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. e 7 o ~ 5 NGAY NHOM
TEN CO’ SO’ SAN ! - A NGUYEN | GIAY CH. | NGAY ~ ~ x
e < ~ p THUOC
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: HAN 1 | 2
1 |[IDT Biologika Am Pharmapark, * ThuBc v trung: EU-GMP |DE_ST 01 G Co quan tham quyén 1
GmbH 06861 Dessau -RoRlau, + Thudc san xuat v6 trung: Dung dich thé tich I&n; thudc MP_2016_0 © w [|PUc
Germany déng khd; dung dich thé tich nho. 025 § §
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé g =
—i
tich nhé. F )
* Thudc sinh hoc: Thudc cdng nghé sinh hoc; vac xin. o~ e
2 [Hameln Hameln Pharmaceuticals |* Thu6c vé trung: EU-GMP |DE_NI_02_G Co quan cé tham quyén 1
Pharmaceuticals [GmbH + Thudc san xuat vd trung: Dung dich thé tich |&n; dung dich MP_2017_0 ~ o |cuabic
Gmbh Langes Feld 13, 31789 thé tich nhd; hon dich; 004 § §
Hameln, Germany + Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich § §
thé tich nho. = N
* Thudc sinh hoc: Thudc mién dich (Vc xin vi rat hodc vi khuan e -
bat hoat).
3 [Dongkoo 18 Jeyakgongdan 2-gil, * ThuBc vién nén; vién nang cirng; vién nang mém; thudc PIC/S-GMP|2016-D1- © o |Gyeongin Regional Ofice 2
v 2 ~ N N 2 . ~ — —
Biopharma Co., Hyangnam-eup, uong dang ldng; thudc dung ngoai dang long; lotion; thudc 3771 Q Q |of Food and Drug
Ltd Hwaseong-si Gyeonggi-do, [kem; thuéc m&. E § Safety, MFDS, Korea
Republic of Korea S &
m o
4 |Rottendorf Ostenfelder StraRe 51-61, [* San pham: Vién nén phéng thich kéo dai Nifehexal retard EUGMP |DE_NW_05_| Co quan thdm quyén 1
Pharma GmbH 59320 Ennigerloh, (Nifedipin 20mg). GMP_2017_ 8 Duc (Bezirksregierung
o' s6 sén xudt ermany ~ Unster
(Co'sd sé gt) |G 0003 b M )
) S
- N
Salutas Pharma Otto-von-Guericke-Allee EUGMP |DE_ST_01 G| E Co quan tham quyén
GmbH 1, 39179 Barleben, MP_2015_0 8 o |buc (Sachsen-Anhalt)
(Cosé déng géi) |Germany 002 g
>
i
5 |IDT Biologika Am Pharmapark, 06861  |* San pham: Binocrit (Epoetin alfa, nbng dé: 10001U/0,5ml; EUGMP [DE_ST 01 G| « Co quan tham quyén 1
GmbH Dessau-RoRlau, Germany (20001U/ml; 40001U/0,4ml; 10000 IU/1ml. MP_2016_0 8 Purc (Sachsen-Anhalt)
(Co'sd sén xudt) 025 * o0
L o
< o
N N
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TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | NGAY . NHOM
STT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
Sandoz GmbH Biochemiestrasse 10, EU-GMP |INS-481922- © E Austrian Federal Office
(Cor sé xuét Kundl, 6250, Ao 0067-001 8 8 |for Safety in Health Care
Xuwéng ) g
&
6 [Lindopharm NeustraBe 82, 40721 * San pham: B6t pha dung dich uéng ACC 200 (Acetylcystein EUGMP |DE_NW_03_| Co quan tham quyén 1
GmbH Hilden, Germany 200mg, goi 3g). GMP_2015_ 8 Durc (Bezirksregierung
(Co sd san xudt) 0029 g ™ Diisseldorf)
2| g
Salutas Pharma Otto-von-Guericke-Allee EU GMP |DE_ST_01_G n g Co quan tham quyén
GmbH 1, 39179 Barleben, MP_2015_0 8 N |puc (Sachsen-Anhalt)
(Cosd déng géi) |Germany 002 §
3
7 |LEKS.A 16 Podlipie Street, 95-010 |* San phdm: Meglucon (Metformin HCl 850mg) EU GMP |(GIF-IW- 1 Main Pharmaceutical 1
(Co sé sén xudt) |Strykow, Poland 400/0095_0 8 Inspectorate (MPI),
4_01/04/50/| B Poland
15 s |
LEKS. A ul. Domaniewska 50c, 02- EU GMP |GIF-IW- § Main Pharmaceutical
(Co'sé déng géi, |672 Warszawa, Poland 400/0095_0 Q 2 |Inspectorate (MPI),
Xuét xwéng ) (* Cdch ghi khdc: 50C 1_02/04/75/ 8 S |poland
Domaniewska Str., 02-672 16 3
Warsaw, Poland ) S
8 |Lek Verovskova ulica 57, 1526 |* San pham: EU GMP [401-9/2015- " Agency for Medicinal 1
Pharmaceuticals |Ljubljana, Slovenia + Vién nén bao phim Tensiber Plus ( Irbersartan 150mg va 5 § Products and Medical
dd Hydrochlorothiazide 12,5mg). o Devices of the Republic
(Co s6 sén xuédt) + Vién nén Periloz Plus (Perindopril tert-butylamine 4mg va § % |of Slovenia (JAZMP)
Indapamide 1,25mg). - 8
Lek Trimlini 2D, Lendava, EU-GMP |401-13/2015- " § Agency for Medicinal
Pharmaceuticals [9220, Slovenia 5 § % [Products and Medical
dd s Devices of the Republic
(Co sé dong gdi) % of Slovenia (JAZMP)
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9 |Oncotec Pharma |Am Pharmapark, 06861 * San pham: Oxaliplatin "Ebewe" 100mg/20ml va 50mg/10ml. | EU GMP |DE_ST 01_G Co quan tham quyén 1
Produktion GmbH |Dessau -RoRlau, Germany MP_2015_0 ! burc (Sachsen-Anhalt)
(Co 6 san xudt 042 &
V(‘J’ ddng goi so g
cép) Q 5
g
Ebewe Pharma Mondseestrasse 11, 4866 EU GMP [INS-480020- g Co quan tham quyén Ao
Ges.m.b.H. Nfg.  [Unterach am Attersee, 0074-001 ut] 3
KG Austria 8
(Co sé dong goi §
thi cdp va xudt 4
xuwéng )
10 [Hana 13-39, Jeyakdaniji-ro, *Vién nén, vién nang cing; PIC/s-GMP |2017-D1- ~ o |Gyeongin Regional 2
¢ ¢ — (]
Pharmaceutical Hyangnam-eup, * Thudc tiém; thudc dong kho pha tiém. 1360 Q Q |Commissioner
Co., Ltd. Hwaseong-si, Gyeonggi- @ g Food&Drug
do, Republic of Korea § E Administration, Korea
11 |[F.Hoffmann-Lla |124 Grenzacherstrasse, CH{* San pham: EU-GMP |16-2109 Swiss Agency for 1
