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

Pot 45
( Theo cong van s6 21743 /QLD-CL ngay 03/11/2016 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 [DEVA Holding A.S. [DEVA Holding A.S. * Thu8c khoéng vé trung: EU-GMP |DE_BW_01_ Co quan tham quyén 2
Cerkezkdy Organize Sanayi|+ Thudc bdt pha hén dich usng (San pham: Amoxillin - GMP_2016_ buc
Bolgesi, Karaagac Mah., [Clavulanate powder for preparation of oral suspension); 0020 9 X
Atatirk Cad. No. 32 + Vién nén (San phdm: Ambrisentan coated tablets (CT), 8 8
TR-59510 Kapakli/ Cinacalcet (CT), Quetiapin (CT), Risperidon (CT), Amoxillin - § E
Tekirdag Clavulanate (CT)) N S
Turkey
2 |Emcure Plot No.P-2 IT Park Phase |* ThuSc vé triing: EU-GMP |UK GMP © o |Ynited Kingdom's 2
Pharmaceuticals [Il MIDC Hinjwadi Pune IN |- Thuéc san xuat vé trung: Thudc dong kho; Dung dich thé tich 21553 Insp § § medicines and
Limited (OSD and |411 057 India nho. GMP > = |Healthcare Products
Potent - Thudc tiét trung cudi: Dung dich thé tich nhd 21553/2199 % § Regulatory Agency
Injectables) * Thu8c khdng vo tring: Vién nang clng, vién nén. 2-0010 e ~  |MHRA
3 |Emcure Plot No P-I ITBT Park, * Thuéc v trung: EU-GMP |UK GMP © o Medicines and 2
Pharmaceuticals [Phase-lIl MIDC, Hinjwadi, |+ Thu6c san xuat vé trung: thudc dong kho; dung dich thé tich 21553 Insp § § Healthcare Products
Limited (Sterile Pune, Maharashtra State, |nhd; thudc tiém déng san. GMP o = |Regulatory Agency
Products Division) [IN-411 057, India + Thudc tiét trung cudi: dung dich thé tich nho.. 21553/2387 % 3 (MHRA), United
410-0002 e " |Kingdom
4 |Cadila Healthcare |Kundaim Industrial Estate, |* Thuéc khdng vé trung: Vién nang citng; vién nén. EU-GMP |OGYI/20634-| o |National Institute of 2
Limited Plot No. 203 to 213, 6/2015 § § Pharmacy and Nutrition
Kundaim village, Goa, 403 < S |(OGYEI), Hungary
115, India N &
o —
5 |Baxter Healthcare |Baxter Healthcare of San pham: Dang bao ché 1dng dé hit Forane (Isoflurane, USP) US-GMP (07-0151- " ~ |United States Food and 1
of Puerto Rico Puerto Rico Liquid for Inhalation, 100ml 2015-02-VN § § Drug Administration
Route 3 Km, 142.5, Tén tai Viét Nam: Aerrane = S [(U.S.FDA)
Guayama, Puerto Rico % %
00784 (USA) © °
6 |lpsen Biopharm |Ash Road Wrexham * Thudc v trung: EU GMP [UK MIA Medicines and 1
Limited Industrial Estate + Thudc san xuat vd trung: thudc déng kho. 3070 Insp © 9 |Healthcare Products
Wrexham, LL 13 9UF, * Thu8c sinh hoc: thudc cong nghé sinh hoc. GMP/GDP/I 8 8 Regulatory Agency
United Kingdom. MP S & |(MHRA), United
3070/14720-| & Q  [Kingdom
0040
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7 |AbbVie Inc. 1 N Waukegan Road, * Dung dich uéng KALETRA (Lopinavir (80mg/ml)/Ritonavir U.S. CGMP [PSRE-MFXD United States Food and 1
North Chicago, IL 60064  [(20mg/ml) Oral Solution, solution Drug Administration
United States of America 9 x
Céch ghi khac: 1 N & | &
Waukegan Rd, North 3 3
S~ S~
Chicago, lllinois 60064, = =
