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Lohstrasse 2. D + (Co s6 san xuét: Hikma Farmaceutica (Portugal, S.A. - Estrada do| a, DE NW_ g Q|
Sanavita ’ Rio da Mo n. 8, 8A, 8B - Fervenca, 2705-906 Terrugem SNT - = 01_GMP_| & 213 Co quan thim
10 . 159368 Werne @) RS X
Pharmaceutica German ’|Portugal) 5 2012_000 % &le quyén btrc
Is GmbH Y + Co s xut xuwong: Sanavita Pharmaceuticals GmbH ) M 1 & & «
Gidy CPP:| S 3
> 2
24.05.01. |5 En
11.6223- |~
0094
X * Thude chira penicillin va din xuat (khéng bao gdm cac khang sinh
Co s6 2: JL N z n oA ] n
.. betalactam khac va dan xuat): vién nén; vién nang cing; vién bao;
Leuwigajah  No.| x .. . X £ ot A ‘A
. . .. |hon dich kho uong; thudc bot vo trung pha tiém.
12 162 Cimindi, . , o x £ A P , .
. . * Thuoc chtra Cephalosporin va dan xuat (khong bao gom khang sinh
Cimahi, bandung - NS £ oA , o [T
. beta lactam khac va dan xuat): vién nang cting; vién bao; hon dich
Indonesia. N PV i A . X £
kho uong; thuoc bot vo trung pha tiém bao gom ca dan xuat penem.
* Thubc vo tring khong chira khang sinh (khong bao gdm chét tranh
, thai, hormon sinh duc; chat kim té bao): thudc bot vo trung; thude
Co s& 3: Jlf..
Industri Cimareme tem. ; . .
No. 8 Kompleks * Thuoc khang sinh (khong bao gdm beta lactam khac va dan xuat):
13 In d.ustl’ri P thudc bot vo tring pha tiém; thudc pha tiém vo6 tring; thudc tiém
. truyén; thudc tiém; thudc nho mét vo trung; thudc m& tra mét vo
Cimareme, . £ RN
Padalaran trung; thuoc nho tai vo trung.
& * Thudc vo tring khong chira khang sinh: thubc m& tra mit; thudc
Bangdung -l . £ < FOA A oA £ .
. nhil twvong béo; thuoc nho mat; thudc ti€ém truyén vo trung; thuoc nho
Indonesia. .
tal.
o . o]y s
Lindopharm Thubc khéng vé tring: vién nang cimg; vién nén; thudc khéng vo = 03 GMP_| g I Co quan thim
20 | GmbH Neustrabe Bl khdc (thude bot, thube com) 2 ooz 002| € % én D
ml 40721 Hilden, rung khac (thuoc bot, thudc com). 8 2012 S & quyén Dirc
Germany
Austrian
. .|Est t . . & INS- a i T
Fresenius Kabil. > an0s rab'e * Thuoc khong vo trung: thudc uong dang long. = S Q Q Medicines and
23 . 17 - 4020 Linz,|, ., L, o A1l S Q 480019- | g ) .
Austria GmbH Austria * San xuat cac chat khac: lactulose; hydroxyethylstarch; sinistrin. ) 0011-011 g - Medical Devices
M — = Agency (AGES)
. .|Rapsgatan 7, A A ear s £ . SO 2, E S = .
31 Fresenius Kabi Uppsala. 75174 Thuodc voé trung: thudc tiét trung cudi: dung dich thudc tiém thé tich 5 24:2011/5 Eiy N Medical Products
AB ppsa‘a, *|16n; dung dich thubc tiém thé tich nho. ' 52108 T |2 Agency, Sweden
Sweden = = a
= 3 <+




*Thudc v6 trung:
- Thubc san xuit vo trung: Thudc dong kho chira chat doc té bao

. JRPEP 2.y ? , X A LA 1A =9 S 2
Actavis Ttaly Via Passteur, ‘ 10- Thuoi tle‘rfl thf: tich nPo chu’a;l ch‘eAtt doc;te, bao o L = T/251- = = Italian Medicines
37 20014  Nerviano|- Thudc ti€t trang cudi: Thudc tiém thé tich nho chira chat doc t€ bao,| @ < <
S.p.a . A ) 2/H/2012 | = Agency AIFA
(MI) Italia héc moén sinh duc. 0 S 3
* Thudc khéng vé tring: Thudc udng dang long chira hoc mon sinh
duc
*Thubc vo trung:
-Thubc san xuét v6 trung: Dung dich thubc tiém thé tich 16n; dung
dich thudc tiém thé tich nhé. o . State
Joint Stock|74, Frunze Str.,|-Thudc tiét tr;‘mg cudi: Dung dich thudc tiém thé tich 16n; dung dich % 022/2012/| & = Administration of]
38 Company Kyiv, 04080, |thudc tiém thé tich nho. A SAUMP/ | & g Ukraine on
FARMAK Ukraine *Thudc khéng vo trung: Vién nang cung; thudc udng dang long; Q GMP 3 = Medicinal
thuc ding ngoai dang long; vién nén (chira hoc mén); cac dang|™ Products
thubc rén phan lidu k hac. Thude sinh hoc: thube cong nghé sinh hoc
(thubc mién dich).
*Thudc vé trung: .
4 L . X “A 2., ) F h N t l
52 rue Marcel et|- Thu6e san xuét v6 trang: Dung dich thudc tiém thé tich nho. A, | v Are:rfc a 10?;
. Jacques Gaucher|- Thudc tiét tring cudi: dung dich thubc tiém thé tich nho (chura = HPF/FR2 | & < gency
41 Cenexi . Q & N Medicines and
94120 Fontenay|sulfonamides) ) 002012 | = =
. £ R AN A Az . D = = Health  Products
sous Bois, France |*Thudc khong vo trung: vién nang cling;thuéc udng dang 1ong (chira — <
. P , . Safety (ANSM)
sulfonamides); thuoc dat; vién nén (chira sulfonamides).
Unique o Australian
Pharmaceutica %nlj-gti?al (er]zf % MI-2011- g g Therapeutic
47 1 Labs (Div of| > ’| Thube khong vé tring: thude vién nén A CE-00010{Q a Goods
. Panoli 394 116, = @ b .. .
JB Chemicals Guiarat. India O 3 3 P Administration
Pharm) arat, A (TGA)
gfl“que icq [Plot No.4, Phase Stat
1 La;rér;aé:];?vl?f v, G1D.C N - e = = Administration of
. |Industrial Estate,|Thudc vé tring: Thudc tiét tring cudi: Dung dich thudc tiém thé tich| O S & .
48 JB Chemicals| .. . , . L n 2, s A SAUMP/ | & = Ukraine on
& City: Panoli 394|16n; dung dich thuoc ti€ém the tich nho (dong 1o). S GMP g = Medicinal
. |116, Dist: = = S edic
Pharmaceutica . Products
Is Ltd) Bharuch, India
C/ Maximo|Thudc khéng vé tring: vién nang clng; thude udng dang long (bao| a, S v Spanish ~ Agency
59 Faes  Farma,|Aguirre, 14, gém ca thude chira hormon va chét c6 hoat tinh hormon); dang bao % ES/143HI | & N of Drugs ang
S.A Lejona 48940|ché ran khac (thudc cdm, vién nén bao phim c6 duwdng); vién nén ) /12 % E Health  Products
(Vizcaya), Spain  |(hormon va chit c6 hoat tinh hormon); vién bao. M — B (AEMPS)
* Thubc v6 tring: I;a;tlogalaliltnstlzfz
Egis Bokenyfoldi  ut,|+ Thudc san xut vo trang: dung dich thudc tiém thé tich nho. A, 0GY1/34 | a8 Or ani;atio}rll
g . |118 - 120.,|+ Thubc tiét tring cudi: dung dich thudc tiém thé tich nho. = S g g .
63 Pharmaceutica Budapest, 1165,|* Thudc khong vo tring: vién nang cimg; thube bot, thubc cdm; vien .t 018- 3 4 Development ~ in
Is PLC Hing‘;ry’ e u J & £ cumg, thuoe bot, thu VIR lono2 |5 g Healthcare  and

* Thubc sinh hoc: thudc cong nghé sinh hoc Biosimilar.

Medicines,
Hungary




*Thubc khéng vo tring: thubc ding ngoai dang léng; thudc ubng

National Institute
for Quality and

7 ’ 7 N
Egis Matyas kiraly u,|dang long; dang bao ché dang ran; thudc phun mu (chtra khang sinh) E OGYI/34 | = 2 Organization
64 Pharmaceutica |65., Kormend,|va thudc phun mi (bao gém cé thudc khang sinh non-betalactam va| @ 018- § 8 Development  in
Is PLC 9900, Hungary thudc bot hit); dang bao ché ban rén; thudc dan; vién nén (chét doc té B 10/2012 S 3 Healthcare and
bao/chét kim té bao); vién nang clng. - Medicines,
Hungary
| avenue Blaise * Thudc khéng vo trung: vién nang cimg; thudc ding ngoai dang| a, o v French  National
. 1ong; thudc uéng dang long; dang bao ché rin khac; dang bao ché| = HPF/FR/1| S S Drug and Health
75 Biocodex Pascal, 60000|, , =, Q N 9
Beauvais. france ban ran. ) 07/2012 2 a Products  Safety
’ * Thuoc sinh hoc: Saccharomyces Boulardii yeast. M \o e Agency (ANSM)
State
198, * Thuoe v0 tring: S losanorz|g = Giﬂiﬁ:naﬂon oonf
Yuria-Pharm, [Verbovetskogo + Thudc tiét trung cudi: dung dich thube tiém thé tich 16n; dung dich| O I I ..
79 L en 2, \ A SAUMP/ | & = Medicinal
Ltd Str,  Cherkassy,|thudc tiém thé tich nho. = * 0
Ukraine, 18030  |* Thudc khong vo tring;: thude udng dang long = |oMP = = Products
’ ‘ : : A~ (SAUMP) -

Ukraine




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

Dot 7
4
Q .
2 . =
A A = & A “ES = o
NHA MAY . , - 4 GIAY = C QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN & 2 > <
CONGBO |~ : : = C|CN & = CAP
4
N e}
B * Iy . . . - — — .
AstraZeneca SE 1518.5 Dg? chi: AGarturAlava‘gen (I.\Alexmm/Los'ec) Sodimalje, 151¢85 va:ede.nk s 242012/5| S S Medical Products
2 Sodertalje, Thudc khéng vd trung:vién nang cling; thuéc dang ran phan liéu| @ = & Agency of|
AB A, ) 21955 S —
Sweden khéc; vién nén. n S = Sweden
* Pia chi: Kvarnbergagatan 12 (Freeze Dried and Pumpspray)
Sodertalje, 15185 Sweden ~ “
_ * A PR = — — :
AstraZeneca SE 1518.5 Thuos vo’ trun%. o L ) s 242012/5| S S Medical Products
4 AB Sodertalje, + Thuoc san xuat vo trung: thudc dong kho. _ Q 22363 = X Agency of]
Sweden + Thudc tiét tring cudi: dung dich thudc tiém thé tich nho. = S < Sweden
*Thudc khéng v6 tring:thudc dung ngoai dang 1éng; thudc ubng - -
dang long
_ & ™ Ik ;
5 AstraZeneca :lj diféj.z * Pia chi: Gartunavagen (Multipurpose), Sodertalje, 15185, Sweden % 24:2012/5 § % i/leill(;al Producgsf
AB 1 * Thudc khong vo tring: vién nén; thude khac (thudc cém, pellet). ) 11586 Q T geney
Sweden 0 = Bi3 Sweden
i, &~ ~ ht .
AstraZeneca SE 1518.5 * Dia chi: Gartunavagen , Sodertalje, 15185 Sweden (23 24:2012/5| 3 8 Medical - Products
6 AB Sodertalje, * Péng goi - 22362 g & Agency of]
Sweden B = = Sweden
* Thubc v6 tring:
Dr.  Gerhard|Brunsbutteler P FRI . IO . < e ™ )
+ : ; = = 2
Mann Damm  165-173, .AThquc san xt{at vo trung: dang bao ché ban ran; dung dich thuoc| S 2012001/ |3 = Co quan thim
10 .’[tiém thé tich nho. ) q a N
Chem.-pharm. {13581 Berlin, P P . . IS = mann I - quyén B
. * Thuoc khong vo trung: thudc dung ngoai dang long; thudc udng| o Q Q<
Fabrik GmbH [Germany \ ) Lz , . Ly L S o
dang 16ng; dang bao ché ran khac; dang bao cheé ban ran; vién nén.
£ N A R . L . a Therapeutic
Pfizer 38-42 Wharf Rd,|* Thudc khong vo trung (khong chua penicillin, cephalosporin,| + , [MIL 2012-|3 e Goods
16 Australia Pty,|West Ryde NSW|antineoplastic, steroid): dang bao ché ban rin; thudc ran phan lidu;| O = |LI-09684- % 8 .. .
. O Loz = © = ) Administration,
Ltd 2114, Australia  |thuoc bot va thudc com. A~ 1 PN & .
— Australia
p= _ e " :
C.B. Fleet|Lynchburg, VA|_, 5 0 02-0001 = = United States
17 Sam pham: Fleet Enema O ~[2013-04- |Q Q Food and Drug
Company, Inc (24502, USA 1%} o B . .
; VN N N Administration
-
Ajinomoto 6-8,  Hachiman, E o 0 g;glltslzry Laboorf
19 Pharmaceutica | Kawajima, - Hiki- San phiam: Morihepamin; Neoami < 4558 S S and , Welfalrle
Is Co., Ltd|[gun Saitama, pham: P ’ - § 4557 a A overnment  of
Saitama Plant |Japan ] S S &

Japan




1 rue Alexander

* Thubc v6 tring:

French  National

. =) «© )
Laboratoire Fle.mlrllg, Pare + Thudc san xuét vo tring: dung dich thudc tiém thé tich nho. = HPF/FR2| & S Drug and Health
22 Scientifique Tony SNV Z. ; L a X4 oas .19 S Q
Aguettant Garni + Thudc ti€t trang cudi: dung dich thudc ti€ém thé tich 16n; dung dich| 072012 | < < Products  Safety
arnier, 69007 hube tiem thé tich nho n = % A ANSM
Lyon, France thudc tiém thé tich nho. gency ( )
* Thudc khong vo trung: thudc dung ngoai dang léng; thube udng
Industria Via G. Pascoli, 1 - dang long% dang bao che b;?n ran; thuoc fian. (bia ch1. 1: Industria . o -
. Farmaceutica Nova Argentia S.P.A - Via G. Pascoli, 1, 20064, S > — . ..
2 Farmaceutica |20064 Gorgonzola (MI), Italy) 5 IT273- | & I Italian Medicines
Nova Argentia|Gorgonzola (MI), g £ R . y A . , . ) 1/H/2012 | & § Agency AIFA
SPA Ital * Thuoc khong vo trung: vién nén. (Dia chi 2: Reparto Distaccato - o S =
o Y Via Muoni, 10 - 20064-Gorgonzola (MI), Italy) -
* Vién nén, thude bot (San xut tai dia chi 2, dong géi tai dia chi 1).
. 73-83 Cherry|* Thudc khong v6 tring: thudc udng dang long; dang bao ché ban rin ) “ Therapeutic
Probiotec N s , ORI IS 2 | MI-2012- | 5 —
28 Pharma Pt Lane, Laverton|(kem, md, gel); vién nang cling; vién nén; dau xoa; thudc hit; thuoc| L2 % L1-05497-| & S Goods
Limited Y North VIC 3026,|bot; thudc cdm sui bot; nude suc miéng; hén dich; thude xit; thude E G] 3 % < Administration,
Australia boi da(paint); dung dich thubc xit; lotion;. = 0 Australia
Co sO& xudt|Lohstrasse 2,
xuong: 59368 Werne, % DE NW_ a b 2
. . 01 GMP | o o Co quan tham
33 Sanavita North Rhine- Q 2012 000 Q Q uvén Dire
Pharmaceutica [Westphalia, B ) - E § quy
Is GmbH Germany
Boerlnger * Thudc vo tring:
Ingelheim Pharma L, Z A . ST PO £
+ Thuoc san xuat vo trung: dung dich thuoc tiém thé tich 16n; thuoc
. GmbH + Co. KG |, R . o i o .
Boeringer . dong kho; dung dich thudce tiém thé tich nho. A, DE BW |« )
f Birkendorfer Str. L enl s ‘. . LA 2 o \ S = = 2
18 Ingelheim 65 28397 + Thuoc tiét trung cudi: dung dich thuodc tiém thé tich nho. 5 01_GMP_|& N Co quan tham
Pharma GmbH| "’ * Thudc khéng vé tring: vién nang ctmg; dang bao ché rin khac| - 2012 002 E E quyén Ptrc
Biberach  a.d.R. : 2 . = = =
+ Co. KG Baden- (thuoc bot, thuoc com; pellet); vién nén. M 4 g N
* X . . J4 ~ A s . . 2 \
Wurttembere, . zllz?r:)ec sinh hoc: thudc cong nghé sinh hoc; khang thé don dong
Germany vt )
* Thubc vé tring (hormon va chit c6 hoat tinh hormon;
Baxter Oncology|prostaglandin/cytokine; chat doc t& bao/chit kim t& bao; chit mién
Baxter GmbH dich; prion, genotoxic, teratogen): e DE NW_ |« v
40 Oncolo Kantstrabe 2,|+ Thudc san xuét v6 tring: thudc dong kho; dung dich thubc tiém thé (23 02_GMP_| g I Co quan thim
GmbH 4 33790 tich nho; thubc ciy ghép dang rén; dugc chit. _ ) 2012_002 g g quyén Puc
Halle/Westfalen, |+ Thudc tiét trung cudi: dung dich thudc tiém thé tich nho. M 5 — —
Germany * Thubc khong v6 tring: thubc ding ngoai dang 16ng (chét doc té
bao/chét kim té bao).
* Thudc vo tring:
Warszawskie + Thubc san xuét o trung: dung dich thubc tiém thé tich 16n; dung
I%:fri?i};ut oz |22/24, Karolkowa il;lil;llto;et;i?u;he;i:nﬁn dich thudc tiém thé tich Ion; dung dich| 2 [OFTWNI S : Main
43 Y2 st 01-207| " 10¢ HEL HUNS cuol: dung ¢ - Aune el &5 4022/70/1 | & a Pharmaceutical
ne Polfa Warsaw. Poland thudc tiém the tich nho. ) ) = N Inspector. Poland
Spolka ’ * Thudc khong vé tring: thubc dung ngoai dang long; dung dich|™ = = P ’
Akcyjna dung qua tryc trang.

* Thubc sinh hoc: thudc ngudn gbe tir ngudi hodc dong vat.




Rue  du Parc Federal Agency
. . A ~ AN ea , ., . . Ao an | B N ha]
S.M.B industriel 39,1* Thuoc khong V0 trung: vién nang cu’ng (cI.uIa prions, chuq chat dgc S BER012 | = S for Medicines and
50 Technology |Marche-en- vGi gen hodc chat co kha nang gy quai thai); vién nang mém; thuoc| @ Q N
\ . . A % T, ) 001 * N Health Product of]
SA Famenne, B-6900,|dung ngoai dang 16ng; thuoc uong dang long; thuoc dan; vién nén. n - g Belgium
Belgique
* Thudc v6 tring:
+ 4 N Ay oA aono X ~ ~. N IS
Allergan Castlebar  Road. Thugc san )A;uatwvo trkmfg. thu(?c dong kho; dang bao ché ban ran; E 3744/M14 21 v ' N
. dung dich thudc tiém thé tich nho. g N Irish ~ Medicines
S Pharmaceutica | Westport, Co. + Thudc tiét tring cudi: thubc cdy ghép dang rin (chira .t 8- ° S Board
Is Treland Mayo, Ireland ! ’ £ cuol tu Yy ghep cang B V12/531 |Q =
Dexamethasone) ~ o
* Thude sinh hoc: thudc cong nghé sinh hoc.
Ctra. C35 la
batlloria a A, ~ ..
. z . N " , A £ NCF/120 | = v Minist ]
Sanofi Hostalric, km 63,|* Thuoc khong vo trung: vién nang ciing; vién nén; vién bao; thuoc = CF20 15 S 1Sty ©
53 . . N &) 9/034/CA | & Q Government  of]
Aventis, SA |09, 17404 Riells I|bdt (goi). ) T = = Catalonia - Spain
Viabrea (Girona), M 8 a p
Spain
* Thubc khéng vé tring (khong bao gém cac thudc gidng hormon,
thudc mién dich; thudc doc té bao; thudc chura chit c6 kha ning gy
ANattermann&Ci |quéi thai va dot bién; thubc chita dugc chdt co ngudn gbe tir DE NW
e. GmbH ngudi/déng vat/vi khudn/virus; thuéc khéng chira Chlorpromazine E — -3 = 2
A Nattermann . . . . 04_GMP_| K Q Co quan tham
60 . Nattermannallee |hydrochloride, Diazepam, Metoclopramide hydrochoride, Valproate| @ - l BN N N
&Cie. GmbH . i i N N RPN . ) 2012 002 |« s quyen bic
1, 50829 Koln,{Sodium): vién nang cirng; vién nang mém; thudc dung ngoai dang| 4 9 g =
Germany 16ng; thube udng dang 16ng; dang bao ché rin khéc (thubc bot, thudce
cbm, vién ngam); dang bao ché ban rén; vién nén (vién nén bao phim,
vién sui, vién nén bao duong).
* Thudc vo tring:
+ Thudc san xut vo trung: dung dich thudc tiém thé tich nho.
+ Thudc tiét tring cubi: dung dich thudc tiém thé tich nho.
Doppel Via Volturno, 48 -|* Thubc khéng v6 tring: vién nang cing; thudc dung ngoai dang| . « A
61 Farirl)aceutici Quinto De' Stampi|long; thude uéng dang long; thudc bot va thudc cém; thubc dan (23 1T/2- § 8 Italian Medicines
SRL - 20089 Rozzano|(hormon corticosteroid); vién nén (hormon sinh dyc va hormon| - 4/H/2012 | @& 5 Agency AIFA
- (MI), Italy khac). = - =
* Thubc sinh hoc: thudc cé ngudn gbc dong vat (vién nang clmg);
thudc sinh hoc tir 1én men dang vién nén.
* Thude duge liéu: vién nén
* Thubc v tring:
+ Thudc san xuét vo trung: thube dong kho (vaccin bt hoat; hormon
corticosteroid; Protein/DNA tai t6 hop).dung dich thudc tiém thé tich
_ y . . X 4 . . . 4 . . - ~ ha]
Sanofi- Loc. Valcanello' n}lo (vaccin vi khun bat hoat; vaccin virus bat hoat; protein/DNA taif S 19l 1= = Italian Medicines
62 |aventis s.p.a 22012 Anagni)id hop). - S |umeoz |S = Agency ATFA
= |(FR), Ttaly + Thudc tiét tring cudi: dung dich thudc tiém thé tich nho. 2 g Q geney

* Thubc khéng vo trung: vién nang cing; thubc udng dang long; vién
nén.
* Thudc sinh hoc: thuéc mién dich; thude céng nghé sinh hoc.




1 rue de la Vierge,

* Thubc v6 tring:
+ Thudc san xudt vo tring: dung dich thudc tiém thé tich nho.

Sanofi Ambares et|+ Thudc tiét tring cudi: dung dich thudc tiém thé tich nho. E g g National 'Agency
63 Winthrop Lagrave, 33565|* Thudc khéng vo tring: vién nang cimg; dang bao ché rén khac;| O HPF/FR/T q N of Medecine and
Industrie Carbon ’ Blanc|vién nén. o 2 04/2012 2 E Health ~ ~ Product
L T U PN = a Safety (AnSM)
Cedex, France * Thuoc sinh hoc: thudc cé6 ngudn goc tir nguoi hodc dong vat;
enzym vi sinh vét.
* Thubc v6 tring:
+ Thudc san xudt vo tring: thudc déng khé; dang bao ché ban rén;
- Via Ponte Della d}mg d}ch}hl{éc tiérrn thé tich nho; thubc ciy ghép dang rin; thudc " o -
Fidia Fabbrica 3/A - XUatvo trung khag. ; : | = IT275- | & 3 Italian Medicines
64 Farmaceutici 35031 Abano + Thudc tiét' trung cudi: dung dich thudc tiém thé tich nho; thude cay| @ /H/2012 ? VQ: Agency AIFA
S.P.A Terme (PD), Italy ghép d;mg ran. ) ) B § F
’ * Thuoc khong vo trung: vién nang ctiing; thuoc bot; dang bao che
ban ran; vién nén.
* Thubc sinh hoc: vaccin virus séng; thude c6 ngudn gbe tir dong vat.
Lindopharm A, DE NW_ |« v
66 Lindopharm |GmbH Neustrabe|* Thuég khong vo tring: vién nang ciémg; vién nén; thude bét va (23 03_GMP_ 8 8 Co _ quan thdm
GmbH 82, 40721 Hilden,|thudc com. ) 2012_002 | = x quyén buc
Germany m 2 5 A
.. o g v .
o LS A ;gioll)gdhg:ykit\i: * Thubc khéng vo trgmg: vién nén; gac visco - polyester v0 trung tam ?‘J 4G5§21/\1)\; ;\/I § § gllg:maceutical
Poland isopropyl alcohol 70%. B 12 § S Inspector, Poland
* Thudc vo tring:
+ Thubc san xuét v6 trung: dung dich thudc tiém thé tich 16n; dung
dich thudc tiém thé tich nhé. o State
Joint  Stock|74, Frunze Str., +Tpuéc tiét tring cubi: dung dich thudc tiém thé tich 16n; dung dich 5 022/2012/ %‘ g Administration of]
74 Company Kyiv, 04080, |thudc t,iérn thé tich nho. o @' SAUMP/ g g‘ Ukraine on
FARMAK Ukraine * Thuoc khong vo trung: vién nang cimg; thudc uong dang long;| O GMP & = Medicinal
thubc dung ngoai dang 16ng; dang bao ché rén khac; vién nén (bao| & Products
gdm ca vién nén chira hormon).
* Thudc sinh hoc: thuéc mién dich
Khasra No.
1342/1/2,
Hilltop Industrial UK GMP United
Area, Jhramajri, 24881 Kingdom's
Village Bhatoli E Insp g hlt medicines  and
75 USV Limited |Kalan,  Baddi,|* Thudc khéng v6 trung: vién nén; thubc cém . o GMP q 8 Healthcare
Tehsil Nalagarh, 2 |24881/44| 9 Z Products
Himachal 15033- Regulatory
Pradesh, District 0001 Agency MHRA
Solan, In-173

205, India




3 Trayko St *Thudc khong vé trang: thude di ai long; thudc udng| S S et :
' rayko Stanoev uocy: ong vo‘ rung( ,uoca dung Pgoal dangA ong: uo:: uong| S BG/GMP/ = = Bulgarian  Drug
79 Unipharm AD (Str., Sofia 1797,|dang l6ng; dang bao ché ban ran (thuoc kem, thudc md, thudc gel);| @ 3+ Q
. A, ) 2012/032 i 3 Agency
Bulgaria vién nén. st * S
lg.[* Thudc khong vé trang: vié mg; ich ding cho loi;| 33 i3 ,
Sopharma Vrabevo' Mg * u?c f)n% vo trung vién nang cu'nig, Elun% dic Elung cho c_iu, s BG/GMP/| % |Bulgarian Drug
80 5660, district of|siro uong va hon dich uong; dang bao ché ban ran (thuéc kem, thuoc| @ I+ i
PLC . - A, ) 2012/033 i Bi Agency
Lovetch, Bulgaria |m&, gel); vién nén. 0 Eis Ei
* Thudc vo tring:
+ Thubc san xudt vo tring: thudc tiém; hdn dich v6 tring pha tiém;
No. 2 Fon Tan dung C?Ch,?ho ‘mat, nl}.o tai, ?hq j‘nul ) trugg. o .
+ Thuoc tiét trung cuodi: thudce tiém; dung dich rira vét thuong. o )
Road, Fon Tan PO A N x o . = < — Department  of]
Gentle Pharma . .|* Thuoc khong vo trung: dang bao che 16ng (hon dich, dung dich);| © o < .
82 Ind. Dist, Da Bi R O P i . : 2 . |h 7975 Q N Health  Taiwan,
co., Ltd . . |dang bao ché ban ran (thuoc md, thudc kem); dang bao ché ran (vién| = ) <
Hsiang,  yunlin,| . L, RN Loz |9 & Q R.O.C
Taiwan nén bao phim, vién nén bao tan trong rudt, vién nén, thudc com,| = >

thudc bot, vién nang)
* Duoc chit san xudt thudc penicillin (thuéc cbm, thudc bot, vién
nang); thuoc cephalosporin (thudc com, vién nang).
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Dot 8
4
Q .
= 5 |=
NHA MAY . , n 7z &|GIAY |© 8 Cco QUAN
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: = @ n .
Merck Sharp 7.70 Sumneytolwn San pham: Varivax (Varicella Virus Vaccine Live (Oka/Merck)| 9 CT 1369-|K K United States
3 & Dohme|Pike, West Point, Refrigerator Stable Formulation g = 13 WHO |3 S Food ~and "Drug
Corp.,US  [PA 19486, USA g N z @ @ Administration
Ferrin Chemin de la A, ﬁ “ Swiss Agency for
g Vergognausaz 50,|Thuc dang ran: vién nén Minirin; vién nén phéng thich cham = I S Therapeutic
4 International @ 12-1794 | & Q
Center SA 1162 St-Prex,|Pentasa. ) L = Products
Switzerland 5 > “ (Swissmedic)
* Thudc vo tring:
. + Thudc san xudt vo tring (hormon va chat co hoat tinh hormon):
Ferring GmbH £ an R PO X, o
. thuoc dong kho; thudce tiém thé tich nho; vi nang.
Wittland 11, FOUNYIN . A Ln o . [ N \n
24109 Kiel + Thuoc tiét trung cudi: thuoc tiém the tich nho. S DE SH 0| g S Co an thim
5 Ferring GmbH Schleswi ’|* Thude khong vo tring: thude udng dang long (hormon va chat co| @ 1_GMP_2| & S u énqgl'xc
Holstein & hoat tinh ctia hormon). B 012 0011 = = quy
’ * Thude sinh hoc: thudc dong khé chira hoat chat ngudn gbe tir ngudi
Germany \ JORAN 2 i . PO x -
duogc san xuat vo trung; thuoc dong kho san xuat vo trung bang k¥
thuat di truyén.
* Thubc khong bao gém betalactam va dan xut: thude tiém dong kho
khong chira khang sinh; dang bao ché ban rén chira khang sinh non-
Kawasan Industri|betalactam; thudc tiém v6 tring chira khang sinh; thubc udng dang
2 7 I3 . _ p* .
PT. Ferron Par Jababeka I, JIL[|long cl}ua kl}ang sn}h non’ beta.lactam. ) . o s PW.01.02 |2 v National Agency
. |Jababeka V1 Blok|* Thudc khéng chira khang sinh (khong bao gom thudc tranh thai,| O g N for Drug and
9 Pharmaceutica . . L A1 SO T 331.02.1 | S N
s J3, Cikarang,|hormon sinh duc; chat kim té bao): thudc tiém dong kho; vién nén va S 3988 I < Food Control,
Kabupaten vién bao; thudc tiém vo tring. = ’ S a Indonesia
Bekasi, Indonesia |* Vién nang cimg chita khang sinh non-betalactam (khong bao gom
thude khang sinh betalactam va dan xuét; thudc tranh thai; hormon
sinh duc; cht kim té bao).
Contract o .
manufacturing 20-22 . Long), Thudc khong vo tring (chita dugc liéu, vitamin, chit khoang, chat| = MI-2012- | = b Therapeutic
.~ |Street, Smithfield|, . . ~ . X ¢ ) T 1O g N Goods
10 & Packgaking bo sung dinh dudng): dang bao ché ran; dang bao ché ban ran (thuoc| ., LI-06246-| & S .. .
. NSW 2164 : = L 5 Administration
s s A ~ o [\l g
Services  pty . kem, thudc ma, gel). O 3 Q Q .
Ltd Australia = ~ o Australia
P.O." Box 5ll, - E = = United States
1" CSL Behring|Kankakee, IL,|San phém: Albumin (Human) USP 25%, Albuminar -25; Albuminar -| O CT 1579-|18 I Food and Dru
LLC 60901, US|25-50 mL/vial g 13 WHO § § . . g
. 2 Q q Administration
License # 1767 ) N N




* Thubc v6 tring:

Haupt Pharma|+ Thudc san xuit v6 tring: thudc tiém thé tich 16n; thude tiém thé
Wolfratshausen  [tich nho; hdn dich; xit mii.
A [N <\ A A [N A L r A A A our (a9} DE BY ()] wv
Haupt Pharma|GmbH + Thuoc tiét trung cuoi: thudc tiém thé tich 16n; thudc tiém thé tich = 04 GMP |3 = Co  aquan  thim
12 Wolfratshause Pfaffenrieder|nho; hdn dich. Q 2012 009 N S éanl'rc
n GmbH Strabe 5, 82515|* Thudc khéng vé trung: vién nang cung; thubc dung ngoai dang B 6 g § auy
Wolfratshausen, |long; thube uéng dang long; thudc bot va thude cém; dang bao ché
Germany bén rén; vién nén.
* Thubc vi lugng ddng can.
* Thubc v6 tring (bao gdm ca thude co hoat tinh hormon)
+ Thudc san xuit vo tring: thudc tiém thé tich nho.
Bayer - AG + Thube tiét tring cudi: thudc tiém thé tich 16n; thubc tiém thé tich
Pharma (Tén|Mullerstrabe 178| 7 HTHnE cuok ’ S ooy |2 o Co auan  thim
18 cii: Bayer|13353 S A Lo, N Q BayerPhar| & 8 , e
. . * Thudc khong vo trung: thudc vién nén (bao gdm ca thudc c6 hoat| 3 S quyén buc
Schering Berlin,Germany |, A N PR . 0 ma AG Q S
tinh hormon); vién nén bao (bao gdom ca thuoc c6 hoat tinh hormon 00
Pharma AG) R A an A1
va thude ddc t€ bao). _
* Thudc sinh hoc: sén phém cong nghé sinh hoc.
. , ~ %) Swiss Agency for
Novartis Route de I'Etraz,, Dang bao ché long: Otrivin Spay, Otrivin drops. Yy I I Therapeutic
23 Consumer 1260 Nyon, R L. . O =1|12-1768 | N
. * Dang bao ché ban ran: Voltaren Emulgel, Eurax Cream. = O = 5 Products
Health SA Switzerland A~ = a . .
N — (Swissmedic)
Survey N. 214,
Sun Government o “ State
Pharmaceutica Industrial ~ Area, % 046/2012/ g > Administration of]
24 ) Industries Phase II, Silvassa-|* Thudc khong vé tring: vién nang cing; vién nén. s SAUMP/ g % Ukraine on
L 396230 (U.T. of g |GMp |Q S Medicinal
Dadra& Nagar A~ - Products
Haveli), India
Poligono
Industrial * Thubc khong v6 tring: vién nang mém (hormon va chét c6 hoat| a, S “ Co quan thim
Leon Farma|Navatejera, C/ Latinh hormon); thudc cdm (hormon va chét ¢ hoat tinh hormon); vién = < = N d R
26 . C o a N . 4 . |9 4208/12 | Q quyén Tay Ban
S.A Vallina S/n,|nén va vién bao (bao gém cd thudc chira hormon va chat c6 hoat tinh| = = Nha
Villaquilambre-  [hormon). K B i
Leon, Spain
* Thubc v6 tring:
+ Thudc san xuit vo tring: thudc tiém thé tich nho.
Lomapharm * Thubc khong v6 tring: thubc ding ngoai dang 16ng; thudc ubn
Lomapharm  [Rudolf Lohmann X g vo fng. qung 1g ang fong; Ht ne o a v
dang 10ng; dang bao ché ran khac (vién bao, vién bao phim); vién s DE NI 0 | — 2
34 Rudolf GmbH KG nén 5 > Gmp 2|8 S Co quan tham
Lohmann = \Langes Feld 5.\, 1 0 o hoe: thube c6 ngudn gbe tir dong vt (khong tir nfio, mé 2 |012.0041 |3 3 quyén Dirc
GmbH KG 31860 Emmerthal,| s . L, ax 7 , . , —
than kinh hodc cac dan xuat twong tng); thuoc sinh hoc khac (
Germany
hormon, enzyme).
* Thude duge licu; thude vi luong déng can.
.. 4 4 . N ¥ ¥ F 1 A
Purna Rijksweg 17,/* Thuoc khong vo trung: thudc dung ngoai dang 16ng; thudc uong E BE/2012/ g g foerdiz dicineie:r‘iz
36 Pharmaceutica |Puurs, B-2870,|dang long; dang bao ché ran khac; dang bao ché ban rin (hormon va| @ q Q
. . : . 022 = X Health Product of]
IsNV Belgium chat c6 hoat tinh hormon); thuoc dan. B % g

Belgium




* Thudc khong vo tring: vién nang clmg; vién nang clng; thudc

Astell H t2, 7942 . . = : ; S © = Health
steras ogemaat 2, 79 dung ngoai dang 16ng; dang bao ché ran khac; vién nén; thuoc bt va = NL/H < Q . ca care
41 Pharma JG Meppel, The thube cbm Q 13/0008 Q < inspectorate, The
Europe B.V  [Netherlands uoe SO , P L B g Q Netherlands
* Thuoc sinh hoc: san pham 1én men; khang sinh beta lactam. —
* Thubc v6 tring:
+ 4 N AL A . R 2 .0 s O 2
Solupharm . ’ Thuoﬁc san xuat vo trung: thuoc tiém thé tich 16n; thuoc tiém thé " DE- o -
Pharmazeutisc Industriestr. 3,|tich nho. = RPDA- [& S Co quan thidm
43 -~ |34212 Melsungen, |+ Thudc tiét tring cudi: thude tiém thé tich 16n; thudc tiém thé tich| O NS Q ,qua
he Erzeugnisse ., ) 111-M-714{ = o quyén btrc
GmbH Germany nho. 0 1-0 3 S
* Thubc khong v6 tring: thubc ding ngoai dang long; thudc ubng -
dang long.
Dragenopharm
Dragenopharm Apotheker Puschl, Thubc khéng vé tring: vién nang cimg; dang bao ché rin khéac % DE BY_ |« = 2
GmbH U Lo o A = 04_GMP_| g S Co quan tham
44 Apotheker (thudc bot, thuoc com, vién nang mém); vién nén. Q - - Q Lo
Gollstr. 1, 84529 f i L. A - ) 2012_005 | = quyén Dtrc
Puschl GmbH |._.. . * Thuoc duogc li€u; thuoc vi lugng dong can. n - Q =
Tittmoning, 5 ° =~
Germany
Denk Pharma
Denk Pharma|GmbH & Co. KG % DE BY_ 1« = 2
£ R A ca , A 04 GMP_| g I Co quan tham
45 GmbH Co.|Gollstr. 1, 84529(* Thuoc khong vo trung: vién nang cting; vién nén. Q 2012 005 g E uvan Dl
KG Tittmoning, 8 . 3 = quy

Germany
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Glenmark
Pharmaceutica
Is Limited

Unit III, Village
Kishanpura,

Baddi - Nalagarh
Road, Tehsil,
District Solan
H.P. 17101, India

* Thubc khéng vé tring: vién nang cung (chtra bot kho hit); thudce
xit; thudc hit phan liéu.

PIC/S-GMP

044/2012/
SAUMP/
GMP

12/7/2012

9/19/2015

State
Administration of]
Ukraine on
Medicinal
Products
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7 N
Joint Stock|74, Frunze Str.,|* Thuoc v trung: % GIF-IW-N{ = g Main
1 Company Kyiv, 04080, |+ Thudc san xudt vo trung: thubc nhé mét. Q 4022/83/1| S g Pharmaceutical
FARMAK Ukraine * Thubc khong vo tring: thude nhéd miii, vién nén. B 2 2 § Inspector, Poland
* Thubc v6 tring:
+ Thudc san xut vo tring: dung dich thé tich nhé.
1389, Trasad) o 44 can phim: thude tiém Trgan-D 10mg/ml; thude tiém Aciloc 25 "
Cadila Road,  Dholka-| ¥ 0 e o e cam Amiracie Tooms. |S [ZAVLV/ |2 = |State agency of
3 Pharmaceutica |387810,  Dist, *ih : Eﬁf em o et SUPIng; ftoe 1t ¢ & |G 2013/002 | S Medicines,
Is Limited Ahmedabad, , uoe R ong vo rllng. .V}en nefn. i , B H = < Republic of Latvia
Guiarat. India San pham cu thé: vién nén Ethambutol 400mg; vién nén g —
Jarat, Ethambutol/Isoniazid 400/150 mg; vién nén Pyrazinamide 400mg;
vién nén Prothionamide 250mg.
Industria Via G. Pascoli, 1 - a a v
5 Farmaceutica (20064 * Thubc khong v6 tring: thubc ding ngoai dang 16ng; thudc ubng % 1T/273- 8 I Italian Medicines
Nova Argentia|Gorgonzola (MI),|dang long; dang bao ché ban rén; vién dit. ) 4/H/2012 S § Agency AIFA
SP.A Italy & = ¥
R?p arto . |* Thubc v6 trang: thudc bot, vién nén
Distaccato - Via|, _, £ oo - 2 1z e . .
. ( San xuat t6i san pham cho dong goi tai: Reparto Distaccato - Via
6 Muoni, 15-20064- .
Gorgonzola (MI) Muoni, 15-20064-Gorgonzola (MI), Italy.
Italyg ’1Dong goi tai: Via G. Pascoli, 1 - 20064 Gorgonzola (MI), Italy)
Reparto
Distaccato - Via
7 Muoni, 10-20064-|* Thudc khong vo tring: vién nén.
Gorgonzola (MI),
Italy
100&102
. ; . a_‘ N .
Antimony and|, Thudc khong vé tring (khong bao gdm penicillins, cephalosporins,| = MI-2012- | 5 = Therapeutic
Alphapharm [11&15-25 Garnet - . . i X IV O Q < Goods
10 hormon, steroid, antineoplastic): vién nang ctng; thudc bt da pha| ., LI-05871-| = = . .
Pty Ltd Street, Carole dune dich ubne: vién nén S 3 = 3 Administration,
Park QLD 4300,| "8 G HONE; vien nen. = S B Australia
Australia.
. 13 Othellos, Dhali A, ~ ) .
M h S . ; . . « g = = Ph tical
undip am‘ Industrial ~ Area,|[* Thuoc khong vo trung: thudc dung ngoai dang long; thudc udng = MUNO1/2| & Q arplaceu 1<':a'
12 Pharmaceutica Nicosia, Cyprus,|dang long; thuc phun mu; dang bao ché ban rin .t 012/001 | 3 Services Ministry
Is Ltd > YPrus, dang fong, tuoc phun mu, ¢ang ’ B o = of Health, Cyrus

2540, Cyrus




* Thubc v tring:

+ Thudc tiét tring cudi: dung dich thubc tiém truyén; dung dich thay E A, « ) Swiss Agency for
Route de Sorge 9,| , : J S A Iy . , b= — S .
B.Braun .~ ’|the¢ huyet thanh; dung dich tiém truyén dinh dudng; dung dich rta| O ) I Therapeutic
14 . 1023 Crissier,| . A 9[12-1540 |Q Q
Medical AG Thuy S vét thuong. O 2 © = Products
Wy sy * Dugc chat: HES 130, HES 450, HES 200, succinylated gelatin| & & % A (Swissmedic)
dang phun kho.
San pham: Berlthyrox 100
. ( Co so san xuit ban thanh pham: Berlin-Chemie AG -Tepelhofer| o, ~ )
. 1 k . — = :
15 Berlin - ?zlsenlc e 12\):1];5 Weg 83, 12347 Berlin, Germany. % 2012/01/b S N Co quan tham
Chemie AG ' Co s¢ dong goi: Berlin-Chemie AG - Glienicker Weg 125, 12489 - c & § quyén Pirc
Berlin, Germany . 0 = =
Berlin, Germany) O
* Thubc v tring:
. + Je \ X A v, . 2 5 X 5 N
. Camil Fabra, 58,|+ Thuoc §an )A';uat' vo trut}g. dung dich thé th‘h nh(i (b’ao igom ca E NCF/123 |2 v Ministry of Health
Alcon  Cusi,[08320 El Masnoufhormon va chat c6 hoat tinh hormon); dang bao ché ban ran (bao Q K
21 X, ., I , P . | @ 2/001/CA | & g of Government of|
SA (Barcelona), gom ca hormon va cdc chat c¢6 hoat tinh hormon); thuoc ciy ghép| - = = . .
. P ISR 0 T = S Catalonia - Spain
Spain dang ran (dang thuoc bot). — —
* Thudc khong v6 trang: thudc udng dang long.
% Se vo triino-
Atlantic Rua da Tapada Thquc V? trunAg o . o . National
+ Thudc san xuat vo trung: dung dich thé tich nho. A, e b .
Pharma -|Grande, n 2, S ‘. : 2, , s F036/S1/ | — > Authority of]
. + Thuoc tiét trung cuodi: dung dich thé tich nho. Q Q ..
22 Producoes Abrunheira, * Thude khone vo tring: vién nane cime: thude udng dane 16ne: Q H/AF/AV | & S Medicines and
Farmaceuticas, |Sintra, 2701-089,|  ~ooc <19NE VO TURE: VICN NANS cUNE fuoc UOng TaNe 0L 5 191012 | s Health Products,
dang bao ché dang ran (thudc bdt, thudc com); dang bao ché ban ran; — -
S.A Portugal o, L.P, Porrtugal
vién nén.
* Thudc vo tring:
+ Thudc san xudt VO trung: thubc dong khé (vaccin vi khuén bt hoat,
Protein/DNA tai tb hop, chat mién dich dong vat st dung cho nguoi);
. Strada provinciale|dung dich thé tich nho (vaccin vi khuan bét hoat).
QlaxoSmﬁhKl Asolana  N.90,|+ Thudc tiét trang cudi: dung dich thé tich nho. E = h ) ..
ine X R o N , £, an A1 L1 A IT241- | = Italian Medicines
26 manufacturin (loc. San Polo) -[* Thudc khong vo trung: vién nang cung (chat doc té bao/chat kim t&| @ /12012 | 8 Q Acency AIFA
S Pz 8143056 Torrile|bao); thuéc uéng dang long; vién nén (chat doc té bao/chét kim té| 2 Q g geney
o (PR), Italia bao). _
* Thubc sinh hoc: thuéc mién dich (vaccin vi khuén bét hoat); thube
cong nghé sinh hoc (protein/DNA tii t6 hop); thudc mién dich tir
dong vat str dung cho nguoi.
Sanofi 196 rue du A ) h] French  National
. Marechal Juin, |* Thubc khong vé tring: dang bao ché rin khac (khong bao gdm vién = HPF/FR/1| & & Drug and Health
29 Winthrop . o , A g Q g &
Industrie 45200 Anmilly,[nén; vién nang cting); dang bao ché ban ran. B 9/2013 g S Products  Safety
France N = Agency (ANSM)
; =) ~ H*
B.Braun Mistelweg 2.\4 1y 8 vé trimg: = 201203/ |3 ¥ |co quan thim
32 Melsungen 12357 Berlin, + Thudc tiét tring cudi: dung dich thé tich nho z Braun B s én Duc
AG Germany Hoc e g cuotl- dung &1 : B u & e quy
33 Zydus Hospira|Pharmez Special[* Thuéc vo trl‘lng: ) ) 5 = UK GMP| 3#  |United Kingdom's
Oncologv Economic Zone. |+ Thudc sdn xuat vo trine: thude done kha: dune dich thé tich nho = O 132340 ** Bia medicines and
34 PT Actavis|Jalan Raya Bogor|* Thudc khong v trung chira khang sinh beta lactam: vién nang = aNL/H Eiy ¥  |Health care
Indonesia Km 28, Jakarta, |cting; thudc uéng dang I6ng; vién nén. = O 113/0100 i i inspectorate, The
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SUN .
. . * Thuoc vo trung: A . o)
Pharmaceutl'ca Baroda nghway, + Thude san xuét v6 tring: thuc déng kho; dung dich thé tich nho. = NL/H = N Co quan thdm
3 1 Industries|Halol,  Gujarat, L a Z. . <, . &) Q N -
. . + Thuoc tiét trung cudi: dung dich thé tich nho. 5 13/0105 | = v quyén Ha Lan
Ltd. India,|389350, India X . 2 .A . A 5] & S
* Thuoc khong vo trung: vién nang cung; vién nén. —
Halol
Santen 348-3, Aza-suwa, E o 0 Minister of]
Pharmaceutica |Oaza-shide, Taga-|, . . . & I I Health,  Labour
10 I Co. Ltd|cho, Inukami-gun, San pham: Flumetholon 0.02, Ophthalmic Preparations § 4644 § § and Welfare,
Shiga Plant  |Shiga, Japan ] S S Japan
9-19, Shimoshinjo
Santen
Pharmaceutica 3-chome,
1 Co. 1t Higashiyodogawa- % e v Minister of]
” "|ku, Osaka, Japan , i . . . ) I < Health, Labour
13 (Santen |14, Shikinami, San pham: Kary Uni, Ophthalmic Preparations z 4374 S S and Welfare,
Pharmaceutica .. Q, Q< Q
Hodatsushimizu- ] — — Japan
1 Co., Ltd.
Noto Pfant) cho, Hakui-gun,
Ishikawa, Japan)
* Thudc vo tring:
n A 2 Reoom x| . 2 s 5
Cis 30, T Sl i o el 0 10 . T
Tedec-Meiji 30,500, Alcala de|_ . o ¢t [fung cuoL dung @ 3 S |= [Es/o19HI|S S of Drugs ang
16 * Thuoc khong vo tring: vién nang cing (bao gom ca thuoe hudng| @ N g
Farma, S.A [Henares  28802] . A Lk . . o , LoD /13 N po Health  Products
. . tam théan); thuéc uong dang 16ng; dang bao ché ran khac (thudc bot;| m = Q
(Madrid), Spain L oz L A % N — (AEMPS)
thuoc com; pellet); thuoc dat; vién nén va vién bao (bao gom ca thuoc
chira khang sinh betalactam).
No 147
Madhavaram-Red UK GMP United Kingdom's
Bafna Hills Road, % 31798 S v medicines and
. |Grantlyon Village,|,, R . R i , A, Insp GMP| & < Healthcare
: : @) q q
17 fh}ejirnnlliczutlca Vadakarai, Thuoc khong vo trung: vién nang clirng; vién nén. = 31798/37 | = = Products
s ¢ Chennai,  Tamil M 8562- e a Regulatory
Nadu, In 600052, 0005 Agency MHRA

India




State

Bzgzz?sa Administration of]
Idol Ilac Cebealibev sok. N * Thubc v6 tring: E 016/2012/ g g Ukraine on
19 Dolum Sanayii Y 50 14 Thube san xuat vo trang: dung dich thé tich nhé. Q SAUMP/ |4 N Medicinal
. 20, 34020, D £ : oy . =) A =
ve Ticaret A.S . + Thuoc tiét trung cudi: dung dich thé tich nho. 0 GMP = Q Products
Topkapi, Istanbul, N o
Turke (SAUMP) )
Y Ukraine
Holopack * Thudc vo tring chita hormon va chdt c6 hoat tinh hormon;
Verpackungstechn |prostaglandin/Cytokine; chit min dich; sulphonamides:
ik GmbH + Thudc san xuit v6 tring: dung dich thé tich 16n; dang bao ché ban
Bahnnhofstrabe, |rén; dung dich thé tich nhé.
JOREIN \ . . R r . 5 A 1son Ay DE BW_ |& e}
Holopack gemap den|+ Thudc tiét trung cudi: dung dich thé tich 16n; dang bao ché ban ran; S il P — 2
. . . \ 01_GMP_|& I Co quan tham
25 Verpackungste|vorliegenden dung dich thé tich nho. Q 2012 011 Y S uvén Bire
chnik GmbH |Grundrissplanen [* Thudc khéng vé tring chira hormon va chét c6 hoat tinh hormon; 8 g s = quy
vom 20.11.2007, |prostaglandin/Cytokine; chit mién dich; sulphonamides: thuéc ding -
73435 Abtsgmund{ngoai dang long; thudc ubng dang 1ong; dang bao ché ban rén.
Untergroningen, |* Thubc sinh hoc: thubc cong nghé sinh hoc chtra Protein ti t6 hop/
Germany DNA va enzyme.
* Thubc v6 tring:
+ I AL oA g . 2 40 5
. Scheutlaan  46-50 Thucic sa'u} xufit vO trtflg. dung 'dlch ﬂ}e ElCh nrho. ' L E S v Federal ' .Agency
Laboratoires + Thuoc tiét trung cuodi: dung dich thé tich 16n; dung dich thé tich BE/2012/ | & N for Medicines and
26 Anderlecht, B-| | Q Q a
Sterop NV 1070. Belgium nhoé. ) 024 A = Health Products -
- BC8 * Thubc khong v6 tring: thubc ding ngoai dang 16ng; thudc ubng| ™ e A Belgium
dang 16ng; dang bao ché rin khac; dang bao ché ban rédn; vién nén.
* Thubc v6 tring: . . .
Dagger Lane, |+ Thudc san xuat v6 tring: dung dich thé tich 16n; thudc dong kho; UK MIA| Un1t.eq Kingdom's
. . 2., . A I “ medicines and
Bio Products|Elstree, dung dich thé tich nho. ‘ ‘ s 8801 Insp| = — Healthcare
27 Laboratory Hertfordshire, + Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich Q GMP/IMP % 8 Products
Limited WD6 3BX,|nho. _ 2 8801/182 | S s Rewulato
United Kingdom  [* Thubc sinh hoc: ché phim tir mau. 35-0021 |~ gulatory
Ay oo Agency MHRA
* Dugc chat sinh hoc.
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich thé tich 16n; thudc déng kho
Dia chi 2: H-2100|(chira hormon va chat doc t& bao); dang bao ché ban rin; dung dich 0
29 Godollo, Tancsics|thé tich nho (chira hormon va chit doc té bao). ‘ K
Mihaly ut 82|+ Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich =
nhé (chtra hormon va chét doc t& bao). ¥

Hungary

* Thudc sinh hoc: dan xuét tor méu va huyét thanh; thubc min dich;
thubc cong nghé sinh hoc.




