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

Pot 1
(theo cong vin s6 144a/QLD-CL ngay 04/01/2013 ciia Cuc Quan ly dwoc)
NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN |[NGAY CAP [NGAY HET|CO QUAN
X(')i Céogggsszn * Thube khong vé tring: vién nang cimg, ttalian
Janssen Cilag Michele) ) dunAg dlih thuocA’dun.g ng_qal, d,ung d;EhEU ] GMFIT/24- 02/02/2012 22/09/2014  |Medicines
S.P.A . _[thudc udng, thudc xit, vién nén, thuoc 1/H/2012
04010 Latinal, . Py Agency AIFA
. 0t, thudc com.
(LT), Italia
* Thudc v6 trung:
+ Thubc pha ché vo trung: thubc dong
1541 Avenue|khd, dung dich thudc tiém thé tich nho French  Health
. Marcel Merieux,|+ Thudc tiét tring cudi: dung dich thude HPF/FR/3 Products Safety
A ; - 2012 14/10/2014
Sanofi Pasteur 160580 Marcy|tiém thé tich nho EU - GMR 500 |09/03120 1072004 1 gency
L'Etoile, France |* Thudc sinh hoc: sinh pham mién dich, (AFSSAPS)
sinh pham c6ng nghé sinh hoc, sinh pham
c6 ngudn gdce tir ngudi hodc dong vat.
* Thudc vo trang:
+ Thubc pha ché vo trung: thubc dong
Parc  industriel|khd, dung dich thudc tiém thé tich nho French  Health
. d'Incarville + Thudc tiét trung cudi: dung dich thudc HPF/FR/2 Products Safety
. 2,1 ) - 06/03/2012 16/09/2014
Sanofi Pasteur 7100 val  deltiém thé tich nho =Y - GMAg 2012 Agency
reul, France * Thude sinh hoc: sinh phim mién dich, (AFSSAPS)
sinh pham céng nghé sinh hoc, sinh pham
c6 ngudn gde tir nguoi hodc dong vt
* A PN PN N j . A
29 Avenue \Thuoc k\r_\ong vO trung. dimg EhCh thu?C Erench  Health
Charles de[dung ngoai, dung dich thuoc uong, thude HPE/ER/7 Products Safety
Famar Lyon |Gaulle, 69230|rin chtra Cephalosporins, thuc ban ran,[EU - GMF 11/03/2011  |04/03/2014
Saint Genis|via 1 (b s \ thude  chd 6/2011 Agency
ain enis|vien nén (bao gom ca thuoc chira (AFSSAPS)

Laval, France

Cephalosporins).




* Thudc vo trang:
+ Thuoc pha ché vo trung: thuoc pha ché
vo trung khac (thudc nhé mat).

Elverum  Plant|+ Thudc tiét tring cudi: dung dich tiém .
Solbarvegen  5|truyén thé tich nho. Norwegian
Nycomed - ing - 2400|* Thuée khong v tring: dung dich thubclEU - GMA-2140% |ogiog2012  [2610a/2015  [Medicines
Pharma AS . N ) : 1 Agency
Elverum, dung ngoai (dau xoa bop, dung dich NaCl (NOMA)
Norway ding truc trang), dung dich thudc udng
(duwong udng), thudc ban rin (gel), thude
khong vo trang khéc (thudc xit mii, khi
dung xit miii).
United
UK MIA Kingdom's
Aesica gﬁ;lhnborouRﬁad * Thudc khong vé trung: dung dich thude 32496 Insp medicines  and
Queenborough| = =" 195EI udng, thude ran khac, vién nén, thuéc gayEU - GMAGMP 22/09/2011  |20/06/2014  |Healthcare
Limited ) i 'lmé dang hit 32496/304 Products
United Kingdom
33 -0021 Regulatory
Agency MHRA
Avinguda Cami
Reial, 51-57,
Poligon .
Industrial Riera|* Thudc khéng vo trung: vién nang, vién Ministry of
JUriach  1I|g Calders.[nén, vién bao, thuc bot, thude cbm, dung NCF/1112/ Health of
: e alders : : ot, ;
: 1 . <. . - 1/03/2011 1/01/2014
CIA, SA 08184 Palau -|dich thuoc dung ngoai (dung dich, nhﬁEU GIv”:001/CAT 01/03/20 01/01/20 g;)t\; T(r)rr]]rizent OT
Solita I|dich), thude m&, kem, gel. Spain
Plegamans

(Barcelona),
Snain




21st Km

* Thubc v6 trung:

+ Thubc pha ché vé tring: dung dich
thudc tiém thé tich 1én, dung dich thubc
tiém thé tich nho, thudc ran va thudc ciy

Demo Sa|National Road| |, , .. , Greek National
Pharmaceutica |[Athens - Lamia,|2'CP chira khing sinh nhom beta lactam. g, 50 g 4769/5-7= | 1000011 |16/05/2014  |Organization for
. . .. .'[+ Thuoc tiét trung cuoi: dung dich thuoc 2011 .
| Industry Krioneri  Attiki,|,. . 2 o , . I Medcines EOF
tiém thé tich 16n, dung dich thudc tiém
14568, Greece 2o )
thé tich nho.
* Thudc khong vo trung: dung dich thude
dung ngoai.
* Thudc v6 trung:
+ Thubc pha ché vo trung: dung dich
S.5.7 BIS KMlthudc tiém thé tich 16n, thuéc dong khé, :
195 - 80029 ch thude tiém thé tich nhe IT/160- ltalian
Kedrion S.P.A | Y o dung dich thude tiém the tich nho. . EU - GMF 28/05/2012  |07/07/2014  |Medicines
SANT'ANTIMO |+ Thuoc tiét tring cudi: dung dich thudc 4/H/2012
) N s ) ) . Agency AIFA
(NA), Italia tiém thé tich 16n, dung dich thubc tiém
thé tich nho.
* Thudc sinh hoe: ché pham tir mau
Via Nuova|* Thubc vo trung: ttalian
Bieffe Medital|[Provinciale  -|+ Thudc tiét tring cudi: dung dich thudc I T/165- -
i e ) VA - 07/06/2012 30/11/2014
SPA 23034 Grosotto|tiém thé tich nho, dung dich thuée tiem~ ~ M T|2/H/2012 '\A/'egr']i'“eAle A
(SO), Italia  |thé tich 16n gency
Vién nén (bao gbém ca Penicillin va
Lot 1-5, Cheng Cephalkospoqun), _thugc b\ot pha hon d_;ch National
Xepa - Soul Industrial Estate (bao gom ca Penicillin va Cephalosporin), Pharmaceutical
Pattinson (M) 'lvien nang (bao goém ca Penicillin vallC/S - GM123/12  |20/03/2012  [13/02/2014
75250 Melaka, ) . Lz Control Bureau
Sdn Bhd Cephalosporin), dung dich thudc uodng,

Malaysia

dung dich thuéc dung ngoai, thuéc md,
thudc kem, thudc nhé mat, thude nho tai.

NPCB, Malaysia




Lot 2599, Jalan

Seruling 59,|Vién nén, vién nang, thubc bot, thude .
. POV A 2 \ National
Duopharma Kawasan 3,|tiém thé tich 16n, thudc tiém theé tich nho, Pharmaceutical
P taman Klang|thudc kem, thuéc md, thubc cém, dunglIC/S - GM266/12  |07/06/2012  |23/04/2014
(M) Sdn. Bhd. . £ J © s - £ Control Bureau
Jaya, 41200(dich thuoc (uong va dung ngoai), thuoc .
o NPCB, Malaysia
Klang, Selangor,|nhé mat.
Malaysia
Lot 2&4, Jalan
Upha PIT, Sectlon 1.3’ Vién nén, vién nang, thudc bot pha hon National
pharmaceutica | oond! ndustriall .+ éng. dung dich thude uéng han h Pharmaceutical
Estate, 43650 'C" SOn&. dUNG dich thuoc uong hon MOy ~/q_ snig7o/12 |24/02/2012  |16/01/2014
| Mfg (M) Sdn va hon dich, thudc kem, thuoc ma, lotion, Control Bureau
Bandar Baru| . . .
Bhd ) thudc nho tai NPCB, Malaysia
Bangi, Selangor,
Malaysia
Australian
Hospira ;95 Ijeiz ag?aczf MI-2011- Therapeutic
Australia Pty '[* Thude vo tring: thude tiém EU - GMALI-01427- (13/10/2011  [29/08/2014  |Goods
Mulgrave  Vic . .
Ltd 3170. Australia 3 Administration
, (TGA)
* Thube khong vé tring: vién nang cimg,
Via Morelli, 2 -|dung dich thudc udng chira hc mén va — Italian
Roche S.P.A (20090  Segrate|cac chat c6 hoat tinh héc mon (khéng kéEU - GMF Uh/201y |09/08/2011  |26/11/2013 Medicines
(M), Italia thudc chira hoc mdn corticosteroid va hoc Agency AIFA

mon sinh duc), vién nén.




Village

Ganguwala, Australian
Ranbax Paonta  Sahib, £ . TS , Therapeutic
Laboratgries Sirmour District,| . L1u0¢ Khong vo trung: vien nang cimg, -~ 501201210072 15005015 12510772014 Goodf
I . Vién nén. 65 . .
Limited Himachal Administration
Pradesh 173025, (TGA)
India
* Thudc vo trang:
Aquitaine + Thudc dong kho (thude c6 chat co hoat
pierre Fabre|PM™M tinh héf: m(;)n),Adu?g ‘dich fhuéc tiémq thé French Health
Medicament International 1,[tich nhxo(cl'lAat d?c te bzi(?/chat klrg te bao)A,. EU -|HPF/FR/2 26/10/2011 30/06/2014 Products Safety
Production Avenue du|+ Thqu ti¢t trung cuodi: Dung dich thuoc|GMP 28/2011 Agency
Bearn 64320|tiém thé tich nho (AFSSAPS)
IDRON, France |* Thudc sinh hoc: san phim cong nghé
sinh hoc
* Thudc vo trang:
+ Thudc pha ché vo tring: thubc dong
1541  Avenue|khd, dung dich thudc tiém thé tich nho French  Health
. Marcel Merieux,|+ Thudc tiét tring cubi: dung dich thudc|EU -|HPF/FR/3 Products Safety
Sanofi Pasteur | 080 Marcy|tiém thé tich nho GMP  |12012  |090%/2012 I4L0R014 ) ey
L'Etoile, France |* Thudc sinh hoc: sinh pham mién dich, (AFSSAPS)
sinh pham céng nghé sinh hoc, thudc ¢6
ngué)n géc tor nguoi hodc dong vat.
* Thudc khong vé tring: vién nang cing Zlo;/r(]a:lan for
Lek Perzonali 47, ch}i’a khang sinh beta lactam, vién nang 401- Mggedici):]al
farmacevtska |Prevalje, 2391,mém chira khang sinh beta lactam, thuoc|EU-GMP|0287/2010-|22/04/2011 09/12/2013
. P ) , . . Products  and
druzba d.d Slovenia ran khac chta khang sinh beta lactam, 5

vién nén chira khang sinh beta lactam.

Medical Devices
(JAZMP)




Drynam  Road,

* Thube v trung: thudc dong khd, dung
dich thudc tiém thé tich nho.
+ Thubc tiét trung cudi: dung dich thudc

ﬁ:gg:%r)‘ Lig [Swords,  Co.[tiém thé tich nho, thudc rén va céy ghép. |EU-GMP|2011-093 [10/05/2011  |04/02/2014 'E;:fahr | 'z’l':/?;'”es
Dublin, Ireland [* Thuoc khéng v trung: dang ban ran,
vién nén, cac dang khac (thube bot va hon
dich pha thudc dung trong)
* Thubc vO tring: dang ban ran, dung
. Industriepark 30, dich thAuéc. Eiém\thé ticIA’l.nh(”). . ; Belgian Federal
Schering- Heist-op-den- + Thuoc tiét trung cudi: dung dich thuoc BE/2011/0 Ager_lc_y for
Plough Labo Berg, B-2220 tiém thé tich nho. EU-GMP o 09/09/2011 17/05/2014  [Medicines and
NV Belgi’um '[* Thube khdng vo triing: dung dich thubc Heallth Products
ding ngoai, dung dich thudc uéng, dang (AFMPS)
béan ran. vién nén.
* Thudc khéng v tring: vién nang ctng
(trong d6 cd chat kim té bao), dung dich
thuc dung ngoai ( dung dich ngoai da,
dung dich héc mon va cac chét c6 hoat Finnish
Orion Tengstrominkatu tl'nh’ hég mon), thuoc ran khac (thudc bot, 405/11.01 Medicines
Corporation, (8, 20360 Turku,|thudoc com, bt dung ngoai da), dang ban|EU-GMP ~"126/01/2012  |27/10/2014
) . . N TR 09/2012 Agency
Turku site Finland ran (gel, bao gom gel chira hoc mén va (FIMEA)

cac chat cd hoat tinh hoc mdn, thudc md),
vién nén (trong d6 co chat kim té bao va
hoc mdn va cac chit cé hoat tinh hdc
moén).




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

Dot 2
(Theo cong vin sé 847a/QLD-CL ngay 21/01/2013 ciia Cuc Quan 1y dugrc)
NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE [GIAY CN [NGAY CAP |NGAY HET|CO QUAN
2 Michael
Erakleous Street,

. Agios Athanassios .
Medochemie : - £ A A en . Pharmaceutical
Ltd  (Factory|Mdustrial  Area,™ Thuoc khong vO trung: vien nang cimg; ) spp [MEDOS20 1450010015 |29/03/2015  |Services Ministry

Agios vién nen. 12/01
AZ) . of Health, Cyrus
Athanassios,
Limassol, 4101,
Cyprus
48 lapetou Street,|* Thudc vo trung:
Medochemie  |Agios Athanassios|+ Thudc san xuat vo tring: dung dich thubc MEDO7/20 Pharmaceutical
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 nhom penicillin. .
Medochemie |Industrial ~ Area,|* Thudc khéng vO tring: vién nang cimng MEDO03/20 Phar.maceutl_czftl
N ] L , ., J|EU-GMP 06/04/2012 07/10/2014  |Services Ministry
Ltd (Factory B) |4101 Agios|chtta nhém penicllin; vién nén chira nhom 12/001 of Health. Cvrus
Athanassios,Lima |penicillin; thuéc bot pha dung dich udng Y
ssol, Cyprus chtra nhom penicillin.
Medochemie 1-10 Pharmaceutical
. * £ A N N . . X
Ltd  (Cogols|COnstantinoupole | Thuoe khong v trung: dung dich thude|p ) oo [MEDO2/20 100010015 |01/12/2014  |Services Ministry
- os 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 viA T e
Ltd  (Central|SOMStantinoupole * Thuoc khong vO trung: vien nang ctmg;| -y syyp [MEDOL20 160015015 |01/12/2014  |Services Ministry
0s street, 3011,[vién nén. 12/001
Factory) of Health, Cyrus

Limassol, Cyprus




* Thubc vo trung:
+ Thuoc san xuat vo trung: dang bao ché;

. thudc thé tich nhé dang 1éng (thudc nho mit, Belgian  Federal
Alcon [|Riksweg 14,1, e tra mat) BE/2011/00 Agency for
Puurs,  B-2870,, o e o |EU-GMP 15/12/2011  |13/01/2014  |Medicines  and
Couvreur NV . + Thuoc tiét trung cuoi: thuoc thé tich nho 1
Belgium \ £ . L Heallth Products
dang 16ng (thudc nho mat). (AFMPS)
* Thubc khong vo tring: dang bao ché ban
ran.
R.P. Scherer,
grsz (S&cheg(a)r Sta;rgmelsbacgge‘:lz * Thudc khéng vo tring: vién nang mém; DE_BW_0 Co auan cé thim
o dung dich thudc ubng; dang bao ché rin khac|EU-GMP [1_GMP_20 |19/10/2011  |14/09/2014 guan o
KG “GmbH -+ |Eberbach, Baden - (vién nang dung tai tryc trang va am dao) 11 0101 quyen ¢ Dire
Co. KG Wurttemberg, g cung tat it £ e -
Germany
Via isidro Fabela
Productos Norte No0.1536-B, Spanish  Agency
Parque Industrial|* Thubc khong vé tring: vién nén; vién bao ES/007H/1 of Medicines ang
(Fio\ﬁhe’ SA dlrolica  50030|chita chit huong thin va chét doc té bao.  |F0 CMP |2 11/01/2012|19/08/2014 1\ it Products
' (Estado de (AEMPS)
Mexico), Mexico.
* Thudc vo trung:
Vetter Pharma - +T,huocA sdn Xl,lat V? trL,mg: thl;lOC d,ong E(ho
Fertigung (héc moén va cac chat co hoat tinh hoc moén);
Vetter Pharma-|Eisenbahnstr.2-4, dfmg, dlc}i thl,loc tlem the,tIChAnhO (hoc mon
Fertiaun 88085 va cac chat co hoat tinh hoc mon). DE BW_ 0 Co quan c6 thim
gung + Thubc tiét tring cudi: dung dich thuéc tiém|EU-GMP |1 GMP_20 |12/01/2011  |30/11/2013 guan
GmbH&Co. Langenargen, 2, : quyén ¢ buc
thé tich nho. 11 0003
KG Baden - L \ i . z
* Thuoc sinh hoc: san pham sinh hoc; ché
Wurttemberg, ham c6 ngudn gde huyét tuong; sinh pham
Germany p g g Y g p

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




Avda. Severo
Ochoa, 13 (Pol.|* Thudc khong vo tring: vién nang cimg; Spanish  Agency
Roche Farma.|Ind. De Leganes),|vién nén; vién bao (bao gdbm ca vién nang ES/082HVI of Medicines ang
SA Leganes  28914|cimg; vién nén; vién bao chira chira chit EU-GMP 112 29/05/2012 22/02/2015 Health  Products
(Marid), Tay Ban|hudng tdm than); (AEMPS)
Nha
* Thude vo trung:
+ Thubc pha ché vé trung: dung dich thude
tiém thé tich nho. Belgian Federal
Font Saint Landry|+ Thudc tiét tring cudi: dung dich thudc tiém Agency for
g:fa'li?; cn |10 Bruxelles, B-[thé tich nho. EU-GMP EE’ZOM/OS 20/09/2011  |05/07/2014 |Medicines  ang
g 1120, Belgium  |* Thudc sinh hoc: sinh pham mién dich; sinh Heallth Products
pham ngudn gbc tir ngudi va dong vat (ché (AFMPS)
pham c6 ngudn gdc tir dong vat: dong goi cap
1 va heparin khéi luong phan tir thp).
Utsunomiya 163, Kiyohara Ministry of
Plant of Chugai Kogyodanchi San ham  Tocilizumab  (Genetical|Japan- Health,  Labour
Pharma gyoganchl, phat P 2598 03/10/2011  |03/10/2013 |and  Welfare
. Utsunomiya city,|Recombination) GMP
manufacturing Tochiai. Japan government  of
Co., Ltd gl, Jap Japan
Merck 54-68 Ferndell ¢;1J::;?)|;?th]ic
Shap&Dohme |Street, South|, A A ., PIC/S  -[MI-2012-L1I-
Australia  Pty|Granville  NSW Thuoc khong vo trung: vién nén. GMP 06511-3 21/08/2012 29/06/2015 Good_s_ _
Ltrd 2142-Australia Administration
(TGA)
Sy. No.|* Thubc vo tring: bot pha tiém.(Cefazolin,
Aurobindo 329/39&329/47, |Cefotaxime,  Ceftazidime,  Ceftriaxone,
Chitkul Village -|Cefepime, Cefoxitin, Ceftiofur, Cefuroxime), -
Pharma Ltd. 5, 307|* Thubc khong vé tring: vién nang ci 1547/11.01 Finnish
Unit VI, uoce xnong g. VIen nang cimngiey gmp U1112/03/2011  |15/12/2013  |Medicines
. Patancheru (Cefalexin), bot pha hon dich uong 09/2011
Production . . . " Agency (FIMEA)
Blocks B. D E Mandal  Medak,|(Cefalexin, Cefpodoxime, Cefprozil), vién
"~ 7 |District Andralnén (Cefalexin, Cefpodoxime proxetil,

Pradesh, India

Cefuroxime, Cefprozil, Cefixime).




* Thube vo tring: thude dong khd, thude bot

Survey no 314, pha _ _tl_em/tlem j[l‘l-ly.en (Amoxicillin,
Ampicillin, Ampicillin& Sulbactam,
Bachubally . -
) . Flucloxacillin, Piperacillin/Tazobactam). -
Aurobindo —~ |Village, * Thudc khong vo tring: vién nén (Co- 459/12.01.0 Finnish
Pharma  Unit|Quathubullapur . g Hng. EU-GMP “+P103/04/2012  |03/02/2015  |Medicines
amoxiclav, Flucloxacillin, Pheoxymethyl 1/2012
XIl Mandal, R.R. - . - . . Agency (FIMEA)
. penicillin, Pivmeccillinam), vién nang cung
District, ~ Andra - . .
Pradesh. India (Amoxicillin, Cloxacillin, Flucloxacillin),
’ thudc ran khac: thude bot pha hdn dich udng
(Amoxicillin, Co-amoxiclav, Flucloxacillin).
Cilag AG Hochstrasse 201,{Dang bao ché 1ong (thudc san xuét vo trung|PIC/S-  |12-279 08/02/2012  |25/11/2014 |Swiss Agency for
8200 va céac hoat chét c6 hoat luc cao; nhay cam) |GMP Therapeutic
Schaffhausen, Dang bao ché ban ran ( Sinh pham y té; hoat|EU-GMP Products
Thuy Sy chét ¢ hoat luc cao; nhay cam) (Swissmedic)
Dang bao ché rin (san xuat vo tring va hoat
chét co hoat luc cao; nhay cam).
Duoc chat: dugc chét cé 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.|rn. 0 of Medicine and
lasi, cod 707410,|* Thudc khéng vé tring: vién nang cung Medical Devices,
Romania (khang sinh nhom penicillins; cephalosporin; Romania
cac khang sinh khac); vién nén bao phim;
dang bao ché ban ran; vién dan; vién nén.
LTS Lohmann|Lohmannst.2, * Thudc khong vo tring: thude khung thim;|EU-GMP [DE_RP_01 [20/01/2012  |12/08/2014 |Co quan c6 tham
Therapie -156626 Andernach,|dang bao ché rin khac (h6c mén va cac chét _GMP_201 quyén & Pirc
Systeme AG  [Rhineland -|c6 hoat tinh h6c moén); dang bao ché ban rén; 20003
Palatinate, miéng dan ngoai da (h6c mon va céac chét cé
Germany hoat tinh h6¢ mon).




BSP Via Appia|* Thudc vo tring: EU-GMP |IT/60- 07/03/2012 18/01/2014 (ltalian Medicines
Pharmaceutical [Km.65561 + Thubc san xuat vo tring: thudc dong khod 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/ chat
Italia kim té bao).
+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho (chat doc t& bao/ chit kim té
bao).
* Thudc khong vO tring: vién nang cimng
(chat doc té bao/ chat kim té bao); vién nén
(chat doc té bao/ chét kim té bao).
* Thudc sinh hoc: DNA/ Protein téi t6 hop
Panpharma ZA du Pre-chenot,|* Thudc san xuat vo tring: thudc cay ghép|EU-GMP |HPF/FR/63/|26/04/2011  |02/12/2013 |French  Health
56380 BEIGNON, |dang rin (khang sinh non-beta lactam; chtra 2011 Products  Safety
France héc mon va céc chat co hoat tinh hoc mén). Agency
(AFSSAPS)
Pharmachemie |[Swensweg 5,[* Thudc vo tring: EU-GMP [NL/H 26/04/2011 09/12/2013  |Healthcare
B.V 2031 GA|+Thubc san xuit vo trang: thubc dong khd 11/0037 Inspectorate,

Haarlem,
Netherlands

(chat kim té bao); dung dich thubc tiém thé
tich nho (chét Kim té bao); cac thudc san xuét
v6 trung khéc.

+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho (chat kim té bao); cac thude tiét
trung cudi khac.

* Thudc khong vo tring: vién nang cimg;
vién nén (chat kim té bao); cac thudc khong
v6 trung khéc.

Netherlands




Teva
Pharmaceutical
Works Private
Limited
Company

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

* Thudc vo trung:

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

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

* Thudc khdng vO tring: vién nang cung
(h6c mon va cac chit c6 hoat tinh hdc mon);
dung dich thudc dung ngoai (thuéc nho mat);
vién nén (héc mdn va céc chat co hoat tinh
hoc mon; vién nén bao phim va bao duong
chira h6c mdn va cac chét co hoat tinh héc
mon khdng ké cac thudc chira hormon sinh
duc); thude bot va thude bot pha siro.

* Thubdc sinh hoc: ché pham tir mau va cac
ché pham din xuit tir huyét thanh va huyét
tuong; sinh pham mién dich.

EU-GMP

OGY1/1575-
2/2012

06/02/2012

17/11/2014

National Institute
of Pharmacy,
Hungary

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 tring:

+ Thubc san xuat vo tring: thudc dong khod
(Chat doc té bao/chat kim té bao).

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

* Thudc khong vé trung: vién nang cing.

EU-GMP

009/2011/R
O

28/06/2011

14/03/2014

National Agency
of Medicine and
Medical Devices,
Romania




Dr.Reddy's Survey No. 42,|* Thubc khéng vd tring: vién nang cimg;|EU-GMP [UK  GMP|25/07/2012 30/04/2015  |United Kingdom's
Laboratories |45, 46,|vién nén. 8512 Insp medicines  and
Limited FTO -[(Bachupally GMP Healthcare
Unit 2 Village, 8512/36056 Products
Qutubullapur 9-0005 Regulatory
Mandal,  Ranga Agency MHRA
Reddy  District,
Andhra  Pradesh,
IN -500 090, India
Hospira Plot NOS: B3-B4,|* Thudc san xuat v 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 tring khac(bot pha tiém). 36736 Insp medicines  and
India  Private|(Part of), B11-|* Thuc khong vé tring: vién nang cung; GMP Healthcare
Limited B18, Sipcot|dang bao ché ran khac; vién nén; cac thubc 36736/1707 Products
Industrial ~ Park, |khong vé tring khac(bot pha hdn dich udng). 035-0002 Regulatory
Irungattukottai, Agency MHRA
Spiperumbudur,
Tamil Nadu, In-

602-105, India




Laboratorios
Normon, S.A.

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

* Thudc vo trung:

+ Thudc san xuét vo trung: thudc dong kho;
dung dich thudc tiém thé tich nho; thube cay
ghép dang ran (khéang sinh nhom beta
lactam); thudc cay ghép dang rin ( thubc bot;
thuéc bot chera khang sinh nhém beta
lactam).

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

* Thudc khéng vo tring: Vién nang cung
(khang sinh nhém beta lactam). Vién nang
cimg (chat gay nghién). Vién nang cimg.
Vién nang cimg (chat huéng tdm than). Dung
dich thuéc dung ngoai. Dung dich thudc
ubng. Céc dang bao ché ran khac (khang sinh
beta lactam): thudc bot (khang sinh beta
lactam). Cac dang thudc ridn khac: vién nén
bao phim (voi duong), thube bot. Vién nén
(khang sinh nhom beta lactam): vién nén
(khéng sinh nhom beta lactam), vién bao
(khang sinh nhom 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/060HI1/1
1

19/07/2011

13/06/2014

Spanish  Agency
of Drugs ang
Health  Products
(AEMPS)

MSD
International
GmbH T/A
MSD  Ireland
(Ballydine)

Kilsheelan,
Clonmel, Co.
Tipperary, Ireland

* Thuoc 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 vo tring: dung dich thubc|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 * Thubc khong vo tring: vién nang cimg; Agency
dung dich thudc udng; dang bao ché rin (AFSSAPS)
khé&c; vién nén.
* Thudc sinh hoc: san pham céng nghé sinh
hoc.
* Thudc tir dugc ligu.
Ipsen  Pharma|Parc  d'Activites|* Thudc vé trung: EU-GMP [HPF/FR/15 |15/06/2011 01/10/2013  |French Health
Biotech du Plateau de|+ Thudc san xudt vo tring: (chira h6c méon va 5/2011 Products  Safety
Signes,  Chemin|cac chét c6 hoat tinh héc mén): thudc dong HPF/FR/15 Agency
departemental No.|kho. 6/2011 (AFSSAPS)
402, 83870(+ Thudc tiét trung cudi (chira héc mdn va cac
SIGNES, France |chat c6 hoat tinh h6c mdn): dang bao ché ban
ran; dung dich thudc tiém thé tich nho; thudc
ciy ghép dang ran.
* Thubc khong vo tring: Vién nang ctng;
pierre Fabre|Si€  Progipharm, thude nhai; duAng CPCh thudc d‘l‘Jng nA’goév}i; French  Health
Medicament Rue du Lycee, dur’1g dich t}}uoc ?or}g; ?ang b.ao ché ran| - GMP HPF/FR/34/ 93/02/2011 91/10/2013 Products  Safety
Production 45500 GIEN,|khac; dang bao ché ban ran( tretinoen); vién 2011 Agency
France nén. (AFSSAPS)
* Thudc sinh hoc: thuéc mién dich.
* Dang bao ché: Dung dich thudc tiém, thude
Xellia Dalslandsgade 11, EOI hlr:’ ﬂ&uoc ?t}? f:(_aAdung d}Ch t}lleng, tglfoc Danish Health
Pharmaceutical {2300 Copenhagen o P .6} ung dich iem truyen, thuoe dong EU-GMP |2e/2/e 3881 (10/10/2012 15/10/2013 |and  Medicines
s ApS S, Denmark kho, vien nang. . Authority
’ * Vancomycin doéng lo va colistimethate
dong lo.
ZI du Clairay, *v’ ThuéF vO tring: thudc cdy ghép va dang French Health
panpharma  |Luitre,  35300|/n (chtra beta lactam) . _eu-omp |TPEFRIAZ 4610610011 |oasozi2014  [PrOOUCtS  Safety
Fougeres, France (Pia chi van phong: ZI du Clairay Luitre, 2/2011 Agency
’ 35133 Fougeres, France) (AFSSAPS)




1389 Trasad Australian
Cadila Road, Dholka, |, X R PN , MI-2011- Therapeutic
Pharmaceutical |Dist.: Ahmedabad Vi;hl‘;é’; tﬁ‘l‘z)zgcg’rz frung: vien nang cung, g'l\(/:lf CE-02901- |22/06/2012  |09/11/2013  |Goods
s Limited Gujarat 387 810, ’ ) 3 Administration
India (TGA)
Roche * Thudc vo trung:
Diagnostics + Thubc pha ché v trung: thudc dong kho;
Roche GmbH, Sandhofer|dung dich thudc tiém thé tich nho. DE_BW 0 Co auan o6 thi
Diagnostics Strabe 116, 68305|+ Thudc tiét tring cong doan cubi cung:|EU-GMP [1_GMP_20 |16/03/2012 01/12/2014 9n < D am
GmbH Mannheim, Baden{dung dich thudc tiém thé tich nho. 12_0023 quyen o Bue

Wurttemberg,
Germany

* Thude sinh hoc: sinh pham sinh hoc (khang
thé don dong st dung k¥ thuat di truyén).




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

Dot 3
(Theo cong vin s6 1710a/QLD-CL ngay 01/02/2013 ciia Cuc Quan ly duoc)
NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE [GIAY CN [NGAY CAP |NGAY HET|CO QUAN
16-24 rue Jean|, ST ‘. . L ia French ~ Health
Thuoc tiét trung cuoi: dung dich thuoc tiém
Guerbet Chaptal, 93600}, «"+ih 1on. dung dich thude tiém thé tich|EU-GMP |- RIA2 100060011 |30/00/2013  |Froducts  Safety
Aulnay Sous Bois, 1ho 5/2011 Agency
France ) (AFSSAPS)
B.Braun
Melsungen AG  [* Thudc tiét trung cudi: dung dich thudc tiém
Carl - Braun -|thé tich nho (chta hoat tinh hormon); dung
B.Braun Strape/Am dich thudc tiém thé tich lén DE-HE-01- Co quan ¢ thAm
Melsungen AG |Schwerzelshof  |* Thuée khong vé tring: dung dich thube| = M |SMP-2012- 06/12/2012 126/04/2015 quyén & Pc
Z 0041
1/1, 34  212|udng.
Melsungen,
Germany
* Thude vo trung:
+ Thudc san xuat vo tring: thudc dong kho
(h6c mdn va cac chat cd hoat tinh héc mon:
. héc mén sinh duc); dung dich thudc tiém thé
Via FOSSE| ch nho: thube san xudt v triing Khac (thube
i Ardeatine, 2 -|, . ’ IT/198- Italian Medicines
Hospira S.p.A 20060 Liscate bot). R . . L EU-GMP 4/H/2011 14/07/2011 25/02/2014 Agency AIFA
. + Thuoc tiét trung cuodi: dung dich thuoc tiém
(M1), ltalia 2., i
the tich nho.
* Thude khong v trung: vién nén
* Thude sinh hoc: thudc déng khd c6 ngudn
gbc tir ngudi.
. . 05-0168- United States
Abbott _ North Chicago, II. Survantg | (beractant) intratracheal |U.S.CGM 2012-01-  |15/06/2012 15/06/2014 |Food and Drug
Laboratories 60064-4000, USA |suspension; 4ml P . .
VN Administration
304, Avenue dul, Thube khdng vo tring: vién nang ctng; French — Health
Bristol -Myers{Docteur Jean Bru i IR s oo HPF/FR/22/ Products  Safety
Squibb 47000 AGEN. Siuér;lgd?jlvti};(:éiong, dang bao ché ban ran;|EU-GMP 2012 23/02/2012 15/09/2014 Agency
France T ) (AFSSAPS)




979 Avenue des

National Agency

Bristol -Myers|Pyrenees, 47520|* Thubc khéng vo tring: dang bao ché rin HPF/FR/12 of Medicine and
Squibb LE  PASSAGE,|khéc; vién nén. EU-GMP 9/2012 10/07/2012 23/03/2015 Health Safety
France (ANSM)
cong ty o 11{?16&_170’T Ngu%yjn Co quan tham
phan L P y Vién nang cung (Cefaclo Stada 500mg) EU-GMP 10/01/2013 31/08/2014 A a ,
Pvmenharco Hoa, tinh Phd quyén DPuc
ymep Yén, Viét Nam
A_harnon Street, Thubc vo tring: vién nang ctmg, dung dich .
Remedica Ltd| M350 thudc dung ngoai, dung dich thubc ubn REMO01/20 Pharmaceutical
ed Industrial ~ Area,| o0 SUNg NGOl dUNG cieh Thuoc uong, g\ Gpp 18/04/2012  |23/02/2015  |Services Ministry
(Building 1) . thudc phun mu, dang bao ché ban ran, thuoc 12/001
Limassol, 3056,[.. .. N . J of Health, Cyprus
dat, vién nén, thuoc bot pha dung dich uong.
Cyprus
* Thude vo trung:
+ Thudc san xuat vo tring: dung dich thubc
tiém thé tich nho.
Avinguda de|+ Thudc tiét tring cudi: dung dich thudc tiém .
- \ i L ia I Ministry of
L aboratorios Barcelona, 69,|thé tICh’nhO, dung dich thuoc tiém thé tich NCE/1110/ Health of
. 08970 Sant Joan|lén, thuoe nho tai. EU-GMP 25/02/2011 01-01-2014
Lesvi, SL . - PO , A 001/CAT Government  of
Despi Thudc vo trung: vién nang ctng, vién nén, Catalonia - Spain
(Barcelona), Spain|vién bao, vién bao phim, thuéc bot udng, P
thudc cbm, thude bot dung ngoai, dung dich
thudc ubng (dung dich uéng, siro, hdn dich
ubng).
Remedica  Ltd A_harnon Street,| Thudc khqng/ vO Erung: vién , nang cung _
(Buidin 5. Limassol (hormon va céc chat co hoat tinh hormon, REMO05/20 Pharmaceutical
g Industrial, Estate,[chdt doc t& bao/chat kim té bao); vién nén|EU-GMP 30/08/2012  |11/07/2015 |Services Ministry
Cytostatics/Hor |, . _ L. ) 12/001
mones) Limassol, 3056,|(hormon va cac chat c6 hoat tinh hormon, of Health, Cyprus
Cyprus chét doc té bao/chat kim té bao)
Boehringer Binger Stra |* Thudc san xuat vo trung: dung dich hit.
Ingelheim 173, D-55216|* Thudc khéng vo tring: vién nang cing 2011/97/55/ Co quuan tham
Pharma GmbH|Ingelheim, gelatin, dung dich hit, vién nang HMPC, EU-GMP M 15/09/2011 2110772014 quyén Puc
& Co. KG Germany thuc phun mu, vién nén.




Boehringer 5th km Paiania-|* Thudc khong vé tring: vién nang cimg; National
9 Markopoulo, vién nang mém; dung dich thudc udng; vién 33945/11-5- Organization for
Ingelheim Ellas . S| EU-GMP 02/07/2012 23/03/2015 .
AE Koropi Attiki,|nén. 12 Medicines,
' 19400, Greece  |* Thudc dugc ligu. Greece
* Thude vO tring: dung dich thudc tiém thé
tich 16n, thudc dong khd, dung dich thude
tiém thé tich nho.
. * Thudc sinh hoc: sinh phiam mién dich DE-RPDA- A
BAG ~ healthAmtsgerichsstrae) .« 4 tir vi khun hode chit doc).thube|EU-GMP [111-L -57 -|04/11/2010  |03/11/2013  |C° 9uan co tham
Care GmbH 1-5,35423 Lich X A s Lo XA, o quyén ¢ Dtrc
vé t€ bao (thuoc cd ngudn goc tir nguoi hodc 1-41
dong vat).
* Thude tir duoc liéu, san phém déng can vi
luong.
* Thudc vo trung:
+ Thudc san xudt vot ring: dang bao ché ban
ran, dung dich thudc tiém thé tich nho - dung
68 Aprilsko dich tiém, thudc nho tai/mat, dung dich/hdn
. dich; thudc bot pha dung dich tiém .
Balkanpharma -|vastanie  Blvd., (cephalosporin). EU-GMP BG/GMP/2 18/12/2012 12/10/2015 Bulgarian  Drug
Razgrad AD Razgrad 7200, PO Z. . L i 012/038 Agency
Bulaaria + Thuoc tiét trung cuodi: dung dich thuoc tiém
g thé tich nho.
* Thubc khong v tring: vién nang cung,
dang bao ché ban rin, vién nén, thudc bot
pha hén dich udng.
BLB 016,Bulebel
Actavis (malta)|Industrial Estate,|Thudc khéng v triing: vién nang ctng, thude MT/018H/2 Medicines
Itd Zejtun ZTN3000,|bot, thudc cém, vién nén. EU-GMP 1510 04/01/2011  130/09/2013 Authority
Malta
Balkanpharma
ﬁ}?gg;ﬁ: q AD 3 Samokovsko
* X A A N . . , -
manufacturing Shoss_e Str., MThuf>c khong vO trung: vién nang clng, EU-GMP BG/GMP/2 31/08/2011 21/07/2014 Bulgarian  Drug
Facility for Dupnitsa 2600, |vién nen. 011/020 Agency
Solid  dosage Bulgaria

Forms




Unit Il: Hill Top

* Thuoc vo trung;:

Industrial ~Estate,|+ Thudc san xuat vo tring: thuéc dong kho, Portuguese
Village  Bhatoli[cac thudéc vO tring khac (thudc bot Venus National
venus Kalan Near|(cephalosporin va carbepenem), thudc don Remedies Authority of
Remedies o R ! 8lemp-EU | 30/06/2011  |23/06/2014 o
Limited Jharmajri  Export{kho chira chat kim té bao). Limited/00 Medicines  and
Promotion  Park,|+ Thudc tiét trang céng doan cudi cung: 2 Health Products,
Baddi (H.P) India,|dung dich thudc tiém thé tich nho chua chat IP (INFARMED)
0000-000, India  |kim té bao.
* Thude vo trung:
Silk Road|+ Thudc san xuat vo tring: thudc cdy ghép United Kingdom's
. P UK MIA -
Business Park,|dang ran. 17901 Insp medicines  and
Astra'Zer}eca Macclgsfleld, + ;Fh’uoc tl?t trung cudi: dung dich thudc tiém GMP-EU lamp 04/01/2011 06/09/2013 Healthcare
UK Limited Cheshire, SK 10(thé tich nho. Products
. z R A s A , 17901/1011
2NA, United|* Thuoc khong vO trung:vién nang clng, 7-0020 Regulatory
Kingdom dung dich thuéc dung ngoai, dung dich thudc Agency MHRA
udng, vién nén.
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thubc
tiém thé tich nho (h6c mén va corticoid),
Loc. Fontana Del thude bot.
Brls_tol -Myers Ceraso 03012 + ;Fh,uoc t1e,ft tring cuoi: dung dich thudc tiém GMP-EU IT/138- 18/05/2012 19/04/2014 Italian Medicines
Squibb S.R.L Anagni (FR), Ital thé tich nho. 5/H/2012 Agency AIFA
g ALY | Thudc khéng vo tring: vién nang ctng,
thude bot, vién nén.
* Thude sinh hoc: san pham c6ng nghé sinh
hoc.
Corden Pharma |* Thuéc khdng VO tring: vién nang
Otto-Hahn-Str.,  |cting,dang bao ché ran khac (vién bao, com, DE BW 0
Corden Pharma|68723 Plankstadt, b,Ot) (hoc mor.l1 cac, chatlco hf)at t\lnr} cao,Ado? GMP-EU |1 6MP_20 17/04/2012 13/04/2014 Co gua}n c,o tham
GmbH Baden- tinh manh), vién nén (héc mén va cac chat co 11 0032 quyén ¢ DPirc

Wurttemberg,
Germany

hoat tinh hdc mén, cac chit c6 hoat tinh cao
ddc tinh manh)




No 2 HuangShan Australian
AstraZeneca Road, Wauxi GMP- MI-2012- Therapeutic
Pharmaceutical |Jiangsu  214028,|* Thudc khong vo tring: vién nén. CE-05639- |27/06/2012 09/09/2014  |Goods
. PIC/S e
Company Ltd |China - Peoples 3 Administration
Republic of (TGA)
AstraZeneca No 2 HuangShan|,,.. A . A . Swedish Medical
Pharmaceutical |Road, Wauxi ?)/;nv?;:’ka/;n l?aecr)] gidi phong cham, vien GMP-EU 3‘71622010/51 07/09/2010 18/08/2013  |Products Agency
Company Ltd 214028, China ! g bao. (MPA)
Viale Dell’
Corden Phannalndusnﬁa’ 3 E
- Reparto Via|Thudc tiét trung cubi: dung dich thudc tiém IT/73- Italian Medicines
Societa  Per| . ilei, 17,|thé tich nho CMP-EU 1o yp01p  |14/03/2012 (28/10/2014 ) ooy AIFA
Azioni
20867,Caponago
(MB), Italia
_ UK GMP Unlt_eq Kingdom's
587 Old Baltimore medicines and
Astrazeneca Pike Newark 12811 ‘Insp Healthcare
Pharmaceutical ’ - '1* Thude khong vo tring: 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 Um@QKmmbms
Industrial Park, Po medicines  and
IPR Box 1624 15822 Insp Healthcare
Pharmaceutical '|* Thubc khong vo tring: vién nén GMP-EU |GMP 01/11/2010 23/08/2013
Canovanas, Products
s Inc. . 15822/1298
Puerto Rico, PR - 3-0002 Regulatory
00729, United Agency MHRA
States
Astellas  Pharma
Tech Co. Ltd., 2-
Toyama 178 Kojin-machi,[San xuit cac hoat chat dugc dung: Irish  Medicines
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 L SO S DE HE 01 2
g'rf]:j:t Pharmal . “63303 Dreieich, hgr':l‘iéiha;nhé ;er'lh"lllfcpham trmau, sinhl o U | GMP_ 201 |02/082011  |06/09/2013 le ‘enq;?a;rl tham
Hesse, Germany P g nghs o 1 0014 auy
. . * Thude vo tring: dung dich thudc tiém thé . .
Astellas lreland Killorglin, €01 1ho. GMP-EU [581/M1035 |27/04/2012  |03/06/2014  |Ir'o ~ Medicines
Co. Ltd Kerry, Ireland £ . o A , Board (IMB)
* Thuoc khong vo trung: vién nang ciing
H-17/H-18, Thgoc _k_hong vO tr_ung: vien ~ nén
(Glimepriride;  Metformin  hydrochloride; -
0..D.C., Mahtma Repaglinide; Ropinirole; Metformin 5543/11.01 Finnish
USV Limited |Gandhi  Udyog| hodinide, pinirote, - MEUOMINIE ; Gpmp “Llo7/10/2011  [23/02/2014  [Medicines
hydrochloride prolong release; Clopidogrel; 09/2011
Nagar, Dabhel . ; L Agency (FIMEA)
Daman. India Irbesartan; Naratriptan hydrochloride;
’ Trimetazidine hydrochloride; Sevelamer)
. French Health
zI duClairayl, 5o ve tring: thude cdy ghép dang rén HPF/FR/12 Products  Safet
Panpharma  |Luitre,  35300| . g y Qep dang ram ey svp 01/07/2011  |04/02/2014 y
Fougeres. France (chtra beta lactam) 2/2011 Agency
geres, (AFSSAPS)
* Thudc vo trung:
Sun _|Halol - Baroda) Thude pha ché vo tring: dung dich thudc Netherland'
Pharmaceutical [Highway, Halol,| .. 2, \ L oan A NL/H
. . tiém thé tich nho (Chat doc t€ bao) GMP-EU 23/12/2010 07/10/2013  |Inspectorate  of
s Industries Ltd {Gujarat, 389350, 2 A NETRAR X e 10/0110
. . * Thuoc khong vo trung: vién nén (Chat doc Health Care
Halol site India L
te bao)
2-9-41  Yahata- Ministry of
Kanonji Institue|S"% KaNOM oo GMP- 15397 241092012 |24/00/2014 |63t labour
City, Kagawa, Japan and Welfare,
Nhat Ban Japan
* Thudc tiét tring cudi: dung dich thudc tiém
Berlin - Chemie|C!ienicker - Weg the tich Ién. Co quan cO tham
125, 12489(* Thudc khdng v trung: dung dich thubc|EU-GMP |2012/01/bc [03/07/2012 18/06/2014 a

AG

Berlin, Germany

ubng, dung dich thudc dung ngoai, thudc
com, thudc dat.

quyén ¢ Buc




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

A Menarini Via Sette Santi, 3- tiém thé tich nho.

manufacturing : + Thudc tiét tring cudi: dung dich thudc tiém IT/136- Italian Medicines
Logistics  and ftgllfal FITNZe, | 1& tich nho. EU-GMP 1 pppy  [09/05/2010  1AB/LLI2003 1) ey AIFA
services S.r.l * Thubc khong vo tring: thuc ding ngoai

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




Menarini - Von

Menarini - Von Heyden GmbH — |, Thudc khdng vo tring: vién nang cung; DE_SN_01 Co quan ¢6 tham
Heyden GmbH Leipziger Strape 7 vién nang mém; dang bao ché ran; vién nén |FU-GMP |_GMP_201 |01/11/2011 28/07/2014 quyén & DPuc

13, 01097 T ’ ' 1 0020

Dresden, Germany

San pham Paracetamol-Bivid

Lohstrasse 2, D-| + (Co so san xuét: Bieffe Medital S.P.A -

Sanavita 59368 We_rne, Via Nuova Provinicale s/n, 23034 Grosotto DE NW 0 Co quan thim
: North Rhine-|(So), Italy. EU-GMP |1_GMP_20 (07/03/2012 06/03/2015 N