USA
8 |Ferring GmbH (Co [Ferring GmbH * Dung dich tiém tinh mach Duratocin EU-GMP |DE_SH_01_ < Co quan tham quyén 1
s& san xuat) Wittland 11, 24109 Kiel, GMP_2014_ 8 Puirc
Germany 0017 =] ~
~~ i
2 | §
S~
Ferring Chemin de la EU-GMP |14-2418 s g Swiss Agency for
International Vergognausaz 50, CH - 8 N [Therapeutic Products
Center S.A., (Co s&|1162 St-Prex, Switzerland N (Swissmedic)
dong goi) )
9 [Mepro Unit Il, Q Road, Phase IV [* Thu8c khéng v6 trung: vién nang clirng; dang bao ché ban EUGMP |OGYEI/1393 © o |National Institute of 2
s i i
Pharmaceuticals |GIDC, Wadhwan City, ran; vién nén. 4-6/2016 Q Q Pharmacy and Nutrition
Private Limited Surendranagar, Gujarat, = & (OGYEI), Hungary
o o
363 035, India 5 s
10 [M.R.PharmaS.A. |Estados Unidos 5105, * Toa nha 1: khdng bao gébm cac thuéc betalactam, thuéc kim | PICS GMP |20132014 Argentina National 2
Localidad "El Triangulo"  |té& bao hodc thudc hormon: 001017 16 Administration of Drugs,
(Zip code 1667), Malvinas [+ Dung dich vo trung va bot dong khé © ~ |Food and Medical
Argentinas, Buenos Aires |+ Dung dich va hén dich thudc nhé mat § § Divices
province, Argentina + Hon dich khi dung. o o
Republic * Toa nha 2: Dung dich tiém chira hormon. % %
* Tda nha 3: khdng bao gébm cac thuéc betalactam, thudc kim e e
t& bao hoac thuéc hormon: Vién nén, vién nén bao
11 |Fareva Amboise |Zone Industrielle, 29 route |Sdn pham: Vién nang Amlor 5 mg (Amlodipine 5 mg) EU-GMP |005426 © National Agency for the 1
des Industries 37530 Poce § Safety of Medicine and
Sur Cisse, France ~ Health Products (ANSM),
g France
N
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12 [LABORATORIO C/ Jarama 111 Poligono  |* Thudc v trung: EU-GMP |ES/089HVI/1 Agency de Medicaments | 1
REIG JOFRE, SA Industrial, Toledo, 45007 |+ Thudc san xuat vé trung: Thuéc chira khang sinh nhém 6 © o |and Sanitary Products -
Toledo Espana penicilins va cephalosporin: thudc dang ran va cay ghép. § § Spain
* Thudc khéng vo trung: Thudc chira khdng sinh nhdm Py -
. e N . . n . ~ ~ o o
penicilins va cephalosporin: vién nang cing, thudc uong dang E g
I6ng, vién nén.
13 |Aerofarm - 468 chemin du Littoral, * Thudc khong vo trung: thuSc phun mu dung ngoai. EU-GMP [HPF/FR/93/2 © w |National Agency for the 1
Marseille Marseille, 13016 France 016 § § Safety of Medicine and
B " |Health Products (ANSM),
< L France
< o
o o™
14 (Pierre Fabre Aquitaine Pharrm San pham: Vién nang mém Navelbine 20 mg; Vién nang mém EU -GMP 003379 © National Agency for the 1
Medicament International 1, Avenue du|Navelbine 30 mg 003380 § Safety of Medicine and
Production Bearn 64320 IDRON, F Health Products (ANSM),
France % France
o
15 |PJSCSIC, 17 Mira St., Kyiv, 03134, |* Thu6c vé trung: PIC/s-GMP |ZVA/LV/201 © o |State Agency of 2
"Borshchahivskiy [Ukraine + Thudc san xuat vo trung: thudc dang ran va cay ghép chira 6/008H § § Medicines of the
Chemical- khang sinh nhdm beta-lactam; N S |Republic of Latvia (ZVA)
