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 1y dwgrc)
i ; NGUYE A .
NHA MAY . , - - < 5 < NGAY HET|CO QUAN
STT CONG BO PIA CHI PHAM VI CHUNG NHAN N TAC|GIAY CN [NGAY CAP HAN CAP
GMP
X(;i CéorJggsseSn * Thudc khdng vo tring: vién nang ttalian
Janssen Cilag|\ ‘lcing, dung dich thudc dung ngoai,|EU -|1T/24- -
; L : " 210212012 |22/09/2014
Llspa Michele) - -|4 g dich thuéc uéng, thude xit, vien|GMP  |1/H/2012 |°20%/20 /09/2014 | Medicines
04010 Latina| , I Lz Agency AIFA
i nén, thuoc bot, thudc com.
(LT), Italia
* Thubc v6 tring:
+ Thudc pha ché vé tring: thubc dong
1541 Avenue Eh?lih(ﬂg;g ?i!;h tt:lalnogc t;ir;_thgl?:; lgilgh French  Health
2 |sanofi Pasteur |MACel MEMEUX,|,, < tiem thé tich nho BV AHPRIFRIS og0ai0012  |1aimor01a  [PROOUCES Safety
69280 Marcy L i 2 .x_|GMP 1/2012 Agency
L'Etoile. France * Thuoc sinh hoc: sinh pham mién (AFSSAPS)
’ dich, sinh phém cdng nghé sinh hoc,
sinh pham c6 ngudn gdc tir nguoi hodc
dong vat.
* Thudc vo tring:
+ Thudc pha ché vé tring: thubc dong
Parc  industriel Eh?r’}i%ncg ?ilécth tt:ll;lnogc t::ir(;'thgljlncél rgilgh French  Health
3 [sanofi Pasteur [SMVIIE 1 8c tiem thé tich nho CBY A HPRIERIZ 00012 |16i00/2014  |PTOUUCES Safety
27100 Val de|, Thude sinh hoe: sinh bhim midn GMP 9/2012 Agency
reul, France " " P (AFSSAPS)

dich, sinh pham cong nghé sinh hoc,
sinh pham c6 ngudn gdc tir ngudi hodc

dong vat




29 Avenue|* Thudc khéng vé tring: dung dich French  Health
Charles de|thudc dung ngoai, dung dich thudc EU AHPE/ER7 Products Safet
Famar Lyon |Gaulle, 69230|uéng, thudc ran chira Cephalosporins, 11/03/2011  |04/03/2014 y
) . e A A ,|GMP 6/2011 Agency
Saint Genis|thuoc ban ran, vién nén (bao gom ca (AFSSAPS)
Laval, France  |thudc chira Cephalosporins).
* Thudc vo tring:
+ Thudc pha ché vo trang: thudc pha
ché vo trung khéc (thudc nho mat).
Elverum  Plant|+ Thudc tiét trung cudi: dung dich tiém Norwegian
Solbarvegen  5|truyén thé tich nho. -
Nycomed =1\ 0" - 2400|* Thude khong vo tring: dung dich|ZC. 2220405 loginera012  |o6i0ar2015 | Medicines
Pharma AS JO o , GMP 1 Agency
Elverum, thuoc dung ngoai (dau xoa bop, dung (NOMA)
Norway dich NaCl dung tryc trang), dung dich
thudc udng (dudng udng), thudc ban
ran (gel), thudc khéng vé tring khéc
(thudce xit miii, khi dung xit miii).
United
UK MIA Kingdom's
Aesica ga:ra?nborouRﬁad * Thubc khéng vo tring: dung dich EU 132496 Insp medicines and
Queenborough I thuéc ubng, thubc rén khac, vién nén, GMP 22/09/2011  |20/06/2014  |Healthcare
. Kent Me 11 5El, LA a , GMP
Limited . . thuoc gdy mé dang hit 32496/304 Products
United Kingdom
33 -0021 Regulatory
Adgency MHRA
Avinguda Cami
Reial, 51-57,
Ipoolllg(t)r? | Ri * Thubc khong vo tring: vién nang, Ministry of
ndustrial Rieraf ;s 2. ia X 1A 2
. Vvién nén, Vvién bao, thuoc bot, thudc Health of
g:'tf\'agz |\de Calders, cdm, dung dich thubc ding ngoai (E;\JAP gl()(il/:(l:lplﬁ_Zl 01/03/2011  |01/01/2014 |Government of
’ 08184 Palau - (dung dich, nhii dich), thubc m&, kem, Catalonia -
Solita I gel. Spain
Plegamans

(Barcelona),
Spain




* Thudc vo trung:
+ Thudc pha ché vé trung: dung dich
thudc tiém thé tich 16n, dung dich

21st Km|thudc tiém thé tich nho, thudc ran va
Demo Sa[National ~ Road|thudc cdy ghép chtra khang sinh nhém EU 14769/5-7- Greek National
10 |Pharmaceutica |Athens - Lamia,|beta Iaqtam. , GMP 2011 16/08/2011 16/05/2014  |Organization for
| Industry Krioneri Attiki,|[+ Thudc tiét trung cuoi: dung dich Medcines EOF
14568, Greece |[thudc tiém thé tich 16n, dung dich
thudc tiém thé tich nho.
* Thubc khdng vé trang: dung dich
thudc ding ngoai.
* Thude vo tring:
+ Thudc pha ché vé trung: dung dich
S.S.7 BIS KMi|thubc tiém thé tich lon, thuéc dong / italian
. 19,5 - 80029|kho, dung dich thudce tiém thé tich nhé. |EU -[1T/160- .
11 |Kedrion S.P-A| o\ NTANTIMO |+ Thubc tiét tring cudi: dung dichGMP  |4/H/2012 28/05/2012 - 107/07/2014 XS:AE;‘ZSIF A
(NA), Italia thuoc tiém thé tich 16n, dung dich
thubc tiém thé tich nho.
* Thudc sinh hoc: ché pham tir mau.
Bieffe Medi |;>/ia inci |Nuova*Th§6(’: e ing oué dung dich|EU IT/165 ltalian
leffe Medital|Provinciale -1+ Thudc tiét trung cuoi: dung dic - - ..
12 1spA 23034 Grosotto|thuée tiém thé tich nho, dung dich|GMP  |2/H/2012 |°7/08/2012 |30/11/2014 X'egr']‘é'”eAle A
(SO), Italia thudc tiém thé tich 16n gency
Vién nén (bao gom ca Penicillin va
Cephalosporin), thuéc bot pha hdon
Lot 1-5, Cheng|dich (bao gbém ca Penicillin va National
Xepa - Soul Industrial Estate i ie dm ca|PIC/IS - Pharmaceutical
14 |Pattinson (M) | Cephalosporin), vién nang (bao gom ca 123/12  [20/03/2012  |13/02/2014
Sdn Bhd 75250  Melaka, |Penicillin va Cephalosporin), dung|GMP Control Bureau

Malaysia

dich thudc udng, dung dich thude ding
ngoai, thudéc ma, thudc kem, thuéec nho
mit. thudc nhé tai

NPCB, Malaysia




Lot 2599, Jalan

Seruling 59,|Vién nén, vién nang, thubc bot, thude National
Buobharma Kawasan 3,|tiém thé tich 16n, thudc tiém thé tich PIC/S - PharmaceLtical
15 P taman Klang|nho, thudc kem, thubc m&, thudc cdm, 266/12  |07/06/2012  |23/04/2014
(M) Sdn. Bhd. . L, oz N .-\ |GMP Control Bureau
Jaya, 41200(dung dich thuoc (uong va dung ngoai), NPCB. Malavsia
Klang, Selangor,|thudc nhé mat. ’ Y
Malaysia
Lot 2&4, Jalan
Upha Egn ise::rtllctl)l;]strlizi Vién nén, vién nang, thudc bot pha hdn National
16 Pharmaceutica Esta%e 43650|dich ubng, dung dich thudc udng hén|PIC/S - 072112 laooo2 |iejor/2014 Pharmaceutical
| Mfg (M) Sdn| o~ da’r Baru/M°P va hén dich, thudc kem, thuéc md,|GMP Control Bureau
Bhd Bangi, Selangor lotion, thudc nho tai NPCB, Malaysia
Malaysia
Australian
. 1-5, 7-23 and 25/ )
Hospira 39 Lexia Place EU _|MI-2011- Therapeutic
17 |Australia Pty ' [* Thuoc vo trung: thuoc ti€ém L1-01427- |13/10/2011 29/08/2014  |Goods
Mulgrave  Vic GMP . i
Ltd 3170. Australia 3 Administration
, , (TGA)
* Thuoc khong vé trung: vién nang
Via Morelli, 2 -|ctmeg. dung d}llCAh ﬂ}uﬁc uﬁ?gh Cgl}ia hoe U 1y1/208. Italian
18 [Roche S.P.A [20090  Segrate ”ll‘;r] va CEE ¢ Et co Ofl‘t tn h,°° mon ovp  |Ubioory |09/082011 (261112013 |Medicines
(M), Italia (khong ké thuoe chira hoc  mon Agency AIFA

corticosteroid va hoc moén sinh duc),
vién nén.




Village

Ganguwala, Australian
Ranbaxy Paonta  Sahib, |, £ A A a o Therapeutic
19 |Laboratories |Sirmour District, Cﬁghuofénk:;?g V0 frung: vien nang Eall\af 2212/0072 30/08/2012  |25/07/2014  |Goods
Limited Himachal &V ' Administration
Pradesh 173025, (TGA)
India
* Thudc vo tring:
Aquitaine + Thu,éc;] i@lng kt\() (thude C(? chat 26
Pierre  Fabre Pharrm ??at :ll’ln ti ﬁC IT”O(nil"f Léing ?‘lclil‘ tiﬂ;loi French Health
. International  1,|11€M the tich nho(chat doc te bao/cha HPF/FR/2 Products Safety
"l kim té ba - 26/10/2011 2014
20 migf;rir;int Avenue qukim te ?ao); \ . . EU -GMP 98/2011 6/10/20 30/06/20 Agency
Bearn 64320|* l;hugf: tlet; t’rung S:u01. Dung dich (AFSSAPS)
IDRON, France thuoc ‘gem_the tich nhé o
* Thuoc sinh hoc: san pham céng nghé
sinh hoc
* Thudc vo tring:
+ Thubc pha ché vo tring: thudc dong
1541 Avenue ih%h?@ig ?ii%cth tt:ll;lnogc tlirgfhglj;c; Izililgh French  Health
21 |Sanofi Pasteur |Marcel Mereux,, < tiem thé tich nho eu -oMp |TPPIPR L hoi03i0012  |14r10i2014  [PrOOUCES Safety
69280 Marcy L i 2 X 1/2012 Agency
L 'Etoile. France * Thuoc sinh hoc: sinh pham mién (AFSSAPS)
’ dich, sinh pham cong nghé sinh hoc,
thuéc c6 ngudén goc tir ngudi hoidc
dong vat.
* Thudc khong vo tring: vién nang Slovenian
oo rj s g S b ey
22 |farmacevtska [Prevalje, 23910 TET CME FURY ST OFHEU-GMP (0287/2010{22/04/2011  [09/12/2013
) lactam, thuoc ran khac chira khang sinh Products and
druzbad.d Slovenia 5

beta lactam, vién nén chira khang sinh
beta lactam.

Medical Devices
(JAZMP)




Drynam  Road,

* Thudc vo trung: thudc dong khé,
dung dich thudc tiém thé tich nho.
+ Thudc tiét trung cuoi: dung dich

93 Organon Swords, Co. t}iuoc trlem th¢ tich nho, thuoc ran va EU-GMP |2011-003 |10/05/2011 04/02/2014 Irish  Medicines
(Ireland) Ltd Dublin. Ireland €Y ghép. Board (IMB)
’ * Thubc khdng vo tring: dang bén ran,
vién nén, cac dang khac (thudc bot va
hdn dich pha thubc dung trong)
* Thudc v tring: dang ban rin, dung
_ Industriepark 30, dich '[hlj.OC t.1Aem tl\le tich r11.10. . Belgian Federal
Schering- Heist-op-den- + Thuoc tiét trung cuoi: dung dich BE/2011/0 Agency for
24 |Plough Labo Berg B-2220 thudc tiém thé tich nho. EU-GMP o5 09/09/2011 17/05/2014  [Medicines and
NV ! 'I* Thubc khéng vé trang: dung dich Heallth Products
Belgium O . } X
thuoc dung ngoai, dung dich thudc (AFMPS)
udne. dane ban rin. vién nén.
* Thudc khong vo tring: vién nang
cimg (trong d6 cd chat kim té bao),
dung dich thubc ding ngoai ( dung
dich ngoai da, dung dich h6c mon va -
. . . X, ] A £ Finnish
Orion Tengstrominkatu |cac chat cO hoat tinh hdc mon), thuoc 405/11.01 Medicines
25 |Corporation, |8, 20360 Turku,|rin khéac (thubc bot, thudc com, bot|EU-GMP "77126/01/2012  |27/10/2014
i . . . L 09/2012 Agency
Turku site Finland dung ngoai da), dang ban ran (gel, bao (FIMEA)

gom gel chira h6c mon va céc chat co
hoat tinh h6c mén, thudc md), vién nén
(trong d6 c6 chat kim té bao va hac
mon va cac chét co hoat tinh hoc mon).




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

Dot 2
(Theo cong vin s6 847a/QLD-CL ngay 21/01/2013 ciia Cuc Quan 1y dwgrc)

STT [NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYEN |GIAY CN [NGAY CAP [NGAY HET|CO QUAN
2 Michael
Erakleous Street,
. Agios Athanassios .
Medochemie . - L LA A en . Pharmaceutical
1 |Ld  (Factory|!Mdustrial  Area,* Thuoe khong vo trung: vien nang cimg;\ e s\p MEDOSI20 155000015 196/03/2015  |Services Ministry
Agios vién nen. 12/01
AZ) . of Health, Cyrus
Athanassios,
Limassol, 4101,
Cyprus
48 lapetou Street,|* Thudc vo tring:
Medochemie  |Agios Athanassios|+ Thudc san xudt vo trung: dung dich MED07/20 Pharmaceutical
2 Ltd  (Facility|Industrial  Area,|thudc tiém thé tich nho. EU-GMP |5 001 13/03/2012  |03/11/2014  |Services Ministry
Ampoules INJ.) |[Limassol,  4101,|+ Thudc tiét trang cudi: dung dich thudc of Health, Cyrus
Cyprus tiém thé tich nho.
48 lapetou Street,|* Thudc san xuat vo tring: thudc bot pha
Agios Athanassios|tiém chira nhom penicillin. .
Medochemie  |Industrial ~ Area,|* Thubc khong vé tring: vién nang ctng MEDO03/20 Phar.maceutl.cgl
3 L ; L , ., |EU-GMP 06/04/2012 07/10/2014  |Services Ministry
Ltd (Factory B) |4101 Agios|chtra nhom penicllin; vién nén chira nhom 12/001 of Health. Cvrus
Athanassios,Lima |penicillin; thuéc bot pha dung dich uéng >y
ssol, Cyprus chira nhom penicillin.
Medochemie 1-10 Pharmaceutical
. * X A ~ N . . A
4 |Ld  (Cogols|COMStaNtINOUpOle 1* Thuoe khong vO trung: dung dich thude| ;o yp |MEDO2/20 |1 g/000615  101/12/2014  |Services Ministry
. 0os street, 3011,|udng; thudc ban ran; thuoc dan. 12/001
Facility) i of Health, Cyrus
Limassol, Cyprus
Medochemie 1-10 Pharmaceutical
i * A A A triina: via T e
5 |Ltd  (Centrat|SONStaNtinoUpole 1 Thuoe khong vo tring: vien nang cimg;|e \ s\p (MEDOV20 10550015 101/12/2014  |Services Ministry
0S street, 3011,|vién nén. 12/001
Factory) of Health, Cyrus

Limassol, Cyprus




* Thube vé trung;
+ Thudc san xuat vO trung: dang bao ché;

" thudc thé tich nho dang long (thudc nhod Belgian  Federal
Alcon _|Rilksweg 14, mat, thudc tra mat). BE/2011/00 Agency for
Puurs,  B-2870, A e £ XA e , |EU-GMP 15/12/2011 13/01/2014  [Medicines  and
Couvreur NV . + Thudc tiét trung cuoi: thudc thé tich nho 1
Belgium . A . ¢ Heallth Products
dang l6ng (thudc nho mat). (AFMPS)
* Thudc khong vo tring: dang bao ché
ban rén.
R.P. Scherer,
R.P.  Scherer|Gammelsbacher |* Thudc khéng vé tring: vién nang mém; DE BW 0
GmbH & Co.|Str.2, 69412 durllg dl_CAh thudc uong; fiang bqo che\ Tan| - GMP l_C;MP__ZO 19/10/2011 14/09/2014 Co SuaWH Cf) tham
KG GmbH +|Eberbach, Baden -|khac (vién nang dung tai truc trang va am 11 0101 quyén ¢ Birc
Co. KG Wurttemberg, dao). -
Germany
Via isidro Fabela
Roche, S.A. de ] bao chtra chat huéng than va chat doc té|EU-GMP 11/01/2012  |19/08/2014 g
cvV Toluca 50030 bio 2 Health  Products
' (Estado de|” (AEMPS)
Mexico), Mexico.
* Thudc vo trung:
+Thubc san xuat vo tring: thudc dong khd
Vetter Pharma - (h6c mon va cac chat co hoat tinh hdc
Fertiaun mon); dung dich thubc tiém thé tich nho
Vetter Pharmas Eiser?bal?nstr 9.4 (h6c mon va cac chat co hoat tinh hdc
Fertigung 88085 mon). L nr s Z. . 2 DE_BW_0 Co quan c6 tham
+ Thuoc tié€t trung cuoi: dung dich thuoc|EU-GMP [1_GMP_20 |12/01/2011 30/11/2013 N
GmbH&Co. Langenargen, n ., \ quyén ¢ btic
KG Baden _|tiém thé tich nho. 11 0003
Wurttember * Thubc sinh hoc: san pham sinh hoc; ché
Germany g pham c6 ngudn gbc huyét tuong; sinh

pham mién dich; sin pham cong nghé sinh
hoc ¢6 chira cac chat c6 hoat tinh
hormon).




Avda. Severo
Ochoa, 13 (Pol.|* Thubc khdng vo triing: vién nang ctng; Spanish  Agency
Roche Farma.|Ind. De Leganes),|vién nén; vién bao (bao gém ca vién nang ES/082HVI of Medicines ang
10 SA Leganes  28914|cimg; vién nén; vién bao chira chia chét EU-GMP /12 29/05/2012 22/02/2015 Health  Products
(Marid), Tay Ban|huéng tdm than); (AEMPS)
Nha
* Thubc vo trung;
+ Thubc pha ché vo trung: dung dich
thudc tiém thé tich nho. :
VR Z. . £ Belgian  Federal
. + Thuoc tiét trung cudi: dung dich thuoc
Catalent Font Saint Landryl i 1h& tich nho BE/2011/03 Agency for
11 . 10, Bruxelles, B- L L x_ ... |[EU-GMP 29/09/2011 05/07/2014  [Medicines  ang
Belgium SA . * Thuoc sinh hoc: sinh pham mién dich; 5
1120, Belgium . X Xy A Heallth Products
sinh pham nguon goc tir nguoi va dong
A Lo x . XA e ~ (AFMPS)
vat (ché pham c0 nguon goc tir dong vat:
dong goi cap 1 va heparin khéi luong
phan tir thap).
Merck 54-68 Ferndell ?ﬁ;:;?;ﬁ?ic
Shap&Dohme |Street, South|, A A PIC/S  -|[MI-2012-LI;
13 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)
S No ™ Thudéc v tring: bdt  pha
y: ‘[tiém.(Cefazolin, Cefotaxime, Ceftazidime,
. 329/39&329/47, . : "
Aurobindo . . Ceftriaxone, Cefepime, Cefoxitin,
Chitkul Village - . i -
Pharma Ltd. 502 307 Ceftiofur, Cefuroxime), 1547/11.01 Finnish
14 Unit VI, * Thudc khong vo tring: vién nang cimg|EU-GMP ©77111/03/2011 15/12/2013  |Medicines
. Patancheru . . N . 2 09/2011
Production (Cefalexin), bot pha hon dich uong Agency (FIMEA)
Mandal  Medak, . ) N in
Blocks B, D, E | .. . . (Cefalexin, Cefpodoxime, Cefprozil), vién
District Andra

Pradesh, India

nén (Cefalexin, Cefpodoxime proxetil,
Cefuroxime, Cefprozil, Cefixime).




Survey no 314,

* Thudc vo trung: thudc dong kho, thude
bot pha tiém/tiém truyén (Amoxicillin,
Ampicillin,  Ampicillin&  Sulbactam,

Bachubally Flucloxacillin, Piperacillin/Tazobactam).
Aurobindo Village, * Thudc khong vo tring: vién nén (Co- 459/12.01.0 Finnish
15 Pharma  Unit|Quathubullapur  |amoxiclav, Flucloxacillin, Pheoxymethyl|EU-GMP 1/2012' "7103/04/2012 03/02/2015 [Medicines
Xl Mandal, R.R.[penicillin, Pivmeccillinam), vién nang Agency (FIMEA)
District, ~ Andra|ctng (Amoxicillin, Cloxacillin,
Pradesh, India  |Flucloxacillin), thudc rin khéc: thudc bot
pha hdn dich ubng (Amoxicillin, Co-
amoxiclav, Flucloxacillin).
Cilag AG Hochstrasse 201,|Dang bao ché long (thudc san xuit vo 12-279 08/02/2012  |25/11/2014  |Swiss Agency for
8200 trung va cac hoat chat c6 hoat luc cao; Therapeutic
Schaffhausen, nhay cam) Products
Thuy Sy Dang bao ché ban ran ( Sinh pham vy té;|p|c/s- (Swissmedic)
16 hoat chét c6 hoat luc cao; nhay cam) GMP
Dang bao ché ran (san xuat vo tring va|EU-GMP
hoat chét ¢ hoat luc cao; nhay cam).
Dugc chat: duge chat c6 hoat tinh cao
hodc nhay cam.
S.C Antibiotice[Str. Valea Lupului{* Thudc san xuat v tring: dang bao ché 012/2011/R |28/10/2011  |20/04/2014  |National Agency
S.A nr. 1, lasi, Jud.|ban rin. 0 of Medicine and
lasi, cod 707410,|* Thudc khong vé tring: vién nang cting Medical Devices,
17 Romania (khang  sinh nhom penicillins;|Ey-cMmP Romania
cephalosporin; cac khang sinh khac); vién
nén bao phim; dang bao ché béan rin; vién
dan; vién nén.
LTS Lohmann|Lohmannst.2, * Thudc khdng vo trang: thudc khung DE_RP_01 [20/01/2012  |12/08/2014 |Co quan c6 tham
Therapie -|56626 Andernach,|thdm; dang bao ché ran khac (h6c mon va _GMP_201 quyén & Pc
Systeme AG Rhineland -|cac chat cd hoat tinh héc mdn); dang bao 2_0003
18 . OV “ . N . - . |EU-GMP
Palatinate, ché ban ran; miéng dan ngoai da (hdc mén

Germany

va cac chat c6 hoat tinh h6¢c mon).




BSP Via Appial* Thudc vé trung: IT/60- 07/03/2012 18/01/2014  |ltalian Medicines
Pharmaceutical |Km.65561 + Thubc san xuat vo tring: thudc dong 8/H/2012 Agency AIFA
SS.R.L (loc.Latina Scalo)-|khd (chat doc té bao/ chat kim té bao);
04013 Latina,|dung dich thudc tiém thé tich nho (chat
Italia doc té bao/ chét kim té bao).
+ Thubc tiét tring cudi: dung dich thubc
19 tiém thé tich nho (chat doc té bao/ chat| | ~\io
kim t€ bao).
* Thudc khdng vo tring: vién nang cimng
(chat doc té bao/ chat kim té bao); vién
nén (chat doc té bao/ chit kim té bao).
* Thudc sinh hoc: DNA/ Protein tai to hop
Panpharma ZA du Pre-chenot,|* Thudc san xuét vo tring: thudc cay ghép HPF/FR/63/|26/04/2011  |02/12/2013 |French  Health
56380 BEIGNON,|dang ran (khang sinh non-beta lactam; 2011 Products  Safety
20 France chtra hoc mon va céc chit cd hoat tinh hoc EU-GMP Agency
mon). (AFSSAPS)
Pharmachemie [Swensweg 5,* Thudc vo tring: NL/H 26/04/2011  |09/12/2013  |Healthcare
B.V 2031 GA|+Thudc san xuét vo trung: thudc dong kho 11/0037 Inspectorate,
Haarlem, (chat kim té bao); dung dich thudc tiém Netherlands
Netherlands thé tich nho (chat kim té bao); cac thudc
san xuat vo tring khac.
21 + Thude tigt tring cudi: dung dich thube|zy.gmp

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

* Thude khong vo tring: vién nang cing;
vién nén (chit kim té bao); cac thudc
khong vé trung khéc.




22

Teva
Pharmaceutical
Works Private
Limited
Company

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

* Thube vo trung;

+ Thubc san xudt vo trung: dung dich
thudc tiém thé tich 16n; thuéc dong khd
(h6c mén va cac chat ¢ hoat tinh héc
moén; chat doc té bao/chat kim té bao);
dang bao ché ban rin (thuéc m& tra mat);
dung dich thudc tiém thé tich nho (hdc
mon va cac chat c¢d hoat tinh héc mén;
chit doc té bao/chdt kim té bao); thudc
nho mat.

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

* Thudce khong vo tring: vién nang cimg
(h6c mén va cac chat co6 hoat tinh héc
mon); dung dich thudc ding ngoai (thudc
nho mat); vién nén (hdc mén va céc chat
€O hoat tinh hoc mon; vién nén bao phim
va bao dudng chira hc mon va cac chat
c6 hoat tinh héc mén khéng ké cac thude
chita hormon sinh duc); thubc bot va
thudc bot pha siro.

* Thudc sinh hoc: ché pham tir mau va
c4c ché pham dan xuat tir huyét thanh va
huyét twong; sinh pham mién dich.

EU-GMP

OGY1/1575-
2/2012

06/02/2012

17/11/2014

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

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

* Thudc vo trung:

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

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

* Thudc khong vé trung: vién nang cing.

EU-GMP

009/2011/R
@)

28/06/2011

14/03/2014

National Agency
of Medicine and
Medical Devices,
Romania




Dr.Reddy's Survey No. 42,|* Thudc khong vo tring: vién nang ctng; 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
24 Mandal,  Ranga EU-GMP Agency MHRA
Reddy  District,
Andhra  Pradesh,
IN -500 090, India
Hospira Plot NOS: B3-B4,|* Thudc san xuat vo tring: thudc dong UK GMP|01/06/2011  [11/04/2014 |United Kingdom's
Healthcare B5 (part of), B6|khd; cac thudc vO tring khac(bot pha 36736 Insp medicines  and
India  Private|[(Part of), B11-|tiém). GMP Healthcare
Limited B18, Sipcot|* Thudc khong vé tring: vién nang ctng; 36736/1707 Products
25 Industrial ~ Park,|dang bao ché rin khac; vién nén; céc|EU-GMP |035-0002 Regulatory
Irungattukottai,  [thuéc khéng vé trung khac(bot pha hon Agency MHRA
Spiperumbudur,  |dich udng).
Tamil Nadu, In-

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

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

* Thube vo trung;

+ Thudc san xuat vO trng: thudc dong
kho; dung dich thudc tiém thé tich nho;
thudc cdy ghép dang ran (khang sinh
nhém beta lactam); thudc cay ghép dang
ran ( thudc bot; thude bot chira khang sinh
nhém beta lactam).

+ Thudc tiét tring cudi: dung dich thubc
tiém thé tich 16n; dung dich thudc tiém thé
tich nho (chdt gdy nghién); dung dich
thudc tiém thé tich nho; dung dich thudc
tiém thé tich nho (chat hudng tam than).

* Thudc khdng vé tring: Vién nang ctng
(khang sinh nhdm beta lactam). Vién nang
cimg (chat gy nghién). Vién nang cung.
Vién nang ctimg (chat huéng tdm than).
Dung dich thudc dung ngoai. Dung dich
thudc udng. Cac dang bao ché rin khéc
(khang sinh beta lactam): thubc bot
(khang sinh beta lactam). Céac dang thudc
ran khéc: vién nén bao phim (véi dudng),
thudc bot. Vién nén (khang sinh nhom
beta lactam): vién nén (khang sinh nhém
beta lactam), vién bao (khang sinh nhém
beta lactam). Vién nén (chat doc té
bao/chat kim té bao): vién nén (chét doc té

EU-GMP

ES/060HI1/1
1

19/07/2011

13/06/2014

Spanish  Agency
of Drugs ang
Health  Products
(AEMPS)

29

Beaufour Ipsen
Industrie

Rue Ethe Virton,
28100 Dreux,
France

* Thudc san xuat vo tring: dung dich
thudc tiém thé tich nho.

* Thude khong vo tring: vién nang cing;
dung dich thudc udng; dang bao ché rin
khéc; vién nen.

* Thudc sinh hoc: san phim cong nghé
sinh hoc.

* Thude tir duoc lidu.

EU-GMP

HPF/FR/28
8/2011

09/01/2012

05/05/2014

Health
Safety

French
Products
Agency
(AFSSAPS)




* Thudc khong vo tring: Vién nang ctng;

Pierre  Fabre Site  Progipharm,|thudc r!hai; dung dich thude dgng ngoai; French  Health
31 Medicament Rue du Lycee, dur/19 dich thu\oc qung;,danig bao c_he ran| o oo HPF/FR/34/ 93/02/2011 91/10/2013 Products  Safety
Production 45500 GIEN, khac; dang bao ché ban ran( tretinoen); 2011 Agency
France Vvién nén. (AFSSAPS)
* Thudc sinh hoc: thudc mién dich.
. |* Thudc v tring: thudc ciy ghép va dang French  Health
Zl du Clairay,| . ,
33 |Panpharma  |Luitre,  35300|%" (chua beta lactam) leu-emp |TPRIFRIZ 010610011 |oafozi2014  |FrOOUCEs  Safety
Fougeres, France (bia chi van phong: ZI du Clairay Luitre, 2/2011 Agency
35133 Fougeres, France) (AFSSAPS)
1389 Trasad Australian
Cadila Road, Dholka, 2 R A , MI-2011- Therapeutic
34 |Pharmaceutical |Dist.: Ahmedabad| . 1u0¢ Knong vo trung: vién nang cimg, PIC/S - op 49901 |22/06/2012  |09/11/2013 | Goods
s Limited Gujarat 387 810, vién nén, thude com. GMP 3 Administration
India (TGA)
* Thuoc vo trung:
Roche + Thudc pha ché vo tring: thudc dong
Diagnostics khé: dung dich thudc tiém thé tich nho
Roche GmbH, Sandhofer| ", < et trung céng doan cudi cdng' DE_BW_0 Co quan c6 tham
35 Diagnostics Strabe 116, 68305 dune di htfl S tiom tha t'ﬁ he '|[EU-GMP [1_GMP_20 |16/03/2012 01/12/2014 in & D
GmbH Mannheim, Baden| HDE et TUOe Hetm the Heh ANo. 12 0023 quyen o-oue

Wurttemberg,
Germany

* Thudc sinh hoc: sinh pham sinh hoc
(khang thé don dong sir dung ky thuat di
truyén).




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

Dot 3
(Theo cong vin sé 1710a/QLD-CL ngay 01/02/2013 ciia Cuc Quan ly dwoc)

STT [NHA MAY/|PIA CHI PHAM VI CHUNG NHAN NGUYEN |GIAY CN [NGAY CAP [NGAY HET|CO QUAN
B.Braun
Melsungen AG  |* Thudc tiét tring cudi: dung dich thubc
Carl - Braun -|tiém thé tich nho (chira hoat tinh hormon);
B.Braun Strape/Am dung dich thudc tiém thé tich 16n DE-HE-01- Co quan ¢ tham
3 Melsungen AG |Schwerzelshof  |* Thude khng vo tring: dung dich thude| =2 oM |GMP-2012-106/12/2012 - 26/04/2015 quyén & Dirc
£ 0041
1/1, 34 212|uong.
Melsungen,
Germany
* Thudc vo trang:
+ Thubc san xuat vo tring: thudc dong
khd (h6c mén va cac chat c6 hoat tinh hoc
. moén: héc mon sinh duc); dung dich thubc
Via FOSSe| iam thé tich nho: thube san xuit vo triing
. Ardeatine, 2 -| 'SPV IT/198- Italian Medicines
4 Hospira S.p.A 20060 Liscate khac (tPuOf:Abot?. . . ) EU-GMP A/H/2011 14/07/2011 25/02/2014 Agency AIFA
. + Thuoc ti€t trung cuoi: dung dich thuoc
(M1), ltalia A 2 .0 .
tiém the tich nho.
* Thudc khong vo tring: vién nén
* Thudc sinh hoc: thubc dong khd co
ngudn goc tir nguoi.
. . 05-0168- United States
5 Abbott . North Chicago, II. Survantf.al _ (beractant) intratracheal US.CGMP|2012-01-  |15/06/2012 15/06/2014 |Food and Drug
Laboratories 60064-4000, USA [suspension; 4ml - .
VN Administration
304, Avenue dul, py & khong vo tring: vién nang cimg; French — Health
Bristol -Myers(Docteur Jean Bru . X ox X S HPF/FR/22/ Products  Safety
6 Squibb 47000 AGEN. (rj;r:g id}rclslzi;?lo;rlllir{i, dang bao ché ban|EU-GMP 2012 23/02/2012 15/09/2014 Agency
France > Vien dan; Vien hen. (AFSSAPS)
979 Avenue des National Agency
Bristol -Myers|Pyrenees, 47520|* Thubc khéng vo tring: dang bao ché HPF/FR/12 of Medicine and
! Squibb LE  PASSAGE, |rin khac; vién nén. EU-GMP 9/2012 10/07/2012 23/03/2015 Health Safety
France (ANSM)




"
A

166-170, Nguyén

cong ty ol Tp Tu Co quan thim
8 |phin 16 TP TN ian nang ctmg (Cefaclo Stada 500mg)  |EU-GMP 10/01/2013  [31/08/2014 ,que
Pvmenharco Hoa, tinh Phu quyén Buc
ymep Yén, Viét Nam
Aharnon  Street,[Thuc vO tring: vién nang cung, dung
. Limassol dich thubc dung ngoadi, dung dich thubc Pharmaceutical
9 FBeL?fdﬂ'nca ) Ll nustrial  Area,|uéng, thuée phun mi, dang bao ché ban|EU-GMP ?ZE/(';’(')T/ZO 18/04/2012  |23/02/2015  |Services Ministry
g Limassol, 3056, |rdn, thuéc dat, vién nén, thudc bot pha of Health, Cyprus
Cyprus dung dich udng.
* Thube vé trung:
+ Thuoc san xuat vd tring: dung dich
thudc tiém thé tich nho.
Avinguda de|+ Thudc tiét trang cudi: dung dich thudc .
. 2 e \ . L ein Ministry of
L aboratorios Barcelona, 69,|tiém thé tich nho, dung dich thuoc tiém NCE/1110/ Health of
10 : 08970 Sant Joan|thé tich 16m, thubc nho tai. EU-GMP 25/02/2011  |01/01/2014
Lesvi, SL . XA A , - 001/CAT Government  of
Despi * Thuoc vO trung: vién nang cung, Vién Catalonia - Spain
(Barcelona), Spain|nén, vién bao, vién bao phim, thudc bot P
ubng, thudc cdm, thude bot ding ngoai,
dung dich thuéc ubng (dung dich ubng,
siro, hdn dich uéng).
Remedica  Ltd A.harnon Street,| Thuoc khcfng, vO Erung: V|en' nang cung .
(Buidin 5 Limassol (hormon va cac chat c6 hoat tinh hormon, REMO05/20 Pharmaceutical
11 g Industrial, Estate,|chat doc té bao/chat kim té bao); vién nén|EU-GMP 30/08/2012  |11/07/2015 |Services Ministry
Cytostatics/Hor |, . . Iy . 12/001
manes) Limassol, 3056,|(hormon va cac chat cO hoat tinh hormon, of Health, Cyprus
Cyprus chit doc té bao/chat kim té bao)
Boehringer Binger StraB |* Thudc san xuat vo trung: dung dich hit.
Ingelheim 173, D-55216(* Thudc khong v tring: vién nang ctng 2011/97/55/ Co quuan thiam
12 Pharma GmbH|Ingelheim, gelatin, dung dich hit, vién nang HMPC, EU-GMP M 15/09/2011 21/07/2014 quyén Dt
& Co. KG Germany thudc phun mi, vién nén.
. 5th km Paiania-|* Thudc khéng vé tring: vién nang cimg; National
Boehringer Markopoulo vién nang mém; dung dich thudc udng; 33945/11-5- Organization for
13 |Ingelheim Ellas pouto, - - Vien nang mem; dung dich thuoe uong: ey spp 02/07/2012  |23/03/2015 |- 92
AE Koropi Attiki,|vién nen. 12 Medicines,
' 19400, Greece * Thudc duoc liéu. Greece




* Thudc vO trung: dung dich thudc tiém
thé tich 16n, thudc dong khd, dung dich
thudc tiém thé tich nho.

. * Thubc sinh hoc: sinh phdm mién dich DE-RPDA- Lz
1q |PAGhealth AMIsQerichssifaBel & xust tr vi Khuin hodc chit|EU-GMP |111-L -57 -{04/11/2010  |03/11/2013 | O duan €O tham
Care GmbH 1-5,35423 Lich . LA A pn I A 4 quyén ¢ Puc
ddc),thude ve t& bao (thuoc c6 ngudn goc 1-41
tor nguoi hoac dong vat). ‘
* Thude tir duoc liéu, san phim ddng can
vi lugng.
* Thubc v trung;
+ Thubc san xudt vot rung: dang bao ché
ban rin, dung dich thudc tiém thé tich nho
68 Aprlkol L thude bot pha dung dich
15 Balkanpharma -|vastanie Blvd., tiém (cephalosporin). EU-GMP BG/GMP/2 18/12/2012 12/10/2015 Bulgarian  Drug
Razgrad AD Razgrad 7200, ORI £ . £ 012/038 Agency
. + Thuoc tié€t trung cuodi: dung dich thuoc
Bulgaria n 2., .
tiém the tich nho.
* Thubc khdng vo tring: vién nang cimg,
dang bao ché ban ran, vién nén, thudc bot
pha hén dich uéng.
Balkanpharma
:?::f;:;f: d AD 3 Samokovsko
* e A A LN A , .
17 manufacturing Shoss.e Str., .:Fhucl)c khong vo trung: vién nang cung, EU-GMP BG/GMP/2 31/08/2011 21/07/2014 Bulgarian  Drug
. Dupnitsa 2600, (vién nen. 011/020 Agency
Facility for Bulaaria
Solid  dosage g
Forms
Unit II: Hill Top|* Thudc vo trung:
Industrial Estate,|+ Thudc san xuat vO tring: thudc dong Portuguese
Village  Bhatoli|khd, cac thubc vo tring khac (thudc bot Venus National
venus Kalan Near|(cephalosporin va carbepenem), thubc Remedies Authorit of
18 Remedies . . P Ap Lk 2 p‘ ’ GMP-EU |, . . 30/06/2011 23/06/2014 onty
Limited Jharmajri  Export|déng kho chira chat kim té bao). Limited/00 Medicines  and
Promotion  Park,|+ Thudc tiét tring céng doan cudi cung: 2 Health Products,

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

dung dich thudc tiém thé tich nho chua
chat kim té bao.

IP (INFARMED)




Loc. Fontana Del

* Thubc v trung;

+ Thudc san xudt vo trung: dung dich
thudc tiém thé tich nho (héc mén va
corticoid), thubc bot.

20 Brls_tol -Myers Ceraso -03012 Jr.AThuO;C ,t1¢t truﬂng cuoi: dung dich thuoc GMP-EU IT/138- 18/05/2012 10/04/2014 Italian Medicines
Squibb S.R.L i tiém thé tich nho. 5/H/2012 Agency AIFA
Anagni (FR), Italy |, 2 R A ,
Thuoc khong vo trung: vién nang cung,
thube bot, vién nén.
* Thude sinh hoc: san phim cong nghé
sinh hoc.
Corden Pharma |* Thudc khéng vo tring: vién nang
Otto-Hahn-Str., |cimg,dang bao ché rian khac (vién bao, DE BW 0
21 Corden Pharma|68723 Plankstadt,|{com, bf_)t) ghoc mon, ca(.:Achat,co hc,)at tII;lh GMP-EU |1 éMP —20 17/04/2012 13/04/2014 Co 9u§n cp tham
GmbH Baden- cao, doc tinh manh), vién nén (hdéc moén - = quyén ¢ Birc
AP 11 0032
Wurttemberg, va cac chat c6 hoat tinh hoc mon, céc chat -
Germany c6 hoat tinh cao doc tinh manh)
No 2 HuangShan Australian
AstraZeneca Road, Wuxi GMP- MI-2012- Therapeutic
22 Pharmaceutical |Jiangsu 214028, |* Thubc khong vé trang: vién nén. CE-05639- |27/06/2012 09/09/2014  |Goods
. PIC/S s
Company Ltd |China - Peoples 3 Administration
Republic of (TGA)
Viale Dell’
Corden Pharma Industria, 3 E
o Reparto Via|Thudc tiét trung cudi: dung dich thubc IT/73- Italian Medicines
24 |Societa’  Per e, 17, tiém thé tich nho CMP-EU o) yp01p  |14/03/2012 12801072014 ) ey AIEA
Azioni
20867,Caponago
(MB), Italia
_ UK GMP Unlt_eq Kingdom's
587 Old Baltimore medicines and
Astrazeneca Pike Newark 12811 Insp Healthcare
25 Pharmaceutical ’ - '1* Thudc khong vo tring: vién nén GMP-EU |GMP 26/01/2012 28/11/2014
19702, United Products
sLP States 1281173374 Regulator
410-0006 guatory

Agency MHRA




Astellas  Pharma
Tech Co. Ltd., 2-
Toyama 178 Kojin-machi,[San xuat cic hoat chat dugc dung: Irish ~ Medicines
27 Technology Toyama City,| Tacrolimus Hydrate, Micafungin Sodium. GMP-EU 12558 26/03/2012 28/10/2014 Board (IMB)
Centre
Toyama, 930-
0809, Japan
. . * Thudc vO tring: dung dich thudc tiém . .
g9 |Astellas IrelandKillorglin, — Co.,f,, 4/ s GMP-EU |581/M1035 [27/04/2012  |03/06/2014 |!MiSh ~ Medicines
Co. Ltd Kerry, Ireland 2 . . n , Board (IMB)
* Thuoc khong vo trung: vién nang cing
Thubc khéng vO& tring: vién nén
H-17/H-18, (Glimepriride; Metformin hydrochloride;
0.1.D.C., Mahtma|Repaglinide;  Ropinirole;  Metformin 5543/11.01 Finnish
30 USV Limited |Gandhi Udyog|hydrochloride prolong release;|EU-GMP 09/2011' "(07/10/2011 23/02/2014  |Medicines
Nagar, Dabhel|{Clopidogrel;  Irbesartan;  Naratriptan Agency (FIMEA)
Daman, India hydrochloride; Trimetazidine
hydrochloride; Sevelamer)
Zl du  Clairay French  Health
* £ PO £ £ p
31 |Panpharma  |Luite, 35300 , 1PuOc VO trung: thude cay ghep danglp, c\p (HPFIFRIZ2 o) /0010011 loajo0014  [FrOTUCES  Safety
Fougeres. France |T20 (chtra beta lactam) 2/2011 Agency
geres, (AFSSAPS)
2-9-41  Yahata- Ministry of
34 |Kanonji Institue| N Ko gy oo GMP- 19397 24/00/2012  |24/00/2014 | e&Ith,  labour
City, Kagawa, Japan and Welfare,
Nhat Ban Japan
* Thudc tiét trung cudi: dung dich thudc
Berlin - Chemie| Glienicker  Wegtiém thé tich 16n. Co quan c6 thim
35 125, 12489|* Thudc khong vé trang: dung dich thuéc|EU-GMP  [2012/01/bc |03/07/2012 18/06/2014 d

AG

Berlin, Germany

ubng, dung dich thudc ding ngoai, thudc
cdm, thude dit.

quyén ¢ Dtrc
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A Menarini
manufacturing
Logistics and
services S.r.l

Via Sette Santi, 3-
50131 Firenze,
Italia

* Thubc v trung;

+ Thudc san xudt vo trung: dung dich
thudc tiém thé tich nho.

+ Thudc tiét trung cudi: dung dich thubc
tiém thé tich nho.

* Thudc khéng vo trung: thudc dung
ngoai dang long (hormon corticoid), dang
bao ché ban rin (hormon corticoid).

