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

Pot 1
(theo cong viin sé 144a/QLD-CL ngay 04/01/2013 ciia Cuc Quan 1y dwgrc)
STT |[NHA MAY|(DPIA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY CAP |[NGAY HET|CO QUAN
zl/cl)acl CE')O:;QSSZ“ * Thudc khong vo tring: vién nang ctng, talian
g |Janssen Cilag) i hele) - 0a010|0ung dich thuoc dung ngoai, dung dichip oy gl T/24- 000005 |2o/09/2014 | Medicines
S.P.A . thuoc uong, thuoc xit, vVién nén, thuoc bot, 1/H/2012
Latina (LT, x. % Agency AIFA
i thuoc com.
Italia
* Thudc vo trung:
+ Thudc pha ché vé tring: thudc déng
1541  Avenue|kho, dung dich thudc tiém thé tich nho French  Health
. Marcel Merieux,|+ Thudc tiét trung cudi: dung dich thudc HPF/FR/3 Products Safety
A : - 09/03/2012 14/10/2014
2. |Sanofi Pasteur | eoo00  Marcytiem thé tich nho U - GMR1 2012 Agency
L'Etoile, France |* Thudc sinh hoc: sinh phim mién dich, (AFSSAPS)
sinh pham cong nghé sinh hoc, sinh pham
c6 ngudn gde tir ngudi hodc dong vat.
* Thudc vo trang:
+ Thudc pha ché vo tring: thudc dong
Parc  industriel|kho, dung dich thudc tiém thé tich nho French  Health
. d'Incarville + Thudc tiét trung cudi: dung dich thudc HPF/FR/2 Products Safety
, : - 2012 1 2014
3 |Sanofi PasteUr o1 00 \zal  deltiem thé tich nho FU-GMAgp01p  |00/03120 6/09/2014 1 A gency
reul, France * Thubc sinh hoc: sinh phim mién dich, (AFSSAPS)

sinh pham cong nghé sinh hoc, sinh pham
c¢6 nguodn goc tir ngudi hodc dong vat




United

94 . ;
Fleet Rickmansworth |* Thudc khéng vé trung: :J;; 4 I\I/:lls'?)\ rﬁg:ﬁg;r:ss and
] + . X N N .
Laboratories | 02d  Watford)+ dung dich thuoc dung ngoal, dung dichg, s\idavp  loaozio11 [21/092013 | Healtheare
. Hertfordshire,  |thuoc udng, thuoc ban ran, thudc khdng
limited R ’ o R 133/3787 - Products
WD18 7JJ,|vo trung khac chira hé¢c mon. 0016 Reaul
United Kingdom egulatory
, Agency MHRA
2 Rue, du|* Thuoc vo trung: French  Health
Merck Sante Pressoir  Vert,|+ :Fhuoc pha ché v trung: thudc dong cU - GMPHPF/FR/Z 31/01/2011 21/07/2013 Products Safety
45400  Semoy,|khd 4/2011 Agency
France * Thudc khong vo trung: vién nén (AFSSAPS)
* X ~ ~ e~ . . X
29 Avenue \Thuoc k‘r_long vO trung. dgng Ehch thu?c French  Health
Charles defdung ngoai, dung dich thuoc uong, thuoc HPE/ER/7 Products Safety
Famar Lyon |Gaulle, 69230|rin chtra Cephalosporins, thuéc ban ran,[EU - GMA 11/03/2011 04/03/2014
) | ) \ ) R ) 6/2011 Agency
Saint Genis|vién nén (bao gom ca thudc chaa
\ (AFSSAPS)
Laval, France  |Cephalosporins).
* Thudc vo trung:
+ Thubc pha ché vé tring: thudc pha ché
v6 trung khéac (thudc nhod mat).
Elverum  Plant|+ Thudc tiét tring cudi: dung dich tiém .
Solb@rvegen  5|truyén thé tich nho. Norwegian
Nycomed =1\ - 2400|* Thude khong vé triing: dung dich thuécEU - GMA2/ 20495 |agj08r2012  |26/0a12015 | Medicines
Pharma AS \ C ) : 1 Agency
Elverum, dung ngoai (dau xoa bop, dung dich NaCl (NOMA)
Norway ding truc trang), dung dich thudc ubng
(duong ubng), thudc béan rin (gel), thudc
khong vo tring khac (thudc xit mii, khi
dung xit mii1).
United
UK  MIA Kingdom's
Aesica (Ngzg?nborouRr?ad * Thube khdng vo tring: dung dich thudce 32496 Insp medicines and
Queenborough| = =" 195E| ubng, thudc ran khéc, vién nén, thubc gayEU - GMAGMP 22/09/2011  |20/06/2014  |Healthcare
Limited ) ) 'mé dang hit 32496/304 Products
United Kingdom
33-0021 Regulatory

Adgency MHRA




Avinguda Cami

Reial, 51-57,
Poligon .
Industrial Riera|* Thudc khoéng vé tring: vién nang, vién Ministry of
JUriach  1|g Calders, |nén, vién bao, thudc bot, thuéc cbm, dung NCF/1112/ Health of
: e alders , , ; ,
’ . N .. . - 1/03/2011 1/01/2014
9 |CIASA  |08184 Palau -|dich thuéc ding ngoai (dung dich, nhal > CMHoo1/cAT |0HO3/201L  01/01/20 g;’t‘;‘i{)?:;e”t of
Solita ||dich), thudc m&, kem, gel. Spain
Plegamans
(Barcelona),
Snain
* Thube vo trung:
+ Thubc pha ché vé tring: dung dich
thudc tiém thé tich 16n, dung dich thude
21st Km(,. . 2 e \ o s Lz
. tiém the¢ tich nho, thudc ran va thuoc cay .
Demo  SaiNational - Road) , .\ +: khing sinh nhém beta lactam 4769/5-7- Greek National
10 [Pharmaceutica|Athens - Lamia, Shep IS s Z. . » EU - GMHA 16/08/2011 16/05/2014  |Organization for
. . . .|+ Thuoc tiét trung cuoi: dung dich thudc 2011 .
| Industry Krioneri  Attiki,|... PR ) PR 2 Medcines EOF
tiém the tich 16n, dung dich thuoc tiém thé
14568, Greece , .
tich nho.
* Thube khdng vo tring: dung dich thudc
dung ngoai.
* Thudc v trung:
+ Thubc pha ché vé tring: dung dich
S.8.7 BIS KMl|thudc tiém thé tich 16n, thuéc dong khd, :
195 - 80029 ich thubc tiém thé tich nh¢ IT/160- ltalian
11 |Kedrion SPA|-> dung dich thubc tiém the tich nho. ") _ gy 28/05/2012  |07/07/2014  |Medicines
SANT'ANTIMO [+ Thuoc tiét trung cudi: dung dich thuoc 4/H/2012 A
. i PR . PR . gency AIFA
(NA), Italia tiém thé tich 1on, dung dich thudc tiém thé

tich nho.
* Thuoc sinh hoc: ché pham tir mau




Via Nuova|* Thudc vo tring: ltalian
Bieffe Medital|Provinciale ~ -|+ Thudc tiét tring cudi: dung dich thudc 1 T/165- -
12 spA 23034 Grosottoltiém thé tich nho, dung dich thuée tiem[ = - CMa/Hj2012 (077062012 |30/11/2014 Xegr'lz'”eASIF A
(SO), Italia thé tich 16n gency
geva i 25 Slenklewiczal, 1, ¢ khong vo tring: vien nén, thube GIP-IW-N- ma'” tical
13 | PerANONS - lgy - gg-gpg| , woC NORY VO HANG: M UOCEy - GMA4022/96/1 [29/08/2011  |03/0gr2013 || narmaceutica
Poland Sp. Z ran khac (thuoc bot dé pha dung dich). Inspector,
Kutno, Poland 1
0.0. Poland
Vién nén (bao gdm ca Penicillin va
Lot 1-5, Cheng CephaLospor in), t h.u(.)c b\Qt pha hon d.mh National
Xepa - Soul Industrial Estate (bao gom ca Penicillin va Cephalosporin), Pharmaceutical
14 |Pattinson (M) 'lvién nang (bao gdém ca Penicillin vallC/S - GM123/12 20/03/2012 13/02/2014
75250 Melaka, ) i Z £ Control Bureau
Sdn Bhd i Cephalosporin), dung dich thuoc uong, i
Malaysia . L ge - £ N NPCB, Malaysia
dung dich thuoc dung ngoai, thuoc ma,
thudc kem, thuéc nhoé mat, thude nho tai.
Lot 2599, Jalan
Seruling 59,|Vién nén, vién nang, thudc bot, dung dich :
" A 2 g . A National
Duooharma Kawasan 3,[tiém truyén thé tich 16n, dung dich tiém Pharmaceutical
15 P taman  Klang|truyén thé tich nho, thubc kem, thubc m&,|IC/S - GM266/12  [07/06/2012  |23/04/2014
(M) Sdn. Bhd. Lz . P p X Control Bureau
Jaya, 41200|thudc com, dung dich thuoc (uong va i
\ .. £ . L NPCB, Malaysia
Klang, Selangor,|dung ngoai), thuoc nhé mat.
Malaysia
Lot 2&4, Jalan
Upha PIT, section 13, Vién nén, vién nang, thudc bot pha hdn National
Pharmaceutica o9 Industrial) . ubng, dung dich thubc udng hén hop Pharmaceutical
16 Estate, 43650 .«  2 L £ N .~ |IC/S - GM072/12 24/02/2012 16/01/2014
| Mfg (M) Sdn Bandar Barul V@ hon dich, thudc kem, thuoc ma, lotion, Control Bureau
Bhd thudc nho tai NPCB, Malaysia

Bangi, Selangor,
Malaysia




1-5, 7-23 and 25-

Australian

Hospira 39 Lexia Place MI-2011- Therapeutic
17 |[Australia Pty Mularave Vi(; * Thubc vo trung: thude tiém EU - GMHALI-01427- {13/10/2011 29/08/2014  |Goods
Ltd 3173 Australia 3 Administration
, (TGA)
* Thude khong vo tring: vién nang ctng,
Via Morelli, 2 -{dung dich thudc udng chira héc mén va /228 Italian
18 |Roche S.P.A [20090  Segrate|cac chat c6 hoat tinh héc mén (khong kéEU - GMR 1/H/2011 09/08/2011 26/11/2013  |Medicines
(MI), Italia thudc chira hdc mén corticosteroid va hoc Agency AIFA
mon sinh duc), vién nén.
Village
Ganguwala, Australian
Ranbaxy Paonta  Sahib,|, £ R N e , Therapeutic
19 |Laboratories [Sirmour District, .AThuc,)C khong Vo trung: vien nang cing, IC/S - GMZOlZ/0072 30/08/2012 25/07/2014  |Goods
. . Vién nen. 65 . .
Limited Himachal Administration
Pradesh 173025, (TGA)
India
* Thubc vo trung:
Aquitaine + Thubc dong khd (thube cd chat cd hoat
Pierre  Fabre Pharrm tinh héc mén), dung dich thudc tiém thé French  Health
. International 1, |tich nho(chat doc té bao/chat kim té bao). |EU -|HPF/FR/2 Products Safety
B N ‘. . . 26/10/2011 30/06/2014
20 mgz:f;rf;en”t Avenue dul+ Thudc tiét triing cudi: Dung dich thudc|GMP  [28/2011 Agency
Bearn  64320|tiém thé tich nho (AFSSAPS)

IDRON, France

* Thudc sinh hoc: san phdm cdng nghé
sinh hoc




* Thude vo trung:
+ Thudc pha ché vo tring: thudc déng

1541  Avenue|kho, dung dich thudc tiém thé tich nho French  Health
. Marcel Merieux,|+ Thudc tiét trung cudi: dung dich thudc|EU -|HPF/FR/3 Products Safety
21 |Sanofi Pasteur | c5o80  Marcy|tiem thé tich nho GMP  |12012  |0¥/0%/2012 (1471072004 ) ency
L'Etoile, France |* Thudc sinh hoc: sinh phidm mién dich, (AFSSAPS)
sinh phdm c6ng nghé sinh hoc, thudc co
ngudn gde tir ngudi hodc dong vat.
* Thudc khdng vo tring: vién nang cing i\lo;/r(]eglan for
Lek Perzonali 47, ch}’ra khang sinh beta lactam, vién nang 401- Mge dici{1al
22 |farmacevtska |Prevalje, 2391,|mém chira khang sinh beta lactam, thuoc|EU-GMP |0287/2010-|22/04/2011 09/12/2013
. P ) , ) . Products and
druzba d.d Slovenia ran khac chira khang sinh beta lactam, 5 ) )
A . . Medical Devices
vién nén chtra khang sinh beta lactam. (JAZMP)
* Thube v tring: thubc dong kho, dung
dich thudc tiém thé tich nho.
Organon Drynam  Road,|+ Thuéﬂc tiét tring cqéi: dung dich thudc rish Medicines
23 Swords, Co.|tiém thé tich nho, thudc ran va cay ghép. |EU-GMP|2011-093 |10/05/2011 04/02/2014
(Ireland) Ltd . p A A . Board (IMB)
Dublin, Ireland |* Thuoc khdng vo trung: dang ban ran,
vién nén, cac dang khéc (thudc bot va hon
dich pha thudc dung trong)
* Thudc vO tring: dang ban ran, dung
_ Industriepark 30, dich th}l(‘)c.‘iiém\thé ticIA’l.nh(). | ; Belgian Federal
Schering- Heist-op-den- + Thuoqc tiét trung cuodi: dung dich thudc BE/2011/0 Agency for
24 |Plough Labo Berg,  B-2220 tiém thé tich nho. EU-GMP o5 09/09/2011 17/05/2014  |Medicines and
NV Belgi’um '|* Thube khdng vé tring: dung dich thubc Heallth Products
ding ngoai, dung dich thudc udng, dang (AFMPS)

ban ran. vién nén.




25

Orion
Corporation,
Turku site

Tengstrominkatu
8, 20360 Turku,
Finland

* Thudc khdng vo tring: vién nang cing
(trong d6 c6 chat kim té bao), dung dich
thudc dung ngoai ( dung dich ngoai da,
dung dich héc mén va céc chit cd hoat
tinh héc mén), thudc ran khac (thude bot,
thudc cbm, bot ding ngoai da), dang ban
ran (gel, bao gom gel chira hoc mén va
cac chat cd hoat tinh héc mén, thuéc md),
vién nén (trong d6 c6 chat kim té bao va
h6c mon va cac chit c6 hoat tinh héc
maon).

EU-GMP

405/11.01.
09/2012

26/01/2012

27/10/2014

Finnish
Medicines
Agency
(FIMEA)




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

Dot 2
(Theo cong viin s6 847a/QLD-CL ngay 21/01/2013 ciia Cuc Quan 1y dwgrc)
STT |[INHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN |[NGAY CAP |NGAY HET|CO QUAN
2 Michael
Erakleous Street,
. Agios Athanassios .
Medochemie : * £ A A en o L Pharmaceutical
1 |Ld  (Factory|Mdustrial  Area,* Thuoc khong vo trung: vien nang cimg;|p ) s\ip [MEDOS20 110000015 1900312015 |Services Ministry
Agios vién nén. 12/01
AZ) . of Health, Cyrus
Athanassios,
Limassol, 4101,
Cyprus
48 lapetou Street,|* Thudc vo tring:
Medochemie  [Agios Athanassios|+ Thudc san xuét vo trung: dung dich thubc MEDO7/20 Pharmaceutical
2 Ltd (Facility|Industrial ~ Area,|tiém thé tich nho. EU-GMP 12/001 13/03/2012 03/11/2014  |Services Ministry
Ampoules INJ.) [Limassol,  4101,|+ Thudc tiét tring cudi: dung dich thudc tiém of Health, Cyrus
Cyprus thé tich nho.
48 lapetou Street,|* Thudc san xuit vO tring: thudc bot pha
Agios Athanassios|tiém chira nhom penicillin. .
Medochemie  |Industrial ~ Area,|* Thubc khong v6 tring: vién nang ctng MEDO03/20 Phar_maceutl_ca_ll
3 N , e e , . ~|EU-GMP 06/04/2012 07/10/2014  |Services Ministry
Ltd (Factory B) (4101 Agios|chira nhém penicllin; vién nén chtta nhdm 12/001 of Health. Cvrus
Athanassios,Lima |penicillin; thudc bot pha dung dich udng chira el
ssol, Cyprus nhém penicillin.
Medochemie 1-10 Pharmaceutical
. * e A A N . : A
4 L (Cogols|SOnStantinoupole i Thuoe khong vo trung: dung dich thudeip, op,p [MEDO2/20 1, 0/000015  |01/12/2014  |Services Ministry
.\ 0s street, 3011,|udng; thuoc ban ran; thudc dan. 12/001
Facility) i of Health, Cyrus
Limassol, Cyprus
Medochemie 1-10 Pharmaceutical
: * A A A N . 1A 4 .
5 |Ltd  (Centraf|SOMStANtNOUPOle | Thuoc khong vO trung: vien nang cimg;|p ) s\p [MEDOL20 | 1g/5a0015  |01/12/2014  |Services Ministry
os street, 3011,|vién nen. 12/001
Factory) ) of Health, Cyrus
Limassol, Cyprus




* Thubc vo trung:
+ Thudc san xuat vO trung: dang bao che;

. thudc thé tich nho dang 1ong (thubc nhé mat, Belgian  Federal
Alcon |Ruksweg 141, & tra mét) BE/2011/00 Agency for
Puurs, B-2870, 4 L nl e Z. LR e ,|EU-GMP 15/12/2011 13/01/2014  |Medicines  and
Couvreur NV . + Thuoc tiét trung cudi: thudc thé tich nho 1
Belgium ) ) . 2 Heallth Products
dang long (thudc nhé mat). (AFMPS)
* Thudc khong vo tring: dang bao ché ban
I‘él’l.
R.P. Scherer,
(F;rsz (S;heézr gt?rgmelsbacggzlz * Thudc khong vo tring: vién nang mém; DE_BW 0 Co quan c6 thim
o dung dich thudc udng; dang bao ché ran khac|EU-GMP |1_GMP_20 |19/10/2011  [14/09/2014 gJuan
KG 'GmbH  +|Eberbach, Baden - (vién nang dung tai tryc trang va am dao) 11 0101 quyen o Buc
Co. KG Wurttemberg, g GHmg faltnt g o -
Germany
Via isidro Fabela
Productos Norte No0.1536-B, Spanish  Agency
Parque Industrial[* Thudc khoéng vo tring: vién nén; vién bao ES/007H/1 of Medicines ang
go\‘;he’ SA Gelroluca  50030|chita chit huéng thin va chit doc té bao.  |F0 CMP [ 11/01/2012 \19/08/2014 ||\ oiih  Products
' (Estado de (AEMPS)
Mexico), Mexico.
* Thude vo trung:
+ A 5 A A < A A A
Vetter Pharma. - T,huocA san x1,1at VCZ trllJng thlIJOC d}ong E(ho
Fertigung (h6éc mon va cac chat ¢d hoat tinh h6c mon);
Vetter Pharma-|Eisenbahnstr.2-4, dl‘mg, dlc}i th‘,mc tlem the, tIChAnhO (hoc mon
Fertiqun 88085 va cac chat c6 hoat tinh hoc mon). DE_ BW_0 Co quan c6 thim
gung + Thubc tiét tring cudi: dung dich thubc tiém|EU-GMP |1 GMP_20 |12/01/2011  |30/11/2013 Juan c
GmbH&Co. Langenargen, 2, . quyen ¢ Buc
thé tich nho. 11 0003
KG Baden -l L , A £
Thuoc sinh hoc: san pham sinh hoc; ché
Wurttemberg, ham c6 ngudn gbc huyét twong; sinh pham
Germany p g g y g, p

mién dich; san pham cdng nghé sinh hoc ¢6
chtra cac chat c6 hoat tinh hormon).




Avda. Severo
Ochoa, 13 (Pol.|* Thubc khéng vo tring: vién nang ctng; Spanish  Agency
Roche Farma.|Ind. De Leganes),|vién nén; vién bao (bao gom ca vién nang ES/082HVI of Medicines ang
10 S.A Leganes  28914|ctmg; Vvién nén; vién bao chira chira chat EU-GMP /12 29/05/2012 22/02/2015 Health  Products
(Marid), Tay Ban|hudng tam than); (AEMPS)
Nha
* Thube vo tring:
+ Thudc pha ché vo tring: dung dich thude
tiém thé tich nho. Belgian  Federal
Font Saint Landry|+ Thudc tiét trung cudi: dung dich thudc tiém Agency for
11 gz:a'"ejr:] s |10, Bruxelles, B-[thé tich nho. EU-GMP EE’ZOH’O?’ 20/09/2011  |05/07/2014  |Medicines  ang
g 1120, Belgium  |* Thudc sinh hoc: sinh phdm mi&n dich; sinh Heallth Products
pham ngudn gbc tir ngudi va dong vat (ché (AFMPS)
pham c6 ngudn gdc tir ddng vat: dong goi cap
1 va heparin khdi luong phan tir thap).
Utsunomiya |16-3, Kiyohara Ministry of
Plant of Chugai Kogyodanchi San ham  Tocilizumab (Genetical|Japan- Health,  Labour
12 Pharma gyodanchi, phat P 2598 03/10/2011 03/10/2013 |and Welfare
. Utsunomiya city,|Recombination) GMP
manufacturing Tochiai. Japan government  of
Co., Ltd g1, Jap Japan
Merck 54-68 Ferndell '16_‘#;:;?)';320
Shap&Dohme  |Street, South(,, A A A PIC/S  -|MI-2012-LI4
13 Australia  Pty|Granville  NSW Thudc khong vo trung: vién nén. GMP 06511-3 21/08/2012 29/06/2015 Gooo!s_ _
Ltrd 2142-Australia Administration
(TGA)
Sy. No.|* Thudc vo tring: bot pha tiém.(Cefazolin,
Aurobindo 329/39&329/47, |Cefotaxime,  Ceftazidime,  Ceftriaxone,
Chitkul Village -|Cefepime, Cefoxitin, Ceftiofur, Cefuroxime), -
Pharma - Ltd. 5, 307|* Thubc khdng vo tring: vién nang cu 1547/11.01 Finnish
14 |Unit Vi, uoc xnong g. VIen nang cung|e ) ovp U1111/03/2011  |15/12/2013  [Medicines
. Patancheru (Cefalexin), bot pha hon dich uong 09/2011
Production . . : A Agency (FIMEA)
Blocks B. D E Mandal  Medak,|(Cefalexin, Cefpodoxime, Cefprozil), vién
* "~ |District Andra|nén (Cefalexin, Cefpodoxime proxetil,

Pradesh, India

Cefuroxime, Cefprozil, Cefixime).




* Thube vo tring: thudc dong kho, thude bot

Survey no 314, pha _ _tl_em/tlem _trl_ly_en (Amoxicillin,
Ampicillin, Ampicillin& Sulbactam,
Bachubally P -
. . Flucloxacillin, Piperacillin/Tazobactam). -
Aurobindo ~ |Village, * Thubc khdng v tring: vién nén (Co- 459/12.01.0 Finnish
15 |Pharma  Unit|Quathubullapur y J Yo g EU-GMP 710310412012 |03/02/2015 | Medicines
amoxiclav, Flucloxacillin, Pheoxymethyl 1/2012
XII Mandal, R.R. . . - i , Agency (FIMEA)
. penicillin, Pivmeccillinam), vién nang cing
District, Andra - - .
Pradesh. India (Amoxicillin, Cloxacillin, Flucloxacillin),
’ thudc rin khac: thudc bot pha hdn dich udng
(Amoxicillin, Co-amoxiclav, Flucloxacillin).
Cilag AG Hochstrasse 201,|Dang bao ché 1éng (thudc san xuat vo trung|PIC/S- 12-279 08/02/2012 25/11/2014  |Swiss Agency for
8200 va cac hoat chét c6 hoat luc cao; nhay cam) [GMP Therapeutic
Schaffhausen, Dang bao ché ban rin ( Sinh pham y té; hoat|EU-GMP Products
Thuy Sy chat c6 hoat lyc cao; nhay cam) (Swissmedic)
16 Dang bao ché rin (san xuat vo tring va hoat
chét ¢6 hoat luc cao; nhay cam).
Duogc chit: duogc chat ¢ hoat tinh cao hodc
nhay cam.
S.C Antibiotice|Str. Valea Lupului|* Thudc san xuat vd tring: dang bao ché ban|EU-GMP |012/2011/R [28/10/2011  [20/04/2014  |National Agency
S.A nr. 1, lasi, Jud.|ran. 0 of Medicine and
lasi, cod 707410,|* Thubc khdng vo tring: vién nang cing Medical Devices,
17 Romania (khang sinh nhém penicillins; cephalosporin; Romania
cac khang sinh khac); vién nén bao phim;
dang bao ché ban ran; vién dan; vién nén.
LTS Lohmann|Lohmannst.2, * Thudc khong vo trung: thudc khung thim;|EU-GMP [DE_RP_01 [20/01/2012  |12/08/2014 |Co quan c6 tham
Therapie -156626 Andernach,|[dang bao ché rian khac (hoc mon va cac chit _GMP_201 quyén & Puc
18 Systeme AG  |Rhineland -|c6 hoat tinh héc mdn); dang bao ché ban rin; 2 0003
Palatinate, miéng dan ngoai da (hdc mon va céc chét co

Germany

hoat tinh hé¢c mon).




BSP Via Appia|* Thudc vo tring: EU-GMP |IT/60- 07/03/2012 18/01/2014  [ltalian Medicines
Pharmaceutical |Km.65561 + Thubc san xuat vo tring: thudc dong kho 8/H/2012 Agency AIFA
sS.R.L (loc.Latina Scalo)-|(chat doc té bao/ chat kim té bao); dung dich
04013 Latina, [thudc tiém thé tich nho (chat doc té bao/ chét
Italia kim té bao).
+ Thudc tiét tring cudi: dung dich thudc tiém
19 thé tich nho (chat doc t& bao/ chit kim té
bao).
* Thudc khdng vé tring: vién nang cung
(chat doc té bao/ chat kim té bao); vién nén
(chat doc té bao/ chat kim té bao).
* Thudc sinh hoc: DNA/ Protein tai to hop
Panpharma ZA du Pre-chenot,|* Thudc san xuat vo tring: thudc cidy ghép|EU-GMP |HPF/FR/63/[26/04/2011  [02/12/2013  |French  Health
56380 BEIGNON, |dang ran (khang sinh non-beta lactam; chira 2011 Products  Safety
20 France héc mon va cac chat c¢6 hoat tinh hc mon). Agency
(AFSSAPS)
Pharmachemie |Swensweg 5, 2031[* Thudc vo tring: EU-GMP |NL/H 26/04/2011 09/12/2013  |Healthcare
B.V GA Haarlem,[+Thudc san xuat vo tring: thudc dong khd 11/0037 Inspectorate,
Netherlands (chat kim té bao); dung dich thudc tiém thé Netherlands
tich nho (chét kim té bao); cac thudc san xuat
vO trung khéc.
21 + Thudc tiét trang cudi: dung dich thudc tiém

thé tich nho (chat kim té bao); cac thudc tiét
trung cudi khac.

* Thubc khong vo tring: vién nang cung;
vién nén (chat kim té bao); cac thudc khdng
v0 trung khéc.
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Teva
Pharmaceutical
Works Private
Limited
Company

H-2100 Godollo,
Tancsics  Mihaly
ut 82., Hungary

* Thudc vo tring:

+ Thudc san xudt vo tring: dung dich thudc
tiém thé tich 16n; thudc dong khd (héc mén
va céc chit c6 hoat tinh hdc mon; chat doc té
bao/chat kim té bao); dang bao ché ban rin
(thubc mé tra mit); dung dich thubc tiém thé
tich nhé (h6c mén va cac chat c6 hoat tinh
hoc mén; chat doc té bao/chat kim t& bao);
thudc nho mit.

+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich 16n; dung dich thudc tiém thé tich
nho.

* Thube khong v tring: vién nang cimg (hoc
mon va cac chat c6 hoat tinh hdc mén); dung
dich thudc ding ngoai (thuéc nho mat); vién
nén (hc mon va cac chat co hoat tinh hoc
mon; vién nén bao phim va bao duong chira
héc mén va cac chat co hoat tinh héc mén
khéng ké cac thudc chira hormon sinh duc);
thudc bot va thude bot pha siro.

* Thudc sinh hoc: ché phdm tir mau va cac
ché pham dan xuit tir huyét thanh va huyét
tuong; sinh phadm mién dich.

EU-GMP

OGY /15751
2/2012

06/02/2012

17/11/2014

National Institute
of Pharmacy,
Hungary
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Dr.Reddy's
Laboratories
Limited
(Formulation
Tech Ops -I)

Plot No. 137 &
138, S.V.C.LE,
IDA Bollaram
Jinnaram, Medak
District, Andhra
Pradesh 502325,
India

* Thudc vo trung:

+ Thudc san xuat vo tring: thudc dong khd
(Chét doc té bao/chat kim té bao).

+ Thudc tiét trang cudi: dung dich thudc tiém
thé tich nhé.

* Thudc khong vo tring: vién nang clng.

EU-GMP

009/2011/R
0]

28/06/2011

14/03/2014

National Agency
of Medicine and
Medical Devices,
Romania




Dr.Reddy's Survey No. 42, 45,[* Thudc khong vo trang: vién nang ctmg;|[EU-GMP |UK  GMP|25/07/2012 30/04/2015  |United Kingdom's
Laboratories |46, Bachupally|vién nén. 8512 Insp medicines and
Limited FTO -|Village, GMP Healthcare
Unit 2 Qutubullapur 8512/36056 Products
Mandal, Ranga 9-0005 Regulatory
24 Reddy  District, Agency MHRA
Andhra  Pradesh,
IN -500 090, India
Hospira Plot NOS: B3-B4,|* Thudc san xuat vo tring: thudc dong kho;|[EU-GMP [UK  GMP|01/06/2011  [11/04/2014  |United Kingdom's
Healthcare B5 (part of), B6|cac thudc vo trung khac(bot pha tiém). 36736 Insp medicines and
India  Private|(Part of), B11-|* Thudc khong vo tring: vién nang ctng; GMP Healthcare
Limited B18, Sipcot|dang bao ché ran khéc; vién nén; cac thudc 36736/1707 Products
25 Industrial ~ Park,|khong v6 trung khac(bot pha hdn dich udng). 035-0002 Regulatory
Irungattukottai, Agency MHRA
Spiperumbudur,
Tamil Nadu, In-

602-105, India
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Laboratorios
Normon, S.A.

Ronda de
Valdecarrizo, 6,
Tres Cantos
28760 (Madrid),
Spain

* Thudc vo tring:

+ Thudc san xuét vo trung: thudc dong kho;
dung dich thudc tiém thé tich nho; thude cay
ghép dang rin (khang sinh nhém beta
lactam); thudc cdy ghép dang rin ( thudc bot;
thubc bot chira khang sinh nhoém beta
lactam).

+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich 16n; dung dich thudc tiém thé tich
nho (chit gay nghién); dung dich thubc tiém
thé tich nho; dung dich thudc tiém thé tich
nho (chit huéng tim than).

* Thubc khong vo tring: Vién nang cimg
(khang sinh nhom beta lactam). Vién nang
cing (chat gdy nghién). Vién nang cing.
Vién nang ctmg (chat huéng tdm than). Dung
dich thubc ding ngoai. Dung dich thudc
udng. Cac dang bao ché ran khac (khang sinh
beta lactam): thudc bot (khang sinh beta
lactam). Céc dang thudc ran khéc: vién nén
bao phim (véi dudng), thudc bot. Vién nén
(khang sinh nhom beta lactam): vién nén
(khang sinh nhém beta lactam), vién bao
(khang sinh nhém beta lactam). Vién nén
(chat doc té bao/chat kim té bao): vién nén
(chat doc té bao/chat kim té bao), vién bao

EU-GMP

ES/060HI/1
1

19/07/2011

13/06/2014

Spanish  Agency
of Drugs ang
Health  Products
(AEMPS)

27

MSD

International

GmbH
(Singapore
Branch)

21 Tuas South
Avenue 6
Singapore 637766

* Dugc chat: Etoricoxib; Simvastatin; cac
dugc chit khac trir Penicillin; Cephalosporin;
h6c mon va cac chat cé hoat tinh héc mon;
Cytotoxic; chat sinh hoc; Steroid va thubc vo
trung.

PIC/S
GMP

MCGM110
0486

28/09/2011

13/09/2013

Singapore's
Health  Siences
Authority (HSA)

28

MSD

International

GmbH
MSD
(Ballydine)

T/IA

Ireland

Kilsheelan,
Clonmel, Co.
Tipperary, Ireland

* Thudc khong vo trung: vién nén.

EU-GMP

2010-315

07/06/2011

01/10/2013

Irish  Medicines
Board (IMB)




Beaufour Ipsen[Rue Ethe Virton,|[* Thudc san xuit v tring: dung dich thudc|EU-GMP [HPF/FR/28 [09/01/2012  |05/05/2014  [French  Health
Industrie 28100 Dreux, |tiém thé tich nho. 8/2011 Products ~ Safety
France * Thudc khong vo tring: vién nang cung; Agency
29 dung d,ich thudc udng; dang bao ché rin khac; (AFSSAPS)
vién nén.
* Thudc sinh hoc: san phim cdng nghé sinh
hoc.
* Thudce tir duoc lidu.
Ipsen  Pharma[Parc  d'Activites|* Thudc v6 trung: EU-GMP |HPF/FR/15 |15/06/2011 01/10/2013  |French Health
Biotech du Plateau de|+ Thudc san xudt vo tring: (chira h6c mon va 5/2011 Products ~ Safety
Signes,  Chemin|cac chét c6 hoat tinh hdc mén): thubc dong HPF/FR/15 Agency
30 departemental No.[kho. ’ , 6/2011 (AFSSAPS)
402, 83870]+ Thuoc tiét trung cudi (chira hc mén va cac
SIGNES, France |chat c6 hoat tinh héc mdn): dang bao ché ban
ran; dung dich thudc tiém thé tich nho; thude
cay ghép dang ran.
: Site  Progipharm, ) T;huéc _Ifhﬁng V.é trt]ng; Vién nang_.cfrng; French Health
Pierre Fabre Rue du  Lycee thuoc I‘lhlel, d’ung dich thuoc dyng ngoai; dung HPF/FR/34/ Products ~ Safety
31 Medicament '[dich thuoc uéng; dang bao ché ran khac; dang|EU-GMP 23/02/2011 21/10/2013
. 45500 GIEN,|, ; Rya £ . A 2011 Agency
Production France bao ch’e ban ran( tret1npen);~V1en nén. (AFSSAPS)
* Thudc sinh hoc: thuéc mién dich.
* Dang bao ché: Dung dich thudc tiém, thude
Xellia Dalslandsgade 11, E?E h';:atgﬁﬁc lzigthpr;idur;g d§Ch tt}llerr;, ﬂ;‘foc Danish Health
32 Pharmaceutical |2300 Copenhagen QA P i g dich tiem truyen, thuoe dong EU-GMP |2e/2/e 3881 |10/10/2012 15/10/2013 |and Medicines
s ApS S, Denmark kno, vien nang. . Authority
’ * Vancomycin dong 1o va colistimethate dong
lo.
. French Health
s |panon f' . du C'ga;;% * Thube sin xudt v tring: thude rin va cy| | oo [HPFIFRI2 | oo {000, [Products — Safety
anpharma uiere, ghép (khéang sinh nhém beta lactam) ] 212011 Agency

Fougeres, France

(AFSSAPS)




1389 Trasad Australian
Cadila Road, Dholka, |, z R A , MI-2011- Therapeutic
34  |Pharmaceutical |Dist.: Ahmedabad Vi;hl‘f;f tit%:gcé‘g frung: vien nang cung, Z'I\C/:lf CE-02901- [22/06/2012  |09/11/2013  |Goods
s Limited Gujarat 387 810, ’ ) 3 Administration
India (TGA)
. . |* Thubc v6 triung:
Roche Diagnostics| |, < pha ché vo tring: thuc dong kho;
GmbH, Sandhofer i PR 2., \
Roche Strabe 116 68305 dung dich thuoc ti€m thé tich nhd. DE_BW_0O Co quan c6 thim
35 Diagnostics e + Thudc tiét trung céng doan cubi cung: dung|EU-GMP [1_GMP_20 [16/03/2012 01/12/2014 q y s
Mannheim, Baden] . 2 A 2., . quyén ¢ Puc
GmbH Wurttember dich thuoc tiém theé tich nho. 12 0023
9 |* Thuéc sinh hoc: sinh phém sinh hoc (khang
Germany

thé don dong str dung k¥ thuat di truyén).




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

Dot 3
(Theo cong vin s6 1710a/QLD-CL ngay 01/02/2013 ciia Cuc Quin 1y dugrc)
STT [NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY CAP |NGAY HET|CO QUAN
16-24 rue Jean|, Car o £ . A in French  Health
Thudc tiét trung cuoi: dung dich thuoc tiém
1 |Guerbet Chaptal, 936001 i 1o, dung dich thude tiem thé tich|EU-GMP | P RAZ 10006011 |30/00/2003  |PTodUCts  Safety
Aulnay Sous Bois, 1ho 5/2011 Agency
France ' (AFSSAPS)
* Thudc khéng vO tring: vién nang ciung,
. . _|thudc rin khac, vién nén. (Thomapyrin
:Brl(;eerllr?egi?rz do gﬁ?:r:ggurt Rig::’ classic tablets 200/250/50 mg, Thomapyrin
) Brasil Quimica|286 ltapecerica da intensive tablets 250/200/50 mg, Buscopan EU-GMP 2010/72/55/ 91/12/2010 90/08/2013 Co 9uaqn c,o tham
. sugar coated tablets 10mg, Dulcolax sugar M quyén ¢ Puc
e Farmaceutica|Serra. Sao Paulo/ :
Ltda Brazil coated tablets 5mg, Nolotil capsules hard
shell 575 mg, Antistax film coated tablets
360 mg)
B.Braun
Melsungen AG  |* Thudc tiét tring cudi: dung dich thudc tiém
Carl - Braun -|thé tich nho (chtra hoat tinh hormon); dung
B.Braun Strape/Am dich thubc tiém thé tich 16n DE-HE-01- Co quan c6 thim
3 Melsungen AG |Schwerzelshof  [* Thuéc khong vé tring: dung dich thuéc EU-GMP gol\jf -2012-|06/12/2012126/04/2015 quyén ¢ Duc

11, 34
Melsungen,
Germany

212

uong.




* Thube vo tring:

+ Thubc san xuat vo trung: thudc dong kho
(h6c mon va céc chat c6 hoat tinh héc mén:
héc mén sinh duc); dung dich thudc tiém thé

Via Fosse tich nho; thudc san xuat vo tring khéc (thude
. Ardeatine, 2 | . ’ IT/198- Italian Medicines
Hospira S.p.A 20060 Liscate bot). o N ' L EU-GMP A/H/2011 14/07/2011 25/02/2014 Agency AIFA
. + Thuoc tiét trung cudi: dung dich thudc tiém
(M1), Italia 2 i
thé tich nho.
* Thudc khong v tring: vién nén
* Thudc sinh hoc: thudc déng khd c6 ngudn
gdc tir nguoi.
. . . 05-0168- United States
Abbott _ North Chicago, Il.|Survanta (beractant) intratracheal suspension;(U.S.CGM 2012-01-  |15/06/2012 15/06/2014 |Food and Drug
Laboratories  [60064-4000, USA |4ml P L
VN Administration
304, Avenue dul, <o khong vo tring: vién nang cimg; French — Health
Bristol -Myers|Docteur Jean Bru . T S SR HPF/FR/22/ Products ~ Safety
Squibb 47000 AGEN. d?élgdiﬁ.h tiI;llorféEong, dang bao ch¢ ban ran;|EU-GMP 2012 23/02/2012 15/09/2014 Agency
France vien dam, v ‘ (AFSSAPS)
979 Avenue des National Agency
Bristol -Myers|Pyrenees, 47520|* Thubc khong vé tring: dang bao ché rin HPF/FR/12 of Medicine and
Squibb LE PASSAGE,|khéc; vién nén. EU-GMP 9/2012 10/07/2012 23/03/2015 Health Safety
France (ANSM)
Cong ty b %1?1%-11?0' Tllfgl:s; Co quan tham
phin wue, 1P JUYHOR e nang cimg (Cefaclo Stada 500mg) EU-GMP 10/01/2013  |31/08/2014 , qua
tinh Phu Yén, Viét quyén Dtrc
Pymepharco
Nam
GTE;QSQI Street, Thubc VO tring: vién nang cimg, dung dich Pharmaceutical
?Be;?ﬁj‘:'ncal) Ll dustrial  Area, EE“ZE dh“u”ngmnfoje'l’n d‘;';g C‘Eghb;:‘gg o EU-GMP ?5%21/20 18/04/2012  |23/02/2015  |Services Ministry
g Limassol, 3056, uoe p  CAng o of Health, Cyprus

Cyprus

dit, vién nén, thudc bot pha dung dich udng.




Avinguda de

* Thubc vo trung:
+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich nho.
+ Thudc tiét trang cudi: dung dich thudc tiém

- i L n - Ministry of
. Barcelona, 69,[thé tich nho, dung dich thuoc tiém thé tich
10 |FePoralonios aeq20 Sant Joan|ién, thube nhé tai. cu-gMp [NCFALOM loginoio011  |01-01-2014 | I of
Lesvi, SL . L , A, 001/CAT Government  of
Despi (Barcelona),|* Thuoc vO trung: vién nang cung, Vién nén, . i
. " . : Lo a2 Catalonia - Spain
Spain vién bao, vién bao phim, thuéc bot uong,
thudc cbm, thudc bot dung ngoai, dung dich
thudc udng (dung dich udng, siro, hdn dich
uéng).
Remedica  Lid A_harnon Street,| Thuoc khqng/ vO Erung: vién ,nang cing _
(Buidin 5 Limassol (hormon va céc chat c6 hoat tinh hormon, REMO05/20 Pharmaceutical
11 J Industrial, Estate,[chat doc ¢ bao/chat kim té bao); vién nén|EU-GMP 30/08/2012  |11/07/2015  |Services Ministry
Cytostatics/Hor |, . _ I . 12/001
manes) Limassol, 3056, (hqrmon va cac ghat co’hoat tinh hormon, of Health, Cyprus
Cyprus chat ddc t€ bao/chat kim té bao)
Boehringer Binger StraBe 173,|* Thudc san xuat vo triung: dung dich hit.
Ingelheim D-55216 * Thubc khdng vo tring: vién nang clng 2011/97/55/ Co quuan thim
12 Pharma GmbH(Ingelheim, gelatin, dung dich hit, vién nang HMPC, EU-GMP M 15/09/2011 21/07/2014 quyén Pirc
& Co. KG Germany thudc phun mu, vién nén.
. 5th km Paiania-|* Thudc khéng vo tring: vién nang cimg; National
Boehringer Markopoulo vién nang mém; dung dich thudc udng; vién 33945/11-5- Organization for
13 |Ingelheim Ellas poufo, - |VIEn hang mem; dung di & VI ey Gmp 02/07/2012  |23/03/2015 gant
AE Koropi Attiki,|nén. 12 Medicines,
' 19400, Greece  |* Thudc dugc ligu. Greece
* Thudc vo tring: dung dich thudc tiém thé
tich 16n, thudc dong khd, dung dich thudc
tiém thé tich nho.
: * Thudc sinh hoc: sinh pham mién dich (chiét DE-RPDA- .
14 |BAG  healthiAmtsgerichsstraBe < i khuan hodc chit doc).thube vé t&|EU-GMP |111-L -57 -|04/11/2010  |03/11/2013  |C° uan €O tham
Care GmbH 1-5,35423 Lich N Lo N A 1w aA quyén ¢ Puc
bao (thudc €6 ngudn goc tir ngudi hoac dong 1-41

vat).
* Thuoc tir dugc liéu, san pham dong cén vi
luong.
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* Thudc vo trung:

+ Thudc san xuét vot ring: dang bao ché béan
ran, dung dich thudc tiém thé tich nho - dung
dich tiém, thudc nho tai/mit, dung dich/hdn
dich; thuéc bdot pha dung dich tiém

15 Balkanpharma -|vastanie Blvd., (cephalosporin). EU-GMP BG/GMP/2 18/12/2012 12/10/2015 Bulgarian  Drug
Razgrad AD Razgrad 7200, PRI Z. . L i 012/038 Agency
. + Thuoc tiét trung cuodi: dung dich thudc tiém
Bulgaria 2., .
thé tich nho.
* Thudc khong vO tring: vién nang cing,
dang bao ché ban rin, vién nén, thudc bot pha
hdn dich udng.
BLB 016,Bulebel
Actavis (malta)|Industrial ~Estate,| Thudc khéng vo triing: vién nang cing, thube MT/018H/2 Medicines
16 i Zejtun  ZTN3000,[bot, thude cém, vién nén. EU-GMP 1510 04/01/2011 |30/09/2013 Authority
Malta
Balkanpharma
:?::5;:;: q AD 3 Samokovsko
* A A A N A , -
17 manufacturing Shoss_e Str., .AThu,OC khéng vO trung: vién nang cung, EU-GMP BG/GMP/2 31/08/2011 91/07/2014 Bulgarian  Drug
. Dupnitsa ~ 2600,|vién nén. 011/020 Agency
Facility for Bulaaria
Solid  dosage g
Forms
Unit II: Hill Top|* Thudc vé tring:
Industrial Estate,|+ Thudc san xuat vd tring: thubc dong khd, Portuguese
Village  Bhatolijcac thudc vO tring khac (thubc bot Venus National
Vvenus Kalan Near|(cephalosporin va carbepenem), thubc dén Remedies Authorit of
18 |Remedies o PRATOSPOTIN V& CArbepencm), lGMP-EU | o0 30/06/2011  |23/06/2014 orty
Limited Jharmajri  Export|kho chira chat kim té bao). Limited/00 Medicines  and
Promotion  Park,|+ Thudc tiét tring cdng doan cudi cing: dung 2 Health Products,

Baddi (H.P) India,
0000-000, India

dich thudc tiém thé tich nho chta chat kim té
bao.

