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\I/Ia Cé Janssesn * Thudc khong vo tring: vién nang S N % jtatian
1 Janssen Cilag I(\chh | Or90 >l ctmg, dung dich thude ding ngoai, ) I T/24- & & Medicines
SP.A ichele)  — -qung dich thubc uéng, thube xit,|. YHRo12 |S |8
04010 Latina| ..~ X 1A Xk 2 N N Agency AIFA
. vién nén, thuoc bot, thuoc com. T o N
(LT), Italia ’
* Thudc vo trung:
+ Thudc pha ché vo tring: thudc
dong kho, dung dich thubc tiém thé
1541 Avenue(i 1 1ho % N < |French  Health
i , , o o
5> |sanofi Pasteur Marcel Merieux, + Thube tiét tring cudi: dung dich (D HPF/FR/3 % g Products Safety
69280 ~ Marcyly, & tiem thé tich nho 5 (2012 o g |Agency
L'Etoile, France |. Thudc sinh hoc: sinh phdm mién = < - (AFSSAPS)
dich, sinh phém cdng nghé sinh hoc,
sinh pham c6 ngudn gbc tir ngudi
* Thudc vo tring:
+ Thudc pha ché vo tring: thudc
_ _ |dong khd, dung dich thudc tiém thé
Parc  industriel tich nho % N s French  Health
] H , , o o
3 Sanoﬁ Pasteur d IncarVIIIe + Thuodc tlét trl\]ng cuoi: dung dlCh (ID HPF/FR/2 % g PrOdUCtS Safety
27100 Val  de|y, 5 tiam thé tich nho 5 9012 o 1o |Agency
reul, France L =} — (AFSSAPS)

* Thubc sinh hoc: sinh pham mién
dich, sinh pham cdng nghé sinh hoc,
sinh pham c6 ngudn gdc tir nguoi




* Thude khdng vé tring: dung dich

29 Avenue L .. . .
Charles de th}l@C dung ngoai, dung dich thuoc % g g French  Health
Famar Lyon |Gaulle, 69230["O"&: tl’-llIOC o chlfa © HPF/FR/7 S S Products Safety
Saint Genis| CePhalosporins, thude ban ran, vién| 6/2011 S < Agency
Laval. France nén (bao gom ca thudc chira|W — S (AFSSAPS)
Cephalosporins).
* Thuoc vo trung:
+ Thudc pha ché vo tring: thudc
pha ché vo trung khéac (thudc nho
Elverum  Plant mé;)}; , . dung dich| & ~ o |Norwegian
+ Thudc tiét trung cudi: dung dic — =t
Nycomed ilt())lbaer\_/egenzmg tiém truyén thé ticg ho. | S |12/10405- § § Medicines
Pharma AS Elverum, * Thube khong v tring: dung dich| = 1 S S |Agency
Norway thubc dung ngoai (diu xoa bop,|™ N N~ |(NOMA)
dung dich NaCl dung truc trang),
dung dich thuéc udng (duong
ubng), thudc ban ran (gel), thudc
United
UK MIA Kingdom's
Aesica gacretehnborougr?ad * Tpuéc’khéng v@ trl‘J’ng: dung dich % 32496 Insp % % medicines  and
Queenborough Kent Me 11 5E thudc u{mg, thuoc ran khéc, vién (D GMP S ] Healthcare
Limited United Kingdom’ nén, thuoc gy mé dang hit 2 32496/304 N S Products
33-0021 Regulatory

Agency MHRA




Avinguda Cami

Reial, 51-57,
PO|IgOI‘T __|* Thudc khéng vé tring: vién nang, Ministry of
Industrial Rieral, i 40 vien bao, thudc bot, thude S = = |Health of
g [Uriach |de Calders, ém du’ng dich thue durig’ ngoai| © NCF/1112/| & S |Government o
CIA, SA 08184 Palau -, . > "% T S P 001/CAT |S S :
Solita I(dung dich, nhii dich), thuéc mg, a = = Cata_llonla -
Plegamans kem, gel. Spain
(Barcelona),
Spain
* Thubc v trung:
+ Thubc pha ché vé trung: dung
dich thudc tiém thé tich 16n, dung
21st Kmidich thudc tiém thé tich nho, thude| _ <
Demo Sa|National Road|ran va thuoc cay ghép chua khang|= 4769/5-7- § § Greek National
10 [Pharmaceutica |Athens - Lamia,|sinh nhpm beta Iactam., (D 2011 S B Organization for
| Industry Krioneri  Attiki,|+ T,hu(”)c tiét tyt‘mg cuoi: dung dich a S S Medcines EOF
14568, Greece [thudc tiém thé tich 16n, dung dich
thudc tiém thé tich nho.
* Thudc khong vé tring: dung dich
thudc ding ngoai.
* Thudc vo tring:
+ Thubc pha ché vé trung: dung
557 BIS Kmldich thuf’)c tiém tpé tl'chArlc’yn_,AthuécA: N N - .
dong khd, dung dich thudc tiém thé| S = = Italian
11 |Kedrion S.p.A |22 - 800291 1 nho. o IT/160- 3 =  |Medicines
SANTANTIMO| "y 4c tiet tring cudi: dung dich - 4/H/2012 = = |Agency AIFA
(NA), Italia i ’ .| N S

thudc tiém thé tich 16n, dung dich
thudc tiém thé tich nho.
* Thudc sinh hoc: ché pham tir mau.




Via Nuoval* Thudc v trung: % N S, ltalian
1o |Bieffe Medital|Provinciale  -|+ Thudc tiét trang cudi: dung dich| & IT/165- |& & | Medicines
S.P.A 23034 Grosotto|thudc tiém thé tich nhd, dung dich 2 2/H2012 |S p Agency AIFA
(SO), Italia |thudc tiém thé tich 16n o s |8 |[NNY
Vién nén (bao gdom ca Penicillin va
Cephalosporin), thuéc bot pha hdn N
Lot 1-5, Cheng|dich (bao gbém ca Penicillin va|sS N < |National
Xepa - Soul . ; . s |G p= pay .
14 |Pattinson (M) Industrial Estate,|Cephalosporin), vién nang (bao gom| 123/12 N N Pharmaceutical
Sdn Bhd 75250 Melaka,[ca Penicillin va Cephalosporin),| ® S S |Control Bureau
Malaysia dung dich thubc udng, dung dich g & < [NPCB, Malaysia
thudc dung ngoai, thuéc mé, thude
kem, thubc nho mat, thudc nho tai.
Lot 2599, Jalan
Seruling 59,|Vién nén, vién nang, thudc bot,|o N < |National
Kawasan 3,|thudc tiém thé tich 16n, thudc tiém (ED = = .
Duopharma 2 ur , P L. N N Pharmaceutical
15 taman Klang|thé tich nho, thuoc kem, thuoc ma,| ! 266/12 S F
(M) Sdn. Bhd. I . X |99 S o Control Bureau
Jaya, 41200|thudc com, dung dich thudc (uong| S =~ @ i
N - X . L = S N NPCB, Malaysia
Klang, Selangor,|va dung ngoai), thudc nhé mat. o
Malaysia
Lot 2&4, Jalan
Upha PIT, _Sect|on 1.3’ Vién nén, vién nang, thuéc bot pha C§L N = National
. |Bangi Industrial|, = .. ) : 15 S S -
Pharmaceutica hon dich uong, dung dich thudc N N Pharmaceutical
16 Estate, 43650| x Nt ' 072/12 N S
| Mfg (M) Sdn Bandar Bary|U0n8 hon hop va hon dich, thudc|¥ o o Control Bureau
Bhd kem, thuéc m3, lotion, thudc nhé tai g N S NPCB, Malaysia

Bangi, Selangor,
Malaysia




Australian

Hospira 1-5, 7-23 and 25 S MI-2011- |2 = |Therapeutic
: 39 Lexia Place . ‘ o N N
17 |Australia Pty _'[* Thuoc vo trung: thuoc ti€ém LI-01427- |5 D Goods
Mulgrave  Vic : < o L
Ltd 3170. Australia a 3 @ S Administration
’ (TGA)
Village
Ganguwala, % N < Australian
: , o = :
Ranbaxy . Paonta .Sah.'b' * Thude khdng vo trung: vién nang| © 2012/0072 | & Q Therapeutic
19 |Laboratories |Sirmour District,| , A, ! D = Goods
I : cirng, vién nén. 2 65 o o . i
Limited Himachal O § @ Administration
Pradesh 173025, o (TGA)
India
* Thudc v6 tring:
Aquitaine + Thuléc délng kAh(A) (thuoc CF') chat Eé
pierre  Fabre|P 2™ hoat tlnh;hOC, rEon), qungA,dIChAthuof o - =, |French  Health
20 |Medicament | /Mernational 1, tiem the tict qnhO(Chat doc 16 (29 HPF/FR/2 |& &  |Products Safety
Production | AVenUe dulba°/ Ch?t klm t€ bdo). . S 28/2011 |S S  |Agency
Bearn 64320 T;hu(?f tit Xtrl,Jng 01{01. Dung dich| g © = (AFSSAPS)
IDRON, France thuoc t}em -the tich nhé 7 )
* Thuoc sinh hoc: san pham cOng
nghé sinh hoc
* Thuoc vo trung:
+ Thudc pha ché vo tring: thudc
dong khd, dung dich thudc tiém thé
1541 Avenueltich nhé [a¥ N s French  Health
21 |sanofi Pasteur Marcel Merieux,|+ Thudc tiét tring cudi: dung dich (29 HPF/FR/3 § § Products Safety
69280 Marcy|thudc tiém thé tich nhd :') 1/2012 S g Agency
L'Etoile, France L S — (AFSSAPS)

* Thubc sinh hoc: sinh pham mién
dich, sinh pham cdng nghé sinh hoc,
thudc ¢4 ngudn gbe tir nguoi hoidc
dbéno vat




* Thube vO trung: thudc dong kho,
dung dich thudc tiém thé tich nho.
+ Thudc tiét tring cudi: dung dich

A 4ra 2 41 , A 2L o S 3
)y Organon ;)Vrvyglre(lj? Rogg, tliuoc t,lem thé tich nhd, thudc ran va (§D 011063 2 2 Irish  Medicines
(Ireland) Ltd > |cay ghép. 1S 3 S  |Board (IMB)
Dublin, Ireland  |* Thudc khong vé tring: dang béan|m S 3
ran, Vién nén, cac dang khac (thudc
bot va hdn dich pha thudc dung
tfrona) i
* Thuoc vO trung: dang ban ran,
_ Industriepark 30, dung d}ch 'tlAluoc\tlem ﬂf tich nho.. N - < Belgian Federal
Schering- . + Thuoc tiét trung cuodi: dung dich|S ) S Agency for
Heist-op-den- . , BE/2011/0 | & N .
24 |Plough Labo Berg, B-2220 thuoc tiém thé tich nho. Q o5 S B Medicines and
NV .’ '[* Thube khong vo tring: dung dich| g S ~  |Heallth Products
Belgium P . i f o —
thudc dung ngodi, dung dich thubc (AFMPS)
udne. (jang ban rin. vién nén.
* Thuoc khdng voé trung: vién nang
ctng (trong dé c6 chat kim té bao),
dung dich thubc ding ngoai ( dung
dich ngoai da, dung dich hoc mén
: : VA c4c chat c6 hoat tinh hdc mon),| o N < [Finnish
Orion  ~|Tengstrominkatul,, <= < khéc (thude bot, thude|= 4051101 |8 |8  |Medicines
25 |Corporation, |8, 20360 Turku,| o s . . |O 3 S
Turku site Finland com, bot dung ngoai da), dang ban| 5 09/2012 (o < Agency
rén (gel, bao gdm gel chira héc mon| & N N [(FIMEA)

va c4c chit co hoat tinh hoc mén,
thudc md), vién nén (trong do co
chat kim té bao va héc mén va cac
chat c¢6 hoat tinh hoc mon).
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Dot 2
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g gay ! y dug
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2 Michael
Erakleous Street,
_ |Agios Athanassios o S = .
Medochemie | qistrial  Area,|* Thuéc khong vo triing: vién nang| 2 MED05/20 | & S |Pharmaceutical
1 Ltd  (Factory|, _. , . o = > Services Ministry
AZ) Agios clrng; vién nén. S 12/01 oS o of Health, Cyrus
Athanassios, L S Q ’
Limassol, 4101,
Cyprus
48 lapetou Street,|* Thudc vo tring: ~ <
Medochemie  |Agios Athanassios|+ Thudc san xuat v tring: dung dich % P P Pharmaceutical
- . x v A 2., . MEDO?/ZO N N . ..
2 Ltd (Facility[Industrial ~ Area,|thudc tiém thé tich nho. o 12/001 > S Services Ministry
Ampoules INJ.) |Limassol, 4101,|+ Thudc tiét trung cubi: dung dich|g) % 3 of Health, Cyrus
A [N R o7 5 —i o
Cyprus thuoc tiém thé tich nho.
48 lapetou Street,|* Thudc san xuat vo tring: thudc bot
Agios Athanassios|pha tiém chira nhém penicillin. a N S .
3 Medochemie |Industrial ~ Area,[* Thudc khong vo trung: vién nang| = MEDO03/20 |& & gzs\:zge:ﬂt:ﬁitr
Ltd (Factory B) |4101 Agios|cung chia nhdm penicllin; vién nén| -5 12/001 § g of Health. C rusy
Athanassios,Lima |chia nhém penicillin; thudc bot pha| Y 3 S Y
ssol, Cyprus dung dich uéng chtra nhém penicillin.
. |1-10 o N S .
Medochemie Constantinoupole |* Thudc khong vé tring: dung dich|= MEDO02/20 |& g  |Pharmaceutical
4 Ltd (Cogols I .t J o P N Services Ministry
Facility) os street, 3011,|thudc udng; thudc ban ran; thudc dan. |5 12/001 = o of Health. Cvrus
y Limassol, Cyprus L = S e
. |1-10 o N S .
Medochemie Constantinoupole |* Thudc khong vo tring: vién nang|= MEDO01/20 |& S |Pharmaceutical
5 Ltd (Central , A o > N Services Ministry
Factory) 0s street, 3011,|cung; vién nén. S 12/001 = o of Health. Cvrus
y Limassol, Cyprus L 2 = el




* Thube vé trung;
+ Thudc san xuit vo tring: dang bao

Riikswe 14 ché; thudc thé tich nhé dang long|a = S ieLgr:in Fede]i‘g:
Alcon (|RHRSWeg '|(thuée nho mét, thude tra mét). = |BE/2011/00| & S gency
6 Puurs,  B-2870, L i, en £ Loz |9 N 5 Medicines  and
Couvreur NV . + Thuoc ti¢t trung cuoi: thuoc the tich| 5 1 o o
Belgium \ \ z .z 0 B > Heallth Products
nhé dang 1ong (thudc nho mat). — — (AFMPS)
* Thudc khong v tring: dang bao ché
ban rén.
R.P. Scherer,
R.P. Scherer|Gammelsbacher |* Thudc khéng vo tring: vién nang|a DE BW 0 N S
GmbH & Co.|Str.2, 69412|mém; dung dich thudc ubng; dang bao| = - = |& &  |Co quan c6 thAm
7 2z o N . Q 1 GMP_20 |5 > N
KG GmbH +|Eberbach, Baden -|ch¢ ran khac (vién nang dung tai truc| 5 11 0101 = o quyén ¢ Brc
Co. KG Waurttemberg, trang va am dao). L - 3 3
Germany
Via isidro Fabela
- , N < i
Productos Norte No.1536 .B’ * Thuoc khong vo tring: vién nén; vién % S S Spanlsh. .Agency
Parque Industrial , ) , X x A ES/007H/1 | & N of Medicines ang
8 Roche, S.A. de bao chtra chat huéng than va chat doc| Q@ S 3
cvV Toluca 50030  bio S 2 o o Health  Products
' (Estado de ' L g S [(AEMPS)
Mexico), Mexico.
Avda. Severo
Ochoa, 13 (Pol.|* Thudc khéng vo tring: vién nang|a N 9 Spanish  Agency
10 |Roche Farma.(ind. De Leganes), cimg; vién nén; vién bao (bao gdm ca (ED ES/082HVI | & &  |of Medicines ang
S.A Leganes  28914|vién nang ctng; vién nén; vién bao| = /12 S S  |Health Products
(Marid), Tay Ban|chira chira chit hudng tim thin); L Q N [(AEMPS)

Nha




* Thubc v trung;
+ Thudc pha ché vé trung: dung dich
thudc tiém thé tich nho.

VN £ . Belgian Federal
. + Thuoc ti€t trung cuoi: dung dich|a ! S
Catalent Font Saint Landry|, s s thé tich nho. > |BE/2011/03| & S |Adency for
11 . 10, Bruxelles, B- L . ; x |9 S = Medicines ang
Belgium SA . * Thuoc sinh hoc: sinh pham micn| 5 5 o o
1120, Belgium ) . 2 A Ay NN I > B Heallth Products
dich; sinh pha’m nguon goc tr nguoi va N o (AFMPS)
doéng vat (ché pham cd nguon goc tir
dong vat: dong goi cip 1 va heparin
khéi luong phan tir thap).
Merck 54-68 Ferndell % N 9 'I'A'\rl:;:;aléi?ic
13 Shap&Dohme |Street, South * Thude khong vo trung: vién nén L? MI-2012-L1; 8 8 Goodsp
Australia  Pty|Granville ~ NSW ' ' & 06511-3 § § Administration
Ltrd 2142-Australia = ~N N (TGA)
* Thubc vO tring: thudc dong kho,
thudc bot pha tiém/tiém truyén
Survey no 314,|(Amoxicillin, Ampicillin, Ampicillin&
Bachubally Sulbactam, Flucloxacillin, ~ o
Aurobindo Village, Piperapillin/Tazobactam). % 459/12.01.0 § § Finnish
15 Pharma  Unit|Quathubullapur |* Thudoc khéng vo trung: vién nén (Co-| © 1/2012' i PN Medicines
XII Mandal, R.R.[amoxiclav, Flucloxacillin, a % % Agency (FIMEA)
District,  Andra|Pheoxymethyl penicillin, e e
Pradesh, India Pivmeccillinam), vién nang cuing
(Amoxicillin, Cloxacillin,
Flucloxacillin), thudc ran khéc: thudc
Cilag AG Hochstrasse 201,|Dang bao ché léng (thudc san xuat vo 12-279 . S, |Swiss Agency for
8200 tring va cé4c hoat chit c6 hoat luc cao; 8 8 Therapeutic
Schaffhausen, nhay cam) 0 S p Products
Thuy Sy Dang bao ché ban rin ( Sinh phim y t&;| = N S & |(Swissmedic)
16 hoat chét co I}og}t luc cao; phay cam) g O
Dang bao ché ran (san xuat vo trung va| G a
o

hoat chét ¢ hoat luc cao; nhay cam).
Duoc chit: duoc chat ¢ hoat tinh cao
hodc nhay cam.




S.C Antibiotice[Str. Valea Lupului{* Thudc san xuat vo trung: dang bao 012/2011/R| S 3 National Agency
S.A nr. 1, lasi, Jud.|ché ban ran. 0 & &  |of Medicine and
lasi, cod 707410,|* Thudc khong vo tring: vién nang|g S S Medical Devices,
: ) . : ] N ) S )
17 Romania cing (khang sinh nhom penicillins; o N N Romania
cephalosporin; cac khang sinh khac);| >
n . . R ro, . W
vién nen bao phim; dang bao ché ban
ran; vién dan; vién nén.
LTS Lohmann|Lohmannst.2, * Thudc khong v tring: thube khung DE_RP 01 | Y, |Co quan c6 thim
Therapie -[56626 Andernach, |thAm; dang bao ché rén khac (h6c mén| o _GMP_201 | & &  |quyén o Pac
18 Systeme AG Rhineland -|va céc chét’ co hgat tl’nh hoc mén); (59 2 0003 g §
Palatinate, dang bao ché ban ran; miéng dan ngoai| 5 Y —
Germany da (h6c mdn va cac chat ¢ hoat tinh| Y
hoc mon).
BSP Via Appia|* Thudc vo tring: IT/60- N S Italian Medicines
Pharmaceutical |Km.65561 + Thudc san xuét vo tring: thubc dong 8/H/2012 |& &  |Agency AIFA
sS.R.L (loc.Latina Scalo)-|khé (chat doc té bao/ chat kim té bao):; S S
04013 Latina,|dung dich thudc tiém thé tich nho (chat S 3
Italia ddc té bao/ chat kim té bao).
+ Thudc tiét tring cudi: dung dich|a
19 thudc tiém thé tich nho (chat doc |3
bao/ chat kim t€ bao). uDIJ

* Thudc khéng vo tring: vién nang
cting (chat doc t& bao/ chat kim té bao);
vién nén (chat doc té bao/ chat kim té
bao).

* Thubc sinh hoc: DNA/ Protein tai to
hop
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Teva
Pharmaceutical
Works Private
Limited
Company

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

* Thube vo trung;

+ Thudc san xuat vo trung: dung dich
thudc tiém thé tich 16n; thuéc dong kho
(h6c modn va cac chét c6 hoat tinh hoc
mon; chat doc té bao/chit kim té bao);
dang bao ché ban rin (thubc mo tra
mit); dung dich thudc tiém thé tich nho
(h6c mon va cac chét c6 hoat tinh hoc
mon; chit doc té bao/chit kim té bao);
thudc nho mat.

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

* Thubc khdng vo tring: vién nang
ctimg (h6c mén va cac chat c6 hoat tinh
hoc mdn); dung dich thudc ding ngoai
(thudc nhé mat); vién nén (héc mon va
cac chit co hoat tinh hoc mén; vién nén
bao phim va bao duong chira h6¢c mén
va cac chat cd hoat tinh hoc mon khéng
ké céac thubc chira hormon sinh duc);
thube bot va thude bot pha siro.

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

EU-GMP

OGY1/1575-
2/2012

06/02/2012

17/11/2014

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

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

* Thudc vo trung:

+ Thudc san xuét vo tring: thuc dong
khé (Chat doc té bao/chat kim té bao).
+ Thudc tiét trang cudi: dung dich
thudc tiém thé tich nho.

* Thubc khdng vo tring: vién nang
cung.

EU-GMP

009/2011/R
@)

28/06/2011

14/03/2014

National Agency
of Medicine and
Medical Devices,
Romania




Dr.Reddy's Survey No. 42,|* Thudc khéng vo tring: vién nang UK GMP|Y 9 United Kingdom's
Laboratories |45, 46,|clrng; vién nén. 8512 Insp 8 8 medicines  and
Limited FTO -|Bachupally GMP 5 5 Healthcare
Unit 2 Village, o 8512/36056 | X ®  |Products
24 Qutubullapur (59 9-0005 Regulatory
Mandal,  Ranga -5 Agency MHRA
Reddy  District, L
Andhra  Pradesh,
IN -500 090, India
Hospira Plot NOS: B3-B4,|* Thudc san xuat vo tring: thubc dong UK GMP|Z 3, United Kingdom's
Healthcare B5 (part of), B6|khd; cac thudc vd tring khac(bodt pha 36736 Insp 8 8 medicines  and
India  Private|[(Part of), B11-|tiém). GMP 8 § Healthcare
Limited B18, Sipcot|* Thudc khéng vp ,trl]ng: vién nang % 36736/1707|3 3 Products
25 Industrial ~ Park,|ctng; dang bao ché ran khac; vién nén;( QO 035-0002 Regulatory
Irungattukottai,  [cac thudc khdng vd triing khac(bot pha a Agency MHRA
Spiperumbudur,  |hdn dich udng).
Tamil Nadu, In-

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

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

* Thube vo trung;

+ Thudc san xuét vo tring: thubc dong
kho; dung dich thudc tiém thé tich nho;
thudc cdy ghép dang ran (khang sinh
nhém beta lactam); thudc cdy ghép
dang ran ( thudc bodt; thube bot chira
khéang sinh nhom beta lactam).

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

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

EU-GMP
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1
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Spanish  Agency
of Drugs ang
Health  Products
(AEMPS)

29

Beaufour Ipsen
Industrie

Rue Ethe Virton,
28100 Dreux,
France

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

* Thudc khong vo tring: vién nang
ctng; dung dich thudc udng; dang bao
ché ran khac; vién nén.

* Thudc sinh hoc: san pham c6ng nghé
sinh hoc.

* Thude tir duoc lidu.
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05/05/2014
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2l du Clairay * Thuéc vo tring: thudc cay ghép va a g g French  Health
. '[dang ran (chira beta lactam) HPF/FR/12 | & N Products  Safety
33 Panpharma Luitre, 35300, ", o . .10 S N
Fougeres, France (B%a chi van phong: ZI du Clairay| 5 2/2011 o o Agency
’ Luitre, 35133 Fougeres, France) L = S |(AFSSAPS)
* Thude vé trung;
Roche + Thudc pha ché vo tring: thuc dong
Diagnostics kho; dung dich thudc tiém thé tich nho. ~ <
Roche GmbH, Sandhofer|+ Thudc tiét tring cong doan cudi| S DE_BW 0 § § Co quan c6 thim
35 Diagnostics Strabe 116, 68305|cung: dung dich thuoc tiém thé tich| O 1 GMP_20 | & N N
GmbH Mannheim, Baden{nho. 2 12. 0023 |S S |quenobue
Wurttemberg, * Thudc sinh hoc: sinh pham sinh hoc i <
Germany (khang thé don dong str dung k¥ thuat

di truyén).




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

Dot 3
(Theo cong vin s6 1710a/QLD-CL ngay 01/02/2013 ciia Cuc Quan ly dwoc)
Z Z
STT NHA ~ MAY PIA CHI PHAM VI CHUNG NHAN > 2 SGIAY CN 3 = g (o QUAN
CONGBO |- - - 3= 9 J|2 g|cAp
= =
B.Braun * Thubc tiét trang cudi: dung dich
Melsungen AG  [thudc tiém thé tich nho (chira hoat tinh
Carl - Braun -|hormon); dung dich thubc tiém thé tich| o o 0
, S |DE-HE-01- |3 = o
3 B.Braun StraBe/Am 16m. 0 GMP-2012-| & N Co quan cO tham
Melsungen AG |Schwerzelshof ~ |* Thudc khdng vo tring: dung dich| 2 0041 o S |quyén ¢ Puc
1/1, 34  212|thubc udng. L S Q
Melsungen, (bia chi: D-34209 Melsungen,
Germany Germany d6i voi  san  pham
* Thubc vo trung;
+ Thudc san xuét v tring: thudc dong
kho (h6c mdn va cac chat ¢ hoat tinh
o e O e 1 3 o o) = |3
4 Hospira S.p.A |Ardeatine, 2 - 'Cét Autori‘:m Kha e(th : b(c;’t) uoc sa (% IT/198- & & [|ltalian Medicines
PITESPA 120060  Liscate| 4! YO, TUNg KRAC TWOCHO. = 150 Hamp011 |5 |8 |Agency AIFA
(M), Italia + Thuoc tiét tring cuoi: dung dich|q S B
' thudc tiém thé tich nho.
* Thude khong vo tring: vién nén
* Thudc sinh hoc: thude dong khd co
ngudn gde tir ngudi.
% 05-0168 = = United S
. Abbott North Chicago, Il.|Survanta  (beractant) intratracheal| & 20-12_01: & & Fgcl)t; and E)artjs
Laboratories  |60064-4000, USA |suspension; 4ml © S S _and Drug
‘g VN B B Administration
— —




304, Avenue dul, Thube khong vé tring: vién nang| % g g French  Health
6 Bristol -Myers|Docteur Jean Bru citng: dung dich thudc uén.g' dang bao (29 HPF/FR/22/| & N Products ~ Safety
Squibb 47000 AGEN, ché ‘t;én ran; V.ién dan; vién n,én . > 2012 S S Agency
France ’ “ ' L aQ S |(AFSSAPS)
979 Avenue des o N L] National Agency
; Bristol -Myers|Pyrenees, 47520|* Thudc khong vé trung: dang bao ché (29 HPF/FR/12 8 8 of Medicine and
Squibb LE  PASSAGE,|rin khac; vién nén. 5 9/2012 S S |Health  Safety
France L = & |(ANSM)
) - A ™ <t
Cong ty co %I?fe 1707TpNgu¥3§ = § § Co quan tham
8 phan S > Vién nang cting (Cefaclo Stada 500mg) | @ S P A,
Pymepharco HE)a, .tAmh Phu a g 8 quyén Puc
Yén, Viét Nam — ™
Aharnon  Street,|Thudc vO tring: vién nang ctmg, dung N N o
. : PO .- . 2 N W .
Remedica  Ltd leassgl dl;Ch thuocidung ngoali dung d;cl? thuocz = REMO1/20 |S S Phar.maceutl.cz?ll
9 (Building 1) In_dustrlal Area, uong, thuoc’phun mu de:mg bap che|Q 12/001. g § Services Ministry
Limassol, 3056,|ban ran, thudc dat, vién nén, thudc bot a o > of Health, Cyprus
Cyprus pha dung dich ubng. i N
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich
thudc tiém thé tich nhd.
Avinguda de|+ Thudc tiét trang cudi: dung dich .
Laboratorios Barcelona, 69, thuéc t iém the tich nhé’; d“”? d.iCh % NCF/1110/ % % mg;frt]ry 81]:
10 . 08970 Sant Joan|thudc tiém thé tich 16n, thudc nho tai. | O PN S
Lesvi, SL Despi * Thude vO triing: vién nang cimg, vién > 00L/CAT 1o S Government o
' ’ t ¢ S  |Catalonia - Spain

(Barcelona), Spain

nén, vién bao, vién bao phim, thudc bot
ubng, thube cdm, thude bot diing ngoai,
dung dich thubc udng (dung dich udng,
siro, hon dich ubng).




Thude khong vo tring: vién nang cimg

Remedica Ltd Gﬁ;gggl Street, (hormon va céc chat cé hoat tinh|a N 2] Pharmaceutical
1 |Buiding 5 Estate [ROFMON. chat doc t& bao/chat kim té g REMO05/20 |& & Services Ministr
Cytostatics/Hor | . 1" 50cc [ba0); vién nén (hormon va cac chat co| < 12/001 S S of Health C ru;/
mones) Cyprus ’ 'lhoat tinh hormon, chat doc té bao/chat| ! s a 4P
kim té bao)
Boehringer Binger Strag |* Thudc san xuit vo trung: dung dich N o <«
- — —
L, |Ingetheim 173, pss26)Mt = 2019755 &  |& |Co quuan thim
Pharma GmbH|Ingelheim, Thuoe khong vO trung: vien nang| 3 M 3 S  |quyén Pt
& Co KG Germany cang gelatin, dung dich hit, vién nang| @ T N
IMPC_thude nhun mdvidn nén
Boehringer 5th km Paiania-|* Thubc khoéng v tring: vién nang|a N ut] National
13 n elhei?n Ellas Markopoulo, ctg; vién nang mém; dung dich thudc (% 33945/11-5- 8 8 Organization for
AgE Koropi  Attiki,|udng; vién nén. 35 12 S S [Medicines,
' 19400, Greece  |* Thudc duoc liéu. L S & |Greece
* Thubc vo trung;
+ Thudc san xuat vot rung: dang bao
ché ban ran, dung dich thudc tiém thé
63 Aprilsko|tiCh 1ho - dung dich tiém, thuoe nho ~ o
Balkanpharma -|vastanie pBlvd tai/mat, dung dich/hdn dich; thuoe bot % BG/GMP/2 § § Bulgarian  Dru
15 Raz rag AD Razgrad 7206, pha dung dich tiém (cephalosporin). 9 012/038 S S A egnc ’
g Bulgaria '+ Thudc tiét trung cubi: dung dich|g) 3 3 gency
g thudc tiém thé tich nho. I A
* Thubc khdng vo tring: vién nang
ctmg, dang bao ché ban rin, vién nén,
thudc bot pha hdn dich ubng.
Balkanpharma
:::]Ltjsn:;f: q AD 3 Samokovsko o = S
17 man%facturin Shosse Str.,|* Thudc khong vé tring: vién nang (% BG/GMP/2 | & &  |Bulgarian Drug
Facilit ?Or Dupnitsa 2600, |cting, vién nén. 35 011/020 |3 S |Agency
iy Bulgaria L = N
Solid  dosage

Forms




Unit Il: Hill Top

* Thuoc vo trung:

Industrial ~Estate,|+ Thudc san xuat vo tring: thudc dong Portuguese
Venus Village  Bhatoli|kho, cac thudc v tring khac (thudc bot| o Venus — S |National
18 |Remedies Kalan, Near|(cephalosporin va carbepenem), thudc u Remedies |& &  |Authority of
Limited Jharmajri  Export|dong khé chtra chat kim té bao). = Limited/00 | S S  |Medicines and
Promotion  Park,|+ Thudc tiét trung cong doan cubi|© 2 B Q Health Products,
Baddi (H.P) India,|cing: dung dich thudc tiém thé tich IP (INFARMED)
0000-000, India  |nho chtra chat kim té bo.
* Thubc v trung;
+ Thubc san xudt vo tring: dung dich
thudc tiém thé tich nho (h6c mdn va
corticoid), thudc bot. 5 N S
oo |Bristol -Myers Ic_:ce)(r:ésgontarjgsg)lezl + Thube ti¢t tring cudi: dung dich| ' IT/138- & & [|ltalian Medicines
Squibb SRL | - . (FR), Ital thudc tiém thé tich nho. S 5/H/2012 |S S |Agency AIFA
g Y Thube khong vo tring: vién nang|© 3 =
cung, thudc bot, vién nén.
* Thudc sinh hoc: san phim c6ng nghé
sinh hoc.
* X A A N _ . A
Corden Pharma ’Thuoc kh\ong \A’/Oétrung,. vuajrA\ nang
Otto-Hahn-Str CL’rng,dang bao ché ran khac §V|en bao, N <«
" |cém, bot) (hoc mdn, cac chét ¢ hoat| ) DE BW 0 | S S Loz
Corden Pharma|68723 Plankstadt,|, . N A B N N Co quan cO tham
21 tinh cao, doc tinh manh), vién nén (héc| o 1 GMP_20 |& F N
GmbH Baden- N I . LA |S =) o quyén ¢ Brc
mon va cac chat ¢6 hoat tinh hdc mon,| G 11 0032 = 5
Wurttemberg, , I ] A e — —
cac chat c6 hoat tinh cao doc tinh
Germany
manh)
No 2 HuangShan - N <« Australian
AstraZeneca  |Road, Wuxi O MI-2012- § § Therapeutic
22 |Pharmaceutical |Jiangsu  214028,|* Thudc khong vo triung: vién nén. o CE-05639- | & S |Goods
Company Ltd |China - Peoples (29 3 S g Administration
N o

Republic of

(TGA)




Viale Dell’
Industria, 3 E > N S
” ggg?ei; Phar;ne arl Reparto Via|Thudc tiét tring cudi: dung dich thude| & IT/73- & &  [|ltalian Medicines
Azioni Galilei, 17,|tiém thé tich nho S 3/HI2012 |8 S |Agency AIFA
20867,Caponago O 3 &
(MB), ltalia
United Kingdom's
587 Old Baltimore 5 UK GMP N S medicines and
Astrazeneca o, o Newark . L 12811 ‘Insp) © &  |Healthcare
25 Pharmaceutical ' .. |* Thuoc khong vo trung: vién nén o GMP =S S
19702, United S o — Products
SLP o 12811/3374| S S
States 410-0006 | N Regulatory
Agency MHRA
Astellas  Pharma
- I . AN <
Toyama Tech Co_._ Ltd., 2 San xuat cac hoat chat duogc dung: a b b ) .
178 Kojin-machi, . : el N N Irish  Medicines
27 Technology . '|Tacrolimus  Hydrate,  Micafungin| o 2558 ) S
Centre Toyama City, Sodium S o < Board (IMB)
Toyama,  930- ' © & &
0809, Japan
* Thué)c vo tring: dung dich thudc tiém -] N S
a9 |Astellas Ireland|Killorglin,  Co.,|thé tich nho. o E81/M1035 & &  |Irish  Medicines
Co. Ltd Kerry, Ireland * Thudc khéng vo tring: vién nang|S § S Board (IMB)
ctm o N 3
g o o
Thuéc khéng vo trung: vién nén
H-17/H-18, (Glimepriride; Metformin 4 <
0.1.D.C., Mahtma|hydrochloride; ~ Repaglinide;| & e543/1101 | S S |Finnish
30 USV Limited |Gandhi Udyog|Ropinirole; Metformin hydrothorlde o 09/2011. s S Medicines
Nagar,  Dabhel|prolong release; Clopidogrel;| 2 = S |Agency (FIMEA)
Daman, India Irbesartan; Naratriptan hydrochloride; © N
Trimetazidine hydrochloride;
. = S French Health
o — —
s |panoharma ﬂitred“ C;gggg*Thuéc vo trung: thude cly ghép dang| = |HPFIFR/12 | & &  |Products  Safety
P ' rin (chira beta lactam) ' 2/2011 S S Agency
Fougeres, France = 3 i
’ L ) S |(AFSSAPS)




2-9-41  Yahata- & N S Ministry of
Cho Kanonji g S S Health labour
L , S N N :
34 Kanonji Institue City, Kagawa, Okavax % 2397 S S and Welfare,
Nhat Ban o N S |Japan
* Thudc tiét trang cudi: dung dich N <
. . |Glienicker  Weg|thudc tiém thé tich 16n. = = = o
35 i‘g"” Chemie| o5 12489|* Thubc khong vo triing: dung dich|®  |2012/01/bc | S S le Q;Z”B‘i;’ctham
Berlin, Germany |[thuéc udng, dung dich thudc dang|) S g |
o —

ngoai, thuoc com, thuoc dat.




Menarini - Von . <«
. Heyden GmbH  |* 5c khong vo tring: vié S = = s
Menarini - Von e_yde_ Gmb ’Thuoi khong voktrung V|er] nang = DE_SN_01 S S Co quan c6 thim
37 Hevden GmbH Leipziger Strape 7{ctrng; vién nang mém; dang bao ché|Q _GMP_201 | 5 = in & Dy
y 13, 01097 |rén; vién nén. 2 |10020 |S S  |quyenobuc
o N
Dresden, Germany
San pham Paracetamol-Bivid
Lohstrasse 2, D-| + (Co s¢ san xuit: Bieffe Medital ~ o
Sanavita 59368 Werne,|S.P.A - Via Nuova Provinicale s/n, % DE_NW 0 § § Co aquan  thim
38 Pharmaceutical North Rhine-{23034 Grosotto (So), Italy. o 1 GMP_20 | & ) " éan)frc
« GmbH Westphalia, + Co s6 xuit xuéng: Sanavita| 12 0001 | S |
Germany Pharmaceuticals GmbH ) < <
L6 Z01-02-03a, =
. JKCN/KCX  Tan M = w©  |Ministry of
cong ty cof.. . ) = S =
X Thuén, Phuong|.. . .. & Y I Health,  labour
39 pﬁgﬁl - duoc Tan Thuan POng, Thudc vién nén (ESKAZOLE 200mg) E g g and Welfare,
P Q7, TP HCM, = S |R |dapan
@)

Viét Nam




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

Dot 4
(Theo cong vin s6 2232a/QLD-CL ngay 07/02/2013 ciia Cuc Quan ly dwoc)
A ~
o s z I8,
NHA MAY ! , " > O < C QUAN
STT A < PIA CHI PHAM VI CHUNG NHAN GIAY CN | > Pl P
CONGBO | - : o 9 < |= = |CAP
2 =z 0 0
Z Z
Is_g:u"iSQQ, Jal5agn Vién nén; vién nang; thude bot; thude| o ~ < National
g '|tiem thé tich nho; thudc tiém thé tich| = P p= Pharmaceutical
Duopharma Kawasan 3, taman|, A I L 1O N N
2 16n; kem; thudc md; thuéc com; thuodc| & 266/12 e} — Control Bureau -
(M) Sdn. Bhd. |Klang Jaya, 41200| \ O . = o o -
udng dang 16ng, thudéc dung ngoai dang| © ~ 5 Ministry of
Klang, Selangor,|., X o o o N .
Malaysia long; thudc nho mat. Health Malaysia
* Thudc vo tring:
sic + Thudc san xuat vo tring: thudc bot
N . dong kho; dung dich thudc tiém thé State
Borshchahivsk . A ax £ 1A - .
. . tich nhé (dam dac); thuoc bot. o N 9 Administration of
iy  chemical- PR Z. = 005/2012/S | S P .
4 harmaceutical 17 Myru, 03134,|+ Thudc ti¢t trung cuodi: dung dich O AUMP/GM | & N Ukraine on
pharm . |Kiev, Ukraine  |[thubc tiém thé tich nho (dung dich|2 S S |Medicinal
plants” Public A O P S S
: tiém). o — — Products -
Joint-stock - z A A s .
Company Thudce ’khor)g vO trung: vién nang Ukraine
cung; thuoc uong dang 1éng (siro; hon
dich); dang bao ché rin khac (hat/cdm;
Aston Lane North,|* Thudc vo trung:
Norton Whitehouse Vale[+ Thudc san xuat vo tring: dung dich UK  MIA UK'Medicines
Healthcare Industrial ~Estate, |thudc tiém thé tich 16n; dang bao ché| 530 Insp|< S |and  Healthcare
. Limited ~ T/A[Preston  Brook,|ban rén; dung dich thudc tiém thé tich| = GMP/GDP/ | & & Products
Ivax Runcorn, nho; 35 IMP S S Reaulator
Pharmaceutical [Cheshire, ~WA7|+ Thudc tiét tring cudi: dung dich|™“ 530/14004- | S 3 A genc (I\>//IHR A
s UK 3FA, United|thudc tiém thé tich nho; dung dich 0016 gency

Kingdom

thudc tiém thé tich 16n




* Thudc khéng vo tring: vién nang

>, Polskiej cing; vién nang mém; thudc dun N S
Medana Organizacji & ang y g = = S [Main
. . ngoai dang léng; thuoc udng dang GIF-IW-N- | & N .
7 Pharma Spolka|Wojskowej  Str.,|. . X X s , PN L S S Pharmaceutical
. . long;dang bao ché ran khac (goi bot);| 5 4022/12/12 | o —
Akcyjna 98-200  Sieradz, A s LA 0 = P Inspector, Poland
Poland dang bao ché ban ran; vién nén; ~N ~N
* Thude thao duoc.
73 Wojska T.hAuOC khongi vO trurlg: \{len nang_cu:ng; N o = _
Medana . vién nang meém; thudc dung ngoai dang| S o o Main
Polskiego Str., 98-|, Loz \ X GIF-IW-N- | & N .
8 Pharma Spolka . long; thudc uong dang 1ong; dang bao| Q@ S S Pharmaceutical
. 200 Sieradz,| . . R RN ) 4022/13/12 | o =
Akcyjna Poland cheé ran khac (goi bot); ban ran; vién| g o ) Inspector, Poland
nén. N N
* Thudc vo tring:
. +Thubc san xuat vo tring: dung dich <
Pharmaceutical é?r ngggég thudc tiém thé tich nhé; dung dich|S GIF-IW-N- g § Main
9 s Works| ¢ o thudc tiém thé tich 16n; O 4022/113/1 |§ =  |Pharmaceutical
Polpharma S.A gal + Thubc tiét trung cudi: dung dich|g 1 S S Inspector, Poland
Gdanski, Poland A o L N S
’ thudc tiém thé tich nho; dung dich
thuc tiém thé tich 16n.
Pharmaceuticals
Works Polpharma <«
Pharmaceutical [S.A . < = =  |Main
) . * Thuoc khdong vO trung: vién nang = GIF-IW-N- | N .
10 S Works|19, Pelplinska| , a O g 3 Pharmaceutical
cung, vién nén. S 4022/27/12 | < -
Polpharma S.A |Str., 83-200 o 2 = Inspector, Poland
Starogard -

Gdanski, Poland




*Thudc khdng v trung: vién nang

Medana 10, WIladyslawa|ctig; vién nang mém; thudc ding|a o S |main
Lokietka Str., 98-|ngoai dang long; thudc udng dang 16ng; = GIF-IW-N- | Q .
11 Pharma Spolka . A SO A o S S Pharmaceutical
AKevina 200 Sieradz,[dang bao ché ran khac (goi bot); dang| - 4022/11/12 % = Inspector. Poland
Y] Poland bao ché ban rin; vién nén. "“ N & P '
* Thude thao duoc.
. .. |* Thudc vo trung:
Via  Provinciale U FEN o la N =
+ .
. oc. Bolognana) -, . ... P . PO - N N talian Medicines
loc. Bol Thuoc san xuat vO trung: dung dich| s IT/108 S S ltalian Medici
13 Kedrion S.P.A . thuoc tiém thé tich 16n, thuoc dong|Q F N
55027 Gallicano|. , ) L en 2., .| D 10/H/2012 | S o Agency AIFA
(LU), Italia kho, dung dich thuoc tiém thé tich nhé. | S 5
' * Thudc sinh hoc: ché pham tir mau. i i
R.P. Scherer
R.P.  Scherer|Gammelsbacher |* Thubc khdng vé tring: vién nang|a DE BW 0 = 3
GmbH & Co.[Str.2, 69412|mém, thudc ubng dang long, dang bao| = — = | N Co quan c6 tham
14 IS . > X |9 1 GMP_20 | > .
KG GmbH +|Eberbach, Baden -|ch¢ ran khac (vién nang truc trang va| 5 11 o101 | < quyén ¢ Puc
Co. KG Wurttemberg, am dao). L - 3 3

Germany




Survey no 314,

* Thudc vO trung: thudc dong kho,
thudc bot pha tiém/tiém truyén (cac
thudc bot pha tiém: Amoxicillin,

Ampicillin, Ampicillin& Sulbactam,
Bachubally -
Aurobindo Village Flucloxacillin, S s = |Finnish
N _ ge, Piperacillin/Tazobactam). = 459/12.01.0| & & ey
15 Pharma Unit|Quathubullapur |, £ R A |9 F PN Medicines
Thuoc khong vo trung: vién nén (cac| 5 1/2012 =) o
Xl Mandal, RR .. ] . N p= > Agency (FIMEA)
District Andra vién nén Co-amoxiclav, Flucloxacillin, o o
' . Pheoxymethyl penicillin,
Pradesh, India . . A , .
Pivmeccillinam), vién nang ctrmg ( cac
vien  nang cung:  Amoxicillin,
Cloxacillin, Flucloxacillin), thudc bot
* Thudc v trung;
+ Thudc san xuét v tring: thubc dong
itai kho (thudc c6 hoat chit co hoat tinh
. Aqmtalr_le Pharm ,o (t AuOC co an chat C;O f’f‘t tln; N . < French Health
Pierre Fabre|International ~ 1,[hdc mon), dung dich thudc tiém thé|sS s s
. . . X, oxn A 1x 2 Lir o4 HPF/FR/22 | & N Products  Safety
17 Medicament  [Avenue du Bearn|tich nhé (chat doc té bao/chat kim té| Q@ S S
. \ 8/2011 - =) Agency
Production 64320 IDRON,|b2o). 2 S S (AFSSAPS)
France + Thudc tiét tring cudi: Dung dich o @
thudc tiém thé tich nho
* Thudc sinh hoc: san pham c6ng nghé
Ranbaxy
. — <
Ranbaxy Laboratories Ltd . a DE_NW 0 |2 2 .
. B-2 Madkai . = N & |Co quan thim
19 Laboratories o * Thuoc khong vo trung: vién nén O 4 GMP_20 (& = A,
Ltd Industrial Estate, - 11 0009 o o quyén Duc
403 404 Madkai, L - N S
Ponda-Goa, India
i—rg%, thdaiset_rlﬁl Thudc khong vo tring: vién nang cing; 4 <« Belgian Federal
GRACURE Bhivx;adi 'lthubc udng dang long; dang bao ché % BE/2011/00 = § Agency for
20 |PHARMACEU Rajastha1n Alwar ban rin; vién nén; cac dang thudc| @ 4 g N Medicines  and
, A A s . P 3 =)
TICAL LTD. District. 301019, khong vo trung khac (syro khd hoan| N 3 Health  Products

India

nguyén voi nudce).

(AFMPS)




134136296, Thuée vé tring; o e it;‘:iml Mf'g:les
Veiveriug. 134B.|+ Thudc san xuat v trang: dung dich % LT/01H/20 3 S Ministr g gf
21 |SANITAS, AB |LT-46352, thudc tiém thé tich nho; o S S y
L e, s Z. = 12 o - Health of the
Kaunas -1+ Thuoc tiét trung cuoi: dung dich| g > > Republic of
Lithuania thudc tiém thé tich nho. S A .
Lithuania
* Thube vé trung:
+ Thudc san xuét v trung: dung dich
thudc tiém thé tich nhoé; dung dich
thudc tiém thé tich 16m; 4 < :
Janssen Turnhoutseweg |+ Thude tiét trang cudi: dung dich|S = = Belgian - Federal
. ISR P , . BE/2011/00| & N Agency for
22 Pharmaceutica |30, Beerse, B-[thuoc tiém thé tich nhd; dung dich|Q 3 5 N Medicines  and
NV 2340 Beerse, Bi  |thudc tiém thé tich 16n. 2 S = Health Products
* Thube khéng vo trang: dang khung < -~
tham; thudc ding ngoadi dang 1ong;
thudc ubng dang long; dang bao ché
ban ran; miéng dan qua da.
United Kingdom's
1100 Enterprise z A A i , o UK _GMP o~ ot} medicines  and
Catalent . Thuoc khong Vo tring: vién nang cing;| S 20657 Insp| < >
Drive, , X T A N I Healthcare
23 Pharma . cac dang bao ché ran khac; vién nén;| O 20657/ = -
Solutions LLC | Vinchester, thubc bot; hat bao > lgrassr-  |m | |Products
40391, US HOE BOL e ' L 0002 ~N S Regulatory
Agency MHRA
o o S
Janssen Barnahely, = & &  |irish  Medicines
25 Biologics Ringaskiddy, Co.|Thubc cong nghé sinh hoc. o 2011-019 (= Irs) Board (IMB)
(Ireland) Cork, Ireland 2 s S
o —




* Thube vo trung;
+ Thudc san xuat vo tring: Thudc dong
kh6 (hormon va céac chat c6 hoat tinh

hormon; prostaglandin/cytokines);
. N dang bao ché ban ran| o = s, Belgian  Feredal
Pfizer _ [Ritksweg 12, (prostaglandin/cytokines); dung dich|= BE/2011/01| & & |Agency for
27 Manufacturing [Puurs, B-2870, £ oain P \ YR L S S .
Belaium NV |Belaium thudc tiém thé tich nhé (hormon va cac| & 7 S S Medicines  and
giu giu chit c6 hoat tinh  hormon;|W S g Health Products
prostaglandin/cytokines);
+ Thube tiét tring cuoi: dung dich
thudc tiém thé tich nho.
* Thudc sinh hoc: thudc chira hormon
Pfizer
Manufacturing
Pfizer Deutschland a o~ S
Manufacturing |GmbH Thudc khong vo tring: thubc ubng|= DE_BY 04 § & |Co quan thim
28 - \ . . X < . Q GMP_201 |5 ™ A T
Deutschland Heinrich-Mack- |dang long; cac dang bao ché ran khac. |5 Y . o o quyén Buc
o 2 0012 ™ S
GmbH Strasse 35, 89257 - — N
Ilertissen,
Bavaria, Germany
Verna Industrial UK~ GMP — zzgfc?niéngdogg
o
Cipla Ltd (Unit|Area, Verna,|Thubc khéng vo tring: vién nang cing; = 14694 Insp § Healthcare
31 I \ A o GMP =
VIII) Salcette, GOA, In-|thudc uong dang 16ng; vién nén 5 L, Products
. T 14694/3363 | &
403 722-India 86-0003 — Regulatory
Agency MHRA
SP-289(A), RIICO State
. £ R N z . Administration of
Kusum Industrial ~ Area,|Thuéc khong vO6 tring: thudc ding % 025/2012/S | w Ukraine on
Chopanki, ngoai dang long, dang bao ché ban rin,| © N & ..
33 Healthcare Pvt.| -, . . Ta , A ~ R & AUMP/GM | X S Medicinal
Bhiwadi, vién nén, thuoc khéng vo trung khac|:=3 iy o
Ltd i . Lz O P i P Products
Dist.Alwar(Rajast [(thuoc com) a ™ o
: (SAUMP) -
an)-India

Ukraine




* Thuoc vo trung:

':EL\A Pharma) , T}luéc san qxuét vo tring: dung dich|a - g State institute for
35 HBM  Pharma Sklabinska 30 036 thudc ti@m thé tich nho. ’ % SK/011V/2 8 S drug control
S.r.0 30 Ma’rtin + ’l’“hu‘f)c tigt trung cudi: dung dich| 011 = S Slovakia )
Slovakia '[thudc 'Elém thé tich nho. L N —
* Thudc khong vo trung: vién nén.
Temmler Pharma Thu’6c khéng vo trpng: vién nang cﬁ:ng;
Temmler GmbH & Co. KG |Tu0¢ dd“”glqngoa', dfi‘ng lé’flg; htfl“‘?c s pErEOL|Y |2 . y
36 Pharma GmbH|TemmlerstraBe 2, Eﬁgf an% 01,1ng Ca(,: ans ao;f: © ri}n Q _GMP_201 |¥ S ° A qua,n tham
(thudc giai phong thay doi, thuoc| 5 y o quyén Puc
& Co. KG 3H562§§, Gel\r/lrzgzl;/rg’ cém, t,hu(A)c bot, vién nén bao duong);| 2 0002 & 3
vién nén.
* Thudc tiét tring cudi: thude ciy ghép
dang rin (chat c6 hoat tinh hormon);
Pansiontie 47 CE":IC' thu,éc tiét tring cudi khac: ,thuéc a g g Finnish
37 Bayer Oy 20210 Turku’ g'léu phdng trong tir cung (chat cd hoat (ED 4648/11.01. S S Medicines
Filand '[tinh hormon). 5 09/2012 e o Agency (FIMEA)
* Thudc khéng vo tring: vién nang| S 3
cing; Vién nén (chit c6 hoat tinh
hormon).
*Thudc vo trung:
Mondseestrabe * Trh uéc san »Xugt v0 trung: dung dich a INS- N s Austrian
Ebewe Pharma|ll, 4866 Unterach thude t1§ m the tich nho. . = 480020- § § Medicines  and
42 ’ + Thuoc tiét trung cuodi: dung dich|Q 5 = . .
GmbH Nfg KG |am Attersee, thube tiem thé tich nho 5 0053-001 |o S Medical Devices
Austria ' L (12/20) S & |Agency (AGES)

* Thudc sinh hoc: Thudc mién dich;
thudc c6 nguon goc tr nguoi/dong vat.




