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( Theo cong van s6 23938/QLD-CL ngay 29/12/2015 ctia Cuc Quan ly Dwoc)
TEN CO' SO SAN : ) A NGUYEN | GIAYCH. | NGAy | NoAY - NHOM
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’' QUAN CAP THUOC
HAN 1 2
1 |Delpharm Tours |Rue Paul Langevin, * ThuBc vé trung: EU-GMP |HPF/FR/230/ " w |National Agency for the X
Chambray Les Tours, + Thudc san xuat v6 trung: dung dich thé tich nho. 2015 § § Safety of Medicine and
37170, France + Thudc tiét trung cudi: dung dich thé tich nho. S o |Health Products (ANSM),
* Thu8c khong vo trung: thudc dung ngoai dang 1dng; thudc S % France
uéng dang ldng. o -
2 |PT.SOHO Jalan Pulo Gadung No. 6, |* Thudc khéng phai khang sinh: Vién nén, vién nén bao (khéng | PIC/S-GMP |4264/CPOB/ Indonesian National X
INDUSTRI Kawasan Industri Pulo bao gbm thudc tranh thai, hormon sinh duc va céc chat kim té A/IX/14 S @ |Agency for Drug and
PHARMASI Gadung, Jakarta Timur, bao); 8 8 Food Control (NADFC)
Indonesia * Thuéc khéang sinh: Vién nén, vién nén bao (khdng bao gobm 3 3
khéng sinh betalactam va cac dan xuat betalactam). R R
3  |Penmix Ltd. 33, Georimak-gil, Jiksan- |* Thudc tiém: PIC/S-GMP [2015-G1- Daejeon Regional Food X
eup, Seobuk-gu, Cheonan- [+ Thudc ddng khd; 2225 t] % |of Drug Administration,
si, Chungcheongnam-do, [+ Thudc chira khéng sinh nhém penicillin: Thuéc déng kho, 8 8 Korea
Republic of Korea thudc tiém bot; g g
* Thu6c udng dang ran chira khang sinh nhém penicllin: Vién N 2
nén, xi ré kho.
4 |Biolyse Pharma 59 welland Vale RD St. San pham thuéc dung dich tiém Paclitaxel for Injection, hoat Canada- (59786 n 1 |Canadian Health X
Corporation Catharines, Ontario, chat Paclitaxel (Taxus Canadensis) 6mg/ml GMP 8 8 Products and Food
Canada L2S 3Y2 g g Branch Inspectorate
8 | A
5 |ZETA VIA GALVANI, 10 - 36066 |* Thudc khéng vo trung: EU-GMP [IT/150- Italian Medicines Agency| x
FARMACEUTICI SANDRIGO (VI), ITALY - Thudc duing ngoai dang 1&dng chira hormones 1/H/2014 (AIFA)
S.P.A corticosteroid; 3 ©
- Thudc udng dang ldng chira hormones ccorticosteroid; 8 8
- Thudc bot; 3 )
- Thudc ban ran chira hormones corticosteroid; I N
- Vién dat chira hormones corticosteroid.
6 |Claris Injectables |Chacharwadi-Vanasa, * Thuéc vé trung: EU-GMP |UK GMP| ~ |Medicines and X
Limited. Ahmedabad, IN 382213,[+ Thudc sdn xuat vo trung: dung dich thé tich nhé. 20752 Insp § § Healthcare Products
India + Thuéc tiét trung cudi: dung dich thé tich 1&n; dung dich thé GMP = < [Regulatory Agency
tich nhd; nhii tuong. 20752/1387 | S < |(MHRA), United
5-0009 « ©  |Kingdom
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7 |Laboratories Route de Marsat, Riom, * Thuéc vé trung: EU-GMP |HPF/FR/173/ French National Agency X
Merck Sharp & 63963 Clermont-Ferrand |Thu8c sdn xuat vo trung: thudc d6ng khd, dung dich thé tich 2015 ut] % |for Medicine and Health
Dohme Chibret Cedex 9, France nhé 8 8 Products Safety (ANSM)
* 53n pham sinh hoc: san phdm mién dich, san pham cong g §
nghé sinh hoc S N
8 |Tenamyd Lot. Y.01-02A Tan Thuan|* ThuSc vé tring: EU-GMP |SK/033V/20 The competent authority X
Pharmaceutical Industrial Park/Export|Thudc san xuat vé trung: khang sinh nhém beta-Lactam: thudc 15 " ~ of Slovak Republic
Corporation Processing Zone, Tan|bd6t pha tiém § §
Thuan Street,Tan Thuan N =
Dong Ward, District 7, Ho § 5
Chi Minh City, Vietnam e o
9 |B.Braun Medical |Route de Sorge 9, 1023 * Thuéc vé trung: PIC/S- |15-2046 Swiss Agency for X
AG Crissier, Switzerland + Thudc tiét trung cudi: dung dich thudc tiém truyén; dung | GMP, EU- L ®  |Therapeutic Products
dich thay thé& huyét thanh; dung dich tiém truyén dinh duéng; GMP 8 8 (Swissmedic)
dung dich rira vét thuong. 3 3
* Dugce chat: HES 130, HES 450, HES 200, succinylated gelatin 3 S
dang phun kho.
