DANH SACH CO’ SO’ SAN XUAT THUOC PAT TIEU CHUAN PIC/S - GMP VA EU - GMP

bot 40
( Theo cong van s6 7483 /QLD-CL ngay 12/05/2016 cia Cuc Quan ly Dwoc)
TEN CO' SO SAN : ) A NGUYEN | GIAYCH. | NGAy | NOAY ; NHOM
STT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GcMP NHAN CAP HET CO QUAN CAP THUOC
HAN 1 2
1 |S.C. MEBRAS.R.L |[Str. Ariujduluinr.92, Sat [* Thu8c khéng vé truing: Thudc phun mu. EU-GMP |030/2015/R 1 ® National Agency for 1
Bod, cod 507015, Jud. 0 8 8 Medicines and Medical
Brasov, Romania 3 & |Devices (NAMMD),
§ 5 Romania
2 |Atabay Kimya Atabay Kimya Sanayi ve * Thuéc khéng vé trung: Vién nén chira Paracetamol. EU-GMP |DE_RP_01_ Co quan tham quyén 2
Sanayi ve Ticaret [Ticaret A.S. GMP_2015_ ut] N  [Plac
A.S. Acibadem, Koftunci Sokak 0049 8 8
No.1, 34718, Kadikoy, S g
Istanbul, Turkey 9 N
3 |G.L.Pharma Arnethgasse 3/ * ThuBc v tring: EU-GMP |[INS-480728- Federal Office for Safety 1
GmbH Gansterergasse 9-13/ + Thudc san xuat vo trung: dung dich thé tich nhd 0034-001 in Health Care, Austria
Gansterergasse 12 + Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé s ™
1160 Wien - Austria tich nho 8 8
* Thuéc khong vé trung: thudc dung ngoai dang 16ng; thuéc 3 g
udng dang 1dng; thudc ban ran, thudc d3t x N
* Thu8c sinh hoc: thudc c6 ngudn gdc tir ngwdi hodc déng vat.
4 |Inventia F1-F1/1 Additional * ThuBc khong vé trung: vién nang clrng, vién nén EU-GMP |UK GMP Medicines and 2
Healthcare Private [Ambernath MIDC, 40387 Insp © o Healthcare Products
Limited Ambernath (East) GMP § § Regulatory Agency
District Thane 40387/4511 - S [(MHRA), United
Maharashtra 564-0004 5 % Kingdom
In-421 506 « -
India
5 |Baxter SA Boulevard René Branquart |* Thu6c vé trung: EU-GMP |BE/GMP/20 © © Federal Agency for 1
80, Lessines, 7860, + Thuéc tiét trung cudi: Dung dich thé tich I1&n, dung dich thé 15/118 8 8 Medicines and Health
Belgium tich nho, nhii twong tiém truyén. 8 = [Products (FAMHP),
ﬁ § Belgium
Danh sach co s& Dat Trang1/6 Pot 40



TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | NGAY . NHOM
STT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
6 |Bioindustria Via De Ambrosiis 2/6 - * Thuéc vé trung: EU-GMP |IT/40- AIFA Italian Medicines 1
Laboratorio 15067 Novi Ligure (AL), + Thudc san xuat vé trung: Thuéc bot déng khé (chira hoat 1/H/2016 Agency
Italiano Medicinali[Italy chat 1a din chat hodc chiét xuat tir mo, té€ bao dong vat), dung © .
S.P.A dich thé tich nhé; § §
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n, dung dich thé > I
tich nho; S|
* Thuéc khéng vé trung: Vién nang cirng, thubc uéng dang e -
I6ng, vién nén
* Thuéc sinh hoc: thudc cé ngudn géc tir ddng vat.
7 |Bayer Weimar Bayer Weimar GmbH und |* ThuSc khdng vé trung: vién nén (chtra hormon va chat cé EU-GMP |DE_TH_O01H " w |Coquan thdm quyén 1
GmbH und Co.KG |Co.KG hoat tinh hormon). _GMP_2015- § § Dirc
Dobereinerstrabe 20, 001 o >
99427 Weimar, Germany % %
— o
8 [Laboratoire Leu-dit Chantecaille, * Thuéc vé trung: EU-GMP |HPF/FR/51/2 © o National Agency for the 1
Aguettant - CHAMPAGNE, 07340, - Thu8c v trung cé tiét trung cudi: 016 § § Safety of Medicine and
Champagne France + Dung dich thé tich 1&n ~ ~  |Health Products (ANSM),
+ Dung dich thé tich nhé. % % France
(] o~
9 |Merck S.A. de C.V. [Merck S.A. de C.V., Calle 5 | S&n pham: Vién nén Euthyrox (50 microgram, 100 microgram) |EU-GMP  |DE_HE_01_ " Co quan tham quyén 2
(co s& dbéng gdi va [No. 7, Naucalpan de Tén tai Viét Nam: Levothyrox 50 microgram, Levothyrox 100 GMP_2015_ § burc
Xuat xudng) Judrez, Edo. De México, microgram 0083 o
C.P. 53370, Mexico L | =
B
Merck KGaA (Co  |Frankfurter Strasse 250, DE_HE_01_ n 5
s& san xuat ban  |64293 Darmstadt, GMP_2015_ 8 N
thanh pham) Germany 0114 =)
S
(o]
10 [MSN Laboratories |Plot No 42, Anrich * Thudc vd trung: Thudc tiém tiét trung cudi Ramgic (Tramadol [PIC/S-GMP |2363 " 0 Taiwan Food 2
Private Ltd. Industrial Estate, Hydrochloride Injection 50 mg/mL, 2mL ampoule); § § and Drug Administration
Bollaram, Medak District - |* Thu6c khéng v6 trung: Vién bao phim Floxsafe 400 P S | (TFDA)
502 325, Telangana, India |(Moxifloxacin Tablets 400mg). 5 §
— i
11 [Janssen Cilag Via C. Janssen (loc. Borgo |* Thudc khong v6 triing: Vién nang clng; thudc udng dang n o  [AIFA Italian Medicines 1
S.P.A. S. Michelle), 04100 Latina |lédng; thudc phun mu, vién nén (hormon sinh duc) 8 8 Agency
(LT), Italy IT/267- § §
EU GMP [1/H/2015 — N
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12 |A. Menarini Via Sette Santi, 3-50131 * Thuéc vé trung: EU GMP IT/101- AIFA ltalian Medicines 1
Manufacturing Firenze, Italy + Thuéc san xuat vd trung: Dung dich thé tich nhé. 3/H/2015 " ~ |Agency
Logistics and + Thudc tiét trung cudi: Dung dich thé tich nho. § §
Services S.r.| * Thuéc sinh hoc: Thudc c6 ngudn géc tir dong vat (dang bao Ny =

ch& bén ran). S S
* Thudc khong vo trung: Dang bao ché ban ran (Fastum Gel e -
(Ketoprofen 2,5g/100 g Gel)).

13 [Santen 9-19, Shimoshinjo 3- San pham: Sanlein Mini ; Opthalmic Liquids and Solutions, Japan- 3127 Pharmaceutical safety 1
Pharmaceutical chome, Higashiyodogawa- |(purified sodium hyaluronate 1 mg/ml) GMP and enviromental Health
Co., Ltd (Santen [ku, Osaka, Japan (2-14, t] Q |Bureau, Ministry of
Pharmaceutical Shikinami, 8 8 Health, Labour and
Co., Ltd. Noto Hodatsushimizu-cho, g 5 Welfare
Plant) Hakui-gun, Ishikawa, Q Q

Japan)

14 |Santen 9-19, Shimoshinjo 3- San pham: Sanlein Mini 0.3 ; Opthalmic Liquids and Solutions, |Japan- 3128 Pharmaceutical safety 1
Pharmaceutical chome, Higashiyodogawa- |(purified sodium hyaluronate 3 mg/ml) GMP and enviromental Health
Co., Ltd (Santen [ku, Osaka, Japan (2-14, =) Q |Bureau, Ministry of
Pharmaceutical Shikinami, 8 8 Health, Labour and
Co., Ltd. Noto Hodatsushimizu-cho, g g Welfare
Plant) Hakui-gun, Ishikawa, Q Q

Japan)

15 [Lusomedicamenta [Estrada Consiglieri *Thudc khdng v tring: Vién nang clrng; thudc dling ngoai EU-GMP  |F021/S1/MH " ~ |National Authority of 1
Sociedade Técnica |Pedroso, no. 69-B, Queluz |dang 16ng; thudc udng dang ldng; thudc dan d&t 4m dao; /001/2015 § § Medicines and Health
Farmacéutica, S.A |de Baixo, 2730-055 thudc bot; thude cdm; thudc dang ban ran; thudc dét; vién ¥ > |Products (INFARMED),