Pharmaceutical * Thudc khéng vo triing: vién nén, vién nén bao phim. % g
Plant" e e
16 |Cosdsdnxudt: |Frankland Road, SN5 8RU |San pham: Vién déng khé dang uéng Minirin Melt Oral EU-GMP |UK MIA " Co quan thdm quyén 1
Catalent UK Blagrove Swindon Lyophilisate 60mcg (Desmopressin dudi dang Desmopressin 14023 Inps § blrc
Swindon Zydis Wiltshire, United Kingdom |acetate 60mcg) GMP/IMP N
Limited 14023/4574-| = ©
0015 i 8
S~
Co'sé dong gbi, |Chemindela EU-GMP [14-2418 < Q Swiss Agency for
Xuat xuéng: Vergognausaz 50, 1162 St- § S Therapeutic Products
Ferring Prex, Switzerland 5 (Swissmedic)
i
International w
Center SA -
17 [Imexpharm No. 22, Street No. 2, Viet |* ThuSc v6 triing: EU-GMP |ES/141HV/1 Agency for Medicines 2
Corporation Nam Singapore industrial |+ ThuSc san xuat v trung: thudc dang ran va cdy ghép chira 6 © 9 |and Health Products
Branch Il (IMP3) |Zone Il, Thu Dau Mot City, |khang sinh nhém beta-lactam; 8 8 (AEMPS), Spain
Binh Duong Province, Viet |* Thu6c khéng v6 truing: vién nang cirng chira khang sinh g §
Nam nhém beta-lactam Q 3
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18 |S.M.B Technology |Zoning Industriel - Rue du |Thuéc khdng vé trung: vién nang cirng; Thudc dung ngoai dang | EU-GMP |BE/GMP/20 " o |Federal Agency for 1
SA Parc industriel 39, Marche-|16ng; Thudc uéng dang 16ng; Thudc ban ran; Vién dan; Vién 15/013 § § Medicines and Health
en-Famenne, 6900, nén. E § Products of Belgium
Belgique g E
19 |Aesica North Road * Thuéc khéng vé trung: thudc udng dang 1dng; vién nén; EU-GMP |UK MIA © o |Medicines and 1
Queenborough Queenborough Kent Me  |thuéc gdy mé dang hit. 32496 Insp § § Healthcare Products
Limited 11 5EL, United Kingdom GMP Iy = |Regulatory Agency
22567/3043 | S | S |(MHRA), United
3-0027 o ™ [Kingdom
20 [Engelhard Engelhard Arzneimittel * Thuéc khéng vé trung: ThuSc uéng dang 1dng; thudc bot, EU-GMP |DE_HE_01_ © o |Coquantham quyén 1
Arzneimittel GmbH & Co. KG, vién ngdm; dang bao ché ban ran. GMP_2016_ § § Pulrc
GmbH & Co. KG  [Herzbergstrafe 3 61138 0055 Ny ey
Niederdorfelden, § %
Germany - o
21 (Bolder Bolder Arzneimittel GmbH |* ThuSc khdng vé trung: vién ngam. EU-GMP |DE_NW_ 04 | « ~ |Coquan thdm quyén 1
Arzneimittel & Co. KG GMP_2014_| 3 S |ouc
GmbH & Co.KG  [Rheinische Allee 11, 0020 3 a
50858 Koln, Germany ) S
o~ o
22 |Boehringer Boehringer Ingelheim * Thuéc vo trung EU-GMP |DE_BW_01_ Co quan tham quyén 1
Ingelheim Pharma [Pharma GmbH & Co. KG |+ Thudc san xuat vé trung: Dung dich thé tich I1&n, dung dich GMP_2015_ Plc
GmbH & Co. KG Birkendorfer Str. 65 88397 [thé tich nho, thudc déng kho; 0041
Biberach a.d.R. Germany [+ Thudc tiét tring cudi: Dung dich thé tich nhé; 2! ®
* Thuéc khéng vé trung: Vién nén, vién nang cirng, thudc bot, 8 8
thuéc cdm, pellet; § g
* Thudc sinh hoc khac: DNA/Protein tai t6 hop; Khang thé don o =
dong; cytokines.
* Dugc chat cong nghé sinh hoc khac: Protein tai t6 hop,
khang thé don dong, cytokines.
