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

bot 54
( Theo cong van s6 4227 /QLD-CL ngay 13/03/2018 ctia Cuc Quan ly Dwoc)
. e o o ~ s | NGAY NHOM
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e < A - THUOC
STT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP
HAN 1 2
1 |[IDT Biologika Am Pharmapark, 06861  |* S&n pham thudc Alveofact (Phospholipids toan phan 50mg/ | EU-GMP |DE_ST 01 _G 9 Co quan tham quyén 1
GmbH (Co s& san |Dessau -RoBlau, Germany |lo) gdbm bot thudc va dung méi pha hén dich MP_2016_0 8 buc
xuat dung moi) Tén lwu hanh tai Viét Nam: Alvofact 025 x
3
[\l
BAG health Care |Amtsgerichtsstrabe 1-5, EU-GMP |DE_HE_01_ © o |Coquan thdm quyén
GmbH (Co s& san |35423 Lich, Germany GMP_2016_ o‘_b| 8 Dlrc
xuat thudc bot) 0048 Q o
< ~
S |3
Lyomark Pharma [Keltenring 17 82041 EU-GMP [DE_BY_04 G| Co quan thdm quyén
GmbH (Co s& xuat |Oberhaching, Germany MP_2016_0 :.)‘ Dlrc
xuong) 078 ,'i’
—
2 |Thymoorgan Schiffgraben 23, 38690 * San pham: EU-GMP [DE_NI_01 G| Co quan tham quyén 1
Pharmazie GmbH |Goslar, Germany Thudc bét dong khd pha tiém Vammybivid's (Vancomycin 1g). MP_2017_1 § burc
(Co s sdn xuat) |(* Cach ghi cii: Thudc bét dong khd pha tiém Vammybivid's (Vancomycin 002 ) o
Schiffgraben 23,38690  |500mg). S =
. — N
Vienenburg, Germany) 3
Sanavita Lohstrasse (hoac DE_LNW_01_| w g
Pharmaceuticals |LohstraBe) 2, 59368 GMP_2015_ 8 N
GmbH (Co s& xuat |Werne, Germany 0014 3
xuwédng) §
3 |Human Bioplazma |Tancsics M. Ut 82/A, * ThuBc v tring: EU GMP |OGYEI/4330 National Institute of 1
Manufacturing Go6dollé, 2100, Hungary |+ Thudc san xuat vd trung: dung dich thé tich I6n; dung dich 9-7/2017 5 & |Pharmacy and Nutrition
and Trading thé tich nhé & & |(OGYEl), Hungary
. S~ ~ ’
Limited Liability * Thudc sinh hoc: ch& phdm mau. g 5
Company 2 ~
4 |Laboratoires des |181-183 rue André * Thudc khoéng vé trung: thudc udng dang 1dng; thuéc bét; EUGMP |HPF/FR/215/| o |French National Agency 1
realisations Karman, Aubervilliers, thuéc dat 2017 § § for Medicine and Health
therapeutiques 93300, France o S |Products Safety (ANSM)
elerte - % S
Aubervilliers ~ ~
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5 |[B.Braun B. Braun Melsungen AG  [* Thudc v6 triing: thudc tiét tring cudi: Dung dich thé tich nhé.| EUGMP |DE_BE_01_G| o |Coquan thdm quyén 1
Melsungen AG Mistelweg 2, 12357 Berlin, MP_2016_0 § § Durc
Germany 027 > =
S|§
(o] —
6 |BioSidusS.A Av. Los Quilmes 137, * San pham: PIC/S GMP (20132020 ~ « |National Administration 2
Bernal Oeste - Buenos - Bot dong khoé pha tiém Hemax 20001U (Erythropoietin 000 116 17 § § of Drugs, Foods and
Aires, Argentina (recombinant human), 2000 IU Erythropoietin) N N |Medical Devices
L < |(ANMAT), Argentina
() ()
7 |VvianexS.A.-Plant [16th km, Marathonos Ave, |* ThuGc vé trung: EU-GMP |79257/13-10{ ~ o |National Organization 1
C Pallini Attiki, 15351, + Thudc san xuat vé trung: Thudc bot déng khd; Dung dich 2017 § § for Medicines (EOF),
Greece thé tich nhd; § § Greece
+ Thudc tiét trung cudi: Dung dich thé tich nho. § E
8 |Haupt Pharma Borgo San Michele S.S 156 |* Thu6c vé trung: EU-GMP [IT/193- Italian Medicines Agency| 1
Latina S.R.L Km. 47,600 - 04100 Latina | + Thudc sdn xuat vo trung: thudc bot chira khang sinh nhém 5/H/2017 (AIFA)
(LT), Italy Cephalosporin va Penicillin.
+ Thudc tiét trung cudi: Dung dich thé tich nhé. ~ ]
* Thudc khong vo triing: Vién nang clng (chira khang sinh 8 8
nhém Penicillin); thudc bdt (chira khang sinh nhém Penicillin); g §
vién nén (chtra khang sinh nhdm Penicillin), dang bao ché ban N Q
ran; thudc dung ngoai dang 1dng; thudc udng dang 1dng.
* Thudc dwoc liéu: vién nén.
9 |Troikaa C-1, Sara Industrial Estate, |* Thudc vo trung: PIC/S GMP |412b/ 17 ~ . National Pharmaceutical 2
Pharmaceuticals |Selaqui, Dehradun - - Thu8c san xuat vo trung: Dung dich thé tich nhé (dang 6ng); § § Regulatory Agency
Limited 248197, Uttarakhand, - Thudc tiét trung cudi: Dung dich thé tich nho (dang 8ng).; = S |(NPRA), Ministry of
India g E Health, Malaysia
= o
10 [AupaBiopharm |1 Kwang-FuRd., * ThuBc khéng vé trung: PIC/S-GMP|3960 ~ o |Taiwan Food 2
Co., Ltd Huko/Hsin Chu Hsien, + Dung dich thudc; § § and Drug Administration
Taiwan + Thudc m&; thudc cream; S > | (TFDA)
+ Vién nén, vién nén bao duwdng, vién nén bao phim, thudc g g
cém, thubc bot; vién nang ” o
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11 [Thymoorgan Thymoorgan Pharmazie |* Thudc vo trung: EU-GMP |DE_NI_01_G Co quan cé tham quyén 1
Pharmazie GmbH [GmbH + Thudc san xuat vé trung: Thubc déng khé (chira chat déc té MP_2017_1 cla buc
Schiffgraben 23, 38690 bao/kim t& bao; chat cé hoat tinh hormon); dung dich thé tich 002 g g
Goslar, Germany nho (chira chat déc té bao/kim té bao); g %
+ Thuéc tiét trung cudi: Dung dich thé tich nho (chira chat déc o <]
t& bao/kim t& bao). 3 ek
12 |[S.C. Magistra C&C |B-dul Aurel Vlaicu nr. 82A, |* Thuéc khdng vé trung: EU-GMP |030/2017/R ~ o National Agency For 1
S.R.L Constanta, cod 900055, + Vién nén bao phim, vién dat am dao; (0] § § Medicine And Medical
Jud. Constanta, Romania |+ Thudc m&, thudc kem, gel Iy = |Devices - Romania
+ Thudc dan, thuéc trirng; § §
+ Vién nén (bao gdbm ca thudc chira corticosteroids) ~ «
13 ([Corden Pharma Viale Dell' Industria, 3 E * Thuéc v trung: EU GMP [IT/172- © o |AIFA Italian Medicines 1
Societa' Per Azioni |Reparto Via Galilei, 17- + Thudc tiét trung cudi: Dung dich, nhii twong thé tich nhé. 4/H/2016 § § Agency
20867, Caponago (MB), E g
Italy § E
14 |AstraZeneca AB PET Freeze Dried, * Thuéc v trung: EU-GMP |5.9.1-2017- Swedish Medical 1
Forskargatan 18 och + Thudc san xuat vé trung: Thubc bot déng khé. 043061 Products Agency (MPA)
Gartunavagen, Sodertilje, N X
151 85, Sweden 8 8
(* bia chi chung: 3 §
Sodertalje, 15185, i !