Holopack

**  San phém chira hormon va chit c6 hoat tinh hormon;

i\{(e(r}pni;l;;mgstechn prostaglandin/Cytokine; chit mién dich; nguyén lidu sulphonamides:
* Thudc vo tring: ~
Holopack Bahnnhofstrabe, + Thudc san xudt vo trung: dung dich thé tich 16n; dang bao ché ban % DE_BW_ > = 2
gemap den| . . o - 01 GMP_|& < Co quan tham
30 Verpackungste . ran; dung dich thé tich nho. Q = Q N i
. vorliegenden £ R N s .. , I i 2012 011 | = a quyén buc
chnik GmbH . * Thudoc khong vo trung: thuoc dung ngoai dang long; thuoc uong| S =
Grundrissplanen K X o, . 6 = ©~
dang 16ng; dang bao ché ban ran.
vom 20.11.2007, Lo L. . , R
** Thuoc sinh hoc: thudc cong ngh¢ sinh hoc chura Protein tai t6 hop/
74429  Sulzbach- DNA v enzvme
Laufen, Germany yme.
South San _ % 12-0170- g g United States
32 Genentech Inc |Francisco, CA|San pham: Avastin (bevacizumab) for Intravenous Use. O 2013-01- g g‘ Food and Drug
94080, USA 5 |VN Q Q Administration
Stada VN Joint
Venture Co.Ltd.
Binh Duong
Branch, 40 Tu Do
Stada VN|Aventure, * Thudc khong vé6 trang: vién nang ctg; vién nén (bao gdm ca vién E DE HE 0 2 g Co  aquan  thim
33 Joint Venture|Vietnam nén bao phim, vién nén giai phong thay doi, vién nén khang dich da Q 1 GMP_2 g % u éanl'rc
Co. Ltd Singapore day). B 013 0036 5 g quy
Industrial ~ Park,
Thuan An, Binh
Duong Province,
Vietnam
* Thubc v tring:
1 true Comte de|+ Thubc san xuét vo trung: dung dich thé tich nho. A o “ French Health
34 Haupt Pharma|Sinard, 26250|+ Thudc tiét trung cudi: dung dich thé tich nhé. % HPF/FR/T| & § Products  Safety
Livron Livron Sur|* Thudc khong vé tring: vién nang ctng; thudc dit; vién nén. ) 5/2012 § S Agency
Drome, France * Thudc sinh hoc: thuéc mién dich. K < - (AFSSAPS)
Ministry of|
4-6-10 & e )
. Koishikawa, R Z = g |Health,  Labour
38 Eisai Co., Ltd San pham: Pariet Tablets 10mg = 4368 N a and Welfare
Bunkyo-Ku, 3 < <
Tokyo, Japan & < < government of]
’ = Japan
Ministry of|
4-6-10 & e )
. Koishikawa, T Z S g [|Healh,  Labour
42 Eisai Co., Ltd San pham: Pariet Tablets 20mg = 4377 N Q and Welfare
Bunkyo-Ku, 3 < <
a Q Q government of|
Tokyo, Japan ) — — Japan
Nucleo Industriale|* Thudc v6 tring: ~ ) bt
43 Fisiopharma |- 84020|+ Thudc san xudt v6 tring chira hormon corticosteroid: thudc bot; % 1T/46- N 8 Italian Medicines
SRL Palomonte  (SA)|éng thudc tiém. 5 1/H2013 | & Agency AIFA
Italy + Thudc tiét trung cudi: dung dich thudc thé tich nho. M Q =
Akciju o =9 )
. . t l l 53, £ N N N Ca , , e N YO e ZVA/L - 2
sabiedriba, K.rus ps 1cta * Thuoe khong vo trung: vién nang cung (chura thude doc t€ bao/chat = /LV/ N IS State Agency of]
44 . Riga, LV-1057,|, . ... Lz \ . Q 2012/012 | S Q .. .
Grindreks (I . kim té bao); thudc uong dang long; vién nén. ) = < Medicines, Latvia
Latvia 0 H 3 F

vieta)




Prat de la Riba,

* Thubc v tring:

Boehringer |50, 08174 Sant . ; o . S NCF/130 | = = Ministry of Health
H + A 3 A A \ . Aoor o o
45 Ingelheim Cugat Del Valles Thuczc Sin Xl‘lat Vo t(r.ung. dung dlCh; ﬂ}e tich n ho. Q 2/001/CA | R Q of Government of]
+ Thuoc tiét trung cuodi: dung dich thé tich nho. ) ) = . .
Espana, SA  [(Barcelona), i . R in PO , n T Q — Catalonia - Spain
Spain * Thuoc khong vo trung: vién nang; thuoc uong dang 1ong. — —
e e ing K ia
Health DOWI’l Salisbu + Thudc san xudt vo trung: thubc dong khé; dung dich thé tich nho. E 20170 g g Healthcare
47 Protection L Yol% Thue sinh hoc: thube mién dich; thubc cong nghé sinh hoc; thude| O Insp GMP|Q Q
Wiltshire Sp4| . . . . . ) S = Products
Agency ’ .. .|sinh hoc khéc (Botulinum Toxins, toxoids Bacterial Enzymes 20170/13 | = a
0JG United = < . Regulat
’ e (Erwinia L-asparaginase) Bacterial Toxoids). 167-0015 cguiatory
Kingdom. Agency MHRA
Merck Sharp & . : '
Merck Dohme  Limited, UK MIA E‘e’gﬁni‘ngdoﬁ;
. |Shotton Lane,|* Thubc khong vé tring: vién nang cimg; dang bao ché rin khac; = 25 Insp = =
Manufacturing 0 Y " = K < Healthcare
. N ’ A A A \ r A A A N
49 Division " |Cramlington, vién nén; thu6e khong vo trung khac (thudce com udng). Q GMP g S Products
Cramlineton Northumberland, |* San pham khac: san phdm chir hormon. B 13532/40 (3 % Reeulato
801 INE23 3JU, United 61-0021 e HRA
Kingdom. geney
* Thudc vo tring:
Allergan Castlebar  Road,|+ Thubc san xut vo trang: thubc dong kho; dang bao ché ban rin; % 3744/M14 g g Irish  Medicines
50 Pharmaceutica |Westport, Co.|dung dich thé tich nho. ) 8- g g Board
Is Ireland Mayo, Ireland + Thudc tiét tring cubi: thudc ciy ghép dang rin (Dexamethasone) 8 V12/531 g 3
* Thude sinh hoc: thudc cong nghé sinh hoc.
¥ A~ Z. a . T~ > A
;l;l:)harm No. 838, Sec I, tri;l;lljgu‘(:)l(l:é\if)o trung: thuoc tiém (thudc san xuat vo trung va thudc tigt .
hune-H R oL . , . = = = Department f]
Company Chung W a .d’ * Thuoc khong vo trung: dang bao ché ban ran (thudc md, thude| O N N cpartmen . ©
51 .. Chung-Li  City, R ' ., . A, N 8001 N S Health  Taiwan,
Limited Taoyuan County, kem); dang bao ché ran (vién nén bao phim, vién nén, thuéc com, S Q < RO.C
. 5 £ N N = R a 0.
Chung Li Taiwan, R.O.C thuoc bot, vién nang). =

Factory

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




Misato Plant, 950

United Kingdom's

nga Hiroki,|San pham: .Arlce.pt Evess 5Smg Orodispersible tablet, Aricept Evess PP101207| . o medicines and
Eisai Co Misato-cho, 10mg Orodispersible tablet. 45 vl = — Healthcare
52 Limited Kodama-Gun, (San xuét tai: Eisai Co Limited PP101207 8 8 Products
Saitama bong goi tai: Pfizer PGM; Pharmapac (UK) Limited; Eisai g <
. . 46 Regulatory
Prefecture, 367-|[Manufacturing Limited) Acency MHRA
0198, Japan gency
Anthoussa Y S " .
Famar A.V.E. Avenue 7,1* Thube khong v6 trung: vién nang cimg; dang bao ché ran khac; = 16559/5-31 & < Natlo.nal‘
55 Anthoussa N ., L, . Q Q Q Oganization  for
Anthoussa Attiki,|vién nén (hormon va cac chat c6 hoat tinh hormon). ) 12 @ Q ..
Plant m = a Medicines, Greece
15344, Greece el —
8301 Mars Drive,|[* Thudc v trung: A, n v
57 Allergan Sales|Waco, Texas|+ Thudc san xuét vo tring: dang bao ché ban rin; dung dich thé tich (23 2012/594 § I Irish ~ Medicines
LLC 76712,  United|nho. 3|2 = N Board
States * Thudc khong v6 trang: dang bao ché ban rin. m « —




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

Dot 11
Z
‘,% A é
. ] P S = -
NHA MAY o , - Z GIAY = C QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN & =2 >~ <
CONGBO | - : . = C|CN & = CAP
z
State
Administration of]
- , &
Sun | |Halol-Baroda 1\, 1 €0 V6 tring: = 0452012/ 2 2 Ukraine on
Pharmaceutica [highway, Halol- 2 R L oan N . 2. . ) S S .
1 . . + Thuoc pha ché vo trung: thuoc dong kho; dung dich thé tich nho. | SAUMP/ | < g Medicinal
I Industries|389350, Gujarat,|, . . + " "0 . NSO = N -
Lid India Thuoc khong vo trung: vién nang mém; dang bao ché ban ran. O GMP N RS Products
A~ (SAUMP) -
Ukraine
Plot No E-37/39, Stte
MID.C ) ) T ° Administration of]
Glenmark L * Thube khong vo trung: thude ding ngoai dang long; thube udng| = 026/2013/| 2 = Ukraine on
. |Industrial Estate, \ N . . Loa e £ Q o & L
2 Pharmaceutica ) dang long; bot dung ngoai da; dang bao ché ban ran (thuodc kem;| ., SAUMP/ | Q S Medicinal
Satpur, Nasik-422| 2 | A ) 2 S
Is Ltd. thuoc mdo; gel); vién nén. O GMP F N Products
007, Maharashtra, = o SAUMP
India. ( ) )
Ukraine
Kishapura, Baddi- UK GMP United Kingdom's
Glenmark Nalgarh Road, A, 17350 ﬁ v medicines and
. |Solan District,|* Thudc khong vo6 trung; dang bao ché ban rin (thuéc kem va thude = Insp GMP| & I Healthcare
4 Pharmaceutica |_. ~ Q a Q
Is Limited Himachal mo). ) 17350/38 | K Q Products
Pradesh, In- m 2961- % ¥ Regulatory
174101, India 0004 Agency MHRA
Parque Industrial, UK GMP United Kingdom's
, N e} o
Glenmark Calle 9 Ing Mc?yer * Thude v tring; E 41732 = B medicines and
. Oks No 593, Pilar, R . . 2., , Lo . Insp GMP| & Q Healthcare
6 Generics SA - . + Thudc san xuat vo trung: dung dich thé tich 16n; thuée dong kho;| @ S PN
Pilar Plant Buenos Aires, Ar- dune dich thé tich nho ) 41732/70 | & Q Products
B1629MX, gd ' B ogoss- |2 S Regulatory
Argentina 0001 Agency MHRA
" 7 - PPy P A | <
Madaus Gmb thuoc A’khorAlg vo trunng. vién nan‘g cu’rA’lg,L thu0f: dungA’ ng(A)al dar:g " DE NW | e .
. long; thuoc uong dang long; dang bao ché ran khac (thudc bot, thude| S il — z
9 Madaus Lutticher Str. 5, cbm, pastilles); dang bao ché ban rin; vién nén (vién nén bao phim,| @ 04 GMP_| & & Co quan  tham
GmbH 53842 Troisdorf,| o P > dang : L It 2012 004 |5 5 quyén Dirc
German vién nén bao duong). B 3 q =
y * Thude duge licu; thude vi luong déng can.
The Institute for
Teva % « v Standarization and
1 r ’ r = o
17 |Pharmaceutica|2 Hamarpeh St,\, 0400 h& ban rén va thude dat. S |32 |8 S Control  — of
1 Industries|Jerusalem, Israel ) * x Pharmaceutical,
Ltd. | o a Ministry of]

Health, Israel




Lot no: 423/P/A,

Intas Ifﬁﬂilh\:; V]isl?: 12 * Thute v6 tring; & < = Health care
30 Biopharmace M(%rai ay’ Talﬂ%a + Thudc san xuit vo trung: dung dich thé tich nho. % NL/H § N inspectorate. The
i P v Ya ) * Thude sinh hoc: thudc cong nghé sinh hoc. 5 13/0106 | = ﬁ p ’
ticals Ltd. Sanand, Gujarat, I & Q Netherlands
* Duoc chat sinh hoc. H o
Ahmelabad, ; ;
382213, India
Plot numbers 457 : : '
and 458 Sarkhej- UK GMP Elelgﬁnimgdoﬁ;
i & = =
31 {)ﬁzrl;saceutica fdz‘iloada H;ii‘;?g’ * Thudc khong vé tring: vién nang cimg; dang bao ché rin khac; (23 IersMi}MP I < Healthcare
.. ’ ’|dang bao ché ban rén; vién nén. 5 P § § Products
Is Limited Ahmedabad, 0 17543/96 | S S Reeulator
Gujarat, 382210, 21-0016 gulatory
. Agency MHRA
India
* Thudc vo tring:
Dr. Gerhard|Brunsbutieler + Thudc san xuét v6 tring: dang bao ché ban rén (gel nho mit); dung E g g 2
Mann Damm 165-173,| .. PO . £ .z 2012/01/ | & I Co quan tham
32 Ch h 13581 Berli dich thé tich nho (thuoc nho mat). Q - -~ 5 Do
er.p arm. )L Thude khéng v6 tring: thudc ding ngoai dang long; thubc uéng B fmann Q Q quyen Bue
Fabrik GmbH |Germany =) »

dang 16ng; dang bao ché ban rn; vién nén.




33

Laboratoires
Mayoly
Spindler

6 avenue de
'Europe, 78400
Chatou, France

* Thubc vo tring: vién nang cimg; thuéc ding ngoai dang long;
thude uéng dang long; dang bao ché rén khéc; dang bao ché ban rin;
vién nén.

* Thude duoc ligu.

EU-GMP

HPF/FR/1
77/2012

10/4/2012

6/14/2015

National Agency
of Medicine and
Health  Product
Safety (ANSM)




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

Dot 12
4
Q .
2 . =
A A = & A 5 = o
NHA MAY . , - 4 GIAY = C QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN & 2 > <
CONGBO | : : = C|CN & = CAP
4
Rotexmedica CR}(r)Itlz)I({medlca * Thube vé tring:
.. + Thudc san xuét vo tring: dung dich thé tich 16n; dung dich thé tich E DE SH 0 - = 2
GmbH Arzneimittelwerk P A, , I I Co quan tham
1 . nho (chira hormon va chat c6 hoat tinh hormon). Q 1 GMP 2| & N N
Arzneimittelw [Bunsenstrabe 4, LA £ . 2 . . . 2D = L quyén Duc
. + Thuoc ti¢t trang cuoi: dung dich thé tich 16n; dung dich thé tich| g 013 0001 | =
erk 22946 Trittau, aho — 0
Germany )
* Thudc vo tring:
ﬁll(ialstria Intes Via Fratelli|+ Thudc san xudt vo trang: dang bao ché ban rin ( hormon|a, “ v
5 Terapeutica Bandiera, 26-|corticosteroid); dung dich thé tich nhé (hormon corticosteroid); thude (23 1T/98- I I Italian Medicines
s leﬁ fore 80026  Casoria|bét. 3 1/H/2013 | = S Agency AIFA
SpRL (NA), Italy * Thubc khong v6 tring chira hormon corticosteroid: thude dung| ™ ¥ =
o ngoai dang 16ng; thubc udng dang long.
. p= _ e " :
Baxter Route 3 km 142.5, San pham: Forane (isoflurane, USP) Liquid for Inhalation 0 03-0052 = = United States
6 Healthcare of|Guayama, PR Tén tai Viét Nam: Aerrane (isoflurane) O~ (2013-01- |Q Q Food and Drug
Puerto Rico  |00784, USA en tal Viet Nam: Astrane (1SoTlurane < N g z Administration
Ranbaxy * Thubc vé tring:
Laboratoires + Thubc san xudt vo tring: thubc bot pha tiém chira penicillin,| o, DE NW_ | ., v
7 Ranbaxy Industrial Area 3|cephalosporin va carbapenem. (23 04 GMP_ § I Co quan thim
Laboratoires |A.B. Road, Dewas{* Thudc khéng vo tring chira penicillin va cephalosporin: vién nang ) 2013_002 | & S quyén Puc
455 001 Madya|ctmg; vién nén (bao gdm ca vién nén bao phim va vién nén bao| M 1 b —
Pradesh, India duong); hon dich kho.
* Thubc v6 tring:
+ I AL oA g . 2 40 5
Abbott Veerweg 12, 8121 Thucjc Sin Xl‘lat Vo t(r.ung. dung dlCh; ﬂ}e tich n ho. E - = Healthcare
. . + Thuoc tiét trung cudi: dung dich thé tich nho. NL/H N N
8 Biologicals  |AA Olst,| Thube khong vé tring: thuéc uéng dang long: vién nén (chita Q 13/0003 | = S Inspectorate,
B.V Netherlands 10e Khong VO £ Thuoc uong dang fong, vien nen (chw B q = Netherlands

hormon).
* Thudc sinh hoc: thuéc mién dich.




Holopack

Verpackungstechn|* Thudc vo tring chira hormon va chit c6 hoat tinh hormon;
ik GmbH prostaglandin/Cytokine; chit mién dich; sulphonamides:
Bahnnhofstrabe, |+ Thudc san xuét vo trung: dung dich thé tich lém; dang bao ché ban
gemap den |rén; dung dich thé tich nhé (bao gdm ca ché pham nhé mit). DE BW |« -
Holopack vorliegenden + Thudc tiét tring cudi: dung dich thé tich 16n; dang bao ché ban rén; E il = = 2
. . P \ NPT ST, 01_GMP_|& Q Co quan tham
9 Verpackungste|Grundrissplanen |dung dich thé tich nho (bao gom ca ché pham nhd mat). Q 2012 011 X S Lvin Dl
chnik GmbH |vom 20.11.2007,|* Thubc khong vo trung chira hormon va chét c¢6 hoat tinh hormon; B 3 - g E quy
73435 Abtsgmund]prostaglandin/Cytokine; chat mién dich; sulphonamides: thubc ding -
Untergroningen, |ngoai dang l6ng; thubc udng dang 1ong; dang bao ché ban rin. ‘
Baden- * Thudc sinh hoc: thudc cong nghé sinh hoc chira Protein tai t& hop/
Waurttemberg, DNA va enzyme.
Germany
. * Thudc vo tring:
Novartis £ £ A . £ i
. +Thudc san xuat vo trung: dung dich thudc (ampoules, lo, bom tiém| o, .
Pharma Stein , < P R S e ) Swiss Agency for
Schafthauserstrass|dong san); thuoc dong kho (lo). — = .
AG, . 2o A <. . £ L |O 13989 |o I Therapeutic
11 . le, 4332 Stein,|+ Thuoc ti¢t trung cudi: dung dich thudc (ampoules, lo; bom tiém| ., Q N
Pharmaceutica . , < ES 13-988 = “@ Products
. |Switzerland dong san). O = = . .
1  Operations £ N . . I o i = ~ (Swissmedic)
. * Thuoc khong vo trung: Dang bao ché ran: vién nén; vién nang;
Schweiz Y .
mieéng dan.
* Pia chi: Kvarnbergagatan 12 (Freeze Dried and Pumpspray)
Sodertalje, 15185 Sweden o -
) N =9 — _ .
AstraZeneca SE-151 . &5 Thuoi: vo tmn%. o L ) 3 S 2420125 | 3 = Medical Products
AB Sodertalje, + Thugc san xuat vo trung: thudc doqg kho (dang tiém). Q 22363 E § Agency of
Sweden + Thuoc tiét trung cudi: dung dich thé tich nhé (dang ti€m). B & = Sweden
*Thudc khong vo trang:thude dung ngodi dang léng (thudc thut); - -
dung dich va hdn dich uéng; thudc hit va thude xit.
Str. Theodor
Pallady nr. 50 A | v National Agency
14 S.C  Infomed sectory ’ 3’ * Thubc v6 tring: _ % 028/2012/ 8 < for Medicines and
Fluids S.R.L Bucuresti co (i + Thudc tiét tring cudi: dung dich thé tich 16n. ) RO g § Medical Devices -
032266, Romania Romania
C/ San Rafael, 3,
Pol. Ind. A, ﬁ v Spanish ~ Agency
16 Italfarmaco  |Alcobendas, * Thubc khong v6 tring: thubc ding ngoai dang long; thudc ubng (23 ES/050H | & I of Drugs ang
S.A Alcobendas dang long; dang bao ché rén khac (thuéc bot, thude cém) ) VI/12 a Q Health  Products
28108 (Madrid). = A Q (AEMPS)
Espana
H-1103 Budapest|* Thubc khong v tring: vién nang ctng; thudc udng dang long; E - = National Institute
Gedeon . P .. - : P , Lo OGYI/60 | ] I
17 . Gyomroi ut 19-21,[thudc dung ngoai dang long; dang bao ché ban ran chira khang sinh;| @ Q a of Pharmacy,
Richer PLC RN PR ) 01-2/2013| = Q
Hungary vién nén chira hormon; thuoc bot va thude com. n 3 Q Hungary
6-8. Doshomachi ..

.. Minist f]
Dainippon 2-chome, Chuo- % e " 1Sty ©
Sumitomo ku, Osaka, Japan 2 @) S S Health, - Labour

: ’ an pham: tin tablets 5 i 4371 N a 1f:
18 Pharma  Co.,|(1450, Yasuzuka- San pham: Gasmotin tablets Smg § 37 = S al;iemmen\:]e a:;f;
Ltd cho, Suzuka, Mie, S = = &

Japan)

Japan




* Thudc khéng vé tring: vién nang cing; thubc udng dang long;
dang bao ché rén khac; vién nén.

. 4601 High 2 2 I . a . National A
Bristol Myers 601 Highway 6 San pham cy thé: vién nén bao phim Sprycel, vién nén bao phim E = = 4 1ona' . geney
. East, Mount . £ AR . S UMC/PT/ | § Q of Medicine and
21 Squibb Baraclude, dung dich uong Baraclude, vién nén bao phim Eliquis,| @ g a
Vernon, 47620, .. i A 1A . I . ) 2/2013 s o Health  Product
Company United States vién vang cuing Reyataz, thuoc bot pha dung dich uodng Zerit, dung| o 3 = Safety (ANSM)
dich udng Abilify, vién nén bao phim Ebyont, vién nén bao phim 4
Onglyza, vién nén bao phim Komboglyze.
Bluepharma -|S. Martinho do A, F001/S1/ |2 h) I:z?ho(i?: of
Industria Bispo, Coimbra, IS . , SO Lz o = g & .. Y
23 . * Thuoc vo6 trung: vién nang ctirng; thudc bot; thudc com; vién nén. @) H/AF/001 | & PN Medicines and
Farmaceutica, |3045-016, ) / < —
2012 q Q Health  Products
S.A Portugal ) — a ’
I.P, Porrtugal
Via  Provinciale
Schito 131 - = = =
Novartis % : . = IT/36- N I Italian Medicines
A A A AY . A r (D Q Q
25 Farma S.P.A 80058 . Torre|* Thuoc khong v6 trung: vién nén. = 52013 | B Agency AIFA
Annunziata (NA), 0 3 S
Italy
Ronda de Santa
. % J A A A . A . J . AN, ~
Novartis Maria, 158, 08210 .:l“huoc khong ;VO trtlng. Ylen n’en (bzio gor‘nA ca thuoc’huong thaAn), % NCF/122 |2 0 Ministry of Health
. Barbera Del|vién bao (bao gom ca thudc hudng than); vién nang cting (bao gom| Q o
26 Farmaceutica , J , A Y n . | D 7/001/CA | & Q of Government of]
SA Valles ca thudc hudéng than, chat kim t€ bao); vién nén bao phim (voi| 5 T = = Catalonia - Spain
(Barcelona), dudng). m = @ P
Spain
Laboratoires [Route de Marsat,|,, A A, ~ “ French Health
Merck Sharp&[Riom, 63063 Lrwgeotmang oo & [HPEER/S|S S [Products Safety
28 + Thudc san xuat vo trung: thudc dong kho; dung dich thé tich nho. |9 N Q
Dohme- Clermont-Ferrand |, Thube sinh hoc: thude mién dich: thube cone nehé sinh h ) 7/2012 | * Agency
Chibret Cedex 9, France 10C SIA KOC- Huoe mien Gieh, thuoe cong nghe st hoc. = < « (AFSSAPS)
Abbott
Laboratories, ©
Abbott Plant Neustadt * Thudc khéng vo trung: vién nang ctng; dang bao ché rin khac E DE NI 0 g = Co aquan  thim
29 Laboratories  |Justus-von-Liebig-|(chira hormon va chét c6 hoat tinh hormon). Q 2 GMP_ 2| Y S u éanl'rc
GmbH Str.33 * Thubc sinh hoc: thudc c6 ngudn gbe tir ngudi va dong vat. 2 013_0007 | 5 Q auy
31535 Neustadt a.
Rbge. Germany
Survey No. 41,
Bachupally United Kingdom's
Dr  Reddy's|Village, A, gSKl ZGIEEP o v medicines and
Laboratories |Qutuballar £ . . s ] A = P I I Healthcare
32 .. * Thuoc khong vo trung: vién nang cting; vién nén. Q GMP N N
Limited FTO-|mandal, Ranga ) 8512/179 “ Q Products
Unit 3 Reddy  District, m 70-0006 % ¥ Regulatory
Andhra Pradesh, Agency MHRA

In-500 090, India




33

RPG
Sciences
Limited

Life

3102/A.G.1.D.C
Estate,
Ankleshwar,
Gujarat, 393 002,
India

* Thubc khong vé tring: vién nang cimg; vién nén.

EU-GMP

UK GMP
18388
Insp GMP
18388/10
806-0004

8/31/2012

5/24/2015

United Kingdom's
medicines and
Healthcare
Products
Regulatory
Agency MHRA




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

Dot 13
4
Q .
Z s |E
NHA MAY . , n 7z &|GIAY |© 8 Cco QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN & 2 > <
CONGBO |~ : : = C|CN & = CAP
4
- - - -
GlaxoSmithK1 10.61 Mountal.n Cac san pham chura penicillin: . MI-2011- | 5 = Therapeutic
. . |Highway, Boronia . . X 1 o . N Q < Goods
1 ine Australia ’ * Thuoc v trung: dung dich; hon dich; thudc tiém; thuoc thut. U 2 |LI-04378-| & a .. .
Pty Ltd vic 3155: L gy ¢ khong vo tring: vién nén; vién nang cimg; thudc thut = 93 S = Administration,
Y Australia U J & ’ £ cung, tuoc thut. = & Australia
Lot. 89, Jalan
Enggang, o National
Sterling Drug|Ampang/Ulu (23 g g Pharmaceutical
3 (Malaya) Sdn|Kelang Industrial|* Vién nén; vién nén dai, thudc bot; thudc ubng dang long. A 182/13 g g Control  Bureau,
Bhd Estate, 54200 O = S Ministry of Health
Selangor, A Malaysia.
Malaysia
Mobilat
Mobilat E}r;il}limons & DE BY |« =
. . * Thudc khong vo tring: thude ding ngoai dang 16ng; dang bao ché| = 04 GMP_[S & Co quan thim
4 Produktions |Luitpoldstrasse 1, ban rén Q 2013 005 | S avén Pie
GmbH 85276 : 2 P 5 quy
Pfaffenhofen, -
Germany
National Institute
Eﬁ:ﬁﬁ?m Zrt./[IV. Korzet 6 & - = gorr agzéiltlilé}rll o
N, ”[* Thudc khéng v6 tring: vién nang cung; thubc bot va thude com; = OGYIA4T | ] N & .
5 Extracum Kunfeherto, 6413, .. , Q < < Development in
vién nén. ) 00-5/2013| = o
Pharma  Co.[Hungary 0 = 3 Healthcare  and
Ltd Medicines,
Hungary
; N n , I , . A e o) French  National
17 rue de|* Thuoc khong vo6 trung chira chat cé hoat tinh hormon: vién nang S = =
- - , X o A HPF/FR/6| & I Drug and Health
6 Cenexi Pontoise, 95520|ctrng; dang bao ché ran khac; vién nén. Q S qQ
OSNY, France * Thubc sinh hoc: thudc mién dich = 172013 qQ g Products  Safety
’ T T = e = Agency (ANSM)
. . AL . . . =9 5 H+
Novartis . Schafﬂiauserstra‘ss San pha{rl. E’x_lade/ésurﬁlra Dispersible tablet - s 04/13/620 = ¥ European
7 Pharma Steinfe, 4332 Stein,|( Co s& dong gbéi cap 2: Pharmalog Pharma Logistik GmbH,| QO 93 i i Medicines Agenc
AG Switzerland Simenstrase 1, 59199 Bonen, Germany) B Bl i geney




* Thubc v6 tring:
+ Thudc san xudt vo tring: thudc dong kho (chura chit doc té
bao/chit kim t& bao).; dung dich thé tich nho (chira chit doc té

i [paofehat kim | 2 R
10 Actavis  Italy ;/(;glfaStIe\It?Vi;r?o bao/chat kim té bao). (23 Ill;//;‘{ 01 § I Italian Medicines
S.P.A (M), Ital * Thudc tiét tring cudi: dung dich thé tich nho (chtra chét doc té ) 3 @ E Agency AIFA
Ay bao/chét kim té bao; hormon sinh duc). K - A
* Thubc khéng vé tring: thudc udng dang 1ong (chtra hormon sinh
duc).
10 rue Colonel A, o v National Agency
1" Delpharm Charbonneaux, * Thudc khong vo tring: vién nang cimg; thuc udng dang long; (23 HPF/FR/1 | & I of Medicine and
Reims 51100 Reims,|dang bao ché rin khac; vién nén. ) 63/2012 E i Health Product
France ' M % A Safety (ANSM)
* Thuoc vo trung:
+ Thubc san xuét vo trung: dung dich thé tich nhé chira hormon va
chat ¢6 hoat tinh hormon (khéng bao gdm hormon corticosteroid va “
Viale Fulvio Testi,|hormon sinh duc). % < > . ..
12 Ist*gfzrmaco 330-20126 + Thudc tiét tring cudi: dung dich thé tich nho. S 1131/{2/20 . S S ﬁalzlz x‘;d:mes
o Milano (MI), Italy |* Thudc khéng vé trung: vién nang cimg; thubc bot va thude cdm; B S g gency
vién nén. -
* Thubc sinh hoc: thude c6 ngudn gde tir dong vat (dung dich thé tich
nho san xuit vo trung hodc tiét tring cuéi).
56 route . de French  National
Sanofi Choisy au Bac,|* Thubc khong vo tring: vién nang cimg; dang bao ché rin khac E - =
. , . N . LA , HPF/FR/T| & Q Drug and Health
14 Winthrop 60205 (chtra cephalosporin); vién nén (chtra hormon va chat c6 hoat tinh| @ S =
Industrie Compiegne hormon; cephalosporin) = 0/2013 i~ Q Products ~ Safety
’ ’ ' M < — Agency (ANSM)
France
No. 6, kuang Yeh
Synmosa 1st Road, Hu-Kuo|* Thudc khong vo trung: dang bao ché long (hdn dich; dung dich); E e \n
. . . £ N . ISP R A = ) Department of]
Biopharma Hsiang, Hsin-Chu|thudc phun mu; dang bao ché ran (vién nén bao dudng; vién nén bao| O I Q .
18 . . . n o ms en o 8241 q & Health  Taiwan,
Corporation, |Ind. Park, Hsin|phim; vién nén; thudc bot; vién nang). S v N RO.C
Synmosa Plant {Chu Hsien,|* Duoc chat hormon (san xuat vién nén bao phim) = A o o
Taiwan, R.O.C
Co s& san xuat:
Ma'abarot Ind.
Zone, Emek
Hefer, Isracl The Institute for
Trim, Isr.ael C(.’ S0 déng g0t Thubc khéng vé tring (khong bao gdm thudc chira hormon, chét| & I ) Standarization and
Pharmaceutica [Kibbutz N , . , o , v = b =S
ddc te bao, khang sinh nhom betalactam: vién nang cung; thudc dung| O N N Control of]
19 1 Products,|Ma'abarot, Emek .. A Lz R P R 1. | A 1411/13 | & < .
, ngoai dang 16ng; thudc uong dang long; thuoc bot; dang bao ché ban| 2 3 Q Pharmaceutical,
Ma'abarot Hefer, Israel B X - . D Q Q N ..
, .2__|ran (bao gdm ca steroid); vién nén. = ~ ~ Ministry of]
Ltd., Israel Co s6  kiém
. Health, Israel
nghiém: Even
Yehuda Ind.
Zone, Emek

Hefer, Israel




Parque Industrial

* Thubc v6 tring:

Laboratorios + Thudc san xuét vo tring: dung dich thé tich 16n; thudc doéng kho; National
. Manuel Lourenco . 2. . -9 o ) .
Basi “[Ferreira. Lotes 15 dung dich thé tich nho. ‘ ‘ = F016/S2/ |z = Authority of]
20 Industria ’ + Thudc tiét trang cudi: dung dich thé tich 16n; dung dich thé tich| Q H/AF/001 | q Medicines  and
. 16, Mortagua,| ., =) - Q
Farmaceutica, nho. 0 /2012 < N Health Products,
3450-232, 1 N A I A . Lz = =
S.A * Thuoc khong vo trung: thuoc dung ngoai dang 16ng; thudc uong L.P, Porrtugal
Portugal K X . N
dang long; dang bao ché ban ran; thuoc dat.
i = - |z e i
Plr'a'mal Bethlehem,  PA| . . ' o 5 03-0182 = = United States
21 Critical ~Care San pham: Sevoflurane, USP Inhalation Liquid O 2013-04- | & N Food and Drug
18017, USA n S S . .
Inc =S VN = = Administration
v v
i = - |z h i
Plr'a'mal Bethlehem,  PA| . . o ' 5 03-0182 g = United States
22 Critical ~Care San pham: Isoflurane, USP Liquid for Inhalation O 2013-01- | & N Food and Drug
18017, USA n S S . .
Inc = VN = = Administration
v v
UK GMP United Kingdom's
23068 .
Mylan F-4, F-12 % Insp e h] medicines and
‘ = o
23 Laboratories MID.C, . * Thuoc khong vo trung: vién nang cting; vién nén. Q GMP: q S Healthcare
.. Malegoan, Sinnar, ) s — Products
Limited . 0 23068/ Q =
In-422 113-India g - Regulatory
22382- Agency MHRA
0005 geney
. . * Thude vo tring: A, n © Austrian
Sandoz GmbH Biochemiestrabe + Thudc san xuit v trung: dung dich thé tich nhé. = INS- N = Medicines and
26 10, 6250 Kundl, L. P N Q 481922- | Q . .
- BPO Kundl Austria * Thuoc sinh hoc: thudc cong ngh¢ sinh hoc. ) 0025-001 ® < Medical Devices
* Dugc chét ¢6 hoat tinh hormon. M A B Agency (AGES)
Plot Nos. 69-72 . . .
(B) Sector I, UK GMP - Eggi‘:nl;mgdoz‘l;
Ipca Kandla Free Trade ; . . N , £ i , . E 17549 = =
. * Thudc khong vo trung (bao gom ca thudc chira khang sinh N Q Healthcare
29 Laboratories |Zone, enicillin): vién nang cimg; vién nén; thudc bot pha hdn dich g Insp GMP) S Products
Limited Gandhidharn-  |P ’ g cung: ’ P e 2 |1754909 |Q S Romtlote
Kutch, Gujarat, IN 30-0005 - N i‘;c HRA
370230, India geney
National Institute
gllll:lrlr?ll:ceutica 2112 % = = f)olfgalg;:tlilgl e
. o S
35 1 and Chemical Vere§egyhaz, * Thubc khong vo trung: vién nén. Q OGYL76 q a Development  in
. Levai u. 5, ) 42-2/2013| 2 Q
Works Private Hunea 0 = 3 Healthcare  and
Co. Ltd gary Medicines,
Hungary
Pymepharco Joint
Stock Company
166-170, Nguyen A, e “
Py.mepharco Hue Street, Tuy|* Thudc khong vé tring: vién nang ctng chira khang sinh nhom = DE_HE 0 I = Co quan thim
38 Joint  Stock . . Q 1 GMP 2| & Q A,
Hoa City, Phu|cephalosporin ) pxt 3 quyén buc
Company . 013 0061 | < N
Yen Province, K gl
Vietnam, Viet

Nam




Via Ranco 112

Séan pham: vién nén phong thich kéo dai Macorel

& n s
39 Valpharma (loc.  Serravalle)|(Co s& san xuit: Valpharma S.P.A % S;I?/GM §] K Italian Medicines
S.P.A 47899, San|Co s¢ dong g6i: Elpen Pharmaceuticals. Inc - Marathonos Ave.95,( - 12013 S i Agency AIFA
Marino Pikermi Attiki, 19009, Greece) K o I
Survey No 47,
Dr.  Reddy's \B/eill(il;usally o State
Laboratories Qutblglll’a ur * Thubc vé tring: % 005/2013/ g g Administration of]
41 Ltd, Biologics P + Thudc san xuit vo trung: dung dich thé tich nhé ( dung dich thudc| SAUMP/ | a Ukraine on
Mandal,  Ranga| ., . . = “@ Q ..
Development .. .~ |tiém Grastim; Reditux) O GMP = N Medicinal
Cent Reddy  District, ~ v g Product
enter Andhra Pradesh, roducts
India
[T}
Baxter 11{;; tse G3 . alnizl _ = 04-0018- g g United States
42 Healthcare of|, — > o oyamdigs, pham: Suprane (desflurane, USP) Liquid for Inhalation 8 2013-01- | & N Food and Drug
Puerto Rico Puerto Rico v VN 3 = Administration
00784, USA =) < <
* 4501 Colorado
Boulevard, Los
Angeles, CA
Baxter 90039, USA E = = United States
’ San pham: Hemofil M (Antihemophilic Factor (Human) Method M,| & CT 2415-| 8 I
43 Healthcare * 1700 Rancho . . O g q Food and Drug
. . Monoclonal Purified, nanofiltration) : 13WHO |5 b .. .
Corporation |Conejo ‘S 3 3 Administration
Boulevard,
Thousand  Oaks,
CA 91320, USA
[}
Baxter Il{;; tse G3 . alnir; _ = 04-0153- g g United States
44 Healthcare of] Pue.rté 4 yRiC(; Séan phdm: Sevoflurane, USP Liquid for Inhalation 8 2013-05- g g Food and Drug
. by a o L .
Puerto Rico 00784, USA 4 VN b = Administration
Avda de la| . 2 A, . L .
Industria 30 San pham: vién nén bao phim Cialis A, o v Spanish  Agency
45 Lillv. S.A Alcoben(,las ’[(Co s6 san xuét: Lilly Del Caribe, Inc % SGICM/C 8 < of Drugs ang
> 28108 (Madrid) Co so dong goi: Lilly, S.A - Avda de la Industria, 30, Alcobendas| = ONT/SPL S i Health  Products
. ’128108 (Madrid), Spain M = 3 (AEMPS)
Spain
* Dung dich tiém: san phim cy thé: Trigan-D 10mg/ml; Aciloc
1389, Trasad|25mg/ml; Amikacin 500mg; Amikacin 1000mg. “
Cadila Road, Dholka-|* Vién nén: san phém cu thé Ethambutol 400mg; & ZVA/LV/ | = =
= < Q Sate Agency of]
46 Pharmaceutica |387810, Dist,|Ethambutol/Isoniazid 400/150mg; Pyrazinamide 400mg;| @ 2013/003 g & Medicines. Latvia
Is Limited Ahmedabad, Prothionamide  250mg;  Isoniazid/Rifampicin ~ 75/150  mg; B H = < ’
Gujarat, India Ethambutol/Isoniazid/Pyrazinamide/Rifampicin  275/75/400/150mg; -
Ethambutol/Isoniazid/Rifampicin 275/75/150 mg.
1389 Trasad UK GMP ~ iggfc(:nfsmgdo;gg
. & S =
Cadila . |Road, Dholka,|* Thudc khong vé tring (khéng bao gdm thudc chira Rifampicin): = 20872 N N Healthcare
47 Pharmaceutica n , A, Q Insp GMP| & N
.. Ahmedabad, IN|vién nang cling; vién nén. ) X < Products
Is Limited . 0 20872/14 |4 a
387 810, India 013-0004 o o Regulatory

Agency MHRA




Stichting Plesmanlaan 125|* Thudc v tring: A, o © Health care
Sanquin 1066 CX|+ Thubc san xuét vo trung: dung dich thé tich 16n; thube dong kho; = NL/H S S .
48 . . P , @) q q inspectorate, The
Bloedvoorzien |Amsterdam  The|dung dich thé tich nho ) 13/0009 |4 - Netherlands
ing Netherland (Céc ché phdm tir mau) K A =
* Thubc v6 tring: ‘
+ Thudc san xuét v6 tring: dung dich thé tich 16n (chira hormon va
chét c6 hoat tinh hormon, chét dc té bao/chat kim té bao); dung dich
thé tich nho (chita hormon va chit ¢6 hoat tinh hormon; chit doc té
Haupt Pharmal, e La A 1 PR S , s ke o
bao/chat kim té bao); hon dich va thudc xit (chtra hormon va chat cé
Wolfratshausen ,
Hauot PharmalGmbi hoat tinh hormon). A, DE BY |« v
b .|+ Thubc tiét trang cudi: dung dich thé tich 16n (chita chét doc té| 2 04_GMP_| S S Co quan thdm
49 Wolfratshause Pfaffenrieder|, . Lot A px ; 2 . \ K ga . A 1a | @ S S P
bao/chat kim t€ bao); dung dich thé tich nho (chat doc t€ bao/chat| 2012 012 |Q N quyén btrc
n GmbH Strabe 5, 82515|,, .. X . N . m = =
kim t€ bao); hon dich (chira hormon va chat c6 hoat tinh hormon). 1 — o
Wolfratshausen, R R N N . , s AL or
German * Thuoc khong vo trung: vién nang cung (chira hormon va chat co
Y hoat tinh hormon); thudc dung ngoai dang long; thudc uéng dang
long; thube bot va thude cdm; dang bao ché ban rin (chtta hormon va
chét ¢6 hoat tinh hormon); vién nén (chtta hormon va chét ¢o hoat
tinh hormon).
Sarkhej Bavla .
Cadila NHNo 8 A , ‘ & ﬁ o National ~ Agency
o ’1* Thudce khong vo trung: vién nang clirng; vién nang mém; vién nén; = UMC/PT/ | & S of Medicine and
51 Healthcare Moraiya, Tal. thube ph 1 miéne d4 Q 102012 | @ Q Health Saf
Ltd Sanand, Dist |huo¢ phun mu; miéng dan. B 5 % ea afety

Ahmedabad, India

(ANSM)
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Dot 14
4
‘,% A é
A A = & A 5 = o
NHA MAY o , - 4 GIAY = C QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN & 2 > <
CONGBO |~ : : = C|CN & = CAP
4
SmithKline « LA . . .
Beecham Ltd|Clarendon Road, Thquc Vo’trungﬂr. . L 2 ) . L UK MIA Unlt'eq Kingdom's
. + Thuodc san xuat vo trung: thudc cay ghép dang ran (bao gdm cd| a, ) h] medicines and
T\A Worthing,  West 2 i Lo S 10592 = =
i thudce chira penicillin). Q Q Healthcare
1 Smithkline Sussex, BN14 £ . s o ] N - |9 Insp GMP| & &
.. |* Thudc khong v trung: vién nang cung; dang bao che ran khac;| - — — Products
Beecham 8QH, United| .., A A s > = R R -t 10592/39 | & S
. ) vién nén; thuoc khong vo trung khac (vién nang cing va vién nén — = Regulatory
Pharmaceutica |Kingdom , s L 22-0024
Is chura penicillin, clavulanate/amoxcillin.) Agency MHRA
Zoning Industriel
Rue du Parc £ . U s , Lo o N " Federal = Agency
S.M.B industriel 30, 1hubc khong vo tring: vién nang clmg; vién nang climg (chta Prions| =g 5 | 2 S for Medicines and
3 Technology genotoxics hodc teratogens). Vién nang mém; Thudc dung ngoai| @ N N
SA Marche-en- dang 16ng; Thudc udng dang 16ng; Vién dan; Vién nén o 087 o = Health Product off
Famenne, B-6900,| ° g long, Hhuoc uong dang fong, o ’ K A - Belgium
Belgique
* Thubc khong v6 tring: vién nang cing; thudc ubng dang long
. (chira corticosteroid va cic hormon khac, khong bao gdm hormon
Via Bernardo sinh duc); thudc bot va thube cbm; dang bao ché ban rin (chira & = =
Mipharm Quaranta, 12 - T S com, cang A \ = 1T/84- Q I Italian Medicines
4 . hormon va cadc chat ¢ hoat tinh hormon, bao gom ca hormon|© < &
S.P.A 20141 Milano . . £ N , . N 7/H/2013 (& I Agency AIFA
corticosteroid); thuoc dan; vién nén (chtra hormon corticosteroid va| m Q =
(MI), Italy . e —
hormon sinh duc).
* Thubc sinh hoc: thudc c6 ngudn gbc tir dong vat.
Poligon Industrial
Can Jardi, Avgda. ) ) o e NCF/131 |2 “ Ministry of]
. Bizet, 8-12, 08191| * Thuoc khong vo trung: thuoc bot; thudc uong dang long; thuoc = I = Health of]
5 Lainco, SA . .. i . A QO 8/001/CA | & Q
RUBI dung ngoai dang 16ng; dang bao ché ban ran. ) T I = Government  of]
(Barcelona), m 8 « Catalonia - Spain
Spain
Farma Sant Scbastia, s/, , Thubc v6 tring: & NCF/131 | = = Ministry of Heath
108960 Sant Just : : o . = S S
7 Mediterrania, Desvern + Thudc san xuat vo trung: dung dich thé tich nho; thudc dong kho. |9 3/001/CA g q of Government of]
SL ’ + Thudc tiét tring cudi: dung dich thé tich nhé. B T g § Catalonia-Spain

Barcelona, Spain




Warsaw

Pharmaceutica
1 Works Polfa *Thubc vo trung:
S.A (tén - Thudc san xuét vo tring: Dung dich thé tich 16n, dung dich thé tich
BaLan: 22/24, Karolkowa|nhd. E GIF-IW-N| & g Main
9 Warszawskie |Str., 01-207|- Thudc tiét trung cubi: Dung dich thé tich 16m; dung dich thé tich Q 4022/70/1 8 % Pharmaceutical
Zaklady Warsaw, Poland |nho. B 2 § S‘ Inspector, Poland
Farmaceutycz * Thubc khong vé tring: Thudc ubng dang 1éng; Thubc thut hau
ne Polfa mon.
Spolka
Akcyjna)
Takasaki f\?vzilamamachi ; % = = gelzllts}tlry Labozf
Plant, Nippon - .7 |San phim: Bleocin (Lastet inj; lastet Cap.25; Lastet Cap. 50; Lastet| & I I ’
10 Takasaki-shi, = 3981 g N and Welfare
Kayaku Co., Cap. 100) s «@ «@
Gunma 370-1208, a = = government of|
L Japan = ” - Japan
Salutas ~ Pharma
GmbH * Thubc khong vo tring: vién nang ctng (chita chit doc t& bao/chét| o, DE ST 0|2 v
13 Salutas Otto-von- kim té bao); thudc ubng dang long (chita chit mién dich); vién nén % | GMP 2 N I Co quan thdm
Pharma GmbH |Guericke-Allee 1,[(chtra hormon va chét co hoat tinh hormon; chét ddc t& bao/chit kim ) OT3 00 65 § S quyén Puc
39179 Barleben, |té bao, chat mién dich). K - A —
Germany
Santen 9-19, Shimoshinjo
. |3-chome, ..
Pharmaceutica Higashiyodogawa o Ministry of]
) g = @ x
I Co, Iud ku, Osaka, Japan |, 2 . . . &) S < Health, - Labour
14 (Santen . . [San pham: Cravit, Ophthalmic Solutions 5 1232 N N and Welfare
. |(2-14. Shikinami, g S 5
Pharmaceutica . a, Q q government of]
1 Co. 1t Hodatsushimizu- ] o O Japan
Nofo P{ant) ‘[cho,  Hakui-gun, P
Ishikawa, Japan)
56 Hanjin-1 -gil, Sin oha
W - an paanm. & Minister of]
. Songa'lk el%p - Thudc tiém bot Choongwae Prepenem (imipenem 500mg + Cilasti n| = o =
15 Pharmaceutic | Dangjin-si 500mg) Q 15221 S S Health, Labour
=} ~ ~
al . Chungcheongna% - Thudc tiém bot Choongwae Prepenem (imipenem 250mg + Cilasti n 2 15572 § 3 and Welfare,
Corporation [m-do Republic 250mg) = Japan
of Korea
State
Administration of]
Joint Stock|139 & e ©
’ . = - = i
Company Saksaganskogo st,|* Thudc vo trung: @) 028/2013/ I I Ukra'm.e on
16 e . DS N L tar s . v SAUMP/ (X N Medicinal
Kievmedprep (Kyiv, 01032,(+ Thuoc san xuat vo trung: Thuoc bot chira cephalosporin. S GMP =) Q Products
! i = < =
arat Ukraine = (SAUMP) )

Ukraine




* Thubc khong vé tring: Vién nang cimg chira chat kim té bao; Vién

3 r "
Ostravska 29, mang meém chura cyclosporin; Thudc dung ngoai dung ngoai chira E - > State institute for
Teva  Czech|c.p.305. 747 70 Lz . , . £ ) sukls2208 [ Q
17 . hormon; Thudc udng dang long chira cyclosporin; Thudc phun mu| @ N ) drug control,
Industries s.r.o|Opava, Komarov -| ", o , £, , 2 s 03/2012 | I .
. chira hormon; Vién nén chira hoat chat c6 hoat tinh nguy hiém, chat| 5 = S Czech Republic.
Czech Republic A - -
kim t€ bao va hormon.
* Thude vo tring:
+ Thubc san xut v6 trung: Dung dich thé tich 16n; Thudc dong kho
(bao gdbm ca chét doc té bao/chat kim t& bao); Dung dich thé tich National Tnstitute
Richter 2h¥ilu6c tiét tring cudi: Dung dich thé tich 16n; Dung dich thé tich for Quality and
Gedeon Gyomroi ut 19- nho j £ ’ £d ’ ga E OGY1/45 g g Organization
18 21, Budapest, oy R . " , £ 4 .. Q 929- q Q Development  in
Nyrt./Gedeon * Thudc khong vo trung: Vién nang cimg; Thudc dung ngoai dang| S Q
X 1103, Hungary \ P } N Y \ 2@ 3/2011 = N Healthcare  and
Richter Plc. long; Thuoc uong dang long; Thuoc bot va thuoéc com; Dang bao che ~ N Medicines
bén rin chira khang sinh; Vién nén (bao gém cé thudc chira hormon Hunea ’
va chét ¢6 hoat tinh hormon). gary
* Thude sinh hoc: thudc c6 ngudn gde tir ngudi hodc dong vat.
* Duoc chét sinh hoc.
: French  National
. * Thubc vo trung: o a
talent 4 P 1 e ‘. : ’ S = A fi
Catalen 74 tue rl.n c1p.a °|+ Thuée tiét trung cuodi: dang bao ché ban ran. = HPF/FR/1 | & o gel?c.y or
19 France 67930 Beinheim,|, - N s o X , L, . |9 S Q Medicines and
L Thuoc khong vo6 trung: vién nang mém chira chat c6 hoat tinh| = 402012 | = Q
Beinheim SA |France hormon 0 N & Health  Products
- Safety (ANSM)
* Thubc v6 tring:
+ Thudc san xuit vo trang: Thudc déng khé (chira hormon khong
bao gdm hormon sinh duc va hormon corticosteroid); Dung dich thé
tich nhé (chira hormon khéng bao gdm hormon sinh duc va hormon
corticosteroid); thudc bot.
Alfa Via Enrico Fermi.|+ Thudc tiét tring cudi: Dung dich thé tich nhé. % = e . ..
L > . : 1T/99- S Ital M
21 Wassermann |1 - 65020 Alanno| * Thudc khong v6 tring: Vién nang cung; Thudc dung ngoai dang| @ N /I?/g 013 g 8 Aa :111 Alf;d:mes
S.P.A (PE), Italy long (chtra hormon, khéng bao gdm hormon sinh duc va hormon B = < geney

corticosteroid); Dang bao ché ban rin; Vién nén; Thudc cém.

* Ché phdm méu: Thudc din xudt hodc chiét xuat tir t& bao/md
nguoi.

* ché pham chira dan xudt hodc chiét tir t& bao/mo ngudi hodc déng
vat.
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OLIC
(Thailand)
Limited

Bangpa-In
Industrial ~ Estate
166 Moo 16,
Udomsorayuth
Road, Bankrasan
Sub-District
Bangpa-In District
Ayutthaya  Prov
13160, Thailand

* Thudc khong vo tring (thubc OTC): dang bao ché ban rin (thudc
kem, gel, thubc m&); thubc dang léng; thudc uéng dang long.

PIC/S-GMP

MI-2011-
CE-08904
3

4/9/2013

10/10/2015

Therapeutic
Goods
Administration,
Australia




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

Dot 15
NHA MAY . . R 2 Z JGIAY |<. ~[< . ElcOo QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN O &= - O =t | O =R~
CONG BO : : ‘ Z »~ HCN z O|z =E|CAP
* Thudc vo tring:
+ Thudc san xuét vo trung: dung dich thé tich 16n; dung dich thé tich -
. , A ™ o .
Pharmathen  |Dcrvonakion  6,mho. - o = 23374214 3 S National
4 SA Pallini Attiki,|+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| @ 313 = S Organization for
15351, Greece nho. B g < Medicines, Greece
* Thudc khéng v6 trung: vién nang cimg; thudc ding ngoai dang
long; vién nén.
* N
Sofarimex -|Av. Das Industrias +TT}111uoocchoa;rin§t vé trimg: dung dich thé tich Ién; thube déng kho; National
Industria |- Alto  do| [0FTHILE ) e GHE € Pee Cong K e IFo27/s1/ |2 2 |Authority  of
6 Quimica e[Colaride, Cacem,|, Tl% f;c Khone vo tI‘l.:ll‘l . vien nane cime: thude dine neodi dan Q H/AF/AL/| S 8 Medicines and
Farmaceutica, [2735-213, uee <hors & (ne eung, thioe Ul neoal GRS 1001/2013 | & g Health  Products,
long; thuoc uong dang 16ng; thuoc bdt va thuoc com; dang bao che n
S.A Portugal L e, I.P, Portugal
ban ran; vién nén.
Ministry of
-6- =9
4Kc?is1h(ika a _ 5 g Health, Labour
7 Eisai Co., Ltd wa, Séan phdm: Merislon Tablets 12mg & 1233 q and Welfare
Bunkyo-Ku, g S Government  of]
Tokyo, Japan 5 S
> - Japan
Warszawskie
v
I%:ﬂ?i:};ut cz 22/24, Karolkowal, Thubc khong vé trung: thube ding ngoai dang léng; dang bao ché E GIF-IW-N g S Main
11 YL St 01-207| . 5 g 8 £ ngoal Cang fong, dang O |4022732/1|Q S Pharmaceutical
ne Polfa ban ran; dung dich thudc dung qua truc trang. ) ] Q
Spolka Warsaw, Poland 0 3 3 = Inspector, Poland
Akcyjna
* Thubc v6 tring:
+ Thubc san xudt vo trung: thudc tiém; dung dich nho mit, nho tai,
Swiss No. 182,[nhé miii vo trung. o
Pharmaceutica Zhongshan ~ Rd.,|* Thudc khong v6 tring: dang bao ché long (dung dich); dang bao 5 g g Department of|
12 1 Co Lid Xinshi Dist.,|ché ban rin (thuéc md, thude kem); dang bao ché rén (vién nén bao| 8295 § g Health  Taiwan,
L Tainan City 744,|dudng, vién nén bao phim, vién nén, vién nén bao tan trong rudt, vién ) = = R.O.C
(Xinshi Plant) . \ SO o ) o n N
Taiwan, R.O.C nén, thuoc com); vién nang ciing.
* Nguyén lidu lam thubc Cephalosporin (bot khé pha tiém, vién
nang)
17 Athinon Street,
. A, o “ .
. Ergates Industriall, 1 < \hong vé tring: Vién nang cimg; thuéc bt pha hén dich| = [AEG00/0 |3 = Pharmaceutical
15 Aegis Ltd Area, Nicosia, ubne: vien nén Q 12012 S Q Services Ministry
Cyprus, 2643, & ' B S E of Health, Cyprus
Cyprus
B.Braun Bayan Lepas Free o National
: i ] . ] . . | = o e, i
Medical Industrial  zone,, 1 5 tiem thé tich nho; thude tiém thé tich 16n; dung dich thim| 3 S = Pharmaceuticals
17 . 11900 Bayan| ; 284/13 N Q Control  Bureau.
Industries Sdn phan. & S = .
Bhd Lepas, Pulau o = F Ministry of Health
Pinang, Malaysia B Malaysia




* Thubc v6 tring:
+ Thudc san xudt vo trung: Thudc dong khé (chira chat doc té

f/['i‘lll‘:lache . 1101“ bao/chét kim té bao); dung dich thudc thé tich nho (chira chit doc té| o - ° National Agency
19 S.C. Sindan - sector : 1’ bao/chét kim té bao; cht didu tri khdi u). 5 016/2013/ § § for Medicines and
Pharma S.R.L ) ’|+ Thube tiét trung cubi: dung dich thé tich nho (chira chét doc té bao/ ) RO = B Medical Devices -
Bucuresti, cod chat kim té bao) | s A Romania
OTHI7L, Romania |, py s khong v6 trimg (chira chét doc € bao/ chét kim té bao; chét
didu tri khdi u): vién nang ctmg; vién nén bao phim; vién nén.
Bjorkbornsvagen * Thudc vé tring: & - =
20 Recipharm SJ Karlslfo . + Thudc tiét tring cudi: dang bao ché ban rén, thude gel. (23 24:2012/5| & 8 Medical Products
Karlskoga AB |’ 8% Thube khéng vo tring: dang bao ché ban rin; thudc dan; miéng ) 15523 E aQ Agency, Sweden
69133, Sweden , £ . m = =
dan; thuoc dung qua tryc trang. © =
: = |o1-0110- |2 0 it tat
C.B. Fleet Co.|Lynchburg, VA[San pham: Fleet Pedia - Lax Enema. 0 = = United States
21 . exren . O ~[2013-03- | Q Food and Drug
Inc. 24502, USA Tén tai Viét Nam: Fleet Enema for Children %) * ) .. .
=S VN & N Administration
* Thudc vo tring:
46, Agissilaou|+ Thubc san xuét vé tring: dung dich thé tich nho. A, “ © National
GAP AFE/[str., Agios|+ Thudc tiét tring cudi: dung dich thé tich nho. = 25943/9-4{ S S .
22 L . J . . " , A A 19 N Q Organization for
GAP SA Dimitrios ~ Attiki,[* Thuoc khong v0 trung: vién nang cung; vién nang mém (chua| - 2012 N X ..
LA, 0 Q N Medicines, Greece
17341, Greece hormon); vién nén. o ~
* Thubc v6 tring:
+ Thudc san xudt vo tring: thudc déng kho (chira hormon); dung
. X . .. Ak . < , =9 e NS .
Anfarm Hellas|Sximatari Viotias, |0 <1 1€ tich snho; thube cay ghtp dang rin (chura beta lactam) | S |3705,13 | = = National
24 + Thudc tiét tring cudi: dung ich thé tich 16n; dung dich thé tich nho. | O N Q Organization for
S.A 32009, Greece % £ R R A , , s 5-2013 =) — ..
Thuoc khong vo6 trung: vién nang cing (chua betalactam); thudc| o 3 F Medicines, Greece
dung ngoai dang 16ng; thudc ubng dang 16ng; dang bao ché rin khac
(chira betalactam); dang bao ché ban rén; vién nén (chira betalactam).
. ﬁ “ Swiss Agency for
ACS Dobfar|7743 Brusio, oA . R N v < = Therapeutic
32 Info SA Switzerland Thuoc vo6 trung dang dung dich (ké ca thudc tiém truyen) E % 12-1921 g S Products
— = (Swissmedic)
767-7, Aza ..
Senju Kazukanounonish % . g;;llltsliry Lab0101rf
Pharmaceutica i, Saiji,| ., - . . ©) S ’
34 | Co. Ltd.|Fukusakicho, San pham: Tearbalance Ophthalmic Solution § 1771 S ar;il/emmen\tVelfa(r;
Fukusaki Plant|Kanzaki-gun, ] i &

Hyogo-ken, Japan

Japan




Joint Stock
Company
"Kievmedprep
arat” (Division| 5 : S loton013/|2 2 itc?:zinistration of
No 1 of the| ,’ * Thudc vo trung: O S 8 .
36 department of] Saksaha.nskogo + Thudc san xut vo tring: thube bot & SAUMP/ | S N Ukralm.e on
manufacturing St., Kyiv, 01032, ; E GMP = g Medicinal
...~ |Ukraine Products
of  injection
forms of]
medicines)
17 Athinon Street, . - °
37 Aegis Ltd irri:es Indu;tgzgl *AThu(A')?Akhé’ng vo trung: Vién nang cing; thube bot pha hén dich % AEGO001/ é § gzxilzselll\t/;icjilstry
Ergates, Lefkosia uong, vien nen. B 0172013 % < of Health, Cyprus
Cyprus
* Thudc vo tring:
+ Thubc san xudt v6 trang: thudc déng khé; dung dich thé tich nho;
Swensweg 5 thudc san xuét vo tring khac chira chat kim té bao = = h Health Care
Pharmachemie [2031 GA|, o 0 0 T S e 2 NLH (] =
38 + Thudc tiét trung cudi: dung dich thé tich nho; thudc tiét trung cudi| @ q Q Inspectorate,
BV Haarlem, khac chira chét kim té bao 2 12/0071 E 2 Netherlands
Netherlands . ) . = =) ~
* Thuoe khéng vo trung: vién nang cing; thudc khong vo trung khac
chira hormon, medroxyprogesteron, megestrol dang bot kho dé hit.
EZZ?ations 25, Sienkiewicza ) . o % GIF-IW-N g é Main .
39 Poland Sp. Z Str, 99-300(* Thudc khong vo trung: bot pha dung dich dong thi; vién nén. Q 4022/17/1 (< % Pharmaceutical
o0, Kutno, Poland B 3 g § Inspector, Poland
* Thudc vo tring:
+ Thudc san xuét vo trung: dung dich thé tich nhé (thude nhé mat; lo The Institute for
Teva . . thudc; bom tiém dong san). A, Standarization and
Pharmaceutica 18 Eli Hurvitz St, + Thudc tiét trung cudi: dung dich thé tich nho (lo thuéc). = g g Control of]
40 _"|Ind. Zones, Kfar z . o " ; o . |9 1427713 | Q Q .
1 Industries Saba . Tsracl * Thuoc khong v0 trung: vién nang cung; thuoc uong dang long;| ) = Pharmaceutical,
Ltd. ’ thuoc bot va hat pellet, vién nén (vién nén khong bao, vién nén bao K © e Ministry of]
phim). Health, Israel
* Thudc sinh hoc: thude cong nghé sinh hoc.
* Thubc v tring:
' |Hafnerstrabe 36, + ”l:huécisén"xuét :/6 tﬂrim‘g: dun{g dich thé tich 16n; dung dich thé tich E INS- o) © Aust'ria.m
41 Freser.nus Kabi 3055 Graz nho; th'uoc‘ san xuat Vo’t.rung kha(;. ) ‘ ) 5 480166- 8 S Med@mes ?nd
Austria GmbH Austria |+ Thuf)c,tlét trung cu61,: dung dich thé tich l('yn;’ dung qlch thé tich| 0028-001 g @ Medical Devices
nho; thude tiét tring cudi khac (chtra hormon, chét kim té bao, khang| ™ (3/5) N - Agency (AGES)

sinh).
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Alcala Farma,
S.L

Ctra. M-300, Km.
29,920, Alcala de
Henaners 28802
(Madrid), Spain

* Thubc v tring:

+ Thubc san xuét vod trung: thube dong kho; dung dich thé tich nho.

