 Cong van s6 4031/QLD-
CL vé viéc cong bb co s& san xut thudc dat tiéu chudn PIC/S-GMP va EU-
GMP (Dot 37).

Pé phuc vu tét cho cong tac dau thau mua thudc, Cuc yéu ciu cac don vi
tham khéo Danh sach cip nhét co s& san xuét thudc dat tiéu chuin PICS-GMP
va EU-GMP tbng hop tir dot 1 dén dot 37 trén trang thong tin dién tr cia Cuc Y
t& GTVT http: //cucytegiaothong.mt.gov.vn; chuyén muc Chi dao va hudng dan
nghi€ép vuy té.

Trong qué trinh thuc hién néu c6 khé khin, vudng méc lién hé truc tiép

voi Phon%ﬁNghlep vu Y Dugc va trang thiét bi y té dé dugc hudng dan va giai
quyet./

Noi nhin:
- Nhur trén;
-Luu: VI, NVYD&TTBYT.

Vian Trien



BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Ty do - Hanh phiic
Sé: 4044 /QLD-CL Ha Néi, ngay ¥ théng 3 pas

V/v cong bé co s& san xuét thuc
dat tiéu chuan PIC/S-GMP va EU-
GMP (Pot 37)

25 -03- 2016

en BV
C / 74’/‘ : Kinh giri: S& Y té cac tmh thanh phé truc thuge T g uong 4 | 7f 3

Trién khai Théng tu lién tich sé 01/2012/TTLT-BYT-BTC ngay
19/01/2012 ctia lién B4 Y té - B4 Tai chinh huéng dan dau thiu mua thudc trong
céc co sy té;

Thuc hién Théng tu sé 36/2013/TTLT-BYT-BTC ngay 11/11/2013 ciia
lién BO Y t8-B6 Tai chinh sira dbi,bd sung mdt sb diéu cua Théng tu lién tich )
01/2012/TTLT-BYT-BTC ngiy 19/01/2012 cua lién B6 Y té-B6 Tai chinh
huéng din déu thiu mua thude trong céc co s y té va Thong tu s6 37/2013/TT-
BYT ngay 11/11/2013 ctia B4 Y té huéng dan 14p H6 so moi thdu mua thude
trong céc co sd y té.

Cuc Quan ly Dugc théng bao:

1. Cong bé Danh sach co s& san xuit thube dat tiéu chudn PIC/S GMP
va EU - GMP (Dot 37).

2. Rut tén ra khoi Danh séch co s& san xuét dat tiéu chuidn PIC/S-GMP va
EU-GMP déi véi cac co s& san xuat c6 Gidy ching nhan GMP da hét hi¢u lyuc
qué 03 thang (Gidy chung nhén GMP hét hiéu luc truée ngay 18/12/2015, va
cho tdi ngay 18/03/2016 co s¢ san xuat chua tién hanh ndp lai gidy chimg nhén
mdi).

3. Piéu chinh ndi dung sau khi thdm dinh hd so bb sung cia céng ty:

- Cong ty Bristol-Myers Squibb (Céng bb dot 34 STT 27) Piéu chinh tén
co s& san xuét, dia chi va pham vi chimg nhan.

- Cong ty F. Hoffmann-La Roche Ltd (Cdng bd dot 33 STT 57): Bb sung
pham vi chimg nhén thanh * ‘thuée bt pha tiém chira khdng sinh cephaloporins”.

- Cong ty Lek Pharrmaceutlcals d.d (Cong bd Dot 33 STT 13): Diéu chmh
pham vi chitng nhan thanh “bao gém cd”

- Cong ty Laboratorios Lesvi, SL (Cong b8 Dot 23 STT 12): Diéu chinh
pham vi ching nhén thanh “vién nén (bao gém cé vién nén bao phim)”.

- Cong ty Egis Pharmaceuticals Plc Site 3 (Cong bd Dot 27 STT 59): Piéu
chinh pham vi chimg nhén thanh “vién nén (bao gom ca vién nén bao phim) .

- Céng ty Egis Pharmaceuticals Plc (Cong bd Dot 33 STT 19): Diéu chinh
pham vi chirng nhén thanh “vién nén (bao gom ca vién nén bao phim)”.

- Cong ty Novartis Farmaceutica, SA (Cong bd Pot 35 STT 11): Dleu
chinh pham vi chung nhén thanh "Vién nang cung (bao gom cé chét kim té
bao)" va bd sung “vién nén bao phim va vién nang”.
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- Cong ty Medice Arzneimittel Putter GmbH &Co.KG (Cong bo Dot 17
STT 9): Piéu chinh pham vi ching nhan tir thanh "vién nén (bao gém cd vién
ngam)".

- Cong ty Medochemie Ltd (Factory B) (Céng b6 Dot 31 STT 30): khoi
phuc lai dang “vién nén” cho cong ty.

- Cong ty Laboratories Chemlneau (Cong bS Dot 19 STT 40): Dleu chinh
pham vi thanh “dang bao ché ban rin (bao goém ca kem, mo gel).

- Cong ty Panpharma (Céng bb Dot 20 STT 37): Piéu chinh dia chi thanh
"ZI du Clairay, 35133, Luitre, France".

- Cong ty West Pharma - Producoes de Espemahdades Farmaceuticas,
S.A. (Fab. Venda Nova) (Céng bd Dot 34 STT 43): Diéu chinh tén co s& sin
xuét, bd sung phén pham vi ching nhéan va han hiéu luc.

- Cong ty Laborator1o Pablo Cassara S.R.L. (Céng bé Dot 34 STT 13):
Piéu chinh ngay cip thanh "17/09/2015" , ngay hét han thanh "17/09/2016".

- Cong ty Atlantic Pharma - Producoes Farmaceuticas, S.A (Fab.
Abrunheira) (Céng b Dot 34 STT 38, 39): Didu chinh tén Co s san xuit tir
thanh "Atlantic Pharma - Producoes Farmaceuticas, S.A (Fab. Abrunheira)"

- Cong ty Teva Gyogyszergyar Zrt. (Teva Pharmaceutical Works Private
Limited Company) (Céng bd Dot 34 STT 9, 10, 11, 42): Bb sung phan pham vi
chirng nhén va han hiéu luc.

- Cong ty Lek Pharmaceuticals d.d (Céng b6 Dot 33 STT 13): Diéu chinh
pham vi chimg nhan thanh vién nén (bao goém cd vién nén bao phim).

- Cong ty Lek S.A. (Cong bd Dot 32 STT 13): Diéu chinh pham vi chimg
nhén thanh vién nén (bao gém cd vién nén bao phim).

- Cdng ty Salutas Pharma GmbH (Céng bé Pot 31 STT 8): Pidu chinh
pham vi chimg nhan thanh vién nén (bao gém cd vién nén bao phim).

- Cong ty Laboratorios Lesvi, SL (Céng bé Dot 23 STT 12): Diéu chinh
pham vi chig nhan thanh vién nén (bao gém cd vién nén bao phim).

- Cong ty Chong Kun Dang Pharmaceutical (Céng b6 Pot 36 STT 36): Bb
sung pham vi cong bb "Thudc chita Cephalosporin: Thuéc bt pha tiém".

. - Cong ty CJ HealthCare Corporation (Cong b Dot 35 STT 16): Didu
chinh pham vi chimg nhan thanh "Dung dich thuéc tiém truyén".

Danh sach cip nhét co s san xuét thubc dat tiéu chudn PIC/S-GMP va
EU-GMP téng hop tir dot 1 dén Dot 37 duoc déng tai trén trang thong tin dién
tir cua Cuc Quan ly Dugc - Dia chi: http://www.dav.gov.vn - Muc Quéan ly gia
thube/TT vé d4u thau thudc).

Cuc Quan ly Dugc céng bé Danh sdch co s& san xuit thuée dat tiéu chuén
PIC/S-GMP, EU-GMP theo dinh dang Excel va PDF dé cac co s& xét thiu thuan
loi trong tra ctru. Trong d6, danh sich duéi dang PDF dugc coi 13 cin ¢t @ xem
xét cudi cung.




4. Trong trudng hop co s& san xudt cé tén dong thoi trong “Danh séch co
s& san xudt thudc dat tiéu chuén PIC/S-GMP, EU-GMP”; va “Danh sach hd so
d& nghi cong bé co s& san xuét thudc dat tiéu chudn PIC/S-GMP, EU-GMP
khong dat yéu cau”, “Danh sach hd so d& nghi cong bd co s san xuét thude dat
tiéu chuan PIC/S-GMP, EU-GMP phai b6 sung giai trinh” thi co s¢ san xuét dap
ung cac yéu cau dat ti€u chuan PIC/S-GMP, EU-GMP vé&i pham vi chirng nhén
dugc cong bb tai Danh sach cap nhét co sd san xuét thudc dat tiéu chuan PIC/S-
GMP va EU-GMP.

S& Y té cac tinh thanh phd truc thude Trung wong chiu trach nhiém thong
bao théng tin trén vdi cac co sa y té trén dia ban dé cac co so thuc hién cong tac
dAu thau thudc theo ding quy dinh.

Cuc Quan Iy Duogc thong bao dé cac don vi biét va thuc hién./.

Not nign: KT, CUC TRUGNG
- Nhu trén; . s - . ~
- Cuc truong Truong Quédc Cuodng (dé blc); ' B :CUC TRUONG
Cuc Quan Y - B4 quéc phong; N
CucY té - B6 Cong an;

Cuc Y té - B4 Giao thong vén tai;
Céc bénh vién truc thudc Bd Y té;
Website Cuc Quan ly Dugc;

Luru: VT, CL (2b) QLK Guyén Tht Pat




DANH SACH €O SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S - GMP VA EU - GMP PUQ'C DIEU CHINH NOI DUNG DA CONG BO