IP (INFARMED)




* Thudc vo trung:

Silk Road[+ Thudc san xuit vo tring: thudc cdy ghép United Kingdom's
: P UK MIA .
Business Park,|dang ran. 17901 Insp medicines  and
19 Astra_Zer_1eca Macclgsfleld, + ;Th,uoc tl?t trang cuoi: dung dich thudc tiém GMP-EU |aMP 04/01/2011 06/09/2013 Healthcare
UK Limited Cheshire, SK 10|thé tich nho. Products
. x A A " , 17901/1011
2NA, United[* Thuoc khong vO trung:vién nang cung, 2-0020 Regulatory
Kingdom dung dich thudc diing ngoai, dung dich thudc Agency MHRA
ubng, vién nén.
* Thudc vo trung:
+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich nhé (h6c mén va corticoid),
Loc. Fontana Del thudc bot.
20 Brls.tol -Myers Ceraso 03012 + ;Th,uoc tu?t trung cuoi: dung dich thuoc tiém GMP-EU IT/138- 18/05/2012 10/04/2014 Italian Medicines
Squibb S.R.L Anagni (FRY), Il thé tich nho. 5/H/2012 Agency AIFA
g Y 1 Thude khong vO trung: vién nang cimng,
thudc bot, vién nén.
* Thudc sinh hoc: san pham cdng nghé sinh
hoc.
Corden Pharma [* Thudc khoéng vO tring: vién nang
Otto-Hahn-Str., |cting,dang bao ché rian khac (vién bao, cém, DE BW 0
21 Corden Pharma|68723 Plankstadt, b,ot) (héc mor_l,A cac/ chat,co h?at t\lnhl cao,KdQ? GMP-EU |1 G_MP —20 17/04/2012 13/04/2014 Co gua}n C,O tham
GmbH Baden- tinh manh), vién nén (hdc mon va cac chat co 11 0032 quyén ¢ Buc
Wurttemberg, hoat tinh hdc mén, cac chit co hoat tinh cao -
Germany ddc tinh manh)
No 2 HuangShan Australian
AstraZeneca Road, Wuxi GMP- MI-2012- Therapeutic
22 Pharmaceutical |Jiangsu 214028, [* Thudc khong vé tring: vién nén. CE-05639- |27/06/2012 09/09/2014  |Goods
: PIC/S L
Company Ltd [China - Peoples 3 Administration
Republic of (TGA)
AstraZeneca No 2 HuangShan|,,.. A . A ) Swedish Medical
23 |Pharmaceutical |Road, Wuxi| V1N nen, vien nén giai phong cham, vien| sy ,o ey 124:2010558 100005010 |18/08/2013  |Products Agency
bao, vién khong bao. 7762

Company Ltd

214028, China

(MPA)




Corden Pharma

Viale Dell'
Industria, 3 E

- Reparto Via|Thudc tiét tring cudi: dung dich thudc tiém IT/73- Italian Medicines
24 |Societd - Per| e, 17,|thé tich nho CMP-EU 15110012 |14/03/2012 1280102014 1) ooy AIFA
Azioni
20867,Caponago
(MB), Italia
_ UK GMP Unlt_eo_l Kingdom's
587 Old Baltimore medicines and
Astrazeneca Pike Newark 12811 “Insp Healthcare
25 Pharmaceutical ’ _'I* Thudc khong vo trung: vién nén GMP-EU |GMP 26/01/2012 28/11/2014
19702, United Products
sLP 12811/3374
States 410-0006 Regulatory
Agency MHRA
Carr 188 Lote 17, . . ,
San Isidro UK GMP zzgfé?nt;ngdo:;g
IPR Industrial Park, Po 15822 Insp Healthcare
26 Pharmaceutical |Box 1624,|* Thudc khong vo trung: vién nén GMP-EU (GMP 01/11/2010 23/08/2013
Products
s Inc. Canovanas, Puerto 15822/1298 Reaulator
Rico, PR -00729, 3-0002 A %nc MyHR A
United States gency
Astellas  Pharma
Tech Co. Ltd., 2-
Toyama 178 Kojin-machi,[San xuit cac hoat chit duoc dung: Irish ~ Medicines
21 Technology Toyama City,| Tacrolimus Hydrate, Micafungin Sodium. GMP-EU 12558 26/03/2012 28/10/2014 Board (IMB)
Centre
Toyama, 930-
0809, Japan
. Landsteinerstrabe |, .. 2 LA A DE HE 01 2
28 g'r‘:]tbeat Pharmal - “¢2303 Dreieich, hgr'rrl'hfr’lha?hX tfr'lh"lll“e pham tr mau, sinhl -0 ey | GmP 201 02/08/2011  |o6/09/2013 | ;nqg?}” tham
Hesse, Germany p cong ngae s ¢ 1 0014 quye ¢
. : * Thube vO trung: dung dich thudc tiém thé . .
Astellas Ireland|Killorglin, Co.,|, \ : Irish  Medicines
29 Co. Lid Kerry, Ireland tich nho. GMP-EU (581/M1035 |27/04/2012 03/06/2014 Board (IMB)

* Thuoc khong vo trung: vién nang cung




Thude

khéng vO trung: vién nén
H-17/H-18, (Glimepriride; Metformin  hydrochloride; o
O.1.D.C., Mahtma Repaglinide; Ropinirole; Metformin 5543/11.01 Finnish
30 |USVLimited |Gandhi  Udyog|  Padiinice, pinirote, - MEHOMINI e, smp “107/10/2011  [23/02/2014  |Medicines
hydrochloride prolong release; Clopidogrel; 09/2011
Nagar, Dabhel ) ; . Agency (FIMEA)
Daman. India Irbesartan; Naratriptan hydrochloride;
' Trimetazidine hydrochloride; Sevelamer)
. French Health
I du Clairayl, e v tring: thube cdy ghép dang rén HPF/FR/12 Products  Safet
31 |Panpharma  |Luitre,  35300| . g y Qnep dang ran\ ) gvp 01/07/2011  |04/02/2014 y
Fougeres. France (chira beta lactam) 2/2011 Agency
geres, (AFSSAPS)
* Thude vo tring:
+ Thudc pha ché vé tring: dung dich thudc
tiém thé tich nho, thudc cdy ghép dang rin
(chtra khang sinh beta lactam).
Elpen Marathonos Ave. ‘:-h;:r l?ulc(;]c Ef; tri?r? CﬁTihdfhliflf.ﬁﬁlﬁZthefﬁ 56966/18-8- Greek  National
32 Pharmaceutical (95, Pikermi Attiki,| ., ’ g & EU-GMP 20/09/2010 13/07/2013  |Organization for
nho. 10 .
Co,, Inc 19009, Greece i R A , Medcines EOF
* Thuoc khdng vO trung: vién nang clng
(chtra khéng sinh beta lactam), dung dich
thuéc udng, dang bao ché rin khac (chua
khang sinh beta lactam), vién nén (chua
khang sinh beta lactam).
* Thudc vo tring:
Sun _|Halol - Baroda . pha ché vé tring: dung dich thudc Netherland'
Pharmaceutical |Highway, Halol,]| .. 2. \ X oan A1x NL/H
33 . . tiém the tich nhé (Chat doc té bao) GMP-EU 23/12/2010 07/10/2013  |Inspectorate  of
s Industries Ltd {Gujarat, 389350, 2 . N L. e 10/0110
. ) * Thuoc khong vo trung: vién nén (Chat doc Health Care
Halol site India L
teé bao)
2-9-41  Yahata- Ministry of
34 |Kanonji Institue|S"> Kanomill oy ax CMP- 19397 24/00/2012  |24/09/2014 | €&t labour
City, Kagawa, Japan and Welfare,
Nhat Ban Japan




Berlin - Chemie

Glienicker

Weg

* Thudc tiét tring cudi: dung dich thudc tiém
thé tich 16n.

Co quan c6 thim

35 125, 12489 Berlin,|* Thudc khoéng vo trung: dung dich thudc|EU-GMP |2012/01/bc |03/07/2012 18/06/2014 N
AG £ . s . X quyén ¢ Duc
Germany uong, dung dich thuoc dung ngoai, thuoc
cdm, thube dat.
* Thudc vo trung:
+ Thubc san xuat vo tring: dung dich thudc
Qanufalc\:ﬂtﬁpiirg;m Via Sette Santi, 3- t:elr“rllutlléecttlicéli ?rltljzg cudi: dung dich thudc tiém IT/136- Italian Medicines
36 | Logistics  and |5tg|l|21 FIeNZe, 1 & tich nho. EU-GMP 1 pyjppag  [09/05/2010  [ABLL2013 ey AIFA
services S.r.| * Thudc khong vo tring: thudc dung ngoai

dang long (hormon corticoid), dang bao ché
ban ran (hormon corticoid).




Menarini - Von
- Heyden GmbH « 2 R A . DE SN 01 LR
37 m:”é";]”'camm” Leipziger Strage 7 i;hl‘lzf ':::I?lg d‘;i tﬁiig;hg'fgn.”igﬂ CI'IEU-GMP | GMP_201 [01/11/2011  {28/07/2014 co gt tham
y 13, 01097|" g mem; dang >V : 1.0020 quy
Dresden, Germany
San pham Paracetamol-Bivid
Lohstrasse 2, D-| + (Co s& san xuét: Bieffe Medital S.P.A -
Sanavita 59368 Werne,|Via Nuova Provinicale s/n, 23034 Grosotto DE_ NW_0 Co aquan thim
38 . North Rhine-[(So), Italy. EU-GMP [1_GMP_20 (07/03/2012 06/03/2015 A q ,
Pharmaceutical . \ z \ . quyén buc
s GmbH Westphalia, + Co s& xuat xudng:  Sanavita 12 0001
Germany Pharmaceuticals GmbH )
L6  Z01-02-03a,
Cong ty cb KCN/KCX  Tan Ministry of
\ Thuan,  Phuong Loea GMP- Health, labour
39 pﬁgnm i dugc Tan Thuan POng, Thuoc vién nén (ESKAZOLE 200mg) Nhit Ban 21/12/2010 21/12/2015 and Welfare,
P Y Q7, TP HCM, Japan

Viét Nam




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

India

vién nang cung.

Dot 4
(Theo cong viin s6 2232a/QLD-CL ngay 07/02/2013 ciia Cuc Quin 1y dugrc)
STT [NHA MAY|DPIA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY CAP [NGAY HET|CO QUAN
*Thu(‘)cl san xuat vo tring: dung dich thudc
tiém thé tich nho (insulin va chét twong tu
insulin; két hop Glucagon va peptit tuong tu .
NovoNordisk Novo Alle 2880 Glucagon; liraglutid) DK H Danish
1 Bagsverd g . J N A . . |EU-GMP 28/02/2011 15/12/2013  [Medicines
A/S * Thuoc khdng vo trung: vién nen (h6c mon: 00008611
Denmark . . Agency, Denmark
estradiol; noretistheron).
* Thude sinh hoc: Thude cong nghé sinh hoc
(insulin va chat twong ty insulin).
Lot 2599, Jalan National
Seruling 59,|Vién nén; vién nang; thubc bot; thudc tiém Pharmaceutical
5 Duopharma (M)|Kawasan 3, taman|thé A’tICh ~nho; Ehuo:: tiém fhe EICh 16n; k?m; PIC/s- 266/12 07/06/2012 93/04/2014  |Control Bureau -
Sdn. Bhd. Klang Jaya, 41200|thuoc md; thudc com; thudc uong dang long,|GMP Ministry of
Klang, _ Selangor, [thudc dung ngoai dang 16ng; thudc nhé mat. Health Malaysia
Malaysia
.198_20_2 Newl,, Thubc vo tring: bot pha tiém. Australian .
industrial Area *Thude khBNa Vo tring: thude bat pha dunalPIC/s- MI-2010- Therapeautic
3 |LupinLimited |No.2, Mandideep| "¢ "IN Y0 (B T8 B D Ol e |CE-00573- (08/09/2011  |12/08/2013  |Goods
(Bhopal) 462046 - Ieh uong; » thuoc bot P on dicts 3 Administration

(TGA)




* Thubc vo trung:
+ Thuoc san xuat vO trung: thuoc bdt dong

f'C . kho; dung dich thudc tiém thé tich nho (dam State
Borshchahivsk - oA . .
iy chemical- dac); thudc bot. 005/2012/S Administration of
+ A enL 1N Z-. . ST _ ;
pharmaceutical 17' Myru, .03134, ll“h’uoc t1?t tring cudi: F{ung dich thuoc tiém|PIC/s AUMP/GM |19/01/2012 18/08/2016 Ukra'ln'e on
N . |Kiev, Ukraine thé tich nho (dung dich tiém). GMP Medicinal
plants”  Public z . A , P
i * Thuodc khéng vé trung: vién nang cung; Products -
Joint-stock Lz . I .
Compan thuoc uong dang 16ng (siro; hon dich); dang Ukraine
pany bao ché rin khac (hat/cém; bot diing ngoai):
thudc vién (vién nén; vién bao)
Aston Lane North,|, Thube v6 trime:
Norton Whitehouse Vale Hoevo g _ : £ UK MIA , .
: + Thuoc san xuat vO trung: dung dich thudc UK'Medicines
Healthcare Industrial Estate,|. ., PO N Loz 2 530 Insp
Limited T/AlPreston Brook tiém thé ,tICh 16n; qang bao ché ban ran; dung GMP/GDP/ and  Healthcare
"[dich thudc tiém thé tich nho; EU-GMP 05/10/2011 14/02/2014 Products
Ivax Runcorn, + Thudc tiét tring cudi: dung dich thudc tiém IMP Regulator
Pharmaceutical |Cheshire, ~WAT7 thé t:’t:h ho: dug l(lii h h g; .tiémuth‘ tich 530/14004- A ?anc (I\)//IHRA)
s UK 3FA, United| < 0; dung dich thuoe © 0016 gency
. 16n
Kingdom
. * z ~ PR z ~ A s,
T g (et o 150
Delpharm Lillel o " de Toufflers|* Thuéc sinh hoc: thude mién dich; thuée|EU-GMP |TERIFRIZ3 101100010 |osiorioog  |Products  Safety
SAS A o Lo N 1/2010 Agency
59390 Lys Lez|cdng nghé sinh hoc; thuoc €O nguon goc tir
N (AFSSAPS)
Lannoy, France nguoi hodc dong vat.
57, Polskiej|* Thudc khdng vé tring: vién nang cung;
Organizacji vién nang mém; thudc dung ngoai dang long; Main
g"i‘ﬁga:kiar.r:; Wojskowej  Str.,|thuéc uéng dang 16ng:dang bao ché rén khac|EU-GMP fg;z'/\f; /Tz 23/01/2012  |28/10/2014  |Pharmaceutical
P Yl 98-200  Sieradz,|(goi bot); dang bao ché ban ran; vién nén; Inspector, Poland
Poland * Thube thao duoc.
73, Wojska| Thube khdng vo tring: vién nang ctng; vién Main
Medana Phar_ma Polskiego S’Fr., 98- nang m(em; thuocf dung ngqal d?n% long; EU-GMP GIF-IW-N- 93/01/2012 98/10/2014  |Pharmaceutical
Spolka Akcyjna [200 Sieradz,|thudc uong dang long; dang bao ché ran khac 4022/13/12
1A A Inspector, Poland
Poland (gbi bot); ban ran; vién nén.




* Thudc vo trung:
+Thudc san xuat vé trung: dung dich thudc

Pharmaceutical é?r Pe'gg?;gg tiém thé tich nho; dung dich thudc tiém thé GIF-IW-N- Main
9 S Works Sta.r’ogar d tich lép; ’ ’ EU-GMP [4022/113/1 |26/9/2011 01/07/2014 Pharmaceutical
Polpharma S.A Gdanski. Poland + :l“huéc tiét trung cuoi: dung,dich thuég tiém 1 Inspector, Poland
’ thé tich nho; dung dich thuoc tiém thé tich
16n.
Pharmaceuticals
Works Polpharma
Pharmaceutical |S.A * £ A A pen , Main
10 s Works|19,  Pelplinska Viéﬁhr‘:é": khong VO trung: vién nang cing,|p; <o Sc:;zl/\é\;/lfz 23/1/2012  |17/11/2014  |Pharmaceutical
Polpharma S.A |Str., 83-200 ' Inspector, Poland
Starogard
Gdanski, Poland
0, Wil TS 0 015 s i
11 Medana Phar.ma Lokietka Str" 98- thudc ubng dang 1ong; dang bao ché ran khac|EU-GMP GIF-TW-N- 23/1/2012 28/10/2014  [Pharmaceutical
Spolka Akcyjna [200 Sieradz,| .. . . TSR 4022/11/12
Poland (g61 bot); dang bao ché ban ran; vién nén. Inspector, Poland

* Thube thao duoc.




* Thubc vo trung:

+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich nho; dung dich thudc tiém thé
tich lon.

Ostravska 29,|, ‘ - A s A
[* Thuoc khdng v6 trung: vién nang cing Czech State
p |Teva  Czechiep.30S. 747 101 \q yim ham té bao); vien nang mém (|[EU-GMP |S<22032 log1112011  [22/10/2013  [Institute for Drug
Industries s.r.o |Opava, Komarov - . PO . \ 2/2010
) cyclosporin); thudc dung ngoai dang long Control (SUSKL)
Czech Republic ) £ £ \
(hormon);  thuoc udng dang long
(cyclosporin); cac dang bao ché c6 ap luc
(hormon); vién nén (thudc cd chtra hoat chat
gdy hai tiém tang, kim té bao)
* Ac vd triino-
Via  Provinciale Thquc ch trungZ. N . £
(loc. Bolognana) - + Thubc sin xuat vo trung: dung dich thuoe IT/108- Italian Medicines
13 Kedrion S.P.A 55027  Gallicano tIEI’Tj ths tich ;IGP’ thu?c dong kho, dung dich|EU-GMP 10/H/2012 10/04/2012 11/02/2014 Agency AIFA
(LU), Italia thuoc tiém thé tich nho.
’ * Thudc sinh hoc: ché pham tir méu.
R.P. Scherer
CR;nlij z:hegir (SBte:rgmelsbacﬁhge;lZ * Thubc khong vO tring: vién nang mém, DE_BW_0 Co quan c6 thim
14 | P thubc uéng dang 1ong, dang bao ché ran khac|EU-GMP |1_GMP_20 [19/10/2011  (14/09/2014 Juen ©
KG 'GmbH +|Eberbach, Baden - (vién nang tryc trang va am dao) 11 0101 quyen o Buc
Co. KG Wurttemberg, gt g e -

Germany




* Thude VO tring: thue dong kho, thude bot
pha tiém/tiém truyén (cac thudc bot pha tiém:

Survey no 314, Amoxicillin, Ampicillin, Amp|C|I_I|r!&
Sulbactam, Flucloxacillin,
Bachubally . -
Aurobindo Village Piperacillin/Tazobactam). Finnish
] * A A A N . = A Je 7 - A _ }
15 Pharma  Unit|Quathubullapur ,Thuoc khong vo _trung. vien nén (cac Vien EU-GMP 459/12.01.0 03/04/2012 03-02-2015 Medicines
nén Co-amoxiclav, Flucloxacillin, 1/2012
Al Mandal, RR. Pheoxymethyl penicillin, Pivmeccillinam) Agency (FIMEA)
District, Andra vién zang iﬁng ( céc’ vién nang cﬁ:ngj
Pradesh, India | \ 1 oxicillin, ~ Cloxacillin,  Flucloxacillin),
thudc bot pha hdn dich udng (cac thudc bot
Amoxicillin, Co-amoxiclav, Flucloxacillin).
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc dong khd
(chat kim té bao), dung dich thudc tiém thé
Pharmachemie ’ Khéc NL/H
16 GA Haarlem, - ) i EU-GMP / 26/04/2011 09/12/2013  |Inspectorate,
B.V Netherlands + Thudc tlét tl’l]l‘lg cuoi: dung dlCh thudc tiém 11/0037 Netherlands
thé tich nho (chat kim té bao), cac thudc tiét
triung cudi khac.
* Thudc khéng vO tring: vién nang cung,
* Thudc vo tﬁ‘mg: ‘ ‘
+ Thubc san xuat vo tring: thudc dong kho
Aquitaine Pharm|(thuéc c¢6 hoat chat ¢ hoat tinh héc mén),
: i . L ain 2 e w1 A an . A French Health
Pierre Fabre|International ~ 1,|dung dich thuoc tiém thé tich nho (chat doc té HPE/ER/22 Products  Safet
17 Medicament Avenue du Bearn|bao/chét kim té bao). EU -GMP 8/2011 26/10/2011 30/06/2014 Agenc y
Production  |64320  IDRON,|+ Thudc tiét tring cudi: Dung dich thube geney
n 2. X (AFSSAPS)
France ti€m theé tich nho
* Thude sinh hoc: san phiam céng nghé sinh
hoc
ZA du Pre-chenot,|* Thudc vo trung: thudc ciy ghép dang rin HPF/FR/63/ E:ggﬂ::ts I;z?:ih
18 Panpharma 56380 BEIGNON,|(khang sinh non-beta lactam, chira h6c mén{EU-GMP 2011 26/04/2011 02/12/2013 Agency y

France

va céc chat c6 hoat tinh hé¢c mon)

(AFSSAPS)




Ranbaxy
Laboratories Ltd

Ranbaxy B-2 Madkai DE_NW_0 Co quan tham
19 Laboratories b * Thube khong vo trung: vién nén EU-GMP |4_GMP_20 |21/12/2011 06/04/2014 N a ,
Ltd Industrial Estate, 11 0009 quyén Dtrc
403 404 Madkai, -
Ponda-Goa, India
E-1105, Industrial Belgian  Federal
Area,  Phase-lll,|Thudc khéng vé triing: vién nang cimg; thude g
CRACURE g wvadi éng dang long; dang bao ché ban rén; vién BE/2011/00 Agency for
20  |PHARMACEU |° el uong cang Jong, Gig Ben e e At Y Ey-GMP 21/4/2011  |24/02/2014  |Medicines  and
Rajasthan, Alwar|nén; cac dang thuoc khong vé trung khac 4
TICAL LTD. o 1 N Health  Products
District, 301019,{(syro kho hoan nguyén véi nudc).
. (AFMPS)
India
Thude v6 trine: State  Medicines
134136296, Jorung . ) Control  Agency,
Veiveriug, 134g|" ThuO¢ sin xuat vo trung: dung dich thudc LT/01H/20 Ministr of
21 SANITAS, AB 9. ‘|tiém thé tich nho; EU-GMP 03/01/2012 11/11/2014 y
LT-46352, Kaunas IR Z. . L ein 12 Health of the
. . + Thuoc tiét trung cuodi: dung dich thudc tiém .
- Lithuania ., : Republic of
thé tich nho. . .
Lithuania
* Thude vo trung:
+ Thubc san xuat vo tring: dung dich thude
tiém thé tich nho; dung dich thudc tiém thé
tich lom; Belgian  Federal
Janssen Turnhoutseweg |+ Thudc tiét tring cudi: dung dich thudc tiém BE/2011/00 A Snc for
22 |Pharmaceutica [30, Beerse, B-{thé tich nho; dung dich thude tiém thé tich|EU-GMP | 02/05/2011  |17/02/2014 Mge dici{]es o

NV

2340 Beerse, Bi

16n.
* Thube khong vé tring: dang khung thim;
thudc ding ngoai dang 16ng; thudc udng dang
long; dang bao ché ban rin; miéng dan qua
da.

Health Products




United Kingdom's

. UK GMP -
1100  Enterprise z R A , , medicines and
Catalent Drive Thuoc khdng vo trung: vién nang cung; Cac 20657 Insp Healthcare
23 |Pharma . dang bao ché ran khac; vién nén; thudc bot;|EU-GMP 20657/ 23/5/2012 17/04/2015
. Winchester, Products
Solutions LLC hat bao. 873857-
40391, US 0002 Regulatory
Agency MHRA
HC 02 Box : : ,
19250, State Road UK GMP ngfﬂnl:;ngdogj
933 km 0.1, £ A A e , 18437 Insp
24 f_afése”'ortho Mamey  Ward, viéEhr?gr? khong Vo trung: vién nang cing,|e; e |gmp 10/04/2011  |11/11/2013 F'f;ad'ﬂl‘i?re
Gurabo,  Puerto ' 18437/1087 Regulatory
Rico 00778-9629, 1-0005
Puerto Rico Agency MHRA
Janssen Barnahely, . -
i . . . L . Irish  Medicines
25 Biologics Ringaskiddy, Co.[Thudc cong nghé sinh hoc. EU-GMP |2011-019 (04/07/2011 19/05/2014
Board (IMB)
(Ireland) Cork, Ireland
34 North £ - A ea o n , Belgian  Federal
. Thuoc khdong vO trung: vién nang clng;
Xian-Janssen  [Wanshou  Road, thude ubne dane 16ne: thube duna naodi dan BE/2010/01 Agency for
26 |Pharmaceutical |Xian,  Shaanxi| 1°° gong bgog o i’én e " g gd‘t Vﬁéﬁ EU-GMP | 27/10/2010  |10/09/2013  |Medicines  and
Ltd Province. 710043, noéng’thjé ::gbc‘)t che a thuoe ¢ab Health  Products
Trung Qudc ’ o (AFMPS)




* Thube vo tring:

+ Thudc san xuat vo tring: Thudc dong kho
(hormon va céc chét c6 hoat tinh hormon;
prostaglandin/cytokines); dang bao ché ban

. . ran  (prostaglandin/cytokines); dung dich Belgian  Feredal
Prizer Rijksweg 12| hube tiem thé tich nho (hormon va cac chat BE/2011/01 Agenc for
27 Manufacturing |Puurs, B-2870, ! . |EU-GMP 08/09/2011 16/06/2014 g . y
Belaium NV Belaium co hoat tinh hormon; 7 Medicines  and
g g prostaglandin/cytokines); Health Products
+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho.
* Thudc sinh hoc: thudc chira hormon hodc
cac chét ¢6 hoat tinh hormon.
Pfizer
Manufacturing
Pfizer Deutschland DE BY 04
08 Manufacturing Gmbl—_l T’huoc kho\ng voAter’Jng: t%luOC uong dang long; EU-GMP | aMP 201 |13/2/2012 99/03/2014 Co . qua}n tham
Deutschland Heinrich-Mack- |cac dang bao ché ran khac. 2 0012 quyén Dtrc
GmbH Strasse 35, 89257 -
Ilertissen,
Bavaria, Germany
Pfizer
Manufacturing
Deutschland Thubc khong vé tring: vién nang ctimg (chira
Pfizer GmbH nguyén liéu doc tinh, hoat tinh cao); thudc
Manufacturin Betriebsstatte gny dan glféno? dan, béc; ché ran khé10 (Vl;én DE_BW_0 Co quan thim
29 g Freiburg, uong ¢ ;g g, dang , A .. .. |EU-GMP |1_GMP_20 |22/2/2011 28/07/2013 N d ,
Deutschland bao, thuoc com, pellet chira nguyén liéu doc quyén DBtrc
Mooswaldalee 1], " .» .. . o ) 10_0013
GmbH . tinh tiém tang; hoat tinh cao); vién nén (chua
79090 Freiburg, nguyén liéu doc tinh tiém tang, hoat tinh cao)
Baden- guy cu dC g, NOog .
Wurttemberg,
Germany
BIOMEDICA,
spol.s.r.o State institute for
30 EF:S“S/'EE'CA’ Pekarska 8, 15500|Thudc khong v6 trang: vién nén; thude bot.  |EU-GMP 2752)51202169 03/01/2011  |30/11/2013 |drug  control,

Prague 5, Czech
Republic

Czech Republic.




United Kingdom's

. UK GMP .
Verna Industrial 14694 Ins medicines and
Cipla Ltd (Unit|Area, Verna,| Thudc khdng v triing: vién nang cimg; thude P Healthcare
31 £ ; a EU-GMP |GMP 13/1/2011
VIII) Salcette, GOA, In-|uong dang 16ng; vién nén Products
. 14694/3363
403 722-India 86-0003 Regulatory
Agency MHRA
Sy. No. 317&323,
MSN E;Jt(;:]ifsgu San xuat nguyén liéu 1am thudc: Eplerenone; AET/11041 Co quan tha
32 |Laboratories an xuat nguyen ficu uoc: Ep '|[EU-GMP [1/1GMP-  [11/04/2011  |28/10/2013 , duantham
Ltd 502329, Medak|Dutasteride. MSN quyén DBtrc
District ~ Andhra
Pradesh, India
SP-289(A), RIICO Swte
industrial ~ Area Administration of
Kusum Chopanki '|Thude khdng vé trung: thubc dung ngoai PIC/s- 025/2012/S Ukraine on
33 Healthcare Pvt. _p o dang long, dang bao ché béan rin, vién nén, AUMP/GM |31/7/2012 03/06/2015 Medicinal
Bhiwadi, z A . ) Lz GMP
Ltd . .. |thuoc khong vo trung khac (thuoc com) P Products
Dist.Alwar(Rajast
an)-India (SAUMP) )
Ukraine
San xudt cac thudc chtra chat kim té bao:
Thymoorgan * Thude vo tring:
Pharmazie GmbH [+ Thudc san xuét v tring: dung dich thudc
Thymoorgan  |Schiffgraben  23,|tiém thé tich 16n, thubc dong khd, dung dich DE_NI_01_ Co auan thAm
34  |Pharmazie 38690 thudc tiém thé tich nho. EU-GMP [GMP_2010 [05/10/2010  |18/08/2013 " énqmc
GmbH Vienenburg, + Thudc tiét trang cudi: dung dich thudc tiém 0005 e
Lower  Sanoxy,|thé tich nho.
Puc * Thubc khdng vo trang: thudc dung ngoai

dang 10ng, thudc udng dang long




HBM Pharma s.r.o

* Thudc vo trung:
+ Thuoc san xuat v6 trung: dung dich thuoc

State institute for

35 HBM  PharmalSklabinska 30,0:’36 tiém th;e tl.(ih nl}o. . ‘ . |eu-emP SK/011V/2 26/7/2011 15/06/2014  |drug control.
S.r.o 80 Martin,|+ Thuoc tiét trung cuoi: dung dich thudc tiém 011 .
. 2 o1 X Slovakia
Slovakia thé tich nho.
* Thudc khong vo trung: vién nén.
Temmler Pharma|Thudc khéng vé tring: vién nang ctmg; thude
Temmler GmbH & Co. KG [dung ngoai dang/lér}g; thube uér}g dang long; DE_HE_01 Co quan thim
36 Pharma GmbH|TemmlerstraBe 2,|cac dang bao ché ran khéc (thuoc giai phong|EU-GMP | GMP_201 |23/1/2012 16/01/2015 AT
& Co. KG 35039  Marburg, |thay déi, thubc cém, thude bot, vién nén bao 2 0002 quyen Bue
Hesse, Germany |duong); vién nén.
* Thudc tiét tring cudi: thude ciy ghép dang
. ran (chat ¢ hoat tinh hormon); cac thudc tiét .
Pansiontie . 47, tring cudi khéc: thudc giai phong trong tir 4648/11.01 Finnish
37 Bayer Oy 20210 Turku, L g EU-GMP 7(07/11/2012 19/01/2014  [Medicines
Filand cung (ghat c6 hoat tinh hormoFl). 09/2012 Agency (FIMEA)
* Thuoc khbéng vé trung: vién nang cing;
vién nén (chat co hoat tinh hormon).
*Thubc vo trung:
+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich 16n; thudc dong khd (bao gom
Kaiser-Wihelm- |ca c4c chat c6 hoat tinh hormon); dung dich
Bayer Pharma Allee thudc tiém thé tich nho; o CGN/24.30. Co quan thim
38 AG 51368 + Thuoe tiét trung cuoi: dung,dich thuoc tiém|EU-GMP |12/06/2011/(01/07/2011 16/12/2013 An Dy
Leverkusen, thé tich nho; dung dich thuoc tiém thé tich 012 quyen Buc
Germany lon.

* Thudc khéng vo tring: dang bao ché rin
khéac; vién nén ( bao gdm ca hé thim thau qua
miéng OROS).




Tarchominskie

Tarchominskie Zaklady
Farmaceutyczne .
Zaklady "Polfa*  Spolka GIF-IW-N- vl
39  |Farmaceutyczne ; POKE! Thuée san xudt vo trung: dang bao ché rin. |EU-GMP 10/01/2011  |22/10/2013  |Pharmaceutical
N N Akcyjna 4022/3/11
Polfa" Spolka . Inspector, Poland
Akevina 2A. Fleminga Str.,
Yl 03-176  Warsaw,
Poland
Medice * Thube vo tring:
Arzneimittel + Thudc san xudt vo trung: dung dich thudc
Medice Putter GmbH &|tiém thé tich nho.
Armeimittel |0 KC + Thudc tiét tring cudi: dung dich thudc tiém DE_NW_0 Co auan th
40 |5 o oy g|KuNloweg  37-[thé tich nho. EU-GMP [L_GMP_20 [22/12/2010  |03/11/2013 | ** éanﬁc am
58638 Iserlohn|* Thudc khong vo tring: vién nang cimg; 10_0009 wy
Co. KG : o X iR \
North  Rhine -[vién nang mém; thuoc uong dang long; dang
Westphalia, bao ché ran khéc; dang bao ché ban rin; vién
Germany nén.
Australian
1389 Trasad Government -
Cadila Eg?gio %?g::; Thubc khdng vo triing: Vién nang cing; vién PIC/s- MI-2011- agzﬁrhtment a:;
41 Pharmaceutical ’ nén; thuéc cém khong chia cephalosporins, CE-02901- |22/06/2012 09/11/2013 .
s Limited Ahmedabad penicillins, rifampicin GMP 3 Ageing )
Gujarat 387 810, ' ' Therapeutic
India Goods
Administration
*Thudc vo trung;
+ Thudc san xuat vo tring: dung dich thude Austrian
Ebewe Pharma Mondseestrabe 11, [tiém thé tich nh. INS-480020 95.04-2015 |Medicines  and
42 4866 Unterach am|+ Thudc tiét tring cudi: dung dich thudc tiém|EU-GMP [0053-001 |04/05/2012 : .
GmbH Nfg KG Attersee, Austria [thé tich nho (12/20) Medical = Devices
’ ' Agency (AGES)

* Thude sinh hoc: Thube mién dich; thudc co
nguon goc tr nguoi/dong vat.




Damastown

Industrial ~ Park,|Thuc khdng vé tring: vién nang cimg; vién 3627/2012/ Irish  Medicines
43 |Rottapharm Ltd |\ b ddard, [nén: thude bot pha dung dich thude ubng.. | -° CMF |M868 07/03/2012 126/01/2015 g i (1MB)
Dublin 15, Ireland
Ash road, UK MIA Medicines  and
Iosen BioPharm Wrexham * Thudc san xuét v tring: thudc dong kho. 3070 Insp Healthcare
44 I_pimited industrial ~ Estate,|* Thudc cong nghé sinh hoc. EU-GMP |GMP/IMP (13/05/2011 21/02/2014  [products
Wrexham, Clwyd,|* Nguyén liéu ban du co6 hoat tinh sinh hoc. 3070/14720- Regulatory
LL13 9UF, UK 0037 Agency
* Thube vo tring:
+ Thudc san xudt vo trung: dung dich thude
tiém thé tich 16n; dong kho; dung dich thude
Boehringer tiém thé tich 16n.
9 + Thudc tiét trang cudi: dung dich thudc tiém
Ingelheim Pharma| . . | :
thé tich nho.
. GmbH & Co. KG £ R PN x ,
Boehringer . * Thuoc khong vO trung: vién nang cing;
Ingelheim Birkendorfer S|\ e bio ché rn (thubc bot, thudc com DE_BW_0 Co quan tham
45 g 65 gg3gy,|one PdY Che rai (Tuoc BOL TUeC €O iey MP |1 GMP_20 [16/03/2012  |15/02/2015 . qua
Pharma GmbH Biberach  a.d.R pellet); vién nén. 120024 quyén btic
+ Co. KG Baden- “'1* Thube sinh hoc: Thude cdng nghé sinh hoc
(DNA/Protein tai t6 hop); cac thude sinh hoc
Wurrttemberg — -[ . 2 . 2 .
khac (Protein tai t6 hop, khang thé don dong;
Germany )
cytokines)
* Dugc chat: dugc chit cdng nghé sinh hoc
khéc:protein tai t6 hop, khang thé don dong,
cytokines.
. Moneylands,
Servier Gorey  Road| . | Irish ~ Medicines
46 (Ireland) Arklow, Co. Thude khong vo trung: vién nén EU-GMP |2010-152 |31/01/2011 21/10/2013 Board (IMB)

Industries Ltd

Wicklow-Ireland




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

Pot 5
(Theo cdng viin s6 3271/QLD-CL ngay 08/03/2013 ciia Cuc Quin 1y dwgrc)
NHA  MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE [GIAY CN [NGAY CAP [NGAY HET|CO  QUAN
JI. M. H. Thamrin
- Kalbe 5:;1?/tl(asan IndAuitrll Thubc vién nén va vién bao khéng chia b/, |PW-01.023 :J?tlonglru Age;\r?()j/
' _ -~ |khang sinh (khéng bao gom thudc tranh thai, 31.08.12.40 |14/8/2012 14/08/2014 g
Farma Tbk. Delta Silikon| , "~ . A GMP Food Control,
. . h6c mon sinh duc va chat kim ham t€ bao) 73 .
Lippo Cikarang, Indonesia
Bekasi-Indonesia
Borgo San|* Thudc san xuat vo tring: thudc bot chira
Michele S.S 156]khadng sinh  nhém  Cephalosporin  va AIFA Italian
rlaupt  Phemalim. 47,600, Penicillin GMP-EU 1200 110/07/2012  [16/12/2014 | Medicines
e 04100 Latina|* Thudc tiét trung cudi: Dung dich thudc tiém Agency
(LT), ltalia thé tich nho.
Via Franco,[* Thudc san xuét v tring: Thubc dong kho AIFA italian
Wyeth Lederle|Gorgone Z.I  -|chtra khang sinh Penicillin, dung dich thubc IT/74- .
Spa 95100  Catanialtiém thé tich nho (khang sinh Penicillin, chat|C™" EV |11/H/2012 |14/03/2012 |23/06/2014 '\A/'egr'lz'”es
(CT), Italy doc té bao/chét kim t& bao). gency
* X N ~ N . -a . A
Bd. Dunarii nr.54, Thuocwkhong "9 trung..Awen nen,, vien bao National Agency
Comuna phim; vién bao dudng; vién nang cung. For Medicine
S.C. Arena Voluntari,  Jud. + Thu(?c chira khang sinh beta lactam: vién EU-GMP 020/2011/R 10/11/2011 98/09/2014  |And Medical
Group S.A nang cung. O .
lIfov, cod 077910, 2 , . . o - Devices -
. + Thuoc chwra corticosteroid: vién nén, vién .
Romania Romania
nang.
Nobelfarma llac Thubc khong vo tring: thude 1ong ding ngoai .
Sanayii  ve|oancaklar 8100, o ohun mu): thuée uéng dang long (siro|EU-GMP [EC/CMPI2 10010712012 |26/0412015  [BU192rian - Drug
. Duzce - Turkey NS z 012/031 Agency
Ticaret A.S va hon dich udng)




Acibadem,

Atabay
Pharmaceutical Koftuncu  Sokak Thudc khong vO tring: vién nén chua Irish  Medicines
6 . N0t 34718 " J J EU-GMP |2011-004 (10/10/2011  |11/05/2014
Fine Chemicals . paracetamol. Board (IMB)
Kadikoy, Istanbul,
Inc.
Turkey
Tarchomin
Zakalady
Tarchomin Farmaceutyczne
Zakalady "Polfa" Spolka GIF-IW-N- Main
7 Farmaceutyczne|Akcyjna Thubc san xudt vo tring: dang bao ché ran.  |[EU-GMP 10/01/2011  |22/10/2013  |Pharmaceutical
" " : 4022/3/11
Polfa" Spolkal2, A.Fleminga Inspector, Poland
Akcyjna Str., 03-176
Warsaw-Poland,
Poland
* Thudc vo tring
Kaiser-Willhelm- [+ Thudc san xuat vo tring: dung dich thudc CON24.30
Bayer Schering|Allee tiem thé tich 16n; thudc dong khé (hoat chét N Co quan tham
8 Pharma AG 51368 Leverkusen|cO hoat tinh hormon); dung dich thuoc tiém EU-GMP éi/106/2011/ 01/03/2011 116/12/2013 quyén Puc
- Germany thé tich nho;
+ Thudc tiét trang cudi: dung dich thudc tiém
* Thudc vo tring:
1776 North|+ Thudc san xudt vo trung: thudc dong kho; Spanish  Agency
: Centennial Drive,|dung dich thudc tiém thé tich nho; ES/151H/1 of Drugs and
o Hospira Inc. McPherson, + Thudc tiét tring cudi: dung dich thudc tiém EU-GMP 1, 18/10/2012 \31/10/2014 ||\ ith Products
67460, My thé tich nho. (AEMPS)
* Thube cong nghé sinh hoc.
Canlubang Thubc khéng vo tring: Vién nén; vién nan Australian
Internhil Industrial Estate, ime: vien n%n m;m‘?'th 5c bot ’;n th ;g PIC/s- MI-2012- Therapeutic
10 pait- Bo. Pittland,| " g mem; thuoc bot uong; thuoc CE-00683- [02/07/2012  |28/05/2014  |Goods
Laboratories Inc uong dang long, thuoc kem; thudoc mdo.|GMP - .
Cabuyao Laguna 3 Administration

4025, Philippines

(Khong chira steroid)

(TGA)




No. 50,

Kayarambedu United Kingdom's
: X A A s L , UK GMP .
Village, * Thuoc khong v6 trung: vién nang cung; medicines and
Medopharm  |Guduvancher vién nén; thudc bot khd dé pha hdn dich 31201 Insp Healthcare
11 ceopharm S o be ¢ pha hon dichley Gmp [GMP 00/03/2012  |09/01/2015
Private Limited |Chengalpet uong. 31201/3490 Products
District, Tamil[* Thudc sinh hoc: Thudc chira beta-lactam. 94-0005 Regulatory
Nadu, In-603 230, Agency MHRA
India
L. B The national
Simatupang No. 8[Vién nang ctimg khdng phai khang sinh PIC/s- PW.01.02.3 Agency for Dru
12 |PT. Merck Tbk |Pasar Rebol(khang bao gdm thubc ngira thai: noi tiét t6 31.10.12.63[31/10/2012  |31/10/2014 |"9NY g
. ) o, IS S GMP and Food Control,
Jakarta Timur|sinh duc khac va cac thudc kim ham té bao) 43 .
. Indonesia
13760, Indonesia
- B Vién bao va vién nén khdng phai khan The national
Simatupang No. & sinh(khdng bao gom thubc n s tlr)lai' noi ti‘gt pic/s- | W-01.023 Agency for Dru
13 |PT. Merck Tbk |Pasar Rebo| ) 1 v<ond a0 gom thube ngra whal; not U 31.10.12.63(31/10/2012  |31/10/2014 | 9FNY g
. to sinh duc khac va cac thuoc kim hdm t¢|GMP and Food Control,
Jakarta Timur bio) 44 Indonesia
13760, Indonesia
L. B The national
Simatupang No. 8|Thuéc tiém khong phai khang sinh (khdng PIC/s- PW.01.02.3 Agency for Dru
14 |PT. Merck Tbk |Pasar Rebo|bao gdm thudc ngira thai; ngi tiét t6 sinh duc 31.10.12.63[31/10/2012  |31/10/2014 |"9NY g
. o X s Ta A s GMP and Food Control,
Jakarta Timur|khac va cac thuoc kim ham té€ bao) 45 .
. Indonesia
13760, Indonesia
JL. B .
Simatupang No. 8 o). |PW01023 ;hinc f(;'ra“gr”ua'
15 PT. Merck Thk [Pasar Rebo|Thudc 1ong dung uéng khong phai khang sinh 31.10.12.63 |31/10/2012 31/10/2014 gency g
. GMP and Food Control,
Jakarta Timur 46 Indonesia
13760, Indonesia
Grunenthal GmbH
Zieglerstrabe  6,|*Thudc tiét trung cudi: dung dich thudc tiém
Grunenthal 52078  Aachen,|thé tich nh¢ DE_NW_0 Co quan thi
16 GETEIL e e o, - _|EU-GMP |4_GMP 20 |28/3/2012  |15/09/2024 |-©, dUan tham
GmbH North  Rhine -|* Thuoc khdng v6 trung: thuéc dung ngoai > = quyéen Puc
. , L Z , 12 0017
Westphalia, dang long; thudc uong dang long. -

Germany




* Herderstrabe 2,
83512

* Thube vo tring:
+ Thuoc san xuat v6 trung: dung dich thuoc

Wasserburger \é\garsr:lrnburger, tiém thé tich nho; thudce dong kho; dung dich W Co quan  thim
17 |Arzneimittelwe y: thudc tiém thé tich 16n; EU-GMP 25/10/2010  [13/10/2013 , e
* Tegernau 18, SN £ ) 2 ein 5/01/2010 quyén DBtrc
rk GmbH + Thuoc tiét trung cudi: dung dich thudc tiém
83512 - , . X ein 2 er
thé tich 16n; dung dich thuoc tiém thé tich
Wasserburger, \
nho.
Germany
* Thudc vo trung:
+ Thubc san xuat vo tring: dung dich thude
52 rue Marcel et|tiém thé tich nho; French National
Jacques Gaucher,|+ Thudc tiét tring cudi: dung dich thudc tiém HPF/FR/20 Drug and Health
18 CENEXI 94120  Fontenay|thé tich nho (chtra sulphonamides). EU-GMP 0/2012 15/11/2012 19/04/2015 Products  Safety
Sous Bois, Phap  |* Thubc khéng vo tring: vién nang ctng; Agency (ANSM)
thudc udng dang 16ng(sulphonamides); thudc
dan; vién nén (chura sulphonamides).
* Thude vo trung:
+ Thubc san xuat vo tring: dung dich thude
Via Cavalli Diltiém thé tich nho( chta corticosteroid); thude
Essel 88(;8220’ e Sgéiﬁ EO;}(lCh‘uatic”iptl:SLOSpor‘ls)d;un dich thudc tiém IT/16- AIFA —ltalian
19 |Farmaceutici  |o. o , (uoc tiet frtng cuor: AUng dich thuoe Tem\ e ) syp 13/1/2012  |02/09/2014  |Medicines
Giorgio Althé tich nho. 3/H/2012
S.R.L Agency

Cremano (Napoli),
Italy

* Thubc khong vo tring: vién nang cung;
thudc ding ngoai dang 16ng; thudc udng dang
long; thudc cdm; dang bao ché ban rin; thude
dat; vién nén.




Plot No.21-21, State
eriic (DL g ingdg g i 20228 e
20  |Pharmaceutical b PR huoe Kong g thube uong dang fong; AUMP/GM |16/5/2012  |05/09/2014 N
s Limited Solan, Himachal|vién nén. GMP P Medicinal
Pradesh-173205, Products -
INDIA Ukraine
Dewan Idris Road UK GMP Unltgc_l Kingdom's
Incepta medicines  and
Pharmaceutical Bara ~Rangamala Thubc khdng v tring: vién nang cimg; vién 35139 Insp Healthcare
21 o Zirabo  Savar,| o€ <1ONd g g cme: VI ey emP |GMP 20/7/2011 06/02/2014
s Limited - nén Products
: Dhaka, 3139/90350
Zirabo Plant Banaladesh 4-0001 Regulatory
g Agency MHRA
Pabianickie 5,  Marsz. J.[* Thudc khéng vo tring: vién nang cimg; .
Zaklad Pilsudskiego  Str,|thuéc dung ngoai dang long; thuéc udng d GIF-IW-N- Main
22 y go  >tr,|thuoc dung ngoal dang 'ong; thuoc uong 4ang| ey spmp 14022/180/1 [07/12/2011  |30/09/2014  |Pharmaceutical
Farmaceutyczne|95-200 Pabianice,|long; thuoc bot; vién nén; 1 Inspector. Poland
Polfa S.A Poland * Thubc thao dugc. pector,
Survey No. 313,
314 Unit I -
Blocks I, 1I, I, Portuguese
Vv, Bachupally|* Thudc khéng vo tring: vién nang cimg; . National
Aurobindo  |Village thuéc uéng dang long; dang bao ché ran khac Aurobindo Authorit of
23 - ge, UOT UONE Cang 0N, dang bab ce ran ¥4 ey GMp |Pharma [16/02/2011  |14/01/2014 orty
Pharma Limited |Quthubullapur (thuoc bot pha dung dich uong; pellet); vién . Medicines  and
. Limited
Mandal, = Ranga|nén. Health Products,
Reddy  District, IP (INFARMED)
Andhra  Pradesh,
India
* Thudc khong vo tring: vién nang cung;
24 |zentivaas /| g ngoal dang ‘ong, dang _ “lEu-GmP 26/07/2011  |13/05/2014 |Drug  Control,
Slovenska (vién sui; vién nén phan tan; pellet); dang bao 011
. X , z 4 - A , Slovak
republic ché ban ran; thuoc dit; vién nén.

* Thuoc duoc liéu




Reykjavikurvegur

: A A s " Icelandic
- * A . 4 .
25 |Actavish.  |/® 152201 Thudc khong VO trung: vien nang cingilp, svip l1si03/11  [15/11/2011  [05/10/2014 | Medicines
Hafnarfjorour, dang bao ché ran khac (thudc com); vién nén.
Iceland Agency (IMA)
. UK MIA United Kingdom
\I;\gr"ni(tj;p?le VISII(!%; * Thudc khong vo tring: vién nang cing; 142 Insp Medicines and
26 |POVIs Ulpeyon,  Ex2|thude dan; vien nén. eu-oMp [CMPICDP a0i07i2011  [06/12/2013 | e@itheare
Limited . PSR o IMP products
8NS, United|* Thuoc tir duoc liéu.
Kinadom 142/6742- Regulatory
g 0025 Agency
Holopack
i\l/(eépr?]%ﬁmgSteChn * Thude vo tring:
Bahnhofstrabe + Thubc san xuat vo tring: dung dich thudc
emab ,den tiém thé tich 16n; dang bao ché ban ran; dung
gem dich thudc tiém thé tich nho.
Holopack vorliegenden + Thube tiet trand cudi: duna dich thude tidm DE BW_0 C uan  tha
27 Verpackungstec [Grundrissplanen thé tiltj; Ecl ,1¢. d gg;sl'h; bgn lf ' dﬁsc dich EU-GMP |1_GMP_20 [15/12/2010 08/07/2013 ° N qD' am
hnik GmbH  |vom 20.11.2007,["° /¢ ‘O™ ¢ang Dao che ban ran; dung dic 10_0039 quyen Bue

73435 Abtsgmund
Untergroningen,
Baden-
Wurttemberg,
Germany

thude tiém thé tich nho.