Roche Ltd. (Co s& |4070 Basel, Switzerland + Vién nén Dilatrend (Carvedilol 6,25mg); Vién nén Dilatrend Therapeutic Products
san xuat) (Carvedilol 12,5mg); Vién nén Dilatrend (Carvedilol 25mg); g (Swissmedic)
+ Vién nén bao phim Tarceva (Erlotinib 150mg); Vién nén g
bao phim Tarceva (Erlotinib 100mg); 5
i
2
o
o
)
F.Hoffmann - La Wurmisweg, CH-4303 PIC/S GMP |17-0015 <
Roche Ltd. (Co s& |[Kaiseraugst, Switzerland =]
dong goi) 3
o
5
o
S~
[a2)
o
12 [Catalent Germany [Gammelsbacher Str. 2, * San pham: EU GMP |DE_BW_01_ n Co quan tham quyén 1
Eberbach GmbH |69412 Eberbach, Germany| + Vién nang Rocaltrol (Calcitriol 0,25 mcg); GMP_2015_ 8 Plc
(Co s& sdn xuét) + Vién nang mém Vesanoid (Tretinoin 10mg); 0085 5 o0
=) S
A
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STT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
F.Hoffmann-La |Wurmisweg, 4303 PIC/S-GMP|17-0015 N § Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 S |Therapeutic Products
ddng goi) § (Swissmedic)
3
13 [Roche Diagnostics [Sandhofer Strasse 116, * San pham: EU GMP [DE_BW_01_ \n Co quan thdm quyén 1
GmbH 68305 Mannheim, + BOt dong kho dé pha dung dich tiém truyén Herceptin GMP_2015_ I Dlrc
(Co s& san xudt) [Germany (Trastuzumab 150mg); 0131 E o
+ Dung dich dam déc dé pha dung dich tiém truyén g §
- Mabthera (Rituximab 100mg/10ml); > -
F.Hoffmann - La WL.erlsweg, 4393 + Dung dich d4m dic d& pha dung dich tiém truyén PIC/S-GMP|17-0015 ™ % Swiss AgerTcy for
Roch? Lt(,j' B Kaiseraugst, Switzerland Mabthera (Rituximab 500mg/50ml); 8 o The.rapeutl.c Products
(Co'so dong gdi) + Dung dich dam d&c dé pha dung dich tiém truyén Perjeta § (Swissmedic)
(Pertuzumab 420 mg/14ml). 3
14 [Sandoz GmbH- BiochemiestralRe 10, 6336 |* San phdm: EU GMP |INS-482451- © Federal Office for Safety 1
Organisationseinh [Langkampfen, Austria + Thudc bdt pha tiém Sandostatin LAR 10mg (octreotide 0008-001 § in Health Care, Austria
eit/ Business Unit acetate 10mg), (6/20) N
PharmOps + Thudc bdt pha tiém Sandostatin LAR 20mg (octreotide S
(Co s& sdn xuat) acetate 20mg), e
Abbott Biologicals |Veerweg 12, OLST, + Thudc bdt pha tiém Sandostatin LAR 30mg (octreotide EU GMP |NL/H15/100 Health Care Inspectorate
B.V 8121AA, Netherlands acetate 10mg). 5176 9 - Pharmaceutical Affairs
(Co s& sdn xuat 8 ® |and Medical Technology,
dung mo6i pha § 8 Netherlands
tiém) ® 3
N
Novartis Pharma |Schaffhauserstrasse, 4332 PIC/S GMP 15-1877 Swiss Agency for
Stein AG, Stein, Switzerland " Therapeutic Products
Pharmaceutical § (Swissmedic)
Operation >
Schweiz Steriles §
(Co s& déng goi) -
15 [Genentech, Inc. South San Francisco, * San pham: Thudc tiém Avastin (bevacizumab 100mg/4ml, U.S. cGMP |03-0201- United States Food and 1
(Co s sdn xuat) |California (CA) 94080, 400mg/16ml) Injection. 2016-02-VN © o |PrugAdministration
United States (USA) § § (U.S. FDA)
F.Hoffmann-La Wurmisweg, Kaiseraugst, g g
Roche Ltd., CH-4303, Switzerland F F
(Co s& ddng goi © ©
thr cap)
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16 |TRB PharmaS.A. |Plaza 939, 1427, Buenos |* San phdm: Vién nang cirng Artrodar (Diacerein 50mg) PIC/S GMP (20132020 ~ w |National Administration 2
Aires, Republica Argentina 000157 17 § § of Drugs, Foods and
> > |Medical Devices
o o
) = |(ANMAT), Argentina
i i
17 [Utsunomiya Plant [16-3, Kiyohara * San pham: Japan- [321; 322 Ministry of Health, 1
of Chugai Pharma |Kogyodanchi, Utsunomiya | + Dung dich ddm d3c d& pha dung dich tiém truyén Actemra GMP ~ 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 d&c dé pha dung dich tiém truyén Actemra § Q
Xuat) 200mg (Tocilizumab 200mg/10mL), Hp 1 lo 10 mL. 2 <
3
F.Hoffmann - La |Betriebsstandort PIC/S-GMP[17-0015 N E Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, 4303 8 Therapeutic Products
ddng goi) Kaiseraugst, Switzerland S (Swissmedic)
3
18 ([Sopharma AD 16 lliensko Shosse Str., * Thuéc vé trung: EU-GMP |BG/GMP/20 Bulgarian Drug Agency 1
Sofia 1220, Bulgaria + Thudc san xuat vd trung: dung dich thudc tiém thé tich 17/097 N P
3 o o
nho. I ~
S~ S~
+ Thuéc tiét trung cudi: dung dich thudc tiém thé tich nho. g 5
Q a
19 |Merck Sharp & 2778 South East Side * San pham: Thudc tiém Primaxin I.V. (Imipenem and Cilastatin| US cGMP [289B-2TEC 9 United States Food and 1
Dohme Corp. Highway, Elkton, VA for Injection). 8 Drug Administration
(Co s& sdn xuat) [22827, USA 3 o |(U.S.FDA)
S| g
- N
Laboratories Route de Marsat, Riom, EU GMP [HPF/FR/173/ ) § French National Agency
Merck Sharp & 63693 Clermont Ferrand 2015 8 S |for Medicine and Health
Dohme Chibret cedex 9, France x Products Safety (ANSM)
(Co s& déng géi) g
20 |IND-SWIFT OFF NH-21 Village * Thudc khéng vo triing: Vién nang clng, vién nén, vién nén EU-GMP |UK GMP © o |United Kingdom's 2
LIMITED Jawaharpur Tehsil Dera bao phim. 31450 Inps § § Medicines and
Bassi District S.A.S Nagar GMP Py S |Healthcare Products
o —
(Mohali) Punjab, IN 31450/3603 = > |Regulatory Agency
n
140507, India 11-0007 ° ©  |(MHRA)