EU-GMP

IT/136-
1/H/2011

09/05/2010

18/11/2013

Italian Medicines
Agency AIFA




Menarini - Von
Menarini - Von Heyden GmbH *_Thuc")c khong vo trung: vién nang ctmg; DE_SN_01 Co quan ¢ thim
37 Heyden GmbH Leipziger Strape 7{vién nang mém; dang bao ché ran; vién|EU-GMP | GMP_201 (01/11/2011 28/07/2014 quyén & Ditc
13, 01097(nén. 1 0020
Dresden, Germany
San pham Paracetamol-Bivid
Lohstrasse 2, D-| + (Co s& san xuat: Bieffe Medital S.P.A -
Sanavita 59368 We_rne, Via Nuova Provinicale s/n, 23034 DE NW_0 Co quan thim
38 . North Rhine-|{Grosotto (So), Italy. EU-GMP |1_GMP_20 (07/03/2012 06/03/2015 A,
Pharmaceutical . \ p \ . quyén DPuc
s GmbH Westphalia, + Co S0 xuat xuong: Sanavita 12 0001
Germany Pharmaceuticals GmbH )
L6 Z01-02-03a,
N |[KCN/KCX  Tén Ministry of
cong ty Ol an,  Phuong|.. GMP-Nhat Health,  labour
39 |phan dugc|_, " . Z|Thudc vién nén (ESKAZOLE 200mg) \ : 21/12/2010 21/12/2015 ’
pham Savi Tan Thuan BOng, Ban and Welfare,
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 dwoc)

STT |[NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYEN [GIAY CN [NGAY CAP [NGAY HET|CO QUAN
*Thudc san xuat vo trung: dung dich
thudc tiém thé tich nho (insulin va chat
NovoNordisk Novo Alle 2880 tHUItI%’ tltrlfmmizhcr:l; ” hOlp Glluf' ?gon " DK H Danish
1 Bagsvard DEPHLTIONE AF LUeagon, Hragiitic)- ey gMp 28/02/2011  [15/12/2013  |Medicines
AJS * Thuoc khong vo trung: vién nén (hdc 00008611
Denmark N ) . Agency, Denmark
mon: estradiol; noretistheron).
* Thude sinh hoc: Thudc cdng nghé sinh
hoc (insulin va chat twong tu insulin).
Lot 2599, Jalan Vién nén; vién nang; thudc bot; thudc National
Seruling 59,1,.. P \ X in 2 e b 1s :
Duopharma Kawasan 3. taman tiém thé tich nho; thudc tiém thé tich 16n; PIC/s- Pharmaceutical
2 P ’ kem; thudc md; thudc cdm; thudc ubng 266/12 07/06/2012  |23/04/2014 |Control Bureau -
(M) Sdn. Bhd. |Klang Jaya, 41200 \ SR iy . |GMP -
dang long, thuoc dung ngoai dang long; Ministry of
Klang, Selangor,| =~ 7 N i
. thuoc nho mat. Health Malaysia
Malaysia
* Thubc vo trung;
sIC + Thudc san xuat vO tring: thudc bot dong
N . kho; dung dich thudc tiém thé tich nho State
Borshchahivsk N Loy - .
. ) (dam dac); thudc bot. Administration of
ly chemical-l,; \yor 03134,|+ Thude tiet tring cudi: dung dich thuée|PiCis-  |002/2012/S Ukraine on
4 |pharmaceutical |-.. VY™ | Hhuog iet trung cuor: dung di AUMP/GM |19/01/2012  |18/08/2016 in
N . |Kiev, Ukraine tiém thé tich nho (dung dich tiém). GMP Medicinal
plants” Public z A NS , P
. * Thuoc khong voé trung: vién nang cling; Products -
Joint-stock X \ . x :
thudoc uong dang long (siro; hon dich); Ukraine
Company

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




Aston Lane North,

* Thuoc vo trung:

Norton Whlteh-ouse Vale + Thubc san xudt vd trung: dung dich UK MIA UK'Medicines
Healthcare Industrial Estate,|, . ... I X Lz 530  Insp
Limited T/AlPreston Brook thuoc tiém thé tich 16n; dang bao ché ban GMP/GDP/ and  Healthcare
5 '\ran; dung dich thubc tiém thé tich nho;  [EU-GMP 05/10/2011  |14/02/2014  |Products
Ivax Runcorn, + Thubc tiét trang cudi: dung dich thud IMP Regulator
Pharmaceutical (Cheshire,  WAT| oo B o nhég dung dicl? (hude tiém 530/14004- A 2nc (I\)//IHRA)
s UK 3FA, United| " ¢ > dung dieh thu 0016 gency
. thé tich 16n
Kingdom
* A A A triina: Vi T o
57 Polskiej _:Fhuoc khorlg vO trling. Ylen nang_ clrng;
- vién nang mém; thudc dung ngoai dang i
Medana Organizacjl long; thubc uéng dang long;dang bao ché GIF-IW-N- Main
7 Pharma Spolka|Wojskowej  Str.,| . & & . g NS IONS,C4 g .. |EU-GMP 23/01/2012 28/10/2014  |Pharmaceutical
. . ran khac (goi bot); dang bao ché ban ran; 4022/12/12
Akcyjna 98-200 Sieradz,| .., Inspector, Poland
Poland vién nén;
* Thuoc thao duoc.
e B N S
8 Pharma Spolka go >t \ g o . g hgoal de gEU-GMP 23/01/2012 28/10/2014  |Pharmaceutical
. 200 Sieradz,|16ng; thuoc uong dang 1ong; dang bao ché 4022/13/12
Akcyjna P e gen RN Inspector, Poland
Poland ran khac (goi bot); ban ran; vién nén.
* Thudc vo trung;
: +Thubc san xuat vo trung: dung dich
. 19, Pelplinska| , . ... 2 o , . £ .
Pharmaceutical Str 83-200 thuoc tiém thé tich nho; dung dich thudc GIF-IW-N- Main
9 S Works Sta.r10 ard tiém thé tich 16n; EU-GMP |4022/113/1 (26/9/2011 01/07/2014  |Pharmaceutical
Polpharma S.A gal + Thudc tiét trung cudi: dung dich thudc 1 Inspector, Poland
Gdanski, Poland |.., 2 \ i L ein
tiém thé tich nho; dung dich thudc tiém
thé tich 16n.
Pharmaceuticals
Works Polpharma
Pharmaceutical [S.A * LA A g , Main
10 |s Works|19,  Pelplinska vi(:er;nrllgﬁ khong VO trung: vien nang cng, ;1 A(?(:;ZI/Z\;/TZ 23/1/2012 17/11/2014  |Pharmaceutical
Polpharma S.A [Str., 83-200 ' Inspector, Poland
Starogard

Gdanski, Poland




*Thudc khong vo tring: vién nang cing;

10, WIladyslawa|vién nang mém; thudc ding ngoai dang .
Medana Lokietka Str., 98-|long; thudc uéng dang long; dang bao ché GIF-IW-N- Main
11 Pharma Spolka ones PIUOC UONS dang ons; dang Do Chc\ ey gmp 23/1/2012 28/10/2014  |Pharmaceutical
. 200 Sieradz,|ran khac (goi bot); dang bao ché ban ran; 4022/11/12
Akcyjna o Inspector, Poland
Poland Vién nén.
* Thude thao duoc.
* Ac vd triino:
Via  Provinciale Thuog Vo }mng'; A s :
(loc. Bolognana) - + Thude san xuat vO trung: dung dich IT/108- Italian Medicines
13 |Kedrion S.P.A ' gna thudc tiém thé tich 16n, thudc dong kho,|EU-GMP 10/04/2012  [11/02/2014
55027 Gallicano . L in 2. \ 10/H/2012 Agency AIFA
(LU), Italia dung dich thuoc ti€m thé tich nho.
' * Thudc sinh hoc: ché pham tir mau.
R.P. Scherer
zr:bH (ngheéir Sta;rgmelsbacggzlz * Thudc khdng vo tring: vién nang mém, DE_BW_0 Co quan c6 thim
14 o thudc ubng dang long, dang bao ché ran|EU-GMP |1_GMP_20 [19/10/2011  [14/09/2014 guan o
KG GmbH  + Eberbach, Baden - khéc (vién nang tryc trang va am dao) 11 0101 quyén 6 buc
Co. KG Wurttemberg, vie g gV A0)- -

Germany




Survey no 314,

* Thudc vo trung: thudc dong kho, thudce
bot pha tiém/tiém truyén (cac thubec bot
pha tiém: Amoxicillin,  Ampicillin,
Ampicillin& Sulbactam, Flucloxacillin,

. Bz_alchubally Piperacillin/Tazobactam). -
Aurobindo  |Village, * Thuée khong vo tring: vién nén (cic 459/12.01.0 Finnish
15 Pharma  Unit|Quathubullapur - . . ) .. |EU-GMP "~ 777103/04/2012 03/02/2015 |Medicines
vién nén Co-amoxiclav, Flucloxacillin, 1/2012
Xl Mandal, R.R. - Agency (FIMEA)
. Pheoxymethyl penicillin,
District, Andra| . - - , ,
. Pivmeccillinam), vién nang ctng ( cac
Pradesh, India A , - -
vién nang cung: Amoxicillin, Cloxacillin,
Flucloxacillin), thudc bot pha hén dich
udng (céc thudc bot Amoxicillin, Co-
* Thudc v trung;
+ Thudc san xuat vo tring: thubc dong
khd (chat kim té bao), dung dich thudc
16 armachemie 203 | CA|thude vé tring khac. [BU-GMP [, [26/0412011  |09/12/2013  [Inspectorate,
B.V Haarlem, + Thuoc ti¢t trung cuoi: dung dich thuoc 11/0037 Netherlands
Netherlands tiém thé tich nho (chat kim té bao), cac
thudc tiét trung cudi khéc.
* Thube khdng vo tring: vién nang cimng,
* Thude vo trung; ‘
+ Thudc san xuat vo tring: thudc dong
Aquitaine Pharm|kho (thudc ¢ hoat chat ¢ hoat tinh héc
. . N ) P I \ French Health
Pierre Fabre(International ~ 1,|moén), dung dich thuoc tiém thé tich nho HPE/ER/22 Products  Safet
17 |Medicament  |Avenue du Bearn|(chat doc té bao/chat kim té bao). EU -GMP 26/10/2011  |30/06/2014 y
. L ins e £ ) 2 8/2011 Agency
Production 64320 IDRON, [+ Thuoc tiét trung cuoi: Dung dich thudc
a2 7 (AFSSAPS)
France tiém thé tich nhoé
* Thudc sinh hoc: san pham cong nghé
sinh hoc
ZA du Pre-chenot,[* Thudc vo tring: thubc ciy ghép dang HPF/FR/63/ E:S)gz?:ts ';Z?elih
18 Panpharma 56380 BEIGNON, |rin (khang sinh non-beta lactam, chira hoc|EU-GMP 2011 26/04/2011 02/12/2013 Agency y

France

mon va cac chat c6 hoat tinh hé¢c mon)

(AFSSAPS)




Ranbaxy

Ranbaxy
Laboratories Ltd

DE_NW._0

19 |Laboratories |72 MadKail, . &c khong vo tring: vién nén EU-GMP |4 GMP 20 |21/12/2011  |06/04/2014 |C° , Guan  tham
Ltd Industrial Estate, 11 0009 quyén Buc
403 404 Madkali, -
Ponda-Goa, India
E-1105, Industrial Thudc khong vé tring: vién nang ctng; Belgian  Federal
Area, Phase-lll,|, . X 5 'y
GRACURE Bhiwadi thuoc uong dang long; dang bao ché ban BE/2011/00 Agency for
20 |PHARMACEU [ """ ran; Vién nén; cac dang thudc khdng vo|EU-GMP 21/4/2011 24/02/2014  [Medicines  and
Rajasthan, Alwarf|, . . s o - 4
TICAL LTD. o trang khac (syro khd hoan nguyén véi Health  Products
District, 301019,| ,
. nuae). (AFMPS)
India
134136296, Thube v6 trimg; gt;:irol Mf'gﬂes
Veiveriug. 134B.|+ Thudc san xuit vO tring: dung dich LTIOLH/20 Ministr g é/f
21 SANITAS, AB |LT-46352, thudc tiém thé tich nho; EU-GMP 03/01/2012 11/11/2014 y
L emp s 2. . £ 12 Health of the
Kaunas -|+ Thuoc tiét trung cuoi: dung dich thudc .
. . n 2, , Republic of
Lithuania tiém thé tich nho. . .
Lithuania
* Thudc vo trung:
+ Thudc san xuat vo trung: dung dich
thudc tiém thé tich nho; dung dich thudc
tiém thé tich lon; Belgian  Federal
Janssen Turnhoutseweg [+ Thudc tiét tring cudi: dung dich thudc BE/2011/00 A gnc for
22 Pharmaceutica |30, Beerse, B-|tiém thé tich nho; dung dich thudc tiém|EU-GMP g 02/05/2011  |17/02/2014 M%dici);es and

NV

2340 Beerse, Bi

thé tich 16n.

* Thubc khong vo tring: dang khung
tham; thudc dung ngoai dang 16ng; thudc
udng dang long; dang bao ché ban rin;
miéng dén qua da.

Health Products




United Kingdom's

: UK GMP -
1100  Enterprise £ . A n , medicines and
Catalent Drive Thuoc khoéng vO trang: vién nang clng; 20657 Insp Healthcare
23 |Pharma ) cac dang bao ché rin khéac; vién nén;|[EU-GMP |20657/ 23/5/2012 17/04/2015
. Winchester, ORI Products
Solutions LLC thuoc bot; hat bao. 873857-
40391, US 0002 Regulatory
Agency MHRA
HC 02 Box ) . ,
19250, State Road UK GMP ﬁg:ﬁc‘?n};”gdogj
933 km 0.1, x A A in , 18437 Insp
24 f_a[‘ése”'ortho Mamey  Ward, Vlg:“;‘ég khong VO trung: vien nang cimg, ey cvp - (Gvip 10/04/2011  |11/11/2013 Eﬁ)ﬂi‘;?re
Gurabo,  Puerto ’ 18437/1087 Regulatory
Rico 00778-9629, 1-0005
Puerto Rico Agency MHRA
Janssen Barnahely, . -
. . . . LA . Irish  Medicines
25 Biologics Ringaskiddy, Co.|Thudc cong ngh¢ sinh hoc. EU-GMP |2011-019 |04/07/2011 19/05/2014
Board (IMB)
(Ireland) Cork, Ireland
* Thubc vo trung;
+ Thubc san xuat vo tring: Thudc dong
khd (hormon va céc chit c¢d hoat tinh
hormon; prostaglandin/cytokines); dang
AN L W At NS S s e
27 Manufacturing |Puurs,  B-2870, g dich t Lo . '|EU-GMP 08/09/2011 16/06/2014 gency
. . (hormon va cac chat co hoat tinh hormon; 7 Medicines  and
Belgium NV [Belgium

prostaglandin/cytokines);

+ Thudc tiét trung cudi: dung dich thubc
tiém thé tich nho.

* Thubc sinh hoc: thudc chta hormon
hodc cac chat c6 hoat tinh hormon.

Health Products




Pfizer

Pfizer
Manufacturing
Deutschland

. e DE_BY_04 R
28 Manufacturing Grr_1b|—_| Thuoc ,khong V(? trunA’g.Lthuoc’ uong dang EU-GMP | GMP_201 [13/2/2012 99/03/2014 Co . qua’n tham
Deutschland Heinrich-Mack- |long; cac dang bao ché ran khac. 2 0012 quyén buc
GmbH Strasse 35, 89257 -
llertissen,
Bavaria, Germany
BIOMEDICA,
spol.s.r.o £ A A e A 2 State institute for
30  |BIOMEDICA, |5 arska 8, 15500| u0¢ KNOng VO tring: vien nen; thudc| g, oo [SUKIS22169 10001 15601 1301112003 |drug control,
spol.s.r.o bot. 4/2010 .
Prague 5, Czech Czech Republic.
Republic
' UK GMP Unlt.eo.l Kingdom's
Verna Industrial 14694 Ins medicines  and
Cipla Ltd (Unit|Area, Verna,|Thudc khéng vo tring: vién nang cung; P Healthcare
31 Lz \ i EU-GMP |GMP 13/1/2011
VIII) Salcette, GOA, In-|thudc uong dang 1ong; vién nén Products
. 14694/3363
403 722-India 86-0003 Regulatory
Agency MHRA
Sy. No. 317&323,
MSN E:tirne::r;(rerr]u Sa At nguyén licu lam thudc: AET/11041 C uan  tha
32 |Laboratories an  xuat - nguyen - ficu U EU-GMP |1/1GMP-  |11/04/2011  |28/10/2013 |, duan  tham
502329, Medak|Eplerenone; Dutasteride. quyén Burc
Ltd . MSN
District ~ Andhra
Pradesh, India
SP-289(A), RIICO State
Industrial ~ Area,|Thudc khdng vé tring: thudc ding ngoai Administration of
Kusum Chopanki | d uoc1 " ?1 béog. h‘ugcém e \g/ién PIC/s- 025/2012/S Ukraine on
33 |Healthcare Pvt|> oPankt ang ong, fang Beb che Beh ram, vig AUMP/GM |31/7/2012  |03/06/2015  |Medicinal
Bhiwadi, nén, thudc khéng vé trung khac (thuoc|GMP
L Dist. Alwar(Rajast |com) P Products
A Warinay (SAUMP) -
an)-India

Ukraine




* Thuoc vo trung:

HBM Pharma L PPN .
S.r.o * T;hu(.)f San; )fuat V,O trung: dung dich State institute for
35 |HBM Phamalqaninska 30,036|M0¢ tiem the tich nho. . Jeueme POV 1670011 15062014 fdrug  control,
S.r.o .|+ Thuoc tiét trung cuoi: dung dich thudc 011 .
80 Martin,| .. 2, \ Slovakia
Slovakia tiém t}}e tich nho.
* Thudc khong vo trung: vién nén.
Temmler Pharma|Thudc khéng vo tring: vién nang cing;
Temmler GmbH & Co. KG [thudc ding ngoai dang 1ong; ‘Ehuéc udng DE_HE_01 Co quan thim
36 Pharma GmbH|TemmlerstraBe 2,|dang 16ng; cac dang bao ché ran khac|EU-GMP | GMP_201 |23/1/2012 16/01/2015 X,
& Co. KG 35039 Marburg,|(thubc giai phong thay ddi, thubc cbm, 20002 quyen Bue
Hesse, Germany [thudc bot, vién nén bao duong); vién nén.
* Thudc tiét tring cudi: thudc cay ghép
dang ran (chit ¢ hoat tinh hormon); céac
Pansiontie  47,|thudc tiét trung cubi khéc: thudc giai 4648/11.01 Finnish
37 Bayer Oy 20210 Turku,|phong trong tir cung (chat cé hoat tinh|EU-GMP 09/2012' "107/11/2012 19/01/2014  [Medicines
Filand hormon). Agency (FIMEA)
* Thube khong vo tring: vién nang cung;
vién nén (chét co hoat tinh hormon).
*Thudc vo tring:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; thudc dong kho
Kaiser-Wihelm- [(bao gdm ca céc chat cd hoat tinh
Bayer Pharma Allee hormon); dung dich thudc tiém thé tich CGN/24.30. Co quan thim
38 AG 51368 nho; ’ ’ ’ EU-GMP |12/06/2011/{01/07/2011 16/12/2013 An Dy
Leverkusen, + Thuoc tiét trung cudi: dung dich thuoc 012 quyen Bue
Germany tiém thé tich nho; dung dich thudc tiém

thé tich 16m.
* Thube khong vo tring: dang bao ché rin
khéc; vién nén ( bao gdm ca hé tham thau




Medice
Arzneimittel
Putter GmbH &

* Thubc v trung;
+ Thuoc san xuat vO trung: dung dich
thubc tiém thé tich nho.

Xrez‘:]';%ittel Co. KG + Thube tiét tring cudi: dung dich thude DE_NW 0 o auan  thinm
40 |outer GmbH &|<unloweg  37-|tiém thé tich nho. EU-GMP |1_GMP_20 |22/12/2010  |03/11/2013 féan)l'rc
58638 Iserlohn|* Thubc khong vo tring: vién nang ctng; 10_0009 y
Co. KG . . a X J4 A 2
North Rhine -|vién nang mém; thudc uong dang long;
Westphalia, dang bao ché rin khac; dang bao ché ban
Germany ran; vién nén.
Australian
1389 Trasad Government -
Cadila ;;)7&80"10 %r:gtl::gt Thudc khdng vo tring: Vién nang cimng; PIC/s- MI-2011- EEZEﬁment a:;
41 Pharmaceutical ' vien nén; thudc cdm khong chua CE-02901- |22/06/2012 09/11/2013 .
s Limited Ahmedabad cephalosporins, penicillins, rifampicin GMP 3 Ageing )
Gujarat 387 810, P P P ’ picin. Therapeutic
India Goods
Administration
*Thudc vo tring:
Mondseestrabe ;u?;u;gmsglné ggﬁtn}\:g trung: dung  dich INS- Austrian
Ebewe Pharma|ll, 4866 Unterach N <. . £ 480020- Medicines  and
42 GmbH Nfg KG |am Attersee. :—ié;l;hllh(:écﬁté}eltrhrllgng cuoi: dung dich thuoc|EU-GMP 0053-001 04/05/2012 25/04/2015 Medical Devices
Austria * Thudc sinh hoc: Thude mién dich; thude (12/20) Agency (AGES)
co nguén géc tor nguoi/dong vat.
Damastown Thude khéng vé tring: vién nang cung;
Industrial ~ Park,| .., Y T T : < 3627/2012/ Irish  Medicines
43 Rottapharm Ltd Mulhuddard, vge; nén; thudc bot pha dung dich thuoc|EU-GMP M368 07/03/2012 26/01/2015 Board (IMB)
Dublin 15, Ireland Hong.
Ash road,|* Thudc san xuit vo trung: thudc dong UK MIA Medicines  and
losen BioPharm Wrexham kho. 3070 Insp Healthcare
44 Lpimi 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 3070/14720- Regulatory
LL13 9UF, UK  |hoc. 0037 Agency




45

Boehringer
Ingelheim
Pharma GmbH
+ Co. KG

Boehringer
Ingelheim Pharma
GmbH & Co. KG
Birkendorfer Str.
65 88397,
Biberach a.d.R.
Baden-
Wurrttemberg
Germany

_|hoc (DNA/Protein téi t hop); cac thudc

* Thube vé trung:

+ Thubc san xudt vd trung: dung dich
thudc tiém thé tich 16n; déng kho; dung
dich thudc tiém thé tich 16n.

+ Thudc tiét trung cudi: dung dich thubc
tiém thé tich nho.

* Thude khong vo tring: vién nang ctng;
dang bao ché ran (thudc bot, thubc cém,
pellet); vién nén.

* Thude sinh hoc: Thude cdng nghé sinh

sinh hoc khéac (Protein tai t6 hop, khang
thé don dong; cytokines)

* Dugc chat: duoc chat cong nghé sinh
hoc khac:protein tai t6 hop, khang thé don

dong, cytokines.

EU-GMP

DE_BW_0
1_GMP_20
12-0024

16/03/2012

15/02/2015

Co quan
quyén Dt

thdm




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 dwgrc)
NHA MAY|PIA CHI PHAM VI CHUNG NHAN NGUYEN [GIAY CN [NGAY CAP [NGAY HET|CO QUAN
JI. M. H. Thamrin
Blok A3-1|Thudc vién nén va vién bao khong chira PW.01.02.3 National Agency
PT. Kalbe|Kawasan Industri|khang sinh (khéng bao gdm thudc tranh|PIC/S- o s for Drug and
Farma Tbk. Delta Silikon|thai, héc mén sinh duc va chat kim hadm té|GMP %'08'12'40 14/8/2012 14/08/2014 Food  Control,
Lippo Cikarang,|bao) Indonesia
Bekasi-Indonesia
Borgo San|* Thudc san xuét vO tring: thudc bot chira
Michele S.S 156|khang sinh nhom Cephalosporin va AIFA Italian
:;f‘i‘:]gts ;hl_arma Km. 47,600, |Penicillin. GMP-EU Ifc?lﬁo/gmz 11/07/2012  |16/12/2014  |Medicines
o 04100 Latina|* Thudc tiét tring cudi: Dung dich thudc Agency
(LT), ltalia tiém thé tich nho.
Via Franco * Thudc san xudt vo trung: Thudc dong
Wveth LederlelGoraone 7.1 '|kho chura khang sinh Penicillin, dung dich IT/74- AlIFA Italian
y g ' lthubc tiém thé tich nho (khéng sinh|GMP-EU 14/03/2012  |23/06/2014  |Medicines
S.p.a 95100 Catania - L, aA . A 1oa L, Laen A 11/H/2012
Penicillin, chat doc t& bao/chat kim té Agency
(CT), Italy N
bao).
* X '~ '~ N _ - A . -« A
Bd. Dunarii nr.54, Thuo? Ifhorlg Vo trung.‘ vien nen, vien National Agency
bao phim; vién bao duong; vién nang ..
SC.  Arena|C0muna ctm 020/2011/R For - Medicine
e Voluntari, Jud. & z , , . |[EU-GMP 10/11/2011 28/09/2014 |And Medical
Group S.A + Thuoc chtra khang sinh beta lactam: 0] .
lIfov, cod 077910,| .. , Devices -
Romania Vienh Nang cune. Romania
+ Thudc chira corticosteroid: vién nén,
Nobelfarma llac Thudc khéng vé tring: thudc long dung .
Sanayii  ve|oancaKlar 81100, i qang phun mi): thube udng dang|EU-GMP |20 CMPR2 |\ 010712012 (2610412015 |BUl9arian - Drug
. Duzce - Turkey ) L X . £ 012/031 Agency
Ticaret A.S long (siro va hon dich uong)




Acibadem,

Atabay
Pharmaceutical Koftuncu  Sokak Thudc khéng vé tring: vién nén chira Irish  Medicines
6 ) : No.1, 34718, g g EU-GMP |2011-004 |10/10/2011 11/05/2014
Fine Chemicals Kadikov. Istanbul paracetamol. Board (IMB)
Inc. Y '
Turkey
* Thube v tring
Kaiser-Willhelm- |+ T,hUé’C san 7xu€'1t v tring: dung dich CON24.30
Bayer Schering|Allee thuoc tiém thé tich 1on; thuoc dong kho N Co quan tham
8 Pharma AG 51368 Leverkusen|(hoat Ch,ét ¢6 hoat tinh hormon); dung EU-GMP éi/106/2011/ 01/03/2011  ]16/12/2013 quyén Durc
- Germany dich th}l()c tiém thé ticl} nho; ,
+ Thuoc tiét trung cudi: dung dich thuoc
* Thudc vo trung:
1776 North|+ Thudc san xuat vO tring: thubc dong Spanish  Agency
: Centennial Drive,|kho; dung dich thudc tiém thé tich nho; ES/151H/1 of Drugs and
o Hospira Inc. McPherson, + Thudc tiét tring cudi: dung dich thudc EU-GMP 1, 18/10/2012 |31/10/2014 Health Products
67460, My tiém thé tich nho. (AEMPS)
* Thudc cong nghé sinh hoc.
Canlubang : R A e A Australian
Interphil Industrial ~ Estate, ::ﬁoccgzo_ngvigg :::g'm\{g Slen;’cvlgefl PIC/s- MI-2012- Therapeutic
10 |Laboratories  |Bo. Pittland,| 59 cUng Vi g mem; thuoc bot CE-00683- |02/07/2012  |28/05/2014  |Goods
uong; thuoc uong dang long, thudc kem;|GMP . .
Inc Cabuyao Laguna thube m. (Khong chira steroid) 3 Administration
4025, Philippines ' g (TGA)
No. 50,
Kgyarambedu * Thube khdng vo triing: vién nang ctng; UK GMP Unltgq Kingdom's
Village, A N X g medicines  and
Medopharm Guduvancher vién nén; thuodc bot khd dé pha hon dich 31201 Insp Healthcare
11 Privatlz Limited |Chenaalpet y ubng. EU-GMP |GMP 09/03/2012 09/01/2015 Products
engaip _[* Thubc sinh hoc: Thubc chia beta- 31201/3490
District, Tamil lactam 94-0005 Regulatory
Nadu, In-603 203, ' Agency MHRA
India
JL. TB|, ,.. , R e s . The national
Simatupang No. 8 Xﬁgn nat?fo C%rlf tiﬁ%:gnpszlt:ar;élgéisgéﬁ PIC/s- PW.01.02.3 Agency for Drug
12 PT. Merck Tbk |Pasar Rebo| ', . g O HHUoL 18 R 31.10.12.63(31/10/2012 31/10/2014  |and Food
. to sinh duc khéc va cac thudc kim ham t¢|GMP
Jakarta Timur bao) 43 Control,
13760, Indonesia Indonesia




L B Vién bao va vién nén khéng phai khan The national

Simatupang No. 8 sinh(khong bao gdm thude ng Pa thai- n(g PIC/s- PW.01.02.3 Agency for Drug
13 PT. Merck Tbk |Pasar Rebo| .. '« . g g’ . u, gu L 31.10.12.6331/10/2012 31/10/2014  |and Food

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

Jakarta Timur  bao) 44 Control,

13760, Indonesia ¢ bao Indonesia

JL. B The national

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

Jakarta  Timur|duc khéc va cac thudc kim him té bao) 45 Control,

13760, Indonesia Indonesia

JL. B The national

Simatupang No. 8 L \ z R s PW.01.02.3 Agency for Drug
15  |PT. Merck Tbk |Pasar Rebo| Lhudc 1ong dung uong khong phai knangIPIC/s- 5 1 15 63 l31/10/0012  |31/10/2004  |and Food

. sinh GMP

Jakarta Timur 46 Control,

13760, Indonesia Indonesia

Grunenthal GmbH

Zieglerstrabe  6,|*Thudc tiét tring cudi: dung dich thudc

Grunenthal 52078  Aachen,|tiém thé tich nh¢ DE_NW_0 C uan tha
16 Sl Pt S . |EU-GMP |4 GMP_2028/3/2012  [15/09/2014 | © , %N tham
GmbH North  Rhine -|* Thuoc khéng v6 trung: thudc dung 5 - quyén Puc
. .. , Lz , 12 0017
Westphalia, ngoai dang 16ng; thuodc udng dang long. -
Germany
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich

52 rue Marcel et thude t}em.the t}Ch nho;;. . ‘ French National

Jacques Gaucher + Thuoc tiét trung cudi: dung dich thuoe HPF/FR/20 Drug and Health
18 CENEXI a '|tiém thé tich nho (chira sulphonamides). |EU-GMP 15/11/2012 19/04/2015 g

94120 Fontenay|, Thube KnBna vo trang:- Vien nang cime: 0/2012 Products  Safety

Sous Bois, Phap uoce g g- g cung, Agency (ANSM)

thudc udng dang long(sulphonamides);
thudc dan; vién nén (chtra
sulphonamides).




* Thube vo trung;
+ Thubc san xudt vo trung: dung dich

Via Cavalli Dilthuc tiém thé tich nho( chia
o [0 No sty e i bl
19 |Farmaceutici oo phatosporiny, . |EU-GMP 13/1/2012  [02/09/2014  |Medicines
SRL Giorgio Al+ Thuoqc tiét trung cuoi: dung dich thuoc 3/H/2012 Agency
o Cremano tiém thé tich nho.
(Napoli), Italy * Thude khong vo tring: vién nang cing;
thudc dung ngoai dang 16ng; thudc udng
dang 10ng; thudc cém; dang bao ché béan
Plot No.21-21, State
Alembic ?::rsrialrl Baddi,|Thuéc khong vo tring: thuée uéng dang|PIC/s-  |0L2/2012/S Cﬂ?;:zftra“on (;)r]:
20 |Pharmaceutical |- & malrt | 2 uoe Khong g- thude uong dang AUMP/GM |16/5/2012  |05/09/2014 in
s Limited Distt. Solan,|16ng; 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 Thubc khdng vd tring: vién nang cing; 35139 Insp Healthcare
21 ac Zirbo  Savar,| .0 <O g 9 CMSlEy.GMP |GMP 20/7/2011  |06/02/2014
s Limited - vién néen Products
. Dhaka, 3139/90350
Zirabo Plant Banaladesh 4-0001 Regulatory
g Agency MHRA
- - - * X ~ ~ N . - A , |
BTl S B Rt BN oo
22 y go  Stf,|thuce dUng ngoal dang fong, thude UONg|e\ ) o\vip 14022/180/1 |07/12/2011  [30/09/2014  |Pharmaceutical
Farmaceutyczn |95-200 Pabianice,|dang long; thuoc bdt; vién nén; 1 Inspector, Poland

e Polfa S.A

Poland

* Thudc thao dugc.




Survey No. 313,

314 Unit I -
Blocks I, 11, 1lI, Portuguese
IV,  Bachupally|* Thudc khéng vé tring: vién nang ctmng; . National
Aurobindo Village thudc udng dang long; dang bao ché rin Aurobindo Authority of
23 Pharma Limited |Quthubullapur khac (thudc bot pha dung dich udng; EU-GMP i:ﬁ;gz 16/02/2011 14/01/2014 Medicines  and
Mandal,  Ranga|pellet); vién nén. Health Products,
Reddy  District, IP (INFARMED)
Andhra  Pradesh,
India
* Thudc khong vo tring: vién nang cimng;
Nitrianska 100, Vlerl napg mém; thudce quong dang‘ longj .
920 27 Hlohovec thuoc dung ngoai dang long; dang bao ché SK/012V/2 State Institute for
24 Zentiva a.s 'Iran khac (vién sui; vién nén phan tan;|EU-GMP 26/07/2011 13/05/2014  |Drug Control,
Slovenska ) X Zova 2 L e 011
) pellet); dang bao ché ban ran; thuoc dat; Slovak
republic A
vién nen.
* Thube dugce lidu
7R§ykjaVIkurl\geguer * Thube khong vo tring: vién nang cung; Icelandic
25  |Actavis hf. A dang bao ché ran khac (thudc com); vien|EU-GMP |1S/03/11  [15/11/2011  |05/10/2014  |Medicines
Hafnarfjorour, nén Agency (IMA)
Iceland ' gency
Whiddon Valley, UK MIA Unltgd. Kingdom
. Barnstaple, North|* Thudc khdng vé tring: vién nang cimg; 142 Insp Medicines - and
26 [ACVIS UKipevon,  Ex32|thude dan; vien nén, eu-emp |CMPICDP 1010710011 os/12/0013 | HealtNcare
Limited . PO A IMP products
8NS, United|* Thuoc tir duoc liéu.
Kinadom 142/6742- Regulatory
Y 0025 Agency




Kingfisher Drive,

* Thube vo trung;

+ Thudc san xuat vO trng: thudc dong
kho; dang bao ché ban rin; dung dich
thudc tiém thé tich nho; thube ciy ghép
dang ran; thudc san xuat vo tring khac
(thudc  bot, thuéc kim té bao,
Cephalosporin va thiét bj tiém khong kim
tiém).

United Kingdom's

Covingham, + Thudc tiét tring cuéi,: dung dich thuéc 57257 I\I/rI]ISA medicines  and
28 Patheon UK|Swindon, tiém thé tich nho, thuoc tiét trung cuodi EU-GMP GMP/IMPp 10/07/2012 20/02/2015 Healthcare
Limited Wiltshire, ~ SN3|khéc (chat kim té bao, thudc dap). Products
S . 17857/1003
5BZ, United|* Thuoc khéng vo trung: vién nang ctng; 6-0027 Regulatory
Kingdom thuoc khung tham; thude ding ngoai dang Agency MHRA
long; thuoc uong dang long; dang bao ché
ran khac; dang bao ché ban ran; thudc
dan; vién nén; thudc khéng vo tring khéc
(thudc dap).
* Thubc sinh hoc: ché pham tir mau;
thudc mién dich; thudc diéu tri gen; thudc
cdng nghé sinh hoc; thudc ngudn goc tir
Thudc khéng v tring chira khang sinh;
Q?T:Japrg Grsmma chit doc t bao/chit kim & bao; hormon
Hauot Pharma Donausgtaufer va cic chat cO hoat tinh hormon, chét DE_BY 04 Co quan  thAm
29 P mién dich:: vién nang cung; thude dung|EU-GMP | _GMP_201 [20/09/2012 01/08/2015 N g ,
Amareg GmbH |Strabe 378, 93055 . \ Xz \ quyén buc
Regensburg ngoai dang lron,g; thuéc udng dang }ong; 2_0091
German ’ dang bao ché ran khac; dang bao ché ban
y ran; thudc dan; vién nén.
* A A \ . H H 1
Lotus  Business Thuof Vo,trung; A s 2 an UK GMP Unlt_eq Kingdom's
.|+ Thuoc san xuat vO trung: thudc dong medicines  and
Marksans Park, Off Newlink), | 118 bot pha tiém 19826 Insp Healthcare
30 - Road, Andheri > N A n , EU-GMP |GMP 12/06/2012 17/01/2015
Pharma Limited . |* Thuoc khong vo trung: vién nang ciling; Products
(W), Mumbai -\ b " ong mém; dang bao ché ban rin: 19826/3939 Regulator
400 053, India e nang mem; dang B0 che ban rdn, 8-0002 gulatory

Vién nén.

Agency MHRA




Bioton S.A.

Bioton S.A.

* Thubc san xuat vo trung: dung dich

> Maclerzysz, 12y 6 tiém thé tich nho. GIF-IW-N- Main
Staroscinska., |Poznanska Str., 05 N . £ .
31 * Nguyén liéu sinh hoc lam thuoc. EU-GMP |4022/236/1 [11/10/2012 09/06/2015  |Pharmaceutical
02-516 850 Ozarow . oA .
L * Thuoc sinh hoc: thude céng nghé sinh 2 Inspector, Poland
Warsaw, Mazowiecki, h
Poland Poland o¢
* Thude vé trung:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich nho chia hormon
Loc. Fontana Del corticosteroid; thude bét.
39 Brls.toI-Myers Ceraso -03012 -lj,\ThuO;C ’tu_:t trl{ng cuoi: dung dich thuoc EU-GMP IT/138- 18/05/2012 10/04/2014 Italian Medicines
Squibb S.R.L : tiém thé tich nho. 5/H/2012 Agency (AIFA)
Anagni (FR), Italy J R A e o .
* Thuoc khong vo trung: vién nang cilrng;
vién nen.
* Thudc sinh hoc: thudc céng nghé sinh
hoc dang dong kho.
Plot No 876 NH Therapeutic
Marck No 8 Hariyala, oicjs.  |MIF201L- oo
34 . Matar Kheda|Thudc tiém vo tring. CE-09962- |14/12/2012 14/05/2014 . :
Biosciences Ltd . GMP Administration,
Guajarat 387411, 3 Australia

India




* Thubc v trung;
+ Thuoc san xuat vO trung: dung dich
thubc tiém thé tich nho.

Elrg(-)zharm'l?setis 14th km National|+ Thudc tiét trung cubi: dung dich thubc National
35 |Pharmaceutical [oc0 1 Kawojtiem thetichnho. - leuemp [F38T 000710011 |18/05/2014  |Or9RMIZAIONof
. Kifisia Attiki,|* Thuoc khoéng vo trang: vién nang ctng; 2011 Medicines,
Laboratories X s . \ I
14564, Greece thuoc dung ngoai dang long; thudc uong Greece
SA , L2 A 15 A .
dang 16ng; thudc ran phan licéu khac; dang
bao ché ban rin; thudc dan; vién nén
(hormon hoic chét c6 hoat tinh hormon).
Teva Operations z R N .
o e [PoSSh 200, [T S 6 g 0 ) i
36 P 80, Mogilska Str., ung NQoal dang fong; thuoe UONS| ey vip - 14022/238/1 [11/10/2012  |29/06/2015  |Pharmaceutical
Poland Sp. Z dang 1ong; thudc ran phan lieéu khac
31-546  Krakow, X % X1 £ N 2 Inspector, Poland
0.0. (thuoc com pha hon dich uong); vién nén.
Poland
Via Cantone
ABC Moretti, 29 (loc.|* Thudc khdng vé tring: vién nang cing; . -
37  |Farmaceutici |Localitt  San|thudc uéng dang long; thude rin phan lidu|EU-GMP 'Jﬁggl | 0310612011 |29/10/2013 'f\a'éffl '\("AefF'i)”es
SP.A Bernardo) - 10090|khac (thudc bot, thubc cdm); vién nén. gency
Ivrea (TO), Italy
Les £ A A s - , National Agency
. 905 route de|* Thuoc khong vo trung: vién nang ciling; -
gg |LAboratories o on, 45520|dang bao ché rén, vién nén (tai ché chit|EU-GMP |HPRIB o0/0012  |31/05/2015 | Medicine and
Servier Gidv. France doc té bio) 5/2012 Health Safety
Industrie Y 0 (ANSM)
Lieu-dit ~ "L'Isle
Vert", rue René French Health
INNOTHERA |Chantereau, Thudc khéng vo trung: thudc ubng dang HPF/FR/10 Products  Safety
39 |cHouzy 41150 CHOUZY |l6ng; dang bao ché ran khac; vién nén. EU-GMP 1212011 17/6/2011 10711/2013 Agency
SUR CISSE, (AFSSAPS)

FRANCE




Nycomed (Werk
Singen), Robert-| Lo
Bosch-Strasse 8, Thquc Voatrung; . L oan
gema der + Thudc san xuat vO trung: thudc dong
Nycomed Grundrissplane Kho. £ . A IS DE_BW_0 Co quan tham
41 GmbH vom  25.07.2011 * Thuoc khong vO trung: thudc dung|EU-GMP |[1_GMP_20 (01/09/2011 06/07/2014 uvén Dire
78994 ' Slin en’ ngoai dang 1ong, thudc udng dang 1ong, 11 0058 wy
Baden- gen. dang bao ché béan rin, thudc dan, thudc
Wurttemberg, dat am dao.
Germany
Dr. Willmar
Schwabe GmbH
\%ViCHcr)rII;-(;chwabe- * Thudc khdng vo tring: vién nang cimg;
. thudc dung ngoai dang long; thudc udng
SD(‘fﬁwab\eN”Imar j(te;atﬁitdgchggirgzg dang long; dang béo che ran khéc (thuoe DE_BW_0 Co quan tham
42 |oibH & Colvom 22072009 |POt thudc cém, dang pellet vi lugng dong|EU-GMP |1_GMP_20 |07/02/2012  |20/10/2014 . éanﬁc
KG ' voraele t'en ' '|cén); vién nén. 12 0017 auy
Plar?en g 76297 *Thude duoc lidu.
KarlsrL;he Baden- * Thude vi lugng ddng can.
Wurttemberg,
Germany
Frankland Road, UK MIA Unit_ed_ Kingdom's
Catalent UK S\i\?i?]rg(\)ﬁ * Thudc khéng v tring: Vién nén, vién 14023 Insp rI—TI]::IItCr:(r:]aerSe and
43 Swindon Zydis Wiltshire’ SN5S nén déng kho (Zydis) EU-GMP |GMP 20/02/2012 20/02/2015 Products
Limited = 1* Thudc sinh hoc: Thude mién dich 14023/4574-
8RU, United 0012 Regulatory
Kingdom Agency MHRA
* X N < K X _ X
15 Brodie Hall h|'tT 15}1110? Vt?ért]:lﬂré%'nth?chd?ng gte It,hthuoc' Theerapeutic
45 Pfizer  (Perth)|Drive Technologyd ’ :;.O; th Iy g dich rua Vet thuong: | p) /g MI-2011-LI-20/3/2012 18/03/2014 Goods
Pty Ltd Park, Bentley WA ung cieh thuoc. GMP 02040-3 Administration -

6102, Australia

* Thubc khdng vo tring: thude hit; thude
udng dang 16ng; dung dich thubc.

TGA




121, Jalan Tunku

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

National
Pharmaceutical

46 |Hovid Berhag |A\0dul  Rahman,jthubc uong dang long; thude dung ngoailPIC/S- 1, e010  |ooi1/0012  [27/08/2014  |Control  Bureau,
30010 Ipoh,|dang long; thuoc kem va lotion; thuoc mo;|GMP -
. A x L \ L% , Ministry of
Perak, Malaysia |bot pha hon dich va thuoc com (chira .
- Health Malaysia.
penicillins).
*  Thubc khdong chira khang sinh, PW.01.02. |14/08/2012 |14/08/2014 |National
khong bao gdém thudc tranh thai, 331.08.12. Agency for
hormon sinh duc, chat kim té bao: vién 4106 Drug and Food
nang cuing; vién nén; vién bao. Control of
* Thudc chira Cephalosporin va dan Republic of
xuat, bao gém Carbapenem va din Indonesia
JI. Jend.|xu4t, khong bao gdm beta lactam va
PT. Dexa Bambang Utoyo d?m xuat khac (Penipillins, IAmir\Jenem): PIC/s-
47 Medica No.138 vién nang ctmg; thube bot v tring pha|gpp
Palembang  -|tiém; hén dich kho; vién bao.
Indonesia

* Thudc chira khang sinh khong bao
gdm betalactam va din xuét: hdn dich
khé; vién nén; vién bao; vién nang
cung.

* Thudc bot udng khdng chira khang
sinh; hon dich khd khéng chira khang

cinh v7181n o LhAnea ohva Thdng cin h




Co s& san xuét:|* Thudc khéng vd trung: vién nang Co s& san|01/08/2012 [21/12/2014 |Co quan tham
Rottendorf ctng; Vién nang mém; thude bot, thude Xuat: quyén Dt
Pharma GmbH |cém, pellet (chira hoat chat nguy co DE_NW 0
Ostenfelder tiém tang: tamoxifen, Flutamide, 5 GMP_2
Strabe  51-61,[Clomifen va cac chét tuong tu); vién 012_0022
59320 nén (vién sui, vién bao). Co SO
Ennigerloh, dong  goi:
48 Er?;tr?::z:an Germany. EU-GMP IDE_NW_0
Co s¢ dong goi: 5 GMP_2
Rottendorf 012 0023
Pharma GmbH
Am Fleigendahl
3, 59320
Ennigerloh,
Cormanyy
Khasra No.
1342/1/2, Hilltop
Industrial Area, United
Jhramajri, UK GMP Kingdom's
Village Bhatoli|, Thuéc khong vé tring: vién nén: 24881 Insp medicines  and
50 USV Limited |Kalan, Baddi, thube cbm ’ "IEU-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 cong vin s6 3949/QLD-CL ngay 20/03/2013 ciia Cuc Quan ly dwoc)

sTT |NHA  MAY|p1A CHI PHAM VI CHUNG NHAN NGUYEN |GIAY CN [NGAY cap |[NGAY HET|CO  QUAN
Fala\N\Falh)YaY TAC HAN OAD
Dhirubhai United Kingdom's
. .. |Ambani Life|* Thudc khéng vo tring: Vién nang ctng; UK GMP ed ing
Reliance  life| . n L £ o medicines and
sciences private science centre[vién nen; Thuoc ung thu (Vién nén va 41432 Insp Healthcare
2 o P (DALC)  Thane|vién nang cung: Vién nén Capecitabine,(GMP-EU |GMP 16/10/2012 13/08/2015
limited (plant i . . A , Products
Belapur road|vién nén Imatinib, vién nang cung 41432/6618
6) . . Regulatory
rabale Navi| Temozolomide). 812-0001
Mumbai IN- Agency MHRA
. * Thudc vO tring: Thudc san xuit vo
Schering - -
Plough tring:
: - Thuoc dong kho; .
(Ireland) Brinny, —Dulrllocd(ijglrll%hué(z:’tiém thé tich nho: By ¥ te lreland
3 Company T/AlInnishannon, Co. % e a Z. ’ GMP-EU |2011-074 |14/7/2011 20/05/2014  |(Irish  Medicines
. * Thuoc tiét trung cudi;
Schering -|Cork, Ireland . £ i 2., . Board)
Plough (Brinny) - Dung’dlch thuoc tiém thé tlf:h nho.
* Thuoc sinh hoc: cac thudc cdng nghé
Company .
sinh hoc
* Thudc vo trung:
Hameln + Thudc san xuat v trang:
. - Dung dich thudc tiém thé tich 16n;
Pharmaceuticals | e dich thuéc tiém thé tich nho:
Hameln Gmbh Hgngdiéh ’ ’ DE_NI_02_ Co quan c6 tham
4 Pharmaceutical [Langes Feld 13 ISR Z. GMP-EU |GMP_2012 |21/5/2012 22/03/2015 q .
+ Thudc tiét trung cuoi: quyén cua Dirc
s Gmbh 31789 Hameln ) o in 2 et s _0004
- Dung dich thudc tiém thé tich 16n; dung
Lower Saxony] .. £ in 2 .
German dich thuoc tiém thé tich nhd.
y * Thudc sinh hoc:Thude mién dich (Vic
xin vi rat bat hoat)




Zone Industrielle|* Thudc khong vo tring: dang bao ché French  Health
Unither le Malcourle|rin; thuéc dan (héc mén va cac hoat chat HPF/FR/13 Products  Safety
Industries 03800 GANNAT,|c6 hoat tinh hoc mon); vién nén GMP-EU 1/2011 271712011 28/04/2014 Agency
France * Thube duge lidu (AFSSAPS)
Frankland Road UK MIA ﬁgg?c?ngngdogj
Catalent ~ UK|Blagrove Swindon|* Thudc khéng vé trang: Vién nén, vién 14023 Insp Healthcare
Swindon Zydis|Wiltshire SN5|nén 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 ES/014HI/1 of Drugs and
S A Henares 28805 Thuoc khong vo trung: Vién nén, vién bao (GMP-EU 1 25/02/2011 24/02/2014 Health  Products
(Madrid) - Spain (AEMPS)
* Thudc vo trung:
+ Thudc san xuét vo tring: Thubc dong
khd (hoc mén va cac chat c6 hoat tinh hoc
mon); thudc tiém thé tich nho (héc mon
Vetter  Pharma-| "2 cha} c6 ElOE_lt‘ tinh h?'c mon)
Fertigung + Thudc tiét trung cuoi:
I\:/eertttierunpharma- Schutzenstr. 87 ;hgilggis;irzn?igécriér;})m o mon va DE_BW_O Co quan tham
gung und 99-101, 0 o GMP-EU |1_GMP 20 (28/06/2012  |06/06/2015 4
GmbH & Co. * Thuoc sinh hoc: quyén Duc
88212 R I z 12 0054
KG - Ché pham tr mau: ché pham tur huyét -
Ravensburg, \
thanh
Germany

- Thudc mién dich'

- Thudc cbng nghé sinh hoc (h6c mdn va
chat c6 hoat tinh héc mén)'

- San pham c6 ngudn goc tir ngudi hodc
dong vat.




40 Boulevard de
Champaret 38300

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

HPF/FR/18

French National
Drug and Health

9 Patheon France Bourgoin Jallieu, thuoc ;zhun_ my; vién nén (chtra h(’)c mon)’ GMP-EU 3/2012 06/11/2012 13/04/2015 Products ~ Safety
* Thuoc sinh hoc: Vién nang cimg chua
france N 2 Agency (ANSM)
bao tir vi khuan.
Séan phém thubc bot pha tiém Bitazid " ,
. . Giay ching
(Ceftazidime for Injection 1g) . i
. A . . nhin GMP:| . £
+ (Co s¢ san xuat: Hikma Farmaceutica DE NW 0 Ngay cap
Sanavita Lohstrasse 2, D-|(Portugal, S.A. - Estrada do Rio da Mo n. 1 GMP 20 GMP: Co aquan thim
10 . 59368 Werne, |8, 8A, 8B - Fervenca, 2705-906 Terrugem(EU-GMP |, =~ — 107/03/2012 06/03/2015 X g ,
Pharmaceutical 12 0001 s x ) quyén Bt
Germany SNT - Portugal) 7 |Ngay cap CPP:
s GmbH ; z \ . Giay CPP:
+ Co sO 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 chat kim té
bao: vién nang cuing; vién nén; vién bao.
Co so 1. JL|* Thudc khang sinh (khdng bao gom National Agenc
pT Sanbe Industri 1/9,|khang sinh beta lactam khac va cac dan PIC/s- PW.01.02.3 For Dru g ané/
11 ' Cimahi, Bandung {xut): vién nang ctig; vién nén; vién bao; 31.10.12.61(19/10/2012 19/10/2014 g
Farrma . P ) GMP Food Control,
Indonesia. thuoc uong dang long. 72 Indonesia
* Thudc ubng khong chira khang sinh
dang 1ong; vién bao chira hormon sinh duc
va chat tranh thai; vién nén chira hormon
sinh duc va chét tranh thai.
* Thudc chia penicillin va dan xuét
(khdng bao gdom cac khang sinh
. betalactam khac va dan xuit): vién nén;
Co so 20 J.| ., , - % . N
.. vién nang ctrng; vién bao; hon dich kho
Leuwigajah  No.| . A a A
... ludong; thuoc bot vo trung pha tiém.
12 162 Cimindi, A , . z
. . * Thuoc chira Cephalosporin va dan xuat
Cimahi, bandung -|,, , . A ) .
: (khdng bao gom khang sinh beta lactam
Indonesia.

khéc va dan xuét): vién nang cimg; vién
bao; hon dich khd udng; thudc bot vo
trung pha tiém




Co so 3 Ul
Industri Cimareme
No. 8, Kompleks

* Thude vO trang khdng chira khang sinh
(khdng bao gdém chit tranh thai, hormon
sinh duc; chat kim té bao): thudc bot vo
trung; thudc tiém.