* Thubc khong vo tring: thudc ding ngoai
dang long; thuéc udng dang 1ong; dang bao
ché ban rin.




Kingfisher Drive,

* Thudc vo trung:

+ Thudc san xuat vo tring: thudc dong kho;
dang bao ché ban rin; dung dich thubc tiém
thé tich nho; thudc cdy ghép dang ran; thudc
san xudt vo trung khéc (thudc bot, thude kim
té bao, Cephalosporin va thiét bi tiém khong
Kim tiém).

+ Thudc tiét trang cudi: dung dich thudc tiém

UK MIA

United Kingdom's

oathoon UK g\?v‘l’r']r(‘j%?]am thé tich nho, thude tiét tring cudi khac (chat 17857 Insp an::;fr:Qaefe and
28 i N kim té bao, thubc dap). EU-GMP [GMP/IMP [19/07/2012  |20/02/2015
Limited Wiltshire, SN3 £ R A e , Products
.. |* Thuoc khéng vo trung: vién nang cung; 17857/1003
5BZ, United| ., £ PSR - Regulatory
. thuoc khung tham; thuoc dung ngoai dang 6-0027
Kingdom \ Lz \ N P Agency MHRA
long; thuoc uong dang long; dang bao ché ran
khéc; dang bao ché ban rin; thudc dan; vién
nén; thude khong vo trung khac (thude dip).
* Thudc sinh hoc: ché phérn tr mau; thudc
mién dich; thudc diéu trj gen; thudc cong
nghé sinh hoc; thudc ngudn gbc tir nguoi
hodc dong vat.
Haupt ~ Pharma|Thudc khong vo tring chira khang sinh; chét
Amareg GmbH  |doc t& bao/chat kim té bao; hormon va cac
Haupt PharmalDonaustaufer hat ¢6 hoat tinh hormon, chat mién dich:: DE_BY_04 Co quan thim
29 P e oy ormon, chat muen dichi: ey syvp | GMP_201 [20/09/2012  |01/08/2015 . qua
Amareg GmbH |Strabe 378, 93055]|vién nang cung; thuoc dung ngoai dang long; quyéen Buc
L% \ X P g 2 0091
Regensburg, thuoc uong dang long; dang bao ché ran khac;
Germany dang bao ché ban rin; thudc dan; vién nén.
* A A \ . H H 1
Lotus BUSIness Thquc V07 trun%. o L ) UK GMP Unlt_eq Kingdom's
.|+ Thudc san xuat v6 trung: thuoc dong kho; medicines  and
Marksans Park, Off Newlink|,, ' bot pha tiem 19826 Insp Healthcare
30 . |Road,  Andheri, Loc SorPRatem. - . |Eu-GMP |GMP 12/06/2012  |17/01/2015
Pharma Limited . |* Thuoc khdong vO trung: vién nang cing; Products
(W), Mumbai -\ e ang mém; dang bao ché ban rén; vien 19826/3939 Regulator
400 053, India g mem; cang BAo che ban ran; 8-0002 guiatory

nén.

Agency MHRA




Bioton S.A. Bioton S.A.
5, Macierzysz,  12,|* Thudc san xuat vo tring: dung dich thudc .
Staroscinska. Poznans3ll<a Str., 05]tiém thé tich nho. s GIF-IW-N- Main :

31 ’ ’ NP . z EU-GMP |4022/236/1 |11/10/2012 09/06/2015  |Pharmaceutical
02-516 850 Ozarow|* Nguyen liéu sinh h(_)(,: lam thudc. 5 Inspector, Poland
Warsaw, Mazowiecki, * Thudc sinh hoc: thudc cong nghé sinh hoc '

Poland Poland
* Thudc vo trung:
+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich nho chira hormon corticosteroid;
. Loc. Fontana Del thude lfét'.A . £ ) L uen . ..

39 Brls.tol-Myers Ceraso 03012 + ;Th,uoc tu?t trung cuoi: dung dich thuoc tiém EU-GMP IT/138- 18/05/2012 10/04/2014 Italian Medicines

Squibb S.R.L Anagni (FRY), ltaly thé thh, nho. 5/H/2012 Agency (AIFA)
' * Thuoc khdong vo trung: vién nang cing;
vién nén.
* Thudc sinh hoc: thude cong nghé sinh hoc
dang dong kho.
Nycomed GmbH
Betriebsstatte
Oranienburg, , \ DE BB 01 7
33 Nycomed Lehnitzstrabe 70- T‘huoc A’khéong \{o trg[]g: Ylen nang ctng; dang EU-GMP | aMP 201 l17/11/2010 08/07/2013 Co . que}n tham
GmbH 98, 16515|bao ché ran khac; vién nén. - - quyen Puc
. 0 0011
Oranienburg, -
Brandenburg,

Germany




Plot No 876 NH

Therapeutic

No 8 Hariyala, MI-2011-
34 |Marck Matar ~ Kheda|Thudc tiém vé tring. PICIS- | CE-00062- 1411212012 |14/05/2014  |C0°%
Biosciences Ltd . GMP Administration,
Guajarat 387411, 3 .
i Australia
India
* Thube vo tring:
+ Thubc san xuat vo trang: dung dich thude
Uni-Pharma tiém thé tich nho.
Kleon  Tsetis| L4t km National|+ Thudc tiét tring cudi: dung dich thudc tiém National
35 |Pharmaceutical | o0 b Katojthetichnho. - - —eu-amp (M%7 00710011 |18/05/2014  [Ordanization of
. Kifisia Attiki,|* Thuoc khong vo trung: vién nang cung; 2011 Medicines,
Laboratories S - \ SO
14564, Greece thuoc dung ngoai dang long; thuoc uong dang Greece
SA \ I A 1o A . ; %
long; thuoc ran phén liéu khac; dang bao ché
ban ran; thudc dan; vién nén (hormon hoic
chat c6 hoat tinh hormon).
Teva Operations £ A A A
e A e it AN 1 VA
36 P 80, Mogilska Str.,[°" "9 90al dang fong; Thuoc uong dang 1oNS: ey sp 14022/238/1 |11/10/2012  |29/06/2015  |Pharmaceutical
Poland Sp. Z thudc ran phan lieu khac (thudc com pha hon
31-546  Krakow,| .. ) A 2 Inspector, Poland
0.0. dich udng); vién nén.
Poland
Via Cantone
ABC Moretti, 29 (loc.|* Thudc khéng vo tring: vién nang cing; : -
37 |Farmaceutici |Localita¥  Sanfthuéc uéng dang long; thube rin phan lidu|EU-GMP 'Jﬁggll 03/06/2011  [29/10/2013 'Ata';";r; 'z/'Ael‘ﬁg‘eS
SP.A Bernardo) - 10090|khéc (thude bét, thude cém); vién nén. geney
Ivrea (TO), Italy
Les 2 . A s i , National Agency
. 905 route de|* Thuoc khong vO trung: vién nang cing; ..
g5 |LAboratories o on, 45520|dang bao ché ran, vién nén (tai ché chit doc|EU-GMP | PRI oen0/0012  |31/05/2015  |°F Medicine and
Servier Gidv. France 4 bao) 5/2012 Health Safety
Industrie Y, (ANSM)




Lieu-dit  "L'Isle
Vert" rue René French Health
39 INNOTHERA Chantereau, 41150 Thuoc !(hong V40 trur]g: tljllAlOC 1’10ng dang long; EU-GMP HPF/FR/10 17/6/2011 10/11/2013 Products  Safety
CHOuUzY dang bao ché ran khac; vién nén. 7/2011 Agency
CHOUZY SUR (AFSSAPS)
CISSE, FRANCE
* Thudc khdng vé tring: vién nang cung
Cymbalta, vién nén Effient.
* Thube vo trung: dung dich tiém, bot pha
Lilly  Corporate|tiém, hdn dich tiém: thudc tiéu duong, thude
Centre, Humulin va Humalog (dang long va hén MI-2011- Therapeutic
Eli Lilly&|Indianapolis, dich); thudc tiét tring cudi bang phong xa:|PIC/S- Goods
40 Company Indiana,  46285,|Zyprexia  Relprevv; thudc dong kho:[GMP gE 02135- |19/12/2011 01/10/2013 Administration,
United States of[Diversified Hospital Care (Alimta va Australia
America Gemzar).
* Dugc chat: duoc chit DNA tai t6 hop,
Insulin sinh tong hop va chat tuong tu Insulin
Lispro.
Nycomed (Werk
Singen), Robert-
B:rfl‘;hﬁ's”asse dS} * Thudc v6 tring
Nveomed (gSrun drissolane + Thudc san xuét vo trung: thude dong kho. DE_ BW_0 Co quan thim
41 y P * Thube khdng vo tring: thude ding ngoai|EU-GMP |1 GMP_20 [01/09/2011  |06/07/2014 , qua
GmbH vom 25.07.2011, X Xk X s quyén Dtrc
. dang 1ong, thuoc uong dang long, dang bao 11 0058
78224 Singen,| © .5, 7 P 2 e A
ché ban ran, thuoc dan, thudc dat am dao.
Baden-
Wurttemberg,

Germany




Dr.
Schwabe
& Co. KG
Willmar-Schwabe-

Willmar
GmbH

* Thudc khong vo tring: vién nang cimg;
thudc ding ngoai dang 16ng; thudc udng dang

SDghwab;N'”mar jgnabrf” t ‘gch?rg':g:g long: dang bao ché rin khac (thudc bot, thude DE_BW_0 o auan  thinm
42 cdm, dang pellet vi lugng ddng cin); vién|EU-GMP [1_GMP_20 [07/02/2012 20/10/2014 A a ,
GmbH & Co.l[vom 22.07.2009,| , quyén Dtrc
nen. 12 0017
KG vorgelegten £ n -
*Thuoc duoc liéu.
Planen, 76227 * Thude vi | dne ci
Karlsruhe, Baden- uoe Vi luong dong can.
Wurttemberg,
Germany
o e ok ia e
Catalent UK Swign don1 * Thudc khong v tring: Vién nén, vién nén 14023 Insp Healthcare
43 Swindon Zydis Wil tshiré SN5 dong kho (Zydis) EU-GMP |GMP 20/02/2012 20/02/2015 Products
Limited ' = 1* Thude sinh hoc: Thude mién dich 14023/4574-
8RU, United 0012 Regulatory
Kingdom Agency MHRA
State Inspectorate
139, for Quality
JSC<Kievmedp [Saksaganskogo L in n PIC/S- 09/2011/G Control of
44 reparat> Str, Kyiv, 01032, Thuoe bot pha tiem. GMP MP 03/08/2011 22/07/2013 Medicines of the
Ukraine Ministry of
Health of Ukraine
* X A N . A . A .
15 e il T N0 O
45 Pfizer  (Perth)|Drive Technology dilcjh th 60’ gd v & g PIC/s- MI-2011-LI-20/3/2012 18/03/2014 Goods
Pty Ltd Park, Bentley WA|,® Joc GMP 02040-3 Administration -

6102, Australia

* Thubc khong vo tring: thudc hit; thude
udng dang long; dung dich thube.

TGA




121, Jalan Tunku

Vién nén (chura Penicillins); vién nang clng
(chtta penicillins); vién nang mém; thuoc

National
Pharmaceutical

46 |Hovid Berhad |\PUl  Rahman,| o dang long: thube ding ngodi dang long:| <> |a6orn2  |22711/2012  |27/08/2014  |Control  Bureau,
30010 Ipoh, 4™ 1, thuoc TG YDAl ¢ SlGMP nt
Perak, Malaysia tl}uoc !<em Ava I?tlon, t’huoc fn'o;'bgt pha hon Ministry _ of
dich va thuoc com (chura penicillins). Health Malaysia.
* Thudc khéng chaa khang sinh, khdng|PIC/s-  |PW.01.02. [14/08/2012  [14/08/2014 [National
bao gém thubc tranh thai, hormon sinh|GMP  [331.08.12. Agency for
duc, chat kim té bao: vién nang cting; vién 4106 Drug and Food
nén; vién bao. Control of
* Thube chtra Cephalosporin va dan xuat, Republic of
bao gom Carbapenem va dan xuat, khong Indonesia
Jl. Jend.|bao gdm beta lactam va din xuét khéc
PT. Dexa Bambang Utoyo (Per)icillins, Imipenem): vién nang cimg;
47 | Medica No.133 thudc bot vo trung pha tiém; hdn dich
Palembang  -[kho; vién bao.
Indonesia

* Thude chira khang sinh khdng bao gom
betalactam va din xuit: hdn dich khé;
vién nén; vién bao; vién nang cling.

* Thude bot udng khdng chira khang sinh;
hon dich kho khéng chira khang sinh; vién
sui khong chtra khang sinh.




Co s san xuat:|* Thudc khong vo tring: vién nang ctmg;|EU-GMP|Co sé san|01/08/2012 |21/12/2014 |Co quan tham
Rottendorf vién nang mém; thudc bot, thude com, Xuat: quyén Dirc
Pharma GmbH |pellet (chtra hoat chat nguy co tiém tang: DE_NW_0
Ostenfelder tamoxifen, Flutamide, Clomifen va céc 5 GMP_2
Strabe  51-61,|chdt twong tu); vién nén (vién sui, vién 012_0022
59320 bao). Co SO

. Rottendorf (Iénnigerloh, dong goi:

Pharma GmbH|Germany. DE_NW_O0
Co s¢ dong goi: 5 GMP_2
Rottendorf 012_0023
Pharma GmbH
Am Fleigendahl
3, 59320
Ennigerloh,
(Germanv
Zone * Thude vo tring:
Industrielle, 2 A g L ) French  Health
+ Thuoc san xuat vO trung: thudc dong kho

49 |LillyFrance |TU& du Colone| .. cht doc t& bo, hormon): dung dich|EU-GMP| R4 |ooi0s011  |16/00r2003 |7 700uCtS Safety
Lilly, — 67640|4éc tiém thé tich nho (chira hormon). 6/2012 Agency
Fegershem, * Thudc sinh hoc: thude cong ngh¢ sinh hoc. (AFSSAPS)

France




Khasra No.
1342/1/2, Hilltop

Industrial Area, United
Jhramajri, UK GMP Kingdom's
Village Bhatoli|, Thude khona vé tring: vien nén: thube 24881 Insp medicines  and
50 |USV Limited |Kalan, Baddi| . _ g g- : EU-GMP|GMP 21/05/2012  |09/01/2015 |Healthcare
Tehsil Nalagarh, ' 24881/441 Products
Himachal 5033-0001 Regulatory
Pradesh, District Agency MHRA
Solan, In-173
205, India
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Pot 6
(Theo cong vin s6 3949/QLD-CL ngay 20/03/2013 ciia Cuc Quén 1y dwoc)
sTT [NHA  MAY|p1A CHi PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY cAp |[NGAY HET|CO  QUAN
CONCOC DO NTAC HAN OCAD
Thubc vo tring:
Sabiedriba  ar *Thudc san xuat vo tring: thude dong kho
) Rupnicu iela 4,|(chat doc té bao/chat kim té bao), dung dich
g |ferobezot o ine. LV-2114.|thude tiém thé tich nho (chit doc € bao/chat |GMP-EU |2V V20101002010 |27/0812013  [SIRtE Agency of
atbildibu,, Lavia Kim té bio) 10/009H Medicines, Latvia
PHARMIDEA tm 1e bao).

* Thudc tiét trung cudi: dung dich thude tiém
thé tich nho (chat doc té bao/chat kim té bao).




Dhirubhai Ambani

United Kingdom's

Life science centre £ . A e in , UK GMP -

. . * Thuoc khéng v6 trung: Vién nang cung; medicines and
Reliance  life)(DALC) — Thane vién nén; Thudc ung thu (Vién nén va vién 41432 Insp Healthcare
sciences private(Belapur road L o ’g - ... |GMP-EU [GMP 16/10/2012 13/08/2015
. .|nang ctrng: Vién nén Capecitabine, vién néen Products
limited (plant 6)|rabale Navi e , ) 41432/6618

. Imatinib, vién nang cung Temozolomide). Regulatory
Mumbai IN- 812-0001 Agency MHRA
400701 India gency
. * Thudc vo trung: Thude san xuit vo tring:
Schering - ISR R
Plouah - Thudc dong kho;

g . - Dung dich thudc tiém thé tich nho; R Z
(Ireland) Brinny, * Thube tidt triine cudi B6 Y té Ireland
Company T/AlInnishannon, Co. .. ;g N \ GMP-EU (2011-074 |14/7/2011 20/05/2014  |(Irish  Medicines

. - Dung dich thuoc tiém thé tich nhd.
Schering -|Cork, Ireland e , Lo . Board)
. * Thuoc sinh hoc: cac thuoc cong nghé sinh
Plough (Brinny)
hoc
Company
* Thudc vo tring:
+ Thudc san xuét vo tring:
Hameln . A en 21 1x
. - Dung dich thudc tiém thé tich 16n;
Pharmaceuticals | e dich thuéc tiém thé tich nho:
Hameln Gmbh Hgngdiéh ’ ’ DE_NI_02_ Co quan c6 tham
Pharmaceutical |Langes Feld 13 S £ GMP-EU [GMP_2012 |21/5/2012 22/03/2015 q N
+ Thudc ti¢t trung cudi: quyén cua Dtrc
s Gmbh 31789 Hameln . X ein I , _0004
- Dung dich thuoc tiém thé tich 16n; dung
Lower Saxony]| .. A ., .
German dich thuoc ti€m thé tich nho.
y * Thude sinh hoc:Thubc mién dich (Vic xin
vi rat bat hoat)
Zone Industrielle|* Thudc khong vo tring: dang bao ché ran; French  Health
Unither le Malcourle[thudc dan (héc mén va cac hoat chit c6 hoat HPF/FR/13 Products ~ Safety
Industries 03800 GANNAT,|tinh hoc mon); vién nén GMP-EU 1/2011 211712011 28/04/2014 Agency

France

* Thuoc duoc liéu

(AFSSAPS)




United Kingdom's

Frankland  Road , UK MIA medicines and
Catalent  UK|Blagrove Swindon|* Thuoc khdng vo trung: Vién nén, vién nén 14023 Insp Healthcare
Swindon Zydis|Wiltshire SN5|dong k’hé (Zydis) , N GMP-EU |[GMP 20/2/2012 20/02/2015 Products
Limited 8RU United|* Thudc sinh hoc: Thuoc mién dich 14023/4574
Kingdom 0012 Regulatory
Agency MHRA
Via Complutense, Spanish  Agency
;rZSSt Iberica, ilt?]’are?'ca'g%gg Thuéc khong vé tring: Vién nén, vién bao  |GMP-EU ES/ 014HIL \osi020011  |24102/2014 &fealthDr“%Sm dj;‘:
(Madrid) - Spain (AEMPS)
* Thudc vo trung:
+ Thudc san xuat v tring: Thudc dong khd
(hoc mon va céc chat cd hoat tinh hoc mén);
thudc tiém thé tich nho (h6c mdn va chat co
Vetter  Pharma-|hoat tinh hoc mon)
Fertigung + Thudc tiét tring cudi:
I\:/:rt:ii]runlz;harma- Schutzenstr. ~ 87|- Thubc tiém thé tich nho (hdc mén va chat DE_BW 0 Co quan thim
GmbH & Co. und 99-101,|co hO.’;I"[ tinh h6¢c moén) GMP-EU [1_GMP_20 |28/06/2012 06/06/2015 quyén Pric
KG 88212 * Thl}()c §inh hoc: o ’ 12 0054
Ravensburg, - Ché pham tir mau: ché pham tir huyét thanh'
Germany - Thubc mién dich'
- Thudc cdng nghé sinh hoc (héc mon va chat
c6 hoat tinh hé¢c moén)'
- San pham c6 ngudn gbc tir ngudi hodc dong
vat.
* A A A triina- iA o
40 Boulevard de thuTéhCu(:l%ri(; O;fngv olétrrl?g(.ia;/gjef;af;afgéﬂigi French  National
Patheon France |C1amParet 383001, < ohun mix: vién nén (chita hoc mon)  |GMP-EU | PFPRAB \0a11 0012 |13/04/2015  |PrU9 and Health
Bourgoin Jallieu, |, Thuée sinh hoe: Vién nang cimg chira bao 3/2012 Products  Safety
france o Agency (ANSM)

tor vi khuan.




San phdm thudc bdt pha tiém Bitazid

(Ceftazidime for Injection 1g) Gl?y "h“’“*‘%
. B . . nhan GMP: . £
+ (Co so san xuat: Hikma Farmaceutica DE NW 0 Ngay cap
Sanavita Lohstrasse 2, D-|(Portugal, S.A. - Estrada do Rio da Mo n. 8§, 1 GMP 20 GMP: Co ouan thim
10 . 59368 Werne,|8A, 8B - Fervenca, 2705-906 Terrugem SNT {EU-GMP |, = — |07/03/2012 06/03/2015 N a ,
Pharmaceutical 12_0001 oz i quyén Dtrc
Germany Portugal) Z Ngay cap CPP:
s GmbH , B , . Giay CPP:
+ Co s6 xuat xuong:  Sanavita 02/01/2012
Pharmaceuticals GmbH ) 24.05.01.11
.6223-0094
* Thudc khong chira khang sinh, chat tranh
thai, hormon sinh duc va chat kim té bao:
vién nang cung; vién nén; vién bao.
Co so 1. JL|* Thudc khang sinh (khéng bao gom khéang :
PT Sanbe Industri 1/9,|sinh beta lactam khéc va cac dan xuat): vién PIC/s- PW.01.02.3 Ej:'ongruAgezsg
11 ' Cimahi, Bandung {nang ctng; vién nén; vién bao; thudc udng 31.10.12.61(19/10/2012  |19/10/2014 g
Farrma . i GMP Food Control,
Indonesia. dang long. 72 Indonesia
* Thubc udng khdng chira khang sinh dang
long; vién bao chira hormon sinh duc va chat
tranh thai; vién nén chira hormon sinh duc va
chét tranh thai.
* Thudc chaa penicillin va dan xuat (khong
bao gém céc khang sinh betalactam khac va
Co so 2. Jl.|dan xuét): vién nén; vién nang cung; vién
Leuwigajah  No.|bao; hdn dich khd udng; thudc bot vo tring
12 162 Cimindi,|pha tiém.
Cimahi, bandung -|* Thudc chua Cephalosporin va din xuét
Indonesia. (khdng bao gdm khéang sinh beta lactam khéc

va dan xudt): vién nang ctng; vién bao; hdn
dich kho udng; thuoc bot vo trung pha tiém




Co so 3. Jl
Industri Cimareme
No. 8, Kompleks

* Thubc v tring khéng chira khang sinh
(khdng bao gém chat tranh thai, hormon sinh
duc; chat kim té bao): thudc bot vo tring;
thudc tiém.

* Thudc khang sinh (khdng bao goém beta
lactam khac va dan xuét): thudc bot vo tring
pha tiém; thudc pha tiém vé tring; thudc tiém

13 In_dustrl truyén; thudc tiém; thudc nho mit vo trung;
Cimareme, o~ L, Ao £ r gai A
thudéc mo tra mat vO trung; thuoc nho tai vo
Padalarang, A
Bangdung |trung. .
. * Thuoc vo trung khong chira khang sinh:
Indonesia. £ N z X ~ .
thuoc md& tra mat; thuoc nhd tuong beo;
thudc nhé mit; thude tiém truyén vé tring;
thudc nho tai.
il de Spanish _ Agency
14 Biomendi, S.a_|Bernedo, sin. Th;u(,)c t1¢:t trung cudi: dung dich thudc tiém EU-GMP ES/042H1/1 31/05/2011 90/03/2014 of Drugs and
thé tich 16n. 1 Health  Products
Bernedo 01118 (AEMPS)
(Alava), Spain
* A A <\ . H H 1
Agila Opp M. Thquc V? tmn%. o N UK GMP Umtng Kingdom's
- . . + Thuoc san xuat vO trung: thuoc dong kho; medicines  and
Specialties Bilekahalli, dung dich thudc tiém thé tich nho; bom tiém 39861 Insp Healthcare
15 |Private Limited {Bannerghatta ing cich thuoe © : EU-GMP |GMP 30/01/2012  |04/12/2014
. dong san thuoc. Products
Sterile Products|Road, Bangalore, PN Z. . L i 39861/3457
Division IN-560076. India + Thuoc tiét trung cudi: dung dich thudc tiém 482-0001 Regulatory
’ thé tich nho. Agency MHRA
No. United Kingdom's
Agila 152/6&154/16 * Thubc vo tring: UK GMP ed ¥ing
- . L 2 A eun Lk . medicines  and
Specialties Doresanipalya, + Thuoc san xuat vO trung: Thuoc cay ghép 39861 Insp Healthcare
16 Private Limited {Bilekahalli, dang rin; thudc bot pha tiém. EU-GMP |GMP 24/01/2012 04/12/2014 Products
Beta lactam|Bannerghatta * Thudc khong vo tring: vién nang cung; 39861/3457
Division Road, Bangalore,|vién nén 513-0001 Regulatory
,Sangarore, ' Agency MHRA

In-560076, India




No. 152/6,
154/11&154/16

United Kingdom's

: ) * Thude vo tring: UK GMP -
Agila Doresanipalya, L I AT medicines and
Specialties Bilekahalli Bequr + Thuoc san xuat vO trung: thuoc bot khé pha 39861 Insp Healthcare
17 P - . e EU-GMP |GMP 30/01/2012 04/12/2014
Private Limited {Hobli, z A A s L , Products
*Thuoc khdng vO trung: vién nang cung; 39861/3457
CephaBlock \Bannerghatta 1, '\ 36 ché rén khac: vién nén 551-0001 Regulatory
Road, Bangalore,| - & ’ Agency MHRA
In-560076, India
Krs _ Gardeng, UK GMP Unlt_eo_l Kingdom's
Suragajkkanahalli, 20003 Insp medicines and
- N X A A N . - A , X
18 SFrlc_Ies Arcolab|Kasaba hobli, .AThuOC kh?ng vo trt’Jng. vien ’n.ang eing:l -y ~vp lemp 05/03/2012 09/12/2014 Healthcare
Limited Anekal Taluk,|vién nang mé€m; vién nén; thudc goi. Products
20003/1292
Bangalore South, 20004 Regulatory
In 562 106, India Agency MHRA
Poligno Industrial[* Thudc vo tring: The Ministry of
Llevant, Can|+ Thudc san xuat vo tring: thube tiém dung Health of
Instituto Guasch, 2, 08150|dich thé tich nho; thuéc dong kho. NCF/1204/ Goverrnment  of
19 Grifols, S.A  |Parets del Valles,|+ Thudc tiét tring cudi: thudc tiém dung dich EU-GMP 1oo1/caT 16/1/2012 12-2014 Catalonia,
(Barcelona) thé tich nho. Barcelona -
SPAIN * Thudc sinh hoc: ché pham tir méu. SPAIN
Lindopharm
Lindopharm GmbH Thubc khdng vé tring: vién nang cimg; vién DE_NW_0 Co quan  thim
20 Gmbl—? Neustrabe 82,[nén; thudc khong vo trang khéc (thudc bot,|EU-GMP |3_GMP_20 |19/6/2012 28/03/2015 éanl’Ic
40721 Hilden,|thudc cém). 120022 wy

Germany




Dr. Willmar
Schwabe GmbH
& Co. KG

Willmar -
Schwabe - Strabe

Thubc khong vé tring: vién nang cimg; thude

g)crhwab\eNlllmar 4, gemab den mit{dung ngoéi Qan,g lénfg; thuép ubng dan,g l(")pg; DE_BV_01 Co quan thim
21 GmbH & Co Schreiben vom|dang bao ché ran khac (thuég bot, thuoc cc}m, EU-GMP | GMP_201 |07/02/2012 20/10/2014 quyén Birc
KG '122.7.20009, globuli (pellet chira hoat chat vi lugng dong 2 0017
vorgelegten can)); vién nén.
Planen, 76227
Karlsruhe, Baden
Wurttemberg -
Germany
. Thubc khong vo tring: vién nang cimg (chira
Facta V. Laurentina, Km Cephalosporgi’n); dang bao chégrén gkr(léc ( . -
22 |Farmaceutici |2+ 730 - 00040h 5 hst, thuée com chita beta lactam,[EU-GMP [ 274 |aoii0i0012  |o4izi2014  |'MRNAN Medicines
Pomezia  (RM), .. n . , 2/H/2012 Agency AIFA
SP.A cephalosporin); vién nén (chtra
Italy .
Cephalosporin).
* Thubc khéng vo tring: thudc udng dan Austrian
b3 [Fresenius Kabi E;termjgggtraf.e ong. ’ ’ = cU.amp |INS-4800191 o Lo o | Medicines  and
Austria GmbH Aust-ria MZlx San xubt céc chit khac: lactulose:| 0011-011 Medical Devices
hydroxyethylstarch; sinistrin. Agency (AGES)
R.P. Scherer
R.P.  Scherer|Gammelsbacher Tpuéc khong v trung: vién nang mém; thube DE_BW 0 Co quan thim
24 GmbH & Co.|Str. 2, 69412|udng dang long; dang bao ché ran khac (vien|EU-GMP |1_GMP_20 |22/6/2012 14/09/2014 A,
KG Eberbach, nang dat truc trang va am dao). 12 0047 quyen bue
Germany
Unit IX, Plot. No
L139, S-103,
M61, M62, M63 L s s £ ) L oeia i ..
25 |Cipla Ltd Verna  Industrial ;%ﬂ?ght;iétr“”g cudi: dung dich thuoe tiem| e, syp 50‘317011\/ 25/10/2011  |10/06/2014 ingg‘y'\"ed'c'”es
Estate 403722 '
Salcette, Goa,

India




J-168 M.L.D.C,, :
] National Agency
Samrudh Tarapur, Boisar, For Medicine
26 Pharmaceutical |Distric Thane - Thuoc; san ’Xuat ’vo t‘rung: thuoc cdy ghép EU-GMP 025/2011/R 20/12/2011 05/11/2014  |And Medical
s Pvt. Ltd. -|401 506,|dang ran chtra khang sinh cephalosporin. O .
_ Devices -
Unit 11 Maharashtra - .
: Romania
India
Plot No.9, 10&15,[* Thubc vé trung:
Indore  Special|+ Thudc san xudt v tring: dung dich thudc United Kingdom's
: A 2. . UK GMP -
Economic  Zone,[tiém thé tich nho. Medicines  and
Phase I1,[+ Thudc tiét trung cudi: dung dich thudc tiém 14694 “Insp Healthcare
27 |Cipla Ltd . _thpr rhuoc tiet frung cur: GUNG dich Tuoe UM ey spp |amp: 11/03/2011  |17/01/2014
Pithampur, Distric|thé tich 16n. products
£ A A , 14694/2635
Dhar, Madhya|* Thuoc khdng v6 trung: vién nang cung; 278-0001 Regulatory
Pradesh,  In-454|thudc udng dang 16ng; dang bao ché ran khéc; Agency MHRA
775, India thudc phun mu; vién nén; thude xit mii.
167  Mahatma UK GMP m:;'tf\':aerz and
Alkem Gandhi Udyog Thudc khong vé triing: vién nang cing; Vién 19564. “Insp roducts
28 |Laboratories |Nagar,  Dhabel,| . °¢ “TONY ng: VIS Nang cuneg; VIENIey_gmp |Gmp 06/01/2012  |10/10/2014 [P
nén; thuoc bot pha hon dich udng. Regulatory
Ltd Daman, In 396 19564/ Agency (MHRA)
210 - India 12366-0008 gency ’

UK
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Istituto
Biochimico
Italiano
Giovanni
Lorenzini S

P.A

Via Fossignano 2
04011 Aprilia
(LT), Italy

* Thudc vo trung:

+ Thudc san xuat vo tring: thudc dong khd
(khang sinh penicillin, hormon va cac chat co
hoat tinh hormon khéng bao gébm hormon
corticosteroid hoac hormon sinh duc); dung
dich thudc tiém thé tich nhoé (chira hormon va
cac chat c6 hoat tinh hormon khéng bao gdm
hormon corticosteroid hodac hormon sinh
duc); thudc bot (khang sinh penicillin).

+ Thudc tiét trang cudi: dung dich thudc tiém
thé tich nho.

* Thudc khong vo tring: vién nang cung;
thudc udng dang long (chira hormon khéng 1a
hormon corticosteroid hodac hormon sinh
duc); dang bao ché rin (thubc bot, thude
cdm); dang bao ché ban rin; vién nén (chira
hormon  khéng bao  gdm  hormon
corticosteroid hodc hormon sinh duc).

EU-GMP

IT/104-
3/H/2012

30/03/2012

29/04/2014

Italian Medicines
Agency (AIFA)

30

Labesfal
Laboratorio

S

Almiro, S.A

Zona Industrial do

‘|Lagedo, Santiago

de Besteiros, 3465
157, Portugal

* Thudc vo tring:

+ Thudc san xuat vo tring: dung dich thude
tiém thé tich 16n; dang bao ché ban rin; dung
dich thudc tiém thé tich nho; thudc ciy ghép
dang ran; thudc bot (chira cephalosporin, beta
lactam).

+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich 16n; dang bao ché ban rin; dung dich
thudc tiém thé tich nho.

* Thudc khong vo tring: vién nang cung;
thudc ding ngoai dang long; thudc udng dang
long; dang bao ché ban rin; vién nén; thude
khéc (thube bot, thude cdm chira khéng sinh
beta lactam, cephalosporin).

EU-GMP

FO010/S1/H/
AF/001/201
0

14/02/2012

14/12/2014

National
Authority of
Medicines and
Health Products,
I.P, Portugal

31

Fresenius
AB

Kabi

Rapsgatan 7,
Uppsala, 75174,
Sweden

Thudc vo trung: thude tiét trung cudi: dung
dich thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho.

EU-GMP

24:2011/55
2108

23/10/2012

26/04/2015

Medical Products
Agency, Sweden




Fresenius Kabi|Freseniusstrabe 1,|* Thudc tiét tring cudi: dung dich thudc tiém DE-RPDA- Co auan  thAm
32 Deutschland 61169 Friedberg,|thé tich 16n; dung dich thudc tiém thé tich|EU-GMP |111-B-210- |17/06/2011 11/01/2014 A d ,
. quyén Durc
GmbH Germany nho. 4-0
sanofi 30-36. avenue French Health
33 Winthrop Gustave Eiffel,| Xatral Lp (Xatral XL 10mg prolonged-release EU-GMP 112/12/0520 |28/12/2012 N/A Products  Safety
Industrie 37100 Tours, [tablet Agency
France (AFSSAPS)
. %6, . foute  de French Health
Sanofi Choisy au Bac, Products  Safet
34 Winthrop 60205 Vién nén bao phim Orelox 100mg EU-GMP |12/12/0518 (28/12/2012 N/A Agency y
Industrie Compiegne, (AFSSAPS)
France
1-3 Allee de la French Health
Unither Liquid|Neste, Zi D'en|.. . Products  Safety
35 Manufacturing |Sigal, 31770 Siro Depakine 57,64 mg/ml EU-GMP |12/12/0521 |28/12/2012 N/A Agency
Colomiers, France (AFSSAPS)
* Thude vo tring:
+ Thudc san xuat vo tring: dung dich thude
tiém thé tich 16n; dung dich thudc tiém thé
tich nho; cac dang thubc san xuit vo tring
. |Hafnerstrabe  36,|khac (chtra chat c6 hoat tinh hormon; thudc ;
g |resenius Kabilg, o Graz,|kim té bao; thubc khang sinh). cu-omp |INS4801661 00100010 [oa/11/2003  |C0, QUaN  tham
Austria GmbH . L ene e Z. . L in 0012-007 quyen Puc
Austria + Thuoc tiét trung cudi: dung dich thudc tiém

thé tich 16n; dung dich thudc tiém thé tich
nho; cac thude tiét tring cudi khac (chit co
hoat tinh hormon, thubc kim té bao, thudc
khang sinh).




Actavis

Italy

Via Passteur, 10-

*Thubc vo trung:

- Thubc san xudt vo trung: Thubc dong khod
chira chit doc t& bao Thudc tiém thé tich
nho chira chét doc té bao

IT/251-

Italian Medicines

37 lspa ?&?ﬁta":'e”'ano - Thube tiét tring cudi: Thude tiém thé tich| =0 CMT |oypjo012  [04/20/2012 |17/05/2015 ey AIFA
nho chira chét doc té bao, hoc mén sinh duc.
* Thudc khéng vo tring: Thubc udbng dang
long chira hoc mon sinh duc
*Thudc v6 trung;
-Thudc san xuat vo tring: Dung dich thudc
tiém thé tich 16n; dung dich thudc tiém thé
tich nho.
Thubc tiét tring cudi: Dung dich thubc tiém State
Joint Stock|74, Frunze Str., thé lil’ch 16n _ dugn Y di;:h thféc. tiémuthé iichlpicss- 022/2012/S Administration of
38 Company Kyiv, 04080,| ’ g d AUMP/GM |01/08/2012 19/04/2016  [Ukraine on
. nho. GMP ..
FARMAK Ukraine £ - A e JiA , P Medicinal
*Thuoc khong vO trung: Vién nang cung;
Lz \ £ s - Products
thudc uong dang 16ng; thuoc dung ngoai dang
long; vién nén (chia hoc moén); cac dang
thudc ran phan liéu k hac. Thude sinh hoc:
thudc cong nghé sinh hoc (thubc mién dich).
. . State
'IAI;EI;?AEHIM llac _Sl_i?]iyl Mgzgg:: Thubc khdng v6 tring: Vién nang cung; PIC/S- 001/2012/S Administration of
39 ) thudc udng dang long; thude ding ngoai dang AUMP/GM |10/04/2012  |25/11/2014  |Ukraine on
Sanayl ve|No.3, - Esenvury 16ng; vién nén; thudc dang ban ran GMP P Medicinal
Ticaret A.S Istanbul, Turkey &V > Huoc aang '

Products




*Thubc vo tring
- Thudc pha ché vé tring: Dung dich thudc
tiém thé tich 16n; dung dich thubc tiém thé

Zone industrielle| , \ Agence francaise
29, route des tich nho. de securite
40  |PfizerPGM  |industries, 37530|  LhuOc tiét trung cudi: Dung dich thuoc tiem o\ \ o \o \HPFIFRIS |y 1000011 10/02/2014  [samitaire des
. thé tich 16n; dung dich thudc tiém thé tich 8/2011 .
Poce sur Cisse, ho produits de sante
France * Thudc khéng vo trung: thudc vién nang (AFSSAPS)
ctng; dang bao ché rin; vién nén (chira hoat
chat c6 hoat tinh hoc mén).
*Thudc v6 trung;
- Thudc san xudt vo tring: Dung dich thudc
tiém thé tich nho. French National
52 rue Marcel et L nl s Z. ) L ouea
Jacques Gaucher|_ Thuoc tiét trung cuodi: dung dich thudc tiém HPF/FR/20 Agency for
41 Cenexi thé tich nho (chtra sulfonamides) EU-GMP 15/11/2012 19/04/2015 Medicines and
94120 Fontenay J A o N 0/2012
sous Bois. France *Thuoc khong vO trung: vién nang Health  Products
’ cing;thuéc  ubéng dang 1ong  (chta Safety (ANSM)
sulfonamides); thudc dat; vién nén (chta
sulfonamides).
Desa
Sanggranhan, .
National Agency
Kec.Grogol, Lk , - , . PW.01.02.3
42 |PT. Konimex |Kab.Sukoharjo, |-hudc uong dang long khong chia khang\PIC/S — -15) 44 15 671011110012 |21/12/2014 |7 Drug  and
sinh. GMP Food Control -
Surakarta, Jawa 00 .
Indonesia
Tengah -
Indonesia
. L1, Dewan, Uijog National Agency
Bliss GVS|Nagar, Aliyali, 024/2011/R for Medicines and
43 |Pharma Ltd. -|Palghar, Thubc khong vo tring: vién dat EU-GMP 20/12/2011  [02/11/2014 . .
: 0 Medical Devices -
Unit 1l Maharashtra, 401 Romania
404 India
64/66  Westside
. Business Park, z R A e n , . . ..
42 EirGen Pharma old  Kilmeaden T‘hAuoc’khon,g vo trung. vién nang cing va EU-GMP |2010-188  l07/01/2011 30/10/2013 Irish  Medicines
Ltd. vién nén (chira cytotoxics) Board

Road, Waterford,
Ireland




A-28/1 MIDC z " A A , L ..
. Thuoc khéng vo trung: vién nang ctng; Vién Therapeutiic
Industrial — Areal 4 vien nén bao tan trong ruot; vién nén bao|PIC/s - MI-20L1- Goods
45 Lupin Ltd. Chikalthana L g ruc P e e CE-04426- |23/07/2012 18/04/2014 N
Aurangabad phim; vién nén giai phong thay doi; vién nang|GMP 3 Administration -
431210, India giai phong thay doi; thudce dang long. Australia
*Thubc v tring:
Boulevard  Rene] . T huof S,an X,uat voAtrurJg: durlg dich thuoe Federal Agency
Branquart 80 tiém the tich 16n; thudc dong kho, BE/2011/04 for Medicines and
46  |Baxter SA q 'l- Thude tiét trung cudi: dung dich thudc tiém|Eu-GMP 27/10/2011  [19/05/2014
Lessines, B-7860,(. : .. , i L eia 2 e 0 Health Product of
. thé tich 16n; dung dich thuoc tiém thé tich .
Belgium \ Belgium
nho.
* Thubc sinh hoc: ché phdm mién dich.
Unique Australian
Pharmaceutical Iznljlﬁtlr?al C;\IEZ;: o/, |MI-2011- Therapeutic
47  |Labs (Div of JB ; '| Thubc khong vo tring: thude vién nén CE-00010- |13/06/2012  [21/09/2015 |Goods
. Panoli 394 116, GMP . i
Chemicals “|Guiarat. India 3 Administration
Pharm) jardt, (TGA)
gr?;?rl:]:ceutical IID\I/Ot N0.4’G Fl)rgls(;a State
Labs (Div of JB Ind’ustrial Iéslta'ée Thudc v tring: Thude tiét tring cudi: Dung plojs.  |041/2012/S Administration of
48 . o —_“|dich thudc tiém thé tich 16n; dung dich thudc AUMP/GM |05/12/2012  |17/10/2015  |Ukraine on
Chemicals  &|City: Panoli 394| .. 2., y g GMP ..
. . |tiém the tich nho (dong 19). P Medicinal
Pharmaceutical |116, Dist: Products
s Ltd) Bharuch, India
SP-918 Phase-lll,
Ahcon i:go Ir;jhuif,f,gg: * Thudc vo trung: sukls State Institute for
49  |parenteral 301 ’ 019 Thudc san xuat v tring: thuéc nhé mat, nho|EU-GMP |162477/20118/02/2011  |29/11/2013  |Drug Control -
(India) Limited Dist Alwar '|tai 0 Szech

(Rajasthan), India




Verna Industrial
Estate, 403722
. Salcette, Goa,|Thube vo tring: Thudc tiét trung cudi: dung DK H Danish Medicines
50 |CiplaLt India (Unit V, Plot|dich thuc tiém thé tich nho. EU-GMP | ho015411  [22/20/2011 11010672014 1, ey
No. S103-S105 va
S108-S110
* Ac vo trimo:
Plot No. 9, 10, 15| Ludc vo trung: o
Indore Special -Thudc san xuat vo trung: dung dich thuoc United Kinadom's
_ OPEClalliam thé tich nho. (Ghi chu: khong dat déi voi UK GMP ed ¥ing
Economic Zone,| . " ... . A medicines  and
Phase I thudce tiém dugc dong san trong bom tiém). 14694 Insp Healthcare
51 |Cipla Ltd. : _’|-Thudc tiét trung cudi: dung dich thubc tiém|EU-GMP |GMP 11/03/2011  |17/01/2014
Pithampur District| ., ., Products
thé tich 1én. 14694/2635
Dhar, Madhya z . N L Regulatory
*Thuéc khdng vO trung: thudc vién nang 778-0001
Pradesh, In-| , oz \ N X Agency MHRA
. cing; thudc uong dang 16ng; dang bao ché
454775, India ; £ < en A e s
ran; thuoc phun mu; vién nén, thuoc xit miii.
Unit 1 Plot No. L- . UK GMP Unlt.ed. Kingdom's
139 S-103, M-62,|* Thuoc vo trung: 14694  Insp medicines  and
59 Cipla Ltd. (Unit{Verna Industrial| Dung (11ch NAebUIlsing . L EU-GMP |GMP 07/08/2012 94/11/2014 Healthcare
1) Estate, Verna,|* Thuoc khong vO trung: thuoc udng dang Products
7 LY 14694/1464
Goa, In-403 722,|16ng; thudc xit miii. 231-0006 Regulatory
India Agency MHRA
Unit 1V, Plot No. United Kingdom's
L-139 S-103, M- 3294 Gllr\]/ll;) medicines  and
53 Cipla Ltd. (Unit|62, _ Verna T%luocAkhorlg \!o ,trun.q: vu?n nvaing clmg; Vien| -, ~vio |avp 07/08/2012 91/11/2014 Healthcare
V) Industrial Estate,|nén; bot kho dé hit; vién nén sui bot. Products
14694/1071
Verna, Goa, In- 930-0006 Regulatory
403 722, India Agency MHRA




Plot_ No.A-33 UK GMP Unltfed_ Kingdom's
(Unit-1), MIDC, 14694 Ins medicines and
. o Patalganga, £ . o a P Healthcare
54 Cipla Limited - . Thuoc khong vo trung: vién nén. EU-GMP |GMP 01/04/2011 06/12/2013
District  Raigad, Products
14694/5476
Maharashtra, In- 0006 Regulatory
410 220, India Agency MHRA
A-33 and A-42
MIDC, Therapeutic
55 |CiplaLimited | 09202 "Thude khong v6 tring; vién nén. EU-GMP L\:/IEI(Z)%& 22/08/2011  |25/09/2014 |0
P District ~ Raigad,|*Nguyén liéu: tong hop héa hoc. Administration,
3 .
Maharashtra, In- Australia
410 220, India
Unit IX, Plot No.
L139, S-103, M-
61, M-62, M-63. S . . .
56 |Cipla Ltd Verna  Industrial| L"00¢ VO rung: Thudc tiét trung cudi: dung| -y spip (DK Vo011 |10/06/2014  |D2NISH Medicines
dich thudc tiém thé tich nho. 00017011 Agency
Estate, 403722,
Salcette, Goa,
India
Agency for
;jrng?/’il tovgrga Smarjeska cesta 6,|Thudc khoéng v triing: vién nang cing; Vién 450 I';/: E(;LCCTSaI and
57 ' " INovo mesto,|nén; thuc khong vé tring khéac (thubc cém;|EU-GMP 27/12/2011  [26/05/2014 ) .
Novo  mesto, 8501 Slovenia ellet) 30/2011-5 Medical Devices
Slovenia ' P ' of the Republic of
Slovenia
Octapharma * Thudc vO tring: thudc san xuit vo tring: Austrian
Pharr'?]azeutika Oberlaaerstrabe  |dung dich thudc tiém thé tich 16n; dung dich INS-480018 Medicines 2
58 ) 235, 1100 Wien,|thudc tiém thé tich nho.; thudc dong kho. EU-GMP |0025-001 |20/03/2012  [20/06/2014 ) .
Produktions Austria * Thudc sinh hoc: ché pham tir méa (20/20) Medical = Devices
GmbH 4 ¢ Che b o Agency (AGES)

* Thuoc khac: san xuat nguyén li¢u sinh hoc.