Pharmaceutical . , £ \ . quyén DPuc
s GmbH Westphalia, + Co s0 xuat  xudng:  Sanavita 12 0001

Germany Pharmaceuticals GmbH )

L6 Z01-02-03a,
Cong ty cb KCI\AIIKCX Tén Ministry of
phin  duge gﬁaﬁlu@f}}%i% Thube vién nén (ESKAZOLE 200mg) Eﬁfﬁén 21/12/2010  |21/12/2015 aHne;"th’ W'j?;r‘;r
pham Savi Q7, TP HCM, Japan

Viét Nam




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

Dot 4
(Theo cong vin s6 2232a/QLD-CL ngay 07/02/2013 ciia Cuc Quan ly duoc)
NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN |NGAY CAP |NGAY HET|CO QUAN
*Thudc san xuit vo trung: dung dich thubc
tiém thé tich nho (insulin va chat twong tu
insulin; két hop Glucagon va peptit twong tu .
NovoNordisk Novo Alle 2880 Glucagon; liraglutid) DK H Danish
Bagsvard gon, tiragiutic). -~ |Eu-GMmP 28/02/2011  |15/12/2013  |Medicines
A/S * Thuoc khéng vo trung: vién nen (hoc mon: 00008611
Denmark . . Agency, Denmark
estradiol; noretistheron).
* Thudc sinh hoc: Thude cdng nghé sinh hoc
(insulin va chit twong ty insulin).
Lot 2599, Jalan National
Seruling 59,|Vién nén; vién nang; thubc bot; thude tiém Pharmaceutical
Duopharma Kawasan 3, taman|thé Atlch ~nho; EhUOf tiém fhe EICh 16n; kqem; PIC/s- 266/12 07/06/2012 93/04/2014  |Control Bureau -
(M) Sdn. Bhd. |[Klang Jaya, 41200|thudc md; thuoc com; thudc uong dang long,| GMP Ministry of
Klang, _ Selangor, [thuoc dung ngoai dang long; thuéc nho mat. Health Malaysia
Malaysia
* Thudc vo trung:
sIC + Thubc san xuét vo tring: thudc bot dong
N . kho; dung dich thudc tiém thé tich nho (dam State
Borshchahivsk 5 X I .
iy chemical- dac); thuoc bot. 005/2012/S Administration of
pharmaceutical 17_ Myru, _03134, + ;Fh,uoc t1?t tring cuoi: (_jﬂung dich thuoc tiém|PIC/s- AUMP/GM |10/01/2012 18/08/2016 Ukra_ln_e on
N . |Kiev, Ukraine the tich nho (dung dich tiém). GMP Medicinal
plants” Public z . A , P
. * Thuoc khong vO trung: vién nang cing; Products -
Joint-stock thudc udng dang long (siro; hdn dich); dan Ukraine
Company g dang long : ICh); dang

bao ché ran khéc (hat/cém; bot dung ngoai);
thuoc vién (vién nén; vién bao)




Aston Lane North,

* Thuoc vo trung;:

Norton WhItEh.ouse Vale + Thudc san xuit vo tring: dung dich thubc UK MIA UK'Medicines
Healthcare Industrial Estate,|.,. . P X Az e 530  Insp
Limited T/AlPreston Brook tiém the tich 16n; dang bao ché ban ran; dung GMP/GDP/ and  Healthcare
'|dich thudc tiém thé tich nho; EU-GMP 05/10/2011  |14/02/2014  |Products
Ivax Runcorn, + Thudc tiét trang cudi: dung dich thudc tiém IMP Regulator
Pharmaceutical |Cheshire, WA, < ich nho dug dich thféc'tiém thé tich 530/14004- A gnc (I\)//IHRA)
s UK 3FA, United|" > aung 4 0016 gency
. 16n
Kingdom
57, Polskiej|* Thubc khdng vo tring: vién nang cing;
Medana Organizacji vién nang mém; thudc dung ngoai dang long; GIE-IW-N- Main
Pharma Spolka|Wojskowej  Str.,[thubc udng dang long;dang bdo ché ran khac|EU-GMP 4022/12/12 23/01/2012  |28/10/2014  [Pharmaceutical
Akcyjna 98-200  Sieradz,|(goi bot); dang bao ché ban rin; vién nén; Inspector, Poland
Poland * Thude thao duoc.
Medana 1o o st 86, |nang ménn e dong ngot dang. Tone GIF-W-A- Mein
Pharma Spolka go >t 9 mem; thuoe GUNG ngoal dang 1onS: ey 5pp 23/01/2012  |28/10/2014  |Pharmaceutical
) 200 Sieradz, |thuoc uong dang long; dang bao ché ran khac 4022/13/12
Akcyjna 1A AR Inspector, Poland
Poland (g61 bdt); ban ran; vién nén.
* Thude vo trung:
. +Thudc san xuat vo trung: dung dich thude
. 19, Pelplinskal,. . I \ g L ia 2 .
Pharmaceutical Str 83-200 tiém thé tich nho; dung dich thudc tiém thé GIF-IW-N- Main
S Works Sta.r’o ard tich 16n; EU-GMP [4022/113/1 [26/9/2011 01/07/2014  |Pharmaceutical
Polpharma S.A Gdangki ooland |F Thudc tiét trung cudi: dung dich thudc tiém 1 Inspector, Poland
; thé tich nho; dung dich thudc tiém thé tich
lon.
Pharmaceuticals
Works Polpharma
Pharmaceutical [S.A % £ A A , Main
S Works|19,  Pelplinska viéTnhr?grf khong VO trung: vien nang cimg,| e, syp folgzll\é\;/TZ 23/1/2012 17/11/2014  |Pharmaceutical
Polpharma S.A |Str., 83-200 ' Inspector, Poland
Starogard

Gdanski, Poland




*Thubc khong vé triing: vién nang ctng;

10, WIladyslawa| ., A PU . \ .
Medana Lokietka Str. 98- vién nang mém; thuoc dung ngoai dang long; GIF-IW-N- Main
Pharma Spolka " " |thudc udng dang l1ong; dang bao ché ran khac|EU-GMP 23/1/2012 28/10/2014  |Pharmaceutical
: 200 Sieradz,| . . . AL, 4022/11/12
Akcyjna (g61 bdt); dang bao ché ban ran; vién nén. Inspector, Poland
Poland S
* Thuoc thao duoc.
* Thude vo trung:
+ Thudc san xuat vo tring: dung dich thubc
tiém thé tich nho; dung dich thudc tiém thé
tich 16n.
Ostravska 29,|, . A A s A
'[* Thuoc khdng vO trung: vién nang cung Czech State
Teva  Czechicp.305. 747 70 (chat kim ham té bao); vién nang mém (|[EU-GMP sukls22632 28/1/2011 22/10/2013 |Institute for Drug
Industries s.r.o |Opava, Komarov - . O . \ 2/2010
. cyclosporin); thuoc dung ngoai dang long Control (SUSKL)
Czech Republic , £ 2 .
(hormon);  thuoc uong dang long
(cyclosporin); cac dang bao ché cd ap luc
(hormon); vién nén (thudc c6 chira hoat chat
gdy hai tiém tang, kim té bao)
. . |* Thudc vo trung:
Via  Provinciale L 2 A . £
. (loc. Bolognana) - + Thuo? san xuat VO ’trung. dung dich thl%oc IT/108- Italian Medicines
Kedrion S.P.A 55027  Gallicano tiém thé tich 16n, thuoc dong khd, dung dich|EU-GMP 10/H/2012 10/04/2012 11/02/2014 Agency AIFA

(LV), Italia

thudc tiém thé tich nho.

* Thudc sinh hoc: ché pham tir mau.




R.P. Scherer

grsz (S&cheét(a)r Sta;rgmelsbacglge‘:lz * Thubc khong v tring: vién nang mém, DE_BW._0 Co quan c6 thim
o thudc ubng dang long, dang bao ché ran khac|EU-GMP |1_GMP_20 (19/10/2011  |14/09/2014 guan c
KG ‘GmbH -+ |Eberbach, Baden - (vién nang tryc trang va am dao) 11 0101 quyen ¢ Dire
Co. KG Wurttemberg, g £ o -
Germany
* Thudc vO trung: thudc dong kho, thudc bot
pha tiém/tiém truyén (cac thudc bot pha tiém:
Survey no 314, Amoxicillin, Ampicillin, Amp|C|I_I|n_&
Sulbactam, Flucloxacillin,
Bachubally . -
Aurobindo Village Piperacillin/Tazobactam). Finnish
’ * A A A \ . -A ; , - A _ _
Pharma  Unit|Quathubullapur ,Thuoc khong vo .trung. vien nen (cac Vien EU-GMP 459/12.01.0 03/04/2012 03-02-2015 Medicines
nén Co-amoxiclav, Flucloxacillin, 1/2012
Al Mandal, RR. Pheoxymethyl penicillin, Pivmeccillinam) Agency (FIMEA)
District,  Andra Vvién ?:ang ></:unz ( céc1 vién nang c1’1ngj
Pradesh, India 1\ 1 sicillin,  Cloxacillin, Flucloxacillin),
thudc bot pha hdn dich udng (cac thudc bot
Amoxicillin, Co-amoxiclav, Flucloxacillin).
* Thude vo tring:
+ Thubc san xuat vo tring: thudc dong khod
(chat kim té bao), dung dich thudc tiém thé
Sharrachern 2(‘;"3@{‘5%9 GZ tich nhé (chat kim té bao), cac thude vo tring UM Healthcare
armachemie Khéc. )
B\ Haarlem. EU-GMP 11/0037 26/04/2011 09/12/2013  |Inspectorate,

Netherlands

+ Thudc tiét tring cudi: dung dich thudc tiém
thé tich nho (chat kim té bao), cac thudc tiét
tring cudi khac.

* Thubc khong v tring: vién nang cung,

A 4 1 A1 PN TR 1 A 1.1 A

Netherlands




Aquitaine Pharm

* Thude vo trung:
+ Thuoc san xuat vo trung: thuoc dong khod
(thudc 6 hoat chit c6 hoat tinh héc mdn),

Pierre  Fabre|International  1,|dung dich thudc tiém thé tich nho (chat doc HPE/FR/22 E:igfr:ts ';2?;?
Medicament  |Avenue du Bearn|té bao/chit kim té bao). EU-GMP |0 o014 26/10/2011  |30/06/2014 Adenc y
Production  |64320  IDRON,|+ Thudc tiét tring cudi: Dung dich thuéc gency
o 7 (AFSSAPS)
France tiém theé tich nho
* Thudc sinh hoc: san pham c6ng nghé sinh
hoc
ZA du Pre-chenot,|* Thudc vo tring: thudc cdy ghép dang rin HPE/ER/63/ E:Eg(jz:ts l;zzth
Panpharma 56380 BEIGNON, [(kh&ng sinh non-beta lactam, chira hoc mén|EU-GMP 2011 26/04/2011 02/12/2013 Agency y
France va cac chat c6 hoat tinh hoc mon) (AFSSAPS)
Ranbaxy
Ranbaxy Ez-igoratonel\s/lle;;?(ai DE_NW_0 Co quan tham
Laboratories ' * Thudc khong vo tring: vién nén EU-GMP |4 _GMP_20 |21/12/2011  |06/04/2014 ,qua
Ltd Industrial Estate, 11 0009 quyén Bt
403 404 Madkai, -
Ponda-Goa, India
E-1105, Industrial .
z R A e , Belgian  Federal
Area, Phase-lll,[Thuoc khéng vO trung: vién nang cung;
GRACURE | ppivyadi thuéc uéng dang long; dang bao ché ban rén; BE/2011/00 Agency for
PHARMACEU |2 vadl: uoc uong Cang Tong, Cang ven Cie Bl T\ gy gvp 21/4/2011  |24/02/2014  |Medicines  and
Rajasthan, Alwar|vién nén; cac dang thuoc khoéng vé trung 4
TICAL LTD. o . A1 N Health  Products
District, 301019, |khac (syro khé hoan nguyén véi nude).
. (AFMPS)
India
134136296, Thudc vo trung: ?Itj:]irol Mi(\jlg:]r::es
Veiveriug. 134B.|+ Thudc san xuét vo tring: dung dich thudc LT/01H/20 Ministr g gf
SANITAS, AB |LT-46352, tiém thé tich nho; EU-GMP 03/01/2012 11/11/2014 y
L iy s £ ) 2 eia 12 Health of the
Kaunas -|+ Thuoc tiét trung cuoi: dung dich thudc tiém .
. . 2., X Republic of
Lithuania thé tich nho.

Lithuania




* Thubc vo trung:

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

Janssen Turnhoutseweg |+ Thudc tiét trung cudi: dung dich thudc tiém BE/2011/00 ieiegr:in Fedefrs:
Pharmaceutica |30, Beerse, B-|thé tich nho: dung dich thuc tiém thé tich|EU-GMP 02/05/2011  |17/02/2014  |"9°N%Y
, . 8 Medicines  and
NV 2340 Beerse, Bi  |1on. Health Products
* Thube khong vo tring: dang khung thim;
thuéc dung ngoai dang long; thudc ubng
dang long; dang bao ché ban rin; miéng dan
qua da.
' UK GMP Unltgq Kingdom's
1100 Enterprise £ A A , . medicines  and
Catalent Drive Thuoc khdng vé trung: vién nang clrg; cac 20657 Insp Healthcare
Pharma Y dang bao ché ran khac; vién nén; thubc bot;|EU-GMP |20657/ 23/5/2012 17/04/2015
. Winchester, Products
Solutions LLC hat bao. 873857-
40391, US 0002 Regulatory
Agency MHRA
HC 02 Box . . ,
19250, State Road UK GMP zzgfc‘?ngngd";‘]g
933 km 0.1, X R A e n , 18437 Insp
f_afése”'ortho Mamey  Ward, viél;lhrlllgr(]: khong vO trung: vién nang cimg, e\, cyvip IGpp 19/04/2011  |11/11/2013 E&a(;hhcizre
Gurabo,  Puerto ' 18437/1087 Regulatory
Rico 00778-9629, 1-0005
Puerto Rico Agency MHRA
Janssen Barnahely, i ..
. . . . I A Irish  Medicines
Biologics Ringaskiddy, Co.|Thuoc cong nghé sinh hoc. EU-GMP |2011-019 [04/07/2011 19/05/2014
Board (IMB)
(Ireland) Cork, Ireland




* Thubc vo trung:

+ Thubc san xuét vo tring: Thubc dong khod
(hormon va cac chat c6 hoat tinh hormon;
prostaglandin/cytokines); dang bao ché ban

. . ran  (prostaglandin/cytokines); dung dich Belgian  Feredal
Prizer Rijksweg 12 hube tiém thé tich nho (hormon va céc chat BE/2011/01 Agenc for
Manufacturing (Puurs, B-2870, ,u . |EU-GMP 08/09/2011 16/06/2014 g . y
Belgium 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
céc chat co hoat tinh hormon.
Pfizer
Manufacturing
Pfizer Deutschland DE BY 04
Manufacturing Gmbl—_| ”I:huoc ’khong v‘o truAngL: thu,oc uong dang EU-GMP | amP 201 l13/2/2012 99/03/2014 Co . qua’n tham
Deutschland Heinrich-Mack- [long; cac dang bao ché ran khac. > 0012 quyén Duc
GmbH Strasse 35, 89257 -
Illertissen,
Bavaria, Germany
BIOMEDICA,
spol.s.r.o State institute for
BIOMEDICA, Pekarska 8, 15500|Thubc khong vé tring: 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 Umt_eq Kingdom's
Verna Industrial 14694 Ins medicines  and
Cipla Ltd (Unit|Area, Verna,|Thudc khong vo tring: vién nang cing; P Healthcare
I \ A EU-GMP |GMP 13/1/2011
VIII) Salcette, GOA, In-|thudc uong dang 10ng; vién nén Products
: 14694/3363
403 722-India 86-0003 Regulatory

Agency MHRA




Sy. No. 317&323,

MSN E:t(;:::rsgu San xuat nguyén liéu lam thudc: Eplerenone; AET/11041 C uan tha
Laboratories an xuat nguyen Licu uoe: £p '|[EU-GMP |1/1GMP-  |11/04/2011  |28/10/2013 |-° , duan tham
Ltd 502329, Medak|Dutasteride. MSN quyén DPuc

District ~ Andhra

Pradesh, India

SP-289(A), RIICO State

Industrial ~ Area Administration of
Kusum Chopanki "|Thudc khoéng vo trung: thubc dung ngoai plc)s.  |025/2012/8 Ukraine on
Healthcare Pvt.| = P dang long, dang bao ché ban ran, vién nén, AUMP/GM (31/7/2012 03/06/2015  |Medicinal

Bhiwadi, z - . , Lz GMP
Ltd . . |thudc khong vo trung khac (thuoc com) P Products

Dist.Alwar(Rajast

an)-India (SAUMP) )

Ukraine
% X A v .

HBM Pharma Thuof V(f mm%' A s . £

Sr0 + Thuoc san xuat v6 trung: dung dich thuoc State institute for
HBM  Pharmalq, |- binska 30,036|1E™ the tichnho. - - o |ev-omp [PRORVZ logm0011 15062014 |drug control,
S.r.o .|+ Thuoc tiét trung cuoi: dung dich thudc tiém 011 .

80 Martin,| . ; , . Slovakia

Slovakia thé tich nho.

* Thudc khong vo trung: vién nén.

Temmler Pharma|Thudc khéng vo tring: vién nang cung;
Temmler GmbH & Co. KG |thuéc dung ngodi dang long; thudc ubng DE_HE 01 Co quan  thdm
Pharma GmbH|TemmlerstraBe 2,|dang long; cac dang bao ché ran khéc (thudc|EU-GMP | GMP_201 |23/1/2012 16/01/2015 | éanl'Ic
& Co. KG 35039 Marburg,|giai phong thay ddi, thubc cbm, thudc bot, 2 0002 e

Hesse, Germany

vién nén bao dudng); vién nén.




* Thudc tiét tring cudi: thude ciy ghép dang
ran (chét c6 hoat tinh hormon); céc thudc tiét

Pansiontie 47,), . Lo vs Y , Finnish
Bayer Oy 20210 Turky,|TUN9 cudi khac: thudc gidi phong trong i ) sy p (4648/LL0L.\ 1001 1n615  119/01/2014  |Medicines
Filand cung (qhat c6 hoat tinh hormo_n). 09/2012 Agency (FIMEA)
* Thuoc khdéng vé trung: vién nang cing;
vién nén (chét co hoat tinh hormon).
*Thudc vo tring:
+ Thudc san xuat vo tring: dung dich thubc
tiém thé tich 16n; thuéc dong khd (bao gdom
Kaiser-Wihelm- |ca céc chat c6 hoat tinh hormon); dung dich
Bayer Pharma Allee thube tiém thé tich nho; ‘ o CGN/24.30. Co quan  thim
AG 51368 + Thuéc tiét trung cuoi: dung,dgch thuéci tiém|EU-GMP |12/06/2011/{01/07/2011 16/12/2013 quyén Ditc
Leverkusen, thé tich nho; dung dich thuoc tiém thé tich 012
Germany 16n.
* Thubc khdng vo tring: dang bao ché rin
khéc; vién nén ( bao gém ca hé tham thau
qua miéng OROS).
Tarchominskie
Tarchominskie Zaklady
Farmaceutyczne .
Zaklady "Polfa”  Spolkal . , p GIF-IW-N- Main
Farmaceutyczn . Thuoc san xuat vo trung: dang bao ché ran. |EU-GMP 10/01/2011 22/10/2013  |Pharmaceutical
o5 |AKCYINA 4022/3/11
e Polfa Inspector, Poland

Spolka Akcyjna

2A. Fleminga Str.,
03-176  Warsaw,
Poland




Medice
Arzneimittel
Putter GmbH &

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

Xé‘:]'gfmi o |Co-KG + Thude tiét triing cudi: dung dich thuée tiém DE_NW._0 o auan thinm
Putter GmbH & Kuhloweg 37-|thé tich nho. EU-GMP [1_GMP_20 |22/12/2010 03/11/2013 Séan)l’rc

58638 Iserlohn|* Thubc khdng vo tring: vién nang ciung; 10_0009 e
Co. KG . ‘A A Je K 5

North Rhine -|vién nang mém; thudc uong dang long; dang

Westphalia, bao ché rin khac; dang bao ché bén ran; vién

Germany nén.

Australian

1389 Trasad Government -
Cadila ?ng?g,lo DDTS,[I:% Thudc khong vé tring: Vién nang cing; vién PIC/s- MI-2011- azgﬁ[]tment ar?;
Pharmaceutical ’ nén; thubc cdm khong chaa cephalosporins, CE-02901- |22/06/2012 09/11/2013 )
s Limited Ahmedabad enicillins, rifampicin GMP 3 Ageing )

Gujarat 387 810, P ’ picin. Therapeutic

India Goods

Administration
*Thudc vo trung:

Mondseestrabe :iégl?;écﬁsjg rﬁ)at v0 trung: dung dich thude INS- Austrian
Ebewe Pharma|l1, 4866 Unterach L oar s g . L eia 480020- 25-04-2015 |Medicines  and
GmbH Nfg KG |am Attersee. :hgﬁgzcnizt tring cuoi: dung dich thudc tiém|EU-GMP 0053-001 04/05/2012 Medical Devices

Austria * Thudc sinh hoc: Thudc mién dich; thudc co (12/20) Agency (AGES)

ngudn goc tir ngudi/dong vat.

Damastown

Industrial ~ Park,|Thudc khdng vé tring: vién nang cimg; Vvién 3627/2012/ Irish  Medicines
Rottapharm Ltd |\ 1biddard, — |nén: thude bot pha dung dich thude uéng.. |- CMF |M868 07/03/2012  126/01/2015 15 - 4 (IMB)

Dublin 15, Ireland

Ash road, UK MIA Medicines  and
Iosen BioPharm| VreXnam * Thudc san xuat vo tring: thude dong kho. 3070 Insp Healthcare
I_pimi ted industrial  Estate, |* Thudc cong nghé sinh hoc. EU-GMP |GMP/IMP (13/05/2011 21/02/2014  |products

Wrexham, Clwyd, [* Nguyén liéu ban dau c6 hoat tinh sinh hoc. 3070/14720- Regulatory

LL13 9UF, UK 0037 Agency




* Thudc vo trung:
+ Thudc san xuit vo tring: dung dich thubc
tiém thé tich 16n; dong khd; dung dich thubc
tiém thé tich 16n.

II?]ZZT:(;EnerPharma + Thuéc tiét tring cudi: dung dich thudc tiém
. GmbH & Co. KG |etichmho. -~
Boehrlqger Birkendorfer  Str. * ThuéF khopg Vo trung: vién nang cfrpg; DE BW 0 »
Ingelheim 65 gg3g7,[dang bao ché ran (thude bot, thude com,\p\\ syip |1 GMp 20 |16/03/2012  |15/02/2005 |€°, uan  tham
Pharma GmbH Biberach  a.d.R pellet): vién nen. ’ 12-0024 quyén DPuc
+ Co. KG Baden- 7 [* Thuoce Sinh h(_)(_:: Thuéc cong ng},lé s!nh hoc
Wurrttemberg - (D[\lA/Protgn t,é_u tf‘) hop); cféc thuf‘)c smh‘hoc
Germany khac (Protem tai t0 hop, khang thé don dong;
cytokines)
* Duoc chat: duge chat cdng nghé sinh hoc
khac:protein tai t6 hop, khang thé don dong,
cytokines.
i Moneylands,
Servier Gorey Road, £ . . n Irish  Medicines
(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 vin s6 3271/QLD-CL ngay 08/03/2013 ciia Cuc Quan 1y dugrc)
NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYE |GIAY CN |NGAY CAP |NGAY HET|CO QUAN
JI. M. H. Thamrin
T Kalbe i;’/tasan . d/:irll Thude vién nén va vién bao khong chial, . [PW.0102.3 g?t'ong'ru Agency
' _.._|khang sinh (khdng bao gom thudc tranh thai, 31.08.12.40|14/8/2012 14/08/2014 g
Farma Tbk. Delta Silikon|,, % . A T A s GMP Food Control,
. . hoc moén sinh duc va chat kim ham té bao) 73 .
Lippo Cikarang, Indonesia
Bekasi-Indonesia
Borgo San|* Thudc san xuat vO trung: thudc bot chira
Michele S.S 156(khang sinh  nhém  Cephalosporin  va AIFA Italian
E?ilrjgs thfrma Km. 47,600, |Penicillin. GMP-EU E)//fjgmz 11/07/2012  |16/12/2014  |Medicines
o 04100 Latina[* Thudc tiét tring cudi: Dung dich thudc Agency
(LT), Italia tiém thé tich nho.
Via Franco,|* Thudc san xuat vo tring: Thubc dong kho AIFA italian
Wyeth Lederle|Gorgone Z.I  -|chira khang sinh Penicillin, dung dich thudc IT/74- .
S.p.a 95100  Catania|tiém thé tich nho (khang sinh Penicillin, chat GMP-EU 11 1/h12012 14/03/2012 123/06/2014 )I;/Ie;jrll(élnes
(CT), Italy doc té bao/chét kim té bao). gency
* X A A N R - A . .A
Bd. Dunarii nr.54, Thuociﬂkhong "9 trung..ﬂwen nen,, vien bao National Agency
Comuna phim; vién bao duong; 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. @) .
lIfov, cod 077910, 2 , . A Devices -
. + Thuoc chura corticosteroid: vién nén, vién .
Romania Romania
nang.
Nobelfarma llac Thudc khéng vé tring: thudc long ding .
Sanayii  ve|oancaKlar 8100, i dang phun m): thube udng dang long|EU-GMP |EC/CMP2 0010710012 |26/0a/2005  [BUI93r1an - Drug
: Duzce - Turkey N Lxo . £ 012/031 Agency
Ticaret A.S (siro va hon dich udng)




Acibadem,

Atabay
Pharmaceutical Koftuncu  Sokak Thuéc khéng vo trung: vién nén chua Irish  Medicines
. . No.1, 34718, g g EU-GMP |2011-004 [10/10/2011 11/05/2014
Fine Chemicals . paracetamol. Board (IMB)
Kadikoy, Istanbul,
Inc.
Turkey
Tarchomin
Zakalady
Tarchomin Farmaceutyczne
Zakalady "Polfa”  Spolka GIF-IW-N- Main
Farmaceutyczn |Akcyjna Thudc san xuét vo tring: dang bao ché rin.  |EU-GMP 10/01/2011  [22/10/2013  |Pharmaceutical
" " : 4022/3/11
e Polfa"|2, A.Fleminga Inspector, Poland
Spolka Akcyjna|Str., 03-176
Warsaw-Poland,
Poland
* Thudc vo tring
Kaiser-Willhelm- |+ Thudc san xuit vo tring: dung dich thubc CGN24.30
Bayer Schering|Allee tiem thé tich 1on; thudc dong kho (hoat chét e Co quan thAm
Pharma AG ~ |51368 Leverkusen|cO hoat tinh hormon); dung dich thuoc tiém EU-GMP 35/106/2011/ 01/03/2011  116/12/2013 quyén Pirc
- Germany thé tich nho;
+ Thudc tiét tring cudi: dung dich thudc tiém
* Thudc vo trung:
1776 North|+ Thudc san xuat v tring: thuéc dong kho; Spanish  Agency
: Centennial Drive,|dung dich thudc tiém thé tich nho; ES/151H/1 of Drugs and
Hospira Inc. McPherson, + Thudc tiét tring cudi: dung dich thudc tiém EU-GMP 1, 18/10/2012 13171072014 Health  Products
67460, My thé tich nho. (AEMPS)
* Thudc cong nghé sinh hoc.
Canlubang X R A Australian
Interphil Industrial  Estate, CTE;O_CVTQ?A%:OI:;;Q&Y Lf:b%in’é\gehtﬂagg PIC/s- MI-2012- Therapeutic
Laboratories  |Bo. Pittland, |} & 'J mem; Taucc bot uong; thuo CE-00683- |02/07/2012  |28/05/2014 |Goods
uong dang long, thudc kem; thuoc mdo.[GMP .. .
Inc Cabuyao Laguna 3 Administration

4025, Philippines

(Khong chtra steroid)

(TGA)




No. 50,
Kayarambedu United Kingdom's
. £ A A . , UK GMP -

Village, * Thuoc khdng vo trung: vién nang cung; medicines  and

Medopharm  |Guduvancher vién nén; thudc bot khd dé pha hdn dich 31201 “Insp Healthcare
cdopharm yoo v » Hhuoe 5o © pha hon A ey omp [GMP 09/03/2012  |09/01/2015

Private Limited |Chengalpet uong. 31201/3490 Products

District, Tamil[* Thudc sinh hoc: Thudc chira beta-lactam. 94-0005 Regulatory

Nadu, In-603 230, Agency MHRA

India

JL. B The national

Simatupang No. 8[Vién nang cing khéng phai khang sinh PIC/s- PW.01.02.3 Agency for Drug
PT. Merck Thk |Pasar Rebo|(khdng bao gém thudc ngira thai; noi tiét to GMP 31.10.12.63(31/10/2012  |31/10/2014 |and Food

Jakarta  Timur|sinh duc khac va cac thubc kim ham té bao) 43 Control,

13760, Indonesia Indonesia

JL. TB|, ,.. < an . . e v The national

Smaupng No. 04T D90 1 1 O P [PwoL02:
PT. Merck Tbk |Pasar Rebo|>} "+ 10nd DA gom tube ngira thal, 1ot e 31.10.12.6331/10/2012  [31/10/2014 |and Food

. to sinh duc khac va cac thuoc kim ham té|GMP

Jakarta Timur b30) 44 Control,

13760, Indonesia Indonesia

JL. B The national

Simatupang No. 8|Thudc tiém khdng phai khang sinh (khéng PIC/s- PW.01.02.3 Agency for Drug
PT. Merck Thk |Pasar Rebo|bao gdbm thudc ngira thai; ndi tiét t6 sinh duc GMP 31.10.12.63(31/10/2012  (31/10/2014 |and Food

Jakarta Timur|khac va cac thude kim ham té bao) 45 Control,

13760, Indonesia Indonesia

JL. B The national

Simatupang No. 8 Iy N £ N e s PW.01.02.3 Agency for Drug
PT. Merck Tbk |Pasar Rebo| Lhudc long dung uong khong phai khang|PIC/s- ) 1045 6313111012012 [31/10/2014  [and Food

. sinh GMP

Jakarta Timur 46 Control,

13760, Indonesia Indonesia

Grunenthal GmbH

Zieglerstrabe  6,|*Thudc tiét tring cudi: dung dich thube tiém
Grunenthal 52078  Aachen,|thé tich nha DE_NW_0 Co quan tha

e e o [EU-GMP |4_GMP_20 [28/3/2012  |15/09/2014 |©, 9Han Thdm
GmbH North  Rhine -|* Thuoc khéng vé trung: thudc dung ngoai = - quyén Duc
. ) Lz \ 12 0017
Westphalia, dang long; thudc uong dang long. -

Germany




* Herderstrabe 2,
83512

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

Wasserburger \é\garsr;(;rnburger, tiém thé tich nho; thudc dong kho; dung dich W Co auan  thim
Arzneimittelwe Y. thudc tiém thé tich 16n; EU-GMP 25/10/2010 13/10/2013 N a ,
* Tegernau 18, L iy s % ) L eia 5/01/2010 quyén Puc
rk GmbH + Thuoc tiét trung cudi: dung dich thuoc tiém
83512 P . X ein I
thé tich 16n; dung dich thudc tiém thé tich
Wasserburger, \
nho.
Germany
* Thude vo trung:
+ Thudc san xuat vo tring: dung dich thubc
52 rue Marcel et|tiém thé tich nho; French National
Jacques Gaucher, [+ Thubc tiét tring cudi: dung dich thudc tiém HPF/FR/20 Drug and Health
CENEXI 94120  Fontenay|thé tich nho (chira sulphonamides). EU-GMP 0/2012 15/11/2012 19/04/2015 Products  Safety
Sous Bois, Phap |* Thudc khéng v tring: vién nang ctng; Agency (ANSM)
thudc udng dang 16ng(sulphonamides); thube
dan; vién nén (chtra sulphonamides).
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich thudc
Via Cavalli Diltiém thé tich nho( chtra corticosteroid); thude
oot [ o S o en il s
Farmaceutici | ( nuoc tict fring cuot: AuUng dich thu EU-GMP 13/1/2012  |02/09/2014  |Medicines
SRL Giorgio A|thé thh’ nho. 3/H/2012 Agency
o Cremano * Thudc khéng vO trung: vién nang cing;
(Napoli), Italy thuéc dung ngoai dang long; thudc ubng

dang 1ong; thudc cdm; dang bao ché bén ran;
thuoc dat; vién nén.




Plot No.21-21, State
Alembic ?::rsni:',ri Baddi,|Thuéc khdng vo trung: thubc ubng dang|PIC/s- 012/2012/S Cig::;stratlon (?r]:
Pharmaceutical [* o mar )| 2 huee Khong g: thube uong dang AUMP/GM |16/5/2012  |05/09/2014 in
s Limited Distt. Solan,|long; vién nén. GMP P Medicinal
Himachal Pradesh Products -
173205, INDIA Ukraine
Dewan Idris Road UK GMP Unlt_eo_l Kingdom's
Incepta medicines  and
Pharmaceutical Bara Rangamala Thudc khdng vo tring: vién nang cimg; vién 35139 Insp Healthcare
ac Zirabo  Savar,| . 0¢ Knond g g cmg VIEN ey gmpP [GmP 20/7/2011  |06/02/2014
s Limited - nén Products
. Dhaka, 3139/90350
Zirabo Plant Banaladesh 4-0001 Regulatory
g Agency MHRA
- - - * X N ~ N _ - A P R
O e R R et I
y do  Sthjthuoe UNg ngoal dang fong; tuoe UONEE ) G\vp (4022/180/1 [07/12/2011  |30/09/2014  |Pharmaceutical
Farmaceutyczn [95-200 Pabianice,|dang long; thudc bot; vién nén; 1 Inspector. Poland
e Polfa S.A Poland * Thude thao duoc. P ’
Survey No. 313,
314 Unit 1l -
Blocks I, 11, I, Portuguese
IV,  Bachupally|* Thudc khdng vo tring: vién nang cing; . National
Aurobindo  |Village thude ubng dang 16ng; dang bao ché rén khac Aurobindo Authorit of
- ge, 0T HONE Cag JoNg; dang Bt ehe Tal W% ey GMP |Pharma |16/02/2011  |14/01/2014 onty
Pharma Limited |Quthubullapur (thuoc bot pha dung dich uong; pellet); vién . Medicines  and
) Limited
Mandal, = Ranga[nén. Health Products,
Reddy  District, IP (INFARMED)
Andhra Pradesh,
India
* Thudc khdng vo tring: vién nang cung;
glzlglgr;sﬁlohoing’ \oll:)enn nnangainzierﬁ; tlh}iloc- dang gggg ionfnﬂlilrlng SK/012V/2 State Institute for
Zentiva a.s | ung Ngoal dang fong, dang Bag che ray EU-GMP 26/07/2011  |13/05/2014 |Drug  Control,
Slovenska (vién sui; vién nén phén tan; pellet); dang 011
. \ A1 7. L £ - A , Slovak
republic bao ché ban ran; thudc dat; vién nén.

* Thuoc duoc liéu




Reykjavikurvegur

£ n A s - Icelandic
_ * A . " .
Actavishf,  |/&  15-220]" Thuoc khong VO tring: Vien nang cimg)\e; svio lisioa/11 [15/11/2011  [05/10/2014 | Mediicines
Hafnarfjorour, dang bao ché ran khac (thuoc com); vién nén.
Agency (IMA)
Iceland
Whiddon Valley, UK MIA Unlt_ed_ Kingdom
. Barnstaple, North|* Thudc khéng vé tring: vién nang cung; 142 Insp Medicines and
Acavis — UKipevon,  Ex32|thuée dan; vien nén. eu-aMp |SMPICDP o0 0712011 |osr12r2013  [Hiedltheare
Limited i PO o n IMP products
8NS, United|* Thuoc tir duoc liéu.
Kinadom 142/6742- Regulatory
g 0025 Agency
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc dong kho;
dang bao ché béan ran; dung dich thudc tiém
thé tich nho; thudc cay ghép dang rin; thudc
san xuat vo tring khéac (thudc bot, thude kim
té bao, Cephalosporin va thiét bi tiém khong
L . |kim tiém). . . .
ngflsher Drive,|, Thudc tiét trung cudi: dung dich thudc tiém UK  MIA Unlt.eq Kingdom's
Covingham, X e X X eenp o Iy P medicines  and
Patheon UK|Swindon thé tich nho, thuoc tiét trung cuoi khac (chat 17857 Insp Healthcare
- o kim té bao, thudc dip). EU-GMP [GMP/IMP [19/07/2012  [20/02/2015
Limited Wiltshire, ~ SN3 P o A , Products
.. |* Thuoc khéng vo trung: vién nang clng; 17857/1003
°BZ, United\, ¢ khung thim: thuée ding ngoai dan 6-0027 Regulatory
Kingdom “ g ’ g ng s Agency MHRA

16ng; thubc udng dang 16ng; dang bao ché ran
khac; dang bao ché béan rin; thudc dan; vién
nén; thudc khong vo trung khac (thude dép).
* Thudc sinh hoc: ché pham tir méu; thudc
mién dich; thudc diéu trj gen; thubc cong
nghé sinh hoc; thudc ngudn gbc tir ngudi
hodc dong vat.




Thudc khéng vo triing chtra khang sinh; chat

Kil:aprte G;Earma doc té bao/chat kim té bao; hormon va céc
Haupt Pharma Donaugtaufer chat c6 hoat tinh hormon, chat mién dich:: DE_BY_04 Co ouan  thim
P vién nang cimg; thudc dung ngoai dang long;|EU-GMP | GMP_201 20/09/2012 01/08/2015 A a ,
Amareg GmbH |Strabe 378, 93055|, ",  : \ X oz quyén Duc
thuoc uong dang 1ong; dang bao ché ran 2_0091
Regensburg, . . ISR J A
khac; dang bao ché ban ran; thuoc dan; vién
Germany )
nén.
* A A \ . H H [
Lotus  Business Thquc V? tmn%’ N S N UK GMP Umt_eo_l Kingdom's
.|+ Thuoc san xuat v0 trung: thudc dong kho; medicines  and
Marksans Park, Off Newlink| | « bot pha tiém 19826 Insp Healthcare
. |Road,  Andheri|_ toc Serpratiem - o ._|EU-GMP |GMP 12/06/2012  |17/01/2015
Pharma Limited . |* Thuoc khong vd trung: vién nang cung; Products
(W), Mumbai -| .. . R TR 19826/3939
. vién nang mém; dang bao ché ban ran; vién Regulatory
400 053, India ) 8-0002
nen. Agency MHRA
Bioton S.A. Bioton S.A.
. * A ) s N < . . A
g:[aroscinska Ill/(l)i(;:;zﬁz,sv 1025 tiégutll(l)g t?c?trxlri(}?é? V0 fring: dung dieh thuoe GIF-IW-N- Main
B ! NN . £ EU-GMP (4022/236/1 |11/10/2012 09/06/2015  [Pharmaceutical
02-516 850 Ozarow|* Nguyén li€u sinh hoc lam thuodc. 5 Inspector. Poland
Warsaw, Mazowiecki, * Thudc sinh hoc: thudc cong nghé sinh hoc P ’
Poland Poland
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich thudc
tiém thé tich nho chita hormon
Loc. Fontana Del corticosteroid; thube bot.
Bristol-Myers ' + Thudc tiét tring cudi: dung dich thudc tiém IT/138- Italian Medicines
Squibb SR.L |CEras0 080121, <t who. EU-GMP 1511001 [18/05/2012 119/0472014 15 oy (AIFA)

Anagni (FR), Italy

* Thude khong vo tring: vién nang cimg;
Vién nén.

* Thude sinh hoc: thubc cdng nghé sinh hoc
dang dong kho.




Plot No 876 NH

Therapeutic

No 8 Hariyala, MI-2011-
Marck Matar  Kheda|Thudc tiém v tring, PICIS- | cE 00962 1411212012 |141052014  |®%°%S
Biosciences Ltd . GMP Administration,
Guajarat 387411, 3 .
i Australia
India
* Thudc vo trung:
+ Thubc san xudt v tring: dung dich thude
Uni-Pharma tiém the tich nho.
Kleon  Teetig|14th km National|+ Thudc tiét trung cudi: dung dich thudc tiém National
Pharmaceutical |<oc0 1 Katojhétiehnho. — leu-omp |43 \os070011  |18i05i2004 | OrSRnization of
. Kifisia Attiki,|* Thuoc khong vO trung: vién nang cing; 2011 Medicines,
Laboratories £ s N \ XA
14564, Greece thuoc dung ngoai dang long; thudc udng Greece
SA , S A 1ex .
dang long; thuoc ran phéan licu khac; dang
bao ché ban rin; thudc dan; vién nén
(hormon hoic chat c¢6 hoat tinh hormon).
Teva Operations Z « N e a L
o e pomaSD Zoo. |1 0000 10 UG- v g el oy
P 80, Mogilska Str. |\ 10¢ Gund ndoal dang long, thuoc UONE\e ) o\p 14002/238/1 |11/10/2012  |29/06/2015  |Pharmaceutical
Poland Sp. Z dang 16ng; thuoc ran phan liéu khac (thudc
31-546  Krakow,| : X 4 Z A, 2 Inspector, Poland
0.0. com pha hon dich udng); vién nén.
Poland
Via Cantone
ABC Moretti, 29 (loc.[* Thudc khdng vé tring: vién nang ctng; . .
Farmaceutici  |Localit’  San|thubc uéng dang long; thudc rin phan lidu|EU-GMP '1%1/2311 03/06/2011  [29/10/2013 ga';'; '\(/'/fldF'z)”es
SP.A Bernardo) - 10090|khac (thuéc bot, thude cém); vién nén. gency
Ivrea (TO), Italy
Les . R A s - National Agency
. 905 route de[* Thuoc khéng vO trung: vién nang cing; -
Laboratories |o. o 45520|dang bao ché ran, vién nén (ti ché chit doc|EU-GMP |1 TRA8 losi0m012  |31/08i2015  |OF Medicine and
Servier Gidv. France  bao) 5/2012 Health Safety
Industrie Y ©bao (ANSM)




Lieu-dit ~ "L'Isle
Vert", rue René French Health
INNOTHERA |Chantereau, Thudc khéng vo tring: thubc udng dang HPF/FR/10 Products  Safety
CHOouzy 41150 CHOUZY (16ng; dang bao ché ran khac; vién nén. EU-GMP 7/2011 17/6/2011 10/11/2013 Agency
SUR CISSE, (AFSSAPS)
FRANCE
* Thudc khong vO tring: vién nang cimng
Cymbalta, vién nén Effient.
* Thubc vO tring: dung dich tiém, bot pha
Lilly  Corporate|tiém, hdn dich tiém: thudc tiéu duong, thudc
Centre, Humulin ya Humalog (d’ang‘léng va hén MI-2011- Therapeutic
Eli Lilly&(Indianapolis, dich); thuoc ti€t trung cuoi bang phong xa:|PIC/S- Goods
Company Indiana,  46285,(Zyprexia Relprevv; thuéc doéng khd:|GMP gE_OZBS_ 19/12/2011 01/10/2013 Administration,
United States of|Diversified Hospital Care (Alimta va Australia
America Gemzar).
* Dugce chat: duoc chit DNA tai to hop,
Insulin sinh téng hop va chét twong ty Insulin
Lispro.
Nycomed (Werk
Singen), Robert-
S:nsl(;g's”asse dj; * Thude v0 tring ,
Nycomed Grundrissplane + ThuQc san xuat vo trung: thuf?c dong kho. DE_BW_0 Co quan thim
* Thuoc khéng v trung: thudc dung ngoai|EU-GMP (1_GMP_20 |01/09/2011 06/07/2014 A,
GmbH vom 25.07.2011, ] YO , . quyén Puc
78224 Singen, darA’lg }on%, thuog uong darig 1(3ngA, dang bao 11 0058
ché ban ran, thuoc dan, thudc dat am dao.
Baden-
Wurttemberg,

Germany




Dr.
Schwabe
& Co. KG
Willmar-Schwabe-

Willmar
GmbH

* Thudc khong vo tring: vién nang cimg;
thuéc dung ngoai dang long; thudc ubng

ggﬁwab\e/\/l”mar iérnabn‘ii ¢ 2chgr§ir222 dang 16ng; dang bao ché ran khéc (thudc bot, DE BW 0 Co aquan thim
thudc cém, dang pellet vi lugng ddng cin);|EU-GMP |1_GMP_20 (07/02/2012  |20/10/2014 ,qua
GmbH & Co.lvom 22.07.2009, .. ., quyén Duc
Vién nén. 12 0017
KG vorgelegten 2 n -
*Thuoc duoc liéu.
Planen, 76227 * Thude vi | ddne cin
Karlsruhe, Baden- uoe vi lugng dong can.
Wurttemberg,
Germany
i o ok ia e o
Catalent UK Swi%don, * Thude khéng vo trang: Vién nén, vién nén 14023 Insp Healthcare
Swindon Zydis Wiltshiré SN5 dong kho (Zydis) EU-GMP |GMP 20/02/2012 20/02/2015 Products
Limited ' = ¥ Thube sinh hoc: Thude mién dich 14023/45744
8RU, United 0012 Regulatory
Kingdom Agency MHRA
* A N A ; A hit
15 Brodie Hall thTPu(t)icér\g') gllj:g' dtihl}lloffrjan%t gtilu(:ﬁuozs: Theerapeutic
Pfizer  (Perth)|Drive Technology dilcll(l)cth 6(:’ g dic Ve & g PIC/s- MI-2011-LI-20/3/2012 18/03/2014 Goods
Pty Ltd Park, Bentley WA(,* oc GMP 02040-3 Administration -

6102, Australia

* Thubc khong vo trung: thude hit; thude
ubng dang 16ng; dung dich thudc.

TGA




121, Jalan Tunku

Vién nén (chira Penicillins); vién nang cing
(chtra penicillins); vién nang mém; thuoc

National
Pharmaceutical

Hovid Berhad |F0dul  Rahman,| o dang long: thube ding ngodi dang long:| > |ason2  |22/11/2012  |27/08/2014  |Control  Bureau,

30010 Ipoh, [ ng, thuoc GUNY ngoal ¢ 'S\GMP o

Perak, Malaysia thuoc !<em ya I?tlon, t,huoc m; ‘bot pha hon Ministry _ of
dich va thuoc com (chira penicillins). Health Malaysia.
* Thudc khong chua khang sinh, khdng|PIC/s-  [PW.01.02. [14/08/2012 |14/08/2014 [National
bao gém thudc tranh thai, hormon sinh|GMP  |331.08.12. Agency for
duc, chat kim té bao: vién nang cung; 4106 Drug and Food
Vién nén; vién bao. Control of
* Thudc chira Cephalosporin va dan xuat, Republic of
bao gom Carbapenem va dan xuat, khdng Indonesia

PT.
Medica

Dexa

JI. Jend.
Bambang Utoyo
No0.138
Palembang -
Indonesia

bao gom beta lactam va dan xuét khac
(Penicillins, Imipenem): vién nang ctng;
thudc bot vo trung pha tiém; hdn dich
kho; vién bao.

* Thubc chira khang sinh khéng bao gom
betalactam va dan xuét: hdn dich khd;
vién nén; vién bao; vién nang cung.