Damastown Thudc khdng vé triing: vién nang cing;| < = 2
13 |Rottapharm Ltg |Mdustrial — Park, o T gluéc béi]. ha dung diég};(zD 3627/2012/ | & &  |Irish  Medicines
P Mulhuddard, | % " P 9 a3 |wvses 8 |2 |Board IMB)
Dublin 15, Ireland & L S Q
Ash road,|* Thudc san xuét vo trung: thudc dong UK  MIA|_ <  |Medicines  and
. Wrexham kho. = 3070 Insp|3 S  |Healthcare
Ipsen BioPharm|. . I A N N
44 Limited industrial  Estate,|* Thudc cong ngh¢ sinh hoc. o GMP/IMP |5 N products
Wrexham, Clwyd,[* Nguyén liéu ban dau c6 hoat tinh a 3070/14720- % S Regulatory
LL13 9UF, UK  |[sinh hoc. 0037 i N Agency
* Thudc vo tring:
+ Thubc san xudt vo tring: dung dich
thudc tiém thé tich 16n; dong khd; dung
: dich thudc tiém thé tich 16n.
Boehringer 2 iinr e £ .
i + Thuodc tiét trung cuoi: dung dich
Ingelheim Pharma| . . .. 2. \
thuoc tiém thé tich nho.
) GmbH & Co. KG 2 N A A
Boehringer . * Thuoc khdng vO trung: vién nang|a N ut
. Birkendorfer Str.| , . Lz 2 oA |sS DE BW 0 |5 S 2
Ingelheim cing; dang bao ché ran (thuoc bot, N N Co quan tham
45 65 88397, < A o 1 GMP_20 | & N N
Pharma GmbH Biberach  a.d.R thuoc com, pellet); vién nén. - 12-0024 o o quyén Buc
+ Co. KG % Thubde sinh hoc: Thude cdng nghé|Y 3 =
Baden- . YA ,
sinh hoc (DNA/Protein tai to hgp); cac
Wurrttemberg - . . ) RN
thudc sinh hoc khac (Protein tai to hop,
Germany

khang thé don dong; cytokines)

* Duoc chat: dugc chat cong nghé sinh
hoc khéc:protein tai to hop, khang thé
don dong, cytokines.




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

Dot 5
eo cong vin sb -CL nga cia Cuc Quan ly dwoc
Theo cong van so 3271/QLD-CL ngay 08/03/2013 CucQ ly dug
z & Q =
R . w =z
NHA MAY , , A e © = 7z |co QUAN
A e >" <’ s
CONG BO PIA CHI PHAM VI CHUNG NHAN 8 o GIAY CN = : Z|cip
> g Q Q
z Z
JI. M. H. Thamrin
Blok A3-1|Thubc vién nén va vién bao khong % PW.0L.023| S S National Agency
PT. Kalbe|Kawasan Industri|chtra khang sinh (khong bao gdm thude| @ 31.08.12.40| S & |for Drug and
Farma Tbk. Delta Silikon|tranh thai, h6c mon sinh duc va chat g 73' o g S Food Control,
Lippo Cikarang, [kim ham té bao) = - S |Indonesia
Bekasi-Indonesia
Borgo San|* Thudc san xuat vo tring: thudc bot ~ <
Hauot Pharma Michele S.S 156|chira khéng sinh nhém Cephalosporin| 3 IT/200- P P AIFA Italian
e p|Km. 47,600, |va Penicillin S Lompo |5 |8 [Medicines
o 04100 Latina|* Thubc tiét trung cubi: Dung dich % S S |Agency
(LT), Italia thudc tiém thé tich nho. - -
: * Thudc san xuat vO tring: Thudc dong
Via Franco,|, . . ., , . . -] N 3 .
Wyeth Lederle|Gorgone Z.I - kho Chua; khang 3|r1h ,Pen|C|II‘7|n, dung) i IT/74- Q S |AIFA - lalian
. |dich thuoc tiém thé tich nhé (khang|o P S Medicines
S.p.a 95100 Catania| _. o L e A s S 11/H/2012 |© o
sinh Penicillin, chat doc té bao/chat = 5 Agency
(CT), Italy . O 3 Q
’ kim té bao).
* X ~ A s~ A A
Bd. Dunarii nr.54, Thuo? k_hoﬁg VO trung.‘wen r.1£an, vien National Agency
bao phim; vién bao duong; vién nang|a = S ..
SC.  Arenal"0muna cim > loopour|S  |§ |For Medicine
e Voluntari,  Jud. & £ , . . o S S And Medical
Group S.A + Thuoc chira khang sinh beta lactam:| 5 0 — ) .
lIfov, cod 077910, .. , 0 S P Devices -
. vien nang cung. — N .
Romania Romania

+ Thudc chira corticosteroid: vién nén,




N Lo
e A A N ) J4 9 o — —
Nobelfgrmallac Sancaklar 81100, T%luoc khp_ng Vo trung: th}l(?c 101}‘% = BG/GMP/2 | & Q Bulgarian  Drug
5 Sanayii ve Duzce - Turke dung ngoai (dang phun mu); thuoc| 012/031 = = Adenc
Ticaret A.S y ubng dang 16ng (siro va hdn dich uéng) | 3 % % gency
Atabay ﬁgﬁjggrjn ' Sokak < = =
Pharmaceutical Thudc khdng vo tring: vién nén chira = Q Q Irish  Medicines
6 . . No.1, 34718, o 2011-004 | IYs)
Fine Chemicals . paracetamol. 5 - o Board (IMB)
Kadikoy, Istanbul, o S =
Inc. — —
Turkey
* Thude vé trung:
1776 North|+ Thudc san xuat vo tring: thuc dong|a N S, |Spanish Agency
9 Hospira Inc. _|Centennial Drive, kho; dung dich thudc tiém thé tich nho; (% ES/151H/1 | & & |of Drugs and
P " |McPherson, + Thudc tiét trang cudi: dung dich|< 2 S S |Health Products
67460, My thudc tiém thé tich nho. L 3 & |(AEMPS)
* Thudc cong nghé sinh hoc.
Canlubang Thudc khong vé tring: Vién nén; vién| N < [|Australian
Interphil Industrial ~ Estate, Nang clme: ?/ién nan g.mém- h éc bot (% MI-2012- |3 S |Therapeutic
10 Laboratories Bo. Pittland,| g gi £ g " 4 Pl CE-00683- S % Goods
uong; thudc udng dang long, thudc|s o o . .
Inc Cabuyao Laguna kem: thuée md, (Khong chira steroid) o 3 N P Administration
4025, Philippines : ' & o < N |(TGA)
No. 50,
\Ij?lyl/:rzmbedu * Thudc khong vo trang: vién nang UK  GMP| o ﬁzgﬁlningdogg
Medooharm Gudu%/e;ncher cling; vién nén; thudc bot kho dé pha| S 31201 Insp|& = Healthcare
11 Privatz Limited |Chengalpet ’ hén dich uong. 9 GMP % S Products
Cigit Do 1% Thude sinh hoc: Thude chira beta-| D [31201/3490|§ | § oo
! lactam. 94-0005 |© |° guiatory
Nadu, In-603 203, Agency MHRA
India
JL. TB|, .. , A g The national
Simatupang No. 8 z/klsgnnar;gocunkg kTﬁ”? phal‘ kh;:;?_smh % PW.01.02.3 % E Agency for Drug
12 |PT. Merck Tbk |Pasar Rebol g o9 a0 gom tude mgua Al ol @ = 137 191263|S  |S  and Food
. tiét to sinh duc khac va cac thude kim| = — —
Jakarta Timur ham té bao) ) 43 S S Control,
13760, Indonesia . « « Indonesia




JL. TB|,,. A 1A R P ~ <« The national
Simatupang No. 8 ;?;ehrzﬁﬁgnvag:;n ngrlrllkt?lzg‘i I;ha};d;ﬁz;"f (ED PW.01.02.3|3 S Agency for Drug
13 |PT. Merck Tbk |Pasar Rebo[>1 v '0nd D80 gom thube ngua ek @131 10.12.63|S S |and Food
. noi tiét to sinh duc khac va cac thuoc| = — —
Jakarta Timur kim ham £ bao) O 44 > > Control,
13760, Indonesia o « « Indonesia
JL. B L ia R . . . The national
. Thuoc tiém khong phai khan nh| & N S
Simatupang No. 8 (kr%oncg bao ebm tgugcaﬁ ¥a ihgi'siléi % PW.01.02.3 § § Agency for Drug
14 PT. Merck Tbk [Pasar Rebo|". . 7. g A ‘(?) 2| e 31.10.12.63| s S and Food
. tiét to sinh duc khac va cac thude kim| = — —
Jakarta Timur ham té bao) O 45 = = Control,
13760, Indonesia . « “  |Indonesia
JL. B The national
o N <
Simatupang No. 8 I X £ A = PW.01.02.3|3 S Agency for Drug
15 PT. Merck Thk |Pasar Rebo Eﬁ;:csil:ﬁg dung uong  khong pha1£ 31.10.12.63 % % and Food
Jakarta Timur g O 46 S S Control,
13760, Indonesia o < < Indonesia
Grunenthal GmbH
Zieglerstrabe  6,|*Thudc tiét tring cudi: dung dich thube| o DE NW 0 | s
16 |Grunenthal 52078  Aachen,|tiém thé tich nho. (% 4 GMP 20 | & |Co quan thim
GmbH North Rhine -|[* Thudc khdng v6 trang: thude dung| o S |quyén Buc
. . I T 12 0017 | =
Westphalia, ngoai dang 16ng; thuodc udng dang long. N =
Germany
* Thude vo trung;
+ Thubc san xuat vo tring: dung dich
thudc tiém thé tich nho;
52 rue Marcel et|+ Thudc tiét tring cudi: dung dich|q N L |French National
18 |cENEXI Jacques Gaucher,|thubc tiém thé tich nho (chﬁ:ag HPF/FR/20 | & & |Drug and Health
94120 Fontenay|sulphonamides). 5 0/2012 Q 5 Products  Safety
Sous Bois, Phap |* Thudc khéng vo trung: vién nang|“ =t & |Agency (ANSM)

cling; thubc ubng dang
long(sulphonamides); thudc dan; vién
nén (chira sulphonamides).




* Thube vo trung;
+ Thudc san xuat vo trung: dung dich

Via Cavalli Dilthubc tiém thé tich nho( chia
_45| i id): 4 A { <
Esseti Bronzo, No 39-45 cortlcosterm_d),. thuoc  bot (chtra CEL o = AIEA ltalian
19 Farmaceutici 80046 San|cephalosporin) ; S IT/16- < I Medicines
SRL Giorgio Al+ Thudc tiét tring cudi: dung dich| = 3/H/2012 g 3 Aden
o Cremano thudc tiém thé tich nho. L — S gency
(Napoli), Italy * Thudc khong vo tring: vién nang
cimg; thudc dung ngoai dang long;
thudc udng dang 1ong; thudc cém; dang
Plot No.21-21, State
] o < L
Alembic Phase-1, N |5 ozpows|y g [Administration of
. |Jharmajri, Baddi,|Thuoc khdng v6 trung: thudc uong| O N N Ukraine on
20 Pharmaceutical |_. , S, & AUMP/GM | & P> .
s Limited Distt. Solan,|dang 16ng; vién nén. o P g o Medicinal
Himachal Pradesh o — 8 |Products -
173205, INDIA Ukraine
Incenta Dewan Idris Road UK GMP <« zz:;iec?nngdor?]g
P . |Bara Rangamala|. : .. ... i s 35139 Insp| = = ¢ a
Pharmaceutical |_. Thuoc khong vo trung: vién nang ciing; N N Healthcare
21 s Limited - Zirabo Savar, vién nén 9 GMP = S Products
. Dhaka, = 3139/90350| S S
Zirabo Plant Banaladesh 4-0001 N o Regulatory
g Agency MHRA
o * Thubc khdng vo tring: vién nang - <«
Pabianickie 5’. Mgrsz' " cing; thuéc ding ngodi dang long; % GIF-IW-N- [ 3 S Main
Zaklady Pilsudskiego Str,| . 2 3 AR N N .
22 .. '[thudc udng dang long; thuoc bot; vién| Q@ 4022/180/1 | § > Pharmaceutical
Farmaceutyczn [95-200 Pabianice, nén: -] 1 o o Inspector. Poland
e Polfa S.A Poland ’ L S ® pector,

* Thudc thao dugc.




Survey No. 313,

314 Unit I -
Blocks I, 11, 1lI, Portuguese
IV,  Bachupally|* Thudc khéng vo tring: vién nang|a Aurobindo = S National
23 Aurobindo Village, ctmg; thude udng dang 1ong; dang bao (ED Pharma 8 8 Authority of
Pharma Limited |Quthubullapur  |ché ran khac (thudc bot pha dung dich| 5 Limited S S  [Medicines  and
Mandal,  Rangaludng; pellet); vién nén. L 3 3 Health Products,
Reddy  District, IP (INFARMED)
Andhra  Pradesh,
India
* Thudc khoéng vo tring: vién nang
. ctng; Vién nang mém; thudc udng dang
Nitrianska ~ 100,|,, =~ . o . a o 3 .
_ 920 27 Hlohovec. l‘fng’ th;uof dung, ngoa_\[ danqgi lon_%, dar}g = SK/012V/2 | S S State Institute for
24 Zentiva a.s bao ché ran khac (vién sui; vién nén|Q = Irs) Drug Control,
Slovenska A s ] . fra o | 011 o o
i phéan tan; pellet); dang bao ché ban ran;| S B Slovak
republic L e A N —
thuoc dat; vién nén.
* Thube dugce lidu
. ) — <
7R§ykjaVIkurl\geguzr0 * Thudéc khong vO trung: vién nang % S S Icelandic
25  |Actavis hf. o cing; dang bao ché rin khac (thuéc|O 1S/03/11 | S S |Medicines
Hafnarfjorour, < A 5 H H
cOm); vién nén. 0 1T Irs) Agency (IMA)
Iceland — o




Kingfisher Drive,

* Thube vo trung;

+ Thudc san xuét vo tring: thubc dong
kho; dang bao ché béan ran; dung dich
thudc tiém thé tich nho; thude cdy ghép
dang rén; thudc san xuat vo tring khac
(thudc bot, thudc kim té bao,
Cephalosporin va thiét bj tiém khong
Kim tiém).

United Kingdom's

Covingham, + Thubc tiét tring cudi: dung dich|n 57257 I\I/rI]ISA N w medicines  and
28 Patheon UK|[Swindon, thuoc tiém thé tich nho, thudc tiét trung % GMP/IMP P 8 8 Healthcare
Limited Wiltshire, ~ SN3|cudi khac (chét kim té bao, thudc dép). |5 1785711003 S S  |Products
5BZ, United|* Thuoc khoéng vO trung: vién nang|Y 6-0027 S < Regulatory
Kingdom cing; thude khung thim; thudc ding ) Agency MHRA
ngoai dang long; thudc uong dang long;
dang bao ché rin khac; dang bao ché
ban ran; thudc dan; vién nén; thubc
khong vo trung khac (thudc dap).
* Thudc sinh hoc: ché pham tir mau;
thuéc mién dich; thubc diéu tri gen;
thudc cdng nghé sinh hoc; thuéc ngudn
Thudc khéng v tring chia khang
2?;; Gr:gl‘:rma sinh; chat doc té bao/chat kim té bao; ~ o
> hormon va cac chat cd hoat tinh % DE BY 04 |3 b= h
Haupt Pharma|Donaustaufer L x g A N N Co quan tham
29 hormon, chat mién dich:: vién nang| O _GMP_201 | o) N )
Amareg GmbH |Strabe 378, 93055| |, £ \ . , S o o quyén Buc
cung; thudc dung ngoai dang long;| g 2_0091 S S
Regensburg, Lz . \ < N S
German thuoc uong dang long; dang bao ché
y ran khac; dang bao ché ban ran; thudc
* A A \ . H H 1
Lotus  Business ThmiC Vo trun;g' A s L an UK GMP Unlt_eq Kingdom's
. |+ Thuodc san xuat vO trung: thudc dong| a_ N © medicines  and
Park, Off Newlink| .~ ", A = 19826 Insp| S S
30 Marksans Road Andheri kho; thuoc bot pha tiém. o) GMP I I Healthcare
Pharma Limited ’ . |* Thudc khdng vo tring: vién nang| - S S |Products
(W), Mumbai -\ o vien nang mém: dang bao ché| ™ 19826/3939) § S |Regulator
400 053, India & g mem; dang 80002 | [T guatory

ban ran; vién nén.

Agency MHRA




Bioton S.A.

Bioton S.A.

* Thudc san xuat vo trung: dung dich

i , \ o~ 7o)
> Maclerzysz, 12y 6 tiém thé tich nho. S |eIFwWN-|g |2 |Main
Staroscinska., |Poznanska Str., 05 N . £ N N .
31 02-516 850 Ozarow * Nguyén liéu sinh hoc lam thuoc. o 4022/236/1 | s S Pharmaceutical
Warsaw Mazowiecki * Thubc sinh hoc: thudc cdng nghé| ) 2 § % Inspector, Poland
Poland Poland sinh hoc
* Thude vé trung:
+ Thubc san xuédt vo tring: dung dich
thudc tiém thé tich nho chaa hormon
corticosteroid; thudc bot. a N 3
gy |Bristol-Myers (L:ce)(r:ésgontatlggé)lezl + Thubc tiét trung cudi: dung dich % IT/138- & &  [ltalian Medicines
Squibb SR.L | T (FR), Ital thudc tiém thé tich nho. 5 5/H/2012 |S S |Agency (AIFA)
g Y Thude khong voO trung: vién nang|“ 3 &
cung; vién nén.
* Thubc sinh hoc: thudc cdng nghé
sinh hoc dang dong kho.
Plot No 876 NH o N <« ,
No 8 Hariyala, S |mi2011- |8 S [[herapeutic
Marck IS o N N Goods
34 .. Matar Kheda|Thudc tiém vo trung. Ah CE-09962- | & B .. .
Biosciences Ltd . L — o Administration,
Guajarat 387411, O 3 - 5 .
o - - Australia

India




* Thube vo trung;
+ Thudc san xuat vo trung: dung dich
thudc tiém the tich nho.

Elrg;;harm'l?setis 14th km National|+ Thubc tiét trung cudi: dung dich|q = S National
35 |pharmaceutical |39 1 Kato thubc tiém thé tich nho. =z 47348/1-7- | & &  |Organization of
Laboratories Kifisia Attiki,|* Thubc khéng vo tring: vién nang| = 2011 S S Medicines,
SA 14564, Greece cimg; thubc dung ngoai dang long;| Y S < Greece
thudc udng dang 16ng; thudc rin phan
lidu khéc; dang bao ché bén rin; thube
dan; vién nén (hormon hoic chit c6
Teva Teva Operations|Thudc khdng vo tring: vién nang ctng; ~ o
Operations Poland Sp. Z 0.0. |thuéc dung ngodi dang long; thudc|S GIF-IW-N- § § Main
36 PCE’Ian d sp. 7/8 Mogilska Str.,juéng dang long; thubc ran phan liéu| @ 4022/238/1 | S o |Pharmaceutical
P- 4131546 Krakow,|khac (thubc c¢ém pha hén dich udng);| 3 2 S S Inspector, Poland
0-0 Poland vién nén - -~ ~
Les - £ R A a N 9 National Agency
Laboratories |00 foute de Thuode khong v trung: vien nang) = HPF/FR/18 | & & |of Medicine and
38 . Saran, 45520(ctng; dang bao ché ran, vién nén (tai| @ S Irs)
Servier Gidy, France  |ché chét doc t bao) 2 PRz g g [Health o Safety
Industrie Y. ' L Q &  [(ANSM)
Nycomed (Werk
Singen), Robert-|_ Thude v6 tring
Bosch-Strasse 8, I Loa s X an
+ Thudc san xuat v0 trung: thudc dong H <
gemafi %" kho. S  |bEBwWO|Z |Z q
s [Neomed - JGundtssplane |6 yong o ting: e dingl @ |1 omp 0[S [ |Co uan thim
78994 ' S.in en’ ngoai dang 16ng, thudc udng dang long, a 11 0058 8 8 wy
gen. dang bao ché ban ran, thudc dan, thude e e
Baden- dat am dao
Wurttemberg, : o

Germany




Dr. Willmar
Schwabe GmbH
& Co. KG

Willmar-Schwabe-

* Thudc khong vo tring: vién nang
cimg; thubc dung ngoai dang long;

i : . > o <
Dr. — Willmar Strabe_ 4, gemab thuoc uong dang 16ng; dang bao ché % DE_ BW 0 |3 S 2
Schwabe den mit Schreiben| ", ) i IS N N Co quan tham
42 ran khac (thuoc bot, thuoc com, dang| @ 1 GMP_20 | & S .
GmbH & Co.lvom 22.07.2009, ) A . o, ) o o quyén DPuc
pellet vi lugng dong can); vién nén. 0 12_0017 N S
KG vorgelegten . .A o N
*Thuoc duoc liéu.
Planen, 76227 * Thude vi | ddne cin
Karlsruhe, Baden- uoe vi lugng dong can.
Wurttemberg,
Germany
Frankland Road, UK MIA United Kingdom's
’ N o -
Catalent UK g\llji%rgg: * Thuoc khong vo trung: Vién nén, % 14023 Insp| S s msgllfr:cr:]:rse and
43 |Swindon Zydis|> . vién nén dong kho (Zydis) o GMP S S
- Wiltshire, ~ SN5 L £ x - o o Products
Limited .. |* Thudce sinh hoc: Thuoc mien dich 0 14023/4574{ S S
8RU, United 0012 N N Regulatory
Kingdom Agency MHRA
* X ~ N X _
15 Brodie Hall T;huo,c voA’tru_r)g. thude .dan% ge!, = o~ S Theerapeutic
) . thudc hit; thudc tiém; dung dich rira vét| = — s
45 Pfizer  (Perth)|Drive Technology throne: dune dich thude O MI-2011-LIH{ & I Goods
Pty Ltd Park, Bentley WA| Thgz ukf%ﬁn. vﬁutru.n - thube hit: 8 02040-3 g 8 Administration -
6102, Australia Hor g g. thuo = X I |TGA

thudc udng dang long; dung dich thude.




Vién nén (chura Penicillins); vién nang

121, Jalan Tunku|ctmg (chtra penicillins); vién nang|< N S National .
A P ) o= = S |Pharmaceutical
. Abdul  Rahman,[mém; thuoc uong dang long; thudc| O N N
46 Hovid Berhad \ L \ £ | 460/12 S o) Control Bureau,
30010 Ipoh,|dung ngoai dang long; thuoc kem va| = — o -
. o IR X g | N ~ Ministry of
Perak, Malaysia |lotion; thuc m&; bot pha hon dich va| & ~ ~ .
Lk . . Health Malaysia.
thudc com (chura penicillins).
* Thudc khdng chta khang sinh, PW.01.02. | S |National
khong bao gom thubc tranh thai, 331.08.12. |& &  |Agency for
hormon sinh duc, chat kim té bao: 4106 & |8 |brug and Food
vién nang cung; vién nén; vién bao. S S Control of
* Thudc chira Cephalosporin va dan Republic of
xuat, bao gom Carbapenem va dan Indonesia
JI. Jend.|xu4t, khong bao gdm beta lactam va| a_
PT.  Dexa|o2Mbang Utoyo\din  xuit khic  (Penicillins,| 3
AT \Medica No.138 Imipenem): vién nang cung; thubc| &
Palembang  -1bst vo trung pha tiém; hén dich kho;| 2
Indonesia Vvién bao.

* Thudc chtra khang sinh khéng bao
gdm betalactam va din xuét: hdn
dich khd; vién nén; vién bao; vién
nang cung.

* Thudc bot udng khong chia

Lhéna cinh: hain dich LhA LhAnos




Co s¢ san xuét:|* Thudc khdng vé tring: vién nang Co s& san|Y S |Co quan tham
Rottendorf cing; Vién nang mém; thudc bot, Xudt: 8 8 quyén Duc
Pharma GmbH  [thuc cdm, pellet (chira hoat chét DE NW_0 S g
Ostenfelder nguy co tiém tang: tamoxifen, 5 GMP 2 |3 X
Strabe  51-61,|Flutamide, Clomifen va c&c chat 012 0022
59320 tuong tu); vién nén (vién sui, vién N Co SO

.8 Rottendorf (E;nnigerloh, bao). (ED dong  goi:

Pharma GmbH|Germany. - 3 DE_NW_0

Co so dong goi: w 5 GMP_2
Rottendorf 012 0023
Pharma GmbH
Am Fleigendahl
3, 59320
Ennigerloh,
Cormanyy
Khasra No.
1342/1/2, Hilltop
Industrial Area, United
Jhramajri, N UK GMP ~ o Kingdom's
Village Bhatoli|, £ R A e A 24881 Insp| & P medicines  and

50 USV Limited |Kalan, Baddi, thg;:ggnl:hong VO trung: vien nen; (29 GMP % g Healthcare
Tehsil Nalagarh, ' = 24881/441 | 5 S |Products
Himachal 5033-0001 Regulatory
Pradesh, District Agency MHRA
Solan, In-173

205, India




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

Dot 6
(Theo cong vin s6 3949/QLD-CL ngay 20/03/2013 ciia Cuc Quan ly dwoc)
A =
L g = g
NHA MAY . , - > O < Z [CO QUAN
STT A < PIA CHI PHAM VI CHU HA IAY >~ <|
CONGBO | : NG NHAN o S CIAYCNIZ 12 Zlcap
Dhirubhai . . ,
. .. |Ambani Life|* Thubc khéng vo tring: Vién nang UK GMP Unlt.eq Kingdom's
Reliance  life| . , A 2 I~ N ut] medicines  and
i . science centre|ctng; vién nén; Thuoc ung thu (Vién| g 41432 Insp| s o
sciences private , s ea . A | I I Healthcare
2 o (DALC)  Thane[nén va vién nang cang: Vién nén|o GMP S P
limited (plant - A L[S o o Products
6) Belapur road|Capecitabine, vién nén Imatinib, vién|G 41432/6618| s ) Reaulator
rabale Navi|nang cing Temozolomide). 812-0001 |~ - g y
Mumbai IN- Agency MHRA
. * Thubc vO tring: Thudc san xudt vo
Schering - -
trung:
Plough - Thuéc déng kho: =
(Ireland) Brinny, onghes .7 2 = = |B6 Y té Ireland
. - Dung dich thudc tiém thé tich nho; . N N . ..
3 Company T/AlInnishannon, Co. 2 me s Z. o 2011-074 (< T (Irish  Medicines
. * Thuoc tiét trung cudi; S = =)
Schering -|Cork, Ireland . RO . o < S Board)
Plough (Brinny) - Dung dich thuoc tiém thé tich nho. — Y
g y * Thudc sinh hoc: cac thuc cong nghé
Company .
sinh hoc
* Thudc vo trung:
+ Thudc san xuét vo trang:
Hameln . L i 2 s 114
. - Dung dich thudc ti€m the tich 16n;
Pharmaceuticals | Dung dich thudc tiém thé tich nho; 9
Hameln Gmbh H*ngdi 0 S DE_NI_02_ g =] Co quan c6 tha
4 Pharmaceutical |Langes Feld 13| N p 'C.A . ‘. o GMP_2012 | % 09 g am
+ Thudc tiét trung cuoi: S L o quyén cua Dirc
s Gmbh 31789  Hameln . % ein 2 |O _0004 N N
- Dung dich thudc tiém thé tich 16n; N N
Lower Saxony . A 2. .
dung dich thuoc tiém thé tich nho.
Germany

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




Zone Industrielle|* Thudc khong vo tring: dang bao ché| 5 - S |French  Health
Unither le Malcourle|ran; thubc dan (h6c mdn va cac hoat g_.J HPF/FR/13 | & Products  Safety
Industries 03800 GANNAT,|chét c6 hoat tinh hoc mén); vién nén S 1/2011 E 5 Agency
France * Thube dugc liu © o~ & |[(AFSSAPS)
Frankland Road UK MIA N o zggfc?nlzéngdogg
Catalent ~ UK|Blagrove Swindon|* Thudc khéng vé tring: Vién nén,|3 14023 Insp| < S
) N e . . L Q N Healthcare
Swindon Zydis|Wiltshire SN5|vién nén dong kho (Zydis) o GMP g N Products
Limited 8RU United|* Thubc sinh hoc: Thuéc mién dich | o 14023/45741 S S
Kingdom 0012 S |§  |Regulatory
Agency MHRA
Via Complutense, 5 = S Spanish  Agency
Frosst lberica,|140, Alcala de|Thudc khong vé trung: Vién nén, vién o ES/014HI/1 | & &  |of Drugs and
S.A Henares  28805|bao S 1 S S Health Products
adrid) - Spain « N
Madrid) - Spai © Q S |(AEMPS
* Thubc vo trung;
+ Thudc san xuat vO tring: Thudc dong
kho (hoc mdn va cac chat cd hoat tinh
hoc mdn); thudc tiém thé tich nho (héc
Vetter  Pharma- ™" V? ch.zit co‘ hoat til.lh hoc mon)
Fertiaun + Thuoc ti¢t trung cudi:
Vetter Pharma- gung - Thudc tiém thé tich nho (h6c mon va| o N 0
. Schutzenstr. 87| ., , . 0] DE_ BW 0 |5 S 2
Fertigung chat c6 hoat tinh hé¢c mon) . N N Co quan tham
und 99-101, P o 1 GMP_20 |5 > e
GmbH & Co. 88212 * Thudc sinh hoc: S 12 0054 o o quyén Duc
KG - Ché pham tir mau: ché pham tir huyét| © - & 8
Ravensburg, .
thanh
Germany

- Thuéc mién dich'

- Thude cdng nghé sinh hoc (h6c mon
va chét c6 hoat tinh hoc mén)'

- San pham c6 ngudn gbc tir nguoi
hodc dong vat.




* Thubc khdng vo tring: Vién nang

40 Boulevard de cing: thube uéng dang long: dang bao| 2 N 9 French National
9 c s c! TH| o o
9 Patheon France Champgret 38300 ché ran; thudc phun mi; vién nén|a HPF/FR/18 S % Drug and Health
Bourgoin Jallieu, (chita hoc mon) S 3/2012 < o Products  Safety
(O] © ™
france * Thuoc sinh hoc: Vién nang cing e - Agency (ANSM)
San pham thudc bot pha tiém Bitazid Gidv chim 9
(Ceftazidime for Injection 1g) nhai GMPg g
+ (Co s6 san xuit: Hikma DE NW O. E ~ 9o
: Lohstrasse 2, D-|Farmaceutica (Portugal, S.A. - Estrada ch O EGIP=IRS P A
Sanavita . 1 GMP_20| o & ;& Co quan tham
10 . 59368 Werne,|do Rio da Mo n. 8, 8A, 8B - Fervenca,| @ S R Ao,
Pharmaceutical S5 12 0001 O o Ao quyén Butc
s GmbH Germany 2705-906 Terrugem SNT - Portugal) 0 Gikv cpp:| & = (E P
+ Co s6 xuidt xudéng: Sanavita o4 gS 01 11' oA R
Pharmaceuticals GmbH ) 6223-0094 ;
* Thudc khdng chira khang sinh, chat
tranh thai, hormon sinh duc va chét
kKim té bao: vién nang ctmg; vién nén;
Co s6 1. Jl.|vién bao. o N < .
- sanpe|mEUST 1/9,* Thubc khang sinh (khong bao gdm|S  |[Pw.01.023|2 = Ej:'ong'ruAgeggé'
11 ' Cimahi, Bandung {khang sinh beta lactam khac va cac dan (;D, 31.10.12.61| S S g
Farrma . £ . , N B — — Food Control,
Indonesia. xuat): Vién nang cuang; Vvién nen; vién| O 72 > > .
S X o — — Indonesia
bao; thudc uong dang 16ng.
* Thudc udng khong chira khang sinh
dang long; vién bao chtra hormon sinh
duc va chét tranh thai; vién nén chtra
* Thudc chira penicillin va dan xuat
(khdng bao gém cac khang sinh
i betalactam khac va dan xudt): vién
Co so 20 J| . = .. o x
Leuwigajah  No. nen; weﬂ:n nang cimg; V|er1 b(?O, hon
12 162 Cimindi, q{Ch kh6 uong; thudc bot vo trung pha
Cimahi bandung-tlem' . x
| * Thuoc chira Cephalosporin va dan
Indonesia.

xuat (khdng bao gém khang sinh beta
lactam khéc va dan xuat): vién nang
cmg; vién bao; hdn dich khd udng;




Co so 3 Ul
Industri Cimareme
No. 8, Kompleks

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

* Thudc khéng sinh (khéng bao gém
beta lactam khéc va dan xudt): thudc
bot v tring pha tiém; thube pha tiém

13 In_dustrl vO tring; thudc tiém truyén; thudc
Cimareme, - £ e LA £
tiém; thuoc nho mat vO trung; thudc
Padalarang, ~ Coa £ Y i A
mo tra mat vO trung; thuoc nho tai vo
Bangdung “ltrang
Indonesia. * Thuée v6 tring khong chira khang
sinh: thuéc md& tra mit; thudc nhil
tuong béo; thudc nhd mit; thude tiém
Poligono .
Indugstrial de . . NS = = Spanish ~ Agency
. . Thudc tiét tring cudi: dung dich thudc| = ES/042HI/1 | & &  |of Drugs and
14  |Biomendi, S.a |Bernedo, sin| . Q B >
Bernedo  01118|0™ thé tich lon. 5 1 o o Health  Products
L — »
(Alava), Spain < o (AEMPS)
* A A \ . H H ]
Agila Opp M, Thu(ic vc; trung. o UK GMP Umtgql Kingdom's
- . . + Thudc san xuat v trung: thuoc dong| a N S medicines  and
Specialties Bilekahalli, A ) 2 i 2 NS 39861 Insp|s S
. . khd; dung dich thudc tiém thé tich nho; ~ ~ Healthcare
15 Private Limited {Bannerghatta A £ Q GMP 3 PN
. bom tiém dong san thudc. 5 o — Products
Sterile Products|Road, Bangalore, SRR Z. S 39861/3457|S F
Division IN-560076. India + Thuoc ti€t trung cuoi: dung dich 482-0001 | o Regulatory
’ thudc tiém thé tich nho. Agency MHRA
No. United Kingdom's
Agila 152/6&154/16  |* Thude vo tring: UK  GMP| < |medicines J and
Specialties Doresanipalya, [+ Thudc san xuét vo tring: Thudc ciy| S 39861 Insp|S S
. . . . , . . = N N Healthcare
16 Private Limited |Bilekahalli, ghép dang ran; thudc bot pha tiém. o GMP = N Products
Beta lactam|Bannerghatta * Thudc khdng vo tring: vién nang a 39861/3457 3 § Regulatory
. A, ) N o
Division Road, Bangalore,|ctng; vién nén. 513-0001 Agency MHRA

In-560076, India




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

* Thuoc vo trung:

UK GMP

United Kingdom's

i i . A . N < ici
Ag”a.l : D_oresanlpglya, + Thudc san xuat v trung: thuoc bot % 39861 Insp|3 S medicines - and
17 Specialties Bilekahalli, Begur Kho pha tiém 5 GMP N N Healthcare
Private Limited {Hobli, P s . 5 S S |Products
*Thuoc khong vo trung: vién nang|q 39861/3457|S F
Cepha Block |Bannerghatta ctng; dang bao ché rin khac; vién nén 551-0001 | < Regulatory
Road, Bangalore, & Gang ’ Agency MHRA
In-560076, India
Krs Gardens, UK GMP United Kingdom's
Suragajkkanahalli, |, Thubc khong vé tring: vién nang|S 20003 Ins s = medicines - and
Strides Arcolab|Kasaba  hobli,| | - g vo frung. vien nang) PIQ &  |Healthcare
18 .. ctng; Vién nang mém; Vién nén; thuoc| @ GMP > N
Limited Anekal Taluk,| . -] o o Products
goi. o 20003/1292 | 5 >
Bangalore South, 2-0004 o o Regulatory
In 562 106, India Agency MHRA
Poligno Industrial|* Thudc vo tring: The Ministry of
Llevant, Can|+ Thubc san xuat vo tring: thudc tiém| q o = Health of
19 Instituto Guasch, 2, 08150|dung dich thé tich nho; thubc dong (% NCF/1204/ | & Goverrnment  of
Grifols, S.A  [Parets del Valles,|kho. 35 001/CAT % o |Catalonia,
(Barcelona) + Thubc tiét trang cubi: thude tiém|w — S  |Barcelona -
SPAIN dung dich thé tich nho. SPAIN
Lindopharm ~ o
. GmbH Thubc khdng vo tring: vién nang cimg; % DE_NW_O |- S 2
20 élrr;i%pharm Neustrabe 82,|vién nén; thudc khong vd tring khac| @ 3 _ GMP_20 g % Cf énq}g?rnc tham
40721  Hilden,|(thudc bot, thube cdm). = 12 0022 |3 S |
N
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Dr. Willmar

Schwabe GmbH
& Co. KG
Willmar | Thude khéng vo triing: vién nang cimg;
. Schwabe - Strabe| N - \ z
Dr. Willmar . |thuéc dung ngoai dang 16ng; thuoc|a N 3
4, gemab den mit| \ A o S DE BV 01|35 S 2
Schwabe . uong dang long; dang bao ché ran khac N N Co quan tham
21 Schreiben vom 7O R . o _GMP_201 | & S N
GmbH & Co. (thudc bot, thudc com, globuli (pellet| 5 o - quyén Butc
22.7.2009, , PO A - 0 2 0017 = S
KG chtra hoat chat vi lugng dong can)); - o ~
vorgelegten Vien nén
Planen, 76227 ’
Karlsruhe, Baden ;
Wurttemberg -
Germany
Facta V. Laurertina) G eporin: dang b chi| & =B
. |km 24, 730 |\¢hue LEPNAlOsPOMIN, dang BA0 CACl S o7 1 |&  |italian Medicines
22 Farmaceutici ._|ran khac ( thudc bot, thuéc com chira| @ S P~
00040 Pomezia R 2/H/2012 | = o Agency AIFA
SP.A (RM), Ital beta lactam, cephalosporin); vién nén| S =
ey (chtta Cephalosporin). < <
* J4 A A A A A L0 i
. |Estermannstrabe Thu?c khong vo trung: thuoc uong % INS- o = Aust.rlz.m
Fresenius Kabi . _ |dang long. N N Medicines  and
23 . 17 - 4020 Lingz, . L Z , o 480019- ~ S . .
Austria GmbH Austria * San xuat cac chat khac: lactulose;| 5 0011-011 S o Medical Devices
hydroxyethylstarch; sinistrin. L — & |Agency (AGES)
R.P. Scherer . R A o 3
A . At <
R o Ganmeipaer D0 00000 0 Vi e og e (13|
24 GmbH & Co.|Str. 2, 69412 ran khzc (%/iéﬁ ngan g%t tmf trang va ? L GMP_20 % g u éanfxc
KG Eberbach, - gdattwe g vals 112 0047 |8 |S [TV
am dao). N -
Germany
Unit 1X, Plot. No
L1309, S-103, - <
o — —
. M61, M62, M3 |, & tiét tring cudi: dung dich thudc| = DK V| & |Danish Medicines
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Estate 403722 ' 2 R = gency
N —
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168 MIDC, National Agency
Samrudh Tarapur, Boisar, L, LA f oz la 3 3 -
Pharmaceutical [Distric Thane - Th}loc San xuat ¢VO trL{ng. ﬂ}uoc Y = 025/2011/R | & Q For Medlc_lne
26 ghép va dang ran chtra khang sinh|Q PN S And Medical
s Pvt. Ltd. -401 508, cephalosporin = © S S |Devices -
Unit I Maharashtra ~ -|CePnaiosporin. L Q 3 :
) Romania
India
* A A~
Plot No.9, 10&15,| [hudevotrung .
.|+ Thuoc san xuat v0 trung: dung dich . . ,
Indore Special|, ;... o \ United Kingdom's
. thuoc tiém thé tich nhd. UK GMP .
Economic  Zone, AR £ . la N S Medicines  and
+ Thuoc ti¢t trung cuodi: dung dich|s 14694. Insp| 5 S
. Phase . - . X1 1. ) N N Healthcare
27 Cipla Ltd . . .. |thuoc tiém thé tich 16n. o GMP: P~ S
Pithampur, Distric 2 - A s -] o o products
* Thuoc khong vo trung: vién nang|g 14694/2635| 5 ~
Dhar, — Madhyal . . thuéc uéng dang long; dang bao 7780001 |= |7 |Regulatory
Pradesh, In-454 ne, . g dans g ang b _ Agency MHRA
. ché ran kh&c; thuoc phun mu; vién nén;
775, India e
thuoc xit mai.
167 Mahatma UK GMP|, | L":S'tﬁ':;z and
Alkem Gandhi  Udyog|. < ‘i a an s 19564. Insp| S =
. Thuoc khdng vo trung: vién nang clrng; N N products
28 Laboratories  |Nagar,  Dhabel,| .. £y X1 % Q GMP = S
vién nén; thudc bot pha hon dich uong. | 5 o = Regulatory
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210 - India 12366-0008|° |~ gency !
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Istituto
Biochimico
Italiano
Giovanni
Lorenzini S.P.A

Via Fossignano 2 ;
04011 Aprilia
(LT), ltaly

* Thube vo trung;

+ Thudc san xuét vo tring: thubc dong
kh6 (khang sinh penicillin, hormon va
cac chat c6 hoat tinh hormon khéng
bao gdm hormon corticosteroid hoic
hormon sinh duc); dung dich thudc
tiém thé tich nho (chira hormon va céc
chat c¢d hoat tinh hormon khéng bao
gdbm hormon  corticosteroid  hoic
hormon sinh duc); thudc bot (khang
sinh penicillin).

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

* Thubc khdng vo tring: vién nang
cing; thuéc udng dang long (chura
hormon khong la hormon
corticosteroid hoac hormon sinh duc);
dang bao ché rin (thudc bot, thude
cdm); dang bao ché béan rin; vién nén

EU-GMP

IT/104-
3/H/2012

30/03/2012

29/04/2014

Italian Medicines
Agency (AIFA)

30

Labesfal
Laboratorios
Almiro, S.A

Zona Industrial do

“|Lagedo, Santiago

de Besteiros, 3465/
157, Portugal

* Thudc vo trung:

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

* Thudc khong vo tring: vién nang
cimg; thubc dung ngoai dang long;
thudc udng dang long; dang bao ché
ban rin; vién nén; thudc khac (thuéc

EU-GMP

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

14/02/2012

14/12/2014

National
Authority of
Medicines  and
Health Products,
I.P, Portugal
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Fresenius Kabi Rapsgatan 7, Thuoc .VO trqu' .tfluoc ;tle,t trupg cuol = 24:2011/55 | & Q Medical Products
31 AB Uppsala, 75174,|dung dich thudc tiém thé tich 16n; dung| @ 108 S F Agency. Sweden
Sweden dich thudc tiém thé tich nho. > 3 S gency.
N N
1 , — <
Fresenius Kabi|Freseniusstrabe 1,|* Thudc tiét tring cudi: dung dich|< DE-RPDA- | S a B
. A . = N N Co quan tham
32 Deutschland 61169 Friedberg,|thuoc tiém thé tich 16n; dung dich|© 111-B-210- | & S 3 Dire
GmbH Germany thudc tiém thé tich nho. - 4-0 2 g |
L — —
sanofi 30-36. avenue a N French Health
. _ 2 o
33 Winthrop Gustave  Eiffel,|Xatral Lp (Xatral XL 10mg prolonged o 12/12/0520 g < Products  Safety
Industrie 37100 Tours, [release tablet 5 o z Agency
France L Q (AFSSAPS)
56 route  de
! N
Sanofi Choisy au Bac, = = French — Health
: . . = & <« |Products Safety
34 Winthrop 60205 Vién nén bao phim Orelox 100mg o 12/12/0518 | & 3 Adenc
Industrie Compiegne, 2 3 gency
France N (AFSSAPS)
1-3 Allee de la a N French Health
Unither Liquid|Neste, Zi D'en|.. . = Q < Products  Safety
’ (©) =~ —
35 Manufacturing |Sigal, 31770 Siro Depakine 57,64 mg/ml s 12/12/0521 g S Agency
Colomiers, France L Q (AFSSAPS)
*Thudc vo tring;
- Thubc san xuat vo tring: Thudc dong
khod chta chat doc té bao Thudc tiém N o
. _ 2 .r 5 , A A A 1.2 o — —
Actavis  Italy Via Passteur, 10-\thé tich nho chtra chat doctebao |5 IT/251- Q & |ltalian Medicines
37 Spa 20014  Nerviano|- Thuoc tiét trung cuoi: Thuoc tiém the| @ 2/H/2012 S B Agency AIEA
P (M1) Italia tich nho chira chit doc té bao, héc mén| 2 SIS gency
o —

sinh duc.
* Thubc khong vo trung: Thudc ubng
dang long chira h6c moén sinh duc




*Thudc vo tring:

-Thudc san xuét vo trang: Dung dich
thudc tiém thé tich 16n; dung dich
thudc tiém thé tich nho.

-Thubc tiét trong cudi: Dung dich| ~ o |State
Joint Stock|74, Frunze Str.,|thudc tiém thé tich 16n; dung dich(ED 022/2012/S § § Administration of
38  [Company Kyiv, 04080, |thudc tiém thé tich nho. yd AUMP/GM | & S |Ukraine on
FARMAK Ukraine *Thude khong vo trung: Vién nang Q P 8 g Medicinal
cing; thubc udng dang long; thude|™ e i Products
dung ngoai dang long; vién nén (chtra
hoc mdn); cac dang thude ran phan lidu
k héc. Thubc sinh hoc: thudc cdng
nghé sinh hoc (thuéc mién dich).
. . . . State
X N A N . A o N <
ABDI Sanayi Mahalles! Tpuoc kh?ng 2/0 trung: Y|en narAIg S 001/2012/5 | S = Administration of
IBRAHIM llac|Tunc Caddesi|ctmg; thudc uong dang 1ong; thudc|O N N .
39 . . - - o | AUMP/GM | F S Ukraine on
Sanayi ve|No.3, Esenvurt/[dung ngoai dang long; vién nén; thuoc|-< o — . .
Ticaret A.S Istanbul, Turkey |dang ban rin 2 P S i |Medicinal
. , y |dang : o -~ " |products
*Thudc vo trung
- Thudc pha ché vo trung: Dung dich
Zone industrielle thu(fc Hem t;he, “Ch,l(m; dung dich Agence francaise
20, route  des| U0 tiém thé tich nho. = = = |de securite
. o - Thubc tiét tring cudi: Dung dich|= HPF/FR/15 | & & -
40 Pfizer PGM industries, 37530, : ... PR ) NS o) PN sanitaire des
. thuoc tiém thé tich 16n; dung dich| 5 8/2011 S o .
Poce sur Cisse, thude tiem thé tich nhé o S S produits de sante
France : ° ~  |(AFSSAPS)

* Thudc khdng vo trang: thudc vién
nang cung; dang bao ché ran; vién nén
(chtra hoat chat c6 hoat tinh hoc mon).




*Thudc vo tring:
- Thudc san xuat vo trung: Dung dich
thuoc tiém thé tich nho.