10 [Fresenius Kabi Svinesundsveien 80, NO- [* Thuéc v6 trung: EU-GMP |14/01202-16 Co quan thdm quyén Na | x
Norge AS 1788 Halden, Norway + Thudc san xuat vé trung: dung dich thé tich |&n; dung dich Uy
thé tich nhé. S, ™
+ Thudc tiét trung cudi: dung dich thé tich I1&n; dung dich thé 8 8
tich nhé. ) S
* Thudc khéng vé tring: 9 A
+ Thu8c 16ng dung ngoai: Dung dich dung ngoai da
+ Thudc ban ran: Gel dudng rudt
11 |Novartis Ronda de Santa Maria, *Thuéc khdng vé trung : EU-GMP  |NCF/1535/0 w0 © Ministry of Health of X
Farmaceutica, SA (158 08210 Barbera Del - Vién nén; vién nén bao phim; vién nén bao dudng. 01/CAT 8 8 Government of
Valles (Barcelona), Spain |- Vién nang cirng (chat kim té& bao) 3 3 Catalonia, Spain
3 =
12 [Farmar Lyon 29 avenue Charles de San pham: Rovamycine 3 million I.U, vién nén bao phim, ham EU-GMP | 15/08/0090 " National Agency for the X
Gaulle 69230 Saint-Genis |lvgng spiramycine 3.000.000 Ul § Safety of Medicine and
Laval, France o Health Products (ANSM),
% France
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13 |Co sé san xuét: BunsenstraRe 4, 22946 San pham: thudc dung dich tiém Tobramycin 40mg/ml, thuéc | EU-GMP [DE_SH 01_ " w |Coquantham quyén X
Rotexmedica Trittau, Germany dung dich tiém Tobramycin 80mg/2ml GMP_2015_ § § blrc
GmbH (tén Iru hanh tai Viét Nam: Medphatobra 40, Medphatobra 0019 = ~
Arzneimittelwerk 80) % %
o o
Co s& déng gbi, Maienbergstr. 10-12, EU-GMP |DE_BB_01_ <« ~
Xuat xudng: 15562 Riidersdorf, GMP_2014_ § §
Medphano Germany 0016 = )
Arzneimittel g %
GmbH « °
14 |Laboratorios IMA |Palpa 2862, (Zip Code * Thuéc chira chat kim té bao: Thudc ddng khd va dung dich PIC/S-GMP 20132014 " o |National Administration X
S.A.LC C1426DPB), of the City of [thudc tiém khong tiét tring cudi; 001790 15 § § of Drugs, Foods and
Buenos Aires, Argentina  |* Dung mdi dé& hoan nguyén hodc dé pha lodng (cé hodc khong = > |Medical Devices
tiét trung cudi) . S S (ANMAT), Argentina
i i
15 ([Laboratorios Elcano No 4938. (Zip Code |* ThuSc khdng vé trung: Vién nén, vién nén bao, vién nang PIC/S-GMP (20132014 " o [|National Administration X
Richmond S.A.C.I.F|C1427CIU), of the City of 000990 15 § § of Drugs, Foods and
Buenos Aires, Argentina =~ < |Medical Devices
% % (ANMAT), Argentina
16 [CJ HealthCare 20, Daesosandan-ro, * Thu6c udng dang ran: Vién nén, Siro kho. PIC/S-GMP [2015-G1- " ~ |Gyeongin Regional Food X
Corporation Daeso-myeon, Eumseong- |* Dung dich thudc tiém. 2222 § § and Drug
gun, Chungcheongbuk-do, = X |Administration, Korea
Republic of Korea S g
o o~
17 |Zim Laboratories |Building No.1, First Floor, |* Thudc khéng vo trung: Vién nang cirng, vién nén EU-GMP |MT/008HM/ " w |Medicines Authority of X
Ltd. B-21/22, MIDC Area, 2015 § § Malta
Kalmeshwar, Dist. ~ S
Nagpur, 441 501, India L <
o o