* Thude khang sinh (khéng bao gom beta
lactam khac va dan xuit): thubc bot vo
tring pha tiém; thudc pha tiém vé tring;

13 In_dustrl thudc tiém truyén; thudc tiém; thudc nho
Cimareme, RPN L~ NN
mat VO trung; thudc md tra mat voO trung;
Padalarang, I AR
Banadun _|thudc nho tai vo trung.
gaung * Thuéc v6 triing khéng chira khang sinh:
Indonesia. L z X ~ “n-
thuoc md tra mat; thuoc nhii tuong beo;
thudéc nho mat; thudc tiém truyén vo
trung; thude nho tai.
R
14 Biomendi, S.a |Bernedo, s/n, T.‘}“"C ;U@,t trl{ng cudi: dung dich thuoe EU-GMP ES/042HIL 31/05/2011 29/03/2014 of Drugs and
tiém thé tich 16n. 1 Health Products
Bernedo 01118 (AEMPS)
(Alava), Spain
* X AN - - \
Agila Opp M, Thuo:: Voqtrung.; o L UK GMP Unltgq Kingdom's
- : : + Thuoc san xuat vO trung: thudc dong medicines  and
Specialties Bilekahalli, kho; dung dich thudc tiém thé tich nho; 39861 Insp Healthcare
15 Private Limited {Bannerghatta o g .= £ IEU-GMP  [GMP 30/01/2012 04/12/2014
. bom tiém dong san thuoc. Products
Sterile Products|Road, Bangalore, L ey oo Z. . 2 39861/3457
Division IN-560076. India + Thuoc ti€t trung cuoi: dung dich thuoc 482-0001 Regulatory
’ tiém thé tich nho. Agency MHRA
No. United Kingdom's
Agila 152/6&154/16 * Thubc v trung; UK GMP ed "ing
- i L, A e I medicines  and
Specialties Doresanipalya, + Thuoc san xuat vO trung: Thudc cay 39861 Insp Healthcare
16  |Private Limited {Bilekahalli, ghép dang ran; thudc bot pha tiém. EU-GMP |[GMP 24/01/2012  |04/12/2014
£ n AR , Products
Beta lactam|Bannerghatta * Thuoc khong vo trung: vién nang cung; 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

. . * Thude vo trung; UK GMP .
Agila Doresanipalya, I LA L4 n medicines and
Specialties Bilekahalli. Beaur + Thudc san xuat vO trung: thuoc bot kho 39861 Insp Healthcare
17 P _ ) B8 pha tiém. EU-GMP |GMP 30/01/2012 04/12/2014
Private Limited {Hobli, P A A A , Products
*Thuoc khong vO trung: vién nang cing; 39861/3457
CephaBlock |Bannerghatta 1, 40 ché rén khac: vién nén 551-0001 Regulatory
Road, Bangalore,| & ’ Agency MHRA
In-560076, India
Krs _ Gardeng, UK GMP Umt_eql Kingdom's
Suragajkkanahalli, 20003 Insp medicines and
. N X ~ ~ N . - A , .
18 SFrlo_Ies Arcolab|Kasaba hobli, .Thuoc khclng vc')Atrun’g. V|erl nar,19 cingl- .y e loMP 05/03/2012 09/12/2014 Healthcare
Limited Anekal Taluk,|vién nang mém; vién nén; thudc goi. Products
20003/1292
Bangalore South, 5-0004 Regulatory
In 562 106, India Agency MHRA
Poligno Industrial|* Thudc vo trung: The Ministry of
Llevant, Can|+ Thudc san xudt vO tring: thudc tiém Health of
Instituto Guasch, 2, 08150|dung dich thé tich nho; thubc dong kho. NCF/1204/ Goverrnment  of
19 Grifols, S. A [Parets del Valles,|+ Thudc tiét tring cudi: thudc tiém dung EU-GMP | hoaicaT  |10/2/2012 01/12/2014 Catalonia,
(Barcelona) dich thé tich nho. Barcelona -
SPAIN * Thubc sinh hoc: ché pham tir mau. SPAIN
Lindopharm
Lindonharm GmbH Thubc khdng vo tring: vién nang cimg; DE_NW_0 Co quan  thim
20 Gmpr Neustrabe ~ 82,|vién nén; thudc khong vo tring khac|EU-GMP [3_GMP_20 [19/6/2012  |28/03/2015 | ° éanL'rc
40721  Hilden,|(thudc bot, thube cdm). 12_0022 wy

Germany




Dr. Willmar
Schwabe GmbH
& Co. KG
Willmar -
. Schwabe - Strabe|Thudc khdng vé tring: vién nang ctng;
Dr. Willmar . L < \ %
Schwabe 4, ger_nab den mit|thuoc dung ngoai \dang ,lor}g; '[hlllOC uong DE BV 01 Co quan thim
21 GmbH & Co Schreiben  vom|dang léqg; d’ang bao ché ran khac (thuoc|EU-GMP | _GMP_201 [07/02/2012 20/10/2014 quyén Birc
KG '[22.7.2009, bé‘g, thuoc cém‘, globuli (pellet chira hoat 2 0017
vorgelegten chat vi lugng dong can)); vién nén.
Planen, 76227
Karlsruhe, Baden ;
Wurttemberg -
Germany
. |Thuoc khéng vO trung: vién nang cun
Facta V. Laurenting, (chira Cepha%osporin);gdang bao cghé rér% . -
22 |Farmaceutici | #4730 “linse (thude bot, thude com chita betalEU-GMP ||/27%  I30/0/2012  |oajozjz014  [naian Medicines
00040 Pomezia RN ) , 2/H/2012 Agency AIFA
SP.A lactam, cephalosporin); vién nén (chtra
(RM), ltaly .
Cephalosporin).
* Thude khéng vo tring: thudc udng dan Austrian
Fresenius Kabi Estermannstrab_e long. ’ ’ =T INS- Medicines  and
23 : 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 Thuﬁ’)C Khéng vO trung: vién nang rpérp; DE_BW_0 Co quan thim
24 GmbH & Co.|Str. 2, 69412|thudc uong dang long; dang bao ché ran|EU-GMP (1_GMP_20 |22/6/2012 14/09/2014 A,
KG Eberbach, khac (vién nang dit truc trang va am dao). 12 0047 quyen Buc
Germany
Unit 1X, Plot. No
L1309, S-103,
M61, M62, M63 L ne een £ . £ : P
25 |cipla Ltd Verna  Industrial Zlé‘r‘;"fhé“fizht;‘ilnég cudi: dung dich- thudelp \ oy ([))0';17011\’25/10/2011 10/06/2014 QZZLS:yMed'C'”eS
Estate 403722 ’
Salcette, Goa,

India




J-168 M.IL.D.C,, .
i National Agency
Samrudh Tarapur, Boisar, L I S . -
Pharmaceutical |Distric  Thane - Thuoc san xuat vO trung: thudc cay ghép 025/2011/R For Medicine
26 va dang rin chira khéang sinh|EU-GMP 20/12/2011 05/11/2014  |And Medical
s Pvt. Ltd. -401 508, cephalosporin © Devices -
Unit 111 Maharashtra |oeP porin. i
. Romania
India
* A A~
Plot No.9, 10&15,| Lhuocvotrung: = .
.|+ Thuoc san xuat vO trung: dung dich . . ,
Indore Special|, - ... o \ United Kingdom's
. thuoc tiém thé tich nhd. UK GMP .
Economic  Zone, L n eon Z. . £ Medicines  and
Phase I + Thuoc tiét trung cudi: dung dich thuoc 14694. Insp Healthcare
27 Cipla Ltd . ._’|tiém thé tich lén. EU-GMP |GMP: 11/03/2011 17/01/2014
Pithampur, Distric J N A n , products
* Thuoce khong vo trung: vién nang cilrng; 14694/2635
Dhar, — Madhyal, 5. wéng dang long; dang bao ché rén 778-0001 Regulatory
Pradesh, In-454| £ cang g cang | A Agency MHRA
. khac; thuoc phun mu; vién nén; thudc xit
775, India -
mul.
167  Mahatma UK GMP '\H/':;'t‘;]':ai and
Alkem Gandhi Udyog Thudc khéng vo tring: vién nang cing; 19564. Insp roducts
28 |Laboratories |Nagar, Dhabel,| ,.°¢ <NONG VO TUNG. VIEN Mang ctmg:ie ) gpvp  (Gmp 06/01/2012  |10/10/2014  |P
vién nén; thuoc bot pha hon dich udng. Regulatory
Ltd Daman, In 396 19564/ Agency (MHRA)
210 - India 12366-0008 gency '

UK




29

Istituto
Biochimico
Italiano
Giovanni
Lorenzini S.P.A

Via Fossignano 2 ;
04011 Aprilia
(LT), ltaly

* Thube vo trung;

+ Thudc san xuat vO trng: thudc dong
kho6 (khang sinh penicillin, hormon va cac
chat c6 hoat tinh hormon khéng bao gém
hormon corticosteroid hoac hormon sinh
duc); dung dich thubc tiém thé tich nho
(chtra hormon va cac chit c6 hoat tinh
hormon khéng bao gdm hormon
corticosteroid hoac hormon sinh duc);
thudc bot (khang sinh penicillin).

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

* Thudc khdng vo tring: vién nang cimg;
thudc udng dang long (chira hormon
khéng la hormon corticosteroid hoac
hormon sinh duc); dang bao ché rin
(thudc bot, thude cém); dang bao ché ban
ran; vién nén (chira hormon khéng bao
gém hormon corticosteroid hodc hormon

EU-GMP

IT/104-
3/H/2012

30/03/2012

29/04/2014

Italian Medicines
Agency (AIFA)

30

Labesfal
Laboratorios
Almiro, S.A

Zona Industrial do

“|Lagedo, Santiago

de Besteiros, 3465/
157, Portugal

* Thudc vo trung:

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

+ Thubc tiét trang cudi: dung dich thudc
tiém thé tich 16n; dang bao ché bén rin;
dung dich thudc tiém thé tich nho.

* Thube khong vo tring: vién nang cung;
thudc ding ngoai dang léng; thudc udng
dang long; dang bdo ché ban rin; vién
nén; thudc khac (thudc bot, thudbe com
chta  khang sinh  beta lactam,

EU-GMP

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

14/02/2012

14/12/2014

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

31

Fresenius Kabi
AB

Rapsgatan 7,
Uppsala, 75174,
Sweden

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

EU-GMP

24:2011/55
2108

23/10/2012

26/04/2015

Medical Products
Agency, Sweden




Fresenius Kabi|Freseniusstrabe 1,|* Thudc tiét trung cudi: dung dich thudc DE-RPDA- Co  quan  thAm
32  |Deutschland  [61169 Friedberg,|tiém thé tich 16n; dung dich thudc tiém thé|EU-GMP |111-B-210- [17/06/2011  [11/01/2014 ,qua
, \ quyén Durc
GmbH Germany tich nho. 4-0
sanofi 30-36. avenue French Health
33 Winthrop Gustave  Eiffel,|Xatral Lp (Xatral XL 10mg prolonged- EU-GMP  112/12/0520 |28/12/2012 N/A Products  Safety
Industrie 37100 Tours, |release tablet Agency
. 56’_ foute . de French Health
Sanofi Choisy au Bac, Products  Safet
34 Winthrop 60205 Vién nén bao phim Orelox 100mg EU-GMP |12/12/0518 (28/12/2012 N/A Agency y
Industrie Compiegne, (AFSSAPS)
France
1-3 Allee de la French Health
Unither Liquid{Neste, Zi D'en|.. . Products  Safety
35 Manufacturing |Sigal, 31770 Siro Depakine 57,64 mg/ml EU-GMP |12/12/0521 (28/12/2012 N/A Agency
Colomiers, France (AFSSAPS)
* Thudc vo tring:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho; cac dang thudc san xuét
Fresenius Kabi Hafnerstrabe 36,|v0 tring khac (chira chat c6 hoat tinh INS- C uan  tha
36 Austria GmbH 8055 Graz,|hormon; thudc kim té bao; thudc khang|EU-GMP |480166- 03/12/2010 04/11/2013 Oéanfrc am
Austria sinh). 0012-007 quy

+ Thubc tiét trung cudi: dung dich thudc
tiém thé tich 16n; dung dich thudc tiém thé
tich nho; cac thudc tiét trung cudi khéc
(chat ¢ hoat tinh hormon, thudc kim té




Via Passteur, 10-

*Thudc vo tring;

- Thubc san xuét vO tring: Thubc dong
khd chira chét doc té bao Thude tiém thé
tich nho chaa chét doc té bao

37 ?;tzv's "alY120014  Nerviano|- Thuée tiét tring cudi: Thude tiém théEU-GMP '275/%12 04/10/2012  |17/05/2015 'Atzgi';y'\/ﬂfgz'”es
o (MI) Italia tich nho chira chat doc t€ bao, hoc mon
sinh duc.
* Thubc khéng vo tring: Thudc udng
dang 16ng chtra hd¢c mén sinh duc
*Thudc vo tring:
-Thubc san xudt vO tring: Dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho.
-Thudc tiét tring cudi: Dung dich thudc State
Joint  Stock|74, Frunze Str.,|tiém the tich 16n; dung dich thuoc tiém the|, . . [022/2012/S Administration of
38 Company Kyiv, 04080, |tich npé. GMP AUMP/GM (01/08/2012 19/04/2016  |Ukraine on
FARMAK Ukraine *Thuoc khong vo trung: Vién nang cing; P Medicinal
thudc udng dang 1ong; thudc dung ngoai Products
dang long; vién nén (chira hoc mén); cac
dang thudc ran phan liéu k hac. Thudc
sinh hoc: thube cdng nghé sinh hoc (thudc
mién dich).
. . State
%???AIHIM llac 'Sl'irr]iyl Mgzggz:: ThuﬁSc khong vo trang: Vién nang cimg;|o, e 001/2012/S Administration of
39 . thudc uong dang long; thudc dung ngoai AUMP/GM (10/04/2012 25/11/2014  |Ukraine on
Sanayl velNo.3, ~Esenvury dang 1ong; vién nén; thudc dang ban rin GMP P Medicinal
Ticaret A.S Istanbul, Turkey : ’ ’ : '

Products




*Thudc vo tring
- Thubc pha ché vé trung: Dung dich
thudc tiém thé tich 1on; dung dich thudc

Zone industrielle| .. ., \ Agence francaise
29, route des tiém the tich nho. de securite
40  |Pfizer PGM  |industries, 37530[, [hu0¢ tiét trung cudi: Dung dich thuoclp \ oy ip [HPFFRIIS 1610015011 110/02/2014  [sanitaire  des
. tiém thé tich 16n; dung dich thuoc tiém thé 8/2011 .
Poce sur Cisse, tich nhé produits de sante
France * Thudc khong vo tring: thudc vién nang (AFSSAPS)
cimg; dang bao ché ran; vién nén (chua
hoat chat ¢6 hoat tinh hoc mon).
*Thudc vo tring:
- Thubc san xudt v trung: Dung dich
thudc tiém thé tich nho. French National
52 rue Marcel et L nl s Z. . £
Jacaues  Gaucher!” Thuoc tiét trung cuoi: dung dich thuoc HPE/ER/20 Agency for
41 Cenexi a tiém thé tich nho (chtra sulfonamides) EU-GMP 15/11/2012 19/04/2015 |Medicines  and
94120 Fontenay z R A a L n 0/2012
sous Bois. France *Thuoc khoéng vO trung: vién nang Health  Products
’ cimg;thubc udng dang 1ong (chira Safety (ANSM)
sulfonamides); thudc dit; vién nén (chua
sulfonamides).
Desa
Sanggranhan, National Agency
Kec.Grogol, Lz \ - , . PW.01.02.3
42 |PT.Konimex |Kab.Sukoharjo, | 0u0¢ uong dang long khong chira khang\PIC/S — -151 11 15 67151110002 |21/11/2014 |fOF Drug  and
sinh. GMP Food Control -
Surakarta, Jawa 00 .
Indonesia
Tengah -
Indonesia
. 11, Dewan, Uijo_g National Agency
Bliss GVS|Nagar, Aliyali, 024/2011/R for Medicines and
43 Pharma Ltd. -[Palghar, Thubdc khong vo6 trung: vién dat EU-GMP 20/12/2011 02/11/2014 . .
. 0] Medical Devices
Unit 1l Maharashtra, 401 Romania
404 India
64/66  Westside
. Business Park, £ A A e i , . . ..
42 EirGen Pharma old Kilmeaden T'hAuoc’khong vO trung.' vién nang cung va EU-GMP |2010-188 107/01/2011 30/10/2013 Irish  Medicines
Ltd. vién nén (chra cytotoxics) Board

Road, Waterford,
Ireland




A-28/1 MIDC|Thubc khéng vé tring: vién nang ctng; .
. A A Therapeutiic
Industrial ~ Area|vién nén; vién nén bao tan trong rudt; vién PIC/S _|MI-2011- Goods
45 Lupin Ltd. Chikalthana nén bao phim; vién nén giai phong thay CE-04426- |23/07/2012 18/04/2014 - .
2. in re g 2. ;. |GMP Administration -
Aurangabad doi; vién nang giai phong thay doi; thuoc 3 Australia
431210, India dang long.
*Thudc vo tring:
Boulevard Rene| | [UOC san xudt VO trung: dung dich Federal Agency
Branquart 80 thudc tiém the tich lon, thudc dong kho. BE/2011/04 for Medicines and
46 |Baxter SA d 'l- Thubc tiét trang cudi: dung dich thudc|Eu-GMP 27/10/2011  |19/05/2014
Lessines, B-7860,|.. . POV . Lo 2 0 Health Product of
. tiém thé tich 16n; dung dich thuoc tiém thé )
Belgium , \ Belgium
tich nho.
* Thudc sinh hoc: ché pham mién dich.
Unique Australian
Pharmaceutical Iznldgl;sztlr?al C;I:Ze);: PIC/S- MI-2011- Therapeutic
47 Labs (Div of JB : '| Thude khong vo trung: thude vién nén CE-00010- |13/06/2012 21/09/2015 |Goods
. Panoli 394 116, GMP L. .
Chemicals "l Guiarat. India 3 Administration
Pharm) Jarat, (TGA)
Unique Plot No.4, Phase
Pharmaceutical |IV G.1.D.C State
Labs (Div of JB Inéustrial Iésltat.e Thude vO tring: Thude tiét tring cudi: PIC/S- 041/2012/S Administration of
48 ; o ., |Dung dich thudc tiém thé tich 16n; dung AUMP/GM (05/12/2012  [17/10/2015  |Ukraine on
Chemicals  &|City: Panoli 394 . P 2. y oz GMP .
. . |dich thudc tiém the tich nho (dong 1o). P Medicinal
Pharmaceutical [116, Dist: Products
s Ltd) Bharuch, India
SP-918 Phase-llI,
Ahcon ilr_;go ";jmflgg: * Thube vé trung; sukls State Institute for
49  |parenteral 301 019 Thudc san xuét vo tring: thuc nho mat,|[EU-GMP  [162477/201(18/02/2011  [29/11/2013  [Drug Control -
(India) Limited Dist Alwar '[nho tai 0 Szech

(Rajasthan), India




Verna Industrial
Estate, 403722
. Salcette, Goa,|Thudc vo trung: Thubde tiét tring cudi: DK H Danish Medicines
50 |CiplaLt India (Unit V, Plot|dung dich thudc tiém thé tich nho. EU-GMP | 0015417 [22/10/2011  10/06/2014 1, 0ey
No. S103-S105 va
S108-S110
*Thudc vo tring:
Plot No. 9, 10, 15|-Thudc san xuat vo trung: dung dich thubc
Indore  Special|tiém thé tich nho. (Ghi chu: khong dat ddi United Kingdom's
. b A gia . . UK GMP -
Economic  Zone,|véi thuoc tiém dugc dong san trong bom medicines and
Phase I1,[{tiém) 14694 Insp Healthcare
51 Cipla Ltd. . L L inr e z. . : |EU-GMP |GMP 11/03/2011 17/01/2014
Pithampur District|-Thudc tiét trung cuoi: dung dich thuoc Products
n 2 i1 1 14694/2635
Dhar, Madhya|tiém thé tich 1n. 278-0001 Regulatory
Pradesh, In-|*Thudc khong vo trang: thudc vién nang Agency MHRA
454775, India ctmg; thudc udng dang 1ong; dang bao ché
ran; thudc phun mu; vién nén, thudc xit
Unit 1 Plot No. L- L UK GMP Unlt.eo.l Kingdom's
139 S-103, M-62,|* Thuoc vo trung: 14694 Insp medicines  and
59 Cipla Ltd. (Unit|Verna Industrial{Dung c};ch I‘feb“hfmg L EU-GMP |GMP 07/08/2012 24/11/2014 Healthcare
) Estate, Verna,|* Thuoc khéng vo trung: thudc uong dang Products
. P 14694/1464
Goa, In-403 722,|16ng; thudc xit miii. 231-0006 Regulatory
India Agency MHRA
Unit IV, Plot No. United Kingdom's
L-139 S-103, M- ﬂém GlnMsz medicines  and
53 Cipla Ltd. (Unit|62, . Verna T‘hﬂuoc’kho?g vc3 tr;un,g: \{Len r)anq mngle ove lomp 07/08/2012 91/11/2014 Healthcare
V) Industrial Estate,|vién nén; bot kho dé hit; vién nén sii bot. 14694/1071 Products
Verna, Goa, In- 930-0006 Regulatory
403 722, India Agency MHRA




Plot_ No.A-33 UK GMP Unlt_eq Kingdom's
(Unit-1), MIDC, 14694 Ins medicines and
. . Patalganga, £ . A A P Healthcare
54 Cipla Limited L . 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
l';/zliltglgz;nga *Thudc khong vo triung: vién nén MI-2010- -I(;(])f)rdasp e
55 |CiplaLimited | it Raigad,|*Nguyén liéu: téng hop hoa hoc. EU-GMP | CE-01294- |22/08/2011 |25/09/2014 Administration,
3 .
Maharashtra, In- Australia
410 220, India
Unit 1X, Plot No.
L139, S-103, M-
61, M-62, M-63. A e L nt e <. . -
56  |Cipla Ltd Verna  Industrial| MuO¢ VO trung: Thube tiét trng cudi:ip, opyp (DK Visioro11  |10/06/2014  |P2Nish Medicines
dung dich thuoc tiém thé tich nho. 00017011 Agency
Estate, 403722,
Salcette, Goa,
India
Agency for
;rga:/,” tovgrga Smarjeska cesta 6,|Thudc khong vé tring: vién nang ctng; 450- :;/: ggfé&al and
57 ’ . ’INovo mesto,|vién nén; thudc khong vo trang khac|EU-GMP 27/12/2011 26/05/2014 . .
Novo  mesto, 8501, Slovenia  |(thude cém: pellet) 30/2011-5 Medical Devices
Slovenia ’ P ’ of the Republic of
Slovenia
* Thubc vO trung: thubc san xuat VO
Octapharma trung: dung dich thudc tiém thé tich 16n; INS- Austrian
Pharmazeutika Oberlagerstrabe dung dich thudc tiém thé tich nho.; thudc 480018- Medicines &
58 Produktions iiss}riiloo Wien, dong kho. EU-GMP 0025-001 20/03/2012 20/06/2014 Medical Devices
GmbH * Thubc sinh hoc: ché pham tir mau. (20/20) Agency (AGES)

* Thubc khéc: san xuat nguyén liéu sinh




Thudc khong vo tring: vién nang ctng;

C/ Maximo|thudc ubng dang long (bao gdbm ca thude Spanish  Agency
Faes Farma,|Aguirre, 14,|chita  hormon va chit c6 hoat tinh ES/143HI/1 of Drugs ang
% Isa Lejona 48940|hormon); dang bao ché ran khéac (thudc EU-GMP 1, 08/10/2012  113/09/2015 1o oith  Products
(Vizcaya), Spain  [cém, vién nén bao phim cé duong); vién (AEMPS)
nén (hormon va chat c6 hoat tinh
Agency for
Ulica Rada Medicinal
Krka, d.d.,|Pusenjaka 10,|Thubec khéng vo tring: dang bao ché rin 450-1/2012- Products and
60 Novo mesto Ljutomer, 9240,|khac; vién nén (chira Suphonamide). EU-GMP 2 09/01/2012 21/09/2014 Medical Devices
Slovenia of the Republic of
Slovenia
* Thubc v6 trung;
+ Thubc san xuat vo tring: dung dich
thudc tiém thé tich 16n; thubc dong khé;
Elersvagen 40, 4, 15 dich thude tiém thé tich nhé 24:2012/50 Medical Products
61  |Octapharma AB|Stockholm, PRSCIen oc em BE TR I [EU-GMP |5 25/04/2012  |02/09/2014
+ Thuoc tié€t trung cuodi: dung dich thuoc 7181 Agency, Sweden
11275, Swenden | ., 2., ,
tiém the tich nho.
* Thude sinh hoc: ché pham tir mau: huyét
tuong va yéu to VIIL.
* Thudc vo trung: National Institute
_ Bokenyfoldi  ut, + TAhugAc san; >fuat V9 trung: dung dich for Q_ual_lty and
Egis 118 i 120 thuoc tiém thé tich nho. 0GY1/3401 Organization
63  |Pharmaceutical [+ Thude tiét tring cudi: dung dich thudc|EU-GMP 14/12/2012  |25/10/2015 |Development in
Budapest, 1165, .. o \ 8-9/2012
sPLC Hunaar tiém thé tich nhd. Healthcare and
gary * Thubc sinh hoc: thudc cdng nghé sinh Medicines,
hoc Biosimilar. Hungary
£ R AL L s . National Institute
*Thuoc khéng vo trung: thuoc dung ngoai .
. oz \ for Quality and
. . dang long; thudc uong dang long; dang -
Egis Matyas Kiraly U,| . "hé dang rén; thuée phun mi (chir 0GY1/3401 Organization
64  |Pharmaceutical |65,  Kormend,| oo S7¢ C4ng Tém fuse B S EU-GmP 14/12/2012  |05/04/2015  |Development in
khang sinh) va thuoc bot hit; dang bao ché 8-10/2012
sPLC 9900, Hungary L ) . Y Healthcare  and
ban ran; thuoc dan; vién nén (chat doc té Medicines

bao/chét kim té bao).

Hungary




1> Pia chi: Via San Leonardo 96, 43100
Parma (PR), Itally:

* Thube vO trung: dung dich thudc tiém
thé tich nho (corticosteroid; trc ché beta 2
adrenergic; anticholinergics).

* Thube khong vo tring: thudc udng dang
long  (corticosteroid, @c ché beta 2
adrenergic, anticholinergics); thudc bot
(corticosteroid, (rc ché beta 2 adrenergic,

CHIESI Via San Leonardo anticholinergics);  thud hun  mu IT/42- Italian Medicines
65 |FARMACEUTI|96 - 43100 Parmal oo 0 INETAIES), - HUee - P "Eu-GmP 21/02/2012  |17/12/2013
. (corticosteroid; rc ché beta 2 adrenergic, 1/H/2012 Agency AIFA
CIS.P.A (PR), Italia e T PR D
anticholinergics); vién nen.
2> DPia chi: Via Palermo, 26/A-43100 -
Parma (PR), Italy:
* Thubc vO tring: Thubc san xuit vo
trung: dung dich thudc tiém thé tich nho.
* Thudc khong vot rung: thudc udng dang
long (corticosteroids).
* Thude sinh hoc: thude c6 ngudn goc tir
dong vat.
S.R. 148 Pontina
KM 52, SNC -
Campoverde  Di|* Thudc khoéng vé tring: thudc dung . -
66 |AbbotS.RL |Aprilia (loc|ngoai dang long: thube udng dang long:|EU-GMP | /218" los/08/2012  |03/03/2014  |'tANIaN Medicines
- I A 38/H/2012 Agency AIFA
Aprilia) - 04011|thudc com; vién nén.
Apprilia (LT),
Italia
2, Michael[San xuidt thudc chura khang sinh
Medochemie [Erakleous Street,|cephalosporin. .
Ltd (Factory C-|Agios Athanassios|* Thudc san xudt vo trung: thudc bot pha MEDO04/20 Pharmaceutical
68 . . o N ' i EU-GMP 19/03/2012 07/10/2014  |Services Ministry
Cephalosporine [Industrial ~ Area,|dung dich tiém truyeén. 12/001

)

Limassol,
Cyprus.

4101,

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

of Health, Cyrus




Meditop 2097 * Thube khdng vé tring: thudc bot; thude OGY1/1448 National Institute
69 Pharmaceutical |Pilisborosjeno, cdm; vién nén; vién nén bao phim va bao|EU-GMP 05/04/2011 09/02/2014  |of Pharmacy,
. A 6-2/2011
Ltd Ady u.l., Hungary [duong; vién nang. Hungary
gil(J)'F\’/llaAzlr\lna * Thubc v trung;
Manufacturing | 1216sics  M.utl+ Thudc san xuét vo trung: dung dich OGY1/3482 National Institute
70 9 182/, Godollo,|thudc tiém thé tich 16n; thube dong kho;|EU-GMP 06/02/2012  |10/11/2014  |of Pharmacy,
and Trading ) PO 2., , 4-5/2011
- 2100, Hungary dung dich thuoc tiém thé tich nho. Hungary
Limited £ L4 A o,
* Thuoc sinh hoc: ché pham tir mau.
Company
Piam Via Padre G.[* Thudc san xuat vd trung: dung dich
.. |Semeria, 5 -|thudc tiém thé tich nho. IT/57- Italian Medicines
& Farmaceutici 16100 Genoval* Thudc khéng vo tring: vién nang cimng; EU-GMP 1/H/2012 07/03/2012 05/05/2014 Agency (AIFA)
S.P.A L \ Lz A
(GE), Iltaly thuéc uong dang long; thudc com; vién
* Thudc tiét tring cudi: dung dich thudc
tiém thé tich nho.
Via Cacciamali,|* Thudc khdng vé tring: vién nang cimg . -
72 [MitimSRL |34 - 38-25125|(chira penicillin); thubc ubng dang long:|EU-GMP '11/%1/‘;011 07/12/2011  |02/09/2014 Xa'e'zz '\(/'::jF'z;]es
Brescia (BS), Italy|dang bao ché ran khac (thudc bot, thude gency
cdm chira penicillin); dang bao ché bén
ran; vién nén (chira penicillin).
* Thube khdng vo tring: vién nang ctng;
Recordati thudc dung ngoadi dang léong (hormon
Industria Via Civitali, 1 -|corticosteroid); thudc ubéng dang long : -
73 [Chimica  E[20148  Milano|(hormon corticosteriod); dang bao ché rén|EU-GMP '5742/%11 04/10/2011  |01/04/2014 'Ata';";r; '\(/'AeldF'z;]eS
Farmaceutica |(MI), Italy khéc( thudc bot, thude com, lozenges); gency
S.P.A dang bao ché ban rin (hormon
corticosteriod); vién nén.
Ctra. De -
Ministry of
LDP -|Barcelona, 135-B, L, LA e Ly
74 |Laboratorios  |08290 Cerdanyola| L 2U0¢ $an xuat VO trung: thuoe bot phajp sy p NCFIA205 1, 00015 lo1/00/2014 | HERITM of
Torlan SA Del Valles tiém (chira khang sinh nhom beta lactam). 002/CAT Government  of

(Barcelona), Spain

Catalonia - Spain




1 avenue Blaise

* Thudc khong vo triing: vién nang ctng;
thudc dung ngoai dang long; thudc udng

French National

75  |Biocodex pascal,  60000|d#NE 1ong: dang bao ché ran khac; dang|p ) oo [HPFIFRILO |10/ m01)  [53103/005  |PrUg and Health
Beauvais. france bao che l?an ran. 7/2012 Products  Safety
' * Thuoc sinh  hoc: Saccharomyces Agency (ANSM)
Boulardii yeast.
* Thube vé trung:
+ Thudc san xuét vo tring: thudc tiém thé
tich nho (thube dong kho).
e ¢/. Joan Buscalla, :;C}"flrllllll(())c tiét trung cuoi: thudc tiem thé Ministry of
76 |internacional, |~ 08173 Santi . & khong vé tring: vién nang cimg:|EU-GMP | NC 1123 ogioso011  |o1/02/2014 | SR of
Cugat Del Valles| ..~~~ o 001/CAT Government  of
SA (Barcelona), Spain vién nén; vién nén bao phim; vién nén giai Catalonia - Spain
’ phong kéo dai; thudoc bt uong; thuodc
udng dang 16ng; thudc ding ngoai dang
long; dang bao ché ban rin; thudc dan;
thudc phun mu.
. rue de.s Caillottes Thudc khong vo tring: vién nang cing French Health
77 |Laboratoires - ZI Plaine des Isles) o pormon): dang bao ché ran; vien|EU-GMP | HPRIZ a7i06i2011  18/11/2013  [roducts - Safety
Macors 89000  Auxerre,| , 3/2011 Agency
France nén (chtra hormon). (AFSSAPS)




21 rue du[Thubc khdng vo tring: vién nang cting French Health
Pressoir,  28500|(chtra penicillin); thuéc uong dang 1ong; HPF/FR/14 Products  Safety
78 |Sophartex Vernouillet, dang bao ché rin khac (chua penicillin); EU-GMP 1315011 11/07/2011  |25/02/2014 Agency
France vién nén (chtra penicillin). (AFSSAPS)
* ThuQc v0 trung; . . ,SA\t(?;iinistration of
108, + Thuoc tiét trung cudi: dung dich thuoc )
Yuria-Pharm, [Verbovetskogo  [tiém thé tich 1on; dung dich thudc tiém thé|PIC/S- 053/2012/S Ukraine on
79 ’ , \ ’ ’ AUMP/GM |18/01/2013 05/12/2015  [Medicinal
Ltd Str,  Cherkassy, |tich nhlo. o GMP P Products
Ukraine, 18030  |* Thuoc khéng v6 trung: thuoc uong dang
long. (SAUMP) -
Ukraine
* Thubc v trung;
+ Thudc san xuat vo tring: thubc dong
Mibe GmbH|khé; dung dich thudc tiém thé tich nho.
Arzneimittel + Thudc tiét tring cudi: dung dich thudc
Munchener StraPe|tiém thé tichnho. DE ST 01 7
80 Mibe ' 'GmbH 15, Gemaf den|* T?uoc\ khong vo trung: )/len nanAg ClI}’lg; EU-GMP _GKAP__201 03/11/2011 08/09/2014 Co . qua,n tham
Arzneimittel Lageplanen Nr.1|thuoc dung ngoai dang l’ong; thudc uong 1 0013 quyén Puc
und 2, 06796(dang long; dang bao ché ran khac; dang -
Brehna, Saxony-|bao ché béan rin; vién nén (hormon va chat

Anhalt, Germany

c6 hoat tinh hormon); thudc khéng vo
tring khéc (thude bot hit, thude bot dung
ngoai, vién ngam).




DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Pot 7
(Theo cong van 4766/QLD-CL ngay 03/4/2013 cia Cuc Quan ly dugc)

sTT |NHA  MAY|p1A CHI PHAM VI CHUNG NHAN NGUYEN |GIAY CN [NGAY cap |[NGAY HET|CO  QUAN
NN DO TAC HAN OAD
SE-15185 * Pbia chi: Kvarnbergagatan 12 24:2012/51 Medical Products
1 AstraZeneca AB|Sodertalje, (Turbuhaler) Sodertalje, 15185 Sweden  |EU-GMP ) 20/08/2012 15/12/2014  |Agency of
X A Aogs IS 3536
Sweden Thuoc khong vo trung: thuoc bot hit da Sweden
* Pia chi: Gartunavagen (Nexium/Losec) .
. ) Medical Products
2 Sodertalje, 15185 Sweden |Eu-omp [2E200252 157150012 |13/11/2015  |Agency of
Thuoc khéng vO trung:vién nang cilng; 1955
£ B A 1A s A, Sweden
thudc dang ran phan liéu khac; vién nén.
* DPia chi: Kvarnbergagatan 12 (Blow Fill
Seal) Sodertalje, 15185 Sweden:
*Thubc vo trung:
+ Thubc san xuat v tring: dung dich 24:2012/51 Medical Products
3 thudc tiém thé tich nho (dng tiém plastic). |EU-GMP ' 20/08/2012  |12/05/2014  [Agency of
L inr g e . f 3533
+ Thuoc tié€t trung cuodi: dung dich thuoc Sweden
tiém thé tich nho (6ng tiém plastic).
* Thube khong vo trung:thude ding ngoai
dang l6ng; thudc udng dang long.
* Pia chi: Kvarnbergagatan 12 (Freeze
Dried and Pumpspray) Sodertalje, 15185
Sweden
*Thudc v triang: 04:2012/52 Medical Products
4 + Thubc san xuat vo tring: thudc déng|EU-GMP 5363 27/12/2012  |29/11/2015 |Agency of
kho. Sweden
+ Thudc tiét trung cudi: dung dich thubc
tiém thé tich nho.
*Thude khdng vo trung:thudc dung ngoai
* : 2. H
Soﬁé?tacll'lé. giggn?\//jgggn(MUItlpurposex 24:2012/51 Medical Products
5 £ Je, - v o |[EU-GMP ' 02/07/2012 30/03/2015  |Agency of
* Thuoc khdng vO trung: vién nén; thuoc 1586 Sweden

khac (thube cdm, pellet).




* Pia chi: Gartunavagen , Sodertalje,

Medical Products

6 15185 Sweden EU-GMP 24:2012/52 02/07/2012 13/11/2015 |Agency of
. . 2362
* Pong goi Sweden
Besins CB;irj?;z);ltrdenstraat Agence _ Federale
* A A PO A N .
7 |Manufacturing |128, Drogenbos,| . L1u0¢ Khong vo trung: thuoe dang baoip ) sy\p [BE/2010/04), 0500011 |1g/11/0013  |d8S Medicaments
. ché ban ran 2 et des Produits de
Belgium Vlaams, B-1620, .
. Sante -Belgium
Belgium
R.P Scherer
R.P.  Scherer|Gammelsbacher |* Thudc khéng vé tring: vién nang mém; DE BW 0
g GmbH & Co.|Str.2, 69412, thu,oc uong dang 10{1g; ‘[AhuocAran Pban licu EU-GMP l_C;MP__ZO 19/10/2011 94/09/2014 Co . qua’n tham
KG GmbH +|Eberbach, Baden-|khac (vién nang dat hau mén, vién nang 11 0114 quyén Puc
Co. KG Wurttemberg, dat duong am dao. -
Germany
* Thudc vo tring:
Dr. Gerhard|Brunsbutteler +,Thu¢0C san Xuat. VO trurzg: c_le;mg ba}\o C,he
Mann Damm  165-173,|72" ™A1+ dUng dich thudc tiem the tich 2012/01/ma Co quan th
10 >'|nho. EU-GMP 21/09/2012  |31/05/2015 |0, duan tham
Chem.-pharm. 13581 Berlin, £ - A n £ \ nn quyén DBuc
. * Thuoc khong vO trung: thudc dung
Fabrik GmbH |Germany .. ! I .
ngoai dang léng; thudc udng dang léng;
dang bao ché ran khéac; dang bao ché ban
Derby Road|* Thudc khong vo tring: vién nang cung; UK MIA 68 Unlt_ed_ Kingdom's
Loughborough,  [thudc ding ngodi dang 16ng; thude udng Insp medicines - and
g |3M Health Carel i ectershire,  |dang long: thuée phun mi: dang bio chd|EU-GMP | CMP/CPP 107082012 |07/11/2014  |EITMCATe
Limited . L . A LA s £ IMP Products
Lell 5SF, United|ban ran; vién nén; thuoc bdt va thuodc
Kingdom bm 68/17386- Regulatory
’ 0021 Agency MHRA
Zone Industrielle|* Thubc vo tring: French Health
Laboratoire  |Ripotier ~ Hapt,|+ Thubc san xuat vé tring: dung dich HPF/FR/48/ Products ~ Safety
. ’ . . T |EU-GMP 22/03/2012 10/11/2014
12 Chauvin 07200  Aubenas,|thudc tiém thé tich nho. U-G 2012 /03720 0/11/20 Agency
France + Thudc tiét tring cudi: dung dich thude (AFSSAPS)
: San pham: Advance Eye Relief Eye Dry 02-0062- United States
13 |Bausch&Lomb, (Green Ville, SC\pos onation  Lubricant Eye Drops|U.S.CGMP|2012-03- |24/02/2012  |24/02/2014  |Food and Drug
Incorporated  |29615, USA . . .
(Sterile) VN Administration
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Merck KGaA

Merck KGaA
Frankfurter Strap e
250, Al18, A3l
A32, D3, D9
D11, D12, D15,
D24, D25, 111,
N78, N79, N80,
N90, PH5, PH16,
PH23, PH25,
PH26, PH28,
PH33, PH50,
PH51, PH52,
PHB80, V40, V41,
V42, V66, V67
64293 Darmstadt,
Germany

* Thube vé trung:

+ Thubc san xudt vd trung: dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho (hormon va chat c6 hoat
tinh hormon); thudc nhé mét.

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

* Thudc khong vo tring: vién nang cing;
thudc ubng dang léng; vién nén (hormon
va cac chat c6 hoat tinh bang hormon).

* Thudc sinh hoc: thuéc mién dich
(protein/ADN tai t6 hop, vaccin chéng
khéi u); thuéc cbng nghé sinh hoc
(protein/ADN tai t6 hop).

* Hoat chat c6 ngudn goc tir dong vat;
duoc chat/ ta duoc.

EU-GMP

DE_HE_01
_GMP_201
20070

08/11/2012

17/11/2014

Co quan thim

quyén Dt

15

Merck Sharp &
Dohme

Tén phéap ly:
N.V. Organon

Molenstraat 110,
5342 CC OSS.
The Netherlands/
Kloosterstraat 6,
5349 AB Oss, The
Netherlands.

* Thudc vo tring:

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

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

+ Thubc khdng vd trung: vién nén
(hormon va chat c6 hoat tinh hormon);
vong ddt am dao.

* Thubc sinh hoc: thudc cdng nghé sinh

EU-GMP

NL/H
11/0008

14/02/2011

28/01/2014

Health care
inspectorate, The
Netherlands

16

Pfizer Australia
Pty, Ltd

38-42 Wharf Rd,
West Ryde NSW
2114, Australia

* Thubc khéng vo trang (khéng chua
penicillin, cephalosporin, antineoplastic,
steroid): dang bao ché ban ran; thudc rin
phan liéu; thude bot va thude cém.

PIC/S-
GMP

MI1_2012-
L1-09684-1

18/12/2012

03/08/2015

Therapeutic
Goods
Administration,
Australia

17

C.B. Fleet
Company, Inc

Lynchburg, VA

24502, USA

Sam pham: Fleet Enema

U.S.CGMP

02-0001-
2013-04-
VN

08/02/2013

08/02/2015

United States
Food and Drug
Administration




Via Delle
Magnolie 15 (loc.

* Thube vo trung;

+ Thubc dong khd (h6c mdn va cac chat
c6 hoat tinh h6¢c mén: khdng bao gdbm hdc
mon corticosteroid); dung dich thudc tiém

gg |Merck SeronoFrazione - Zonely.: iy pho  (h6c mon sinh duci|EU-GMP |\ 1'% lig/06/2012  [23/00/2014 |MANAN Medicines
Sp.A Industriale) - . 8/H/2012 Agency AIFA
Cytokine).
70026 Modugno, £ a s A O
ltalia + Thudc tiét trung cong doan cudi cung:
dung dich thudc tiém thé tich nho.
* Thubc sinh hoc: thubc cdng nghé sinh
Ajinomoto 6-8,  Hachiman, Ministry of
Pharmaceutical [Kawajima, Hiki- Japan- 4558 Health, ~ Labour
19 s Co, Ltd|gun Saitama, San pham: Morihepamin; Neoamiyu. GMP 4557 13/02/2013 13/02/2015 |and Welfare
. government  of
Saitama Plant  [Japan
Japan
Sos.  Alexandriei, £ A A e .
v A T 0 40 g i s
20 |G Laropharm)Comuna dang long; dang bao ché rin khac (vien|EU-GMP |202/20M R 1a0i031011  [21/1212013 |0 Medicines and
SR.L, Bragadiru,  Jud. nén bao phim, vién bao): dang b3o ché 0] Medical Devices
lIfov, cod 077025, ", PA ' » Gen8 Romania
. ban ran; vién nén.
Romania
* Thubc vé trung;
+ Thudc san xuat vo tring: thudc bot kho
pha tiém; thudc bot dong khd pha tiém;
thudc tiém.
. . i A e, s A A oA
China Chemical 182-1, Keng Tze Thqu’c tigt ‘Erung cudi: thlIJOC tlem.\ .
& Kou Hsinfon * Thuoc khéng vO trung: dang bao ché PIC/S- Department  of
21 Pharmaceutical Hsir’1chu Taiwag, long (hdn dich, dung dich); dang bao ché GMP 7922 25/02/3013 14/11/2013  |Health  Taiwan,
Co., Ltd. 'lban rin (thuéc kem, thudc md); dang bao R.O.C

Hsinfong Plant

R.O.C

ché ran (vién nén bao dudng, vién nén bao
phim, vién nén, thudc bot, thudc cdm,
vién nang; thudc dat).

* Nguyén liéu carbapenem (dé san xuit v
trung thude bot kho pha tiém).




1 rue Alexander
Fleming, Parc

* Thude vé trung;
+ Thubc san xudt vo trung: dung dich

French National

99 Laboratoire Scientifique Tony thuoc t:em'Ehe t}chnhoA’.' . . |Eu-GMmP HPF/FR/20 10/01/2013 04/05/2015 Drug and Health
Aguettant . + Thuoc ti€t trung cuoi: dung dich thuoc 7/2012 Products  Safety
Garnier,  69007(.., PR . L e 2
tiém thé tich 16n; dung dich thuoc tiém thé Agency (ANSM)
Lyon, France , .
tich nho.
Santen
Pharmaceutical 9-19, Shimoshinjo Ministry of
co. Ld 3-chome San pham: Flumetholon 0.1, Ophthalmic|Japan- Health,  Labour
23 |(Santen chome, pham: 4 P P 3081 04/11/2011  |04/11/2013 |and Welfare
. Higashiyodogawa-|Preparations GMP
Pharmaceutical ku. Osaka. Japan government  of
Co., Ltd. Shiga| » 9ap Japan
Plant)
9-19, Shimoshinjo Ministry of
Santen 3-chome San  pham:  Oflovid,  Ophthalmic|Japan- Health,  Labour
24 Pharmaceutical | ,. L . phatn: ’ P P 68 04/04/2012 04/04/2014  |and Welfare
Higashiyodogawa-|Ointments GMP
Co.Ltd government  of
ku, Osaka, Japan
Japan
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; dang bao ché ban
ran (hormon va chét c6 hoat tinh hormon);
Ursapharm . L eia I \
. dung dich thuoc tiém thé tich nho
Arzneimittel A .
GmbH (hormon va chat cO hoat tinh hormon,
Ursapharm Industriestrabe prostaglandins/cytokines). DE_SL_01 Co aquan thim
25  |Arzneimittel ' |+ Thubc tiét trung cudi: dung dich thuc|EU-GMP | GMP_201 |04/05/2012  |19/05/2014 , dua
66129 C 2 ., \ quyén Duc
GmbH tiém theé tich nho. 2 0015
Saarbucken, - A A A s . -
Saarland Thuoc\ khéng vo trang: vién nang cimg;
Germany thuoc dung ngoai dang long; thudc uong

dang long; dang bdo ché ban rin; vién
nén; thudc com.

* Thuoc dugc liéu, thudc vi lugng dong
can.




Industria

* Thudc khéng vo trung: thudc dung
ngoai dang long; thudc ubng dang long;
dang bao ché ban rin; thudc dan. (Pia chi
1: Industria Farmaceutica Nova Argentia

Farmaceutica |2 & Pascoll, 14SPA - Via G. Pascoli, 1, 20064, IT/273- ltalian Medicines
26 . 120064 Gorgonzola|Gorgonzola (MI), Italy) EU-GMP 29/10/2012 19/04/2015
Nova Argentia £ N N . 1/H/2012 Agency AIFA
SPA (M), ltaly * Thuoc khong vo trang: vién néen. (Pia
o chi 2: Reparto Distaccato - Via Muoni, 10
20064-Gorgonzola (M), Italy)
* \/ién nén, thudc bot (San xut tai dia chi
2, dong goi tai dia chi 1).
Santen
Pharmaceutical 9-19, Shimoshinjo Ministry of
co. Lid 3-chome San ham:  Alegysal, Ophthalmic|Japan- Health,  Labour
27 |(santen cnome, pham gysal, P P 4675 08/03/2012  [08/03/2014 |and  Welfare
. Higashiyodogawa-|Preparations GMP
Pharmaceutical ku. Osaka. Japan government  of
Co., Ltd. Noto| » ap Japan
Plant)
* Thube khong vo tring: thudc udng dang
: 73-83 Cherry|long; dang bao ché ban ran (kem, md, Therapeutic
Probiotec Lane Laverton|gel); vién nang cung; vién nén; dau xoa;|PIC/S- MI-2012-LI4 Goods
28 |Pharma P\ oih vIC 3026,|thuée hit; thude bot; thude cém sii bot| GMP os4g7-3  |19/A0/2012 041052015 )\ yinistration,
Limited : . o x5 P .
Australia nudc SUC mi¢ng; hon dich; thudc xit; Australia
thudc bobi da(paint); dung dich thubc xit;
Baxter éso?jevar;:moriiz San pham: Antihemophilic  Factor CT 2409-11 United States
30 Healthcare ’ (Human0, Method M, Monoclonal|U.S.CGMP 01/10/2011 01/10/2013 [Food and Drug
Angeles, CA WHO

Corporation

90039, USA

Purified, HEMOFIL M.