Sweden)
15 |AstraZeneca AB PET Blow Fill Seal, * Thu8c v tring (8ng nhya san xuat theo cdng nghé Blow - Fill| EU-GMP [6.2.1-2017- Swedish Medical 1
Forskargatan 18 och - Seal): 002201 Products Agency (MPA)
Gartunavagen, Sédertilje, |- Thudc sdn xuit vo trung: ™ 9
15185, Sweden + Dung dich thé tich nho; 8 8
(* Pia chi chung: - Thuéc ¢ tiét trung cudi: g g
Sodertalje, 15185, + Dung dich thé tich nho; =] S
Sweden) * Thudc khong vo triing: Thudc dung ngoai dang 16ng; thuéc
uéng dang long.
16 |co s& dong gdiva |LOC. FONTANA DEL * San pham thudc vién nén bao phim Baraclude (entecavir EU GMP |[IT/118- ~ United States Food and 1
Xuat xudng: CERASO - 03012 ANAGNI |0,5mg) 1/H/2017 § Drug Administration
Bristol-Myers (FR), ltaly g °
Squibb S.r.l. E §
S~
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€O s@ san xuat: 4601 Highway 62 East., IT/E/GMP/8/| ~ 5 Italian Medicines Agency
i
AstraZeneca MOUNT VERNON, IN, 2017 S = |(AIFA)
Pharmaceuticals [47620, United States ey
=)
LP >
o
17 |AstraZeneca 4601 Highway 62 East, * Thuéc khéng vé trung: Vién nang cirng; thudc uéng dang EUGMP |IT/E/GMP/8/| o |ltalian Medicines Agency| 1
Pharmaceuticals [Mount Vernon, IN, 47620, |1dng; thudc bdt pha dung dich uéng; vién nén, vién nén bao 2017 § § (AIFA)
LP United States phim. > iy
=) o
S~ S~
()] N
o o
18 |Laboratoires Route de Marsat, Riom, San pham: Thuéc bét pha tiém truyén tinh mach ho3c tiém EU-GMP |09/17/1107 N European Medicines 1
Merck Sharp& 63963 Clermont-Ferrand |bdp Invanz (Ertapenem 1g) Powder for concentrate for 10 8 Agency
Dohme-Chibret Cedex 9, France solution for infusion. 5
ey
o
19 (Contract 20-22 Long Street, * Thuéc khéng vé trung (chra dugc liéu, vitamin, chat khodng, | PIC/S-GMP |MI-2016-LI- © o |Therapeutic Goods 1
¢ o i i
manufacturing & |Smithfield NSW, 2164, chat bo sung dinh du@ng): vién nén bao phim, vién nang cing, 11627-1 Q Q  |Administration (TGA),
Packgaking Australia thudc kem, thuéc ma, gel. E g Australia
Services Pty Ltd N ~
o ~N
20 |Janssen Korea Ltd. |45 Jeyakgongdan 2-gil, * Thuéc khéng vé trung: PIC/S GMP (2017-D1- ~ o |Gyeongin Regional 2
Hyangnam-eup, +Vién nén, nang cirng. 1744 § § Office of Food and Drug
Hwaseong-si, Gyeonggi- |+ Siro g @ Safety - Ministry of Food
do, Republic of Korea + Dung dich dung ngoai § E and Drug Safety of Korea
21 |Octapharma- 72 rue du Mareschal Foch, [* Thuéc vé trung: EU GMP [HPF/FR/27/2| & 9 |French National Agency 1
Lingolsheim Lingolsheim, 67380, + Thuéc san xuat vd trung: Dung dich thé tich 1&n; thudc déng 017 a 8 for Medicine and Health
France khd; dung dich thé tich nhé. § 8 Products Safety (ANSM)
* Thudc sinh hoc: ché phdm méu; thudc mién dich. S =
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22 |Octapharma Wolfgang-Marguerre- * Ch& pham sinh hoc: ché& phidm tir mau EU-GMP |DE_NI_02_G Co quan tham quyén 1
Produktionsgesell |Allee 1, 31832 Springe, San pham: MP_2017_1 blrc
schaft Germany + Cryoprecipitate 004
Deutschland mbH + Immunoglobulin paste, fraction I/1l/1ll concentrate
+ Immunoglobulin paste, fraction I/IIl ~ o
+ Gamma globulin paste, fraction II § §
+ Albumin fraction V paste vy Py
+ Fraction IV paste % %
+ Albumin ultrafiltrate - e
+ Factor IX-Intermediate |
+ Albumin solution, addition of stabilizer/NaCl, batch-
pasteurisation
+ Albumin solutions
23 |Biomedica spol. S [Biomedica, spol s r.o. * Thuéc vé trung: EU-GMP |sukls251011 © o |State Institute for Drug 1
r.o divize Horatev, Horatev [+ Thudc tiét trung cudi: dung dich thé tich 1én. /2016 § § Control (SUKL), Czech
104, 289 12 Nymburk, * Thuéc khéng vé trung: thudc udng dang 16ng; thudc bét dang S '~ |Republic
Czech Republic g6i; thudc cdm dang goi; vién nén, vién nén bao phim; thudc g %
bot. ~ °
24 |Shin Poong 41-15 Osongsaengmyeong [Thudc chira khang sinh Cephalosporin: thuc tiém. PIC/S-GMP [2017-G1- Daejeon Regional Office 2
Pharmaceutical 5-ro, Osong-eup, 0780 ~ o of Food & Drug Safety,
Co., Ltd Heungdeok-gu, Cheongju- § § Korea
si, Chungcheongbuk-do, - -
Republic of Korea % %
25 |Shin Poong 7 Wonsi-ro, Danwon-gu, |* Thudc udng dang ran: vién nén; vién nang ctng; thudc bot; si [ PIC/S-GMP |2017-D1- Gyeongin Regional Food 2
Pharmaceutical  |Ansan-si Gyeonggi-do, ré kho. 0909 and Drug
Co., Ltd Republic of Korea * Thudc udng dang ldng: si rd, hdn dich thudc, dung dich ~ o |Administration, Korea
thudc. § §
* Thudc kem; thudc m&; thudc gel. P> P>
* Thudc tiém: dung dich thudc tiém (bao gém ca thudc sinh % %
hoc); thudc bdt pha tiém; thuSc bot déng khd pha tiém; thudc o o
tiém thé tich 16n.