Barcarena, Portugal nén. § § Portugal
(o] —
16 ([Bayer Oy Pansiontie 47, 20210 * Thudc v trung: EU-GMP [3681/06.08. Finnish Medicines 1
Turku, Finland + Thudc tiét trung cudi: Thudc cay ghép va dang ran (chira 00.04/2015 n ®  |Agency (FIMEA)
chat ¢ hoat tinh hormon); thudc giai phéng hoat chat tai tir 8 a
cung (chira chat cé hoat tinh hormon). 3 g
* Thudc khéng vo triing: vién nang cirng; vién nén (chira chat 3 3
c6 hoat tinh hormon).

17 |Les Laboratoires |905 route de Saran, Gidy, |* Thudc khéng v6 trung: Vién nang cing (bao gdbm c3 thuéc EU GMP |HPF/FR/66/2 © « |French National Agency 1
Servier Industrie - |45520, France chira chat doc tinh déi vdi kha ndng sinh san); thuéc c6m pha 016 § § for Medicine and Health
Gidy hdn dich/dung dich udng; vi cdm (microgranules); vién nén Py S |Products Safety (ANSM)

(bao gbm ca thudc chira chat doc tinh déi vai kha nang sinh % S
san). - o
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18 [Omega 10850 Hamon Montreal, [San phdm: Dung dich tiém Octreotide Acetate Omega PIC/S GMP (61746 n © Health Products and 1
Laboratories Ltd  |Quebec, Canada, H3M 100mcg/ml (Octreotide acetate 100mcg/ml) 8 8 Food Branch
3A2 Tén tai Viét Nam: DBL Octreotide 0.1mg/ml - =1 |Inspectorate (HPFBI),
g g Canada
19 |Ginsana SA Via Mulini, 6934 Bioggio, |San phadm: Thuéc sird Pharmaton Kiddi. PIC/S-GMP |16-0568 © ~ Swiss Agency for 1
Switzerland I Q |Therapeutic Products
S~ S~
g S  |(Swissmedic)
S~ S~
o~ (e}
(] —
20 |Biomedica spol. S [Biomedica, spolsr.o. * Thuéc vé trung: EU-GMP |sukls149394 " ~ [|State Institute for Drug 1
r.o divize Horatev, Horatev [+ Thudc tiét trung cudi: dung dich thé tich 1én. /2014 § § Control (SUKL), Czech
104, 289 12 Nymburk, * Thudc khéng vo trung: thudc udng dang 16ng; vién nén; = S |Republic
¢ —
Czech Republic thudc bot. S | =
i i
21 [Schering-Plough [Industriepark 30, Heist-op-|* Thu&c khdng vé trung: Thudc udng dang ldng; thuéc dung EU GMP |BE/GMP/20 © %  |Federal Agency for 1
Labo NV den-Berg, 2220, Belgium |ngoai dang 1&dng; dang bao ché& ban ran; vién nén. 15/111 8 8 Medicines and Health
g S Products (FAMHP),
x @ [Belgium
22 |Pfizer Ireland Little Connell, Newbridge, |* Thu6c khdng vé trung chira chat ¢é hoat tinh héc mén: Vién | EU GMP |9409 10 ®  |Health Products 1
Pharmaceuticals |Co. Kildare, Ireland nang clrng; vién nén. 8 8 Regulatory Authority
! 5  |(HPRA), Ireland
S| S
N —
23 |Pierre Fabre Aquitaine Pharm San pham: Thudc bdt déng khd Cernevit EU -GMP |HPF/FR/238/ < National Agency for the 1
Medicament International 1, Avenue du 2014 § Safety of Medicine and
Production (Co s& |Bearn 64320 IDRON, = g Health Products (ANSM),
¢ —i
san xuat) France S g |France
o N
P
Baxter SA (Co's@ [Boulevard Rene Branquart EU GMP |BE/GMP/20 © g Federal Agency for
dong goi va xudt |80, Lessines, 7860, 15/118 8 ™ |Medicines and Health
xuwdng 16) Belgium g Products (FAMHP),
S~ .
M Belgium
24 |Sanofi Winthrop |1 rue de la Vierge, San pham: Vién nén bao phim DuoPlavin (Clopidogrel 75mg; EU-GMP |06/15/8761 " National Agency for the 1
