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

Pot 36
( Theo cong van s6 1395/QLD-CL ngay 01/02/2016 ctia Cuc Quan ly Dworc)
TEN CO' SO SAN . ) A NGUYEN | GIAY CH. | NGAY | NoAY ; NHOM
STT XUAT DIA CHI PHAM VI CHU’NG NHAN tAC GMP NHAN CAP HET CO QUAN CAP THUOC
HAN 1 | 2
1 |Lita Pharmacy Co., |No. 906, Sec. 1,|* Thu6c khéng vé trung: PIC/S- [2302 " o |Ministry of Health and X
Ltd Zhongshan Rd., Dajia Dist.,|Dang bao ché Idng: dung dich; GMP § § Welfare, Republic of
Taichung City 437, Taiwan|Cac dang bao ché& ban ran: thudc m&, thudc kem; o S [China (Taiwan)
(R.0.C) Cac dang bao ché ran: vién nén bao duéng, vién nén bao phim, % %
vién nén, thudc cém, thubc bot, vién nang - o
2 |Stada Arzneimittel[STADA Arzneimittel AG * Thudc khéng vo trung: vién nang clng, thudc dung ngoai EU - GMP |DE-HE-01- Co quan tham quyén X
AG Stadastrasse 2-18, 61118 |dang dng, thudc udng dang I6ng, dang bao ché ban ran, vién GMP-2014- S N [Pbuc
Bad Vilbel - Germany nén (bao gdm ca vién nén bao phim, vién nén giai phdéng thay 0117 8 8
d6i, vién nén khang dich da day), cac dang bao ché ran khac S 3
(thuéc dan, vién ngdm, miéng dan). N x
3 |Gland Pharma(Survey No. 143-148, 150& |* Thu6c vé trung: EU - GMP (UK GMP Medicines and X
Limited 151 - Thu8c san xuat vd trung: thudc ddng kho, dung dich thé tich 39716 Insp Healthcare Products
Near Gandimaisamma nho GMP Regulatory Agency
cross roads - Thudc tiét trung cudi: Dung dich thé tich I1&n, dung dich thé 39716/3187 n N [(MHRA), United
D.P Pally tich nhé 772-0002 & &  |Kingdom
Quthubullapur Mandal * Ché& pham sinh hoc: thudc c6 ngudn géc tir ngudi va ddng 5 E
Ranga Reddy District vat. S S
Hyderabad
IN-500 043
India
4 |Fresenius Kabi|Hafnerstrasse 36, 8055 * ThuBc v tring: EU-GMP |INS-480166- Austrian Medicines and X
Austria GmbH Graz, Austria + Thudc san xuat vd trung: dung dich thé tich I&n; dung dich 0049-001 Medical Devices Agency
thé tich nhd; dang bao ché bén ran, dung dich tiém tinh mach (1/10) (AGES)
(chira hormon, chat kim t& bao, khang sinh). N ®
+ Thuéc tiét trung cudi: dung dich va nhii dich thé tich 16n; 8 g
dung dich va nhii dich thé tich nhd; dang bao ché ban ran, § <]
dung dich tiém tinh mach (chra hormon, chat kim té& bao, 2 &
khang sinh).
+ Thudc sinh hoc: Thudc mién dich, thudc cé ngudn géc tir
nguwoi hodc dong vat.
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5 |Abbott Japan Co.,|2-1, Inokuchi 37, San pham: Vién nén Elthon 50mg tablets (ltopride Japan- 2726 wn Q Ministry of Health, X
Ltd. - Katsuyama|Katsuyama, Fukui 911- hydrochloride 50mg) GMP 8 8 Labour and Welfare
Plant 8555, Japan ey S |government of Japan
& &
— —
6 |CSL Behring GmbH|CSL Behring GmbH * Thudc v tring: EU-GMP |DE_HE_01_ Co quan tham quyén X
Emil-von-Behring-Strasse |+ Thudc sdn xuat v trung: thudc ddng khd, dung dich thé tich GMP_2015_ Dlrc
76 nho. 0072
35041 Marburg Germany [+ Thudc tiét trung cudi: Dung dich thé tich I&n, dung dich thé n ™~
tich nho. & | &
* Ché& pham sinh hoc: ché& pham tir mau; thudc mién dich; § 3
thudc cong nghé sinh hoc, thudc cé ngudn géc tir ngudi hodc 3 &
doéng vat (antisera (horse); aprotinin), cdc ch& pham sinh hoc
khac: protein (streptase).
