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Xcl)i CéorJagsseSn * Thudc khéng vo tring: vién nang 2 o < |jtalian
Janssen Cilag|, ,. g '|ctmg, dung dich thudc dung ngoai,| & IT/24- |3 S .
1 Michele) - . oz L o = Medicines
S.P.A . __|dung dich thuoc uong, thuoc xit, vién| 1/H/2012 | & N
04010 Latina| , 2 A Lk ) N > Agency AIFA
. nén, thuoc bot, thudc com. L
(LT), Italia
* Thuoc vO trung:
+ Thubc pha ché vo tring: thudc dong
1541  Avenue Eh(}’hdu;ng g{ihttr}alrlloc tler‘ril'thdeutrlfhgihz o ~ <  |French  Health
Sanofi Marcel Merieux,| & oo o TuNg cuot dung die % HPF/FR/ | S &  |Products Safety
2 thuoc tiém thé tich nho N =
Pasteur 69280 Marcy| Thude sinh hoc: sinh phim midn 3 31/2012 | o Agency
L'Etoile, France Y A P L “ = (AFSSAPS)

dich, sinh phém cbng nghé sinh hoc,
sinh phdm c6 ngudén gbc tir ngudi

hoic AAno vat




* 1huoc vo trung:
+ Thuoc pha ché vo trung: thuoc dong
kho, dung dich thudc tiém thé tich nho

Parc  industriel| Thude tict tring cudi: dung dich % N < |French  Health
Sanofi d'Incarville L ane M J oL ga o HPF/FR/ | S S Products Safety
thuoc tiém thé tich nhé N =
Pasteur 27100 Val de|, L i 2 x| - 29/2012 |s 9 Agency
reul. France Thuoc Slnh hoc: sinh pham mién a ™ > (AFSSAPS)
’ dich, sinh pham cdng nghé sinh hoc,
sinh pham c6 ngudn gdc tir ngudi
hodc ddno vat
29 Avenue|* T,huéc\ khong }/.o tring: qlung dlgh 0 . French  Health
Charles de[thuoc dung ngoai, dung dich thuoc|S — S
z g \ NI HPF/FR/ [ o Products Safety
Famar Lyon ([Gaulle, 69230{uong, thuoc ran chira Cephalosporins,| ™ 76/2011 | = S AGenc
Saint Genis|thudc ban rin, vién nén (bao gdm ca - . » ( A?FSSB,/APS)
Laval, France  |thudc chira Cephalosporins).
* Thuoc vo frung:
+ Thubc pha ché vo tring: thudc pha
Elverum  Plant|ché vo trung khac (thuéc nho mat). .
Solbervegen 5|+ Thubc tiét tring cudi: dung dich|S S o [Norwegian
Nycomed g | aoe Het J ot g a o 12/10405{ S Medicines
No -  2409|tiém truyen th¢ tich nho. = =
Pharma AS ) N A s . : 1 4 9 Agency
Elverum, * Thuoc khéng vo trung: dung dich a > = (NOMA)
Norway thuc dung ngoai (dau xoa bop, dung
dich NaCl dung tryc trang), dung dich
thnAe ndne (dromoe ndne) thnde han
UK MIA United
32496 Kingdom's
Aesica (Ngzg?nborouRﬁad * Thudc khdng vo tring: dung dich % Insp g' § medicines  and
Queenboroug 9N Nihube ubng, thudc rén khac, vién nén,| © GMP a S |Healthcare
. Kent Me 11 5El . : N N
h Limited . : '[thuoc gy mé dang hit ) 32496/30 | 5 S Products
United Kingdom L
433 - Regulatory
0021 Agency MHRA
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Reial, 51-57,
Poligon * Thudc khong vo trung: vién nang,| Ministry of
3 Uriach | Industrial Riera V|’én nén, vién bao, thuéc p@t, thuf)\c_ % NCF/111 g‘ § Health of
9 CIA SA de Calders,|com, dung dich thuoc glung ngoai| 2/001/C g g Government of
’ 08184 Palau -|(dung dich, nhii dich), thuoc m&, kem, a AT ) 3 Catalonia -
Solita I1gel. Spain
Plegamans
(Rarcelona)
*1huoc vo '[I'lll’lg!
+ Thudc pha ché vo tring: dung dich
21st Km|thuc tiém thé tich 1on, dung dich N
Demo Sa|National  Road thuéc tiém thé tich nho, thudc ran va|S A769/5-7- = = |Greek National
10 [Pharmaceutic |Athens - Lamia,|thudc cay ghép chira khang sinh nhom @ 2011 > > Organization for
al Industry  |Krioneri  Attiki, (beta lactam. , 2 S = |Medcines EOF
14568, Greece |+ Thuoc tiét trung cuoi: dung dich
thudc tiém thé tich 16n, dung dich
thnde tidm thé tich nhd
* Thuoc vo trung:
+ Thudc pha ché vé tring: dung dich
S ois K IO 1 (0 1 e S P .
1 Kedrion 195 - 80029 nhé’ ' o IT/160- & § Medicines
S.P.A SANT'ANTIMO S £ . : 4/H/2012 =
(NA), Italia + l;huo_ci tiét Erurllg 011,01: dung d%ch a B NS Agency AIFA
thuoc tiém thé tich 16n, dung dich
thubc tiém thé tich nho.
* Thuace sinh hac: ché nham tr man
i Via Nuova|* Thudc v trung: o = .
” E/Ilsg(:al Provinciale -+ Thudc tiét tring cudi: dung dich S |IT/1es- % S :\t/lae':jaizmes
SPA 23034 Grosotto thu(?c tiém tyé tich nho, dung dich 3 2/H/2012 E @ Agency AIFA
(SO), Italia thuoc tiém theé tich 16n L —




Vién nén (bao gém ca Penicillin va
Cephalosporin), thudc bot pha hén

Xepa - Soul Lot 1-5, Cheng|dich (bao gdm ca Penicillin ‘va % o < National
14 |Pattinson (M) Industrial Estate,|Cephalosporin), vién nang (bao gom @ 123/12 S I Pharmaceutical
Sdn Bhd 75250 Melaka,|ca Penicillin va Cephalosporin), dung| ¥ & P Control Bureau
Malaysia dich thubc ubng, dung dich thudc g © N INPCB, Malaysia
ding ngoai, thuéc md, thude kem,
thudc nho mat, thude nho tai.
Lot 2599, Jalan
Seruling 59,|Vién nén, vién nang, thudc bot, thude| a National
Duopharma |Kawasan 3,|tiém thé tich 16n, thudc tiém thé tich| = ~ S .
. . O S Q Pharmaceutical
15 |(M) Sdn.[taman Klang|nho, thuoc kem, thuoc ma, thuoc com,| ! 266/12 | S
. . . N %2, = Q Control Bureau
Bhd. Jaya, 41200|dung dich thuoc (uong va dung| QO S 3 NPCB. Malavsia
Klang, Selangor,|ngoai), thudc nhé mat. o ’ y
Malaysia
Lot 2&4, Jalan
Upha PIT, _Sect|on 1.3’ Vién nén, vién nang, thudc bot pha % ~ < National
. (Bangi Industrial|, ~ .. 2 . o |G i — .
Pharmaceutic hon dich uong, dung dich thudc uong S S Pharmaceutical
16 Estate, 43650/, » T ) B ! 072/12 |< g
al Mfg (M) Bandar Baru hon hop va hon dich, thudc kem,| ¥ N 9 Control Bureau
Sdn Bhd . thuéc md, lotion, thudc nho tai o N = |NPCB, Malaysia
Bangi, Selangor, o
Malaysia
Australian
Hospira 295l_7e>§|:; aFn)?afj = MI-2011- g § Therapeutic
17 |Australia Pty '|* Thude vo triung: thude tiém O LI-01427{ & S |Goods
Mulgrave  Vic : < g N
Ltd 3170. Australia a 3 S > Administration

(TGA)




Village

Ganguwala, % Australian
. (V] <t .
Ranbaxy . P‘?‘O“ta .Sah.lb’ * Thubc khdng vo tring: vién nang|© 2012/007 é‘ é‘ Therapeutic
19 |Laboratories |Sirmour District,| |, . ; = = Goods
. . cirng, vién nén. n 265 8 9 . . .
Limited Himachal o o =~  |Administration
Pradesh 173025, o (TGA)
India
*1huoc vo '[I'lll’lg!
. + Thudc dong khd (thudc c6 chat co
Aquitaine . . R . )
hoat tinh héc mdn), dung dich thuoc
Picrre  Fabre| ne/™ tiém thé tich nho(chat doc té bao/chét| S = ~  |French Health
: International 1,/ ., ; % HPF/FR/ | & S |Products Safety
20 |Medicament Avenue du kim té bao). ; 228/9011 S S Agency
- X . A N ,(.. . D Ny Q
Production Bearn 64320 + T;hu(.)f tn;tA tfung (iu01. Dung dich| 7 S S (AFSSAPS)
IDRON. France thuoc tiém thé tich nho
’ * Thubc sinh hoc: san pham cong
nohé sinh hoc
* Thuoc vo trung:
+ Thubc pha ché vé tring: thudc dong
1541 Avenue Eh?ljhdu;ng g{ihttr}ll;rl]oc tle?;_thdeutrll(:hgihz o N = French  Health
Sanofi Marcel Merieux,|” o¢ Ut tung cuor g die LED HPF/FR/ | S & |Products Safety
21 thuoc tiém thé tich nho . N JF
Pasteur 69280 Marcy/|, L i 2 x |5 31/2012 | o Agency
L'Etoile. France Thude Slnh hoc: sinh phdm mién| ) ™ S (AFSSAPS)
’ dich, sinh pham cdng nghé sinh hoc,
thuéc c6 ngudn gbc tir nguoi hoidc
ddno vat
* Thubc vO tring: thudc dong khd,
dung dich thudc tiém thé tich nho.
+ Thudc tiét trang cudi: dung dich|a — <
Organon  |oYnam  Roadl s tiem thé tich nho, thude rén va| = S = |irish Medicines
23 | (ireland) Ltd [PVO19S: €Ol 40 ohe 9 |2008Is IS |Board IMB)
Dublin, Ireland | 7P = S N

* Thudc khdng vo tring: dang ban
ran, Vvién nén, cac dang khac (thudc
bot va hdn dich pha thude dung trong)




Industriepark 30,

* Thube vO tring: dang béan ran, dung
dich thuoc tiém thé tich nho.

Belgian Federal

Schering- Heistop-den- | T;hu.éf tiét; trt‘mg (q:uéi: dung dich| S BE20Ly/| S % Agency for
24 |[Plough Labo Berg,  B-2220 thuoc tiém the tich nho. &) 025 S = Medicines and
NV Belgium '|* Thude khong vo tring: dung dich = > < [Heallth Products
thuéc dung ngoai, dung dich thuoc (AFMPS)
ubng, dang ban rin, vién nén.
*Thuoc KNONg VO trung. VIen nang
cing (trong dé c6 chat kim té bao),
dung dich thuéc dung ngoai ( dung < |Finnish
Orion Tengstrominkatu [dich ngoai da, dung dich héc mén ya % 405/11.0 g § Medicines
25 Corpora_tion, 8,_ 20360 Turku, cfé\c ché,t co ho?t tinh héc rnén}, thudc g 1.09/201 % 5 Agency
Turku site  |Finland ran khac (thuoc bot, thuoc com, bot| g 2 S S (FIMEA)

ding ngoai da), dang ban rin (gel, bao
gom gel chira héc mén va cac chat co

,
hoat tinh hAc man thnide m&) vién
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Erakleous Street,
. |Agios Athanassios a o~ Ty .
Medochemie Industrial ~ Area,|* Thubc khdng vo tring: vién nang cing; = MEDO05/2 § § Phar_maceutl_cgl
1 Ltd (Factory|, . e o S S Services Ministry
AZ) Agios vién nen. 5 012/01 S & of Health, Cyrus
Athanassios, L ~ 3 ’
Limassol, 4101,
Cyprus
. |48 lapetou Street,|* Thudc vo tring:
Medochemie . i L A e . la o~ < .
... |Agios Athanassios|+ Thudc san xuat vO trung: dung dich| =S b = Pharmaceutical
Ltd  (Facility . LA X \ MEDO07/2 | N : .
2 Ampoules Industrial  Area,|thudc tiém thé tich nho. o 012/001 |® > Services Ministry
N JF; Limassol,  4101,|+ Thudc tiét tring cudi: dung dich thudc| 3 = = |of Health, Cyrus

Cyprus

tiém thé tich nho.




48 lapetou Street,

* Thudc san xudt vo tring: thue bot pha

Medochemie Agios Athanassios(|tiém chira nhom penicillin. a ~ < Pharmaceutical
Industrial ~ Area,|* Thudc khéng vo tring: vién nang cting = MEDO03/2 | S I . .
Ltd (Factory . , ) o . 19 N g Services Ministry
B) 4101 Agios|chira nhoém penicllin; vién nén chtral 5 012/001 |& g of Health. Cvrus
Athanassios,Lima [nhém penicillin; thudc bot pha dung dich| % ~ = el
ssol, Cyprus ubng chira nhém penicillin.
7 ’ — —
mgdoc?gg'zls Constantinoupole |* Thuoc khdng vo trung: dung dich thudc % MEDO02/2 | & I 22?\:23;6:;:1?;”
Facility) g os street, 3011,|udng; thudc ban ran; thudc dan. S 012/001 § § of Health. C rusy
y Limassol, Cyprus L » = Y
r — —d
Medochemie Constantinoupole |* Thuoc khong vo trung: vién nang cung; (ED MEDO01/2 | I Phar.maceutl_czftl
Ltd (Central N , S S Services Ministry
Factory) 0s street, 3011,|vién nén. S 012/001 |9 N of Health. Cvrus
y Limassol, Cyprus L » — Y
* Thubc v trung;
+ A Ap o oom s 5 '
T}luocxsafl xuat }/0 trung: dang balo cheﬁ, Belgian Federal
Riikswe 14 thudc thé tich nho dang 1ong (thudc nhd| o “:', = Agenc for
Alcon |RURSweg '|mét, thube tra mét). = |BER0LV | S gency
Puurs,  B-2870, PORN 2. 2 et | 9@ B q Medicines  and
Couvreur NV Belgium + Thuoc ti¢t trung cudi: thudc thé tich| 5 001 < ® Heallth Products
g nho dang 16ng (thude nhé mét). L S =

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

(AFMPS)




R.P. Scherer,
R.P.  Scherer|Gammelsbacher |* Thudc khong vé tring: vién nang mém;| o DE BW_|d =
. GmbH & Co.|Str.2, 69412|dung dich thudc udng; dang bao ché rin g 01_GMP_|& S  |Co quan c6 thim
KG GmbH +|Eberbach, Baden -|khac (vién nang dung tai tryc trang va am| = 2011 010 g S quyén ¢ Brc
Co. KG Waurttemberg, dao). Ll 1 = >
Germany
Via isidro Fabela
Productos Norte N0'1536_.B’ * Thubc khdng vo tring: vién nén; vién % g g Spanlsh. 'Agency
8 |Roche, S.A. def 2raue Industrial) . 1 a chét huong than va chét doc 6| |E>00TH|& &  |of Medicines ang
cvV Toluca 50030 bio. S 12 pa 3 Health  Products
(Estado de L < G (AEMPS)
Mexico), Mexico.
Avda. Severo
Ochoa, 13 (Pol.|* Thubc khéng v tring: yién nang cing;| a ~ L0 Spanish  Agency
10 Roche Farma.|Ind. De Leganes),|vién nén; vién bao (bao gom ca vién nang (29 ES/082H 8 8 of Medicines ang
S.A Leganes  28914(ctng; vién nén; vién bao chira chira chat| = VI/12 g N Health  Products
(Marid), Tay Ban|huéng tdm than); L e N |(AEMPS)
Nha
TTIUOU VU U UIlE.
+ Thudc pha ché vo trang: dung dich
thudc tiém thé tich nho. .
. + Thudc tiét tring cudi: dung dich thude| o — < Belgian  Federal
Catalent Font Saint Landryl . & tich nho. = |BE/01l/ |8 o |fgency for
11 |geigiumsa  [10; Bruxelles, Bl & sinh hoc: sinh phém midn dich:| & 035 S S [Medicines  ang
1120, Belgium o D S =  [Heallth Products

sinh phim ngudn gbc tir ngudi va dong
vat (ché pham c6 nguon goc tir dong vat:
dong gbi cap 1 va heparin khoi luong
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o Australian
Merck 54-68 Ferndell (§D MI-2012- | S L0 Therapeutic
Shap&Dohme |Street, South A A A o & Q
13 . . * Thuoc khong vo trung: vién nén. ! LI1-06511- = = Goods
Australia Pty|Granville ~ NSW ) 3 < g Administrati
Ltrd 2142-Australia S % e ministration
a (TGA)
ITHHoOoC vU ruriy. uruoc Ung AU, UI1gocC
Survey no 314, bot [_)h_a_tlem/tlem_tr_uy_/en (Amoxicillin,
Ampicillin,  Ampicillin&  Sulbactam,
Bachubally e -
. . Flucloxacillin, Piperacillin/Tazobactam). | o ~ 0 I
Aurobindo Village, J R A A S — " Finnish
. * Thuoc khong vo6 trung: vién nén (Co- 459/12.01 | o o .
15 Pharma  Unit{Quathubullapur . - o N N Medicines
amoxiclav, Flucloxacillin, Pheoxymethyl| 5 .01/2012 |» %
XlI Mandal, R.R. - . - o o F PN Agency (FIMEA)
o penicillin, Pivmeccillinam), vién nang
District, Andra|" o e
Pradesh. India ciing (Amoxicillin, Cloxacillin,
’ Flucloxacillin), thudc rin khéac: thude bot
Lol X, d:.1 . A LA il O
Cilag AG Hochstrasse 201,|Dang bao ché long (thudc san xuat vo 12-279 | S, |Swiss Agency for
8200 tring va cac hoat chat c6 hoat luc cao; 8 8 Therapeutic
Schaffhausen, nhay cam) o S @ Products
Thuy S Dang bao ché ban ran ( Sinh pham y té; % = < |(Swissmedic)
16 hoat chat ¢ hoat luc cao; nhay cam) o 9
Dang bao ché rin (san xuét vo tring va| O a
hoat chat ¢ hoat luc cao; nhay cam). o-
Duoc chat: dugc chat ¢ hoat tinh cao
hodc nhay cam.
S.C Str. Valea Lupului|* Thudc san xuat vo trung: dang bao ché 012/2011/| I S, |National Agency
Antibiotice  [nr. 1, lasi, Jud.|ban rin. RO & &  |of Medicine and
S.A lasi, cod 707410,|* Thudc khéng vo tring: vién nang cting @ @ Medical Devices,
Romania (khang sinh nhom penicillins; = ¥ Romania
17 cephalosporin; céc khéng sinh khac);

vién nén bao phim; dang bao ché bén rin;
vién dan; vién nén.

EU-GMP




LTS Lohmann{Lohmannst.2, * Thubc khdng vo trung: thude khung DE_RP 0| % Y, [Co quan cd thim
Therapie -156626 Andernach,|thim; dang bao ché ran khéac (h6c mén va 1 GMP_2|& &  |quyén o Dac
Systeme AG  |Rhineland -|cac chét c6 hoat tinh hoc mén); dang bao 012_0003 8 g
Palatinate, ché ban ran; miéng dan ngoai da (hoc| S - ®
18 Germany mon va cac chit c6 hoat tinh hoc mon). o
T
BSP Via Appial* Thudc vé trung: IT/60- N 3 Italian Medicines
Pharmaceutica |Km.65561 + Thubc san xuat vo tring: thudc dong 8/H/2012 |& &  |Agency AIFA
Is S.R.L (loc.Latina Scalo)-|khd (chat doc té bao/ chat kim té bao); 3 p
04013 Latina,|dung dich thudc tiém the tich nho (chat| 3 -
19 Italia doc té bao/ chat kim té bao). O
+ Thubc tiét trung cudi: dung dich thude| D
tiém thé tich nho (chat doc té bao/ chat
kim té bao).
* Thudc khdng vo tring: vién nang cing
Teva H-2100 Godollo,|* Thudc v6 trung: OGYI/15 | Y 3 National Institute
Pharmaceutica |Tancsics Mihaly|+ Thudc san xuat vo trung: dung dich 75-2/2012 | & &  |of Pharmacy,
I Works|ut 82., Hungary  [thudc tiém thé tich 16n; thudc dong kho S < [Hungary
Private (hoc mdn va cac chit o hoat tinh hoc| S =
22 |Limited mon; chat doc té bao/chat kim té bao);| @
Company dang bao ché béan ran (thubc md tra mat); a
dung dich thudc tiém thé tich nho (hdc
mon va cac chét cé hoat tinh héc mon;
chat doc té bao/chat kim té bao); thudc
Dr.Reddy's Plot No. 137 &]|* Thudc vo tring: 009/2011/ |4 3 National Agency
Laboratories |138,  S.V.C.LE,|+ Thudc san xuat v tring: thuéc dong RO & &  |of Medicine and
Limited IDA  Bollaram|kho (Chét doc té bao/chat kim té bao). & S |Medical Devices,
(Formulation |Jinnaram, Medak|+ Thuéy tiét trung cudi: dung dich thude| S © “  |Romania
23 Tech Ops -1) |District, Andhra|tiém thé tich nho. O
)
o

Pradesh 502325,
India

* Thuoc khong vo trung: vién nang cing.




Dr.Reddy's Survey No. 42,|* Thudc khéng vd tring: vién nang ctng; UK GMP| Y 9 United Kingdom's
Laboratories |45, 46,|vién nén. 8512 Insp 8 8 medicines  and
Limited FTO -|Bachupally GMP @ 8 Healthcare
Unit 2 Village, S [8512/360 |~ ~  |Products
24 Qutubullapur o 569-0005 Regulatory
Mandal,  Ranga = Agency MHRA
Reddy  District,
Andhra  Pradesh,
IN -500 090, India
Hospira Plot NOS: B3-B4,|* Thubc san xuit vo tring: thudc déng UK GMP| I S, [United Kingdom's
Healthcare B5 (part of), B6|khd; cac thudc vo tring khac(bot pha 36736 8 8 medicines  and
India Private|(Part of), B11-|tiém). Insp GMP S 5' Healthcare
Limited B18, Sipcot|* Thubc khéng vé tring: vién nang cimg; % 36736/17 ~ Products
25 Industrial ~ Park,|dang bao ché rian khéac; vién nén; cac| O 07035- Regulatory
Irungattukottai, [thudc khéng vo tring khac(bot pha hdn a 0002 Agency MHRA
Spiperumbudur,  |dich udng).
Tamil Nadu, In-
602-105, India
Laboratorios |Ronda de|* Thudc vo trung: ES/060HI | S 3 Spanish  Agency
Normon, S.A. |Valdecarrizo, 6,|+ Thudc san xuét vd tring: thudc dong /11 & & |of Drugs ang
Tres Cantos|khd; dung dich thudc tiém thé tich nho; 3 o |Health Products
28760 (Madrid),|thuéc cdy ghép dang rdn (khang sinh|S ™~ “  |(AEMPS)
26 Spain nhom beta lactam); thubc ciy ghép dang| ©
ran ( thudc bot; thudc bot chira khang a
sinh nhom beta lactam).
+ Thudc tiét tring cudi: dung dich thubc
tiém thé tich 16n; dung dich thudc tiém
Beaufour Rue Ethe Virton,|* Thudc san xuat vd trung: dung dich HPF/FR/2 | & 3, French  Health
Ipsen Industrie [28100 Dreux, |thudc tiém thé tich nho. 88/2011 |& &  |Products  Safety
France * Thude khéng vo tring: vién nang ctng; 3 §, Agency
dung dich thudc udng; dang bao ché rin (AFSSAPS)
29 khé&c; vién nén.

* Thubc sinh hoc: san phidm cdng nghé
sinh hoc.
* Thude tir duoc lidu.
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2l du Clairav.” Thudc vo trung: thudc cdy ghép va|a - <  |French  Health
. Y| dang rén (chira beta lactam) = HPF/FR/L| S S |Products  Safety
33 Panpharma Luitre, 35300( . o . . o N N
Fougeres. France (bia chi van phong: ZI du Clairay Luitre,| 22/2011 | S 5 Agency
geres, 35133 Fougeres, France) L © o (AFSSAPS)
* Thube vé trung:
[R)(i):hrfostics + Thudc pha ché vd tring: thubc dong
g kho: dung dich thudc tiém thé tich nho. |a |DE_BW_ | oy <
Roche GmbH, Sandhofer FER R « 2o~ | S = = P
. . + Thudc tiét trung cong doan cudi cung: 01_GMP_| & I Co quan co tham
35 Diagnostics  |Strabe 116, 68305 . FOIA 2 ., . Q = = X x i
- dung dich thuoc tiém thé tich nho. - 2012_002 | 8 o quyén ¢ Dtrc
GmbH Mannheim, Baden . . PO m = S
* Thuoc sinh hoc: sinh pham sinh hoc 3 ™ —
wurttemberg, | 40 thé don dong sir dung k§ thuat di
Germany g g ung Ky thug

truyén).
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> -
& A <
A WA 2 oy [E |2
NHA MAY , , " ’ GIAY = co QUAN
STT A -~ [DIA CHI PHAM VI CHUNG NHAN = = e
CONGBO |- : : z [oN|F = |cAp
>~ <
5 “ O
Qo 4
Z
ITHUOC Uuet trurly CUuUl. uuriy uivil uriuov
B.Braun tiém thé tich nho (chta hoat tinh
Melsungen AG  |hormon); dung dich thudc tiém thé tich
Carl - Braun -|16n. a DE-HE- |« Lo
B.Braun £ R A s . = pm = LR
Strape/Am * Thuoc khong vo trung: dung dich thuoc 01-GMP- | & S Co quan co tham
3 Melsungen . o A A )
AG Schwerzelshof uong. 5 2012- < © quyén ¢ Dirc
1/1, 34  212|(Pia chi: D-34209 Melsungen, Germany| 0041 — <
Melsungen, d6i voi san pham Aminoplasmal B.Braun
Germany 5% E va Aminoplasmal B.Braun 10%
= \1uuuu vO u uug.
+ Thudc san xuét vo tring: thubc dong
khd (h6c mdn va cac chat co hoat tinh
Via Fosse|hoc mon: hoc mon sinh duc); dung dich| - )
A Hospira S.p.A |Ardeatine, 2 - thudc tiém thé tich nho; thudc san xuat (% IT/198- | S [ltalian Medicines
P& SP-A 150060  Liscate|vé trung khic (thube bot). 3 |ameon |3 B |Agency AIFA
(M1), Italia + Thubc tiét tring cudi: dung dich thudc| Y ~ N
tiém thé tich nho.
* Thudc khong vo tring: vién nén
* TLa.A il 1o AL A4 LlA




o o~ < .
Abbott North Chicago, Il.|Survanta  (beractant) intratracheal (% 221%18213 = S Eg;?d and Séartjs
Laboratories |60064-4000, USA [suspension; 4ml (,Oj VN g g Administration g
-) S S
304, Avenue dul, py s khong v tring: vien nang cing:| & S S, |French - Health
Bristol -Myers|Docteur Jean Bru dung dich thu?)c ubn ~gcian bio cghé bé;gr; % HPF/FR/2| & I Products  Safety
Squibb 47000  AGEN, rén-gvién e AN 3 2012 |@ B |Agency
France ’ o ' L N S |(AFSSAPS)
979 Avenue des a ~ L0 National Agency
Bristol -Myers|Pyrenees, 47520|* Thubc khéng v tring: dang bao ché (29 HPF/FR/1| S |of Medicine and
Squibb LE  PASSAGE,|rén khac; vién nén. 3 29/2012 |S @ |Health  Safety
France L ~ & |(ANSM)
~ 2|166-170, Nguyén a ™ <
cong ty co|,. . = = = .
phan ﬁgg’ Ir?h ::El}j Vién nang cung (Cefaclo Stada 500mg) | O S S Co énq;)?ﬁ.’nc tham
Pymepharco ' 2 S @ auy

Yén, Viét Nam




Aharnon  Street,[Thudc vo tring: vién nang ctmg, dung N o
. . X N \ - . Z oo N 9 .
Remedica Ltd leass_ol dl;Ch thuocj dung ngqal, dung \d;ch t;hu(,)c = REMO1/2 | S = Pharmaceutl_cgl
9 (Building 1) Industrial ~ Area,[udng, thuoc phun mu, dang bao ché ban| Q@ 012/001 | ® > Services Ministry
g Limassol, 3056, |rén, thudc dat, vién nén, thudc bot pha| ) = S |of Health, Cyprus
Cyprus dung dich udng.
TTUOC VU U Ulls.
+ Thubc san xuét vo trong: dung dich
Avinauda de thudc tiém thé tich nho.
Barcglona sol* Thude tiét trang cudi: dung dich thudc| o - <  |Ministry of
10 Laboratorios 88070 Sa’nt Joar; tiém thé tich nho, dung dich thubc tiém % NCF/1110| § Health of
Lesvi, SL Despi thé tich 16n, thudc nho tai. 3 JO01/CAT | D S |Government  of
P _|* Thudc vo tring: vién nang ctmg, vién|Y N ' [Catalonia - Spain
(Barcelona), Spain| , ., . . X 1A
nén, vién bao, vién bao phim, thuoc bot
udng, thudc cém, thube bot dung ngoai,
A Aol 4l. A A (4 ETR
Remedica Ltd A_harnon Street,| Thudc kho\ngl vO Erung: V|en, nang cung N N o _
. Limassol (hormon va cac chat c6 hoat tinh hormon, p P Pharmaceutical
(Buiding  5- . ’ ) Y N = REMO5/2 | S S : L
11 Cytostatics/Ho Industrial, Estate,|chat doc té bao/chat Kim té bao); vién nén| © 012/001 g S Services Ministry
rmones) Limassol, 3056, |(hormon va cac chat ¢ hoat tinh hormon, a g S of Health, Cyprus
Cyprus chat doc té bao/chat kim té bao)
Boehringer  |Binger StraB |* Thudc san xuat vo trung: dung dich hit. | o - <
1p  [|Ingelheim 173, D-55216(* Thudc khéng vo tring: vién nang cting (59 2011/97/5| L S  |Co quuan tham
Pharma GmbH |Ingelheim, gelatin, dung dich hit, vién nang HMPC,| 3 5/M > < |quyén Puc
& Co. KG Germany thubc phun mi, vién nén. L > ~




Boehringer 5th km Paiania-|* Thudc khong v tring: vién nang ctng;| o ~ 10 National
13 elhei?n Markopoulo, vién nang mém; dung dich thudc udng; % 33945/11- § S |Organization for
Elgllas AE Koropi Attiki,|vién nén. 5 5-12 N % Medicines,
' 19400, Greece  |* Thude duoc licu. L ~ & |Greece
TTUOC VU U Ulls.
+ Thudc san xuét vot rung: dang bao ché
ban ran, dung dich thudc tiém thé tich
68 Aprilsko|nho - dung dich tiém, thudc nho tai/mat,| o N L0
15 Balkanpharma |vastanie ~ Blvd.,|dung dich/hdn dich; thudc bot pha dung % BG/GMP/ 8 8 Bulgarian  Drug
- Razgrad AD |Razgrad 7200, |dich tiém (cephalosporin). 5 2012/038 | o |Agency
Bulgaria + Thudc tiét tring cudi: dung dich thube| S =
tiém thé tich nho.
* Thude khdng vo tring: vién nang cimg,
A Lac oL A LZe oX A fan 4l Ao LA
Balkanpharma
:Dnltjfn:;fs q AD 3 Samokovsko a - <
g . |Shosse Str.,|* Thudc khong v triing: vién nang cing,| 2 BG/GMP/| & < Bulgarian  Drug
17 manufacturing : A © S o
- Dupnitsa ~ 2600,|vién nén. - 2011/020 | A N Agency
Facility  for . Q A
: Bulgaria L G ~
Solid dosage
Forms
Unit 11: Hill Top|* Thubc vé trung:
Industrial ~Estate,|+ Thudc san xuat vo tring: thudc dong Portuguese
Village ~ Bhatoli|khd, cac thudc vo tring khac (thudc bot| o Venus — < |National
Venus . \ < o = b= :
18 Remedies Kalan, Near|(cephalosporin va carbepenem), thuoc g Remedies & & Authority of
Limited Jharmajri  Export|dong kho chira chat kim té bao). S Limited/0 | K Q Medicines  and
Promotion  Park,|[+ Thudc tiét tring cong doan cudi cling:| © 02 e S |Health Products,

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

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

IP (INFARMED)




I1IygocC vo u uug.
+ Thubc san xuét vo trong: dung dich
thudc tiém thé tich nho (héc mén va
corticoid), thubc bot.

) N <
20 Bristol -Myers égfésgonta[]&(? 1e2I + Thuég tiét tring cudi: dung dich thude g_.J IT/138- g g Italian Medicines
Squibb S.R.L Anagni (FR), Italy tiém thﬁa tich nho. S 5/H/2012 g g Agency AIFA
’ * Thubc khong vo triing: vién nang cing,| © L5 <
thube bot, vién nén.
* Thubc sinh hoc: san phiam céng nghé
1l 1o
Corden Pharma  |* Thubc khéng vo tring: vién nang
Otto-Hahn-Str., |cimg,dang bao ché ran khéc (vién bao,| 5 DE_BW_ | oy < »
21 Corden 68723 Plankstadt,{com, bdt) (hdc mdn, cac chat co hoat tinh E_.J 01 GMP_ 8 8 Co quan cO tham
Pharma GmbH [Baden- cao, doc tinh manh), vién nén (héc mén|= 2011_003 [ ™~ el quyén ¢ Brc
Waurttemberg, va cac chat cé hoat tinh hoc mon, cac|© 2 < <
Germany chét co hoat tinh cao ddc tinh manh)
No 2 HuangShan N Australian
AstraZeneca |Road, Wuxi O MI-2012- g g Therapeutic
22 |Pharmaceutica [Jiangsu 214028, [* Thubc khong vo trung: vién nén. o CE-05639{ & S Goods
| Company Ltd[China - Peoples = 3 g S Administration
Republic of © (TGA)
Viale Dell’
Corden Industria, 3 E ’ , = ~ 3
24 Pharma Reparto Via|Thuoc j:iét trung cudi: dung dich thudc ';J'_.J IT/73- 8 8 Italian Medicines
Societa’  Per|Galilei, 17,|tiém thé tich nho S 3/H/2012 | 5, g Agency AIFA
Azioni 20867,Caponago O » S

(MB), Italia




UK GMP United Kingdom's
AstrazZeneca 52_37 Old Baltimore 5 12811 ~ § medicines  and
25 |Pharmaceutica | <& NeWAIK,\, 1y & e khong vo tring: vien nén 4 |nsp GMPI§ S |Healthcare
Is LP 19702, United S 12811/33 8 N Products
States O 74410- | S [Regulatory
0006 Agency MHRA
Astellas  Pharma
Toyama Tech Co. Ltd, 2- o : 2 > = : .
97 Technology 178 Koun-mac_hl, San x_uﬁt cac hoat _chét dl_rqc d_ung: E_.J 2558 8 % Irish  Medicines
Centre Toyama City,| Tacrolimus Hydrate, Micafungin Sodium.| S g N Board (IMB)
Toyama,  930- O & S
0809, Japan
£ AN . A gan N
Astellas Killorglin,  Co.,| , 1huoc VO tring: dung dich thudc tiem D |s81/M103 S = lirish  Medicines
29 Ireland Co. Kerry, Ireland thé t1cp nho. % 5 = % Board (IMB)
Ltd ’ * Thuoc khong vo trung: vién nang ciing | (5 g S
Thudc khdng v6 tring: vién nén
H-17/H-18, (Glimepriride; Metformin hydrochloride;
0.1.D.C., Mahtma|Repaglinide;  Ropinirole;  Metformin % 5543/11.0 g g Finnish
30 USV Limited |Gandhi Udyog|hydrochloride prolong release;| @ 1 09/201'1 g g Medicines
Nagar, Dabhel|Clopidogrel;  Irbesartan;  Naratriptan a ' §| g Agency (FIMEA)
Daman, India hydrochloride; Trimetazidine

hydrochloride; Sevelamer)




7l du  Claira a — < French Health
. Yl Thude vé triing: thube ciy ghép dang| = HPF/FR/L| S S |Products  Safety
31 Panpharma  |Luitre, 35300 . . Q N N
Fougeres. France |70 (chtra beta lactam) S 22/2011 | S 5 Agency
geres, L ™~ o (AFSSAPS)
2-9-41  Yahata- § o < Ministry of
Kanonji Cho, Kanonji S I I Health, labour
3 institue City,  Kagawa, Okavax % 2391 ) S |and  Welfare,
Nhat Ban G > S |Japan
* Thudc tiét trang cudi: dung dich thudc -
. Glienicker ~ Weg|tiém thé tich 1on. = o = oz
35 Berlm_ 125, 12489(* Thubc khong vo tring: dung dich thude| @ 2012/01/b 8 N Co 9ua}n C,O tham
Chemie AG : £ . PR < = C ) ® quyéen ¢ Drc
Berlin, Germany [uong, dung dich thuoc dung ngoai, thuoc| = S

com, thuoc dat.




Menarini - Von
.. ) * 4 A A fero LA oo | B 3 3 2
Menarini He_ydt?n GmbH _:Fhuoc khor:g vo trung.\wen ?arlg clmg;| = DE_SN_O é' é' Co quan c6 thim
37 Von Heyden|Leipziger Strape 7{vién nang mém; dang bao ché ran; vién| Q 1 GMP_2| 5 S in & Dot
GmbH 13, 01097|nén. 2 011_0020 | < S
Dresden, Germany
San pham Paracetamol-Bivid
Lohstrasse 2, D-| + (Co so san xuit: Bieffe Medital S.P.A DE NW
: 59368 Werne,|Via Nuova Provinicale s/n, 23034 % .S 9 A
Sanavita . 01 GMP_|o o Co quan tham
38 . |North Rhine-[{Grosotto (So), Italy. o N N N
Pharmaceutica . \ X , ) 2012 000 | = oS quyén Duc
Is GmbH Westphalia, + Co s6& xuat xuong: Sanavita| g 1 P >
Germany Pharmaceuticals GmbH )
L6  Z01-02-03a, g
R |[KCN/KCX  Tan M 9 © Ministry of
cong ty «co . . LA, - Z = o o
39 |phin duoe Thuan,  Phuong|Thudc vién nén (cong van so 5278/QLD-| & I I Health, labour
phém Savi | 18N Thuan POng,|CL) E S S and Welfare,
P ' o7, TP Hewm, S N N |Japan
O

Viét Nam




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

Dot 4 1(Theo cong viin s6 2232a/QLD-CL ngay 07/02/2013 ciia Cuc Quan 1y dugc)

= =
O a é
®) ]
NHA MAY , , ] = GIAY |© S |coO  QuAN
TT | A - |PIA CHI PHAM VI CH HA = - -
>TT lcongBo [P € AMVI CHUNG NHAN Z [N T =~ |caAe
>~ <
5 ~ O
% Z
IS_;):UI;SQQ, Jal5£;n Vién nén; vién nang; thudc bot; thudc| o National
g '|tiém thé tich nho; thudc tiém thé tich 1én;| = N S Pharmaceutical
Duopharma  |Kawasan 3, taman A~ £z SN KO S Q
2 kem; thudc md; thuoc com; thuoc udng| &, 266/12 N N Control Bureau -
(M) Sdn. Bhd. |Klan @
: : g Jaya, 41200 \ PO . \ O = Q .
C s ¢t 5| =— ({e] -
Klang, Selangor dang long t},luoc dung ngoai dang long; = 3 Ministry . of
Malay,sia '[thudc nho mat. Health Malaysia
TTIUOCU VU U UIlE.
sSIC + Thudc san xuat vO tring: thudc bot
"Borshchahivs dong khd; dung dich thudc tiém thé tich State
kiy chemical- nho (dam dic); thude bot. S 005/2012/ | ©  |Administration of
4 pharmaceutica {17 Myru, 03134,|+ Thubc tiét tring cudi: dung dich thude| O SAUMP/ | S S |Ukraine on
| plants”|Kiev, Ukraine  |tiém thé tich nho (dung dich tiém). 3 SMP S % |Medicinal
Public  Joint- * Thude khong vo triing: vién nang cing;| & = o Products -
stock thudc udng dang long (siro; hdn dich); Ukraine
Company dang bao ché rin khac (hat/cém; bot

A A, 4l A

A (A r A




Aston Lane North,

* Thuoc vo trung:

Norton Whlteh_ouse Vale + Thubc san xuat vo tring: dung dich UK MIA UK'Medicines
Healthcare Industrial Estate,| . . .. 2 et 1s X o la 530 Insp| — <
. thuoc tiém thé tich 16n; dang bao ché ban = i — and  Healthcare
Limited T/A|Preston  Brook,| . . SO 2 o0 . GMP/GD | & <
ran; dung dich thudc tiém thé tich nhd; o = = Products
Ivax Runcom, + Thube tiét trang cudi: dung dich thudc| 3 PAMP 18 = |Regulator
Pharmaceutica | Cheshire, - WA7 tiém thé tiéh nhésJ dun‘ dic}? thudc tiém - 530/1400 | = S A gnc (I\%HRA)
Is UK 3FA, United| 17 ) 1 1Or GU09 heit B 4-0016 gency
Kingdom
* A A A N - \/IiA 4 .
57 Polskie] _Thuoc khorlg vO trling. Ylen nang_ cing;
Medana - vién nang mém; thudc dung ngoai dang| o~ S .
Organizacji ) Xz \ X | s GIF-IW-N{ - S Main
Pharma . . long; thuoc uong dang long;dang bao ché I N .
Wojskowej  Str.,| . i A N i |9 4022/12/1| S P Pharmaceutical
Spolka . ran khac (goi bot); dang bao che ban ran;| =5 Q N
. 98-200 Sieradz,| .. =, 0 2 g S Inspector, Poland
Akcyjna Poland Vién nén; — =
* Thude thao dugc.
- X A A N . . , . <
Medana 73, . Wojska T.I}uoc khongkvo trur:g. \{len nang.cu’ng, % GIE-IW-NI & = Main
Pharma Polskiego Str., 98-|vién nang mém; thuoc dung ngoai dang I N .
. \ Xz \ N Z| @ 4022/13/1 | P Pharmaceutical
Spolka 200 Sieradz,|long; thuoc uong dang 16ng; dang bao ché| 5 5 Q I Inspector. Poland
Akcyjna Poland rin khac (g6i bot); ban rin; vién nén. L = = P ’
* Thubc v trung;
. . +Thubc san xuat vo trung: dung dich
Pharmaceutica 19, = Pelplinska), 5. tiem thé tich nho; dung dich thuée| & |GIF-IW-N{ 5 S |Main
Is Works|Str., 83-200{ .. 211 I o :
tiém theé tich 16n; O 4022/113/ | N Pharmaceutical
Polpharma | Starogard + Thube tiét tring cudi: dung dich thudc| 11 S = Inspector, Poland
S.A Gdanski, Poland ' g - aung & L N ™~ pector,

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




Pharmaceuticals
Works Polpharma

Pharmaceutica a o~ S .
SA « 2 R e , = GIF-IW-N{ & b Main
10 IS Works 19, Pelplinska .AThu(?C khong vo trung: vién nang ciig, o 4022/27/1 | S Pharmaceutical
Polpharma vién nén. - o —
Str., 83-200 2 I > Inspector, Poland
S.A LIJ N —
' Starogard
Gdanski, Poland
*Thudc khong vo tring: vién nang cing;
= A A . A AN pH <
Medana 10, ' Wiladyslawa vvlen.nang mem thuoc Wdur.19 ngoal‘ dang, % GIE-IW-N g = Main
Pharma Lokietka Str., 98-|long; thuoc uong dang long; dang bao che I N .
11 i . , P, N s 2 |9 4022/11/1 | o Pharmaceutical
Spolka 200 Sieradz,|ran khac (goi bot); dang bao che ban ran;| = d N
. A o 2 ™ S Inspector, Poland
Akcyjna Poland Vién nén. N =
* Thudc thao duoc.
Via  Provinciale * Thude v0 tring; o~ <
+ Thudc san xuit vO tring: dung dich| S IT/108- | = . .
. (loc. Bolognana) -, » ... 2 et 1 7 . I I Italian Medicines
13 Kedrion S.P.A . thudc tiém thé tich 16n, thuoc dong kho,| @ 10/H/201 | S S
55027 ~ Gallicano) ;o dich thuéc tiém thé tich nho 2|2 < o [Agency AlFA
(LU), Italia 8 et e : o g N
’ * Thuoc sinh hoc: ché pham tir mau.
R.P. Scherer
R.P.  Scherer|Gammelsbacher |, £ R T e DE_BW_|d <
. |GmbH & colsir2, 69412 thzgz“;"éﬁhogfn"olgl“”ga;i:e”bgzngh?ig; = |oLGMP_|& S |Co quan ¢6 thim
KG GmbH +|Eberbach, Baden - \ .~ (viéngnaﬁ gtmc tgr’e‘m‘ Vga am dao) 3 2011_010 | & S |quyén ¢ Pl
Co. KG Wurttemberg, gt g o 1 S >

Germany




Survey no 314,

1T1HHUOC VU TTuTy. Uitov Udolly KU, UI1uov

bot pha tiém/tiém truyén (cac thudc bot

pha tiém: Amoxicillin, Ampicillin,
Bachubally T -
. . Ampicillin& Sulbactam, Flucloxacillin,| o ~ 0 I
Aurobindo Village, . - S — — Finnish
. Piperacillin/Tazobactam). 459/12.01 | o o .
15 Pharma  Unit|Quathubullapur z n A |9 N N Medicines
* Thuoc khong vO tring: vién nén (cac| 5 0172012 | & D
Xl Mandal, RR.| .. ) ) . N F PN Agency (FIMEA)
District Andra vién nén Co-amoxiclav, Flucloxacillin,
T Pheoxymethyl penicillin,
Pradesh, India . - i n , .
Pivmeccillinam), vién nang ctng ( cac
2 A - A iaalls 11 2112
* Thubc vo trung;
+ Thudc san xuét vo tring: thudc déng
Aquitaine Pharm|khd (thudc c6 hoat chit c6 hoat tinh héc
. i N . L ein X or o a < French Health
Pierre  Fabre|International ~ 1,{mon), dung dich thuoc tiém thé tich nho| S S p=|
. Y SN S o HPF/FR/2 | & S Products  Safety
17 Medicament |Avenue du Bearn|(chat doc té bao/chat kim t€ bao). ; 28/2011 | S o~ Agenc
Production (64320  IDRON, |+ Thudc tiét tring cudi: Dung dich thudc| 2 S 2 gency
A 2., . — (AFSSAPS)
France tiém thé tich nho
* Thudc sinh hoc: san pham c6ng nghé
sinh hoc
Ranbaxy
Laboratories Ltd a DE NW_ |4 <
19 ﬁ:ggfa)?c;ries B-2, Madkail,, 1 8¢ khong v6 trung: vien nén 5 |“OMP IS S [Co quan thim
Ltd Industrial Estate, £ & 35 2011_000 | & &  |quyén Duc
403 404 Madkai, L 9 S ¥
Ponda-Goa, India
E-1105, Industrial Thubc khéng vo tring: vién nang cimg; Belgian  Federal
Area, Phase-lll,| . . \ - — <
GRACURE L thuoc uong dang long; dang bao che ban| = b b Agency for
Bhiwadi, R £ - o BE/2011/ | I~ .
20 PHARMACE . ran; Vién nén; cac dang thuoc khong vé| Q g g Medicines  and
UTICAL LTD Rajasthan, Alwar tring khac (syro kho hoan nguyén véi| 004 §| N Health Products
‘|District, 301019, "9 y gy w N S

India

nuoc).