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TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | NGAY . NHOM
STT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO QUAN CAP THUOC
HAN 1 | 2
21 |Wasserburger Wasserburger * San pham: EU-GMP |DE_BY_04_G Co quan tham quyén 1
Arzneimittelwerk |Arzneimittelwerk GmbH |B6t pha tiém Somatostatin Lyomark 3mg (Somatostatin 3mg). MP_2016_0 9 blrc
GmbH Herderstr. 2 Tén tai Viét Nam: Bot pha dung dich tiém tinh mach 107 8
(Co s sdn xuat) |[83512 Wasserburg am Nitatsoma. g @
Inn, Germany S ;]
S~
8
Lyomark Pharma |Lyomark Pharma GmbH EU-GMP [DE_BY_04_G| «© S
GmbH Keltenring 17 MP_2016_0 8
(Co s& xuat 82041 Oberhaching 078 8
xuwéng) Germany E
22 |Genzyme Ireland [IDA Industrial Park, Old *Thudc san xuat vd trung: dung dich thé tich nhé; thuéc déng | EU GMP |10592 Health Products 1
Limited Kilmeaden Road, kho; ut] % |Regulatory Authority
Waterford, Ireland * Thudc khong vé tring: vién nang cirng, vién nén, thudc bot & &  |(HPRA), Ireland
pha hoén dich udng, vién nén bao phim; g 5
* Thuéc cdng nghé sinh hoc: thudc vé trung chira hoat chat = -
sinh hoc.
23 |Genzyme Limited |37 Hollands Road, *Thu6c san xuat vo trung: dung dich thé tich nho; thuéc bét EU-GMP |UK MIA Medicines and 1
Haverhill, CB9 8PU, United |ddng kho pha tiém; 8596 Insp " « |Healthcare Products
Kingdom (hoac 37 * Thudc tiét trung cudi: dung dich thé tich nhd; GMP/GDP § § Regulatory Agency
Hollands Road, Haverhill, [* ThuSc khéng vé trung: vién nén; 8596/18052-| & % |(MHRA), United
Suffolk, CB9 8PU, United |* Thudc sinh hoc: thudc mién dich; thudc diéu tri té bao; thuéc 0025 § § Kingdom
Kingdom) céng nghé sinh hoc; thudc cé ngudn géc tir ngudi/dong vat. e o
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TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | NGAY . NHOM
STT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP HET CO' QUAN CAP THUOC
HAN 1 2
24 |Holopack Bahnhofstrasse, gemaess |* Thudc vé trung chira hormon hodc chat cé hoat tinh hormon,| EU-GMP |DE_BW_01_ Co quan tham quyén 1
Verpackungstechn |den vorliegenden prostaglandin/cytokine, chat (rc ché mién dich, sulphonamide: GMP_2016_ burc (Baden-
ik GmbH Grundrissplaenen vom + Thudc san xuat vé trung: Dung dich thé tich 1én; dang bao 0143 Wirttemberg)
17.07.2013, Abtsgmuend- |ché& ban ran; dung dich thé tich nhé (bao gdm ca ché pham nho
Untergroeningen, 73453, mét);
Germany + Thuéc tiét trung cudi: Dung dich thé tich |én; dang bao
ché ban ran; dung dich thé tich nhé (bao gdm ca ché pham nho © o
mét); § §
* Thuéc khéng vé trung chira hormon hodc chat cé hoat tinh Py =
hormon, prostaglandin/cytokine, chat (rc ché mién dich, g g
sulphonamide: Thuéc dung ngoai dang 1dng; thudc udng dang e o
Idng; dang bao ché ban ran.
* Thuéc sinh hoc: Albumin; thuéc cdng nghé sinh hoc (bao
gdm ca protein/DNA téi t6 hop, enzyme);
* Thudc duoc lidu;
* Thuéc vi lugng déng can.
25 |LTS Lohmann LTS Lohmann Therapie- * San pham: Miéng dan gidi phong qua da Evra EU-GMP |DE_RP_01_ © Co quan tham quyén 1
Therapie-Systeme |Systeme AG (Norelgestromin 6mg, Ethinyl estradiol 600mcg) GMP_2016_ § Dlrc (Landesamt Fur
AG Lohmanstr. 2 0024 5 Soziales, Jugend und
(Co s& sdn xudt) [56626 Andernach S g Versorgung)
Germany o S
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 ™~ S Federal Agency for
Pharmaceutica NV |Beerse, 2340, Belgium 17/007 8 ' |Medicines and Health
(Co s& déng gbi) b Products (FAMHP),
§ Belgium
26 |Nichi-lko 6-21, Sogawa 1-chome, * San pham: Japan- |167 Japan Ministry of Health,| 1
Pharmaceutical |Toyama-shi, Toyama, + Vién nang cing NIKP-Fosfomycin Capsules 250 mg GMP ~ o |Labourand Welfare
Co., Ltd Japan (Fosfomycin Calcium Hydrate 250mg ); § §
(Nichi-lko (205-1, Shimoumezama + Vién nang cing NIKP-Fosfomycin Capsules 500 mg 5 F
Pharmaceutical Namerikawa-shi, Toyama, [(Fosfomycin Calcium Hydrate 500mg ); g g
Co., Ltd. Toyama [Japan) - -
Plant 1)
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TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | NGAY _ NHOM
STT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO QUAN CAP THUOC
HAN 1 | 2
27 |Laboratorios Ronda de Valdecarrizo, 6, |* ThuSc vé trung (bao gdbm ca thudc chiva chat doc té bao, chat| EU-GMP [ES/076HVI/1 Agency for Medicines 1
Normon, S.A Tres Cantos 28760 hwéng than): 7 and Health Products
(Madrid) Espana + Thudc san xuat vé trung: Thubc déng khd; Dung dich thé (AEMPS), Spain
tich nho; Thudc cay ghép va thubc dang ran (bao gdm ca thuéc
chira khang sinh nhém B-Lactam). ~ o
+ Thudc tiét trung cubi: Dung dich thé tich I¢n; Dung dich § §
thé tich nhé. o S
* Thuéc khéng vé trung (bao gdbm ca thudc chira chat doc té S %
bao, chat hwdng than): Vién nang cirng (bao gébm ca thudc e o
chira khdng sinh nhdm B-Lactam); Thudc dung ngoai dang
I6ng; Thudc udng dang I6ng; Vién nén (bao gdm ca thudc chira
khang sinh nhém B-Lactam); Vién nén, vién bao khang virut.