Thude khdng vé triing: vién nang cing; thude

Cl Maximo|uéng dang long (bao gdm ca thudc chira Spanish  Agency
Faes Farma,|Aguirre, 14,|hormon va chat c6 hoat tinh hormon); dang ES/143H1/1 of Drugs ang
¥ Isa Lejona 48940|bao ché ran khac (thubc com, vién nén bao EU-GMP 1, 08/10/2012  |13/09/2015 1 oith  Products
(Vizcaya), Spain  [phim cé duong); vién nén (hormon va chat co (AEMPS)
hoat tinh hormon); vién bao.
Agency for
Ulica Rada Medicinal
Krka, d.d.,|Pusenjaka 10,{Thubc khéng vé trung: dang bao ché rin 450-1/2012- Products and
60 Novo mesto Ljutomer, 9240,|khac; vién nén (chira Suphonamide). EU-GMP 2 09/01/2012 21/09/2014 Medical Devices
Slovenia of the Republic of
Slovenia
* Thudc vo trung:
+ Thubc san xuat vo trang: dung dich thude
Elersvagen 40, tiérr: th.éA tich ;lc'yfl; thu(f)c dong khé; dung dich _
61  |Octapharma AB|Stockholm, thude tiém the tich nho. o eu-amp 24200250 \oni000012  ozi00/2014 - [MEdical Products
11275, Swenden + ;fh’uoc tlﬁft trang cuoi: dung dich thudc tiém 7181 Agency, Sweden
thé tich nho.
* Thudc sinh hoc: ché pham tir mau: huyét
tuong va yéu t6 VIIL
National Institute
for Quality and
Eqis Kereszturi ut 30-|* Thubc khrﬁn,g vl trung: vién nang cung; 0GY1/3401 Organization
62 Pharmaceutical |38., Budapest,|dang bao ché ran khac; vién nén., EU-GMP 8-8/2012 14/12/2012 14/09/2013  |Development in
sPlc 1106, Hungary * Dugc chat: Escherichia Coli bat hoat. Healthcare  and
Medicines,
Hungary
* Thude vo tring: National Institute
_ Bokenyfoldi  ut, erThuéxc ,sém X117€’1t vo tring: dung dich thubc for Quality and
Egis _ 118 i 120. tiém th,e tich nho. ’ o 0GY1/3401 Organization _
63 Pharmaceutical '[+ Thuoc tiét trung cudi: dung dich thudc tiem|EU-GMP 14/12/2012 25/10/2015  [Development in
Budapest, 1165, : , : 8-9/2012
sPLC Hungary the tlc}} nho. ’ Healthcare  and
* Thuoc sinh hoc: thudc cong nghé sinh hoc Medicines,

Biosimilar.

Hungary




*Thudc khdng vo tring: thudc ding ngoai
dang long; thudc udng dang long; dang bao

National Institute
for Quality and

Eqis Matyas kiraly u,| L £ . , . Organization
64  |Pharmaceutical |65,  Kormend,|[h¢ dang ran; thuoc phun mu (chira khang\p, o |OGYISA0LY, 1050015 lo5/0412015  |Development i
sinh) va thuoc bot hit; dang bao ché ban ran; 8-10/2012
sPLC 9900, Hungary £ A L an A ps SO Healthcare  and
thuoc dan; vién nén (chat doc t€ bao/chat Kim ..
X1 Medicines,
te bao).
Hungary
1> Dia chi: Via San Leonardo 96, 43100
Parma (PR), Itally: |
* Thudc vo tring: dung dich thudc tiém thé
tich nho (corticosteroid; wc ché beta 2
adrenergic; anticholinergics).
* Thubc khéng vo tring: thudc udng dang
long (corticosteroid, trc ché beta 2 adrenergic,
anticholinergics); thudc bot (corticosteroid,
CHIESI Via San Leonardo|tc ché beta 2 adrenergic, anticholinergics); IT/42- ltalian Medicines
65 FARMACEUTI|96 - 43100 Parmalthuc phun mi (corticosteroid; e ché beta 2|[EU-GMP 21/02/2012 17/12/2013
. . i . N 1/H/2012 Agency AIFA
CIS.P.A (PR), Italia adrenergic, anticholinergics); vién nén.
2> Pia chi: Via Palermo, 26/A-43100 -
Parma (PR), Italy:
* Thubc vO trung: Thudc san xuat vo tring:
dung dich thudc tiém thé tich nho.
* Thubc khéng vot ring: thudc udng dang
long (corticosteroids).
* Thudc sinh hoc: thubc cd ngudn gbc tir
dong vat.
S.R. 148 Pontina
KM 52, SNC -
Campoverde  Di[* Thudc khéng vo tring: thudc ding ngoai . -
66 |AbbotS.RL  |Aprilia (loc|dang long: thude uéng dang long; thude com:|EU-GMP |28 lo3082012  |03/03/2014  |'t8N1N Medicines
- A 38/H/2012 Agency AIFA
Aprilia) - 04011(|vién nén.
Apprilia (LT),

Italia




* Thuoc vo trung:

United Kingdom's

6201 South|+ Thudc san xudt v trung: thude thé tich 16n medicines  and
Alcon Freeway, Fort|dang 1ong; dang bao ché béan rin; thudc thé UK GMP Healthcare
67 Laboratories Inc Worth, Texas,|tich nho dang 1ong; thudc san xuat v tring|EU-GMP [6103/16947426/11/2010 11/10/2013 Products
76134-2099, khac (hon dich; gel). 0005 Requlator
United States + Thudc tiét tring cudi: thube thé tich 1on A genc MyHR A
dang 10ng; thudc thé tich nho dang long. gency
2, Michael[San  xudt thubc chira khang sinh
Medochemie |Erakleous Street,|cephalosporin. .
Ltd (Factory C-|Agios Athanassios|* Thudc san xuit vo tring: thubc bot pha MEDO04/20 Pharmaceutical
68 . . L n A ' i EU-GMP 19/03/2012 07/10/2014  |Services Ministry
Cephalosporine [Industrial ~ Area,|dung dich tiém truyén. 12/001 of Health. Cvrus
S) Limassol,  4101,|* Thubc khong vo tring: vién nang cung; Y
Cyprus. vién nén.
Meditop 2097 * Thubc khong vo trung: thudc bot; thude OGY1/1448 National Institute
69 Pharmaceutical |Pilisborosjeno, cdm; vién nén; vién nén bao phim va bao|EU-GMP 05/04/2011 09/02/2014  |of Pharmacy,
. A 6-2/2011
Ltd Ady u.1., Hungary [duong; vién nang. Hungary
giL(J)IIZ\’/IIgr\Ina * Thude vo trung:
Manufacturing | 12MESics M.ut[+ Thubc san xuat vo trang: dung dich thudc OGY1/3482 National Institute
70 9 lg2/A,  Godollo,|tiém thé tich 16n; thube déng kho; dung dich|EU-GMP 06/02/2012  |10/11/2014 |of Pharmacy,
and Trading SR ., X 4-5/2011
o 2100, Hungary thuoc tiém thé tich nho. Hungary
Limited L. oA s
* Thuoc sinh hoc: ché pham tir mau.
Company
Piam Via Padre  G.|* Thudc san xuét vo tring: dung dich thudc
. |Semeria, 5  -|tiém thé tich nho. IT/57- Italian Medicines
71 [Rarmaceutict 116100 Genoval* Thuée khong vé tring: vien nang cimg:| T CMP |1mpo12 (0770372012 (05052014 ey (AIEA)
S.P.A LA . 2z A
(GE), Italy thuoc uong dang long; thuoc com; vién nén.
* Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho.
Via Cacciamali,|* Thubc khdng vo tring: vién nang cing . -
. , T e IT/314- Italian Medicines
72 Mitim S.R.L  [34 - 38-25125|(chua penicillin); thudc uong dang long; dang|EU-GMP 14/H/2011 07/12/2011 02/09/2014 Agency (AIFA)

Brescia (BS), Italy

bao ché rin khac (thube bot, thude cém chira
penicillin); dang bao ché béan rin; vién nén
(chura penicillin).




* Thudc khdng vo tring: vién nang cimg;

Recordati thudc dung ngoai dang long (hormon
Industria Via Civitali, 1 -|corticosteroid); thuéc ubng dang long . .
73 |Chimica  E[20148  Milano|(hormon corticosteriod); dang bao ché rin|EU-GMP \13742/%11 04/10/2011  |01/04/2014 'AtZ';?]Zy'E/'AGI?X)”eS
Farmaceutica |[(MI), Italy khac( thuoc bot, thude com, lozenges); dang
SP.A bao ché ban rin (hormon corticosteriod); vién
nén.
Ctra. De .
Ministry of
74 |Caboratorios ggégﬂogi}dﬁio?; Thude sin xuat VO trlng: thuoe bt pha tiem| ) oy (NCFI20/ |y 5505 g o014 Health of
Torlan SA Del Valles (chira khang sinh nhom beta lactam). 002/CAT Government .Of
. Catalonia - Spain
(Barcelona), Spain
* Thudc khong vo tring: vién nang cung;
__|thubc dung ngoai dang l6ng; thuc udng dang French National
L avenue Blaise) . jang bao ché rén khac: dang bao chd HPF/FR/10 Drug and Health
75 Biocodex Pascal, 60000, , =, ° T EU-GMP 19/06/2012 23/03/2015
Beauvais. france ban ran. ) 7/2012 Products  Safety
’ * Thuoc sinh hoc: Saccharomyces Boulardii Agency (ANSM)
yeast.
* Thude vo trung:
+ Thubc san xuat vO tring: thubc tiém thé
tich nho (thubc déng kho).
Ferrer (i/.9 Jogg 1I$gscglla, +hThu6c tiét tring cudi: thude tiém thé tich i Minlisrt]ry 011:
: -9, ant|nho. ealt 0
76 Isrj:\ernamonal, Cugat Del Valles|* Thudc khdng vo tring: vién nang cimg; EU-GMP | joricaT  [26/03/2011  102-2014 Government  of
(Barcelona), Spain|vién nén; vién nén bao phim; vién nén giai Catalonia - Spain
phong kéo dai; thudc bot udng; thudc udng
dang 16ng; thuc dung ngoai dang long; dang
bao ché ban ran; thudc dan; thude phun mu.
. rue de:s Caillottes Thubc khong vo tring: vién nang cimg (chira French Health
77 |-eboratolres |2l Plaine des Isles) o). dang bao ché ran; vien nén (chiralEU-GMP |-/ R12 15710612011 |18/11/2013  |SrduCts  Satety
Macors 89000  Auxerre, hormon) 3/2011 Agency
France ' (AFSSAPS)




21 rue du Pressoir,| Thubc khong vé tring: vién nang ctng (chira French Health
28500 penicillin); thuéc udng dang 16ng; dang bao HPF/FR/14 Products  Safety
78 |Sophartex Vernouillet, ché ran khéc (chira penicillin); vién nén (chira EU-GMP 1319011 11/07/2011  |25/02/2014 Agency
France penicillin). (AFSSAPS)
* Thute v0 tring: itgrﬁinistration of
108, + Thubc tiét tring cudi: dung dich thudc tiém )
Yuria-Pharm, |Verbovetskogo  [thé tich 16n; dung dich thudc tiém thé tich|PIC/S- 053/2012/S Ukraine on
79 ’ J © fich “om; cling dich thude © AUMP/GM [18/01/2013  [05/12/2015  |Medicinal
Ltd Str, Cherkassy, [nho. GMP P Products
. * X A A N . A A
Ukraine, 18030 Thuoc khong vo trung: thudc udng dang (SAUMP) ]

long.

Ukraine




Mibe GmbH
Arzneimittel
Munchener Strape

* Thube vo tring:

+ Thudc sén xuét vo trung: thudc dong kho;
dung dich thudc tiém thé tich nho.

+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho.

. : . DE_ST 01 .
« £ - A . _ST_ 2
30 Mlbe_ _GmbH 15, GemaP den TAhuO\c khonq_vo trutlg. wenﬂ narlg eing;| -y ~io _GMP_201 |03/11/2011 08/09/2014 Co . qua}n tham
Arzneimittel Lageplanen  Nr.1|thuoc dung ngoai dang 16ng; thuoc uong dang 1 0013 quyén Dtic
und 2, 06796|l6ng; dang bdo ché rin khac; dang bao ché -
Brehna, Saxony-|ban rin; vién nén (hormon va chit c6 hoat
Anhalt, Germany |tinh hormon); thudc khéng vo tring khac
(thubc bot hit, thuéc bot ding ngoai, vién
ngam).
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 7
(Theo cong van 4766/QLD-CL ngay 03/4/2013 ciia Cuc Quéan ly dugc)
sTT |NHA  MAYipy1A CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY cap |[NGAY HETICO  QUAN
OCONC DO NTAC HAN OAD
SE-15185 * Pia chi: Kvarnbergagatan 12 (Turbuhaler) 24:2012/51 Medical Products
1 AstraZeneca AB|Sodertalje, Sodertalje, 15185 Sweden EU-GMP 35é 6 20/08/2012 15/12/2014  |Agency of
Sweden Thudc khong vo triung: thude bot hit da lieu Sweden
* Pia chi: Gartunavagen (Nexium/Losec) .
S ) Medical Products
2 Sodertalje, 15185 Sweden , - |eu-omp |24201292 107100012 |13111/2015 | Agency of
Thuoc khong vo trung:vién nang ctng; thuoc 1955
2 A1 A, Sweden
dang ran phan liéu khac; vién nén.
* DPia chi: Kvarnbergagatan 12 (Blow Fill
Seal) Sodertalje, 15185 Sweden:
*Thubc vo trung:
+ Thubc san xuat vo tring: dung dich thudc 24:2012/51 Medical Products
3 tiém thé tich nho (6ng tiém plastic). EU-GMP | _. 20/08/2012  [12/05/2014  |Agency of
X et e % , £ .ea 3533
+ Thuoc tiét trung cudi: dung dich thudc tiém Sweden

thé tich nho (6ng tiém plastic).
* Thudc khdng vo tring:thuéc ding ngoai
dang 16ng; thudc udng dang long.




* Pia chi: Kvarnbergagatan 12 (Freeze Dried
and Pumpspray) Sodertalje, 15185 Sweden
*Thubc vo trung:

+ Thudc san xuét vo trung: thudc dong kho.

24:2012/52

Medical Products

+ Thube tiét tring cudi: dung dich thude tiem|=° CM" [2363 211122012 |29/11/2015 | Agency of
2 .0 . Sweden
thé tich nho.
*Thubc khéng vo trung:thudc ding ngoai
dang 16ng; thudc udbng dang long.
* 1 Te 1
s,odii?a@hlisfs?”?xﬁffn (Hultipurpose). 24:2012/51 Medical Products
€, Loi89, SWeden - ley.emp |7 02/07/2012  |30/03/2015  |Agency of
* Thuoc khéng vo trung: vién nén; thudc 1586
, A Sweden
khac (thudc com, pellet).
* Dia chi: Gartunavagen , Sodertalje, 15185 94:2012/52 Medical Products
Sweden EU-GMP |, 02/07/2012 13/11/2015  |Agency of
, . 2362
* Pong goi Sweden
Groot
Besins Bijaardenstraal |, 1y ¢ khong v tring: thude dang bao ch BE/2010/04 :egsenl\c/leediiz(rjr?gilti
Manufacturing [128, Drogenbos,|, , . g g ans EU-GMP 15/07/2011 19/11/2013 .
Belgium Vlaams. B-1620 ban ran 2 et des Produits de
g Belgiun,1 ’ Sante -Belgium
R.P Scherer
R.P.  Scherer|Gammelsbacher [* Thudc khéng vo tring: vién nang mém; DE BW 0
GmbH & Co.[Str.2, 69412, thuloc uong dang lvongA; thquc ran phan 116}1 EU-GMP 1_G_MP__20 19/10/2011 94/09/2014 Co . que}n tham
KG GmbH +|Eberbach, Baden-|khac (vién nang dat hau mon, vién nang dat 11 0114 quyén Dtrc
Co. KG Wurttemberg, duong am dao. -
Germany
* Thubc khong vo tring: vién nang cung;

. vién nén (vién nén bao, vién nén khong bao); . .
Egis H-1106 Budapest,| ., L e ) LA £ National Institute
Pharmaceutical |Kereszturi ut 30- ngn)da”g thude ran khac (thuoe bot, thudele ) 1o (7)_(25;2((')/11;193 05/04/2011  |14/09/2013 |of  Pharmacy,
sPLC 38, Hungary ) Hungary

* Dugc chit: Dugc chit tong hop, vi khuan
Escherichia Coli bt hoat.




* Thudc vo trung:

Dr.  Gerhard|Brunsbutteler + Thudc san xuat vo tring: dang bao ché béan
Mann Damm  165-173,|rin; dung dich thudc tiém thé tich nho. 2012/01/ma Co quan thim
10 Chem.-pharm. |13581 Berlin,|* Thudc khéng vé tring: thudc dung ngoai EU-GMP 11 21/09/2012131/05/2015 quyén Puc
Fabrik GmbH |Germany dang 10ng; thuéc udng dang 16ng; dang bao
ché rin khac; dang bao ché béan rén; vién nén.
Derby Road . ) o ’ UK MIA 68 Unlt.eq Kingdom's
Loughborough * Thuodc khéng vé trung: vién nang cung; Insp medicines and
1 BM Health Care L eicestershire, tl}uoc dunAg ngoai da{lfg long; tl\luoc lfonfg dgtng EU-GMP GMP/GDP/ 07/08/2012 07/11/2014 Healthcare
Limited ., |léng; thudc phun mu; dang bao ché ban ran; IMP Products
Lell 5SF, United| ..~ , X vl x o A X
Kinadom vién nén; thuoc bot va thudc com. 68/17386- Regulatory
g 0021 Agency MHRA
Zone Industrielle[* Thudc vo tring: French  Health
Laboratoire Ripotier Hapt,|+ Thudc san xuat vo tring: dung dich thudc HPF/FR/48/ Products ~ Safety
12 Chauvin 07200  Aubenas,|tiém thé tich nho. EU-GMP 2012 22/03/2012 10/11/2014 Agency
France + Thudc tiét trang cudi: dung dich thude tiém (AFSSAPS)
. San pham: Advance Eye Relief Eye Dry 02-0062- United States
13 ﬁ]i%icgfg{;dmb’ ggig l)/slg\e’ SC Rejuvenation Lubricant Eye Drops (Sterile) |L3J S.CCM 2012-03- |24/02/2012 24/02/2014  [Food and Drug
P ’ Tén tai Viét Nam: Moisture Eye Drops VN Administration




Merck KGaA
Frankfurter StraB g
250, Al8, A31,

* Thudc vo trung:
+ Thubc san xuat vo tring: dung dich thude
tiém thé tich 16n; dung dich thubc tiém thé

A32, D3, D9,|tich nho (hormon va chit c6 hoat tinh
D11, D12, D15,|/hormon); thudc nho mit.
D24, D25, I11,|+ Thudc tiét trung cudi: dung dich thudc tiém
N78, N79, N8O,(thé tich mho. 3 DE HE o1 7
14 |MerckKGaa |N99, PHS, PHI6, ™ Thuoe khong VO trung: vién nang cing;| ) syio | Gmp 201 [08/11/2012  |17/11/2014  |C0, GUan  tham
PH23, PH25,|thuoc uong dang long\; vién nén (hormon va 5 0070 quyén Dtrc
PH26, PH28,|cac chat c6 hoat tinh bang hormon). -
PH33, PH50,|* Thuéc sinh hoc: thudc mién dich
PH51, PH52,|(protein/ADN tai t6 hop, vaccin chéng khéi
PH80, V40, V41,|u); thuéc cong nghé sinh hoc (protein/ADN
V42,66, V67  |tai to hop).
64293 Darmstadt,|* Hoat chat c6 ngudn gbc tir dong vat; dugc
Germany chat/ ta duoc.
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc dong kho;
dung dich thudc tiém thé tich nho.
Merck Sharp & + Thudc tiét tring cudi: dung dich thudc tiém
Dohme | [Molenstraat 110,10 R0 e cdy ghép gdar;g rén, NL/H Health care
15 . . . 15342 CC OSS. L a SRR EU-GMP 14/02/2011 28/01/2014  |inspectorate, The
Tén phép ly: + Thuoc khong vo trung: vién nén (hormon 11/0008
The Netherlands | . ., | . s A Netherlands
N.V. Organon va chat cé hoat tinh hormon); vong dat am
dao.
* Thude sinh hoc: thude ¢éng nghé sinh hoc;
thudc c¢6 ngudn gde tir nguoi va dong vat.
* Thuoc khong vé trung (khdng chaa Therapeutic
Pfizer Australia 38-42. Wharf Rd, penicirl?r?, cepaalosporin, ’ a(ntinegplz:st:i, PIC/S- MI_2012- Goodf
16 lpyy, Ltd West Ryde NSWI o oid): dang bao ché bén rén: thube rin|GMP  |LI-09684-1 |-0/12/2012 0310812015 1, inictration,
2114, Australia A piA ISV S i
phan li€u; thudc bot va thuoc com. Australia
02-0001- United States
17 gé?ﬁpany, IE':et 'gi’gggbbrgA VAlSam phim: Fleet Enema g SCOMI013.:04- 08022013 [08/02/2015  |Food and Drug

VN

Administration




Via Delle
Magnolie 15 (loc.

* Thube vo tring:

+ Thudc dong khd (héc moén va cac chat co
hoat tinh héc mén: khong bao gom héc mén
corticosteroid); dung dich thudc tiém thé tich

gg |Merck SeronojFrazione - ZONel " 1se mon sinh dyc; Cytokine). eu-oMp 78 l1gi06i2012  [23/00/2004  |M2NIan Medicines
Sp.A Industriale) - 2 ns e N YN 8/H/2012 Agency AIFA
+ Thuoc tiét trung cong doan cuoi cung: dung
70026 Modugno,| .. I o .
ltalia dich thuoc ti€ém theé tich nho.
* Thude sinh hoc: thube cong ngh¢ sinh hoc
(Protein/DNA tai t6 hop).
Ajinomoto 6-8,  Hachiman, Ministry of
Pharmaceutical |Kawajima, Hiki- Japan- 4558 Health,  Labour
19 s Co. Ldgun Saitama, San pham: Morihepamin; Neoamiyu. GMP 4557 13/02/2013 13/02/2015 |and Welfare
. government  of
Saitama Plant |Japan
Japan
Sos.  Alexandriei|, £ A A g ia .
TS A g ngob g Tonts e g i National_ Agency
20 |>C Laropharm)Comuna long: dang bao ché rén khéc (vien nén bao|EU-GMP |02 MR |a0/030011  [21/12/2003  |fOF Medicines and
S.R.L, Bragadiru,  Jud. him, vién bao): dang bao ché ban rén; vién @) Medical Devices -
lIfov, cod 077025, p, ’  (ang ’ Romania
. nén.
Romania
* Thude vo trung:
+ Thudc san xuat vo tring: thude bot khd pha
tiém; thuéc bot dong khd pha tiém; thude
tiém.
. . + A ea \ £-. A ea
China Chemical 182-1, Keng Tze Thu(zc tletAtrungAcuo\l. t}'luoc tlen?. .
& Kou Hsinfon * Thuoc khong vo trung: dang bao ché long PIC/S- Department  of
21 |Pharmaceutical |\’ Taiwag’ (hdn dich, dung dich); dang bao ché béan ran GMP 7922 25/02/3013  [14/11/2013  |Health  Taiwan,
Co., Ltd. '|(thudc kem, thudc m&); dang bao ché ran R.O.C

Hsinfong Plant

R.O.C

(vién nén bao duong, vién nén bao phim, vién
nén, thudc bot, thudc cém, vién nang; thudc
dat).

* Nguyén liéu carbapenem (dé san xuat vo
tring thube bot kho pha tiém).




Laboratoire

1 rue Alexander
Fleming, Parc

* Thudc vo trung:
+ Thuoc san xuat v6 trung: dung dich thuoc
tiém thé tich nho.

HPF/FR/20

French National
Drug and Health

22 Aguettant Scientifique Tony| Thudc tiét tring cudi: dung dich thudc tiém EU-GMP |2 15012 10/01/2013 104/05/2015 Products ~ Safety
Garnier,  69007| . ; .. \ . T i 2 e
thé tich 16n; dung dich thudc tiém thé tich Agency (ANSM)
Lyon, France ,
nho.
Santen
Pharmaceutical 9-19, Shimoshinjo Ministry of
Co, Ld 3-chome San pham: Flumetholon 0.1, Ophthalmic|Japan- Health, - Labour
23 [(Santen cnome, pham. Sl P 3081 04/11/2011  |04/11/2013 |and  Welfare
. Higashiyodogawa- |Preparations GMP
Pharmaceutical ku. Osaka. Japan government  of
Co., Ltd. Shiga| » 2ap Japan
Plant)
. . Ministry of
Santen 2:(1:3(’);2|m05hm10 Janan. Health,  Labour
24 Pharmaceutical | .. L San pham: Oflovid, Ophthalmic Ointments P 68 04/04/2012 04/04/2014 |and Welfare
Higashiyodogawa- GMP
Co.Ltd government  of
ku, Osaka, Japan
Japan
* Thude vo trung:
+ Thubc san xuat vo trang: dung dich thude
tiém thé tich 16n; dang bdo ché béan rin
Ursapharm (hormon va chét ¢6 hoat tinh hormon); dung
Arzneimittel dich thudc tiém thé tich nho (hormon va chat
Ursapharm ﬁ\r::s?riestrabe C?osta Iand}ilr?zt(: okines;Inh rormen DE_sL 01 C uan tham
25 Arzneimittel P g nr s S 2. o . ;. |EU-GMP |_GMP_201 |04/05/2012 19/05/2014 o d . a
66129 + Thuoc tiét trung cuodi: dung dich thudc tiém = - quyéen Puc
GmbH 2. : 2 0015
Saarbucken, thé tich nho. -
Saarland, * Thubc khong vo tring: vién nang cung;
Germany thudc ding ngoai dang 16ng; thudc udng dang

long; dang bao ché ban ran; vién nén; thudc
com.
* Thuoc dugc li€u, thudc vi luong dong can.




Industria

* Thubc khong vé tring: thudc ding ngoai
dang long; thudc udng dang long; dang bao
ché ban rin; thudc dan. (Pia chi 1: Industria
Farmaceutica Nova Argentia S.P.A - Via G.

: Via G. Pascoli, 1 - . . -
Farmaceutica ’ Pascoli, 1, 20064, Gorgonzola (M1), Italy) IT/273- Italian Medicines
26 Nova Argentia ?IS/IOI?ArI t(jlc;/rgonzola * Thudce khéng vo tring: vién nén. (Pia chi 2: EU-GMP 1/H/2012 29/10/2012 19/04/2015 Agency AIFA
SP.A ’ Reparto Distaccato - Via Muoni, 10 - 20064-
Gorgonzola (M), Italy)
* \/ién nén, thudc bot (San xuét tai dia chi 2,
dong goi tai dia chi 1).
Santen
Pharmaceutical 9-19, Shimoshinjo Ministry of
Co., Ld 3-chome San  pham: Alegysal Ophthalmic|Japan- Health,  Labour
27 (Santen . L . ' ' 4675 08/03/2012 08/03/2014 |and Welfare
. Higashiyodogawa- |Preparations GMP
Pharmaceutical ku, Osaka, Japan government  of
Co., Ltd. Noto| ' Japan
Plant)
* Thudc khéng vo tring: thudc udng dang
. 73-83 Cherry|long; dang bao ché béan rin (kem, md, gel); Therapeutic
08 ELObIOteC Pt Lane,  Laverton|vién nang ctmg; vién nén; dau xoa; thudc hit;|PIC/S- MI1-2012-LI- 19/10/2012 04/05/2015 Goods
L"?]rlgz Y|North VIC 3026|thuée bot; thude cbm sii bot; nude sic|GMP [05497-3 Adminisration,
Australia miéng; hon dich; thuoc xit; thudc boi Australia
da(paint); dung dich thube xit; lotion;.
09-0038-
Baxter San pham: 2011-02- United States
290 |Healthcare of Oeéjfgjmjs A PRlsuprane Liguid for Inhalation g'S'CGM VN va 09-|28/09/2011  |28/09/2013 |Food and Drug
Puerto Rico ' Forane Liquid for Inhalation 0038-2011- Administration
03-VN
Baxter éi%%evart?omri?)z San pham: Antihemophilic Factor (Humano, US.CGM |cT 2409-11 United States
30 Healthcare ’ Method M, Monoclonal Purified, HEMOFIL|_ 01/10/2011 01/10/2013 |Food and Drug
Angeles, CA P WHO

Corporation

90039, USA

M.

Administration




* Thubc vo trung:

+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich 16n; thubc déng kho; dung dich
thudc tiém thé tich nho; thudc cdy ghép dang

Industristrabe  67,|rén Austrian
N SN Z. . I INS-480001 Medicines &
31 Baxter AG 1221 Wien,|+ Thuoc tiét trung cuoi: dung dich thudc tiém|EU-GMP 04/05/2012 21/12/2014 . .
. 2 .. \ . Cin I 0072-001 Medical Devices
Austria thé tich 16n; dung dich thudc tiém thé tich
ho Agency (AGES)
* Thudc sinh hoc: ché phém tr mau; thudc
mién dich; thubc cng nghé sinh hoc; thudc
ngudn gde tir nguoi hoic dong vat.
Co s sin xuht Schiffsgraben 23,|San pham:
Thvmoor anu 138690 Thubc bot pha tiém Vammybivid's: DE_NI_01_ Co auan thim
32 y 9 Vienenburg, Vancomycin 1g. EU-GMP |GMP_2010 [05/10/2010 18/08/2013 A q ,
Pharmazie PO n .. quyen Puc
Lower  Saxony,|Thudc bot pha tiém Vammybivid's: _ 0005
GmbH .
Germany Vancomycin 500mg
Co so xuat|Lohstrasse 2,
xuong: 59368 Werne, DE_ NW 0 Co quan  thém
33 Sanavita North Rhine- EU-GMP |1_GMP_20 (07/03/2012 06/03/2015 *anl’r
Pharmaceutical |Westphalia, 12 0001 quye ¢
s GmbH Germany
PT.  Schering ﬂMRjga Ppai”ddazi” * Vién nén khong chira khang sinh (khongl,, . [PW.01.023 ][\('fr‘“o”g'm Age;‘f]g
34 Plough ’ '|bao gdm thudc tranh thai; hormon sinh duc 31.11.12.66 |19/11/2012 19/11/2014 g
: Pasuruan, Bast| ., = i . .. GMP Food Control,
Indonesia Thk . khac va chat kim té bao). 44 .
Java, Indonesia Indonesia
2778 South East -
. . \ P , 10-0030- United States
35 Merck Sharp &|Side Highway, Se_m ph_am. Prl_ma?un I.V. (Imipenem and|U.S.CGM 2013-02-  |07/11/2012 07/11/2014  |Food and Drug
Dohme Corp. [Elkton, VA|Cilastatin for Injection). P - .
VN Administration

22827, USA




* Thube vo tring:
+ Thudc san xuat v6 trung: thuoc dong kho;

United Kingdom's

7000 Portage|dung dich thudc tiém thé tich nho. UK~ GMP medicines  and
. Road, Kalamazoo,|+ Thudc tiét tring cubi: dang bao ché ban 6268 Insp Healthcare
36 Pfizer INC ; N N 2 a 2. , EU-GMP |GMP 14/11/2011 12/09/2014
49001, United|ran; dung dich thuoc tiém thé tich nho. Products
x A A oo PR . 6268/60489
States * Thuoc khong VO trung: thuoc dung ngoai 9-0003 Regulatory
dang long; thudc uong dang long; dang bao Agency MHRA
ché ban ran; thuc dan; hdn dich.
Localita ~Marino|* Thubc khdng vo tring: vién nang ctng
Pfizer Italia|Del Tronto-63100[(hormon corticosteroid; thudc bot va thude IT/288- Italian Medicines
37 SR.L Ascoli Piceno,|cém (hormon corticosteroid); vién nén EU-GMP 11/H/2012 09/11/2012 2111012014 Agency AIFA
Italy (hormon corticosteroid va hormon sinh duc).
* Thudc vo trung:
Boeringer + Thubc san xuat vo tring: dung dich thude
Ingelheim Pharma]tiém thé tich 16n; thuéc dong khd; dung dich
Boeringer GmbH + Co. KG |thude t}érr.lAthé tich nho. ' .
Ingelheim Birkendorfer  Str.|+ Thuoc tiét trung cuoi: dung dich thuoc tiém DE BW_0 Co quan thim
38 65, 88397(thé tich nho. EU-GMP [1_GMP_20 (16/03/2012 15/02/2015 s,
Pharma GmbH|_. - 2 o A . quyén Dtrc
+ Co. KG Biberach  a.d.R.[* Thuoc khpng vO trung.’wen hang cimg; 12_0024
Baden- dang bao ché ran khac (thudc bot, thude com;
Wurttemberg, pellet); vién nén.
Germany * Thudc sinh hoc: thude cong nghé sinh hoc;
khang thé don dong cytokine.
10 rue Bouche|* Thubc khoéng vd tring: vién nang ctng; French Health
Thomas,  ZAC|thudc ding ngoai dang long; thudc udng dang HPF/FR/26 Products ~ Safety
39 |Farmea d'Orgemont 49000{long: dang bio ché rén khic: dang bao ché| = CMT (o011 |OX/12201L (2200972014 (o
Angers, France  |ban rén; thudc dan; vién nén. (AFSSAPS)




* Thudc vo trung (hormon va chat cd hoat
tinh hormon; prostaglandin/cytokine; chat
doc té bao/chat Kim té bao; chat mién dich;

Baxter Oncology| . . i
GmbH prion, genotoxic, teratogen): ,
Baxter + Thuoc san xuat vO trung: thuéc dong kho; DE_ NW_0 2
Kantstrabe 2, : P I \ T 4 Co quan tham
40 Oncology dung dich thuoc tiém thé tich nho; thuoc cay|EU-GMP (2_GMP_20 [05/10/2012 02/10/2015 A,
33790 , . J quyén buc
GmbH ghép dang ran; dugc chat. 12 0025
Halle/Westfalen, DA e : L ein
+ Thuoc tiét trung cuodi: dung dich thudc tiém
Germany 2 .
thé tich nho.
* Thudc khong vo tring: thudc dung ngoai
dang 10ng (chét doc té bao/chat kim té bao).
* Thude vo tring:
Przedsiebiorstw |21,  Wincentego|+ Thudc san xuat v tring: thudc dong kho; Main
a1 0 Pola _Str., 58-500 da_u}g bar! rar:; dur)g dich tlcluoc tiém thé tich EU-GMP GIF-IW-N- 90/02/2012 15/12/2014  |Pharmaceutical
Farmaceutyczne|Jelenia Gora,|nho; thudc cay ghép dang ran. 4022/63/12 Inspector. Poland
JelfaS.A Poland + Thudc tiét trang cudi: dung dich thudc tiém pector,
thé tich nho.
ErzedSIeblorstw E’ila S\i\rlmcseg_tggg * Thubc khong vO tring: vién nang ctmg; GIF-IW-N- Main
42 ] vién nén; ban thanh pham (vién nén; thudc|EU-GMP |4022/187/1 [16/12/2011 22/09/2014  [Pharmaceutical
Farmaceutyczne[Jelenia Gora, $m) 1 Inspector. Poland
Jelfa S.A Poland comm). P ’
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thude
tiém thé tich 16n; dung dich thudc tiém thé
Warszawskie tich nho.
Zaklady 22/24, Karolkowa|+ Thudc tiét tring cudi: dung dich thudc tiém GIE-IW-N- Main
43 |Farmaceutyczne|Str., 01-207|thé tich 16n; dung dich thudc tiém thé tich|EU-GMP 04/04/2012  |26/01/2015  |Pharmaceutical
\ 4022/70/12
Polfa  Spolka|Warsaw, Poland |nho. Inspector, Poland
Akcyjna * Thubc khong vo tring: thudc ding ngoai

dang long; dung dich dung qua truc trang.
* Thuoc sinh hoc: thudc ngudn goc tr nguoi
hodc dong vat.




* Thube vo tring:

+ Thudc san xudt vo tring: dung dich thudc
tiém thé tich 16n; thudc dong kho; dung dich
thudc tiém thé tich nho.

lBDrT-:bH Biologika + Thudc tiét trang cudi: dung dich thudc tiém
IDT BiologikalAm  Pharmapark thé tich 16n; dung dich thubc tiém thé tich DE_ST 01 Co quan  thdm
44 g PATK aho; dang bao ché ban rén. EU-GMP | GMP_201 |11/08/2011  |07/04/2014 . aua
GmbH 06861 Dessau- x A A L s - quyén btic
* Thuoc khong vO trung: thuoc dung ngoai 1 0007
Roblau, Saxony- \ L% .
Anhalt, Germany dang l9ng; thuoc uong dang long
' * Thuoc sinh hoc: Vaccing.
* Dugc chat tir vi khuan hodc C4c ngudn
khac: nubi cdy virus san xuat vaccin cho
nguoi.
Merck Sharp &|770 Sumneytown Ezni”% lﬁgiriariflI,esngdrlvlallentlé—l urriasr)] US.C CT 1737-11 United States
45 Dohme  Corp.|Pike, West Point, Rch):ombinant Vaccizs Vial ém q S’ i e’ Vial Gi\/I.P. WHO 07/07/2011 07/07/2013 |Food and Drug
POBox4  |PA 19486 USA ) yringe, Administration
and Syringe
Laboratories Route de Marsat, European
46 Merck Riom, 63963(San pha@: Can_(;ldas_ Powder for concentrate(U.S.C. 14/12/5645 20/07/2012 N/A Medicines
Sharp&Dohme [Clermont-Ferrand |for solution for infusion GMP 8 Agenc
Chibret Cedex 9, France gency
Abbott  Japan 27, Mia 3 .
Co Ltd chome, Minato- Ministry of
( At.),bott Japan ku, Tokyo 108- Japan- Health,  Labour
47 Co th q 6303, Japan (2-1,|San phim: Elthon 50mg tablets GIE)/IP 1169 15/06/2012 15/06/2014 |and Welfare
! Inokuchi 37, government  of
Katsuyama Katsuyama, Fukui Japan
Plant) yama, P

911-8555, Japan)




Menarini - Von
- Heyden GmbH - £ R A e L DE SN 01 L2
48 Mjn(?;]né;mmn Leipziger Strage 7| . | 1u0¢ khg;‘-?’ o tgf”g'h‘f'eén [ S UEIEU-GMP | GMP_201 01/11/2011  (28/07/2014 o Ny tham
y 13 01097 vién nang mém; dang bao ché ran; vién nén. 1 0020 quyé C
Dresden, Germany
* San xuat t6i san pham chd dong goi: thude
khodng v6 trung: vién nén; vién nén bao phim;
vién bao; thudc cém.
+ San pham: Benalapril 5; Benalapril 10;
Nebilet; Regadrin B; Maninil 5; Maninil
3,5; Siofor 500; Siofor 850.
( Co s& dong goi va xuat xuong: Berlin -
. . |Tempelhofer Weg . . 2012/01/Be 2
g |Berlin-Chemie o0 15347 Berlin,| CheMie AG - Glienicker Weg 125, 12489 ey oip |vlin-Chemie|20/01/2012  [23/11/2014  |C0, QU8 tham
AG Berlin, Germany) quyén btic
Germany AG

+ San pham: Siofor 850; Siofor 500;
Benalapril 5.

( Co s¢ dong goi: Menarini-von Heyden
GmbH - Leipziger Strabe 7-13, 01097
Dresden, Saxony, Germany.

Co s& xuit xuong: Berlin - Chemie AG -
Glienicker Weg 125, 12489 Berlin, Germany)




Rue du Parc|* Thudc khong vo tring: vién nang cing
. . L . L, aa o Y Federal Agency
SMB industriel 39,|(chwra prions, chira chat doc véi gen hoac chat BE/2012/00 for Medicines and
50 o Marche-en- c6 kha ning gay quéi thai); vién nang mém;|EU-GMP 08/03/2012 27/01/2015
Technology SA £ s ¢ \ 2% 1 Health Product of
Famenne, B-6900,|thuoc dung ngoai dang long; thuoc uong dang .
. , £ N Belgium
Belgique long; thude dan; vién nén.
* Thubc vo tring:
+ Thudc san xuét vo tring: thudc dong kho;
Allergan Castlebar  Road,|dang bao ché ban rin; dung dich thudc tiém . .
51 Pharmaceutical |Westport, Co.|thé tich nho. EU-GMP 3744/M148 26/07/2012 10/02/2015 Irish— Medicines
LA N Z. £ £ , V12/531 Board
s Ireland Mayo, Ireland + Thuoc ti€t trung cuoi: thuoc cay ghép dang
ran (chira Dexamethasone)
* Thudc sinh hoc: thudc cong nghé sinh hoc.
* Thude vo tring:
Sanofi 180 Rue jean|+ Thudc san xuit vo trung: thudc dong kho; French  Health
52 Winthrop Jau.res, 94702 durrlg dich tlzuoc tl,em tlge tIACh ?h?; thuoc cay EU-GMP HPF/FR/13 07/07/2011 10/11/2013 Products  Safety
Industrie Maisons  Alfort,[ghép dang ran (chira chat doc t€ bao). 6/2011 Agency
France * Thudc sinh hoc: thudc ngudn gbc tir ngudi (AFSSAPS)
hodc dong vat.
Ctra. C35 la
batlloria a .
Sanofi Aventis,|Hostalric, km 63,|* Thudc khéng v tring: vién nang cimg; NCF/1209/ Ministry of
¥ sa 09, 17404 Riells 1|vién nén; vién bao; thudc bot (goi). EU-GMP | paaicat  |11/06/2012 122015 Government  of

Viabrea (Girona),
Spain

Catalonia - Spain




Sanofi - Aventis
Deutschland
GmbH

* Thube vo tring:

+ Thudc san xudt vo tring: dung dich thudc
tiém thé tich nho (chét doc té bao/chat kim té
bao); thudc cdy ghép dang rin (hormon va
chat c6 hoat tinh hormon); vi hat (hormon va

ia\llr:e?l?is Bruningstrabe 50,|chét c6 hoat tinh hormon). DE_HE 01 Co quan  thim
54 |Deutschland  |7200: H590,[+ Thudc tiét tring cudi: dung dich thudc tiém|EU-GMP | GMP_201 |01/02/2012  |28/01/2014 . éanﬁC
CmbH H600, 65926|thé tich nho; thudc ciy ghép. 2 0004 wy
Frankfurt am|* Thudc khong vé tring: thude ding ngoai
Main, Hesse,|dang 1ong; dang bao ché rin khac; dang bao
Germany ché ban ran.
* Thubc sinh hoc: thude cong ngh¢ sinh hoc;
thudc ngudn gdc tir ngudi hodc dong vat.
* Thude vo tring: : : ,
Rainham  Road|+ Thudc san xuat vo tring: thudc dong kho; UK MIA 12 United Kingdom's
South, Dagenham,|dung dich thuéc tiém thé tich nho Insp medicines and
55 |AVeNtis Phamale cex.  Rm 10|+ Thube tiét tring cudi: dung dich thudc tiem|EU-GMP | S/ \ozi002012  |oer12i2014 | HieItNCare
Dagenham . ., : IMP Products
7SX, United|thé tich nho.
Kingdom * Thudc sinh hoc: thude khang sinh va thudc L2/4377- Regulatory
A o 0041 Agency MHRA
doc te bao
Edgefied Avenue, UK MIA Unlt_eo_l Kingdom's
. Fawdon, medicines  and
Sanofi- Newcastle Upon|* Thudc khéng vO tring: vién nang cimg; 11723 Insp Healthcare
56 |Synthelabo pom ™ thuoc Khong Vo Trung. VIEN NaNg Cingi\e y omp |GMPAIMP [06/01/2012  |14/11/2014
- Tyne, Tyne and|vién nén; thudc bot va thudc com. Products
Limited 11723/2377
Wear, NE3 3TT, 0020 Regulatory
United Kingdom Agency MHRA
* Thude vo tring:
i . c . French Health
: ZI de la Guerie,[+ Thudc san xuat vO trung: dang bao ché ban
57 |-aboraloireos11  Coutances|rin: dung dich thube tiém thé tich nho. cu-oMmp |HPPFRIZ0N os 10110001 [2aj0gr2013  [Froducts  Safety
Unither Cedex, France  |* Thudc sinh hoc: hdn dich udng chira nha 2011 Agency
, ube oc: hon dich uong ¢ (AFSSAPS)

bao vi khuan.




58

Sanofi-Aventis
Sp. z.0.0.

52 Lubelska Str.,
35-233 Rzeszow,
Poland

*Thudc khdng v tring: vién nang cimg; vién
nang mém; thubc ding ngodi dang long;
thuéc ubng dang 1ong; thudc bot va thude
com; dang bao ché ban ran; vién nén.

* Thudc dugc ligu

EU-GMP

GIF-IW-N-
4022/91/10

21/03/2011

03/02/2014

Main
Pharmaceutical
Inspector, Poland

59

Sanofi
Winthrop
Indusrtrie

6 boulevard de
I'Europe, 21800
Quetigny, France

* Thube vo tring :

+ Thudc san xudt vo trung: dung dich thudc
tiém thé tich nho; thudc cdy ghép dang ran.

+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho.

* Thudc khong vo tring: vién nang cing;
dang bao ché rin khac; dang bao ché ban rin;
Vvién nén.

* Thude sinh hoc: thudc ngudn gde tir ngudi
hodc dong vat

EU-GMP

HPF/FR/24
7/2011

24/11/2011

01/07/2014

Health
Safety

French
Products
Agency
(AFSSAPS)

60

A.Nattermann&
Cie. GmbH

A.Nattermann&Ci
e. GmbH
Nattermannallee
1, 50829 Koln,
Germany

* Thude khdng v tring (khong bao gdm cac
thudc giéng hormon, thuéc mién dich; thudc
doc té bao; thubc chira chat ¢ kha ning gay
quéai thai va dot bién; thudc chira duoc chat
c6 ngudon gbc tr nguoi/dong  vat/vi
khuan/virus; thudc khong chtra
Chlorpromazine hydrochloride, Diazepam,
Metoclopramide hydrochoride, Valproate
Sodium): vién nang cung; vién nang mém;
thudc ding ngoai dang 16ng; thudc udng dang
long; dang bao ché ran khac (thude bot, thude
cdm, vién ngam); dang bao ché ban ran; vién
nén (vién nén bao phim, vién sui, vién nén
bao duong).

EU-GMP

DE_NW_0
4_GMP_20
120029

23/08/2012

24/07/2015

Co quan thim

quyén Dt




Via Volturno, 48 -

* Thubc vo trung:

+ Thubc san xuat vo tring: dung dich thude
tiém thé tich nho.

+ Thudc tiét trang cudi: dung dich thudc tiém
thé tich nho.

* Thudc khong vo tring: vién nang cimg;

Doppel . , i . \ Lz . -
.. |Quinto De' Stampi|thudc dung ngoai dang long; thuoc uong dang IT/2- Italian Medicines
61 |Farmaceutich | “50089 Rozzano|long; thube bt va thube cém; thube dan|= 0 M |4Hjpo1z  [0P/0L2012  2LOR2004 ) oncy AlFA
S.R.L . . L .
(M), ltaly (hormon corticosteroid); vién nén (hormon
sinh duc va hormon khac).
* Thubc sinh hoc: thudc c6 ngudn gbc dong
vat (vién nang cimg); thudc sinh hoc tir 1én
men dang vién nén.
* Thudc duoc lidu: vién nén
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc dong khd
(vaccin bat hoat; hormon corticosteroid;
Protein/DNA tai t6 hop).dung dich thudc
tiém thé tich nho (vaccin vi khuan bat hoat;
. _|Loc. Valcanello-|vaccin virus bat hoat; protein/DNA tai to ) .
62 ga;‘f"A"em's 03012 Anagnilhop). ’ ’ EU-GMP '%1/%12 02/07/2012  |27/01/2015 'At"gé";‘]r;y'\:fg';'”es
o (FR), Italy + Thuoc tiét trung cudi: dung dich thudc tiém
thé tich nho.
* Thubc khong vo tring: vién nang cung;
thudc udng dang 10ng; vién nén.
* Thudc sinh hoc: thuéc mién dich; thudc
cong nghé sinh hoc.
* Thubc vo tring:
+ Thudc san xuat vo tring: dung dich thude
1 rue de la Vierge, [tiém thé tichnho. ’ National Agency
Sanofi Ambares et|+ Thuﬁc tiét trung cuoi: dung dich thuoc tiém HPF/FR/10 of Medecine and
63 Winthrop Lagrave,  33565|thé tich nho. EU-GMP 15/06/2012 17/02/2015
Industrie Carbon Blanc|* Thubc khéng vo tring: vién nang ctng; 412012 Health  Product
’ Safety (AnSM)

Cedex, France

dang bao ché ran khac; vién nén.
* Thuoc sinh hoc: thuéc c¢d nguon goc tur
nguoi hodc dong vat; enzym vi sinh vét.