* Human-thrombin fibrinogen
7 |CSL Behring GmbH|CSL Behring GmbH * Thuéc vé trung: EU-GMP |DE_HE_01_ " ~ [|Coquan thdm quyén X
Gorzhauser Hof + Thudc sdn xuat vo trung: thudc dong kho. GMP_2015_ § § Dirc
35041 Marburg (Stadtteil |* Ch& pham sinh hoc: ch& pham tir mdu; thudc cdng nghé sinh 0071 = >
Michelbach), Germany hoc. % %
* Human-thrombin fibrinogen - o
8 |Lupin Limited EPIP, SIDCO Industrial * Thuéc khéng vé trung: Vién nang cirng; vién nén; bt hit. PIC/s- |083/2013/S State Administration of X
Complex, Kartholi, Bari San pham cu thé: GMP  |AUMP/GMP Ukraine on Medicinal
Brahmana, Jammu. J&K - [+ BOt hit Esiflo 100 Transcaps (Salmetrol; Fluticasone Products (SAUMP)
181133, India propionate). n ©
+ Bot hit Esiflo 250 Transcaps (Salmetrol; Fluticasone § §
propionate). (Tén ddng ky tai Viét Nam: Esiflo 250 Transhaler). 5 >
+ Vién nén bao phim Ubexa, 40mg; S g
+ Vién nén bao phim Ubexa, 80mg; o -
+ Vién nang Flugesic, 100mg
9 [Private Joint Stock (8, Manuilskogo street, * Thudc khdéng vo triing: Vién nang cing; Thudc dung ngoai PIC/S-GMP |069/2015/S n @ |State Administration of X
Company 20300 Uman city, dang 16ng; thudc udng dang 1dng; cac dang bao ché ran khac AUMP/GMP 8 8 Ukraine on Medicinal
"Technolog" Cherkassy region, Ukraine |(thudc c6m, vién tron boc dudng); vién nén g § Products (SAUMP)
3 S
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10 [Zeta Farmaceutici [Via Galvani, 10-36066 *Thudc khdng vo trung: Thudc dung ngoai dang 1dng chira EU-GMP  |IT/150- <« o |ltalian Medicines Agency| x
S.P.A Sandrigo (VI), Italy hormon corticosteroid; Thudc udng dang lédng chira hormon 3/H/2014 § §
corticosteroid; Thudc bét; Thuéc ban rin chira hormon ) >
¢ o —i
corticosteroid; Thudéc dan: chira hormon corticosteroid > ~
N N
11 [Joint Stock 74, Frunze Str., Kyiv, * Thuéc vé trung: PICS GMP |039/2015/S State Administration of X
Company 04080, Ukraine + Thuéc san xuat vd trung: Dung dich thé tich I&n, Dung dich AUMP/GMP Ukraine on Medicinal
"FARMAK" thé tich nhd chira hormon; hdn dich. bt ©  |Products (SAUMP)
+ Thuéc tiét trung cudi: Dung dich thé tich nhoé chira hormon. 8 8
* Thuéc khéng vé tring: Thuéc uéng dang 1dng, cac dang bao 5 5
ché. ran khéc (vién bao duéng); Dang bao ché ban rén chira 9 N
hormon.