* Thubc bot udng khong chira khang sinh;
hén dich khd khong chia khang sinh;
vién sui khong chira khang sinh.




Co s san xuat:[* Thudc khdng vo triing: vién nang ctimg;|EU-GMP|Co so san|01/08/2012 |21/12/2014 |Co quan tham
Rottendorf vién nang mém; thudc bot, thudc com, XUuat: quyén Dic
Pharma GmbH |pellet (chtra hoat chat nguy co tiém tang: DE_NW_0
Ostenfelder tamoxifen, Flutamide, Clomifen va cac 5 GMP_2
Strabe  51-61,|chat twong tw); vién nén (vién sui, vién 012_0022
59320 bao). Co SO
Rottendorf Ennigerloh, dong goi:
Pharma GmbH|Germany. DE_NW_0
Co s¢ dong goi: 5 GMP_2
Rottendorf 012 0023
Pharma GmbH
Am Fleigendahl
3, 59320
Ennigerloh,
(Corman\s
Khasra No.
1342/1/2, Hilltop
Industrial Area, United
Jhramajri, UK GMP Kingdom's
Village Bhatoli|, Thuc khéng vo tring: vién nén: thudc 24881 Insp medicines and
USV Limited [Kalan, Baddi,| ’ ’ EU-GMP |GMP 21/05/2012 09/01/2015 |Healthcare
Tehsil Nalagarh,|~°™ " 24881/441 Products
Himachal 5033-0001 Regulatory
Pradesh, District Agency MHRA
Solan, In-173

205, India




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

Dot 6
(Theo cdng vin s6 3949/QLD-CL ngay 20/03/2013 ciia Cuc Quan 1y dwgrc)

NHA  MAY|pjA cHi PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY cap |[NGAY HET|ICO  QUAN
Falay\N\Talh)YaY NTAC HAN OAD

Dhirubhai . . .

. |Ambani Lifel, . , UK GMP United Kingdom's

Reliance  life| . * Thuoc khong vo tring: Vién nang cung; medicines  and
sciences private science centre vién nén; Thudc ung thu (Vién nén va vién 41432 Insp Healthcare
- P (DALC)  Thane A g . . |GMP-EU |GMP 16/10/2012 13/08/2015
limited (plant nang cung: Vién nén Capecitabine, vién nén Products

Belapur road e , . 41432/6618
6) .|Imatinib, vién nang cirng Temozolomide). Regulatory

rabale Navi 812-0001 Agency MHRA

Mumbai IN- gency

. * Thudc vo trung: Thude san xut vo tring:

Schering - X an A
Plouah - Thudc dong kho;

g . - Dung dich thudc tiém thé tich nho; R £
(Ireland) Brinny, * Thude tiét trine cudi: Bo Y t& Ireland
Company T/AlInnishannon, Co. uoe s ;g u o \ GMP-EU |2011-074 |14/7/2011 20/05/2014  |(Irish  Medicines

. - Dung dich thudc tiém thé tich nho.
Schering -|Cork, Ireland 2. ) Lo A Board)
. * Thuoc sinh hoc: cac thuoc cong nghé sinh
Plough (Brinny)
hoc
Company
* Thudc vo trung:
Hameln + Thudc san xuat vo trung:
: - Dung dich thudc tiém thé tich 16n;
Pharmaceuticals | 1y ng dich thuéc tiém thé tich nho:
Hameln Gmbh Hbn dich ’ DE_NI_02_ Co quan c6 tham
Pharmaceutical [Langes Feld 13 IS Z. GMP-EU |GMP_2012 (21/5/2012 22/03/2015 q .
+ Thudc tiét trung cuoi: quyén cua Dtrc
s Gmbh 31789 Hameln . % in I , _0004
- Dung dich thuoc tiém thé tich 16n; dung
Lower Saxony] .. PO 2 ., ,
dich thuoc tiém thé tich nhd.
Germany

* Thude sinh hoc:Thudc mién dich (Vic xin
vi rat bat hoat)




Zone Industrielle|* Thubc khéng vo tring: dang bao ché rin; French  Health
Unither le Malcourle|thuéc dan (h6c mén va c4c hoat chét 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 zzgfcdini;ngdo;?];
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: Thudc mién dich 14023/4574
Kingdom 0012 Regulatory
g Agency MHRA
Via Complutense, Spanish  Agency
Frosst Iberica,[{140, Alcala de A e ES/014HI1/1 of Drugs and
S A Henares 28805 Thudc 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 vo trang: Thubc dong khod
(hoc mon va cac chat ¢ hoat tinh hoc mén);
thudc tiém thé tich nho (h6c mdn va chat cé
Vetter ~ Pharma-|hoat tinh h¢c mon)
Fertigung + Thudc tiét tring cudi:
I\:/:rtttierunPharma Schutzenstr.  87|- Thudc tiém thé tich nho (h6c mdn va chat DE_BW 0 Co auan  thim
Gmb% ‘f& co |und 99-101,|c6 hoat tinh hoc mén) GMP-EU |1_GMP 20 |28/06/2012  |06/06/2015 . qur
<G ‘(88212 * Thudc sinh hoc: 12_0054 quyen Bue
Ravensburg, - Ché pham tir mau: ché pham tir huyét thanh'
Germany - Thubc mién djch'

- Thudc cdng nghé sinh hoc (h6c mdn va chat
c6 hoat tinh hé¢ mon)'

- San pham ¢0 nguon goc tir ngudi hodac dong
vat.




40 Boulevard de

* Thudc khdng vo tring: Vién nang cimg;
thudc udng dang 1ong; dang bao ché ran;

French National

Patheon France |C/2mParet 383001, < ohun mu: vién nén (chira hoc mon)  |GMP-EU | PHPRA8 66190012 |13/04/2015  |PrU9 and Health
Bourgoin Jallieu, X . . , R 3/2012 Products  Safety
* Thudc sinh hoc: Vién nang ctrng chira bao
france . 2 Agency (ANSM)
tr vi khuan.
San phém thubc  bot pha tiém Bitazid X ,
. . Giay ching
(Ceftazidime for Injection 1g) . i
. R . . nhian GMP:| . £
+ (Co s6 san xuat: Hikma Farmaceutica DE NW 0 Ngay cap
Sanavita Lohstrasse 2, D-|(Portugal, S.A. - Estrada do Rio da Mo n. 8, 1 GMP 20 GMP: Co aquan  thim
i 59368 Werne,[8A, 8B - Fervenca, 2705-906 Terrugem SNT {EU-GMP |, = — 107/03/2012 06/03/2015 A a ,
Pharmaceutical 12 0001 .~z . quyén Bt
Germany Portugal) . |Ngay cap CPP:
s GmbH , £ \ . Giay CPP:
+ Co s60 xuat xudng: Sanavita 02/01/2012
Pharmaceuticals GmbH ) 24.05.01.11
.6223-0094
* Thudc khdng chira khang sinh, chét tranh
thai, hormon sinh duc va chit kim té bao:
vién nang cing; vién nén; vién bao.
Co s6 1: JL|* Thudc khang sinh (khéng bao gom khéng .
PT Sanbe Industri 1/9,|sinh beta lactam khac va céc dan xuét): vién PIC/s- PW.01.02.3 Eg:'onglruAgezsg
' Cimahi, Bandung {nang ctig; vién nén; vién bao; thudc ubng 31.10.12.6119/10/2012  |19/10/2014 g
Farrma . . GMP Food Control,
Indonesia. dang long. 72 Indonesia

* Thudc udng khong chira khang sinh dang
16ng; vién bao chira hormon sinh duc va chat
tranh thai; vién nén chira hormon sinh duc va
chét tranh thai.

Co so 2 .
Leuwigajah  No.
162 Cimindi,
Cimahi, bandung -
Indonesia.

* Thudc chtra penicillin va dan xuat (khong
bao gom céc khang sinh betalactam khac va
dan xudt): vién nén; vién nang cung; vién
bao; hdn dich kho udng; thudc bot v tring
pha tiém.

* Thudc chira Cephalosporin va dan xuét
(khdng bao gdm khang sinh beta lactam khac
va din xuat): vién nang ctng; vién bao; hdn
dich kho udng; thudc bot vo tring pha tiém




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

* Thubc vO tring khong chira khang sinh
(khdng bao gdm chét tranh thai, hormon sinh
duc; chat kim té bao): thudc bot vo trung;
thudc tiém.

* Thubc khang sinh (khdng bao gdom beta
lactam khéc va dan xuét): thube bot vo tring
pha tiém; thuéc pha tiém vo trung; thudc
tiém truyén; thudc tiém; thudc nho méat vo

Cimareme, trung; thuéc m& tra mat vo trang; thudc nho
Padalarang, AR
Bangdung _|tai vO tring.
. * Thuoc vO trung khong chira khang sinh:
Indonesia. £ N Z % N .
thuoc m& tra mat; thuoc nhli twong béo;
thudc nho mat; thudc tiém truyén vo tring;
thude nho tai.
il de Spanish  Agency
Biomendi. S.a_|Bemedo, sin. Th;u(?c t1¢,t trung cuoi: dung dich thudc tiém EU-GMP ES/042HI1/1 31/05/2011 £0/03/2014 of Drugs and
thé tich lon. 1 Health Products
Bernedo 01118 (AEMPS)
(Alava), Spain
* Ac vd trino: . . ,
Agila Opp n Thuo;C v? trun%. o N UK GMP Unltgq Kingdom's
- : . + Thudc san xuat vO trung: thuoc dong kho; medicines  and
Specialties Bilekahalli, dung dich thuéc tiém thé tich nho; bom tiém 39861 Insp Healthcare
Private Limited {Bannerghatta Ing cich thuoe °’ EU-GMP |GMP 30/01/2012  |04/12/2014
: dong san thudc. Products
Sterile Products|Road, Bangalore, PN Z. . L in 39861/3457
Division IN-560076. India + Thuoc tiét trung cuodi: dung dich thuoc tiém 482-0001 Regulatory
’ thé tich nho. Agency MHRA
No. United Kingdom's
Agila 152/6&154/16  |* Thudc vo trung: UK GMP e ing
N . . 2 A Lz . medicines  and
Specialties Doresanipalya, + Thuoc san xuat vO trung: Thudc cay ghép 39861 Insp Healthcare
Private Limited {Bilekahalli, dang ran; thudc bot pha tiém. EU-GMP |GMP 24/01/2012  |04/12/2014 |5 .
Beta lactam{Bannerghatta * Thubc khong vo tring: vién nang cimg; 39861/3457
Division Road, Bangalore,|vién nén 513-0001 Regulatory
’ g ’ ' Agency MHRA

In-560076, India




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

United Kingdom's

. . * Thubc vo trung: UK GMP ..
Agila Doresanipalya, L A S medicines  and
Specialties Bilekahalli. Beaur + Thuoc san xuat vO trung: thuoc bot khd pha 39861 Insp Healthcare
P . . » B iam, EU-GMP |GMP 30/01/2012 04/12/2014
Private Limited {Hobli, £ . A s L , Products
*Thuoc khong vO trung: vién nang cung; 39861/3457
Cepha Block Bannerghatta 1, '\ 36 ché rén khac: vién nén 551-0001 Regulatory
Road, Bangalore,| & ’ Agency MHRA
In-560076, India
Krs _ Garden§, UK GMP Umt_eo_l Kingdom's
Suragajkkanahalli, 20003 Insp medicines  and
H I ES A A A N . 1A 4 .
SFrlqles Arcolab|Kasaba hobli, .AThuOC kh?ng vo trt,mg. V|Aen rrl_ang gl e lomp 05/03/2012 09/12/2014 Healthcare
Limited Anekal Taluk,|vién nang mém; vién nén; thudc goi. Products
20003/1292
Bangalore South, 20004 Regulatory
In 562 106, India Agency MHRA
Poligno Industrial|* Thubc v tring: The Ministry of
Llevant, Can|+ Thubc san xuit vo tring: thude tiém dung Health of
Instituto Guasch, 2, 08150|dich thé tich nho; thudc dong khé. NCF/1204/ Goverrnment  of
Grifols, S.A  |Parets del Valles,|+ Thudc tiét tring cudi: thude tiém dung dich EU-GMP 001/CAT 16/1/2012 12-2014 Catalonia,
(Barcelona) thé tich nho. Barcelona -
SPAIN * Thudc sinh hoc: ché pham tir mau. SPAIN
Lindopharm
Lindooharm GmbH Thubc khdng vo tring: vién nang ctmg; vién DE_NW_0O Co quan  thim
Gmbl—? Neustrabe  82,|nén; thudc khong vé tring khéc (thudc bot,|[EU-GMP |3_GMP_20 |19/6/2012  [28/03/2015 ‘Aanl,rC
40721 Hilden,|thubc cém). 120022 quye

Germany




Dr. Willmar

Schwabe GmbH
& Co. KG
Willmar -
. Schwabe - Strabe|Thudc khéng vo tring: vién nang cimg;
Dr. Willmar . O . X A
Schwabe 4, gemab den mit|thuoc dung ngoa! dan’g ,long;, thuoc’ uong DE BV 01 Co quan thim
GmbH & Co. Schreiben  vom dang lér}g; dang ba}o ché ran khac (thuéc’bét? EU-GMP [_GMP_201 |07/02/2012 20/10/2014 quyén Pric
KG 22.7.2009, thuoc C(f)m, globuli (pellet chtra hoat chat vi 2_0017
vorgelegten lrong dong can)); vién nén.
Planen, 76227
Karlsruhe, Baden
Wurttemberg -
Germany
. |Thubc khéng vo tring: vién nang cing (chta
Facta V. Laurentina, Cephalospor%n); dang bao chégre‘m %d(wéc ( . .
Farmaceutici || 24 730 1y ée bot, thuéc cém chira beta lactam,|EU-GMP |'T2I4  laoinom012  |o4fo2i2014  |'tANIaN Medicines
00040 Pomezia . . . , 2/H/2012 Agency AIFA
SP.A (RM), ltaly cephalosporin); vién nén (chta
’ Cephalosporin).
* Thudc khdng vo tring: thudc udng dan Austrian
Fresenius Kabi Estermannstrab_e long. ’ ’ e INS- Medicines  and
. 17 - 4020 Linz, \ I £ . EU-GMP |480019- 13/2/2012 31/01/2015 : .
Austria GmbH Austria * San xuat cac chat khac: lactulose; 0011-011 Medical Devices
hydroxyethylstarch; sinistrin. Agency (AGES)
R.P. Scherer
R.P.  Scherer|Gammelsbacher Thuf)C }(h()ng vl trung: vién nang mém; DE_BW_0 Co quan thim
GmbH & Co.|Str. 2, 69412|thudc uong dang long; dang bao ché ran khac|EU-GMP [1_GMP_20 |22/6/2012 14/09/2014 AT,
KG Eberbach, (vién nang dit truc trang va Am dao). 120047 quyen Bue
Germany
Unit IX, Plot. No
L139, S-103,
M61, M62, M63 L emn s Z. . I . ..
Cipla Ltd Verna  Industrial Elhé“t‘i’(fhtfl:é”ung cudi: dung dich thube tiem| e ) 1o 50*;17011\/ 25/10/2011  |10/06/2014 232;}1@'\"9‘“0'”‘35
Estate 403722 ’
Salcette, Goa,

India




J-168 M.IL.D.C,, .
i National Agency
Samrudh Tarapur, Boisar, For Medicine
Pharmaceutical |Distric Thane - Thuocisan )fuat \{o trqng: thuoc cay ghep va EU-GMP 025/2011/R 20/12/2011 05/11/2014  |And Medical
s Pvt. Ltd. -[401 506,|dang ran chtra khang sinh cephalosporin. @) .
. Devices -
Unit 11 Maharashtra - .
. Romania
India
* [
Plot No.9, 10&15,| Lhuocvotrung o
.|+ Thuoc san xuat v6 trung: dung dich thuoc . . .
Indore Special| . 2, X United Kingdom's
. tiém thé tich nho. UK GMP .
Economic  Zone, 2 iy s £ . L aea Medicines  and
Phase I + Thuoc tiét trung cuoi: dung dich thuoc tiém 14694. Insp Healthcare
Cipla Ltd . .__."|thé tich 16n. EU-GMP [GMP: 11/03/2011 17/01/2014
Pithampur, Distric J R A , products
* Thuoc khdng vO trung: vién nang cung; 14694/2635
Dhar, — Madhyal, 5. wéng dang long; dang bio ché rén 778-0001 Regulatory
Pradesh, In-454| £ cans g cang | , L. Agency MHRA
. khac; thuoc phun mu; vién nén; thuoc xit
775, India -
muil.
167  Mahatma UK GMP m:;'tﬁ':aerz and
Alkem Gandhi Udyog Thudc khdng vo tring: vién nang cimg; vién 19564. Insp roducts
Laboratories  |Nagar, ~ Dhabel,| " °¢ <Nond 19 vien nang cung; VIS ey gmp [GMP 06/01/2012  |10/10/2014 [P
nén; thuoc bot pha hon dich uong. Regulatory
Ltd Daman, In 396 19564/ Agency (MHRA)
210 - India 12366-0008 gency ’

UK




Istituto
Biochimico
Italiano
Giovanni
Lorenzini S.P.A

Via Fossignano 2
04011 Aprilia
(LT), ltaly

* Thudc vo trung:

+ Thubc san xuat vo tring: thudc dong khod
(khang sinh penicillin, hormon va céc chat c6
hoat tinh hormon khéng bao gdm hormon
corticosteroid hoac hormon sinh duc); dung
dich thudc tiém thé tich nho (chtra hormon va
c4c chét c6 hoat tinh hormon khong bao gom
hormon corticosteroid hoac hormon sinh
duc); thudc bot (khang sinh penicillin).

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

* Thudc khong vo tring: vién nang cung;
thudc udng dang 1ong (chtra hormon khong 1a
hormon corticosteroid hodc hormon sinh
duc); dang bao ché ran (thudc bot, thudc
cdm); dang bao ché ban ran; vién nén (chira
hormon khéng bao gom  hormon
corticosteroid hodc hormon sinh duc).

EU-GMP

IT/104-
3/H/2012

30/03/2012

29/04/2014

Italian Medicines
Agency (AIFA)

Labesfal
Laboratorios
Almiro, S.A

Zona Industrial do

“|Lagedo, Santiago

de Besteiros, 3465
157, Portugal

* Thudc vo trung:

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

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

* Thudc khong vo tring: vién nang cimg;
thuéc dung ngoai dang long; thudc ubng
dang 1ong; dang bao ché ban ran; vién nén;
thude khac (thude bot, thude cém chira khang
sinh beta lactam, cephalosporin).

EU-GMP

FO10/S1/H/
AF/001/201
0

14/02/2012

14/12/2014

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

Fresenius Kabi
AB

Rapsgatan 7,
Uppsala, 75174,
Sweden

Thudc vo tring: thude tiét trang cudi: dung
dich thudc tiém thé tich 1on; 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 trung cudi: dung dich thudc tiém DE-RPDA- Co quan  thim
Deutschland ~ |61169 Friedberg, |thé tich 16n; dung dich thudc tiém thé tich|EU-GMP [111-B-210- [17/06/2011  |11/01/2014 ,qua
\ quyén Dtrc

GmbH Germany nho. 4-0
Sanofi 30-36. avenue French Health
Winthrop Gustave  Eiffel,|Xatral Lp (Xatral XL 10mg prolonged- EU-GMP |12/12/0520 |28/12/2012 N/A Products  Safety
Industrie 37100 Tours,|release tablet Agency

France (AFSSAPS)

. %6, . route  de French Health
Sanofi Choisy au Bac, Products  Safet
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
Manufacturing |Sigal, 31770 Siro Depakine 57,64 mg/ml EU-GMP |12/12/0521 (28/12/2012 N/A Agency
Colomiers, France (AFSSAPS)
* Thudc vo trung:
+ Thubc san xudt v tring: dung dich thudc
tiém thé tich 16n; dung dich thudc tiém thé
tich nho; céc dang thudc san xuit v triing
Fresenius Kabi| Hafnerstrabe 36, khac (chtra chét c6 hoat tinh hormon; thudc INS- Co auan  thim
Austria GmbH 8055 Graz, |kim té bao; thubc khang sinh). EU-GMP |480166- 03/12/2010 04/11/2013 u éanfrc
Austria + Thude tiét trung cudi: dung dich thudc tiém 0012-007 wy

thé tich 16n; dung dich thudc tiém thé tich
nho; céc thude tiét trung cubi khac (chat co
hoat tinh hormon, thudc kim té bao, thudc
khang sinh).




Actavis

Italy

Via Passteur, 10-

*Thubc vo tring:

- Thudc san xuat v tring: Thudc dong khod
chira chéat doc té bao Thudc tiém thé tich
nho chira chat doc té bao

IT/251-

Italian Medicines

spa ?&(z)l?ta";\'e”'ano - Thubc tiét trung cudi: Thude tiém thé tich EU-GMP 1o o012 |04/10/2012 [17105/2015 1) oo AIFA

nhé chtra chat doc t€ bao, hdc mon sinh duc.

* Thudc khdng vo tring: Thudc udng dang

long chtra hoc mon sinh duc

*Thubc vo tring:

-Thudc san xuat v trung: Dung dich thubc

tiém thé tich 1on; dung dich thudc tiém thé

tich nho.

-Thudc tiét tring cudi: Dung dich thudc tiém State
Joint  Stock|74, Frunze Str.|the tich 16n; dung dich thuoc tiém the tich|, . o 022/2012/S Administration of
Company Kyiv, 04080, |nho. ’ GMP AUMP/GM |01/08/2012 19/04/2016  |Ukraine on
FARMAK Ukraine *Thuoc khéng v6 trung: Vién nang cung; P Medicinal

thuéc udng dang long; thudc dung ngoai Products

dang long; vién nén (chra héc mon); cac

dang thudc ran phan liéu k hac. Thudc sinh

hoc: thudc cong nghé sinh hoc (thudc mién

dich).

. . State
;AI;I??I?AIHIM llac '?’3?1?' Mgzzg:: Thu’(A)C khong vo trang: Vién nang ctmg:|, .o [001/2012/S Administration of
) thudoc uong dang long; thuoc dung ngoai AUMP/GM |10/04/2012 25/11/2014  |Ukraine on

Sanayl velNo3, - Esenvury dang 16ng; vién nén; thudc dang ban rin GMP P Medicinal
Ticaret A.S Istanbul, Turkey : ’ ’ : '

Products




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

Zone industrielle| , \ Agence francaise
29, route des tich nho. de securite
Pfizer PGM  |industries, 37530| LMuOC tiét trung cudi: Dung dich thuoe tiem) by oy p (HPFIFRIS |y jhan011 |10/00/2014  |sanitaire des
. thé tich 16n; dung dich thudc tiém thé tich 8/2011 .
Poce sur Cisse, ho produits de sante
France * Thubc khong vo trang: thudc vién nang (AFSSAPS)
ctimg; dang bao ché ran; vién nén (chaa hoat
chét c6 hoat tinh héc mén).
*Thubc vo tring:
- Thudc san xuat vo tring: Dung dich thubc
tiém thé tich nho. French National
52 rue Marcel et ISR e . L in
Jacaues  Gaucherl” Thuoc tiét trung cuoi: dung dich thudc tiém HPE/ER/20 Agency for
Cenexi a thé tich nho (chta sulfonamides) EU-GMP 15/11/2012 19/04/2015 |Medicines  and
94120 Fontenay ) R R NI 0/2012
sous Bois. France *Thuoc khdong vO trung: vién nang Health Products
' cimg;thubc  udng dang long (chua Safety (ANSM)
sulfonamides); thubc dat; vién nén (chira
sulfonamides).
Desa
Sanggranhan, National Agency
Kec.Grogol, Loz . ~ , . PW.01.02.3
PT. Konimex |Kab.Sukoharjo, | Lru0¢ uong dang long khong chia khangPIC/S — -\ay 11 19 67121111/0012  |21/12/2004  |fOF  Drug  and
sinh. GMP Food Control -
Surakarta, Jawa 00 .
Indonesia
Tengah -
Indonesia
. 11, Dewan, Uf:iyo_g National Agency
Bliss GVS|Nagar, Aliyali, 024/2011/R for Medicines and
Pharma Ltd. -|Palghar, Thube khong vo trung: vién dat EU-GMP 20/12/2011 02/11/2014 . i
. @) Medical Devices
Unit Il Maharashtra, 401 Romania
404 India
64/66  Westside
. Business Park, x A A s , X . -
EirGen Pharma old  Kilmeaden T.hAuoc,khong vO trung. vién nang clrng va EU-GMP |2010-188 lo7/01/2011 30/10/2013 Irish  Medicines
Ltd. vién nén (chira cytotoxics) Board

Road, Waterford,
Ireland




A-28/1 MIDC

Thudc khéng vo tring: vién nang ctng; vién

Therapeutiic

Industrial ——Area), o vien nén bao tan trong ruot; vien nénfpicss  -|M' 2011 Goods
Lupin Ltd. Chikalthana L ,g e ia CE-04426- (23/07/2012 18/04/2014 s
Aurangabad bao phim; vién nén giai phdong thay doi; vien|GMP 3 Administration -
4312 18 India nang giai phong thay doi; thudc dang long. Australia
*Thudc vo tring:
Boulevard  Rene| . T huof S,an X,uét voAtrurlg: dunAg dich thuoe Federal Agency
Branquart 80 tiém the tich on; thudc dong kho. . BE/2011/04 for Medicines and
Baxter SA ) '[- Thuoc tiét trung cudi: dung dich thuoc tiém|Eu-GMP 27/10/2011 19/05/2014
Lessines, B-7860,|.: .., ., . L eia I 0 Health Product of
i thé tich 16n; dung dich thudc tiém thé tich .
Belgium \ Belgium
nho.
* Thudc sinh hoc: ché pham mién dich.
Unique Australian
Pharmaceutical Iznlo?l;s?tlr?al (ilrz;: PIC/S- MI-2011- Therapeutic
Labs (Div of JB Panoli 394 1 16’ Thudc khong vo tring: thude vién nén GMP CE-00010- [13/06/2012 21/09/2015  |Goods
Chemicals “|Guiarat. India ’ 3 Administration
Pharm) jarat, (TGA)
Unique Plot No.4, Phase State
Pharmaceutical (IV, G.I.D.C LA s L nr s e I .
Labs (Div of JB|Industrial Estate Thudce VO trung: Thuoc ti¢t trung cudi: Dung PIC/S- 041/2012/S Administration of
; - ' '|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 oz GMP ..
Pharmaceutical |116 Dist: tiém thé tich nho (déng 19). P Medicinal
s Ltd) Bharuch, India Products
SP-918 Phase-Ill,
Ahcon i:go ";:iflgg: * Thude vo trung; sukls State Institute for
parenteral 301 ' 019 Thudc san xuat vo tring: thuéc nho mét, nho|EU-GMP |162477/201(18/02/2011  [29/11/2013  [Drug Control -
(India) Limited Dist Alwar '[tai 0 Szech

(Rajasthan), India




Verna Industrial
Estate, 403722
. Salcette, Goa,|Thude vo trung: Thude tiét trung cudi: dung DK H Danish Medicines
Cipla Ltd India (Unit V, Plot|dich thudc tiém thé tich nho. EU-GMP | 00015417 |22/10/2011  |10/06/2014 )\ ooy
No. S103-S105 va
S108-S110
*Thubc vo tring:
Plot No. 9, 10, 15|-Thudc san xuit vd tring: dung dich thudc
Indore  Special(tiém thé tich nho. (Ghi chi: khong dat ddi United Kingdom's
: .. L in , o UK GMP -
Economic  Zone,|véi thuoc tiém dugc dong san trong bom medicines and
Phase I,|tiém) 14694 Insp Healthcare
Cipla Ltd. . ] L ns s £ . : a |EU-GMP |GMP 11/03/2011 17/01/2014
Pithampur District|-Thuoc tiét trung cudi: dung dich thuoc tiém Products
2 1 14694/2635
Dhar, Madhya|thé tich 1on. 778-0001 Regulatory
Pradesh, In-[*Thubc khoéng vé trung: thudc vién nang Agency MHRA
454775, India cimg; thube udng dang 16ng; dang bao ché
ran; thude phun mu; vién nén, thude xit miii.
Unit 1 Plot No. L- R UK GMP Unltgq Kingdom's
139 S-103, M-62,|* Thuoc vo trung: 14694 Insp medicines  and
Cipla Ltd. (Unit|Verna Industrial{Dung (PCh N?bullsing ‘ L EU-GMP lamp 07/08/2012 24/11/2014 Healthcare
)} Estate, Verna,[* Thuoc khdng v6 trung: thudc udng dang Products
\ A 14694/1464
Goa, In-403 722,|16ng; thude xit milii. 231-0006 Regulatory
India Agency MHRA
Unit 1V, Plot No. United Kingdom's
L-139 S-103, M- ?4294 Gllr\gplj medicines  and
Cipla Ltd. (Unit|62, . Verna TpuocAkhorlg \;0 FrungA: V|§n n:’mg cing; Vién EU-GMP lomp 07/08/2012 21/11/2014 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 Unlt_ed_ Kingdom's
(Unit-1), MIDC, 14694 Ins medicines  and
. - Patalganga, X . . L, P Healthcare
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
Il:\’/;![l;)lgémga *Thubc khong vo tring: vién nén MI-2010- -Cr;;zr(jlsp e
Cipla Limited District  Raigad, [*Nguyén liéu: tong hop héa hoc. EU-GMP |CE-01294- 122/08/2011 25/09/2014 Administration,
3 .
Maharashtra, In- Australia
410 220, India
Unit IX, Plot No.
L139, S-103, M-
61, M-62, M-63. IS L ne e L. . -
Cipla Ltd Verna  Industrial| LPu0¢ VO trung: Thude tigt trung cudi: dung| g, <\ p |PK Vigsior2011  |10/06/2014  |P2MSh Medicines
dich thuodc ti€m theé tich nho. 00017011 Agency
Estate, 403722,
Salcette, Goa,
India
Agency for
;rza\\/,“ tovgrga Smarjeska cesta 6,|Thudc khong vo tring: vién nang ctmg; vién 450- :;/: ggfcl?sal and
’ " 'INovo mesto, |nén; thudc khéng vé tring khac (thudc com;|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
* Thube vO tring: thudc san xuét vo tring: .
Sﬁ;?&r;azzﬂ;ka Oberlaaerstrabe  |dung dich thudc tiém thé tich 16n; dung dich !ggo 18 fﬂiz[:é?:es 2
) 235, 1100 Wien,|thudc tiém thé tich nhé.; thudc dong kho. EU-GMP 20/03/2012  |20/06/2014 : .
Produktions Austria * Thube sinh hoc: ché phim tir mau 0025-001 Medical Devices
GmbH 0c: Che p ' (20/20) Agency (AGES)

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




Thudc khdng vo tring: vién nang cimg;

Cl Maximo|thuéc udng dang long (bao gom ca thudc Spanish  Agency
Faes Farma,|Aguirre, 14,|chira hormon va chét c6 hoat tinh hormon); ES/143HI/1 of Drugs ang
S.A Lejona 48940|dang bao ché ran khac (thudc cém, vién nén EU-GMP 2 08/10/2012 13/09/2015 Health  Products
(Vizcaya), Spain |bao phim c6 duong); vién nén (hormon va (AEMPS)
chét c6 hoat tinh hormon); vién bao.
Agency for
Ulica Rada Medicinal
Krka, d.d.,|Pusenjaka 10,{Thubc khéng vo trung: dang bao ché rin 450-1/2012- Products and
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
* Thude vo trung:
+ Thudc san xuit vo tring: dung dich thubc
Elersvagen 40 tiém thé tich 16n; thubc dong khd; dung dich
Octapharma AB|Stockholm, thude tiém the tichnho. ——lgy.gmp 24200250 10042012 |o2/00/2014  [MeHical Products
+ Thuoc tiét trung cuodi: dung dich thuoc tiém 7181 Agency, Sweden
11275, Swenden 2, .
thé tich nho.
* Thudc sinh hoc: ché pham tir mau: huyét
tuong va yéu to VIIL
* Thudc vo trung: National Institute
_ Bokenyfoldi  ut, Jr.AThuOf §an xuf:lt v6 trung: dung dich thuoc for Q_ual_lty and
Egis 118 i 120 tiém thé tich nho. 0GY1/3401 Organization
Pharmaceutical [+ Thude tiét tring cudi: dung dich thude tiém|EU-GMP 14/12/2012  [25/10/2015 |Development in
Budapest, 1165,(. : , . 8-9/2012
sPLC Hungar thé tich nho. Healthcare and
gary * Thude sinh hoc: thudc cdng nghé sinh hoc Medicines,
Biosimilar. Hungary
*Thube khéng vo tring: thudc ding ngoai National Institute
\ oz \ . for Quality and
i . dang long; thudc uong dang long; dang bao -
Egis Matyas Kiraly U,| < jang rén: thude phun mu (chira khan 0GY1/3401 Organization
Pharmaceutical |65., Kormend, cie dang a; ’ Auocf .p DY £ a P YEu-cmp 14/12/2012 05/04/2015 |Development in
sinh) va thuoc bdt hit; dang bao ché ban ran; 8-10/2012
sPLC 9900, Hungary X A L, oan K 1x £, 0 x Healthcare  and
thuoc dan; vién nén (chat doc t€ bao/chat Kim Medicines

té bao).

Hungary




1> Pia 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).

* Thudc khdng vo tring: thubc udng dang

long  (corticosteroid, wc ché beta 2
adrenergic, anticholinergics); thuéc bot
CHIESI Via San Leonardo gcr::ir;ltfc())lsitleerrog;idc’s)'uc Cl;gugce ’ thal?r:energrrl1cl‘j IT/42- Italian Medicines
FARMACEUTI|96 - 43100 Parma . e z . |EU-GMP 21/02/2012 17/12/2013
. (corticosteroid; wc ché beta 2 adrenergic, 1/H/2012 Agency AIFA
CIS.P.A (PR), ltalia o T T
anticholinergics); vién nén.
2> Dia chi: Via Palermo, 26/A-43100 -
Parma (PR), Italy:
* Thube vO tring: Thudc san xuat vo tring:
dung dich thudc tiém thé tich nho.
* Thubc khong vot rung: thudc udng dang
long (corticosteroids).
* Thudc sinh hoc: thude c6 ngudn goc tir
dong vat.
S.R. 148 Pontina
KM 52, SNC -
Campoverde  Di|* Thubc khdng vo tring: thude ding ngoai . -
Abbot SR.L  |Aprilia (loc|dang Iong; thude uéng dang long: thude cém:|EU-GMP |'/21& |asogi2012  |oafoar2014  |'@N1aN Medicines
. A 38/H/2012 Agency AIFA
Aprilia) - 04011(|vién nén.
Apprilia (LT),
Italia
* Thuoc vo trung: . . .
6201 South|+ Thudc san xuét vo trl‘Jn’g: thuéf: thé tl'(’:h lé’r} zzgiec(?nlz;ngdogg
Alcon Freeway, Fort|dang long; dang bao ch?: ban ran; thuoe the UK GMP Healthcare
Laboratories  |Worth, Texas, |tich nh&: dang long; thudc san xuat vo trung|EU-GMP [6103/169474{26/11/2010 11/10/2013 Products
Inc 76%34-2099, khac (h,f)n Qich; gel). N ’ o 0005 Regulatory
United States + Thuoc tiét trung cuodi: thuoc thé tich 16n Agency MHRA

dang 16ng; thudc thé tich nhé dang long.




2, Michael

San xuit thudc chia khéang sinh

Medochemie |Erakleous Street,|cephalosporin. Pharmaceutical
) . . * J4 \ J4 A N i 4 A
Ltd (Factory_C Agios Athanassms Thugc sgfl xuat :/o trung: thuoc bot pha EU-GMP MEDO04/20 10/03/2012 07/10/2014  |Services Ministry
Cephalosporine |Industrial ~ Area,|dung dich tiém truyén. 12/001 of Health. Cvrus
S) Limassol, 4101,|* Thudc khdng vé tring: vién nang ctng; el
Cyprus. vién nén.
Meditop 2097 * Thudc khong vo tring: thudc bot; thude OGY1/1448 National Institute
Pharmaceutical |Pilisborosjeno, cdm; vién nén; vién nén bao phim va bao|EU-GMP 05/04/2011 09/02/2014  |of Pharmacy,
. A 6-2/2011
Ltd Ady u.l., Hungary [duong; vién nang. Hungary
giL(J)E/IIg:Ina * Thude vo trung:
Manufacturin Tancsics M.ut|+ Thudc san xuat vo trung: dung dich thudc OGY1/3482 National Institute
9 182/A,  Godollo,|tiém thé tich 16n; thubc dong kho: dung dich|EU-GMP 06/02/2012  |10/11/2014 |of Pharmacy,
and Trading X i 2 .. . 4-5/2011
- 2100, Hungary thudc tiém thé tich nho. Hungary
Limited z . Z 2 \ ,
* Thuoc sinh hoc: ché pham tir mau.
Company
Piam Via Padre G.|* Thudc san xuat vo trung: dung dich thudc
.. |Semeria, 5  -|tiém thé tich nho. IT/57- Italian Medicines
Farmaceutici 16100  Genoval* Thudc khdng vO tring: vién nang cing; EU-GMP 1/H/2012 07/03/2012 05/05/2014 Agency (AIFA)
SPA A A 5 A A A r
(GE), ltaly thuoc uong dang long; thudc com; vién nén.
* Thude tiét tring cudi: dung dich thudc tiém
thé tich nho.
Via Cacciamali,|* Thudc khéng vo tring: vién nang cimng . .
Mitim S.RL |34 - 38-25125|(chira penicillin); thube ubng dang long; dang|EU-GMP I1Z//?41/2011 07/12/2011  |02/09/2014 ga';:]'; '}"AeldF'i;'es
Brescia (BS), Italy |bao ché rin khac (thudc bot, thude com chia gency
penicillin); dang bao ché ban rin; vién nén
(chtra penicillin).
* Thudc khong vo tring: vién nang cimg;
Recordati thuéc ding ngoai dang long (hormon
Industria Via Civitali, 1 -|corticosteroid); thudc ubng dang Iléng . -
Chimica  E[20148  Milano|(hormon corticosteriod): dang bao ché rin|EU-GMP :5742/%11 04/10/2011  |01/04/2014 ga';'; '}"/fldF'z)”es
Farmaceutica  |(M1), Italy khac( thudc bot, thude cdm, lozenges); dang gency

SP.A

bao ché ban rin (hormon corticosteriod):;
vién nén.




Ctra. De

Ministry of
LDP -|Barcelona, 135-B, L P SR -
Laboratorios  |08290 Cerdanyola Thu,oc Sa,n Xue.lt VO tfung. thudc bot pha tiem EU-GMP NCF/1205/ 16/04/2012 9-2014 Health of
(chtra khang sinh nhom beta lactam). 002/CAT Government  of
Torlan SA Del Valles . .
. Catalonia - Spain
(Barcelona), Spain
* Thudc khéng vo tring: vién nang cimg;
__|thuéc dung ngoadi dang long; thudc ubng French National
L avenue Blaisel |\ long: dang bao ché rén khac; dang bao HPF/FR/10 Drug and Health
Biocodex Pascal,  60000[ 35 ON&: €4NE » GNE PRIEU-GMP 19/06/2012  |23/03/2015 g
Beauvais. france ché barll ran. 7/2012 Products  Safety
’ * Thuoc sinh hoc: Saccharomyces Boulardii Agency (ANSM)
yeast.
* Thudc vo trung:
+ Thudc san xudt vo tring: thudc tiém thé
tich nho (thudc 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
Isrj;ernamonal, Cugat Del Valles|* Thubc khong vo tring: vién nang cing; EU-GMP | 0g1/caT  |26/03/2011 1022014 Government  of
(Barcelona), Spain|vién nén; vién nén bao phim; vién nén giai Catalonia - Spain
phong kéo dai; thudc bot udng; thudc udng
dang 1ong; thudc ding ngoai dang 16ng; dang
bao ché ban ran; thude dan; thude phun mu.
rue des Caillottes Thudc khdng vé trung: vién nang ctng (chira French Health
Laboratolres 12| Plaine des Isles) o). dang bao ché rén; vien nén (chitalEU-GMP |1 R o7i06/2011 1871172013 [roducts - Safety
Macors 89000  Auxerre, hormon) 3/2011 Agency
France ' (AFSSAPS)




21 rue du[Thubc khéng v tring: vién nang cing (chira French Health
Pressoir,  28500(penicillin); thuoc uong dang long; dang bao HPF/FR/14 Products  Safety
Sophartex Vernouillet, ché rian khac (chua penicillin); vién nén EU-GMP 139011 11/07/2011 |25/02/2014 Agency
France (chtra penicillin). (AFSSAPS)
* ThuQc VO trung: . . i\t::re]inistration of
108, + Thuoc tiét trung cuodi: dung dich thuoc tiém .
Yuria-Pharm, [Verbovetskogo  |[thé tich 16n; dung dich thudc tiém thé tich|PIC/S- 053/2012/S Ukraine on
’ \ ’ ’ AUMP/GM |18/01/2013 05/12/2015 |Medicinal
Ltd Str,  Cherkassy,|nho. , S GMP P Products
Ukraine, 18030  |* Thuoc khéng vO trung: thuéc uong dang
one. (SAUMP) -
Ukraine
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc dong khé;
Mibe GmbH |dung dich thudc tiém thé tich nho.
Arzneimittel + Thudc tiét tring cudi: dung dich thudc tiém
Munchener Strape|thé tich nho. DE ST 01 7
Mlbe. .GmbH 15, Gemaf den|* T;huoc\ khong }/.o trung: 7V|en narlg cng; EU-GMP | GMP 201 |03/11/2011 08/09/2014 Co . qua’n tham
Arzneimittel Lageplanen Nr.1{thuoc dung ngoai dang lrong; thuéc uong 1 0013 quyen buc
und 2, 06796[dang 16ng; dang bao ché ran khac; dang bao -
Brehna, Saxony-|ché ban rin; vién nén (hormon va chét co

Anhalt, Germany

hoat tinh hormon); thudc khéng vo tring
khéc (thude bot hit, thudc bot ding ngoai,
vién ngam).




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

Dot 7
(Theo cong van 4766/QLD-CL ngay 03/4/2013 cta Cuc Quan ly dwgc)
NHA  MAY|pjA cHi PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY cap |[NGAY HET|ICO  QUAN
Falay\N\Talh)YaY NTAC HAN OCAD
SE-15185 * Dia chi: Kvarnbergagatan 12 (Turbuhaler) 94-2012/51 Medical Products
AstraZeneca AB|Sodertalje, Sodertalje, 15185 Sweden EU-GMP 35.36 20/08/2012 15/12/2014  |Agency of
Sweden Thudc khong v6 trung: thude bot hit da lidu Sweden
* bia chi: Gartunavagen (Nexium/Losec) .
- ] Medical Products
Sodertalje, 15185 Sweden . |eu-amp [PE201252 100100012 |13/11/2015  |Agency of
Thuoc khdng vé trung:vién nang ctrng; thudc 1955
P N A, Sweden
dang ran phan li€u khac; vién nén.
* Dia chi: Kvarnbergagatan 12 (Blow Fill
Seal) Sodertalje, 15185 Sweden:
*Thubc vo trung:
+ Thudc san xuat vo tring: dung dich thudc 24:2012/51 Medical Products
tiém thé tich nho (6ng tiém plastic). EU-GMP | . 20/08/2012  |12/05/2014  [Agency of
PN 2. : L ein 3533
+ Thuoc tiét trung cuodi: dung dich thuoc tiém Sweden
thé tich nho (6ng tiém plastic).
* Thubc khéng vo tring:thudc dung ngoai
dang l6ng; thudc udng dang long.
* Dia chi: Kvarnbergagatan 12 (Freeze Dried
and Pumpspray) Sodertalje, 15185 Sweden
*Thudc vo tring: .
. : . Medical Products
+ A A a A N . A A A .
Thudc san xuat vo trung: thuoe dong kho. gy sypp 12412012052 \0,000015  |29/11/2015 | Agency of
+ Thuoc tiét trung cuodi: dung dich thuoc tiém 2363
2 .. X Sweden
th¢ tich nho.
*Thubc khong vo tring:thudc ding ngoai
dang 16ng; thudc udng dang 1ong.
* : H
Sozlr?al'cehlislciaagtusr\\/s:ggﬁn (Multipurpose) 24:2012/51 Medical Products
;J A : |EU-GMP | _. 02/07/2012 30/03/2015  |Agency of
* Thuoc khéng vo trung: vién nen; thudc 1586 Sweden

khac (thudc cdm, pellet).




* Dia chi: Gartunavagen , Sodertalje, 15185

Medical Products

Sweden EU-GMP 24:2012/52 02/07/2012 13/11/2015 |Agency of
, . 2362
* Pong goi Sweden
Besins (B;irjc;ztrdenstraat Agence _ Federale
* J4 A A N i 4 \ X .
Manufacturing |128, Drogenbos, ,ThliOC khong vo trung: thudc dang bao ché EU-GMP BE/2010/04 15/07/2011 19/11/2013 des Medlcar_nentS
: ban ran 2 et des Produits de
Belgium Vlaams, B-1620, .
i Sante -Belgium
Belgium
R.P Scherer
R.P.  Scherer|Gammelsbacher |* Thubc khoéng v tring: vién nang mém; DE BW 0
GmbH & Co.|Str.2, 69412, thu,oc uong dang lvong;; thquc ran phan 116}1 EU-GMP 1_G_MP__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 Puc
Co. KG Wurttemberg, duong am dao. -
Germany
* Thude vo trung:
Dr.  Gerhard|Brunsbutteler + Thudc san xuat vo tring: dang bao ché ban
Mann Damm  165-173,|rin; dung dich thudc tiém thé tich nho. 2012/01/ma Co quan tham
Chem.-pharm. [13581 Berlin,|* Thudc khdng vo tring: thudc ding ngoai EU-GMP 1 21/09/2012|31/05/2015 quyén Pirc
Fabrik GmbH |Germany dang 1ong; thudc ubng dang long; dang bao
ché ran khac; dang bao ché ban ran; vién nén.
Derby Road ) ) o , UK MIA 68 Unlt_eq Kingdom's
Loughborough * Thuoc khong vO trung: vién nang cung; Insp medicines  and
3M _Health Care Leicestershire, thuoc “dung ngoal dang\ long; th\uoc POI}g EU-GMP GMP/GDP/ 07/08/2012 07/11/2014 Healthcare
Limited .. |dang 16ng; thuoc phun mu; dang bao che ban IMP Products
Lell 5SF, United| ; = . =, VO S
Kingdom ran; vién nén; thuoc bdt va thudc com. 68/17386- Regulatory
0021 Agency MHRA
Zone Industrielle|* Thudc vo tring: French Health
Laboratoire Ripotier ~ Hapt,[+ Thudc san xuat vo tring: dung dich thudc HPF/FR/48/ Products ~ Safety
) ’ . : EU-GMP 22/03/2012 10/11/2014
Chauvin 07200 Aubenas,|tiém thé tich nho. UG 2012 /03720 0/11/20 Agency
France + Thudc tiét trung cudi: dung dich thude tiém (AFSSAPS)
. San pham: Advance Eye Relief Eye Dry 02-0062- United States
E}iﬁcr;f;lt';dmb’ ggig G/Slg\e’ SC Rejuvenation Lubricant Eye Drops (Sterile) |L3J S.CCM 2012-03- |24/02/2012 24/02/2014 |Food and Drug
P ’ Tén tai Viét Nam: Moisture Eye Drops VN Administration




Merck KGaA
Frankfurter Strap e

* Thudc vo trung:
+ Thudc san xuit vo trang: dung dich thubc

250, A18, A31,|tiém thé tich 16n; dung dich thudc tiém thé
A32, D3, D9 tich nho (hormon va chit c6 hoat tinh
D11, D12, D15,|hormon); thudc nho mét.
D24, D25, I11,|+ Thudc tiét tring cudi: dung dich thudc tiém
N78, N79, N8O,|the tich mho. 3 DE HE 01 »
Merck KGaa |20 PH5, PHI16,1* Thuoe khong vO trung: vien nang cimg;|e ) syio | Gvp 201 |os/11/2012  |17/12/2014 €O, GUan  tham
PH23, PH25, |thudc uong dang longi vién nén (hormon va 5 0070 quyén DPuc
PH26, PH28,[cac chat c6 hoat tinh bang hormon). -
PH33, PH50,|* Thudc sinh hoc: thudéc mién dich
PH51, PH52,|(protein/ADN téi to hop, vaccin chdng khéi
PH80, V40, V41,|u); thudc cdng nghé sinh hoc (protein/ADN
V42, V66, V67  |tai t hop).
64293 Darmstadt,|* Hoat chat c6 ngudn goc tir dong vat; duoc
Germany chat/ ta duoc.
* Thude vo trung:
+ Thudc san xuit vo trung: thudc dong kho;
dung dich thudc tiém thé tich nho.
Merck Sharp & + Thudc tiét tring cudi: dung dich thudc tiém
Dohme i Molenstraat - 110, thé til::;)lcnhé' thuégc cay ghép%aﬁg re“in.O NL/H !—|ealth care
. . . [5342 CC OSS. 2 " SR EU-GMP 14/02/2011 28/01/2014  |inspectorate, The
Tén phép ly: + Thuoc khong voé trung: vién nén (hormon 11/0008
The Netherlands | .~ . L A Netherlands
N.V. Organon va chat c0 hoat tinh hormon); vong dat am
dao.
* Thudc sinh hoc: thudc cong nghé sinh hoc;
thudc c6 ngudn gdc tir ngudi va dong vat.
* Thudc khéng vé tring (khong chua Therapeutic
Pfizer Australia 38-42 Wharf Rd, penicillllci)r(lz, cepﬁalosporin, X a(ntinegplacstﬁz, PIC/S- MI_2012- Goodsp
Pty, Ltd West Ryde NSW steroid): dang bao ché ban rin; thudc ran|GMP LI-09684-1 |L8/12/2012 |03/08/2015 Administration,
2114, Australia A piA ISV St i
phan liéu; thudc bdt va thudc com. Australia
02-0001- United States
gi‘]paﬂy, Ii'ceet ;ZgggbbrgA VAl Sam pham: Fleet Enema E'S'CGM 2013-04- |08/02/2013  |08/02/2015 |Food and Drug

VN

Administration




Via Delle
Magnolie 15 (loc.