French National

52 rue Marcel et L inr aun % . la N 9
- Th tiét trun : dun h S S
. Jacques Gaucher| , uoc e Lig ouot d,u J dl? = HPF/FR/20 | & Q Ager_mcy for
41 Cenexi thuoc tiém thé tich nhé (chua|OQ S F Medicines  and
94120 Fontenay sulfonamides) = 072012 3 S Health Products
sous Bois, France . - e L t <
*Thude khéng vO trung: vién nang Safety (ANSM)
cimg;thudc udng dang long (chira
sulfonamides); thudc dat; vién nén
Desa
Sanggranhan, a ~ <« .
Kec.Grogol, Thudc ubng dang long khdng chira (29 PW.0L.023| & S fl\cl)?tlonglru Agegr(l:é/
42 |PT. Konimex |Kab.Sukoharjo, |, —o¢ uone dang long Khong ' 31.11.12.67|S S ;
khang sinh. @ - - Food Control -
Surakarta, Jawa O 00 = = Indonesia
Tengah - o N N
Indonesia
11, Dewan, Udyog — <« .
. A National Agency
o — —
Bliss GVS|Nagar, - Aliyali o e = 024/2011/R | & & [for Medicines and
43 Pharma Ltd. -[Palghar, Thudc khong vo trung: vién dat o N S . i
. 5 o) — — Medical Devices
Unit Il Maharashtra, 401 o S PN Romania
404 India N o
A-28/1_ MIDC T_l}uoc ,khon_q vO t,rung: vién nang cu’nAg; % o - Therapeutiic
Industrial Area|Vvién nén; vién nén bao tan trong rudt; 3 MI-2011- |3 S Goods
45 Lupin Ltd. Chikalthana vién nén bao phim; vién nén giai phong| ., CE-04426- | % L
i e ps L o o Administration -
Aurangabad thay doi; vién nang giai phong thay| O 3 ) ) Australia
431210, India  |ddi; thubc dang long. o N i
*Thudc vo tring;
I T i 2 [z e sy
Branquart 80|, , A ’ 8= BE/2011/04| & & |for Medicines and
46 Baxter SA . kho. O S B
Lessines, B-7860,| Thude tiet trang cudi: dung dichl 2 0 = o Health Product of
Belgium ' g - QUG- et N S |Belgium

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




Unique o N o Australian
Pharmaceutical I2nlc?usztlr?al ilr[;g (29 MI-2011- § § Therapeutic
47  |Labs (Div of JB ) ' Thudc khong v tring: thude vién nén | CE-00010- | & > |Goods
. Panoli 394 116, = =) o . .
Chemicals “|Guiarat. India &) 3 5 = Administration
Pharm) Jarat = - N |(TeA)
Unique Plot No.4, Phase State
: A A LN A ea N £l o i~ o
Pharmac_eutlcal 1V, _ G.1.D.C|Thuoc vp trung.AThg?c t1¢txtru,ng cu,01. S 041/2012/S | S = Administration of
48 Labs (Div of JB|Industrial Estate,|Dung dich thuoc tiém thé tich 16n;| O AUMP/GM | & N Ukraine on
Chemicals  &|City: Panoli 394|dung dich thudc tiém thé tich nho|L S 2 .
. i , O P B = Medicinal
Pharmaceutical |116, Dist:[(dong 10). o o — Products
s Ltd) Bharuch, India
Verna Industrial
Estate, 403722 o = =
50 |ciola Ltd Salcette,  Goa,|Thudc VO triing: Thuée tiét tring cudi:| = DK HIK &  |Danish Medicines
P India (Unit V, Plot|dung dich thudc tiém thé tich nho. 35 00015411 | S |Agency
No. $103-S105 va L < =
S108-S110
*Thudc vo tring:
Plot No. 9, 10, 15|-Thudc san xuat vo tring: dung dich
Indore  Special|thudc tiém thé tich nho. (Ghi chu: United Kingdom's
. R Lo . L aia UK GMP .
Economic Zone,|khdng dat doi vdéi thuoc tiém duoc|a = S medicines and
L s A s 14694 Insp| o S
. Phase I1,|dong san trong bom tiém). ~ ~ Healthcare
51 Cipla Ltd. : - 2 ens e £ . |9 GMP - —
Pithampur District|-Thuoc tiét trung cuoi: dung dich thuoc| 5 o o Products
A Rt o 14694/2635| 5 =
Dhar, Madhya|tiém thé tich lon. 278-0001 |~ — Regulatory
Pradesh, In-|*Thudéc khong vo trung: thudc vién Agency MHRA
454775, India nang ctmg; thudc udng dang long; dang
bao ché ran; thudc phun ml; vién nén,
Unit 1 Plot No. L- UK GMP United Kingdom's
139 S-103, M-62,|* Thudc vo tring: o 14694 Inspl S,  |medicines  and
Cipla Ltd. (Unit{Verna Industrial| Dung dich Nebulising = PIQ &  |Healthcare
52 2 R TSP GMP @D =
) Estate, Verna,|* Thuoc khong vo trung: thudc udng| - o - Products
\ PO ! 14694/1464 | < F
Goa, In-403 722,|dang 16ng; thuoc xit mili. 31-0006 | ° N Regulatory

India

Agency MHRA




Unit IV, Plot No.

United Kingdom's

L-139 S-103, M- £ . A , a UK GMP N S medicines and
Cipla Ltd. (Unit|62 Verna Thuoc khong vo trung: vién nang ctng;| S 14694 Insp| 5 S Healthcare
53 pia L. - vién nén: bot kho dé hit; vien nén siil©@  |GMP S I8
V) Industrial ~Estate, -) o o Products
Verna, Goa, In-|°%" L 1469411071 i S |Regulatory
403 722, India 930-0006 Agency MHRA
A-33 and A-42
MIDC, o MI-2010- = S Therapeutic
. L Patalganga, *Thudc khong vo trung: vién nén. = Q Q Goods
. A - - S o~
55 |CiplaLimited . it Raigad,|*Nguyén liéu: tong hop héa hoc. 35 gE 01294 S & |Administration,
Maharashtra, In- L N &Q  |Australia
410 220, India
Unit 1X, Plot No.
L139, S-103, M- — <
- - r r r D- H H
. 61, M-62, M-63. |, s vo tring: Thudc tiét tring cudi:| = DK V| &  |Danish Medicines
56 Cipla Ltd Verna Industrial . £ i 2., ; Q S o)
Estate 403722 dung dich thuoc tiém thé tich nho. a 00017011 S g Agency
Salcette, Goa, N -
India
Agency for
, — < ici
Krka,_ tovarna Smarjeska cesta 6,| Thudc khéng vo trung: vién nang ctng; % P P Medicinal
zdravil,  d.d,, A ) R A s ) 450- I I Products and
57 Novo mesto, |vién nén; thuoc khong vo trung khac| © N Irs) . .
Novo  mesto, 8501, Slovenia  |(thude cém: pellet) 5 30/2011-5 | o Medical Devices
Slovenia ’ > petiet). L N &  |of the Republic of
Slovenia
* Thudc vO trung: thudc san xudt vo
Octapharma trang: dung dich thudc tiém thé tich| o INS- N S, |Austrian
- Pharmazeutika (2)9?563 rlalale(;gtre\l/t\)/eien 16n; dung dich thudc tiém thé tich nho.; (% 480018- |& & Medicines &
Produktions | ¢ 'thudc dong kho. 5 0025-001 |3 S [Medical Devices
GmbH * Thubc sinh hoc: ché pham tir mau. | & (20/20) Q &  |Agency (AGES)

* Thudc khac: san xudt nguyén liéu




Thudc khong vé tring: vién nang cing;

C/ Maximo|thuéc udng dang long (bao gdm ca|a N 9 Spanish  Agency
gg |Faes  Farma|Aguirre, 14,|thudc chtra hormon va chét cé hoat tinh ?D ES/143HI/1| & & |of Drugs ang
S.A Lejona 48940|hormon); dang bao ché ran khéc (thudc| = 2 = &  |Health Products
(Vizcaya), Spain  [cém, vién nén bao phim c6 duong);| 3 S [(AEMPS)
vién nén (hormon va chét c6 hoat tinh
Agency for
Ulica Rada £ - N s Ja N S Medicinal
Krka, d.d.,|Pusenjaka 10, TLhuoc kh(?ng Vo trung: da}n g bao Cl,le = 450-1/2012-| & &  |Products and
60 . ran  khac; vién nén  (chua|Q S > . .
Novo mesto Ljutomer, 9240, Suphonamide) 5 2 o o Medical Devices
Slovenia P ' L 3 & |of the Republic of
Slovenia
* Thubc v6 trung;
+ Thudc san xuét v tring: dung dich
thudc tiém thé tich 16n; thubc dong|a N s,
Elersvagen 40\, 1 5. dung dich thubc tiem thé tich nho. | = |24:2012/50 | & &  [Medical Products
61 Octapharma AB|Stockholm, PN Z. Q@ 3 >
11275 Swenden + Thuoc ti¢t tring cuoi: dung dich| 5 7181 S o Agency, Sweden
! thudc tiém thé tich nho. L & S
* Thudc sinh hoc: ché pham tir mau:
huyét twong va yéu to VIII.
* Thudc vo trung: National Institute
. + Thudc san xuat vo tring: dung dich ~ o |for Quality and
Egis 1Bfé<enyff)ld| 12?’ thudc tiém thé tich nho. = OGY1/3401 § § Organization
63 |Pharmaceutical |5\ o Jree |t Thudc tiét trang cubi: dung dich| O so0012 | S |Development in
sPLC Hun gr ’ 'thudc tiém thé tich nho. 2 =, S |Healthcare and
gary * Thudc sinh hoc: thubc cdng nghé i ' |Medicines,
sinh hoc Biosimilar. Hungary
*Thude khdng vo trung: thudc ding ][\(I)?UOSEL”I: sU;untg
Eqis Matyas Kkiraly u ngoai dang 16ng; thuoc uong dang long;| o = 2 Or anizatio);
g . y y u dang bao ché dang rin; thuéc phun mu = OGYI/3401 | & Q g .
64 Pharmaceutical [65., Kormend,| = . X . 2o |9 N P Development in
SPLC 9900. Hunaar (chua khang sinh) va thuoc bot hit;| 5 8-10/2012 | < o Healthcare  and
’ gary dang bao ché bén rin; thudc dan; vién| Y 3 3

nén (chat doc té bao/chit kim té bao).

Medicines,
Hungary




S.R. 148 Pontina
KM 52, SNC -

. . N <
Campoverde  Di|* Thuoc khoéng vo trung: thuoc ding % IT/218- § § ltalian Medicines
66 Abbot S.R.L  |Aprilia (loc|ngoai dang 16ng; thudc ubng dang long;| @ 38/H/2012 > > Agency AIEA
Aprilia) - 04011|thudc cdm; vién nén. a % % gency
Apprilia (LT),
Italia
2, Michael[San xudt thudc chira khang sinh
Medochemie [Erakleous Street,|cephalosporin. o S = .
63 Ltd (Factory C-|Agios Athanassios|* Thudc san xuét vo tring: thubec bot (29 MED04/20 | & & gzs&:z:sce:/luii?ltr
Cephalosporine |Industrial ~ Area,|pha dung dich tiém truyén. 5 12/001 S = of Health. C rusy
S) Limassol, 4101,|* Thuéc khéng vé trang: vién nang| = S e
Cyprus. cung; vién nén.
1 p — <
Meditop 2097 * Thuoc khéng vO trung: thudc bot; % 0GY1/1448 § § National Institute
69  |Pharmaceutical |Pilisborosjeno,  |thudc cdm; vién nén; vién nén bao|® 622011 |2 S |of Pharmacy,
Ltd Ady u.l., Hungary [phim va bao duong; vién nang. a % % Hungary
H.U MAN * Thubc vé trung;
BioPlazma Tancsics M.ut|+ Thudc san xudt v tring: dung dich| S = = National Institute
Manufacturing ' 0 uat vo trung. dung dich) > OGYI/3482 | & <
70 and Tradin 82/A,  Godollo,|thudc tiém thé tich 16n; thudc doéng| Q@ 4-5/2011 N S of Pharmacy,
o 912100, Hungary  |kho; dung dich thuéc tiém thé tich nho. | T S S [Hungary
Limited I LA, o =
Company * Thuoc sinh hoc: ché pham tir mau.
* A, Ay ooa alN .
_ Via Padre G. TPuoE san xxu’at vo vtrung. dung dich N ~ o
Piam . thudc tiém thé tich nho. S o o . ..
71 Farmaceutici semeria, S -, Thudc khéng vo tring: vién nang| O IT/57- S 3 ltalian Medicines
16100  Genova| | nong g Y3 |yHeoz |8 S |Agency (AIFA)
S.P.A cing; thuoc udng dang long; thuoc|) = I
(GE), ltaly o o

com; vién nén.




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

— <
. . P ' A A AN . =A o — —
N Via Cacciamali, ’Thuoc !(hong vo '_tru.ng. vLen nzzmg = IT/314- S S ltalian Medicines
72 MitimS.R.L |34 - 38-25125|cung (chua penicillin); thudc uong|Q 14/H/2011 PN S Agency (AIFA)
Brescia (BS), Italy|dang 1ong; dang bao ché ran khac|3) = S gency
(thudc bot, thude cém chira penicillin); e e
dang bao ché béan rin; vién nén (chira
* Thudc khéng vo tring: vién nang
Recordati cimg; thudc ding ngodi dang long . <
. . .. . _ - - . A A o — i
Ind_us'Frla Via C|V|taI|,_1 (hormor1 corticosteroid); tl_luoc l:long. = IT/247- S S ltalian Medicines
73 Chimica E[20148 Milano[dang 1éng (hormon corticosteriod);| @ 5/14/2011 S = Agency (AIFA)
Farmaceutica |(MI), ltaly dang bao ché ran khéac( thudc bot,| 7 3 S gency
S.P.A thudc cém, lozenges); dang bao ché e e
ban ran (hormon corticosteriod); vién
Ctra. De -
LDP -|Barcelona, 135-B,|Thuodc san xuat v triing: thuoc bot pha % S S Ministry of
. L , , . . NCF/1205/ | & N Health of
74 Laboratorios  |08290 Cerdanyola|tiém (chia khang sinh nhom beta| @ = >
-] 002/CAT (S o Government  of
Torlan SA Del Valles|lactam). o > 5 . .
. — o Catalonia - Spain
(Barcelona), Spain
* Thudc khéng vo tring: vién nang
. |ctmg; thubc ding ngoai dang long;|a N ot} French National
75 Biocodex éasi\;fnue 6B(!)glosg thudc udng dang léng; dang bao ché (% HPF/FR/10 8 8 Drug and Health
Beauvais. france | o khac: dang bao ché ban ran. 5 7/2012 S S |Products  Safety
’ * Thubc sinh hoc: Saccharomyces|“ & & |Agency (ANSM)

Boulardii yeast.




76

Ferrer
Internacional,
SA

c/. Joan Buscalla,
1-9, 08173 Sant
Cugat Del Valles
(Barcelona), Spain

* Thube vé trung:

+ Thudc san xuat v tring: thude tiém
thé tich nho (thube dong kho).

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

* Thudc khong vé tring: vién nang
cing; Vién nén; vién nén bao phim;
vién nén giai phong kéo dai; thudc bot
ubng; thudc ubng dang long; thudc
ding ngoai dang long; dang bao ché
ban rin; thudc dan; thude phun mu.

EU-GMP

NCF/1123/
001/CAT

26/03/2011

01/02/2014

Ministry of
Health of
Government  of
Catalonia - Spain




*Thudc khdng v trung: vién nang

21 rue dufcing (bao gdm ca thudc chta|a e S French Health
8 |Sophartex Pressoir,  28500|penicillin); thudc udng dang long; dang (29 HPF/FR/14 | & &  |Products  Safety
P Vernouillet, bado ché ran khac (bao gém ca thudc| = 3/2011 S S |Agency
France chua penicillin); vién nén (bao gom ca| b Q  |(AFSSAPS)
thudc chira penicillin).
* Thube vo tring: itg:ﬁinistration of
108, + Thubc tiét tring cudi: dung dich|Z o) ) )
: PR VR .= 053/2012/S | S S |Ukraine on
Yuria-Pharm, |Verbovetskogo thuoc tiém thé tich 16n; dung dich{O ~ ~ .
79 L n 2. \ b AUMP/GM | 5 N Medicinal
Ltd Str, Cherkassy, |thuoc tiém thé tich nhé. S P o o Products
Ukraine, 18030  |* Thubc khéng vé tring: thudc udng|z 3 3
dang léng (SAUMP) )
: ' Ukraine
* Thudc vo tring:
+ Thudc san xuat vo tring: thuéc dong
Mibe GmbH |[kho; dung dich thudc tiém thé tich nho.
Arzneimittel + Thudc tiét trang cudi: dung dich
Munchener Strape|thudc tiém thé tich nho. a DE ST o1 |2 =
20 Mibe  GmbH|15, GemaB den|* Thudc khdng vo tring: vién nang (% GNP 201 & & |Co quan thim
Arzneimittel  |Lageplanen Nr.1|ctng; thudc ding ngoai dang long;|- 1 0013 p & |quyén Duc
und 2, 06796[thudc uong dang long; dang bao ché| - RY S
Brehna, Saxony-|ran khac; dang bao ché ban ran; vién

Anhalt, Germany

nén (hormon va chat c6 hoat tinh
hormon); thubc khong vo tring khac
(thudc bot hit, thude bot dung ngoai,




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

Dot 7
(Theo cong van 4766/QLD-CL ngay 03/4/2013 ciia Cuc Quan ly dugc)
3 & » | 2
NHA MAY . , ] S Gls z A~z £|co QUAN
A < s p
STT CONG BO PIA CHI PHAM VI CHUNG NHAN 8 % GIAY CN % 5 % ; CAP
< = =
* Pia chi: Kvarnbergagatan 12| N 3 .
SE-15185 (Turbuhaler) Sodertalje, 15185 Sweden | = 24:2012/51 | & g |Medical Products
1 AstraZeneca AB|Sodertalje, z N RS o 1) PN Agency of
Thuoc khong vo trung: thuoc bot hit da| 5 3536 o —
Sweden N S rs) Sweden
licu L ~ —
* bia chi: Gartunavagen ~ o
(Nexium/Losec) Sodertalje, 15185 % _ b s Medical Products
Sweden 5 24:2012/52 | & I A ;
Thuoc khong vo tring:vién nang cimg;| 2 2 S |Sweden
thuoc dang ran phan liéu khac; vién N -
* DPia chi: Kvarnbergagatan 12 (Blow
Fill Seal) Sodertalje, 15185 Sweden:
*Thudc v tring: N <«
+ Thude san xuét Vo tring: dung dich| S 24:2012/51 =) S [Medical Products
3 thudc tiém thé tich nho (6ng tiém|O ' S S |Agency of
. ' 3533 o o
plastic). 2 S S |Sweden
+ Thubc tiét tring cudi: dung dich o -
thudc tiém thé tich nho (6ng tiém
plastic).
* DPia chi: Kvarnbergagatan 12 (Freeze
Dried and Pumpspray) Sodertalje,
15185 Sweden N o
*Thubc vo trung: = _ = S  |Medical Products
4 + Thudc san xuat vo tring: thuc dong| O 24:2012/52 % S Agenc of
kho 2 = S |Sweden
' H N &

+ Thubc tiét trang cudi: dung dich
thudc tiém thé tich nho.
*Thude khong vo trung:thudc ding




* bia chi: Gartunavagen

: N Lo
(Multipurpose),  Sodertalje, 15185, % 24:2012/51 § § Medical Products
5 Sweden o . = 5 Agency of
* Thudc khdng voO tring: vién nén;| ) 1586 % g Sweden
thudc khéac (thudc cém, pellet). < «
* Pja chi: Gartunavagen , Sodertalje,| < % 5 Medical Products
6 151é5 Sweden | | QED 24:2012/52 | & S Agenc of
o < |2362 5 |3 gency
* Pong goi 0 N 3 Sweden
o —
R.P Scherer
R.P.  Scherer|Gammelsbacher |* Thudc khéng vé trung: vién nang|a DE BW 0 = S
8 GmbH & Co.|Str.2, 69412,|mém; thubc udng dang 1ong; thube rin (29 1 C;MP _20 8 8 Co quan tham
KG GmbH +|Eberbach, Baden-|phan liéu khac (vién nang dit hau|- 11 o114 = & |quyén Buc
Co. KG Wurttemberg, mon, vién nang dat duong am dao. L - a N
Germany
* Thudc v trung;
+ X ” X A N . N
or.  Gertarrurstutser % Tbe s kw8 1 e o ‘W
0 |[Mamn Damm  165-173, .\ gda z 2012/01/ma | & & |Co quan thim
Chem.-pharm. |13581 Berlin, L oea A | nn 3 S |quyén Puc
. * Thuoc khong vo tring: thudc dung| g S S
Fabrik GmbH [Germany - ) L x \ ~N ™
ngoai dang long; thuoc uong dang léng;
dang bao ché rin khac; dang bao ché
Derby Road|* Thubc khong v tring: vién nang UK MIA 68 ~ <« Umtgql Kingdom's
Loughborough cung; thudc ding ngoai dang long;|< Insp b b medicines and
3M Health Care|, . > £z . £ > = GMP/GDP/ | & N Healthcare
11 .. Leicestershire, thuoc uong dang long; thuoc phun mu;| Q ) S
Limited . X AT IMP S - Products
Lell 5SF, United|dang bao ché ban ran; vién nén; thuoc| g N =
Kinadom bt va thude cbm 68/17386- |o o Regulatory
g ‘ . ' 0021 Agency MHRA
) * Thudc vé trung; ~ <
. Z(.)ne. Industrielle| . Thuéc san xuat vo tring: dung dich % = = French Health
12 Labora_t0|re Ripotier Hapt, | ihuée tiem thé tich nhé. o HPF/FR/48/ S S Products  Safety
Chauvin 07200  Aubenas,|; Thuée tist tring cubi: dung dich|2 2012 g g Agency
France L N S |(AFSSAPS)

thudc tiém thé tich nho; thube cdy ghép




. San pham: Advance Eye Relief Eye|S o) 5055 |5 = |united  States
Bausch&Lomb, |Green Ville, SC|Dry Rejuvenation Lubricant Eye Drops| ® N N
13 . O 2012-03- (& N Food and Drug
Incorporated  |29615, USA (Sterile) Py VN o o Administration
Tén tai Viét Nam: Moisture Eye Drops | D N N
* Thubc v trung;
Merck KGaA + Thubc san xudt vo tring: dung dich
Frankfurter Strape|thudc tiém thé tich 1én; dung dich
250, A18, A31,|thudc tiém thé tich nho (hormon va
A32, D3, D9 |chit cd hoat tinh hormon); thudc nho
D11, D12, D15,|mat.
D24, D25, 111,|+ Thudc tiét trang cudi: dung dich
N78, N79, N8O, thuécti’émthétichr}hé.‘ 3 a DE HE 01 | S g v
14 Merck KGaA N90, PH5, PH16, *’Thuoc A’khorlg vO trung. V|e_r1 nar]g o GMP_201 s s Co . qua’n tham
PH23, PH25,|cting; thudc udng (’1ang long; vién nenf 5 > 0070 < < quyén Duc
PH26, PH28,|(hormon va céc chit c6 hoat tinh bang| Y - 3 S
PH33, PH50,(hormon).
PH51, PH52,[* Thubc sinh hoc: thuéc mién dich
PH80, V40, V41,|(protein/ADN téi t6 hop, vaccin chéng
V42,V66, V67  |khéi u); thudc cdng nghé sinh hoc
64293 Darmstadt, |(protein/ADN tai to hop).
Germany * Hoat chit ¢ ngudn gbc tir dong vat;
duoc chat/ ta duoc.
* Thudc vo trung:
+ Thudc san xuét vo tring: thubc dong
Molenstraat 110, [kho; dung dich thudc tiém thé tich nhé.
Merck Sharp &|5342 CC 0OSS.|+ Thubc tiét trung cudi: dung dich|q - =
Dohme The Netherlands/ |thudc tiém thé tich nho; thudc cdy ghép| = NL/H Q S |Health care
15 . . . 2 Q N S inspectorate, The
Tén phép ly:|Kloosterstraat 6, dz_mgrap. 5 11/0008 o o Netherlands
N.V. Organon |5349 AB Oss, The|+ Thudc khéng vo trung: vién nén|Y S Q

Netherlands.

(hormon va chét c6 hoat tinh hormon);
vong ddt am dao.
* Thuoc sinh hoc: thudc cdng nghé




* Thubc khdng vo tring (khong chira

L S N 1 |Therapeutic
: . |138-42 Wharf Rd,|penicillin, cephalosporin,| = 3 S
. . : . O -
16 Pfizer Australia West Ryde NSW/|antineoplastic, steroid): dang bao chef MI_2012 % % GOOd.S. .
Pty, Ltd . Lz Lz A 1A PO B L1-09684-1 | < o Administration,
2114, Australia  |ban ran; thudc ran phan liéu; thuoc bot| O ) > .
] L o0 = S Australia
va thudc com.
o ™ Lo
_ _ — — H
C.B. Fleet|Lynchburg, VA|.. : % 02-0001- 12 g  |United States
17 Sam pham: Fleet Enema O 2013-04- PN PN Food and Drug
Company, Inc |24502, USA & o o - .
) VN o o Administration
) o o
* Thude vé trung;
. + Thudc dong khd (h6c mdn va céc
\I\;I: nofie 153:3;:5 chét c6 hoat tinh hdc mén: khdng bao ~ <
g ‘lgdm hdéc mén corticosteroid); dung % S S : -
Merck Serono|Frazione Zone|~. L ia 2 g0 A IT/178- N N Italian Medicines
18 . dich thudc tiém thé tich nhé (hdéc mon| © S >
Sp.A Industriale) -l . - 8/H/2012 (oS o Agency AIFA
70026 Moduano sinh duc; Cytokine). o > >
talia 9O+ Thube tist trung cong doan cubi - N
cung: dung dich thudc tiém thé tich
nho.
Ajinomoto 6-8, Hachiman, % ™ 2! Ministry of
. " o S S Health,  Labour
19 Pharmaceutical \Kawajima, Hiki- San pham: Morihepamin; Neoami Q 4558 S S and Welfare
s Co., Ltd|gun Saitama, |21 Pham: Moriepamin, Jeoamiyt. - o 4557 S S ¢
Saitama Plant  [Japan g 3 % |dovemment o
i Japan
Sos.  Alexandrieil, £ o A
nr. 145 A, ughu?[; Ifhor;%nvo ntrlégig. d:fn 1”,1”9 a = e National Agency
oo  |S:C- Laropharm|Comuna :huégc; uéﬁocdan gl()ng- dane t{)%éoochgé (ED 003/2011/R | & &  |for Medicines and
SR.L, Bragadiru, Jud.| . " . %vié;n gnén gl;ao. ghim vienl 2 0 S o [Medical Devices
lIfov, cod 077025,|: " 1en fien bgo pmm, L ® S |Romania
Romania bao); dang bao ché ban ran; vién nén.
* Thude vé trung;
Ilzle:rljien Alexag(;fg + Thudc san xuat vo trung: dung dich|a ) L |French National
,, |Laboratoire Sciemh?i’ Ue Tony|thuoe tiém thé tich nho. =z HPF/FR/20 | & & |Drug and Health
Aguettant Garnierq 6900¥+ Thube tiét trung cudi: dung dich|= 7/2012 § 5 Products  Safety
' thubc tiém thé tich 16n; dung dich|Y = S |Agency (ANSM)

Lyon, France

thudc tiém thé tich nho.




Ministry of

) . .. o N <
Santen 9-19, Shimoshinjo , A . = 3 S Health,  Labour
. 3-chome, San pham: Oflovid, Ophthalmic|® N N
24 Pharmaceutical |, .. . i &~ 68 — — and Welfare
Co.Ltd Higashiyodogawa-|Ointments s o o government o
ku, Osaka, Japan 5 o o Japan
* Thube vé trung:
+ Thudc san xuét v trung: dung dich
thudc tiém thé tich 16n; dang bao ché
Ursapharm ban ran (hormon va chat c6 hoat tinh
phar hormon); dung dich thubc tiém thé tich
Arzneimittel , . L .
GmbH nho (hormon va chat cd hoat tinh ~ <«
Ursapharm . hormon, prostaglandins/cytokines). % DE SL 01 |3 S 2
. Industriestrabe, L s s Z. . N N Co quan tham
25 Arzneimittel 66129 + Thuoc ti€t trung cuoi: dung dich|© _GMP_201 |5 5 uvén D
GmbH thudc tiém thé tich nho. 2 2 0015 |8 S |
Saarbucken, z N A s o —
* Thuoc khdong vO trung: vién nang
Saarland, . PR P .
German cing; thuoc dung ngoai dang long;
y thudc ubng dang long; dang bao ché
ban ran; vién nén; thudc com.
* Thude duoc liéu, thude vi lugng déng
can.
* Thudc khdng vo tring: thube dung
ngoai dang long; thudc udng dang long;
dang bao ché bén rin; thudc dan. (Pja
. chi 1: Industria Farmaceutica Nova
Industria Via G. Pascoli, 1 -|Argentia S.P.A - Via G. Pascoli, 1,|< = 2
Farmaceutica ' ’ g T ' ] = IT/273- & &  |italian Medicines
26 Nova Araentia 20064 Gorgonzola|20064, Gorgonzola (M), Italy) o 1/H/2012 S F Agency AIFA
SPA g (M1), ltaly * Thude khdng vo trang: vién nén. (Pia a % % gency

chi 2: Reparto Distaccato - Via Muoni,
10 - 20064-Gorgonzola (M), Italy)

* \/ién nén, thudc bot (San xuét tai dia
chi 2, dong goi tai dia chi 1).




Santen

Pharmaceutical 9-19, Shimashinjo o o = Ministry of
Co., Ltd , A P= S S Health,  Labour
3-chome, San pham: Alegysal, Ophthalmic|® N N
27 (Santen . . . & 4675 > > and Welfare
. Higashiyodogawa-|Preparations 3 o o
Pharmaceutical o P o government  of
ku, Osaka, Japan < o o
Co., Ltd. Noto| ’ i Japan
Plant)
* Thudc khdng vo tring: thubc udng
Probiotec 73-83 Cherry|dang 16ng; dang bao ché ban ran (kem, S N 1 |Therapeutic
28 |pharma  pty|Lene:  Laverton|md, gel); vién nang cimg; vién nén;| & MI-2012-L{ & &  |Goods
Limited YINorth VIC 3026,|diu xoa; thude hit; thude bot; thube 3 05497-3 | S S |Administration,
Australia cdm sui bot; nudc stic miéng; hdn dich;| & 3 S Australia
thudc xit; thudc bdi da(paint); dung
* Thudc vo tring:
+ Thubc san xuédt vo tring: dung dich
thudc tiém thé tich 1on; thubc dong
kho; dung dich thudc tiém thé tich nho; .
. , ) ’ N <
Industristrabe 67,|thudc cay ghép dang ran. % INS- = s 'I?\/Iuesgircl:?:es &
31  |Baxter AG 1221 Wien,|+ Thubc tiét tring cudi: dung dich|O 480001- |3 S Medical Devices
Austria thudc tiém thé tich 16n; dung dich|3 0072-001 |9 S
L ia 2o , o ~N Agency (AGES)
thuoc tiém thé tich nho,
* Thudc sinh hoc: ché phém tr mau;
thudc mién dich; thudc cong nghé sinh
hoc; thuéc nguon gbc tir ngudi hodc
Co so xuit|Lohstrasse 2, ~ o
xuong: 59368  Werne, = DE_NW 0 |Z = :
33 |Sanavita North  Rhine- O |LeMP 20|S S le éanu)?'rnc tham
Pharmaceutical |Westphalia, a 12 0001 S 8 “y
s GmbH Germany < <
A . , , - la .
PT.  Schering JI. Raya Pandaan(* \{len nen khong chl,Ia kh,ang smh S PW.01.02.3 g g National Agency
KM 48, Pandaan,|(khdng bao gom thudc tranh thai;|© N N for Drug and
34  [Plough : N Pyt 31.11.12.66 | 5 S
. Pasuruan, East|hormon sinh duc khac va chat kKim té| =2 — — Food Control,
Indonesia Thk . A O 44 P > .
Java, Indonesia  |bao). o — — Indonesia




o N <
2778 South East| IS l10-0030- |g |2 |united  States
Merck Sharp &|Side Highway,[San pham: Primaxin LV. (Imipenem|® N N
35 i . - O 2013-02- |3 S Food and Drug
Dohme Corp. |Elkton, VA|and Cilastatin for Injection). Py VN o o Administration
22827, USA ) S S
* Thubc v trung;
+ Thudc san xuét vo tring: thubc dong UK GMP United Kingdom's
7000 Portage|kho; dung dich thudc tiém thé tich nho. | o 6268  Insol = S, |medicines  and
36 |pfizer INC Road, Kalamazoo, [+ Thudc tiét tring cudi: dang bao ché % OMP P & &  |Healthcare
49001,  United|ban ran; dung dich thubc tiém thé tich| 5 p & |Products
States nho. L 6268/60489 3 S Regulatory
* Thudc khdng vo tring: thube ding 9-0003 Agency MHRA
ngoai dang long; thudc udng dang long;
. __|* Thubc khéng v tring: vién nang
Localita  Marino ctng (hormon corticosteroid; thude bot| < s =
g7 |Pfizer  ltaliaDel Tronto-63100| ti ¢ cbm (hormon corti,costeroid')' % IT/288- & &  [ltalian Medicines
SR.L Ascoli  Piceno,|' o, os ) Sl Bt 11/H/2012 |2 S |Agency AIFA
ltal vién nén (hormon corticosteroid va| g S =
y hormon sinh duc). ° N
* Thudc vo trung:
Boeringer + Thudc san xuat vo tring: dung dich
Ingelheim Pharma|thudc tiém thé tich 16n; thudc dong
. GmbH + Co. KG |khé; dung dich thudc tiém thé tich nho.
Boeringer : £ n o . e N =
. Birkendorfer Str.|+ Thuoc ti¢t trung cuoi: dung dich|s DE BW 0 |5 S 2
Ingelheim L n 2., \ N N Co quan tham
38 Pharma GmbH 65, 88397|thuoc tiém thé tich nho. O 1 GMP_20 |&» NI 1vin Dire
4 Co. KG Biberach  a.d.R.|* Thubc khong v tring: vién nang a 12_0024 8 % auy
' Baden- cimg; dang bao ché rin khac (thudc - -
Wurttemberg, bot, thude cdm; pellet); vién nén.
Germany * Thudc sinh hoc: thubc cong nghé
sinh hoc; khang thé don dong cytokine.
* X A A N . . A
10 rue Bouche C&gh.u(; Ig:or;%nvo ntrl:)g?. d:fn 1':;”9 a . 3 French  Health
Thomas,  zAc|""® ¢ g ng ang o) = HPF/FR/26 | & &  |Products Safety
39 Farmea . thuoc uong dang long; dang bao ché| Q@ N >
d'Orgemont 49000 rin khac; dang bao ché béan rén; thube| 7 212011 3 S Agency
Angers, France » 4ang > PO W 3 N |(AFSSAPS)

dan; vién nén.




* Thubc vo trung (hormon va chat c6
hoat tinh hormon;
prostaglandin/cytokine; chit doc té

Baxter Oncology|bao/chat kim té bao; chat mién dich;
Baxter E;t::rabe , E)rrﬁg,?en?toxmz ter:s\ttogen)..h o CEL DE_NW 0 g g .
40 Oncology : A-uoc san xuat VAO r_lfng. t;u?c onﬂg o 2 GMP 20 g g Co . qua’n tham
GmbH 33790 kho: dupg dich thudc tiem the tlch nho;| & 12 0025 | = quyéen Buc
Halle/Westfalen, [thudc cay ghép dang ran; dugc chat. L - 8 S
Germany + Thubc tiét trang cudi: dung dich
thudc tiém thé tich nho.
* Thudc khdng vo trung: thube ding
ngoai dang 1ong (chit doc té bao/chit
* Thudc v trung;
Przedsiebiorstw |21,  Wincentego|+ Thudc san xuat V0 triing: thudc dong| o o S |main
| Pola Str., 58-500|kh0; dang ban rén; dung dich thudc|Z GIF-IW-N- | & & |oharmaceutical
Farmaceutyczn |Jelenia Gora, [tiém thé tich nho; thudc cay ghép dang| = 4022/63/12 | S o
e Jelfa S.A Poland ran. L Q m  |Inspector, Poland
+ Thubdc tiét tring cudi: dung dich
Przedsiebiorstw E’l’l SWlncentego * Thudc khéng vo tring: vién nang % GIF-IW-N- § § Main
42 0 o tr., 58-500 cling; Vién nén; ban thanh pham (vién| @ 4022/187/1 % % Pharmaceutical
Farmaceutyczn |Jelenia Gora,| , = . -] < =]
e Jelfa SA Poland nén; thuoc com). 0 1 ] N Inspector, Poland
* Thudc vo trung;
+ Thubc san xuat vo tring: dung dich
thudc tiém thé tich 16n; dung dich
Warszawskie thudc tiém thé tich nho. ~ o
Zaklady 22/24, Karolkowa|+ T,hUé)C tiét tring cudi: dung dich| S GIE-IW-N. § § Main
43 Farmaceutyczn (Str., 01-207 thuc}c tiém Ehé tich 16n; dung dich| O 4022/70/12 F S Pharmaceutical
e Polfa Spolka|Warsaw, Poland |thudc tiém thé tich nho. a 3 g Inspector, Poland
Akcyjna * Thudc khdng vo tring: thudc ding e o

ngoai dang long; dung dich dung qua
tryc trang.
* Thude sinh hoc: thubc ngudn gbe tir




* Thube vo trung;

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

IGDnTbH E“0|09|ka+ Thudc tiét trang cudi: dung dich - <
o thudc tiém thé tich 1on; dung dich|S = = :
IDT Biologika|Am Pharmapark, |, o= .o GO, on g aeli > DE_ST 01 12 & |Co quan thim
44 GmbH 06861  Dessau. thuoc’ tiém the tich nho; dang bao chel @ _GMP_201 | & 5 3n Dirc
Roblau.  Saxonv- ban ran. 2 1_0007 S = auy
’ Y% Thuéc khong vé tring: thube ding -~ e
Anhalt, Germany .. \ I .
ngoai dang 1éng; thudc uong dang long
* Thudc sinh hoc: vaccine.
* Duoc chat tr vi khuan hodc cac
ngudn khac: nudi ciy virus san xuat
Laboratories Route de Marsat, % N
) . . s European
46 Merck Riom, 63963(Sdn pham: Cancidas Powder for{© 14/12/5645 | & < Medicines
Sharp&Dohme |Clermont-Ferrand [concentrate for solution for infusion 8 8 5 =z Agenc
Chibret Cedex 9, France 5 Q gency
Abbott  Japan 527, Mia - 3- -
Co Ltd chome,  Minato- o N <« Ministry of
] _ z — —
(Abbott Japan ku, Tokyo 108 7 . z S S Health,  Labour
47 Co Ltd 6303, Japan (2-1,|San pham: Elthon 50mg tablets s 1169 S S and Welfare
Katsl Inokuchi 37, S 2 S |government  of
yama Katsuyama, Fukui ~ - i Japan
Plant) !

911-8555, Japan)




Menarini - Von , o <
Menarini - Von He_yd(?n GmbH *,Thu{)& khong vﬁktrl‘mg: viér} nang % DE_SN_01 § § Co quan c6 tham
48 Hevden GmbH Leipziger Strape 7 cumg; vién nang mém; dang bao ch¢|© _GMP_201 | 5 = uvén & B
y 13, 01097 |r4n; vién nén. 2 |itoo0 |§ | [|wwenobuwe
Dresden, Germany ° o
* San xuét t6i san pham chd déng goi:
thudc khong vo tring: vién nén; vién
nén bao phim; vién bao; thube cém.
+ San pham: Benalapril 5; Benalapril
10; Nebilet; Regadrin B; Maninil 5;
Maninil 3,5; Siofor 500; Siofor 850.
( Co s dong goi va xuat xuong: Berlin N N <«
. . |Tempelhofer Weg|- Chemie AG - Glienicker Weg 125, 2012/01/Be | S s h
49 i(érlm-Chemle 83, 12347 Berlin,|12489 Berlin, Germany) (% rlin-Chemie S S Co N q}t;a’n tham
Germany + San pham: Siofor 850; Siofor 500; | AG % % quyen e

Benalapril 5.

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

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




Rue du Parc|* Thubc khéng vo trung: vién nang ~ o |Federal Agency
SM.B industriel 39, |cing (chira prions, chira cht doc voi = BE/2012/00 § § for Medicins and
50 L Marche-en- gen hoac chat c6 kha nang gy quai| Q@ & 3
Technology SA Famenne, B-6900, |thai); vién nang mém; thudc ding|z) . 2 = Health Product of
Belgique ngoai dang 16ng; thudc udng dang long; < N Belgium
* Thubc v trung;
+ Thudc san xuét vo tring: thubc dong N N o
Allergan Castlebar  Road,|khd; dang bao ché ban rin; dung dich b P . .
51 Pharmaceutical |Westport, Co.|thudc tiém thé tich nho. QED 3744/M148- = S Irish ~ Medicines
s Ireland Mayo, Ireland + Thudc tiét tring cudi: thudc cay ghép| V12/531 S S Board
dang rin (chira Dexamethasone) o -
* Thudc sinh hoc: thubc cdng nghé
Ctra. C35 la
batlloria al, 2 R A A a N 9 .
o [ s s, o 65" T 1010 6 000 v 0 ey |5 (S e o
SA 09, 17404 Riells 1|, > ! ’ 1S 034/CAT |S S : :
Viabrea (Girona), (goi). o = = Catalonia - Spain
Spain
* Thubc v trung;
+ Thubc san xuat vo tring: dung dich
Sanofi - Aventis|thudc tiém thé tich nho (chat doc té
Deutschland bao/chat kim té bao); thudc cay ghép
. GmbH dang ran (hormon va chat c6 hoat tinh
Sanofi - : o SIS Y N S
Aventis Bruningstrabe 50,(hormon); vi hat (hormon va chat c6| s DE_HE 01 S S Co quan thim
54 Deutschland H500, H590, |hoat tin}l hqrmon)\. N ‘ O _GMP_201 § g quyén Birc
GmbH H600, 65926+ Thuf)c tiét Prung cuoi: dung d;(}h a 2 0004 g §
Frankfurt am|thuoc tiém thé tich nho; thudc cay
Main, Hesse, [ghép.
Germany * Thudc khdng vo tring: thube ding

ngodi dang long; dang bao ché rin
khac; dang bao ché ban ran.




* Thuoc vo trung:

Rainham  Road|+ Thudc san xuat vo tring: thuéc dong Il;l:leA 12 N . aggfcczni;ngdo;?] g
A . A Len X ., , | o — —
Aventis Pharma South, Dagenham,|kho; duAng d,lfh th}loc tlen}.the tich nho. = GMP/GDP/ | S S Healthcare
55 Essex, Rm 10|+ Thudc tiét trung cuoi: dung dich|Q PN PN
Dagenham . XA LR . - IMP o o Products
7SX, United|thuoc tiém thé tich nho. 0 12/4377- = S Requlator
Kingdom * Thude sinh hoc: thude khang sinh va < e g y
thudc doc té bao 0041 Agency MHRA
Edgefied Avenue, UK MIA United Kingdom's
) o~ < ici
Sanofi- Fawdon, * Thude khong vo trang: vién nang| S 11723 Insp| 3 S medicines — and
Newcastle Upon| , S L oeoml s 2 N N Healthcare
56 Synthelabo cung; Vién nén; thudc bot va thuoc| O GMP/IMP |5 o
g .
Limited Tyne, Tyne and) . > |u7snpsrrS |5 |Products
Wear, NE3 3TT,| L 0020 S S |Regulatory
United Kingdom Agency MHRA
*Thuéc khéng vO tring: vién nang - <«
’ . N X 4 \ o — — .
sanofi-Aventis 52 Lubelska Str., clmg; vién qnang n;lemi thuoc dqung = GIF-IW-N- |2 S Main _
58 Sp. 700 35-233 Rzeszow,|ngoai dang long; thuoc uong dang long;| @ 4022/91/10 > I~ Pharmaceutical
p- 2.0.0. Poland thudc bot va thude cdm; dang bao ché a 8 % Inspector, Poland
ban ran; vién nén. o <
* Thudc vo trung :
+ Thubc san xuat vo tring: dung dich
thudc tiém thé tich nho; thube cdy ghép
: dang ran. o a S French Health
- \S/\?inn(i;lro ?Eut)su;evarglsgg + Thudc tiét trang cudi: dung dich (29 HPF/FR/24 | & &  |Products  Safety
s oueti DY oros |thude tiém thé tich nho. 5 7201 |3 |E |Agency
any. * Thubc khdng vo trung: vién nang| N S |(AFSSAPS)

cting; dang bao ché ran khac; dang bao
ché ban ran; vién nén.
* Thuoc sinh hoc: thudc nguodn goc tir




* Thubc khong vo trang (khdng bao
gdm céc thubc gidng hormon, thubc
mién dich; thudc doc t& bao; thube
chtra chét ¢ kha nang gay quéi thai va
dot bién; thudc chira duoc chit cd

A.Nattermann&Ci A % ) e A )
ngudon goc tor nguoi/dong vat/vi|q N 2/
e. GmbH 2 . £ N S DE NW 0 |5 o 2
A.Nattermann& khuan/virus;  thuoc  khéng chua N N Co quan tham
60 . Nattermannallee . O 4 GMP_20 | = Ao,
Cie. GmbH Chlorpromazine hydrochloride,| 2 S = quyén Duc
1, 50829 Koln,|~. o 12 0029 |& F
German Diazepam, Metoclopramide ~ N
y hydrochoride, Valproate Sodium): vién
nang ctmg; Vién nang mém; thude ding
ngoai dang 1ong; thudc udng dang 1ong;
dang bao ché rin khéac (thudc bot,
thudc com, vién ngdm); dang bao ché
* Thudc vo tring:
+ Thubc san xudt vo tring: dung dich
thuéc tiém thé tich nhd.
+ Thudc tiét trang cudi: dung dich
thuéc tiém thé tich nhd.
Donel Via Volturno, 48 -|* Thudc khéng vé trung: vién nang|a N S
61 FarFr)rF\)aceutici Quinto De' Stampi|cimg; thuéc ding ngodi dang long; (29 IT/2- & &  [|ltalian Medicines
SRL - 20089 Rozzano|thudc udng dang léng; thubc bot valL 4/H/2012 |35 = |Agency AIFA
o (M1), Italy thuéc cém; thuéc dan (hormon|W 8 N

corticosteroid); vién nén (hormon sinh
duc va hormon khéc).

* Thudc sinh hoc: thudc c6 ngudn gbc
dong vat (vién nang cung); thude sinh
hoc tir Ién men dang vién nén.




* Thube vé trung:

+ Thudc san xuét vo tring: thubc dong
khd (vaccin  bat hoat; hormon
corticosteroid; Protein/DNA  tai o
hop).dung dich thudc tiém thé tich nho

Sanofi-Aventis Loc. Valcanelloj (vAaccin v khu.ém bét hO?.t; V accin virus % IT/191- % g Italian Medicines
62 SPA 03012 Anagni(bat hoa!:; protein/DNA tai to hop). Q 2IH/2012 g g Agency AIFA
o (FR), Italy + Thuodc tiét trung cuoi: dung dich a P = y
thudc tiém thé tich nho. e o
* Thudc khong vé tring: vién nang
ctng; thudc ubng dang 16ng; vién nén.
* Thudc sinh hoc: thudc mién dich;
thudc cong nghé sinh hoc.
* Thudc vo tring:
+ Thubc san xuédt vo tring: dung dich
1 rue de la Vierge,|thudc tiém thé tich nho. :
Sanofi Ambares et|+ Thuéc tiéﬁ trung cudi: dung dich % HPE/FR/10 % % lc:lfatll\(/l)gz:aciﬁgegr%/
63  [Winthrop Lagrave,  33565|thudc tiém thé tich nho. © S ~
Industrie Carbon Blanc|* Thubc khong v tring: vién nang a 412012 % S Health = Product
Cedex, France cing; dang bao ché ran khac; vién nén. - - Safety (AnSM)
* Thudc sinh hoc: thudc ¢6 ngudn gbc
tur nguoi hodac dong vat; enzym vi sinh
* Thudc vo trung:
+ Thudc san xuét vo tring: thuc dong
kho; dang bao ché ban ran; dung dich
N Via Ponte Della thudc Eiém thé tl'cvh nh(")A; th}l(’:)C‘ cly ghép N o 0
Fidia i dang ran; thudc san xuat vo trung khac. | S S S . ..
64  |Farmaceutici Fabbrica  3/A | "y e tiat trung cudi: dung dich|O IT/275- S S Italian Medicines
S.P.A 35031 Abano thudc tiém tflé tich nho; thude cay gHép > UH2012 1 = Agency AIFA
T Terme (PD), Italy ’ L > 3

dang ran.
* Thudc khong vo tring: vién nang
ctng; thudc bot; dang bao ché ban rén;
Vvién nén.