& bot 37
( Theo céng vinsd 4031/QLD-CL ngay 18/03/2016 ciia Cuc Quan ly Dugrc)
POT| .= . P i T T van | ortven | iy | NGAY " NHOM. ' B
st | & |TENED ;g SAN plA cHi PHAM VI CHU'NG NHAN ::gzm : G:ﬁf&" N | HET | coquancip THUGC LY DO BIEU CHINH. *
STT ; - . MG HAN - 1 2z | :
1 gt |{Bristol-Myers 4601 Highway 62 East, Mt.|* San ph&m thudc vién nén bao phim Baraclude (entecavir) US GMP  |07-0199- United States Food and X Diku chinh tén co s& sdn xudt tir "Bristol-
34 {Squibb Vernon, Indiana 47620, 2014-02-VN ) Drug Administration Myers Squibb Company"” thanh "Bristol-
STT United States hA v Myers Squibb"; dia chi co s& tir "IN
27 & | ] 47620" thanh "Indiana 47620"; pham vi
g 3 chirng nhin tir "vién nén Baraclude”
s : thinh "vién nén bao phim Baraclude”
2 Pot | F.Hoffmann-la |Wurmisweg, 4303 * Thudc vo trung: EU GMP 15-0899 " ~ |Swiss Agency for X D& nghj diéu chinh dja chi va bd sung
33, Roche Ltd Kaiseraugst, Switzerland |- Thudc dang 16ng: dung dich thé tich nhd {bao gdm SVP, thudc § § Therapeutic Products pham vi: thudc bot pha tiém chua khdng
STT nhé mit). g = |(Swissmedic) sinh cephaloporins.
57 - Thudc dang bao ché rén: Thudc ddng kho, thubc bot pha tiém S
chira cephalosporins o ©
3 Dot |Lek Verovskova ulica 57, * Thudc khéng vd trung: EU-GMP |401-9/2015- Agency for medicinal x Hé so d3 cong bd dgt 33, s8 thdr ty 13.
33 |Pharrmaceuticals |Ljubljana, 1526, Slovenia |+ Vién nang cing (bao gdm ca thufc ic ché mi&n djch); 5 products and medical Cong ty bd sung MA cla thudc vién nang
STT |dd + Vién nén (bao gdm cA hormon hoJc chit ¢6 hoat tinh = % |devices of the Republic cing cdc hoat chdt khdng phai 13 céc
13 hormon, Prostaglandins /cytokines, chit ddc t& bao/ch8t kim té€ 8 8 of Slovenia thubc ¢rc ché& midn dich v3 vién nén céc
bao); 8|8 thuSc khong phai 13 cdc thudc chira hoat
+ Thudc bot; thubc cdm; hat pellet; micropellet. a b chit djc biét. Ditu chinh pham vi thanh
* Thudc dugc lidu "bao gdm cd".
4 Dot [Laboratorios Lesvi, |Avinguda de Barcelona, * Thudc vo trung: EUGMP |NCF/1412/0 Ministry of Health of X Piku chinh Dot 23.5TT 12, b8 sung vién
23 |st 69, 08970 Sant Joan Despi {+ Thudc sdn xut vd tring: dung dich thé tich nhé. 02/CAT Govement of Catalonia, nén bao phim
STT (Barcelona}, Spain + Thudc tiét tring cudi: dung dich thé tich nhd, dung dich thé Spain
12 tich l&n.
* Thubc khdng vo trung: vién nang cirng; vién nén (bao gdm ci
vién nén bao phim); thudc udng dang I6ng.
* S&n phdm: Vién bao phim Valsartan/ Hidroclotiazida Qualigen
160mg/25mg (Valsartan 160mg; Hydrochlorothiazide 25mg).
Tén tai Viét Nam: Valbelis 160/25mg.;
* S3n ph3m: Vién bao phim Valsartan/ Hidrociotiazida Qualigen < ~
80mg/12.5mg (Valsartan/ Hydrochloroththiazide § §
80mg/12.5mg). Tén tai Viét Nam: Valbelis 80/12.5mg.; - =
* San phdm: Vién bao phim Irbesartan Qualigen 300mg g S
{irbesartan 300mg). Tén tai Viét Nam: Belsartas 300mg.; N -
= Sin phim: Vién bao phim irbesartan Qualigen 150mg
{Irbesartan 150mg). Tén tai Viét Nam: Belsartas 150mg.;
= San phdm: Vién bao phim Desloratadina Qualigen 5mg
{Desloratadine Smg). Tén tai Viét Nam: Aleradin.;
* Sn ph3m: Vién bao phim Clopidogrel Qualigen 75mg
{Clopidogrel hydrogensulfate 97.86mg). Tén tai Vié: Nam:
Pidoespa 75mg.
Jarh sach c s& Suge Bieu eninn “rang1/6 ot 37



i i i 5 E AR LN SRS ol Y R RT 2N RV s B i RIS L k)
5 Dot {Egis Matyas kiraly ut 65, * Thudc khong vb tring: vién nang cirng, thudc dung ngoai EU-GMP {0OGY!/23829- National institute for H® so a3 cBng b8 dot 27, STT 59,
27 |Pharmaceuticals |Kormend, 9900, Hungary |dang !éng; thuBc uBing dang 18ng; thubc bat, thuSc c8m; thubic 7/2014 Quality and Organization - DBng y b8 sung dang bao ch& vién bao
STT {PicSite 3 phun mis (bao gdm cé aerosol chira khdng sinh) va thu8c bot Development in phim do d3 c6 Gify phép lvu hanh cac
59 hit; dang bao ché& ban rdn; thuSc dan; vién nén (bao gdm c3 hot 9 |Healthcare and dang bao ché& ndy do Cyc Quan Iy Dugc
chira chét kim t& bao), vién bao phim. 8 8 Medicines, Hungary cip
g § - Khéng b8 sung cac dang bio ché vién
] 2 nang gidi phong chdm, vién nén giai
phoéng ch@m, vién nén bao phim giai
phéng chdm do da cé trong pham vi
cbng bd
6 Dot |Egis Bokenyfoldi ut, 118-120., |* Thudc v8 trung: EU-GMP |OGYI/30922- National Institude of HO so da cdng b8 dot 33, STT 19.
33 [Pharmaceuticals |Budapest, 1165, Hungary [+ ThuSc sdn xust vé tring: Dung dich thé tich nhd. 4/2015 b ™ |Pharmacy and Nutrition, D3ng y b8 sung dang bao ché vién nén
STT |[Pic + Thu8c tiét triing cudi: Dung dich thé tich nhd. 8 g Hungary bao phim do d3 cé Gidy phép luu hanh
19 * Thuc khdng v& triing: Vién nang cimg; thubc bdt, thusc & & c4c dang bao ché nay do Cyc Quan Iy
c8m; vién nén, vién nén bao phim. 3 3 Duoc cdp
* Thudc sinh hoc: S8n phdm cbng nghé sinh hoc. :
7 Dot |Novartis Ronda de Santa Maria, *Thu8c khdng vo triing : EU-GMP |NCF/1535/0 Ministry of Health of COng ty ndp Phy lyc 2 clia SMF d& b8
3S |Farmaceutica, SA [158 08210 Barbera Del - Vién nén; vién nén bao phim; vién nén bao dudng. 01/CAT Government of sung thdng tin v& dang bao ché cy thé
STT Valles (Barcelona), Spain |- Vién nang cirng (bao gdm c3 chét kim t& bao). Catalonia, Spain clia pham vi "dang bao ché& rin khac" Ia
11 4] ] vién nén bao phim va vién nang. Dang
8 8 bao ché& vién nén bao phim d3 dugc
§ § cbng b8. Didu chinh dang bao ch& “Vién
-] =] nang cirng (chdt kim t& bao)" thanh
"Vién nang cirng {bao gdm ca chit kim
t&€ bao)".
8 Dot {Medice Medice Arznelimitte! * Thudc v triing: EU-GMP [DE_NW_01_ Co quan thdm quyén COng ty da cung cép CPP va MA clia sén
17 |Arzneimittel Putter GmbH &Co0.KG + Thudc sén xuft v8 tring: Dung dich thé tich nhé. GMP_2013_ Birc : phdm vién ngdm, diu chinh pham vi
STT 9 |Putter GmbH Kuhloweg 37, 58638 +Thu8c tiét trung cudi: Dung dich thé tich nhd. 0010 ] 2 chirng nhgn tir "vién nén" thanh "vién
8Co.KG Iserlohn, Germany * Thu8c kh8ng v tring: Vién nang cirng; vién nang mam (vién 8 8 nén (bao gbm cé vién ngém)".
nang mé&m vd gelatin Nephrotrans); thuBc udng dang 1dng; § §
dang bao ché rén khic (thuBc c6m, pellet); dang bao ché ban & ]
rdn; vién nén (bao gdm cd vién ngam).