* Thude vo trung:

+ Thubc déng khd (héc mén va cac chét co
hoat tinh héc mén: khdng bao gdm héc mén
corticosteroid); dung dich thudc tiém thé tich

Merck  Serono|Prazione ZON€| " b6 mon sinh due; Cytokine). eu-oMP (78" 1910612012 [23/00/2014  |'2N1an Medicines
Sp.A Industriale) - L ns s - IO 8/H/2012 Agency AIFA
20026 Moduano + Thude tiét trung cong doan cudi cung:
ltalia gno. dung dich thudc tiém thé tich nho.
* Thudc sinh hoc: thudc cdng nghé sinh hoc
(Protein/DNA tai to hop).
Ajinomoto 6-8,  Hachiman, mg;ts;ry Labo(lj]rc
Pharmaceutical |Kawajima, - Hiki-|q, s\ rohenamin: Neoami Japan- 14558 13022013 |13/02/2015 |and  Welfare
s Co.,, Ltdjgun Saitama, pham: P ’ yu- GMP 4557 overnment  of
Saitama Plant  [Japan ?apan
Sos. Alexandriei|, £ A A e L
w s A Tl 000 0 g v i
5. Laropharm|Comuna dang long; dang bao ché rin khac (vien nén|EU-GMP |20 /201 R 13010312011 [21/12/2013  |fOr Medicines and
SR.L, Bragadiru,  Jud. bao phim, vién bao); dang bio ché bAn rén: @) Medical Devices
lIfov, cod 077025, ., p, ’ » dang ’ Romania
. Vvién nén.
Romania
* Thudc vo trung:
+ Thudc san xuat vo tring: thude bot khd pha
tiém; thudc bot dong khd pha tiém; thude
tiém.
China Chemical + Thudc tiét tring cudi: thude tiém.
& igi'l’ Iﬁsnigr;]fo'lr']ze * Thudc khdng vo tring: dang bao ché long PIC/S- Department  of
Pharmaceutical |\ o' Taiwag’ (hdn dich, dung dich); dang bao ché béan rin GMP 7922 25/02/3013  |14/11/2013  [Health  Taiwan,
Co., Ltd. ’ (thuéc kem, thudc md); dang bao ché rin R.O.C

Hsinfong Plant

R.O.C

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

* Nguyén liéu carbapenem (dé san xuét v
tring thude bot kho pha tiém).




1 rue Alexander
Fleming, Parc

* Thudc vo trung:
+ Thudc san xuit vo trang: dung dich thubc

French National

Laboralolre g ietifique Tony| 1S e tich nho. o Jeuemp [TPRPRIZ0 1600112013 |oasos/a0ps  [DTH9 and Health
Aguettant . + Thuoc tiét trung cuodi: dung dich thuoc tiém 7/2012 Products  Safety
Garnier,  69007( . ; .. . . T i 2 e
thé tich 16n; dung dich thudc tiém thé tich Agency (ANSM)
Lyon, France \
nho.
Santen
Pharmaceutical 9-19, Shimoshinjo Ministry of
Co, Ld 3-chome San pham: Flumetholon 0.1, Ophthalmic|Japan- Health,  Labour
(Santen chnome, pham - OP P 3081 04/11/2011  [04/11/2013 |and  Welfare
i Higashiyodogawa- |Preparations GMP
Pharmaceutical ku. Osaka. Japan government  of
Co., Ltd. Shiga| » <8P Japan
Plant)
. - Ministry of
Santen g:iﬁ(,)ri?moshmjo Japan- Health,  Labour
Pharmaceutical |, ,. L San pham: Oflovid, Ophthalmic Ointments P 68 04/04/2012 04/04/2014  |and Welfare
Higashiyodogawa- GMP
Co.Ltd government  of
ku, Osaka, Japan
Japan
* Thudc vo trung:
+ Thudc san xuat v tring: dung dich thude
tiém thé tich 16n; dang bao ché ban rin
Ursapharm (hormon va chét ¢6 hoat tinh hormon); dung
Arzneimittel dich thudc tiém thé tich nho (hormon va chat
Ursapharm ﬁ]r(;llf)sl:riestrabe C(:osta Iandlilr?jltc okinest)Inh rormen DE_SL_01 C uan tham
Arzneimittel . |Prostaglandinsicytokines). . .. |EU-GMP | GMP 201 |04/05/2012  |19/05/2014 |-©, AUan thd
66129 + Thuoc tiét trung cuodi: dung dich thuoc tiém quyén Dirc
GmbH 2. X 2_0015
Saarbucken, thé tich nho. -
Saarland, * Thudc khong vo tring: vién nang cimg;
Germany thuéc dung ngoai dang long; thudc ubng

dang 1ong; dang bao ché ban ran; vién nén;
thude com.
* Thudc dugc liéu, thuoc vi lugng dong can.




Industria

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

. Via G. Pascoli, 1 - : . .
Farmaceutica ’ Pascoli, 1, 20064, Gorgonzola (Ml), Italy) IT/273- Italian Medicines
Nova Argentia ?,83;3 4|t(a;|c;/rgonzola * Thudc khong vé tring: vién nén. (Pia chi EU-GMP 1/H/2012 2911072012 19/04/2015 Agency AIFA
SP.A ’ 2: Reparto Distaccato - Via Muoni, 10 -

20064-Gorgonzola (M), Italy)

* \/ién nén, thudc bot (San xuat tai dia chi 2,

dong goi tai dia chi 1).
Santen
Pharmaceutical 9-19, Shimoshinjo Ministry of
co., Ld 3-chome San pham: Alegysal Ophthalmic|Japan- Health,  Labour
(Santen . L h ' ' 4675 08/03/2012 08/03/2014 |and Welfare

) Higashiyodogawa-|Preparations GMP

Pharmaceutical ku, Osaka, Japan government  of
Co., Ltd. Noto| ' Japan
Plant)

* Thudc khdng vo trung: thudc udng dang

. 73-83 Cherry|long; dang bao ché ban ran (kem, md, gel); Therapeutic
ELObIOteC ppy|LaNe,  Laverton|vién nang ciing; vién nén; dau xoa; thudc hit;|PIC/S-  |MI-2012-LI- 19/10/2012  loa/os/p01s | G008
Pl YINorth VIC 3026 [thuéc bot; thube cbm sii bot; nuée SGc|GMP  |05497-3 Administration,
Australia miéng; hon dich; thudc xit; thudc bOi Australia
da(paint); dung dich thudc xit; lotion;.
09-0038-
Baxter San pham: 2011-02- United States
Healthcare  of g(;fgjmlj"s A PRI suprane Liguid for Inhalation g'S'CGM VN va 09-(28/09/2011  [28/09/2013 |Food and Drug
Puerto Rico ' Forane Liquid for Inhalation 0038-2011- Administration
03-VN
Baxter éi?;llevarg:omriiz San pham: Antihemophilic Factor (Humano0, US.CGM |lcT 2400-11 United States
Healthcare ’ Method M, Monoclonal Purified, HEMOFIL| 01/10/2011 01/10/2013 |Food and Drug
Angeles, CA P WHO

Corporation

90039, USA

M.

Administration




* Thubc vo trung:

+ Thudc san xudt vo tring: dung dich thubc
tiém thé tich 16n; thudc dong khd; dung dich
thubc tiém thé tich nho; thudc cdy ghép dang

Industristrabe 67, |ran. INS- ):/Itizst;iré?:es 2
Baxter AG 1221 Wien, |+ Thudc tiét trung cudi: dung dich thudc tiém|EU-GMP |480001-  (04/05/2012  |21/12/2014 : :
. - . . T ein 2 e Medical Devices
Austria thé tich 16n; dung dich thudc tiém thé tich 0072-001
ho Agency (AGES)
* Thudc sinh hoc: ché phém tr mau; thudc
mién dich; thudc cong nghé sinh hoc; thude
ngudn gde tir ngudi hodc dong vat.
Co so xuat|Lohstrasse 2,
xuong: 59368 Werne, DE_NW_0 Co quan  thém
Sanavita North Rhine- EU-GMP [1_GMP_20 |07/03/2012 06/03/2015 u éanl’rc
Pharmaceutical |Westphalia, 12 0001 auy
s GmbH Germany
PT.  Schering ﬂMRZ;’a Ppa?]”ddaian” * Vién nén khong chia khang sinh (khong|, o [PW.01.02.3 f'\(')?“ong'm Age;‘rfg
Plough ’ '|bao goém thubc tranh thai; hormon sinh duc 31.11.12.66|19/11/2012  |19/11/2014 g
. Pasuruan, Bast| ., = . i . .. GMP Food Control,
Indonesia Thk . khac va chat kim té bao). 44 .
Java, Indonesia Indonesia
2778 South East .
. X \ Ao , 10-0030- United States
Merck Sharp &|Side Highway, Se_m ph_am. Prl_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 trung:
+ Thudc san xuat vo tring: thudc dong kho; United Kingdom's
. £ en 2., , UK GMP .
7000 Portage|dung dich thudc tiém thé tich nho. medicines  and
Road, Kalamazoo,|+ Thudc tiét trung cudi: dang bao ché ban 6268 Insp Healthcare
Pfizer INC ' 00, Thudc Tict trung cuot: dang 580 Che DM ey gvp |GMP [14/11/2011  [12/09/2014
49001, United|ran; dung dich thudc tiém thé tich nho. Products
Z R A Ls X s .. 6268/60489
States * Thuoc khong v trung: thudc dung ngoai 9-0003 Regulatory
dang 16ng; thudc ubng dang long; dang bao Agency MHRA

ché ban ran; thuoc dan; hon dich.




Localita Marino|[* Thudc khoéng vo tring: vién nang ciung
Pfizer Italia|Del Tronto-63100((hormon corticosteroid; thudc bot va thude IT/288- Italian Medicines
SR.L Ascoli Piceno,|cdm (hormon corticosteroid); Vvién nén EU-GMP 11/H/2012 09/11/2012 2711072014 Agency AIFA
Italy (hormon corticosteroid va hormon sinh duc).
* Thudc vo trung:
Boeringer + Thudc san xudt vo tring: dung dich thude
Ingelheim Pharmal(tiém thé tich 16n; thudc dong khd; dung dich
Boeringer GmbH + Co. KG  |thudc tiém thé tich nho.
n elhe%m Birkendorfer  Str.[+ Thudc tiét tring cudi: dung dich thubc tiém DE_BW_0 Co auan thim
g 65, 88397|thé tich nho. EU-GMP |1_GMP_20 (16/03/2012 15/02/2015 X q ,
Pharma GmbH|_. - z R A e n , quyén DPuc
+ Co. KG Biberach  a.d.R.|* Thuoc khpng VO trung.’wen hang cing; 120024
' Baden- dang bao ché ran khac (thudc bot, thuoc com;
Wurttemberg, pellet); vién nén.
Germany * Thudc sinh hoc: thudc cdng nghé sinh hoc;
khang thé don dong cytokine.
10 rue Bouche|* Thubc khdng vd tring: vién nang cung; French Health
Thomas,  ZAC|thudc dung ngoai dang léng; thudc udng HPF/FR/26 Products  Safety
Farmea d'Orgemont 49000|dang 16ng; dang bao ché ran khéc; dang bao EU-GMP 2/2011 05/12/2011 22/09/2014 Agency
Angers, France  [ché ban rin; thudc dan; vién nén. (AFSSAPS)
* Thude vO tring (hormon va chat c6 hoat
tinh hormon; prostaglandin/cytokine; chét
doc té bao/chat kim té bao; chat mién dich;
Baxter Oncology| . . )
GmbH prion, genotOXIc,’ teratogen): ’
Baxter + Thudc san xuat vO trung: thuoc dong khé; DE_NW_0O 2
Kantstrabe 2, : L ia I \ L Co quan tham
Oncology dung dich thudc tiém thé tich nho; thuoc cay|EU-GMP |2_GMP_20 |05/10/2012 02/10/2015 N
33790 , . B quyén DPirc
GmbH ghép dang ran; dugc chat. 12_0025
Halle/Westfalen, D £ . L ein
+ Thuoc tiét trung cuodi: dung dich thuoc tiém
Germany

thé tich nho.
* Thudc khong vo tring: thudc ding ngoai
dang 16ng (chét doc té bao/chat kim té bao).




* Thuoc vo trung;:

Przedsiebiorstw |21,  Wincentego|+ Thudc san xuat v tring: thuéc dong kho; Main
0 Pola _Str., 58-500 dar}g bar: raI}; dur)g dich tl}uoc tiém theé tich EU-GMP GIF-IW-N- 20/02/2012 15/12/2014  |Pharmaceutical
Farmaceutyczn |Jelenia Gora,|nhd; thuoc cay ghép dang ran. 4022/63/12 Inspector. Poland
e JelfaS.A Poland + Thudc tiét tring cudi: dung dich thudc tiém pector,
thé tich nho.
(Ijrzedsmblorstw Iii)lla S\i\rllncgg_tggg * Thubc khéng vo tring: vién nang cimg; GIF-IW-N- Main
7 vién nén; ban thanh pham (vién nén; thudc|EU-GMP [4022/187/1 |16/12/2011 22/09/2014  |Pharmaceutical
Farmaceutyczn [Jelenia Gora,| ; ) 1 Insoector. Poland
e Jelfa S.A Poland com). P ’
* Thude vo trung:
+ Thudc san xudt vo tring: dung dich thudc
tiém thé tich 16n; dung dich thudc tiém thé
Warszawskie tich nho.
Zaklady 22/24, Karolkowa|+ Thudc tiét tring cudi: dung dich thudc tiém . Main
Farmaceutyczn |Str., 01-207(thé tich 16n; dung dich thudc tiém thé tich|EU-GMP 04/04/2012  |26/01/2015 |Pharmaceutical
\ 4022/70/12
e Polfa Spolka|Warsaw, Poland |nho. Inspector, Poland
Akcyjna * Thudc khdng vo tring: thude ding ngoai
dang long; dung dich dung qua tryc trang.
* Thude sinh hoc: thude ngudn goc tir nguoi
hodc dong vat.
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich thudc
tiém thé tich 1on; thuéc dong khd; dung dich
IDT  Biologika|u0¢ tiém the tich nho. o
GmbH + Thuoc tiét trung cuodi: dung dich thuoc tiém
IDT BiologikalAm  Pharmanark thé tich 16n; dung dich thudc tiém thé tich DE_ST 01 Co ouan thim
g PaKs| 1ho; dang bao ché ban rén. EU-GMP | GMP 201 [11/08/2011  |07/04/2014 ,qua
GmbH 06861 Dessau- J A N e - quyén e
* Thuoc khong vo trung: thuoc dung ngoai 1 0007
Roblau, Saxony-

Anhalt, Germany

dang 16ng; thudc udng dang long

* Thudc sinh hoc: vaccine.

* Duoc chéat tir vi khuan hodc cic ngudn
khéc: nudi cdy virus san xudt vaccin cho
nguoi.




Laboratories

Route de Marsat,

Merck Riom, 63963|San pham: Cancidas Powder for concentrate|U.S.C. 14/12/5645 20/07/2012 N/A Eﬂuggii?ﬁgs
Sharp&Dohme |Clermont-Ferrand [for solution for infusion GMP 8 Adenc
Chibret Cedex 9, France gency
Abbott  Japan 527, Mita 3 -
Co Ltd chome, Minato- Ministry of
(Al.J’bOtt Japan ku, Tokyo 108- Japan- Health,  Labour
PaN 5303, Japan (2-1,San phém: Elthon 50mg tablets P 1169 15/06/2012  |15/06/2014 |and  Welfare

Co., Ltd : GMP

Inokuchi 37, government  of
Katsuyama .
Plant) Katsuyama, Fukui Japan

911-8555, Japan)

Menarini - Von

- Heyden GmbH | £ A A b . DE_SN_01 Ay

Menarini - Von|, i iger Strage 7|, 1u0¢ khOng VO trung: vien nang cimg;| oy yio | 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 ¢ Ptic

Dresden, Germany




Tempelhofer Weg

* San xuat t6i san pham cho déng gbi: thude
khong v trung: vién nén; vién nén bao phim;
vién bao; thudc cém.

+ San pham: Benalapril 5; Benalapril 10;
Nebilet; Regadrin B; Maninil 5; Maninil
3,5; Siofor 500; Siofor 850.

( Co s& dong goi va xuit xuong: Berlin -
Chemie AG - Glienicker Weg 125, 12489

2012/01/Be

i‘g"”'Chem'e 83, 12347 Berlin,|Berlin, Germany) EU-GMP |rlin-Chemie|20/01/2012  |23/11/2014 le énqgir(‘: tham
Germany + San pham: Siofor 850; Siofor 500; AG awy
Benalapril 5.
( Co so dong goi: Menarini-von Heyden
GmbH - Leipziger Strabe 7-13, 01097
Dresden, Saxony, Germany.
Co s xuét xuong: Berlin - Chemie AG -
Glienicker Weg 125, 12489 Berlin,
Germany)
* X ~ N o~ . A P
e o i T T i
S.M.B ' C; a p , ,C a chat €oc Vol g 0ac BE/2012/00 for Medicines and
Marche-en- chat co0 kha nang gay quéi thai); vién nang|EU-GMP 08/03/2012 27/01/2015
Technology SA A PO .- \ 2 1 Health Product of
Famenne, B-6900,|mém; thuoc dung ngoai dang long; thudc .
. ) X £ Al Belgium
Belgique uong dang long; thudc dan; vién nén.
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc dong khé;
Allergan Castlebar  Road,|dang bao ché béan ran; dung dich thudc tiém . .
Pharmaceutical [Westport,  Co.|thé tich nho. Eu-GMP [S/AMI48 0070012 |10/0202005  |TiSh - Medicines
PO £ Lz . V12/531 Board
s Ireland Mayo, Ireland + Thudc tiét trung cuoi: thuoc cay ghép dang
rin (chira Dexamethasone)
* Thudc sinh hoc: thudc cong nghé sinh hoc.
* Thudc vo trung:
Sanofi 180 Rue jean|+ Thudc san xuét v trung: thudc dong khé; French  Health
Winthrop Jau.res, 94702 dur’1g dich t}juoc tl,em tl}e tIACh 13hc?; thuoc cay EU-GMP HPF/FR/13 07/07/2011 19/11/2013 Products  Safety
Industrie Maisons  Alfort,|ghép dang ran (chira chat doc té bao). 6/2011 Agency
France * Thude sinh hoc: thude ngudn gbe tir ngudi (AFSSAPS)

hodc dong vat.




Ctra. C35 |la
batlloria a -
Sanofi Aventis,|Hostalric, km 63,[* Thudc khéng vé trung: vién nang cung; NCF/1209/ Ministry of
SA 09, 17404 Riells 1|vién nén; vién bao; thudc bot (g6i). BU-GMP | hagicar  |11/08/201212-2015 Government  of
. . Catalonia - Spain
Viabrea (Girona),
Spain
* Thudc vo trung:
+ Thudc san xuit vo trang: dung dich thubc
Sanofi - Aventis|tiém thé tich nho (chat doc té bao/chat kim té
Deutschland bao); thudc ciy ghép dang rin (hormon va
Sanofi _|GmbH chét ¢6 hoat tinh hormon); vi hat (hormon va
Aventis Bruningstrabe 50, |chit c6 hoat tinh hormon). DE_HE_01 Co quan  thim
Deutschland |20 H590, [+ Thudc tiét trung cudi: dung dich thudc tiém|EU-GMP | GMP_201 [01/02/2012  |28/01/2014 " éanI'IC
GrmbH H600, 65926|thé tich nho; thude ciy ghép. 2_0004 auy
Frankfurt am|* Thudc khong vé tring: thudc ding ngoai
Main, Hesse,[dang 16ng; dang bao ché ran khac; dang bao
Germany ché ban ran.
* Thudc sinh hoc: thudc cong nghé sinh hoc;
thudc ngudn gde tir ngudi hodc dong vat.
* Thudc vo trung: . . .
Rainham  Road|+ Thudc san xuét vo tring: thudc dong khé; UK MIA 12 United Kingdom's
South, Dagenham,|dung dich thuéc tiém thé tich nho Insp medicines  and
Aventis Pharmal - " “Rm 10|+ Thuéc tiét tring cudi: dung dich thuée tiem|EU-GMP |CMT/COP lo71002012  |o6/12/2014 | ERITNCArE
Dagenham i 2, . IMP Products
7SX, United|thé tich nho.
Kingdom * Thude sinh hoc: thube khang sinh va thudc L2/4371- Regulatory
N . 0041 Agency MHRA
doc te bao
Edgefied Avenue, UK MIA Umt_eq Kingdom's
. Fawdon, medicines  and
Sanofi- Newcastle Upon|* Thudc khéng vé tring: vién nang cung; 11723 Insp Healthcare
Synthelabo pon ® Thuoc Knong Vo WUng. VISN Nang cumg: ey omp |GMPAMP [06/01/2012  |14/11/2014
o Tyne, Tyne and|vién nén; thudc bot va thudc com. Products
Limited 11723/23774
Wear, NE3 3TT, 0020 Regulatory
United Kingdom Agency MHRA




* Thuoc vo trung;:

) . ¢ . French Health
. ZI de la Guerie,|+ Thudc san xuat v6 trung: dang bao ché béan
Laboratoire \oy)11 - coutances|ran: dung dich thuée tiém thé tich nho. eu-omp | PFFRIZ0N oe 0110011 |2ar0gr2013  [Products  Safety
Unither I x4 J , 2011 Agency
Cedex, France * Thuoc sinh hoc: hon dich uong chira nha
o (AFSSAPS)
bao vi khuan.
*Thubc khong vo tring: vién nang cung;

. |52 Lubelska Str.,|vién nang mém; thudc dung ngoai dang léng; Main
SanOfi-AVeNtis | o33 Rzeszow,|thube udng dang long: thude bot va thuée|EU-GMP [0 W-N-1o1 /032011 |03/02/2014  |Pharmaceutical
Sp. z.0.0. £ . fps LA, 4022/91/10

Poland com; dang bao ché ban ran; vién nén. Inspector, Poland
* Thude duoce lidu
* Thude v trung :
+ Thudc san xudt vo tring: dung dich thudc
tiém thé tich nho; thudc ciy ghép dang ran.

. + Thudc tiét tring cudi: dung dich thudc tiém French  Health
Sanofi 6 boulevard del,, s i h nho HPF/FR/24 Products ~ Safet
Winthrop I'Europe, 21800 L ea A . |EU-GMP 24/11/2011 01/07/2014 y
Indusrtrie Quetigny, France * Thuoc khdng vO trung: vién nang cung; 7/2011 Agency

gny. dang bao ché ran khac; dang bao ché ban ran; (AFSSAPS)
vién nén.
* Thube sinh hoc: thudc ngudn gbe tir ngudi
hodc dong vat
* Thube khong vo tring (khdng bao gom cac
thudc gidng hormon, thuéc mién dich; thude
doc té bao; thudc chira chat c6 kha ning gay
quai thai va dot bién; thudc chtra dugc chat
A Nattermann&Ci co Xngt‘mn g0c tlAI nguol/fiong Vat/’Vl
khuan/virus; thuoc khéng chura
A.Nattermann& e. GmbH Chlorpromazine hydrochloride, Diazepam DE_NW_0 C uan tha
: Nattermannallee promazine -y o, PAM:1E ) GMP |4 GMP 20 |23/08/2012  |24/07/2015 |0, duan tham
Cie. GmbH 1 50829 Koln Metoclopramide hydrochoride, Valproate 12 0029 quyén Buc

Germany

Sodium): vién nang ctmg; Vién nang mém;
thuéc dung ngoai dang long; thudc ubng
dang 16ng; dang bao ché ran khéc (thudc bot,
thudc cdm, vién ngam); dang bao ché ban
ran; Vién nén (vién nén bao phim, vién sui,
vién nén bao duong).




Via Volturno, 48 -

* Thude vo trung:

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

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

* Thubc khéng vo tring: vién nang cimg;

Doppel . , A . \ N . ..

. . [Quinto De' Stampi|thuoc dung ngoai dang long; thudc uon IT/2- Italian Medicines
Farmaceutici | *50009" Rozzanoldang long: thude bot va thuse com; thuoe| =V CMP |aaor [00U2002  [2UA012014 o i
S.R.L i . o )

(MI), ltaly dan (hormon corticosteroid); vién nen
(hormon sinh duc va hormon khac).
* Thude sinh hoc: thudc ¢d ngudn gde dong
vat (vién nang cung); thude sinh hoc tir 1én
men dang vién nén.
* Thude dugce lidu: vién nén
* Thudc vo trung:
+ Thubc san xuit vo tring: thudc dong khod
(vaccin bat hoat; hormon corticosteroid;
Protein/DNA tai to6 hop).dung dich thudc
tiém thé tich nho (vaccin vi khuan bat hoat;
. . |Loc. Valcanello-|vaccin virus bat hoat; protein/DNA tai to . .
zag":"A"e”t's 03012 Anagni|hop). , , EU-GMP %1/2(1)12 02/07/2012  |27/01/2015 :Z';’;y'\ﬁgf”es
o (FR), ltaly + Thuoc tiét trung cuodi: dung dich thuoc tiém
thé tich nho.
* Thudc khong vé tring: vién nang cung;
thudc uéng dang 16ng; vién nén.
* Thudc sinh hoc: thudc mién dich; thudc
cong nghé sinh hoc.
* Thudc vo trung:
+ Thudc san xuat v tring: dung dich thudc
1 rue de la Vierge,|tiém thf: tichnho. ’ National Agency
Sanofi Ambares et(+ :Fhuf)c tiét trung cudi: dung dich thudc tiém HPE/FR/10 of Medecine and
Winthrop Lagrave,  33565|thé¢ tich nho. EU-GMP 15/06/2012 17/02/2015
Industrie Carbon Blanc|* Thudc khdng vé tring: vién nang cung; 412012 Health  Product
’ Safety (AnSM)

Cedex, France

dang bao ché rin khac; vién nén.
* Thudc sinh hoc: thudc cd nguon goc tur
nguoi hoac dong vat; enzym vi sinh vat.




Via Ponte Della

* Thubc vo trung:

+ Thudc san xuat vo trung: thudc dong kho;
dang bao ché béan rin; dung dich thudc tiém
thé tich nho; thudc cdy ghép dang ran; thude

Fidia i san xudt vo trung khac. . .
Farmaceutici | oo o® 3 | Thude tiet trung cudi: dung dich thue tiem|EU-GMP [\127>" | I30/10/2012  [0s/04/2015 | 'aian Medicines
35031 Abano| . . , : Lz , . 1/H/2012 Agency AIFA
SPA Terme (PD), Ital thé tich nho; thuoc cay ghép dang ran.
Y L Thude khong vo tring: vién nang cung;
thude bot; dang bao ché ban rin; vién nén.
* Thubc sinh hoc: vaccin virus séng; thudc
c6 ngudn gdc tir dong vat.
* A A A triinac viAd T e
Ardeypharm T;huoc\ khong }/.o trung: 7V|en narlg cng,
GmbH thude dung'ngoal dang long; thudc uong
soptam[Lsr 0[S L e e | o -
iy 58313 Herdecke,|  1'° >L11 197 T AH0® BIIS BEAE T N9%IEU-GMP |L_GMP_20 |22/06/2011  [18/05/2014 .
North  Rhine-|, oo N&UON £0C HE Nguol hoac dong vab 11 0019 quyen e
Westohalia thudc vi sinh vat. -
P ' * Thudc duoc lidu; thude vi lugng dong cin;
Germany N
nguyén li¢u sinh hoc.
Lindopharm DE NW 0
i * A A A N A A _ _ X
Lindopharm GmbH Neus_trabe .AThu,OC khoﬂng Yo Frungﬂ. vu;:n nang cung; EU-GMP |3 GMP 20 |19/06/2012 28/03/2015 Co . qua}n tham
GmbH 82, 40721 Hilden,|vién nén; thuoc bot va thudc com. 15 0022— quyén Duc
Germany -
Rottendorf
Rottendorf E):?grr:}ZI(cj;eTbSTrabe * Thude khong vo tring: thude bot (chtra cac DE_NW- Co quan thim
nguyén liéu nguy hiém, chira Tamoxifen,|EU-GMP |05 _GMP_2 |01/08/2012 21/12/2014 N a , a
Pharma GmbH |51-61, 59320 . . . 2 quyén Duc
. Flutamide, Clomifen va dugc chat tuong tu). 012_0022
Ennigerloh,
Germany
16, Podlipie Str.,|* Thudc khdng vo triing: vién nén; gac visco GIF-IW-N- Main
Lek S.A. 95-010  Strykow,|polyester vo tring tiam isopropyl alcohol|EU-GMP |4022/112/1 |08/10/2012 12/07/2015  |Pharmaceutical
Poland 70%. 2 Inspector, Poland




* Thubec vO tring: thudc san xudt vo tring:

sandoz GmbH - Biochemiestrabe |thudc cdy ghép dang rin. INS- ':\/Iléz[lré?:es &
10, 6250 Kundl,|[* Thubc khong vo trang: vién nang cimg;|EU-GMP [481921- 02/11/2011 13/07/2014 . .
PHP Kundl . Lk \ \ L2 Medical Devices
Austria thuoc uong dang long; dang bao ché ran 0017-001
A Agency (AGES)
khac; vién nén.
* A~ A A z-. x
Hexal AG A’Thur(])g V(()1 trungi thl(fﬁétrlft trAung;lqul. tfiluoc
Industriestrabe 25, :ﬁ};tg‘np aliifin hid g )gom uoe quoe DE_BY_04 C uan  thim
Hexal AG 83607 FLTTUAS CUOL bang CIC Xa). . |Eu-GMP | GMP 201 [27/01/2012  |21/10/2014 |, dYan tha
. * Thuoc khdng vO trung: vién nang cung; quyén Duc
Holzkirchen, Lz A Lz ) X . 20005
. thudc com; vién nén; miéng dan; thuoc phim
Bavaria, Germany | .
udng.
Cooperation Place Lucien French Health
* J4 A PO J4 X
Pharmaceutique|Auvert, 77 020 , LPuoc Khong vo trung: thuoe uong dang\p; yp (HPFIFRIZS ooy 0011 |og/0m/0014  |PTOOUCES  Safety
Francaise Melun. France l6ng; thuoc dung ngoai dang 1dng. 8/2011 Agency
! (AFSSAPS)
* Thudc vo trung:
+ Thubc san xudt v tring: dung dich thudc
tiém thé tich 1on; thudc dong khd; dung dich
BAG Health Care thuoc tiem _the tich nho. . L .
* Thuoc sinh hoc: thuoc mién dich; thuodc
BAG health| MM diéu tri t& bao; thudc cong nghé sinh hoc; DE_HE 01 Co quan tham
e b |Amtsgerichtsstrab [£ 1% T 5 5T O¢ B hgé e o Y[EU-GMP | GMP_201|08/09/2011  |08/11/2013 ‘Aanl,rC
e 1-5, 35423 Lich, | v NEUon S0C W NEUOT hoac CONg vat, 10062 quye

Hesse, Germany

* Thudc khac: thubc dugc lidu; thube vi
lugng ddng cin; nguyén liéu thude sinh hoc;
dugc chat ngudn gbe tir ngudi hodc dong vt
va vi khuan; dugc chat san xuit bang cong
ngh¢ gen.




* Thubc vo trung:

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

+ Thudc tiét tring cudi: dung dich thudc tiém

State

Joint Stock(74, Frunze Str.|. . . .~ . ©ein I 022/2012/S Administration of
Company Kyiv,  040go,|th¢ tich 16n; dung dich thudc tiem the tich PIC/S-— 1, \ibiom lo1/08/2012  |19/04/2016  |Ukraine on
. nho. GMP . .
FARMAK Ukraine z R A e , P Medicinal
* Thuoc khdng vo trung: vién nang cung;
A \ £ s <. Products
thuoc uong dang 1ong; thuoc dung ngoai
dang 10ng; dang bao ché ran khac; vién nén
(bao gbém cé 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|, Thude Khana vé tring: vien nén: thud 24881 Insp medicines and
USV Limited [Kalan,  Baddi,| . " " g + O Ey.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 khong vo tring: thudc ding ngoai
Via Firenze, 40 -|dang léng; thudc udng dang long (hormon ) . .
Sofar SP.A  |20069  Trezzano|corticosteroid): dang bao ché rén khéc (thuée|EU-GMP || /18X lo3i06/2011  |27/01/2014  |18V1aN Medicines
A £z - A £ . 1/H/2011 Agency AIFA
Rosa (MI), Italy  |bot, thudc com, vién ngam); thuoc phun mu;
dang bao ché ban rin; vién nén.
* A A A \ A /.
Catalent 217-221 Governor peniTglllIci)r? Eggaglosvp%rigunr?orr(rl\(:r? ngstetgilija MI- Therapeutic
: Road,  Braeside| " . N Y . |PIC/S-  ]09112004- Goods
Australia Pty Vic 3195, ant:neéoplas:uc).‘;wen nA’ang Amer\n, de_ing E)ao GMP L1-000138- 04/07/2011 20/12/2013 Administration.
Ltd . ché ran phan liéu; thudc bot va thudc com; .
Australia 1 Australia

thudc udng dang long.




16 lliensko

* Thudc vo trung:
+ Thudc san xuit vo trang: dung dich thubc

i‘r’ﬁhg:;apﬁ’a"n? Shosse Str., Sofialtiém thé tich nho. EU-GMP (E;lGl/g'l\gP/Z 31/08/2011  |08/04/2014 i“'e?]ac”a” brug
P 1220, Bulgaria |+ Thudc tiét tring cubi: dung dich thudc tiém gency
thé tich nho.
* z A A~ ot A N ~
3 Tragko Stanoey| 0 e ng i o dang b0 BGIGMPI2 Bulgarian  Dru
Unipharm AD |Str., Sofia 1797,|%7¢ "1, Jong cang ong; ¢ans v ey gmp 15/08/2012  |08/06/2015 g g
Bulaaria ché ban ran (thudc kem, thudéc md, thuoc 012/032 Agency
g gel); vién nén.
* A A A N « \viA . .
Vrabevo vig. dughu(;)icchk};%rr]\g \(/:Cr)1otr1uonig.si\;:;e nuér:l ngvz‘:uliléi BG/GMP/2 Bulgarian  Dru
Sopharma PLC |5660, district of|o "9 ¢! g cho o1, SITO uong EU-GMP 13/03/2012  |26/01/2015 g g
. |dich uong; dang bao ché ban ran (thuoc kem, 012/033 Agency
Lovetch, Bulgaria L. N
thudc ma, gel); vién nén.
9, Jozefow Str.,|* Thudc khong vo tring: vién nang cimg; GIE-IW-N- Main
Polfarmex S.A |99-300  Kutno, |thuéc ding ngodi dang long; thudc udng|EU-GMP 27/01/2012  |18/11/2014  |Pharmaceutical
\ L ome o ia g T 4022/42/12
Poland dang 1ong; thudc bot; vién nén; hon dich. Inspector, Poland
* Thude vo trung:
+ Thudc san xuét vo tring: thudc tiém; hon
dich vd tring pha tiém; dung dich nho mit,
nho tai, nhé miii vo trung.
+ Thudc tiét tring cudi: thudc tiém; dung
No. 2 Fon Tan|dich rira vét thuong.
* A A A N . N £ 1,
Gentle Pharma Road, _Fon Taq Ihugc khéng vq trung: dang baoAch§ 1013g PIC/S- Department _ of
Ind. Dist, Da Bi|(hon dich, dung dich); dang bao ché ban ran 7975 08/03/2013 30/09/2015 |Health  Taiwan,
CO., Ltd . . z - z . \ < . |GMP
Hsiang,  yunlin,|(thuoc m&, thuoc kem); dang bao ché ran R.O.C
Taiwan (vién nén bao phim, vién nén bao tan trong

rudt, vién nén, thudc cdm, thudc bot, vién

nang)
* Dugc chat san xuat thuoc penicillin (thudc
cdm, thubc 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 Quan ly dwgc)
NHA MAY , , ] NGUYE i s« = [NGAY HET|CO QUAN
A P i NGAY CAP P
CONG BO PIA CHI PHAM VI CHUNG NHAN N ,,T Ac|GIAY CN HAN CAP
Merck Sharp &770 - Sumneytown Ezniﬁg?nrz;ﬁlﬁRDAS(l':: Q:sadnvalgnlthléq%r)] U.S.CGM |CT 2808-12 United  ~ States
Dohme  Corp.,|Pike, West Point, Re'zombinam accine \3/";’&' i Svirce vidle HO 20/08/2012  |29/08/2014 |Food and Drug
us PA 19486, USA ) yringe: Administration
and Syringe
Merck Sharp &|770 Sumneytown|San pham: M-M-R 1l (Measles, Mumps and US.CGM |cT 0546-12 United States
Dohme Corp.,|Pike, West Point,|Rubella Virus Vaccine Live, MSD) (with P. ' WHO 06/12/2011 06/12/2013 |Food and Drug
U] PA 19486, USA |rHA), dosage form 0.5 mL dose Administration
Merck Sharp &|770 Sumneytown|San pham: Varivax (Varicella Virus Vaccine US.CGM |cT 1369-13 United States
Dohme Corp.,|Pike, West Point,|Live  (Oka/Merck) Refrigerator Stable P. ' WHO 30/01/2013 30/01/2015 |Food and Drug
uUsS PA 19486, USA |Formulation Administration
. Chemin de Ila Swiss Agency for
Ferring Vergognausaz 50,(Thudc dang ran: vién nén Minirin; vién nén Therapeutic
International g 1, ang rat- ’ EU-GMP |12-1794 17/09/2012 09/03/2015
1162 St-Prex,|phong thich cham Pentasa. Products
Center SA . i .
Switzerland (Swissmedic)
* Thudc vo trung:
+ Thubc san xuat vo tring (hormon va chat
c6 hoat tinh hormon): thudc dong kh; thude
Ferring GmbH tiem th;e m.:tl nhf); MR T I
. + Thuoc tiét trung cudi: thudc tiém thé tich
Wittland 11, .,
24109 kiel, |21 DE_SH_01 Co quan thém
Ferring GmbH : 'I* Thubc khdng vo tring: thudc udng dang|EU-GMP | GMP_201 |17/04/2012  |18/01/2015 ,que a
Schleswig- \ X I ] , quyén Duc
. long (hormon va chat c6 hoat tinh cua 2 0011
Holstein,
hormon).
Germany

* Thubc sinh hoc: thudc dong khd chira hoat
chat ngudn gbc tir ngudi duoc san xuét vo
tring; thuc dong kho san xuat vo tring bang
k¥ thuat di truyén.




K Rybniku 475,

State institute for

. _ . * X ~ ~ < . e < -
zi”'”g LeCciVal 59 42 Jesenice u dth‘I‘gﬁ khong VO trung: thuoe dung ngoai\ e, \,p ;’;’;109643 30/11/2010  |08/10/2013 |drug  control,
' Prahy. Czech g 1ong. Czech Republic.
Roxane 03-0172- United States
Laboratories [0 ™S OFlgu pham: Anastrozole tablets U5 COMIo012-00-  |13/04/2012  [13/04/2014  [Food and Drug
43216, USA P .. .
Inc VN Administration
Nephron . A : . 07-0056- United States
Pharmaceutical | 12"d0 FL|San pham: Ipratropium Bromide 0.5 mg and\U.S.CGM 1,015 42 |og/08/2012  [06/08/2014 |Food and Drug
32811, USA Albuterol Sulfate 3 mg Inhalation Solution |P . .
s Corp VN Administration
* Thubc khdng bao gom betalactam va dan
xuat: thudc tiém dong khd khong chira khang
sinh; dang bao ché béan rin chira khang sinh
non-betalactam; thudc tiém vo tring chua
Kawasan Industri|khang sinh; thuc udng dang long chua
o o ol 00 L gt L worons
sPharmacqucaI J3, Cikarang,|gom thudc tranh thai, hormon sinh duc; chat|{GMP 21'02'13'98 20/02/2013 120/02/2015 Food  Control,
Kabupaten kim té bao): thudc tiém dong kho; vién nén Indonesia
Bekasi, Indonesia [va vién bao; thudc tiém vo tring.
* Vién nang ctmg chaa khang sinh non-
betalactam (khéng bao gom thudc khang sinh
betalactam va dan xuit; thudc tranh thai;
hormon sinh duc; chat kim té bao).
Contract . * Thubc khdng vo tring (chtra dugc liéu, Therapeutic
manufacturing 120-22 Long Street,| o i © p4 khodng, chét b sung dinh|PIC/S-  |[MI-2012-LIH Goods
& Packgaking|Smithfield Nsw,|/ amin. chat khoang, © sung dir 26/07/2012  |27/03/2015 s
. . dudng): dang bao ché ran; dang bao ché ban|GMP 06246-3 Administration,
Services pty|2164, Australia . £ L~ .
Ltd ran (thuoc kem, thuéec 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
LLC Bradley, IL{Albuminar -25; Albuminar -25-50 mL/vial [P WHO 20/02/2013 20/02/2015 Food and Drug

60915, USA

Administration




Haupt Pharma
Wolfratshausen

* Thubc vo trung:

+ Thubc san xudt vo tring: thudc tiém thé
tich 16n; thudc tiém thé tich nho; hdn dich;
Xit mai.

Haupt Pharma|GmbH + Thudc tiét trung cubi: thude tiém thé tich DE_BY_04 Co quan  thim
Wolfratshausen Pfaffenrieder|16n; thudc tiém thé tich nho; hdn dich. EU-GMP | GMP_201 |27/08/2012 26/07/2015 u éanﬁ:c
GmbH Strabe 5, 82515|* Thudc khong vo tring: vién nang cimg; 2 0096 auy
Wolfratshausen, |thudc ding ngoai dang long; thubc udng
Germany dang 16ng; thudc bot va thude cdm; dang bao
ché ban ran; vién nén.
* Thudc vi lugng dong can.
F1-F1/1
Additional United Kingdom's
. Ambernath UK GMP medicines  and
Inventia MIDC 40387 Insp Healthcare
’ * A A A \ . A r _
Eﬁi:&ciri?nited 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
% Z T
No.26, Datong 1st Thu(ic V? tmn% T S
Rd Caota + Thuodc san xuat vO trang: thuoc tiém; dung
Purzer o . _|dich nhé mat, nh¢ tai, nho miii vo trung.
Pharmaceutical |V 1298 GUANYINI "y 6¢ khong vo tring: dang bao ché long|PIC/S- Department ~ of
Township, uoe X10ng VO TUNG: dang bao chs fong 7930 23/02/2013  |20/12/2013  |Health  Taiwan,
Co., Ltd., (dung dich); dang bao ché ban ran (thudc mo,|GMP
. Taoyuan County|’ . . I N R.O.C
Guanyin Plant . thuoc kem); dang bao ché ran (vién nén bao
328, Taiwan,| . A Lz Loy a o a
RO.C phim, vién nén, thudc com, thuoc bot, vién

nang).




* Thudc vo trung:

+ Thubc san xuat vo tring: thudc dong khod
(bao gdbm ca thudc chira chit doc té bao/chat
kim té bao; hormon va chit cd hoat tinh

Poligono hormon); thubc tiém thé tich nho (bao gdm
Industrial Els|ca thudc chita chat doc té bao/chat kim té
Vinyets-Els bao; hormon va chét c6 hoat tinh hormon); Spanish  Agency
Fogars, 2, Ctra. C-|thudc tiém khdng c6 dugc chat (dung moi tai NCF/1127/ of Drugs ang
GP-Pharm, S.A 244, Km. 22, Sant|lap va liposomas) duoc déng trong lo, vi va EU-GMP | oo1jcat  |21/07/2011 |31/0772014 1\ iih Products
Quinti de|6ng tiém. (AEMPS)
Mediona  08777[+ Thubc tiét tring cudi: thudc tiém thé tich
(Barcelona), Spain|nhé (chtra chat doc té bao/chat Kim té bao;
hormon va chat ¢ hoat tinh hormon); thubc
tiém khong c6 duoc chat (dung méi tai lap
va liposomas) duoc dong trong lo, vi va dng
tiém.
Pol. Ind. Les
Salines. Carrer ’ ‘ Ministry of
* A A A triina: via A
synthon g:rs]zeuo’Blc;iOSS(Sjg céTtlllli%i Tﬁgfgvgllur\]/ga tvhlsgcbggy(ia;higéf; u-oMP [N ogi01/0011  [12-0013  [edl of
Hispania, SL on , o 001/CAT Government  of
Llobregat vién nang cling. . .
: Catalonia - Spain
(Barcelona);
Spain
* Thude vo trung :
+ Thudc san xuat vo tring: thudc tiém thé
tich nho;thude cdy ghép dang ran.
+ Thubc tiét trung cubi: thude tiém thé tich Austrian
Nycomed St. Peter Strabe 25|\ thuée nho mz‘?t. INS- Medicines  and
. 4020 Linz, "4 A A s 2 . |EU-GMP |480050- 16/05/2011 05/05/2014 : .
Austria GmbH *Thuoc khong vO trung: thudc dang long Medical Devices
Germany N N 0024-007
dung ngoai; vién nén. Agency (AGES)

* Thudc sinh hoc: San phrflrn tor Mau; san
pham ¢6 nguon goc chiét xuat tir nguoi hodc
dong vat




* Thude vO trung (bao gém ca thudc c6 hoat
tinh hormon)

+ Thudc san xudt vo tring: thudc tiém thé
tich nho.