* Thudc khéng vo tring: vién nang

éﬁEprharm cimg; thudc ding ngoai dang long;
thudc udng dang 16ng; vién nén; thudc| = S
o5 |Ardeypharm ;ggf; Ids|_t|;.r dec|2<2’ bot va tra thude. (59 ?%I\I\/ll\év—z% & & |Co quan thim
GmbH North Rhine-’ * Thubc sinh hoc: thuéc cong nghé| = 11 0019 5 5 quyén Dtic
Westphalia sinh hoc; thudc ngudn gbc tir nguoi| - N 3
Germzn ’ hodc dong vat; thudc vi sinh vat.
y * Thudc duoc liéu; thudc vi luong
Lindopharm o A LA A e o N =t
Lindopharm GmbH Neustrabe ,Th.uocikhor,}g. vo tArung.A V|§n nar:g p= DE_NW_0 8 8 Co quan thim
66 . cing; Vién nén; thudc bot va thuoc| O 3 GMP_20 |3 p— A,
GmbH 82, 40721 Hilden,| . S 12 0022 o o quyén Puc
Germany com- L - 2 Q
Rottendorf
Pharma GmbH  |* Thudc khdng v tring: thudc bot|a DE NW. | S s,
67 Rottendorf Ostenfelder Strabe|(chira cac nguyén liéu nguy hiém, chta (% 05 GMP 2 8 8 Co quan tham
Pharma GmbH |51-61, 59320({Tamoxifen, Flutamide, Clomifen va| = 019 0022 S o  |quyénPuc
. £ T} _ | —
Ennigerloh, duogc chat tuong tu). o ~N
Germany
r N Lo
16, Podlipie Str.,[* Thuoc khdng v trung: vién nén; gac % GIF-IW-N- | S s Main
68 Lek S.A. 95-010 Strykow,|visco - polyester v& tring tam|Q 4022/112/1 S E Pharmaceutical
Poland isopropyl alcohol 70%. a 2 g % Inspector, Poland
o —
* Thudc vO trung: thudc san xuat vo - < Austrian
Sandoz GmbH - Biochemiestrabe |trung: thubc cdy ghép dang ran. % INS- § § Medicines 2
69 |onp Kundl 10, 6250 Kundl,|* Thudc khéng vé tring: vién nang| 481921- |35 = Medical Devices
Austria ctng; thubc udbng dang 1ong; dang bao a 0017-001 § % A AGES
ché ran khac; vién nén. e -~ gency ( )
* Thude vO tring: thude tiét trang cudi:
Hexal AG thudc cdy ghép dang ran (khdng gém|a N S
7 Hexal AG zlgr;c:slé)s;rlestrabe 25, thudc dugc tiét trung cudi bang chiéu (29 DCEK/I?DYESi 8 8 Co quan tham
Holzkirchen, |- > [zooos |B [T |awenPuc
’ * Thubc khdng vo tring: vién nang| - N N

Bavaria, Germany

ctmg; thude cdm; vién nén; miéng dan;




Cooperation Place Lucien < = = French Health
P ) * Thubc khong vo tring: thubc ubng| = HPF/FR/25 | & & |Products  Safety
72 Pharmaceutique |Auvert, 77 020 \ 2 .. ) Q S o)
Francaise Melun. Erance dang long; thu6c dung ngoai dang long. | 8/2011 - o Agency
’ L Q Q&  |(AFSSAPS)
* Thubc v trung;
+ Thubc san xudt vo tring: dung dich
thudc tiém thé tich 16n; dung dich
thudc tiém thé tich nho.
. + Thubc tiét trang cudi: dung dich|2 ~ o [SEe
Joint Stock|74, Frunze Str.|. ... .z .o . = 022/2012/S | 8 S Administration of
. thuoc tiém thé tich 16n; dung dich{O® N N .
74 Company Kyiv, 04080,(, z ... I . h AUMP/GM | & F Ukraine on
. thuoc tiém thé tich nho. 2 o o .
FARMAK Ukraine X A A O P S > Medicinal
* Thuoc khdng vO trung: vién nang| g o =
, % , J Products
cung; thuoc udng dang long; thudc
ding ngodi dang long; dang bao ché
rin khac; vién nén (bao gdom ca vién
nén chtra hormon).
Khasra No.
1342/1/2, Hilltop
Industrial Area, United
Jhramajri, UK GMP ~ o Kingdom's
Village Bhatoli|, . ., ... . | 24881 Insp| & = |medicines and
75 USV Limited |Kalan, Baddi, thugl;i%;khong VO trung: vien nen; O GMP % % Healthcare
Tehsil Nalagarh, ' = 24881/441 | 5 S |Products
Himachal 5033-0001 Regulatory
Pradesh, District Agency MHRA
Solan, In-173

205, India




* Thudc khdng vo trung: thube ding

. . \ - , A A 5 o 3 3
Via Firenze, 40 -|ngoai dang lo_ng; thu(?c 1.10ng dan‘g longA S IT/181- § § ltalian Medicines
76 Sofar S.P.A 20069 Trezzano (hormon cortlgostermd), qang’bao che| Q 1/H/2011 S S Agency AIEA
Rosa (MI), ltaly [rén khéc (thuc bot, thube cém, vién| D) = < gency
ngam); thudc phun mu; dang bao ché o N
* Thudc khong vo tring (khong chu .
Catalent 217-221 Goverr_mr peniclill(iicn, chphglots:o?irf, Ohgrrcn(;]r:i % MI- 5 § Therapeutic
77 Australia Pty R(.)ad’ Braeside steroid, antineoplastic): vién nang 8 09112004- E % GOOO!S. .
Ltd Vic : 3195, mém; dang bao ché rin phan lidu;| O L1-000138- | o S Admml.stratlon'
Australia e = 1 S K  |Australia

thudc bot va thudc com; thudc udng




* Thuoc vo trung:

— <
. X ” J4 A N . . o — —
+ :
Sopharma PLC- 16 II|ensk_o T;hu(?f San;m%at Vo Otrung. dung dich| = BG/GMP/2 | & Q Bulgarian  Drug
78 Ampoule Plant Shosse Str., Sofia|thudc tiém thé tich nho. Q 011/019 3> — Agenc
P 1220, Bulgaria |+ Thudc tiét tring cudi: dung dich|D) S S gency
thudc tiém thé tich nho. @ <
* A A A triing: A \ ~N To)
3 Trayko Stanoev Th}l_oc khopg vO Erun%. thudc dvung % o = _
. . ngoai dang long; thudc uong dang long; BG/GMP/2 | & N Bulgarian  Drug
79 Unipharm AD |Str., Sofia 1797 . NV . Q o) o)
Bul’ aria '|dang bao ché ban ran (thuoc kem,| 012/032 S S Agency
g thudc md, thude gel); vién nén. L = 3
* Thudc khong vo tring: vién nang ~ o
Vrabevo vlg.|ctng; dung dich dung cho loi; siro % S S .
80  |SopharmaPLC |5660, district of|uéng va hdn dich ubng; dang bao ché| @ (I?lellgglgP/Z % % il;Lgr]ag;an brug
Lovetch, Bulgaria |ban rén (thudc kem, thuéc md, gel);| D @ <
vién nen.
* 5 5 6 tring: Vié N <
9. Jozefow Str. ’Thuoc Ithﬂg\ vO trur\wg. vién qang % o 2 Main
cing; thuoc dung ngoai dang long; GIF-IW-N- | & N .
81 Polfarmex S.A [99-300 Kutno,| .  ©° \ RN S S S Pharmaceutical
Poland thudc uong dang long; thudc bot; vién| 5 4022/42/12 | o < Inspector. Poland
nén; hon dich. L N 3 P '
* Thudc vo trung;
+ Thubc san xuét vo trung: thudc tiém:;
hon dich vo tring pha tiém; dung dich
nhé mét, nho tai, nho miii vo trung.
+ Thudc tiét trung cudi: thudc tiém:;
No. 2 Fon Tan|dung dich rira vét thuong. o o o
Road, Fon Tan|* Thudc khdng vé tring: dang bao ché| = b S Department  of
82 Soe”ﬂf g Pharmal ;i bist, Da Billong (hén dich, dung dich); dang bao| S |7975 S |S |Health Taiwan,
; Hsiang,  yunlin,|ché ban rin (thudc m&, thudc kem);|O 2 S |roOcC
o o (90

Taiwan

dang bao ché ran (vién nén bao phim,
vién nén bao tan trong rudt, vién nén,
thudc cém, thude bot, vién nang)

* Duoc chat san xuét thudce penicillin
(thuéc cdm, thubc bot, vién nang):
thudc cephalosporin (thudc cdm, vién




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

Dot 8
(Theo cong van 5035/QLD-CL ngay 05/4/2013 ciia Cuc Quan ly dugc)
A =
o z & 2 8, |
NHA MAY . , . > U < C QUAN
A < 4' =
STT CONG BO PIA CHI PHAM VI CHUNG NHAN 8 O GIAY CN : : = |cip
> g Q o
4 4
) Ao, H o N <
Merck Sharp &[770 Sumneytown San pham: GA.R DAS”.' Quadrivalent = S S United States
. . |[Human Papillomavirus (Types| © CT 2808-12| & N
1 Dohme Corp.,|Pike, West Point, . . . |0 o> o> Food and Drug
6,11,16,18) Recombinant Vaccine Vial| 7 WHO o o - .
Us PA 19486, USA . . . 0 S > Administration
and Syringe; Vial and Syringe -] N N
A - - - D- m LD -
Merck Sharp &|770 Sumneytown|San pham: Varivax (Varicella Virus| = CT 1369-13 S S United States
3 Dohme Corp.,|Pike, West Point,|Vaccine Live (Oka/Merck) Refrigerator 8 WHO § § Food and Drug
us PA 19486, USA [Stable Formulation @ S S  |Administration
(90 (90
Ferrin Chemin de |la o S B |Swiss Agency for
g Vergognausaz 50,|Thudc dang rén: vién nén Minirin; vién = N N Therapeutic
4 International . , . . Q 12-1794 |5 &
Center SA 1162 St-Prex,|nén phong thich cham Pentasa. -] =] =] Products
Switzerland L S S |(Swissmedic)




* Thube vé trung:

+ Thudc san xuat vo tring (hormon va
chat c6 hoat tinh hormon): thudc déng
kho; thudc tiém thé tich nho; vi nang.

Fe_rrlng GmbH + Thudc tiét trung cudi: thudc tiém thé
Wittland 11,|, ) o S =t
24109 kiel,|tich nho- = DE_SH 0112 & |Co quan thim
Ferring GmbH . 'I* Thudc khdng vo trung: thube ubng| O _GMP_201 | F 3 ,qua
Schleswig- . < L x. s -l o o quyén Butc
. dang long (hormon va chat co hoat tinh| 2_0011 = 3
Holstein, : — —
German cua hormon).
y * Thude sinh hoc: thudc dong kho chira
hoat chit ngudn gdc tir nguoi duoc san
xuat vO trang; thuéc dong kho san xuat
v trung bang k¥ thuét di truyén.
R % 03-0172 = = United S
oxane - - |3 P nite tates
Laboratories ggzllirglbgsé A OH San pham: Anastrozole tablets 8 2012-02- % % Food and Drug
Inc ’ 9 VN % % Administration
) — —
) . . o (qV < .
Nephron Orlando FL San pham: Ipratropium Bromide 0.5 % 07-0056- § § United States
Pharmaceutical 39811 L’JS A mg and Albuterol Sulfate 3 mg|O 2012-03- (& 3 Food and Drug
s Corp ’ Inhalation Solution 0 VN 8 8 Administration
) o o
* Thudc khong bao gom betalactam va
dan xuat: thudc tiém dong khd khong
chtra khéng sinh; dang bao ché ban rian
chira khang sinh non-betalactam; thudc
Kawasan Industri|tiém v6 tring chira khang sinh; thudc
X R , , . |l .
PT. Ferron Par Jababeka I, Jl.luong dang long chira khang sinh non s PW.01.02.3 g g National Agency
Pharmaceutical Jababeka V1 Blok|betalactam. O 31.02.13.98 | N for Drug and
. J3, Cikarang,|* Thudc khong chira khang sinh (khong g o B > S |Food  Control,
Kabupaten bao gom thude tranh thai, hormon sinh| & &  |Indonesia

Bekasi, Indonesia

duc; chat kim té bao): thudc tiém dong
kho; vién nén va vién bao; thudc tiém
vo trung.

* Vién nang ctng chira khang sinh non
betalactam (khéng bao gbém thubc




Contract

* Thubc khong vo tring (chta duoc

. o p % L= N 10 |Therapeutic
manufacturing [20-22 Long Street, {liéu, vitamin, chat khoang, che}t ]:)o (29 MI-2012-L11 S S Goods
10 & Packgaking|Smithfield NSW,[sung dinh ducfmg): dal}g bao f’hé ran; o 06246-3 E g Administration
Services pty[2164, Australia  |dang bao ché ban ran (thudc kem,|O S = ) ’
Ltd thuéc ma, gel). o- N N Australia
N o ™ Lo
CSL  Behring T;)(l;;e I\El-).o K’\:s;: San pham: _Albumir.l (Huma_m) USP % CT 1579-13 § § United States
11 LLC Bradley IL 25%, Al_bumlnar -25; Albuminar -25-| O WHO § § Food_ _and _Drug
’ 50 mL/vial 0 S S Administration
60915, USA ) N Y
* Thubc v trung;
+ Thubc san xuét vo trung: thudc tiém
Haupt  Pharmalthé tich 1én; thudc tiém thé tich nho;
Wolfratshausen  [hén dich; xjt miii. ’ 7 N o
Haupt Pharma|GmbH + Thuoc tiét Frl‘mg cudi: thuoe tiém the % DE_BY_04 § § Co quan thim
12 Wolfratshausen Pfaffenrieder|tich 16n; thuoc tiém thé tich nho; hon| @ _GMP_201 | & = X
GmbH Strabe 5, 82515|dich. 2 2009 |2 S |quyen e
Wolfratshausen, |* Thudc khéng vd tring: vién nang o o
Germany cimg; thubc ding ngodi dang long;
thudc udng dang léng; thudc bot va
thudc cém; dang bao ché béan rin; vién
F1-F1/1
Additional United Kingdom's
Inventia Ambernath a UK GMP g g medicines and
13 Healthcare MIDC, * Thubc khong vo trung: vién nén. (29 40387 Insp S S Healthcare
Private Limited A.mb(.ernath (East); S 40387/4511| o < Products
District ~ Thane, L 564-0002 |& &  |Regulatory
Maharashtra, In- Agency MHRA

421 506, India




No.26, Datong 1st

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

Purzer Rd, Caota dung dich nhé mét, nho tai, nhé miii vo| % o o
. Village, Guanyin|, . = b= b= Department  of
14 Pharmaceutical |- nshi frung. " 7930 S S [Health  Taiwan
Co., Ltd., . * Thude khong vo tring: dang bao ché| L S S ’
. Taoyuan County|,, . X s o |© > S R.O.C
Guanyin Plant ) long (dung dich); dang bao ché ban ran| ~ I
328, Taiwan, £ ~ J , X £
(thude ma, thudc kem); dang bao ché
R.O.C . o ; . n ,
ran (vién nén bao phim, vién nén,
* Thube vé trung;
+ Thudc san xuat vo tring: thuéc dong
khd (bao gém ca thubc chira chat doc
té bao/chat kim té bao; hormon va chat
Poligono c6 hoat tinh hormon); thudc tiém thé
Industrial Els|tich nho (bao gém ca thudc chira chat
Vinyets-Els doc té bao/chat kim té bao; hormon va| o - S |Spanish  Agency
15 |Gp-pharm. s.a |F09ars. 2, Ctra. C-chat ¢6 hoat tinh hormon); thuoc tiém s NCF/1127/ | & & |of Drugs ang
777|244, Km. 22, Sant|khong ¢6 duoc chat (dung mai tai lap| 2 001/CAT 5 5 Health  Products
Quinti de[va liposomas) dugc dong trong lo, vi| Y N P (AEMPS)
Mediona  08777|va 6ng tiém.
(Barcelona), Spain|+ Thudc ti¢t trung cudi: thuoc tiém the
tich nho (chutra chat doc té bao/chat kim
té bao; hormon va chat c6 hoat tinh
hormon); thudc tiém khong c6 duoc
chat (dung mdi tai lap va liposomas)
* Thube vo trung :
+ Thudc san xuat v tring: thude tiém
thé tich nho;thude cdy ghép dang ran.
+ X N N Z-. e N 2 — < .
St. Peter Strabe 25|" Thqu tiét Atrungq cu(zl. thudc tiém thé % INS- = = Aust.rlz.m
Nycomed . |tich nho; thudc nho mat. N N Medicines  and
17 . 4020 Linz, ‘ N A s £ o 480050- B B . .
Austria GmbH German *Thuoc khong vO trung: thudc dang| - 0024-007 |S o Medical Devices
y long dung ngoai; vién nén. L 3 8 Agency (AGES)

* Thudc sinh hoc: San phém tor Mau;
san pham €O nguon goc chiét xuat tir
nguoi hodc dong vat




* Thudc vo tring (bao gém ca thude co
hoat tinh hormon)

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

Bayer AG X iAp e £ FOTR 2
+ Thuoc tiét trun : thuoc tiém th N w
Pharma  (Tén|Mullerstrabe 178|, boe et ng cuoL: Tuoe. © CEL 2012/01/Ba |3 S 2
N tich 16n; thuodc ti€m thé tich nho. N N Co quan tham
18 cii: Bayer|13353 * £ A A s LA |9 yerPharma | > N
. . Thuoc khong vo trung: thuoc vién| o o quyén Buc
Schering Berlin,Germany . A \ IR N AG = >
Pharma AG) nén (bao gom ca thudc cO hoat tinh N )
hormon); vién nén bao (bao gdbm ca
thuéc cd hoat tinh hormon va thudc
doc té bao).
* Thudc sinh hoc: san pham c6ng nghé
JI. Rawa Gatel
Blok 111 Kav. 36- *Thudc khong vo tring: vién nén va % N i National Agency
38, Kawasan| ., R , ) . PW.01.02.3| 5 o
19 PT Dankos Industri vién bao (khdng chira khang sinh, duge| O 11.10.12.63 | Q for Drug and
Farma chét tranh thai, hormon sinh duc khéc|2 AR P S  |Food Control -
Pulogadung lvad hit Kim 16 b3 O 47 S S Ind .
Jakarta 13930, va duogc chat kim té bao) o ™ ™ ndonesia
Indonesia
. . H A French Health
* A A A Ny A N o - —
Delpharm 26 Rue de la Th}l.oc khof‘ g vo Erun%. thude dqung = HPF/FR/26 | & N Products  Safety
20 . Chapelle, 68330|ngoai dang 1ong; thuoc uong dang long;| @ N IS
Huningue SAS Huningue, France |thudc dang ban rin; thubc dan; = 9/2011 S = Agency
gue, u ang > thu clil, L g g (AFSSAPS)
LTS Lohmann
Therapie-Systeme
AG [a¥ S =
LTS Lohmanni, oo -annstr.2 * Thudc khong vé tring: chat nén lam| = DE_RP 0112 & |Co quan thim
21 |Therapie- . ) NSO Q _GMP_201 | 5 S A
Svsteme AG 56626 Andernach,|dung thu tinh; dang bao ch¢ ban ran. -] 2 0003 o o quyén Buc
y Rhineland- L - Q 3
Palatinate,

Germany




Route de

Belleville Lieu-dit a e S French Health
o |Abbott Maillard  01400(*Thuéc khong vé tring: vién nang% HPF/FR/25 | & &  |Products  Safety
Healthcare SAS |Chatillon sur|ctmg; thudc udng dang 1éng; vién nén. |- 6/2011 g 5 Agency
Chalaronne - L N S  |(AFSSAPS)
France
* s RTINS P o N o) i
Novartis Route de I'Etraz, I_)a_ng bao ché long: Otrivin Spay, S = = Swiss Aggncy for
Otrivin drops. O N N Therapeutic
23 Consumer 1260 Nyon, |, \ Lo g Ah 12-1768 S S
Health SA switzerland Dang bao ché ban ran: Voltaren| S o Products
Emulgel, Eurax Cream. 5 S N |(Swissmedic)
Survey N. 214,
Government o - o State
Sun Industrial ~ Area,|, £ N N = 046/2012/S | S S |Administration of
24 Pharmaceutical [Phase Il, Silvassa- Cﬁgl{u‘zznk:;?g VO trung: vien nang ?, AUMP/GM % § Ukraine on
Industries Ltd  |396230 (U.T. of|™""® ' 3) P S S |Medicinal
Dadra&  Nagar o o ' |Products
Haveli), India
gzzzlebsstandort * Dang bao ché 1ong: thudc dong lo tiét
(manl;facturin of tring cudi; thuéc dong lo san xuat vo
bulk gan q tring; thudc dong sin trong bom tiém; % = S Swiss Agency for
s |F Hoffman-Lal .. thubc dong kho dong lo. o 11557 & &  |Therapeutic
Roche Ltd * Dang bao ché rén: vién nang; vién| L S S  |Products
products), . TR O F o i .
nén bao phim; vién nén. o o N (Swissmedic)
Grenzacherstrasse ( * Pham vi ching nhan theo Site
124, 4070 Basel, ! & M
. Master File)
Switzerland
Poligono * Thudc khéng vo tring: vién nang
i A A A A 1 N Lo R
Industr!al mém (hf)rmo? vzi chat co hoaj: tlnih % = = Co quan thim
26 Leon Farma|Navatejera, C/ Lalhormon); thuéc com (hormon va chat 5 4208/12 N N An Tav Ban
S.A Vallina S/n,[c6 hoat tinh hormon); vién nén va vién| 4 S S Ellﬁ; y
Villaquilambre-  |bao (bao gom ca thudc chira hormon va| " 2 =

Leon, Spain

chat c6 hoat tinh hormon).




8500 Hidden

o N <t
_ _ — — H
Bausch & River Parkway,|San phdm: Besivance (besifloxacin (% 09-0028- 12 g |United States
28 Lomb . . . O 2012-01- (s S Food and Drug
Incoroorated Tampa, FL.|ophthalmic suspension, 0.6%) (Sterile) | 5 VN = = Administration
P 33637, USA S g |8
1 o N <t
Bausch & . Advance ~Eye Relief  Eye Dryig 15, joe0. |3 = |united  States
Greenville, SC|Rejuvenation Lubricant Eye Drops|® N N
29 Lomb . O 2012-03- | & P~ Food and Drug
Incorporated 29615, USA (Sterile) % VN = = Administration
P Tén tai Viét Nam: Moisture Eye Drops | D N N
Advanced Eye Relief Dry Eye|, ~ <
Bausch & Greenville sc Enviromental Lubricant Eye Drops|= 02-0062- § § United States
30 Lomb 20615 US’A (Sterile) 8 2012-01- |&Q PN Food and Drug
Incorporated ’ Tén tai Viét Nam: Computer Eyes g VN 3 3 Administration
Drops N N
* Thudc vo tring:
+ Thudc san xuat v tring: thude tiém
thé tich nho.
* Thudc khdng vo tring: thube dung
Lomapharm ngoai dang long; thudc udng dang long;
. ’ ’7 . b N LD
Lomapharm Rudolf - Lohmann dang bao ché ran khac (vién bao, vién % DE_ NI 02 |3 s A
Rudolf GmbH KG o — s N Co quan tham
34 bao phim); vién nén. O] GMP_2012 | 5 o) A
Lohmann Langes Feld 5’ * Thuéc sinh hoc: thuéc cO n u6n 6C DI 004:[ S = quyen bie
GmbH KG 31860 Emmerthal,| . .o oc ST 10C: HIHOC B9 HBUON 89¢1 I - b =
Germany tor dong vat (kh0~ng tir ndo, mo than
Kinh hodac cdc dan xuat twong Ung);
thuéc sinh hoc khac ( hormon,
enzyme).
* Thudc dugc liéu; thudc vi luong
* Thude khdng vo tring: thudc dung ~ o |Federal Agency
Purna Rijksweg 17,|ngoai dang long; thudc uong dang long; % b b -
i A P ) N 2 BE/2012/02| & N for Medicines and
36 Pharmaceutical [Puurs, B-2870,|dang bao ché ran khac; dang bao che|Q 5 5 F Health Product of
sNV Belgium bén rén (hormon va chét cé hoat tinh| ) = S :
- — Belgium

hormon); thudc dan.




Villa Blanca o N <«
. q S ] |y s, .
Patheon Puerto Industrial  Park, Sin phim: Janumet| o 10-0165 S S United States
37 IRico Inc Road = # 1, (sitagliptin/metformin HCL) tablets | 2013-02- 15 o |Food and Drug
Km.34.8, Caguas, gip g VN g g Administration
PR 00725, USA -~ -~
CSL Behring
GmbH * Thube vé trung: - <«
oSL Behring|GOrZhauser Hot 1,1 + Thube tiét trung cudi: nudc pha|S DE_HE_01 § § Co auan thim
38 o 935041  Marburg|tiem. o | oMP201|S S o énqmc
(Stadtteil * Thubc sinh hoc: ché phim tir mau;| 10030 |2 S |
Michelbach), thudc cong nghé sinh hoc. - e
Hesse, Germany
CcSL Behring) Thubc v6 tring:
GmBH + Thudc tiét trung cudi: nuée phalS DE_HE_01 |2 =
CSL  Behring|Emil-von-Behring] ., " oC M€ g cuor pha) = -~ |& & |Co quan thim
39 tiém. Q GMP 201 (&S — o
GmbH Strabe 76, 35041 L T TR o - =) o quyén Buc
Marbur Hesse * Thuoc sinh hoc: ché pham tr mau;| g 1 0029 = S
German%/’ '|thubc cong nghé sinh hoc. - <
* Thudc khéng vo tring: vién nang
’ . A ) . A N o ©
Astellas Hogemaat 2, 7942 cung, vien nqang cung, t\huoc Ad“'}g % S P Health care
ngoai dang long; dang bao ché ran NL/H I I .
41 Pharma Europe|JG Meppel, The| =, ., o NPV |9 N S inspectorate, The
khac; vién nén; thuoc bot va thudc| 13/0008 o o
B.V Netherlands bm 0 ~ S Netherlands
. o (ap]

* Thude sinh hoc: san pham Ién men;




* Thube vo trung;

+ Thudc san xuét vo tring: thubc dong
khd (hormon va chat c6 hoat tinh
hormon; chit doc té bao/chat kim té

16th km|bao); thudc tiém thé tich nhé (hormon| o N S [National
42 Vianex ~ S.A.[Marathonos Ave,|va chét ¢6 hoat tinh hormon; chét doc (59 59991/29-8-| & & Organization for
_PlantC Pallini  Attiki,|t€ bao/chat kim té bao). 5 2011 S S |Medicines,
15351, Greece |+ Thudc tiét tring cubi: thudc tiém thé| W N < Greece
tich nho (hormon va chit ¢ hoat tinh
hormon, chit doc té bao/chdt kim té
bao).
* Thubc khdng vo trung: thude dung
* Thubc v trung;
+ Thubc san xuét vo trung: thudc tiém ~ o
iﬁ;‘iﬁqhaazrgﬁsch Industriestr.  3,thé tich Ion; thuée tiém thé tichnho.  |S [DE-RPDA- 12 |8 | quan i
43 >~ 134212 Melsungen,|+ Thudc tiét trang cudi: thude tiém the| @ 111-M-71-1{ 5 > ,qua
e Erzeugnisse o L ea 2 . \ -] — S quyén Dirc
GmbH Germany tich 16n; thuoc tiém thé tich nho. 0 0 S P
* Thubc khong vo tring: thude ding -~ -~
ngoai dang 16ng; thudc udng dang long.
Dragenopharm * Thubc khdng vo tring: vién nang
roo. 5 AL . £ N Lo
Dragenopharm Apotheker Puschl CL::ng, d?ng ;bao c.?e ran khz;tc (thL}E)C % DE BY 04|2 = .
GmbH bot, thudc com, vién nang mém); Vién N N Co quan tham
44 Apotheker : Q _GMP_201 | & F A,
puschl GmbH Gollstr. 1, 84529|nén. - > 0055 oS o quyén bt
Tittmoning, * Thubc dugc lidu; thube vi luong| ™ - N S
Germany dong can.
Denk Pharma
GmbH & Co. KG . S DE_BY 042 = :
Denk Pharma : * Thuoc khdng vO trung: vién nang = =~ =& N Co quan tham
4 lembH co. kg |[SOISt- 1 84529 o vien nén S |SMPAL)e |3 én Puc
' Tittmoning, & ' 2 2 0051 s SO ke
—i —i

Germany




Unit [Il, Village

Kishanpura . < N o [Slte
Glenmark Baddi p Né\la arh * Thuoc khéng vé trung: vién nang % 044/2012/S § § Administration of
46 Pharmaceutical g . |cimg (chtra bot khd hit); thude xit;| AUMP/GM | § S Ukraine on
. Road, Tehsil,| .~ 2 ., . = — o . .
s Limited . thuoc hit phan liéu. &) P = > Medicinal
District Solan o o — Products
H.P. 17101, India
* Thude vé trung;
+ A 3 A A ~ . 2 — <t
Leo 285 Cashel Road. ?hl}OC Lsan xuat vO trung: dang bao % 3 = _ N
. . . '[ché ban ran. N N Irish  Medicines
48 Laboratories Crumlin, Dublin| A N Ao Lo |9 2011-046 | p
Ltd 12 treland Thudc khéng vé trung: thyoc du,ng S5 S o Board
’ ngoai dang long; dang bao ché ban rin;| " S b

thudc thu thai & tir cung.




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

Dot 9
(Theo cong van 6769/QLD-CL ngay 06/05/2013 ctia Cuc Quan ly dwgrc)
o z s =
NHA MAY . , - > O < Z |CO QUAN
STT | A = |DIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ <|
CONGBO | - : o S Z |2 =|cAp
* Thubc v6 trung; ~ o
Joint Stock|74, Frunze Str.,|+ Thude san xuit vO tring: thude nho| S = S |Main
. 2 GIF-IW-N- [& N .
1 Company Kyiv, 04080, |mat. o 4022/83/12 N S Pharmaceutical
FARMAK Ukraine * Thudc khong vé tring: thudc nho| ) S 3 Inspector, Poland
milii, vién nén. « <
* Ac vd triino:
Duchnice, 28/30| pudcvowmung o
. + Thudc san xuat vO trung: thudc cay|n N 3 )
Pharmaceutical [Ozarowska.  Str,| ., B = S S Main
ghép dang ran. GIF-IW-N- | & N .
2 Works 05-850 Ozarow A . . o, O — PN Pharmaceutical
L * Thuoc khong vo triung: vién nén - 4022/33/11 | o o
Polpharma S.A |Mazowiecki, P N Y 5 5 Inspector, Poland
* Thuoc sinh hoc: cephalosporin ban — —
Poland 2
tong hop
* Thudc vo trung;
+ Thubc san xuat vo tring: dung dich
thé tich nho.
1389, Trasad Cu the S'fm pharAn: thl:l'\()C tiem .Trgan-D
Cadila Road Dholka 10mg/ml; thuoc tiém Aciloc 25(q ! © State agency of
: ’ " |mg/ml.thudc tiém Amikacin 500mg;| = ZAV/LV/20| K & |Medicines,
3 Pharmaceutical [387810, Dist,{, "z ... o o ) S .
s Limited Ahmedabad thuoc ti€ém Amikacin 100mg. 5 13/002H | o . Republic of
Ml : * Thudc khong vo triung: vién nén. L = Q Latvia

Guijarat, India

San pham cuy thé: vién nén Ethambutol
400mg; vién nén Ethambutol/Isoniazid
400/150 mg; vién nén Pyrazinamide
400mg; vién nén Prothionamide




* Thuoc vo trung:

. Via Dante L ems oo £ . | a N 3
L + : : -
IEZE;;TSJ:?CO Alighieri, 71 - tic?;‘;?éc tict trung cudi: dung dich the (59 IT/64- & & Italian Medicines
18038 San Remo|, SR A S 2/H/2012 8 5 Agency AIFA
C.T.S.R.L (IM), Ial Thudc khong vé trung: vién nang| g > J
ey ctng; thudc ubng dang 16ng; vién nén. < -~
Industria . . . £ A A O =Y N L
s |15 P800 | T g 10 (g el e |28 i weoes
Nova Argentia g goal dang 1ong, thuoc uong dang long;) 3 |yip012 | S S |Agency AIFA
(M), ltaly dang bao ché ban ran; vién dat. 0 S >
SP.A SN -
* Thude vo trung: thude bot, vién nén
Reparto \ X, ore o2 2 Ny .
. . |( San xuat téi san pham cho dong goi
Distaccato - Via|, . . . .
. tai: Reparto Distaccato - Via Muoni, 15
Muoni, 15-20064-
Gorgonzola (MI) 20064-Gorgonzola (M), Italy.
ital '[Dong goi tai: Via G. Pascoli, 1 - 20064
y Gorgonzola (M), Italy)
Reparto
Distaccato - Via
Muoni, 10-20064-|* Thudc khong vo triung: vién nén.
Gorgonzola (M),
Italy
* Thudc khdng vo tring: thudc udng
: i i . — <t
Zeta Via Galvani, 10- dan? long (COI’tICO?t.eI’OId hormqn), = ) S : .
- . [thuée dung ngoai dang long IT/208- N N Italian Medicines
Farmaceutici |36066  Sandrigo . ) ) f O = P
SpA (VI)-lal (corticosteroid hormon); thudc bdt;| 5 5/H/2011 |o o Agency AIFA
P y dang bao ché ban rin (corticosteroid| Q =

hormon); thudc dat (corticosteroid




* Nguyén liéu 1am thubc: Candesartan
Cilexetil; Clopidogrel Mesylate;
Donezepil Hydrochloride; Duloxetine
Hydrochloride; Eso,eprazole

Ahmedabad- Magnesium; Lamotrigine; - <
Torrent Mehsana Highway|Lercanidipine Hydrochloride;| < a a B
. ) : . R = < R |[Co quan thim
9 Pharmaceutical [Dist. Mehsana,|Nebivolol Hydrochloride; Nicirandil;| @ T205/01/11 | S S 3 D
s Ltd Gujarat, 382721,|Olmesartan Medoxomide; Pramipexole| 7 2 g |dwenbuc
India dihydrochloride Monohydrat; o -~
Quetiapine  Fumarate;  Risperidon;
Rivastigmine Hydrogentartrate;
Ropinirole Hydrochloride; Sertraline
Hydrochloride; Topiramate;
100&102 * Thudc khdng vo trang (khong bao| o :
Antimony and om enicillins cephalosporins,| = = = Therapeutic
10 Alphapharm 11&15-25 Garnet ﬁormon psteroid a;ntineo plastic)r') viér; O MI-2012-LI4 8 8 Goods
Pty Ltd Street, Carole| " Al vat da pha duna dich g 05871-3 | S |Administration,
Park QLD 4300,| 2 9 €tme; thuoe bot da p g dieh) = S |2 |Australia
Australia. uong; vicn nen.
San pham: Maninil 5; Maninil 3,5;
Siofor 500; Siofor 850.
Leipziger Strabe 7|( Co so san xudt: Menarini - Von|a DE SN o1 | = s
11 |Menarini - Von|-13, 01097|Heyden GmbH - Leipziger Strabe 7 - (% GMP 201 & & |Co quan thim
Heyden GmbH |Dresden, Saxony,|13, 01097 Dresden, Saxony, Germany. |5 - = o S  |quyén DBuc
Y 4, e s 2 , . 0 1 0020 5 S
Germany Co s¢ dong goi va xuat xudng: Berlin - S N
Chemie AG - Glienicker Weg 125,
12489 Berlin, Germany)
i , , o~ o)
Mundipharma 13 Othgllos, Dhali)., Thuoc khong vo trung: thudc dung % S S Pharmaceutical
. Industrial ~ Area, .. \ P \ MUNO01/20 | & N . .
12 Pharmaceutical | .. . ngoai dang long; thuoc uong dang long;| @ P S Services Ministry
s Ltd Nicosia, ~ Cyprus, thudc phun mu; dang bao ché ban rin. |3 12/001 S S of Health, Cyrus
2540, Cyrus udc phun mi; dang bao ché - |@ s S Y




* Thube vo trung;
+ Thudc tiét trung cudi: dung dich

. \ & o~ 7o) i
Route de Sorge 9,|thudc tiém truyén; dung dich thay thé = % P P Swiss Age_ncy for
B.Braun e £ , . A x| O N N Therapeutic
14 . 1023 Crissier,|huyet thanh; dung dich tiém truyén|, © |[12-1540 P >
Medical AG . . N cr X P ) o S Products
Thuy S§ dinh dudng; dung dich rtra vét thuong. |© Py S (Swissmedic)
* Duoc chit: HES 130, HES 450, HES|* < «
200, succinylated gelatin dang phun
San pham: Berlthyrox 100
( Co s& san xudt ban thanh pham:
in- i - N Lo
_ _|Glienicker  Weg Berlin Chemle_ AG -Tepelhofer Weg % = = .
Berlin - Chemie 83, 12347 Berlin, Germany. N N Co quan tham
15 125, 12489 s . : o 2012/01/bc |= > N
AG Berlin. German Co s¢ dong goi: Berlin-Chemie AG -| 5 S S quyén Butc
’ Y |Glienicker Weg 125, 12489 Berlin,|™ 8 S
Germany)
* Succursale
d'Aubonne, Zone
Indu_strlelle de I, Dang bao ché ran: bot dong kho; T N S Swiss Agency for
Ouriettaz, 1170 L Ny 2 S S S :
Merck Serono * Dang bao ché long: dung méi pha| O N N Therapeutic
17 Aubonne,  Thuy|... o 9 |12-484 > S
S.A Sy tiém. S5 2 o < Products
* A e LA et L o [Te) - -
- Centre Duoc chat tai to hop. o — N (Swissmedic)
Industriel, 1267
Coinsins, Thuy S§
Chinoin N <«
Pharmaceutical {3510 Miskole,[* Thudc vo trung: dung dich thé tich % OGYI1/4740 § § National Institute
18 and Chemical|Csanyikvolgy, nho ( san xuat vO tring va tiét tring O 9-2/2012 PN B of Pharmacy,
Works Private|Hungary cubi) a g % Hungary
Co. Ltd il il
Merck Sharp &|770 S % = = United S
erc arp umneytown 1|0 o nite tates
19 Dohme  Corp.,|Pike, West Point,|San pham: M-M-R II, Rota teq. 8 \C/:VTHZO808 12 % g Food and Drug
us PA 19486, USA < = = |Administration
N N




San pham: Thudc bot pha hdn dich
truyén Imipenem Cilastatina Kabi.
( San xuat ban thanh pham tai: ACS

Viale Addetta|Dobfar S.P.A -Viale Addetta 4/12|q =
20 ACS Dobfar(4/12 20067 20Q67 Tribiano (Milano), Italy. (59 CPP/2011/2 8 < Italian Medicines
SP.A Tribiano Xuat xudng tai: Facta Farrmaceutici -| 5 12/M 5 =z Agency AIFA
(Milano), Italy ~ |S. Atto, S. Nicolo' A Tordino - 64020| a
Teramo, Italy.
Doéng goi tai: Anfarm hellas S.A -
Schimatari - Viota (Hy Lap)
* Thube vo trung:
+ Thudc san xuét v trung: dung dich
thé tich nho (bao gém ca hormon va .
Camil Fabra, 58,|chat c6 hoat tinh hormon); dang bao % NCE/1232/ % 5 :L/I mllsrt]ry 011:
21 |Alcon Cusi, SA |08320 EI Masnou|ché ban ran (bao gdom ca hormon va cac| @ S S calt 0
N ) N =) 001/CAT <o — Government  of
(Barcelona), Spainfchat co6 hoat tinh hormon); thudc cay| = S . .
ghép dang rin (dang thudc bot). -~ < Catalonia - Spain
* Thudc khdng vo tring: thubc udng
dang long.
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich
Atlantic Rua da Tapadalthé tich nho. - o National
Pharma -|Grande, n  2,|+ Thude tiét trang cudi: dung dich thé| S F036/S1/H/ § § Authority of
22 Producoes Abrunheira, tich nho. o AF/AI01/2 | S S Medicines  and
Farmaceuticas, |Sintra, 2701-089,|* Thudc khong vo tring: vién nang| g 012 % S Health Products,
SA Portugal ctig; thudc udng dang léng; dang bao N - I.P, Porrtugal

ché dang ran (thudc bot, thudc com);
dang bao ché ban ran; vién nén.




Co s& san xut: Co sO san Co quan tham
Rottendorf Xudt: quyén Duc
Pharma GmbH DE_NW_0
Ostenfelder * Thube bot khdng vé tring vién nang S5_GMP_2
Strabe 51-61,|cung; vién nang mém; thudc bot, thude 012 0022
59320 com, pellet (chira hoat chat nguy co N Co sO| oy <

" Rottendorf Ennigerloh, ng _fténg:‘ ‘I:amc})?ifen, Flut)amiqu, (ED dong  goi: § §
Germany. omiten va cac chat tuwong tu); vien| < DE_NW _0 o) N

Pharma GmbH Co s& dong g6i:|nén (vién sii, vién bao). , = 5 GMP 2 S S
Rottendorf * Thuoc sinh hoc: thudc chura 012 0023 © N
Pharma GmbH Pancreantin va khang nguyén dung -
) trong diéu tri.
Am Fleigendahl rong dientn
3, 59320
Ennigerloh,
Cormanyy
Plot No 284/B,
Bommasandra  |* Thudc v6 tring: . . ,
Jigani Link Road|+ Thubc san xuét vo tring: thubc dong UK GMP|_, - aggﬁlnﬁ;ﬂgdﬁg
Onco Theranies Industrial ~ Area,|kho; dung dich thé tich nho. % 35989 Insp § § Healthcare

25 | P18 5igani  Hobli,|+ Thuéc tiét tring cudi: dung dich thé|O  |GMP S R
Anekal taluk, |tich nhé. 2 35989/1275| S S Requlator
Bangalore, * Thubc khong vo tring chira chit doc 261-0003 | L genc MyHR A
Karrnataka, In-|té bao: vién nang clmg; vién nén. gency

560105, India




Strada provinciale

* Thube vo trung;

+ Thudc san xuét vo tring: thubc dong
khd (vaccin vi khuidn bit hoat,
Protein/DNA tai to hop, chat mién dich
dong vat st dung cho nguoi); dung
dich thé tich nho (vaccin vi khuan bat

GlaxoSmithKli hoat). a o~ 0
5 |8 '(Al‘zglagzn Pol}lc;?o-’ + Thudc tiét trung cudi: dung dich thé % IT/241- & & Italian Medicines
manufacturing 43056 Torrile tich nho. S 5/H/2012 S 5 Agency AIFA
SP.A (PR), Italia * Thubc khéng vd trung: vién nang|W Q S
' ctng (chit doc t& bao/chit kim té bao);
thudc udng dang long; vién nén (chat
doc té bao/chat kim té bao).
* Thudc sinh hoc: thubc mién dich
vaccin vi khuan bat hoat); thudc cong
in vi khuan bat h h
nghé sinh hoc (protein/DNA téi t6
i 30-36 avenue a N S French Health
Sanofi . , N - S S
97 Winthro Gustave  Eiffel,|* Thuoc khéng vo trung: vién nang (ED HPF/FR/24/| & I Products  Safety
s mep 37100  Tours,|cimg; vién nén. I |2012 3 S |Agency
France L 3 & |(AFSSAPS)
Agency for
= 3 Medicinal
[a — —
- II;E:rrmaceutical 2K70 IOdvorSl;T_i;ZtZ* Thube khong vé tring: vién nang (29 450- & &  |Products and
sdd mén es. Slovenia ctg; thude bot; vién nén. S 39/2011-2 g g Medical Devices
' ges, L Q S |of the Republic of
Slovenia
. 196 rue duf, £ A T \ A a < © French National
Sa.nofl Marechal  Juin, ;Thuo? khonE; VO trung.kdanglpao C,he_: = HPF/FR/19/| & < Drug and Health
29 Winthrop 45200 Amilly [F38 khac (khéng bao gom vién nén;| O 2013 N S Products  Safet
Industrie Y:lvien nang cing); dang bao ché ban rin. a % g y
France — — Agency (ANSM)
* z ~ ~ o~ . z <
1-3 Allee de la 0 z;iugc kT?ng. 1/}? f“‘”?' ﬂziuoc f'q“”Q a N S French Health
Unither Liquid|Neste, zI Dren| 202 ¢@ng ong; thuoc uong dang fong;) > HPF/FR/6L/| & &  |Products Safety
30 . . dang bao che ban ran; thudc dat. Q F o)
manufacturing |[Sigal, 31770, Thube sinh hoc: thude c6 neudn sée| = 2012 s o Agency
Colomiers, France . e T gron goclw = ™~  |(AFSSAPS)

tor nguoi hoac dong vat.




N Lo
. * £ NN o - - 5
B.Braun Mistelweg .2’ Thquc vgﬂtrqu. Z. . |2 2012/03/Br | & 8 Co quan tham
32 12357 Berlin,|+ Thuoc tiét trung cuodi: dung dich thé| Q@ ) = A,
Melsungen AG , \ S aun o o quyén DBuc
Germany tich nho. 0 g §
Pharmez  Special
Economic  Zone, IS United Kingdom's
Plot Number 3 * Thudc vo trung: . a UK GMPl, 9 medicines  and
- L] A 2 A A N . A A i —
Zydus Hospira Sarkhei Bavla + Thudc san xuét v trung: thude dong| s 32340 Insp S S Healthcare
33 Oncology i J kho; dung dich thé tich nho. o GMP = S Product
Private Limited | 19MWay, Matoda,| "~ < et tring cudi: dung dich thé| 2 [32340/4001| S S |roduets
S . 1 1T} [oe) o0
Taluka  Sanand, tich nho 99-0005 o o Regulatory
Ahmedabad, In- ' Agency MHRA
382210, India
* Thudc khéng vo tring chira khang o o
PT Actavis Jalan Raya Bogor(sinh beta lactam: vién nang cuing; % NL/H § § Health care
34 || donesia Km 28, Jakarta,|thuc udng dang long; vién nén. 0] 130100 |2 = |inspectorate, The
13710, Indonesia [* Thudc khdng vo tring: dang bao ché| ) 3 S Netherlands
ban rén.
. % A A A a N S French Health
Laboratoires 1 route de Socx|* Thuoc khong vo trung: vién nang| s HPF/ER/62/| S S Products  Safety
35 Pharmaceutique|59380 Bierne,|ctrng; dang bao ché ran khac; vién nén. | Q 2012 g g Agency
s Rodael France * Thude tir duoc liéu. 2 5 S (AFSSAPS)
* Thude vo trung; ~ <«
Aesica Via Praglia, 15-|+ Thudc tiét trung cudi: dung dich thé| S (T/156. § § talian Medicines
37 Pharmaceutical {10044  Pianezza|tich nho. o 13/H/2012 g g Agency AIFA
sS.R.L (TO), ltaly * Thudc khdng vo trang : thudc udng| 7 S S
dang long.
Z.l. du Planchy, % = = Swiss Agency for
a3 |UCB Farchim(Chemin de Croix|Thube khong vo tring: Dang bao ché| O 11.1364 & &  |Therapeutic
SA Blanche 10, 1630|rdn: vién nén. 3 S & |Products
Bulle, Switzerland 5 N S  |(Swissmedic)
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Boehringer
Ingelheim
Roxane Inc

1809 Wilson Rd,
Columbus, OH
43228, USA

San pham: Trajenta (linagliptin 5mg)
tablets

U.S.CGMP

11-0005-
2013-01-
VN

03/12/2012

03/12/2014

United States
Food and Drug
Administration




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

Dot 10
(Theo cong van 7150/QLD-CL ngay 13/05/2013 ctia Cuc Quan ly dwgrc)
-9 =
o g = S g
NHA MAY . , " > O . Z [CO QUAN
STT A < PIA CHI PHAM VI CH HA IAY >~ <o|
CONGBO | AM VI CHUNG NHAN o S CIAYCNIZ 12 Zlcap
z & > |2
; ! 3 French Health
* % A A N ’ o — —
Glaxo I 'de la .Tl.lu.oc_ k.rA]ong VO , frung (ChI\Ia = HPF/FR/15 | & < Products  Safety
1 Wellcome Peyenniere, 53100(penicillin): vién nang cung; dang bao| Q@ = F
Production Mayenne, France |ché ran; vién nén = 1/2011 S S |Agency
’ ’ ‘ L g & |(AFSSAPS)
Glaxo Prior Street UK MIA United Kingdom's
Operations UK Warey 'I* Thubc khdng vo tring: vién nang|a (IMP) 4| S, medicines  and
5 Ltd trading as Hertfé)rdshire ctmg; dang bao ché ran khac; vién nén. (% Insp 8 8 Healthcare
Glaxo SG12 0DJ. United| ™ Thuoe sinh hoc: thuoe sinh hoc chiral GMP/IMP |3 o |Products
Wellcome Kinadom ’ steroid. L 4/15159- | S Regulatory
Operations g 0021 Agency MHRA
* Thubc vo trung;
: s
Pharmaceutical ghway, > ARG CICT HE HED RO . |2 NL/H Q Q Co quan tham
3 . Halol, Guijarat,|+ Thuoc tiét trung cuoi: dung dich theé| @ o) S A
Industries  Ltd. . , \ 5 13/0105 o o quyén Ha Lan
India. Halol 389350, India tich nho. 0 3 5
’ * Thudc khong vo tring: vién nang e e
cung; vién nén.
rZuAe\ des VBe(;rli]tcr)lr?ts a N S French Health
Laboratoires '[* Thudc khong vo tring: vién nang|= Q & |Products  Safety
4 . 78704  Conflans L ¢ o I~ )
Grimberg SA Sainte  Honorine cing; dang bao ché ran khac; vién nén. | 5 o o Agency
L & &  |(AFSSAPS)

Cedex, France




JI. Rawa Gatel
Blok Il Kav. 36-

National Agency

. o ~ <
PT Dankos 38, Kawasan|Thuodc tiém v()‘ trung chura khang sinh % PW.01.02.3 § § For Drug and
5 Far.ma Industri (khébng bao gom betalactam va dan| 31.10.12.63| s S Food Control,
Pulogadung -|xudt). o 55 S S |Republic of
Jakarta 13930, o « “  |Indonesia
Indonesia
gl'gf('H' Tha;n;; o N <« National Agency
_[Vién nang ctmg khong chira khang sinh| = PW.01.02.3|3 S For Drug and
PT. Kalbe[Kawasan Industrif, . . A £ , O N N
6 - (khong bao gom thuoc tranh thai,| 4 31.08.12.40 | 1o Food Control,
Farma Tbk. Delta Silikon . X e A1s = o o .
. . hormon sinh duc, thuoc kim té bao). O 75 F F Republic of
Lippo Cikarang, o - - Indonesia
Bekasi-Indonesia
L2  Additional|* Thubc khéng v& tring (chta = MI-2010- | S, |Therapeutic
7 Okasa Pharma|MIDC, Satara|cephalosporin va khong chira khang| O CE-08151- 8 8 Goods
Pvt Ltd Maharashtra, sinh): vién bao tan trong rudt; vién bao 8 3 S S Administration,
415004, India phim; vién nang ctmg; thudc bot ubng. |z = Q Australia
Rue des Pres|, £ A A e a N S National Agency
o Recipharm Potets, 21121 Cﬁgl{u?/?é:hr?énng V\;O d:gngba\éle:hén?gg Z HPF/FR/12 | & &  |of Medicine and
Fontaine Fontaine Les khé(% ane 5 6/2012 S <  [Health  Product
Dijon, France ' L S & |Safety (ANSM)
Santen 348-3, Aza-suwa, % ™ 2! Minister of
10 |Pharmaceutical |Oaza-shide, Taga-(San  pham:  Flumetholon  0.02,| @ A644 & &  |Health, Labour
Co.. Ltd. Shiga|cho, Inukami-gun,|Ophthalmic Preparations é g g and Welfare,
Plant Shiga, Japan S & S |Japan




9-19, Shimoshinjo

Santen
Pharmaceutical |- CM°Me:
Co Ltd Higashiyodogawa- q CEL N S Minister of
1 (Sa.r,lten '|ku, Osaka, Japan [San  phdm: Oflovid, ~Ophthalmic|© 57 & &  |Health, Labour
Pharmaceutical |14 Shikinami, Preparations g S S land  Welfare,
Co. Ltd. Noto| Hodatsushimizu- S S S |Japan
Pla.r,1t) ' cho, Hakui-gun,
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
Pharmaceutical | C"o™M®
Co Ltd Higashiyodogawa- 9 % a0 9 Minister of
13 (Sa.r,lten '|ku, Osaka, Japan [San phim: Kary Uni, Ophthalmic|® 1374 & &  [Health, Labour
. |(2-14, shikinami,|Preparations S S S |and Welfare,
Pharmaceutical .. o S S
Co. Ltd. Noto Hodatsushimizu- 3 ) ™ Japan
Pla.r,lt) ' cho, Hakui-gun,
Ishikawa, Japan)
. = i
Croma- Pharma Industriezeile  6,[* Thudc vo trung: % INS- § fﬂisgjtiré?:es and
14 2100 Leobendorf,|+ Thudc tiét trang cudi: dang bao ché| O 480485- N ) .
GmbH Austria ban rén 2 |0005-013 g Medical Devices
' L S |Agency (AGES)
* Thudc vo trung; . . ,
. + Thudc san xuét vo tring: thuéc dong UK GMP Umt.eq Kingdom's
Prilaz Baruna|, , . . 2, , o = S medicines  and
. N kho; dung dich thé tich nho. S 3428 Insp| s b
Pliva  Croatia|Filipovica 25, PO £ . 2 N N Healthcare
15 . + Thuoc tiét trung cuodi: dung dich thé| @ GMP PN S
Limited Zagreb, HR-| . \ 5 o S Products
. tich nho. 0 3428/234521 § 5
10000, Croatia | "y & Kkhong v tring: vién nan 0006 -~ S |Regulatory
g g g Agency MHRA

ctng; dang bao ché bén rin; thude dat;




* Thube vo trung;

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

+ Thudc tiét trung cudi: dung dich thé

Ctra. M-300, Km. tich nho. a g g Spanish  Agency
16 Tedec-Meiji 30,500, Alcala de|, Thube khong vé tring: vién nang % ES/O19HI/1 [ N of Drugs ang
Farma, S.A Henares 28802 cling (b0 gdm ci thude hudng tam a 3 % § Health Products
(Madrid), Spain than); thuc udng dang long; dang bao - @ (AEMPS)
ché rin khac (thudc bot; thudc cdm;
pellet); thudc dit; vién nén va vién bao
(bao gdm ca thudc chira khang sinh
No 147
Madhavaram-Red UK GMP United Kingdom's
Bafna Hills .Road, . ) o 3 % 31798 Insp g g medicines and
. Grantlyon Village,|* Thuoc khoéng vO trung: vién nang N N Healthcare
17 Pharmaceutical . , o, o GMP B P~
- Vadakarai, cuing; vién nén. -] o o Products
s Limited Chennai,  Tamil L 2;73(%2785 3 N [Regulatory
Nadu, In 600052, i Agency MHRA
India
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich
2 rue  Louis the tic}} nh.()i' . Z. . | a e S French Health
g |Schering Pasteur, 14200 ;C?ELO; tict trung cudi: dung dich the z HPF/FR/10 | & &  |Products  Safety
Plough Herouville  Saint| Thué(; khong vé tring: thude dung 35 4/2011 S S  |Agency
Clair, France . q L N = S |(AFSSAPS)
ngoai dang long; thuoc uong dang léng;
dang bao ché rin khac; dang bao ché
ban rin; vién nén.
Davutpasa * Thudc v6 trung; N o State
Idol llac Dolum|Caddesi + Thudc san xuédt vO tring: dung dich| S 016/2012/S | S o  |Administration of
19 |Sanayii ve|Cebealibey sok. N4 tich nho. o AUMP/GM | 3 S |Ukraine on
Ticaret A.S 20, 34020, (+ Thudc tiét tring cudi: dung dich thé| 3 p S S |Medicinal
Topkapi, Istanbul, — ™ Products

I 1

tich nho.