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

* Thudc khéng vo trung: vién nang cimg; thudc ding ngoai dang
long; thubc udng dang 1ong; dang bao ché rén khac (vién nén bao
phim c6 dudng; thudc c¢dm; thude bot); dang bao ché ban rén; vién
nén va vién bao.

* Thubc tir dugc liéu: vién bao duong.

EU-GMP

ES/076HI
/12

5/11/2012

4/16/2015

Spanish  Agency
of Drugs ang
Health  Products
(AEMPS)
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B.Braun
Melsungen
AG

Carl-Braun-
Strabe/Am

Schwerzelshof 1/

1 L
Melsungen,
Germany

34212

San phém: Sterofundin ISO (Solution for Infusion).
Tén tai Viét Nam: Ringerfundin
(bia chi: 34209 Melsungen, Germany.)

EU-GMP

DeFN43

6/10/2013

6/10/2015

Co quan
quyén Pirc

thAm




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

Dot 16 (Theo cong vin s6 21584/QLD-CL ngay 24/12/2013 ciia Cuc Quin Iy dugrc)

NHA MAY . . R 2 Z JGIAY |<. ~[< . ElcOo QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN O 4 O =g |O ===~
CONG BO : : ‘ Z »~ HCN z O|z =E|CAP
BLB 016, Bulebel Y e © ..
’ = = Medicines
. Industrial ~ Estate,|, . <2 . Z  |MT/009H | S ;
y X N AN . N AL ;. N , O Q Q
2 Actavis Ltd Zejtun ZTN3000, Thuoc khong vo trung: dang bao ché ran khac; vién nén. 3 M2013 | F = 1z;‘;lutlhomty of|
Malta m ¥ Q alta
* Thubc v6 tring:
+ Thudc san xudt vo tring: thudc déng kho (chira hormon); dung
dich thé tich nho; thudc ciy ghép dang rén (chra beta lactam) A, e o National
Anfarm Hellas|Sximatari Viotias,|+ Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich| = 37854/13-| & = .
3 Q N Q Organization for
S.A 32009, Greece nho. ) 5-2013 =) = Medicines. Greece
* Thubc khong vé tring: vién nang cimg (chtra betalactam); thubc| ™ 8 = ’
dung ngoai dang 16ng; thubc ubng dang 16ng; dang bao ché rin khac
(chura betalactam); dang bao ché ban ran; vién nén (chira betalactam).
* A o~ Z A . o~ N A s
United E(;.{LS, Glgnfju . "lf;lil)uoc vo trung: thuoc tiém (dang san xuat vo trung va tiét trung % - " Ministry of Health
Biomedical, U uroweu £ R . R N . R O I S and Welfare,
5 . |Township, * Thuoc khong vo trung: dang bao ché long (hon dich); dang bao ché| 0026 N = . .
Inc., Asia,( . s Py £ ; Loe T = bt I Republic of China
Plant II Hsinchu  County|ban ran (thuoc mé, thuéc kem); dang bao ché ran (vién nén bao| QO S & (Taiwan)
30351, Taiwan dudng, vién nén bao phim, vién nén, thude bot) vién nang. R~ -
Industriestrabe 67,
1221 Wien,
Austria
(cac khu vuc san
xudt: Lange Allee|* Thubc vé tring: ‘
8; Lange Allee 24;|+ Thudc san xuét vo tring: dung dich thé tich 16n; thudc dong kho; INS- Austrian
Lange Allee 51;|dung dich thé tich nho; thudc cdy ghép va dang rin. % 480001- | = = ..
. L ;. . : . : S I Medicines and
7 Baxter AG Industriestrasse [+ Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich| @ 0085- q g . .
. ! « ° Medical Devices
20; nho. _ = 001(10/10| 5 S Agency (AGES)
Industriestrasse [+ Thudc sinh hoc: ché phdm tir mau; thudc mién dich; thudc cong ) geney
72; ngh¢ sinh hoc; thudc ¢o nguén géc tir nguoi va dong vat.
Industriestrasse13

1; Benatzkygasse
2-6; Pasettistrasse
76)




* Thubc v6 tring:

+ Thubc san xuét vo trung: bot kho pha ti€ém; thube tiém; hdn dich
pha tiém; thudc nhé mit; nho mii; nho tai.

+ Thudc tiét trung cudi: thude tiém; dung dich rua vét thuong.

* Thubc khong v6 tring: dang bao ché 16ng (dung dich, hdn dich);

II\(I((;.ZJFof?an ;1;1 521 dang bao ché ban rin (thubc kem, thuéc md); dang bao ché rin (vién % o 0 Ministry of Health
Gentle Pharma| .~ ‘|nén bao phim, vién nén bao tan trong rudt, vién nén, thudc bot, thude| O < N and Welfare,
8 Dist, Da Bi| 4 i A 0113 = = . .
co., Ltd Hsian Yunlin cOm), vién nang. 3 s = Republic of China
Hsieng’Taiwan Cu thé: = B2 x (FDA) (Taiwan)
? * Thudc chira penicillin: bot kho pha tiém; thube cdm; thube bot;
vién nang.
* Thudc chtra cephalosporin: bot kho pha tiém; thube cém; thude bot;
vién nang.
* Thudc chtra carbapénm: bot kho pha tiém.
Espace Industriel
Nord, 151 rue|* Thudc vé trung: A, e a8 French  Agency
10 Laboratoire  |Andre Durouchez |+ Thudc san xuét vo trung: dung dich thé tich 16m; dang bao ché ban (23 HPF/FR/1 | & 8 for Medicines and
Unither CS 28028, 80084|rén; dung dich thé tich nhé. 5 152013 |S = Health  products
Amiens Cedex 2,|* Thudc khong v6 tring; thudc ding ngoai dang Iéng. M 8 = Safety (ANSM)
France
Leo Pharma . =9 :
Industriparken 55 ; ; . . L g o = Danish Health
A/S, LEO ndustriparken 35,1, Thuoc khong vo trung: thudc dung ngoai dang long; thudéec udng = DK Hfo o am.s . calth and
11 . |2750  Ballerup, \ ) o e &) Q Q Medicines
Pharmaceutica dang 16ng; dang bao ché ban ran; vién nén. ) 00031113 | & = .
| Products Ltd Denmark 0 F & Authority
Thymoorgan * Thubc vé tring:
. n J4 . At v trine: . 2 . 2 N AL ~
Thymoorgan Pha‘rmazw GmbH Thuqc sanxx1,1at vo 7trung dung dich thé tich 16n; thuoc dong kho; % DE NI O |2 v .
. Schiffgraben 23,|dung dich thé tich nho. Q I Co quan tham
12 Pharmazie X a e . 2 , Q 1_GMP_2|s = A T
GmbH 38690 + Thuoc tiét trung cudi: dung dich thé tich nho. ) 012 0035 | Q quyén btc
Vienenburg, * Thudc khong v6 trung: thubc dung ngoai dang long; thube ubng| ™ - = P
Germany dang long.
Coban Cesme|* Thudc vé tring: UK GMP United Kingdom's
Mustafa Mah. Sanayi|+ Thubc san_xuéit v6 trang: dung dich thé tich 16n; thudc dong kho;| a. 21246 “ h] medicines and
N Caddesi 13,|dung dich thé tich nho; thudc céy ghép va dang rén. = Insp GMP| & & Healthcare
14 Nevzat  Ilac . £ R A A , A A |9 S X
Sanavii A_ S Yenibosna, * Thudc khong v6 trung: vién nang cung; vién nang mé€m; thuoc| 21246/45 | = = Products
i A Istanbul, TR-|dung ngoai dang l6ng; thudc udng dang 1ong; vién nén. | 1852- = - Regulatory
34196, Turkey * Thubc sinh hoc: Thubc cong nghé sinh hoc. 0002 Agency MHRA
7 Maitland Place, o ~ Therapeutic
Norwest Business|Thubc khong v tring: vién nén; vién nang ctng; thude bot va thude = MI-2012- | S = P
Aspen Pharma P @) Q < Goods
15 Pty Ltd Park, Baulkham|cOom. o LI-09148-| & = Administration
Y Hills NSW 2153,|(Khéng chira penicillin, cephalosporin; thubc chéng ung thu). Q 1 = a . ?
Australia = —_ — Australia
Servier Moneyland, o S L)
Gorey Road,|, J R o A, = 2012/586 | & & Irish  Medicines
> . (D S~ =
17 illlrgizrtlr(iit)as » Arklow, Co. Thuoc khong v trung: Vién nén = 1/M68 % g Board
Wicklow, Ireland K a =
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Rafarm SA

Thesi Pousi-Xatzi
Agiou Louka,
Paiania Attiki, TK
19002, TO 37,
Greece

* Thubc v6 tring:

+ Thudc san xut vo tring: dung dich thé tich nhé.

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

* Thudc khéng v6 tring: vién nang cimg; thudc ding ngoai dang
l6ng; thubc udng dang 16ng; dang bao ché rin khac; dang bao ché
ban ran; vién nén.

EU-GMP

42065/28-
5-13

6/17/2013

4/19/2016

National
Organization for
Medicines, Greece

20

Meiji  Seika
Pharma Co.,
Ltd., Odawara
Plant

1056,
Kamonomiya,
Odawara-shi,
kanagawa, Japan

San pham:

Fosmicin for 1.V 1g
Fosmicin for I.V 2g
Fosmicin-S for Otic
Fosmicin tablets 250
Foscimin tablets 500

Japan-GMP

2400

9/30/2013

9/30/2015

Ministry of]
Health, Labour
and Welfare
government of]
Japan

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

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

+ Thubc khong v6 tring: thude bot; thude cdm; vién nén; vién bao;
thudc kem; thude gel; dung dich va hon dich thude.

+ Thudc v6 trung: dung dich tiém va thubc dong khé.

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

Republic

* Thubc chira chit kim té bao, chit chéng ung thu c6 hoat tinh
hormon: dung dich, hén dich; thube dong kho bao g6m 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 chtra khang sinh beta lactam: dang bao ché rén khéng vo
trung.
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Aeropharm
GmbH

Aeropharm
GmbH

Francois-
Mitterand-Allee-1,
07407 Rudolstadt,
Germany

* Thubc v6 tring:

+ Thudc san xut vo tring: thubc nho mit.

* Thudc khéng vo tring: Thudc udng dang long; thudc phun mu;
thubc bot hit bao gdm ca thiét bi dinh liéu.

EU-GMP

DE_TH_0
1H_GMP
2013-
0005

1/18/2013

11/8/2015

Co quan thim

quyén Puc
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Fournier
laboratories
Ireland
Limited

Anngrove,
Carrigtwohill, Co.
Cork, Ireland

* Thuoc khong vo trung: vién nang cung; vién nén.

EU-GMP

3819/IMP
004

4/30/2012

2/20/2015

Irish
Board

Medicines




* Thudc vo tring]:
+ Thudc san xuét vo trang: thuc dong kho (chit kim té bao/chat doc
té bao); dung dich thé tich nho (chét kim té bao/chit doc té bao; chét

B-dul I A e ke .
Mi(:ll;lache nr loln dieu tri khoi u). ) ) ) ) e o o National Agency
25 S.C. Sindan sector ) 1’ + Thudc tiét tring cudi: dung dich thé tich nhé (chat doc t& bao/chat % 016/2013/ § § for Medicines and
Pharma S.R.L Bucuresti co ci kim té bao). 5 RO = @ Medical Devices -
011171 }iomania * Thubc khong vo tring: vién nang ctg (chét doc t& bao/chat kim t& ™ © « Romania
’ bao, chat diéu tri khdi u); vién nén bao phim (chit doc t& bao/chat
kim té bao, chat didu trji khbi u); vién nén (chit doc t& bao/chit kim té
bao, chét didu tri khéi ).
* Thude vo tring:
+ Thudc san xuét vo tring: thuc déng khd (hormon); dung dich thé
tich nho; thudc ciy ghép dang rin (chira khang sinh betalactam). A, o) o National
26 Anfarm Hellas|Sximatari Viotias,|+ Thudc tiét tring: dung dich thé tich 16n; dung dich thé tich nho. 5 37854/13-| S Oreanization  for
S.A 32009, Greece * Thudc khong vé tring: vién nang cimg (khang sinh betalactam); ) 5-2013 2 = gan
£ .. Lo ) L . = F Medicines, Greece
thudc dung ngoai dang long; thudc uéng dang 16ng; dang bao ché ran| ™ o
"(chira khang sinh betalactam); dang bao ché ban rén; vién nén (chtra
khang sinh betalactam).
| rue de T'abbave * Thubc v tring: _ French  National
Y|L Thuée san xudt vo trang: thubc dong khé; dung dich thé tich nho. | e ) Agency for
Glaxo 76960 Notre L ienr <. . 2o 1 . s i S P S .
+ Thuoc tiét trung cuodi: dung dich thé tich 16n; dung dich thé tich HPF/FR/3 | & < Medicines and
27 Wellcome Dame De| ., @) Q Q
. . nho. ) 2/2013 = o« Health  Products
Production Bondeville, I I A L PRSI S =
France * Thuoc sinh hoc: thudc cong nghé sinh hoc; thude c6 ngudn goc tr N ©~ Safety Agency
nguoi va dong vat. (ANSM)
Lot 6, Persiaran
Perusahaan, .
Seksyen 23 & m © National
IDS Kawasan ’ (23 = S Pharmaceutical
28 Manufacturing Thudc ubng dang long. ; 373/13 N N Control  Bureau,
Sdn. Bhd Perusahaan Shah % :% x Ministrv of Health
1 BE Alam, 40300 Shah = S = ML‘;;S ;yiao e
Alam, Selangor, Y
Malaysia
n © Swiss Agency for
Husenstrasse 35 \ — —
i ’ , 7o B=" o o ;
29 Swiss  Caps 9533  Kirchberg,|San pham: Pharmaton O =1(13-1119 |& Q Therapeutic
AG . = O = ) Products
Switzerland ~ = = . .
O e (Swissmedic)
. - e b Swiss Agency for
. V.1a Muhm, 6934 : e B S & Therapeutic
30 Ginsana SA  |Bioggio, San pham: Pharmaton Kiddi U = |13-846 q S
= O i Q Products
Switzerland ~ g S . .
< - (Swissmedic)
Mega 60 National MI2013- | 2 © Therapeutic
31 Lifesciences [Avenue, * Thubc khéng vé tring: vién nang ctng; thudc bot va thubc cém;| L % L1-04846- g N Goods
(Australia) Pty|Pakenham  VIC|vién nén. E &) 1 § § Administration,
Itd 3810, Australia A = Australia




Betriebsstandort

Kaiseraugst * Thuéc vO trﬁpg: . i . . % g v Swiss Agc'ancy for
33 F.Hoffman - (Parenterals) - Thuéc dang long: dung dich thé tich nh6 (bao gom SVP, thuoc nho| O 12-1906 8 8 Therapeutic
LaRoche AG |, Kaiser;iugst mat). - ’ g g S Products
. ’|- Thudc dang bao ché ran: Thudc dong kho. = — o~ (Swissmedic)
Switzerland
Plaza Nro
967/969 Autonom
ous City  of|* Thubc khong vé tring chira khang sinh betalactam: vién nén; vién
Buenos Aires,|nén bao phim; vién nang; thudc bot va thude cdm.
Argentine
Republic
United Kingdom's
Claris Chacharwadi- * Thuéc Vo tring: ' 7 | o EOI? SSMP o © medicines  and
37 Lifesciences Vanasa, + ThuQc sa:m xuat vo tri}pg: dung .d;ch tk}é tich nho. ‘ ) % Insp GMP 8 8 Healthcare
Limited Ahmedabad, In|+ Thuf)c tiét trung cudi: dung dich thé tich 16n; dung dich theé tich| - 20752/13 % E Products
382213, India nho; nhil trong. M 875-0006 o o Regulatory
Agency MHRA
Plot No 72, EPIP, o State
Zeiss Phase-I, JTharmajri,|* Thubc vé tring: % 019/2012/ g g Administration of]
38 Pharmaceutica |Baddi, Distt,|+ Thudc san xuét vo tring: thudc cdy ghép va dang rin (chua % SAUMP/ | &€ S: Ukraine on
Is Pvt Ltd Solan, Himachal|cephalosporin: cefixime va ceftriaxone tiém). 9] GMP 3 g Medicinal
Pradesh, India R~ Products
C-1, Sara o
Troikaa Industrial Estate, Thuréc \{ién nén bao phim (l,)ao gom Viép bao tan trong rudt; viél} nén; % 10211001 g g Department of|
40 Pharmaceutica [Selaqui, Dehradun{thuoc cém); vién nang; thudc tiém (thuoc sén xuat vo trung; thude tiét @' 07 § g Health, Executive
Is Ltd 248197, tring cudi). O q g Yuan
Uttarakhand, India R~
Plot numbers 457|* Thudc vé tring:
INTAS and 458 Sarkhej-|+ Thucf)c san ,xuét vo trung: dung dich thé tich nho (chét doc té] o, o © Federal Agency
4 Pharmaceutica Bavla Highway, béo/chf'?lt k‘im té bao). N . ) ) ) ) % BE/2013/ S g for Medicines and
Is Limited Matoda, Sanand,|+ Thl}éc tiét trang cudi: dung dich thé tich nho (chat doc te bao/chat| 008 @ 8 Health Product of]
Ahmedabad, IN-|kim té bao). M = — Belgium
382210, India (Khéng bao gdm dang dng tiém va bom tiém déng sin)
Plot No 1834192, o its;[flinistration of]
Windlas xgz:zie::ala Area , Z  |os2012/|g B Ukraine on
43 Healthcare Dehradun- ’|* Thudc khong vo trung: vién nang cing; vién nén. % SAUMP/ g q Medicinal
Pvt. Ltd. 248110 9] GMP S S Products
’ A~ (SAUMP) -

Uttarakhand, India

Ukraine




Malpur, Baddi,
Panacea Tehsil , A ia , . =9 (\l n
Biotec Ltd. |Nalagar, District San pham: ' ylen nang cting Tacrolimus O,Smg, 1,0mg, i,O n’1g s 53.2-ZAB- = = Co quan th im
44 . . (Tacpan); vién nang cirng Mycophenolate mofetil 250mg; vién nén| @ 2677.1 D|Q Q A e
(Formulation - Solan, Himachal bao phim Mycophenolate mofetil 500m, = 6H S = quyén Dirc
Plant) Pradesh - 173 p yeop & ) © «
205, India
Reckitt 65 Moo 12, United Kingdom's
Benckiser Lardkrabang- A EOIES;}MP o) © Medicines and
45 Healthcare Bangplee  Road,|* Thudc khong vé trung: thudc ubng dang long; dang bao ché rin % Insp GMP g K Healthcare
Manufacturing |Bangplee, khac (vién nhai mém -Soft chewable tablets). ) N 061)8 913 § E products
(Thailand) Samutprakarn, Th M 203-0005 e A Regulatory
Limited 10540, Thailand Agency
Plot 25-27, UK GMP United Kingdom's
Macleods Survey No 366, A, 31303 ) v medicines and
47 Pharmaceutica Premier Industrial, Thubc khéng v6 tring: vién nang cimg; vién nén (23 Insp GMPI & S Healthcare
s Ltd Estate, Kachigam, & & & & ' 5 31303/35 E g Products
Daman, In-396 m 3718- A — Regulatory
210, India 0003 Agency MHRA
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PT Actavis
Indonesia

Jalan Raya Bogor
km 28, Jakarta,
13710, Indonesia

* Thudc khong vo trung: vién nang cung; thuoc uong dang long; vién
nén, dang bao ché ban ran.

EU-GMP

NL/H
13/0100

1/8/2013

T

Health
inspectorate,
Netherlands

care
The




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

Dot 17
NHA MAY . , . = ZYGIAY [|< &|< . ElCco QUAN
STT CONG BO PIA CHI PHAM VI CHUNG NHAN % E :CN % 5 % E CAP
Aharnon  Street,
Limassol
Industrial Estate,
Building 1-Main,
Building 2 Thubc khong vo tring: vién nang clng; thudc dung ngoai dang ©
Penicillins, lone: thube ubne d l"’ . dane bao ché . Khic: thube phun mi- E REMO00/2 o = Pharmaceutical
3 Remedica Ltd |Builing 4.|loneit }IOC u?ng, gn% ons; A’ang a0 c.Ae ran’ ac J uocﬂp u m,u’ Q 8 Q Services Ministry
cephalosporins, dang.bgo S:he ban ran;' thudc dan; vién nén; thudoc udng (chura B 013/001 g g of Health, Cyprus
building 5 - Anti- penicillin va cephalosporin). ©~
cancer/hormones,
Buiding 10-anti-
cancer, Limassol,
Cyrus, 3056,
Teijin Pharma o - Ministry of
Limited 2-1, Hinode-cho, ) 5 § Health, Labour
4 Iwakuni Iwakuni-shi, San pham: Vién nén Bon-One 0.25 = 3385 S and Welfare
Pharmaceutica [ Yamaguchi, Japan § S government of]
1 Factory ~ B Japan
Lot 10, jalan
Sultan Mohamed o National
Hoe 6, Bandar Sultan|* Thudc kem; thuéc md; kem béi da; thude gel; nhil dich; miéng dan; (23 g g Pharmaceutical
5 Pharmaceutica |Suleiman, 42000|d4u goi; thudc boi tai chd; thubc ding ngoai dang 1ong va thudc ubng % 408/13 % % Control  Bureau,
Is Sdn. Bhd.  [Port Klang,|dang long. O g 5 Ministry of Health
Selangor, R~ Malaysia
Malaysia
* Thubc v6 tring:
+ Thudc san xudt vo tring: thudc déng kho (chira hormon); dung
dich thé tich nho; thudc ciy ghép va dang rén (chira khang sinh
betalacytam). ) ’ ’ o o © National
Anfarm Hellas|Sximatari Viotias,[+ Thuoc ti¢t trung cudi: dung dich thé tich 16n; dung dich thé tich = 37854/13-| & S .
6 \ Q N Q Organization for
S.A 32009, Greece nho. ) ) 5-2013 = = Medicines. Greece
* Thudc khéng v6 trung: vién nang cing (chira khang sinh|™ 8 = ’
betalactam); thudc ding ngoai dang léng; thudc ubng dang long;
dang bao ché rin khac (chtra khang sinh betalactam); dang bao ché
bén ran; vién nén (chtra khang sinh betalactam).
* Thudc vo tring:
Rupnicu iela 4,|+ Thuéc san guét vo trung: thuéf: dong kho (ghﬁa ch’ét doc t,é A, ZVALY/ |2 v
. Olaine,  Olaines|bao/chat kim té bao); dung dich thé tich nhd (chat doc t€ bao/chat = < < State Agency of]
7 Pharmidea N O 2012/018 | q . .
novads LV-2114,|kim t¢ bao). BI u E § Medicines, Latvia
0 el

Lavia

+ Thudc tiét tring cudi: dung dich thé tich nho (chét doc t& bao/chat
kim té bao).




* Thubc v tring:

United Kingdom's

. Dansom Lane, |+ Thudc tiét tring cudi: dung dich thé tich nho. UK MIA ..
Reckitt " £ o A n o T S \: = ) © Medicines  and
Benckiser Hull, East|* Thuoc khong v6 trung: vién nang cimg; thube ding ngodi dang| S 63 Insp|z = Healthcare
8 Yorkshire, HUS8|l6ng; thubc ubng dang 1ong; dang bao ché rin khac; dang bao ché Q GMP/IMP| & %
Healthcare ) L e ) s v products
(UK) Limited 7DS, United|ban ran; vién nén. 0 63/17092- Q = Reeulato
Kingdom * Thudc sinh hoc: Nystatin (Thudc kem Timodine) 0029 A %;C Y
* Standardised Senna, Buprenorphine hydrochloride. geney
1\A/I::z(jllgiemittel * Thude v tring:
Medice Putter GmbH + Thudc san xut vo trung: dung dich thé tich nho. A, DE NW_ [ ©
9 Arzneimittel &1130 KG + Thudc tiét tring cudi: dung dich thé tich nho. (23 01_GMP_| &g I Co quan thim
Putter GmbH ’ * Thudc khong v tring: vién nang ctng; vién nang mém (vién nang ) 2013_001 E E quyén Puc
Kuhloweg 37, » X : Z X . R A m 3 &
&Co.KG mém vo gelatin Nephrotrans); thuoc uong dang long; dang bao che 0 o gl
58638  Iserlohn,| . Loz \ 1 2,
ran khac (thuoc com, pellet); dang bao ché ban ran; vién nén.
Germany
Via Morelli. 2- * Thudc khong vé trung: vién nang cing (thudc mién dich); thube| o, | “
’ ubng dang 16ng (hormon va chit c6 hoat tinh hormon khéng bao gdm = IT265- |& = Italian Medicines
10 Roche S.P.A |20090 Segrate . e . A, LS Q@ = a
hormon corticosteroid va hormon sinh duc); vién nén (thudc mien| 4/H/2012 | = 3 Agency AIFA
(MI), Ttaly . o S &
dich). —
Reckitt Nottingham  site, United Kingdom's
Benckiser Thane Road, o ] n Medicines and
i . > o o
12 Healthcare Notqngham, . San pham: Strepsils Warm Lozenges &) PP101269 § E Healthcare
International Nottinghamshire, ) 29 = = Products
Limited NG90 2DB, ) = = Regulatory
United Kingdom Agency
Combino HF60 Hal Far E MT/00%/ Bt ¥ |Medicines
13 Pharma Industrial ~ Estate|* Thudc khong vo tring: vién nang cirmg; vién nén. Q H/2012 % % Authority of]
(Malta) Ltd.  |BBG3000 Malta B Bty ¥  [Malta
Gral. Martin
Rodriguez 4085

Aconquija corner
(Zip code 1714),
Province of]
Buenos
Aires(Ituzaingo
Plant Module I),
Argentina

* Dung dich tiém, thube dong kho, dung dich tiét truing khong chira
betalactam, chét kim t& bao, hormon (trir corticoid).
* Dung dich thubc nhé mit.

Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),
(Ituzaingo
betalactamics
plant), Province of]

Buenos Aires,

Argentina

* Thubc bot pha tiém v6 trang chira betalactam.




Aston Lane North,

Norton Whitehouse Vale|,, A UK MIA United Kingdom's
Healthcare Industrial Estate, Thqu’c VO, trung. N . O . | e 530 Insp|en © Medicines and
Limited  T/AlPreston Brook, -i: Thuoc sap xuat; vs) trung. dung dich thé tich 16n; dang bao ché ban = GMP/GD S = Healthcare
18 ran; dung dich thé tich nho. @) q q
Ivax Runcorn, T Thube tigt tring cudi: dung dich thé tich 16n; dung dich thé tich| 2 |LAMP & d products
Pharmaceutica [Cheshire, ~WA7 ho ; ’ : ’ : M 530/1400 |o gl Regulatory
Is UK 3FA, United|™™" 4-0018 Agency
Kingdom
Silk Road|* Thudc v6 trung: United Kingdom's
. T Lo I A 9 UK MIA .
Business Park, |+ Thuc?c san xuat vo trang: thuoc cay5ghep va dang ran. Iy 17901 o) © Medicines and
20 AstraZeneca |Macclesfield, + ThuQc tiét trung cuoi: dung dich thé tich nho. ) % Insp GMP 8 8 Healthcare
UK Limited |Cheshire, SK 10|* Thuoc ,khér}g v0 trung: vién nang cung; thudc dung ngoai dang| - 17901/10 = g products
2NA, United|long; thuéc uong dang 16ng; vién nén. ) ) M 117-0025 ~ og) Regulatory
Kingdom * Thuoc sinh hoc: LHRH antanogist, chong nam; antioestrogen. Agency
Carr 188 Lote 17, . . .
Pharmaceutica Industrial Park, Po . = 15822 S S Healthcare
21 s Box 1624,|* Thuoc khdng v6 trang: vién nén. O Insp GMP| & q products
Incorporated | CA10Vanas: PR - 2 15822/12 | 2 3 Regulatory
00729, Puerto 983-0003 A
Rico. geney
* Thubc v tring:
+ Thudc tiét tring cudi: nude cét pha tiém.
Biotest AG * Thuéc sinh h(:)c:" ché phém tr Fnéu; thude cong nghé sinh hQ’C "
Landsteinerstrabe (Proteln/DNA tai t0 hop: khang thé don bao, khang thé don bao ket = DE HE 0 g E Co quan thim
22 |BiotestAG 1563303 Dreieich, |"9P 40¢ 1) , g |LemP 213 S quyén Dirc
(;ermany ’I( Co s6 chung nhan xuat xudng: Biotest Pharma GmbH, dia chi: B 013 0092 | & X
Biotest AG
Landsteinerstrabe 5, 63303 Dreieich, Germany theo Gidy chirng nhan
s6 DE_HE 01 GMP 2013 0093)
JL.Wanaherang N . ©
PT~ NovellNo. 35 Tlajung|, 1, o o tring: = DE_BE 0|2 & Co quan thim
24 Pharmaceutica 16962 Gunung + Thudc san xuit vo trung: dung dich thé tich nho (éng tiém) < I_GMP_2 5 E uyén Pirc
1 Laboratories |Putri, Bogor, ’ ; B 013_0023 S = auy
Indonesia B
* Thubc v6 tring:
+ Thudc san xudt vo tring: thuc dong khé (thude bot pha tiém va
tiém truyén); dung dich thé tich nho (thudc tiém; dung dich dam dic - 2
Orion Orionintie 1, qe t1'ern va tiém truyén); dung dich dung cho bang quang, oromucosal E 3476/11.0 g S g S |Finnish Medicines
35 lCorporation |02200  Espoo, liquids). . -, . ? 1.092013 | & = 7 ©|Agency (FIMEA)
Finland + Thudc tiét tring cudi: dung dich thé tich nho (thudc tiém; dung| 3 ’ X 3 ~<§ = gency
dich dam dic dé tiém va tiém truyén); oromucosal liquids.. - = «

* Thudc khéng vo tring: dung dich udng nhé giot; thudc bot hit; vién
nén ( bao gdm thudc chira sulphonamides.)




16-24 rue Jean

Chaptal,  93600| Thube v6 tring; S |uprrri = = f)r:un; hanngle(:;teﬁ
> n X iAoy Ai: . R or rol . Aoh| O Q Q
27 Guerbet Aulnay Sous Bois, nh"(l;huoc tiét trung cuodi: dung dich thé tich 16n; dung dich thé tich = 90/2013 g S Products  Safety
France ) , K — ¥ Agency (ANSM)
* Ac vo trimo-
Laboratorio Thqu’c VO trun;g s . o . . s
. + Thudc san xuat vo trung: dung dich thé tich nhé (hormon hodc chat
Italiano S . . \ . = e °
N Via Licinio, 11 -[c6 hoat tinh hormon trir hormon sinh duc). s - — . ..
Biochimico OV £, . P . IT/178- | o I Italian Medicines
28 . 22036 Erba (CO),|+ Thuoc tiét trung cuoi: dung dich thé tich nho. &) Q N
Farmaceutico A N . J . .. , ) 3/H/2013 | - Agency AIFA
Lisapharma Italy * Thuoc khong v6 trung: thuoc dung ngoai dang long (hormon|m & =
Sp i corticosteroid); thuéc udng dang léng (hormon corticosteroid,
o hormon sinh duc); dang bao ché ban rin (hormon corticosteroid).
. — . . x National
Xepa-Soul Lot 1-5, Cheng|* Vién ,nén (chtra penicillin va Cephalosporin); thuoc bt pha hon % o v Pl?alr(‘:::ceutical
. Industrial Estate,|dich uong (chtta penicillin va cephalosporin); vién nang (chta| O ) N
29 Pattinson (M) e . . L Z . | A 329/13 Q N Control  Bureau,
75250  Melaka,|penicillin va cephalosporin); dung dich thudc uong; dung dich thuoc| % = N ..
Sdn Bhd . . . I SR £ A O 3 A~ Ministry of Health
Malaysia dung ngoai; thuoc kem/thudc md; thudc nho mat/tai/miii. = ~ :
Malaysia
Str: Crlnllc?r 5.’ * Thudc khong vo tring: vién nang cimg; thude ban rin (thude kem| o o © National Agency
. Raionul Criuleni,| ., , . Lo, P’ S - = ..
Farmaprim .’[chtta khang sinh non-betalactam, thuoc md chira hormon, thuoc kem, 019/2013/| = I for Medicines and
32 Sat  Porumbeni, 2 < , , | . 1O Q N . .
S.R.L MD 4329 gel); thuoc dan; thudc trimg (chtra khang sinh non-betalactam, chura| - RO @ i Medical Devices -
> m o~ ; :
Republic Moldova hormon). Romania
Sofall Cesme Sok, E INS- o 0 Austrian
bR B o o i
33 Santa Farma N.O".72 74, 340.91 * Thuoc khong vo trung: vién nén bao phim; vién nén. Q 482195- |9 Q Medpmes a nd
Sisli, Edlrnekapi - ) 0002-005 i S Medical Devices
Istanbul, Turkey M S = Agency (AGES)
Sandoz Ilac
Sanayi ve Ticaret
A.S ©
. . Q—{ o8] — 9
Sandoz llac\Gebze Plastikeilerl,, ) o khong vo tring: vién nang ctng; thuéc udng dang long;| = DE_ST 0| = S Co quan thim
34 Sanayi Ve|Organize - Sanayi thubc dan; vién nén; thubc cém .t I_GMP 213 N uyén Duc
Ticaret A.S  |Bolgesi Ataturk, s : 2 lo13o011|3 Q quy
Bulvari 9. Cadde
No.1, 41400
Kocaeli, Turkey
Turbhe  MIDC,
Plot No. D -31/32|,, Thube v6 trime: o INS- e v Austrian
35 Sandoz Private| Thane-Belapur + Thube sin x éi .v6 trime: thube cAv ehép va dane rén (23 481731- |] Q Medicines and
Limited Road, 400705, DU;C S Vg‘ i Car]il eﬁeme Y g1cp va dang ran. % [0010-001 | e Medical Devices
Navi  Mumbai,| g carbap @ 2/3) B = Agency (AGES)
India
GIDC Estate, 507- a. ° State
B-512, Wadhwan : : : | = 058/2013/| < — Administration of]
> * A A A triino- Ao ha H Ange A A o
36 IS;‘;?thcare iy City - 363035, b;h;c;: \lilé(;nfé\;o trung: thudc bt pha dung dich uong; dang bao ché g SAUMP/ 8 g Ukraine on
Surendranagar, ’ ’ Q GMP £ g Medicinal
India A~ Products
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Novartis
Bangladesh
Limited, Tongi
Plant

Cherag Ali
Market, Tongi,
1711 Gazipur,
Bangladesh

* Thuoc khong vo trung: vién nang cung; vién nén.

EU-GMP

450-
8/2013-1

6/17/2013

2/26/2016

Agency for
Medicinal
Products and
Medical Devices
of the Republic of]
Slovenia
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Kocak Farma
Tlac ve Kimya
Sanayi. A.S

Organiize Sanayi
Bolgesi,
Cerkezkoy,
Tekirdag, Turkey

* Thubc khong vo tring: vién nén (chira hormon va thudc chéng ung
thu)

EU-GMP

F113/01/2
013

5/13/2013

4/11/2016

National

Authority of]
Medicines and
Health Products,
L.P, Portugal




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

Dot 18
NHA MAY . . R 2 Z JGIAY |<. ~[< . ElcOo QUAN
A £ O &+« < [Q | T
STT CONG BO PIA CHI PHAM VI CHUNG NHAN > SdeN % 512 7 Elcip
Via Franco|*Thudc v6 tring: A, o v
. Wyeth Lederle|Gorgone Z.I -|+ Thudc san xuét vo tring: thudc bot déng khé (chira penicillin); % IT/29- S S Italian Medicines
Srl 95100  Catania|dung dich thé tich nho (chtra penicillin, chat doc té bao/ chat kim t&| 5 4/H/2013 | % S Agency (AIFA)
(CT) Italia bao). = N 3
25212, W. Illinois a, e ) .
Baxter ’ = = United States
Route 120, Round|, & . . . o |Z |cT 3084-| S S
’ (@) q Q
2 Iélealthca?e Lake, IL 60073, San pham Albumin Human, USP, 20% Solution, Flexbumin 20% g 13WHO | S i cziod' 'and .Drug
orporation USA ) > > ministratrion
25212, W. Illinois a, e ) .
Baxter ’ = = United States
Route 120, Round|, & . . . e, 1B |CT 30835 S
’ (@) q N
3 Healthca?e Lake, IL 60073, San pham Albumin Human, USP, 25% Solution, Flexbumin 25% g 13 WHO | B F ood' 'and 'Drug
Corporation ) N S Administratrion
USA — —
B-dul  Theodor
Pallady  nr.44C,|* Thubc khéng vé tring: vién nang cing; dang bao ché rin khac| o, e © National Agency
5 S.C. Slavia|sector 3,  cod|(vién nén bao phim; thube cbm, thudc bot (dang phan liéu); dang bao (23 038/2013/| K < For Medicine and
Pharm S.R.L [032266, ché ban rin (kem, md, gel; bao gém ca thubc chia hormon ) RO § E Medical Devices -
Bucuresti, corticosteroid); vién nén. K ) 3 Romania
Romania
* Thudc vo tring:
n £ . Ry oM oon o . 2 r . Ao aa . X ~
Oncotec Am  Pharmapark, ‘Thu(A)c s‘an )A(ua:c vo truA’ng. fiung d}ch tEle tAlch Alon‘ (chaAt df)c ti: % DE ST 0|2 " .
Pharma bao/chat kim té bao); thuoc dong kho (chat doc té bao/chat kim te i P o Co quan tham
8 i 06861 Dessau-|, | . 2, C 1A A oA Ls A1 A s ) 1 GMP 2| = Q o
Produktion Roblau. German bao); dung dich thé tich nho (chat ddc té bao/chat kim te bao). ) 012 0029 |= N quyén buc
GmbH ’ Y |+ Thubc tiét trung cudi: dung dich thé tich 16n (chat doc té bao/chat| = - a «©
kim té bao).
Glaxo Zone Industrielle e = © ire;:f Na'[lOI;;ii
n02, 23 ruel, . x . . NI ‘ = |HPF/FR/I|& = geney
9 Wellcome .. * Thuoc khong vo trung: dang bao ché ran khac; thuéc phun mu. Q v Q Medicines and
. Lavoisier, 27000 ) 40/2013 S A
Production 0 3 F Health  Products
Evreux, France —
' Safety (ANSM)
* Thuoc vo trung: :
Riikswe 14 + Thudc san xuét v6 tring: dang ban rin (khang sinh c6 d6 nhay cam| a. “@ ©° ielegrizn Fede;oai
Alcon oY g ’|cao); dung dich thé tich nhé (khang sinh c¢6 d nhay cam cao). = BE/2013/ | & S gency
13 Puurs, B-2870, R ‘. . ' \ Q S Q Medicines and
Couvreur NV . + Thuoc tiét trung cuodi: dung dich thé tich nho. ) 006 o =
Belgium I A s L , . s .| @ = & Heallth Products
* Thuoc khong vo trung: dang ban ran (khang sinh c6 d§ nhay cam —_
(AFMPS)
cao).
*Thudc v trung: Y ] )
15 Novo Nordisk I];I;)V:V%ﬁile 2880 + Thudc san xut vo tring: dung dich thé tich nhé. (23 DK H 8 I Danish Medicines
A/S & * Thubc sinh hoc: thudc cong nghé sinh hoc. ) 00028113 |2 S Agency
Denmark n S 2
N

* Thudc khac: nguyén liéu sinh hoc




Kela

Laboratoria St Lenaartsewe * Thudc vo tring: A o b ielegriin Fedefr::
NV (Kela NV| ~ € |+ Thuébc san xuét vo tring: Thudc dang rén va ciy ghép. = BE/2012/ | & & gency
16 - Kempisch 48, Hoogstraten,, Thubc khéng vo tring: thudc udng dang 1ong; dang bao ché ban .t 080 g 2 Medicines and
I.) B-2320, Belgium | .~ .~ J & g dang long, dang B g g Heallth Products
Laboratorium ran; vién nén. = =
NV) (AFMPS)
Laboratorio *Thudc v0 trung;
. + Thudc san xuét vo tring: Dung dich thé tich nho (hormon va chat
Italiano L . . R 3 . =9 e =
.. Via Licinio, 11 -|c6 hoat tinh hormon, khong bao gom hormon sinh duc). S = =) . ..
Biochimio PO 5. . 2, . IT/178- | o Q Italian Medicines
18 . 22036 Erba (Co)|+ Thudc tiét trung cudi: Dung dich theé tich nhd. Q Q =
Farmaceutico . 1 N s Lz \ . D 1/H/2013 | » o Agency (AIFA)
. Italia * Thuoc khong vo trung: Thudc uong dang long (corticosteroid);| S =
Lisapharma £ o . \ . S . —
thuoc dung ngoai dang long (corticosteroid va hormon sinh duc);
S.p.a N £, z . .
dang bao ché ban ran (corticosteroid)
Nucleo Industriale -
Facta S. Atto (loc. S. E g = . ..
19 Farmaceutici |Nicolo' A|San pham Imipenem Cilastatina Kabi 500mg/500mg Q 1T7249- g § ltalian “Medicines
S Tordino) - 64020 ) 1/H2012 | S Agency (AIFA)
p-a ordino) R 0 3 =
Teramo (TE) Italy
Cipla Ltd., Unit
IX .
*Thudc vo trung:
Plot No. L-1 . A . . . ‘ o
. ot o 39, S + Thudc san xuat vo trung: Thudc dong kho; dung dich thé tich nho; E DE BB 0|3 = 2
Cipla Ltd., (103 and M-62( 6 . . < i Q Q Co quan tham
20 : . |thudc dong san trong bom tiém. &) 1 GMP 2| s N Ao,
Unit IX Verna Industrial PN e : o , T ) = S quyén Dt
+Thuoc tiét trung cudi: dung dich thé tich nho; thudc dong san trong| o 013 0030 | = S
Estate, 403722 bom tiém — —
Verna, Salcette, om tiem.
Goa, India
198-202 New -
industrial  Area|* Thubc v6 tring: A, Izjslélg}MP d v g:ﬁlt;l;eri and
.. . . |No.2, Mandideep,|+Thubc san xuit v6 tring: thudc cdy ghép va dang rin = & S
21 Lupin Limited | ..~ . £ R N o n . A, . R Q Insp GMP| s = Products
District ~ Raisen,[*Thuoc khong v6 trung: vién nang cling; vién nén; Siro khd pha| - 2531539 | = S Reoulat
Madhya Pradesh, [thudc ubng. m =y B cgwatory
047-0005 Agency - UK

IN 462 046 - India
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Aurobindo
Pharma
Limited Unit
XII

Survey  Number

314, Bachupally
(Village),
Quthubullapur
(mandal), R.R.
District,
Hyderabad,

Andhra Pradesh,
Pin code 500 090

India

* Thudc vo tring:
+ Thuoc san xuat

truyén (Amoxicillin Sodium; Ampicillin Sodium; Ampicillin&
Sulbactam; Flucloxacillin; Piperacillin/Tazobactam).
* Thubc khéng vo tring: vién nén (Co-amoxiclav; Flucloxacillin;

Phenoxymethyl

(Amoxicillin; Cloxacillin; Flucloxacillin, Dicloxacilin); thudc rén
khac: thube bot pha hdn dich uéng (Amoxicillin; Co-amoxiclav;

Flucloxacillin).

v6 trang: thudc dong kho; thudc bot pha tiém/tiém

penicillin;  Pivmecillinam); vién nang cung

EU-GMP

3169/12.0
1.01/2013

22/11/2013

23/08/2016

Finnish Medicines
Agency (FIMEA)




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

Dot 19
) ] > . . = NHOM THUOC (*)
NHA MAY . , ) 2 zYGIAY |Z ~|ZE=Z[co QUAN|—; .
STT A - |PIA CHI PHAM VI CHUNG NHAN E=pn < |
CONGBO [ - : Z¥Hon |9 T|YE Z|car NHON \NEOM
Lleu,_,dlt LISh? French National
Vert", rue René A o © Agenc for
1 Innothera Chantereau, * Thubc khong v6 triung: thubc udng dang long; dang bao ché rén (23 HPF/FR/8| & I Mi dici}llles and
Chouzy 41150 CHOUZY |khéc; vién nén. 3 92013 | T e X
n Q = Health  Products
SUR  CISSE, N - Safety (ANSM)
FRANCE Y
Torrent
Pharmaceuticals
Lt'd - Baddi Plant . DE BY |= ©
Torrent Village: Bhud & s i =N = 2
. . £ A N ‘A , A 05 GMP_| & Q Co quan tham
2 Pharmaceutica |[Makhnu  Majra,|* Thudoc khong vo trung: vién nang ctng; vién nén. Q 2013 001 S P 5n Pt X
Is Ltd Tehsil: Baddi - 2 P g = quyen Bue
173205,  Dist.: - -
Solan (Himachal
Pradesh), India
Torrent
Pharmaceuticals
Torrent Ltd. - Indrad Plant A, DE BY |« b
3 Pharmaceutica Near Indrad), Thubc khéng v tring: vién nang cing, vién nén (23 05_GMP_ 8 8 Co quan  thém
s Ltd Village, Taluka J & gcumng, ’ 5 2013_001| & 8 quyén Puc X
Kadi, District K 0 a =
Mehsana Gujarat
382721, India
9-19, Shimoshinjo
Santen 3-chome
Pharmaceutica | . L o Ministry of|
1 Co Ltd Higashiyodogawa- = - = Health Labour
" ku, Osaka, Japan |_, 2 ) . . &) I < ’
4 (Santen o . [Sén pham: Sanlein 0.1, Ophthalmic Preparations = 1971 N N and Welfare|x
. |(2-14. Shikinami, 3 S 5
Pharmaceutica .. o N = government of|
| Co. Ltd Hodatsushimizu- ) oo o0 Japan
Noto P'l,ant) ‘[cho,  Hakui-gun, p
Ishikawa, Japan)
Alkem Nalgarrh, District 2 A A 5 . A0 1d ; i % . = S
. . * Thuoc khong vo trung: vién nang cing; thuoc uong dang long; vién Insp GMP| o I Healthcare
5 Laboratories |Solan, Himachal| |, Q Q = X
.. nén. ) 19564/ = g products
Limited Pradesh, In m I~ Q
173205. India 1094393- gl Regulatory
’ 0004 Agency




Fresenius Kabi
Fresenius Kabi g:ﬁghlaﬂd * Thudc v6 tring: ‘ ‘ E DE HE 0|& 2 Co quan tham
6 Deutschland . + Thudc tiét tring cudi: dung dich thé tich lén; dung dich thé tich| O 1 GMP 2|& a , o
GmbH Freseniusstrabe 1, nho ) 012 00202 S quyen Buc
61169 Friedberg,| H - = o«
Hesse, Germany
* Thudc vo tring:
+ Thudc san xudt vo trung: thubc dong khé; dung dich thé tich nho.
* Thudc sinh hoc: Thube cong nghé sinh hoc.
Lilly Coporate|Cu thé: thudc bot pha dung dich hoic hdn dich ALIMTA; dung dich ~ French  National
R Center, pha tiém BYETTA; thube bot pha dung dich hodc hdén dich E > i
Eli Lilly and . . ; . = x . = UMC/PT/ | & =) Drug and Health
7 Compan Indianapolis, HUMALOG; Humaject dung dich pha tiém hon dich pha tiém|Q 92012 X Q Products  Safetv|X
PAY " lindiana,  46285,|HUMALOG; bit dung dich pha tiém HUMALOG:; thuéc tiém insulin| 2 g S Agenoy ANSM)W
USA. HUMULIN REGULAR; thudc téi t6 hop HUMULIN NPH; thudc téi - geney
t6 hop HUMULIN 70/30; hén dich pha tiém LIPROLOG BASAL;
dung dich pha tiém hdn dich pha tiém LIPROLOG.
(Tén san phém tai Viét Nam:
Zone Industrielle, O French  National
2 rue du Colonel * Thude v6 tring: & < = Agenc for
. . + Thudc san xuét v6 tring: Thudc dong kho (chira chét doc té bao,| = |HPF/FR/7|S 3 gency
8 Lilly France |Lily, 67640 . 2, \ , Q Q Q Medicines and
. hormon); dung dich thé tich nho (chtra hormon). ) 4/2013 < *®
Fegersheim, + Thudc sinh hoc: thudc céng nghé sinh hoc H < = Health = Products
France ! oe: Tl £ ngne T Safety (ANSM)
Takeda (Werk
Singen) « £ A DE BW_ |« v
Thudc vo trung: s o | = = A
9 Takeda GmbH Robert-Bosch- + Thudc san xuit vo trung: thubc dong kho. O 01_GMP_ q N Co | quan tham
Str.8 )4 R N PN .. , IS I 2012 013 | = = quyen Buc
. * Thuoc khong vo trung: Thudc dung ngoai dang léng; thude udng| N =~
78224 Singen, . . P 4 L, A 3 - ~
dang 16ng; dang bao ché ban ran; thuoc dan; thuoc triing dat am dao.
Germany
- o i R I 3t ;
Janssen C?lag Gurabo, PR[San pham: Concerta (Methylphenidate HCL) Extended Release = 06-0077 i s United States
10 manufacturing 00778. USA Tablet Q 2013-03- S i Food and Drug
LLC ’ o 4 VN Ei ¥  |Administration
=)
Santen 9-19, Shimoshinjo
Pharmaceutica 3-chome, Ministry of|
i i _ =2} o s
1Co,Ltd | ligashiyodogawa = = = Health,  Labour
ku, Osaka, Japan , 2 . . @) Q Q
. . : , ) o)
11 (Santen (2-14. Shikinami San pham: Alegysal, Ophthalmic Preparations & 2720 @ A and Welfare
Pharmaceutica |\ . 2 S S government of|
Hodatsushimizu- s = -
1 Co., Ld b Halulgun . Japan
Noto Plant) o, u-gun,

Ishikawa, Japan)




9-19, Shimoshinjo

Santen 3-ch
Pharmaceutica Hicgaosr}?ijl’o dogawa o Ministry of]
. g s @ h
1Co., Ltd ku, Osaka, Japan ’ . ' . g g = Health, Labour
12 (Santen (2-14. Shikinami San pham: Sancoba, Ophthalmic preparations. & 1972 = = and Welfare
Pharmaceutica ) . 2 q Q government of]
1 Co Ltd Hodatsushimizu- K] 0 0 Japan
Noto Pfant) cho,  Hakui-gun, b
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
Pharmaceutica 3-chome, Ministry of|
Higashiyodogawa- E s ke
1 Co., Ltd ku, Osaka, Japan ’ . . ' . 2 S S Health, Labour
13 (Santen . . [San pham: Daigaku Eye Drops, Ophthamic Preparations = 2721 vy A and Welfare
. |(2-14. Shikinami, 3 I N
Pharmaceutica .. o S S government of]
1 Co Ltd Hodatsushimizu- ) = - Japan
Noto Pfant) cho, Hakui-gun, P
Ishikawa, Japan)
French  National
2 rue du Pressoir|* Thudc vé tring: E HPE/FR/I g E Agency for
14 Merck Sante  |Vert, 45400|+ Thudc san xut vo tring: thubc dong kho. @) 6417013 g g Medicines  and
Semoy, France * Thubc khong v tring: vién nén. B = = Health  Products
= <
Safety (ANSM)
29 Avenue|, Thubc khong v tring: thudc dung ngoai dang I6ng; dang bao ché| & i = ie:;? NathIfli
Charles de Gaulle,| . ) g YO ltung: £ 18 ang fong, dang pao e > HPF/FR/4 |2 IS gency
15 Famar Lyon . .’|ran khac (bao gom ca cephalosporine); dang bao ché ban ran; vién| @ Q N Medicines and
69230 Saint Genis| , A . ) 8/2013 = N
Laval. France nén (bao gom ca cephalosporine). n & S Health  Products
’ Safety (ANSM)
Via San Leonardo - “
CHIESI 96 - Via Palermo S = > , .
16  |FARMACEU [26/A- Via Ortles 6|San pham: Brexin 3 /CII;I;ézon < S f:al;t xﬁcmes
TICISP.A |- 43100 Parma 2 5 5 geney
(PR), Italia - -
Via San Leonardo San phdm: Curosurf
CHIESI 96 - Via Palermo ( Co 6 san xuét ban thanh phdm: CHIESI FARMACEUTICI S.P.A -| o, “ a8
. Via San Leonardo 96 - Via Palermo 26/A- Via Ortles 6 - 43100| = CPP/2013| & & Italian Medicines
17 FARMACEU |26/A- Via Ortles 6 Parma (PR), Italia Q 1931 = = Agency AIFA
’ , Italia. - . =
TICIS.P.A (PRA;3IIt2§)ia Parma Co s& dong goi: Fidia Farmaceutici S.P.A - Via Ponte Della Fabbrica| ™ ad a
’ 3/A, 35031 Abano Terme (PD), Italia)
f/[a;rlzr;es;z 089;18 * Thubc khong v6 tring: vién nén (bao gdm ca thubc hudng thén, -
Laboratorio Esolu ’ os ’ de hormon vé chat ¢ hoat tinh hormon); thuéc ubng dang léng; thube E NCF/133 | 5 e Ministry of Health
18 Aldo-Union ngbreg;at ding ngoai dang 1ong; thuc phun mu (bao gdm ca hormon va chat Q 6/001/CA g 8 of Government of]
. ’ j A I < A . i) q = s .
SA (Barcelona), c6 hoat tinh hormon); dang bao ché ban ran (bao gom cd hormon va| 5 T S X Catalonia - Spain

Spain

chét c6 hoat tinh hormon).




San pham: Aciclovir Generis, thudc bot pha dung dich hodc hdn Portuguese
C/ Jarama, s/n -|.. .
Rei Jofre,|Poligono dich. & - b National
g ’ g . (Co s& san xuét ban thanh phdm: Reig Jofre, S.A (Fab Toledo) - C/ = 1871/CM/| & < Authority of]
20 S.A (Fab|Industrial, E- . . ) Q0 N qQ .
Toledo) 45007 Toledo Jarama, s/n - Poligono Industrial, E-45007 Toledo, Spain. ) 2013 g g Medicines and
Spain ’|Co s¢ dong gbi: Reig Jofre, S.A (Fab. Sant Joan Despi - Gran Capita,| ™ S > Health Products,
P 10, E - 08970 Sant Joan Despi - Barcelona, Spain) IP (INFARMED)
San phdm: Huminsulin Normal 100, dung dich pha tiém.
Eli Lilly and|Drop Code 2200,|(Tén tai Viét Nam: Humulin R) A, o v
21 Company Lilly|USA-46285 (Co s& san xuit: Eli Lilly and Company Lilly Corporate Center - % LGBNOIl |& K Co quan thdm
Corporate Indianapolis, Drop Code 2200, USA-46285 Indianapolis, Indiana, USA. ) 1 § § quyén Pric
Center Indiana. USA Co sé dong goi xuit xuéng: Lilly Pharma Fertigung und Distribution | ™ S S
GmbH & Co. KG - Teichweg 3, 35396 Giessen, Germany).
Séan phdm: Huminsulin Basal (NPH) 100, hdn dich pha tiém.
Eli Lilly and|{Drop Code 2200,[(Tén tai Viét Nam: Humulin N) A, “ v
2 Company Lilly|USA-46285 (Co s& san xuit: Eli Lilly and Company Lilly Corporate Center - (23 LGBNOI | & I Co quan thim
Corporate Indianapolis, Drop Code 2200, USA-46285 Indianapolis, Indiana, USA. ) 0 § § quyén Puc
Center Indiana, USA Co s& dong goi xuit xuong: Lilly Pharma Fertigung und Distribution| ™ & a
GmbH & Co. KG - Teichweg 3, 35396 Giessen, Germany).
San phdm: Huminsulin Profile IIT 100, hdn dich pha tiém.
Eli Lilly and|Drop Code 2200,|(Tén tai Viét Nam: Humulin 70/30) A, o v
23 Company Lilly|USA-46285 (Co s& san xuit: Eli Lilly and Company Lilly Corporate Center - % LGBNOO | & N Co quan thdm
Corporate Indianapolis, Drop Code 2200, USA-46285 Indianapolis, Indiana, USA. ) 9 § § quyén Prrc
Center Indiana, USA Co sé dong goi xuit xuéng: Lilly Pharma Fertigung und Distribution| S S
GmbH & Co. KG - Teichweg 3, 35396 Giessen, Germany).
31-1, Nihonbashi-
Ay
. |hamacho 2- ..
Pharmaceutica chome. Chuo-k o Ministry of|
Is Co., Ltd ? Lok, p= = Health, Labour
Tokyo, Japan \ 2 . . FEDTR @) Q
24 (Ay (6-8, Hachiman San pham: Morihepamin, thudc tiém. é 1968 = and Welfare
Pharmaceutica [, > . oomman, 2 q government  of]
Kawajima-machi ] oo
Is Co., Itd. Hiki-oun ’ Japan
Saitama Plant) |, . gut,
Saitama, Japan)
31-1, Nihonbashi-
Ay
. |hamacho 2- ..
Pharmaceutica chome. Chuo-ku o Ministry of|
Is Co., Ltd ’ ’ P = Health, Labour
Tokyo, Japan , 2 . S @) &
25 (Ay (6-8, Hachiman San pham: Neoamiyu, thudc tiém. ;: 1970 = and Welfare
Pharmaceutica S . g q government of]
Kawajima-machi S 0o
Is Co., Itd. Hiki-gun ’ ~ Japan

Saitama Plant)

Saitama, Japan)




* Thudc vo tring:
+ Thudc san xuét vo trung: dung dich thé tich 16n; dung dich thé tich
nho.