Industrie Ambares et Lagrave, Acetylsalicylic acid 75mg hodc 100mg) 9 § Safety of Medicine and
33565 Carbon Blanc F Health Products (ANSM),
o
Cedex, France o France
(o]
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25 |Sanofi-Aventis Bruningstrasse 50, D- San pham: Dung dich thudc tiém, tiém truyén Tavanic 5mg/ml | EU-GMP [DE HM 104; < Co quan tham quyén 1
Deutschland 65926 Frankfurt am Main, [(lo 50ml: 250mg Levofloxacin; lo 100ml: 500mg Levofloxacin). DE HM 105 8 burc
GmbH Germany g
&
26 |Sanofi-Aventis Industriepark Hochst, San pham: Thuéc tiém dang but Lantus (Insulin glargine 300 EU-GMP |02/15/8539 1 EMA European 1
Deutschland Bruningstrasse 50, D- IU/3ml). Tén tai Viét Nam: Lantus Solostar. 6 8 Medicines Agency
GmbH 65926 Frankfurt am Main, §
Germany o
27 |Atlantic Pharma - [Rua da Tapada Grande, * Thuéc vé trung: EU-GMP |F036/S1/MH © o National Authority of 1
Producoes no. 2, Abrunheira, Sintra, + Thuéc tiét trung cudi: Dung dich thé tich nho. /001/2016 § § Medicines and Health
Farmaceuticas, 2710-089, Portugal * Thuéc khong vé trung: Vién nang cirng; thudc uéng dang = S |Products (INFARMED),
S.A. 1dng; thudc bot va thudc cdm; dang bao ché& ban ran; vién nén; § S Portugal
vién nén bao phim. o -
28 |Baxter PO BOX 3068, 927 South  |* Thu6c vé trung: EU-GMP |UK GMP Medicines and 1
Pharmaceutical  [Curry Pike, Bloomington, + Thudc san xuat vd trung: Dung dich thé tich 1on; thudc 18058 Insp S, ™ [Healthcare Products
Solutions LLC IN 47402, United States  |déng khd; dung dich thé tich nh. GMP & &  [Regulatory Agency
+ Thudc tiét tring cudi: Dung dich thé tich Ién; dung dich thé 18058/1036 | & S |(MHRA), United
tich nho. 7-0010 3 Y |Kingdom
* Thudc sinh hoc: Thudc mién dich.
29 |Janssen Cilag State Road 933 Km 0.1, San pham: Vién nén giai phdng kéo dai Concerta US-GMP [11-0155- United States Food and 1
Manufacturing Mamey Ward, Gurabo, (Methylphenidate HCL: 18mg, 27mg, 36 mg va 54 mg). 2016-03-VN Drug Administration
LLC Portorico, 00778-9, USA \n ~ (U.S. FDA)
g | 8
AndersonBrecon |4545 Assembly Drive, g g
Inc. (Co sé déng  |Rockford, Illinois 61109 S S
g6i) USA
30 |Myungmoon 26, Jeyakgongdan 2-gil, * Thudc udng: vién nén; vién nang. PIC/S-GMP|2016-D1- Gyeongin Regional 2
Pharmaceutical [Hyangnam-eup, * Thudc tiém: Dung dich thudc tiém; Thudc déng kho dé pha 0870 © 9 |Office of Food and Drug
Co., Ltd. Hwaseong-si, Gyeonggi- [dung dich tiém truyén; Thudc tiém bot. 8 a Safety - Ministry of Food
do, Republic of Korea * Thudc dung ngoai: Thudc dung ngoai dang ldng; Aerosols; g § and Drug Safety of Korea
Miéng dan ngoai da. 3 S
* Thudc chira hormon sinh duc.
31 |Lilly France - Zone Industrielle, 2 rue du |* Thudc v6 trung: EU GMP |HPF/FR/46/2 © N French National Agency 1
Fegersheim Colonel Lilly, Fegersheim, + Thudc san xuat vé trung: Thudc déng khé (chira hormon); 016 8 8 for Medicine and Health
67640, France dung dich thé tich nho (chra hormon). 8 9 |Products Safety (ANSM)
* Thuéc sinh hoc: Thu6c cdng nghé sinh hoc. § §
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