Danh sach ¢ir s& dugce Didu chinh
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9 | Dot [Medochemie Ltd |48 lapetou Street, Agios  |Céc san phdm chira khang sinh nhém Peniclllin: DEDO03/2015 Pharmaceutical Services | x Taidot 35 d3 Didu chinh tryc ti€p thém
31 |({Factory B) Athanassios Industrial + Thudc san xust vd trung: Thudc bdt pha dung dich tiém. /002 Ministry of Health, dang vién nén bao phim do: "Céng ty d3
STT Area, 4101 Agios + Thu8c khdng v trung: vién nang cirng; vién nén; vién nén Cyprus ndp gidy xac nhan Cyc QLD Cyprus x&c
30 Athanassios, Limassol, bao phim; thudc cdm va thudc bt pha hdn dich uéng. nhén ring cic dang bao ché “"tablets"
Cyprus néu trong gify chirng nhdn GMP clia cac
nhi mdy trén cta Cong ty Medochemie
in ~ Ltd,, bao gdm tdt ca cac dang vién nén
§ § nhy vién nén bao phim va vigc san xudt
g E thudc dang bao ché vién nén bao phim
E g dupc phép thye hién tgi cac nha may
nay."
Tuy nhién, tai dot 35 d3 xda mat dang
"vién nén". Vi vdy deé nghj khdi phyc lai
dang vién nén cho cdng ty.
10 | Dot |Laboratories 93 route de Monnaie, 37 |* Thudc khdng v trung (chira chat cd hoat tinh hormon): EU-GMP |HPF/FR/108 - « |National Agency for the Cong ty dé nghij bd sung dang bao ché
19 |Chemineau 210 Vouvray, France thudc dung ngoai dang 16ng; thudc udng dang Iéng; thudc phun /2013 § § Safety of Medicine and ban rin bao gdm thudc gel bdi ngoai ra.
STT mu; dang bao ché& ban rdn (bao gdm c3 gel bdi ngodi da). g a Health Products (ANSM), Chép nh8n d& nghi nay.
40 5 ﬁ France
11 | gt |Panpharma ZI du Clairay, 35133, * Thudc vo trung: EU-GMP |HPF/FR/225 . o [|National Agency for the X Cdng ty d& nghj didu chinh lai dja chi tir
20 Luitre, France + Thudc s3n xust vd trung: thudc cdy ghép va dang rdn (chira /2013 § § Safety of Medicine and "ZLdu Clairay, 35133, Luitre, France"
STT beta tactam). E E Health Products (ANSM), thanh "ZI du Clairay, 35133, Luitre,
37 § § France France" theo dung théng tin trén GCN.
12 | Dot |West Pharma - Rua joao de Deus, n°. 11, |* Thudc khdng v tring: Vién nang citng, thudc bdt, thudc cdm,| EU-GMP |F030/001/2 X National Authority of X Cong ty d3 dugc cong bd dya trén CPP
34 |Producoes de Amadora, 2700-486, vién nén (bao gdm cd vién nén bao phim). 014 8 Medicines and Health nhung khéng cé han hiéu lyc. Cong ty
STT [Especialidades Portugal § Products (INFARMED), ndp GCN GMP dé bd sung han hiéu lyc.
43 |Farmaceuticas, o Portugal B8 sung phan pham vi chirg nhin va
S.A. (Fab. Venda * S&n phim: Vién nén bao phim Irbesartan Besantil (Tén dang 0704/CM/20 < © hf:‘ hiét‘ lyc theo GCN GMP"
Nova) ky tai Viét Nam: Lisbosartan 300mg) {Irbesartan 300mg/vién) 14 I I Diéu chinh tén Co s& san xudt tir "West
g § Pharma - Producoes de Especialidades
E E Farrmaceuticas, S.A. (Fab. Venda Nova)"
e thanh "West Pharma - Producoes de
* San phdm: Vién nén bao phim Irbesartan Besaptnl (Tén ding 0703/CM/20 g Especialidades Farmaceuticas, S.A. (Fab.
ky tai Vidt Nam: Lisbosartan 150mg) {Irbesartan 150mg/vién} 14 g Venda Nova)"
e
£
13 | Cot |Laboratorio Pablo |Carhue 1096 (Zip code: | * Thudc khdng chira khang sinh beta lactam, chét cd hoat tinh | PIC/S-GMP 20132014 National Administration x |Diéu chinh ngay c3p GCN tir
34 |Cassara S.R.L. C1408GBV), Buenos Aires, [hormon {(khdng han ché &3i v&i thudc tiém Erythropoietin 001 557 15 of Drugs, Foods and "19/07/2015" thanh “17/09/2015", ngay
STT Argentine Recublic ngudi tai td hop), chat kim té bao: v 2 |Medical Devices héthan tir "19/07/2016" thanh
i3 + Thudc khdng vd trung: Dung dich thude, thudc ban rdn, thudc g : 8 (ANMAT), Argentina "17/09/2016" theo gung GCN GMP.
phun mu; g %
+ Thudc vé triung: Durg oich thudc, thudc bén rdn dung duong = =
tiém (bac gom sdn pham sinh hoc) hodc khong dung udmg
tiém.
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Danh séch co s¢ dugc Diéu chinh
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Atlantic Pharma - |Rua da Tapada Grande, n® [Sdn ph&m: Vién nén Perindopril + Indapamida Farmoz 0664/CM/20 National Authority of DI&u chinh tén Co s& san xuft tir
34 |Producoes 2, 2710-089 Sintra, (Perindopril tert-butylamine 4mg tuong duwong Perindopril 15 4 Medicines and Health "Atlantic Pharma - Producoes
STT [Farmaceuticas, S.A Portugal 3.338mg; Indapamide 1.25mg) 8 Products (INFARMED), Farmaceutical, S.A (Fab. Abrunheira)"
38 }(Fab. Abrunheira) Tén tai Viét Nam: Belperi § Portugal thanh "Atlantic Pharma - Producoes
4 Farmaceuticas, S.A (Fab. Abrunheira)"
15 | et |Atlantic Pharma - [Rua da Tapada Grande, n® {S3n phdm: Vién bao phim Losartan + hidroclorotiazida Cotiasar | EU-GMP 0967/CM/20 National Authority of Didu chinh tén Co s& sén xudt tir
34 |Producoes 2, 2710-089 Sintra, (Losartan potasium 50mg; Hydrochlorothiazide 12.5mg) 14 3 Medicines and Health “Atlantic Pharma - Producoes
STT |Farmaceuticas, S.A[Portugal Tén tai Viét Nam: Lousartan & Products (INFARMED), Farmaceutical, S.A (Fab. Abrunheira)"
39 |(Fab. Abrunheira} § Portugal thanh "Atlantic Pharma - Producoes
3 Farmaceuticas, S.A (Fab. Abrunheira)"
16 | Dot [Teva Site 1; Pallagi ut 13., * Thu8c khdng vé triing: Vién nang cirng (bao gdm sén phdm cé] EU-GMP |0GYI/43374- National Institute of Cong ty da dugc cdng b8 dyra trén CPP
34 |Gyogyszergyar Zrt.{Debrecen, 4042, Hungary |hoat tinh héc mbn), vién nang m&m, thudc dung ngoai dang 7/2014 < Pharmacy and Nutrition nhung khdng c6 han hiéu lyc. Cong ty
STT 9,|(Teva léng, thu8c usng dang 1dng, thudc vi nang, thusc bt, thudc 8 (OGYEI) Hungary ndp GCN GMP d€ b8 sung han hidu lyc.
10, |Pharmaceutical ban rdn (bao gdm sin phdm c6 hoat tinh héc mén), thudc dan, S B8 sung phin pham vi chifng nhdn v3
11, 42|Works Private vién nén (bao gdm cA vién nén bao phim; bao gdm ca sin phim '*,3 han hidu lyc theo GCN GMP.
Limited Company) ¢6 hoat tinh h6c mon). -
San ph&m: Vién nén bao phim Ciprofloxacin 500 mg (tuong 0GY1/19263- 0
duong 582,2mg Clprofloxacin hydrochloride)/tablet 2/2015 g N
Tén tal Viét Nam: Vién nén bao phim Picaroxin 500mg §
San ph&m: Vién nén bao phim ARBARTAN 50mg (Losartan-Teva 0OGYI/19266- ) g
' 50mg): Losartan potassium 50mg/vién. 2/2015 b4 g
3 2]
=~
3
S3n phdm: Vién nén bao phim COVIOGAL Smg (Tén dang ky tai 0GYI/36457- g,
Viét Nam: Tevaprolol Smg) (Bisoprolol fumarate 5.00mg) 4/2014 8
g
&
San phdm: Vién nén Mycophenolate mofetil; 500mg; 50,150 01/15/8462 ) European Medicines
ho$cS0Ox 1 5 < Agency
Tén t3i Viét Nam: Vién nén bao phim Mycophenolate Mofetil §
Teva §
17 | Pot |Lek Verovskova ulica 57, * Thuc khéng vb trung: Vién nang cirag (chira chit (e ché EU-GMP ]401-9/2015- Agency for medicinal Cong ty ndp MA clia céc sdn phim dé
33 |Pharmaceuticals [Ljubljana, 1526, Sloveria |mi&n dich); Vién nén (bag gdm c3 vién nén bao phim; bao gdm S " o |Products and medical xin digu chinh pham vi chirng nhn tir
STT id.d ca sdn phdm chira hormon hojc chit c6 hoat tinh hormon, § § devices of the Repubtic "vién nén" thanh "vién nén (bao gdm c3
13 Prostaglandins/cytokines, cht doc t& bao/chst kim té& bao): Py & |of Slovenia vién nén bao phim)"
Thudc bdt, thudc c8m; hat peliet, vi nang (micropellet); § §
* Thudc dugc ligu. - -
18 | Dot [Lek S.A. 16 Podlipie Street, 95-010 [~ Thu8c v8 tring c6 tiét tring cudi: Gac visco - polyester vé EU-GMP |GIF-iW- wn % [Main Pharmaceutical Cong ty ndp MA clia cac sdn ph3m dé
32 Strykow, Poland trung tdm isopropyl alcohol 70%; 400/0095_0 8 g Inspector xin diéu chinh pham vi chirng nh§n tir
STT " Thudc khng v trung: Vién nén {bao gdm c3 vién nén bac 4_01/04/50/| 5§ 24 “vién nén" thanh "vién nén (bao gdm ca
13 phim). 15 E E vién nén bao phim)"
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19 | Dot [Salutas Pharma  [Salutas Pharma GmbH * ThuBc khdng vb tring: Vién nang cimg {bao gdm cd cic san EU-GMP |DE_ST_01_G Co quan thim quyén Cong ty ndp MA clia cac sén phdm dé
31 |GmbH Otto-von-Guericke-Allee 1,|ph&m chira chit doc t€ bao/chat kim t& bao); thubc uéng dang MP_2015_0 " ~ [Puc xin digu chinh pham vi chirng nhan tir
STT8 39179 Barleben, Germany {16ng (bao gdm c3 cac sén phim chira chit miln dich); vién nén 002 § § "vién nén" thanh "vién nén (bao gbm c3
{bao gdm ca vién nén bao phim, bao gdm ca cic sdn phim ~ ~ vién nén bao phim)"
chira hormon va chét c6 hoat tinh hormon, chit d6c té % S
b3o/chat kim t& bao, chit mién dich). - -
20 | bot {Laboratorios Lesvi, JAvinguda de Barcelona, * Thudc v8 tring: EU-GMP |NCF/1412/0 Ministry of Health of Cong ty cung c8p MA va CPP dé diéu
23 St 69, 08970 Sant Joan Despi |+ Thudc san xudt vd triing: dung dich thé tich nhd. 02/CAT bt Government of chinh pham vi chirng nhan tir "vién nén"
STT (Barcelona), Spain + Thudc tiét triing cudi: dung dich thé tich nhé, dung dich thé 8 Catalonia, Spain thanh "vién nén (bao gdbm ca vién nén
12 tich lon. 3 bao phim)".
* Thudc khéng vd trung: vién nang cirng; vién nén (bao gdm cd Q
vién nén bao phim); thudc udng dang léng.
* S&n ph&m: Vién bao phim Valsartan/ Hidroclotiazida Qualigen 2015/03108 n Agency for Medicines
160mg/25mg (Valsartan 160mg; Hydrochlorothiazide 25mg). 8 and Health Products
Tén tai Viét Nam: Valbelis 160/25mg. 5 (AEMPS), Spain
3
* S3n phdm: Vién bao phim Valsartan/ Hidroclotiazida Qualigen 2015/03104 §
80mg/12.5mg (Valsartan/ Hydrochloroththiazide 8
80mg/12.5mg). Tén tai Vidt Nam: Valbelis 80/12.5mg. 3
8 | «
* S&n ph&m: Vién bao phim Irbesartan Qualigen 300mg 2015/03106 w §
(Irbesartan 300mg). Tén tai Viét Nam: Belsartas 300mg. 3 g
X N
R -
o
* S&n phdm: Vién bao phim Irbesartan Qualigen 150mg 2015/03103 W
{Irbesartan 150mg). Tén tai Viét Nam: Belsartas 150mg. 8
0
2
* San phim: Vién bao phim Desloratadina Qualigen Smg 2015/03105 n
(Desloratadine Smg). Tén tai Viét Nam: Aleradin. 8
[
g
* S3n phdm: Vién bao phim Clopidogrel Qualigen 75mg 2015/03107 n
{Clopidogrel hydrogensulfate 97.86mg). Tén tai Viét Nam: 8
Pidoespa 75mg. : 5
3
21 | Dot {ChongKun Dang |797-48, Manghyang-ro, = Thudc udng dang rdn: Vién nén, vién nang; thudc bt pha si |PIC/S-GMP |MFDS-6-F- Daejeon Regional B4 sung pham vi cdng bd "Thudc chira
36 |Pharmaceutical Seonggeo-eup, Seobuk-gu, |ré, thubc bot. 1459-1-20164 Commissioner Food and Cephalosporin: Thudc bdt pha tiém."
STT Cheonan-si, * Thudc tiém: thudc tiém truyén 4 , |Brug Administration
36 Chungcheongnam-do, * Thudc udng dang 1dng: si rd thudc; hdr dich udng; thudc udng ©° N
Korea dang ldng va dung dich. 8 S
= Thudc chira Penicilin: vién nén; vién nang; thudc bdt pha si § §
rd; thudc bt pha tiém. ] -
" Thubc chira Cephalosperin: Thude bdt cha uém.
" Thudc chira cht d6¢ 18 bao chiéng ung thy: dung dich thudc
tiém; thudec gong khd

Banh sach co s&r dur. Luguoninn

Trang5/6

St 37



G
22 | Dot |CJ HealthCare 20, Daesosandan-ro, * Thu8c udng dang rén: Vién nén, Siro khd. PIC/S-GMP [2015-G1- " ~ |Gyeongin Regional Food Céng ty cung cdp MA d€ digu chinh
35 |[Corporation Daeso-myeon, Eumseong- |* Dung dich thu8c tiém truy&n. 2222 § § and Drug Administration, pham vi cdng bd tir "Dung djch thudc
STT gun, Chungcheongbuk-do, S =~ |Korea tiém" thanh "Dung dich thu8c tlé_m
16 Republic of Korea S g : truy@n". :
8 S .
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DANH SACH CO SO SAN XUAT THUGC PAT TIEU CHUAN PIC/S - GMP VA EU - GMP