United Kingdom's

Harmire Road,|+ Thubc tiét trung cudi: dung dich thé tich 1én; dung dich thé tich UK MIA ..
R A e © Medicines and
Glaxo Barnard  Castle,|nho. = 4 Insp| = = Healthcare
26 Operations Durham,  DLI2|* Thudc khong vé tring: thudc dung ngoai dang léng; thubc udng Q GMP/IMP g g roducts
UK Limited |8DT, United|dang 16ng; dang bao ché rin khac; dang bao ché ban rén; vién nén; B 4/3848- | = produ
. <z < N Regulatory
Kingdom thuoc com. 0025 Acenc
* Thudc sinh hoc: thuéc mién dich; thudc cong nghé sinh hoc; thude gency
c6 ngudn gbe tir nguoi hoic dong vat; thubc chira steroid, chéng
khuén, chng nm.
* Thudc khong vo tring: vién nang ctng; thudc dung ngoai dang .
. Loz ., R L , A, A INS- « ) Austrian
Merck Hosslgasse 20,|l6ng; thudc uong dang long; dang bao ché ran khac (vién nén bao S — = ..
. . A . . Ay L A 480021- |o I Medicines and
27 KgaA&Co. 9800 Spittal an|dudng, vién nén bao phim); dang bao che ban ran; vién nén. Q Q = . .o Ix
. . R A oA S ) 0017-001 | & Q Medical Devices
Werk Spittal |der Drau, Austria |* Thudc tir dugc li¢u: vién nén; vién nén bao phim; vién nén bao| 5 P a
R " , (8/10) — Agency (AGES)
duong; vién nang cing.
30, Podstoczyko
Natur produkt|Str., 07-300|* Thubc khong vé tring: vién nang cung; thubc ubng dang long; % GIF-IW-N. g g Main
28 Pharma Ostrow thubc bot sai bot; vién nén. Ul 4022/231/ g § Pharmaceutical
Sp.Z.0.0 Mazowiecka, * Thudc duge lidu B 12 § E Inspector, Poland
Poland
* Thubc v6 tring:
EZ?:;P\;?;:; Elln?G + Thudc san xudt v6 tring: dung dich thé tich 16n; thudc dong khé| a, DE NW_| = ©
29 Bayer Pharma Allee 51368 (bao gdm ca chira hormon); dung dich thé tich nho. _ % 04 GMP_ 8 N Co quan thdm
AG ’ + Thudc tiét tring cudi: dung dich thé tich lén; dung dich thé tich| 5 2013 003 | = A quyén Pirc
Leverkusen, nhé 0 g S 3
Germany * Thubc khong vé tring: dang bao ché rén khac; vién nén.
Pol. Ind. Les
Salines. Carrer - -
Castello, 1, 08830 z N A cn i X | NCF/133 |32 — Ministry of Health
o[ e al T Kint 0 i i i o i b 13 g 2| o Gowmen o
pania, Llobregat ghien, £ ’ g cung, petiet. B T S a Catalonia - Spain
(Barcelona); -
Spain
5555 Valley
Grifols Boulevard,  Los|* Thubc vé tring: ‘ A, “ o Spanish ~ Agency
. . Angeles,  90032|+ Thubc san xudt v trang: dung dich thé tich 16n; thudc dong kho; = ES/157H/ | & S of Drugs ang
31 Biological Inc o . P , Q = Q X
(GBI) (California), dung dich thé tich nho. ) 13 = N Health  Products
Estados  Unidos,|* Thubc sinh hoc: ché phim tir mau. = - & (AEMPS)
USA
UK GMP United Kingdom's
Dhaka Unit, A, 29943 e © Medicines and
Square Kaliakoir. = Insp GMP S S Healthcare
. s * A A A \ RPN /. RPN r &) Q Ql
32 f;hﬁglaceutlca Gazipur, 1750, Thuoc khong vo trung: vién nang clirng; vién nén. 3 29943/30 | & products
Bangladesh M 9403- A a Regulatory
0004 Agency




7671, Aza Minist of]
Senju Kazukanounonish E <+ H lthry Lab
33 |Pharmaceutica i SaijL,|S4n phém: Bronuck Ophthalmic Solution Qo |8 and | Weltare
1 Co., Ltd.|Fukusakicho, pham: Bronuck ©p ¢ otuto § S overnment ¢ 0?
Fukusaki Plant {Kanzaki-gun, S = .%a an
Hyogo-ken, Japan p
* Thudc vo tring:
. Nottingham  site,|+ Thudc san xuat vo trung: dung dich thé tich 16n; dung dich thé tich UK MIA United Kingdom's
Reckitt . i
Benckiser Thane Road,|nho. A 12862 “ hS medicines and
34 Healthcare Nottingham, + Thudc tiét trung cudi: dung dich thé tich nhé. % Insp GMP| & 8 Healthcare
. Nottinghamshire, |* Thubc khéng v6 tring: vién nang ctng; dang bao ché rin khac; ) 12862/11 § 2 Products
International n 0 = S
Limited NG90 2DB,|vién nén. 9098- — — Regulatory
United Kingdom |* Thudc sinh hoc: thude mién dich; thude cong nghé sinh hoc. 0008 Agency MHRA
* Thudc tir duge ligu.
. Groot A, o Federal  Agency
B . = = -
35 MCasrllllllsfacturin Bijgaardenstraat ., Thude khong vé tring: dang bao ché ban rin (% BE/2012/ 8 S for Medicines and X
Beleium S.A & 128, Drogenbos, J £ cang ' ) 066 8 3 Health Product of]
£ ) B-1620, Belgium M = @ Belgium
Parque
Tecnologico  def,, A A, e © Spanish ~ Agency
. Thuoc vo6 trung: = _
Asturias, Parcelas - <. . 2 . 2 = ES/155H | § I of Drugs ang
. ) n £ iia oo 5i- 2 et 1 1. il 5 & &
37 Tecsolpar, S.A 19, 20 y 23, nh"(l;huoc ti¢t trung cudi: dung dich thé tich 16n; dung dich the tich = V/13 % & Health  Products|X
Llanera 33428 = - = (AEMPS)
(Asturias), Spain
Bayer Weimar
Baver Weimar GmbH und A, DE_TH_0f = ©
18 Gn}lle nd Co.KG * Thubc khong v6 tring: vién nén (chira hormon va chét cé hoat tinh % IH_GMP | g N Co quan thdm
CoKG "% Dobereinerstrabe hormon). ) _2013- E i quyén Pirc
o 20, 99427 = o031 < ¥
Weimar, Germany
Ministry of]
4-6-10 = o "
s © ©
39 |Eisai Co., Lid |ROishikawa, San phim: Myonal tablets 50m A V%) S S iec? " \]{/Z?f:tlrl;
v Bunkyo-Ku, phar: 3%y g g e %
Tokyo, Japan = N N government of|
’ ~ Japan
French  National
% J9 A A . A, 1 ; . J< N a9 “@ il
Laboratories 93 rloute de Tl}l'IOC kho?g vO trling gchua chat ’co hoat tmh‘ horn:org). '[hl}OC dul}g s HPE/FR/1 | S S Agel'lc.y for
40 . Monnaie, 37 210{ngoai dang long; thuoc uéng dang long; dang bao ché ran khac; thudée| @ N X Medicines and
Chemineau . R O ) 08/2013 |« Q
Vouvray, France |phun mu; dang bao ché ban ran. 0 3 = Health  Products
- Safety (ANSM)
64/66  Westside °
Ei Busi Park , : : , . |& = = , iy
irGen USINess . A% Thude khéng vo trung chura chat ddc té bao: vién nang cung; vién = 2013/685 | K N Irish  Medicines
41 Pharma Old Kilmeaden nén Q 7M1043 | = S Board
Limited Road, Waterford, ’ B % E

Ireland




Lek

farmacevtska Agency for
druzba d.d Perzonali 47 Y «@ o Medicinal

0 (Lek Prevalie 739 1’ * Thubc khong v6 tring: dang bao ché ran khac (chira khang sinh (23 450- 8 8 Products and X
Pharmaceutica Slove éia’ ’|beta lactam); vién nén (chira khang sinh beta lactam). ) 25/2013-2 g 8 Medical Devices
Is d.d), K = S of the Republic of]
Production Slovenia
Site

Whiddon Valley, UK MIA Unlte':d. Kingdom's
Barnstanle A, 142 Insp|en o Medicines and
43 Actavis UK Nortthe) V(;Il * Thubc khong vé tring: vién nang cing; vién dan; vién nén. (23 GMP/GD | & § Healthcare
Limited EX32 ’ gNS * Thudc tir duge liéu. 25 P/IMP § < products
’ s 142/6742-| ¥ o Regulator
United Kingdom gu Y
0029 Agency MHRA
.. * Thudc vo tring:
A.Menarini . . L £ . 2 . ~ 4 ©
.| Via Sette Santi, 3 {+ Thudc san xuat v6 trung: dung dich thé tich nho. = > = . ..

44 Man.uf.acturmg 50131 Firenze|+ Thudc tiét tring cudi: dung dich thé tich nho. Q 117226 S Q ltalian Medicines
Logistics and D). Ttali * Thude sinh hoe: thude ¢4 5n obe tir do At (dane bao ché bé ) 3/H/2013 | = X Agency AIFA
Services S RL (FD), Italia i )uoc sinh hoc: thudc c¢6 nguon goc tir dong vat (dang bao ché ban 5] S =

ran).
* Thudc khong v tring:
BAG Health Care + Thubc san_xuéit v6 trang: dung dich thé tich 16n; thudc déng kho;
GuibH dung dich thé tich nho. o DE HE ol Z ©

45 BAG  health Amtseerichtsstrab * Thudc sinh hoc: thude mién dich; san phém liéu phap té bao: thube % ) G_MP_2 8 N Co quan thAm

Care GmbH e 1.5 g3 5423 Lich cong nghé sinh hoc; thube co nguén géc tur dong vat. ) 013 01 1*3 8 = quyén Puc
Germ’an ’[* Thude tir duge liéu; thude vi luong déng can; nguyén liéu sinh hoc;| ™ - S P
Y nguyén lidu c6 ngudn gbe tir dong vat hodc vi khuén; nguyén lidu san
xudt thubc cong nghé gen.
Biomedica, spol s
r.0. Praha, divize a o he!
Biomedica Horatev, Horatev £ . A Lk \ o A - sukls2327 [ & & Cze'ch State
46 spol. S .o 104 289 12 * Thuoc khong vo trung: thudc udng dang long; vién nén; thuodc bot. [ @ 002012 | S Institute for Drug
- L > ) = =
Nymburk, Czech 0 S a Control (SUSKL
Republic
Takeda GmbH
Betriebsstatte
. =9 e © i
47 Takeda GmbH S;Eglif;sz:l%e 70 * Thuoc khong vo trung: vién nang cing; dang bao ché ran khac; % ]IDEG_I\%IE_S g § Co quan tham
_|vién nén. ' St I = quyén Ptic
98 16515 2 013_0022 | S
> m - ) o
Oranienburg,
Germany
Terrero 1251, “a s .
Laboratorios |Buenos Aires : . . . . . = & I Arg‘e ntina .
48 Richet SA Republic ’|San pham: dung dich pha tiém Acido Zoledronico Richet O % 06353-13 | & S National Institute
. A S S of Drug (INAME)
Argentina — —




Unit-VI, Village:
Bhatolikalan,
Adjoining
Jharmajri, E.P.LP,

Nectar India * Thube vo tring: . s e [
s Post office: [+ Thudc san xuét vo tring: bot pha tiém chira cephalosporin = FI34/0172 | Q ory
51 Lifesciences . £ N . i . N , Lo q q Medicines and
.. Barotiwala, * Thuoc khong vO tring: vién nang cling; vién nén (chua| 014 o) a
Limited . . . A X .. £ , . 0 = = Health Products,
Tehsil: Nalagarli,|Cephalosporin); bot pha hon dich udng (chira cephalosporin). — ©~
o L.P, Porrtugal
District: Solan,
Himachal,
Pradesh-173205,
India
* A . : X oz . A o~ v ~ A
11, An-Tou Lane, ‘Thuoc:/o trung: dung dich thuoc tiém (san xuat vo trung va tiét| o - - Ministry of Health
Ta Fong Yen-Pin, Li trung cudi). (23 S = and Welfare
52 Pharmaceutica Ch £ °|* Thude khong vo trung: dung dich; thudc md, thudc kem; vién nén h 0703 8 8 . .
anghua  City, . a .z 2y an £ = D oy Republic of China
1 Co., Ltd . bao phim; vién nén; thudc com; thude bot; vién nang; thudc dan. Q = & .
Taiwan, ROC Lo, ) ;i A = (FDA Taiwan)
* Dugc chat chira hormon san xuat thuoc vo trung.
Pharbil  Pharma
Pharbil gmbH g [PENW_ o =
Reichenberger * Thude khong vo tring: vién nang cung; vién nén dit truc trang; = 02_GMP_| g & Co quan thim
53 Phaarma o QO Q S N i
GmbH Strabe 43, 33605|vién nén. ) 2013 000 | = quyén buc
Bieletefeld, K 2 = =
Germany
Contract Unit 1 & 21, 38 o Therapeutic
facturing |Elizabeth ~ Street,| . ; L 1= [MI2013- |2 2
manu actun.ng 1zabe. Street, Vién nang mém (chtta dugc li€u; vitamin, chat khodng va dinh|O < o Goods
54 & Packaging|Wetherill Park| . _ A LI-09453-| < Q .. .
. dudng) = q S Administration,
Services  pty|NSW 2164, o 1 S S Australia
Ltd Australia B~




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

Dot 20
; , > . . . NHOM THUOC
NHA MAY . , ) 2 zYGIAY |Z ~|ZE=Z[co QUAN|——; .
STT A - |PIA CHI PHAM VI CHUNG NHAN E=pn < |
CONGBO [ - : Z¥Hon |9 T|YE Z|car NHON \NEOM
étz;/e:sue “ h) French Agency
1 Laboratories Pom gi dou. 15004 * Thubc khong vo tring: vién nang cimg; dang bao ché rin khac. EU- HPF/FR/1 8 8 for Medicines and
Lyocentre .p ’ * Thudc sinh hoc chira Lactobacillus. GMP (582013 |S a Health products
Aurillac Cedex, 2 v
— S Safety (ANSM)
France
Bausch & . San phim: Advanced Eye Relief Dry Eye Environmental Lubricant 12-0171- i £ |United States
Greenville, SC ) US- S S
2 Lomb 29615. USA Eye Drops (Sterile) GMP 2014-03- * 3 |Food and Drug|x
Incorporated ’ Tén tai Viét Nam: Computer Eye Drops VN % % Administration
=+ %+ .
] R - =+ 3
Bausch & Greenville, SC|San pham: Opcon-A Antihistamine and Redness Reliever Eye Drops|US- 12-0171 Eiy = United States
3 Lomb . 2014-01- i EiS Food and Drug|x
29615, USA (Sterile) GMP 3+ 3t - .
Incorporated VN S ¥  |Administration
* Thudc vo trung: ] s/
Leo . 285 C.a shel Roa.d, + Thudc san xudt v6 tring: dang bao ché ban rin. EU- 2013/694 | & & Irish  Medicines
4 Laboratories |Crumlin, Dublin < N R PR .. , . 1 = S
* Thudc khong vo trung: thuoc dung ngoai dang long; dang bao ché|GMP  |2/M46 — S Board
Ltd 12, Ireland Lz J ., X =
ban ran; thuoc thu thai ¢ tir cung. N ~
217-221 Governor at] v Therapeutic
5 iit;llrzrll;a Pt Road, Braeside|Thudc khong chira penicillin, cephalosporin, hormon, steroid, chat|P1C/S- ﬁ1622061427_ 8 8 Goods
Yvie 3195,|chdng ung thu: vién nang mém; dang bao ché rin phan liéu. GMP = = Administration,
Ltd . 3 = F .
Australia — N Australia
N * Thudc khong vo tring: thube dung ngoai dang long; thudc udng “@ b
Via Firenze, 40 - , i . . \ Loz . o o . .
7 Sofar SPA 120060 Trezzano dang long (chtta hormon corticosteroid); dang bao ché ran khac|EU-  |IT/75- Q Q Italian Medicines
o (thuéc bot, thude c¢dm, thude ngam); thude phun mu; dang bao ché|GMP |2/H/2013 | S S Agency AIFA
Rosa (MI), Italy e, S 5
ban ran; vién nén. Q I
Tarchominskie
* ¢ vo trung: < o
Zaklady 2, A. Fleminga| ruocvotring: o GIF-IW-N| = = Main
Farmaceutycz + Thudc san xuat vo trung: dung dich thé tich nho. EU- Q Q .
8 " .| Str, 03-176 . I . 4022/298/| & = Pharmaceutical  [x
ne Polfa Warsaw. Poland * Thuoc sinh hoc: thudc cong nghé sinh hoc. GMP 13 IS = Inspector. Poland
Spolka ’ (thubc Insulin) & & P ’
Akcyjna
Tarchominskie
. < ©
g:ﬁ?i}é tvez 2, A. Fleminga|*Thudc v trung: EU G GIF-IW-N{ S = Main
9 "u 4 S| Str., 03-176|+ Thudc san xuat v6 tring: dang bao ché ran (bao gdm ca khang sinh|~—— [4022/299/ % S Pharmaceutical  [x
ne Polfa \ Cn ; MP o —
Warsaw, Poland |nhom penicillin va cephalosporin 13 = X Inspector, Poland
Spolka [\l N
Akcyjna
State
Plot No 72, EPIP, - “ Administration of]
Zeiss Phase-I, Jharmajri,|* Thubc vo trung: EU 065/2013/| = = Ukraine on
11 Pharmaceutica |Baddi, Distt,|+ Thudc san xudt vo6 trang: thudc cdy ghép va dang rin GMP SAUMP/ S % Medicinal X
Is Pvt Ltd Solan, Himachal|(cephalosporin) GMP g % Products
Pradesh, India « o (SAUMP) -
Ukraine




* Thudc vo tring:

Pansiontie 47 + Thudc tiét trang cudi: thubc ciy ghép va dang rén (chira chat co “ 2
12 Baver O Turku 2021 0’ hoat tinh hormon); thudc tai tir cung (matrix) (chtra chét c¢6 hoat tinh|EU- 1661/11.0 8 8 Finnish Medicines
yerLy B ’|hormon). GMP {1.092013 |2 g Agency (FIMEA) |*
* Thubc khéng vé tring: vién nang ctng; vién nén (chira chit c6 hoat g IS
tinh hormon).
i/llj);zr:)clscgo 7 * Thubc v tring: _
Policono ’|[+ Thubc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich « b Spanish  Agency
13 Berlimed, S.A |Ind gstrial Santa nho. EU- ES/094HI 8 8 of Drugs ang X
T Rosl; Alcala de * Thudc khéng v6 tring: vién nang mém; thudc ding ngoai dang|GMP |/13 5 5 Health  Products
Hena’res 28806 long (bao gém c4 hormone va chét co hoat tinh hormone); thubc 2 s (AEMPS)
- ’ A l 5 A Iy th A h r th;\ .
(Madrid), Spain uong dang 16ng (bao gom ca thudc hudng than)
C 1 on v
Via acciamali, > > . ..
.. . . o EU-  [CPP/2013| & Q Italian Medicines
14 Mitim SR.L (34 36. 38 -125128 San pham: Ceftazidim Stragen 2g GMP /1065 = = Agency ATFA
Brescia - Italia S N
C 1 on v
Via acciamali, > > . ..
.. . i . EU-  [CPP/2013| & Q Italian Medicines
15 Mitim SR.L (34 36. 38 -125128 San pham: Ceftriaxon Stragen 2g GMP /1098 = = Agency ATFA
Brescia - Italia = =
N N
* Thudc vo tring:
+ Thudc san xut vo trung: thubc dong kho; dung dich thé tich nho.
+ O \ IR . A 4x .. J4 J4 . N <+ ©
Merck  Sharp Molenstraat 110, Thu?c tiét trung cuoi: dung dich thé tich nho; thuoc cay ghép va = = Health care
& Dohme B.V dang ran. EU- NL/H Q Q .
16 R , . 15342 CC OSS. £ R . A, , A , = S inspectorate, The
Tén phap ly: * Thuoc khong vo trung: vién nén (chira hormon va chat c6 hoat tinh| GMP  [13/0069 | o =
The Netherlands R A S F Netherlands
N.V. Organon hormon); vong dat am dao. Q =)
* Thube sinh hoc: thude cong nghé sinh hoc; thube c6 ngudn gbe tir
nguoi va dong vat.
Waarderweg 39 [ ©
17 Merck Sharp|2031 BNJ, Thubc khéng v6 tring: dang bao ché rin khac; vién nén EU- NL/H 8 8 ill:aglstorate ‘El?}f:
& Dohme B.V [HAARLEM  The & & qang : ' GMP |13/0024 |2 S Netharar i
Netherlands = S ehe s
Estrada do Rio da|, LA i
Hikma Mo, n8, 8-, 8-B-| Lluocvotrung: R ST « e |National
. + Thuodc san xuat vo trung: dung dich thé tich 16n; thudc dong kho; F0006/S1/| = > Authority of|
Farmaceutica |Fervenca, . 2., \ . . £ oA . EU- Q Q . .
18 (Portugal) Terrugem  SNT dung dich thé tich nho; thu6e dang ran; thude bot (cephalosporin). GMP H/AF/001 | & & Medicines and
SA g2l 270 5_g9 06 ’[+ Thude tiét trang cudi: dung dich thé tich 16n; dung dich thé tich /2013 § g Health  Products,
’ Portugal ’ nho. o - I.P, Porrtugal
sC Str. Panselelor nr. S v National Agency
19 E'ur'o harm 2, Brasov, Jud.|* Thudc khéng vo trung: vién nang cimg; vién nén bao phim; vién|EU- 024/2012/| & N for Medicines and
SA P Brasov, cod|nén. GMP |RO g §, Medical Devices -
) — = Romania

500419, Romania




Factory La Plata:
St 4 No 1429 (Zip
code B1904CIA),
of the City of La
Plata, Province of]

Thubc khong chita khang sinh beta lactam; chit kim té bao; hormon:
vién nén; vién bao; thudc cdm; thudc bot pha hdn dich udng; thude
bot; dung dich thudc tiém, thude dong kho; thudc bot vo trung; dung
dich khéng vo trung; dang bao ché ban rén.

Buenos Aires,
Argentina National
.. < v Administration of]
20 Laboratorios Factory .La Rioja: PIC/S- ggéiggM § § Drugs, Food and
Bago S.A Ii[écocf;zda de GMP 14 g g Medical Decives,
: N o Argentina
between St. Ciuda (ANMAT)
de Mar del Plata I . , . A i LA
. Thuoc chira khang sinh beta lactam: vién nén; vién bao; thuoc bot
and Av. Matienzo; pha hén dich udng; thudc bot pha tiém
Industrial Park of] ; ’ ; ’
Province of La
Rioja (Zip code
F5302CTA),
Argentina
893-5, Hajeo-i,
Hanmi galtan'mye_"?’ pu.  [AET/260 = = c iy
21 Pharmaceutica Waseong Sh San phém: vién nén bao phim Clopidogrel 75mg 912/6GM § % o N qua}n tham
1Co.. Ltd Gyeonggi-do, GMP P-HAN % g quyén butc
’ South Korea 445 Q —
913
Hanmin  Pharm
Co., Ltd
114,
Hanmi g:;f;slzzrﬁzg;o’ i Thuéc vo trﬁng: ? EU- DE_RP_0 % é Co quan thim
22 Pharmaceutica > |+ Thudc san xuat vo trung: thude bot pha dung dich tiém hodc tiém 1 GMP 2|& S N ,
ICo,ltd | P1-805 truyén Ceftriaxon (0,5g; 1g) GMP 013 0010 (S S quyén Buc
’ Pyeongtaek-si, e - A —
gyeonggi-do,
Republic Of]
Korea
Avda.
Miralcampo, 7,
Pol. Ind.|* Thubc khong v tring: vién nang cimg (bao gdm ca thude chira “ 2 Spanish  Agency
23 Laboratorios [Miralcampo, hpnnon hodc chét cc? hoat tinh, hormon); thuéc‘ bot; dang bao ché b‘én EU- ES/105H 8 8 of Drugs ang X
Liconsa, S.A [Azuqueca de|ran; vién nén (bao gom ca thudc hudng tdm than); vién bao (bao gom|GMP [VI/13 E 5 Health  Products
Henares  19200|ca thubc hudng tam than). ) & (AEMPS)
(Guadalajara),

Spain




4285
Wesleyan

North

Boulevard, Rocky UK GMP United Kingdom's
Mount ’ 27804 21672 N b Medicines and
24 Hospira Unite d’ States; *Thudc vo tring: _Thuéc san xudt tiét tring cudi: Dung dich thé tich|EU- Insp GMP 8 8 Healthcare
Incorporation |,.. 16n; Dung dich thé tich nho. GMP [21672/68 |3 2 products
Highway 301 = =
65186- —_ o Regulatory
North Rocky
0001 Agency
Mount, 27804,
United States
21 rue  du* Thudc khong vo tring: vién nang cimg (bao gdm ca thudc chira © © French  Agency
25 Sophartex Pressoir,  28500|penicillin); thudc ubng dang l6ng; dang bao ché rin khac (bao gdém|EU- HPF/FR/1 8 8 for Medicines and X
P Vernouillet, ca thudc chira penicillin); vién nén (bao gdm ci thudc chua|GMP [99/2013 g 5 Health  products
France penicillin). Q b Safety (ANSM)
¥ z PO
Rue Paul +¥111111122 Zﬁfffag{va tring: dung dich thé tich nho = = French ~ Agency
Delpharm Langevin, 37170 DAY Z. §- cung d o . EU- |HPF/FR/I|& & for Medicines and
26 + Thuoc tiét trung cudi: dung dich thé tich nho. = & X
Tours Chambray Lesi Thudc khong vé tring: thudc dung ngoai dang long; thude udn GMP 1382012 1o S Health ~ products
Tours, France . g & gns ang ‘ons; g = 2 Safety (ANSM)
dang long. Y
Utsunomiya Minist of
Plant of|16-3, Kiyohara “@ b Healthry Labour
Chugai Kogyodanchi, , i e L2 Japan- 8 8 ’
27 Pharma Utsunomiya _ city, San pham: Tocilizumab (Gen tai to hop) GMP 5052 g 5 ar;il/emmen\tVelfa(r)?
manufacturing | Tochigi, Japan < ® &
Co., Ltd fapan
Séan pham: Cletus o -
Valphar@a Via G. Morganl., 2 ( Co SO san xqat ban thanh pham: Yalpharma International S.P.A - EU- crpo12| S S Italian Medicines
28 International |-47864 Pennabilli|Via G. Morgani, 2 -47864 Pennabilli (RN), Italy. aMP 1232 = = Agency AIFA
S.P.A (RN), Italy * Co so dong goi: Special Product's Line S.P.A - Via Campobello, 15 g S gency
- 00040 Pomezia (RM), Italy) “ =
Terrero . |* Thudc chira khéng sinh beta lactam: vién nén; vién bao; thudc bot National
1251/53/59, Luis X . .. .
Viale 1848 v Tres pha hon dich. 20132014 = he! Administration of]
Laboratorios Y "5+ Thude khong chira khang sinh betalactam, khong chira chét kim t&|PIC/S- & & Drugs, Food and
29 . arroyos 1829 (Zip|, . £ \ £ A A m an R 000089 | = = . .
Richet SA code 1416), of the bao, hormone: thudc dang long; thudc bot; thudce tiém dong kho.. GMP 14 = o Medical Decives,
. ’ * Thube chira khang sinh betalactam: thudc bot pha tiém; hén dich Q Q Argentina
City of Buenos ha tiém (ANMAT)
Aires, Argentina P ’
Bausch & Greenville e San pham: Advanced Eye Relief Dry Eye Rejuvenation Lubricant Us- 12-0171- % % United States
30 Lomb 20615 US’A Eye Drops (Sterile) GMP 2014-02- = ¥ |Food and Drug
Incorporated ’ Tén tai Viét Nam: Moisture Eye Drops VN % % Administration
* Thubc v6 tring:
+ X N Zp A pedan n X 5 2 .0 X X ,
Camil Fabra, 58. ;Fhuoc sal} xuayt vo trung.‘thu(;)c c%ang 101?g thé tich nho (thuo‘c nhci o N
. mat) (bao gom ca hormon va chat c6 hoat tinh hormon); dang bao ché NCF/123 | S he! Ministry of Health
Alcon  Cusi,|08320 El Masnoul, , ’ N . N X . <, EU- Q =
31 ban ran (thuéc md tra mat) (bao gom ca hormon va cac chat co hoat 2/001/CA | = Q of Government of]
SA (Barcelona), , S . g JOUIN GMP = S . .
Spain tinh hormon); thuoc cay ghép dang ran (dang thudc bot). T F = Catalonia - Spain

* Thude khong vo trung: thude ding trong dang 1ong (thude xit miii,
dung dich nho tai).




* Thubc v6 trung: Thudc san xudt vo trung: dang bao ché ban ra"lr_l
(thudc tra mét) (khang sinh ¢6 d6 nhay cam cao); thudc dang léng thé

. tich nho (dung dich, hdn dich) (thudc nhé mét, thuée nho tai) (khang o © Belgian  Federal
Rijksweg 14, . i \ > = Agency for
Alcon - sinh ¢6 d§ nhay cam cao). EU- |BE/2013/ | & Q .
32 Puurs, B-2870, SO Z. ; , 2, . £ .z ) = Medicines and
Couvreur NV . + Thudc ti¢t trung cuoi: thuoc dang 16ng thé tich nhé (thudc nho mat,|GMP  |006 o o
Belgium ’ L = - Heallth Products
thudce nho tai) —_ S (AFMPS)
* Thubc khéng vé tring: dang bao ché ban rin (thuéc md tra mét)
(khang sinh c6 d0 nhay cam cao).
Portuguese
gzjuzgzzmilé Rua Joao de Deus, at, \n National
35 Especialidates 11, 2700-486,|San phdm: vién nang cimg Gabapentina Gabamox 300mg|EU- 1977/CM/ 8 8 Authority of|
P . |Amadora, (Gabapentin 300mg) GMP (2013 = = Medicines and
Farrmaceutica = =
o SA Portugal ) S Health  Products,
S IP (INFARMED)
. X ) Swiss Agency for
36 OM  Pharma ifmmle 2(111; 11\3/[(2S-$1 Séan pham: Vién nang cing Broncho-Vaxom Adult; Vién nang ctmg|PIC/S- 14-395 8 8 Therapeutic
SA iy Y B roncho-Vaxom Children; vién nang ctrng Uro-Vaxom GMP S = Products
Switzerland = = . .
S 1 (Swissmedic)
- © French  National
. * J4 PR — —
ZL du Clal'ray, Thuo(c vo’ trun%. o .y o , ’ u-  laerrrn S S Agel?c'y for
37 Panpharma 35133, Luitre,|+ Thudc san xuat vo trung: thudc cay ghép va dang ran (chua beta N = Medicines and
GMP [25/2013 |—= )
France lactam). S X Health  Products
- - Safety (ANSM)
Plot No 255/1, United Kingdom's
Village Athal, UK GMP at, \n Medicines and
Ipca Silvassa,  Dadra EU 17549 & & Healthcare
38 Laboratories ’ .|* Thubc khéng v6 tring: vién nang cimg; vién nén. Insp GMP % S
Limited and Nagar Haveli GMP 17549/80 |2 = products
(U.T), In-396230, S S Regulatory
. 14-0003
India Agency
Plot No 21-22, State
- el o\l "
Alembic E};ZZ? LI ham]?i;’ pu. 0122012/ 3 = Administration of]
39 Pharmaceutica H— ‘|* Thubc khéng vé tring: thude udng dang 1ong; vién nén. SAUMP/ % S: Ukraine on
Is Limited | o00n Himachal OMP omp (S = Medicinal
Pradesh - 173205, s x
. Products
India
Mitsubishi 74732, Ooaza o Ministry of]
Tanabe Onoda Japan = Health, Labour
40 Pharma ’ San pham: vién nang Herbesser CD 100, Herbesser R100. p 3701 § and Welfare
SanyoOnoda, GMP —
Factory  Ltd, v hi T b government of|
Onoda Plant amaguchi, Japan < Japan
Mitsubishi 74732, Ooaza o Ministry of]
Tanabe Onoda Japan > Health,  Labour
41 Pharma ’ San pham: vién nang Herbesser CD 200, Herbesser R200. p 3702 § and Welfare
SanyoOnoda, GMP —
Factory  Ltd, v hi T b government of|
Onoda Plant amaguchi, Japan < Japan




* Thudc vo tring:

I3 7 2 [an} v
+ A ” A A \ . . A or 5 . . — —
o Bristol Muyers Ié(;;s(ljontangy]?lezl hogzgi fﬁﬁézli)agtvo trung: dung dich thé tich nhd (corticosteroid EU- IT/50- 8 8 Italian Medicines
. - ; Ot. N <
Squibb S.R.L Anagni (FR), Ttaly |+ Thudc tiét tring cudi: dung dich thé tich nhé. GMP | 1/H/2013 § ,% Agency AIFA
* Thubc khong vé tring: vién nén. o -
106-107, HSIDC State
i N "
' Industrial Estate, ) . . . ) . ‘. . 051/2012/| = S Administration of]
Synmedic Sector-31, * Thuoc khong vo trung: vién nang cung; dang bao ché ran; dang bao|EU- Q Q .
43 . . L. L e, SAUMP/ | & = Ukraine on
Laboratories |Faridabad- ché ban ran; vién nén. GMP — =) ..
GMP & = Medicinal
121003, Haryana, — N
. Products
India
Via  Provinciale|* Thubc vo trung: X 2
45 Kedrion S.P.A (loc. Bolognana) -|+ Thubc sain_xuét v6 trang: dung dich thé tich 16n; thudc déng kho;|EU- 1T/41- 8 8 Italian Medicines
755027  Gallicano|dung dich thé tich nho. GMP |(2/H/2014 |S S Agency AIFA
(LU), Italia * Thubc sinh hoc: san phim tir méau. ~ b
10 rue du Chenot,|,, Thube v6 trine: “ h) French  Agency
46 Panpharma Parc d'Activite du + Thubc san xuég;t. vo tring: thudc cdy ghép va dang rin (chira khan EU- HPF/FR/2 8 8 for Medicines and
P Chenot, 56380 sinh non betalactam, chét io hoat tingk;gorrﬁon) e ¢ GMP 1262013 g E Health  products i
Beignon, France ’ ’ ' = X Safety (ANSM)
Lilly Coporate « “ .
Eli Lilly and| " * Thute v tring - 506 [ovcr|S S [orag and Hodh
47 Y Indianapolis, + Thudc san xudt v6 tring: thudc déng kho; dung dich thé tich nhé. — S S & X
Company . L. R . MP 9/2012 = o Products  Safety|
Indiana,  46285,|* Thuoc sinh hoc: Thuoc cong nghé sinh hoc. X -
USA. Q — Agency (ANSM)
Reckitt 65 Moo 12, United Kingdom's
Benckiser Lardkrabang- UK GMP “@ b Medicines and
Healthcare Bangplee  Road. EU 20689 & & Healthcare
> % Z N PSR LA A A - Q Q
48 Manufacturing|Bangplee, Thuoc khong vo trung: thudc uong dang long; vién ngam. GMP Insp GMP ) B products
. 20689/13 | S =
(Thailand) Samutprakarn, Th 803-0005 | — Regulatory
Limited 10540, Thailand Agency
No. 6-20, Tuku,|* Thubc vé tring: Thudc tiém c6 tiét tring cudi va thude tiém khong
Standard . a L1 Al an R a FO x . X e .
Chem & Tuku Village,|tiét trung cuoi; bot dong kho pha tiém; thuoc tiém dang hon dich. PIC/S > > Taiwan Food
49 ) Sinying  District,|* Thudc khéng v6 trung: Dung dich thudc; Vién nén, vién bao phim, 0876 § S,' and Drug Adminis
Pharm.  Co.,,|. . N R o i Loy A Lz GMP o — .
Ltd Tainan City|vién bao dudng, vién nang cing, thuoc bot, thude com. = 3 tration (TFDA)
’ 73055, Taiwan * Nguyén liéu lam thudc tiém/thude v6 tring nhoém Cephalosrin o -
* Thudc v6 tring khong tiét tring cudi: Dung dich thé tich nhé chira
Genepharm  |18th km|hoat chét kim té bao (cytostatic); _ “ © National
s1 AE /|Marathonos Ave,|* Thubc v6 tring co tiét tring cudi: Dung dich thé tich nhé chua hoat|EU- 66298/30- & I Oreanization  for
Genepharm  |Pallini  Attiki,|chét kim & bao (cytostatic); GMP (82013 | = y egdicines Ciroos X
SA 15351, Greece * Thudc khong vé tring: Vién nén va vién nang ctmg chira hoat chét o N ’

kim té bao (cytostatic), thubc udng dang 1ong; dang bao ché rén khac.




Plot No 42,

. . State
MSN g;ztceh éﬁfjﬁ;’f ' U, 0142014/ % = |Administration of
52 Laboratories > . . ’|Thudc khong vo trung: Vién nén, vién nang ciing SAUMP/ | § Q Ukraine on
Private Ltd Medak District - GMP GMP l% § Medicinal
502 325, Andhra ~ Products
Pradesh, India
) ) - “ French  National
Unither Zone Industrielle|* Thu'oc khong vo thl’J:ngZ 'Vle‘n d,at chua horA’mo?e ha}/ hgp chzitt 0| 1. HPE/FR/I § S Ager.lc.y for
53 Industries le Malcourlet,|hoat tlph hormone, Vién nén va Cac dang thudc ran phan licu khac; GMP 002013 | @ E Medicines and
03800 GANNAT |* Thudc tir duoc liéu. = 3 Health  Products
B Safety (ANSM)
Organon Drynam  Road * Thubc v6 tring co tiét tring cudi: Dung dich thé tich nho chira chét 2 © ' N
54 (Ireland) Swords Co? co hoa't tinh hormone; ) EU- 2013/713 g g Irish  Medicines
.. . * Thuoc khong vo trung: Vién nén chira chat co hoat tinh hormone;|GMP  [4/M61 — = Board (IMB)
Limited Dublin, Ireland , o, 8 3 =
Kem chira chat c6 hoat tinh hormone. et ~
Portuguese
;’Yziituzgzzmilé Rua Jodo de Deus, . ) ) ' ' . . g g Natione}l
55 Especialidades no. 11, Amadora, Tpuoc khong vo trung: Vién nén, vién nang cing, thudc bot, thudc|EU- F030/001/ S g Auth.orlty of]
Farmacauticas 2700-486, com. GMP |2014 g = Medicines and
SA ’|Portugal (\l — Health Products,
o IP (INFARMED)
G. Ardoz de
Lamadrid 1383/85 ) ) ) ) ) i 20 13214] = 0 Argentina
56 Gemepe S.A (Zip Code Dung dich thuoc ti€ém, Thuoc nhé mat, Thudc ban ran vo khuan va|PIC/S 000273- | S S National Institute
’ C1267AFD), Thuoc nude khong chira khang sinh Betalactam GMP 14 & & of Drug (INAME)
Buenos Aires, © © -ANMAT
Argentina
UK GMP United
Dewan Idris Road 35139 ng.d(.)m S
Incepta . |Bara  Rangamala Tnsp g E Medicines and
57 iharﬁlil;lcif;élca_ Zirabo Savar|Thudc khéng vo tring: Vién nén, vién nang cimg. lé[;/ip GMP S S E:Oaéggzre
Zirabo Plant Dhaka 35139/90 § é
Bangladesh 3504 - Regulatory
0002 Agency

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

Dot 21
7z & z NHOM THUOC
STT NHA MAY PIA CHI PHAM VI CHUNG NHAN = ‘E’ GIAY |2 2 Z o QUANINHOM [NHOM
CONGBO | : : 3 2|cN S U|g g|cAp 5 )
Z = ==
34 North - ©
Xlan-Jansse.n Wanshou Road? * Thudc khong vo tring: vién nang ctng; thudc dung ngoai dang|EU- BE/2013/ | & & Federal . .Agency
1 Pharmaceutica | Xian, Shaanxi 16ne. thube ubne dane 16ne. thube dan. vién nén. thude bat aMmP  loso S = for Medicines and X
1 Ltd. Province, 710043, ong, thuoc uong dang fong, uoe dan, vien nen, tuoc Hot. S g Health Products
China - -
* Thubc v6 tring:
Via Appia + Thudc san xut vo tring: thudc dong kho (chét doc té bao/ chit kim
BSp Ko 65561 PP € bao); dung dich thé tich nho (chit doc té bao/ chit kim té bao). o ©
. S + Thudc tiét trang cudi: dung dich thé tich nhé (chit doc té bao/ chat|EU-  |IT218- |8 S Italian Medicines
2 Pharmaceutica |(loc.Latina Scalo)-|. . =, " Q Q
Is SR 04013 Latina kim té bao). GMP |5/H/2013 g po Agency AIFA
o Italia ’[* Thudc khong vé tring: vién nang cimg (chit doc té bao/ chat kim té — e
bao); vién nén (chat doc té bao/ chét kim té bao).
* Thudc sinh hoc: DNA/ Protein tai tb hop
EIfcrlderStrl\jIBoikereiz- * Thude v tring: DE BY |
Wasserburger + Thubc san xudt vo tring: dung dich thé tich 16n; thubc dong khé; R = = 2
. Bauer-Straie 18-, . o \ EU- 04 MIA | & I Co quan tham
4 arzneimittelwe dung dich thé tich nho; = = A ,
83512 LAl z. . 2 . . . 2 ., |GMP [2013_004| = 3 quyén buc
rk GmbH + Thuoc tiét trung cuodi: dung dich thé tich 16n; dung dich thé tich - S Q
Wasserburg, nho 2 — =)
Germany )
. |* Thubc vé trung:
g?nI;SH Behring + Thudc san xudt vo trung: thubc dong kho; dung dich thé tich nho;
’ . 9 9 on
n FY z.. . A . P e 0 )
CSL  Behring|Emil-von-Behring- Thuoc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich EU- DE HE 0 = = Co quan thim
> GmbH Strabe 76, 35041[M1°: amp |-GMP21a S uyén Dirc
Marbur ’ Hesse * Thudc sinh hoc: thubc mién dich; thudc céng nghé sinh hoc; thudc 013 0018 g g quy
Germang, ’[c6 ngudn goc tir ngudi hodc dong vat; protein (streptase).
Y * Human-thrombin fibrinogen
CSL Behring], Thudc v6 tring:
GmbH + Thudc san xuit vo trung: thubc dong kho
, , 2| ‘,
CSL Behring Gorzhauser Hof 1, Thubc sinh hoc: ché phim tir méau; thudc cong nghé sinh hoc, thuc|EU- DE_HE 0 I = Co quan tham
6 35041 Marburg| , NS A . . . . 1 GMP 2| Q X .
GmbH . c6 nguon goc tir nguwoi hodc dong vat (C-1 inactivator; prothrombim|GMP | — ol S = quyén Dtrc
(Stadtteil . . . 013 0017 |9 5
. complex; clotting factor VIII; clotting factor XIII; fibrinogen). N
Michelbach), . .
* Human-thrombin fibrinogen
Germany
Plot No 42
. ! State
MSN é;;‘tceh g;‘ﬂl;:;zl prcs. (0142014 = = |Administration of
7 Laboratories Me daI; District ’[* Thudc khéng vo tring: vién nang cimg; vién nén GMP SAUMP/ | & 8 Ukraine on X
Private Ltd. GMP q 3 Medicinal
502 325, Andhra N Products
Pradesh, India Y




San pham: Thubc tiém Lucrin PDS Depot 3,75mg, Lucrin PDS

Takeda 17-85, . Depot 11,25 mg < © Ministry of
. |Jusohonmachi 2 - ., A . .. = = Health, Labour
Pharmaceutica Co s6 san xuat: Takeda Pharmaceuticals Company Limited Japan - N S
8 chome, Yodogawa s . . 4211 < Q and Welfare
Is  Company ku. Osaka 532- Co so dong goi: Abbott Laboratories S.A., Avda. De Burgos, 91,|GMP = S overnment of
Limited : Madrid 28050, Ty Ban Nha Q = &
8686 Japan Japan
Pfizer
Manufacturing
Pfizer Deutschland DE BY |« ©
Manufacturing [GmbH < N e Lz , EU- 04 GMP_ 8 I Co quan thAm
? Deutschland |Heinrich-Mack- Thube khong vo trung: thuoc uong dang ong. GMP (2013 019 g ﬁ quyén Puc
GmbH Strasse 35, 89257 6 = >
Illertissen,
Germany
Pfizer
Manufacturing
* X ~ A g ia . . A 1in A gr 1.
Pfizer Deutschland "l;hu(?c khon;g v0 trung: V:CI] 1}ang cing ‘y(chua nguye‘n lu;uA d?c '[11‘11,1, DE BY |o -
. |GmbH chat c6 hoat tinh cao); thuoc uong dang long; dang bao ché ran khac il — 2
Manufacturing . oA Loz , R I EU- 01 GMP | & I Co quan tham
10 Betriebsstatte (vién bao, thudc com, pellet chira nguyén li€u doc tinh; chat cé hoat & N N i
Deutschland . , A, , L, L , - [GMP 12013 014 |~ = quyén Dtrc
GmbH Freiburg, tinh cao); vién nén (chua nguyén li¢u doc tinh; chat cé hoat tinh ) = =
Mooswaldallee 1|cao). -
79090  Freiburg,
Germany
Portuguese
gzs;ucf;tzrmc?é Rua Joao de Deus, = ) National
13 Especialidades No. 11, Amadora,|* Thubc khong v tring: vién nang cing; vién nén, thudc bot, thudc|EU- F030/001/| & 8 Authority of]
P . [2700-486, cbm. GMP |2014 i = Medicines and
Farrmaceutica Q S
s SA Portugal — - Health Products,
S IP (INFARMED)
e e . s
Pharmaceutica [Kawajima-machi, |, P ST Japan - = ’
14 Is Co. Ltd|Hiki-gun, San pham: thuoc tiém AMINIC GMP 4095 g and Welfare
. . S government of|
Saitama Plant |Saitama, Japan Japan
. . * Thudc vo tring:
ijc (lj\/i elelfizll,ettSf + Thudc san xut vo trung: dung dich thé tich nho < b
15 Abiogen (loc bs I; daletto) + Thudc tiét trung cudi: dung dich thé tich nho. EU- 1T/30- § 8 Italian Medicines
Pharma S.P.A 5P . * Thudc khong v tring: vién nang ctng; thudc udng dang long;|GMP  |1/H/2014 | = a Agency AIFA
56121 Pisa (PD),|. . .. .. . o~ X N , S S
. thudce dung ngoai dang 16ng; vién nén, dang bao ché ban ran (chura =
Italia -
hormone sinh duc).
Sos.  Alexandriei
nr. 145 A, £ . AN T S \: < 2 National Agency
16 S.C.Larophar [Comuna 161?}1.113;;3?1%%1 VOd;:lnﬁ)' nvfegagangézughgé ;gzolfh::n(%igforzndizf EU-  |013/2014/ § 8 for Medicines and
mS.R.L. Bragadiru,  Jud. hi;gr; vién bao)'gdaﬁ gbéo cflg;é b;ingrén' vien nén GMP |RO v = Medical Devices -
Tlfov, cod 077025,[P""™ > Cang ’ ' "’ a Romania

Romania




Parc  d'Activites
du Plateau de|* Thubc vo trung: “ © French  National
17 Ipsen Pharma|Signes  Chemin|+ Thudc san xuit v trung (chira hormon): thudc déng khé. EU- HPF/FR/1 8 I Drug and Health X
Biotech departemental No.|+ Thudc tiét tring cudi (chtra hormon): dang bao ché ban rin; dung|GMP  [96/2013 8 E Products  Safety
402, 83870|dich thé tich nhé; thubc ciy ghép va dang ran. =~ S Agency (ANSM)
Signes, France
* Thubc v6 tring: ‘
Zone Industrielle,|+ Thudc san xuit vo trung: dung dich thé tich 16n; dung dich thé tich - French  National
N — el
29 rpute des|nho. o . . - ' ‘ . |eu- HPEFR2 | S = Agerllc.y for
18 Pfizer PGM  [Industries 37530(* Thuoc tiét trung cuoi: dung dich thé tich 16n; dung dich thé tich A Q Medicines and
. \ GMP (012013 |« S
Poce Sur Cisse,|nho. S 3 Health  Products
France * Thubc khéng v6 tring: vién nang ctmg; vién nén (chira chit c6 hoat - Safety (ANSM)
tinh hormon).
* Thubc v6 tring: Belgium Federal
Pfizer Rijksweg 12,+ Thudc san xuét v6 trung: thudc déng khd (hormon/ g g glu
: ) N 5 £ 1s & - . :[EU-  |BE/2013/ [ Q Agency for
19 Manufacturing|Puurs, ~ B-2870,|Prostaglandine); dang bao ché ban ran (Prostaglandin); dung dich the S S .
. . , A . GMP (024 3 = Medicines and
Belgium NV |Belgium tich nhé (Hormon/ Prostaglandin). S =
L a z. . 2. . — S Health Products
+ Thuoc tiét trung cudi: dung dich thé tich nho.
E(;lee}lllraleniiler Binger Strabe|* Thudc vo tring: “ ©
20 Pharma 173, D-55216|+ Thudc san xuét v6 tring: khi dung. EU- 2013/021/ 8 N Co quan thdm
GmbH&Co. K Ingelheim am|* Thudc khéng v6 tring: vién nang cimg; khi dung; vién nang|GMP |54/M g § quyén Pric
G " |Rhein, Germany |HMPC; thude phun mu; vién nén, vién nén chtra chét doc té bao S @
* Thudc vo tring:
+ Thudc san xuét vo tring: thubc dong khd (hormon); dung dich thé
tich nho; thudc cay ghép va dang rin (khang sinh beta lactam). o) o Greece  National
21 Anfarm Hellas|Sximatari Viotias,|+ Thudc tiét trung cudi: dung dich thé tich 16m; dung dich thé tich|EU- 37854/13-| & § Oreanzation  for
S.A 32009, Greece  |nho. GMP [52013 |S = y egdicines
* Thudc khéng vé trung: vién nang cimg (khang sinh betalactam); 8 =
thubc ding ngoai dang long; thubc udng dang 1ong; dang bao ché ban
rén; vién nén (khang sinh beta lactam).
* Thubc v6 tring: ‘
+ Thudc san xuét vo trung: dung dich thé tich 16n; dung dich thé tich °
Dervenakion  6,|nho. - = Greece National
’ ‘ . , i - o o
22 Pharmathen Pallini Attiki,[+ Thuoc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich EU 23374121 q N Organzation  for
SA 351.G hé GMP (3-13 X < dici
15351, Greece nho. . ) . & < Medicines
* Thuoc khong vo trung: vién nang cling; thudc dung ngoai dang
long; vién nén.
. H e}
Ferring |k Rybniku 475, o N , EU- |sukislesd| * |3 Czech State
23 . 252 42 Jesenice u|* Thudoc khong vo trung: thudc dung ngoai dang 1ong. I+ F Institue for Drug
Leciva a.s. GMP (27/2012 3t 3
Prahy, Czech i 3 Control
Parc de la Noire|* Thudc vo tring: ° Beleium  Federal
GSK Epine -  Rue|+ Thudc sén xuét vo trung: dung dich thé tich 16n; thube dong kho; E S &
. . . . 2., \ EU- BE/2013/ | & I Agency for
24 Biologicals Fleming 20,|dung dich thé tich nho. oM loso & S Medicines and
SA Wavre, B-1300,|+ Thudc tiét trung cudi: dung dich thé tich nho. q Q
g — Health Products

Belgium

* Thude sinh hoc: thuéc mién dich; thude cong nghé sinh hoc.