* Dung dich nhd mét.
26 |Oncotec Pharma |Am Pharmapark, 06861  [* Thudc vé trung chira chat doc té& bao/ chat kim té& bao: EU-GMP |DE_ST 01 G| ~ o |Co quantham quyén 1
Produktion GmbH |Dessau-RoRlau, Germany |+ Thudc san xuat vé trung: dung dich thé tich 1on; thudc déng MP_2017_0 § § birc
kh; dung dich thé tich nhé. 007 N 5
+ Thudc tiét trung cudi: dung dich thé tich &n. 5 E
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27 |Ajinomoto Co.,Inc.|1730, Hinaga, Yokkaichi- |S&n pham: Thu6c ¢cém Livact. Japan GMP|3837 ~ ~ [Ministry of Health, 1
Tokai Plant shi, Mie, Japan § § Labour and Welfare
S B |[(MHLW), Japan
< e
P a
28 |A. Nattermann & |Nattermannallee 1, 50829 |* Thu8c khdng vd trung: Vién nang clrng; vién nang mém; EU-GMP |DE_NW_04_| o |Coquantham quyén 1
Cie. GmbH Koln (hodc D-50829 thudc dung ngoai dang ldng; thudc uéng dang 1dng; thudc bot, GMP_2017_ § § Dlrc
Cologne), Germany thudc c6m va dang pastiles; vién nén, vién bao phim, vién bao 1027 o =
duwong, vién sti bot % %
* Thuéc duoc lidu; thudce vi lugng déng can o -
29 |Laboratoire Zone industrielle Ripotier |* Thuéc vé trung: EU-GMP |HPF/FR/082/| ~ o |French National Drug 1
Chauvin Haut, Aubenas, 07200, + Thudc san xuat vé trung: dung dich thé tich nhd; 2017 § § and Health Products
France + Thudc tiét trung cudi: dung dich thé tich nho. § E Safety Agency (ANSM)
* Thuéc khong vé trung: dung dich thuéc dung ngoai E §
30 |[Daiichi Sankyo 1-12-1, Shinomiya, San pham: Vién nén Japrolox (Loxoprofen sodium hydrate, Japan- |3467 ™ o Ministry of Health, 1
Propharma Co., Hiratsuka, Kanagawa, 60mg Loxoprofen sodium) GMP S Q |Labourand Welfare
Ltd., Hiratsuka Japan S S government of Japan
i i
Plant > S
o o
31 |Sopharma AD 16 lliensko Shosse Str., * ThuBc v tring: EU-GMP |BG/GMP/20 ~ o |Bulgarian Drug Agency 1
Sofia 1220, Bulgaria + Thudc san xuat vo trung: thudc dong khd; dung dich thudc 17/106 § §
tiém thé tich nho. S >
* San pham cu thé: Thudc bt déng khd pha tiém E §
Methylprednisolone. i o
32 |Uni-Pharma Kleon |14th km National Road 1, |* Thu8c vé trung (san xuat vd triing va cd tiét triing cuéi): EU-GMP |66989/10-7- National Organization 1
Tsetis Kato Kifisia Attiki, 14564, [Dung dich thé tich nhé 2017 N Q |for Medicines (EOF),
Pharmaceutical Greece * Thu8c khdng vo triing: Vién nang clrng; vién nang mém; 8 8 Greece
Laboratories S.A. thudc dung ngoai dang 1dng; thudc uéng dang Idng; thudc bot g §
udng, dang bao ché ban ran; thudc dan; vién nén. S 3
33 |VianexS.A - Plant |12km National Road * Thuéc vo trung: EU-GMP |73120/25-8- National Organization 1
A Athinon-Lamias, + Thuéc san xuat vo trung: dung dich thé tich |&n; dung dich 2017 ~ o for Medicines (EOF),
Metamorfosi Attiki, thé tich nhé. § § Greece
14451, Greece + Thuéc tiét trung cudi: dung dich thé tich 1&n; dung dich thé o =
tich nho. S| g
* Thuéc khong vé trung: thudc udng dang 16ng; dang bao ché - e
ban ran.
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34 [Fresenius Kabi 6 Gibaud Road, 6020 * Thuéc vo trung: (nhitrng 16 thudc san xuat sau ngay PIC/S-GMP |DE_HE_01_ ~ o |Co quanthdm quyén 2
¢ \, i i
Manufacturing SA |Korsten, Port Elizabeth, 04/09/2017): dung dich thuéc tiém/ tiém truyén Cisatracurium GMP_2017_ Q Q |blc
(PTY) Ltd Republic of South Africa  |Kabi 5mg/ml; dung dich thuéc tiém/ tiém truyén Cisatracurium 1037 § §
Kabi 2mg/ml. P I
i i
35 Thudc khéng vé trung chira khang sinh nhém Cephalosporin: EU-GMP |DE_HE_01_ ~ o |Coquantham quyén 2
— (]
Vién nang cltng; vién nén bao phim. GMP_2017_ S Q |buc
1064 = S
< <
166-170, N H 5 P
Pymepharco Joint guyen. ue - ©
Street, Tuy Hoa City, Phu — —— —— — = =
Stock Company . . * Thudc san xuat vo trung: thudc bt va dung moi pha dung EU-GMP |DE_HE_01_ I — |Coquan tham quyén
Yen Province, Vietham . R , . o N ,
dich tiém chira Cephalosporin. GMP_2018_ Q Q |buc
S~ S~
0017 ~ —
< 4
™~ —
o o
36 |Phebra Pty Ltd 19 Orion Road, Lane Cove [* Thudc tiém Arsenic trioxide. PIC/S GMP |MI-2016-LI- © I Therapeutic Goods 1
NSW 2066, Australia 08007-1 § § Administration (TGA),
> = |Australia
< <
— o
o o~
37 |Farmalabor- Zona Industrial de * Thubc khéng vé trung: Vién nang cirng; thudc dung ngoai EU GMP [F005/S1/MH ~ o [National Authority of 1
2 ~ ~ 2 ~ N ~ ~ n — N ..