12 [Dae Hwa 495, Hanu-ro, Hoengseong{* Thudc uéng dang ran: Vién nén, vién nang. PICS GMP (2015-B1- " w |Seoul Regional Office of X
Pharmaceutical  |eup, Hoengseong-gun, * Thudc m&: Gel, Creams. 0394 § § Food and Drug Safety
Co., Ltd Gangwon-do, Republic of |*Miéng ddan, thudc dap. > >
Korea S S
— o
13 |PT. Bernofarm JI. Gatot Subroto No. 68  |* Thudc san xuat vo trung: thuSc bét pha tiém khéng chira PIC/S-GMP [4358/CPOB/ | o [National Agency for Drug X
Banjarkemantren Km.18, |khang sinh nhdm beta lactam (khéng bao gbm thudc trénh A/llI/15 § § and Food Control
Buduran - Sidoarjo - Jawa |thai, hormon sinh duc va chat d6c té bao) Py = |(NADFC), Indonesia
Timur, Indonesia g §
on on
14 (Pierre Fabre Site Progipharm, rue du  |* Thudc khéng v6 trung: Vién nang cirng, vién nhai, thudc dung|EU-GMP  |HPF/FR/258/ n ©  |French National Agency X
Medicament Lycée, GIEN, 45500, ngoai dang 1dng, thudc udng dang 1dng, thudc dang ban ran, 2015 8 8 for Medicine and Health
Production - Gien |France Vién nén. ! = [Products Safety (ANSM)
~ . 2 » . X . S~ S~
* Thudc sinh hoc: san pham mién dich g, =
15 |Pharmaceutical |28/30, Ozarowska Str., * Thudc vo trung: Thudc san xudt vd trung: thudc dang ran EU-GMP |GIF-IW- 0 % [Main Pharmaceutical X
Works Polpharma |[Duchnice, 05-850 Ozaréw |chita khang sinh nhém Cephalosporin 400/0105_0 8 8 Inspectorate (MPI),
S.A Mazowiecki, Poland * Thu8c khéng vo triing: Vién nén chira khang sinh nhém 1_01/04/14 S 5 |Poland
Cephalosporin 0/15 § §
16 |Samyang 79, Sinildong-ro, Daedeok- [* Thuéc tiém chira chat déc té€ bao chéng ung thu PIC/S-GMP |2015-G1- 0 % |Daejeon Regional Food X
Biopharmaceutica |gu, Daejeon, Repubic of 2509 8 8 of Drug Safety, Korea
Is Corporation Korea h x
o S
— o
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17 |TTY Biopharm 838, Chung Hwa Rd., Sec. [* Thudc vd trung: thudc tiém (thuéc san xuat vo trung va thuéc|PIC/S-GMP | 2482 Taiwan Food X
Company Limited |1, Chungli Dist., Taoyuan [tiét trung cudi). ut] % |and Drug Administration
Chung Li Factory |City, 32069, Taiwan * Thudc khong vo trung: dang bao ché ban ran (thudc mé&, 8 8 (TFDA)
thudc kem); dang bao ché ran (vién nén bao phim, vién nén, E §
thuéc cdm, thudc bot, vién nang). 3 -
* Nguyén liéu lam thudc: Chat doc té bao
18 [HBM Pharma s.r.o [Sklabinska 30, 036 80 * Thuéc v trung: EU-GMP |SK/010V/20 n ~ State Institute for Drug X
Martin, Slovak Republic [+ Thuéc san xuat v trung: dung dich thé tich nhé. 15 8 8 Control (SIDC), Slovakia
+ Thudc tiét trung cudi: dung dich thé tich nho. § 5
* Thudc khéng vo trung: vién nén. ) N
19 [AstraZeneca UK |Silk Road Business Park, * Thuéc vé trung: EU-GMP UK MIA Medicines and X
Limited Macclesfield, Cheshire, SK [+ Thudc sdn xuat vo trung: thudc dang ran va cay ghép (bao 17901 Insp " « [|Healthcare Products
10 2NA, United Kingdom |gdm ca thudc chira hoat chat LHRH Agonist). GMP/GDP/I § § Regulatory Agency
+ Thuéc tiét trung cudi: dung dich thé tich nho. MP P S |(MHRA), United
* Thuéc khéng vé tring: vién nang cirng; thudc dung ngoai 17901/1011 % § Kingdom
dang 16ng; thudc udng dang 1dng; vién nén (bao gébm ca thudc 7-0029 o -
chira hoat chat antiestrogen).