Istituto

Biochimico |Via Di i he
Italiano Fossignano, 2-1qa P S . EU-  |CPP/2013 8 8 Italian Medicines
25 Giovanni 04011 Aprilia San pham: thudc tiém Edevexin (5mg/ 5Sml) GMP |/853 g g Agency X
Lorenzini (LT) Italia = =
S.P.A
Thubc chi icillin va cephalosporin: .
Biochemiestrasse |* Tﬁcéz \','Iéatfg;“‘?l e INS- - = Ausrian
Sandoz GmbH Y Ag . Lk L Vr EU- 481921- |g & Medicines and
26 10, 6250 Kundl,|+ Thuoc san xuat v6 trung: thudc cay ghép va dang ran. N = . . Ix
- TechOps . z R A \ 1 A . |GMP |0045-001 [ N Medical Devices
Austria * Thuoc khong vo trung: dang bao ché ran khac (vién nén bao phim; N =
i . £ 1A IV n , A (9/10) — — Agency (AGES)
vién nhai; thuoc bdt, thuéc com); vién nang cling; vién nén.
* Thude v tring: Belgium Federal
GSK Rue de Institut|+ Thudc san xuat v tring: dung dich thé tich 16n; thuc dong kho; E e g
. . . . 2., \ EU- BE/2013/ | & o Agency for
27 Biologicals 89, Rixensart, B-|dung dich thé tich nho. < Q .
. AUV £ . 2., \ GMP |036 = e Medicines and
SA 1330, Belgium + Thuoc tiét trung cudi: dung dich thé tich nho. = S Health Products
* Thude sinh hoc: thuéc mién dich; thude cong nghé sinh hoc. U
. UK GMP United Kingdom
92 Sipcot ..
. Industrial 22481 o 0 Medicines and
28 Micro  Labs Compl Hosur.|* Thube khone vé trime: vién nane oftne: vién nén EU-  |Insp GMP S N Healthcare
Limited Ompiex, - HIOSUL, T TU0C Khong VO frung: VISH ang cimg, vien nen. GMP [22481/11 | = = products
Tamil Nadu, In- Y =
635 126, India 7371- N Regulatory
’ 0002 Agency
16  Veerasandra UK GMP United Kingdom
Industrial ~ Area, 22481 “ © Medicines and
29 Micro  Labs|Anekal Taluk,|* Thudc khéng vé tring: vién nang ctng; vién nén; thudc bot ubng|EU- Insp GMP| & I Healthcare
Limited Bangalore, tai cAu truc. GMP [22481/36 E E products
Karnataka, IN-560 6976- < a Regulatory
100, India 0003 Agency
Ash Road, Uk United Kingdom
Wrexham MIA(IMP © Medicines and
Ipsen . * Thude vo tring: ) 3070| = =
. Industrial Estate, L. C £ an A EU- I Q Healthcare
31 Biopharm + Thuoc san xuat vo trung: thuoc dong kho. Insp Q S
.. Wrexham, Clwyd, L. I . A GMP pt ® products
Limited .. 1* Thuoc sinh hoc: thudc cong nghé sinh hoc; nguyén li¢u sinh hoc. GMP/IMP| Q =
LL13 9UF, United O e Regulatory
Kingdom 30707147 Agenc
& 20-0038 geney
Lek
farmacevtska Verovskova 57 * Thudc khéng vé trang: vién nang ctng (chtra chit mién dich); vién | v Slovenia, Agency
12 druzba d.d 1526 L'ubl'ana’ nén (Homron hodc chdt ¢6 hoat tinh hormon, Prostaglandin/|EU- 450- 8 < for Medicinal
(Lek o JUDIAN| o tokines, chét doc té bao/ chdt kim té bao); thude cém; pellet; vi|GMP  [28/2012-2 = = Products and|®
Pharmaceutica nang; thudc bot. = B Medical Devices

Is d.d)




Wasserburger

Arzneimittelwerk
GmbH * Thubc v6 tring: ‘ DE BY | °
Wasserburger |Herderstrabe 2|+ Thudc san xuit vo trung: dung dich thé tich 16n; thubc dong kho; Rl = = 2
. . . 2., \ EU- 04_GMP_| & Q Co quan tham
33 Arzneimittelw |und Molkerei-{dung dich thé tich nho. _ _ GMP 2013 017 = F 3n Pirc
erk GmbH Bauer-Strabe  18-|+ Thudc tiét trung cudi: dung dich thé tich 16n; dung dich thé tich 5 - g g quy
83512 nho. -
Wasserburg,
Germany
Santen 348-3, Aza-suwa, “@ ) Ministry of
Pharmaceutica [Oaza-shide, Taga- : Japan- & S Health, Labour
S an pham: Flumetholon 0. 1, Ophthalmic P ti 464 & a 1f:
34 | Co.Ltd.|cho, Inukami-gun, San pham: Flumetholon 0. 1, Ophthalmic Preparations GMP 643 S S and Welfare
Shiga Plant  |Shiga, Japan @ = government  of]
’ Japan
Santen 2-14, Shikinami, - “ Ministry of
Pharmaceutica |Hodatsushimizu- 2 Japan- S S Health, Labour
. an pham: Oflovi hthalmic P ti 3321 q N 1f:
35 I Co.Ltd. Noto|cho, Hakui-gun, San pham: Oflovid, Ophthalmic Preparations GMP & S and Welfare
. N = Government  of]
Plant Ishikawa, Japan — gl
Japan
. % A AN . ** *+
36 Santen O I;;;t;};)ham%l:;;u e2r(::, +T"ll"l}?1§)gcvgé:u:§ét v6 trung: dung dich thubc nhoé mét; dung dich EU- 4415/11.0 % % Finnish Medicines X
(N eI, T uos a7 g dung @ > dune ANGMP (1092013 E % |Agency (FIMEA)
Finland thudc nho tai. BiS Bis
No.1, First|* Thudc vé trung: Thubc tiém (tiét tring cudi va san xuét vo tring);
Industrial Rd.,|Dung dich thubc nhé mét, tai, mii (san xut v tring) °
Genovate Hsin-chu * Thubc khéng vé tring: Dang bao ché ban rin (thubc kem); dang PICSS - g = Taiwan Food
37 Biotechnology |Expended bao ché rin (Vién nén, vién nén bao phim, vién nén bao duong, vién GMP 0851 g S and Drug Adminis
Co., Ltd. Industrial ~ Park,|nang, thubc bot). g A tration (TFDA)
Hsin-chu, Taiwan,|* Nguyén li¢u san xuét thudc tiém chira chit doc té bao (san xuét vo
R.O.C trung).
* Thudc vé trung: Thudc tiém (san xudt vo tring va tiét tring cudi),
dung dich v6 tring: thuéc nhé mat, nho tai va nhé mii (san xuét vo
trung).
Swiss gl(l)(.)n chan ;Sdz’ * Thudc khong v tring: ~ 0
18 Pharmaceutica Xinsl;gi Dist., - Dang bao ché 16ng: Dung dich thudc; PIC/S |0424039( § < B5 Y  Dai Loan
I Co.,, Ltd|. . . ”|- Dang bao ché ban rin: Thudc md, thude kem; GMP |AP) = § ;
L Tainan City 744, . L ¢ A, ) o . n = =
(Xinshi plant) . - Dang bao ché ran: Vién nén bao dudng, vién nén bao phim, vién N
Taiwan, (R.0.C) , RN A A
nén bao tan trong rudt, vién ngdm, dang hat va vién nang
* Thudc chtra khang sinh nhém Cephalosporin: Thudc tiém dang bot
(san xudt vo tring), thudc udng dang vién nang.
State
Private  Joint[8,  Manuilskogo 033/2012/ I v Administration of]
Stock str. 20300 Uman,|* Thudc khong vo tring: Vién nang cimg; thudc udng dang long;|EU- & I Ukraine on
39 . A N . PR R SAUMP/ | s S .
Company Cherkassy region,|vién nén (bao gom ca vién nén bao phim); thudc bot, vién ngam. GMP = <) Medicinal
. . \ GMP |3 %
Tecknolog” |Ukraine Q N Products

(SAUMP)




23-24, Harayama

Ministry of|

Eﬁ;j;?:z: fica 2-Chome, Midori- _ Japan < hlt Health,  Labour
40 WHC 0, Saitama City,|San phim: Thude tiém KYOMINOTIN Pan 5 5g & & and Welfare
I Co., Ltd|.. GMP ) ox
. Saitama x S Government  of]
Saitama Plant
prefecture, Japan Japan
Betriebsstandort
Basel,
(manufacturing of]
‘ ‘ . . z = o i
bulk. . and|, Dang bao ché 16ng: 1o thuoc tié€t trung cuoi; 1o thudc san xuat vo > = Swiss Agc'ency for
F. Hoffman-La|medicinal \ T a ARV T an R EU- Q Q Therapeutic
41 tring; ong tiém san xuat vo trung; lo thudc dong kho. 14-062 = =
Roche Ltd products : S . . A GMP o = Products
* Dang bao ché ran: vién nang; vién nén bao phim; vién nén. = F . .
parenterals), N ~ (Swissmedic)
Grenzacherstrasse
124, 4070 Basel,
Switzerland
5900 Martin|San pham: Singulair® (Montelukast Sodium) Oral Granules, 4mg " “ US. Food and
DSM|Luther King Jr.[( Co s& san xudt: DSM Pharmaceuticals Inc. - 5900 Martin Luther US 09-0039- (S = D;'u.
42 Pharmaceutica |Highway King Jr. Highway Greenville, NC 27834, USA coanp [2013-01- S S Ad rfinistraﬁon
Is Inc. Greenville, NC|Co s¢ dong goi: Merck Sharp & Dohme Corp., - 4633 Merck Road VN s S (US FDA)
27834, USA Wilson NC 27893, USA) B B
¥ z PO :
. Industriepark 30, Thucic V? mng. o . L " - ° Belgian  Federal
Schering- . + Thuoc san xuat vo trung: dung dich thé tich nho = = Agency for
Heist-op-den- L e 2. : P . EU-  [BE/2013/ g S o,
43 Plough Labo + Thudc tiét trung cudi: dung dich thé tich nho g a Medicines and
Berg, B-2220, X N N N X N .. , X X GMP 010 Q Q
NV Belaium * Thuoc khong vo trung: thuoc dung ngoai dang 16ng; thudc uong = 2 Heallth Products
gl dang long; dang bao ché ban rin; vién nén. (AFMPS)
* z ~ e~ . z PYRETY z . X 1Ar o z
10-12 Church "{huoc. }(hong vo tfung. thuoc‘ phanihel'l da?g ran,Athuoc bot Vei thuo~c Australian
cOom; vién nang mém; dang bao ché ban ran (thuoc kem, thuéc mg; o v .
Sphere Road l); thudc ubng dang long: dung dich ding ngodi tinh dau va dich|PIC/s -|M-2011- 12 S Therapeutic
44  |Healthcare Pty MOOREBANK |55 Hong danig fong; cung £ ngodl; - LI-09478- [ Q S Goods
chiét duoc liéu. GMP L — . .
Ltd NSW 2170, Lo ISP 3 e S Administration
Australia (Thuoc uong: thude bo dudng N - (TGA)
Dung dich thudc: dung dich ding ngoai)
A T v . = |z
; + Thudc tiét trung cudi: Dung dich thé tich 16, dung dich thé tich|EU- 1T/49- & S Italian Medicines
45 |RIO CENATE nhé GMP |1/H/2014 |2 S Agency (AIFA)
FARMACOL |SOTTO(BG). : S 3 geney
OGICO ITALIA A o
H
=+
s
Ajinomoto 103-1, % Ministry of|
Pharmaceutica |Shirasakaushishim _ Japan = bt Health,  Labour
46 Is Co. Ltd|izu, Shirakawa-|San phim: vién nén ATELEC 10 Gl{’/IP 4096 + |S and Welfare
Fukushima shi, Fukushima, I $ Government  of]
Plant Japan % Japan
s
H
3+




Ajinomoto 103-1, < - Ministry of|
Pharmaceutica [Shirasakaushishim _ Japan = S Health, Labour
47 Is Co., Ltd.|izu, Shirakawa-|San phim: Thubc cbm AMIYU GlI\)/IP 4153 § g and Welfare|x
Fukushima shi, Fukushima, % E Government  of]
Plant Japan B Japan
Biocon  Special
Economic Zone,
Plot No. 2-4,
Phase IV, : n © . .
. ’1* Thudc vo trung: = S Malaysia National
48 Biocon Bom@asgndra— + Thudc san xut vo tring: dung dich thé tich nhé. PICS- 109713 | S Q Pharmaceutical
Limited Jigani Link Road, P A N GMP ® X,
Bommasandra * Thudc sinh hoc: thuoc cong nghé sinh hoc. = 3 Control Bureau
Post, Bangalore,
Karnataka,

560099, India




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

Dot 22
E E i >~ > <Zt
NHA MAY . , ] = OIGIAY |Z &~|Z Z|co QUAN|
STT A P PIA CHI PHAM VI CHUNG NHAN < P .
CONG BO ! - : 2 clen |8 TS £lcap NHOM \niom
S > 4 4 g 1 5
H
State Road 670 San pham: Janumet 50mg/1000mg; Janumet 50mg/850mg; Janumet
Patheon km 2.7, Manati 50mg/300me. a =
1 Puerto  Rico Puerto. ’ Rico’ (Co s6 san xuét ban thanh phim: Patheon Puerto Rico, Inc - State|EU-  [24:2011/5 § < Medical Products
Inc 00674 Unite ci Road 670 Km 2.7, Manati, Puerto Rico 00674 - Puerto Rico. GMP 22381 = i Agency, Sweden
States’ Co s& dong goi: Merck Sharp & Dohme B.V - Waarderweg 39, NL- *© a
2031 BN Haarlem, The Netherlands) X
MSD -
. = “ .
International 70. Tuas. West), Thubc khong v6 trung: thubc nhé miii dang long; vién nén; vién|PIC/S- [IMLMP13 | & b= Slr'lgapore Health
2 GmbH Drive  Singapore nane oim GMP 100001 B Q Sciences
(Singapore 638414 gcung q p Authority
Branch) X
Pacific
. Pharmaceuticals I o
Pacific . |Ltd * Thubc khéng vo tring: vién nang cimg; thude udng dang long; vién|EU- DE BE_0 I S Co quan thim
3 Pharmaceutica NS T 1_ GMP 2|+ Q -
Is Ltd 30Km, Multan|bao; dang bao ché ban ran; vién nén. GMP OI3 00 1*4 o« e quyén btc
Road - Lahore, - ) 0
Pakistan X
Séan phdm: Thudc tiém bot Meronem (500mg, 1g) - “
ACS  Dobfar| )1 Addetta /127C0 50 san xuat: ACS Dobfar S.P.A . EU-  |ITR74- |S &  |italian Medicines
5 SPA 20067  Tribiano|Co s& dong goi cap 1 (dong lo thudc bot): Zambon Switzerland Ltd oMP  |1/m2013 P X Acency ATFA
o (MI), Italia Co s dong goi cp 2: AstraZeneca UK Limited - Silk Road Business < < gency
Park, Macclesfield, SK 10 2 NA, United Kingdom. - - X
* Thubc v6 tring:
Loc. Fontana Del £ \ A . 2 . , ) n
+ : — —
6 Bristol Myers|{Ceraso - 03012 con];(l:léls()t‘e:rosiZnho)r(;aotn)"/:hugziit dung dich the tich nho (chira EU- IT/50- g K Italian Medicines
i i p 2’ AU R =
Squibb S.R.L ﬁ;?agm (FR), T Thude tiét trang cudi: dung dich thé tich nho. GMP [1/H/2013 g = Agency AIFA
* Thubc khong vo tring: vién nén; thubc bot. X
* Thubc khéng vé tring: vién nang ctmg (chtra hormon va chit c¢6
Corden Pharma  |hoat tinh hormon; chit c6 hoat tinh manh, doc tinh cao); dang bao DE BW_ | v
7 Corden Otto - Hahn - Str.|ché ran khac (vién bao, thudc cém, thube bot) (chira hormon va chit|EU- 01 GMP_ § I Co quan thim
Pharma GmbH 68723 Plankstadt,|c6 hoat tinh hormon, chat c6 hoat tinh manh, doc tinh cao); vién nén|GMP  |2013_001 | & § quyén Puc
Germany (chtta hormon va chét c6 hoat tinh hormon, chét c6 hoat tinh manh, 9 A S
ddc tinh cao) X
Lot 2599, Jalan
Seruling 59, °
Kawasan 3, £ n I \ £ a 2 . L = = Malaysia National
Duopharma Thuoc tiém thé tich nhd; thudc tiém thé tich 16n; thuéc uong dang|PIC/S- I I .
8 Taman Klang|,, A £ 1 PO £ . 018/14 N S Pharmaceutical
(M) Sdn. Bhd. ] 41200 long; vién nén; vién nang; thuoc bot; thudc com; thude nhdé mat. GMP < ) c B
Kalya, Sl = = ontrol Bureau
ang, Selangor,
Malaysia X




Terrada 1270 -
Bioprofarma S.A.
(Zip code

Thubc déng khé; dung dich pha tiém; dung dich pha tiém (khéng bao

Ic’all4 i6AI§]§éZ ancf gdm dang tiét tring cudi v6i thude chira chit kim té bao); dung méi Areentina
P . (c6 hodc khong tiét tring cudi dé pha lodng cac thudc chira chat kim <+ ) 8
. Laboratorios IMA| ., . .. . =, 20132014 | Z = National

9 Bioprofarma ¢\ [« (zip|!© bd0 da néu rén). PICIS-1 000318 & S Administration of]

S.A o p ( Co s6 san xuat tai: Palpa 2862 - Laboratorios IMA S.A.L.C. - (Zip|GMP = =
code Cl416 14 = = Drugs, Food and

code C1416 DPB) o o . ..

DPB), of the s . . . Medical Divices.
Autonomous City Co so dong goi: Terrada 1270 - Bioprofarma S.A. - (Zip code
of Buenos Aires, C1416ARD))
Argentine
Republic

Combino HF60 Hal Far x ¥ ..

10 Pharm (Malta)|Industrial ~ Estate|* Thudc khong vé tring: vién nang cimg; vién nén. I(E}II\J/EP ?/11/12'2)01022/ % % IXIal}tla . Medicines
Lid. BBG3000 Malta = i |Authority
Pharmaceutica 28/30 Ozarowska ©
) Works Str., Duchnice, 05{* Thubc vo trung: EU GIF-IW-N{| ¥ > Poland Main

11 Poloharma |5>° Ozarow|+ Thudc san xuét vo trang: dang bao ché ran. GMP 4022/305/| & S Pharmaceutical
S Ap Mazowiecki, * Thubc khong v tring: vién nén. 13 ﬁ s Inspector

’ Poland -
6021 South UK GMP Unlte':d. Kingdom
S 6103 Insp| < © Medicines and
Alcon Freeway,  South|* Thudc v0 trung: EU-  lomp = S Healthcare
12 Laboratories |Gate, Fort Worth,|+ Thudc san xut vo trung: dung dich thé tich 16n; dung dich thé tich q Q
. £ . g GMP 16103/991 (R 2 products
Inc - Aspex  |76134-2099, nho (thudc nho mat). S >
United States 9208- “ - Regulatory
0001 Agency
* Thudc vo tring:
Sanofi-Aventis |+ Thubc san xuit vo trung: dung dich thé tich nho (chét doc té
Deutschland bao/chat kim té bao); thude cdy ghép va dang ran (hormon va chét c6
Sanofi- GmbH hoat tinh hormon); vi tiéu phan (hormon va chit ¢o hoat tinh DE HE ol 2 v

13 Aventis Bruningstrabe 50,|hormon). EU- 1 GMP 2 I I Co quan thim
Deutschland  [H600, H500,|+ Thubc tiét trang cudi: dung dich thé tich nho; thude cdy ghép. GMP 013 0117 € % quyén Puc
GmbH H590, 65926(* Thudc khong vé trung: thudc ding ngoai dang léng; dang bao ché - — —

Frankfurt am|ban rin.
Main, Germany  [* Thudc sinh hoc: thudc cong nghé sinh hoc; thude c6 ngudn gbe tir
nguoi hodc dong vat.
Plot No.137&138,
Dr S.V. Co-op. Indl|* Thubc v6 tring khéng tiét tring cubi: Romanian
Reddy'sLabora|Estate, IDA |- Thubc bot déng kho chira chit doc té bao < o National Agenc

14 tories Limited|Bollaram, - Dung dich thé tich nhé chira chit doc té bao. EU- 0172014/ ] & for Mo dicinei an(yi
(Formulation |Jinnaram Mandal,|*Thudc v6 trimg tiét tring cudi: Dung dich thé tich nho; GMP |RO 5 g Medical Devices
Tech Ops -|Medak District,|* Thudc khong vé tring: Vién nang cling chura hat pellet. @ 2 (NAMMD)

Unit 1) Andhra  Pradesh

502325, India




GlaxoSmithKI

. . ) © .
glt © Austrzil;(a; 82 Hughes Ave,|* Thuoc khong vo trung khong chira khang sinh nhom penicillin, PIC/S MI-2014- g = él;ir(eil:eutlc
15 Y Ermington NSW|cephalosporin va cac chat chéng ung thu: Vién nén; dang bao ché LI-02138-| Y % .. .
Consumer 2115, Australia  |1ong; dang bao ché ban rin (kem); thudc bot; thube dit GMP 1 = - Administration,
Healthcare - AU £ dang » THoe HOT HThuoe dat. ¥ 8 Australia
Division
Thubc v6 trang dang 1ong (khéng bao gbm thudc tiém) va khong
chira cac nhom hoat chit sau:
Baxter Ao 2A L LA 1o v : '
Healthcare 2 Woodlands Ind|- Chat dgc té bao PIC/S- — Singapore's
16 SA. Sineapore Park D Street 2|- Ché phdm sinh hoc GMP MO00190 8 Health  Sciences
Bra,nch gap Singapore 73778 |- Khang sinh nhém cephalosporin, penicillin, § Authority (HSA)
- Hormons, va
- Steroids.
Belgian  Federal
Janssen Turnhoutseweg 2 . . Lz R £ .. = = Agency for
. Thuoc khong v trung: Thuoc uong dang long, thudc dung ngoai|EU- BE/GMP/ | & Q L
17 |Pharmaceutica)30, Beerse, By, Jong, thuéc ban ran, thuée dan ngodi da GMP  [2014/001 | @ [Medicines  and
NV 2340, Belgium ang fong, tu -t g g q Heallth Products
(AFMPS)
Temmler Werke ) . o . ’ . ’ DE BY |o © '
GmbH * Thuoc khong vo trung: Vién nang cung, thuoc uong dang long, o | o = Regierung von
Temmler . ' . ; A, EU- 04 GMP [ & Q
18 Weihenstephaner |thudc dung ngoai dang long, vién nén - | N Oberbayern
Werke GmbH % L. i , , .. GMP |2013 019 | & x
Strape 28, 81673|* Thuoc sinh hoc: Vién ang clg chira sacchromyces cerevisia . § = (Germany)
Muchen Germany
Zone Industrielle © French  National
. % £ N AN vria - AL 4 4 —
Delpharm de Roubaix Est Thl}(OC k}long v trung: Vl?n nagg C@g, VleI} nel} - EU- HPF/FR/1| 3 g Agel?c.y for
19 Lille Sas rue de Touflers|* Ché pham sinh hoc: Thuoc mién dich, thudc cong nghé¢ sinh hoc, oMmpr 36no1z |5 3 Medicines and
59390 LYS LEZ|thudc chiét tir ngudi va dong vat. g = Health  Products
LANNOY, France Safety (ANSM)
3102A  GID.C UK GMP Eggfc‘:nzmgd(’;i;
RPG  LIFE|ESTATE, cu. 18388 |2 b Hoalthoare
20 SCIENCES [ANKLESHWAR, |Thubc khéng v6 tring: Vién nang ctmg, vién nén GMP Insp GMP| & g Product
LIMITED  |GUJARAT, 18388/10 |2 Q ocucts
393002, INDIA 806-0004 | - Regulatory
’ Agency MHRA
Village - State
Kishanpura, Administration of]
Glenmark Baddi-Nalagarh }gﬁ/s_ 008/2014/ E g Ukraine on
21 Pharmaceutica [Road, Tehsil| Thudc khong v6 trung: Vién nén & EU- SAUMP/ | € g‘ Medicinal
Is Limited Nalagarh, Disst. GMP GMP 3 g Products
Solan, H.P. (SAUMP) -
174101, India Ukraine
Plot No S-7,
Glenmark Colvale Industrial a e Czech State
. X N AL CA , % . 4 CA . EU- sukls1245 | o S .
22 Generics Estate, Colvale,| Thuoc khong v6 trung: Vién nang cung, thudc ban ran, vién nén oM |sn012 Q Q Institute for Drug
Limited Bardez, Goa-403 3 Z Control (SUKL)

513, India




* Thudc vo tring:

16 Iliensko = =
23 Sopharma AD Shosse Str.,|+ Thuéc san xuit vo t}'l‘mg: dung dich 'Ehuéc tiérq thé tich nho. EU- BG/GMP/ 8 8 Bulgarian  Drug
Sopfia 1220,[+ Thuoc tiét trung cudi: dung dich thudc tiém thé tich nho. GMP |2014/051 | 3 Agency
Bulgaria A A
Australian
Omega 10 850 Hamon|San phdm: Thubc tiém DBL Octreotide lo 0.lmg/l ml (DBL PIC/S- g E Therapeutic
24 Laboratories [Montreal QC|OCTREOTIDE INJECTION - Octreotide as acetate 0.1mg/Iml GMP 14/0846 g § Goods
Ltd H3M 3A2 Canada |injection solution vial) g % Administration

(TGA)




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

Dot 23
7z & z NHOM THUOC
STT NHA MAY DPIA CHI PHAM VI CHUNG NHAN E ‘E’ GIAY |Z =z Z 2 |co QUANINHOM [NHOM
CONG BO : : : 5 Q|lCN © J|g g|cAp
S > 4 4 g 1 2
H
* Thudc vo tring:
. . + Thudc san xuat vo trang: dung dich thé tich nho (chtra hormon < v
1 E:iri:;ceutici Ysla C-amp ootz)e(izo(; corticosteroid); thubc bot (chira khang sinh cephalosporin). EU- 1T/56- § < Italian Medicines
. . + Thudc tiét trung cudi: dung dich thé tich nhé. GMP |3/H/2014 | & S Agency AIFA
SRL Pomezia, Italia . R O D , Loz A & =
* Thuoc khong vo trung: vién nang cung; thudc com; vién nén. N
* Thubc sinh hoc: thudc c6 ngudn gbc tir dong vat. X
6201 South UK GMP Unlte':d. Kingdom
S 6103 Insp| < © Medicines and
Alcon Freeway, South|* Thuoc v0 trung: EU- GMP = S Healthcare
2 Laboratories |Gate, Fort Worth,|+ Thudc san xut vo trung: dung dich thé tich 16n; dung dich thé tich q Q
4 O . . GMP 16103/991 (R Q Products
Inc - Aspex  |76134-2099, nho (ché pham dung cho mat). S N
. 9208- N — Regulatory
United States
0001 Agency X
Atlantic Rua da Tapada|* Thudc vo tring: “ .
Pharma -|Grande, no. 2,|+ Thudc san xuét vo trung: dung dich_ thé tich nho. EU F036/S1/ g = ior:l?og;i Natlon;ii‘
3 Producoes Abrunheira, + Thube tiét trung cudi: dung dich thé tich nho. H/AF/AYL/ | R % ! .. Y
. . I N N A , Lz , GMP @ Q Medicines and
Farmaceuticas, [Sintra, 2710-089,[* Thudc khong vo trung: vién nang cing; thudc uong dang 1dng; 01/2012 g S Health Products
S.A Portugal thube bot va thube com; dang bao ché ban rn; vién nén. - U
Pierre  Fabre Site  Progipharm|* Thude khong vo trung: vién nang cling; vién mém; thube dung e \n ire:ril Natlotfloai
. rue du Lycee,|ngoai dang long; thudc ubng dang 16ng; dang bao ché ban ran; vien|EU-  [HPF/FR/1|S I gency
5 Medicament . - N S Medicines and
. 45500 Gien,|nén. GMP ]05/2013 (X )
Production L. L x . Q = Health  Products
France * Thuoc sinh hoc: thuoc mién dich. ke —
Safety X
Site Slmaphac, French  National
Pierre  Fabre Zone - Industrielle = = Agenc for
6 Medi de Chateaurenard,|* Thudc khong vo trung: thudc dung ngoai dang léng; thubc udng|EU- HPF/FR/2| & Q gency
edicament K 7 X . IS < N Medicines and
. 45220 dang long; thudc phun mu; dang bao ché ban ran. GMP (/2013 N o«
Production Q = Health  Products
Chateaurenard, N ©
Safety
France
X
Catalent 74 rue Principale * Thuc v fring: = 2 ire:lil Natlort}c?i
. p. |+ Thude tiét tring cudi: dang bao ché ban ran. EU- HPF/FR/1 | & S g e
7 France 67930, Beinheim, ; N N - X , L, , S Q Medicines and
L * Thuoc khong vo trung: vién nang mém (chura chat c6 hoat tinh| GMP  (40/2012 | = Q
Beinheim SA [France N & Health  Products
hormon). — Safety X
. . * Thudc vo tring:
Pharmaceutica |19, Pelplinska + Thudc san xuét vo trung: thudc tiém thé tich 16n; thudc tiém thé GIF-IW-N| X = Poland Main
1 Works|Str., 83-200] , . EU- o I .
8 Polpharma Starogard tich nho. GMP 4022/49- | Q < Pharmaceutical
7 . 7. 7 . 2 7 . 2 [7a)
N £ en, s & A X o £ a X . 9 @
SA Gdanski, Poland nhghuoc tiét trung cuoi: thuoc ti€m thé tich 16n; thudc tiém thé tich 2/13 PN < Inspector .




Zaklad

33, Szkolna Str.,

w2 v '
Farmaceutycz [95-054 £ R . i n | A, EU- GIF-IW-N Q 3 Poland . Main
9 * Thuoc khong vo trung: vién nang cting; vién nén. 4022/121/1< Q Pharmaceutical
ny  Adamed|Ksawerow, GMP 12 - ® Inspector
Pharma S.A  [Poland A m
* Thubc v6 tring: _
+ Thudc san xuét vo tring: dung dich thé tich 16n; thudc déng kho;
IDT  Biologika|dung dich thé tich nho. - .
+ £ el A, . R s o 5 A ndon o ) ° ,
IDT Biologika GmbH Thuqc tiét ;tn}ng Cu(’)l. dung dich thé tich 16n; dang bao ché ban ran; EU- DE ST 0 g g Co quan thim
10 GmbH Am Pharmapark,|dung dich thé tich nho. GMP 1_GMP_2|S S 2n Pt
06861 Dessau -|* Thudc khong vé trang: thudc dung ngoai dang long; thudc udng 014_0002 | < = auy
Roblau, Germany |dang long.
* Thude sinh hoc: thudc cong nghé sinh hoc; Vic xin.
* Hoat chit c6 ngudn gbc tir vi khuén hodc gen.
Industria Via Cassia Nord,|* Thudc vo trung: = ©
1 Farmaceutica |351-53014 + Thudc tiét trung cudi: dung dich thé tich 16m; dung dich thé tich|EU- 1T/77- N N Italian Medicines
Galenica Monteroni nho. GMP  |1/H2014 |Z e Agency AIFA
Senese S.R.L |D'arbia, Italia * Thubc khong vo tring: thudc ubng dang léng. A B
Avinguda de|* Thubc v6 tring:
Barcelona, 69,|+ Thuc‘),c san xuit vo trfmg: dung dich tl}é tich nho. i NCF/141 |2 = Spain Ministry of]
12 Laboratorios [08970 Sant Joan|+ Thuodc ti€t trung cuoi: dung dich thé tich nhd, dung dich thé tich|EU- 2/002/CA N N Health of]
Lesvi, SL Despi 16n. GMP T § E Government  of]
(Barcelona), * Thudc khong v tring: vién nang cimg; vién nén; thubc udng dang A = Catalonia
Spain long.
French  National
)
Glaxo ZI de lal, Thubc khong v6 tring: vién nang cing (chira penicillin); vién nén|EU HPF/FR/4 E S Agency for
13 Wellcome Peyenniere, 53100 (chl’I: enicillifrgl)v & & & p ’ aMP  |014 % % Medicines and
Production Mayenne, France P ' = - Health  Products
B Safety
Village
Ganguwala, ©
. < —
Ranbaxy =~ (Paonta® Sahiby N o [Bu- |eo13m2s |2 S |wish Medicines
14 Laboratories [District Sirmour -[* Thudoc khong vo tring: vién nang cung; vién nang mém; vién nén. Qq 3
Limited Himachal GMP 10 ﬁ I Board
Pradesh, 173025, -
India
Avda. De
Extremadura, 3.
Poligono = = Co quan thim
15 Glaxo Industrial * Thudc khong v6 tring: thudc udng dang l6ng; vién nén; thude hit,|EU- 3167/86/1 8 N énq Tav Ban
Wellcome S.A |Allenduero, hdn dich, dung dich. GMP |3 S X quy y
09400-Aranda de S S |Nha
Duero. (Burgos),
Spain
French  National
<+ ©
. Rue des Quatre = S Agency for
16 Laboratqnes Filles 28230|* Thudc khéng vo tring: vién nang cimg EU- | HPF/FR/S q q Medicines and
Expanscience GMP |[8/2014 b 0
Epernon, France 3 S Health  Products

Safety




Plot No. 876,
Marck N.H. No.8, n v
17 Biosciences Village-Hariyala, |* Thudc san xuit vo trung: dung dich nhé mit; nhé tai; nho miii. PIC/S- (10150477 § I Department of]
Limited Tal-Matar, Dist-|* Thudc tiét trung cudi: thude tiém; dung dich rua vét thuong. GMP |18 5 E Health, Taiwan
Kheda-387411, = °
Gujarat, India
Niityhaankatu 20, |* Thudc v6 trung: EU- 4415/11.0 g §1 Finnish
18 Santen Oy 33720 Tampere,|+ Thudc san xudt vo trung: dung dich thudc nhd mét; dung dich B R S Medecines
) p o GMP (1.09/2013 | <X =
Finland thuoc nho tai. = e Agency
21 Rue du Thube khong v triing: ] © French  National
Pressoir, 28500 . C . EU- HPF/FR/1 | & I Drug and Health
PHARTEX J - Thudc chtra P llins: vié 0 én nén. & Q
20 S0 Vernouillet, . Thﬁgz z éﬁa dZElCllo'Els VICn Nang cung, vien ne GMP [99/2013 8 © Products  Safety
France £ dang fong, = @ Agency (ANSM)
4-6-10
Koishikawa,
Fisa Co, Lidl fior =z o
(Misato plant Yo, apar \ 2 . Japan - I <
21 .. (950, Hiroki,|San pham: Pariet Tablets 10mg 4682 Q N Welfare
of Eisai Co., . GMP = @
Ltd.) Ohaza,  Misato- 3 S government of]
’ machi, Kodama- Japan
gun, Saitama-ken,
Japan)
4-6-10
Koishikawa,
Bunkyo-ku, - - Ministry of health,
o Tokyo, J.apap 7 . ‘ Japan - § § Labour and
22 Eisai Co., Ltd |(950, Hiroki,|San pham: Pariet Tablets 20mg GMP 4683 = X Welfare
Ohaza,  Misato- 3 S government of]
machi, Kodama- Japan
gun, Saitama-ken,
Japan)
4-6-10
Koishikawa,
Bunkyo-ku, - ° Ministry of health,
o Tokyo, J.apap 7 . Japan - § § Labour and
23 Eisai Co., Ltd [(950, Hiroki,[San pham: Methycobal Tablets 500pg GMP 4684 = X Welfare
Ohaza,  Misato- = = government of|
hi, Kod - B
machi, odama- apan
gun, Saitama-ken,
Japan)
Berlin Chemie -
. . |AG *Thudc tiét trung cudi: dung dich thé tich 16n. DE_BE_0|Z = :
24 ighn Chemie Glienicker ~ Weg|* Thudc khong v tring: dung dich thudc udng, dung dich thudc ](E}Ili/iP 1 GMP_2 % g Co énquré tham
125, 12489 Berlin|ding ngoai, thudc cém, thudc dat. 014_0015|= < auy

- Germany




Menarini-Von

.. on v
Menarini-Von He'y dc?n GmbH Thudc khong v6 tring: vién nang ctmg, vién nang mém; thube c6m,|EU- DE SN_0 N I Co quan thdm
25 Heyden Leipziger Strafie 7 vién nén, vién bao, vién tac dung kéo dai GMP ILGMP 2| 3 @ én Puc
GmbH 13 01097 Dresden Y : e 0130007 |5 = an
- Germany
Frazione Ravina - o) v
E-Pharma Via Provina, 2- £ . A LA L« EU- |IT/166- |& N AIFA Italian
26 lrento SPA [38123  Trento| PuO¢ khong vO trung: Vién nén, thuoe bot, thuoe com GMP  [1/H2013 |5 = Medicies Agency
(TN), Italy = -
Australian
- - - v
Hospira Ildesx’ia7 23& 2},51;2 PIC/S MI-2013- | &2 > Therapeutic
27 |Australia Pty ““|* Thuée vo tring: thudc tidm, thude hit. LI-06176-| & S Goods
Mulgrave Vic GMP A I . .
Ltd 3170 Australia 1 = = Administration
’ B (TGA)
Plot numbers 457,
458 & 191/218P|* Thubc vé tring: _ UK GMP United Kingdom's
Intas Sarkhej-Bavla |+ Thudc san xuét v6 tring: dung dich thé tich 16n; thuc déng kho; 17543 < ~ medicines  and
. |Highway, Matoda,|dung dich thé tich nho. EU- N N Healthcare
28 Pharmaceutica FEA 3 . I - 2 Insp GMP| 5 S
.. Sanand, + Thuoc tiét trung cudi: dung dich thé tich 16n, dung dich thé tich| GMP = = Products
Is Limited ., 17543/96 | = =
Ahmedabad, nho. 21-0017 ~ o Regulatory
Guyjarat, In-|* Thudc khong vé tring: vién nang cing; thudc ban ran; vién nén. Agency MHRA
382210, India
* Thudc vo tring; ; Belgian  Federal
Boulevard  René|+ Thudc san xuit vo tring: dung dich thé tich 16n; thuéc dong khé; ) © A egnc for
29 Baxter SA Branquart 80,|dung dich thé tich nhé. _ EU- BE/2013/ 8 N Mi dici};les and
Lessines, B-7860,|+ Thudc tiét tring cudi: dung dich thé tich 16n, dung dich thé tich|GMP  [042 & e
Belgium . S S Health  Products
* Thudc sinh hoc: thuéc mién dich (AFMPS)
Via Complutense, < =~ Spanish ~ Agency
Frosst Iberica,{140, Alcala de £ . e xreA EU- |ES/O071H |3 N of Drugs and
30 s Henares ~ 28803| U0¢ khong vo trung: Vién nén GMP |VII4  |& 3 Health  Products
(Madrid) - Spain ~ A (AEMPS)
Schering-
zlgllilll d) * Thubc v tring: - ©
. + I A on o x o A an AL . X s 5. A —
3 Company T/A ]Igm,“;ly’ cols iﬁ“‘fc f"”: t’“fat Vo ?‘?“Dg' Th‘(li(.’chdt‘t’l?g;,kﬂ"’hpung dich thé tich nho; 10, 1513/710 S S Irish  Medicines
Schering- Cn:rlli ?2:11;1(’1 o O tet trung cuot: Lung dich the Het nho-. GMP |6/M427 |= g Board (IMB)
Plough ’ ¥ =
(Brinny)

Company




* Thudc vo tring:
+ Thudc san xut vo tring: Thudc dong khé; Dung dich thé tich nho;

Prilaz baruna|+ Thudc tiét trang cubi: Dung dich thé tich nh. - .
e « £ R e A A S % a2 | Z © Croatia  Agency
. . |Filipovica 25,|* Thuoc khong vo trung: vién nang cing; thudc ban ran, thudc dan, 381-13 ) D .
Pliva Croatia A, O x . < JO x .. . |EU- Q Q for Medicinal
32 10000 Zagreb,|vién nén, thuéc bot pha hon dich udng, thuéc com pha hon dich 04/151-131 & N
Ltd, . £ oA, A GMP IS v Products and
Republic of|uong, thuoc bt uong 09 & = Medical devices
Croatia * Thube sinh hoc: thube cong nghé sinh hoc, thudc sinh hoc khac: -
thubc kem
Carhue 1096 (Zip|* Thubc khéong chita khang sinh beta lactam, chdt c6 hoat tinh National
Laboratorio code: hormon; chét kim té bao: = v Administration of]
13 Pablo Cassara|C1408GBV),  of|+ Thudc khong vo tring: dung dich thudc; dang bao ché ban ran;|PIC/S- (20132014 | S Drugs, Food and
SRL the City of Buenos|thudc phun mu. GMP 00051514 f E Medical Decives,
T Aires, Argentine|+ Thubc v6 trung: dung dich thudc, dang bao ché ban rén (dung e e Argentina
Republic duong tiém hodc khong dung duong tiém). (ANMAT)
Saavedra 1260/62 National
(Zip code|,, £ N N N | , . £ 1 = v Administration of]
. CI247AAA),  of ATh‘uoc khAongrvo trun;,; khong chua k.liang §1nh F)Aetalactam,. fhat kim PIC/S- 20132014 |3 = Drugs, Food and
34 Baliarda S.A. . te bao, chat cd hoat tinh hormon: vién nén; vién bao; vién nang; < N , .
the City of Buenos| | » . 4 ] 1. ¢ . £ GMP (00003714 | v Medical Devices,
. . |thude bot; thuoc com; dang bao cheé ban ran; dung dich thuoc. = = .
Aires, Argentine — Argentina
Republic (ANMAT)
* Thubc v6 tring:
. + Thudc san xuét vo tring: thudc dong kho (DNA/Protein tai td hop;
Viale G.B. h inh duc va h kha taglandin/cytokine), dung dich ¥ 2
36 Patheon Italia|Stucchi, 110 - tho ér {::g;l 1;12) ue va hormon khac, prostaglandin/cytokine), dung dic EU- 1t/105- § N Italian Medicines
S.P.A 20900 Monza RN e . o A GMP [4/H/2014 | & § Agency AIFA
(MB), Italia + Thuoc tiét trung cuodi: dung dich thé tich nhd, vién nén > 3
’ * Thude khong vo trung: vién nang cing; thube bot; thudc cdm.
* Thubc sinh hoc: DNA/protein tai td hop.
No.30,
* 5 A 8 triino-
Lotus Chenggong . .1 st Thuoc.khong 2/0 trung: o - .
. |Rd., Sinsing|- dung dich thudc > = Taiwan Food
Pharmaceutica |_ . I PIC/S- Q I ..
37 Village, Nantou|- thuéc md, kem 0322 vy q and Drug Adminis
1 Co., Ltd|.. A e, . " N GMP I 0 .
Nantou Plant City, Nantou|- vién nén, vién nén bao phim, vién nang mém; S = tration (TFDA)
County 54066, - Vién nang chira hoat chét doc té bao, vién nén chira hormon -
Taiwan
Avinguda  Cami
Reial, 51-57
J. Uriach vy Pghgon Industriall Thubc khong vé tring: vién nén (chira hoat chat gay nghién), vién NCF/140 | = = Ministry of Health
. Riera de Caldes, , O A . O < |EU- & &
38 Compania, nang cing; vién nén, vién bao, vién bao duodng, , thudc bot, thuoc 5/001/CA | & N of Government of]
08184 - Palau - e % N .. . e , z GMP f : . .
S.A com, thudc dung ngoai dang 1ong, thudc ban ran T 3 3 Catalonia - Spain

Solita i Plegamans
(Barcelona),

Spain




* Thubc v6 tring:
+ Thudc san xut vo tring: dung dich thé tich nhé; thube dong kho

Elpen Marathonos Ave.|+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich = = Greek  National
. . T B EU- 71727/20-| & I .
39 Pharmaceutica |95, Pikermi Attiki,|nho. GMP  lo-13 3 = Organization for
1 Co., Inc 19009, Greece * Thubc khéng vé trang: vién nang cing (chira khang sinh beta 3 § Medcines EOF
lactam); thuc ubng dang léng; vién nén (chira khang sinh beta
lactam).
33, Yongso 2-gil,
Yoo  Youn Gwanghyewon-  |*Vién nén, vién nang cing, vién nang mém, thudc cdm < Daejeon Regional
. & myeon, Jincheon-|*Dung dich thudc tiém, thude tiém bot, thudc dong khé (chira khang|PIC/S- |2014-G1- | S Food of Drug
40 Pharmaceutica . ) e Xk an Zs q .. .
1 Co.. Ltd gun, sinh nhom cephalosporin va chat doc té bao) GMP 1438 Q Administration,
N Chungcheongbulk{* Si r kho = Korea
do, Korea
Stiefel Finisklin Business = =
Laboratories . |* Thubc khong vé tring: thubc dung ngoai dang 1ong; dang bao ché|EU- 2013/692 | K I Irish ~ Medicines
41 Park, Sligo,|, , . N aQ
(Ireland) ban ran. GMP |5/M144 (A ho Board
.. Ireland Q Q
Limited ol \n
Plot 2 Phase II UK GMP United Kingdom's
Glenmark Pharma Zone Sez 17350 ﬁ v medicines and
. Pithampur  Dhar £ R N xyea , A EU- |Insp GMP| g I Healthcare
42 I(jiemnirlgs District Madhyar Thuoc khong vo trung: Vién nang cling, vién nén aMmp  |17350/58 § g Products
¢ Pradesh  In-454 79877- |= < Regulatory
774 India 0001 Agency MHRA
.1 98_20.2 New UK GMP Medicines and
industrial ~ Area I foa . a v
. * Thuoc san xuat vo trung: Thudc cay ghép va dang ran 25315 = — Healthcare
S No.2, Mandideep, I R A o , A A x .. |EU- Q <
43 Lupin Limited | ..~ . * Thuoc khong vo trung: Vién nang cing; vién nén; bot pha hon dich Insp GMP| & N Products
District ~ Raisen,| GMP I S
uong. 25315/39 | s = Regulatory
Madhya Pradesh, 047-0005 | — S A UK
IN 462 046 - India geney
Farmaceutycz
na 10, Dozynkowa GIF-IW- |2 = Main
_ % A A~ AN xTiA LA ‘. A X -~ -LW- o =
44 Spoldzielnia Str., 52-311 7Thuoc khong vo trung: Vién nang cling; vién nén; thuoc uong dang(EU N4022/17 g & Pharmaceutical
Wroclaw, long. GMP — ®
Pracy POLAND 1/13 S = Inspectorate
GALENA ~
Rue des Caillottes @ © ire:;? Natlorflzi
45 Laboratoires  |ZI Plaine des Isles|* Thudc khéng vé trung: Vién nang cing chira hormones; vién nén|EU- HPF/FR/2 8 N Mi dici};les and
Macors 89000  Auxerre,|chira hormones GMP (062013 |& v
France = o Health  Products

Safety (ANSM)




Survey no 313,
314 -Block I, II,

1 v Portuguese
Aurobindo Bachupally Fl1035M | = &~ Izz?lf(ilr?z of
Pharma Village, * Thudc khong vo tring: Vién nang cing; thudc udng dang long;|EU- R < oy
46 .. . A1 ; P H/001/20 |2 N Medicines and
Limited - Unit|Quathubullapur [vién nén; bot pha dung dich uong. GMP & S
14 Q = Health Products,
11 Mandal,  Ranga n — P
Reddy  District, (iNF ARMED)
Andhra Pradesh,
India
Astellas . . A Ay A . X ,r , % % . .
47 Ireland  Co Killorglin,  Co.,|* Thuoc san xuat v6 trung: Dung dich thé tich nho EU- 2013/694 #* #* Irish  Medicines
Lid ‘[Kerry, Ireland * Thubc khong vé tring: Vién nang cimg GMP [1/M1035 Ei ¥  |Board (IMB)
* 3
* Thudc vo tring:
+ Thudc san xudt v6 tring: Thudc déng kho; dung dich thé tich nho;
Ronda de|thudc ciy ghép va dang rén chira khang sinh nhom Betalactam; Spanish  Aeenc
. Valdecarrizo,  6,|+ Thudc tiét trung cubi: Dung dich thé tich 16n; dung dich thé tich = = p geney
48 Laboratorios Tres Cantos|nho EU- ES/143H | & S of Drugs and
. i % J
Normon, $.A 28760  (Madrid)[* Thudéc khong vd trung: Vién nang cing chira khang sinh GMP - \VI/14 3 3 ifgl;/}[lPS)Products
Espana betalactam; thuéc dung ngoai dang l6ng; thudc ubng dang léng; vién
nén (chura khang sinh betalactam, chit doc té bao, hormon hay chét
¢4 hoat tinh hormon, we ché mién dich.)
Santen 348-3, Aza-suwa, = gelzllts}tlry Labozf
Pharmaceutica |Oaza-shide, Taga-|,. 2 . L Japan- I ’
49 . San pham: Oflovid, Ophthalmic Ointments 1504 Q and Welfare
1 Co., Ltd|cho, Inukami-gun, GMP < — of
(Shiga Plant) [Shiga, Japan 8 3

Japan




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

Dot 24
( Theo cong van 56 16300 /QLD-CL ngay 23/09/2014 cia Cuc Quan ly Dugc)
z & . . % NHOM THUOC
NHA MAY ; . - = B|GIAY |2 &~|Z Z|Cco QUAN|_ ., .
STT CONG BO PIA CHI PHAM VI CHUNG NHAN 8 ”% CN % 5 sz E CAP NIl-IOM NHZOM
7 = ==
Merck KGaA
Frankfurter Strabe
250, Al18, A31,|* Thubc vé tring:
A32,D3,D9, D11, |+ Thudc san xuét vo trung: dung dich thé tich 16n; dung dich thé tich
D12, D15, D24,|nhé (chira hoc mén va cac chét co hoat tinh héc mén); thude nho mét.
D25, D39, I11,|+ Thuéc tiét trung cudi: dung dich thé tich nho o - -
N78, N79, N80,[* Thuoc kh(*’)ng vo trung: vién nang cung; thudc uong dang lo’ng; EU- DE HE 0| g § Co quan thim
2 Merck KGaA |N90, PHS, PH16,|dang bao ché ran giai phong thay d6i; vién nén (héc mon va cac chat GMP 1 GMP_2 g F 5n B
PH23,  PH28,|c6 hoat tinh hoc mon) 013_0005 | < 3 quyen Bue
PHS50, PH51,|* Thubc sinh hoc: thubc mién dich (DNA/protein tai td hop, véc xin -
PH52, PHS80,|diéu tri ung thu) ; thube cong nghé sinh hoc (DNA/protein tai td
V40, V41, V42 |hop).
V66, V67; 64293 |* Thude khac: thude co ngudn gbe tir dong vat; hoat chét/ta duge.
Darmstadt,
Germany
X
UK MIA United Kingdom's
Aesica North Road ) L ‘ ~ . 32496 e © medicines and
3 Queenborough Queenborough * Thuoc khong vo trung: thuoc uong dang 16ng; vién nén; thuoc gay|EU- Insp GMP 8 8 Healthcare
Limited Kent Me 11 5EL,|mé dang hit. GMP |32496/30 S g Products
United Kingdom 433 - = O Regulatory
0022 Agency MHRA <
*Thuég vo trung:' ) )
+ Thudc san xuat vo trung: thudc dong khod (chira hormon va cac chat hoat tinh
hormon, khdng bao gdm hormon corticosteroid va hormon sinh duc); dung dich thé
tich nhd (hormon va céc chdt ¢6 hoat tinh hormon, khéng bao gdm hormon
. . . |corticosteroid va hormon sinh duc); polveri. N
Alfa Via Enrico Fermi, + Thudc tiét trang cubi: dung di;:h)t}f)é tich nho. EU- 1T/99- S E Italian Medicines
4 Wassermann |1 - 65020 Alanno|+ Thuéc khong vo tring: vién nang cing, thube ding ngoai dang long (chira GMP |2/H/2013 g g Agency (AIFA)
S.P.A (PE), Italy hormon va cac Ché:l,t hoat tinh hormon, khéng phai hormon corticosteroid va hormon g = geney
sinh d})c); thudc uong dang long (chira hormon va cac chat hroat trinh horrpon, kh(")pg
bao gdom hormon corticosteroid va hormon sinh duc); thuéc com, thudc ban ran,
* Thu("l(i Sinh“h(')(f: c}‘lé: ph‘a"}n‘lirim‘iu (siinj Aphémh }1‘1’ té bao/md ngudi), ché pham tir X




Rottendorf

Pharma GmbH DE NW_ | & =~
5 Rottendorf Ostenfelder Strabe|* Thubc khong vé tring: thubc bot (chira hoat chit nguy co tiém|Eu- 05 _GMP_ § N Co quan thdm
Pharma GmbH|[51-61, 59320|tang: tamoxifen, Flutamide, Clomifen va cc chat twong tur) GMP (2014_001 | & E quyén Pirc
Ennigerloh, 3 © S
Germany
Gut No, 215/1,
215/2  Khatwad State
Precise Phata, at Post:, Thubc khéng v6 tring: vién nang cimg; pellet, vién nén. 082/2013/| = = Administration of]
. Talegaon, Taluka-|_, 2 P - ., [PIC/S- & & ;
6 Chemipharma | . . ... |Sén pham cu thé: vién nén Agomelatine; pellet Omeprazole; vién SAUMP/ | & S Ukraine on
Pyt Ltd Dindori, District: Flupirti GMP GMP 0 ‘g Medicinal
vt. Ltd. Nashik-422202. nang Flupirtine. = S Predm?a
Maharashtra, oducts
India
* Thubc v6 tring:
Borgo San[+ Thudc san xuét vo trang: thudc bot chira khang sinh nhém
. . N . s11s N v
Haupt Pharma Michele S.S 156 Cepha}ospf)rm‘va Pen;cﬂlm. . L 4 EU- IT/83- g = AIFA Italian
7 Latina S.R.L Km. 47,600-|+ Thuoc tiét trung cudi: Dung dich thé tich nho. GMP 16/H/201 = = Medicines Agenc
o 04100 Latina|* Thudc khéng vé trang: Vién nang ctmg (chtra penicillins); thude 3 g g gency
(LT), Italia bt (chira penicillin); vién nén (chira penicillins), dang bao ché ban
rén; thudc ding ngoai dang léng; thudc udng dang long.
15 Brodie Hall|* Thudc vé6 trung: dang bao ché ban rén-thubec kem, gel, mg; dung MIL2014- | = © Therapeutic
8 Pfizer (Perth)|Drive Technology|dich thudc; thudc tiém; dung dich rira vét thwong. PIC/s- L1.04341- N § Goods
Pty Ltd Park, Bentley WA|* Thubc khong vo triung: dang bao ché ban rin-thudc kem, gel, m&;|GMP 3 § @ Administration -
6102, Australia  |dung dich thudc. e = TGA
. [ag] O
Plizer Irelgnd Little . Connell, , Thude khong vo tring chira chét c6 hoat tinh hoc mén: vién nang|EU- 2013/629 | K N Irish  Medicines
9 Pharmaceutica [Newbridge, Co.| , o, N N
. cung; vién nén. GMP |8/M1063 | X v Boards
Is Kildare, Ireland S 3
Ministry of|
Shiono 10-8, Yaesu 2- _ Japan E E Health, Labour
10 |Chemical Co.|chome, Chuo-ku,|San pham: Thudc tiém NASPALUN Gl{’/{P 1970 g g and Welfare
Ltd Tokyo, Japan Q Q government of|
Japan
* Thubc v6 tring:
+ 4 N L, A X < N 4 X ‘ .
21st Km National ]"huoc? san xw’uat vo trung: thude dang ran Za ’thuo'c cay ghep (Chu?
khang sinh nhom beta lactam),.dung dich thé tich 16n, dung dich the < o~ .
Demo Sa|Road Athens -|, , L an R = = Greek  National
. . . .|tich nhd, thuoc dong kho EU  -|47140/29-| & I .
11 Pharmaceutica Lamia, - Krioneri| 0 st tring cudi: dung dich thé tich 1om, dung dich thé tich|GMP  [5-2014 |2 P Organization _for
Undustry — |Adiki, 14568, 7 NG ok dune 4 - e d @ S |Medcines EOF
Greece X

* Thubc khong v6 tring: thubc ding ngoai dang I6ng, thudc ubng
dang long




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

Thudc tiém thé tich nho; thude tiém thé tich 16n: khéng chira khang

12 AutonomousCity sinh Vbetalactam, chét kim té bao, hormon.
.| Thuoc bdt vo trung: chira khang sinh betalactam.
of Buenos Aires,
Argentina
4AZ4 41 2 de giltlun:z *Thpéc khong vé trang: Thude bot; thube cdm; vién nén; vién bao;
Laboratorio . thuoc kem; gel; dung dich; hon dich: khong chua khang sinh Argentina
. (Zip code 1879), e A <+ ) .
Interna.c:lonal Province of betalactam, chat k,lm té bao, hqrmon. PIC/S- 20132014 3 S Natlo.ns.il .
Argentino S.A Buenos Aires * Dung dich thudc tiém, thuoc dong kho: khong chira khang sinh GMP 000376 g g Administration of]
(Tén cii: Fada Arcenti ’|betalactam. 14 g g Drugs, Food and
Pharma S.A) reentina Medical Divices.
Calle  No. 8
Esquina No.7,
Locality  Parque
Industrial  Pilar,|Thudc tiém (bao gém ca dang thé tich 16n): dung dich; hdn dich;
Pilar (Zip code|dong kho: chira chit kim té bao; hormon, chat chéng u budu.
1629), Province
of Buenos Aires,
Argentina
Merck Sharp| 770 - Sumneytown|q, 4 MM-R II (Measles, Mumps and Rubella Virus Vaceine[U.S.C |CT 0834-| % §  |United - States
13 & Dohme|Pike, West Point, Live, MSD), 0.5mL GMP |14 WHO = ¥ Food and Drug
Corp PA 19486, USA ’ > ’ * I+ Administration
Fresenius Kabi Estermannstrabe * Thude kh@ng vo trung: thude uéng dang long. EU- INS- g E Austria  Federal
14 Austria GmbH 17, 4020 Linz,|* Dugc chat: Laktulose, Hydroxyethylstarke, Hetastarke, Pentastarke, GMP 480019- % S‘ Office for Safety
Austria Viastarke, Sinistrin 0024-001 5 g in Healthcare
3 Samokovsko o, ©
Balkanpharma |Shosse Str., £ R o L, EU- BG/GMP/| & I Bulgarian  Drug
15 - Dupnitsa AD |Dupnitsa 2600, * Thude khong vo triing: vién nang ciing; vién nén. GMP [2013/047 § % Agency
Bulgaria B X
* Thubc chtra khang sinh (khoéng bao gdm penicillin  va
cephalosporin): thudc kem; vién nang ctng; dung dich; vién nén.
* Thudc chira hormon va steroid: thudc kem; vién nang mém; kem
Corner Te Pai|dudng; dung dich; hdn dich; vién nén.
Douglas Place and Cen.tral * Cac c‘hé pham (kh(*)ng‘bao gdm Vjtamin? (.:o' liéu nho hon ho.éc b5r~1g < 0 New. . Zealand
16 Manufacturing Park Drive,|Smg: vién nang cing; vién nang mém; Elixir; Siro ho; dung dich; hon|PIC/S- [TT60-42- S S Medicines and
Ltd Lincoln, Auckland|dich; V’ién nép. ) o ‘ GMP |16-3-3 S S Medical Devices
0610, New|* Thudc chong ung thu, thudc rc ché mién dich (khong bao gom « o Safety Authority

Zealand

steroid): vién nang mém; vién nén.

* Thudc khac: thudc kem; vién nang ctng; vién nang mém; thudc
uéng nho giot; Elixir; Gel; siro ho; kem dudng; thudc md; thude bot;
déu goi; dung dich; hdn dich; siro; vién nén.




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

Drug - Houses Singapore = b Singapore Health
17 of  Autralia 61 9g9 6138 * Thuc dung ngoai dang 1ong; dang bao ché ban rin; thudc udng|PIC/S- M00150 g N Scifn}:)es
Private £ éh' Pi dang l6ng; vién nén; vién nang cung; thude bot va thude cém. GMP ﬁ § Authori
Limited Road #1a 0413(% 3 3 uthority
oa -
Haw Par Tiger
Balm  Building,
Singapore 619968
BBT Biotech
GmbH
: . . . . DE NW_ |«
_ * At W © .
BBT Biotech Arnold ' Duoc c'hat. urok'lnase', streptc')k'lnase, f:horlomc gonadotllropm, EU- 04 GMP |3 = Co quan thim
18 Sommerfeld-Ring |menotrophin, urofollitropin, aprotinin, corticotropin, hyaluronidase, ~ —3 Q A T
GmbH . L . GMP (2014 _000 | X = quyén Dtrc
28, 52499|enterobacteriaceae, lactic acid bacteria, yeasts, streptokokkes. 9 3 5
Baeweiler,
Germany
A
19 Eisai Co., Ltd Koishikawa, San phiam: Methycobal Injection 500 Japan- 1756 S S and ’ Welfare
° Bunkyo-ku, pham.: v ! HE GMP S S
= = Government  of]
Tokyo, Japan o ©~ Japan
. C A A A \ . [N ;. . A A 5 on +
Spec1a1' . Strada Paduni, ;fhu?c kh?ng V’O tmng. vién naI}g cgng, thuoc Pong :ial?g 1(3ng (bz’10 EU- IT/89- = ¥ Italian Medicines
20 Product's Line[240-03012 gom ca thuoc chira Bacillus); thuoc com; dang bao che ban ran (chtra GMP | 1/H2013 Q i Acency AIFA
S.P.A Anagni (FR), Italy [hormon corticosteroid); thudc dt; vién nén. ﬁ Ei gency
Dr. Willmar
* e ” PN L £ | ..
Dr. Willmar Schwabe GmbH ’Thuoc AkhonA'g vO trung vién IiangAcung,Athu(Ar)c dung ngoal flang DE BW |< ©
& Co. KG long; thuoc uong dang 16ng; thudc bot, thude com, globuli (chua vi o | = > 2
Schwabe . L N A EU- |01I_GMP_| & Q Co quan tham
22 Willmar-Schwabe-|nang chira vi lugng dong cén); vién nén. - ol BN S Lo
GmbH& Co. o ot GMP 2014 006 | = quyen bic
KG Strabe 4, 76227|* Thuoc tir dugc li€u 9 3 &
Karlsruhe, * Thubc vi lwong ddng can -
Germany
1-27,
. Kandanishiki-cho,
Taiho .
Pharmaceutica Chiyoda-ku,
W% Tokyo, 101-8444, Ministry of]
[ Co., Ltd Japan 3 = Health Labour
(Taiho P T Japan- S 8 ’
23 . |(224-15 Aza-|San pham: vién nang TS-One Capsule 25 407 N aQ and Welfare
Pharmaceutica |, . S GMP Q 0
ebisuno, Hiraishi, a Q Government  of]
I Co, L Kawauchi-ch N ¥ Japan
Tokushima W u(.t - 0.’ P
Tokushima-shi,
Plant)

Tokushima, 771-

0194, Japan)




Estados  Unidos
No. 5105,

* Building 1: thudc khong chira khang sinh betalactam, chit kim té

LO.Cahdad,, El bao, hormon: thudc tiém déng kho; thudc tiém dang 16ng; thude nho <+ ) Arg‘e ntina
Triangulo" (1667)| . . LR g 20132014 | = = National
M.R. Pharma . mat dang dung dich va hon dich. PIC/S- I Q .. .
24 Malvinas L P , 000781 S S Administration of]
S.A Arcentinas of the * Building 2: thudc tiém chira hormon. GMP 14 s h Drugs. Food and
g . * Building 3: thubc khong chita khang sinh betalactam, cht kim té = = g A
Province of|, . n o n Medical Divices.
Buenos Aires bao, hormon: vién nén, vién bao.
Argentina
Smarieska cesta 6 * Thubc khong v6 tring: vién nang clmg; vién nén; vién nén bao = o Slovenia Agency
KRKA, dd., . ’|phim; thude cdm; thude ding ngoai dang 16ng (chira hormon va chat|EU- 450- I S for Medicinal
25 Novo mesto, |, , PO . N £ ys & = Q
Novo mesto . 6 hoat tinh hormon); thuéc udng dang léng; dang bao ché ban ran;|GMP (2/2014-2 | A Products and
8501, Slovenia Lo en , oA, ; ~ S . . .
thuoc dat; vién nén (chira hormon va chat c6 hoat tinh hormon) — Medicinal Devices X
MIDC, Plot No. 8
A2, 8-B, TTC. INS- 3 = Austria  Federal
26 Sandoz Private|Ind. Area, Kalwe, Thudc khong vo tring: vién nang cling; vién nén EU- 1481703- 11§ S Office for Safe
Limited Block, 400708 J & g cuns, : GMP  [0009-001 |= S o Hoalihoare Y
Navi  Mumbai, (2/8) 3 =
India
Hill Top Industrial
Estate, Jharmajri,
EPIP Phase-I|* Thudc v6 trung: Portueal National
Venus (Extn),  Bhatoli|+ Thudc san xuit vé tring: thudc dong khé; thude bdt dong kho EU FI1042/M g g Authfrit of
27 Remedies Kalan, Baddi,|(chtra cephalosporin, carbapenem, chét kim té bao). GMP H/002/20 | E Me dicinZs and
Limited Distt. Solan,|+ Thudc tiét trung cudi: dung dich thé tich nho (chira chat kim té 14 @ qQ
. \ o © Health Products
Himachal bao).
Pradesh, 173205,
India
Via C. Janssen|, £ . U RSP . ™ h
s Gl oo S| e e 6 v o g s e dng vt T 112 s
SP.A Michele) - 04010 Viéf’nén & cang fong o : P lamp |, kS 2 Agency ATFA
Latina (LT), Italia ' 3 a
Virrey Liniers 673 Argentina
Quimica (Zip codel, Thubc khéng chira khang sinh betalactam, chat kim té bao, hormon: 20132014 | = = National
. C1220AAC), of X Ko L 7 \ PIC/S- g I .. .
29 Montpellier the City Buenos dang bao ché ban ran; thudc phun mu. GMP 000564 |G 3 Administration of]
S.A . ty Bu . |* Thudc chita hormon: dang bao ché rin 14 Q Q Drugs, Food and
Aires, Argentina o A . ..
. Medical Divices.
Republic
* Thudc vo tring: “ .
Janssen Turnhoutseweg |+ Thudc san xuét vo trung: dung dich thé tich 16n; dung dich thé tich g > Belgium  Federal
. . EU- BE/2012/ | & Q Agency for
30 Pharmaceutica |30, Beerse, B-|nho. GMP  los6 S & medicines and
NV 2340, Belgium |+ Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich N <
. N = Health Products
nho.
* Thudc vo tring:
. . . A Apoom oy . R s ro. . o < ~
Biomedica Via Morolense ‘87 + "ljhuocisan Axuat v6 trung: dung dich thé tich 16n; dung dich thé tich EU- 1. |= = ltalian Medicines
31 Foscama 03013 Ferentino|nho; thudc bot. GMP  |1/m2014 Q Q Acency ATFA
Group S.P.A |(FR), Italy + Thudc tiét trang cudi: dung dich thé tich 16n; dung dich thé tich s Z gency

nho.