Administration




* Thube vo trung;

+ Thubc san xudt vo trung: dung dich
thudc tiem thé tich 16n; thudc dong kho;
dung dich thudc tiém thé tich nho; thudc

Industristrabe 67,|cdy ghép dang ran. INS- f/llf(’jtiré?r?es 2
31  |Baxter AG 1221 Wien, |+ Thude tiét tring cudi: dung dich thuéc|[EU-GMP [480001-  [04/05/2012  [21/12/2014 : .
. A PR . PO 2 Medical Devices
Austria tiém thé tich 16n; dung dich thuoc tiém thé 0072-001
. \ Agency (AGES)
tich nhd,
* Thudc sinh hoc: ché phém tr mau;
thuéc mién dich; thudc cdng nghé sinh
hoc; thudc ngudn gbc tir ngudi hodc dong
Co s6 xuit|Lohstrasse 2,
Xuong: 59368 Werne, DE_NW_0 Co auan thim
33 Sanavita North Rhine- EU-GMP |1_GMP_20 (07/03/2012 06/03/2015 u éanl'Ic
Pharmaceutical |Westphalia, 12 0001 auy
s GmbH Germany
PT.  Schering ‘EMRZ?B""‘ Ppai”dda?]” * Vién nén khong chita khang sinh (khong|, o [PW.01.023 ][\c')?t'ong'ru Age;‘f}é’
34  |Plough ’ 'Ibao gdom thudc tranh thai; hormon sinh 31.11.12.66|19/11/2012  |19/11/2014 g
. Pasuruan, East e itz GMP Food Control,
Indonesia Thk . duc khac va chat kim té bao). 44 .
Java, Indonesia Indonesia
Merck Sharp & §|7(:17e8 SOI:tithIiZSt San pham: Primaxin V. (Imipenem and 10-0030- United States
35 P ghway,>an pham: Frimaxin LY. {imip U.S.CGMP|2013-02-  [07/11/2012  |07/11/2014 |Food and Drug
Dohme Corp. |Elkton, VA|Cilastatin for Injection). VN Administration
22827, USA
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc déng UK GMP United Kingdom's
7000 Portage|kho; dung dich thudc tiém thé tich nho. medicines  and
Road, Kalamazoo,|+ Thudc tiét tring cudi: dang bao ché ban 6268 Insp Healthcare
36 Pfizer INC ’ N ", L on T, , EU-GMP |GMP 14/11/2011 12/09/2014
49001, United|ran; dung dich thudc tiém thé tich nhd. Products
£ A A £ N 6268/60489
States * Thuoc khbéng vO trung: thudc dung 9-0003 Regulatory
ngoai dang long; thude uéng dang 16ng; Agency MHRA

dang bao ché ban rin; thubc dan; hon




* Thudc khdng vo tring: vién nang cimg

. . Localita Marino (hormon corticosteroid; thuéc bot va . -
g7 |ohzer  ltalia)Del Tronto-631001 5" c4m (hormon corticosteroid); vien|EU-GMP |23 logii1i012  [27/10/2014  |2N1aN Medicines
SR.L Ascoli Piceno,| . . . 11/H/2012 Agency AIFA
Italy ngn (hormon corticosteroid va hormon
sinh duc).
* Thubc v trung;
Boeringer + Thudc san xudt vo trung: dung dich
Ingelheim Pharma|thudc tiém thé tich 16n; thubc dong khé;
Boeringer GmbH + Co. KG [dung d’jch j[hu()c‘ tiém tl}é tich nhé. ’
Ingelheim Birkendorfer Str.|+ Thuéqc tiét trung cuoi: dung dich thudc DE_BW_0 Co quan thim
38 65, 88397(tiém the tich nho. EU-GMP |1_GMP_20 (16/03/2012 15/02/2015 A T
Pharma GmbH|_. z R A e n , quyén DPuc
+ Co. KG Biberach  a.d.R.|* Thuodc khong VO trung: vién nang cing; 12 0024
Baden- dang bao ché ran khac (thudc bot, thuodc
Wurttemberg, cdm; pellet); vién nén.
Germany * Thudc sinh hoc: thudc cdng nghé sinh
hoc; khang thé don dong cytokine.
10 rue Bouche|* Thudc khdng vo tring: vién nang cimg; French Health
Thomas,  ZAC|thuc ding ngoai dang long; thudc udng HPF/FR/26 Products ~ Safety
39 Farmea d'Orgemont 49000|dang 1ong; dang bao ché ran khac; dang EU-GMP 2/2011 05/12/2011 2210912014 Agency
Angers, France  |bao ché ban rin; thudc dan; vién nén. (AFSSAPS)
* Thude vO tring (hormon va chat ¢ hoat
tinh hormon; prostaglandin/cytokine; chat
doc té bao/chat kim té bao; chit mién
Baxter Oncology|dich; prion, genotoxic, teratogen):
+ A 3 A A ~ . A A
Baxter Eg:ltt):rabe 2 kh;“)r'h l(;zilgsillliciu?}:u\c‘{)g :irgrr:\g.thtéhlil?cch (iglf;g DE_NW_0 Co quan tham
40 Oncology ’ Lz : . z "IEU-GMP [2_GMP_20 |05/10/2012 02/10/2015 o,
GmbH 33790 thudce cay ghép dang ran; duoc chat. ’ 12 0025 quyén Duc
Halle/Westfalen, |+ Thuoc tiét trung cudi: dung dich thudc -
Germany tiém thé tich nho.

* Thudc khoéng vé tring: thudc dung
ngoai dang 1ong (chit doc t& bao/chit kim
té bao).




* Thuoc vo trung:

Przedsiebiorstw |21,  Wincentego|+ Thudc san xuat vO tring: thudc dong Main
41 0 Pola _Str., 58-500 khxo;’dang 7ban r?n; 9ung ,d1ch thu?c tiém EU-GMP GIF-IW-N- 20/02/2012 15/12/2014  |Pharmaceutical
Farmaceutyczn |Jelenia Gora, |the tich nho; thudc cay ghép dang ran. 4022/63/12 Inspector. Poland
e JelfaS.A Poland + Thudc tiét trung cudi: dung dich thubc pector,
tiém thé tich nho.
(F)’rzed5|eb|orstw Ii(l),la s\{[\:lncggfggg * Thudc khong vo triing: vién nang ctng; GIF-IW-N- Main
42 T vién nén; ban thanh pham (vién nén;|EU-GMP |4022/187/1 |16/12/2011 22/09/2014  |Pharmaceutical
Farmaceutyczn [Jelenia Gora, thude cbm) 1 Inspector. Poland
e Jelfa S.A Poland oL coth). P ’
* Thubc v trung;
+ Thudc san xudt vo trung: dung dich
thudc tiém thé tich 16n; dung dich thudc
Warszawskie tiém thé tich nho.
Zaklady 22/24, Karolkowa|+ Thudc tiét trang cudi: dung dich thudc GIE-IW-N- Main
43  |Farmaceutyczn |Str., 01-207|tiém thé tich 16n; dung dich thudc tiém thé|EU-GMP 04/04/2012  |26/01/2015  |Pharmaceutical
, \ 4022/70/12
e Polfa Spolka|Warsaw, Poland [tich nho. Inspector, Poland
Akcyjna * Thudc khéng vé tring: thudc dung
ngoai dang long; dung dich dung qua tryc
trang.
* Thubc sinh hoc: thudc ngudn goc tir
* Thudc vo trung:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; thudc dong kho;
DT Biologika dung d}ch j[lAluoc\ tiém tlA’l.e tich nhq. )
GmbH + Thuoc ti€t trung cuoi: dung dich thuoc
DT BiologikalAm  Pharmanark tiém thé tich 16n; dung dich thudc tiém thé DE_ST 01 Co aquan thim
44 g P\ ich nho; dang bao ché ban rén. EU-GMP | GMP_201|11/08/2011  |07/04/2014 . qua
GmbH 06861  Dessau- J > A e ISR quyén buc
* Thuoc khoéng v6 trung: thuoc dung 1_0007
Roblau, Saxony-

Anhalt, Germany

ngoai dang 16ng; thudc udng dang long

* Thudc sinh hoc: vaccine.

* Dugc chét tir vi khuan hodc c4c ngudn
khéc: nudi cdy virus san xuat vaccin cho
nguoi.




Laboratories

Route de Marsat,

. , - . European
46 Merck Riom, 63963(San  pham: Can_C|das _Povv_der for|U.S.C. 14/12/5645 90/07/2012 N/A Medicines
Sharp&Dohme |Clermont-Ferrand [concentrate for solution for infusion GMP 8 Adenc
Chibret Cedex 9, France gency
Abbott  Japan 527, Mita  3- -
Co Lid chome, Minato- Ministry of
( Al;),bott Japan ku, Tokyo 108- Japan- Health,  Labour
a7 | ‘I’_t "|6303, Japan (2-1,|San phém: Eithon S0mg tablets GIE)/IP 1169 15/06/2012  |15/06/2014 |and  Welfare
! Inokuchi 37, government  of
Katsuyama .
Plant) Katsuyama, Fukui Japan
911-8555, Japan)
Menarini - Von
Menarini - \on Heyden GmbH * Thudc khong vo tring: vién nang cimng; DE_SN 01 Co quan c6 thi
48 | ovden Gmbp |LEIPZger Strage 7ivien nang mém; dang bo ché rin; vien|EU-GMP | GMP_201 [01/11/2011  [28/07/2014 © Sn o am
y 13, 01097|nén. 1.0020 quyen o Due

Dresden, Germany




Tempelhofer Weg

* San xuat t6i san pham cho dong goi:
thudc khong vo tring: 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

49 i‘g"”'Chem'e 83, 12347 Berlin,|Berlin, Germany) EU-GMP |rlin-Chemie|20/01/2012  |23/11/2014 le énq;?,:l tham
Germany + San pham: Siofor 850; Siofor 500; AG wy
Benalapril 5.
( Co so dong gobi: Menarini-von Heyden
GmbH - Leipziger Strabe 7-13, 01097
Dresden, Saxony, Germany.
Co sé xuét xuong: Berlin - Chemie AG -
Glienicker Weg 125, 12489 Berlin,
Germany)
* X ~ PPN .
S.M.B ’ C; a,p \ ’,C a chat doc v lg.A oac BE/2012/00 for Medicines and
50 Marche-en- chat co kha nang gay quai thai); vién nang|EU-GMP 08/03/2012 27/01/2015
Technology SA A 2 s . , 2 1 Health Product of
Famenne, B-6900,|mém; thudc dung ngoai dang 1ong; thudc .
. ) X X A Belgium
Belgique uong dang long; thudc dan; vién nén.
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc dong
Allergan Castlebar  Road,|khd; dang bao ché ban ran; dung dich . .
51 |Pharmaceutical |Westport,  Co.|thudc tiém thé tich nho. eu-oMP |2 MU 072012 10i02i2005  |!TSh - Medicines
VR e Lz ) V12/531 Board
s Ireland Mayo, Ireland + Thuoc ti€t trung cudi: thudc cay ghép
dang rin (chira Dexamethasone)
* Thubc sinh hoc: thudc cdng nghé sinh
* Thubc v trung;
sanofi 180 Rue jean|+ Thudc san xuat vO tring: thudc dong French Health
59 Winthrop Jau_res, 94702 khoA’; duAng d1,ch thuoc; tiém ,the thh flhoi EU-GMP HPF/FR/13 07/07/2011 19/11/2013 Products  Safety
Industrie Maisons  Alfort,|thuoc cay ghép dang ran (chira chat doc té 6/2011 Agency
France bao). (AFSSAPS)

* Thubc sinh hoc: thudc ngudn goc tir




Ctra. C35 |la
batlloria a .
Sanofi Aventis,|Hostalric, km 63,[* Thuéc khong vo tring: vién nang cimg; NCF/1209/ Ministry of
3 Isa 09, 17404 Riells I|vién nén; vién bao; thude bot (goi). EU-GMP | paaicar  |11/06/2012|01/02/2015 - Government — of
. . Catalonia - Spain
Viabrea (Girona),
Spain
* Thube vé trung;
+ Thubc san xuat vo trung: dung dich
Sanofi - Aventis|thuéc tiém thé tich nho (chat doc té
Deutschland bao/chat kim té bao); thudc cay ghép dang
Sanofi GmbH ran (hormon va chét c6 hoat tinh hormon);
Aventis Bruningstrabe 50,|vi hat (hormon va chit ¢d hoat tinh DE_HE 01 C uan  th
54 |Sevtsertand |10 H590,|hormon). EU-GMP | GMP_201|01/02/2012  |28/01/2014 |°, qD, am
CmbH H600, 65926+ Thubc tiét trung cudi: dung dich thubc 2 0004 quyen Bue
Frankfurt am|tiém thé tich nho; thudc cay ghép.
Main, Hesse,[* Thudc khdng vo tring: thudc ding
Germany ngoai dang 16ng; dang bao ché ran khac;
dang bao ché ban ran.
* Thudc sinh hoc: thudc céng nghé sinh
* Thudc vo trung: . . ,
Rainham Road|+ Thudc san xuat vo tring: thudc dong IL:]EpMIA 12 zzgiec?n};ngdogg
: South, Dagenham,|khé; dung dich thudc tiém thé tich nho.
55 |Avents Pharma) Rm 10|+ Thuée tiet tring cudi: dung dich thuée|EU-GMP |V /CPP lo7i00i2012  |06/12/2014  |ERITNCATE
Dagenham . A o \ IMP Products
7SX, United|tiém thé tich nho.
Kingdom * Thube sinh hoc: thudc khang sinh va 12/4371- Regulatory
Loan e 0041 Agency MHRA
thuoc doc teé bao
Edgefied Avenue, UK MIA Unlt_eq Kingdom's
) Fawdon, medicines and
Sanofi- Newcastle Upon|* Thubc khdng v tring: vién nang cing; 11723 Insp Healthcare
56 |Synthelabo pon™ thuoc KNONgG VO Trung: VIEn Nang eung:\e ) ovip  |GMP/AIMP  |06/01/2012  |14/11/2014
o Tyne, Tyne and|vién nén; thudc bot va thudc com. Products
Limited 11723/2377-
Wear, NE3 3TT, 0020 Regulatory
United Kingdom Agency MHRA




58

Sanofi-Aventis
Sp. z.0.0.

52 Lubelska Str.,
35-233 Rzeszow,
Poland

*Thudc khong vo tring: vién nang cung;
vién nang mém; thudc ding ngoai dang
long; thube ubng dang long; thude bot va
thudc cdm; dang bao ché ban rin; vién
nén.

EU-GMP

GIF-IW-N-
4022/91/10

21/03/2011

03/02/2014

Main
Pharmaceutical
Inspector, Poland

59

Sanofi
Winthrop
Indusrtrie

6 boulevard de
I'Europe, 21800
Quetigny, France

* Thude vo trung :

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

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

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

* Thudc sinh hoc: thudc ngudn gbc tir

EU-GMP

HPF/FR/24
712011

24/11/2011

01/07/2014

Health
Safety

French
Products
Agency
(AFSSAPS)

60

A.Nattermann&
Cie. GmbH

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

* Thudc khdng vd trung (khdng bao gdom
cac thube gidng hormon, thuc mién dich;
thudc doc té bao; thude chira chat cd kha
nang gay quai thai va dot bién; thudc chira
dugc chit c6 ngudn goc tir ngudi/dong
vat/vi khuan/virus; thudc khdng chua
Chlorpromazine hydrochloride,
Diazepam, Metoclopramide hydrochoride,
Valproate Sodium): vién nang ctng; Vvién
nang mém; thudc dung ngodi dang long;
thudc ubng dang long; dang bao ché rin
khéc (thudc bot, thudc cdm, vién ngam);
dang bao ché ban rin; vién nén (vién nén
bao phim, vién sui, vién nén bao dudng).

EU-GMP

DE_NW_0
4_GMP_20
120029

23/08/2012

24/07/2015

Co quan tham

quyén Dt




Via Volturno, 48 -

* Thubc v trung;

+ Thudc san xudt vo trung: dung dich
thubc tiém thé tich nho.

+ Thudc tiét trung cudi: dung dich thubc
tiém thé tich nho.

* Thudc khong vo triing: vién nang ctng;

Doppel . , . PR .. , Lz . .
. . |Quinto De' Stampi|thuoc dung ngoai dang 1ong; thudc udn IT/2- Italian Medicines
61 [Farmaceutici | %000 Rozzanoldang long: thude bot va thude com; thude| -2 CMP [ariaory  [(/0U2012 211012014 on i
S.R.L . . i )
(M1), ltaly dan (hormon corticosteroid); vién nen
(hormon sinh duc va hormon khac).
* Thubc sinh hoc: thubc c6 ngudn gbc
dong vat (vién nang ctimg); thude sinh hoc
tir 1én men dang vién nén.
* Thude duoc liéu: vién nén
* Thudc vo tring:
+ Thubc san xuat vo tring: thudc dong
khd  (vaccin  bat  hoat;  hormon
corticosteroid; ~ Protein/DNA  tai 6
hop).dung dich thudc tiém thé tich nho
: _|Loc. Valcanello-|(vaccin vi khuan bat hoat; vaccin virus bat . -
62 gagf"p“’e”t's 03012 Anagnilhoat; protein/DNA tii o hop). [Eu-GMmP '%1/2(1)12 02/07/2012  |27/01/2015 'AtZ'e'?Ey'XfEX'”eS
o (FR), Italy + Thuoc tiét trung cuoi: dung dich thuoc
tiém thé tich nho.
* Thube khong vo tring: vién nang cung;
thudc uéng dang 16ng; vién nén.
* Thude sinh hoc: thuéc mién dich; thude
cong nghé sinh hoc.
* Thube vo trung;
+ Thudc san xuat vo tring: dung dich
1 rue de la Vierge,|thubc tiém thé tich nho. ’ National Agency
Sanofi Ambares et|+ Thuéac tiét trung cuoi: dung dich thuoc HPE/ER/10 of Medecine and
63 Winthrop Lagrave,  33565|tiém thé tich nho. EU-GMP 15/06/2012 17/02/2015
Industrie Carbon Blanc|* Thudc khdng v tring: vién nang cung; 412012 Health  Product
’ Safety (AnSM)

Cedex, France

dang bao ché ran khéc; vién nén.
* Thuoc sinh hoc: thuoéc ¢d ngudn goc tir
nguoi hodc dong vat; enzym vi sinh vat.




Via Ponte Della

* Thube vo trung;

+ Thudc san xuat vO trng: thudc dong
kho; dang bao ché ban rin; dung dich
thudc tiém thé tich nho; thube ciy ghép

Fidia . dang rin; thudc san xudt vo trung khac. . -
64 |Farmaceutici | -ooone® A ride tigt tring cudiz dung dich thube|EU-GMP || /27> lao/10/2012  [0s/0a/2015 | anan Medicines
35031 Abano|.., I ) Lk . 1/H/2012 Agency AIFA
SP.A tiém thé tich nho; thuoc cay ghép dang
Terme (PD), Italy n
* Thudc khong vo tring: vién nang ctng;
thude bot; dang bao ché ban ran; vién nén.
* Thudc sinh hoc: vaccin virus sdng;
Ardeypharm * TPuéc\ khong vé trang: yién nang cﬁ?g;
GmbH thuoc dung ngoai dang long; thuoc udng
Ardeypharm Loerfeldstr. 20, ?lijlgc fones VIEN e fhuoe bot va 18 DE_NW_0 Co quan thim
65 yp 58313 Herdecke,|, . . Lo . . |EU-GMP |1_GMP_20 [22/06/2011 18/05/2014 N a ,
GmbH . Thuoc sinh hoc: thuoc céng nghé sinh quyén Buc
North Rhine- x N e aa 11 0019
. hoc; thudc nguon goc tir ngudi hodc dong -
Westphalia, ~ L ~
German vat; thudc vi sinh vat.
y * Thudc duoc lidu; thude Vi luong dong
Lindopharm DE NW 0
i * A A A triina: via A _INVV_ A
66 Lindopharm GmbH Neus_trabe .Thu?C khor:g VE) trl‘Jng. Yleninang gl svp 13 aMP 20 [19/06/2012 98/03/2015 Co . qua’n tham
GmbH 82, 40721 Hilden,|vién nén; thuoc bt va thudc com. = ~ quyén Duc
12 0022
Germany —
Rottendorf
Pharma GmbH  |* Thubc khong vo tring: thube bot (chira
Rottendorf Ostenfelder Strabe|cac nguyén liéu nguy hiém, chua DE_NWw- Co quan thiam
67 Pharma GmbH [51-61, 59320| Tamoxifen, Fluta}nide, Clomifen va duoc EU-GMP105_GMP_2 01/08/2012 21/12/2014 quyén Duc
. 2 012_0022
Ennigerloh, chat tuong tu). -
Germany
16, Podlipie Str.,|* Thudc khdng vo tring: vién nén; gac GIF-IW-N- Main
68 Lek S.A. 95-010  Strykow,|visco - polyester vo tring tam isopropyl[EU-GMP  [4022/112/1 |08/10/2012 12/07/2015  [Pharmaceutical
Poland alcohol 70%. 2 Inspector, Poland




* Thubc vO tring: thudc san xuat vo

. . . Lz g . Austrian
sandoz GmbH - Biochemiestrabe |trung: thudc cay ghép dang ran. INS- Medicines &
69 10, 6250 Kundl,|* Thuoc khdng vo trung: vién nang ctng;|EU-GMP  (481921- 02/11/2011 13/07/2014 ) i
PHP Kundl : L ) N Medical Devices
Austria thudc uong dang long; dang bao ché ran 0017-001
A, Agency (AGES)
khac; vién nén.
* A ~ e~ X oA < X,
Hexal AG N T;hUOC; VO Lr:ng(.i thuocé tlet( ktrr]lg?]g Cu?l.
Industriestrabe 25, 0C * I ng chid DE_BY_04 Co quan  thim
71 |Hexal AG 83607 uoe quoc ligt rung cuot bang ChiCu Xa). 1oy oy | GMP_201 |27/01/2012  |21/10/2014 |-°, Uan tha
i * Thuoce khong vo trung: vién nang cilrng; quyén Buc
Holzkirchen, Lz A iy , z 2_0005
. thuéc com; Vvién nén; miéng dan; thuoc
Bavaria, Germany | ..
phim udng.
Cooperation Place Lucien French Health
% J4 A AN £ X
72 |Pharmaceutique|Auvert, 77 oz0|  2uo¢ khong VO trung: thudc udng dang| ) s\ip (HPRIFRIZS o0, 1 0011 |og/0m/0014  [PTOOUCES  Safety
Francaise Melun. Erance long; thuoc dung ngoai dang 1dng. 8/2011 Agency
! (AFSSAPS)
* Thudc vo trang:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; thudc dong khé;
BAG Health Care dung d}ch _thuoc tiém t}:e '[ICE nhc?. )
* Thuoc sinh hoc: thuéc mién dich; thudce
BAG health|SMPH diéu tri té bao; thudc cong nghé sinh hoc; DE_HE 01 Co quan tham
3 | Cae oy |Amtsgerichtsstrab {1 M 209, BU0° ueyi%oagc S |EU-GMP | GMP 201 08/09/2011  [03/11/2013 ‘Anqm
e 1-5, 35423 Lich, |, —oc HEUON £0C T RS ac dong vat. 10062 quyen Bue

Hesse, Germany

* Thube khéc: thube duoc lidu; thube vi
lugng dong can; nguyén liéu thude sinh
hoc; dugc chat ngudn gdc tir nguoi hodc
dong vat va vi khuan; dugc chat san xuét
bang cong nghé gen.




* Thube vé trung:
+ Thubc san xudt vd trung: dung dich
thudc tiém thé tich 16n; dung dich thudc
tiém thé tich nho.

+ Thudc tiét trung cudi: dung dich thud State
Joint Stock(74, Frunze Str., tiem ?I?écti::i 16n: gu(;luocll.ich thg ééctiémliﬁg PIC/S- 022/2012/S Administration of
74 Company Kyiv, 04080, ,, . ’ gd . AUMP/GM (01/08/2012 19/04/2016  |Ukraine on
. tich nho. GMP . .
FARMAK Ukraine z R A e in , P Medicinal
* Thuoc khdng vo trung: vién nang cung;
O \ PER < Products
thuoc uong dang long; thuoc dung ngoai
dang long; dang bao ché ran khac; vién
nén (bao gdm ca vién nén chira hormon).
* Thudc sinh hoc: thudc mién dich
Khasra No.
1342/1/2, Hilltop
Industrial Area, United
Jhramajri, UK GMP Kingdom's
Village Bhatoli|, Thude khdna V8 tring: vien nén: thud 24881 Insp medicines and
75 |USV Limited |Kalan,  Baddi,| , """ g MO 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 khdng vo trung: thudc dung
Via Firenze, 40 -|ngodi dang long; thudc udng dang long . .
76 |SofarSPA  |20069 Trezzano|(hormon corticosteroid): dang bao ché rén|EU-GMP | /28X logioe2011  |27/01/2014 |11 Medicines
. A 2 2 o « 1/H/2011 Agency AIFA
Rosa (M), Italy  |kh&c (thudc bot, thudc com, vién ngam);
thudéc phun mu; dang bao ché béan rin;
* A A A A A J
Catalent 217-221 Governor perﬁlgilﬁ)i; tzsrr:glo\s/pc:o:ir: nr?or(r;(gangs]teigilza MI- Therapeutic
: Road,  Braeside| . N i S . _|PIC/S- 09112004- Goods
77 Australia Pty Vic 3195, antﬂln?oplaftlc)‘.‘AV|en nAangAme‘m, de_:ng Pao GMP L1-000138- 04/07/2011 20/12/2013 Administration.
Ltd . ché ran phéan liéu; thuoc bot va thude com; )
Australia 1 Australia

thudc udng dang long.




Sopharma PLC-

16 lliensko

* Thude vé trung;
+ Thubc san xudt vo trung: dung dich

BG/GMP/2

Bulgarian  Drug

78 Ampoule Plant Shosse Str., Sofia|thudc tiém thé tich nho. EU-GMP 011/019 31/08/2011 08/04/2014 Agenc
P 1220, Bulgaria |+ Thuéc tiét triing cudi: dung dich thudc gency
tiém thé tich nho.
* z A PP 1~ -
3 Trayko Stanoev| B L s s one. o BGIGMPI2 Bulgarian  Dru
79 |Unipharm AD |Str., Sofia 1797,|Con& On&: tAu0C uong cang 1ong, dang\g ; gyp 15/08/2012  |08/06/2015 g g
i bao ché ban ran (thuoc kem, thuoc ma, 012/032 Agency
Bulgaria £ A
thuoc gel); vién nén.
* A A A N « \iA 4 .
Vrabevo vig. duT]huc(i)iCc}ll(r(]jc:]?]g \;%;rijgiq.s\i/rlglgzngv;i%gﬂ BG/GMP/2 Bulgarian  Dru
80  |Sopharma PLC 5660, district of|- -9 ! g €no o1, SITo uong Va hon\ gy gvp 13/03/2012  |26/01/2015 g g
. |dich uong; dang bao ché ban ran (thudc 012/033 Agency
Lovetch, Bulgaria e A
kem, thuoc md, gel); vién nén.
9, Jozefow Str.,|* Thudc khong vo tring: vién nang ctng; GIE-IW-N- Main
81  |Polfarmex S.A [99-300  Kutno,|thudc ding ngoai dang long; thudc udng|EU-GMP 27/01/2012  |18/11/2014 |Pharmaceutical
\ IR T 4022/42/12
Poland dang 16ng; thuoc bot; vién nén; hon dich. Inspector, Poland
* Thube vo trung;
+ Thudc san xuat vo tring: thudc tiém;
hon dich vé tring pha tiém; dung dich nhé
mit, nho tai, nhd miii vo trung.
+ Thudc tiét tring cudi: thudc tiém; dung
No. 2 Fon Tan|dich rira vét thuong.
* A ~ A LN N A
Gentle Pharma Road, _Fon TarT thuo:c khpng vO tru'ng. dang ba}o Chf PIC/S- Department _ of
82 Ind. Dist, Da Bi|long (hon dich, dung dich); dang bao ché 7975 08/03/2013 30/09/2015 |Health  Taiwan,
co., Ltd . N L . X . ._|GMP
Hsiang,  yunlin,|ban ran (thudoc mo, thuoée kem); dang bao R.O.C
Taiwan ché ran (vién nén bao phim, vién nén bao

tan trong rudt, vién nén, thudc cdm, thudc
bot, vién nang)

* Duoc chat san xuat thudc penicillin
(thudc cém, thudc bot, vién nang); thudc
cephalosporin (thudc cdm, vién nang).




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

Dot 8
(Theo cong van 5035/QLD-CL ngay 05/4/2013 cia Cuc Quan ly dugc)

NHA MAY . , ] NGUYEN . s .= [NGAY HET|CO QUAN
A « i NGAY CAP -
STT CONG BO PIA CHI PHAM VI CHUNG NHAN T A(; GIAY CN HAN CAP
Merck Sharp & 770 - Sumneytown ainmaﬁhpa;n ;Ilo?nl:\izﬁf'll'l_ eS gidlni/g Ifg; CT 2808-12 United  ~ States
1 Dohme Corp.,|Pike, West Point, Recombingnt Vaccine Vi?lJ and’ S’ rir,1 o U.S.CGMP WHO 29/08/2012 29/08/2014 |Food and Drug
us PA 19486, USA | . yringe, Administration
Vial and Syringe
Merck Sharp &|770 Sumneytown|San pham: M-M-R Il (Measles, Mumps CT 0546-12 United States
2 Dohme Corp.,|Pike, West Point,|Jand Rubella Virus Vaccine Live, MSD)(U.S.CGMP WHO 06/12/2011 06/12/2013 [Food and Drug
uUsS PA 19486, USA |(with rHA), dosage form 0.5 mL dose Administration
Merck Sharp &|770 Sumneytown|San pham: Varivax (Varicella Virus CT 1369-13 United States
3 Dohme Corp.,|Pike, West Point,|Vaccine Live (Oka/Merck) Refrigerator|U.S.CGMP WHO 30/01/2013 30/01/2015 |Food and Drug
UsS PA 19486, USA [Stable Formulation Administration
. Chemin de la Swiss Agency for
Ferring Vergognausaz 50,|Thudc dang ran: vién nén Minirin; vién Therapeutic
4 International 1 sang ram Vo ’ EU-GMP |12-1794 17/09/2012 09/03/2015
1162 St-Prex,|nén phong thich cham Pentasa. Products
Center SA . . .
Switzerland (Swissmedic)
* Thubc vé trung;
+ Thubc san xuat vo tring (hormon va
chat c6 hoat tinh hormon): thuéc dong
Ferring GmbH kho; th}lOC ‘tﬂlem ‘Ehe thhAr.lhO; Vi nar.lAg. .
. + Thudc ti€t trung cudi: thuoc tiém thé
Wittland 11, \
24109 kiel, | tich nho- DE_SH_01 Co quan thim
5 Ferring GmbH . '|* Thude khong vo tring: thude uéng dang|EU-GMP | GMP_201 |17/04/2012  |18/01/2015 ,que a
Schleswig- \ A ] \ quyén Buc
. long (hormon va chat cO hoat tinh cua 2 0011
Holstein,
hormon).
Germany

* Thudc sinh hoc: thudc dong khd chira
hoat chat ngudn gbc tir nguoi duoc san
xuat vO tring; thudc dong khd san xuét vo
trung bang k¥ thuat di truyén.




Roxane Columbus OH 03-0172- United States
7 Laboratories ’ San pham: Anastrozole tablets U.S.CGMP|2012-02- [13/04/2012 13/04/2014 |Food and Drug
43216, USA .
Inc VN Administration
Nephron Orlando FL San pham: Ipratropium Bromide 0.5 mg 07-0056- United States
8 Pharmaceutical ’ and Albuterol Sulfate 3 mg Inhalation|U.S.CGMP|2012-03- |06/08/2012 06/08/2014 [Food and Drug
32811, USA . .
s Corp Solution VN Administration
* Thubc khdng bao gom betalactam va
din xuat: thudc tiém doéng khd khong
chtra khang sinh; dang bao ché ban rin
chia khang sinh non-betalactam; thudc
Kawasan Industri[tiém v& tring chta khang sinh; thudc
PT. Eerron Par Jababeka I, Jl.|uong dang long chira khang sinh non- PW.01.02.3 National Agency
9 |Pharmaceutical [202Peka V1 Bloklbetalactam. PICIS- 131.02.13.98|20/02/2013  |20/02/2015 |1 Prug  and
s J3, Cikarang,|* Thuoc khong chta khang sinh (khong|GMP 3 R Food Control,
Kabupaten bao gém thudc tranh thai, hormon sinh Indonesia
Bekasi, Indonesia [duc; chat kim té bao): thudc tiém dong
kho; vién nén va vién bao; thudc tiém vo
trung.
* Vién nang ctng chira khang sinh non-
betalactam (khdng bao gom thubc khéang
Contract . * Thude khong v tring (chira duge liéu, Therapeutic
manufacturing 120-22 Long Street,\, . i & khoang, chat bd sung dinh|PIC/S-  [MI-2012-LI- Goods
10 & Packgaking|Smithfield NSW,|, _ " . g’; P J £ 26/07/2012 27/03/2015 L
. . dudng): dang bao ché¢ ran; dang bao che|GMP 06246-3 Administration,
Services pty|2164, Australia .z z I .
Ltd ban ran (thudc kem, thuéec ma, gel). Australia
Route 50 North, .
CSL  Behring|1201 N. Kinzie,|[San phim: Albumin (Human) USP 25% CT 1579-13 United States
1 LLC Bradley, IL[Albuminar -25; Albuminar -25-50 mL/vial U.S.CGMP WHO 20/02/2013 20/02/2015 |Food and Drug

60915, USA

Administration




* Thube vo trung;
+ Thudc san xuat vo tring: thudc tiém thé

Haupt  Pharmaltich 16n; thudc tiém thé tich nho; hon
Wolfratshausen |dich; xit miii.
Haupt Pharma|GmbH + Thudc tiét trung cudi: thudc tiém thé DE_BY_04 Co auan  thi
12 |Wolfratshausen Pfaffenrieder|tich 16n; thudc tiém thé tich nhé; hén|EU-GMP | GMP_201|27/08/2012  |26/07/2015 Sénq})frc am
GmbH Strabe 5, 82515|dich. 2 0096 auy
Wolfratshausen, |* Thudc khéng vé tring: vién nang cimng;
Germany thudc ding ngoai dang long; thudc udng
dang 16ng; thudc bot va thudc cém; dang
bao ché ban rin; vién nén.
F1-F1/1
Additional United Kingdom's
. Ambernath UK GMP medicines  and
Inventia MIDC 40387 Insp Healthcare
’ * A A A \ . [N r _
13 E:;ii/::leCiri?nited Ambernath (East): Thudce khong vo trung: vién nén. EU-GMP 40387/4511 26/01/2012 23/11/2014 Products
District  Thane, 564-0002 Regulatory
Maharashtra, In- Agency MHRA
421 506, India
* Ac vd friino-
No.26, Datong 1st Thuof Voqmmg; A I
+ Thuoc san xuat vO trung: thudc tiém;
Rd., Caota . . L y . me on
Purzer ) ._[dung dich nhé mat, nho tai, nhé mii vé
Pharmaceutical Village, - Guanyin trun PIC/S- Department o
14 Township, . g. £ . A e N £ 7930 23/02/2013 20/12/2013  |Health  Taiwan,
Co., Ltd., Thuoc khong vé trung: dang bao ché|GMP
. Taoyuan County|. , . \ X s L R.O.C
Guanyin Plant . long (dung dich); dang bao ché ban ran
328, Taiwan, S £ X '
RO.C (thuéc md, thudc kem); dang bao ché ran

(vién nén bao phim, vién nén, thudc com,




* Thube vo trung;

+ Thudc san xuat vO trng: thudc dong
kho (bao gém ca thudc chira chat doc té
bao/chat kim té bao; hormon va chét c6

Poligono hoat tinh hormon); thudc tiém thé tich nho
Industrial Els|(bao gém ca thudc chira chat doc té
Vinyets-Els bao/chat kim té bao; hormon va chat co Spanish  Agency
Fogars, 2, Ctra. C-|hoat tinh hormon); thudc tiém khong co NCF/1127/ of Drugs ang
15 |GP-Pharm, SA ) 4 km. 22, Sant|duge chit (dung moi tai lap va|TO CMP |goycar [PMO7201L BLOTR2014 i products
Quinti de|liposomas) duoc dong trong lo, vi va ong (AEMPS)
Mediona  08777(tiém.
(Barcelona), Spain[+ Thuoc ti¢t trung cudi: thuoc tiém thé
tich nho (chtra chat doc té bao/chat kim té
bao; hormon va chat cO hoat tinh
hormon); thudc tiém khéng cd duogc chat
(dung moi tai lap va liposomas) duoc
Pol. Ind. Les
Salines. Carrer Ministry of
* A A A N oA
Synthon Castello, 1,.08830 ;Thu(fc kh?ng v<? trung. vu\en ba? (bzilo NCE/1101/ Health of
16 g . Sant Boi  de[gom ca thudc hudéng than va thudc gay|EU-GMP 28/01/2011 01/12/2013
Hispania, SL A A , 001/CAT Government  of
Llobregat nghi¢n); vién nang cling. . .
: Catalonia - Spain
(Barcelona);
Spain
* Thube vo trung :
+ Thudc san xuat vo tring: thudc tiém thé
tich nho;thude cdy ghép dang ran.
+ X ‘A N JSH X - A 2 .
Nycomed St. Peter Strabe 25 ticglrllic()")(-: tEﬁg; rlijl?c? ;;01- fuoe Tem e INS- f/llézszjtir::?r?es and
17 y . 4020 Linz, T N z . |[EU-GMP 480050- 16/05/2011 05/05/2014 ) )
Austria GmbH *Thuoc khong vo trung: thuoc dang long Medical Devices
Germany N A, 0024-007
dung ngoai; vién nén. Agency (AGES)

* Thudc sinh hoc: San phém tr mau; san
pham cO ngudn goc chiét xuat tir nguoi
hodc dong vat




* Thube v trung (bao gém ca thudc co
hoat tinh hormon)

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

Bayer AG + Thubc tiét trung cudi: thudc tiém thé
Pharma  (Tén|Mullerstrabe 178 tich 16m: thube tién? thé ti;:h ho 2012/01/Ba Co aquan thim
18 ci: Bayer|13353 o T avn o .. |EU-GMP |yerPharma (24/08/2012 06/06/2015 N g )
. i * Thuoc khéng vo trung: thudc vién nén quyén Buc
Schering Berlin,Germany X \ L . . AG
Pharma AG) (bao gom ca thuoc cO hoat tinh hormon);
vién nén bao (bao gdm ca thudc c6 hoat
tinh hormon va thudc doc té bao).
* Thudc sinh hoc: san phdm cdng nghé
sinh hoc.
JI. Rawa Gatel
EéOk i Iliz\\j\l/agfr; *Thudc khdng v tring: vién nén va vién PW.01.02.3 National Agency
PT Dankos|, ' . bao (khéng chtra khang sinh, duoc chat|PIC/s- A for Drug and
19 Industri . . . A 11.10.12.63|31/10/2012 31/10/2014
Farma tranh thai, hormon sinh duc khac va dugc|GMP Food Control -
Pulogadung s I 47 .
Jakarta 13930 chat kim té bao) Indonesia
Indonesia
. . . French Health
26 Rue de la|*Thuoc khéng vo trung: thudc dung ngoai
20 33;"'2232 sag |Chapelle, 68330(dang long; thudc udng dang long; thube|EU-GMP g'/zg/flw 26 9011212011 |04/08/2014 Zr;:nuc‘;ts Safety
Huningue, France |dang ban ran; thuoc dan; (AFSSAPS)
LTS Lohmann
Therapie-Systeme
LTS Lohmann AG DE_RP_01
* A ~ P Ae DA 13 _RF_ A
21 |Therapie- Lohmannstr.2 _Thube khong Vo trung: chat nén 1mloy svip | gmp 201 20012012 |osr1z201a  |C0, GUan  tham
Systeme AG 56626 Andernach,|dung thu tinh; dang bao ché ban ran. 2 0003 quyén bt
Rhineland- -
Palatinate,

Germany




Route de

Belleville Lieu-dit French Health
Abbott Maillard  01400[*Thubc khéng vo tring: vién nang cing; HPF/FR/25 Products  Safety
22 Healthcare SAS |Chatillon sur|thudc udng dang 16ng; vién nén. EU-GMP 6/2011 2211172011 07/07/2014 Agency
Chalaronne - (AFSSAPS)
France
* \ X N K . . .
23 Consumer 1260 Nyon, Pe. Aopa 2 12-1768 17/09/2012 27/01/2015 P
. * Dang bao che ban ran: Voltaren|GMP Products
Health SA Switzerland . .
Emulgel, Eurax Cream. (Swissmedic)
Survey N. 214,
Government State
Sun Industrial ~ Area,|, Thube KnBna vé tring: vien nang cime: |PIC/S- 046/2012/S Administration of
24 Pharmaceutical [Phase Il, Silvassa- vien l;én 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
gz’;zlebsstandort * Dang bao ché long: thudc dong lo tiét
’ . tring cudi; thubc dong lo san xudt vo
(manufacturing of| . = X s g A '
bulk and trung; thuéc dong san trong bom tiém; Swiss Agency for
25 |F HoMman-Lal o icinal thudc dong kho dong lo. PSS 1557 Joaoarzons  |osionizong  [TNETAPEUMC
Roche Ltd roducts) * Dang bao ché ran: vién nang; vién nén|GMP Products
P ' bao phim; vién nén. (Swissmedic)
Grenzacherstrasse ( * Pham vi chirng nhan theo Site Master
124, 4070 Basel e " & e
Switzerland
Poligono * Thude khdng vo tring: vién nang mém
Industrial (hormon va chat ¢ hoat tinh hormon); 2
Leon  Farma|Navatejera, C/ La|thuéc cdm (hormon va chit c6 hoat tinh Co quan  tham
26 Jere, N © o¢ EU-GMP |4208/12  [19/09/2012  |01/08/2015 |quyén Tay Ban

S.A

Vallina Sin,
Villaquilambre-
Leon, Spain

hormon); vién nén va vién bao (bao gém
ca thudc chira hormon va chat ¢ hoat tinh
hormon).

Nha




China Chemical
&

182-1, Keng Tze

* Thube vé trung:

+ Thudc pha ché vé trung: thudc bot khod
pha tiém; thudc bot déng khd pha tiém:;
thudc tiém.

+ Thudc tiét tring cudi: thude tiém.

Department  of

. * Je A P A £ _
27 |Pharmaceutical KO Hsinfong,|* Thuoc khong vo trung: dang bao chelPIC/S- g, 25/02/2013  |14/11/2013 |Health  Taiwan,
Hsinchu Taiwan,|long (hon dich, dung dich); dang bao ché|GMP
Co,, Ltd. L IR z . A R.O.C
. R.O.C ban ran (thuéc ma, thuoc kem); dang bao
Hsinfong Plant oL A . SO
ché ran (vién nén bao duong, vién nén bao
phim, vién nén, thudc cbém, thudc bot,
vién nang, thudc dit).
* Nguyén liéu 1am thubc Carbapenem.
Bausch & asl\?gr Pat'li(\j\?: ! San pham: Besivance (besifloxacin 09-0028- United States
28 Lomb 4 phatn: : . U.S.CGMP|2012-01- [04/10/2012 02/10/2014 |Food and Drug
Incoroorated Tampa, FL.|ophthalmic suspension, 0.6%) (Sterile) VN Administration
P 33637, USA
Bausch & Greenville,  SC 'F?g'\f\l/ne;eationEyeLubrFi{(szllnetf EEg/e DrE))r)s/ 02-0062- United States
29 [Lomb ! Jul y PS|U.S.CGMP|2012-03-  |24/02/2012  |24/02/2014 |Food and Drug
Incorporated 29615, USA (Sterile) VN Administration
Tén tai Viét Nam: Moisture Eye Drops
Bausch & Greenville sc Advanced Eye Relief Dry Eye 02-0062- United States
30 Lomb ’ Enviromental Lubricant Eye Drops|U.S.CGMP|2012-01- |24/02/2012 24/02/2014  |Food and Drug
29615, USA . .
Incorporated (Sterile) VN Administration
Madeve] 76 DK-
31 6705 Esbjerg,|* Dugc chit sinh hoc.

Denmark




* Thube vé trung:

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

* Thudc khoéng vé tring: thudc dung

Lomapharm ngoai dang long; thudc udng dang 10ng;
Lomapharm Rudolf Lohmann| 900 ¢ans 05, MUt HOng dans 1onus;
Rudolf GmbH KG dang bao ché ran khac (vién bao, vién bao DE_NI_02_ Co aquan thim
34 phim); vién nén. EU-GMP |GMP_2012 (11/10/2012 01/06/2015 A a ,
Lohmann Langes Feld S, Thude sinh hoc: thube c6 ngudn goc tir 0041 quyén bue
GmbHKG  [31860 Emmerthal,| oo S 10¢: TAUOL ED NEUOH 80¢ -
dong vat (khoéng tr ndo, mo than Kinh
Germany R y . L.
hoac cac dan xuat tuwong ng); thudc sinh
hoc khac ( hormon, enzyme).
* Thubc dugc lidu; thude vi luong dong
can.
* z ~ ~ N X N
) T\l}uoc kh?ng vo Atrung. thudc dqung Federal Agency
Purna Rijksweg 17,|ngoai dang léng; thudéc uong dang long; BE/2012/02 for Medicines and
36  |Pharmaceutical |Puurs,  B-2870,|dang bao ché ran khac; dang bao ché ban|EU-GMP 14/05/2012  |19/04/2015
. P \ A, . 2 Health Product of
s NV Belgium ran (hormon va chat co hoat tinh hormon); .
J Belgium
thuoc dan.
Villa Blanca
Industrial ~ Park,|. i N : 10-0165- United States
37 I:Q?::)elonnc PUertolpoad  # 1, E?Lg’}izgilééa””met (sitagliptin/metformin| ; o ~onipl2013-02- 19112012 [19/11/2014  |Food and Drug
Km.34.8, Caguas, VN Administration
PR 00725, USA
CSL Behring
GmbH .
* A A 113 .
CSL  Behring|SOrZhauser Hot 1, +TTh}? Vi Vt?ttr?ni i nuée pha tiém DE_HE 01 Co quan thim
38 935041  Marburg| " . MOC Biet trung cudl: woC phaie. ey oyvp | GMP 201 [17/06/2011  |05/04/2014 , Juan tha
GmbH . * Thuoc sinh hoc: ché pham tr mau; quyén Buc
(Stadtteil thube cone nehé sinh h 1 0030
Michelbach), HOC CONg MR St 1ee.

Hesse, Germany




CSL Behring
GmBH * Thubc v trung;
CSL  Behring|Emil-von-Behring{ + Thudc tiét tring cudi: nude pha tiém DE_HE 01 Co quan tham
39 lGmbH Strabe 76, 35041|* Thudc sinh hoc: ché pham tir mau; EU-GMP|_GMP_20117/06/2011 05/04/2014 quyén Dt
I . 1 0029
Marburg, Hesse,|thuoc cong nghé sinh hoc.
Germany
* Thudc khong vo tring: vién nang ctng;
pelis ot 2 ol 140 s e g e drg |
41 Pharma Europe[JG Meppel, The g N g‘ Lz ' '|[EU-GMP 07/02/2013 31/01/2016  |inspectorate, The
thuoc bot va thude com. 13/0008
B.V Netherlands I \ X aa ) Netherlands
* Thuoc sinh hoc: san pham Ién men;
khang sinh beta lactam.
* Thudc vo tring:
+ Thubc san xuat vo tring: thudc dong
khd (hormon va chat c6 hoat tinh hormon;
chat doc té bao/chat kim té bao); thudc
16th km|tiém thé tich nho (hormon va chat c6 hoat National
Vianex  S.A.|Marathonos Ave,|tinh hormon; chit doc té bao/chat kim té 59991/29-8- Organization for
42 _PlantC Pallini Attiki,|bao). EU-GMP o011 27/06/201218/07/2014 Medicines,
15351, Greece |+ Thudc tiét trung cubi: thudc tiém thé Greece
tich nhé (hormon va chat cé hoat tinh
hormon, chét doc té bao/chat kim té bao).
* Thudc khéng vo tring: thudc dung
ngoai dang 1ong; thudc ubng dang long;
* Thubc vo trung;
+ Thudc san xuat vo tring: thudc tiém thé
Solupharm . . L e 2., )
Pharmazeutisch Industriestr. 3,|tich 16n; thudc tiém thé tich nho. DE-RPDA- Co auan  thim
43 >~ 134212 Melsungen,|+ Thudc tiét trung cubi: thudc tiém thé|[EU-GMP |111-M-71-1{16/10/2012  |13/09/2015 . qua
e Erzeugnisse L 1a PO 2 ., \ quyén Dirc
Germany tich 16m; thuoc tiém thé tich nho. 0

GmbH

* Thudc khoéng vé tring: thudc dung
ngoai dang 16ng; thudc udng dang long.




Dragenopharm
Apotheker Puschl

* Thudc khong vo triing: vién nang ctng;

Dragenopharm GmbH dang bao ché ran khac (thudc bot, thudc DE_BY 04 Co auan  thim
44 Apotheker Gollstr. 1. 84529 cdm, vién nang mém); vién nén. EU-GMP | GMP_201 (22/06/2012 17/04/2015 éanl'Ic
Puschl GmbH Tittmoﬁiné * Thubc duge lidu; thude vi lugng dong 2_0055 quy
Germany can.
Denk Pharma
GmbH & Co. KG |, z n TR . DE BY_04 2
g5 |Denk Phamal o 1, gasog  Lhuoc KONg VO trung: vien nang cimg:le y syvip | GMmp 201 |14/06/2002  |17/04/2015 |C°, Quan  tham
GmbH Co. KG |.. . vién nén. quyén Bt
Tittmoning, 2_0051

Germany




Unit [Il, Village

. State
Glenmark gﬂ;ﬁn?uﬁéla arh * Thudc khdng vo tring: vién nang cimg PIC/S- 044/2012/S Administration of
46  |Pharmaceutical gar (chtta bot kho hit); thudc xit; thude hit AUMP/GM (07/12/2012  [19/09/2015  |Ukraine on
. Road, Tehsil,|*. . ..x GMP ..
s Limited . phan liéu. P Medicinal
District Solan Products
H.P. 17101, India
* Thudc khdng vo tring: vién nhai; thudc
ding ngodi dang long; thudc udng dang
Artesan  Pharmallong; cac dang thudc : thubc bot, thude
Aresan PRl e abe. [stm et vién bao v vie b3 duome) (e DE_NL03_ Co qun thim
47 |GmbH & Co. som ca VIEH D40 ¥ 0ao0 duong) (€3 ) b |GMP_2011 [04/02/2011  |25/11/2013  |-°, duan  tha
1, 29439 Luchow,|hormon va chat ¢ hoat tinh hormon, chira = quyén DBuc
KG A iin 2 . < 0013
Lower  Saxony,|nguyén liéu nguy hiém (Nystatin, chat -
Germany chtra khang sinh non-betalactam khac)
* Thudc duge liéu, thube vi lugng dong
can.
* Thubc vo trung;
Leo 285 Cashel Road. +’Thl£100 san xuat vO trung: dang bao ché . N
. . . '[ban ran. Irish  Medicines
48 Laboratories Crumlin, Dublin i A N z . |[EU-GMP |2011-046 |04/07/2011 11/03/2014
Ltd 12 Ireland * Thuoc khong vO trung: thudc dung Board

ngoai dang long; dang bao ché béan rin;
thudc thu thai & tir cung.