28 |lanssen Cilag Domaine de Maigremont, |* ThuSc khdng vé trung: Vién nang cirng; thuéc dung ngoai EU GMP |HPF/FR/204/| © o |French National Agency 1
27100 Val-de-Reuil, dang l6ng (bao gbm ca nhii twong béi ngoai da); thudc udng 2016 § § for Medicine and Health
France dang I6ng; dang bao ché& ban rén; vién nén. § E Products Safety (ANSM)
= 3
N o~
29 [Sophartex 21 rue du Pressoir, 28500 |* Thuéc khéng vé trung: Vién nang cirng (bao gdm ca thudc EU-GMP |HPF/FR/116/| o |National Agency for the 1
Vernouillet, France chira khéng sinh nhdm betalactam); thudc udng dang long; 2017 § § Safety of Medicine and
thu6c c8m; vién nén (bao gdm ca thubc chira khang sinh nhém o > |Health Products (ANSM),
betalactam), vién bao duong. S S France
N —
30 [HauptPharma Donaustaufer StraBe 378, |* ThuSc khdng vé trung (chira khdng sinh, chat doc té bao/chat| EU-GMP |DE_BY_05_G Co quan tham quyén 1
Amareg GmbH 93055 Regensburg, kim t& bao, hormon va cac chat ¢ hoat tinh hormon, chat MP_2017_0 ~ o (b
Germany mién dich): Vién nang ctrng; thuéc diing ngoai dang ldng; 024 8 8
thuéc udng dang 16ng; dang bao ché bén ran; thudc dan; vién § 5
nén. 3 N
31 |Glenmark Calle 9, N° 593, Industrial |* Thudc vd trung chira hoat chat kim té& bao: Thuéc tiém dung | PIC/S GMP [2017/133- ~ o |National Administration 2
Generics S.A. Park Pilar - Province of dich (bao gdbm ca dung dich thé tich 1&n); thudc déng kho. INAME 14 § § of Drugs, Foods and
Buenos Aires - Argentine > > |Medical Devices
Republic § § (ANMAT), Argentina
o o
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TEN O SO SAN . ) ] NGUYEN | GIAY CH. | NGAY | NGAY . NHOM
STT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO QUAN CAP THUOC
HAN 1 | 2
32 |Ferring GmbH Wittland 11, 24109 Kiel, |* Thudc vd trung: EU-GMP |DE_SH_01_ Co quan tham quyén 1
Germany + Thudc san xuat vé trung (chira hormon va chat cé hoat GMP_2016_ buc
tinh hormon): Thuéc déng khd; dung dich thé tich nho; vi 0058
nang. 9 a
+ Thudc tiét trung cudi: Dung dich thé tich nho. 8 8
* Thudc khdng vé tring: ThuSc ubng dang 1dng (chira hormon S 5
va chat cé hoat tinh hormon). S =
* Thuéc sinh hoc: ThuSc déng khé san xuat vé trung cé ngudn
goc tlr ngudi; thube déng khé san xuét vo trung st dung céng
nghé gen.
33 |Ferring GmbH Wittland 11, 24109 Kiel, |* San pham: EU-GMP |DE_SH_01_ Co quan tham quyén 1
(Co s& sdn xuat) [Germany + Dung dich tiém tinh mach Duratocin (carbetocin GMP_2016_ Plrc
100mcg/1ml); 0058 )
+ BOot dong khoé pha tiém tinh mach Glypressin (Terlipressin Q
acetate 0,86mg); E
+ BOt pha tiém Menogon (Menotrophin 751U FSH + 751U LH); E
+ B6t pha tiém Menopur (Menotrophin 751U FSH + 751U LH); o
+ B6t dong kho va dung méi pha dung dich tiém Menopur 3
- - multidose 6001U (Menotrophin tinh khiét cao 6001U/ml); E -
Ferring ' Chemin de la + B5t dong khd va dung mdi pha dung dich tiém Menopur PIC/S GMP |17-0474 g Swiss Agen.cy for
International Vergognjdusaz 50, 1162 St- multidose 12001U (Menotrophin tinh khiét cao 12001U/2ml); ~ The'rapeutl‘c Products
Cente,r S"i‘ o Prex, Switzerland + Dung dich tiém tinh mach Tractocile (Atosiban acetate, 5 (Swissmedic)
(Co s dong gdi) 7,5mg/ml atosiban); §
Q
8
34 |UNITHERLIQUID |1-3 Allée de la Neste, ZI  |* Thu8c khdng v trung: Thudc udng dang 1dng; thudc dung EU-GMP |HPF/FR/262/ French National Agency 1
MANUFACTURING |d'En Sigal, COLOMIERS, ngoai dang léng; thudc dat (bao gdm ca thudc trirng); thuéc 2016 for Medicine and Health
Cach ghi khac: 31770, France ban ran. Q 9 |Products Safety (ANSM)
UNITHER LIQUID * Thudc sinh hoc: Cac san pham chiét xuat tir ngudi hodc dong 8 a
MANUFACTURING vat. o 8
- COLOMIERS * Thudc duoc lidu. 3 Q
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35 |SOPHARTEX 21 rue du Pressoir, * Thuéc khéng vé trung: Vién nang cirng (bao gébm ca thudc EU-GMP |HPF/FR/115/ National Agency for the 1
VERNOUILLET, 28500, chira khdng sinh B-Lactam); thudc uéng dang l6ng; thudc com; 2017 ™~ o [Safety of Medicine and
France vién nén (bao gém ca thuéc chira khang sinh B-Lactam); vién 8 8 Health Products (ANSM),
bao dudng. S I |France
S| S
o~ —
36 |[FAREVA AMBOISE |Zone Industrielle, 29 route |* ThuSc vé trung: EU-GMP |HPF/FR/94/2 National Agency for the 1
des Industries, POCE SUR + Thudc san xuat vd trung: Dung dich thé tich |&n; dung dich 016 © o Safety of Medicine and
CISSE, 37530, France thé tich nhé. § § Health Products (ANSM),
+ Thuéc tiét trung cudi: Dung dich thé tich 1&n; dung dich thé ) &S |France
, 3 o o
tich nho. E g
* ThuBc khoéng vé tring: Vién nang cirng; vién nén (chira chit
¢6 hoat tinh hormon).
