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

Dot 1
(theo cong viin s6 144a/QLD-CL ngay 04/01/2013 ciia Cuc Quin ly dugrc)
NHA MAY . , - NGUYE < 5 . NGAY HET|CO QUAN
STT CONG B6 PIA CHI PHAM VI CHUNG NHAN N TAc|GIAY CN|NGAY CAP | AN CAP
zl/cl)?: CéorJgacr)\sseSn * Thude khong vo tring: vién nang ctng, ltalian
g [Janssen Cllagly oy ele) - 0ag1o|0und dich thudc dung ngoai, dung dichg; n,glT/24- o 000005 1ooi0012014 [ Medicines
SP.A . thudc uong, thudc xit, vién nén, thudc bot, 1/H/2012
Latina (LT),|.,. . « Agency AIFA
) thudc com.
Italia
* 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 HPF/FR/3 Products Safety
T - - 09/03/2012  |14/10/2014
2. |Sanofi Pasteur | co5a  Marcyltiém thé tich nho U - CMA 1 12012 Agency
L'Etoile, France |* Thudc sinh hoc: sinh phiam mién dich, (AFSSAPS)
sinh pham cong nghé sinh hoc, sinh pham
c6 ngudn gdc tir ngudi hodc dong vat.
* Thubc vo trung:
+ Thudc pha ché vo tring: thudc déng
Parc  industriel|kho, dung dich thudc tiém thé tich nho French  Health
. d'Incarville + Thudc tiét trang cudi: dung dich thudc HPF/FR/2 Products Safety
o - - 06/03/2012  |16/09/2014
3 |Sanofi Pasteur |,7100  val  deltiem thé tich nho U - GMAg2012 Agency
reul, France * Thubc sinh hoc: sinh phim mién dich, (AFSSAPS)

sinh pham cong nghé sinh hoc, sinh pham
c6 ngudn gde tir ngudi hodc dong vat




United

94 . ;
Fleet Rickmansworth |* Thubc khong vé tring: :J;; 4 I\I/:lls'?)\ rﬁg:ﬁgﬁ::; and
. + . % < <. .
Laboratories | 0ad:  Watford)+ dung dich thudc dung ngoal, dung dichg\, yidamp  losozi2001  [21/00/2013  |Healthcare
. 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)
29 Avenue|, £ N N ) £
Charles de Thuoc khong vo trung: dung dich thude French  Health
Famar Lyon |Gaulle, 69230 dcung ngoal, dung dlch_ thudc gong,, thucoc cU - GMPHPF/FR/7 11/03/2011 04/03/2014 Products Safety
) ._|ran chura Cephalosporins, thuoc ban ran, 6/2011 Agency
Saint Genis| .. , .
vién nén chtra Cephalosporins. (AFSSAPS)
Laval, France ,
* Thuoc vo trung:
+ Thudc pha ché vé tring: thudc pha ché
v trung khéac (thudc nhod mat).
E(I)\Ilggrrcege:lanst + Tl:ué}clxti’éthtrfilnqg cubi: dung dich tiém Norwegian
truyent € t1ich nho. ..
Nycomed . N o _ . 12/10405- Medicines
Pharma AS No - 2409 *\Thuoc khong vO trun,g_ dung d1.ch thudcEU - GMH 1 29/08/2012 26/04/2015 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 mi, khi
dune xit miii)
United
UK MIA Kingdom's
Aesica gﬁg?nborouRr?ad * Thudc khong vo tring: dung dich thude 32496 Insp medicines  and
Queenborough| =~ 195EI ubng, thudc ran khéc, vién nén, thuéc gayEU - GMAGMP 22/09/2011  |20/06/2014  |Healthcare
Limited . i 'mé dang hit 32496/304 Products
United Kingdom
33 - 0021 Regulatory

Aagency MHRA




* Thude vo trung:
+ Thubc pha ché vé tring: dung dich
thudc tiém thé tich nho.

Abbott veerweg 121, mhuée tiet tring cudi: dung dich thude NL/H Healthcare
9 |Biologicals 8121 AA OLST,| ., PR g ' gda EU - GMH 22/05/2012 16/12/2012  |Inspectorate,
tiém thé tich nho 12/0039
B.V The Netherlands £ A T , The Netherlands
* Thuoc khéng vo trung: vién nang cung,
dung dich thudc ubng, vién nén
* Thudc sinh hoc: Sinh phém mién dich
Fournier Anngrove,
. . . * X A A~ N . - A , . -
10 laboratories  |Carrigtwohill, .Thu?c khong vo trung: vién nang cing, - sMA2010-024 |13/05/2010 11/03/2013 Irish Medicines
Ireland Co. Cork,|vién nén Board (IMB)
Limited Ireland
Avinguda Cami
Reial, 51-57,
Poligon -
Industrial Rieral* Thudc khdng vé tring: vién nang, vién Ministry of
JUriach  1I|g Calders.[nén, vién bao, thudc bot, thude cém, dung NCF/1112/ Health of
: e alders , , s s
’ c g : - 1/03/2011  [01/01/2014
11 lcia sa 08184 Palau -|dich thubc dung ngodi (dung dich, nhaf =~ CMooy/caT |CHO¥/201L 0L0L/20 g;’t‘;‘?;‘:;em of
Solita I|dich), thuéc m&, kem, gel. Spain
Plegamans
(Barcelona),
Spain
* Thudc vo trang:
+ Thubc pha ché vé tring: dung dich
thude tiém thé tich 16n, dung dich thudc
21st Kmj|... 2 ur , Lz Lk
. tiém thé tich nho, thudc ran va thuoc cay .
Demo Sa[National Road hén chita khane sinh nhom beta lactam 4769/5-7- Greek National
12 [Pharmaceutica |Athens - Lamia, f %)IC; dat trl‘;gns ‘i-odune di lfth » EU - GMPZOll 16/08/2011 16/05/2014  |Organization for
| Industry Krioneri  Attiki, uoL He g cuor: g dich thuoe Medcines EOF

14568, Greece

tiém thé tich 16n, dung dich thudc tiém thé
tich nho.

* Thube khdng vo tring: dung dich thudce
dung ngoai.




* Thubc v trung:
+ Thudc pha ché vo tring: dung dich

S.8.7 BIS KMl|thudc tiém thé tich 16n, thuéc dong kho, :
195 - 80029|dung dich thude tiém thé tich nhe IT/160- ltalian
13 |Kedrion S.P.A[ dung dich thuoe tiém thé tich nho. = "y _ gpp 28/05/2012  [07/07/2014  |Medicines
SANT'ANTIMO |+ Thuoc tiét tring cuoi: dung dich thudc 4/H/2012
. .A PR . L ea 2 Agency AIFA
(NA), Italia tiém thé tich 1on, dung dich thudc tiém thé
tich nho.
* Thudc sinh hoc: ché phim tir méu.
Via Nuova|* Thudc vo tring: ltalian
Bieffe Medital|Provinciale ~ -|+ Thudc tiét tring cudi: dung dich thudc I T/165- -
n 2 s . I - 07/06/2012 30/11/2014
14 SP.A 23034 Grosotto|tiém thé tich nho, dung dich thuoc tiém =U GMFZ/H/ZOIZ Xegrllimile A
(S0), Italia thé tich 16n gency
geva ti 25 Slenkiewlczal, 1 5 khang vé tring: vién nén, thuée GIF-IW-N- FI\’/rl1am tical
15 [OPSrANONS gy - gg.gpp| , - MOC KORT VO THNG: M MUOCE . GMR4022/96/1 |20/08/2011  |08/09/2013 || narmaceutica
Poland Sp. Z ran khac (thuoc bot dé pha dung dich). Inspector,
Kutno, Poland 1
0.0. Poland
/10:I d Rue| Thudc vo tring:
Fleer);?rr:ger parclt Thudc pha ché vé tring: dung dich French  Health
Laboratoire thudc tiém thé tich nho. HPF/FR/3 Products Safety
ientifi : N 2. ) . - 19/03/2010 03/12/2012
16 Aguettant _Srmentlﬂqge .|+ Thuoc tiét trung cuoi: dung dich thudc FU GI\/||:6/2010 Agency
ony - LaMIehliam thé tich nho, dung dich thude tiém (AFSSAPS)
69007 LYON,|, 2. 1 1%
thé tich 16n.
France
Vién nén (bao gdm ca Penicillin va
Lot 1-5, Cheng CephaLospor in), ! h.u(.)c bf'” pha hon d.wh National
Xepa - Soul Industrial Estate (bao gom ca Penicillin va Cephalosporin), Pharmaceutical
17 [Pattinson (M) '|vién nang (bao gdom ca Penicillin vaflC/S - GM123/12 20/03/2012 13/02/2014
75250 Melaka, . . PO Control Bureau
Sdn Bhd Cephalosporin), dung dich thudc uodng,

Malaysia

dung dich thudc dung ngoai, thubc md,
thudc kem, thuoc nhé mat, thudc nho tai.

NPCB, Malaysia




Lot 2599, Jalan

Seruling 59,|Vién nén, vién nang, thudc bot, dung dich .
" A 2 e . A National
Duopharma Kawasan 3,[tiém truyén thé tich 16n, dung dich tiém Pharmaceutical
18 P taman Klang|truyén thé tich nho, thubc kem, thuéc ma,[IC/S - GM266/12  [07/06/2012  |23/04/2014
(M) Sdn. Bhd. Lz ) ) £ . Control Bureau
Jaya, 41200(thudoc com, dung dich thuoc (uong va .
\ < X . L NPCB, Malaysia
Klang, Selangor,|dung ngoai), thuoc nhé mat.
Malaysia
Lot 2&4, Jalan
Upha PIT, _Sect|on 1.3’ Vién nén, vién nang, thuéc bot pha hdn National
pharmaceutica |oond! Industiall .+ éng. dun dich thubc uéng hdn h Pharmaceutical
19 Estate,  43650| @ 4 n& AUNG ich tuoc uong hon 1P\ ~ys_ GMo72/12 (240212012 |16/01/2014
| Mfg (M) Sdn va hon dich, thuoc kem, thuéc md, lotion, Control Bureau
Bandar Barul ., L i
Bhd . thuoc nho tai NPCB, Malaysia
Bangi, Selangor,
Malaysia
Australian
Hospira 395 zéi?aar;(:azg MI-2011- Therapeutic
20 |Australia Pty| ool Thubc vo tring: thude tiém EU - GMALI-01427- [13/10/2011  |29/08/2014  |Goods
Ltd 3173 Australia 3 Administration
, (TGA)
* Thube khong vo tring: vién nang ctmg,
Via Morelli, 2 -{dung dich thudc udng chira héc mén va (T/228- Italian
21 |Roche S.P.A [20090  Segrate|cac chat ¢ hoat tinh hoc mon (khong kéEU - GMA 1/H/2011 09/08/2011 26/11/2013  |Medicines
(M), Italia thudc chira héc mdn corticosteroid va hoc Agency AIFA

mon sinh duc), vién nén.




Village

Ganguwala, Australian
Ranbaxy Paonta  Sahib, |, £ . N e , Therapeutic
22 |Laboratories |Sirmour District,| . LPu0¢ KNong vo trung: vien nang ctimg,), o 51201210072 |5 005015 |o5/07/2014 | Goods
I . VIién nen. 65 . .
Limited Himachal Administration
Pradesh 173025, (TGA)
India
* Thude vo trung:
Aquitaine + Thubc dong khd (thube cd chat cd hoat
pierre Fabre|F MM tinh héc mdn), dung dich thudc tiém thé French  Health
23 |Medicament International  1,|tich nhio(chAat d?c té baf/chat klm'te bao)A’. EU -|HPF/FR/2 26/10/2011 30/06/2014 Products Safety
Production Avenue du|+ Thudc ti€t trung cudi: Dung dich thuoc|{GMP 28/2011 Agency
Bearn  64320|tiém thé tich nho (AFSSAPS)
IDRON, France [* Thubc sinh hoc: san pham cong nghé
sinh hoc
* Thubc vo trung:
+ Thudc pha ché vé trung.
+ Thudc tiét tring cubi.
* z A . N . - A , .
Gedeon Richer| 1105 Budapest duTrll;u(c)ifcl;hS;fo\éoc;S:\Zgnz;/c;:? ndal:]r?gcg?cgﬁ EU  -|oGYI/931 miﬂfurli' of
i - R . 7, T S 18/02/2011 14/05/2013
4 oL Slyomro' UL 19 e udng, thuée ban rén bao gdm chét|GMP  [3-2/2011 Pharmacy,
khang sinh, vién nén bao gom chét khang Hungary

sinh, thudc cém, thude bot
* Nguyén liéu c0 hoat chat duoc dung va
nguyén liéu Thuoc sinh hoc vo trung.




* 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
C i€ ! 2012 |14/10/2014
25 |Sanofi Pasteur | c5o50  Marcy|tiem thé tich nho oMP  |12012  |0¥/0%20 1012014 | A gency
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.
?X lee;igh;zr' * Thudc khong vo tring: vién nang ctng, National
26 S.C. Sandoz Targu Mures. th;uoc ran;kha? (vién rlen pao prllm, thq?c EU-GMP 027/2010/ 28/06/2010 26/03/2013 Medicines
S.R.L com, thuoc bot pha hon dich uong), vién RO Agency,
Jud. Mures,| )
i nen. Romania
Romania
* Thudc khdng vo tring: vién nang cung ilo;/rfglan for
Lek Perzonali 47,|chtta khang sinh beta lactam, vién nang 401- Mge dici{]al
27 |farmaceviska |Prevalje, 2391,|mém chira khang sinh beta lactam, thudc|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 ) )
ién nén chira khang sinh beta lactam Medical Devices
v £ ' (JAZMP)
* Thube v trung: thubc dong kho, dung
dich thudc tiém thé tich nho.
Oraanon Drynam  Road,|+ Thudc tiét trung cudi: dung dich thudc rish Medicines
28 |29 Swords, Co.|tiém thé tich nho, thudc ran va cay ghép. |EU-GMP|2011-093 |(10/05/2011  [04/02/2014

(Ireland) Ltd

Dublin, Ireland

* Thudc khdng vo tring: dang ban ran,
vién nén, cac dang khéc (thudc bot va hon
dich pha thudc dung trong)

Board (IMB)




Industriepark 30,

* Thudc vO tring: dang ban ran, dung
dich thudc tiém thé tich nho.

Belgian Federal

Schering- ) + Thudc tiét trang cudi: dung dich thudc Agency for
29 |Plough Labo gg:;t_Op_g?g_zzo tiém thé tich nho. EU-GMP ZBSE /201110 09/09/2011 17/05/2014  |Medicines and
NV Belgi,um '[* Thube khong v tring: dung dich thude Heallth Products
ding ngoai, dung dich thudc udng, dang (AFMPS)
béan ran. vién nén.
* Thudc khdng vo tring: vién nang cing
(trong d6 c6 chét kim té bao), dung dich
thudc dung ngoai ( dung dich ngoai da,
dung dich héc mén va céc chét c6 hoat Firnich
Orion Tengstrominkatu tinh, héq mon), thuoc ran Khac (thuoc bot, 405/11.01 Medicines
30 |Corporation, |8, 20360 Turku,|thudoc com, bot dung ngoai da), dang ban|EU-GMP . |26/01/2012 27/10/2014
) . . A L2 09/2012 Agency
Turku site Finland ran (gel, bao gom gel chira h6c mon va (FIMEA)

cac chat c6 hoat tinh hoc mdn, thuée md),
vién nén (trong d6 cd chat kim té bao va
h6c mén va cac chat cd hoat tinh hdc
maon).




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 Quin ly dugrc)
NHA MAY . , A NGUYE . s .= [NGAY HET|CO QUAN
STT A < PIA CHI PHAM VI CHUNG NHAN i ~|GIAY CN |[INGAY CAP p
CONG BO . : : N TAC HAN CAP
2 Michael
Erakleous Street,
. Agios Athanassios .
Medochemie : x £ A A ea . Pharmaceutical
1 |Ld  (Factory|industrial - Area,* Thuoc khong vo trung: vien nang ctmg;|g ) syp (MEDOSI20 11o,500015  |59/03/2015  [Services Ministry
Agios Vvién nén. 12/01
AZ) . of Health, Cyrus
Athanassios,
Limassol, 4101,
Cyprus
48 lapetou Street,|* Thudc vo trung:
Medochemie  |Agios Athanassios|+ Thudc san xuat v tring: dung dich thudc 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 xuat vO tring: thudc bot pha
Agios Athanassios|tiém chira nhém penicillin. .
Medochemie  [Industrial ~ Area,|* Thudc khong vd tring: vién nang cung MEDO03/20 Pharrnaceutl_ca_ll
3 N ; e e , . ~|EU-GMP 06/04/2012 07/10/2014  |Services Ministry
Ltd (Factory B) |4101 Agios|chta nhom penicllin; vién nén chira nhém 12/001 of Health. Cvrus
Athanassios,Lima |penicillin; thudc bot pha dung dich udng chtra el
ssol, Cyprus nhém penicillin.
Medochemie 1-10 Pharmaceutical
. * £ A A N . . £
4 |ud  (Cogols|COnstantinoupole 1 Thuoe khong vo trung: dung dich thuoe| g, oyyp [MEDO2I20 |1 g,500015  |01/12/2014  |Services Ministry
- 0s street, 3011,|udng; thudc ban ran; thudc dan. 12/001
Facility) i of Health, Cyrus
Limassol, Cyprus
Medochemie 1-10 Pharmaceutical
i * A A A naT vid L—
5 |Ltd  (Central|SOMStaNtNOUPOle | Thuoc khong VO trung: vien nang cimg;|e ) s\p [MEDOL20 |1g/5a0015  |01/12/2014  |Services Ministry
0s street, 3011,|vién nen. 12/001
Factory) of Health, Cyrus

Limassol, Cyprus




* Thube vo tring:
+ Thuoc san xuat vO trung: dang bao che;

Riikswe 14 thudc thé tich nho dang long (thudc nhod mit, ielegr:in Fedefrs:
Alcon |RHRswed '|thuéc tra mét). BE/2011/00 gency
Puurs, B-2870, L enr een e LA e , |EU-GMP 15/12/2011 13/01/2014  |Medicines  and
Couvreur NV . + Thuoc tiét trung cudi: thuoc thé tich nho 1
Belgium ) ) . ¢ Heallth Products
dang l6ng (thudc nho mat). (AFMPS)
* Thude khong vo tring: dang bao ché bén
ran.
R.P. Scherer,
ZrerIbH (S&che(;(e;r (SBtz:rgmelsbacggeglz * Thudc khong vo tring: vién nang mém; DE_BW 0 Co atan cé thim
KG GmbH  +|Eberbach. Baden -|0und dich thudc udng; dang bao ché rin khac|EU-GMP [1_GMP_20 [19/10/2011  |14/09/2014 . %?n S Pric
Co. KG Wurtteml;erg (vién nang dung tai tryc trang va am dao). 11 0101 wy
Germany
Via isidro Fabela
Productos Norte No0.1536-B, Spanish  Agency
Parque Industrial[* Thudc khdng vo tring: vién nén; vién bao ES/007H/1 of Medicines ang
go\ihe’ SA elroluca  50030|chita chit huéng thin va chit doc té bao.  |F0 CMP |5 11/01/2012\19/08/2014 ||\ iih  Products
' (Estado de (AEMPS)
Mexico), Mexico.
* Thudc vo tring:
+Thudc san xuat vo tring: thuéc dong khd
\F’;tttierunpharma (h6c mon va céc chét ¢6 hoat tinh héc mon):
Vetter Pharma- Eiser?bar?nstr 5.4 |dung dich thudc tiém thé tich nho (héc mon
Fertioun 88085 = va céc chit co hoat tinh hoc mén). DE_BW_0 Co quan cé thim
gung + Thudc tiét tring cudi: dung dich thudc tiem|EU-GMP |1_GMP_20 [12/01/2011  |30/11/2013 guan c
GmbH&Co. Langenargen, ., : quyén ¢ Puc
KG Baden _|thé tich nho. 11 0003
Wurttember * Thubc sinh hoc: san phém sinh hoc; ché
Germany 9 pham c6 ngudn gdc huyét tuong; sinh pham

mién dich; san pham c6ng nghé sinh hoc c6
chura 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:
+ Thubc pha ché v trung: dung dich thudc
tiém thé tich nho. Belgian  Federal
Font Saint Landry|+ Thudc tiét trung cudi: dung dich thudc tiém Agency for
11 g:}g:iﬂ: s |10, Bruxelles, B-[thé tich nho. o EU-GMP EE’ 20110031 00/00/2011  |05/07/2014  |Medicines  ang
1120, Belgium * Thuoc sinh hoc: sinh pham mién 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).
* Thudc san xuat vo trung (bao gdom thudc
bot pha tiém; tiém truyén chira hoat chat
12 Laboratories g ’ - p A , z , _|EU-GMP |12/14/06/20|01/10/2012 31/05/2013 N
Ltd 455 001, Madya Tl_lu_oc_: khc\mg \{0 tring chira ho_at cl%eAlt nhém 12/032 quyén ¢ Puc
Pradesh, India penicillin va nhom cephalosporin: vién nang
cing; Vién nén; vién nén bao phim va vién
nén bao duong; thuc bot pha hdn dich khé.
Binh Duong
Branch, 40 Tu Do Cép:
STADA-YN [Avenue VietNam = o , DE-RPDA- | L4/01/2008 o
13 Joint Venture -Slngapore Vlenxnen, vién nen bao phim (c6 danh sach EU-GMP | 111-VN-10. Gia han lan 1: 31/03/2013 Co qufln ?o t%lam
Co.. Ltd Industrial Pa_rk, cu thé) 10 29/6/20‘10 quyén ¢ Puc
' ' Thuan An, Binh Gia han lan 2:
Duong Province, 19/6/2012

Vietnam




Utsunomiya 163, Kiyohara Ministry of
Plant of Chugai Kogyodanchi San hdam  Tocilizumab (Genetical|Japan- Health,  Labour
14 |Pharma gyoanchl, phar b 2598 03/10/2011  |N/A and  Welfare
. Utsunomiya city,|Recombination) GMP
manufacturing Tochigi, Japan government  of
Co., Ltd ’ Japan
Merck 54-68 Ferndell '.f.‘;:;:;?)tﬁ?ic
Shap&Dohme  |Street, Southf, o o o PIC/S  -[MI-2012-LI4
15 Australia  Pty|Granville  NSW Thuoc khong vo trung: vién nén. GMP 06511-3 21/08/2012 29/06/2015 ig(r)ndii]istration
Ltrd 2142-Australia
(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.15) 307|* Thubc khong vé tring: vién nang cim 1547/11.01 Finnish
16 |Unit VI, uoe Knong g: Yien Nang cungley gmp PL111/03/2011  |15/12/2013  |Medicines
. Patancheru (Cefalexin), bot pha hon dich uong 09/2011
Production Mandal  Medak,|(Cefalexin, Cefpodoxime, Cefprozil), vién Agency (FIMEA)
Blocks B, D, E | o ™ , ~eIp , ~CIprozil), Vie
' '~ |District Andrajnén (Cefalexin, Cefpodoxime proxetil,
Pradesh, India Cefuroxime, Cefprozil, Cefixime).
* Thudc vO trang: thude dong kho, thube bot
pha  tiém/titm  truyén  (Amoxicillin,
;l;::\;]eu);allno 314, Ampicillin, Ampicillin& Sulbactam,
. . y Flucloxacillin, Piperacillin/Tazobactam). -
Aurobindo — |Village, * Thubc khong vo tring: vién nén (Co- 459/12.01.0 Finnish
17 |Pharma  Unit|Quathubullapur uoc Khong ung: EU-GMP PY103/0412012  [03/02/2015  |Medicines
amoxiclav, Flucloxacillin, Pheoxymethyl 1/2012
Xl Mandal, R.R. . . - i , Agency (FIMEA)
District Andra penicillin, Pivmeccillinam), vién nang cting
Pradesh’ India (Amoxicillin, Cloxacillin, Flucloxacillin),
’ thudc rin khac: thudc bot pha hdn dich udng
(Amoxicillin, Co-amoxiclav, Flucloxacillin).
Kremers Urban|1101 C Avenue | US 02- United States
18 Pharmaceutical |West, Seymour,|[San phdm Tarceva tablets CGMP 001502919-101/03/2010 01/03/2012 |Food and Drug
S IN 47274, USA 05-VN Administration




Cilag AG Hochstrasse 201,|Dang bao ché long (thudc san xuét vo trang|PIC/S-  [12-279 08/02/2012  |N/A 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)
19 Dang bao ché rin (san xuit vo tring va hoat
chét ¢6 hoat luc cao; nhay cam).
Duoc chit: duoc chat ¢ hoat tinh cao hodc
nhay cam.
S.C Antibiotice|Str. Valea Lupului|* Thudc san xuat vo 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,|* Thudc khdng vé tring: vién nang cimg Medical Devices,
20 Romania (khang sinh nhdém penicillins; cephalosporin; Romania
cac khang sinh khac); vién nén bao phim;
dang bao ché béan rin; vién dan; vién nén.
LTS Lohmann|Lohmannst.2, * Thude khong vé tring: thudc khung tham;|EU-GMP |DE_RP_01 |20/01/2012  [12/08/2014 |Co quan c6 tham
Therapie -|156626 Andernach,|dang bao ché ran khac (héc mén va céc chat _GMP_201 quyén & Puc
’1 Systeme AG  |Rhineland -|c6 hoat tinh héc mdn); dang bao ché bén’rén; 2 0003
Palatinate, miéng dan ngoai da (héc mén va cac chat co
Germany hoat tinh héc moén).
Oncotec Am  Pharmapark,|* Thudc vo tring: EU-GMP |DE_ST_01 [10/09/2010  [07/01/2013 |Co quan cd thim
Pharma 06861  Dessau-|+ Thudc san xuat vd tring: dung dich thude _GMP_201 quyén & Puc
Produktion Roplau, Saxony-|tiém thé tich 16n (chat doc té bao/ chat kim té 0_0013
GmbH Anhalt, Germany |bao); thubc dong kho (chat doc té bao/ chét
” kim té bao); dung dich thudc tiém thé tich

nho (chat doc té bao/ chat kim té bao).
+ Thudc tiét trang cudi: dung dich thudc tiém
thé tich 16n (chat doc té bao/ chét kim té bao).




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
23 thé tich nho (chdt doc té bao/ chit kim t
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: thubc cidy ghép|EU-GMP |HPF/FR/63/[26/04/2011  [02/12/2013  |French  Health
56380 BEIGNON,|dang rin (khang sinh non-beta lactam; chura 2011 Products  Safety
24 A A
France hdéc mon va céc chat co hoat tinh hoc 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.
25 + Thudc tiét trang cudi: dung dich thudc tiém

thé tich nho (chat kim té bao); cac thudc tiét
tring 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
28 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
29 Industrial ~ Park,|khong v6 trung khac(bot pha hdn dich udng). 035-0002 Regulatory
Irungattukottai, Agency MHRA
Spiperumbudur,
Tamil Nadu, In-
602-105, India
Salutas Pharma|Otto-von- * Thubc khdng vo tring: vién nang cimg|EU-GMP [DE_ST_01 [04/08/2010 02/04/2013  |[Co quan c6 tham
GmbH Guericke-Allee-1, [(chat doc té bao/chat Iim té bao); dung dich _GMP_201 quyén & Puc
Gemap den|thudc udng (tc ché mién dich); vién nén 0_0009
vorliegenden (chira h6c mén va céc chét c6 hoat tinh hoc
30 AL A A A \ A X A . A
Lageplanen Nr.1|mon; chat djc t& bao/chat kim té bao; thuoc
bis 20, 39179|trc ché mién dich)

Barleben, Saxony-
Anhalt, Germany
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Rottendorf
Pharma GmbH

a> Ostenfelder
Str. 51-61, 59320

Ennigerloh
b> Am
Fleigendahl 3,

59320 Ennigerloh
c> Am Holzbach
45, 48231
Warendorf

d> B Logistik
GmbH, Nordring
3-5, 59320
Ennigerloh

* Thudc khong vé tring: vién nang ciung;
vién nang mém; dang bao ché rin khac (thudc
bot; thude cém; pellet chira chit nguy co doc;
Tamoxifen; Flutamide; Clomifen); vién nén
(vién nén sui bot va vién nén bao).

* Thubc sinh hoc: thubc sinh hoc chira
Pancreatin; ché pham di nguyén ding trong
diéu tri.

* Dang thude khéc: thude tir duoe lidu; thude
vi luong dong can..

EU-GMP

37/2010

16/06/2010

23/03/2013

Co quan c6 thim
quyén ¢ Duc
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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)

33

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)

34

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
35 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 hc mén va 5/2011 Products ~ Safety
Signes,  Chemin|cac chit c6 hoat tinh hoc mén): thudc dong HPF/FR/15 Agency
36 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.
Catalent France|74 Rue Principale,|*Thudc tiét tring cudi: dang bao ché ban ran. [EU-GMP |HPF/FR/84/|02/06/2010  [08/01/2013  |French  Health
Beinheim SA (67930 Beinheim,|* Thudc khong vd tring: vién nang mém 2010 Products  Safety
37 France (chtta h6c mon va cac chat ¢ hoat tinh hoc Agency
maon). (AFSSAPS)
Site Simaphac
Plerre  Fabre dZ: ng:halt:::f;:;:je * Thuoc khong v tring: dung dich thuoe HPF/FR/18 Eiﬁr&fféts Ig:?;i;
38 Medicament '[dung ngoai; dung dich thudc udng; thudc|EU-GMP 30/09/2010 02/04/2013
Production 45220 phun mu; dang bao ché ban ran 0/2010 Agency
Chateaurenard, T ' (AFSSAPS)
France
i Site  Progipharm, j T;huéc _lfh()ng Vé trUng; Vién nang_.cfmg; French Health
Pierre Fabre Rue du  Lycee thudc nhgl, d’ung dich thuoc dyng ngoai; dung HPF/FR/34/ Products  Safety
39 Medicament '[dich thuoc uong; dang bao ché ran khac; dang|EU-GMP 23/02/2011 21/10/2013
Production 45500 GIEN, bao ché ban rin( tretinoen); vién nén 2011 Agency
France ; ' (AFSSAPS)

* Thudc sinh hoc: thudc mién dich.