Dot 37
(Theo céngviansé 4031/QLD-CL ngay 18/03/2016 ctia Cuc Quan Iy Duorc)
N SR i B n N R R B T 5 R NGAY e T NHOM
TEN CO' SO SAN , - . NGUYEN | GIAYCH. | NGAY ‘ i
STT ~, PIA CHI. M VI CHUNG NHAN. ) PR o hpvil 3 THUGOC
XUAT lacht Al W |TAcemp| NHAN | cap | HET |  CoQuancip
HAN 1 [ 2
1 |Bristol-Myers 4601 Highway 62 East, Mt.[* S&n pham thudc vién nén bao phim Baraclude (entecavir) US GMP |07-0199- A ©  |United States Food and X
Squibb Vernon, Indiana 47620, 2014-02-VN ' 8 Drug Administration
. ~
United States 3 3
S~ ey
o o
) o o~ .
2 |Neovii Biotech  [Am Haag 6+ 7, 82166 * Cac san pham sinh hoc: sén phdm mién dich (dung dich ddm | EUGMP [DE_BY 04 G n % |Co quan thdm quyén X
GmbH Grafelfing, Germany d3c pha tiém Grafalon) MP_2015 0] & < [buc '
055 a | 8
4 L
N [7s)
. (o] o~
3 |Laboratoires 36-42 avenue Marc * Thudc khdng vd triing: EU GMP |HPF/FR/229/ " . French National Agency X
Opodex Industrie [Sangnier, 92390 - Thuc ding ngoai dang ldng 2015 § § for Medicines and
Villeneuve La Garenne, - Thudc udng dang 16ng S = |Health Products Safety
o~ s ~ a Ll
France - Cac thudc dang rén khac: Thudc bot > 2 |(aNsm)
- C4c thu8c dang ban rin o ™~
4 [Cosdsanxudt: |Wendlandstr. 1, 29439 S&n phdm Vién nén bao phim Deplin 600 mg (alpha-lipoic Acid |EU GMP  |DE_NI_03_G w @ |Coquan tham quyén X
Artesan Pharma jLuchow, Germany 600 mg) MP_2015_0 g 8 Dirc
GmbH & Co., KG 037 S Q
- ~
o i
5 |Abbvie Knollstrasse, 67061 * Thudc vo trung: EUGMP | DE_RP_01_ Co quan quan ly Dugc X
Deutschland Ludwigshafen, Germany |+ Thudc san xudt vo tring: Dung dich thé tich tén; Thudc dong GMP_2015_ Purc
GmbH & Co. KG khd; Dung dich thé tich nho; Thuéc dang ran va cay ghép. 0018
+ Thudc tiét trung cudi: Dung dich thé tich I&n; Dung djch thé
tich nhd; Thudc dang rdn va cdy ghép. 0 N
* Thudec khdng vo trung: Vién nang cirng, Khung tdm thudc; & 8
Thuéc phun my; Vién nén; Tdm dén trén da; Thudc udng dang § g
long. A N
* Céc san pham sinh hoc: Cac san phdm mién djch; cac san
pham cong nghé sinh hoc.
6 |Cosd sdn xudt: Eli|Lilly Corporate Center., * San pham thudc Humulin R, hén dich tiém Human Insuline EUGMP |2015/04793 9 |Spanish Agency of Drugs | x
Lilly an Company [Indianapolis, Indiana PRB hoa tan trung tinh 100UI/ml b5 &  |and Health Products
~ S~
46285, USA g 2 |(AEMPS)
= =
L] Lal
— L]
Danh sach co s& Dat Trang 1/ 10 Dot 37




7 | Co s& sdn xudt: Eli|Lilly Corporate Center., * Sén pham thudc Humulin N, hon d|ch tiém Isophane Human 2015/04791| «w r  |Spanish Agency of Drugs
Lilly an Company Indianapoli§, Indiana Insuline PRB 100 Ui/mli 8 g and Health Products
46285, USA § § (AEMPS)
- -
8 |Co s& san xudt: Eli |Lilly Corporate Center., * S&n pham thudc Humulin 70/30, hdn djch tiém Human . EU GMP |2015/04792 © N Spanish Agency of Drugs
Lilly an Company Jindianapolis, indiana Insuline PRB hoa tan trung tinh 30 Ul/ml va IsophaneHuman 8 _8 and Health Products
46285, USA Insuline PRB 70 Ul/ml :Qi § (AEMPS)
pa bt A
9 |Merck KGaA Frankfurter Strabe 250,  |{* Thudc vo triing: EUGMP | DE_HE_01_ Co quan thdm quyén
64293 Darmstadt, + Thudc san xudt vé trung: Dung dich thé tich I&n; dung dich GMP_2015_ Plrc
Germany thé tich nhé (chira hormon ho#c chat c6 hoat tinh hormon); 0114
thudc nhé mit. " o
+ Thudc tiét tring cudi: Dung djch thé tich nhd. § §
* Thudc khdng vd tring: Vién nang cirng; thudc udng dang S -
16ng; vién nén; vién nén bao phim (bao gdm ca hormon va chit g §
c6 hoat tinh hormon); N e
* Thudc sinh hoc: Thudc mién djch (chira protein/ DNA téi t&
hop va véc xin chdng ung thu), thudc cong nghé sinh hoc (chu'a
protein/ DNA téi t8.hop) :
10 | Delpharm Reims |10 rue du Colonel * Thu8c khdng vd tring: Vién nang cirng, thudc udng dang EU-GMP |HPF/FR/175/| % |French National Agency
Charbonneaux 51100 I6ng, thudc bdt, thudc cdm, vién nén, vién nén bao dudng. 2015 g 8 for Medicines and
Reims, France 3 g Health Products Safety
3 S [(ANSM)
11 [Lindopharm Lindopharm GmbH Thudc khdng vé tring: Vién nén (bao gdm vién nén chira chdt | EU-GMP |DE_NW_03_ n © |Coquan tham quyén
GmbH Neustrasse 82 40721 ¢6 hoat tinh hormon); thudc bdt, thudc cdm. GMP_2015_ 8 8 birc
Hilden, Germany ‘ 0029 3 §
e c
12 |SofarS.P.A Via Firenze, 40 - 20060 * Thudc khdng v triing: Thudc dung ngoai dang 1ong; thudc EU-GMP IT/2- o © AlFA Italian Medicines
Trezzano Rosa (M), italy {u8ng dang 1dng (chtra corticosteroid); thudc bdt; thudc cdm; 5/H/2016 8 8 Agency
vién ngam; thudc dang khi dung; dang bao ché ban ran; vién s o
nén E E
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13 |Remedica Ltd Aharnon street, Limassol |* ThuGc khdng vd trung: EU-GMP | REM00/201 Pharmaceutical Services | x
industrial estate, Limassol, [+ Thudc khdng chira khang sinh beta lactam: vién nang ctrng; 3/001 Ministry of Health,
Cyprus, 3056, Cyprus thudc dung ngoai dang léng; thudc udng dang ldng; thudc Cyprus
(Building 1-main, Building |phun mu; dang bao ché ban ran; thudc dat; vién nén (bao gdm
2-penicillines, Building 4- |c& vién nén bao phim); bt pha han dich udng. jad] «
cephalosporins, Building 5-{+ Thudc chira khéng sinh penicillin: Vién nang; vién nén; bot 8 S
anti-cancer/hormones/  |pha hén dich udng. § g
Building 10-anti-cancer) [+ Thudc chira khang sinh cephalosporin: Vién nang; vién nén; P4 b
bot pha hén dich uéng.
+ Thudc chira hogt chat chdng ung thu hodc hormon: Vién
nang; vién nén (bao gdm ca vién nén bao phim).
14 |Curida AS Solbaervegen S, ELVERUM, |* Thudc vd trling: EU-GMP |15/05907-7 Norwegian Medicines X
NO-2409, Norway + Thudc san xudt vd trung: thubc nhd mét N % |Agency- Norway
+ Thudc tiét trung cudi: dung djch thé tich nhd. 8 8
* Thudc khong vd trung: thudc udng dang ldng; thudc dung S 8
ngoai dang 1dng; thudc nhd mii; dung dich xjt miii. s N
15 |instituto Biologico |Chivilcoy 304 and Bogota |* Dung dich va hdn dich tiém (cé hodc khong tiét tring cudi), |PIC/s-GMP [20132014 " w |National Administration X
Contemporaneo |3921/25 {Zip code thudc déng khd khdng chira betalactam, chdt kim té bao, 00 1824 15 § § of Drugs, Foods and ‘
S.A C1407ESM) of the city of {hormon (trilr corticoid). = S [Medical Devices
Buenos Aires, Argentina  |* Thudc bt pha tiém chira betalactam. § § (ANMAT), Argentina
* Dung djch thudc nhd mét. o ~
16 |Bushu 950, Hiroki, Ohaza, Misato-4San pham: Vién nén Methycobal Tablets 500ug. Japan- (1419 A o IMinistry of Health, X
Pharmaceuticals |machi, Kodama-gun, GMP 8 8 Labour and Welfare
Ltd. Misato Saitama-ken, Japan 3 8 |[(MHLW), Japan
Factory ‘ 5 5
17 |Bushu 950, Hiroki, Ohaza, Misato-San pham: Vién nén Myonal Tablets 50mg. Japan- (1418 < @ |Ministry of Health, X
Pharmaceuticals |machi, Kodama-gun, ' GMP 8 8 Labour and Welfare
Ltd. Misato Saitama-ken, Japan ot 8 |(MHLW), Japan
Factory ﬁ ﬁ
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18 |Cipla limited D-7 Thudc khdng vd triing: Vién nang cirng; vién nang mém; thudc | EU-GMP (UK GMP Medicines and
D-22 dat, vién nén; cic thudc khdng v triing khac (cém sti bot, 14694 Insp Healthcare Products
D27 cdm khéng sti bot, pellet tan trong rudt) GMP o © Regulatory Agency
MIDC ' 14694/4462 § § “|(MHRA), United
Kurkumbh 27-0004 » s |Kingdom
District Pune Maharashtra g g
IN- 413 802 ~ e
India
19 |[Cipla limited (Unit [UNIT Il Thu8c khdng vé tring: Vién nén EU-GMP- [UK GMP Medicines and X
1) PLOT NO A-42 14694 Insp Healthcare Products
MiDC GMP hoA ™ |Regulatory Agency
PATALGANGA ' 14694/4416 | & & |(MHRA), United
DISTRICT RAIGAD 87-0004 3 S |Kingdom
MAHARASHTRA p a
IN-410220
INDIA
20 {Valpharma Via G. Morgagni, 2, 47864 [Thudc khéng vé tring: vién nén (chira hormon sinh dyc). EU-GMP [IT/191- A r~  [|italian Medicines Agency
International SPA; {Pennabilli (RN}, Italy 5/H/2014; 8 g (AIFA)
5|8
& S
21 ([Baxter Oncology |Baxter Oncology GmbH * Thu8c vd triing (chira hormon hodc chat c6 hoat tinh EU-GMP {DE_NW_02_ Co quan thdm quyén
GmbH Kantstrasse 2 hormon, prostaglandins/ cytokines, chdt ddc t&€ bao/ chat kim MIA_2013_0 Pirc
33790 Halle/ Westfalen  [t& bao, chit mi&n dich, thudc chira prion/ genotoxics/ 011
Germany teratogen): b b
+ Thudc san xuat vo trung: thudc déng khd; dung dich thé tich 8 8
nhd; thudc cdy ghép va dang ran; dugc chit v trung. g §
+ Thudc tiét tring cudi: dung dich thé tich nhoé. 8 X
* Thudc khdng vo tring: thubc dung ngoai dang long (chira
chit ddc¢ t€ bao/ chit kim té bao).
22 |GAMBRO DASCO {VIA STELVIO, 94-23035 * Thudc v tring: EU-GMP |IT/266- g ~ Italian Medicines Agency
S.PA SONDALO (50), Italy + Thuéc tiét trung cudi: dung dich thé tich ién. 1/H/2014 8 8 (AIFA)
g | g
3 3
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23 |Ay 6-8, Hachiman, Kawajima- |San phdm: Dung dich tiém truy&n Aminic (hén hgp Acid amin) Japan- 4297 0 ~  [Ministry of Health, X
Pharmaceuticals |machi, Hiki-gun, Saitama GMP I < |Labour and Welfare
Co., Ltd. Saitama [350-0151, Japan E E government of Japan
Plant ' g g
24 |[Limited liability * 108, Verbovetskogo * Thudc vd tring: PIC/s-GMP {095/2015/S State Administration of X
company <<Yuria- {street, Cherkassy, + ThuGc tiét trung cudi: dung dich thé tich lon, dung dich thé AUMP/GMP Ukraine on Medicinal
Pharm>> Cherkassy region, Ukraine, |tich nho. ' bl % |Products (SAUMP)
18030; * Thudc khéng vd tring: thudc dung ngoai dang idng; thudc 8 8
* 21, Chygyrynska street, |udng dang ldng. E E
Cherkassy, Cherkassy b 3
region, Ukraine, 18030;
25 |Abbott Biclogicals [Veerweg 12, OLST, 8121  [* Thudc vé trung: EU-GMP |NL/H Health Care Inspectorate| x
B.V AA, Netherlands + Thudc san xudt vo tring: dung dich thé tich nho. 15/1005176 © w |- Pharmaceutical Affairs
+ Thudc tiét trung cudi: dung dich thé tich nho. § § and Medical Technology,
* Thudc khong vd trung: thudc udng dang 1dng; vién nén (chira - S |Netherlands
hormon). g S
* Thudc sinh hoc: thudc mién djch; thudc c6 ngudn géc tir - ©
ngudi hodc dong vat
26 |Zeiss Plot No 72, EPIP, Phase-1, |* Thudc v triing: PIC/S-GMP |011/2016/S © % [State Administration of X
Pharmaceuticals [Jharmairi, Baddi, Distt. |+ Thu8c san xudt v tring: thudc cdy ghép va dang ran (chura AUMP/GMP 8 S Ukraine on Medicinal
Pvt Ltd Solan, Himachal Pradesh, |cephalosporines; carbapenems). S X |Products (SAUMP)
India § 5
27 |Co s& sadn xust Via G. Morgagni, 2, 47864 [San phdm: vién nén khang dich vj da day Esomeprazole 20mg, | EU-GMP [IT/191- Italian Medicines Agency| x
ban thanh pham: [Pennabilli (RN), italy 40mg : 5/H/2014 hA (AIFA)
Valpharma Tén tai Viét Nam: ASGIZOLE 1Y
international SPA; 5 ~
7| 8
g
Co so dong gbi va |Via Della Pace, 25/A- IT/154- 0 3
xudt xwdng: Lamp |41030 San Prospero (MO), 5/H/2015 8
San Prospero SPA |ltalia §
Q
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28 |Holopack |Holopack * Thu8c vé tring chira hormon hojc chat c6 hoat tinh hormon,| EU-GMP |DE_BW_01_. Co quan thim quyén
Verpackungstechn [Verpackungstechnik, . prostaglandin/cytokine, chat vc ché mién dich, sulphonamide: GMP_2015_ Dure (Baden-
ik GmbH Bahnhofstrasse, gemass + Thu8c sdn xudt vé triing: Dung djch thé tich l&n; dang bao 0088 Wiirttemberg)