Danh sach co s& Pat Trang 4 /13 Pot 45



A e 57 o ~ s | NGAY NHOM
TEN CO SO’ SAN 7 - o NGUYEN | GIAY CH. | NGAY ~ ~ =
STT ~, PIA CHI PHAM VI CHU'NG NHAN P A ~ CO' QUAN CAP THUOC
XUAT ; : : TAC GMP NHAN CAP lljlli; Q 1 2
23 |Joint Stock * Thuéc vé trung: PIC/S-GMP [012/2015/S State Administration of 2
Company 139, Saksahanskogo St., |+ Thud8c san xuat vé trung: thudc bot AUMP/GMP Ukraine on Medicinal
"Kievmedpreparat (Kyiv, 01032, Ukraine San pham cu thé: thudc bot pha dung dich tiém: Acelysin, Products (SAUMP)
" (Division No 1 of Herpevir, Kanamycin, Capreomycin, Laevomycetin, ut] ~
. o o
the department of Streptomycin. I I
manufacturing of 3 S
S~ S~
injection forms of N X
medicines)
24 |Bushu 950, Hiroki, Ohaza, Misato4{San pham: thudc vién nén Pariet 10mg Japan- 1437 « — |Ministry of Health, 1
— (]
Pharmaceuticals |machi, Kodama-gun, GMP S Q |Labourand Welfare
Ltd. Misato Saitama-ken, Japan g g government of Japan
Factory 5 E
25 |Bushu 950, Hiroki, Ohaza, Misato{San pham: thuéc vién nén Pariet 20mg Japan- (1438 < — |Ministry of Health, 1
— (]
Pharmaceuticals |machi, Kodama-gun, GMP S S |Labourand Welfare
Ltd. Misato Saitama-ken, Japan g g government of Japan
Factory 5 E
26 |PT. Aventis JI. Jenderal A. Yani, Pulo  [San phdm: Vién nén Triatec 5 mg (Ramipril 5mg) PIC/S GMP [PN.01.05.31. © National Agency for Drug 2
Pharma Mas, Jakarta, Indonesia 313.05.16.5 8 and Food Control
39 9 (NADFC), Indonesia
F
27 |Alkem Thana Baddi, Nalgarrh, * Thuéc khong vé trung: Vién nén; Vién nang cirng (khdng PIC/S GMP |MI-2015-CE- © o Therapeutic Goods 2
Laboratories District Solan, Himachal |chtra khang sinh cephalosporin va penicillin). 12531-1 Q Q  |Administration (TGA),
Limited Pradesh, India © < |Australia
&
N o
28 |Cilag AG Hochstrasse 201, 8200 * Thu6c dang 16ng: dung dich thudc tiém; 6ng tiém déng san. EU GMP [16-1557 © o |Swissmedic, Swiss 1
n > . N — — .
Schaffhausen, Switzerland |(bao gom ca chita hoat chat sinh hoc). Q Q  |Agency for Therapeutic
* N NS A LA . n 2 . S~ S~
Dang bao ché ran: vién nang; vién nén (bao gém ca chira ® : Products
hormon va chat cé hoat tinh hormon). g E
29 |Abbott Biologicals |Veerweg 12, 8121 AA * San pham: Vién nén bao phim Duphaston (dydrogesterone EU GMP [15-0104 Health Care Inspectorate| 1
B.V. OLST, Netherlands 10 mg) ut] - Pharmaceutical Affairs
8 and Medical Technology,
§ Netherlands
N
i
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30 [Innothera Chouzy [Lieu-dit "L'Isle Vert", rue |* Thu6c khdng vé trung: thudc uéng dang 1dng; vién nén. EU GMP |HPF/FR/298/| .n o |French National Agency 1
i i
René Chantereau, 2015 S Q for Medicine and Health
CHOUZY SUR CISSE 41150, ) = |Products Safety (ANSM)
FRANCE > >
o —

31 |Joint Stock 139, Saksahanskogo St., * Thuéc vé trung: PICS GMP (013/2015/S State Administration of 2
Company Kyiv, 01032, Ukraine. + Thudc san xuat vé trung (chira cephalosporins): thudc bét. AUM/GMP Ukraine on Medicinal
"Kievmedpreparat Products (SAUMP)

" (Filling Division " ~
No 2 of the § §
department of > I~
manufacturing of E g
injection forms of o o
medicines)
32 |Santen 348-3, Aza-suwa, Oaza- * San pham: Dung dich nhé mat Taflotan (Tafluprost 0,015 Japan- [1616 © o |Ministry of Health, 1
— —
Pharmaceutical shide, Taga-cho, Inukami- |mg/ml) GMP Q Q [Labourand Welfare
Co., Ltd Shiga gun, Shiga, Japan N X |(MHLW), Japan
o o
Plant > S
o o
33 |Santen 348-3, Aza-suwa, Oaza- * S3n pham: HAN dich nhd mat Flumetholon 0,1 Japan- |[3085 " ~ |Ministry of Health, 1
— —
Pharmaceutical shide, Taga-cho, Inukami- |(Fluorometholon 1mg/ml) GMP S S Labour and Welfare
Co., Ltd Shiga gun, Shiga, Japan 5 S |(MHLW), Japan
Plant S S
(o] (9]
34 |Santen 348-3, Aza-suwa, Oaza- * S3n pham: HAn dich nhé mét Flumetholon 0,02 Japan- |4532 " ~ |Ministry of Health, 1
i —
Pharmaceutical shide, Taga-cho, Inukami- |(Fluorometholon 0,2 mg/ml) GMP Q Q Labour and Welfare
Co., Ltd Shiga gun, Shiga, Japan S & |(MHLW), Japan
Plant 3 =
— i
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35 [Haupt Pharma Haupt Pharma * Thuéc vé trung: EU-GMP |DE_BY 04 G Co quan tham quyén 1
Wolfratshausen |Wolfratshausen GmbH + Thudc san xuat vd trung: Dung dich thé tich 1&n (chira MP_2015_0 blc
GmbH Pfaffenrieder StraBe 5, hormon va chat cé hoat tinh hormon, chat doc té bao/chat kim 154
82515 Wolfratshausen, té& bao); Dung dich thé tich nho (chira hormon va chat cé hoat
Germany tinh hormon, chat déc té bao/chat kim t& bao); Hon dich va
thudéc xit mii (chira hormon va chat cé hoat tinh hormon).