O AL LN ADN




o N <
) A, _ _ — — i
Bausch&Lomb. | Tampa, FL 33637, San  pham: Lotgmax (Io_teprednol (29 11-0116 S S United States
20 Incorporated USA etabonate ophthalmic suspension) 0.5%| O 2013-01- | PN Food and Drug
P (Sterile) 9 VN § § Administration
) — —
5900 Martin
1 o N <
DSM Luther King Jr.| - . _— = |o20143- |Z |2 |unitd  States
. Highway, San pham: Singulair amg| © N N
21 Pharmaceutical ; O 2012-41- |& P~ Food and Drug
S INC Greenville, North|(Montelukast) Oral Granules Py VN o o Administration
Carolina, 27834, -) Q Q
USA
, N
Laboratoires Rpute de Marsat, San pham: Invanz (Ertapenem) Powder % S European
Riom, 63963 g 13/12/5867 | & < ..
22 Merck Sharp& for concentrate for solution for|OQ S =S Medicines
Dohme-Chibret Clermont-Ferrand infusion = 0 S “ Agenc
Cedex 9, France ' L ﬁ gency
i . o o <
3\7:5 V\Sllllliy anlf; San pham: RemeronSolTab| = 07-0113- § § United States
23 Cephalon _y, (Mirtazapine) Orally Disintegrating 8 2012-18- | 3 Food and Drug
City, UT 84116, Tablets 9 VN = = Administration
USA > o o
Ajinomoto 103-1, o N <« Ministry of
. . __ q . S N S
Pharmaceutical Shlrasakal_Jshlshl San phim: Amiyu Granules, Atelec|® S S Health,  Labour
24 s Co., Ltd.|mizu, Shirakawa- ) -~ 2395 S S and Welfare
. . ; tablets 5; Atelec Tablets 10. I o =)
(Fukushima shi,  Fukushima, = ~ ~ government  of
S o o
Plant) Japan Japan




* Thudc vO tring chira hormon va chat
co hoat tinh hormon;
prostaglandin/Cytokine; ~ chit mién

Holopack dich; sulphonamides:
Verpackungstechn |+ Thudc san xudt v trung: dung dich
ik GmbH thé tich 16n; dang bao ché ban ran;
Bahnnhofstrabe, |dung dich thé tich nho. N 5
Holopack gemap den|+ Thudc tiét tring cudi: dung dich thé| DE_BW 0 |& = :
. . . X L opae L N N Co quan tham
25 Verpackungstec [vorliegenden tich 16n; dang bao ché ban ran; dung|© 1. GMP_20 |5 = uvén Dirc
hnik GmbH  |Grundrissplanen |dich thé tich nhé. - 12 0118 |3 g |
vom 20.11.2007,* Thudc khéng vo tring chira hormon - -
73435 Abtsgmund{va chat c6 hoat tinh hormon;
Untergroningen, |prostaglandin/Cytokine; chit mién
Germany dich; sulphonamides: thudc dung ngoai
dang long; thudc udng dang long; dang
bao ché ban rén.
* Thubc sinh hoc: thudc cdng nghé
* Thudc vo trang:
+ Thubc san xudt vo tring: dung dich
thé tich nho.
L . ‘. . : N ot} Federal Agency
ol £ A ' 2| o — —
Laboratoires Scheutlaan - 46-50 , Thl?oc fiet trqng Cu;m,' dungq dich the) = BE/2012/02| & N for Medicines and
26 Anderlecht, B-|tich 16n; dung dich thé tich nho. o B >
Sterop NV : 2 ~ A S 4 o o Health Products -
1070, Belgium * Thuoc khdng vo trung: thuoc dung| g = 5 .
. ) X \ - N Belgium
ngoai dang long; thuoc uong dang léng;
dang bao ché rin khac; dang bao ché
ban rin; vién nén.
* Thubc v trung;
Dagger Lane, + ;Fh,uoc ,san XLI?'[ VE) trungA:. dung d%ch UK MIA Unlt_eq Kingdom's
. the tich 16n; thuoc dong kho; dung dich| o N © medicines  and
Bio  Products|Elstree, thé tich nho = 8801 Insp S S Healthcare
27 Laboratory Hertfordshire, PR % . 2| Q@ GMP/IMP S o
. + Thuoc ti¢t trung cuoi: dung dich the| 5 H o Products
Limited WD6 3BX,|., . .. . ' \ ! 8801/18235{ & S
United Kinadom tich 16m; dung dich thé tich nho. 0021 — o Regulatory
g * Thude sinh hoc: ché phim tir méu. Agency MHRA

* Dugc chit sinh hoc.




* Thudc khéng vo tring: vién nang

National Institute

Teva . 3 .
4 4 . A . (90 <t
Pharmaceutical |Dia chi 1: H-4042| " & (chua hormon); vien nang merh; = S S forQuality and
. -|thuéc dung ngoai dang long; thuoc OGYI1/3501{ & N Organization
28 Works Private|Debrecen, Pallagi| , . e 2 |9 P~ S .
Limited ut 13, Hunaar uong dang long; dang bao ché ban ran| 5 3/2013 o = Development in
Compan » PUNGAY | chira hormon); thude dat; vien nén|W S & |Healthcare  and
pany (chtta hormon); dang bao ché ran khac Medicines,
* Thube vé trung:
+ Thudc san xuét v trung: dung dich
thé tich 16n; thudc déng khd (chua
hormon va chét doc té bao); dang bao
Dia chi 2: H-2100|ché ban rin; dung dich thé tich nho 0
29 Godollo, Tancsics|(chira hormon va chét doc té bao). &
Mihaly ut 82|+ Thudc tiét trung cudi: dung dich thé S
Hungary tich 16n; dung dich thé tich nho (chua S
hormon va chét doc té bao).
* Thudc sinh hoc: dan xuét tir mau va
huyét thanh; thuéc mién dich; thudc
cong ngh¢ sinh hoc.
** San pham chira hormon va chat c6
Holoback hoat tinh hormon;
P prostaglandin/Cytokine;  chit mién
Verpackungstechn|’,. A 1A .
. dich; nguyén li€u sulphonamides:
ik GmbH 2 A
Bahnnhofstrabe * Thude vo tring: N 9
Holopack oma denl” Thube san xuét vo tring: dung dich| S DE_ BW O |2 =] Co quan thim
30  [Verpackungstec 8orliep onden thé tich 16n; dang bao ché ban ran;| O 1 GMP 20 |S = o qD’ a
hnik GmbH ge dung dich thé tich nho. > 120116 | S |awenbuc
Grundrissplanen L A T - = S
* Thuoc khéng vo trung: thuoc dung
vom 20.11.2007, ngoai dang 16ng; thudc udng dang 1ong;
74429 Sulzbach-| 200 Cane one; 8 Cans ons,
Laufen. German dang bao ché ban ran.
’ Yo [s Thude sinh hoc: thudc céng nghé
sinh hoc chtra Protein téi to6 hop/ DNA
South S % 12-0170 2 = United S
out an|,, ;. : : - - |8 P nite tates
32 Genentech Inc |Francisco, CA Isrfltrrla\ljgr?cr)lasﬁ\é:ﬂm (bevacizumab) for 8 2013-01- S S Food and Drug
94080, USA ' < VN S S |Administration
N N




Stada VN Joint
Venture Co.Ltd.

Binh Duong
Branch, 40 Tu Do

Stada VN Joint|Aventure, *,Thuo.CA khqng VO trtmg. ,Vle.rl narllg % DE_HE 01 § § 2
33 Venture Co.[Vietnam cung; VIen _nAen (,baowgfom‘ca vien ngn o GMP_201 % % Co A qua,n tham
. bao phim, vién nén giai phong thay doi,| 5 = = o o quyén Puc
Ltd Singapore L, , ) . 0 3_0036 S B
Industrial Park. vién nén khang dich da day). | I\
Thuan An, Binh
Duong Province,
Vietnam
* Thube vo trung:
+ Thubc san xudt vo tring: dung dich
1 true Comte de Ti‘gilgcn }tlioé.t tring cudi: dung dich thé| S = g |French - Health
g4 |Haupt PharmaSinard,  26250( . . ' ' z HPF/FR/75/| & &  |Products  Safety
Livron Livron Sur|, Thué(.: khong vb triing: vién nang - 2012 S S Agency
Drome, France . N L Q 8  |(AFSSAPS)
cung; thuoc dat; vién nén.
* Thudc sinh hoc: thudc mién dich.
Torrent
Pharmaceuticals
Torrent Ltd - Indrad Plant , a DE BY 04 g g q
35 Pharmaceutical [Near Indrad|{* Thuoc khéng vO6 trung: vién nang (29 GMP 201 | & I Co‘ quan tham
s Ltd - Indrad|Village, Taluka|cting; vién nén. - 3 0058 5 § quyén Buc
Plant Kadi, District L - =] &
Mehsana Gujarat
382721, India
Torrent
Pharmaceuticals
Torrent Itd - Baddi Plant , a DE BY 04 g g 7
36 Pharmaceutical |Bhud & Makhnu|* Thuoc ’kh(‘),ng vl trung: vién nang (29 GMP 201 | & I Co quan tham
s Ltd - Baddi|Majra, Nalagarth,|cting; thuoc uong dang long. S 3 0057 5 § quyén buc
Plant Solan, Baddi L - =] =]

173205, himachal
Pradesh, India




Village

* Thuoc vo trung:

United Kingdom's

Kishanpura, + Thudc san xuat vo tring: thuéc dong UK GMP .
. . : N - : 2 g o S 3 medicines  and
Fresenius Kabi{Baddi, Tehsil|kho; dung dich thé tich nho. = 29338 Insp S S Healthcare
37  |Oncology Nalagarh, District|+ Thudc tiét trung cudi: dung dich thé| @ GMP N S |products
Limited Solan, Himachal|tich nhe. 2 29338/4438| S S Reaulator
Pradesh, In-|* Thuéc khong v tring: vién nén. 410004 | ~ A %nc MyH A
174101, India  |* Thudc chira chit doc t bao. gency
Ministry of
4-6-10 o ! 10
E — —
- Koishikawa, o . O Q g |Health,  Labour
38 Eisai Co., Ltd San pham: Pariet Tablets 10mg -~ 4368 3 3 and Welfare
Bunkyo-Ku, S S S overnment  of
Tokyo, Japan ks ] s |
Japan
Ministry of
4-6-10 o o s,
2 — —
- Koishikawa, 2 o O < g |Health,  Labour
39 Eisai Co., Ltd San pham: Methycobal Injection 500pg | & 2923 S S and Welfare
Bunkyo-Ku, s S S overnment  of
Tokyo, Japan S 3 s |9
Japan
Ministry of
4-6-10 o o s,
E — —
. Koishikawa, - 5 S |§ |Mealth,  Labour
40 Eisai Co., Ltd San pham: Myonal tablets 50mg o 493 F F and Welfare
Bunkyo-Ku, S L 2 overnment  of
Tokyo, Japan S Q g |
Japan
Ministry of
4-6-10 o o s
z — —
- Koishikawa, o O < g |Health,  Labour
41 Eisai Co., Ltd San pham: Methycobal Tablets 500ug | & 2924 S S and Welfare
Bunkyo-Ku, S = 3 overnment  of
Tokyo, Japan k= o S g
Japan
Ministry of
4-6-10 o ! 10
z — —
. Koishikawa, T 5 S |§ [Health  Labour
42 Eisai Co., Ltd San pham: Pariet Tablets 20mg o 4377 S S and Welfare
Bunkyo-Ku, s =~ = overnment  of
Tokyo, Japan S ® 3 |9

Japan




* Thuoc vo trung:

Nucleo Industriale|+ Thudc san xuat vO tring chira|a © L0
43 Fisiopharma |- 84020|hormon corticosteroid: thuée bot; ong (29 IT/46- & & Italian Medicines
SR.L Palomonte  (SA)|thudc tiém. 35 1/H/2013 | S S |Agency AIFA
Italy + Thubc tiét trung cudi: dung dich|% Q aQ
thudc thé tich nho.
Akciju - * Thudc khong vo tring: vién nang|a N 0
4q  |sabiedriba E{ “j‘p"SL{ﬁfiogi” climg (chra thudc doc 1 bao/chét Kim( = |ZVALV/20|&  |&  [State Agency of
Grindreks (1| 9% '|té bao); thuéc udng dang long; vién| 12/012H |8 S [Medicines, Latvia
. Latvia . o = =
vieta) nén. - o
* Thudc vo trung:
Boehringer Prat de la Riba, ;gggﬁ;ﬁgn Xuat Vo trung: dung dich a ] 9 Ministry of
45 |In eIhei?n 50, 08174 Sant| p s st tring cubic dung dich e |NCF/A302/ |& & |Health of
g Cugat Del Valles| L g cuol: dung < 35 001/CAT |3 <  |Government of
Espana, SA (Barcelona), Spain tich nho. L 2 = Catalonia - Spain
» oPain Thudc khéng vé tring: vién nang; o e P
thudc ubng dang 1ong.
. . Damastown, o ~ < .
Helsinn  Birex{Mulhuddard, = 07-0060- § § United States
46 Pharmaceutical |Dublin 15,|San phém: Aloxi Injectin 8 2012-03- S S Food and Drug
s Ltd Republic of 9 VN % % Administration
Ireland > ° °
* Thudc vo trung:
Manor Farm|+ Thudc san xuét vo tring: thudc dong UK MIA United Kingdom's
Road, Porton|kho; dung dich thé tich nho. a N © medicines  and
Health . R 2 x .o |sS 20170 Insp| s S
. Down, Salisbury,|* Thuoc sinh hoc: thuoc mién dich; N ~ Healthcare
47 Protection o IR R PR LY GMP o N
Agenc Wiltshire, Sp4|thudc cong ngh¢ sinh hoc; thudc sinh| 5 20170/1316| S o Products
gency 0JG, United|hoc khac (Botulinum Toxins, toxoids| 0015 =] S |Regulatory
Kingdom. Bacterial Enzymes  (Erwinia L- Agency MHRA

asparaginase) Bacterial Toxoids).




No. 6-20, Tuku,

* Thube vé trung:
+ Thubc san xuét vo trung: thudc tiém;
thudc bot dong khd pha tiém; hdn dich
v0 trung pha tiém.

- + A e \ A’-: A LA ) o ™ <
Standard Tuku Village, Thuof et Emng euol \thu_oc tiem = S = Department  of
o . 'I* Thuoc khéng vo trung: dung dich|© N N .
48 Chem.& Pharm.|Sinying  District,| . A . ~ | 8102 F > Health  Taiwan,
. .. '|thuoc; vién nén bao duong (vién nén|= =) o
Co., Ltd Tainan City . o | Q > S R.O.C
. bao phim, vién nén bao tan trong ruét,| & o —
73055, Taiwan N L& A L
Vién nén, thudc com, thudc bot); vién
nang.
* Nguyén liéu thudc cephalosporin
(thudc bot kho pha tiém).
I\D/I(f;(r::e Srll_?:ﬁitejc* Thuéc khéng vo trung: vién nang United Kingdom's
Merck '|cting; dang bao ché ran khéc; vién nén;| o UK MIA 25| L |medicines  and
. [Shotton Lane,[ < . . A o . LA |S o o
Manufacturing : thuoc khéng vo trung khac (thuoc com Insp GMP|& N Healthcare
49 L Cramlington, A Q S o
Division “INorthumberland uong). 5 13532/4061{ S o Products
Cramlington ' |* San pham khéac: san pham cha|Y 0021 3 N Regulatory
NE23 3JU, United
. hormon. Agency MHRA
Kingdom.
* Thudc vo trung:
+ Thudc san xuét vo tring: thuc dong
kho; dang bao ché ban ran; dung dich|a N 9
Allergan Castlebar  Road,| ;< 1 e = |3744/M148{Q  |& |irish  Medicines
50 Pharmaceutical [Westport, Co. L ns e e I |9 = PN
s Ireland Mavo. Ireland + Thuoc tiét trung cuodi: thuoc cay ghep| 5 V12/531 o o Board
Yo, dang ran (Dexamethasone) L Q a
* Thudc sinh hoc: thudc cong nghé
sinh hoc.
* Thubc vO trung: thudc tiém (thudc
_ No. 838, Sec 1. sari.xuat vO trung va thuoc tiét trung N
TTY Biopharm cuoi). g ©
Chung-Hwa Rd,| . "2 . . o 4= 3 3 Department  of
51 Company Chung-Li  City Thupc khor]g vo trung: dang bao ché] O 8001 S S Health  Taiwan
Limited Chung| " " it '|ban ran (thuéc md, thuéc kem); dang 8 S S RO.C ’
Li Factory oy Y'lbao ché rén (vién nén bao phim, vién| & Q ® o
Taiwan, R.0.C

nén, thude cdm, thude bot, vién nang).
* Nguyén liéu lam thuoc: chat doc té




Misato Plant, 950

San pham: Aricept Evess 5mg

United Kingdom's

Oa}za leokl,OrodlsperS|_bIe tgblet, Aricept Evess PP1012074 | ﬂ medicines and
. Misato-cho, 10mg Orodispersible tablet. | o
Eisai Co \ PP o 5 va| & N Healthcare
52 L Kodama-Gun, (San xuat tai: Eisai Co Limited = =
Limited i , e o } PP1012074 | o o Products
Saitama Dong goi tai: Pfizer PGM; Pharmapac N N
Lo . 6 o o Regulatory
Prefecture, 367-[(UK) Limited; Eisai Manufacturing Agency MHRA
0198, Japan Limited) gency
JI. Pulo Gadung o N <« .
PT. Soho|No. 6, Kawasan|* Vién bao khong chta khang sinh|= PW.01.02.3|3 S National Agency
. : n A p , . |O N N for Drug and
54 Industri Industri Pulof(khong bao gom thudc tranh thai;| 31.12.12.74 | & N
. . A A s = — — Food Control,
Pharmasi Gadung, Jakarta -|hormon sinh duc va chat kim té bao). |Q 59 = - .
: o N N Indonesia
Indonesia
Famar AV.E Anthoussa * Thubc khong vo tring: vién nang|a N 9 National
5 |Anthoussa  |AVeNUe 7,|cimg; dang bao ché rén khac; vién nén % 16559/5-3- | & &  |Oganization for
Plant Anthoussa Attiki,|(hormon va cac chat c6 hoat tinh| - 12 S S [Medicines,
15344, Greece  |hormon). L 3 Q  |Greece
* A A \ .
8301 Mars Drive,| w0 VO trung: Na o |9
+ Thudc san xuat vO trung: dang bao s s s . .
Allergan Sales|Waco, Texas| . .., . 2 i N N Irish  Medicines
57 .. |ché ban ran; dung dich thé tich nho. O 2012/5942 |& N
LLC 76712, United 2 . NS X ) o — Board
* Thuoc khong vo trung: dang bao ché| g = =
States .2 o o
ban ran.
Avenida 31 entre
Center for o N <« State
Genetic 1587190, Repartol, 1y 5. v trung: = S S |Administration of
58 Engineerin Cubanacan, Playa, + Thudc san xuét vo trung: thube don < 030/2012/S | & 3 Ukraine on
ano? 9 lciudad de La o g 8 jaumpRrep|E |8 |UTET
) Habana, Republic| = ™ 3
Biotechnology Products

of Cuba




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

Dot 11
(Theo cong van 7977/QLD-CL ngay 27/05/2013 ctia Cuc Quan ly dwgrc)
A =
o g S 3=
NHA MAY . , - > O < Z |CO QUAN
TT A < DPIA CHI PHAM VI CH HA IAY - <
STT | CONG BO IAC AM VI CHUNG NHAN 3 g [CIAY EN = Z Z|cap
> ﬁ o o
Z Z
State
Halol-Baroda * Thudc vo tring: . ~ o~ |Administration of
Sun nighway,  Halol-|" Thudc pha ché vé tring: thudc dong g 045/2012/S | S S |Ukraine on
1 Pharmaceutical 3899350y’ Guiarat kho; dung dich thé tich nho. h AUMP/GM % % Medicinal
Industries Ltd india ’ 13185 % Thube khong vo trung: vién nang ) P S S Products
mém; dang bao ché ban ran. o < @ (SAUMP) -
Ukraine
State
l:/IIoItDNé) E-3739\+ Thube khéng vo tring: thudc dung| o o o  |Administration of
Glenmark T ngoai dang 10ong; thudc udng dang long;| = 026/2013/S | S P Ukraine on
. Industrial Estate,|. 7 . N, \ 2O N N ..
2 Pharmaceutical . bot dung ngoai da; dang bao che ban| AUMP/GM | F N Medicinal
Satpur, Nasik-422|", 7 ) z . o= o o
s Ltd. ran (thudc kem; thuoc md; gel); vién| O P > S Products
007, Maharashtra,| , o S N
India nén. (SAUMP) -
) Ukraine
* Thude khong vo tring chira penicillin| a_ ~ < |swiss Agency for
: Brisweg 2, 4253|va cephalosporin: vién nén; vién nén|= S S gency
Acino Pharma|, . . A L a 1O N N Therapeutic
3 AG Liesberg, bao phim; vién sui; vién nhai; vién| 12-444 > PN Products
Switzerland nang cting; thudc bot; thude cém;|O 2 3 : .
oellet T o — (Swissmedic)
Kishapura, Baddi- UK GMP United Kingdom's
Glenmark Nalgarh Road, o 17350 Ins N 2] medicines  and
. |Solan  District,|* Thubc khéng vé triing; dang bao ché| = PIQ & |Healthcare
4 Pharmaceutical |}, . B o Q GMP o 5
. Himachal ban ran (thudc kem va thudc mg). S o o Products
s Limited 0 17350/3829| S >
Pradesh, In- 61-0004 ™ N Regulatory
174101, India Agency MHRA




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

* Thuoc vo trung:

Grundrissplane |+ Thuéc san xuét v trung: dung dich| S DE_BW_0 % % Co quan thim
Bipso GmbH |vom  21.7.2011,|thé tich nho; thudc bt vo trung. o 1 GMP_20 |& = N ,
78224 Singen,|+ Thudc tiét tring cudi: dung dich thé| D 11 0060 |S S  |quyenbuc
Baden- tich 16n; dung dich thé tich nhé. < <
Wurttemberg,
Germany
Parque Industrial, , UK GMP United Kingdom's
Glenmark Calle 9 Ing M(?yer * ThuQc vO tn‘mg: o e 41732 Insp g g medicines and
Generics SA - Oks No 59_3, Pilar,|+ 7T}}u6c san xu@t vo trunq: dung d%ch % GMP g g Healthcare
Pilar Plant Buenos Aires, Ar- th§ tich 16n; thuoc dong kho; dung dich| 5 41732/7009| = < Products
B1629MX, thé tich nho. L 036.0001 Q N |Regulatory
Argentina Agency MHRA
Zone d'Activites|, Thube Khona vé trina: thude donal & = S French Health
Pharmatis Est no 1’. 60190 ngoai dang léng' thube ugng dang 16ngq (% HPF/FR/24 § § Products  Safety
Estrees-Saint- dang bio ché bé;l in ' '[9 9/2011 = S |Agency
Denis, France ‘ ' L =t S |(AFSSAPS)
. . |* Thudc vo trung:
;Jz:]:;rudee Salr:(; + Thude sin xuat vo triing: thubc dong| o = S French  Health
Famar L'Aigle |L'lsle, 28 380 kho; dung dich thé tichnho. z HPF/FRI20 | & §  |Products  Safety
Saint, Remy Sur *’ Thué’c khong vo tring: d/ang ’bao c_lAlé 5 2/2011 S S Agency
Avre. France re'l,n khac; dang bao ché ban ran; vién|Y — ~N (AFSSAPS)
nén.
* Thudc khong vo tring: vién nang
cimg; thubc dung ngoai dang long;
Madaus GmbH tl}uéc ubng dang long; dang,béo ,ché a DE NW 0 g g 7
Madaus GmbH Lutticher Str. 5,ran khac (thuoc bcf)t’, thuécg com, (% 4 CEMP —20 S S Co _Quan tham
53842 Troisdorf,|pastilles); dang bao ché ban ran; vién| 2 15 0045 § E quyén DPuc
Germany nén (vién nén bao phim, vién nén bao| Y - Q S

duong).
* Thubc dugc liéu; thubc vi luong




Mega Life
Sciences Ltd.

Site 2: 515/1 Moo

* Thudc khéng vo tring: vién nang
cung; vién nén.

San pham cu thé: vién bao Doloteffin,
vién bao Doloteffin forte, vién nén
Ardeysedom, vién bao  duong
Ardeysedon Nacht, Ardeycordal forte,

i ™ <
4, Sol 8 Bangpoo|, ian nang Gabapentin (100mg, 300mg, % DE_ NW 0 (3 S 2
Pharma- Industrial Estate, . . . R N Co quan tham
11 400mg), vién bao Finasterid (1,g,|© 1 GMP_20 |5 = L
Zentrale GmbH [Pattana 3 Road, A . S5 . - |o o quyén Bt
5mg), vién nang Tacrolismus (0,5 mg,| 13_0001 = J
Phraeksa, Mueang .A - ~N -
1mg, 5mg), vién nang Mycophenolat
10280 . " .
Samutorakarn Modefil 250mg, vién nén
Thail Ed ' Mycophenolat Mofedil 500mg, vién
anla bao Donepezil (5mg, 10mg), vién bao
Tramadol HCL 37,5mg/Paracetamol
325mg, vién nén Glofer, vién nén
Mega Life|* Thubc khéng vo tring: Vién nang
Sciences Ltd. mém.
Site 1: 384 Moo 4,|San pham cu thé: Vitamin E 600,
Soi 6, Bangpoo|Knoblauch+Mistel_ Wibdom,| o_ DE NW 0 ot S
1p |Pharma- Industrial ~ Estate,|Alfacalcidol (0,25ug, 0,5 pg, 1 pg), (29 L GMP 20 & & |Co quan thim
Zentrale GmbH [Pattana 3 Road, |Fisschol (500mg, 7050mg), Ibuprofen| = 12 0016 S S  |quyén Puc
Phraeksa, Mueang|(200mg, 400mg, 600mg), Isotretinoin| - N 3
10280 (10mg, 20mg), Livolin Forrte, Vitacap,
Samutprakarn, Prosstacare, Enat 400, Ginsomin,
Thailand Giloba.
* Thubc vO tring chira khang sinh,
Heparin trong lugng phan t thip
70 beaver Creek|LMWH, chiat mién dich, Interferon;|a
y - : ) ' (40 <
Road #30,|Insulin, chat gay nghién: dung dich san = CA-TOR- |3 P Health  Products
) : ) , Q N &  |and Food Branch
13 Health 2000 Inc|Richmond  Hill,|xuat v6 trung; thudc dong kho. o 2013 GMP:| & > Inspectorate
Ontario, Canada,|* Thudc khong vo tring chta khang g 0006609 g g Carl?a da ’
L4B 3B2 sinh, OTC, chit gay nghién: vién nén;| O e e '

vién nang cimg; Vvién nang mém; dung
dich.
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Alfa
Wassermann
S.P.A

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

* Thubc v trung;

+ Thudc san xuét vo tring: thuc dong
khd (chira hormon va chat c6 hoat tinh
hormon, khéng bao gdom hormon
corticosteroid va hormon sinh duc);
dung dich thé tich nhé (chta hormon
va chat co hoat tinh hormon, khéng bao
gdm hormon corticosteroid va hormon
sinh duc); polveri.

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

* Thudc khéng vo tring: vién nang
cimg; thudc ding ngodi dang long
(chira hormon va chat cd hoat tinh
hormon, khéng bao gém hormon
corticosteroid va hormon sinh duc);
thudc ubng dang long (chtra hormon va
chat c6 hoat tinh hormon, khéng bao
gdm hormon corticosteroid va hormon
sinh duc); thuéc cdm; dang bao ché
ban rin; vién nén.

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

EU-GMP

IT/38-
1/H/2012

17/02/2012

23/09/2014

Italian Medicines
Agency AIFA




Beernardo de
Irigoyen 248, of

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

Thudc khong chira khang sinh nhém
beta lactam, chat kim té bao hodc hoat
chat hormon: vién nén; vién bao; thudc
cdm; thudc bot pha hdn dich udng;

the  City  of|thudc bot; dung dich thudc tiém va|< o) s, .
. . X : . Lo =2 Py S Argentina
Laboratorios  |Buenos Aires|thuoc dong kho; thudc bot vo trung;| O N N . .
15 , ‘ R A s \ | 01317/13 |& P~ Natioanl Institute
Bago S.A. (C.P. thuoc khong vo trung dang long va S o o of Drug (INAME)
C1072AAF), dang bao ché ban ran. o 9 9 g
Argentine * Co sO san xuat 2: St. Ciudad de
Republic. Necochea between St. Ciudad de Mar
del Plata and Av. Matienzo; Industrial
Park, Province of La Rioja (C.P.
F5302CTA), Argentine Republic
Thudc chita khang sinh beta lactam:
Vién nén; vién bao; thuc bot pha hdn
dich va thudc bot pha tiém.
Consumer * £ A A s - .
. . |Healthcare T.h Hoe khong vo tru.n g khczng Ctlu’a < = S Therapeutic
GlaxoSmithKli Division 82 penicillin, cephalosporin, chat chong (% MI-2010-L11 S S Goods
16 ne Australia Pty ’ ung thu: vién nén; dang bao ché long; h % % . . .
Hughes Ave, . Lo L X 1A | = 02034-3 o =) Administration,
Ltd . dang bao ché ban ran; thudc bot; thuoc| O S = .
Ermington NSV dat o0 15} o Australia
2115, Australia il
The Institute for
Teva a N 0 Standarization
, , , = ° °
17 |Pharmaceutical > HAMarPEN St 1 o bao ché ban rén va thuée dat. |0 |132212  |S  |§  [and Control of
Industries Ltd Jerusalem, Israel 5 o o Pharmaceutical,
' L 3 & [Ministry of

Health, Israel
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Doppel

Farmaceutici

SR.L

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

* Thudc khong vé tring: vién nang
mém; thudc diung ngodi dang long
(chtta hormon corticosteroid ); thudc
ubng dang long (chaa hormon
corticosteroid); dang bao ché ran khac
(thudc bot va thube cém chira hormon
corticosteroid va hormon sinh duc);
dang bao ché ban rin (chira hormon va
chat c6 hoat tinh hormon, khéng bao
gdm hormon sinh duc); thubc dit (chira
hormon corticosteroid); vién nén (chira
hormon corticosteroid, hormon sinh
duc va cac hormon khéc).

* Thudc sinh hoc: thude ¢6 ngudn gdc
tu dong vat: ethyl esters cua axit béo
khong no chiét xuat tir dau ca (dang
vién nang mém); heparin va heparinoid
(dang bao ché ban ran)

* Thude duoc licu.

EU-GMP

IT/220-
1/H/2012

05/09/2012

07/07/2014

Italian Medicines
Agency AIFA

21

Patheon
S.P.A

Italia

Viale G.B.
Stucchi, 110 -
20900 Monza
(MB), Italia

* Thudc vo trung:

+ Thudc san xuét vo tring: thuc dong
kho (DNA/Protein tai to hop; hormon
sinh  duc va hormon  khac,
prostaglandin/cytokine); dung dich thé
tich nho.

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

* Thudc khong vo tring: vién nang
cung; thude bot; thude cdm.

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

EU-GMP

IT/289-
11/H/2012

09/11/2012

25/03/2014

Italian Medicines
Agency AIFA




9-19, Shimoshinjo

Santen
Pharmaceutical 3-chome, Ministr of
Higashiyodogawa- = N A y
Co., Ltd , 2 = P P Health,  Labour
ku, Osaka, Japan. [San pham: Sancoba, Ophthalmic|® N N
22 (Santen . . . o 4285 P~ P~ and Welfare
. (2-14, Shikinami,|preparations. I o o
Pharmaceutical .. o > > government  of
Hodatsushimizu- S o o
Co., Ltd. Noto cho, Hakui-gun i Japan
Plant) Ishikawa, Japan)
* Thubc v trung;
. . . + Thubc san xuét vo trung: dung dich|a ) S
Biomedica Via Morolense 87 thé tich 16n; dung dich thé tich nho;| = IT/32- Q Q Italian Medicines
24 Foscama Group|03013 Ferentino A O ~ S
SPA (FR), Ital thuoc bot vo trung. S 4/H/2013 | o oS Agency AIFA
i ay + Thudc tiét tring cudi: dung dich thé| & = 2
tich 16n; dung dich thé tich nho.
Zone d'Activites|, z A A Lo la = S French Health
. Est no 1, 601g0| Lhudc khong vo trung: thuoe dungl s | o /ep e Q  |Products  Safety
25 Pharmatis . ngoai dang long; thudc udng dang long;| @ = Pre)
Estrees-Saint- dane bio ché ban rin 5 0/2011 = oS Agency
Denis, France ang ' L = S  |(AFSSAPS)
o o < .
MSD 60 Tuas West (§D MLMP110 § § Health  Sciences
26 International  |Drive  Singapore|* Thudc bot pha tiém A 0002 N S Authority,
GmbH 638413 O S S  |Singapore
o N o
San pham: Deplin 600mg (Vietnam),
Biokanol Pharma |Solution for Injection.
Kehler Str. 7,[(Co s& san xuat:  Solupharm|a DE BW 0 | = s,

,;  |Biokanol 76437 Rastatt,|Pharmazeutische GmbH. -Industriestr.| = L GMP 20 & & |Co quan tham
Pharma GmbH |Baden- 3, 34212 Melsungen, Germany 35 11 0117 p S  |quyénPuc
Wurttemberg, Co s dong goi, xuat xuéng: Biokanol | - N Q

Germany Pharma GmBH - Kehler Str.7, 76437

Rastatt, Germany)




o N <t
Roxane = 03-0175- |3 S United States
28 Laboratories ggzlli?bgz A OH San pham: Mercaptopurine tablets USP 8 2012-02- % % Food and Drug
Inc ’ 0 VN % % Administration
) — —
[a N <t
_ _ — — :
Roxane . Columbus, OH|San pham: Fluticasone Propionate (ED 03-0176 Q Q United States
29 Laboratories O 2012-02- |= - Food and Drug
43216, USA Nasal Spray : =) =) - .
Inc ’ 9 VN > > Administration
) — —
Lot no: 423/P/A,|, Thudc v6 tring:
Sarkhet - Bavlal, .y 5 cin xudt vo trung: dung dich X 9
Intas Highway, Village| . . tigh s 4 g. dung & S NL/H S S |Health care
30 Biopharmaceuti [Moraiya, Talika L. IS |9 ) N inspectorate, The
. * Thuoc sinh hoc: thudc cong ngh¢| 5 13/0106 =) o
cals Ltd. Sanand, Guijarat, sinh hoc 0 S SN Netherlands
Ahmelabad, £D j 'h‘t b b < N
382213, India Hoe chal ST RoC.
Plot numbers 457 . . ,
and 458 Sarkhej- UK  GMP| o ﬁzgiect?ni;ngdogj
INTAS Bavla Highway,|* Thudc khong vo tring: vién nang % 17543 Insp § § Healthcare
31  [Pharmaceutical |Matoda, Sanand,|ctmg; dang bao ché rin khac; dang bao| @ GMP S S |broducts
s Limited Ahmedabad, ché ban rén; vién nén. 2 17543/9621{ S S Requlator
Gujarat, 382210, 0016 o = gutatory
India Agency MHRA
* Thudc vé trung;
o Gotprmulr |2 T sin i 6 i g i) e
Mann Damm  165-173,| ; , n (e’ nho mah); dUng dich) > 2012/01/ma| & & |Co quan thim
32 . '|thé tich nho (thudc nhoé mat). o > 5 .
Chem.-pharm. [13581 Berlin, + Thude khéna vé trana: thuée danal @ nn o o quyén DPuc
Fabrik GmbH |Germany g g 9w N P

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




* Thudc vO tring: vién nang cung;

‘ s ; N Lo i
Laboratoires |6  avenue  de|thudoc dung ngoai dang long; thudc % a a Nat|ona|_ _Agency
. J X s oL HPF/FR/17 | & N of Medicine and
33 Mayoly I'Europe, 78400{uong dang long; dang bao ché ran|Q S S
: . \ K pr L A, S 7/2012 H =) Health  Product
Spindler Chatou, France  |khac; dang bao ché ban ran; vién nén. | F F
£ n S - Safety (ANSM)
* Thuoc duoc liéu.
* Thube vé trung:
+ Thudc san xuét v trung: dung dich
Zone Industrielle|thé tich nhé (thudc nho mét). a o S |French  Health
g4 |Laboratoire |Ripotier  Hapt, + Thudc tiét tring cudi: dung dich thé g HPF/FR/48/| & &  |Products  Safety
Chauvin 07200 Aubenas,|tich nho (thubc nhé mat); thudc ciy| = 2012 S S |Agency
France ghép dang ran. L N =] (AFSSAPS)

* Thudc khdng vo trung: thube ding
ngoai dang 16ng.




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

Dot 12
€0 cong van -CL nga cia Cuc Quan wgc
Theo cong van 9412/QLD-CL ngay 14/06/2013 ctia Cuc Quan ly durg
z & 2|
\ ] w = 3 |
NHA MAY . , - > O < Z |CO QUAN
STT | A = |DIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ <|
CONGBO | ° - : 3 ° Z |2 Z|cap
* Ac vd triino:
Rotexmedica +TT}11’11111%CCVS(;Itln)1(IIIJ%t vo trung: dung dich
. ; ", g (9p] Lo
Rotexmedica |GmbH thé tich 16n; dung dich thé tich nho|S  |DE_SH_01 | = .
GmbH Arzneimittelwerk , N . I N Co quan tham
1 . (chira hormon va chat c6 hoat tinh|Q _GMP_201 |5 3 A,
Arzneimittelwe |Bunsenstrabe 4, S o o quyén Buc
. hormon). 0 30001 = >
rk 22946 Trittau, ISPV e . 2 - —
German + Thuoc tiét trang cudi: dung dich thé
y tich 16n; dung dich thé tich nho.
San_pham: vién nén Asgizole (Gastro- Gidy CPP: United Kingdom's
. . |Resistant tablet 20mg, 40mg) ..
Via G.Morgagni, . . £ o PP1011816 | medicines  and
Valpharma 5 ] 47864 Co s6 sin xudt: Valpharma| s 9 S Healthcare
3 International - International SPA Q iy = g
SPA Pennabilli  (RN), Co s done g6 Lamo San Prosperol 2 Giay CPP:|o z Products
i ltaly g got- Lamp POl 1pp1011817 | & Regulatory
SPA 2 Agency MHRA
Co s xuét xuong: Farmea SAS gency
* Thudc vo trung:
Alfa Intes| . _ + :’Fhu’oc s&an xuat vO trung_: dang pao
Industria Via Fratellijché ban ran ( hormon corticosteroid);| o ] 9
. Teraeutica  |B2ndiera.  26-|dung dich thé tich nho (hormon z | T/98- & &  [|ltalian Medicines
S Iegdore 80026 Casoria|corticosteroid); thudc bot. -] 1/H/2013 5 § Agency AIFA
SpR L (NA), Italy * Thudc khdng vé tring chira hormon| Y S =
o corticosteroid: thudc dung ngoai dang
16ng; thubc udng dang long.
” o ™ Lo
Baxter Route 3 km 142.5,|San pham: Forane (isoflurane, USP)|= 03-0052- § § United States
6 Healthcare  of|Guayama, PR|Liquid for Inhalation 8 2013-01- |= F Food and Drug
Puerto Rico 00784, USA Tén tai Vi¢t Nam: Aerrane (isofluranc) | 2 VN S S |Administration
o o




* Thuoc vo trung:

Ranbaxy + Thudc san xuat vo tring: thudc bot
Laboratoires pha tiém chtra penicillin, cephalosporin| a_ « L]
: \ S DE_NW_0 |3 S 2
Ranbaxy Industrial Area 3|va carbapenem. 5 4 GMP 20| N Co quan tham
Laboratoires  |A.B. Road, Dewas{* Thudc khong v tring chira penicillin| 5 13 0091 S S |quyén Buc
455 001 Madyal|va cephalosporin: vién nang ctng; vién| " - 8 S
Pradesh, India  |nén (bao gém ca vién nén bao phim va
vién nén bao duong); hon dich kho.
* Thubc v trung;
+ Thubc san xudt vo tring: dung dich
thé tich nho. o « <9
Veer 12, 8121 S .. . . S S Healthcar
Abbott cerweg 12, 8 + Thuoc tiét trung cudi: dung dich thé = NL/H Q Q calihcare
. . AA Olst,| , \ Q S S Inspectorate,
Biologicals B.V Netherlands tich nho. 5 13/0003 o o Netherlands
* Thubc khong vo tring: thube udng| N =

dang long; vién nén (chira hormon).
* Thudc sinh hoc: thuc mién dich.




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

Holopack + Thubc san xudt vo tring: dung dich
Verpackungstechn [thé tich 16n; dang bao ché ban ran;
ik GmbH dung dich thé tich nho (bao gdm ca ché
Bahnnhofstrabe, |[phdm nho mit).
gemap den|+ Thudc tiét trung cudi: dung dich thé ~ o
Holopack vorliegenden tich 1on; dang bao ché ban ran; dung S DE_BW 0 § § Co quan thim
9 Verpackungstec |Grundrissplanen |dich thé tich nho (bao gom ca ché|Q 1 GMP_20 |5 = A,
hnik GmbH  |vom  20.11.2007,|phém nho mat). > |izous |3 | |awenbuc
73435 Abtsgmund{* Thudc khdng vé tring chira hormon -~ -~
Untergroningen, [va chit c6 hoat tinh hormon;
Baden- prostaglandin/Cytokine;  chit mién
Wurttemberg, dich; sulphonamides: thuc ding ngoai
Germany dang long; thudc udng dang long; dang
bao ché ban rén.
* Thubc sinh hoc: thudc cdng nghé
sinh hoc chtra Protein tai t6 hop/ DNA
va enzyme.
* Thudc vo trung:
+ Thudc san xuét vo tring: thuc dong
khd ( chtra hormon corticosteroid va
Biologici Italia Via Filippo|prostaglandin/Cytokine); dung dich thé| o g g _ N
10 L aboratories Serpero - 20060(tich nh,(") (c‘hl'ra }}ormon,f:ortlcoste.rmd).q (ED IT/112- g g Italian Medicines
SRL Ma_sate (MI),|+ Thuoc tiét trung cuoi: d_ung d;cl_l the| 5 17/H/2011 | S o Agency AIFA
o Italia tich nho chira hormon corticosteroid va| % 3 Q

hormon sinh duc.
* Thude sinh hoc: thudc ¢6 ngudn goc
tur dong vat.




* Thuoc vo trung:

Novartis +Thubc san xuat vo tring: dung dich
Pharma  Stein Schaffhauserstrass tl;uéc (aimpoAuIes, le, bom tiém doéng % g g Swiss Age_ncy for
1 AG, _ e 4332  Stein san); th}lOC ?Iong 1\<ho (1(_)),.. ‘ © 13-989 % g Therapeutic
Pharmaceutical S’vvitzerlan q |+ T,hU6c tiét trang cuoi: dung dich 8 13-988 o o Products
Operations thuoc (ampoules, lo; bom tiém dong|z I (Swissmedic)
Schweiz san).
* Thube khdng vo tring: Dang bao ché
* Pia chi: Kvarnbergagatan 12 (Blow
Fill Seal) Sodertalje, 15185 Sweden:
*Thudc vo tring:
+ Thudc san xuat vO trung: dung dich| N S .
thé tich nho (6ng plastic): thudc tiém:; g 24:2012/51 | & S '\A/IeSr:gal Produc;?c
hén dich khi dung diing dé hit. 5 [3533 SR T
+ Thubc tiét tring cudi: dung dich thé| & S |§  [Sweden
tich nho (Ong plastic): thude tiém.
* Thudc khong vo trung:thudc ding
SE-151 85[ngoai dang 16ng; thudc uong dang long.
13 ﬁsétraZeneca Sodertalje, * Dia chi: Kvarnbergagatan 12 (Freeze
Sweden Dried and Pumpspray) Sodertalje,
15185 Sweden
*Thuéf: vO trﬁng: ’ N N o
+ ”l:huoc saTleuat V0 tring: thudc dong| S 24:2012/52 § § Medical Products
kho (de;lng tiém). , 9 o 363 § a Agency of
+ Thudc tigt trang cudi: dung dich thé| 3 = S |Sweden
tich nho (dang ti€m). o o
*Thudc khong vo trung:thudc ding
ngoai dang long (thudc thut); dung dich
va hdn dich udng; thubc hit va thudc
Str. Theodor . N 2] National Agenc
A A \ o
S.C  Infomed Pallady - nr. 50, * Thquc VQAtmrfg: 2. . |2 028/2012/R § § for Medicinfs angj/
14 i sector 3,[+ Thuoc tiét trung cuodi: dung dich thé| @ PN > . .
Fluids S.R.L . C1o1 5 o) \—| = Medical Devices
Bucuresti, cod|tich 16m. 0 3 NS .
— ~ Romania

032266, Romania




56, Hanjin 1-gil,

W Songak-eup, % N S Pharmaceuticals
15 |Pharmaceutical |P2NGin-si. San phim: Thubc tiém Imipenem,|® 15221 & & (& Medical
Corporation |Chungeheongnam-|Cilastatin ( 0,259 va 0,50) g 15572 S S |Devices Agency,
P do Republic of ks = S |Japan
Korea
gcl)ISan Rafaell,ng, * Thubc khoéng vo trung: thube dung|a N L |Spanish Agency
. . N 5 . A A 5 . E o o
16 Italfarmaco S.A | Alcobendas, ngoai da:ng lorig, téhuoc uong darig lonAg, o ES/050HVI % g of Drugs ang
Alcobendas 28108 dang bf:lO che¢ ran khac (thuoc bot,| 5 /12 o o Health  Products
) thudc cém) L N N |(AEMPS)
(Madrid). Espana
* Thudc khong vo tring: vién nang - o
_ , . A X .. A |- — — : :
Gedeon Richer H-1103 _ Budapest clmg; thu\qc uong qdang long,\ thuocj = 0GYI/6001d S S National Institute
17 PLC Gyomroi ut 19-21,|dung ngoai dang long; dang bao ché| @ 212013 N N of Pharmacy,
Hungary ban ran chira khang sinh; vién nén chira a 3 % Hungary
hormon; thudc bdt va thude cdm. - o
6-8. Doshomachi Ministr of
Dainippon 2-chome, Chuo- % ot w© Healthy Labour
18 Sumitomo ku, Osaka, Japan San pham: Gasmotin tablets 5m Q@ 4371 8 8 and | Welfare
Pharma  Co.,|(1450, Yasuzuka-|>2" PHam: £ g S S overnment  of
Ltd cho, Suzuka, Mie, S > ® ?a an
Japan) P
DSM % 4-0177 S = ited
__|Greenville,  NC|San phidm: IV Busulfex (busulfan)|® 040177 1S g |Ynte States
19 Pharmaceutical 97834 USA Iniection @) 2012-01- |5 5 Food and Drug
sINC ’ J ‘:’)7 VN % % Administration
N N




* Thudc khéng vo tring: vién nang
ctmg; thudc udng dang 1ong; dang bao
ché rin khac; vién nén.

San pham cu thé: vién nén bao phim

Bristol  Mvers 4601 Highway 62|Sprycel, vién nén bao phim Baraclude,| o « L] National Agency
21 |Sauibb YIS East, Mount|dung dich ung Baraclude, vién nén| = UMC/PT/2/| & &  |of Medicine and
Cccl)m o Vernon,  47620,|bao phim Eliquis, vién vang cing|5 2013 S S [Health  Product
pany United States Reyataz, thudc bot pha dung dich udng| Y N S |Safety (ANSM)
Zerit, dung dich udng Abilify, vién nén
bao phim Ebyont, vién nén bao phim
Onglyza, vién nén bao phim
Komboglyze.
Village + Thube vé trimg: for Qualty anc
Nectar Bhatolikalan, + Thlilécvsén xugéit vo tring: thudc bot| < = = Or anizatio¥1
oo |Lifesciences |District - Solan,| .. g ' % OGY1/2477 | & & De?/elo et in
Limited, Unit-|Barotiwala, pha fiem. s a I 5-6/2011 | S P
. San pham cu thé: thuoc bot pha tiém B S Healthcare  and
w
VI Himachal Pradesh i . ) o N .
173205, India Cefuroxime, Cefotaxime, Ceftriaxone. Medicines,
, Hungary
_ National
Blugpharma -|S. Martinho do o 2 = i
Industria Bispo, Coimbra,|* Thudc vo tring: vién nang cing;|= FOOLSLH/ & g  |Authority of
23 . IO I cn O AF/001/201| S PN Medicines  and
Farmaceutica, |[3045-016, thuoc bot; thudc com; vién nén. - o —
S A Portugal o 2 i § Health Products,
' I.P, Porrtugal
Unit Il Block A&
B, Formulations,
Plot no 22-110 , a ] S Spanish  Agency
,q [|Hetero  Labs|industrial  Area|* Thubc khong vo tring: vién nang (59 ES/034H/1 | & & |of Drugs ang
Limited Jeedimetla, cirng; vién nén; vién bao. -] 2 § 5 Health  Products
Hyderabad 500 L Q & [(AEMPS)
055 (Andhra

Pradesh) India




Via  Provinciale - o
. } o — —
,c  |Novartis Farma zgglstg 13%I’orre ¥ Thube khone vé trine: vién nén =z IT/36- & &  |ltalian Medicines
S.P.A . g & ' 3 5/H/2013 | S S |Agency AIFA
Annunziata (NA), 0 ) >
— N
Italy
Ronda de Santal” Thudc khdng v tring: vién nén (bao
Novartis Maria 158. 08210 gdm ca thude huong than); vién bao| o o ) Ministry of
26 |Farmaceutica |Barbera . Dej| (20 €0m ca thude huéng than); vién = NCF/1227/ | & &  |Health of
SA Valles nang cimg (bao gdm ca thuc hudng| = 001/CAT |S & |Government  of
(Barcelona), Spain than, chat kim té bao); vién nén bao|Y 3 S Catalonia - Spain
» 2PaINY L im (véi duong).
* Thubc v trung; . . ,
g;)? SBc()?ft(h ?;%?? + Thudc san xuét v tring: dung dich UK GMP|_, < zz:;iec?ngngdo;?]g
Baxter Pike Y|thé tich 16n; thube dong kho: dung dich S 18058 Insp § § Healthcare
27 Pharmaceutical Bloo,min on. IN thé tich nho. 0] GMP N S Products
Solutions LLC gon, "N1L Thude tiét tring cudi: dung dich thé| 2 18058/1036 | S S
47402 United L2 L = S |Regulatory
States’ tich 16n; dung dich thé tich nho. 7-0009 Agency MHRA
* Thude sinh hoc: thuéc mién dich. gency
" A .
: Route de Marsat, Th“‘ic Vo t"‘m{?' A s L oaa | S = French Health
Laboratoires Riom 63963 + Thudc san xuét v trung: thude dong| s HPE/ER/57/| S S Products  Safet
28 [Merck Shamp&| 0™ = kho; dung dich thé tich nho. S ot S |8 |Ageny y
_Chi - * A P . A X kel D Q Q
Dohme-Chibret Cedex 9, France "l;hquc sinh Ah(_).c. thuoc mién dich;| g S 2 (AFSSAPS)
thudc cong ngh¢ sinh hoc.
Abbott
Laboratories, * Thudc khéng vo tring: vién nang - ©
Abbott Plant Neustadt cimg; dang bao ché rin khac (chira % DE_NI_02_ § § Co aquan  thim
29 Laboratories Justus-von-Liebig-|hormon va chét c6 hoat tinh hormon). | GMP_2013 | & N " éanfxc
GmbH Str.33 * Thude sinh hoc: thudc c6 ngudn gbc a 0007 % % quy
— N

31535 Neustadt a.
Rbge. Germany

tor nguol va dong vat.
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Dr Reddy's
Laboratories
Limited FTO-
Unit 3

Survey No. 41,
Bachupally
Village,
Qutuballar
mandal, Ranga
Reddy  District,
Andhra Pradesh,
In-500 090, India

* Thudc khong vé tring: vién nang
cung; vién nén.