Produtos Condeixa-a-Nova, dang long; thudc ubng dang long; thudc bét, thudc com; thude /001/2017 Q Q Medicines and Health
Farmacéuticos, Condeixa-a-Nova, 3150-  |ban rdn; thudc dan; vién nén; vién nén bao phim. § E Products (INFARMED),
S.A. 194, Portugal ) = |Portugal
o (9]
38 |Octapharma AB [Lars Forssels gata 23, * Thudc v tring: EU-GMP ]6.2.1-2015- Medical Products 1
Stockholm, 11275, + Thudc san xuat vé trung: dung dich thudc tiém thé tich 1on; 008870 © w |Agency (MPA), Sweden
Sweden thudc dong kho; dung dich thudc tiém thé tich nhé. § §
+ Thudc tiét trung cudi: dung dich thudc tiém thé tich nho. S )
~ . ~ ® . o o
* Thudc sinh hoc: ché pham mau. o Y
i i
39 |IDT Biologika Am Pharmapark, 06861 * San pham thudc Alveofact (Phospholipids toan phan 50mg/ EU-GMP [DE_ST_01 G| «© Co quan tham quyén 1
GmbH (Co s& sadn [Dessau -Roplau, Germany [lo) gdm bot thudc va dung méi pha hdn dich MP_2016_0 8 bl
xuat dung moi) Tén lwu hanh tai Viét Nam: Alvofact 025 x
S~
N
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BAG health Care |Amtsgerichtsstrafe 1-5, EU-GMP |DE_HE_01_ © % |Coquan thdm quyén
GmbH (Co s& san |35423 Lich, Germany GMP_2016_ 8 8 Dlrc
xuat thudc bét) 0048 x -
S| 8
Lyomark Pharma [Keltenring 17, 82041 EU-GMP [DE_BY_04_G| «© Co quan tham quyén
GmbH (Co s& xuét |Oberhaching, Germany MP_2016_0 8 buc
xuwéng) 078 §
S
40 |Medochemie Ltd |48 lapetou Street, Agios  |* Thudc khéng vd trung chira khang sinh nhém Penicillin: Vién | EU-GMP |MED03/201 ~ o |Pharmaceutical Services 1
(Factory B) - Oral [Athanassios Industrial nang cirng; vién nén; vién nén bao phim; thudc cdm va thudc 7/002 § § Ministry of Health,
Facility Area, 4101 Agios b6t pha hon dich udng. 5 S |Cyprus
Athanassios, Limassol, § %
Cyprus e o
41 |[Gentle Pharma No.2, Fon Tan Rd., Jiasing |* Thu6c vé trung: PIC/S-GMP|3939 Ministry of Health and 2
Co., Ltd. Village, Da Bi Hsiang, + Thudc san xuat vé trung: Thubc bot pha tiém; thudc tiém; Welfare, Republic of
Yunlin, Taiwan, R.O.C. thudc nhd mat, nhé mii, nhé tai. China (Taiwan)
(* Céch ghi khéc: No.2, + Thudc tiét trung cudi: Thudc tiém.
Fon Tan Rd., Fon Tan Ind. |* Thudc khong vo trung: dung dich, hdn dich; thuéc kem,
Dist., Da Bi Hsiang, Yunlin [thuéc m®&; vién nén, thuéc bot, thudc cdm, vién nang cing. ~ o
Hsien, Taiwan, R.0.C.) * Nguyén liéu dwoc chat, ban thanh pham chira: 3 3
+ Khang sinh nhdm Carbapenem: Bot pha tiém. S %
+ Khang sinh nhdm Cephalosporin: Bét pha tiém, c6m, vién % %
nang.
+ Khang sinh nhdm Penicillin: Bt pha tiém, cém, bot, vién
nang.
* San pham cu thé: Bot pha tiém Somidex (Methylprednisolon
40mg, 125mg, 500mg, 1000mg).
42 |[Baxalta US Inc. 1700 Rancho Conejo * San pham: Bt déng khd pha tiém truyén tinh mach Hemofil | US -CGMP |JGXU-47EE United States Food and 1
(Nha sén xuét) Boulevard, Thousand M (Antihemophilic Factor (Human) 220-20001U/Ig), 10ml nuwéc WHO Drug Administration
Oaks, CA 91320, USA c4t pha tiém, bd kim chuyén va kim loc. N <]
Baxter Healthcare |911 North Davis Avenue, 8 g
Corporation Cleverland, Mississippi g S
(Nha sén xuédt 38732, USA R Q
dung méi')
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43 |Tenamyd Lot. Y.01-02A, Tan Thuan |* Thudc vé trung: EU-GMP |BG/GMP/20 Bulgarian Drug Agency 2
Pharmaceutical |Street, Tan Thuan + Thudc san xuat vé trung: Thubc bot pha dung dich tiém 17/098 ~ o
Corporation Industrial Park/Export chira khang sinh nhom B-lactam. § §
Processing Zone, Tan > F
Thuan Dong Ward, District S S
7, Ho Chi Minh City, ~ e
Vietnam
44 |Allergan Castlebar Road, Westport, | * San phdm: OZURDEX (Dexamethasone intravitreal Implant) US-GMP [X9VZ-45EG United States Food and 1
Pharmaceuticals |Co. Mayo, Ireland. 0,7mg ~ o |Drus Administration
Ireland (* Cach ghi khac: Castlebar § § (U.S. FDA)
Road, Westport, County = =
Mayo, Ireland) S §
i i
45 [(Jannsen-Ortho LLC|State Road 933 Km 0.1, * San phdm: Vién nén bao phim Invokana (Canagliflozin dudi EU GMP [IT/GMP/E/1 N Italian Medicines Agency| 1
(Co'sd sén xudt) |Mamey Ward, Gurabo, dang Canagliflozin hemihydrat) 100mg va 300mg. 1/2017 8 (AIFA)
Puerto Rico, 00778, X
United States a ©
Janssen Cilag Via C. Jannsen (loc. Borgo IT/267- §
S.p.A. S. Michele) - 04100 Latina 1/H/2015 " a
(Co'sé dong géi  |(LT), Italy. § =)
va xudt xwdng)  |Cach viét khac: Via C. =
Jannsen, Borgo San N
Michele 04100 Latina, -
Italy.