(AFMPS)




134136296,  |Thudc v trung: I e Mzdg;‘e::gs
. . + A ” A A N . : o [9\} — !
SANITAS, Veiveriug. 134B. TA,hu‘_)AC san;X}Jat vc{ trung: dung dich| s LT/01H/2 | 2 S Ministry of
21 LT-46352, thuoc tiém the tich nho; o N S
AB L al oo Z. . =) 012 » — Health of the
Kaunas -|+ Thuoc tiét trung cuoi: dung dich thuoc| S S Republic of
Lithuania tiém thé tich nho. R I
Lithuania
TTUOC VU U Ulls.
+ Thubc san xuét vo trong: dung dich
thudc tiém thé tich nho; dung dich thudc
tiém thé tich 16n; a - <  |Belgian Federal
Janssen | TUmnOUtSeWeg. |, "y 5¢ tigt tring cudi: dung dich thudc| 2 |BE/2011/ | S S |Agency for
22 Pharmaceutica (30, Beerse, B-|... 2 \ . i oa |9 N = .
NV 2340 Beerse. Bi tiém the tich nho; dung dich thuoc tiém| 5 008 N ~ Medicines  and
’ thé tich 1on. L L0 N |Health Products
* Thubc khong vo tring: dang khung
thim; thubc ding ngoai dang 1ong; thudc
A 1 12 1 1.0 1A 1.2 <
UK GMP United Kingdom's
Catalent 1190 Enterprise Thudc khong vo tring: vién nang ctng; % 20657 = = medicines and
Drive, . \ L ¢ o Insp I I Healthcare
23 Pharma : cac dang bao ché ran khac; vién nén;| Q q q
Solutions LLC | WVInchester, thubc bot; hat bao I OO o |Products
40391, US T ' L 873857- | < Regulatory
0002 Agency MHRA
[a — <
Ja_nsser} Bgrnahe!y, . . = S S Irish  Medicines
25 Biologics Ringaskiddy, Co.|Thudc cong nghé sinh hoc. O 2011-019 | g Board (IMB)
(Ireland) Cork, Ireland 2 3 S




1T1IUOC VU U ulls.
+ Thuoc san xuat vo trung: Thuoc dong
kh6é (hormon va cac chat c6 hoat tinh

Pfizer Rijksweg 12 hormon; prostqglandin/cytokines); dal}g a - < Belgian  Feredal
. '|bao ché ban rén| = BE/2011/ | S S |Agency for
27 Manufacturing |[Puurs,  B-2870, . o . |9 N A .
Belaium NV |Belaium (prostaglandin/cytokines); dung dich| 5 017 D 9 Medicines  and
g g thudc tiém thé tich nho (hormon va céc| @ S |Health Products
chit ¢ hoat tinh  hormon;
prostaglandin/cytokines);
L Tl A 43 A4 4oy A A Aol 41 A
Pfizer
Manufacturing
Pfizer . Deutschland ) ) o L % DE_BY 0 ~ < .
08 Manufacturing (GmbH Thuoc khéng vo trung: thuoc uong dang 0 4 GMP 2 I I Co quan tham
Deutschland  |Heinrich-Mack-  |long; cac dang bao ché ran khac. S 012 0012 g § quyén Pirc
GmbH Strasse 35, 89257 L - _. &
Ilertissen,
Bavaria, Germany
UK GMP United Kingdom's
Verna Industrial a 14694 - medicines  and
31 Cipla Ltd|Area, Verna,|Thudc khdng vo tring: vién nang cung; (29 Insp GMP| & Healthcare
(Unit VIII)  |Salcette, GOA, In-|thubc uéng dang léng; vién nén -5 14694/33 g Products
403 722-India L 6386- — Regulatory
0003 Agency MHRA
SP-289(A), RIICO i\tjtﬁinistration of
- J4 A A N . £ N xil oo
Kusum Industrla! Area,| Thuoc }(hong vO trt{ng. th;uoc, durlg ng_oAal S 025/2012/ | & 0 Ukraine on
Chopanki, dang long, dang bao ché ban ran, vién{ ©® S o ..
33 Healthcare R . 2 R A s , S SAUMP/ | & N Medicinal
Bhiwadi, nén, thuoc khong vo trung khac (thuoc|:= Ly O
Pvt. Ltd ) . p ) GMP — S Products
Dist.Alwar(Rajast |com) o ™ (SAUMP) i
an)-India

Ukraine




* Thuoc vo trung:

HBM Pharma z ) z ~ N .
+ Thuoc san xuat vO trung: dung dich|a — < _—
S.r.o L i 2 \ S p= pm State institute for
HBM Pharma : thudc tiém thé tich nho. SK/011V/ | & I
35 Sklabinska 30,036 Ll in 2. . (|9 = S drug control,
S.r.o . [+ Thuoc tiét trung cuoi: dung dich thuoc| = 2011 = Lo .
80 Martin,| .. P ) 0 o =, Slovakia
Slovakia tiém theé tich nho. N ©
* Thube khong vo trung: vién nén.
Temmler Pharma|Thudc khéng vo tring: vién nang cing; o
Temmler GmbH & Co. KG |thudc dung ngoai dang 16ng; thude udng| S DE_HE_0|Z S lco ouan  thim
36  |Pharma GmbH|TemmlerstraBe 2,|dang long; c4c dang bao ché rin khac| O 1. GMP_2|§ g éanL'rc
&Co.KG  [35039 Marburg,|(thuéc giai phdng thay déi, thude cém,| D) 012_0002 | < |1
Hesse, Germany  [thudc bot, vién nén bao duong); vién nén.
* Thudc tiét tring cudi: thudc ciy ghép
dang rin (chat c6 hoat tinh hormon); cac N -
Pansiontie  47,|thudc tiét trung cudi khac: thudc giai| S 1648/11.0| & = |Finnish
37 Bayer Oy 20210 Turku,|phéng trong tir cung (chat cd hoat tinh| O 1 09/201'2 g g Medicines
Filand hormon). 2 ' 3 S |Agency (FIMEA)
* Thude khdng v tring: vién nang cung;
vién nén (chét co hoat tinh hormon).
*Thudc vo tring;
Ebewe Pharma Mondseestrabe :h T;hut(i)fmszlll; Zuitn\f trung: dung dich a INS- ~ L0 Austrian
11, 4866 Unterach| oo o 1€ HEAIRO. . L2 480020- |S S [Medicines  and
42 GmbH Nfg + Thuoc tiét trung cudi: dung dich thuoc| Q N = . .
KG am Attersee, fiam thé tich nho S5 0053-001 | & Q0 Medical Devices
Austria ' L (12/20) |*° < |Agency (AGES)

* Thubc sinh hoc: Thuéc mién dich;
thudc c6 nguodn goc tir nguoi/dong vat.




Damastown Thuéc khdng vo tring: vién nang cimg;| < o =
43 Rottapharm  |Industrial ~ Park, vien nén: thuée bat phé dung dich thuéc, % 3627/201 o g Irish  Medicines
Ltd Mulhuddard, < ’ ' ' 5 2/IM868 | = © Board (IMB)
Dublin 15, Ireland |"°"&" L « =
Ash road,|* Thudc san xudt vd trung: thudc dong UK MIA Medicines  and
Ipsen Wrexham kho. % 3070 Insp g g Healthcare
44 BioPharm industrial Estate, [* Thudc cong nghé sinh hoc. © GMP/IMP| S products
Limited Wrexham, Clwyd,|* Nguyén lidu ban diu cd hoat tinh sinh| 3070/147 | S Regulatory
LL13 9UF, UK  |hoc. 20-0037 Agency
. TTIUOCU VU U UIlE.
ﬁ%i?;g}?ﬁrpharma + T,hué?f san q’“{ét vs“) tring: durAlg dich
_ GmbH & Co. KG thuoc tlgm thé tlch I6n; dong kho; dung
Boehringer Birkendorfer  Str dich th}lf)C tiém thé ticp 16n. e DE_BW_ | o L0 ﬂ
45 Ingelheim 65 88397. + Thuéfz tiét trung cuoi: dung dich thuoc (29 01_GMP_ 8 8 Co _quan tham
Pharma GmbH Biberach  a.d R’ tiém thé tich nho. 5 2012- S 3 quyen Buc
+ Co. KG Baden- " |* Thuoe khong vo trung: vién nang cimg; L 0024 3 N
Wurrttemberg - dang béo_ Aché ,rén (thudc bot, thuoc com,
Germany peIIet)E Vién nen. ’
Xk TL..A sl 1 TLa.. A a LA sl




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

Pot 5 [/(Theo cdng viin s6 3271/QLD-CL ngay 08/03/2013 ciia Cuc Quan ly duwoc)

> z
& A <
A MA 2 S S =
NHA MAY . , R ’ GIAY 4= co QUAN
A - |PIA CHI PHAM VI CHUNG NHAN = - <
CONGBO | - - Z [N T =~ |caAe
- <
5 “ J
Q z
Z
JI. M. H. Thamrin
Blok A3-1|Thudc vién nén va vién bao khéng chuta % PW.0L02 | & < National Agency
PT. Kalbe|Kawasan Industri|khang sinh (khong bao gom thude tranh| @ 331' 08' K S |for Drug and
Farma Tbk. |Delta Silikon|thai, h6c mén sinh duc va chit kim ham| < A B S |Food  Control,
Lippo Cikarang,|t€ bao) o — S8 Indonesia
Bekasi-Indonesia
TTIUOC 5dall Atudt vU rury. urgot oot
chtra khang sinh nhém Cephalosporin va
Borgo san Penicillin.
* J4 ‘A N SN . J4 <
Michele S. 156| . 1u0¢ tiet trung cudi: Dung dich thude| 5 fpgg | = |AIFA  italian
Haupt Pharma tiém thé tich nho. ; I~ C\l .
. Km. 47,600, B R . " .o 10/H/201 | D Medicines
latina S.R.L . _'I* Thuoc khéng vo trung: Vién nang cimg| = = —
04100 ~ Latina) .\ ca penicilling), thuée bot (chia|@ |2 = §  |Agency
(LT), ltalia chua P AT -~

penicillin), vién nén (chua penicillins),
dang bao ché ban ran; thuoc dung ngoai

A 12 A A A A 1




Via

* Thudc san xuat vO trang: Thubc dong

Franco,| , . . . . - -] N < .
Wyeth Lederle|Gorgone  Z.1 - kho Chu;a k_rjang xS|r]h Per]ICIlllrl, dgng m IT/74 é' é' AIFA_ Italian
._|dich thuoc tiém thé tich nho (khang sinh| o 11/H/201 | S = Medicines
S.p-2 95100  Catanialne cillin, chit doc té baolchdt Kim té| 2 2 = & |Agenc
(CT), Italy b0), | © ® e Y
* Thudc khong vo tring: vién nén; vién
Bd. Dunarii nr.54,|bao phim; vién bao duong; vién nang - < National Agency
Comuna cling. = = = |For  Medicine
>C. Arena Voluntari,  Jud.|+ Thudc chira khang sinh beta lactam:| @ 02072011/ %‘ S And Medical
Group S.A A , - RO = x .
lIfov, cod 077910,|vién nang cung. o S S Devices -
Romania + Thudc chira corticosteroid: vién nén, - Romania
vién nang.
A A A LN A 1o N o N Lo
Nobelfarm.a} Sancaklar 81100, Thu\o.c Khong vo trur‘lg_. thu?C 12“g dung| = BG/GMP/ | S § Bulgarian  Drug
Ilac Sanayii ve Duzce - Turke ngoai (dang phun mu); thudc uong dang| Q £012/031 N S Agenc
Ticaret A.S y long (siro va hdn dich ubng) 2 = 3 gency
Acibadem
Atabay ’ a = <
Pharmaceutica Koftuncu  Sokak Thudc khéng vé trung: vién nén chua = Q § Irish  Medicines
I Fine No.L, 34718, aracetamol 9 2011-004 | 5 = Board (IMB)
. Kadikoy, Istanbul,|P ' 2 S =
Chemicals Inc. — Lo

Turkey




* Thuoc vo trung:

1776 North|+ Thudc san xuit vo tring: thuc dong|a N S [Spanish Agency
9 Hospira Inc. | Centennial  Drive, |kho; dung dich thudc tiém thé tich nho; g ES/151H/ | & & |of Drugs and
P " [McPherson, + Thudc tiét tring cudi: dung dich thuéc| 5 12 = &  |Health Products
67460, My tiém thé tich nho. L 3 S |(AEMPS)
* Thube cong nghé sinh hoc.
Canlubang £ . A e A aa | n Australian
Interphil Industrial  Estate, ::ﬁoccgzo.n%i\ég :::g'm\gir_] tr}]lené)’cv]'a%rl % MI-2012- | S g Therapeutic
10 Laboratories |Bo. Pittland,| g g P g . u S CE-00683 8 q Goods
uong; thudc uong dang long, thudc kem;| = N X . .
Inc Cabuyao Laguna thuée md. (Khong chita steroid) &) 3 = > Administration
4025, Philippines | o¢ MY £ o (TGA)
No. 50,
Kgyarambedu * Thube khéng vo tring: vién nang ctng; UK GMP Unlt_eq Kingdom's
Village, N U x o la 31201 ~ . medicines  and
Medopharm vién nen; thuoc bot kho dé pha hon dich| = - -
. Guduvanchery P Insp GMP| o o Healthcare
1 Private Chengalpet uone. 9 31201/34 S S Products
P * J4 . . J4 , 1> (2 (<)
Limited District,  Tamil |aCtTaI::OC sinh hoc: Thuoc chtra beta-| 9094- > -~ Regulatory
Nadu, In-603 203, ' 0005 Agency MHRA
India
JL. TB|, . , . N - la N <« The national
Simatupang No. 8 VIE[\ nang cune khczng p%lal kh.angvs[nAh = PW.01.02 | S S Agency for Drug
12 PT. Merck Pasar Rebo (khdng bao gom thudc ngwra thai; noi tiet| O 331101 | N and Food
Thk .~ "|tb sinh duc khac va cac thudc kim ham té[ L AU B -
Jakarta Timur bao) &) 2.6343 S S Control,
13760, Indonesia o « i Indonesia




JL. TB], ,.. s A R N ~ <« The national
Simatupang No. 8 \{|en baf) va V|enknen kr:ong Phal k_hang = PW.01.02 | S b Agency for Drug
PT. Merck sinh(khdng bao gom thudc ngua thai; ndi| O N N
13 Pasar Rebo| .. ;. . . SR IS 331.10.1 |5 S and Food
Thk . tiet to sinh duc khac va cac thuoc kKim|:=< — ™
Jakarta Timur ham té bao) O 2.6344 = S Control,
13760, Indonesia o @ " |indonesia
JL. TB|, « ... A L e ~ <« The national
Simatupang No. 8 Thquc tiem ‘Akhongﬂr pha‘l khe}r\gA'Sl‘nAh = PW.01.02 | S S Agency for Drug
PT. Merck (khdng bao gom thuodc ngtra thai; noi tict| O N N
14 Pasar Rebol|; . L R S 331.10.1 |5 S and Food
Tbk . to sinh duc khac va cac thuoc kim ham té| = — ™
Jakarta Timur bao) O 2.6345 =S S Control,
13760, Indonesia o @ - Indonesia
éL N TI: % PW.01.02 S = :Ib-\he fnatli;mal
imatupang No. L . £ R e s 01.02 (3 S gency for Drug
15 _Fl’_'tl)'k Merck Pasar Rebo ;l“ilrl]lrl]oc long dung uong khdng phai khang 3 331101 g g and Food
Jakarta Timur O 2.6346 S S Control,
13760, Indonesia o @ -~ Indonesia
Grunenthal GmbH
Zieglerstrabe  6,|*Thudc tiét tring cudi: dung dich thudc| DE_NW_ |« =
16 |Grunenthal 152078  Aachen,tiém thé tich nh. ?D 04 GMP_| S S  |Co quan tham
GmbH North Rhine -|* Thubc khéong vé tring: thudc ding|- 2012_001 % B |quyén Pirc
Westphalia, ngoai dang 16ng; thudc udng dang long. | 7 N >

Germany




* Thubc v trung;
+ Thudc san xuat vO trung: dung dich
thudc tiém thé tich nho;

52 rue Marcel et + Thudc tiét tring cudi: dung dich thubec| = > st French  National
Jacques Gaucher,| ., PO ,g . gd . = HPF/FR/2 | & < Drug and Health
18 CENEXI tiém thé tich nho (chira sulphonamides). | O S =
94120 Fontenay £ . NP , S 00/2012 | < S Products  Safety
Sous Bois. Pha * Thuoc khong vo tring: vién nang ctng;| B S Agency (ANSM)
’ P thudc udng dang long(sulphonamides); - gency
thudc dan; vién nén (chtra
sulphonamides).
TTUOC VU U Ulls.
+ Thubc san xuét vo trong: dung dich
Via Cavalli Difthubc tiém thé tich nho( chua
Esseti Bronzo, No 39-45; cortlcoster0|.d); thuoc  bot  (chua % ~ < AIFA ltalian
. . |80046 San|cephalosporin) ; IT/16- I o .
19 Farmaceutici . PO Z. . |9 = N Medicines
SRL Giorgio Al+ Thuoc ti¢t tring cudi: dung dich thuoc| 5 3/H/2012 § N Agenc
N Cremano tiém thé tich nho. L i e gency
(Napoli), Italy * Thubc khong v tring: vién nang cimg;
thudc ding ngoai dang 1ong; thuc udng
| 12 A A a L2 LALZL
Plot  No.21-21, State
- o inistrati
Alembic | nasel N R y S |or2r2012/ | v, |[Administration of
20 Pharmaceutica Jharmajri, Baddi,|Thuoc khong vo tring: thudc uong dang| O SAUMP/ I 2 Ukraine on
s Limited Distt. Solan, |16ng; vién nén. 3 SMP % B |Medicinal
Himachal Pradesh| E — @  |Products -
173205, INDIA Ukraine
Incepta Dewan Idris Road UK GMP rﬂzgiegnt;ngdogg
o — <
21 Pharmaceutica S?r?bo Rang;;r\zlf Thubc khéng vo tring: vién nang cimg; (ED ?r?slS?BMP § § Healthcare
Is Limited - '|vién nén - b = S Products
Zirabo Plant Dhaka, L 3139/903 1 ™ |Regulatory
Bangladesh 504-0001

Agency MHRA




Pabianickie

* Thudc khong v tring: vién nang ctng;

5, Marsz.  J. a — < .
Zaklady Pilsudskiego  Str,|thuéc dung ngoai dang long; thudc udng = GIF-TW-N é' é' Main .

22 _ \ VN o 4022/180/ | < a Pharmaceutical
Farmaceutycz [95-200 Pabianice,|dang 16ng; thudc bot; vién nén; - 11 E =) Inspector. Poland
ne Polfa S.A |Poland * Thudc thao duoc. L — > P ;

SUTVEy VU, Ol10,
314 Unit I -
Blocks I, 11, 1lI, Portuguese
* A A A triina: viad . . i
Aurobindo I\{, Bachupally TEluocA khong vo Erung. vién r]ang cA’u:n‘g, % Aurobind | = < Natlonz?ll
Village, thuoc uong dang long; dang bao ché ran I I Authority of
23 Pharma . 2 A . |9 o Pharma| ¥ q .
Limited Quthubullapur khac (thuoc bot pha dung dich uong;| Limited 9 S Medicines  and
Mandal,  Rangalpellet); vién nén. L N = |Health Products,
Reddy  District, IP (INFARMED)
Andhra Pradesh,
lndin
* Thude khong vo tring: vién nang ctng;
Nitrianska 100, Vleq nar]g mem;\.thuoc u0.7n g dang lon\g; a — < .
thuoc dung ngoai dang long; dang bao| = — — State Institute for
. 920 27 Hlohovec,| , . . S A o N SK/012V/ | & <
24 Zentiva a.s ché ran khac (vién sui; vién nén phan tan;| © g N Drug Control,
Slovenska let): d b3o ché ban rén: thude dat: -) 2011 © ) Slovak
republi p? et); dang bao ché ban ran; thuoc dat;| g = 3 ova
epublic vién néen
* Thude dugc lidu
. ’ -
sgykjawkurlvse_gzuzro * Thudc khéng vo trung: vién nang cing; % <E\’: g Icelandic
25 Actavis hf. ’ . dang bao ché ran khéc (thudc cbm); vién| @ IS/03/11 |5 q Medicines
Hafnarfjorour, ’ S5 o w A IMA
Iceland nen. L = = gency (IMA)




1T1IUOC VU U ulls.

+ Thudc san xuét vo tring: thudc dong

Kingfisher Drive,|khd; dang bao ché ban rin; dung dich UK MIA United Kingdom's
Covingham, thudc tiém thé tich nho; thube cdy ghép|a 17857 o o |medicines  and
28 Patheon  UK|Swindon, dang ran; thudc san xuat vo trung khac % Insp S Q  |Healthcare
Limited Wiltshire, ~ SN3|(thuéc  bot, thuéc kim & bao,| % GMP/IMP| S S |Products
5BZ, United|Cephalosporin va thiét bi tiém khong kim| % 17857/10 | ™= & |Regulatory
Kingdom tiém). 036-0027 Agency MHRA
+ Thudc tiét tring cudi: dung dich thuoc
414 41,."4.1,. LA 4-1,."4-"44‘ A
Haupt Pharma ThPocAkhoAng‘vo trAung\ chLEa Ifhéng sinh;
Amarea GmbH chat doc té bao/chat kim té bao; hormon N
Haupt Pharma g va cac chat c6 hoat tinh hormon, chat % DE_BY 0| < t 2
Donaustaufer X 1 I , JOR I o Co quan tham
29 Amareg mién dich:: vién nang cung; thudc dung| Q@ 4 GMP_2|< q A,
Strabe 378, 93055 .. \ X x \ -] I~ = quyén Buc
GmbH ngoai dang long; thuoéc udng dang long;| g 012 0091 | >
Regensburg, . I . N £ s o
dang bao ché ran khac; dang bao ché ban
Germany Z Z A
ran; thuoc dan; vién nén.
* A A \ . H H 1
Lotus  Business +];1Luoch:é;m; gé;t vo tring: thudc don UK GMP o~ Ty rﬂzg?c?nlzéngdogr:g
Marksans Park, Off Newlink| " - "¢ San xuat Vo trung. %l 19826 |- =
.|kho; thuoc bot pha tiém. I I Healthcare
30 Pharma Road, Andheri z A ” e A , O Insp GMP| A
. . |* Thuoc khdng v0 trang: vién nang cing;| = o ™~ Products
Limited (W), Mumbai -| .. A . NI 19826/39 (= =
. vién nang mém; dang bao ché ban ran; © — Regulatory
400 053, India A 398-0002
VIENn néen. Agency MHRA
SBloton SA. E/;;é?enrzssi Ll Thudc san xuat vo tring: dung dich o
S Y thuéc tiém thé tich nho. S |GIFIW-N{E 2 [Main
Staroscinska., |Poznanska Str., 05 N . £ N o .
31 02-516 850 Ozarow * Nguyén liéu sinh hoc lam thuoc. O 4022/236/ | S N Pharmaceutical
- * Thubc sinh hoc: thudc cong nghé sinh| ) 12 S S Inspector, Poland
Warsaw Mazowiecki L —
Poland | Poland | hoc




111T0UC VO U uug.
+ Thubc san xuét vo trong: dung dich
thubc tiém thé tich nhé chaa hormon
corticosteroid; thubc bot.

o N <
I r I ) —
39 Bristol-Myers Ic_:(écr:ésgontar_l&([))lezl + Thuoc tiét trung cuoi: dung dich thudc % IT/138- |Q I Italian Medicines
Squibb SR.L |7 (FR), Ita tiém thé tich nho. 3 5/H/2012 |3 S |Agency (AIFA)
g 18 |« Thude khong vo tring: vién nang cimg;| & e <
Vvién nen.
* Thude sinh hoc: thudc ¢éng nghé sinh
L d gA 1.L.A
Plot No 876 NH o ~ .
Marck No 8 Hariyala, % MI-2011- § g ggzr(;ispeutlc
34 Biosciences |Matar Kheda| Thudc tiém vo tring. h CE-099621 F 3 s
: = o S Administration,
Ltd Guajarat 387411, O 3 PN Ny .
i o — o Australia
India
TTIUOCU VU U UIlE.
+ Thubc san xuat vo trong: dung dich
Uni-Pharma thudc tiém thé tich nho.
Kleon  Tsetig|t4th km National|+ Thudc tiét tring cudi: dung dich thude| o - < |National
“>|Road 1, Kato|tiém thé tich nho. = 47348/1-7{ S S  |Organization of
35 Pharmaceutica |, , ... . . z A A A , O N A .
| Laboratories Kifisia Attiki,[* Thuoc khong vo trung: vién nang cing;| = 2011 5 ® Medicines,
SA 14564, Greece  |thudc dung ngoai dang 1ong; thubc udng| ™ ™~ ©  |Greece
dang léng; thudc ran phan liéu khac;
dang bao ché ban rin; thudc dan; vién
yan oo olAs o2 boos 40l
Teva Operations z . A e in . N
o s PO 200, ([ 000 O g el o nE [ v
36 P 80, Mogilska Str. |\ 0¢ 9Und ndoal dang fong, Thuoc uong) & 4455/93g/ | S |pPharmaceutical
Poland Sp. Z dang long; thudoc ran phan licu khac| 5 — g
31-546  Krakow, X Xz ~ . |m 12 S N Inspector, Poland
0.0. (thudce com pha hon dich uong); vién nén. — ©

Poland




Les z A A - , a N o National Agency
. 905 route  de|* Thudc khong vo trung: vién nang cimg;| S S p=| ..
38 ;g:’\?izto“es Saran,  45520|dang bao ché rén, Vién nén (tai ché chit| O 8“;:@/ 1S S ﬁlfea'l\:'ﬁd'c'”ga?erld
. Gidy, France doc té bao) = S 0 y
Industrie = Lo (ANSM)
I\beUIIICU \VVUII\
Singen), Robert-|, IS
Bosch-Strasse 8, Thuof Vovtmng; A 2 e
gema der + Thuoc san xuat vO trung: thuoc dong DE BW
. kho. = — o | = S :
Nycomed Grundrissplane |, z A A s Lo |2 01_GMP_|o o Co quan tham
: ) — - .
4 embH vom 25.07.2011, 'hudc khong vO trung: thuoe dungi S 5504 5| S S |quyénbic
78994 Singen ngoai dang long, thuoéc uong dang long,| 4 3 - S NS
Baden- gen. dang bao ché ban ran, thuc dan, thubc
Wurttemberg, dat am dgo.
| VVTTITTTaT
zfgvc\)laiee GMbH .y Thude khong vo triing: vién nang ctng;
Dr.  Willmar{Willmar-Schwabe- thude ‘3'“”_9 ngoal d ans ;lmig; thl,loc uor}g a DE_BW_ |~ S
Schwabe Strabe 4, gemab dang long; dang bao ché ran khac (thuoe (29 01_GMP_|S & [Co quan thim
42 GmbH & Co.|den mit Schreiben E;rtl)ﬂ:igg rclzgl’ dang pellet vi luong dong S 2012 001 g 8 quyén Puc
s . L N o
KG \\;g:neljzt;?.ZOOQ, *Thudc dugc licu. ! -
Plar?en g 76227 * Thube vi luong d@)ng can.
I/nvlnv.’.hn Dadan
ok Fos T T P v ol
Catalent UK Swi%don1 * Thudc khdng vo tring: Vién nén, vién % 14023 g p=| Healthcare
43 Swindon Wiltshire’ SNS nén dong kho (Zydis) O Insp GMP g g Products
Zydis Limited ' = ¥ Thude sinh hoc: Thude mién dich D 14023/45 | al
8RU, United 24-0012 N N Regulatory
Kingdom Agency MHRA




* Thude vO tring: thude dang gel; thudc

: : ’ . .
. 15 Brodie Halll, o) & tiem: dung dich rira vét thuong:| S |MI-2011- | & S, |Theerapeutic
Pfizer (Perth)(Drive Technology ) z o N N Goods
45 dung dich thudc. & LI-02040- | = N .. .
Pty Ltd Park, Bentley WA ) - P S Q ® Administration -
. * Thuoc khéng vo trung: thudc hit; thuodc| © 3 S d
6102, Australia £ \ : J o N ™ TGA
uong dang long; dung dich thudc.
Vién nén (chtra Penicillins); vién nang .
, \ L x o National
121, Jalan Tunku|ctmg (chua penicillins); vién nang mém,; S N < .
Abdul  Rahman,|thudc uéng dang long; thudc dung ngoai| © & S Pharmaceutical
46 Hovid Berhad ’ \ S e 2 | h 460/12 PN N Control  Bureau,
30010 Ipoh,|dang 16ng; thuoc kem va lotion; thudc| = N N .
. Lo M . Lz .| O 5 Q Ministry of
Perak, Malaysia [md; bot pha hon dich va thude com (chira| T — © .
A Health Malaysia.
penicillins).
* Thudc khéng chaa khéng sinh, PW.01.0 [ S [National
khong bao gdm thudc tranh thai, 2.331.08.| & & |Agency for
JI Jend. \hormon sinh duc, chit kim t& bao:|a 12.4106 | S |Drug and Food
PT. Dexa Bambang  Utoyo|y;a, nang cing; vién nén; vién bao. g @ @ Control of
4T I Medica No.138 * Thubc chira Cephalosporin va din L\U; Republic of
Palembang  -|xy4t bao gdm Carbapenem va dén|2 Indonesia
Indonesia

xuat, khong bao gom beta lactam va
dan xuat khac (Penicillins, Imipenem):




Co s¢ san xuét:|* Thudc khdng vo tring: vién nang Co so|Y Y |Co quan thim
Rottendorf cing; Vién nang mém; thudc bot, san xuét: 8 8 quyén Dtrc
Pharma GmbH  |thudc cOm, pellet (chira hoat chat nguy| o DE NW |3 X
Rottendor | ostenfelder co tiém tang: tamoxifen, Flutamide,|S 05 GM S
48  |Pharma Strabe  51-61,|Clomifen va cic chét tuong tu); vién| 2 P 2012
GmbH 59320 nén (vién sti, vién bao). D o022
Ennigerloh, Co so
Germany. dong goi:
Rnasra No. o
1342/1/2, Hilltop UK GMP United
Industrial Area, 24881 Kingdom's
Jhramajri, N T Insp o 2 |medicines and
50  [USV Limited |Village Bhatoli thuT(ASI(l:u:gmkhong vo trung: vien nen, g GMP § § Healthcare
Kalan,  Baddi, ' D |24881/44|S = |Products
Tehsil Nalagarh, 15033- Regulatory
Himachal 0001 Agency MHRA

Pradesh District




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

Pot 6 [/(Theo cong viin s6 3949/QLD-CL ngay 20/03/2013 ciia Cuc Quan ly duwoc)

> z
&) <
A MA R N -
NHA MAY . , - ’ GIAY 4= co QUAN
STT A - |PIA CHI PHAM VI CHUNG NHAN = - <
CONGBO | ° - - z |oN o |F = |caAe
>~ <
5 “ J
% z
Dhirubhai
. . Ar_nbanl Lifel, Thudc khoéng vo trung: Vién nang UK GMP Unlt_eq Kingdom's
Reliance life[science centre cing: vién nén; Thue ung thur (Vién nén| 2 41432 N L0 medicines  and
) sciences (DALC)  Thane va g,vién na;n Cl,mQ Vien  nén ';J'_.J Insp GMP 8 I Healthcare
private limited|Belapur road o g ne: . S 41432/66 |2 § Products
.|Capecitabine, vién nén Imatinib, vién| G > =
(plant 6) rabale Navi nang cimg Temozolomide) 18812- — S8 Regulatory
Mumbai IN-|"NE CUnE ' 0001 Agency MHRA
400701 India
. * Thubc vO tring: Thudc san xuat vo
Schering - N
Plough tring:
- Thudc dong kho;
(Ireland) . ) 2 A 2, . -] — < N £
Company T/A Brinny, -Dung dich thuoc tiém the tich nho; I p= p= B Y te Ireland
3 Scherin “|Innishannon,  Co.[* Thudc tit tring cudi; o 2011-074 | < S (Irish  Medicines
Ploudh g Cork, Ireland - Dung dich thudc tiém thé tich nho. (ED s S [Board)
ug * Thubc sinh hoc: cac thubc cdng nghé
(Brinny) .
sinh hoc
Company




Hameln
Pharmaceuticals

1T1IUOC VU U ulls.
+ Thudc san xuét vo trang:
- Dung dich thudc tiém thé tich 16m;
- Dung dich thudc tiém thé tich nho;

Hameln Gmbh wis ¢ > DE_NI 0 | = 3 o
Pharmaceutica |Langes Feld 13 fﬁn d lcth o Z. o 2_GMP_2 § § Co Juan cfo) ,tham
lsGmbh (31789 Hameln| | NI RSSO B |012.0004 |5 q o |dencna e

Lower Saxony]”! ung d}ch. Ehuocxtu’em thethCh 16n; dung

Germany dich th’uoc_tlem the thh, nho:~ . .

* Thuoc sinh hoc:Thuoc mién dich (Vac
: Pt A4 Lo

Zone Industrielle|* Thuéc khong vo tring: dang bao ché| o - < [French  Health
Unither le Malcourle|ran; thudc dan (héc mdn va cac hoat chat E_.J HPF/FRIL| & 8 Products ~ Safety
Industries 03800 GANNAT,|c6 hoat tinh hoc mon); vién nén S 31/2011 | X Agency

France * Thude duoc lidu O N S |(AFSSAPS)

Frankland Road UK MIA Un:;_eq Klngdomg
Catalent UK|Blagrove Swindon|* Thudc khdng vo tring: Vién nén, vién a 14023 g g an:aIItCr:cr:]:rse an
Swindon Wiltshire SN5|nén dong khd (Zydis) %' Insp GMP| & S Products
Zydis Limited |8RU United|* Thuoc sinh hoc: Thudc mién dich o 14023/45 é g Regulatory

Kingdom 74-0012 Agency MHRA

Via Complutense, 5 - < Spanish  Agency
Frosst lberica,|140, Alcala de|Thudc khdng vé tring: Vién nén, vién 'r-J'_.J ES/014HI/ 8 8 of Drugs and
S.A Henares  28805|bao = 11 Q0 N Health  Products

(Madrid) - Spain O N N |(AEMPS)




1T1IUOC VU U ulls.
+ Thuoc san xuat vo trung: Thuoc dong

\F/:rtttfrun Pharma-l, 16 (hoc mdn va cic chit c6 hoat tinh
Vetter Pharmal < 9und hoc mén); thudc tiém thé tich nhé (hoc| o DE_BW_ |« o
: Schutzenstr. 87 . U, , . 0 b — 2
8 Fertigung und 99-101 |mOn va chat c6 hoat tinh hoc mon) O 01_GMP_| & g Co quan tham
GmbH & Co.|oo '+ Thudc tiét trung cubi: = 2012 005 | & & |quyén Duc
KG Ravenshur - Thudc tiém thé tich nhé (héc mdn va| @ 4 e ©
German 9 chat c¢6 hoat tinh hoc mon)
y * Thudc sinh hoc:
OCLA wlaBenn 40 LA alaBann 430 lanan A
* Thudc khéng vd trung: Vién nang
40 Boulevard de|cung; thudc udng dang long; dang bao 5 ~ L0 French National
9 Patheon Champaret 38300|ché ran; thuoc phun mu; vién nén (chiral Y HPFIFR/L| S S |Drug and Health
France Bourgoin Jallieu,|héc mon) S 83/2012 g @  |Products Safety
france * Thudc sinh hoc: Vién nang ctng chua| © = < |Agency (ANSM)
bao tir vi khuan.
San pham thudc bot pha tiém Bitazid :h:ﬁ o
(Ceftazidime for Injection 19) nhéng N 8
+ (Co sé& san xuit: Hikma Farmaceutica GMP: 2.2
Sanavita Lohstrasse 2, D-|(Portugal, S.A. - Estrada do Rio da Mo n. % DE NW ) § = g Co aquan  thim
10 _[59368  Werne,|8, 8A, 8B - Fervenca, 2705-906|O - & s &S ,qua
Pharmaceutica - 01 GMP_[ © © &|so quyén Duc
Germany Terrugem SNT - Portugal) o " | >= Qs
Is GmbH \ z \ . 2012 000 | § o &
+ Co s& xuat xuong: Sanavita 1 Z S
. ’ <
Pharmaceuticals GmbH ) Giky CPP: )
24 QAL N1 Z
1 1Ig00C P\IIUIIg CIlIdd I\Ilallg SITITT, - CIIdl
tranh thai, hormon sinh duc va chat kim
té bao: vién nang cimg; vién nén; vién
Co so 1. JL ’ ' .
. bao. = N A National Agency
. = = =
u  |PT Sanbe Ic?icri:::il Ban dulnlg’-* Thubc khang sinh (khong bao gom|® Pg\gvl.OlldOf & & |For Drug and
Farrma g 9 |khang sinh beta lactam khéc va céc din| 2 AR = S |Food  Control,
Indonesia. AN AP 2.6172 S S :
xuat): Vién nang cuang; Vién nén; vién|a — — Indonesia

bao; thudc udng dang long.
* Thubc ubng khdng chira khang sinh

A 1 B 1o 1. 1 1.




1I1goc Clua  PorioriiT  vd ddll - AUdl
(khdng bao gom cac khang sinh
betalactam khac va dan xuat): vién nén;

(nguwiZ(;jahz. NJ;: vién nang cimg; vién bao; hon dich khd
12 162 Cimindi uong; ‘Ehuéc bot vo trung ph_a ‘[iézrn.~ ,
Cimahi, bandung I TEIU(A)C chL’ra‘Cephallospo_rln va dan xuat
Indones’ia. (khéng ba9 gén} kha_ng sinh beta Iactgm
khac va dan xuat): vién nang cung; vién
bao; hdn dich khd udng; thudc bot vo
+ ‘1 uuu‘C Vt; ALI UIITH [\ I’\UIIU Cli]lfd NI ICfflg SITIT
Co s5 3 g |Khong bao gf‘)m\ chég trfénh thai, hormorj
Industri Cimareme sinh duc; ’ché't Kim té bao): thuoc bot vo
No. 8, Kompleks trung; :[huéc tiém. ‘
13 n d.ust;i * Thuoc kr,\éng\sin~h (khc?ng baorgﬁm bet?
Cimareme, Iaf:tam khaf:A va dén, xuat): .tAhuécAbéf vO
Padalarang trun’g p_rla tlem;‘thu()c pha_Elem vO ’trung;
Bangdung ’ ) thl:l(A)C Atlem truyén;’ thuoc tiém; thli(A)C ‘nh(")
Indonesia. mét’vo trung; thuéc md tra mat vo trung;
4l A LA 4o At
Poligono .
Industrial de o N . . NS = = Spanish  Agency
14 Biomendi. S.a |Bernedo s/n Thuéc tigt trung cuoi: dung dich thudc (29 ES/042HI 8 8 of Drugs and
’ Bernedo’ Olllé tiém thé tich lon. a /11 S & Health  Products
(Alava), Spain m ® (AEMPS)
Agila N Lo . . .
Specialties Opp I, Thquc VovtrungA’: o L UK GMP Unlt_ec! Kingdom's
Private Bilekahalli + Thuoc san xuat VO t_rEmg: t}luf)C dong| o 39861 ~ < medicines  and
15 Limited ] Bannerghat’ta kho; QUng dich Ehuéc tiém thé tich nho; (ED Insp GMP 8 8 Healthcare
Sterile Road, Bangalore bom tlém fi()ng\sén thqc?c. ‘ ’ -] 39861/34 8 § Products
Products IN-5éOO76 India [+ Thu6§ tiét tring cudi: dung dich thude| 57482- — — Regulatory
' tiém theé tich nho. 0001 Agency MHRA

Division




No.

Agila 152/6&154/16  |* Thudc v6 trung: UK GMP United Kingdom's
Specialties i L L, A s L oAl 39861 o < medicines  and
. Doresanipalya, + Thu6c san xuét vo trung: Thude ciy|s pm =
Private ) . \ P LA A Insp GMP| & g Healthcare
16 . Bilekahalli, ghép dang ran; thudc bot pha tiém. o = =
Limited - Beta| g erghatta * Thubc khdng vé tring: vién nang cimg;| 7 39861/34 | & S |Products
lactam g . uoe g g gcime, 57513- | —  [Regulatory
. Road, Bangalore,|vién nén.
Division In-560076. India 0001 Agency MHRA
No. 152/6,
. 154/11&154/16 Lo UK GMP United Kingdom's
Agila . * Thuoc vo trung: -
i Doresanipalya, I LT SR ot 39861 N < medicines  and
Specialties . . + Thudc san xuat VO trung: thuoc bot khof = P p=|
17 Private Bilekahalli, Begur oha tiém 0 Insp GMP & & Healthcare
- Hobli, L bAoA .15 39861/34 | Q I Products
Limited - *Thuoc khong vo trung: vién nang cung;| 3 N
Cepha Block Bannerghatta dang bao ché rin khéc; vién nén S7951- Regulatory
Road, Bangalore,| ’ 0001 Agency MHRA
In-560076, India
Krs Gardens, UK GMP United Kingdom's
Strides Suragajkkanahalli, a 20003 ~ < medicines  and
18 Arcolab Kasaba hobli,|* Thudc khdng vé tring: vién nang cing; (29 Inso GMP § I Healthcare
Limited Anekal Taluk,|vién nang mém; vién nén; thudc goi. - 20503/12 O % Products
Bangalore South, L 922.0004 ® —  |Regulatory
In 562 106, India Agency MHRA
Poligno Industrial|* Thudc vo trung: The Ministry of
Llevant, Can|+ Thubc san xuat vo tring: thubc tiém| o 5, |Health of
19 [nstituto Guasch, 2, 08150|dung dich thé tich nho; thude dong kho. ?D NCF/1204| S |Goverrnment of
Grifols, S.A |Parets del Valles,|+ Thubc tiét tring cudi: thudc tiém dung| 5 J001/CAT g § Catalonia,
(Barcelona) dich thé tich nho. L — . Barcelona -
SPAIN * Thudc sinh hoc: ché pham tir mau. SPAIN




Lindopharm

£ A A N A , | a DE_NW_ N Lo
Lindopharm GmbH T.hAuOC !(hong \ﬁo trurlg. V|ep ne}ng cunfg’ = 03_GMP_ é' é' Co quan thim
20 GmbH Neustrabe 82,|vién nen; thuoc khdng vO trung khac|Q 2012 002 |3 S avén Dirc
40721 Hilden,|(thubc bot, thude cbm). > A S
Germany
T, \VATALLLLLCY
Schwabe GmbH
. & Co. KG Thudc khong vé tring: vién nang ctng;
Dr.  Willmar|Willmar S R - \ o la ~ >
thuoc dung ngoai dang long; thudc uong| S DE BV 0|4 o 2
Schwabe Schwabe - Strabe . . 2L . £ o N Co quan tham
21 .-|dang 1ong; dang bao ché ran khac (thuoc| @ 1 GMP_2| X S N
GmbH & Co.|4, gemab den mit|, g i , S = N quyén Duc
KG Schreiben  vom bot, thuoc com, globuli (pellet chira hoat| 012 0017 | & S
Ay - h\ = N\, <A . —
22.7.2000, chat vi lugng dong can)); vién nén.
vorgelegten
Dlanan 7090907
a [ L e 100 ¥ i i g i ‘"
o |km 24, 730 -[[Chv@ LEPNAIOSPOMIN), dang BAO he rAN S ippg,  1Q = |italian Medicines
22 Farmaceutici ._|khac ( thuodc bot, thuéc com chura beta| @ S N
00040 Pomezia NN . |5 2/H/2012 | = s Agency AIFA
SP.A (RM), Ital lactam, cephalosporin); vién nén (chtra| g S N
 ay Cephalosporin). «©
* A A A \ . A A .
. |Estermannstrabe Thuqoc khong v6 trung: thudc uong % INS- ~ L0 Aust.rlz.;m
Fresenius Kabi . _ |dang long. I~ I~ Medicines  and
23 : 17 - 4020 Linz, ; I £ . o 480019- | g : .
Austria GmbH Austria * San xuat cac chat khac: lactulose;| =5 0011-011 S - Medical Devices
hydroxyethylstarch; sinistrin. L — = Agency (AGES)




R.P. Scherer

Thudc khong vo tring: vién nang mém;| o DE_BW_ |« <
R.P.  Scherer|Gammelsbacher L2 : so A | S P = z
thudc uong dang long; dang bao ché ran 01_GMP_| & I Co quan tham
24 GmbH & Co.[Str. 2, 69412| . 3 X A |9 S s A T
khac (vién nang dat tryc trang va amf- 2012 004 | L S quyén Duc
KG Eberbach, 0 N d
dao). 7 N 2
Germany :
Unit 1X, Plot. No
L1309, S-103, - <
o —
. M61, M62, M63 |1y 5¢ tiét tring cudi: dung dich thude|= DK  V|& § Danish Medicines
25 |CiplaLtd —\Verna Industriall i ¢ ich nho S loooz7011|S S |Agenc
Estate 403722 ' 2 S S gency
Salcette, Goa, N
India
J-168 M.L.D.C,, .
Samrudh Tarapur, _ Boisar, Thubc san xuit vo tring: thudc ciy ghép| < = S l:::lonal M’:‘g;?ﬁg
26 Pharmaceutica |Distric  Thane 'Vau dan Xurén chﬁg. Eﬁén ygsinﬁ (29 025/2011/ | & &  |and Medical
Is Pyt Ltd. -1401 506, cephalos gorin ’ > RO g g Devices -
Unit 111 Maharashtra | cephatosporin. L Q — :
) Romania
India
* Thube vo trung;
Plot No.9, 10&15,| "1y \éc san xuét v6 tring: dung dich UK GMP o ,
Indore Special| , . .. 2., \ United Kingdom's
. thuoc tiém thé tich nho. 14694. .
Economic  Zone, ST £ . : |la — < Medicines  and
Phase I + Thuoc ti¢t trung cudi: dung dich thuoc| = Insp g p= Healthcare
27  |Cipla Ltd : __'[tiém thé tich 16n. 0 GMP: o Y
Pithampur, Distric £ R T , -] = ™~ products
Dhar Madhva * Thuoc khong vo trung: vién nang cing;| 14694/26 S S Reaulator
Pradésh In-4g4 thudc udng dang 10ng; dang bao ché rin 35778- A gnc MyHRA
e khac; thudc phun md; vién nén: thube xit 0001 gency

mui.