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

Dot 9
(Theo cong van 6769/QLD-CL ngay 06/05/2013 ctia Cuc Quéan ly dwogrc)

sTT [(NHA  MAYIp1A cHI PHAM VI CHUNG NHAN ﬂ?{‘fYEN GIAY CN [NGAY CAP E‘I%Y HET|ICO  QUAN
L NN DO £ AD
* AL vd triino-
Joint Stock|74, Frunze Str. +£1111u22 it 0 trimg thubc s GIF-IW-N- Main
1 Company Kyiv, 04080, Th‘;éc khﬁn“ Vg i ?'thtﬁéc e L [EUGMP |00 o [31/12/2012 0471012015 |Pharmaceutical
FARMAK Ukraine N g g ’ Inspector, Poland
vién nén.
. * Thudc vé trung:
_Duchnice, ~ 28/30) ) &c san xudt vo tring: thudc cay ghép .
Pharmaceutical [Ozarowska.  Str, dane rén GIF-IW-N- Main
2 Works 05-850  Ozarow|. & P . n EU-GMP 11/04/2011 11/02/2014  |Pharmaceutical
o * Thuoc khong vo trung: 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 vd trung: dung dich thé
tich nho.
Cu thé san pham: thudc tiém Trgan-D
Cadila ;?;i?j DI\::ZO-' 10mg/ml;  thudc tiém  Aciloc 25 State agency of
. ’ _° |mg/ml.thudc tiém Amikacin 500mg; thude ZAV/LV/20 Medicines,
3 Pharmaceutical [387810, Dist,|.. . oo EU-GMP 19/03/2013 23/11/2015 .
s Limited Ahmedabad tiém Amikacin 100mg. 13/002H Republic of
Guiarat. In dia * Thubc 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.
. * Thube vé trung;
Laboratorio X:? hieri ;Dlant(f + Thudc tiét tring cudi: dung dich thé tich (T/64- talian Medicines
4 Farmaceutico g ’ nho. EU-GMP 09/03/2012 14/04/2014
18038 San Remo £ R NN A , 2/H/2012 Agency AIFA
C.T.S.R.L (IM), Italy * Thuoc khdng vo trung: vién nang cung;

thudc udng dang long; vién nén.




Industria

Farmaceutica | V12 G- Pascoli, 1-1* Thudc khéng vé tring: thubc ding — talian Medicines
. [20064 Gorgonzola|ngoai dang long; thudc udng dang long;|EU-GMP 29/10/2012  |19/04/2015
Nova Argentia ) Kopr L e 4/H/2012 Agency AIFA
SPA (M), ltaly dang bao ché ban ran; vién dat.
* Thude vo trung: thudc bot, vién nén
Reparto \ IS < 4 o
. . |( San xuat to1 san pham cho dong goi tai:
Distaccato - Via . . .
. Reparto Distaccato - Via Muoni, 15-
Muoni, 15-20064-
Gorgonzola (MI) 20064-Gorgonzola (M), Italy.
o g '|Péong géi tai: Via G. Pascoli, 1 - 20064
y Gorgonzola (M), Italy)
Reparto
Distaccato - Via
Muoni, 10-20064-|* Thudc khong vo tring: vién nén.
Gorgonzola (M),
Italy
* Thude khong vo trung: thudc udng dang
zeta Via Galvani, 10- LOI:)%i(ilortlCcl)?teroégotr]t?;gt)gr)(;)i:jhlkll(;(;r:s:)q IT/208- Italian Medicines
Farmaceutici 36066  Sandrigo| g 4N (ong (COMCOSIEIOIA NOMMON): gy gpp 20/07/2011  |16/03/2014
Sp.A (VI)-Italy thuoc bot; dang bao che Qan ran 5/H/2011 Agency AIFA
A (corticosteroid  hormon);  thuoc  dat
(corticosteroid hormon).
* Nguyén lidu lam thudc: Candesartan
Cilexetil; Clopidogrel Mesylate;
Donezepil  Hydrochloride; Duloxetine
Hydrochloride; Eso,eprazole Magnesium;
Ahmedabad- Lamotrigine; Lercanidipine
Torrent Mehsana Highway|Hydrochloride; Nebivolol Hydrochloride; C san  tha
Pharmaceutical |Dist. ~ Mehsana,[Nicirandil;  Olmesartan Medoxomide;|EU-GMP |T205/01/11 {21/01/2011 19/01/2014 GA qD, am
s Ltd Gujarat, 382721,|Pramipexole dihydrochloride quyen Buc
India Monohydrat; Quetiapine Fumarate;
Risperidon; Rivastigmine
Hydrogentartrate; Ropinirole

Hydrochloride; Sertraline Hydrochloride;
Topiramate; Venlafaxine; Rabeprazole;




100&102

* Thudc khdng vd trung (khdng bao gdom

Antimony and penicillins,  cephalosporins hormon Therapeutic
Alphapharm 11&15-25 Garnet . " o ., '|PIC/S- MI-2012-LI4 Goods
10 Pty Ltd Street, Carole f}tlirg(:di);ntégeOELas;Lcr)]. \chr;l Tl%rl? Cl\rltllfn GMP 05871-3 18/10/2012 28/03/2015 Administration,
Park QLD 4300, , j P g a & Australia
; nén.
Australia.
San pham: Maninil 5; Maninil 3,5; Siofor
500; Siofor 850.
Leipziger Strabe 7|( Co s& san xuat: Menarini - Von Heyden DE SN 01
1 Menarini - Von|-13, 01097|GmbH - Leipziger Strabe 7 -13, 01097 EU-GMP _GR/IP_EOl 01/11/2011 98/07/2014 Co . qua’n tham
Heyden GmbH [Dresden, Saxony,|Dresden, Saxony, Germany. 1 0020 quyén Bt
Germany Co sé déng goi va xuat xuong: Berlin - -
Chemie AG - Glienicker Weg 125, 12489
Berlin, Germany)
Mundipharma I1n3 duO;tr;?;:os’ ,[O)\rr]s: * Thubc khong vé tring: thubc dung MUNOL/20 Pharmaceutical
12 Pharmaceutical | .. . 'Ingoai dang 10ng; thubc ubng dang long;|EU-GMP 13/03/2012 19/01/2015 |Services Ministry
Nicosia, Cyprus,| ~ . . . P 12/001
s Ltd thuoc phun mu; dang bao ché ban ran. of Health, Cyrus
2540, Cyrus
* Thudc vo trung;
+ Thubc tiét tring cudi: dung dich thubc Swiss Agency for
B Braun Route de Sorge 9,|tiém truyén; dung dich thay thé huyét|PIC/S- Thera et?tic y
14 - 1023 Crissier,|thanh; dung dich tiém truyén dinh dudng;|GMP 12-1540 06/08/2012 30/03/2015 P
Medical AG N S Products
Thuy S§ dung dich rua vét thuong. EU-GMP (Swissmedic)
* Dugc chat: HES 130, HES 450, HES
200, succinylated gelatin dang phun kho.
San pham: Berlthyrox 100
( Co so san xuat ban thanh pham: Berlin-
Berlin - Chemie|C/iencker  Weg EZrelrirr]lleG):\rCr;nz;rT;pemOfer iea B A2 Co quan thiam
15 AG 125, 12489 Co so dong géi: Berlin-Chemie AG - EU-GMP |2012/01/bc |03/07/2012 18/06/2015 quyén Ditc

Berlin, Germany

Glienicker 12489 Berlin,

Germany)

Weg 125,




* Succursale

d'Aubonne, Zone
Industrielle de I Swiss Agency for
Merck  Seron|CUT€ttaz,  1170[* Dang bio ché rén: bot dong kho; PIC/S- o eStiC y
17 Aubonne,  Thuy|* Dang bao ché 1ong: dung méi pha tiém. [GMP 12-484 12/03/2012 25/11/2014 P
S.A N JORP Products
Sy * Dugc chat tai to hop. EU-GMP . .
* (Swissmedic)
Centre
Industriel, 1267
Coinsins, Thuy S§
Chinoin
Pharmaceutical |3510 Miskole, |, I . 2 \ National Institute
18 |and ChemicallCsanyikvolgy, | . Puoc VO trung: dung dich thetichnho (1) g\p [OCYVATA0 16000015 |12/05/2014  [of  Pharmacy,
. san xuat vo trung va tiét trung cuoi) 2-2/2012
Works Private|Hungary Hungary
Co. Ltd
Merck Sharp &|[770 Sumneytown CT 2808-12 United States
19 Dohme Corp.,|Pike, West Point,|San pham: M-M-R II, Rota teq. U.S.CGMP WHO 24/08/2012 27/09/2014 |Food and Drug
UsS PA 19486, USA Administration
San pham: Thudc bot pha hon dich truyén
Imipenem Cilastatina Kabi.
( San xuidt ban thanh pham tai: ACS
Viale Addetta|Dobfar S.P.A -Viale Addetta 4/12 20067
ACS  Dobfar(4/12 20067|Tribiano (Milano), ltaly. CPP/2011/2 Italian Medicines
20 S.P.A Tribiano Xuat xudng tai: Facta Farrmaceutici - S. EU-GMP 12/M 11/07/2011 NIA Agency AIFA
(Milano), Italy Atto, S. Nicolo' A Tordino - 64020
Teramo, Italy.
boéng goi tai: Anfarm hellas S.A -
Schimatari - Viota (Hy Lap)
* Thubc v trung;
+ Thudc san xuét vd trung: dung dich thé
tich nhé (bao gdm ca hormon va chat co .
. . _ X Aos Ll Ministry of
Camil Fabra, 58,|hoat tinh hormon); dang bao ché ban ran NCE/1232/ Health of
21 |Alcon Cusi, SA [08320 EI Masnou|(bao gdbm ca hormon va c4c chit c6 hoat|EU-GMP 14/11/2012  |01/10/2015
001/CAT Government  of

(Barcelona), Spain

tinh hormon); thudc cdy ghép dang rin
(dang thubc bot).

* Thube khong vo tring: thudc udng dang
long.

Catalonia - Spain




* Thubc v trung;
+ Thudc san xuat vO trung: dung dich thé

Atlantic Rua da Tapada|tich nho. National
Pharma -|Grande, n  2,|+ Thudc tiét tring cudi: dung dich thé tich F036/S1/H/ Authority of
22 Producoes Abrunheira, nho. EU-GMP |AF/AI/01/2 |23/01/2013 16/10/2015 |Medicines  and
Farmaceuticas, |Sintra, 2701-089,|* Thudc khéng vé tring: vién nang cing; 012 Health Products,
S.A Portugal thudc ubng dang long; dang bao ché dang I.P, Porrtugal
ran (thuéc bot, thude cém); dang bao ché
béan ran; vién nén.
Co s& san xuit: Co sO san Co quan tham
Rottendorf Xudt: quyén Dtc
Pharma GmbH DE NW_0
Ostenfelder * Thube bot Kho . . 5 GMP_2
Strabe  51-61,) , [Puoc bot khong vo trung vien nang 012 0022
59320 cung; VIén nang meém; th’uoc bot, thl'.l‘OC Co &
Ennigerioh com, E)rellet (cfhl'ra |£1|0at chjt ng:Jy c? tiém dong  goi
Rottendorf ’ tang: Tamoxifen, Flutamide, Clomifen va '
24 |pharma GmbH|Germany. cécgchét twong tw); vién nén (vién sui, EU-GMP |pE_Nw_0(01/08/2012 |21/12/2014
Co s¢ dong goi:|vien bao). 5 GMP_2
Rottendorf * Thudc sinh hoc: thudc chira Pancreantin 012_0023
Pharma GmbH  [va khang nguyén dung trong diéu tri.
Am Fleigendahl
3, 59320
Ennigerloh,
Cormanyy
Plot No 284/B,
Bommasandra  [* Thudc vo trung: : : ,
Jigani Link Road|+ Thudc san Xuf{t vO tring: thudc déng UK GMP zzg?gn};ﬂgdo;]j
Onco Therapies Irlldus.trial Area}, kho; dl’lng dich\thé tic}a nho. o 35989 Insp Healthcare
25 Limited Jigani Hobli,|+ Thuodc tiét trung cuodi: dung dich thé tich|EU-GMP |GMP 24/06/2011 26/05/2014 Products
Anekal taluk,|nho. , ’ , 35989/1275 Regulatory
Bangalore, * Thuoc khéng vo trung chira chat doc té 261-0003
\ A . A Agency MHRA
Karrnataka, In-|bao: vién nang clrng; vién nén.

560105, India




Strada provinciale

* Thube vo trung;

+ Thudc san xuat vO trng: thudc dong
khd (vaccin  vi khuan bit hoat,
Protein/DNA tai t6 hop, chat mién dich
dong vat st dung cho nguoi); dung dich
thé tich nho (vaccin vi khuan bat hoat).

GlaxoSmithKli + Thudc tiét trang cudi: dung dich thé tich
ne Asolana N80, IT/241- Italian Medicines
26 . (loc. San Polo) -|, . x A T . |EU-GMP 26/09/2012 06/04/2015
manufacturing . Thuoc khong vo trung: vién nang climg 5/H/2012 Agency AIFA
43056 Torrile|, 2. o0 .z . L ora L f Ls . J
SP.A . (chat doc té bao/chat kim t& bao); thuoc
(PR), Italia £ , - . Ao oan . LA
uong dang long; vién nén (chat doc te
bao/chét kim té bao).
* Thubc sinh hoc: thuéc mién dich
(vaccin vi khuan bét hoat); thudc cong
nghé sinh hoc (protein/DNA téi to hop);
thudc mién dich tir dong vat st dung cho
sanofi 30-36 avenue French Health
i * A A A triina: vid . .
97 Winthrop Gustave  Eiffel, MThuc,>c khéng vo trung: vién nang ctng; EU-GMP HPF/FR/24/ 05/03/2012 95/11/2014 Products  Safety
Industrie 37100 Tours,|Vvién nen. 2012 Agency
France (AFSSAPS)
Agency for
Lek Kolodvorska cestal, Thudc khéng vo tring: vién nang ctng; 450- Ili\’/lz?jllfc;?sal and
28 |Pharrmaceutical|27, Sl-1234| - uOC KNong Vo rung: 9 & ey GmP 20/12/2011  |19/10/2014 . .
. [thudc bot; vién nén. 39/2011-2 Medical Devices
sd.d menges, Slovenia .
of the Republic of
Slovenia
. 196 rue du . o French National
Sanofi . |* Thuoc khong vo trung: dang bao ché ran
29 Winthrop Marechal J!Jm’ khéc (khdng bao gdm vién nén; vién nang|EU-GMP HPF/FRI19/ 13/02/2013 19/10/2015 Drug and Health
Industrie 45200 Amilly, img): dang bao ché ban rén 2013 Products  Safety
France CUNE), Gang bao Lhe ban Tan. Agency (ANSM)
* X A A N X N
L2 Al s W e e
go |Unither LiquidNeste, ZI D'en| a0 ché ban rén: thude dat. cu-omp | IPPPRIBUY 0 0i0a10012  |17/06/2004  [FrOTUCES  Safety
manufacturing |[Sigal, 31770*Th 5c sinh hoc: thube c6 3n ede tir 2012 Agency
Colomiers, France uoe 0C: “huoe LD neuon goe (AFSSAPS)

nguoi hodc dong vat.




Mistelweg 2,

* Thuoc vo trung:

32 |B:Braun 12357 Berlin,|+ Thude tit triing cudi: dung dich thé tich|EU-GMP  |20+2/9%B" logi0a2012  |10/01/2005  |€O, uan  tham
Melsungen AG \ aun quyén DBuc
Germany nho.
Pharmez  Special
Economic  Zone,|, Thube vé tring: UK GMP Unlt_eo_l Kingdom's
. |Plot Number 3, L, A e L oan medicines  and
Zydus Hospira Sarkhei Bavla + Thuoc san xuat vO trung: thuoc dong 32340 Insp Healthcare
33 Oncology i hw; Matoda kho; dung dich thé tich nho. EU-GMP |GMP 08/01/2013 08/10/2015 Products
Private Limited [. o &Y, '+ Thudc tiét trung cudi: dung dich thé tich 32340/4091
Taluka  Sanand, 1ho 99-0005 Regulatory
Ahmedabad, In- ' Agency MHRA
382210, India
* Thubc khdng vo tring chira khang sinh
PT Actavis Jalan Raya Bogor|beta Ie%ctam:'ylen’ nang cung; thudc uong NL/H !—Iealth care
34 Indonesia Km 28, Jakarta,|dang long; vién nén. EU-GMP 13/0100 08/01/2013 22/11/2015  |inspectorate, The
13710, Indonesia |* Thubc khong vo tring: dang bao ché Netherlands
ban rén.
Laboratoires 1 route de Socx|* Thudc khdng vo tring: vién nang cimg; HPE/ER/62/ E:ggztts I;Z?;ih
35 Pharmaceutique 59380 Bierne,|dang bao ché ran khac; vién nén. EU-GMP 2012 04/04/2012 30/09/2014 Agency y
* A <\ A
s Rodael France Thuoc tir duogc lidu. (AFSSAPS)
* Thubc vo trung;
Aesica Via Praglia, 15-|+ Thudc tiét tring cudi: dung dich thé tich . .
37  |Pharmaceutical [10044  Pianezza|nho. EU-GMP '12//}45/2012 24/05/2012  |12/05/2014 'Ata'e'?]r; 'ng":'”es
sS.R.L (TO), ltaly * Thude khdng vo tring : thudc udng dang gency
long.
Z.l. du Planchy, Swiss Agency for
UCB  Farchim|Chemin de Croix|Thudc khong vo tring: Dang bao ché ran:|PIC/S- Therapeutic
38 SA Blanche 10, 1630|vién nén. GMP 11-1364 21/09/2011 07/09/2014 Products
Bulle, Switzerland (Swissmedic)
Boehringer 1809 Wilson Rd, San phim: Trajenta (linagliptin 5mg) 11-0005- United States
39 |Ingelheim Columbus, ~ OH| 1 PM™ J giip 91U.s.cGMP|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)
st |NHA  MAY|p1A CHI PHAM VI CHUNG NHAN NGUYEN |GIAY CN [NGAY cap |[NGAY HET|CO  QUAN
Fala\N\Falh)YaY TAC HAN OAD
Glaxo ZI de la|* Thubc khong vé triing (chia penicillin): HPE/ERILS E:ﬁgitts g:?;ih
1 Wellcome Peyenniere, 53100|vién nang cimg; dang bao ché rin; vién|EU-GMP 1/2011 13/07/2011 29/04/2014 Agency y
Production Mayenne, France [nén. (AFSSAPS)
Glaxo . UK MIA United Kingdom's
. Priory Street, £ n AN , ..
Operations UK * Thuoc khong vo trung: vién nang clng; (IMP) 4 medicines and
Ltd trading as ware, dang bao ché ran khac; vién nén Insp Healthcare
2 Hertfordshire, : ' S . |EU-GMP 18/01/2012 12/12/2014
Glaxo .. |* Thuoc sinh hoc: thudc sinh hoc chtra GMP/IMP Products
SG12 0DJ, United .
Wellcome Kinadom steroid. 4/15159- Regulatory
Operations g 0021 Agency MHRA
* Thudc vo tring:
SUN + Thubc san xuat vo tring: thudc dong
Pharmaceutical Baroda Highway,|kho; dung dich thé tich nho. NL/H Co auan  thim
3 : Halol,  Gujarat,|+ Thudc tiét trung cudi: dung dich thé tich|EU-GMP 01/03/2013  |05/10/2015 ,que
Industries Ltd. . \ 13/0105 quyén Ha Lan
India. Halol 389350, India nho.
’ * Thude khdng vo trang: vién nang cing;
Vvién nen.
rzuiz\ des VBe(:rl:cr)lnets French Health
. % J4 A AL N e , .
4 Laporatowes 78704 Conflans Thuqc kh(zngc vo trung:Awen, nang cing;| -, ~vip 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 L eia TN , , . PW.01.02.3 For Drug and
5 |1 Dankos) st Thuoc tim VO trung chia khang SINNIPIC/S-— g 14 15 631317100012 |31/10/2024  |Food  Control,
Farma (khong bao gom betalactam va dan xuat). |GMP .
Pulogadung - 55 Republic of
Jakarta 13930, Indonesia

Indonesia




JILM.H. Thamrin

National Agency

PT Kalbe i!al?/t/(asan Incﬁitrll Vién nang cting khéng chira khang sinh PIC/S- PW.01.02.3 For Drug and
6 ' . (khdng bao gdm thudc tranh thai, hormon 31.08.12.40 (14/08/2012 14/08/2014  |Food Control,
Farma Tbk. Delta Silikon|". o A n GMP .
. . sinh duc, thudc kim té bao). 75 Republic of
Lippo Cikarang, .
. i Indonesia
Bekasi-Indonesia
L2  Additional|* Thuéc khéng vé trung (chta MI1-2010- Therapeutic
Okasa Pharma|MIDC, Satara|cephalosporin va khéng chira khang sinh):|PIC/S- Goods
! Pvt Ltd Maharashtra, vién bao tan trong rudt; vién bao phim;|GMP ;:E 08151- 101/08/2012 25/01/2014 Administration,
415004, India vién nang cimg; thudc bot udng. Australia
Rue des Pres National Agency
Recipharm Potets, 21121|* Thubc khdng vé triing: vién nang ctng; HPF/FR/12 of Medicine and
8 Fontaine Fontaine Les|vién nén va dang bao ché ran khac. EU-GMP 1512012 1710772012 128/10/2014 14 ith Product
Dijon, France Safety (ANSM)
Niittyhaankatu 20,|* Thudc v6 trung: 4345/11.01 Finnish
9 Santen Oy 33720 Tampere,|+ Thudc san xuat v tring: thudc nhé mat;|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
10 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
. |3-chome,
Pharmaceutical | .. . -
Co Ltd Higashiyodogawa- Minister of
11 (Santen ku, Osaka,_Jz?lpan_ San pham: Oflovid,  Ophthalmic|Japan- 67 04/04/2012 04/04/2014 Health,  Labour
. (2-14, Shikinami,|Preparations GMP and Welfare,
Pharmaceutical .
Hodatsushimizu- Japan
Co., Ltd. Noto cho  Hakui-qun
Plant) ’ gun,

Ishikawa, Japan)




Santen
Pharmaceutical

9-19, Shimoshinjo
3-chome,

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

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




Ctra. M-300, Km.

* Thube vé trung:

+ Thubc san xuat vo trung: dung dich thé
tich nho.

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

Spanish  Agency

16 |Tedec-Melji 130,500, Alcala del. 'y« yhong vo tring: vien nang cimglEu-amp  |EOM 100010013 |a1/01/2006  [OF  Drugs  ang
Farma, S.A Henares 28802 A A A ! 3 Health Products
(Madrid), Spain (bao gom ca thuoc hudng tdm than); thuoc (AEMPS)
P udng dang long; dang bao ché rin khéc
(thudc bot; thude cémy; pellet); thude dat;
vién nén va vién bao (bao gdom ca thudc
chtra 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
17 |Pharmaceutical yon Viflage, = thuoc Knong g 9CeMmE Ey.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 xuét vd trung: dung dich thé
2 e Louis tf?h?l%% tiét tring cudi: dung dich thé tich French — Health
18 Schering Pasteur,_ 14290 ho. i ’ EU-GMP HPF/FR/10 15/07/2011 11/02/2014 Products  Safety
Plough Herouville  Saint|, Thude Kkhona vé trang: thude din 4/2011 Agency
Clair, France JJuoc Kong Vo fring: thuoe  €ing (AFSSAPS)
ngoai dang 16ng; thudc uong dang long;
dang bao ché rin khac; dang bao ché béan
ran; vién nén.
Idol llac Dolum [C’a(‘j’gtp‘_"‘sa " Tllll“‘ic vouung: e dich 016/2012/S Ztgte_ ation of
19 |Sanayii  ve|>0des! * Thuoc san xuat vO trung: dung dich thé|e ) gpvp  |AUMPIGM [16/05/2012  |31/03/2015 ministration
Ticaret A.S Cebealibey sok. Nftich nhp. ’ 7 P Ukraine on
20, 34020, + Thudc tiét trung cudi: dung dich thé tich Medicinal
San  pham: Lotemax  (loteprednol 11-0116- United States
20 Bausch&Lomb. | Tampa, FL 33637, etabonate ophthalmic suspension) 0.5%(U.S.CGMP|2013-01- |14/12/2012 14/12/2014 |[Food and Drug
Incorporated USA i i .
(Sterile) VN Administration




5900 Martin
DSM hlthf;:Af/a e San pham: Singulair 4mg (Montelukast) 02-0143- United ~States
21 |Pharmaceutical |9 W&: pham: SINg g U.S.CGMP|2012-41- [23/03/2012  |23/03/2014 |Food and Drug
s INC Greenville, North|Oral Granules VN Administration
Carolina, 27834,
USA
Laboratoires Route de Marsat, European
99 Merck Sharp& Riom, 63963(San pham: Invanz (Er_tapener_n) P_owder EU-GMP 13/12/5867 99/10/2012 N/A Medicines
. Clermont-Ferrand |for concentrate for solution for infusion. 6
Dohme-Chibret Agency
Cedex 9, France
3\3:5 Vg:ﬁy anlf; San phim: RemeronSolTab (Mirtazapine) 07-0113- United States
23 |Cephalon ', pham: . PIN®)\U.s.cGMP|2012-18-  [17/08/2012  |17/08/2014 |Food and Drug
City, UT 84116,|Orally Disintegrating Tablets i .
VN Administration
USA
Ajinomoto 103-1, Ministry of
Pharmaceutical [Shirasakaushishi |, . . Health,  Labour
24 s Co., Ltd.|mizu, Shirakawa- S_an pham: Amiyu Granules, Atelec tablets)Japan 2395 07/09/2012 07/09/2014 |and Welfare
. . ; 5; Atelec Tablets 10. GMP
(Fukushima shi,  Fukushima, government  of
Plant) Japan Japan




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

Holopack + Thubc san xuat vo trung: dung dich thé
Verpackungstechn [tich 16n; dang bao ché ban rin; dung dich
ik GmbH thé tich nho.
Bahnnhofstrabe, |+ Thudc tiét tring cudi: dung dich thé tich
Holopack gemap den|1én; dang bao ché béan ran; dung dich thé DE_BW 0 c uan  thim
25 Verpackungstec|vorliegenden tich nho. EU-GMP |1_GMP_20 (19/10/2012 12/07/2015 © A qDL’r a
hnik GmbH Grundrissplanen  |* Thuoc khéng vo trung chira hormon va 12 0118 quyen Due
vom 20.11.2007,|chat co hoat tinh hormon;
73435 Abtsgmund]{prostaglandin/Cytokine; chit mién dich;
Untergroningen, [sulphonamides: thudc ding ngoai dang
Germany long; thudc udng dang 16ng; dang bao ché
ban ran.
* Thubc sinh hoc: thudc cdng nghé sinh
hoc chua Protein tai t6 hop/ DNA va
* Thudc vo trang:
+ Thudc san xuét vd trung: dung dich thé
tich nho. Federal Agency
. Scheutlaan 46-50|+ Thudc tiét trung cudi: dung dich thé tich .
g |L3POratoIres |\ derlecht,  B-|I6n; dung dich thé tich nho. eu-omp |BE2012021 40510012 |21/03i2015 |0 Medicines and
Sterop NV ; z A . ISR 4 Health Products -
1070, Belgium * Thuoc khéng vO trung: thudc dung )
- \ I \ Belgium
ngoai dang 16ng; thudc uong dang long;
dang bao ché rin khac; dang bao ché béan
ran; vién nén.
* Thubc v trung;
Dagger Lane, + Thuf)c san z<uatﬂv0 trurl(‘:_]: dung d}ch th(;: UK MIA Unlt_eq Kingdom's
. tich 1on; thuoc dong kho; dung dich thé medicines and
Bio  Products|Elstree, tich nhé 8801 Insp Healthcare
27 Laboratory Hertfordshire, ¢ ;0' s e z. . .. |[EU-GMP |GMP/IMP (18/10/2012 01/05/2015
. + Thuoc tiét trung cuoi: dung dich thé tich Products
Limited WD6 3BX,|,, . 2, , 8801/18235-
United Kingdom 16n; dgng dich thé tlcb nhp. 0021 Regulatory
* Thuoc sinh hoc: ché pham tir mau. Agency MHRA

* Dugc chit sinh hoc.




Teva
Pharmaceutical

Dia chi 1: H-4042

* Thudc khdng vo tring: vién nang cimg
(chta hormon); vién nang mém; thuoc

National Institute
for Quality and

28 |Works Private|Debrecen, Pallagi{0i"9 N903! dang long; thudc udng danglp, o yp |OGYVSS0LY 5550015 |1g/10/0014  |OrRMIZaAtION
. long; dang bao ché ban ran (chtra 3/2013 Development in
Limited ut 13., Hungary , £ < " ) .
Compan hormon); thuoc dat; vién nén (chta Healthcare  and
pany hormon); dang bao ché ran khéac (vi nang Medicines,
* Thube vé trung:
+ Thubc san xuit vo trung: dung dich thé
tich 16n; thudc dong kho (chira hormon va
chat doc t& bao); dang bao ché ban ran;
Dia chi 2: H-2100|dung dich thé tich nhé (chta hormon va
Godollo, Tancsics|chit doc té bao).
29 Mihaly ut 82.,|+ Thudc tiét trung cudi: dung dich thé tich 17/04/2015
Hungary 16n; dung dich thé tich nho (chira hormon
va chat doc té bao).
* Thudc sinh hoc: din xuét tr mau va
huyét thanh; thudc mién dich; thubc cong
nghé sinh hoc.
** San pham chtra hormon va chét c6 hoat
Holopack thtl ho.rmon; pr(zsta.gAIandln/Cytokl‘ne; chat
mién dich; nguyén liu sulphonamides:
Verpackungstechn A
. * Thuoc vo trung:
|k GmbH i N X N N . R
Bahnnhofstrabe + Thudc san xuat vO trung: dung dich thé
Holopack oma d'en tich 16n; dang bao ché ban ran; dung dich DE_BW_0 Co auan  thim
30 |Verpackungstec|2 TP thé tich nho. EU-GMP |1_GMP 20 [19/10/2012  |12/07/2015 ,qua
. vorliegenden ) R A £ \ quyén Buc
hnik GmbH . * Thuoc khong vO trung: thudc dung 12 0116
Grundrissplanen ngodi dang 16ng; thudc ubng dang 16ng;
vom 20.11.2007, g "c,l g;o ,g, ‘ 1ot tong Canig ong,
dang bao ché ban ran.
74429 Sulzbach- P LA .
** Thuoc sinh hoc: thudc cong nghé sinh
Laufen, Germany , AR X
hoc chua Protein tai t6 hop/ DNA va
enzyme.
5555 Valley|* Thudc v6 tring:
Grifols Boulevard,  Los|+ Thudc san xuat vo tring: dung dich SGICMICO Spanish  Agency
31 Biological Inc|Angeles, dung dich thé tich nho; dung dich dung|EU-GMP NT/SPL 13/04/2011 02/12/2013 |of Drug and
(GBI) California, 90032-|dich thé tich 16n; thubc dong khé. Health Products

USA

* Thuoc sinh hoc: ché pham tir mau.




South San San pham: Avastin (bevacizumab) for 12-0170- United States
32 Genentech Inc |Francisco, CA Intravlc)enoué Use U.S.CGMP|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|, £ L A g .
s Vi s, || I OO0 T s o g o -
33 Venture Co.|Vietnam A gomr PO P .'|EU-GMP [_GMP_201 |10/04/2013 25/03/2016 A g ,
. vién nén giai phong thay do6i, vién nén quyén Buc
Ltd Singapore khang dich da day) 3_0036
Industrial  Park, & dich Ca Cay).
Thuan An, Binh
Duong Province,
Vietnam
* Thubc vo trung;
+ Thubc san xuat vo trung: dung dich thé
L true Comte de 30;1133 tiét trung cudi: dung dich thé tich French — Health
34 H_aupt Pharma Sl_nard, 26250 ho. i : EU-GMP HPF/FR/75/ 90/04/2012 06/01/2015 Products  Safety
Livron Livron SUNlx Thuée khong vé tring: vién nang cme; 2012 Agency
Drome, France juoc Knong vo rung. g cung; (AFSSAPS)
thuoc dat; vién nén.
* Thudc sinh hoc: thudc mién dich.
Torrent
Pharmaceuticals
Torrent Ltd - Indrad Plant
Pharmaceutical [Near Indrad|* Thubc khdng v tring: vién nang cung; DE_BY 04 Co quan tham
35 . N ' IEU-GMP [ _GMP_201 |10/04/2013 19/01/2014 A
s Ltd - Indrad|Village, Taluka|vién nén. 5 = quyén DPuc
: - 30058
Plant Kadi, District -

Mehsana Gujarat
382721, India




Torrent
Pharmaceuticals

Torrent Itd - Baddi Plant DE BY 04
- * A A A ~ . = A , . - ) 2
36 Pharmaceutlcal_ Bhgd & Makhnu TPuoci khdng vq tring: vién nang cing; EU-GMP | GMP_ 201 |10/04/2013 10/01/2014 Co . qua’n tham
s Ltd - Baddi|Majra, Nalagarth,|thuoc uong dang long. quyén Btrc
: 3_0057
Plant Solan, Baddi
173205, himachal
Pradesh, India
Village * Thude vé trung; . . ,
Kishanpura, + Thubc san xuat vo tring: thudc dong UK GMP azgfct?nl:;ngdogg
Fresenius Kabi|Baddi, Tehsil|kho; dung dich thé tich nho. 29338 Insp Healthcare
37  |Oncology Nalagarh, District|+ Thudc tiét tring cudi: dung dich thé tich|EU-GMP |GMP 20/02/2012  |21/11/2014 Products
Limited Solan, Himachal|nho. 29338/4438 Requlator
Pradesh, In-|* Thudc khong vo trang: vién nén. 41-0004 A %nc MyHR A
174101, India  |* Thudc chira chit doc t bao. gency
4-6-10 Ministry of
_—_ Health, Labour
- Koishikawa, \ 2 . Japan-
38 Eisai Co., Ltd San pham: Pariet Tablets 10mg 4368 30/01/2013 30/01/2015 |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
Koishikawa Japan- Health,  Labour
39 Eisai Co., Ltd Bunk 0-Ku1 San pham: Methycobal Injection 500ug GIF\)/IP 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-
40 Eisai Co., Ltd San pham: Myonal tablets 50mg 493 26/04/2012 26/04/2014  |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
4-6-10 Ministry of
Koishikawa Japan- Health,  Labour
41 Eisai Co., Ltd Bunkyo-Ku, San pham: Methycobal Tablets 500ug GMP 2924 18/10/2012 18/10/2014 |and Welfare

Tokyo, Japan

government  of
Japan




Ministry of

4-6-10
I Health,  Labour
. Koishikawa, \ 2 ) Japan-
42 Eisai Co., Ltd San pham: Pariet Tablets 20mg 4377 30/01/2013 30/01/2015 |and Welfare
Bunkyo-Ku, GMP
government  of
Tokyo, Japan
Japan
* Ac vd triino:
Nucleo Industriale +TT}Lt%CcV§é;rf<1%t vb tring chira hormon
g3 |Fisiopharma - 84020| | icosteroid: thude bot: éng thude tiem. |[EU-GMP || /48" |o0/0212013  |23/11/2015  |'tal1an Medicines
SR.L Palomonte (SA) L n s Z. . z 1/H/2013 Agency AIFA
+ Thuoc tiét trung cudi: dung dich thuoc
Italy 2, \
thé tich nho.
Akeiju Krustpils iela 53,|* Thudc khong vé tring: vién nang cimg
gq |SEDTEANDA, i T LV-1057,|(chira thude doc té bao/chét Kim 16 bao)[EU-GMP S =VI20l1 410510012 |oajoazons |1t Adency of
Grindreks { ; Lz \ e 12/012H Medicines, Latvia
. Latvia thuoc uong dang 1dng; vién nén.
vieta)
* Thubc v trung;
. Prat de la Riba, + Thqu san xuat vO trung: dung dich thé Ministry of
Boehringer 15" g174  sant|tich RO NCF/1302/ Health of
45  |Ingelheim ’ + Thudc tiét tring cudi: dung dich thé tich|EU-GMP 29/01/2013  |01/11/2015
Cugat Del Valles| ., 001/CAT Government  of
Espana, SA (Barcelona), Spain nho. Catalonia - Spain
9PN e khong vo tring: vién nang; thudc P
udng dang long.
Damastown,
Helsinn  Birex|Mulhuddard, 07-0060- United States
46 Pharmaceutical [Dublin 15,{San pham: Aloxi Injectin U.S.CGMP|2012-03- [06/08/2012 06/08/2014 |Food and Drug
s Ltd Republic of VN Administration
Ireland
* Thude vé trung;
Manor Farm[+ Thudc san xuat vO tring: thudc dong United Kingdom's
A : 2 . , UK MIA .
Road, Porton|kho; dung dich thé tich nho. medicines and
Health Down, Salisbury,|* Thudc sinh hoc: thuéc mién dich; thud 20170 Insp Healthcare
47  |Protection W, Yo~ thuoc I hoe: thuoe men dieh; TUOC| gy sy I Gpp 10/04/2012  |21/02/2015
Agenc Wiltshire, Sp4|céng nghé sinh hoc; thudc sinh hoc khac 20170/1316 Products
gency 0JG, United|(Botulinum Toxins, toxoids Bacterial 2.0015 Regulatory
Kingdom. Enzymes (Erwinia L-asparaginase) Agency MHRA

Bacterial Toxoids).




No. 6-20, Tuku,

* Thube vé trung:

+ Thudc san xudt vo trung: thudc tiém;
thudc bot dong khd pha tiém; hdn dich vo
trung pha tiém.

Standard Tuku Village, |+ Thudc tiét trung cudi: thude tiém. PIC/S- Department  of
48  |Chem.& Pharm.|Sinying District,|* Thudc khong v tring: 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, R.O.C
73055, Taiwan vién nén bao tan trong rudt, vién nén,
thudc cém, thude bot); vién nang.
* Nguyén liéu thude cephalosporin (thudc
bot kho pha ti€m).
'I\D/Ioel‘rl?e Srll_?:r?itef United Kingdom's
Merck 'I* Thude khong v tring: vién nang cimg; UK MIA 25 medicines  and
Manufacturin Shotton Lane,| ang bdo ché rén khac: vién nén: thude Insp GMP Healthcare
49 and 9 |Cramlington, ang Dag che ran KNAC, VIEN NEN, Thuocie ) gyp | 1NoP 18/06/2012  |21/05/2015
Division - khong vo trung khac (thudc com uong). 13532/4061+ Products
. Northumberland, \ 2 2 ,
Cramlington .. |* San pham khac: san pham ch hormon. 0021 Regulatory
NE23 3JU, United Agency MHRA
Kingdom. geney
* Thudc vo tring:
+ Thubc san xuat vo tring: thudc dong
Allergan Castlebar  Road, Egﬁ;ni%ng 70 che e i €ung dich the 3744/M148- Irish ~ Medicines
50 Pharmaceutical [Westport, Co. L nr een Z. I . |EU-GMP 26/07/2012 10/02/2015
+ Thuoc tiét trung cudi: thudc cay ghép V12/531 Board
s Ireland Mayo, Ireland .
dang ran (Dexamethasone)
* Thubc sinh hoc: thubc cdng nghé sinh
hoc.
* Thube vO tring: thudc tiém (thude san
xuét vo tring va thudc tiét trung cudi).
TTY Biopharm No. 838, Sec L, my sc khéng vo tring: dang bao ché
Compan Chung-Hwa = Rd,|, . " < (thube md, thude kem): dang bao|PIC/S- Department  of
51 |-oMPany Chung-Li  City,| 20 " (thuoc mo, thuoc Kem), dang b 8001 25/03/2013  [30/09/2015 |Health  Taiwan,
Limited Chung ché ran (vién nén bao phim, vién nen,|GMP
. Taoyuan County,| . . IOV R.O.C
Li Factory . thudc com, thudc bdt, vién nang).
Taiwan, R.O0.C

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




Misato Plant, 950

San pham: Aricept Evess 5mg

United Kingdom's

Oa_lza Hiroki, Orod!spers!ble tablet, Aricept Evess 10mg PP1012074 medicines and
Eisai Co Misato-cho, Orodispersible tablet. 5 va Healthcare
52 o Kodama-Gun, (San xuét tai: Eisai Co Limited 02/01/2013 02/01/2018
Limited i , L . ; PP1012074 Products
Saitama Dbong goi tai: Pfizer PGM; Pharmapac 6 Reaulator
Prefecture, 367-|(UK) Limited; Eisai Manufacturing A genc MyHR A
0198, Japan Limited) gency
JI. - PuloGadung National Agenc
PT. Soho[No. 6, Kawasan|* Vién bao khong chira khang sinh (khdng PIC/S- PW.01.02.3 for Dru g ané/
54 Industri Industri Pulo|bao gém thudc tranh thai; hormon sinh 31.12.12.74|21/12/2012 21/12/2014 g
. AT A1s GMP Food Control,
Pharmasi Gadung, Jakarta -|duc va chat kim té bao). 59 .
_ Indonesia
Indonesia
Famar A.V.E. Anthoussa * Thube khong vo tring: vién nang cung; Natlo_nal.
Avenue 7, X L e L 16559/5-3- Oganization  for
55 Anthoussa . .'|dang bao cheé ran khac; vién nén (hormon|EU-GMP 13/03/2012 25/01/2015 -
Plant Anthoussa Attiki,| . hét c6 hoat tinh hormon) 12 Medicines,
15344, Greece vacac chat co oa Ormon)- Greece
% x N
8301 Mars Drive, Thuof’ V(f tmn%’ N N £
Allergan Sales|Waco Texas N Thlrloc san xuat vovtrung. dang bao che Irish  Medicines
57 ’ .. |ban ran; dung dich thé tich nho. EU-GMP |2012/5942 |07/03/2013 07/12/2015
LLC 76712, United z - N . £ Board
* Thuoc khong vé trung: dang bao ché
States -
ban ran.
Center for Avenida 31 entre State
. 158/190, Reparto LA - .
Genetic Cubanacan, Playa * Thuoc vo trung: PIC/S- 030/2012/S Administration of
58 Engineering Ciudad de  La + :Fhuoc san xuat vO trung: thuoc dong GMP AUMP/Rep 31/08/2012 18/05/2014 Ukra_m_e on
and Habana. Reoublic Kho. Medicinal
Biotechnology  ReP Products

of Cuba




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

Pot 11
(Theo cong van 7977/QLD-CL ngay 27/05/2013 ctia Cuc Quan ly dwgrc)
NHA MAY , , ] NGUYEN | . .. |NGAY HET|CO QUAN
TT A « PIA CHI PHAM VI CH HA < IAY NGAY CAP -
S CONG BO IA C AM VI CHUNG NHAN TAC G CN HAN CAP
State
Halol-Baroda * Thube vé trung: Administration of
Sun nighway,  Halol-|” Thudc pha ché vo tring: thudc dong PIC/S- 045/2012/S Ukraine on
1 Pharmaceutical gnway, . kho; dung dich thé tich nho. AUMP/GM (07/12/2012 31/03/2015  [Medicinal
. 389350, Guijarat, z R A n » |GMP
Industries Ltd India * Thuoc khdng vo trung: vién nang mém,; P Products
dang bao ché ban ran. (SAUMP) -
Ukraine
Plot No E-37/39, i[g:r?inistration of
% J4 ~ ~ N £ N
Glenmark |\l t Estate ngot dane longs hude wong dng long Picis- |202013S Ukrsire o
2 |Pharmaceutical -sta’e, ngoal dang fong, thuoc uong dang 1ong; AUMP/GM [09/04/2013  |26/02/2016  |Medicinal
Satpur, Nasik-422|bot dung ngoai da; dang bao ché ban ran|GMP
s Ltd. 2 L. o P Products
007, Maharashtra,|(thuoc kem; thuoc md; gel); vién nén.
. (SAUMP) -
India. i
Ukraine
* A A P N , T \ R
Acino Pharma Brisweg 2, 4253 ceT}hlzIO(:skcr)]r(')i?\?] Y/?g;ulgér?m\?igr? mncél::mbta/g PIC/S- '?'\;1\,(::1 ':\ngcy o
3 Liesberg, PRalosporin. - VISR nen, v , 12-444  |05/03/2012  |16/12/2014 P
AG . phim; vién sui; vién nhai; vién nang ctng;|GMP Products
Switzerland PO P . .
thudc bot; thudc com; pellet. (Swissmedic)
Kishapura, Baddi- UK GMP Unlt_eq Kingdom's
Nalgarh Road, medicines and
Glenmark Solan District,[* Thubc khoéng vo trang; d bao ché 17350 Insp Healthcare
4 |Pharmaceutical | | hwoe KNong Vo WUNG, dang BA0 ChCle y gvp  (gmp 30/08/2012  [23/04/2015
. Himachal ban ran (thudc kem va thuoc mg). 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 xuét vo tring: dung dich thé DE_BW._0 Co aquan thim
Bipso GmbH |vom  21.7.2011,|tich nho; thubc bot vo tring. EU-GMP |1_GMP_20 01/09/2011  |06/07/2014 | éan)l'rc
78224 Singen,|+ Thubc tiét tring cudi: dung dich thé tich 110060 y
Baden- 16n; dung dich thé tich nho.
Wurttemberg,
Germany
Parque Industrial, A UK GMP Unlt_eq Kingdom's
Calle 9 Ing Meyer|* Thudc vo trung: medicines and
Glenmark Oks No 593, Pilar,|+ Thudc san xuat vo trung: dung dich thé 41732 Insp Healthcare
Generics SA - /=, PIAT T uoe san xudt VO TUNG: AUNG ISt Te omp [oMP |20/12/2012 (2271012015
. Buenos Aires, Ar-|tich 16n; thuoc dong kho; dung dich thé Products
Pilar Plant , . 41732/7009
B1629MX, tich nho. 036-0001 Regulatory
Argentina Agency MHRA
Zone d'Activites|, A A A L e French  Health
Thuoc khéng vo trung: thuoc dung
pharmatis | " b 80190)000ai dang long: thuéc uéng dang long:|EU-GMP [HCHFRIZ4 161110011 |10/06/2014  |Froducts  Safety
Estrees-Saint- dane bio ché ban tén 9/2011 Agency
Denis, France ang bao chie ’ (AFSSAPS)
- - _ * A ™ \ .
Usine de Saint Thquc Voqtrung; o L Erench Health
Remy-rue de[+ Thuoc san xuat vO trung: thuoc dong
n } N . X, \ HPF/FR/20 Products  Safety
Famar L'Aigle |[L'Isle, 28 380[kho; dung dich thé tich nho. EU-GMP 16/09/2011 26/05/2014
. P N N \ o 2/2011 Agency
Saint Remy Sur|* Thudc khong vo trung: dang bao ché ran (AFSSAPS)
Avre, France khac; dang bao ché ban ran; vién nén.
* Thude khong vo tring: vién nang cing;
thudc dung ngoai dang 16ng; thudc udng
Madaus GmbH  [dang long; dang bao ché ran khac (thudc
Lutticher Str. 5,|bot, thuc cdm, pastilles); dang bao ché DE_NW_0 Co quan tha
Madaus GmbH tr. 9,00t thude com, Pastliies), dang bao Ch¢ley oyp |4 GMP 20 [23/01/2013  |04/07/2015 |-, 44an  tham
53842 Troisdorf,|ban ran; vién nen (vién nén bao phim, 12 0043 quyén burc

Germany

vién nén bao duong).
* Thuoc dugc liéu; thudc vi lugng dong
can.




San pham: Tanganil (Acetyl -DL Leucin
500mg), vién nén.
(Co s& san xudt ti ban thanh pham: Piere

Pierre Fabre ;ﬁi ZruoglpLhaLreme, Fabre Medicament Production - Rue du HPE/FR/34/ E:Erc]if::ts ';Z?;h
10 |Medicament Y8\ | ycee 45500 Gien, France EU-GMP 23/02/2011  |21/10/2013 y
. 45500 GIEN, e i A . 2011 Agency
Production Erance Co so6 dong goi: Cong ty TNHH Pierre (AFSSAPS)
Fabre Viét Nam -L6 1, duong 4A, KCN
Bién Hoa II, Tp. Bién Hoa, tinh Péng
Nai)
* Thude khong vo tring: vién nang cing;
Vvién nen.
. [San pham cu thé: vién bao Doloteffin,
Mega Life| .. i A .
. vien bao Doloteffin forte, vién neén
Sciences Ltd. . .
o Ardeysedom, vién bao duong Ardeysedon
Site 2: 515/1 Moo A
4. Soi 8. Bananoo Nacht, Ardeycordal forte, vién nang
Pharma- II‘,I dustriz;l Es(:]tgte Gabapentin (100mg, 300mg, 400mg), vién DE_NW_0 Co aquan thim
11 '[bao Finasterid (1,9, 5mg), vién nang|EU-GMP |1_GMP_20 (21/01/2013 14/07/2014 ;q ,
Zentrale GmbH |Pattana 3 Road, . o quyén Buc
Tacrolismus (0,5 mg, 1mg, 5mg), vién 13 0001
Phraeksa, Mueang ; -
nang Mycophenolat Modefil 250mg, vién
10280 . ) x
nén Mycophenolat Mofedil 500mg, vién
Samutprakarn, ) x
Thailand bao Donepezil (5mg, 10mg), 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, DE NW 0
Pharma- Industrial Estate,|Alfacalcidol (0,25ug, 0,5 ng, 1 pQ), g Co quan tham
12 Zentrale GmbH |Pattana 3 Road,|Fisschol (500mg, 7050mg), Ibuprofen EU-GMP 1560'\356—20 21/01/2013 14/07/2014 quyén Puc
Phraeksa, Mueang((200mg, 400mg, 600mg), Isotretinoin -

10280
Samutprakarn,
Thailand

(10mg, 20mg), Livolin Forrte, Vitacap,
Prosstacare, Enat 400, Ginsomin, Giloba.
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Health 2000 Inc

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

* Thudc vd trung chira khéang sinh,
Heparin trong lugng phan tir thap LMWH,
chdt mién dich, Interferon; Insulin, chat
gay nghién: dung dich san xuét vo tring;
thudc dong kho.