EU-GMP

UK GMP
8512 Insp
GMP
8512/17970-
0006

13/08/2012

23/04/2015

United Kingdom's
medicines and
Healthcare
Products
Regulatory
Agency MHRA




United Kingdom's

3102/A.G.1.D.C UK GMP| o medicines and
. o — —
RPG Life Estate, * Thubc khong vO tring: vién nang|= 18388 Insp| & |Healthcare
33 Sciences Ankleshwar, cline: vien nén Q GMP o) o) Products
Limited Gujarat, 393 002,|""® ' 2 18388/1080( S s
India 6-0004 | |~  [Regulatory
Agency MHRA
* Thude vo trung; . . ,
H-14/2, MIDC,|+ Thubc san xudt v tring: thude nho UK GMP United Kingdom's
. . a = S medicines and
Waluj, mat. = 8913 Insp| o o
Wockhardt L ear s e . 2 N N Healthcare
34 Limited Arurangabad, + Thuoc tiét trung cuodi: dung dich thé| @ GMP 3 S Products
Maharashtra State, [tich 16n; dung dich thé tich nho. 2 8913/41464{ § = Requlator
In 431136, India |* Thubc khéng vé tring: vién nang 0005 - - A %nc MyHRA
cung; dang bao ché ran khac; vién nén. gency
L-1, MIDC, . . .
Jalgaon Road, UK GMP Unlt_eq Kingdom's
Chikal ~ Thana < 8913 Insp| S S |medicines and
Wockhardt '[* Thubc khong vo tring: vién nang|= PIQ & |Healthcare
35 L Maharashtra State,| , a o GMP Irs) S
Limited cung; vién nén. S o < Products
Aurangabad, o 8913/183221 < S Reaulator
Maharashtra State, 0004 N - g y
Agency MHRA

In 431 210, India




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

Dot 13
(Theo cong van 11525/QLD-CL ngay 19/07/2013 cia Cuc Quan ly dwoc)
A =
zZ ) l(< ]
\ ] = S =
NHA MAY . , - > O < Z |CO QUAN
STT | A = |DIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ - |
CONGBO | ° - : 3 ° < |< =|CAP
> ﬁ o Q
Z. z
. |Céc san pham chira penicillin: o ~ o .
GlaxoSmithKli E?gﬁwayMég:g?ig * Thude v trung: dung dich; hdn dich; % MI-2011-L1. § § 'Ic;r:(e)rgspeutm
L |ne Australia Pyl 3155, Muoc tlems thuoe thut. = & Jogzzg3 S |8 |Administration,
Ltd . * Thuoc khong vo trung: vién néen; vién| O S S .
Australia . o — — Australia
nang ctirng; thuoc thut.
Lot. 89, Jalan
Enggang, o - o National
. . z — — -
Sterling  Drug|Ampang/Ulu _|* vien nén: vien nén dai, thuéc bot| @ S S Pharmaceutical
3 (Malaya) Sdn|Kelang Industrial thude ubne dane [on h 182/13 F N Control Bureau,
Bhd Estate,  54200[ " 0¢ 4Oons danglong. 3) g S [Ministry of
Selangor, o -~ ™ |Health Malaysia.
Malaysia
Mobilat
Produktions - o
. o — —
Mobilat GmbH * Thudc khong vo tring: thubc ding|= DE_BY 0415 & |Co quan tham
4 Produktions Luitpoldstrasse 1, noodi dane 16ne: dane bio ché ban rén o _GMP_201 g § avén Dire
GmbH 85276 goal dang fong, dang 132 30050 | S W
Pfaffenhofen, ~ -
Germany
National Institute
for Quality and
’ ™ (o]
Eﬁ;:ﬁ;um 71t/ IV. Korzet 6.,[* Thuoc khdng vd trung: vién nang % 0GY1/4700. S S Organization
5 " [Kunfeherto, 6413,|cung; thudc bot va thudc com; vién| @ S S |Development in
Extracum Hungar nén = 5/2013 S S Healthcare and
Pharma Co. Ltd gary ' L & 3 o
Medicines,

Hungary




17 e del Thuéc khong vo trU_nAg chtra chét c6|a g g French National
6 Cenexi Pontoise. 95520 hoat tinh h’or[non: wep nang cung; (59 HPF/FR/61/ % S Drug and Health
OSNY F’rance dang b’éo ché ran khéc’; Vlél’l~1’1é1’1. S 2013 o S Products  Safety
’ * Thude sinh hoc: thudc mién dich. L N 9 |Agency (ANSM)
San pham: Exjade/Asunra Dispersible o o
Novartis Schaffhauserstrass [tablet ’ % 04/13/6209 § § European
7 Pharma  Steinle, 4332 Stein,|( Co s& dong goi cap 2: Pharmalog|Q 3 N F Medicines
AG Switzerland Pharma Logistik GmbH, Simenstrase 1, a g g Agency
59199 Bonen, Germany) N -
* Thu(A)’c v trung: ’ la ~ <«
Laboratoire Zone_ Artisanale + Thl?OC tiét trqng cu;01,: dungﬂ dich thé| = HPE/FR/54/ § § French Health
9 Renaudin Errobi, 64250(tich lor}; dung dich thé tich nho.’ ’ o 2012 g § Safety  Agency
ltxassou, France |* Thudc khdng vo tring: thudc udng| ) 3 > (AFSSAPS)
dang l6ng. o i
* Thudc vo trang:
+ Thudc san xuat vo tring: thuéc dong
khd (chtra chat doc té bao/chat kim té
. bao).; dung dich thé tich nho (chta|a o) )
o |Actavis taly ;/(;glfaStle\lljez’vi;r?(; chat doe t€ bao/chat kim té bao). 13 T/4- & &  |ltalian Medicines
SP.A MI), ltaly * Thudc tiét tring cuoi: dung dich the| 5 14/H/2013 |3 S |Agency AIFA
' tich nho (chura chat doc té bao/chat kim| Y 3 S
té bao; hormon sinh duc).
* Thudc khéng vo tring: thudc udng
dang léng (chtra hormon sinh dyc).
10 rue Colonel|, x A A e a N 9 National Agency
14 |Delpharm Charbonneausx, Cﬁgguf;uéthEgﬂgvgalf;u&%g_\/:falgnzg(g) z HPF/FR/16 | & &  |of Medicine and
Reims 51100 Reims,| % Lo o 5 3/2012 S S |Health  Product
France che Tan fhac, vien nen. L N S |Safety (ANSM)




* Thube vo trung;

+ Thudc san xuat vo trung: dung dich
thé tich nho chia hormon va chit cé
hoat tinh hormon (khdng bao gom
hormon corticosteroid va hormon sinh

™ Lo
Viale Fulvio|dyc). = 3 = . -
12 IStaFI)ermaco Testi, 330-20126|+ Thudc tiét tring cudi: dung dich thé| O 'Jﬁ/go s 18IS 'Ata'::; '\/ﬂfg'AC'”es
i Milano (MI), Italy |tich nho. 2 < S gency
* Thudc khéng vo tring: vién nang e N
cimg; thudc bot va thudc cém; vién
nén.
* Thude sinh hoc: thudc ¢6 ngudn gbc
tir dong vat (dung dich thé tich nho san
56  route  de|* Thubc khong vo tring: vién nang - o .
Sanofi Choisy au Bac,|cimg; dang bao ché rin khac (chira % HPE/FR/70/ § § Erreunchan dN?jL(;Tff:
14 Winthrop 60205 cephalosporin); vién nén (chira hormon| Q@ 2013 F N Progucts Safet
Industrie Compiegne, vd chit c6 hoat tinh hormon;| = = y
) L = S |Agency (ANSM)
France cephalosporin).
870 Parkedale . a = = French Health
* e PR — -
JHP . |Road, Rochester Thube v trung: -~~~ =2 2011/UMC/| & & |Products  Safety
15 Pharmaceutical L. + Thudc san xuat v0 trung: thuoc dong| @ S 3
sLLC 48307, Michigan,|, , o thuée cdy ghép dang rén > |PTOO7T e |o |Agency
USA : Y £hep dang ran. o N S |(AFSSAPS)
National
Ezlt)poaratorios%l?r‘\?; * Thudc dong khd; dung dich thude| S ) S, |Administration of
Bioprofarma : _|tiém (khong tiét trang cubi véi cac|O N &  |Drugs, Food and
16 Saic, of the City| . , IR ~| h 01517/13 | S . .
S.A of Buenos Aires thuoc chira chat kim té bao); dung moi 3 o o Medical Devives,
'|pha thudc. o S S Argentina

Argentina

(ANMAT)




Corner Te Pai

* Thudc chia khang sinh (khong bao
gdbm penicillin  va cephalosporin):
thudc kem; vién nang ctimg; dung dich;
Vvién nén.

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

* Céc ché pham (khdng bao gom

X . o ™ <
Douglas Place and Cen_t ral vitamin) c6 liéu nhé hon hodc bang|= = S New_ ) Zealand
. Park Drive, A L a A O TT60-42-16{ & N Medicines  and
17 manufacturing |, . 5mg: vién nang cirng; vién nang mém;| F S . .
Lincoln, s s S 1 3-3 o - Medical Devices
Ltd. Elixir; Siro ho; dung dich; hon dich;| O > > .
Auckland,  New vién nén o — — Safety Authority
Zealand * Thudc chéng ung thu, thube e ché
mién dich (khéng bao gdm steroid):
vién nang mém; vién nén.
* Thudc khac: thudc kem; vién nang
cimg; Vién nang mém; thuéc udng nhod
giot; Elixir; Gel; siro ho; kem dudng;
thuéc md; thubc bot; dau goi; dung
* X A P X X
No. 6, kuang Yeh WThuog khpng vO trun‘g. dang E)ao che
long (hon dich; dung dich); thuoc phun| 4
Synmosa 1st Road, Hu-Kuo| _.° AP PR o =
. . . muU; dang bao ché ran (vién nén bao|= o o Department  of
Biopharma Hsiang, Hsin-Chul|, . A . O N N .
18 . ._|duong; vién nén bao phim; vién nén;| . 8241 B P Health  Taiwan,
Corporation, Ind. Park, Hsin[ ~ = . ., = o —
. |thudc bot; vién nang). O B > R.O.C
Synmosa Plant |Chu Hsien, £ , I - — ~
. * Dugc chat hormon (san xuat vién nén
Taiwan, R.0.C

bao phim)




Co sO& san xuét:
Ma'abarot Ind.
Zone, Emek
Hefer, Israel

* Thudc khéng vo trung (khdng bao

The Institute for

Trima, Israel|{Co so dong goi:[gdm thudc chira hormon, chit doc té| o o o I
. ) N . ) A ® © Standarization
Pharmaceutical [Kibbutz bao, khang sinh nhom betalactam: vién| = S S
. , £ \ . o I I and Control of
19 Products, Ma'abarot, Emek{nang cung; thuoc dung ngoai dang| . 1411/13 F F .
. . £ x , I o o Pharmaceutical,
Ma'abarot Ltd.,[Hefer, Israel long; thudc udng dang 16ng; thude bot;| O F > ..
\ % A I A o N ~N Ministry of
Israel Co so0  kiém|dang bao ché¢ ban ran (bao gom ca
i SN A Health, Israel
nghiém: Even|steroid); vién nen.
Yehuda Ind. Zone,
Emek Hefer,
Israel
* Thubc vo trung;
.|+ Thudc san xuat vo tring: dung dich
Parque Industrial| ..., ., P N . .
. thé tich 16n; thudc dong kho; dung dich National
Laboratorios  [Manuel Lourenco| : ., \ a N ) .
Basi - IndustrialFerreira. Lotes 15 thé tich nho. = FO16/S2/H/ | S S Authority of
20 : ! + Thudc tiét trang cudi: dung dich thé| @ AF/001/201| = = |Medicines and
Farmaceutica, |e 16, Mortagua,|, . ., . 2 s ) - o o
tich 16n; dung dich thé tich nho. o 2 S 5 Health Products,
S.A 3450-232, B ~ NN £y ™ ~
Portugal * Thuoc khéng vo trung: thuoc dung I.P, Porrtugal
g ngoai dang long; thudc udng dang long;
dang bao ché ban ran; thude dat.
= 18- |3 |2 ited
Piramal Critical|Bethlehem,  PA|San  phdm:  Sevoflurane, USP|O 03-0182- 12 S  |Unite States
21 . L O 2013-04- B B Food and Drug
Care Inc 18017, USA Inhalation Liquid ; o o - .
‘:’)? VN S S Administration
— —
% 03-0182 3 2 ited S
Piramal Critical|Bethlehem,  PA|San phdm: Isoflurane, USP Liquid for| & g2 1o g  |Unite tates
22 : O 2013-01- |35 B Food and Drug
Care Inc 18017, USA Inhalation : o o - .
g VN S S Administration
i i




United Kingdom's

F-4, F-12 a UK GMPl, 9 medicines and
Mylan . A : 23068 Insp| S S
. M.I.D.C,, * Thuoc khong vo trung: vién nang = ] N N Healthcare
23 Laboratories . , o, o GMP: P~ -
o Malegoan, Sinnar,|ctrng; vién nén. - o - Products
Limited . 0 23068/ = >
In-422 113-India 99382-0005| — Regulatory
Agency MHRA
Ruta 12 Km 452
(3107)  Colonia|* Thudc vo tring: dung dich thé tich|a — S, French  Health
24 |Eriochem Avellanada, nho (chét doc té bao/chét kim té bao). (ED 2011/UMC/| & &  |Products  Safety
DPTO  Parana |San phim cu thé: dung dich tiém|3 PT/009 S S |Agency
3100 Entre Rios,|Docetaxel (20mg, 80mg, 200mg). L Q S |(AFSSAPS)
Argentina
o ional % 3 = Ith i
International |70 - Tuas ~ WeStl, 1 s khong vo tring: ché phim xit| ®  [MLMP130 |&  |§  |Health Sciences
25 GmbH Drive Singapore dang 16ng; vién nén; vién nang clirn & 0001 S S Authority,
(Singapore 638414 ang ons; ’ g cutig. O % S Singapore
Branch) o < <
* Thubc vo trung;
Ac <3 At voO tring: ; ™ © i
Biochemiestrabe + ;Th,uoc sa}n xuat vO trung: dung dich % INS- = = Aust.rlzjm
Sandoz GmbH - thé tich nho. N N Medicines  and
26 10, 6250 Kundl, L L . |9 481922- > N . .
BPO Kundl Austria * Thuoc sinh hoc: thudc cdng nghé| 5 0025-001 | S o Medical Devices
sinh hoc. L S S |Agency (AGES)
* Duoc chat c6 hoat tinh hormon.
Plot Nos. 69-72 . . ,
(B) Sector II, o s UK GMP United Kingdom's
* Thuoc khong vo tring (bao gom ca| < © medicines  and
Ipca Kandla Free Trade| , . , ) . L i [ S 17549 Insp| S S
. thudc chtra khang sinh penicillin): vién N N Healthcare
29 Laboratories | Zone, nang cig; Vién nén; thudc bot pha hdn 9 GMP = = Products
Limited Gandhidharn- ang cung; » thuoc botp 2 |17549/9630{ N
Kutch, Gujarat, IN{4M" 0005 N | |Regulatory
, Lujarat Agency MHRA

370230, India




Baxter 2 Woodlands Ind CEL = = Health  Sciences
* A A N 5 A o o o
30 H_ealthcare SA, Park D Street 2 ‘AThuocA’vo Ffung dang long (khéng bao 9 M00190 % % Authority,
Singapore . gom thuoc tiém). = o o .
Branch Singapore 737778 O 5 > Singapore
o — o
* Thubc v trung;
Emcure Plot No.p-2, IT + ]:l'luoc san xuat yo,trung:7thuocA dor}g UK GMP Unlt_eq Kingdom's
. kho; dung dich thé tich nho; thudc san| N S medicines  and
Pharmaceutical |Park, Phase II,| " .~ ) L oan A = 21553 Insp| S S
. .. .'|xuat vo trung khac (chat ddc teé bao). N N Healthcare
81 s Limited (OSDIMIDC, Hinjwadi,| "« "ie tring cudic dung dich thé 9 GMP = = |Products
and Potent|Pune, In 411 057, . nl;’lé ; g cuor: dung di 2 21553/2199| S ~ Reaulator
Injectables) India L LA A 2-0005 « o g y
* Thuoc khong vO trung: vién nang Agency MHRA
cung; vién nén.
Emcure Plot No P-I ITBT|* Thudc vo tring: UK GMP United Kingdom's
Pharmaceutical |Park, Phase-II{+ Thudc san xuat vo trung: thudc dong| o 1553 Insp| S s, medicines  and
n |8 Limited|MIDC, Hinjwadi,|kh6; dung dich thé tich nho; thude tiém| = oMP PI &  |Healthcare
(Sterile Pune, Maharashtra|dong san. 5 21E53/2387 S < |Products
Products State, Ind-411|+ Thubc tiét tring cubdi: dung dich thé| " 410-0002 > & |Regulatory
Division) 057, India tich nho.. Agency MHRA
National Institute
Chinoin 9112 - o for Quality and
Pharmaceutical S S S Organization
-~ |Veresegyhaz . = OGYI/76424{ & & .
35 and Chemical Levai U ’ 5 * Thuoc khong vo trung: vién nén. o 22013 F ) Development in
Works Private ' ’ a g g Healthcare  and
Hungary — ~N

Co. Ltd

Medicines,
Hungary




Rua da Estacao n.

* Thubc v trung;

+ Thudc san xuit vo tring: dang bao
ché ban ran; dung dich thé tich nho;
thudc cay ghép dang rin; thudc khac
(thudc bot chtra cephalosporin)

: . ‘. X : National
+ Sc tié 5i a o <
_ 42, Vala do , Th}lOC tigt trqng Cu:)l., dang Pao clge % FO15/S1/H/ | S = Authority of
Laboratorios  [Carregado, ban ran; dung dich thé tich nho; thuoc ~ ~ ..
36 . x . P o AF/001/201| 5 S Medicines  and
Atral, S.A Castanheira  do|cay ghép dang ran. S 1 o o Health  Products
Ribatejo, 2600-|* Thudc khéng vé trung: vién nang|“ Q a LP. Porrtugal ;
726, Portugal cimg; thudc dung ngoai dang long; o g
thudc ubng dang long; dang bao ché
ran khac (thudc bot va thude cdm chira
cephalosporin); dang bao ché ban rin;
thubc dan; vién nén.
130 Simeonovsko[* Thudc khdng vé triing: vién nang|< 5 § .
. |, o P = BG/GMP/2 | & N Bulgarian  Drug
37 Adipharm Ead |shose Blvd, Sofia|ctrng; vién nén; thuoc bdt pha dung| Q@ 011/022 > = Agenc
1700, Bulgaria  |dich uéng. 2 = S gency
N —
Pymepharco Joint
Stock Company
- ; ™ e}
Pymepharco 166-170, Nguyen,, Thuodc khéng vo trung: vién nang % DE HE 01 |3 P 2
. Hue Street, Tuy| , \ , . . N N Co quan tham
38 Joint Stock Hoa Cit Phy|cUne chta khang sinh  nhom|Q _GMP_201 |5 N uvén Dire
Company ven P%ovince cephalosporin a 30061 8 % wy
’ N
Vietnam, Viet
Nam
San pham: vién nén phong thich kéo
Via Ranco 112(dai Macorel a it 9
g9 |Valpharma (loc.  Serravalle)|{(Co s& san xut: Valpharma S.P.A (29 IT/EIGMP/ | & & [|ltalian Medicines
S.P.A 47899, San|Co  s&  doéng g6 Elpen|5 7-1/2013 |3 S |Agency AIFA
Marino Pharmaceuticals. Inc - Marathonos| S N

Ave.95, Pikermi Attiki, 19009, Greece)




* San pham: Fosamax; Januvia 25mg;

. . Januvia 50mg. a N S
. Eﬂ(yer:(r:rl](eSh(Ttr;if)c ;/;iooEgU::(Pf/l) (Co so sin xudt: Merck Sharp &|Z IT/118- | &  |ltalian Medicines
SPA Italia '([Dohme (Italia) S.P.A; S 17/H/2012 § 5 Agency AIFA
T Co s dong g6i: Merck Sharp &|Y N Q
Dohme Australia Pty Ltd).
Survey No 47,
Dr Reddy's Bachupally State
. . * X A LN . o ™ Lo
Laboratories | ¥ Hage, Thudc votring: -~~~ _|=  loosiz013s|S |2 |Administration of
41 Ltd. Biologics Qutbullapur + Thuoc sdn xuat vO trung: dung dich| O AUMP/GM | & N Ukraine on
’ 9% Mandal,  Rangalthé tich nhé ( dung dich thude tiem|<L S S .
Development - . . O P o S Medicinal
Center Reddy  District,|Grastim; Reditux) o — N Products
Andhra Pradesh,
India
o ™ Lo
Baxter Route 3 km) S |o40018- |g |2 |unitd  States
142.5, Guayama,|San pham: Suprane (desflurane, USP)| ® Q Q
42 Healthcare of . - . @) 2013-01- - - Food and Drug
PUErtO RiCO Puerto Rico|Liquid for Inhalation Py VN o o Administration
00784, USA > & &
* 4501 Colorado
Boulevard,  Los
Angeles, CA o - o
Baxter 90039, USA San pham: Hemofil M (Antihemophilic| = S S United States
5] CT 2415-13| & N
43 Healthcare * 1700 Rancho|Factor (Human) Method M| O WHO Irs) Irs) Food and Drug
Corporation Conejo Monoclonal Purified, nanofiltration) « S S Administration
Boulevard - N N
Thousand  Oaks,
CA 91320, USA
o ™ Lo
Baxter Route 3 Kmj IS |o4-0153- |2 |2 |united  States
142.5, Guayama,|San pham: Sevoflurane, USP Liquid|® N N
44 Healthcare  of . . O 2013-05- |5 B Food and Drug
Puerto Rico Puerto Rico|for Inhalation 9 VN S S Administration
00784, USA m G G




San pham: vién nén bao phim Cialis

Avda  de la . P . o N 9 Spanish  Agency
) (Co s6 san xuat: Lilly Del Caribe, Inc | S P pa
45 |Lilly, S.A Industria, 30, o dong goi: Lilly, SA - Avdade la| @ |0 IeM/COIS S |of Drugs ang
Alcobendas 28108 . S NT/SPL - = Health  Products
(Madrid), Spain Industria, 30, Alcobendas 28108| > S (AEMPS)
OPAIN | (Madrid), Spain ~ o
* Dung dich tiém: san pham cu thé:
Trigan-D 10mg/ml; Aciloc 25mg/ml;
Amikacin 500mg; Amikacin 1000mg.
* \ien nén: san phdm cu thé:
1389, Trasad|Ethambutol 400mg; o~ o
. _ - . . o — —
Cadila _ Road, Dhol|_<a Ethambuto_l/lsonlamd | 409/150mg, = 2VAILV/20| S S Sate Agency of
46 Pharmaceutical |387810, Dist,|Pyrazinamide 400mg; Prothionamide|©Q 13/003H F o Medicines. Latvia
s Limited Ahmedabad, 250mg; Isoniazid/Rifampicin  75/150 a % % '
Guijarat, India mg; -~ ~
Ethambutol/Isoniazid/Pyrazinamide/Rif
ampicin 275/75/400/150mg;
Ethambutol/Isoniazid/Rifampicin
275/75/150 mg.
1389 Trasad UK GMP ot} zzgi?ilni;ngdogls
Cadila hoad Bholka | Thube khong vo trang (khong bao| S 20872 Insp| S = Healtheare
47  |Pharmaceutical Ahmédabad ”\i gom thudc chira Rifampicin): vién| O GMP > S Products
s Limited - nang cuing; vién nén. a 20872/1401 % g
387 810, India 3-0004 N N Regulatory
Agency MHRA
N * Thubc vo trung; - ©
Stichting Plesmanlaan 125, Thubc san xuat vo trung: dung dich| S a S [Health care
Sanquin 1066 CX|, 2.\ o, P - . NL/H N N .
48 L thé tich 16n; thudc dong kho; dung dich| @ ) S inspectorate, The
Bloedvoorzieni |Amsterdam  The thé tich nhé 5 13/0009 o o Netherlands
ng Netherland © tieh o L Q P

(Cac ché pham tir mau)
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Haupt Pharma
Wolfratshausen
GmbH

Haupt Pharma
Wolfratshausen
GmbH
Pfaffenrieder
Strabe 5, 82515
Wolfratshausen,
Germany

* Thubc v trung;

+ Thubc san xudt vo tring: dung dich
thé tich 16n (chira hormon va chét c6
hoat tinh hormon, chat doc t& bao/chét
kim té bao); dung dich thé tich nho
(chtra hormon va chit cd hoat tinh
hormon; chat doc té bao/chdt kim té
bao): hén dich va thudc xit (chta
hormon va chét c6 hoat tinh hormon).

+ Thubc tiét trang cudi: dung dich thé
tich 16n (chtra chit doc té bao/chat kim
té bao); dung dich thé tich nho (chat
doc té bao/chat kim té bao); hon dich
(chira hormon va chat cd hoat tinh
hormon).

* Thudc khong vo trung: vién nang
cimg (chtra hormon va chat c6 hoat
tinh hormon); thudc ding ngoai dang
long; thudc udng dang long; thudc bot
va thudc cdm; dang bao ché ban rin
(chira hormon va chat cé hoat tinh
hormon); vién nén (chira hormon va
chat c6 hoat tinh hormon).

EU-GMP

DE_BY_04
_GMP_201
2 0121

02/11/2012

26/07/2015

Co quan thim

quyén Purc

50

Mitim S.R.L

Via Cacciamali,
34/38-25125
Brescia (BS), Italy

* Thudc vo trung:

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

* Thubc khdng vo tring: vién nang
cimg (chira pemicillin); thudc udng
dang 16ng; thudc bot va thudc cém
(chtra penicillin); dang bao ché bén
rin; vién nén (chtra penicillin).

EU-GMP

IT/314-
16/H/2011

07/12/2011

02/09/2014

Italian Medicines
Agency AIFA




Sarkhej Bavla

£ R A s A N ) National Agency
* . o — —
o foa NN 8 A ke o 0 v v 92 oo S |Eo teone o
Healthcare Ltd ya o 3 cume; VI Tang mem; : 5 ooz |8 |8 |Health  Safety
Sanand, Dist.|phun mu; miéng dan. 0 o) ) (ANSM)
Ahmedabad, India < <
Av. De los|* Dung dich thubc tiém; thudc bot National
Quilmes 137 (Zip|dong khd (bao gom céc hoat chit sinh| o o < | Administration of
code B1883FIB),|hoc, khong bao gom thudc chira khang (ED S S Bruas. Food and
52 Bio Sidus S.A |of the City of|sinh betalactam, chat kim té bao,| 02317/13 | S 3 9. .
: = o o Medical Devives
Quilmes, hormon) O NI NI . '
i . X o . = S S Argentina
Argentine * Thuoc bot (pha hon dich uong chira (ANMAT)
Republic hoat chét sinh hoc).
Omeaa 10 850 Hamon, % « S Health  Products
ga Montreal, Quebec, [San phim: Pamidronate Disodium 9.0{ @ N &  |and Food Branch
53 Laboratories ] 46210 p p
Lid Canada, H3M|mg/ml B o o Inspectorate,
3A2 § N N |Canada




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

Dot 14
(Theo cong van 13339/QLD-CL ngay 16/08/2013 cia Cuc Quan ly dwoc)

~ - (E E ‘(% \(E

NHA MAY . , - > O < Z [CO QUAN
STT | A = |DIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ - |
CONGBO | ° - : 3 ° < |< =|CAP
> < o Q
= z. z.
* Thubc v trung;

. . + Thubc san xuit vo tring: thudc cay . . ,
SmithKline Clarendon Road,|ghép dang ran (bao gdm ca thudc chira UK MIA United Kingdom's
Beecham  Ltd . L o S = medicines  and

..a-|Worthing,  West|penicillin). = 10592 Insp| 5 S
T\A Smithkline z R A e a N N Healthcare
1 Sussex, BN14|* Thuoc khdong vO trung: vién nang| Q@ GMP N S
Beecham . , X I (A D - — Products
. 8QH, United|ctimg; dang bao ché ran khac; vién nén;| g 10592/39221 & S
Pharmaceutical |, z n A e (A — — Regulatory
Kingdom thuoc khong vo trung khac (vién nang 0024
S , s A ] , . Agency MHRA
cing va Vvién nén chtra penicillin,
clavulanate/amoxcillin.)
Stiefel Finisklin Business : . < = =
. 1% Thudc khong vo tring: thude ding|= N &  |Irish  Medicines
2 Laboratories Park, Sligo, ngoai dang 16ng; dang bao ché ban ran ? 2011-083 | 3 Board
(Ireland) Ltd  [Ireland goal dang Jong, cang 2 = =
N o
Zoning Industriel {Thudc khdng vo tring: vién nang ctng;
Rue du Parc|vien nang cung (chtta Prions|a N 9 Federal Agency
3 S.M.B industriel 39,|genotoxics hodc teratogens). Vién nang (ED BE/2012/08| & & for Medicines and
Technology SA |Marche-en- mém; Thubc ding ngoai dang long;| 5 7 S = |Health Product of
Famenne, B-6900,| Thubc udng dang long; Vién dan; Vién| Y N S Belgium

Belgique

nen.




* Thudc khéng vo tring: vién nang
cimg; thudc udng dang long (chira
corticosteroid va cac hormon khac,
khéng bao gdm hormon sinh duc);

Via Bernardo|thudc bot va thude cdm; dang bao ché| a ] L
Mipharm S.P.A Quaranta, 12 -|b&n rén (chta hormon va céc chét c6 ?D IT/84- § § Italian Medicines
" 720141 Milano|hoat tinh hormon, bao gom ca hormon| 5 7/H2013 | © . Agency AIFA
(M1), ltaly corticosteroid); thudc dan; vién nén|% g Q
(chta  hormon  corticosteroid  va
hormon sinh duc).
* Thude sinh hoc: thudc c6 ngudn gbe
tor dong vat.
Poligon Industrial -
Can Jardi, Avgda.| * ,ThU6? khéng vé trung: thyc")c bot;| S NCE/1318/ % % Melglltsrt]ry 8;
Lainco, SA Bizet, 8-12, 08191 |thuoc udng dang long; thgéc dQng o 001/CAT g g Government  of
RUBI ngoai dang 16ng; dang bao ché ban ran. a S S Catalonia - Spain
(Barcelona), Spain N < atalonia - opa
. * Thuoc vo trung:
Farma gggg(? ebsa:r:{[a, ;ﬁgt + Thuéc san xué:lt vl trung: dung dich % NCE/1313/ % % Ministry of Heath
Mediterrania, Desvern thé ticl} nho; thuoc déqg kho. 7 O 001/CAT g § of Government of
SL : .|+ Thuoc tiét trang cudi: dung dich thé a %) S Catalonia-Spain
Barcelona, Spain |, \ N o
tich nho.
Warsaw
Pharmaceutical *Thudc vo tring;
Works  Polfa - Thudc san xuat vo trung: Dung dich ~ o
S.A (tén BalLan:|22/24, Karolkowa|thé tich 16n, dung dich thé tich nho. | S GIE-IW-N- | S |Main
Warszawskie |Str., 01-207|- Thuoc tiét trung cu{)i: Dung dich thé| Q 4022/70/12 g g Pharmaceutical
Zaklady Warsaw, Poland |tich 16n; dung dich thé tich nho. a F S Inspector, Poland
Farmaceutyczn * Thubc khdng vo tring: Thudc udng < N

e Polfa Spolka
Akcyjna)

dang 16ng; Thudc thut hau mon.




239, o N ~ Ministry of
Takasaki Plant,|lwahamamachi, |San pham: Bleocin (Lastet inj; lastet (ED § § Health,  Labour
10 Nippon Kayaku|Takasaki-shi, Cap.25; Lastet Cap. 50; Lastet Cap.| ~ 3981 S S and Welfare
Co., Ltd Gunma 370-1208,|100) = S S |government  of
Japan ~ i -~ Japan
* Thudc khong vo tring: vién nang
ctng chira Bacillus Clausii; thudc ding
. _|ngoai dang long; thudc udng dang 1ong| o ® S
11 |Sanofi-Aventis XllgljoEumg?i 1ilo (chda hormon va chit ¢6 hoat tinh| = IT/1- & &  |ltalian Medicines
S.P.A (VA), Ital 99 hormon, khong bao gom hormon sinh{ 35 1/H/2013 5 5 Agency AIFA
» aly duc va hormon corticosteroid; hon dich| % 8 I
chtra Bacillus Clausii); thubc bot va
thudc cdm chira Bacillus Clausii; vién
p Ao, H o N <
4615 Murray|oon pham: Sodium Phosphates OrallS —og goss | IS |United  States
C.B. Fleet Solution. Tén tai Viét Nam: Fleet|® ~ ~
12 Companv. Inc Place, Lynchburg, Phosoho-soda Ginger Lemonl © 2012-01- | S Food and Drug
pany, VA 24502, USA P ! g ZI\V/N S S |Administration
Flavored D — —
Salutas  Pharma|* Thubc khoéng vo tring: vién nang
GmbH ctg (chira chat doc té bao/chat kKim té| o DE ST 01 ® ©
13 |Salutas PharmalOtto-von- bao); thudc ubng dang 16ng (chira chat (29 GMP 201 & & |Co quan thim
GmbH Guericke-Allee 1,|mién dich); vién nén (chita hormon va| 5 3 0005, S S |quyénPuc
39179 Barleben,|chit c6 hoat tinh hormon; chit doc té| - N 3
Germany bao/chat kim té bao, chat mién dich).
Santen 9-19, Shimoshinjo
Pharmaceutical | C"o™M® Ministr of
Higashiyodogawa- = ™ © y
Co., Ltd , X . = S S Health,  Labour
ku, Osaka, Japan [San  pham: Cravit, Ophthalmic|® N N
14 (Santen . . . - 1232 S S and Welfare
. (2-14. Shikinami,|Solutions @ o o
Pharmaceutical .. o = = government  of
Hodatsushimizu- S N N
Co., Ltd. Noto cho.  Hakui-aun ~ Japan
Plant) ’ gun,

Ishikawa, Japan)




San pham:

56 Hanjin-1 -gil, . . X
Songak-eup Thuoe tiem  bot ~ Choongwae| N Minister of
JW o Prepenem (imipenem 500mg + Cilasti| = o
. |Dangjin-si ) 15221 N Health, Labour
15 Pharmaceutica Chungcheongna N 500mg) = 15572 = and Welfare
| Corporation ung 9 " |- Thubc tiem bot Choongwae % g '
m-do  Republic Prepenem (imipenem 250mg + Cilasti| ™’ © Japan
of Korea h 250mg)
State
. Administration of
, o ™ ©
JCOC:Q: . Stock éi%sa kou ot [F Thube vo trimg: = |ozso1ys|2 |g  |Ukraine on
16 | -ompany 58ganskodo SLi, rhube san xudt vo trung: Thude bot| s |AUMP/GM | S S |Medicinal
Kievmedprepa |Kyiv, 01032,] ., : = =) o
rat" Ukraine chtra cephalosporin. O P > ~ Products
o - ' |(SAUMP) -
Ukraine
* Thudc khong vo tring: Vién nang
cimg chtra chat kim té bao; Vién mang
Ostravska 29,mém chira cyclosporin; Thubc dung|a ] 9 N
Teva  Czech|c.p.305. 747 70|ngoai diing ngoai chira hormon; Thuéc| = sukls22080 | & S [State institute for
17 . z . , |9 S S drug control,
Industries s.r.o |Opava, Komarov -|uong dang long chtra cyclosporin;| 5 3/2012 o = Czech Republic
Czech Republic  |Thudc phun mi chira hormon; Vién|Y S Q PUBHIC.

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




* Thube vé trung:

+ Thudc san xuat vo tring: Dung dich
thé tich 16n; Thubc dong khd (bao gdm
ca chat doc té bao/chat kim té bao);
Dung dich thé tich nho.

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

National Institute
for Quality and

Richter Gedeon|Gyomroi ut 19-* Thudc khéng vo trung: Vién nang ch OGY1/4592 % % Organization
18 Nyrt./Gedeon |21, Budapest, c&ng; Tl}uéc dung ngoai dg}ng long;| @ 9-3/2011 g § Development in
Richter Plc. 1103, Hungary  |[Thuoc uong dang long; Thuoc bot va a S I Healthcare and
thudc cdm; Dang bao ché béan rin chua - ~ Medicines,
khang sinh; Vién nén (bao gom ca Hungary
thudc chira hormon va chat cé hoat tinh
hormon).
* Thudc sinh hoc: thude c6 ngudn gdc
tor nguoi hodc dong vat.
* Dugc chét sinh hoc.
* Thuéc vo trung: N ~ .~  |French National
Catalent France 74 rue Prl.nC|p.aIe +’Thl£100 tit tring cuodi: dang bao ché|s HPE/ER/14 § § Ager)cy for
19 inheim SA 67930 Beinheim,|ban ran. O 0/2012 PN > Medicines  and
Beinheim France * Thuoc khéng vo trung: vién nang a S % Health Products
mém chira chét ¢ hoat tinh hormon i ° Safety (ANSM)
San pham: Thudc tiém bot Meronem
(500mg, 19) , N = o
ACS  Dobfar| . ¢ Addetta 4HL27Coso san xudt: ACS Dobfar SP.A /5 Nipppge 1§ |§  |italian Medicines
20 SPA 20067 _Trlblano Co so dong goi cap 1 (dong lo thuoc| @ 5/H/2011 § g Agency AIFA
o (M1), ltalia bot): Zambon Switzerland Ltd 2 S =

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




* Thube vé trung;

+ Thudc san xuat vo tring: Thudc dong
khd (chira hormon khéng bao gom
hormon sinh  duc va hormon
corticosteroid); Dung dich thé tich nho
(chtra hormon khéng bao gom hormon
sinh duc va hormon corticosteroid);
thube bot.

Alfa Via Enrico Fermi.|* Thuéf: tiét trung cudi: Dung dich thé a g g _ N
21 Wassermann |1 - 65202 Alanno tich nho.’ A o ~ 5 IT/99- g § Italian Medicines
SPA (PE), Italy * Thuoc !(hong vO trung: Vién nang| 5 2/H/2013 | oS o Agency AIFA
’ cing; Thudc ding ngoai dang long|" 3 3
(chira hormon, khéng bao gdm hormon
sinh duc va hormon corticosteroid);
Dang bdo ché ban rin; Vién nén;
Thudc com.
* Ché pham méau: Thudc dan xuat hoic
chiét xuat tir té bao//md nguoi.
* ché pham chira din xuit hodc chiét
tir t& bao/mod nguoi hodc dong vat.
Bangpa-In
Industrial ~ Estate
oLic t%imsgf;’;uth 16, Thude khong v tring (thude OTC| | oo |2 |9 [Therapeutic
: dang bao ché ban ran (thudc kem, gel,| O N N Goods
22 (Thailand) Road, Bankrasan| " & . £ . < | oh CE-08904- |=F S L
Limited Sub-District thA’uoc m()’),v thudoc dang long; thuoc Q 3 g g Admlnl:s,tratlon,
Bangpa-In District uong dang l1ong. o S — Australia
Ayutthaya  Prov

13160, Thailand




Virrey Liniers 673

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

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

; o ™ <
- of the City of|nén phong thich kéo dai; thudc dan;|= S S Argentina
Quimica . o . O N N . .
23 Montoellic S.A Buenos Aires of{vién nén bao tan trong rudt; thudc bot| 01366/13 |&» p National Institute
P “*lthe  Argentine|pha hdn dich uéng; 3) 3 S |of Drug (INAME)
Republic - Dang bao ché ban rin: thubc dan,|™ - -
thudc trang.
- Thudc dang long: sird; thudc ubng
nhé giot; hén dich uéng; Elixir;
* Thudc vién nén chira hormon.
* Thudc vo trung:
928 avenue du . A s )
General de + Thuoc san xuat vo trung: dung dich|a = S French Health
- Laboratoires Gaulle 14200 thé tich nho. (% HPF/FR/15 | & & Products  Safety
Gilbert ' _~|* Thudc khong vo tring: thudc dung| 4/2011 S S |Agency
Herouville Saint- .. , £ X \ ] I3 =
Clair. France ngoai dang long; thudc uong dang long; — o (AFSSAPS)

thdang bao ché rin khac; dang bao ché
ban ran.




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

Dot 15
eo cong van -CL nga ciua Cuc Quan woc
(Theo cong van 16617/QLD-CL ngay 04/10/2013 cia Cuc Quén ly dworc)
z & S
NHA MAY , , A S 5l © = 7z |Cco QUAN
STT A < DPIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ |
CONGBO |- - : 3 O < |< =|CAP
> g & &
Z Z
Estados  unidos|* Building I: Thudc khéng chira beta
Street,  number|{lactam, chat kim té bao va cht c6 hoat
5105. Town of El|tinh hormon: Dung dich thudc tiém; National
Trlangulo, thuoc dong !(ho; dung dich va hon dich| o N <« Administration of
Malvinas dung cho mat = =] S
MR Pharma ) - ) : A , O N N Drugs, Food and
1 S A Argentinas * Building II: Thuoc khong chira chat| 4 S S Medical Devices
' Neighbourhood. [c6 hoat tinh hormon: dung dich thudc Q % % Arqentina '
Buenos Aires|tiém. o - - (AﬁIMAT)
province, * Building 1l: Thudc khéng chira
Argentine betalactam, chat kim té bao, chat co
Republic hoat tinh hormon: vién nén; vién bao.
Sanabria No. 2353\, 1 s khong vo trung khong chira| o National ~
and Santo Tomel, 1o ctam chat kim té bao, chat co|= = S |Administration of
Elea S.A.C.I.LF.|No. 4340 Buenos O R 1o Q &  |Drugs, Food and
2 . .. |hoat tinh hormon: vién nén; vién bao;| > > . .
y A Aires City,| .. . X fos 2 = o o Medical Devices,
. vién nang; dang bao che ban ran; thuoc| O > > .
Argentine dan; thudc trimg; dung dich thude o - - Argentina
Republic A, & dung @ ' (ANMAT)
Sanabria No. 23531, ., < khong chita khang sinh nhom| o National
. (Zip Code L L A L, oz < S Administration of
Laboratorio betalactam, chat kim té bao, chat co|= o o
C1417AZE) ., T 1o N N Drugs, Food and
3 Elea . |hoat tinh hormon: vién nén; vién bao;| 03001/13 | S g .
Buenos Aires| .. X Los 2 | = o o Medical Devices,
S.AC.LFY.A, . . _|vién nang; dang bao ché ban ran; thuoc| O > > .
City, Argentine dan; thudc trimg; dang bao ché 16n o e e Argentina
Republic an, & aang & (ANMAT)




* Thubc v trung;
+ Thuoc san xuat vé trung: dung dich

. thé tich 16n; dung dich thé tich nhé. o ) 9 |National
Dervenakion 6 : . . . 3 3 -
. . .'|+ Thuoc tiét trung cuoi: dung dich thé = 23374/21-3-[ & N Organization for
Pharmathen SA [Pallini Attiki |, : 2 . s Q = 3 .
15351 Greece tich 16m; dung dich thé tich nho. -] 13 = o Medicines,
’ * Thubc khdng vo trung: vién nang|“ 8 &  |Greece
ctg; thude diing ngoai dang 1ong; vién
nén.
: . Head of
5 Am: ™ <
Famar Health|Avda. Leganes, 62 ggg 000U /12p5hr2m' Rhodogil % S S Medicines for
Care Services|28925 Alcorcon|__, =~ . . g A . |O 012/3236 | S Human Use
. . . Tén tai Viét Nam: vién nén bao phim| 5 o o
Madrid, S.A.U |(Madrid), Spain F F Department,
Rodogyl L 3 S :
Spain
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich
Sofarimex  -|Av. Das Industrias|thé tich 16n; thudc dong khé; dung dich - o  [|National
Industria - Alto do|thé tich nho. % F027/S1/H/ § § Authority of
Quimica e|Colaride, Cacem,|* Thudc khdng vé tring: vién nang|® AF/A1/001/| 5 P Medicines  and
Farmaceutica, |2735-213, cimg; thudc dung ngoai dang long; a 2013 % g Health Products,
SA Portugal thudc udng dang léng; thudc bot va N e I.P, Portugal
thudc cém; dang bao ché béan rin; vién
nén.
Ministry of
-6- o ™
4K(?islh(:kawa : (z_’) § Health,  Labour
Eisai Co., Ltd ' San pham: Merislon Tablets 12mg i 1233 > and Welfare
c
Bunkyo-Ku, S =)
Tokyo, Japan =2 E Government  of
) “ Japan
Reckitt Nottingham site, United Kingdom's
Benckiser Thane Road, a ! Medicines  and
Nottingham, San pham: Strepsils Warm Logenges,| = PP1010902 | & Healthcare
Healthcare . . o S
International Nottinghamshire, [Lozenge S 6 o Products
Limited NG90 2DB, L & Regulatory
United Kingdom Agency




Thudc khong chira khang sinh beta

Avenia  Boyaca|lactam; chit kim té bao; hormon: .
419 (Zip Code|* Thubc vo tring: National
P S N ) S, |Administration of
. C1406BHG), of|+ Thuoc san xuat vO trung: dung dich = S S
P.L Rivero Y : . . A . O N Q Drugs, Food and
9 . the City  of|tiém (khong bao gom dang dong chai); | . 03081/13 |5 o) . :
CiaS.A . L oar Iy N o o Medical Devices,
Buenos Aires,|+ Thuoc tiét trung cudi: dung dich|Q = Py .
. JOUPR X112 2 . \ o — — Argentina
Argentine thudc tiém theé tich 16n, the tich nho. (ANMAT)
Republic * Thubc khong vo tring: dung dich
thude.
* Thude vé trung;
+ Thudc san xuét v trung: dung dich
Str. Eroilor nr.|thé tich nho (thudc nho mét dang dung| o = S, |National Agency
10 S.C Rompharm|1A, Oras Otopeni,|dich va hén dich; dung dich thude (% 018/2011/R 8 8 for Medicines and
Company S.R.L|cod 075100, Jud.|tiém) 5 o p S  |Medical Devices
lIfov, Romania  |* Thudc khéng vé trung: vién nang| a & |Romania
cimg; thudc ding ngodi dang long;
thudc udng dang 1ong; thudc cém va
Warszawskie - o
Zaklady 22/24, Karolkowa|* Thude khong vo trung: thude ding| S 3 S |Main
N ” \ ALz 4 GIF'IW‘N- N N .
11 Farmaceutyczn (Str., 01-207|ngoai dang 16ng; dang bao ché ban ran;| Q@ 4022/32/13 N S Pharmaceutical
e Polfa Spolka|Warsaw, Poland [dung dich thudc dung qua truc trang. a g § Inspector, Poland
Akcyjna -~ o
* Thudc vo trung;
+ Thubc san xuét vo trung: thudc tiém:;
dung dich nhé mat, nho tai, nhé miii vo
trung.
Swiss No. 182,[* Thude khong vo trang: dang bao ché| o o o
Pharmaceutical Zhongshan  Rd.,|long (dung dich); dang bao ché ban ran (ED P p= Department  of
12 Co Ltd Xinshi Dist.,|(thuéc m&, thudc kem); dang bao ché ys 8295 % % Health  Taiwan,
N Tainan City 744,|rdn (vién nén bao duong, vién nén bao| O = S R.O.C
(Xinshi Plant) o — =

Taiwan, R.O.C

phim, vién nén, vién nén bao tan trong
rudt, vién nén, thudc cém); vién nang
cung.

*  Nguyén liéu lam  thudc
Cephalosporin (bot khé pha tiém, vién




Laprida 43 (Zip

National

, , i o ™ < .. )
Laboratorio f\?eellane da 1870) Thuoc chtra chat kim t€ bao, hormon % § § g?rlsnls;;a;gona:g
13 |Eczane Pharma ) ; c6 hoat tinh chéng ung thu: vién nén;| 5 03295-13 |3 S g, .
S A Province of vien bao: vien nane cim S o o Medical Devices,
' Buenos Alires, ’ & cuns. = 9 Q Argentina
Argentina (ANMAT)
D
D_ m q_ - - -
_ 7118), San Justo, ) , o s o o Administration of
14 Quality Pharma BUEnos Aires Thudc chira chat Kim t€ bao: dung dich| O 03204-13 | I Drugs, Food and
S.A : thudc tiém va thudc dong kho. 2 3 S [Medical Devices,
province, &) P P .
Argentina o — — Argentina
Republic (ANMAT)
17 Athinon Street, N o
Ergates Industrial|* Thudc khong vé trung: Vién nang % AEG00/01/ § § Pharmaceutical
15  |Aegis Ltd Area, Nicosia,|ctmg; thudc bot pha hdn dich udng;| @ = = |Services Ministry
A 5 2012 o o
Cyprus, 2643,|vién nén. 0 S I of Health, Cyprus
Cyprus < <
* San pham: Januvia 100mg. ~ <
. . 5 5 AL, o — —
Merck Sharp.& Via Emll.la 21,|(Co s¢ san xuat: Merck Sharp &|s IT/118- S S ltalian Medicines
16 Dohme (ltalia)|27100 Pavia (PV),|Dohme (ltalia) S.P.A; o 17/H/2012 F = Agency AIEA
S.P.A Italia Co s& dong goi: Merck Sharp &|7) = S gency
Dohme Australia Pty Ltd). N N
B.Braun ﬁl?j)fjasr;riljpas zELZe % = 2 lIslr{:lz;[lIrcr)rrllfjlclzeuticals
Medical '[* Thude tiém thé tich nho; thudc tiém| O & &
17 . 11900 Bayan| .., ., ., ) 2 R Ah 284/13 = — Control Bureau.
Industries  Sdn Lepas pulau thé tich 16m; dung dich tham phan. S S S Ministry of
' —_ o N~
Bhd Pinang, Malaysia o -~ e Health Malaysia
6 Gibaud Road, o - <« -
. . . L : Medicines
* A P S A A R g S — —
Fresenius I_(abl Korsten, _ 6020, Thuoc YO tr_lfng. T?uqe tler’n thé tl(jh < 26/7/3/1/G0| S S Control  Council
18 Manufacturing |Port Elizabeth,|nhd; thuoc tiém thé tich 16n; thuoc| j F F i
. \ . L 017/2013 |oS o of the Republic of
SA (PTY) Ltd |Republic of South{dang long. Vac xin O S S .
o o o South Africa

Africa




* Thube vé trung:

+ Thudc san xuat vo tring: Thudc dong
kho (chira chit doc té bao/chat kim té
bao); dung dich thudc thé tich nho

B-dul lon|(chtra chat dgc € bao/chat kim té bao; N o ©  |National Agency
S.C. Sindan - Mihalache nr. 11, chat diéu tri khoi u). : |2 016/2013/R § § for Medicines and
19 e sector 1,|+ Thudc tiét trung cuoi: dung dich thé| Q S > . .
Pharma S.R.L . ] \ , L en A s = ) S = Medical Devices
Bucuresti, cod|tich nho (chua chat doc t€ bao/ chat| g = P .
011171, Romania |kim té bao). © S |Romania
* Thudc khdng v tring (chta chét doc
té bao/ chat kim té bao; chat diéu tri
khéi u): vién nang ctng; vién nén bao
phim; vién nén.
* Thudc vo tring:
. + Thudc tiét tring cudi: dang bao ché|a « ut]
,o |Recipharm SBJorkbOQ;r\ll:Egga bén rén, thude gel. 13 24:2012/51 | & &  [Medical Products
Karlskoga AB 6’9133 Sweden T* Thuréc khépg vO trung’: dang bao cl}é 5 5523 8 Q Agency, Sweden
’ ban ran; thudc dan; miéng déan; thubc|™ = N
dung qua tryc trang.
— . o ™ 10 .
C.B. Fleet Co|Lynchburg, VA Se}n phgm: ﬁleet Pe(%la - Lax Enema. (% 01-0110- S S United States
21 Inc. 24502 USA Tep tai Viét Nam: Fleet Enema for| O 2013-03- g g Food. .and .Drug
’ Children ‘g VN g g Administration
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich
46, Agissilaou 1héT§d} nh.(i' - & dung dich thél & <9 © National
5 |GAP AE/ GAP|str, Agios| . n‘LO; tict tring cuoi: dung dich the (% 25943/9-4- | & &  |Organization for
SA Dimitrios ~ Attiki,|, " < khong V6 tring: vién nang 35 2012 S S [Medicines,
17341, Greece ' L X & |Greece

ctig; vién nang mém (chira hormon);
Vvién nén.