37 |Hanmi 214, Muha-ro, Paltan- * Thu6c udng dang ran: Vién nén; vién nang cirng; thudc bot; | PIC/S-GMP [2017-D1- ~ o [|Korean Ministry of Food 2
Pharmaceutical myeon, Hwaseong-si, thuéc hit (dang ran); vién nén tan trong miéng; vién nén nhai. 0659 § § and Drug Safety -
Co., Ltd. Gyeonggi-do, Republic of |* Dung dich nhé mat. Py S |Gyeongin Regional
Korea % % Office
o ~N
38 |BARD UNIT 191, CAMBRIDGE * ThuBc khdéng vé trung: Vién nang clng; vién nén; cdm pha EU-GMP |UK MIA Medicines and 1
PHARMACEUTICA |SCIENCE PARK, MILTON hdn dich udng. 1811 Insp N @ |Healthcare Products
LS LIMITED ROAD, CAMBRIDGE, CB4 GMP/IMP 8 &  [Regulatory Agency
0GW, United Kingdom 1811/21989- § E (MHRA), United
0031 a X |Kingdom
39 [LABORATORIOS [Avda. Miralcampo, 7, Pol. |* Thu6c khdng vé trung: EU-GMP |ES/095HVI/1 Agency for Medicines 1
LICONSA, S.A. Ind. Miralcampo, + Vién nang cirng (bao gbm ca thuéc chira chat gdy nghién, 6 and Health Products
Azuqueca de Henares, hwéng tdm than, chira hormon hodc chat cé hoat tinh © o (AEMPS), Spain
19200 Guadalajara, Spain |hormon); § §
+Vién nang mém; thudc bot; dang bao ché& ban ran (bao N )
gdm ca thubc chira chat gdy nghién, hwdng tdm than, chira % %
hormon hodc chat c6 hoat tinh hormon); e o~
+ Vién nén (bao gdbm ca thudc chira chat gy nghién, huwdng
tdm than).
40 |GlaxoSmithKline |Knockbrack, Dungarvan, [* Thu&c khéng vé trung: Vién nén; miéng dan qua da; thuéc EU GMP [11518/M47 © o |Health Products 1
Dungarvan Co. Waterford, Ireland cém. 7 § § Regulatory Authority
Limited A S [(HPRA), Ireland
s|¢g
(] o~
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41 (Dr.Reddy's Block A and B, Plot No. P1 |* S&n pham: EUGMP |DE_BY 04 G Co quan tham quyén 2
Laboratories Ltd. [to P9, Phase Ill, Duvvada, + Vién nén bao phim Capecitabin beta 500 mg; MP_2016_0 Dburc (Regierung von
Formulation FTO- |VSZE, Visakhapatnam, + Dung dich ddm dic pha tiém truyén Docetaxel beta 20 064 Oberbayern)
7 Andhra Pradesh 530046, [mg/1 ml, 80 mg/4 ml, 160 mg/8 ml;
India + Dung dich ddm dic pha tiém truyén Bendamustin HCl beta
180 mg/4 ml;
+ Bét pha dich truyén Pemetrexed beta 100 mg, 500 mg; © o
+ Bot pha tiém Bortezomib beta 1 mg; § §
+ B6t pha tiém Bortezomib beta 3, 5 mg =~ =
(trometamol/citrate); % g
+ BOt pha tiém Bortezomib betapharm 3, 5 mg (mannitol); o~ -
+ Vién nén Rasagilin beta 1 mg;
+ Vién nang cirng Imatinib beta 50 mg, 100 mg, 400 mg;
+ Vién nén bao phim Imatinib beta 100 mg, 400 mg.
42 |Pierre Fabre Aquitaine Pharm * San pham: Thudc bdt déng khd Cernevit. EU-GMP [HPF/FR/070/| National Agency for the 1
Medicament International 1, Avenue du 2017 § Safety of Medicine and
Production (Co s& |Béarn, IDRON, 64320, > Health Products (ANSM),
san xuat) France g g France
~ g
0
Baxter SA (Co's@ [Boulevard Rene Branquart EU GMP |BE/GMP/20 © g Federal Agency for
doéng goi va xudt |80, Lessines, 7860, 15/118 8 ™' |Medicines and Health
xuwdng 16) Belgium § Products (FAMHP),
Y Belgium
43 |Valpharma S.p.A. [Via Ranco, 112 (loc. * San pham: Vién nén phéng thich kéo dai Macorel 30mg EU GMP [IT/196- © Italian Medicines Agency| 1
(Co s& sdn xuat) |Serravalle), Serravale, (Nifedipine 30mg). 1/H/2016 I (AIFA)
47899, San Marino, Italy § a
~ i
Elpen Marathonos Ave. 95, 46404/4-7- © § National Organization
Pharmaceutical Pikermi Attiki, 19009, 2016 8 S |for Medicines (EOF),
Co., Inc. (Co s& Greece 5 Greece
ddng goi) ®
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44 |Fresenius Kabi Via S. Leonardo 23-45010 |* San pham: EU-GMP |IT/187- " AIFA ltalian Medicines 1
Anti-Infectives Villadose (RO), Italia + Piperacillin/Tazobactam Kabi 2g/0.25g; 1/H/2015 § Agency
S.R.L. (Co s& san + Piperacillin/Tazobactam Kabi 4g/0.5g; o
xuat ban thanh + Cefepime Kabi 1g; 3 ~
pham) + Cefepime Fresenius Kabi 2g. - S
Labesfal - Zona Industrial do Lagedo, EU-GMP |F010/S1/MH % National Authority of
Laboratorios Santiago de Besteiros, /001/2015 ut] X [Medicines and Health
Almiro SA 3465-157, Portugal 8 ©  |products (INFARMED),

(Co s& san xuat § Portugal
thanh pham va 2
Xuat xudng)

45 |ONE PHARMA 60th km N.N.R. Athinon- |* Thu8c khéng vé trung: Vién nang cirng; thudc dung ngoai EU GMP |39675/ 27-4- National Organization 1