Bayer AG £ il s Lol A ein 2
Pharma  (Tén|Mullerstrabe 178 TOTITIEOZ:EZSL:ES t(i:;ll(l) lr'ﬂ:éluoc tiem the tich 2012/01/Ba Co aquan thim
cii: Bayer|13353 > HHOE A kA EU-GMP |yerPharma (24/08/2012 06/06/2015 A a ,
. . * Thuoc khong vo trung: thuoc vién nén (bao quyén Duc
Schering Berlin,Germany X, ' ; R AG
gom ca thuoc c0O hoat tinh hormon); vién néen
Pharma AG) NI .
bao (bao gom ca thuoc cO hoat tinh hormon
va thude doc té bao). |
* Thude sinh hoc: san pham c6ng nghé sinh
hoc.
JI. Rawa Gatel
Blok 111 Kav. 36- *Thudc khéng vo tring: vién nén va vién bao National Agency
38, Kawasan A , . . I PW.01.02.3
PT Dankos . (khéng chtra khang sinh, dugc chat tranh(PIC/s- for Drug and
Industri : . o IR 11.10.12.63|31/10/2012 31/10/2014
Farma thai, hormon sinh duc khac va duoc chat kim|GMP Food Control -
Pulogadung "t bao) a7 Indonesia
Jakarta 13930, ©bao
Indonesia
. . . French Health
26 Rue de la|*Thuoc khéng vo trung: thuoc dung ngoai
Delpharm Chapelle, 68330|dang long: thuéc uéng dang long: thude dang|EU-GMP |- RI26 1051101011 |oajosrzo1a  [Products  Safety
Huningue SAS 11 iningue, France |ban rén; thudc dan: 9/2011 Agency
gue, ’ an; (AFSSAPS)
LTS Lohmann
Therapie-Systeme
LTS Lohmann AG DE_RP_01
* Je A A LN Ao A 1A N _RP_ 2
Therapie- Lohmannstr.2 Th.uoc khong‘vo trynq. cljat 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 Duc
Systeme AG . 2_0003
Rhineland-
Palatinate,

Germany




Route de

Belleville Lieu-dit French Health
Abbott Maillard ~ 01400[*Thudc khong vé tring: vién nang ctng; HPF/FR/25 Products  Safety
Healthcare SAS |Chatillon sur|thudc udng dang 1ong; vién nén. EU-GMP 6/2011 22/11/2011 07-07-2014 Agency
Chalaronne - (AFSSAPS)
France
* N X N . . . . . .
Novartis Route de IEtraz, dr(l))asng bao ché long: Otrivin Spay, Otrivin s, 'Sr\rl]v;: ?l?tigcy for
Consumer 1260 Nyon, PS. . I 12-1768 17/09/2012 27/01/2015 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 khéna vé tring: vién nang cime:|PIC/S- 046/2012/S Administration of
Pharmaceutical [Phase Il, Silvassa- vien rl]lén g g g & GMP AUMP/GM |20/02/2013 22/11/2015  |Ukraine on
Industries Ltd |396230 (U.T. of ' P Medicinal
Dadra& Nagar Products
Haveli), India
Ezzrelf bsstandort |, Dang bao ché 1ong: thuc déng lo tiét tring
' . cubi; thude dong lo san xuét vo tring; thude
(manufacturing of| _, N . Lo - .
dong san trong bom tiém; thuoc dong khod Swiss Agency for
F. Hoffman-La bulk and dong lo PIC/S- Therapeutic
Roche Ltd rﬁi%fé?g * Dang bao ché rén: vién nang; vién nén bao|GMP 11-557 04/04/2011 128/01/2014 1504 cts
P ’ phim; vién nén. (Swissmedic)
Grenzacherstrasse ( * Pham vi chung nhan theo Site Master
124, 4070 Basel,| " g nhe
Switzerland
Poligono * Thudc khong vO tring: vién nang mém
Industrial N . £ 2
Leon FarmalNavateiera. ¢/ La (hormon va chat cé hoat tinh hormon); thuoc Co quan tham
JeTa, cdm (hormon va chat c6 hoat tinh hormon);|EU-GMP [4208/12  |19/09/2012  |01/08/2015 |quyén Tay Ban

S.A

Vallina S/n,
Villaguilambre-
Leon, Spain

vién nén va vién bao (bao gom ca thudc chira
hormon va chat c6 hoat tinh hormon).

Nha




China Chemical
&

182-1, Keng Tze

* Thubc vo trung:

+ Thudc pha ché vo trung: thudc bot khd pha
tiem; thudc bot dong khd pha tiém; thudc
tiém.

+ Thudc tiét tring cudi: thude tiém.

Department  of

. * Je A PP A £ 14 _
Pharmaceutical |<O%  Hsinfong,* Thude khong vO trung: dang bao che long|PIC/S- 1,4, 25/02/2013  |14/11/2013 |Health Taiwan,
Hsinchu Taiwan,|(hon dich, dung dich); dang bao ché ban ran|GMP
CO., Ltd X ~ X . N X z ROC
. R.O.C (thuoc md, thudc kem); dang bao ché ran
Hsinfong Plant A . o .
(vién nén bao duong, vién nén bao phim,
vién nén, thudc cém, thudec bot, vién nang,
thudc dat).
* Nguyén liéu lam thudc Carbapenem.
Bausch & 8R5|\(/)<(a)r PaTIL?/\(/j; ! San ham:  Besivance  (besifloxacin|U.S.CGM 09-0028- United States
Lomb Y phatn: . . e 2012-01- |04/10/2012 02/10/2014 |Food and Drug
Incornorated Tampa, FL.|lophthalmic suspension, 0.6%) (Sterile) P VN Administration
P 33637, USA
Bausch & : Advance Eye Relief Eye Dry Rejuvenation 02-0062- United States
Lomb SgrgigvﬂgA SC Lubricant Eye Drops (Sterile) g SCCM 2012-03- |24/02/2012 24/02/2014 |Food and Drug
Incorporated ’ Tén tai Viét Nam: Moisture Eye Drops VN Administration
Bausch & : Advanced Eye Relief Dry Eye Enviromental 02-0062- United States
Lomb SgrgigvﬂgA SC Lubricant Eye Drops (Sterile) ILDJ SCCM 2012-01- |24/02/2012 24/02/2014 |Food and Drug
Incorporated ’ Tén tai Viét Nam: Computer Eyes Drops VN Administration

Madevej 76 DK-
6705 Esbjerg,
Denmark

* Dugc chat sinh hoc.




* Thude vo trung:
+ Thuoc san xuat vO trung: thuoc tiém thé
tich nho.

Lomapharm * Thubc khong vo tring: thudc ding ngoai
Lomapharm Rudolf Lohmann|dang 16ng; thudc udng dang long; dang bao
Rudolf GmbH KG hé rén khac (vién bao, vién bao phim); vién DE_NI_02_ Co quan tha
che raf ! PRIM): VIEN £y_GMP |GMP_2012 |11/10/2012  |o1/06/2015  |-°, uan  tham
Lohmann Langes Feld 5,|nén. 0041 quyén DPuc
GmbH KG 31860 Emmerthal,|* Thudc sinh hoc: thudc c¢d ngudn gbc tir -
Germany dong vat (khdng tir ndo, md than kinh hoic
cac dan xuit trong tmg); thude sinh hoc khéc
( hormon, enzyme).
* Thude dugce lidu; thude vi luong déng can.
Plot 18 and 19, UK GMP rﬂzgfc‘?ngngdog;j
Medley Zari Causeway 35673 Insp Healthcare
Pharrmaceutical|[Road, Kachigam,|* Thudc khong vo tring: vién nén. EU-GMP |GMP 31/01/2011 07/10/2013
L Products
s Limited Daman, In- 35673/2039 Regulatory
396210, India 030-0001 Agency MHRA
* e A AN J4 N \ -
Purna Rijksweg 17,y Ihul?i Bht?ln% VO ‘tliung 'nthul(")i qug gnngt?;; BE/2012/02 F;:j ﬁﬁhicifegse;fﬁ
Pharmaceutical |Puurs, ~ B-2870,|C"35 ,Oh&: "IUOC UONE Calls (ONg, a8 B\ gy gvp 14/05/2012  |19/04/2015
. ché ran khac; dang bao ché ban ran (hormon 2 Health Product of
s NV Belgium < LA , 2 .
va chat c6 hoat tinh hormon); thude dan. Belgium
Villa Blanca
Industrial ~ Park,|_, 2 N . 10-0165- United States
E?g;elonrl PUCTOlpoad # 1, a%ll_)ptgzrlg'ts Janumet - (sitagliptin/metformin g SCEMIo013.00-  |19/11/2012  [19/11/2014  |Food and Drug
Km.34.8, Caguas, VN Administration

PR 00725, USA




CSL Behring
GmbH .
* Ac v trimo:
CSL  Behring| COrzhauser Hot 1, +TThlllo‘CVt(')A::r;H‘lg' 6i: nuc pha tié DE_HE 01 Co quan tha
935041  Marburg| . MUoc it trung cudk nuge phaiem. ey ovp | GMP_201 |17/06/2011  [05/04/2014 ,quan - tham
GmbH . * Thuoc sinh hoc: ché pham tir mau; thudc quyén Puc
(Stadtteil cone nehé sinh hoc 1 0030
Michelbach), g IENS >
Hesse, Germany
CSL Behring
GmBH * Thudc vo trung:
CSL  Behring|Emil-von-Behring{ + Thudc tiét tring cudi: nude pha tiém DE_HE 01 Co quan thiam
GmbH Strabe 76, 35041|* Thudc sinh hoc: ché pham tir mau; thudc EU-GMP |_GMP_201 17/06/2011 05/04/2014 quyén Pirc
. . 1 0029
Marburg, Hesse,|[cong nghé sinh hoc. -
Germany
West Pharma - Rua Joao de Deus National
Producoes den 11 Amadora’ Thuéc khéng vo trung: vién nang cing; FOS0/S1/H/ Authority of
Especialidates ’ N ‘g S g.m , g &|EU-GMP |AF/AI/001/ |08/03/2012 01/10/2013  |Medicines  and
. 2700-486, thuoc bot va thudc com; vién nén.
Farrmaceuticas, Portuaal 2010 Health Products,
S.A g I.P, Portugal
* Thubc khdng vo trung: vién nang cimg;
s oot 2 ol OSSO 0 e o) |
Pharma Europe[JG Meppel, The| : & L 2 ’ ’ " |EU-GMP 07/02/2013 31/01/2016 |inspectorate, The
va thuoc com. 13/0008

B.V

Netherlands

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

Netherlands




* Thubc vo trung:

+ Thubc san xuat vo tring: thudc dong khod
(hormon va chét c6 hoat tinh hormon; chat
doc té bao/chat kim té bao); thudc tiém thé

16th kmltich nhé (hormon va chat c6 hoat tinh National
Vianex  S.A.|Marathonos Ave,|hormon; chat doc té bao/chat kim té bao). 59991/29-8- Organization for
_PlantC Pallini Attiki,|+ Thudc tiét trung cubi: thudc tiém thé tich EU-GMP 15011 27/06/2012118/07/2014 Medicines,
15351, Greece  |nhé (hormon va chat c6 hoat tinh hormon, Greece
chét doc té bao/chat kim té bao).
* Thudc khdng vo tring: thude ding ngoai
dang 16ng; thudc ubng dang léng; dang bao
ché ban ran.
* Thudc vo trung:
+ Thubc san xudt vo trung: thudc tiém thé
Solupharm . 1 PO 2., \
Pharmazeutisch Industriestr. 3,[tich 16n; thudc tiém thé tich nho. DE-RPDA- Co auan  thim
>~ 134212 Melsungen, |+ Thudc tiét tring cudi: thudc tiém thé tich|EU-GMP [111-M-71-1{16/10/2012  [13/09/2015 ,qua
e Erzeugnisse . JOR I \ quyén Dtrc
GmbH Germany 16m; thudce ti€m thé tich nho. 0
* Thudc khdng vo tring: thude ding ngoai
dang 16ng; thudc udng dang 1ong.
Dragenopharm
* A A A Nnat viA S e
o o im
Apotheker ang ? farl R7e% Luoe bo%, T '[EU-GMP | GMP_201 [22/06/2012  |17/04/2015 , dua
Gollstr. 1, 84529|vién nang mém); vién nén. quyen buc
Puschl GmbH . . £ " . A g 2_0055
Tittmoning, * Thuoc dugc li¢u; thudc vi lugng dong can. -
Germany
Denk Pharma
GMbH & Co.KG |, oz ioa o . DE_BY_04 .
Denk ~ Pharma ) 1 1, gaspo|” Thu0c kNONg VO tring: vien nang cimgs ey svp | gmp 201 [14/06/2012  [17/04/2015 |0, Uan - tham
GmbH Co. KG |__. . vién nen. = = quyén Duc
Tittmoning, 2 0051

Germany




Unit 1ll, Village
Kishanpura State
Glenmark Baddi p N:alla arh * Thudc khong voO tring: vién nang cimng PIC/S- 044/2012/S Administration of
Pharmaceutical gar (chtra bot khd hit); thude xit; thude hit phan AUMP/GM (07/12/2012  [19/09/2015 |Ukraine on
- Road, Tehsil,| ;. GMP ..
s Limited . lidu. P Medicinal
District Solan Products
H.P. 17101, India
* Thudc khong vo tring: vién nhai; thudc
Artesan  Pharma dl,Jng ngoai dilng lon%; '[hliOC uor}g dz_:ng long;
cac dang thuodc : thuoc bot, thuoc com, dang
GmbH & Co. KG |, | VY R
Artesan Pharma Wendlandstrabe bao ché ban ran; vién nén (bao gom ca vién DE_NI_03_ Co aquan thim
GmbH & Co. bao va vién bao duong) (chira hormon valEU-GMP |GMP_2011 {04/02/2011 25/11/2013 A a ,
1, 29439 Luchow,| ., . , , N quyéen DPirc
KG chat c0 hoat tinh hormon, chira nguyén li¢u 0013
Lower  Saxony, .2 - % , . .
German nguy hiém (Nystatin, chat chira khang sinh
y non-betalactam khéc)
* Thude duoc liéu, thude vi luong déng can.
* Thudc vo trung:
Leo 285 Cashel Road. +¢ Thudc san xuat vO trung: dang bao ché ban i Medicines
Laboratories ~ [Crumlin, Dublin|w . ‘o . [EU-GMP [2011-046 [04/07/2011  |11/03/2014
Ltd 12 Ireland * Thuoc khong v trung: thudc dung ngoai Board

dang 16ng; dang bao ché béan rin; thudc thu
thai ¢ tr cung.




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 Quéan ly dwgre)
NHA  MAY|pjA cHi PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY cap |[NGAY HET|ICO  QUAN
Falay\\Talh)YaY . NTAC HAN OCAD
* Ae vo trimo:
Joint Stock|74, Frunze Str. +?111322 ity 6 trimg: thua s GIF-IW-N- Main
Company Kyiv, 04080, |, Thude Khdna vé trin '%ﬁuéc 1hé mii \./ién EU-GMP 4022/83/12 31/12/2012 04/10/2015  [Pharmaceutical
FARMAK Ukraine nén g g ’ Inspector, Poland
* Ac vd triino-
Duchnice, 28/30 Thqu’c V07 tmngi’ A I )
) + Thudc san xuat vO trung: thudc cay ghép .
Pharmaceutical [Ozarowska.  Str, dane rén GIF-IW-N- Main
Works 05-850  Ozarow|. 15 LA AL A, EU-GMP 11/04/2011 11/02/2014  |Pharmaceutical
L * Thuoc khong vo tring: vién nén 4022/33/11
Polpharma S.A [Mazowiecki, L N Inspector, Poland
* Thuoc sinh hoc: cephalosporin ban tong
Poland
hop
* Thudc vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
nho.
1389, Trasad Cu thé san ;phim: th_uoc tiem Trgan-AD
. 10mg/ml; thuoc tiém Aciloc 25 mg/ml.thuoc State agency of
Cadila Road, Dholka- tiém Amikacin 500mg; thudc tiém Amikacin ZAV/LV/20 Medicines
Pharmaceutical [387810, Dist, g EU-GMP 19/03/2013 23/11/2015 .
L 100mg. 13/002H Republic of
s Limited Ahmedabad, X . s A :
Guiarat. India * Thudc khong vo trung: vién nén. Latvia
Jarat, 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 cudi: dung dich thé tich . -
Farmaceutico |/ ignier, 71 - Eu-gmp || 1764 00/03/2012  |14/04/2014  |'t@l1an Medicines
18038 San Remo £ R A s D , 2/H/2012 Agency AIFA
CT.S.RL (IM), Italy * Thuoc khong vo trung: vién nang cung;

thudc uong dang long; vién nén.




Industria

Farmaceutica | V12 G- Pascoli, 1-|* Thudc khong Vo tring: thudc dung ngoai [T/273- talian Medicines
. 120064 Gorgonzola|dang 16ng; thudc uong dang long; dang baolEU-GMP 29/10/2012 19/04/2015
Nova Argentia fon Tl 4/H/2012 Agency AIFA
(MI), ltaly ché ban ran; vién dat.
S.P.A
* Thudc vo trung: thudc bot, vién nén
Reparto \ Lo iae o 2 “ ax L
Distaccato - Via( San Xuat_ téi san pha_m cho c‘l_ong goi tai:
i Reparto Distaccato - Via Muoni, 15-20064-
Muoni, 15-20064-
Gorgonzola (M), G(?rgonzp_la (MI),_ItaIy. .
Italy bong goi tai: Via G. Pascoli, 1 - 20064
Gorgonzola (M), Italy)
Reparto
Distaccato - Via
Muoni, 10-20064-|* Thubc khong vé trung: vién nén.
Gorgonzola (M),
Italy
* Thubc khong vo tring: thudc udng dang
Zeta Via Galvani. 10- l()ng_ (corticosferoid ho_rmon); _thuéc dUng _ N
Farmaceutici 36066  Sandrigo|19°2! dang long (corticosteroid hormon);\e, sy (111208~ og070019  |16/03/0014  [ltB11aN Medicines
Sp.A (VI)-ltaly thuoc_: b(_)t;_ dang bao che E)an ravn 5/H/2011 Agency AIFA
(corticosteroid hormon); thuoc  dat
(corticosteroid hormon).
* Nguyén liéu lam thubc: 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
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 bue
India Risperidon; Rivastigmine Hydrogentartrate;

Ropinirole Hydrochloride; Sertraline
Hydrochloride; Topiramate; Venlafaxine;
Rabeprazole; sildenafil Citrate; Atorvastatin;
Olanzapine.




100&102

Antimony  and|* Thudc khéng vé tring (khong bao gém Therapeutic
Alphapharm 11&15-25 Garnet|penicillins, cephalosporins, hormon, steroid,|{PIC/S- MI-2012-LI- Goods
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.
San pham: Maninil 5; Maninil 3,5; Siofor
500; Siofor 850.
Leipziger Strabe 7|( Co sé san xuét: Menarini - Von Heyden DE SN 01 q
Menarini - Von(-13, 01097|GmbH - Leipziger Strabe 7 -13, 01097 EU-GMP _GKAP_EOl 01/11/2011 28/07/2014 CO‘A qua}n tham
Heyden GmbH [Dresden, Saxony,|Dresden, Saxony, Germany. 1 0020 quyén Bt
Germany Co so dong goi va xuat xuong: Berlin - -
Chemie AG - Glienicker Weg 125, 12489
Berlin, Germany)
Mundipharma Ilr?dfj)sttr;(iaell:os, 2?:;' * Thudc khﬁng Vﬁ, trung: thudc dUng ngoai MUNO1/20 Pharmaceutical
Pharmaceutical | . . '[dang long; thuoc uong dang long; thuéc phun{EU-GMP 13/03/2012 19/01/2015  |Services Ministry
s Ltd Nicosia, ~ Cyprus, mu; dang bao ché ban ran. 12/001 of Health, Cyrus
2540, Cyrus
* Thude vo trung:
+ T}}ué)c tiét tring cudi: dung dich thudc tiém Swiss Agency for
B.Braun Route de Sorge 9,[truyén; dung d}ch thay thé huyét thanh; dung|PIC/S- Therapeutic
- 1023 Crissier,|dich tiém truyén dinh dudng; dung dich rira| GMP 12-1540 06/08/2012 30/03/2015
Medical AG . X Products
Thuy S§ vt thuong.’ EU-GMP (Swissmediic)
* Dugc chat: HES 130, HES 450, HES 200,
succinylated gelatin dang phun kho.
San pham: Berlthyrox 100
( Co s& san xuat ban thanh pham: Berlin-
Berlin - Chemie|C)cnicker - Weg (Bzgflnl,eGgﬁan;epelhOfer e B3 1A Co quan tham
AG 125, 12489 Co so dong goi: Berlin-Chemie AG - EU-GMP |2012/01/bc |03/07/2012 18/06/2015 quyén Dic

Berlin, Germany

Glienicker 12489 Berlin,

Germany)

Weg 125,




22 rue du Bois-du

* Dang bao ché ran: Vién nang; thudc cbm;
thuoc dong kho (hoat chat c6 ngudn goc sinh

PIC/S-

Swiss Agency for
Therapeutic

OM Pharma SA|Lan, 1217 Meyrin,|hoc). 12-1996 18/10/2012 14/10/2013
: A A s I ;. |GMP Products
Switzerland * Nguyén li¢u sinh hoc lam thudc (san pham i .
. N A 2 (Swissmedic)
c6 nguon goc tur vi khuan)
* Succursale
d'Aubonne, Zone
Industrielle de I Swiss Agency for
Merck  Serono|OUri€ttaz,  1170|* Dang bao ché ran: bot dong kho; PIC/S- Thera egtic y
Aubonne,  Thuy|* Dang bao ché 1ong: dung méi pha tiém. GMP 12-484 12/03/2012 25/11/2014 P
S.A N L. oee 2 Products
Sy * Dugc chat tai to hop. EU-GMP i .
* (Swissmedic)
Centre
Industriel, 1267
Coinsins, Thuy S§
Chinoin
Pharmaceutical {3510 Miskole, |, LA . 2 i . National Institute
and  Chemical|Csanyikvolgy, | . |Pu¢ VO trung: dung dich the tich nho (1, 5y [OGYVATA0Y, 010 15 |10/05/2004  [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
Dohme Corp.,|Pike, West Point,|San pham: M-M-R II, Rota teq. ILDJ SCCM \C/:VTH20808 12 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 xuét ban thanh pham tai: ACS Dobfar
Viale Addetta|S.P.A -Viale Addetta 4/12 20067 Tribiano
ACS Dobfar|4/12 20067|(Milano), Italy. CPP/2011/2 Italian Medicines
S.P.A Tribiano Xuat xuéng tai: Facta Farrmaceutici - S. EU-GMP 12/IM 11/07/2011 NIA Agency AIFA
(Milano), Italy Atto, S. Nicolo' A Tordino - 64020 Teramo,

Italy.
DPong goi tai: Anfarm hellas S.A - Schimatari
- Viota (Hy Lap)




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

. nho (bao gdm ca hormon va chat ¢ hoat tinh Ministry of
Camil Fabra, 8, hormon); dang bao ché ban rin (bao goém ca NCF/1232/ Health of
Alcon Cusi, SA [08320 El Masnou C L . "|EU-GMP 14/11/2012 10-2015
(Barcelona), Spain horinonA va c,ac chat Eo hoat tlnrl hormon), 001/CAT Government _of
thuoc cay ghép dang ran (dang thudc bot). Catalonia - Spain
* Thudc khdng vo trung: thudc udng dang
long.
* Thude vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
Atlantic Rua da Tapada|nho. National
Pharma -|Grande, n  2,|+ Thudc tiét trung cudi: dung dich thé tich F036/S1/H/ Authority of
Producoes Abrunheira, nho. EU-GMP |AF/AI/01/2 [23/01/2013 16/10/2015 |Medicines  and
Farmaceuticas, |Sintra, 2701-089,[* Thudc khéng vo tring: vién nang cimg; 012 Health Products,
S.A Portugal thudc ubng dang 16ng; dang bao ché dang rin I.P, Porrtugal
(thudc bot, thude cém); dang bao ché ban
ran; vién nén.
Co sO san xuat: EU-GMP|Co s¢ san Co quan tham
Rottendorf Xuat: quyén Pic
Pharma GmbH DE NW_ 0
Ostenfelder 5 GMP_2
Strabe  51-61,|* Thubc bot khdng vo tring vién nang cimg; 012_0022
59320 vién nang mém; thudc bot, thudc cém, pellet Co s
Rottendorf Ennigerloh, (chura .hoat Chét. nguy co ti(‘?m, tang: dong  goi:
Pharma GmbH|Germany. Tamoxifen, .Ifluta,mlde.,ACI(?mlfgp va céc chat DE_Nw_0|01/08/2012  |21/12/2014
Co s& déng goi: tuong :[u);.wen nén (Vlgtn sui, vién bao). o 5 GMP_2
Rottendorf * Thuéc smAh hqc: thuoc ch.ffa Pgncreantln va 0120023
Pharma GmbH khang nguyén dung trong dicu tri.
Am Fleigendahl
3, 59320
Ennigerloh,

CCormanys




Plot No 284/B,
Bommasandra

* Thuoc vo trung;:

United Kingdom's

Jigani Link Road|+ Thudc san xuat v tring: thuéc dong kho; UK GMP .
. . 2., . medicines  and
Onco Theranies Industrial  Area,|[dung dich thé tich nho. 35989 Insp Healthcare
Limited P Jigani Hobli,[+ Thudc tiét tring cudi: dung dich thé tich|EU-GMP |GMP 24/06/2011  |26/05/2014 Products
Anekal taluk,|nho. 35989/1275 Requlator
Bangalore, * Thudc khong vo tring chua chat doc té 261-0003 g y
N , A Agency MHRA
Karrnataka, In-[bao: vién nang clrng; vién nén.
560105, India
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc dong khod
(vaccin vi khudn bt hoat, Protein/DNA tai to
hop, chit mién dich dong vat st dung cho
nguoi); dung dich thé tich nho (vaccin vi
Strada provinciale khuan bt hoat).
GlaxoSmithKli P + Thudc tiét tring cudi: dung dich thé tich
ne Asolana N.90, nho IT/241- Italian Medicines
. (loc. San Polo) -|, . n A e n . |EU-GMP 26/09/2012 06/04/2015
manufacturing .. |* Thuoc khdéng vé trung: vién nang cing 5/H/2012 Agency AIFA
43056 Torrilef, . . .. 2., L e A o P
SP.A (PR), Italia (chat doc té bao/chat kim té bao); thudc uong
’ dang 16ng; vién nén (chat doc té bao/chat kim
té bao).
* Thudc sinh hoc: thudc mién dich (vaccin vi
khuan bit hoat); thudc cdng nghé sinh hoc
(protein/DNA téi to hop); thudc mién dich tir
dong vat st dung cho nguoi.
sanofi 30-36 avenue French Health
i * A A A nat viA e o
Winthrop Gustave  Eiffel, MThuf)c khong 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 vé tring: vién nang cung; 450- ngf;?sal and
Pharrmaceutical 27, SI-1234|  'uec Khong g 9 CMEEy-GMmP 20/12/2011  |19/10/2014 . ,
thudc bot; vién nén. 39/2011-2 Medical Devices

sd.d

menges, Slovenia

of the Republic of
Slovenia




Sanofi 196 rue dule s khong vo tring: dang bao ché rin French  National
Winthrop Marechal = Juin,, . 2¢ (khong bao gdm vién nén: vien nang|EU-GMP |0 TR 1010010013 1971012015 |PTU9 @nd Health
Industrie 45200 Amilly, ing): dang bao ché ban ré 2013 Products  Safety
France CUng); dang bao the batl ran. Agency (ANSM)
* X A P X N N
L0 Al ae af, T K00 YO e 00 o
Unither L|_qU|d N_este, Zl D'en cﬁé bén rén; thude dit. : : EU-GMP HPF/FR/61/ 04/04/2012 17/06/2014 Products  Safety
manufacturing |[Sigal, 31770|, Thude sinh hoc: thude c6 noudn ede ti 2012 Agency
Colomiers, France RPN g g (AFSSAPS)
nguoi hodc dong vat.
Lot 10, jalan
Sultan Mohamed National
Hoe 6, Bandar Sultan|Thudc kem; thuéc md; lotion; gel; nhi PIC/S- Pharmaceutical
Pharmaceutical |Suleiman, 42000(twong; bot nhdo; dau goi dau; phan boi da; GMP 490/11 23/12/2011  |10/10/2013  [Control Bureau,
s Sdn. Bhd. Port Klang,|dang bao ché long (dung ngoai va udng). Ministry of
Selangor, Health Malaysia.
Malaysia
Mistelweg 2,|* Thudc vo tring: 2
B.Braun 12357  Berlin,|+ Thude tiét tring cudi: dung dich thé tich|EU-GMP |2O2/0%BT |0gj032012  |10/02/2015  |C0 , duan  tham
Melsungen AG \ aun quyén Duc
Germany nho.
Pharmez  Special
Economic  Zone,|, Thuéc v6 tring: UK GMP Unltgq Kingdom's
.__[Plot  Number 3, L T S N medicines  and
Zydus Hospira Sarkhei Bavla + Thuoc san xuat vO trung: thuoc dong kho; 32340 Insp Healthcare
Oncology Ui hW(J:l Matoda dung dich thé tich nho. EU-GMP |GMP 08/01/2013 08/10/2015 Products
Private Limited [. O " '+ Thude tiét tring cudi: dung dich thé tich 32340/4091
Taluka  Sanand, Hhe 99-0005 Regulatory
Ahmedabad, In- o Agency MHRA
382210, India
* Thudc khong vo tring chira khang sinh
PT Actavis Jalan Raya Bogor|beta Izj\ctam:mwerl nang cung; thuoc udng NL/H !—Iealth care
. Km 28, Jakarta,|dang long; vién nén. EU-GMP 08/01/2013 22/11/2015 |inspectorate, The
Indonesia 13/0100

13710, Indonesia

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

Netherlands




Laboratoires |1 route de Socx|* Thubc khdng vo tring: vién nang cing; HPE/ER/62/ E:ce)gz?:ts l;Z?;h
Pharmaceutique|59380 Bierne,|dang bao ché ran khac; vién nén. EU-GMP |, .5 04/04/2012  |30/09/2014 Agency y
% A s ‘A
s Rodael France Thuoc tir dugc liéu. (AFSSAPS)
* Thude vo trung:
Aesica Via Praglia, 15-[+ Thudc tiét trang cudi: dung dich thé tich . .
Pharmaceutical |10044  Pianezza|nho. EU-GMP '12//}45/2012 24/05/2012  |12/05/2014 'Ata';":]r; 'ng'Ac'”es
sS.R.L (TO), Italy * Thubc khong vo trung : thubc udng dang gency
long.
Z.l. du Planchy, Swiss Agency for
UCB Farchim|Chemin de Croix|Thuéc khong vo trung: Dang bao ché rén:|PIC/S- Therapeutic
SA Blanche 10, 1630|vién nén. GMP 11-1364  |21/09/2011  107/09/2014 15 4 cts
Bulle, Switzerland (Swissmedic)
Boehringer 1809 Wilson Rd, US.CGM 11-0005- United States
Ingelheim Columbus,  OH|San pham: Trajenta (linagliptin 5mg) tablets P. ' 2013-01- |03/12/2012 03/12/2014 |Food and Drug
Roxane Inc 43228, USA VN Administration




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

Dot 10
(Theo cong van 7150/QLD-CL ngay 13/05/2013 ctia Cuc Quéan ly dwgrc)
NHA  MAY|pjA cHi PHAM VI CHUNG NHAN NGUYE |GIAY CN [NGAY cap |[NGAY HET|ICO  QUAN
Falay\N\Talh)YaY NTAC HAN OAD
Glaxo 71 de la French Health
* A A A N , TITIR Y
Wellcome Peyenniere, 53100| , 1 1u0¢ khong vo trung (chua penicillingip oy (HPFIFRAS |10 0011 |og/0a/2014  |TOOUCES  Safety
Production Mavenne. France |Vi€™ nang cung; dang bao ché ran; vién nén. 1/2011 Agency
yenne, (AFSSAPS)
Glaxo . UK MIA United Kingdom's
. Priory Street, £ « PN , -
Operations UK * Thuoc khdng vO trung: vién nang cung; (IMP) 4 medicines  and
Ltd trading as Ware, dang bao ché ran khéc; vién nén Insp Healthcare
Hertfordshire, : L. P . |EU-GMP 18/01/2012 12/12/2014
Glaxo .. |* Thuoc sinh hoc: thuoc sinh hoc chua GMP/IMP Products
SG12 0DJ, United .
Wellcome Kinadom steroid. 4/15159- Regulatory
Operations g 0021 Agency MHRA
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc dong khé;
SUN . . 2. ,
Pharmaceutical Baroda Highway,|dung dich thé tich nho. NL/H Co quan  thim
: Halol,  Gujarat,[+ Thudc tiét trung cudi: dung dich thé tich|EU-GMP 01/03/2013  |05/10/2015 ,dua
Industries  Ltd. . \ 13/0105 quyen Ha Lan
india. Halol 389350, India nho.
’ * Thudc khong vo tring: vién nang cung;
vién nén.
rzu'z\ des VBe?rl::(;Ir?tS French Health
. % J4 A A LA , .
Laporatowes 78704 Conflans Thu?c khxonsg vo’trun.q. VI’en nang cimg;| - | ~\1o 90/02/2012 31/08/2014 Products  Safety
Grimberg SA . . |dang bao ché ran khéc; vién nén. Agency
Sainte  Honorine (AFSSAPS)
Cedex, France
JI. Rawa Gatel
Blok Il Kav. 36- National Agency
38, Kawasan XA A s , ) . R PW.01.02.3 For Drug and
PT.  Dankos), 4 i Thuoc tiem VO trung chira khang sinh (khongIPIC/S- 139 1415 6313111012012 [31/10/2014  [Food  Control,
Farma bao gom betalactam va dan xuat). GMP .
Pulogadung - 55 Republic of
Jakarta 13930, Indonesia

Indonesia




JILM.H. Thamrin

National Agency

PT Kalbe i!’;lc\)/t/(asan n d'?ﬁtrll Vién nang cung khdng chira khéng sinh PIC/S- PW.01.02.3 For Drug and
' - (khéng bao gdém thubc tranh thai, hormon 31.08.12.4014/08/2012 14/08/2014  |Food Control,
Farma Tbk. Delta Silikon|*. NN GMP :
. . sinh duc, thudc kim t€ bao). 75 Republic of
Lippo Cikarang, .
. i Indonesia
Bekasi-Indonesia
L2 Additional|* Thubc khong vé triing (chtta cephalosporin MI-2010- Therapeutic
Okasa Pharma|MIDC, Satara|va khong chira khang sinh): vién bao tan|PIC/S- Goods
Pvt Ltd Maharashtra, trong rudt; vién bao phim; vién nang cung;|GMP gE 08151- |01/08/2012 25/01/2014 Administration,
415004, India thudc bot udng. Australia
Rue des Pres National Agency
Recipharm Potets, 21121(* Thudc khdng vo tring: vién nang ctng; HPF/FR/12 of Medicine and
Fontaine Fontaine Les|vién nén va dang bao ché ran khac. EU-GMP 612012 17/07/2012  128/10/2014 |\ ith  Product
Dijon, France Safety (ANSM)
Niittyhaankatu 20,|* Thudc v6 trung: 4345/11.01 Finnish
Santen Oy 33720 Tampere,|+ Thudc san xuit vo trung: thudc nho mét;|EU-GMP 09/201 | |10/08/2011  |25/11/2013  |Medicines
Filand thudc nho tai. Agency (FIMEA)
Santen 348-3, Aza-suwa, Minister of
Pharmaceutical |Oaza-shide, Taga-{San pham: Flumetholon 0.02, Ophthalmic|Japan- Health,  Labour
Co.. Ltd. Shiga|cho, Inukami-gun,|Preparations GMP 4644 19/02/2013 19/02/2015 and Welfare,
Plant Shiga, Japan Japan
Santen 9-19, Shimoshinjo
i 3-chome,
Pharmaceutical | . . -
Higashiyodogawa- Minister of
co., Ld. ku, Osaka, Japan Japan- Health Labour
(Santen _ (2-14, Shikinami, San pham: Oflovid, Ophthalmic Preparations GMP 67 04/04/2012 04/04/2014 and Welfare,
Pharmaceutical .
Hodatsushimizu- Japan
Co., Ltd. Noto cho  Hakui-aun
Plant) ' gun,

Ishikawa, Japan)




Santen
Pharmaceutical

9-19, Shimoshinjo
3-chome,

Co Ltd Higashiyodogawa- Minister of
(Santen ku, Osaka,_szlpan_ San p}_lam: Sanlein 0.1, Ophthalmic|Japan- 3385 99/11/2011 91/11/2013 Health, Labour
i (2-14, Shikinami,|Preparations GMP and Welfare,
Pharmaceutical .
Hodatsushimizu- Japan
Co., Ltd. Noto i
Plant) cho, Hakui-gun,
Ishikawa, Japan)
9-19, Shimoshinjo
Santen
: 3-chome,
Pharmaceutical | . i -
Co Ltd Higashiyodogawa- Minister of
(Santen ku, Osaka,_Jgpan_ San p_ham: Kary  Uni,  Ophthalmic|Japan- 4374 30/01/2013 30/01/2015 Health, Labour
i (2-14, Shikinami,|Preparations GMP and Welfare,
Pharmaceutical .
Hodatsushimizu- Japan
Co., Ltd. Noto i
Plant) cho, Hakui-gun,
Ishikawa, Japan)
Croma. Pharma|Ndustriezeile 6,/ Thubc vo tring: INS- 'I?/Ilijjtiré?:es and
2100 Leobendorf,|+ Thubdc tiét trung cudi: dang bao ché ban|EU-GMP [480485- 01/12/2014 : .
GmbH Austria n 0005-013 Medical Devices
) Agency (AGES)
* Thudc vo trung: . . .
. + Thudc san xuit vo trung: thudc dong kho; UK GMP Umt.ed. Kingdom's
Prilaz Baruna : 2, \ medicines  and
Pliva  Croatia|Filipovica 25 dung dich thé tich nho. 3428 Insp Healthcare
- P '|+ Thude tiét tring cudi: dung dich thé tich|EU-GMP |GMP 12/12/2011  |05/09/2014
Limited Zagreb, HR-| Products
: nho. 3428/23452-
10000, Croatia * Thudc khong vO tring: vién nang cung; 0006 Regulatory
uoe g g g cung, Agency MHRA

dang bao ché ban ran; thuoc dat; vién nén.




Ctra. M-300, Km.

* Thubc vo trung:

+ Thudc san xuat vo tring: dung dich thé tich
nho.

+ Thudc tiét tring cubi: dung dich thé tich
nho.

Spanish  Agency

Tedec-Meiji 130,500, Alcala de|, " < hong vo tring: vien nang cimglEU-GMP |=o 0t 100010013 [s1/01/2006  [OF  Drugs  ang
Farma, S.A Henares 28802 X \ P , A A 2 3 Health  Products
(Madrid), Spain (bao gom ca thuoc hudng tdm than); thudc (AEMPS)
P ubng dang long; dang bao ché rin khac
(thudc bot; thubc codm; pellet); thubc dit;
vién nén va vién bao (bao gdm ca thude chira
khang sinh betalactam).
No 147
M_adhavaram-Red UK GMP Unlt_eq Kingdom's
Hills Road, medicines  and
Bafna Grantlyon Village,|* Thudc khong vé tring: vién nang cing; 31798 ‘Insp Healthcare
Pharmaceutical yon Viffage, = thuoc Knong g 9 CM&IEy.GMP [GMP 11/05/2012  |27/02/2015
L Vadakarai, Vién nen. Products
s Limited ) . 31798/3785
Chennai,  Tamil 62-0005 Regulatory
Nadu, In 600052, Agency MHRA
India
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
2 rue  Louis|nho. French Health
Schering Pasteur,. 14290 + Thuoc tiét trung cuoi: 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 1ong; thudc ubng dang long; dang bao
ché ran khac; dang bao ché ban rin; vién nén.
Idol lac Dolum ga(‘j’gtp‘f"sa :1}11“‘:?" votrung: dna dich thé tich 016/2012/S i‘gte_ eation of
Sanayii  ve|S2ddes! huoc san xuat vo trung: dung dich the tich .y gvip | AUMP/GM |16/05/2012  31/03/2015 ministration o
. Cebealibey sok. N|nho. Ukraine on
Ticaret A.S .. . . . P -
20, 34020, + Thuoc tiét trung cudi: dung dich thé tich Medicinal
. 11-0116- United States
Bausch&Lomb. |Tampa, FL 33637,|San pham: Lotemax (loteprednol etabonate|U.S.CGM
Incorporated  |USA ophthalmic suspension) 0.5% (Sterile) P 2013-01 14/12/2012 14/12/2014 |Food and Drug

VN

Administration




5900 Martin

Luther King Jr. )
DSM . s Ao : 02-0143- United States
Pharmaceutical | 19MWa, San pham: Singulair 4mg (Montelukast) OrallU.S.CEM )15 41 |93/03/2012  [23/03/2014 |Food and Drug
s INC Greenville, North|Granules P VN Administration

Carolina, 27834,

USA
Laboratoires Route de Marsat, European
Merck Sharp& Riom, 63963(San pham: Invanz (Ertaperjem)_Powder for EU-GMP 13/12/5867 99/10/2012 N/A Medicines

. Clermont-Ferrand |concentrate for solution for infusion. 6

Dohme-Chibret Agency

Cedex 9, France

4745 Wiley Post .

, 2 : . 07-0113- United States

Cephalon Way, Salt Lake|Sin pham: RemeronSolTab (Mirtazapine)lU.S.CCM o5 10 117080012 |17/08/2014  |Food and Drug

City, UT 84116,|Orally Disintegrating Tablets P . .

VN Administration

USA
Ajinomoto 103-1, Ministry of
Pharmaceutical [Shirasakaushishi |, . . . . _ Health,  Labour
s Co., Ltd.|mizu, Shirakawa- San pham: Amiyu Granules, Atelec tablets 5;\Japan 2395 07/09/2012 07/09/2014 |and Welfare

i . . Atelec Tablets 10. GMP

(Fukushima shi,  Fukushima, government  of
Plant) Japan Japan




* Thudc vO tring chia hormon va chit c6
hoat tinh hormon; prostaglandin/Cytokine;
chat mién dich; sulphonamides:

Cg:ggsliﬁngstechn + Thubc san xuét’vc“), tring: dung dich thé tich
ik GmbH lc'lrlr{; dang bao ché ban ran; dung dich thé tich
nno.
Bahnnhofstrabe, 1,y 50 tiét trang cudi: dung dich thé tich
Holopack gemap 98N 5n: dang bao ché bén ran; dung dich thé tich DE_BW_0 Co quan thim
Verpackungstec [vorliegenden h”’ : ’ ’ EU-GMP [1_GMP_20 [19/10/2012 12/07/2015 i D
hnik GmbH Grundrissplanen 2 o z . o , . LA 12 0118 quyen Bue
vom  20.11.2007 ,Thuoc }(hong vO trung chira hor_mon va (fhat
73435 Abtsgmunci co hoat 'Elnh hormon; prostaglandln/Cytoklxne;
Untergroningen chﬁt\ _mién dich; sulphongmldes: thuoc dung
Germany " |ngoai Qang lc")pg; thudc uong dang 16ng; dang
bao ché ban ran.
* Thudc sinh hoc: thudc cdng nghé sinh hoc
chira Protein téi to hop/ DNA va enzyme.
* Thude vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
nho. Federal Agency
Laboratoires i%eeurﬁiﬁ’ 46_58? + Thube tic?et trurjg’cuéi: »dung dich thé tich Eu-GMp |BE2012102|, oc o1 o1/032015  |OF Medicines and
Sterop NV 1070, Belgium 16n; du’ng dich thé tich nho. ’ 4 Health Products -
’ * Thuoc khong vd trung: thuéc dung ngoai Belgium
dang 1ong; thudc ubng dang long; dang bao
ché ran khac; dang bao ché ban ran; vién nén.
* Thuoc vo trung: . . .
Dagger Lane, |+ Thuéc,sén xuat vo tring: dung dich thé tich UK MIA rﬂggiecdinlz;ngd():;g
Bio  Products|Elstree, 16n; th1,16c dong kho; dgng dich the¢ tich phé. 8801 Insp Healthcare
Laboratory Hertfordshire, + Thuoc tiét trl]r]g cuoi: dung dich thé tich|EU-GMP [GMP/IMP |18/10/2012 01/05/2015 Products
Limited W[?G . 3BX,[16n; dlrmg dich thé tich nhfi. 8801/18235- Regulatory
United Kingdom |* Thuoc sinh hoc: ché pham tir mau. 0021 Agency MHRA

* Dugc chit sinh hoc.




Teva
Pharmaceutical

bia chi 1: H-4042

* Thudc khong vO tring: vién nang cimng
(chtra hormon); vién nang mém; thudc ding

National Institute
for Quality and

Works Private|Debrecen, Pallagi|"90%! dang 1ong; thuoc uong dang long; dangip  sy\ip |OGYVSS0L1 0000013 |19/10/2014 | Or98NIZALION
Limited ut 13., Hungary bng ch,e ban ’ran (chtra hormon), ‘thuocA d%t; 3/2013 Development in
Company V|e,n ne.n (chu’a‘ horrAnon)A, dang bao ché ran Heal_th_care and
khac (vi nang va thuoc bot). Medicines,
* Thudc vo trung:
+ Thudc san xuat vo trung: dung dich thé tich
16n; thudc déng khd (chira hormon va chat
doc té bao); dang bao ché ban rin; dung dich
Dia chi 2: H-2100(thé tich nhé (chira hormon va chéat doc té
Godollo, Tancsics|bao).
Mihaly ut 82,|+ Thudc tiét trung cudi: dung dich thé tich 17/0472015
Hungary 16n; dung dich thé tich nho (chtra hormon va
chét doc té bao).
* Thude sinh hoc: dan xuét tr mau va huyét
thanh; thudc mién dich; thuéc cong nghé sinh
hoc.
** San pham chira hormon va chat c6 hoat
Holopack tinh hormon; prostaglandin/Cytokine; chét
Verpackungstechn [mién dich; nguyén liéu sulphonamides:
ik GmbH * Thudc vo trung:
Holopack Bahnnhofstrabe, + Thudc san xuétgvﬁ, tru?g: dung d‘ich thé tfch DE_BW 0 ;
Verpackungstec| 2P den|lon; dang bao ché ban ran; dung dich thé tich| -\ o |1 Gvp 20 [19/10/2012  |1200772015  |€°, quan  tham
hnik GmbH vorlleggnden nho. , ’ . 12 0116 quyén Duc
Grundrissplanen |* Thuoc khong vo trung: thudc dung ngoai -
vom 20.11.2007,|dang 1ong; thudc uéng dang long; dang bao
74429  Sulzbach-|ché ban ran.
Laufen, Germany [** Thudc sinh hoc: thuc cong nghé sinh hoc
chira Protein téi t6 hop/ DNA va enzyme.
5555 Valley|* Thudc v6 tring:
Grifols Boulevard,  Los|+ Thuég san xudt vO tring: dung dich dung SGICMICO Spanish  Agency
Biological Inc{Angeles, dich thé ticr] nhd; 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

* Thuoc sinh hoc: ché pham tir mau.