* Thudc khdng vo tring chira khang sinh,
OTC, chat gdy nghién: vién nén; vién
nang cimg; 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.

14

Alfa
Wassermann
S.P.A

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

* Thubc v trung;

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

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

* Thube khdng vo triing: vién nang ctng;
thudc ding ngoai dang 1ong (chira hormon
va chét ¢ hoat tinh hormon, khéng bao
gdbm hormon corticosteroid va hormon
sinh duc); thuéc udng dang léng (chira
hormon va chit c6 hoat tinh hormon,
khéng bao gém hormon corticosteroid va
hormon sinh dyc); thudc cém; dang bao
ché ban ran; vién nén.

* Thudc sinh hoc: ché pham tir mau ( tur
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
the City of

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

Thudce khong chira khang sinh nhom beta
lactam, chit kim t& bao hodc hoat chét
hormon: vién nén; vién bao; thudc cém;
thudc bot pha hon dich ubng; thube bot;
dung dich thudc tiém va thubc dong kho;

Argentina

15 Laboratorios  [Buenos Aires|thuoc ]?Qt v? trang; ‘thuocA khong vo trung|PIC/S- 01317/13  |13/03/2013 13/03/2014  |Natioanl Institute
Bago S.A. (C.P. dang long va dang b,ao ché ban ran. GMP of Drug (INAME)
C1072AAF), * Co sO san xuat 2: St. Ciudad de
Argentine Necochea between St. Ciudad de Mar del
Republic. Plata and Av. Matienzo; Industrial Park,
Province of La Rioja (C.P.: F5302CTA),
Argentine Republic
Thudc chira khang sinh beta lactam: Vién
nén; vién bao; thudc bot pha hon dich va
thudc bot pha tiém.
Consumer
* A A A ~ A ’ .
R g el Wl R Pl R WPVl N IO
rlf ; T ™ Hughes Ave[thu: vien nén; dang bao ché 1ong; dang|GMP 02034-3 Administration,
Ermington  NSV|bao ché ban ran; thuoc bot; thuoc dat. Australia
2115, Australia
The Institute for
Standarization
Teva 2 Hamarpeh St . . . and Control of
17 Pharmaceutical ’I* Dang bao ché ban ran va thuoc dat. EU-GMP |1322/12 08/02/2012 28/02/2015

Industries Ltd.

Jerusalem, Israel

Pharmaceutical,
Ministry of
Health, Israel
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Doppel

Farmaceutici

SR.L

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

* Thubc khong vo tring: vién nang mém;
thudc dung ngoai dang 16ng (chira hormon
corticosteroid ); thuéc udng dang long
(chra hormon corticosteroid); dang bao
ché rin khéc (thubc bot va thube cdm
chtra hormon corticosteroid va hormon
sinh duc); dang bao ché ban rin (chua
hormon va chit cd hoat tinh hormon,
khong bao gdm hormon sinh duc); thubc
dat (chaa hormon corticosteroid); vién
nén (chira hormon corticosteroid, hormon
sinh duc va cac hormon khac).

* Thudc sinh hoc: thude c6 ngudn goc tir
dong vat: ethyl esters cua axit beo khéng
no chiét xuét tir dau ca (dang vién nang
mém); heparin va heparinoid (dang bao
ché ban rin)

* Thude duoc licu.

EU-GMP

IT/220-
1/H/2012

05/09/2012

07/07/2014

Italian Medicines
Agency AIFA

21

Patheon
S.P.A

Italia

Viale
Stucchi,
20900
(MB), Italia

G.B.
110 -
Monza

* Thubc vé trung;

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

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

* Thube khong vo tring: vién nang cung;
thudc bot; thube cdm.

* Thudc sinh hoc: DNA/protein tai 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 Hicashivodogawa- Ministry of
co. Ld kugOsa?(/a JS an. |San ham:  Sancoba,  Ophthalmic|Japan- Health,  Labour
22 |(santen ! , apan. pham: WP P 4285 00/02/2012  |09/02/2014 |and  Welfare
. (2-14, Shikinami,|preparations. GMP
Pharmaceutical L government  of
Hodatsushimizu-
Co., Ltd. Noto . Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
* Thubc v trung;
. . . + Thudc san xuét vo trung: dung dich thé
Biomedica Via Morolense 87 { . . o e A A ' .
24 |Foscama Group|03013  Ferentino|" " 1on UG dich the tich nhos thube b0t gy gy (11732 116510013 |23/06/2004  |MaNaN Medicines
SPA (FR), Ital vo trung. 4/H/2013 Agency AIFA
i ay + Thudc tiét tring cudi: dung dich thé tich
16n; dung dich thé tich nho.
Zone d'Activites|, . - IR L French  Health
Thuoc khéng vO trung: thudc dung
25 |pharmatis  |ESt "0 L 601901 si dang long: thube udng dang long:|EU-GMP | PRI ie1p011 |10/06/2014  |TOUUCts  Safety
Estrees-Saint- dane bao ché ban rén 0/2011 Agency
Denis, France ang bao che ban ran. (AFSSAPS)
MSD 60 Tuas West Health  Sciences
26 International Drive  Singapore|* Thudc bot pha tiém E;II\(;I/PS (l;/(l)lag/lPllo 20/12/2012 04/01/2014  |Authority,
GmbH 638413 Singapore
San pham: Deplin 600mg (Vietnam),
Biokanol Pharma [Solution for Injection.
Kehler Str. 7,[(Co sé6 san  xuat:  Solupharm DE BW 0
97 Biokanol 76437 Rastatt,|Pharmazeutische GmbH. -Industriestr. 3, EU-GMP |1 GMP 20 |22/11/2011 98/06/2014 Co . qua’n tham
Pharma GmbH |Baden- 34212 Melsungen, Germany - = quyén burc
o . z \ . 11 0117
Wurttemberg, Co so dong goi, xuat xuong: Biokanol -
Germany Pharma GmBH - Kehler Str.7, 76437
Rastatt, Germany)
Roxane Columbus OH 03-0175- United States
28 Laboratories § San pham: Mercaptopurine tablets USP  |U.S.CGMP|2012-02-  |13/04/2012 13/04/2014 |Food and Drug
43216, USA o
Inc VN Administration




Roxane Columbus, ~ OH|San pham: Fluticasone Propionate Nasal 03-0176- United  ~States
29 Laboratories ’ phat: P U.S.CGMP|2012-02- [13/04/2012 13/04/2014 |Food and Drug
43216, USA Spray - .
Inc VN Administration
Lot no: 423/P/A, * Thube v6 tring:
Sarkhet Bavla I 2 a s . 2
. . + Thuoc san xuat vo trung: dung dich thé
Intas Highway, Village tich nhe NL/H Health care
30 Biopharmaceuti [Moraiya, Talika enn 0 . Lo . ., |[EU-GMP 01/03/2013 22/02/2016  |inspectorate, The
. * Thuoc sinh hoc: thuoc cong nghé sinh 13/0106
cals Ltd. Sanand, Guijarat, Netherlands
Ahmelabad hoc. .
k) * A .
382213, India Duoc chat sinh hoc.
Plot numbers 457 . . ,
and 458 Sarkhej- UK GMP ngfc‘:n';”gdogj
INTAS Bavla Highway,|[* Thudc khdng vé tring: vién nang cimg; 17543 Insp Healthcare
31  [Pharmaceutical [Matoda, Sanand,|dang bao ché ran khac; dang bao ché ban|EU-GMP |GMP 22/01/2013  |10/09/2015 Products
s Limited Ahmedabad, ran; vién nén. 17543/96214 Regulatory
GUJ.arat, 382210, 0016 Agency MHRA
India
* Thubc vo trung;
o ooy |2 T 1t 7 o i
32 (Mann Damm  165-173,| o thude nho mit). ' eu-amp |2012/0VMalo 0010012 |31/05/2015 €O, Auan  tham
Chem.-pharm. (13581 Berlin, + Thube khéna v6 trana: thude din nn quyén Puc
Fabrik GmbH |Germany uoe g g. thuoe g

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




Laboratoires

6 avenue de

* Thudc vO tring: vién nang cimg; thudc
dung ngoai dang long; thuéc uong dang

HPF/FR/17

National Agency
of Medicine and

33 Ma}yoly I'Europe, 78400 1o’ng;cdangAbao f:he ran khac; dang bao ch¢|EU-GMP 219012 04/10/2012 14/06/2015 Health  Product
Spindler Chatou, France ban ran; vién nén. Safety (ANSM)
* Thuoc duoc liéu.
* Thube vé trung:
+ Thubc san xuit vo trung: dung dich thé
Zone Industrielle|tich nhé (thudc nhod mat). French  Health
Laboratoire Ripotier ~ Hapt,|+ Thudc tiét tring cudi: dung dich thé tich HPF/FR/48/ Products  Safety
34 Ichauvin 07200  Aubenas,|nho (thudc nhd mét); thude cdy ghép dang EU-GMP 19012 22/03/2012 110/11/2014 Agency
France ran. (AFSSAPS)

* Thudc khéng vo tring: thudc dung

ngoai dang 16ng.




DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Pot 12
(Theo cong van 9412/QLD-CL ngay 14/06/2013 ctia Cuc Quéan ly dwogrc)

NHA MAY . , ] NGUYEN | . .. |NGAY HET|CO QUAN
TT A < DPIA CHI PHAM VI CH HA < IAY NGAY CAP e
S CONG BO IA C AM VI CHUNG NHAN TAC G CN HAN CAP
Rotexmedica * Thubc v trung;
Rotexmedica |GmbH + Thudc san xuét vo trung: dung dich thé DE SH 01
1 Gmbl—! _ Arzneimittelwerk |tich 16n; ‘dunAg d’;ch the’ tich nho (chua EU-GMP _GKAP_EOl 14/01/2013 16/08/2015 Co . qua’n tham
Arzneimittelwe |Bunsenstrabe  4,|hormon va 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.
San pham: vién nén Asgizole (Gastro- Gidy CPP: United Kingdom's
Via G.Morgagni,|Resistant tablet 20mg, 40mg) PP1011816 medicines  and
Valpharma 2 - 47864|Co so san xuat: Valpharma International 9 Healthcare
3 'S”Lefa“o”a' Pennabilli  (RN),|SPA EU-GMP \Gisy cpp 31072012 IN/A Products
o Italy Co s¢ dong goi: Lamp San Prospero SPA PP1011817 Regulatory
Co s6 xudt xuong: Farmea SAS 2 Agency MHRA
* Thudc vo trung:
Alfa Intes| _ +,ThuL00 san xuat v0 tru_ng: dang bao che
Industria Via Fratellijban ran ( hormon corticosteroid); dung
: Bandiera, 26-|dich thé tich nho (hormon corticosteroid); IT/98- Italian Medicines
> gelrzggztr'eca 80026  Casorialthuéc bot. EU-GMP 1 ipos (171042018 {18/01/2005 10 oncy AIFA
SpR L (NA), Italy * Thudc khong vo trung chira hormon
o corticosteroid: thuéc ding ngoai dang
16ng; thube udng dang long.
Baxter Route 3 km 142.5,[San pham: Forane (isoflurane, USP) 03-0052- United States
6 Healthcare  of|Guayama, PR|Liquid for Inhalation U.S.CGMP|2013-01- |08/04/2013 08/04/2015 |Food and Drug
Puerto Rico 00784, USA Tén tai Viét Nam: Aerrane (isoflurane) VN Administration




* Thuoc vo trung:

Ranbaxy + Thudc san xudt vd tring: thue bot pha
Laboratoires tiém chaa penicillin, cephalosporin va
Ranbax Industrial Area 3|carbapenem DE_NW_0 C uan tha
Y penem..— ~ |EU-GMP |4 GMP_20 |03/05/2013  |07/12/2015 |-°, d4an tham
Laboratoires  |A.B. Road, Dewas{* Thuoc khéng vo trung chtra penicillin va quyén Buc
LT . A 13 0021
455 001 Madya|cephalosporin: vién nang cung; Vvién nén -
Pradesh, India  |(bao gdm ca vién nén bao phim va vién
nén bao duong); hon dich kho.
* Thubc v trung;
+ Thudc san xuét vo trung: dung dich thé
tich nho.
Veerweg 12, 8121 2 ems s Z. . 2 Healthcare
Abbott + Thuoc tiét trung cuoi: dung dich thé tich NL/H
Biologicals B.V AA Olst, . EU-GMP 13/0003 21/01/2013 10/01/2016  |Inspectorate,

Netherlands

* Thudc khong vo trung: thudc udng dang
long; vién nén (chtra hormon).
* Thudc sinh hoc: thuc mién dich.

Netherlands




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

Holopack + Thudc san xuét vo trung: dung dich thé
Verpackungstechn [tich 16n; dang bao ché bén rin; dung dich
ik GmbH thé tich nho (bao gém ca ché phim nho
Bahnnhofstrabe, |mat).
gemap den|+ Thudc tiét trang cudi: dung dich thé tich
Holopack vorliegenden 16n; dang bao ghé ban r;‘in; dung dich thé DE_BW 0 Co quan thim
9 Verpackungstec |Grundrissplanen |tich nho (bao gom ca ché pham nhé mat). |EU-GMP [1_GMP_20 [19/10/2012 12/07/2015 A,
hnik GmbH vom 20.11.2007,|* Thubc khdng vo tring chtra hormon va 12 0118 quyen Buc
73435 Abtsgmund{chat cbd hoat tinh hormon;
Untergroningen, |prostaglandin/Cytokine; chat mién dich;
Baden- sulphonamides: thuéc ding ngodi dang
Wurttemberg, long; thudc udng dang 16ng; dang bao ché
Germany béan ran.
* Thubc sinh hoc: thudc cdng nghé sinh
hoc chuta Protein tai t6 hop/ DNA va
enzyme.
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc dong
khé ( chaa hormon corticosteroid va
o _|Via Filippo|prostaglandin/Cytokine); dung dich thé
10 IEI(t))IogItCI . Italia Serpero - 20060|tich nho (chira hormon corticosteroid). EU-GMP IT/112- 08/04/2011 93/12/2013 Italian Medicines
SaROLra OMS  IMasate  (MI),|+ Thube tiét tring cudi: dung dich thé tich|— 17/H/2011 Agency AIFA
o Italia nho chia hormon corticosteroid va

hormon sinh duc.
* Thudc sinh hoc: thudc ¢6 ngudn gdc tir
dong vat.




* Thuoc vo trung:

Novartis +Thubc san xuat vo trung: dung dich
ngrma e schaffrauserstass Zzlrll())cthu(z::n ggrl:;eliilak()fo)bom B "RV i\rl:,;:lpg?tﬁzcy “
11 ’ . e, 4332 Stein, A ay e e . X 07/05/2013 |[13/04/2015
Pharmaceutical . + Thuoc tiét trung cuodi: dung dich thuoc|GMP 13-988 Products
. Switzerland n ar e . :
Operations (ampoules, 19; bom tiém dong san). (Swissmedic)
Schweiz * Thudc khdng vo tring: Dang bao ché
rdn: vién nén; vién nang; miéng dan.
Poligono Spani
Laboratorio Industrial La £ A A s A , panish ~ Agency
12 |Francisco Redonda, C/IX, n| . Lhuoc khong vO trung: vien nang cing; e, oyip |ESIO09HIL 1oy 5001 |19/11/0023 [0 Drugs  ang
.. thuoc bot; vién nén va vién bao. 1 Health Products
Durban, S.A |2, El Ejido 04710 (AEMPS)
(Almeria), Spain
* DPia chi: Kvarnbergagatan 12 (Blow Fill
Seal) Sodertalje, 15185 Sweden:
*Thubc vo trung:
+ Thudc san xuét vd trung: dung dich thé .
tich nho (6ng plastic): t?quc")c '?iérﬁ' hdn 24:2012/51 Medical Products
. , \ 27, ’ EU-GMP 20/08/2012 12/05/2014  |Agency of
dich kI}l dung dung dq hit. 7 3533 Sweden
+ Thudc tiét trung cudi: dung dich thé tich
nho (Sng plastic): thude tiém.
* Thude khéng vo trung:thude dung ngoai
AstraZeneca SE-151 _ 85 dang léngi thudc udng dang l1ong.
13 AB Sodertalje, * Pia chi: Kvarnbergagatan 12 (Freeze
Sweden Dried and Pumpspray) Sodertalje, 15185
Sweden
*Thudc vo tring:
+ Thubc san xuat vo tring: thudc dong 94-9012/52 Medical Products
kho (dang tiém).  |[EUGMP oo, 27/12/2012  |29/11/2015 |Agency of
+ Thudc tiét trung cudi: dung dich thé tich Sweden

nho (dang tiém).

*Thudc khdng vo tring:thudc dung ngoai
dang long (thudc thut); dung dich va hén
dich udng; thudc hit va thude xit.




Str. Theodor .
Pallady nr. 50,|* Thudc vo tring: Natlonal_ _Agency
g |2C  Infomedle, tor 3.|+ Thude tiét tring cudi: dung dich thé tich|EU-GMP  |223/2012/R l18/1910012  |27/00/2015 |0 Medicines and
Fluids S.R.L . , @) Medical Devices
Bucuresti, cod|lén. Romania
032266, Romania
56, Hanjin 1-gil,
W Songak-eup, Pharmaceuticals
15 Pharmaceutical Dangjin-si, S??.n p_ham: Thu\oc tiém  Imipenem,|Japan- 15221 04/01/2012 10/10/2014 & _ Medical
. Chungcheongnam-|Cilastatin ( 0,25g va 0,59) GMP 15572 Devices Agency,
Corporation .
do Republic of Japan
Korea
C/ San Rafael, 3, Thudc khéng vo trung: thubc dung Spanish  Agency
Pol. 0.\ \goai dang long: thuée uéng dang long: ES/050HVI of Drugs an
16 |ltalfarmaco S.A |Alcobendas, doal cang 1ong, thuoe UONg Cang ‘ons: gy gyp 22103/2012  |22/02/2015 g ang
dang bao ché ran khac (thuoc bot, thudc /12 Health  Products
Alcobendas 28108 cbm) (AEMPS)
(Madrid). Espana
* Thube khong vo tring: vién nang cung;
. H-1103 Budapest|thudc udng dang long; thudc ding ngoai National Institute
17 |Gedeon Richer| s roi ut 19-21.|dang long: dang bao ché ban ran chira|EU-GMP |00 1000111 /002013  [23/02/2015 |of  Pharmacy,
PLC , . A , ) 2/2013
Hungary khang sinh; vién nén chira hormon; thuoc Hungary
bot va thube cém.
6-8. Doshomachi -
- Ministry of
Dainippon 2-chome,  Chuo-
Sumitomo ku, Osaka, Japan Japan- Health,  Labour
18 Pharma Co.,|(1450, Yasuzuka- San pham: Gasmotin tablets S5Smg GMP 4371 30/01/2013 30/01/2015 agij/emmer\]/:/elfa(r;
Ltd cho, Suzuka, Mie, g
Japan
Japan)
DSM . , 2 04-0177- United States
19 |Pharmaceutical |SreenVille, - NC|San  pham: IV Busulfex  (busulfan)| ; o ~oniploo12-01-  [25/05/2012  [25/05/2014  |Food and Drug
27834, USA Injection . .
s INC VN Administration




4601 Highway 62

* Thudc khong vo triing: vién nang ctng;
thudc udng dang long; dang bao ché rin
khé&c; vién nén.

San pham cu thé: vién nén bao phim

National Agency

Bristol Myers Sprycel, vién nén bao phim Baraclude, -
21 |squibb East, Mountl 1 ing dich uéng Baraclude, vién nén bao|EU-GMP | >V /PT21 15110312013 |24/07/2015  |OF Medicine and
Company Vemon, 47620, phim Eliquis, vién vang cung Reyataz 2013 Health  Product
United States thudc bot pha dung dich udng Zerit, dung Safety (ANSM)
dich ubng Abilify, vién nén bao phim
Ebyont, vién nén bao phim Onglyza, vién
nén bao phim Komboglyze.
Village National Institute
% A NSRS .
Nectar Bhatolikalan, Thu(ic V(? mm%’ R PO for QuaI!ty and
Lifesciences District - Solan + Thudc san xuat vO trung: thuoc bot pha OGY1/2477 Organization
22 o . . '[tiém. EU-GMP 05/12/2011 29/06/2014  |Development in
Limited, Unit-|Barotiwala, , 2 2 A R i 5-6/2011
: San pham cu thé: thudc bot pha tiém Healthcare  and
VI Himachal Pradesh . . . L
. Cefuroxime, Cefotaxime, Ceftriaxone. Medicines,
173205, India
Hungary
) National
ﬁl;jft?gma - ;.is ('\)/I artgcr)]?mb(rj: * Thudc vO tring:; vién nang ctmg; thudc FO0L/S1/H/ Authority of
23 . po, | Thuoc VO THUNg: VIEN nang cung; TuoCi ey ovip | AF/001/201(24/01/2013  [12/12/2015  |Medicines  and
Farmaceutica, |3045-016, bot; thudc com; vién nén.
S A Portugal 2 Health Products,
' g I.P, Porrtugal
Unit 1l Block A&
B, Formulations,
Plot no 22-110 Spanish  Agency
i * A A A triina: via ot e
24 H_etgro Labs Indu_strlal Area _:Fhu(?c khgng vb trung: vién nang cung; EU-GMP ES/034H/1 95/04/2013 98/07/2014 of Drugs ang
Limited Jeedimetla, vién nén; vién bao. 2 Health Products
Hyderabad 500 (AEMPS)
055 (Andhra

Pradesh) India




Via  Provinciale
. Schito 131 - . -
g5 |Novartis Farmalgqq Torre|* Thuéc khong v tramg: vién nén. eu-omp |36 13/02/2013  |20/03/2015 | 't@lian Medicines
S.P.A Annunziata (NA) 5/H/2013 Agency AIFA
Italy
* Thudc khdng vo trung: vién nén (bao
Novartis EAZ??aa 12; osénfg gdm ca thudc hudng than); vién bao (bao Ministry of
26 |Farmaceutica |Barbera  Del|[S0™ €@ thudc hudng than); vien nangip oy p NCFA22070, 00 00015 017002015  |HERIM of
SA Valles cing (bao gom ca thuoc hudng than, chat 001/CAT Government  of
(Barcelona), Spain kim t& bao); vién nén bao phim (véi Catalonia - Spain
2PN 4 rong).
* Thubc v trung; . . ,
PO BOX 3068, 1 \éc sin xuit vo trung: dung dich thé UK GMP United Kingdom's
927 South Curry|,, .=, X an N ] 2 medicines  and
Baxter Pike tich 16n; thuoc dong kho; dung dich thé 18058 Insp Healthcare
27 Pharmaceutical Bloo,min on IN tich nho. EU-GMP |GMP 01/12/2011 13/06/2014 Products
Solutions LLC gron, TNy Thuée tiét tring cudi: dung dich thé tich 18058/1036
47402, United|,, . 2 .. X Regulatory
States 16m; dung dich thé tich nho. 7-0009 Agency MHRA
* Thude sinh hoc: thuéc mién dich. gency
* Ac vd triino:
Laboratoires | oute de Marsat, +Tr}11;llfch§é§u:§§t vO trang: thudc dong French  Health
28 |Merck Sharp& E:g:’;;om_Fe?f’;%?’ kho; dung dich thé tich nhé. EU-GMP ZHoplFZ/FR/ S 120412012 |08/02/2015 iroedn”:ts Safety
Dohme-Chibret * Thudc sinh hoc: thudc mién dich; thudc gency
Cedex 9, France . . (AFSSAPS)
cong ngh¢ sinh hoc.
Abbott
Laboratories, * Thube khdng vo triing: vién nang ctng;
Abbott Plant Neustadt  |dang bao ché rin khac (chira hormon va DE_NI_02_ Co aquan thim
29 Laboratories  |Justus-von-Liebig-|chét c6 hoat tinh hormon). EU-GMP |GMP_2013 |18/03/2013 28/02/2016 Aanﬁ
GmbH Str.33 * Thudc sinh hoc: thudc ¢6 ngudn gbc tir _0007 quye ¢

31535 Neustadt a.
Rbge. Germany

nguoi va dong vat.




UK GMP

United Kingdom's

Thana, E?ad?'" 19564. Insp medicines and
Alkem Nalgarrh, - District], Thudc khdng vo tring: vién nang ctng; GMP Healthcare
30  |Laboratories |Solan, Himachal| .. ¢ <Nong g 9 e ey .omp 24/05/2011  |13/12/2013
o vién nen. 19564/ Products
Limited Pradesh, In
173205, India 1094393- Regulatory
’ 0002 Agency MHRA
Survey No. 41,
' Bz_;lchupally UK GMP Unlt_eo_l Kingdom's
Dr Reddy's|Village, medicines  and
Laboratories  |Qutuballar * Thude khong vo tring: vién nang cing; 8512 Insp Healthcare
32 - A ' |IEU-GMP  |GMP 13/08/2012 23/04/2015
Limited FTO-{mandal, Ranga|vién nén. Products
i o 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 khdng vo tring: vién nang cing; 18388 Insp Healthcare
33 |Sciences Ankleshwar, | " g g 9 \Ey.GMP |GMP 31/08/2012  [24/05/2015 |
Limited Gujarat, 393 002, ' 18388/1080
India 6-0004 Regulatory
Agency MHRA
* A A \ . H H 1
H-14/2.  MIDC, Thuczc v? trunAg. o ) o UK GMP Unlt_eq Kingdom's
. + Thudc san xuat vo trung: thudc nho mat. medicines and
Wockhardt waluj, + Thudc tiét trung cudi: dung dich thé tich 8913 Insp Healthcare
34 | Arurangabad,  uoc it Trling cuot: dung ¢ EU-GMP |GMP 19/08/2011  |17/01/2014
Limited 16n; dung dich thé tich nho. Products
Maharashtra State, |, PSR s , 8913/41464-
In 431136. India Thuoc khqng 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
1™ A A A pN LA ;o
g5 |Mockhardt )y arashtra State,| | 1u0¢ Khong VO tring: vien nang cingile sy | Gvip 27/05/2011  |11/01/2014 | ealthcare
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 cia Cuc Quan ly dwoc)
NHA MAY . , ] NGUYEN | . .. |NGAY HET|CO QUAN
TT A < PIA CHI PHAM VI CH HA < IAY NGAY CAP <
S CONG BO A C AM VI CHUNG NHAN TAC G CN HAN CAP
_|Céac san pham chira penicillin: .
GlaxoSmithKli 1961 Mountal_n * Thube vO tring: dung dich; hén dich; Therapeutic
. Highway, Boronia| , , .. ) PIC/S- MI-2011-LI4 Goods
1 ne Australia Pty thuoc tiém; thuoc thut. 19/10/2012 11/05/2015 . .
VIC 3155, J R o o, |GMP 04378-3 Administration,
Ltd . * Thuoc khong vo trung: vién nen; vién .
Australia , Z Australia
nang cung; thuoc thut.
Lot. 89, Jalan
Enggang, National
Sterling  Drug|Ampang/Ulu NS A A A A Al A Pharmaceutical
3 |(Malaya) Sdn|Kelang Industrial ;V'eg ”e”iq‘”e” nén dai, thudc bot; thude (F;'ISI/F;Q’ 182/13  |19/04/2013  |24/02/2015 |Control Bureau,
Bhd Estate, 54200|1ONE Gans fons: Ministry of
Selangor, Health Malaysia.
Malaysia
Mobilat
Produktions
Mobilat GmbH . : R N x . DE BY_04 2
4 |Produktions |Luitpoldstrasse 1, ;1:‘;‘;‘1’1 klzzng d;’r? ;?”gl'lfﬁzﬁéfung EU-GMP | GMP 201 |28/03/2013  |12712/2015 |*° énq;i:l tham
GmbH 85276 goal dang fong, dang bao Che ' 30050 quy
Pfaffenhofen,
Germany
National Institute
Extractum IV. Korzet 6 grrgarclgigzzilg] one
. )k i N N N . A , A ]
5 |Pharma - ZrU/\feherto, 6413 | | RuO¢ KNOng vO trung: vien nang cimg; e syip |OGYV47001, 0,00 0015 |13/02/2016 | Development  in
Extracum thuoc bot va thudc com; vién nén. 5/2013
Hungary Healthcare  and
Pharma Co. Ltd .
Medicines,
Hungary




17 rue de

* Thube khong v tring chaa chat c6 hoat

French National

6  |Cenexi Pontoise, 95520|'"1 hormon: vién nang cimg; dang bao\p\, oyyp [HPFFRIBU N 005015 |15/07/015  [Prug and Health
OSNY . France che ran khac; vién nén. 2013 Products  Safety
’ * Thuoc sinh hoc: thuoc mién dich. Agency (ANSM)
San pham: Exjade/Asunra Dispersible
Novartis Schaffhauserstrass [tablet , 04/13/6209 European
7 Pharma  Steinle, 4332 Stein,|( Co so dong goi cap 2: PharmalLog|EU-GMP 3 20/02/2013 13/04/2015 |Medicines
AG Switzerland Pharma Logistik GmbH, Simenstrase 1, Agency
59199 Bonen, Germany)
* Thubc v trung;
. Zone  Artisanale|+ Thudc tiét tring cudi: dung dich thé tich French  Health
9 ;222;?:’!6 Errobi,  64250|lon; dung dich thé tich nh. EU-GMP 2H0P1F2/FR/ 1280312012 |16/09/2014 |Safety  Agency
Itxassou, France |* Thuoc khong vo trung: thuéc uéng dang (AFSSAPS)
long.
* Thubc vo trung;
+ Thudc san xuat vo tring: thubc dong
khd (chta chat doc té bao/chat kim té
: bao).; dung dich thé tich nho (chira chat
0 Actavis  ltaly ;/c;gl:ast;ur, 10- d@c)té bao/%hét kim té bao). ( cuemp |74 08/01/2013  |17/05/2015 |'talian Medicines
0 Ispa I, laly PPYIEIO)e Thude tigt tring cubi: dung dich thé tich| 14/H/2013 Agency AIFA
’ nho (chira chat doc té bao/chat kim té bao;
hormon sinh duc).
* Thube khong vo tring: thudc udng dang
long (chira hormon sinh duc).
10 rue Colonel\, Thudc khéng vo tring: vién nang ctng; National Agency
Delpharm Charbonneaux, Lz . X I HPF/FR/16 of Medicine and
11 ReiMms 51100 Reims. LI::;(;C \zgﬁgr]glr?ng long; dang bao ché ran|EU-GMP 3/2012 27/08/2012 24/05/2015 Health  Product
France ’ ' Safety (ANSM)




* Thube vé trung:
+ Thubc san xuat vo trung: dung dich thé
tich nho chira hormon va chat c6 hoat tinh

hormon (khéng bao gém hormon
. . |corticosteroid va hormon sinh duc).
Italfarmaco V|alc_a Fulvio + Thudc tiét trang cudi: dung dich thé tich IT/28- Italian Medicines
12 Testi, 330-20126] ., i ’ EU-GMP 07/02/2013 26/10/2015
S.P.A Milano (M1), ltaly nho. ’ 1/H/2013 Agency AIFA
’ * Thuoc khdng vo trung: vién nang cung;
thube bot va thube cdm; vién nén.
* Thudc sinh hoc: thudc ¢6 ngudn goc tir
dong vat (dung dich thé tich nho san xuét
vo trung hodc tiét trang cudi).
sanofi Ec):ioisymt;tj B:; * Thube Ifhc‘)ng vc‘z trl]nvrg: vién r,1ang cﬁng; French National
14 |Winthrop 60205 dang ~bao che ran khac (chta\p , oy \HPFIFRITON, (600015 |o7/10/2015 |PrU9 and Health
Industrie Compiegne, ceehal’osporln’), vién nén (chira hormop va 2013 Products  Safety
France chat c6 hoat tinh hormon; cephalosporin). Agency (ANSM)
870 Parkedale ; French Health
JHP * Thuoc vo trung:
15 |Pharmaceutical |R02%  ROCheSter| . éc san xudt vo trung: thude dongEU-GMP |20tHIMCN 10002011 |18/03/2014  |PTOUUCEs  Safety
sLLC 48307, Michigan, kho; thude ciy ghép dang ran PT/007 Agency
USA ’ ; ' (AFSSAPS)
Palpa  ~ 2862- , R . o Eztrlnoig?;tration of
Bioprofarma Laboratorios Ima[* Thuoc dong kho; QUng dich thu@c tiém PIC/S- Drugs, Food and
16 Saic, of the City|(khong tiét trung cudi véi cac thudc chira 01517/13 [07/06/2013 07/06/2014 - .
SA GMP Medical Devives,

of Buenos Aires,
Argentina

chat kim té bao); dung méi pha thudc.

Argentina
(ANMAT)




Corner Te Pai

* Thudc chira khang sinh (khdng bao gbm
penicillin va cephalosporin): thudc kem;
vién nang cting; dung dich; vién nén.

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

* Céc ché pham (khdng bao gdm vitamin)

Douglas Place and Central|cd liéu nho hon hodc bang 5mg: vién nang New Zealand
. Park Drive,|ctmg; vién nang mém; Elixir; Siro ho:|PIC/S- TT60-42-16 Medicines  and
17 EZ”“faCt“””g Lincoln, dung dich; hdn dich; vién nén. GMP 33 19/04/2013 |19/10/2014 14 hical Devices
' Auckland, New|* Thudc chéng ung thu, thudc @c ché Safety Authority
Zealand mién dich (khdng bao gdom steroid): vién
nang mém; vién nén.
* Thudc khac: thubc kem; vién nang
cimg; vién nang mém; thudc udng nhod
giot; Elixir; Gel; siro ho; kem dudng;
thuéc md; thudc bot; dau goi; dung dich;
hon dich; siro; vién nén.
* X ~ ~ N 5 X
No. 6, kuang Yeh thuOS khgng vO trung. dang Pao ché
long (hon dich; dung dich); thuoc phun
Synmosa 1st Road, Hu-Kuo| _.° X I i )
Biopharma Hsiang, Hsin-Chu mu; dang bao ché ran (vién nén bao PIC/S- Department  of
18 ) ’ ._|duong; vién nén bao phim; vién nén; 8241 15/05/2013 23/12/2015 |Health  Taiwan,
Corporation, Ind. Park, Hsin[ ~ = .~ . GMP
. |thudc bot; vién nang). R.O.C
Synmosa Plant |Chu Hsien, . \ I
. * Duogc chat hormon (san xuat vién nén
Taiwan, R.0.C

bao phim)




Co s& san xuat:

Ma'abarot Ind.
Zone, Emek
. Hefer,q Isra}el ...|* Thude khéng vé tring (khong bao gdbm The Institute for
Trima, Israel|Co s& dong Qoi:| . , AT .
. ) thudc chira hormon, chat ddc té bao, Standarization
Pharmaceutical |Kibbutz khang sinh nhom betalactam: vién nang|PIC/S- and Control of
19 Products, Ma'abarot, Emek| g JOR . L ;g 1411/13 24/04/2013 23/04/2015 .
, ctng; thuoc dung ngoai dang long; thuoc|GMP Pharmaceutical,
Ma'abarot Ltd.,|Hefer, Israel z \ L N J -
\ .2__|uong dang 16ng; thudc bot; dang bao ché Ministry of
Israel Co SO kiém|, , °. X , . Ny
n ban ran (bao gom ca steroid); vién nén. Health, Israel
nghiém: Even
Yehuda Ind. Zone,
Emek Hefer,
Israel
* Thubc vo trung;
.|+ Thudc san xuét v tring: dung dich thé
Parque Industrial|,, , X oan N ] 2 .
. tich 16n; thuoc dong khd; dung dich thé National
Laboratorios  [Manuel Lourenco| , \ .
Basi - IndustrialFerreira. Lotes 15 tich nho. FO016/S2/H/ Authority of
20 . ’ + Thudc tiét trung cudi: dung dich thé tich|EU-GMP |AF/001/201|31/07/2012 25/07/2015 |Medicines and
Farmaceutica, (e 16, Mortagua,|,, . 2., \
16n; dung dich thé tich nho. 2 Health Products,
S.A 3450-232, z A o IO
* Thuoc khéng vO trung: thudc dung I.P, Porrtugal
Portugal - \ I .
ngoai dang 16ng; thudc uong dang long;
dang bao ché ban ran; thude dat.
: - , A . 03-0182- United States
21 Piramal Critical|{Bethlehem,  PA S%m _pham. Sevoflurane, USP Inhalation US.CeMPl2013-04-  |10/05/2013 10/05/2015 |Food and Drug
Care Inc 18017, USA Liquid . .
VN Administration
: . \ 2 - 03-0182- United States
29 Piramal Critical|[Bethlehem,  PA|San pf.lam. Isoflurane, USP Liquid for Us.CoMPl2013-01-  |10/05/2013 10/05/2015  |Food and Drug
Care Inc 18017, USA Inhalation - .
VN Administration
UK GMP Unlt_eq Kingdom's
F-4, F-12 medicines and
Mylan M.1.D.C * Thudc khong vo tring: vién nang ctng; 23068 Insp Healthcare
23 |Laboratories AP _ nuoc Khong g 9MEIEy.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 vé trung: dung dich thé tich nho French  Health
. Avellanada, (chét doc té bao/chat kim té bao). 2011/UMC/ Products ~ Safety
24 |Eriochem DPTO  Parana|San pham cu thé: dung dich tiem|=0 CMT |priog  |26/10/2011 |19/08/2014 )\ ey
3100 Entre Rios,|Docetaxel (20mg, 80mg, 200mg). (AFSSAPS)
Argentina
MSD
International |70 Tuas West|, £ A A s g L Health  Sciences
25 |GmbH Drive  Singapore dagh‘ll(f)’r‘; kCilgan i::ﬂiazhec L,fnham Xt (F;'I\CA/F;Q’ %’62"”30 04/02/2013  |03/02/2014  |Authority,
(Singapore 638414 ang fong, ’ g cung. Singapore
Branch)
* Thubc v trung;
Sandoz GmbH - Biochemiestrabe ;Cflhrll}?(;: S XU VO Iring: dung dieh e INS- 'I?/Ilf(’jtircl:?r?es and
26 10, 6250 Kundl, P o . .. |EU-GMP |481922- 18/03/2013 04/02/2016 : .
BPO Kundl Austria * Thuoc sinh hoc: thude céng nghé sinh 0025-001 Medical Devices
hoc. Agency (AGES)
* Dugc chét ¢ hoat tinh hormon.
* X , , - N _
1 2 & 3, Jalan _:Fhucfc ch}{a khang smfz CePhalosPor_l?s. National
vién nén; vién nang; thuoc bot; thuoc tiém .
Kotra Pharma| 1 12 CNeNGl < h nho PIC/S- Pharmaceutical
27 Industrial Estate, z O S s A 126/12 20/03/2012 20/11/2013  |Control Bureau,
(M) Sdn Bhd * Thuoc gel vo trung; thudc uong va thuoc|GMP -
75250, Melaka, dung ngodi dang 16ng; thudc kem; thudc Ministry of
Malaysia mag g ang fong, thu » A Health Malaysia.
Plpt No 255/1, UK GMP Unltgq Kingdom's
Village Athal, medicines  and
Ipca Silvassa Dadra|* Thudc khdng vo tring: vién nang cing; 17549 “Insp Healthcare
28 |Laboratories ’ (O g g 9 M Ey.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




Plot Nos. 69-72 United Kingdom's
(B) Sector I, o L UK GMP ed ¥ing
* Thuoc khéng vo trung (bao gom ca medicines and
Ipca Kandla Free Trade thudc chira khang sinh penicillin): vién 17549 Insp Healthcare
29 |Laboratories  |Zone, na‘;oc chug e gén_ th‘l ) ST EU-GMP |GMP 220012013 [22/11/2015 |50
Limited Gandhidham- | Ve » thuoe Ot pHia hon 17549/9630 emletor
Kutch, Gujarat, IN| R 0005 A %nc MyHRA
370230, India gency
Baxter .
2 Woodlands Ind|, JORNPATER \ A Health ~ Sciences
go |Healthcare SA\L D Street 2| , 1u0c VO trung dang long (khong baoPIC/S- |\ \yg190  |15/05/2013  |06/05/2014  |Authority,
Singapore Sincapore 737778 |2°™ thudc ti€ém). GMP Sinanore
Branch gap gap
* Thube vo trung:
Emcure Plot No.P-2, IT + :Fhuoc san xuat ;vo, trung:q thuoi dor}g UK GMP Unlt_eq Kingdom's
. khd; dung dich thé tich nhd; thuoc san medicines and
Pharmaceutical |Park, Phase II, 4t v6 tring khac (chit doc té bao) 21553 Insp Healthcare
31 s Limited (OSD|MIDC, Hinjwadi,[} " "% BE0E s 0t O E o h ¢ o [EU-GMP [GMP 30/01/2012  [21/11/2014 |5
and  Potent|Pune, In 411 057, uoe tiet fring cuot: dung dich the 21553/2199 emletor
Injectables) India '; N A s A , 2-0005 g y
* Thuoc khong vo trung: vién nang cilrng; Agency MHRA
vién nén.
Emcure Plot No P-I ITBT|* Thudc vo tring: UK GMP United Kingdom's
Pharmaceutical |Park, Phase-11|+ Thubc san xuat vo tring: thudc dong 21553 Insp medicines  and
39 S . Limited{MIDC, Hinjwadi, kho; dgng dich thé tich nho; thuoc tiém EU-GMP |GMP 30/01/2012 91/11/2014 Healthcare
(Sterile Pune, Maharashtra|dong san. 1553/2387 Products
Products State, Ind-411|+ Thudc tiét tring cudi: dung dich thé tich 4100002 Regulatory
Division) 057, India nho.. Agency MHRA
Avda. de
Glaxo Extremadura, 3.-|* Thubc khéng v tring: vién nén; thubc Co quan tham
33 Wellcome. S.A 09400-Aranda De|phun mu; dung dich ubng va dung dich|EU-GMP |3167/78/12 {19/12/2012 25/11/2013 |quyén Tay Ban
"~ |Duero (Burgos),|nhé mii. Nha
Spain
;3;3;2 M'SS'SNSzL:t%a Health  Products
GlaxoSmithKli |, .~ . 2 : £ .. Canada- and Food Branch
34 Mississauga, San pham: dung dich uong Epivir 52787 04/12/2012 04/12/2013
ne Inc. Ontario  Canada GMP Inspectorate,
Canada

L5N 6L4




Chinoin

National Institute
for Quality and

Pharmaceutical 2112 Organization
35  land  Chemical| VET®®MOZ Lirp & khong v tring: vien nén, eu-amp |OCYV764210/0412013  |22/03/2015  |Development  in
. Levai u. 5, 2/2013
Works Private Hungar Healthcare  and
Co. Ltd gary Medicines,
Hungary
* Thubc v trung;
+ Thubc san xudt vo tring: dang bao ché
ban ran; dung dich thé tich nho; thudc ciy
ghép dang rin; thudc khac (thubc bot chira
Rua da Estacao n.|cephalosporin) .
42, Vala do|+ Thudc tiét tring cudi: dang bao ché béan National
Laboratorios Ca,rre ado ran; (l:ilun dich t?l‘utic.h nhg thudc ca FOLS/SL/HI Authority of
36 gaco, an; €Ung cich the O HHOC CAY\Ey.GMP  |AF/001/201|23/01/2012  [11/11/2014  [Medicines  and
Atral, S.A Castanheira  do|ghép dang ran.
o z n A e n , 1 Health Products,
Ribatejo,  2600-|* Thuoc khoéng vo trung: vién nang cung; LP. Porrtucal
726, Portugal thudc dung ngoai dang long; thudc udng o g
dang 10ng; dang bao ché ran khéc (thudc
bot va thubc cém chira cephalosporin);
dang bao ché ban rin; thudc dan; vién
nén.
130 Simeonovsko|, £ R A e n . .
37 |Adipharm Ead [shose Bivd, Sofia| .. w0¢ KNONg VO trung: vien nang cimg;| ) s\ p |BG/GMPI2 1,1 500011 115/07/2014  |BUI9RMaN  Drug
. vién nén; thuoc bot pha dung dich uong. 011/022 Agency
1700, Bulgaria
Pymepharco Joint
Stock Company
Pymepharco E?Ji-lgot’reelzlgu'l)'/ﬁn * Thude khong vé tring: vién nang cu DE_HE _01 C uan tha
38 |Joint  Stock oet, TUy)T Thuoc KNONg Vo ring. 9 CUMElEy.GMP | GMP 201 [21/05/2013  |08/02/2015 |, d4Yan  tham
Hoa City, Phu|chtra khang sinh nhém cephalosporin quyén Duc
Company . 3_0061
Yen Province,
Vietnam, Viet

Nam




Via Ranco 112

San pham: vién nén phong thich kéo dai
Macorel

Valpharma (loc.  Serravalle)|(Co so san xuat: Valpharma S.P.A IT/EIGMP/ Italian Medicines
39 SP.A 47899, San|Co s& dong goi: Elpen Pharmaceuticals. EU-GMP 7-1/2013 06/03/2013 24/05/2015 Agency AIFA
Marino Inc - Marathonos Ave.95, Pikermi Attiki,
19009, Greece)
* San pham: Fosamax; Januvia 25mg;
. . Januvia 50mg.
Merck Sharp &|Via Emilia, 21- . £ . -
) . (Co so san xuat: Merck Sharp & Dohme IT/118- Italian Medicines
40 SD(I:)h’ro\ne (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,
._|Bachupally
Dr. — Reddy's| 1206 * Thudc v6 tring: State
Laboratories Qutbull,apur + Thubc san xuét' v trung: dung dich thé|PIC/S- 005/2013/S Administration of
41 Ltd, Biologics . \ ) T n . AUMP/GM |13/05/2013 20/03/2015  [Ukraine on
Development Mandal, _Rar_lga tich _nho ( dung dich thuoc tiém Grastim;|GMP P Medicinal
Center Reddy  District,|Reditux) Products
Andhra Pradesh,
India
Baxter i?ZU '[58 G?:Jayaﬁgn San pham: Suprane (desflurane, USP) 04-0018- United States
42 Healthcare of|_ " N A ‘ ) ’ U.S.CGMP|2013-01- |30/04/2013 30/04/2015 |Food and Drug
PUErtO RiCO Puerto Rico|Liquid for Inhalation VN Administration
00784, USA
* 4501 Colorado
Boulevard, Los
Angeles, CA
Baxter 90039, USA San pham: Hemofil M (Antihemophilic CT 2415-13 United States
43 Healthcare * 1700 Rancho|Factor (Human) Method M, Monoclonal|U.S.CGMP 21/05/2013 21/05/2015 |Food and Drug
. X o o WHO L
Corporation Conejo Purified, nanofiltration) Administration
Boulevard,

Thousand  Oaks,
CA 91320, USA




Route 3 Km

Baxter , i - 04-0153- United States
44 |Healthcare off -#2:> Guayama,San pham: Sevoflurane, USP Liquid forl , ¢ ~oniplonis.05-  [13/05/2013  [13/05/2015  |Food and Drug
Puerto Rico Puerto Rico)Inhalation VN Administration
00784, USA
Avda de la San p%larqnz VleA’n nen bao phim Qahs Spanish  Agency
. (Co s0 san xuat: Lilly Del Caribe, Inc
. Industria, 30, e P SGICM/CO of Drugs ang
45 Lilly, S.A Co s& dong goi: Lilly, S.A - Avda de la|EU-GMP 29/11/2012 21/06/2015
Alcobendas 28108 . NT/SPL Health  Products
(Madrid), Spain Industria, 30, Alcobendas 28108 (AEMPS)
PN |(Madrid), Spain
* Dung dich tiém: san phdm cu thé:
Trigan-D  10mg/ml; Aciloc 25mg/ml;
Amikacin 500mg; Amikacin 1000mg.
1389, Trasad|* Vién nén: san pham cu thé: Ethambutol
Cadila Road, Dholka-[{400mg; Ethambutol/Isoniazid 400/150mg;
46 Pharmaceutical [387810, Dist,|Pyrazinamide = 400mg; Prothionamide|EU-GMP f;;oAé;\_'//ZO 12/04/2013 23/11/2015 ;&I;Zicﬁgzngtv?;
s Limited Ahmedabad, 250mg; Isoniazid/Rifampicin 75/150 mg; ’
Guijarat, India Ethambutol/Isoniazid/Pyrazinamide/Rifam
picin 275/75/400/150mg;
Ethambutol/Isoniazid/Rifampicin
275/75/150 mg.
1389 Trasad UK GMP zzg?c?niéngdoglg
Cadila moad bholka | Thudc khong vé trung (khdng bao gdom 20872 Insp Healthcare
47 Pharmaceutical ' '|thudc chira Rifampicin): vién nang cung;|[EU-GMP  |GMP 28/06/2012 20/03/2015
. Ahmedabad, IN| .. Products
s Limited . vién nén. 20872/1401
387 810, India 3-0004 Regulatory
Agency MHRA
N * Thube vé trung;
22:]:23;9 I;gegén anlaan 1(:2)‘2 + Thudc san xuat vd trung: dung dich thé NL/H Health care
48 Bloedvoorzieni | Amsterdam  The tich 16n; thuoc déng kho; dung dich thé|EU-GMP 13/0009 25/03/2013 31/01/2016 |inspectorate, The

ng

Netherland

tich nho
(Cac ché pham tir mau)

Netherlands




Haupt Pharma
Wolfratshausen

* Thube vé trung;

+ Thubc san xuat vo trung: dung dich thé
tich 16n (chtra hormon va chét c6 hoat tinh
hormon, chat doc té bao/chat kim té bao):;
dung dich thé tich nhé (chira hormon va
chit c6 hoat tinh hormon; chit doc té
bao/chit kim té bao); hdn dich va thudc
xit (chtra hormon va chat c6 hoat tinh
hormon).