Rotexmedica

Bunsenstrabe 4, D

* Thubc vo trung:

+ Thudc pha ché vé tring: dung dich thudc
tiém thé tich 16n, dung dich thubc tiém thé
tich nhoé chtra h6c mon va cac chét co hoat

g |CMPH  loooas  Tritta T 9CMOM G eu-oMp [PVCMP-o7i07i2010  [14/01/2003 €O GUaN €O tham
Arzneimittelwe German + Thuoc tiét trung cong doan cudi cung: dung H/008/10 quyén ¢ Puc
rk y dich thuc tiém thé tich 1on, dung dich thube
tiém thé tich nho.
* Thudc khdng vo tring: dung dich thudc
ding ngoai, dung dich thudc udng.
* Dang bao ché: Dung dich thudc tiém, thude
Xellia Dalslandsgade 11, Egt hﬁatgﬂ(;c Z?thr;?ég]ur:idéih ttlllirgc tggzc Danish Health
41 Pharmaceutical |2300 Copenhagen|, . P . g d yen, EIEU-GMP |2e/2/e 3881 |10/10/2012 15/10/2013 |and  Medicines
s ApS S, Denmark kNo, vien nang. Authorit
P ’ * Vancomycin dong lo va colistimethate dong y
lo.
units 23-24, UK  MIA United Kingdom's
Tafaraubach .
. z A A , 4351 Insp medicines and
Penn Industrial Estate,|* Thuoc khdng vé trung: vién nang cung, GMP/GDP/ Healthcare
42 Pharmaceutical |Tafarnaubach, dung dich thudc ding ngoai, dung dich thuc|EU-GMP IMP 05/01/2011 24/05/2013 Products
s Limited Tredegar, Gwent,|udng, thudc ban ran, thudc dit, vién nén.
4351/15302- Regulatory
NP22-3AA, 0021 Agency MHRA
United Kingdom gency
. French Health
Zl du Clairay,, Thudc san xuat vo tring: thudc rin va ci HPF/FR/12 Products  Safet
43 Panpharma Luitre, 35300( , | S ] g YEU-GMP 01/06/2011 04/02/3014 y
Fougeres. France ghép (khang sinh nhém beta lactam) 2/2011 Agency
geres, (AFSSAPS)
70 Dbeaver Creek
Road #30, Health  Canada
44 Health 2000 Inc|Richmond  Hill,|San phiam Ethamsylate - 500 mg Injection GMP- FC1iMed2 01/03/2012 N/A Products and
. Canada (7844
Ontario, Canada, Food Branch

L4B 3B2




1389 Trasad Australian
Cadila Road, Dholka, |, z R A , MI-2011- Therapeutic
45  |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
46 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 SAN PHAM CUA CONG TY TNHH LIEN DOANH STADA - VIET NAM

(Kém gidy chirng nhin DE-RPDA-111-VN-10-1-0 ngay 14/01/2008)

Viéc sén xuét cac sin phim sau:

* Bisoplus STADA film-coated tablets;

* Bisoprolol STADA film tablets;

* Cardiostad tabletts ;

* Felodipin STADA time-release tablets;

» Lamotrigin STADA dispergible tabletter ;
» Lamotrigin STADA tablets;

» Lamotrigine EG dispergeerbare tabletten;
» Lamotrigina EG compresse dispersibili ;

» Lamotrigina STADA comprimidos dispersables;
* Latrigil diszpergalodo tabletta;

* Latrigil tableta;

* Latrigil tabletten;

* Lisinoplus tabletter;

¢ Lisinopril Ciclum Comprimidos ;

* Lisinopril EG compresse;

* Lisinopril EG comprimes secables;

* Lisinopril EG tabletten;

* Lisinopril Hydrochlorothiazide EG comprimes secables;

* Lisinopril Idroclorotiazide EG compresse ;

duogc san xuat tai nha may cong ty tai:

Nha may: Cong ty TNHH Lién doanh Stada - Viét Nam - Chi nhanh Binh Duong

* Lisinopril STADA tablets;

» Lisinopril STADA tabletter ;

» Lisinopril + Hidroclorotiazida Ciclum Comprimidos);
» Lisinopril/Hydroklortiazid STADA tabletter;

* Lisiplus STADA tablets;

» Metformin STADA film-coated tablets;

* Omeprazol STADA enteric-coated hard capsules;
* Pantoprazol STADA enteric-coated tablets;

» Paracetamol STADA tablets;

* Paracetamol EG comprimes ;

* Piracetam STADA film tablets;

» Stadamet filmom obalenych tabliet ;

+ Stadamet potahovane tablety ;

* Vitopril tablets ;

* Vitopril tablets ;

* Vitopril H;

* Vitozid tablete ;

* Zestan tablets

Dia chi: Sb 40, Pai 16 Ty do, Khu Cong nghi¢p Viét Nam - Singapore, Thuan An, tinh Binh Duong, Viét Nam
da tudn thii nguyén tic co ban vé san xuét thudc va dam bao chét lugng theo tiéu chuan cta Chau Au.



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

Dot 3
(Theo cong viin s6 1710a/QLD-CL ngay 01/02/2013 ciia Cuc Quan 1y dwgrc)
NHA MAY . , ] NGUYE ] .. - |NGAY HET|CO QUAN
A P < NGAY CAP <
STT CONG BO DIA CHI PHAM VI CHUNG NHAN N TAC GIAY CN HAN CAP
16-24 rue Jean|, STV ‘. . e French Health
Thuoc tiét trung cudi: dung dich thuoc tiém
1 |Guerbet Chaptal, 93600, «"t(h 1on. dung dich thude tiém thé tich|EU-GMP |- T RA2 \o0i06i0001  |30/00/2003  |Products  Safety
Aulnay Sous Bois, ho 5/2011 Agency
France ' (AFSSAPS)
Boehringer 04-0133- United States
2 Ingelheim Columbus, — OH Viramune XR Extended-Release tablets U.S.CCM 2011-15- |18/05/2011 18/05/2013 |Food and Drug
43228, USA P .
Roxane Inc VN Administration
Manufacturing
Division, L-139 -
L-146, VernalVién nén hai 16p T+A (Telmisartan + 2
3 |CiplaLtd. Goa |Industrial Estate,|Amlodipin) (40/5 mg, 40/10mg, 80/5mg,|EU-GMP |201048 631002010  |20/11/2012 €O, AUaN  tham
M quyen bt
Verna  Salcette,|80/10mgQ)
Goa - 403 722,
India
10 rue Colonel[* Thudéc khéng vo tring: vién nang cing, French Health
4 De_lpharm Charbonneaux1 dyAng d}ch thuoc uong, dang bao ché ran khac, EU-GMP HPF/FR/80/ 17/06/2010 15/04/2013 Products  Safety
Reims 51100 Reims,|vién nén. 2010 Agency
France * Thudce tir duoc lidu (AFSSAPS)
Frazione Ravina -
E-Pharma Via Provina, 2 -|* Thudc khong vd tring: vién nén, thudc bot IT/82- Italian Medicines
> Trento S.P.A 38123 Trento|va thudc cdm. EU-GMP |5 hip1n  [22/03/2011  |14/05/2013 Agency (AIFA)
(TN), Italia
* Thubc khong vo tring: vién nang ctng,
. : _|thuéc ran khac, vién nén. (Thomapyrin
ﬁ]%irllr?fi?r: 4o ;ﬁ?:r:ggurt ngﬁ classic tablets 200/250/50 mg, Thomapyrin
5 Brasil Quimica|286 Itapecerica da intensive tablets 250/200/50 mg, Buscopan EU-GMP 2010/72/55/ 91/12/2010 20/08/2013 Co gua}n c’o tham
sugar coated tablets 10mg, Dulcolax sugar M quyén ¢ Puc

e Farmaceutica
Ltda

Serra. Sao Paulo/
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 (chta hoat tinh hormon); dung
B.Braun Strape/Am dich thudc tiém thé tich 16n. EU-GMP Efﬂﬁioﬂlz 06/12/2012  |o6j0arp01s | CO Guan o thdm
Melsungen AG |Schwerzelshof ~ |* Thuéc khong vo tring: dung dich thudc| I quyén ¢ Duc

X 0041

1/1, 34  212|udng.

Melsungen,

Germany

Merck KGaA * Thudc vo trung:

Frankfurter StraB g+ Thudc san xuat vo tring: dung dich thubc

250, A18, A3L[tiem thé tich 1én; thuéc dong khd

A32, D3, D9,|(prostaglandins/Cytokine); dung dich thudc

D11, D12, D15,|tiém thé tich nho (h6c mdn va céc chét co

D24, D25, 111,|hoat tinh hoc mén); thudc nho mét.

N78, N79, N8O,[+ Thudc tiét tring cudi: dung dich thude tiém DE-HE-0L- 9
Merck KGaA [hoo, PHS, PRIGIME tichnho =+ = _ |EU-GMP |GMP-2011-{05/09/2011  |o1/12/2012 |0 Juan €O tham

PH23, PH25,[* Thuoc khor]g VO trang: vién nang cimg; 0057 quyén ¢ Buc

PH26, PH28,[dung dich thuoc uong; dang bao ché ran giai

PH33, PH50,|phong thay dbi; vién nén.

PH51, PH52,|* Thudc sinh hoc: sinh pham mién dich; sinh

PH80, V40, V41,|pham cong nghé sinh hoc; vic xin diéu tri

V42, V66, V67  |ung thu.

64293 Darmstadt,[* Nguyén lidu: hoat chat c6 ngudn goc tir

Germany dong vat; hoat chat/ta dugc.

* Thubc vo tring:
+ Thudc séan xuét vo trang: thudc dong kho;

Kantstrape 2,|thubc bot vo tring; dugc chat vo tring
Baxter 33790 (Cyclophosphamide; Ifosfamide) Co quan c6 tha
Oncology yEIOPESPamIce: ;. |EU-GMP |DT/12/2010[21/05/2010  |19/11/2012 |~ JHan €O tham
GmbH Halle/Westfalen, |+ Thuoc tiét trung cong doan cudi cung: dung quyen ¢ Buc

Germany

dich thudc tiém thé tich nho
* Thudc khdng vo tring: dung dich thudc
dung ngoai.




* Thubc vo trung:

+ Thudc san xuat vo tring: thude dong khd
(h6c mdn va céc chat c6 hoat tinh héc mén:
héc mén sinh duc); dung dich thudc tiém thé

Xir‘;eaﬁne onsse tich nho: thude san xudt vo tring Khac (thuée 1168 o Medicines
10 Hospira S.p.A 20060 Liscate bot). o . ‘ . EU-GMP A/H/2011 14/07/2011 25/02/2014 Agency AIFA
(M), Italia + ;Fh’uoc tu;et trung cuoi: dung dich thudc tiém
thé tich nho.
* Thudc khong vo tring: vién nén
* Thude sinh hoc: thubc déng khd c6 ngudn
gbc tir nguoi.
. . . 05-0168- United States
1 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 - i
VN Administration
Justus-von-Liebig-|* Thudc khdng vo tring: vién nang cimg;
Abbott Products|Str.33, 31535(vién nén; dang bao ché rin khac. Co quan co tham
12 GmbH Neustadt, * Thudc sinh hoc: sinh pham ¢ ngudn gdc tir EU-GMP |15/2010 2210412010 19/02/2013 quyén & Puc
Germany nguoi va dong vat
Bristol -M 304’,[ AvJenue Bdu * Thudc khong vo tring: vién nang cung; HPE/ER/22/ Ere?fht l;e?Iih
13 S(;Ijik())b TVIYErs 47050%“r eaA”GEIL“’ dung dich thudc uéng; dang bao ché bén rin:| EU-GMP |, - 23/02/2012  |15/09/2014 Ar;enuc‘;s alety
Erance vién dan; vién nén. (AFSSAPS)
979 Avenue des National Agency
Bristol -Myers|Pyrenees, 47520|* Thudc khong vo tring: dang bao ché rin HPF/FR/12 of Medicine and
14 Isquibb LE  PASSAGE,|khéc; vién nén. EU-GMP 1912012 10/07/2012123/03/2015 |\ Safety
France (ANSM)
* Thudc vo trung:
+ Thudc pha ché vé tring: dung dich thudc
tiém thé tich 16n; dung dich thubc tiém thé
hameln Langes Feld 13,|tich nho; hon dich vo trung. ’ Co quan ¢6 thim
15 pharmaceutical |31789  Hameln,|+ Thudc tiét trung cong doan cudi cung: dung|EU-GMP |07/2010 18/03/2010 14/01/2013 N
GmbH Germany dich thudc tiém thé tich 16n; dung dich thude quyen o Buc

tiém thé tich nho.
* Sinh pham y té: sinh phdm mién dich (véc
xin chira virus bat hoat).




5
A

166-170, Nguyén

cong  ty Oy s Tp. Tuy Hoa Co quan thim
16 phan qu" p Ay ...|Vién nang ctrng (Cefaclo Stada 500mg) EU-GMP 10/01/2013 31/08/2014 A d ,
tinh Phu Yén, Viét quyén buc
Pymepharco
Nam
GT:;Z:& Street, Thudc v6 tring: vién nang ctmg, dung dich Pharmaceutical
g7 |Remedica Ltd) o ctrial  Area [TU0C dUNg ngodi, dung dich thude uong,| e sy p [REMOLI20 10015 1930012015 |Services Ministry
(Building 1) . thuoc phun mu, dang bao ché ban ran, thudc 12/001
Limassol, 3056, .. .. , 2 A . p of Health, Cyprus
dat, vién nén, thudc bdt pha dung dich udng.
Cyprus
* Thube vo tring:
+ Thudc san xudt vo tring: dung dich thude
tiém thé tich nho.
Avinguda de|+ Thudc tiét tring cudi: dung dich thudc tiém .
- . i L ein o Ministry of
L aboratorios Barcelona, 69, [thé tICh’nhO, dung dich thudc tiém thé tich NCE/1110/ Health of
18 : 08970 Sant Joan(16n, thuoc nho tai. EU-GMP 25/02/2011 01/2014
Lesvi, SL . PO , L 001/CAT Government  of
Despi (Barcelona),|* Thuoc v0 trung: vién nang cung, Vién nén, . i
. o A . P Catalonia - Spain
Spain vién bao, vién bao phim, thuoc bot uong,
thudc cbm, thudc bot dung ngoai, dung dich
thudc udng (dung dich udng, siro, hdn dich
udng).
Remedica  Ltd Aharnon Street,| Thuoc khqng, vO Erung; vién ,nang cing .
(Buidin 5. Limassol (hormon va céc chat cé hoat tinh hormon, REMO05/20 Pharmaceutical
19 g Industrial, Estate,|chat doc t& bao/chat kim té bao); vién nén|EU-GMP 30/08/2012  [11/07/2015 |Services Ministry
Cytostatics/Hor |, . . I . 12/001
mones) Limassol, 3056,|(hormon va cac chat c6 hoat tinh hormon, of Health, Cyprus
Cyprus chat doc té bao/chat kim té bao)
Boehringer Binger StraBe 173,[* Thudc san xuét v tring: dung dich hit.
Ingelheim D-55216 * Thudc khdng vo tring: vién nang ctng 2011/97/55/ Co quuan tham
20 Pharma GmbH|Ingelheim, gelatin, dung dich hit, vién nang HMPC, EU-GMP M 15/09/2011 21/07/2014 quyén Dt
& Co. KG Germany thudc phun mi, vién nén.
* X . N . z
Z1 Longpre, 10 rue .AThuof san X,uat vo tru\n g dimq dlih thude French Health
Laboratoire Andre Durouchez tim the tich 16n; dang bao che ban ran, dung HPF/FR/3/2 Products  Safet
21 : . “"ldich thudc tiém thé tich nho. EU-GMP 23/02/2011  |10/06/2013 Y
Unither 80084  Amiensl,” . &c khong vo trung: dung dich thude 011 Agency
Cedex 2, France g g- g a (AFSSAPS)

dung ngoai.




. 5th km Paiania-|* Thudc khdng vé trang: vién nang clg; National
Boehringer Markopoulo vién nang mém; dung dich thudc udng; vién 33945/11-5- Organization  for
22 |ingelheim Ellas podlo, |vieh nang mem; GUng dich thuoc uong; VIEN| gy gmvp 02/07/2012  |23/03/2015 gant
AE Koropi Attiki,[nén. 12 Medicines,
' 19400, Greece  |* Thudc dugc liéu. Greece
Avda.
Miralcampo,7,
Pol. Ind. . Thuée khéng vo tring: Vién nang cting Spanish  Agency
g3 |-aporatorios |Miralcampo, 1, 1o bao ché rin khéc (thude boo). Vien nén|EU-GMP |29 0611012010 01/07/2013  [of  Drugs  and
Liconsa, S.A - |Azuqueca de (vién nén; vién bao) 0 Health Products
Henares 19200 ’ '
(Guadalajara),
Espana
a> 96 Merrindale
grrclavfj’on Sczylt(r:] a> Tai 96 Merrindale Drive, South Croydon
Sigma 313%/ VIC 3136: Thudc khong vO tring chua Australian
. ] penicillin. i Therapeutic
24 |Pharmaceitical |b> 266-302\5> Tyi 286-302 Frankston - Dandenong Road| o/~ [1516 28/05/2010  [10/12/2012  |Goods
s Australia Pty[Frankston - iy . . .|GMP . i
Dandenong South VIC 3175: c&c thuoc tru Administration
Ltd Dandenong Road| , . z
thuoc chira cephalosporins, hormon, chat (TGA)
Dandenong South héne une thu hode thude vé trin
VIC 3175’ cnong ung thu hoac thuoc vo trung.
Australia
Sioma 7 Maitland Place, Australian
Ph%rmaceutical Norwest Business|Dang bao ché ran (thuc bot) khdng chira TGA. Therapeutic
25 ) Park,  Baulkham|penicillin, cephalosporin, chat chong ung thu, 1839 14/10/2010  |04/12/2012  |Goods
s Australia Pty], . X GMP .. .
Ltd Hills NSW 2153, [thudc v6 trung. Administration
Australia (TGA)
* 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- X
26 |PAG  healthiAmsgerichsstrae| <" i khuan hodic chit doc).thude vé t&|EU-GMP |111-L -57 -|04/11/2010  |0a/11/2013  |C° uan €O tham
Care GmbH 1-5,35423 Lich . L N AR quyén ¢ Puc
bao (thudc €6 ngudn goc tir nguoi hoac dong 1-41

vat).
* Thudc tir duoc lidu, san phérn déng can vi
luong.




* Thubc 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

68 Aprilskol . . ) .
. dich; thudoc bot pha dung dich tiém .
97 Balkanpharma -|vastanie Blvd., (cephalosporin). EU-GMP BG/GMP/2 18/12/2012 12/10/2015 Bulgarian  Drug
Razgrad AD Razgrad 7200, PR Z. . IO 012/038 Agency
. + Thuoc tiét trung cudi: dung dich thudc tiém
Bulgaria 2., .
thé tich nho.
* Thudc khéng vO tring: vién nang cing,
dang bao ché ban rin, vién nén, thudc bot pha
hdn dich udng.
Unit 5 151
Niche Generics|Baldoyle * Thubc khong vé tring: vién nang ctng, Irish  Medicines
28 Limited Industrial  Estate,|vién nén. EU-GMP 12010-102|01/11/2010 25/06/2013 Board (IMB)
Dublin 13, Ireland
BLB 016,Bulebel
Actavis (malta)|Industrial ~Estate,| Thudc khéng v triing: vién nang cimg, thude MT/018H/2 Medicines
29 i Zejtun ZTN3000,|bot, thube cdm, vién nén. EU-GMP 1510 04/01/2011 130/09/2013 Authority
Malta
* Thude vo trung:
+ Thudc san xuat vo tring: thude dong khd
(chat doc té bao/chat kim té bao) dung dich
. thudc tiém thé tich nho (chat doc té bao/chat
Actavis  ltaly| V1@ Pasteur, 10 -1 bao) IT/173- ltalian Medicines
0 Ispa ?&?)14“&”';'”\"&”0 + Thubc tiét tring cudi: dung dich thue tiem|=O CMP {3010 [16/07/2010 [13A/2012 )\ ey AIFA

thé tich nho (chat doc té bao/chat kim té bao,
h6c mon sinh duc).

* Thubc khong vo trung: dung dich thudc
udng (hoc mon sinh dyc).




* Thubc vO tring: thudc dong khd (chit doc
té bao/chat kim té bao), dung dich thudc tiém
thé tich nho (chét doc té bao/chat kim té bao,
cac chat diéu tri khdi u khac)

B-.dUI lon + Thudc tiét trang cudi: dung dich thudc tiém i
SC.  Sindan-|nalache r- 1Ly s ieh nho (chét doc té bao/chdt kim té bio) 022/2010/R National
31 2 sector 1, o OnID ASRAL GO Te danienal KIm 1 B90) lEu-aMP 21/05/2010  |12/03/2013  |Medicines
Pharma S.R.L . * Thuoc khéng vo trung: vién nang cung @) .
Bucuresti, codl . ..z . L s X La . ) Agency, Romania
011171 Romania (chat doc té bao/chat kim té bao, cac chat
‘ diéu trji khéi u khac), vién nén bao phim (chat
doc té bao/chat Kim té bao, cac chat diéu tri
khéi u khac), vién nén (chat doc té bao/chat
kim té bao, cac chét diéu tri khdi u khac).
Balkanpharma
ll::lltfgnrlet: q AD 3 Samokovsko
* A A A ~ . =A 7 -
39 manufacturing Shoss.e Str., .AThu,OC khong vO trung: vién nang cimng, EU-GMP BG/GMP/2 31/08/2011 91/07/2014 Bulgarian  Drug
. Dupnitsa  2600,|vién nen. 011/020 Agency
Facility for Bulgaria
Solid  dosage g
Forms
Unit 1 Hill Top|* Thudc vo trung:
Industrial  Estate,|+ Thudc san xuét vo tring: thuéc dong kho, Portuguese
Village  Bhatoli|cac thuéc vO tring khac (thudc bot Venus National
venus Kalan Near|(cephalosporin va carbepenem), thudc dong Remedies Authority of
33 'Efr:]ifgées Jharmajri  Export|kho chtra chat kim té bao). GMP-EU | imitedsop [3/08/201L  |23/06/2014 |\ icines  and
Promotion  Park,|+ Thudc tiét tring cong doan cudi cung: dung 2 Health Products,

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

dich thudc tiém thé tich nho chtra 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
34 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.
35 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
36 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
37 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
38  |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
39 |Societd Per o lilei, 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
40 Pharmaceutical ’ ~'[* Thubc khong v 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
41 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 Regulatory
Rico, PR -00729, 3-0002
United States Agency MHRA
Plot numbers 457[* Thudc vo tring: dung dich thudc tiém thé United Kinadom's
and 458 Sarkhej-|tich 1on, thubc dong khé, dung dich thue UK GMP ed ving
. n 2. . medicines and
Intas Bavla Highway,|tiém thé tich nho. 17543 Insp Healthcare
42  |Pharmaceutical |Matoda, Sanand,|+ Thudc tiét tring cudi: dung dich thubc tiém|GMP-EU |GMP 19/04/2010  [08/03/2013 |, '
s Limited Ahmedabad, thé tich nho. 17543/9621- Reaulator
Gujarat, 382210,[* Thudc khdng vé tring: vién nang cung, 0011 g y
. L g . A, Agency MHRA
India thudce ran khac, dang ban ran, vién nén
Astellas  Pharma
Tech Co. Ltd., 2-
Toyama 178 Kojin-machi,|San xuat c4c hoat chat dugc dung: Irish  Medicines
43 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 I SR S DE HE 01 2
a4 g':}ﬁ;t Pharmal s “63303 Dreieich, hgztéiha?hé stfr'lhcllfscpham tr mau, sinhl -\ e e | GMP 201 |02/082011  |06/09r2013  |€° énquz tham
Hesse, Germany p £ nens . 1 0014 y
. : * Thube vo trung: dung dich thudc tiém thé . .
g5 |Astelles Irelandjicillorglin, oy ) s GMP-EU |581/M1035 [27/04/2012  |03/06/2014 |1~ Medicines
Co. Ltd Kerry, Ireland z n A i , Board (IMB)
* Thuoc khong vo trung: vién nang cliing
L6  Z01-02-03a,
Cong ty cb ]lflillngCXPhugzg GMP- dcl?n; ufl? Yqu?él \IIZ
46 pll?n o dugc Tan .Thuén POng, Thuoc vién nén (ESKAZOLE 200mg) Nhit Bin 21/12/2010 N/A Dﬁqc p.h Am Nhit
phatn avi Q7, TP HCM, Bin
Viét Nam
H-17/H-18, Thgoc _k_hong vO tr_ung: vien — nen
(Glimepriride;  Metformin  hydrochloride; I
O.LD.C., Mahtma Repaglinide; Ropinirole; Metformin 5543/11.01 Finnish
47 |Usv Limited |Gandhi  Udyog| Padiinice, pinirote, - MEHOMINI 2\, spp L 107/20/2011  [23/02/2014  |Medicines
hydrochloride prolong release; Clopidogrel; 09/2011
Nagar, Dabhel ) h . Agency (FIMEA)
Daman. India Irbesartan; Naratriptan hydrochloride;
' Trimetazidine hydrochloride; Sevelamer)
: French  Health
2l du Clairayl, 1y 6o ve tring: thube cdy ghép dang rén HPF/FR/12 Products ~ Safet
48  |Panpharma  |Luitre,  35300| .. g- thuoc cay ghep dang rane\; gpp 01/07/2011  |04/02/2014 y
Fougeres, France (chtra beta lactam) 2/2011 Agency
’ (AFSSAPS)
* Thude vo trung:
+ Thudc pha ché vé tring: dung dich thudc
tiém thé tich nho, thuc cay ghép dang rin
(chtra khang sinh beta lactam).
o oo aioft TUEE O g et
49 Pharmaceutical |95, Pikermi Attiki, nhe ’ gd . EU-GMP 10 20/09/2010 13/07/2013  |Organization for
Co., Inc 19009, Greece ° Medcines EOF

* Thudc khdng vo tring: vién nang cimng
(chta khang sinh beta lactam), dung dich
thudc udng, dang bao ché rin khac (chua
khang sinh beta lactam), vién nén (chuaa
khang sinh beta lactam).




* Thudc khong vo tring: vién nang ctng,

Dragenopharm [Gollstr.1,  84529|vién nén, dang bao ché rin khac (thudc bot, DE_BY_04 Co auan  thim
50  |Apotheker Tittmoning, cdm, vien nang mém bao), vién nén GMP-EU | GMP_201 [19/05/2011  |11/05/2013 " éanl’rc
Puschl GmbH  |Bavaria, Germany |* Thuéc tir dugc liéu. 10061 qauy
Thubc vi luong ddng can.
* Thudc vo trung:
sun _|Halol - Baroda) & pha ché v trung: dung dich thudc Netherland'
Pharmaceutical |Highway, Halol,| .. 2. \ X, 2 A1x NL/H
51 . . tiém the tich nho (Chat ddc t€ bao) GMP-EU 23/12/2010 07/10/2013  |Inspectorate  of
s Industries Ltd {Gujarat, 389350, z - N A X e 10/0110
. . * Thuoc khéng vo trung: vién nén (Chat doc Health Care
Halol site India o
té bao)
2-9-41  Yahata- Ministry of
52 |Kanonji Institue|S" Kanomill oy ax CMP-— 19397 24/09/2012  |N/A Health, ~ labour
City, Kagawa, Japan and Welfare,
Nhat Ban Japan
* Thudc tiét tring cudi: dung dich thude tiém
Berlin - Chemie| ) Nicker - Weg the tich I6n. Co quan c6 thim
53 125, 12489 Berlin,[* Thudc khéng vo trung: dung dich thubc|EU-GMP [2012/01/bc [03/07/2012 18/06/2014 9 y
AG £ . P - £ quyén ¢ Duc
Germany uong, dung dich thudc dung ngoai, thuoc
cdm, thude dat.
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thude
Qanufatﬂtﬁpiirgljm Via Sette Santi, 3- Eeﬁgéecttlicélz :lrlll;g cudi: dung dich thudc tiém IT/136- Italian Medicines
> i ogistics  and ftglllil FIeNZe, |1 & tich nho. ' EU-GMP |1 jip01q  [09/05/2010 181112013 10 ey AIFA
services S.r.| * Thubc khong vo trung: dung dich udng
(hormon corticoid), dang bao ché ban rin
(hormon corticoid).
Menarini - Von
- Heyden GmbH - A R A . DE SN 01 Lz
55 |Menarini - Von| o ider Strage 7] L1u0¢ Khong VO trung: vien nang cing;\ o\ svip | Gmp 201 |01/11/2011  |28/07/2014  |C° 9uaN €O tham
Heyden GmbH 13 01097|vién nang mém; dang bao ché ran; vién nén. 1 0020 quyén ¢ Duc

Dresden, Germany




56

Sanavita
Pharmaceutical
s GmbH

Lohstrasse 2, D-
59368 Werne,
North Rhine-
Westphalia,
Germany

San pham Paracetamol-Bivid

+ (Co s& san xuat: Bieffe Medital S.P.A -
Via Nuova Provinicale s/n, 23034 Grosotto

(So), Italy.
+ Co sO xuat xuong:
Pharmaceuticals GmbH )

Sanavita

EU-GMP

DE_NW. 0
1 GMP_20
120001

07/03/2012

06/03/2015

Co quan
quyén Puc

thdm




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

Dot 4
(Theo cdng viin s6 2232a/QLD-CL ngay 07/02/2013 ciia Cuc Quan 1y dwgrc)
NHA MAY . , ] NGUYE ] .. . [NGAY HET|CO QUAN
TT A < DPIA CHI PHAM VI CH HA < IAY NGAY CAP e
S CONG BO IA C AM VI CHUNG NHAN N TACG CN HAN CAP
*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
Baxter 2 Woolands
Healthcare SA Industrial Park D PIC/s- Singapore's
3 : '|Street 2,|Dang bao ché long v trang khong tiém. MO00190  |31/10/2012 06/05/2013  [Health  Sciences
Singapore . GMP .
Singapore 737778, Authority (HAS)
Branch .
Singapore
198-202 New|, Thude vé trine: bat pha fiém Australian
industrial —~ Area *Th 1i‘)c I:]hén \%6 tr'urlp . th 60' bot pha dung|PIC/s- MI-2010- Therapeautic
4 |Lupin Limited |No.2, Mandideep dich“ ¢ _Vign o thg-(‘)c ‘éét - ESH dichq onp |CE-00573- |08/09/2011  [12/08/2013  |Goods
(Bhopal) 462046 -| uons, » tid oLp Y 3 Administration

India

vién nang cung.

(TGA)




* Thube vo tring:
+ Thuoc san xuat vO trung: thuoc bt dong

fé%rshchahivsk kho; dung dich thubc tiém thé tich nho (dam State
y  chemical dic); thude bot. 005/2012/5 Administration of
“°7[17 Myru, 03134,|+ Thude tiét tring cudi: dung dich thubc tiém|PIC/s- Ukraine on
. . : : C . 18/08/2016 ..
pharmaceutical |\ i “uraine  |thé tich nho (dung dich tiém). ovp  |[AUMP/GM|19/01/2012 Medicinal
plants” Public « 2 - A . P
Joint-stock T,huog khong vO trung: vien nang cing; Products -
Compan thuoc uong dang 16ng (siro; hon dich); dang Ukraine
pany bao ché rin khac (hat/cém; bot ding ngoai);
thudc vién (vién nén; vién bao)
Aston Lane North, |, Thubc v trimg:
Norton Whlteh_ouse Vale|, Thudc san xuat v tring: dung dich thude UK MIA 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, + Thudce tiét tring cudi: dung dich thube tiém IMP Regulator
Pharmaceutical |Cheshire, - WAT),, ; t}t:%c 1? dug Clji(i) h th y 'tiémuth‘ tich 530/14004- A ?anc (I\)//IHRA)
s UK 3FA, Uniteg = 1¢7 M g dieh thube © 0016 gency
Kingdom
Poligono *Thudc tiét tring cudi: dung dich thudc tiém
a du%trial canta| 1€ tich 1on; dung dich thudc tiém thé tich
nho. Spanish  Agency
Berlimed S.A i(l)cS;aS/ . 528822 * Thubc khdng vo tring: vién nang mém;|EU-GMP 53/096H'/ Y17/09/2010  |15/06/2013 |of Drugs and
Henares. Madrid thudc ding ngoai dang 16ng; thudc udng dang Health Products
Ta Ban, Nha 'l1ong chtra chat gay nghién; thudc udng dang
y long; thudc bot/
Zone Industrielle|* Thudc khong vé trung (Thude doc té bao; French  Health
... [de Roubaix Est -|hormon): vién nang ctrng; vién nén.
Si'gharm Lillel ie de Toufflers|* Thuée sinh hoc: thube mién dich; thube|EU-GMP T/:(F;{ER/ 23 |21/1002010  |08/07/2013 Z:;’:nuc‘;fs Safety
59390 Lys Lez[cbng nghé sinh hoc; thudc cO nguon goc tir (AFSSAPS)

Lannoy, France

nguoi hoac dong vat.