INDUSTRIAL Lamias, Sximatari Voiotias,|dang 16ng; thudc uéng dang |1dng; vién nén. 2017 ~ Q |for Medicines (EOF),
PHARMACEUTICA (32009, Greece & & |Greece
L COMPANY 8 3
SOCIETE S S

i i
ANONYME

46 |LABORATORIO Baronessa de Malda, 73, |* Thu6c khdng vé trung: Vién nén (bao gdm cd hormon va chat| EU-GMP [NCF/1707/0 Ministry of Health of 1

ALDO-UNION SL  |08950 Esplugues de c6 hoat tinh hormon); thudc udng dang 1dng; thudc dung ngoai 01/CAT N 9  |Government of
Llobregat (Barcelona), dang 16ng; thudc phun mu (bao gébm cd hormon va chat cé 8 8 Catalonia, Spain

Spain hoat tinh hormon); dang bao ché& ban rin (bao gdbm ca hormon g g

va chat c6 hoat tinh hormon). Q m

47 |Janssen Lammerdries 55, Olen, * San pham: Vién nang clng giai phdng kéo dai Reminyl 8mg, EU-GMP |BE/GMP/20 © Federal Agency for 1
Pharmaceutica NV |2250 (hodac B-2250), 16mg (Galantamin 8mg, 16mg). 16/026 8 Medicines and Health
(Co s sdn xuat) [Belgium 5 Products (FAMHP),

g Belgium
Janssen Turnhoutseweg 30, EU GMP |BE/GMP/20 Federal Agency for
Pharmaceutica NV |Beerse, 2340 hoac (B- 17/007 N % |Medicines and Health
(Co s& kiém 2340), Belgium 8 a Products (FAMHP),
nghiém, xuat § § Belgium
xudng cdm BTP) X Q
Janssen Cilag Via C. Janssen (loc. Borgo EU GMP [IT/267- 1 AIFA Italian Medicines
S.P.A. S. Michelle), 04100 Latina 1/H/2015 8 Agency
(Cos& déng gbi, [(LT), Italy ]
Xuat xudng E
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48 |FERRING 1 REDWOOD PLACE, PEEL |* Thu6c khdng vé trung: hé phan phéi thuéc dat am dao. EU GMP [UK MIA © o |Medicines and 1
CONTROLLED PARK CAMPUS, EAST 8731 Insp § § Healthcare Products
THERAPEUTICS KILBRIDE, GLASGOW, G74 GMP F = |Regulatory Agency
LIMITED 5PB, United Kingdom 8731/18177- g g (MHRA), United
0016 e ©  |Kingdom
49 [Frosst Iberica, S.A. |Via Complutense, 140, Thudc khéng vd trung: Vién nén; vién nén bao phim. EU-GMP |ES/044HVI/1 ~ o |Agency for Medicines 1
Alcala de Henares 28805 7 § § and Health Products
(Madrid) - Spain F N |(AEMPS), Spain
S| &
o o~
50 |Ay 235, Miyakami, Shimizu-  [S&n phdm: Thudc tiém Neoamiyu Japan GMP|4136 © — |Ministry of Health, 1
Pharmaceuticals |ku, Shizouka-shi, Shizuoka, § § Labour and Welfare
Co., Ltd Shimizu  |Japan S & |(MHLW), Japan
Plant N )
— o
51 |Glenmark Village Kishanpura, Baddi- |* Thu8c v6 trung: thuéc uéng dang 1dng (Ascoril Expectorant, EU-GMP |095/2016/S ~ o |State Administration of 2
Pharmaceuticals |Nalagarh Road, Tehsil Fenspiride 2mg/ml) ; vién nén (Ascoril, Glemont T4, Glemont AUMP/GMP § § Ukraine on Medicinal
Ltd. Baddi, Distt, Solan (H.P.) |CT5, Candid-V6 100mg); vién nén bao phim (Glevo 250mg, sy S |Products
173 205, India Glevo 500mg, Glencet Advance, Croffestra, Lizolid-600, % §
Fenspiride 80mg). o e
52 |Fidia Farmaceutici |Via Ponte Della Fabbrica [*Thu8c vé trung: EU-GMP [IT/43- Italian Medicines Agency| 1
S.P.A 3/A-35031 Abano Terme |+ Thudc san xuat vé trung: dung dich thé tich nhoé (bao gdm ca 2/H/2017 (AIFA)
(PD) Italy san pham chiét xuat tir dong vat); thudc xit.
+ Thudc tiét trung cudi: Dung dich thé tich nho (bao gdm ca ~ Q
san pham chiét xuat tir dong vat); thudc dang ran va thudc cay 8 8
ghép. g g
* Thudc khdng vo triing: vién nang clrng; thudc khung tham; X &
vién nén; dang bao ché ban ran.
* Thudc sinh hoc: Ché phdm mién dich (vac xin virus sdng); San
pham ngudn gdc tir ddng vat.
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53 [GlaxoSmithKline [Strada Provinciale Asolana [*Thu6c vé trung EU-GMP [IT/90- Italian Medicines Agency| 1
manufacturing N.90 (loc. San Polo) - + Thudc san xuat vé trung: thudc dong khd (Chat doc té 3/H/2016 (AIFA)
S.P.A 43056 Torrile (PR), Italia  [bao/Chat kim t& bao; Prostaglandins/Cytokines: vac xin vi
khu&n b3t hoat; Protein/DNA téi t6 hop); dung dich thé tich
nhd (Chat doc té bao/chat kim té€ bao); thudc tiém dang © ©
liposome (chat doc té& bao/ chat kim té bao). § §
+ Thuéc tiét trung cudi: Dung dich thé tich nho. - -
* Thuéc khéng vé trung: Vién nang cirng (chat doc té bao/chat g g
kim t& bao); dung dich thudc udng; vién nén (chat doc té& o o
bao/chat kim té& bao).
* Thudc sinh hoc: sinh pham mién dich (vac xin vi khuan bat
hoat); sinh phdm cdng nghé sinh hoc (Protein/DNA t&i t6 hop).