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n (chira chat doc
té& bao/chat kim t& bao); Dung dich thé tich nho (chira chat déc " o
t& bao/chat kim té& bao); HAn dich (chira hormon va chat cé S S
hoat tinh hormon). S g
* San pham: dung djch tiém Ribofolin 10mg/ml S %
(calciumfolinat). - -
* Thuéc khéng vé trung: Vién nang cirng (chira hormon va chat
¢6 hoat tinh hormon); Thuéc dung ngoai dang l6ng; Thudc
uéng dang 16ng; Thudc bdt va thudc cdm; dang bao ché ban
ran (chira hormon va chat cé hoat tinh hormon); Vién nén
(chira hormon va chéat cé hoat tinh hormon).
36 |Medochemie Ltd |1-10 Constantinoupoleos [* Thudc khdng vd trung: vién nang clrng, vién nén, vién nén EU-GMP [MEDO01/201 © o |Pharmaceutical Services{ 1
(Central Factory) [Street, 3011, Limassol, bao phim; 6/001 § § Ministry of Health,
Cyprus g g Cyprus
s | =
— (9]
37 |Pharbil Pharma Pharbil Pharma GmbH San pham: vién dat tryec trang Pentasa (Mesalazine 1g) EU-GMP [DE_NW_02_| < Co quan thdm quyén 1
GmbH (Co s& san |Reichenberger Strasse 43, GMP_2014_ 8 Plrc
Xuat) 33605 Bielefeld, Germany 0023 N
e | 3
N
Ferring Chemin de la EU-GMP |14-2418 < § Swiss Agency for
International Vergognausaz 50, 1162 St- § § Therapeutic Products
Center SA (Co's& |Prex, Switzerland S (Swissmedic)
déng gbi, xuat E
xuwédng) -
38 |Catalent UK Frankland Road, SN5 8RU [San pham: Vién déng khd dang uéng Minirin Melt EU-GMP |UK MIA " Co quan tham quyén 1
Swindon Zydis Blagrove Swindon (Desmopressin 120mcg). 14023 Inps § blrc
Limited (Co s& san |Wiltshire, United Kingdom GMP/IMP S
Xust) 14023/4574-| 2 9
0015 | 8
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Ferring Chemin de la EU-GMP |14-2418 < g Swiss Agency for
International Vergognausaz 50, 1162 St- § S Therapeutic Products
Center SA (Co s& |Prex, Switzerland 5 (Swissmedic)
déng gbi, xuat S
xuéng) -
39 |Guerbet 16-24 rue Jean Chaptal, * Thuéc vé trung: EU-GMP |HPF/FR/142/ © ~ |National Agency for the 1
Aulnay Sous Bois, 93600, |+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé 2016 § § Safety of Medicine and
France tich nhé. S S |Health Products (ANSM),
% % France
40 (Xellia Dalslandsgade 11, * Thuéc vé trung: EU-GMP |DKH " « |DPanish Health and 1
Pharmaceuticals |Kobenhavn'S, 2300, + Thudc sdn xuat vo trung: Thudc dong khd, thudc bot pha 00066715 § § Medicines Authority
ApS Denmark tiém, tiém truyén, thudc bot hit. ) >
+ Duwoc chat san xuat theo phwong phap 1én men. § %
41 |AstraZeneca AB  |PET Freeze Dried and * Thudc vo trung: EU-GMP |5.9.1-2015- Swedish Medical 1
Pumpspray, Forskargatan | + Thudc sdn xuat vo trung: Thudc bot dong kho; 043270 L % |Products Agency (MPA)
18 och Gartunavigen, * Thuéc khéng vé trung: Thudc dung ngoai dang 16ng; thudc 8 8
Sédertilje, 15185, Sweden |udng dang 1dng. § 5
o~ on
N —
42 |Utsunomiya Plant |16-3, Kiyohara * San pham: Japan- | 5769; 5770 Ministry of Health, 1
of Chugai Pharma |Kogyodanchi, Utsunomiya | + Dung dich ddm d3c dé pha dung dich tiém truyén Actemra GMP t] Labour and Welfare