den vorliegenden ché& bén rén; dung dich thé tich nhé. " 0
Grundrissplanen vom * Thudc khdng vd triing chi*a hormon hodc chat cé hoat tinh § §
17.07.2013, 74429 hormon, prostaglandin/cytokine, chat trc ché mién dich, E g
Sulzbach-Laufen, Germany|sulphonamide: Thudc dung ngoai dang idng; thudc udng dang - o
16ng; dang bao ch& ban ran. ~ ~
* Thudc sinh hoc: Albumin; thudc cng nghé sinh hoc (bao
g0m ca protein/DNA téi t6 hop, enzyme).

29 |Alcon Cusi SA Camil Fabra, 58, 08320 El [* Thudc vd tring: EU-GMP |NCF/1542/0 Ministry of Health of
Masnou (Barcelona), + Thudc sdn xuat vd tring: Dang bao ch& bén ran (chira 01/CAT " o |Government of
Spain hormon hoéc chit c6 hoat tinh hormon); dung djch thé tich § § Catalonia -Spain

nhé (hormon hodc chat c6 hoat tinh hormon). E §
* Thudc khdng vé trung: Thudc udng dang ldng (chira hormon S Iy
hodc chit cé hoat tinh hormon). - -

30 |Sun Survey N. 214, Plot No. 20, {* Thudc khdng vb trung: vién nang ctrng; vién nén. PIC/S-GMP |091/2015/S State Administration of X
Pharmaceutical |Govt.Indl.Area, Phase i, AUMP/GMP n % {Ukraine on Medicinal
Industries Ltd Piparia, Silvassa-396230, 8 8 Products (SAUMP)

U.T. of Dadra & Nagar ] 2
Haveli, India b 8

31 [lanssen Turnhoutseweg 30, * Thuéc vd trung: Thudc sdn xudt v tring: dung djch thé tich EU GMP |BE/GMP/20 0 % [Federal Agency for

Pharmaceutica NV |Beerse, 2340, Belgium nhé; thudc nhé mit. 15/036 8 8 Medicines and Health
* Dugc chat: Paliperidone Palmitate. § g Products (FAMHP),
) ™  |Belgium

32 |Mobilat Mobilat Produktions * Thudc khdng vé triing: thudc dung ngoai dang 1dng; dang bao| EU-GMP |DE_BY_04_G " o |Coquan thdm quyén
Produktions GmbH, v ché& ban ran. MP_2015_0 § § Pure
GmbH Luitpoldstrasse 1, 85276 146 a g

Pfaffenhofen, Germany S =
—t ()
33 {Hospira Australia |1-5,7-23 and 25-39 Lexia |* Thu8c vd tring: thudc tiém; thudc hit. PIC/S GMP |MI1-2015-LI- n ~ Therapeutic Goods
Pty Ltd Place, Mulgrave Vic 3170, 07353-1 8 8 Administration (TGA),
Australia E E Australia
g8 | 9
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» . - - Coetetenip NGAY I T
: TEN CO' SO SAN H. | NGAY| . % - o <.
L STT S DIA CHI GIAYCH. |NGAY | yer | coQuan chp THUOC
XUAT ) , o : , NHAN | CAp: s LA
34 |Pfizer Km 1.9 Road 689, Vega San pham: Vién nén Zyvox (Linezolid 600mg) U.S. cGMP |06-0132- n ~  |United States Food and X
Pharmaceuticals |Baja, Puerto Rico (PR) 2015-01-VN 2 2  |Drug Administration
~
LLC 00693, USA 5 S |(us. FoA)
o
35 |Samrudh J-174, )-168 & )-168-1, *Thudc v tring EU-GMP (004/2015/R " ~ [National Agency for X
Pharmaceuticals |M.I.D.C., Tarapur, Boisar, [+ Thudc san xudt vd trung: Thudc bdt chira khang sinh o] § § Medicines and Medical
PVT. LTD. - Unit il [District Thane - 401 506, |Cephalosporin ~ S |Devices (NAMMD),
Maharashtra, India % § Romania
~ o
36 |Ajinomoto 103-1, San pham: Thudc cdm Amiyu. Japan GMP|4328 " ~ |Ministry of Health, X
Pharmaceuticals |Shirasakaushishimizu, § § Labour and Welfare
Co., Ltd Shirakawa-shi, Fukushima, ~ ~  HMHLWY), Japan
. = i
Fukushima Plant |Japan 5 5
o S
37 |Ajinomoto 103-1, San pham: Vién nén Atelec 10. Japan GMP (4327 " ~ |Ministry of Health, X
Pharmaceuticals |Shirasakaushishimizu, ‘ § § Labour and Welfare
Co., Ltd Shirakawa-shi, Fukushima, E ~  [{(MHLWY), Japan
Ll
Fukushima Plant |Japan ) )
o o
38 |Taiho 224-15 Aza-ebisuno, San pham: Vién nang TS-One 20, 25. Japan GMP|[5524 " ~ |Ministry of Health, X
Pharmaceutical Hiraishi, Kawauchi-cho, § § Labour and Welfare
Co., Ltd Tokushima-shi, ~ ~  |{MHLW), Japan
Tokushima Plant [Tokushima, 771-0194, S <
Japan ~ ~
39 [Wyeth Lederle Via Franco Gorgone Z.I. - |* Thudc vé trung: EU GMP |IT/269- ) o [ltalian Medicines Agency| x
S.R.L. 95100 Catania (CT), Italia [+ Thudc san xust vd trung: thudc dong khd chira khang sinh 23/H/2015 S 3 (AIFA)
penicillin, dung dich thé tich nhé chira chdt djc té bao/ chat ) S
Y o~ kY ~ -~
kim té bao. b 2
40 |Akciju sabiedriba |Krustpils iela 53, Riga, LV- |* Thudc khdng vé trung: vién nang cirng (chira chat doc té EU_GMP [ZVA/LV/201 ) ® |State Agency of X
"Grindeks" (I 1057, Latvia bao/ chit kim té bao); thudc dung ngoai dang ldng; thudc udng 5/003H 8 8 Medicines (ZVA), Latvia
vieta) dang 16ng; dang bao ché ban ran; vién nén. 5 ]
= N
(2] —
41 |Ajinomoto Co.,Inc.|1730, Hinaga, Yokkaichi- .[Sdn ph3m: Thudc cdm Livact. Japan GMP|4148 n r  {Ministry of Health, X
Tokai Plant shi, Mie, Japan S S Labour and Welfare
= o [(MHLW), Japan
~ ~
v S
o~ ~N
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42 |Harasawa 19-17, Takanawa 3- San ph3m: Thudc tiém Kyominotin {(Monoammonium Japan GMP{5473 Ministry of Health,
Pharmaceutical ~ {Chome, Minato-ku, Tokyo, |glycyrrhizinate 53mg, Glycine 400mg, L-cysteine 15,37mg). © o [|Lebourand Welfare
Co., Ltd. Japan § § (MHLW), Japan
(Harasawa (23-24, Harayama 2- ~ ~
Pharmaceutical Chome, Midori-ku, g 3
Co., Ltd. Saitama [Saitama city, Saitama © °
Plant) prefecture, Japan) :
43 |lLaboratorios IMA |Palpa 2862, (Zip Code S&n pham: PIC/S-GMP |20132014 0 National Administration X
S.A.LC. (Co s& san |C1426DPB), of the City of |+ Thudc bot ddng khd pha tiém truy@n Trexam (Pemetrexed 001790 15 IS of Drugs, Foods and
Xuat) Buenos Aires, Argentina  |[500mg). Tén tai Viét Nam: Belipexade. E Medical Devices
+ Thudc bot déng khd pha tiém Xaliplat (Oxaliplatin 50mg, § © (ANMAT), Argentina
Laboratorios | Elcana No 4938. (Zip Code | L00ME)- Tén tai Viét Nam: Oxaliplatin. PIC/S-GMP|20132014- g
Richmond C1427CIU), of the City of + Dung dich tiém Drifen (Paclitaxel 30mg, 100mg). Tén tai Viét 000990 15 0 5
SACLF. (Cosy  |Buenos Aires, Argentina | 'am: Paclirich. ' g | R
déng goi) + Dung djch dam dic pha tiém truyén Doxetal {Docetaxel 5
anhydrous 20mg, 80mg). Tén tai Viét Nam: Varidoxel. §
44 |PT. Pertiwi Agung |JI. DDN No. 16, Thudc khéng chira khang sinh nhém Beta-lactam (Khéng bao | PIC/S GMP |4484/CPOB/ n Q National Agency for Drug X
Sukadanau, Cikarang g0m thudc tranh thai, héc mén sinh duc va chat kim té& bao): A/VII/15 8 8 and Food Control
Barat, Kabupaten Bekasi, [Vién nén, vién bao. . ® @ |(NADFC), Indonesia
Indonesia E §
45 |Mega Lifesciences {Mega Lifesciences Public {* Thudc khéng vé tring: Vién nang mém. EU-GMP |DE_NW_01_ Co quan thim quyén X
Public Company |Company Limited, Plant 1 |San phdm cy thé: Avarin (Simethicone 300mg + Alverine GMP_2015_ buc
Limited 384, Moo 4, Soi 6, Citrate 60mg); Calcitriol 0,25mcg (meditrol); Ferrovit {Ferrous 0010 " ~
Bangpoo Industrial Estate, |Fumarate 162mg + Folic Acid 0.75mg + Cyanocobalamin § §
Pattana 3 Road, Phraeksa, |0.0075mg). ey ey
Mueang, Samutprakarn % 3
10280, Thailand © ~
46 |Daiichi Sankyo 1-12-1, Shinomiya, San pham: Vién nén Japrolox (Loxoprofen sodium hydrate, lapan- [4149 " ~  |Ministry of Health,
Propharma Co., [|Hirasuka, Kanagawa, 60mg Loxoprofen sodium) GMP 2 S  |Labour and Welfare
Ltd., Hiratsuka Japan g g government of lapan
Plant 9 9
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o | TEN co s san NI S | NGUYEN | GiAY cH. |NGAY |NEAY[ o NHOM
iiSTT XUAT DIA CHi o : PHAM v CWNGNH@N “|rAcemp| NHAN | cAe gf; ~ COQUANCAP | lTl;i_UO(:Z_
47 |Macleods Village Theda, Post Office |* Thudc khdng vd trung: Vién nang cirng; vién nén. EU-GMP UK GMP - Medicines and X
Pharmaceuticals |Lodhimajra, Tehsil Baddi, 31303 Insp n ™ |Healthcare Products
Limited District Solan, Himachal GMP 3 8 Regulatory Agency
Pradesh, In-174101, India 31303/1706 | & S |(MHRA), United
716-0006 S S  |Kingdom
48 |AstraZeneca AB  [SE-15185 Sodertalje, * Dja chi: PET Nexium/ Losec, Gartunavagen, Sodertalje, EU-GMP [6.2.1-2015- 0 « Swedish Medical X
Sweden 15185, Sweden 064647 8 8 Products Agency (MPA)
Thudc khdng vo tring: Vién nang cirng; pellet; vién nén. E g
8 3
* Dja chi: PET Packaging, Gartunavagen, Sodertalje, 15185, 6.2.1-2015- n )
Sweden 064648 g 8
Thudc khang v tring: Vién nang cirng; pellet, thudc cdm; vién b 2
nén. g g
49 1Co sO san xuat V.LE Addetta 4/12-20067 |San phdm: thudc bt pha dung dich tiém Meronem EU-GMP {IT/253- ©n % |italian Medicines Agency| x
ban thanh phdm: [Tribiano (M), Italia {Meropenem trihydrat S00mg, 1000mg) 1/H/2015 8 S (AIFA)
ACS Dobfar S.P.A E §
a3 =
Co s& ddng goi Via Industria 13, 6814 EU-GMP [15-0852 " ~ [Swiss Agency for
cip 1 (dénglo  [Cadempino, Switzerland § § Therapeutic Products
thudc bét): g E {Swissmedic)
Zambon ~ -
Switzerland Ltd ~ -
Co s0 dong goi Silk Road Business Park, EU-GMP |UK MIA Medicines and
cép 2 Macclesfield, SK 10 2 NA, 17901 Insp ] %9 |Healthcare Products
AstraZeneca UK |United Kingdom. GMP/GDP/I S 8 Regulatory Agency
Limited MP 3 S |(MHRA), United
17901/1011 | R 2 |Kingdom
7-0029
50 [Rentschler Rentschler Biotechnologie |* Thudc vé trung: EU-GMP [DE_BW_01_ Co quan tham quyén X
Biotechnologie GmbH + Thudc san xuat vo trung: Thudc déng khd; dung djch thé GMP_2015_ Durc
GmbH Erwin-Rentschler-Strasse [tich nhd. 0053 " .
21, 88471 Laupheim, + Thu@c tiét trung cudi: Dung dich thé tich nho. § §
Germany ‘ * Thudc sinh hoc: thudc mién djch (vic xin, huyét thanh); o =
thuBc cong nghé sinh hoc (Protein tai té hop; khdng thé don < 2
dong; cytokine). o ~
* Dugc chit sinh hoc: Protein tdi td hop; khang thé don dong;
cytokine.
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51 |Patheon France