* Thube vé trung:

+ Thudc san xuét vo tring: thubc dong
khd (chtra hormon); dung dich thé tich
snho; thudc cdy ghép dang ran (chia
beta lactam)

+ Thube tiét tring cudi: dung ich thé| S 3 |g  |Nationa
Anfarm Hellas|Sximatari Viotias,| , , .. w1 {1ung cuor: dung 1 = 37854/13-5-| & & |Organization for
24 tich 16n; dung dich thé tich nho. Q o) F ..
S.A 32009, Greece £ - P, 5 2013 = o Medicines,
* Thuoc khong vo trung: vién nang| g S S Greece
cimg (chtra betalactam); thudc ding i e
ngoai dang 1ong; thudc udng dang 1ong;
dang bao ché rin khac (chira
betalactam); dang bao ché béan rin;
vién nén (chtra betalactam).
* /( A r Ve - ’
Av. De los Thuoc khongA Ch‘fa khA’ang\ sinh r:hon) _
Quilmes 137 (Zi betalactam, chat kim t& bao, chat co National
phoat tinh hormon: dung dich thudc|Z < S Administration of
code B1883FIB),|.., PRV N = S S
A . tiém; thuoc bot dong khd (bao gom cal O N N Drugs, Food and
25 Bio Sidus S.A [of the City of|_, Z , L : |dh 03496-13 ([ = g )
. cac thuoc chira hoat chat san pham|= o o Medical Devices,
Quilmes, . . O F F i
Argentine cong nghé sinh hoc) o o o Argentina
gentl * Thubc bot pha hén dich uéng theo (ANMAT)
Republic
don.
Thubc khong chira khang sinh beta
lactam; chat kim té bao; hormon; hoat
Int. Amaro Avalos|chit sinh hoc: National
4208 (Zip Code|* Thubc khdng vo tring: thudc bot; = o) S, |Administration of
26 Gerardo Ramon|1605), of the City|thuéc cdm; vién nén; vién bao; dung 0 03146-13 8 8 Drugs, Food and
Y Cia. S.A.I.C |of Munro, |dich thudc; hdn dich thude; siro thudc; 8 S S Medical Devices,
Argentine thudc kem; gel; nhii twong thudc; thude| & a a Argentina
Republic dan dat am dao. (ANMAT)

* Thubc vO trung: dung dich thubc
tiém; dung dich nho mit.




Saavedra 1260/62

* Thudc khdng vo tring khéng chira

National

E:leg 4TAAA) coi(:; khang sinh betalactam, chét kim t€ bao,| & ) S, |Administration of
. oD chat c6 hoat tinh hormon: vién nén;| © Q & |Drugs, Food and
27 Baliarda S.A  |the City of| .. o . A b 03320-13 |& S . .
BUEnos Aires vién bao; vién nang; thuoc bot; thudc S o o Medical Devices,
Argentine 'lcbm; dang bao ché béan rin; dung dich|F ~ ~ Argentina
Republic thuoc. (ANMAT)
* Thudc khong chira khang sinh beta
Carhue 1096 (Zip Ia}ctarr), <‘:hz.1t cO hoat tinh hormon; chat _
code: kim t€ bao: N National
; N £ A N . o < .
L aboratorio C1408GBV),  of T;huoc khong vO ;trunlg. dyng dujh S = = Administration of
. thuoc; dang bao ché ban ran; thudc| O ~ ~ Drugs, Food and
28 Pablo Cassaralthe City of . h 03165-13 |& S g .
SRL BUEnos Aires phun mu. S oS oS Medical Devices,
o Arcentine 'l+ Thudc vd tring: dung dich thude,|x 3 S |Argentina
Regublic dang bao ché bén rén (dung dwong tiém (ANMAT)
P hodc khong ding duong tiém). Thube
phun mu.
National
Snlfttr?a gnlgn; 1585 % ™ = Administration of
Monte  Verde| . Yol . O N &  |Drugs, Food and
29 Pocito, San Juan,|San pham: vién nang Dralitem b 02302/13 |5 B g .
S.A. Republica S o o Medical Devices,
Arpentina & 9 Q Argentina
gentina. (ANMAT)
Lynch  3461/63 National
- , B B D_ q_ - - -
_|@ip code 1437\, & chita chét Kim (& bao va hoc|> S |Administration of
30 Laboratorio Autonomous City MmN c6 hoat tinh chéne una thu: vien| < 03296-13 Q Drugs, Food and
LKM S.A of Buenos Aires,| . vié(r){bao chong ung thur 8 S  |Medical Devices,
Argentine ' o S |Argentina
Republic (ANMAT)




Istituto

Biochimico | /& d = S . .
31 italiano Fossignano, 2 San phém: Edevexin 3 CPP/2012/1 % Italian Medicines
Giovanni 04011 _ Aprilia a 576 S Agency AIFA
Lorenzini S.P.A (LT), ltalia -
’ ” = N 0 Swiss Agency for
5 |ACS  Dobfar|7743 Brusio,| Thubc Vo triing dang dung dich (ké cal @ 121921 & &  |Therapeutic
Info SA Switzerland thudc tiém truyén) 3 = S |Products
o S S |(Swissmedic)
* Thudc khéng vo tring: vién nang
cimg; thudc dung ngoai dang long;
. Route de Bu. la tl}uéc udng dang long; dang bao ché|a g g French Health
g3 |Aptalis Pharmalo T o lrdn khac; vien nén, ' s HPF/FR/19 | & §  |Products  Safety
SAS Houdan. France * Thuodc smr] hoc: thuc‘)c‘cﬁng nghé¢| 5 7/2011 o o Agency
’ sinh hoc; thudc sinh hoc bang phuong| 3 3 (AFSSAPS)
phap 1én men khdng bao gdom hé vi
sinh vat song.
767-7, Aza .
Senju Kazukanounonish 7 % ™ M;glltsrt]ry Laboﬁl;
34 Pharmaceutical [i, Saiji,|San pham: Tearbalance Ophthalmic| O 1771 8 and ’ Welfare
Co,, Ltd.|Fukusakicho, Solution g S overnment o
Fukusaki Plant |Kanzaki-gun, 3 S J
Hyogo-ken, Japan Japan
Chemin de
Nuisement Lieu- a N S National Agency
gc  |Laboratoire (dit  les  150/* Thubc khdng vo tring: vién nang| = HPF/FR/14 | & &  |of Medicine and
Bailly - Creat |Arpents 28500|ctng; dang bao ché ran khéc; vién nén. | 5 9/2012 5 g Health  Product
Vernouillet, L ™ S |Safety (ANSM)

France




Joint Stock
Company
"Kievmedprepa
rat"  (Division = ™ © State_ L
139, oA = 019/2013/S | S S  |Administration of
No 1 of the * Thuoc vo trung: O N N .

36 Saksahanskogo L, oA oA h AUMP/GM | = Ukraine on
department  of . + Thudc san xuat vo trung: thudc bot [ = =) o . .
manufacturin St., Kyiv, 01032, &) P S PN Medicinal
of injecti?)n Ukraine o i ' |Products
forms of
medicines)

17 Athinon Street, - ©
Ergates Industrial|* Thudc khoéng vé trung: Vién nang % AEG001/01 § § Pharmaceutical
37  |Aegis Ltd Area, 2643|ctmg; thudc bot pha hdn dich udng;| @ 12013 5 S |Services Ministry

Ergates, Lefkosia|vién nén. a 3 8 of Health, Cyprus
Cyprus i <

* Thudc vo trang:

+ Thudc san xuat vo tring: thuéc dong

kho; dung dich thé tich nho; thudc san

xudt vO tring khac chaa chat kim té
Swensweg 5,|bao. a N wn

4 |Pharmachemie 2031 GA|+ Thude tiét tring cudi: dung dich thé[ 2 [NL/H & |8 'I:Za'éztorate Care

B.V Haarlem, tich nho; thube tiét tring cubi khac| 12/0071 3 S Netpherlan ds'
Netherlands chtra chét kim té bao. L S 8

* Thudc khéng vo tring: vién nang

ctng; thude khdng vo tring khéc chira

hormon, medroxyprogesteron,

megestrol dang bot kho dé hit.
Teva T a < ut .
Operations 25, Sienkiewiczal, o < khong vo tring: bot pha dung| = GIF-IW-N- | & S (Man .

39 Str, 99-300( ,. , e n o S S Pharmaceutical
Poland Sp. Z dich dong tai; vién nén. S 4022/17/13 | o —

0.0 Kutno, Poland 0 | 5 Inspector, Poland
0. N —




* Thube vé trung:

+ Thudc san xuat vo trung: dung dich
thé tich nho (thudc nhoé mat; lo thudc;
bom tiém déng san).

The Institute for

Tan o e ¢ T 6 b ung i 1l 2 |8 [,
40 Pharmaceutical |Ind. Zones, Kfar|, ORI e Q 1427/13 S B .
Industries Ltd. |Saba . Israel Thuodc ’khor)g vO trung: vién nang| 5 S o Ph_ar_maceutlcal,
’ cting; thudc uong dang long; thude bot| S ) Ministry of
va hat pellet, vién nén (vién nén khdng Health, Israel
bao, vién nén bao phim).
* Thudc sinh hoc: thubc cdng nghé
sinh hoc.
* Thudc vo trung:
+ Thubc san xudt vo tring: dung dich
. Hafnerstrabe 36, théitl’crl ldn;; duAng ‘dich tl?é tich nho; a INS- g g Aust.rign
41 Freser_uus Kabi 8055 Graz thuoc san xuat vo tring khac. 1 480166- g s Med!cmes _and
Austria GmbH Austria '[+ Thuoc tiét trung cuc}i: dung dich tl}é 5 0028-001 |o o Medical Devices
tich 16n; dung dich thé tich nhé; thudc| (3/5) 3 8 |Agency (AGES)
tiét trung cudi khéc (chira hormon, chat
kim té bao, khang sinh).
* Thubc vé trung;
+ Thudc san xuét vo tring: thuéc dong
kho; dung dich thé tich nho.
+ Thubc tiét tring cudi: dang bao ché
Ctra. M-300, Km.|ban ran; dung dich thé tich nho. a N L [Spanish  Agency
42 Alcala Farma,|29,920, Alcala de|* Thubc khong vo tring: vién nang (59 ES/076HI/1 8 8 of Drugs ang
S.L Henaners  28802|ctg; thudc dung ngoai dang long;|S 2 S S |Health Products
(Madrid), Spain  |thudc udng dang long; dang bao ché|Y a 3 (AEMPS)

ran khac (vién nén bao phim c6 duong;
thudc cém; thudc bot); dang bao ché
béan ran; vién nén va vién bao.

* Thudc tir duoc lidu: vién bao duong.
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B.Braun
Melsungen AG

Carl-Braun-
Strabe/Am

Schwerzelshof 1/

1,
Melsungen,
Germany

34212

San pham: Sterofundin 1SO (Solution
for Infusion).

Tén tai Viét Nam: Ringerfundin

(Pia chi: 34209 Melsungen, Germany.)

EU-GMP

DeFN43

10/06/2013

Co quan
quyén Dt

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 Quan ly duoc)
A ~
v s & = T g
NHA MAY ! , " > O £ Z (CO QUAN
STT A P PIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ <| -
CONGBO |- - : 3 O Z |z Z|cAp
2 'z J J
Z Z
B-dul Aurel
Vlaicu nr. 82A,|* Thudc khdng vd tring: vién nén bao| o = S National Agency
. S.C. Magistralcod 900055, |phim; vién nén dat am dao; dang bao % 007/2011/R | & &  |for Medicines and
C&CS.R.L Constanta,  Jud.|ché ban ran; thudc dan; thudc trimg;| 5 0 S S Medical Devices
Constanta, vién nén; vién nén chira corticosteroid. | Y S 3 Romania
Romania
BLB 016, Bulebel o « 9 Medicines
) Actavis Ltd Industrial Estate,|* Thudc khdng vo tring: dang bao ché (% MT/009HM| & & Authorit of
Zejtun ZTN3000, |rin khac; vién nén. 3 |r013 g |S y
w 3 = Malta
Malta N N
* Thudc vo trung:
+ Thudc san xuét vo tring: thuc dong
kho (chtra hormon); dung dich thé tich
nho; thudc cdy ghép dang rin (chua
beta lactam) - © .
. . . National
L ens g L. . Al o - —
Anfarm  Hellas|Sximatari Viotias,| " Thube tit tring cuot: dungw dich the| = 37854/13-5-| & &  |Organization for
3 tich 16n; dung dich thé tich nhd. o S F .
SA 32009, Greece £ - A S 2013 o o Medicines,
* Thuoc khong vo trung: vién nang| g > S
— o Greece

cimg (chtra betalactam); thudc ding
ngoai dang 16ng; thudc udng dang long;
dang bao ché rian khac (chia
betalactam); dang bao ché béan rin;
vién nén (chtra betalactam).




* Thube vé trung:

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

 via 1sonzo 6 I Th_uéc khong vo tring: thude dung|a g g _ N
Bruschettini 16147 Genova ngpal dang’léng; thuoc u(?ng dang long (59 IT/100- N N Italian Medicines
SR.L (GE), Italy (vic xin bat hoat vi khuan); dang bao| 3 1/H/2013 | S S |Agency AIFA

' ché ban ran (bao géom ca hormon| 3 N
corticosteroid); thudc dan; vién nén
(véc xin bat hoat vi khuan).
* Thudc sinh hoc: thudc mién dich (vic
xin bat hoat vi khuan).
* Thudc v trung: thude tiém (dang san
United No.45, Guangfu|xuat V0 tring va tiét tring cudi) la o o Ministry of
: . N.Rd., Hukou|* Thudc khéng vo tring: dang bao ché| = = S  |Health and
Biomedical, . , x i X 2 s |O N N
Inc.. Asia. Plant Toyvnshlp, long’ (hon d1ch)§ dang bao ché b‘an ranf g 0026 g § Welfarg,
" ’ ’ Hsinchu  County (t’hu()c md, thuoc kem); dang bao ché| O I S Republic of
30351, Taiwan ran (vién nén bao dudng, vién nén bao| -~ @ China (Taiwan)
phim, vién nén, thude bot) vién nang.
Industriestrabe 67,
1221 Wien,
Austria * Thudc vo trung:
(c&c khu vuc san|+ Thudc san xudt vo tring: dung dich
xuat: Lange Allee|thé tich 16n; thubc dong khd; dung dich
8; Lange Allee 24z tlge tich nho; thuoc cay ghép va dang N INS- o 0 Austrian
Lange Allee 51jran. . = 480001- |& &  |Medicines  and
Baxter AG Industriestrasse |+ Thuoc tiét trung cuodi: dung dich thé| @ I~ S . .
20; tich 16n; dung dich thé tich nho o |08 S |g  [Medical Devices
’ ’ - ' 001(10/10) |3 &  |Agency (AGES)

Industriestrasse
12;
Industriestrassel3
1; Benatzkygasse
2-6; Pasettistrasse
76)

+ Thudc sinh hoc: ché pham tir méu;
thudc mién dich; thudc céng nghé sinh
hoc; thubc c6 ngudn gdc tir ngudi va
dong vat.




Gentle Pharma
co., L.td

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

* Thube vé trung;

+ Thudc san xuat vo tring: bot khé pha
tiém; thudc tiém; hon dich pha tiém;
thudc nhd mét; nhoé mii; nho tai.

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

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

Cu thé:

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

* Thudc chtra carbapénm: bot khd pha
tiém.

PIC/S-GMP

0113

21/08/2013

30/09/2015

Ministry of
Health and
Welfare,
Republic of
China (FDA)
(Taiwan)




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

Singapore 619968
* Chia Ping Road

A N \ = Y . \ ol ™ <
Drug House of|# 04-00, Haw Par Th? "C,d“”? ngoal dang}ong\’ d?ng szo = S S Health  Sciences
. . ché ban ran khéng vo trung; thuoc|O N N .
9 Australia Tiger Balm| ; o A Ah M00150 S S Authority,
. _— o uong dang long; vién nen; vién nang|= o o .
Private Limited [Building, , L otme oy A Az Q > S Singapore
Singapore 619968 cung; thude bdt va thudc com udng. o — ™
* Chia Ping Road
# 05-00, Haw Par
Tiger Balm
Building,
Singapore 619968
Espace Industriel[* Thudc vo trung:
Nord, 151 rue|+ Thudc san xuét vd tring: dung dich|a ) L |French  Agency
1o |Laboratoire |Andre Durouchez {thé tich 16n; dang bao ché ban rin;| = HPF/FR/11 | & &  |for Medicines and
Unither CS 28028, 80084|dung dich thé tich nho. 5 5/2013 S = |Health products
Amiens Cedex 2,|* Thubc khong vo tring; thudc dung|™ =] S |Safety (ANSM)
France ngoai dang 1ong.
‘ , (92 (o]
'I&(;g PhT_rIr;g Industriparken 55,[* Thuoc khéng vé trung: thudc ding % DK Y § § Danish ~ Health
11 ’ . 2750 Ballerup,|ngoai dang long; thubc udng dang long;| @ F N and  Medicines
Pharmaceutical NV - 00031113 (o o .
Products Ltd Denmark dang bao ché ban ran; vién nén. 0 g g Authority




* Thuoc vo trung:

Thymoorgan + Thubc san xudt vo tring: dung dich
Thymoorgan Pha_rmazie GmbH thé t!’ch 1@; thudc dong kho; dung dich % DE NI 0L g g .
. Schiffgraben  23,|thé tich nho. N N Co quan tham
12 Pharmazie PRV £ . 2| Q@ GMP_2012 | 5 D L
GmbH 32_3690 + Thuoc ti¢t trung cuoi: dung dich thé| 5 0035 < o quyéen buc
Vienenburg, tich nho. L - Q Q
Germany * Thudc khdng vo tring: thube ding
ngoai dang 16ng; thudc udng dang léng.
* Thubc v trung;
+ Thubc san xudt vo tring: dung dich
thé tich 16n; thubc dong khé (chéat doc
t¢ bao/chit kim té bao; hormon
corticosteroid, hormon sinh duc va
hormon khéc; prostaglandin/cytokine);
dung dich thé tich nho (chat doc té
2 Trav. SX Via|bao/chat kim té bao; hormon va chét c6| o ) s
13 |Patheon ltalia|Morolense, 5 -lhoat tinh hormon khong bao gom s IT/79- & &  |ltalian Medicines
S.P.A 03013 Ferentino|hormon sinh duc); thuéc bot chira| =5 2/H/2013 |3 S |Agency AIFA
(FR), ltalia protein/DNA tai to hop. L Q =

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

* Thudc sinh hoc: thubc cdng nghé
sinh hoc (protein/DNA tai t6 hop);
thudc mién dich c6 ngudn gbc dong vat
dung cho nguoi.




* Thube vé trung:
+ Thudc san xuat vo trung: dung dich
thé tich 16n; thubc dong khd; dung dich

Coban — Cesmel < tich nho: thube cdy ghép va dang UK GMP|_, . United Kingdom's
Mah. Sanayi| ., a ™ o medicines  and
Mustafa Nevzat i ran. = 21246 Insp| o S
" Caddesi 13, £ A A s - N N Healthcare
14 Ilac Sanayii A. . * Thuoc khdng vo trung: vién nang| Q@ GMP = S
Yenibosna, . . A PO o \—1 Products
S cing; Vién nang mém; thudc dung|g 21246/4518| & S
Istanbul, TR a1 dang Iong; thude uéng dang long; 520002 |~ |7 |Regulatory
34196, Turkey g "ang fong; tuoc uong dang fong; Agency MHRA
vién nén.
* Thubc sinh hoc: Thubc céng nghé
sinh hoc.
7No|\r/|v3:etslfngu§ilr?§:s, Thudc khéng vé trung: vién nén; vién % N w Therapeutic
15 |Aspen Pharmal o0 Inang clmg; thube bot va thude com. | O MI-2012-L{ & &  |Goods
Pty Ltd . (Khong chira penicillin, cephalosporin;| L 09148-1 . S Administration,
Hills NSW 2153, hube ohé h S) B = A i
Australia thudc chong ung thu). o — o~ ustralia
286-302 * Thubc khdng vo tring: vién nang
cting; thuéc udng dang 1ong; vién nén;| o .
Frankston- thuéc bot va thuéc cém' thuéc kem; = ﬁ :ﬁ Therapeutlc
16 |Aspen PharmalDandenong Road,| . oo Co ol 0 1O MI-2011-L{ & &  |Goods
Pty Ltd Dandenong South o Sne; (L 00724-3 |= S |Administration,
dung dich thudc. O P~ > .
VIC 3175, A - N .= — ~ Australia
Australia (Thuoc khong bao gom cephalosporin
va thudc chdng ung thu)
Servier Moneyland, Gorey a N 9
17 |qreland) Road,  Arklow,|, 0« (1o i nén z 2012/5861/ | & &  |Irish  Medicines
Industries Ltd  |CO-  Wicklow, g & 5 M68 o S |Board
Ireland L & =
N ’ <
S;axoSmlthKll Via A. Fleming, 2 1* Thudc vo triing: % IT/201- § Italian Medicines
18 | facturing 37135 Veronal+ Thudc san xuat vo trang: thudc bot| @ L2012 S [ Agency AIFA
g (VR), ltaly chtra cephalosporin. a 3 gency
o

SP.A




Thesi Pousi-Xatzi

* Thube vo trung;
+ Thudc san xuat vo trung: dung dich
thé tich nho.

Agiou Louka,|+ Thudc tiét tring cudi: dung dich thé| < = = [National
, : : 1 S clo o -
19 Rafarm SA Paiania Attiki, TK|tich nho. o 1'2065/28 S % % I(\)A?(?iréliiaezon for
19002, TO 37,[* Thudc khdéng vé trung: vién nang| ) = S Greece ’
Greece cing; thudc ding ngodi dang long; - -
thudc ubng dang long; dang bao ché
ran khéc; dang bao ché béan rin; vién
San pham: -
Meiji Seika|1056, Fosmicin for .V 1g =S ) 9 Ministry of
: . = S P Health,  Labour
20 Pharma  Co.,[Kamonomiya, Fosmicin for 1.V 2g 0] 2400 N N and ’ Welfare
Ltd., Odawara|Odawara-shi, Fosmicin-S for Otic g 3 3 overnment  of
Plant kanagawa, Japan |Fosmicin tablets 250 ks ® > nga an
Foscimin tablets 500 P
Tabare  1641/69(* Thudc tiém (thé tich 16n va thé tich
(Zip Code 1437),|nho) khdng bao gdm khang sinh nhém
of the[betalactam, chat kim té bao, hoat chét
Autonomous City|hormon.
of Buenos Aires,|* Thudc bot v tring chita khang sinh
Argentine beta lactam.
* Thubc khdng chtra khang sinh beta
Av.12 de Octubre I{:lctam; chat. kKim t& bao, chat ¢ hoat
4444 Quilmes tinh hormon:
Y + Thudc khong vo tring: thudc bot;
(Zip code 1879),| ., : N _ f
) thuoc com; vién nén; vién bao; thuoc
Province of 2 ) SR g
. kem; thudc gel; dung dich va hon dich
Buenos Aires,| .,
Argentine thude. .
+ Thuoc vO trung: dung dich tiém va
thudc dong kho. National

I ahAratarin




Lavuviauwliv

Internacional | C2le No 8 esquila = < < |Administration of
: No 7, Locality O N &  |Drugs, Food and
21 |Argentino S.A ) b 04113-13 | = . .
L Parque Industrial £ , L s X s A= o o Medical Decives,
(Tén ci: Fada| . : . |* Thuoc chtra chat kKim t& bao, chat| QO ) ) ;
Pilar, Pilar (Zip| , : ) . 1 = — Argentina
Pharma S.A) _[chong ung thu c6 hoat tinh hormon:
Code 1629); . X 1 2 en . (ANMAT)
. dung dich, hon dich; thuoc dong khd
Province of A A a 2 s 114
. bao gom ca thuoc ti€m thé tich 16n.
Buenos Aires,
Argentine
Republic
calle 519 entre
Ruta 2 y Calle
S/No, Locality
Parque Industrial
La Plata (Zip|* Thubc chira khang sinh beta lactam:
Code 1900)|dang bao ché ran khéng vo trung.
Province of
Buenos Aires,
Argentine
Republic
Tarchominskie
Zaklady
Farmaceutyczn * Thubc vé trung; . <
e "Polfa"|2 A. Fleminga|+ Thudc san xuat v trung: dung dich| S GIE-IW-N- § § Main
22 Spolka AkcyjnalStr., 03-176thé tich nho. O 4022/40/11 = N Pharmaceutical
(Tarchomin Warsaw, Poland  [* Thudc sinh hoc: thudc cong nghé a g 3 Inspector, Poland
Pharmaceutical sinh hoc (Insulin). N °
Works "Polfa"
S.A)
Aeropharm GmbH|* Thudc v6 tring:
Francois- + Thudc san xuét vo tring: thubc nho| o ) 0
. < z DE_TH_Ol o o 2
93 Aeropharm Mitterand-Allee- |mat. 5 H GMP 20| & I Co quan tham
GmbH 1, 07407|* Thudc khéng vé trang: Thudc udng| 5 130005 S S |quyénBuc
Rudolstadt, dang long; thudc phun mu; thudec bot| 3 3

Germany

hit bao gom ca thiét bi dinh liéu.




24

Fournier

laboratories
Ireland Limited

Anngrove,
Carrigtwonhill, Co.
Cork, Ireland

* Thudc khéng vo tring: vién nang
cung; vién nén.

EU-GMP

3819/IMPO
04

30/04/2012

20/02/2015

Irish  Medicines

Board
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S.C.

Sindan

Pharma S.R.L

B-dul lon
Mihalache nr. 11,
sector 1
Bucuresti, cod
011171, Romania

* Thude vo trung|:

+ Thudc san xuat vo tring: thuéc dong
kho (chit kim té bao/chit doc té bao):;
dung dich thé tich nho (chat kim té
bao/chat doc té bao; chit diéu tri khoi
u).

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

* Thubc khdng vo tring: vién nang
cimg (chat doc té bao/chat kim té bao,
chat diéu tri khdi u); vién nén bao phim
(chat doc té bao/chat kim té bao, chat
diéu tri khdi u); vién nén (chat doc té
bao/chat kim té bao, chat diéu tri khi

EU-GMP

016/2013/R
@)

07/06/2013

08/03/2016

National Agency
for Medicines and
Medical Devices
Romania
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Anfarm
S.A

Hellas

Sximatari Viotias,
32009, Greece

* Thudc vo trung:

+ Thudc san xuét vo tring: thuc dong
kho (hormon); dung dich thé tich nho;
thudc cdy ghép dang rin (chira khang
sinh betalactam).

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

* Thubc khdng vo tring: vién nang
cimg (khang sinh betalactam); thudc
ding ngoai dang 1ong; thubc ubng dang
long; dang bao ché ran "(chira khang
sinh betalactam); dang bao ché bén ran;
vién nén (chtra khang sinh betalactam).

EU-GMP

37854/13-5-
2013

19/06/2013

01/04/2016

National
Organization for
Medicines,
Greece




1 rue de l'abbaye,

* Thubc v trung;
+ Thudc san xuat v trung: thuéc dong

French National

kho; dung dich thé tich nho. a < s Agency for
Glaxo 76960 NOUe| | huée tit tring cudi: dung dich thé| = [HPF/FRB2|S | [Medicines  and
27 Wellcome Dame Del, . . . s Q N =
Production Bondeville tich 16n; dung dich thé tich nhd. S 2013 o o Health  Products
France * Thubc sinh hoc: thudc cdng nghé|“ 3 3 |safety  Agency
sinh hoc; thube ¢ ngudn gbe tir ngudi (ANSM)
va dong vat.
Lot 6, Persiaran
Perusahaan, National
o (<]
IDS iiﬁﬁgn 23, % g § Pharmaceutical
28 |Manufacturing Thubc ubng dang long. ye 373/13 g =~ |[Control Bureau,
Perusahaan Shah L @ o -
Sdn. Bhd. O ~ o Ministry of
Alam, 40300 Shah o N ~ .
Alam,  Selangor Health Malaysia
Malaysia
ES ™ © Swiss Agency for
Husenstrasse 35, % S S |Therapeutic
29 Swiss Caps AG (9533  Kirchberg,[San pham: Pharmaton h 13-1119 Pre) > P
Switzerland ) 2 S |Products
& =] S |(Swissmedic)
o ™ To! i
30 |GinsanaSA  |Bioggio, San pham: Pharmaton Kiddi i 13846 |S S P
Switzerland S 2 = |Products
5 = & |(Swissmedic)
Mega 60 National |, 2 A A e % « ] Therapeutic
g |Lifesciences |Avenue, C&gh.u?; ggoggt \\//(; ttrl?nfc Z(I)iz r:/a:r;g o MI-2013-LI{ & &  |Goods
(Australia) Pty[Pakenham  VIC néng’ . i . ’ 8 04846-1 5 § Administration,
Itd 3810, Australia ' - Q N |Australia




* San pham: Myrin (50mg, 100mg)
(San xuat tai: Dr. Heinz Welti AG,

- D_ N q_ -
Zab“kmattenvﬁi A Althofstrasse 12, 5432 Neuenhof, % § § _?_m:; ':‘L?Egcy for
32 Lipomed AG ’ . Switzerland - Wisenstrasse 21, 5412| j 12-376 N S P
Arlesheim, . L o — Products
switzerland Gebenstorf, Switzerland. O S 5 (Swissmedic)
Gidy chimg nhin s6 12-2314 ngay|™ N <
27112/2012)
Betriebsstandort  [* Thudc vo trung: o ~ o .
Kaiseraugst - Thubc dang long: dung dich thé tich| = a a Swiss Aggncy for
F.Hoffman - La \ \ p .. O N N Therapeutic
33 (Parenterals), nho (bao gom SVP, thudc nho mat). h 12-1906 S =
Roche AG . J N I | = o o Products
4303 Kaiseraugst,|- Thuoc dang bao ché ran: Thudc dong| O I~ > . .
Switzerland kho. o e N |(Swissmedic)
o
| a 2 |25
: : . 7 =
. Via Cacciamall, San pham: Cefam (Flacone 1g I.M/E.M = CPP/2013/1| & N i:f Italian Medicines
34 Mitim S.R.L 34-36-38, 25128 - vial 1g |.M/E.M) Q 344 N S S Agency AIEA
Brescia (BS), Italy g 1.MI= = % S = gency
[a
: . N : p= 9 =
Helix 392 Wilson Ave.|San pham: H-Irican 40 o = = Health  Canada
35 Pharmaceutical |Toronto, Ontario,|(FSC s6 FC10T33761001 ngay _g 0006212 % % Products and
s Inc. Canada, M3H1S9 |21/5/2013) & S S |Food Branch
8 o o
Plaza NIl Thuée khong vo tring khong chua
931/39/41/43, , . Lt A Ls
.. |khang sinh betalactam, chat kim t¢ bao,
Autonomous City| ., . =, . L .
. chat cd hoat tinh hormon: vién nén; .
of Buenos Aires, vién nén bao phim; vién nang; thud National
Argentine bot va thud ;Fr)n ’ g, thuoe % 9 S Administration of
35 |TRB  PharmalRepublic ot va Thuoe com. o 0408113 & &  |Drugs, Food and
S.A Plaza Nro 3 S S |Medical Decives,
967/969Autonom |* Thudc khong vo tring chira khang| & P &  |Argentina
ous City  of|sinh betalactam: vién nén; vién nén bao (ANMAT)
Buenos  Aires,|phim; vién nang; thudc bot va thudc
Argentine com.

Republic




* Thuoc vo trung:

United Kingdom's

. Chacharwadi- + Thubc san xudt vo tring: dung dich|a UK GMP ) ©  |medicines  and
Claris : 20752 Insp| o S
37 Lifesciences Vanasa, thé tich nho. % GMP S S Healthcare
Limited Ahmedabad,  In|+ Thudc tiét tring cudi: dung dich thé| 5 20752/1387| S S |Products
382213, India tich 16n; dung dich thé tich nho; nha|Y 3 4 Regulatory
5-0006
tuong. Agency MHRA
Plot No 72, EPIP, State
. Phase-1 * Thudc vo trung: = N 0 o
’ . A A = p= P
28 gﬁ:quaceutical Jharmajri, Baddi,|+ Thudc san xuét vo trang: thudc ciy| O gﬁﬁg}éﬁ & & Cig:z;stratlon 3:
Distt, Solan,|ghép va dang rin (chira cephalosporin:| <L <] S .
s Pvt Ltd ) g A . . &) P S 5 Medicinal
Himachal cefixime va ceftriaxone tiém). o0 — ~ Products
Pradesh, India
3 Samokovsko % MI-2011- N S Therapeutic
49 |Balkanpharma- |Shosse Str.,|* Thudc khong vé tring: dang bao ché| © CE.02304- & &  |Goods
Dupnitsa AD  |Dupnitsa 2600, |ran phén liéu. 8 3 S S |Administration,
. - N~ (=] H
Bulgaria o0 o o Australia
C-1, Sara L aa , . N
Troikaa Industrial Estate T.I}uoc vien nén bao ph.'[n (t,)ao somm % g 5 Department  of
. . '[vién bao tan trong rudt; vién nén; thuoc| O 102110010 [ N .
40 Pharmaceutical |Selaqui, Dehradun{ =" T .| S S Health, Executive
com); Vién nang; thuoc tiém (thudc san| = 7 o o
s Ltd 248197, XA I 2. O = S Yuan
Uttarakhand. India xuat vo trung; thude ti¢t trung cuoi). o N ~
MIDC, Plot No. 8-
A/2, 8 -B; T.T.C. a INS- ] S Austrian
41 Sandoz Private|Ind. Area, Kalwe|* Thudc khong vé tring: vién nang (29 481703- 8 8 Medicines  and
Limited Block,  400708|cting; vién nén. -5 0004- S S  [Medical Devices
Navi  Mumbai, L 001(3/3) |3 S |Agency (AGES)

India




Plot numbers 457

* Thubc v trung;
+ Thuoc san xuat vé trung: dung dich
thé tich nho (chat doc té bao/chat kim

and 458 Sarkhej-| .. . a e Q Federal Agency
INTAS —  lgavia  Highway, |22 = BE/2013/00| & &  |for Medicines and
42 Pharmaceutical + Thuoc tiét trung cuodi: dung dich thé| @ F S
sLimited | viatoda, - Sanand,\ s (chét doc 6 bao/chdt kim |2 |0 S |g  |Health Product of
Ahmedabad, IN- b20) ' L 3 & |Belgium
382210, India . A L Ay
(Khdng bao gom dang ong tiém va bom
tiém dong sin)
Plot No 183&192, ,SAJ[(?:T?inistration of
. Mobabewala S S 9 :
Windlas industrial  Area,|* Thuéc Khong vé tring: vién nang| O 018/2012/S | & g  |Vkraine on
43 Healthcare Pvt. Dehradun- |, ,uo.CA , g g g A AUMP/GM % % Medicinal
Ltd. 2:8 1? Ou cung, vien nen. Q P S S Products
’ . o < " |(SAUMP) -
Uttarakhand, India Ukraine
Malpur,  Baddi,|,, 2 A , .
Panacea Biotec| Tehsil San pham: vién nang cting Tacrolimus ~ o
- 0,5mg, 1,0mg, 5,0 mg (Tacpan); vién % 53.2-ZAB- |3 P 2
Ltd. Nalagar,District . . N N Co quan tham
44 . . nang cung Mycophenolate mofetil|© 2677.1 D 6|3 P o,
(Formulation  [Solan, Himachal _ - ; - 15 o o quyén DPuc
250mg; vién nen bao phim|g H = S
Plant) Pradesh - 173} cophenolate mofetil 500m e e
205, India yeop g
Reckitt 65 Moo 12, UK GMP United Kingdom's
i - 7 4 7 ™ © ici
Benckiser Lardkrabang * Thude khong vo trang: thude udng|S 20689 Insp| S S Medicines —and
Healthcare Bangplee  Road, \ A I o N N Healthcare
45 . dang long; dang bao ché ran khac (vién| Q@ GMP B P
Manufacturing | Bangplee, nhai mém -Soft chewable tablets) N 20689/1380| S S products
(Thailand) Samutprakarn, Th v ’ L 30005 > = |Regulatory
Limited 10540, Thailand Agency




State

I%Road, G ngaée o ~ <« Administration of
Mepro ’ R . . A e = 017/2012/S | S S  |Ukraine on
. Wadhwan  City-|* Thuoc khong vo trung: vién nang| O N N ..
46 Pharmaceutical . , \ L L, h AUMP/GM | & P~ Medicinal
363 035 (Unit Il)|ctng; dang bao ché ban ran; vién nén. | o o
s Pvt. Ltd &) P = NI Products
Surendrangatr, o o ~N
: . (SAUMP) -
Gujarat, India .
Ukraine
Plot 25-27, UK GMP Unlt_ec_i Kingdom's
Survey No 366, a a0 9 medicines and
Macleods . i x R A = 31303 Insp| o S
. Premier Industrial{* Thuoc khéng vO trung: vién nang N N Healthcare
47 Pharmaceutical . , o, o GMP P~ P~
Estate, Kachigam,|ctng; vién nén. - o — Products
s Ltd o 31303/3537 | = &
Daman, In-396 18-0003 - o Regulatory
210, India Agency MHRA
Jalan Raya Bogor|* Thudc khdng vo tring: vién nang|< 3 = Health care
PT  Actavis , L2 NP = NL/H & & |
48 Indonesia km 28, Jakarta,|cung; thuoc uong dang 1ong; vién nén,| @ 13/0100 S S inspectorate, The
13710, Indonesia |dang bao ché ban rén. 2 S S |Netherlands
o N




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

Pot 17
(Theo cong vin sé 1405/QLD-CL ngay 23/01/2014 ciia Cuc Quan 1y dugrc)
pd E Q =
< - qwl
NHA MAY , , A S Ol © = 7z |co QUAN
STT A P PIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ <|
CONGBO | ° - : 3 O Z |z Z|cAp
2 =z J J
Z 4
tPhaenamaCi2t12l, g: San pham: Thudéc déng kho National
Martinez y Daunogobbi S ) S, |Administration of
. Filaxis S A Province. of|( Co 56 dong gdi: Gobbi Novag S.A.| O 03494.13 & &  |Drugs, Food and
" |Buenos Aires of|F0ian Onsari 498 of the City of Wilde, | 5 S S  |Medical Decives,
the Argentine Province of Buenos Aires of the|z S S Argentina
Republic Argentine Republic. (ANMAT)
Av. Velez National
Sarsfield 5855, = 0 s, Administration of
Dr. Lazar y Cia|B1606 AR e o & &  |Drugs, Food and
2 SAQel Carapachay, San pham: Vién nén Talidomida Lazar 8 04324-13 S S Medical Decives,
Republic 5 N & |Argentina
Argentina (ANMAT)
Aharnon  Street,
Limassol
Industrial Estate,
2:::3:29 1-Ma|2_, * Thudc khong vO tring: vién nang
ong cimg; thuéc ding ngodi dang long;
Penicillins, < \ : o 9 = :
Builing 4 tl}uoc uong Qang long; dang bao che; = REM00/20 | S S Pharmaceutical
3 Remedica Ltd cephalosoorins ran khéc; thuéc phun mu; dang bao ché| @ 13/001 P = Services Ministry
buri)lding p5 At |PAD rén; thudc dan; vién nén; thubc| ) % % of Health, Cyprus
uong (chtra penicillin va
cancer/hormones, cephalosporin)
Buiding 10-anti- P P '
cancer, Limassol,
Cyrus, 3056,

Cyrus




Teijin Pharma o - Ministry of
Limited 2-1, Hinode-cho, ﬂ E% g% Health,  Labour
Iwakuni Iwakuni-shi, San pham: Vién nén Bon-One 0.25 &~ 3385 P~ and Welfare
Pharmaceutical [Yamaguchi, Japan % § government  of
Factory ~ Japan
Lot 10, jalan
Sultan Mohamed|* Thudc kem; thudc md; kem béi da;| o o o |National
Hoe 6, Bandar Sultan|thudc gel; nha dich; nzié'ng dan; dau (§D § § Pharmaceutical
Pharmaceutical |Suleiman, 42000|g6i; thuoc bOi tai cho; thuoc dung| . 408/13 S - Control Bureau,
s Sdn. Bhd. Port Klang,|ngodi dang long va thudc udng dang|O S S |Ministry of
Selangor, long. o o i Health Malaysia
Malaysia
* Thudc vo tring:
+ Thudc san xuat vo tring: thuéc dong
khd (chira hormon); dung dich thé tich
nho; thudc cdy ghép va dang rin (chua
khéang sinh betalactam).
+ Thubc tiét trung cudi: dung dich thé|a o) ©  |National
Anfarm Hellas|Sximatari Viotias, |tich 16n; dung dich thé tich nho. z 37854/13-5- & &  |Organization for
S.A 32009, Greece  |* Thubc khdng vo tring: vién nang|- 2013 S S [Medicines,
cimg (chta khang sinh betalactam);| " 2 S  |Greece
thuéc dung ngodi dang long; thudc
ubng dang long; dang bao ché ran khac
(chtra khang sinh betalactam); dang
bao ché ban ran; vién nén (chira khang
sinh betalactam).
* Thubc v trung;
+ Thudc san xuét vo tring: thuc dong
Rupnicu iela 4,[kho (chtra chat doc té bao/chat kim té| a N L0
Pharmidea Olaine,  Olaines|bo); dung dich thé tich nho (chét doc (ED ZVA/LV/20 § § State Agency of
novads LV-2114,|t¢ bao/chat kim t& bao). - 12/018H |o o Medicines, Latvia
Lavia + Thudc tiét trung cudi: dung dich thé| Y S Q

tich nho (chat doc té bao/chat kim té
bao).




Dansom Lane,

* Thube vo trung;

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

* Thudc khong vé tring: vién nang

UK MIA 63

United Kingdom's

. , o © -
ReCk'tF Hull, East|ctng; thudc dung ngoai dang long; % Insp S S Medicines - and
Benckiser . LA . \ X N N Healthcare

8 Yorkshire, HUS8|thudc uong dang long; dang bao ché| O GMP/IMP & S
Healthcare . . . . VN | o o products

- 7DS, United|ran khac; dang bao ché ban ran; vién| g 63/17092- |5 5
(UK) Limited . ) ~N = Regulatory
Kingdom nén. 0029 Adenc
* Thudc sinh hoc: Nystatin (Thudc gency
kem Timodine)
* Standardised Senna, Buprenorphine
* Thubc v trung;
+ Thudc san xuét v tring: dung dich
Medice thé tich nho.
Medice Arzneimittel + Thuoﬂc tiét trung cudi: dung dich thé N o <
Arzneimittel Putter GmbH|tich nho. = DE_NW_0 Q Q Co quan thim
9 &Co.KG * Thudc khéng vo tring: vién nang| @ 1 GMP_20 | & Irs) A g ,
Putter GmbH ) i N - = o o quyén Duc
&Co KG Kuhloweg 37,|cling; vién nang mém (vién nang mém| g 13_0010 > >
' 58638 Iserlohn,|vo gelatin Nephrotrans); thudc udng o -~
Germany dang long; dang bao ché rin khac
(thudc com, pellet); dang bao ché ban
ran; vién nén.
* Thudc khéng vo tring: vién nang
. . |cing (thuéc mién dich); thudc udng|a N 0
Via Morelli, 2 dang 16ng (hormon va chét c6 hoat tinh| 2 IT/265- N &  |ltalian Medicines
10 Roche S.P.A  |20090 Segrate R X o S )
(M), Ital hormon khong bao gom hormon| < 4/H/2012 | = o Agency AIFA
» aly corticosteroid va hormon sinh duc);| % & 3
vién nén (thudc mién dich).
Agency for
= S Medicinal
o — —
Lek | Kolodvorska cestay, ., < khong v tring: vién nang|= 450- Q &  |Products and

11 Pharmaceutical |27, SI-1234]| Lovn e, o P~ S . .

sdd menges, Slovenia ctng; thudc bot; vién nén. 5 39/2011-2 | = Medical Devices
' ! L X S |of the Republic of

Slovenia




Reckitt Nottingham site, United Kingdom's
Benckiser Thane Road, a e Medicines  and
Nottingham, N . = PP1012692 | & Healthcare
12 Healthcare ) . San pham: Strepsils Warm Lozenges | O S
International Nottinghamshire, S 9 o Products
Limited NG90 2DB, L S Regulatory
United Kingdom Agency
Combino HF60 Hal Far . = S 2 |Medicines
* A A A N ) A
13 Pharma (Malta)|Industrial Estate C&Eh_u‘?i%nk::;g vo trung: vien nang o %I/ZOOZ/H/ % S Authority of
Ltd. BBG3000 Malta & ' > S S  |Malta
— —
* Thubc vo trung;
+ Thudc san xuét v tring: dung dich
thé tich nho (bao gém ca chat gay
nghién; hudng than; hormon va chat c6
hoat tinh hormon); thudc cdy ghép va
Ronda de Los|dang ran (hormon va chat c6 hoat tinh
Olivares, parcelalhormon); thudc bot (bao gom ca . < |spanish  Adenc
11, Poligono|hormon va chit c¢6 hoat tinh hormon). % b= b= P gency
B.Braun . L ems s £ ) 2 ES/092HV/ | & N of Drugs ang
14 . Industrial Los|+ Thuoc tiét trung cudi: dung dich thé| @ > Irs)
Medical, S.A . ] . A . A a D 11 S o Health  Products
Olivares, Jaen|tich nho (bao gom ca chat gay nghién,| ) S (AEMPS)
23009 (Jaen),|hudng than, hormon va chit c¢6 hoat - -
Spain tinh hormon).

* Thudc khdng vo tring: thube ding
ngoai dang long; miéng dan, dang bao
ché ban rin (bao gém ca hormon va
chét ¢ hoat tinh hormon).

* San pham vi luong dong can.

Chivilcoy 304 and
Bogota  3921/25
(Zip code
Cl407ESM)  of
the city of Buenos
Aires, Argentina

* Dung dich va hon dich tiém (c6 hoic
khong tiét tring cubi), thubc dong khod
khong chira betalactam, chat kim té
bao, hormon (trtr corticoid).

* Thudc bot pha tiém chira betalactam.
* Dung dich thuc nho mit.




Gral. Martin
Rodriguez 4085
Aconquija corner

* Dung dich tiém, thudc dong kho,

National

Instituto (Zip code 1714),[dung dich tiét trung khdéng chua % ] S Administration of
15 |Biologico Province of|betalactam, chat kim té bao, hormon|©® 05610-13 & &  |Drugs, Food and
Contemporaneo |Buenos (trir corticoid). 3 S S [Medical Decives,
S.A Aires(ltuzaingo  |* Dung dich thubc nho mit. = «Q S |Argentina
Plant Module 1), (ANMAT)
Argentina
Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),\, 1 & bot pha tiém vé tring chuaa
(Ituzaingo
. betalactam.
betalactamics
plant), Province of
Buenos Aires,
Argentina
'(‘F"j‘;zg“d Cigi * \/ién nén, sird, hdn dich, thubc khang National
. “|v0 trling dang léng; dung dich v trung| < ® 3 Administration of
1978), of the Clty ~ , x . Z = o o
. khdong chira betalactam, chat kim te[ O N N Drugs, Food and
16 Klonal SRL of Quilmes,|. ", . b 05312-13 |5 S g )
. bao, hormon, chat sinh hoc. = — o Medical Decives,
Buenos Aires of|, z , o | © S ~ .
the Argentine Thu:)c chira bgtalactam. vién nén;| T o N Argentina
. sird, hon dich, thuoc bot vo trung. (ANMAT)
Republic
Palpa 2862 (Zip|, £ , S S National
code C1426DPB), AThuOCA Ch\ua chat .klm.fe baOL thu.OAC < < S Administration of
. : dong kho va dung dich tiém khong tiét| = S =]
17 Laboratorios Jof the City of tring cudi; dung mdi hoan nguyén hoic < 05615-13 | S S Drugs, Food and
IMA S.A.I.C  |Buenos Aires, g e gN ) vg yA 1L 2 2 Medical Decives,
. dung méi pha loéng (c6 hoac khong tiét| O T 5 .
Argentine tring cudi) o N — Argentina
Republic g cuol: (ANMAT)




Aston Lane North,

Norton Whitehouse Vale|* Thudc vé tring: UK MIA United Kingdom's
Healthcare Industrial ~Estate,|+ Thudc san xuét vo trung: dung dich| 530 Insp| X Q Medicines  and
g |Limited  T/AlPreston  Brook, thé tich Ion; dang bao ché ban ran;| 2 GMP/GDP/ | & &  |Healthcare
lvax Runcorn, dung dich thé tich nho. 5 IMP S S |products
Pharmaceutical |Cheshire, ~ WA7|+ Thudc tiét trung cudi: dung dich thé|" 530/14004- | & & |Regulatory
s UK 3FA, United|tich 16n; dung dich thé tich nho. 0018 Agency
Kingdom
* Thubc v trung;
+ Thubc san xudt vo tring: dung dich
thé tich nho. :
Rua Elias Garcia,|[+ Thudc tiét trung cudi: dung dich thé N < [National
. ¥ oo ' ' S FO19/S1/H/ | S S  |Authority of
Laboratorios  |N0.28, Amadora,|tich nho. N N ..
19 . z A Ao o AF/001/201| & N Medicines  and
Vitoria, S.A 2700-327, * Thuoc khong vO trung: vién nang| - o —
, Loz . N 2 NS S Health Products,
Portugal ctng; thuoc uong dang long; dang bao N —
e £ A g I.P, Porrtugal
ché ban ran; thuoc dan; vién nén; thuoc
ran khac (thudc bot; thude cém; thude
dat am dao).
* Thudc vo trung:
+ Thubc san xuit vo tring: thudc cay
Silk Road|ghép va dang ran. UK MIA United Kingdom's
Business  Park,|+ Thudc tiét trung cudi: dung dich thé|a o) ©  |Medicines  and
. , \ s 17901 Insp| o o
20 AstraZeneca  |Macclesfield, tich nho. 5 GMP Y Y Healthcare
UK Limited  |Cheshire, SK 10|* Thubc khong vo trang: vién nang| - 17901/1011 S S |products
2NA, United|cing; thudc dung ngoadi dang long;|Y P S |Regulatory
. Loz . ca 7-0025
Kingdom thuoc uong dang 1dng; vién nén. Agency
* Thudc sinh hoc: LHRH antanogist,
chéng n‘?im; antioestrogen.
Carr 188 Lote.17, United Kingdom's
San Isidro UK  GMP| o .
. a « © Medicines  and
IPR Industrial Park, Po = 15822 Insp S S Healthcare
21 |Pharmaceutical |Box 1624,|* Thudc khong vo trung: vién nén. 0] GMP = >
S o = products
s Incorporated |Canovanas, PR - 0 15822/1298| 5 S Reaulator
00729,  Puerto 3.0003 | - gulatory
Agency

Rico.