Via Ponte Della

* Thubc vo trung:

+ Thudc san xuat vo tring: thudc dong kho;
dang bao ché ban rin; dung dich thubc tiém
thé tich nho; thudc cdy ghép dang ran; thudc

Fidia . san xuat vo trung khac. . -
64 |Farmaceutici | -oooe® A 1 e tiet tring cudi dung dich thude tiem|[EU-GMP || /27> |30/10/2012  [0s/0aj2015 [ ranan Medicines
35031 Abano| . ; | : Lz , P 1/H/2012 Agency AIFA
S.P.A Terme (PD), Ital thé tich nho; thuoc cay ghép dang ran.
Y e Thube khéng vo trung: vién nang cung;
thube bot; dang bao ché béan rin; vién nén.
* Thudc sinh hoc: vaccin virus séng; thudc c6
ngudn gdc tir dong vat.
* A A A \Tale IR Y - (N
Ardeypharm T;huo\c khong_vo trurjg. V|enA narlg cung;
GmbH thudc dung ngoai dang long; thudc uong dang
Ardeypharm | oerfeldstr. 20, ioifugfziﬁznﬂg?iﬁfg Zgr:ra;hﬁg(;inh hoc; DE_NW_0 Co quan thim
65 |ort 58313 Herdecke,| [0 01197 HOC BIG NE1E MY 9% EU-GMP [1_GMP_20{22/06/2011  |18/05/2014 L
North Rhine-| oo h8tOl 8¢ T HEUOT Hoac COng vak 11 0019 quyen e
Westohalia thuoc vi sinh vat. -
P ’ * Thube duoc liéu; thude vi lugng ddng cin;
Germany NS
nguyén li¢u sinh hoc.
Lindopharm DE NW 0
. * X A A N ) an , . . | 2
66 Lindopharm GmbH Neus_trabe .AThu,Oc khoAng yo ‘trungi. V|fzn nang cung; EU-GMP |3 GMP 20 [19/06/2012 98/03/2015 Co . qua}n tham
GmbH 82, 40721 Hilden,|vién nén; thudc bot va thudc com. 12 0022 quyén Dtrc
Germany -
Rottendorf
rottendort (P)ngnmle(jgbs':rabe * Thube khong vé tring: thudc bot (chira céc DE_NW- o auan  thinm
67 nguyén liéu nguy hiém, chira Tamoxifen,|EU-GMP [05 GMP_2 [01/08/2012 21/12/2014 N d )
Pharma GmbH (51-61, 59320 ) . ) J quyen buc
i Flutamide, Clomifen va dugc chat tuong tu). 012_0022
Ennigerloh,
Germany
16, Podlipie Str.,|* Thudc khong v tring: vién nén; gac visco GIF-IW-N- Main
68 Lek S.A. 95-010  Strykow,|polyester v6 trang tam isopropyl alcohol|EU-GMP |4022/112/1 |08/10/2012 12/07/2015  |Pharmaceutical
Poland 70%. 2 Inspector, Poland




* Thubc vO tring: thudc san xuit vo tring:

Biochemiestrabe |thudc cay ghép dang ran Austrian
go o240z GMbBH 116 " eo50 Kundl|[* Thuée khong v tring: vién nang ctmg:|EU-GMP |No48%921 00110011 |13/07/2014  |MediCines &
PHP Kundl . I . 5 PR . 0017-001 Medical Devices
Austria thuoc uong dang 16ng; dang bao ché ran khéc;
. Agency (AGES)
vién nén.
Aeropharm GmbH, 1 <\ tring: thudc san xudt vo tring:
Francois- P L.
Aeropharm Mitterand-Allee-1 thudc nho mat, DE_TH_01 Co quan thim
70 P '[* Thude khéng vo triing: thudc ubng dang|EU-GMP |H_GMP_20(25/01/2011  |16/09/2013 . aua
GmbH 07407 Rudolstadt,|., z R SN A quyén btic
- long; thuoc phun mu; thuoc bot hit (kém thiét 11_0004
Thuringia, i
bi).
Germany
* A oA LN TV . X
Hexal AG AThur(:g VZ trrlungr;; r‘ihzllz)rclzétrl]et tr:JII;llg t;uo:. t(liluoc
Industriestrabe 25, ‘fi?c]t?ﬁnpc %iiéﬁ;‘ chié )?a)go o DE_BY_04 Co quan tham
71 |Hexal AG 83607 7L TURE CUO1 DAl CHICU Xa). . |EU-GMP | GMP 201 [27/01/2012  |21/10/2014 e
. * Thuoc khong vO trung: vién nang cing; quyén btrc
Holzkirchen, Lz A 2 ) X . 2_0005
. thuoc com; Vién nén; miéng dan; thudc phim -
Bavaria, Germany | .
uong.
Cooperation Place Lucien French Health
* A A A LN Je Je
72 |Pharmaceutique|Auvert, 77 ozo| , TPuoc khong vo trung: thude uong danglp ) syip [HPRIFRIZS o0y 011 logos/0014  |PTOOUCES  Safety
Erancaise Melun. Erance long; thudc dung ngoai dang long. 8/2011 Agency
! (AFSSAPS)
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thude
tiém thé tich 16n; thudc dong khd; dung dich
BAG Health Care thudce tiem j[he tich nho. \ L .
* Thuoc sinh hoc: thuéc mién dich; thuodc
BAG  health| M2 diéu tri t& bao; thudc cdng nghé sinh hoc; DE_HE_01 Co quan thim
3 | cmbts |Amisgerichissirab [ K B 100¢ A58 B SR ROIEU-GMP | GMP_201 |08/09/2011  [03/11/2013 ..
e 1-5, 35423 Lich,|} 1oc NEUON E0C AT NEUGT hoac CONg vat 10062 quyen e

Hesse, Germany

* Thudc khéc: thudc duoc liéu; thube vi
luong ddng cin; nguyén liéu thude sinh hoc;
duoc chit nguén géc tor nguoi hoac dong vat
va vi khuan; duoc chat san xuat bang cong
ngh¢ gen.




* Thube vo tring:

+ Thudc san xudt vo tring: dung dich thudc
tiém thé tich 16n; dung dich thubc tiém thé
tich nho.

. + Thudc tiét tring cudi: dung dich thudc tiém State. . .
Joint Stock 74,. Frunze Str., thé tich 1én; dung dich thudc tiém thé tich|PIC/S- 022/2012/S Adm!nlstratlon of
74 Company Kyiv, 04080,| ., ’ ’ AUMP/GM |01/08/2012 19/04/2016  [Ukraine on
FARMAK  |Ukraine mho. oo _GMP e Medicinal
Thuoc khdng vO trung: vién nang cing;
thudc udng dang 16ng; thude ding ngoai dang Products
long; dang bao ché ran khac; vién nén (bao
gdm ca vién nén chira hormon).
* Thudc sinh hoc: thude mién dich
Khasra No.
1342/1/2, Hilltop
Industrial Area, United
Jhramajri, UK GMP Kingdom's
Village Bhatoli Thube khong v tring: vien nén; thude cém 24881 Insp medicines and
75 USV Limited |Kalan, Baddi, ’ ' EU-GMP |GMP 21/05/2012 09/01/2015 |Healthcare
Tehsil Nalagarh,| 24881/441 Products
Himachal 5033-0001 Regulatory
Pradesh, District Agency MHRA
Solan, In-173
205, India
* Thubc khong vé tring: thudc ding ngoai
Via Firenze, 40 -|dang léng; thuoc uong dang long (hormon . .
76  |Sofar SP.A 20069  Trezzano|corticosteroid); dang bao ché rén khc (thubc|EU-GMP '1%1/2(1)11 23/06/2011  |27/01/2014 'Atz‘;;f]r;y'\:fg:'”es

Rosa (M), Italy

bot, thude cdm, vién ngam); thudc phun mu;
dang bao ché ban ran; vién nén.




* Thuéc khong vo tring (khong chira

Catalent 217-221 Governor penicillin, cephalosporin, hormon, steroid MI- Therapeutic
. Road,  Braeside|. " . RN oo |PIC/S- 109112004- Goods
77 Australia Pty Vic 3195, a?tlnecipla§flc). vuin nalng fnem,ﬂdanﬂg bao C};le GMP L 1-000138- 04/07/2011 20/12/2013 Administration.
Ltd . ran phan liéu; thuoc bot va thuéc com; thuoc .
Australia 2 ) 1 Australia
uong dang long.
* Thudc vo trung:
16 lliensko Shosse[+ Thuébc san xuat vo tring: dung dich thudc .
78 |Sopharma PLC-o s fia 1220 [tiem thé tich nho, eu-omp |BC/CMPI2 \o1 10812011 |0s/0ar2014  |BUI9AN@N - Drug
Ampoule Plant . L ens s Z. . £ in 011/019 Agency
Bulgaria + Thuoc tiét trung cuodi: dung dich thudc tiém
thé tich nho.
* X ~ ~ o~ . X < -
3 Trayko Stancev d::u(ignkhiggézo égjn%a;hufé; quggnng;;; BG/GMP/2 Bulgarian  Dru
79 |Unipharm AD |Str., Sofia 1797, ;e 018 titoc HONE dang fong, Gahs By gmp 15/08/2012  |08/06/2015 g g
. ché ban ran (thuoc kem, thuoc mdo, thuoc 012/032 Agency
Bulgaria o
gel); vién nén.
* A A A nat vid T o
Viabevo Vg, ghﬁh?ingcﬁ/: 1cty:u:19ro Vfr:] ”Z”faﬁﬁ?fﬁ BG/GMP/2 Bulgarian  Dru
80  |SopharmaPLC |5660, district of| ;& ¢* CUNS Co TOT, SO LORE va 0N A 2y gpp 13/03/2012  |26/01/2015 g g
. |uong; dang bao ché ban ran (thudc kem, 012/033 Agency
Lovetch, Bulgaria N A
thuoc mag, gel); vién nén.
* Thudc khong vo tring: vién nang cung; Main
9, Jozefow Str., 991 . . | . N ’ GIF-IW-N- .
81 Polfarmex S.A 300 Kutno, Poland thuoc dung ngoai dang long; thuoc uong dang|EU-GMP 4022/42/12 27/01/2012 18/11/2014  |Pharmaceutical

long; thude bot; vién nén; hon dich.

Inspector, Poland




No. 2 Fon Tan

* Thubc vo trung:

+ Thudc san xudt vo tring: thudc tiém; hdn
dich vo trung pha tiém; dung dich nhoé mit,
nho tai, nhé mii vo trung.

+ Thudc tiét trung cudi: thudc tiém; dung
dich rtra vét thuong.

Gentle Pharma Road, Fon Tanl|* :Fhuéc khong vo tring: dang bao ’ché long| o, ~c Department  of
82 Ind. Dist, Da Bi|(hon dich, dung dich); dang bao ché ban ran 7975 08/03/2013 30/09/2015 [Health  Taiwan,
co., Ltd . . ) . x ) A . ¢ |GMP
Hsiang,  yunlin,|(thuoc md, thuoc kem); dang bao ché ran R.O.C
Taiwan (vién nén bao phim, vién nén bao tan trong
rudt, vién nén, thudc cdm, thudc bot, vién
nang)
* Dugc chit san xuat thude penicillin (thude
cdm, thuéc bot, vién nang); thudc
cephalosporin (thudc cdm, vién nang).
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 8
(Theo cong van 5035/QLD-CL ngay 05/4/2013 cua Cuc Quan ly dugrc)
NHA MAY . , A NGUYE ) <o ~:n |NGAY HET|CO UAN
STT CONG BO DPIA CHI PHAM VI CHUNG NHAN N TAc|GIAY CN [NGAY CAP HAN CAP Q
Merck Sharp &|[770 Sumneytown E:Eiﬁlg?nrg;/icr;lﬁRDAS(I_Ir_y(erL;adrlvalgnlt 1H1quég)] US.CGM |cT 2808-12 United States
1 Dohme Corp.,|Pike, West Point, Recombinant Vaceine Vial and Syr’ingé' \’/ial Pl ' WHO 29/08/2012 29/08/2014 [Food and Drug
us PA 19486, USA . ' Administration
and Syringe
Merck Sharp &[770 Sumneytown|San pham: M-M-R Il (Measles, Mumps and US.CGM |CT 0546-12 United States
2 Dohme Corp.,|Pike, West Point,|Rubella Virus Vaccine Live, MSD) (with P. ' WHO 06/12/2011 06/12/2013 |Food and Drug
uUsS PA 19486, USA |rHA), dosage form 0.5 mL dose Administration
Merck Sharp &[770 Sumneytown|San pham: Varivax (Varicella Virus Vaccine US.CGM lcT 1369-13 United States
3 Dohme Corp.,|Pike, West Point,[Live (Oka/Merck) Refrigerator  Stable P. ' WHO 30/01/2013 30/01/2015 |Food and Drug
UsS PA 19486, USA |Formulation Administration
. Chemin de Ila Swiss Agency for
Ferring Vergognausaz 50,|Thubc dang rin: vién nén Minirin; vién nén Therapeutic
4 International 1., ; N ’ EU-GMP |12-1794 17/09/2012 09/03/2015
Center SA 116_2 St-Prex,[phong thich cham Pentasa. PrOC_IUCtS _
Switzerland (Swissmedic)




Ferring GmbH

* Thube vo tring:

+ Thubc san xuat vo tring (hormon va chit
¢6 hoat tinh hormon): thubc dong kho; thudc
tiém thé tich nho; vi nang.

+ Thubc tiét trang cudi: thudc tiém thé tich

\ZI\A/flltggnd kilell’ nho. DE_SH_01 Co quan tha
Ferring GmbH . '[* Thube khong vé tring: thudc ubng dang|EU-GMP | GMP_201 [17/04/2012  |18/01/2015 . guan - tham
Schleswig- , . I . , quyén btic
. long (hormon va chat cO hoat tinh cua 2 0011
Holstein,
German hormon).
y * Thudc sinh hoc: thuc dong kho chira hoat
chit ngudn gdc tir nguodi duge san xudt vo
trang; thudc dong kho san xuét v tring bang
k¥ thuat di truyén.
. - |K Rybniku 475,], 2 . N JOT . State institute for
gi”'”g LecValos 42 Jesenice u dth‘fgﬁ khong VO trung: thuoe dung ngoail e, o 275(;5’1109643 30/11/2010  [08/10/2013 |drug  control,
' Prahy. Czech ang Jong. Czech Republic.
03-0172- United States
Roxane - |COMDUS, — OFlq, ) him: Anastrozole tablets JSCOMI0012.02-  [13/04/2012  [13/04/2014  |Food and Drug
Laboratories Inc{43216, USA P L
VN Administration
Nephron , 2 , . 07-0056- United States
Pharmaceutical |O"and0 FL|San pham: Ipratropium Bromide 0.5 mg and\U.S.CCGM )15 3 lo6/08/2012  [06/08/2014  |Food and Drug
32811, USA Albuterol Sulfate 3 mg Inhalation Solution  |P - .
s Corp VN Administration
* Thudc khéng bao gom betalactam va din
xudt: thube tiém dong khd khdng chira khang
sinh; dang bao ché ban ran chira khang sinh
non-betalactam; thudc tiém vo tring chia
Kawasan Industri|khang sinh; thuc udng dang long chira khang
Jababeka I, Jl.|sinh non-betalactam. National Agency
PT. Ferron Par . . PW.01.02.3
. Jababeka V1 Blok|* Thuoc khéng chira khang sinh (khéng bao|PIC/S- for Drug and
zharmaceutlcal J3, Cikarang,|gdm thudc tranh thai, hormon sinh duc; chat{GMP 21'02'13'98 20/02/2013 120/02/2015 Food  Control,
Kabupaten Bekasi,|kim té bao): thudc tiém dong kho; vién nén Indonesia
Indonesia va vién bao; thudc tiém vo trung.

* Vién nang ctng chira khang sinh non-
betalactam (khdng bao gdm thudc khang sinh
betalactam va dan xuét; thudc tranh thai;
hormon sinh duc; chat kim té bao).




Contract

20-22 Long Street,

* Thudc khodng vo tring (chira duogc liéu,

Therapeutic

10 manufacturlng Smithfield NSW. Vlt{zlmln, chat Ifhoangg,ichat bo :sung A’dll’,lh PIC/S- MI-2012-LI-26/O7/2012 97/03/2015 Good.s. .
& Packgaking . dudng): dang bao ché ran; dang bao ché ban|GMP 06246-3 Administration,
. 2164, Australia P x e i
Services pty Ltd ran (thuoc kem, thuoc ma, gel). Australia
Route 50 North, .
CSL  Behring|1201 N. Kinzie,(San phim: Albumin (Human) USP 25%,|U.S.CGM |CT 1579-13 United - States
1uc Bradley, IL 60915,|Albuminar -25; Albuminar -25-50 mLjvial [P wHo ~ |20/02/2013  120/02/2005 jFood and Drug
Administration
USA
* Thube vo tring: .
+ Thudc san xuét vo trung: thudc tiém thé
Haupt  Pharma|tich 16n; thudc tiém thé tich nho; hdn dich; xit
Wolfratshausen  [mili.
Haupt PharmalGmbH + Thudc tiét tring cudi: thude tiém thé tich DE_BY_04 Co auan  thdm
12 Wolfratshausen Pfaffenrieder|lon; thudc tiém thé tich nho; hon dich. EU-GMP | GMP_201 |27/08/2012 26/07/2015 u éanirc
GmbH Strabe 5, 82515|* Thubc khéng vo tring: vién nang clng; 2_0096 wy
Wolfratshausen, |thudc diing ngoai dang 16ng; thudc udng dang
Germany long; thude bot va thube cém; dang bao ché
ban ran; vién nén.
* Thudc vi lugng dong can.
F1-F1/1
Additional United Kingdom's
. Ambernath UK GMP medicines and
Inventia MIDC 40387 Insp Healthcare
] * A A A <\ N r _
13 I;Ir(??llathiri(:nited Ambernath (East): Thudc khong vo trung: vién nén. EU-GMP 40387/4511 26/01/2012 23/11/2014 Products
District ~ Thane, 564-0002 Regulatory
Maharashtra, In- Agency MHRA

421 506, India




No.26, Datong 1st

* Thube vo tring:
+ Thuoc san xuat vo trung: thuoc tiém; dung

Rd., Caota| .. . L A
Purzer . . _[dich nhé mat, nhd tai, nhé mii v trung.
Pharmaceutical Village, - Guanyin\.."r, bc khong vo tring: dang bao ché 1ong|PIC/S- Department ~ of
14 Township, 1o g s g; , g¢ z Ng 7930 23/02/2013 20/12/2013  [Health  Taiwan,
Co., Ltd., (dung dich); dang bao ché ban ran (thuoc mo,|GMP
. Taoyuan County| . X Lz N R.O.C
Guanyin Plant . thuoc kem); dang bao ché ran (vién nén bao
328, Taiwan,| . . A Lz PV
phim, vién nén, thuéc com, thuoc bot, vién
R.O.C
nang).
* Thube vo tring:
+ Thubc san xuét vo tring: thudc dong kho
(bao gdm ca thudc chira chat doc t& bao/chit
kim t& bao; hormon va chit c6 hoat tinh
Poligono hormon); thudc tiém thé tich nho (bao gdom ca
Industrial Els|thudc chira chat doc té bao/chat kim té bao;
Vinyets-Els hormon va chét c6 hoat tinh hormon); thudc Spanish  Agency
Fogars, 2, Ctra. C-[tiém khong c6 duoc chat (dung moi tai lap NCF/1127/ of Drugs ang
15 GP-Pharm, S.A 244, Km. 22, Sant|va liposomas) dugc déng trong lo, vi va ong EU-GMP 001/CAT 21/07/2011 31/07/2014 Health  Products
Quinti de|tiém. (AEMPS)
Mediona  08777|+ Thudc tiét tring cudi: thudc tiém thé tich
(Barcelona), Spain|nho (chita chat doc té bao/chat kim té bao;
hormon va chét c6 hoat tinh hormon); thudc
tiém khdng c6 duoc chat (dung mdi tai lap
va liposomas) duoc dong trong lo, vi va dng
tiém.
Pol. Ind. Les
Salines. Carrer|,, 2 . N .A A Ministry of
Thuoc khéng vo trung: vién bao (bao gom
Synthon Castello, 1, 08830( , . . A 2 A NN NCF/1101/ Health of
16 Hispania, SL Sant Boi de z?A;hEQ); hlé,(:lng than va thuoc gay nghién);|EU-GMP 00L/CAT 28/01/2011 12-2013 Government  of
Llobregat © g cung. Catalonia - Spain

(Barcelona); Spain




* Thudc vo trung :
+ Thubc san xuét vO tring: thubc tiém thé
tich nhd;thude cay ghép dang ran.

+ Thudc tiét tring cudi: thude tiém thé tich Austrian
Nycomed [0 PetErSUADE 23} b nho mit INS-480050 Medicines  and
17 | austria GmbH |02 Y2 Thube khong vo tring: thuée dang long EU-GMP |0024.007 |10/09/201L  105/08/2014 | \portical Devices
Germany . N
dung ngoai; vién nén. Agency (AGES)
* Thude sinh hoc: San phém o MAau; san
phém cod ngué)n géc chiét xut tir nguoi hoac
dong vat
* Thube vo tring (bao gdm ca thude c6 hoat
tinh hormon)
+ Thubc san xuat vO tring: thubc tiém thé
tich nho.
Bayer AG L ial s Lo A e 2 .
Pharma  (Tén|Mullerstrabe 178 :ég}iﬁozct{jérgl:}:]égﬁ?; ;ht;luoc tiem the tich 2012/01/Ba Co aquan thim
18 cii: Bayer|13353 > HOE T N ST EU-GMP |yerPharma |24/08/2012 06/06/2015 A a ,
. . * Thuoc khéng vo trung: thuoc vién nén (bao quyén Dtrc
Schering Berlin,Germany Y ; A AG
Pharma AG) gom ca thupc co hoat’tlnh hormon); vién nén
bao (bao gom ca thudc c6 hoat tinh hormon
va thube doc té bao).
* Thudc sinh hoc: san pham cong nghé sinh
hoc.
JI. Rawa Gatel
Blok 111 Kav. 36- *Thudc khdng vo tring: vién nén va vién bao National Agency
38, Kawasan R , , . L s . PW.01.02.3
PT Dankos : (khong chira khang sinh, dugc chat tranh thai,|PIC/s- for Drug and
19 Industri : R X i oA 11.10.12.63 [31/10/2012 31/10/2014
Farma hormon sinh duc khac va dugc chat kim te{GMP Food Control -
Pulogadung “|bao) 47 Indonesia
Jakarta 13930,
Indonesia
. . . French Health
26 Rue de la]*Thudc khong vo trung: thuoc dung ngoai
Delpharm x4 N HPF/FR/26 Products  Safety
20 Huningue SAS Chapelle, 68330|dang long; thudc uong dang 16ng; thuoc dang|EU-GMP 0/2011 22/12/2011 04/08/2014 Agency

Huningue, France

ban ran; thudc dan;

(AFSSAPS)




LTS Lohmann
Therapie-Systeme
AG

’1 #;esrapli_ecihmann Lohmannstr.2 * Thpéc kh()ng‘v() tr?ng: cl}ét nén lam dung EU-GMP _DCI;EKARF>Ii_2%11 20012012 los/izioota €O _ Quan thAm
Systeme AG 56§26 Andernach, |thu tinh; dang bao ché ban ran. 5 0003 quyén DBtrc
Rhineland- -
Palatinate,
Germany
Route de
Belleville Lieu-dit French Health
Abbott Maillard ~ 01400(*Thuoc khéng vO trung: vién nang cung; HPF/FR/25 Products  Safety
22 Healthcare SAS |Chatillon sur|thudc udng dang long; vién nén. EU-GMP 6/2011 22/11/2011 07-07-2014 Agency
Chalaronne - (AFSSAPS)
France
. , * Dang bao ché long: Otrivin Spay, Otrivin Swiss Agency for
Novartis Route de I'Etraz, drops.g & bay PIC/S- Therapel?tic y
23 Consumer 1260 Nyon, |, N Looa o 12-1768 17/09/2012 27/01/2015
Health SA switzerland Dang bao ché ban ran: Voltaren Emulgel,|GMP Prod_ucts .
Eurax Cream. (Swissmedic)
Survey N. 214,
Government State
Sun Industrial ~ Area,|, Thude khong vé tring: vién nang ctmg:|PIC/S- 046/2012/S Administration of
24 Pharmaceutical |Phase I, Silvassa- Vien nén ' ’ GMP AUMP/GM |20/02/2013 22/11/2015  [Ukraine on
Industries Ltd  |396230 (U.T. of ' P Medicinal
Dadra& Nagar Products
Haveli), India
gzgellebssmndort * Dang b&}o ché long: thuéc,dérlAg 1(,3 tigt trUr]g
(manl,Jfacturing of cuoi; th~u60 dong lo ségAxuﬁt Vortrung; thu()? _
bulk and dong san trong bom tiém; thuoc dong khod Swiss Age_.\ncy for
25 |- HoMman-lal e gicinal donglo. PICIS- 111557 |oasoarzo11  |2s/01/2014 | TTErEPEUIIC
Roche Ltd oroducts) * Dang bao ché ran: vién nang; vién nén bao|GMP Products
Grenzach,erstrasse phim; vién nén. (Swissmedic)

124, 4070 Basel,
Switzerland

( * Pham vi ching nhan theo Site Master
File)




Poligono
Industrial

* Thubc khdng vo tring: vién nang mém
(hormon va chit c6 hoat tinh hormon); thudc

Co quan thim

26 ;‘*X” Farma \'\}:}’I":‘rtgera c/ S/Lna cém (hormon va chat ¢6 hoat tinh hormon):|[EU-GMP [4208/12  [19/09/2012  [01/08/2015 |quydn Tay Ban
' e '|vién nén va vién bao (bao gém ca thude chira Nha
Villaquilambre- < A, ]
. hormon va chat c¢6 hoat tinh hormon).
Leon, Spain
* Thube vo tring:
+ Thudc pha ché v tring: thude bot khd pha
tiém; thudc bot dong khd pha tiém; thudc
. . tiém.
China Chemicall ;g2 1, Keng Tze|+ Thubc tiét tring cubi: thube tiém,
& kou,  Hsinfong,|* Thudc khong v tring: dang bao ché long|PIC/S- Department ~ of
27 Pharmaceutical - rong, X g : - dang L. Lg 7923 25/02/2013 14/11/2013  |Health  Taiwan,
Hsinchu Taiwan,|(hon dich, dung dich); dang bao ché ban ran|GMP
Co., Ltd. z . z . I R.O.C
. R.O.C (thuoc mdo, thuoc kem); dang bao ché ran
Hsinfong Plant A A . . A
(vién nén bao duong, vién nén bao phim, vién
nén, thuéc com, thudc bot, vién nang, thudc
dat).
* Nguyén liéu lam thudc Carbapenem.
Bausch & 8R?32r Paljllc\j\?; ! San ham:  Besivance  (besifloxacin|U.S.CGM 09-0028- United States
28 |Lomb A pham: B . 22 M12012-01-  [04/10/2012  |02/10/2014  |Food and Drug
Incorporated Tampa, FL.]ophthalmic suspension, 0.6%) (Sterile) P VN Administration
33637, USA
Bausch & . Advance Eye Relief Eye Dry Rejuvenation 02-0062- United States
29 [Lomb ggigv'lIJIEA SC|Lubricant Eye Drops (Sterile) g SCOM012:03-  |24/0212012  |24/02/2014  |Food and Drug
Incorporated ’ Tén tai Viét Nam: Moisture Eye Drops VN Administration
Bausch & i Advanced Eye Relief Dry Eye Enviromental 02-0062- United States
30 |Lomb ggig‘”l'J'SA SC| L ubricant Eye Drops (Sterile) g SCOM012:00-  |24/0212012  |24/02/2014  |Food and Drug
Incorporated ’ Tén tai Viét Nam: Computer Eyes Drops VN Administration
Madevej 76 DK-
31 6705 Esbjerg,|* Duoc chat sinh hoc.

Denmark




United Kingdom's

Highway 301 ’ UK GMP medicines and
Hospira North, Rocky *Thué,c vo trﬁng: , o o 21672 Insp Healthcare
32 Incorporation Mount, North{+ Thuoc tiét trung cudi: thuoc tiém thé tich|EU-GMP [GMP 04/11/2010 16/08/2013 Products
Car'olina, 27801, [nho. 21672/2278 Regulatory
United States 1-0001 Agency MHRA
Rodovia Jornalista
Francisco Aguirre National
Proenca, Km 08,[* T,huég khong vo trung:,viér’\ nang cung; EMS/006/0 Authority of
33 EMS, S.A Chacara  Assay,|thudc uong dang long; thudc com; dang baolEU-GMP 01/03/2011 22/07/2013  |Medicines  and
- Ay LAl 1/2011
Hortolandia, CEP,|ché ban ran; vién nén. Health Products,
13186-901  Sao I.P, Portugal
Paulo, Brazil
* Thudc vo trung:
+ Thubc san xuat vO tring: thubc tiém thé
tich nho.
Lomapharm * Thudc khong vé tring: thudc dung ngoai
Lomapharm Rudolf Lohmann|dang 1ong; thudc ubng dang long; dang bao
Rudolf GmbH KG ché ran khac (vién bao, vién bao phim); vién DE_NI_02_ Co quan tham
34 . ’ ’ EU-GMP |GMP_2012 (11/10/2012 01/06/2015 X
Lohmann Langes Feld 5,[nén. ’ ’ ‘ , 0041 quyen Puc
GmbH KG 31860 Emmerthal,|* Thuoc sinh hoc: thudc c6 nguon goc tir -
Germany dong vat (khéng tir ndo, mé than kinh hoic
cac dan xuét twong ung); thude sinh hoc khéc
(‘hormon, enzyme).
* Thube duge lidu; thudc vi luong déng can.
Plot 18 and 19, UK GMP zzgfgn@”gdc’;‘r‘]g
Medley Zari Causeway , 35673 Insp Healthcare
35 Pharrmaceutical|[Road, Kachigam,|* Thuoc khong v6 trung: vién nén. EU-GMP |GMP 31/01/2011 07/10/2013
. Products
s Limited Daman, In- 35673/2039 Regulatory
396210, India 030-0001

Agency MHRA




* Thudc khong vo tring: thudc dung ngoai

Federal Agency

Purna Rijksweg 17, . O . \ -
36 |Pharmaceutical |Puurs,  B-2870,|1318 1ong; thuoc udng dang long; dang baolp, oy p [BE2012102\) 0515015 |1g/0as0015  |fOF Medicines and
. che ran khéc; dang bao ché ban ran (hormon 2 Health Product of
s NV Belgium . A , z .
va chat c6 hoat tinh hormon); thuoc dan. Belgium
Villa Blanca
Industrial ~ Park,|,. i N : 10-0165- United States
37 ;?(t;elonnc PUetOl poad # 1, a"lcr:‘L)pt};gE'tS Janumet - (sitagliptin/metformin ILDJ SCOMo013.00-  |19/112012  |19/11/2014  |Food and Drug
Km.34.8, Caguas, VN Administration
PR 00725, USA
CSL Behring
GmbH " I AL
CSL  Behrin Gorzhauser Hot 1, +T"1El}1111fgc\it(i)é??rrll‘1i cudi: nude pha tiém DE_HE 01 Co quan tham
38 935041  Marburg octiet trung cuol: nuoe pha tism. ey pp | GMP_ 201 [17/06/2011  [05/04/2014 . aua
GmbH . * Thuoc sinh hoc: ché pham tir mau; thuoc quyén Dtrc
(Stadtteil cone nehé sinh hoc 10030
Michelbach), g nehe >
Hesse, Germany
CSL Behring
GmBH * Thude vo trung:
CSL  Behring|Emil-von-Behring-{ + Thudc tiét tring cudi: nudc pha tiém DE_HE 01 Co quan tham
3 lembH Strabe 76, 35041|* Thubc sinh hoc: ché pham tir mau; thudc EU-GMP |_GMP_201 |17/06/2011 105/04/2014 quyén Dt
. . 1 0029
Marburg, Hesse,|cong nghé sinh hoc. -
Germany
West Pharma - Rua Joao de Deus National
Producoes ~ de n. 11 Amadora’ Thude khdng vé tring: vién nang cing; thude FO30/SL/H/ Authority of
40 Especialidates |..- ) ’ Au A g ) Mg. , g cung; thu EU-GMP |AF/AI/001/ |08/03/2012 01/10/2013  |Medicines  and
. 2700-486, bot va thudc com; vién nén.
Farrmaceuticas, Portugal 2010 Health Products,
SA g I.P, Portugal
* Thudc khong vo tring: vién nang cung;
vién nang cimg; thude ding ngoai dang long;
Hogemaat 2, 7942 . 2 A : s Health care
Astellas Pharma ' dang bao ché ran khac; vién nén; thuoc bot va NL/H .
41 Europe B.V JG Meppel, The thube cbm. EU-GMP 13/0008 07/02/2013 31/01/2016 |inspectorate, The

Netherlands

* Thudc sinh hoc: san phém Ién men; khang
sinh beta lactam.

Netherlands




* Thube vo tring:

+ Thubc san xuat vo trung: thudc dong kho
(hormon va chét cé hoat tinh hormon; chat
doc té bao/chat kim té bao); thudc tiém thé

16th kmltich nho (hormon va chiat c6 hoat tinh National
Vianex  S.A.|Marathonos Ave,|hormon; chét doc té bao/chat kim té bao). 59991/29-8- Organization for
42 _PlantC Pallini Attiki,[+ Thudc tiét tring cudi: thudc tiém thé tich EU-GMP 2011 27/06/2012 18/07/2014 Medicines,
15351, Greece nho (hormon va chit c6 hoat tinh hormon, Greece
chét doc té bao/chat kim té bao).
* Thubc khodng vo tring: thudc ding ngoai
dang 10ng; thuéc udng dang 1ong; dang bao
ché ban ran.
* Thude vo tring:
+ Thubc san xuét vO tring: thudc tiém thé
Solupharm . — L e 2., \
Pharmazeutisch Industriestr. 3,|tich 16n; thudc ti€ém thé tich nho. DE-RPDA- Co auan thim
43 34212 Melsungen, |+ Thudc tiét tring cudi: thudc tiém thé tich| EU-GMP [111-M-71-1{16/10/2012  |13/09/2015 , due
e Erzeugnisse , JOER ., \ quyén Durc
GmbH Germany 16m; thuoc tiém thé tich nho. 0
* Thudc khéng v tring: thubc ding ngoai
dang long; thudc ubng dang long.
Dragenopharm
* A A A na: vid T o
Dragenopharm | T P o i v Kot o, T DE_BY_04 Co qun thim
44 |Apotheker ane  ran Frek T AH0e DOt T '|[EU-GMP | GMP_201 |22/06/2012  |17/04/2015 e
Gollstr. 1, 84529|vién nang mém); vién nén. quyén btic
Puschl GmbH . . 2 o L Ao 2_0055
Tittmoning, * Thuoc dugc li¢u; thude vi lugng dong cén. -
Germany
Denk Pharma
GMbH&CO.KG [, o o o o DE_BY 04 .
g5 Dok Phamal e i 1, gasp|  [huoc khong vO trung: vien nang cing:l ey svip | gmp 201 |14/06/2012  |17/04/2015  |C°, Guan  tham
GmbH Co. KG |_.. . vién nen. quyéen Puc
Tittmoning, 2 0051

Germany




Unit 1, Village
Kishanpura, Baddi . State
Glenmark - Nala arh7 Road * Thuoc khéng vO trung: vién nang cung PIC/S- 044/2012/S Administration of
46 Pharmaceutical e " l(chta bot khd hit); thude xit; thude hit phan AUMP/GM |07/12/2012 19/09/2015  [Ukraine on
.. Tehsil, District| ., GMP ..
s Limited licu. P Medicinal
Solan H.P. 17101,
. Products
India
* Thudc khdng vo tring: vién nhai; thudc
Artesan Pharma dyng ngoai dagng long; thlioc u012g de;,lng long;
cac dang thuoc : thudc bot, thudée com, dang
GmbH & Co. KG |, , T N
Artesan Pharma Wendlandstrabe 1 bao ché ban ran; vién nén (bao gom ca vién DE_NI_03_ Co aquan thim
47 GmbH & Co. '|bao va vién bao duong) (chira hormon va chat|EU-GMP (GMP_2011 [04/02/2011 25/11/2013 A a ,
29439  Luchow,| . , A i quyen Puc
KG cd hoat tinh hormon, chira nguyén liéu nguy 0013
Lower  Saxony,|, .z . z , ) .
hiém (Nystatin, chat chira khang sinh non-
Germany

betalactam khac)
* Thube duge lidu, thude vi luong déng can.




* Thudc vo trung:
+ Thudc san xuat v0 trung: dang bao ché ban

Leo 285 Cashel Road, . Irish ~ Medicines
48 Laboratories  [Crumlin, Dublin] " . . N e JOT ..|EU-GMP |2011-046 |04/07/2011 11/03/2014
Ltd 12 Ireland * Thuoc khong vo6 trung: thuoc dung ngoai Board
' dang 16ng; dang bao ché béan rin; thudc thu
thai ¢ tir cung.
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 9
€0 cong van -CL ngay cia Cuc Quan ly duge
(Theo ¢6 an 6769/QLD-CL ngay 06/05/2013 cia Cuc Quan ly dwgc)
sTT (NHA  MAYipA CHi PHAM VI CHUNG NHAN NGUYE |GIAy CN [NGAY cAp |[NGAY HET|ICO  QUAN
OCONC DO , NTAC HAN OAD
. * Thudc vo trung: .
Joint Stock 74’. Frunze Str., + Thudc san xudt vo trang: thuéc nhé mat. GIF-IW-N- Main .
1 Company Kyiv, 04080, Thude Khona v trina: thube nhé miii. vin EU-GMP 4022/83/12 31/12/2012 04/10/2015  |Pharmaceutical
FARMAK Ukraine nén g g ’ Inspector, Poland
. * Thudc vo trung:
. Duchnice, - 28/30 + Thudc san xuat vo tring: thubc ciy ghép .
Pharmaceutical |Ozarowska.  Str, dane rin GIF-IW-N- Main
2 Works 05-850  Ozarow|. o A . n EU-GMP 11/04/2011 11/02/2014  |Pharmaceutical
L * Thuoc khong vo trung: vién nén 4022/33/11
Polpharma S.A |Mazowiecki, PO P Inspector, Poland
* Thuoc sinh hoc: cephalosporin ban tong
Poland
hop
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich thé tich
nho.
Cu thé san pham: thudc tiém Trgan-D
Cadila és;i?j D-L:)a:iaﬁ 10mg/ml; thudc tiém Aciloc 25 mg/ml.thudc State agency of
. ’ ~° |tiém Amikacin 500mg; thudc tiém Amikacin ZAV/LV/20 Medicines,
3 Pharmaceutical |387810, Dist, 100mg EU-GMP 13/0024 19/03/2013 23/11/2015 Republic of
s Limited Ahmedabad, * Thudc khong v tring: vién nén. Latvia

Guijarat, India

San pham cu thé: vién nén Ethambutol
400mg; vién nén Ethambutol/Isoniazid
400/150 mg; vién nén Pyrazinamide 400mg;
vién nén Prothionamide 250mg.




* Thudc vo trung:

. Via Dante . . :
Laboratorio s + Thuoc tiét trung cuodi: dung dich thé tich . ..
Farmaceutico [ pome T opg) eu-GMP |[T8% - looioai2012  [14/04/2014  |M2Nan Medicines
18038 San Remo 2 . A , 2/H/2012 Agency AIFA
CT.S.R.L (IM), Ital * Thuoc khong v6 trung: vién nang cung;
ey thudc udng dang 1ong; vién nén.
Industria Via G. Pascoli, 1 -[* Thubc khong vo trang: thuée dung ngoai
Farmaceutica  \»4064 Gorgonzolaldang Iong; thube uéng dang long: dang bao|EU-GMP | 127" " lagiior012  |19/04/2005  |"1alian Medicines
Nova Argentia SR 4/H/2012 Agency AIFA
SPA (MI), ltaly ché ban ran; vién dat.
ReDarto * Thube vo tring: thuéQ bot, vién nén
Disrlaccato ] Via( San xuét toi san phim cho déng goi tai:
Muoni. 15-20064- Reparto Distaccato - Via Muoni, 15-20064-
Gorgor'uola (MI) Gorgonzola (M), Italy.
ital '|Péng goi tai: Via G. Pascoli, 1 - 20064
y Gorgonzola (MI), Italy)
Reparto
Distaccato - Via
Muoni, 10-20064-|* Thudc khong v6 tring: vién nén.
Gorgonzola (M),
Italy
* Thube khong vo trang: thudc udng dang
. . long (corticosteroid hormon); thudc ding
zeta . Via Galvani, .10 ngoai dang long (corticosteroid hormon); IT/208- Italian Medicines
Farmaceutici  |36066  Sandrigo| .~ . 5 £ . /' |EU-GMP 29/07/2011 16/03/2014
SpA (VI)-Ital thuoc bot; dang bao ché ban ran 5/H/2011 Agency AIFA
P y (corticosteroid hormon); thubc  dat

(corticosteroid hormon).




* Nguyén liéu lam thudc: Candesartan
Cilexetil; Clopidogrel Mesylate; Donezepil
Hydrochloride; Duloxetine Hydrochloride;

Eso,eprazole  Magnesium;  Lamotrigine;
Ahmedabad- Lercanidipine  Hydrochloride;  Nebivolol
Torrent Mehsana Highway|Hydrochloride; Nicirandil; Olmesartan Co quan tham
9 Pharmaceutical |Dist. Mehsana,|Medoxomide; Pramipexole dihydrochloride|EU-GMP |T205/01/11 |21/01/2011 19/01/2014 A,
s Ltd Gujarat, 382721,|Monohydrat; Quetiapine Fumarate; quyen Buc
India Risperidon; Rivastigmine Hydrogentartrate;
Ropinirole Hydrochloride; Sertraline
Hydrochloride; Topiramate; Venlafaxine;
Rabeprazole; sildenafil Citrate; Atorvastatin;
Olanzapine.
100&102
Antimony  and|* Thubc khong vo tring (khong bao gom Therapeutic
Alphapharm 11&15-25 Garnet|penicillins, cephalosporins, hormon, steroid,|PIC/S- MI-2012-LI- Goods
10 Pty Ltd Street, Carole|antineoplastic): vién nang cing; thudc bot da|GMP 05871-3 18/10/2012 23/03/2015 Administration,
Park QLD 4300,|pha dung dich udng; vién nén. Australia
Australia.
San pham: Maninil 5; Maninil 3,5; Siofor
500; Siofor 850.
Leipziger Strabe 7|( Co s& san xuat: Menarini - Von Heyden DE SN 01 7
1 Menarini - Von|-13, 01097(GmbH - Leipziger Strabe 7 -13, 01097 cu-aMP | ampP 201 lot/11/2011 98/07/2014 CO‘A qua}n tham
Heyden GmbH |Dresden, Saxony,|Dresden, Saxony, Germany. - = quyén Dtrc
. A A \ : 1 0020
Germany Co s6 dong goi va xuat xudng: Berlin - -
Chemie AG - Glienicker Weg 125, 12489
Berlin, Germany)
Mundipharma IlnB diﬂ?g:os’ i?:;: * Thudc kh@ng Vé, trang: thude dt‘mg ngoai MUNO1/20 Pharmaceutical
12 Pharmaceutical Nicosia, Cyprus, dang 1ong; thuoc uong dang long; thudc phun{EU-GMP 12/001 13/03/2012 19/01/2015  |Services Ministry

s Ltd

2540, Cyrus

mu; dang bao ché ban ran.

of Health, Cyrus




Holopack
Verpackungstechn
ik GmbH
Bahnnhofstrabe,
gemap den

* Thudc vo trung:

+ Thudc san xuat vo tring: dung dich thé tich
16n, dang bao ché ban rin, dung dich thé tich
nho; thue nho mét.

Holopack vorliegenden + Thudc tiét tring cudi: dung dich thé tich DE_BW_0 Co quan thim
13 Verpackungstec [Grundrissplanen 160, dan béo h‘gbén n dur? d h th tich EU-GMP |1_GMP_20 [15/12/2010 08/07/2013 ‘Aanl,I
hnik GmbH  [vom  20.11.2007,'0"> @&n& PaO che ban rén, GUng dich the 10_0039 quyen e
nho; thuéc nho mat. -
73435 Abtsgmund J n N I .
. * Thuoc khong vo6 trung: thuoc dung ngoai
Untergroningen, , Tz , .
Baden- dang 16ng, thuoc uong dang long, dang bao
Wurttemberg, ché ban ran.
Germany
* Thude vo tring:
+ Thudc tiét trang cudi: dung dich thudc tiém Swiss Agency for
N Route de Sorge 9,|truyén; dung dich thay thé huyét thanh; dung|PIC/S- Thera eugtic y
14 . 1023 Crissier,|dich tiém tmyén dinh dudng; dung dich rira| GMP 12-1540 06/08/2012 30/03/2015 P
Medical AG N X Products
Thuy Sy vét thuong. EU-GMP (Swissmedic)
* Dugc chit: HES 130, HES 450, HES 200,
succinylated gelatin dang phun kho.
San pham: Berlthyrox 100
( Co s& san xuat ban thanh pham: Berlin-
Berlin - Chemie Glienicker ~ Weg|Chemie AG -Tepelhofer Weg 83, 12347 C uan  tha
15 AG 125, 12489 Berlin,|Berlin, Germany. EU-GMP |2012/01/bc |03/07/2012 18/06/2015 ° *anl’r am
Germany Co s6 dong goi: Berlin-Chemie AG - quye ¢
Glienicker Weg 125, 12489 Berlin, Germany)
* Dang bao ché ran: Vién nang; thudc cém; .
- I - I XA Swiss Agency for
22 rue du Bois-du-|thudc dong khd (hoat chat cO nguon goc sinh PIC/S- Therapeutic
16 OM Pharma SA([Lan, 1217 Meyrin,|hoc). GMP 12-1996 18/10/2012 14/10/2013 Produ?:ts

Switzerland

* Nguyén liéu sinh hoc 1am thudc (san phdm
c6 ngudn goc tu vi khuan)

(Swissmedic)




* Succursale

d'Aubonne, Zone
Merck  Serono ggfiiifz”e dlel7é) * Dang bao che ran: bdt dong kho; PIC/S- mfz /:t?t?(r:] v
17 ’ -|* Dang bao ché long: dung méi pha tiém. GMP 12-484 12/03/2012 25/11/2014 P
S.A Aubonne, Thuy Sy|, Duoe chit t4i 6 h EU-GMP Products
* Centre i P (Swissmedic)
Industriel, 1267
Coinsins, Thuy Sy
Chinoin
Pharmaceutical |3510 Miskole, |, LA . I \ National Institute
18 |and Chemical|Csanyikvolgy, | . | uo¢ VO trung: dung dich the tich nho (g ) 5\yp |OCYVAT40 16150015 |12/05/2014  |of  Pharmacy,
. san xuat vo trung va ti€t trung cudi) 2-2/2012
Works Private|Hungary Hungary
Co. Ltd
Merck Sharp &|770 Sumneytown United States
19 Dohme Corp.,|Pike, West Point,|San phdm: M-M-R I, Rota teq. ;J S.CCM \C/)VTH?OS-H 24/08/2012 27/09/2014  [Food and Drug
uUs PA 19486, USA Administration
San pham: Thudc bot pha hdn dich truyén
Imipenem Cilastatina Kabi.
. ( San xuat ban thanh pham tai: ACS Dobfar
Viale Addetta . L
ACS  Dobfar|4/12 20067 S'P.'A ~Viale Addetta 4/12 20067 Tribiano CPP/2011/2 Italian Medicines
20 o . (Milano), Italy. EU-GMP 11/07/2011 N/A
S.P.A Tribiano (Milano),|., . 7, : - 12/M Agency AIFA
Ital Xuat xuong tai: Facta Farrmaceutici - S. Atto,
y S. Nicolo' A Tordino - 64020 Teramo, Italy.
Dong goi tai: Anfarm hellas S.A - Schimatari
Viota (Hy Lap)
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
cani Fa, oo b0 sl oo T -
21 Alcon Cusi, SA 108320 EI Masnou hormon vé.céc chat c6 hoat tinh hormon); EU-GMP 001/CAT 14/11/2012 10-2015 Government  of

(Barcelona), Spain

thudc cay ghép dang ran (dang thudc bot).
* Thubc khéng vo tring: thudc udng dang
long.