167 Mahatma UK GMP Medicines  and
Alkem Gandhi Udvo a 19564. ~ 3 Healthcare
_ YO\ huéc khong vé triing: vién nang cimg:| = Insp GMP| S &  |products
28 Laboratories |Nagar, Dhabel,| .." ", LA X 1 £ Q o S
Ltd Daman. In  396|Vih néN: thuoc bot pha hon dich uong. |5 19564/ S = Regulatory
210 - Ir,ldia L 12366- | S |Agency (MHRA),
0008 UK
TTUOC VU U Ulls.
+ Thudc san xuét vo tring: thudc déng
Istituto kho (khang sinh penicillin, hormon va
Biochimico Via Fossianano 2 |cac chét c6 hoat tinh hormon khéng bao| o N <
29 Italiano 04011 g Aprilia gdm hormon corticosteroid hodc hormon % IT/104- [Q N Italian Medicines
Giovanni (LT). Ital P8 sinh duc); dung dich thubc tiém thé tich| 5 3/H/2012 | S |Agency (AIFA)
Lorenzini 1y nhé (chira hormon va cac chit c6 hoat| » <
SP.A tinh hormon khéng bao gom hormon
corticosteroid hoac hormon sinh duc);
| TSN N0 T 4 il fasllia
TTIUOCU VU U UIlE.
+ Thubc san xuat vo trong: dung dich
thudc tiém thé tich 16n; dang bao ché béan National
- <o . A =A AR 47 2. <t
L abesfal _|£ona Industrla.l do ran,A’ du?g dl?h thuoc V’tlem ﬂ}e tlf:h nhf” % Fo10/S1/ | = Authority of
. Lagedo, Santiago|thuoc cay ghép dang ran; thuoc bot (chira I N -
30 Laboratorios . . O H/AF/001 | S F Medicines  and
. de Besteiros, 3465]{cephalosporin, beta lactam). S S o
Almiro, S.A X in g <. . < o /2010 = N Health Products,
157, Portugal + Thuoc tiét trung cudi: dung dich thuoc N — LP. Portugal
tiém thé tich 16n; dang bao ché béan ran; o g
dung dich thudc tiém thé tich nho.
* ThoAallA A 4 A
N
Z “ N . e C A N 4. | O- — o
Fresenius Kabi Rapsgatan 7, Thuoe vo trugg. .t}l uoe ;tle‘:,t tru’ng cuol = 24:2011/5| & § Medical Products
31 Uppsala, 75174,|dung dich thuoc tiém thé tich 16n; dung| @ 5 A
AB . S 2 . \ - 52108 N © Agency, Sweden
Sweden dich thuoc tiém thé tich nho. 0 S S
—




Fresenius Kabi|Freseniusstrabe 1,[* Thudc tiét trung cudi: dung dich thube| S [R)IED A = = Co ouan  thim
32  |Deutschland [61169 Friedberg,|tiém thé tich 16n; dung dich thudc tiém| O S S ,qua
2, \ - 111-B- ~ = quyén bt
GmbH Germany the tich nho. 0 910-4-0 | ® S
sanofi 30-36. avenue a N French Health
. Gustave  Eiffel,|Xatral Lp (Xatral XL 10mg prolonged- = 12/12/052 8 < Products  Safety
33 Winthrop O S S
Industrie 37100 Tours, |release tablet S 0 N =4 Agency
France L S (AFSSAPS)
Sanofi g?],oisyml;tje Ba(ljlce = S French — Health
’ E o
34 Winthrop 60205 Vién nén bao phim Orelox 100mg Q 52/12/051 % %E ng(]):nuci:s Safety
Industrie Compiegne, 2 N
France N (AFSSAPS)
1-3 Allee de la a N French Health
Unither Liquid|Neste, Zi D'en|_., . = 12/12/052 | & <«  |Products Safety
] o Ry )
3 Manufacturing [Sigal, 31770 Siro Depakine 57,64 mg/ml S5 1 g =z Agency
Colomiers, France L S (AFSSAPS)




*Thudc vo tring;
- Thuoc san xuat vo trung: Thudc dong
kho chira chit doc té bao Thudc tiém thé

. , 5 , A, 4a . oA 1 a o [QV] o)
Actavis  Italy Via Passteur, .10 tich n}io Chu ‘ C?at d(‘)c;t.e bio £ e |2 IT/251- é' é' Italian Medicines
37 Spa 20014  Nerviano|- Thuoc tiét trung cudi: Thuoc tiém thél @ o/H/2012 | 5 = Agency AIFA
P (M1) ltalia tich nho chira chat doc té bao, héc mon| ) S < gency
sinh duc.
* Thudc khéng vo tring: Thudc udng
dang 16ng chtra hd¢c mén sinh duc
1TTTUOC VU U Ullg.
-Thudc san xuit vo trang: Dung dich
thudc tiém thé tich 16n; dung dich thudc State
N X o, 5 o
Joint  Stock|74, Frunze Str., tiem ihe t.lACh n‘ho' £ . = 022/2012/ | & = Administration of
. -Thudce tiét trung cudi: Dung dich thuoc| O o I .
38 Company Kyiv, 04080,1,. . 2 , ] L oea | D SAUMP/ | N Ukraine on
. tiém thé tich 16n; dung dich thuoc tiém| = i~ o ..
FARMAK Ukraine IO \ S) GMP o) d Medicinal
thé tich nho. o < Products
*Thubc khdng vo tring: Vién nang cing;
thudc udng dang 1ong; thube ding ngoai
A 12 i LORT N N W Awd. o4
. . State
. o =
ABDI Sanayl Mahalles! Thudc khong vo tring: Vién nang ctng;| = 001/2012/ | = b Administration of
IBRAHIM llac|{Tunc Caddesi|, : . S - O I~ N :
39 . thudc uong dang long; thudc dung ngoai| SAUMP/ | B Ukraine on
Sanayi ve[No.3, Esenvurt/ \ N 2 ST R = N -
. dang long; vién nén; thuoc dang ban ran. | O GMP Ay S Medicinal
Ticaret A.S Istanbul, Turkey o < —
Products
TIITUOU VU UUITE
- Thudc pha ché vé tring: Dung dich
Zone industrielle :?;rzi;éeg;}fhgmh 16n; dung dich thuoe < Agence francaise
29, route eS| ‘5o et tring cud: Dung dich thude| = |HPF/FR/L| S s |® securite
40 Pfizer PGM  [industries, 37530f.., uoc; ¢ ,g cuol: L7 g 'C; noe o 8 q sanitaire des
. tiém the tich 16n; dung dich thudc tiém| 5 58/2011 |= S .
Poce sur Cisse, thé tich nho 0 3 S produits de sante
France . (AFSSAPS)

* Thude khong vo tring: thude vién nang
cing; dang bao ché ran; vién nén (chua

Lot LAs L 1L s slol L2 AN




*Thudc vo tring;
- Thuoc san xuat vd trung: Dung dich
thubc tiém thé tich nho.

French National

14 7 , N
52 rue Marcel et) Thuoc tiét trung cudi: dung dich thudc % S 3 Agency for
. Jacques Gaucher| ., ., \ , : HPF/FR/2| & I~ .
41 Cenexi tiém thé tich nho (chtra sulfonamides) o 5 = Medicines  and
94120 Fontenay £ A A e ia S 00/2012 | o
sous Bois. Erance *Thudc khdéng vO trung: vién nang|g — S Health  Products
’ cimg;thudc udng dang long (chua - Safety (ANSM)
sulfonamides); thudc dat; vién nén (chua
sulfonamides).
Desa
Sanggranhan, .
Kecggrogol . 2 % PW.01.02 %' § National Agency
. ] A A 9 A ’ e o . .
42 PT. Konimex |Kab.Sukoharjo, T_huoc udng dang long khong chira khang| & 331111 |§ 3 for Drug ~ and
sinh. 4 N N Food Control -
Surakarta, Jawa O 2.6700 5 5 )
Tengah ) = — — Indonesia
Indonesia
11, Dewan, Udyog - .
. I a = < National Agency
Bliss — GVS|Nagar, — Aliyall, o = 024/2011/| & S |for Medicines and
43 Pharma Ltd. -[Palghar, Thuoc khong vo trung: vién dat O RO S S Medical Devices
Unit II Maharashtra, 401 2 S = )
404 India ~ —  |Romania
A-28/1 MIDC|Thudc khdng vo tring: vién nang ctng;| o .
Industrial Area|vién nén; vién nén bao tan trong rudt; (29 MI-2011- g g 'cl;r(l)zr;lspeutuc
45 Lupin Ltd. Chikalthana vién nén bao phim; vién nén giai phong| ; CE-044261 & S o
PO PR 2| L Q ® Administration -
Aurangabad thay doi; vién nang giai phong thay doi;| O 3 = S Australia
431210, India thudc dang long. o




*Thudc vo tring:
- Thubc san xuit vO tring: dung dich

Boulevard Rene| ., . .. Y S N 4 < Federal Agency
Branquart 80, thude flen.lAthe EICh l(m thude do.ng kho; = BE/2011/ | & é' for Medicines and
46 Baxter SA . - Thuoc tiét trung cuodi: dung dich thuodc| © = a
Lessines, B-7860,|.. . I . . Lo | S 040 N S Health Product of
. tiém thé tich 1on; dung dich thuoc tiém| 5 S N, .
Belgium thé tich nhé = Lo Belgium
* Thudc sinh hoc: ché phém mién dich.
Unique a Australian
Pharmaceutica Iznlfl;sztlr?al (/ilr[;: % MI-2011- g g Therapeutic
47 |l Labs (Div of|5 a0, 116 Thubc khong vo tring: thube vién nén | CE-00010{§ S |Goods
JB Chemicals | - o i ) 3 . S [Administration
Pharm) Jarat a (TGA)
unique . |Plot No.4, Phase
Pharmaceutica I GLD.C o N o State
| Labs (Div of Inéustrial Iésltat.e Thude vO tring: Thudc tiét trung cudi: % 041/2012/ | = § Administration of
48 B Chemicals| ..~ .~ 2o,|DuUNg dich thudc tiém thé tich 16n; dung| SAUMP/ | =  |Ukraine on
& 0 g’ ' Dieg|dich thude tiém thé tich nho (donglo).  [O [GMP | S |Medicinal
Pharmaceutica ’ . ' o - Products
Bharuch, India
Is Ltd)
Verna Industrial
Estate, 403722 a = <
50 |ciola Ltd Salcette, Goa,|Thudc vO trang: Thudc tiét tring cudi: (ED DK  H|& S  |Danish Medicines
P India (Unit V, Plot|dung dich thudc tiém thé tich nho. -5 00015411 | & S |Agency
No. S103-S105 va = S S

S108-S110




Plot No. 9, 10, 15

1T1HUOC VU U Uullg.

-Thudc san xuat vo trong: dung dich

Indore  Special|thudc tiém thé tich nho. (Ghi chd: khong UK GMP United Kingdom's
Economic  Zone,|dat dbi véi thubc tiem duoc déng sin|a 14694 - < medicines  and

51 Cipla Ltd. Phase I, trong,bom tiém). , , % Insp GMP g g Healthcare
Pithampur District|-Thuoc tiét tring cuoi: dung dich thudc| 5 14694/26 | = ~ Products
Dhar,  Madhyaltiém thé tich l6n. L 35778- | ® = |Regulatory
Pradesh, In-|*Thudc khong vo trung: thudc vién nang 0001 Agency MHRA
454775, India cimg; thudc udng dang long; dang bao

LA S, 4., A 1. A ia 4laaa A

Unit 1 Plot No. L- UK GMP United Kingdom's
139 S-103, M-62,|* Thudc v trung: a 14694 N S, |medicines  and

c, |Cipla Ltd.|Verna  Industrial| Dung dich Nebulising o % Insp GMP| S &  |Healthcare

(Unit 1) Estate, Verna,|* Thuoc khong vo trung: thuoc udng| - 14694/14 | = § Products

Goa, In-403 722,|dang 16ng; thude xit miii. L 64731- | =  [Regulatory
India 0006 Agency MHRA
Unit 1V, Plot No. UK GMP United Kingdom's
L-139 S-103, M- a 14694 ~ 3 medicines  and

53 Cipla Ltd.|62, Verna|Thube khong vo trpng: Vién nang cung; (29 Insp GMP § 8 Healthcare

(Unit 1V) Industrial Estate,|vién nén; bot kho d¢€ hit; vién nén sui bot. | 5 14694/10 | = 3 Products
Verna, Goa, In- L 71930- | < |Regulatory
403 722, India 0006 Agency MHRA
A-33 and A-42
MIDC, — < Therapeutic
. I Patalganga *Thudc khong vo triung: vién nén. % MI-2010- | = S Goodsp

55 Cipla Limited | . ° - a2 , Q CE-012944{ & q o
District  Raigad,|*Nguyén liéu: tong hop hoa hoc. -] 3 g L& Administration,
Maharashtra, In- L @ o Australia

410 220, India




Unit IX, Plot No.

L139, S-103, M- - <
- - . , L \—|
. 61, M-62, M 63'. Thuoc vé trung: Thudc tiét trung cudi: = DK V| & é' Danish Medicines
56 Cipla Ltd Verna Industrial ) OO 2., \ o B ~
Estate 403722 dung dich thuoc tiém thé tich nho. a 00017011 g S Agency
H H @
Salcette,  Goa, -
India
Agency for
’ - .
Krka,. tovarna Smarjeska cesta 6,|Thuoc khdng vé trung: vién nang cung; % S = Medicinal
zdravil, d.d., Ao £ . A s . 450- N I Products and
57 Novo mesto,|vién neén; thuoc khdng vO trung khac|Q = q . .
Novo mesto, 8501, Slovenia  |(thude cém: pellet) S 30/2011-5| o © Medical Devices
Slovenia ’ > petiet). L S ©  |of the Republic of
Slovenia
* Thudc vO tring: thubc san xudt vo
Octapharma trung: QUng dlfh ﬂ}uoc Elem the :“Ch IU?; a INS- o~ < Austrian
. _|Oberlaaerstrabe  |dung dich thuoc tiém the tich nho.; thudc| S — — ..
Pharmazeutika : A . 480018- (& I Medicines &
58 ] 235, 1100 Wien,|dong kho. O a a . .
Produktions Austria * Thube sinh hoc: ché pham tir méu S 0025-001 (& < Medical Devices
. o : ' L & S
GmbH * Thuoc khac: san xuat nguyén liéu sinh (20/20) Agency (AGES)
hoc.
Thude khong vé tring: vién nang ctng;
C/ Maximo thu,oc uong dang l\ong (P a0 som ca thl}oc a N 7o) Spanish  Agency
i chita hormon va chat c6 hoat tinhfs i —
59 Faes  Farma,|Aguirre, 14, hormon): dang bao ché rén khac (thude| O ES/143HI | & S of Drugs ang
S.A Lejona  48940| = “4N8 AR ot = /12 S % |Health Products
com, Vién nen bao phim c6 duong); vién| g S S

(Vizcaya), Spain

nén (hormon va chat c6 hoat tinh
hormon); vién bao.

(AEMPS)




Agency for

Ulica Rada a ~ < Medicinal
50 Krka,  d.d.|Pusenjaka 10,|Thube khdng vo trung: dang bao ché rin % 450- § S |Products and
Novo mesto  [Ljutomer, 9240,|khac; vién nén (chira Suphonamide). S 1/2012-2 | < Medical Devices
Slovenia L - S |of the Republic of
Slovenia
* Thube vé trung:
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16m; thudc déng kho;| o o~ <
, - —
Octapharma | 6rSVagen 40,1 4 o dich thube tiém thé tich nho. = |24:20125|8 S |Medical Products
61 Stockholm, T Z. ) |9 3 Y
AB + Thuoc ti¢t trung cuodi: dung dich thuoc| 5 07181 9 N Agency, Sweden
11275, Swenden | . 1 thé tich nho w S S
* Thudc sinh hoc: ché phdm tr mau:
huyét twong va yéu t6 VIIL
* Thudc vo trung: National Institute
. + Thudc san xuat vo tring: dung dich o o |for Quality and
Egis 1Bfg enyff)ldl 12?’ thudc tiém thé tich nho. = OGYI/34 |3 S  |Organization
63 |Pharmaceuticaln o {1 |F Thudc tiét tring cudi: dung dich thube| O 018- 3 >  |Development in
Is PLC Hun gr ’ '|tiém thé tich nho. 2 92012 | S |Healthcare and
gary * Thude sinh hoc: thudc ¢éng nghé sinh - ' |Medicines,
hoc Biosimilar. Hungary
*Thudc khéng vo tring: thube ding :)?tlogignlgf t'gj:g
A a . £ J "L ~
Egis Matyas kiraly u, ngoal d‘ang l?ng’ thucfc uong dang long" % OGYI/34 |8 9 Organization
. dang bao ché dang ran; thuoéc phun mu N o .
64 Pharmaceutica |65., Kormend, ) ) . X L 1ae e o 018- F N Development in
(chura khang sinh) va thuoc bét hit; dang| 5 \—| )
IsPLC 9900, Hungary . L ors 2 £ RN I 10/2012 | § JF Healthcare  and
bao ché ban ran; thudc dan; vién nén —

(chat doc té bao/chat kim té bao).

Medicines,
Hungary




S.R. 148 Pontina
KM 52, SNC -

Campoverde  Di|* Thuéc khong vo trang: thube ding|S IT/218- g § talian Medicines

66  |Abbot S.R.L |Aprilia (loc|ngoai dang l6ng; thudc udng dang long;| O 38/H/201 | S |Agency AIFA

Aprilia) - 04011|thudc cdm; vién nén. = 2 S 3 gency
Apprilia (LT),
Italia
2, Michael[San xudt thudc chta khéng sinh
Medochemie [Erakleous Street,|cephalosporin. a ~ < Pharmaceutical
Ltd (Factory C|Agios Athanassios|* Thudc san xut vo tring: thudc bot pha| = MEDO04/2 | S : -

68 . . C A A o N N Services Ministry
Cephalosporin |Industrial ~ Area,|{dung dich tiém truyén. S 012/001 |9 g of Health. Cvrus
es) Limassol,  4101,|* Thudc khdng vé tring: vién nang cing;| - » — el

Cyprus. Vién nén.
Meditop 2097 * Thude khong vo trang: thude bot; thude| S OGYI/14 g‘ g National Institute

69 Pharmaceutica |Pilisborosjeno, cdm; vién nén; vién nén bao phim va bao| @ 486- N N of Pharmacy,
| Ltd Ady u.1., Hungary |dudng; vién nang. 2 22011 |3 S [Hungary
gil(J)g/II::\Z’:Ina * Thube vé trung; <«

Manufacturin Tancsics M.ut|+ Thudc san xuit vO trang: dung dich| S OGYI/34 g <E\’: National Institute

0 g Tra ding 82/A,  Godollo,|thudc tiém thé tich 16n; thuc dong kho;| © 824- S S |of Pharmacy,
Limited 912100, Hungary  |dung dich thudc tiém thé tich nho. 2 52011 | é‘ Hungary

Company

* Thuoc sinh hoc: ché pham tir mau.




* Thudc san xuét vO trung: dung dich

. Via Padre G.|, : .. 2, \ o ~ <
71 Ezrrrrlaceutici Semeria, 5 - ihl%?lflgcei]htélr? tl\jg tr;E(r)l : Vién nang ctng; % /57 § § ltalian Medicines
16100  Genoval| . 0¢ <NONG VO IUNG: VIEN Nang cume;) 5+ 19 1y5012 | = 5 |Agency (AIFA)
S.P.A thuéc uong dang 1éng; thudc com; Vvién| g ) B
(GE), Italy .
nén.
* Thudc tiét tring cudi: dung dich thubc
tiém thé tich nho.
. . P X ~ ~ < . - A , [al _ — <t
N Via Cacciamali, Tpuoc k.hc.)n.g \{0 truAng. \:len nang C}I’l’lg = IT/314 § = ltalian Medicines
72 MitimS.R.L |34 - 38-25125|(chira penicillin); thuoc uong dang long;| @ 14/H/201 |2 N Agency (AIFA)
Brescia (BS), Italy |dang bao ché rén khéc (thudc bot, thude| ) 1 S S gency
cdm chua penicillin); dang bao ché béan
ran; vién nén (chtra penicillin).
* Thude khong vo tring: vién nang ctng;
Recordati thudc ding ngodi dang long (hormon .
- . TRT _ . - . J4 A 5 o <
Ind.us'Frla Via C|V|taI|,.1 cortlcostermd)., thu(.)c l.long dang lon% s IT/247- § = talian Medicines
73 Chimica E(20148 Milano|(hormon corticosteriod); dang bao ché| @ 5/H/2011 | = N Agency (AIFA)
Farmaceutica |(MI), Italy rin khac( thudc bot, thudc cdm,| ) S = gency
S.P.A lozenges); dang bao ché ban ran (hormon
corticosteriod); vién nén.
Ctra. De o~ Ministr of
LDP -|Barcelona, 135-B,|Thudc san xuat v trung: thude bot pha| S = 3 y
. <A ) , . B NCF/1205| & o Health of
74 Laboratorios |08290 Cerdanyola|tiém (chia khang sinh nhom beta| @ q N
S5 /002/CAT |8 = Government  of
Torlan SA Del Valles|lactam). 0 S >

(Barcelona), Spain

Catalonia - Spain




* Thude khéng vo tring: vién nang ctng;
thudc dung ngoai dang 16ng; thudc udng

1 avenue Blaise ong a ~ L0 French National
. dang 16ng; dang bao ché rin khac; dang| = HPF/FR/1| & I Drug and Health
75 Biocodex Pascal, 60000(, : SR © a o
Beauvais. france bao ché ban ran. S 07/2012 g 8 Products  Safety
; * Thubc sinh hoc: Saccharomyces|"“ S @ [Agency (ANSM)
Boulardii yeast.
TTUOC VU U Ulls.
+ Thudc san xuit vO tring: thudc tiém
thé tich nho (thube dong kho).
Ferrer c/. Joan Buscalla,|+ Thudc tiét tring cudi: thudc tiém thé| o - < Ministry of
76 linternacional. |19 08173 Santltich nho. o s NCF/1123| § S |Health of
SA " |Cugat Del Valles|* Thuoc khong v trung: vién nang cing; a /001/CAT g § Government  of
o

(Barcelona), Spain

vién nén; vién nén bao phim; vién nén
giai phong kéo dai; thudc bot udng; thude
uong dang long; thuoc dung ngoai dang

12 A 1.2 LALZ S il AL A

Catalonia - Spain




*Thude khdng vé tring: vién nang cting

21 rue du (bao dm ca thudc chira enicillin); thube| = = S French Health
Pressoir,  28500| 0 8o €a ! PEMICTIN), Thuo¢l = ppprRL | S |Products Safety
78 Sophartex . uong dang long; dang bao cheé ran khac| @ g q
Vernouillet, N , N 43/2011 (o 0 Agency
(bao gom ca thuoc chua penicillin); vién| g =, a
France . X A , o ~ N (AFSSAPS)
nén (bao gom cé thudc chira penicillin).
* Thue v0 tring; itg:sinistration of
108, + Thudc tiét tring cudi: dung dich thude| % ™ 1o )
. n . . A = 053/2012/ | = = Ukraine on
79 Yuria-Pharm, |Verbovetskogo tiém thé tich 16n; dung dich thudc tiém| O SAUMP/ I I Medicinal
Ltd Str,  Cherkassy,|thé tich nho. 0 e o
. . . . . . O GMP = N Products
Ukraine, 18030  |* Thuoc khéng vé trung: thudc uong|x — —
dang 16n (SAUMP) )
ang fong. Ukraine
* Thudc vo trung:
+ Thudc san xuét vo tring: thudc dong
Mibe GmbH|kho; dung dich thudc tiém thé tich nhé.
Arzneimittel + Thudc tiét tring cudi: dung dich thubc
Munchener StraBe|tiém thé tich nho. a DE ST 019 <
30 Mibe GmbH|15, Gemap den|* Thudc khéng vé tring: vién nang cimng; (% 1 GMP 2 I~ § Co quan tham
Arzneimittel |Lageplanen  Nr.1{thuéc ding ngoai dang long; thudc ubng| 35 011 0013 § & |quyén Duc
und 2, 06796|dang 1ong; dang bao ché rin khac; dang|“ - — @
Brehna, Saxony-|bao ché ban rin; vién nén (hormon va

Anhalt, Germany

chat ¢ hoat tinh hormon); thudc khéng
vo tring khac (thudc bot hit, thude bot
dung ngoai, vién ngam).




Dot 70(Theo cong van 4766/QLD-CL ngay 03/4/2013 cia Cuc Quan ly dwoc)

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

> -
& A <
A MA 2 S S =
NHA MAY . , - ’ GIAY 4= co QUAN
TT | A - |PIA CHI PHAM VI CH HA = >~ -
>TT lcongBo [P € AMVI CHUNG NHAN Z [N T =~ |caAe
o~ <
5 “ J
Qo z
Z
* DPia chi: Kvarnbergagatan 12| o~ S .
SE 1518.5 (Turbuhaler) Sodertalje, 15185 Sweden | = 24:2012/5 § Q Medical Products
1 AstraZeneca AHSodertalje, z N N L ae g o q B Agency of
Thuoc khong vo trung: thuoc bot hit da| = 13536 < i
Sweden X o A N Sweden
lieu © —
* Dia chi: Gartunavagen (Nexium/Losec)| a_ N © .
5 Sodertalje, 15185 Sweden z 24:2012/5| & & Xlegr']ial Produc;?c
Thubc khong v tring:vién nang cimg;| 5 21955 & e Sv?/e de)r/1
thudc dang ran phén liéu khéc; vién nén. | S S




DJld VI I\Nvaltiotiyaydtdll Lo (DTUVW T7111
Seal) Sodertalje, 15185 Sweden:
*Thudc vo tring;
+ Thubc san xuét vo trong: dung dich

o N < .
I - I — —
thuéc tiém thé tich nho (éng tiem|=  [24:2012/5|Z g Medical Products
i © A a Agency of
plastic). S 13533 < N Sweden
+ Thubc tiét tring cudi: dung dich thudc| Y o e
tiém thé tich nho (6ng tiém plastic).
* Thubc khdng vo trung:thudc dung
D‘!'a,lblll. 1;\VO.I ﬂAUC’I\ gag/;ztal I,;| 12 1\Iﬂ_ICCLC
Dried and Pumpspray) Sodertalje, 15185
Sweden
*Thudc vo tring; a N t .
+ Thubc san xudt vo tring: thubc dong|=  [24:2012/5| & g |Medical Products
A o = ) Agency of
kho. S 22363 N N Sweden
+ Thudc tiét tring cudi: dung dich thube| S =
tiém thé tich nho.
*Thude khong vé trung:thudc ding ngoai
A 12 A A A 12
* Dia chi: Gartunavagen (Multipurpose),| a_ ~ o .
° —
Sodertalje, 15185, Sweden Z 24:2012/5| S 2 Xe;:zal Producct;
* Thube khong vo tring: vién nén; thudc| 5 11586 | S Sv?/ede)rll
khac (thubc com, pellet). L ™~ »
Lo
* 1 7. H [a N — -
Dia chi: Gartunavagen , Sodertalje,| = 24:2012/5 | S S Medical Products
15185 Sweden O N 3 Agency of
} L. -] 22362 N i
* Pong goi 0 = S Sweden
—i




R.P Scherer

R.P.  Scherer|Gammelsbacher |* Thudc khong vé tring: vién nang mém;| o DE BW_|d =
8 GmbH & Co.|Str.2, 69412, |thudc udng dang long; thudc ran phan % 01_GMP_ 8 N Co quan tham
KG GmbH +|Eberbach, Baden-|liéu khac (vién nang dat hau mén, vién| 5 2011 011 | & S |quyénBuc
Co. KG Wurttemberg, nang dat duong am dao. L 4 = S
Germany
* Thube vé trung:
+ Thudc san xuét vO tring: dang bao ché
Dr.  Gerhard|Brunshutteler ban ran; dung dich thudc tiém thé tich|a N 0 »
10 [Mann Damm  165-173,(nho. ’ s 2012/01/ | Q & |Co quan thim
Chem.-pharm. {13581 Berlin,|* Thuoc khong vo trung: thuoc dung|- mann < po quyén Buc
Fabrik GmbH |Germany ngoai dang long; thudc udng dang long;| - > e
dang bao ché ran khac; dang bao ché ban
ran; vién nén.
Derby Road|* TI}uéC khong vo trung: vién nang cﬁ}lg; N (L;SK '\I/lnls"; < rLriZ:jﬁe Coilnlzéngdo;:g
3M Health Loyghboroggh, thuoce dung nggal dang long; thudc uong| S GMP/GD g P Healthcare
11 - Leicestershire, dang 16ng; thuoéc phun mu; dang bao chéef @ N A
Care Limited . L e LA s = P/IMP = Ly Products
Lell 5SF, United|ban ran; vién nén; thuoc bot va thuoc| g > —
Kingdom bm. 68/17386- — Regulatory
0021 Agency MHRA
* Thubc v trung;
+ Thubc san xuét vo trong: dung dich
Zone Industrielle|thudc tiém thé tich nhé. o o S, |French  Health
p |Laboratoire (Ripotier  Hapt,|+ Thuég tiét trung cudi: dung dich thudc (ED HPF/FRI4| & &  |Products  Safety
Chauvin 07200  Aubenas,|tiém thé tich nhé; thudc ciy ghép dang| 5 8/2012 |Y = |Agency
France rén. L » S |(AFSSAPS)

* Thubc khoéng vO tring: thudc dung
ngoai dang 16ng.




) A . H o
Bausch&Lom i Sar.l pham.‘ Advance _Eye Relief Eye Dry > 02-0062- |= = United States
13 b Green Ville, SC|Rejuvenation Lubricant Eye Drops|® 2012-03- N N Food and Dru
Ir’1cor orated 29615, USA (Sterile) "O’ VN i i Administration ’
P Tén tai Viét Nam: Moisture Eye Drops | D N N
IVITIUN \Ud/MA I'IIuocC vO U uug.
Frankfurter Strapel+ Thudc san xuit vo trung: dung dich
250, A18, A31,|thudc tiém thé tich 16n; dung dich thubc
A32, D3, D9,|tiém thé tich nho (hormon va chat c6 hoat| a_ ~ =
, . X . L S DE_HE 0| & b X
D11, D12, D15,|tinh hormon); thuoc nho mat. I N Co quan tham
14 Merck KGaA IR Z. . |9 1 GMP 2| = Ao
D24, D25, 111,[+ Thuoc tiét trung cuoi: dung dich thuoc| = 012 0070 °:°| o quyéen DPirc
N78, N79, NB8O,|tiém thé tich nho. L - — -
N90, PH5, PH16,|* Thudc khdng vé tring: vién nang cing;
PH23, PH25,|thubc udng dang long; vién nén (hormon
Niine NDIINo Aot bAs ol L os el 13 1. N
TTIUOCU VU U UIlE.
+ Thubc san xuat vo tring: thudc dong
Molenstraat 110,|kho; dung dich thudc tiém thé tich nho.
Merck Sharp|5342 CC 0SS.|+ Thudc tiét tring cudi: dung dich thudc| o - <
A 2o NP . S g g Health care
& Dohme The Netherlands/ |tiém thé tich nho; thuoc cay ghép dang NL/H I I .
15 A N . © A\ q inspectorate, The
Tén phap ly:|Kloosterstraat 6,{ran. S 11/0008 | x Netherlands
N.V. Organon |5349 AB Oss, The|+ Thubc khéng vo tring: vién nén| N =
Netherlands. (hormon va chat c6 hoat tinh hormon);
vong dat am dao.
* TL..A O T A A A LA ciels
* A A A N A ol O o~ H
Pfizer 38-42 Wharf Rd, erﬁ%ﬁﬁ; k:; nhgalt\)/g ot:iunngarglt(izc:(])glacs};ia 5 |(ML2012- 15 = Z}Zﬁf e
16 |Australia Pty,|West Ryde Nsw|[Peciiin Cepnalosporin, anuneopiastic, = 1) | goeg4- | S & s
Ltd 2114. Australia steroid): dang bao ché ban ran; thudc ran S 1 o @ Administration,
’ phan liéu; thude bot va thude com. o S «© Australia




o
_ | o ;
C.B. Fleet|Lynchburg, VA|.. .. (% 02-0001- | = o |Ynited - States
17 Sam pham: Fleet Enema O 2013-04- | N Food and Drug
Company, Inc |24502, USA ; D D . .
g VN N S |Administration
TTUOC VU U Ulls.
+ Thudc dong khd (hdc mdn va cac chat
Via Delle[c6 hoat tinh héc mén: khong bao gom
Magnolie 15 (loc.|h6c mon corticosteroid); dung dich thudc| ~ <
18 Merck Serono|Frazione Zone[tiém thé tich nho (héc mén sinh duc; (29 IT/178- |Q I Italian Medicines
Sp.A Industriale) -|Cytokine). 3 8/H/2012 | S @ |Agency AIFA
70026 Modugno,|+ Thudc tiét tring cong doan cudi cung:| © >
Italia dung dich thudc tiém thé tich nho.
* Thude sinh hoc: thudc ¢éng nghé sinh
1 (Dactnia IMNTA 45 42 1o
Ajinomoto 6-8, Hachiman, % ™ 10 mg;t‘?‘ry LaboﬁI
19 Pharmaceutica \Kawajima, _Hiki- San pham: Morihepamin; Neoami Q 4558 & & and | Welfare
Is Co. Ltd|gun Saitama,| > PRAT parmin; e S 4557 e e
. o o d government  of
Saitama Plant [Japan K] N N
Japan
Sos.  Alexandrieil, A A e .
nr. 145 A, T?uoc\ khong VO trung: V Ien nanig cufl & a — « National Agency
S.C. thuoc dung ngoai dang long; thudc uong| = pm o .
Comuna . X P oin 003/2011/| & N for Medicines and
20 Laropharm . dang long; dang bao ché ran khac (vién| Q@ q 5 i .
SRL Bragadiru,  Jud. nén bao phim, vién bao): dang b3o ché| 2 RO K N Medical Devices
R lIfov, cod 077025, phim,  Gang L » S |Romania

Romania

ban ran; vién nén.




1 rue Alexander

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

_ Fleming, parc|" Thuo X : % ™ 0 French National
99 Laboratoire Scientifique Ton thudc tiém theé tich nho. 5 HPF/FR/2| o Drug and Health
Aguettant Garnier a 6900;/ + Thudc tiét trung cudi: dung dich thudc| 5 07/2012 |S S |Products  Safety
’ tiém thé tich 16n; dung dich thudc tiém| = 2 |Agency (ANSM)
Lyon, France |4 & tich nho
Santen 9-19, Shimoshinjo S N 3 Lﬂéz;:r:ry LaboSI
. |3-chome, San  phim: Oflovid,  Ophthalmic| ® S S ’
24 Pharmaceutica |, .. . i & 68 N N and Welfare
| Co.Ltd Higashiyodogawa-|Ointments s 5 5 overnment  of
' ku, Osaka, Japan ks ~ s |9
Japan
TTIUOCU VU U UIlE.
Ursapharm + Thubc san xuat vo trong: dung dich
Arzneimittel thudc tiém thé tich 16n; dang bao ché béan
Ursapharm GmbH. ran (holrmon vg chatg CO.AhOat; t|'nh % DE SL 0| = .
. Industriestrabe,  [hormon); dung dich thuoc tiém thé tich o I Co quan tham
25 Arzneimittel , \ I |9 1 GMP 2| S N
GmbH 66129 nhé (hormon va chat c6 hoat tinh| 5 012 0015 | < o) quyén Duc
Saarbucken, hormon, prostaglandins/cytokines). L - ok e
Saarland, + Thudc tiét tring cudi: dung dich thubc
Germany tiém thé tich nho.
= ’T‘Iﬁlll:l(\)bl LP\’;IUIIQ"\;U‘ uung? LUITdoOCT l:l‘ullg
ngoai dang long; thudc udng dang long;
dang bao ché ban rin; thuc dan. (Dja chi
Industria . . 1: Industria Farmaceutica Nova Argentia| o N o
b5 |Farmaceutica ;/(;gé’l giicg:'z;; SPA - Via G. Pascoli, 1, 200642  [IT/273- |8 S [italian Medicines
Nova Argentia (M), Ital g Gorgonzola (M), Italy) S5 1/H/2012 8 §, Agency AIFA
S.P.A ey * Thube khong v tring: vién nén. (bia|Y = <

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

* X7:iA Ao lAs (O2 Ae 4oi A2




Santen

Pharmaceutica . - o Ministry of
| Co., Lt 9-19, Shimoshinjo . 2 = N S Health,  Labour
97 (Santen 3-chome, San  pham:  Alegysal, ~ Ophthalmic| O 4675 S S and Welfare
. [Higashiyodogawa-|Preparations 3 @D 0
Pharmaceutica ku, Osaka, Japan =2 > > government  of
| Co., Ltd| ™ ’ - Japan
Noto Plant)
* Thubc khéng vo tring: thudc udng
. 73-83 Cherry dafl & lon_g; .(}ang bao ,Che ba}rj ran, (_keﬂn’ = N 0 Therapeutic
Probiotec Lane Laverton| ™% gel); vién nang ctng; Vvién nen; dau % MI-2012- S = Goods
28  |Pharma  Pty| . x0a; thudc hit; thude bot; thude cém sui LI-05497- | 5 8 C
- North VIC 3026, e X 4. L= — < Administration,
Limited Australia bot; nudc sUc mi¢ng; hon dich; thudce xit;| © 3 S B Australia
thudc boi da(paint); dung dich thude xit;| & -
lotion;.
TTIUOCU VU U UIlE.
+ Thubc san xuat vo trong: dung dich
thudc tiém thé tich 16n; thudc dong kho;
. A =a A 47 2. A <t H
Industristrabe 67, Sgng;lé;c};f;uor(;:em thé tich nho; thuoc % INS- o = Qléztir;?:es o
31 |Baxter AG  |1221 Wien,|©2Y 8h¢P cangran. . . |O  |a80001- |& S ! .
Austria + Thuoc ti¢t trung cuodi: dung dich thuoc| 5 0072-001 | < N Medical Devices
tiém thé tich 16n; dung dich thudc tiém| ok S |Agency (AGES)
thé tich nho,
* Thudc sinh hoc: ché pham tr mau;
s A X ool 4l A A LA cinl
Co s& xuét|Lohstrasse 2
L ’ a DE_NW_ |~ o
xuong: 59368 Werne, = |o1G™mP_|S S |Co quan thim
33 Sanavita North Rhine- Q 2012 000 | q in Pir
Pharmaceutica |Westphalia, a 1 5 % quye ¢
Is GmbH Germany




o N < i
PT. Schering JI. Raya Pandaan), Vién nén khdng chaa khang sinh|= PW.01.02 | S b= National Agency
KM 48, Pandaan,|,, , . A X s . O N N for Drug and
34 Plough (khong bao gom thuoc tranh thai; hormon| . 331111 |5 >
. Pasuruan, East|". o At s = — — Food Control,
Indonesia Tbk . sinh duc khac va chat kim t¢ bao). &) 2.6644 > > .
Java, Indonesia o — — Indonesia
o
Merck Sharp 2.778 SOUt.h East . 2 . . . = 10-0030- | = = United States
Side Highway,|San pham: Primaxin .. (Imipenem and| N I
35 & Dohme . : o O 2013-02- < A Food and Drug
Cor Elkton, VA|Cilastatin for Injection). Py VN S S Administration
P- 22827, USA > = =
* Thubc vo trung;
+ Thubc san xuat vo tring: thudc dong . . ,
kho: dung dich thudc tiém thé tich nho. UK GMP United Kingdom's
7000 Portage DA £ X Lo N < medicines  and
+ Thudc tiét trung cuoi: dang bao ché banf 6268 Insp| 5 —
: Road, Kalamazoo,| . ) L on 2 .. i N I Healthcare
36 Pfizer INC . |ran; dung dich thudc tiém thé tich nho. O GMP F =
49001, United < A A IS H N Products
* Thuoc khong vO tring: thuoc dung|g 6268/604 | 5 g
States . ) L : \ — o Regulatory
ngoai dang léng; thudc uong dang long; 899-0003 Agency MHRA
dang bao ché ban rin; thubc dan; hon gency
dich.
* Je A A g N e .
Localia Marinol o 0 KO ot e b el [mse |8 |3
Pfizer  Italia|Del Tronto-63100(" ~,  ee ©= N N Italian Medicines
37 . . thudc com (hormon corticosteroid); vién| Q 11/H/201 | =
SR.L Ascoli Piceno,| . RN -] =4 N Agency AIFA
Italy nén (hormon corticosteroid va hormon| g 2 = S
—

sinh duc).




1T1IUOC VU U ulls.

Boeringer + Thubc san xuét vo trong: dung dich
Ingelheim Pharma| . . .. 2 e 12 X an N
thuoc tiém thé tich 16n; thudc dong kho;
: GmbH + Co. KG . A 1R \
Boeringer . dung dich thudc ti€m thé tich nho. a DE BW_ |« o
; Birkendorfer  Str. P z. . i |s P P z
38 Ingelheim 65 88397 + Thuoc tiét trung cuoi: dung dich thuoc 5 01_GMP_| & N Co quan tham
Pharma GmbH| >’ tiém thé tich nho. 3 2012002 | S B |quyén Puc
Biberach  a.d.R. z . N i , 0 =, d
+ Co. KG * Thuoc khong vo trung: vién nang ctng; 4 ™ N
Baden- s Loz . LA £
dang bao ché ran khac (thuoc bot, thuoc
Wurttemberg, z A
com; pellet); vién nén.
Germany S T LA
10 rue Bouche|* Thudc khong vo tring: vién nang cimg;| o - < French Health
39 |Farmea Thomas,  ZAC|thudc ding ngoai dang 16ng; thubc udng g HPF/FR/2| S |Products  Safety
d'Orgemont 49000|dang long; dang bao ché ran khéac; dang| 5 62/2011 g § Agency
Angers, France bao ché ban rin; thudc dan; vién nén. L — S (AFSSAPS)
1'1IIgoc vu uuug \IIUIIIIUII vad CUlldl CU
hoat tinh hormon;
Baxter Oncology|prostaglandin/cytokine; chat doc  té
GmbH bao/chat kim té bao; chit mién dich;|q DE_NW_ | 10
Baxter : . _ S ~vo | S P z
40 Oncology Kantstrabe 2,|prion, genotOXIc,’teratogen). ’ 5 02_GMP_ & & Co‘ quan tham
GmbH 33790 + Thuoc san xuat vO trung: thuoc dong| 2012_002 g g quyén Dirc
Halle/Westfalen, |khd; dung dich thudc tiém thé tich nho;| 5 = =
Germany thudc cay ghép dang rin; duoc chat.
+ Thudc tiét tring cudi: dung dich thube
424 PRI-APTOR N N
* Thube vé trung;
. . + £ 5 J4 PN £ ~ < )
Przedsiebiorst [21,  Wincentego T-huoc san Xl{,at vO trung. thuo;C dgng % GIE-IW-NI & = Main
wo Pola Str., 58-500(khd; dang ban ran; dung dich thudc tiém I N .
41 . P . PO . P Q 4022/63/1 | < o) Pharmaceutical
Farmaceutycz |Jelenia Gora, [thé tich nhd; thudc cay ghép dang ran. -] 2 N < Inspector. Poland
ne JelfaS.A  |Poland + Thubc tiét trang cudi: dung dich thude| N S pector,

tiém thé tich nho.




_ . ’ -
Przedsiebiorst 21, -~ Wincentego),, Thuoc khong vo trung: vién nang cung; % GIF-IW-N{ S = Main
wo Pola Str., 58-500( ..~ \ 2 e N < .

42 . vién nén; ban thanh pham (vién nén;| Q 4022/187/ | 3 o Pharmaceutical
Farmaceutycz_|Jelenia Gora, | wée com) 2 11 S & |inspector, Poland
ne JelfaS.A  |Poland ' L S S pector,

TTUOC VU U Ulls.
+ Thubc san xuét vo trong: dung dich
Warszawskie thudc tiém thé tich 16n; dung dich thudc
Zaklady 22/24, Karolkowa tiem th;e tl?fl nh‘o' Z. . J % GIF-IW-N{ & 3 Main
Farmaceutycz + Thuoc tiét trung cuodi: dung dich thudc o I .

43 Str., 01-207(... 2 et 12 . 2 owa |9 4022/70/1 | N S Pharmaceutical
ne Polfa Warsaw. Poland tiém the tich 16n; dung dich thudc tiém| 5 5 5 © Inspector. Poland
spolka ! thé tich nho. m < = pector,
Akcyjna * Thudc khong vo trung: thudc dung

ngoai dang long; dung dich dung qua truc
Ao VO UITg:
+ Thubc san xuat vo trong: dung dich
IDT  Biologika|thudc tiém thé tich 16n; thudc dong kho;
GmbH dung dich thudc tiém thé tich nho. o DE ST 02 <
IDT Biologika|Am Pharmapark, [+ Thuéc tiét tring cudi: dung dich thuéc| = - .18 S |Co quan thim
44 L 2 . . c A |9 1 GMP_ 2|3 N 3
GmbH 06861 Dessau-(tiém the tich 16n; dung dich thuoc tiém| 5 011 0007 = = quyéen buc
Roblau, Saxony-|thé tich nho; dang bao ché ban rin. L - % ~
Anhalt, Germany [* Thudc khdng vé tring: thudc ding
ngoai dang 16ng; thuc udng dang long
* TL..A O T :
Laboratories |Route de Marsat, % ~ European

46 Merck Riom, 63963[San pham: Cancidas Powder for| O 14/12/564 | < MediF():ines

Sharp&Dohme|Clermont-Ferrand |concentrate for solution for infusion O 58 S z
. n N Agency
Chibret Cedex 9, France -] M~




Abbott Japan >-27,  Mita 3: -
Co Ltd chome, Minato o N Ministry of
( AB,bott Japan ku, Tokyo 108- % = g Health, Labour
47 Co T_t q 6303, Japan (2-1,|San pham: Elthon 50mg tablets x 1169 3 3 and Welfare
5 Inokuchi 37, S o < [government  of
Katsuyama . S © ©
Plant) Katsuyama, Fukui Japan
911-8555, Japan)
Menarini - Von
Menarini -|Heyden GmbH * Thubc khong vo tring: vién nang cimg; % DE_SN_O g g Co quan 6 thim
48  [Von Heyden|Leipziger StraBe 7{vién nang mém; dang bao ché rin; vién| ® 1. GMP_2|§ S " gnc”rf)ﬁ:c
GmbH 13, 01097|nén. D |011.0020 | S
Dresden, Germany
a 2012/01/ | e A
Berlin-Chemie Tempelhofer W.eg . . = Berlin- S § Co quan tham
49 83, 12347 Berlin,|[* San xuat tdi san pham cho dong goi: thu| @ . S ) A,
AG - Chemie |[g N quyén Duc
Germany 0 AG S a
Rue du Parc * Thube khong vo tring: vién nang cimg
SMB industriel 39 (chira prions, chira chat doc véi gen hodc| o ~ L0 Federal Agency
o 'lchdt c6 kha niang gay quai thai); vién (ED BE/2012/ | S S |for Medicines and
50 |Technology Marche-en- nang mém; thudc dung ngoai dang 1ong;| = 001 S N [Health Product of
SA Famenne, B-6900, ’ ' I & S

Belgique

thudc udng dang long; thudc dan; vién
nén.