57, Polskiej|* Thudc khéng vé tring: vién nang ciung;
Organizacji vién nang mém; thuc ding ngoai dang long; Main
9 g"ﬁiga:kiarf:; Wojskowej  Str. |thubc uéng dang long;dang bao ché rén khac|EU-GMP 4(15(;52%\; /Tz 23/01/2012  [28/10/2014  |Pharmaceutical
P YIN98.200  Sieradz,|(g6i bot); dang bao ché ban rén; vién nén; Inspector, Poland
Poland * Thube thao duogrc.
73, Wojska| Thude khdng v tring: vién nang ctmg; vién Main
10 Medana Phar_ma Polskiego St_r., 98- nang rriem; 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 L e Inspector, Poland
Poland (g61 bdt); ban ran; vién nén.
* Thudc v trung:
. +Thubc san xuét vO trung: dung dich thudc
. 19, Pelplinskal.. . I \ g I 2 .
Pharmaceutical Str 83-200 tiém thé tich nho; dung dich thuoc tiém thé GIF-IW-N- Main
11 S Works Sta.r10 ard tich 16n; EU-GMP |4022/113/1 |26/9/2011 01/07/2014  |Pharmaceutical
Polpharma S.A G dangki poland | Thudc tiét tring cudi: dung dich thudc tiém 1 Inspector, Poland
’ thé tich nho; dung dich thudc tiém thé tich
16n.
Pharmaceuticals
Works Polpharma
Pharmaceutical |S.A * £ A A e . Main
12 s Works|19,  Pelplinska viéT]hr?g: khong VO trung: vién nang ctng,|p, <o SOI;ZI/\Q;/TZ 23/1/2012 17/11/2014  |Pharmaceutical
Polpharma S.A |[Str., 83-200 ' Inspector, Poland
Starogard
Gdanski, Poland
% Je ~ AN A P
0 Wt TS 9070 600 i i i
13 Medana Phar_ma Lokietka Str" 98- thudc ubng dang 1ong; dang bao ché rin khac|EU-GMP GIF-TW-N- 23/1/2012 28/10/2014  [Pharmaceutical
Spolka Akcyjna [200 Sieradz,| .. . . SN 4022/11/12
Poland (g61 bot); dang bao ché ban ran; vién nén. Inspector, Poland

* Thube thao duoc.




Ostravska 29,

* Thube vo tring:

+ Thudc san xudt vo tring: dung dich thudc
tiém thé tich nho; dung dich thudc tiém thé
tich 1on.

* Thubc khdng vo tring: vién nang cing

Czech State

14 |TVa Czechic.p.305. ' 747 70 (chat kim ham té bao); vién nang mém (|EU-GMP SUKIs22632 28/1/2011 22/10/2013  [Institute for Drug
Industries s.r.o [Opava, Komarov - . PO - \ 2/2010
) cyclosporin); thuoc dung ngoai dang long Control (SUSKL)
Czech Republic ) P 2 \
(hormon);  thuoc uong dang long
(cyclosporin); céc dang bao ché co é&p luc
(hormon); vién nén (thudc c6 chira hoat chat
gay hai tiém tang, kim té bao)
* 5¢ vo trune:
Via  Provinciale Thuof VO? tmn%’ N : £
. (loc. Bolognana) - + Thuo? san xuat VO ’trung. dung dich thl?oc IT/108- Italian Medicines
15 Kedrion S.P.A 55027  Gallicano tlerT th.eA tich ;lorn, thucgc dong kho, dung dich|EU-GMP 10/H/2012 10/04/2012 11/02/2014 Agency AIFA
(LU), Italia thudc tiém thé tich nho.
' * Thudc sinh hoc: ché pham tir méu.
R.P. Scherer
CR;nlsz z:hecgzr gta:rgmelsbacﬁhg;lz * Thubc khdng vo trling: vién nang mém, DE_BW 0 Co auan c6 thim
16 | 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
* Thudc vO trang: thudc dong kho, thube bot
pha tiém/tiém truyén (c4c thubc bot pha tiém:
suvey o a1a(S0CCIN - ATpEln. - Apicing
Bachubally . I ’ 03/02/2015
. . Piperacillin/Tazobactam). : Al
Aurobindo Village, * Thudc khong v tring: vién nén (cac vién 459/12.01.0 Thuoe vo|Finnish
17 Pharma  Unit|Quathubullapur . ec g vo fring: .. |EU-GMP ©777103/04/2012 trung hét han|Medicines
nén Co-amoxiclav, Flucloxacillin, 1/2012 - X
Xl Mandal, RR. Pheoxymethyl penicillin, Pivmeccillinam) o ngay|Agency (FIMEA)
District, ~ Andra| .o mey! P ' ! 31/01/2014

Pradesh, India

vién nang ctmg ( cac vién nang clng:
Amoxicillin,  Cloxacillin,  Flucloxacillin),
thudc bot pha hdn dich udng (cac thudc bot
Amoxicillin, Co-amoxiclav, Flucloxacillin).




* Thubc vo trung:

+ Thudc san xuat vo tring: thude dong khd
(chat kim té bao), dung dich thudc tiém thé
tich nho (chat kim té bao), cac thude v tring

Pharmachemie Swensweg 5, 2031 |khac. NL/H Healthcare
18 |5y GA Haarlem,|+ Thudc tiét tring cudi: dung dich thudc tiém|EU-GMP 1170037 26/04/2011  |09/12/2013  |Inspectorate,
' Netherlands thé tich nho (chat kim té bao), cac thudc tiét Netherlands
trung cudi khac.
* Thudc khéng vO tring: vién nang cing,
vién nén (chit kim té bao), cac thudc khong
vo trung khac.
* Thude vo tring:
+Thudc san xuit vo trang: thudc dong kho,
Kantstrabe 2,|dang bao ché ran (thudc bot), nguyén lidu vo
Baxter 33790 trung (Cyclophosphamide, Ifosfamide) Co quan c6 thim
19 |oncology g {-yclophosphamide, TIostamide). = 1e; smp |DT/12/2010(21/05/2010  |19/11/2012 Juan o
Halle/Westfalen, |+ Thuoc tiét trung céng doan cudi cung: dung quyén ¢ Buc
GmbH . [T 2 ., \
Germany dich thuoc ti€ém thé tich nho
* Thubc khong vo tring: thudc ding ngoai
dang long..
* Thudc vo tring:
+ Thudc san xuat vo tring: thudc dong kho
Aquitaine Pharm|(thuéc c6 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
20 Medicament  [Avenue du Bearn|bao/chit kim té bao). EU -GMP 8/2011 26/10/2011 30/06/2014 Agenc y
Production 64320  IDRON,|+ Thubc tiét tring cudi: Dung dich thude geney
Ny q (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:?Jgﬂ::ts l;:?gh
21 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
22 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
23 [PHARMACEU |= el uong cang Jong, Gig Ben e e At Y Ey-GMP 21/4/2011  |24/2/2014  |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
24 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
25  |Pharmaceutica |30, Beerse, B-|thé tich nho; dung dich thudc tiém thé tich|EU-GMP g 02/05/2011  |17/2/2014 Mge dici{]es and

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
26 |Pharma . dang bao ché ran khac; vién nén; thudc bot;|EU-GMP 20657/ 23/5/2012 17/4/2015
. 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
27 f_afése”'ortho Mamey  Ward, viéEhr?gr? khong VO trung: vien nang cimg, e, <o |GMmp 19/04/2011  |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
28 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 A en o n , Belgian  Federal
. Thuoc khong vO trung: vién nang clng;
Xian-Janssen - |Wanshou Road,, < " & dane long: thude ding ngodi dan BE/2010/01 Agency for
29 Pharmaceutical |Xian, Shaanxi long: dang béogch‘ gb’én i thug‘cgdét- \/iéﬁ EU-GMP 9 27/10/2010 10/09/2013  |Medicines  and
Ltd Province. 710043, n(zéng’thﬁécgbét © > HHoc g 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
30 Manufacturing |Puurs, B-2870, - . |EU-GMP 08/09/2011 16/6/2014 gency
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 chat co hoat tinh hormon.
Pfizer
Manufacturing
Pfizer Deutschland DE BY 04
31 Manufacturing Gmbl—_l T’huoc khor\g voAter’Jng: t%moc uong dang long; EU-GMP | aMP 201 |13/2/2012 99/3/2014 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 Thudc khdng vé tring: vién nang cing (chta
Pfizer GmbH nguyén liéu doc tinh, hoat tinh cao); thudc
Manufacturin Betriebsstatte gny dan glféno? dan, bgg ché ran khé10 (Vl;én DE_BW_0 Co quan tham
32 g Freiburg, uong ¢ ;g ne; dang , A .. .. |EU-GMP |1_GMP_20 |22/2/2011 28/7/2013 N a ,
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- guyén liéu d¢ g, hog :
Wurttemberg,

Germany




Ctra.M-300, km.

* Thubc vo trung:

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

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

Spanish  Agency

g3 |Tedec - Meijif30, 500, Alcala del, "y yhong vo trung: vien nang cimg:|EU-GMP [E20% V00082010 201172013 [of  Drug  and
Farma, S.A Henares  -28802]| .. , , £ , A z /10
. . vién nang cung chira chat hudng than; thudc Health Products
(Madrid), Spain B \ . ' )
uong dang long; dang bao ché ran khac
(thudc bot, thube cdm); thudc dit; vién nén
chira khang sinh betalactam; vién nén va vién
bao.
BIOMEDICA,
spol.s.r.o State institute for
34 BIOMEDICA, Pekarska 8, 15500| Thudc khong vo trung: vién nén; thube bot.  |EU-GMP sukls22169 03/01/2011 30/11/2013 drug control,
spol.s.r.o 4/2010 .
Prague 5, Czech Czech Republic.
Republic
_ UK GMP Unlt_eo_l Kingdom's
Verna Industrial 14694 Insp medicines  and
35 Cipla Ltd (Unit|Area, Verna, T?uoc khong VO tr'lfng:’wen nang ctrng; thuodc EU-GMP |GMP 13/1/2011 15/3/2013 Healthcare
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:tzaisgu San xuat nguyén liéu lam thubc: Eplerenone; AET/11041 C uan tha
36 |Laboratories an xuat nglyen fieu uoe: =p '|EU-GMP |1/1GMP- |11/04/2011  |28/10/2013 |-, duan tham
502329, Medak|Dutasteride. quyén Dtrc
Ltd . MSN
District ~ Andhra

Pradesh, India




SP-289(A), RIICO

State
Administration of

Kusum g]:gps):r:ili AT T ube khong vo tring: thuéc’ ding ngoail Cls. 025/2012/S Ukraine on
37 Healthcare Pvt.|_, . L dang 1ong, dang bao ché ban ran, 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 (SAUMP) )
an)-India .
Ukraine
Séan xuét cac thudce chira chit kim té bao:
Thymoorgan * Thube vo tring:
Pharmazie GmbH [+ Thudc san xuét vo triung: dung dich thudc
Thymoorgan  [Schiffgraben 23, tiém thé tI'Ch71(')'n, thudc dong kho, dung dich DE_NI_01_ Co quan thim
38 Pharmazie 38690 thudc tiém thé tich nho. EU-GMP |GMP_2010 [05/10/2010 18/8/2013 Ao,
GmbH Vienenburg, + Thube tiét tring cudi: dung dich thude tiém 0005 quyen bue
Lower  Sanoxy,|thé tich nho.
Prc * Thubc khdng vo trang: thudc dung ngoai
dang l6ng, thudc udng dang long
* Thudc vo trung:
HBM Pharma s.r.o{+ Thuég san xuat vO tring: dung dich thudc State institute for
39 HBM  Pharmal|Sklabinska 30,0_36 tiém ﬂie tlih nl}o. . . . |eu-amp SK/011V/2 26/7/2011 15/06/2014  |drug control.
S.r.o 80 Martin, [+ Thuoc tiét trung cuoi: dung dich thuodc tiém 011 Slovakia
Slovakia thé tich nho.
* Thudc khong vo tring: vién nén.
Temmler Pharma|Thubc khong vé tring: vién nang cimg; thude
Temmler GmbH & Co. KG [dung ngoai dang,lépg; thube uél:lg dang long; DE_HE_01 Co quan thim
40 Pharma GmbH|TemmlerstraBe 2,|cac dang bao ché ran khac (thuoc giai phong|EU-GMP | GMP_201 |23/1/2012 16/1/2015 A,
& Co. KG 35039  Marburg,|thay ddi, thuéc cém, thude bot, vién nén bao 2 0002 quyen Buc
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
41 Bayer Oy 20210 Turku, o EU-GMP 7(07/11/2012 19/01/2014  [Medicines
Filand cung (chat co6 hoat tinh hormon). 09/2012 Agency (FIMEA)

* Thudc khdng vo tring: vién nang cimg;
vién nén (chat c6 hoat tinh hormon).




*Thudc vo trung;
+ Thudc san xuat vo tring: dung dich thudc
tiém thé tich 16n; thudc dong khd (bao gdém

Kaiser-Wihelm- |ca céc chit c6 hoat tinh hormon); dung dich
Baver Pharmal V€€ thudc tiém thé tich nho; CGN/24.30. Co ouan  thim
42 Ag 51368 + Thudc tiét tring cubi: dung dich thudc tiem|EU-GMP |12/06/2011/[01/07/2011  |16/12/2013 . éanﬁC
Leverkusen, thé tich nho; dung dich thudc tiém thé tich 012 quy
Germany 16n.
* Thube khong vo tring: dang bao ché rin
khac; vién nén ( bao gdm ca hé tham thau qua
miéng OROS).
Tarchominskie
Tarchominskie Zaklady
Farmaceutyczne .
Zaklady "Polfa”  Spolka GIF-IW-N- Main
43 |Farmaceutyczne : POl Thude san xudt vo trung: dang bio 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 * Thude vo trung:
Arzneimittel + Thubc san xuat vo tring: dung dich thude
Medice Putter GmbH &]tiém thé tich nho.
Armneimittel  |C0 KC + Thudc tiét trang cudi: dung dich thudc tiém DE_NW 0 Co auan  thAm
44 |oiter GmbH &|Kunloweg  37- thé tich nho. EU-GMP |1_GMP_20 |22/12/2010  |03/11/2013 | éanl'rc
58638 Iserlohn|* Thudc khéng vd tring: vién nang cimng; 10_0009 wy
Co. KG . i A £ A .
North  Rhine -[vién nang mém; thuoc uong dang long; dang
Westphalia, bao ché rin khac; dang bao ché ban ran; vién

Germany

nen.




Australian

1389 Trasad Government -
Cadila ;;)?gio %?g::g& Thudc kh()ng’v() trung: Vién nang cung; Vién PIC/s- MI-2011- 322Iatrhtment ar:)clj
45 Pharmaceutical ’ nén; thuoc com khéng chira cephalosporins, CE-02901- |22/06/2012 09/11/2013 )
s Limited Ah_medabad penicillins, rifampicin GMP 3 Ageing i )
Gujarat 387 810, ' ' Therapeutic
India Goods
Administration
*Thubc vo trung: 25/04/2015
+ ThuéF san xuét v tring: dung dich thudc Viéf: san xuét Austrian
Ebewe Pharma Mondseestrabe 11,[tiém th,é tich nho. ’ o INS-480020 thu’f)c cht’re} Medicines  and
46 4866 Unterach am|+ Thudc tiét trung cuoi: dung dich thudc tiétm|EU-GMP |0053-001 |04/05/2012 chat kim té . .
GmbH Nfg KG . 2., \ . . ... |Medical Devices
Attersee, Austria |thé t1ch nho. ’ i , (12/20) bao c6 hiéu Agency (AGES)
* Thuoc sinh hoc: Thudc mién dich; thudc ¢ luc t&i ngay gency
ngudn gdc tr nguoi/dong vat. 28/2/2013
Damastown
Industrial ~ Park,|Thuc khdng vé tring: vién nang cimg; vién 3627/2012/ Irish  Medicines
47 |Rottapharm Ltd |\ 1o iddard, [nén: thude bot pha dung dich thude ubng.. | -° CM" |M868 07/03/2012 1260172015 15 - 4 (IMB)
Dublin 15, Ireland
Ash road, UK MIA Medicines  and
Ipsen BioPharm Wrexh’flm * Thu(f)c san xuat vo trung: thude déng kho. 3070 Insp Healthcare
48 Limited industrial  Estate,|* Thuoc cong nghé ginh hoc. EU-GMP (GMP/IMP |13/05/2011 21/02/2014  [products
Wrexham, Clwyd,|* Nguyén li¢u ban dau c6 hoat tinh sinh hoc. 3070/14720- Regulatory
LL13 9UF, UK 0037 Agency




Boehringer
Ingelheim Pharma
GmbH & Co. KG

* Thube vo tring:

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

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

H * A A A N © \JiA . .
ST e S, TS 9010 10 g v vy ) o s o qun i
49 g 65 88397,| A8 DAY Che ram (Huoe HOL HHOC COMIEy.GMP [1_GMP_20 [16/03/2012  [15/02/2015 ,qua
Pharma GmbH Biberach  a.d.R pellet); vién nén. 120024 quyén Dt
+ Co. KG Baden- “'[* Thudce 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 chat cdng nghé sinh hoc
khéc:protein tai t6 hop, khang thé don dong,
cytokines.
. Moneylands,
Servier Gorey Road . Irish  Medicines
50 (Ireland) Arklow. Co. Thuoc 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

Dot 5
(Theo cong viin s6 3271/QLD-CL ngay 08/03/2013 ciia Cuc Quin ly dugrc)
NHA MAY . , A NGUYE . s .= [NGAY HET|CO QUAN
STT CONG BO PIA CHI PHAM VI CHUNG NHAN N TAic|GIAY CN [NGAY CAP HAN CAP
Meiji  Seika|1056, sé GMP:|Cip  GMP: E”éfoﬁry Laboa‘;
1 Pharma  Co.,|Kamonomiya, Fosmicin for I.V. Use 1g Japan- 2548 28/09/2011 N/A and ’ Welfare
Ltd., Odawara|Odawara-shi, Fosmicin for 1.V. Use 2g GMP S6  CPP:|Cap CPP: overnment  of
Plant Kanagawa, Japan 1365 29/6/2011 g
Japan
11A, Jalan P/1,
Kawasan National
Pharmaniaga |Perusahaan Bangi, Vién nén. vien nana ctne. thude cbm. thuéelPIC/s- Pharmaceutical
2 Manufacturing |43650  Bandar| ', Y g cung, thudc com, thuoc 077/12  |23/02/2012  |19/06/2013 |Control  Bureau
. [uong dang long, thuoc kem, thudoc mé GMP .
Berhad Baru Bangi, Ministry of
Selangor  Darul Health Malaysia
Ehsan, Malaisia
* Thudc san xuat vO tring: Thube dong khd,
Plot number 457 dung dich thudc tiém thé tich nho, dung dich United Kingdom's
and 458 Sarkhej-| = 7 . 2 s UK GMP .
. thuoc tiém thé tich 16n. medicines and
INTAS Bavla — Highway\.. - 5¢ tiet triing cudi: Dung dich thude tiém 17543 “Insp Healthcare
3 Pharmaceutical [Matoda, ~ Sanad| - o¢ et NG cuor: LUNG dich tuoc UeM) 1o ey |gmp 19/4/2010  |08/03/2013
.. thé tich nho, Products
Limited Ahmedabad £ . A s A , . 17543/96214
Guiarat 382210 * Thuoce khong vo trung: Vién nang cing, cac 0011 Regulatory
n djia thudc phan liéu dang ran, dang bao ché ban Agency MHRA
ran, vién nén.
JI. M. H. Thamrin
or Calbe iﬁasan . dAuz’trll Thube vién nén va vién bao khong chitaly o [PW.01023 ][\(')?“‘)”S'm Age;‘gé’
4 ' _._|khang sinh (khdng bao gém thudc tranh thai, 31.08.12.40 |14/8/2012 14/8/2014 g
Farma Tbk. Delta Silikon|, ", "~ ", At T~ As GMP Food Control,
. . h6c mon sinh duc va chat kim ham té bao) 73 .
Lippo Cikarang, Indonesia

Bekasi-Indonesia




* Thudc san xuét vO tring: thude bot chira

khang sinh  nhém  Cephalosporin  va
Borgo san Penicillin.
* A el s X, . L e
st Pharma Michele S.S 156 th}“l;}l?lc tllﬁt trung cudi: Dung dich thuoc tiém Tio00. AIEA ltalian
P Km. 47,600, i o - |eMP-EU 11/07/2012  |16/12/2014  |Medicines
latina S.R.L . _'I* Thuoc khdéng v trung: Vién nang cung 10/H/2012
04100 Latina| ., . I , s Agency
(LT), Italia (chtra penicillins), thudc bot (chira penicillin),
' vién nén (chua penicillins), dang bao ché ban
ran; thudc dung ngoai dang 16ng, thudc udng
dang long.
Via Franco,|* Thudc san xuit vd trung: Thudc dong kho AIFA italian
Wyeth Lederle|Gorgone  Z.I  -|chira khang sinh Penicillin, dung dich thudc IT/74- gy
Spa 95100  Catanialtiém thé tich nho (khang sinh Penicillin, chéCM £V |11/mj2012 |1403/2012  |23/06/2014 '\A"esri'”es
(CT), Italy doc t6 bao/chét kim 6 bao). geney
* A A A N A L A
Bd. Dunarii nr.54, Thuoikhong "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 .
IIfov, cod 077910, 2 , . S Devices -
. + Thuoc chira corticosteroid: vién nén, vién .
Romania Romania
nang.
*Thudc san xudt vO tring chtra chat doc té
Oncotec  Pharma|, . RN . L en 2
i bao/chat kim té bao: dung dich thuoc tiém thé
Oncotec Produktion GmbH |, , L an - ) z
Pharma Am  Pharmanark tich 1on;thuoe dong kho; dung dich thuoc DE ST 01 Co quan  thim
. PN iem thé tich nho; EU-GMP | _GMP_201 {19/10/2010 01/07/2013 A d .
Produktion 06861 Dessau- L iy s Lo g L, gn A pa quyén Dtrc
* Thuoc tiét trung cudi chira chat doc t¢ bao/ 0_0013
GmbH Roblau, Saxony-| .~ .~ © . . L ein 2
Kim ham t¢ bao: dung dich thudc tiém thé tich
Anhalt, Germany 16n
Nobelfarma llac Thudc khong vo tring: thude 1ong ding ngoai .
Sanayii  ve|oancaklar 81100, o ohun mu): thuée uéng dang long (siro|EU-GMP [EC/CMP2 1000712012 |26/0412015  [BU192rian - Drug
. Duzce - Turkey N z 012/031 Agency
Ticaret A.S va hon dich uong)




Acibadem,

Atabay
Pharmaceutical Koftuncu  Sokak Thubc khéng vo tring: vién nén chia Irish  Medicines
10 . : No.1, 34718, EU-GMP |2011-004 (10/10/2011 11/05/2014
Fine Chemicals . paracetamol. Board (IMB)
Inc. Kadikoy, Istanbul,
Turkey
Tarchomin
Zakalady
Tarchomin Farmaceutyczne
Zakalady "Polfa" Spolka , ’ . GIF-IW-N- Main
11 Farmaceutyczne|Akcyjna Thuoc san xuat vo trung: 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
* Thube v tring
+ Thubc san xuat vo trang: dung dich thude
tiém thé tich 16n; thudc dong khd (hoat chat
c6 hoat tinh hormon); dung dich thudc tiém
Kaiser-Willhelm- |thé tich nho;
1o |Baver Schering|Allee + Thudc tiét trang cudi: dung dich thudc tiém EU-GMP (1:2(?(’;5303101/ 01032011 |16/1212013  |CO . Quan tham
Pharma AG 51368 Leverkusen|thé tich 16n; dung dich thudc tiém thé tich| 011 quyén Dt
- Germany nhd.
* Thudc khdng vo tring: cac dang thudc ran
khéc; vién nén (hé tham thau dudong miéng
OROS va vién nén Prednisolon ban thanh
pham).
* Thubc vo tring:
1776 North|+ Thudc san xuit vo trung: thudc dong kho; Spanish  Agency
. Centennial Drive,[dung dich thudc tiém thé tich nho; ES/151H/1 of Drugs and
13 |Hospira Inc. McPherson, + Thubc tiét tring cudi: dung dich thudc tiém EU-GMP 1, 1871072012 |31/10/2014 ||\ ith Products
67460, My thé tich nho. (AEMPS)

* Thube cong nghé sinh hoc.




Canlubang Thudc khdng v trung: Vién nén; vién nan Australian
Interphil Industrial Estate,) . vien n%n mémqth ¢ bot ’én . th 62 pics.  |MI-2012- Therapeutic
14 it Bo. Pittland, |4 & 'J mem; thuoc bot uong; thuo CE-00683- |02/07/2012  |28/05/2014  |Goods
Laboratories Inc uong dang 16ng, thudc kem; thudoc md.[GMP - i
Cabuyao Laguna (Khong chira steroid) 3 Administration
4025, Philippines £ (TGA)
Shionogi & 7' . Moriyama, Ministry of
Co.. Ltd Nishine, Japan- Health,  Labour
15 ! . Kanegasaki-cho, |San phdam Doripenem Hydrat P 1965 06/08/2010 N/A and Welfare
Kanegasaki GMP
Plant Isawa-gun, lwate government  of
029-4503, Japan Japan
No. 50,
Kayarambedu United Kingdom's
. £ R A s x , UK GMP ..
Village, * Thuoc khong vO trung: vién nang cing; medicines  and
Medopharm  [Guduvancher vién nén; thudc bot khd d& pha hén dich 31201 “lnsp Healthcare
16 cclopnarm yoo ViEn nen. thuoe 6o © pna hon diehie Gmp |GMmP 00/03/2012  |09/01/2015
Private Limited |Chengalpet uong. 31201/3490 Products
District, Tamil[* Thudc sinh hoc: Thube chia beta-lactam. 94-0005 Regulatory
Nadu, In-603 230, Agency MHRA
India
L. B The national
Simatupang No. 8[Vién nang ctimg khdng phai khéng sinh PIC/s- PW.01.02.3 Agency for Dru
17 |PT. Merck Tbk |Pasar Rebol(khang bao gdm thudc ngira thai: noi tiét t6 31.10.12.63[31/10/2012  |31/10/2014 |"9NY g
. . L ST GMP and Food Control,
Jakarta Timur|sinh duc khéc va cac thudc kim ham té bao) 43 .
. Indonesia
13760, Indonesia
L. B Vién bao va vién nén khéng phai khan The national
Simatupang No. & sinh(khdng bao gom thubc n s tlr)]ai' noi ti‘% pics- | W-01.023 Agency for Dru
18  |PT. Merck Tbk |Pasar Rebol| >} < ond D8O gom Thuoe ngia fal, not 4 31.10.12.63[31/10/2012  |31/10/2014 | 9°N%Y g
. to sinh duc khac va cac thuoc kim hdm t¢|GMP and Food Control,
Jakarta Timur b3o) 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
19 |PT. Merck Tbk |Pasar Rebo|bao gdm thudc ngira thai; noi tiét t6 sinh duc 31.10.12.63[31/10/2012  |31/10/2014 |"9ENY g
. (s Lo GMP and Food Control,
Jakarta Timur|khac va cac thuoc kim ham té€ bao) 45

13760, Indonesia

Indonesia




JL. B

The national

Simatupang No. 8 PIC/s- PW.01.02.3 Agency for Dru
20 PT. Merck Thk |Pasar Rebo|Thubc long 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
Chacharwadi- Therapeutic
CLARIS Vasana, PIC/s- MI-2010- Goo dsp
21 LIFESCIENCE |Ahmedabad, Thubc tiém tiét tring cudi. CE-03102- {08/03/2012 03/06/2013 N
. GMP Administration,
SLTD. Gujarat, 382-213, 3 .
_ Australia
India
Grunenthal GmbH
Zieglerstrabe  6,|*Thudc tiét trung cudi: dung dich thudc tiém
Grunenthal 52078  Aachen,|thé tich nhd DE_NW_0 C uan tham
22 CRIETL e e e, o _|EU-GMP |4 GMP 20 |28/312012  |15/9/2014 o guan - tha
GmbH North  Rhine -[* Thuoc khdéng vé trung: thudc dung ngoai . = quyén btrc
. \ Lz X 12 0017
Westphalia, dang 16ng; thudc uong dang long. -
Germany
*
Herderstrabe 2,|, Thube v6 tring:
83512 L 2 A e . £
Wasserburger + Thu07c san xuat vO ’trung. dung dich thuoc
Wasserburger German ’ tiém thé tich nho; thuoe dong khd; dung dich W Co aquan thim
23 |Arzneimittelwe y. thudc tiém thé tich 16n; EU-GMP 25/10/2010  [13/10/2013 e
* Tegernau 18, IOV % . L ein 5/01/2010 quyén Dtrc
rk GmbH + Thuoc tiét trung cudi: dung dich thudc tiém
83512 2 oee 1 . X I
thé tich 16n; dung dich thudc tiém thé tich
Wasserburger, \
nho.
Germany
* Thudc vo trung:
+ Thubc san xuat vo tring: dung dich thudc
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
24 CENEXI 94120  Fontenay|thé tich nhé (chira sulphonamides). EU-GMP 0/2012 15/11/2012 19/4/2015 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).




* Thudc tiét tring cudi: dung dich thubc tiém
thé tich nho.

Via Cacciamali,|* Thudc khoéng vd ,trt‘m,g: vién nang ctng IT/314- AIFA Italian
25 Mitim S.R.L  |34/38-25125 (chura ppnjcillin); thuég uong dang lér}g; dang|EU-GMP 1H/2011 12/07/2011 09/02/2014  [Medicines
Brescia (BS), Italy |bao ché ran khac (thuoc bot, thuoc com chira Agency
penicillin); dang bao ché ban ran;vién nén
(chtra penicillin).
* Thube vo tring:
+ Thudc san xudt vo tring: dung dich thudc
Via Cavalli Diltiém thé tich nho( chua corticosteroid); thudc
e N i et i
26 Farmaceutici . 2, ; ' ’ EU-GMP 13/1/2012 02/09/2014  |Medicines
SRL Giorgio _A thé thh’ nho. _ 3/H/2012 Agency
Cremano (Napoli),|* Thuoc khdng v6 trung: vién nang cung;
Italy thudc ding ngoai dang 16ng; thudc udng dang
long; thude cdm; dang bao ché ban rin; thude
dat; vién nén.
Plot No.21-21, State
Alembic ;hzsde. ! Jha"g"f“ﬁ’ b KnBng 6 g thude wéne dane lone|picrs.  |012/20128 C‘Emf”'wa“"” of
27 |Pharmaceutical |o200"h DIsthiliuoc KnOng votrung: thuoe uong dang fong: | PILIS- 1)\ j\vpiGM (16/5/2012  05/09/2014 raine on
s Limited Solan, Himachal|vién nén. GMP P Medicinal
Pradesh-173205, Products -
INDIA Ukraine
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thude
Solupharm _ tiém thé tich nho; dung dich thudc tiém thé
Pharmazeutisch Industriestr. — 3,)tich lén; s ‘. . i DE-RPDA- Co quan thim
28 e  Erzeugnisse 34212 Melsungen, |+ Thuﬁc ti¢t trung cuoi: dung’dmh thuég tiém|EU-GMP (111-M-71-1{11/08/2011 10/06/2013 quyén Bric
Germany thé tich nho; dung dich thuoc tiém thé tich 0

GmbH

lon.
* Thubc khong vo tring: thudc ding ngoai
dang 1ong; thudc udng dang long.




United Kingdom's

Dewan Idris Road UK GMP -
Incepta medicines and
Pharmaceutical Bara Rangamala Thubc khdng v tring: vién nang cimg; vién 35139 lnsp Healthcare
29 I Zirabo Savar,| - g g g cung; EU-GMP |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.|* Thubc khéng vo tring: vién nang ctng; .
Zaklad Pilsudskiego  Str,|thuéc dung ngoai dang long; thuéc udng dan GIF-IW-N- Main
30 y do St 3 Ngoal dang ‘ong; & GaN8 e y.GMP |4022/180/1 [07/12/2011  [30/09/2014  |Pharmaceutical
Farmaceutyczne|95-200 Pabianice,|long; thudc bot; vién nén; 1 Inspector. Poland
Polfa S.A Poland * Thubc thao dugc. pector,
* Thude vo tring:
+ Thubc san xuat vo tring: thudc dong kho
(hormon va chét c6 hoat tinh hormon); dung
dich thudc tiém thé tich nho; thube cy ghép
dang ran (khang sinh nhoém beta lactam).
+ Thudc tiét trang cudi: dung dich thudc tiém Natioal
Anfarm Hellas|Sximatari Viotias,|thé tich 16n; dung dich thubc tiém thé tich 23059/9-4- Organization for
31 Isa 32009, Greece  [nho. EU-GMP 149 2011272011 1210312013 1o icines,
* Thubc khdng vo tring: vién nang clng Greece

(khang sinh nhém beta lactam); thubc ding
ngoai dang 16ng; thudc udng dang long; dang
bao ché rin khéac (khang sinh beta lactam);
dang bao ché béan ran; vién nén (khang sinh
beta lactam).