Catalonia - Spain




* Thube vo tring:
+ Thudc san xudt vo trang: dung dich thé tich

Atlantic Pharma Rua da Tapada|nho. o ‘ N ‘ o Nationgl
) Producoes Grande, _ n  2,|+ Thuoc tiét trung cuoi: dung dich thé tich FO36/S1/H/ Auth_orlty of
22 Farmaceuticas A_brunhelra, nho. , _ EU-GMP |AF/AI/01/2 (23/01/2013 16/10/2015 |Medicines  and
S A " [Sintra, 2701-089,[* T,huélc khong vo trung: vién nang c(rng; 012 Health Products,
' Portugal thudc uong dang long; dang bao ché dang ran I.P, Porrtugal
(thudc bot, thude cdm); dang bao ché bén rin;
Vvién nén.
139-1, Toyohisa Ministry of
Otsuka Kaitaku, Health,  Labour
23 |Pharmaceutical |matsushige-cho, |* Thudc tiém truyén. Japan- 1362230700 |64 /07/0011  |04/07/2013  and Welfare
. GMP 0301
Factory, Inc Itano, Tokushima, government  of
Japan Japan
Co s& san xuat: EU-GMP|Co s¢ san Co quan tham
Rottendorf Xuat: quyén Dirc
Pharma GmbH DE_ NW 0
Ostenfelder 5 GMP_2
Strabe  51-61,|* Thudc bot khdng v tring vién nang ctng; 0120022
59320 vién nang mém; thudc bot, thudc cém, pellet Co SO
Rottendorf  |ENNigerloh, (chira  hoat chét_ nguy  co tié\m’ tang: déng  goi:
24 Pharma GmbH|Germany. Tamoxifen, .Flutamldet, CIormfen va cac chat DE_NW_0|01/08/2012  |21/12/2014
Co s& dong goi: tuong :[1,1’); vién nén (vufan sui, vién bao). 5 GMP_2
Rottendorf * Thuoc sinh hoc: thuoc ChL:l?a Pancreantin va 012 0023
Pharma GmbH khang nguyén dung trong diéu tri.
Am Fleigendahl
3, 59320
Ennigerloh,

Germanv




Plot No 284/B,
Bommasandra
Jigani Link Road

* Thube vo tring:
+ Thudc san xuat v6 trung: thudc dong kho;

UK GMP

United Kingdom's

Onco Therapies|0UStTal - Area,|dung dich thé tich nho. o 35989 Insp msgl'fr:gaefe and
25 Limited Jigani Hobli,|+ Thuoc tiét trung cuoi: dung dich thé tich|EU-GMP |GMP 24/06/2011 26/05/2014 Products
Anekal taluk,|nho. ’ , , 35989/1275 Regulatory
Bangalore, * Thuoc khéng vo trung chira chat doc té bao: 261-0003
A . A Agency MHRA
Karrnataka, In-]vién nang cung; vién nén.
560105, India
* Thudc vo trung:
+ Thudc san xuat vo tring: thude dong khd
(vaccin vi khuan bét hoat, Protein/DNA tai to
hop, chat mién dich dong vat st dung cho
ngudi); dung dich thé tich nho (vaccin vi
. . |Strada provinciale khuén lr)ét hoat). . :
GlaxoSmithKli + Thuoc tiét trung cuodi: dung dich thé tich
ne Asolana N.90, nho IT/241- Italian Medicines
26 : (loc. San Polo) - Lz A A e . |EU-GMP 26/09/2012 06/04/2015
manufacturing . |* Thuoc khéng vo trung: vién nang cung 5/H/2012 Agency AIFA
43056 Torrile], . . .. L ta K v P
SP.A (PR), Italia (chat doc té bao/chat klm te bag); thuoc’ uong
’ dang 16ng; vién nén (chat doc té€ bao/chat Kim
té bao).
* Thudc sinh hoc: thudc mién dich (vaccin vi
khudn bét hoat); thudc cong nghé sinh hoc
(protein/DNA tai t6 hop); thudc mién dich tir
dong vat sir dung cho nguoi.
Sanofi 30-36 avenue X . ) o 3 ’ French Health
97 Winthrop Gustave Eiffel, _AThuf)C khéng vO trung: vién nang cung; EU-GMP HPF/FR/24/ 05/03/2012 95/11/2014 Products  Safety
Industrie 37100 Tours,|vién nén. 2012 Agency
France (AFSSAPS)
Agency for
Lek Kolodvorska cestal, 1y . knong vé tring: vién nang cime: 450- Fl\ﬁngé?sal and
28 Pharrmaceutical |27, SI-1234( T, ' |IEU-GMP 20/12/2011 19/10/2014 . .
thuoc bot; vién nén. 39/2011-2 Medical Devices

sd.d

menges, Slovenia

of the Republic of
Slovenia




196 rue du

French National

Sanofi _|* Thudc khong vé tring: dang bao ché rin
29 |Winthrop Marechal = Juin,|, o (khong bao gdm vién nén: vién nang|Eu-GMP |TP/FRAN 1000013 (1971012015 PTU9 @nd Health
Industrie 45200 Amilly, ctmg); dang bao ché ban ran 2013 Products ~ Safety
France T ] Agency (ANSM)
* x ~ N o X < -
13 Allee de el ke wong dang long: dane i French  Health
go  |Unither LiquidiNeste, -zl D) . o thude dat. ' cu-amp [TPPPRIY 04010 |1706/2014  |PTOOUCEs  Safety
manufacturing |Sigal, 31770|, Thube sinh hoc: thube ¢6 neudn eéc ti 2012 Agency
Colomiers, France u RN . guon g (AFSSAPS)
nguoi hodc dong vat.
Lot 10, jalan
Sultan Mohamed National
Hoe 6, Bandar Sultan|Thubc kem; thudc md; lotion; gel; nhil twong; PIC/S- Pharmaceutical
31  |Pharmaceutical |Suleiman, 42000|bot nhdo; dau goi dau; phan boi da; dang bao 490/11 23/12/2011  [10/10/2013 |Control Bureau,
£ 12 \ oy X GMP ..
s Sdn. Bhd. Port Klang,|ché 1ong (dung ngoai va uong). Ministry of
Selangor, Health Malaysia.
Malaysia
Mistelweg 2 [* Thubc vo trung: 2
32 |B:Braun 12357 Berlin,|+ Thude tiét tring cudi: dung dich thé tich|EU-GMP |0F2/9%B" logioaio012  |10/01/2005 |CO, Guan  tham
Melsungen AG \ aun quyén Dtrc
Germany nho.
Pharmez Special
Economic  Zone,|, Thube v6 tring: UK GMP Unltfed_ Kingdom's
. |Plot Number 3, L. ORI S N medicines and
Zydus Hospira Sarkhei Bavla + Thuoc san xuat vO trung: thudc dong kho; 32340 Insp Healthcare
33 Oncology Hi hWil Matoda dung dich thé tich nho. EU-GMP |GMP 08/01/2013 08/10/2015 Products
Private Limited |- 9 &Y’ '|+ Thude tiét trung cubi: dung dich thé tich 32340/4091
Taluka  Sanand, hé 99-0005 Regulatory
Ahmedabad, In- o Agency MHRA
382210, India
* Thude khong vo tring chira khang sinh beta
PT Actavis Jalan Raya Bogor I(jlctam:mwer? nang cung; thudc uong dang NL/H Health care
34 : Km 28, Jakarta,|long; vién nén. EU-GMP 08/01/2013 22/11/2015 [inspectorate, The
Indonesia 13/0100

13710, Indonesia

* Thudc khong vo tring: dang bao ché ban
ran.

Netherlands




Laboratoires 1 route de Socx|* Thubc khéng vo trung: vién nang cung; HPE/ER/62/ E:(ca)rcllir(]:ts l;z:;ih
35 Pharmaceutique |59380 Bierne,|dang bao ché ran khac; vién nén. EU-GMP 2012 04/04/2012 30/09/2014 Agency y
% A s ‘A
s Rodael France Thuoc tir duoc liéu. (AFSSAPS)
384 Soi 6, Pattana Therapeutic
Mega 3 Road, Bangpoo PIC/S- MI-2010- Goo dsp
36 Lifesciences Industrial  Estate,|* Thudc khong vo tring: vién nang mém. CE-05744- |25/11/2011 24/07/2013 . .
GMP Administration,
Ltd Samutprakarn, 4 Australia
10280, Thailand
* Thube vo tring:
Aesica Via Praglia, 15-|+ Thudc tiét trung cubi: dung dich thé tich . -
37  |Pharmaceutical [10044  Pianezza|nho. EU-GMP '12//}45/2012 24/05/2012  |12/05/2014 'Ata';r; '\A/'fg'AC'”es
sS.R.L (TO), Italy * Thudc khong vo tring : thudc udng dang gency
long.
Z.l. du Planchy, Swiss Agency for
UCB Farchim|Chemin de Croix|Thuéc khong vé tring: Dang bao ché ran:|PIC/S- Therapeutic
38 SA Blanche 10, 1630(vién nén. GMP 11-1364 21/09/2011 07/09/2014 Products
Bulle, Switzerland (Swissmedic)
Boehringer 1809 Wilson Rd, US.CGM 11-0005- United States
39 Ingelheim Columbus,  OH|San pham: Trajenta (linagliptin Smg) tablets P. ' 2013-01- |03/12/2012 03/12/2014 [Food and Drug
Roxane Inc 43228, USA VN Administration




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

Cedex, France

Dot 10
(Theo cong van 7150/QLD-CL ngay 13/05/2013 cta Cuc Quaén ly dugc)
stT (NHA  MAY|pyA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY cip |[NGAY HET|ICO  QUAN
OCAONC DN NTAC HAN OAD
Glaxo 71 de la French Health
* A A A N , TR
1 |Wellcome Peyenniere, 53100| , | 2u0¢ khong Vo trung (chia penicillin)i|p ) sy ip (HPRIFRILS |00 0010 loggajpp1a  |PTOOUCES  Safety
Production Mavenne. France |Vi€n nang cung; dang bao ché ran; vién nén. 1/2011 Agency
yenne, (AFSSAPS)
Glaxo . UK MIA United Kingdom's
. Priory Street, z R A , .
Operations UK * Thuoc khdong vo trung: vién nang cing; (IMP) 4 medicines and
Ltd trading as Ware, dang bao ché ran khéc; vién nén Insp Healthcare
2 Hertfordshire, ' L . o . |[EU-GMP 18/01/2012 12/12/2014
Glaxo .. |* Thudc sinh hoc: thuoc sinh hoc chia GMP/IMP Products
SG12 0DJ, United .
Wellcome Kinadom steroid. 4/15159- Regulatory
Operations g 0021 Agency MHRA
* Thude vo tring:
+ Thudc san xuét vo trang: thudc dong kho;
SUN . . IO .
Pharmaceutical Baroda Highway,|dung dich thé tich nho. NL/H Co quan  thim
3 : Halol,  Gujarat,|+ Thudc tiét tring cudi: dung dich thé tich| EU-GMP 01/03/2013  [05/10/2015 , ua
Industries Ltd. : \ 13/0105 quyén Ha Lan
India. Halol 389350, India nho.
’ * Thudc khong vo tring: vién nang cung;
Vvién nén.
rzulz des VBe(rJrl::(r):ts French Health
H HES A A A N . 1A 4 .
4 Lal_aoratowes 78704 Conflans Thu(?c khAonLg vo,trun'g. v!en nang ctmg;l - ~\io 90/02/2012 31/08/2014 Products  Safety
Grimberg SA Sainte  Honorine dang bao ché ran khac; vién nén. Agency
(AFSSAPS)




JI. Rawa Gatel

Blok Il Kav. 36- National Agency
38, Kawasan A iAo A , . . R PW.01.02.3 For Drug and
5 |PT. Dankos| st Thuoc tiém VO trung chira khang sinh (KNOng\PIC/S- 157 46 15 63131102012 [31/10/2014  |Food  Control,
Farma bao gom betalactam va dan xuat). GMP .
Pulogadung - 55 Republic of
Jakarta 13930, Indonesia
Indonesia
IJBII"(;:I('H' Tha;\ngg National Agency
PT KalbelKawasan Industri Vién nang ctmg khong chira khang sinh PIC/S- PW.01.02.3 For Drug and
6 ' . (khéng bao gom thudc tranh thai, hormon 31.08.12.40|14/08/2012 14/08/2014  |Food Control,
Farma Tbk. Delta Silikon|®, L oia A1s GMP .
. . sinh duc, thudc kim té bao). 75 Republic of
Lippo Cikarang, .
. . Indonesia
Bekasi-Indonesia
L2 Additional|* Thudc khong vé trung (chira cephalosporin MI-2010- Therapeutic
Okasa Pharma|MIDC, Satara|va khéng chira khang sinh): vién bao tan|PIC/S- Goods
! Pvt Ltd Maharashtra, trong rudt; vién bao phim; vién nang ctmg;|GMP ?C,:E 08151- 101/08/2012 25/01/2014 Administration,
415004, India thudc bot udng. Australia
Rue des Pres National Agency
Recipharm Potets, 21121|* Thubc khéng vo tring: vién nang ctng; HPF/FR/12 of Medicine and
8 Fontaine Fontaine Les|vién nén va dang bao ché ran khac. EU-GMP 1612012 17/07/2012 1 28/10/2014 |\ ooith  Product
Dijon, France Safety (ANSM)
Niittyhaankatu 20,[* Thubc vé trung: 4345/11.01 Finnish
9 Santen Oy 33720 Tampere,|+ Thudc san xuat vo tring: thuéc nho mat;|EU-GMP 09 /2011' "110/08/2011  |25/11/2013  |Medicines
Filand thudc nho tai. Agency (FIMEA)
Santen 348-3, Aza-suwa, Minister of
Pharmaceutical |Oaza-shide, Taga-|San pham: Flumetholon 0.02, Ophthalmic|Japan- Health,  Labour
10 Co.. Ltd. Shiga|cho, Inukami-gun,|Preparations GMP 4644 19/02/2013 19/02/2015 and Welfare,
Plant Shiga, Japan Japan




Santen
Pharmaceutical

9-19, Shimoshinjo
3-chome,

Higashiyodogawa- Minister of
co., Ld. ku, Osaka, Japan : Japan- Health Labour
11 (Santen _ (214, Shikinami, San pham: Oflovid, Ophthalmic Preparations GMP 67 04/04/2012 04/04/2014 and Welfare,
Pharmaceutical .
Hodatsushimizu- Japan
Co., Ltd. Noto .
Plant) cho, Hakui-gun,
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
. 3-chome,
Pharmaceutical |, .. . -
Co. Ltd. Higashiyodogawa- ” _ _ Minister of
12 (Santen ku, Osaka,_Ja_lpan_ San pham: Sanlein 0.1, Ophthalmic|Japan- 3385 99/11/2011 91/11/2013 Health,  Labour
. (2-14, Shikinami,|Preparations GMP and Welfare,
Pharmaceutical o
Hodatsushimizu- Japan
Co., Ltd. Noto .
Plant) cho, Hakui-gun,
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
. 3-chome,
Pharmaceutical |, .. . -
Co Ltd Higashiyodogawa- Minister of
13 (Santen ku, Osaka,.Jgpan. San Pham: Kary  Uni, Ophthalmic|Japan- 4374 30/01/2013 30/01/2015 Health,  Labour
. (2-14, Shikinami,|Preparations GMP and Welfare,
Pharmaceutical o
Hodatsushimizu- Japan
Co., Ltd. Noto .
Plant) cho, Hakui-gun,
Ishikawa, Japan)
- . Austrian
Industriezeile  6,[* Thudc vo trung: -
Croma- Pharma ’ X ial e £, s £ INS-480485 Medicines  and
14 GmbH 2100 Leobendorf,[+ Thuoc tiét trung cudi: dang bao ché ban|EU-GMP 0005-013 01/12/2014 Medical Devices

Austria

ran.

Agency (AGES)




* Thuoc vo trung:

United Kingdom's

: + Thudc san xuat vo tring: thudc dong kho; UK GMP -
Prilaz Baruna . 2., . medicines and
Pliva  Croatia|Filipovica 25 dung dich thé tich nho. 3428 Insp Healthcare
15 . P '|+ Thude tiét trung cubi: dung dich thé tich|EU-GMP |GMP 12/12/2011  |05/09/2014
Limited Zagreb, HR-| |, Products
. nho. 3428/23452-
10000, Croatia i R A , Regulatory
* Thuodc khéng vé trung: vién nang cung; 0006 Agency MHRA
dang bao ché ban ran; thudc dat; vién nén. gency
* Thube vo tring:
+ Thudc san xudt vo tring: dung dich thé tich
nho.
+ A A N SH . 2 s
Ctra. M-300, Km. nh(q)Thuoc tiét trung cuodi: dung dich thé tich Spanish  Agency
16 |Tedec-Meiji 130,500, Alcala del, .y o \iangvo tring: vien nang cimg (baolEU-GMP |E02 M 1000012013 [31/01/2006  [OF  Drugs  ang
Farma, S.A Henares ~ 28802 odm ca thude huong tm thin): thude uéng 3 Health  Products
(Madrid), Spain dang 16ng; dang bao ché ran khéc (thudc bot; (AEMPS)
thudc com; pellet); thubc dat; vién nén va
vién bao (bao gdbm ca thudc chtra khang sinh
betalactam).
No 147
M_adhavaram-Red UK GMP Unlt_eo_l Kingdom's
Hills Road, medicines and
Bafna Grantlyon Village,|* Thubc khong vé tring: vién nang cung; 31798 Insp Healthcare
17 |Pharmaceutical yon Village,” thuoc Khong g 9 CMEEy-GMP |GMP 11/05/2012  |27/02/2015
- Vadakarai, vién nén. Products
s Limited i . 31798/3785
Chennai,  Tamil 62-0005 Regulatory
Nadu, In 600052, Agency MHRA
India
* Thubc vo tring:
+ Thudc san xudt vo tring: dung dich thé tich
2 rue Louis|nho. French Health
18 Schering Pasteur,_ 142_00 + Thuoc tiét trung cuodi: dung dich thé tich EU-GMP HPF/FR/10 15/07/2011 11/02/2014 Products  Safety
Plough Herouville  Saint|nho. 4/2011 Agency
Clair, France * Thubc khong vo tring: thudc ding ngoai (AFSSAPS)

dang long; thudc udng dang long; dang bao
ché ran khac; dang bao ché ban ran; vién nén.




Davutpasa

* Thudc vo trung:

State

Idol llac Dolum 22 + Thube sia xube V6 tring: dung dich thé tich 016/2012/S Administration of
19 |Sanayii vel ~addest huoe san xuat Vo trung: dung dich the Uehi ey svip |AUMP/GM |16/05/2012  |31/03/2015 ministration o
. Cebealibey sok. N|nho. Ukraine on
Ticaret A.S .. . . . P . .
20, 34020, + Thudc tiét trung cudi: dung dich thé tich Medicinal
. i 11-0116- United States
20 Bausch&Lomb. |Tampa, FL 33637,[San pharp. Lotema}x (Ioteprednol_ etabonate|U.S.CGM 2013-01-  |14/12/2012 14/12/2014 |Food and Drug
Incorporated USA ophthalmic suspension) 0.5% (Sterile) P i )
VN Administration
5900 Martin
Luther King Jr. .
DSM . . L o , 02-0143- United States
21 |Pharmaceutical |19MWa, San pham: Singulair 4mg (Montelukast) OrallU.S.CGM )15 41 |53/0312012  |23/03/2014  |Food and Drug
s INC Greenville, North|Granules P VN Administration
Carolina, 27834,
USA
Laboratoires Route de Marsat, European
99 Merck Sharp& Riom, 63963(San pham: Invanz _(Ertape_nem)_ Powder for EU-GMP 13/12/5867 99/10/2012 N/A Medicines
. Clermont-Ferrand [concentrate for solution for infusion. 6
Dohme-Chibret Agency
Cedex 9, France
4745 Wiley Post .
, - : . 07-0113- United States
23 |Cephalon Way, Salt Lake|San pham: RemeronSolTab (Mirtazapine)U.S.CCM )y 1a  |17/0812012  |17/08/2014  |Food and Drug
City, UT 84116,|Orally Disintegrating Tablets P - .
VN Administration
USA
Ajinomoto 103-1, Ministry of
Pharmaceutical |Shirasakaushishim|_, . = . _ Health,  Labour
24 |s Co, Lid|izu, Shirakawa- |20 pham: Amiyu Granules, Atelec tablets 5;Japan- 1,445 07/09/2012  |07/09/2014 |and  Welfare
. . i Atelec Tablets 10. GMP
(Fukushima shi,  Fukushima, government  of
Plant) Japan Japan




* Thubc vO tring chira hormon va chat c6
hoat tinh hormon; prostaglandin/Cytokine;
chat mién dich; sulphonamides:

Holopack + Thudc san xuat vo tring: dung dich thé tich
Verpackungstechn|. , A OV . 2 o
. 16n; dang bao ché ban ran; dung dich thé tich
ik GmbH ho
Bahnnhofstrabe, |, "y 0 tiét tring cudi: dung dich thé tich
Holopack gemap 98N 1 6n: dang bao ché ban rén: dung dich thé tich DE_BW_0 Co quan thim
25 Verpackungstec [vorliegenden N & ’ gd EU-GMP |1_GMP_20 |19/10/2012 12/07/2015 N a ,
. . nho. quyén Duc
hnik GmbH Grundrissplanen z R A , .z 12 0118
* Thuoc khdng vo trung chira hormon va chat
vom 20.11.2007,| , . . .
c6 hoat tinh hormon; prostaglandin/Cytokine;
73435 Abtsgmund{ T s . - 2 s
. chat mién dich; sulphonamides: thudc dung
Untergroningen, . s I .
ngoai dang 1éng; thudc uong dang long; dang
Germany N L L
bao ché ban ran.
* Thudc sinh hoc: thude cong nghé sinh hoc
chira Protein tai to hop/ DNA va enzyme.
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
nho. Federal Agency
: Scheutlaan 46-50 L iy s 5. . 2 40 .
26 Laboratoires Anderlecht. B- +, Thuoc t1§t trurxlg,cum. 7dung dich thé tich EU-GMP BE/2012/02 14/05/2012 91/03/2015 for Medicines and
Sterop NV 1070. Belaium 16n; dung dich thé tich nho. 4 Health Products -
» el * Thudc khong vé tring: thudc dung ngoai Belgium
dang long; thubc udng dang long; dang bao
ché rin khac; dang bao ché béan ran; vién nén.
* Thudc vo tring: . . .
Dagger Lane,|+ Thudc san xuat v tring: dung dich thé tich UK MIA zzg?gnt;ngdogg
Bio  Products|Elstree, 16n; thude dong kho; dung dich thé tich nho. 8801 Insp Healthcare
27  |Laboratory Hertfordshire, + Thudc tiét trung cudi: dung dich thé tich|EU-GMP |GMP/IMP [18/10/2012  |01/05/2015 Products
Limited WD6 3BX, United|1¢n; dung dich thé tich nho. 8801/18235- Regulatory
. * A - LA LA \ .
Kingdom Thudc sinh hoc: ché pham tir mau. 0021 Agency MHRA

* Duogc chat sinh hoc.




* Thudc khdng vo tring: vién nang ctng

National Institute

Teva , A X A s .
Pharmaceutical |Dia chi 1: H-4042 (Chlfg.l Qormfvn)’ .Vﬁninanig mzm, ﬂllquoc‘ ijiung OGY /3501 g)r Q_uatl_lty and
28 |Works Private|Debrecen, Pallagi| 902 ¢ang fong; thuoc uong dang long; dang e, o) p 12/02/2013  |19/10/2014 | -rgantzation
. bao ché ban ran (chra hormon); thuoc dat; 3/2013 Development in
Limited ut 13., Hungary n , ) X I
Company VIe’n ngn (chua‘ horrﬂrnonz, dang bao ché ran Heal_th_care and
khac (vi nang va thuoc bot). Medicines,
* Thube vo tring:
+ Thudc san xudt vo tring: dung dich thé tich
16n; thubc déng khd (chira hormon va chat
doc té bao); dang bao ché béan rin; dung dich
Dia chi 2: H-2100|thé tich nho (chira hormon va chét doc té
Godollo, Tancsics|bao).
29 Mihaly ut 82.|+ Thudc tiét tring cudi: dung dich thé tich 17/04/2015
Hungary 16n; dung dich thé tich nho (chira hormon va
chat doc té bao).
* Thudc sinh hoc: din xudt tir mau va huyét
thanh; thudc mién dich; thudc cong nghé sinh
hoc.
** San pham chtra hormon va chat c6 hoat
Holopack tinh hormon; prostaglandin/Cytokine; chat
Verpackungstechn |mién dich; nguyén liéu sulphonamides:
ik GmbH * Thudc vo tring:
Holopack Bahnnhofstrabe, + Thudc san xuétAVG, tru?g: dung dich thé: tfch DE BW 0 ;
30 |Verpackungstec |3 aP den|lon; dang bao che ban ran; dung dich the tich| -, s\ip 11 Gmp 20 191102012 [12/0772005  |CO, Auan  tham
hnik GmbH vorlleg(_anden nho. ’ ’ _ 12 0116 quyén Dtrc
Grundrissplanen  |* Thuoc khéng vo trung: thudc dung ngoai -
vom 20.11.2007,|dang 16ng; thuc udng dang long; dang bao
74429  Sulzbach-|ché ban ran.
Laufen, Germany |** Thudc sinh hoc: thuc cong nghé sinh hoc
chira Protein tai t hop/ DNA va enzyme.
5555 Valley|* Thudc vo tring:
Grifols Boulevard,  Los|+ Thuég san xudt vo tring: dung dich dung SGICM/CO Spanish  Agency
31 Biological Inc|Angeles, dich thé tl’ch nhd; dung dich dung dich th¢|EU-GMP NT/SPL 13/04/2011 02/12/2013 |of Drug and
(GBI) California, 90032-(tich 16n; thudc dong kho. Health Products

USA

* Thudc sinh hoc: ché pham tir méu.




South San|. i , . 12-0170- United States
32 |GenentechInc |Francisco,  CA Isnatrr‘avé’rfi'USeA"aSt'” (bevacizumab) - for g SCOMb013:01- |20901/2013  |20/01/2015  |Food and Drug
94080, USA ' VN Administration
Stada VN Joint
Venture Co.Ltd.
Binh Duong
Branch, 40 Tu Doy, Thudc khéng vo tring: vién nang cimg;
Stada VN Joint| " VENre: vién nén (bao gém ca vién nén bao phim DE_HE 01 Co quan tha
33 Vietnam 1 nen (bao gom ca VIR Nen bao PNIM. e\, vp | GmP 201 [10/04/2013  |25/03/2016 , guantham
Venture Co. Ltd|.. vién nén giai phong thay doi, vién nén khang quyén Dtrc
Singapore dich da day) 3_0036
Industrial Park, 1eh da cay).
Thuan An, Binh
Duong Province,
Vietnam
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
1 true Comte de Iih(T)huéc tiét tring cudi: dung dich thé tich French — Health
34 H.aupt Pharma S!nard, 26250 ho. i ' EU-GMP HPF/FR/75/ 20/04/2012 06/01/2015 Products  Safety
Livron Livron Surl. Thudc khéng vo tring: vién nang cing; 2012 Agency
Drome, France oe KT g’ g g & (AFSSAPS)
thuoc dat; vién nén.
* Thudc sinh hoc: thudc mién dich.
Torrent
Pharmaceuticals
Torrent Ltd - Indrad Plant
Pharmaceutical |Near Indrad|* Thubc khéng vo tring: vién nang ctng; DE_BY_04 Co quan thim
35 . A ' IEU-GMP | GMP_201 |10/04/2013 19/01/2014 N
s Ltd - Indrad|Village, Taluka|vién nén. quyén Dtic
. L 3 0058
Plant Kadi, District

Mehsana Gujarat
382721, India




Torrent

Torrent
Pharmaceuticals
Itd - Baddi Plant

. . . A a DE_BY_04 .
* A . 4 . — — A
36 Pharmaceutlcal_ Bhgd & Makhnu T;huof khong \{o trung: vién nang cung; EU-GMP | GMP 201 |10/04/2013 10/01/2014 Co . qua}n tham
s Ltd - Baddi|Majra, Nalagarth,|thuoc uong dang long. quyen buc
: 30057
Plant Solan, Baddi -
173205, himachal
Pradesh, India
Village * Thudc vo trung: . . .
Kishanpura, + Thudc san xuat vo tring: thudc dong kho; UK GMP zzgfgn}:;ngdo;j
Fresenius Kabi|Baddi, Tehsil|dung dich thé tich nho. 29338 Insp Healthcare
37  |Oncology Nalagarh, District|+ Thudc tiét tring cudi: dung dich thé tich|EU-GMP |GMP 20/02/2012  [21/11/2014 Products
Limited Solan, Himachal|nho. 29338/4438 Reaulator
Pradesh, In-|* Thudc khong vo tring: vién nén. 41-0004 A %nc MyH RA
174101, India * Thudc chira chét doc té bao. gency
4-6-10 Ministry of
I Health,  Labour
. Koishikawa, \ 2 . Japan-
38 Eisai Co., Ltd San pham: Pariet Tablets 10mg 4368 30/01/2013 30/01/2015 and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
Koishikawa Japan- Health,  Labour
39 Eisai Co., Ltd ' San pham: Methycobal Injection 500ug P 2923 18/10/2012 18/10/2014  |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
_ Health,  Labour
. Koishikawa, \ 2 Japan-
40 Eisai Co., Ltd San pham: Myonal tablets 50mg 493 26/04/2012 26/04/2014  |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
Koishikawa Japan- Health,  Labour
41 Eisai Co., Ltd Bunkyo-Ku, San pham: Methycobal Tablets 500ug GMP 2924 18/10/2012 18/10/2014  |and Welfare

Tokyo, Japan

government  of
Japan




Ministry of

4-6-10
I Health,  Labour
.. Koishikawa, \ . Japan-
42 Eisai Co., Ltd San pham: Pariet Tablets 20mg 4377 30/01/2013 30/01/2015 |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
* Ac vd triino-
Nucleo Industriale +T;111111(1)§cvosét;unxgﬁét vO tring chaa hormon
g3 |Fisiopharma - 84020] | ticosteroid: thude bot: éng thuée tiem,  |EU-GMP || 1/46- 20022013 |23/11/2015  |'@lian Medicines
SR.L Palomonte  (SA) O z. ) Loz 1/H/2013 Agency AIFA
+ Thuoc tiét trung cuodi: dung dich thuoc thé
Italy . \
tich nho.
Akeiju Krustpils iela 53,[* Thubc khong vo tring: vién nang cimg
qq |SRDIEAMDR, o LV-1057,|(chira thube doc té bao/chdt Kim t& bao) |EU-GMP [ZVAEVI20l a050012  oaioarzos  [D1EE Agdency of
Grindreks { X LA \ A 12/012H Medicines, Latvia
. Latvia thuoc udng dang 16ng; vién nén.
vieta)
* Thude vo tring:
Boehringer Prat de la Riba, I-il-h’ghuoc san xuat vO trung: dung dich thé tich Ministry of
45  |Ingelheim 50, 08174 Sant) "y & tiet trung cudi: dung dich thé tich|EU-GMP [NCT39% |og01/2013  |01-11-2015 | eI of
Cugat Del Valles| ., 001/CAT Government  of
Espana, SA (Barcelona), Spain nho. Catalonia - Spain
PN Thuée khong vo tring: vién nang; thudc P
ubng dang long.
Damastown,
Helsinn  Birex|Mulhuddard, U.S.CGM 07-0060- United States
46 Pharmaceutical [Dublin 15,|San pham: Aloxi Injectin P. ' 2012-03- |06/08/2012 06/08/2014 [Food and Drug
s Ltd Republic of VN Administration
Ireland
* Thudc vo trung:
Manor Farm|+ Thudc san xuat vo tring: thudc dong kho; United Kingdom's
i X . \ UK MIA ..
Road, Porton{dung dich thé tich nho. medicines  and
Health Down, Salisbury,[* Thuéc sinh hoc: thue midn dich; thud 20170 Insp Healthcare
47 |Protection o Yo~ huoc SIN hoe: Thuoe mien Qieh; U0z syp 1Gpp 10/04/2012  |21/02/2015
Agenc Wiltshire, Sp4|cong nghé sinh hoc; thuoc sinh hoc khac 20170/1316 Products
gency 0JG, United|(Botulinum  Toxins, toxoids Bacterial 20015 Regulatory
Kingdom. Enzymes (Erwinia L-asparaginase) Bacterial Agency MHRA

Toxoids).




* Thubc vo trung:
+ Thudc san xuét vo tring: thude tiém; thudc
bot dong kho pha tiém; hon dich vo tring pha

No. 6-20, Tuku,|tiém.
Standard Tuku Village, [+ Thudc tiét trung cubi: thudc tiém. PIC/S- Department  of
48 Chem.& Pharm.|Sinying  District,[* Thudc khéng vo tring: dung dich thudc; GMP 8102 03/04/2013 11/03/2014  [Health  Taiwan,
Co., Lt Tainan City|vién nén bao duong (vién nén bao phim, vién R.O.C
73055, Taiwan  |nén bao tan trong rudt, vién nén, thudc cbém,
thudc bot); vién nang.
* Nguyén liéu thudc cephalosporin (thudc bot
kho pha tiém).
'E)/I;:(:](e Srll_ail:r?itei United Kingdom's
Merck Shotton Lane’ * Thudc khong vo tring: vién nang cung; UK MIA 25 medicines and
Manufacturing ) '|dang bao ché ran khac; vién nén; thudc khdng Insp GMP Healthcare
49 L Cramlington, Lo , Loz EU-GMP 18/06/2012 21/05/2015
Division “INorthumbertand. |V trung khac (thudc com uong). 13532/4061 Products
Cramlington NE23 3JU Unit1ed * San pham khac: san pham chir hormon. 0021 Regulatory
Kingdom. | Agency MHRA
* Thude vo trung:
+ Thudc san xuat vo tring: thudc dong kho;
Allergan Castlebar  Road, NS : 2., : : .
50  |Pharmaceutical [Westport,  Co,|020 bdo ché bén ran; dung dich the tich nho. | | sy p |37T44IMI48Y, 000015 1100070015 |IM1Sh  Medicines
s Ireland Mayo, Ireland + Thudc tiét trung cuoi: thudc cay ghép dang V12/531 Board
’ ran (Dexamethasone)
* Thudc sinh hoc: thude cong nghé sinh hoc.
* Thude vo tring: thudc tiém (thude san xuat
vo tring va thudc tiét tring cudi).
TTY Biopharm No. 838, Sec Ll ' e khong vo tring: dang bao ché ban
Compan Chung-Hwa  Rd, ran (thubc mé, thudc kem); dang bao ché rin|PIC/S- Department ~ of
51 omparny Chung-Li  City,|,o (Fuoc mo, thuoc Kem), dang a0 che | 8001 25/03/2013  |30/09/2015 |Health  Taiwan,
Limited Chung Taovuan Count (vién nén bao phim, vién nén, thuoc com,|GMP RO.C
Li Factory Taiv’\’,an RO Y'lthuéc bot, vien nang). 2

* Nguyén liéu lam thubc: chat doc té bao
(thudc tiém, vién nang).




Misato Plant, 950

San pham: Aricept Evess 5mg Orodispersible

United Kingdom's

Oe_lza Hiroki, tablet, Aricept Evess 10mg Orodispersible PP1012074 medicines and
Eisai Co|Misato-cho, tablet 5 va Healthcare
%2 Limited g;f;rr:;G“” (San xuét tai: Eisai Co Limited pp1012074 |02/0L/2013 |02/01/2018 | oyt
Doéng goi tai: Pfizer PGM; Pharmapac (UK) 6 Regulatory
Prefecture, — 367- Limited; Eisai Manufacturing Limited) Agency MHRA
0198, Japan ! g gency
Route 3 Km .
Baxter \ 2 . , 09-0038- United States
53 |Healthcare o[- 2> CUayama,Sin pham: Sevoflurane Inhalation Anesthetic) U.S.CGM 111 o4 |28/00/2011  [28/09/2013  |Food and Drug
Puerto Rico Puerto Rico|Liquid P VN Administration
00784, USA
Il Pulo Gadung National Agenc
PT. Soho[No. 6, Kawasan|* Vién bao khong chira khang sinh (khéng PIC/S- PW.01.02.3 for  Dru g anii/
54 Industri Industri Pulo[bao gom thudc tranh thai; hormon sinh duc 31.12.12.74121/12/2012 21/12/2014 g
. Y A GMP Food Control,
Pharmasi Gadung, Jakarta -[va chat kim té bao). 59 .
_ Indonesia
Indonesia
Anthoussa * Thudc khong vo tring: vién nang cung; National
g5 |-amar ANV.E)Avenue )l dang bao ché rén khac; vién nén (hormon valEu-GMP |28%°¥53" 130312012 |25/01/2015  |O9anization - for
Anthoussa Plant|Anthoussa  Attiki,| hit ¢6 hoat tinh h ) 12 Medicines,
15344, Greece cac chat €0 hoat H hormon). Greece
Lot 6, Persiaran
o
IDS Kaszan ’ PIC/S- Pharmaceutical
56 Manufacturing Thudc ubng dang 1ong. 072/13 14/02/2013 23/08/2013  [Control Bureau,
Perusahaan Shah GMP .
Sdn. Bhd. Ministry of
Alam, 40300 Shah Health Malaysia
Alam, Selangor, ysta.
Malaysia
* AL A triino
8301 Mars Drive, Thu(ic V? “’”n%" A . L
Allergan Sales|Waco Texas + Thude san xuat vO trung: dang bao che ban Irish  Medicines
57 g ’ " |rdn; dung dich thé tich nho. EU-GMP (2012/5942 (07/03/2013 07/12/2015
LLC 76712, United J A A X £ Board
States * Thuoc khong vO trung: dang bao ché ban

ran.




Avenida 31 entre

bot; thube cdm:; pellet.

gi:teetzc o 158/190, Reparto itg:r?inistration of
N Cubanacan, Playa,|* Thudc vo trung: PIC/S- 030/2012/S .

58 |Engineering 1 iad  de  La|+ Thube san xudt vo trung: thube dong kho., |GMP  |AUMP/Rep |°-/08/2012  |18/05/2014  jUkraine on
and . Medicinal
Biotechnolo Habana, Republic Products

9y of Cuba
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Pot 11
(Theo cong van 7977/QLD-CL ngay 27/05/2013 ctia Cuc Quan ly dworc)
NHA MAY . , ] NGUYE . s = [NGAY HET|CO QUAN
A - < NGAY CAP <
STT |conc o |PYA CHI PHAM VI CHUNG NHAN N TAc|GIAY CN HAN CAP
State
Halol-Baroda * Thudc vo trung: Administration of
Sun nighwav.  Halol-|" Thudc pha ché vo tring: thudc dong khé; plcjs.  |045/2012/S Ukraine on
1 |Pharmaceutical |0 & PO he dich thé tich nho. AUMP/GM |07/12/2012  |31/03/2015  |Medicinal
. 389350, Gujarat, z R A e »_ |GMP
Industries Ltd India * Thuoc khong vO trung: vién nang mém; P Products
dang bao ché ban ran. (SAUMP) -
Ukraine
Plot No E-37/39, State
M.1.D.C * Thude khong vo triing: thude ding ngoai Administration of
Glenmark industrial  Estate,|dang long: th %c én gém long bgt dgun pic/s-  |026/2013/S Ukraine on
2 |Pharmaceutical ~stale,|dang fong; thuoc uong dang jong, bot dUNg AUMP/GM |09/04/2013  |26/02/2016  |Medicinal
Satpur, Nasik-422[ngoai da; dang bao ché ban ran (thuoc kem;|GMP
sLtd. 007, Maharashtra,|[thubc m&; gel); vién nén P Products
; [  ECLV ' (SAUMP) -
India. .
Ukraine
* X A PP p ETTY . :
Acito Pharma| P02 425300 il e e vien nen beo phim PICI- Therpeutc

3 Liesberg, sphalosporin. vien nen, a0 phir, 12-444  |05/03/2012  |16/12/2014 p

AG switzerland vién sui; vién nhai; vién nang cting; thuoc|GMP Products

(Swissmedic)




United Kingdom's

Kishapura, Baddi- UK GMP medicines and
Glenmark Nalgarh Road, |, 2 - N 5 oy 17350 Insp
Pharmaceutical |Solan  District, réfz‘}‘lo‘i kEOrTlg thhtrgngr;lgang bao che banie, svp [Gmp 30/08/2012  |23/04/2015 ;'r‘;aﬂizre
s Limited Himachal Pradesh, 1o et va Tt M. 17350/3829 Regulatory
In-174101, India 61-0004 Agency MHRA
Bipso GmbH
Robert-Gerwig-
Str.4, gemab der|* Thudc vo trung:
Grundrissplane |+ Thudc san xudt vo tring: dung dich thé tich DE_BW 0 Co quan  thAm
Bipso GmbH [vom  21.7.2011,|nho; thudc bot vo tring. EU-GMP [1_GMP_20 (01/09/2011 06/07/2014 éanl’rc
78224 Singen,|+ Thubc tiét trang cudi: dung dich thé tich 11_0060 quy
Baden- 16n; dung dich thé tich nho.
Wurttemberg,
Germany
Parque Industrial, UK GMP Unlt_eo_l Kingdom's
Calle 9 Ing Meyer Lo medicines and
Glenmark Oks NO 593. Pilar * Thudc vo trung: 41732 Insp Healthcare
Generics SA - - '|+ Thudc san xuat vo trang: dung dich thé tich|EU-GMP [GMP 20/12/2012  [22/10/2015
. Buenos Aires, Ar-| , L oan n . I \ Products
Pilar Plant 16n; thude dong kho; dung dich thé tich nhoé. 41732/7009
B1629MX, 036-0001 Regulatory
Argentina Agency MHRA
Zone d'Activites|, ; A Ay L s . French  Health
Thuoc khong vo trung: thudc dung ngoai
Pharmatis Est no 1, 60190}, 1o long: thude uéng dang long: dang bao|EU-GMP |- PRI 1ie10011  |10/06/2014  [PFOOUCtS  Safety
Estrees-Saint- ché ban ran 9/2011 Agency
Denis, France ) (AFSSAPS)
. P I X N
Usine de Saint ThuO;C V(f tmn%. o L ) French Health
Remy-rue de[+ Thuoc san xuat vO trung: thuoc dong kho; HPE/ER/20 Products  Safet
Famar L'Aigle |L'lsle, 28 380[dung dich thé tich nho. EU-GMP 16/09/2011 26/05/2014 y
Saint Remy Sur|[* Thudc khong vo tring: dang bao ché rin 2/2011 Agency
Y v g cane (AFSSAPS)

Avre, France

khéc; dang bao ché ban ran; vién nén.




* Thudc khdng vo tring: vién nang cimg;
thudc ding ngoai dang 16ng; thudc udng dang

'I\_/'uizi‘;fef”;?:' 5 [1ong; dang bao ché rin khéc (thue bar, thue DE_NW 0 Co quan  thim
9 Madaus GmbH . . |com, pastilles); dang bao ché ban ran; vién|EU-GMP |4_GMP_20 |23/01/2013 04/07/2015 A,
53842 Troisdorf,| ", A . . o , quyén Dtrc
Germany ner} (vién nén bao phim, vién nén bao 12 0043
duong).
* Thube duge lidu; thude vi luong déng can.
San pham: Tanganil (Acetyl -DL Leucin
500mg), vién nén.
Pierre  Fabre :ite Ijjrogipl)_harm, I(:Cg G I\;ér; _xuét ti l;éndthé_nh phénqu: Pie(;e I Eregch I;e:lth
. ue du Lycee,|Fabre Medicament Production - Rue du roducts ~ Safety
10 gﬂri‘;ﬁmm 45500 GIEN,|Lycee 45500 Gien, France | EU-GMP 15011 23/02/2011 211072013 | ) ey
France Co so dong goi: Céng ty TNHH Pierre Fabre (AFSSAPS)
Viét Nam -L6 1, duong 4A, KCN Bién Hoa
II, Tp. Bién Hoa, tinh Dong Nai)
* Thudc khong vo tring: vién nang cung;
Vvién nén.
Mega Life[San pham cu thé: vién bao Doloteffin, vién
Sciences Ltd. bao Doloteffin forte, vién nén Ardeysedom,
Site 2: 515/1 Moo|vién bao duong Ardeysedon Nacht,
4, Soi 8, Bangpoo|Ardeycordal forte, vién nang Gabapentin DE NW 0 q
1 Pharma- Industrial  Estate,{(100mg, 300m9, 400mg), vien bao Finasterid EU-GMP |1 GMP 20 |21/01/2013 14/07/2014 Co . qua}n tham
Zentrale GmbH |Pattana 3 Road,|(1,9, 5mg), vién nang Tacrolismus (0,5 mg, 13 0001 quyén Dtrc

Phraeksa, Mueang
10280
Samutprakarn,
Thailand

1mg, 5mg), vién nang Mycophenolat Modefil
250mg, vién nén Mycophenolat Mofedil
500mg, vién bao Donepezil (5mg, 10mg),
vién bao Tramadol HCL 37,5mg/Paracetamol
325mg, vién nén Glofer, vién nén Globifer
forrte.




Mega Life

Sciences Ltd.

* Thuoc khong vo trung: Vién nang mém.

Site 1: 384 Moo 4,[San phdm cu thé: Vitamin E 600,
Soi 6, Bangpoo|Knoblauch+Mistel _ Wibdom, Alfacalcidol DE NW 0
Pharma- Industrial ~Estate,|(0,25ug, 0,5 pg, 1 pg), Fisschol (500mg, A Co quan thim
12 Zentrale GmbH |Pattana 3 Road,{7050mg), lbuprofen  (200mg, 400mg, EU-GMP iEGOI\(/)IEG_ZO 21/01/2013 14/07/2014 quyén Pirc
Phraeksa, Mueang|600mg), Isotretinoin (10mg, 20mg), Livolin -
10280 Forrte, Vitacap, Prosstacare, Enat 400,
Samutprakarn, Ginsomin, Giloba.
Thailand
* Thudc vO tring chira khang sinh, Heparin
70 beaver Creek trgng luong phan tu thz_lp LM)NH,Achat npAen Health  Products
Road #30,[dich, Interferon; Insulin, chat gay nghién: Canada- CA-TOR- and Food Branch
13 Health 2000 Inc [Richmond  Hill,|dung dich san xuét vo tring; thudc dong kho. GMP 2013 GMP:{08/03/2013 08/03/2014 Inspectorate
Ontario, Canada,|* Thudc khéng vo tring chta khang sinh, 0006609 Car?a da ’
L4B 3B2 OTC, chat gay nghién: vién nén; vién nang '

cirng; vién nang meém; dung dich.
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Alfa
Wassermann
S.P.A

Via Enrico Fermi.
1 - 65202 Alanno
(PE), Italy

* Thube vo tring:

+ Thubc san xuat vo tring: thudc dong khod
(chtra hormon va chit c6 hoat tinh hormon,
khéng bao gdm hormon corticosteroid va
hormon sinh duc); dung dich thé tich nho
(chtra hormon va chit c6 hoat tinh hormon,
khong bao gdm hormon corticosteroid va
hormon sinh duc); polveri.

+ Thubc tiét trung cudi: dung dich thé tich
nho.

* Thudc khong vo tring: vién nang cing;
thudc ding ngoai dang long (chira hormon va
chat ¢6 hoat tinh hormon, khéng bao gom
hormon corticosteroid va hormon sinh duc);
thudc uéng dang 1ong (chira hormon va chat
c6 hoat tinh hormon, khéng bao gom hormon
corticosteroid va hormon sinh duc); thubc
com; dang bao ché ban ran; vién nén.

* Thudc sinh hoc: ché pham tir mau ( tur
ngudi); thude cd ngudn goe tir dong vat.