Belgium




* Thube vé trung;
+ Thubc san xuat vo tring: thudc dong
kho; dang bao ché ban ran; dung dich

o N Ko]
Allergan - Castlebar  Road,|,, < i thé tich nho. > (Mt g S |irish Medicines
>1 Pharmaceutica | Westport, Co. + Thudc tiét tring cudi: thudc ciy ghé 9 8- S S Board
Is Ireland Mayo, Ireland o¢ et fring cuor: Y gnep| 2 V12/531 |Y N
dang ran (chira Dexamethasone) ~ N
* Thude sinh hoc: thudc c¢6ng nghé sinh
hoc.
Ctra. C35 |la
batlloria a a o 0 -
53 Sanofi Hostalric, km 63,|* Thudc khdng vé tring: vién nang cing; (29 NCF/1209 § § '(\S/Icl):]/:asrtr?r/nent 2]:
Aventis, SA |09, 17404 Riells 1{vién nén; vién bao; thudc bot (g6i). S /034/CAT a o . )
Viabrea (Girona) L e |Catalonia - Spain
Spain
i - llluU}; vO u Ullg.’
Sanofi - Aventis + Thudc san xuat vO trung: dung dich
Deutschland L ia 2 . ) Loaa ok
thuoc tiém thé tich nho (chat doc té
Sanofi _|GmbH bao/chdt kim t& bao); thude cdy ghé
. Bruningstrabe 50, . © Dao), tuoe cay ghep = DE_HE 0| S .
Aventis dang ran (hormon va chat c6 hoat tinh o I Co quan tham
54 H500, H590, . P o 1 GMP_2|& S ,
Deutschland hormon); vi hat (hormon va chat cd hoat| 5 = ® quyén Duc
H600, 65926/, . ! 012 0004 | & N
GmbH tinh hormon). —
Frankfurt am L enn e e . £
. + Thuoc tiét trung cuoi: dung dich thuoc
Main, Hesse,| .. ' \ I .
tiém thé tich nho; thudc cay ghép.
Germany * ThaAo LlAa At ilaaa A A0
* e TR
: Thudc vo tring: =~ o UK MIA United Kingdom's
Rainham Road|+ Thuoc san xuat v trung: thudc dong .
. . . L e 2., . o 12 Insp| < medicines  and
Aventis South, Dagenham,|kho; dung dich thudc tiém the tich nho. | - —
PSRN 2. . £ GMP/GD | o I Healthcare
55 Pharma Essex, Rm 10|+ Thuoc tiét trung cudi: dung dich thuoc| @ N =
. A 2 .. \ -] P/IMP = © Products
Dagenham 7SX, United|tiém thé tich nho. 0 P~ N
Kingdom * Thude sinh hoc: thudc khang sinh va 12/4377- Regulatory
o 0041 Agency MHRA

thudc doc té bao




Edgefied Avenue, UK MIA United Kingdom's
sanofi- Fawdon, a 11723 ~ 3 medicines  and
56 Svnthelabo Newcastle Upon|* Thudc khdng vé triing: vién nang cing; % Insp § 8 Healthcare
L?/mite d Tyne, Tyne and|vién nén; thudc bot va thude com. 5 GMP/IMP| & & [Products
Wear, NE3 3TT, L 11723/23 | g Regulatory
United Kingdom 77-0020 Agency MHRA
*Thudc khong vo tring: vién nang cing;
Sanofi- 52 Lubelska Str., I/(;in.rt]izgécn;%?; gtioclgrl:n.gﬂ?fgjlbgfgg % GIF-IW-N g g Main
58 Aventis  Sp.|35-233 Rzeszow, &t g Cang fong, uos bot ¥ o 4022/91/1 | S q Pharmaceutical
thuoc com; dang bao ché ban ran; vién| 5 g e
z2.0.0. Poland ) 0 g PN Inspector, Poland
nén. L 3
* Thube duogce lidu
TTIUOC vU T ullyg .
+ Thubc san xuat vo trong: dung dich
thudc tiém thé tich nho; thubc cdy ghép
: dang rén. o - < |French  Health
Sanofi 6 boulevard  de| “py s tiét tring cudi: dung dich thubc| = HPF/FR/2 | & S |Products  Safety
59 Winthrop I'Europe, 21800(. ., P \ o = q
Indusrtrie Quetigny, France tiém thé tich nhd. - 472011 | o Agency
any, * Thude khdng v tring: vién nang ctng;| " = ™~ |(AFSSAPS)
dang bao ché ran khac; dang bao ché ban
ran; vién nén.
= Thuf)b P\.Ilbl}g VUdLAI Ufly \P\Ili\)llg ’l\JGO‘gUIII
cac thudc gidbng hormon, thuéc mién
A.Nattermann&Ci dl,Ch; 'ih“‘i" do(i te bzfp; th}loc\ Ch}I e (f};lat
6. GmbH co 1’<ha nang gay quai thai va‘dot jblen; a DE_NW_ | o 10 q
A.Nattermann | thuoc chira dugc chat cO nguon goc tur = 04_GMP_|&Q I Co quan tham
60 . Nattermannallee o an N P |9 = = A
&Cie. GmbH nguoi/dong vat/vi khuan/virus; thuoc| = 2012_002 | 3 quyén Duc
1, 50829 Koln,| =, el o .
éermany '[khéng chuira Chlorpromazine| % 9 S8 N~

hydrochloride, Diazepam,
Metoclopramide hydrochoride, Valproate

[ QNS AY M




1T1IUOC VU U ulls.
+ Thudc san xuat vO trung: dung dich
thuoc tiém thé tich nho.

Doppel Via Volturno, 48 - + Thuéy tiét trung cudi: dung dich thudc| o o § _ B
61 Farmaceutici Quinto De' Stampi|tiém th’é tic}i nhé} \ ~ % IT/2- o S Italian Medicines
SRL - 20089 Rozzano|* Thuéo khéng vO trung: vién nang cﬁ:pg; S 4/H/2012 | & N Agency AIFA
o (M), ltaly thudc dung ngoai dang léng; thudc udng| - - =
dang long; thube bot va thude cdm; thude
dan (hormon corticosteroid); vién nén
/LllluUb V(.) hlﬁlg. — leladan
+ Thudc san xuét vo tring: thudc déng
khd (vaccin  bat hoat;  hormon
. Loc. Valcanello- corticosteroiq; Prqteir.l/ADNAq ,téi t6| o o L0 ' N
62 Sanofl_- 03012 Anagni hqp).c_iung_ d10h7 thu(”?c tiém thé t_lch ¥lh(7) % IT/191- S 8 Italian Medicines
Aventis S.P.A (FR), Italy (\{aCC|n vi khuan bat hoaté vaccin virus| 5 7/H/2012 | & 5 Agency AIFA
' bat hoat; protein/DNA tai t6 hop). L ™~ —
+ Thudc tiét tring cudi: dung dich thudc
tiém thé tich nho.
% Tl Al 1LA A ted PN
* Thubc vo trung;
+ Thubc san xuat vo trong: dung dich
1 rue de la Vierge,|thudc tiém thé tich nho. ’ N o |National Agency
Sanofi Ambares et|+ Thuéf: tiét trung cuoi: dung dich thudc % HPE/ER/L p= p= of Medecine and
63 Winthrop Lagrave,  33565|tiém thé tich nho. o 04/2012 = = Health  Product
Industrie Carbon Blanc|* Thudc khdng vé trang: vién nang cimg;| ) 3 N !
Cedex, France dang bao ché ran khac; vién nén. Safety (AnSM)
* Thudc sinh hoc: thuc ¢6 ngudn goc tir
nguoi hodc dong vat; enzym vi sinh vat.
TTIUOU VU U UIlE.
+ Thubc san xuat vo tring: thudc dong
kho; dang bao ché ban ran; dung dich
Fidia Via Ponte Della thudc tiém th:é tich nho; thudc cdy ghép|a g 0 . N
64 Farmaceutici Fabbrica 3/A -|dang rE}n; thuéc\sém xu’ét vo trung khac. ’ QED IT/275- g S Italian Medicines
SPA 35031 Abano|+ Thuc‘)g ti¢t trung cuéi,: dupg dich thuoc| 5 1/H/2012 | & o Agency AIFA
i Terme (PD), ltaly [tiém thé tich nho; thudc cay ghép dang| = ~

rén.
* Thudc khong v tring: vién nang ctng;

7

Ao LA, A 1.2 LAz £




* Thude khéng vo tring: vién nang ctng;

Ardeypharm thudc dung ngoai dang 16ng; thudc udng
GmbH dang long; vién nén; thuoc bot va tra N DE NW | <
Ardeypharm Loerfeldstr. 20, thuoc.’ . . |2 01_GMP_ S = Co quan tham
65 58313 Herdecke,|* Thudc sinh hoc: thuéc cdng nghé sinh| @ — -1 Q N
GmbH . oz N RPN = 2011_001 (Y st quyén Buc
North Rhine-|hoc; thuf)c nguodn goc tir ngudi hodc dong| i 9 > S
Westphalia, vat; thuoc vi sinh vat.
Germany * Thude duogc liéu; thude vi luong dong
can; nguyén li¢u sinh hoc.
Lindopharm ’ a DE_NW_ | o L0 »
66 Lindopharm |GmbH Neustrabe|* Thuoc khc“)r]g vo trung: \{ién nang cung; % 03_GMP_ 8 8 Co _quan tham
GmbH 82, 40721 Hilden,|vién nén; thuoc bt va thudc com. S 2012_002 | & « quyén Duc
Germany L 2 © »
Rottendorf
Pharma GmbH  |* Thudc khong vo tring: thude bot (chiral o DE_NW- |, s
67 Rottendorf Ostenfelder Strabe|cdc nguyén liéu nguy hiém, chuaa (29 05_GMP_ § 8 Co _quan tham
Pharma GmbH|[51-61, 59320| Tamoxifen, Flutamide, Clomifen va duoc| & 2012_002 | = 3 quyén Duc
Ennigerloh, chat tuong tu). L 2 «© S
Germany
16, Podlipie Str.,|* Thubc khdng vo tring: vién nén; gac % GIF-IW-N g 5 Main
68 Lek S.A. 95-010  Strykow,|visco - polyester vo tring tim isopropyl| ©@ 4022/112/ g g Pharmaceutical
Poland alcohol 70%. 2 12 S 2 Inspector, Poland




* Thudc vO tring: thudc san xuit vo

sandoz GmbH Biochemiestrabe |trung: thubc cdy ghép dang ran. % INS- g g ':\/Iléz[lré?:es &
69 10, 6250 Kundl,|* Thubc khong vé tring: vién nang cimg;| @ 481921- | o : :
- PHPKundl 5 ustria thuéc uéng dang long; dang bao ché rdn|D)  |0017-001 | g |Medical Devices
0C uong dang fong, dang Lul — = |Agency (AGES)
khac; vién nen.
* £ PP A ea N Ae.
Hexal AG thTA’huocA vO Lr:ng(.l thuoc¢t162;;lé?,g cuf)l. .
Industriestrabe 25, \0¢ €Y Gnep dang Tan g gom = DE_BY_0| = = .
thudce duogc tiét trung cudi bang chiu xa). R PSS N Co quan tham
71 Hexal AG 83607 p . A . o 4 GMP_2|< S .
i * Thudc khong vo trung: vién nang cing;| = N N quyén Duc
Holzkirchen, L A % , <o 012_0005 (S S
. thuéc com; Vvién nén; miéng dan; thuoc - — —
Bavaria, Germany | ..
phim uong.
—
i . a = < French Health
Cooperation |Place Lucen e 1y uée khong vo tring: thubc uéng|= HPF/FR/2 | & § Products  Safety
72 Pharmaceutiqu|Auvert, 77 020 \ PR " , O ) S
e Erancaise Melun. Erance dang long; thuoc dung ngoai dang léng. | 5 58/2011 | & Agency
’ L a 5 |(AFSSAPS)
TTIUOU VU U UIlE.
+ Thudc san xuat vo tring: dung dich
thudc tiém thé tich 16n; dung dich thudc State
A X s 5 [a
Joint  Stock|74, Frunze Str., tiem th;e tl?}l nh\o' £ . = 022/2012/ | & = Administration of
74 Company Kyiv 04080 + Thudc tiét trung cudi: dung dich thudc) @ SAUMP/ | & S Ukraine on
] [ PP R s S . X - A Q h a
FARMAK Ukraine tle;m’the tlf:h 16n; dung dich thuoc tiém O GMP g a Medicinal
thé tich nho. o < Products

* Thude khéng vo tring: vién nang ctng;
thudc udng dang 16ng; thude ding ngoai

4 1 A 1.2 LA L5112 1A




Khasra INO.

1342/1/2, Hilltop UK GMP United
Industrial Area, 24881 Kingdom's
Jhramajri o _ N Insp N 3 |medicines and
. : ! _|* Thudc khdng vo tring: vién nén; thudc| = S
75 [USV Limited |Village Bhatoli Cémuoc ong Vo Trting: vien nen, thuoe Q GMP S § Healthcare
Kalan,  Baddi,| D |24881/44|S = |Products
Tehsil Nalagarh, 15033- Regulatory
Himachal 0001 Agency MHRA
Pradech District
* Thudc khéng vé trung: thubc ding
- ) ngoai dang long; thudc udng dang long| o — <
Via Firenze, 40 (hormon corticosteroid); dang bao ché = IT/181- § § Italian Medicines
76 Sofar S.P.A  |20069 Trezzano|', . A L A |9 g o
Rosa (MI), Ital ran khac (thuoc bot, thudc com, vién| - 1/H/2011 | N Agency AIFA
 aly ngdm); thudc phun mu; dang bao ché ban| % S =
ran; vién nén.
* A A A ~ A ’
217-221 Governor T.h}lo.c khong vo trung (khong chira) o MI- - e Therapeutic
Catalent . ._|penicillin, cephalosporin, hormon,| = — o
. Road, Braeside . . AR NS 091120044 o N Goods
77 Australia  Pty|, ,. steroid, antineoplastic): vién nang mém;| N S .
Ltd Vic 3195, dang bao ché rin phan lidu; thudc bot va| O LI- I S Administration,
Australia ang P ’ : = 000138-1 |™ S Australia

thudc cém; thudc udng dang long.




* Thuoc vo trung:

. £ ) Je AN . o A <
Sopharma 16 Illensk_o + T;hu(.)f sanx X’uat ch) trung: dung dichf s BG/GMP/ é' = Bulgarian  Drug
78 PLC-Ampoule [Shosse Str., Sofia|thuoc tiém thé tich nho. o 2011/019 | = N Adenc
Plant 1220, Bulgaria [+ Thudc tiét tring cudi: dung dich thude| 3 a 3 gency
tiém thé tich nho.
*Thubc khong vo tring: thubc ding|a ~ o
. 3 Trayko' Stanoev ngoai dang long; thudc udng dang long; = BG/GMP/ § S Bulgarian  Drug
79 Unipharm AD |Str., Sofia 1797, . P P 1O A N
i dang bao che ban ran (thuoc kem, thuoc| 5 2012/032 |« o Agency
Bulgaria N P a o = P
md, thude gel); vién nén. ©
* A A A triina: viad o oo
Vrabevo vig. Thuo.c khqng vO trun.g. ylen E\ang (\:u’n:g, % ~ L0 .
Sopharma I dung dich dung cho 1¢i; siro uong va hon BG/GMP/| & I Bulgarian  Drug
80 5660, district of| . z X P . 1O o o
PLC . |dich uong; dang bao ché ban ran (thuoc| 5 2012/033 |3 Q Agency
Lovetch, Bulgaria e o, o o o
kem, thudc md, gel); vién nén. ™ —
, <
9, Jozefow Str.,|* Thudc khéng vé trung: vién nang clng; % GIF-IW-N g <E\’: Main
81  |Polfarmex S.A[99-300  Kutno,|thudc dung ngoai dang long; thudc udng| O 4022/42/1| & %  |Pharmaceutical
Poland dang long; thude bot; vién nén; hdn dich. a 2 g S Inspector, Poland
—i
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Gentle Pharma
co., L.td

No. 2 Fon Tan
Road, Fon Tan
Ind. Dist, Da Bi
Hsiang,  yunlin,
Taiwan

1T1IUOC VU U ulls.

+ Thudc san xuét vo trung: thudc tiem:
hon dich vo tring pha tiém; dung dich
nho mét, nho tai, nhé mii vo trung.

+ Thubc tiét tring cudi: thude tiém; dung
dich rira vét thuong.

* Thudc khong vo tring: dang bao ché
long (hdn dich, dung dich); dang bao ché
ban ran (thudc md, thube kem); dang bao

r oz
LA oS (24 1. 1. 1A 1.

PIC/S-GMP

7975

3/8/2013

9/30/2015

Department  of

Health
R.O.C

Taiwan,




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

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

> -
<.
S g |z
NHA MAY ) , ] < |GIAY |© S |cO  QUAN
TT | A - |PIA CHI PHAM VI CH HA = - -
>TT lcongBo [P € AM VI CHUNG NHAN Z [N T =~ |caAe
- <
5 “ O
Qo z
Z
, AL . o
Merck Sharp{770 Sumneytown San pham: GA.RDASI.L Quadrivalent = = = United States
. . |[Human Papillomavirus (Types| ® CT 2808-|Q I
! & Dohme|Pike, West Point, ¢\, ;o 18) Recombinant Vaccine Vial| < 12WHO |S s |Food and Drug
Corp., US PA 19486, USA | O . n A\ A Administration
and Syringe; Vial and Syringe -] S S
R o
Merck Sharp|770 Sumneytown|San pham: Varivax (Varicella Virus| = CT 1369- g g United States
3 & Dohme|Pike, West Point,|Vaccine Live (Oka/Merck) Refrigerator 8 13 WHO S S Food and Drug
Corp., US PA 19486, USA |Stable Formulation g 2 2 Administration




Chemin de |Ila

Swiss Agency for

Ferring . P |~ = L0 ;
. Vergognausaz 50,|Thudc dang ran: vién nén Minirin; vién N o Therapeutic
International ) ) , R Q 12-1794 | I
Center SA 1162 St-Prex,|nén phong thich cham Pentasa. - ~ > Products
Switzerland L > @ [(Swissmedic)
* Thubc vo trung;
+ Thudc san xuat vo trang (hormon va
chat c6 hoat tinh hormon): thudc dong
Ferring GmbH kho; th}loc't}em ‘the tlc}i pho; \;1 na.rig. .
. + Thuoc tiét trung cuoi: thudce tiem thé
Wittland 11,|., \ a o~ Lo
.. |tich nho. s DE SHO|H = 2
. 24109 kiel, p A A e Lz I I Co quan tham
Ferring GmbH Schleswia- * Thuoc khdong vO trung: thuoc uong|Q 1 GMP_2| = S uvén Dirc
Holstein g dang Iéng (hormon va chit c6 hoat tinh| 3 012_0011|Z . auy
German ’ cta hormon).
y * Thudc sinh hoc: thudc dong khd chira
hoat chit ngudn gdc tir ngudi duoc san
xuit vo trung; thudc dong kho san Xut
v trung bang k¥ thuat di truyén.
Q o~ < .
Roxane = 03-0172- | d = United States
. |Columbus, OH|_, . O & N
Laboratories San pham: Anastrozole tablets S 2012-02- | & > Food and Drug
43216, USA pys el el .
Inc 3 VN S S Administration




Nephron Orlando FL San pham: Ipratropium Bromide 0.5 mg % 07-0056- g § United States
Pharmaceutica 39811 l’JSA and Albuterol Sulfate 3 mg Inhalation| & 2012-03- % % Food and Drug
Is Corp ’ Solution g VN = = Administration
* Thudc khdng bao gom betalactam va
dan xuat: thudc tiém doéng khd khong
chtra khang sinh; dang bao ché ban ran
chira khang sinh non-betalactam; thudc
tiém vo tring chira khang sinh; thudc
Kawasan Industrijudng dang long chira khang sinh non-
Jababeka I, JI.[betalactam. B ™ 7o) National Agency
PT. Ferron I_Dar Jababeka V1 Blok|* Thudc khong chira khang sinh (khong (% PW.01.02 § § for Drug and
Pharmaceutica . N IS . _— 331,021 | = N
Is J3, Cikarang, [bao gom thuoc ;ranh thai, ,hor.mon sinh S 3.988 8 8 Food . Control,
Kabupaten duc; chat kim t€ bao): thuoc tiém dong| x N N Indonesia

Bekasi, Indonesia

kho; vién nén va vién bao; thudc tiém vo
trung.

* Vién nang ctrng chira kh&ng sinh non-
betalactam (khong bao gom thudc khang
sinh betalactam va dan xuat; thudc tranh
thai; hormon sinh duc; chat kim té bao).




Contract

* Je A PR , Ao .
manufacturing [20-22 Long Street, .Thu.oc kh?ng VO, frung (;Chu? duge 11_¢u, = MI1-2012- | S 3 Therapeutic
. e vitamin, chat khoang, chat bo sung dinh| O I I Goods
10 & Packgaking|Smithfield NSW, |, _ X I N | h LI-06246- | S N .. .
. . dudng): dang bao ché ran; dang bao ché| =< Q N Administration,
Services  pty|2164, Australia .z z L. S) 3 N N .
ban ran (thuoc kem, thuéc ma, gel). o ~ ™ Australia
Ltd £
Route 50 North . . a ™ o .
) 2 A . 0
CSL Behring|1201 N. Kinzie, San ph.arn. Albun.fun (Humap) USP 25%, % CT 1579- § § United States
11 Albuminar -25; Albuminar -25-50| O N N Food and Drug
LLC Bradle IL . . 13WHO | Q S
y! ) N N
mL/vial ) q q Administration
60915, USA D N N
* Thube v6 trung;
+ Thudc san xuat vO tring: thudc tiém
thé tich 16n; thudc tiém thé tich nho; hdn
Haupt Pharma| .. o
dich; xit mai.
Wolfratshausen |, "1y éc tiet trung cudi: thude tiém thé N 0
Haupt Pharma) GmbH tich 16n; tﬁuéc ti%m thé tich nho; hén % DE BY 05 S Co quan thim
12 Wolfratshause Pfaffenrieder dich ’ ’ O 4_GMP_2| S ‘Aanl:t
n GmbH Strabe 5, 82515| - . |2 |012_0096 | q o (duyenbue
* Thuoc khong vo trung: vién nang cting; o ~

Wolfratshausen,
Germany

thudc dung ngoai dang 16ng; thubc udng
dang 16ng; thudc bot va thude com; dang
bao ché ban rin; vién nén.

* Thubc vi lugng dong can.




F1-F1/1

Additional UK GMP United Kingdom's
Inventia Ambernath o 40387 ~ 3 medicines  and
Healthcare MIDC N A : = Insp S & Healthcare
1 A n A AY . ~ r o Q ~
13 Private Ambernath (East); Thudc khong vo tring: vién nén. S5 40387/45 (& 8 Products
Limited District ~ Thane, L 11564- | = = |Regulatory
Maharashtra, In- 0002 Agency MHRA
421 506, India
* Thubc v trung;
No.26, Datong 1st|+ Thubc san xuat vo tring: thudc tiém:;
Rd., Caotaldung dich nho mit, nho tai, nho mii vo| o
Purzer . s ™ 9
. |Village, Guanyin|trung. = i o Department  of
Pharmaceutica . . A A . | O < N )
14 | Co. Lid Township, * Thuoc khong vo trung: dang bao ché| 7930 % S Health  Taiwan,
"|Taoyuan County|léng (dung dich); dang bao ché ban rén| O N S |ro.cC
Guanyin Plant . . £ _ \ r | N —
328, Taiwan, [(thuoc md, thudc kem); dang bao ché ran
R.O.C (vién nén bao phim, vién nén, thudc com,

thudc bot, vién nang).




* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
kho (bao gdm ca thudc chira chat doc té
bao/chat kim té bao; hormon va chat c6
hoat tinh hormon); thudc tiém thé tich

PO“gOnO nho (bao gém ca thudc chira chat doc té
Industrial Els|, . Ll A rs s A o
. bao/chat kim té bao; hormon va chat co .
Vinyets-Els hoat tinh hormon); thudc tiém khong c6| < o S, [Spanish - Agency
15 GP-Pharm, Fogars, 2, Ctra. C- du;yc chét (dun' moi tai 14 g va % NCF/1127| & I of Drugs ang
SA 244, Km. 22, Sant|*.¢ 9 AP VAT ool/cAT | S S |Health Products
Quinti de liposomas) dugc dong trong lo, vi va ong| i = = (AEMPS)
. tiém.
Mediona 08777 L ens e £ X in 2
(Barcelona), Spain + Thuoc ti€t trung cuoi: thudc tiém thé
»SPMich nho (chira chat doc t& bao/chdt Kim
té bao; hormon va chit cd hoat tinh
hormon); thudc tiém khong c6 dugc chat
(dung moi tai lap va liposomas) duogc
dong trong lo, vi va 6ng tiém.
* Thube vo trung :
+ Thudc san xuat vO tring: thudc tiém
thé tich nho;thude cdy ghép dang ran.
+ X ‘A N A X - A 2 .
St. Peter Strabe 25|" Thuoﬂc tl@t; trung c1201. thuoc tiém thé % INS- - < Aust.rlf.;m
Nycomed . _|tich nho; thuoc nho mat. I~ o Medicines  and
17 . 4020 Linz, z N AL £ ., |9 480050- | N . .
Austria GmbH German *Thuoc khong vo tring: thudc dang long| = 0024-007 9 O Medical Devices
y dung ngoai; vién nén. L e ok Agency (AGES)

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




* Thudc v6 tring (bao gém ca thude co
hoat tinh hormon)

+ Thudc san xuit vO tring: thudc tiém
thé tich nho.

Bayer AG + Thudc tiét tring cudi: thudc tiém thé o~
Pharma (Tén|Mullerstrabe 178| ., v, (rung: cuor: ) = 2012/01/ | < = 2
N tich 16n; thuoc tiém thé tich nho. I o Co quan tham
18 cii: Bayer|13353 2 . R SR LS BayerPhar| < N X,
. i * Thuoc khong vo0 trung: thuoc vién nén| 5 S ) quyén Duc
Schering Berlin,Germany X I . 1 ma AG q P
(bao gom ca thudc co hoat tinh hormon); o
Pharma AG) o A, I
vién nén bao (bao gom ca thudc cO hoat
tinh hormon va thudc doc t‘é' bao).
* Thubc sinh hoc: san phdm c6ng nghé
sinh hoc.
JI. Rawa Gatel
Blok 11l Kav. 36- *Thubc khdng vo tring: vién nén va vién| & N S National Agency
38, Kawasan R , , . = PW.01.02 [ 5 o
PT  Dankos . bao (khong chira khang sinh, dugc chat| © N N for Drug and
19 Industri , . . A & 311,101 | S S
Farma tranh thai, hormon sinh duc khac va duoc| = ™ ) Food Control -
Pulogadung “|chat kim té bao) ~ 2634113 S Indonesia
Jakarta 13930, <1 IE DAO o . .
Indonesia
. . = French Health
KT h A A AR % N R — <
Delpharm 26 Rue de la Th}l.oc kho?g vo Erun%. thuoe dﬂung = HPF/FR/2 | & S Products  Safety
20 i Chapelle, 68330|ngoai dang 16ng; thuoc uong dang long;| Q@ N N
Huningue SAS Huningue, France |thubc dang ban rén; thudc dan; = 692011 | 3 Agency
gue, uoe dang > thuoe dan; m S % |(AFSSAPS)




LTS Lohmann
Therapie-Systeme

AG o N <
LTS Lohmanni, o\ onnstr.2 * Thubc khdng vo tring: chit nén lam|= DE_RF_0 § § Co quan tham
21 Therapie- . . A L. 2 o 1 GMP_2|<X S A,
56626 Andernach,|dung thu tinh; dang bao ch¢ ban ran. S5 < S quyén Bt
Systeme AG Rhineland- 0 012_0003 |5 N
Palatinate,
Germany
Route de
Belleville Lieu-dit a = < French Health
Abbott . z ~ Nan L aa , S o -
Maillard ~ 01400|*Thuoc khéng v0 trung: vién nang cing; HPF/FR/2| & o Products  Safety
22 Healthcare : L x : A Q S o
SAS Chatillon sur|thuoc uong dang 16ng; vién nén. S 56/2011 |« = Agency
Chalaronne - L = ™~ (AFSSAPS)
France
* > A 14no- s o :
Novartis Route de [I'Etraz, Otr[iz/gzrnlgdrsag che long: Otrivin: Spay, % g g _?_\r’]v;: ':l?ggcy for
23 |consumer  |1260 Nyon, s 3 |1217e8 |& < P
. * Dang bao ché ban ran: Voltaren| = ~ N Products
Health SA Switzerland O g N i .
Emulgel, Eurax Cream. o o — (Swissmedic)




Survey N. 214,
sun Government o - " State
Pharmaceutica Industrial _ Area,, Thudc khdng vo triing: vién nang ctng; (% 046/2012/1 5 § Administration of
24 | Industries Phase I, Silvassa- vien lrl]én g g g cume; S SAUMP/ | S S Ukraine on
Lid 396230 (U.T. of ' O GMP X S |Medicinal
Dadra&  Nagar o " |Products
Haveli), India
gzzgfbss’tandort * Dang bao ché 1ong: thudc dong lo tiét
’ . trng cubi; thubc dong lo san xuét vo
(manufacturing of| . e, . Ao i
bulk and trung; thuoc dong san trong bom tiém; S _ = Swiss Agency for
F. Hoffman-La| . . thubc dong kho dong lo. O S S |Therapeutic
25 medicinal A Loz o A | 11-557 | q
Roche Ltd roducts) * Dang bao ché ran: vién nang; vién nén S 5 « Products
P ’ bao phim; vién nén. = N = |(Swissmedic)
Grenzacherstrasse ( * Pham vi chirng nhan theo Site Master
124, 4070 Basel,| L, g mh
Switzerland
Poligono * Thube khong vo tring: vién nang mém
Industrial (hormon va chat c¢6 hoat tinh hormon);| o ~ 0 Co aquan thim
Leon  Farma|Navatejera, C/ La|thudc cém (hormon va chét c6 hoat tinh| =2 S S ,dquan
26 . S L O 4208/12 | & |quyén Tay Ban
SA Vallina S/n,|hormon); vién nén va vién bao (bao gom| 5 o) o Nha
Villaquilambre-  |ca thubc chira hormon va chat ¢6 hoat| > ®
Leon, Spain tinh hormon).
i o
Bausch &85.00 Hidden . 2 . . .= 09-0028- | = United States
River  Parkway,|San pham: Besivance (besifloxacin|® I I
28 Lomb . ) . O 2012-01- (& A Food and Drug
Tampa, FL.|ophthalmic suspension, 0.6%) (Sterile) ; X N\ . .
Incorporated 33637 USA g VN S S Administration




i o
Bausch & . Advance ~Eye Relief - Eye DyIS g gy |9 S |united  States
Greenville, SC|Rejuvenation Lubricant Eye Drops|® N I
29 Lomb . O 2012-03- | & N Food and Drug
Incorporated 29615, USA (Sterile) % VN N N Administration
P Tén tai Viét Nam: Moisture Eye Drops | D N N
i o
Bausch & . Advg nced  Eye Rellef Dry Eye = 02-0062- |= = United States
Greenville, SC|Enviromental Lubricant Eye Drops|® N I
30 Lomb . O 2012-01- |& N Food and Drug
Incorporated 29615, USA (Sterile) 0 VN N N Administration
P Tén tai Viét Nam: Computer Eyes Drops | D N N
TTIUOCU VU U UIlE.
+ Thudc san xuat vO tring: thudc tiém
Lomapharm thé tich nho.
Lomapharm  [Rudolf Lohmann|* Thudc khong vé tring: thudc ding|a N o
N ” . 4 4 5 . 2 DE_NI_O (e) — 2
34 Rudolf GmbH KG ngoai dang 16ng; thudc uong dang 1ong; 5 5 GMP 2|& 2 Co quan tham
Lohmann Langes Feld 5,|dang bao ché ran khac (vién bao, vién|= 012 0041 p = |quyén Duc
GmbH KG  |31860 Emmerthal,{bao phim); vién nén. L - = ©
Germany * Thudc sinh hoc: thuc ¢6 ngudn goc tir
dong vat (khong tir ndo, mo than kinh
L= 4 a2 Ae s s -~ Ne 4l A sl
* Thubc khong vO trung: thudc dung
Purna Rijksweg 17,|ngodi dang léng; thudc udng dang long; % = = Federal . .Agency
. X P . N £z BE/2012/ | & I for Medicines and
36 Pharmaceutica [Puurs,  B-2870,|dang bao ché ran khac; dang bao ché ban| © q q
. z \ L, ) 022 S 2] Health Product of
Is NV Belgium ran (hormon va chat cO hoat tinh|g 3 S

hormon); thubc dan.

Belgium




Villa Blanca o ~ <
Patheon Industrial ~ Park, San ham: Janumet = 10-0165- § § United States
37 Puerto  Rico|Road # (N phan: 8 2013-02- | & S Food and Drug
(sitagliptin/metformin HCL) tablets Py — — . .
Inc Km.34.8, Caguas, 5 VN S S Administration
PR 00725, USA - -
CSL Behring
GmbH * Thudc vo trung: —
. o <t
CSL Behring Gorzhauser Hot 1, + Thudc tiét trung cudi: nude pha tiém. = DE_HE_0 § S Co quan tham
38 35041  Marburg O foao |9 1 GMP 2| N N
GmbH . * Thuoc sinh hgc: ché pham tu mau;| 5 ~ ) quyén Duc
(Stadttel thudc cong nghé sinh hoc t 0110030 5 <
Michelbach), 4 £ nghs >
Hesse, Germany
CSL Behring
GmBH * Thude vo trung: a — <
: : , PO e . S DE HE 0| = 3 X
39 CSL Behring|Emil-von-Behring-{ + Thudc tiét trung cudi: nude pha tiém. 5 1 GMP 2| & 2 Co quan tham
GmbH Strabe 76, 35041|* Thudc sinh hoc: ché phém tr mau;| 5 011 002—9 E O quyén Puic
Marburg, Hesse, |[thudc cong nghé sinh hoc. L - e ~
Germany
* Thude khdng v tring: vién nang cung;
Astellas Hogemaat 2, 7942 vglen nang CHRE; th;uof dung .ngc.):ju da,n g % 3 = Health care
long; dang bao ché ran khac; vién nén; NL/H o I .
41 Pharma JG Meppel, The thude bot va thube cém O 13/0008 | S S inspectorate, The
Europe B.V  |Netherlands Hoe ot va 1t ’ 2 S 2 Netherlands

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




* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
khd (hormon va chit c6 hoat tinh
hormon; chat doc té bao/chit kim té bao);
thudc tiém thé tich nho (hormon va chat

L6th KMI 5 hoat tinh hormon: chét déc té bao/chit| & = 3 |National
4o |Vianex  S.A|Marathonos Ave,| . ¢ bio) ! ; % 59991/29-| S |Organization for
_PlantC Pallini Attiki, PO Z. L ein 2D 8-2011 N © Medicines,
+ Thudc tiét trung cuoi: thudc tiém thé| g S g
15351, Greece ] \ s A s . © ~ Greece
tich nho (hormon va chat cd hoat tinh
hormon, chat doc té bao/chat kim té bao).
* Thubc khong vO tring: thudc dung
ngoai dang long; thudc udng dang 1ong;
dang bao ché ban ran.
* Thudc vo trung:
+ Thubc san xudt vO tring: thudc tiém o
SOlUpharm 1y siriestr. 3, |thé tich 1on; thude tiém thé tichnho. | & |oe = 2 .
Pharmazeutisc L aenr s Z. 2 oein 2 RPDA- | & I Co quan tham
43 . 134212 Melsungen,|+ Thuoc tiét trung cuodi: thuoc tiém thé| @ > N N
he Erzeugnisse G (ch 16m: thube tiém thé tich nhe -] 111-M-714{ = ® quyén Duc
GmbH ermany tich lon; thuoc tiem the tich nho. ] 1-0 S >

* Thubc khong vO trung: thudc dung
ngoai dang 16ng; thudc uéng dang long.




Dragenopharm

* Thude khéng vo tring: vién nang ctng;

Dragenopharm|/~POteKer PUSChll . o bao ché rén khac (thuéc bot, thuée| S |DE_BY_0| S e .
GmbH 2 A A N < 8 Co quan tham
44 Apotheker Gollstr. 1. 84509|cOm- vién nang mém); vién nén. o 4_GMP_2| 5 = uvén Dirc
Puschl GmbH [, > * Thube duoc licu; thuée vi luong déng| 2 012_0055 | N g |(1W
Tittmoning, . e <
can.
Germany
Denk Pharma -
Denk Pharma|GmbH & Co. KG |, . « a1 IS DE_BY_0| 2 = :
55 |ombH  ColGollsr. 1, saspo| MG KhONGVO wing: viennang eing & |y GpTp( & |8 [Co auan ihim
KG Tittmoning, ' 2 012_0051 | g quy

Germany




Unit [Il, Village

. State
o
Glenmark ;;Enr_)uﬁaa arh * Thubc khong vo tring: vién nang cing % 044/2012/ g g Administration of
46 Pharmaceutica g _|(chtra bot khé hit); thude xit; thude hit| SAUMP/ |X N\ Ukraine on
- Road, Tehsil,|" . . = Ny S -
Is Limited - phén liéu. S) GMP N = Medicinal
District Solan o — o Products
H.P. 17101, India
* Thubc v trung;
+ A 5 A A N . N 4
Leo 285 Cashel Road. ’ThleC san xuat vO trung: dang bao ché % < § . N
. . . '|ban ran. o I Irish  Medicines
48 Laboratories |Crumlin, Dublin £ A A s L. | O 2011-046 | XN a
Ltd 12 Ireland * Thuoc khong vO trung: thuoc dung| - 5 = Board
’ ngoai dang long; dang bao ché ban rin;| ™~ »

thudc thu thai & tir cung.




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

Dot 9(1(Theo cong van 6769/QLD-CL ngay 06/05/2013 cia Cuc Quan ly duoc)

= z
S s |2
NHA MAY , , ] = GIAY |© S |coO  QuAN
TT | A - |PIA CHI PHAM VI CH HA = - -
>TT lcongBo [P € AMVI CHUNG NHAN Z [N T =~ |caAe
>~ <
5 ~ O
% Z
* Thubc v trung; ~ o
Joint  Stock|74, Frunze Str.,|+ Thudc sin xudt vo tring: thudc nho| S GIF-IW-N{ & = |Main
1 Company Kyiv, 04080, |mit. O 4022/83/1 | S g Pharmaceutical
FARMAK Ukraine * Thude khéng vé tring: thude nho miii,| ) 2 3 S Inspector, Poland
N , —
vién nén.
* Ac vd friino-
Pharmaceutica Duchnice, -~ 28/30 +TThIlllO"C Vo”trung"t vo tring: thudc ci
| Works| OZarowska.  Str,| . gofl s’ra?l xua g- thuoe cay = GIF-IW-N{ 2 § Main
2 05-850 Ozarow|> P c@nsfan. . O |4022/33/1|Q S |pharmaceutical
Polpharma Mazowiecki * Thuoc khong vo trung: vién nén -] 1 = = Inspector. Poland
S.A Poland ’ * Thudc sinh hoc: cephalosporin ban|Y < N pector,
tong hop




* Thubc v trung;

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

Cu thé san pham: thubc tiém Trgan-D

1389 Trasad . . .
I . A A Te)
Cadila Road, Dholka- 10mg/ml; . thu_(zc tlem_ Acnoc 25_ CEL ZAVILV/ | 9 2 State_ _agency of
. . |mg/ml.thudoc tiém Amikacin 500mg; I N Medicines,
Pharmaceutica [387810, Dist,| =, ., o Q 2013/002 | = 5 .
- thudc tiém Amikacin 100mg. S5 S N Republic of
Is Limited Ahmedabad, p . . b 0 H = S .
Guiarat. India * Thuoc khong vo trung: vién nén. ™ — Latvia
jarat, San pham cu thé: vién nén Ethambutol
400mg; vién nén Ethambutol/Isoniazid
400/150 mg; vién nén Pyrazinamide
400mg; vién nén Prothionamide 250mg.
. * Thubc vo trung;
. Via Dante L inr en £ . 2| o~ <
+ .
Laboratorlg Alighieri, 71 -|" Thu?c ti¢t trung cudi: dung dich the| s IT/64- = § ltalian Medicines
Farmaceutico tich nho. O N 3
18038 San Remo|, £ R T = 2/H/2012 |55 S Agency AIFA
CT.SR.L (IM), Ital Thuoc khong vo trung: vién nang cing;| > S
ey thudc udng dang long; vién nén.
Industria , , - £ A A s 2ol N 0
Farmaceutica |18 & Pascoll, 1 - Thuoc kh?ng vo_ Iring: thuoe dﬂung = IT/273- | S |italian Medicines
. |20064 Gorgonzola|ngoai dang long; thudc uong dang long;| @ S =
Nova Argentia . At L a s -] 4/H/2012 | & 2] Agency AIFA
SPA (M1), ltaly dang bao ché ban ran; vién dat. 0 S S
. —i




Reparto
Distaccato - Via
Muoni, 15-20064-
Gorgonzola (M),
Italy

* Thudc vo trung: thudc bot, vién nén

( San xuét toi san phim chd déng goi tai:
Reparto Distaccato - Via Muoni, 15-
20064-Gorgonzola (M), Italy.

bong goi tai: Via G. Pascoli, 1 - 20064
Gorgonzola (M), Italy)

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

* Thudc khong vo6 trung: vién nén.

Zeta
Farmaceutici
Sp.A

Via Galvani, 10-
36066  Sandrigo
(VI)-ltaly

* Thubc khong vO tring: thudc udng
dang long (corticosteroid hormon); thudc
dung ngoai dang long (corticosteroid
hormon); thudc bot; dang bao ché ban ran
(corticosteroid  hormon);  thudc  dit
(corticosteroid hormon).

EU-GMP

IT/208-
5/H/2011

7/29/2011

3/16/2014

Italian Medicines
Agency AIFA




* Nguyén liéu 1am thudc: Candesartan

Cilexetil, Clopidogrel Mesylate;
Donezepil Hydrochloride; Duloxetine
Hydrochloride; Eso,eprazole Magnesium;
Lamotrigine; Lercanidipine
Ahmedabad- Hydrochloride; Nebivolol Hydrochloride; . <
Torrent _ M_ehsana Highway N|C|rz_;1ndll, Olmesartan _Medoxomlgle, = T205/01/1 é' é' Co quan thim
9 Pharmaceutica | Dist. Mehsana,|Pramipexole dihydrochloride| @ 1 S S uvén Dire
Is Ltd Gujarat, 382721,|Monohydrat;  Quetiapine  Fumarate;| 3 S S auy
India Risperidon; Rivastigmine
Hydrogentartrate; Ropinirole
Hydrochloride; Sertraline Hydrochloride;
Topiramate; Venlafaxine; Rabeprazole;
sildenafil Citrate; Atorvastatin;
Olanzapine.
100&102 * Thude khdng vo tring (khdng bao gom| .
Antimony and - . N o Therapeutic
penicillins,  cephalosporins, hormon, = MI-2012- | S =
Alphapharm |11&15-25 Garnet i i N n , O N N Goods
10 steroid, antineoplastic): vién nang cung;| LI-05871- | & o .. .
Pty Ltd Street, Carole thube bot da pha duna dich uéne: vien| © 3 = Q Administration,
Park QLD 4300, ’ P g a & = = & |Australia

Australia.

nén.




San pham: Maninil 5; Maninil 3,5; Siofor
500; Siofor 850.
( Co sé san xudt: Menarini - Von Heyden

- Leipziger Strabe 7 a — <
Menarini 1-13, 01097|GmbH - Leipziger Strabe 7 -13, 01097 = DE_SN_0 § § Co quan thiam
11 Von Heyden Q 1._GMP_2|<& S s
Dresden, Saxony,|Dresden, Saxony, Germany. S = ® quyéen DPirc
GmbH \ e 2 \ o 011_0020 | < o
Germany Co so dong goi va xuat xudng: Berlin - — ~
Chemie AG - Glienicker Weg 125, 12489
Berlin, Germany)
Mundipharma 13 Othfallos, Dhali), Thudc khdng vé tring: thudc ding % = = Pharmaceutical
. |Industrial  Area, - \ oz ) MUNO1/2| & N . .
12 Pharmaceutica |, .. . ngoai dang long; thuoc uong dang long;| @ > S Services Ministry
Is Ltd Nicosia, ~ Cyprus, thudc phun mu; dang bao ché ban ran = 012/001 o ., of Health, Cyrus
2540, Cyrus > ' L %) = ’
* Thube v6 trung;
+ Thubc tiét trang cudi: dung dich thude| o .
B.Braun Route de Sorge 9,[tiém truyén; dung dich thay thé huyét (% = g g _?_\;]véfz 's‘ggscy for
14 . 1023 Crissier,|thanh; dung dich tiém truyén dinh dudng;| ;, © |12-1540 | N P
Medical AG - g = 3 © Q Products
Thuy Sy dung dich rua vét thuong. O o 5 3
o

* Dugc chat: HES 130, HES 450, HES
200, succinylated gelatin dang phun kho.

(Swissmedic)




San pham: Berlthyrox 100
( Co s6 san xuat ban thanh pham: Berlin-

Glienicker  We Chemie AG -Tepelhofer Weg 83, 12347( ~ L0
15 Berlin |15 12488 Berlin, Germany. % 2012/01/b § g Co quan tham
Chemie AG  |o . o |Co s6 dong g6i: Berlin-Chemie AG -| 5 c & QS |quyén Duc
’ Y |Glienicker Weg 125, 12489 Berlin,|™ ™~ e
Germany)
* Succursale
d'Aubonne, Zone
Industrielle de I o < .
Ouriettaz,  1170|* Dang bao ché ran: bot dong kho; = % = S SWiss Aggncy for
Merck Serono . £1a N . 1O I N Therapeutic
17 Aubonne,  Thuy|* Dang bao ché 1ong: dung moi pha tiém. | 5, Q |12-484 = B
S.A N L, s A = 3 N N Products
Sy * Dugc chat tai to hop. © O 3 S (Swissmedic)
* Centre o -
Industriel, 1267
Coinsins, Thuy S§
Chinoin
Pharmaceutica . o N < . .
| and 3510 . Miskole, |, Thube v6 triing: dung dich thé tich nho (§D oGYl/a7 8 § National Institute
18 . Csanyikvolgy, \ IS NI Z. | 402- S S of Pharmacy,
Chemical Hunaar ('san xuat vo trung va tiét trung cuoi) 5 212012 o N Hunaar
Works Private| 92" Ll S e gary
Co. Ltd
o ~ < .
Merck Sharp|770 Sumneytown P CT 2808- P p=| United States
19 & Dohme|Pike, West Point,|San phim: M-M-R II, Rota teq. 8 12 WHO 3 = Food and Drug
Corp., US PA 19486, USA g S S Administration




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

Viale Addetta|Dobfar S.P.A -Viale Addetta 4/12 20067| o_ -
20 ACS Dobfar|4/12 20067|Tribiano (Milano), Italy. (59 CPP/2011| & < Italian Medicines
SP.A Tribiano Xuét xuéng tai: Facta Farrmaceutici - S. S5 1212/M a =z Agency AIFA
(Milano), Italy ~ [Atto, S. Nicolo' A Tordino - 64020|Y ~
Teramo, Italy.
Dong go6i tai: Anfarm hellas S.A -
Schimatari - Viota (Hy Lap)
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
tich nho (bao gébm ca hormon va chét co o o |Ministry of
. , . A A W4 Lo | O —
Alcon  Cusi, Camil Fabra, 58,[hoat tlTh hqrmon), dang b,aO Chf bzim ranf s NCE/1232| S § Health of
21 08320 EI Masnou|(bao gom ca hormon va cac chat co hoat| @ F =
SA | A A . P /001/CAT | = o Government  of
(Barcelona), Spainftinh hormon); thudc cay ghép dang ran| S S . .
X 1 — — Catalonia - Spain
(dang thudc bot).
* Thube khéng vo tring: thudc udng
dang long.
* Thube v6 trung;
+ Thubc san xuat vo tring: dung dich thé
Atlantic Rua da Tapadaltich nho. o National
Pharma -|Grande, n 2|+ Thude tiét trung cudi: dung dich thé|S F036/S1/ g S |Authority of
22 Producoes Abrunheira, tich nho. o H/AFIAI | S Medicines  and
Farmaceuticas, |Sintra, 2701-089,|* Thudc khong vé tring: vién nang ctng; a 01/2012 g S Health Products,
—i

S.A

Portugal

thudc udng dang 16ng; dang bao ché dang
ran (thuoc bot, thudc com); dang bao ché
ban ran; vién nén.

I.P, Porrtugal




Co s& san xuét: Co soO Co quan tham
Rottendorf * Thuoe bot khong vo triing vién nang san Xuat: quyén Pirc
Pharma GmbH c1:rng; vién nang mém,; th,uéc bot, thqéc DE_NW
Ostenfelder com, pellet (chira hoat chat nguy co tiém 05 GM <
Rottendorf |giape  51.61 [tang: Tamoxifen, Flutamide, Clomifen va| S |5 2012 = =
24 |Pharma 59320 Cac chat tuong tu); vién nén (vién sii,| QO o022 |& S
GmbH . vién bao). 2 ) S §
gnmgerl()h’ *  Thuéc sinh  hoc: thudc chia go SO —
ermﬂany,. _. |Pancreantin va khang nguyén dung trong ong got.
Co so dong goi:| 4.8 DE_NW
Rottendorf ' _05 GM
Plot No 284/B,
* Ac vd triino-
Bommasandra Thube vo trang: UK GMP United Kingdom's
Jigani Link Road{+ Thuoc san xuat v0 trung: thuoc dong .
. . . 2, , a 35989 — < medicines and
Onco Industrial ~ Area,|kho; dung dich thé tich nho. = — —
: . : PSR <. . 2 Insp GMP| & I~ Healthcare
25 Therapies Jigani Hobli,|+ Thuoc tiét trung cuodi: dung dich thé| Q@ = =
- . \ 5 35989/12 | § © Products
Limited Anekal taluk, |tich nho. o N N
p A A s . L, an A 75261- © Lo Regulatory
Bangalore, * Thuoc khong vo trung chira chat doc té
N , S~ 0003 Agency MHRA
Karrnataka, In-|bao: vién nang clrng; vién nén.