46 |Jeil 7 Cheongganggachang-ro, [* Thudc udng dang ran: Vién nén; vién nang; thudc cdm. PIC/S GMP [2017-D1- Gyeongin Regional 2
Pharmaceutical, [Baegam-myeon, Cheoin- |* Thu6c tiém; thudc tiém truyén. 2506 ~ Q |Office of Food and Drug
Co., Ltd. gu, Yongin-si, Gyeonggi- |* Thudc yéu ciu dac biét: Bot pha tiém chiva khang sinh nhom 8 8 Safety, Korea
do, Republic of Korea Carbapene; Thuéc déc té€ bao (vién nén, vién nang, thubc g g
cém). R S
47 [Pharvis Korea 127, Sandan-ro 83beon-  |* ThuSc udng dang ran: Vién nén; vién nang; thudc bét. PIC/S GMP |2017-D1- ~ o |Gyeongin Regional 2
Pharm Co., Ltd. gil, Danwon-gu, Ansan-si, 3004 § § Office of Food and Drug
Gyeonggi-do, Republic of § g Safety, Korea
Korea ) =
o o
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48 |Kedrion S.P.A. Via Provinciale (loc. * Thuéc vé trung: EU-GMP |IT/70- AIFA Italian Medicine 1
Bolognana) - 55027 + Thudc san xuat vd trung: cac san phadm tir mau: Dung dich 2/H/2017 N 9 |Agency
Gallicano (LU), Italy thé tich 16n; Dung dich thé tich nhd; Thudc bot dong khé. & &
+ Thudc tiét trung cudi: Dung dich thé tich nho. § §
* Thuéc sinh hoc: ch& pham tir mau. 8 x
49 |Bieffe Medital Via Stelvio, 94 - 23035 * ThuBc v trung: EU-GMP [IT/55- ~ o |ltalian Medicines Agency| 1
S.P.A. Sondalo (SO), Italy + Thudc tiét trung cudi: Dung dich thé tich 1&n. 1/H/2017 § § (AIFA)
S| S
4 <
o 0
o ~
50 |[Genentech Inc. NE Brookwood Pkwy * Thuéc vé trung: EUGMP |DE_BW_01_ Co quan tham quyén 1
4625, OR 97124 Hillsboro, | + Thudc sdn xuat vo tring: Dung dich thé tich nhé; GMP_2017_| o [|Ptrc(Baden-
United States * Thudc sinh hoc: ché phadm cong nghé sinh hoc. 1015 s S  [Wirttemberg)
* Cy thé: S %
+ Herceptin (Trastuzumab) % %
+ Avastin (bevacizumab) - ~
+ MabThera (Rituximab)
51 [Jubilant Generics [Village Sikandarpur, * Thubc khéng vé tring: vién nang cirng; vién nén, vién nén EU-GMP |BE/GMP/20 Federal Agency for 2
Limited Bhainswal, Roorkee- bao phim. 17/017 ~ o Medicines and Health
Dehradun Highway, § § Products, Belgium
Bhagwanpur, Roorkee g g
District Haridwar, oy Ny
Uttarakhand, IN-247661, - o~
India
52 |AstraZeneca No. 2, HuangShan Road, |* Thu6c khdng vé trung: Vién nén. PIC/S-GMP |MI-2016-CE- ~ o |Australian Therapeutic 2
— (]
Pharmaceutical Wuxi Jiangsu, 214028, 07343-1 Q Q |Goods Administration
Company Ltd People's Republic of China § E (TGA)
Y >
— [l
53 |[Orient Pharma No. 8, Kehu 1st Road, Thudc khéng vd trung: Vién nén, vién nén bao phim, vién nang | PIC/S-GMP|3743 ~ o |Ministry of Health and 2
— (]
Co., Ltd. Huwei Township, Yunlin Q Q |Welfare, Republic of
County 63247, Taiwan, N § China (Taiwan)
R.0.C 3 <
.0. < )
IS) ~N
54 |Korea Prime 100, Wanjusandan 9-ro, |* ThuSc khdng v6 trung: Vién nén; vién nang cirng; vién nang  |PIC/S-GMP|2017-F1- N S Gwangju Regional Office 2
Pharm Co., Ltd Bongdong-eup, Wanju- mém 0399 Q Q  |of Food and Drug Safety,
gun Jeollabuk-do, E E Korea
Republic of Korea ) N
i i
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55 |S.M. Farmaceutici [Zona Industriale, 85050 * Thuéc vé trung: EU GMP [IT/113- ~ o |AIFA Italian Medicines 1
S.R.L. TITO (PZ), Italy + Thudc tiét trung cudi: Dung dich thé tich nhd; Dung dich 1/H/2017 § § Agency
thé tich 16n. § E
* Thudc khéng vo trung: > -
+ Thudc udng dang 1dng chira hormon corticosteroids. e -
56 |[Taiwan Biotech 22, Chieh Shou Rd., * Thuéc vé trung: Dung dich thubc tiém va tiém truyén (san PIC/S [3997 Ministry of Health and 2
Co., Ltd. Taoyuan Dist., Taoyuan Xuat v trung va tiét trung cudi), dung dich thudc nhd mét (san ™~ 9 |Welfare, Republic of
City, Taiwan, R.0.C Xuat vo trung); 8 8 China (Taiwan)
* Thudc khdng vé tring: Dung dich; vién nén bao dudng; vién E g
nén bao phim; vién nén; thuéc cém; thudc bot; vién nang g 5
cirng; miéng dan.
57 |PT.Sanbe Farma [Jalan Mahar Martanegara |* Thuéc chira khang sinh nhém Penicillin: Vién nén, vién nén PICS GMP (4392/CPOB/ National Agency For 2
No. 162 (JI. Leuwigajah bao (khdng bao gdbm cac thubc chira cac betalactam khéc). A/IV/15 Drug and Food Control,
No. 162) RT.01 RW.12 ut] % |Indonesia
Kelurahan Baros 8 8
Kecamatan Cimahi Tengah § §
Kota Cimahi, Indonesia ] N
58 |Pharmascience 6111, Avenue Thudc khéng vd trung: vién nang cirng; vién nén; thudc bét, Canada- (100241-A ~ o [|Health Products and 1
— N
INC Royalmount, Suite 100, vién nhai, vién bao phim GMP S 1 Food Branch
Montreal, QC, Canada, E E Inspectorate (HPFBI),
H4P 2T4 > S |Canada
— —
59 [Industria Via Cassia Nord, 351 - * San pham: EU GMP [IT/67- ~ Italian Medicines Agency| 1
Farmaceutica 53014 Monteroni D'arbia + Dung dich tiém Falipan (Lidocain hydroclorid 20mg/ml, 1/H/2017 § (AIFA)
Galenica Senese  |(S), Italy hop 05 6ng 2ml va hdp 5 8ng 10ml); g