manufacturing city, Tochigi, Japan 80mg (Tocilizumab 80mg/4mL), Hop 1 1o 4 mL; 8 (MHLW), Japan
Co., Ltd (Co s&'san + Dung dich dam déc dé pha dung dich tiém truyén Actemra g N
Xuat) 200mg (Tocilizumab 200mg/10mL), H6p 1 1o 10 mL. b 8
S
F.Hoffmann-La |Wurmisweg, 4303 PIC/S-GMP |14-240 < § Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 Therapeutic Products
ddng goi) g (Swissmedic)
S
43 [Sophartex 21 rue du Pressoir, * Thudc khéng vo triing: Vién nang cling (bao gdm ca thuéc EU-GMP |HPF/FR/116/ © ~ |National Agency for the 1
Vernouillet, 28500, France |chita Penicillin); thudc udng dang 1dng; thudc bét pha uéng 2016 § § Safety of Medicine and
(bao gdbm ca thudc chira Penicillin); vién nén (bao gdm ca ) o |Health Products (ANSM),
thu8c chira Penicillin). g % France
o —
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44 |Laboratories Route de Marsat, Riom, [* S&n pham: Bt déng khd pha tiém truyén Invanz (Ertapenem | EU-GMP |HPF/FR/173/ ) French National Agency 2
Merck Sharp & 63963 Clermont-Ferrand |[1g). 2015 8 for Medicine and Health
Dohme Chibret Cedex 9, France x ® Products Safety (ANSM)
¢ S~
(Co sé san xuat) g Q
S~
PT. Merck Sharp |JI. Raya Pandaan Km,48, PIC/S-GMP|3926/CPOB/ s 5 National Agency for Drug
Dohme Pharrma |Pasuruan, Jawa Timur, A/llI/13 8 % |and Food Control
Tbk (Co s dong  |Indonesia iy Indonesia (NADFC)
goi) §
45 |[Pharmacia & 7000 Portage Road, San pham: Thudc tiém bot Solu-Medrol® (Methylprednisolone | US-GMP [DNRV-DAFM © o |U-S.Foodand Drug 1
Upjohn Company |Kalamazoo, MI 49001, Sodium Succinate) 40mg. § § Administration
USA = =
< <
3 S
46 |Neolpharma, Inc. |99 Jardines Street, Caguas, |* San pham: Celebrex® (celecoxib capsules) 200 mg US-GMP |NWRF-J64V © w |U-S.Food and Drug 1
Puerto Rico 00725, USA b= S  |[Administration
N N
~ ~
< <
o~ —
N o~
47 |Pharmacia & 7000 Portage Road, * San pham: Thudc tiém bdt Solu-Medrol® US-GMP [8RZ8-9GXZ © o |U-S.Foodand Drug 1
Upjohn Company |Kalamazoo, MI 49001, (Methylprednisolone Sodium Succinate) 125mg. § § Administration
USA = =
4 2
3 S
48 |LG Life Sciences  [129, Seokam-ro, Iksan-si, |* ThuSc v6 tring: PIC/S-GMP [2016-F1- © ~ |Gwangju Regional Office 2
Ltd Jeollabuk-do, Republic of | + Thu8c sdn xuat vo trung: Thudc déng khd; dung dich thuéc 0163 § § of Food and Drug
Korea tiém chira dwoc chat sinh hoc. > o |Safety, Korea
e L
o~ o~
N N
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49 [Korea United 25-23, Nojanggongdan-gil, |* Thudc udng dang ran: PICS GMP (2016-G1- Daejeon Regional office 2
Pharm. Inc. Jeondong-myeon, Sejong- | - Vién nén (vién nén khong bao, vién nén bao phim, vién 1939 of Food and Drug Safety,
si, Republic of Korea nén bao duong, vién nén bao phim gidi phong kéo dai, vién Korea
nén bao phim giai phdng cé kiém soét, vién nén bao phim giai © ©
phdng chdm) § §
- Vién nang (vién nang mém, vién nang cirng) o o
- Vién nhai. % %
* Thudc tiém: Dung dich tiém, bot déng khé pha tiém, bdt pha o o
tiém.
* Thuéc chira Penicillin: Vién nén bao phim, vién nang, bot pha
siro.