* Thubc khong vo tring:
- Vién nang cling
- Thubc ding ngoai dang 16ng

. X A . o E \2
Sanofi- Viale Europa? 1.1_ ) TI.IPOC Pong dang long = IT/15- & 8 Italian Medicines
32 . 21040  Origgio| - Viénnén Q y = S
Aventis S.P.A (VA), Italia - Thude bot, thube cdm B 1/H/2014 l% g Agency AIFA
* Sinh phdm y té chtra vi sinh vat dudng tiéu hoa: o <
- Vién nang cling
- Thubc udng dang long
* Thubc v6 tring: _
- Thudc tiét trung cudi: Dung dich thé tich nho
. . . |* Thudc khong vé trung: A, e ©
.. Via  Cacciamali, - Vién nang cung chtra Penicillin = |- I I Italian Medicines
33 Mitim S.R.L 34 - 38, 25125 % £ . (-? ~ ~
Brescia (BS), Italy| ~ Thuoc uong dang long = [4/H/2013 & @ [Agency (AIFA)
YL Thube bot va thude cdm chira Penicillin = < N
- Thubc ban rén
- Vién nén chira Penicillin
. * Thudc vo tring: Y a v
34 GE Healthcare gzi Cariu:cl:}lleilsls - Thudc tiét tring cudi: (23 2012/580 8 & |Irish  Medicines
Ireland Co. Cork. 1 rge lang | T Dung dich thé tich 16 5 [3M235 = 2 |Board
' ’ + Dung dich thé tich nho = = =
Merck  Sharp lz'i71?e iu(r)nn E}:;WZH San pham: GARDAS.IL Quadrive.tlent Human Papill(‘)mavirus. (Types % CT 0836 g E United States
35 & Dohme ’ , 16,11,16,18) Recombinant Vaccine Vial and Syringe; Vial and| © a & |Food and Drug
C Us West Point, PA Svri v (14 WHO = = Administrati
orp., 19486, USA yringe S 3 3 ministration
. . Ministry of]
1188 Shimotogari = <+ ©
Kyowa Hakko S | i o . . = = = |Health,  Labour
36 Kirin Co., Ltd. Is\lagalzuml-cho, Sap pham: Thuoc tiém Leunase Inj. (JPC L-Asparaginase 10,00 K (i 405 % % and Welfare
- Fuji Plant u1'1to-gun, units) 2 q Q  |government of]
Shizuoka, Japan ] ~ ~ Japan
Ministry of]
[T}
é(t))bottLt.(liapan 2-1, Inokuchi 37, % g g Health, Labour
37 Ka;suyama. Katsuyama, Fukui|San phdm: Elthon 50mg tablets (Itopride hydrochloride 50mg) = |1895 g g and Welfare
< — —
Plant 911-8555, Japan § S S government of]

Japan




38

Laboratorios
Normon, S.A

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

* Thudc vo tring:
- Thubc san xuét vé tring:
+ Thubc dong kho
+ Dung dich thé tich nho
+ Thubc cdy ghép va thubc dang rin chira khang sinh nhém B
Lactam
- Thubc tiét trung cudi:
+ Dung dich thé tich 16n
+ Dung dich thé tich nho
* Thudc khong vo trung:
- Vién nang cung chira khang sinh pB-Lactam
- Thubc ding ngoai dang long
- Thubc udng dang long
- Vién nén chtra khang sinh f-Lactam
- Vién nén chtra chat doc té bao, chira hormon hodc chét c6 hoat
tinh hormon, chtra chit (rc ché mién dich; vién nén, vién bao khang
virut

EU-GMP

ES/143H
VI/14

6/13/2014

6/2/2017

Spanish ~ Agency
of Drugs and
Health  Products
(AEMPS)
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Sigma-Tau
Industrie
Farmaceutiche
Riunite SPA

Via Pontina Km
30,400 - 00040
Pomezia (RM),
Italia

* Thubc v6 tring:
- Thudc san xudt vo tring:
+ Thudc déng kho
+ Dung dich thé tich nhé chira corticosteroid
- Thubc tiét trung cudi:
+ Dung dich thé tich nho
* Thubc khong v6 tring:
- Vién nang cling
- Thubc udng dang long
- Thudc bot, thude cdm
- Thubc ban rén
- Vién dat
- Vién nén chua corticosteroid

EU-GMP

1T/149-
2/H/2013

6/17/2013

11/8/2015

Italian Medicines
Agency AIFA

40

Polfarmex S.A

9, Jozefow Str.,
99-300 Kutno,
Poland

* Thudc khong v tring:
- Vién nang cing
- Thubc udng dang long
- Thubc ding ngoai dang 16ng
- Thude bot
- Vién nén
- Hon dich thube
* Thudc tir dugc ligu

EU-GMP

GIF-IW-N
4022/297/
13

2/27/2014

11/21/2016

Main
Pharmaceutical
Inspector, Poland

41

GlaxoSmithKI1
ine
Pharmaceutica
Is S.A

189, Grunwaldzka
Str., 60-322
Poznan, Poland

* Thubc khong vé tring:
- Vién nang mém
- Thubc udng dang long
- Thubc ding ngoai dang long
- Thude cdm
- Thubc ban rén
- Vién dat
- Vién nén

EU-GMP

GIF-IW-N
4022/110/
12

5/28/2012

2/24/2015

Main
Pharmaceutical
Inspector, Poland




2, Michael

Erakleous Street, A . nt s Z. Pharmaceutical
Medochemie |Agios Athanassios * Thuoc v0 trung khong tigt trung cuoi: = = = [Services Ministr
£ . - Thudc bt pha tiém chira khang sinh nhém Cephalosporin = |MED04/2 & I y
42 Ltd (Factory|Industrial  Area, £ R o Q = = of Health,
. | * Thuoc khong vo trung: =5 [013/002 N po .
O) 4101 Agios A , , i . , . n S < [Republic of]
. - Vién nén, vién nang ctiing chira khang sinh nhdm Cephalosporin = ,g)
Athanassios, Cyprus
Limassol, Cyprus.
. Federal Agency
Janssen Lammerdries 55, % g E ..
43 Pharmaceutica |Olen, B-2250,|Nguyén liéu lam thudc: Hat pellet Q BE/2013/ q a for Medicines and
. 5 [013 = = Health Product of]
NV Belgium m = = .
\n o Belgium
No.290-1, Chung|, £ A N A . o
Pfizer Biotech|{Lun Village, Thuoe Y° trﬂungﬂkhongﬂtlct truflg Cu?" , . , o = X = Taiwan Food
. . - Thudc bt dong kho pha tiém chira khang sinh nhém Penicillin O ) Q ..
44 Corporation, |Hsinfeng, * Thube khone vé tring: s 0646 Q 3 and Drug Adminis
Hsinchu Plant |Hsinchu, = 30442, V;;n nén V%én nén bio him, vién nang, thubc bot Q = = |tration (TFDA)
Taiwan (R.0.C) : phim, & - a
Mega . Mega Lifesciences
Lifesciences .
Public Public Company
Cu Limited, Plant 2,[* Thuéc khong v tring: vién nang cling; vién nén, vién nang mém
Li(;I:ilfe aziny Moo 515/1, Soi 8,|Cu thé: vién bao Doloteffin; vién bao Doloteffin forte; vién nén| a. DE NW_ = =~
45 4 Soi 6 Pattana 3 Road,|Ardeysedon; vién bao duong Ardeysedon Nacht; Ardeycordal forte; (23 01_ GMP_| g I Co quan thim
B’an 0001 ’|Bangpoo vién nang ctmg Korea Ginseng; vién nang Vitamin E 600; vién nang( = |2014_002 E i quyén Puc
In duil':rial Industrial ~ Estate|mém gelatin Knoblauch véi Mistel+Weipdorn; vién nang mém| * |0 = 8
Praeksa 10280|Alfacalcidol 0,25ug; vién nang mém Alfacalcidol 1pg.
Estate, Pattana
3 Road Samutprakarn,
Thailand
Mega Mega Lifesciences
Lifesciences |Public Company
Public Limited, Plant 1,
E.On.lfjly M ]3384’ Moo 4, Soi 6, Thudc khong v tring: vién nang mém a, |DE NW_ = =~
frited 00| 2angpoo Cu thé: vién nang Vitamin E 600; vién nang mém gelatin Knoblauch = |01 GMP I S  |[Co quan thim
46 4, Soi  6,|[Industrial Estate,| ;. . . n N . i Q - - <« q o
v6i Mistel+WeiBdorn; vién nang mém Alfacalcidol 0,25ug; vién nang| = [2014_001 S S quyén btrc
Bangpoo Pattana 3 Road,| Alfacalcidol 1 2|y = S
Industrial Phraeksa, foem Attacaieldol THe.
Estate, Pattana|Mueang, 10280
3 Road Samutprakarn,
Thailand
Ardeypharm * Thudc khéng v6 trung: vién nang cing; thudc ding ngoai dang DE NW
GmbH long; thube uéng dang 16ng; vién nén; thube bot va tra thude. E i ) = 2
Ardeypharm L. PO A . J A 01_ GMP_| o & |Co quan tham
47 Loerfeldstr. ~ 20,|* Thudc sinh hoc: thudc cong nghé sinh hoc; thuéc nguon goc tr| O Q N N ,
GmbH N R O - 5 |2014_001 a o quyen bic
58313 Herdecke,|nguoi hoac dong vat; thudc vi sinh vat. o |y S =

Germany

* Thude duge licu; thude vi luong déng can; nguyén liéu sinh hoc.
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Sopharma AD

16 Iliensko
Shosse Str., 1220
Sofia, Bulgaria

Vién nén Nivalin Smg (Galantamine hydrobromide 5mg)

EU-GMP

BG/GMP/
2013/046

9/2/2013

6/28/2016

Bulgarian
Agency

Drug




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

Dot 25
z & N . Z NHOM THUOC
NHA MAY . , ] = OIGIAY |Z &~|Z Z|co QUAN|_ i
STT A P PIA CHI PHAM VI CHUNG NHAN st p
CONG BO ! - - 3 clen € T|g glcae NHOM INHOM
Z nﬁ = 1 2
Route de
Abbott Belleville Lieu-dit A, = “ French Health
1 Healthcare Maillard ~ 01400|*Thubc khong vé tring: vién nang cing; thude udng dang Iong; vién (23 HPF/FR/8| & § Products  Safety <
SAS Chatillon sur|nén. ) 0/2014 ﬁ = Agency
Chalaronne - = 8 = (AFSSAPS)
France
* Succursale
d'Aubonne, Zone
Industrielle de I o ) .
Ouriettaz,  1170|* Dang bao ché rén: bot dong kho; = = > Swiss Ag?ncy for
Merck Serono \ £ 12 N A &) I Q Therapeutic
2 Aubonne, Thuy|* Dang bao ché long: dung moi pha tiém. ; 14-970 N a X
S.A. e 2 2 < S Products
Sy * Dugc chat tai to hop. O q S . .
* Centre = 0 Q (Swissmedic)
Industriel, 1267
Coinsins, Thuy Sy
dZeO neSaiilI}[d:intrcl)illlte =9 ) %) French National
) : = |HPF/FR/I | 3 Drug and Health
* £ ~ PR E TN s ea . 5] Q Q g
3 Ethypharm é&;ﬁo . Thuoc khong v trung: vién nang clirng; vién nén 3 772013 |2 S Products  Safety X
ateauneu en n % = Agency (ANSM)
Thymerais, Phap gency
Senju 4228-1, Aza . = © Ministry of]
. o ) ) A S S
4 Pharmaceutica |Kadota, .IShIShl’ Dung dich thuéc nhé mat Bronuck 0,1% § = |1863 q q Health, Labour X
1 Co., Ltd.|Karatsu-shi, Saga- s O o0 o and Welfare
Karatsu Plant [ken, Japan = =
Senju 4228-1, Aza . = © Ministry of]
. o ) ) A S S
5 Pharmaceutica \Kadota, .IShIShl’ Dung dich thuéc nhé mat Tearbalance 0,1% § = (1862 q q Health, Labour X
1 Co., Ltd.|Karatsu-shi, Saga- s O o0 ®© and Welfare
Karatsu Plant [ken, Japan = =
Dainippon 6-8. Doshomachi E <+ © g;glltslzry Lab0101rf
1 - - . [} (= 4
6 Sumitomo 2-chome, - Chuo San pham: Gasmotin tablets 5mg (i 1889 q Q and Welfare| x
Pharma  Co.,|ku, Osaka, Japan s Q Q
a N q government of|
Ltd S = =~
Japan
6111, Avenue &
Royalmount, Suite : = X h Health ~ Products
Pharmascience ’ San pham: PMS-Sumatriptan (Sumatriptan succinate) 50mg <Q o o and Food Branch
7 100, Montreal,| .. .. S en . < 57832 Q Q X
INC Tén dang ky tai Viét Nam: Migranol 2 < < Inspectorate,
Quebec, Canada = = =
H4P 2T4 ’ 3 Canada




Poligono

India

Laboratorio Industrial La A, “ v Spanish ~ Agency
8 Francisco Redonda, C/IX,|* Thubc khong vo trung: vién nang cling; thudc bot, vién nén, vién % ES/O011H/ | & I of Drugs and
Durban. S.A No.2, El Ejido|nén bao phim. ) 13 E E Health  Products
*2 104710 (Almeria), = = = (AEMPS)
Spain
06-0050- |2 e U.S. Food and
i . -
9 AbbVie Inc, 16\1(;) (;162 Céns(izgo, It San pham: Survanta ® (beractant) intratracheal suspension (1o 4ml) ‘5 % 2013-01- 8 8 Drug
’ VN z Z Administration
Pharmacia  &|7000 Portage P R o ) ) ) % 05-0074- |3 e U.S. Food and
10 Upjohn Road, Kalamazoo, T;;lrg; tiém bt Solu-Medrol® (Methylprednisolone Sodium Succinate) 5 2014-01- 8 8 Drug
Company MI 49001, USA % VN § § Administration
Pharmacia &|7000 Portage +San ohim: D dich di 3i Cleocin T® 1% (Clind . % 06-0004- E E U.S. Food and
11 Upjohn Road, Kalamazoo, han E taI;l ung dich dung ngoat Licocin o (Clindamycin Q 2014-01- % %‘ Drug
Company MI 49001, USA phosphate % VN % % Administration
Bipso GmbH
Robert-Gerwig- |, Thude v6 tring: A, DE BW_ |« ©
Str.4, gemab der : : : - =3 = .
. S S + Thudc san xuat vo trung: dung dich thé tich nho. = 01 GMP_| & I Co quan tham
12 Bipso GmbH [Grundrissplane . ! : ; Q Y N 3
vom 21.07.2011 + Thudc ti€t trung cuoi: dung dich thé tich 16n; dung dich thé tich| 5 2013_005 | = N quyén buc
. . ) 5 m : N
78224 Singen,"" ’
Germany
H-17/H-18, United Kingdom's
0.1.D.C, Mahatmal|* Thubc vé tring: o g;; S?MP = o medicines  and
13 USV Limited Gandhi Udyog|+ Thubc san xuét vé tring: dung dich thé tich nho. % Insp GMP N 8 Healthcare
Nagar,  Dabhel, |+ Thudc tiét trung cudi: dung dich thé tich nho. ! P E = Products
. = 24881/41 | = s
Daman, 396210,|* Thuoc khéng v6 trung: vién nén M 672-0001 — — Regulatory
India ) Agency (MHRA)
Medana 57, Polskiej|* Thudc khéng vé tring: vién nang cung; vién nang mém; thudc <
Pharma Organizacji dung ngoai dang l6ng; thudc udng dang long; dang bao ché ban rén; E GIF-IW-N{ 5 g Main
14 Spolka Wojskowej  Str.,|vién nén; _ Q 4022/256/ § g Pharmaceutical
AI;(C a 98-200  Sieradz,|* Thudc sinh hoc: san phéim cong nghé sinh hoc B 13 % E Inspector, Poland
i Poland * Thudc thao dugc. <
Medana 10, Wladystawa|* Thudc khéng vé tring: vién nang cung; vién nang mém; thudc % GIF-IW-N = © Main
. as . - O . \ IS -IW-N1 o =
15 Pharma Lokietka St'r‘, 98 d}lkng n’goal dang 10ng; thudc uong dang long; dang bao ché ban ran; 5 4022/255/ g & Pharmaceutical
Spolka 200 Sieradz,|vién nén. ) 13 IS € Inspector. Poland
Akcyjna Poland * Thubc sinh hoc: thudc cong nghé sinh hoc m 3 - P ’
Plot No. L-139 S-
103 & M-62, A S )
. Verna Industrial|, . .. . o = AET/160 S S Co quan tham
16 Cipla Ltd. San pham: Vién nén Venlafaxine, Capecitabine Q 512/3GM | & Q A T
Estate, Verna, ) ° *® quyén Buc
Goa-403 722 = S =




Unit III, Plot No

S-103,L-139 & M. o Australian
. . = - - = e i
6% Vemaln S ban rin khong chia khing sinh nhém Pemicillin| G |Mi2012 1= > Therapeutic
17 Cipla Limited |Industrial ~ Area, Cephalosporin, thubc hormone va ché phim chéng ung thu % CE-056761 2 S Goods
Verna  Salcette, p P ’ p gung O 3 E $ Administration
Goa 403 722, A (TGA)
India
11:)12) t I\:r){dL_ 113[?682- * Thude v tring: “ ©
. |+ Thudc san xuét v6 tring: thubc dong kho (chat doc té bao/ chét kim § DE BB 0|3 = 2
Cipla Ltd.,|Verna Industrial| ., . . : A I e A Q I Co quan tham
18 . té bao); dung dich thé tich nho (chat ddc té bao/ chat kim té bao). Q 1 GMP 2| = N N i
Unit V Estate, 403 722 A e . o L AL aa s = = 3 quyén Birc
+ Thuoc ti¢t trung cudi: dung dich thé tich nhé (chat doc t€ bao/ chat| o 013 0041 | s S
Verna, Salcette, kim té bio) = —
Goa, India )
Unit VII, Plot No. UK GMP United Kingdom's
L-139 S-103 & M % 14694 “ v medicines and
Cipla Limited|62 Vernal, z R A . , A 2 Insp GMP| & < Healthcare
) . O N a
19 (Unit VII) Industrial Estate, Thuodc khong vo trung: vién nang cung, vién nén, thuoc bot. 3 14694/46 | = g Products
Verna, Goa, IN- m 30235- S — Regulatory
403 722, India 0001 Agency MHRA
Unit VIII, Plot UK GMP United Kingdom's
No L-139 S-103 A 14694 o v medicines and
20 Cipla Limited|& M-62, Verna|*Thudc khéng vé tring: vién nang cimg; thudc ding ngoai dang % Insp GMP| & N Healthcare
(Unit VIII) Industrial ~Estate,|1ong; thudc uéng dang léng; vién nén ) 14694/46 g % Products
Verna, IN-403 M 30328- S — Regulatory
722, India 0001 Agency MHRA
Plot No, 9 10 &
15, Indore Special S UK GMP United Kingdom's
. * Thuoc vo trung: ..
Economic Zone, L . . 2, , a 14694 n © medicines and
+ Thudc san xuat vo trung: dung dich theé tich nhd _ =
. i Phase II L ‘. ; 2 = Insp GMP| o I Healthcare
21 Cipla Limited |,. "I+ Thudc tiét tring cudi: dung dich thé tich lon Q Q Q
Pithampur, * Thube kho 5 tring: vie (e thube ubne d ¢ ) 14694/26 | v Products
District  DHAR,| "0 HIOUE B0 (HS Vo Bi0s S THot Hong GHe NS w1577 |2 ¥ Regulatory
Madhya Pradesh,|0¢ Prun mt, » Hoe it mu 0002 Agency MHRA
In-454 775, India
Plot No, A-33, A- United Kingdom's
. ; UK GMP ..
Cipla Limited ?’ai;n:nlzt P E 14694 g g gl::lltclilclzrse o
22 P* Malgangs, * Thudc khong vo tring: vién nén O Insp GMP| & a
(Unit 1) District  Raigad, ) o = Products
0 14694/54 | < =
Mabharashtra, In- 76-0008 g N Regulatory
410 220, India Agency MHRA
D-7, D-22, D27 UK GMP United Kingdom's
MIDC, A, 14694 I o medicines and
23 Cipla Limited Kurkumbh, * Thudc khong vo tring: vién nang ctmg; vién nang mém, thudc dan, % Insp GMP| & § Healthcare
p District Pune,|vién nén, thudc bot.cém sii; cdm khong sui; pellet bao tan trong rudt [ = 14694/44 i @ Products
Mabharashtra, 413 M 6227- e = Regulatory
802, India 0004 Agency MHRA




RIEMSER

Pharma GmbH,
Betriebsstatte “
& 4] b
riEMsEr  [FA0b , . . > |[PESLOIZ 8 Co quan thim
24 Pharma Gmbk Arzneimittel, * Thuoc khong vo trung: vién nang cting; vién nén. Q 1 GMP_2 % S 3n Pt
Robert-Koch- 2 [012.0029|Q < auwy
strabe, 66578 -
Schiffweiler,
Germany
* Thubc v6 tring:
+ e . Ay oA et s X A AL . X . ..
ISTITUTO TPuo? san’xuat ’vo trgng. th'uoc dqng @0, dung dich thé tich nho;
thuoc bot chira khang sinh nhom Penicillin
BIOCHIMICO|,,. . FOUTN % . P . & = o
Via Fossignano 2-|+ Thudc tiét trung cuodi: dung dich thé tich nho s = = . .
ITALIANO o J . o n , Loz . IT/39- g I Italian Medicines
25 04011 Aprilia|* Thudc khong v6 trung: vién nang cing; thudc udéng dang long| @ X 3
GIOVANNI . , < A ] . o o 2/H/2014 |, = Agency (AIFA)
LORENZINI (LT), Italia. (chita hormone hodc chat c6 hoat tinh hormone; khong chira| o 3 3
SPA corticosteroid va hormone sinh duc); thudc ban rin; thude bot; thude
o ¢6m; vién nén (chtta hormone hodc chét 6 hoat tinh hormone; khong
chira corticosteroid va hormone sinh duc)
¢/. Joan Buscalla,|* Thubc vo trung:
Ferrer 1-9, 08173 Sant|+ Thudc san xuat v tring: dung dich thé tich nho (thudc dong kho). E NCF/142 g = Ministry of Health
26 Internacional, |Cugat Del Vallés|+ Thudc tiét tring cudi: dung dich thé tich nho. Q 4/001/CA % 8 of Government of]
SA (Barcelona), Tay|* Thudc khéng vé trung: vién nang ctng; vién nén; thubc ubng dang B T % E Catalonia - Spain
Ban Nha long; thube dung ngoai dang 16ng; dang bao ché ban rén, thude dan.
Zone d'Activites o < = French  National
27 Pharmatis Est no 1, 60190|* Thudc khong vé trang: thudc dung ngoai dang long; thudc udng (23 HPF/FR/1 § § Drug and Health
Estrees-Saint- dang 16ng; dang bao ché ban ran. ) 03/2014 | = S Products  Safety
, Denis, France M = B Agency (ANSM)
Co s¢ san xuat
ban thanh|Site Progipharm San phim: vién nén Taneanil A, e a8 French  National
phim: Pierre|[Rue du Lycee p VD } gants (23 HPR/FR/1| & 8 Drug and Health
28 . SPK: VD-13678-10 q S
Fabre 45500 Gien, ) 052013 |Q & Products  Safety
Medicament  |France. m A = Agency (ANSM)
Production
* Thudc vo tring:
n O Ay oom o n . 2 s . _ "
St.  Peter-Strabe Thu?c Sin Xl‘lat Vo tAr.ung. dung dlCh; ﬂ,le tich qnho E INS = > Austria  Federal
Takeda .|+ Thuoc tiét trung cuodi: dung dich thé tich nhé. 480050- |K Q
29 . 25, 4020 Linz,|, ; . YOI SR .. A Q 3 3 Office for Safety
Austria GmbH . Thudc khong vo trung: thudc dung ngoai dang long; vién nén; dang| - 0044-001 | = Q .
Austria . o ; m = = in Healthcare
bao ché ran khéc. (3/8) N —
* Thubc sinh hoc: thude co ngudn gbe tir ngudi hodc dong vat.
Catalent Germany|* Thudc khéng vo tring: vién nang mém, thudc udng dang léng;
Catalent Eberbach GmbH |dang bao ché rén khéac (vién nang dit am dao). A, DE BW_ | ©
30 Germany Gammelsbacher  [(khong bao gém sinh pham tir mau, thude sinh hoc mién dich, thude (23 01_GMP_| &g I Co quan thim
Eberbach Str. 2,  69412|diéu tri t& bao, thudc diéu tri gene, thudc st dung nghién ctru invivo,| = 2013 011 g g quyén Puc
GmbH Eberbach, thudc cong nghé sinh hoc, thudc phong xa, thube c6 ngudn gbe tir[ = 9 - >

Germany

nguoi va dong vat).




French  National

Domaine de o < 2 Agenc for
. Maigremont, * Thudc khéng v6 tring: vién nang cimg; thudc ding ngoai dang = HPF/FR/7| 2 & gency
31 Janssen-Cilag \ . O Q Q % Medicines and
27100 Val-de-(16ng; dang bao ché ban ran; vién nén. ) 1/2014 @ Q
reul. France n N = Health  Products
> Safety
. * Thudc v6 tring:
Zl;zfleimittel(} mbH + Thudc san xuit v6 tring: thudc déng kho; dung dich thé tich nhoé.
Munchener Strabe + Thudc tiét trung cudi: dung dich thé tich nhé. A, DE ST o= ©
12 mibe GmbH 15 emab  den * Thudc khéng v6 tring: vién nang cimg; thudc ding ngoai dang (23 | GMP 2 § < Co quan thim
Arzneimittel B long; thudc ubng dang long; dang bao ché ban rin; vién nén (chira ) - @& 3 quyén Pt
Lageplanen Nr.1 - T, , O + A lm 014 0011 | & S
wmd 2. 06796 hormon hodc chat c6 hoat tinh hormon); thuoc bot hit; thuoc bot —
Brehna ’German dung ngoai; vién ngam.
’ Y |* Thube tir duoc liéu.
Akciju S =9 e © :
sabiedriba, K.rustp ils iela 53, Thubc khong vé trung: vién nang cimg (chira chat doc té bao/ chat = ZVAILV/ S S Latvia State
33 . Riga, LV-1057, . . . PO \ ., Q 2013/009 | Q Q Agency of|
Grindeks (I . kim t¢ bao); thudc uong dang long; vién nén. ) ) e L
vieta) Latvija n H S F Medicines
Pharmaceutica (19, Pelplinska % GIF-IW-NI = © Poland Main
- . = =)
34 i’olpharrra/torks gz;ogar d 83-200/, Thuoc khong vo trung: vién nang cling; vién nén. Q 4022/270/ 8 § Pharmaceutical
o) v =
S.A. Gdanski, Poland B 8 A = |Ispector
Argentina
e
IRB  Pharma|P18Z8 939, 1427 Z  [20132012| 2 = National
36 S A Buenos Aires,|San phdm: vién nang Artrodar (Diacerein 50mg) A 0 000722- g g Administration of]
’ Argentina Q 14 S S Drugs, Food and
A Medical Divices.
Village Theda . . .
Post Office UK GMP Unlte':d. Kingdom's
.. . A 31303 < o~ Medicines and
Macleods Lodhimajra Tehsil S Insp GMP| = S Healthcare
37 Pharmaceutica |Nalagarh, District|* Thubc khong v6 tring: vién nang clg; vién nén. Q P q g
.. . ) 31303/17 | { S Products
Is Limited Solan  Himachal m Q =
Pradesh In 06716- o o Regulatory
174101 ’In dia 0004 Agency (MHRA)
Te'lkoku 567 Sanbonmatsu, & < o Ministry of
Seiyaku Co., Hicashikacawa _ % = S Health, Labour
38 Ltd. £ 8aW8  Igin pham: Lignopad Medicated Plaster 5% w/w T 4823 q Q and Welfare
Kagawa 769- g e 3
Sanbonmatsu 2695, Tapan = o~ S Government  of]
Factory 2P ~ Japan
. |1-10 o < —
Medochemie . s = S Cyprus
39 Ltd  (Central Constantinoupole |, Thudc khéng vé tring: vién nang cting; vién nén. &) MEDO172 qQ aQ Pharmaceutical
os Street, 3011 . 014/001 |« 3 .
] 5 D — o
Factory) Limassol, Cyprus 0 3 ~ Services
. Husenstrasse 35 : ¥ ¥ [Swiss Agency for
> . wn ]
40 i\z}lss Caps 9533  Kirchberg,|Vién nang mém. Q % 14-1491 % % Therapeutic
Switzerland ~ Bi ¥  |Products




Pharmaceutica

1 Works|Duchnice, 28/30, " - “
Polpharma Ozarowska Street, San phim: Vién nén bao phim Bioracef (Cefuroxime axetil 250mg) = GIF-IW-N & & Poland . Main
41 S.A. 05-850  Ozarow Tén tai Viét Nam: Bio-dacef Q 4021/154 ﬁ ﬁ Pharmaceutical
Production Mazowiecki, : j ’ B 7/WSz/13 | 5 = Inspector
Plant in|Poland - -
Duchnice
Pharmaceutica
1 Works|Duchnice, 28/30,
Polpharma Ozarowska Street, % GIF-IW- E E Poland Main
42 S.A. 05-850  Ozarow|San phdm: thudc bot pha dung dich tiém Biofazolin (Cefazolin 1g) | @ 4011/9/1P g g Pharmaceutical
Production Mazowiecki, 8 /2014 g % Inspector
Plant in|Poland
Duchnice
Pharmaceutica
1 Works|Duchnice, 28/30, . - -
Polpharma Ozarowska Street,| . PRSI . G px GIF-IW-N{ = = Poland Main
43 [SA. 05-850  Ozarow| o PIar (1496 Oy pha dung: dich hode hom dich tiém Biofuroksym & laoovess/|S |8 |Pharmaceutica
Production Mazowiecki, (Cefuroxime 750me) B WSz/13 (2 S Inspector
Plant in|Poland
Duchnice
Pharmaceutica
1 Works|Duchnice, 28/30, . - -
Polpharma Ozarowska Street,| . P SR C . GIF-IW-N{ = = Poland Main
44 SA 05-850  Ozarow ?asn pham: thudc bt pha dung dich tiém Biofuroksym (Cefuroxime % 4021/687/ § § Pharmaceutical
Production Mazowiecki, ) 8 WSz/13 (2 = Inspector
Plant in|Poland
Duchnice
: L2 . A, & ~ e .
SwissCo Bahnhofstrasse * "l."huécj khong vo trung: dan.g bao ché.rén (Vlén nén, vién nén bgo (23 3 = Swiss Ag§ncy for
45 Services AG 14, 4334 Sisseln,|phim, Vl,én 1,1én bao duong, vién nén sui bot, vién nang cling, thuodc @' 12-1020 g g Therapeutic
Switzerland bot, thudc com). E g S Products
?1:3(1)\/[ Pharma), Thuéc vO trfmg: i A, . © Slovenia Agency
HBM Pharma|_, . . . + Thuoc san xuat vo trung: dung dich the tich nho. = SK/011V/|2 < for Medicinal
46 Sklabinska 30, Lo £ O . @ Q 3
S.r.0 036 80 Martin + Thuqc tiét trung cuoi: dung dich thé tich nho. ) 2013 = g Products and
’|* Thudc khong vo trung: vién nén. M © ~ Medicinal Devices

Slovak




Pabianickie

Zaktady
Farmaceutycz * Thubc khong vé tring:
ne POLFA - Vién nang cling; ©
S.A. (Tén 5’. Ma.lrsz. Mo Thudc ding ngoai dang I6ng; % GIF-IW-N| = > Main
2 Pilsudskiego Str., Lz X I Q .
47 tiéng Anh: . - Thudc uong dang long; Q 4022/295/| & B Pharmaceutical
. |95-200 Pabianice, 1A ) Q N
Pharmaceutica - Thuoc bot; n 13 N = Inspector, Poland
Poland A o -
1 Works Polfa - Vién nén;
in Pabianice * Thudc tir duge liéu.
Joint-Stock
Co.)
*Vién
nang
HERBES
SER CD
100,
e HERBES ..
1_}/2;2‘;21%1 74732, Ooaza San pham: SER ~ Rix = g;;llltslzry Lab0101rf
: [=] . ] o o ’
48  [Pharma g;‘lf‘;a(’)no 4o | Viénnang HERBESSER CD 100, HERBESSER R 100; £ i?/(i)éj“ g g and  Welfare
Factory Ltd., 4 . + Vién nang HERBESSER CD 200, HERBESSER R 200. - = = government of]
Yamaguchi, Japan nang ~ ~
Onoda Plant HERBES Japan
SER CD
200,
HERBES
SER R
200: 244.
Co quan chinh
phit v& y t& ving
. Navarre (thuc
Avenida I Y = e A A
49 Laboratories [Roncesvalles S/N, _T\lll?é(;lcnki:lonfﬁ‘;o .trung‘ % NCF/02/2 | & 8 1:;11 g:,leao Ssl.f ;i:ﬁ
CinfaSA  |Olloqui  31699| 1o W& CHNE: = o4 = 2 P P
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’ and Health
Products -
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* Thubc khong vo tring:
- Vién nang cting (bao gdm ca chét ¢6 hoat tinh hormon);
- Vién nang mém;

Hungarian
National Institute

TEVA Site 1, Pallagi ut|- Thucf)c ubng dang 1ong; E 0GY1/60 g g for Quality- and
50 Gyogyszeryar (13, Debrecen, - Thu@c dung ngoai dang 16ng; Q 01-5/2014 § % Organizational
Zrt 4042, Hungary |- Thuc}c bot Vé} vi nang; ) B 3 E Development in
- Thudc ban ran (bao gdm ca chat c6 hoat tinh hormon); Healthcare  and
- Vién dat; Medicines
- Vién nén (bao gdm ca chét c6 hoat tinh hormon).
* Thubc v tring:
- Thudc san xudt v tring:
SC. Str. Eroilor nr. N t Dtlljﬁ (;hlclh :lkileh';l)ch nho (thuoc nhd mat (dung dich, hon dich, " < - E(;gla;l;?n e
Rompharm 1A, Oras Otopeni, uoc £ © Au £ A'C . = 026/2014/ & S © .. gency
51 * Thuoc khong vo trung: Q & N for Medicines and
Company cod 075100’. Jud. + Vién nang cung; E RO s g Medical Devices
S-RL. lifov, Romania + Thudc ding ngoai dang 1ong; - * (NAMMD)
+ Thudc ubng dang léng;
+ Thudc bot, thude ¢dm, thude vién nén bao phim.
Santen 2-14, Shikinami, E <+ © Minister of|
52 fharcn:l,ceu}fi gl(fatsﬁ;iﬁ_z;n, San phém: Kary Uni, Ophthalmic Liquids and Solutions (:% 2986 § § :Le;lth, V\?e T;;rl:,
Noto plant Ishikawa, Japan § = = Japan
Pharmaceutica glzl;?;lvlvcsia 2s8t/ri2§ S |GrFw- |2 2 lpolish  Main
53 ;olphanzorks 05—850. Qzarow ,T,ZE fﬁa\ﬂétlﬁggfgig}?aizﬁwh tiém Biotaksym (Cefotaxime lg) é 4011/10/1 § § Pharmaceutical
SA yizozweckl, T B P/2014 3 B Inspectorate
olan
Pharmaceutica Duchnice, - 28/30, 2 . . x4 . . o < © . .
) Works Ozarowska Street|San ph?ll‘p: thuoc bdt pha dug dich hodac hon dich tiém Biotum s GIF-IW- | 5 S Polish . Main
54 Polpharma 05-850  Ozarow|(Ceftazidim 1g) Q 4011/793/|§ S Pharmaceutical
Mazowiecki, Tén tai Viét Nam: Biocetum B 1P/2014 | = Inspectorate
S-A. Poland - ”
* Thubc khong vo tring: DE NW_
- Vién nang cirng; 05 GMP_| = ~
- Vién nang mém; 2014 001 \(§ S
Ostenfelder - Viéq nét}, ViéI‘l nél} sui bot, vién nén bao; o 3 ) (san £ \%‘3 =~ Co quan ¢6 thidm
55 Rottendort Strasse 51-61 - Thuoc r’a'ln phan lié}l kh’éc: % xuat) i’/ S, g quyén cia Dic
Pharma GmbH 59320 Ennigerloh, + Thudc bdt, thude com, hat pellets (vi nang) chira nhiing hoat| - DENW_|g X |2 (Bezirksregierung
Germany chét c6 doc tinh cao nhu Tamoxifen, Flutamide, Clomifen va mot sb| ™ 05 _GMP_ % 8 Q Miinster)
chit twong tu. 2014 0012 3§
+ San phém sinh hoc chira Pancreatin, hodc cac di ing nguyén 4  (d6ng| < <
dung trong tri liéu. 201)




* Thubc v6 tring:

Taiwan Food

- Thubc c6 tiét trang cudi: < ° and Drug Adminis
Siu Guan|128 Shin Min| + Dung dich dé tiém (Injection); - (AP) > = tration -  TFDA
56 Chem.  Ind.|Road, Chiayi,|* Thudc khéng vo tring: O 0352081 g g (Ministry of|
Co., Ltd. Taiwan + Dung dich thudc; R~ g E Health and
+ Thudc kem, m ; - Welfare of]
+ Vién nén, vién nén bao phim, vieen nang cung. Taiwan )
Federal Office for
o o ‘ . - © Safety in Healt.h
Biochemiestrage |* San pham sinh hoc: Che pham cong nghé sinh hoc S INS- = > Care, Austria
Sandoz GmbH " . L e F 1A 1s PO s Khano| O S Q
57 -BP Kundl 10 6250  Kundl|* Hoat dong khac: San xuat nguyén li¢u lam thudc v trung va khong| & 481922- |5 X (Bundesamt  fur
Austria V0 triing. = [0039-001 | = = Sicherheit ~ im
- Gesundheiswesen
)
Novartis Yenisehir ~ Mah(, £ R . UK GMP Un1t§q Kingdom's
. . Thuoc khong vo trung: A, 21635 < ~ medicines and
Saglik, Gida|Dedepasa Cad No in , s = =
. - Vién nang cing; Insp GMP| & < Healthcare
58 Ve Tarim|17 (11.Sok No. 2) SR o, . A |9 q N
. - Vién ngam, vién nén, vién nén bao phim, vién nén bao duong, vién ) 30937/34 (2 L Products
Urunleri  San.|Kurtloy Istanbul N A aae o o axs A A s 0 = =
Ve Tic. AS. | Tr 34912 Turke bao tan trong rudt, vién giai phong kéo dai, vién nén phan tan 0471- ~ o Regulatory
S urkey 0004 Agency (MHRA)
LTS  Lohmann|* Thudc khéng v6 tring: Co quan c6 thim
‘o _ X , Aq. O R
LTS Lohmann Ilgrap ic-Systeme I,?}lll:égc T:ﬁ;:}m duge chat E DE RP 0 E = quyén cua Diic
59 Therapie- n N y I , Q 1 GMP 2|¥ 2 (Landesamt  Fur
Svsteme AG Lohmanstr. 2| - Vién bao ph;m chira hormon hodc dugc chat c6 hoat tinh hormon. | = 014 0009 = Q Soziales. Jugend
M 56626 Andernach,| - Miéng dan tim thudc thdm qua da chtra hormon hodc duoc chit co| ™ - I = » U8
, und Versorgung)
Germany hoat tinh hormon.
* Thudc vo tring:
Warszawskie - Thubc san xuét vo tring;
+ i & ti 5; -IW-
Zaklady 2224 Karolkowa Dung d%ch thf t{ch n’ho, % GIF-IW <« &~ Main
Farmaceutycz + Dung dich thé tich 16n; 400/0102 | o I .
60 Str. 01-207 S Z. Q Q 9 Pharmaceutical
ne Polfa Wa;sa Poland |~ Thudc co tiét trung cuodi: ) 02 01/0 | = = Inspector. Poland
Spolka W + Dung dich thé tich nho; B lansna |0 a pector,
Akcyjna + Dung dich thé tich 16n;
* Ché pham sinh hoc c6 ngudn gbc tir ngudi hodc dong vit.
* Thubc khong vo tring:
Sanofi- S.S 17 Km 22-|- Vién nang mém; E 1T/247- g E Italian Medicines
61 Aventis SPA 67019  Scoppito|- Vién nén chira hormon hodc chat c6 hoat tinh hormon c6 céu tric Q 10/H/201 % Q Agency (AIFA)
"7 (AQ), Italia corticosteroid B 4 N s gency
* Thudce tir duge ligu.
Centre for
Km. 36, Gen. Compliance and
Euro-med Emillio Aguinaldo|* Thudc vé tring: = = Licensing -
. Highway - Thude ¢6 tiét tring cudi: & & Q National
62 Laboratories : . z , o 420/14 S < .
Phil. Inc Dasmarinas, + Dung dich thc? tich nho; = @ = Pharmaceutical
" Cavite, + Dung dich thé tich 16n; S o~ Control Bureau -
Philippines Ministry of Health

of Malaysia




= 3t I
Merck Sharp 7.70 Sumneytolwn San pham: Rota Teq® (Rotavirus Vaccine, Live, Oral, Pentavalent); = CT 0816-] = is
63 & Dohme|Pike, West Point, Sinele-dose tube Q 14 WHO i3 i3 US FDA
Corp.,US  |PA 19486, USA £ z ¥ i
¥ o~ X . A A A T
PET (Blow Fill < "l;il;loc vo trung (0ng nhua san xuat theo cong nghé Blow - Fill
Seal), /NN £ o1 |2 = |Medical Products
64 AstraZeneca Forsk 18 Thudc san xuat vo tring: 5 2014 S K A f
AB. orskargatan 18, 1 he dich thé tich nho; ' o l= S gency ©
Sodertalje, 15185, YR . B 071071 > = Sweden
Sweden - Thude c6 tiét trung cuoi: ~
+ Dung dich thé tich nho;
* Thudc khong v tring:
ZETA YJA GAL\;?&?& - Thudc ding ngoai dang 16ng chira hormones corticosteroid E T/214 a g ltalian Medicines
65 FARMACEU SANDRIGO (VI),| ~ Thubc udng dang 1ong chira hormones ccorticosteroid Q 312012 8 S Acency ATFA
TICIS.P.A ITALY ’| - Thubc ban rén chira hormones corticosteroid B g = gency
- Vién dat chira hormones corticosteroid.
San phidm: CLETUS ("20 mg Capsule Rigide Gastroregistenti" 14
. _|Capsule)
Valoh Via G. Morgagni,|Cqy sg san xudt: Valpharma International S.p.A; Via G. Morgagni, 2,| & =
AR ) 61016 i 5 = |CcPPR013|& Italian Medici
: 47864 Pennabilli (RN), Italy; GCN EU-GMP s06 1T/237-2/H/2013, do| (5 q alian - Medicnes
66 International e , 7 X
SPA Pennabilli -~ (RN),|[talian Medicines Agency (AIFA) cip ngay 25/10/2013 ) /944 = Agency (AIFA)
Italy Co s& dong goéi & chimg nhan xudt xuong: Special Product's Line S.P.A; Strada = —
Paduni, 240-03012 Anagni (FR) Italy; GCN EU-GMP sb 1T/89-1/H/2013, do Italian
Medicines Agency (AIFA) cép
* Thudc vo tring:
- Thudc san xuét vo trang:
+ Thude bot dong kho
+ Dung dich thé tich nho
- Thudc vé tring c6 tiét tring cudi:
+ Dung dich thé tich nho
+ Ampholip, Suspension for solution for infusion, Smg/ml, No.1
Pl No K.27 2ml, 10ml, 20ml (Amphotericin B - Lipid Complex);
AOt d N N "%+ Amphotret, Lyophilizate for solution for infusion, 50 mg, NO.1
Agzl'l' i agar, (Amphotericin B); State
Bharat Serums M.I.JI;%IT? + Rhoclone, Unit vial blister packed in.a carFon,‘ liquid injection, E 089/2014/| = = Adm%nistration of]
. 150 mcg (Anti RHO-D Immunoglobulin Injection 150 mcg -[O = < Ukraine on
68 and Vaccines|Ambernath (East), Monoclonal); A SAUMP/ | Q 3 Medicinal
Limited Thane  Region, ’ I . . N [ GMP = = edicina
S + Rhoclone, Unit vial blister packed in a carton, liquid injection, | = = Products
tate "[300 mcg (Anti RHO-D Immunoglobulin Injection 300 mcg - (SAUMP)
Maharashtra, Monoclonal);
India ;

+ Foligraf, Lyophilizate for solution for injection, 75 I.U., No.1 and
Solvent-Sterile water for Injection 0.5ml ampule No-1 (Recombinant
Human Follie Stimulating Hormone);

+ Foligraf, Lyophilizate for solution for injection, 150 L.U., No.l
and Solvent-Sterile water for Injection 0.5ml ampule No-1
(Recombinant - Human Follie Stimulating Hormone);

+ HuCoG HP, Lyophilizate for solution for injection, 5000 L.U.,
No.1 and solvent-1ml Sodium Chloride Injection 0.9% ampule No-1
(Human Chorionic Gonadotrophin);




* Thubc v6 tring:
- Thudc san xudt v tring:
+ Dung dich thé tich nho
+ Thubc dang rén va thudc ciy ghép

SANOFI 6 boulevard de|- Thubc vé tring €0 tiét trang cudi: A, = &~ National Agency
69 WINTHROP I'Europe  21800| + Dung dich thé tich nho 5 HPF/FR/9| & I of Medicine and
INDUSTRIE | QUETIGNY, * Thudc khong vé tring: 3 52014 |5 = Health  Safety
France + Vién nang cing M 8 A (ANSM)
+ Thudc ban rin
+ Thudc vién nén
+ Thudc phan lidu dang rén khac
* Thude sinh hoc: Ché phim c6 ngudn gde tir ngudi hodc dong vat.
* Thudc vo tring:
- Thubc san xudt vo trang:
. + Dung dich thé tich nhé o . © Federal ~ Agency
Font Saint Landry LA YN £ s = = for Medicines and
Catalent - Thudc v6 trung co tiét trung cudi: BE/2013/ | & K
70 . 10, Bruxelles, B- . 2., . &} Qq Q Health Product of]
Belgium S.A . + Dung dich thé tich nhd ) 029 o v .
1120, Belgium L. 0 i~ = Belgium
* Thube sinh hoc: ~ ~ (AFMPS)
+ Sinh phdm mi&n dich
+ Ché pham c6 ngudn gbce tir ngudi hodc dong vat.
Catalent Germany
Catalent Eberbach GmbH |* Thubc khéng vo tring: A, DE BW_ | © Co quan thim
71 Germany Gammelsbacher + Viéq nang mém % 01_GMP_ 8 g quyén birc
Eberbach Str. 2 69412| + Thuoc uong dang 16ng ) 2013 011 5 < (Baden -
GmbH Eberbach, + Vién nang dung duong tryc trang va am dao H 9 — > Waurttemberg)
Germany
* Thubc v6 tring:
Roch - Thudc san xudt v tring:
oche + Thudc déng kho :
. . C “ 2
Roche Diagnostics + Dung dich thé tich nhé S DE BW_| = Co quan  tham
: : GmbH £ oAy Al z. 01_GMP_|& Q quyén buc
72 Diagnostics - Thudc vo6 trung co tiét trung cuodi: Q 2013 003 | = & Bad
GmbH Sandhofer StraB | |y no dich thé tich nho 2 = =~ (Baden -
116, 86305/, L. ] 6 el — Waurttemberg)
M . Thuoc sinh hoc:
annheim, Germany L2 . . i A . N .
+ Ché pham cong nghé sinh hoc (khang thé don dong bang cong
ngh¢ gen).
e
Neph . : . 05-0052- | X 2 it tat
ephron . |Orlando, FL|San pham: Ipratropium Bromide 0.5 mg and Albuterol Sulfate 3 mg (23 S S United States
74 Pharmaceutica 32811. USA Inhalation Solution O 2014-01- | Q Q Food and Drug
Is Corporation ’ " ; VN % % Administration
Av. De los .
Quilmes 137 (Zip|, e e National —
code BISS3FIB) Dung dich thuoc tiém va bot dong kho pha tiém (bao gom cac thuoc S = v Administration of]
75 Bio Sidus SA lof the Ci ot: chira hoat chat san pham cong ngh¢ sinh hoc khong phai khang sinh| O 001110 | N Drugs, Food and
s S Quilmes 24 nhém betalactam; chit kim té bao hay chét 6 hoat tinh hormon); g 14 § § Medical Devices,
L * Bot pha hon dich chira hoat chat c6 ngudn gbe sinh hoc. = % % Argentina
Argentine
(ANMAT)

Republic




Zone d'Activites

* Thubc khong vé tring:

French  National

=] <t o~
26 |pharmatis  |ESt n0 1, 60190| + Dung dich thuéc ding ngodi 2 |[HPFFRI|Z g ?Agezril;ynes aﬁi’;
ESTREES SAINT| + Dung dich thubc uéng 5 02/2014 | = S
DENIS, France + Thudc ban rin | = o Health ~ Products
’ ) Safety (ANSM)
E;l;ﬂ::tcaille * Thubc v6 tring: A, “ © French  National
. Laboratoire | 1,0 ’ - Thubc v6 tring co tiét tring cubi: ?D HPF/FR/1| S S Drug and Health
Aguettant CHAMPAGNE + Dung dich thé tich lon ) 56/2013 E § Products  Safety
> | + Dung dich thé tich nho. = - a Agency (ANSM)
France
PT. Ferron Par
Pharmaceuticals Co tha
Jababeka A A =9 < © A anan a'm
PT. Ferron Par . * Thuoc vo trung: S DE NI 0 | 2 —_ quyén birc
. |Industrial Estate I, PP YR e o =) .
78 Pharmaceutica Cikaran Jalan| Thudc v trung c6 tiét trung cuoi: Q 2 GMP 2| Q Q (Staatliches
Is & Levofloxacin 5 mg/ml infusion. B 014 0021 S S Gewerbeaufsichts
Jababeka VI CH )
Block J3, 17520 amt Hannover
Bekasi, Indonesia
Thudc khéng vo trung: Dang bao ché rin: vién nén, vién nén bao
Z.1. de Planchy, Iéﬁlthme % = = Swiss Agency for
79 UCB Farchim|Chemin de CroiX|} cetirizine 10 mg g 14-249 8 8 Therapeutic
SA Blanche 10, 1630|+ Cetirizine 5 mg (Japenese market exclusively) O g g Products
Bulle, Switzerland |+ Levocetirizine 5 mg = N — (Swissmedic)
+ Levetiracetam 250mg/500mg/750mg/1000mg
+ Cetirizine Sme/Psendoenhedrine 120me
Ferring
Pharmaceuticals
(China) Co., Ltd.
Ferring N0'6’. Hui Ling Lu), Thubc khéng vé tring: o o © Co A quafl tham
Pharmaceutica (Ferring  Road),)_ Bot pha thudc ubn = DE_SH 0} = S quyén Buc (State
80 . National ~ Health| Lo P o & Q 1 GMP 2|& Q Social ~ Services
Is (China) Co., - Vién nén ) =) x .
Ltd Technology Park Thuée ding dwomg truc trang dang long 0 013_0009 = S Agency Schleswig
' 528437 i - ' Holstein)
Zhongshan  City
Guangdong
Province, China
San pham (thubc nho mit):
+ Alemtob (Tobramycin)
+ Alemtob-D (Tobramycin & Dexamethasone) State
Plot No 876 N.H.|+ Vel Drop (Carboxy Methycellulose Sodium) % < " Administration of]
Marck No8, Village Hariyala . 0091/201 = S .
L + Vel Drop Gel (Carboxy Methycellulose Sodium) O N N Ukraine on
81 Biosciences  |Tal: Matar, Kheda . . A 4/SAOHP | & N\ ..
. . |+ Dorembic (Dorzolamide HCI) = ® X Medicinal
Ltd District, Guajarat . . @) /C Q Q
State, India + Moxoft (Moxifloxacin HCI) = N o Products
+ Neolap (Olopatadine HCI) (SAUMP)

+ Owin-D (Ofloxacin & Dexamethasone)
+ Augdor (Dorzolamide HC1 & Timolol maleate)




* Thudc khong v tring:

P oA , A = =~ French  National
Beaufour | Ru¢ Ethé Virton,|- Vién nang cimg - = |HPFFFR/1 |3 S Drug and Health
82 . |28100 Dreux, |- Dung dich thudc uong Q Q N
Ipsen Industrie R X 1 I ) 17/2014 | = = Products  Safety
France - Bot pha hon dich uong m = =
- Vién nén o~ N Agency (ANSM)
Taiho 224-15 Aza-
. |ebisuno, Hiraishi, = <+ © Minister of]|
Pharmaceutica Kawauchi-cho (% S S Health Labour
83 1 Co., Ltd . ’ |San pham: TS-ONE Capsule 20 & 406 qQ Q ’
Tokushima Tokushima-shi, g Q kY and Welfare,
lanltl Tokushima, 771- K < < Japan
P 0194, Japan
V.Laurentina Km|* Thudc khong vo tring: A, < 2
Facta i ; , , . , . s IT/135- | 2 = . ..
84 Farmaceuceuti 24,730-00040 - Vién nang cung chtta khang sinh nhom cephalosporin 5 1mn01 |8 Q Italian Medicines
CiSPA Pomezia  (RM),|- Thubc bot, thudc cdm chira khang sinh nhém cephalosporin ) 4 S g Agency AIFA
o Italia - Vién nén chira khang sinh nhom cephalosporin M © =
167 Mahatma UK GMP Medicines and
. A 19564. e hS Healthcare
Alkem Gandhi Udyog £ R A S = oS
. * Thuoc khong vo trung: Insp GMP| & Q products
85 Laboratories [Nagar,  Dhabel, o , o Q S 3
- Vién nang cing, vién nén; ) 19564/ Q I Regulatory
Ltd Daman, In 396 0 12366- Q = Agency (MHRA)
210, India 0009 UK
e Str. Valea Lupului|* Thubc san xuét vé tring: dang bao ché ban rin. A, = ~ National Agency
86 A.ntibiotice or. 1, Iasi, Jud.[* Thudc khéng v6 tring: vién nang cimg (khang sinh nhém (23 0202014/ K § of Medicine and
SA Tasi, cod 707410, |penicillins; cephalosporin; cac khang sinh khac); vién nén bao phim;| - RO E < Medical Devices,
) Romania dang bao ché ban rén; vién dan; vién nén. M B ~ Romania
* [N r [N A A \ A [N A 9 ’
I, 2, & 3. Jalan Ylen .nen, vién nang,'thuoc bot va thuoc tiém thé tich nho chua . National
khang sinh Cephalosporin < 2 .
TTC 12 Cheng . YO Lz . .. = = > Pharmaceutical
Kotra Pharma . * Dang bao ché 1ong (thudc udng & dung ngoai) @) I Q
87 (M) Sdn Bhd Industrial ~ Estate|,, Gel (v triing) o 341/14 S = Control  Bureau,
75250,  Melaka,|, Kem & Q S = Ministry of Health
Malaysia * Thube mé A~ - Malaysia
G-17/1, M.ID.C,, State
.. |Tarapur, Boisar, E < ~ Administration of]
Na'prod Life Dist-Thane L, . PR . @) 091/2014/ I I Ukraine on
88 Sciences Pvt. * Thuoc san xuat vo trung: Bot dong kho A SAUMP/ | < = ..
Ltd 401506, S GMP S < Medicinal
’ Maharashtra State, = % = Products
India (SAUMP)
E-1105, Industrial
Gracure Area, Phase-IIl, A, = = Federal Agency
89 Pharmaceutica Bhiwadi, Alwar|* Thubc khong v tring: vién nang ctng; thudc udng dang léng; % BE/GMP/ | & N for Medicines and
| Ltd U District, thudc ban rén; vién nén; Siro khd (cém bot pha siro) ) 2014/041 ﬁ E Health Product of]
’ Rajasthan, M % e Belgium

301019, India
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NHOM THUOC

= -
U a E'
s . Sﬁ) . 5 =
NHA MAY 2 , - ’ GIAY = CcO QUAN . .
STT A P PIA CHI PHAM VI CHUNG NHAN = > P
CONG BO - : - z o g | |car NHOM| NHOM
> <
5 g O
Q 4
4
General Villegas .
132071510, San 20132014 | = = 1/3;%;12:113
Quality Justo  of the|., . ... A aan Y S S PIC/S- & & P
1 . Thuoc tiém; thudc tiém dong kho chura chat kim te bao 001234- | < 9 Administration of] X
Pharma S.A  [Province of] GMP & &
. 14 Q qQ Drugs, Food and
Buenos Aires, L Sl . ..
. Medical Divices.
Argentine
Lynch  3461/63, - Argentina
. v .
Laboratorio (Zip code 1437), L ' L . PIC/S- 20132014 = = Natlo.ns.il .
2 Autonomous City|Vién nén; vién bao chtra chat kim té bao va hormon chong ung thu. 001232- |4 a Administration of] X
LKM S.A . GMP S x
of Buenos Aires, 14 S S Drugs, Food and
Argentine Medical Divices.
Laprida 43, Argentina
. <+ " .
Laboratorio Avel‘laneda of the Vién nén; vién bao; vién nang cting chira chit kim t& bao va hormon|PIC/S- 20132014 I I Nat1o.n;.11 .
3 |Eczane Province ofl héne une thr GMP 001233- | & & Administration of] X
Pharma S.A  |Buenos Aires, g ung . 14 g g Drugs, Food and
Argentine Medical Divices.
Plot No 14, Phase
Karnataka El’ Justrial Pi:;g: PIC/S X g Malaysia National
4 [Antibiotics & ’|* Thude vo tring: thude bot (chira penicilin); dung dich thé tich nho. 349/14 8 a Pharmaceutical X
Pharma Ltd Bangalore, GMP S = Control Burea
560058 > ¥ Hreat
Karnataka, India
Hochstrasse 201,[* Thudc dang long: dung dich thudc tiém; dng tiém dong san. (bao <~ © .
A o1, L. = = Swiss Agency for
5 |Cilac AG 8200 gom ca chira hoat chat sinh hoc). EU- 14-1473 |8 Q Therapeutic «
g Schaffhausen, * Dang bao ché rn: vién nang; vién nén (bao gdm ca chira hormon|GMP g S P
. N , N = Products
Switzerland va chat c6 hoat tinh hormon). =~ —_
. . . |* Thubc vo trung: = © . ..
Stu - Guan|128 Shin Minl, <0 tiet tring cui: dung dich thude tiém; hdn dich thudc tiem.  |PIC/S- = S Taiwan  Ministry
6 |Chem. Ind.|Road, Chiayi, £ . s . £ O 2 . 1500 S d of Health and X
. * Thuoc khong vo tring: dung dich thudc; thude md, thudc kem; vién|GMP = =
Co., Ltd Taiwan o, . i = = Welfare
nén, vién nén bao phim, vién nang. —_ ig)
* Thubc v tring: _
+ Thubc san xuét vod trung: thube dong kho; dung dich thé tich nho.
Avda.  Leganes, OV £ . 2, \ o~ v .
Famar Health + Thuoc tiét trung cudi: dung dich thé tich nho. = = Spanish  Agency
.62, Alcorcon £ o o . , Ao, ..~ |EU-  |ES/083H/ | & I
7 [Care Services 28923 (Madrid) * Thuoc khong vo trung: vién nang cung (bao gom ca chira chat gay GMP |12 S = of Drugs and X
Madrid, S.A.U ’[nghién); dung dich thubc ding ngoai; dung dich thuc uéng; thude Q q Health Products
Espana A A JY A N b ~
bot; vién nén (bao gom ca chira chat gdy nghién, hormon va chat co6
hoat tinh hormon); vién bao.