18 [OM Pharma SA 22 rue du Bois-du-Lan, * Vién nang cirng (bao gdm ca san pham chira dich ly giai t& PIC/S-GMP |15-2249 n |Swiss Agency for X
1217 Meyrin, Switzerland [bao vi khudn déng khd) a a Therapeutic Products
8 E (Swissmedic)
3 a
19 [AstraZeneca No. 2, HuangShan Road, |* Thu8c khdng v6 trung: Vién nén, vién nang PIC/S-GMP |MI-2013-CE- < ~ Australian Therapeutic X
Pharmaceutical Wuxi, Jiangsu, 214028, 08709-1 I S |Goods Administration
Company Ltd People's Republic of China E § (TGA)
S
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20 |Nova Laboratories |Martin House, Gloucester |* Sdn pham: HAn dich ung ALLMERCAP mercaptopurine PIC/S GMP (15/0479 n Therapeutic Goods X
Ltd Crescent, Wigston 20mg/mL 8 Administration (TGA),
Leicester, LE18 4YL, 3 Australia
England 5
21 |Sopharma AD - 16 lliensko Shosse Str., * ThuBc v trung: EU-GMP |BG/GMP/20 < ~ Bulgarian Drug Agency X
Lyophilised Sofia 1220, Bulgaria + Thudc san xuét vd trung: Thubc bot déng khé, dung dich 14/057 8 8
Products thé tich nhé. ] S
S~ S~
o o
i i
22 [Venus Remedies [Plot N2 51-52, Industrial |* ThuSc vé trung: PIC/S GMP |041/2013/S a2 © [State Administration of X
Limited Area, Phase-I, Panchkula + Thuéc tiét trung cudi: Dung dich thé tich 1&n. AUMP/GMP 8 8 Ukraine on Medicinal
(Haryana), India S S |Products (SAUMP)
S | 9
o (o]
23 [Patheon Inc. Patheon Inc., 2100 Syntex |* Thudc khong vé trung: Vién nang, thudc bat, dung dich, hon Canada- |61267 1 © Health Products and X
Court, Mississauga, dich, vién nén GMP 8 8 Food Branch
Ontario, Canada L5N 7K9 3 & |Inspectorate, Canada
& &
o o
San pham: Vién nén TRACLEER (Bosentan 125 mg dudi dang 61368 n ©
Bosentan monohydrate) I I
& ®
L <
< (o]
(9] —
24 |Haupt Pharma Borgo San Michele S.S 156 [* ThuSc vé trung: EU-GMP |IT/203- Italian Medicines Agency | x
Latina S.R.L Km. 47,600 - 04100 Latina | + Thu6c san xuat vé trung: thudc bt chira khang sinh nhém 8/H/2015 (AIFA)
(LT), Italy Cephalosporin va Penicillin. ut] 5
+ Thudc tiét trung cudi: Dung dich thé tich nho. 8 8
* ThuBc khong vé trung: Vién nang clrng (chira penicillin); 8 E
thudc bét (chira penicillin); vién nén (chira penicillin), dang 3 5
bao ché& ban rin; thudc dung ngoai dang 16ng; thudc udng
dang long.
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25 [Sanofi-Aventis Sanofi-Aventis * Thuéc vé trung: EU-GMP |DE_HE_01_ Co quan tham quyén X
Deutschland Deutschland GmbH + Thudc san xuat vd trung: dung dich thé tich nhé (chat déc té GMP_2015_ buc
GmbH Bruningstrasse 50/ bao/chat kim t& bao); thudc cay ghép va dang rin (hormon va 0024
Industriepark Hoechst, chat cé hoat tinh hormon). ut] ~
H500, H590, H600, 65926 |+ Thudc tiét trung cudi: dung dich thé tich nhé; dung dich thé & &
Frankfurt am Main, tich lon. 5 §
Germany * Thu6c khong vé trung: thudc dung ngoai dang 1dng; thudc IS 2
udng dang |dng; thudc bdt, thudc c6m; dang bao ché ban ran.