S.R.L + Dung dich tiém Puvivid (5ml dung dich chira Bupivacaine o *
(Co'sd sén xudt) hydrochlorid (dwéi dang Bupivacaine hydrochlorid e a
Deltamedica Ernst-Wagner-Weg 1-5 monohydrat) 25mg). EU-GMP |DE_BW_01_ © g Co quan tham quyén
GmbH 72766 Reutlingen GMP_2016_ § N |btc (Baden-
(Co sé kiém sodt  |Germany 0092 ~ Wiirttemberg)
va xudt xudng ) %
—
60 |S.M. Farmaceutici |Zona Industriale, 85050 * San pham: Dung dich tiém truyén Moretel (Metronidazole EU GMP [IT/113- N Italian Medicines Agency| 1
S.R.L. TITO (PZ), Italy 500mg/100ml) 1/H/2017 8 (AIFA)
(Co s6 san xuédt) ] o0
~ i
[e)) o
o ~N
~
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Deltamedica Ernst-Wagner-Weg 1-5, EU GMP |DE_BW_01_ © g Co quan tham quyén
GmbH 72766 Reutlingen, GMP_2016_ 8 N  |bwc (Baden-
(Co sé xudt Germany 0092 5 Wiirttemberg)
xueng ) N
61 |Roche Farma, S.A. |C/ Severo Ochoa 13, * San pham: Vién nén bao phim Cellcept (Mycophenolate EU GMP |ES/025HVI/1 1 Spanish Health Authority| 1
(Cosd san xudt) |Leganés, 28914 Madrid, |mofetil 500mg). 5 8
Spain. 5 ®
N o
~ | g
F.Hoffmann-La |Wurmisweg, CH 4303 PIC/S-GMP|17-0015 ™~ 5 Swiss Agency for
Roche Ltd. Kaiseraugst, Switzerland 8 S [Therapeutic Products
(Co'sé déng goi) § (Swissmedic)
o
o
62 |[Tilman SA Zoning Industriel Sud 15, |* Thu8c khéng vd trung: Vién nang cirng; thudc udng dang EU GMP |BE/GMP/20 ™ S Federal Agency for 1
Baillonville, 5377, Belgium [l&dng; vién nén. 17/066 S Q |Medicines and Health
* Thudc tir duoc lidu. E g Products (FAMHP),
S & |Belgium
— o~
63 |Baliarda S.A Saavedra 1260/62 * S3n pham vién nén bao phim Reagin Plus (Citicolin 100mg, CPP- (20132020 ~ o |National Administration 2
(C1247AAA), Ciudad Nimodipin 30mg) Argentina |000553 17 § § of Drugs, Foods and
Auténoma de Buenos = < |Medical Devices
Aires, Republica Argentina % % (ANMAT), Argentina
64 |Macleods Village Theda, Post office |* Thudc khéng vo tring: Vién nang clrng, vién nén EU-GMP |UK GMP Medicines and 2
Pharmaceuticals |Lodhimajra, Tehsil Baddi. 31303 Insp N Q |Healthcare Products
Limited District Solan Himachal GMP 8 8 Regulatory Agency
Pradesh In-174101, India 31303/1706 g § (MHRA), United
716-0007 = N |Kingdom
65 [Co sd san xuat: Pridco Industrial Park, * San pham Janumet XR 50mg/1000mg (sitagliptin 50mg, U.S. cGMP |G5FJ-DXMT ~ o |United States Food and 1
MSD International |State road 183, Las metformin HCL 1000mg) § § Drug Administration
GmbH (Puerto Piedras, Puerto Rico 5 % [(U.S.FDA)
Rico Branch) LLC {00771, USA < <
o~ N
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Cosd déng géi:  |Waarderweg 39, Haarlem, EU GMP |NL/H Health Care Inspectorate
Merk Sharp & 2031BN, Netherlands 15/1006689 ut] % |- Pharmaceutical Affairs
Dohme B.V 8 8 and Medical Technology,
S 8 |Netherlands
~ S~
— [e))
~ o
66 |Mirae Pharm. Co., (104, Gongdan 2-ro, * ThuBc vién nén; vién nang cirng; thuéc c6m PIC/S-GMP|2017-D1- ~ o |Gyeongin Regional Ofice 2
i i
Ltd Anseong-si, Gyeonggi-do, 2865 1S Q |of Food and Drug
Korea S = Safety, MFDS, Korea
< <
— o
— o
67 |Daewoo Pharm. |[153 Dadae-ro, Saha-gu * Thubc vién nén; vién nang cirng; dung dich nhd mat; hén PIC/S-GMP|2017-C1- ~ o |Busan Regional Ofice of 2
Co., Ltd Busan, Korea dich nhd mét 0242 § § Food and Drug Safety,
o % |MFDS, Korea
e L
o0 (42}
i i
68 |ISC + 139, Sakcahanskogo St., [* Thu6c vo trung: PIC/S GMP [096/2016/S State Service of Ukraine 2
"Kievmedpreparat |Kyiv, 01032, Ukraine + Thuéc san xuat vo trung: thudc tiém déng khé, thubc bot pha AUMP/GMP on Medicines and Drugs
" + 120, Peremogy avenue, |[tiém ~ o Control (SMDC)
Kyiv 03115, Ukraine * Thudc khdng vo trung: vién nén, vién nén bao phim, vién § §
+7/33, Chistyakovskaya [nang cirng, thuéc bét, thuéc kem, thudc m&, thuéc gel g E
lane, Kyiv, 03062, Ukraine |* Thudc cong nghé sinh hoc § §
69 |Laboratorio Ernesto de Las Carreras * San pham Variplatin 50mg (oxaliplatin 50mg), bot ddng kho CPP 2013201900 National Administration 2
Varifarma S.A 2469 at the corner of dé pha tiém truyén 052817 ~ o of Drugs, Foods and
Uruguay No 3698 * San pham Variplatin 100mg (oxaliplatin 100mg), bét déng § § Medical Devices
(B1643AVK), Beccar, San  |kho dé pha tiém truyén F S [(ANMAT), Argentina
Isidro, province of Buenos g g
Aires, Argentine e e
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70 [Mitim S.R.L Via Cacciamali, 34-38- * Thuéc san xuat vo trung: Thudc dong khd (khang sinh nhdm | EU GMP |IT/185- Italian Medicines Agency| 1
25125 Brescia (BS), Italia |beta lactam: penicillin va cephalosporin), thuéc bot pha tiém 2/H/2017 (AIFA)
(khdng sinh nhém beta lactam: penicillin va cephalosporin)
* Thudc tiét trung cudi: dung dich thé tich nhé.