South San|, A : : 12-0170- United States
Genentech Inc |Francisco, ~ CA ?ni?avﬁﬁbsﬁvaﬂm (bevacizumab) - for g'S'CGM 2013-01- [29/01/2013  |29/01/2015 |Food and Drug
94080, USA ' VN Administration
Stada VN Joint
Venture Co.Ltd.
Binh Duong
Branch, 40 Tu Do, £ A A g ia .
stada VN Jointventure, | nen e phir DE_HE 0L Co qun thim
Venture  Co.|Vietnam 1en nen (bao gom ca VIEN NeN Bao PhiM| ey o\ip | GmP 201 |10/04/2013  |25/03/2016 |0, d4an e
. vién nén giai phong thay doi, vién nén khang quyén Duc
Ltd Singapore dich da day) 3 0036
Industrial ~ Park,| 2 day)
Thuan An, Binh
Duong Province,
Vietnam
* Thude vo trung:
+ Thudc san xuat vo trung: dung dich thé tich
nho.
1 true Comte de : . : French Health
. + Thuoc tiét trung cudi: dung dich thé tich
H_aupt Pharma Sl_nard, 26250 ho, EU-GMP HPF/FR/75/ 20/04/2012 06/01/2015 Products  Safety
Livron Livron Sur|, Thude Khong V6 trang: Vien nand clne: 2012 Agency
Drome, France Juoe Khong g g cung, (AFSSAPS)
thuoc dat; vién nén.
* Thudc sinh hoc: thudc mién dich.
Torrent
Pharmaceuticals
Torrent Ltd - Indrad Plant
Pharmaceutical |Near Indrad|* Thudc khong vé tring: vién nang clng; DE_BY 04 Co quan tham
. A ) IEU-GMP | _GMP_201 |10/04/2013 19/01/2014 N
s Ltd - Indrad|Village, Taluka|vién nén. 5 = quyén buc
. I 3 0058
Plant Kadi, District -

Mehsana Gujarat
382721, India




Torrent

Torrent
Pharmaceuticals
Itd - Baddi Plant

: . N A . DE_BY_04 ,
* A . 4 . — — A
Pharmaceutlcal_ Bhgd & Makhnu TAhquc 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,|thudc uong dang long. quyén Puc
. 3_0057
Plant Solan, Baddi
173205, himachal
Pradesh, India
Village * Thudc vo trung: . . .
Kishanpura, + Thudc san xuit v tring: thubc dong khd: UK GMP rﬂzgfcﬁn}:;”gdogj
Fresenius Kabi|Baddi, Tehsil|dung dich thé tich nho. 29338 Insp Healthcare
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 Requlator
Pradesh, In-|* Thudc khong vo trang: vién nén. 41-0004 A 2nc MyHR A
174101, India  |* Thudc chira chit doc t€ bo. gency
4-6-10 Ministry of
- Health,  Labour
- Koishikawa, \ 2 . Japan-
Eisai Co., Ltd San pham: Pariet Tablets 10mg 4368 30/01/2013 30/01/2015 |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
_ Health,  Labour
- Koishikawa, \ 2 . Japan-
Eisai Co., Ltd Bunkvo-Ku San pham: Methycobal Injection 500pug GMP 2923 18/10/2012 18/10/2014 |and Welfare
y ’ government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
I Health,  Labour
- Koishikawa, \ 2 Japan-
Eisai Co., Ltd Séan pham: Myonal tablets 50mg 493 26/04/2012 26/04/2014  |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
_ Health,  Labour
Eisai Co., Ltd | <Oishikawa, San phim: Methycobal Tablets 500 Japan-og04 18/10/2012  |18/10/2014 |and  Welfare
- Bunkyo-Ku, an pham: Methycobal Tablets ng GMP

Tokyo, Japan

government  of
Japan




4-6-10 Ministry of
I Health,  Labour
. Koishikawa, \ 2 . Japan-
Eisai Co., Ltd San pham: Pariet Tablets 20mg 4377 30/01/2013 30/01/2015 |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
* Ac vd trino:
Nucleo Industriale +T¥E35cvzgzur;<iét vO tring chira hormon
Fisiopharma |- 840201 ticosteroid: thube bot: éng thude tiem.  |EU-GMP |48 200022013 |23/11/2015  |'t@llan Medicines
SR.L Palomonte (SA) L n s Z. . 2 1/H/2013 Agency AIFA
+ Thuoc tiét trung cudi: dung dich thudc thé
Italy , \
tich nho.
Akeiju Krustpils iela 53,[* Thudc khéng vo tring: vién nang cing
sabiedriba, - |pige,  LV-1057,|(chira thube doc 16 bao/chdt kim té bao)i[EU-GMP (£ =V20141050012  |oajoarzors  |P1AtE AeNCy of
Grindreks (I ; Lz \ e 12/012H Medicines, Latvia
. Latvia thudc uong dang 1dng; vién nén.
vieta)
* Thudc vo trung:
Boehringer Prat de la Riba, ;hzhuoc san xuat VO trung: dung dich thé tich Ministry of
Ingelheim 50, 08174 Santl " S tiet tring cudi: dung dich thé tich|EU-GMP |NC1392 logi01/2013  [01-11-2015  |Health of
Cugat Del Valles| . 001/CAT Government  of
Espana, SA (Barcelona), Spain nho. Catalonia - Spain
2PN Thuse khéng vo trung: vién nang; thudc P
ubng dang long.
Damastown,
Helsinn  Birex|Mulhuddard, US.CGM 07-0060- United States
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 v tring: thuéc dong kho; United Kingdom's
: 2 . . UK  MIA -
Road, Porton|dung dich thé tich nho. medicines  and
Health Down, Salisbury,[* Thudc sinh hoc: thudc mién dich; thud 20170 Insp Healthcare
Protection WL Y, ™ huoe SN hioc: thuoe mien dieh; MuoCle ) e |opmp 10/04/2012  |21/02/2015
Adenc Wiltshire, Sp4|céng nghé sinh hoc; thuoc sinh hoc khac 20170/1316 Products
gency 0JG, United|(Botulinum  Toxins, toxoids Bacterial 7-0015 Regulatory
Kingdom. Enzymes (Erwinia L-asparaginase) Bacterial Agency MHRA

Toxoids).




No. 6-20, Tuku,

* Thubc vo trung:

+ Thudc san xuat vo tring: thudc tiém; thude
bot dong khd pha tiém; hon dich vo tring
pha tiém.

Standard Tuku Village, |+ Thudc tiét trung cudi: thude tiém. PIC/S. Department  of
Chem.& Pharm.|Sinying  District,|* Thudc khéng vé trung: dung dich thudc; GMP 8102 03/04/2013  |11/03/2014 |Health  Taiwan,
Co., Ltd 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.
* Nguyén liéu thubc cephalosporin (thudc
bot kho pha ti€m).
I\Dﬂggi(e Stl]_ail;SitejL United Kingdom's
Merck Shotton Lane’ * Thudc khong vo tring: vién nang cung; UK MIA 25 medicines  and
M'ar'lu.facturlng Cramlington, dalzg baAo ?he raqu kha(i; v:en r:en; thudc EU-GMP Insp GMP 18/06/2012 91/05/2015 Healthcare
Division “|Northumberland khong V0 tring khac (thu9c cOm uong). 13532/4061+ Products
Cramlington NE23 3JU Unitéd * San pham khac: san pham chir hormon. 0021 Regulatory
Kingdom. | Agency MHRA
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc dong khé;
Allergan Castlebar  Road, A L . 2 \ . .
Pharmaceutical [Westport, Co. dang bfl © (.:Ele b‘a N ran’f.hmg (PCh}he U?h nho. EU-GMP 3744/M148- 26/07/2012 10/02/2015 Irish ~ Medicines
s Ireland Mayo, Ireland + Thuoc tiét trung cuoi: thude cay ghép dang V12/531 Board
’ ran (Dexamethasone)
* Thudc sinh hoc: thude cong nghé sinh hoc.
* Thude vO tring: thude tiém (thudc san xuat
vo trung va thudc tiét trung cudi).
TTY Biopharm No. 838, Sec L e khong vo tring: dang bao ché béan
Compan Chung-Hwa R, o thuée mad, thude kem); dang bao ché rén|PIC/S- Department  of
ompany Chung-Li  City, [, (FTHO¢ MO, TAUOCKET, Cang BAD Che Ta 8001 25/03/2013  |30/09/2015 |Health  Taiwan,
Limited Chung Taovuan Count (vién nén bao phim, vién nén, thudc com,|{GMP RO.C
Li Factory Taiv)\//an RO.C Yl thuée bot, vién nang). e

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




Misato Plant, 950

San pham: Aricept Evess 5mg Orodispersible

United Kingdom's

Oa_lza Hiroki, tablet, Aricept Evess 10mg Orodispersible PP1012074 medicines  and
Eisai CoMisato-cho, tablet 5 va Healthcare
Limited SK;f:nT;G“” (Sén xuét tai: Eisai Co Limited pp1012074 |02/01/2013  102/01/2018 15 4 cts
bong 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
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 Puerto Rico|Liquid P VN Administration
00784, USA
JI. - Pulo Gadung National Agenc
PT. Soho[No. 6, Kawasan|* Vién bao khdng chira khang sinh (khéng PIC/S- PW.01.02.3 for Dru g an?j/
Industri Industri Pulo|bao gom thudc tranh thai; hormon sinh duc 31.12.12.74121/12/2012 21/12/2014 g
. \ At o Aa GMP Food Control,
Pharmasi Gadung, Jakarta -|va chat kim t€ bao). 59 )
. Indonesia
Indonesia
Famar A.V.E. Anthoussa * Thudc khong vo tring: vién nang ctmg; Natlo_nal_
Avenue 7, . P (o < 16559/5-3- Oganization for
Anthoussa .. .'|dang bao ché ran khac; vién nén (hormon va|EU-GMP 13/03/2012 25/01/2015 -
Plant Anthoussa Attiki,| ; hit ¢6 hoat tinh h 12 Medicines,
15344, Greece cdc chat co hoat tinh hormon). Greece
* Ac vd triino:
8301 Mars Drive, Thu(zc V(,,) tmn?' A . Lz
Allergan Sales|Waco Texas + Thudc sn xuat vO trung: dang bao che ban Irish  Medicines
g ’ *“|ran; dung dich thé tich nho. EU-GMP |2012/5942 (07/03/2013 07/12/2015
LLC 76712, United z - N N £ s Board
* Thuoc khéng vo6 tring: dang bao che ban
States z
ran.
Center for Avenida 31 entre State
Genetic 158/190, Reparto Administration of
S Cubanacan, Playa,|* Thubc vo tring: PIC/S-  |030/2012/S :
Engineering Ciudad de La|+ Thudc san xuit vo trung: thubc déng kho. |GMP AUMP/Rep 31/08/2012 18/05/2014 Ukra.ln.e on
and Habana, Republic Medicinal
Biotechnology » REP Products

of Cuba




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

Dot 11
(Theo cong van 7977/QLD-CL ngay 27/05/2013 ctia Cuc Quan ly dwgre)
NHA MAY , , ] NGUYE . .. |NGAY HET|CO QUAN
A P F NGAY CAP <
CONG BO PIA CHI PHAM VI CHUNG NHAN N TAC GIAY CN HAN CAP
State
Halol-Baroda * Thudc vo trung: Administration of
Sun nighway.,  Halol-l® Thudc pha ché vé triung: thubc dong kho; PIC/S. 045/2012/S Ukraine on
Pharmaceutical gnhway, ) dung dich thé tich nho. AUMP/GM |07/12/2012 31/03/2015  |Medicinal
. 389350, Guijarat, : R A e » |GMP
Industries Ltd India * Thuoc khong vO trung: vién nang mém; P Products
dang bao ché ban ran. (SAUMP) -
Ukraine
Plot No E-37/39, it:rt‘sinistration of
M.L.D.C. * Thudc khong vo trang: thude ding ngoai :
Glenmark Industrial ~Estate,|dang long; thudc udng dang long; bot dung|PIC/S- 026/2013/5 Ukraine on
Pharmaceutical =sta’e, dang fong, thuoc uong dang ong, bot dung AUMP/GM [09/04/2013  |26/02/2016  [Medicinal
Satpur, Nasik-422[ngoai da; dang bao ché ban ran (thudc kem;|GMP
s Ltd. 007, Maharashtra,|thuéc m&; gel); vién nén P Products
.' y uOC 9 g 9 V e . (SAUMP) -
India. i
Ukraine
* A A A N ’ T \ -
Acino Pharma Brisweg 2, 4253 ceTr?;l(c))z l(()rr]i(;r']gvi\g; tnrzr?'gv(i:él: T}épn(-)rt])la(:cl)l“l:\ir\r/]a'l PIC/S- _?_\;]V;: ':\ugteizcy o
Liesberg, ephalosporin: vien nen, a0 PRI, 12-444  |05/03/2012  |16/12/2014 P
AG . vién sui; vién nhai; vién nang cung; thuoc|GMP Products
Switzerland . I i .
bot; thuoc com; pellet. (Swissmedic)
Kishapura, Baddi- UK GMP Umt_eq Kingdom's
Nalgarh Road, medicines  and
Glenmark Solan District,|* Thudc khdng vé tring; dang bao ché bén 17350 Insp Healthcare
Pharmaceutical | |, Fhuoc Knong Vo tng, dang Bao ¢he BN ey gvp |cmp 30/08/2012  [23/04/2015
L Himachal ran (thuoc kem va thuoc mo). Products
s Limited 17350/3829
Pradesh, In- 61-0004 Regulatory
174101, India Agency MHRA




Bipso GmbH
Robert-Gerwig-
Str.4, gemab der

* Thuoc vo trung:

Grundrissplane |+ Thudc san xuat vo tring: dung dich thé tich DE_BW._0 Co ouan thim
Bipso GmbH |vom  21.7.2011,|nho; thudc bot vo tring. EU-GMP [1_GMP_20 [01/09/2011 06/07/2014 u éanl’rc
78224 Singen,|+ Thubc tiét trang cudi: dung dich thé tich 11_0060 e
Baden- 16n; dung dich thé tich nho.
Wurttemberg,
Germany
Parque Industrial, UK GMP Umt_eo_l Kingdom's
Calle 9 Ing Meyer LA medicines  and
Glenmark Oks No 593. Pilar * Thuoc vo trung: 41732 Insp Healthcare
Generics SA - - '|+ Thudc san xuat vo tring: dung dich thé tich|EU-GMP |GMP 20/12/2012  |22/10/2015
. Buenos Aires, Ar-|., L oan . . X, , Products
Pilar Plant 16n; thudc dong kho; dung dich thé tich nho. 41732/7009
B1629MX, 036-0001 Regulatory
Argentina Agency MHRA
Zone d'Activites|, A A AL g . French  Health
Thuoce khong vo trung: thuoc dung ngoai
Pharmatis Est no 1, 60190) o long; thuée ubng dang long: dang bao|EU-GMP |FHPRI24 161110011 |10/06/2014 |7 rO0UCES  Safety
Estrees-Saint- hé ban rin 9/2011 Agency
Denis, France ¢ ’ (AFSSAPS)
- - _ * J4 A N .
Usine de Saint Thquc v? trun%. o . ) Erench Health
Remy-rue de[+ Thuoc san xuat vO trung: thudc dong kho; HPE/ER/20 Products  Safet
Famar L'Aigle |L'Isle, 28 380|dung dich thé tich nho. EU-GMP 16/09/2011 26/05/2014 y
. Z . Ao . I 2/2011 Agency
Saint Remy Sur[* Thuoc khong vo trung: dang bao ché ran (AFSSAPS)
Avre, France khac; dang bao ché ban ran; vién nén.
* Thudc khdng vé tring: vién nang cung;
thubc dung ngoadi dang long; thudc ubng
II\_/Iui(tji?:lI{erGn;?P 5 dang 16ng; dang bao ché rin khéc (thudc bot, DE_ NW 0 Co auan  thim
Madaus GmbH ' "’|thudc cém, pastilles); dang bao ché ban ran;|EU-GMP (4 GMP_20 |23/01/2013  |04/07/2015 ,qua
53842 Troisdorf,| .. A . o quyén DPuc
vién nén (vién nén bao phim, vién nén bao 12_0043

Germany

duong).
* Thube duge lidu; thude vi lugng déng can.




San pham: Tanganil (Acetyl -DL Leucin
500mg), vién nén.

Pierre Fabre ;ite F(;rogi?_harm, I(:Cg SO |\S/|é1;j _xuét tGi t;éndtha_nh phénF;: Piedre I Eregch I;e?Ith
: ue du Lycee,|Fabre Medicament Production - Rue du roducts  Safety
mi‘;f;:gim 45500 GIEN,|Lycee 45500 Gien, France | EU-GMP 15011 28/02/2011 1211072013 1 5oy
France Co s¢ dong goi: Cong ty TNHH Pierre Fabre (AFSSAPS)
Viét Nam -L6 1, duong 4A, KCN Bién Hoa
II, Tp. Bién Hoa, tinh Dong Nai)
* Thudc khéng vo tring: vién nang cimg;
Vvién nén.
Mega Life|San pham cu thé: vién bao Doloteffin, vién
Sciences Ltd. bao Doloteffin forte, vién nén Ardeysedom,
Site 2: 515/1 Moo(vién bao duong Ardeysedon Nacht,
4, Soi 8 Bangpoo|Ardeycordal forte, vién .nAang Gapapent!n DE NW 0 7
Pharma- Industrial Estate,|(100mg, 300rr_19, 400mg), vien bao Finasterid EU-GMP |1 GMP 20 l21/01/2013 14/07/2014 Co . qua’n tham
Zentrale GmbH |Pattana 3 Road,|(1,9, 5mg), vién nang Tacrolismus (0,5 mg, 13 0001 quyén Duc
Phraeksa, Mueang|1mg, 5mg), vién nang Mycophenolat Modefil -
10280 250mg, Vvién nén Mycophenolat Mofedil
Samutprakarn, 500mg, vién bao Donepezil (5mg, 10mg),
Thailand vién bao Tramadol HCL 37,5mg/Paracetamol
325mg, vién nén Glofer, vién nén Globifer
forrte.
Mega Life
Sciences Ltd. * Thubc khong vo trung: Vién nang mém.
Site 1: 384 Moo 4,|San pham cu thé: Vitamin E 600,
Soi 6, Bangpoo|Knoblauch+Mistel_ Wibdom, Alfacalcidol DE NW 0 7
Pharma- Industrial Estate,|(0,25ug, 0,5 g, 1 pg), Fisschol (500mg, R Co quan tham
Zentrale GmbH |Pattana 3 Road,|7050mg), Ibuprofen  (200mg, 400mg, EU-GMP 1560“356—20 21/01/2013 14/07/2014 quyén Pirc
Phraeksa, Mueang|600mg), Isotretinoin (10mg, 20mg), Livolin -
10280 Forrte, Vitacap, Prosstacare, Enat 400,

Samutprakarn,
Thailand

Ginsomin, Giloba.




Health 2000 Inc

70 beaver Creek
Road #30
Richmond  Hill,
Ontario, Canada,
L4B 3B2

* Thube v triing chia khang sinh, Heparin
trong luong phan tir thap LMWH, chat mién
dich, Interferon; Insulin, chat gdy nghién:
dung dich san xuit vo triung; thuc dong kho.
* Thude khong vo tring chaa khang sinh,
OTC, chat gay nghién: vién nén; vién nang
clng; vién nang mém; dung dich.

Canada-
GMP

CA-TOR-
2013 GMP:
0006609

08/03/2013

08/03/2014

Health Products
and Food Branch
Inspectorate,
Canada.

Alfa
Wassermann
S.P.A

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

* Thudc vo trung:

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

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

* Thubc khong vo tring: vién nang cimg;
thudc dung ngoai dang 1ong (chtra hormon va
chat c6 hoat tinh hormon, khéng bao géom
hormon corticosteroid va hormon sinh duc);
thudc uéng dang long (chira hormon va chét
c6 hoat tinh hormon, khéng bao gom hormon
corticosteroid va hormon sinh duc); thubc
com; dang bao ché ban ran; vién nén.

* Thudc sinh hoc: ché pham tir mau ( tir
ngudi); thude c6 ngudn gde tir dong vat.

EU-GMP

IT/38-
1/H/2012

17/02/2012

23/09/2014

Italian Medicines
Agency AIFA




Beernardo de
Irigoyen 248, of

* Co s6 san xuét 1; St. 4 No 1429 of the City
of la Plata, Province of Buenos Aires (C.P.:
B1904 CIA), Argentine Republic

Thudc khdng chira khang sinh nhém beta
lactam, chat kim té bao hodc hoat chit
hormon: vién nén; vién bao; thudc cbém;
thudc bot pha hdn dich udng; thude bot; dung

Laboratorios g]jenoscny Airg: dich thudc tiém va thudc dong khé; thudc bot PIC/S- Argentina
) v trung; thudc khong vo trung dang 16ng va 01317/13 |13/03/2013 13/03/2014 Natioanl Institute
Bago S.A. (C.P. . PR GMP
C1072AAF) dang bao ché ban ran. of Drug (INAME)
Arcentine ’ * Co s san xuat 2; St. Ciudad de Necochea
Regublic between St. Ciudad de Mar del Plata and Av.
P ' Matienzo; Industrial Park, Province of La
Rioja (C.P.: F5302CTA), Argentine Republic
Thudc chira khang sinh beta lactam: Vién
nén; vién bao; thudc bot pha hdn dich va
thudc bot pha tiém.
Consumer
* /( A Py AS ~ 14 -
Gl e S . o et
o dA”Stra"a PYlHughes  Ave[thu: vién nén; dang bao ché long: dang bao|GMP  [02034-3  |-000201L 04032004 sy iistration,
Ermington  NSV/|ché ban rin; thudc bot; thude dat. Australia
2115, Australia
The Institute for
Standarization
Teva 2 Hamarpeh St . . . and Control of
Pharmaceutical P "'I* Dang bao ché ban ran va thudc dat. EU-GMP (1322/12 08/02/2012 28/02/2015 .
) Jerusalem, Israel Pharmaceutical,
Industries Ltd. ..
Ministry of
Health, Israel
468 chemin  du French Health
* IS A A N A N
Aerofarm Littoral, 13016 ‘Thuoc \!(hong vO trung: thuoc phun mu EU-GMP HPF/FR/53/ 08/04/2011 15/10/2013 Products  Safety
dung ngoai. 2011 Agency

Marseille, France

(AFSSAP)




Doppel

Farmaceutici

SR.L

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

* Thubc khéng vo tring: vién nang mém;
thudc ding ngoai dang long (chira hormon
corticosteroid ); thudc udng dang 16ng (chua
hormon corticosteroid); dang bao ché ran
khac (thudc bot va thude cdm chira hormon
corticosteroid va hormon sinh duc); dang bao
ché ban rin (chira hormon va chat c6 hoat
tinh hormon, khéng bao gdm hormon sinh
duc); thude dat (chira hormon corticosteroid):
vien nén (chta hormon corticosteroid,
hormon sinh duc va cac hormon khac).

* Thubc sinh hoc: thudc c¢d ngudn gdc tir
dong vat: ethyl esters cua axit béo khéng no
chiét xuit tir dau cé (dang vién nang mém);
heparin va heparinoid (dang bao ché ban ran)
* Thude duoc lidu.

EU-GMP

IT/220-
1/H/2012

05/09/2012

07/07/2014

Italian Medicines
Agency AIFA

Patheon
S.P.A

Italia

Viale
Stucchi,
20900
(MB), Italia

G.B.
110
Monza

* Thude vo trung:

+ Thudc san xuat vo tring: thudc dong kho
(DNA/Protein tai t6 hop; hormon sinh duc va
hormon khac, prostaglandin/cytokine); dung
dich thé tich nhé.

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

* Thube khong vo tring: vién nang cimg;
thude bot; thude cdm.

* Thudc sinh hoc: DNA/protein téi to hop.

EU-GMP

IT/289-
11/H/2012

09/11/2012

25/03/2014

Italian Medicines
Agency AIFA




Santen

9-19, Shimoshinjo
3-chome,

Pharmaceutical Hioashivodogawa- Ministry of
Co., Ld kugOsaia Ja(fJ an. |San ham: Sancoba Ophthalmic|Japan- Health,  Labour
(Santen ! , Japan. pham: ! P P 4285 09/02/2012  |09/02/2014 |and  Welfare
i (2-14, Shikinami,|preparations. GMP
Pharmaceutical . government  of
Hodatsushimizu-
Co., Ltd. Noto ) Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
6201 South|* Thubc vo trung: dung dich thé tich 1on; zzgfcdinlz;ngdo;?];
Alcon Freeway, Fort|dang béan ran; dung dich thé tich nho (thudc UK GMP Healthcare
Laboratories Worth, Texas, |nho mat); hdn dich; gel. EU-GMP (6103/16947426/11/2010 11/10/2013 Products
Inc 76134-2099, + Thudc tiét tring cudi: dung dich thudc tiém 0005 Regulatory
United States 16n; dung dich thé tich nho (thudc nho mat). Agency MHRA
* Thudc vo trung:
Biomedica Via Morolense 87 ;rogh léi%salclliflllatﬂ\l/g ggrr:gngcl:n %h(ﬁzlcl tllalgttl\(/:g IT/32- Italian Medicines
Foscama Group|03013 Ferentino|, .’ g a ’ i EU-GMP 11/02/2013 23/06/2014
SPA (FR), Ital trung. 4/H/2013 Agency AIFA
T ey + Thudc tiét trang cudi: dung dich thé tich
16n; dung dich thé tich nhé.
Zone d'Activites|, ‘ A A s L s . French  Health
Thuoc khdng v trung: thudc dung ngoai
Pharmatis Est no 1’. 60190 dang 1éng; thudc uéng dang long; dang bao|EU-GMP HPF/FR/25 15/11/2011 10/06/2014 Products  Safety
Estrees-Saint- hé bén 14 0/2011 Agency
Denis, France |~ o0 o (AFSSAPS)
MSD 60 Tuas West Health  Sciences
International Drive  Singapore|* Thudc bot pha tiém E;II\C/:I/PS (I;/I()B;/IPllO 20/12/2012 04/01/2014  |Authority,
GmbH 638413 Singapore




Biokanol Pharma

San pham: Deplin
Solution for Injection.

600mg (Vietnam),

Kehler Str.  7,[(Co s& san xuat: Solupharm Pharmazeutische DE BW 0 q
Biokanol 76437 Rastatt,[GmbH. -Industriestr. 3, 34212 Melsungen, EU-GMP 1_G_MP__20 99/11/2011 98/06/2014 CO‘A qua’n tham
Pharma GmbH |Baden- Germany ’ 11 0117 quyén Puc
Wurttemberg, Co so dong @6i, xuat xudng: Biokanol -
Germany Pharma GmBH - Kehler Str.7, 76437 Rastatt,
Germany)
Roxane 03-0175- United States
Laboratories | oorimPUS:  OHlgu phim: Mercaptopurine tablets UsP |~ C®M12012.00-  [13/04/2012  [13/04/2014 |Food and Drug
43216, USA P .
Inc VN Administration
Roxane \ 2 . . 03-0176- United States
L aboratories Columbus, = OH|San pham: Fluticasone Propionate Nasal|U.S.CGM 2012-02-  |13/04/2012 13/04/2014 |Food and Drug
43216, USA Spray P . .
Inc VN Administration
Lot no: 423/P/A,
Sarkhet Bavla|* Thudc vé trung:
Intas Highway, Village|+ Thudc san xuit vo tring: dung dich thé tich NL/H Health care
Biopharmaceuti |Moraiya,  Talika|nho. ’ ’ EU-GMP 13/0106 01/03/2013 22/02/2016 |inspectorate, The
cals Ltd. Sanand, Guijarat,|* Thuoc sinh hoc: thuoc cong nghé sinh hoc. Netherlands
Ahmelabad, * Dugc chit sinh hoc.
382213, India
Plot numbers 457 . . ,
and 458 Sarkhej- ’ UK GMP rﬂzgfgnl;ngdo;:g
INTAS Bavla Highway,|* Thuoc khpng vO trung: vién nang cfrr}g; 17543 Insp Healthcare
Pharmaceutical [Matoda, Sanand,|dang bao ché ran khac; dang bao ché ban ran;|EU-GMP |GMP 22/01/2013 10/09/2015 Products
s Limited Ahmedabad, Vvién nén. 17543/9621- Regulatory
GUJ_arat, 382210, 0016 Agency MHRA
India
* Thudc vo trung:
or. Garn sl |1 Tl 4 L0 S s |
Mann Damm 165173, ) 8¢ nho mér) Eu-omp [201201ma15 1 1000012 |31/05i2015  |C°, QU tham
Chem.-pharm. |13581 Berlin, + Thube khong vé tring: thube ding ngodi nn quyén Duc
Fabrik GmbH |Germany '

dang 16ng; thudc ubng dang long; dang bao
ché ban ran; vién nén.




Laboratoires

6 avenue de

* Thudc vO tring: vién nang ctmng; thudc
ding ngoai dang 1ong; thudc udng dang long;

National Agency

Mayoly I'Europe,  78400|dang bao ché rén khac: dang bao ché ban ran:|EU-GMP | PRI 010012 (140612015 |7 Medicine and
. A 7/2012 Health  Product
Spindler Chatou, France  [vién nen. Safety (ANSM)
* Thuoc duoc liéu.
* Thudc vo trung:
+ Thudc san xuat vo trung: dung dich thé tich
Zone Industrielle|nho (thudc nhé mét). French  Health
Laboratoire Ripotier ~ Hapt,|+ Thudc tiét tring cudi: dung dich thé tich HPF/FR/48/ Products  Safety
Chauvin 07200 Aubenas,|nho (thubc nhé mét); thudc ciy ghép dang EU-GMP 15012 22/03/2012110/11/2014 Agency
France ran. (AFSSAPS)

* Thudc khong vo tring: thudc ding ngoai

dang long.




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

Dot 12
(Theo cong van 9412/QLD-CL ngay 14/06/2013 ctia Cuc Quéan ly dwgre)
NHA MAY , , ] NGUYE i .. INGAY HET|CO QUAN
A < DPIA CHI PHAM VI CH HA % IAY NGAY CAP P
CONG BO IA C AM VI CHUNG NHAN N TACG CN HAN CAP
Rotexmedica * Thudc vo trung:
Rotexmedica  |GmbH + Thudc san xuat vo tring: dung dich thé tich
GmbH Arzneimittelwerk |16m; dung dich thé tich nho (chtra hormon va DE_SH_01 Co gquan thim
' 1> aung dict EU-GMP | GMP 201 [14/01/2013  |16/08/2015 . qua
Arzneimittelwe [Bunsenstrabe  4,|chat c¢6 hoat tinh hormon). 3 0001 quyén DPuc
rk 22946  Trittau,|+ Thudc tiét tring cudi: dung dich thé tich -
Germany 16n; dung dich thé tich nho.
* Thudc vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
Gran Capita, 10, 2hfl)"hgl(;lcoil(ei‘:) rtlrgulggoéuéi- dung dich thé tich Ministry of
Laboratorio - 108970 Sant Joan| . "y 1o dich thé tich Ion. Eu-GMp |NCPALL8 o 030011 [o1/10/2013  |HERIN of
Reig Jofre, SA |Depsi z - A e , 001/CAT Government  of
. |* Thuoc khdng vé trung: vién nang cung; . .
(Barcelona), Spain| ., . ) LA Lz Catalonia - Spain
vién néen; vién bao; thuoc bot; thuoc uong
dang 16ng; thudc dung ngoai dang 16ng; dang
bao ché ban ran; thude dat.
. _[San pham: vién nén Asgizole (Gastro- Gidy CPP: Unltgq Kingdom's
Via G.Morgagni, . PP1011816 medicines  and
Valpharma 5 ] 47864 Resistant tablet 20mg, 40mg) 9 Healthcare
International - Co s san xuét: Valpharma International SPA|[EU-GMP |, ., |31/07/2012 N/A
Pennabilli  (RN), " s . Giay CPP: Products
SP.A Co s¢ dong goi: Lamp San Prospero SPA
Italy Cor s6 xUAt xudme: Farmea SAS PP1011817 Regulatory
. & 2 Agency MHRA
Fulton Via Marconi, 28/9{* Thubc khoéng v tring: vién nang cung; . ..
Medicinali  |20020 Arese (MI).|thuée bot va thube cém: thuée dat (hormon|EU-GMP |/ 284 los/06/2011  |20/10/2013  |'telian Medicines
. . A 3/H/2011 Agency AIFA
S.P.A Italy corticosteroid); vién nen.




Alfa Intes

* Thude vo trung:
+ Thuoc san xuat v6 trung: dang bao ché ban

Industria gg?ldiera Frat;:slj ran ( hormon corticosteroid); dung dich thé IT/98- ltalian Medicines
Terapeutica ’ -_|tich nho (hormon corticosteroid); thudc bot. |EU-GMP 17/04/2013 19/01/2015
80026 Casoria J R RN , 1/H/2013 Agency AIFA
Splendore (NA), Ital * Thuoc khong vO trung chira hormon
SR.L Haly corticosteroid: thudc ding ngoai dang long;
thudc udng dang long.
Baxter Route 3 km 142.5,[San pham: Forane (isoflurane, USP) Liquid U.S.CGM 03-0052- United States
Healthcare  of{Guayama, PR|for Inhalation P. ' 2013-01- |08/04/2013 08/04/2015 |Food and Drug
Puerto Rico 00784, USA Tén tai Viét Nam: Aerrane (isoflurane) VN Administration
* Thudc vo trung:
Ranbaxy + Thubc san xudt vo trung: thudc bot pha
Laboratoires tiém chaa penicillin, cephalosporin  va
Ranbax Industrial Area 3|carbapenem DE_NW_0 C uan tham
y penem. —— ~ |EU-GMP |4 GMP_20|03/05/2013  |07/12/2015 |-°, quan tha
Laboratoires  [A.B. Road, Dewas{* Thuoc khéng vo trung chtra penicillin va quyén Duc
o . A 13 0021
455 001 Madya|cephalosporin: vién nang ctrng; vién nén (bao -
Pradesh, India gdm ca Vién nén bao phim va vién nén bao
duong); hon dich kho.
* Thudc vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
nho.
Veerweg 12, 8121 L . ‘. . - Healthcare
Abbott ' + Thuoc tiét trung cudi: dung dich thé tich NL/H
Biologicals B.V AA Olst, ho. EU-GMP 13/0003 21/01/2013 10/01/2016  |Inspectorate,

Netherlands

* Thudc khdng vo trung: thudc udng dang
long; vién nén (chira hormon).
* Thudc sinh hoc: thuéc mién dich.

Netherlands




* Thudc vO tring chia hormon va chit c6
hoat tinh hormon; prostaglandin/Cytokine;

Cglggslilljngstechn chét m’ién dich; ’su113h01\1amides: o
ik GmbH + Thuoc séu} xuét’voltru[lg: dung d‘ich th@ t[ch
Bahnnhofstrabe 16n; dang an ché bgn rf}n; dung d}ch thé tich
gemap d’en nho (bao gom ca ché pham nho mat). 7
. + Thuoc tiét trang cudi: dung dich thé tich
Holopack vorliegenden 1, . - jang bao ché bén ran; dung dich thé tich DE_BW_0 Co quan thim
Verpackungstec |Grundrissplanen oh 6’ (b.ao odm ci ché phén; 1ho mét) EU-GMP |1_GMP_20 (19/10/2012 12/07/2015 quyén Pric
hnik GmbH vom 20.11.2007,(, P o ) Y 12 0118
73435 Abtsgmund ,Thuoc }(hong vO trung chira hor_mon va (fhat
Untergroningen co hoat 'Elnh hormon; prostaglandln/Cytoklxne;
Baden- ’ chﬁt\ _mién dich; sulphongmldes: thuoc dung
Wurttemberg, ngoai Qang lc")pg; thudc uong dang 16ng; dang
Germany bao ch§ bé_n ran. ’ _
* Thuoc sinh hoc: thuéc cong nghé sinh hoc
chira Protein téi t6 hop/ DNA va enzyme.
* Thude vo trung:
+ Thudc san xuét vo tring: thuéc dong kho (
chura hormon corticosteroid va
Biologici Italia Via Filippo|prostaglandin/Cytokine); dung dich thé tich . N
L aboratories Serpero - 20060|nho (cl}l'ra horms)n corti’(fosteroid).‘  |eu-emp IT/112- 08/04/2011 93/12/2013 Italian Medicines
SRL Masate (MI),|+ Thuoc tiét trung cuoi: dung dich thé tich 17/H/2011 Agency AIFA
o Italia nho chira hormon corticosteroid va hormon
sinh duc.
* Thubc sinh hoc: thudc c¢d ngudn gbc tir
dong vat.
* Thude vo trung:
Novartis +Thubc san xuat vo trung: dung dich thude
Pharma  Stein Schaffhauserstrass (ampoules, lo, bom tiém dong san); thudc Swiss Agency for
AG, e, 4332 Stein,| 0n&kho (o). , |PIC/S- |13-989 07/05/2013 |13/04/2015 || herapeutic
Pharmaceutical S’witzerlan d '[+ Thuoc tiét trung cudi: dun9 dich thuoc|GMP 13-988 Products
Operations (ampoules, 19; bom tiém dong san). (Swissmedic)
Schweiz * Thudc khdng vo tring: Dang bao ché ran:

vién nén; vién nang; miéng dan.




Laboratorio

Poligono

Industrial La

Spanish  Agency

* A A A ‘nat viA o

Francisco Redonda, C/IX, n| . uoc knong vo tring: vien nang cimg;|e  syp (ESIO0OHIL 1oy 00 5091 |19/29/0013  |OF  Drugs  ang
.. thuoc bot; vién nén va vién bao. 1 Health Products
Durban, S.A |2, El Ejido 04710 (AEMPS)
(Almeria), Spain

* Pia chi: Kvarnbergagatan 12 (Blow Fill

Seal) Sodertalje, 15185 Sweden:

*Thudc vo tring:

+ Thudc san xuat vo trung: dung dich thé tich .

. 2 .. Loeea o x . ) Medical Products
nho (01‘1g pI?StI,C). thuoc tiém; hon dich khi EU-GMP 24:2012/51 20/08/2012 12/05/2014  |Agency of
dung dung d¢ hit. 3533 Sweden
+ Thudc tiét tring cudi: dung dich thé tich
nho (6ng plastic): thude tiém.

* Thudc khong vo trung:thudc dung ngoai

AstraZeneca SE-151 _ 85[dang léng; thudc udng dang long.

Sodertalje, L .

AB Sweden * Dia chi: Kvarnbergagatan 12 (Freeze Dried
and Pumpspray) Sodertalje, 15185 Sweden
*Thubc vo trung:
z-dill;utoizr;;m xuat vO trung: thuoc dong kho Po012/5 Medical Products
+ Thube tiét tring cudi: dung dich thé tich| =0 CMP [2363 2111212012 |29/11/2015 | Agency of

\ A Sweden

nho (dang tiém).
*Thubc khong vo tring:thudc ding ngoai
dang long (thudc thut); dung dich va hdn
dich udng; thudc hit va thude xit.
s Infomed) oo ctor 3,|+ Thubc tiét tring cudi: dung dich thé tich|EU-GMP |22020%2/R 11811012012 |27/00/2015  |fOr Medicines and
Fluids S.R.L i , @) Medical Devices
Bucuresti, cod|lon.

032266, Romania

Romania




56, Hanjin 1-gil,

W Songak-eup, Pharmaceuticals
Pharmaceutical Dangjin-si, San pha\m: Thuoc tiém Imipenem, Cilastatin (|Japan- 15221 04/01/2012 19/10/2014 & _ Medical
. Chungcheongnam-|0,25¢g va 0,59) GMP 15572 Devices Agency,
Corporation .
do Republic of Japan
Korea
C/ San Rafael, 3, Spanish  Adenc
Pol. Ind.|* Thudc khéng vo tring: thuc ding ngoai ES/050HVI 01? Druas g any
Italfarmaco S.A |Alcobendas, dang 16ng; thudc ubng dang long; dang bao|EU-GMP 22/03/2012 22/02/2015 g g
I , X 1 .z 112 Health  Products
Alcobendas 28108|ché ran khac (thuoc bdt, thudc com) (AEMPS)
(Madrid). Espana
* Thudc khong vO tring: vién nang ctng;
. |H-1103 Budapest|thudc udng dang léng; thudc ding ngoai National Institute
Gedeon Richer| - mroi ut 19-21. |dang Iong; dang bao ché ban rén chira khang|EU-GMP |20 Y /600111 1/0010013  |23/022005  [of  Pharmacy,
PLC . e , PPV 2/2013
Hungary sinh; vién nén chtra hormon; thudc bot va Hungary
thude cdm.
6-8. Doshomachi -
- Ministry of
Dainippon 2-chome, Chuo-
Sumitomo ku, Osaka, Japan Japan- Health,  Labour
Pharma Co.,|(1450, Yasuzuka- San pham: Gasmotin tablets Smg GMP 4371 30/01/2013 30/01/2015 agt\j/emmer\]/:/elfa(r)(]ec
Ltd cho, Suzuka, Mie, g
Japan
Japan)
DSM ) 04-0177- United States
pharmaceutical | eV 1€ NClg o oham: IV Busulfex (busulfan) njection | > CCM |2012-01-  [25/05/2012  |25/05/2014  |Food and Drug
27834, USA P .. .
sINC VN Administration




* Unit 11l: Thubc khéng vé tring: vién nén,
ché pham dung ngoai da.