Survey No. 313,

314 Unit 1l -
Blocks I, 1I, HlI, Portuguese
\VA Bachupally[* Thudc khéng v tring: vién nang cumg; . National
Aurobindo  |Village thubc ubng dang long; dang bao ché rén khac Aurobindo Authorit of
32 - g uop uong cang 'ong, cang | lEU-GMP |Pharma |16/02/2011  |14/01/2014 orty
Pharma Limited |Quthubullapur (thuoe bot pha dung dich udng; pellet); vién o Medicines  and
; Limited
Mandal, = Ranga|nén. Health Products,
Reddy  District, IP (INFARMED)
Andhra  Pradesh,
India
* Thube vo tring:
+ Thudc san xuat vo tring: thudc dong khd
(chét doc té bao/ chat kim té bao); dung dich
thudc tiém thé tich nho (chat doc té bao/ chat
B-dul lon|kim té bao; diéu tri khdi u)
: Mihalache nr. 11,|+ Thudc tiét trung cudi: dung dich thudc tiém National
33 3G S tor 1, |thé tich nho (chét doc 16 bao/ chit kim té bao) [EU-GMP | 222210 |21/052010 1210312013 | Medicines
Pharma S.R.L . ) - R " , @) .
Bucuresti, cod|* Thuoc khong vO trung: vién nang cung Agency, Romania
011171, Romania |(chat doc té bao/ chat kim té bao; diéu tri
khéi u); vién nén bao phim (chéat doc té bao/
chat kim té bao; diéu tri khdi u); vién nén
(chat doc té bao/ chat kim té bao; diéu tri
khéi u).
* Thubc khong vo tring: vién nang cung;
o o [ s e s e e ) o
34 |zentivaas /| ung NGOal dang fong, dang _ *“leu-GMP 26/07/2011  |13/05/2014 |Drug  Control,
Slovenska (vién sui; vién nén phén tan; pellet); dang bao 011
. A1 s L £ o A , Slovak
republic ché ban ran; thuoc dat; vién nén.
* Thube duge lidu
7R8eykJaVIkur;/Se-gZquO * Thudc khong vo tring: vién nang cung; Icelandic
35  |Actavis hf. o e KHong Vo TUNg. VIS Nang ¢ung\ ey omp |1s/03/11  |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“n(l(ti:;?le VISII(!?;; * Thudc khong vo tring: vién nang cing; 142 Insp Medicines and
36 [PV UKipeyon,  Ex32lthude dan; vien nen. cu-oMp [CMPICDP a0i07i2011  [06/12/2003 | e@itheare
Limited I N IMP products
8NS, United|* Thuoc tir duoc liéu.
Kinadom 142/6742- Regulatory
g 0025 Agency
Holopack
i\ll(eépr?](;?_l'mgstechn * Thudc vo trung:
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 + Thudc tiét tring cudi: dung dich thudc tiém DE_BW_0 Co quan tha
37 |Verpackungstec|Grundrissplanen |’ ¢ ti‘éﬁcl Of dangk;:;(;)t;hé bgn ;:n dﬁﬁc 4ior [EU-GMP |1 _GMP_20 |15/12/2010  [08/07/2013 | ¢ éan)ac am
hnik GmbH  |vom  20.11.2007, > cang - dung & 10 0039 qauy

73435 Abtsgmund
Untergroningen,
Baden-
Wurttemberg,
Germany

thudc tiém thé tich nho.

* Thudc khéng v tring: thudc ding ngoai
dang 10ng; thuéc udng dang 1ong; dang bao
ché ban rin.




Kingfisher Drive,

* Thube vo tring:

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

+ Thudc tiét tring cudi: dung dich thudc tiém

UK MIA

United Kingdom's

Patheon UK (S:\?v\i/r:rc]lg)zam’ thé tich nho, thudc tiét tring cudi khac (chat 17857 Insp rl—rllgglltcr:zaerse and
38 .y N kim té bao, thudc dap). EU-GMP (GMP/IMP |19/07/2012  |20/02/2015
Limited Wiltshire, SN3 2 A P , Products
.. |* Thuoc khong vO trung: vién nang cing; 17857/1003
5BZ, United| , £ S - Regulatory
. thuoc khung tham; thuoc dung ngoai dang 6-0027
Kingdom \ P X X P Agency MHRA
long; thuoc uong dang long; dang bao ché ran
khac; dang bao ché béan ran; thudc dan; vién
nén; thudc khong vo tring khac (thude dap).
* Thudc sinh hoc: ché pham tir mau; thude
mién dich; thudc diéu tri gen; thudc cong
nghé sinh hoc; thudc nguén gbc tir ngudi
hodc dong vat.
sanofi ?Zioisyml:lf B:ce * Thudc khong vo tring: vién nang cung; French Health
39 Winthrop 60205 d?Ang bE}O che,ran khéc (chu:a: cephglosporm); EU-GMP HPF/FR/15 20/08/2010 12/03/2013 Products  Safety
Industrie Compieane vién nén (chtra cephalosporin, chat cé hoat 4/2010 Agency
PIEgne, tinh hormon). (AFSSAPS)
France
Haupt  Pharma|Thudc khong vé tring chira khang sinh; chét
Amareg GmbH  |doc t& bao/chit kim té bao; hormon va cac
Haupt PharmalDonaustaufer hat ¢ hoat tinh hormon, chat mién dich:: DE_BY_04 Co quan thim
40 P che 0¥ ormon, chatl muen dich::| ey svp | GMP_201 [20/09/2012  01/08/2015 . qua
Amareg GmbH [Strabe 378, 93055|vién nang cung; thuoc dung ngoai dang long; quyén Dtrc
e X \ N L , 2_0091
Regensburg, thudc uong dang long; dang bao ché ran khac;
Germany dang bao ché ban rin; thudc dan; vién nén.




* Thudc vo trung:

United Kingdom's

Lotus  Business L, AP L an . UK GMP ..
.|+ Thudc san xuat vO trung: thudc dong kho; medicines  and
Marksans Park, Off Newlink thudc bot pha tiém 19826 - Insp Healthcare
41 . [Road,  Andheril, o0 ST PIE A _|Eu-GMP |GMP 12/06/2012  |17/01/2015
Pharma Limited . |* Thuoc khéng vO trung: vién nang cung; Products
(W), Mumbai -| .. \ . Lo L 19826/3939
. vién nang mém; dang bao ché ban ran; vién Regulatory
400 053, India ; 8-0002
nen. Agency MHRA
Lot 3, 5&7, Jalan
P/7, Section 13, )
. . National
Bangi  Industrial Vién nén; vién nang; thudc udng va thudc Pharmaceutical
g |Y-SP IndustriesEstate,  Bandar| o oosi da dang long: thude kem: thuée| <> |143/11  |15/04/2011  [23/03/2013  |Control  Bureau,
(M) Sdn. Bhd |Baru Bangi,| . GMP .
. mo. Ministry of
43000 Kajang, i
Health Malaysia.
Selangor,
Malaysia
Bioton S.A. Bioton S.A.
5, Macierzysz, 12, L, LA e ) £ .
Staroscinska Poznanska Str.. 05 * Thuoc san xuat vO trung: dung dich thuoc GIF-IW-N- Main
43 Y " ““ltiém thé tich nho. EU-GMP |4022/236/1 ({11/10/2012 09/06/2015  |Pharmaceutical
02-516 850 OZaroW|., \ouyen licu thude sinh hoc 2 Inspector, Poland
Warsaw, Mazowiecki, guyen fieu thuoc s ¢ P '
Poland Poland
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thude
tiém thé tich nho chaa hormon corticosteroid;
Loc. Fontana Del thude bot.
Bristol-Myers ' + Thubc tiét tring cudi: dung dich thudc tiém IT/138- Italian Medicines
44 Squibb S.R.L Ceraso 03012 thé tich nho. EU-GMP 5/14/2012 18/05/2012 19/04/2014 Agency (AIFA)

Anagni (FR), Italy

* Thudc khong vo tring: vién nang cung;
Vvién nén.

* Thude sinh hoc: thudc cong nghé sinh hoc
dang dong kho.




Nycomed GmbH
Betriebsstatte
Oranienburg,

: A - DE_BB 01 .
45 Nycomed Lehnitzstrabe 70- T‘huoc A’khéong \{o trg[lg. Ylen nang cung; dang EU-GMP | GMP 201 |17/11/2010 08/07/2013 Co . qua}n tham
GmbH 98, 16515(bao ché ran khac; vién nén. quyen buc
. 0_0011
Oranienburg, -
Brandenburg,
Germany
Plot No 876 NH Theraeutic
Marck No 8 Hariyala, o, [MI-2011- o
46 . Matar Kheda| Thudc tiém vo trung. CE-09962- |14/12/2012 14/05/2014 .. i
Biosciences Ltd . GMP Administration,
Guajarat 387411, 3 .
i Australia
India
* Thudc 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
47 |Pharmaceutical | 7024 1o Katojthétichnho. - © |eu-amp AT don070011  |18/05/2014 | Or9aNIZation o
. 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 \ L7 NI . : X
long; thuoc ran phén liéu khac; dang bao ché
ban ran; thudc dan; vién nén (hormon hoic
chat c6 hoat tinh hormon).
Teva Operations 2 . A n A
s [miss Zoo [[nfe Cmpu g icing ) o
48 P 80, Mogilska Str.,|S" "9 Ngoal dang ‘ong; thuoc uong dang 1ong:\ ey snp 14022/238/1 |11/10/2012  |29/06/2015  |Pharmaceutical
Poland Sp. Z thuoc ran phan liéu khac (thuéc com pha hon
31-546  Krakow,| .. z A 2 Inspector, Poland
0.0. dich udng); vién nén.
Poland
Via Cantone
ABC Moretti, 29 (loc.|* Thubc khéng vé tring: vién nang ctng; . -
.. L L % . P L x IT/165- Italian Medicines
49 Farmaceutici  |Localita San|thuoc uong dang long; thudc ran phan lieu|EU-GMP 1/H/2011 03/06/2011 29/10/2013 Agency (AIFA)

SP.A

Bernardo) - 10090
Ivrea (TO), Italy

khac (thuoc bdt, thude com); vién nén.




South San US.CGM 04-0103- United States

50 Genentech Inc  |Francisco, CA|Herceptin Injection P. ' 2011-02- |04/05/2011 04/05/2013 |Food and Drug

94080, USA VN Administration
Les £ . A s i , National Agency
. 905 route de|* Thuoc khdong vO trung: vién nang cing; ..

51 |ePoratories \saran,  45520|dang bao ché ran, vién nén (tai ché chit doc|EU-GMP |/ R la6110/2012  |anj05/2005  |OF Medicine and
Servier Gidv. France 14 bao) 5/2012 Health Safety
Industrie Y, (ANSM)

I\‘/I:rl:,_,dltrue LR:esr:g French  Health
59 INNOTHERA Chantereau, 41150 Thuoc !(hong VV’O trur]g: tl}lAloc 1,10ng dang long; EU-GMP HPF/FR/10 17/6/2011 10/11/2013 Products  Safety
CHOUzY dang bao ché ran khac; vién nén. 7/2011 Agency
CHOUZY SUR (AFSSAPS)
CISSE, FRANCE
Bayer Weimar
Bayer - Weimar g)ngé e Thubc khdng vo tring: vién nén (hormon va DE_TH_01 Co quan tha
53 |GmbH  und| 07 nuoc Khong vo trung: EU-GMP |H_GMP_20|10/06/2011  |05/05/2013 , guantham
Dobereinerstrabe |cac chat c¢6 hoat tinh hormon) quyén Buc
Co.KG 110010
20, 99427
Weimar, Germany
B-dul ~ Theodor National Agenc
Pallady  nr.44C,|Thudc khong v tring: vién nang cting; dang gency
S.C Slavia|sector 3,  cod|bao ché ran khéc (vién nén bao film; cém va 048/2010/R For Medicine
> lpharmSR.L  [032266, bot (dang phan lidu): dang bao ché ban rén|-0 M |0 04/10/2010  102/06/2013 SZSices Med'ca!
Bucuresti, (thuéc kem, thudc m3, gel); vién nén. Romania

Romania




* Thubc khdng vo tring: vién nang cimng
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
5 Company Indiana,  46285,(Zyprexia Relprevv; thudc dong khd:[GMP ;:E 02135~ 119/12/2011 01/1072013 Administration,
United States of|Diversified Hospital Care (Alimta va Australia
America Gemzar). .
* Dugc chét‘: dugc chat DNA tai to hop,
Insulin sinh tong hop va chit tuong tu Insulin
Lispro.
Nycomed (Werk
Singen), Robert-
Bosch Stasse. 1+ Thube vo i
Nvcomed (gBrun drissplane + Thudc san xuét vo trung: thudc dong kho. DE_BW_0 Co quan  thém
56 y P * Thube khdng vd tring: thude ding ngoai|EU-GMP |1 GMP_20 [01/09/2011  |06/07/2014 . aua
GmbH vom 25.07.2011, \ X% X X quyén Dtic
. dang 16ng, thuoc uong dang long, dang bao 11 0058
78224 Singen,| © T, 7 P ISP
ché ban ran, thuoc dan, thudc dat am dao.
Baden-
Wurttemberg,
Germany
Dr. Willmar
Schwabe GmbH
&.CO' KG * Thudc khong vo tring: vién nang cung;
Willmar-Schwabe-[ ., " | . \ ‘oz
Dr Willmarlstrabe 4. gemab thuoc dung ngoai dang long; thuoc uong dang
Sci-wwabe den mit S’ch?eiben 1ong; dang bao ché ran khac (thude bot, thude DE BW 0 Co quan  thim
57 cdm, dang pellet vi lugng dong cin); vién|EU-GMP [1_GMP_20 [07/02/2012 20/10/2014 A a .
GmbH & Co.l[vom 22.07.2009,| , quyén Dtrc
nén. 12_0017
KG vorgelegten -

Planen, 76227
Karlsruhe, Baden-
Wurttemberg,
Germany

*Thuoc duoc liéu.
* Thudce vi lugng dong can.




Frankland Road, UK MIA United Kingdom's
Catalent UK g\lfsi%]rgc\)/r?’ * Thudc khdng vo tring: Vién nén, vién nén 14023 Insp msglltcr:ge?rse and
58 Swindon Zydis Wil tshiré SN5 dong kho (Zydis) EU-GMP |GMP 20/02/2012 20/02/2015 Products
Limited ' = [* Thude sinh hoc: Thude mién dich 14023/45744
8RU, United 0012 Regulatory
Kingdom Agency MHRA
State Inspectorate
139, for Quality
JSC<Kievmedp [Saksaganskogo IS n PIC/S- 09/2011/G Control of
59 reparat> Str, Kyiv, 01032, Thube bot pha tiém. GMP MP 03/08/2011 22/07/2013 Medicines of the
Ukraine Ministry of
Health of Ukraine
* X N N . A . A .
15 Brodie Hall thTP u(t)icér\:]c_) (tjrllj:g' dtihl}llocq dani %}ell’ tguf)z::’ Theerapeutic
60 Pfizer  (Perth)|Drive Technology diuﬁih i g dich rua vet thuong; g PIC/s- MI-2011-LI-20/3/2012 18/7/2014 Goods
Pty Ltd Park, Bentley wA|S/CP oS o |GMP  |02040-3 Administration -
. * Thuoc khong vO trung: thuoc hit; thuoc
6102, Australia 2 , : P TGA
uong dang 16ng; dung dich thuoc.
Vién nén (chura Penicillins); vién nang cing National
,lb\zblci,ul\] alaréa?::al;u (chta penicillins); vién nang mém; thudc PIC/S- Pharmaceutical
61 Hovid Berhad '(udng dang l6ng; thude ding ngoai dang long; 460/12 22/11/2012 27/08/2014  |Control Bureau,
30010 Ipoh,| . S O ~. |GMP .
Perak Malavsia thuoc kem va lotion; thuoc md; bot pha hon Ministry of
’ y dich va thudc cém (chtra penicillins). Health Malaysia.
United Kingdom's
Bristol-Myers |4601 Highway 62 z R Ao n , z UK GMP medicines and
Sauibb  Indianal East Mount Thuoc khéng vo trung: vién nang cing, thuoc 20667 Insp Healthcare
62 quib® ’ udng dang 10ng, vién nén, thudc bot pha dung|EU-GMP |GMP 21/07/2010 08/02/2013
Technical Vernon, 47620, dich 20667/7235 Products
Operations United States T 48-0002 Regulatory

Agency MHRA




* Thudc khong chira khang sinh, khong|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
* Thudc chtra Cephalosporin va dan xuat, Republic of
3 Jeng.|P20 g6m Carbapenem va dan xuét, khdng Indonesia
Bambang Utoyo bao gom beta -Iactam va .C}an xuat Ifhac
63 PT. _ Dexa No.138 (Pemcﬂlms, Imipenem): vién hang cung;
Medica P _|thudc bot vO tring pha tiém; hon dich
alembang N
Indonesia kno; v!en ba,o. , : . N
* Thuoc chtra khang sinh khong bao gom
betalactam va dan xuét: hdn dich kho;
vién nén; vién bao; vién nang cung.
* Thude bot udng khdng chira khang sinh;
hon dich kho khéng chira khang sinh; vién
__|sui khong chira khang sinh i
Co so san xuat:|* Thuoc khong voé trung: vién nang ctng;|EU-GMP |Co s¢ san|01/08/2012 [21/12/2014 |Co quan tham
Rottendorf vién nang mém; thudc bot, thudc com, Xuét: quyén Puc
Pharma GmbH |pellet (chira hoat chat nguy co tiém tang: DE_NW_0
Ostenfelder tamoxifen, Flutamide, Clomifen va céac 5 GMP_2
Strabe  51-61,|chat twong tu); vién nén (vién sui, vién 012_0022
59320 bao). Co SO
o Rottendorf énnigerloh, dong Qoi:
Pharma GmbH|CGermany. DE_NW_ 0
Co s¢ dong Qoi: 5 GMP_2
Rottendorf 012 0023
Pharma GmbH
Am Fleigendahl
3, 59320
Ennigerloh,

Germanv




Zone

* Thudc vo trung:

Industrielle, 2 + Thudc san xuét vo trung: thudc dong kho French  Health
65  |Lilly France |U& U Colonel o chat doc t& bo, hormon): dung dich|EU-GMP| T R4 |ooi2011  |16/00r2013  |Products Safety
Lilly, 67640 thudc tiém thé tich nho (chtra hormon). 6/2012 Agency
Fegershem, * Thudc sinh hoc: thude cong nghé sinh hoc. (AFSSAPS)
France
Khasra No.
1342/1/2, Hilltop
Industrial Area, United
Jhramajri, UK GMP Kingdom's
Village Bhatoli|, Thue khéng vé tring: vién nén: thude 24881 Insp medicines and
66 USV Limited |Kalan, Baddi,| ' ' EU-GMP|GMP 21/05/2012 09/01/2015  |Healthcare
Tehsil Nalagarh, com - 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

Dot 6
(Theo cong viin s6 3949/QLD-CL ngay 20/03/2013 ciia Cuc Quin ly dugrc)
NHA MAY . , ] NGUYE ] i« .= [NGAY HET|CO QUAN
A < HA < IAY NGAY CAP e
STT CONG BO DIA CHI PHAM VI CHUNG NHAN N TAC G CN HAN CAP
Thubc v6 tring:
o *Thudc san xuat vo tring: thudc dong kho
Sabiedriba - ar|p o icy iela 4.|(chét doc té bao/chét kim té bao), dung dich
g |ferobezot o ine. LV-2114.|thude tiém thé tich nho (chit doc € bao/chat |GMP-EU |2V V120100002010 |27/si2013  [StRtE Agency of
atbildibu,, Lavia kim té bio) 10/009H Medicines, Latvia
PHARMIDEA * Thudc tiét trang cudi: dung dich thube tiém
thé tich nho (chat doc té bao/chat kim té bao).
D_hlrub_hal Ambani United Kingdom's
Life science centre z R A , UK GMP ..
. . * Thuoc khéng vo trung: Vién nang cing; medicines and
Reliance ~ life|(DALC)  Thane vién nén; Thudc ung thu (Vién nén va vién 41432 - Insp Healthcare
2 sciences private|Belapur road L o¢ ung o ... |GMP-EU |GMP 16/10/2012 13/08/2015
. .[nang cung: Vién nén Capecitabine, vién nén Products
limited (plant 6)|rabale Navi R , : 41432/6618
i Imatinib, vién nang ciing Temozolomide). Regulatory
Mumbai IN- 812-0001 Agency MHRA
400701 India gency
. * Thudc vo trung: Thude san xuat vo tring:
Schering - L oan A
Plough - Thude dong kho;
(Ireland) Brinny, *]%En(g)jif; tt};llr(l)c (t:legil_ the tich nho; Bo Y té Ireland
3 Company T/A|Innishannon, Co. 1oe He ;g u S, \ GMP-EU (2011-074 |14/7/2011 20/05/2014  |(Irish  Medicines
. - Dung dich thuoc tiém thé tich nhd.
Schering -|Cork, Ireland . ) oA A Board)
. * Thuoc sinh hoc: cac thuoc cong nghé sinh
Plough (Brinny)
hoc
Company
* Thudc vo trung:
Merck \Z/\ézalrderweg ;Ng + Thudc san xuat vo tring: Dung dich thudc NL/H Health care
4 Shap&Dohme tiém thé tich nho GMP-EU 20/8/2012 08/04/2013  |inspectorate, The
HAARLEM The A 1A Ao A 10/0042
B.V + Thuoc khong vo trung: Vién nén Netherlands

Netherlands

* Thudc sinh hoc: Thudc mién dich




Hameln
Pharmaceuticals

* Thubc vo trung:

+ Thudc san xuét vo trung:

- Dung dich thudc tiém thé tich 16n;
- Dung dich thude tiém thé tich nho;

Hameln Gmbh - Hon dich DE_NI_02_ Co quan c6 thim
Pharmaceutical [Langes Feld 13 SRR Z. GMP-EU [GMP_2012 |21/5/2012 22/03/2015 q Y,
+ Thudc ti¢t trung cudi: quyén cua Btrc
s Gmbh 31789 Hameln . % in I , _0004
- Dung dich thuoc tiém thé tich 16n; dung
Lower Saxony]| .. PO X . \
German dich thuoc tiém theé tich nho.
y * Thudc sinh hoc:Thudc mién dich (Vic xin
vi rat bat hoat)
Zone Industrielle|* Thubc khong vé trung: dang bao ché rin; French  Health
Unither le Malcourle[thudc dan (hdc mén va cac hoat chit c6 hoat HPF/FR/13 Products ~ Safety
Industries 03800 GANNAT,[tinh h6c m6n); vién nén GMP-EU 1/2011 211712011 28/04/2014 Agency
France * Thude dugc lidu (AFSSAPS)
Frankland  Road UK MIA zzgfgn@ngdo;j
Catalent  UK|Blagrove Swindon|* Thudc khong vé tring: Vién nén, vién nén 14023 Insp Healthcare
Swindon Zydis|Wiltshire SN5|dong kho (Zydis) GMP-EU |GMP 20/2/2012 20/02/2015 Products
Limited 8RU United|* Thudc sinh hoc: Thude mién dich 14023/4574-
Kingdom 0012 Regulatory
g Agency MHRA
Via Complutense, Spanish  Agency
Frosst Iberica,|140, Alcala de A A ES/014HI/1 of Drugs and
S A Henares 28805 Thuoc khong vo trung: Vién nén, vién bao GMP-EU 1 25/02/2011 24/02/2014 Health  Products
(Madrid) - Spain (AEMPS)




* Thudc vo trung:

+ Thubc san xuét v tring: Thudc dong khd
(hoc mdn va cé4c chat ¢ hoat tinh hoc mén);
thudc tiém thé tich nho (h6c mdn va chit c6

Vetter ~ Pharma-|hoat tinh hé¢c mon)
Fertigung + Thudc tiét tring cudi:
l\:/ee::;runI;harma- Schutzenstr.  87|- Thudc tiém thé tich nho (h6c mén va chat DE_BW 0 Co quan thim
9 GmbH & Co. und 99-101,|co hoa’t tinh hoc moén) GMP-EU [1_GMP_20 |28/06/2012 06/06/2015 quyén Dirc
KG 88212 * Thgéc §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 mén va chat
c6 hoat tinh h6¢c mon)'
- San pham ¢6 ngudn gdc tir ngudi hodc dong
vat.
* A A A N . iA 4 .
40 Boulevard de thfg?i%f; o;fng Oléz;-ng&a;/;rlljéganc%écigﬁf French  National
10 |Patheon France |Champaret 383001, < shun mu: vién nén (chita hoe mon)  |GMP-EU | PP RAB lhe 10012 |13/a/2015 P19 @nd Health
Bourgoin Jallieu, |, X A , R 3/2012 Products ~ Safety
france 7Tl.1uoc Zc,mh hoc: Vién nang cing chuira bao Agency (ANSM)
tir vi khuan.
* Thudc vo tring:
Estrada do Rio daf+ Thuéf: san xuat vo tring: dung dich thudc National
sty o
11 |Famaceutica : Juoc tem ¢ > thuoc cay gep dang| e\ ovip |AF/001/201[24/01/2012  |11/03/2013  |Medicines  and
(Portugal). S.A Terrugem  SNT,[ran; th}loc.lA)(_)t (\cephalﬁo‘sporlns).‘ . 1 Health Products.
2705-906, + :l"huoc tiét trung cudi: dung’ dich thuoc: tiem P, Portugal
Portugal thé tich 1on; dung dich thuoc tiém thé tich o

nho.




San phdm thudc bdt pha tiém Bitazid

(Ceftazidime for Injection 1g) Gl?y "h“’“*‘%
. n z . . nhan GMP:| = . £
+ (Co sO san xuat: H|kma_ Farmaceutica DE NW 0 Ngay cap
Sanavita Lohstrasse 2, D-|(Portugal, S.A. - Estrada do Rio da Mo n. 8, 1 G_MP —20 GMP: Co quan thim
12 . 59368 Werne,|8A, 8B - Fervenca, 2705-906 Terrugem SNT {EU-GMP |, = — |07/03/2012 06/03/2015 A,
Pharmaceutical 12_0001 oz i quyén Dtrc
s GmbH Germany Portugal) 7 ) ‘7 _ Giky CPP: Ngay cap 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
Industri 1/9,|sinh beta lactam khéc va cac dan xuat): vién
Cimahi, Bandung {nang ctng; vién nén; vién bao; thudc udng
Indonesia. dang long.
* 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 kho udng; thuc bot vo tring
) 162 Cimindi,|pha tiém. i ’ / PW.01.02.3 National Agencg
PT. Sanbe|Cimahi, bandung -[* Thuoc chtta Cephalosporin va dan xuat|PIC/s- DA For Drug an
13 Farrma Indonesia. (khﬁpg baq gdm khang sinh beta lactam kh?c GMP 3;'10'12'61 1971072012 1971072014 Food Control,
va dan xuat): Vién nang ctng; vién bao; hon Indonesia

dich kho uéng; thude bot vo trung pha tiém




Co so6 3. .
Industri Cimareme
No. 8, Kompleks
Industri

* 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
truyén; thudc tiém; thudc nho mit vo trung;

Cimareme, thudc mé& tra mat vo tring; thudc 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 e 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
z(;lr:gf;r diln%s;gzl Thudce khdng vé tring: thude bot; thude udng Department  of
. . ’ ‘|dang 16ng (nhii twong, dung dich, hon dich, si NCF/10210 Health of
15 Lainco, SA Bizet, 8-12, 08191 (6): thube diing ngoai dang léng (nhii trong, EU-GMP 01/CAT 02/07/2010 03/2013 Generalitat of

RUBI
(Barcelona), Spain

dung dich, hon dich); gel.

Catalonia, Spain




Thubc vo tring:

+ Thubc san xuat vo trung: thudc dong kho
(chtra hormon va cac chét hoat tinh hormon,
khéng bao gdm hormon corticosteroid va
hormon sinh duc); dung dich thudc tiém thé

Alfa Via Enrico Fermi,|tich nho (hormon va céc chit cd hoat tinh IT/130- ltalian Medicines
16 Wassermann |1 - 65202 Alannolhormon, khéng bao gdm la hormon|EU-GMP 1/H/2010 08/06/2010 04/03/2013 Agency (AIFA)
S.P.A (PE), Italy corticosteroid va hormon sinh duc); thudc gency
bot.
+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho.
* Thude sinh hoc: sinh phdm tir Mau ngudn
gdc tir nguoi.
% A AN ; ; '
Agila Opp M., Thqu’c vcz tmn%. o _ UK GMP Unlt.ed. Kingdom's
- : . + Thuoc san xuat vO trung: thudc dong kho; medicines  and
Specialties Bilekahalli, dung dich thudc tiém thé tich nho; bom tiém 39861 Insp Healthcare
17 Private Limited {Bannerghatta , g < z ’ EU-GMP |GMP 30/01/2012 04/12/2014
. dong san thudc. 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 * Thude vo tring: UK GMP ed ¥ing
N . L, A e Lz , medicines and
Specialties Doresanipalya, + Thuoc san xuat vO trung: Thudc cay ghép 39861 Insp Healthcare
18 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
. A Regulatory
Division Road, Bangalore,|vién nén. 513-0001 Agency MHRA
In-560076, India gency
No. 152/6,
_ 154/11&_154/16 * Thubc v6 tring: UK GMP Unltgd_ Kingdom's
Agila Doresanipalya, T P SR medicines and
Specialties Bilekahalli Beaur + Thuoc san xuat vO trung: thuoc bot khé pha 39861 Insp Healthcare
19 P . . » PO em. EU-GMP |GMP 30/01/2012 04/12/2014
Private Limited {Hobli, £ R A s " , Products
*Thuoc khdéng vO trung: vién nang cung; 39861/3457
Cepha Block |Bannerghatta |, o bao ché rén khac: vién nén 551-0001 Regulatory
Road, Bangalore,| & ’ Agency MHRA

In-560076, India




Krs _ Gardeng, UK GMP Unitfed_ Kingdom's
_ Suragajkkanahalll_, , ) o - 20003 Insp medicines and
20 SFrlo_Ies Arcolab|Kasaba hobli, *.AThuoc kh?ng vo trgng: vien ’n'ang eing:l -y ~vp leamp 05/03/2012 09/12/2014 Healthcare
Limited Anekal Taluk,|vién nang mé€m; vién nén; thudc goi. Products
20003/1292
Bangalore South, 90004 Regulatory
In 562 106, India Agency MHRA
Poligno Industrial[* Thudc v6 tring: The Ministry of
Llevant, Can|+ Thudc san xuat vo tring: thudc tiém dung Health of
Instituto Guasch, 2, 08150|dich thé tich nho; thude dong kho. NCF/1204/ Goverrnment  of
21 Grifols, S.A  |Parets del Valles,|+ Thudc tiét tring cudi: thudc tiém dung dich EU-GMP | ho1/caT 16/1/2012 12/2014 Catalonia,
(Barcelona) thé tich nho. Barcelona -
SPAIN * Thudc sinh hoc: ché pham tir méu. SPAIN
* Thude vo tring:
+ Thubc san xuat vo tring: dung dich thudc
Viale Fulvio Testi,|tiém thé tich nho.
Italfarmaco 330 -  20126|+ Thudc tiét tring cudi: dung dich thudc tiém IT/24- Italian Medicines
22 S.P.A Milano  (MI)  -|thé tich nho. EU-GMP 10/H/2011 26/1/2011 23/4/2013 Agency AIFA
Italy * Thudc khong vo tring: vién nang ciung;
dang thudc ran khéc (thube bot, thude com);
Vvién nén.
Lindopharm
Lindopharm GmbH Thubc khﬁng vO trung: vién nang ctmg; vién DE_NW_0 Co quan thim
23 GmbH Neustrabe 82, nén; th1,16c khong vo trung khac (thudc bot,|EU-GMP |3_GMP_20 |19/6/2012 28/3/2015 quyén Pitc
40721 Hilden,|thudc com). 12 0022

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
24 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 ( . -
25 |Farmaceutici [+ 730 - 00040h 5 hst, thuée com chita beta lactam,[EU-GMP [ 27%  |aoi0i012  |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
,s  |Fresenius Kabi E;termjgggtraf.e ong. ’ ’ = cU.amp |INS-4800191 o oo |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
27 GmbH & Co.|Str. 2, 69412|udng dang long; dang bao ché ran khac (vien|EU-GMP |1_GMP_20 |22/6/2012 14/9/2014 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 aa i ..
28 |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
29 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
30 |CiplaLtd . _thpr rhuoc tiet frung cur: GUNG dich Tuoe UM ey spp |amp: 11/03/2011  |17/1/2014
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
31  |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




32

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)

33

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

34

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
35 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
36 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
37 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
38 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 ;
g9 |Fresenius 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-

*Thudc vo trung;

- Thudc san xudt vo tring: Thubc dong khod
chira hoat chat Cytotoxic Thudc tiém thé tich
nho chtra hoat chat Cytotoxic.