* Thuéc khéng vé trung:
- Vién nang cirng (khang sinh nhém penicillin, ché& pham chiét ™ Q
xudt tir dong vat). & | &
- Thudc udng dang ldng g §
- Thuéc bot, thudc cdm (khdng sinh nhém penicillin) N <]
- Thuéc dang ban rin
- Vién nén (khang sinh nhdm penicillin)
* Ché& pham sinh hoc (ch& pham chira, chiét xuat, c6 ngudn géc
tlr t€ bao, moé dong vat)
71 |Sanofi Winthrop |180 rue Jean Jaures, * Thuéc v trung: EU-GMP |HPF/FR/197/ National Agency for the 1
Industrie Maisons-Alfort, 94700, + Thudc san xuat v trung: Thudc déng kho; dung dich thé 2017 ~ w |Safety of Medicine and
(Céach viét khac:  |France tich nhd; thudc cay ghép va dang ran (chira chat doc té bao). § § Health Products (ANSM),
Sanofi Winthrop  |(Cach viét khac: 180 rue  [* Thudc sinh hoc: Thuéc cé ngudn gdc tir ngudi hodc dong vat. ~ S |France
Industrie - Jean Jaurés, 94702 % %
Maisons Alfort) Maisons-Alfort Cedex, o~ -
France)
72 |Xepa-Soul 1-5, Cheng Industrial * Thuéc vo trung: EU GMP |OGYEI/1825 ~ o [|National Institute of 2
Pattinson Sdn Bhd |Estate, Melaka, 75250, - Thudc sdn xuat vo trung: thudc nhd mat; 5-6/2017 § § Pharmacy and Nutrition
Malaysia * Thuéc khéng vé trung: > < |(OGYEI), Hungary
- Vién nang cirng; dung dich thudc udng; bot pha hon dich § E
udng; thudc ban ran; vién nén. e e
73 |Sopharma AD 16 lliensko Shosse Str., * San pham: Thudc bdt déng khd pha tiém Methylprednisolon | EU-GMP |10205 ™~ Bulgarian Drug Agency 1
1220 Sofia, Bulgaria Sopharma (Methylprednisolon 40mg du¢i dang 8
Methylprednisolon natri succinat). g
3
74 |Wasserburger HerderstraBe 1,2 und * San pham: Thudc bdt déng khd pha dung dich tiém va 8ng EU-GMP |DE_BY 04 G Co quan tham quyén 1
Arzneimittelwerk |Molkerei-Bauer-Strafe 18, |dung méi Zomacton (Somatropin 4mg). MP_2016_0 Q blrc
GmbH (Co s& san |83512 Wasserburg, 107 8
xuat thudc bét va |Germany g o
dung moi) A 8
S
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Ferring GmbH (Co |Wittland 11, 24109, Kiel, EU-GMP |DE_SH_01_ © < [Coquan thdm quyén
s& déng gdi cap 2) |Germany GMP_2016_ 8 Pirc
0058 S
N
75 |Medochemie Ltd |48 lapetou Street, Agios |Cac san pham chira khang sinh nhém penicilin: EU-GMP [MEDO03/201 Pharmaceutical Services 1
(Factory B) Athanassios Industrial + Thudc san xuat vé trung: Thudc bdt pha dung dich tiém. 7/001 ~ 9 |Ministry of Health,
Area, 4101 Agios + Thu8c khéng vé trung: vién nang clirng; vién nén; vién nén 8 8 Cyprus
Athanassios, Limassol, bao phim; thudc cdm va thuéc bét pha hdn dich udng. § 5
Cyprus o Q
76 |Yuhan 219 Yeongudaniji-ro, * Thuéc khéng vé trung: PIC/S GMP [2017-G1- Daejeon Regional Office 2
Corporation Ochang-eup, Cheongwon- |- Vién nén (thuéc chira khang sinh nhém Cephalosporin, 0894 of Food & Drug Safety,
gu, Cheongju-si, Penicillin); vién nang; thuéc bét; vién nhai; Korea
Chungcheongbuk-do, -Sird khé (thudc chira khang sinh nhdm Cephalosporin,
Korea Penicillin); hdn dich udng; thudc nhé mii; ~ °
- Thudc dung ngoai: thudc m&; kem. § §
* Thuéc vé trung: 5 Py
- Thudc tiém ddng khé (Thudc chira khang sinh nhém S <
Cephalosporin, Penicillin); - o
- Thu8c tiém va thubc bét pha tiém (Thudc chira khang sinh
nhém Cephalosporin).
77 |Instituto Grifols, [Poligon Industrial Llevant, |* Thuéc vé tring EU-GMP |NCF/1726/0 ~ o [|Coquan thdm quyén Tay| 1
SA Can Guasch, 2 08150 + Thudc san xuat vd trung: Dung dich thé tich nhd, Thuc déng 01/CAT § § Ban Nha vung Catalonia
Parets Del Valles kho; o ~
(Barcelona), Spain + Thuéc tiét trung cudi: Dung dich thé tich nho. % §
* Thudc sinh hoc: Ch& phdm mau e o~
78 |Lek farmacevtska |Verovskova ulica 57, + Thudc khéng v6 trung: thuSc dung ngoai dang 1dng (chira EU GMP [450-16/2017 ~ « |Agency for Medicinal 1
druzba d.d. (Lek |Ljubljana, 1526, Slovenia [hormon hodc chat c6 hoat tinh hormon); thuéc uéng dang 07 § § Products and Medical
Pharmaceuticals long 5 N |Devices of the Republic
d.d.) S S |of Slovenia (JAZMP)
N —
79 |CSL Behring AG Wankdorfstrasse 10, 3014 |Dung dich tiém truyén chira sdn pham mau va huyét twong. PIC/S GMP [17-0616 ~ o |Swiss Agency for 1
Bern, Switzwerland § § Therapeutic Products
Q Q . .
g § (Swissmedic)
N 3
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80 |Biocon Limited Biocon Special Economic |* Thuc vé trung: PIC/S-GMP |350a/17 National Pharmaceutical 2
Zone, Plot No. 2,3,4,&5, |+ Thu8c san xuat vo triing: thudc tiém thé tich nhé [lo (déng Regulatory Agency
Phase IV, Bommasandra- |khd), ng tiém déng san]; N S |(NPRA), Malaysia
Jigani Link Road, * Thudc sinh hoc: thuéc mién dich; Insulin. 8 8
Bommasandra Post, g §
560099 Bangalore, India 5 3
81 |AV Manufacturing (Lot 10621 (PT 16700), Thudc khéng vd trung: vién nang cirng, thuéc uéng dang 1dng, | PIC/S GMP (072/17 National Pharmaceutical 2
Sdn Bhd Jalan Permata 2, Arab thudc bot, vién nén, vién nén bao phim ~ 9 |Regulatory Agency
Malaysian Industrial Park, 8 8 (NPRA), Ministry of
71800 Nilai, Negeri § § Health, Malaysia
Sembilan, Malaysia Q it
82 |Catalent Italy Via Nettunense Km.20, * Thudc khéng vo trung: Vién nang mém. EU-GMP |IT/172- ~ o |ltalian Medicines Agency| 1
¢ ~ ° , ™ ~ N ~ N ~ i o~
S.P.A 100 - 04011 Aprilia (LT) * Thudc sinh hoc: Ché pham cé ngudn goc tlr déng vat, thudc 2/H/2017 S ] (AIFA)
Italia sinh hoc khac (san phdm I&n men lactic); § g
* Thudc tir dwoc liéu =) S
o~ (43}