180 rue Jean
Jaures, 94700
Maisons-Alfort,

* Thudc vo tring:

French  National

O
Sanoﬁ France \ \ +Thuéc san xuat vo trl‘lng thube déng khé; dung dich thé tich nho;|EU- HPF/FR/1 E § Agenc.y for
8 [Winthrop (Kho bao quan: Q N Medicines and
. . |thude cay ghép va dang rin (chua chat doc té bao). GMP [29/2014 | = <A
Industrie 36 rue du Moulin|, Thubc sinh hoc: thube c6 ngudn gbc tir ngudi hodc dong vat. % = Health — Products
Bateau, 94380 Safety
Bonneuil-Sur-
Marne, France
* Thubc v6 tring:
+ Thudc san xudt vo tring: dung dich thé tich 16n; thudc dong khod
(chta hormon corticosteroid, hormon sinh duc va hormon khac,
prostaglandins); dung dich thé tich nhé (chtta hormon va chit c6 hoat
2 Trav. SX Via tinh norrnon nhung khong chtra hormon sinh duc); thudc bot (chura - -
9 Patheon Italia|Morolense, 5- Er(")l“tﬁilnéia{ciz }:glprf D(I;:I;gl) ’ dune dich thé tich I6n: dune dich thé tich EU- 1T/102- § g Italian Medicines
SPA 03013 Ferentino| . *t trung cuot: dung @ > Cung & GMP  |2/H/2014 | S Agency AIFA
(FR), Italia * Thudc sinh hoc: Thubc cong nghé sinh hoc (san xudt v6 trung 2
protein tai t6 hop/DNA thuéc dong kho, dung dich thé tich nho,
thubc bot); thude co nguon gbc tir nguoi (thuoc d6ng kho san xudt vo
tring); thudc co nguon gde tir dong vat (thubc dong khé san xuét vo
trang, dung dich thé tich nho san xuét v tring).
Chiesi
Chiesi Farmaceutici \ A o \ ‘ ' ‘ ‘ , = &~ ‘ N
10 |Farmaceutici S.P.A * Thudc khonglvo trung: t'huoc'phun mi (chura corticosteroid, khang|EU-  |IT/192- 8 8 Italian Medicines
SPA Via San Leonardo|beta 2 adrenergic, anticholinergics); vién nén. GMP |7/H/2014 S g Agency AIFA
96 - 43122 Parma o~ gl
(PR), Italia
* Thudc vo tring:
. e + Thubc san xudt vo tring: thudc dong khd (chira hormon
Biologici Italia| " Filippol | ticosteroid); dung dich thé tich nho (chita hormon corticosteroid). = = , .
11 |Laboratories Serpero. - 20060 + Thubc tiét ’trl‘lng cnéi' dung dich thé tich nho (chtra hormon EU- IT/214- 8 8 ltalian Medicines
Masate MD), . N . ’ GMP |2/H/2014 | Y x Agency AIFA
SR.L Italia comco,stermd, hormon s,mh duc). ) ) S =
* Thuoc sinh hoc: thudc san xuat vo trung: thuoc dong kho; dung
dich thé tich nhé ¢6 ngudn gdc tir dong vit.
304 avenue du - © French  National
12 Bristol Myers|Docteur Jean Bru|* Thubc kh(}ng V(A)’ trl‘lng:' vién nang cimg; thubc ubng dang long;|EU- HPF/FR/1 g 8 ?/Igeiilil(fi}nes ai?;
Squibb 47000 Agen,|dang bao ché ban ran; thudc dan; vién nén. GMP |57/2014 | g H
France S S ealth  Products
Safety
C/Maximo * ‘Thuéc khong vo trung: vién nang cimg; thudc ubng dang 1ong (bao 21 0 Spanish  Agency
13 Faes  Farma,|Aguirre, 14,|gom ca chira hormon va chat qé hgat tinh hormon); Vi?n nén bao|EU- ES/143HI 8 g of Drugs and
S.A Lejona 48940|duong; vién nén bao phim; thudc com; vién nén (bao gom ca chira|GMP |/12 X «
. S = Health Products
hormon va chat c¢6 hoat tinh hormon). — S

(Vizcaya), Espana




10 rue Bouche

French  National

Thomas, Zac|* Thudc khéng v6 trung: vién nang cimg; thudc ding ngoai dang = = Agency for
. Loz . . X s % £ . |EU- |HPF/FR2|& I .
14 |Farmea d'Orgemont, long; thuoc uong dang long; dang bao ché ban ran; thudc dan; vién aMmpP le2no1l |@ S Medicines and
49000 Angers,[nén. § g Health  Products
France Safety
. < I
Janssen Einsteinweg .101’ * Dugc chat sinh hoc: abciximab, infliximab, golimumab,|EU- NL/H S B3 Netherlands
15 IBiologies B.v. 2233 OB Leldenl i opinimaty GMP [13/0073 | & © o [Health Care
J V| The Netherlands  |" Y % ¥ Inspectorate
950, Hiroki,
Bushu . |Ohaza, Misato- = = Japan Ministry of]
pharmaceutica . . z Ao . Japan- & &
16 . machi, Kodama-[San pham: Vién nén Pariet Tablets 20mg 1506 N Q Health,  Labour
Is Ltd. Misato . GMP < <
gun, Saitama-ken, < «Q and Welfare
Factory Japan =~ e~
Bush 950, Hiroki,
ST . |Ohaza, Misato- = = Japan Ministry of]
pharmaceutica . . z Ao . Japan- & &
17 . machi, Kodama-[San pham: Vién nén Pariet Tablets 10mg 1505 N a Health,  Labour
Is Ltd. Misato . GMP < <
gun, Saitama-ken, < «Q and Welfare
Factory Japan =~ o~
; : ; |* A ud frim o =+ 3+
Aesica . Via Pragh.a, 15 Thucic V,(i tru‘ng. Z. . ., \ EU-  [IT/235- i i [ltalian Medicines
18 |Pharmaceutica 10044  Pianezza|+ Thudc ti¢t truing cuoi: dung dich thé tich nhé. GMP | 1/H2014 i3 i Acency AIFA
IsS.R.L (TO), Italia * Thudc khong v6 trang: thudc udng dang long. Bi ¥ geney
Industria Via Cassia Nord,|* Thubc v tring: = ©
19 Farmaceutica |351-53014 + Thudc tiét trung cudi: dung dich thé tich 16m; dung dich thé tich|EU- 1T/77- N N Italian Medicines
Galenica Monteroni D'arbia|nho. GMP (1/H/2014 a i Agency AIFA
Senese S.R.L |(S]), Italia * Thubc khong vo tring: thudc ubng dang léng. A B
Human Hungary National
Bioplazma « L < Institue for
Manufacturing|Tancsics M. ut Thquc VO, trun%. . . O £ an R OGYI/32 |2 = Quality and
. + Thuoc san xuat vo trung: dung dich thé tich 16n; thudc dong kho;|EU- Q o T
20 |and Trading|82/A, Godollo, . 2., , 698- = Q Organizational
.. dung dich thé tich nho. GMP - ) .
Limited 2100, Hungary L. IO S 7/2014 S = Development  in
L * Thuoc sinh hoc: ché pham tir mau. =
Liability Healthcare  and
Company Medicines
Delpharm 26 rue de |la = h ire:l:? Natiort}gi
p. * Thudc khong vo tring: thubc udng dang long; thude ding ngoai|EU- HPF/FR/1| & 3 8 e
21 |Huningue Chapelle ~ 68330 dang long; dang bao ché ban rin; thudc dan GMP (232014 | $ Medicines and
SAS Huningue, France | ~ g long; dang - Y g § Health  Products
Safety
Nipro Pharma|5-7,  Maedano, _ Japan- X 2 Japan Ministry of]
22 |Corporation, |Niida, Odate,|San phdm: Meiunem 0.5g Glﬁ,/IP 1065 8 8 Health, Labour
Odate Plant  |Akita, Japan % % and Welfare
Jubilant 16751 Route = v Canada  Health
Hollisterstier |Transcanadienne, |, . . JSTA . . Canada g I Products and
23 General Kirkland Quebec, San pham: dung dich thudc tiém Duratocin (carbetocin 10 pg/ml) GMP 57616 § § Food Branch
Partnership Canada H9H 4J4 ¥ ¥ Inspectorate




* Thubc v6 tring:

16th km,|- Thube san xudt v trung: e z ~  |Greek  National
24 Vianex S.A.- |Marathonos Ave,| + Dung dich thé tich nho; % 87270/6- Q 8 Organisation for
Plant C Pallini Attiki,| + Thube bot dong kho; = [10-2014 = 2 | \edicines (EOF)
15351, Greece - Thudc co tiét trung cuoi: K = =)
+ Dung dich thé tich nho.
< )
Bausch and Tampa, FL 33637,|San pham: Lotemax® (loteprednol etabonate ophthamic suspension) % 09-0152- & &
25 |Lomb . . QO |2014-01- S & |USFDA
United States 0.5% (Sterile) A — —
Incorporated 5 |VN § §
Merck Sharp |West Point, PA S |oco16s- | 2 P
26 |& Dohme 19486, United|San pham: Singulair® (montelukast sodium) Oral Granules g 2013-02- g g US FDA
Corp., States 5 |VN S §
48 Tapetou street,
MEDOCHEM |Agios Athanassios|* Thudc v6 tring khéng tiét trung cudi: Thudc bot pha tiém chira| 4, “ o |Pharmaceutical
27 IELTD Industrial Area, khéng,sinh nhom penicillin. (23 MEDO03/2 8 8 Services Ministry
(FACTORY |4101 Agios * Thuoc khong vo trung chira khang sinh nhom penicillin: Vién nang( - |013/002 5 po of Health of]
B) Athanassios, ctng, vién nén, thudc bot pha dung dich udng. K S @ |Cyprus
Limassol, Cyprus
48 Tapetou Street,
?EEDOCHEM Agios AthanaSSiOS E g © PharTnaceutif:a'l
28 |(ampouLg |Mdustial Area, 0 16 triing ¢ va khong tict tring cudi: Dung dich thé tichnho.| & [MEP72| & &  |Services Ministry
4101 Agios = |013/001 Q = |of Health of
INJECTABLE Athanassios ) 2 b Cyprus
FACILITY) . ’
Limassol, Cyprus
* Thude vo tring khong tiét tring cudi:
- Dung dich thé tich 16n
Octapharma - Thudc bt dong khod a,  |INS- < o |BASG -
29 Pharmazeutika (2)3b Seri;]ez;s;rla (I)S g - D}mg _fiich thé tich nho % 480018- g g Bundesamt fiir
Produktionsge Aus’tria ’ > |* Ché phﬁrp sinh hoc: = |0037-001 8 g Sicherheit im
s.m.b.H - San pham tir mau M 1(1/30) o S Gesundheitswesen
- San pham mién dich
- Ché phdm phan doan (intermediates out of fractionation)
* Thubc v6 tring khong tiét tring cubi:
Via Delle| - Bot dong khé chira hormon hodc chit c6 hoat tinh hormon khéng
Magnolie 15 (loc.|phai corticosteorifi; ) & lipor- < &~
30 Merck Serono |Frazione Zona| - Dung dich thé tich nhé chtra hormon sinh duc hoac chat c¢6 hoat 5 14/H/201 S 8 Italian Medicines
S.P.A Industriale) -|tinh h(?rmon sinh duc va ,cytokines ) ) ) 4 = g Agency (AIFA)
70026 Modugno|* Thudc vo tring san xuat co tiét trung cuoi: Dung dich thé tich nhd K o o)
(BA), Italy * Ché phim san xut bing k§ thuat sinh hoc: Proteins/DNA tai td

hop.




Wallenroder Str.

; A, , A DE BE 0| — L t fi
Advance 12-14, * Thuoc khong vo trung: Vién nén, vién nang cing, vién nén, vién = i Q & andesam. u
31 . \ o LA I O |[1.GeMmP 2| & S |Gesundheit  und
Pharma GmbH |13435Berlin, nén bao, vién nén bao film, thuoc bot, thuodc com. ) - — = Q . .
o |014_0002 = = Soziales Berlin
Germany _
* Thubc v6 tring: _
Laboratorio Via Dante|- San xuét vo trung: Dung dich thé tich nho, Thudc bot chira khang| A = ©
32 |Farmaceutico Alighieri, 71-|sinh nhém penicillin va nhoém cephalosporin; % 1T/292- g 8 Italian Medicines
CTSRL 18038 San Remo|- C6 tiét triung cudi: Dung dich thé tich nho 5 |oHR2014 | = & |Agency (AIFA)
T (IM), Ttaly * Thudc khéng vé trang: Vién nén, vién nang cimg, dung dich thudc| M A =
ubng.
Fulton VIA MARCONI, o = ©
33 |Medicinali 28/9-20020, * Thube khong vo trung: Vién dat chira hormon corticosteroid, vién (23 1T/179- I I Italian Medicines
ARESE (MI), nén, vién nang cimg, thude bot, thudc cdm ! 1/H/2014 E = Agency (AIFA)
S.P.A ) = N
o Italy m = S
Uni-Pharma . IS \ A A s o a e . .
. 14th km National|* Thudc v trung (san xuat v trung va cd tiét trung cudi): Dung dich| a, < ~ [National
Kleon Tsetis 2, \ s = — o
34 |Pharmaceutica Road 1, Kato[thé tich nho 5 77344/1-9{ & S |Organization for
| Laboratories Kifisia Attiki,|* Thubc khéng vo tring: Vién nén, vién nang ctng, thudc ubng dang 5 2014 S & |Medicines of|
SA 14564, Greece long, thube dung ngoai dang 16ng, thudc ban rin, thude dat K =) © Greece
Pabianickie
Zaktady
Farmaceutycz
ne POLFA 5, marsz. J ° Main
S.A. (Tén . L * Thube khong vo tring: Vién nang ctmg, vién nén, thude bot, thude E GIF-IW-N| = > .
£ Pilsudskiego Str., | . \ o .. . g & |Pharmaceutical
35 |tieng Anh: . . 7 |uong dang long, thuoc dung ngoai dang long QO 14022/295/ N 3
. |95-200 Pabianice : . : by Q Inspectorate of
Pharmaceutica Poland ” [* Thuoce tir duge liéu B 13 g = Poland
1 Works Polfa -
in Pabianice
Joint-Stock
Co.)
. . Romanian
SC Str. Livezeni nr. A, o™ s National Agenc
RS 7A, 540472, Thudc khéng vé tring: Vién nang cling, vién nén, vién nén bao phim, = |014/2013/ Q I .. geney
36 |SANDOZ O S x o 7 @) S\ Q  |for Medicines and
Targu Mures, Jud. |thuoc com va thuoc bdt pha hon dich uong 5 |RO - Ly . .
S.R.L. Mures. Romania 0 3 a0 |Medical Devices
’ (NAMMD)
Dr. Reddy's ; Co quan c6 thdm
Laboratories * Thudc v6 tring khong tiét tring cudi: Dung dich thé tich nhé chira u gl cia D
Ltd. Duvvada, VSEZ [cac chét doc té bao, kim té bao o |DE BY_ < © ?RZ erune von
37 Formulations |Visakhapatnam - San pham cu thé: Docetaxel beta 20 mg/1 ml and Docetaxel beta 80 (23 04_ GMP_| & § Obfrba ergn
Tech Ops-  [530 046 Andhra |mg/4 ml dé tiém truyén I [2014 002 S 3 Zemralz
VII, Block A, |Pradesh, India * Thube khong vo trung: Vién nén B9 S A .
Arzneimitteliiber

Plot No. P1 to
P9, Phase III

San phém cu thé: Vién nén bao phim Capecitabin beta 500 mg.

wachung Bayern)




Pabianickie

Zaktady
Farmaceutycz
ne POLFA 5, marsz. J ©° Main
S.A. (Tén ! L * Thude khong vo tring: Vién nang ctng, vién nén, thude bot, thude E GIF-IW-N| = > .
Y Pilsudskiego Str., | . \ o .. - I & |Pharmaceutical
38 |tieng Anh: . . |uong dang 1ong, thuoc dung ngoai dang long QO 14022/295/ N &
. 195-200 Pabianice, P o =) < N Inspectorate of]
Pharmaceutica Poland * Thuoc tir dugc liéu 0 13 S = Poland
1 Works Polfa -
in Pabianice
Joint-Stock
Co.)
UNITHER -3 allée dc: a * Thudc khéng v tring: Thude ubng dang long, thudc ding ngoai| a, < o~ Agence Fra’n g:alvser:
Neste Z.I d'En , a e o1, t S — — de Sécurité
39 LIQUID Sigal dang 16ng, vién dat, thuoc ban ran 5 HPF/FR/2 I I Sanitaire des
) % Qz oo i o A AL s oaa ; = S
g}%ﬁ[g}FACT COLOMIERS, ?jan pham sinh hoc: Cac san pham c6 ngudn goc tir nguodi va dong B 08/2014 § E Produits de Santé,
31770, France | France (ANSM)
Damastown . . & = = Health  Products
40 Rottapharm  |Industrial Park, |* Thudc khong vo trung: Vién nén, vién nang ctng, thuoc bot pha % 2014/753 I I Reeulato
Ltd. Mulhuddart, dung dich ubng. I |amses | S 2 |ty
Dublin 15, Ireland M a Q Y
NUCLEO
INDUSTRIALE - -
FACTA S. ATTO (loc. S. S = = , .
41 |[FARMACEU |Nicolo' A * Thubc v6 tring khong tiét tring cudi: Dung dich thé tich nhé. Q 11%12/;?)-1 4 g %‘ ﬁal;ll ?ﬁj;l;/:l)nes
TICIS.P.A. |Tordino) - 64100 2 g 9 gency
Teramo (TE), -
Italy
. 2605 E. Kilgore |, i oo , . . | & [o7:0007- | = = |United  States
4 f}(ieéls P&U Road, Kalamazoo, ?;n pham: Cleocin T® (clindamycin phosphate) Topical Solution, S |2014-01- g g Food and Drug
MI, 49001, USA. ’ % VN S S Administration
286-302
Frankston- « £ R v xria . FO: . = o
Aspen Pharma | Dandenong Road ':l“huc’)c klzong Yo trung: V}en nang c‘ung, fhuo’c uqr}g dang 1ong, » MI-2014- z g .
43 vién nén, com, bot, kem, thuoc phun mu, thudc suc miéng, gel, dung| O |LI-00183- N N TGA, Australia
Pty Ltd. Dandenong South dich, thubc m&, bot nhio = 1 & S
VIC 3175, o o ' = %
Australia
PATHEON |°°00 Martin
Luther King Jr. o X L
MANUFACT Hichwa S [09-0176- > >
44 |URING EIway, San phim: IV Busulfex® (busulfan) Injection, 6mg/ml O 12014-05- 3 S |UusFpa
SERVICES Greenville, North »h VN Q Q
LLC > |Carolina 27834, = = S

USA




Warsaw

Pharmaceutica
1 Works Polfa
tsléﬁ (];,[zlian' 2/24 Karolkowa * Thube vo tring san xudt vo tring va c6 tiét trung cudi: Dung dich| o, |GIF-IW- = ~ [Main
45 |wa r‘i Jawskie St 01.207 thé tich nho, dung dich thé tich 16n; g [s000102 | § S |Pharmaceutical
Zaklad Wa;saw Poland * Ché pham sinh hoc: San phdm c6 ngudn gde tir ngudi hodc dong 5 |02 01/0 § i Inspectorate,
Y . vat = lansa1a | = & [Poland
Farmaceutycz
ne POLFA
Spolka
Akcyjna)
Route de Bu. la * Thubc khong v tring: Bot pha hdn dich ubng. A, < ~ |French National
46 Aptalis Prevote. 78 5’5 0 * Thubc khong vé tring: vién nang cimg (23 HPF/FR/1 § § Drug and Health
Pharma SAS Hou dar; France * Thudc sinh hoc: thudc sinh hoc bang phwong phap 1én men va S [41/2014 = = |Products  Safety
’ khong chtra vi sinh vat song. M *© |Agency (ANSM)
Nile, . |peing, Viimsi, S v | 5 | 5 [|Fonim  swe
- ) 5 * 4 A A~ N LA , 3 - Q Ql
47 |XD/osauhing |74011 Harju Thudc khong v6 tring: vién nén I |14n48H| T S fdgej;;ynes s ANf)f
Vitale-XD) county, Estonia m % X
Esseti Via Campobello, _ A, = ©
48  |Farmaceutici 15-00040 San pham: thudc tiém dong kho Thioxene 300 (Glutatione 300mg (23 CPP/2014 I S |AIFA Italian
Pomezia (RM), |IL.M,LV) 5 |/303 E E Medicines Agency
SRL Italia m = =
Esseti Via Campobello, _ o = <
49 |Farmaceutici 15-00040 San pham: thudc tiém déng kho Thioxene 600 (Glutatione 600mg (23 CPP/2014 I S |AIFA Italian
Pomezia (RM), |L.M, LV) 51290 E E Medicines Agency
SRL Italia m = =
Santen 348-3, Aza-suwa, & <« - Ministry of health,
Pharmaceutica [Oaza-shide, Taga (% = = Labour and
50 i 5 Dung dich thubc nho mit Taflotan = 2670 8 8 Welfare
1 Co., Ltd cho, Inukami-gun, g S S overnment of
Shiga Plant  |Shiga, Japan ] c\ o itpan
5 Avenue de x e £ . 2., . N Lo, L A “© ) French  National
Concyr, 45071 Thu?c tlctAtrungA Cu‘()l. dur.lAg d;c'h thé tiCh r}ho, dang l?ao che kian r‘an. S |upr/ER/A4 S = Drug and Health
51 |Famar Orleans * Thube khong vé trung: vién nén; thuée uong dang long; thuée dung| @ IS q
Orleans Cedex 2, ngoai dang 16ng; dang bao ché ban ran, thudc phun mu o 02013 < g Products Safety
France ' o ’ ' = Q = |Agency (ANSM)
CB.Fleet Co Lynchburg, VA |San phdm Sodium Phosphates Oral Solution (Tén lwu hanh tai Viét % 08-0175- § E U.S. Food and
52 IN C' " (24502, United Nam: Fleet Phospho - Soda mudi nhuén tring duong udng, mui gimg| @  |2014-01- g < S |Drug
States va chanh) Z |VN ﬁ ﬁ Administration
.GlaX(?Smlt.h Kl . . * San phém sinh hoc: vic xin cim virus bat hoat
ine Biologicals G.l axoSmlthKllne * Cac nguyén liéu c6 nguy co doc tinh: A, < 2
NL'der . B}ologlcals + Ban thanh phim vi rat bt hoat don gia dwoc tinh ché Fluarix > [PESNO = & Co quan cé thdm
53 |SmithKline Zirkusstraf3e 40, . . . . .. Q 1 GMP 2 Q A A, ,
Beecham 01069 Dresden (Fluarix purified monovalent inactivated split virus bulk) > lo14 0003 = o quyén cua Puc
5 + B4 N 2 . . N . . m | A 2
Pharma GmbH|Germany Ban thanh pham don gia Prepandix va Pandemix (Prepandix and

& Co.KG

Pandemix monovalent bulk)




Bd. Dunarii nr.54,

" .
Comuna . A o - ' ' ' . ’ E = © Natlonal‘ .Agency
S.C.Arena . * Thuoc khong vo trung: Vién nang cirng chira khang sinh nhom 026/2013/ Q o For Medicine And
54 Voluntari, Jud. @) P~ Q . .
Group S.A Ilfov. cod 077910 Betalactam 5 (RO S ©  |Medical Devices -
A ) = S *°  |Romania
Romania
2100 Syntex & < “» .
Court, *Sén phém: Vién nén Zytiga (Abiraterone 250mg) (23 S S gr?; dé?srl He:ﬁﬁ
55 |Patheon INC |Mississauga, Co s dong goi: Janssen Cilag S.P.A, Via C. Janssen, Borgo S. s 58100 % % !
. . . . 2 S S |Food Branch
Ontario, Canada |Michele - 04010 Latina, Italia = A A
L5N 7K9 S — — Inspectorate
Bushu 930, le01.<l° & X e .
. |Ohaza, Misato- P = = Ministry of]
Pharmaceutica . , 2 s, O Q Q
56 s Ltd. Misato machi, Kodama- [San pham: thuoc vién nén Methycobal 500pg = 1509 g g Health, Labour
Facto. gun, Saitama-ken, § S S and Welfare
Y Japan ~ “ «
Bushu 930, H1r01.<1, & s 2 .
. |Ohaza, Misato- > = = Ministry of]
Pharmaceutica . , 2 L, O Q Q
57 s Ltd. Misato machi, Kodama- [San pham: thu6c vién nén Myonal 50mg = 1507 3 3 Health, Labour
Facto. gun, Saitama-ken, § g g and Welfare
Y Japan - “ «
Bushu 930, H1r01.<1, & X ,Ol .
Pharmaceutica Ohaza, Misato- _ QED = = Ministry of}
58 Is Ltd Milslato machi, Kodama- |San phdm: Vién nén tan trong miéng Aricept Evess 5mg < 1420 % %‘ Health,  Labour
Facto. gun, Saitama-ken, § % % and Welfare
Y Japan - B o
Merck S.A.de Calle 5, NO’.7 San phim: Vién nén Euthyrox (50 microgram, 100 microgram)
. Frac. Industrial . exren . a, (11232 e n
C.V, Mexico Tén tai Viét Nam: Levothyrox 50 microgram, Levothyrox 100 s = = 2
. as Alce Blanco, . (BEY)- g & |Co quan thim
59 |(Coso dong Naucalpan de fierogram it 18102 ° = én Puc
g0i va xudt uealp Co s6 san xuét ban thanh phdm: Merck KGaA (dia chi: Frankfurter B q S
xudng) Juarez, C.P. Strabe 250, 64293 Darmstadt, Germany) (nguyén tic EU-GMP) (21)-D12 “ *
& 53370, Mexico : : y) (nety
. o
Actavis ehf. I7(Se yi(éa;/;l:)urvegur % X = Icelandic
60 |(Ténci: ’ * Thudc khong vo tring: vién nang ctmg; thude cdm; vién nén. . 1S/04/14 8 8 Medicines Agency
. Hafnarfjorour, L Q Q
Actavis hf) Teeland O = S (IMA)
=9}
. Unit 5, 151 A e ©
61 I(\}Ile;}:;ics Baldoyle * Thubc khong v6 tring: vién nang cimg; vién nén QED 2013/630 S § Irish ~ Medicines
Limited Industrial Estate, J & g cung, ' 5 |1/M1012 E © |Board (IMB)
Dublin 13, Ireland K < o
e Str. Valea Lupului ) ) ) A, o 2 [National Agency
62 A.nt.ibiotice nr.1, lasi, Jud. * Thuoc san xuat vo trung chira khang sinh nhon Penicillin: thuoc (23 023/2013/ § 8 For Medicine And
SA lasi, cod 707410, |dang rén. 5 (RO Q 5 Medical Devices -
h Romania M e ~  |Romania




Agency for

o~

Lek Kolodvorska cesta E 401 E = Medicinal

63 |pharmaceutica |27, Menges, 1235, |* Thudc khéng v6 tring: vién nang cimg; vién nén; thude bot. Q q I,Q: Products and

. 5o (12720144 < S . .
Is Slovenia n 5 = Medical Devices
™  |of Slovenia
Recordati * Thubc khong vé tring: - ~
. . e ‘n L saA g, A 1A A X A A = = —
Ind.us.trla Via ClVlt?.ll, 1- - Vlerg nan‘g cung; ‘V.len nén; fhuoc b’(,)t, thudc com, th}lOC ngam. \ S |63 = S Italian Medicines
64 |Chimica E 20148 Milano - thuoée dung ngoai dang long chira hormone corticosteroid, thuoc| @ S =
. . £ \ ; : . =5 [3/H22014 Y © |Agency (AIFA)
Farmaceutica [(MI), Italia. uong dang 16ng chura corticosteroid. n S =
S.P.A - thudc ban ran chira corticosteroid. B
; . . Australi
Lina 21 Reaghs Farm  |* Thuoc khong vo trung khong chira Penicillins, Cephalosporins, hoc E MI2013- “ ho) Tt?esr;a ::ilzic
p . |Road, Minto mén, khong chira steroids (bao gdm ca prednisone, prednisolone) va| O & & P
65 Phamlaceutlca £ £ % , % , J N L (,') LI-07511- & = GOOdS
NSW 2566, thuoc chong ung thu : Thudc nudce, thudc ban ran, dang bao ché ran| X = — .. .
Is Ltd . . 1ex P N N O 1 F F Administration
Australia phan liéu, thudc com, bot, vién nang mém, ~ — — (TGA)
F1-F1/1,
Additional Stat
Ambernath £ R . n , o ate .
. * Thuoc khong vo trung: Vién nang cling < ~ |Administration of]
Inventia M.LD.C,, . = 0882014/ = = .
- Barole 10 (rabenprazole sodium), capsules; &) N &  |Ukraine on
66 |Healthcare Ambernath (East) . s |SAUMP/ N N ..
.. |- Barole 20 (rabenprazole sodium), capsules ; = *® hs! Medicinal
Pvt. Ltd. 421506, District| . . O |GMP = =
- Limzer (omeprazole 20mg, domperidone 30mg), capsules. = oo ™~ |Products
Thane, (SAUMP)
Maharashtra,
India
D.P . Pally, State
Dundigal ~ Post, & ©  |Administration of]
Quthbullapur * Thudc vo tring: = 023/2013/ 2 = .
Gland Pharma i L, A 0 N &  |Ukraine on
67 Limited Mandal, R.R. Thudc san xuat vo trang: s |SAUMP/ = 3 Medicinal
Dist, Andhra|  + Dung dich thé tich nho O |GMP Q o
= o o [Products
Pradesh - 500 (SAUMP)
043, India
Ctra. De -
LDP- Barcelona, 135-B,|* Thubc vé tring: E NCF/144 E = |Ministry of Health

68 |Laboratorios [08290 Cerdanyola| - Thudc san xuit vo tring: Thudc tiém bot chira khang sinh beta-| @  [5/002/CA g g of Government of]

Torlan SA de Valles|lactam B T § g Catalonia - Spain
(Barcelona, Spain
Plot No 72, EPIP, o State
Zeiss Phase-I, Jharmajri,|* Thubc vé tring: % 065/2013/ g g Administration of]
69 |Pharmaceutica |Baddi, Distt,|+ Thudc san xuét vo trang: thudc cdy ghép va dang rén (chtra| SAUMP/ g g Ukraine on
Is Pvt Ltd Solan, Himachal|cephalosporin; carbapenems). Q GMP g g Medicinal
Pradesh, India R~ Products
Shenzhen gll.l:l?‘l(;:n Bigif 6.2.1 = =
., ’ . . Lol= = = .

70 Zhijun . |area,  Shenzhen,|Thudc v trung: thudc bdt pha tiém chira Cephalosporin % 2013- q Q Medical Products
Pharmaceutica = o Agency Sweeden
Cotd  |ouansdong, G |oso4so |= =

. >
w

518110, China




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

Dot 27
( Theo cong van ) /QLD-CL ngay ciia Cuc Quan ly Dugc)
z =l . . % NHOM THUOC
NHA MAY ; . - = B|GIAY |2 &~|Z Z£|Cco QUAN|_ ., .
STT A P PIA CHI PHAM VI CHUNG NHAN < p
CONG BO - - - 2 Qlen |2 T|Y g|cap NHOM \NHOM
< = 1 2
Z - =
* Thuép v6 tring khéng tiét tring cudi: Dung dich thé tich 16n, dung
dich thé tich nho, thudc dong khé;
Boehringer Birkendorfer Str.|* Thudc v6 tring san xuét tiét trung cudi: Dung dich thé tich nho; DE BW_ | v
1 Ingelheim 65 88397|* Thudc khong vé tring: Vién nén, vién nang cimg, thube bot, thude|EU- 01 GMP_ § I Co quan cé thdm
Pharma GmbH|Biberach  a.d.R.|cém, pellet; GMP [2012 228 | ﬁ quyén cia Duc
& Co. KG Germany * Thudc sinh hoc khac: Khang thé don dong, cytokines. 7 @ =
* Dugc chét cong nghé sinh hoc khac: Protein tai td hop, khang thé
don dong, cytokines. X
Neolpharma ziguizrdlne;uesri; Us 11-0069- E E
s . ) A . - 01- |8 Q B
2 Inc. Rico 00725, San pham: Celebrex® (celecoxib capsules) 200 mg GMP 2015-01 a S US-FDA
. VN S Q
United State — — X
< )
3 Pharmaceutica |\ o0 0% San pham: Lipitor® (atorvastatin calcium) Tablets, 40 mg 2015-03- g g US-FDA
Rico 00693, GMP = —
IsL.L.C . VN = =
United State — — X
< )
4 Pharmaceutica || o0 0% San pham: Lipitor® (atorvastatin calcium) Tablets, 20 mg 2015-02- § g US-FDA
Rico 00693, GMP - —
IsL.LC . VN = =
United State — — X
< )
5 Pharmaceutica || o0 0% San pham: Lipitor® (atorvastatin calcium) Tablets, 10 mg 2015-01- § g US-FDA
Rico 00693, GMP - —
IsL.LC . VN = =
United State — — X
04-0086- ** 3+
Eli Lilly and|Indianapolis, IN|_, i . US- I B
6 Company 46285-USA San pham: ALIMTA® (Pemetrexed for Injection), 500mg GMP 2014-14- = ¥ US-FDA
VN I+ H* X
. XA R A z. . 2, X Belgian  Federal
Chemin du(* Thuoc vo trung khong tiét trung cuodi: Dung dich thé tich nhd, = b Agenc for
. UCB  PharmalForiest,  Braine|Thuc dong kho; EU-  [BER013/ | 8 Moo
SA L'Alleud, B-1420,|* Thudc v6 tring san xuét co tiét trang cudi: Dung dich thé tich nho; |GMP  [085 2 & N
. % A ~ AN NTiA 4 ‘A . P> S
Belgium Thuoc khong vo trung: Vién nén, vién nang cing g = (AFMPS) X




Poligon Industrial

Co quan c6 thim
quyén cua chinh

Llevant, Can|* Thudc v6 tring khéng tiét tring cudi: Dung dich thé tich nhé, NCF/144 | = phu Tay Ban Nha
8 Instituto Guasch, 2 08150|Thubc dong khé; _ EU- 9/001/CA N 8 vung  Catalonia
Grifols, SA  |Parets Del Valles|* Thudc vé tring san xudt c6 tiét tring cudi: Dung dich thé tich nhé. |GMP T § g (The  competent
(Barcelona), * Thubc sinh hoc: Ché phdm mau — - authority of the
Spain Government  of]
Catalonia - Spain)
Bd. Dunarii nr.54,{Thudc khéng vé tring: < — Romanian
SC. Arena Comuna . - Ylen nang cu’ng chura khang sinh khong thugc nhom Betalactam va EU- 0352014/ S S Natlonal. .Agency
9 Group S.A Voluntari, Jud.|chtra corticosteroids; oMP RO = 3 for Medicines and
P S-A Ilfov, cod 077910, |- Vién bao, vién nén bao phim; S < Medical Devices
Romania - Vién nén chira corticosteroids. B B (NAMMD)
.o . . 12-0170- ¥ X
Eli Lilly and|Indianapolis, IN|, . oo . S US- 3t B
10 Company 46285-USA San pham: GEMZAR® (gemcitabine hydrochloride) for injection GMP 2014-01- % % US-FDA
LOC. FONTANA |* Thudc v6 trang khong tiét trung cudi: Dung dich thé tich nhé chura “ ©
1" Bristol Myers|DEL CERASO -|hormon corticosteroid, thudc bot; EU- 1T/210- I I Italian Medicines
Squibb S.R.L [03012 ANAGNI|* Thudc vé trung san xudt c6 tiét trang cudi: Dung dich thé tich nho; [GMP  |1/H/2013 |5 S Agency (AIFA)
(FR), Italy * Thudc khong vé tring: Vién nén. > =
EISZIEKLAND UK MIA United Kingdom's
on el 1c1
Catalent UK|BLAGROVE e 14023 1= z Medicines  and
. * Thuoc khong vo trung: Vién nén; EU-  |Inps Q Q Healthcare
12 Swindon SWINDON . 2 O X = S
S * Thuoc sinh pham: Che pham mien dich. GMP |GMP/IMP| — = Products
Zydis Limited |WILTSHIRE SHS5 Q S
SRU UNITED 14023/45 | — — Regulatory
KINGDOM 74-0015 Agency (MHRA)
Ferrin Chemin de la = © Swiss Agency for
13 Internftional Vergognausaz 50,|* Thubc dang rén: vién nén Minirin; vién nén phéng thich cham|EU- 142418 8 I Therapeutic
Center SA 1162 St-Prex,|Pentasa. GMP 2 § Products
Switzerland a B (Swissmedic)
* Thubc v6 trung khong tiét tring cu‘(‘)i: Thubc dang rén va ciy ghép,
Dung dich thé tich 16m, Dung dich thé tich nho, Thudc dong kho. Co quan co6 thAm
Haupt Pharma * Thudc v6 trung san xuit c6 tiét tring cuéi: Thubc dang rin va ciy quyén cia Dic
Wulfing Bethelner ghép, Dung dich thé tich 16n, Dung dich thé tich nho, cu.  |PENLO|Z = (Staatliches
14 GmbH ex: Landstrape . 18]% Thube khéng v6 trung: Vién nén, vién nén bao, vién nang cing, 2 GMP_2 8 aQ Gewerbeaufsichts
31028 Gronau/Leinne Je N L% A4 ) % \ 5 GMP o] =
Waulfing Germany thudce bot, thudc com, thuoc uong dang long, thuoc dung ngoai dang 014 0005 | & 3 amt Hannover
Pharma GmbH long, thudc ban ra"ln, thudc dat; Inspektorat
* Thubc sinh phdm san xuat theo cong nghé sinh hoc. Hannover)

* Thudc tir duoc liéu




State

itsi X : . < ~ i :
Belmed 30, Fabritsius), 60 Vo tring khong tiét tring cudi: Dung dich thé tich nho, 117/2014/| = = Administration off
Street, Minsk, L s N EU- Q Q Ukraine on
15 preparaty, .”|Thuoc dong kho. SAUMP/ | = S ..
RUE 220007, Republic|, Thudc sinh phdm ¢6 ngudn gdc tir ngudi hodc dong vat GMP GMP g s Medicinal
of Belarus U P guon g v ac dong vt = = Products
(SAUMP)
Co quan c6 thdm
quyén cua Dirc
BB Katt . . . .. . , 7o) )
.raun attenvenner * Thudc vd trung san xuat co tiét trung cudi: Dung dich thé tich 16n, DE NI 0 = > (Staatliches
Avitum  AG(Str.32 49219 . 2, . EU- Q Q .
16 Werk Glandorf Dung dich thé tich nho, GMP 4 GMP_2| = S Gewerbeaufsichts
’ * Thubc khong v tring: Thudc ubng dang 16ng. 013 0012 | = < amt  Oldenburg
Glandorf Germany N —
Inspektorat
Oldenburg)
Pfizer KM 1.9 Road 689, 11-0057- | = =
. _|Vega Baja, Puerto|, 2 . . Us- I Q
17 Pharmaceutica | . San pham: Neurontin® (gabapentin) Capsules, 300 mg 2015-01- | & 9 US-FDA
Rico 00693, GMP ® ®
IsL.L.C . VN S Q
United State — —
Pymepharco Joint
Stock Company
166-170, Nguyen “ =
Pmepharco Hue Street, Tuy|* Thudc khong vo tring chira khang sinh nhom cephalosporin: Vién|EU- DE_HE_0 > & Co quan thdm
18 Joint  Stock . A, . in ; 1 GMP 2| & B P
Hoa City, Phu|nén, vién nén bao phim, vién nang ctiing GMP B N quyén btrc
Company . 015 0012 | & S
Yen Province, =
Vietnam, Viet
Nam
12th  Mile Old UK GMP| _ o |omied Kingdoms
Medreich M R . , o 17742 | 5 S
.ed'relc . 'adras oad|, Thuoc khong vo trung: Vién nang cung, vién nén, xi rd6 khé dong|EU- 77 N & Healthcare
19 Limited - Unit|Virgonagar i GMP Insp GMP| & & Products
1 Bangalore IN 560-| 17742/98 | < = Reguliatory
049, India 85-0008 Agency MHRA
. 13 Othellos, Dhali © ]
M h S : : . L g X > Ph. tical
undip am‘ Industrial ~ Area,|* Thuoc khong vo trung: Thudc dung ngoai dang long; thudc uong|EU- MUNO1/2| o & ar@aceu ‘f’a.
20 Pharmaceutica |, . . X Z . L1 oz Q & Services Ministry
Is Ltd Nicosia, Cyprus,|dang long; thudc phun mu; thude ban ran. GMP (014/001 |@ Q £ Health. C
s LG 2540, Cyprus A S oF Fealth, LYprus |
(32473) NO 17-1 < — ..
U Chu|Chin Lan Village,|* Thube khong vo trung: Dung dich thube, thubc kem, thudc md, = = Ministry of Health
. . . A, . A, Lo SO o , PIC/S- Q Q and Welfare,
21 Pharmaceutica [Shin Wu Hsiang,|vién nén bao phim (vién nén, thuoc bdt, thudc com), vién nang cung, 1689 S F . .
. o n A GMP & - Republic of China
1 Co., Ltd. Tao Yuan Hsien,|vién nang mém N S .
Taiwan, R.O.C - - (Taiwan)
* Thudc v6 tring khong tiét tring cudi: Dung dich thé tich nhé chira AGES/BASG
EBEWE e 10 té bao; NIS- = = Bundesamt fur
Mondseestrape 11 Thudc v tring san xuét c6 tiét tring cudi: Dung dich thé tich nho|EU- 480020- | & . . .
22 Pharma GmbH|4866 Unterach am| , , .. . | S & Sicherheit im
Nfe KG Attersee, Austria chita dgc 16 € bao; GMP10056-001 | = S Gesundheitsswese
£ ’ * Thubc sinh hoc: Sinh phdm mién dich va ché phim c6 ngudn gbc tir (11/20) = = N

nguoi hodc dong vat.




Federal Office for
Safety in Health

. . . . . =
Croma Pharma Industriezeile  6,|* Thuoc v6 trung san xuat co tiét trung cuoi: Thudc ban ran: Lo chira EU- INS- b= g Care, Austria
23 GmbH 2100 Leobendorf,|hyaluronic acid ddm dic (gel) va syringes dong sin chira hyaluronic GMP 480485- S g (Bundesamt  fur
Austria acid hoac HPMC dam dic (gel) 0019-004 S E Sicherheit im
- Gesundheiswesen
)
Glaxo . . .
Operations . UK MIA Unlt'ec? Kingdom's
UK Ltd Priory Street Ware 4 Insp| = © medicines and
24 Tradin as Hertfordshire * Thubc khong vé tring: Vién nang cimg, vién nén; EU- GMP /IMg I I Healthcare
Glaxo & SG12 0DJ, United|* Thudc sinh hoc chtra Steroids GMP 4/15159 § % Products
Kingdom S — Regulatory
Wellcome 0022
. Agency MHRA
Operations
Hungarian
Meditop National Institute
Qyogyszerlpar Ady Endre u. 1., . A o o ’ . \ e, = for Q‘ual%ty- and
i Kift. L . * Thuoc khong vo trung: Vién nén, vién nang cing, thudc bot, thuoc(EU-  |OGYI/17 | K S Organizational
25 . Pilisborosjeno, £ = Q .
Meditop 2097 Hunea com GMP [36-2/2015( < Development in
Pharmaceutica - Hungary = © Healthcare  and
1 Ltd. Medicines
(GYEMSZI)
izggi;:)ries Anngrove, EU-  |2014753 |2 = Irish ~ Medicines
. . % A A AN LNTiA L ‘A . - A
26 Ireland Carrigtwohill, Co.|* Thuoc khong v6 trung: Vién nén, vién nang cing GMP  l7M1020 g 2 Board (IMB)
Limited Cork, Ireland F S
. * Thudc vo trang khong tiét trung cudi: Thudc bot pha tiém; thudc
China bot dong kho pha tiém; thude tié
Chemical &|182-1, Keng Tze © OP & . © p a {em, Auo'c .1Aem.‘ ‘. Ln i © Ministry of Health
. . * Thuoc vo trung san xuat co tiét trung cuoi: Thudc tiém. > —_
Pharmaceutica [Kou,  Hsinfong, £ A s ; \ % . . . |PIC/S- Q =) and Welfare,
27 . . * Thuoc khong vo trung: Thuoc dang léong: Hon dich, dung dich; 1488 & Q . .
I Co., Ltd.[Hsinchu Taiwan, Lo, e 2 . A ; PR o, |GMP — X Republic of China
. Thudc ban ran: Thuoc md, thuoc kem; Thuoc phan lieu: Vién nén S F .
Hsinfong R.O.C . n . A, N = (Taiwan)
Plant bao duong, vién nén bao phim, vién nén bao tan trong rudt, vién nén,
thudc bot, thude cdm; vién nang; thude dit.
Manor Farm|San phdm: Thudc bot déng kho pha tiém Erwinase 10.000 Units/Vial. United Kingdom
Road, Porton|( Co s san xuét: Public Health England - Manor Farm Road, Porton = © Medicines and
28 Public Health{Down, Salisbury,|Down, Salisbury, Wiltshire, SP40JG, United Kingdom EU- PP101299| & I Healthcare
England Wiltshire, Co s¢ dong goi: Andersonbrecon (UK) Limited - Pharos House, Wye|GMP (41 = = Products
SP40JG, United|Valley Business Park, Brecon Park, Brecon Road, Hay-on-wye, A A Regulatory
Kingdom Hereford, HR3 SPG, United Kingdom). Agency
Rottendorf
Pharma GmbH DE NW_ | 4 &~
29 Rottendorf  |Ostenfelder Strabe|* Thudc khong v6 tring: thudc bot (chira cac nguyén liéu nguy hiém,|[EU- (05 GMP_ § S Co quan thim
Pharma GmbH|51-61, 59320|chtra Tamoxifen, Flutamide, Clomifen va dugc chét tuong tu). GMP [2014_001 | & = quyén Puc
Ennigerloh, 3 he a

Germany




1 DNA Way

< ) .
South San| . . . . . US.C 08-0130- = g United States
30 Genetech, INC . San pham: thudc tiém truyén Herceptin (trastuzumab 440mg) 2014-08- | & N Food and Drug
Francisco, CA GMP VN z .% Administration
94080-4990, USA — —
Localita = Marino|, 1« khong vé tring: vién nang ctmg (chét doc t bao/ chit kim t& mei6- | =
31 Pfizer ltalia)Del = Tronto - bao); vién ién (h(imon cofﬁcostgeroid ﬁormon sinh duc: EU- 26/H/201 S S ltalian Medicines
SR.L 63100 Ascolill 1l ey ’ Y omp ) % & Agency AIFA
Piceno (AP), Italia g ’ % a
29 Avenue n v ire;il Natlotfloai
32 Farma Lyon Charles de Gaulle,|* Thudc khong vé6 tring: thudc ding ngoai dang léng; dang bao ché|EU-  |HPF/FR/4 § < Mge dici};es and
Y 69230 Saint Genis|ban rin; vién nén (chira cephalosporins). GMP |8/2013 = 5
Laval. France oo S Health  Products
) Safety
Chinoin . National Institute
Pharmaceutica for Quality and
I and Chemical Csanyikvolgy. ) Thu@c vo trfmg : : 0GYI/36 | = = Organization
33 Works Private Miskolc 3’ 510 + Thudc san xuat vo trung: dung dich thé tich nho. EU- 623- N N Development  in
Co., Ltd |y ’ |+ Thudc tiét tring cudi: dung dich thé tich nho. GMP S ? P
. ungary o L NI R R 2/2014 « Q Healthcare  and
(Chinoin * Thuoc sinh hoc: thude c6 ngudn goc tir nguoi hodc dong vat. B N .
Private Co Medicines,
Ltd) ’ Hungary
X e do 1 = © irench Natiotf1al
Unither Liquid 13, Allee de la), San phim: dung dich ubng Depakine 200 mg/ml (Valproate|EU- 14/10/059 | & I gency o
34 Manufacturin Neste, 31770 sodium) aMmp |7 & A Medicines and
& Colomiers, France g g Health  Products
B B Safety
Unit II, Q Road, UK GMP United Kingdom
Mepro Phase IV GIDC, 37264 n o Medicines and
35 Pharmaceutica |Wadhwan  City,|* Thubc khéng vo tring: vién nang ctng; dang bao ché ban rin; vién|EU- Insp GMP § § Healthcare
Is Private|Surendranagar,  [nén. GMP (37264/20 | & S Products
Limited Gujarat, IN 263 52028- @ - Regulatory
035, India 0001 Agency
Village
Sikandarpur,
Bhainswal, UK GMP United  Kingdom
Roorkee- 6.:. gdo
Jubilant Dehradun 43742 = &~ Medicines and
36 Generics Highwa * Thubc khong vé tring: vién nang cimg; vién nén EU- —Insp GMPI & S Healthcare
L Bhi gwa}rlljpur J & g cung, ' GMP [43742/44 | & e Products
’ B 3 I
Roorkee District 8580 Regulatory
Haridwar 0004 Agency

Uttarakhand, IN-
247661, India




Lot 23, Bakar
Ranbaxy Arang Industrial PIC/S X hlt Malaysia National
37 (Malaysia) Estate, Sungai|* Thudc khéng v6 tring: thude cdm; vién nén; vién nang cing. GMP 076/14 8 8 Pharmaceutical
Sdn. Bhd. Petani, 08000 § % Control Bureau
Kedah, Malaysia
No. 26, Datong
Ist Rd., Caota
Purzer . . £ N s . ; . Ao L < % . ..
. |Village, Guanyin|* Thuoc khong v6 trung: dung dich thuoc; dang bao ché¢ ban ran = = Taiwan Ministry
Pharmaceutica . A x % it I " . ., |PIC/S- I <
38 | Co. Ltd Township, (thudc md, thuoc kem); dang bao ché ran (vién bao phim, vién nén, GMP 1128 S S of Health and
N “|Taoyuan ~County|thudc bot, thube cm, vién nang). = = Welfare
Guanyin Plant 178 Taiwan 0 v
(R.0.0)
6111, Aven}le % " ~ Health  Products
Pharmascience Royalmount, Suite Q S S and Food Branch
39 100, Montreal,|Thudc khong vé tring: vién nang cimg; vién nén; thude bot. < 100241-A | & q
INC g =) =) Inspectorate,
QC, Canada, H4P = 3 ~ Canad
T4 3 anada
. * Thudc vo tring: .
Aquit Ph . p . French  National
Piere Fabre Inctl;lrlnzltlil(?nal arlln + Thuéc san xuat vo trung: thuoc dong kho (chua hormon); dung = &~ Are:r‘l:c a 10?;
. *|dich thé tich nho (chira chat doc té bao). EU- |HPFFR2|S S gency
40 Medicament |Avenue du Bearn, L £ R L L . o . S = Medicines and
. + Thuoc tiét trung cuoi: dang bao ché ban ran; dung dich thé tich nh6|GMP |38/2014 | & K
Production 64320 Idron, ., S Q Health  Products
France (chira hormon). - * Safety (ANSM)
* Thudc sinh hoc: thube cong nghé sinh hoc. Y
Via G. Morgagni < o~
Valpharma ’ = = . .
. - 47864 . . . EU- 1T/191- < < Italian Medicines
International o * Thuoc kho 0 trung: vién nén (chira h h . Q Q
41 Sn ;:r:a fonal (o il (RN). uoc khong vo trung: vién nén (chira hormon sinh duc) GMP |5/H2014 | = Agency AIFA
o Italia = Q
Bd. Dunarii nr.54,|, 2 N U , i N i, = - Romania National
S.C.Arena CommunaVolunta ‘Thuoc khong v tring: ‘V1en napg cu’lr}g ch’ua (bao g.om ca.lAkhar'lg EU- 035/2014/| & & Agency for
42 . sinh non-betalactam, corticosteroid); vién nén bao phim; vién nén = S .
Group S.A. ri, Jud. Ilfov, cod bao dudng; vién nén (bao 3m ¢4 chita corticostero d) GMP |RO = Q Medicines and
077910, Romania & & : a = Medical Devices
Santen 9-19, Shimoshinjo
Pharmaceutica 3-chome,
; i - < ©
1 Co., Ltd. Higashiyodogawa > = Japan Ministry of]
ku, Osaka, Japan \ 2 Lo . Japan- Q Q
43 (Santen San pham: Flumetholon 0.1, Opthalmic Liquids and Solutions. 3798 S S Health, Labour
. |(348-3, Aza-suma, GMP Q Q
Pharmaceutica . = = and Welfare
1 Co. 1t Oaza-shide, Taga- — —
Shiga Plant) cho, Inukami-gun,

Shiga, Japan)




9-19, Shimoshinjo

Santen 3-chome
Pharmaceutica Higashi ,odo awa = 2
1 Co., Ltd. kugOsaIZa Jag an _( Japan- § § Japan Ministry of]
44 (Santen ’ > 2P San pham: Flumetholon 0.02, Opthalmic Liquids and Solutions. p 3799 S = Health,  Labour
Pharmaceutica (348-3, Aza-suma, GMP g -~ and Welfare
1 Co. Ltd Oaza-shide, Taga- - =
L "[cho, Inukami-gun,
Shiga Plant) Shiga, Japan)
National
Palpa 2862 (Zip|* Thudc vé tring khong tiét tring cudi: Thude tiém bot déng kho, va 20 ) b Administration of]
45 Laboratorio  |Code C1426DPB)|thuéc tiém dung dich (chira chét kim té bao); PIC/S- (132014 -|& & Drug, Food and
IMA S.A.I.C |of City of Buenos|Dung mdi hoan nguyén hodc dung moéi pha loang vo trung (c6 hoac|GMP 001682 8 8 Medical Devices
Aires, Argentina |khong tiét tring cudi) 14 = - (ANMAT)
Argentina
. . . 3t I
Helsinn B1r.ex Damastown, San pham: Aloxi Solution for Injection (250 mcg palonosetron|EU- CPP: i3 B3 European
46 Pharrmaceutic |Mulhuddart, hydrocloride /lo) GMP 10/14/815 i3 i Medicines Agenc
als Ltd. Dublin 15, Ireland | : 03 i i gency
Santen 9-19, Shimoshinjo
Pharmaceutica 3_.C hom.e’
1 Co., Ltd. Higashiyodogawa- X e Japan Ministry of]
) ku, Osaka, Japan |_, 2 S . Japan- S S
47 (Santen San pham: Taflotan, Opthalmic Liquids and Solutions. 3798 Q Q Health, Labour
. |(348-3, Aza-suma, GMP o O\
Pharmaceutica . X > and Welfare
1 Co. Lt Oaza-shide, Taga-
L2 "[cho, Inukami-gun,
Shiga Plant) Shiga, Japan)
* Thubc v tring:
+ Thubc san xuét vo tring: thude dong khé (chira hormon va chit co
hoat tinh hormon); dung dich thé tich nho (chtta hormon va chét c6
Ferring GmbH hoat tinh hormon); vi nang (chira hormon va chét c6 hoat tinh ) o~
Wittland 11,/hormon) EU DE SH 02 S Co quan thdm
i : ' : : S S ;
48 |Ferring GmbH )/ oo Kiel,|+ Thudc tiét tring cudi: dung dich thé tich nho. GMP (1)]4(}1\(/)[(1:1‘72 2 = quyén Dirc
Germany * Thubc khong vé tring: thube udng dang 16ng (chtra hormon va chét - = pe

¢6 hoat tinh hormon).
* Thuoce sinh hoc: thuoc dong kho san xuat vo trung c6 nguon goc tr
nguoi; thuoc dong kho san xuat vo trung sur dung cong nghé gen.