IT/251-

Italian Medicines

40 20014  Nerviano|- Thudc tiét trang cudi: Thudc tiém thé tich| EU-GMP 04/10/2012  |17/05/2015
S-pa (MI) ltalia nho chira hoat chit Cytotoxic, h6c mén sinh 2/H/2012 Agency AIFA
duc.
* Thubc khong vo trung: Thube udng dang
long chira hoc mon sinh duc
Einsteinweg 101 , A iAo ' . Healthcare
41 é""igslze?cs 5y 2333 CB Leiden, gtge‘l’;’rznv;g‘ilms'g:i hoc: Remicade, Reopro,|e\; qyip Tz%gg ,  |1772/2012  {06/11/2012  |inspectorate,
g ' The Netherlands P Netherlands
*Thudc vo trung;
-Thudc san xuat vd tring: Dung dich thudc
tiém thé tich 16n; dung dich thubc tiém thé
tich nhd.
“Thubc tiét triing cudi: Dung dich thudc tiém State
Joint Stock|74, Frunze Str., thé tich 1on: dun di.ch thube tiém thé tich|PIC/S- 022/2012/S Administration of
42 Company Kyiv, 04080, ., ’ gd AUMP/GM |01/08/2012 19.04.2016  [Ukraine on
. nho. GMP ..
FARMAK Ukraine P R A e\ gin , P Medicinal
*Thuoc khong vO trung: Vién nang cung;
<z i £ s . Products
thudc uong dang long; thuoc dung ngoai dang
long; vién nén (chia hoc mon); cac dang
thudc rdn phan liéu k hac. Thude sinh hoc:
thubc cong nghé sinh hoc (thudc mién dich).
i . State
'IAI\BEI;?AIHIM llac _?_i:acyl Mgzzlc::: Thubc khdng vo tring: Vién nang cung; PIC/S- 001/2012/S Administration of
43 . thudc udng dang 16ng; thude dung 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 & ’ ang '

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
44 Pfizer PGM industries, 37530 T;hu,oc tl?t trung cuot: Dung;dlc.l} thuoc; t|?m EU-GMP HPF/FRILS 01/08/2011 10/02/2014  [sanitaire 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
45 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
46 |PT. Konimex |Kab.Sukoharjo, |-hudc uong dang long khong chia Khang\PIC/S — -15) 41 15 671011110012 |21/11/2014 | 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
47  |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 , . . ..
18 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 . \ien nén bao tan trong rust; vién nén bao|PIC/S  -|MI-201L- Goods
49 Lupin Ltd. Chikalthana L g ruc A. in 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
*Thudc v6 trung;
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
50 |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
51  |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
52 . 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
53  |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




United Kingdom's

. UK GMP -
Verna Industrial 14694 Insp medicines  and
54 Cipla Ltd. (Unit[Area, Verna, Thquc A’khong voq trungi Vllen nang cung; EU-GMP lamp 13/01/2011 15/03/2013 Healthcare
VIII) Salcette, Goa, In-|thudc uong dang long; vién nén. Products
: 14694/3363
403722, India 86-0003 Regulatory
Agency MHRA
Verna Industrial
Estate, 403722
. Salcette, Goa,|Thude vo tring: Thudc tiét trung cudi: dung DK H Danish Medicines
55 |CiplaLtd India (Unit V, Plot|dich thuc tiém thé tich nho. EU-GMP 50015471 [P2/10/2011(10/06/2014 1 ey
No. S103-S105 va
S108-S110
D-7, D-22, D27,|Thubc khong v tring: Vién nang cimg; vién UK GMP zzgfc‘?ni;”gdogj
MIDC Kurkumbh|nang mém; céc dang thudc ran khéc; thudc 14694 Insp Healthcare
56 Cipla Ltd. District, Pune|dat, vién nén; cac thudc khdng vé tring khac|EU-GMP |[GMP 21/06/2010 03/05/2013 Products
(Maharashtra) 413[(cdm sui bot, cbm khong sui bot, pellet tan 14694/4462
802 India trong rudt) 27-0002 Regulatory
i Agency MHRA
. UK GMP Umtng Kingdom's
Verna Industrial 14694  Insp medicines and
57 Cipla Ltd. (Unit|Estate, Verna, T%luoc khong vo trung: Vién nang ctng; Vién EU-GMP |GMP 10/04/2010 15/03/2013 Healthcare
VII) Salcette, Goa, In-[nén. Products
403-722, India 14694/4677 Regulator
’ 28-0001 guiatory

Agency MHRA




Plot No. 9, 10, 15

Pharma  Zone,|*Thudc v6 tring:
Phase I, Sector|Thudc nhé mat; thude tiém; thudc tiém thé :
N P I L. Therapeutic
I1l, Indore Special|tich 16n; thudc hit; thudc xit. PIC/S- MI-2010- Goods
58 |Cipla Ltd. Economic  Zone,|*Thudc khong vd tring: thudc vién nang CE-00068- [11/07/2011  |19/05/2013 N
. N JO: X LA L|GMP Administration,
Pithampur District|cing; thudc uong dang long; thuoc com va 3 Australia
Dhar, Madhya thube bot; vién nén; thude hit; thudc hit (dang
Pradesh, In-|khi nén); thude xit (dang khi nén).
454775, India
* Ac vo trimo:
Plot No. 9, 10, 15| Lnudc vo trung: o
Indore Special -Thudc san xuat vo trung: dung dich thuoc United Kinadom's
_OPEClalliam thé tich nho. (Ghi chi: khong dat déi voi UK GMP ed ¥ing
Economic Zone,| . " ... . A medicines  and
Phase I thudc tiém dugc dong san trong bom ti€m). 14694 Insp Healthcare
59  |Cipla Ltd. ) __’|-Thudc tiét trung cudi: dung dich thubc tiém|EU-GMP |GMP 11/03/2011  |17/01/2014
Pithampur District| . ., ., Products
thé tich 16n. 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 ; £ e, A e s
ran; thuoc phun mu; vién nén, thuoc xit miii.
Unit 1 Plot No. L- . UK GMP Umtng Kingdom's
139 S-103, M-62,|* Thuoc vo trung: 14694  Insp medicines  and
60 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- ﬂé% Gllr\l/lz medicines  and
61 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
62 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
63 |CiplaLimited |-22I92NG2 "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 . . .
64 |CiplaLtd 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
65 ' " 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
66 ) 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
57 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
68 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 _
69  |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
70 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 _
71 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
72 |Pharmaceutical |65,  Kormend,|[h¢ dang rdn; 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); . -
£ A : - 2 IT/42- Italian Medicines
73 FARMACEUTI|96 - 43100 Parmal|thuoc phun mu (corticosteroid; trc 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 . -
74 |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
75 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
UK GMP United Kingdom's
Bristol-Myers (4601 Highway 62[* Thudc khéng v trung: vién nang cung; medicines and
Squibb  Indiana|East Mount|thudc udng dang long; vién nén; cac thudc 20667 - Insp Healthcare
76 [29UPE / 0¢ uong cang -ong, vieh eh, EU-GMP |GMP 21/07/2010  |08/02/2013
Technical Vernon,  47620,|khdng v6 trung khac (thuoc bot pha dung Products
. . g 20667/7235
Operations United States dich uong) 48-0002 Regulatory
Agency MHRA
12 Matheou
. Matheou, Agios .
Medochemie . * A A N g Pharmaceutical
77 |l (Factory|\hENASSIOS Thudc khong vO trung: thude bot dung choj ;o ,p MEDOSI20 1000010 |28/05/2013  |Services Ministry
AV) Industrial  Area,|dang hit. 10/001 of Health. Cvrus
Limassol, 4101, Y
Cyprus.
2, Michael[San  xuat thudc chira khang sinh
Medochemie  [Erakleous Street,|cephalosporin. .
Ltd (Factory C-|Agios Athanassios|* Thudc san xuit vo tring: thudc bot pha MEDO04/20 Pharmaceutical
78 . . o en 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,|* Thudc khong vé tring: vién nang cung; Y
Cyprus. vién nén.
Meditop 2097 * Thudc khdng vo tring: thudc bot; thude OGY1/1448 National Institute
79 Pharmaceutical |Pilisborosjeno, cdm; vién nén; vién nén bao phim va bao|EU-GMP 05/04/2011 09/02/2014  |of Pharmacy,
. . 6-2/2011
Ltd Ady u.1., Hungary [duong; vién nang. Hungary




HUMAN

* Thudc vo trung:

E/:Z:L:?;(r:rt]jrin Tancsics M.ut|+ Thudc san xuat vo tring: dung dich thudc OGY /3482 National Institute
80 9 182/A,  Godollo,|tiém thé tich I6n; thubc dong kho; dung dich|EU-GMP 06/02/2012  [10/11/2014  |of  Pharmacy,
and Trading PO 2., \ 4-5/2011
L 2100, Hungary thuoc tiém thé tich nho. Hungary
Limited L. LA s
* Thudc 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
81 Farmaceutici 16100 Genova|* Thubc khong vO tring: vién nang ctng; EU-GMP 1/H/2012 07/03/2012 05/05/2014 Agency (AIFA)
S.P.A Je £ 5 4 £ A ,
(GE), Italy thuoc uong dang long; thudc com; vién nén.
* Thudc tiét tring cudi: dung dich thude tiém
thé tich nho.
Via Cacciamali,|* Thubc khéng vo tring: vién nang cing . -
82  |MitimS.RL |34 - 38-25125|(chia penicillin); thubc ubng dang long; dang|EU-GMP Elliléo 1y |071212011  |02/09/2014 ";a';f:: 'E”:I‘ﬁz)”es
Brescia (BS), Italy [bao ché ran khéc (thudc bot, thudc cém chira gency
penicillin); dang bao ché béan ran; vién nén
(chtra penicillin).
* Thude vo tring:
+ Thudc san xuat vo tring: dung dich thude
. tiém thé tich nho (hormon va cac chat co hoat
Laboratorio . n A )
. tinh hormon khong gdm hormon tinh duc).
Italiano e L nr een £ X Lo 2
Bichimico Via Licinio, 11 -|+ Thudc tiét trung cudi: dang bao ché ban ran IT/8- ltalian  Medicines
83 Farmaceutico 22036 Erba (CO),|(khong gom loai tiét trung bang tia gamma). [EU-GMP 1/H/2012 13/01/2012 23/04/2013 Agency (AIFA)

Lisapharrma
S.P.A

Italy

* Thubc khong vé tring: thudc ding ngoai
dang léng (hormon corticosteriod); thudc
uéng dang long (hormon corticosteroid, va
hormon sinh duc); dang bao ché ban rin
(hormon corticosteroid).




* Thudc khdng vo tring: vién nang cimg;

Recordati thudc dung ngoai dang long (hormon
Industria Via Civitali, 1 -|corticosteroid); thuéc ubng dang long . .
84 [Chimica  E|20148  Milano|(hormon corticosteriod); dang bao ché rin|EU-GMP \13742/%11 04/10/2011  |01/04/2014 'Ata';?:: 'E/I,:I(Ij:lz)nes
Farmaceutica  |(MI), Italy khac( thudc bot, thudc cém, lozenges); dang gency
SP.A bao ché ban rin (hormon corticosteriod); vién
nén.
. >0 . foute de Thubc khdng vo tring: vién nang cimg; dang French Health
Sanofi Choisy au Bac,| . hé rén khac (chtra cephalosporin); vién HPF/FR/15 Products ~ Safet
85  |Winthrop 60205 0 che a cepna’osporiny; VIEN gy spp 20/08/2010  |12/03/2013 y
Industrie Compiegne nén (chua cephalosporin va chat co hoat tinh 4/2010 Agency
’ hormon). (AFSSAPS)
France
Ctra. De .
Ministry of
LDP -|Barcelona, 135-B, L T S -
86 |Laboratorios  |08290 Cerdanyola| | 2u0C San xuat VO trung: thuoc bot pha tiem| ) s p [NCFA2057 16500015 lg/2014 Health of
(chtra khang sinh nhom beta lactam). 002/CAT Government  of
Torlan SA Del Valles . .
- Catalonia - Spain
(Barcelona), Spain
* Thubc khong vo tring: vién nang cung;
. |thubc dung ngoai dang 16ng; thuc udng dang French National
L avenue Blaisel, . jang bao ché rin khic; dang bio chd HPF/FR/10 Drug and Health
87  |Biocodex Pascal,  60000|,° &, 418 » ang EU-GMP 19/06/2012  |23/03/2015 g
Beauvais. france ban ran. 712012 Products  Safety
' * Thudc sinh hoc: Saccharomyces Boulardii Agency (ANSM)
yeast.
* Thubc vo tring:
+ Thudc san xuét vo tring: thudc tiém thé
tich nho (thuc dong kho).
Ferrer c/. Joan Buscalla,[+ Thudc tiét tring cudi: thudc tiém thé tich Ministry of
. 1-9, 08173 Sant|nho. NCF/1123/ Health of
88 Internacional, Cugat Del Valles|* Thudc khéng vo tring: vién nang cimg; EU-GMP 001/CAT 26/03/2011 02/2014 Government  of

SA

(Barcelona), Spain

vién nén; vién nén bao phim; vién nén giai
phong kéo dai; thuc bot udng; thubc udng
dang l6ng; thudc dung ngodi dang 1ong; dang
bao ché ban ran; thude dan; thude phun mu.

Catalonia - Spain




. rue de_s Caillottes Thubc khong vo tring: vién nang cimg (chira French Health
gg |-avoratoires |71 Plaine des Isles|, ' o . 4o bao ché rén: vien nén (chia|EU-GMP | TP FRAZ 107060011 (1871172013 [Products  Safety
Macors 89000  Auxerre, hormon) 3/2011 Agency
France ' (AFSSAPS)
21 rue du Pressoir,|Thubc khong vé tring: vién nang ctmg (chira French Health
28500 penicillin); thuéc udng dang 16ng; dang bao HPF/FR/14 Products ~ Safety
90 |Sophartex Vernouillet, ché rin khéc (chira penicillin); vién nén (chira EU-GMP 1319011 11/07/2011  |25/02/2014 Agency
France penicillin). (AFSSAPS)
" Thuéc V0 trung; . . ,itc?:ﬁinistration of
108, + Thuoc tiét trung cudi: dung dich thudc tiém .
Yuria-Pharm,  [Verbovetskogo  |thé tich 16n; dung dich thudc tiém thé tich|PIC/S- 053/2012/S Ukraine on
91 ’ . ’ ' AUMP/GM |18/01/2013 05/12/2015 [Medicinal
Ltd Str,  Cherkassy,|nho. ’ o GMP P Products
: . A . N iz
Ukraine, 18030 1613;“10(: khong vO6 trung: thuoc uong dang (SAUMP) ]
' Ukraine
ng;f; e é%rSei? S'\ljll?en argh San pham: Cefepime 1g; Ceftazidime 1g;),, ¢ -\ gig:r)trr?::nt of
92 . ’ '|Cefotaxime 1g; Cefazolin 1g; Ceftriaxone 1g;|- 35154 29/10/2012 29/04/2013 ;
Pharmaceutical |Garden Grove, Cefuroxime 750mg P Public Health
S CA 92841, USA ' (CDPH)
* Thudc vo tring:
+ Thudc san xuét vo trang: thudc dong kho;
Mibe GmbH|dung dich thudc tiém thé tich nho.
Arzneimittel + Thudc tiét tring cudi: dung dich thudc tiém
Munchener Strafe|thé tich nho. DE ST 01 q
93 Mibe . .GmbH 15, GemaP den|* TA’hUOfJ khong_vo trur]g. V|enA nar:g eing;| -y ~1p _GMP 201 [03/11/2011 08/09/2014 Co . qua}n tham
Arzneimittel Lageplanen  Nr.1|thuoc dung ngoai d*gmg, long; thuoc uong dang 1 0013 quyéen Buc
und 2, 06796|long; dang bao ché ran khac; dang bao che -
Brehna, Saxony-|ban rin; vién nén (hormon va chat ¢ hoat

Anhalt, Germany

tinh hormon); thudc khéng vo tring khac
(thubc bot hit, thuéc bot dung 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 cia Cuc Quéan ly dwgrc)
NHA MAY . , ] NGUYE ] i« .z |NGAY HET|CO QUAN
A P < NGAY CAP <
STT CONG BO DPIA CHI PHAM VI CHUNG NHAN N TAC GIAY CN HAN CAP
* Pia chi: Kvarnbergagatan 12 (Turbuhaler) 94:2012/51 Medical Products
1 Sodertalje, 15185 Sweden EU-GMP 35\:36 20/08/2012 15/12/2014  |Agency of
Thubc khong vo tring: thude bot hit da lidu Sweden
* Dia chi: Gartunavagen (Nexium/Losec) .
L ) Medical Products
2 Sodertalje, 15185 Sweden , - |eu-omp |24201292 107150012 |13111/2015 | Agency of
Thuoc khong vo tring:vién nang ctng; thuoc 1955
P A 1 A Sweden
dang ran phan licu khac; vién nén.
* Dia chi: Kvarnbergagatan 12 (Blow Fill
Seal) Sodertalje, 15185 Sweden:
*Thudc vo trung:
+ Thudc 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
L iar e Z. ) L eia 3533
+ Thuoc tiét trung cudi: dung dich thudc tiém Sweden
thé tich nho (6ng tiém plastic).
* A A A L £ N s -
AstraZeneca AB|Sodertalje, ang one; gcang ore.
Sweden * Pia chi: Kvarnbergagatan 12 (Freeze Dried
and Pumpspray) Sodertalje, 15185 Sweden
*Thubc vo trung: .
I TSR S o i Medical Products
4 * Thude san xuat vo tring: thude dong khd. ¢ ) s\ ip |24:20121521 150,05 0015 1og/11/2015 | Agency of
+ Thuoc tiét trung cudi: dung dich thudc tiém 2363
2 s . Sweden
thé tich nho.
*Thubc khéng vo trung:thudc ding ngoai
dang 16ng; thudc udng dang long.
* . 2. H
s,odzi?a|-ih115f§§”§'xev§3f " (Mullipurpose) 24:2012/51 Medical Products
5 16, 1oI0o, sweden - eyemp |5 02/07/2012  |30/03/3015  |Agency of
* Thuoc khdong vO trung: vién neén; thuoc 1586 Sweden

khac (thube com, pellet).




* Pia chi: Gartunavagen , Sodertalje, 15185

Medical Products

6 Sweden EU-GMP 24:2012/52 02/07/2012 13/11/2015 |Agency of
. . 2362
* Pong goi Sweden
Groot
Besins Bijaardenstraat 1, 1 ¢ khong v trung: thuée dang bao ché BE/2010/04 o Vedicament
7 Manufacturing |128, Drogenbos,| . so¢ KON g- thuoe dang Da0 el ey spmp 15/07/2011  |19/11/2013 .
Belgium Vlaams. B-1620 ban ran 2 et des Produits de
Belgiurr,l ’ Sante -Belgium
R.P Scherer
R.P.  Scherer|Gammelsbacher |* Thubc khéng v tring: vién nang mém:; DE BW 0
g GmbH & Co.|[Str.2, 69412, thu,oc uong dang lvong;; thquc ran phan llejl EU-GMP 1_6MP__20 10/10/2011 24/09/2014 Co . qua}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
* Thudc khong vo tring: vién nang cung;
. vién nén (vién nén bao, vién nén khong bao); . .
Egis H-1106 Budapest,| ., I . L1 I National Institute
9 Pharmaceutical |Kereszturi ut 30- ngn)d ang thude ran khac (thude bot, thuoe EU-GMP ?g;z((l)/llf 93 05/04/2011 14/09/2013  |of Pharmacy,
sPLC 38, Hungary * Dugc chat: Duoc chat tong hop, vi khuan Hungary
Escherichia Coli bat hoat.
* Thude vo trung:
Dr.  Gerhard|Brunsbutteler + Thudc san xuét vO tring: dang bao ché béan
Mann Damm  165-173,|rin; dung dich thudc tiém thé tich nho. 2012/01/ma Co quan tham
10 Chem.-pharm. |13581 Berlin,|* Thudc khdng vé tring: thudc dung ngoai EU-GMP 21/09/2012  |31/05/2015 quyén Puc
Fabrik GmbH |Germany dang long; thubc udng dang long; dang bao
ché rin khac; dang bao ché ban rén; vién nén.
UK MIA 68 United Kingdom's
[L)slzz)rllborougﬁ oad|.. Thudc khdng vo tring: vién nang cimg; Insp medicines and
11 3M !—|ealth Care Leicestershire, tl}uoc durlg ngoai dar\l-g long; tl\luoc 1A’10n,g davrng EU-GMP GMP/GDP/ 07/08/2012 07/11/2014 Healthcare
Limited Lell 5SF. United long; thuoc phun mu; dang bao ché ban ran; IMP Products
Kinadom ’ vién nén; thude bot va thude cdm. 68/17386- Regulatory
g 0021 Agency MHRA




12

Laboratoire
Chauvin

Zone Industrielle
Ripotier Hapt,
07200 Aubenas,
France

* Thudc vo trung:

+ Thubc san xuat vd tring: dung dich thudc
tiém thé tich nho.

+ Thudc tiét trang cudi: dung dich thudc tiém
thé tich nho; thudc cay ghép dang ran.

* Thudc khong vo tring: thudc dung ngoai
dang long.

EU-GMP

HPF/FR/48/
2012

22/03/2012

10/11/2014

Health
Safety

French
Products
Agency
(AFSSAPS)

13

Bausch&Lomb,
Incorporated

Green Ville,
29615, USA

SC

San pham: Advanced Eye Relief Dry Eye
Rejuvenation Lubricant Eye Drops (Sterile)

U.S.CGM
P

02-0062-
2012-03-
VN

24/02/2012

24/02/2014

United States
Food and Drug
Administration

14

Merck KGaA

Merck KGaA
Frankfurter StraB g
250, A18, A3l,
A32, D3, D9,
D11, D12, D15,
D24, D25, 111,
N78, N79, N80,
N90, PH5, PH16,
PH23, PH25,
PH26, PH28,
PH33, PH50,
PH51, PH52,
PH80, V40, V41,
V42, V66, V67
64293 Darmstadt,
Germany

* Thudc vo trung:

+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich 16n; dung dich thubc tiém thé
tich nho (hormon va chit c6 hoat tinh
hormon); thudc nhé mat.

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

* Thudc khong vo tring: vién nang cung;
thuéc udéng dang long; vién nén (hormon va
cac chét c¢6 hoat tinh bang hormon).

* Thudc sinh hoc: thuéc mién dich
(protein/ADN téi t6 hop, vaccin chéng khoi
u); thudc cdng nghé sinh hoc (protein/ADN
tai to hop).

* Hoat chét co nguén géc tur dong vat; dugc
chat/ ta dugec.

EU-GMP

DE_HE_01
_GMP_201
2 0070

08/11/2012

17/11/2014

Co quan thim

quyén Puc




Merck Sharp &

Molenstraat 110,

* Thubc vo trung:

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

+ Thudc tiét trang cudi: dung dich thudc tiém

Health care

15 |POme - loass e oss, |t tich nho; thudc cay ghép dang ran. cu-omp [N 14/02/2011  |28/01/2014 |inspectorate, The
Tén phép ly: + Thuoc khéng vo trung: vién nén (hormon 11/0008
The Netherlands A . . L A Netherlands
N.V. Organon va chat cd hoat tinh hormon); vong dat am
dao.
* Thude sinh hoc: thudc ¢éng nghé sinh hoc;
thudc c6 ngudn gde tir nguoi va dong vat.
* z ~ ~ < ~ B -
Pfizer Australia 38-42 Wharf Rd, peniTg;rI(i)r? kzz;aaIZSpo::Eng af:tri]r?ggplgs}ﬁ:a PIC/S- MI_2012- 1(;22?5 e
16 lpty, Ltd West Ryde NSWI o oid): dang bao ché ban rén: thube rin|GMP  |LI-09g8a-1 [F8/12/2012  |03/082005 o o inistration,
2114, Australia A LA A X -
phan li€u; thudc bot va thuoc com. Australia
02-0001- United States
17 S8 Fleet]Lynchburg, - VAlg. | sham: Fleet Enema USCOMIy013-04-  |08/02/2013  [08/02/2015 |Food and Drug
Company, Inc [24502, USA P - .
VN Administration
* Thude vo tring:
. + Thubc dong khd (h6c mdn va céc chit co
Via Delle . A A A P A
. hoat tinh hoc mén: khong bao gom héc mon
Magnolie 15 (loc. . . . IO 2
Merck Serono|Frazione Zone corticosteroid); dung dich thudc tiém thé tich IT/178- Italian Medicines
18 : nho (hoc mén sinh duc; Cytokine). EU-GMP 19/06/2012 23/09/2014
Sp.A Industriale) - L inr een . YO 8/H/2012 Agency AIFA
+ Thuoc tiét trung cong doan cudi cung: dung
70026 Modugno,| .. S 2., .
ltalia dich thuodc tiém thé tich nho.
* Thude sinh hoc: thude cong nghé sinh hoc
(Protein/DNA tai to hop).
Ajinomoto 6-8,  Hachiman, Ministry of
Pharmaceutical [Kawajima, Hiki- Japan- 4558 Health,  Labour
19 s Co, Ltd|gun Saitama, San pham: Morihepamin; Neoamiyu. GMP 4557 13/02/2013 and Welfare
: government  of
Saitama Plant  [Japan

Japan




Sos. Alexandriei
nr. 145 A

* Thudc khong vo tring: vién nang ciung;

'|thube dung ngoai dang l6ng; thudc ubng dang

National Agency

20 |>C Laropharm)Comuna long: dang bao ché rin khac (vién nén bao|EU-GMP [0 20 R 30/0312011  |21/12/2013  |fOF Medicines and
S.R.L, Bragadiru,  Jud. him, vién bao): dang bao ché ban rin: vién @) Medical Devices -
lIfov, cod 077025, p, ’  Gang e ’ Romania
. nén.
Romania
* Thube vo tring:
+ Thudc san xudt vo tring: thude bot kho pha
tiém; thudc bot dong khd pha tiém; thudc
tiém.
. . 4 A en \ L. X en
China Chemical 182-1, Keng Tze|! Thu(zc tle_:tﬁtrungﬂcuoxl. tl'luoc ‘[lel’l’\l. .
& Kou Hsinfong :Fhuoc khong vo trung: dang bao ’che lor}g PIC/S- Department  of
21 Pharmaceutical - .~ 2’l(hon dich, dung dich); dang bao ché ban ran 7922 25/02/3013 14/11/2013  [Health  Taiwan,
Hsinchu Taiwan, £ z N s : ¢ |GMP
Co., Ltd. (thuoc kem, thudoc md); dang bao ché ran R.O.C
. R.O.C A . s R,
Hsinfong Plant (vién nén bao duong, vién nén bao phim, vién
nén, thude bot, thude com, vién nang; thudc
dat).
* Nguyén liéu carbapenem (dé san xuat vo
tring thude bot kho pha tiém).
* Thude vo trung:
Ilzlerrrl:fngAlexaggfg + Thubc san xuat vo trang: dung dich thude French  National
gp |Laboralolfe g e ntifique Tony|iom U tichnho. o leuoMp |TPRPRIZ0 0010013 oaiosiaogs  [DMU9 and Health
Aguettant : + Thuoc ti€t trung cuoi: dung dich thudc tiém 712012 Products  Safety
Garnier, 69007] . ; .. \ . X en X o
thé tich 1on; dung dich thuoc 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 chome, pham. L PP P 3081 04/11/2011 and Welfare
. Higashiyodogawa- |Preparations GMP
Pharmaceutical ku. Osaka. Janan government  of
Co., Ltd. Shiga| »-ap Japan

Plant)




9-19, Shimoshinjo

Ministry of

Santen 3-chome Japan- Health,  Labour
24 Pharmaceutical |, .. L San pham: Oflovid, Ophthalmic Ointments P 68 4/4/42012 and Welfare
Higashiyodogawa- GMP
Co.Ltd government  of
ku, Osaka, Japan
Japan
* Thudc vo trung:
+ Thubc san xuat vo trang: dung dich thudc
tiém thé tich 16n; dang bdo ché béan rin
Ursapharm (hormon va chét ¢ hoat tinh hormon); dung
Arzneimittel dich thudc tiém thé tich nho (hormon va chit
Ursapharm ﬁ\r;l?;riestrabe C(r)osta Iandlilr?j/tc okines;Inh rormen DE_SL 01 C uan tha
25 |Arzneimittel . |Prostaglandinsicytokines). —— — — |\ry gMmp | GMP 201 |04/05/2012  |19/05/2014  |C©, Guan  tham
66129 + Thuoc tiét trung cudi: dung dich thudc tiém = - quyen bt
GmbH ., : 2_0015
Saarbucken, thé tich nho.
Saarland, * Thudc khong vo tring: vién nang cung;
Germany thuc duing ngoai dang 16ng; thudc udng dang
long; dang bao ché ban rin; vién nén; thude
cém.
* Thube duge lidu, thude vi luong déng can.
* Thudc khong vé tring: thudc dung ngoai
dang long; thubc udng dang long; dang bao
ché ban ran; thuéc dan. (Pia chi 1: Industria
Industria Via G. Pascoli. 1 - Farmaceutica Nova Argentia S.P.A - Via G.
Farmaceutica ' "~ [Pascoli, 1, 20064, Gorgonzola (M), Italy) IT/273- Italian Medicines
26 Nova Argentia 20064 Gorgonzola, Thubc khong vo tring: vién nén. (Pia chi 2: EU-GMP 1/H/2012 2911012012 19/04/2015 Agency AIFA

SP.A

(M), Italy

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 ham: Alegysal Ophthalmic|Japan- Health, - Labour
27 |(Santen cnome, pham: gysal, P P 4675 08/03/2012 and  Welfare
. Higashiyodogawa- |Preparations GMP
Pharmaceutical ku. Osaka. Japan government  of
Co., Ltd. Noto| » 2ap Japan
Plant)
* Thudc khéng vo tring: thudc udng dang
. 73-83 Cherry|long; dang bao ché béan rin (kem, md, gel); Therapeutic
Probiotec Lane,  Laverton|vién nang ctng; vién nén; dau xoa; thudc hit;|PIC/S-  [MI-2012-LI4 Goods
28 E:‘;ﬁgg PYlNorth VIC 3026 |thuée bot: thube cém sii bot: nuée sic|GMP  |05497-3  |-0/R0/2012 04052015 o iictration,
Australia miéng; hdn dich; thudc xit; thubc boi Australia
da(paint); dung dich thudc xit; lotion;.
09-0038-
Baxter San pham: 2011-02- United States
29 Healthcare  of OG(;J;meSéA PR Suprane Liquid for Inhalation ;J'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 LI;?)?Jllevar(;:omriiz 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
Corporation Angeles, CA M P WHO Administration
P 90039, USA |
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thude
tiém thé tich 16n; thudc dong khd; dung dich
_ tl}uoc tiém thé tich nho; thuoc cay ghép dang Austrian
Industristrabe 67,[ran. ..
. L inr e Z. ) L ein INS-480001 Medicines &
31 Baxter AG 1221 Wien,|+ Thuoc tiét trung cuoi: dung dich thuoc tiém|EU-GMP 04/05/2012 21/12/2014 . i
Austria thé tich 16n; dung dich thudc tiém thé tich 0072-001 Medical = Devices
\ ’ gd Agency (AGES)

nho,

* Thude sinh hoc: ché pham tir mau; thudc
mién dich; thubc cong ngh¢ sinh hoc; thudce
nguén géc tr nguoi hoac dong vat.