* Thuéc sinh hoc: thudc cédng nghé sinh hoc.
26 |Private Joint Stock |8, Manuilskogo street * Thu8c khoéng vo trung: Vién nang cing; thudc udng dang EU-GMP [069/2015/S n ® |State Administration of X
Company 20300 Uman city, I6ng; thudc dung ngoai dang 1dng; thudc cdm, vién bao AUMP/GMP 8 8 Ukraine on Medicinal
“Technolog” Cherkassy region, Ukraine |duong; vién nén. 3 g Products (SAUMP)
3 S
27 |B.Braun Avitum  [B.Braun Avitum AG * Thuéc vo trung EU-GMP |DE_NI_04_G Co quan tham quyén X
AG Werk Glandorf [Kattenvenner Str.32 + Thudc tiét trung cudi: Dung dich thé tich 1&n, Dung dich thé MP_2015_0 n ®  |Dirc (Staatliches
49219 Glandorf, Germany |[tich nhd, 002 8 8 Gewerbeaufsichtsamt
* Thuéc khéng vé trung: Thuéc uéng dang long. 5 5 Oldenburg Inspektorat
S R |oldenburg)
28 [Valpharma S.p.A. |Via Ranco, 112 (loc. San pham: vién nén phdng thich kéo dai Macorel (Nifedipine, EU-GMP |IT-GMP/E/9- n Cuc Quan ly Duoc ltalia X
Serravalle), Serravale, 30mg) 2015 8
47899, San Marino, Italy 5 ©
= S
& | g
Elpen Marathonos Ave. 95, EU-GMP |71727/20-9- < 5 National Organization
Pharmaceutical Pikermi Attiki, 19009, 13 8 & |for Medicines (EOF),
Co., Inc. Greece a Greece
5
i
29 |Laboratoire Espace Industriel Nord, * Thudc v trung: EU-GMP |HPF/FR/220/ " o |National Agency for the X
Unither 151 rue Andre Durouchez -[+ Thu8c sdn xuat v trung: dung dich thé tich I1&n; dang bao 2015 § § Safety of Medicine and
CS 28028, 80084 Amiens [ché& ban ran; dung dich thé tich nho. - S |Health Products (ANSM),
Cedex 2, France * Thudc khéng vo trung; thudc dling ngoai dang Iong. § E France
(] —
30 |Baxter Healthcare |Silanga Industrial Estate, [* Thudc vé trung: PIC/S GMP (424/15 " « |National Pharmaceutical X
Philippines. Inc.  [Brgy. Canlubang. Calamba |+ Thu8c tiét trung cudi: dung dich thé tich 16n. § § Control Bureau (NPCB),
City, Laguna, Philippines > S |Malaysia
T| 5
o o~
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31 |ltalfarmaco S.P.A |Viale Fulvio Testi, 330- * Thuéc vé trung: EU-GMP [IT/270- Italian Medicines Agency | x
20126 Milano (Ml), Italy |+ Thuéc san xuat vé trung: dung dich thé tich nhoé chira 1/H/2015 (AIFA)
hormon va chat c6 hoat tinh hormon (khéng bao gém hormon
corticosteroid va hormon sinh duc). ut] X
+ Thuéc tiét trung cudi: dung dich thé tich nho. 8 8
* Thudc khdng vé triing: vién nang cing; thudc bat va thudc E g
¢6m; vién nén. N Q
* Thuéc sinh hoc: thudc cé ngudn goc tir ddng vat (dung dich
thé tich nhé san xuat vé trung hodc tiét tring cudi).
32 |CHINOIN Lévai utca 5, Veresegyhdaz, [* Thudc khong vé trung: vién nang cirng; thudc bdt, thudc EU-GMP |OGYI/19938- National Institute for X
Pharmaceutical 2112, Hungary cém; vién nén. 4/2015 Quality and Organization
and Chemical Development in
Works Private Co. ! ®  |Healthcare and
Ltd. (CHINOIN & &  [Medicines, Hungary
Private Co. Ltd.), 5 a
Site 2 = a3
(Veresegyhaz site)
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