54 |Vuab Pharmaa.s |Vltavska 53,252 63 * Thuéc vé trung: EU GMP |[sukls158194 State Institute for Drug 1
Roztoky, Czech + Thudc san xuat vo trung: thudc ddng khd (chira hormon). /2014 n ~ |Control (SUKL), Czech
Q & |Republic
S~ S~
o (o]
o —
S~ S~
i i
— —
55 |Vetter Pharma- Eisenbahnstr. 2-4 88085 [San phadm: dung dich tiém Bonviva 3mg/3ml (Ibandronic acid EU GMP |DE_BW_01_ © Co quan tham quyén 1
Fertigung GmbH &|Langenargen, Germany 3mg) GMP_2016_ 8 burc
Co.Kg 0077 5 o
(Co s& sdn xuét) g §
Roche Diagnostics [Sandhofer StraBe 116, EUGMP [DE_BW_01_| g Co quan thdm quyén
GmbH 68305 Mannheim, GMP_2016_ § § Dirc
(Co s& dong géi + [Germany 0119 >
~ 2 i
Xuat xuong) 5
o
56 |C.B. Fleet Lynchburg, VA 24502, USA [San phdm: dung dich thut trwc trang Fleet Enema (dibasic US cGMP |4ZTE-ACY7 ~ o |United States Food and 1
i —
Company, sodium phosphate 7gm/118ml, monobasic sodium phosphate Q Q  |Drug Administration
Incorporated 19gm/118ml) g 5 (U.S. FDA)
S~ S~
N Py
57 |Kyongbo 174, Sirok-ro, Asan-si, Vién nén, vién nang, siro thudc; PIC/S-GMP [2017-G1- ~ « |Daejeon Regional Food 2
Pharmaceutical Chungcheongnam-do, Thu6c bdt pha tiém sdn xuit vo trung (chira cephalosporin). 1340 § § & Drug Administration
Co., Ltd Korea ) )
o o
S~ S~
S S
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58 [KRKA, d.d., Novo [Smarjeska cesta 6, Novo [|* Thuéc vé trung: EU-GMP |401-15/2016- Agency for Medicinal 1
mesto mesto, 8501, Slovenia + Thuéc san xuat vd trung: dung dich thé tich |&n; dung dich 6 ~ o Products and Medical
thé tich nhd (chira hormon hodc chat cé hoat tinh hormon). § § Devices of the Republic
+ Thudc tiét trung cudi: dung dich thé tich 1&n; dung dich thé - o |of Slovenia (JAZMP)
tich nhd (chtra hormon hodc chat c6 hoat tinh hormon). § g
— on
59 |lpca Laboratories |Plot No. 255/1, Village * Thu8c khéng vo tring: vién nang clrng; vién nén, vién nén EU-GMP |DE_BY_05_G| o |Medicines and 2
Limited Athal, Union Territory of |bao phim, vién nén giai phong cham, vién nén khéng dich vi, MP_2017_0 § § Healthcare Products
Dadra and Nagar Haveli, [caplet. 044 - N |Regulatory Agency
396230 Silvassa, India % S (MHRA), United
~ ~ Kingdom
60 |PT. Merck Tbk JL. TB Simatupang No. 8  |Thuéc khéng chira khang sinh nhédm betalactam, thudc tranh | PIC/s-GMP [4833/CPOB/ | — |National Agency for Drug 2
Pasar Rebo Jakarta Timur |thai, thu6c chira hormon sinh duc, thudc chira chat kim té bao: A/XIl/16 § § and Food Control
13760, Indonesia vién nang clrng. E E (NADFC), Indonesia
=R
61 |[J. Uriachy Avda. Cami Reial, 51-57, |S&n phim: Vién nén bao phim Anastrozol Mabo (Anastrozol 1 EU-GMP |2016/02884 © ~ |Ministry of Health of 1
Compaiiia, S.A 08184 Palau - Solita i mg) § § Government of
Plegamans (Barcelona), Tén tai Viet Nam: Aremed 1mg E E Catalonia - Spain
Spain ) <
o o
62 |Capsugel Ploermel|Zl de Camagnon, 56800 * San pham: EU-GMP [HPF/FR/029/| French National Agency 1
(Co s& sdn xuat  |Ploermel, France + Thudc vién nang mém Utrogestan 200 mg (Progesterone 2017 § for Medicine and Health
bén thanh pham) dang hat min 200 mg), Tén Viét Nam: Progesterone (dang hat ~ Products Safety (ANSM)
min) 200 mg; 2 -
+ Thudc vién nang mém Utrogestan 100 mg (Progesterone © S
Besins Groot Bijgaardenstraat dang hat min 100 mg), Tén Viét Nam: Progesterone (dang hat EU-GMP |BE/GMP/20 % Federal Agency for
Manufacturing 128, Drogenbos, 1620, min) 100 mg". 16/014 Q § Medicines and Health
Belgium SA Belgium 8 °  |Product of Belgium
(Co s& dong gai, g
kiém nghiém, xuat 9
xudng)
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63 |Gentle Pharma No.2, Fon Tan Rd., Fon Tan|* Thu6c vé trung: PIC/S-GMP (0323 Ministry of Health and 2
Co., Ltd. Ind. Dist., Da Bi Hsiang, + Thudc san xuat vé trung: Thubc bot pha tiém; thudc tiém; Welfare, Republic of
Yunlin Hsien, Taiwan thudc nhd mat, nho miii, nho tai. China (Taiwan)
+ Thudc tiét trung cudi: Thudc tiém.
* Thudc khong vo trung: dung dich, hdn dich; thudc kem,
thu6c md; vién nén, thudc bot, thudc cém, vién nang cirng. © ~
* Thuéc chira: § §
+ Carbapenem: Bt pha tiém(vo trung). = >
+ Cephalosporin: Bot pha tiém (v6 trung), c6m, vién nang. § g
+ Penicillin: Bt pha tiém (vé trung), cém, bdt, vién nang. e ™
+ Methylprednisolon: Bt pha tiém (San phdm Somidex).
64 |[Novo Nordisk 45 Avenue d'Orléans, * Thuéc v trung: EU-GMP |HPF/FR/074/| ~ o |French National Agency 1
Production SAS 28000 Chartres, France + Thudc san xuat vo trung: Dung dich thé tich nhé 2017 § § for Medicines and
* Thuéc sinh hoc: Thu6c cdng nghé sinh hoc § E Health Products Safety
5 > |(ANSM)
o o
65 |Vianex S.A.-Plant |16th km, Marathonos Ave, |* Thu8c v trung (thuSc chira chat doc té bao; thudc chira EU-GMP |87270/6-10- < ~ |National Organization 1
C Pallini Attiki, 15351, hormon): 2014 § § for Medicines (EOF),
Greece + Thudc san xuat vé trung: Thubc bot déng khd; Dung dich S > |Greece
thé tich nho; S S
+ Thudc tiét trung cudi: Dung dich thé tich nho. - -
66 [URSAPHARM Industriestrasse 35 66129 [* ThuSc vé trung: EU-GMP |DE_SL_01_G Co quan thdm quyén 1
Arzneimittel Saarbrucken, Germany + Thudc san xuat vé trung: dung dich thé tich 1on; dung dich MP_2016_0 burc
GmbH thé tich nhé (chira hormon ho3c chat cé hoat tinh hormon, 002 © o
Prostaglandins/ Cytokines). § §
+ Thudc tiét trung cudi: dung dich thé tich nho. - -
* Thudc khéng vo triing: vién nang cing; dung dich dung § §
ngoai; dung dich udng; cac dang thudc ban ran; vién nén; com. - -
* Thudc duoc lidu; thude vi lwgng déng can.