560105, India




Strada provinciale

* Thubc v trung;

+ Thudc san xuét vo tring: thubc dong
khd (vaccin  vi khuan bat hoat,
Protein/DNA tai t6 hop, chit mién dich
dong vat st dung cho nguoi); dung dich
thé tich nho (vaccin vi khuan bat hoat).

+ Thudc tiét trang cubi: dung dich thé

ClaxoSmithKl| Asorana  N.90,[tich nho. S S 0 . .
ine 2 A T , IT/241- | Q o Italian Medicines
26 manufacturin (loc. San Polo) -[* Thuoc khéng v6 trung: vién nang cung| Q 5/H/2012 | N Agency AIEA
o 9143056 Torrile|(chét doc t& bao/cht kim té bao); thubc| T S < gency
o (PR), ltalia ubng dang long; vién nén (chat doc té
bao/chét kim té bao).
* Thubc sinh hoc: thuéc mién dich
(vaccin vi khuan bét hoat); thudc cong
nghé sinh hoc (protein/DNA tai t6 hop);
thu6c mién dich tir dong vat sir dung cho
nguoi.
. 30-36 avenue a ~ 3 French Health
Sanofi . L Ame A e A , S -~ o
i Gustave  Eiffel,|* Thuoc khong vo trung: vién nang cung; HPF/FR/2| o N Products  Safety
27 Winthrop o Q N Iro
Industrie 37100 Tours,|vién nen. - 4/2012 O N Agency
France L ® = (AFSSAPS)




Agency for

Lek Kolodvorska cesta < = 5 |Medicinal
28 |Pharrmaceutic |27 St.123a|" Thudc khdng vo triing: vién nang ctng; % 450- & &  |Products and
als d.d enges. Slovenia |u0e bot; vién nén. 5 39/2011-2| & & |Medical Devices
' ges, L S S |of the Republic of
Slovenia
i 196 rue duf, £ R A \ o ™ © French National
Sa.nofl Marechal  Juin, ;Thu(,)c khoAng Vo trng. q?ng pa.o C.IAle = HPF/FR/1 § Q Drug and Health
29 Winthrop . '[ran khac (khong bao gom vién nén; vién| QO q S
Industrie 45200 Amilly, nang cimg); dang bao ché ban rin = 9/2013 2 S Products ~ Safety
France g cung), ang ' L N S |Agency (ANSM)
* £ A A N £ N
13 Al go wr Tule K0 0 ng e ) N
Unither Liquid|Neste, ZI D'en g N g; g . £ gv ng ons| = HPF/FR/6 | S I Products  Safety
30 . . dang bao ché ban ran; thudc dat. O N =
manufacturing (Sigal, 31770, Thube sinh hoe: thude c6 neudn oo il 2 1/2012 5 ~ Agency
Colomiers, France| Hoc > Boc: Tt e < S |(AFSSAPS)
nguoi hodc dong vat.
B.Braun Mistelweg 2,|* Thubc vo tring: % 2012/03/ g 5 Co quan  thim
32 |Melsungen 12357  Berlin,|+ Thudc tiét tring cui: dung dich thé[Q |0 | S éan&c
AG Germany tich nho. D S =~ auy




Pharmez  Special
Economic  Zone,|, Thude v6 trine: UK GMP United Kingdom's
Zydus Hospira|Plot Number 3, L g; A L oaa | 32340 ™ o medicines  and
. + Thudc san xuat vO trung: thudc dong|s — =
Oncology Sarkhej Bavla|, , . . 2, \ Insp GMP| o I Healthcare
33 . . kho; dung dich the tich nho. o N =
Private Highway, Matoda, + Thude tidt trana cudic duna dich thél 2 32340/40 | & g Products
Limited Taluka  Sanand, dchnho. g - aung d L 9199- - — Regulatory
Ahmedabad, In- ' 0005 Agency MHRA
382210, India
* Thube khdng vo tring chira khang sinh o
A .o A A o ™ -
PT  Actavis Jalan Raya Bogor|beta Iz%ctam.'i/len’nang cimg; thudc uong| s NL/H = S !—Iealth care
34 Indonesia Km 28, Jakarta,|dang long; vién nén. o 13/0100 N N inspectorate, The
13710, Indonesia |* Thudc khéng vo tring: dang bao ché| ) 3 S [Netherlands
ban rén. -~
Laboratoires |1 route de Socx|* Thude khdng vo trang: vién nang cimg;| S o S |French - Health
. . . 0 o HPF/FR/6 | o I Products  Safety
35 Pharmaceutiqu {59380 Bierne,|dang bao ché ran khac; vién nén. O N S
es Rodael France * Thude tir duoc lidu = 212012 |3 8 |Agency
o L ~ S |(AFSSAPS)
* Thube vé trung; ~ <
. . . |+ X C A N IS . A Oo _
Aesica . Via Pragllla, 15 ’ Thu?c ti¢t trung cudi: dung dich the| S IT/156 § § talian Medicines
37 Pharmaceutica {10044  Pianezza|tich nho. O 13/H/201 |5 S Agency AIEA
Is SR.L (TO), Italy * Thube khong vé tring : thube ubng|D |2 & = gency

dang long.




Z.l. du Planchy, ’ . % - < Swiss Agency for
38 UCB Farchim|Chemin de Croix|Thuoc khong vo trung: Dang bao ché ran:| O 11-1364 g § Therapeutic
SA Blanche 10, 1630|vién nén. g N = Products
Bulle, Switzerland = S @ |(Swissmedic)
. . o o~ < .
Boehringer  |1809 Wilson Rd, San phim: Trajenta (linagliptin 5mg) % 11-0005- |4 p=| United States
39 Ingelheim Columbus, OH tablets ’ O 2013-01- |5 > Food and Drug
Roxane Inc 43228, USA g VN S S Administration




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

Dot 1001(Theo cong van 7150/QLD-CL ngay 13/05/2013 ctia Cuc Quan ly dwgre)

MP

Z
S s |2
NHA MAY , , A = GIAY |© S |coO  QuAN
STT | A - |PIA CHI PHAM VI CH HA = > -
coNGBO [P1AC AMVI CHUNG NHAN Z [N T =~ |caAe
o~ <
5 ~ J
% z
Glaxo ZI de laj*  Thuéc khong vo trung (chtra| S o 3 |French - Health
. o , N J HPF/FR/1| & I Products  Safety
1 Wellcome Peyenniere, 53100(penicillin): vién nang cung; dang bao che¢| Q 51/2011 | & S Agency
. L e , ) — N
Production Mayenne, France |ran; vién nén. ! = S (AFSSAPS)
Glaxo . . ,
Operations Priory Street, z A Ao , UK MIA Umt_eq Kingdom's
* Thuoc khong vo trung: vién nang cling;| a_ (IMP) 4| S medicines  and
UK Ltd|Ware ;o = S
: ’ : dang bao ché ran khac; vién nén. = Insp I N Healthcare
2 trading as|Hertfordshire, L L. , |9 > N
.. |* Thuoc sinh hoc: thudc sinh hoc chura| 5 GMP/IMP| %9 — Products
Glaxo SG12 0DJ, United . 0 S PN
Wellcome Kingdom steroid. 4/15159- — Regulatory
0021 Agency MHRA

Operations




* Thuoc vo trung:

SUN + Thudc san xuat vd tring: thubc dong o
. . AL . R . . o ™
Pharmaceutl_ca Baroda ngh_way, kho; dl,}ng fl}ch t%le tich ?ho. . = NL/H o é' Co quan thim
I Industries|Halol, Guijarat,[+ Thuoc tiét trung cuoi: dung dich thé|Q 13/0105 N 5 uvén Ha Lan
Ltd.  India,|389350, India |tich nho. > S s |
Halol * Thube khéng vo tring: vién nang ctng;
Vién nén.
ZA des Boutries
. e Vermont, ) ) o ’ % ~ < French Health
Laboratoires 78704 Conflans * Thuoc khéng vo trung: vién nang cing; 0 I I Products  Safety
Grimberg SA Sainte  Honorine dang bao ché ran khac; vién nén. S § g Agency
L N S |(AFSSAPS)
Cedex, France
JI. Rawa Gatel
Blok Il Kav. 36- % ~ <« National Agency
— —
PT. Dankos|o0r  Kawasani. < tiem vo trang chira khang sinh| © PW.0102 12 g |For Drug and
Farma Industri (khong bao gém betalactam va dan xuét). @I 331.10.1 % % Food . Control,
Pulogadung - O 2.6355 S S Republic of
Jakarta 13930, o - " |Indonesia
Indonesia
JLM.H.  Thamrin .
Blok Azl , ) , , e N < National Agency
_[Vién nang cung khéng chira khang sinh| = PW.01.02 [ < = For Drug and
PT. Kalbe|Kawasan Industrif,, . X R . o g g
. (khéng bao gom thudc tranh thai, hormon| ./ 331.08.1 | q Food Control,
Farma Tbk. |Delta Silikon|". o a A s = S S :
. . sinh duc, thudc kim té bao). O 2.4075 o o Republic of
Lippo Cikarang, o o o Indonesia

Bekasi-Indonesia




L2 Additional|* Thuéc khéng v6 tring (chua % MI-2010- | = Therapeutic
5 Okasa Pharma|MIDC, Satara|cephalosporin va khong chaa khang| O CE-08151. § < Goods
Pvt Ltd Maharashtra, sinh): vién bao tan trong rudt; vién bao g 3 o 0 Administration,
415004, India phim; vién nang ctmg; thudc bot uéng. | F «© = Australia
Rue des Pres a ~ S National Agency
8 Recipharm Potets, 21121[* Thude khdng vo tring: vién nang cimg; (29 HPF/FR/1| & 8 of Medicine and
Fontaine Fontaine Les|vién nén va dang bao ché ran khéc. 5 26/2012 |5 & [Health  Product
Dijon, France L ~ S  |Safety (ANSM)
Santen 348-3, Aza-suwa, % ™ 10 Minister of
10 Pharmaceutica |Oaza-shide, Taga-|San  pham: Flumetholon 0.02,|© 4644 I I Health,  Labour
I Co.. Ltd.[cho, Inukami-gun,|Ophthalmic Preparations § §, §, and Welfare,
Shiga Plant  [Shiga, Japan 3 N < |Japan
Santen 9-19, Shimoshinjo
Pharmaceutica |- CM°Me
Higashiyodogawa- = ~ < Minister of
| Co., Ltd. ) 2 . = - -
ku, Osaka, Japan |San  pham: Oflovid, = Ophthalmic| © o o Health,  Labour
11 (Santen L . s 67 N N
. [(2-14, Shikinami,|Preparations @ < < and Welfare,
Pharmaceutica . o F F
Hodatsushimizu- ] Japan
| Co, L. cho, Hakui-gun
Noto Plant) ’ gun,

Ishikawa, Japan)




9-19, Shimoshinjo

Santen
Pharmaceutica |>.c1°Me:
| Co. Ltd Higashiyodogawa- CEL ™ L0 Minister of
A ‘Iku, Osaka, Japan |San pham: Kary Uni, Ophthalmic|® S S  |Health, Labour
13 (Santen L . i 4374 q N\
. |(2-14, Shikinami, |Preparations 3 S S and Welfare,
Pharmaceutica o o Q Q
| Co. Ltd Hodatsushimizu- ] — — Japan
Noto P.I’ant) ‘[cho,  Hakui-gun,
Ishikawa, Japan)
Industriezeile  6,|* Thudc vo trang; = INS- S, |Austrian
Croma- SRR e X £ I Medicines  and
14 2100 Leobendorf,{+ Thuoc tiét trung cuodi: dang bao ché ban| @ 480485- = . .
Pharma GmbH Austria dn S 0005-013 5‘ Medical Devices
' L —  |Agency (AGES)
* Thube v6 trung;
+ Thudc san xuat vo tring: thubc dong UK GMP United Kingdom's
Prilaz Barunalkho; dung dich thé tich nhé. o 3428 Insp| = <  |medicines  and
;5 |Pliva CroatiaFilipovica  25,+ Thudc tiét trang cudi: dung dich thé (ED GMP P & § Healthcare
Limited Zagreb, HR-|tich nho. 5 2428/234 = ©  |Products
10000, Croatia  |* Thudc khong vé tring: vién nang cung;| " 52-0006 S @ Regulatory
dang bao ché ban rin; thudc dait; vién Agency MHRA

nen.




1T1IUOC VU U ulls.
+ Thudc san xudt vo tring: dung dich thé
tich nho.
+ Thubc tiét tring cudi: dung dich thé

Ctra. M-300, Km. a ™ © Spanish  Agency
16 |Tedec-Meiji 30,500, Alcala de|tich nho. g ES/019HI | S  |of Drugs ang
Farma, SA  |Henares  28802|* Thudc khdng vé tring: vién nang cimg| = /13 N po Health  Products
(Madrid), Spain  |(bao gdm ca thuéc huéng tam thin);| N = |(AEMPS)
thudc udng dang 1ong; dang bao ché rin
khac (thudc bot; thudc cbém; pellet);
sl Al A%e. oA 4 Aeiifn oo (1 A
No 147
Madhavaram-Red UK GMP United Kingdom's
Bafna Hills Road, a 31798 ~ L0 medicines  and
17 Pharmaceutica Grantlyon Village,|* Thudc khéng v tring: vién nang ctng; (29 Insp GMP| & I Healthcare
Is Limited Vadakarai, vién nén. 3 31798/37 | 3 X |Products
Chennai,  Tamil L 8562- e N |Regulatory
Nadu, In 600052, 0005 Agency MHRA
India
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
2 rtue - Louis Ecighgé tiét tring cudi: dung dich thé| < = S, |French - Health
g |schering Pasteur,  14200|" ¢ 11 NG cuot EHRG € 2 |HPFIFRIL|E S |Products Safety
Plough Herouville  Saintl, .« (oo e o |3 04/2011 |8 = |Agency
Clair, France juoc Knong Vo frung.  thuoc dung, i = S [(AFSSAPS)
ngoai dang 16ng; thudc uong dang 1ong;
dang bao ché ran khac; dang bao ché ban
ran; vién nén.
State
gzggzz?sa * Thube vé trung; . |Administration of
Idol llac Cebealibev sok. NI* Thudc san xuét vo trung: dung dich thé| S 016/2012/ g = |Ukraine on
19 |Dolum Sanayiil "> 2 ltich nho. ©  [sAumP/ |S S |Medicinal
ve Ticaret AS |— . '+ Thudc tiét tring cudi: dung dich thé| GMP < ©  |Products
Topkapi, Istanbul L Te 3
! 'ltich nhé. (SAUMP) -

Turkey

Ukraine




, o N <
Bausch&Lom San pham: Lotemax (loteprednol| = 11-0116- | S b= United States
20 b. 'll;asrlr;\pa, FL 33637, etabonate ophthalmic suspension) 0.5% 8 2013-01- % % Food and Drug
Incorporated (Sterile) - VN § § Administration
) — —
5900 Martin
i o
DSM Luther King Jr) o S |oz0m43- [§ [T |united  States
. |Highway, San pham: Singulair 4mg (Montelukast)| ® I I
21 Pharmaceutica ; O 2012-41- | N Food and Drug
4 [92)] ™
Greenville, North|Oral Granules < < S
Is INC i - VN a q Administration
Carolina, 27834, -] ™ ™
USA
Laboratoires |Route de Marsat, a N
. \ i S S European
Merck Sharp&|Riom, 63963(San pham: Invanz (Ertapenem) Powder 13/12/586 | & < .
22 . R o N S Medicines
Dohme- Clermont-Ferrand |for concentrate for solution for infusion. |5 76 N Z Agenc
Chibret Cedex 9, France L = gency
i o
4745 Wiley Post \ 2 . . > 07-0113- | = = United States
Way, Salt Lake|San pham: RemeronSolTab (Mirtazapine)| & I I
23 |Cephalon City, UT 84116,|Orally Disintegrating Tablets © 2012-18- |\ ~ |Food and Drug
Y, ; y 9 g n VN o o Administration
USA D S8 S8




Ajinomoto 103-1, o Ministry of
. . _— q _ S «~ <
Pharmaceutica ShlrasakaL_Jshlshl San phim: Amiyu Granules, Atelec| @ = = Health,  Labour
24 Is Co., Ltd.[mizu, Shirakawa- ] o 2395 N N and Welfare
. . ; tablets 5; Atelec Tablets 10. I = =
(Fukushima  |[shi,  Fukushima, =2 S S government  of
Plant) Japan - Japan
FMUTUYACR TTTUOC VU rury vitda TivrmuiT va Cllat CU
Verpackungstechn [hoat tinh hormon;
ik GmbH prostaglandin/Cytokine; chat mién dich;
Bahnnhofstrabe, |sulphonamides: a DE BW_ XY o
Holopack PO LA e . = o = 2
gemap den|+ Thuoc san xuat vo trung: dung dich thé 01_GMP_| & I Co quan tham
25 Verpackungste . o N % > N A
. vorliegenden tich 16n; dang bao ché ban ran; dung dich| 5 2012 011 | = N quyén Duc
chnik GmbH . : ; o S g
Grundrissplanen  [thé tich nho. 8 = N~
vom 20.11.2007,[+ Thudc tiét tring cudi: dung dich thé
73435 Abtsgmunditich 16n; dang bao ché ban rin; dung dich
| lntnvaran incan IR P 1
* Thudc vo trung:
+ Thubc san xudt vO tring: dung dich thé
tich nho. o~ 7o) Federal Agency
A en N IR . Al o
Laboratoires Scheutlaan - 46-50 + Thl,loc et try ng C;u (?1' dunqg dich th¢) = BE/2012/ § § for Medicines and
26 Steron NV Anderlecht, B-|tich 16n; dung dich thé tich nho. o 024 5 S Health Products -
P 1070, Belgium  [* Thuéc khéng vé trung: thudc dung| ) 3 3

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

Belgium




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

United Kingdom's

. Dagger Lane, | ich 16n; thube dong kho; dung dich thé| o UK “MIA N » |medicines  and
Bio Products|Elstree, tich nhé = 8801 Insp S = Healthcare
27 Laboratory  [Hertfordshire, L enr en £ . 2| 9 GMP/IMP| & N
o + Thuoc tiét tring cuodi: dung dich thé| 5 — = Products
Limited WD6 3BX,|., . -, : 2, , 0 8801/182 | 5
United Kinadom tich 16m; dung dich thé tich nho. 350021 |~ Regulatory
g * Thudc sinh hoc: ché phdm tir mau. Agency MHRA
* Duoc chat sinh hoc.
* Thubc khong vo tring: vién nang cing National Institute
Teva , I N 2 .
. (chtta hormon); vién nang mém; thudc for Quality and
Pharmaceutica | . , \ N \ Lz a ™ S .
Dia chi 1: H-4042(dung ngoai dang long; thudc udng dang| S p o Organization
I Works ., X 2 va c , OGYI/35 | N :
28 . Debrecen, Pallagi|long; dang bao ché ban ran (chwtra| @ q S Development in
Private L e A . = 01-3/2013( —
- ut 13., Hungary  [hormon); thudc dat; vién nen (chwa| d S Healthcare  and
Limited _ N o . N = .
hormon); dang bao ché ran khac (vi nang Medicines,
Company \ £ 1A
va thuoc bot). Hungary
TTIUOCU VU U UIlE.
+ Thubc san xuat vo tring: dung dich thé
tich 16n; thuéc dong khé (chira hormon
Dia chi 2: H-2100|va chét doc té bao); dang bao ché ban 0
29 Godollo, Tancsics|rdn; dung dich thé tich nhé (chira hormon S
Mihaly ut 82.|va chit doc té bao). =
Hungary + Thudc tiét tring cudi: dung dich thé <
tich 16n; dung dich thé tich nhé (chua
hormon va chét ddc té bao).
I_IUIUIJGL,P\ = ’T“:)d/l(l Pll(hl}A L«lll,[’]d: IIUII}I{I‘ULII' va, Lllc‘ll LU
Verpackungstechn [hoat tinh hormon;
ik GmbH prostaglandin/Cytokine; chat mién dich;
Bahnnhofstrabe, |nguyén li¢u sulphonamides: a DE_BW_ |Y o
Holopack P S p= — .
gemap den|* Thudc vo trung: 01 GMP_| & I Co quan tham
30 |Verpackungste[~ . U VN : 2| Q@ S S A T
chnik GmbH vorliegenden + Thuoc san xuat vo trung: dung dich the| 5 2012 011 | = N quyén Duc
Grundrissplanen  |tich 16n; dang bao ché ban rin; dung dich| ! 6 = ~

vom 20.11.2007,
74429 Sulzbach-

thé tich nh.
* Thudc khéng vo tring: thudc ding

A | 1.2 oA a A 12




o ™ o) .
South San|, 2 . . > 12-0170- | i United States
32 Genentech Inc |Francisco, CA Isrfltrrlaviﬁ)rﬁé UA; \éastm (bevacizumab) for 8 2013-01- § § Food and Drug
94080, USA ' g VN S S Administration
Llaua VIN JUITIL
Venture Co.Ltd.
Binh Duong
Stada VN Branch, 40 Tu Do *.AThu(A%C khéng Yﬁ trl:Jng:Aviét\ nang CI'J:.ng; % DE HE 0! S © .
. Aventure, vién nén (bao gom ca vién nén bao phim, i < I Co quan tham
33 Joint Venture|, . A oA O 1 GMP 2| \ .
Co. Ltd V.|etnam vién nén giai phong thay doi, vién nén| 5 013 0036 g g quyén Duc
Singapore khang dich da day). L - < 3
Industrial ~ Park,
Thuan An, Binh
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
1 true Comte de EC};EESC tiét trung cudi: dung dich thé < = t French Health
54  |Haupt Pharma|Sinard,  26250| . . . .° ' : Z HPF/FR/T| & S |Products  Safety
Livron Livron Surl. Thuéc' khdng vo trung: vién nang cing; > 5/2012 8 S Agency
Drome, France L oaer an ' | < ' |(AFSSAPS)
thuoc dat; vién nén.
* Thudc sinh hoc: thudc mién dich.
Torrent
Pharmaceuticals
Torrent Ltd - Indrad Plant ’ a DE BY 0|2 < q
35 Pharmaceutica [Near Indrad|* Thuoc khdng vo trung: vién nang cung; (ED 4 GMP 2 8 8 Co _quan tham
Is Ltd - Indrad|Village,  Taluka|vién nén. S5 013 0058 g g quyén Btrc
Plant Kadi, District L - < =

Mehsana Gujarat
382721, India




Torrent
Pharmaceuticals

Torrent Itd - Baddi Plant a ™ <
: e A A s DE_BY_0| 2 = .
36 Pharmaceutica |Bhud & Makhnu|* Thuoc khong v0 trung: vién nang cing; 5 4 GMP 2| & N Co quan tham
Is Ltd - Baddi|Majra, Nalagarth,|thudc udng dang léng. S 013 0057 g g quyén Duc
Plant Solan, Baddi L - < <
173205, himachal
Pradesh, India
. * £ AN
V!Ilage Thuof Vovtmng; N 2 an UK GMP United Kingdom's
Kishanpura, + Thuoc san xuat vO trung: thuoc dong 9338 N <« medicines and
Fresenius Kabi|Baddi, Tehsil|kho; dung dich thé tich nho. = = p=
- SN £ . 2 Insp GMP| & N Healthcare
37 Oncology Nalagarh, District|+ Thuoc tiét trung cudi: dung dich thé| @ a =
. . , \ S 29338/44 (S N Products
Limited Solan, Himachal|tich nho. o o S
X LA Ao A 3841- N — Regulatory
Pradesh, In-1* Thuoc khong vo trung: vién nén. 0004 Agency MHRA
174101, India  |* Thudc chira chit doc té bao. gency
4-6-10 o - 5 Ministry of
Koishikawa 9 (% = = Health,  Labour
38 Eisai Co., Ltd ’ San pham: Pariet Tablets 10mg < 4368 S S and Welfare
Bunkyo-Ku, 8 @ @ overnment  of
Tokyo, Japan < = a |9
, ” Japan
Ministry of
4-6-10 o o~ <
Koishikawa 7 5 S g |Health,  Labour
39 Eisai Co., Ltd ' San pham: Methycobal Injection 500ug i 2923 > > and Welfare
p y i c
Bunkyo-Ku, S S S overnment  of
Tokyo, Japan ks = s |9

Japan




Ministry of

-6- o
4Kc?islh(:kawa % g g Health,  Labour
40 Eisai Co., Ltd ' San pham: Myonal tablets 50mg o 493 N N and Welfare
Bunkyo-Ku, S & & overnment  of
Tokyo, Japan 3 < s |9
Japan
Ministry of
-6- o o~ <t
4 6. 19 = S S Health,  Labour
.. Koishikawa, \ 2 O] N N
41 Eisai Co., Ltd San pham: Methycobal Tablets 500ug & 2924 3 3 and Welfare
Bunkyo-Ku, S S S overnment  of
Tokyo, Japan ks = s |9
Japan
4-6-10 % - 5 Ministry of
Koishikawa 9 z p=| = Health, Labour
42 Eisai Co., Ltd ' San pham: Pariet Tablets 20mg & 4377 A\ S and Welfare
Bunkyo-Ku, 3 = =
o Q Q government  of
Tokyo, Japan K] — —
Japan
* Ac vd friino-
Nucleo Industriale +TTlll1u%cchZrt1rin§i't Vo triing chira hormon| < X =
43 |Fisiopharma |- 84020 Comfostemi . }[lhuéc bt 6gn hode o | o IT/46- | &  [|italian Medicines
SR.L Palomonte  (SA) SITOIE. HIUoE bIL, ong th Pl 1/H/2013 | S R |Agency AIFA
Italy + Thuoc ti¢t trung cuoi: dung dich thuoc| S S
—i

thé tich nho.




Akciju g * X LA A g i . la o~ o
sabiedriba, K_rustplls iela 53, T%luoc kA’honc::j voA’trl‘mg. v:en\nang m\mg. = ZVA/LV/ é' = State Agency of
44 . Riga, LV-1057,|(chtra thuoc doc t€ bao/chat kim té bao);| @ 2012/012 | & N L .
Grindreks (I ; oz ) A, S S < Medicines, Latvia
. Latvia thudc uong dang long; vién nén. 0 H Ny F
vieta) )
* Thube vé trung:
+ A 3 A A A . . A
_ Prat de la Riba|" Thqu san xuat vO trung: dung dich thé N - o Ministry of
Boehringer tich nho. = i P
45 |ingelheim 2% 0874 Sant) T & tiet tring cudi: dung dich thé|®  |NCF/1302I] §  |Health of
Esgpana s |Cugat Del Valles| . .~ g cuor: dung & 3 J001/CAT | S < |Government  of
l H ’- L :| h - _ -
(Barcelona), Spain|, Thube khéng vo tring: vién nang; Catalonia - Spain
thudc ubng dang 1ong.
Damastown, o
Helsinn Birex|Mulhuddard, = 07-0060- | & A United States
46 Pharmaceutica [Dublin 15,{San pham: Aloxi Injectin 8 2012-03- 8 8 Food and Drug
Is Ltd Republic of g VN g g Administration

Ireland




* Thuoc vo trung:

Manor Farm|+ Thudc san xuat vo tring: thudc dong UK MIA United Kingdom's
Road, Porton|kho; dung dich thé tich nho. a o~ Lo medicines and
Health . X . X X . 4 E 20170 — —
. Down, Salisbury,|* Thuoc sinh hoc: thudc mién dich; thudc I I Healthcare
47 Protection L A . e |9 Insp GMP| 5 S
Agency Wiltshire, Sp4|cong ngh¢ sinh hoc; thuoc sinh hoc khac| 5 20170/13 | S N Products
0JG, United|(Botulinum Toxins, toxoids Bacterial| 167-0015 < N Regulatory
Kingdom. Enzymes  (Erwinia  L-asparaginase) Agency MHRA
Bacterial Toxoids).
* Thudc vo trung:
+ Thudc san xuit vo tring: thudc tiém;
thudc bot dong khd pha tiém; hdn dich vo
standard No. 6-20, _Tuku, trung eha.tAlem.‘ . L o o <
Chem.& Tuku Village, |+ Thudc tiét triang cuoi: thudc tiém. (29 - p=) Department  of
48 ' Sinying  District,|* Thubc khong vo tring: dung dich| 8102 8 g Health  Taiwan,
Pharm.  Co.,|. . . LA A S = %) =
Ltd Tainan City|thuoc; vién nén bao duong (vién nén bao| © = 3 R.O.C
73055, Taiwan phim, vién nén bao tan trong rudt, vién o-
nén, thude cdm, thude bot); vién nang.
* Nguyén liéu thubc cephalosporin
(thudc bot kho pha tiém).
Merck Sharp & . . .
Dohme  Limited, e , UK MIA United Kingdom's
Merck * Thuoc khong vo trung: vién nang cling;| a_ N 7o) medicines  and
. |Shotton Lane, NS = 25 Insp| 4 =
49 Manufacturing Cramlinaton dang bao ché ran khac; vién nén; thuoc o) GMP I I Healthcare
Division - gron, khong vo tring khac (thuc com udng). |- S ﬁ Products
Cramlington | Nortnumberland, 1. = b am khac: san pham chir hormon. | & 13532/40 1 5 ©  |Regulator
glon  INE23 30U, Uniteg| 4" Pham Khac: san pham chir hormon. 61-0021 gulatory
Agency MHRA

Kingdom.




* Thube vé trung:
+ Thubc san xuat vo tring: thudc dong
kho; dang bao ché ban ran; dung dich thé

Allergan Castlebar  Road,|, : = 3744/M14| 2 = . .
50 Pharmaceutica |Westport, Co. tich nh? s 2. I |9 8- N N Irish — Medicines
Is Ireland Mavo. Ireland + Thuoc ti¢t trung cuodi: thudc cay ghep| 5 V12/531 < S Board
Yo, dang ran (Dexamethasone) L ~ S
* Thude sinh hoc: thudc c¢6ng nghé sinh
hoc.
* Thudc vO tring: thude tiém (thudc san
TTY No. 838, Sec 1, xuat V(z trun% va th}lOC\tht. trung Cuf)l). Ao
Biopharm * Thuoc khong vo trung: dang bao ché ™ o
Chung-Hwa Rd,|, ., . L. ) ) |2 p P Department  of
51 Company Chuna-Li  Cit ban ran (thuéc md, thuoc kem); dang bao| © 8001 I I Health  Taiwan
Limited g Ylché rén (vién nén bao phim, vién nén,| L re = ’
.|Taoyuan County,| . L Al A O A { R.O.C
Chung Li Taiwan. R.O.C thudc com, thuoc bot, vién nang). o ™ =}
Factory P * Nguyén liéu lam thudc: chat doc té bao

(thudc tiém, vién nang).




Misato Plant, 950(San  pham: Aricept Evess 5mg United Kinadom's
Oaza Hiroki,|[Orodispersible tablet, Aricept Evess PP101207 medicines g and
- Misato-cho, 10mg Orodispersible tablet. |8 e
Eisai Co \ FODIPR . 45 va| o o Healthcare
52 L Kodama-Gun, (San xuat tai: Eisai Co Limited N N
Limited i , L . PP101207 | & N Products
Saitama Dong goi tai: Pfizer PGM; Pharmapac 46 5 5 Requlator
Prefecture, 367-|(UK) Limited; Eisai Manufacturing A ?enc MyHRA
0198, Japan Limited) gency
JI. Pulo Gadung o ~ <« .
PT. Soho|No. 6, Kawasan|* Vién bao khdng chira khang sinh% PW.01.02 S 3 ga;tlonglruAgezgé/
54 |Industri Industri Pulo|(khdng bao gdbm thudc tranh thai; hormon| ., 331121 |S S Food gontrol
Pharmasi Gadung, Jakarta -|sinh dyc va chit kim té bao). ) 27459 | N . ’
Indonesia o0 — — Indonesia
Anthoussa . z A T . la o~ o National
Famar AV.E. Avenue 7, Thuo\c khoﬂngévo tryng._\flen nang eung,) > 16559/5-34 § § Oganization  for
55 Anthoussa .. .'|dang bao ché ran khac; vién nén (hormon| © \ A -
Plant Anthoussa _ Attiki, a cac chit c6 hoat tinh hormon) = 12 & & Medicines,
15344, Greece  |" ' ' L ® = |Greece
* 5¢ vO truns:
8301 Mars Drive, +1;1111111(())(;\;211tr;r11§t vO tring: dang bao ché| S « =
Allergan Sales|Waco, Texas|, , . : 2, g ne = 2012/594 | S N Irish  Medicines
57 .. |béan ran; dung dich thé tich nho. o N =
LLC 76712, United £ ~ N . 45 2 ~ Ny Board
States * Thuoc khong vO trung: dang bao che| g & g

ban ran.
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Center for

Genetic
Engineering
and
Biotechnology

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

* Thuoc vo trung:

+ Thubc san xuat vo tring: thudc dong

kho.

PIC/S-GMP

030/2012/
SAUMP/
Rep

8/31/2012

5/18/2014

State
Administration of
Ukraine on
Medicinal
Products




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

Dot 1171(Theo cong van 7977/QLD-CL ngay 27/05/2013 ctia Cuc Quan ly dwgrc)

> z
& A <
A MA 2 S S =
NHA MAY . , R ’ GIAY = co QUAN
TT | A - |PIA CHI PHAM VI CH HA = >~ -
>TT lcongBo [P € AM VI CHUNG NHAN Z [N T =~ |caAe
>~ <
5 “ J
Qo z.
Z
State
* Thudc vo tring: o Administration of
Sun __|Halol-Baroda + Thudc pha ché v tring: thubc dong| = 045/2012/ | = S |Ukraine on
Pharmaceutica |highway, Halol-|, . . 2 o0 . o N I~ .
1 . ) kho; dung dich thé tich nho. AN SAUMP/ (< g Medicinal
I Industries|389350, Gujarat, P N AN s x| = Ly -
Ltd India * Thuoc khong vo trung: vién nang mém;| O GMP N > Products
dang bao ché ban ran. o (SAUMP) -
Ukraine
Plot No E-37/39, i\tsrﬁinistration of
* A A A N . A N o
Glenmark M'I'D'C.:' T\l}uoc kh?ng VO }“‘”9' thude dﬂung = 026/2013/| 5 = Ukraine on
. |Industrial Estate,|ngoai dang long; thuéc uong dang long;| O o < -
2 Pharmaceutica . . e <o X e b SAUMP/ | A Medicinal
Satpur, Nasik-422|bot dung ngoai da; dang bao ché ban ran| = o Q
Is Ltd. 2 PO o &) GMP F q Products
007, Maharashtra,|(thuoc kem; thuoc md; gel); vién nén. o N
India (SAUMP) -
' Ukraine




| Brisweg 2, 4253 *\Thuéc kh()ng \./6 _tArUngl C_hﬁi pen}icillin % N § Swiss Age_:ncy for
Acino Pharma Liesberg va cephalosporin: vién nén; vién nén bao O 12-444 o N Therapeutic
AG Switzerla’md phim; vién sui; vién nhai; vién nang 8 O b Products
cting; thude bot; thude com; pellet. = o S (Swissmedic)
Kishapura, Baddi- UK GMP United Kingdom's
Glenmark Nalgarh .Ro.ad, ’ ) o ‘ 1o 17350 ~ L0 medicines  and
Pharmaceutica Sc_)lan District,|* Thgéc khgng vo tring; dang bao che % Insp GMP 8 8 Healthcare
Is Limited Himachal ban ran (thudc kem va thuoc ma). S 17350/38 8 g Products
Pradesh, In- L 2961- G < |Regulatory
174101, India 0004 Agency MHRA
Bipso GmbH
Robert-Gerwig-
Str.4, gemab der|* Thudc vo tring:
Grundrissplane |+ Thude san xuét v0 trang: dung dich thé| S (?1E _GBI\\//I\IID_ g > c b
Bipso GmbH |vom  21.7.2011,|tich nho; thude bot vé trung. O ooTt oo | S S fénq;?r”c tham
78224 Singen,|+ Thubc tiét tring cudi: dung dich thé| D P = S
Baden- tich 16n; dung dich thé tich nho.
Wurttemberg,
Germany
Parque Industrial, UK GMP United Kingdom's
Glenmark Calle 9 Ing nger * Thuéc vo trfmg: o |a 41732 g g medicines  and
Generics SA - Oks No 593, Pilar, + Thuoc san >’<uét vo trunAg: dung dich th@ (ED Insp GMP %‘ S‘, Healthcare
Pilar Plant Buenos Aires, Ar-[tich 16n; thuoc dong kho; dung dich the| 5 4173270 | & N Products
B1629MX, tich nho. L 09036- | S |Regulatory
Argentina 0001 Agency MHRA




Zone d'Activites|, £ A A s FORT -8 9 < French  Health
. Est no 1, 60190 T\huoc kh(?ng VO fr“”‘;?" thude dqung = HPF/FR/2 | & é' Products  Safety
Pharmatis : ngoai dang long; thuoc uong dang long;| @ Irs) =
Estrees-Saint- dane bao ché ban rén - 49/2011 | o S Agency
Denis, France ang ' L g S |(AFSSAPS)
Usine de Saint-|* Thubc vé trung:
I SRR L oaa | — < French Health
- + .
. R'emy rue de :Fhuoc san xuaRt \,/O trur}g. thude dong| = HPE/ER/2 § § Products  Safety
Famar L'Aigle |L'Isle, 28 380|kho; dung dich thé tich nho. o = =
- 2 A N . = 02/2011 (S © Agency
Saint Remy Sur|* Thuoc khong v0 trung: dang bao ché| g g q
ey S TS T S 5 |(AFSSAPS)
Avre, France ran khac; dang bao ché ban ran; vién nén.
* Thude khong vo tring: vién nang ctng;
thudc dung ngoai dang 16ng; thubc udng
Madaus GmbH  [dang l6ng; dang bao ché ran khéc (thudc| o DE_NW_ | 0
Madaus Lutticher Str. 5,|bot, thudc cdm, pastilles); dang bao ché (29 04 GMP_|SQ § Co quan tham
GmbH 53842 Troisdorf,|ban ran; vién nén (vién nén bao phim,| 5 2012 004 |53 < |quyén Duc
Germany vién nén bao duong). L 3 = ™~

* Thude duge lidu; thude vi luong dong

can.




TVicga
Sciences Ltd.
Site 2: 515/1 Moo

LIIT

111400 r\IIUIIU VU LIuIIU. VICII ||a||g L,uug,
Vién nén.
San pham cu thé: vién bao Doloteffin,

Pharma- 4, Soi 8 Bangpoo|vién bao DoIotef_fjn forte, vién nén|nq DE_NW_ [ = »
11 Zentrale Industrial Estate,|Ardeysedom, vién bao duong % 01 _GMP_ g g Co‘ quan tham
GmbH Pattana 3 Road, Ardeysedon Nacht, _Ardeycordal forte,| 5 2013 _000 &' § quyén DPuc
Phraeksa, Mueang|vién nang Gabapentin (100mg, 300mg,|"“ 1 — ~
10280 400mg), vién bao Finasterid (1,9, 5mg),
Samutprakarn, vién nang Tacrolismus (0,5 mg, 1mg,
Thailand L) v iiAn nanea Myicanhnnalat Nadanfil
Mega Life
Sciences Ltd. * Thudc khong vo tring: Vién nang mém.
Site 1: 384 Moo 4,|San pham cu thé: Vitamin E 600,
Pharma- Soi 6,' Bangpoo Knoblau_ch+MisteI_ Wibdom,| o DE_NW_ | < »
12 Zentrale Industrial Estate, Alfacaludol (0,25pug, 05 pg, 1 ug),% 01_GMP_ 8 8 Co‘ quan tham
GmbH Pattana 3 Road,|Fisschol (500mg, 7050mg), Ibuprofen| 5 2012_001 5' g quyén btc
Phraeksa, Mueang|(200mg, 400mg, 600mg), Isotretinoin| ! 6 — N~
10280 (10mg, 20mg), Livolin Forrte, Vitacap,
Samutprakarn, Prosstacare, Enat 400, Ginsomin, Giloba.
Thailand
* Thubc vO tring chua khang sinh,
20 beaver Creek|H€PaiN  trong lg?ng .phén tr thip N
Road 430 LMWH, c’hétArmén. dich, Intgrferon; S CA-TOR- o < Health Products
13 Health 2000 Richmond HiII’ Insylln, chat gay ,nghlén: dung dich san (chs 2013 8 8 and Food Branch
Inc Ontario. Cana da’ xuat v@ trung; thudc dong kho. _ -‘E GMP: D D Inspectorate,
LAB SB’Z '[* Thuoe khong vo trung chia khang sinh,| S 0006609 | ®  |Canada.

OTC, chat gdy nghién: vién nén; vién
nang cing; vién nang meém; 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: thudc dong
khd (chira hormon va chat ¢ hoat tinh
hormon, khéng bao gdom hormon
corticosteroid va hormon sinh duc); dung
dich thé tich nho (chtra hormon va chat
c6 hoat tinh hormon, khong bao gom
hormon corticosteroid va hormon sinh
duc); polveri.

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

* Thubc khong vo tring: vién nang cimg;
thuéc diung ngoai dang long (chira
hormon va chat c6 hoat tinh hormon,
khéng bao gdm hormon corticosteroid va
hormon sinh duc); thubc udng dang long
(chira hormon va chat c6 hoat tinh
hormon, khong bao gém hormon
corticosteroid va hormon sinh duc);
thudc cém; dang bao ché ban ran; vién
nén.

* Thude sinh hoc: ché pham tir méau ( tr
ngudi); thude c6 ngudn gde tir dong vat.

EU-GMP

IT/38-
1/H/2012

2/17/2012

9/23/2014

Italian Medicines
Agency AIFA




Beernardo de
Irigoyen 248, of

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

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

H o
. the City of dung dich thudc tiém va thudc dong kho;| = 4 S |Argentina
Laboratorios |Buenos Aires| . £ R N ) N I . .
15 Bago S.A (CP- thudc bot vo trung; thuoc khdng vo trung| 01317/13 | & 3 Natioanl Institute
g0 >.A. C 1'0%2 AAF) dang 16ng va dang bao ché ban ran. o 3 3 of Drug (INAME)
Argentine ’ * Co s& san xudt 2: St. Ciudad de|l®
Regublic Necochea between St. Ciudad de Mar del
P ' Plata and Av. Matienzo; Industrial Park,
Province of La Rioja (C.P.: F5302CTA),
Argentine Republic
Thudc chira khang sinh beta lactam: Vién
nén; vién bao; thudc bot pha hdn dich va
thudc bot pha tiém.
Consumer
* A A A < a ’ [al -
GlaxoSmithKI H.ea.lthcare Th_uo_c khong vo t_rung A’khonig chura S MI-2010- | = < Therapeutic
. ._[Division, 82|penicillin, cephalosporin, chat chong ung| O < o Goods
16 ine  Australia A . X 1a AN LI1-02034- | S N s
Pty Ltd Hughes Ave,|thu: vién nén; dang bao ché long; dang 3 3 K 5 Administration,
y Ermington  NSV/|bao ché ban rén; thudc bot; thube dat. | & @ @ |Australia

2115, Australia




The Institute for

Teva a o L0 Standarization
g7 |Pharmaceutical2 Hamarpeh St.\, p o a0 ché ban rén va thube dat. % 132212 | & & |and Control of
I Industries|{Jerusalem, Israel S D ® Pharmaceutical,
Ltd. L o S |Ministry of
Health, Israel
* Thude khdng v tring: vién nang mém;
thuéc dung ngoai dang long (chira
hormon corticosteroid ); thudc uéng dang
long (chira hormon corticosteroid); dang
bao ché ran khac (thudc bot va thude cdm
chtra hormon corticosteroid va hormon
sinh duc); dang bao ché béan rin (chua
Doppel Vif.i Martiri Delle horAmon va ghét co hoat. tinh hormop, % N < . N
20 Farmaceutici Foibe, 1 g 29016(khéng bao gom hormon_smh du_c); thl%?C 5 IT/220- S S Italian Medicines
SRL Cortemaggiore dat (chwa hormon corticosteroid); vién a 1/H/2012 g E Agency AIFA

(PC), ltaly

nén (chara hormon corticosteroid, hormon
sinh duc va cac hormon khac).

* Thudc sinh hoc: thuc ¢d ngudn gbc tir
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 rin)

* Thude duge lidu.




* Thube vé trung;
+ Thubc san xuat vo tring: thudc dong
khd (DNA/Protein tai t6 hop; hormon

sinh duc va hormon khac,
Viale G.B.|prostaglandin/cytokine); dung dich thé|a T/289- | <
21 Patheon Italia|Stucchi, 110 -|tich nho. % 11/H/201 g g Italian Medicines
SP.A 20900  Monza|+ Thubc tiét tring cudi: dung dich thé| 3 5 § B |Agency AIFA
(MB), Italia tich nho. L = ™
* Thudc khéng v tring: vién nang ctng;
thudc bot; thube cdm. ‘
* Thudc sinh hoc: DNA/protein tai to
hop.
Santen 9-19, Shimoshinjo
. |3-chome, ..
Pharmaceutica Hioashivodoaawa- o Ministry of
| Co., Ltd gashiyodog , A = N S Health,  Labour
ku, Osaka, Japan. [San pham: Sancoba, Ophthalmic|® o o
22 (Santen o . . & 4285 N N and Welfare
. |(2-14, Shikinami,|preparations. 3 o o
Pharmaceutica .. o PN PN government  of
Hodatsushimizu- <
| Co., Ltd. cho.  Hakui-qun i Japan
Noto Plant) N gun,
Ishikawa, Japan)
* Thube v6 trung;
. . . + Thudc san xuat vo tring: dung dich thé| o ™ <
Biomedica  Via Morolense ?7 tich 16n; dung dich thé tich nho; thudc| = IT/32- § § Italian Medicines
24 |Foscama 03013 Feretino s s tring % |amr018 |3 S |Agency AIFA
. : )
Group S.P.A [(FR), Italy 0] N S

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




Zone d'Activites|, i R A i . la N < French Health
|Est no 1, 6o1gp| Thucc khong O lring: thuoe dungi S ppeps | & S |Products  Safety
25 Pharmatis Estrees-Saint- ngoai dang long; thuoc uong dang long;| @ 50/2011 |9 S Agenc
: dang bao ché ban ran. = S = gency
Denis, France — © (AFSSAPS)
o N
MSD 60 Tuas West % MLMP11 3 3 Health  Sciences
26 International |Drive  Singapore|* Thubc bot pha tiém h 00002 %‘ 8 Authority,
GmbH 638413 g g' < |Singapore
San pham: Deplin 600mg (Vietnam),
Biokanol Pharma |Solution for Injection.
Kehler Str. 7,[(Co so san  xudt:  Solupharm|a DE_BW_|d <
97 Biokanol 76437 Rastatt,|Pharmazeutische GmbH. -Industriestr. 3, (% 01_GMP_ 8 8 Co quan tham
Pharma GmbH [Baden- 34212 Melsungen, Germany S 2011 011 g § quyén Puc
Waurttemberg, Co so déng goi, xuit xuong: Biokanol| Y 7 = e
Germany Pharma GmBH - Kehler Str.7, 76437

Rastatt, Germany)




o
Roxane Columbus OH P 03-0175- g g United States
28 Laboratories 43216, U S A San pham: Mercaptopurine tablets USP 8 2012-02- | 3 Food and Drug
Inc ' 0 VN o o Administration
D) < <
Roxane % 03-0176- | = United States
. Columbus, ~ OH|San pham: Fluticasone Propionate Nasal| N N
29 Laboratories 43216. USA Sora O 2012-02- |5 3 Food and Drug
Inc ' pray 9 VN o o Administration
D < <
Lot no: 423/P/A, * Thude v6 tring;
Sarkhet Bavla I oA : 2
i . + Thuoc san xuat vO trung: dung dich thé| a_ . ©
Intas Highway, Village tich nhé = NL/H - = Health care
30 Biopharmaceu [Moraiya, — Talika|, Th (A’)c' sinh hoe: thude cond nehé sinh O 13/0106 8 g inspectorate, The
ticals Ltd. Sanand, Guijarat, hoe " oc: To g nghe 2 3 S Netherlands
Ahmelabad, *D oc chit sinh h
382213, India 1o chiat st hoc.
Plot numbers 457 . . ,
and 458 Sarkhej- UK GMP 5 rﬂggiecdinlz;ngd():;g
INTAS Bavla Highway,|* Thudc khdng vé triing: vién nang cing; % 17543 g p= Healthcare
31  [Pharmaceutica |Matoda, Sanand,|dang bao ché rin khéc; dang bao ché ban| © Insp GMP| g Products
Is Limited  |Ahmedabad, rén; vién nén. o |17543/9% (& S  |regulatory
Gujarat, 382210, 21-0016 Agency MHRA

India




32

Dr.  Gerhard
Mann
Chem.-pharm.
Fabrik GmbH

Brunsbutteler
Damm 165-173,
13581 Berlin,
Germany

* Thube vé trung;

+ Thudc san xuét v tring: dang bao ché
ban rin (gel nho mat); dung dich thé tich
nho (thudc nho mit).