* Thudc khéng v6 tring: vién nang mém; thudc ding ngoai dang
long; thude uéng dang long; thudce bot; thude cdm; dang bao ché ban
rdn (chira hormon va chit c6 hoat tinh hormon, khéng bao gém

Via Martiri Delle . % , . S < ~
Doppel . |Foibe, 1 - 29016 horr’non sinh duc),.thuoc dﬁin (chura ho.rmon c01“flcoster01d), Ylen nén EU- IT/256- = = Italian Medicines
49 Farmaceutici . (chtra hormon corticosteroid, hormon sinh duc va hormon khéc). qQ Q
Cortemaggiore L. , A Ao 2a e in N , |GMP |5/H/2014 |2 = Agency AIFA
SR.L (PC), Italia * Thuoc sinh hoc c6 nguon goc tr dong vat: vién nang mém chira S &
’ ethyl ester tir diu ca, dang bao ché ban rin chua heparin va
heparinoids.
* Thude duge lidu
2 Michael
Erakleous Street,
. |Agios Athanassios <+ o~
Medochemie |4 trial  Area, A o EU- |MEDO052 |3 S Cyprus
50 Ltd (Factory|, . * Thuoc khong vo trung: vién nang cting; vién nén. Q g Pharmaceutical
Agios GMP (014/01 < 3 .
AZ) . Q a Services
Athanassios, © g
Limassol, 4101,
Cyprus
Medochemie 1-10 = = Cyprus
51 Ltd  (Cogols Constantinoupole |* Thudc khong v6 tring: thudc udng dang long; dang bao ché ban|EU- MEDO02/2 | & K Pl}llzl:rmaceutical
. \VOBOBIS Street, 3011,|rn; thue dan. GMP [014/001 | 5 .
Facility) . = N Services
Limassol, Cyprus N —
Plot No. 65, 66.
67, Phase I,
Atgaon Industrial
J. Duncan|Complex, Atgaon, PIC/S 090/2014/| <, g Ukraine on
52 Healthcare Tal-Shahapur, * Thudc khong vo tring: vién nang ctmg; vién nén. GMP SAUMP/ 8 g Medicinal
Pvt. Ltd Dist-Thane GMP |3 = Products
42601,
Maharashtra State,
India
MSD 21 Tuas South _ -
International Ayenue 6 . picss- [mmp1l |2 S Slr.lgapore Health
53 GmbH Singapore Thuodc vién nén. GMP 100013 & PN Sciences
(Singapore 637766, S S Authority
Branch) Singapore - -
. * Thudc vo tring:
12km Nathlonal + Thudc san xuét vo trung: dung dich thé tich 16n; dung dich thé tich
Road  Athinon- ho: thube chv ehép va d . ) = G National
54  |Vianex S.A -|Lamias, 2%1 ‘uofifta irﬁnep Viraggnran&i h thé tich 16n; dung dich thé tich|EUT |20474/16-| & S olrre;ei ati fllorflar
Plant A Metamorfosi | 0 o e COn GURE GER TG HER O, Gng AR BE T Mame (1014 | & = Moo ¢
Attiki, 14451, . o £ g . o = B
* Thuoc khong vo trung: thudc uong dang 16ng; dang bao ché ban
Greece <
ran.
. French  National
Cooperation 2 rue de la Sausaie = = Agenc for
P . 177310 Saint|* Thudc khong vo tring: thudc ding ngoai dang long; dang bao ché|EU- HPF/FR/1| & Q 8 e
55 Pharmaceutiqu Faroea bén rén GMP 592014 |a S Medicines and
e Francaise geau ’ g g Health  Products

Ponthierry, France

Safety (ANSM)




Constitucion 4234
(Zip code
CI254ABX) of
the City of Buenos

Nguyén liéu sinh hoc va nguyén liéu héa hoc

Aires, Argentine Argentina
Republic pICs. 20132014 = g National
56 |Bio Sidus S.A X De Tod GMP 001110 g g‘ Administration of]
v
: . . R 14 = = D , Food and
Quilmes 137 (Zip|Thuoc chura hoat chat sinh hoc (khong bao gom khang sinh Sl o° Mreucﬁial DOi?/icezn
code BI1883FIB),|betalactam, chét kim té bao, hormon): dung dich tiém; thudc tiém bot '
of the City of|dongkho.
Quilmes, Thudc bot pha hdn dich uéng chira hoat chét sinh hoc.
Argentine
Republic
- ° French  National
4§8 chemin du ) ) ‘ EU- HPE/FR/2 § S Agerllc.y for
57 Aeropharm  |Littoral, 13016|* Thuoc khong vo trung: thudc phun mu dung ngoai. GMP 1232013 X g Medicines and
Marseille, France S g Health  Products
B Safety (ANSM)
Gall, 30-36,|* Thudc v6 trung: NCF/143 |2 &~ Spain Ministry of]
58 Laboratorios |08950 Esplugues|+ Thudc san xuét v6 tring: dung dich thé tich nho. EU- A |8 S Health of|
Salvat, SA De Llobregat,|* Thubc khong vé tring: vién nang clng; vién nén; thube ding ngoai|GMP T i § Government  of]
Spain dang l6ng; thudc udng dang 16ng; dang bao ché ban rin; thudc dan. = ¥ Catalonia
National Institute
; . . x , ISR .. for Quality and
% . .
Egis Matyas kiraly ut ’Thuoc }(h onAg Vo trung vien n;a ne Acu'ng, A’thquc dung Angoal dang OoGYI123 | X = Organization
. long; thudc uong dang long; thuodc bot, thuoc com; thudc phun mu|EU- o Q .
59 Pharmaceutica |65, Kormend, i , > ., N o, 2 829- Q BN Development in
. (aerosol chira khang sinh va bot hit); dang bao ché ban ran; thuoc|GMP Q A
Is Plc Site 3 {9900, Hungary A, , A1 A s 7/2014 & a Healthcare  and
dan; vién nén (chutra chat kim té bao). N ..
Medicines,
Hungary
Novartis Pharma
Novartis Produktions DE BW_ |« &~
60 Pharma GmbH * Thubc khong vo tring: vién nang ctmg; dang bao ché ban rin; vién|EU- 01_GMP_| &g I Co quan thim
Produktions |Oflingger Str. 44,|nén (bao gdm ca vién bao). GMP |2014_010(F - quyén Puc
GmbH 79664 Wehr, 1 = =
Germany
. * Thudc vo tring:
China + Thudc san xuét vo tring: thude bot pha tiém; dung dich thude tiém;
Chemical  &|182-1, Keng Tze| K . .. .. . % P ’ gd > = © . ..
. i thuoc bot dong kho pha tiém. > —_ Taiwan Ministry
Pharmaceutica |Kou, Hsingfong, PO ‘. . La PIC/S- Q =
61 . . + Thuoc tiét trung cudi: dung dich thuoc ti€m. 1487 & Q of Health and
I Co., Ltd.[Hsinchu, Taiwan, ; N s . A1 X . 2 . |GMP — x
. * Thuoe khong vo trung: dung dich thuoc, hon dich thuoc; thuoc md; S 5 Welfare
Hsinfong R.O.C £ i . n . i o —
Plant thuoc kem; vién bao dudng; vién bao phim; vién bao tan trong rudt;

vién nén; thuoc bot; thude com.




Ctra. De

Barcelona, 135-B, < o~ Spain Ministry of]
62 i?bi_ratorios 08290 Cerdanyola|* Thudc v tring: EU- Is\I/g(I):é}éi g N Health of]
Del Valles|+ Thude san xuit v tring: thudc bot pha tiém (chira betalactam). GMP A E Government  of]
Torlan SA T N Q .
(Barcelona), — > Catalonia
Spain
X
Cosésan|x & Co s sin xuét:
4 (= . . .
xuat: S Q Italian Medicine
Séan phédm: vién nén Januvia 25mg, 50mg, 100mg. 1T/234- % S Agency.
Merck Sharp|Via Emilia, 21-|(Co s& San xudt ban thanh phdm: Merck Sharp & Dohme (Italia) EU G 5/H/2014 | & g Co s¢ dong goi:
63 & Dohme|27100 Pavia (PV),[S.P.A - Via Emilia, 21-27100 Pavia (PV), Italia. MP Co oS g, g‘ Australian
(Italia) S.P.A |Italia Co so dong goi: Merck Shap&Dohme Australia Pty Ltd -54-68 dong goi: ; 20 % Therapeutic
Ferndell Street, South Granville NSW 2142-Australia) MI-2012- E < Goods
LI-06511-| 2 3 Administration
3 o 3 (TGA) X
2 e Louis * Thubc v6 tring: - - French  National
+ I AL oA g . 2 40 5 = -~
Schering Pasteur, 14200 Thucgc sin Xl:lat vo t(r.ung. dung d1ch; ﬂ}e tich ’nho‘ EU- HPF/FR9| 3 = Agel?c.y for
64 . .|+ Thuoc tiét trung cudi: dung dich the tich nho. N N Medicines and
Plough Herouville Saint J4 R A PN .. , .« |GMP |4/2014 N Q
Clair. France * Thuoc khong vo trung: thuoc dung ngoai dang 16ong; thudc udng S S Health  Products
’ dang 1ong; dang bao ché ban rin; vién nén. Safety (ANSM) |x
Sy. No.
o .
5| % £ ” AN A , N, X 1A — et
Phgrma Lud Patancheru ;T hU(.)C kh(ing VO trung: Vien nang cung (Cep hal§x1n), thuoc.b(,)t pl}a EU- 3166/12.0 | & < Finish Medicines
65 Unit VI, hon dich uong (Cefalexin, Cefprozil, Cefpodoxime proxetil); vién S N
Mandal, Medak| , . . . . GMP [1.01/2013 | A Agency
Blocks D and|_. . nén (Cefuroxim, Cefalexin, Cefixine, Cefproxil). = q
E District, Andhra = =3
Pradesh, 502307,
India
. * Thudc vo tring: .
Pierre  Fabre ﬁq(tl:;;zltril:nalp harrln + Thudc san xudt vo tring: thuc déng kho (chira hormon); dung = ~ I;re:lil Natlor;:i
. ’dich thé tich nhé (chtra chit doc té bao). EU- |HPF/FR2|& S gency
66 Medicament |Avenue du Bearn, SR . | S . 2. . S = Medicines and
. + Thudc tiét trung cudi: dang bao ché ban ran; dung dich thé tich nh6|GMP |38/2014 | & )
Production 64320 Idron, i S q Health  Products
France (chira hormon). - * Safety (ANSM)
* Thude sinh hoc: thudc cong nghé sinh hoc. Y
Co s san xuit
thanh phdm va
xudt xuong: Facta
Farmaceutical <+ —
IS\I.E(;ﬁo_In?itr?;l; EU-  |IT/276- 8 § Italian Medicines
< o
. . |S. Atto (loc. S. GMP | 1/H/2014 g Q Agency
Co sO san xuat|,_ . = 32
thinh phém va| o0 A
o P Tordino) - 64100
67 Facta & Teramo (TE),|San pham: thudc tiém Merugold 1.V (Meropenem 1000mg)

Farmaceutical

Italia




S.P.A

Co s san xuit
ban thanh pham:

= ©
g’gi D]iz "tff‘lf EU G [IT316- |& 3 Italian Medicines
P.A - Di : S N
V.Le Addetta 4/12 MP | I/H2014 1 = Q Agency
20067  Tribiano -
(MI), Italia)
. = -
Aci Birsweg 2, 4253|* Thuoc khong vo trung chura penicillin va cephalosporin: vién nén; = = Swiss Ag?ncy for
cino Pharma| . A . A e o , <.~ |PIC/S- Q I Therapeutic
68 Liesberg, vién nén bao phim; vién sti; vién nhai; vién nang cirng; thuoc bot; 14-953 S N
AG . Loz GMP o 3 Products
Switzerland thudc com; pellet. = q . .
= e (Swissmedic)
JI. Rawa Gatel
Blok IIT S Kav. 36 - - Indonesian
PT  Dankos 38. Ka\fvasan Thubc tiém khong chtra khang sinh (khéng bao gdm thude tranh thai,|PICS- PW.01.021 = S National ~Agency
69 Farma Industri thubc doc té bao va thude hormone sinh duc) GMP 331.09.1 % % for  ~Drug ~ and
Pulogadung, ’ ) 4.5088 ~ S Food Control
Jakarta Timur - (NADFC)
Indonesia
JI. M.H Thamrin Indonesian
Blok A3-1 <+ ) .
PT Kalbe|Kawasan Industri|Vién nang ctrng khong chira khang sinh (khéng bao gdm thuéc tranh|PICS- PW.01.02 N & National Agency
70 . i T O I . 331.09.1 |& = for Drug and
Farma Delta Silikon|thai, thudc ddc t€ bao va thudc hormone sinh duc) GMP S -
. . 4.5089 N I~ Food Control
Lippo Cikarang, S — (NADFC)
Bekasi - Indonesia
* Se vo triino-
Zone Industrielle +¥1111:122 vt v0 tring: dung dich hé ich nho = o |French National
71 Laboratoire  Ripotier Hapt, + Thude tigt tring cudi: %un gich thé tich nho; 'thu(‘)c cay ghép va EU- - HPEER/T) & S Drug ‘and Health
Chauvin 07200 Aubenas, 0c Het frung ctiol: dung & ’ YERP VaIGMP (802014 |© S Products  Safety
France dang ran. : B e Agency (ANSM)
* Thuoc khong vo trung: thuoc dung ngoai dang long.
* Thubc vé tring: DE RP 0
+ Thudc san xuét vo trung: dung dich thé tich 16n; dung dich thé 1_GMP_2
AbbVie Knollstrasse, tich nho; thubc dong kho; thude ciy ghép dang rin. 014_0039 | < e
7 Deutschland 67061 + Thudc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich|EU- N 8 Co quan thidm
GmbH & Co.|Ludwigshafen, nho; thude cdy ghép dang ran. GMP § g quyén Ptic
KG Germany * Thubc khong vo trung: vién nang cimg; thubc udng dang 16ng, vién = =

nén, thube phun mu; thube khung; miéng dan trén da;
* Thudc sinh hoc: thuéc mién dich, thudc cong nghé sinh hoc




Strada provinciale

* Thudc vo tring:

+ Thudc san xut vo trung: thubc dong khé (vaccin vi khuén bt hoat,
Protein/DNA tii t6 hop, chit doc t& bao/chit kim té bao;
Prostaglandins/ Cytokins); dung dich thé tich nhé (vaccin vi khuin

GlaxoSmithK1 Asolana N.90 bit hoat,chit doc té bao/chit kim té bao); liposomal (chét doc té = =~
- ine (loc. San Pok;) ’[bao/chét kim té bao). _ EU- [IT264- | S Italian Medicines
manufacturing ) .|+ Thudc tiét tring cudi: dung dich thé tich nho. GMP |[2/H/2014 | Z S Agency AIFA
43056 Torrile £ . o o , Fe aa A L e L oA S F
S.P.A (PR), Italia * Thuoe khéng vo trung: vién nang cung (chat doc t€ bao/chat kim te = <
’ bao); thudc ubng dang léng; vién nén (chét doc t& bao/chat kim té
bao). _
* Thubc sinh hoc: thuéc mién dich (vaccin vi khuén bét hoat); thube
cong nghé sinh hoc (protein/DNA tai t hop).
APIIC-
Formulation SEZ : Portuguese
2| % A A A <\ .
Heere Lae|SY No 439, ado | Thucckhongvorng: e |o |National
cero a8 4y, 45g,|" VI NANG CUNS chtia LEleconto; s . |BU-  [F106/022 | S = Authority off
74 Limited - Unit . - vién nén chira Losartan va Sidenafil, Lamivudine; Moxifloxacine; < Q ..
v Polepally Village, At AP 1 Li lid: Lamivudine: Lamivudine + GMP (013 = = Medicines and
Jadcherla Mandal, Zigvaqgi(;ne va Proguanil; Linezolid; Lamivudine; Lamivudine 3 i~ Health Products,
Andhra  Pradesh,|”'“VHE: IP (INFARMED)
India
SY No 439, 440,
411, 458,
APIICSEZ,Polepa -
Hetero  Labs|lly Village,|,, £ . IR A . . 104-1071 | o g Taiwan Food
75 Limited - Unit|Jadcherla Mandal, Vigrilgzz k}?ﬁ%E‘;zvzzﬁf 6‘615:?1111;1 ng (vién nang Celecoxib 200me); I()}IIS;_ (PMF- % E and Drug Adminis
\% Mahaboobnagar p & 10207) 3 § tration (TFDA)
District, 509301,
Andhra Pradesh,
India
Village : : '
Kishanpura, * Thubc vé tring: UK GMP Un1t§q Kingdom's
. . . . L LA FOUPR A . 2, \ 29338 I o~ medicines and
Fresenius Kabi|Baddi, Tehsil[+ Thuoc san xuat vo trung: thudc dong kho; dung dich the tich nho. S =
.. O ' . Pl , EU- Insp GMP| & Q Healthcare
76 Oncology Nalagarh, District|+ Thuoc tiét trung cuoi: dung dich thé tich nho. S S
. . P . O A , A GMP |29338/44 | & = Products
Limited Solan, Himachal|* Thudc khong v trung: vién nang cung, vién nén. Q =
£ , L, an A1s 3841- n — Regulatory
Pradesh, In-|* Thuoc chira chat dc té bao. 0006 Acency MHRA
174101, India geney
Co so dong goi:
Berlin Chemie <+ )
AG EU- ]1315(}_5[]153_2 I I Co quan tham
Glienicker Weg GMP |~ - E § quyén Puc
: 014 _0015|= =
125, 12489 Berlin z N A . Lz . . . - — ©
. . * Thuoc khong v6 trung: vién nén, thudc com, vién bao phim, vién
77 Berlin Chemie|- Germany bao
AG Co s& san xuat:
Berlin Chemie < ~
AG EU- ]1315(}_1\];]153_2 < § Co quan thim
_ PN = X ,
Tempelhofer Weg GMP 014_0058 | < g quyén bic

83, 12347 Berlin,
Germany




Co s& san xuét
thuoc ban thanh

French  National

A, : & e 2
pham: Lilly s HPEFR/T| = S Agel?c.y for
France, 2 rue du Q 42013 Q S Medicines and
Colonel Lily, B § = Health  Products
g |Eli Lilly and g?:rosheim Thubc tiém Humalog ® Mix 75/25™ KwikPen ™ Safety (ANSM)
Company g ’
France
Co so dong goi:
Eli Lilly and 01-0121- | = © U.S. Food and
- oS )
Company, PICS- 1 014-01- | S Q Drug
Indianapolis, IN GMP VN N a Administration
46285, USA. Q a (US FDA)
Co s& san xuit
thudc ban thanh © French  National
A : o] en e
pham: Lilly s HPEFR/T| = S Agel?c.y for
France, 2 rue du Q 42013 Q S Medicines and
Colonel Lily, . B § = Health  Products
L 67640 Thuoc tiém Humalog ® Insulin lispro injection, USP (rDNA origin) Safety (ANSM)
Eli Lilly and . . ™
79 Fegersheim, KwikPen
Company
France
Co so dong goi:
Eli Lilly and 01-0121- | = © U.S. Food and
- S )
Company, PICS- 01403 | S Q Drug
Indianapolis, IN GMP VN N a Administration
46285, USA. Q a (US FDA)
Co s& san xuit
thudc ban thanh ° French  National
A : & en e
pham: Lilly s HPEFR/T| = S Agel?c.y for
France, 2 rue du Q 42013 Q g Medicines and
Colonel Lily, B § = Health  Products
%0 Eli Lilly and g?:rosheim Thuéc tiém Humalog ® Mix 50/50™ KwikPen ™ Safety (ANSM)
Company g ’
France
Co so dong goi:
Eli Lilly and 01-0121- | = © U.S. Food and
Company, PICS- 2014-02- g N Drug
Indianapolis, IN GMP VN 5 § Administration
46285, USA. Q = (US FDA)




Aquitaine Pharrm

* Thubc v6 tring:

Pierre  Fabre|International 1 + Thubc dong kh§ (cht’rq chit cc’)’ hoat tiph héc mén), dung dich thé g =~ French  National
81 Medicament  |Avenue du Bearr; tich nhf’) (chtra chat d(f)g te bao/chat kim"té bao). ) EU  -[HPF/FR/2 g 8 Drug and Health
. + Thuoc tiét trung cudi: Dung dich thé tich nhd (chtra chat c6 hoat|{GMP  |28/2014 | & AN Products  Safety
Production 64320 IDRON,| , ) N PR S Q
France tinh h(?c mon); thuoc ban_rran = o0 Agency (ANSM)
* Thuoc sinh hoc: san pham cong nghé sinh hoc
Co s6 san xuét:
Aquitaine Pharrm “ © French  National
International 1, EU  -|0004715- 8 N Drug and Health
Avenue du Bearn GMP |10-13 2 ﬁ Products  Safety
64320 IDRON, = ¥ Agency (ANSM)
82 Ezgiecamzstbre Er;ll;ge dong 2o va San phdm: Thudc bot dong kho Cernevit
Production  |xudt xuong 16: " ° Belgian  Federal
Baxter S.A - Bd. EU- BER013/ | S § Ager.lc.y for
Rene  Branquart GMP 042 § = Medicines and
80, B-7860 S g Health  Products
Lessines, (AFMPS)
Belgique
Co s san xuit
ban thanh phim:
Solupharm
Phanl;azeutische DE- g = 2
Erzeugnisse EU- RPDA- % g Co _ quan tham
GMP [111-M-714{ = o quyén btc
GmbH, . 1-0 § =
. Industriestr. 3,|Dung dich thuoc tiém: Deplin 600mg (alpha lipoic acid dudi dang
83 Biokanol 34212 Melsungen, {mudi, Trometamol)
Pharma GmbH ’ ’
Germany
Co s¢ dong goi va
Xuat xuong: DE- < =
Biokanol Pharma EU- |BW 01 _ § S Co  quan thdm
Kehler Str. 7, GMP [(GMP_201|= =4 quyén btrc
76437  Rastatt, 4 0107 | =
Germany
Co s6 san xuét:
Industria
Farmaceutica = ©
Galenica Senese EU-  |IT/77- I I Italian Medicines
S.R.L, Via Cassia GMP |1/H/2014 g g Agency AIFA
Nord, 35.1_5,301,4 Dung dich thudc tiém: Falipan (Lidocain hydrochlorinde 1 H2O, “ <
84 AlleMan Monteroni D'arbia 2,139)
Pharma GmbH|(S1), Italia, ’




Co s¢ xuat xuong:

AlleMan Pharma DE BW_ |« =
GmbH, EU- [01_GMP_|S S Co quan thdm
Benzstr.5, 72793 GMP [2014 003 | = = quyén Pt
Pfullingen, 4 A =
Germany
216, Sandan-ro, Gyeongin
Samil Danwon-gu, O A L, . , 1A S = Regional Food
. . Thu6éc m& tra mat; sird thudc; vién nén, vién nang cing, thudc bot,|PICS- [2014-D1- | & I
85 Pharmaceutica | Ansan-si, thude cbm. siré kho GMP  |2507 & 3 and Drug
1 Co., Ltd Gyeonggi-do, ’ ’ § g Administration,
Korea Korea
* Thubc v tring: _
Pharmazeutisc - Thudc tiét trung cudi: dung dich thé tich nho, thude ban rin < ~ Austrian
.. |Salzbergstrasse £ R A s A i . N £ INS- b — ..
he Fabrik * Thudc khong voO trung: vién nang cling; vién nang mém; thuoc|EU- N I Medicines and
86 . 96, 6067 Absam,| . .. ; Loz - Z N 480347- | S . .
Montavit 0 dung ngoai dang 1ong, thudc uong dang long, thudc dan, vién nén,|GMP x S Medical Devices
Ao [N £ . A 0030-001 | qQ
GmbH thuoc ban ran, thuoc trirng chira hoat chat hormone — ~ Agency
* Thude tir duoc lidu
Jubilant 16751 Route = b Canada Health
Hollisterstier |Transcanadienne, |, 2 . £ en . . Canada- 8 8 Products and
87 General Kirkland Quebec, San pham: dung dich thudc ti€ém Duratocin (carbetocin 100 pg/ml) GMP 57745 g g Food Branch
Partnership Canada H9H 4J4 < o Inspectorate
Warsaw
Pharmaceutica
1 Works Polfa
S.A (tén -
Balan: 22/24, Karolkowa EU GIF-IW-N g > Main
88 Warszawskie |Str., 01-207[* Thudc khéng vé tring: thudc ban rén, thuéc ding ngoai dang long; GMP 4022/32- | % Pharmaceutical
Zaklady Warsaw, Poland |Thudc thut hiu mén. 1/13 g S‘ Inspector, Poland
Farmaceutycz -
ne Polfa
Spolka
Akcyjna)
MSD
. o © .
International 70. Tuas. West), Thubc khéng vo tring: thudc nhé miii dang 1ong; vién nén; vién|PIC/S- |[MLMP13 | S S Slr.lgapore Health
89 GmbH Drive, Singapore nane ctn GMP 100001 Q Q Sciences
(Singapore 638414 gcung § S Authority
Branch)
121, Jalan Tunku Malavsian
Abdul  Rahman|Vién nén (bao gdm Penicillins), vién nang cimg (bao gdm < o~ Natio}tllal
~ ~. R ‘n A J4 X , . £ ~ — 5‘
90 Hovid Berhad (ttn cli:  Jalan Penlcllllris), Ylen nAangAmem, thu(:c uong ‘da.ng long2 lotion, thugc PIC/S 194/14 8 & Pharmaceutical
Kuala Kangsar),|kem, thuéc md; thuoc com (bao gom Penicillins), thuoc bot pha hon|GMP K S
. X . . > = Control ~ Bureau
30010 Ipoh,|dich (bao gom Penicillins). e (NPCB)
Perak, Malaysia
Lot 56442, 7 1/2 - - Malaysian
. Miles, Jalan o . . PIC/S- § § National .
91 Hovid Berhad [Ipoh/Chemor, Vién nén, vién nang, thudc com, thude bot 168/14 q N Pharmaceutical
31200 Ch GMP = = C Il B
emor, 3 = ontro ureau
Perak, Malaysia (NPCB)




Kharkiv region, Ukrainian  State
Joint Stock|Kharkiv, * Thubc vé tring: < o~ .. .
I P . o \ 055/2014/| = — Administration on
Company seventeenth + Thuoc san xuat vo trung: dung dich thé tich nho PIC/S- I Q ..
92 . SV £ ; I \ SAUMP/ | & S Medicinal X
"Lekhim- Partsyezda street,|+ Thudc tiét trung cuodi: dung dich thé tich nho GMP 3 Lo
. o PO O % A GMP q = Products
Kharkiv" building 36,|* Thuoc khong vo trung: thude dan, vién nén N ~
Ukraine (SAUMP)
£ R o : . Co quan cé thim
* A N e e A . _ : ;
Merck KGaA|Hoesslgasse 20, thuoc }fhonAg vo trung.n vién naA’ng C}rng: thuocidunig ngo.aAl dang INS = © quyén cia Ao
. long, thudc udng dang 1ong, thudc ban ran, thudc com, vién bao|EU- 480021- | & <
93 & Co. Werk|9800 Spittal an|_ | Q Q (Federal  Office X
duong GMP (0028-001 | N
Spittal der Drau, Austria |, Thude tir duoc lia (8/10) q - for Safety in
uoc oe et Health Care)
Co s6 xuat xuong:
AFEterna Zentaris
GmbH DE- ~ 0
Weismullerstrasse EU-  [RPDA- |3 S Co quan c6 tham
50, D-60314 GMP [111-FA- |& S quyén cua Duc
Frankfurt, 414-1-0 | ke
Germany
Co so san xuét lo
AEtema tiém bot: Baxter Thudc bot va dung méi pha tiém: Cetrotide DE NW_ | en ©
94 |Zentaris Oncology o | S — . A
EU- 02_GMP_| g S Co quan c6 tham
GmbH GmbH,Kantstrafie " s Q P X
N 33790 GMP |2013_001 (& 3 quyén cua Puc
5 6 lt \©
Halle/Westfalen,
Germany,
Co s6 san xuat lo
dung moi: Abbott e ©
Biologicals B.V., EU- |NLH |3 3 gzzf}i?rfs
Veerweg 12, GMP  [13/0003 |2 S
OLST. $121AA = |5 |Mspectorate
Netherlands
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 28
( Theo cong vin so0 /QLD-CL ngay cia Cuc Quéan ly Dugrc)
z = . - NHOM THUOC
NHA MAY . , ] = DO|GIAY |2 &~|Z Z£|Cco QUAN|_ ., .
STT A P PIA CHI PHAM VI CHUNG NHAN et p
CONG BO - - - 3 clen € T|g glcae NHOM INHOM
Z nﬁ = 1 2
Bushu 950, H.1r0k1, < > .
Pharmaceutica Ohaza, Misato- Japan = = Ministry of
1 . machi, Kodama-|{San phdm: Vién nén tan trong miéng Aricept Evess 10mg p 1421 % % Health, Labour X
Is Ltd. Misato . GMP S S
Factory gun, Saitama-ken, Pe 7 and Welfare
Japan




* Thudc san xuét vo trung: thube bot pha tiém:

Harbin . + Cefepim- Pharmex (Cefepime 500mg)
Pharmaceutica . . ..
+ Cefepim- Pharmex (Cefepime 1g) Ukrainian  State
1 Group Co.|No 109 Xuefu = ° .. .
+Cefoperazont+Sulbactam - Pharmex (Cefoperazone, Sulbactam 004/2014/ > S  |Administration on
Ltd. General|Road, Nangang PICS- Q Q ..
o . -[500mg/500mg) SAUMP/ & &  |Medicinal
Pharm. District, Harbin, . . GMP =} —
Facto EUlChina + Cefotaxim- Pharmex (Cefotaxime 1g) GMP >y F Products
s + Ceftazidim- Pharmex (Ceftazidime 1g) < ' |(SAUMP)
Formulation . .
orksho + Ceftriaxon- Pharmex (Ceftriaxone 500mg)
W P + Ceftriaxon- Pharmex (Ceftriaxone 1g)
. |28/30, Ozarowska|* Thudc vo tring:
Pharmaceutica . o XA £ g , N . bl e -
Str., Duchnice, 05{+ Thudc san xuat vo trung: thuoc dang ran chira khang sinh nhom| GIF-IW-N = = Poland Main
1 Works ., . EU- Q Q .
Polpharma 850 Ozarow|Cephalosporin GMP 4022/305- & = Pharmaceutical
P Mazowiecki, * Thudc khong vé tring: Vién nén chira khang sinh nhém 1/13 % s Inspectorate
S.A . = bt
Poland Cephalosporin
Nucleo Industriale < ~
E::Eaceutici IS\I.iccﬁ:)t'o (loc. SA * Thubc v6 tring: Dung dich thé tich nho EU- 1T/276- 8 8 Italian Medicines
(e} O
Spa Tordino) - 64100, GMP [1/H/2014 S % Agency (AIFA)
Teramo (TE) Italy o o
*Thubc san xudt vo tring: dung tich thé tich nho (c6 chira hoat chét " ©
. Scheutlaan 46-50,|hormone) = = Federal Agency
Isditet;(;ra‘;gges Brussel, B-1070,|* Thudc tiét tring cudi: dung dich thé tich 16n, dung dich thé tich nho l(z}ll\J/EP (]?;:2/2013/ S g for Medicines and
P Belgium * Thubc khong v6 tring: thubc udng dang long, thudc ding ngoai % ,% Health Products

dang léng, thudc bot, thube ban ran, vién nén




* Thubc v6 tring:
+ Thudc san xudt vo tring: dung dich thudc tiém thé tich nho.
+ Thuoc tiét trung cudi: dung dich thuodc tiém thé tich nho.

Via Volturno, 48 - : . ? . b =
D 1 . > " |* Thuoc kho 0 trung: vié tng; thuoc du 3 > > . ..
o [P o S e e 6 i i i e g il st | S |2 e
~ 20089 Rozzano| & I8 cang fong, : : MV GMp  |H2015 | 3 S |Agency AIFA
S.R.L (M), Ital nén (hormon sinh duc). > S
Y * Thubc sinh hoc: thudc cé ngudn gbc dong vat (vién nang clng); < “
thubc sinh hoc tir 1én men dang vién nén.
* Thudc duge liéu: vién nén
27, Jeyakgongdan < — Gyeongin
Korea Otsuka |3-gil, Hyangnam- ' o ' pICs- |2014-D1- § § Regional Food
7 Pharmaceutica [eup, Hwaseong-si,| Vién nén, vién nang, thuoc bdt, dung dich thudc uong, thuoc hit = = and Drug
. GMP 2420 =) o .. .
1 Co., Ltd. Gyeonggi-do, S - Administration,
Republic of Korea o ' |Korea
Zone  Artisanale * Thudc vo trung: ‘ ‘ \n - French National
8 Laboratoire Errobi 64250 + Thudc tiét trang cudi: dung dich thé tich 16n; dung dich thé tich|EU- HPF/FR/2 8 8 Drug and Health
Renaudin ItXﬁSS(;U. France nho. GMP |1/2015 S S Products Safety
’ * Thubc khong vé tring: thudc ubng dang long. = & |Agency (ANSM)
701 Centre " ©
Avenue, Fort|* Thudc vo tring: EU NL/H = = Netherlands'
9 Tolmar INC  |Collins, Colorado,|+ Thudc san xuit v6 tring: thudc déng kho oMP |13/0117 S S |Inspectorate of
80526, United|+ Thudc tiét trung cudi: dung dich thudc thé tich nho, thudc ban rin S % Health Care
States o -
*Thube vo trung:
- Thudc san xuét v6 tring: Thudc déng kho chira chit doc t& bao; - ©
Actavis Italy Via Passteur, . 10- Thuoci tle’l"I\l th? tich n(l?o Chu? Ch.%t dc_)cite’ bao V. 2 on 2. . |EU- 1T/187- & & Italian Medicines
10 20014  Nerviano|- Thuoc ti€t trung cudi: Thuoc tiém thé tich nhd chira chat doc te bao, = S
Spa . A GMP (4/H/2014 =) = |Agency AIFA
(MI) Ttalia héc mon sinh duc. S =
* Thudc khong vé trung: Thudc udng dang 16ng chira hoc mén sinh o -
duc
Central Hope UK GMP .
. |Town,  Selaqui 35697 “ o |Medicines and
Sharon Bio- . > > Healthcare
1 Medicine Industrial ~ Area, EU- Insp GMP Q Q Products
Limited Dehradun, * Thube khong vo trung: vién nang cing; vién nén. GMP |35697/11 g S Re 1;ato
Uttarakhand, IN- 13679- < N i‘;e rlyjK
248 001, India 0004 gency
L6 Z.01-02-03A,
Savi Khu cong|, £ R . R , , . \ ) b Q ..
Pharmaceutica |nghiép/Khu  ché ':l'huoc kh(fng vo .tArung’ khopAg ch}ra khang .smh .Iihom, Befa%lactar}l. Japan- |AG11000 S S Japan Ministry of
12 . £ N . |vién nang cung; vién nén, vién nén bao phim, vién nén sui, thuodc & & Health and
1 Joint Stock |xuat Tan Thuln,|, , Lz £ 1Al . IS GMP 002 o =
. N . |bot, thuoc com, thudc bot sui bot, thudc com sui bot & = Welfare
Company Téan Thuén Dong, — —

Quan 7, Tp. HCM




* Thudc vo tring:

S.S.7 Bis Km.|+ Thudc san xuét vo trung: Dung dich thé tich 16m; Dung dich thé \n o
13 Kedrion S.P.A 19,5 - 80029 Sant|tich nhé; Thubc tiém bot dong kho. EU- 1T/23- 8 8 AIFA Italian
© " |Antimo  (NA),|+ Thuéc tiét tring cudi: dung dich thé tich 16n; dung dich thé tich| GMP  [2/H/2015 | S = [Medicine Agency
Italy nho. Q s
* Thubc sinh hoc: Céc san phim mau
. ... |* Thude vo trang:
Via  Provinciale : . . : . : b =
+ Thuodc sa at vo trung: D h thé tich 16n; D h thé > > .
" 77155027 Gallicano ’ ’ £ 0. GMP [2/H/2015 S § Medicine Agency
~ ~
(LU), Tialy * Thubc sinh hoc: Céc san phim mau o -
i * Se vo triino-
Macierzysz, 12, Thquc V? trunf;. o . L , GIF-IW- < = .
Poznanska Str., 05]+ Thuoc san xuat vo trung: dung dich thé tich nho; > > Main
. EU- 400/0026 Q Q .
15 Bioton S.A. |850 Ozarow _ GMP 01 02/0 = F Pharmaceutical
Mazowiecki, * Thudc sinh hoc: Ché phdm cong nghé sinh hoc; nguyén lidu sinh iy % % Inspector - Poland
R . 4/75/14 —_ I
Poland hoc lam thu6ce
* Thudc vo tring:
+ Thudc san xuét vo tring: Dang bao ché ban rén; Dung dich thé tich National
Zona Industrial do|nho; Thude bt chira khang sinh betalactam. n = .
Labesfal- . . £ oiems s . . ' . . Z . F010/S1/ > > Authority of
. Lajedo, Santiago[+ Thuodc ti¢t trung cuodi: dung dich thé tich 16n; dung dich thé tich|EU- Q Q ..
16 Laboratorios . , MH/00172] = = [Medicines and
. de Besteiros, 3465{nho. GMP = —
Almiro SA £ R . . , A, £ .. 015 X = Health Products,
157, Portugal * Thudc khong vo trung: vién nang cung; vién nén; thuoc dung ngoai IS o LP. Portugal
dang long; thubc ubng dang l6ng; dang bao ché ban rin; thudc bot va o &
thubc cdm chira khéng sinh betalactam
T.akeda (Werk|* Thufic V(T) ﬁﬁng: o o . DE BW < ©
Singen), Robert-|+ Thuoc san xuat vo trung: Thuoc bot dong kho. il > > 2
EU- 01_GMP Q Q Co quan tham
17 Takeda GmbH (Bosch- Str.8, GMP 014 013 S S uvan Dl
78224 Singen, |* Thubc khéng vé trung: thudc dung ngoai dang long; thubc ubng 9 S S quy
Germany dang 16ng; dang bao ché ban rin; thudc dan va thube dat am dao o <
* Thubc v6 tring: _
+ Thudc san xuit vo tring: Dung dich thé tich nhé.
i K eal s . . R s s
Doppel Via Volturno, 48 -, ?111111?)2 tfl:(;[;u n%g ut(r)sllnD"u rxlzigéil(jla;he :1:: r'lh‘[(l)lluf')c dung ngoai dan = =
PPEL 1 Quinto de Stampi | . Lnong 8- Vien nang cung, tuoc Qung ngoval Gang gy 339 5 S |AIFA Italian
18 Farmaceutici long; thudc uong dang 16ng; thuoc dan; thuoc bot va thuoc com; Vién ) A ..
20089, Rozzano| , , b o, j . GMP [1/H/2015 o o Medicine Agency
S.R.L (M) Ital nén chira hormon hodc chat c6 hoat tinh hormon sinh duc. = S
Y *Thudc sinh hoc: vién nang cimg chira chit chiét tir nguoi hodc dong e «
vét; vién nén chtra hoat chét sinh hoc béng cach 1én men;
* Thudc tir duge liéu: vién nén.
- o |Pharmaceutical
Ajnomoto Co.,[1730, Hinaga, Japan- = = and Food Safety
19 Inc. Tokai Y okkaichi-shi, Thude ¢ém LIVACT (L-Isoleucine, L-Leucine, L-Valine) P 4289 § % Bureau, Ministry
. GMP = =)
Plant Mie-ken, Japan = = of Health and
(@] (q\]

Welfare, Japan




Pharmaceutical

Meiji Seika  |1056, ha < and Food Safe
29  |PharmaCo, |Kamonomiya |« 6 MEIACT (Cefditoren SOmg) Japan- |5, s, & S |Bureau Mmisttry
Ltd. Odawara |Odawara-shi, & GMP S g o fHeal,th and Y
S S
Plant Kanagawa, Japan = = |Welfare, Japan
French National
Laboratoires 20 Rue Louis- = = Agency for
21 Galeniques Charles ~ Vernin, *Thudc khéng v6 trung: thudc bot; thubc vién nén; thudce dan EU- HPF/FR/I 8 8 Medicines and
Vori 77190 Dammarie- g & o : - GMP |612014 | 2 2 |Health Products
Les-Lys, France 2 =S Safety Agency
(ANSM)
Via  Nettunense|, v« . o . A X X
22 CatalentItaly | \Km. 20, 100 -], iﬁﬁgz ls(ilzl(;lnfo\(,:(') ;r;r? g‘hg]r;e 2hnizfc1§un§f Itlllr dong vat; Lén men lactic EU- ) lT/282- 8 8 AIFA ltalian
SP.A 04011 Aprilial, ti2o 51 9SO P one vab " |oMP 22014 | 2 & |Medicine Agency
(LT) Italy ! oe et N 2
Baxter . = ©
Pharmaceutica 9278 C urry Pike, Séan pham: Sterala (ustekinumab) Injection. (Péng goi tai: Cilag AG,|US- 02-0065- & I
23 . Bloomington, IN, . 2014-01- = = US-FDA
1 Solutions, Hochstrasse 201, Schaffhausen 8200 Switzerland) GMP — —
47403 - USA CH & &
LLC o =)
Baxter . , 2 . . . . X b
Pharmaceutica 927 S Curry Pike,|San pham: Simponi (golimumab) Prefilled Syringe 50mg/0,5ml. Us 09-0112- > >
24 . u Bloomington, IN,|(Péng goi tai: Cilag AG, Hochstrasse 201, Schaffhausen 8200 2014-02- % % US-FDA
1 Solutions, . GMP = =)
47403 - USA Switzerland) CH S =
LLC = =
Baxter . , 2 . . . . X b
Pharmaceutica 927 S Curry Pike,|San  pham: Simponi (golimumab) SmartJect Autoinjector US- 09-0112- > >
25 1 Solutions Bloomington, IN,|50mg/0,5ml. (Pong g6i tai: Cilag AG, Hochstrasse 201, GMP 2014-01- g S US-FDA
UHONS 147403 - USA Schaffhausen 8200 Switzerland) CH 3 3
LLC S S
* Thubc v tring:
+ A Ky oA g s X PP AL . A .
Samyang 79, Sinildong-ro, nh"f)huoc san xuat vo trung: Thuoc bdt dong khod ; Dung dich thé tich DE HH_ - "
i - - , . ., : S 8 5
26 gégiharma“’“ ?;gd“k ng:ei: ?)i + Thubc tiét tring cudi: dung dich thé tich nho. ]égﬁ, géffl\gg i s = C:: e fclam
. 1O Cu thé: (Pemetrexed 100, 500, 1000mg); (Paclitaxel 30, 100, 150, - B = |
Corporation  |Korea 1 - IS

300 mg); (Docetaxel 20, 80, 140, 160mg); (Oxaliplatin 50, 100, 150,
200mg)




* Thubc v tring: _ _
+ Thudc san xuét vo trung: Dung dich thé tich 16n; Dung dich thé
tich nhé; Thudc dong khé (cé chira doc t6 té bao).

Chemical + Thudc tiét tring cudi: Dung dich thé tich 16n; Dung dich thé tich
2 <+ <
Works of Gyomroi ut 19-21, nho. L R . o , SR .. OGYT/46 > = [National Institute
Gedeon * Thuoc khong vo trung: vién nang cting; thudc dung ngoai dang|EU- Q Q
27 . Budapest, 1103],, Lz N Lo PR . i 021- & = of Pharmacy -
Richter Plc. Hunea long; thuoc uong dang 16ng; thudc bot va thuoc com; Dang bao che|GMP 22014 = = Hunea
(Gedeon ity bén rén (chtra khang sinh); Vién nén chira hormon hodc chét ¢ hoat = S gary
Richter Plc.) tinh hormon sinh duc. Vong am dao v6i hoat tinh hormon._
* Thudc sinh hoc: san phim cong nghé sinh hoc; san pham chiét tir
nguoi hodc dong vat;
* Nguyén liéu sinh hoc.
Phase III/A Plot UK-GMP dici d
No. L-121/B 18807 o 0 g:al‘t;‘:;ian
- Salcette, ~ Verna A LA i iAe oz EU- |lnspGMP| & &
28 FDC Limited Industrial Estate, Thuodc khong vo trung: Vién nang clirng; Vién nén. amp |18807/14 g 5 ;reodli::(s)r
Verna, Goa, In- 09367- g 2
403 722 India 0002 geney
P.O." Box 5l = = United States
29 CSL Behring |Kankakee, IL,[San phém: Albumin (Human) USP 25%, Albuminar -25; Albuminar -|U.S.C |CT 0837- 8 8 Food and Dru
LLC 60901, US|25-50 mL/vial GMP [14wWHO | & S ane e
License # 1767 = = Administration
" ©
Laboratorios gerergcr)z zi?rsels’ ; PIC/S 20132019 S S Argentina
30 . u . ’|San pham: dung dich tiém Acido Zoledronico Richet 000053- % § National Institute
Richet SA Republic GMP 15 1S S of Drug (INAME)
Argentina = e &
J-174, J-168 & ]
168-1, .
Samrudh ha = [National Agency
M.I.D.C,Tarapur . . . . = =
31 Pharmaceutical Boisar ’ Distri;t *Thudc vo trung- Thudc san xuat vo trung: Thuoc bot chira khang(EU-  [004/2015/| & & |for Medicines and
s PVT, LTD - Th ’ 401 506 sinh Cephalosporin GMP |RO S E Medical Devices
Unit Il ane, - ’ & & |Romania
Mabharashtra,

India




Humulina NPH 100UI/ml Suspension Injectable en vial (Tén tai Viét

Iéglll};er Corporate Nam: Humulin N) b ©  |Agency de
Eli Lilly and L (Pong goi: Lilly Deutschland: Teichweg 3, Giessen D-35396(EU- & &  |Medicaments and
32 Compan Indianapolis, German GMP 015/0118 & & Sanitary Product
OmPAY lndiana 46285, 0CTeY . S S Haly Frocucts 1
USA Lilly SA: Avda. De la Industria 30 28108 Alcobendas S S Spain
(Madrid) Spain)
Lill Corporate Humulina Regular 100UI/ml Solution Injectable en vial (Tén tai Viét
Cen};er P Nam: Humulin R) b ©  |Agency de
Eli Lilly and R (Pong goi: Lilly Deutschland: Teichweg 3, Giessen D-35396(EU- & &  |Medicaments and
3 Compan, Indianapolis, German GMP 015/0119 g 8 Sanitary Product
OmPAY lpndiana 46285, 0CTeY . S S Haly trocucts 1
USA Lilly SA: Avda. De la Industria 30 28108 Alcobendas S S Spain
(Madrid) Spain)
Lill Corporate Humulina 30:70 100UI/ml Suspension Injectable en vial (Tén tai Viét
Cen};er P Nam: Humulin 70:30) b 2 |Agencyde
Eli Lilly and L (Pong goi: Lilly Deutschland: Teichweg 3, Giessen D-35396(EU- & &  [Medicaments and
34 C Indianapolis, G GMP 015/0117 N PN Sanitary Product
ompany Indiana 46285, ermany . g g anitary Products
Lilly SA: Avda. De la Industria 30 28108 Alcobendas S S |Spain
USA . .
(Madrid) Spain)
Oreanon Drvnam Road *T_huéc v6 tring_ Thubc tiét tring cudi: Dung dich thé tich nhé (co “ 2
35 (Ireglan d) Svrvoyt ds Co, thé bao gdm cé thudc chira chit c6 hoat tinh hormon) EU- 2013/713 8 8 Irish Medicines
Limited Dublin ’Irelan d * Thuéc khéng vé tring: dang bao ché ban rin (cream); vién nén. (co|GMP  [4/M61 g E Board - Ireland
uohm, thé bao gém ca thudc chira chit c6 hoat tinh hormon). A g
Khu Cong nghiép,
Cong ty cong n%hf_: cao “|* San phdm nhwong quyén: Thude bot pha tiém Gluthion (Glutathion
TNHHsan <00 Cong nghé\fhn o) WHO- = =
5 cao Hoa Lac Km| ' 8 N . . GMP/ [213/GCN-| & &  |AIFA/Cuc Quan
36 xuat dugc . . |Co s& nhugng quyén: Laboratorio Farmaceutico C.T S.R.L - Italy - > B , T
2 29, Puong cao toc EU- QLD S S Iy Dugc Viét Nam
pham Medlac Line Hoa Lac EU-GMP GMP X =
Pharma Italy & “ % Dung dich tiém bip Sciomir (Thiocolchicosid 2mg/ml) o o

Thach That, Ha
Noi, Viét Nam




Dr. Reddy's

Plot No. 42,45 &
46, Bachupally

Laboratories |Village, Y = =~ II\{IZ?;I?;?H Acenc
37 Limited Qutubullapur * Thudc khéng v6 tring: Vién nén, vién nén bao film, vién nang (23 018/2014/ 8 8 for Me dicinei anz
(Formulation |Mandal, Raga cting chtra hat pellet. 5 (RO 3 S . .
. n IS = |Medical Devices
Tech OPS -  |Reddy District, - IS (NAMMD)
Unit IT) Andhra Pradesh,
500090, India
C-1, Sara|,, Thube v6 trimg: - o |National
Troikaa Industrial Estate, L, o . 2., , n = > Pharmaceutical
. . - Thuoc san xuat vo trung: Dung dich thé tich nho; X2 Q Q
38 Pharmaceutica [Selaqui, Dehradun Ly e Iy . 2. X O  |557/13 & X Control  Bureau,
Is Limited 248197 | Thuoc c6 tiét trung cudi: Dung dich thé tich nho; = = <) Ministry of
- o| % X A AN xria T S ~
Uttarakhand, India Thuoc khong vo trung: Vién nang cling; vién nén. Q | Health, Malaysia
;/013 6(4}1 Pascoli, -/, Thubc khong vé trung: Thube ban ran; vién dat; thude bot (dong
Gorgonzola (M) 01, kiém tra chét lrong va chung nhén xudt xuéng); vién nén (dong
Italyg ’|goi, kiém tra chit lvgng va chiig nhan xudt xudng);
Reparto <« ©
Industria Distaccato - Vi . . . & > =
Farmaceutica |nuani 19 200\6/;3 * Thube khong v6 tring: Thude bot (san pham cher dong g6i); vien| 2 [1T/329- | & & |ltalian Medicines
39 ) > B i - A N 3L 7\, 7 S :
Nova Argentia Gorgonzola (MI), nén (san pham cho dong goi); B 1/H/2014 § E Agency AIFA

S.P.A

Italy

Reparto
Distaccato - Via
Muoni, 10-20064-
Gorgonzola (MI),
Italy

* Thude khong vo trung: Vién ngdm; vién nén




Grunenthal

, , , , < ~ A
GmbH, * Thuoc vo tring san xuat co tiét trung cuoi: Dung dich thé tich nho; E DE_NW_ = > Co N quan tha’m
Grunenthal . £ N N oz \ S AL g .. 04_GMP Q Q  |quyén btrc
40 ZieglerstraPe 6 * Thuoc khong vo trung: Thudc udng dang long va thude ding ngoai| O " ul =N S . .
GmbH 4 o [2014_003 S S (Bezirksregierung
52078 Aachen dang long. 0 - 3
1 o — Koln)
Germany
French  National
30-36 avenue A, ) > |Agency for
41 \S;irlllot}f;lro Gustave Eiffel * Thudc khong vo tring: Vién nang cting, vién nén (23 HPF/FR/2 8 8 Medicines and
In dustriep 37100 Tours J g £ chng, = [50/2014 = =  |Health Products
France m S & Safety Agency
(ANSM)
Temmler Pharma “ ~
Temmler GmbH & Co. KG |Thubc khéng vé tring: Vién nang cing; thude ding ngoai dang léng; E DE HE 0| = = Co aquan  thim
42 Pharma GmbH|TemmlerstraBe 2,|thudc udng dang long; cac dang bao ché ran khac: thudc giai phong Q@ |[1.GMP 2 § % " éanl'rc
& Co. KG 35039 Marburg,|thay ddi: thude cdm, thude bot, vién nén bao duong; vién nén. B 015 0011 % g quy
Germany < -
lut Ph . . L .
E}inli);ls A Thude khong v trung: Vién nang ciing (bao gom ca cac san pham . “
chira chat doc té bao/chat kim t& bao); thudc ubng dang long (bao E DE ST 0 > = 2
Salutas Otto-von- A . 2 , A, X n N y Q Q Co quan tham
43 . gom ca cac san pham chira chat mién dich); vién nén (bao gbmcacac| @ |1 GMP 2| & = N
Pharma GmbH |Guericke-Allee 1,|%, 2 ; A, ) i oaa | D S = quyén buc
39179 Barleben san phgm chu,a honnop vaNChat c6 hoat tinh hormon; chat doc t¢| 5 |013_0005 8 3
’Ibao/chat kim té bao, chat mién dich).
Germany
Engelhard
Arzneimittel
Engelhard A, = 2
L] H . K ) A N N \ A A I3 A N [N N = = A
Arzneimittel GmbH & Co. KG Thuoc khong vo trung: Thuoc uong dang long; thuoc bot, vién ngam; = DE_HE_0 & & Co quan tham
44 HerzbergstraBe 3 R ; O |IL. GMP 2| & a N
GmbH & Co. thudc ban ran; vién nén, vién nén bao phim. ) ) = quyén Durc
KG 61138 m [014_0030 S =
— I

Niederdorfelden,
Germany




45

LABORATO
RIO REIG
JOFRE, SA

Gran Capita, 10
08970 Sant Joan
Despi
(Barcelona),
Spain

* Thudc vo trang khong tiét tring cudi: Dung dich thé tich nhé (bao
gdm ca cac san pham chita sulphonamides); thuéc dong khé (bao
gdm ca cac san phim thubc gy nghién, thudc chita hormon hay chat
¢6 hoat tinh hormon va thudc hudng than);

* Thudc vo trang san xudt cé tiét tring cudi: Dung dich thé tich nho
(bao gdm ca cac san pham chira sulphonamides, thuéc gy nghién,
thubc hudng than); Dung dich thé tich 16n (bao gdm ca cac san phim
chira sulphonamides);

* Thubc khong vé tring:

+ Vién nang ctng (bao gdm cic san phdm chira sulphonamides,
thubc gay nghién, thudc huéng than);

+ Vién nén (bao gdm ca cac san pham chira sulphonamides, thudc
gdy nghién, thuc huéng thin, thudc chira hormon hay chit ¢6 hoat
tinh hormon);

+ Vién nén bao (bao gdm ca cac san phdm thudc gy nghién, thudc
huéng than);

+ Thudc bot (bao gdm ca cac san phim thudc hudng thin);

+ Thudc udng dang long (bao gdm ca cic san phdm thudc gy
nghién, thude hudng than, thudc chira hormon hay chét c6 hoat tinh
hormon);

+ Thudc dung ngoai dang l6ng (bao gdm ca cac san phdm thubc chira
hormon hay chét ¢6 hoat tinh hormon);

+ Thubc ban rén (bao gdm ca cic san phim chira sulphonamides,
hormon hay chét ¢6 hoat tinh hormon);

+ Thudc dat.

* Thudc sinh hoc:

+ Thudc mién dich;

+ Thube cong nghé sinh hoc;

+ San phim c6 ngudn gbe tir ngudi hay dong vat.

* Thude tir duoc lidu.

EU-GMP

NCF/141
4/001/CA
T

04/04/2014

10/2016.

Ministry of Health
of Government of]
Catalonia - Spain




C/ Jarama 111

* Thuoc vo trung: Thudc chira khang sinh nhém penicilins va

Poligono . S £ P 9 = 2 |Agencyde
LABORATO Industrial, Toledo cephalf) spor}n (thtloc‘bc_)t, thuoS danfg ran ,Va ca?/ ghep?. . R = |ES/099H & & Medicaments and
46 RIO REIG * Thude khong vo trung: Thude chira khang sinh nhém penicilins va| O = & .
JOFRE, SA 45007 Toledo cephalosporin (thudc udng dang long, thudc bét, vién nén, vién nan o (VI3 S S Sanitary Products -
’ (Toledo), Espana, cﬁlr)l ) P uoc uong dang fong, tiuoc HoL, ’ g = a 2 |Spain
Spain &
EVER Pharma * Thudc vo tring san xudt khong tiét tring cudi: Dung dich thé tich| . |DE TH 0| o h8)
Jena GmbH, Otto-| . Y S = =) LA
47 EVER Pharma Schott-Str. 15 nho; syringe dinh lieu _ 5 1H_GMP Q Q Co quan c6 tham
Jena GmbH 07745 Jen'a * Thude v6 tring san xuét cé tiét tring cudi: dung dich thé tich nho; 5 (201200 g 5 quyén ciia Pirc
> . . A A Loy K . m F 5
Germany syringe dinh liéu; thudc dang ran va cay ghép 21 S S
Rue des Pres A ) ™ |French National
RECIPHARM |Potets 21121 . . . = |HPFFR2| & & |Drug and Health
£ A N xria , A s 5 Q Q
8 |FONTAINE |FontaineLes ~ |10¢ khong vO tring: Vién nang cimg, vién nén 5 |792014 | 2 S |Products Safety
Dijon, France M Q = |Agency (ANSM)
9 2 =
C.B.Fleet Co. |-Ynchbure: VA -, . - > (120202 2 &
49 INC 24502, United San pham: Fleet® Pedia-LaxTM Liquid Stool Softener QO |2015-01- = = |USFDA
States % VN % §
~ N
* Thudc v6 tring khong tiét tring cudi: Dung dich thé tich nhé chira AGES/BASG
EBEWE chét dgc té bao/chét kim té bao; o [NIS- s 0
Mondseestrafe 11 O \ L o oeal L. . o | S > = |Bundesamt fur
Pharma * Thudc vd trung san xuat co tiét trung cudi: Dung dich thé tich nhé 480020- Q Q . . .
50 4866 Unterach am| _ , L e AT Lo s ) & S Sicherheit im
Ges.m.b.H Attersee. Austria chira chat doc t€ bao/chat kim té bao; = |0068-001 o = Gesundheitsswese
Nfg KG ’ * Thubc sinh hoc: Sinh phdm mi&n dich va ché phim c6 ngudn gbe tir| = |(6/10) =S & N

nguoi hodc dong vat.




Survey No 47,
Bachupall
Dr.  Reddy's Qutblgllfa . 004/2015/ Administration of]
51 Laboratories P Thude v6 tring khong tiét tring cudi: Dung dich thé tich nho PIC/S |SAUMP/ |42065 |43123 |Ukraine on
Mandal, Ranga ..
Ltd. o GMP Medicinal
Reddy  District, Product
Andhra Pradesh, roducts
India
* Thudc vo tring:
Hameln I Ko on s . 20114 . 2.
. + Thudc san xuat vo trung: Dung dich thé tich 16n; dung dich thé tich
Pharmaceuticals o x e b =
Hameln GmbH nho; hon dich; S DE NI 0 > > Co quan c6 thim
52 Pharmaceutica + Thubc san xudt c6 tiét trung cudi: Dung dich thé tich 16n; dung|] & |2 GMP 2 § E fl I
Langes Feld 13].. 2. , ) o o quyén cua Duc
Is Gmbh 31789  Hameln dich thé tich nho. o |015_0002 >y S
’[* Thudc sinh hoc: Thude mién dich (Véc xin vi rat hodc vi khuén bét < <
Germany
hoat)
szzltriestrass?% s |[PEBY. = =
Y * Thubc khong vo trung: miéng dan thim qua da, thudc udng bao = 04 GMP | & & [Co quan thim
53 |HexalAG 83607 him 9 hooir]| S S |quyén Pirc
Holzkirchen, P B - = = |1
1 e o
Germany
éﬁiﬁ?haﬂn e [DENW_[ = o
Lindopharm Thubc khéng v6 tring: Vién nang cing; vién nén; thudc bot, thude = 03 _GMP_ & & Co quan thdm
0 |GmbH Neustrafe 82| s 2 |o1s 000 = S |quyén bic
40721 Hilden,|*™ 2 - S S |
4 I N
Germany
No. 22, Chieh-  |* rhuéc v tring: Tpuéc tiém (khong tiét tring cubi va co tiét tring - ~  |Ministry of Health
Taiwan Shou Road, cuoi), dung dich thudc nho mat/nho tai/nhé mii (dung dich thudc nho| ., b= = and Welfare
55 Biotech Co., |Taoyuan District, |mét dugc san xuét vo trung); Q 1791 < :\ol Republic of China;
Ltd. Taoyuan City, * Thubc khong vé tring: Dung dich; vién nén bao duong (vién nén| & % § (T:i an)
Taiwan, R.0.C bao phim, vién nén, thudc bot); vién nang ctng; miéng dan. o o W
. . L : x National
Lot 1-5, Cheng * Vién nén (chtra khang sinh nhom penicillin); thudc bot pha hon b = atona .
Xepa-Soul . . , , . , g . i n > > Pharmaceutical
. Industrial Estate, |dich (chira khang sinh nhom penicillin va cephalosporin); vién nang| % Q Q
56 Pattinson (M) , , . , . . I O [029/15 = X Control  Bureau,
Sdn Bhd 75250 Melaka, (chtta khang sinh nhom cephalosporin); dung dich thu6c uong; dung| = =) S Ministry of Health
Malaysia dich thubc dung ngoai; thudc kem/thude md; thudc nho mét/tai. = & Y

Malaysia
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Laboratorio
Pablo Cassara
SR.L.

Carhue 1096 (Zip
code:
C1408GBV), of
the City of Buenos
Aires, Argentine
Republic

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

+ Thudc khéng vo trang: dung dich thudc; dang bao ché ban rén;
thubc phun mu.

+ Thudc v6 trung: dung dich thudc; dang bao ché ban rén dung
dudng tiém (bao gdm san phadm sinh hoc) hoiic khéng dung dudng
tiém.

PIC/S-
GMP

20132014
00200714

18/12/2014

18/12/2015

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

(*: Theo quy dinh phan nhém thudc tai diéu 3 Théng tir s6 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cia lién Bo Y té - B Tai chinh stra dbi, bd sung mot sé didu ciia Thong tu lién
tich s6 01/2012/TTLT-BYT-BTC ngay 19/01/2012 ctia lién B6 Y té - B Tai chinh hudng din ddu thdu mua thudc trong cac co so y té .)