67 |Shinshin 324, Imaichi, Toyama-shi, |San pham: Japan- |1775 ~ Ministry of Health, 1
Pharmaceutical |Toyama, Japan + Vién nang cirng NIKP-Fosfomycin Capsules (Fosfomycin GMP § Labour and Welfare
Co., Ltd. Main Calcium Hydrate 250mg); I (MHLW), Japan
Plant + Vién nang cirng NIKP-Fosfomycin Capsules (Fosfomycin %
Calcium Hydrate 500mg) o
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68 [LTS Lohmann Lohmannstr. 2, 56626 * San pham: Miéng dén hap thu qua da Neupro (Rotigotine EU-GMP |DE_RP_01_ Co quan tham quyén 1
Therapie-Systeme |(hodc D-56626) 4,5mg/10cm2; 9,0mg/20cm?2; 13,5mg/30cm2; 18mg/40cm2). GMP_2016_ © Pirc
AG Andernach, Germany 0024 8
(Co s& san xuat va §
déng goi so cap) Py
Aesica Mittelstr. 15, 40789 EU-GMP |DE_NW_03_| Co quan tham quyén
Pharmaceuticals |Monheim am Rhein, GMP_2016_ § buc
GmbH Germany 0048 F
(Co s& dong goi g
thue cép) ~
Aesica Alfred-Nobel-Str. 10, EU-GMP |DE_NW_03_| % |Co quan thdm quyén
Pharmaceuticals |[Monheim am Rhein, GMP_2016_ § 8 Dlrc
GmbH 40789, Germany 0047 3 8
(Co s& kiém tra g ~
chét lugng) o
Aesica GalileistraRe 6, 08056 EU-GMP |DE_SN 01_ " Co quan thdm quyén
Pharmaceuticals |Zwickau, Germany GMP_2015_ s Dlrc
GmbH 0047 S
(Co s& kiém tra %
chat lugng) o
UCB Shannon Industrial Estate, EU GMP [2015/9427/ " Health Products
Manufacturing Shannon, Co. Clare, M687 b Regulatory Authority
Ireland Limited Ireland % (HPRA), Ireland
(Co s& xuat =
xuang) -
69 |PT. Abbott JI. Raya Jakatar - Bogor * Vién nén, vién bao khéng betalactam (khéng bao gébm thuéc |PIC/S GMP |4422/CPOB/ " o |National Agency for Drug 2
Indonesia Km. 37, Kel. Sukamaiju, tranh thai, héc mén sinh duc khéc, thuéc kim t& bao) A/V/15 3 & |and Food Control
Kec. Cilodong, Depok, % % (NADFC), Indonesia
Jawa Barat = -
70 |Mylan Opp |IM Bilekahalli * Thudc vd trung: thudc déng khd, dung dich thé tich nho, EU-GMP |UK GMP w |Medicines and 2
Laboratories Bannerghatta road bom tiém déng san. 20807 Insp g S |Healthcare Products
Limted - Sterile Bangalore In-560076, * Thudc tiét trung cudi: dung dich thé tich nhd, bom tiém déng GMP % % Regulatory Agency
products division [India san 20807/3457 § § (MHRA), United
482-0004 ©  |Kingdom
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71 |Pantheon Italia Viale G.B. Stucchi, 110 - * Thuéc vé trung: EU-GMP [IT/73- Italian Medicines Agency| 1
S.P.A 20900 Monza (MB), Italy + Thudc san xuat vd trung: Thudc déng khd, dung dich thé 10/H/2017 (AIFA)
tich nho (bao gdm san phadm cong nghé sinh hoc). ~ o
+ Thudc tiét trung cudi: Dung dich thé tich nho. § §
* Thuéc khéng vé trung: vién nang cirng, thudc bot, thudc y Ny
cdm; vién nén (hdc mdn va cac chat cé hoat tinh héc mén, § E
khong corticosteroid va hoc mén gidi tinh). e -
* Thudc cdng nghé sinh hoc: protetins tai t6 hop, khang thé
don dong.
72 |Patheon INC 2100 Syntex Court, * San pham: Vién nén Zytiga (Abiraterone acetate 250mg); Canada- [Gidy chirng Health Products and 1
Mississauga, Ontario, GMP nhan GMP: 'g 9 Food Branch
Canada L5N 7K9 64476; 8 8 Inspectorate (HPFBI),
Gidy phép E g ~ |Canada
san xuat: 53 8
100074-A e
Janssen Cilag Via C. Janssen (loc. Borgo EU GMP [IT/267- 1 § AIFA Italian Medicines
S.P.A. S. Michelle), 04100 Latina 1/H/2015 8 Agency
(LT), Italy E
S
73 |Yuria-Pharm Ltd. |108 Verbovetskogo St., * Thudc vo trung: + Thudc tiét trung cudi: dung dich thé tich EU-GMP |006/2017/R Ministry of Health, 2
Cherkasy, 18030, Ukraine [l&n, dung dich thé tich nho. 0] ~ o National Agency for
* Thuéc khéng vé trung: Thudc udng dang 16ng (dung dich, § § medicines and medical
siro). ~ S |devices, Romania
* Trir 02 sdn pham chua duwoc chirng nhan: dung dich dam d3c g g
pha dich truyén Rifonat 30mg/ml va Paskonat 30mg/ml. - o
74 |Patheon 5900 Martin Luther King  |* Thudc IV Busulfex (busulfan), 6mg/ml, Injection FDA cGMP |7GDF-KR3Z ~ o |United States Food and 1
Manufacturing Jr. Highway, Greenville, § § Drug Administration
Services, LLC North Carolina 27834, USA = =
S
— i
75 |Corealis Pharma [200 Boul Armand-Frappier [* Thu8c khéng vé triing: Vién bao phim. Canada- |OF15-50- Regulatory Operations 1
Inc./ Pharma Laval, Quebec, Canada, GMP 370/BFP © % |and Regions Branch
Corealis Inc. H7V 4A6 8 8 Health Products
g § Compliance
N @ |Inspectorate, Canada
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