+ Thudc tiét tring cudi: dung dich thé tich

Haupt  Pharma) GmbH I6n (chita chdt doc t& bao/chdt Kim & DE_BY_04 Co quan thim
49 Wolfratshausen Pfaffenrieder|, . . . T e , . .. .« EU-GMP [ GMP_20102/11/2012 26/07/2015 X g ,
bao); dung dich thé tich nho (chat doc té quyén Bt
GmbH Strabe 5, 82515| . Loa R x . , 2 0121
bao/chat kim té bao); hon dich (chtra -
Wolfratshausen, < A s ;
German hormon va chat c¢6 hoat tinh hormon).
y * Thube khong vo tring: vién nang cting
(chira hormon va chit c6 hoat tinh
hormon); thuc dung ngoadi dang 1ong;
thudc ubng dang long; thudc bot va thude
com; dang bao ché ban ran (chira hormon
va chit c6 hoat tinh hormon); vién nén
(chtta hormon va chat c6 hoat tinh
hormon).
* Thudc vo trung:
+ Thudc tiét trang cudi: dung dich thé tich
Via  Cacciamali nho.
1™ A A AN e , ) . . .
50  |MitimS.R.L  [34/38-25125 Thuoc khong vo trung: vien nang cimg|p\, ayp (11314 og05001  |opj09/014  |'telian Medicines
. (chua pemicillin); thudc uong dang long; 16/H/2011 Agency AIFA
Brescia (BS), Italy| . . . Lz , ETTTRY
thudc bot va thuoc com (chura penicillin);
dang bao ché ban rin; vién nén (chua
penicillin).
Sarkhej Bavla National Agenc
Cadila N.HNo 8 A |* Thubc khdng vé tring: vién nang cing; UMC/PTIL of Medicineg ané/
51 Moraiya, Tal.|vién nang mém; vién nén; thudc phun mu;|EU-GMP 05/12/2012  |08/06/2015
Healthcare Ltd . .z \ 0/2012 Health Safety
Sanand, Dist.|miéng dan.

Ahmedabad, India

(ANSM)




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

* Dung dich thudc tiém; thudc bot dong
khd (bao gdm cac hoat chat sinh hoc,

National
Administration of

52 |BioSidusS.A |of the City of| 0N bao gom thudc chira khang sinh\PIC/S-— 15041715 115060013 |12/06/2014  |PFU9S: Food and
Quilmes betalactam, chat kim t€ bao, hormon) GMP Medical Devives,
Argen tin’e * Thude bot (pha hdn dich udng chira hoat Argentina
gentl chét sinh hoc). (ANMAT)
Republic
Omega 10 850 Hamon, | Health  Products
53 Laboratories Montreal, Quebec,|San pham: Pamidronate Disodium 9.0{Canada- 46210 97/03/2013 97/03/2014 and Food Branch
Canada, H3M|mg/ml GMP Inspectorate,
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 cia Cuc Quan ly dwoc)
NHA MAY . , ] NGUYEN | . .. |NGAY HET|CO QUAN
TT A < PIA CHI PHAM VI CH HA X IAY NGAY CAP <
S CONG BO A C AM VI CHUNG NHAN TAC_ G CN HAN CAP
* Thube vo trung:

. . + Thudc san xudt vO tring: thude cdy ghép . . ,
SmithKline Clarendon Road,|dang rin (bao gdm ca thudc chua UK MIA Unlt_ec_l Kingdom's
Beecham Ltd . o medicines  and
TA Smithkline Worthing,  West|penicillin). 10592 Insp Healthcare

1 Sussex, BN14|* Thudc khong vo tring: vién nang ctng;|[EU-GMP  |GMP 12/12/2012 15/10/2015
Beecham . N I T z Products
. 8QH, United|{dang bao ché ran khac; vién nén; thuoc 10592/3922-
Pharmacetical Kingdom khong vo trung khac (vién nang cung va 0024 Regulatory
S g " g , g , g e Agency MHRA
Vién nén chira penicillin,
clavulanate/amoxcillin.)
Stiefel Finisklin Business|, £ o A £ . ) -
2 |Laboratories  |Park, Sligo,| Lhuoc khong VO trung: thube dUng|p ) svib |o011-083  |23/02/2012  |osfoasoo1a  |M1SN - Medicines
ngoai dang 1éng; dang bao ché ban ran. Board
(Ireland) Ltd Ireland
Zoning Industriel ; B N A L
rue ' par e 000 40 10wl v i
S.M.B industriel 39,(, A - < BE/2012/08 for Medicines and
3 Technology SA |Marche-en- hoac teratogens). Vién nang mém; Thuoc|EU-GMP 7 22/03/2012 07/11/2015 Health Product of

Famenne, B-6900,
Belgique

ding ngoai dang 16ng; Thudc udng dang
long; Vién dan; Vién nén.

Belgium




* Thude khong vo tring: vién nang cing;
thudc udng dang long (chtra corticosteroid
va cac hormon khéac, khéng bao goém
hormon sinh duc); thubc bot va thubc

Via Bernardo| \ Loa L ,
Quaranta, 12 - com; dang bao che ban ran (chira hormon IT/84- Italian Medicines
Mipharm S.P.A — va cac chét c6 hoat tinh hormon, bao gdm|EU-GMP 29/03/3013 23/11/2015
20141 Milano| ", . SN2 . 7/H/2013 Agency AIFA
(M), Italy ca hormon corticosteroid); thudc dan; vién
' nén (chira hormon corticosteroid va
hormon sinh duc).
* Thudc sinh hoc: thudc ¢ ngudn gbe tir
dong vat.
Poligon Industrial Miniistr of
Can Jardi, Avgda.| * Thubc khdng vé tring: thudc bot; thude NCE/1318/ Health y of
Lainco, SA  |Bizet, 8-12, 08191|uéng dang 1éng; thuéc dung ngoadi dang|EU-GMP 20/06/2013  |01/03/2015
X . I 001/CAT Government  of
RUBI long; dang bao ché ban ran. . .
- Catalonia - Spain
(Barcelona), Spain
* Thudc vo trung:
+ Thudc san xuét vd trung: dung dich thé
tich 16n; thubc dong kho; dung dich thé
tich nho.
BAG Health Care|, Thube sinh hoc: thudc mién dich; thudc
BAG health|SM2H diéu tri té bao; thudc cong nghé sinh hoc; DE_HE 01 Co quan tham
Amtsgerichtsstrab | °5 1 1€ D40, thuoc cong nghe SINN MG y svp | GmP 201 [08/09/2011  03/11/2013 , dua
Care GmbH . |thudc c6 ngudn goc tir nguoi va dong vat. quyén Duc
e 1-5, 35423 Lich, 'SR o . N 1 0062
* Thuodc tr dugce li€u; thudc vi lugng dong
Hesse, Germany | .
can.
* Duoc chét sinh hoc; dugc chit c6 ngudn
gdc tr ngudi, dong vat va vi khuan; duoc
chat st dung k¥ thuat gen.
Farma Sant Sebastia, s/, * Thuoe vo tring Ministry of Heath
_ _ 08960 Sant Just|+ Thudc san xuat vo trung: dung dich thé NCF/1313/
Mediterrania, Desvern. tich nhé; thubc dong kho. EU-GMP 001/CAT 25/03/2013 01/12/2015 |of Government of

SL

Barcelona, Spain

+ Thudc tiét tring cudi: dung dich thé tich

Catalonia-Spain




Warsaw
Pharmaceutical

*Thuoc vo trung:

Works  Polfa - Thudc san xuat vo trung: Dung dich thé
S.A (tén Balan:|22/24, Karolkowa(tich lon dung dich thé tich nho. 7 GIE-IW-N- Main
9 Warszawskie |Str., 01-207|- Thuoc tiét trl‘mgq cuoi: Dung dich thé tich|EU-GMP 4022/70/12 04/04/2012 26/01/2015  |Pharmaceutical
Zaklady Warsaw, Poland  |16n; dung dich thé tich nho. Inspector, Poland
Farmaceutyczn * Thubc khéng vo tring: Thudc udng
e Polfa Spolka dang 1ong; Thudc thut hau mon.
Akcyjna)
2309, Ministry of
Takasaki Plant,{lwahamamachi, San pham: Bleocin (Lastet inj: lastet|Japan- Health,  Labour
10 Nippon Kayaku|Takasaki-shi, Cap.25; Laétet Cap. 50; Lastet Cap, 100) |GMP 3981 13/01/2012 13/01/2017 |and Welfare
Co., Ltd Gunma 370-1208, o Y ' government  of
Japan Japan
* Thudce khong vo tring: vién nang cimg
chtra Bacillus Clausii; thudc ding ngoai
11 Sanofi-Aventis ;/liglfoEurogai 1.1_ ﬁirrlrgnolr?n%:'} t}:}igtc (l:lgnﬁozll?n{gl’nlhonrflgor(rcn}z)vﬁmg,l EU-GMP IT/1- 03/01/2013 20/04/2014 Italian Medicines
SP.A (VA), Italy riggto khéng bao gom hormon~ sinh duc va| 1/H/2013 Agency AIFA
’ hormon corticosteroid; hon dich chira
Bacillus Clausii); thubc bot va thude cdm
chtra Bacillus Clausii; vién nén.
CB. Fleet 4615 Murray|San _phém: Sodium Phosphates Oral 09-0055- United States
12 Company, Inc Place, Lynchburg,|Solution. Tén tai Viét Nam: Fleet Phospho{U.S.CGMP|2012-01- |10/10/2012 10/10/2014 |Food and Drug
’ VA 24502, USA [soda, Ginger -Lemon Flavored VN Administration
Salutas  Pharma|* Thudc khong vo triing: vién nang cimg
GmbH (chira chit doc té bao/chat kim té bao);
Salutas Pharma|Otto-von- thudc udng dang 16ng (chtra chit mién DE_ST_01 Co quan thiam
13 . . A , . .z ,|EU-GMP | GMP_201 |22/03/2013 09/11/2015 A,
GmbH Guericke-Allee 1,[dich); vién nén (chtra hormon va chat co 3 0005 quyén Buc

39179 Barleben,
Germany

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




Santen

9-19, Shimoshinjo
3-chome,

Pharmaceutical Hicashivodogawa- Ministry of
Co., Ltd kug Osaza JS an Japan- Health,  Labour
14 |(Santen ! 28PAN g phdm: Cravit, Ophthalmic Solutions |-oF 1232 27/06/2013  |27/06/2018 |and  Welfare
. (2-14. Shikinami, GMP
Pharmaceutical . government  of
Hodatsushimizu-
Co., Ltd. Noto . Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
56 Hanjin-1 -gil, Sin ohi
- an pham: Minister of
JW SDongg_k eqp - Thudc tiém bot Choongwae Prepenem Japan- 15221 Health. Labour
15 Pharmaceutica ﬁngjlnr;& (imipenem 500mg + Cilasti n 500mg) GIE/IP 15572 04/01/2012 nd ’ Welfar
| Corporation Chungc eongneil - Thubc tiém bot Choongwae Prepenem a eltare,
m-do  Republic|(imipenem 250mg + Cilasti n 250mg) Japan
of Korea
State
. Administration of
O rong o | ThubC VO tring: oo, |02812013/8 Ukraine  on
16 | omPany 5aganskogo St Thude san xudt vo tring: Thude bot AUMP/GM |19/04/2013  [22/07/2016  |Medicinal
Kievmedprepa |Kyiv, 01032,| ., : GMP
rat" Ukraine chura cephalosporin. P Products
(SAUMP) -
Ukraine
* Thube khdng vo tring: Vién nang cimg
chtra chat kim té bao; Vién mang mém
WP el et el b IR WO
17 Industries s.r.o |Opava, Komarov -|16ng chira cyclosporin; Thubc phun 'ml] EU-GMP 3/2012 17/01/2013 25/10/2015 \drug control,

Czech Republic

chira hormon; Vién nén chira hoat chat c6
hoat tinh nguy hiém, chat kim té bao va
hormon.

Czech Republic.




* Thube vo trung:

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

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

National Institute
for Quality and

Richter Gedeon{Gyomroi ut 19-|_ £ A R . Organization
18 |Nyrt/Gedeon |21.,  Budapest,| . nOC Khong votrung: Vien nang cimg:lp  syip (OGYVASS2 |60 0015 |23/02/2015  |Development  in
; Thuoc dung ngoai dang 16ng; Thuoc uong 9-3/2011
Richter Plc. 1103, Hungary . z R L 2 Healthcare  and
dang léng; Thuoc bdt va thudc com; .
; Lopa L . . . Medicines,
Dang bao ché ban ran chtra khang sinh; Hungar
Vién nén (bao gdbm ca thudc chira hormon gary
va chat c6 hoat tinh hormon).
* Thudc sinh hoc: thudc ¢6 ngudn goc tir
nguoi hodac dong vat.
* Duge chat sinh hoc.
* Thude vo tring; French National
74 rue Principale|+ Thudc tiét tring cudi: dang bao ché béan Agency for
19 g::if;théaAme 67930 Beinheim,|rén. EU-GMP (';/'ZZFZR/ 14 10212012 [02103/2015 | Medicines  and
France * Thudc khdng vo tring: vién nang mém Health  Products
chira chét ¢6 hoat tinh hormon Safety (ANSM)
San pham: Thudc tiém bot Meronem
(500mg, 19)
V.le Addetta 4/12/{Co s& san xuat: ACS Dobfar S.P.A : -
20 QESA Dobfart ) 067 Tribiano|Co sér dong géi cip 1 (dong lo thude bat):|EU-GMP '5742/‘;%1 | 04102011 |31/08/2014 'Ata';r; '\/ﬂfgf”es
o (M), ltalia Zambon Switzerland Ltd gency

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




* Thubc v trung;

+ Thudc san xuét vo tring: Thudc dong
khd (chtta hormon khong bao gom
hormon sinh duc va hormon
corticosteroid); Dung dich thé tich nho
(chtra hormon khong bao gdm hormon
sinh duc va hormon corticosteroid); thudc
bot.

Alfa Via Enrico Fermi.[+ Thudc tiét tring cubi: Dung dich thé T/9- talian Medicines
21 Wassermann |1 - 65202 Alanno|tich nho. ’ EU-GMP 2/H/2013 18/04/2013 09/01/2016 Agency AIFA
S.P.A (PE), ltaly * Thuoc khong v6 trung: Vién nang
ctng; Thudc dung ngoai dang long (chura
hormon, khdng bao gdm hormon sinh duc
va hormon corticosteroid); Dang bao ché
ban rin; Vién nén; Thudc cdm.
* Ché pham méau: Thudc din xuét hodc
chiét xuat tir té bao//md nguoi.
* ché pham chira dn xudt hoic chiét tir té
bao/mod nguoi hodc dong vat.
Bangpa-In
Industrial ~ Estate
166 Moo 16,(, £ A A s 2 _ :
oLlc Jdomsorayuth dal;r; “bio kckll%n%a\rlmorét;lurghéglui(;mOTg?l' pic/s- | MI-20LL ggirjf e
22 (Thailand) Road, Bankrasan| ~ 7 ~ _ z \ Lz CE-08904- 109/04/2013 10/10/2015 . .
o . thuéc md); thuoc dang 16ng; thudc uong|GMP Administration,
Limited Sub-District dang long 3 Australia
Bangpa-In District| '
Ayutthaya  Prov

13160, Thailand




Virrey Liniers 673
of the City of

* Thudc khéng v trung khong chua
khang sinh beta lactam, chat kim té bao,
hormon:

- Dang bao ché ran : vién nén; vién bao;
vién nang; vién nang mém; Vvién nén
phong thich kéo dai; thubc dan; vién nén

Argentina

23 Salgﬂlcﬁne o_x |BUenos Aires of|bao tan trong rugt; thude bot pha hén dich E'ISI/PS' 01366/13 |13/03/2013  |13/03/2014  |National Institute
P “" |the Argentine|udng; of Drug (INAME)
Republic - Dang bao ché ban rin: thudc dan, thudc
trung.
- Thubc dang 16ng: sird; thuéc udng nhod
giot; hén dich uéng; Elixir;
* Thudc vién nén chira hormon.
* Thudc vo trung:
g();iier;\/enue 32 + Thudc san xuét vd trung: dung dich thé French  Health
o5 La.lboratowes Gaulle, 14200 tich nhﬁ?' ) o . ~ |Eu-amP HPF/FR/15 15/07/2011 01/04/2014 Products  Safety
Gilbert . . |* Thuoc khong vO trung: thudc dung 4/2011 Agency
Herouville Saint- - ! IS .
Clair. France ngoai dang 1ong; thudc uong dang long; (AFSSAPS)

thdang bao ché rin khac; 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 cia Cuc Quan ly dwoc)
5 ; NGUYEN . ,
NHA MAY > , - s < 5 < NGAY HET|CO QUAN
STT A < DPIA CHI PHAM VI CHUNG NHAN TAC GIAY CN [NGAY CAP e
CONG BO ’ . : GMP HAN CAP
g:rts;jtos nlljjr:]i(;* Building I: Thubc khéng chira beta
£105 ’Town of El lactam, chat kim té bdo va chit c6 hoat
Trian. ulo tinh hormon: Dung dich thudc tiém; thudc National
Malvignas’ dong kho; dung dich va hon dich dung Administration of
1 MR Pharma| entinas cho mat. PIC/S- 160012012 |16/01/2014  |PTU9S Food and
S.A Ne? fboc 4 |* Building II: Thude khong cha chit c6|GMP Medical Devices,
Bue?los Ailres hoat tinh hormon: dung dich thudc tiém. Argentina
ovinge *  Building 1I: Thudc khéng chira (ANMAT)
Zr entin;a betalactam, chat kim té bao, chét c6 hoat
genti tinh hormon: vién nén; vién bao.
Republic
Sanabria No. 2353\, - 5. \hong v triing khong chira beta National
and Santo Tome, . m chat kim té bao, chat co hoat tinh Administration of
2 Elea SAC.IF. N?' 4340 Buer_ms hormon: vién nén; vién bao; vién.nang; PIC/S- 19/03/2012 19/03/2014 Drugs, Food_and
yA. Aires City, N Xopa L £ < |GMP Medical Devices,
. dang bao ché ban ran; thudc dan; thuoc .
Argentine trime: dune dich thuée Argentina
Republic & dung @ ' (ANMAT)
Sanabria No. 2353\, 1y ¢ khong chita khang sinh nhém National
. (Zip Code L i A L Administration of
Laboratorio C1417AZE) betalactam, chat kim t&¢ bao, chat co hoat PIC/S- Druas. Food and
3 Elea . |tinh hormon: vién nén; vién bao; vién 03001/13 [06/06/2013 06/06/2014 g, .
Buenos Aires . X L ors 2 ) GMP Medical Devices,
S AC.LFY.A, . . _Inang; dang bao ché ban ran; thuoc dan; .
City, Argentine thudc trimg; dang bao ché 16n Argentina
Republic & dang & (ANMAT)




* Thude vé trung;
+ Thubc san xuat vo trung: dung dich thé

Dervenakion 6, tich 16n: dung dich thé tich nho. National
. - X iAp pos % . 2 23374/21-3- Organization for
Pharmathen SA [Pallini Attiki,|+ Thudc tiét trung cuoi: dung dich thé tich|EU-GMP 29/04/2013 30/01/2016 -
. . 2. \ 13 Medicines,
15351, Greece 16m; dung dich thé tich nho.
A N A n , Greece
* Thudc khdng vo trung: vién nang cung;
thudc ding 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 :rcﬁhﬁ:; s’tin fuegAvo tL‘;}%‘?: dduunng SIC}I: :Ee National
Industria - Alto do tich nh()’ uoc dong ' g dich the FO27/S1/H/ Authority of
Quimica e[Colaride, Cacem,|, Th 60' KhoNa Vo tring: Vien nang cime: EU-GMP |AF/A1/001/|23/05/2013 08/03/2016  [Medicines  and
Farmaceutica, |2735-213, ;u . g . g'q ;g B & 2013 Health Products,
thuoc dung ngoai dang long; thudc uong
S.A Portugal \ PV X £ I.P, Portugal
dang long; thuoc bot va thude com; dang
bao 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, Unltgd_ Kingdom's
Benckiser Thane Road, Medicines  and
Healthcare Nott!ngham, _ San pham: Strepsils Warm Logenges, EU-GMP PP1010902 19/04/2011 Healthcare
International Nottinghamshire, |[Lozenge 6 Products
Limited NG90 2DB, Regulatory
United Kingdom Agency




P.L Rivero Y

Avenia  Boyaca
419 (Zip Code
C1406BHG), of

Thudc khoéng chira khang sinh beta
lactam; chat kim té bao; hormon:

* Thube vé trung:

+ Thudc san xuat vo tring: dung dich tiém

PIC/S-

National
Administration of
Drugs, Food and

>  ciasA the  City Off )1 ng bao gdm dang déng chai): GMP 03081/13 \17/06/2013  |13/06/2014 1\ jical Devices,
Buenos Aires, % nr o £ . X ;
Argentine fAThuoRc ,tlﬁ}t t,rung Xcu’01: duqng dich thudc Argentina
Republic tiém tl}e tich 16n, thé tich nho. ’ (ANMAT)
* Thudc khong vo trung: dung dich thude.
* Thubc v trung;
+ Thudc san xuét vo trung: dung dich thé
Str. Eroilor nr.|tich nho (thuéc nhé mét dang dung dich National Agency
S.C Rompharm|1A, Oras Otopeni,|va hdn dich; dung dich thudc tiém) 018/2011/R for Medicines and
10 Company S.R.L [cod 075100, Jud.|* Thudc khdng vé tring: vién nang cing; EU-GMP @) 1071172011 26/07/2014 Medical Devices
lIfov, Romania  [thubc ding ngoai dang 1ong; thubc ubng Romania
dang 16ng; thudc cdm va thude bot; vién
nén bao phim.
Warszawskie
Zaklady 22/24, Karolkowa|* Thudc khéng vo tring: th}léc dung GIE-IW-N- Main
11 Farmaceutyczn (Str., 01-207|ngoai dang 16,ng; dang bao ché ban ran;|EU-GMP 4022/32/13 18/02/2013 22/11/2015 [Pharmaceutical
e Polfa Spolka|Warsaw, Poland [dung dich thuoc dung qua truc trang. Inspector, Poland
Akcyjna
* Thudc vo trung:
+ Thubc san xudt vO tring: thudc tiém;
dung dich nho mat, nhé tai, nho miii vd
trung.
Swiss No. 182, Thuée khéng vo tring: dang bao ché
Pharmaceutical [21ongshan  Rd, long (dung dich); dang bao ché ban rin|PIC/S- Department  of
12 Xinshi Dist., . N X L2 8295 17/05/2013 10/02/2015 |Health  Taiwan,
Co,, Ltd|-_ . . (thuoc md, thuoc kem); dang bao ché ran|GMP
(Xinshi Plant) |12naN CIY 744 ian nén bao dudng, vién nén bao phim ROC
Taiwan, R.O.C ’ :

vién nén, vién nén bao tan trong rudt, vién
nén, thuéc cdm); vién nang cing.

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




Laprida 43 (Zip

National

. code 1870) £ . L i A s , Administration of
Laboratorio Avellaneda Thuoc chira chat Kim t€ bao, hormon co PIC/S- Drugs. Food and
13 Eczane Pharma . ’ hoat tinh chdng ung thu: vién nén; vién 03295-13 (13/06/2013 13/06/2014 g, .
SA Province of bao: vien nane om GMP Medical Devices,
' Buenos Aires,| g cung. Argentina
Argentina (ANMAT)
General _Vlllegas National
1510 (Zip code . .
7118), San Justo Administration of
Quality Pharma ’ > '|Thubc chira chat kim té bao: dung dich|PIC/S- Drugs, Food and
14 Isa Buenos — AIreS| . éc tiém va thude dong kho. omp 0329413 |13/06/2013  113/06/2014 |\ rotical Devices,
province, .
Argentina Argentina
Republic (ANMAT)
17 Athinon Street,
Ergates Industrial|, A bAoA s i . Pharmaceutical
15 Aegis Ltd Area, Nicosia, T?uOCA khong ~V 0 t.rung.AV|en 'rlang’cu’ng, EU-GMP AEG00/01/ 30/07/2012 05/07/2015  |Services Ministry
thudc bot pha hon dich uong; vién nén. 2012
Cyprus, 2643, of Health, Cyprus
Cyprus
* San pham: Januvia 100mg.
Merck Sharp &|Via Emilia 21,|(Co s san xuat: Merck Sharp & Dohme . -
16 |Dohme (Italia)|27100 Pavia (PV),|(Italia) S.P.A; EU-GMP |1T7//}41/§012 24/04/2012  |20/07/2014 'Ata'e'?]r; '\ﬁfgxmes
SP.A Italia Co s& dong gobi: Merck Sharp & Dohme gency
Australia Pty Ltd).
B.Braun ﬁ?jias:ri;fpas zz:jae ’F:lr?:r(r)::cieuticals
H S A A A 47 2. A =a A _
17 |Medical 11000 Bayan|  Lhuoc tiem the tich nho; thuoe tiem the\PIC/S- o0/ 110070013 |07/04/2005  |Control  Bureau,
Industries  Sdn tich 16n; dung dich tham phan. GMP -
Bhd Lepas, Pulau Ministry of
Pinang, Malaysia Health Malaysia
6 Gibaud Road, -
Fresenius Kabi|Korsten,  6020,|* Thudc vo trung: Thudc tiém thé tich Medicines .
18 |Manufacturing |Port  Elizabeth.|nho: thudc tiém thé tich Ién; thuée dang| . C>  [29/73C0\00/0010013  |0oioara01a  |COMIO!  Council
. \ L. GMP 017/2013 of the Republic of
SA (PTY) Ltd |Republic of South{long. Vac xin South Africa

Africa




* Thube vé trung:

+ Thubc san xuat vo tring: Thudc dong
khd (chtia chit doc té bao/chat kim té
bao): dung dich thudc thé tich nho (chta

B-dul lon|chét doc té bao/chat kim té bao; chat diéu :
Mihalache nr. 11, |tri khéi u) National Agency
19 |2 Sindan e ctor 1+ Thude tiét tring cudi: dung dich thé tich|EU-GMP | °~0"2023/R lo7/06/2013  |0si03/2016  |IOF Medicines and
Pharma S.R.L . , , L. oan A b L iae A @) Medical Devices
Bucuresti, cod|nho (chtra chat doc t€ bao/ chat kim té Romania
011171, Romania |bao).
* Thude khéng vé tring (chta chat doc té
bao/ chat kim té bao; chét diéu tri khdi u):
vién nang cang; vién nén bao phim; vién
nén.
* Thudc vo tring:
Bjorkbornsvagen + Thudc tiét tring cudi: dang bao ché béan
20 Recipharm 5 Karlskoga, ran, thl:OC ge}. o \ |EU-GMP 24:2012/51 17/06/2013 99/11/2015 Medical Products
Karlskoga AB * Thuoc khong vO trung: dang bao ché 5523 Agency, Sweden
69133, Sweden L P iy . £
ban ran; thudc dan; miéng dan; thuoc
dung qua tryc trang.
San pham: Fleet Pedia - Lax Enema. 01-0110- United States
21 |G- Fleet Colynchburg, - VAire) "o Vier Nam: Fleet Enema for|U.S.CGMP|2013-03- [08/02/3013  |08/02/2015 |Food and Drug
Inc. 24502, USA . - .
Children VN Administration
* Thudc vo trung:
+ Thudc san xuét vd trung: dung dich thé
40, Agissilaou|tich nho. National
GAP AE/ GAP|str., Agios|+ Thudc tiét tring cudi: dung dich thé tich 25943/9-4- Organization for
22 SA Dimitrios  Attiki,|nho. EU-GMP 2012 20/06/2013 29/04/2016 Medicines,
17341, Greece * Thube khong vo tring: vién nang cung; Greece
vién nang mém (chira hormon); vién nén.
National
Terrero 1251, Administration of
Laboratorios  |Buenos Aires,|San pham: Acido Zoledronico Richet|PIC/S- Drugs, Food and
23 Richet SA Republic (Acid Zoledronic 4 mg) GMP 0527212 131/11/2012 31/1172013 Medical Devices,
Argentina Argentina

(ANMAT)




* Thubc v trung;

+ Thubc san xuat vo tring: thudc déng
khd (chtra hormon); dung dich thé tich
snhé; thudc cay ghép dang rin (chira beta

lactam) National
Anfarm Hellas|Sximatari Viotias,|+ Thudc tiét tring cudi: dung ich thé tich 37854/13-5- Organization for
24 S.A 32009, Greece 16n; dung dich thé tich nho. EU-GMP 2013 19/06/2013 01/04/2016 Medicines,
* Thudc khdng vo tring: vién nang cimng Greece
(chtra betalactam); thudc dung ngoai dang
l6ng; thudc udng dang 16ng; dang bao ché
ran khéc (chira betalactam); dang bao ché
béan ran; vién nén (chira betalactam).
Av. De = los), Thudc khdng chta khang sinh nhom National
Quilmes 137 (Zip L L oA Lo L o
betalactam, chat kim té bao, chat cé hoat Administration of
code BI8B3FIB), tinh hormon: dung dich thuéc tiém; thudc|PIC/S- Drugs, Food and
25 Bio Sidus S.A |of the City of|, . .. . g X ,u . : u, 03496-13 (04/07/2013 04/07/2014 g, .
. bot dong kho (bao gom ca cac thuoc chira| GMP Medical Devices,
Quilmes, <, O .. .
Argentine hoat chat san pham cong ngh¢ sinh hoc) Argentina
gentl * Thubc bot pha hdn dich udng theo don. (ANMAT)
Republic
Thubc khéng chira khang sinh beta
lactam; chat kim té bao; hormon: hoat
Int. Amaro Avalos|chit 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
26 Iy Gia. SALC |of Munro,[hén dich thudc; siro thudc; thudc kem;|GMP 03146-13 |10/06/2013  |10/06/2014 Medical Devices,
Argentine gel; nhii twong thudc; thubc dan dit am Argentina
Republic dao. (ANMAT)

* Thube vo trung: dung dich thudc tiém;

dung dich nho mit.




Saavedra 1260/62

National

(Zip code|* Thudc khéng v trung khdng chua Administration of
C1247AAA), of|khang sinh betalactam, chat kim té bao, PIC/S- Bruas. Food and
27 Baliara S.A the City  of|{chit ¢ hoat tinh hormon: vién nén; vién 03320-13 (27/06/2013 27/06/2014 g, .
. o , 1A ;. z_ |GMP Medical Devices,
Buenos Aires,|bao; vién nang; thuoc bot; thudc com; .
. . fia L . £ Argentina
Argentine dang bao ché ban ran; dung dich thudc.
) (ANMAT)
Republic
. |* Thudc khéng chua khang sinh beta
Carh.ue 1096 (zip lactam, chat c6 hoat tinh hormon; chat National
code: kim té bao: Administration of
Laboratorio ~ |C1408GBV), of) " <\ hang vé tring: dung dich thude:|PIC/S- Drugs, Food and
28  |Pablo Cassaralthe  City  of ¢ KNoNg Vo TTng. Aung dich thuoc; 03165-13 |14/06/2013  |14/06/2014 g, .
. dang bao ché ban ran; thuoéc phun mu. GMP Medical Devices,
S.R.L Buenos Aires, SN . £ .
Argentine + Thuoc vO6 trung: dung dich thudc, dang Argentina
Regublic bao ché ban rén (ding dudng tiém hodc (ANMAT)
P khong 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
29 Pocito, San Juan,|San pham: vién nang Dralitem 02302/13 [13/05/2013 13/05/2014 g, .
S.A. . GMP Medical Devices,
Republica .
Argentina Argentina
' (ANMAT)
Lynch  3461/63 National
Laboratorio flfon((:)?gguslllgi?t)); Thudc chira chat Kim t€ bao va héc mon PIC/S- '[A)\?l:?glsmslg)a;:jonar?g
30 LKM S.A of Buenos Aires, C(_)A hoat tinh chong ung thu: vién nén va GMP 03296-13 13/06/2014 Medical Devices.
. vién bao. .
Argentine Argentina
Republic (ANMAT)
g:gsr:(i)mico Via d
: Fossignano,  2-[.. .. . CPP/2012/1 Italian Medicines
31 Ita_lllano _ 04011 Aprilia San pham: Edevexin EU-GMP 576 12/03/2012 Agency AIFA
Giovanni i
(LT), ltalia

Lorenzini S.P.A




Swiss Agency for

ACS  Dobfar|7743 Brusio,|Thudc vd tring dang dung dich (ké ca|PIC/S- Therapeutic
32 infosA Switzerland thudc tiém truyén) GMP 12-1921  102/10/2012  108/07/2015 |y ot
(Swissmedic)
* Thudc khong vo triing: vién nang ctng;
thudce (Eiung ngoal (}ang li)n%; thu?c. uo_rAlg Erench Health
Aptalis Pharma Route de Bu, laldang long; dang bao ché ran khéac; vién HPE/FR/19 Products  Safet
33 P Prevote 78550(nén. EU-GMP 16/09/2011 05/05/2014 y
SAS I I . 7/2011 Agency
Houdan, France |* Thuoc sinh hoc: thudc céng nghé sinh (AFSSAPS)
hoc; thude sinh hoc bang phuong phap I1&n
men khong bao gdm hé vi sinh vt sbng.
. 767-7, Aza Ministry of
Senju Kazukanounonish
Pharmaceutical |i Saiji,|San pham: Tearbalance Ophthalmic|Japan- Health, - Labour
34 Co., Ltd.|Fukusakicho, Solution GMP 1l 06/08/2013 az?/ernmer\ml'zlelfatr)i
Fukusaki Plant [Kanzaki-gun, g
Japan
Hyogo-ken, Japan
Chemin de
Nuisement Lieu- National Agency
Laboratoire dit les 150[* Thudc khdng vé tring: vién nang cimg; HPF/FR/14 of Medicine and
3 Bailly - Creat |Arpents  28500|dang bao ché ran khac; vién nén. EU-GMP 1912012 31/07/2012 116/12/2014 Health  Product
Vernouillet, Safety (ANSM)
France
Joint Stock
Company
gl
139 ; 019/2013/S Administration of
) * A A \ . -
36 N0 1 of thelq cahanskogo | LpuOcvOtring: . PICIS- | \UMPIGM |10/04/2013  |22/07/2016  |Ukraine on
department  of . + Thudc san xuat vo trung: thuoc bot GMP ..
. St., Kyiv, 01032, P Medicinal
manufacturing .
Ukraine Products

of injection
forms of
medicines)




17 Athinon Street,
Ergates Industrial

* Thube khdng vo tring: Vién nang cing;

AEG001/01

Pharmaceutical

37 Aegis Ltd Area, 2643 thube bot pha hdn dich uéng; vién nén. EU-GMP 12013 14/05/2013 31/01/2016  [Services Ministry
Ergates, Lefkosia of Health, Cyprus
Cyprus
* Thubc v trung;
+ Thubc san xuat vo tring: thudc déng
kho; dung dich thé tich nho; thudc san
Swenswe 5 xut vo trung khac chira chét kim té bao.
Pharmachemie |2031 g G A + Thudc tiét tring cudi: dung dich thé tich NL/H Health Care
38 nho; thude tiét triung cudi khac chira chat|EU-GMP 17/09/2012  |05/04/2015 |Inspectorate,
B.V Haarlem, TR 12/0071
Netherlands kim té bao. Netherlands
* Thudc khdng vo tring: vién nang cimg;
thudc khong vé tring khac chaa hormon,
medroxyprogesteron, megestrol dang bot
kho dé hit.
Teva T .
' 25, Sienkiewicza|, £ A AN Main
g |Operations - \g 99-300| , Thude khong Vv trung: bot pha dung\g\, syp (GIFIW-N-1,1 500513 |1g/10/2015  |Pharmaceutical
Poland Sp. Z dich dong tai; vién nén. 4022/17/13
0.0 Kutno, Poland Inspector, Poland
* Thubc vé trung;
+ Thudc san xuat vo trung: dung dich thé
tich nho (thuéc nhé mat; lo thube; bom
tiém dong sin). The Institute for
Teva 18 Eli Hurvitz St. ;h”gh(ligi t;Tétct)rung cuoi: dung dich thé tich i;zndaéloz::rlgln o
40 Pharmaceutical |Ind. Zones, Kfar X N , EU-GMP |1427/13 06/06/2013 01/05/2016 .
. * Thuoc khong vo trung: vién nang cung; Pharmaceutical,
Industries Ltd. [Saba, Israel Lz \ LAl .
thuoc uong dang 1éng; thudc bot va hat Ministry of
pellet, vién nén (vién nén khdéng bao, vién Health, Israel

nén bao phim).
* Thubc sinh hoc: thudc cdng nghé sinh
hoc.




* Thubc v trung;
+ Thudc san xuat vO trung: dung dich thé

tich 16n; dung dich thé tich nho; thude san INS- Austrian
41 Fresenius Kabi 8H§;2erstrabe636, xuét vo trung khac. EU-GMP 480166- 13/02/2013 08/01/2016 Medicines  and
Austria GmbH Austria 4.1 4 Thude tiet tring guéi: dung dich t1,1é tich| 0028-001 Medical Devices
16n; dung dich thé tich nho; thudc tiét (3/5) Agency (AGES)
tring cudi khéac (chtra hormon, chat kim té
bao, khang sinh).
* Thube vé trung:
+ Thubc san xuat vo tring: thudc dong
kho; dung dich thé tich nho.
+ Thudc tiét tring cudi: dang bao ché béan
Ctra. M-300, Km.|ran; dung dich thé tich nho. Spanish  Agency
Alcala Farma,|29,920, Alcala de|* Thudc khong vé tring: vién nang cimg; ES/076HI1/1 of Drugs ang
42 s Henaners  28802|thudc dung ngoai dang long; thudc udng EU-GMP 1, 11/052012 116/04/2015 1 oith  Products
(Madrid), Spain  |dang long; dang bao ché rin khéc (vién (AEMPS)
nén bao phim c6 duong; thude cém; thude
bot); dang bao ché béan rin; vién nén va
vién bao.
* Thudc tir duoc liéu: vién bao duong.
Carl-Braun- San pham: Sterofundin ISO (Solution for
B.Braun Strabe/Am Infusiqn).. . . Co quan tham
43 Melsungen AG Schwerzelshof 1/[Tén tai Viét Nam: Ringerfundin EU-GMP |DeFN43 10/06/2013 quyén Prrc
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

(chtra betalactam); thudc dung ngoai dang
l6ng; thudc udng dang 16ng; dang bao ché
ran khéc (chira betalactam); dang bao ché
ban ran; vién nén (chtra betalactam).

Dot 16
(Theo cong vin s6 21584/QLD-CL ngay 24/12/2013 ciia Cuc Quan ly duoc)
; i NGUYEN . ,
NHA MAY > , - s < 5 < NGAY HET|CO QUAN
A - TAC NGAY CAP -
STT CONG BO DPIA CHI PHAM VI CHUNG NHAN oSt GIAY CN HAN CAP
B-dul Aurel
Vlaicu nr. 82A |* Thudc khdng vo tring: vién nén bao National Agency
S.C. Magistra|cod 900055, |phim; vién nén dit am dao; dang bao ché 007/2011/R for Medicines and
1 C&CS.R.L Constanta,  Jud.|béan ran; thudc dan; thudc trimg; vién nén; EU-GMP 0 30/05/2011 114/04/2014 Medical Devices
Constanta, vién nén chtra corticosteroid. Romania
Romania
BLB 016, Bulebel .
) Actavis Ltg | Mdustrial _ Estate, * Thudc khong vo tring: dang bao ché rin EU-gmp |MTI009HMY, o013 121/02/2016 Xﬁi‘g:ﬂes of
Zejtun ZTN3000,|khac; vién nén. /2013 y
Malta
Malta
* Thudc vo tring:
+ Thubc san xuat vo tring: thudc dong
khd (chtra hormon); dung dich thé tich
nho; thude cdy ghép dang ran (chira beta
lactam) National
Anfarm Hellas|Sximatari Viotias,|+ Thudc tiét trung cudi: dung dich thé tich 37854/13-5- Organization for
3 S.A 32009, Greece 16n; dung dich thé tich nho. EU-GMP 2013 19/06/2013 01/04/2016 Medicines,
* Thudce khong vo tring: vién nang cimg Greece




* Thube vé trung:

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

* Thudc khéng vo trung: thudc dung

- Via Isonzo 6 - . . 2 . .
Bruschettini ngoai dang long; thuéc uong dang long IT/100- Italian Medicines
SRL 16147 Genoval (< xin bit hoat vi khudn); dang bao chd| =~ CMP |1jHypo13 | 18/04/2013 12471112004 1) ey AIFA

(GE), |ta|y , z X ,
bdn ran (bao gom ca  hormon
corticosteroid); thudc dan; vién nén (vic
xin bat hoat vi khuan).
* Thubc sinh hoc: thudc mién dich (vic
xin bat hoat vi khuan).
* Thudc vO tring: thudc tiém (dang san
United No0.45, Guangfu|xuit vo trung va tiét tring cudi) Ministry of
Biomedical N.Rd., Hukou[* Thubc khong vo tring: dang bao ché PIC/S- Health and
nc.. Asia F;Iam Township, long (hdn dich); dang bao ché ban rin oy 0026 15/08/2013  |31/12/2015  |Welfare,
o ’ Hsinchu  County|(thubc m&, thudc kem); dang bao ché rin Republic of
30351, Taiwan (vién nén bao duong, vién nén bao phim, China (Taiwan)
vién nén, thudc bot) vién nang.
Industriestrabe 67,
1221 Wien,
Agstrla ._|* Thudc vo trung:
(c&c khu vuc san L, O . 2
2 + Thudc san xuat vO trung: dung dich thé
xuat: Lange Allee|,, , X oan N ) 2
. [tich 16n; thudc dong kho; dung dich the
8; Lange Allee 24;| , \ P s P ;
‘|tich nho; thuoc cay ghép va dang ran. INS- Austrian
Lange Allee 51, Thudc tiét tring cudi: dung dich thé tich 480001- Medicines  and
Baxter AG |Industriestrasse |, . o¢ Ut trng cuor: AUNg dich the e ey gpvp 13/02/2013  |26/09/2015 ! .
20: 16n; dung dich thé tich nho. 0085- Medical Devices
’ + Thubc sinh hoc: ché phim tir mau; 001(10/10) Agency (AGES)

Industriestrasse
72;
Industriestrassel3
1; Benatzkygasse
2-6; Pasettistrasse
76)

thudc mién dich; thubc cong nghé sinh
hoc; thudc O nguon goc tir nguoi va dong
vat.




Gentle Pharma
co., L.td

No.2, Fon Tan
Rd., Fon Tan Ind.
Dist., Da Bi
Hsiang,  Yunlin
Hsien, Taiwan

* Thube vé trung:

+ Thubc san xuat vo tring: bot khd pha
tiém; thudc tiém; hon dich pha tiém; thudc
nhé mét; nhé mii; nho tai.

+ Thudc tiét tring cudi: thudc tiém; dung
dich rira vét thuong,

* Thudc khong vo tring: dang bao ché
long (dung dich, hdn dich); dang bao ché
ban rin (thudc kem, thudc md); dang bao
ché ran (vién nén bao phim, vién nén bao
tan trong rudt, vién nén, thudc bot, thudc
cdm), vién nang.

Cu thé:

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

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

* Thudc chira carbapénm: bot khd pha
tiém.

PIC/S-
GMP

0113

21/08/2013

30/09/2015

Ministry
Health
Welfare,
Republic
China
(Taiwan)

of
and

of
(FDA)




Drug House of

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

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

Thudc ding ngodi dang léng; dang bao

Health  Sciences

9 |Australia Tiger Balm|ch¢ Pan ran khong VO trung; thude uongPIC/S- |\ g0 |19/06/2013  |30/06/2014  |Authority,
. _— o dang long; vién nén; vién nang cung;|GMP .
Private Limited |Building, thube bét va thude cdm udn Singapore
Singapore 619968 u PLva it uong.
* Chia Ping Road
# 05-00, Haw Par
Tiger Balm
Building,
Singapore 619968
Espace Industriel|* Thudc v6 trung:
Nord, 151 rue[+ Thudc san xuat vo tring: dung dich thé French  Agency
Laboratoire Andre Durouchez {tich 16n; dang bao ché bén ran; dung dich HPF/FR/11 for Medicines and
10 Unither CS 28028, 80084|thé tich nho. EU-GMP 5/2013 10/06/2013 1211072015 Health  products
Amiens Cedex 2,[* Thudc khdng v tring; thudc ding Safety (ANSM)
France ngoai dang 16ng.
l';jg PhaLrIrEng Industriparken 55,|* Thudc khdng vo tring: thudc ding DK " Danish ~ Health
11 ’ . 2750 Ballerup,|ngoai dang long; thudc udng dang long;|EU-GMP 04/04/2013 01/02/2016 |and  Medicines
Pharmaceutical ) Xys g A 00031113 .
Denmark dang bao ché ban ran; vién nén. Authority
Products Ltd
* Thubc v trung;
Thymoorgan + Thudc san xudt vo tring: dung dich thé
Thymoorgan zzsirfn;arza:gecsmbzl-é :ICE 1(;{1; thuoc dong kho; dung dich thé DE_NI 01 . -
12 |Pharmazie g freambo- oo . |Eu-GMP |GMP 2012 |20/11/2012  |23/08/2015 |-, d4an tham
38690 + Thuoc tiét trung cuoi: dung dich thé tich - quyén Buc
GmbH . 9 0035
Vienenburg, nho.
Germany * Thudc khoéng vé tring: thudc dung

ngoai dang 16ng; thudc udng dang léng.




2 Trav. SX Via

* Thubc v trung;
+ Thudc san xuat vO trung: dung dich thé
tich 16n; thuéc dong khd (chat doc té

bao/chit kim t& bao;  hormon
corticosteroid, hormon sinh duc va
hormon khac; prostaglandin/cytokine);

tich nho (chat doc té
bao; hormon va chat cé

dung dich thé
bao/chat kim té

Patheon Italia|Morolense, 5 -|hoat tinh hormon khéng bao g6m hormon IT/79- Italian Medicines
13 SP.A 03013 Ferentino|sinh duc); thudc bot chira protein/DNA tai EU-GMP 2/H/2013 26/03/2013 16/09/2014 Agency AIFA
(FR), Italia t6 hop.
+ Thudc tiét trang cudi: dung dich thé tich
16n; dung dich thé tich nho (chat doc té
bao/chét kim té bao).
* Thubc sinh hoc: thudc cdng nghé sinh
hoc (protein/DNA téi t6 hop); thudc mién
dich c6 ngudn goc dong vat dung cho
nguoi.
* Thubc v6 trung;
+ Thudc san xuat vo trung: dung dich thé . . ,
Coban — Cesmel 15 thube dong kho: dung dich thé UK GMP United Kingdom's
Mah. Sanayi| , \ Lz . . medicines and
Mustafa Nevzat Caddesi 13 tich nho; thuoc cay ghép va dang ran. 21246 Insp Healthcare
14 llac Sanayii A. . 'I* Thude khong v tring: vién nang cimg;|[EU-GMP  [GMP 18/01/2013 19/11/2015
Yenibosna, A A S < Products
S vién nang mém; thuoc dung ngoai dang 21246/4518
Istanbul, TR-|,, Lk \ A Regulatory
34196. Turke long; thuoc udng dang 1éng; vién nén. 52-0002 Agency MHRA
’ y * Thude sinh hoc: Thude c¢éng nghé sinh gency
hoc.
Klo'\r/lngfngusil:gses’ Thudc khéng vO tring: vién nén; vién Therapeutic
15 Aspen Pharma Park.  Baulkham nang cing; t’huoc bgt va thuoc com. _ PIC/S- MI-2012-LI4 15/11/2012 97/01/2015 Good_s_ _
Pty Ltd i (Khéng chtra penicillin, cephalosporin;|{GMP 09148-1 Administration,
Hills NSW 2153, . = . .
thuoc chong ung thu). Australia

Australia




286-302
Frankston-

* Thude khong vo tring: vién nang cing;
thuoc uong dang long; vién nén; thudc bot

Therapeutic

Aspen Pharma|Dandenong Road,|va thudc cdm; thudc kem; thude xit; nudc|PIC/S- MI-2011-LI- Goods
16 Pty Ltd Dandenong South|stic miéng; thudc md; dung dich thubc.  |GMP 00724-3  |P2/AL/2012123/06/2014 Administration,
VIC 3175,|(Thube khéng bao gém cephalosporin va Australia
Australia thudc chéng ung thur)
. Moneyland, Gorey
servier Road Arklow . 2012/5861/ Irish  Medicines
17 (Ireland) ’ . '[* Thudc 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* Thue v tring: IT/201- Italian Medicines
18 _|37135  Veronal|+ 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
* Thubc vo trung;
+ Thubc san xuat vo trung: dung dich thé
Thesi Pousi-Xatzi|tich nho. National
Agiou Louka, |+ Thudc tiét tring cudi: dung dich thé tich o
19  |RafamSA  |Paiania Attiki, TK|nho. u-GMp |#200%/285717/062013  |19/04/2016  |Organization for
£ A Aos A , 13 Medicines,
19002, TO 37,[* Thuoc khdng vo trung: vién nang cing;
O . , Lz Greece
Greece thuoc dung ngoai dang long; thudc uong
dang 1ong; dang bao ché ran khac; 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
20 Ltd., Odawara|Odawara-shi, Fosmicin-S for Otic GMP 2400 30/09/2013 30/09/2015 ageernme:':/elfa(r;
Plant kanagawa, Japan |Fosmicin tablets 250 g

Foscimin tablets 500

Japan

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

Autonomous City
of Buenos Aires,
Argentine

* Thudc tiém (thé tich 16n va thé tich nho)
khéng bao gdém khang sinh nhom
betalactam, chit kim té bao, hoat chat
hormon.