EU-GMP

IT/38-
1/H/2012

17/02/2012

23/09/2014

Italian Medicines
Agency AIFA




Laboratorios

Beernardo de
Irigoyen 248, of
the City of Buenos

* Co so san xuat 1; St. 4 No 1429 of the City
of la Plata, Province of Buenos Aires (C.P.:
B1904 CIA), Argentine Republic

Thubc khong chira khang sinh nhém beta
lactam, chit kim té bao hodc hoat chét
hormon: vién nén; vién bao; thudc cbdm;
thudc bot pha hdn dich udng; thude bot; dung
dich thudc tiém va thudc dong kho; thube bot

PIC/S-

Argentina

15 Bago S.A Aires (C.P.:]v6 trung; thqéc khc}ng v trung dang long va GMP 01317/13 |13/03/2013 13/03/2014  [Natioanl Institute
o C1072AAF), dang bao ché ban ran. of Drug (INAME)
Argentine * Co so san xuit 2: St. Ciudad de Necochea
Republic. between St. Ciudad de Mar del Plata and Av.
Matienzo; Industrial Park, Province of La
Rioja (C.P.: F5302CTA), Argentine Republic
Thudc chira khang sinh beta lactam: Vién
nén; vién bao; thuéc bot pha hon dich va
thudc bot pha tiém.
Consumer
. .. |Healthcare * Thudc khong vo trang khdng chira Therapeutic
16 Gla:OStmllt.mﬂt' Division, 82|penicillin, cephalosporin, chat chéng ung thu:|PIC/S- MI-2010-LHo 0 hon011 loaiozioora G008
Eid ustratia Pty Hughes Ave,|Vién r\én; dg}ng bao cl}é' long; dang bao ché|GMP 02034-3 Administration,
Ermington  NSV|ban ran; thuoc bdt; thuoc dat. Australia
2115, Australia
The Institute for
Standarization
Teva 2 Hamarpeh St . . . and Control of
17 Pharmaceutical ’I* Dang bao ché ban ran va thuoc dat. EU-GMP |1322/12 08/02/2012 28/02/2015 .
Industries L td. Jerusalem, Israel Ph_ar_maceutlcal,
Ministry of
Health, Israel
468 chemin du P L . o French Health
18 |Aerofarm Littoral, ~ 13016| Lhuoc khong vO trung: thude phunma dinglp\, opp HPFIFRIS3 0005011 [15/10/0013  |Products  Safety
ngoai. 2011 Agency

Marseille, France

(AFSSAP)
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Special
Products
SP.A

Line

Via Campobello,
15 - 00040
Pomezia (RM),
Italy

* Thubc vo trung:

+ Thudc san xuat vo tring: dung dich thé tich
nho (chira hormon corticosteroid); thudc bot
(chtra khang sinh cephalosporin).

+ Thubc tiét tring cudi: dung dich thé tich
nhd.

* Thudc khong vo tring: vién nang cimg;
thudc ding ngoai dang 16ng; thudc udng dang
l6ng; thudc cdm; dang bao ché ban rin; thudc
dat; vién nén.

EU-GMP

IT/271-
1/H/2010

20/10/2010

13/07/2013

Italian Medicines
Agency AIFA

20

Doppel
Farmaceutici
S.R.L

Via Martiri Delle
Foibe, 1 - 29016
Cortemaggiore
(PC), Italy

* Thudc khong vo tring: vién nang mém;
thudc dung ngoai dang 1ong (chtra hormon
corticosteroid ); thuéc udng dang long (chira
hormon corticosteroid); dang bao ché rin
khac (thudc bot va thude cém chira hormon
corticosteroid va hormon sinh duc); dang bao
ché ban rin (chtra hormon va chit c6 hoat
tinh hormon, khéng bao gom hormon sinh
duc); thude dit (chira hormon corticosteroid);
vien nén (chita hormon corticosteroid,
hormon sinh duc va cac hormon khac).

* Thudc sinh hoc: thuéc c6 ngudn gbc tir
dong vat: ethyl esters cuia axit béo khdng no
chiét xudt tir dau ca (dang vién nang mém);
heparin va heparinoid (dang bao ché ban ran)
* Thube duoge lidu.

EU-GMP

IT/220-
1/H/2012

05/09/2012

07/07/2014

Italian Medicines
Agency AIFA




* Thubc vo trung:
+ Thudc san xuat vo tring: thude dong khd
(DNA/Protein tai t6 hop; hormon sinh duc va

Viale G.B.|hormon khac, prostaglandin/cytokine); dung
Patheon Italia|Stucchi, 110 -|dich thé tich nho. IT/289- Italian Medicines
2L Ispa 20900 Monza|+ Thudc tiét trung cudi: dung dich thé tich EU-GMP 1 1012 [09/21/2012125/03/2014 Agency AIFA
(MB), ltalia nho.
* Thudc khong vo tring: vién nang cimg;
thube bot; thude cdm.
* Thudc sinh hoc: DNA/protein tai to hop.
Santen 9-19, Shimoshinjo
. 3-chome, -
Pharmaceutical Hiashivododawa- Ministry of
co., Ld kugOsaza Jag an. |San ham: Sancoba Ophthalmic|Japan- Health,  Labour
22 |(santen ! , Japan. pham: ! P P 4285 09/02/2012  [09/02/2014 |and  Welfare
. (2-14, Shikinami,|preparations. GMP
Pharmaceutical o government  of
Hodatsushimizu-
Co., Ltd. Noto : Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
6201 South|* Thudc vo triung: dung dich thé tich 1ém; zzg?gnt;ngdogj
Alcon Freeway, Fort|dang ban ran; dung dich thé tich nho (thube UK GMP Healthcare
23 L aboratories Inc Worth, Texas,|nhé mat); hdn dich; gel. EU-GMP (6103/16947426/11/2010 11/10/2013 Products
76134-2099, + Thudc tiét tring cudi: dung dich thudc tiém 0005 Regulatory
United States 16n; dung dich thé tich nho (thudc nhé mat). Agency MHRA
* Thudc vo trung:
Biomedica Via Morolense 87 ;rogh Z%;;aziflllatﬂ\l/g ggt?gn}cljcl:n %hcﬁgzl tl};gttl\(;g IT/32- Italian Medicines
24 Foscama Group|03013  Ferentino triing, ’ i EU-GMP A4/H/2013 11/02/2013 23/06/2014 Agency AIFA

SP.A

(FR), Italy

+ Thubc tiét tring cudi: dung dich thé tich
16n; dung dich thé tich nho.




Zone dACUVItes, s khong vo trang: thude ding ngoai French — Health
25 |Pharmatis Est no 1, 80190}, o long: thuée uéng dang long: dang bao|EU-GMP |TPHFRIZS 1ie10011  |10/06/2014  |PFOQUCEs  Safety
Estrees-Saint- ché ban ran 0/2011 Agency
Denis, France ’ (AFSSAPS)
MSD 60 Tuas West Health  Sciences
26 International Drive  Singapore|* Thudc bot pha tiém E;II\(/:I/I;S (I\)/(I)I(_)g/lPllo 20/12/2012 04/01/2014  |Authority,
GmbH 638413 Singapore
San pham: Deplin 600mg (Vietnam),
Biokanol Pharma |Solution for Injection.
Kehler Str.  7,|(Co so san xuat: Solupharm Pharmazeutische DE BW 0 7
97 Biokanol 76437 Rastatt,|GmbH. -Industriestr. 3, 34212 Melsungen, EU-GMP |1 SMP 20 l22/11/2011 98/06/2014 CO‘A qua}n tham
Pharma GmbH |Baden- Germany ’ 11 0117 quyén Dtrc
Wurttemberg, Co sOo dong goOi, xuat xudng: Biokanol -
Germany Pharma GmBH - Kehler Str.7, 76437 Rastatt,
Germany)
03-0175- United States
28 Roxane . Columbus, — OH San pham: Mercaptopurine tablets USP U.S.CEM 2012-02-  |13/04/2012 13/04/2014 |Food and Drug
Laboratories Inc{43216, USA P - i
VN Administration
\ 2 . . 03-0176- United States
29 Roxane _ Columbus,  OH|San pham: Fluticasone Propionate Nasal|U.S.CGM 2012-02-  |13/04/2012 13/04/2014 |Food and Drug
Laboratories Inc|43216, USA Spray P - i
VN Administration
Lot no: 423/P/A,
Sarkhet Bavla|* Thudc vo trung:
Intas Highway, Village|+ Thudc san xuét v tring: dung dich thé tich NL/H Health care
30 Biopharmaceuti [Moraiya,  Talika|nho. ’ ’ EU-GMP 13/0106 01/03/2013 22/02/2016 [inspectorate, The
cals Ltd. Sanand, Guijarat,|* Thuoc sinh hoc: thudc cong nghé sinh hoc. Netherlands
Ahmelabad, * Dugc chit sinh hoc.
382213, India
Plot numbers 457 . . .
and 458 Sarkhej- , UK GMP zzgfgnﬁ”gd";’r‘]g
INTAS Bavla Highway,|* Thuoc khpng vl trung: vién nang c&r}g; 17543 Insp Healthcare
31 Pharmaceutical |Matoda, Sanand,|dang bao ché ran khéc; dang bao ché ban ran;|EU-GMP |GMP 22/01/2013 10/09/2015 Products
s Limited Ahmedabad, Vién nén. 17543/96214 Regulatory
Gujarat, 382210, 0016 Agency MHRA

India




* Thudc vo trung:
+ Thudc san xuat v0 trung: dang bao ché ban

Dr. — Gerhard|Brunsbutteler ¢ " oo nho mét); dung dich thé tich nho
32 [Mamn Damm  165-173,| 5 nho mét). eu-omp |2012/0Uma o1 10010012 [a1/0s/2005  |CO, quan  tham
Chem.-pharm. 13581 Berlin, 2 n N 2 s . nn quyén Dtic
. + Thuoc khong vo trung: thuoc dung ngoai
Fabrik GmbH [Germany \ XA \ .
dang 16ng; thuoc uong dang long; dang bao
ché ban ran; vién nén.
* X ~ . A . X
. ‘Thuoc \\./o trun(::;. Vién Anang cung; th»uoc National Agency
Laboratoires 6 avenue de|dung ngoai dang long; thuoc uong dang long; HPE/ER/17 of Medicine and
33 |Mayoly I'Europe,  78400|dang bao ché ran khac; dang bao ché béan ran;|EU-GMP 04/10/2012  |14/06/2015
Spindler Chatou, France  |vién nén 712012 Health ~ Product
P ! ' Safety (ANSM)

* Thuoc duogc liéu.




* Thube vo tring:
+ Thudc san xudt vo trang: dung dich thé tich

Zone Industrielle|nho (thudc nhé mét). French  Health
Laboratoire Ripotier Hapt,|+ Thudc tiét trung cudi: dung dich thé tich HPF/FR/48/ Products ~ Safety
3 | Chauvin 07200 Aubenas,|nhé (thudc nhé mit); thudc cdy ghép dang EU-GMP 15012 22/03/2012|10/11/2014 Agency
France ran. (AFSSAPS)
* Thubc khodng vo tring: thudc ding ngoai
dang long.
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Pot 12
(Theo cong van 9412/QLD-CL ngay 14/06/2013 ctia Cuc Quan ly dugrc)
NHA MAY . , ] NGUYE ] i« .= [NGAY HET|CO QUAN
A p < AY CAP p
STT CONG BO DIA CHI PHAM VI CHUNG NHAN N TAC GIAY CN |[NGAY C HAN CAP
Rotexmedica * Thude vo tring:
Rotexmedica  |GmbH + Thudc san xuat vo tring: dung dich thé tich DE SH 01
1 Gmbl—! . Arzneimittelwerk 10'1}; dl’mg dgc}l thé tich nho (chira hormon va EU-GMP _GKAP_EOl 14/01/2013 16/08/2015 Co . qua,n tham
Arzneimittelwe |Bunsenstrabe  4,[chat c6 hoat tinh hormon). 3 0001 quyén Buc
rk 22946 Trittau,[+ Thudc tiét trang cudi: dung dich thé tich -
Germany 16n; dung dich thé tich nho.
* Thude vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
Gran Capita, 10, 211%1?;1: ii(éjs rirgulggo;:uéi‘ dung dich thé tich Ministry of
Laboratorio 08970 Sant Joan| ., . i X 1x ' NCF/1118/ Health of
2 Reig Jofre, SA | Depsi (Barcelona), nho; dung dich thé tich 16n. EU-GMP 001/CAT 30/03/2011 01/10/2013 Government  of

Spain

* Thubc khong vo tring: vién nang cung;
vién nén; vién bao; thudc bot; thude uéng
dang 16ng; thuc dung ngoai dang long; dang
bao ché ban ran; thude dat.

Catalonia - Spain




. 2 o . Gidy CPP: United Kingdom's
. . [San pham: vién nén Asgizole (Gastro- -
Via G.Morgagni, . PP1011816 medicines and
Valpharma 5 ] 47864 Resistant tablet 20mg, 40mg) 9 Healthcare
International - Co s6 san xuat: Valpharma International SPA [EU-GMP |, ., [31/07/2012 N/A
Pennabilli  (RN), Y e . Giay CPP: Products
S.P.A Co s¢ dong goi: Lamp San Prospero SPA
Italy Co s& xuit xadne: F SAS PP1011817 Regulatory
SO Xuat X g:. rarmea 2 AgencyMHRA
Fulton Via Marconi, 28/9{* Thudc khdng vo tring: vién nang cung; . .
Medicinali  [20020 Arese (MI).|thuéc bot va thube cém: thude dat (hormon|EU-GMP | /284 losi06/2011  |20/10/2013  |'talian Medicines
i A 3/H/2011 Agency AIFA
S.P.A Italy corticosteroid); vién nén.
* Thudc vo trung:
Alfa Intes|, . |+ Thudc san xuat v tring: dang bao ché ban
. Via Fratelli| . . _— : 2
Industria Bandiera 96. 1N ( hormon corticosteroid); dung dich thé IT/98- ltalian  Medicines
Terapeutica ’ - [tich nho (hormon corticosteroid); thudc bot.  |EU-GMP 17/04/2013 19/01/2015
80026 Casoria J . PO , 1/H/2013 Agency AIFA
Splendore (NA), Ital * Thuoc khbéng vé trung chia hormon
S.R.L 1y corticosteroid: thudc dung ngoai dang long;
thudc udng dang 1ong.
Baxter Route 3 km 142.5,|San pham: Forane (isoflurane, USP) Liquid US.CGM 03-0052- United States
Healthcare  of|Guayama, PR|for Inhalation P. ' 2013-01- |08/04/2013 08/04/2015 |Food and Drug
Puerto Rico 00784, USA Tén tai Viét Nam: Aerrane (isoflurane) VN Administration
* Thudc vo tring:
Ranbaxy + Thubc san xudt vO tring: thudc bot pha
Laboratoires tiém chaa penicillin, cephalosporin  va
Ranbax Industrial Area 3|carbapenem DE_NW_0 C uan tha
Y penem. , _ |EU-GMP |4 GMP 20 |03/05/2013  |07/12/2015 |-°, du4an  tham
Laboratoires  [A.B. Road, Dewas{* Thuoc khong vo trung chaa penicillin va 13 0021 quyén Dtrc

455 001 Madya
Pradesh, India

cephalosporin: vién nang ctrg; vién nén (bao
gom ca Vién nén bao phim va vién nén bao
duong); hdn dich kho.




* Thube vo tring:
+ Thudc san xudt vo trang: dung dich thé tich
nho.

Veerweg 12, 8121 L al as 5. . 2 o Healthcare
8 Qit:)tl’ggicals 1Y Olst, ;héTh“OC tiét trung cuoi: dung dich the tichi, oy ?3'76303 21/01/2013  |10/01/2016  Inspectorate,
" [Netherlands * A A A S Netherlands
Thuoc khong vé trung: thuoc uong dang
long; vién nén (chira hormon).
* Thudc sinh hoc: thude mién dich.
* Thubc vO tring chita hormon va chat c6
Holopack hoa;lt t|'r~1h hormon; prostaglandin/Cytokine;
Verpackungstechn chat mjén dich; ,sulfihor}amides: o
ik GmbH + Thuoc sér} xuét,vo, trupg: dung dich th{a t[ch
Bahnnhofstrabe 16n; dang pao ché bfm ra:in; dung Qjch thé tich
gemap den nho (ba}o gom ca ché phﬁm nho mat). 9
. + Thuoc tiét trung cuodi: dung dich thé tich
Holopack vorliegenden 16m; dang bao ché ban ran; dung dich thé tich DE_BW_0 Co quan tham
9 Verpackungstec [Grundrissplanen ah 6’ (b.ao odm ca ché phérn, aho mé't ) EU-GMP |1_GMP_20 [19/10/2012 12/07/2015 quyén Pitc
hnik GmbH vom 20.11.2007,|, . R A , g 12 0118
73435 Abtsgmund ,Thuoc !(hong v0 trung chira hormon va (fhat
Untergroningen co ,hoat 'Elnh hormon; prostaglandln/Cytoklxne;
Baden. ’ chﬁt‘ .mién dich; sulp,hongmldes: thuoc dung
Wurttemberg ngoal Qang lépg; thuoc uong dang long; dang
Germany ’ bao ch§ bé.n ran. ’ .
* Thuoc sinh hoc: thudc cdng nghé sinh hoc
chira Protein tai t hgp/ DNA va enzyme.
* Thudc vo trung:
+ Thudc san xudt vo tring: thubc dong khd (
chira hormon corticosteroid va
Biologici Italia|Via Filippo p;ost(ailaniin/Cytokine); dungdc)iich thé tich . e i
. nho (chira hormon corticosteroid). - alian Medicines
10 Laboratories Serpero - 20060 + Thube tiét tring cudi: dung dich thé tich EU-GMP 17/H/2011 08/04/2011 23/12/2013 Agency AIFA

SR.L

Masate (M), Italia

nhé chira hormon corticosteroid va hormon
sinh duc.
* Thudc sinh hoc: thudc cd ngudn gbc tir
dong vat.




* Thudc vo trung:

Novartis +Thubc san xuét vo trung: dung dich thudc
ngrma Stein Schaffhauserstrass ((%Tg(i{tillgs(,lol)o, bom tiém doéng san); thudc oS, 12089 ?\;}Véf;p?i?scy for
1 |pharmaceutical [& 4332 SN e tiet tring cudi: dung dich thube|GMP  |13-988 07/05/2013 113/04/2015 15 4 s
. Switzerland NPT . .
Operations (ampoules, lo; bom tiém dong san). (Swissmedic)
Schweiz * Thudc khéng v tring: Dang bao ché rin:
vién nén; vién nang; miéng dan.
Poligono .
. . Spanish  Agency
Laboratorio Industrial La|, £ A A en o L
12 |Francisco Redonda, C/IX, n| . Lhuoc khong vo trung: vien nang ctmg\p\, sy (ESO0SHIL gy 505001 l1q/10/0023  |OF  Drugs  ang
. thudc bot; vién nén va vién bao. 1 Health  Products
Durban, S.A 2, El Ejido 04710 (AEMPS)
(Almeria), Spain
* Dia chi: Kvarnbergagatan 12 (Blow Fill
Seal) Sodertalje, 15185 Sweden:
*Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich .

. 2 o Loa o x . ) Medical Products
nho (or‘lg pI?S“,C)' thudc tiém; hon dich khi EU-GMP 24:2012/51 20/08/2012 12/05/2014  |Agency of
dung dung d¢ hit. 3533 Sweden
+ Thubc tiét tring cudi: dung dich thé tich
nho (6ng plastic): thude tiém.

* Thudc khdng vo tring:thuée ding ngoai

AstraZeneca SE-151 . 85[dang 16ng; thuoc uong dang 16ng.

13 Sodertalje, L .

AB Sweden * Pia chi: Kvarnbergagatan 12 (Freeze Dried
and Pumpspray) Sodertalje, 15185 Sweden
*Thudc vo trung;
:d;hgugznsl;m xuat vO trung: thudc dong kho Po012/5 Medical Products
+ Thuée tiét tring cudi: dung dich thé tich| =0 CM" |2363 2111212012 129/11/2015 gﬁ’;ﬁg of

nho (dang tiém).

*Thudc khdng vo trung:thudc ding ngoai
dang long (thude thyt); dung dich va hdn dich
uéng; thudc hit va thude xit.




Str. Theodor
Pallady nr. 50,

* Thudc vo trung:

National Agency

g |2C  Infomedoe tor 3|+ Thube tiét tring cudi: dung dich thé tich|EU-GMP |220/2012R \1g/120012 2710912015  |or Medicines and
Fluids S.R.L . , @) Medical Devices -
Bucuresti, cod|lén. Romania
032266, Romania
56, Hanjin 1-qil,
IW Songak-eup, Pharmaceuticals
15 Pharmaceutical Dangjin-si, San pha\m: Thuoc tiém Imipenem, Cilastatin (|Japan- 15221 04/01/2012 19/10/2014 & _ Medical
. Chungcheongnam-(0,25g va 0,5g) GMP 15572 Devices Agency,
Corporation :
do Republic of Japan
Korea
C/ San Rafael, 3, Spanish  Agenc
Pol. Ind.|* Thudc khdng vé tring: thudc dung ngoai ES/O50HVI 0? Druas g any
16 Italfarmaco S.A |Alcobendas, dang léng; thuéc udng dang long; dang bao|EU-GMP 22/03/2012 22/02/2015 g g
x < . X 1 L.z /12 Health  Products
Alcobendas 28108|ché ran khac (thuoc bot, thude com) (AEMPS)
(Madrid). Espana
* Thudc khong vo tring: vién nang cung;
_|H-1103 Budapest|thudc uéng dang long; thude ding ngoai dang National Institute
17 |Gedeon Richer| . roi ut 19-21,|iong: dang bao ché ban rén chira khang sinh:|EU-GMP |OC " V800111000013 [23/02/2015  |of  Pharmacy,
PLC A , PR 2 2/2013
Hungary vién nén chira hormon; thudc bot va thuoc Hungary
cém.
6-8. Doshomachi .
- Ministry of
Dainippon 2-chome, Chuo-
Sumitomo ku, Osaka, Japan Japan- Health,  Labour
18 Pharma Co.|(1450, Yasuzuka- San pham: Gasmotin tablets Smg GMP 4371 30/01/2013 30/01/2015 agt\j/emmer\}/t\lelfacr)t;)c
Ltd cho, Suzuka, Mie, g
Japan
Japan)
DSM . 04-0177- United States
19 |Pharmaceutical |SreeMVille, — NClg,  phim: IV Busulfex (busulfan) Injection | > CCM [2012-01-  |25/05/2012  [25/05/2014  |Food and Drug
27834, USA P - .
s INC VN Administration




* Unit I1l: Thubc khéng vo tring: vién nén,
ché pham dung ngoai da.

* Unit V: Thudc vo tring: dung dich thé tich
16n va thé tich nho, thubc dong khd chira chit

Units Il V, VIII[ ., ..
& IX doc te bao.
* f . A N N N . A .
Plot No. S-103, L- Hmt Vl“' TAhUOC khonq VO m.JP g ﬂ,m_oc .)flt Therapeutic
139 &  M-62 |mui thudc uong dang léng; Vvién nén; vién PIC/S- MI-2010- Goods
20 Cipla Limited Verna  Industrial nang ctmg; ché pham dung ngoai da (chua GMP CE-01151- |26/10/2011 02/10/2013 Administration,
hormon). 3 .
Area, Verna, o Australia
* Unit IX:
Salcette, Goa, 403 IS . 2 e 1 s
792 India + Thuoc vo trung: dung dich thé tich 16n va
' thé tich nho; thudc dong khod; bom tiém dong
san thudc.
+ Thudc khéng vé tring: si rd va hon dich
khong vo trung.
* Thudc khong vo tring: vién nang ciung;
thuc udng dang 10ng; dang bao ché ran khac;
Vvién nén.
Bristol  Myers 4601 Highway 62|San pham cu thé: vién nén bao phim Sprycel, National Agency
. East, Mount({vién nén bao phim Baraclude, dung dich udng UMC/PT/2/ of Medicine and
21 i%l#]bgn Vernon,  47620,|Baraclude, vién nén bao phim Eliquis, vién EU-GMP 2013 21/03/2013 2410712015 Health  Product
pany United States vang cing Reyataz, thudc bot pha dung dich Safety (ANSM)
ubng Zerit, dung dich udng Abilify, vién nén
bao phim Ebyont, vién nén bao phim
Onglyza, vién nén bao phim Komboglyze.
Village National Institute
* AL A triiho i
Nectar Bhatolikalan, Thuof Voqmmg; A s I for Q_uaI!ty and
Lifesciences District - Solan + Thude san xuat vO trung: thuoc bot pha OGYI/2477 Organization
22 . . . "[tiém. EU-GMP 05/12/2011 29/06/2014  [Development in
Limited, Unit-|Barotiwala, . 2 2 z . - 5-6/2011
) San pham cu thé: thuoc bt pha tiém Healthcare  and
Vi Himachal Pradesh . . . .
. Cefuroxime, Cefotaxime, Ceftriaxone. Medicines,
173205, India

Hungary




National

ﬁllgjst?gma - E.is (';/l artl(rilcr)]?mb?; * Thudc VO tring: vién nang ctmg; thude bot; FO0L/SA/H/ Authority of
23 : Po. | P A g.’ g ctme; "’|EU-GMP |AF/001/201|24/01/2013 12/12/2015 |Medicines  and
Farmaceutica, [3045-016, thuoc com; vién nén.
S A Portuaal 2 Health Products,
' g I.P, Porrtugal
Unit 11l Block A&
B, Formulations,
Plot no 22-110 Spanish  Agency
H * A A A N . 1A 4 .
24 H_ete_ro Labs Indu_strlal Area .AThu,OC k_rlong vO trung: vién nang cung; EU-GMP ES/034H/1 95/04/2013 98/07/2014 of Drugs ang
Limited Jeedimetla, vién nén; vién bao. 2 Health  Products
Hyderabad 500 (AEMPS)
055 (Andhra
Pradesh) India
Via  Provinciale
. Schito 131 - . -
g5 |Novartis Farmalg 00 Torre|* Thubc khong vo tring: vién nén. eu-omp |13 13/02/2013  |29/03/2015  |télian Medicines
S.P.A : 5/H/2013 Agency AIFA
Annunziata (NA),
Italy
Ronda de Santa|* Thudc khéng vo tring: vién nén (bao gdbm Ministr of
Novartis Maria, 158, 08210|ca thudc hudng than); vién bao (bao gém ca NCE/1227/ Health y of
26  |Farmaceutica |Barbera Del|thudc huéng than); vién nang cimg (bao gdm|EU-GMP 18/10/2012  |01/09/2015
. ) ; A I RN 001/CAT Government  of
SA Valles ca thuoc hudng than, chat kim t& bao); vién Catalonia - Spain
(Barcelona), Spain|nén bao phim (vdi duong). P
PO BOX 3068,|* Thudc vo tring: United Kingdom's
L P : 2 e UK GMP .
927 South Curry[+ Thuoc san xuat vO trung: dung dich thé tich medicines and
Baxter Pike 16m; thube dong kho; dung dich thé tich nhe 18058 Insp Healthcare
27 |Pharmaceutical |- "o . ; thioc Cong k1o, Ulg et e Heh TR0 1eu-aMmP |GMP 01/12/2011  |13/06/2014
Solutions LLC Bloomington, IN|+ Thuodc ti€t trung cuoi: dung dich thé tich 18058/1036 Products
47402, United|16n; dung dich thé tich nho. 2-0009 Regulatory
States * Thudc sinh hoc: thudc mién dich. Agency MHRA




* Thudc vo trung:

. Route de Marsat, L . TR S N French Health
Laboratoires Riom 63963 + Thuoc san xuat vO trung: thuoc dong kho; HPE/FR/57/ Products  Safet
28 Merck Sharp& : dung dich thé tich nho. EU-GMP 12/04/2012 08/02/2015 y
. Clermont-Ferrand . £ X £ 2012 Agency
Dohme-Chibret * Thuoc sinh hoc: thuoc mién dich; thuodc
Cedex 9, France . . (AFSSAPS)
cong nghé sinh hoc.
Abbott
Laboratories, * Thudc khong vo tring: vién nang cing;
Abbott Plant Neustadt ~ |dang bao ché rin khac (chira hormon va chét DE_NI 02 Co quan  thdm
29 Laboratories Justus-von-Liebig-|c6 hoat tinh hormon). EU-GMP |GMP_2013 |18/03/2013 28/02/2016 u éanl'rc
GmbH Str.33 * Thudc sinh hoc: thudc cd ngudn gbc tir _0007 wy
31535 Neustadt a.|nguoi va dong vat.
Rbge. Germany
Thana, Baddi. UK GMP Unlt.ed. Kingdom's
. 19564. Insp medicines and
Alkem Nalgarrh,  District),, Thudc khdng vo tring: vién nang cimg; GMP Healthcare
30 |Laboratories |Solan, Himachal| .. "oo¢ Khond g 9 CMEIEy-GMP 24/05/2011  |13/12/2013
o Vvién nén. 19564/ Products
Limited Pradesh, In
173205 India 1094393- Regulatory
' 0002 Agency MHRA
Village £ o e ea .
Jawaharpur,  Off * Thuoc khéng vo trung: vién nén; vién nang MI- Therapeutic
Ind-Swift ’ . |cing (khong chtra cac nguyén liéu penicillin,|PIC/S- 12072006- Goods
31 Limited E:rluié Df;Z?:SSI_’ cephalosporin, steroid, hormon va chit ung|GMP CE-000748- 08/05/2010 16/10/2013 Administration,
140507 thu). 11 Australia
Survey No. 41,
' Bgchupally UK GMP Unlt_ed_ Kingdom's
Dr Reddy's|Village, medicines  and
Laboratories  |Qutuballar * Thudc khdng v tring: vién nang cing; 8512 Insp Healthcare
32 - A ' "|[EU-GMP |GMP 13/08/2012 23/04/2015
Limited FTO-[mandal, Ranga|vién nen. Products
: . 8512/17970
Unit 3 Reddy  District, 0006 Regulatory
Andhra  Pradesh, Agency MHRA

In-500 090, India




United Kingdom's

3102/A.G.1.D.C UK GMP medicines and
RPG Life|Estate, * Thude khong vO tring: vién nang ctng; 18353 Insp Healthcare
33 |Sciences Ankleshwar, Jien nan J g 9 CMEIEU-GMP [GMP 3L/08/2012 (2410512015 |5
Limited Gujarat, 393 002, ' 18388/1080
India 6-0004 Regulatory
Agency MHRA
* A A ) } .
H-14/2.  MIDC, Thu(zc V? trunég. o ) o UK GMP Unlt.eq Kingdom's
. + Thudc san xuat vo triung: thudc nhé mat. medicines and
Wockhardt Waluj, + Thubc tiét tring cudi: dung dich thé tich 8913 Insp Healthcare
34 - Arurangabad, , ; 2, ., i EU-GMP |GMP 19/08/2011 17/01/2014
Limited 16n; dung dich thé tich nho. Products
Maharashtra State, A R A N , 8913/41464
In 431136. India * Thuoc khdng vo trung: vién nang cing; 0005 Regulatory
' dang bao ché ran khéc; vién nén. Agency MHRA




L-1, MIDC, . . .
Jalgaon Road, UK GMP Unlt_eo_l Kingdom's
Chikal  Thana 8913  Insp medicines - and
g5 |Wockhardt | harashtra State,| . LPu0¢ KhONg VO trung: vién nang cing;| o\ ) s\ |gmp 27/05/2011  |11/01/2014 | ealthcare
Limited vién nén. Products
Aurangabad, 8913/18322 Reaulator
Maharashtra State, 0004 A ?enc MyH RA
In 431 210, India geney
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 13
(Theo cong van 11525/QLD-CL ngay 19/07/2013 cuia Cuc Quén ly dwgc)
NHA MAY . , ] NGUYE . s = [NGAY HET|CO QUAN
A - < NGAY CAP <
STT |coNG RO |PYA CHI PHAM VI CHUNG NHAN N Tic|GIAY CN HAN CAP
._|Céac san pham chua penicillin: i
GlaxoSmithKili 1061 Mountain|, Thude vo tring: dung dich; hdn dich; thube Therapeutic
1 |ne Australia pry| 19NWaY: Boronial, - hude thut PIC/S- AMI201L-L1, o1 55010  |11/05/2015 | G009
YIvic 3155, s R s GMP  |04378-3 Administration,
Ltd . * Thuoc khéng vo trung: vién nén; vién nang .
Australia , z Australia
cing; thudce thut.
Village Theda, . . .
Post Office UK GMP zzgfc‘?nt;”gdogj
Macleods Lodhimajra, 31303 Insp Healthcare
2 Pharmaceutical |Tehsil ~Nalagarh,[* Thudc khong v trung: vién nén. EU-GMP |GMP 05/04/2011 08/09/2013 Products
s Limited District Solan, 31303/1706 Reaulator
Himachal Pradesh, 716-0002 A %nc MyHR A
In-174101, India gency
Lot. 89, Jalan
Enggang, National
Sterling  Drug|Ampang/Ulu e NS A g A XAl £ i Pharmaceutical
3 |(Malaya) Sdn|Kelang Industrial A,V'eg ”erl‘: vien nen dai, thuoe bot; thuoe Z'I\af 182/13  |19/04/2013  |24/02/2015 |Control  Bureau,
Bhd Estate, 54200|"O"E ¢ans fong. Ministry of
Selangor, Health Malaysia.

Malaysia




Mobilat
Produktions

Mobilat GmbH * Thudc khéng vo tring: thudc ding ngoai DE_BY_04 Co quan thim
Produktions  [Luitpoldstrasse 1, ‘lmr‘i . dang Ay %a’m r‘;ﬁ" 9 N9 ey GMP | GMP 201 [28/03/2013  |12/12/2015 ‘Aanl,I
GmbH 85276 AN fong, Gang bao ehe ' 30050 quyen e
Pfaffenhofen,
Germany
National Institute
Extractum IV. Korzet 6 gjrrgar(ag:tlilgl e
. 1 4 A A LA ;o i
Pharma — ZIt/\\ . feherto, 6413 | Lruo¢ khong VO trung: vien nang cimg;| ) o\ ip (OGYVAT0010,00 0015 |13/02/2016  |Development in
Extracum thuoc bot va thuoc com; vién nén. 5/2013
Hungary Healthcare  and
Pharma Co. Ltd .
Medicines,
Hungary
17 e el Thudc khéng v tring chira chit ¢ hoat French National
Cenexi Pontoise, 95520 tlv’nh h(?rmo-rl: V|,en nang cung; dang bao ché EU-GMP HPF/FR/61/ 97/03/2013 13/07/2015 Drug and Health
OSNY . France ran khac; vién nén. 2013 Products  Safety
’ * Thudc sinh hoc: thuéc mién dich. Agency (ANSM)
. San phém: Exjade/Asunra Dispersible tablet
Novartis Schaffhauserstrass y as 4. European
Pharma  Steinle, 4332 Stein |( €O 50 dong Oi cap 2: Pharmal.og Pharma -\ | -\ 0471316209 |0 g5 |13-4-2015 g e
. Logistik GmbH, Simenstrase 1, 59199 3
AG Switzerland Agency
Bonen, Germany)
B.Braun ﬁ\?fsr;riljpaszzie lI;lf?;lIr(r)rrl]zj‘leutical
. | % A gia v ), A gia v _
Medical 11000 Bayan| , | "u0c em thé tich nho; thuoe tiém the eh PIC/S- 1,000 |os0a013  [12/00/2013 | Control - Bureau,
Industries  Sdn 16n; dung dich loc mau. GMP ..
Bhd Lepas, Pulau Ministry of
Pinang, Malaysia Health Malaysia.
* Thude vo tring:
. Zone  Artisanale|+ Thudc tiét trang cudi: dung dich thé tich French  Health
Eiﬁg;a;f’r:re Errobi,  64250|l6n; dung dich thé tich nho. EU-GMP ?Ople PRI os0312012  |16/09/2014  |Safety  Agency
ltxassou, France |* Thudc khéng vo tring: thudc udng dang (AFSSAPS)

long.




* Thubc vo trung:

+ Thudc san xuat vo tring: thude dong khd
(chtra chét doc té bao/chat kim té bao).; dung
dich thé tich nho (chtra chat doc té bao/chit

. Via Pasteur, 10- . . -
Actavis  Italy ' |kim té bao). IT/4- Italian Medicines
10 Ispa f&%“ltaly'\'erv'a”o * Thube tiét tring cudi: dung dich thé tich EU-GMP 1 4013 [08/01/2013 (1710572005 4 ey AIFA
' nho (chira chat doc t€ bao/chat kim té bao;
hormon sinh duc).
* Thubc khéng vo tring: thudc udng dang
long (chtra hormon sinh duc).
10 rue  Colonell, Thudc khéng vo tring: vién nang cimg; National - Agency
Delpharm Charbonneaux, Lz NS HPF/FR/16 of Medicine and
11 Reims 51100 Reims, ‘\t/l:lgr(])cnel,lr(])ng dang 1ong; dang bao ché ran khac;|EU-GMP 3/2012 27/08/2012 24/05/2015 Health  Product
France ' Safety (ANSM)
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
nhé chira hormon va chit c6 hoat tinh
hormon  (khéng bao gém  hormon
Viale Fulvio Testi, coﬁicostergjd Vé‘} horrncir} sinh duc?. o _ N
12 Itafarmaco 330-20126 Milano + :Fhuoc tiét trung cuodi: dung dich thé tich EU-GMP IT/28- 07/02/2013 96/10/2015 Italian Medicines
SP.A (M), Italy nho. 1/H/2013 Agency AIFA
’ * Thuoc khbng vé trung: vién nang cing;
thude bot va thude cdm; vién nén.
* Thudc sinh hoc: thubc c¢d ngudn gbc tir
dong vat (dung dich thé tich nho san xuét vo
tring hodc tiét trung cudi).
S.ALF S.p.AlVia G.Mazzini, 9 -|* Thudc vo trung: . .
13 |Laboratorio (24069  Cenate|+ Thudc tiét tring cudi: dung dich thé tich|EU-GMP '1%2/2210 12/11/2010  |06/10/2013 'Atz‘;;f]r;y'\:fg:'”es
Farmacologico |sotto (BG) - Italy |nho; dung dich thé tich lon.
sanofi ?:ioisymlgj B:CP: * Thu(”}c kh?ng vO ,trung:,vién nang cfx_ng; French  National
14 Winthrop 60205 ding bfalo che, ran khac (CI}ua cAeph,ansporlln), EU-GMP HPF/FR/70/ 10/04/2013 07/12/2015 Drug and Health
Industrie Compiegne, vién nen (chtra hormpn va chat ¢ hoat tinh 2013 Products  Safety
hormon; cephalosporin). Agency (ANSM)

France




JHP 870 Parkedale|,, Thube v6 tring: French  Health
15 |Pharmaceutical | 3020, ROChester . &e san xuit vé tring: thube dong kho:|EU-GMP [POXYYUMC 0002011 |18/03/2014  [PFOOUCts  Safety
SLLC 48307, Michigan, thubc chy ghép dang rén. PT/007 Agency
USA ; (AFSSAPS)
Palpa 2862- , R . o Egtrlnoirr]l?sltration of
Bioprofarma La_boratorlos Ima* Thudc dong kho,; dung d1ch,thuéc tlem PIC/S- Drugs, Food and
16 Saic, of the City|(khong tiét trung cudi vdi cac thudce chira chat 01517/13 |07/06/2013 07/06/2014 . .
S.A . N n £ GMP Medical Devives,
of Buenos Aires,|kim té bao); dung moéi pha thuoc. .
Argentina Argentina
(ANMAT)
* Thubc chira khang sinh (khéng bao gom
penicillin va cephalosporin): thuéc kem; vién
nang cung; dung dich; vién nén.
* Thude chira hormon va steroid: thudc kem;
vién nang mém; kem dudng; dung dich; hdon
dich; vién nén.
Corner Te Pail* Cac ché pham (khdng bao gdm vitamin) c6
Douglas Place and Central li_éAu nho hon ?oéc bé}n_g 5mg: vién nang cing; New  Zealand
17 manufacturing Pz.;\rk Drive, vLen rlang p}em;’ Elixir; Siro ho; dung dich;|PIC/S- TT60-42-16; 10/04/2013 10/10/2014 Med!cmes .and
Ltd Lincoln, hon d1gh; vién nén. , o GMP 3-3 Medical Dev.lces
Auckland,  New|* Thuoc chong ung thu, thudc trc ché mién Safety Authority
Zealand dich (khdng bao gém steroid): vién nang
mém; vién nén.
* Thudc khac: thubc kem; vién nang cimg;
vién nang mém; thudc udng nho giot; Elixir;
Gel; siro ho; kem dudng; thuéc md; thude
bot; dau goi; dung dich; hdn dich; siro; vién
nén.
No. 6, kuang Yeh|* Thudc khdng vo tring: dang bao ché long
Synmosa 1st Road, Hu-Kuo|(hdn dich; dung dich); thudc phun mi; dang
Biopharma Hsiang, Hsin-Chu|bao ché ran (vién nén bao duodng; vién nén|PIC/S- Department o
18 . i . . cn SV 8241 15/05/2013 23/12/2015 Health  Taiwan,
Corporation, Ind. Park, Hsin|bao phim; vién nén; thuoc th;,Vlen nang). GMP RO.C
Synmosa Plant [Chu Hsien,|* Dugc chat hormon (san xuat vién nén bao T
Taiwan, R.0.C phim)




Co s& san xuat:

Ma'abarot Ind.
Zone, Emek
. Hefer, Israel * Thudc khéng vé tring (khong bao gdm The Institute for
Trima,  Israel . . z , £ an Ay ) o
. Co so dong goi:[thudc chira hormon, chat doc té bao, khang Standarization
Pharmaceutical Kibbutz sinh nhém betalactam: vién nang cting; thudc|PIC/S- and Control of
19 |Products, , \ N am. VIET) nang ctme; tauoe 1411/13  |24/04/2013  [23/04/2015 .
, Ma'abarot, Emek|dung ngoai dang long; thuoc uong dang long;(GMP Pharmaceutical,
Ma'abarot Ltd., P s Lopa L P .
Hefer, Israel thuoc bot; dang bao ché ban ran (bao gom ca Ministry of
Israel . 2 . o
Co sO0  kiéml|steroid); vién nén. Health, Israel
nghiém: Even
Yehuda Ind. Zone,
Emek Hefer, Israel
* Thudc vo trung:
Parque Industrial{+ Thudc san xuat vo tring: dung dich thé tich National
Laboratorios  [Manuel Lourenco|lén; thudc dong kho; dung dich thé tich nho. .
Basi - Industria|Ferreira, Lotes 15[+ Thudc tiét tring cudi: dung dich thé tich FOL6/S2/H/ Authority of
20 : ' , ; i, ¥ ' EU-GMP [AF/001/201|31/07/2012 25/07/2015  |Medicines  and
Farmaceutica, [e 16, Mortagua,|lon; dung dich thé tich nho.
£ - Ao IS - 2 Health Products,
S.A 3450-232, * Thuoc khong vo6 trung: thuoc dung ngoai
i Xz X . I.P, Porrtugal
Portugal dang 16ng; thuoc uong dang long; dang bao
ché ban ran; thude dat.
, . \ i : 03-0182- United States
21 Piramal Critical|Bethlehem,  PA S?n _pham. Sevoflurane, USP Inhalation|U.S.CGM 2013-04-  |10/05/2013 10/05/2015 |Food and Drug
Care Inc 18017, USA Liquid P - .
VN Administration
: - , - - 03-0182- United States
99 Piramal Critical|Bethlehem, PA|San pham. Isoflurane, USP Liquid for|U.S.CGM 2013-01-  |10/05/2013 10/05/2015 |Food and Drug
Care Inc 18017, USA Inhalation P - i
VN Administration
UK GMP Unlt_eo_l Kingdom's
F-4, F-12 medicines and
Mylan M.1.D.C * Thudc khdng vo tring: vién nang cing; 23068 Insp Healthcare
23 |Laboratories S __uoc Knong g 9 CMEEU-GMP |GMP: 21/03/2013  |19/11/2015
i Malegoan, Sinnar,|vién nén. Products
Limited In-422 113-India 23068/ Regulator
22382-0005 gurarory

Agency MHRA




Ruta 12 Km 452

(3107)  Colonial* Thubc vé tring: dung dich thé tich nho French  Health
. Avellanada, (chét ddc té bao/chat kim té bao). 2011/UMC/ Products ~ Safety
24 |Eriochem DPTO  Parana,|San pham cu thé: dung dich tiém Docetaxel EU-GMP 1bT/009 26/10/2011 19/08/2014 Agency
3100 Entre Rios,[(20mg, 80mg, 200mg). (AFSSAPS)
Argentina
MSD
International |70  Tuas West|, £ i N S S Health  Sciences
25  |GmbH Drive  Singapore légh_uvoi‘énkzzzgv‘i’gnt;izg'Cf,;e pham xit dang g'lsl/PS (I\)/(I)BI;/IPBO 04/02/2013  [03/02/2014  |Authority,
(Singapore 638414 & ’ g cume. Singapore
Branch)
* Thude vo tring: .
Biochemiestrabe [+ Thudc san xuét vo tring: dung dich thé tich Austrian
g6 [2andoz GMBH -, “6oey  kundl,|nho. cu-gMmp |NS4819221 01000013 |oajooio016  [Medicines  and
BPO Kundl . I IS . 0025-001 Medical Devices
Austria * Thudc sinh hoc: thudc cong ngh¢ sinh hoc. Agency (AGES)
* Dugc chat co hoat tinh hormon. gency
1, 2 & 3, Jalan|* Thudc chira khang sinh Cephalosporins: National
Kotra  Pharma] TTC 12 Chengjvién nén; vién nang; thudc bot; thude tiém thé pIC/S. Pharmaceutical
27 (M) Sdn Bhd Industrial  Estate, [tich nho. GMP 126/12 20/03/2012 20/11/2013  |Control  Bureau,
75250, Melaka,|* Thudc gel vo tring; thubc ubng va thudc Ministry of
Malaysia dung ngoai dang 16ng; thudc kem; thudc md. Health Malaysia.
Pl_ot No 255/1, UK GMP Unltfed_ Kingdom's
Village Athal, medicines  and
Ipca Silvassa Dadral* Thudc khéng vo tring: vién nang cung; 17549 “Insp Healthcare
28 Laboratories ' o g g g &|Eu-GMP |GMP 14/03/2011 22/11/2013
Limited and Nagar Haveli|vién néen. 17549/80144 Products
(U.T), In-396230, 0002 Regulatory
India Agency MHRA
Baxter 2 Woodlands Ind Health  Sciences
* A A N 5 A A _
go  |Healthcare SAL ik D street 2| [1u0c VO trung dang long (khong bao gom|PIC/S- 10190 |15/052013  |06/05/2014  |Authority,
Singapore . thuoc tiém). GMP .
Singapore 737778 Singapore

Branch




* Thube vo tring:
+ Thudc san xuat v6 trung: thuoc dong kho;

United Kingdom's

Emcure Plot No.P-2, IT . 2 . \ L, Lo UK GMP .
. dung dich thé tich nhd; thudc san xuat vO medicines and
Pharmaceutical |Park, Phase ”’t‘n khic (chit doc té bao) 21553 Insp Healthcare
31 |s Limited (OSD|MIDC, Hinjwadi, +mT1% p Cn‘i tmn‘-’c eﬂi.o ng dich thé tich|EV-GMP |GMP 300012012 |21/11/2014 |5~
and  Potent|Pune, In 411 057, "¢ g cuot: dung dich the 21553/2199 emletor
Injectables) India Lz . A e , 2-0005 g y
* Thuoc khong vO trung: vién nang cing; Agency MHRA
Vién nén.
Emcure Plot No P-1 ITBT|, - < . . United Kingdom's
Pharmaceutical [Park, Phase-II Thuo;c V(f trun%’ N L e N UK GMP medicines and
s LimitedMIDC.  Hiniwadi + Thuoc san xuat vO trung: thuéc dong kho; 21553 Insp Healthcare
32 , ; J '|dung dich thé tich nho; thudc tiém déng sin. |[EU-GMP |GMP 30/01/2012 21/11/2014
(Sterile Pune, Maharashtra 2 ins e Z. . 2 .. Products
+ Thuoc tiét trung cuodi: dung dich thé tich 21553/2387
Products State, Ind-411 ho 410-0002 Regulatory
Division) 057, India - Agency MHRA
Avda. de
Glaxo Extremadura, 3.-|* Thudc khdng vo tring: vién nén; thudc Co quan thim
33 Wellcome. S.A 09400-Aranda De[phun mu; dung dich udng va dung dich nho|EU-GMP |3167/78/12 |19/12/2012 25/11/2013  |quyén Tay Ban
"7 " |Duero (Burgos),|miii. Nha
Spain
;3;3;2 MISSISNSzlrJg]a Health  Products
GlaxoSmithKli | .~ .. 2 Lz .. Canada- and Food Branch
34 Mississauga, San pham: dung dich uong Epivir 52787 04/12/2012 04/12/2013
ne Inc. Ontario  Canada GMP Inspectorate,
L5N 6L4 Canada
National Institute
Chinoin 9112 for Quality and
Pharmaceutical Vereseavhaz OGY1/7642- Organization
35 |and  Chemicall " 9y "% ¢ |* Thude knong v triing: vién nén. EU-GMP | |10/04/2013  |22/08/2015  |Development in
Works Private Hunaar ' ’ Healthcare  and
Co. Ltd gary Medicines,

Hungary




Rua da Estacao n.