20 |Kopran Limited Village Savroli, Khalapur, |* Thudc khéng vé trung khéng chira khang sinh beta lactam: EU-GMP |UK GMP o« ~ |Medicines and X
Raigad, Maharashtra, IN- |vién nang ctng; vién nén. 14967 Insp § § Healthcare Products
410202, India GMP P S |Regulatory Agency
14967/5900-| S | S |(MHRA), United
0009 - ©  |Kingdom
21 |Sumitomo 1450, Yasuzuka-cho, San pham: Thudc vién nén Gasmotin tablets 5mg (Mosapride Japan- |3325 < @ |Ministry of Health, X
Dainippon Suzuka, Mie 513-0818, citrate anhydrous 5mg) GMP 8 8 Labour and Welfare
Pharma Co., Ltd  |Japan g g (MHLW), Japan
Suzuka Plant ~ ~
22 |Sun Village Ganguwala, Paonta| Thu6c khdng v6 trung: Vién nang clirng, vién nang mém, vién |EU GMP 11256 n © Health Products X
Pharmaceuticals |Sahib, District Sirmour, nén a a Regulatory Authority,
Industries Limited [Mimachal Pradesh x N |lreland
173025, India s | g
23 |Patheon Inc 2100 Syntex Court, San pham: Thudc vién nén Copegus 200 mg (Ribavirin 200 mg) [Canada- 61486 n © Health Product and Food | x
Mississauga, Ontario, GMP 8 8 Branch Inspectorate of
Canada L5N 7K9 g g Ottawa, Canada
8 8
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24 |2nd Plant, No. 154, Kaiyuan Road, * Thuéc khéng vé trung: PICS GMP 2575 Food and Drug X
Standard Chem. & [Sinying District, Tainan - Dang thudc 16ng: hén dich, dung dich. ut] % |Administration, Tawain
Pharm. Co., Ltd., |City 73055, Taiwan - Dang thudc ban ran: m&, kem. 8 8
- Dang thudc ran: vién nén bao dudng, vién nén bao phim, E g
vién nén, thudc c6m, vién nang, thudc dan, gac tdm khang = =
sinh.
25 |Santonika UAB Veiveriu g. 134B, Kauno * Thuéc v trung: EU GMP LT/05H/201 " o |State medicines control X
m., Kauno m.sav, - Thu6c san xuat vo trung: Dung dich thé tich nho 3 § § agency under the
Lithuania - Thu8c tiét trung cudi: Dung dich thé tich nho = S [ministry of Health of the
S § republic of Lithuania
o~ —
26 |PT.Sanbe Farma |Jalan Mahar Martanegara |* Penicillin va cac din xuat (khéng bao gdbm cac dang bao ché |PICS GMP [PW.01.02.33 National Agency For X
No. 162 (JI. Leuwigajah chira cac betalactam khac va dan xuat): Vién nén, vién nén 1.05.15.253 Drug and Food Control,
No. 162) RT.01 RW.12 bao, vién nang cirng, thudc bdt pha uéng, thuéc bt vé triing 1 N ™ |Indonesia
Kelurahan Baros pha tiém san xuat vé tring; 8 8
Kacamatan Cimahi Tengah |* Cephalosporin va céc dan xuit (khéng bao gdm céc dang bao 5 5
Kota Cimahi, Indonesia ché chira cac betalactam khac va dan xuat): Vién nén, vién nén 2 2
(Unit 2) bao, vién nang cirng, thuéc bot pha udng.
27 |Laboratoires 21-23 avenue Georges * Thudc vé trung: ThuGc sdn xudt vo trung: Dung dich thé tich [EUGMP  [HPF/FR/152/| o ©  |French National Agency X
Alcon Ferrenbach 68240 nho, Thudc béan ran. 2013 8 8 for Medicines and
Kaysersberg, France 5 g Health Products Safety
) S |(ANSM)
28 |Korea Arlico 21, Yongso 2-gil, Thudc vién nén; vién nang; thudc md; thudc kem; thuéc gel.  |PIC/S-GMP[2015-G1- " « |Daejon Regional Office X
Pharm Gwanghyewon-myeon, 2535 § § of Food and Drug Safety
Jincheon-gun, = =
Chungcheongbuk-do, 5 5
Republic of Korea - e
29 |Pharbil Pharma Pharbil Pharma GmbH * Thudc khoéng vé tring: vién nang cirng; vién nén dat truc EU-GMP [DE_NW_02_| < ~ |Coquan thdm quyén X