Co so san xuat:

Schiffsgraben 23,

Thymoorgan | o000 DE_NI_01_ Co quan thdm
ymoorg Vienenburg, o EU-GMP [GMP_2010 [05/10/2010  |18/08/2013 . aua
Pharmazie Lower  Saxon San pham: 0005 quyén Dtrc

GmbH Y| Thuée bot pha tiém Vammybivid's: -
Germany .
32 - - Vancomycin 1g.
Co  so xuaglohstrasse 2«0 par pha tiem Vammybivids:
Xuong: 59368 - Werme, |/ comy an 500m ’ . DE_NW_0 Co quan thim
Sanavita North Rhine- 4 9 EU-GMP [1_GMP_20 (07/03/2012 06/03/2015 éanl’rc a
Pharmaceutical |Westphalia, 12 0001 ay
s GmbH Germany
PT.  Schering ﬂMRZga Ppainddazann * Vién nén khong chura khang sinh (khong PIC/S- PW.01.02.3 ]lc\(l)a;tlonglru Agegsé/
33  |Plough ’ 'lbao gom thude tranh thai; hormon sinh duc 31.11.12.66 [19/11/2012  |19/11/2014 g
: Pasuruan, Bast| ., = . .. GMP Food Control,
Indonesia Thk . khac va chat kim te bao). 44 .
Java, Indonesia Indonesia
2778 South East .
. . \ P , 10-0030- United States
34 Merck Sharp &|Side Highway, Sa}n ph_am. Pr!ma?<|n 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
* Thudc vo tring:
+ Thudc san xuat vo tring: thudc dong kho; United Kingdom's
: P 2, ) UK GMP .
7000 Portage|dung dich thuoc tiém thé tich nho. medicines  and
Road, Kalamazoo,|+ Thudc tiét tring cudi: dang bao ché ban 6268 Insp Healthcare
35 Pfizer INC ' N N NN g , EU-GMP |GMP 14/11/2011 12/09/2014
49001, United|ran; dung dich thuoc tiém thé tich nho. Products
z A A s A . 6268/60489
States * Thuoc khéng vé trung: thudc dung ngoai 9-0003 Regulatory
dang 10ng; thuéc udng dang 1ong; dang bao Agency MHRA
ché ban ran; thuc dan; hdn dich.
Localita Marino|* Thubc khdng vo tring: vién nang cing
Pfizer Italia|Del Tronto-63100[(hormon corticosteroid; thudc bot va thude IT/288- Italian Medicines
36 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).




* Thuoc vo trung:

Boeringer + Thubc san xuat vo tring: dung dich thudc
Ingelheim Pharma]tiém thé tich 16n; thuéc dong khd; dung dich
Boerinaer GmbH + Co. KG [thudc tiém thé tich nho.
n elhe%m Birkendorfer  Str.[+ Thudc tiét tring cudi: dung dich thudc tiém DE_BW_0 Co quan  thAm
37 g 65, 88397|thé tich nho. EU-GMP |1_GMP_20 |16/03/2012  |15/02/2015 ,qua
Pharma GmbH|_. * z R A e . quyén buc
+ Co KG Biberach  a.d.R.|* Thuoc khpng vo trung.’wen nang 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|[* Thuéc khéng vo tring: vién nang cung; French Health
Thomas,  ZAC|thudc ding ngoai dang l6ng; thuc udng dang HPF/FR/26 Products ~ Safety
38 Farmea d'Orgemont 49000|1ong; dang bao ché rin khéc; dang bao ché EU-GMP 2/2011 05/12/2011 22/09/2014 Agency
Angers, France ban ran; thudc dan; vién nén. (AFSSAPS)
* Thudc vo trung (hormon va chit ¢ hoat
tinh hormon; prostaglandin/cytokine; chat
doc té bao/chit Kim té bao; chit mién dich;
Baxter Oncology| . . i
GmbH prion, genotoxic, teratogen):
Baxter + Thudc san xuat v tring: thudc dong kho; DE_NW_0 2
Kantstrabe 2, i L ia 2 e \ Xk Co quan tham
39 Oncology dung dich thuoc tiém thé tich nho; thuoc cay|EU-GMP (2_GMP_20 {05/10/2012 02/10/2015 A,
33790 , . J quyen Puc
GmbH ghép dang ran; dugc chat. 12_0025
Halle/Westfalen, DA e : L ein
+ Thuoc tiét trung cudi: dung dich thudc tiém
Germany 2, :
thé tich nho.
* Thubc khong vé tring: thudc ding ngoai
dang 1ong (chat doc té bao/chat kim té bao).
* Thude vo tring:
Przedsiebiorstw |21,  Wincentego|+ Thudc san xuat vo tring: thudc dong kho; Main
40 0 Pola _Str., 58-500 dar}g barz rar:; dur)g dich tEluoc tiém thé tich EU-GMP GIF-IW-N- 90/02/2012 15/12/2014 Pharmaceutical
Farmaceutyczne|Jelenia Gora,[nhd; thudc cay ghép dang ran. 4022/63/12 Inspector. Poland
JelfaS.A Poland + Thudc tiét tring cudi: dung dich thudc tiém pector,

thé tich nho.




(Ijrzedsmblorstw Iii;la S\i\rlmcseg_tggg * Thubc khong vo trUQg: vién nang cﬁng; GIF-IW-N- Main
41 o vién nén; ban thanh pham (vién nén; thuoc|EU-GMP (4022/187/1 |16/12/2011 22/09/2014  [Pharmaceutical
Farmaceutyczne|Jelenia Gora,| ;
Jelfa SA Poland com). 1 Inspector, Poland
* Thubc vo trung:
+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich 16n; dung dich thubc tiém thé
Warszawskie tich nho.
Zaklady 22/24, Karolkowal+ Thuéc tiét tring cudi: dung dich thuég tiém GIE-IW-N.- Main
42 Farmaceutyczne|Str., 01-207(thé tich 16n; dung dich thuoc tiém thé tich|EU-GMP 04/04/2012 26/01/2015  [Pharmaceutical
\ 4022/70/12
Polfa  Spolka|Warsaw, Poland |nho. Inspector, Poland
Akcyjna * Thudc khong vo tring: thudc dung ngoai
dang long; dung dich dung qua truc trang.
* Thudc sinh hoc: thudc ngudn gbe tir ngudi
hodc dong vat.
* Thude vo tring:
+ Thubc san xuat vo tring: dung dich thudc
tiém thé tich 16n; thudc dong khd; dung dich
DT Biologika thude tAién?Athé :[ich nh?. ‘ .
GmbH + :fhlr,lOC tiét trung cudt: dung’ d;c.hA thuoci tl?m
IDT Biologika|Am Pharmapark the tich 16n; dqu d;ch thuoc tiém thé tich DE_ST 01 Co quan thim
43 '[nho; dang bao ché ban ran. EU-GMP | GMP_201 [11/08/2011 07/04/2014 A
GmbH 06861 Dessau-| % n N I < quyén Dtrc
Roblau, Saxony- Thu?c khong V? trang: thquoc dung ngoai 1 0007
Anhalt, Germany dang l?ng% thudc uong Qang long
* Thudc sinh hoc: vaccine.
* Duoc chit tir vi khuan hodc c4c ngudn
khac: nubi cdy virus san xuat vaccin cho
nguoi.
San pham: Gardasil, Quadrivalent Human .
44 Eﬂsﬁi‘kesmégrf ;iYISe S\/T/rgsr:efguvr\:tn Papillomavirus  (Types 6, 11, 16, 18)US.C.o CT 173711000019 |o7/07/2013 LFJ:cﬁjed and S;tf;
' ’ '|Recombinant Vaccine Vial and Syringe, Vial|GMP WHO

P.O Box 4

PA 19486 USA

and Syringe

Administration




Laboratories

Route de Marsat,

15 Merck Riom, 63963|San pham: Cancidas Powder for concentrate|U.S.C. 14/12/5645 20/07/2012 II\E/Iuer((j)i?:?ﬁgs
Sharp&Dohme [Clermont-Ferrand |for solution for infusion GMP 8 Adenc
Chibret Cedex 9, France gency
Pacific 30Km,  Multan[* Thudc khdng vo tring: dang bao ché ban R
46  |Pharmaceutical |Road, Lahore, |rén; dung dich thudc; vién nén; vién bao; vién|EU-GMP 2010/01/PA 29/06/2010  |21/06/2013  |<° | auan tham
. , CIFIC quyén Duc
s Ltd Pakistan nang cing.
Abbott  Japan >-21, Mita  3- -
Co Ltd chome, Minato- Ministry of
( Al;)’bott Japan ku, Tokyo 108- Japan- Health,  Labour
47 P 6303, Japan (2-1,|San pham: Elthon 50mg tablets P 1169 15/06/2012 N/A and Welfare
Co., Ltd . GMP
Inokuchi 37, government  of
Katsuyama .
Plant) Katsuyama, Fukui Japan
911-8555, Japan)
* Thube vO tring (thudc long va bot dong
kho trong 6ng; thuéc dong sin trong xylanh;
thudc nho mat): Israeli Institute
Teva 18 Eli Hurvitz St, ;r Ehlzchsﬁ}? Xuég\r/;tgu rt]ig:htr}:}l:?c done K10 PIC/S- gi;ndardization
48  |Pharmaceutical |Ind. Zones, Kfar|“Un8 dich thuociem thetichnho. - 1366/12  |28/08/2012  |30/6/2013
. + Thuoc tiét trung cuoi: thudc long thé tich| GMP and Control of
Industries Ltd. [Saba 44102, Israel| . |, .
nho. Pharmaceuticals
* Thubc khodng vo tring: vién nang cting; Cac (ISCP) - Israel
dang thudc ran khac (bot; pellet); vién nén.
* Thudc sinh hoc: Thude cong nghé sinh hoc.
Menarini - Von
- Heyden GmbH " £ A A . DE_SN_01 LR
g9 [Menanini - Von| o ioer Strape 7| 1MuOC KOG VO tring: Vien nang cimg;| o\ oo | Gvp 201 01/12/2011  [28/07/2014 | GO GUaN €O tham
Heyden GmbH 13 01097|Vién nang mém; dang bao ché ran; vién nén. 1 0020 quyén ¢ Duc

Dresden, Germany




Mega 2&3/9 Monterey EU-GMP MI- Therapeutic
Lifesciences Road, Dandenong|* Thubc khong vo tring: vién nén; vién nang 25102004- Goods
>0 (Australia) Pty|VIC 3175,|cting; thudc cém va thude bot. PIC/S L1-000059- 09/02/2011 31/03/2013 Administration,
. GMP .
Itd Australia 1 Australia
* San xudt t6i san phim chod dong goi: thude
khong vo trung: vién nén; vién nén bao phim;
vién bao; thubc cém.
+ San pham: Benalapril 5; Benalapril 10;
Nebilet; Regadrin B; Maninil 5; Maninil
3,5; Siofor 500; Siofor 850.
( Co so dong goi va xuat xuong: Berlin -
. . | Tempelhofer Weg ) L 2012/01/Be 2
51 |Berlin-Chemie o5 12347 Berlin |CEMIE AG - Glienicker Weg 125, 12489 \e\y svip |1lin-Chemie|20/01/2012  [23/11/2014  |C°, U tham
AG German Berlin, Germany) AG quyén Buc
y + 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 xuat xuong: Berlin - Chemie AG -
Glienicker Weg 125, 12489 Berlin, Germany)
* Z ~ PP 5 Xz
prere [0 e bot v tase com:vien ang Therapeutic
Road, Moorebank|™ , - " O S [PIC/S- |MI-2011-LI4 Goods
52 Healthcare Pty NSW 2170 meIAp, d?ng bao chﬁe ban raP (kem, 1}10, g(_el), GMP 065383 01/11/2011 12/05/2013 Administration.
Ltd . thudc uong dang long; thudc dang long; tinh .
Australia N Y S A Australia
dau va chat chiét xuat tir duoc liéu.
* X A A N . A ,
_Rue _du Parc ’I:huocf khong, vO Erung. \{lgn nanq cu:nA’g Federal Agency
SMB industriel 39,|(chtra prions, chira chat doc vai gen hoac chat BE/2012/00 for Medicines and
53 Technology SA Marche-en- cé kha nang gay quéi thai); vién nang mém;|EU-GMP 1 08/03/2012 27/01/2015 Health Product of

Famenne, B-6900,
Belgique

thudc ding ngoai dang 16ng; thudc udng dang
long; thube dan; vién nén.

Belgium




* Thudc vo trung:
+ Thuoc san xuat vO trung: thuéc dong kho;

Allergan Castlebar  Road,|dang bao ché ban rin; dung dich thubc tiém . .
54 |Pharmaceutical |Westport,  Co.thé tich nho. eu-aMp [0 4MIo6072012  [10/0272015  [IM1Sh - Medicines
L nr gen £ Lz ] V12/531 Board
s Ireland Mayo, Ireland + Thudc tiét trung cuoi: thuoc cay ghép dang
ran (chira Dexamethasone)
* Thudc sinh hoc: thude cong ngh¢ sinh hoc.
* Thube vo tring:
Sanof 180 Rue jean|+ Thuéc san )iuét_ vo trl]xng,: thué? d(‘)n% kh?; French  Health
55 Winthrop Jau_res, 94702 durrlg dich tlzuoc tlrem ﬂ}e tIACh ?h?; thuoc cay EU-GMP HPF/FR/13 07/07/2011 19/11/2013 Products  Safety
Industrie Maisons  Alfort,|ghép d;mg_ran (chtra ch,at doc te bap). 6/2011 Agency
France * Thuoc sinh hoc: thudc ngudn goc tir nguoi (AFSSAPS)
hodc dong vat.
Ctra. C35 la
batlloria a -
Sanofi Aventis,|Hostalric, km 63,[* Thudc khéng vo tring: vién nang cimg; NCF/1209/ Ministry of
A Y 09, 17404 Riells 1|vién nén; vién bao; thudc bot (goi). EU-GMP | pagicar  [11/06/2012 1272015 Government o
. . Catalonia - Spain
Viabrea (Girona),
Spain
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thude
Sanofi - Aventis|tiém thé tich nho (chat doc té bao/chat kim té
Deutschland bao); thudc cdy ghép dang rin (hormon va
sanofi ) Gmb!—l ché}t 6 hoat tinh hormon); vi hat (hormon va
Aventis Bruningstrabe 50,[chat CQ hoat tinh hom}on). o DE_HE_01 Co quan thim
57 Deutschland H500, H590, |+ :Fhu()c tiét trl]n,g cqéi: dung dich thuoc tiém|EU-GMP | GMP_201 [(01/02/2012 28/01/2014 quyén Ditc
GmbH H600, 65926(thé tich nho; thuoc cay ghép. ’ 2_0004
Frankfurt am|* Thuoc khong vO trung: thuoc dung ngoai
Main, Hesse,|dang 1ong; dang bao ché ran khac; dang bao
Germany ché ban rin.

* Thude sinh hoc: thudc cdng nghé sinh hoc;
thudc nguon goc tir ngudi hodc dong vat.




* Thuoc vo trung:

Rainham  Road|+ Thudc san xuit vo tring: thubc dong kho; UK MIA 12 United Kingdom's
South, Dagenham, |dung dich thuéc tiém thé tich nho Insp medicines - and
58  |Aventls Pharmal ooy, Rm 10|+ Thudce tiét tring cudi: dung dich thude tiem|EU-GMP | o OO lo7i0012012  |op/12/2014 | ieAINCare
Dagenham . 2., X IMP Products
75X, United|thé tich nho.
Kingdom * Thude sinh hoc: thude khéng sinh va thude L2/4371- Regulatory
N o 0041 Agency MHRA
doc te bao
Edgefied Avenue, UK MIA Unlt.eq Kingdom's
. Fawdon, medicines and
Sanofi- Newcastle Upon|* Thubc khéng vo tring: vién nang ctng; 11723 Insp Healthcare
50  |Synthelabo pom® thuoc Knong vo ung. VIEN nang cings\ey omp |[GMP/IIMP [06/01/2012  |14/11/2014
o Tyne, Tyne and|vién nén; thudc bot va thudc com. Products
Limited 11723/2377
Wear, NE3 3TT, 0020 Regulatory
United Kingdom Agency MHRA
* Thudc vo trung:
i . : . French Health
: ZlI de la Guerie,|+ Thudc san xuat vO trung: dang bao ché béan
6o |-aPoratoireon11 Coutances|rin: dung dich thude tim thé tich nho. cu-omp |TPPFRI0 o0 1010001 |24i00/2013  |Products Safety
Unither N X 4 2 , 2011 Agency
Cedex, France * Thuoc sinh hoc: hon dich uong chtra nha
N . (AFSSAPS)
bao vi khuan.
*Thudc khdng v triing: vién nang cimg; vién
. |52 Lubelska Str.,|nang mém; thudc ding ngoadi dang long; Main
g1 |SONOT-AVENUS |ao 533 Rreszow,|thude udng dang long; thude bot va thude|EU-GMP | N 1511032011 [03/02/2014  |Pharmaceutical
Sp. z.0.0. £ N IO 4022/91/10
Poland com; dang bao ché ban ran; vién nén. Inspector, Poland
* Thude duge lidu
* Thudc vo tring :
+ Thudc san xuat vo tring: dung dich thude
tiém thé tich nho; thudc cdy ghép dang ran.
. + Thudc tiét tring cudi: dung dich thudc tiém French  Health
Sanofi 6 boulevard el s i h nhe HPF/FR/24 Products ~ Safet
62  |Winthrop I'Europe,  21800|.'C ™o _ |eu-cmP 24/11/2011  |01/07/2014 y
Indusrtrie Quetigny, France * Thuoc khong v6 trung: vién nang cung; 7/2011 Agency
any. dang bao ché ran khéac; dang bao ché ban ran; (AFSSAPS)

Vvién nén.
* Thuoc sinh hoc: thudc ngudn goc tr nguoi
hodc dong vat




63

A.Nattermanné&
Cie. GmbH

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

* Thude khdng v tring (khong bao gdbm cac
thudc gibng hormon, thudc mién dich; thudc
doc té bao; thube chira chat ¢ kha niang gay
quai thai va dot bién; thudc chira dugc chit
c6 ngudon gbc tr nguoi/dong  vat/vi
khuan/virus; thudc khong chuira
Chlorpromazine hydrochloride, Diazepam,
Metoclopramide hydrochoride, Valproate
Sodium): vién nang ctmng; vién nang mém;
thudc ding ngoai dang 16ng; thudc udng dang
l6ng; 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

64

Doppel
Farmaceutici
S.R.L

Via Volturno, 48 -
Quinto De' Stampi
- 20089 Rozzano
(M), ltaly

* Thude vo tring:

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

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

* Thudc khong vo tring: vién nang cung;
thubc ding ngoai dang long; thudc ubng dang
long; thudc bot va thudc cém; thudc dan
(hormon  corticosteroid); vién nén (hormon
sinh duc va hormon khéc).

* Thude sinh hoc: thude ¢6 ngudn gdc dong
vat (vién nang cimg); thudc sinh hoc tir 1én
men dang vién nén.

* Thube duge lidu: vién nén

EU-GMP

IT/2-
4/H/2012

05/01/2012

21/10/2014

Italian Medicines
Agency AIFA




* Thube vo tring:

+ Thubc san xuat vo trung: thudc dong kho
(vaccin bt hoat; hormon corticosteroid;
Protein/DNA tai to hop).dung dich thudc
tiém thé tich nho (vaccin vi khuén bat hoat;

. _|Loc. Valcanello-|vaccin virus bat hoat; protein/DNA tai to . ..
65 :a;‘f"A"e”t's 03012 Anagnifhop). , , EU-GMP %1/2%)12 02/07/2012  |27/01/2015 'AtZ'éizyng'Ac'”eS
o (FR), ltaly + Thuoc tiét trung cudi: dung dich thudc tiém
thé tich nho.
* Thudc khong vo tring: vién nang cing;
thudc udng dang 1ong; vién nén.
* Thubc sinh hoc: thuéc mién dich; thudc
cong nghé sinh hoc.
* Thude vo tring:
+ Thubc san xuat vo tring: dung dich thudc
1 rue de la Vierge, [tiém thé tichnho. ’ National Agency
Sanofi Ambares et|+ Thuéc tiét trung cuoi: dung dich thudc tiém HPE/ER/10 of Medecine and
66 Winthrop Lagrave,  33565|thé tich nho. EU-GMP 15/06/2012 17/02/2015
. i R A , 4/2012 Health  Product
Industrie Carbon Blanc|* Thuoc kh’on,g vl trung: vién nang cung; Safety (AnSM)
Cedex, France dang bao ché ran khac; vién nén.
* Thudc sinh hoc: thuéc c6 ngudn gbc tir
nguoi hodc dong vat; enzym vi sinh vét.
* Thudc vo tring:
+ Thudc san xuét vo trang: thudc dong kho;
dang bao ché ban rin; dung dich thudc tiém
|V Pore ol 1l o o i i o
67  |Farmaceutici ggggrluca ‘ZAbam; + Thube tiét tring cudi: dung dich thubc tiém|EU-GMP '1%2/;%12 30/10/2012  |05/04/2015 'Atz‘;;f]r;y'\:fg:'”es

SP.A

Terme (PD), Italy

thé tich nho; thudc cdy ghép dang ran.

* Thudc khong vo tring: vién nang cung;
thube bot; dang bao ché béan rin; vién nén.

* Thudce sinh hoc: vaccin virus sng; thudc ¢6
ngudn gbc tir dong vit.




* Thudc khong vo tring: vién nang cung;

é:gEprharm thudc dung ngoai dang long; thudc udng dang
Ardeypharm Loerfeldstr. 20, Lor%i; \gcer;irrll;nl;qgclzl-l(zﬁ béOCt Zgrltrar:h}lllg(;inh hoc; DE_NW_0 Co quan thim
68 Gmb{'p 58313 Herdecke,[ M7 W19 HOC o | nen o o |EU-GMP |1_GMP 20 [22/06/2011  (18/05/2014 ‘Aanl,I
North Rhine-| . "o hguon go¢ HE NEUOL hoac Cong vab 11_0019 quyen Bue
Westohalia thuoc vi sinh vit. -
P ’ * Thude duoc liéu; thude vi luong déng can;
Germany A ren
nguyén li€u sinh hoc.
* Thudc khong vo tring: vién nang cimg;
Weihenstephaner |thudc ding ngoai dang 16ng; thudc udng dang
Temmler Strabe 28, 81673|16ng; dang bao ché ran khéac; vién nén. Co quan thim
69 Werke GmbH  [Munchen, * Thudc sinh hoc:vién nang Saccharomyces EU-GMP | T31H/01/10)18/06/2010 19/05/2013 quyén Dt
Germanny cerevisiae.
* Thude duge lidu.
Lindopharm DE NW 0
. * e A A N A .o _ _ A
70 Lindopharm GmbH Neusrtrabe .AThu,OC khcing yo ‘trungi. VIFI‘I nang cuang; EU-GMP |3 aMP 20 |19/06/2012 98/03/2015 Co . qua}n tham
GmbH 82, 40721 Hilden,|vién nén; thuoc bot va thudc com. 15 0022— quyén Dtrc
Germany —
Rottendorf
Rottendorf ZZ?ernmfZI(d;eT bSTrabe * Thude khong v tring: thude bot (chira céc DE_NW- Co quan thim
71 nguyén liéu nguy hiém, chira Tamoxifen,[EU-GMP (05_GMP_2 [01/08/2012 21/12/2014 A d ,
Pharma GmbH |51-61, 59320 ) . ) ) quyen Puc
i Flutamide, Clomifen va dugc chat tuong tu). 012_0022
Ennigerloh,
Germany
Tongi Plant, Austrian
Novartis Cherag Ali|* Thubc khong vo tring: vién nang ciung; INS-481862 Medicines &
72 |(Bangladesh) |Market, 1711|dang bao ché ran khac( thudc bot va thudc|EU-GMP 17/07/2010  |16/02/2013 ) .
. : o A A 0001-009 Medical Devices
Limited Gazipur,  Tongi,|com da li€u); vién nén. Agency (AGES)
Bangladesh gency
16, Podlipie Str.,|* Thudc khong v tring: vién nén; gac visco GIF-IW-N- Main
73 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
74 |SNd0Z GMBH -l " eon0 Kundl,|[* Thuée khong vo tring: vién nang ctmg:|EU-GMP |No48%921 00110011 |13/07/2014  |MediCines &
PHP Kundl . LA . X PR . 0017-001 Medical Devices
Austria thudc uong dang long; dang bao ché ran khac;
. 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
75 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
76 |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, I 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
77 |Pharmaceutique |Auvert, 77 ozo| , Thuoc khong vo trung: thude uong danglp ) syip [HPRIFRIZS o0y 010 logos/0014  |PTOOUCES  Safety
Erancaise Melun. Erance long; thudc dung ngoai dang long. 8/2011 Agency
! (AFSSAPS)
03 route  del’ Thudc khéng v tring chira hoat chit c6 French  Health
78 Laborgtmres Monnaie, 37 210 hf)at tlnhA hoEmon: thuf)c dung ngoal ?arfg EU-GMP HPF/FR/24 10/11/2010 20/05/2013 Products  Safety
Chemineau Vouvrav. France long; thuoc uong dang long; dang bao ché ran 3/2010 Agency
Y khac; thudc phun mu; dang bao ché ban ran. (AFSSAPS)




BAG Health Care

* Thube vo tring:

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

* Thudc sinh hoc: thudc mién dich; thude

GmbH T e . DE_HE 01 .
79 |BAG  health \ icgerichtsstrap |4160 1t ba0; thube cong nghé sinh hocile y hio | Gmp 201 |osi09/2011  |03/11/2013  |CO, uan  tham
Care GmbH . |thudc nguon goc tir ngudi hodc dong vat. quyén buc
e 1-5, 35423 Lich, B : . 2 o I 1 0062
* Thuoc khac: thudc duoc li€éu; thuoc Vi
Hesse, Germany A < A1 IS
luong dong can; nguyén li¢u thuoc sinh hoc;
duogc chit ‘ngu(k)n gdc tir ngudi hodc dong vat
va Vi khuan; duoc chat san xuat bang cong
nghé gen.
* Thudc vo trung:
+ Thubc san xuat vo tring: dung dich thude
tiém thé tich 16n; dung dich thudc tiém thé
tich nho.
+ Thudc tiét trang cudi: dung dich thudc tiém State
Joint Stock|74, Frunze Str., thé tich 1én: dun dicil thude tiBm thé tichlPIC/S- 022/2012/S Administration of
80 Company Kyiv, 04080,| ., ’ g d . AUMP/GM |01/08/2012 19/04/2016  [Ukraine on
. nho. GMP . .
FARMAK Ukraine * £ A A pn o in , P Medicinal
Thuoc khdéng vO trung: vién nang cing;
Products

thudc udng dang 16ng; thubc ding ngoai dang
long; dang bdo ché ran khéc; vién nén (bao
gdm ca vién nén chira hormon).

* Thudc sinh hoc: thudc mién dich




Khasra No.
1342/1/2, Hilltop

Industrial Area, United
Jhramajri, UK GMP Kingdom's
Village Bhatoli * Thube Khdna V8 triing: vien nén: thude o 24881 Insp medicines and
81  |USV Limited |Kalan, Baddi,| oo g  UOCCOM E Ly 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
* Thudc khéng vo tring: thudc ding ngoai
Via Firenze, 40 -|dang léng; thudc udng dang long (hormon i . .
82 |Sofar SPA  |20069 Trezzano|corticosteroid): dang bao ché rén khac (thuée|EU-GMP | /38L  losngio011  [27/01/2004  |11R11AN Medicines
. Lz . . ) N 1/H/2011 Agency AIFA
Rosa (MI), Italy  [bot, thuoc com, vién ngam); thuoc phun mu;
dang bao ché ban rin; vién nén.
* A A A < A ’
Catalent 217-221 Governor peniTc}m(i): légp?r?glos\:)%ri:unt?orék:r? ngsteigil;a MI- Therapeutic
: Road,  Braeside| . RN oo Z|PIC/S- |09112004- Goods
83 Australia Pty Vic 3195, aPtlneqpla§}|c). vuin na}ng I\nem,A’danA’g bao C}}e GMP L 1-000138- 04/07/2011 20/12/2013 Administration.
Ltd . ran phan liéu; thuoc bot va thudc com; thudc .
Australia 2 \ 1 Australia
uong dang long.
* Thudc vo tring:
16 lliensko Shosse[+ Thudc san xuat vo tring: dung dich thudc .
ga  [SOPNaMaPLCA G Woifia 1220 [tiem thé tich nho. cu-gMmp |BE/OMPI2 15110810011 |osioarz014  [BUIGBTEN  Drug
Ampoule Plant . ISRV Z. ) L e 011/019 Agency
Bulgaria + Thuoc tiét trung cudi: dung dich thudc tiém
thé tich nho.
* A A A N B A N N -
3 Trayko Stanoev d:r}llu(ignkhiﬂgézo ggjn%artlhuﬁ; d'uggn ngt;);ol BG/GMP/2 Bulgarian  Dru
85  |Unipharm AD |Str., Sofia 1797,|C%h& "One, Tuoc uong dang fong, cans b¥e; yvp 15/08/2012  |08/06/2015 g g
Bulgaria ché ban ran (thuoc kem, thuoc md&, thuoc 012/032 Agency

gel); vién nén.