0 e
40 boulevard de

* Thudc khdng vb triing: vién nang citng (bao gbém ¢

[HPF/FR/268/

French National Agency

3 thudc :
Champaret, 38300 chira chat kim t& bao); thudc udng dang léng; thudc cém (bao 2014 g ™  [for Medicine and Health
Bourgoin Jallieu, France  |gdm ca thudc chira chat kim t& bao); vién nén (bao gdm ca 8 8 Products Safety (ANSM)
vién nén bao phim) (bao gdm ca thudc chira chat kim t& bao). S §
* Thu8c sinh hoc: vién nang citng chira bao tir vi khuan. 3 ~N
52 |Astellas Pharma [Hogemaat 2, Meppel, * Thudc khbng vd tring: Vién nang cirng; thudc ding ngoai EU-GMP |NL/H ] 0 [Healthcare Inspectorate,
Europe B.V. 7942 )G, Netherlands dang long; vién nén (bao gém ca vién nén bao phim) (chira 16/1005373 8 8 Netherlands
khang sinh nhém betalactam); thudc bdt va thudc cém. § E‘i
' < &
53 [Lipa 21 Reaghs Farm Road, * Thudc khdng vé trung khdng chira Penicillins, PIC/S-GMP |MI-2015-LI- " o [|Australian Therapeutic
Pharmaqeuticals Minto NSW 2566, Cephalosporins, héc mén, khdng chira steroids (bao gdm c 12714-1 § § Goods Administration
Ltd Australia prednisone, prednisolone) va thudc chdng ung thw: Thudc = S |(TGA)
nuéc; dang bao ché ban rin; thudc cm; bdt; vién nang mém. % §
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PHY LUC 2: DANH SACH HO SO' PE NGHI CONG BG CO' S&" SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

: BO SUNG GIAI TRINH
Pot 37
(Theo c6ng vin s 4031/QLD-CL ngay 18/03/2016 ctia Cuc Quan ly Duorc)
TEN CO' SO SAN ' “ GIAY CH. | NGAY « | DNDPENGHI PR P
STT XUAT PIA CHi NHAN cAp co QUAN CAP CONGBS NOI DUNG CAN B SUNG GIAI TRINH
1 |Neovii Biotech Am Haag 6 +7, 82166 DE_BY 04 G| w [Coquanthdm quyén Congty TNHH  |Dé nghi b8 sung ham lugng hoat chat.
GmbH Grafelfing, Germany MP_2015 0 8 birc Dugc pham Viét
055 g Phap
B Y
2 |Abbvie Knollstrasse, 67061 DE_RP_01_G Co quan quan ly Dwgc  |VPDD Abbvie Riéng d6i voi "dang bao ché rdn khac": Dé nghij cung cip 1
Deutschland Ludwigshafen, Germany | MP_2015_0 v |bac Biopharmaceutic|trong cdc gidy t& sau: Site Master File theo mau cta PIC/s;
GmbH & Co. KG 018 8 als GmbH bién ban ki€m tra (phan hanh chinh va két luan), gidy GCN
§ CPP hodc MA tai Viét Nam, thé hién ré cic dang bao ché
b cy thé trong pham vi dugc chirng nhan (thudc udng dang
ran).
3 |Bushu 950, Hiroki, Ohaza, Misato{1419 Ministry of Health, Cong ty TNHH  |Khong c6 thong tin vé ngay kiém tra GMP => khong rd
Pharmaceuticals |machi, Kodama-gun, Labour and Welfare DKSH Viét Nam [thoi han hiéu lyc gidy chiérng nhan. Cyc Quan ly Dugc tam
Ltd. Misato Saitama-ken, Japan (MHLW), Japan cong bé tai danh sach co s& san xuat thudc dat tidu chudn
Factory PIC/S-GMP, EU-GMP véi thoi han hiéu lyc 02 ndm ké tir
< ngay cap gidy chirng nhdn GMP.Yéu ciu cong ty cung c3p
§ céc tai liéu [am cén cir dé xdc dinh thoi han ¢é hiéu luc
vy clia GCN nay (nhu bdo cdo thanh tra (phan hanh chinh va
% két ludn) hodc GMP Notification cé thé hién ngay kiém tra
~ GMP tai co s& san xudt san phdm dé nghj cong bs) dé
duoc cong bé thdi han hiéu lyc 05 ndm theo quy dinh cda
Nhat. Néu qua thdi han trén, Cuc Quan Iy Dugc sé rit co
s& san xudt khéi danh sach.
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Bushu

| 95.0, Hiroki, Ohaza; N.l.i.s..ato~

Cong ty TNHH

khong c6 théng tin vé ngay kiém tra GMP => khong ré |

Ministry of Health,
Pharmaceuticals  [machi, Kodama-gun, Labour and Welfare DKSH Viét Nam |thdi han hiéu lyc gidy chirng nhan. Cuc Quén ly Dugc tam
Ltd. Misato Saitama-ken, Japan (MHLW), Japan cdng bd tai danh sach co s& san xudt thudc dat tiéu chuln
Factory PIC/S-GMP, EU-GMP véi thdi han hiéu lyc 02 nam ké tir
< ngay cip gidy chirng nhin GMP.Yéu ciu cdng ty cung cip
§ cdc tai liéu [am cdn cr d€ xdc dinh thoi han cé hiéu luc
g cta GCN ndy (nhu bdo céo thanh tra (phan hanh chinh va
Iy két luin) hodc GMP Notification c6 thé hién ngay kiém tra
~ GMP tai co s& san xuit san pham dé nghj cdng bd) dé
dugc cdng b théi han hiéu lyc 05 ndm theo quy dinh clia
Nhit. NEu qua théi han trén, Cuc Quan ly Dugce s& rat co
s& san xudt khoi danh séch.
Cipla limited D-7 UK GMP Medicines and Cipla Ltd. India |P& nghj cung cp Site Master File theo mau clia PIC/s
D-22 14694 Insp Healthcare Products hodc bién ban kiém tra (phan hanh chinh va k&t ludn) thé
D27 GMP « [Resgulatory Agency hién r8 c4c dang bao ch€ cy thé trong pham vi dugc
MIDC 14694/4462 § (MHRA), United chirng nhan d3di vdi thudc udng dang ran khéc.
Kurkumbh 27-0004 W |Kingdom
District Pune Maharashtra 3
IN- 413 802 ~
India
Cipla Ltd. (Unit1) [Verna Industrial Estate, DE_ST_01_G Landvesverwaltungsamt |Cipla Ltd. india |Gidy chirng nhan 13 ban in tir Eudra, céng chirng khong
Verna, In-403722, India MP_2015_0 w |Sachesen-Anhalt, chitng nhdn cho tinh chinh xdc clia Gidy chirng nhan (cong
019 § Germany chirng I3 ban cha cdng ty), khdng phai bai sao tir ban
g chinh, khéng phu hop véi quy dinh vé chirng thye, sao
' 5 gidy t& phép ly clia Viét Nam. Yéu ciu cung cdp ban chirng