+ Thubc khong vo tring: thudc ding
ngoai dang long; thubc udbng dang long;
dang bao ché ban rin; vién nén.

EU-GMP

2012/01/
mann

9/21/2012

5/31/2015

Co quan
quyén Duc

thAm




* Thudc vO tring: vién nang ctng; thudc

Laboratoires (6  avenue  de[ding ngoai dang long; thudc udng dang| S = Ly |National - Agency
, \ A I . N HPF/FR/1| & I of Medicine and
33 Mayoly I'Europe,  78400|long; dang bao ché ran khac; dang bao| @ q q
. PRI 5 772012 | S Health  Product
Spindler Chatou, France ché ban ran; vién nén. 0 S S
* Thude dugce lidu. Safety (ANSM)
* Thube vé trung;
+ Thudc san xuat vo tring: dung dich thé
Zone Industrielle|tich nho (thudc nho mat). a N S, |French  Health
34 Laboratoire  [Ripotier ~ Hapt,|+ Thudc tiét tring cudi: dung dich thé % HPF/FR/4| Q &  |Products Safety
Chauvin 07200  Aubenas,|tich nho (thuéc nhd mat); thude ciy ghép| 5 8/2012 | S |Agency
France dang rén. L » S |(AFSSAPS)

* Thudc khong vo trung: thudc dung
ngoai dang 1ong.




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

Dot 1271(Theo cong van 9412/QLD-CL ngay 14/06/2013 ctia Cuc Quan ly dwgrc)

> z
& a <
A MA 2 S S =
NHA MAY . , R ’ GIAY = co QUAN
STT | .. - |PIA CHI PHAM VI CHUNG NHAN = - -
CONGBO | ° - - z |oN o |F =~ |caAe
>~ <
5 “ J
Qo z.
Z
Rotexmedica * Thube vo trung;
Rotexmedica [GmbH + Thudc san xuat vo tring: dung dich thé| o DE SH 0|2 0
GmbH Arzneimittelwerk |tich 16n; dung dich thé tich nho (chira| = — -1 S  |Co quan tham
1 . . A r , o 1 GMP 2|= = A,
Arzneimittelw (Bunsenstrabe  4,[hormon va chat c6 hoat tinh hormon). - 013 0001 S 9 quyéen Durc
erk 22946  Trittau,|+ Thudc tiét tring cudi: dung dich thé|Y - = %
Germany tich 16n; dung dich thé tich nho.
San pham: vién nén Asgizole (Gastro- Gidy CPP: United Kingdom's
Via G.Morgagni,|Resistant tablet 20mg, 40mg) a PP101181| «v medicines  and
Valpharma o 2 . S =
3 International 2 - 47864|Co s¢ san xuat: Valpharma International o) 69’ & < Healthcare
SPA Pennabilli  (RN),|SPA -] Giay CPP:[ A z Products
o Italy Co so dong goi: Lamp San Prospero SPA [ Y PP101181|™~ Regulatory
Co s xuét xuong: Farmea SAS 72 Agency MHRA




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

'IAr\llc];istria Intes Via _ Fratellilban rin ( hormo'n corticosteroid); dung| o o 10 _ B
Terapeutica Bandiera, 2(_5- diCh. thé‘ tlch nhd (hormon (59 IT/98- g g Italian Medicines
Splendore 80026 Casoria cortlco§ter01d); thuoc bot. S5 1/H/2013 g g Agency AIFA
(NA), ltaly * Thudc khong vo tring chira hormon| ™! < =
SR.L : . JOE .
corticosteroid: thuoc dung ngoai dang
long; thube udng dang long.
Baxter Route 3 km 142.5,[San phdm: Forane (isoflurane, USP) % 03-0052- |5 9 United States
Healthcare of{Guayama, PR|Liquid for Inhalation 8 2013-01- 8 8 Food and Drug
Puerto Rico (00784, USA Tén tai Viét Nam: Aerrane (isoflurane) g VN 3 3 Administration
* Thube v6 trung;
Ranbaxy + Thudc san xuat vo tring: thude bot pha
Laboratoires tiém chua penicillin, cephalosporin va| o DE_NW_ | 10
Ranbaxy Industrial Area 3 carbapgnem. (59 04_GMP_ § 8 Cov‘ quan tham
Laboratoires [A.B. Road, Dewas{* Thuoc khong v6 trung chaa penicillin| 5 2013 002 | &3 NS quyén e
455 001 Madyalva cephalosporin: vién nang cung; vién|Y 1 ok S

Pradesh, India

nén (bao gém ca vién nén bao phim va
vién nén bao duong); hon dich kho.




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

tich nhé. a ™ ©
I I 5 — —
Abbott veerweg 12, 81211 "y e tigt trung cudi: dung dich thé|=  INUH |8 g  |Healthcare
Biologicals |AA Olst, tich nh o 13/0003 | S Inspectorate,
B.V Netherlands en e L A a < |Netherlands
* Thubc khong vo trung: thubc uong| = =
dang 16ng; vién nén (chira hormon).
* Thudc sinh hoc: thudc mién dich.
* Thude vO tring chtra hormon va chét c6
hoat tinh hormon;
prostaglandin/Cytokine; chat mién dich;
sulphonamides:
Holopack + Thudc san xudt vo tring: dung dich thé
Verpackungstechn [tich 16n; dang bao ché ban rin; dung dich
ik GmbH thé tich nho (bao gdm ca ché pham nho
Bahnnhofstrabe, |mit).
gemap den|+ Thubc tiét tring cudi: dung dich thé o
. , (. R e , L . ol DE_BW_ i LO
Holopack vorliegenden tich 16n; dang bao ché ban ran; dung dich| = b — 2
. 2 s , A R x 2 , 01 GMP | & g Co quan tham
Verpackungste|Grundrissplanen |thé tich nho (bao gom ca ché pham nho| Q 2012 011 S S avén Dire
chnik GmbH |vom  20.11.2007,|mét). > . g S
—

73435 Abtsgmund;
Untergroningen,
Baden-
Wurttemberg,
Germany

* Thubc khong v tring chira hormon va
chit ¢ hoat tinh  hormon;
prostaglandin/Cytokine; chat mién dich;
sulphonamides: thuc ding ngoai dang
16ng; thudc udng dang long; dang bao ché
béan ran.

* Thude sinh hoc: thudc ¢6ng nghé sinh
hoc chira Protein tai t6 hop/ DNA va
enzyme.




* Thubc v trung;
+ Thuoc san xuat vo trung: thuéc dong
khé ( chtta hormon corticosteroid va

. - ; SOy : A ™
Biologici ltalia Via Filippo Rrostag!andlp/Cytoklne), d'ung d;ﬁ:h thé % 1. |- 3 _ B
10 Laboratories Serpero - 20060|tich nho (chira hormon corticosteroid). 5 17/1201 | S I Italian Medicines
SRL Masate (MI),|+ Thudc tiét trang cudi: dung dich thé| 5 1 S & |Agency AIFA
o Italia tich nhé chira hormon corticosteroid va| ~ S
hormon sinh duc.
* Thubc sinh hoc: thuc ¢d ngudn goc tir
dong vat.
* Thubc vo trung;
Novartis +Thudc san xuat vd tring: dung dich
. X A p o H
Pharma Stein Schaffhauserstrass tl;uoc (fi}mp?ules, }Q’ bom tiém dong| 5 ) 10 Swiss Aggncy for
AG, . _|san); thuoc dong kho (19). O 13-989 o I Therapeutic
11 . |e, 4332 Stein, X inr e X . | b N =
Pharmaceutica Switzerland + Thuoc tiét trung cudi: dung dich thudc S 13-988 = ® Products
| Operations (ampoules, 10; bom tiém déng san). o Lo < (Swissmedic)
Schweiz * Thubc khdng vo tring: Dang bao ché

ran: vién nén; vién nang; miéng dan.




* Dia chi: Kvarnbergagatan 12 (Blow Fill
Seal) Sodertalje, 15185 Sweden:
*Thudc v6 tring:

+ Thudc san xuat vo tring: dung dich thé| o N S |Medical Products
tich nho (6ng plastic): thudc tiém; hén (ED 24:2012/5| L &  |acenc of
dich khi dung ding dé hit. I (13533 |S S s\/%e de}r’]
+ Thudc tiét tring cudi: dung dich thé|Y % e
tich nho (6ng plastic): thudc tiém.
* Thubc khodng vo tring:thudc ding
ngoai dang 16ng; thudc udng dang long.
AstraZeneca |oC 1oL 85
13 Sodertalje,
AB
Sweden ]
* Pia chi: Kvarnbergagatan 12 (Freeze
Dried and Pumpspray) Sodertalje, 15185
Sweden
*Thubc vo trung: ~ o
A 3 A A ~ . A A o —d — H
+ :Fhuoc sin xuat VO trung: thuoc dong| s 24:2012/5| S S Medical Products
kho (dang tiém). o 99363 = o) Agency of
+ Thudc tiét trang cudi: dung dich thé| ) S S [Sweden
tich nho (dang ti€m). - -
*Thude khong vo trung:thudc ding ngoai
dang 16ng (thudc thut); dung dich va hon
dich udng; thudc hit va thude xit.
Str. Theodor .
; N National Agenc
% A mn o — Lo gency
S.C  Infomed Pallady - nr. 50, Thquc V().fmn‘(?” 2. . A2 028/2012/ | & § for Medicines and
14 i sector 3,[+ Thuoc tiét trung cudi: dung dich thé|Q 3 < . .
Fluids S.R.L . s S5 RO — 5 Medical Devices
Bucuresti, cod|tich lon. 0 N N .
— o Romania

032266, Romania




56, Hanjin 1-gil,

W Songak-eup, CEL ~ S Pharmaceuticals
15 |Pharmaceutica |P2N9in-si, San phim: Thudc tiém Imipenem,|O 15221 S & & Medical
| Corporation Chungcheongnam-|Cilastatin ( 0,25g va 0,5Q) é 15572 5 g Devices Agency,
P do Republic of < - S |Japan
Korea
g(/)ISan Rafaell,nz, * Thubc khéng vo tring: thudc ding|a N 1o [Spanish  Agency
16 Italfarmaco Alcloben das ‘Ingoai dang 10ng; thudc ubng dang 1ong; % ES/050H | S  |of Drugs ang
S.A ! dang bao ché rin khac (thubc bot, thube| 5 VI/12 N S |Health Products
Alcobendas 28108 cbm) o > S (AEMPS)
(Madrid). Espana
* Thude khdng v tring: vién nang cung; - 5
e J4 2 e N ~:| oo . .
Gedeon Richer H-1103 . Budapest|thuoc uong dang lo\ng, th:;oc, durlg ngo’al s 0GY1/60 § § National Institute
17 Gyomroi ut 19-21,|dang long; dang bao ché ban ran chual Q@ g q of Pharmacy,
PLC o e , A D 01-2/2013( Q
Hungary khang sinh; vién nen chira hormon; thuoc| S S Hungary
bot va thube cém.
6-8. Doshomachi -

- o Ministry of
Dainippon 2-chome, Chuo- S o 10 Health L abour
Sumitomo ku, Osaka, Japan |, 2 . 0] N N ’

18 Pharma  Co.,|(1450, Yasuzuka- San pham: Gasmotin tablets 5Smg é 4371 %\% %\% ar(;(\ji/emmer\]/t\/elfacr)?c
Ltd cho, Suzuka, Mie, 3 = a |9

Japan)

Japan




o o~ < .
DSM . |Greenville, NC[San pham: IV Busulfex (busulfan) (% 04-0177- é' é' United States
19 Pharmaceutica 97834, USA Iniection O 2012-01- | 5§ 5 Food and Drug
Is INC ' J 0 VN q q Administration
-) Lo Lo
* Thude khéng vo tring: vién nang ctng;
thudc udng dang 1ong; dang bao ché rin
khac; vién nén.
. 4601 Highway 62 San phammcu t%le: vien r?en bao phim a ™ 7o) National Agency
Bristol Myers Sprycel, vién nén bao phim Baraclude,| s b= P ..
21 Squibb East, Mount dung dich uéng Baraclude, vién nén bao| @ UMC/PT/ & & of Medicine and
C(z)mpany Vernon, 47620, phir?1 Eliql;lis %/ién vang ’cﬁng Reyataz,| 2 212013 |Q S [Health  Product
' . : . | & ~
United States thuoc bot pha dung dich uong Zerit, dung Safety (ANSM)
dich udng Abilify, vién nén bao phim
Ebyont, vién nén bao phim Onglyza, vién
nén bao phim Komboglyze.
Nectar Bhatolikalan, u(icva ru g A i a — < . _y
e . - + Thudc sdn xuat VO trung: thuoc bot pha| S OGYI/24 | b Organization
Lifesciences |District - Solan,|... N N :
22 . . . tiém. o 775- g N Development in
Limited, Unit-|Barotiwala, 5 2 3 L D 2 Q
VI Himachal Pradesh San pham cu thé: thuoc bot pha tiém| g 6/2011 g > Healthcare  and
173205, India Cefuroxime, Cefotaxime, Ceftriaxone. Medicines,

Hungary




National

Bluepharma -[S. Martinho do a ™ 0 .
Industria Bispo, Coimbra,[* Thudc v6 triing: vién nang cimg; thudc| = Fo01/S1/ S g  |Authority of
23 . . Lz A o H/AF/001 | S S Medicines  and
Farmaceutica, |3045-016, bot; thudc com; vién nén. - S —
0 /2012 g PN Health Products,
S.A Portugal — —
I.P, Porrtugal
Unit Il Block A&
B, Formulations,
Plot no 22-110 a ™ < Spanish  Agency
24 Hetero  Labs|Industrial ~ Area|* Thudc khong vé tring: vién nang ctng; % ES/034H/ | & I of Drugs ang
Limited Jeedimetla, vién nén; vién bao. 3 12 e % |Health Products
Hyderabad 500 L < =~  |(AEMPS)
055 (Andhra
Pradesh) India
Via  Provinciale - o
. Schito 131 - = = = . .
g5 |Novartis 80058 Torre|* Thudc khong v tring: vién nén. o |76 1S &  |'talian Medicines
Farma S.P.A A iata (NA S 5/H/2013 [ & Agency AIFA
Itnlnun2|aa (NA), o = S
aly
Ronda de Santal” Thubc khong vo trang: vién nén (bao
. ) gdm ca thuc huéng than); vién bao (bao| a_ N o |Ministry of
Novartis Maria, 158, 08210|~; \ z . ORI = o - Ith
26 Farmaceutica |Barbera Del[80M €3 thl{OC humg than); vién nang| NCF/1227| & S Healt of
SA Valles cting (bao gdm ca thude hudng than, chat| 5 JO0L/CAT | S = |Government  of
kim té bao); vién nén bao phim (véi|“ = @ |Catalonia - Spain

(Barcelona), Spain

duong).




* Thuoc vo trung:

PO BOX 3068, 1y \&c san xuit vo tring: dung dich thé UK GMP United Kingdom's
Baxter 927 South Curry|,, , ., PR N . 2| o — < medicines  and
. . tich 16n; thuoc dong kho; dung dich the| S 18058 o b
97 Pharmaceutica [Pike, tich nhé 0 Inso GMP I I Healthcare
I Solutions|Bloomington, IN PRV Z. . =) P N e Products
.. |+ Thuoc ti¢t trung cuoi: dung dich thé| 18058/10 [N .,
LLC 47402, United| , ., . oy . — © Regulatory
States tich 16n; dung dich thé tich nhd. 367-0009 Agency MHRA
* Thudc sinh hoc: thudc mién dich. gency
* Ac vd triino:
Laboratoires |Route de Marsat, +TT}LiOch§é;m;f§t V6 truna: thude donel & ~ 0 French Health
Merck Sharp&|Riom, 63963/ . . . P qg. 8= HPF/FR/5| & S Products  Safety
28 kho; dung dich thé tich nho. O N N
Dohme- Clermont-Ferrand |, Thude sinh hoc: thube midn dich; thubc > 712012 o Y Agency
Chibret Cedex 9, France | . A -’ L < N |(AFSSAPS)
cong ngh¢ sinh hoc.
Abbott
Laboratories, * Thude khdng v tring: vién nang cung; - ©
Abbott Plant Neustadt ~ |dang bao ché rin khac (chira hormon va| S DE_NIO |~ 2 lco oquan  thdm
29 Laboratories  [Justus-von-Liebig-|chat c6 hoat tinh hormon). O 2 GMP_2| S S éanL’rc
GmbH Str.33 * Thube sinh hoc: thube c6 ngudn géc tu| 3 [013_0007 | T
31535 Neustadt a.[nguoi va dong vat.
Rbge. Germany
Survey No. 41,
Bachupally United Kingdom's
Dr Reddy's|Village, a gslizellr\gp ~ 10 medicines  and
39 Laboratories |Qutuballar * Thube khéng vo tring: vién nang ctng; (ED GMP P I I Healthcare
Limited FTO-{mandal,  Ranga|vién nén. 3 8512/179 e % |Products
Unit 3 Reddy  District, L 20-0006 % < |Regulatory
Andhra Pradesh, Agency MHRA

In-500 090, India




United Kingdom's

3102/A.G.1.D.C UK GMP ~ o medicines and
. o
33 ggce;nces Life iiltﬂzshwar * Thube khéng vo tring: vién nang ctng; % Ilr?s?;)ngP é' é' Healthcare
’ =A 7 T h Q
Limited Gujarat, 393 002,[V'*" "™ D |18388/10 |2 §  |Products
India 806-0004 Regulatory
Agency MHRA
* Thube vé trung: . . .
H-14/2, MIDC,|+ Thubc san xuit vo tring: thudc nhé UK GMP| _ . zzgfcﬁnt;”gdogj
Waluj, mét. = 8913 Insp| = =
34 \Ii\i/rilci![(ehdardt Arurangabad, + Thubc tiét tring cudi: dung dich thé| O GMP S q E&aéthci:re
Maharashtra State, |tich 16n; dung dich thé tich nho. a 8913/414 O:O' S Reaqulator
In 431136, India |* Thudc khong vé tring: vién nang cimg; 64-0005 gulatory
\ £ L A, Agency MHRA
dang bao ché ran khac; vién nén.
L-1, MIDC, . . .
Jalgaon Road, UK GMP . < rﬂzgfgnl;ngdo;:g
- [a
35 Wockhardt fﬂr:;rl::rlashtr;g;r;:' * Thubc khong vo tring: vién nang cing; (29 zgl\;i Insp § § Healthcare
Limited Arangabad '|vién nén. 3 8913/183 IN = |Products
Mahargshtra’ State " oooos |® = |Regulatory
' Agency MHRA

In 431 210, India




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

Dot 1371(Theo cong van 11525/QLD-CL ngay 19/07/2013 cia Cuc Quan ly dwoc)

> -
S s |2
NHA MAY , , ] = GIAY |© S |coO  QuAN
STT A - |PIA CHI PHAM VI CHUNG NHAN = - <
CONGBO | - - Z [N T =~ |caAe
- <
5 ~ O
% z
_|Céc san pham chira penicillin: o o .
Glaxosmithi [F06L  Mountaini, -, V6 triing: dung dich: hdn dich:|S  [MI-2011- | S Ly | Therapeutic
. ._[Highway, Boronia| . .. J o N I Goods
1 ine  Australia thudc tiém; thuodc thut. h LI-04378-| 5 N . .
VIC 3155, ) N T s — = Administration,
Pty Ltd . * Thuoc khong vO6 trung: vién nén; vién| O 3 S N, .
Australia , % o — o Australia
nang cung; thuoc thut.
Lot. 89, Jalan
Enggang, o - 5 National
- B z -
Sterling Drug|Ampang/Ulu _|* vien nen: vien nén dai, thuéc bot| O § § Pharmaceutical
3 (Malaya) Sdn{Kelang Industrial| ., . \ A 182/13 S 3 Control Bureau,
Bhd Estate, 54200 0¢ uong dang long. O = S |Ministry of
Selangor, o Health Malaysia.
Malaysia




Mobilat
Produktions

. o @ t
Mobilat GmbH * Thubc khdng vo tring: thude ding|= DE_BY_0 é' & [Co quan thim
Produktions |Luitpoldstrasse 1, ngoai dang 16ng; dang bao ché ban rin ? 4_GMP_2 % g uyén Puc
GmbH 85276 goal dang fong, dang R 013 0050 | & S W
Pfaffenhofen, -
Germany
National Institute
Extractum - o for Quality and
o . .
Pharma Zrt/|IV. ~Korzet = 6., Thudc khdng vé triing: vién nang cimg;| = OGY1/47 § § Organization :
Extracum Kunfeherto, 6413, . . . ° A, o q g Development in
thudc bot va thudc com; vién nén. - 00-5/2013| < «
Pharma  Co.|Hungary o S S Healthcare  and
Ltd Medicines,
Hungary
17 e el Thudc khong vo tring chira chat co|a ) o [French National
. : hoat tinh hormon: vién nang ctng; dang| = HPF/FR/I6 | & I Drug and Health
Cenexi Pontoise, 95520], . FEr ., O A S
OSNY. France bao ché ran khéc; vién nén. - 1/2013 N ® Products  Safety
’ * Thudc sinh hoc: thudc mién dich. L » = |Agency (ANSM)
San pham: Exjade/Asunra Dispersible 5
Novartis Schaffhauserstrass [tablet % 04/13/620 g p=| European
Pharma Steinle, 4332 Stein,|( Co s dong g6i cap 2: Pharmalog|©@ 03 S 3 Medicines
AG Switzerland Pharma Logistik GmbH, Simenstrase 1,| ) S = Agency

59199 Bonen, Germany)




* Thuoc vo trung:

Laboratoire |20 Artisanale+, Thl’léc tiét trgng c;léi: dunﬁg dich thé| S HPE/FR/S % % French  Health
9 Renaudin Errobi, 64250(tich 1@; dung dich thé tich nho. , ’ o 412012 S S Safety  Agency
ltxassou, France |* Thudc khéng vo tring: thubc udng| ) S S (AFSSAPS)
dang long.
* Thubc v trung;
+ Thubc san xuat vO tring: thudc dong
khd (chtra chat doc té bao/chat kim té
. Via Pasteur, 10- bz‘ilo).;A dEJng (gch‘théitl’c‘h nho (chira chit a T/a- o g ' N
10 Actavis ltaly 20014  Nerviano doc te PaO/ihat lflmte bio). ' 1o 14/H/201 8 & Italian Medicines
SP.A (M), Italy * Thuoc tiét trung cuoi: plung dlgh thé| 5 3 D Q Agency AIFA
' tich nho (chtra chét doc té bao/chat kim| Y -~ 5
té bao; hormon sinh duc).
* Thubc khong vO tring: thudc udng
dang 16ng (chura hormon sinh duc).
10 rue Colonel|, z A A . la o~ o National Agency
11 Delpharm Charbonneaux, thzggicéigogfn\éolégjghg&:rlznbggnghcéu?égr; (% HPF/FR/1 g g of Medicine and
Reims 51100 Reims, Khac- vien nén T 5 63/2012 N § Health  Product
France ’ ' L B3 5 [Safety (ANSM)




* Thube vé trung:

+ Thudc san xuat vo tring: dung dich thé
tich nho chira hormon va chit cé hoat
tinh hormon (khdng bao gdém hormon

Viale Fulvio corticosteroid va hormon sinh duc). a ™ t
ltalfarmaco . + Thude tiét tring cudi: dung dich thé|= IT/28- S Q Italian Medicines
12 Testi, 330-20126| , \ o N S
S.P.A Milano (MI), Ital tich nho. 5 1/H/2013 | = N Agency AIFA
Y e Thude khong vo tring: vién nang ctng;| " o =
thube bot va thube cdm; vién nén.
* Thudc sinh hoc: thubc ¢d ngudn gbc tir
dong vat (dung dich thé tich nho san xuat
vo trung hodc tiét trang cudi).
* A A A N - 4 .
_ 56 _ route  de|* Thuoc Ifhong V? trunv’g. vién r,1ang cu*ng, N - 5 French  National
Sanofi Choisy au Bac,|dang bao ché ran khac (chia|s b P
: A \ HPF/FRIT| & I Drug and Health
14 Winthrop 60205 cephalosporin); vién nén (chira hormon|Q q A
. . X z . . = 0/2013 S = Products  Safety
Industrie Compiegne, va chat c0 hoat tinh hormon;|g d N
. < — Agency (ANSM)
France cephalosporin).
870 Parkedale ; a — < French Health
* 5c vO trune:
JHP . _|Road, Rochester Thuof Voatmng; ]2 2011/UM § § Products  Safety
15 Pharmaceutica e + Thuoc san xuat vo trung: thuoéc déng|Q = =
48307, Michigan,|, . . Lz , B S5 C/PT/007 | ® Agency
IsLLC USA kho; thuoc cay ghép dang ran. 0 S 3

(AFSSAPS)




National

Palpa 2862- e Administration of
. Laboratorios Ima|* Thudc dong kho; dung dich thude tiém| = 9 >
Bioprofarma : : A i, o L e 2. O o o Drugs, Food and
16 Saic, of the City|(khdng tiét tring cuodi véi cac thuoc chira| 01517/13 | N . .
SA . I n p = = = Medical Devives,
of Buenos Aires,|chat kim té bao); dung modi pha thuoc. S) > > Argentina
: o
Argentina (ANMAT)
* Thubc chira khang sinh (khéng bao
gdom penicillin va cephalosporin): thudc
kem; vién nang cung; dung dich; vién
nén.
* Thubc chira hormon va steroid: thubc
kem; vién nang mém; kem dudng; dung
.|dich; hon dich; vién nén.
Comer Te Pall,™ s ché phim (Khong bao gdm
Douglas Place and Central vitamin) c6 liép nho hon h g ban ng : % 2 = New Zealand
17 mangfacturin Park Drive, vién nan cfrnu~ vi%n nanO.r;ém' gEIixi?: < TT60-42- | & 8 Medicines and
9 Lincoln, . J ctms; VIET nang mem; SHXIL | o 16-3-3 | S |Medical Devices
Ltd. Siro ho; dung dich; hon dich; vién nén. O A, S .
Auckland,  New|_ z Z L, A < = Safety Authority
Zealand Thuoc chong ung thu, thudc Uc ché

mién dich (khdng bao gém steroid): vién
nang mém; vién nén.

* Thubc khac: thudc kem; vién nang
ctng; Vvién nang mém; thudc udng nho
giot; Elixir; Gel; siro ho; kem dudng;
thudc md; thudc bot; dau goi; dung dich;
hon dich; siro; vién nén.




No. 6, kuang Yeh

* Thudc khong vo tring: dang bao ché
long (hdn dich; dung dich); thubc phun

- 9 o To!
S;_/nmosa 1St. Road, H.u Kuo mu; dang bao ché rin (vién nén bao| = = pa Department  of
Biopharma Hsiang, Hsin-Chul|, . ” . . O I N i
18 . . |duong; vién nén bao phim; vién nén;| 4 8241 = P Health  Taiwan,
Corporation, (Ind. Park, Hsin| . = . ., = o N
. [thuoc bot; vién nang). O A, S R.O.C
Synmosa Plant|Chu Hsien, £ , N - o —
. * Duogc chat hormon (san xuat Vvién nén
Taiwan, R.0.C )
bao phim)
CU SO ddll AUdl.
Ma'abarot Ind.
. Zone, Emek|* Thudc khong vé tring (khdng bao gom The Institute for
Trima, Israel £ . SN S oY i7ati
Pharmaceutica Hefer, Israel thuoc chra hormon, chat doc té bao, S ™ L0 Standarization
19 | Products Co s¢ dong goi:|khang sinh nhom betalactam: vién nang| © 1411/13 I I and Control of
Maabarot | <iPbUtZ cémg; thude diing ngoai dang 1ong; thude| & ) @ |Pharmaceutical,
Ltd.. Israel Ma'abarot, Emek|udng dang 1ong; thudc bot; dang bao ché| F < < Ministry of
B Hefer, Israel béan ran (bao gom ca steroid); vién nén. Health, Israel
Co s6  kiém
L:A r
* Thudc vo trung:
paraue  Industriall Thudc san xuét vo trung: dung dich thé
Laboratorios Maﬂuel Lourenco tich 16n; thudc dong khd; dung dich thé N . National
Basi | Eerreira. Lotes 15|tich 1ho- = F016/S2/ | g o |Authority  of
20  |Industria e 16 ’Morta walt Thudc tiét trung cudi: dung dich thé| @ H/AF/001 | S S |Medicines  and
Farmaceutica, 3 450_’232 9\ ich 16n; dung dich thé tich nho. = /2012 =2 = Health Products,
S.A Portugal ’ * Thubc khoéng vo tring: thudc dung I.P, Porrtugal

ngoai dang 1ong; thudc udng dang long;
dang bao ché ban rin; thudc dit.




. o ™ o) .
Piramal Bethlehem,  PA|San phdm: Sevoflurane, USP Inhalation (% 03-0182- S S United ~States
21 Critical Care 18017. USA Liauid O 2013-04- | S S Food and Drug
Inc ' a n VN o o Administration
-) Lo Lo
. o ™ o .
Plr.a.mal Bethlehem,  PA[San pham: Isoflurane, USP Liquid for (ED 03-0182- § § United States
22 Critical Care 18017. USA Inhalation O 2013-01- | § o~ Food and Drug
Inc ’ 0 VN =, =, Administration
-) Lo Lo
;J;)GSMP United Kingdom's
- - Lo ici
Mylan F-4, F-12 ) ) o ’ % Insp ™ = medicines and
. M.1.D.C., * Thuoc khong vo trung: vién nang cing; _ I N Healthcare
23 Laboratories . . O GMP: o S
Limited Malegoan, Sinnar,|vién nén. S 23068/ < = Products
In-422 113-India L 2332 > o |Regulatory
0005 Agency MHRA
Ruta 12 Km 452
(3107)  Colonia|* Thudc v tring: dung dich thé tich nhé| o — <, |French  Health
24 |Eriochem Avellanada, (chét doc té bao/chat kim té bao). ?D 2011/UM | & S |Products  Safety
DPTO  Parana,|San phim cu thé: dung dich tiém|3 C/PT/009 | & S |Agency
3100 Entre Rios,|Docetaxel (20mg, 80mg, 200mg). L = oS |(AFSSAPS)

Argentina




MSD

o
i . . P a¢) = i
International 70_ Tuas_ West|, Thuée khong vo tring: ché phim xit| ® MLMP13 | & = Health_ Sciences
25 GmbH Drive Singapore dang long; vién nén; vién nang cirn & 00001 5 & Authority,
(Singapore 638414 ang fong, ’ g cung. Q § £ Singapore
Branch) o
* Thubc v trung;
Biochemiestrabe + Thqu san xuat vO0 trung: dung dich thé % INS- o © Aust.rlz.in
Sandoz GmbH tich nho. N o Medicines  and
26 10, 6250 Kundl, L L oA .- |9 481922- | N : .
- BPO Kundl Austria * Thuoc sinh hoc: thuoc cong nghé¢ sinh| 5 0025-001 @« 5 Medical Devices
hoc. L » N |Agency (AGES)
* Duge chét ¢ hoat tinh hormon.
Plot Nos. 69-72 . . ,
(B) Sector I, e L UK GMP United Kingdom's
* Thuoc khéng vo trung (bao gom cafa ™ ) medicines  and
Ipca Kandla Free Trade| ., , - . N 17549 b= S
. thudc chtra khang sinh penicillin): vién I N Healthcare
29 Laboratories | Zone, nang cung; Vién nén; thuc bot pha hdn 9 Insp GMP| S Products
Limited Gandhidharn- ang cung; » tuoe BOLPRAhoM =3 191 7549/96 | q
. dich. — — Regulatory
Kutch, Gujarat, IN| 30-0005 Agency MHRA
370230, India gency
Baxter 2 Woodlands Ind % = A Health  Sciences
* dc Vo tro ¢ 0 o O S :
30 Health_care park D Street 2 ‘AThuOC;VO. :[rung dang long (khéng bao 9 M00190 | & 8 Authority,
SA, Singapore|... gom thuodc tiém). = o S )
Branch Singapore 737778 g 3 5 Singapore




* Thuoc vo trung:

+ £ ) Kooom g N X A . . ,
Emcure _ |plot Nop-2, 1T T-huoc san xuat ;vo, trung.ﬂ thuoi dor}g UK GMP Unlt_ed_ Kingdom's
Pharmaceutica khd; dung dich thé tich nho; thuodc san|a o~ 3 medicines and
- . Pal’k, Phase “, X A \ , X A X N E 21553 — (e)
Is Limited .. 'Ixuat vo trung khac (chat djc te bao). I N Healthcare
31 MIDC, Hinjwadi, JORUNVEER £ . | 9@ Insp GMP| & 3
(OSD and + Thuoc tiét tring cuodi: dung dich thé| 5 K N Products
Pune, In 411 057, , , o 21553/21 | < S
Potent India tich nho. 992-0005 — — Regulatory
Injectables) * Thudc khéng v tring: vién nang ctng; Agency MHRA
vién nén.
Emcure Plot No P-1 ITBT|* Thubc v tring: UK GMP United Kingdom's
Pharmaceutica |Park, Phase-11|+ Thudc san xuat vo trung: thudc dong|a 21553 o S [medicines  and
” Is Limited|MIDC, Hinjwadi,|khd; dung dich thé tich nho; thudc tiém (% Insp GMP| & &  [Healthcare
(Sterile Pune, Maharashtra|dong sin. 5 21553/23 | X Products
Products State, Ind-411|+ Thudc tiét trung cudi: dung dich thé|% 87410- | = |Regulatory
Division) 057, India tich nho.. 0002 Agency MHRA
— National Institute
Chinoin for Quality and
Pharmaceutica [2112 a o 10 Organizatiox:m
. = o o
35 ! . and Vere‘?’erhaz’ * Thuoc khong vo trung: vién nén. o OGYI/76 N N Development in
Chemical Levai u. 5, 5 42-2/2013( S N Healthcare  and
Works Private L < =

Co. Ltd

Hungary

Medicines,
Hungary




Rua da Estacao n.

* Thube vé trung;

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

: \ . s ; National
+ dc tié Oi: 8 = i
_ 42, Vala do , Th}lOC tiét trqng cuxc)l.,dang Pao clje % F015/s1/ | S = Authority of
Laboratorios |Carregado, ban ran; dung dich thé tich nho; thuoc I N ..
36 . PR ¢ Q H/AF/001 | =  [Medicines  and
Atral, S.A Castanheira  do|cay ghép dang ran. S5 < —
o PSR N i , 0 /2011 g — Health Products,
Ribatejo,  2600-|* Thuoc khdng vo trung: vién nang ciing; — — LP. Porrtugal
726, Portugal thudc dung ngoai dang 1ong; thuc udng o g
dang 16ng; dang bao ché rin khac (thubc
bot va thudc cém chia cephalosporin);
dang bao ché ban ran; thudc dan; vién
nén.
. o — <
. 130 Slmeonovsk.o * Thude khdng v tring: vién nang cung; = BG/GMP/ § § Bulgarian  Drug
37 |Adipharm Ead shose Blvd, Sofia) o '« thude bot pha dung dich uéng. |5 |2011/022 | 3 B |Agenc
1700, Bulgaria > THHOC 5ot pha cung & & 13 N N gency
Pymepharco Joint
Stock Company
166-170, Nguyen a ™ 0
38 Jpglr:f pharsctc())Ck Hue Street, Tuy|* Thudc khdng vé tring: vién nang cimg (ED ?EG_I\H/IIE_(; § § Co quan tham
Compan Hoa City, Phu|chtra khang sinh nhém cephalosporin -] 013 0061 ﬁ D quyén Pirc
pany Yen Province, L - fre N
Vietnam, Viet

Nam




San pham: vién nén phong thich kéo dai

Via Ranco 112|Macorel ’ a IT/EIGM | © L0 _ N
39 Valpharma (loc.  Serravalle)|(Co so san xuat: Valpharma S.P.A % P/7- o N Italian Medicines
SP.A 47899, San[Co s& dong goi: Elpen Pharmaceuticals.| 5 1/2013 S ﬁ Agency AIFA
Marino Inc - Marathonos Ave.95, Pikermi Attiki,| " ® e
19009, Greece)
* San pham: Fosamax; Januvia 25mg;
. - Januvia 50mg. a o~ <
Merck  SharplVia Emilia, 21- (Co s& san xuat: Merck Sharp & Dohme| = IT/L18- S S |italian Medicines
40 & Dohme|27100 Pavia (PV), . o 17/H/201 | q
(talia) SP.A |ltalia (Italia) S.P.A; S 5 N < Agency AIFA
T Co s¢ dong g6i: Merck Sharp & Dohme| Y < ~
Australia Pty Ltd).
Survey No 47,
._|Bachupally
Dr.  Reddy's Village * Thube v6 triine: o State
Laboratories ge, “‘2" V? mn;g' A . o = 005/2013/ | = = Administration of
. . |Qutbullapur + Thuoc san xuat vO trung: dung dich thé| O I < .
41 Ltd, Biologics ] ) . £ ain - SAUMP/ | q Ukraine on
Mandal,  Ranga|tich nho ( dung dich thuoc tiém Grastim;| = « N .
Development . . &) GMP N, q Medicinal
Center Reddy  District,|Reditux) o Lo ™ Products
Andhra Pradesh,
India
Route 3 Km Q ™ o .
. S -0018-
Baxter 142.5, Guayama,|San pham: Suprane (desflurane, USP)|® 04-0018 § § United States
42 Healthcare of . .. . O 2013-01- |& N Food and Drug
. Puerto Rico|Liquid for Inhalation d Q Q . .
Puerto Rico 00784. USA g VN 3 3 Administration




* 4501 Colorado
Boulevard, Los

Angeles, CA q . - o
Baxter 90039, USA San pham: Hemofil M (Antihemophilic % CT 2415- P p=| United States
43 Healthcare * 1700 Rancho|Factor (Human) Method M, Monoclonal| O 13 WHO S S Food and Drug
Corporation  |Conejo Purified, nanofiltration) g % % Administration
Boulevard,
Thousand  Oaks,
CA 91320, USA
Route 3 Km o ™ o .
) - - — —
42 Ezzfter:care of 142.5, Guayarpa, San ph_ﬁm: Sevoflurane, USP Liquid for § 231%122 8 8 g:;tjed and Sg)artjs
Puerto Rico gggg‘? USA Rico|Inhalation g VN % % Administration
Avda  de la San plqlérfl: Vié;n né?l baop himp ialis o N o Spanish  Agency
. (Co s¢ san xuat: Lilly Del Caribe, Inc s o p=
15 |Lily, s.a [Industia 30,0 dong goi: Lilly, SA - Avda de la| @ [SOICMICI S & |of Drugs ang
’ Alcobendas 28108 Industria. 30 AI;:obendas 28108 5 ONT/SPL | & &' Health  Products
(Madrid), Spain ’ ’ L a S (AEMPS)

(Madrid), Spain




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

* Vién nén: san pham cy thé: Ethambutol

1389 Trasad .
’ . L0
Cadila Road, Dholka- jgglnIgOm ; P raiz:zm?éjt:omszg(l)ﬁlq CEL ZVAILVI g S Sate Agency of
46 |Pharmaceutica (387810,  Dist|o > Y ") peome| @ [20131003 | S S Ivredicines Latvin
ls Limited  |Ahmedabad, ponamiee - 912 Iy J S :
Guiarat. India Isoniazid/Rifampicin 75/150 mg; < —
Jarat Ethambutol/Isoniazid/Pyrazinamide/Rifa
mpicin 275/75/400/150mg;
Ethambutol/Isoniazid/Rifampicin
275/75/150 mg.
1389 Trasad UK GMP rglzgfc?nlz;ngdogj
Cadila cond. Dhofa | Thude khong vo trung (khong bao gom| & (20872 > = Healthcare
47 Pharmaceutica Ahmédabad ”\i thudc chira Rifampicin): vién nang ctmg;| @ Insp GMP| S Products
Is Limited ' vién nén. = 20872/14 | N
387 810, India 013-0004 © ™ Regulatory
Agency MHRA
- * Thudc vo trung:
Stichting Plesmantaan 125| 1y &¢ san xudt vo trang: dung dich thé| S = S [Health care
Sanquin 1066 CX|,. , JOEPR N . 2 NL/H N N .
48 . tich 16n; thuoc dong khé; dung dich thé| @ q g inspectorate, The
Bloedvoorzien |Amsterdam  The tich nhé 5 13/0009 | p Netherlands
ing Netherland L 2 =

(Cac ché pham tir mau)
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Haupt Pharma
Wolfratshause
n GmbH

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

* Thubc v trung;

+ Thudc san xudt vo tring: dung dich thé
tich 16n (chta hormon va chat c6 hoat
tinh hormon, chat doc té bao/chat kim té
bao); dung dich thé tich nho (chua
hormon va chit c6 hoat tinh hormon; chét
doc té bao/chat kim té bao); hdn dich va
thudc xit (chira hormon va chéat c6 hoat
tinh hormon).

+ Thubc tiét tring cudi: dung dich thé
tich 16n (chtra chat doc té bao/chat kim té
bao): dung dich thé tich nho (chat doc té
bao/chat kim té bao); hdn dich (chta
hormon va chét c6 hoat tinh hormon).

* Thube khong vo tring: vién nang cimg
(chira hormon va chat c6 hoat tinh
hormon); thudc dung ngodi dang long;
thudc udng dang 16ng; thude bot va thude
cdm; dang bao ché béan ran (chira hormon
va chéat c6 hoat tinh hormon); vién nén
(chira hormon va chat c6 hoat tinh
hormon).

EU-GMP

DE_BY_0
4 GMP 2
012_0121

11/2/2012

7/26/2015

Co quan tham

quyén Pirc
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Mitim S.R.L

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

* Thube vo trung;

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

* Thude khong vo tring: vién nang cing
(chtra pemicillin); thudc udng dang long;
thudc bot va thude cdm (chira penicillin);
dang bao ché ban rin; vién nén (chua
penicillin).

EU-GMP

IT/314-
16/H/201
1

12/7/2011

9/2/2014

Italian Medicines
Agency AIFA




Sarkhej Bavla

Cadila N.HNo 8 A |* Thudc khdng vé tring: vién nang cimng; % = 9 Natlonal_ _Agency
. n N o £ UMC/PT/ | & o of Medicine and
51 Healthcare Moraiya, Tal.[vién nang mém; vién nén; thuoc phun|Q q N
. Cox - 10/2012 | @D Health Safety
Ltd Sanand, Dist.|mu; miéng dan. 0 N S (ANSM)
Ahmedabad, India
AV, De oS, 1y g dich thube tiém: thube bot dong National
Quilmes 137 (Zip|, , A A , P a .. .
code B1883FIB) kho (bao gom cac hoat chat sinh hoc,| 5 ™ < Administration of
y N A A ’ 4 H o o
52 |BioSidusS.A [of the City of|<ond bao gom thude chia khang sinhi Q@ ;50715 | & &  |Drugs, Food and
Quilmes betalactam, chat kim t¢€ bao, hormon) S N N Medical Devives,
Ar entin’e * Thubc bot (pha hdn dich udng chua|z © © Argentina
genti hoat chét sinh hoc). (ANMAT)
Republic
Omeda 10 850 Hamon, % ™ < Health Products
g Montreal, Quebec,[San phdm: Pamidronate Disodium 9.0 © I I and Food Branch
53 Laboratories < 46210 A q
Ltd Canada, H3M|mg/ml 2 N N Inspectorate,
3A2 é)% » ™ |Canada




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

Dot 1471(Theo cong van 13339/QLD-CL ngay 16/08/2013 ctia Cuc Quan ly dwoc)
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& A é
A A Sﬁ) A Zﬂ) = o
NHA MAY . , - ’ GIAY 4= C QUAN
STT | . - |PIA CHI PHAM VI CHUNG NHAN = > -
CONGBO | - - Z [N T =~ |caAe
- <
5 “ J
Qo z
Z
* Thubc v trung;
SmithKline + Thubc san xuat vo tring: thudc cdy United Kinadom's
Beecham Ltd|Clarendon Road,|ghép dang rin (bao gém ca thudc chira UK MIA ed ring
) - o 8 L |medicines  and
TA Worthing,  West|penicillin). = 10592 S S Healthcare
1 Smithkline Sussex, BN14[* Thudc khong vé tring: vién nang cimg;| @ Insp GMP % % Products
Beecham 8QH, United|dang bao ché rin khéc; vién nén; thudc| ) 10592/39 | S S
. ; R A s (g a , ) — = Regulatory
Pharmaceutica [Kingdom khong vo trung khac (vién nang cung va 22-0024
" ) , L Agency MHRA
Is vién nén chura penicillin,
clavulanate/amoxcillin.)
Stiefel Finisklin Business)., Thubc khong vo tring: thube ding|= § S Irish  Medicines
2 Laboratories | Park, Sligo, ngoai dang 16ng; dang bao ché ban rin ? 2011-083 I S Board
(Ireland) Ltd |Ireland soal dang fong, dang B S g




Zoning Industriel

Thude khong vé tring: vién nang ctng;

S.M.B Rue ~ du Parc vién nang ctmg (chira Prions genotoxics| = = 3 Federal ~ Agency
o industriel 3g,|V'e" Nang cumg {cht g JI= BE/2012/ | S |for Medicines and
Technology hoac teratogens). Vién nang mém; Thuoc| @ q A
SA Marche-en- dina noodi dane 16ne: Thude ubne dane| 2 087 N S Health Product of
Famenne, B-6900, lénq Vi]én dan: %/iéni’én g dangw ® —  [Belgium
Belgique & Y '
* Thude khéng v tring: vién nang ctng;
thudc ubng dang long  (chua
corticosteroid va cac hormon khéac, khéng
Via a0 11 0 e b - |z
Mipharm Quaranta, 12 - hormon va,céé cghét c6 hoat tinh hormon (29 IT/84- = 8 Italian Medicines
S.P.A 20141 Milano A . S oD 7/H/2013 § 8 Agency AIFA
(M), Ital bao goébm ca hormon corticosteroid);| g > 3
» aly thuéc dan; vién nén (chtra hormon =
corticosteroid va hormon sinh duc).
* Thudc sinh hoc: thubc ¢d ngudn gbc tir
dong vat.
Poligon Industrial Ministr of
Can Jardi, Avgda.| * Thudc khong vo trang: thude bot;| S = = y
. . Loz X 2 . NCF/1318| & o Health of
Lainco, SA Bizet, 8-12, 08191 |thuoc uong dang long; thuoc dung ngoai| @ = N
. N - [001/CAT [ & = Government  of
RUBI dang long; dang bao ché ban ran. 0 S >

(Barcelona), Spain

Catalonia - Spain




* Thuoc vo trung:

Farma Sant Sebastia, sn,| ) €0 can xudt vo trang: dung dich thé| 4 = [Ministry of Heath
. . 108960 Sant Just|, \ L e . NCF/1313| & 8
7 Mediterrania, tich nho; thuoc dong kho. o = = of Government of
Desvern, PSR % . =) /001/CAT |2 d : :
SL Barcelona. Spain + Thuoc tiét trung cuoi: dung dich the| g > N Catalonia-Spain
SPAIN ek o
vvdlsaw
Pharmaceutica
| Works Polfa *Thudc vo trung:
S.A (tén - Thudc san xuat vo tring: Dung dich thé
BalLan: 22/24, Karolkowal|tich 16n, dung dich thé tich nho. % GIF-IW-N g g Main
9 Warszawskie |Str., 01-207|- Thubc tiét tring cudi: Dung dich thé| @ 4022/70/1 | & S |Pharmaceutical
Zaklady Warsaw, Poland [tich 16n; dung dich thé tich nho. = 2 Err S Inspector, Poland
Farmaceutycz * Thubc khong vo trung: Thubc udng
ne Polfa dang long; Thudc thut hdu mén.
Spolka
Alzoviinal
Takasaki 239, o N - Ministry of
. Iwahamamachi, ) 2 ) - = = — Health, Labour
Plant, Nippon s San pham: Bleocin (Lastet inj; lastet| ® N N
10 Takasaki-shi, o 3981 S S and Welfare
Kayaku Co., Cap.25; Lastet Cap. 50; Lastet Cap. 100) | « «
Ltd Gunma 370-1208, =2 S S government  of

Japan

Japan




* Thubc khong vo tring: vién nang cing
chta Bacillus Clausii; thudc dung ngoai
dang long; thudc udng dang 16ng (chua

Sanofi Viale Europa, 11- ST > = o = . .
11 anofl_- 21040 Origgio horAmon va cl}at cO hoat tl_nh hormon\, 5 IT/1- o & Italian Medicines
Aventis S.P.A (VA), Italy khéng bao gom hormon~smh duc va| 5 1/H/2013 | & g Agency AIFA
’ hormon corticosteroid; hdn dich chua|™ ! <
Bacillus Clausii); thudc bot va thube cém
chira Bacillus Clausii; vién nén.
CB. Fleet 4615 Murray|San .phém: Sodium Phosphates Oral% 09-0055- § § United States
12 Company, Inc Place, Lynchburg,|Solution. Tén tai Viét Nam: Fleet|O 2012-01- §| §| Food and Drug
’ VA 24502, USA [Phospho-soda, Ginger -Lemon Flavored g VN § § Administration
Salutas  Pharmal* Thudc khong vé tring: vién nang cimg
GmbH (chira chat doc té bao/chat Kim té bao);| o ™ 10
Salutas Otto-von- thudc ubng dang long (chtra chat mién = DE ST 0|5 S Co quan tham
13 . . . . oz |9 1 GMP_ 2| q N
Pharma GmbH [Guericke-Allee 1,|dich); vién nén (chtra hormon va chat co -] 013 0005 g g quyén Duc
39179 Barleben,|hoat tinh hormon; chit doc té bao/chat| - o —

Germany

kim té bao, chat mién dich).