* Thudc khong vé tring: vién nang cung;

Vrabevo vlg. s o :
86 |Sopharma PLC |5660, district of|0un8 dich dung cho loi; sirouong va hon dichip ) 5 ,p (BGIGMPI2 1, 500015 |og/01/0015  [BUIG2rian  Drug
. |uong; dang bao ché ban ran (thudc kem, 012/033 Agency
Lovetch, Bulgaria e A
thuoc mao, gel); vién nén.
* Thudc khong vo tring: vién nang cimg; Main
87  |Polfarmex s.A |2 1028TOW St 99y, 50 ding ngoai dang long: thude uéng dang|EU-GMP | W 10710112012 |18/11/2014  |Pharmaceutical
300 Kutno, Poland|., SN 4022/42/12
long; thude bot; vién nén; hon dich. Inspector, Poland
* Thudc vo trung:
+ Thudc san xuét vo trung: 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
No. 2 Fon Tan|dich rira vét thuong.
* e A PP N Iy
Gentle Pharma Road, .Fon Taq Zhugc khéng vthung.dang baoAchélo?g PIC/S- DeparUnent. of
88 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 m&, thudoc 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 chat san xuat thuoc penicillin (thuoc
com, thuoc bot, vién nang); thudc

cephalosporin (thudc com, 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 cta Cuc Quéan ly dwgrc)
NHA MAY . , ] NGUYE ] i« .z [NGAY HET|CO QUAN
A P < NGAY CAP <
STT CONG BO DIA CHI PHAM VI CHUNG NHAN N TAC GIAY CN HAN CAP
Merck Sharp & 770 -Sumneytown Ezniﬁgﬁnrg;/icriﬁRDAs(”T_ Qeiadrlvalgnflq%rqasr; U.S.CGM |CT 2808-12 United - States
1 |Dohme Corp.|Pike, West Point, Re‘éombinam Vaccine \i’g S Sy vidle o 20/08/2012  |29/08/2014 |Food and Drug
us PA 19486, USA ) yringe: Administration
and Syringe
Merck Sharp &[771 Sumneytown|San phim: M-M-R 1l (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 &[774 Sumneytown|San pham: Varivax (Varicella Virus Vaccine US.CGM |cT 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
uUs 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 90d | uoc dang ran: ! EU-GMP [12-1794  |17/09/2012 P
1162 St-Prex,[phong thich chdm Pentasa. Products
Center SA . . .
Switzerland (Swissmedic)
Reichenberger Str.
: * e ~ AL LA o A
5 Pharbil Pharma 43, 33605 .AThu,Oc khong voqtrgpg. ylen nar‘1g eing;l - smp |DT/09/201007/05/2010 93/04/2013 Co . qua}n tham
GmbH Bielefeld, vién nén (bao gom ca vién dat tryc trang). quyén Dtrc

Germany




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
6 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.
Jubilant 16751 Route Health  Products
Hollisterstier | Transcanadienne, |, . « . . o . |Canada- and Food Branch
7 General Kirkland, Qac, Thudc vo trung: dung dich ti€ém Duratocin. GMP 101929-A |29/06/2011 Inspectorate,
Partnership Canada, H9H 4J4 Canada
. . |K Rybniku 475,], £ - N 2 s - State institute for
8 aFe;”'”g - LecValon) 42 Jesenice u darTlhlllgfl khong VO tring: thuoe dung ngoail ;< yp 2‘25109643 30/11/2010  [08/10/2013 |drug  control,
' Prahy. Czech Ang 1ong. Czech Republic.
03-0172- United States
g  |Roxane Columbus, — OH| g, him: Anastrozole tablets USCOMIo012:00-  |13/04/2012  [13/04/2014  |Food and Drug
Laboratories Inc|43216, USA P - i
VN Administration
Nephron , - : . 07-0056- United States
10 |Pharmaceutical |riando: FL|San pham: Ipratropium Bromide 0.5 mg and|U.S.CCM )15 5 |o6/08/2012  |06/08/2014  |Food and Drug
32811, USA Albuterol Sulfate 3 mg Inhalation Solution  |P - i
s Corp VN Administration




* Thudc khong bao gom betalactam va dan
xuat: thudc tiém dong khd khdng chira khang
sinh; dang bao ché béan ran chtra khang sinh
non-betalactam; thudc tiém vo tring chia

Kawasan Industri|khang sinh; thudc udng dang long chira khang
Jababeka I, JI|sinh non-betalactam. National Agency
PT. Ferron Par . . PW.01.02.3
. Jababeka V1 Blok|[* Thuoc khdng chira khang sinh (khéng bao|PIC/S- for Drug and
= SPharmaceutlcaI J3, Cikarang,|gém thuéc tranh thai, hormon sinh duc; chat|GMP 21'02'13'98 20/02/2013 12010212015\ g Control,
Kabupaten Bekasi,|kim té bao): thuoc tiém dong khé; vién nén Indonesia
Indonesia va vién bao; thudc tiém vo tring.
* Vién nang cung chira khang sinh non-
betalactam (khdng bao gom thudc khang sinh
betalactam va dan xuét; thudc tranh thai;
hormon sinh duc; chit kim té bao).
Contract * Thubc khong vo tring (chtia dugc lidu Therapeutic
manufacturing 20-22 Long Street,| o i chit ?(hoéng cghél(t bd suﬁg dinh|PIC/S-  [MI-2012-LI] Goodf
12 > |Smithfield NSW,|, . " N Pt s oy 26/07/2012 27/03/2015 N
& Packgaking . dudng): dang bao ché ran; dang bao ché ban|GMP 06246-3 Administration,
. 2164, Australia P x £ 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
13 lc Bradley, IL 60915,|Albuminar -25; Albuminar -25-50 mL/vial ~ |P WHO 20/02/2013  120/02/2015  |Food " and Drug
Administration
USA
* Thude vo trung:
+ Thubc san xuat vO tring: thubc tiém thé
Haupt  Pharmaltich 16n; thudc tiém thé tich nho; hon dich; xit
Wolfratshausen  [mii.
Haupt PharmalGmbH + Thuég tiét tring cudi: thu6~c tiém thé tich DE_BY_04 Co quan thim
14 Wolfratshausen Pfaffenrieder|16n; thuoc tiém thé tich nho; hon dich. EU-GMP | GMP_201 |27/08/2012 26/07/2015 A,
GmbH Strabe 5, 82515|* Thubc khdng vo tring: vién nang ctng; 2 0096 quyen bue

Wolfratshausen,
Germany

thudc ding ngoai dang 16ng; thudc udng dang
long; thudc bot va thube cém; dang bao ché
ban ran; vién nén.

* Thude vi lugng dong can.




F1-F1/1

Additional United Kingdom's
. Ambernath UK GMP medicines and
Inventia MIDC 40387 Insp Healthcare
) * A A A <\ RN 7 _
15 Eﬁig&ciﬁnited Ambernath (East): Thuoc 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
* Ac vd triino-
No.26, Datong 1st Thu(ic V? trun%’ N ST
Rd Caota + Thuoc san xuat v6 trung: thuoc tiém; dung
Purzer . _~|dich nho mét, nho tai, nhé miii vo tring.
Pharmaceutical |V 1298 GUanyinl'py & khong vo tring: dang bao ché long|PIC/S- Department  of
16 Township, . . IV PO 7930 23/02/2013 20/12/2013  [Health  Taiwan,
Co., Ltd., (dung dich); dang bao ché ban ran (thuoc ma,|GMP
. Taoyuan County| . . SN R.O.C
Guanyin Plant . thuoc kem); dang bao ché ran (vién nén bao
328, Taiwan,| , . o Lz ISP
phim, vién nén, thuéc com, thuoc bot, vién
R.O.C
nang).
* Thude vo tring:
+ Thubc san xuat vo tring: thudc dong kho
(bao gom ca thudc chira chat doc té bao/chat
kim té bao; hormon va chit c6 hoat tinh
Poligono hormon); thudc tiém thé tich nho (bao gém ca
Industrial Els|thudc chira chat doc té bao/chat kKim té bao;
Vinyets-Els hormon va chét c6 hoat tinh hormon); thudc Spanish  Agency
Fogars, 2, Ctra. C-|tiém khong c6 dugc chat (dung mdi tai lap NCF/1127/ of Drugs ang
o GP-Pharm, S.A 244, Km. 22, Sant|va liposomas) dugc dong trong lo, vi va ong EU-GMP 001/CAT 21/07/2011 31/07/2014 Health  Products
Quinti de(tiém. (AEMPS)

Mediona 08777
(Barcelona), Spain

+ Thubc tiét trang cudi: thudc tiém thé tich
nho (chira chat doc té bao/chat kim té bao;
hormon va chét c6 hoat tinh hormon); thudc
tiém khong c6 dugc chat (dung mdi tai lap
va liposomas) duoc dong trong lo, vi va éng
tiém.




Pol. Ind. Les
Salines. Carrer|,, 2 R A s A A Ministry of
Thuoc khéng vo trung: vién bao (bao gom
Synthon Castello, 1, 08830( , . . PO 2 A NN NCF/1101/ Health of
18 Hispania, SL |Sant Boi  de z?é;h;l;; Illézng than va thuoc gay nghién);|EU-GMP 001/CAT 28/01/2011 12/2013 Government  of
Llobregat g cung. Catalonia - Spain
(Barcelona); Spain
*Thudc vo trung :
+ Thubc san xuét vo tring: Thubc dong kho;
thubc tiém thé tich nho (chta hormon
Sigma-Tau|ViaPontina Km(("TERERE e tem hé o
Industrie 30, 400 - 0004o| ", 0¢ it tNG cudt: thu IT/114- ltalian Medicines
19 : : nho. EU-GMP 19/04/2012 26/03/2013
Farmaceutiche |Pomezia (RM)|, 2 - A , 5/H/2012 Agency AIFA
L . Thuoc khong vé trung: vién nang cung;
Riunite SPA Italia S \ . I
thuoc uong dang long; cac dang thudc ran
khéc (thudc bot, thudée cdm); cac dang bao
ché ban rin; thubc dan; vién nén (chta
hormon corticosteroid).
* Thudc vo tring :
+ Thudc san xuat vd tring: thudc tiém thé
tich nho;thude cdy ghép dang ran.
Nycomed St. Peter Strabe 25 thh quoélithgi?t cuot thude tiEm the fen INS-480050 I\A/ll:ezturé?:es and
20 | austria GmbH |*020 L2 P huée khéng vo tring: thuéc dang long EU-GMP 10024007  |16/05/2011  105/05/2014 |y fical Devices
Germany . A
dung ngoai; vién nén. Agency (AGES)

* Thubc sinh hoc: San phém tr Mmau; san
pham ¢ nguon goc chiét xuat tir ngudi hodc
dong vat




* Thube vo tring (bao gdm ca thude c6 hoat
tinh hormon)

+ Thudc san xuét vo trung: thudc tiém thé
tich nhd.

Bayer AG L ial g Lo g A e 2 .
Pharma  (Tén|Mullerstrabe 178 :é;htl}llogctlgérgttj}?g;:}? ;hgluoc tiem the tich 2012/01/Ba Co aquan thim
21 cii: Bayer|13353 » HOE N S EU-GMP |yerPharma (24/08/2012 06/06/2015 N a ,
. . * Thuoc khong vo trung: thuoc vién nén (bao quyén Dtrc
Schering Berlin,Germany Y ; PR AG
Pharma AG) gom ca thuoc ¢0 hoat tinh hormon); vién nen
bao (bao gém ca thudc ¢6 hoat tinh hormon
va thubc doc té bao).
* Thudc sinh hoc: san phdm cdng nghé sinh
hoc.
JI. Rawa Gatel
Blok 11l Kav. 36- *Thudc khdng vo tring: vién nén va vién bao National Agency
38, Kawasan R , , . I . PW.01.02.3
PT Dankos : (khong chtra khang sinh, dugc chat tranh thai,|PIC/s- for Drug and
22 Industri : RN Lo L (A 11.10.12.63 [31/10/2012 31/10/2014
Farma hormon sinh duc khéac va dugc chat kim te{GMP Food Control -
Pulogadung "|bao) 47 Indonesia
Jakarta 13930,
Indonesia
. . . French Health
26 Rue de la[*Thudc khéng vd trung: thuoc dung ngoai
g3 |Delpharm Chapelle,  68330|dang long: thude uéng dang long: thude dang|EU-GMP |HPTRIZ6 |0 11010011  |oafosroo1a  |roduCts  Safety
Huningue SAS Huningue, France [ban rin; thudc dan; 9/2011 Agency
gue. > thuoc dan, (AFSSAPS)
LTS Lohmann
Therapie-Systeme
LTS Lohmann AG DE_RP_01
* A A A N . A A Y N _ _ 4
24 Therapie- Lohmannstr.2 Thyoc khong‘vo tryng. cl;at nén lam dung EU-GMP | GMP_201 |20/01/2012 08/12/2014 Co . qua}n tham
56626 Andernach,|thu tinh; dang bao ché ban ran. quyén DBtrc
Systeme AG i 2_0003
Rhineland-
Palatinate,

Germany




Route de

Belleville Lieu-dit French Health
Abbott Maillard ~ 01400[*Thudc khéng vo tring: vién nang cimg; HPF/FR/25 Products  Safety
25 IHealthcare SAS |Chatillon sur|thudc udng dang long; vién nén. EU-GMP 1512011 22/11/2011 07/07/2014 Agency
Chalaronne - (AFSSAPS)
France
* \ A 9 . - . - . -
Novartis Route de I'Etraz, dr(]))e_;ng bao ché long: Otrivin Spay, Otrivin s, _?_\;]v;; ?ugttia;\cy for
26 Consumer 1260 Nyon, PS- \ Lo s 12-1768 17/09/2012 P
. * Dang bao ché¢ ban ran: Voltaren Emulgel,|GMP Products
Health SA Switzerland i .
Eurax Cream. (Swissmedic)
Survey N. 214,
Government State
Sun Industrial ~ Area,|, Thube khona vé trang: vien nana ctme:|PIC/S- 046/2012/S Administration of
27 |Pharmaceutical [Phase II, Silvassa-| . """ J g g cung; onp. [AUMPIGM (20/02/2013  [22/11/2015  |Ukraine on
Industries Ltd  [396230 (U.T. of ' P Medicinal
Dadra& Nagar Products
Haveli), India
g:g;lebsstandort * Dang bao ché 1ong: thudc dong lo tiét tring
’ : cubdi; thude dong lo san xuat vo trung; thude
(manufacturing of| ., N A L e N .
dong san trong bom tiém; thuoc dong khd Swiss Agency for
F. Hoffman-La bulk and dong lo PIC/S- Therapeutic
28 IRoche Ltd mrz((j;uc(l:?sa)l * Dang bao ché ran: vién nang; vién nén bao|GMP 11-557 04/04/2011 Products
P ' phim; vién nén. (Swissmedic)
Grenzacherstrasse ( * Pham vi chung nhan theo Site Master
124, 4070 Basel o, o am VI chung mha
Switzerland
P°"9°'?° * Thubc khdng vo tring: vién nang mém
Industrial N . £ 2
. (hormon va chat c6 hoat tinh hormon); thuoc Co quan tham
Leon Farma[Navatejera, C/ La|", Y . . A A
29 com (hormon va chat c6 hoat tinh hormon);|EU-GMP |4208/12 19/09/2012 01/08/2015 |quyén Tay Ban

S.A

Vallina Sin,
Villaguilambre-
Leon, Spain

vién nén va vién bao (bao gdm ca thudc chira
hormon va chat c¢6 hoat tinh hormon).

Nha




China Chemical
&

182-1, Keng Tze

* Thube vo tring:

+ Thudc pha ché vo tring: thudc bot kho pha
tiém; thuc bot dong khd pha tiém; thudc
tiém.

+ Thubc tiét trung cudi: thudc tiém.

Department  of

. * ) A A LN N X 12 }
30 |Pharmaceutical |<O%  Hsinfong,* Thuoc khong vo trung: dang bao ché long|PIC/S- 44, 25/02/2013  |14/11/2013  |Health  Taiwan,
Hsinchu Taiwan,|(hon dich, dung dich); dang bao ché ban ran|GMP
CO., Ltd. z - Z N L2 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, thuc cém, thudc bot, vién nang, thudc
dit).
* Nguyén liéu lam thubc Carbapenem.
. _[S.S. 17 Km 22,|* Thudc khéng vo tring: vién nang mém; . .
31 ga;“ji' AVENUS 157019 Scoppito|vién nén (hormon corticosteroid). EU-GMP '1%2/2013 25/01/2013  |16/06/2013 ";a';f:: ng:'”es
i (AQ), Italy * Thube duoc liéu, gency
* Thubc vO trung: Thubc san xuat vo tring:
it e 1 e U 17 s s e 1 e
32 |Klevasa |18 Achamail, o e khong vo tring: vién nang cimg:|EU-GMP |o2 0850510010 [27/0ai2013  |Or9anization of
Attiki, 13675,|, 1 - . \ SO 2010 Medicines,
Greece thuoc dung ngoai dang long; thuoc uong dang Greece
long; dang bao ché ran khac; dang bao ché
ban ran; thudce dat; vién nén.
Bausch & 8R?32r Paljllc\j\?; ) San ham:  Besivance  (besifloxacin|U.S.CGM 09-0028- United States
33 |Lomb YA 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 & : , 2 : 02-0062- United States
34 |Lomb ggi';‘”l'J'SA SC ;aeTieSZf?e%ﬁgoz'éte'rticlg'”g and  Redness g SCOMo010.00-  |24/02/2012  |24/02/2014  |Food and Drug
Incorporated ' y P VN Administration
Bausch & , , - , 02-0062- United States
35 Lomb Greenville, SC San_pham. Advan_ced Eye Relief Dry_ Eye|U.S.CGM 2012-01-  |24/02/2012 24/02/2014  |Food and Drug
29615, USA Enviromental Lubricant Eye Drops (Sterile) [P - i
Incorporated VN Administration




Industriparken 55,

* Thube vo tring:

+ Thudc san xuat vo tring: dang bao ché béan
ran; thudc tiém thé tich nho; thudc san xuat
v0 trung khéc.

+ Thubc tiét trang cudi: thudc tiém thé tich

DK-2750 nho.
Ballerup, * Thubc khong vo tring: thudc ding ngoai DK . .
36 |L0  Phamalark dang long: thude ubng dang long: dang bao|EU-GMP [00004510 +{01/07/2010  |08/os/2013 | P2nish Medicines
A/S P £ A PO Agency
che ban ran; vién nén; thuoc khong vo trung 16216
khéc (Gaze band-aids).
* Thudc sinh hoc: thudc cd ngudn gbc tir
nguoi hodc dong vat,
Madevej 76 DK-
6705 Esbjerg,|* Duoc chat sinh hoc.
Denmark
Highway 301 ’ UK GMP zzgfc‘?n};”gdo;g
Hospira North, Rocky[* Thuérc vO trfm\g: , o . 21672 Insp Healthcare
37 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,hU6‘5 khong vo trUng:’viér] nang cung; EMS/006/0 Authority of
38 EMS, S.A Chacara  Assay, thu,60 uér}g dang long; thuoc com; dang bao|EU-GMP 1/2011 01/03/2011 22/07/2013  [Medicines  and
Hortolandia, CEP,|ché ban ran; vién nén. Health Products,
13186-901  Sao I.P, Portugal

Paulo, Brazil




* Thubc vo trung:
+ Thuoc san xuat vO trung: thudc tiém thé
tich nho.

Lomapharm * Thudc khong vo tring: thudc dung ngoai
Lomapharm Rudolf Lohmann|dang 1ong; thudc ubng dang léng; dang bao
Rudolf GmbH KG hé rén khdc (vién bao, vién bao phim); vién DE_NI_02_ Co quan th
39 che el ! PIM) VI Ey_eMP |GMP_2012 |11/10/2012  |01/06/2015 |0, 48N tham
Lohmann Langes Feld 5,[nén. 0041 quyén Dtrc
GmbH KG 31860 Emmerthal,|* Thubc sinh hoc: thubc c6 ngudn goc tir -
Germany dong vat (khong tir ndo, mé than kinh hoic
cac dan xuét twong tmg); thude sinh hoc khéc
(‘hormon, enzyme).
* Thube duge lidu; thude vi luong dé)ng can.
Plot 18 and 19, UK GMP ngfc‘?nténgdogj
Medley Zari Causeway 35673 Insp Healthcare
40 Pharrmaceutical|[Road, Kachigam,|* Thudc khong vo tring: 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
* £ A A N £ N S
ure v e om0 g e i) | e
41 |Pharmaceutical |Puurs, ~ B-2870,[ "5, Ohe: MIUOC UOTE CATE ONS, CANE PiE amp 14/05/2012  |19/04/2015
. ché ran khac; dang bao ché ban ran (hormon 2 Health Product of
s NV Belgium < A . , £ .
va chat co6 hoat tinh hormon); thuoc dan. Belgium
Villa Blanca
Industrial ~ Park,|,. 2 L : 10-0165- United States
42 ;?g;elonr:: PUeTtol poad # 1, E?L)ptﬁ‘l‘;'ts Janumet - (sitagliptin/metformin g SCOM o013.00-  |191112002  |19/11/2014  |Food and Drug
Km.34.8, Caguas, VN Administration

PR 00725, USA




CSL Behring
GmbH * A AL
CSL  Behrin Gorzhauser Hot 1, +T”fhl?ogcvt(i)éttr?rll}1i cudi: nudc pha tiém DE_HE 01 Co quan tham
43 935041  Marburg| . UoC et ung cuoL nuge phaiem. ey gpvp | GMP_201 |17/06/2011  |05/04/2014 1
GmbH . * Thuoc sinh hoc: ché pham tir mau; thuoc quyen buc
(Stadtteil cdne nehé sinh hoc 1 0030
Michelbach), £ NEhs >
Hesse, Germany
CSL Behring
GmBH * Thudc vo trung:
CSL  Behring|Emil-von-Behring-{ + Thudc tiét trung cudi: nude pha tiém DE_HE 01 Co quan thim
4 lombH Strabe 76, 35041|* Thudc sinh hoc: ché phim tir mau; thudc EU-GMP |_GMP_201 \17/06/2011 05/04/2014 quyén Dt
. . 1 0029
Marburg, Hesse,|[cong nghé sinh hoc.
Germany
West Pharma - Rua Joao de Deus National
Producoes e\ )~ Amadora,| Thuée khong vé triing: vién nang cimg; thuéc FOS0/S1/H/ Authority of
45 Especialidates |... ) | Y g z ‘Ag. , g cung; 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,
S.A g I.P, Portugal
* Thubc khong vo tring: vién nang cung;
vién nang ctng; thudc ding ngoai dang long;
Hogemaat 2, 7942 . 2 SENTREy: : s Health care
Astellas Pharma ’ dang bao ché ran khac; vién nén; thuoc bot va NL/H )
46 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 pham 1én 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
47 _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
48 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
49 |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 .
50 |DSNK  Phamal i 1, gaspo|  [huoc khong vO trung: vien nang cing:\ o\, 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 i Nalaparh7 Road * Thudc khdng vo tring: vién nang ctng PIC/S- 044/2012/S Administration of
51 Pharmaceutical e " l(chta bot khd hit); thude xit; thude hit phan AUMP/GM |07/12/2012 19/09/2015  [Ukraine on
. Tehsil, District|.. s 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 |, Lops LA N
Artesan Pharma Wendlandstrabe 1 bao ché ban ran; vién nén (bao gom ca vién DE_NI_03_ Co aquan thim
52 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 , ) .
German hiém (Nystatin, chat chira khang sinh non-
y betalactam khac)
* Thube duge lidu, thude vi luong déng can.
* Thudc vo trung:
Leo 285 Cashel Road. :—éghuoc san xuat vO trung: dang bao ché ban e Medicines
53 Laboratories Crumlin, Dublin|, . . . N £ s ..|EU-GMP |2011-046 |04/07/2011 11/03/2014
* Thuoc khong vo trung: thudc dung ngoai Board
Ltd 12, Ireland \ X X o L 2
dang l6ng; dang bao ché ban ran; thuoc thu
thai ¢ tir cung.
70 Beaver Creek
Health 2000 Rpad # ?.’0’ San pham: H2K Ciprofloxacin Infusion|Canada- |FC11M642 Health — Canada
54 Inc Richmond  Hill, 200ma/100ml GMP 7847 01/03/2012 Products and
' ON, Canada, L4B g Food Branch
3B2
71 Beaver Creek
cs  |Health 2000 Eioca:mon d# H?IOI’ Sin phim: H2K  Levofloxacin Infusion|Canada- FCLIMB42 |, oo ;';ac:ﬂlts Ca”::g
Inc. '[500mg/100mi GMP 7848

ON, Canada, L4B
3B2

Food Branch




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

Dot 9
(Theo cong van 6769/QLD-CL ngay 06/05/2013 ctia Cuc Quan ly dwgc)
NHA MAY . , ] NGUYE ] i« .z |NGAY HET|CO QUAN
A P < NGAY CAP <
STT CONG BO PIA CHI PHAM VI CHUNG NHAN N TAC GIAY CN HAN CAP
Glaxo Zone Industrielle French Health
* e A AN N £ L
1 Wellcome n2, . '23 rue Thuoc Akhong vO ‘trurlg. d?tng bao ché ran EU-GMP HPF/FR/17 01/09/2010 20/05/2013 Products  Safety
Production Lavoisier, 27000]khac; thuéc phun mu; vién nén. 0/2010 Agency
Evreux, France (AFSSAPS)
* Ac vd triino-
Joint Stock{74, Frunze Str,|| e O e e aho mi GIF-IW-N- Main
2 Company Kyiv, 04080, |, Thude Khéng vé trin '%huéc 1ho miii \./ién EU-GMP 4022/83/12 31/12/2012 04/10/2015  |Pharmaceutical
FARMAK Ukraine nén g g ’ Inspector, Poland
* 5¢ vo trune:
Duchnice, 28/30 Thuof Voqtmng; R I ,
. + Thuoc san xuat vO trung: thuoc cay ghép .
Pharmaceutical |Ozarowska.  Str, dane rén GIF-IW-N- Main
3 Works 05-850  Ozarow|. 2 A . ca EU-GMP 11/04/2011 11/02/2014  |Pharmaceutical
L * Thuoc khong vo trung: vién nén 4022/33/11
Polpharma S.A |Mazowiecki, P P Inspector, Poland
* Thuoc sinh hoc: cephalosporin ban tong
Poland
hop
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich thé tich
nho.
1389, Trasad Cu thé .san Aph'im: th.uoc tiem Trgan-AD
. 10mg/ml; thudc tiém Aciloc 25 mg/ml.thudc State agency of
Cadila Road, Dholka- tiém Amikacin 500mg; thudc tiém Amikacin ZAV/LVI20 Medicines
4 Pharmaceutical {387810, Dist, g EU-GMP 19/03/2013 23/11/2015 .
- 100mg. 13/002H Republic of
s Limited Ahmedabad, X A A A :
* Thuoc khong vo trung: 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 | gniert 71 A cu-gmp |1/54 00/03/2012  |14/04/2014 |'t3l1an 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.
Via G. Pascoli, 1 -|* Thubc khong v tring: thudc ding ngoai
20064 Gorgonzolaldang long; thudc udng dang long; dang bao
(MI), ltaly ché ban rén; vién dit.
ReDarto * Thube vo tring: thuéQ bot, vién nén
Industria Disrlaccato ] Via( San xuét toi san phim cho déng goi tai:
Farmaceutica |Muoni, 15-20064-| RcParto Distaccato - Via Muoni, 15-20064- IT/273- Italian Medicines
. ' Gorgonzola (M), Italy. EU-GMP 29/10/2012 19/04/2015
Nova Argentia|Gorgonzola (Ml),| ., Ny : 4/H/2012 Agency AIFA
SPA Italy bong goi tai: Via G. Pascoli, 1 - 20064
o Gorgonzola (M), ltaly)
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 thim
8 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.
Thubc khong vo tring: vién nang; vién nén.
San pham cu thé: vién nén Arip MT 10; vién
nén Arip MT 15; vién bao Deplatt 75mg;
Village vién bao duong khéang dich vi Enzystal; vién
Torrent !Bhud&M_akhnuma nén I\/Io_sAid I\/I:I' 2,5 mg; Vvién nén Mo_s:id MT
9 |Pharmaceutical [I'® Baddi-173205,15mg; vién nen Nebicard 2,5mg; vién nen\PIC/S-— ;) n 11 |ogi06/2011  03/04/2013  |Bo Y té Ucraina
s Ltd.. India th_e. Nalagarh, Neblcar_d §mg, Vvién t_)ao Thioril 25mg; vien GMP
' Distt: Solan (H.P),|bao Thioril 100mg; vién bao Tozaar H; vién
India nén Lamitor 25mg; vién nén Lamitor 50mg;
vién nén Lamitor 100mg; vién bao khach
dich vi Veloz 10mg; vién bao khéng dich vi
Veloz 20mg; vién nang Domstal-O.
100&102
Antimony and|* Thudc khdng vo tring (khéng 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 ctng; thudc bot da|GMP 05871-3 18/10/2012 23/03/2015 Administration,
Park QLD 4300,|pha dung dich udng; vién nén. Australia

Australia.




Leipziger Strabe 7

San phdm: Maninil 5; Maninil 3,5; Siofor
500; Siofor 850.
( Co so san xuat: Menarini - Von Heyden

- o DE_SN_01 2
1 Menarini - Von|-13, 01097|GmbH - Leipziger Strabe 7 -13, 01097 EU-GMP | GMP 201 |01/11/2011 98/07/2014 Cok qua}n tham
Heyden GmbH |Dresden, Saxony,|Dresden, Saxony, Germany. 1 0020 quyén Dtrc
Germany Co s6 dong goi va xuat xuong: Berlin - -
Chemie AG - Glienicker Weg 125, 12489
Berlin, Germany)
Mundipharma Ilr?dlittrr]?a::os, i?j: * Thudc khong vo tring: thudc dung ngoai MUNOL/20 Pharmaceutical
12 |Pharmaceutical |.,. . '|dang 16ng; thudc ubng dang l6ng; thuc phun|EU-GMP 13/03/2012  |19/01/2015 |Services Ministry
Nicosia, Cyprus,| ", N IS 12/001
s Ltd 2540, Cyrus mu; dang bao ché ban ran. of Health, Cyrus
* Thudc khong vo tring: vién nang cung;
Vién nén.
GRtli’Imoun?VSeSiliz San pham cuy thé: vién nén PMS-Simvastatin; Health Products
Pharmascience y ’ vién nang PMS-Fluoxetine-CAP 20mg; vién|Canada- and Food Branch
13 100, Montreal,| ", L o , 100241-A [15/05/2012
INC QC, Canada, H4P nén PMS-Risperidone; vién nén Pharmapar;|GMP Inspectorate,
2T4, ’ vién nén Pharmatamide; vién nang Gapentin; Canada
vién nén Pharmaclofen; vién nén Phamzipoc;
vién nén Pharmapir; vién nén Migranol.
Holopack
i\iieép:](tz)lﬁlmgstechn * Thube vo trung:
Bahnnhofstrabe. | Thudc san xuat v tring: dung dich thé tich
gemap o]en 16n, dang bao ché ban rin, dung dich thé tich
Holopack vorliegenden ih%hth? Oii?? (;rﬁlr? ) 5i: dung dich thé tich DE_BW_0 Co quan thim
14 |Verpackungstec|Grundrissplanen | ;“;" bgo h”’gb;l(r)‘h duf]’ dfhthi ion|EU-GMP |1 GMP_20|15/12/2010  |08/07/2013 ° ‘Aan, a
hnik GmbH  |vom 20.11.2007,| O™ 94ng Pao che ban ran, CUng dich the 10_0039 quyen e

73435 Abtsgmund
Untergroningen,
Baden-
Wurttemberg,
Germany

nho; thuée nhé mét.

* Thudc khong vé tring: thudc dung ngoai
dang 16ng, thuéc udng dang long, dang bao
ché ban ran.