thye, sao y theo quy dinh.
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¢STT TEN %;g SAN PIACHI - » ,]\::(,;&’APY  CoOQuANCAP | Dgg’NEGng" NOIDUNG CAN B6 SUNG GIAI TRINH
7 |Cipla Ltd. (Unit 1) |Verna Industrial Estate, DE_ST 01 G Landvesverwaltungsamt [Cipla Ltd. India |Gidy chirng nhén {a ban in t&r Eudra, cdng chirng khong
Verna, Goa, In-403722, MP_2015_0 «~ |Sachesen-Anhalt, chirng nhan cho tinh chinh xdc cta Gidy chirng nhan (cong
India 020 § Germany chirng 1a ban cla cdng ty), khdng phai bai sao tir ban
g chinh, khéng phi hgp véi quy dinh vé chirng thuce, sao
S gidy to phap ly ctia Viét Nam. Y&u cdu cung cdp ban chirng
i thyece, sao y theo quy dinh.
8 |Cipla Ltd. Goa unit VIl Cipla Ltd. Plot South African Medicines [Cipla Ltd. India |HO so céng bd chi bao gdm van thu xdc nhdn cla Co quan
no:S-103 to S-105, S-107 Control Council (MCC) quan ly dugc cta Nam Phi.
to S-112, L-138, L-147, L- Yéu ciu cung cap gidy chirng nhin GMP.
147/1TO L-147/3, L-147/A
Verna Industrial Estate,
Verna salcette GOA-India
403722
9 |[Cipla Ltd. (Unit Verna Industrial Estate, DE_ST_01_G Landvesverwaltungsamt |Cipla Ltd. India |Gidy chirng nhén 13 ban in tir Eudra, cong chirng khong
VIll) Verna, Goa, In-403722, MP_2015_0 »n [Sachesen-Anhalt, chirng nhan cho tinh chinh xdc cba Gidy chirng nhin (céng
India 021 § Germany chirng 13 ban cha cdng ty), khdng phai bai sao tir ban
B chinh, khdng phu hgp véi quy dinh vé chirng thuec, sao
% gidy t& phép ly cha Viét Nam. Yéu ciu cung cdp ban chirng
- thyec, sao y theo quy dinh.
10 |Daewon Pharm |24, Jeyakgongdan 1-gil, 2015-D1- v [Coquan tham quyén Daewon Pharm |Mau gidy chirtng nhan khéng khép véi ca 2 mau gidy
Co., Ltd. Hyangnam-eup, 2907 , 8 Han Qudc Co., Ltd chirng nhan clia Co quan quan thdm quyén Han Qudc. C6
Hwaseong-si, Gyeonggi- = nghi ng& dén dé chir ky. Dé nghj cung cip ban goc hop
do, Republic of Korea § phép hda lanh sy dé ddi chiéu.
11 |Rotexmedica Rotexmedica GmbH DE_SH_01_ Co quan thdm quyén Rotexmedica Céng ty dé nghi diéu chinh "dung dich" thanh “dang
GmbH Arzneimittelwerk GMP_2015_| 4% [Dlrc GmbH long".
Arzneimittelwerk |Bunsenstrasse 4, 22946 0019 8 Arzneimittelwer [D& nghj cong ty bd sung Site master File, hodc bién ban
Trittau, Germany 5 k kiém tra (phan hanh chinh va két ludn), hodc MA va CPP
8 cia san pham thé hién co s& cé san xudt cac san pham

dang long ngoai dang dung dich.
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JAT) CA :
PT. Dankos Farma [JI. Rawa Gatel Blok 11l S PW.01.02.33 National Agency for Drug|PT. Kalbe Farma [Tai liéu ndp khdng phai la Gidy chirng nhdn GMP, khdng
Kav. 36 - 38, Kawasan 1.12.15.594 and Food Control Tbk thé hién ngay kiém tra, tai liéu 4p dyng. Yéu cau bd sung
Industri Pulogadung, 2 »n |(NADFC), Indonesia Gidy chirng nhan GMP géc hodc Bién ban kiém tra/Bdo
Jakarta Timur, Indonesia  [PW.01.02.33 § céo kiém tra GMP thé hién thoi diém kiém tra va nguyén
1.12.15.594 5 tic PIC/S-GMP hoic theo tai liéu s8
3 = HK.03.1.33.12.12.8195 dugc ap dung.
PW.01.02.33|
1.12.15.594
4
13 jSophartex 21 rue du Pressoir, 28500 |HPF/FR/199/ National Agency for the |VPDD Tedis Cong ty dé nghj bé sung vién nén bao gdm c3 vién nén
Vernouillet, France 2013 - |Safety of Medicine and dat am dao.
§ Health Products (ANSM), Khong chdp nhan: do viéc san xudt vién nén ddt am dao
§ France can didu kién san xudt khac véi san xudt vién nén thudng.
‘ § pe ngﬂhi cong ty cung cap CPP, MA hoég 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 d& nghj bé sung vién nén bao gbm ca vién nén

Industria Chimica |Milano (Ml), Italia. 3/H/2014 <« [|(AIFA) bao phim.
E Farmaceutica § Khéng chip nhan: do viéc san xudt vién nén bao phim can
S.P.A § céc thiét bj va quy trinh khéc véi san xuit vién nén
g thudrng. D8 nghj cdng ty cung cdp CPP, MA hodc Site
Master File ¢ thé hién dang bao ché nay.

15 [SUN Baroda Highway, Halol, = |NL/H Health Care Inspectorate |Céng ty SUN Cong ty d8 nghi didu chinh pham vi tir "dung dich thé tich
Pharmaceutical Gujarat, 389350, India 15/1004334 - Pharmaceutical Affairs |Pharmaceutical |lén, dung djch thé tich nhé" thanh "Thu8c dang long thé
Industries Ltd. v land Medical Technology, |Industries Ltd.  |tich I&n, thuBc dang Idng thé tich nhd".

India, Halol 8 Netherlands Pé nghj céng ty b6 sung Site master File, hodc bién ban
8 kiém tra (ph3n hanh chinh va két lun), hoic MA va CPP
S clia s3n phdm thé hién co s& cd sdn xuat céc san phdm
dang léng ngoai dang dung djch.
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16 {Ajinomoto 103-1, 4328 Ministry of Health, Coéngty TNHH  |Khdng c6 thdng tin vé ngay kiém tra GMP => khéng r
Pharmaceuticals |Shirasakaushishimizu, Labour and Welfare MTV Vimedimex | thei han hiéu lyc gidy chirng nhan. Cyc Quan ly Dugc tam
Co., Ltd Shirakawa-shi, Fukushima, (MHLW), Japan Binh Duong codng bd tai danh sdch co s& san xuat thudc dat tiéu chuin
Fukushima Plant |Japan PIC/S-GMP, EU-GMP vdi thdi han hiéu lyc 02 nam ké tir
ngay cap gidy chirng nhdn GMP.Yéu ciu cdng ty cung cap
cdc tai lidu [am cdn c dé xac dinh thoi han co hiéu lyc
clia GCN nay (nhw bdo céo thanh tra (ph@n hanh chinh va
két luan) hodc GMP Notification cé thé hién ngay kiém tra
GMP tai co s& san xuat sdn pham dé nghj cong bd) dé
dugc cong b thai han hiéu lyc 05 ndm theo quy dinh cla
Nh3t. Néu qué thoi han trén, Cuc Quan ly Dugc sé rut co
s& san xudt khoi danh sach.

04/12/2015

17 [Ajinomoto 103-1, 4327 Ministry of Health, Cong ty TNHH  |Khdng c6 thdng tin v& ngay ki€ém tra GMP => khong rd
Pharmaceuticals |Shirasakaushishimizu, Labour and Welfare MTV Vimedimex |th&i han hiéu lyc gidy chirng nhén. Cyc Quan ly Dugc tam
Co., Ltd Shirakawa-shi, Fukushima, (MHLW), Japan Binh Duwong cong ba tai danh sich co s& san xuit thudc dat tiéu chudn
Fukushima Plant (Japan PlC/S-GMP, EU-GMP vdi thoi han hiéu lyc 02 ndm ké tir
ngay cdp gidy chirng nhan GMP.Yéu cau cdng ty cung cdp
cac tai lidu 1am cin cir dé xac dinh thdi han ¢é hiéu lyc
cua GCN nay (nhu bdo cdo thanh tra (phan hanh chinh va
két luan) hodc GMP Notification cé thé hién ngay kiém tra
GMP tai co s& san xuit san pham dé nghj cdng bd) dé
duwgc cong bé thoi han hiéu lyc 05 ndm theo quy dinh cla
Nhat. Néu qua thdi han trén, Cuc Quan ly Duogc sé rut co
s& san xudt khai danh sach.

04/12/2015
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18

Taiho
Pharmaceutical
Co., Ltd
Tokushima Plant

224-15 Aza-ebisuho,

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 [th&i han hiéu lyc gify chirng nhan. Cyc Quén ly Dugce tam

Binh Duong

Khéng c6 thdng tin vé ngay kiém tra GMP => khéng r

cdng bé tai danh sdch co s& san xudt thudc dat tiéu chuin
PIC/S-GMP, EU-GMP véi théi han hiéu lwc 02 nam ké tur
ngay cdp gidy chirng nhin GMP.Y&u ciu cong ty cung cap
cdc tai liéu [am cin cr d€ xac dinh thi han ¢ hiéu luc
ca GCN nay (nhu bdo cdo thanh tra (phan hanh chinh va
két ludn) hodc GMP Notification cé thé hién ngay kiém tra
GMP tai co s& san xult sdn pham deé nghj cong bd) dé
dugc cong bé thoi han hiéu lyc 05 ndm theo quy dinh cla
Nhat. Néu qua th&i han trén, Cuc Quan ly Duorc sé rit co
s& san xudt khoi danh sich.

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 {thi han hiéu lyc giy chirng nhén. Cuc Quan ly Dugc tam

Binh Duwong

Khong cé thdng tin v@ ngay kiém tra GMP => khéng rd

cdng bd tai danh sich co s& san xudt thudc dat tiéu chuin
PIC/S-GMP, EU-GMP v&i thoi han hiéu lwc 02 ndm ké tir
ngay cdp gidy chirng nhin GMP.Y&u c3u cong ty cung cdp
céc tai liéu 1am cin cir d€ xac djnh thoi han cé hiéu lyc
cta GCN nay (nhu bdo céo thanh tra (ph&n hanh chinh va
két ludn) hodc GMP Notification c6 thé hién ngay kiém tra
GMP tai co s& sdn xudt sdn pham deé nghj cdng bd) dé
dugc cong b6 thévi han hiéu lyc 05 ndm theo quy dinh cla
Nh&t. Néu qué thdi han trén, Cyc Quan ly Duoc sé rit co
s& san xudt khoi danh sach.

Danh sach co s& phai Gidi trinh
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20 [Harasawa 19-17, Takanawa 3- 5473 Ministry of Health, Cong ty TNHH  |Gidy chirng nhan CPP khdng ghi thdi han ¢é hiéu lyc. Cuc
Pharmaceutical |Chome, Minato-ku, Tokyo, Labour and Welfare XNKY té Delta }Quan Iy Dugc tam cdng bé tai danh sdch co s& san xudt
Co., Ltd. Japan (MHLW), Japan thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
(Harasawa (23-24, Harayama 2- © thang ké tir ngay cong bd, dé nghj cdng ty cung cdp céc tai
Pharmaceutical Chome, Midori-ku, § fieu lam cdn cir dé xac dinh thoi han ¢ hiéu lyc clia GCN
Co., Ltd. Saitama |Saitama city, Saitama g nay (nhu Gidy chirng nhdn GMP/ Bién ban kiém tra (phan
Plant) prefecture, Japan) > hanh chinh va két ludn) c6 thé hién ngay kiém tra GMP tai

© co s& san xudt san phdm dé nghi cdng bd). Néu qua thoi
han trén, Cuc Quan ly Dugc sé rut co s& san xuat khoi
danh sach.