GmbH Reichenberger Strasse 43, [trang; vién nén. GMP_2014_ 8 8 Plrc
33605 Bielefeld, Germany 0023 N !
s | S
i i
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30 |[Co sd san xuat: Catalent Germany San pham: Vién nang mém Espumisan Capsules (Simeticone EU-GMP |DE_BW_01_ Co quan tham quyén X
Tén cii: RP Scherer |Eberbach GmbH 40mg) GMP_2015_ blrc
GmbH & Co. KG  [Gammelsbacher Str. 2, 0085 ut] x
Tén mdi: Catalent |69412 Eberbach, Germany 8 8
Germany § 5
Eberbach GmbH = 8
Co s& déng gbi, Berlin Chemie AG EU-GMP [DE_BE_01_G| w @ |Coquan thdm quyén
xuat xwdng: Berlin |Glienicker Weg 125 12489 MP_2015 0 8 8 Pirc
Chemie AG Berlin, Germany 034 5 S
S| 2
— (o]
31 |Chemical Works |GyémrGi ut 19-21., * ThuBc v tring: EU-GMP |OGYI/40882- National Institute of X
of Gedeon Richter |[Budapest, 1103, Hungary + Thudc san xuat vo trung: Dung dich thé tich |&n; Dung dich 3/2015 Pharmacy and Nutrition
Plc. (Gedeon thé tich nhd; Thudc dong khd (cdé chira chat kim té bao). (OGYEI), Hungary
Richter Plc.) + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich
thé tich nhé.
* ThuBc khdng vo triing: vién nang cirng; thudc dling ngoai n ~
dang 16ng; thubc udng dang 16ng; thudc bét va thudc cdm; 8 8
dang bao ché ban ran (chira khang sinh); vién nén (bao gom ca 8 E
vién nén chira hormon). Vong 4m dao véi hoat tinh hormon. = 3
* Thu8c sinh hoc: san phadm cdng nghé sinh hoc; san phadm cé
ngudn gac tlr ngudi hodc ddng vat;
* Nguyén liéu sinh hoc.
32 |Hospira Australia |1-5, 7-23, 25-39 Lexia * San pham: PIC/S GMP |15/1759 Therapeutic Goods X
Pty Ltd Place Mulgrave Vic 3170, + B6t dong kho pha tiém DBL Gemcitabine for Injection 1g 15/1760 " Administration (TGA),
Australia (Gemcitabine hydrochloride, 1g Gemcitabine) § Australia
+ B6t dong kho pha tiém DBL Gemcitabine for Injection >
200mg (Gemcitabine hydrochloride, 200mg Gemcitabine) %
i
33 |Panpharma 10 rue du Chénot, Parc * Thudc v tring: EU-GMP |HPF/FR/163/ " o |National Agency for the X
d'Activité du Chénot, + Thudc sdn xuat v trung: thudc cdy ghép va dang ran (chira 2015 § § Safety of Medicine and
BEIGNON, 56380, France |khang sinh non B-lactam, chat c6 hoat tinh hormon). Ny S |Health Products (ANSM),
% § France
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34 |Eisai Co., Ltd. 4-6-10 Koishikawa, San pham: Vién nén Merislon Tablets 12mg (Betahistine Japan- 4488 n Ministry of Health, X
Bunkyo-Ku, Tokyo, Japan [Mesilate 12mg) GMP 8 Labour and Welfare
! (MHLW), Japan
=
—
35 |Private Joint Stock [Ukraine, 03680, Kyiv, M. |* Thu6c vé trung: PIC/S GMP |037/2014/S < ~ State Administration of X
Company Amosova str., 9 + Thudc san xuat vo trung: dung dich thé tich |&n; dung dich AUMP/GMP 8 8 Ukraine on Medicinal
"Biofarma" - thé tich nhé. 3 S |Products (SAUMP)
Manufactory of San pham cuy thé&: dung dich tiém Albumin -Biofarma, dung ﬁ g
36 |ChongKun Dang (797-48, Manghyang-ro, * Thudc udng dang ran: Vién nén; vién nang; thudc bot phasi | PIC/S-GMP |MFDS-6-F- © o |Daejeon Regional X
Pharmaceutical Seonggeo-eup, Seobuk-gu, [ré, thudc bét. 1459-1-2016 8 8 Commissioner Food and
Cheonan-si, * Thudc tiém: thudc tiém truyén 4 b=y S [Drug Administration
Chungcheongnam-do, * Thudc udng dang 1dng: si rdé thudc; hén dich udng; thuéc E E
37 |Faes Farma,S.A [C/Maximo Aguirre, 14, * Thu8c khdng vo trling: vién nang clrng; thudc udng dang léng| EU-GMP |ES/187HVI/1 n ® Spanish Agency of Drugs | x
Lejona 48940 (Vizcaya), |(bao gdbm ca chira hormon va chat cé hoat tinh hormon); vién 5 8 8 and Health Products
Espana nén bao <liu'b’,ng; vién nén bao pr?im; vién nén khang dich da E 3
day; thuéc c6m; vién nén (bao gdbm ca chira hormon va chat cé 9 )
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