* Thube vo tring:

+ Thudc san xut vo tring: dang bao ché ban
ran; dung dich thé tich nho; thubc cdy ghép
dang rin; thudc khac (thuéc bot chira

42 vala  do cephalosporin) National
Laboratorios  |carredado + Thudc tiét trung cudi: dang bao ché ban FO15/S1/H/ Authority of
36 gado, ran; dung dich thé tich nho; thudc cdy ghép|EU-GMP |AF/001/201(23/01/2012  |11/11/2014  |Medicines  and
Atral, S.A Castanheira  do .
. dang ran. 1 Health Products,
Ribatejo,  2600- 2 N A ,
* Thuoc khong vO trung: vién nang cing; I.P, Porrtugal
726, Portugal O . \ SO
thuoc dung ngoai dang long; thuoc uong dang
long; dang bao ché rin khéc (thudc bot va
thudc cém chira cephalosporin); dang bao ché
ban ran; thudc dan; vién nén.
130 Simeonovskol, £ A A en o L .
37 |Adipharm Ead [shose Blvd, Sofia| , |Pu0¢ Knong vo trung: vien nang cing;|p\ oo [BG/CGMPI2 010010011 |15/07/0014  [BUI93TaN  Drug
. vién nén; thuoc bot pha dung dich udng. 011/022 Agency
1700, Bulgaria
Pymepharco Joint
Stock Company
Pymepharco Il-ﬁji-ﬂsc')['ree'?gu‘l)'/ﬁn * Thubc khdng vo tring: vién nang ctm DE_HE_01 Co quan thim
38 |doint  Stock et TUylT  Thuoce Knong vo rung. 1ang cimgle . oMP | GMP 201 |21/05/2013  [08/02/2015 . qua
Hoa City, Phu|chira khang sinh nhém cephalosporin quyén Durc
Company . 3_0061
Yen Province,
Vietnam, Viet
Nam
San pham: vién nén phong thich kéo dai
Via Ranco 112|Macorel
Valpharma (loc.  Serravalle)|(Co s& san xuat: Valpharma S.P.A IT/E/IGMP/ Italian Medicines
39 S.P.A 47899, San|Co s¢ dong goi: Elpen Pharmaceuticals. Inc - EU-GMP 7-1/2013 06/03/2013 24/05/2015 Agency AIFA
Marino Marathonos Ave.95, Pikermi Attiki, 190009,

Greece)




Merck Sharp &

Via Emilia, 21-

* San pham: Fosamax; Januvia 25mg;
Januvia 50mg.
(Co s san xuat: Merck Sharp & Dohme

IT/118-

Italian Medicines

40 S(;h;\ne (Italia) |2t;|li20 Pavia (PV), (Italia) SP.A: EU-GMP 17/H/2012 24/04/2012 20/07/2014 Agency AIFA
o Co so dong goi: Merck Sharp & Dohme
Australia Pty Ltd).
Survey No 47,
. |Bachupally
Dr. Reddy's Village State
Laboratories Qutbgll,a ur * Thudc vo trung: PIC/S- 005/2013/S Administration of
41  |Ltd, Biologics P + Thudc san xuat vo tring: dung dich thé tich AUMP/GM |13/05/2013  [20/03/2015  |Ukraine on
Mandal, Ranga| |, . O . i GMP ..
Development . .~ 'Inho ( dung dich thudc tiém Grastim; Reditux) P Medicinal
Center Reddy  District, Products
Andhra  Pradesh,
India
Route 3 Km )
Baxter , - o 04-0018- United States
42 |Healthcare of|-*2> Guayama,|San pham: Suprane (desflurane, USP) Liquid|U.S.CGM |51 61 130042013 [30/04/2015  |Food and Drug
Puerto Rico Puerto Ricoffor Inhalation P VN Administration
00784, USA
* 4501 Colorado
Boulevard, Los
Baxter gg(?;éeESA CAlsin pham: Hemofil M (Antihemophilic U.S.CGM | T 2415.13 United States
43 Healthcare ’ Factor (Human) Method M, Monoclonal|_ 21/05/2013 21/05/2015 [Food and Drug
. * 1700 Rancho| .. o P WHO L
Corporation . Purified, nanofiltration) Administration
Conejo Boulevard,
Thousand  Oaks,
CA 91320, USA
Route 3 Km .
Baxter , - - 04-0153- United States
44 |Healthcare of| -#2-> Guayama,Sin pham: Sevoflurane, USP Liquid forlUS.CGM,q15 05 |13/052013  [13/05/2015 |Food and Drug
Puerto Rico Puerto RicofInhalation P VN Administration
00784, USA
Avda de la San p%larqn: Vle? nén bao phim Clalls Spanish  Agency
Industria 30 (Co s¢ san xuat: Lilly Del Caribe, Inc SGICM/CO of Druas  an
45 |Lilly, S.A ’ |Co so dong goi: Lilly, S.A - Avda de la|EU-GMP 20/11/2012  |21/06/2015 gs  ang
Alcobendas 28108 Industria, 30, Alcobendas 28108 (Madrid) NT/SPL Health  Products
(Madrid), Spain o ' (AEMPS)

Spain




* Dung dich tiém: san pham cu thé: Trigan-D
10mg/ml;  Aciloc  25mg/ml;  Amikacin
500mg; Amikacin 1000mg.

1389, Trasad|* Vién nén: san pham cu thé: Ethambutol
Cadila Road, Dholka-[400mg; Ethambutol/Isoniazid 400/150mg;
46  |Pharmaceutical |387810,  Dist,|Pyrazinamide 400mg; Prothionamide 250mg;|EU-GMP f;;&’;:’zo 12/04/2013  |23/11/2015 ﬁégicﬁggngwg
s Limited Ahmedabad, Isoniazid/Rifampicin 75/150 mg; ’
Guijarat, India Ethambutol/Isoniazid/Pyrazinamide/Rifampic
in 275/75/400/150mg;
Ethambutol/Isoniazid/Rifampicin 275/75/150
mg.
1389 Trasad UK GMP zzgfc?nt;ngdogj
Cadila Road Bholka | Thudc khéng vé tring (khong bao gdm 20872 Insp Healthcare
47 Pharmaceutical ' '|thuéc chira Rifampicin): vién nang cimg;|EU-GMP |GMP 28/06/2012 20/03/2015
. Ahmedabad, IN| .., Products
s Limited . vién nen. 20872/1401
387 810, India 3-0004 Regulatory
Agency MHRA
Stichting Plesmanlaan  125|* Thudc vo tring:
45 |Sanauin 1066 CX|+ Thude san xudt v tring: dung dich thé tich| _ | o [NL/H 251032013 |31/01/2016 ikr'ga';gtorate ?;g
Bloedvoorzieni [Amsterdam  The|l6n; thubc dong kho; dung dich thé tich nho 13/0009 P ’
RS S Netherlands
ng Netherland (Cac ché pham tir mau)




* Thube vo tring:

+ Thudc san xudt vo trang: dung dich thé tich
16n (chira hormon va chit cé hoat tinh
hormon, chit doc t& bao/chit kim té bao);
dung dich thé tich nho (chira hormon va chit
c6 hoat tinh hormon; chét doc té bao/chat kim
té bao); hdn dich va thude xit (chira hormon

Haupt Pharma va chét c6 hoat tinh hormon).
Wolfratshausen |, "1y, éc tiet trung cudi: dung dich thé tich
Haupt PharmajGmbH wnéma&&ditg@w&iﬁmtémm' DE_BY 04 Co quan thim
49 Wolfratshausen Pfaffenrieder . PO L. an A 1 . |EU-GMP |_GMP_201 (02/11/2012 26/07/2015 A d ,
dung dich thé tich nho (chat doc té bao/chat quyén Dtrc
GmbH Strabe 5, 82515|,. % .. . x .. , . Lz 2 0121
Kim té bao); hon dich (chira hormon va chat
Wolfratshausen, , ,
German c6 hoat tinh hormon).
y * Thubéc khdng vo tring: vién nang cimng
(chtta hormon va chét c6 hoat tinh hormon);
thudc ding ngoai dang 16ng; thudc udng dang
long; thude bot va thube cém; dang bao ché
ban ran (chia hormon va chit c6 hoat tinh
hormon); vién nén (chtra hormon va chét c6
hoat tinh hormon).
* Thudc vo tring:
+ Thudc tiét tring cudi: dung dich thé tich
Via  Cacciamali nho.
1| % £ A~ A~ A , ) . ..
50 |MitimSRL  [34/38-25125 Thuoe khong Vo trung: vien nang clmg)g, qpp |19 og150017  ogiogroogg  |Malian Medicines
. (chtia pemicillin); thuoc uong dang long; 16/H/2011 Agency AIFA
Brescia (BS), ltaly|, . .. Lk . RTINS
thudoc bot va thudc com (chwra penicillin);
dang bao ché ban rin; vién nén (chia
penicillin).
Sarkhej Bavla i
Cadila N.HNo 8 A|* Thubc khong vd tring: vién nang ctng; UMC/PT/L glfat:\jzzliciﬁgezgél
51 Moraiya, Tal.|vién nang mém; vién nén; thudc phun mu;|EU-GMP 05/12/2012  |08/06/2015
Healthcare Ltd . x , 0/2012 Health Safety
Sanand, Dist.|miéng dan.

Ahmedabad, India

(ANSM)




Av. De los
Quilmes 137 (Zip
code B1883FIB),

* Dung dich thudc tiém; thudc bot dong khod
(bao gdm céc hoat chat sinh hoc, khong bao
gdm thube chira khang sinh betalactam, chat

PIC/S-

National
Administration of
Drugs, Food and

52 Bio Sidus S.A onu“'r[:SS City of kim té bao, hormon) GMP 02317/13 |12/06/2013 12/06/2014 Medical Devives.
Ar entin,e * Thubec bot (pha hdn dich udng chira hoat Argentina
gentt chét sinh hoc). (ANMAT)
Republic
Omega 10 850 Hamon, Health  Products
53 |Laboratories | Montreal, Quebec, . 1 im: Pamidronate Disodium 9.0 mg/mi |S212% 46210 27/0312013  |27/03/2014 |29 Food Branch
Ltd Canada, H3M GMP Inspectorate,
3A2 Canada
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 14
(Theo cong van 13339/QLD-CL ngay 16/08/2013 cuia Cuc Quéin ly dwgc)
NHA MAY . , ] NGUYE . s = [NGAY HET|CO QUAN
STT A - PIA CHI PHAM VI CH NHAN X IAY CN [NGAY CAP e
CONG BO A€ - CHUNG NH N TAC[CIAYC HAN CAP
i i * Thudc vo tring: . ) .
SmithKline Clarendon Road,[+ Thudc san xuit vo tring: thubc cdy ghép UK MIA United Kingdom's
Beecham  Ltd . P X X , o medicines  and
TA Smithkline Worthing,  West|dang ran (bao gom ca thudc chira penicillin). 10592 Insp Healthcare
1 Beecham Sussex, BN14|* Thudc khdng vé tring: vién nang cing;|EU-GMP |GMP 12/12/2012 15/10/2015 Products
.. |8QH, United|dang bao ché ran khac; vién nén; thudc khong 10592/3922-
Pharmaceutical | N e . n , N Regulatory
Kingdom vO trung khac (vién nang cing va vién nén 0024
S . e 1 Agency MHRA
chura penicillin, clavulanate/amoxcillin.)
Stiefel Finisklin Business|, £ A P S . , .
2 |Laboratories  |Park, Sligo,| . [hudc khong vO trung: thude dung ngodil o\ s\ip |2011-083  [23/02/2012  |0s/oas2014  |'MiSh  Medicines
dang long; dang bao ché ban ran. Board
(Ireland) Ltd Ireland
Zoning Industriel - £ o A o in
Fue o par e 100 5 17 i e i v
S.M.B industriel 39, " o PO BE/2012/08 for Medicines and
3 Technology SA |Marche-en- teratogens). Vién nang mém; Thuoc dung(EU-GMP 7 22/03/2012 77/11/2015 Health Product of

Famenne, B-6900,
Belgique

ngoai dang long; Thudc udng dang long; Vién
dan; Vién nén.

Belgium




* Thudc khong vo tring: vién nang ciung;
thudc udng dang 16ng (chira corticosteroid va
céc hormon khac, khéng bao gém hormon

Via Bernardo|sinh duc); thudc bot va thudc cém; dang bao
. Quaranta, 12 -|ché ban rin (chira hormon va cac chit cd hoat IT/84- Italian Medicines
Mipharm S.P.A 20141 Milano|tinh  hormon, bao gdom ca hormon EU-GMP 7/H/2013 29/03/3013 23/11/2015 Agency AIFA
(MI), ltaly corticosteroid); thudc dan; vién nén (chira
hormon corticosteroid va hormon sinh duc).
* Thudc sinh hoc: thudc cd ngudn gbc tir
dong vat.
Poligon Industrial ’ ’ , Ministry of
Can Jardi, Avgda. * Thuoc khéng vc“)’ trung: thuoc bot; thudc NCE/1318/ Health of
Lainco, SA Bizet, 8-12, 08191 |uong dang long; thudc dung ngoai dang long;|EU-GMP 20/06/2013 01/03/2015
RUBI dang bao ché ban ran. 00L/CAT Govemr.nent .Of
- Catalonia - Spain
(Barcelona), Spain
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thé tich
16n; thude dong kho; dung dich thé tich nho.
BAG Health Care|* Thudc sinh hoc: thuéc mién dich; thube
GmbH diéu tri t& bao; thudc céng nghé sinh hoc; DE_HE_01 :
gaArS Gmbrl‘fa'th Amtsgerichtsstrab [thudc co ngudn gbe ti ngudi va dong vit.  [EU-GMP |_GMP_201 |08/09/2011  [03/11/2013 Sfyénq;?rz tham
e 1-5, 35423 Lich,|* Thuoc tir dugc liéu; thuodc vi lugng dong 1 0062
Hesse, Germany [can.
* Duoc chit sinh hoc; duoc chit ¢d ngudn
gbc tir ngudi, dong vat va vi khuan; duoc chit
st dung k¥ thuat gen.
Farma Sant Sebastia, s/n,(* Thuéc V(? tmn;g S : 2 Ministry of Heath
. . 08960 Sant Just|t Thuoc san xuat vO trung: dung dich thé tich NCF/1313/
Mediterrania, Desvern. nho; thue dong khé. EU-GMP 001/CAT 25/03/2013 01/12/2015  |of Government of

SL

Barcelona, Spain

+ Thudc tiét trung cudi: dung dich thé tich

Catalonia-Spain




. é4 WENHE L« Thudc khdng vo tring: vién nang cimg; HPF/FR/A8/ French Health
Laboratoires eorges . Xz , Products  Safety
8 Lyocentre Pompidou, 15004 dang b,ao ché ran khéc. EU-GMP |2011 22/03/2011 21/10/2013 Agency
: * Thuoc sinh hoc chira Lactobacillus casei
Aurillac  Cedex, ¥ (AFSSAPS)
Warsaw
Pharmaceutical *Thudc v6 trung;
Works  Polfa - Thudc san xuat vd trung: Dung dich thé tich
S.A (tén Balan:(22/24, Karolkowa(lén, dung dich thé tich nho. q GIE-IW-N- Main
9 Warszawskie  [Str., 01-207|- Thuoc tiét trUnﬁg cuoi: Dung dich thé tich|EU-GMP 4022/70/12 04/04/2012 26/01/2015 |Pharmaceutical
Zaklady Warsaw, Poland  [16n; dung dich thé tich nho. Inspector, Poland
Farmaceutyczne * Thudc khdng vo tring: Thudc udng dang
Polfa  Spolka long; Thude thut hau mon.
Akcyjna)
239, Ministry of
Takasaki Plant,{lwahamamachi, \ 2 . - ) Health, Labour
10 |Nippon Kayaku|Takasaki-shi, Eg‘sltghg;‘; 'Z’(')‘?Oféztg‘gs;gt lrg('))'a“et COINIEN 3081 (13012012 [13002017 [and  Welfare
Co., Ltd Gunma 370-1208, R ' government  of
Japan Japan
* Thuéc khdng vo tring: vién nang cimng
chira Bacillus Clausii; thuéc ding ngoai dang
. . |Viale Europa, 11-|long; thuéc udng dang 16ng (chira hormon va . -
g |Sanofi-Aventis 1,100 Origgiolcht 6 hoat tinh hormon, khong bao gdml|EU-GMP |/ 03/01/2013  |20/04/2014 |'@/1an Medicines
S.P.A : N : - 1/H/2013 Agency AIFA
(VA), ltaly hormon sinh duc va hormon corticosteroid,
hdn dich chira Bacillus Clausii); thudc bot va
thudc cdm chira Bacillus Clausii; vién nén.
CB. Fleet 4615 Murray|San pham: Sodium Phosphates Oral Solution. US.CGM 09-0055- United States
12 Company, Inc Place, Lynchburg,|Tén tai Viét Nam: Fleet Phospho-soda, P 2012-01- |10/10/2012 10/10/2014  [Food and Drug
' VA 24502, USA |[Ginger -Lemon Flavored VN Administration
Salutas  Pharmal* Thudc khong vo tring: vién nang ctng
GmbH (chtra chat doc té bao/chat kim té bao); thude
Salutas Pharma|Otto-von- ubng dang 16ng (chira chat mién dich); vién DE_ST_01 Co quan thim
13 : . ", a2 |EU-GMP | _GMP_201 |22/03/2013 09/11/2015 X v
GmbH Guericke-Allee 1,[nén (chtta hormon va chat cO hoat tinh 3 0005 quyen buc

39179 Barleben,
Germany

hormon; chat doc té bao/chat kim té bao, chat
mién dich).




Santen

9-19, Shimoshinjo
3-chome,

Pharmaceutical Hioashivodogawa- Ministry of
Co,, Ltd kugOsa?:a Jf an | Japan- Health,  Labour
14 |(Santen 214 Sr;ikirr:ami San pham: Cravit, Ophthalmic Solutions GEAP 1232 27/06/2013  |27/06/2018 |and  Welfare
Pharmaceutical ' Lo government  of
Hodatsushimizu-
Co., Ltd. Noto : Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
56 Hanjin-1 -gil, —
- an pham. Minister of
W SD(;zgz'iii;il:p - Thudc tiem bot Choongwae Prepenem Japan- 15221 Health, Labour
15 Pharmaceutica H 9] h (imipenem 500mg + Cilasti n 500mg) GIE)/IP 15579 04/01/2012 nd ' Welfar
| Corporation Chunge eongna_t - Thubc tiém bot Choongwae Prepenem a elfare,
mf-do Republic| imipenem 250mg + Cilasti n 250mg) Japan
of Korea
State
. Administration of
O o o [ Thube vo trung; oics.  |028120131 Ukraine  on
16 |-omPany 58ganskogo SLi, Thude san xudt vo tring: Thube bot chira AUMP/GM |19/04/2013  |22/07/2016  |Medicinal
Kievmedprepa [Kyiv, 01032, . GMP
rat" Ukraine cephalosporin. P Products
(SAUMP) -
Ukraine
* Thudc khong vo tring: Vién nang clng
Ostravska 5 [chia chat kim t& bao; Vién mang mém chira
Teva crechlen 305 747 70’ cyclosporin; Thubc dung ngoai ding ngoai sukls22080 State institute for
17 . P-9L9. chira hormon; Thudc uéng dang 1ong chira|EU-GMP 17/01/2013 25/10/2015  |drug control,
Industries s.r.o [Opava, Komarov - 3/2012

Czech Republic

cyclosporin; Thudc phun mu chira hormon;
Vién nén chtra hoat chat cé hoat tinh nguy
hiém, chat kim té bao va hormon.

Czech Republic.




* Thube vo tring:

+ Thubc san xuét vo trung: Dung dich thé
tich 16n; Thudc dong kho (bao gdbm ca chat
doc té bao/chat kim té bao); Dung dich thé
tich nho.

+ Thudc tiét trung cubi: Dung dich thé tich
16n; Dung dich thé tich nho.

National Institute
for Quality and

Richter Gedeon|Gyomroi ut 19-| J ~ N e\ in . Organization
18 |Nyrt/Gedeon |21..  Budapest,| . huoc Khong vo trung: Vien nang cimg)\p , syip (OCYVASO21, 0000015 1930212015  |Development i
; Thuoc dung ngoai dang 16ng; Thudc udng 9-3/2011
Richter Plc. 1103, Hungary , LA A Z .z Healthcare  and
dang long; Thudc bot va thudc com; Dang .
N Lo L , ) . A Medicines,
bao ché ban ran chtra khang sinh; Vién nén Hunaar
(bao gdém ca thudc chira hormon va chét ¢6 gary
hoat tinh hormon).
* Thudc sinh hoc: thudc c¢d ngudn gbc tir
nguoi hodc dong vat.
* Duogc chat sinh hoc.
* Thude vo tring: French  National
74 rue Principale|+ Thubc tiét tring cudi: dang bao ché ban Agency for
19 gzimthSraAnce 67930 Beinheim,|rin, EU-GMP (T/ZZFZR’ Y4 l10r12/2012  [02/03/2015 | Medicines  and
France * Thudc khéng vo tring: vién nang mém Health  Products
chira chét c6 hoat tinh hormon Safety (ANSM)
San pham: Thudc tiém bot Meronem (500mg,
19)
V.le Addetta 4/12/{Co s san xuat: ACS Dobfar S.P.A : .
20 QgSA Dobfarl ) 0067 Tribiano|Co so dong g6i cp 1 (dong lo thube boty:|EU-GMP gﬁ;;gll 04/10/2011  [31/03/2014 'Ata';r; '\A/'fg'AC'”es
o (M1), Italia Zambon Switzerland Ltd gency

Co s& dong goi cp 2: AstraZeneca UK Ltd-
UK




* Thudc vo trung:

+ Thudc san xuét v tring: Thudc dong khd
(chtta hormon khéng bao gém hormon sinh
duc va hormon corticosteroid); Dung dich thé
tich nho (chra hormon khéng bao gom
hormon sinh duc va hormon corticosteroid);
thube bot.

+ Thudc tiét trung cudi: Dung dich thé tich

Alfa Via Enrico Fermi. nho. IT/99- Italian Medicines
21 Wassermann |1 - 65202 Alanno z R A , EU-GMP 18/04/2013 09/01/2016
* Thuoc khéng voé trung: Vién nang cung; 2/H/2013 Agency AIFA
S.P.A (PE), ltaly P . , )
Thuoc dung ngoai dang long (chira hormon,
khong bao gdm hormon sinh duc va hormon
corticosteroid); Dang bao ché ban rin; Vién
nén; Thudc cdm.
* Ché pham mau: Thudc dan xuét hodc chiét
xuat tir t& bao//mo nguoi.
* ché phdm chira dan xuét hodc chiét tir té
bao/md nguoi hoac dong vat.
Bangpa-In
Industrial ~ Estate
166~ Moo 16, z A A 2 ) Therapeutic
OLIC Udomsorayuth * Thuoc khong vo trung (thuoc OTC): dang PIC/S- MI-2011- Goods
22 |(Thailand) Road, Bankrasan|bao ché béan rin (thudc kem, gel, thubc md); GMP CE-08904- |09/04/2013  |10/10/2015 | | dministration
Limited Sub-District thudc dang 1ong; thubc udng dang long. 3 Australia '
Bangpa-In District
Ayutthaya  Prov

13160, Thailand




Virrey Liniers 673

* Thudc khéng vo tring khong chira khang
sinh beta lactam, chat kim té bao, hormon:

- Dang bao ché ran : vién nén; vién bao; vién
nang; vién nang mém; vién nén phong thich

Quimica of the C_ity of|kéo dai; ’thuéc dan; ~vién nén, bao tan trong PIC/S- Arg.entina .
23 Montpellie S.A Buenos Aires of|rudt; thuodc bétp’hahén Qjchuéqg; lomp 01366/13 |13/03/2013 13/03/2014  |National Institute
“ " |the Argentine|- Dang bao ché ban ran: thuoc dan, thudc of Drug (INAME)
Republic trimg.
- Thudc dang 10ng: sird; thudc udng nho giot;
hdn dich udng; Elixir;
* Thudc vién nén chira hormon.
* Dugce chat ¢ ngudn gbc tir nguoi hodc
dong vat (urokinase; streptokinase; chorionic
Amold- gon?c:?troprrl]i_n; menope_lu_sal gonad_otrophin;
BT Biotecn|SOTMerEICRING | O s, e CON24.3. Co qun thim
24 28, 52499 I A A e ..|EU-GMP |12/10/2010/(22/12/2010 15/09/2013 X
GmbH . * Dugc chat ¢6 nguon goc tur vi sinh vat quyén Dtrc
Baesweiler, , 2 \ . . 001
Germany (chira tryc khuan duor_lg rudt _(enterobgcterla_);
truc khuan tao acid lactic (lactic acid
bacteria); nim modc (yeasts); tu cau khuan
(streptococci)).
928 avenue dul* Thudc vo tring:
. General de Gaulle,[+ Thudc san xuégt vo trung: dung dich thé tich French — Health
g5 |DOTAOIrES 144500 Herouville|nho. eu-eMmp | TPFPRAS Ligi07i0011  |ov/0ar01a  [PrOdUCts  Safety
Gilbert . . £ R A SO . 4/2011 Agency
Saint-Clair, * Thuoc khong vo trung: thuoc dung ngoai (AFSSAPS)
France dang long; thudc uong dang 1ong; thdang bao

ché ran khac; dang bao ché ban ran.




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

Pot 15
(Theo cong van 16617/QLD-CL ngay 04/10/2013 cia Cuc Quéan ly dwgc)
; ; NGUYE . ,
NHA MAY . , - 2 £ 5 < NGAY HET|CO QUAN
STT A < PIA CHI PHAM VI CHUNG NHAN N TAC|GIAY CN [NGAY CAP e
CONG BO : : : GMP HAN CAP
Estados  unidos
Street, number|* Building I: Thudc khéng chtra beta lactam,
5105. Town of El|chit kim té bao va chét c6 hoat tinh hormon: National
Triangulo, Dung dich thudc tiém; thudc déng kho; dung o
. . XL . P Administration of
MR Pharma Malvinas dich va hon dich dung cho mat. PIC/S- Druas. Food and
1 Argentinas * Building II: Thubc khong chtra chat ¢ hoat 16/01/2012  |16/01/2014 g, .
S.A - , . L on GMP Medical Devices,
Neighbourhood. [tinh hormon: dung dich thudc tiém. Arqentina
Buenos Aires|* Building 11l: Thubc khéng chira betalactam, g
. Lora A s L. . i (ANMAT)
province, chat kim té bao, chat c6 hoat tinh hormon:
Argentine vién nén; vién bao.
Republic
Sanabria No. 2353, Thudc khong vo tring khong chira beta Natlo_ngl :
and Santo Tome| . chat kim té bao, chit ¢ hoat tinh Administration of
2 Elea SAC.LF. N.O' 4340 Buer_los hormon: vién nén; vién bao; vién nand; dang PIC/S- 19/03/2012 19/03/2014 Drugs, Food _and
yA. Aires City,|, . Az L £ I GMP Medical Devices,
. bao ché ban ran; thuoc dan; thude trimg; dung )
Argentine dich thude Argentina
Republic ' ' (ANMAT)
Sa_nabrla No. 2353/, Thubc khdng chita khéng sinh nhém Natlo_ngl .
. (Zip Code IR X . Administration of
Laboratorio C1417AZE) betalactam, chat kim té bao, chat c6 hoat tinh PIC/S- Druas. Food and
3 Elea . |hormon: vién nén; vién bao; vién nang; dang 03001/13 |06/06/2013 06/06/2014 9, .
Buenos Aires|, | X a2 x I GMP Medical Devices,
S.AC.LFyY.A, . . _|bao ché ban ran; thudc dan; thudc trimg; dang )
City,  Argentine bao ché I¢ Argentina
Republic a0 che fong. (ANMAT)




* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich

Dervenakion  6,I6n; dung dich thé tich nhé. National
. . PPV Z. . I 23374/21-3- Organization for
Pharmathen SA |Pallini Attiki,|+ Thuoc tiét trung cuoi: dung dich thé tich|EU-GMP 29/04/2013 30/01/2016 ..
, . 2., . 13 Medicines,
15351, Greece 16m; dung dich thé tich nho.
B R A e , Greece
* Thuodc khéng vé trung: vién nang cung;
thudc dung ngoai dang 16ng; vién nén.
Head of
Famar Health|Avda. Leganes, 62[San pham: Rhodogil 750.000U.1/125mg Medicines for
Care Services|28925 Alcorcon|Tén tai Viét Nam: vién nén bao phim(EU-GMP [012/3236 (04/01/2013 04/01/2014  |Human Use
Madrid, S.A.U |(Madrid), Spain  [Rodogyl Department,
Spain
* Thude vo tring:
Sofarimex  -|Av. Das Industrias|+ Thudc san xuét vo triing: dung dich thé tich National
Industria - Alto do|16n; thudc dong kho; dung dich thé tich nho. F027/S1/H/ Authority of
Quimica e|Colaride, Cacem,|* Thudc khdng vo tring: vién nang cimg;|EU-GMP |AF/A1/001/(23/05/2013 08/03/2016  |Medicines  and
Farmaceutica, |2735-213, thuc dung ngoai dang 16ng; thudc udng dang 2013 Health Products,
S.A Portugal long; thude bot va thude cdm; dang bao ché I.P, Portugal
bén ran; vién nén.
4-6-10 Ministry of
Koishikawa Japan- Health,  Labour
Eisai Co., Ltd ' San pham: Merislon Tablets 12mg P 1233 27/06/2013 and Welfare
Bunkyo-Ku, GMP
Government  of
Tokyo, Japan
Japan
. Nottingham  site, United Kingdom's
ggﬁt::ser Thane Road, Medicines  and
Healthcare Nott!ngham, _ San pham: Strepsils Warm Logenges, EU-GMP PP1010902 10/04/2011 Healthcare
International Nottinghamshire, [Lozenge 6 Products
- NG90 2DB, Regulatory
Limited

United Kingdom

Agency




Thubc khong chira khang sinh beta lactam;

Avenia  Boyaca|chat kim té bao; hormon: National
419 (Zip Code|* Thubc vo tring: Administration of
P.L Rivero Y|C1406BHG), of|+ Thuoc san xuat vO trung: dung dich tiém|PIC/S- Drugs, Food and
o CiaS.A the City of Buenos|(khong bao gdm dang dong chai); GMP 03081/13 |17/06/2013 13/06/2014 Medical Devices,
Aires, Argentine|+ Thudc tiét tring cudi: dung dich thudc tiém Argentina
Republic thé tich 16n, thé tich nho. (ANMAT)
* Thube khong vo trung: dung dich thudc.
* Thube vo tring:
+ Thudc san xudt vo tring: dung dich thé tich
Str. Eroilor nr.[nhé (thuéc nhé mit dang dung dich va hdn National Agency
S.C Rompharm|1A, Oras Otopeni,|dich; dung dich thudc tiém) 018/2011/R for Medicines and
10 Company S.R.L|cod 075100, Jud.[* Thudc khéng vo tring: vién nang cimg; EU-GMP @) 10711/2011 26/07/2014 Medical Devices -
lIfov, Romania  |thudc ding ngoai dang l6ng; thudc udng dang Romania
long; thude cdm va thude bot; vién nén bao
phim.
Warszawskie
Zaklady 22/24, Karolkowal* Thudc khong vo tring: thuég ding ngoai GIE-IW-N- Main
11 Farmaceutyczne|Str., 01-207|dang long; dang bao ché ban ran; dung dich|EU-GMP 18/02/2013 22/11/2015  [Pharmaceutical
£ X 4022/32/13
Polfa  Spolka|Warsaw, Poland |thudc dung qua truc trang. Inspector, Poland
Akcyjna
* Thude vo trung:
+ Thudc san xuat vo trung: thudc tiém; dung
dich nhé mit, nho tai, nho mii v trung.
Swiss No. 182,|* Thubc khéng vo \trl]ng:’ de_}ng ’béo ché long
Pharmaceutical Zr_]ong_shan Rd (dupg dich); dang bao ché’ba’n rén_ (thuoc ma, PIC/S- Department _ of
12 Co. Ltd leshl _ Dist.,|thudc kem); dang bao <_:hé r?_m (vién n_én bao GMP 8295 17/05/2013 10/02/2015 |[Health  Taiwan,
(Xirllshi Plant) Tainan City 744,|duong, vién nén bao phim, vién pén,’wén nén R.O.C
Taiwan, R.O.C bao tan trong rudt, vién nen, thuéc com); vién

nang cung.
* Nguyén liéu lam thubc Cephalosporin (bot
kho pha tiém, vién nang)




Laprida 43 (Zip National
Laboratorio ,(f\;jeellane da 1870) Thudc chira chit kim té bao, hormon ¢ hoat PIC/S.- gﬂ;msms;;a;'donar?;
13 Eczane Pharma . ' tinh chéng ung thu: vién nén; vién bao; vién 03295-13 |13/06/2013 13/06/2014 g, .
S A Province of nane ot GMP Medical Devices,
' Buenos Aires, g cunis. Argentina
Argentina (ANMAT)
General .Vlllegas National
1510 (Zip code . i
7118), San Justo Administration of
14 Quality Pharma BUENoS Aires "ljlﬂluOC‘Chu’aA Cha} Kim t? bao: dung dich thuoc|PIC/S- 03294-13  |13/06/2013 13/06/2014 Drugs, Food _and
SA : tiém va thuoc dong kho. GMP Medical Devices,
province, :
Argentina Argentina
Republic (ANMAT)
17 Athinon Street,
Ergates Industrial|, £ - N e gin . Pharmaceutical
15 |Aegis Ltd Area,  Nicosia,| , uoc khong vo trung: Vien nang cing;| o\, s\ ip |AEGO0IOL Yo 000015  105/07/2015  |services Ministry
thuoc bot pha hon dich uong; vién nén. 2012
Cyprus, 2643, of Health, Cyprus
Cyprus
* San pham: Januvia 100mg.
Merck Sharp &|Via Emilia 21,[(Co sé san xuit: Merck Sharp & Dohme (T/118- talian Medicines
16  |Dohme (ltalia)|27100 Pavia (PV),|(Italia) S.P.A; EU-GMP | o0 ooqp [24/04/2012  (20/07/2004 |\ 0 o
S.P.A Italia Co so dong goi: Merck Sharp & Dohme geney
Australia Pty Ltd).
B.Braun ﬁ\?fsr;riljpaszzie [I;lr?:r(r)rr]]:leuticals
. 1% A gra X g 5. A gra R g _
g7 |Medical 11900 Bayan| | uoc tiem the tich nho; thube tiem the teh\ PIC/S- o015 1101072013 |07/04/2015  |Control  Bureau.
Industries  Sdn 16n; dung dich tham phan. GMP .
Bhd Lepas, Pulau Ministry of
Pinang, Malaysia Health Malaysia
6 Gibaud Road, -
Fresenius Kabi|Korsten,  6020,[* Thudc vo tring: Thubc tiém thé tich nho; pIcls-  |267/31/G0 gﬂjr?tlri)IInESCouncil
18  [Manufacturing |Port  Elizabeth,|thudc tiém thé tich 1on; thudc dang long. Vic 09/04/2013  |09/04/2014 :
. . GMP 017/2013 of the Republic of
SA (PTY) Ltd [Republic of South|xin South Africa

Africa




* Thube vo tring:
+ Thudc san xuat vo trung: Thudc dong kho
(chtra chit doc té bao/chat kim té bao); dung

I?/I_i(:\lzjalllache o Iloln dich thudc thé tich nho (chtra chat doc té National Agency
19 S.C. Sindan - sector 1 bao/ch?t kl.l’fl té ‘E)ao; Chfl't diéu tri k'h01 u)x.  leu-emP 016/2013/R 07/06/2013 08/03/2016 for I\_/Iedlcmets and
Pharma S.R.L . + Thuoc tigt trung cuoi: dung dich thé tich @) Medical Devices -
Bucuresti, cod| ., , L A A1x Ao ta A1a ;
011171 Romania nho (chira chat doc té bao/ chat kim té bao). Romania
’ * Thudc khdng vo tring (chira chat doc té
bao/ chat kim té bao; chat diéu tri khéi u):
vién nang cung; vién nén bao phim; vién nén.
* Thude vo tring:
Bjorkbornsvagen + Thudc tiét trang cudi: dang bao ché ban
20 Recipharm 5 Karlskoga, ran, thljoc geAl. o \ . leu-emp 24:2012/51 17/06/2013 99/111/2015 Medical Products
Karlskoga AB * Thuoc khdng vo trung: dang bao ché ban 5523 Agency, Sweden
69133, Sweden . < " . L s
ran; thuoc dan; miéng dan; thuoc dung qua
truc trang.
: 01-0110- United States
C.B. Fleet Co.|Lynchburg, = VA|San pham: Fleet Pedia - Lax Enema. U.S.CGM
21 Inc. 24502, USA Tén tai Viét Nam: Fleet Enema for Children [P 2013-03- |08/02/3013 08/02/2015 FOOd. .and . Drug
VN Administration
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich thé tich
46, Agissilaou str.,|nho. National
GAP AE/ GAP|Agios Dimitrios|+ Thudc tiét trung cudi: dung dich thé tich 25943/9-4- Organization for
22 IsA Attiki, 17341, |nho. EU-GMP 15012 20/06/2013 129/04/2016 46 4icines,
Greece * Thudc khong vo tring: vién nang cung; Greece
vién nang mém (chtra hormon); vién nén.
National
Terrero 1251, Administration of
Laboratorios  |Buenos Aires,|San pham: Acido Zoledronico Richet (Acid|PIC/S- Drugs, Food and
23 Richet SA Republic Zoledronic 4 mg) GMP 05272012 |31/11/2012 31/11/2013 Medical Devices,
Argentina Argentina

(ANMAT)




* Thubc vo trung:

+ Thudc san xuat vo tring: thude dong khd
(chtta hormon); dung dich thé tich snho;
thudc cay ghép dang ran (chtra beta lactam)

+ Thudc tiét trung cubi: dung ich thé tich 16n; National
24 Anfarm Hellas|Sximatari Viotias, dung dich fhé tich nho. ’ EU-GMP 37854/13-5- 10/06/2013 01/04/2016 Orga_nl_zatlon for
SA 32009, Greece X R A , 2013 Medicines,
* Thuoc khéng vo trung: vién nang cung Greece
(chtra betalactam); thudc ding ngoai dang
l6ng; thudc udng dang 16ng; dang bao ché ran
khac (chtra betalactam); dang bao ché bén
ran; vién nén (chira betalactam).
Av. De 10l é Kkhong chia khang sinh nhém National
Quilmes 137 (Zip L (A A s 7 . . - )
betalactam, chat kim té bao, chat ¢ hoat tinh Administration of
code BI8B3FIB),|mon: dung dich thuée tiém: thude bot|PIC/S- Drugs, Food and
25 Bio Sidus S.A |of the City of]., - tung Ao .o Lo j 03496-13 |04/07/2013 04/07/2014 g, .
Quilmes dong khé (bao gom ca cac thuoc chira hoat|{ GMP Medical Devices,
Araen tin,e chat san pham coéng nghé sinh hoc) Argentina
gentt * Thude bot pha hdn dich udng theo don. (ANMAT)
Republic
Thudc khong chira khang sinh beta lactam;
Int. Amaro Avalos|chat kim té bao; hormon; hoat chét sinh hoc: National
4208 (Zip Code|* Thubc khdng vd trung: thudc bot; thude Administration of
Gerardo Ramon|1605), of the City|cdm; vién nén; vién bao; dung dich thudc;|PIC/S- Drugs, Food and
26 Iy Gia. SALC |of Munro,|hén dich thudc; siro thudc; thubc kem; gel;|GMP 03146-13 110/06/2013 10/06/2014 Medical Devices,
Argentine nhil twong thudc; thude dan dit am dao. Argentina
Republic * Thudc vo tring: dung dich thudc tiém; dung (ANMAT)
dich nho mit.
Saavedra 126062\, 1) 5. khong vé tring khong chira khang National
(Zip code| . IR L. Administration of
C1247AAA),  of sinh betalactam, chat kim té bao, chat cd hoat PIC/S- Drugs, Food and
27 Baliara S.A the City of Buenos tinh hormon: vién nén; vién bao; vién nang; GMP 03320-13 |27/06/2013 27/06/2014 Medical Devices,

Aires, Argentine
Republic

thudc bot; thuée cdm; dang bao ché ban rin;
dung dich thuoc.

Argentina
(ANMAT)




Laboratorio

Carhue 1096 (Zip
code:

* Thudc khong chira khang sinh beta lactam,
chét c6 hoat tinh hormon; chit kim té bao:
+ Thubc khong vé tring: dung dich thudc;

National
Administration of

28 |Pablo Cassara| C~A08CBV)  Ofl 4 e bao ché ban rén: thude phun m, PICIS- 10316513 |14/06/2013  |14/06/2014  |PrU9S: Food and
the City of Buenos L m i £ . |GMP Medical Devices,
SR.L . .|+ Thuoc vo trung: dung dich thuoc, dang bao i
Aires, Argentine| ., N . L . N Argentina
Republic ché ban ran (dung duong tiém hoac khéng (ANMAT)
P dung duong tiém). Thude phun mu.
Ruta 40 Km 155 National
Administration of
Monte  Verde entre Calle 7y 8, PIC/S- Drugs, Food and
29 Pocito, San Juan,|San phdm: vién nang Dralitem 02302/13 |13/05/2013 13/5/2014 g, .
S.A. i GMP Medical Devices,
Republica i
Argentina Argentina
' (ANMAT)
Lynch  3461/63 National
Laboratorio fl;fong?r(]jgusmgi?t)); Thuoc chia chat Kim té bao va hoc mon oo PIC/S- g?tzglsnlsligaélcjonar?;
30 LKM S.A of Buenos Aires, hoat tinh chong ung thu: vién nén va vién GMP 03296-13 13/06/2014 Medical Devices,
: bao. i
Argentine Argentina
Republic (ANMAT)
Istituto
Biochimico Via di Fossignano, . ..
31 [italiano 2- 04011 Aprilia|San phdm: Edevexin eu-GMp |SPP20L2L 45 10312012 ltalian Medicines
i . . 576 Agency AIFA
Giovanni (LT), ltalia
Lorenzini S.P.A
Swiss Agency for
ACS  Dobfar|7743 Brusio,| Thudc vo tring dang dung dich (ké ca thubc|PIC/S- Therapeutic
32 Info SA Switzerland tiém truyén) GMP 12-1921 02/10/2012 06/07/2015 Products
(Swissmedic)
* Thudc khong vo tring: vién nang cung;
Route de Bu. la thubc ding ngoai dang long; thudc udng dang French Health
33 Aptalis Pharma Prevote 78550 long; iang_ bao ché ranAkhai:; vién nAen_. EU-GMP HPF/FR/19 16/09/2011 05/05/2014 Products  Safety
SAS Houdan. France * Thuoc sinh hoc: thudc cong nghé sinh hoc; 7/2011 Agency
’ thudc sinh hoc bang phuong phéap I1én men (AFSSAPS)

khong bao gébm hé vi sinh vt song.




767-7, Aza

Senju Kazukanounonishi Ministry of
Pharmaceutical Saiji Japan- Health,  Labour
34 Co. L td.|Fukusakicho, San pham: Tearbalance Ophthalmic Solution GMP 1771 06/08/2013 ar;ij/emmer\]/t\/elfa(r)(]ec
Fukusaki Plant [Kanzaki-gun, 9
Japan
Hyogo-ken, Japan
Chemin de
Nuisement Lieu- National Agency
Laboratoire dit les 150[* Thudc khdng vo tring: vién nang cimg; HPF/FR/14 of Medicine and
3 Bailly - Creat |Arpents  28500|dang bao ché rin khac; vién nén. EU-GMP 1912012 31/07/2012 116/12/2014 1 ith  Product
Vernouillet, Safety (ANSM)
France
Joint Stock
Company
- (bivisor Stae
139 . 019/2013/S Administration of
) * A A \ . _
36 |NO 1 Of thele kcahanskogo | LpuocvOtringr . PICIS- | AUMP/GM |19/04/2013  |22/07/2016  |Ukraine on
department  of . + Thudc san xuat vo trung: thudc bot GMP -
. St., Kyiv, 01032, P Medicinal
manufacturing :
..~ |Ukraine Products
of injection
forms of
medicines)
17 Athinon Street,
Ergates Industrial|, £ A A e\ i L Pharmaceutical
37 |Aegis Ltd Area, 2643 Thuoc khong vo trung: Vien nang cimg)\p\; sy (AEGOOLOLY, ) aeinni |31/01/2016  [Services Ministry
._|thuoc bot pha hon dich uong; vién nén. /2013
Ergates, Lefkosia of Health, Cyprus

Cyprus




* Thubc vo trung:

+ Thudc san xuat vo tring: thudc dong kho;
dung dich thé tich nho; thubc san xuit vo
trung khéc chira chit kim té bao.

Pharmachemie |SVENsweg 5, 20311+ Thude tiét tring cudi: dung dich thé tich NL/H Health Care
38 GA Haarlem,|nho; thudc tiét tring cudi khac chira chat kKim|EU-GMP 17/09/2012  |05/04/2015 |Inspectorate,
B.V Z 12/0071
Netherlands te bao. Netherlands
* Thudc khong vo tring: vién nang cimg;
thudc khéng vo tring khéc chaa hormon,
medroxyprogesteron, megestrol dang bot kho
dé hit.
Teva T .
. 25, Sienkiewiczal, £ A A s 1 . Main
g9 |Qperations |69 300 Kutno | ., L1u0¢ Khong vo trung: bot pha dung dich) o\ 4o (GIFIW-N-) )00 o015 116/10/2015  |Pharmaceutical
Poland Sp. Z dong thi; vién nén. 4022/17/13
0.0 Poland Inspector, Poland
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thé tich
n£10 (thudce nhé mat; 1o thuoc; bom tiém dong The Institute for
san). . . : Standarization
Teva 18 Eli Hurvitz St.,[+ Thuoc tiét trung cudi: dung dich thé tich and  Control  of
40 Pharmaceutical |Ind. Zones, Kfar|nho (lo thudc). EU-GMP |1427/13 06/06/2013 01/05/2016 .
. £ . A s " , Pharmaceutical,
Industries Ltd. [Saba, Israel * Thuoc khéng vé trung: vién nang cung; Ministr of
thudc udng dang 16ng; thudc bot va hat pellet, y
A N . A Health, Israel
vién nén (vién nén khong bao, vién nén bao
phim).
* Thudc sinh hoc: thude cong nghé sinh hoc.
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
Fresenius Kabi Hafnerstrabe 36, i?:fn diﬂgcdmh fhe e nhos thude san Xud v0 INS-480166 f/ll;ltircl:?r?es and
41 . 8055 Graz, g L inr e Z. : : ... |[EU-GMP (0028-001 (13/02/2013 08/01/2016 . .
Austria GmbH Austria + Thuoc tiét trung cuodi: dung dich thé tich (3/5) Medical Devices
16n; dung dich thé tich nho; thudc tiét tring Agency (AGES)

cubi khac (chtra hormon, chat kim té bao,
khang sinh).




Ctra. M-300, Km.

* Thubc vo trung:

+ Thudc san xuat vo tring: thudc dong kho;
dung dich thé tich nho.

+ Thudc tiét tring cudi: dang bao ché bén
ran; dung dich thé tich nho.

Spanish  Agency

gp  |Alcala Farma, 29,920, Alcala del, "y 1600 Vo trung: vien nang ctmg:|EU-GMP |EX0T8 V11 050012 |16/04/2015  |°F  Drugs  ang
SL Hl\inzngs S 22.3802 thudc ding ngoai dang 16ng; thudc udng dang 2 TEII:/TPS Products
(Madrid), Spain . o dang bao ché rén khic (vién nén bao ( )
phim c6 duodng; thubc cém; thude bot); dang
bao ché ban ran; vién nén va vién bao.
* Thude tir duoce liéu: vién bao duong.
Carl-Braun- San pham: Sterofundin ISO (Solution for
B.Braun Strabe/Am Infusiqn). . Co quan thim
43 Melsungen AG Schwerzelshof 1/[Tén tai Viét Nam: Ringerfundin EU-GMP |DeFN43 10/06/2013 quyén Pitc
1, 34212|(bia chi thu tin: 34209 Melsungen,
Melsungen, Germany.)

Germany