21 |Daiichi Sankyo 1-12-1, Shinomiya, 4149 Ministry of Health, VPDD Daiichi Khong c6 thong tin vé ngay kiém tra GMP => khéng rd
Propharma Co., Hirasuka, Kanagawa, Labour and Welfare Sankyo thoi han hiéu lyc gidy chirng nhan. Cyc Quan ly Dugctam
Ltd., Hiratsuka Japan government of Japan (Thailand) Ltd. |cong b6 tai danh sach co s& san xudt thudc dat tiéu chuin
Plant PIC/S-GMP, EU-GMP vé&i thai han hiéu lyc 02 ndm ké tir

" ngay cap gidy chirng nhan GMP.Yéu cdu céng ty cung cip

§ cac tai liéu 1am cin cr dé xac dijnh thoi han ¢d hiéu lyc

- clia GCN nay (nhu bdo cdo thanh tra (phan hanh chinh va

S k&t luan) hodc GMP Notification c6 thé hién ngay kiém tra

~ GMP tai co s& san xuit sdn pham deé nghj cong bs) dé
dugc cong bd théi han hiéu lyc 05 ndm theo quy dinh cla
Nhat. Néu qua thdi han trén, Cuc Quan ly Dugc sé rit co
s& san xudt khdi 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 cong
Specialty Solutions|02, #02-02, #02-10 184 § Authority (HSA), Pharmaceutical |[doan dong goi cdp 2, khdng |a toan bd hoat dong san xuat
Group Pte. Ltd Singapore 498770 g Singapore Ltd thanh phdm thudc. Dé nghi céng ty cung cdp cdc tai liéu

’ S chirng minh t3t ca céc cong doan san xudt san pham dat
PIC/S-GMP.

23 |Lipa 21 Reaghs Farm Road, MI-2015-LI- vy |Australian Therapeutic |Cong ty TNHH D6i vai dang bao ché ran phan liéu: yéu ciu bo sung Site
Pharmaceuticals |{Minto NSW 2566, 12714-1 8 Goods Administration Dugc phdm BHC [Master File the m3u cGia PIC/S hodc Bién ban kiém tra
Ltd Australia = |{TGA) GMP (Phan hanh chinh va két luan) dé lam rd dang bao

) ché ran phan liéu.

"Danh sach co s& phai Giai trinh
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M.J. Biopharm HB so d& nghj chua cé gidy chirng nhan GMP/CPP. Yéu

cau ndp gidy chirng nhdn GMP/CPP hop phép héa lanh

MJ' Biopharm
Private Limited

Taloja 410 208, India

Pvt Ltd

sy,

Danh séch co s& phai Giai trinh
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PHU LUC 1: DANH SACH HO SO' BE NGHI CONG BO CO' SO SAN XUAT DAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG DAT YEU CAU
Dot 37
( Theo congvinsé 4031/QLD-CL ngay 18/03/2016 ctia Cuc Quan ly Dworc)
TEN CO' S¢' SAN GIAY CH. | NGAY S « | DNBENGHI ) A A
STT XUAT PIA CHi NHAN CAP CO' QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Ajinomoto 103-1, 4890 v |Ministry of Health, Céng ty TNHH  {CPP thé hién théng tin san pham khong lvu hanh &
Pharmaceuticals |Shirasakaushishimizu, 8 Labour and Welfare MTV Vimedimex |nudc s& tai va GCN GMP chi dat GMP-WHO
Co., Ltd. Shirakawa-shi, Fukushima, N |government of Japan Binh Duong
Japan ﬁ
2 |Aspen Pharma Pty |286-302 Frankston- 10/0225 S [Therapeutic Goods Cong ty TNHH  |Gidy chirng nhdn GMP clia co s& san xudt da dugc
Ltd Dandenong Road, 3 Administration (TGA),  |Dugc pham cong bd tai Dot 17, STT 3.
Dandenong South Vic @ |Australia Nhat Anh Dija chi trén MA khéng thdng nhét vdi dia chi trén
3175, Australia a GCN CPP
3 |Aspen Pharma Pty |286-302 Frankston- 10/0226 =] Therapeutic Goods Cong ty TNHH  |Gidy chirng nhdn GMP s MI-2014-L1-00183-1 clia co
Ltd Dandenong Road, 8 Administration (TGA), Dugc pham s& san xudt da dugc céng bd tai Dot 23, STT 43.
Dandenong South Vic M |Australia Nhét Anh Gidy chirng nhan CPP dugc cdp tir 2010
3175, Australia E
4 |Bluepharma - S. Martinho do Bispo, FO01/S1/H/0 National Authority of Harbin Gidy chirng nhdn GMP chua hgp phép hoa ldnh sy
Industria Coimbra, 3045-016, 01/2016 © [Medicines and Health Pharmaceutical {theo quy dinh
Farmaceutica, S.A |Portugal & |Products (INFARMED),  |Group Co. Ltd.
g Portugal General Pharm.
3 Factory ,
5 |Laboratorio Elea [Sanabria No 2353 - GMP: P Argentina National Congty TNHH  [Gidy chirng n'hén GMP clia Cong ty khong néu rd céc
S.ACILFy.A C1417AZE, Ciudad 20132014 § § Administration of Drugs, [Dugc phdm Lién {dang bao ché trong pham vi chirng nhén va cé hiéu
Autonoma de Buenos 000148 15 § > Food and Medical Hop fwc dén ngéy 03/03/2016; )
Aires, Republic Argentina cpp: g g Divices. Hiéu lyc gidy chirng nhan CPP do Cong ty cung cap
- © dén ngay 04/03/2016.
20132020 o a " s e . . R
000180 15 g 5 bé ngf'u C{)rlg ty cung cap gidy chirng nhan GMP va
CPP con hiéu lyec.
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Sofarimex -
Industria Quimica

Av. Das'Industrias - Alto
do Colaride Agualva,

National Authority of
Medicines and Health

Pharma science

Hiéu lyc ca Gify chirng nhan CPP san phdm thudc
bot déng kho pha tiém pms-Pantoprazole dén ngay

Malaysia

e Farmaceutica, |[Cacem, 2735-213, g Products (INFARMED), 08/3/2016 (trung han ctia GMP d3 cong b8).

S.A Portugal 60438 g Portugal : Trong pham vi chirng nhén clia gidly chirng nhan
< GMP d3 cong b8 Dot 15, STT 6 d3 cb dang bao ché
h "thubc v6 trung: thudc déng khé".

7 [Pharmathen SA  |Dervenakion 6, Pallini n  |National Organization  |COng ty c8 phan |Tai thoi di€ém céng b, GCN GMP d3 hét han

Attiki, 15351, Greece 6557/18-2- 8 for Medicines (EOF), dugc phdm

2015 § Greece Vipharco
, ‘ =

8 [|Laboratorios Elcano No 4938. (Zip Code [20132014- National Administration |Cong ty c8 phdn {CAng ty d& nghj céng bS pham vi chirng nhén lién
Richmond S.A.C.I.F|C1427CIU), of the City of {000990 15 of Drugs, Foods and dugc phdm Duy |quan dén hoat déng déng goi.

Buenos Aires, Argentina wn |Medical Devices Tan Tuy nhién, theo quy djnh tai céng vin 20215/QL'D-
§ (ANMAT), Argentina CL, Cyc Quan ly Dugc chi cdng b8 cic dang bao ché
~ c6 toan b céc giai doan cla qud trinh san xuét
g thanh phdm (tlr nguyén liéu ban dau dén thanh
« phdm cudi cung), khdng ti€n hanh cong bs theo mot

hodc mét s8 giai doan clia qua trinh sdn xuit.

9 |Pharmaniaga 11A, Jalan P/1, Kawasan |151/14 < |National Pharmaceutical [C6ng ty HO so cong b8 13 bdn scan mau clia GCN, ¢ dau
Manufacturing Perusahaan Bangi, 43650 S  |Control Bureau (NPCB), Pharmaniaga HPHLS nhung chua dugc cong chitng, do vy khong
Berhad Bandar Baru Bangi, 3 Malaysia dap (rng tinh phép ly.

Selangor Darul Ehsan, § '

(o]
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10 |Merck KGaA Merck KGaA DE_HE_01_ Co quan thdm quyén VPDD Merck Céng ty da cong bd Dot 33 STT 33.
(Cosdsanxudt  |Frankfurter Strabe 250, |GMP_2015_ birc KGaA Cong ty cung cdp GCN GMP mdi (dd xac nhan trén
ban thanh pham) {A18, A31, A32, D3,D9, 0114 EUDRA) ctia Co s& SX ban thanh phdm, c6 han hiéu
D11, D12, D15, D24, D25, " lyc la 09/03/2018.
D39, 111, N78, N79, N8O, § GCN clia Co s& san xudt ban thanh phdm c6 han hiéu
NSO, PHS, PH16, PH23, = lyc ngén hon la 11/02/2016.
PH28, PH50, PH51, PH52, E; Nhu vy tai thoi diém hién tai, GCN nay da hét han.
PH80, V40, V41, V42, V66, o Khdng dat yéu cau.
V67; 64293 Darmstadt,
Germany
Merck S.A.de C.V. | Calle 5, No,7 Frac., DE_HE_O01_ M
(Co s& dong goi va |Naucalpan de Juarez, Edo. |GMP_2013_ 8
Xuat xudng) De Mexico, C.P.53370, ]0029 3
Mexico g
11 |Mega Lifesciences |Mega Lifesciences Public |DE_NW_01_ Co quan thdm quyén Mega Céng ty ndp kém CPP (do Singapore cap) ctia san
Public Company |Company Limited, Plant 1 |GMP_2015_ buc Lifesciences phdm ACNOTIN 10, ACNOTIN 20 va d& nghj b8 sung
Limited 384, Moo 4, Soi 6, 0010 " Public Company |céc sdn phdm nay vao pham vi chirng nhan.Tuy
Bangpoo Industrial Estate, § Limited nhién, tai Gidy chirng nhan do Burc cip chi chirng
Pattana 3 Road, Phraeksa, I nhan cho céc sdn phdm d3 céng b8, khdng ching
Mueang, Samutprakarn % nhan cho 2 san phdm xin bd sung néu trén => Khong
10280, Thailand © dat.
12 |Tolmar INC. (Co s&|701 Centre Avenue, Fort [NL/H o |Healthcare Inspectorate, |Cong ty TNHH  |HB so cong b la CPP cla san pham Hén dich tiém
san xuat) Collins, Colorado, 80526, 13/0117 8 Netherlands DKSH Viét Nam |Eligard 7.5mg, va MA trong d6 Co s& san xudt
United States ot (Tolmar) d3 dugc cdng bd dgt 28 STT 9, hét han
) 12/09/2016; Co s& xust xudng (Astellas) da dugc
Astellas Pharma |Hogemaat 2, 7942 JG NL/H o |Healthcare Inspectorate, : c6ngﬂb6 dfﬁ 8\?"’146, flét ha’f\ 31/01/,2016. o
Europe B.V. {Co s&|Meppel, The Netherlands [13/0008 8 Netherlands Do'vay, tf' tjw' diém t:ong tl>o, FCN Sua fd 50/ xuat
xust xuong) S xwong da hét han, khéng dap rng yéu cdu.
~
~
o
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13 |Atlantic Pharma -
Producoes
Farmaceuticas,
S.A.

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

/001/2016

F036/S1/MH

25/01/2016

National Authority of
Medicines and Health
Products (INFARMED),
Portugal

Harbin . GCN chv;ra du'orc cbng chirng va Hop phdp hoa lanh
Pharmaceutical |[su nén khéng dap (rng yéu ciu vé phdp ly.

Group Co., Ltd
General Pharm.
Factory
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