83 |Oncotec Pharma [Oncotec Pharma * ThuBc vd tring chira chat doc té bao/ chat kim té bao: EUGMP |DE_ST 01 _G Co quan thdm quyén 1
Produktion GmbH |Produktion GmbH + Thudc san xuat vd trung: Dung dich thé tich 1on; thudc MP_2017_0 Plrc
Am Pharmapark 06861 déng khd; dung dich thé tich nhé. 007 ™~ Q
Dessau-RoBlau, Germany | + Thudc tiét trung cu8i: Dung dich thé tich In. 8 8
(cach ghi khac: Am § 8
Pharmapark 06861 Dessau{ a 3
Rosslau, Germany)
84 |Auskorea Pharm (252 Munmakgongdan-gil, [Thudc tiém PIC/S GMP (2017-B1- ~ o |Seoul Regional office of 2
— ()]
co., Ltd Munmak-eup, Wonju-si 0443 Q Q |Food and Drug Safety
Gangwon, Republic of § §
Korea ~ S
— i
85 |Korea Otsuka 27, Jeyakgongdan 3-gil, * Thu8c vién nén, vién nang, thudc bét, dung dich thudc uéng, | PICS-GMP |2017-D1- ~ o |Gyeongin of Food and 2
¢ i —
Pharmaceutical Hyangnam-eup, thudc hit. 3089 Q Q |Drug Safety, Korea
Co., Ltd. Hwaseong-si, Gyeonggi- E E
do, Republic of Korea o o
o o
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86 |CSSX va déng géi: 304 avenue du Docteur  [san pham: thuSc dan Dafalgan (paracetamol 80mg va 150 mg),| EU GMP |HPF/FR/268/| o |French National Agency 1
¢ i i
Upsa Sas Jean Bru, AGEN, 47000, tén tai Viét Nam: Thuoc dan Efferalgan (paracetamol 80 2016 S Q for Medicine and Health
France mg/vién); Thudc dan Efferalgan (paracetamol 150 mg/vién), E E Products Safety (ANSM)
S~ S~
o 3
CS xuat xudng: 979 Avenue des Pyrénées, EU GMP [HPF/FR/293/| © o |French National Agency
i i
Upsa Sas Le Passage, 47520, France 2015 S Q for Medicine and Health
N & |Products Safety (ANSM)
o o
S| S
i i
87 |[Celltrion Inc. 20, Academy-ro 51 beon- |[B6t pha dung dich tiém truyén Remsima ( Infliximab EU GMP |04/17/1126 ™~ European Medicines 2
gil, Yeonsu-gu, Incheon, 100mg/vial); 20 8 Agency (EMA)
22014, Republic of Korea 3
)
—

88 [IW 56 Hanjin-1 -gil, Songak-  [*Vién nén, vién nang; PIC/S-GMP[2017-G1- Daejeon Regional Food 2
Pharmaceutical  |eup Dangjin-si * Thudc tiém; 0348 ~ « |and Drug Administration
Corporation Chungcheongnam-do * Dung dich thudc nho mat; § §

Republic of Korea * Dung dich thudc udng; siro; thudc dang hdn dich va nhi ~ >
tuong g g
* San pham sinh hoc: thudc tiém e -

89 |Octapharma Oberlaaerstrale 235, 1100(* Thuéc vé trung: EU GMP |[INS-480018- Federal Office for Safety 1
Pharmazeutika Wien, Austria + Thuéc san xuat vd trung: Dung dich thé tich 1&n; Thudc bot 0060-001 ~ 9 |in Health Care, Austria
Produktionsges.m. doéng kho; Dung dich thé tich nho. (3/30) 8 8
b.H * Ché& pham sinh hoc: San pham tir mau; San phdm mién dich; g 5

Ché& pham phan doan (intermediates out of fractionation) Q 9
90 |Celltrion Inc. 20, Academy-ro 51 beon- [San phdm sinh hoc: Thuéc tiém ADN tai t& hop PIC/S GMP [2017-D1- ~ o |Gyeongin Regional 2
— —
gil, Yeonsu-gu, Incheon, 3469 Q Q Office of Food and Drug
22014, Republic of Korea E g Safety, Korea
3 3
i i
91 |Octapharma Otto-Reuter-StraBe 3, * Thu8c sinh hoc: ch& phdm mau. EU-GMP |DE_ST_01 G| o |Coquan thdm quyén 1
Dessau GmbH 06847, Dessau-Roplau, MP_2016_0 § § Dirc
Germany 027 = )
< Q
[a2) o
o —
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TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | N0AY . NHOM
STT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
92 |R.X. 76 Salaya-Bangpasi Road, |* Thuéc khéng vé trung: PIC/S GMP [1-2-17-17- © o Food and Drug 2
Manufacturing Moo 10, Narapirom, + Thudc khdng chira khang sinh nhdm beta-lactam: Vién 00002- 3 S |Administration (Thai
Co., Ltd Banglane, Nakornpathom [nang clitng; vién nén. 00013 S % FDA), Thailand
73130, Thailand + Thudc chira khang sinh nhdm Penicillin: Vién nang cing; S %
thudc bot; vién nén. o o
93 |[Cos&sanxudt: |Via Cantonale - Zona Serta |* San pham: PIC/S GMP |17-1272 N Swiss Agency for 1
IBSA Institut - 6814 Lamone (Lugano) - |- Bot va dung méi pha dung dich tiém Fostimonkit 150 IU/ml 8 Therapeutic Products
Biochimique SA  |Switzerland (Urofollitropin (FSH) 150 1U/ml). 8 (Swissmedic)
- Bot va dung méi pha dung dich tiém Fostimonkit 75 1U/ml §
Co 5o xudt xudng |Via al Ponte 13, 6903 (Urofollitropin (FSH) 75 1U/ml). PIC/S GMP |17-0671 Swiss Agency for
va kiém tra chat  |Lugano, Switzerland ~ Therapeutic Products
luvong: IBSA 8 (Swissmedic)
Institut 3
Biochimique S.A,, ~N @
&
Co s& san xuat, Via Martiri di Cefalonia, 2- EU-GMP  [IT/98- ~ E Italian Medicines Agency
déng géisocdp  |26900 Lodi - Italia 6/H/2017 § S |(aIFA)
dung moi: IBSA ey
Farmaceutical %
Italia Srt o
Co s& déng gbi Via del Piano - 6915 PIC/S GMP (17-1041 Swiss Agency for
thdr cdp bo san Pambio Noranco (Lugano) - ~ Therapeutic Products
pham: IBSA Switzeland 8 (Swissmedic)
Institut g
Biochimique S.A., 2
94 |Temmler Pharma [Temmler Pharma GmbH, |* Thu8c khéng vo trung: Vién nang cirng; thudc dung ngoai EU-GMP |DE_HE_01_ Co quan thdm quyén 1
GmbH Temmlerstrae 2, 35039 |dang I6ng; thudc udng dang |1dng; cic dang bao ché ran khac: GMP_2017_| & ®  |Plc
Marburg, Germany thudc gidi phong thay déi: thudc cm, thudc bot, vién nén bao 1066 8 a
dudng; vién nén, vién nén sdi bot. § g
(o] (]
95 |Bolder Bolder Arzneimittel GmbH |* ThuSc khdng v6 trung: vién ngdm (pastilles va lozenges) EU-GMP |[DE_NW_04_ | N Q  |Co quan thdm quyén 1
Arzneimittel & Co. KG GMP_2017_| & & |ouc
GmbH & Co. KG  |Rheinische Allee 11, 1001 g8 8
50858 K&ln, Germany Q N
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