* Unit V: Thudc v tring: dung dich thé tich
16n va thé tich nho, thudc dong khd chua

Units I, V, VII| ;. /..
& IX chat doc té bao.
* : . £ A ALl A
Plot No. S-103, L- Hmt VI;”' T;huoc kh°”‘%‘ VO mi” g t%lu_oc .)flt Therapeutic
_ . 139 & M-62 |Mmub thudc uong da_}ng long; V|en_ nén; viéen PIC/S- MI-2010- Goods
Cipla Limited Verna  Industrial nang ctng; ché pham dung ngoai da (chua GMP CE-01151- |26/10/2011 02/10/2013 Administration.
hormon). 3 .
Area, Verna, U Australia
* Unit IX:
Salcette, Goa, 403 LA e . 2 et e
792 India + Thuoc vo trung: dung dich thé tich 16n va
' thé tich nho; thudc dong kho; bom tiém dong
san thudce.
+ Thubc khdng vo tring: si rd va hdn dich
khong vo trung.
* Thudc khong vO tring: vién nang ctng;
thuéc ubng dang long; dang bao ché rin
Khé&c; vién nén.
Bristol  Myers 4601 Highway 62|San pham cu thé: vién nén bao phim Sprycel, National Agency
. East, Mount|vién nén bao phim Baraclude, dung dich UMC/PT/2/ of Medicine and
(S:?)l:;bzn Vernon, 47620, |udng Baraclude, vién nén bao phim Eliquis, EU-GMP 2013 21/03/2013 2410772015 Health  Product
pany United States vién vang ciimg Reyataz, thuéc bot pha dung Safety (ANSM)
dich udng Zerit, dung dich ubng Abilify, vién
nén bao phim Ebyont, vién nén bao phim
Onglyza, vién nén bao phim Komboglyze.
Village National Institute
* A ALy .
Nectar Bhatolikalan, Thuoe vO trung: o for Quality ~and
Lifesciences District - Solan + Thuoc san xuat vO trung: thuoc bot pha 0GY1/2477 Organization
. . . "[tiém. EU-GMP 05/12/2011 29/06/2014  |Development in
Limited, Unit-|Barotiwala, \ 2 2 z . - 5-6/2011
. San pham cu thé: thuoc bot pha tiém Healthcare  and
VI Himachal Pradesh . . . -
. Cefuroxime, Cefotaxime, Ceftriaxone. Medicines,
173205, India

Hungary




National

ﬁllgjsi??;ma - ;.is ';/lartg;\?mb?: * Thude vO triing: vién nang cimg; thudc bot; FOOL/SL/H/ Authority of
. Po, | auoc Vo rung. g cung; Thuoe bOLI ey GMP |AF/001/201[24/01/2013  |12/12/2015  |Medicines  and
Farmaceutica, [3045-016, thudc com; vién nén.
S A Portuaal 2 Health Products,
' g I.P, Porrtugal
Unit Il Block A&
B, Formulations,
Plot no 22-110 Spanish  Agency
i * A A A Nnat viA T o
H_ete:ro Labs Indu_strlal Area .AThuf)C k_hAong vO trung: vién nang cung; EU-GMP ES/034H/1 95/04/2013 28/07/2014 of Drugs ang
Limited Jeedimetla, vién nén; vién bao. 2 Health Products
Hyderabad 500 (AEMPS)
055 (Andhra
Pradesh) India
Via  Provinciale
. Schito 131 - . .
Novartis FarmMalanoss — Torre|* Thuéc khong v trimg: vién nén. u-oMp 1130 1131022013 [20/03/2015  |!alian Medicines
S.P.A . 5/H/2013 Agency AIFA
Annunziata (NA),
Italy
Ronda de Santa|* Thubc khong vo tring: vién nén (bao gom Ministr of
Novartis Maria, 158, 08210|ca thudc hudng than); vién bao (bao gom ca NCF/1227/ Health y of
Farmaceutica |Barbera Del|thuc huéng than); vién nang ctimg (bao gom|EU-GMP 18/10/2012  |01/09/2015
, J \ X L i A s N e 001/CAT Government  of
SA Valles ca thudc hudng than, chat kim t€ bao); vién Catalonia - Spain
(Barcelona), Spain|nén bao phim (vdi duong). P
PO BOX 3068,|* Thudc vo trung: United Kingdom's
. FENPUNR . 2 o UK GMP -
927 South Curry[+ Thuoc san xuat v0 trung: dung dich thé tich medicines  and
Baxter Pike 6n; thube dong kho; dung dich thé tich nh¢ 18058 Insp Healthcare
Pharmaceutical |\’ Ofl; TH0e Tong 110, CURE et the HEA O |EU-GMP |GMP 01/12/2011  |13/06/2014
. Bloomington, IN|+ Thuoc ti¢t trung cuoi: dung dich thé tich Products
Solutions LLC . \ X 2. . 18058/1036
47402, United|16n; dung dich thé tich nho. 7-0009 Regulatory
States * Thudc sinh hoc: thude mién dich. Agency MHRA




* Thuoc vo trung;:

. Route de Marsat, . YR S S N French Health
Laboratoires Riom 63963 + Thuoc san xuat vO trung: thuoc dong kho; HPE/ER/57/ Products  Safet
Merck Sharp& ' dung dich thé tich nho. EU-GMP 12/04/2012 08/02/2015 y

. Clermont-Ferrand . 2 . £ 2012 Agency
Dohme-Chibret * Thuoc sinh hoc: thuoc mién dich; thudc
Cedex 9, France . . (AFSSAPS)
cong ngh¢ sinh hoc.
Abbott
Laboratories, * Thudc khéng vo tring: vién nang cimg;
Abbott Plant Neustadt  |dang bao ché rin khéc (chira hormon va chét DE_NI_02_ Co ouan  thim
Laboratories  [Justus-von-Liebig-|c6 hoat tinh hormon). EU-GMP [GMP_2013 |18/03/2013 28/02/2016 u éanl’rc
GmbH Str.33 * Thudc sinh hoc: thudc c¢d ngudn gbc tir _0007 e
31535 Neustadt a.|nguoi va dong vat.
Rbge. Germany
Thana, Baddi. UK GMP Unltgq Kingdom's
L 19564. Insp medicines  and
Alkem Nalgarrh, District), Thude khdng vo tring: vién nang cung; GMP Healthcare
Laboratories Solan, Himachal| ., uoc g g g cung; EU-GMP 24/05/2011 13/12/2013
. vién nén. 19564/ Products
Limited Pradesh, In
173205, India 1094393- Regulatory
’ 0002 Agency MHRA
Village 2 R A A .
Jawaharpur, Off * Thuoc khdng vo trung: vién nén; vién nang MI- Therapeutic
Ind-Swift ’ .[ctrmg (khdng chira cac nguyén liéu penicillin,|PIC/S- 12072006- Goods
Limited Eﬂéé D?;Z?:SSI_’ cephalosporin, steroid, hormon va chat ung|GMP CE-000748- 08/05/2010 16/10/2013 Administration,
140507 thu). 11 Australia
Survey No. 41,
| Bz_;lchupally UK GMP Unlt_ed_ Kingdom's
Dr Reddy's|Village, medicines  and
Laboratories  |Qutuballar * Thubc khéng vo tring: vién nang cung; 8512 Insp Healthcare
- o ' IEU-GMP (GMP 13/08/2012 23/04/2015
Limited FTO-|mandal, Ranga(vién nén. Products
. - 8512/17970-
Unit 3 Reddy  District, 0006 Regulatory
Andhra Pradesh, Agency MHRA

In-500 090, India




United Kingdom's

3102/A.G.1.D.C UK GMP medicines and
RPG Life|Estate, * Thudc khong v tring: vién nang cimg; 18333 Insp Healthcare
Sciences Ankleshwar, | " g g 9 CMESIEY-GMP [GMP 31/08/2012  [24/08/2015 |1
Limited Gujarat, 393 002, ' 18388/1080
India 6-0004 Regulatory
Agency MHRA
* A A \ . H H [
H-14/2,  MIDC, Thuczc v? mm;g' o . o UK GMP Unlt_eq Kingdom's
. + Thudc san xuat vo trung: thudc nho mat. medicines  and
Wockhardt waluj, + Thubc tiét trang cudi: dung dich thé tich 8913 Insp Healthcare
/oc Arurangabad, _woc tigt TUNg cuor: dung < EU-GMP |GMP 10/08/2011  |17/01/2014
Limited 16n; dung dich thé tich nhé. Products
Maharashtra State, |, < . A on , 8913/41464-
In 431136. India Thuoc khpng vO trung: vién nang cung; 0005 Regulatory
' dang bao ché ran khac; vién nén. Agency MHRA
L-1, MIDC, . . .
Jalgaon Road, UK GMP Unlt_eq Kingdom's
Chikal Thana 8913 Insp medicines —and
% A ~ A LN ea ;L
Wockhardt |y 1oharashtra State,| L 1u0¢ KNong vo trung: vien nang cing;| ey oyip |gmp 27/05/2011  |11/01/2014 | calthcare
Limited vién nen. Products
Aurangabad, 8913/18322; Regulatory
Maharashtra State, 0004 Agency MHRA

In 431 210, India




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

Dot 13
(Theo cong van 11525/QLD-CL ngay 19/07/2013 ciia Cuc Quaén ly duoc)
NHA MAY , , ] NGUYE i .. |NGAY HET|CO QUAN
A < PIA CHI PHAM VI CH HA z IAY NGAY CAP "
CONG BO IA C AM VI CHUNG NHAN N TACG CN HAN CAP
. |Céac san pham chira penicillin: .
GlaxoSmithKli 1061~ Mountain|, Thube v6 tring: dung dich; hén dich; thude Therapeutic
ne Australia pty| 19MW&Y: BOronial i hude thut PIC/S-— IMI-2001-Lh /000012 |11/08/2015  |©00%
Yivic 3155 | oM tuoc k. - GMP  |04378-3 Administration,
Ltd . * Thuoc khdng vo trung: vién nén; vién nang .
Australia , z Australia
cung; thudce thut.
Lot. 89, Jalan
Enggang, National
Sterling  Drug|Ampang/Ulu o NJA A iAo A AL P Pharmaceutical
(Malaya) Sdn|Kelang Industrial 6Z'e2agerl'(’3n"'e” nén dai, thuoe bot; thuoe 2',\(/:'/:’ 182/13  |19/04/2013  |24/02/2015 |Control Bureau,
Bhd Estate, 54200(ONE GanE fong: Ministry of
Selangor, Health Malaysia.
Malaysia
Mobilat
Produktions
Mobilat GmbH « z R . JOR . DE_BY_04 2
Produktions  |Luitpoldstrasse 1, dazh‘fgﬁ kgzzg k‘)’;otcrﬁ?%é;hl};‘r’f dung ngodil ey svip | GMP 201 [28/03/2013  |12/12/2015  |° *nq;?rr:: tham
GmbH 85276 ang fong, cang © ' 30050 quye
Pfaffenhofen,
Germany
National Institute
Extractum IV. Korzet 6 g)rrgar?il;ZtliIg; o
. ] X ~ ~ N . “ A , . |
Pharma —— ZIU/\ . feherto, 6413 | Lruo¢ khong vo tring: vien nang cing; g, oyp (OGYIA7001, 6,0, 5015  |13/02/2016  |Development  in
Extracum thuoc bot va thuoc com; vién nén. 5/2013
Hungary Healthcare  and
Pharma Co. Ltd L
Medicines,

Hungary




* Thubc khdng vd tring chtra chat co hoat

French National

Cenexi IiZ)ntoiser,ue 95538 tinh hQrmon: vi?n nang cung; dang bao ché EU-GMP HPF/FR/61/ 97/03/2013 13/07/2015 Drug and Health
OSNY . France ran kh?c; viénnén. i 2013 Products  Safety
' * Thuoc sinh hoc: thuoc mién dich. Agency (ANSM)
. San pham: Exjade/Asunra Dispersible tablet
Er?:r?rrmgs Stein S,Chazfgggser;ttr;sri ((Co s déng goi cap 2: Pharmal.og Pharma) ;oo (0411316209 |05 0, [13-4-2015 E/lu;guiﬁgs
. Logistik GmbH, Simenstrase 1, 59199 3
AG Switzerland Agency
Bonen, Germany)
* Thudc vo trung:
. Zone Artisanale|+ Thudc tiét tring cudi: dung dich thé tich French  Health
Eﬁ‘;ﬁﬁ:re Errobi,  64250|lon; dung dich thé tichnhs. EU-GMP g'oplFZ/FR/ S\2810312012  |16/09/2014 |Safety  Agency
Itxassou, France |* Thuoc khdng vé trung: thudc uong dang (AFSSAPS)
long.
* Thude vo trung:
+ Thudc san xuat vo trung: thudc doéng khd
(chtra chat doc té bao/chat kim té bao).; dung
. dich thé tich nho (chira chat doc té bao/chat
Actavis ltaly ;/(;gljast;ilur, A0 im bao). eu.emp |74 08012013 |17/05/2015 | 'talian Medicines
SP.A MD, laly SV Thude tigt trung cudi: dung dich thé tich| 14/H/2013 Agency AIFA
’ nho (chtra chat doc t€ bao/chat kim t& bao;
hormon sinh duc).
* Thudc khdng vo trung: thudc udng dang
long (chira hormon sinh duc).
10 rue Colonel\, Thudc khdng vo tring: vién nang cung; National Agency
Delpharm Charbonneaux, Lz . N P HPF/FR/16 of Medicine and
Reims 51100 Reims. Ll;\l;(;c.vlilé)rr]liégang long; dang bao ché ran|EU-GMP 3/2012 27/08/2012 24/05/2015 Health  Product
France ’ ' Safety (ANSM)




* Thubc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
nhé chra hormon va chat c6 hoat tinh

hormon  (khéng bao gdm  hormon
. . _|corticosteroid va hormon sinh duc).
ltalfarmaco |2/ 4¢  FUNIOL "y & tigt triing cudi: dung dich thé tich IT/28- ltalian Medicines
Testi, 330-20126| "U0¢ tiet ffUng cuor: dung dich the TCh e, ~\p 07/02/2013  |26/10/2015
SPA Milano (M), Ital nho. 1/H/2013 Agency AIFA
@Y 1« Thude khang vé tring: vién nang cing;
thude bot va thude cdm; vién nén.
* Thudc sinh hoc: thudc ¢6 ngudn gdc tir
dong vat (dung dich thé tich nho san xuét vo
tring hodc tiét tring cudi).
SALF S.p.A|Via G.Mazzini, 9 {* Thudc vé trung: . .
Laboratorio  [24069  Cenate|+ Thuéc tiét tring cudi: dung dich thé tich|EU-GMP %2/2210 12/11/2010  |06/10/2013 ga';z 'Xlegf”es
Farmacologico |sotto (BG) - Italy [nho; dung dich thé tich 16n. gency
Sanofi gioisymlgj B:ce * Thudc khong vO tring: vién nang ctng; French National
Winthrop 60205 ding b,aO che’ran khac (ch\ua cAephf;lIosporl,n); EU-GMP HPF/FR/70/ 10/04/2013 07/12/2015 Drug and Health
. . vién nén (chira hormon va chat cé hoat tinh 2013 Products  Safety
Industrie Compiegne, . .
hormon; cephalosporin). Agency (ANSM)
France
870 Parkedale . French Health
JHP * Thuoc vo trung:
Pharmaceutical |R020r  ROCNESter) - & san xuit vo tring: thuée dong kho:|[EU-GMP [20sYIMCN 151001011 |18/03/2014  [PrOTUCts  Safety
SLLC 48307, Michigan, thube civ ohén dane rin PT/007 Agency
USA uoc cay ghep dang ran. (AFSSAPS)
Palpa 2862- Eﬁ?i?ﬁsltration of
Bioprofarma | LAPoratorios  Imaj* Thudc déng khod; dung dich thubc tiém PIC/S- Druas. Food and
P Saic, of the City|(khong tiét tring cudi véi céc thude chira 01517/13 |07/06/2013  |07/06/2014 g,

S.A

of Buenos Aires,
Argentina

chét kim té bao); dung méi pha thube.

GMP

Medical Devives,
Argentina
(ANMAT)




* Thudc chira khang sinh (khong bao gém
penicillin va cephalosporin): thuéc kem; vién
nang cung; dung dich; vién nén.

* Thudc chira hormon va steroid: thudc kem;
vién nang mém; kem dudng; dung dich; hdn
dich; vién nén.

Corner Te Pai|* Céc ché pham (khdng bao gdm vitamin) c6
Douglas Place and Cen_tral li_éAu nho hon ?oéc bé?mfg 5m_g: vién nang c@ng; New_ _ Zealand
manufacturing Pgrk Drive, vLen Qang I‘I}em;’ Elixir; Siro ho; dung dich;|PIC/S- TT60-42-16 10/04/2013 19/10/2014 Med!cmes _and
Ltd Lincoln, hon d;gh; vién nén. ’ o GMP 3-3 Medical Dev_lces
Auckland,  New|* Thuoc chong ung thu, thuoc tc ché mién Safety Authority
Zealand dich (khong bao gom steroid): vién nang
mém; vién nén.
* Thudc khac: thubc kem; vién nang ctng;
vién nang mém; thudc udng nho giot; Elixir;
Gel; siro ho; kem dudng; thuéc md; thube
bot; dau goi; dung dich; hdn dich; siro; vién
nén.
No. 6, kuang Yeh|* Thudc khong vd tring: dang bao ché long
Synmosa 1st Road, Hu-Kuo|(hén dich; dung dich); thuéc phun mu; dang
Biopharma Hsiang, Hsin-Chu|bao ché rin (vién nén bao duong; vién nén|PIC/S- Department o
: ’ . . N Lo 8241 15/05/2013 23/12/2015 |Health  Taiwan,
Corporation, Ind. Park, Hsin|bao phim; vién nén; thudc b(_)t;’ vién nang). GMP RO.C
Synmosa Plant |Chu Hsien,|* Dugc chat hormon (san xuat vién nén bao e
Taiwan, R.O.C phim)




Co s& san xuat:

Ma'abarot Ind.
Zone, Emek
. Hefer: Isra}el .. |* Thubc khong vo tring (khéng bao gom The Institute for
Trima, Israel|Co s& dong goi:f . , £ en A bn ) .

. . thuoc chira hormon, chat doc t€ bao, khang Standarization
Pharmaceutical | Kibbutz sinh nhom betalactam: vién nang cimg; thudc|PIC/S- and Control of
Products, Ma'abarot, Emek|” . . am. VISR Nalg cums; B1uoc 1411/13  |24/04/2013  |23/04/2015 .

, dung ngoai dang long; thudc uong dang long;|GMP Pharmaceutical,
Ma'abarot Ltd.,|Hefer, Israel PO A X g L X .
\ .z__|thuoc bdt; dang bao che ban ran (bao gom ca Ministry of
Israel Co s0  kiém i o
n steroid); vién nén. Health, Israel
nghiém: Even
Yehuda Ind. Zone,
Emek Hefer,
Israel
* Thudc vo trung:
Parque Industrial|+ Thudc san xudt vo tring: dung dich thé tich National
Laboratorios  |Manuel Lourenco|lén; thudc dong kho; dung dich thé tich nho. .
Basi - Industria|Ferreira, Lotes 15|+ Thuéc tiét tring cudi: dung dich thé tich FOL6/S2/H) Authority of
. ' oo gt TN cuow: Glng < EU-GMP |AF/001/201|31/07/2012  |25/07/2015 |Medicines  and
Farmaceutica, |e 16, Mortagua,|lén; dung dich thé tich nho.
£ R N S . 2 Health Products,
S.A 3450-232, * Thuoc khéng vo6 trung: thudc dung ngoai
, Xk \ \ I.P, Porrtugal
Portugal dang long; thudc uong dang long; dang bao
ché ban ran; thude dit.

. - \ 2 , 03-0182- United States
Piramal Critical|Bethlehem, PA S?n _pham. Sevoflurane, USP Inhalation|U.S.CGM 2013-04-  |10/05/2013 10/05/2015 |Food and Drug
Care Inc 18017, USA Liquid P . .

VN Administration

. . \ - . 03-0182- United States
Piramal Critical|Bethlehem,  PA([San p.ham. Isoflurane, USP Liquid for|U.S.CGM 2013-01-  |10/05/2013 10/05/2015 |Food and Drug
Care Inc 18017, USA Inhalation P . .

VN Administration
UK GMP Umt_eq Kingdom's
F-4, F-12 medicines  and
Mylan M.1.D.C * Thubc khéng vo tring: vién nang cing; 23068 Insp Healthcare
Laboratories SR _nuoc Khong g 9 CMEIEU-GMP |GMP: 21/03/2013  |19/11/2015

. Malegoan, Sinnar,|vién nén. Products

Limited In-422 113-India 23068/ Regulator
22382-0005 guiatory

Agency MHRA




Ruta 12 Km 452

(3107)  Colonia|* Thubc vo trung: dung dich thé tich nho French  Health
. Avellanada, (chat doc té bao/chat kim té bao). 2011/UMC/ Products  Safety
Eriochem DPTO  Parana,|San pham cu thé: dung dich tiém Docetaxel| =" CMF |prjong  [PO/10/2011  119/08/2004 ) oncy
3100 Entre Rios,|(20mg, 80mg, 200mg). (AFSSAPS)
Argentina
MSD
International |70 Tuas West|, £ A Y S S Health  Sciences
GmbH Drive  Singapore léglfuv"i‘;nkgzggv‘i’gntgﬂg'Cﬁf pham xit dang Z'I\C;I/PS %'52"“30 04/02/2013  |03/02/2014  |Authority,
(Singapore 638414 & ’ & cung. Singapore
Branch)
* Thudc vo trung: :
. . L LA . 2 e Austrian
sandoz GmbH - Biochemiestrabe [+ Thudc san xuat vo trung: dung dich thé tich INS- Medicines  and
10, 6250 Kundl,|nho. EU-GMP |481922- 18/03/2013 04/02/2016 . .
BPO Kundl i L. . . Medical Devices
Austria * Thuoc sinh hoc: thuoc cong nghé sinh hoc. 0025-001 Agency (AGES)
* Dugc chit c6 hoat tinh hormon. gency
1, 2 & 3, Jalan|* Thudc chua khang sinh Cephalosporins: National
Kotra Pharma TTC 12, Cheng|vién nén; vién nang; thudc bot; thube tiém PIC/S- Pharmaceutical
(M) Sdn Bhd Industrial Estate, [thé tich nho. GMP 126/12 20/03/2012 20/11/2013  |Control Bureau,
75250, Melaka,|* Thubc gel v trung; thudc udng va thudc Ministry of
Malaysia dung ngoai dang 16ng; thudc kem; thudc md. Health Malaysia.
Pl_ot No 255/1, UK GMP Unlt_eq Kingdom's
Village Athal, medicines  and
Ipca Silvassa, Dadra|* Thudc khong vé tring: vién nang cing; 17549 Insp Healthcare
Laboratories / | g g 9 CMSIEy-GMP |GMP 14/03/2011  |22/11/2013
Limited and Nagar Haveli|vién nén. 17549/8014. Products
(U.T), In-396230, 0002 Regulatory
India Agency MHRA
Baxter 2 Woodlands Ind Health  Sciences
* A A ~ 5 a X _
Healthcare SA|p i D street 2| 1huoc VO trung dang long (khong bao gom|PIC/S- |\ 6160 |15/05/2013  |06/05/2014  |Authority,
Singapore . thudc tiém). GMP )
Singapore 737778 Singapore

Branch




* Thude vo trung:
+ Thuoc san xuat vO trung: thuoc dong kho;

United Kingdom's

Emcure Plot No.P-2, IT . I \ A LA UK GMP .
) dung dich thé tich nho; thuoc san xuat vo medicines and
Pharmaceutical |Park, Phase ”’t‘ khac (chit doc té bio) 21553 Insp Healthcare
s Limited (OSD|MIDC, Hinjwadi,| /7% 5™ S0 0¢ #0805 o [EU-GMP |GMP 30012012 [21/11/2014 |12 1
and Potent|Pune, In 411 057, ho uoe te g cuor g dich the 21553/2199 Reaulator
Injectables) India Loz R A e n , 2-0005 g y
* Thuoc khdng vo trung: vién nang cung; Agency MHRA
Vvién nén.
Emcure Plot No P-1 ITBT|, U United Kingdom's
Pharmaceutical [Park, Phase-lI Thquc V? tmn%‘ N S N UK GMP medicines  and
S LimitedIMIDC.  Hiniwadi + Thuoc san xuat vo truang: thuoc dong kho; 21553 Insp Healthcare
. ' JWaTL | 4ng dich thé tich nho; thudc tiém dong sin. |EU-GMP |GMP 30/01/2012  |21/11/2014
(Sterile Pune, Maharashtra SN £ ) ' Products
+ Thuoc tiét trung cudi: dung dich thé tich 21553/2387
Products State, Ind-411 ho 410-0002 Regulatory
Division) 057, India h Agency MHRA
Avda. de
Glaxo Extremadura, 3.-|* Thubc khdng vo tring: vién nén; thudc Co quan tham
Wellcome. S.a |09400-Aranda De|phun mu; dung dich uéng va dung dich nho|EU-GMP |3167/78/12 |19/12/2012  |25/11/2013 |quyén Tay Ban
"~ |Duero (Burgos),|mii. Nha
Spain
;3;3;2 MlSSlstzl:tgha Health  Products
GlaxoSmithKli | . . . 2 Lz . Canada- and Food Branch
Mississauga, San pham: dung dich uong Epivir 52787 04/12/2012 04/12/2013
ne Inc. Ontario  Canada GMP Inspectorate,
LEN 6L4 Canada
National Institute
Chinoin 9112 for Quality and
Pharmaceutical Vereseavhaz OGY1/7642. Organization
and Chemical Levai 9y U ’ 5 * Thudc khong vé trung: vién nén. EU-GMP 22013 10/04/2013 22/03/2015 |Development in
Works Private Hungar ' ' Healthcare and
Co. Ltd gary Medicines,

Hungary




Rua da Estacao n.

* Thubc vo trung:

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

42 vala  do cephalosporin) National
L aboratorios Ca'rre ado + Thudc tiét tring cudi: dang bao ché ban FO15/S1/H/ Authority of
gado, ran; dung dich thé tich nho; thudc cdy ghép|EU-GMP |AF/001/201|23/01/2012  |11/11/2014 |Medicines  and
Atral, S.A Castanheira  do .
. dang ran. 1 Health Products,
Ribatejo,  2600- ) R A ,
* Thuoc khdng vO trung: vién nang cung; I.P, Porrtugal
726, Portugal ISR . \ N
thuoc dung ngoai dang long; thudc uong
dang 16ng; dang bao ché rin khac (thudc bot
va thudc cém chira cephalosporin); dang bao
ché ban ran; thudc dan; vién nén.
130 Simeonovsko|, £ R A . .
Adipharm Ead |shose Bivd, Sofia| , L1u0¢ KnOng VO tring: vién nang cimg)\p, sy BG/GMPIZ 1,1 50,0011 115/07/014  |BUI9AMAN - Drug
. vién nén; thuoc bot pha dung dich uong. 011/022 Agency
1700, Bulgaria
Pymepharco Joint
Stock Company
Pymepharco Il—I?J(ae-lg(i’reel:lgu}l'lﬁn * Thubc khong vo tring: vién nang ctn DE_HE 01 Co quan tham
Joint  Stock eet, 1uy)” Thuoe Khong vo tring. aNg CNgley.GMP | GMP_201 [21/05/2013  |08/02/2015 , dua
Hoa City, Phu|chua khang sinh nhém cephalosporin quyén Dirc
Company . 3_0061
Yen Province,
Vietnam, Viet
Nam
San pham: vién nén phdng thich kéo dai
Via Ranco 112|Macorel
Valpharma (loc.  Serravalle)|(Co so san xuét: Valpharma S.P.A IT/E/IGMP/ Italian Medicines
SP.A 47899, San|Co s& dong goi: Elpen Pharmaceuticals. Inc - EU-GMP 7-1/2013 06/03/2013 24/05/2015 Agency AIFA
Marino Marathonos Ave.95, Pikermi Attiki, 19009,

Greece)




Merck Sharp &

Via Emilia, 21-

* San pham: Fosamax; Januvia 25mg;
Januvia 50mg.

. ) (Co s& san xudt: Merck Sharp & Dohme i IT/118- Italian Medicines
;)(;hze (Italia) |2t2|1i20 Pavia (PV), (Italia) S.P.A; EU-GMP 17/H/2012 24/04/2012 20/07/2014 Agency AIFA
o Co s¢ dong goi: Merck Sharp & Dohme
Australia Pty Ltd).

Survey No 47,
Dr. Reddy's S?ICIZusally State
Laboratories Qutbg”’a L | Thude vo tring: oicjs. 00512013/ Administration of
Ltd, Biologics P + Thudc san xuét vo tring: dung dich thé tich AUMP/GM |13/05/2013  |20/03/2015  |Ukraine on

Mandal, Ranga| |, . SO . : GMP ..
Development ..~ |nho ( dung dich thudc tiém Grastim; Reditux) P Medicinal
Center Reddy — District Products

Andhra Pradesh,

India

Route 3 Km .
Baxter . i - 04-0018- United States
Healthcare  of|-+2> Guayama,|San pham: Suprane (desflurane, USP) Liquid|U.S.CGM |41 1 135/0412013  |30/04/2015 |Food and Drug
Puerto Rico Puerto Rico|for Inhalation P VN Administration

00784, USA

* 4501 Colorado

Boulevard, Los

Angeles, CA
Baxter 90039, USA San pham: Hemofil M (Antihemophilic US.CGM leT 2415-13 United States
Healthcare * 1700 Rancho|Factor (Human) Method M, Monoclonal| "~ 21/05/2013 21/05/2015 |Food and Drug

. . e . . P WHO .. .

Corporation Conejo Purified, nanofiltration) Administration

Boulevard,

Thousand  Oaks,

CA 91320, USA

Route 3 Km .
Baxter , 2 - 04-0153- United States
Healthcare  of 142.5, Guayama, San pl.lam' Sevoflurane, USP Liquid for|U.S.CGM 2013-05- |13/05/2013 13/05/2015 |Food and Drug
Puerto Rico Puerto Rico(Inhalation P VN Administration

00784, USA

Avda de la San p?arqn: VleAn nén bao phim Clalls Spanish  Agency

Industria 30 (Co s0 san xuat: Lilly Del Caribe, Inc SGICM/CO of Drugs  an
Lilly, S.A ! '|Co s6 déng goi: Lilly, S.A - Avda de la|EU-GMP 20/11/2012  |21/06/2015 g5 ang

Alcobendas 28108 Industria, 30, Alcobendas 28108 (Madrid) NT/SPL Health Products

(Madrid), Spain R ' (AEMPS)

Spain




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

1389, Trasad|* Vién nén: san pham cu thé: Ethambutol
Cadila Road, Dholka-|400mg; Ethambutol/Isoniazid 400/150mg;
Pharmaceutical |{387810, Dist,|Pyrazinamide 400mg; Prothionamide 250mg;|EU-GMP f;;oAé;\_l//zo 12/04/2013 23/11/2015 i/la;?jicﬁgingtv?;
s Limited Ahmedabad, Isoniazid/Rifampicin 75/150 mg; '
Gujarat, India Ethambutol/Isoniazid/Pyrazinamide/Rifampi
cin 275/75/400/150mg;
Ethambutol/Isoniazid/Rifampicin 275/75/150
mg.
1389 Trasad UK GMP rizgfc?n};ngdo;?];
Cadila moad Bholka | Thudc khéng vo tring (khong bao gém 20872 Insp Healthcare
Pharmaceutical ’ 'lthuc chira Rifampicin): vién nang ctng;|EU-GMP |GMP 28/06/2012 20/03/2015
L Ahmedabad, IN| .. Products
s Limited . Vvién nen. 20872/1401
387 810, India 3-0004 Regulatory
Agency MHRA
Stichting Plesmanlaan 125|* Thudc vo trung: Health care
Sanquin 1066 CX|+ Thubc san xuat v tring: dung dich thé tich NL/H )
Bloedvoorzieni |Amsterdam  Thellon: thude dong kho: dung dich thé tichnho |0 CMF |13/0009  [22/03/2013  |31/01/2016  Jinspectorate, The

ng

Netherland

(Céac ché pham tir méau)

Netherlands




Haupt Pharma
Wolfratshausen

* Thubc vo trung:

+ Thudc san xuat vo tring: dung dich thé tich
16n (chtra hormon va chat c6 hoat tinh
hormon, chat doc té bao/chat kim té bao);
dung dich thé tich nho (chira hormon va chat
c6 hoat tinh hormon; chit doc té bao/chat
kim t& bao); hdn dich va thubc xit (chua
hormon va chét c6 hoat tinh hormon).

+ Thudc tiét tring cudi: dung dich thé tich

Haupt Pharma) GmbH 16n (chtra chit doc € bao/chit Kim té bao): DE_BY_04 Co quan thim
Wolfratshausen Pfaffenrieder| o \© .ua ¢ ? . 00 eg aof aA A ? < |EU-GMP | GMP_201 (02/11/2012 26/07/2015 N N d . a
dung dich thé tich nho (chat doc té bao/chat quyén DPuc
GmbH Strabe 5, 82515| . ° " . x .. , .z 2 0121
Kim t& bao); hon dich (chira hormon va chat
Wolfratshausen, , ,
German c6 hoat tinh hormon).
y * Thubc khong vo tring: vién nang cimg
(chtra hormon va chat c6 hoat tinh hormon);
thuéc dung ngoai dang long; thudc ubng
dang 1ong; thudc bot va thude cém; dang bao
ché ban ran (chira hormon va chat c6 hoat
tinh hormon); vién nén (chira hormon va chat
c6 hoat tinh hormon).
* Thudc vo trung:
+ Thudc tiét trang cudi: dung dich thé tich
Via  Cacciamali nho.
P A A N N . -a , _ - ..
Mitim S.R.L  |34/38-25125 Thuoe khong VO trung: vien nang cing\p\, oo (IT/818- oz 50019 log/gg/pp14  [lt8l1an Medicines
. (chwra pemicillin); thudc uong dang long; 16/H/2011 Agency AIFA
Brescia (BS), ltaly|, . . | L% , - Y.
thuoc bot va thuoc com (chua penicillin);
dang bao ché ban rin; vién nén (chira
penicillin).
Sarkhej Bavla .
Cadila N.HNo 8 A |* Thudc khdng vo tring: vién nang cing; UMC/PT/L glfatﬁgzliciﬁgezsg
Healthcare Ltd Moraiya, Tal.[vién nang mém; vién nén; thuoc phun mu;|EU-GMP 0/2012 05/12/2012 08/06/2015 Health Safety

Sanand, Dist.
Ahmedabad, India

miéng dan.

(ANSM)




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

* Dung dich thudc tiém; thudc bot dong kho
(bao gdm céc hoat chat sinh hoc, khdng bao
gom thudc chira khang sinh betalactam, chat

PIC/S-

National
Administration of
Drugs, Food and

Bio Sidus S.A cgu“;[::S City of Kim (& pé(), hormon) o | GMP 02317/13 |12/06/2013 12/06/2014 Medica_l Devives,
Argentin’e * Thude bot (pha hon dich udng chira hoat Argentina
. chat sinh hoc). (ANMAT)
Republic
Omega 10 850 Hamon, Health  Products
Laboratories I(\:/l:nr:(:fl’ QueHbBeI\c/i San pham: Pamidronate Disodium 9.0 mg/ml g?\;?)da_ 46210 27/03/2013 27/03/2014 ?:sdpei(t)(()):jatsramh

Ltd

3A2

Canada




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

Dot 14
(Theo cong van 13339/QLD-CL ngay 16/08/2013 ciia Cuc Quaén ly duoc)
NHA MAY , , ] NGUYE i .. |NGAY HET|CO QUAN
A p PIA CHI PHAM VI CHUNG NHAN i |GIAY CN [NGAY CAP e
CONG BO : . . Iil __TAC HAN CAP
. . * Thudc vo trung: . . .
SmithKline Clarendon Road,|+ Thudc san xut vo tring: thudc cdy ghép UK MIA United Kingdom's
Beecham  Ltd . P X o X , T medicines  and
TA Smithkline Worthing,  West|dang ran (bao gom ca thuoc chira penicillin). 10592 Insp Healthcare
Sussex, BN14[* Thubc khéng vo tring: vién nang cing;|EU-GMP |GMP 12/12/2012 15/10/2015
Beecham . N e L L z Products
) 8QH, United|dang bao ché ran khac; vién nén; thuoc 10592/3922-
Pharmaceutical |, R o PR . N Regulatory
Kingdom khdng vo trung khac (vién nang ctirng va vién 0024
S . , L 1 Agency MHRA
nén chira penicillin, clavulanate/amoxcillin.)
Stiefel Finisklin Business|, 2 o N £ s - . -
Laboratories  |Park, Sligo,| . [hudc khong vo trung: thuoe dUng ngodil e, yip 19011083 |23/02/2012  |08/0ar2014  |IMSP  Medicines
dang 16ng; dang bao ché ban ran. Board
(Ireland) Ltd Ireland
zoning Industriel Thudc khéng vo tring: vién nang ctmg; vién
Rue ~ du Parc nang cung (chtra Prions genotoxics hoac Federal ~ Agency
>M.B Industriel 39, teratogens). Vién nang mém; Thudc duﬁg Eu-oMp |BE2012008) 010310012 |7711/2015 |0 Medicines and
Technology SA |Marche-en- - \ Lz \ 7 Health Product of
ngoai dang long; Thudc udng dang long; .
Famenne, B-6900,|. . n Belgium
. Vién dan; Vién nén.
Belgique
* Thudc khong vo tring: vién nang cimg;
thudc ubng dang long (chtra corticosteroid va
cac hormon khac, khéng bao gom hormon
Via Bernardo|sinh duc); thudc bot va thude cém; dang bao
. Quaranta, 12 -|ché ban rin (chtra hormon va céc chat c6 IT/84- Italian Medicines
Mipharm S.P.A 20141 Milano|hoat tinh hormon, bao gdom ci hormon EU-GMP 7/H/2013 29/03/3013 23/11/2015 Agency AIFA
(MI), ltaly corticosteroid); thudc dan; vién nén (chta

hormon corticosteroid va hormon sinh duc).
* Thudc sinh hoc: thudc cd nguon goc tur
dong vat.




Poligon Industrial

Can Jardi, Avgda.| * Thudc khdng vo trung: thube bot; thudc NCF/1318/ L/Ielz;;:ry 2:
Lainco, SA Bizet, 8-12, 08191 |udng dang 16ng; thudc ding ngoai dang long;|EU-GMP 20/06/2013 01/03/2015
N IOV 001/CAT Government  of
RUBI dang bao ché ban ran. . .
. Catalonia - Spain
(Barcelona), Spain
* Thudc vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
16n; thudc dong kho; dung dich thé tich nhé.
BAG Health Care|* Thudc sinh hoc: thuéc mién dich; thube
GmbH diéu tri t& bao; thudc cong nghé sinh hoc; DE_HE_01 2
(E;aArS Gmb:fa'th Amtsgerichtsstrab |thudc c6 ngudn géc tir ngusi va dong vat.  |EU-GMP | GMP_201 |08/09/2011  |03/11/2013 C;’ énqll;?rnc tham
e 1-5, 35423 Lich,|* Thubc tir duoc liéu; thudc vi luong dong 1 0062 awy
Hesse, Germany |can.
* Dugc chat sinh hoc; dugce chat c6 ngudn
gbc tr nguoi, dong vat va vi khuan; duoc
chat st dung k¥ thuat gen.
Farma Sant Sebastia, s/n,|* Thudc v0 tring; Ministry of Heath
+ Thudc san xuét vo tring: dung dich thé tich
Mediterrania, 08960 Sant - Just q,u £ X N A g gd EU-GMP NCF/1313/ 25/03/2013 01/12/2015 |of Government of
- Desvern, nho; thuoe dong kho. 7 001/CAT Catalonia-Soai
Barcelona, Spain [+ Thuoc tiét tring cudi: dung dich thé tich atalonia-opain
24 avenue ,
. G * Thuoc khong vO trung: vién nang cing; HPF/FR/48/ French Health
Laboratoires eorges N P , Products  Safety
Pombid 15004|dang bao ché ran khac. EU-GMP |2011 22/03/2011 21/10/2013
Lyocentre ompiaou, L. , : : Agency
Aurillac  Cedex [* Thuoc sinh hoc chira Lactobacillus casei (AFSSAPS)
Warsaw
Pharmaceutical *Thudc vo tring:
Works  Polfa - Thudc san xuét vo tring: Dung dich thé tich
S.A (tén BalLan:|22/24, Karolkowallén, dung dich thé tich nho. GIF-IW-N- Main
Warszawskie ~|Str., 01-207|- Thudc tiét trung cudi: Dung dich thé tich|EU-GMP 1022/70/12 |04/04/2012  |26/01/2015  |Pharmaceutical
Zaklady Warsaw, Poland  [16n; dung dich thé tich nho. Inspector, Poland
Farmaceutyczn * Thudc khdng vo tring: Thudc udng dang

e Polfa Spolka
Akcyjna)

long; Thudc thut hdu mon.




239, Ministry of
Takasaki Plant,|Ilwahamamachi, \ A . - ] Health, Labour
Nippon Kayaku|Takasaki-shi, Ezzté’thé? i'oe_ofz';s'tgt‘?:s;et '{g(’))'asm Cap.25; ?&a; 3981 13/01/2012  |13/01/2017 |and  Welfare
Co., Lt Gunma 370-1208, P- 9%, P- government  of
Japan Japan
* Thudc khong vO tring: vién nang cimng
chtra Bacillus Clausii; thuc dung ngoai dang
. . |Viale Europa, 11-|l6ng; thudc udng dang 16ng (chira hormon va . ..
Sanofi-Aventis |14 Origgio|chét c6 hoat tinh hormon. khong bao gdm|EU-GMP |11 03/01/2013  |20/04/2014  |'t@lian Medicines
S.P.A ) N : - 1/H/2013 Agency AIFA
(VA), ltaly hormon sinh duc va hormon corticosteroid;
hdn dich chta Bacillus Clausii); thue bot va
thudc cdm chia Bacillus Clausii; vién nén.
CB Fleet 4615 Murray|San pham: Sodium Phosphates Oral Solution. US.CGM 09-0055- United States
Clorr.1 anv. Inc Place, Lynchburg,|Tén tai Viét Nam: Fleet Phospho-soda,P' ' 2012-01- |10/10/2012 10/10/2014  |Food and Drug
pany, VA 24502, USA [Ginger -Lemon Flavored VN Administration
Salutas  Pharmal|* Thudc khdng vo tring: vién nang cung
GmbH (chtra chat doc té bao/chat kim té bao); thude
Salutas Pharma|Otto-von- ong dang 1¢ htra chat mién dich); vién BESS LS C uan tha
. uong dang long (chira chat mién dich); VIEN o, oo | Gy 201 |22/032013  |oora/201s |9, 9uan  tham
GmbH Guericke-Allee 1,[nén (chira hormon va chat cO hoat tinh 3 0005 quyén Bt
39179 Barleben,[hormon; chit ddc té bao/chit kim té bao, chat -
Germany mién dich).
9-19, Shimoshinjo
Santen 3-chome
Pharmaceutical Hiaashi ’0 dogawa- Ministry of
Co., Ltd kugOsaza Ja? an Japan- Health,  Labour
(Santen ' capan e pham: Cravit, Ophthalmic Solutions P 1232 27/06/2013 27/06/2018 |and Welfare
i (2-14. Shikinami, GMP
Pharmaceutical . government  of
Hodatsushimizu-
Co., Ltd. Noto cho  Hakui-aun Japan
Plant) ' gun,

Ishikawa, Japan)




56 Hanjin-1 -gil,

San pham: Mini
- 4 inister of
W ?)c;?]gaﬁ esl:p - Thube tiem bot Choongwae Prepenem Japan- 15221 Health, Labour
Pharmaceutica H 9] H (imipenem 500mg + Cilasti n 500mg) Glt)/IP 15572 04/01/2012 and ’ Welfare
| Corporation Chungc eongna_l - Thudc tiém bot Choongwae Prepenem ’
m-do  Republic|(imipenem 250mg + Cilasti n 250mg) Japan
of Korea
State
. Administration of
O rong | Thube VO tring: oo, [02812013/ Ukraine  on
~ompany 58ganskodo SL Thude san xudt vo tring: Thude bot chira AUMP/GM |19/04/2013  |22/07/2016  |Medicinal
Kievmedprepa |Kyiv, 01032, . GMP
rat" Ukraine cephalosporin. P Products
(SAUMP) -
Ukraine
* Thudc khéng vo tring: Vién nang cung
chtra chat kim té bao; Vién mang mém chira
Ostravska 29, cyclosporin; Thudc dung ngoai dung ngoai State institute for
Teva  Czechicp.305. 747 70| " hormon: Thube uéng dang long chira|EU-GMP [20<I522080 117010013 |25/10/2005  [drug control,
Industries s.r.o |Opava, Komarov - . J N ) 3/2012 .
. cyclosporin; Thuoc phun mu chira hormon; Czech Republic.
Czech Republic N , I .
Vién nén chira hoat chat cé hoat tinh nguy
hiém, chat kim té bao va hormon.
* Thudc vo trung:
+ Thudc san xuit vd trung: Dung dich thé
tich 16n; Thudc dong kho (bao gom ca chét
doc té bao/chat kim té bao); Dung dich thé
tich nho. . .
+ Thude tiét tring cudi: Dung dich thé tich National Institute
, . z X for Quality and
. . 16m; Dung dich thé tich nho. -
Richter Gedeon\Gyomroi ut 19-\, Thudc khong vo tring: Vién nang cing; OGY1/4592 Organization
Nyrt/Gedeon [21.,  Budapest,| ; 0¢ Knond vo iring. 9 S Ey.GMmP 10/04/2012  |23/02/2015 |Development in
X Thuoc dung ngoai dang long; Thudc uong 9-3/2011
Richter Plc. 1103, Hungary , PSPV Z Healthcare  and
dang long; Thudc bdt va thuoc com; Dang .
. VI , . . A Medicines,
bao ché ban ran chtra khang sinh; Vién nén
Hungary

(bao gdém ca thudc chtra hormon va chit co
hoat tinh hormon).

* Thubc sinh hoc: thudc c¢d ngudn gbc tir
nguoi hodc dong vat.

* Dugc chit sinh hoc.




* Thuoc vo trung;:

French National

74 rue Principale|+ Thudc tiét tring cudi: dang bao ché ban Agency for
g:}if;tmzri?ce 67930 Beinheim[rin. | ~ |eueme E'/ZS/ER/ 14 1011212012 [02/03/2015 | Medicines  and
France * Thudc khéng vo trung: vién nang mém Health  Products
chtra chit c6 hoat tinh hormon Safety (ANSM)
San pham: Thudc tiém bot Meronem (500mg,
1g) ,
V.le Addetta 4/12/{Co s¢ san xuat: ACS Dobfar S.P.A . -
QgSA Dobfar)0067  Tribiano|Co sor dong goi cdp 1 (déng lo thude bot):|EU-GMP %2/2211 04/10/2011  [31/03/2014 'At‘;';‘:]rgy'\ﬁg:'”es
o (MI), Italia Zambon Switzerland Ltd
Co sé dong goi cip 2: AstraZeneca UK Ltd-
UK
* Thudc vo trung:
+ Thubc san xuét vo trang: Thubc dong khod
(chtta hormon khéng bao gdm hormon sinh
duc va hormon corticosteroid); Dung dich thé
tich nho (chita hormon khéng bao goém
hormon sinh duc va hormon corticosteroid);
thudc bot.
Alfa Via Enrico Fermilt Thuéc tiét trung cubi: Dung dich thé tich _ B
nho. IT/99- Italian Medicines
Wassermann |1 - 65202 Alanno| A A s . |EU-GMP 18/04/2013 09/01/2016
SPA (PE), Italy Thuoc khong vo trung: Vién nang ctng; 2/H/2013 Agency AIFA

Thudc ding ngoai dang long (chtra hormon,
khong bao gom hormon sinh duc va hormon
corticosteroid); Dang bao ché ban ran; Vién
nén; Thudc cdm.

* Ché pham mau: Thudc din xudt hodc chiét
xuat tir té bao//mé nguoi.

* ché pham chira din xudt hodc chiét tir té
bao/mo6 nguoi hodc dong vat.




Bangpa-In

Industrial ~ Estate
166 Moo 16, . . Therapeutic
OLIC Udomsorayuth * Thuélc khﬁng vO trgng (thuoc OTC): dang PIC/S- MI-2011- Goods
(Thailand) Road, Bankrasan|bao ché ban ran (thudc kem, gel, thuéc md); CE-08904- |09/04/2013 10/10/2015 . .
. . X \ Lz \ GMP Administration,
Limited Sub-District thuoc dang long; thuoc uong dang 1dng. 3 .
o Australia
Bangpa-In District
Ayutthaya  Prov
13160, Thailand
* Thube khong v trung khong chira khang
sinh beta lactam, chét kim té bao, hormon:
- Dang bao ché ran : vién nén; vién bao; vién
Virrey Liniers 673[nang; vién nang mém; vién nén phéng thich
Quimica of the C_ity of|kéo dai; ’thuéc dan; ~vién. nén’ bao tan trong PIC/S- Arg_entina _
Montpellie S.A Buenos Aires of|rudt; thudc bot Rha hon fhch uépg; lomp 01366/13 (13/03/2013 13/03/2014 |National Institute
"~ |the Argentine|- Dang bao ché ban ran: thuoc dan, thuoc of Drug (INAME)
Republic tring.
- Thubc dang 16ng: sird; thudc udng nho giot;
hon dich uéng; Elixir;
* Thudc vién nén chira hormon.
2 ven * Thuoc vo trung:

. ?Seierzjl o Sll:: + Thltllzz \s/;’)ntr;ué% vo triing: dung dich thé tich French — Health
Laboralolfes | Gaulle,  14200{nho. EU-GMP | TPRAS | 1ei07i0011  |ot/oarzons  |FrO0uCts  Safety
Gilbert i . 2 R N L s . 4/2011 Agency

Herouville Saint-|* Thudc khong vo trang: thudc dung ngoai (AFSSAPS)
Clair, France dang long; thuoc uong dang l6ng; thdang bao

ché ran khéc; dang bao ché ban ran.