50 |Laphal Industries |Avenue de Provence * Thuéc khong vé trung: Thudc dung ngoai dang 16ng; thubc EU GMP [|HPF/FR/129/| n o |French National Agency 1
13190 Allauch, France uéng dang ldng; thubc dat. 2015 § § for Medicines and
g g Health Products Safety
E E (ANSM)
51 [PATHEON 5900 Martin Luther King  |* S&n phdm: IV Busulfex® (busulfan) Injection, 6mg/mL. U.S. cGMP |CUT8-ZNFS © o |United States Food and 1
MANUFACTURING [Jr. Highway, Greenville, § § Drug Administration
SERVICES, LLC. North Carolina 27834, USA g g (U.S. FDA)
2| e
52 |BLES 60 Pacific Court Unit 8, * S3n pham: HAn dich BLES (Phospholipid 27 mg/mL; PIC/S GMP |61807 " o |Health Products and 1
BIOCHEMICALS London, Ontario, Canada, |Surfactant-Associated protein SP-B, SP-C 500 mcg/mL). § § Food Branch
INC N5V 3K4 ) = |Inspectorate (HPFBI),
E E Canada
53 |Boryung 107, 109 Neungan-ro, * Thu8c tiém: Dung dich tiém; bot pha tiém; dung dich tiém Korea GMP|2016-D1- Gyeongin Regional Food 2
Pharmaceutical Danwon-gu, Ansan-si, truyén. 1445 and Drug
Co., Ltd. Gyeonggi-do, Republic of [* Thudc udng dang ran: Vién nén; vién nang clrng; vién hoan; Q ~ |Administration, Korea
Korea. thudc bot; thudc c6m; thudc bot pha sird. 8 8
(* Cach ghi dia chi cii: * Thudc ubng dang 16ng: Dung dich; hén dich; sird. 5 §
1122-2, Singil-dong, * Dung dich duing ngoai. ] S
Danwon-ku, Ansan-si,
Kyungki-do, Korea)
54 |"Farmaprim" Str. Crinilor 5, Raionul * Thudc khong vo trung: Thudc ban ran (kem, gel); thudc dit PIC/S GMP |002/2015/S " o |State Administration of 2
S.R.L. Criuleni, Sat Porumbeni, |(thudc dan, thudc trirng). AUMP/GMP § § Ukraine on Medicinal
MD 4829, Republic § g Products (SAUMP)
Moldova § ﬁ
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55 |Biocon Limited Plot No. 2-4, Phase IV, * San pham: Insulin Glargine BS Injection 100U/ml FFP. Japan GMP|System filing[ — |Pharmaceuticals and 2
— ()]
Bommasandra-Jigani Link No.: S Q |Medical Devices Agency
Road, Bangalore - 560 5122708010 | & @ |(PMDA), Japan
099, India 051 5 5
o o
56 |Laboratoire 1 rue Alexander Fleming, |* Thu6c vé trung: EU-GMP |HPF/FR/112/ © o |National Agency for the 1
Aguettant Parc Scientifique Tony + Thuéc san xuat vd trung: Dung dich thé tich nhé. 2016 § § Safety of Medicine and
Garnier, Lyon, 69007, + Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé vy S |Health Products (ANSM),
3 o o
France tich nho. = o |France
o —
57 |Huons Co., Ltd. 100 Bio valley-ro, Jecheon-|- Thuéc udng dang ran: Vién nén, Vién nang, Vién nén nhai. PIC/S-GMP [2016-G1- Daejeon Regional Office 2
si Chungcheongbuk-do, - Thudc tiém. 1540 Q % |of Food and Drus Safety,
Republic of Korea - Dung dich Thudc nhé mét. 8 8 Ministry of Food and
- Thu8c udng dang 16ng: HAn dich, Siro, Dung dich stic miéng. § g Drug Safety Korea
N P
58 |Panpharma ZI du Clairay, Luitre, * Thuéc v trung: EU-GMP |HPF/FR/84/2 © ~ [|National Agency for the 1
35133, France + Thudc san xuat vo trung: Thudc cdy ghép va dang ran 016 § § Safety of Medicine and
(chtra khang sinh nhom beta lactam). F ~ |Health Products (ANSM),
o o
> S |France
(o] on
59 |MyungIn 361-12 Noha-gil, Paltan-  |* Dang thu6c ran: vién nén; vién nang; vién nén phan ra. Korea GMP|2016-D1- © o Gyeongin Regional 2
Pharm.Co., Ltd. myeon, Hwaseong-si * Thuc tiém: dung dich thudc tiém; thudc déng khé. 2734 Q Q |Office of Food and Drug