Route de Sorge 9,

* Thudc vo trung:
+ Thudc tiét trang cudi: dung dich thudc tiém
truyén; dung dich thay thé huyét thanh; dung

PIC/S-

Swiss Agency for

15 |BBraun 1023 Crissier |dich tiém truyén dinh dudng: dung dich ria|GMP  |12-1540  |06/08/2012  |30/03/2015 || Nerapeutic
Medical AG N X Products
Thuy Sy vét thuong. EU-GMP (Swissmediic)
* Duoc chat: HES 130, HES 450, HES 200,
succinylated gelatin dang phun kho.
San pham: Berlthyrox 100
( Co so san xuét ban thanh pham: Berlin-
Berlin - Chemie Glienicker ~ Weg|Chemie AG -Tepelhofer Weg 83, 12347 Co auan thim
16 AG 125, 12489 Berlin,|Berlin, Germany. EU-GMP |2012/01/bc |03/07/2012 18/06/2015 u éanﬁC
Germany Co so& dong goi: Berlin-Chemie AG - wy
Glienicker Weg 125, 12489 Berlin, Germany)
* Dang bao ché ran: Vién nang; thudc cém; .
: £ za A I Ao A Swiss Agency for
22 rue du Bois-du-|thudc dong khé (hoat chat c6 nguon goc sinh PIC/S- Therapeutic
17 OM Pharma SA|Lan, 1217 Meyrin,|hoc). 12-1996 18/10/2012 14/10/2013 P
. A A s I ;. [GMP Products
Switzerland * Nguyén liéu sinh hoc lam thudc (san pham (Swissmedic)
c¢6 ngudn gde tir vi khudn)
* Succursale
d'’Aubonne, Zone
Merck Serono ICr)]S:JiZi:;ez”e d1e17:J * Dang bao ché rén: bot dong kho; PIC/S- '?'\PI}V;Z ?l?t?(r: v
18 ’ -|* Dang bao ché 1ong: dung méi pha tiém. GMP 12-484 12/03/2012 25/11/2014 P
SA Aubonne, Thuy Sy, D it t4i 16 h EU-GMP Products
* Centre| — - o¢ Chattatto nop. (Swissmedic)
Industriel, 1267
Coinsins, Thuy Sy
Chinoin
Pharmaceutical |3510 Miskole, |, LA . 2 4 . National Institute
19 |and Chemical|Csanyikvolgy, | . | uoc VO trung: dung dich the tich nho (¢ ) 5\yp |OCYVATA0 16050015 |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
20 Dohme Corp.,|Pike, West Point,|San phdm: M-M-R I, Rota teq. |L3J SCCM \(/:VTH?OS_H 24/08/2012 27/09/2014  [Food and Drug
UsS PA 19486, USA Administration
San pham: Thudc bot pha hdn dich truyén
Imipenem Cilastatina Kabi.
. ( San xuat béan 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
21 o . (Milano), Italy. EU-GMP 11/07/2011
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, o bo0sin cLtomOnR O -
22 Alcon Cusi, SA [08320 EI Masnou (A8 Bad Che ] £ '|EU-GMP 14/11/2012 10/2015
(Barcelona), Spain hormon va cac chat cé hoat tinh hormon); 001/CAT Government  of
P thudc cay ghép dang ran (dang thudc bot). Catalonia - Spain
* Thubc khéng vo tring: thudc udng dang
long.
. . |* Thudc v6 tring: UK MIA Umt?q Kingdom's
Village  Savroli, L, A e Ly medicines and
Taluka. Khalaour + Thudc san xuat vO trung: thuoc bot pha 14967 Insp Healthcare
23 Kopran Limited | . . APUD . EU-GMP |GMP 19/08/2010 07/06/2013
District  Raigad, 2 . A , Products
. * Thuoc khong v6 trung: vién nang cung; 14967/59024
India n A n Regulatory
vién nang mém; vién nén. 0005

Agency MHRA




* 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
24 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 cﬁ’ng; 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
25  |Pharmaceutical |matsushige-cho, |* Thudc tiém truyén. Japan- 1362230700 |5, 7719 and Welfare
) GMP 0301
Factory, Inc Itano, Tokushima, government  of
Japan Japan
o Str. Valea I._upului * Thude v tring; National. .Agency
26 |>C Antibloticeinr. 1, lash Gy 50 i xudt vo tring: dang bao ché rin|EU-GMP |27 21R lag111/2010  |o7/05/2013  |fO" Medicines and
S.A. lasi, cod 707410,|, ., .. N @) Medical Devices -
. (chtra khang sinh penicillin). .
Romania Romania
Co s& san Xuat: EU-GMP|Co sé san Co quan tham
Rottendorf Xuét: quyén Puc
Pharma GmbH DE NW_ 0
Ostenfelder 5 GMP_2
Strabe  51-61,|* Thudc bot khdng vo tring vién nang ctng; 012_0022
59320 vién nang mém; thudc bot, thudc cém, pellet Co SO
Rottendorf Ennigerloh, (chura _hoat chét_ nguy c_o* ti??m , téng: dong  goi:
27 Pharma Gmbi | Germany. Tamoxifen, Flutamide, Clomifen va cac chat DE_NW_0|01/08/2012 |21/12/2014
Co s& dong goi: tuong :[u); vién nén (Viej:n sui, vién bao). 5 GMP_2
Rottendorf * Thudc sinh hoc: thudc ch(ra 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|INUSITIal  Area,|dung dich thé tich nho. 35989 Insp msgl'fr:gaefe and
28 | iited P Jigani Hobli,[+ Thudc tiét trang cudi: dung dich thé tich|EU-GMP |GMP 24/06/2011  [26/05/2014 Products
Anekal taluk,|nho. 35989/1275 Reaulator
Bangalore, * Thude khong vé tring chra chat doc té bao: 261-0003 gulatory
A . A Agency MHRA
Karrnataka, In-]vién nang cung; vién nén.
560105, India
17 route  de * Thudc khong vo tring: vién nang cimg; French Health
29 Nextpharma Meulan 78520 tl}uoc dunAg ngoai dal"lfg long; tbuoc ljonfg dgtng EU-GMP HPF/FR/10 30/06/2010 24/02/2013 Products  Safety
SAS Limav. France long; thuoc phun mu; dang bao ché ban ran; 7/2010 Agency
Y, thubc dit. (AFSSAPS)
* Thude vo tring:
+ Thubc san xuat vo tring: thudc dong khod
(vaccin vi khuan bét hoat, Protein/DNA tai to
hop, chat mién dich dong vat st dung cho
ngudi); dung dich thé tich nhé (vaccin vi
Strada provinciale khuan bat hog).
GlaxoSmithKli P + Thudc tiét tring cudi: dung dich thé tich
ne Asolana N-90, nho IT/241- Italian Medicines
30 : (loc. San Polo) |, . A A n e . |EU-GMP 26/09/2012 06/04/2015
manufacturing . |* Thuoc khéng vé trung: vién nang cung 5/H/2012 Agency AIFA
43056 Torrile] . . .. L LA A Lo Lz
S.P.A (PR), Italia (chat dgc te bao/chat kKim t& bao); thudc uong

dang long; 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 str dung cho nguoi.




1 rue de I'Abbaye,

* Thube vo tring:
+ Thudc sén xuét vo trung: thudc dong kho;
dung dich thé tich nho; thudc cdy ghép dang

Glaxo 76960  Notre|rén. French — Health
L inr e £ . I HPF/FR/11 Products  Safety
31 Wellcome Dame De[+ Thuoc tiét trung cuodi: dung dich thé tich|EU-GMP 15/07/2010 04/03/2013
i . , : 2 . \ Lz . 9/2010 Agency
Production Bondeville, 16n; dung dich thé tich nho; thuoc cay ghép
. (AFSSAPS)
France dang ran.
* Thubc sinh hoc: thude cong ngh¢ sinh hoc;
thudc c6 ngudn gde tir ngudi hodc dong vat.
sanofi 30-36 avenue French Health
H * A A A N . iA 4 .
39 Winthrop Gustave  Eiffel, .AThu,OC khoéng vO trung: vién nang cung; EU-GMP HPF/FR/24/ 05/03/2012 95/11/2014 Products  Safety
Industrie 37100 Tours,|vién nen. 2012 Agency
France (AFSSAPS)
Agency for
Lek Kolodvorska cesta),, Thudc khdng vo tring: vién nang cimg; 450- I';/:s((jjluCcTsal and
33 |Pharrmaceutical|27, Sl-1234|  ',ruoc Khong g 9 CMEIEy-GMP 20/12/2011  |19/10/2014 ) .
. |thudc bdt; vién nén. 39/2011-2 Medical Devices
sdd menges, Slovenia i
of the Republic of
Slovenia
. 196 rue du . oy French  National
Sanofi . |* Thuoc khéng vo6 tring: dang bao ché ran
34 |Winthrop Marechal = Juin,\, 2 (khong bao gdm vién nén: vién nang|Eu-aMP | PR 13000013 |10/10/2005  [PTU9 @nd Health
Industrie 45200 Amilly, citng): dang bio ché bén rin 2013 Products  Safety
France S ' Agency (ANSM)
* X ~ P X N -
10 Al se Wl T K U e
g5 [Unither LiquidiNeste, ZI Denf . <0 thube dat. ' eu-omp | IPPPRBU 040012 |17/06/2004 |00Vt Safety
manufacturing |Sigal, 31770], Thude sinh hoc: thude ¢6 neudn ebe tir 2012 Agency
Colomiers, France u RN . guon g (AFSSAPS)
nguoi hoac dong vat.
Lot 10, jalan
Sultan Mohamed National
Hoe 6, Bandar Sultan|Thudc kem; thudc mé; lotion; gel; nhii twong; pIC/S. Pharmaceutical
36  |Pharmaceutical |Suleiman, 42000|bot nhdo; dau goi dau; phan boi da; dang bao 490/11 23/12/2011  [10/10/2013 |Control Bureau,
£ 12 \ a2 GMP -
s Sdn. Bhd. Port Klang,|che 1ong (dung ngoai va uong). Ministry of
Selangor, Health Malaysia.

Malaysia




Mistelweg 2,

* Thuoc vo trung:

37 |BBraun 12357 Berlin,|+ Thude tiét trung cudi: dung dich thé tich|EU-GMP [2°-2/0%B" logi03i2012  |10/01/2015  |C°, uan  tham
Melsungen AG \ aun quyéen Dtrc
Germany nho.
Pharmez  Special
Economic  Zone, * Thube vo triing; UK GMP Unltgc_l Kingdom's
. _|Plot Number 3, L. T S N medicines and
Zydus Hospira Sarkhei Bavla + Thuoc san xuat vO trung: thuéc dong kho; 32340 Insp Healthcare
38 Oncology Hi hwél Matoda dung dich thé tich nho. EU-GMP |GMP 08/01/2013 08/10/2015 Products
Private Limited |- 9 &Y’ '+ Thubc tiét trung cudi: dung dich thé tich 32340/4091
Taluka  Sanand, ho 99-0005 Regulatory
Ahmedabad, In- ' Agency MHRA
382210, India
* Thudc khong vo tring chira khang sinh beta
PT Actavis Jalan Raya Bogor Ifflctam:wwer’l nang cuing; thudc udng dang NL/H !—Iealth care
39 Indonesia Km 28, Jakarta,|long; vién nén. EU-GMP 13/0100 08/01/2013 22/11/2015  [inspectorate, The
13710, Indonesia |* Thubc khong vo tring: dang bao ché ban Netherlands
ran.
Laboratoires 1 route de Socx|* Thudc khéng vo tring: vién nang cung; HPF/FR/62/ E:ig(:;ts I;:?elih
40  |Pharmaceutique|59380 Bierne,|dang bao ché ran khac; vién nén. EU-GMP |, 04/04/2012  |30/09/2014 Agency y
* A <\ A
s Rodael France Thudc tir dugc lidu. (AFSSAPS)
384 Soi 6, Pattana Therapeutic
Mega 3 Road, Bangpoo PIC/S- MI-2010- Goo d.f
41 Lifesciences Industrial ~ Estate,|* Thudc khong vo tring: vién nang mém. CE-05744- {25/11/2011 24/07/2013 N
GMP Administration,
Ltd Samutprakarn, 4 Australia
10280, Thailand
* Thude vo tring:
Aesica Via Praglia, 15-|+ Thudc tiét trung cubi: dung dich thé tich . -
42 |Pharmaceutical [10044  Pianezza|nho. EU-GMP '12/“145/2012 24/05/2012  |12/05/2014 'Ata';f]r; 'ng:'”es
sS.R.L (TO), Italy * Thube khong vo tring : thudc udng dang gency
long.
Z.l. du Planchy, Swiss Agency for
UCB Farchim|Chemin de Croix|Thubc khdng vo tring: Dang bao ché ran:|PIC/S- Therapeutic
43 SA Blanche 10, 1630|vién nén. GMP 11-1364 21/09/2011 07/09/2014 Products

Bulle, Switzerland

(Swissmedic)




44

Boehringer
Ingelheim
Roxane Inc

1809 Wilson Rd,
Columbus, OH
43228, USA

San pham: Trajenta (linagliptin 5mg) tablets

U.S.CGM

11-0005-
2013-01-
VN

03/12/2012

03/12/2014

United States
Food and Drug
Administration




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

Dot 10
(Theo cong van 7150/QLD-CL ngay 13/05/2013 ctia Cuc Quan ly dwgc)
NHA MAY , , ] NGUYE ] .. - |NGAY HET|CO QUAN
A . < NGAY CAP <
STT CONG BO PIA CHI PHAM VI CHUNG NHAN N TAC GIAY CN HAN CAP
Stiefel . * £ . . sk Health  Sciences
1 |Laboratories |13 Gul Circle,* Thuoc dung ngodi dang long; dang bao che\PIC/S-—1yh0107 logiog2012  [30/06/2013  |Authority,
Singapore 629589 |ban ran khong vo trung. GMP )
Pte Ltd Singapore
Glaxo 7| de la French Health
* £ A A N , s e
2 |Wellcome Peyenniere, 53100| , | "u0¢ khong Vo trung (chia penicillin):\g ) syip (HPRFRILS |00 0010 log/gajog1a  |PTOOUCES  Safety
Production Mayenne, France vién nang cung; dang bao ché ran; vién nén. 1/2011 Agency
' (AFSSAPS)
Glaxo . UK MIA United Kingdom's
. Priory Street, £ R A e , ..
Operations UK * Thuoc khéng vo trung: vién nang cung; (IMP) 4 medicines and
Ltd trading as Ware, dang bao ché ran khéc; vién nén Insp Healthcare
3 Hertfordshire, : L o . |EU-GMP 18/01/2012 12/12/2014
Glaxo .. |* Thudc sinh hoc: thuoc sinh hoc chira GMP/IMP Products
SG12 0DJ, United .
Wellcome Kinadom steroid. 4/15159- Regulatory
Operations g 0021 Agency MHRA
* Thude vo trung:
SUN + Thudc san xuat vo tring: thudc dong kho;
Pharmaceutical |B&0da  Highway, |dung dich thé tich nho. NL/H Co auan  thAm
4 : Halol,  Gujarat,|+ Thudc tiét tring cudi: dung dich thé tich|EU-GMP 01/03/2013  |05/10/2015 | que
Industries Ltd. : \ 13/0105 quyén Ha Lan
india. Halol 389350, India nho. ’
’ * Thuoc khbng vé trung: vién nang cing;
vién nén.
6 Gibaud Road, -
X i A LR er 1 1 Medicines
Bodene  (Pty)|Korsten, 6001,[* Thudc ti€ém truyén thé tich 16n; PIC/S- 26/7/3/3/1/ Control  Council
5 Ltd T/A[Port  Elizabeth,|* Thudc tiém thé tich nho; G0039/201 (22/05/2012  |22/05/2013 :
. ) GMP of the Republic of
Intramed Republic of South|* Dung dich. 2 South Africa

Africa




ZA des Boutries

e Vermont French Health
H HES A A A N . 1A 4 .
6 Laporatowes 78704 Conflans Thu?c kh;0n49 vo’trun'gi]. v!en nang cung; EU-GMP 90/02/2012 31/08/2014 Products  Safety
Grimberg SA . . _|dang bao ché ran khac; vién nén. Agency
Sainte  Honorine (AFSSAPS)
Cedex, France
JI. Rawa Gatel
Blok Il Kav. 36- National Agency
38, Kawasan L va A s , , . R PW.01.02.3 For Drug and
7 |PT. Dankos| st Thuoc tiém VO trung chira khang sinh (khOng\PIC/S- 57 46 15 63131102012 [31/10/2014  |Food  Control,
Farma bao gom betalactam va dan xuat). GMP .
Pulogadung - 55 Republic of
Jakarta 13930, Indonesia
Indonesia
\|]3I|'2/||<'H' Tha’gﬁ National Agency
PT KalbelKawasan  Industri Vién nang ctng khdéng chia khéng sinh PIC/S- PW.01.02.3 For Drug and
8 ' . (khéng bao gom thudc tranh thai, hormon 31.08.12.40|14/08/2012  |14/08/2014 |Food  Control,
Farma Tbk. Delta Silikon|". L e A s GMP .
: : sinh duc, thuoc kim te bao). 75 Republic of
Lippo Cikarang, .
_ ) Indonesia
Bekasi-Indonesia
L2 Additional|* Thubc khdng vé tring (chira cephalosporin MI-2010- Therapeutic
Okasa Pharma|MIDC, Satara|va khéng chura khé&ng sinh): vién bao tan(PIC/S- Goods
o Pvt Ltd Maharashtra, trong rudt; vién bao phim; vién nang cung;|GMP ;:E 08151- |01/08/2012 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
10 |Fontaine Fontaine Les|vién nén va dang bao ché ran khac. EU-GMP 1512012 1700712012 |28/10/2014 Health  Product
Dijon, France Safety (ANSM)
Niittyhaankatu 20,|* Thudc vo trung: 4345/11.01 Finnish
11  |Santen Oy 33720 Tampere,[+ Thudc san xuit vo tring: thuéc nhé mit;|EU-GMP 7 110/08/2011  |25/11/2013  [Medicines
- J y 09/2011
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
12 Co.. Ltd. Shiga|cho, Inukami-gun,|Preparations GMP 4644 19/02/2013 and Welfare,
Plant Shiga, Japan Japan




Santen
Pharmaceutical

9-19, Shimoshinjo
3-chome,

Higashiyodogawa- Minister of
co., Ld. ku, Osaka, Japan . Japan- Health Labour
13 (Santen _ (2-14, Shikinami, San pham: Oflovid, Ophthalmic Preparations GMP 67 04/04/2012 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
. '|[ku, Osaka, Japan |San pham: Sanlein 0.1, Ophthalmic|Japan- Health,  Labour
14 (Santen . (2-14, Shikinami,|Preparations GMP 3385 22/11/2011 and Welfare,
Pharmaceutical o
Hodatsushimizu- Japan
Co., Ltd. Noto .
Plant) cho, Hakui-gun,
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
. 3-chome,
Pharmaceutical |, . . -
Co Lid Higashiyodogawa- Minister of
! ‘|ku, Osaka, Japan [San  pham: Kary Uni, Ophthalmic|Japan- Health,  Labour
15 (Santen . (2-14, Shikinami,|Preparations GMP 4374 30/01/2013 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
16 GmbH 'ZAlu(?S(t)riaLeobendorf, :énThuOC ti€t trung cuoi: dang bao ché ban(EU-GMP 0005-013 01/12/2014 Medical Devices
) Agency (AGES)
Str. Valea Lupului], Thudc v6 tring; National Agency
S.C. Antibiotice[nr. 1, lasi, Jud. I T A s o 057/2010/R for Medicines and
17 SA lasi, cod 707410, + Thuoc san xuat vO tring: dang bao ché ran|EU-GMP 0 29/11/2010 07/05/2013 Medical Devices -

Romania

(chtra penicillin).

Romania




* 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
18 . 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
19 |Tedec-Meiji 130,500, Alcala del, ) o \hangvo tring: vien nang cimg (baolEU-GMP |E02 M 1010012013 [31/01/2016  [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
20  |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
21 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.




State

2253;2?861 * Thubc vo trung: Administration of
Idol Ilac Dolum Cebealibev sok. NI Thudc san xuat vo trung: dung dich thé tich 016/2012/S Ukraine on
22 Sanayii ve Y 50K M ho. EU-GMP [AUMP/GM (16/05/2012 31/03/2015  [Medicinal
. 20, 34020, L enr e Z. . I
Ticaret A.S . + Thuoc tiét trung cuodi: dung dich thé tich P Products
Topkapi, Istanbul,| .,
Turke nho. (SAUMP) -
y Ukraine
, i 11-0116- United States
23 Bausch&Lomb. [Tampa, FL 33637,[San phan'l. Lotema}x (Ioteprednol. etabonate|U.S.CGM 5013-01-  |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 . s s , 02-0143- United States
24 |Pharmaceutical |19MWaY: San pham: Singulair 4mg (Montelukast) Oral\ US.CCGM )15 41 1o3i03/2012  [23/03/2014  |Food and Drug
s INC Greenville, North|Granules P VN Administration
Carolina, 27834,
USA
Laboratoires Route de Marsat, European
o5 Merck Sharp& Riom, 63963|San pham: Invanz _(Ertapepem)_ Powder for EU-GMP 13/12/5867 92/10/2012 Medicines
. Clermont-Ferrand |concentrate for solution for infusion. 6
Dohme-Chibret Agency
Cedex 9, France
4745 Wiley Post .
. i : . 07-0113- United States
26 |Cephalon Way, Salt Lake|San pham: RemeronSolTab (Mirtazapine)US.CGM )15 10 117/08/2012  |17/08/2014 |Food and Drug
City, UT 84116,|Orally Disintegrating Tablets P - .
VN Administration
USA
Ajinomoto 103-1, Ministry of
Pharmaceutical |Shirasakaushishim(_, I _ Health,  Labour
27 |s Co, Lud|izu, Shirakawa.| >0 pham: Amiyu Granules, Atelec tablets 5;Japan- 1,445 07/09/2012 and  Welfare
. i 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
28 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 .
29 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
30 |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.




bia chi 1. H-4042

* Thudc khdng vo tring: vién nang ctng
(chtra hormon); vién nang mém; thubc dung
ngoai dang 16ng; thudc udng dang long; dang

ll?tef:;ecarllj,ngzi;lagl bao ché ban rin (chta hormon); thuéc, dat; 1971072014
B vién nén (chira hormon); dang bao ché ran
I:h;;u(g; 321151‘1 \:gt_huoc 500). National _Institute
Teva + Thudc san xuét.vﬁ trung: dung dich thé tich for Quality and
Pharmaceutical . P R ; Y Organization
31 Works Private 10}1; t;huf)c dong khf’ (cliua,hotmon va Chat EU-GMP OGYI/35014 12/02/2013 Development in
Limited dog té bao); dang bao ché ban ran; dyng d;cl} 3/2013 Healthcare  and
Dia chi 2: H-2100[thé tich nho (chira hormon va chat doc té .
Company | Medicines,
Godollo, Tancsics|bao). ’ ’ 7 17/04/2015  |Hungary
Mihaly ut 82.,[+ Thudc tiét trung cudi: dung dich thé tich
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 ;
32 |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
33 Biological Inc|Angeles, dich thé tl’ch nho; dung dich dung dich thé(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
34 |Genentech Inc |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 thim
35 Vietnam 1 nen (bao gom ca VIR Nen bao PNIM. e\, vp | GmP 201 [10/04/2013  |25/03/2016 ,aue
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
L true Comte de I+lh%huc")c tiét trang cudi: dung dich thé tich French — Health
36 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 khoéng vo tring: vién nang cung; DE_BY_04 Co quan tham
37 . A ' |IEU-GMP |_GMP_201 |10/04/2013 19/01/2014 o
s Ltd - Indrad|Village, Taluka|vién nen. > = quyéen Puc
. S 3 0058
Plant Kadi, District -

Mehsana Gujarat
382721, India




Torrent

Torrent
Pharmaceuticals
Itd - Baddi Plant

. . . A a DE_BY_04 .
* A . 4 . — — A
38 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
. 3 0057
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
39  |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
Koishikawa Japan- Health, - Labour
40 Eisai Co., Ltd ’ San phém: Pariet Tablets 10mg P 4368 30/01/2013 and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
I Health,  Labour
. Koishikawa, \ 2 o Japan-
41 Eisai Co., Ltd San pham: Methycobal Injection 500ug 2923 18/10/2012 and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
Koishikawa Japan- Health, - Labour
42 Eisai Co., Ltd ’ San pham: Myonal tablets 50mg P 493 26/04/2012 and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
I Health,  Labour
43 |Eisai Co, Ltg |KOIShikawa, San pham: Methycobal Tablets 500 Japan- 15924 18/10/2012 and  Welfare
" Bunkyo-Ku, phatm: Methy HE GMP

Tokyo, Japan

government  of
Japan




Ministry of

4-6-10
Koishikawa Japan- Health,  Labour
44 Eisai Co., Ltd ’ San pham: Pariet Tablets 20mg P 4377 30/01/2013 and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
1> 2 Chia Ping
Road # 02-00,
Haw Par Tiger
Balm  Building,
Singapore 619968
2> 2 Chia Ping|Thudc ding ngoai dang long; dung dich chay
Drug House of{Road # 04-00,|than nhan tao; dang bao ché ban ran khdng vo PIC/S- Health  Sciences
45  |Australia Haw Par Tiger|trung; thudc bot chay than nhan tao; thudc M00150 30/06/2013  |Authority,
. . A ; , A, L , GMP .
Private Limited |Balm  Building,|uong dang long; vién nén; vién nang cung; Singapore
Singapore 619968 [thudc bot ubng, thude com.
3> 2 Chia Ping
Road # 05-00,
Haw Par Tiger
Balm  Building,
Singapore 619968
* Ac vd trino:
Nucleo Industriale +T;11?3§cv:;2unfﬁét vb trung chira hormon
g6 |isiopharma |- 84020] ' ticosteroid: thude bot: éng thude tiem,  |EU-GMP |14 2000212013 |23/11/2015  |'1@lian Medicines
S.R.L Palomonte  (SA) PN 2. ) Lz 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
g7 |SADrEdrba, i LV-1057,|(chira thube doc té bao/chét kim t& bao)|EU-GMP [ZVAEVI20l a050012  oaioarzors [P Agency of
Grindreks { X Lz \ n 12/012H Medicines, Latvia
Latvia thudc uong dang 16ng; vién nén.

vieta)




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

Boehringer Prat de la Riba, ho, Ministry of
48 |Ingelheim 50, 08174 Santl " & tiet tring cudi: dung dich thé tich|EU-GMP |NC 1392 |og010003  |o1/a1/2005 | HERIN of
Cugat Del Valles| | , 001/CAT Government  of
Espana, SA (Barcelona), Spain nho. . . Catalonia - Spain
’ * Thuoc khdng vé trung: vién nang; thudc
udng dang long.
Damastown,
Helsinn  Birex|Mulhuddard, 7 US.CGM 07-0060- United States
49 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
Road, Porton|dung dich thé tich nho. UK MIA medicines  and
Health Down, Salisbury,|* Thudc sinh hoc: thuéc mién dich; thudc 20170 “Insp Healthcare
50 Protection - 1 . o N . |EU-GMP |GMP 10/04/2012 21/02/2015
Agency Wiltshire, _Sp4 cong r_1gh¢ sinh h_(_)c; thuoc §|nh hoc kh_ac 20170/1316 Products
0JG, United|(Botulinum  Toxins, toxoids Bacterial 7-0015 Regulatory
Kingdom. Enzymes (Erwinia L-asparaginase) Bacterial Agency MHRA
Toxoids).
* Thudc vo tring:
+ Thudc san xut vo tring: thude tiém; thude
bot dong kho pha tiém; hon dich vo triing pha
No. 6-20, Tuku,|tiém.
Standard Tuku Village, |+ Thuéc tiét tring cudi: thude tiém. - lpicss. Department  of
51 Chem.& Pharm.|Sinying  District,|* Thuoc khong vo6 trung: 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 com,
thudc bot); vién nang.

* Nguyeén liéu thude cephalosporin (thudc bot
kho pha tiém).




Merck Sharp &

United Kingdom's

Merck Dohme — Limited,, Thudc khong vo tring: vién nang cimg; UK MIA 25 medicines  and
Manufacturin Shotton Lane,| 41ng bao ché rén khac: vién nén: thude khon Insp GMP Healthcare
52 o 9 |cramlington, ne , o, VD TR T 9eu-gmp |P 18/06/2012  |21/05/2015
Division - vo trung khéc (thudc com uong). 13532/40614 Products
. Northumberland, \ 2 . 2 ,
Cramlington .| San pham khéc: san pham chur hormon. 0021 Regulatory
NE23 3JU, United Agency MHRA
Kingdom. gency
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc dong kho;
Allergan Castlebar  Road, N . 2 . \ : .
53 |Pharmaceutical [Westport, ~ Co |02 bdo ché bén ran; dung dich the tichnho. | ) sy p |37T44IMI481, 00015 1y000/0075  |I1ISh  Medicines
+ Thudc tiét trung cuoi: thuoc cay ghép dang V12/531 Board
s Ireland Mayo, Ireland .
ran (Dexamethasone)
* Thudc sinh hoc: thude cong nghé sinh hoc.
* Thude vO tring: thude tiém (thudc san xudt
vo tring va thudc tiét tring cudi).
TTY Biopharm No. 838, Sec Llu rhude khong vo tring: dang bao ché ban
Compan Chung-Hwa  Rd, ran (thuc md, thudc kem); dang bao ché ran|PIC/S- Department o
5 |-omPany Chung-Li  City,|, o, \10¢ IO, Tauoc KEL), dang a0 che | 8001 25/03/2013  |30/09/2015 |Health  Taiwan,
Limited Chung (vién nén bao phim, vién nén, thuoc com,|GMP
. Taoyuan County,|, > .. .. R.O.C
Li Factory Taiwan. R.O.C thuoc bot, vién nang).
T * Nguyén liéu lam thudc: chat doc té bao
(thudc tiém, vién nang).
L\)/Ielézto Plar:_tl’irgi? San pham: Aricept Evess 5mg Orodispersible United Kingdom's
Misato-cho '[tablet, Aricept Evess 10mg Orodispersible PP1012074 medicines and
Eisai Co ’ tablet. 5 va Healthcare
> Limited g;f;rr:;(;“” (San xut tai: Eisai Co Limited pp1012074 |02/0%/2013 Products
Poéng goi tai: Pfizer PGM; Pharmapac (UK) 6 Regulatory
Prefecture, - 367- Limited; Eisai Manufacturing Limited) Agency MHRA
0198, Japan ' g gency
Route 3 Km )
Baxter , i . : 09-0038- United States
56 Healthcare  of 142.5, Guayama, Sgn pham. Sevoflurane Inhalation Anesthetic|U.S.CGM 2011-04-  |28/09/2011 28/09/2013 |Food and Drug
. Puerto Rico|Liquid P - i
Puerto Rico VN Administration

00784, USA




JI. Pulo Gadung

PT. Soho|No. 6, Kawasan[* Vién bao khéng chira khang sinh (khoéng PIC/S- PW.01.02.3 ]lc\(l)a;tlonglru Agegsé/
57 |Industri Industri Pulo|bao gom thudc tréanh thai; hormon sinh duc 31.12.12.74|21/12/2012  |21/12/2014 g
. C A i A GMP Food Control,
Pharmasi Gadung, Jakarta -[va chat kim té bao). 59 .
. Indonesia
Indonesia
Anthoussa * Thubc khong vO tring: vién nang ctng; National
55 | amar AV.E|Avenue 7"\ dang bao ché ran khac; vién nén (hormon va|EU-GMP [10°°%>% l13/03/2012  [25/01/2005 | O9anization - for
Anthoussa Plant|Anthoussa  Attiki,| hét co hoat tinh hormon) 12 Medicines,
15344, Greece cac chat co hoa ormon). Greece
Lot. 89, Jalan
Enggang, National
Sterling  Drug|Ampang/Ulu A ) Lz . Pharmaceutical
59 |(Malaya) Sdn|Kelang Industrial zgfg‘crl‘gr‘n"tfgozﬁ thudc udng dang long; Z'I\C;I’PS 205112 [20/06/2012  |17/04/2013 |Control Bureau,
Bhd Estate, 54200 ’ o Ministry of
Selangor, Health Malaysia.
Malaysia
Lot 6, Persiaran
o
IDS Kaszan ’ PIC/S- Pharmaceutical
60 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
* Ac vd triino-
8301 Mars Drive, Thu(ic V? mm%’ A \ I
Allergan Sales|Waco Texas * Thudc sin xuat VO trung: dang bao che ban Irish  Medicines
61 g ’ " |rdn; dung dich thé tich nho. EU-GMP |2012/5942 (07/03/2013 07/12/2015
LLC 76712, United 2 A A X £ Board
States * Thuoc khong vO trung: dang bao ché ban

ran.




62

Center for

Genetic
Engineering
and
Biotechnology

Avenida 31 entre
158/190, Reparto
Cubanacan, Playa,
Ciudad de La
Habana, Republic
of Cuba

* Thudc vo trung:

+ Thudc san xuét vo tring: thude dong khd.

PIC/S-
GMP

030/2012/S
AUMP/Rep

31/08/2012

18/05/2014

State
Administration of
Ukraine on
Medicinal
Products