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

Dot 15
(Theo cong van 16617/QLD-CL ngay 04/10/2013 ciia Cuc Quaén ly duoc)
; A NGUYE . ,
NHA MAY . , . P < ) < NGAY HET|CO QUAN
A P N TAC NGAY CAP p
CONG BO PIA CHI PHAM VI CHUNG NHAN N GIAY CN HAN CAP
Estados  unidos
Street,  number|* Building I: Thudc khong chta beta lactam,
5105. Town of El{chat kim té bao va chit c6 hoat tinh hormon: .
. . S X N National
Triangulo, Dung dich thudc tiém; thudc dong kho; dung . .
. . XL A P Administration of
MR Pharma Malvinas dich va hon dich dung cho mat. PIC/S- Druas. Food and
Argentinas * Building Il: Thudc khong chira chat c6 hoat 16/01/2012  |16/01/2014 g, :
S.A X , . L GMP Medical Devices,
Neighbourhood. [tinh hormon: dung dich thudc tiém. Argenting
Buenos Aires|* Building 11I: Thubc khong chira betalactam, g
. T L . (ANMAT)
province, chat kim té bao, chat co hoat tinh hormon:
Argentine Vién nén; vién bao.
Republic
Sanabria No. 23531, 1 50 khéng v6 tring khong chira beta National ~
and Santo Tome,..m. cht kim té bao, chat ¢ hoat tinh Administration of
Elea SAC.LF. N?' 4340 Buer_los hormon: vién nén; vién bao; vién nand; dang PIC/S- 19/03/2012 19/03/2014 Drugs, Food _and
yA. Aires City,|, . L opa o £ . ., °|GMP Medical Devices,
) bao ché ban ran; thudc dan; thudc tring; )
Argentine dune dich thuée Argentina
Republic £d ' (ANMAT)
Sanabria No. 2353\, 1y s khong chita khang sinh nhém National ~
. (Zip Code L A X, . . Administration of
Laboratorio C1417AZE) betalactam, chat kim té bao, chat ¢ hoat tinh PIC/S- Druas. Food and
Elea . [hormon: vién nén; vién bao; vién nang; dang 03001/13 |06/06/2013 06/06/2014 g, )
Buenos Aires|, . X opa g £ L ., °|GMP Medical Devices,
S.AC.ILFY.A, . . _|bao ché ban ran; thudc dan; thudc tring; .
City,  Argentine dane bao ché 16n Argentina
Republic ng & (ANMAT)




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

Dervenakion  6,|16n; dung dich thé tich nho. National
. . X inr ain Z. . 2 . 23374/21-3- Organization for
Pharmathen SA [Pallini Attiki,|+ Thuoc tié€t trung cuoi: dung dich thé tich|EU-GMP 29/04/2013 30/01/2016 -
, . I , 13 Medicines,
15351, Greece 16m; dung dich thé tich nho.
% A . , Greece
* Thuoc khdng vo trung: vién nang cung;
thudc dung ngoai dang 16ng; vién nén.
Head of
Famar Health|Avda. Leganes, 62|San pham: Rhodogil 750.000U.1/125mg Medicines for
Care Services|28925 Alcorcon|[Tén tai Viét Nam: vién nén bao phim|EU-GMP |012/3236 |04/01/2013 04/01/2014  |Human Use
Madrid, S.A.U |(Madrid), Spain  |Rodogyl Department,
Spain
* Thudc vo trung:
Sofarimex  -|Av. Das Industrias|+ Thudc san xuat vo tring: dung dich thé tich National
Industria - Alto do|1on; thube déng kho; dung dich thé tich nho. F027/S1/H/ Authority of
Quimica e|Colaride, Cacem,|* Thubc khéng v tring: vién nang cung;|EU-GMP |AF/A1/001/(23/05/2013 08/03/2016  |Medicines  and
Farmaceutica, |2735-213, thuéc dung ngoai dang long; thudc udng 2013 Health Products,
S.A Portugal dang 16ng; thudc bot va thude cdm; dang bao I.P, Portugal
ché ban ran; vién nén.
4-6-10 Ministry of
Koishikawa Japan- Health,  Labour
Eisai Co., Ltd ’ San pham: Merislon Tablets 12mg P 1233 27/06/2013 and Welfare
Bunkyo-Ku, GMP
Government  of
Tokyo, Japan
Japan
Reckitt Nottingham site, Unlt_ed_ Kingdom's
Benckiser Thane Road, Medicines  and
Healthcare Nott!ngham, _ San pham: Strepsils Warm Logenges, EU-GMP PP1010902 10/04/2011 Healthcare
International Nottinghamshire, [Lozenge 6 Products
Limited NG90 2DB, Regulatory
United Kingdom Agency




Thudc khéng chira khang sinh beta lactam;

':\Z:/;nI?Zip B%lsgz chét ki’m té bao; hormon: Natio_nz_;ll _
_ C1406BHG), of * ThuéA’c vc‘)? tn‘mgA: o o Administration of
P._L Rivero Y the City of + TAhuOC sankxuat vO ttung. dgng dich tiém|PIC/S- 03081/13  |17/06/2013 13/06/2014 Drugs, Food _and
CiaS.A BUENos Aires (khong bao gom dang dong chai); o GMP Medlca}l Devices,
Argentine [+ Thuéc tiét trgng cuoi: dung dich thudc tiém Argentina
Republic thé ticI} 16n, thé tich nhd. , (ANMAT)
* Thuoc khong vo trung: dung dich thuoc.
* Thude vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
Str. Eroilor nr.|nho (thudc nho mét dang dung dich va hdn National Agency
S.C Rompharm|1A, Oras Otopeni,|dich; dung dich thuoc tiém) 018/2011/R for Medicines and
Company S.R.L [cod 075100, Jud.[* Thudc khdng vé trung: vién nang ctng; EU-GMP @) 10711/2011 26/07/2014 Medical Devices
lIfov, Romania  [thudc ding ngodi dang long; thubc udng Romania
dang long; thuc cdm va thude bot; vién nén
bao phim.
Warszawskie
Zaklady 22/24, Karolkowa|* Thudc khong vo tring: thuég ding ngoai GIE-IW-N- Main
Farmaceutyczn |[Str., 01-207 dang long; dang bao ché ban ran; dung dich|EU-GMP 4022/32/13 18/02/2013 22/11/2015 |Pharmaceutical
e Polfa Spolka|Warsaw, Poland |thudc dung qua truc trang. Inspector, Poland
Akcyjna
* Thudc vo trung:
+ Thudc san xuat vo tring: thudc tiém; dung
dich nhé mét, nho tai, nhé miii vo tring.
Swiss No. 182,|* Thubc khdng vo ‘trl‘mg:’ da_llng ’béo ché long
Pharmaceutical Zr_10ng_shan Rd (dur}g dich); dang ba}o ché’ba’n rén_ (thu{)c md, PIC/S- Department _ of
Co. Ltd XII.’]ShI . Dist.,|thuoc kerp?; daflg bao ché. ran .(\Anén ,nen t?:i\o GMP 8295 17/05/2013 10/02/2015 |Health  Taiwan,
(Xir’lshi Plant) Tainan City 744,|duong, vién nén bao phim, vién nen, vien R.O.C
Taiwan, R.O.C nén bao tan trong rudt, vién nén, thuoc com);

vién nang cling.
* Nguyén liéu lam thudc Cephalosporin (bot
kho pha tiém, vién nang)




Laprida 43 (Zip

National

Laboratorio ,?\fjeellane da 1870) Thudc chira chat kim té bao, hormon c6 hoat PIC/S- g?l:nlsnlségagzjonar?;
Eczane Pharma . ’ tinh chéng ung thu: vién nén; vién bao; vién 03295-13 |13/06/2013 13/06/2014 g, .
S A Province of nane cim GMP Medical Devices,
' Buenos Aires, g cung. Argentina
Argentina (ANMAT)
General _Vlllegas National
1510 (Zip code . .
7118), San Justo Administration of
Quality Pharma BUENos Aires T‘}Aluoc‘chuaicha:c Kim t? bao: dung dich thuoc|PIC/S- 03294-13  |13/06/2013 13/06/2014 Drugs, Food _and
S.A . tiém va thuoc dong kho. GMP Medical Devices,
province, :
Argentina Argentina
Republic (ANMAT)
17 Athinon Street,
Ergates Industrial|, £ - A i L Pharmaceutical
Aegis Ltd Area, Nicosia, T;huof khong: "0.”“”9' V|e_rA] na,n 9 CM&\ey.gmp AEGO0/01/ 30/07/2012 05/07/2015  |Services Ministry
thude bot pha hon dich uong; vién nén. 2012
Cyprus, 2643, of Health, Cyprus
Cyprus
* San pham: Januvia 100mg.
Merck Sharp &|Via Emilia 21,/(Co so san xuat: Merck Sharp & Dohme . .
Dohme  (ltalia)|{27100 Pavia (PV),|(Italia) S.P.A:; EU-GMP '1T7//1H1/2'012 24/04/2012  |20/07/2014 ga';'; 'ng':”es
SP.A Italia Co so& dong goi: Merck Sharp & Dohme gency
Australia Pty Ltd).
B.Braun ﬁ]?jias,rt]ri;fpasziaie Ef?:llr(r)rrgeuticals
B S A A A 47 2. A =a A _
Medical 11000  Bayan|  |huoc tiem the tich nho; thuoe tiem the|PIC/S-\,0) 15 |10/07/2013  |07/0412015 |Control  Bureau.
Industries  Sdn tich 16n; dung dich tham phan. GMP L
Bhd Lepas, Pulau Ministry of
Pinang, Malaysia Health Malaysia
6 Gibaud Road, -
Fresenius Kabi|Korsten, ~ 6020,[* Thubc vo tring: Thudc tiém thé tich nho; Medicines
: - o 2 et 1 2 ) . |PIC/S-  [26/7/3/1/GO Control Council
Manufacturing |Port  Elizabeth,|thudc tiém thé tich 16n; thudc dang long. Vac 09/04/2013 09/04/2014 .
. . GMP 017/2013 of the Republic of
SA (PTY) Ltd [Republic of South|xin South Africa

Africa




* Thude vo trung:
+ Thuoc san xuat vo trung: Thuoc déng khod
(chtra chat doc té bao/chat kim té bao); dung

ﬁ:ﬁEJache N gzh(hch,thuéc thé tich nho (chira chét doc & National Agency
S.C. Sindan - sector 1 bao/chilt k11}1 té Pao; chit diéu tri @01 u)x.  leu-cmp 016/2013/R 07/06/2013 08/03/2016 for I\(Iedlcmes_ and
Pharma S.R.L i + Thuoc tiét trung cuoi: dung dich thé tich @) Medical Devices
Bucuresti, cod| . . T A Lo & T i
011171 Romania nho (chtra chat doc t€ bao/ chat kim té€ bao). Romania
' * Thudc khéng vo tring (chta chit doc té
bao/ chat kim té bao; chat diéu tri khdi u):
vién nang ctirng; vién nén bao phim; vién nén.
* Thudc vo trung:
Bjorkbornsvagen + Thudc tiét trung cudi: dang bao ché ban
Recipharm 5 Karlskoga, ran, th?oc geil' o \ . |eu-emp 24:2012/51 17/06/2013 99/11/2015 Medical Products
Karlskoga AB * Thuoc khéng vo trung: dang bao ché ban 5523 Agency, Sweden
69133, Sweden ‘ £ £ . £ s
ran; thuoc dan; miéng dan; thuéc dung qua
tryc trang.
: 01-0110- United States
C.B. Fleet Co.[Lynchburg, = VA|San pham: Fleet Pedia - Lax Enema. U.S.CGM
Inc. 24502, USA Tén tai Viét Nam: Fleet Enema for Children [P 2013-03- |08/02/3013  108/02/2015 |Food and Drug
VN Administration
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich thé tich
46, Agissilaou|nho. National
GAP AE/ GAP|str., Agios|+ Thudc tiét trung cudi: dung dich thé tich 25943/9-4- Organization for
SA Dimitrios  Attiki,|[nho. EU-GMP 2012 20/06/2013 29/04/2016 Medicines,
17341, Greece * Thudc khong vo tring: vién nang cimg; Greece
vién nang mém (chira hormon); vién nén.
National
Terrero 1251, Administration of
Laboratorios  |Buenos Aires,|San pham: Acido Zoledronico Richet (Acid|PIC/S- Drugs, Food and
Richet SA Republic Zoledronic 4 mg) GMP 0527212 \31/11/2012 31/11/2013 Medical Devices,
Argentina Argentina

(ANMAT)




* Thubc vo trung:

+ Thubc san xuat vo tring: thudc dong khod
(chta hormon); dung dich thé tich snho;
thudc cdy ghép dang rin (chira beta lactam)

+ Thudc tiét tring cudi: dung ich thé tich 16m; National
Anfarm Hellas{Sximatari Viotias, dung dich thé tich nho. EU-GMP 37854/13-5- 10/06/2013 01/04/2016 Orga_nl_zatlon for
S.A 32009, Greece z R A e , 2013 Medicines,
* Thuoc khdong vo trung: vién nang cing Greece
(chtra betalactam); thudc ding ngoai dang
16ng; thubc ubng dang 16ng; dang bao ché rin
khac (chira betalactam); dang bao ché ban
ran; vién nén (chira betalactam).
Av. De = los), Thuéc khdng chta khang sinh nhém National
Quilmes 137 (Zip AT X ) N
betalactam, chat kim té bao, chat co hoat tinh Administration of
code BI8B3FIB), hormon: dung dich thudc tiém; thubc bot|PIC/S- Drugs, Food and
Bio Sidus S.A |of the City of|,, A g . L j 03496-13 |04/07/2013 04/07/2014 g5, i
Quilmes dor}g kho (pao gom ca Cac thudc chira hoat|{GMP Medical Devices,
Argen tin’e chat san pham cong ngh¢ sinh hoc) Argentina
gentl * Thudc bot pha hdn dich udng theo don. (ANMAT)
Republic
Thudc khdng chira khang sinh beta lactam;
Int. Amaro Avalos|chat kim té bao; hormon; hoat chét sinh hoc: National
4208 (Zip Code|* Thubc khong vo tring: thudc bot; thude Administration of
Gerardo Ramon|1605), of the City|[cém; vién nén; vién bao; dung dich thudc;|PIC/S- Drugs, Food and
Y Cia. S.AL.C |of Munro,|hdn dich thudc; siro thudc; thude kem; gel;(GMP 03146-13 110/06/2013  110/06/2014 Medical Devices,
Argentine nhil twong thudc; thude dan dit am dao. Argentina
Republic * Thudc vO trung: dung dich thubc tiém:; (ANMAT)
dung dich nho mit.
Saavedra 1260/62 .
. 2 R N R , ) National
(Zip code[* Thuoc khong vo trung khdng chira khang L
. L S A s I Administration of
C1247AAA), of|sinh betalactam, chat kim t¢ bao, chat c6 hoat PIC/S- Druas. Food and
Baliara S.A the City of|tinh hormon: vién nén; vién bao; vién nang; 03320-13 |27/06/2013 27/06/2014 g, i
. LA £z X s . |GMP Medical Devices,
Buenos Aires,|thudc bot; thudoe com; dang bao ché ban ran; i
Argentine dung dich thudc Argentina
' ‘ (ANMAT)

Republic




Laboratorio

Carhue 1096 (Zip
code:
C1408GBV), of

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

National
Administration of

Pablo Cassaralthe  City  of|dang bao ché ban rén; thuc phun mu. PICIS- 103165-13  |14/06/2013  |14/06/2014 |PrU9s: Food and
. PP . 2 . |GMP Medical Devices,
S.R.L Buenos Aires,|+ Thuoc vo trung: dung dich thuoc, dang bao .
. Lovs 2 A . . < A Argentina
Argentine ché ban ran (dung duong tiém hodac khong (ANMAT)
Republic dung duong tiém). Thube phun mu.
Ruta 40 Km 155 National
Administration of
Monte  Verde entre Calle 7 y 8, - PIC/S- Drugs, Food and
Pocito, San Juan,|San phém: vién nang Dralitem 02302/13 ]|13/05/2013 13/5/2014 g ' .
S.A. . GMP Medical Devices,
Republica i
Argentina Argentina
' (ANMAT)
Lynch  3461/63 National
_|@ip code 1437),\ 1, &c chita chét kim t bao va héc mén c6 Administration of
Laboratorio |Autonomous Cityl, ' “con” héno ung thu: vien nén va vien| > |03206-13 13/06/2014  |Pru9s: Food and
LKM S.A of Buenos Aires,|, % g tng thur GMP Medical Devices,
. bao. .
Argentine Argentina
Republic (ANMAT)
::ggr:(i)mico Via d
. Fossignano, 2- . 2 . CPP/2012/1 Italian Medicines
Itf?lllano . 04011 Aprilia San pham: Edevexin EU-GMP 576 12/03/2012 Agency AIFA
Glovanni (LT), Italia
Lorenzini S.P.A '
Swiss Agency for
ACS  Dobfar|7743 Brusio,|Thudc vd tring dang dung dich (ké ca thubc|PIC/S- Therapeutic
Info SA Switzerland tiém truyén) GMP 12-1921  102/10/2012 06/07/2015 Products
(Swissmedic)
* Thudc khong vo tring: vién nang cung;
Route de Bu. la thubc dung ngoadi dang long; thudc ubng French  Health
Aptalis Pharma Prevote 28550 dang l?ng;_ dang bao clie ran khac; Yle_n nén. |- spp HPF/FR/19 16/09/2011 05/05/2014 Products  Safety
SAS Houdan. Erance * Thuoc sinh hoc: thudc cdng nghé sinh hoc; 7/2011 Agency
’ thudc sinh hoc bang phuwong phap Ién men (AFSSAPS)

khong bao gdm hé vi sinh vat song.




767-7, Aza

Senju Kazukanounonish Ministry of
Pharmaceutical |i Saiji Japan- Health,  Labour
Co. L td.|Fukusakicho, San pham: Tearbalance Ophthalmic Solution GMP 1771 06/08/2013 agfi/emm(_:‘r\]/':/eIfa(r)(;lc
Fukusaki Plant |Kanzaki-gun, g
Japan

Hyogo-ken, Japan

Chemin de

Nuisement Lieu- National Agency
Laboratoire dit les 150|* Thudc khéng vo tring: vién nang cimg; HPF/FR/14 of Medicine and
Bailly - Creat |Arpents  28500|dang bao ché ran khac; vién nén. EU-GMP 1919012 310772012 116/12/2014 1 oith Product

Vernouillet, Safety (ANSM)

France
Joint Stock
Company
e

139, N U 019/2013/S Administration of
No 1 of the Saksahanskogo Th“‘ic V? mm;g' . L oya PIC/S AUMP/GM |19/04/2013 22/07/2016  |Ukraine on
department  of . + Thudc san xuat vo trung: thudc bot GMP -

. St., Kyiv, 01032, P Medicinal
manufacturing :
..~ [Ukraine Products

of injection
forms of
medicines)

17 Athinon Street,

Ergates Industrial|, 2 R A e e . Pharmaceutical
Aegis Ltd Area, 2643| Thuoc khong vO trung: Vien nang cimg;| ) s\ p |AEGO0LOL)y \1ocnn15 1310112016 |Services Ministry

thude bot pha hon dich uong; vién nén. /2013

Ergates, Lefkosia

Cyprus

of Health, Cyprus




* Thubc vo trung:

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

Pharmachemie g&e{] SWeg Gi + Thudc tiét trang cudi: dung dich thé tich NL/H Health Care
nho; thude tiét trung cudi khac chia chat kim{EU-GMP 17/09/2012  [05/04/2015 |Inspectorate,
B.V Haarlem, P 12/0071
Netherlands te bao. Netherlands
* Thudc khéng vo tring: vién nang cimg;
thudc khong vo tring khéac chira hormon,
medroxyprogesteron, megestrol dang bot kho
dé hit.
Teva Lo .
: 25, Sienkiewicza|, £ A A e A . Main
Operations I, 99-300| ., 1 Pude khong v trung: bot pha dung dichi ) sy [GIFIWN-15 100 5615 118/10/2015  |Pharmaceutical
Poland Sp. Z dong thi; vién nén. 4022/17/13
0.0 Kutno, Poland Inspector, Poland
* Thudc vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
nzlo (thuoc nho mat; lo thudc; bom tiém dong The Institute for
san). . : : Standarization
Teva 18 Eli Hurvitz St.,|+ Thuoc tiét trung cuoi: dung dich thé tich and  Control  of
Pharmaceutical |Ind. Zones, Kfar|nho (lo thubc). EU-GMP |1427/13 06/06/2013 01/05/2016 )
: 2 - A s . , Pharmaceutical,
Industries Ltd. |Saba, Israel * Thuoc khong vO trung: vién nang cung; Ministr of
thuéc udng dang long; thudc bot va hat y
o A ~ I Health, Israel
pellet, vién nén (vién nén khdéng bao, vién
nén bao phim).
* Thudc sinh hoc: thube cong ngh¢ sinh hoc.
* Thude vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
16n; dung dich thé tich nho; thudc san xuat INS- Austrian
Fresenius Kabi Hafnerstrabe 36, v0 trung khac 480166- Medicines  and
Austria GmbH i?fsfria Graz,| . Thuée tiét trung cudi: dung dich thé tich EU-GMP 1 5028-001 13/02/2013 ~108/01/2016 Medical Devices
16n; dung dich thé tich nho; thudc tiét tring (3/5) Agency (AGES)

cudi khac (chira hormon, chat kim té bao,
khang sinh).




Ctra. M-300, Km.

* Thubc vo trung:

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

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

Spanish  Agency

Alcala Farma, 29,920, Alcala del, " <™\ hang vé tring: vién nang cimg:|EU-GMP |E0 0 111 080002  |16/04/2015  |°F  Drugs  ang
SL Hl\;nzn.edrs S 2§802 thuéc dung ngoai dang long; thudc ubng 2 l_flglchPS Products
(Madrid), Spain dang 10ng; dang bao ché rin khac (vién nén ( )
bao phim c6 dudng; thudc cdm; thudc bot);
dang bao ché ban ran; vién nén va vién bao.
* Thude tir duoc liéu: vién bao duong.
Carl-Braun- San pham: Sterofundin 1SO (Solution for
B.Braun Strabe/Am Infusiqn).' . . Co quan tham
Melsungen AG Schwerzelshof 1/|Tén tai Viét Nam: Ringerfundin EU-GMP (DeFN43 10/06/2013 quyén Bric
1, 34212((Pia chi thu tin: 34209 Melsungen,
Melsungen, Germany.)

Germany




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

Dot 16
(Theo cong van ............... /QLD-CL ngay............. /2013 cua Cuc Quan ly dwgrc)
A ; NGUYE . ,
NHA MAY , , _ B P 5 . NGAY HET|CO QUAN
A P N TAC NGAY CAP -
CONG BO PIA CHI PHAM VI CHUNG NHAN N GIAY CN HAN CAP
B-dul Aurel
Vlaicu nr. 82A,|* Thudc khong vé tring: vién nén bao phim; National Agency
S.C. Magistra|cod 900055, |vién nén dit &m dao; dang bao ché ban ran; 007/2011/R for Medicines and
C&CS.R.L Constanta,  Jud.|thudc dan; thudc trimg; Vién nén; vién nén EU-GMP 0 30/05/2011 |14/04/2014 Medical Devices
Constanta, chtra corticosteroid. Romania
Romania
BLB 016, Bulebel .
Actavis Ltd Industrial Estate,[* Thubc khong vé tring: dang bao ché rin EU-GMP MT/009HM 2410412013 |21/02/2016 Xj&'g;ﬁes of
Zejtun ZTN3000,|khac; vién nén. /2013 y
Malta
Malta
* Thude vo trung:
+ Thudc san xuat vo tring: thudc dong kho
(chtra hormon); dung dich thé tich nho; thudc
e s
Anfarm Hellas|Sximatari Viotias, I6n; dung dich thé tich nho. ’ EU-GMP 37854/13-5- 10/06/2013 01/04/2016 Orga_nl_zatlon for
S.A 32009, Greece - £ - A , 2013 Medicines,
Thuoc khéng vé trung: vién nang clmg Greece

(chtra betalactam); thuéc ding ngoai dang
16ng; thube udng dang 16ng; dang bao ché rin
khac (chira betalactam); dang bao ché ban
ran; vién nén (chira betalactam).




* Thubc vo trung:

+ Thudc san xuat vo tring: dung dich thé tich
nho (hormon corticosteroid va
Prostaglandin/cytokines).

_ . |Via Isonzo 6 -|* Thubc khdng vd tring: thudc ding ngoai . .
?Ffsfhe“'”' 16147  Genovaldang long; thuéc uéng dang long (véc xin bit| EU-GMP |17|/41/c2)(c))13 18/04/2013  |24/11/2014 'Ata';":]r; 'ng'Ac'”es
o (GE), Italy hoat vi khuan); dang bao ché ban rin (bao gency
gdm cd hormon corticosteroid); thudc dan;
vién nén (vic xin bat hoat vi khuan).
* Thudc sinh hoc: thuéc mién dich (vic xin
bat hoat vi khuén).
* Thude v tring: thudc tiém (dang san xuét
United No0.45, Guangfu|vo trang va tiét tring cudi) Ministry of
Biomedical N.Rd., Hukou|* Thubc khong vé tring: dang bao ché long PIC/S. Health and
. |Township, (hdn dich); dang bao ché ban ran (thudc md, 0026 15/08/2013  [31/12/2015  |Welfare,
Inc., Asia, Plant|, . A ) a A, GMP .
I Hsinchu  County|thuoc kem); dang bao ché ran (vién nén bao Republic of
30351, Taiwan duong, vién nén bao phim, vién nén, thudc China (Taiwan)
bdt) vién nang.
* Thubc khong vo tring: dang bao ché ban
ran (thudc kem, thuéc md); dang bao ché ran Ministry of
. |11, 6th Road,|, ... . S .
Pei Li industrial District (vién nén bao duong, vién nén bao phim, PIC/S- Health and
Pharmaceutical |- . ~'|vién nén, thudc cém, thube bot), vién nang 7853 06/02/2013  |05/10/2013  |Welfare,
Taichung City| x i ) GMP .
s Ind, Co., Ltd mém, vién nang, thuoc dan. Republic of

40755, Taiwan

* Céc san pham chira hormon: vién nén, vién
nang mém, vién nang.

China (Taiwan)




Industriestrabe 67,
1221 Wien,
Austria

(cac khu vuc san
xuit: Lange Allee
8; Lange Allee 24;

* Thude vo trung:
+ Thudc san xuét vo tring: dung dich thé tich
16n; thude dong khd; dung dich thé tich nho;

oz L . INS- Austrian
Lange Allee 51;[thudc cay ghép va dang ran. 480001- Medicines  and
Baxter AG Industriestrasse [+ Thudc tiét trung cudi: dung dich thé tich|EU-GMP 13/02/2013  [26/09/2015 ) )
i , ; 2. \ 0085- Medical Devices
20; 16m; dung dich thé tich nho. 001(10/10) Agency (AGES)
Industriestrasse [+ Thudc sinh hoc: ché pham tir mau; thubc gency
72; mién dich; thudc cdng nghé sinh hoc; thube
Industriestrassel13 |co ngudn gdc tir ngudi va dong vat.
1; Benatzkygasse
2-6; Pasettistrasse
76)
* Thudc vo trung:
+ Thudc san xut vo tring: bot khd pha tiém;
thudc tiém; hon dich pha tiém; thubc nho
mét; nhé mili; nho tai.
+ Thudc tiét trang cudi: thudc tiém; dung
dich rira vét thuong.
* A A A \ . N A 12 ..
No.2. Fon Tan Thuocj khorlg vq trung: dang baoA’chc? lo?g Ministry of
(dung dich, hon dich); dang bao ché ban ran Health and
Gentle Pharma Rd., Fon Tan Ind. thuéc kem, thudc md); dang bao ché rin|PIC/S- Welfare
Dist, Da gi(thuoc kem, thuc md); dang bao ché ran 0113 21/08/2013  |30/09/2015 >
co., L.td . __|(vién nén bao phim, vién nén bao tan trong|GMP Republic of
Hsiang, Yunlin[* > .0 A P o )
. . rudt, vién nén, thudc bot, thuéc com), vién China (FDA)
Hsien, Talwan .
nang. (Taiwan)
Cu thé:

* Thudc chira penicillin: bot khd pha tiém;
thude cdm; thube bot; vién nang.

* Thudc chta cephalosporin: bot khd pha
tiém; thudc cdm; thudc bdt; vién nang.

* Thudc chira carbapénm: bot kho pha tiém.




Drug House of

* Chia Ping Road
# 02-00, Haw Par
Tiger Balm
Building,

Singapore 619968
* Chia Ping Road
# 04-00, Haw Par

Thudc ding ngoai dang long; dang bao ché
ban ran khong vo tring; thudc udng dang

PIC/S-

Health Sciences

Australia Tiger Balm(|_, A , SO MO00150 19/06/2013 30/06/2014  |Authority,
. - - long; vién nén; vién nang cung; thuoc bot va|GMP .
Private Limited |Building, thube cbm ubn Singapore
Singapore 619968 u uong.
* Chia Ping Road
# 05-00, Haw Par
Tiger Balm
Building,
Singapore 619968
Espace Industriel|* Thudc v tring:
Nord, 151 rue|+ Thudc san xuat vo tring: dung dich thé tich French  Agency
Laboratoire Andre Durouchez {16n; dang bao ché béan ran; dung dich thé tich HPF/FR/11 for Medicines and
Unither CS 28028, 80084 |nho. EU-GMP 5/2013 10/06/2013 12/10/2015 Health products
Amiens Cedex 2,|* Thudc khéng vo tring; thudc dung ngoai Safety (ANSM)
France dang long.
'I;jg PhaLrIrEng Industriparken 55,* Thudc khéng vo tring: thudc dung ngoai DK H Danish  Health
' . 2750  Ballerup,|dang long; thudc udng dang long; dang bao|EU-GMP 04/04/2013 01/02/2016 |and  Medicines
Pharmaceutical Ay T, 00031113 .
Denmark ché ban ran; vién nén. Authority
Products Ltd
Thvmooraan * Thude vo trung:
Pthmazi% ambH |F Thudc san xuét vo trung: dung dich thé tich
Thymoorgan Schiffaraben 23.|'6™ thudc dong kho; dung dich thé tich nho. DE_NI_01_ Co auan  thim
Pharmazie g '|+ Thudc tiét tring cudi: dung dich thé tich|EU-GMP [GMP_2012 |20/11/2012  |23/08/2015 , dua a
38690 \ quyén Dirc
GmbH . nho. 0035
Vienenburg, * Thube khong vo tring: thude ding ngoai
Germany J g gng

dang 16ng; thudc udng dang 1ong.




2 Trav. SX Via

* Thudc vo trung:

+ Thudc san xuat vo tring: dung dich thé tich
16n; thubc dong khd (chat doc té bao/chit
kim té bao; hormon corticosteroid, hormon
sinh duc va hormon khac;
prostaglandin/cytokine):; dung dich thé tich
nho (chét doc té bao/chit kim té bao; hormon

Patheon Italia|Morolense, 5 -|va chat c6 hoat tinh hormon khéng bao gém IT/79- Italian Medicines
SP.A 03013 Ferentinolhormon sinh  duc); thudc bot chira EU-GMP 2/H/2013 26/03/2013 16/09/2014 Agency AIFA
(FR), Italia protein/DNA tai t6 hop.
+ Thudc tiét tring cudi: dung dich thé tich
16n; dung dich thé tich nho (chit doc té
bao/chat kim té bao).
* Thude sinh hoc: thudc cdng nghé sinh hoc
(protein/DNA téi t6 hop); thudc mién dich co
ngudn gbe dong vat dung cho nguoi.
* Thudc vo trung:
Coban Cesme|+ Thudc san xudt vO tring: dung dich thé tich United Kingdom's
|y L oan - . 2 o \ UK GMP -
Mah. Sanayi|16n; thuoc dong khod; dung dich thé tich nho; medicines and
Mustafa Nevzat| - jes; 13, [thubc ciy ghép va dang ran 21246 Insp Healthcare
llac Sanayii A.|0%; [TUOC caY Sheb va Cang r. __|Eu-GmP |GMP 18/01/2013  |19/11/2015
Yenibosna, * Thuoc khong vO trung: vién nang cung; Products
S A N Lo . \ 21246/4518
Istanbul, TR-|vién nang mém; thuoc dung ngoai dang 16ng; 59-0002 Regulatory
34196, Turkey thudc uéng dang 16ng; vién nén. Agency MHRA
* Thudc sinh hoc: Thude cong nghé sinh hoc.
Klol\r/lvsclatslﬁnguspilr?g:s’ Thudc khdng vo tring: vién nén; vién nang Therapeutic
Aspen Pharma Park.  Baulkham cung; thuoc’ bot va !:hgoc com. o PIC/S- MI-2012-LI- 15/11/2012 97/01/2015 Good_s_ _
Pty Ltd . (Khoéng chtra penicillin, cephalosporin; thuoc|GMP 09148-1 Administration,
Hills NSW 2153,[%, . .
chong ung thu). Australia

Australia




286-302
Frankston-

* Thudc khong vo tring: vién nang cimg;
thuoc uong dang long; vién nén; thudc bot va

Therapeutic

Aspen Pharma|Dandenong Road,|thudc cdm; thudc kem; thubc xit; nudc stc|PIC/S-  |MI-2011-LI- Goods
Pty Ltd Dandenong South|miéng; thudc m&; dung dich thudc. GMP 00724-3  |2/A1/2012123/06/2014 Administration,
VIC 3175,{(Thuéc khdng bao gém cephalosporin va Australia
Australia thudc chéng ung thu)
. Moneyland, Gorey
servier Road Arklow . 2012/5861/ Irish  Medicines
(Ireland) ' : '[* Thuoc khong vo trung: Vién nén EU-GMP 19/12/2012 19/10/2015
. Co. Wicklow, M68 Board
Industries Ltd
Ireland
SelaxosmlthK“ Via A. Fleming, 2 1* Thube v tring: IT/201- Italian Medicines
37135  Verona|+ Thudc san xuat vo tring: thudc bot chira|EU-GMP 04/08/2014
manufacturing . 1/H/2012 Agency AIFA
(VR), ltaly cephalosporin.
S.P.A
* Thude vo trung:
+ Thudc san xuat vo trung: dung dich thé tich
Thesi Pousi-Xatzi|nho. .
Agiou Louka,|+ Thudc tiét tring cudi: dung dich thé tich 42065/28.5- CN)?tfanLtion for
Rafarm SA Paiania Attiki, TK|nho. EU-GMP 17/06/2013 19/04/2016 gant
£ o A s - , 13 Medicines,
19002, TO 37,/* Thuoc khdng vO trung: vién nang cung;
. . .. . A A Greece
Greece thuoc dung ngoai dang long; thudc uong
dang 16ng; dang bao ché ran khéc; dang bao
ché ban ran; vién nén.
San pham: -
Meiji Seika|1056, Fosmicin for 1.V 1g Ministry of
Pharma  Co.,|Kamonomiya Fosmicin for 1.V 2g Japan- Health,  Labour
Ltd., Odawara|Odawara-shi, Fosmicin-S for Otic GMP 2400 30/09/2013 30/09/2015 agg/ernmerY':/elfa(r)i
Plant kanagawa, Japan |Fosmicin tablets 250 ?apan

Foscimin tablets 500

Tabare 1641/69
(Zip Code 1437),
of the

Autonomous City
of Buenos Aires,
Argentine

* Thubc tiém (thé tich 1on va thé tich nho)
khong bao gdom khéng sinh nhém betalactam,
chat kim té bao, hoat chat hormon.

* Thubc bot vo tring chira khang sinh beta
lactam.




Laboratorio
Internacional
Argentino S.A

Av.12 de Octubre
4444, Quilmes
(Zip code 1879),
Province of
Buenos Alires,
Argentine

* Thubc khdng chira khang sinh beta lactam;
chét kim té bao, cht c¢6 hoat tinh hormon:

+ Thudc khong vd tring: thudc bot; thude
cdm; vién nén; vién bao; thudc kem; thudc
gel; dung dich va hén dich thude.

+ Thudc vo tring: dung dich tiém va thudc
dong kho.

Calle no 8 esquila
No 7, Locality

Pf’aquue .Indus}[“.al * Thudc chira chat kim té bao, chét chéng
Pilar, Pilar (Zip i . . . x
“|ung thu c6 hoat tinh hormon: dung dich, hon

Code 1629);| .. PPN A N

i dich; thuoc dong khé bao gom ca thuoc tiém
Province ofl “2 0 .,

. the tich 16n.

Buenos Aiires,
Argentine
Republic
calle 519 entre
Ruta 2 y Calle
S/No, Locality
Parque Industrial
La Plata (Zip|* Thudc chira khang sinh beta lactam: dang
Code 1900)|bao ché ran khong vé tring.
Province of
Buenos Aires,
Argentine

Republic

PIC/S-
GMP

04113-13

15/08/2013

18/07/2014

National
Administration of
Drugs, Food and
Medical Decives,
Argentina
(ANMAT)




Tarchominskie

Zaklady
Farmaceutyczn * Thubc vo trung:
e "Polfa"|2 A. Fleminga|+ Thudc san xut vd tring: dung dich thé tich GIE-IW-N- Main
Spolka Akcyjna|Str., 03-176{nho. ’ ’ EU-GMP 4022/40/11 29/04/2011 04/02/2014  (Pharmaceutical
(Tarchomin Warsaw, Poland |* Thudc sinh hoc: thudc cong nghé sinh hoc Inspector, Poland
Pharmaceutical (Insulin).
Works "Polfa"
S.A)
?r‘jr?c?ohizrm GmbH|,, Thuéc vO trﬁng: , ’
Aeropharm Mitterand-Allee- + Thu@c san xuat vo trung: thuéf: nh(:) mat. DE_TH_O1 Co quan thim
* Thude khong vo tring: Thube udng dang|EU-GMP |H_GMP_20[18/01/2013  |08/11/2015 L e
GmbH 1, 07407],, z NS A quyén DPuc
Rudolstadt long;. :[huf)c.phurl‘ mu; thuoc bt hit bao gom 13-0005
Germany ’ ca thiét bi dinh liéu.
Fournier Anngrove, - £ A A . : ‘s
laboratories | Carrigtwohill, Co. Vi;h;‘é’rf khong Vo tring: vién nang cing; e, o 3219/ MPO \a0/0412012  |20/02/2015 g:f:r | Medicines
Ireland Limited |[Cork, Ireland '
* Thude vo trung:
+ Thubc san xuit vo tring: thudc dong khod
(chat kim té bao/chat doc té bao); dung dich
thé tich nho (chat kim té bao/chét doc té bao;
B-dul lon|chat difeu tri khdi u). , 9 National Agency
: Mihalache nr. 11,{+ Thuoc tiét trung cuodi: dung dich thé tich -
S.C. - Sindan| o ior 1,|nho (chat doc té bao/chét kim & bao). Eu-omp |[O18/2013R 0710610013 |osrosrz016  |OF Medicines and
Pharma S.R.L . < R Ao , @) Medical Devices
Bucuresti, cod|* Thuoc khbéng vO trung: vién nang clng

011171, Romania

(chét doc té bao/chat kim té bao, chat diéu tri
khéi u); vién nén bao phim (chat doc té
bao/chat kim té bao, chat diéu tri khdi u);
vién nén (chat doc té bao/chit kim té bao,
chét diéu tri khi u).

Romania




* Thude vo trung:

+ Thubc san xuit vo tring: thudc dong khod
(hormon); dung dich thé tich nho; thudc cdy
ghép dang rin (chtra khang sinh betalactam).

+ Thudc tiét trang: dung dich thé tich 16n; National
Anfarm Hellas|Sximatari Viotias,|dung dich thé tich nhé. 37854/13-5- Organization for
S.A 32009, Greece * Thudc khong vO tring: vién nang cing EU-GMP 2013 19/06/2013 01/04/2016 Medicines,
(khang sinh betalactam); thudc ding ngoai Greece
dang 1ong; thudc ubng dang long; dang bao
ché rin "(chira khang sinh betalactam); dang
bao ché ban ran; vién nén (chta khang sinh
betalactam).
* Thudc vo trung: .
1 rue de l'abbaye,|+ Thudc san xuét vo tring: thudc dong khé; ;re:;? Natlor;s:
Glaxo 76960 Notre|dung dich thé tich nho. N Mge dici{]es o
Wellcome Dame De[+ Thudc tiét trung cudi: dung dich thé tich|EU-GMP 14/02/2013  |13/07/2015
. . . X Lo . 2013 Health Products
Production Bondeville, 16n; dung dich thé tich nho.
* I A A A . Safety  Agency
France Thuoc sinh hoc: thuoe cong nghé sinh hoc;
L TSN R N (ANSM)
thudc c6 nguon goc tu nguoi va dong vat.
Lot 6, Persiaran
Perusahaan, Nationa
IDS Kaszan ’ PIC/S- Pharmaceutical
Manufacturing Thubc ubng dang long. 373/13 27/8/2013 28/07/2016  |Control Bureau,
Perusahaan Shah GMP .
Sdn. Bhd. Ministry of
Alam, 40300 Shah Health Malavsia
Alam, Selangor, y
Malaysia
Swiss Caps AG (9533  Kirchberg, [San phim: Pharmaton 13-1119 10/06/2013 14/03/2016 P
GMP Products

Switzerland

(Swissmedic)




Via Mulini, 6934

Swiss Agency for

GinsanaSA  |Bioggio, San pham: Pharmaton Kiddi PICIS- \138a6  |15/0412013  [26/1012015 | Therapeutic
: GMP Products
Switzerland i .
(Swissmedic)
Mega 60 National Therapeutic
Lifesciences  |Avenue, * Thubc khéng vo tring: vién nang cimg;|PIC/S- MI-2013-LI- Goods
(Australia) Pty|Pakenham  VIC|thudc bot va thube cdm; vién nén. GMP 0dgae-1  |20/05/2013  122/01/2016 Administration,
Itd 3810, Australia Australia
* San pham: Myrin (50mg, 100mg)
Fabrikmattenweg (San xuat ftai: Dr. Heinz Weli AG, Swiss Agency for
4 4144 Althofstrasse 12, 5432 Neuenhof, PIC/S- Therapeutic
Lipomed AG ' . Switzerland - Wisenstrasse 21, 5412 12-376 29/02/2012 05/10/2014 P
Arlesheim, . GMP Products
Switzerland Gebenstorf, Switzerland. (Swissmedic)
Gidy chimg nhan s& 12-2314 ngay
27/12/2012)
izti;'::;is;;ndort * Thude vo trung: Swiss Agency for
F.Hoffman - La (Parenterals), - Thucic dang lon%: dunﬁg d}ch thé tich nho|PIC/S- 12-1906 02/10/2012 26/07/2015 Therapeutic
Roche AG . (bao gom SVP, thudc nhé mat). GMP Products
4303 Kaiseraugst, Z \ o PR . : ;
i - Thudc dang bao ché ran: Thuoc dong kho. (Swissmedic)
Switzerland
02/09/2014
Via Cacciamali (Hi¢u lyc theo
Mitim SR.L  |34-36-38, 25128 San pham: Cefam (Flacone 1g I.M/E.M - vial EU-GMP CPP/2013/1 16/02/2013 Glily chu’n% Italian Medicines
Brescia (BS), Ital 1g I.M/E.M) 344 nhan Agency AIFA
B IT/314-
14/H/2011)
Helix 392 Wilson Ave. . Health  Canada
. . |San pham: H-Irican 40 Canada-
Pharmaceutical [Toronto, Ontario, (FSC sé FC10T33761001 ngay 21/5/2013)  |GMP 0006212 |02/08/2013 01/08/2014  |Products and

s Inc.

Canada, M3H1S9

Food Branch




Plaza Nro
931/39/41/43,
Autonomous City

of Buenos Aires,

* Thube khong vo trung khong chira khang
sinh betalactam, chat kim té bao, chét cé hoat
tinh hormon: vién nén; vién nén bao phim;

National

Argentine vién nang; thudc bot va thube com. Administration of
TRB  Pharma|Republic PIC/S- Drugs, Food and
S A Plaza Nro GMP 04081-13 |31/07/2013 31/07/2014 Medical Decives.
. . Argentina
967/969AULONOM |.o 1\ & khong vo tring chira khang sinh gent!
ous City  of AT . (ANMAT)
. betalactam: vién nén; vién nén bao phim;
Buenos Aires,| ., IS J
. vién nang; thudc bot va thudc com.
Argentine
Republic
. * Thubc vo trang: UK GMP United Kingdom's
. Chacharwadi- L, [P . 2 medicines  and
Claris Vanasa + Thuoc san xuat vo trung: dung dich thé tich 20752 Insp Healthcare
Lifesciences ’ nho. EU-GMP |GMP 19/06/2013 11/03/2016
. Ahmedabad, In L inr e e . I Products
Limited . + Thuoc tiét trung cuodi: dung dich thé tich 20752/1387
382213, India 1,01 dung dich thé tich nho; nhi twon 5-0006 Regulatory
> GUIE ’ & Agency MHRA
Plot No 72, EPIP,
Phase-1 * Thudc v6 tring: State
Zeiss Jharma',ri Baddi.|+ Thubc san xuit v tring: thude chy ghép va|PIC/S- 01972012/ Administration of
Pharmaceutical | _. r, ’ e 5 X,u g thuoc cay gnhep N AUMP/GM |11/06/2012 23/02/2015  |Ukraine on
Distt, Solan,[dang ran (chura cephalosporin: cefixime va|GMP ..
s Pvt Ltd . . " P Medicinal
Himachal ceftriaxone tiém). Products
Pradesh, India
3 Samokovsko MI-2011- Therapeutic
Balkanpharma- |Shosse Str.,|* Thude khong vé tring: dang bao ché rin|PIC/S- Goods
Dupnitsa AD  |Dupnitsa 2600, |phan liéu. GMP gE 02304- 107/05/2012 06/04/2014 Administration,
Bulgaria Australia
C-1, Sara A . A e
Troikaa Industrial _ Estate, tTaI;ui):oxlen netn S?eonp:ler: (?so‘gom‘r\g;nvtigg PIC/S-  |102110010 Department o
Pharmaceutical |Selaqui, Dehradun i g;mo.i L, uoc;co RO 21/01/2013 20/01/2015 |Health, Executive
nang; thuoc tiém (thudc san xuat vO trung;|GMP 7

s Ltd

248197,
Uttarakhand, India

thudce tiét trung cudi).

Yuan




MIDC, Plot No. 8-

A/2, 8 -B; T.T.C. INS- Austrian
Sandoz Private(Ind. Area, Kalwe|* Thudc khdng vé tring: vién nang ctng; 481703- Medicines  and
Limited Block, 400708(vién nén. EU-GMP 0004- 13/02/2013 17/01/2014 Medical Devices
Navi Mumbai, 001(3/3) Agency (AGES)
India
* Ac vd triino-
Plot numbers 457 Th“‘2° V? tmn;g' A . 2 e
. [+ Thuoc san xuat vO trung: dung dich thé tich
and 458 Sarkhej-| ., . i, . e s Federal Agency
INTAS Bavla Highwa nho (chat ddc t€ bao/chat kim (¢ bao). BE/2013/00 for Medicines and
Pharmaceutical IWAY.L Thube tiet trung cudi: dung dich thé tich|EU-GMP 05/04/2013  |25/01/2016
L Matoda, Sanand,| ., ., . .1 2. L A 8 Health Product of
s Limited nho (chat doc t€ bao/chat kim té bao). .
Anmedabad, —IN-| o s hao adm dang éng tiém va bom tiém Belgium
382210, India ~nong bao gom dang ong om
doéng san)
Plot No 1838192, State
Mobabewala Administration of
Windlas Industrial ~ Area,|* Thudc khong vd tring: vién nang cting;|PIC/S- 018/2012/ Ukraine on
Healthcare Put. | uoe Khong g g cung; AUMP/GM [01/06/2012  |11/03/2015  |Medicinal
Dchradun- Vvién nen. GMP
Ltd. P Products
248110, (SAUMP) )
Uttarakhand, India .
Ukraine
Malpur,  Baddi,
Panacea Biotec|Tehsil San pham: vién nang ctng Tacrolimus
Ltd Nalagar,District  [0,5mg, 1,0mg, 5,0 mg (Tacpan); vién nan 93.2-ZAB- Co quan tha
o garx >mg, 5°Mg, o4 Mg L7 acpan); "IlEU-GMP |2677.1 D 6(07/06/2012  |01/03/2015 [-O, dHan  tham
(Formulation  [Solan, Himachal|cung Mycophenolate mofetil 250mg; vién 4 quyén Bt
Plant) Pradesh - 173|nén bao phim Mycophenolate mofetil 500mg.
205, India
Recklt_t 65 Moo 12, UK GMP Umt_ed_ Kingdom's
Benckiser Lardkrabang- 2 R N Lz Medicines  and
Healthcare Banaplee  Road * Thuoc khdng vo trung: thuoc uong dang 20689 Insp Healthcare
. gp '[16ng; dang bao ché rén khac (vién nhai mém |EU-GMP |GMP 30/05/2013  |11/03/2016
Manufacturing [Bangplee, products
. Soft chewable tablets). 20689/1380
(Thailand) Samutprakarn, Th 3-0005 Regulatory
Limited 10540, Thailand Agency




State

Q-Road,  Phase Administration of

(\VA G.1.D.C, :
Mepro Wadhwan  City-|* Thuéc khong vo tring: vién nang cimg;|PIC/S-  |oL1/2012/S Ukraine on
Pharmaceutical -1 uoc Knong vo trung: v g cung; AUMP/GM [01/06/2012  |22/03/2014  [Medicinal

363 035 (Unit Il)|dang bao ch¢ ban ran; vién nén. GMP
s Pvt. Ltd Surendrangar P Products

Gujarat In%lia: (SAUMP) )

jarat, Ukraine

Plot 25-27, UK GMP Unlt_eq Kingdom's

Survey No 366, medicines  and
Macleods Premier Industrial|* Thudc khéng vé tring: vién nang cing; 31303 “Insp Healthcare
Pharmaceutical . _thuoc Khong g 9 cungley.gMmP |GMP 14/03/2013  |03/12/2015

Estate, Kachigam,|vién nén. Products
s Ltd 31303/3537

Daman, In-396 18-0003 Regulatory

210, India Agency MHRA
PT Actavis Jalan Raya Bogor|* Thubc khoéng vo tring: vién nang cung; NL/H Health care
Indonesia km 28, Jakarta,|thuc ubng dang long; vién nén, dang bao|EU-GMP 1300100  |08/01/2013  122/11/2015 |inspectorate, The

13710, Indonesia

ché ban ran.

Netherlands