Gyeonggi-do, Republic of [* Thudc ban rin: thudc kem, thudc mé. § § Safety, Korea
Korea BN n
— o
60 |Santen 2-14, Shikinami, San pham: Dung dich nhé mét Sanlein Mini 0.3 (Natri Japan- [825 © «w |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, hyaluronat 1,2mg/0,4ml) GMP § § and enviromental Health
Co., Ltd. Noto Hakui-gun, Ishikawa, Py »  |Bureau, Ministry of
o o
Plant Japan 5 S |Health, Labour and
o ™ |Welfare
61 |Santen 2-14, Shikinami, San pham: Dung dich nhé mét Sanlein Mini 0.1 (Natri Japan- |827 © w |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, hyaluronat 0,4mg/0,4ml) GMP § § and enviromental Health
Co., Ltd. Noto Hakui-gun, Ishikawa, Py »  |Bureau, Ministry of
o o
Plant Japan 5 S |Health, Labour and
o ™ |Welfare
Danh sach co s& Pat Trang 11/ 13 Pot 45



TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | N6AY . NHOM
STT XUAT PIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO QUAN CAP THUOC
HAN 1 2
62 |Santen 2-14, Shikinami, San pham: Dung dich nhd mét Diquas (Natri diquafosol Japan- |3084 " ~ |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, 30mg/ml) GMP § § and enviromental Health
Co., Ltd. Noto Hakui-gun, Ishikawa, = S |Bureau, Ministry of
Plant Japan § § Health, Labour and
o ™ |welfare
63 |Santen 2-14, Shikinami, San pham: Dung dich nhé mét Taflotan-S (Tafluprost Japan- 3975 " ~ |Pharmaceutical safety 1
Pharmaceutical Hodatsushimizu-cho, 4,5mcg/0,3ml) GMP § § and enviromental Health
Co., Ltd. Noto Hakui-gun, Ishikawa, - S |Bureau, Ministry of
Plant Japan § § Health, Labour and
~ ™ |welfare
64 |Santen 2-14, Shikinami, San pham: Dung dich nhd mat Sancoba (Cyanocobalamin Japan- 4063 " ~ |Pharmaceutical safety 1
Pharmaceutical  [Hodatsushimizu-cho, (vitamin B12) 1mg/5ml) GMP § § and enviromental Health
Co., Ltd. Noto Hakui-gun, Ishikawa, = S |Bureau, Ministry of
Plant Japan § E Health, Labour and
o ™ |welfare
65 |Alkem Alkem Laboratories * Thuéc khéng vé tring: vién nang cirng; bét pha sird ; vién EU-GMP |DE_BY_05_G Medicines and 2
Laboratories Limited nén. MP_2016_0 Q 9 |Healthcare Products
Limited Village Thana, Baddi, 064 8 8 Regulatory Agency
Tehsil - Nalgarh, Solan, 3 S |(MHRA), United
173205 Himachal Pradesh, S N [Kingdom
India
66 |Tarchomin 2, A. Fleminga Str., 03-176 |*Thu6c v6 tring: EU_GMP |GIF-IW- Main Pharmaceutical 1
Pharmaceutical Warsaw, Poland + Thudc sdn xuat vo trung: dang bao ché rin va cdy ghép (bao 400/0196_0 Inspector, Poland
Works "Polfa" S.A gdm ca khang sinh nhém B - Lactam) 2_05/04/29
(Tén Ba 4/16 =t a
Lan:Tarchominski 8 8
e Zaklady g 5
Farmaceutyczne N x
"Polfa" Spolka
Akcyjna)
67 |Alkem Alkem Laboratories * Thuéc khéng vé trung: vién nang cirng; thudc uéng dang EU-GMP (DE_BY_05_G| o |Medicines and 2
Laboratories Limited I6ng; vién nén; bdt pha sird. MP_2016_0 § § Healthcare Products
Limited 167 Mahatma Gandhi, 069 o N |Regulatory Agency
Udyog Nagar, Dhabel % g (MHRA), United
396210 Daman, India e ™ |Kingdom
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68 |Organon (Ireland) |Drynam Road , Swords, *Thudc khdng vo trung bao gébm ca chéat cé hoat tinh hormon :[ EU-GMP |2015/11761 © o |lrish Medicines Board 1
Limited Co. Dublin, Ireland Thu6c ban rén; vién nén /M61 b b (ImMB)
N <
(] —
e <
LN o0
o —
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