* Thubc bot vO tring chira khang sinh
beta lactam.
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Laboratorio
Internacional
Argentino S.A

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

* Thubc khong chia khang sinh beta
lactam; chat kim té bao, chat c6 hoat tinh
hormon:

+ Thubc khdng v tring: thudc bot; thude
cdm; vién nén; vién bao; thudc kem:;
thudc gel; dung dich va hén dich thude.

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

Calle no 8 esquila
No 7, Locality
Parque Industrial
Pilar, Pilar (Zip
Code 1629);
Province of
Buenos Aires,
Argentine

Republic

* Thudc chira chat kim té bao, chat chéng
ung thu ¢O hoat tinh hormon: dung dich,
hdn dich; thuéc déng khd bao gdom ca
thudc tiém thé tich 16n.

calle 519 entre
Ruta 2 y Calle
S/No, Locality
Parque Industrial
La Plata (Zip
Code 1900)
Province of
Buenos Aires,
Argentine

Republic

* Thudc chira khéng sinh beta lactam:
dang bao ché ran khong vo tring.

PIC/S-
GMP

04113-13

15/08/2013

18/07/2014

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




Tarchominskie

Zaklady
Farmaceutyczn * Thube vé trung:
e "Polfa"|2 A. Fleminga|+ Thudc san xuit vo tring: dung dich thé GIE-IW-N- Main
22 Spolka Akcyjna|Str., 03-176|tich nhd. EU-GMP 29/04/2011 04/02/2014  |Pharmaceutical
4022/40/11
(Tarchomin Warsaw, Poland  [* Thudc sinh hoc: thudc cdng nghé sinh Inspector, Poland
Pharmaceutical hoc (Insulin).
Works "Polfa"
S.A)
ﬁgﬁggitm GmbH|, Thudc vo tring:
Aeranharm Mitterand-Allce- + Thudc san xuat vo trang: thudc nho mét. DE_TH 01 Co quan  thdm
23 P * Thubc khong vé tring: Thudc ubng|EU-GMP |H_GMP_20(18/01/2013  |08/11/2015 ,qua
GmbH 1, 07407 \ p <. Loynl s quyén Puc
Rudolstadt dang long; thudc phun mu; thuoc bot hit 13-0005
Germany ; bao gdm ca thiét bi dinh liéu.
Fournier Anngrove, * £ N A n L a L . -
24 |laboratories  |Carrigtwohill, Co. Vlgﬁﬁgﬁ khong VO trung: vien nang cing; e sy p 3319/ IMPO \a00412012  |20/02/2015 g'os:r ; Medicines
Ireland Limited [Cork, Ireland '
* Thube vo trung:
+ Thudc san xuat vO tring: thudc dong
khd (chat kim té bao/chat doc té bao);
dung dich thé tich nho (chat kim té
B-dul lon|bao/chat doc té bao; chat diéu tri khdi u). National Agency
. Mihalache nr. 11,|+ Thudc tiét tring cudi: dung dich thé tich -
25 |G Sindan| e or 1.|nho (chit doc té bao/chit kim té bao).  |EU-GMP |O82013R 15710612013 |0s/03/2016  |TOF Medicines and
Pharma S.R.L . z R A ea L n , 0] Medical Devices
Bucuresti, cod|* Thuoc khdng voé trung: vién nang cung

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

Romania




* Thube vé trung:

+ Thudc san xuat vO tring: thudc dong
khd (hormon); dung dich thé tich nho;
thudc cdy ghép dang ran (chira khang sinh
betalactam).

+ Thubc tiét tring: dung dich thé tich 16n; National
26 Anfarm Hellas|Sximatari Viotias, dung dich fhé tich nho. : EU-GMP 37854/13-5- 19/06/2013 01/04/2016 Orga_m_zatlon for
S.A 32009, Greece : N A n , 2013 Medicines,
* Thuoc khdng voé trung: vién nang cung Greece
(khang sinh betalactam); thudc ding ngoai
dang long; thudc ubng dang long; dang
bdo ché rin "(chwa khang sinh
betalactam); dang bao ché ban ran; vién
nén (chtra khang sinh betalactam).
* Thubc vo trung;
, + Thudc san xuat vo tring: thubc dong French National
1 rue de l'abbaye,|. . . . 2., \
kho; dung dich th¢ tich nho. Agency for
Glaxo 76960 NOWel , Thuée tict trung cudi: dung dich thé tich HPF/FR/32/ Medicines  and
27 |Wellcome  [Dame De|;,  woc et UG cudt: FUng & EU-GMP 14/02/2013  |13/07/2015
. . 16n; dung dich thé tich nho. 2013 Health Products
Production Bondeville, P LA .
France * Thuoc sinh hoc: thuoc cong nghé sinh Safety ~ Agency
hoc; thudc ¢ ngudn gde tir ngudi va dong (ANSM)
vat.
Lot 6, Persiaran
o
IDS Kaszan ’ PIC/S- Pharmaceutical
28 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
29 Swiss Caps AG [9533  Kirchberg,[San pham: Pharmaton GMP 13-1119 10/06/2013 14/03/2016 Pro dugts

Switzerland

(Swissmedic)




Via Mulini, 6934

Swiss Agency for

30 |GinsanaSA  |Bioggio, San pham: Pharmaton Kiddi PICIS- 113846 [15/0412013  |26/10/2015 | nerapedtic
Switzerland GMP Products
(Swissmedic)
Mega 60 National Therapeutic
Lifesciences  |Avenue, * Thude khéng vo tring: vién nang ctng;|PIC/S- MI-2013-LI4 Goods
31 (Australia) Pty|Pakenham  VIC|thudc bot va thube cdm; vién nén. GMP Od4gae-1  |20/05/2013  122/01/2016 Administration,
Itd 3810, Australia Australia
* San pham: Myrin (50mg, 100mg)
Fabrikmattenweg (San xuat tai: Dr. Heinz Welti AG, Swiss Agency for
4 4144 Althofstrasse 12, 5432  Neuenhof, PIC/S- Therapeutic
32 Lipomed AG ’ . Switzerland - Wisenstrasse 21, 5412 12-376 29/02/2012 05/10/2014 P
Arlesheim, i GMP Products
switzerland Gebenstorf, Switzerland. (Swissmediic)
Gidy chimg nhan s6 12-2314 ngay
27/12/2012)
Betriebsstandort |* Thudc v6 tring: Swiss Agency for
E Hoffman - La|/<aiseraugst - Thubc dang 16ng: dung dich thé tich nho PIC/S- Thera el?tic y
33 R'oche AG (Parenterals), (bao gdm SVP, thudc nhé mat). GMP 12-1906  |02/10/2012  |26/07/2015 Pro duE);ts
4303 Kaiseraugst,|- Thudc dang bao ché rin: Thudc dong (Swissmedic)
Switzerland Kho.
02/09/2014
Via Cacciamali, San pham: Cefam (Flacone 1g |.M/E.M - CPP/2013/1 ggeu 11.101:260 Italian Medicines
3 |MitmSRL [34-36-38, 25128 . P' 9 EN Teu.omp 16/02/2013 | Y CNS
Brescia (BS), Italy vial 1g I.M/E.M) 344 nhan Agency AIFA
’ IT/314-
14/H/2011)
Helix 392 Wilson Ave.|San pham: H-Irican 40 Canada- Health  Canada
35 Pharmaceutical [Toronto, Ontario,[(FSC s FC10T33761001 ngay GMP 0006212  (02/08/2013 01/08/2014  |Products and

s Inc.

Canada, M3H1S9

21/5/2013)

Food Branch




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

of Buenos Aires,

* Thudc khéng v trung khong chua
khang sinh betalactam, chat kim té bao,
chit c6 hoat tinh hormon: vién nén; vién
nén bao phim; vién nang; thudc bot va

National

Argentine thube cbm Administration of
TRB  Pharma|Republic ' PIC/S- Drugs, Food and
36 SA Plaza Nro GMP 04081-13 (31/07/2013 31/07/2014 Medical Decives,
. ) Argentina
967/969A_ut0n0m * Thuoc khéng vo tring chira khang sinh gent!
ous City of R . (ANMAT)
. betalactam: vién nén; vién nén bao phim;
Buenos Aires,| .. X v A 2
. vién nang; thudc bot va thuodc com.
Argentine
Republic
 |* Thude vé tring: UK GMP United Kingdor's
) Chacharwadi- L, T A s . 2 medicines and
Claris Vanasa + Thuoc san xuat vO trung: dung dich thé 20752 Insp Healthcare
37 Lifesciences ’ tich nho. EU-GMP |GMP 19/06/2013 11/03/2016
. Ahmedabad, In L iar e £ . 2 Products
Limited . + Thuoc tiét trung cuodi: dung dich thé tich 20752/1387
382213, India ;1 Gung dich thé tich nho; nhii twon 5-0006 Regulatory
> GUng G ’ & Agency MHRA
Plot No 72, EPIP,
Phase-I * Thudc v6 tring: State
Zeiss Jharma',ri Baddi |+ Thudc san xuit v tring: thude ciy ghép|PIC/S- 01972012/ Administration of
38 Pharmaceutical | . . |7 uoc sl Xua g thuoc cay gnep AUMP/GM (11/06/2012 23/02/2015  |Ukraine on
Distt, Solan,|va dang ran (chira cephalosporin: cefixime|GMP ..
s Pvt Ltd ) X . . P Medicinal
Himachal va ceftriaxone tiém).
. Products
Pradesh, India
3 Samokovsko MI-2011- Therapeutic
Balkanpharma- |Shosse Str.,|* Thudc khdng vo tring: dang bao ché ran|PIC/S- Goods
39 Dupnitsa AD  |Dupnitsa 2600, [phan liéu. GMP gE 02304- 107/05/2012 06/04/2014 Administration,
Bulgaria Australia
C-1, Sara LA . A "
BN T eS| AR oeganent o
40 Pharmaceutical |Selaqui, Dehradun{ ., . g oS L! aoe eom), 21/01/2013 20/01/2015 |Health, Executive
Vién nang; thuoc tiém (thuoc san xuat vO|GMP 7

s Ltd

248197,
Uttarakhand, India

tring; thudc tiét tring cudi).

Yuan




MIDC, Plot No. 8-

A/2, 8 -B; T.T.C. INS- Austrian
Sandoz Private[Ind. Area, Kalwe|* Thudc khdng v tring: vién nang cing; 481703- Medicines  and
4 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 Thucic V? mm%' N . 2
and 458 Sarkhei- + Thuoc san xuat vO trung: dung dich thé Federal  Agenc
INTAS vl B tich nho (chét dge té bao/chét kim € bio). S /2013100 e dicinegs e
42  |Pharmaceutical INWAYI | Thude tiét triing cudi: dung dich thé tich|EU-GMP 05/04/2013  |25/01/2016
. Matoda, Sanand,| ., , .z . z.. IOV 8 Health Product of
s Limited nho (chat doc té bao/chat kim té bao). .
Ahmedabad, IN- (Khéng bao gém dang 6ng tiém va bom Belgium
382210, India tiém dong sin) '
Plot No 183&.192, State
Mobabewala Administration of
Windlas Industrial ~ Area,[* Thubc khong vé tring: vién nang cing;|PIC/S- 018/2012/S Ukraine on
43 |Healthcare Pvt. | uoe Khong g g cung; AUMP/GM [01/06/2012  [11/03/2015  |Medicinal
Dchradun- Vién nén. GMP
Ltd. 248110 P Products
Uttarakhand, India (SAUMP) )
Ukraine
Panacea Biotec _':_/Ieahlgll”’ Baddi, San pham: vién nang cuang Tacrolimus
Ltd Nalagar District 0,5mg, 1,0mg, 5,0 mg (Tacpan); vién nang 53.2-ZAB- Co aquan thim
44 o gar,Lx ctmg Mycophenolate mofetil 250mg; vién|EU-GMP  |2677.1 D 6{07/06/2012  |01/03/2015 ,qua
(Formulation |Solan, Himachal| . . quyén Burc
Plant) pradesh - 173|"€" bao phim Mycophenolate mofetil H
205, India 500m.
Reckitt 65 Moo 12, UK GMP United Kingdom's
Benckiser Lardkrabang- - 2 R T S Medicines  and
Healthcare Bangplee  Road Thuoc khong vo trung: thudc udng dang 20689 Insp Healthcare
45 . '[long; dang bao ché ran khac (vién nhai|EU-GMP |GMP 30/05/2013 11/03/2016
Manufacturing [Bangplee, A products
. mém -Soft chewable tablets). 20689/1380
(Thailand) Samutprakarn, Th; 3-0005 Regulatory
Limited 10540, Thailand Agency




State

Q-Road,  Phase Administration of
\V2 G.1.D.C, :
Mepro Wadhwan  City-|* Thudc khong vé tring: vién nang cimg;|PIC/S- 017/2012/S Ukraine on
46 |Pharmaceutical I Hhwoc KAOng VO TTing. Vien nang cume; AUMP/GM [01/06/2012  [22/03/2014  |Medicinal
363 035 (Unit Il)|dang bao ché ban ran; vién nén. GMP
s Pvt. Ltd Surendrandar P Products
Gujarat In%ia’ (SAUMP) )
Jarat Ukraine
Plot 25-27, UK GMP Unlt_eq Kingdom's
Survey No 366, medicines and
Macleods Premier Industrial|* Thubc khdng vé tring: vién nang cung; 31303 “Insp Healthcare
47 |Pharmaceutical . _-quoc Knong g 9 \Ey.GMP  |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|* Thudc khéng vé tring: vién nang ctmng; NL/H Health care
48 || donesia km 28, Jakarta,|thubc uéng dang long; vién nén, dang bao|EU-GMP 1300100 |08/01/2013  |22/11/2015 |inspectorate, The

13710, Indonesia

ché ban ran.

Netherlands




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

Dot 17
(Theo cong vin sé 1405/QLD-CL ngay 23/01/2014 ciia Cuc Quan 1y dugrc)
; i NGUYEN . ,
NHA MAY . , - s . 5 < NGAY HET|CO QUAN
STT CONG BO PIA CHI PHAM VI CHUNG NHAN g:/l(; GIAY CN |[NGAY CAP HAN CAP
Panama 2121, of .
. , 2 X oan . : National
the City  of|San pham: Thuoc dong kho Daunogobbi - .
. Y 4 . Administration of
Martinez, ( Co so dong goi: Gobbi Novag S.A. PIC/S- Druas. Food and
1 Filaxis S.A. Province of{Fabian Onsari 498 of the City of Wilde, 03494-13 [10/07/2013 10/07/2014 g ’ .
. . . . _'|GMP Medical Decives,
Buenos Aires of|Province of Buenos Aires of the Argentine .
the Argentine|Republic Argentina
. ' (ANMAT)
Republic
Av. Velez National
Sarsfield 5855, Administration of
Dr. Lazar y Cia|B1606 ARI|_, 2 rea . . PIC/S- Drugs, Food and
2 SAQel Carapachay, San pham: Vién nén Talidomida Lazar GMP 04324-13 |22/08/2013 22/08/2014 Medical Decives,
Republic Argentina
Argentina (ANMAT)
Aharnon  Street,
Limassol
Industrial Estate,
Buildi 1-Mai . .
BE:IS:Eg alg_, * Thuoc khdng vo trung: vién nang ciing;
g thudc dung ngoai dang 1ong; thudc udng .
Penicillins, dane 1one: dane bio ché rén khac: thud REM00/20 Pharmaceutical
3 |RemedicaLtd |Builing 4-|Cane fong; Gang B eae 1an KAk, T Ey-GMP 08/08/2013  [10/07/2016  |Services Ministry
. phun mu; dang bao ché ban ran; thuoc 13/001
cephalosporins, A e T ) A of Health, Cyprus
- . [dan; vién nén; thudc uong (chira penicillin
building 5 - Anti-| : .
cancer/hormones, |2 cephalosporin).
Buiding 10-anti-
cancer, Limassol,
Cyrus, 3056,




Teijin Pharma Ministry of
Limited 2-1, Hinode-cho, Japan- Health, Labour
Iwakuni Iwakuni-shi, San pham: Vién nén Bon-One 0.25 P 3385 10/12/2013 and Welfare
. : GMP
Pharmaceutical [Yamaguchi, Japan government  of
Factory Japan
Lot 10, jalan
Sultan  Mohamed),. 1 5. em; thuée mo; kem boi da; National
Hoe 6, Bandar Sultan thube gel: nhii dich: miéne dan: diu ebi:|PIC/S- Pharmaceutical
Pharmaceutical [Suleiman, 42000|""0¢ 9¢, mhtl CIch; mueng dan, dau got; 408/13  |25/09/2013  |15/04/2015 |Control Bureau,
thuoc boi tai cho; thuoc dung ngoai dang|GMP .
s Sdn. Bhd. Port Klang, ¥ 3 thude ubne dane 16 Ministry of
Selangor, Ong va Tuoc tong cang tong. Health Malaysia
Malaysia
* Thudc vo trung:
+ Thubc san xuat vo tring: thudc dong
khd (chira hormon); dung dich thé tich
nho; thubc cdy ghép va dang rin (chua
khéang sinh betalactam). .
+ Thudc tiét trang cudi: dung dich thé tich National
Anfarm Hellas|Sximatari Viotias, I6n; dung cijch thé tich nho. ’ EU-GMP 37854/13-5- 19/06/2013 01/04/2016 Orga.m.zatlon for
SA 32009, Greece - < A A en , 2013 Medicines,
Thuoc khéng vo trung: vién nang cing Greece
(chtra khéang sinh betalactam); thudc dung
ngoai dang 1ong; thudc ubng dang long;
dang bao ché ran khéac (chira khang sinh
betalactam); dang bao ché ban rin; vién
nén (chira khang sinh betalactam).
* Thudc vé trung;
. : + Thudc san xuat vO tring: thudc dong
Rupnicu iela 4, " 1 chét doc t6 baolchdt Kim té
. Olaine,  Olaines|, . .. . I \ X o~ £ ZVA/LV/20 State Agency of
Pharmidea novads LV-2114. bao); dung dich thé tich nho (chat doc te|EU-GMP 12/018H 17/08/2012 26/06/2015 Medicines, Latvia

Lavia

bao/chit kim té bao).
+ Thudc tiét trang cudi: dung dich thé tich
nho (chat doc té bao/chat kim té bao).




* Thube vé trung:
+ Thudc tiét tring cudi: dung dich thé tich
nho.

United Kingdom's

. Dansom Lane,[* Thudc khdng vé tring: vién nang cing; UK MIA 63 .
Reckitt L s .- \ Lz Medicines  and
Benckiser Hull, East|thuoc dung ngoai dang long; thuoc udng Insp Healthcare
8 Yorkshire, HU8|dang long; dang bao ché rin khac; dang|EU-GMP [GMP/IMP |21/02/2013  |15/01/2016
Healthcare . . Ay A, products
(UK) Limited 7DS, United|bao ché ban ran; vién nén. 63/17092- Reaulator
Kingdom * Thuéc sinh hoc: Nystatin (Thuéc kem 0029 gulatory
. . Agency
Timodine)
* Standardised Senna, Buprenorphine
hydrochloride.
* Thube vo trung:
Medice + Thuoqc san xuat vO trung: dung dich thé
Arzneimittel tich nho.
IIZ\/IreZ(:II;:iemittel Putter GmbH :l-h”ghuoc tiét trung cuoi: dung dich thé tich DE_NW_0 o e i
9 &Co.KG . A A . |EU-GMP [1_GMP_20 |26/06/2013 16/05/2016 N a ,
Putter  GmbH * Thuoc khdng vo trung: vién nang cung; quyén Puc
Kuhloweg 37, .. \ . N ; 13 0010
&Co.KG vién nang mém (vién nang mém vo gelatin
58638 Iserlohn, A X .
German Nephrotrans); thuoc uong dang long; dang
y bao ché ran khac (thudc cdm, pellet); dang
bao ché ban ran; vién nén.
* Thudc khdng vo tring: vién nang cing
Via Morelli, ~2- g\}:)ur(r)rfo;mf/g dlligz; ;2111)10 autm:l’%lkcllalﬁir;)gﬁ IT/265- Italian Medicines
10 |Roche SP.A 20090  Segrate|’, . . o U EU-GMP 19/10/2012  |08/03/2015
khdng bao gom hormon corticosteroid va 4/H/2012 Agency AIFA
(M1), ltaly : A L x
hormon sinh duc); vién nén (thudc mien
dich).
Agency for
Lek Kolodvorska cestal, 1 s khang vo tring: vién nang cig; 450- migfé?sal and
11 |Pharmaceutical |27, SI-1234| -, U0¢ KNG VO Irtng: 9 ¢ME\Ey-GMmP 20/12/2011  |19/10/2014 . .
thuoc bot; vién nén. 39/2011-2 Medical Devices

sd.d

menges, Slovenia

of the Republic of
Slovenia




Reckitt Nottingham site, Unitt_ad_ Kingdom's
Benckiser Than_e Road, Medicines  and
12 Healthcare Nott!ngham, . San phém: Strepsils Warm Lozenges EU-GMP PP1012692 17/10/2013 Healthcare
International Nottinghamshire, 9 Products
Limited NG_90 _ 2DB, Regulatory
United Kingdom Agency
Combino HF60 Hal Far|, £ A A . Medicines
13 |Pharma (Malta)|Industrial ~ Estate Wg“;‘éf] khong VO trung: vien nang cimg; e, 1o %1/2002/ W l18/02i2012  |11/01/2015  |Authority  of
Ltd. BBG3000 Malta ' Malta
* Thubc v trung;
+ Thudc san xuét vo trung: dung dich thé
tich nho (bao gém ca chat gay nghién;
huéng than; hormon va chit ¢ hoat tinh
hormon); thudc cdy ghép va dang rin
Ronda de Los|(hormon va chat c6 hoat tinh hormon);
Olivares, parcela|thudc bot (bao gdm ca hormon va chit co .
. , Spanish  Agency
B.Braun 1, Poligonothoat m}h hormon). . : ES/092HV/ of Drugs ang
14 . Industrial Los|+ Thuoc tiét trung cuoi: dung dich thé tich|EU-GMP 13/09/2011 11/05/2014
Medical, S.A i \ AT " ; 11 Health  Products
Olivares, Jaen nh‘o (bao gom ca chat gay nghi¢n, hudng (AEMPS)
23009 (Jaen),|than, hormon va chat cO0 hoat tinh
Spain hormon).

* Thudc khodng vé trung: thudc dung
ngoai dang long; miéng dan, dang bao ché
ban rin (bao gébm ca hormon va chét cd
hoat tinh hormon).

* San pham vi luong dong can.

Chivilcoy 304 and
Bogota 3921/25
(Zip code
Cl1407ESM)  of
the city of Buenos
Aires, Argentina

* Dung dich va hdn dich tiém (c6 hoic
khong tiét trung cudi), thudc dong kho
khong chira betalactam, chat kim té bao,
hormon (trtr corticoid).

* Thube bot pha tiém chira betalactam.

* Dung dich thuc nhé mat.




Instituto

Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),

* Dung dich tiém, thubc dong kho, dung
dich tiét trung khdéng chira betalactam,

National
Administration of

o Province off o T, N .
15 Biologico BUENOS chat klm‘Fe bao, llorm?n (}m corticoid).  |PIC/S 05610-13  |25/10/2013 08/10/2014 Drugs, Food_and
Contemporaneo | . . * Dung dich thuoc nho mat. GMP Medical Decives,
Aires(ltuzaingo .
SA Plant Module 1) Argentina
Argentina (ANMAT)
Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),\. 1 & bot pha tiém vé tring chua
(Ituzaingo betalactam
betalactamics '
plant), Province of
Buenos Aires,
Argentina
'(‘F"j‘;zg“d Cigi * \/ién nén, sird, hén dich, thubc khang National
.. [vO trung dang long; aung dich vO trun ministration o
1978)oftheC|tyA ung dang long; dung dich v trung Administrati f
16 |Klonal SRL  |of  Quilmes,<"Od chira betalactam, chat kim (& bao, PIC/S- Hoea1) 15 |o1/11/2018 2710972014  |PFU9%: FoOd and
Buenos Aires of hormon, chat sinh hoc. GMP Medical Decives,
the Arqentine * Thubc chira betalactam: vién nén; sird, Argentina
ATY hdn dich, thubc bot v6 trung. (ANMAT)
Republic
Palpa 2862 (Zip|, Thudc chira chat kim té bao: thudc dong Natlo_n{_:ll .
code C1426DPB),|, , . . . o R n s Administration of
Laboratorios |of the City of kho va dung dich tiem khong tiét trung PIC/S- Drugs, Food and
17 IMASALC  |Buenos Aires, cuoi; dung mdi hoan nguyén hoac dung GMP 05615-13 [25/10/2013 15/10/2014 Medical Decives.

Argentine
Republic

moi pha lodng (cé hoac khéng tiét trung
cuoi).

Argentina
(ANMAT)




Aston Lane North,

Norton Whitehouse Vale|* Thudc vé tring: UK MIA United Kingdom's
Healthcare Industrial ~Estate,|+ Thubc san xuét vo tring: dung dich thé 530 Insp Medicines  and
18 Limited T/A|Preston Brook, tICXh }o*n; da_}ng bao ché ban ran; dung dich EU-GMP GMP/GDP/ 24/06/2013 95/03/2016 Healthcare
Ivax Runcorn, thé tich nho. IMP products
Pharmaceutical [Cheshire, ~ WA7|+ Thudc tiét tring cudi: dung dich thé tich 530/14004- Regulatory
s UK 3FA, United|16n; dung dich thé tich nhé. 0018 Agency
Kingdom
* Thube vé trung:
+ Thubc san xuit vo trung: dung dich thé
Rua Elias Garcia tich nho. National
Laboratorios  No0.28. Ama dora' + Thudc tiét trang cudi: dung dich thé tich FO19/S1/H/ Authority of
19 . . '[nho. EU-GMP |AF/001/201(27/03/2012 19/12/2014  [Medicines  and
Vitoria, S.A 2700-327, - z R A in ,
Portugal Thuoc’ khong vo trung: vién nang clg; 2 Health Products,
thuoc uong dang 16ng; dang bao ché ban I.P, Porrtugal
ran; thudc dan; vién nén; thudc rin khéac
(thudc bot; thude cém; thude dit 4m dao).
* Thudc vo trung:
+ Thudc san xudt vO tring: thude cdy ghép
Silk Road|va dang ran. United Kingdom's
. £ ens s £ . 2 e UK MIA ..
Business Park,|+ Thuoc tiét trung cuoi: dung dich thé tich Medicines  and
AstraZeneca Macclesfield nho 17901 “Insp Healthcare
20 . . ’ . A A . |EU-GMP [GMP 31/07/2013 13/05/2016
UK Limited Cheshire, SK 10|* Thuoc khéng vo trung: vién nang cung; products
. IO - \ Lz 17901/1011
2NA, United|thuoc dung ngoai dang long; thudc uong Regulatory
. \ N 7-0025
Kingdom dang long; vién nén. Agency
* Thubc sinh hoc: LHRH antanogist,
chéng n‘?im; antioestrogen.
Carr 188 Lote 17, . . ,
San Isidro UK GMP b{;g?giri'sngdog;
IPR Industrial Park, Po 15822 Insp Healthcare
21 Pharmaceutical |Box 1624,|* Thudc khong vo trung: vién nén. EU-GMP |GMP 31/07/2013 11/06/2015 roducts
s Incorporated |Canovanas, PR - 15822/1298 pRe ulator
00729,  Puerto 3-0003 guatory
Agency

Rico.




* Thube vé trung:

+ Thubdc tiét tring cudi: nudc cat pha
tiém.

* Thubc sinh hoc: ché pham tir mau;

Biotest AG thudc c6ng nghé sinh hoc (Protein/DNA
Landsteinerstrabe [tai to hop: khang thé don bao, khang thé DE_HE _01 C uan tham
22 |Biotest AG ra © hop: Khang the don bao, Knang ez svp | gMP_201 |05/09/2013  |02/00/2016 | -° , dUan tha
5, 63303 Dreieich,|don bao két hop doc t0.) quyén Puc
. « % \ , 30092
Germany ( Co so chirng nhan xuat xudng: Biotest
Pharma GmbH, dia chi: Biotest AG
Landsteinerstrabe 5, 63303 Dreieich,
Germany theo Gidy ching nhan sd
DE_HE 01 _GMP_2013 0093)
Helix 392 Wilson Ave. Health  Canada
23 Pharmaceutical |Toronto, Ontario,|San pham: H-Capita 500mg Caplet gi:?)da_ E(():()lfTSS?G 21/08/2013 01/08/2014  |Products and
s Inc. Canada, M3H1S9 Food Branch
JL.Wanaherang
PT Novell|No. 35 Tlajung|* Thubc vo tring: DE_BE_01 Co quan  thim
24 |Pharmaceutical (16962  Gunung|+ Thudc san xuat vo tring: dung dich thé|EU-GMP | GMP_201 (12/12/2013  |13/11/2016 . éanL’rc
Laboratories  |Putri, Bogor, |tich nho (6ng tiém) 30023 auy
Indonesia
* Thubc vé trung;
+ Thudc san xuat vO tring: thudc dong
kho (thudc bot pha tiém va tiém truyén);
dung dich thé tich nho (thubc tiém; dung
o dich dan.q dac (\ie tiem va tl\em truyén); 16/11/2015 o
Orion Orionintie 1,/dung dich dung cho bang quang, 3476/11.01 Thude Vo Finnish
25 . 02200 Espoo,|oromucosal liquids). Eu-GMP ©777102/09/2013 o Medicines
Corporation . PO £ . 2 09/2013 trung:
Finland + Thuoc tiét trung cuoi: dung dich thé tich 31/05/2014 Agency (FIMEA)

nho (thudc tiém; dung dich dam dic dé
tiém va tiém truyén); oromucosal liquids..
* Thudc khdng vo tring: dung dich udng
nho giot; thudc bot hit; vién nén ( bao
g6m thudc chira sulphonamides.)




* Thube vO tring: thudc tiém (thude san
xuat vO trung va thuoc tiét trung cudi);

No. 22, Chieh- dung dich nhé mét, nho tai, nho mii (san Ministry of
Taiwan Biotech|>"°Y Road,|, 4t vo tru ) PIC/S- Health and
26 Taoyuan  City, |5 o Lo oSk o 0242 18/09/2013  [30/12/2014  |Welfare,
Co., Lt . 2'|* Thuoc khéng vO trung: dang bao ch¢|GMP .
Taoyaun - Hsien, long (dung dich); dang bao ché rin (vién Republic of
Taiwan, R.0.C e g S SIS R China (Taiwan)
nén bao duong; vién nén bao phim; vién
nén; thudc bot); vién nang va miéng dan.
16-24 rue Jean|, Thube vé tring: French National
27 |Guerbet Chaptal, 936001 1 < tit tring cudi: dung dich thé tich|EU-GMP |1 PRI 16111012003 1970472006 [PTU9 @nd Health
Aulnay Sous Bois, 161 dune dich ths tich nho 0/2013 Products  Safety
France > CUNE @ ' Agency (ANSM)
* Thube vo trung;
+ Thubc san xuat vo trung: dung dich thé
. tich nho (hormon hodc chat c6 hoat tinh
Laboratorio . .
ltaliano hormon trir hormon sinh duc).
o Via Licinio, 11 -|+ Thudc tiét tring cudi: dung dich thé tich : -
g8 |BlOChIMICO ) a6 Erba (CO),|nho. eu-omp |78 logiosi2013  [17/01/2016  |'tANAN Medicines
Farmaceutico - : R N : . 3/H/2013 Agency AIFA
Lisapharma Italy Thuoc khéng vo trung: thuoc dung
ngoai dang 16ng (hormon corticosteroid);
SP.A x 2 \
thuoc uong dang long (hormon
corticosteroid, hormon sinh duc); dang
bao ché ban rin (hormon corticosteroid).
* Vién nén (chtra penicillin  va
Lot 1-5, Cheng CiaphalosE)orln); _tl_lu_oc b\ot pha hon d_lcl? National _
Xepa-Soul Industrial Estate |08 (chwra penicillin va cephalosporin); PIC/S- Pharmaceutical
29 Pattinson (M) 'lvien  nang  (chtra  penicillin  va 329/13 01/08/2013 15/04/2015 |Control Bureau,
75250 Melaka, - . ;. |GMP L
Sdn Bhd Malavsia cephalosporin); dung dich thudc uong; Ministry of
y dung dich thudc dung ngoai; thubc Health Malaysia
kem/thuéc m&; thudc nhd mat/tai/miii.
CHIESI , \ i x . French Health
30  |FARMACEUTI|V!2 PalermojSan  pham:  Hon dich  Curosurfle  vio - 119/04/0213 [17/0412012 Products  Safety
26/A, Parma, Italy |120mg/1,5ml
CISP.A Agency




Kozle 188, Agency for
Skopje, 1000, Medicinal
31 Replek  Farm|Macedonia, The *_AThqu:c khong vo trung: vién nang cung; EU-GMP 450-7/2011- 11/05/2011 93/03/2014 Prod_ucts _and
Ltd Former Yugoslav|vién nén. 4 Medical Devices
Republic of of the Republic of
Macedonia Slovenia
Str. Crinilor 5. * TPuéc, kh?ng véﬂrtrl‘mg: vié,n nan’g cﬁ:pg; _
. . '[thudc ban ran (thuoc kem chira khang sinh National Agency
Farmaprim Raionul Crlulen!, non-betalactam, thudéc m& chira hormon 019/2013/R for Medicines and
32 Sat  Porumbeni,| ~ ’ ) ;. |EU-GMP 7/3/2013 24/04/2016 : i
SR.L MD 4829 thuoc kem, gel); thuoc dan; thudc tring @] Medical Devices
. '[(chira khang sinh non-betalactam, chira Romania
Republic Moldova
hormon).
Sofall Cesme Sok, ’ INS- Austrian
33 |SantaFarma | NO:72-74, 340911 Thuoc khong vO trung: vien nen bao\p, sy lagp1gs.  |14/02/2012  |10/01/2015 | Medicines  and
Sisli, Edlrnekapi -|phim; vién nén. 0002-005 Medical Devices
Istanbul, Turkey Agency (AGES)
Sandoz llac
Sanayi ve Ticaret
AS
Sandoz Ilac|Gebze Plastikciler|* Tpuéc’khc“)ng v0 trung: viép nang ctng; DE_ST 01 Co quan thim
34 Sanayi Ve|Organize  Sanayi|thuoc uong dang long; thuoc dan; vién|EU-GMP | GMP_201 (06/05/2013 22/03/2016 o,
Ticaret A.S Bolgesi  Ataturk,|nén; thudc cdm 3. 0011 quyén Buc
Bulvari 9. Cadde
No.1, 41400
Kocaeli, Turkey
Turbhe MIDC,
Plot No. D -31/32[* Thudc v6 tring: INS- Austrian
Sandoz Private|Thane-Belapur [+ Thudc san xudt vo tring: thube cdy ghép 481731- Medicines  and
3 Limited Road, 400705|va dang ran. EU-GMP 0010-001 19/09/2013 23/01/2015 Medical Devices
Navi Mumbai,|* Dugc chit vo tring carbapeneme (2/3) Agency (AGES)

India




GIDC Estate, 507- State
Sava B-512, Wadhwan|* Thubc khéng vo tring: thudc bot pha PIC/S.- 058/2013/S Administration of
36 City - 363035,|dung dich udng; dang bao ché ban rin; AUMP/GM [05/08/2013  [24/07/2016  |Ukraine on
Healthcare Ltd A GMP .
Surendranagatr, Vién nén. P Medicinal
India Products
320-2 Scongdae-\(, phdm: Greengene (thudc tiém dong
Ri, Ochang-|,, ... L vin an N . .
Myum, Chungwon khd); Greengene F (thudc tiém dong kho); National Institute
37 Green _ Cros Kun. I—_IAunter?se (dupg dich thuoc tiém); thuoc|PIC/S- 0020/12 19/12/2012 01/12/2014 of Me_dlcaments,
Corporation Chunacheonabuk- tiém dong khd Plasma factor VIII; dung|GMP Argentina
geheongbuic | 4. 1 tism chtra chdt mién dich Normal (INAME)
Do, Republic of .
Human Immunoglobulin.
Korea
Agency for
Novartis Cherag Ali Medicinal
i|* A A A triina: vid ' . _ _
38 Bfangladesh ' Market, T(?ngl, MThuc,>c khéng vo trung: vién nang cing; EU-GMP 450-8/2013 17/06/2013 26/02/2016 Prod.ucts .and
Limited, Tongi|1711 Gazipur,|vién nen. 1 Medical Devices
Plant Bangladesh of the Republic of
Slovenia
Organiize Sanayi National
Kocak Farma : « £ o A , Authority of
39 |llac ve Kimya 52:3210 hoﬁ‘;‘;" :Tﬁzgc"c‘;g;“”ghv';ﬁ)”e” (chtral ey smp 5;13/01/20 13/05/2013  |11/04/2016 |Medicines  and
Sanayi. A.S Y. v gung Health Products,

Tekirdag, Turkey

I.P, Portugal




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

Dot 18
(Theo cong vin s .......... /QLD-CL NgAaY ..cevvvvvrinnnnnnnnn ctia Cuc Quan ly dugc)
; i NGUYEN . ]
NHA MAY . , - s . 5 < NGAY HET|CO QUAN
A « TAC NGAY CAP <
STT CONG BO PIA CHI PHAM VI CHUNG NHAN g GIAY CN HAN CAP
* Ac vo trtimo:
Via Franco +TTh}lll§chs(;rt1mx?1§‘.c vo triing: thudc bot dong
p |Wyeth Lederle\Gorgone  Z.1 - -1y oo penicillin): dung dich thé tich| EU-GMP |2 logjo22013  |10/08/2015 | 'telian Medicines
Srl 95100 Catania| |, , o L. an X s < 4/H/2013 Agency (AIFA)
. nho (chira penicillin, chat doc t¢ bao/ chat
(CT) ltalia NS
kim t€ bao).
25212, W. lllinois .
Baxter ’ : . United States
Route 120, Round|San pham Albumin Human, USP, 20% CT 3084-13
2 Healthca_re Lake. IL 60073, |Solution. Flexbumin 20% US-GMP WHO 12/08/2013 12/08/2015 Food' .and 'Drug
Corporation Administratrion
USA
25212, W. lllinois .
Baxter ’ : . United States
Route 120, Round|San pham Albumin Human, USP, 25% CT 3083-13
3 Healthca_re Lake, IL 60073 |Solution. Flexbumin 25% US-GMP WHO 08/12/2013 08/12/2015 Food_ _and _Drug
Corporation Administratrion
USA
Palpa 2862, (Zip National
Code * Thudc chira chat kim té bao: Thudc Administration of
Laboratorios  |C1426DPB),  of|dong khd; dung dich thudc tiém (khong|PIC/S- Drugs, Food and
4 IMA, S.A.LLC  |the City of{tiét tring cudi); dung moi pha lodng hoic|GMP 06572-13  114/11/2013 14/11/2014 Medical Decives,
Buenos Aires,|hoan nguyén. Argentina
Argentine (ANMAT)
B-dul Theodor|* Thudc khéng vo tring: vién nang cing;
Pallady  nr.44C,|dang bao ché rin khac (vién nén bao National Agency
S.C. Slavialsector 3, cod|phim; thudc cbm, thudc bot (dang phan 038/2013/R For Medicine and
> Pharm S.R.L  |032266, lidu); dang bao ché ban ran (kem, md, gel; EU-GMP g 10/09/2013  |11/06/2016 Medical Devices
Bucuresti, bao gdm ca thudc chita hormon Romania
Romania corticosteroid); vién nén.




Haupt — Pharmay, py 4 khong vo trung: Vién nang cimg,
Munster  GmbH|, ., \ AT
Haupt Pharma Schleebruagenka thudc uong dang long; vién nen; vién nen DE_NW_0 Co quan thi
6  |Munster GmbH 99 bao (bao gdm CcAc chit doc t6 t& bao déi|EU-GMP |5 GMP 20 [19/12/2012  [24/11/2014 , Juan - tham
mp 15, 48159| | ., Z 2 quyén Buc
khang hormon va wc ché sinh tong hop 12_0035
Munster,
hormon)
Germany
Nazzare 3446/54 National
(Zip Code Administration of
Laboratorio ~ |C1417DXH)  of|Dung dich thuc tiém, thudc bot dong khd|PIC/S- Drugs, Food and
! Kemex S.A  |the Autonomous|chita chat kim té bao GMP 06580-13  21/11/2013  121/11/2014 {1 fical Decives,
City of Buenos Argentina
Aires, Argentine (ANMAT)
* Thubc v6 trung;
+ Thubc san xuat vo trung: dung dich thé
Oncotec Am Pharmapark, [tich 16n (chat doc té bao/chat kim té bao); DE ST 01
g Pharma. 06861 Dessau- tl}uo\c dong kho‘(chat;d(_)'c te ba}o/che}t klrn EU-GMP | GMP 201 130/11/2012 02/08/2015 Co . qua’n tham
Produktion Roblau, Saxony-|té bao); dung dich thé tich nho (chat doc 2 0029 quyén Buic
GmbH Anhalt, Germany |té bao/chat kim té bao). -
+ Thudc tiét tring cudi: dung dich thé tich
16n (chat doc té bao/chat kim té bao).
Glaxo Zone Industrielle ng:::y Natm?g:
* £ A AN A L L
9 |wellcome |13 23 ruej” Thuoc khong vo trung: dang bao ché ran| o ) oyyp (HPFFRAZ | gi000015 10310412016 |Medicines  and
. Lavoisier, 27000|khac; thuoc phun mu. 0/2013
Production Evreux. France Health  Products
’ Safety (ANSM)
United Kingdom's
Penn Tredegar, Gwent,|San pham Colomycin (Powder for CPP: rljl]ggllfr:saerse and
10 Pharmaceutical [NP22 3AA,|Solution for Injection, Infusion or|EU-GMP |PP1011897 (20/09/2012
. : . . Products
Services United Kingdom |Inhalation) 4
Regulatory

Agency MHRA




Avinguda de

* Thube vé trung:

+ Thudc san xuat v tring: thudc tiém thé
tich nho.

+ Thudc tiét tring cudi: thudc tiém thé

. A - : Ministry of
. Barcelona, 69,[tich nho; thudc tiém thé tich 16n; thuodc
11 |-PoraIorios ogg70 sant Joan|nho tai. cu-oMp NP3 g 110018 3052004 | ORI of
Lesvi, SL . £ n A e n , 001/CAT Government  of
Despi * Thuoce khong vo trung: vién nang cilrng; . .
N Ca N Catalonia - Spain
(Barcelona), Spain|vién nen; vién bao; vién bao phim; thuoc
bot udng; thudc coém; thudc bot ding
ngoai; thubc udng dang long (dung dich
ubng; siro; hdn dich udng).
6111, Aven_ue Health  Products
Pharmascience Royalmount, Suite Thudc khong vé tring: vién nang ctng;|Canada- and Food Branch
12 100,  Montreal,| 1u0¢ Khong vo trung. g cung, 100241-A |02/04/2013  |24/9/2014
INC vién nén; thuoc bot. GMP Inspectorate,
QC, Canada, H4P Canada
2T4
* Thudc vo trang:
+ Thubc san xuat v tring: dang ban rin
(khang sinh c6 d6 nhay cam cao); dung Belgian  Federal
Rijksweg 14,|dich thé tich nho (khang sinh c6 do nhay Agency for
13 é('jﬁ/”reur yy  |Puurs,  B-2870,cam cao). EU-GMP 55/2013/00 17/05/2013  |01/03/2016 |Medicines  and
Belgium + Thudc tiét trung cudi: dung dich thé tich Heallth Products
nho. (AFMPS)
* Thudc khdng vo trang: dang ban rin
(khang sinh c6 d9 nhay cam cao).
i French Health
Laboratoires Rue des Quatre
14 |Expanscience |Filles,  28230|Thuéc khong vé tring: vién nang cimg  |EU-GMP g'ople’FR/ Y13i0212012  |13/05/2014 Zﬁ:nuc‘;fs Safety
Epernon Epernon -France (AFSSAPS)
*Thudc vo tring;
Nove Nordick Novo Alle 2880 :—ic"flhr?}i)éc san xuat vO trung: dung dich thé o y Danish
15 AJS Bagsveerd * Thube sinh hoc: thube cong nghé sinh EU-GMP 00028113 23/01/2013 28/9/2015 Medicines
Denmark Agency

hoc.
* Thude khac: nguyén liéu sinh hoc




Kela

. * Thube vé trung; Belgian  Federal
Laboratoria NV I A £
(Kela NV - St.Lenaartseweg + Thuog san xuat vO trung: Thuoc dang BE/2012/08 Ager_lcy for
16 Kempisch 48, Hoogstraten,|ran va’cay ghép. o EU-GMP 0 18/02/2013 26/10/2015 |Medicines  and
. B-2320, Belgium |* Thuoc khéng vé trung: thuoc uong dang Heallth Products
Laboratorium . . A ps LA,
NV) long; dang bao ché ban ran; vién nén. (AFMPS)
Via  Nettunense|, n, s khong vo trung: Vién nang mém. . -
17 gfiem ltaly 0K4r81210 123”";1 * Thude sinh hoc: Ché phim c6 ngudn|EU-GMP '%8/2013 26/03/2013  |16/09/2014 'Atag';";‘]r;y'\(":ld&;‘es
(LT) ltalia goc tir dong vat
*Thudc vo tring:
+ Thudc san xuét vo tring: Dung dich thé
tich nhé (hormon va chat cd hoat tinh
Laboratorio hormon, khéng bao gém hormon sinh
Italiano e duc).
A Via Licinio, 11 - : ; . . -
Biochimio ’ + Thudc tiét trung cudi: Dung dich thé IT/178- Italian Medicines
18 |Farmaceutico |2t§(|)ii6 Erba (Co)\; p nho. o EU-GMP |1 )01 [08/08/2013  |17/01/2016 1500y (AIFA)
Lisapharma * Thuoc khdong vO trung: Thudc udng
S.p.a dang long (corticosteroid); thudc dung
ngoai dang long (corticosteroid va hormon
sinh duc); dang bdo ché béan rin
(corticosteroid)
Nucleo Industriale
Facta - S'. Atto(loc. S. San pham Imipenem Cilastatina Kabi IT/249- Italian Medicines
19 Farmaceutici  [Nicolo A500mg/500mg EU-GMP 1/H/2012 12/03/2013 27/03/2015 Agency (AIFA)

S.p.a

Tordino) - 64020,
Teramo (TE) Italy




Cipla Ltd., Unit
IX *Thudc vo tring:
Plot No. L-139, S{+ Thudc san xuat VO trung: Thuf}c dong DE BB 01 q
20 Cipla Ltd., Unit|203 and M-§2 kcho, dung d;chmthe tich nho; thuoc dong EU-GMP | GMP_201 |17/10/2013 04/10/2016 Co . qua’n tham
IX Verna Industrial|{san trong bom tiém. ’ 7 3 0030 quyén Buc
Estate,  403722|+Thudc tiét trung cuoi: dung dich thé tich -
Verna, Salcette,|nho; thudc dong san trong bom tiém.
Goa, India
ilr?dgl;s?t(r)izal 22’; * Thuf‘)c votring: o UK GMP Medicines  and
o No.2, Mandideep +Thuoc sgln xuat vO trung: thuoc cay ghép 25315 Insp Healthcare
21 Lupin Limited Distr’ict Raisen, va dal?g ran . EU-GMP |GMP 29/10/2012 10/09/2015  |Products
Madhya Pra desh, *Thuoc khdng vo trung: \{lén nang cung; 25315/3904 Regulatory
IN 462 046 - India, vién nén; Siro kho pha thudc udng. 7-0005 Agency - UK
* Thudc vo tring:
Survey  Number + Thudc san xuit vo trljJng: _thuéc dégg
314, Bachupally kho; t.hl.lé? bét. pha tlém{t|§m m.lyén
(Vil,lage) (Amc_)x_lc!llln Sodium; Ampicillin Sod_lu_m;
Quthubulylapur Amplu!llp& Sulbactam; Flucloxacillin;
Aurobindo (mandal) RR Plperaglllln/Tazobactam). 3169/12.01 Finnish
22 Pharma Limited District ’ B Th1_16c khoéng vo trt‘mg: vién nén (Co-|EU-GMP 01/2013' "[22/11/2013 23/08/2016  |Medicines
Unit XII Hyderal;ad amc?x_lcl_av; FIl_Jcona_m_IIln; Phengxymethyl Agency (FIMEA)
Andhra F;radesh penicillin;  Pivmecillinam); vién nang
'[ctiing (Amoxicillin; Cloxacillin;

Pin code 500 090
India

Flucloxacillin, Dicloxacilin); thudc rin
khac: thudc bot pha hén dich udng
(Amoxicillin; Co-amoxiclav;