9-19, Shimoshinjo

Santen
. |3-chome, -
Pharmaceutica Hicashivodogawa- o Ministry of
| Co., Lt kugOsaza JS an % g g Health,  Labour
14 (Santen (2_’1 4 Sr;ikir?ami San pham: Cravit, Ophthalmic Solutions | * 1232 = = and Welfare
Pharmaceutica ' A S A q government  of
Hodatsushimizu- ks S S
I Co., Ltd. cho  Hakui-qun Japan
Noto Plant) y gun,
Ishikawa, Japan)
56 Hanjin-1 -gil,| |
Iw Songak-eup S?hpliani'_ s bot Ch - 2 ~ Minister of
Pharmaceutic | Dangjin-si - 1uoc TIem bot Lhoongwae Frepenem & 15221 |3 Health, Labour
15 | Chungcheongna (imipenem 500mg + Cilasti n 500mg) 5 15572 S and Welfare
a ) 9 g " |- Thubc tiém bot Choongwae Prepenem § § ’
Corporation rr:c'dKo Republic (imipenem 250mg + Cilasti n 250mg) i Japan
of Korea
State
. Administration of
o
O eng < | Thube vo tring: = o82013/|8 S |Ukraine  on
16 |-omPany 5agansKoOg0 SL | Thuée san xudt vé tring: Thube bot| g |SAUMP/ | & S |Medicinal
Kievmedprep |Kyiv, 01032, chita cephal ) S GMP o) q Products
arat" Ukraine cephalosporin. = S =
(SAUMP) -

Ukraine




* Thube khong vo tring: Vién nang cing
chira chat Kim teé bao; Vién mang mém

Ostravska 29,|chtra cyclosporin; Thudc ding ngoai| o ™ o State institute for
Teva Czech|c.p.305. 747 70|ding ngoai chira hormon; Thudc uéng|= sukls2208 | Q Q
17 . \ ] o 2 © o S drug control,
Industries s.r.o [Opava, Komarov -|dang long chara cyclosporin; Thudc phun| 5 03/2012 (™ N Czech Republic
Czech Republic  |mi chira hormon; Vién nén chia hoat| ™" = = public.
chat ¢6 hoat tinh nguy hiém, chat kim té
bao va hormon.
11IUOC VO U ullg.
+ A 3 A A ~ . . A
i Thu’oc san X:la'[ VAO trungA. Dung di(:h th? National Institute
tich 16n; Thuoc dong khé (bao gom ca .
: £, aa . A 13 L L A At for Quality and
Richter . chat doc t& bao/chat kim t¢ bao); Dung|a o~ o "
Gyomroi ut 19-| . I , S OGYI/45 | P Organization
Gedeon dich theé tich nho. N N :
18 21., Budapest, PO £ . | 9@ 929- = = Development in
Nyrt./Gedeon 1103. Hunaar + Thuoc ti¢t tring cudi: Dung dich thé| 5 3/2011 S Q Healthcare  and
Richter Plc. » FUNGATY | eh 16n; Dung dich thé tich nho. m 35 S "
£ - A s . Medicines,
* Thuoc khéng vo trung: Vién nang
, 2 . N \ Hungary
cing; Thuoc dung ngoai dang long;
Tl.. A Aace A Lascee ThaiAn A4 200
* Thudc vo trung: o French National
Catalent 74 rue Principale|+ Thude tiét trung cudi: dang bao ché ban| S =] L2 [Agency for
s ‘ HPF/FR/1| & o L
19 France 67930 Beinheim,|ran. o 40/2012 S N Medicines  and
Beinheim SA |France * Thube khong vé tring: vién nang mém| 3 S S [Health Products
—

chira chit c6 hoat tinh hormon

Safety (ANSM)
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ACS Dobfar
S.P.A

V.le Addetta 4/12/;
20067  Tribiano
(M), ltalia

San pham: Thudc tiém bot Meronem
(500mg, 19)

Co sé san xudt: ACS Dobfar S.P.A

Co so dong goi cip 1 (dong lo thube
bot): Zambon Switzerland Ltd

Co s déng goi cap 2: AstraZeneca UK
Ltd-UK

EU-GMP

IT/246-
5/H/2011

10/4/2011

3/31/2014

Italian Medicines
Agency AIFA

21

Alfa
Wassermann
S.P.A

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

* Thubc v trung;

+ Thubc san xudt vo tring: Thudc déng
khd (chira hormon khong bao gom
hormon sinh  duc va  hormon
corticosteroid); Dung dich thé tich nho
(chira hormon khdng bao gém hormon
sinh duc va hormon corticosteroid);
thuée bot.

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

* Thudc khong vo tring: Vién nang
cting; Thudc ding ngoai dang 1ong (chira
hormon, khéng bao gém hormon sinh
duc va hormon corticosteroid); Dang bao
ché ban ran; Vién nén; Thube cém.

* Ché pham mau: Thudc dan xuat hoic
chiét xuat tir té bao//mé nguoi.

* ché pham chira din xuat hodc chiét tir
té bao/mod ngudi hodc dong vat.

EU-GMP

IT/99-
2/H/2013

4/18/2013

1/9/2016

Italian Medicines
Agency AIFA




Bangpa-In

Industrial ~ Estate
166 Moo 16, . < . ... . 1a 5 .
OLIC Udomsorayuth Thuo\c khogng ,vo Erung (t;huoc OTC): S MI-2011- | @ 2 Therapeutic
. dang bao ché ban ran (thuoc kem, gel,| O o N Goods
22 (Thailand) Road, Bankrasan| * 7 . 2 \ S CE-08904{ N S . .
. . thuoc md); thuoc dang 1dng; thudc uong| = o — Administration,
Limited Sub-District dane 160 O 3 F S Australia
Bangpa-In District| ~ & O"& o -
Ayutthaya  Prov
13160, Thailand
* Thubc khdng vo trung khéng chua
khang sinh beta lactam, chat kim té bao,
hormon:
- Dang bao ché ran : vién nén; vién bao;
Virrey Liniers 673|vién nang; vién nang mém; vién nén| - <
Quimica of the City of|phong thich kéo dai; thudc dan; vién nén (% P p=| Argentina
23 Montpellie Buenos Aires offbao tan trong rudt; thudc bot pha hdn| 01366/13 % % National Institute
S.A the Argentine|dich udng; O S S |of Drug (INAME)
Republic - Dang bao ché bén ran: thudc dan, thube o-
tring.
- Thudc dang 1éng: sird; thuéc udng nho
giot; hdn dich udng; Elixir;
* Thudc vién nén chira hormon.
* Thubc v trung;
giier;venue 3: + Thudc san xudt vo tring: dung dich thé| o - <  |French  Health
o5 Laboratoires Gaulle 14200 tich nho. (% HPF/FR/1| § Products  Safety
Gilbert . _~|* Thudc khong vo trang: thudc dung| - 54/2011 |5 = |Agency
Herouville Saint- .. \ Lz \ i o 5
Clair. France ngoai dang 1dng; thudc uong dang long; ~ (AFSSAPS)

thdang bao ché ran khac: dang bao ché
ban rén.




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

(Theo cong van 16617/QLD-CL ngay 04/10/2013 cia Cuc Quan ly dwoc)
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> -
& a é
A MA = v S =
NHA MAY . , - ’ GIAY =2 CO QUAN
STT A = |PIA CHI PHAM VI CHUNG NHAN = - P
CONGBO |- : : z [oN |3 =~ |caAe
. 23
% z
Estados  unidos|,, Building I: Thudc khdng chira beta
Street, number T T T
lactam, chat kim té bao va chat cO hoat
5105. Town of El|,, . SO .
Trianaulo tinh hormon: Dung dich thuoc tiém; National
Malv?nas1 thudc dong khd; dung dich va hén dich % o <, Administration of
MR  Pharma ) dung cho mit. T S S  |Drugs, Food and
1 Argentinas - . | q q : .
SA Neighbourhood * Building 1l: Thuoc khong chira chat co g 9 9 Medical Devices,
Bue%os Ai.res hoat tinh hormon: dung dich thubc tiem. |3 = = Argentina
ovinge * Building Ill: Thuéc khoéng chua (ANMAT)
P o betalactam, chét kim té bao, chat c6 hoat
Argentine

Republic

tinh hormon: vién nén; vién bao.




Sanabria No. 2353

* Thude khéng vé tring khéng chira beta

National

and. Santo TOMel, . ..m. chit Kim t& bao, chét 6 hoat tinh = = S, [Administration of
) H . o o
Elea N.O' 4340 Buer_los hormon: vién nén; vién bao; vién nang; 8 N N Drugs, Food_and
S.A.C.LF. y A.|Aires City, \ X lin L % L= o S Medical Devices,
. dang bao ché ban ran; thuoc dan; thuoc| O Ny Ny .
Argentine trimg; dung dich thuée o ™ ™ Argentina
Republic ’ : ' (ANMAT)
Sanabria No. 23531, 1y s khong chira khang sinh nhom| o National
. (Zip Code L A A s L ™ < Administration of
Laboratorio betalactam, chat kim té bao, chat cd hoat| = - >
C1417AZE) . A A KU o o Drugs, Food and
Elea . _[tinh hormon: vién nén; vién bao; vién| / 03001/13 | N . .
Buenos Aires , X Lopz L £ = ) ) Medical Devices,
SAC.ILFYA, | . . __[nang; dang bao ché ban ran; thuoc dan;| O Py Py .
City, Argentine thudc trimg; dang bao ché long o Argentina
Republic T ' (ANMAT)
* Thudc vo trung:
+ Thudc san xudt vO tring: dung dich thé - o |National
Dervenakion  6,|tich 16n; dung dich thé tich nho. S = = N
Pharmathen . . PRI £ . 2 23374/21- N Organization for
SA Pallini Attiki,[+ Thuoc tiét trung cuoi: dung dich thél Q@ 313 S S Medicines
15351, Greece [tich 16n; dung dich thé tich nho. 2 S @ ’
B ~ RN , i — Greece
* Thuoc khong vo trung: vién nang cing;
thudc dung ngoai dang 16ng; vién nén.
Head of
Famar Health|Avda. Leganes, 62|San pham: Rhodogil 750.000U.1/125mg % 9 3 Medicines for
Care Services|28925 Alcorcon|Tén tai Viét Nam: vién nén bao phim|Q 012/3236 8 8 Human Use
Madrid, S.A.U [(Madrid), Spain  |Rodogyl a § § Department,

Spain




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

Sofarimex  -|Av. Das Industrias|,, ., < N . 2 National
Industria - Alto do EEE :;2 thuoc dong kho; dung dich the % F027/S1/ g g Authority of
Quimica e|Colaride, Cacem, *Thu(”’)c‘ Khona vé tring: Vien nand cime: Q H/AFIAL | g Medicines  and
Farmaceutica, |2735-213, Juoc Khong vo frung. WO D |oo1/2013 | L |Health Products,
thuoc dung ngoai dang 16ng; thuoc uong o
SA Portugal \ VR 7z I.P, Portugal
dang 16ng; thuoc bot va thuoc com; dang
bao ché ban ran; vién nén.
Ministry of
-6- [a
4K§islhoikawa (29 g Health, Labour
Eisai Co., Ltd B ' San pham: Merislon Tablets 12mg - 1233 9 and Welfare
unkyo-Ku, S N Government  of
Tokyo, Japan < S
’ i Japan
Reckitt Nottingham  site, United Kingdom's
Benckiser Thane Road, o - Medicines  and
Nottingham, San pham: Strepsils Warm Logenges, = PP101090( & Healthcare
Healthcare . . O] N
International Nottinghamshire, [Lozenge S 26 =2 Products
Limited NG90 2DB, = < Regulatory
United Kingdom Agency




Avenia  Boyaca

419 (Zip Code

Thudc khdng chta khang sinh beta
lactam; chit kim té bao; hormon:
* Thubc v trung;

National
Administration of

o
5L Rivero y|C1406BHG), of -ITAThuécA san xué} VO tring: dung dich = % % Drugs, Food and
9 . the City  of|tiém (khong bao gom dang dong chai); h 03081/13 | < = . .
CiaS.A : P e . |5 ~ e Medical Devices,
Buenos Aires, |+ Thuog tiét trung cuoi: dung dich thuoc| QO S S Argentina
Argentine tiém thé tich 16n, thé tich nho. o (ANMAT)
Republic * Thuoc khdng vo trung: dung dich
thude.
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
S.C Str.  Eroilor nr.|tich nho (thubc nho mat dang dung dich| o = =, |National Agency
10 Rompharm 1A, Oras Otopeni,|va héq dich; dung dich thudc tiém) (% 018/2011/ 8 8 for Medicines and
Company cod 075100, Jud.|* Thudc khong vo trung: vién nang cung;| = RO g © Medical Devices
SR.L lIfov, Romania  [thudc ding ngoai dang long; thudc udng| = = |Romania
dang long; thudc cém va thudc bot; vién
nén bao phim.
Warszawskie
Zaklady - £ A A e L e |a ™ © .
Farmaceutycz 22/24, Karolkowa T\l?uoc kh?ng VO trur]g. th:lOCl duv’ng = GIF-IW-N § S Main _
11 ne Polfa Str., 01-207|ngoai dang lopg; dang bao ché ban ran;| Q 4022/32/1 | & § Pharmaceutical
Spolka Warsaw, Poland |dung dich thudc dung qua truc trang. a 3 g a Inspector, Poland

Akcyjna




* Thube vé trung:

+ Thudc san xuét vo trung: thudc tiém;
dung dich nhé mét, nho tai, nhé miii vo
trang.

Swiss No. 182, Thube khong vo tring: dang bao ché| < ™ 1o
. _|Zhongshan  Rd.,|,, . . e | = P P Department  of
Pharmaceutica|_,. = . '[16ng (dung dich); dang bao ché ban ran| O < < .
12 Xinshi Dist., . £ _ s 2z | 8295 < q Health  Taiwan,
I  Co., Ltd|__. . (thude mao, thuoc kem); dang bao ché ran| < ~ S
L Tainan City 744,(, .. . s .| © Ny Ny R.O.C
(Xinshi Plant) |- . (vién nén bao duong, vién nén bao phim,| T Lo N
Taiwan, R.O0.C A N o
vién nén, vién nén bao tan trong rudt,
vién nén, thudc cém); vién nang cimg.
* Nguyén liéu 1am thudc Cephalosporin
(bot kho pha tiém, vién nang)
Laprida 43 (Zip National
D_ - - -
Laboratorio  |C°% 1870)| Thyée chira chét kim & bao, hormon c6| = = S [Administration of
Avellaneda, . P o |O < g Drugs, Food and
13 Eczane . hoat tinh chong ung thu: vién nén; vién| 03295-13 | A : .
Pharma S.A Province of bao: vien nane om S ) ) Medical Devices,
' Buenos  Aires,| g cutig. & e S |Argentina
Argentina (ANMAT)
General .Vlllegas National
1510 (Zip code o L
7118), San Justo ’ ’ , S ™ < Administration of
14 Quality Buen(;s Aires, Thuoc chtra chat kKim t€ bao: dung dich| O 03294-13 I I Drugs, Food and
Pharma S.A | “. thudc tiém va thubc dong kho. 8 e % |Medical Devices,
Zr entin:el o ° ° Argentina
g (ANMAT)

Republic




17 Athinon Street,

Ergates Industrial|* Thudc khéng vé tring: Vién nang % AEG00/0 g g Pharmaceutical
15  |Aegis Ltd Area, Nicosia,|ctng; thudc bot pha hon dich ubng; vién| @ 112012 g & [Services Ministry
Cyprus, 2643,[nén. a g § of Health, Cyprus
Cyprus
* San pham: Januvia 100mg. N <
Merck Sharp|Via Emilia 21,|(Co sé san xuat: Merck Sharp & Dohme % IT/118- | < p=| talian Medicines
16 |& Dohme|27100 Pavia (PV),|(Italia) S.P.A; O 17/H/201 |§ S | Agency AIEA
(Italia) S.P.A |ltalia Co s¢ dong goi: Merck Sharp & Dohme| 2 3 = gency
Australia Pty Ltd).
Bayan Lepas Free o National
B.Br_aun Industrial ~ zone, L i o . L i | = = 9 Pharmaceuticals
Medical * Thuoc tiém theé tich nho; thudc tiém the| O I~ o
17 . 11900 Bayan| , . . 2 . b 284/13 = N Control Bureau.
Industries Sdn tich 16n; dung dich tham phan. = =] = ..
Bhd Lepas, Pulau S) = F Ministry of
Pinang, Malaysia o Health Malaysia
6 Gibaud Road, o -
. . LA L in 2 Medicines
Fresenius Kabi|Korsten, 6020,|* Thuoc vO trung: Thuoc tiém thé tich (29 26/713/111 |5 A Control  Council
18 [Manufacturing[Port  Elizabeth, [nhé; thudc tiém thé tich 1on; thuée dang| g G0017/20 | & & of the Republic of
. , Y . ~ (2] (2]
A A (@) ~ ~
SA (PTY) Ltd |Republic of South{long. Vac xin 2 13 = 3 South Africa

Africa




* Thubc v trung;

+ Thubc san xuat vo tring: Thudc dong
khd (chira chat doc té bao/chat Kim té
bao): dung dich thubc thé tich nho (chira

B-dul lon|chat doc té bao/chat kim té bao; cht diéu National Agency
. . L. o (2] ©
S.C. Sindan -|Mhalache nr. 11,jtri khoﬂu)'m . " . |2 016/2013/| S S |for Medicines and
19 sector 1,|+ Thuoc tiét trung cudi: dung dich thé| © N N . .
Pharma S.R.L . ’ \ , X, an K s Lol D RO = D Medical Devices
Bucuresti, cod|tich nho (chwra chat ddc teé bao/ chat Kim| S > Romania
011171, Romania |té bao).
* Thudc khdng vo tring (chtra chat doc té
bao/ chat kim té bao; chat diéu tri khdi
u): vién nang cung; vién nén bao phim;
vién nen.
* Thubc v trung;
. + Thudc tiét tring cudi: dang bao ché ban| o ™ 2!
oo |Recipharm sBjorkbo}Lr\:r\I/:Esna rén, thudc gel. (29 24:2012/5| S &  [Medical Products
Karlskoga AB 619133 Swe deng '* Thudc khong vo trang: dang bao ché| 5 15523 = & |Agency, Sweden
’ ban rin; thudc dan; miéng dan; thubc| S o
dung qua truc trang.
an pham: Fl i = 01-0110- | ot ited S
C.B. Fleet Co.|Lynchburg, VA Se}n pham: lieet Pedl.a - Lax Enema. 5 1-0110- = = Unite tates
21 Inc 94502, USA Tén tai Viét Nam: Fleet Enema forlO 2013-03- |® N Food and Drug
' ’ Children g VN % % Administration




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

46, Agissilaou|tich nho. a ™ © National
. |GAP AE/|str., Agios|+ Thubc tiét tring cudi: dung dich thé % 25943/9-4{ Q S |Organization for
GAP SA Dimitrios  Attiki, [tich nho. 3 2012 S S [Medicines,
17341, Greece  |* Thudc khdng vo tring: vién nang ctng;| e < |Greece
vién nang mém (chira hormon); vién nén.
* Thubc v trung;
+ Thudc san xuét vo tring: thudc déng
khd (chira hormon); dung dich thé tich
snho; thude cay ghép dang rin (chira beta
lactam) ™ National
+ A o n N A-. . e o ©
Anfarm Hellas|Sximatari Viotias, ,Thuoc tl@.t ”“”9 C,um' d}J ng ich the tich) = 37854/13- S S Organization for
24 16m; dung dich thé tich nho. , A N .
S.A 32009, Greece < A e i .5 5-2013 (9 = Medicines,
* Thuoc khong vo trung: vién nang cung| ., F
, % N N © Greece
(chtra betalactam); thuoc dung ngoai
dang long; thudc udng dang long; dang
bao ché ran khac (chtra betalactam); dang
bao ché ban ran; vién nén (chira
betalactam).
Av. De - los), Thudc khdng chtra khang sinh nhom National
Quilmes 137 (Zip L L A s I o S
betalactam, chat kim té bao, chat c6 hoat . < Administration of
code B1883FIB),| . ) . PR = 9 =
s . tinh hormon: dung dich thuoc tiém; thuoc| O o o Drugs, Food and
25 Bio Sidus S.A |of the City of|, . .. N N z . | h 03496-13 | N N . .
. bot dong kho (bao gom ca cac thuoc chira| = <5 <5 Medical Devices,
Quilmes, CoL e S . ) = = -
Argentine hoat chat san pham cong ngh¢ sinh hoc) | T Argentina
g * Thudc bot pha hdn dich udng theo don. ANMAT
p g

Republic




Int. Amaro Avalos

Thudc khéng chira khang sinh beta
lactam; chait kim té bao; hormon; hoat
chat sinh hoc:

* Thubc khong vo trang: thudc bot;

National

Gerardo 4208 (Zip Co_de huoe khdng Vo tri = ) <, |Administration of
26 Ramon Y Cia. 1605), of the City thuc}c Céfn; v!en nen; V|er_1 bao; qung digh 0 03146-13 8 8 Drugs, Food _and
SALC of Munro,|thuoc; hon dich thuoc; siro thu,()c; thudc 8 g g Medical Devices,
o Argentine kem; gel; nhii twong thudc; thudc dan dat| T © © Argentina
Republic am dao. (ANMAT)
* Thubc vo tring: dung dich thudc tiém:;
dung dich nho mit.
Saavedra 1260/62 ’ National
(Zip code|* Thuoc khbng vo trUng’ khﬁng’chtra o - < Administration of
C1247AAA),  of|khang sinh betalactam, chat kim t¢ bao,| = = S |brugs, Food and
27 Baliarda S.A |the  City  of|chat c6 hoat tinh hormon: vién ngén; vien & 03320-13 | = Medic1al Devices
Buenos Aires,|bao; vién nang; thuoc bot; thudc com;| O Q Q . ’
. . PR . R o © © Argentina
Argentine dang bao ché ban ran; dung dich thudc. (ANMAT)
Republic
* Thudc khong chira khang sinh beta
Carhue 1096 (Zip Ia}ctarP, ?hét c6 hoat tinh hormon; chat .
code: kim té lzao: ) o e Nathnz_il _
oo [Cuoncey, ot T 100 46 ng g gt |3 |
28 Pablo Cassarajthe  City . of ML T ’ & 03165-13 % % Me dic1al Devices,
SRL il:ggr?tsine Alres, +\Thu6’c vo tring: dung dich thn_uf)c, dang E S S |Argentina
Republic bao ché ban ran (dung duong tiém hoac (ANMAT)

khéng ding duong tiém). Thude phun
mu.




Ruta 40 Km 155

National
Administration of

o
entre Calle 7 y 8, = g g
29 Monte  Verde Pocito, San Juan,|San pham: vién nang Dralitem g 02302/13 | o DruQ_S’ FOOd.and
S.A. . L ™ ™ Medical Devices
Republica O o o :
Argentina = i Lo Argentina
' (ANMAT)
Lynch  3461/63 National
- D_ - - -
. (Zip code 143.7)’ Thudc chira chat kim té bao va héc mon| = S, [Administration of
gp |-aboratorio |Autonomous Cityl 'y o iinh chéng ung thu: vien nén val S [03296-13 &  |Drugs, Food and
LKM S.A of Buenos Aires, Vien bao g ung thr: g e Medical Devices,
Argentine ' = S |Argentina
Republic (ANMAT)
Istituto
Biochimico  [Via di a ~
Italiano Fossignano 2- : . p= CPP/2012 | & Italian Medicines
, . A O q
31 IGiovanni 04011  Aprilia|>" Pham: Edevexin I 1576 | Agency AIFA
Lorenzini (LT), Italia L »
S.P.A
= N " Swiss Agency for
5 |ACS Dobfar|7743 Brusio,| Thudc v tring dang dung dich (ké ci| O 121001 | § Therapeutic
Info SA Switzerland thudc tiém truyén) 8 g S |Products
= — ™~ |(Swissmedic)




* Thube khéng vo tring: vién nang ctng;
thudc dung ngoai dang 16ng; thudc udng

dang 1ong; dang bao ché ran khéc; vién| o — < French Health
33 Aptalis Eﬁali;stede E;%SSIS nén. % HPF/FR/1 é' § Products  Safety
Pharma SAS Houdan. France |- Thude sinh hoc: thude cong nghé sinh| 5 97/2011 |S o |Agency
’ hoc; thude sinh hoc bing phuong phap| > 'O |(AFSSAPS)
Ién men khéng bao gdm hé vi sinh vat
séng.
767-7, Aza -
Senju Kazukanounonish =S Minisiry of
- . = q Health,  Labour
34 Pharmaceutica |i, Saiji,|San pham: Tearbalance Ophthalmic| © 1771 S and ' Welfare
| Co., Ltd.|Fukusakicho, Solution s S overnment  of
Fukusaki Plant{Kanzaki-gun, K] © ?a an
Hyogo-ken, Japan P
Chemin de
Nuisement Lieu- o ~ 3 National Agency
35 Laboratoire  |dit les 150(* Thudc khong v tring: vién nang ctng; (% HPF/FR/1| & 8 of Medicine and
Bailly - Creat |Arpents  28500|dang bao ché rin khac; vién nén. 35 49/2012 |3 o [Health  Product
Vernouillet, L ~ N |Safety (ANSM)
France
JUITIL JIWUULURN
Company
"Kievmedprep
arat" (Division S ™ © State. L
139, £ = 019/2013/| = = |Administration of
No 1 of the * Thuoc vo trung: O < < .
36 department of Saksahanskogo + Thube sin xult v tring: thube bt S SAUMP/ | & S Ukraine on
P st Kyiv, 01032, & 1O San xuatvo tung. tiuoce bo 3) GMP o N |Medicinal
manufacturing . o < ~
Ukraine Products

of  injection
forms of




17 Athinon Street,

Ergates Industrial|* Thudc khéng vé tring: Vién nang % AEG001/ g g Pharmaceutical
37  |Aegis Ltd Area, 2643|cung; thudc bot pha hdn dich udng; vién| @ o & |Services Ministry
| 5 01/2013 |, o
Ergates, Lefkosia[nén. 0 3 3 of Health, Cyprus
Cyprus
* Thubc v trung;
+ Thudc san xuét vo tring: thudc déng
kho; dung dich thé tich nho; thudc san
Swenswe 5 xuat vo trung khac chira chat kim té bao. N
Pharmachemie |2031 g oAl Thude tiét trung cudi: dung dich thé| S NL/H = g Health Care
38 |5y Haarlem tich nho; thudc tiét trung cudi khac chua| @ 12/0071 g I Inspectorate,
' Netherlands chét kim té bao. = S S [Netherlands
* Thubc khong v tring: vién nang cimg;
thudc khong vé tring khac chira hormon,
medroxyprogesteron, megestrol dang bot
kho dé hit.
Teva T a ™ t .
: 25, Sienkiewiczal|, .. < .o S GIF-IW-N{ & S [Main
g9  |Operations - lo 99-300|, [Pudc khong Vo trung: bot pha dung| &5 14055171 & S |Pharmaceutical
Poland Sp. Z dich dong thi; vién nén. - < —
0.0 Kutno, Poland 0 3 S S Inspector, Poland
U, —i




* Thubc v trung;

+ Thudc san xudt vo trung: dung dich thé
tich nho (thudc nhé mat; lo thude; bom
tiém dong san).

The Institute for

Teva . . + Thudc tiét trang cubi: dung dich thé|a - © Standarization
. |18 Eli Hurvitz St.,| , . £ S i —
Pharmaceutica tich nho (lo thuoc). o o and Control of
40 ._|Ind. Zones, Kfar P N [ . , o 1427/13 [ N )
I Industries Saba  lsrael * Thuoc khong vo trung: vién nang cing;| = S o Pharmaceutical,
Ltd. ’ thudc udng dang long; thudc bot va hat| © ok Ministry of
pellet, vién nén (vién nén khdng bao, Health, Israel
vién nén bao phim).
* Thude sinh hoc: thudc ¢éng nghé sinh
hoc.
* Thudc vo trang:
+ Thudc san xudt vo tring: dung dich thé
. |Hafnerstrabe 36, tlf:h lo;n; cjung d;ch’the tich nho; thuoc % INS- o Q Aust.rlz.in
a1 Fresenius Kabi 8055 Grag | 340 Xuat vo tring khac. o) 480166- (& S Medicines  and
Austria GmbH Austria '|+ Thudc tiét trang cudi: dung dich thé| % 0028-001 | % |Medical Devices
tich 16n; dung dich thé tich nho; thudc|Y (3/5) N —  |Agency (AGES)

tiét trung cudi khéac (chira hormon, chat
kim té bao, khang sinh).




* Thubc v trung;

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

+ Thudc tiét tring cudi: dang bao ché béan

Ctra. M-300, Km.|ran; dung dich thé tich nho. a o o |Spanish  Agency
42 Alcala Farma,|29,920, Alcala de|* Thuéo khong vo trung: vién nang cﬁ:pg; (29 ES/076HI 8 8 of Drugs ang
S.L Henaners  28802(thudc dung ngoai dang long; thudc udng| - 112 = © Health Products
(Madrid), Spain  |dang 16ng; dang bao ché rén khéac (vién| Y e S |(AEMPS)
nén bao phim c6 duong; thubc com;
thudc bot); dang bao ché ban rin; vién
nén va vién bao.
* Thude tir duoc liéu: vién bao duong.
Carl-Braun- , 2 i .
B.Braun Strabe/Am IS;:?J gﬁgﬁ;n Sterofundin 1SO (Solution for % g Co quan him
43 Melsungen Schwerzelshof 1/| ..~ ... : : o DeFN43 | Lo
AG 1 34212 Tén tai Viét Nam: Ringerfundin -] g quyén Dirc
’ (Pia chi: 34209 Melsungen, Germany.) | ©
Melsungen,

Germany




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

Pot 16 1(Theo cong vin sé 21584/QLD-CL ngay 24/12/2013 ciia Cuc Quan 1y dwgrc)

= .
&) A é
A A Sﬁ) A 5 = 0]
NHA MAY . , - ’ GIAY = C QUAN
STT A . |PIA CHI PHAM VI CHUNG NHAN = b P
CONGBO |- : : z [oN o |F =~ |caAe
> >3
o 4
Z
B-dul Aurel
Vlaicu nr. 82A,|* Thubc khdng vo triing: vién nén bao|a - < National Agency
1 S.C. Magistrajcod 900055, |phim; vién nén dit &m dao; dang bao ché (% 007/2011/| & N for Medicines and
C&CS.R.L |Constanta, Jud.|ban rin; thudc dan; thudc trang; vién| - RO S 3 Medical Devices
Constanta, nén; vién nén chira corticosteroid. . fre < Romania
Romania
BLB 016, Bulebel a ™ © ..
. z A N . = P p=| Medicines
: Industrial Estate,|* Thuoc khong vo trung: dang bao ché MT/009H | N :
2 Actavis Ltd i . N O q g Authority of
Zejtun  ZTN3000, [ran khac; vién nén. S M/2013 | & g Malta
Malta L < S




Anfarm Hellas
S.A

Sximatari Viotias,
32009, Greece

* Thube vé trung;

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

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

* Thude khong vo triing: vién nang cing
(chtra betalactam); thudc dung ngoai
dang long; thudc udng dang long; dang
bao ché rin khac (chira betalactam); dang
bao ché ban rin; vién nén (chua
betalactam).

EU-GMP

37854/13-
5-2013

6/19/2013

4/1/2016

National
Organization for
Medicines,
Greece

Bruschettini
SR.L

Via Isonzo 6 -
16147 Genova
(GE), ltaly

* Thubc vo trung;

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

* Thubc khong vO trung: thudc dung
ngoai dang léng; thuéc udng dang long
(vdc xin bat hoat vi khuan); dang bao ché
ban  ran (ba0o gébm ca hormon
corticosteroid); thudc dan; vién nén (vic
xin bat hoat vi khuan).

* Thubc sinh hoc: thubc mién dich (vic
xin bat hoat vi khuan).

EU-GMP

IT/100-
1/H/2013

4/18/2013

11/24/2014

Italian Medicines
Agency AIFA

United
Biomedical,
Inc., Asia,
Plant 11

No.45,
N.Rd.,
Township,
Hsinchu  County
30351, Taiwan

Guangfu
Hukou

* Thubc vO tring: thudc tiém (dang san
Xut vo tring va tiét triing cudi)

* Thudc khong vo tring: dang bao ché
long (hdn dich); dang bao ché ban rin
(thubc m&, thube kem); dang bao ché rin
(vién nén bao duong, vién nén bao phim,
vién nén, thudc bot) vién nang.

PIC/S-GMP

0026

8/15/2013

12/31/2015

Ministry of
Health and
Welfare,

Republic of
China (Taiwan)




Industriestrabe 67,
1221 Wien,
Austria

(cac khu vuc san
xuét: Lange Allee

* Thubc v trung;
+ Thudc san xudt vo tring: dung dich thé
tich 16n; thudc dong khd; dung dich thé

; Lange Allee 24; PR , INS- .
8 Lange Allee '[tich nho; thude cay ghép va dang ran. o S ) o Austrian
Lange Allee 51; PSR % . | = 480001- | — ..
. + Thuoc ti€t trung cuoi: dung dich thé N N Medicines  and
Baxter AG Industriestrasse A ) g , Q 0085- q q : .
20: tich 16n; dung dich thé tich nho. S 001(10/10 « © Medical Devices
o + Thudc sinh hoc: ché phdm tir mau;| Y N S |Agency (AGES)
Industriestrasse Lk PR - )
79. thuoc mién dich; thudc cong nghé sinh
Industriestrasse13 ggg i};ltloc €O nguon goe tir nguol va
1; Benatzkygasse| - g vat
2-6; Pasettistrasse
76)
* Thudc vo trang:
+ Thubc san xuét vo tring: bot kho pha
tiém; thudc tiém; hdn dich pha tiém;
thudc nhd mét; nhé miii; nho tai.
+ Thubc tiét tring cudi: thude tiém; dung
dich rira vét thuong.
* Thudc khong vo tring: dang bao ché Ministr of
No.2, Fon Tanlléng (dung dich, hdn dich); dang bao ché| o IR y o
Rd., Fon Tan Ind.|ban rin (thuéc kem, thudc md); dang bao = it —
Gentle Pharma| . A e . S o < < Welfare,
Dist, Da  Bi|ché ran (vién nén bao phim, vién nén bao| . 0113 S N .
co., Ltd . . N A A 2| = < K Republic of
Hsiang,  Yunlin|tan trong rudt, vién nén, thuoc bdt, thuodc| O > S China (FDA)
Hsien, Taiwan cdm), vién nang. o .
(Taiwan)

Cu thé:

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

* Thubc chira cephalosporin: bot kho pha
tiém; thudc cdm; thude bot; vién nang.

* Thudc chtra carbapénm: bot khd pha
tiém.




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

Singapore 619968
* Chia Ping Road

Thudc dung ngodi dang long; dang bao

o
Drug H_ouse Of# 04-00, Haw Par| ., R A A = = = Health  Sciences
Australia . che ban ran khong vo trung; thudc uong| © N N :
9 . Tiger Balm \ L e , b M00150 | N Authority,
Private o dang long; vién nen; vién nang cung;| < o = .
Limited Building, thudc bot va thude cém udn 2 e e Singapore
Singapore 619968 ' & o
* Chia Ping Road
# 05-00, Haw Par
Tiger Balm
Building,
Singapore 619968
Espace Industriel[* Thudc vo trung:
Nord, 151 rue|+ Thubc san xuat vo tring: dung dich thé| o ) L |French  Agency
1o |kaboratoire |Andre Durouchez jtich I6n; dang bao ché ban ran; dung dich (29 HPF/FR/1| &  [for Medicines and
Unither CS 28028, 80084|thé tich nho. - 15/2013 |S g Health  products
Amiens Cedex 2,|* Thubc khéng vo tring; thubc dung| e S  |Safety (ANSM)
France ngoai dang 1ong.
Leo Pharma . £ A A oo Lo |a ™ © .
AJS LEO Industriparken 55,(* Thuoc khdng vO trung: thuoc dung| s DK ulg = Danish Health
11 ’ . 12750 Ballerup,|ngoai dang long; thuéc udng dang long;| O N N and  Medicines
Pharmaceutica . Atz fo A - 00031113 | & = :
Denmark dang bao ché ban ran; vién nén. 0 F N Authority

| Products Ltd




* Thuoc vo trung:

Thymoorgan + Thudc san xudt vo trung: dung dich thé
Thymoorgan Pha_rmazie GmbH tfch 1(’)1}; thudc dong kho; dung dich thé : DE_NI 0 g 10 ;
. Schiffgraben  23,|tich nho. N I Co quan tham
12 Pharmazie PRIV 5. . AR 1. GMP_2| s 5 .
GmbH 32_3690 + Thuoc tiét tring cuodi: dung dich the| 5 012 0035 | g quyen buc
Vienenburg, tich nho. L - = G
Germany * Thubc khong vO tring: thudc dung
ngoai dang 16ng; thudc udng dang léng.
* Thubc v trung;
+ Thudc san xudt vo tring: dung dich thé
tich 16n; thubc dong khd (chat doc té
bao/chat kim t¢ bao;  hormon
corticosteroid, hormon sinh duc va
hormon khac; prostaglandin/cytokine);
dung dich thé tich nho (chat doc té
2 Trav. SX Via|bao/chat kim té bao; hormon va chit co| o ™ <
13 Patheon Italia|Morolense, 5 -|hoat tinh hormqn khong bao gom hormon % IT/79- 8 8 Italian Medicines
SP.A 03013 Ferentino|sinh duc); thuoc bot chira protein/DNA| 5 2/H/2013 | & © Agency AIFA
L %) >

(FR), ltalia

tai t6 hop.

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

* Thude sinh hoc: thudc ¢éng nghé sinh
hoc (protein/DNA tai t6 hop); thuéc mién
dich ¢6 ngudn gbc dong vat dung cho
nguoi.




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

Coban — Cesmel ;. thuée dong kho: dung dich thé UK GMP United Kingdom's
Mah. Sanayil , \ L4 . . a 21246 ) l! medicines  and
Mustafa . tich nho; thuoc cay ghép va dang ran. S p o
Caddesi 13, £ A < A , Insp GMP| & C\l Healthcare
14 Nevzat  llac . * Thuoc khong vo trung: vién nang ctng;| @ = S
Sanayii A.§ | cnibosna, vién nang mém; thudc dung ngoai dang| 2 21246/45 | & g |Products
YA Istanbul, TR- long: thugc uéné dang léng'%iég en 8w 1852- = S [Regulatory
34196, Turkey * Thude sinh hoc: Thube c6ng nghé sinh 0002 Agency MHRA
hoc.
7 Maitland P.Iace, Thubc khong vo tring: vién nén; vién| < N Lo Therapeutic
Norwest Business , N = MI-2012- | 5 =
Aspen Pharma nang cung; thuoc bot va thude com. O N N Goods
15 Park, Baulkham - . D .| h LI-09148- | 5 o L. .
Pty Ltd . (Khéng chtra penicillin, cephalosporin;| =< — N Administration,
Hills NSW 2153, R z O 1 o = .
Australia thudc chong ung thu). o — — Australia
* Thude khdng v tring: vién nang cung;
286-302 thudc udng dang long; vién nén; thudc
- T h " o N i
Frankston bot va thube cbm; thude kem; thube xit;| = [MI1-2011- |2 S, |Therapeutic
16 |Aspen PharmaiDandenong Road s e migng; thube mo; dung dich|y  |LI-00724- | S §  |Coods
Pty Ltd Dandenong South ube Pne, - aung 8 3 o % |Administration,
VIC 8175, (Th c‘;c khong bao gom cephalosporin va = = © Australia
Australia Y g £ P P

thudc chdng ung thur)




Servier Moneyland, Gorey a N 0
17 |(ireland) Road,  Arklow,|, o c 1l e = 2012/586 | & & |irish  Medicines
Industries Ltd |CO  Wicklow, 8 & 5 1Umes | S & |Board
Ireland L S =
GlaxoSmithKl 1, o A Fleming, 2 {* Thudc v6 trung; = S . .
ine ' LA s L oya IT/201- o Italian Medicines
18 . 137135 Veronal+ Thuodc san xuat vO trung: thuoc bot| Q N
manufacturing , . S 1/H/2012 < Agency AIFA
SPA (VR), ltaly chtra cephalosporin. o 5
* Thube v6 trung;
+ Thudc san xuat vo tring: dung dich thé
Thesi Pousi-Xatzi|tich nho. - o National
Agiou Louka,|+ Thudc tigt trung cudi: dung dich thé|S 42065/28.| & S lorganisation for
19 |Rafarm SA  |Paiania Attiki, TK|tich nho. S s < S MS i
19002, TO 37,|* Thudc khong vé tring: vién nang cimg;| ) 3 S |creece

Greece

thudc dung ngoai dang 16ng; thubc udng
dang 16ng; dang bao ché ran khéac; dang
bao ché ban rin; vién nén.




San pham:

Meiji  Seika|1056, Fosmicin for 1.V 1g CEL ™ 10 L/Ielz;;:ry Labofjn;
20 Pharma Co.,|Kamonomiya, Fosmicin for 1.V 2g 0] 2400 g g and ’ Welfare
Ltd., Odawara|Odawara-shi, Fosmicin-S for Otic é 8 8 government  of
Plant kanagawa, Japan |Fosmicin tablets 250 K] o o Japan
Foscimin tablets 500
Tabare  1641/69|* Thubc tiém (thé tich 16n va thé tich
(Zip Code 1437),|nho) khong bao gom khang sinh nhém
of the|betalactam, chat kim té bao, hoat chét
Autonomous City[hormon.
of Buenos Aires,|* Thubc bot vo tring chira khang sinh
Argentine beta lactam.
* Thudc khong chira khang sinh beta
Av.12 de Octubre|lactam; chat kim té bao, chat ¢ hoat tinh
4444, Quilmes|{hormon:
(Zip code 1879),|+ Thubc khong vo trung: thude bot; thude
Province of[cdm; vién nén; vién bao; thudc kem;
Buenos  Aires,|thudc gel; dung dich va hén dich thudc. National
Laboratorio  |Argentine + Thudc vO trung: dung dich tiém va| o S
. L an A ™ < Administration of
Internacional thuc dong kho. (% § § Drugs, Food and
21 |Argentino S.A & 04113-13 | 5 & |Medical Decives.




(ren i FacafCalle o & squl O S T lagentna
Pharma S.A) INo 7, Locality
' ' (ANMAT)
P?rque .Indusma Il Thudc chtra chat kim té bao, chat chéng
Pilar, Pilar (Zip ) ) , .
“|ung thu c6 hoat tinh hormon: dung dich,
Code 1629);|, %~ .. X oan o A \
i hon dich; thuoc dong khé bao gom ca
Province of| " .. 21 1x
. thuoc tiém thé tich 1on.
Buenos Aires,
Argentine
Republic
oaritc JL1lJ CIIUucT
Ruta 2 y Calle
S/No, Locality
Parque Industrial
La Plata (Zip|* Thudc chta khang sinh beta lactam:
Code 1900)|dang bao ché ran khéng vo trung.
Province of
Buenos Aires,
Argentine
rarcroTTIITSKTef2enuhlic
Zaklady
rl::rmac?lllitg/ﬁczu * Thubc vo trung; 4
Snolka 2 A, Fleminga|+ Thudc san xuét v0 trang: dung dich thé| S GIF-IW-N{ & g Main
22 AFI)«: a Str., 03-176|tich nho. O 4022/40/1 g N Pharmaceutical
yina Warsaw, Poland  |* Thubc sinh hoc: thudc cong nghé sinh| 3 1 Q 3 Inspector, Poland
(Tarchomin & L <
. hoc (Insulin).
Pharmaceutica
I Works
"Dalfa" C AN
Aeropharm GmbH|* Thudc v6 tring:
Francois- + Thubc san xuat vo trung: thubc nho|a DE_TH 0| 0
93 Aeropharm Mitterand-Allee- |mit. (ED 1H_GMP | I Co quan tham
GmbH 1, 07407|* Thuéc khéng vé tring: Thudc ubng| = 2013- |3 @ |quyén Buc
Rudolstadt, dang long; thudc phun mu; thude bot hit| 0005 = i
Germany bao gom ca thiét bi dinh lidu.