* Thube vo trung;

+ Thubdc tiét tring cudi: nude cit pha
tiém.

* Thudce sinh hoc: ché pham tir mau;

Biotest AG thudbc cdng nghé sinh  hoc|qa DE HE o1l ©
2> |Biotest Ag ||andsteinerstrabe |(Protein/DNA tai to hop: khang thé| 2 GMP 201 & & |Co quan tham
5, 63303 Dreieich,|don bao, khang thé don bao két hop| 5 3 0092 S & |quyén Buc
Germany doc td.) L - 8 S
( Co sé chimg nhian xudt xudng:
Biotest Pharma GmbH, dia chi: Biotest
AG
Landsteinerstrabe 5, 63303 Dreieich,
_ . S ™ <
Helix 392 Wilson Ave. o FC10T3376 § § Health  Canada
23 Pharmaceutical |Toronto, Ontario,|San pham: H-Capita 500mg Caplet _g 1004 3 3 Products and
s Inc. Canada, M3H1S9 § S S Food Branch
O N o
JL.Wanaherang - ©
. 4 [al
PT NovelllNo. 35 Tlajung|* Thudc vo trung: S DE BE 01 |3 P 2
: I F PN . N N Co quan tham
24 Pharmaceutical {16962 Gunung|+ Thuoc san xuat vO trung: dung dich| QO _GMP_201 | S uvin Dirc
Laboratories  |Putri, Bogor, |thé tich nho (6ng tiém) = 30023 S O
Indonesia i i
* Thudc vo trung:
+ Thudc san xuét vo tring: thuc dong
khd (thuéc bot pha tiém va tiém <«
truyén); dung dich thé tich nho (thude S
tiém; dung dich dam dic dé tiém va %
A by . . N \ ™ ITe) :
_ Orionintie 1 tiém truyén); dung d_;ch_ dung cho bang| 4 = 2 = |Finnish
Orion quang, oromucosal liquids). > 3476/11.01. | & N ..
25 . 02200 Espoo, L ems s Z. . | O o) S < [Medicines
Corporation Finland + Thudc tiét trung cuoi: dung dich thé| & 09/2013 S S 2 | Agenc (FIMEA)
tich nho (thube tiém; dung dich dam|“ S &g
dic dé tiém va tiém truyén); 3
oromucosal liquids.. =
H

* Thubc khong vo tring: dung dich
udng nho giot; thude bot hit; vién nén (
bao gém thudc chira sulphonamides.)




* Thube vO trung: thudc tiém (thude
san xuat vO trung va thudc tiét trung

No. 22, Chieh-[cudi); dung dich nho mat, nhé tai, nhé| o < Ministry of
) ) Shou Road,|miii (san xuét vo tring). = S S Health and
. . N N . O
26 -CI;?)IWE? q Biotech Taoyuan City,|* Thuoc khong vo tring: dang bao ché| 0242 > S Welfare,
; Taoyaun  Hsien,|léong (dung dich); dang bao ché rin|O S S |Republic of
Taiwan, R.O.C (vién nén bao duong; vién nén bao|™ i « China (Taiwan)
phim; vién nén; thudc bot); vién nang
va miéng dan.
16-24 rue Jean * Thube v6 trine: o « 9 French National
Chaptal, 93600 . -0c voMun&: 2 HPF/FR/19 | & &  |Drug and Health
27 Guerbet .|+ Thuoc tiét trung cuoi: dung dich thé| Q S -
Aulnay Sous Bois, tich 16m: dune dich thé tich nho 5 0/2013 = S Products  Safety
France > dung d ' L = S |Agency (ANSM)
* Thubc vo trung;
+ Thudc san xuét v tring: dung dich
thé tich nho (hormon hodc chit ¢ hoat
Laboratorio tinh hormon trir hormon sinh duc).
- + 4 “ A N X, . X o™ ©
Itfflllan_o _ Via Licinio. 11 -|F Thuoﬁc tiét trung cudi: dung dich thé % = = _ N
08 Biochimico 22036 Erba (CO) tich nho. 5 IT/178- Q N Italian Medicines
Farmaceutico | '|* Thubc khong vo trung: thudc dung| = 3/H/2013 |8 S |Agency AIFA
Lisapharma y ngoai dang long (hormon| ! 3 S
S.P.A corticosteroid); thubc ubng dang long
(hormon corticosteroid, hormon sinh
duc); dang bao ché béan rin (hormon
corticosteroid).
* Vién nén (chua penicillin  va
Lot 1-5 Cheng Cfephalosporin); thude bcf)t_ p_ha} hon dicl} o - o National _
Xepa-Soul ! uong (chtra penicillin vaf = S S Pharmaceutical
. Industrial Estate, - i .| O N N
29 Pattinson (M) 75950 Melaka cephalosporin);  vién nang (chua| 329/13 3 F Control Bureau,
Sdn Bhd Malavsi '[penicillin va cephalosporin); dung dich Q 8 % Ministry of
ysia o o =

thudéc udng; dung dich thudc dung
ngoai; thuéc kem/thuéc md; thude nho

Health Malaysia




N
CHIESI . , i S 3 French  Health
30 |FARMACEUTI ;’é;"A Parr::'?{;';‘o f;gm i’f;nnlﬂ Hon dich — Curosurf| &5 15040213 | Products ~ Safety
CISP.A ' 1y gL > < Agency
—
Kozle 188, Agency for
Skopje, 1000, a = S Medicinal
31 Replek  Farm|Macedonia, The|* Thudc khéng vé tring: vién nang (29 450-7/2011- 8 8 Products and
Ltd Former Yugoslav|cing; vién nén. 5 4 S & [Medical Devices
Republic of L b &  |of the Republic of
Macedonia Slovenia
* X ~ A < . - A
Str. Crinilor 5. ’Thuoc Akhorlg v£o trungl. vién narrlg .
. . [cing; thudc ban ran (thuoc kem chira|q 9 National Agency
. Raionul Criuleni,|, ., . . A = -
39 Farmaprim Sat Porumbeni, khang sinh non-betalactam, thudoc m& (% 019/2013/R S Q for Medicines and
SRL MD 4800 |chira hormon, thuoe kem, gel); thuoe| 5 0 & S [Medical Devices
. '|dan; thudc trimg (chira khang sinh non-| Y ™~ J |Romania
Republic Moldova ,
betalactam, chira hormon).
Sofall Cesme Sok, o INS N ot} Austrian
. _ * A A A < . A z E - o o « .
33 Santa Farma N_o.._72 74, 3405_91 Thl_lO(.:AkhO,ng vO trung: vién nén bao o 482195- S S Med!cmes _and
Sisli, Edlrnekapi -[phim; vién nén. 5 0002-005 | o Medical Devices
Istanbul, Turkey L S S  |Agency (AGES)
Sandoz llac
Sanayi ve Ticaret
A.S o ©
Sandoz llac|Gebze Plastikciler|* Thudc khdng vd trung: vién nang % DE_ST 01 § § Co aquan  thim
34 Sanayi Ve|Organize  Sanayi|cing; thudc udng dang l6ng; thudc dan;| @ _GMP_201 |5 ) u éanfrc
Ticaret A.S Bolgesi  Ataturk, [vién nén; thudc cém 2 30011 S s |V
Bulvari 9. Cadde ° ~
No.1, 41400

Kocaeli, Turkey




Turbhe MIDC,
Plot No. D -31/32[* Thubc vo tring: a INS- ] 9 Austrian
g5 |Sandoz Private| Thane-Belapur |+ Thudc san xuat vo tring: thudc ciy (29 481731- |& &  [Medicines  and
Limited Road,  400705|ghép va dang rin. 5 0010-001 |& S |Medical Devices
Navi Mumbai,|* Dugc chit vo tring carbapeneme L (2/3) 3 «Q Agency (AGES)
India
GIDC Estate, 507- o - © State
Sava B-512, Wadhwan|* Thudc khong v tring: thudc bot pha (ED 058/2013/S § § Administration of
36 City - 363035,|dung dich udng; dang bao ché ban ran;| AUMP/GM | & =~ |Ukraine on
Healthcare Ltd A = o o -
Surendranagar, vién nen. &) P 5 = Medicinal
India o e " |Products
320-2 Scongdae-|San pham: Greengene (thudc tiém dong
Ri, Ochang- kh?)f Greengene F (thudc Flem dor:g o o 5 National Institute
Myum, Chungwon{khd); Hunterase (dung dich thudc|= S S .
Green Cros AN L ouen R R O ~ N of Medicaments,
37 . Kun, tiém); thuoc tiém dong khd Plasma| ., 0020/12 N N .
Corporation _ e , | L i — Argentina
Chungcheongbuk- |factor VIII; dung dich tiém chua chat| O S o~ (INAME)
Do, Republic of{mién dich Normal Human| = - <
Korea Immunoglobulin.
Agency for
Novartis Cherag Ali o 9 9 Medicinal
38 Bangladesh Market,  Tongi,|* Thubc khong vo tring: vién nang (% 450-8/2013- 8 8 Products and
Limited, Tongi|1711  Gazipur,|ctng; vién nén. 35 1 S S |Medical Devices
Plant Bangladesh L S &  |of the Republic of
Slovenia
.. . National
Organiize Sanayi o 2 = i
Kocak — Farma Bolgesi, * Thudc khong vo tring: vién nén|= F113/01/20 | & S [Authority of
39 Ilac ve Kimya , A 2 o 5 P Medicines  and
Sanavi. A.S Cerkezkoy, (chira hormon va thuoc chong ung thu) | 5 13 o o Health Products
yi- A Tekirdag, Turkey L 9 a :

I.P, Portugal




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

Dot 18
(Theo cong vin s6 2438/QLD-CL ngay 25/02/2014 ciia Cuc Quan 1y dugrc)
z & Q E
R . w =
NHA MAY , , A e © = 7z |Cco QUAN
STT A A PIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ o~ Ll s
CONG BO - - - 3 9 < |« = |CAP
> "ﬁ & &
Z Z
. *Thudc vo tring;
Via Franco PO NS 3 =
. Wyeth Lederle|Gorgone Z.1 - ;Azhufﬁésﬁnh{(uate\r/]?C;[IrllijQ?_' JEEOC d]im}: % IT/29- & &  [ltalian Medicines
Sl 95100  Catania| s <O (chua PENICIAIN), dUng dichi 5y o013 S S |Agency (AIFA)
(CT) Italia theé tich nho (chua penicillin, chat doc| g o S
t& bao/ chat kim té bao). ° -~
25212, W. lllinois a « ut] .
) Ezﬁgcare Route 120, Round|San pham Albumin Human, USP, 20%| = |CT 3084-13|& |8 lFJg(I)tded » Sltjartjs
: Lake, IL 60073,|Solution, Flexbumin 20% S WHO 3 3 . orig
Corporation USA ) N N Administratrion
— —
25212, W. lllinois a ® © .
.| |Route 120, Round|san phim Albumin Human, USP, 25%| = |CT3083-13|& |8 g:;ged g e
) Lake, IL 60073,|Solution, Flexbumin 25% A WHO S S . g
Corporation | o« 3 > S |Administratrion
o o
Palpa 2862, (Zip National
Code * Thudc chia chat kim té bao: Thude| S ) S, |Administration of
A Laboratorios ~ [C1426DPB),  of|dong kho; dung dich thude tiém (khong| © 0657213 & &  |Drugs, Food and
IMA, S.AALC |the  City  of|tiét tring cudi); dung mdi pha loing 8 p = [Medical Decives,
Buenos  Aires,|hodc hoan nguyén. = 3 S |Argentina
Argentine (ANMAT)
B-dul Theodor|* Thudc khéng vé tring: vién nang
Pallady  nr.44C,|ctng; dang bao ché rin khac (vién nén|a ) ©  |National Agency
. S.C. Slavialsector 3, cod|bao phim; thudc cdm, thudc bot (dang % 038/2013/R | & &  |For Medicine and
Pharm S.R.L  |032266, phan liéu); dang bao ché ban ran (kem,| 5 0 S S  |Medical Devices
Bucuresti, md, gel; bao gdom ca thudc chia|™ S p Romania
Romania hormon corticosteroid); vién nén.




Haupt — Pharmal, ., khong vo trung: Vién nang
Munster ~ GmbH| L % 7 S Y S S
Haupt Pharma cing, thudc udng dang long; vien nen;| s DE_ NW 0 |5 o 2
Schleebruggenka | ., = Ao L A LA I I Co quan tham
6 Munster GmbH vién nén bao (bao gom cac chat doc to| @ 5 GMP_20 | & S A,
mp 15, 48159, .. .z . .. s, =) - - quyén DBuc
t¢ bao doi khang hormon va uc ché|g 12_0035 > F
Munster, sinh téng hop hormon) - o
Germany £hop
Nazzare 3446/54 National
(Zip Code = ™ s, Administration of
. Laboratorio  [C1417DXH)  of{Dung dich thubc tiém, thudc bot dong| © 06580.13 & &  |Drugs, Food and
Kemex S.AA  [the Autonomous|khé chira chat kim té bao 3 pa S |Medical Decives,
City of Buenos 5 N S |Argentina
Aires, Argentine (ANMAT)
* Thudc vo tring:
+ Thubc san xuédt vo tring: dung dich
thé tich 16n (chat doc té bao/chat kim té
Z : ‘ r N Lo
Oncotec Am Pharmapark,, . . " thuée dong kho (chét doc té S |pE_ST 01 |2 = )
Pharma 06861 Dessau-|, . L e tA Texoy. . 2 ~ N N Co quan tham
8 . bao/chat kim té bao); dung dich thé|O GMP_201 [ 5 3 Ao,
Produktion Roblau, Saxony-\z " vo chdt doc té bao/chét kim 6|2 |2 o020 |S  |Q  |duwenDie
GmbH Anhalt, Germany ba0) ' L - > S
+ Thudc tiét trung cudi: dung dich thé
tich 1on (chat doc té bao/chat kim té
Glaxo Zone Industrielle o o = Zre::: Natlo?cz;\:
no.2, 23  rue|* Thubc khong vé tring: dang bao ché|=  |HPFIFR/4 | R S gency
9 Wellcome .. . ] J : o S F Medicines and
. Lavoisier, 27000|ran khac; thuoc phun mu. 5 0/2013 o o
Production P 5 Health  Products
Evreux, France L 3 3
’ Safety (ANSM)
United Kingdom's
q ~ -
Penn Tredegar, Gwent,|San pham Colomycin (Powder for % CPP: § Esgllfr:::]aerse and
10 Pharmaceutical [NP22 3AA,|Solution for Injection, Infusion or|Q PP1011897 | & Products
Services United Kingdom |Inhalation) = 4 S
N Regulatory

Agency MHRA




Avinguda de

* Thube vo trung;

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

+ Thudc tiét trung cudi: thudc tiém thé

. \ X i 2 e o1s £ ] 3 Ministry of
. tich nho; thudc tiém thé tich 16n; thube| = = =
Laboratorios | oareelona, 69, tich nho; thuoe © o Tuoe) = NCF/1331/ | & &  |Health of
11 . 08970 Sant Joan|nhd tai. &) 5 B
Lesvi, SL . * 2 A A s 5 001/CAT <o = Government  of
Despi Thuoc khong voO trung: vién nang| g P = Catalonia - Spain
(Barcelona), Spain|cimg; vién nén; vién bao; vién bao N « P
phim; thuéc bot udng; thudc cdm;
thudc bot ding ngoai; thudc udng dang
long (dung dich udng; siro; hén dich
6111, Aven_ue % a0 < Health  Products
: Royalmount, Suite £ . NP . o o P
Pharmascience Thuoc khdng vo trung: vién nang cung;| N N and Food Branch
12 100, Montreal,| ., , IS < 100241-A | F N
INC vién nén; thuoc bot. g o @ Inspectorate,
QC, Canada, H4P = NI N Canada
2T4 O °
* Thudc vo trang:
+ Thudc san xuit vo tring: dang bén
ran (khang sinh c6 d6 nhay cam cao); - © Belgian Federal
.. . AL 5 z H | O — —
Alcon _|Rijksweg 14, dl;lng dlCho the tich nho (khang sinh cd| = BE/2013/00|S S Ager_lc_y for
13 Couvreur NV Puurs, B-2870,|d6 nhay cam cao). o 6 5 P Medicines  and
Belgium + Thudc tiét trang cudi: dung dich thé| D = S |Heallth Products
tich nhé. - < |(AFMPS)
* Thube khong vo tring: dang ban rin
(khang sinh c6 d9 nhay cam cao).
i N S French Health
o — —
Laborato_lres R_ue des Quatre £ . . i , = HPF/FR/19/| & Q Products  Safety
14 Expanscience |Filles, 28230|Thuoc khong vo trung: vién nang cing | @ N 5
Epernon Epernon -France = 2012 S S Agency
P m S |3 |(AFSSAPS)
*Thudc vo tring;
£ N Ay oA g N . ™
INovo Alle 2880 + ;Th’uoc Sa}n xuat vO trung: dung dich % = 10 Danish
15 Novo Nordisk Bagsvard thé tich nho. 5 DK HI S N Medicines
A/S g * Thuéc sinh hoc: thubc cong nghé|S  |00028113 |8  |S
Denmark . 0 ) e Agency
sinh hoc. ~ N

* Thude khac: nguyén liéu sinh hoc




Kela

* Thuoc vo trung:

Laboratoria NV + Thubc san xuét vo tring: Thubc dang| o ) o  |Belgian  Federal
St.Lenaartseweg | . . g S S Agency for
16 (Kela NV '|48, Hoogstraten ran va cdy ghep. (29 BE/2012/08| & S Medicines  and
Kempisch ! SN, Thude khong vo tring: thuée udng 5 0 S =
. B-2320, Belgium \ ) TN I o e} Heallth Products
Laboratorium dang long; dang bao ché ban ran; vién — ~N
, (AFMPS)
NV) nén.
Via  Nettunense|, .. oo o a =
7 |Catalent ltalylKm20, 100 - mégluiCTﬂ%r;gsim ﬁ;uchgéh\élleﬁégazg = I T/81- & & [|ltalian Medicines
S.P.A 04011 Aprilian uéﬁ & tir dbng VAL ' P 35 1/H/2013 | S & |Agency (AIFA)
(LT) ltalia guon & e Ve L < <
*Thudc vo tring:
+ Thudc san xuat vo trung: Dung dich
thé tich nho (hormon va chat c6 hoat
Laboratorio tinh hormon, khéng bao gdm hormon
Italiano o sinh duc). a ] 9
Biochimio Via Licinio, 11 - "y ée tiét tring cudi: Dung dich thé| = IT/178- Q & [ltalian Medicines
18 . 22036 Erba (Co)|, \ o P S
Farmaceutico ltalia tich nho. S 1/H/2013 | S o Agency (AIFA)
Lisapharma * Thudc khéng vé tring: Thudc udng| 3 S
S.p.a dang long (corticosteroid); thudc dung
ngoadi dang long (corticosteroid va
hormon sinh duc); dang bao ché bén
ran (corticosteroid)
Nucleo Industriale . o
[a — —
Facta IS Att,o (loc. Siqn phdm Imipenem Cilastatina Kabi| = IT/249- < & |ltalian Medicines
19 |Farmaceutici |Nicolo Al500mg/500m @ lumzorz |8 |8 |Agency (AIFA)
S.pa Tordino) - 64020, g g 2 S = gency
— N

Teramo (TE) Italy




Cipla Ltd., Unit *Thude vé tring;
IX + Thudc san xuat vo tring: Thudc dong
- | ) : , ™ ©
. | PlotNo. L-139, Sy 5 dung dich thé tich nho; thube|  |[DE_BBO1|Z |2 .
Cipla Ltd., Unit|103 and M-62|., ' = i N N Co quan tham
20 IX Verna  Industrial dong san trong bom tiém. Q _GMP_201 | S uvin Dirc
Eeate. 40372o| Thude tiét tring cudiz dung dich thé 2 30030 |2 g |
' tich nho; thudc dong sdn trong bom i <
Verna, Salcette, tism
Goa, India '
- * AL vd triino-
.198 20.2 New Thuf)c Vf) tmn%‘ A s Lz UK GMP Medicines  and
industrial ~ Area|+Thuoc san xuat vO trung: thudc cay|a 25315 Ins N ut] Healthcare
A No.2, Mandideep,|ghép va dang rin = P Q Q
21 Lupin Limited L . P N A o GMP S > Products
District ~ Raisen,|*Thuoc khong v6 trung: vién nang|- — o
, A o . | 25315/3904 | 5 S Regulatory
Madhya Pradesh,|ctrng; vién nén; Siro khé pha thuodc 2-0005 N - Agency - UK
IN 462 046 - India|udng. gency
* Thudc vo trung:
+ Thudc san xuét vo tring: thuc dong
khd; thuc bot pha tiém/tiém truyén
Survey  Number|(Amoxicillin ~ Sodium;  Ampicillin
314, Bachupally|Sodium;  Ampicillin&  Sulbactam;
(Village), Flucloxacillin;
. Quthubullapur Piperacillin/Tazobactam). a ™ Q I
- llj\rlmjz;fr?l;ndL?mited (mandal),  R.R.[* Thudc khdng vé tring: vién nén (Co- (29 3169/12.01.| & & E;Izg:cs:?nes
Unit X1 District, amoxiclav; Flucloxacillin;| 5 01/2013 | S Agency (FIMEA)
Hyderabad, Phenoxymethyl penicillin;| & N Q gency
Andhra Pradesh,|Pivmecillinam); vién nang cung
Pin code 500 090((Amoxicillin; Cloxacillin;

India

Flucloxacillin, Dicloxacilin); thudc ran
khéc: thudc bot pha hdn dich udng
(Amoxicillin; Co-amoxiclav;
Flucloxacillin).




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

Dot 19
( Theo cong van s0 4034/QLD-CL ngay 19/03/2014 cia Cuc Quan ly Dugc)
o = = NHOM THUOC
A MA @z S |Z ()
NHA MAY . , . > U < Z |[CO QUAN
STT | .4 ; PIA CHI PHAM VI CHUNG NHAN GIAY CN | >~ —~ <] ; ;
CONG BO - - : o S 5 |5 =|cAp NHOM |NHOM
< = z z 1 2
\L/':rl:,-,dltrue IEQLSr:z o <  |French National
) * A A A N . A A o — —
P [movereohanerean, | O knicsvien| 5 |PPEFREONS (SRR
C s C ’ 1 < —
Chouzy 41150 CHOuUzY nén. > 2013 % S Health  Products
SUR CISSE, N = Safety (ANSM)
FRANCE Y .
Torrent
Pharmaceuticals
Ltd - Baddi Plant - ©
Torrent Village: Bhud & A . < DE BY 05|28 = ]
5 PharmaceLtical Makr?nu Maira * Thudc khdng voO tring: vién nang (% GMP 201 § § Co quan tham
s Ltd Tehsil: Baddi -|CUm& viennen. > 30014 |2 |g |awenbue
173205,  Dist.: ~ -
Solan (Himachal
Pradesh), India X
Torrent
Pharmaceuticals
- ™ ©
Torrent Ltd. - Indrad Plant . ) o 3 % DE BY 05|35 = .
. Near Indrad(* Thuoc khdéng vO trung: vién nang N N Co quan tham
3 Pharmaceutical |, ,. , e, o _GMP_201 | & S A,
Village, Taluka|cing, vién nén. S o o quyén buc
sLu Kadi District L 30010 3 N
Mehsana Gujarat
382721, India X




9-19, Shimoshinjo

Santen
Pharmaceutical 3-chome, Ministr of
Higashiyodogawa- = ™ 0 y
Co., Ltd , 2 . = P P Health,  Labour
ku, Osaka, Japan [San pham: Sanlein 0.1, Ophthalmic|® N N
(Santen . . . o 1971 > > and Welfare
. (2-14. Shikinami,|Preparations I o =)
Pharmaceutical .. o = = government  of
Hodatsushimizu- S ~N o~
Co., Ltd. Noto cho, Hakui-gun i Japan
Plant) Ishikawa, Japan)
Thana, Baddi. UK GMP . . Unltgd' Kingdom's
Alkem Nalgarrh, District ’ a 19564. Insp| &3 9 Medicines  and
. . * Thubc khéng vo tring: vién nang|= GMP Q & |Healthcare
Laboratories Solan, Himachal| , Lz \ i, Q > B
o cung; thudc uong dang long; vién nén. |5 19564/ o o products
Limited Pradesh, In 0 ~ S
173205. India 1094393- |o N Regulatory
’ 0004 Agency
Fresenius Kabi
’ N Lo
Fresenius Kabi g‘;‘]ﬁﬁh'a”d * Thubc vo tring: S |pEHEO1|Z S oo quan i
Deutschland . + Thudc tiét trung cudi: dung dich thé| @ _GMP_201 |F & ,qua
GmbH Freseniusstrabe L\ +'16n: dung dich thé tich nho 2 20020 |8 S  |quyén Bl
61169 Friedberg, ’ ' ' L - 8 S

Hesse, Germany




Lilly Technology

* Thube vé trung:

+ Thudc san xuét vo tring: thubc dong
kho; dung dich thé tich nho.

* Thubc sinh hoc: Thubc céng nghé
sinh hoc.

Cu thé: thudc bot pha dung dich hoic
hon dich ALIMTA; dung dich pha tiém

. N L] French National
o Center BYETTA; thuéc bot pha dung dich|S = =
7 |BW Lilly and))eoee and 46221 [hoge hdn dich HUMALOG: Humaject|®  [OMCPTRIS & |Drug and Health
Company i . ) o x [ 2012 — o Products  Safety
Indianapolis, dung dich pha tiém hon dich pha tiém| g P 5 Agency (ANSM)
Indiana, USA HUMALOG; bdt dung dich pha tiém o i gency
HUMALOG; thuéc tiém insulin
HUMULIN REGULAR; thubc tai to
hop HUMULIN NPH; thudc téi to hop
HUMULIN 70/30; hon dich pha tiém
LIPROLOG BASAL; dung dich pha
tiém hon dich pha tiém LIPROLOG.
* Ac vd triino:
Zone Industrielle, Thuec Vo trunfg' Ao I French National
2 rue du Colonel + Thuoc san xuat vO trung: Thuoc dong| a « Q Agenc for
. . khd (chira chdt doc té bao, hormon):|=  |HPF/FR/74/| & S gency
8 Lilly France Lily, 67640 . ol Y o P S Medicines  and
i dung dich thé tich nho (chtra hormon). |5 2013 o o
Fegersheim, T A R F o Health Products
+ Thuoc sinh hoc: thuéc cbng nghé o —
France . Safety (ANSM)
sinh hoc.
Takeda (Werk|* Thudc vé trung:
Singen) + Thudc san xuét vo tring: thudc dong| o N =)
Robert-Bosch-  |kho = DE_BW_ 0 1 2 & |Co quan thim
9 Takeda GmbH I A U 2o |9 1 GMP_ 20 |§ J Ao,
Str.8 * Thuoc khong vo trung: Thuoc dung| 5 12 0133 o o quyén Buc
78224 Singen,{ngoai dang 1ong; thubc ubng dang long;| - S S
Germany dang bao ché bén ran; thudc dan; thube
trung dat am dao.
Janssen  Cilag 2 S 06-0077- 3 = United States
10 |manufacturing Gurabo, PR|San phdm: Concerta (Methylphenidate (% 2013.03 & & Food and Drug
1 -Uo- N~ N~
LLC 00778, USA HCL) Extended Release Tablets (3 VN g g Administration
—i —i




9-19, Shimoshinjo

Santen
Pharmaceutical 3-chome, Ministr of
Higashiyodogawa- = ™ 0 y
Co., Ltd , x = P P Health, Labour
ku, Osaka, Japan [San pham: Alegysal, Ophthalmic|® N N
11 (Santen . . . o 2720 S S and Welfare
. (2-14. Shikinami,|Preparations I — —
Pharmaceutical .. o B B government  of
Hodatsushimizu- K N N
Co., Ltd Noto . Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
Pharmaceutical |°-C1OMe Ministr of
Higashiyodogawa- = ™ 0 y
Co., Ltd q 2 = S S Health,  Labour
ku, Osaka, Japan [San pham: Sancoba, Ophthalmic|® N N
12 (Santen s . . & 1972 o> o> and Welfare
. (2-14. Shikinami,|preparations. & o o
Pharmaceutical .. o ~ = government  of
Hodatsushimizu- S o~ ~N
Co., Ltd Noto . Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
9-19, Shimoshinjo
izr;i:aceutical 3-chome, Ministr of
Higashiyodogawa- = ™ 2! y
Co., Ltd , x . = S S Health,  Labour
ku, Osaka, Japan [San pham: Daigaku Eye Drops,|O® N N
13 (Santen . i i . - 2721 S S and Welfare
. (2-14. Shikinami,|Ophthamic Preparations I - -
Pharmaceutical - o B B government  of
Hodatsushimizu- S N ~N
Co., Ltd Noto . Japan
Plant) cho, Hakui-gun,
Ishikawa, Japan)
2 rue du Pressoir| . HuCe VO trung < = = Zfe::: Natlo:‘]g:
v Mok sante et Jeagp| " Thude sin xudt v0 tring: thude dong| = |HPF/FR/16 |& | & Mge dici{]es i
Sem;) France kho. > 412013 5 5 Health  Products
y: * Thudc khong vo tring: vién nén. L = S

Safety (ANSM)




French National

29 Avenue|* Thubc khéng vo trung: thudc dung|a ™ e
Charles de Gaulle,|ngoai dang long; dang bao ché rén khac| = HPF/FR/48/| & S |Adency for
15 Famar Lyon . . , e . | 9 P F Medicines  and
69230 Saint Genis (chua, cephalosporine); dang bao ché a 2013 S S Health  Products
Laval, France ban ran; vién nén (cephalosporins). o o~ Safety (ANSM)
Via San Leonardo N .
CHIESI 96 - Via Palermo S : -
16 |FARMACEUTI|26/A- Via Ortles 6|San phim: Brexin % 90:;/2013/ L Xa';z 'ng'p‘f'”es
CIS.P.A - 43100 Parma 2 = gency
(PR), Italia i
San pham: Curosurf
( Co s& san xuat ban thanh pham:
Via San Leonardo |CHIESI FARMACEUTICI S.P.A - Via N -
CHIESI 96 - Via Palermo |San Leonardo 96 - Via Palermo 26/A- P . -
17 |FARMACEUTI|26/A- Via Ortles 6|Via Ortles 6 - 43100 Parma (PR), c% CPP2013/1| & Italian Medicines
CIS.P.A - 43100 Parma | Italia. o |9 = Agency AIFA
(PR), Italia Co s¢ dong goi: Fidia Farmaceutici -~
S.P.A - Via Ponte Della Fabbrica 3/A,
35031 Abano Terme (PD), Italia)
* Thube khong vo tring: vién nén (bao
gdm ca thudc hudng than, hormon va
Baronessa de|® : . . A2 L
. Malda 73. 08950 chat co hoat tlph h‘ormon)i.thuoc uong| o g g Ministry of
18 Laborato_rlo Esplug’ues’ de dang long; thudc dung‘ngoal dang long; (29 NCF/1336/ S S Health of
Aldo-Union SA Llobregat thl{(A)C phun mu (bao gom ca hormon va| 5 001/CAT | o o Government  of
__|chat c6 hoat tinh hormon); dang bao|“ Q S |Catalonia - Spain
(Barcelona), Spain| . ; ., . A X N
che ban ran (bao gom ca hormon va
chat c6 hoat tinh hormon).
Av_da. Cami Relal_, N o “ Spanish  Agency
g [|)- Uriach and |§1|57’ 021?.4 i|San pham: vien nén Rupafin 10 z 013/3407 & & |of Drugs ang
1 Cia., S.A P?egzm;ns olita 1{San pham: vién nén Rupafin 10mg g g g Health Products
L S S [(AEMPS)

(Barcelona), Spain




San pham: Aciclovir Generis, thudc bot
pha dung dich hoic hon dich.

c/ Jarama. s/ -|(CO SO san xuat ban thanh pham: Reig Portuguese
_ Poligono ’ Jofre, S.A _(Fab Toledo) - C/ Jarama,| o « Natlongl
Reig Jofre, S.A . s/n - Poligono Industrial, E-45007 = 1871/CM/2 | & Authority of

20 Industrial, E- - o > -

(Fab Toledo) 45007 Toledo Toledo, Spam._ _ S5 013 = Medicines  and

Spain '|Co s& dong goi: Reig Jofre, S.A (Fab.|Y =] Health Products,

Sant Joan Despi - Gran Capita, 10, E - IP (INFARMED)
08970 Sant Joan Despi - Barcelona,
Spain)
San phdm: Huminsulin Normal 100,
dung dich pha tiém.
(Co s san xuét: Eli Lilly and Company

Eli Lilly and|Drop Code 2200,|Lilly Corporate Center - Drop Code|a ]

21 Company Lilly USA-4628§ 22Q0, USA-46285 Indianapolis, % LGBNO1L % Co . qua,n tham
Corporate Indianapolis, Indiana, USA. 5 o quyén Buc
Center Indiana. USA Co so dong goi xuat xuong: Lilly|Y 3

Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3, 35396
Giessen, Germany).
San pham: Huminsulin Basal (NPH)
100, hdn dich pha tiém.
(Co s6 san xuat: Eli Lilly and Company
Eli Lilly and|{Drop Code 2200,|Lilly Corporate Center - Drop Code|a «

29 Company Lilly USA-4628_5 22Q0, USA-46285 Indianapolis, (% L GBNOL0 § Co . qua’n tham
Corporate Indianapolis, Indiana, USA. S o quyén Buc
Center Indiana, USA Co so dong g6i xuat xuong: Lilly|Y 3

Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3, 35396
Giessen, Germany).




San pham: Huminsulin Profile 111 100,
hon dich pha tiém.
(Co s san xuét: Eli Lilly and Company

Eli Lilly and|{Drop Code 2200,|Lilly Corporate Center - Drop Code|a «
: ] ) i |5 = .
23 Company Lilly USA 4628_5 220_0, USA-46285 Indianapolis, o L GBNO009 g Co . qua’n tham
Corporate Indianapolis, Indiana, USA. S5 o quyén DPuc
Center Indiana, USA Co so dong goi xuit xuong: Lilly|Y 3
Pharma Fertigung und Distribution
GmbH & Co. KG - Teichweg 3, 35396
Giessen, Germany).
31-1, Nihonbashi-
AY hamacho 2-
Pharmaceutical chome. Chuo-ku o - Ministry of
s Co., Ltd Tok o’Ja an ’ (% S Health,  Labour
24 (Ay Yo, Japan San pham: Morihepamin, thudc tiém. | * 1968 % and Welfare
. (6-8, Hachiman, @ o
Pharmaceutical .. ) o = government  of
Kawajima-machi, 3 N
s Co., ld.|f,,. . Japan
Saitama Plant) Hiki-gun,
Saitama, Japan)
31-1, Nihonbashi-
Y hamacho 2-
Pharmaceutical chome. Chuo-ku o - Ministry of
s Co., Ltd Tok o’Ja an ’ (% S Health,  Labour
25 (Ay yo, Japan San pham: Neoamiyu, thudc tiém. & 1970 % and Welfare
. (6-8, Hachiman, @ o
Pharmaceutical .. . o = government  of
Kawajima-machi, 3 o~
s Co., ld|,,. . Japan
Hiki-gun,

Saitama Plant)

Saitama, Japan)




* Thubc v trung;

+ Thubc san xudt vo tring: dung dich
thé tich 16n; dung dich thé tich nhé.

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

United Kingdom's

Harmire  Road,, ", <0 khong vo trung: thube ding| o UK MIA 4 s, ©  |Medicines  and
Glaxo Barnard  Castle, ngoai dang 16ng; thudc udng dang long;| = Insp Q Q Healthcare
26 |Operations UK|Durham,  DL12|"J°% dang ong; thuocuong dang‘ongy\ &5 Novpmp (S [S
. . |dang bao ché¢ ran khac; dang bao che| 5 o o products
Limited 8DT, United|, > =, ., Lz 0 4/3848- NI NI
Kinadom ban ran; vién nén; thudc com. 0025 — — Regulatory
g * Thubc sinh hoc: thuéc mién dich; Agency
thudc cong nghé sinh hoc; thubc co
ngudn gbc tir ngudi hoic dong vat;
thudc chua steroid, chéng khuan,
chéng nam.
* Thudc khong vo trung: vién nang
cimg; thudc dung ngoai dang long;
A A 5 . A A _ o~ To) -
Merck Hosslgasse 20, tl}uoc }JongiAdanfg long; d?ng bio cl}e % INS 3 a Aust_rlc’_sln
) ran khac (vién nén bao duong, vién nén 480021- ~ ~ Medicines  and
27  |KgaA&Co. 9800 Spittal an N s g |9 D = : .
Werk Spittal  |der Drau, Austria bao phim); dang bao ché ban ran; vién| 2 0017-001 |o o Medical Devices
’ nén. L (8/10) S & |Agency (AGES)
* Thubc tir duge lidu: vién nén; vién
nén bao phim; vién nén bao duong;
30, Podstoczykol, £ A A g N o
Natur produkt|Str., 07-300 cﬁgl{ut(;;ékchsgg \gntrulgi' .V:}?Sé:i%% = GIF-IW-N- § § Main
28 Pharma Ostrow .. & o, g dang long, i OI 4022/231/1 | s = Pharmaceutical
Sp.Z.0.0 Mazowiecka Sl bot,; vien nen. = 2 3 S Inspector, Poland
p-£.0. Poland ’ * Thuoc duoc lidu L 3 3 ’
* Thubc v trung;
+ Thubc san xudt vo tring: dung dich
Bayer Pharma AG [thé tich 16n; thubc dong khd (bao gom o ©
Kaiser-Wilhelm- [ca chira hormon); dung dich thé tich % DE NW 0 |3 b 2
29 i"ger Pharmal \llee,  51368|nho. o |acMP 20|S S le éanu)?'xr:; tham
Leverkusen, + Thudc tiét trang cudi: dung dich thé| D) 13 0038 |Z g |
Germany tich 16n; dung dich thé tich nhé. - -

* Thudc khdng v tring: dang bao ché
ran khac; vién nén.




Pol. Ind. Les
Salines. Carrer

Castello, 1, 08830|* Thudc khong vo triing: vién nén; vién| = 3 = Ministry of
30 Synthon Sant ’Bo'i defbao (bao 6rgn ca cl?éit a n,hién % NCF/1337 | & S Health of
Hispania, SL ) \et som 93y nghuen,| 5 001/CAT | o |Government  of
Llobregat hudng than); vién nang cing; pellet. 0 S — . .
(Barcelona): N o Catalonia - Spain
Spain
5555 Valley|,, A A
Thuoc vo trung: .
. Boulevard, Los L PPN . la < 9 Spanish  Agency
Grifols Angeles, 90032|" 1huOC san xuat vo trung: dung dich\ 5 \poiez1 1S |8 |of Drugs  ang
31 Biological Inc e . thé tich 16n; thudc dong kho; dung dich| @ S >
(GBI) (California), thé tich nho S5 3 = o Health  Products
Estados  Unidos, P Lo a w = S [(AEMPS)
* Thuoc sinh hoc: ché pham tir mau.
USA
United Kingdom's
Dhaka Unit, a Uk GMP ] 9 Medicines  and
Square . z R A e a s 29943 Insp| S o
. Kaliakoir, * Thuoc khong vO trung: vién nang N N Healthcare
32 Pharmaceutical . , o, O GMP o S
Gazipur, 1750, |cting; vién nén. - o o products
s Ltd o 29943/3094 | § p=
Bangladesh 03-0004 N — Regulatory
Agency
767-7, Aza ..
Senju Kazukanounonish % S Eﬂég;frt]ry LaboSI
g3 |Pharmaceutical i, Saiji,|San  phdm: Bronuck Ophthalmic| O 3796 & and | Welfare
Co., Ltd.|Fukusakicho, Solution g S overnment  of
Fukusaki Plant |Kanzaki-gun, < S g

Hyogo-ken, Japan

Japan




* Thubc v trung;
+ Thuoc san xuat vé trung: dung dich

Reckitt Nottingham  site, |thé tich 16n; dung dich thé tich nho. UK MIA United Kingdom's
Benckiser Thane Road,|+ Thudc tiét tring cudi: dung dich thé| 12862 Insp| S L |medicines  and
Nottingham, tich nho. = PIQ &  |Healthcare
34 Healthcare ) . 2 R A s o o GMP 3 PN
. Nottinghamshire, |* Thuoc khong vO trung: vién nang| - o - Products
International , \ ‘e AR 12862/1190| & S
Limited NG90 2DB,|cting; dang bao ché ran khac; vién nén. 98-0008 — — Regulatory
United Kingdom |* Thuéc sinh hoc: thudc mién dich; Agency MHRA
thude cong ngh¢ sinh hoc.
* Thude tir duoc lidu.
Besins Groot o N 1 |Federal Agency
35 Manufacturin Bijgaardenstraat |* Thudc khong v tring: dang bao ché % BE/2012/06 8 8 for Medicines and
Belaium SAg 128, Drogenbos,|ban ran. 5 6 = & [Health Product of
g ' B-1620, Belgium L ® & |Belgium
Domaine %+ Thude khong vé tring: vién nang| % = S |French - Health
36 Janssen Cila Maigremont, ctmg; thude d%n n oaig.dan léng (% HPFIFRIL9 | S S Products  Safety
Yoo val e dang,béolj:hé' ban rgén' E\]/ién nén ¢ y > 3/2011 5 5 Agency
Reuil, France ang ’ ' L = 3 |(AFSSAPS)
Parque
Tecnologico  de|, L a ™ Q Spanish  Agency
Asturias, Parcelas Thuo;c votrung: - = ES/155HV/ | & &  |of Drugs ang
37 Tecsolpar, S.A + Thuoc tiét trung cuodi: dung dich thé| @ S =
19, 20 y 23, tich 16n: dune dich thé tich nhé S 13 < S Health  Products
Llanera 33428 > g c ' L ] Y |[(AEMPS)
(Asturias), Spain
Bayer Weimar
, ™ (o]
Bayer Weimar GmbH und., Thudc khéng vo tring: vién nén| < DE_ TH 01 |3 S A
Co.KG . = I I Co quan tham
38 GmbH und . (chta hormon va chat cO hoat tinh|Q H GMP_20|F - A,
Dobereinerstrabe o o quyén Buc
Co.KG hormon). 2 13-0031  |S >
20, 99427 ~ N

Weimar, Germany




Ministry of

4-6-10 s 3 = |Health, Labour
- Koishikawa, ' O & & !
39 Eisai Co., Ltd San pham: Myonal tablets 50mg -~ 3322 PN N and Welfare
Bunkyo-Ku, 3 o o t f
Tokyo, Japan g 3 g |dovernment 0
Japan
* Thudc khong v tring (chira chat co o .~  |French National
L aboratories 93 route  de|hoat tinh hormon): thudc dung ngoai % HPE/ER/L0 § § Agency for
40 Chemineau Monnaie, 37 210|dang long; thuoc uong dang long; dang| Q@ 8/2013 5 S Medicines  and
Vouvray, France |bao ché rén khac; thudc phun mu; dang| 3 S S |Health Products
bao ché ban rén. i ™ |safety (ANSM)
64/66  Westside - ©
. Business  Park, A . A s AL e % S P : .
EirGen Pharma . * Thuoce khong vo trung chira chat doc 2013/6857/ & N Irish  Medicines
4 Limited Old  Kilmeaden té bao: vién nang cing; vién nén 9 M1043 S e Board
Road, Waterford, ' g cung; ' = = S
Ireland N -
Lek Agency for
farmacevtska |, . ar | Thudce khong vo tring: dang bao ché| a o) ©  |Medicinal
4o [|druzbadd (Lekly oo a0 rin khac (chtta khang sinh beta (% 450- & &  |Products and
Pharmaceutical Slove r:ia’l '|lactam); vién nén (chtra khang sinh|[ 3 25/2013-2 Q g Medical Devices
s d.d), beta lactam). L 3 &  |of the Republic of
Production Site Slovenia
: Barnstaple, * Thudc khéng vo tring: vién nang % P S S
Actavis UK , o n GMP/GDP/ | & N Healthcare
43 .. NorthDevon, cing; vién dan; vién nén. o - PN
Limited £, A - IMP o o products
EX32 8NS, [* Thuoc tir duoc liéu. 0 > S
United Kingdom 142/6742- |3 S Regulatory
0029 Agency MHRA




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

A.Menarini . . ., \ a ® ©
Manufacturing Via Sette Santi, 3 the tich nho. . R P IT/226- N &  |italian Medicines
44 - 50131 Firenze[+ Thuoc tiét trung cuoi: dung dich thé| @ S =
. , ) — o
Logistics and (FI), Italia tich nho S 3/H/2013 | = o Agency AIFA
Services S.R.L ’ L R = 3 2
* Thuoc sinh hoc: thuoc cd nguon goc
tir dong vat (dang bao ché ban rin).
* Thubc khong vo trung:
+ Thudc san xuat vo trung: dung dich
thé tich 16n; thubc dong khd; dung dich
thé tich nh.
BAG Health Care|* Thudc sinh hoc: thudc mién dich; san - ©
BAG  health|C™PH pham liéu phap t€ bdo; thude cong S DE_HE 01 |5 S oo quan  thim
45 Care GmbH Amtsgerichtsstrab [nghé sinh hoc; thuéc c6 ngudn goc tir| @ _GMP_201 |5 3 3 Dire
e 1-5, 35423 Lich,|dong vat. 2 30113 |3 g |
Germany * Thudc tir duoc liéu; thude vi luong o -
ddng can; nguyén liéu sinh hoc; nguyén
liéu c6 ngudn goc tir dong vat hodc Vi
khuan; nguyén liéu san xuat thudc cong
ngh¢ gen.
Biomedica, spol s
r.o. Praha, divize a ™ )
Biomedica Horatev, Horatev|* Thudc khong vo tring: thuéc udng|= sukls23270 | & & Czech State
46 Y A O P~ P~ Institute for Drug
spol. Sr.0 104, 289  12|dang long; vién nén; thuoc bot. - 0/2012 o —
Nymburk, Czech L S S Control (SUSKL
Republic
Takeda GmbH
Betriebsstatte - ©
Oranienburg . A . A e % DE BB 01 |3 S A
47 Takeda GmbH |Lehnitzstrabe 70- C&gh.ug:n kgzgih\é{iégil%c_wfél 2229 O _GMP_201 > > Co énqll—;?’rnc tham
98, 16515(°""e 44N8 v 2 30022 |S S e
N o

Oranienburg,

Germany




Terrero 1251, = ) S ar entina
Laboratorios  |Buenos  Aires,|San phdm: dung dich pha tiém Acido| ® Q Q g .
48 . . : : h 06353-13 |5 S National Institute
Richet SA Republic Zoledronico Richet S < < £
Argentina = & s |° Drug (INAME)
Gral. Gregorio
Araoz _ de o - <« _
. Lamadrid = S S  |Argentina
Laboratorio . , 2 : A o O N N : .
49 Gemene 1383/85, Ciudad|San pham: dung dich pha ti€ém Simpla | ., 03499-13 | = = National Institute
P Autonoma de Q g g of Drug (INAME)
Buenos  Aires, o- i i
Argentina
GlaxoSmithKli o
ne biologicals|GlaxoSmithKiline * Thudc 0 trung:
g 1axo9 + Thudc tiét tring cudi: dung dich thé| o o =
NL der|Biologicals tich nhé = DE_SN 01 |5 S Co aquan thim
50  [SmithKline  |Zirkusstrabe 40, o . s . |0 | GMP201|2 S ,qua
* Thuoc sinh hoc: thudc mien dich| 5 o — quyén Duc
Beecham 01069  Dresden, (San xuét vaccein influenca bat hoat.) | % 20036 N S
Pharma GmbH|Saxony, Germany uatv 4 o N -
& Co.KG
Unit-VI, Village:
Bhatolikalan,
Adjoml.n_g * Thubc vé trung;
Jharmajri, E.P.1.P, I LA o . :
India + Thuoc san xuat vO trung: bot pha <« © National
N_ectar_ Post office: tiém chira cephalosporil} _ % FI34/01/20 § § Auth_ority of
51 Lifesciences Barotiwala * Thuoc khong vé trung: vién nang|© 14 = = Medicines  and
.. y , . - A , , NG D 9 Q
Limited Tehsil: Nalagarli, cung; Vién nén (chtra Cephalosporin);| g B S Health Products,

District:
Himachal,
Pradesh-173205,
India

Solan,

bot pha hon uéng (chira

cephalosporin).

dich

I.P, Porrtugal




* Thudc vo tring: dung dich thudc tiém
(san xuét vo tring va tiét trang cudi). Ministry of
Ta Fon 11, An-Tou Lane,|* Thudc khong vé tring: dung dich; % S 9 Health and
ong Yen-Ping Li,{thudc md, thubc kem; vién nén bao|O 8 &  |Welfare,
52 Pharmaceutical . R iz 2 Ao 0703 S ) .
Co.. Ltd Changhua  City,|phim; vién nen; thuoc com; thudc bot; S o o Republic of
B Taiwan, ROC vién nang; thuoc dan. o 3 3 China (FDA
* Duoc chat chia hormon san xuét Taiwan)
thudc vo tring.
Pharbil ~ Pharma
gmbH o 9 =
c3 Pharbil Reichenberger  |* Thubc khéng vo tring: vién nang % g%l\’\/ll\év_z% & & |Co quan thim
Phaarma GmbH |Strabe 43, 33605|ctng; vién nén dat tryc trang; vién nén. | 5 13 0002 § g quyén Purc
Bieletefeld, L - S 3
Germany X
manufacturing [Elizabeth Stret, = g |g  [Therpeuti
d . '|Vien nang mém (chia dwoc lidw®  |MI-2013-LH & S  |Goods
54 &  Packaging|Wetherill Park| . . £ . o ~ h S S . .
. vitamin, chat khoang va dinh dudng) |= 09453-1 — o Administration,
Services pty[NSW 2164, S PN > Australi
Ltd Australia o < < ustrafia X

(*: Theo quy dinh phan nhém thudc tai diéu 3 Thong tu sé 36/2013/TTLT-BYT-BTC ngay 11/11/2013 cia lién Bo Y té - Bo Tai chinh sua
d6i, bo sung mot s6 diéu ctia Thong tu lién tich s6 01/2012/TTLT-BYT-BTC ngay 19/01/2012 cua lién Bo Y té - Bo Tai chinh huéng din dau
thau mua thudc trong cc co sd y té )