Fournier ANNarove a ~ L0
laboratories g . * Thube khéng vo tring: vién nang ctng; % 3819/IMP | & I Irish  Medicines
24 Carrigtwohill, Co.| .. =~ . S S
Ireland Cork. Ireland vién nén. S 004 & & Board
Limited ’ L < N
* Thubc vo trung:
+ Thudc san xuat vO tring: thudc dong
kho (chat kim té bao/chit doc té bao);
dung dich thé tich nhé (chat kim té
bao/chit doc té bao; chat diéu tri khéi u).
B-dul lon L s e £ . 2 .
Mihalache nr. 11 + Thuoc tiét trung cuoi: dung dich thé|a . © National Agency
s |SC. Sindan| * 7 |tich nho (chat doc t& bao/chat kim té ?D 016/2013/ § § for Medicines and
Pharma S.R.L ' ,|0ao). 5 RO = D Medical Devices
Bucuresti, cod o Pro) P

011171, Romania

* Thube khong vo tring: vién nang cimg
(chat doc té bao/chat kim té bao, chat
diéu tri khéi u); vién nén bao phim (chat
doc té bao/chat kKim té bao, chat diéu tri
khéi u); vién nén (chat doc té bao/chat
kim té bao, chat diéu tri khdi u).

Romania




* Thube vé trung;
+ Thubc san xuat vo tring: thudc dong
khd (hormon); dung dich thé tich nho;
thudc cdy ghép dang rin (chira khang
sinh betalactam).

P . 2 o la ™ © National
+ ; .
Anfarm Hellas|Sximatari Viotias,| , Thude tl.@t trup g d“”? dich the tich| = 37854/13- § S Organization for
26 16m; dung dich thé tich nho. Q N N ..
S.A 32009, Greece 2 . e i . 5 5-2013 (9 = Medicines,
* Thuoc khong vo trung: vién nang cing| g o -
. . : X © Greece
(khang sinh betalactam); thuoc dung
ngoai dang long; thudc udng dang long;
dang bao ché ran "(chwa khang sinh
betalactam); dang bao ché ban rin; vién
nén (chtra khang sinh betalactam).
* Thudc vo trung:
1 rue de I'abbave | Thudc san xudt vo tring: thubc dong French National
Y%\ kho; dung dich thé tich nho. a o w  |Agency for
Glaxo 76960 Notre FSRIN Z. . = P P .
+ Thuoc tiét trung cuoi: dung dich thé HPF/FR/3| & I Medicines  and
27 Wellcome Dame De|, . ., ) \ \ O a N
. . tich 16n; dung dich thé tich nho. - 2/2013 S ® Health  Products
Production Bondeville, . L oA ~ ol J o
France * Thuoc sinh hoc: thuoe cdng nghé sinh N N~ Safety  Agency
hoc; thudc c6 ngudn gbc tir nguoi va ANSM
guon g g
dong vat.
Lot 6, Persiaran
Perusahaan, National
Seksyen 23, E3 ™ © :
IDS K awasan (§D = = Pharmaceutical
28 Manufacturing Thubc ubng dang long. : 373/13 g o Control  Bureau,
Perusahaan Shah L D 0 -
Sdn. Bhd. O IN = Ministry of
(a

Alam, 40300 Shah
Alam,
Malaysia

Selangor,

Health Malaysia




Swi c Husenstrasse 35, % g g _?_\}/]viss Agte_:ncy for
29 WISS aps 9533  Kirchberg,|San pham: Pharmaton ' 13-1119 |& q erapeutic
AG 0 S 5, Products
Switzerland O o o i .
o © ™ (Swissmedic)
D_ -
Via Mulini, 6934 s T |g [Suiss Agenoy for
30 Ginsana SA  [Bioggio, San pham: Pharmaton Kiddi h 13-846 % % P
Switzerland ) o S Products
o < = (Swissmedic)
Mega 60 National % MI-2013- | &2 © Therapeutic
31 Lifesciences |Avenue, * Thube khong vo tring: vién nang cimg;| O L1-04846- I I Goods
Australia) Pty|Pakenham  VIC|thudc bot va thude cdm; vién nén. 0 e S |Administration,
O 1 N N
Itd 3810, Australia = fre = |Australia
* San pham: Myrin (50mg, 100mg)
Fabrikmattenweg (San xuat tai: Dr. Heinz Welti AG,/q o~ < Swiss Agency for
4 4144 Althofstrasse 12, 5432  Neuenhof, (29 P p=| Therapeutic
32 Lipomed AG |, . Switzerland - Wisenstrasse 21, 5412| 12-376 | 9 P
Arlesheim, : = =3 w Products
. Gebenstorf, Switzerland. O q S i .
Switzerland o N — (Swissmedic)

Gidy chimg nhan sé 12-2314 ngay
27/12/2012)




Betriebsstandort

* Thuoc vo trung:

D_ -
Kaiseraugst - Thubc dang léng: dung dich thé tich| = = L |Swiss Agency for
F.Hoffman - \ N 2 N O < I Therapeutic
33 (Parenterals), nho (bao gom SVP, thudc nho mat). Ah 12-1906 | =
La Roche AG . £ 5 £ 2 Lo | S o © Products
4303 Kaiseraugst,[- Thuoc dang bao ché ran: Thuoc dong| O S = Swi di
Switzerland kho. = (Swissmedic)
an
=
5=
<
(&}
>
. Via Cacciamall, San pham: Cefam (Flacone 1g I.M/E.M - = CPP/2013 § S © |italian Medicines
34 Mitim S.R.L |34-36-38, 25128| . o q S 8
. vial 1g .M/E.M) - /1344 9 S < |Agency AIFA
Brescia (BS), Italy o d S
N o Q
=
=
o
Helix 392 Wilson Ave.|San pham: H-Irican 40 > = & |Health  Canada
35 Pharmaceutica |Toronto, Ontario,|(FSC  s6  FC10T33761001  ngay g 0006212 | N Products and
Is Inc. Canada, M3H1S9 |21/5/2013) e % % Food Branch
S
Plaza NIl Thude khéng vé tring khéng chua
931/39/41/43, . . L A s
.. |khang sinh betalactam, chat kim té bao,
Autonomous City| . ;. =, . A
. chat ¢6 hoat tinh hormon: vién nén; vién
of Buenos Aires,| . . XA
. nén bao phim; vién nang; thudc bot va
Argentine Lz .
Republic thuodc com. National
P = ™ < |Administration of
-z |TRB Pharma © P I Drugs, Food and




Y ls.A 3 AR S |Medical Decives,
= ~ =~ |Argentina
Plaza Nro & ( AﬁlM AT)
967/969Autonom £ - AL , . .
) * Thuoc khéng vo trung chira khéng sinh
ous City  of R _
. betalactam: vién nén; vién nén bao phim;
Buenos Aires,| ., X a4 A X
. vién nang; thudc bdt va thuoc com.
Argentine
Republic
* Thude vo tring: UK GMP United Kingdom's
. Chacharwadi- + Thudc san xuat vo tring: dung dich thé| o ™ © |medicines  and
Claris Vanasa tich nho = 20752 S S Healthcare
37 Lifesciences ’ PSR 2. . | 9@ Insp GMP| & a
Limited Ahmedabad,  In|+ Thuoc ti¢t trung cudi: dung dich thé| 5 20752/13 o = Products
382213, India  |tich 16n; dung dich thé tich nho; nhi|Y 875 0006 © & |Regulatory
tuong. Agency MHRA
Plot No 72, EPIP, State
. Phase-I, * Thude vo trung: = N Lo . }
Zeiss . . L, A e L= 019/2012/ | < P Administration of
. |Jharmajri, Baddi,|+ Thuoc san xuat vO trung: thudc cay| O I I .
38 |Pharmaceutica) Solan,|ghép va dang rén (chta cephalosporin:| €2 SAUMPT | 5 o |Ykraine on
Is Pvt Ltd 156, |gnep va dang r a cephalosporin s lgmp |2 N |Medicinal
Himachal cefixime va ceftriaxone tiém). o © N
: Products
Pradesh, India
D_ -
3 Samokovsko ’ ) o ‘ 1= MI-2011- | < Therapeutic
39 Balkanpharma-|Shosse Str.,[* Thuoc khong vo trung: dang bao ché| O CE-02304] S S Goods
Dupnitsa AD |Dupnitsa  2600,|ran phan liéu. 8 3 = & |Administration,
Bulgaria = ol N |Australia




C-1, Sara LA . T
Troikaa Industrial Estate Thuoc vién nen bao phim (bao gom vien = = = Department  of
40 Pharmaceutica [Selaqui Dehradur; bao tan trong rudt; vién nén; thuoe com); < 102110011 & & Heglth Executive
3 1..:2 . A A A 5 A A @ h B I
Is Lid 248197 w\en nang,( thgf)c t!em (t}i‘,mc san xuat vO S 07 %: %: Yuan
Uttarakhand. India trung; thuoc tiét trung cudi). o
MIDC, Plot No. 8-
A2, 8 -B; T.T.C. a INS- ™ < Austrian
41 Sandoz Private(Ind. Area, Kalwe|* Thudc khong vo tring: vién nang cing; (29 481703- (& N Medicines  and
Limited Block,  400708|vién nén. 3 0004- e = |Medical Devices
Navi ~ Mumbai, L 001(3/3) | = |Agency (AGES)
India
* Thubc vo trung;
+ Thudc san xuat vo tring: dung dich thé
:r']%t zggnb;:kﬁ? tich nho (chdt doc té bao/chat kim té cederal | Agenc
INTAS AN ha). s 9 = _ naeney
. _|Bavla Highway, 2 enr e Z. . 2 BE/2013/ | o I for Medicines and
42 Pharmaceutica + Thuoc tiét trung cudi: dung dich thé|Q N =
Is Limited | atoda, Sanand,\ " (chdt doc té baolchit kim 8|2 |08 © & |Health Product of
Ahmedabad, IN- ' L ¥ = |Belgium
: bao).
382210, India (Khong bao gom dang dng tiém va bom
tiém dong san)
Plot No 183&192, i\tjtginistration of
o
Windlas :\r/llgl.tj):tt:z:;,alaArea * Thube khong vo tring: vién nang cimg; (ED 018/2012/ g 5 Ukraine on
43 Healthcare i 9 g g cung; b SAUMP/ | S Medicinal
Dchradun- vién nen. = = =
Pvt. Ltd. 248110 O GMP Pre 3 Products
’ o (SAUMP) -

Uttarakhand, India

Ukraine




Malpur,  Baddi,|_,, 2 . , .
Panacea Tehsil San pham: vién nang cung TacrOIImEJS N
Biotec  Ltd.|Nalagar,District 0.5mg, 10mg, 50 mg (Tacpan); vien| s 53.2-ZAB1 = Co quan thim
44 (Formulation |Solan ’Himachal nang cung Mycophenolate mofetil| @ 2677.1 D|Y N avén Dirc
Plant) Prade;h _ 173/250mg; vien  nén bao  phim|g 6 H 3 O A
205. India Mycophenolate mofetil 500mg.
Recklt_t 65 Moo 12, UK GMP Umtt_ad_ Kingdom's
Benckiser Lardkrabang- £ R N I 1Y ™ © Medicines  and
Healthcare Bangplee Road * Thude khong VO trung: thudc uong| > 20689 S S Healthcare
45 Manufacturin Bangplee '|dang 1ong; dang bao ché ran khac (vién| @ Insp GMP| § S roducts
. g|=angpree, nhai mém -Soft chewable tablets). 2 |20689/13 |2 o P
(Thailand) Samutprakarn, Th; 803-0005 o ™ Regulatory
Limited 10540, Thailand Agency
State
%Road, G.Iﬁgéée % N < Adm?nistration of
Mepro . |Wadhwan  City-|* Thudc khdng vé triing: vién nang cing;| O 017/2012/ S § Ukra.m.e on
46 Pharmaceutica 363 035 (Unit 11)|dang bao ché ban rén; vién né h SAUMP/ | S Medicinal
Is Pvt. Ltd ang bao Che ban rafl; vien nen. S} GMP 3 q Products
Surendrangar, o ™
: . (SAUMP) -
Guijarat, India .
Ukraine
Plot 25-27, UK GMP United Kingdom's
Survey No 366, a 31303 ™ o medicines  and
Macleods . I O U s p| p=|
47 Pharmaceutica Premier Industrial|* Thuoc khéng vo trung: vién nang ctrng; 5 Insp GMP & & Healthcare
Is Lid Estate, Kachigam,|vién nén. S5 31303/35 |5, Q Products
Daman,  In-396 L 3718- ® —  |Regulatory
210, India 0003 Agency MHRA
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PT Actavis
Indonesia

Jalan Raya Bogor
km 28, Jakarta,
13710, Indonesia

* Thudc khong v tring: vién nang ctng;
thudc uong dang long; vién nén, dang bao
ché ban ran.

EU-GMP

NL/H
13/0100

1/8/2013

11/22/2015

Health care
inspectorate, The
Netherlands




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

Pot 1701(Theo cong vin s6 1405/QLD-CL ngay 23/01/2014 ciia Cuc Quan 1y duoc)

> z
S CIE
NHA MAY , , ] = GIAY |© S |coO  QuAN
TT | A - |PIA CHI PHAM VI CH HA = >~ -
>TT lcongBo [P € AMVI CHUNG NHAN Z [N T =~ |caAe
>~ <
5 ~ J
CZD z.
Panama 2121, of .
. \ 2 L oan . : National
the City  of|San pham: Thuoc dong khé Daunogobbi | 4 S
. e . ™ < Administration of
Martinez, ( Co s& dong goi: Gobbi Novag S.A. % = = Drugs. Food and
1 Filaxis S.A.  |Province of|Fabian Onsari 498 of the City of Wilde,| / 03494-13 | § S g, :
: . : = = S Medical Decives,
Buenos Aires of|Province of Buenos Aires of the|O J J i
. . . o ~ ~ Argentina
the Argentine|Argentine Republic.
. (ANMAT)
Republic
Av. Velez National
Sarsfield 5855, = ) <, |Administration of
Dr. Lazar y|B1606 ARI|,, 2 A . . © ] N I Drugs, Food and
2 CiaSAQe! |Carapachay, San pham: Vién nén Talidomida Lazar 8 04324-13 § § Medical Decives,
Republic = D % |Argentina
Argentina (ANMAT)




MATTAlTIUT OUCCL,

Limassol
Industrial Estate,
Building 1-Main,
Building 2-|* Thude khong vé tring: vién nang cing;
Penicillins, thudc dung ngoai dang long; thudc udng| o - © .
. Builing 4-|dang léng; dang bao ché rin khac; thudc = REMO00/2 | S § Pharmaceu“.cél
Remedica Ltd . L N Lors L : | @ N g Services Ministry
cephalosporins,  [phun mu; dang bao ché ban ran; thudc| 5 013/001 | S of Health Cvprus
building 5 - Anti-|dan; vién nén; thudc ubng (chira|™ © ~ YP
cancer/hormones, [penicillin va cephalosporin).
Buiding 10-anti-
cancer, Limassol,
Cyrus, 3056,
Cyviic
Teijin Pharma o - Ministry of
Limited 2-1, Hinode-cho, (% b Health,  Labour
Iwakuni Iwakuni-shi, San pham: Vién nén Bon-One 0.25 & 3385 S and Welfare
Pharmaceutica | Yamaguchi, Japan % § government  of
| Factory i - Japan
Lot 10, jalan
Sultan - Mohamed., 1 s kem; thuée ma; kem boi da;| 2 o o |National
Hoe 6, Bandar Sultan thube gel: nhii dich: midne dan: diu o6i: (59 p= p= Pharmaceutical
Pharmaceutica |Suleiman, 42000, o get, nhu Lo THEnS Tall, datl 8oL, AN 408/13 g o Control  Bureau,
thuoc boi tai cho; thudc dung ngoai dang| = Lo L) .
Is Sdn. Bhd. |Port Klang, lone va thube ubne dane 160 O S = Ministry of
Selangor, g g cafig ‘ong- o Health Malaysia

Malaysia




* Thubc v trung;

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

L iy o £ . 2| o ™ © National
+ .
Anfarm Hellas|Sximatari Viotias, |, Thl,mc fict trg ng cror durlg dich thé} = 37854/13- é' S Organization for
tich lon; dung dich thé tich nho. o N N -
SA 32009, Greece £ A AN . 1= 5-2013 S = Medicines,
* Thuoce khong vO trung: vién nang climg =, F
. L Re Greece
(chtra khang sinh betalactam); thuoc dung
ngoai dang léng; thudc udng dang léng;
dang bao ché rin khac (chtra khang sinh
betalactam); dang bao ché ban rin; vién
nén (chira khang sinh betalactam).
* Thudc vo trung:
+ Thudc san xuét vd tring: thubc dong
Rupnlcu Iela. 4, kho .(chu:a 9hat dgzc ,te ba(7)/chatﬂr klEn ti: % ZVAILV/ g g
Pharmidea Olaine,  Olaines|bao); d’ung dph thé tich nho (chat doc té o) 2012/018 | & & State Agency of
novads LV-2114,|bao/chat kim t¢ bao). - H ~ © Medicines, Latvia
Lavia + Thudc tiét tring cudi: dung dich thé|Y % S

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




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

United Kingdom's

Reckitt Dansom Lane,[* Thudc khdng vé triing: vién nang cing; UK MIA - © Medicines  and
. Hull, East|thudc ding ngodi dang long; thudc udng| = 63 Insp| < =
Benckiser . X . s . = N N Healthcare
8 Healthcare Yorkshire, HU8|dang long; dang bao ché ran khéc; dang| @ GMP/IMP| S 3 roducts
-~ |7Ds, United|bao ché ban ran; vién nén. 2 63/17092-| X = |P
(UK) Limited |, . C . . L N — Regulatory
Kingdom * Thuoc sinh hoc: Nystatin (Thuoc kem 0029
. . Agency
Timodine)
* Standardised Senna, Buprenorphine
hydrochloride.
* Thudc vo tring:
Medice + Thudc san xudt vo tring: dung dich thé
Arzneimittel tich nho.
Medice Putter embhl* Thudc tiét trung cudi: dung dich thé|a DE_NW_ | o ©
o Arzneimittel | " tich nho. (29 01_GMP_|S S  |Co quan thidm
Putter  GmbH| "~ a7 | Thubc khong vé tring: vién nang cimg;| 5 2013 001 | S S |quyén Dirc
&C0.KG 53638 glserlohn’ vién nang mém (vién nang mém vo|Y 0 e e
German 'lgelatin Nephrotrans); thuéc udng dang
y long; dang bao ché ran khac (thudc com,
pellet); dang bao ché ban rin; vién nén.
* Thude khong vo tring: vién nang cing
Via Morelli. 2- (thude miér} dicl}); tl/luéc uén’g dang long| o g 0 _ N
10 Roche SPA  |20090 Se’ rate (hormon va chat c¢6 hoat tinh hormon % IT/265- | o Italian Medicines
o (M), Ital g khong bao gdm hormon corticosteroid va| 5 4/H/2012 g D Agency AIFA
ay hormon sinh duc); vién nén (thudc mién| a ®

dich).




Agency for

= 3 Medicinal
o — —
Lek . Kolodvorska cesta)., Thude khdng vé tring: vién nang cing; = 450- Q Q Products and
11 Pharmaceutica |27, SI-1234| . . LY, o S S ) .
Is d.d menaes. Slovenia thuoc bot; vién nén. S 39/2011-2| & o Medical Devices
' ges, L S S |of the Republic of
Slovenia
. Nottingham site, United Kingdom's
Reckitt -
Benckiser Thane Road, a e Medicines  and
: 9 P Q
12 Healthcare Nott!ngham, . San pham: Strepsils Warm Lozenges o PP101269 ,%l Healthcare
International Nottinghamshire, -) 29 o Products
w S
Limited NG_90 _ 2DB, = Regulatory
United Kingdom Agency
Combino HFE0 . Hal  Farl, Thudc khdng vé triing: vién nang cimg;| = MT/002/ § § Med|C|.nes
13 Pharma Industrial ~ Estate vien nén O b0 | S Authority of
(Malta) Ltd.  |BBG3000 Malta ' 2 N S |Malta
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B.Braun
Medical, S.A

Ronda de Los

Olivares, parcela
11, Poligono
Industrial Los
Olivares, Jaen
23009 (Jaen),
Spain

* Thube vé trung;

+ Thudc san xuat vo tring: dung dich thé
tich nho (bao gdém ca chat gdy nghién;
hudng than; hormon va chat c¢é hoat tinh
hormon); thudc cdy ghép va dang rin
(hormon va chat c6 hoat tinh hormon);
thudc bot (bao gdbm ca hormon va chat co
hoat tinh hormon).

+ Thubc tiét tring cudi: dung dich thé
tich nho (bao gdm ca chat gdy nghién,
huéng than, hormon va chat cé hoat tinh
hormon).

* Thudc khong vo trung: thudc dung
ngoai dang long; miéng dan, dang bao
ché ban ran (bao gém ca hormon va chat
c6 hoat tinh hormon).

* San pham vi luong ddng can.

EU-GMP

ES/092H
V/11

9/13/2011

5/11/2014

Spanish  Agency
of Drugs ang
Health  Products
(AEMPS)

Chivilcoy 304 and
Bogota  3921/25
(Zip code
C1407ESM)  of
the city of Buenos
Aires, Argentina

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

* Thudc bot pha tiém chira betalactam.

* Dung dich thuc nho mit.




Cral. Martin National
Instituto Rodriguez 4085 < o < |Administration of
i i Aconquija corner A L oan R o S o
15 Biologico (Zip code 1714) * Dung dich tiém, thuoe dong kho, dung| = 05610-13 | & q Drugs, Food_and
Contemporane Pror\J/ince 012 dich tiét tring khong chira betalactam,| G S £  |Medical Decives,
0S.A BLENOS chét kim té bao, hormon (trir corticoid). | — -~ Argentina
. . * Dung dich thuc nho mit. (ANMAT)
Aires(ltuzaingo
Plant Module 1),
Argentina
Gral. Martin
Rodriguez 4085
Aconquija corner
(Zip code 1714),\. 1y de bot pha tiém vo trung chua
(Ituzaingo betalactam
betalactamics '
plant), Province of
Buenos Aires,
Argentina
'(‘Ff‘;zg”d Cigi * \Vién nén, sird, hdn dich, thubc khdng National
1978), of the Cit vl trung dang long; dung dich vd trung % ™ < Administration of
’ > ~"Ylyhang chura betalactam, chét kim té bao,| O S S  |Drugs, Food and
16 Klonal SRL  |of Quilmes, I AN 05312-13 (S A . .
Buenos Aires of hormon, chat sinh hoc. S S N Medical Decives,
the Arqentine * Thudc chira betalactam: vién nén; sird,| & i > Argentina
ATY hdn dich, thubc bot v6 trung. (ANMAT)
Republic
Palpa 2862 (Zip|, £ , L Lre A £ National
Thuoc chira chat Kim té€ bao: thudc . .
code C1426DPB), dong khd va dung dich tiem khong tiét = ) N, |Administration of
17 Laboratorios —|of ~the  City —of trl‘Jng cudi; dun mc‘)i' hoan nguyén hoéc < 05615-13 8 8 Drugs, Food and
IMASAIC |Buenos  Aires,| " cuot GUNg 0an NGUYen hodel & 2 [Medical Decives,
. dung moi pha loang (c6 hodc khong tiét| © S S .
Argentine triing cudi) o — — Argentina
Republic g cuob (ANMAT)




Aston Lane North,

Norton Whitehouse Vale|* Thudc v6 tring: UK MIA United Kingdom's
Healthcare Industrial ~Estate,|+ Thudc san xuat vo tring: dung dich thé| o 530 Insp| ©  |Medicines  and
18 Limited T/A[Preston  Brook,|tich 16n; dang bao ché bén rin; dung dich (29 GMP/GD | Q Healthcare
lvax Runcorn, thé tich nho. 3 PAMP |, B |products
Pharmaceutica |Cheshire, ~WAT7|+ Thudc tiét trang cudi: dung dich thé|“ 530/1400 | S & |Regulatory
Is UK 3FA, United|tich 16n; dung dich thé tich nho. 4-0018 Agency
Kingdom
* Thube vé trung:
+ Thudc san xudt vo tring: dung dich thé
tich nho. National
. ia [+ J4 N N A . X <
_ Rua Elias Garcia, ’ Thu?c tiét trung cuoi: dung dich thé % Fo19/s1/ | S = Authority of
Laboratorios |No0.28, Amadora,|tich nho. I N -
19 . B R A n , o H/AF/001 | & S Medicines  and
Vitoria, S.A  |2700-327, * Thuoc khong vo trung: vién nang cting;| - N —
I . \ I /2012 g I~ Health Products,
Portugal thuoc uong dang long; dang bao che ban ™ —
P J N S . I.P, Porrtugal
ran; thuoc dan; vién nén; thuoc ran khac
(thuc bot; thudc cbém; thudbc dit am
dao).
* Thudc vo trung:
+ Thudc san xuit vo tring: thudc ciy
Silk Road|ghép va dang ran. United Kingdom's
. O £ . 2 UK MIA ..
Business Park,[+ Thuoc tiét trung cudi: dung dich thé| 17901 o © Medicines  and
20 AstraZeneca |Macclesfield, tich nho. (59 Insp GMP N I Healthcare
UK Limited |Cheshire, SK 10[* Thudc khong vo tring: vién nang cimg;| 5 P = % |products
. A . NN RS 17901/10 | L o
2NA, United|thuoc dung ngoai dang long; thuoc uong 117-0025 ~ o Regulatory
Kingdom dang 16ng; vién nén. Agency

* Thudc sinh hoc: LHRH antanogist,
chéng n?im; antioestrogen.




Carr 188 Lote 17,

United Kingdom's

San Isidro UK GMP Medici q
IPR Industrial Park, Po S 15822 |2 2 edthone
21 Pharmaceutica |Box 1624,|* Thubc khong v trung: vién nén. © Insp GMP| & S roducts
Is Incorporated|Canovanas, PR - = 15822/12 |2 S E lat
00729,  Puerto 983-0003 eguratory
Rico. Agency
* Thubc v trung;
+ Thubc tiét trung cudi: nudc cat pha
tiém.
* Thudc sinh hoc: ché phém tr mau;
Biotest AG thuéf: cong nghé sinh hoc (Protein/DNA a DE HE 0| © ,
99 Biotest AG Landstelnerst.ra.be tai to hop khang Ehe :ion bao, khang thé o 1 GMP 2 8 8 Co . qua’n tham
5, 63303 Dreieich,|don bao két hop doc to.)’ S 013 0092 | 2 N quyén Dirc
Germany ( Co so ching nhan xuat xuong: Biotest| - @ @
Pharma GmbH, dia chi: Biotest AG
Landsteinerstrabe 5, 63303 Dreieich,
Germany theo Gidy ching nhan sb
DE_HE_01_GMP_2013 0093)
o
Helix 392 Wilson Ave. 7 (ED FC10T33 g g Health  Canada
23 Pharmaceutica [Toronto, Ontario,|San pham: H-Capita 500mg Caplet _g 261004 g g Products and
Is Inc. Canada, M3H1S9 g g P Food Branch
O




JL.Wanaherang

PT Novell|[No. 35 Tlajung|* Thubc vé trung: % DE BE_ O g § 2
24  |Pharmaceutica [16962  Gunung|+ Thudc san xuét vo tring: dung dich thé| @ 1 GMP 2| § S Co N qfu)a}n tham
| Laboratories (Putri, Bogor, |tich nho (6ng tiém) a 013_0023 § E'. quyen Bue
Indonesia - -
* Thubc v trung;
+ Thubc san xuat vO tring: thudc dong
kho (thudc bot pha tiém va tiém truyén); <
dung dich thé tich nho (thue tiém; dung S
dich dam dic dé tiém va tiém truyén); g
. Orionintie 1, dung  dich 'du.ng cho bang  quang, o 9 5 = Finnish
Orion oromucosal liquids). = 3476/11.0| © & .
25 . 02200 Espoo, O Z. ) ] O N S o |Medicines
Corporation Finland + Thuodc tlet,trung cuoi: dung dich thé Lﬁ 1.09/2013 | & g g Agency (FIMEA)
tich nho (thudc tiém; dung dich dam dic @ S o
dé tiém va tiém truyén); oromucosal g
liquids.. =
* Thudc khéng vé tring: dung dich uéng =
nho giot; thudc bot hit; vién nén ( bao
gdm thudc chira sulphonamides.)
* Thude vO tring: thude tiém (thudc san
No. 22, Chieh- :jmat \(/10 ltlrurlllq Va; thu};)? ttl.et glengf.:uo%), o <« Ministry of
Tz_;liwan Shou Ro_ad, nggvgimﬂgi mat, nho tal, nho mii (san (% % § Health and
26 Biotech  Co.,|Taoyuan Qlty, * Thuéc khong vo tring: dang bao ché % 0242 § g\% Welfare.z,
L Taoyaun  Hsien,|;, \ (dung dich): dang bao ché rén (vién| = =) §  |Republic of
Taiwan, R.0.C g (dUNg dich); dang o ' |China (Taiwan)

nén bao duong; vién nén bao phim; vién
nén; thudc bot); vién nang va miéng dan.




16-24 rue Jean * Thube v6 tring: o ™ © French National
. ) , A= o o
27 |Guerbet Chaptal, - 936001 1y s tiet trung cudi: dung dich thé|®  |TPPFRAIS &  |Prug and Health
Aulnay Sous Bois,|, . ,, . 2, , 90/2013 | < = Products  Safety
tich 16n; dung dich thé tich nho. = S o
France ’ ' L — <  [Agency (ANSM)
* Thubc v trung;
+ Thudc san xuat vo tring: dung dich thé
. tich nho (hormon hoic chat ¢ hoat tinh
Laboratorio . .
italiano hormon trir hormon sinh duc). ©
. - e . A+ I A N Ae. . 2l oo o™
08 Biochimico ;/533;"2?[;2’(3;) ﬁcg};:;%c tiét trung cudi: dung dich thé (% IT/178- § § Italian Medicines
Farmaceutico ’ e e | 3/H/2013 | & = |Agency AIFA
. Italy * Thuoc khdong vO trung: thuodc dung| P .,
Lisapharma - \ . o —
ngoai dang long (hormon corticosteroid);
S.P.A ! 2 \
thuoc uong dang long (hormon
corticosteroid, hormon sinh duc); dang
bao ché ban rin (hormon corticosteroid).
* Vién nén (chta penicillin  va
Lot 1-5, Cheng C?phalosporln);_thu_oc k{ot pha hon d_ml? o o 5 National _
Xepa-Soul Industrial Estate |08 (chtra penicillin va cephalosporin); (§D o p= Pharmaceutical
29 Pattinson (M) 75950 Melaka, vien nang (chta  penicillin  va| 329/13 N % Control Bureau,
) H . . A A . Py :' — -
Sdn Bhd Malaysia cephalosporin); dung dich thudc uong; g 3 S Ministry of

dung dich thubc ding ngoai; thubc
kem/thudc m&; thudc nhoé méat/tai/miii.

Health Malaysia




ol N
CHIESI Via Palermo[San  pham: Hon dich  Curosurf = 12/04/021 é' French Health
30 PARMACEU 16/, Parma, Italy |120mg/1,5ml 5 s = Products - Safety
TICISP.A ! 1y gL 2 g Agency
Kozle 188, Agency for
Skopje, 1000, a - < Medicinal
31 Replek Farm|Macedonia, The|* Thudc khong vé tring: vién nang ctng; % 450- I I Products and
Ltd Former Yugoslav|vién nén. 3 7/2011-4 | @ |Medical Devices
Republic of L e & |of the Republic of
Macedonia Slovenia
* A A A N « \/iA 4 .
Str. Crinilor 5, Tiluoc,khorgg vO trimg. vién na,mg ctng; _
. . [thudc ban ran (thuoc kem chtra khang|a . © National Agency
. Raionul Criuleni,| . z - s — — .
Farmaprim '[sinh  non-betalactam, thudoc m& chwa 019/2013/| o I for Medicines and
32 Sat  Porumbeni, z ) o N N . .
S.R.L MD 4829 hormon, thuoc kem, gel); thudc dan;| 5 RO @ S Medical Devices
. 'lthuc tring (chta khéng sinh non-|Y ™~ <  |Romania
Republic Moldova ,
betalactam, chira hormon).
Sofall Cesme Sok, a INS ~ 10 Austrian
79 * £ A A LN A . S - 3 3 . .
33 Santa Farma N_o.._72 74, 34091 .Thuoi kh(?ng vO trung: vién nén bao o 482195 | & & Med!cmes _and
Sisli, EdIrnekapi -|phim; vién nén. S5 0002-005 S S Medical Devices
L ) N =

Istanbul, Turkey

Agency (AGES)




Sandoz llac
Sanayi ve Ticaret
AS

Sandoz  llac|Gebze Plastikciler|* Thubc khdng vo tring: vién nang ctmg; % DE_ST O g g Co auan  thim
34 Sanayi Ve|Organize  Sanayi|thudc udng dang 16ng; thudc dan; vién| @ 1 GMP_2| N g N qD'
Ticaret A.S  |Bolgesi Ataturk,|nén; thube cém > 013 0011 | £ (e
Bulvari 9. Cadde
No.1, 41400
Kocaeli, Turkey
Turbhe MIDC,
Plot No. D -31/32|* Thuég v0 tring: e INS- ® 1o [Austrian
35 Sandoz Private| Thane-Belapur + Thudc san ?cuét vl trung: thuoc cay % 481731- 8 8 Medicines  and
Limited Road, 400705|ghép va dang ran. S 0010-001 | < < Medical Devices
Navi Mumbai,|* Dugc chit vo tring carbapeneme L (2/3) > = Agency (AGES)
India
GIDC Estate, 507- ’ ’ a o State
Sava B-512, Wadhwan|* Thuoc kh(“)’ng vO trung: thuf)’c bot pha % 058/2013/ g g Administration of
36 City - 363035,|dung dich uong; dang bao ché ban ran;| SAUMP/ | g Ukraine on
Healthcare Ltd A = ) N ..
Surendranagatr, Vién nén. O GMP o) g Medicinal
India o Products
;2i0-2 SCOOEESES: Séu} pham: Greengene (thgéc ﬂém dong _ _
M)’/um Chungwon khcg); Greengene F (thpc‘)c tle,m .dfmg % g < Natlonal. Institute
37 Green _ Cros Kun ' kho); I—_Iunterase (dung dich thuoc tiém);| © 0020/12 g 8 of Me_dlcaments,
Corporation Chuhgcheongbuk- thuoc tiém dong kho Plasma fact~or VIII; 8 o g Argentina
dung dich tiém chtra chat mién dich| T S — (INAME)

Do, Republic of
Korea

Normal Human Immunoglobulin.




Agency for

Novartis Cherag Ali a ™ © Medicinal

38 Bangladesh  |Market,  Tongi,|* Thudc khong vé tring: vién nang ctg; % 450- I I Products and
Limited, Tongi{1711 Gazipur,|vién nén. 5 8/2013-1 | S Medical Devices
Plant Bangladesh Ll e & |of the Republic of

Slovenia

Organiize Sanayi ™ © National

(ol .
Kocak chirma Bolgesi, * Thubc khdng vo tring: vién nén (chira = F113/01/2 § § Auth.orlty of
39 llac ve Kimya Cerkezko hormon va thudc chéng ung thu) 9 013 2! = Medicines  and
Sanayi. A.S Y. guns 2 S S [Health Products,

Tekirdag, Turkey

I.P, Portugal




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

Pot 18 1(Theo cong vin sé 2438/QLD-CL ngay 25/02/2014 ciia Cuc Quan 1y dugc)

= .
S 5 |
NHA MAY , , ] = GIAY |© S |cO  QUAN
STT | \x - |PIA CHI PHAM VI CHUNG NHAN = - -
CONGBO |- : : z [oN |3 = |cAp
>~ <
5 - 3
o Z
* Ac vo trino:
Via Franco +T}Tullqoc‘ Vosgr;mg. at vo trang: thudc bot| < 3 =
1 Wyeth Lederle|Gorgone Z.I - don iﬁ% (chﬁ:uenicillin)' c?un lcll?ch t}?é (29 IT/29- § I Italian Medicines
Sl 95100  Catanial e MO (chua PENICHIIN), CUNG Ik TE) 5y 0013 | & S |Agency (AIFA)
. tich nho (chuwra penicillin, chat doc te bao/| N =
(CT) ltalia YR 3
chat kim t¢ bao).
25212, W. lllinois a ™ Ty .
, ﬁiﬁfﬁcam Route 120, Round|San phim Albumin Human, USP, 20%| 3 |CT 3084 § S gg;fjed o S[t;tjs
"® |Lake, IL 60073,|Solution, Flexbumin 20% & |13wHo |S S _and Lrug
Corporation USA. 3 3 S |Administratrion




Baxter 25212, W. lllinois . . < a et United States
Healthcare | ROUte 120, Round|San phim Albumin Human, USP, 25% = CT 3083-|Q &  |Food and Drug
Corporation Lake, IL 60073,|Solution, Flexbumin 25% (:'3 13 WHO % % Administratrion

USA — —

Palpa 2862, (Zip National

Code * Thuoc chira chat kim té bao: Thuoc| S ) S |Administration of
Laboratorios |C1426DPB),  of|dong khd; dung dich thudc tiém (khong| © 0657213 & &  |Drugs, Food and
IMA, S.ALLC [the  City  ofltiét trung cubi); dung méi pha lodng hoic g p S |Medical Decives,

Buenos  Aires,|hoan nguyén. = 3 S |Argentina

Argentine (ANMAT)

B-dul Theodor|* Thubc khong vo tring: vién nang cimg;

Pallady  nr.44C,|dang bao ché ran khéac (vién nén bao|a ) ©  |National Agency
S.C.  Slavia/sector 3, cod|phim; thudc com, t}luéc bot (dang phan (29 038/2013/| & &  |For Medicine and
Pharm S.R.L |032266, lieu); dang bao ché ban ran (kem, mg,| 5 RO S = Medical Devices

Bucuresti, gel; bao gébm ca thubc chta hormon|Y > S |Romania

Romania corticosteroid); vién nén.

Haupt Pharma z R A ea ,
el i AR SO PR |
Munster Schleebruggenka | - (bao ghm cac ohat dbc 1 2 bao dbi (ED 05_GMP_| & & Co quan  thim
GmbH mp 15, 4B159| L VA te ehd sinh e hoo| 2 2012_003 | o |quyénDbtc

Munster, g He ene ong Nop w 5 & N

Germany

hormon)




Nazzare 3446/54

National

(Zip Code = ™ S, |Administration of
Laboratorio  [C1417DXH)  of|Dung dich thudc tiém, thudc bot dong| O 06580.13 & &  |Drugs, Food and
Kemex S.A  [the Autonomous|khé chita chat kim té bao 3 S S |Medical Decives,
City of Buenos 5 N N |Argentina
Aires, Argentine (ANMAT)
* Thudc vo tring:
+ Thudc san xudt vo tring: dung dich thé
Oncotec Am  Pharmapark, [tich 1on (chat doc té bao/chét kim té bao);| a_ DE ST 0| S o
Pharma 06861  Dessau-|thudc dong khd (chit doc té bao/chit kim| = — - | S |Co quan thim
. A s . F , A, an (-? 1 GMP 2|5 N A ,
Produktion Roblau, Saxony-|t¢ bao); dung dich thé tich nho (chat doc| 5 012 0029 | < N quyén DPuc
GmbH Anhalt, Germany [té bao/chét kim té bao). L - ® *®
+ Thudc tiét tring cudi: dung dich thé
tich 1on (chit doc té bao/chit kim té bao).
Glaxo Zone Industrielle a < © Zre;::: Natlor;s:
no.2, 23  rue|* Thubc khong v tring: dang bao ché|= HPF/FR/L| & S gency
Wellcome .. . . ; . o S N Medicines  and
. Lavoisier, 27000|ran khac; thudc phun mu. S 40/2013 | S D
Production 0 P 5 Health  Products
Evreux, France —

Safety (ANSM)




United Kingdom's

ﬂ ~ .
Penn Tredegar, Gwent,[San pham Colomycin (Powder for % CPP: § msg:;:g;se and
10 Pharmaceutica [NP22 3AA,|Solution for Injection, Infusion or{Q PP101189| &
| Services United Kingdom |Inhalation) 2 74 S Products
L I Regulatory
Agency MHRA
* Thube vé trung:
+ Thubc san xuat v trong: thudc tiém
thé tich nho.
Avinguda de|+ Thudc tiét tring cubi: thudc tiém thé o < |Ministry of
P 5. 4 ‘A X ogr o £ | O — —
L aboratorios Barcelona, 69, tICI:l nl}o, thuoc tiém the tich 16n; thudc| S NCF/1331| S S Health of
11 . 08970 Sant Joan|nho tai. o S 5
Lesvi, SL . A A , S /001/CAT | = o Government  of
Despi * Thuoc khong vo trung: vién nang cing;| P = . )
N A S N ~N ™ Catalonia - Spain
(Barcelona), Spain|vién nén; vién bao; vién bao phim; thuoc
bot udng; thudc cdm; thudc bot ding
ngoai; thudc udng dang long (dung dich
uéng; siro; hon dich uéng).
6111, Avenue [a¥
Pharmascience Royalmount, Suite Thudc khdng vé tring: vién nang cing; (ED g § :neo(lj1 I?oodpg?alili:ts
12 100,  Montreal, | 0¢ oG VO trung. gemsl & |100241-A | S S
INC vién nén; thuoc bot. < N @ Inspectorate,
QC, Canada, H4P c F <5
S N Canada

2T4




* Thube vé trung;
+ Thudc san xuat vO trung: dang ban ran

(kh&ng sinh c6 do nhay cam cao); dung - Belgian  Federal
Alcon _|Rijksweg 14,|dich thé tich nhé (khang sinh c6 d6 nhay CEL BE/2013/ é‘ g Agency for
13 Couvreur NV Puurs,  B-2870,[cam cao). o 006 5 N Medicines  and
Belgium + Thube tiét tring cudi: dung dich thé| D =2 S |Heallth Products
tich nhé. -~ (AFMPS)
* Thudc khdng vo tring: dang béan rin
(khang sinh c6 d6 nhay cam cao).
) N 3 French Health
Laboratoires  |Rue des Quatre . % HPF/FR/1 § § Products ~ Safety
14 Expanscience |Filles, 28230(Thuoc khong vo trung: vién nang cimg | Q 9/2012 N 5 Agency
- - =~ =~
Epernon Epernon -France o @ @ (AFSSAPS)
*Thudc v tring:
A 3 A A ~ . . A ™
~ INovo Alle 2880 + Thuoqc san xuat vO trung: dung dich thé % = 10 Danish
15 Novo Nordisk Bagsvard tich nho. 5 DK H| < S Medicines
AJS g * Thudc sinh hoc: thudc cong nghé sinh| % 00028113 |3 S
Denmark hoc 0 § 0 Agency

* Thude khac: nguyén liéu sinh hoc




Kela

* Thuoc vo trung:

Laboratoria | Lenaartseweg + Thuéq san xuét vO tring: Thudc dang| o ) Lo izlegr:gg Fedefrs:
16 NV (Kela NV 45 Hoogstraten rdn va cdy ghep. (2 % BE/2012/ 8 8 Medicines  and
- Kempisch|_ 1% Thude khong vo tring: thudc udng| = 080 S &
Laboratorium B-2320, Belgium dang 1ong; dang bao ché béan ran; vién|Y o S Heallth Products
, (AFMPS)
NV) nén.
Via  Nettunense|, 2 . N e e v la <9 S
7 [Catalent ltaly|Km.20, 100 -|, 1;;;%‘;%3?;:@“%1% ;/}llzlnniggnrgsa s IT/81- |& &  [ltalian Medicines
S.P.A 04011 Aprilia) « 5 1/H/2013 | S S |Agency (AIFA)
(LT) Italia g NS Ve L < S
*Thudc vo tring:
+ Thudc san xuat vo tring: Dung dich thé
tich nho (hormon va chét c6 hoat tinh
Laboratorio hormon, khong bao gom hormon sinh
Italiano L. duc). a ™ Q
g |Biochimio z/zlgslélcg:ooé %Clioi + Thudc tiét trang cubi: Dung dich thé (59 IT/178- § &  [ltalian Medicines
Farmaceutico ltalia tich nhg"). o S 1/H/2013 | = §' Agency (AIFA)
Lisapharma * Thudc khoéng vé trung: Thudc udng| «© S
S.p.a dang long (corticosteroid); thudc ding

ngodi dang long (corticosteroid va
hormon sinh duc); dang bao ché ban rin
(corticosteroid)




Nucleo Industriale

o @ t
19 IE:(r:rtr?aceutici zlicc')al\:)t'o (loc. iSén pham Imipenem Cilastatina Kabi(E_? IT/249- g § Italian Medicines
Spa Tordino) - 64020, 500mg/500mg a 1/H/2012 % ,% Agency (AIFA)
Teramo (TE) ltaly o~
Cipla Ltd., Unit
IX *Thudc vo trung:
Plot No. L-139, S|+ Thudc san xudt Vo tring: Thuf}c dong| o DE BB 0|2 © »
20 Cipla Ltd.,|103 and M-62 k~hc3; dung dich thé tich nho; thuoc dong % 1 GMP 2 8 8 Co _quan tham
Unit IX Verna Industrial{san trong bom tiém. , q S 013 0030 g g quyén Duc
Estate,  403722|+Thudc tiét tring cudi: dung dich thé tich| - - S —
Verna, Salcette,|nho; thude dong san trong bom ti€m.
Goa, India
198-202 NEWs Thude vo tring; UK GMP Medicines  and
industrial ~ Area PO A f s la S 0
o No.2, Mandideep +T’hu0? san xéuat VO trung: thude cay|s 25315 S p= Healthcare
21 Lupin Limited | . . .__’|ghép va dang ran O Insp GMP| S q Products
District -~ Ralsen, *Thubc khong vo triing: vién nang ctng;| ) 25315/39 |5 g Regulator
Madhya Pradesh,| .. oc «rond VO tNg. VIEN Nang cung; | m & S guiatory
vién nén; Siro kho pha thudc uong. 047-0005 Agency - UK

IN 462 046 - India
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Aurobindo
Pharma
Limited Unit
XIl

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

Andhra Pradesh,
Pin code 500 090
India

* Thubc v trung;

+ Thudc san xuét vo tring: thudc dong
kho; thuéc bot pha tiém/tiém truyén
(Amoxicillin Sodium; Ampicillin
Sodium; Ampicillin& Sulbactam;
Flucloxacillin; Piperacillin/Tazobactam).
* Thubc khdng vo tring: vién nén (Co-
amoxiclav; Flucloxacillin;
Phenoxymethyl penicillin;
Pivmecillinam);  vién  nang  clng
(Amoxicillin; Cloxacillin; Flucloxacillin,
Dicloxacilin); thudc ran khac: thubc bot
pha hdn dich ubéng (Amoxicillin; Co-
amoxiclav; Flucloxacillin).

EU-GMP

3169/12.0
1.01/2013

22/11/2013

23/08/2016

Finnish
Medicines
Agency (FIMEA)




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

Dot 1901( Theo cdng viin s6 4034/QLD-CL ngay 19/03/2014 ciia Cuc Quan ly Duoc)

==
= z , )
Qo a é NHOM THUOC (*)
Q <
NHA MAY ) , ] < |GIAY |© S |cO  QUAN
TT | A - PIA CHI PHAM VI CH HA = o~ -
STT 1 CONG BO 1A C AM VI CHUNG NHAN z |cN < =~ |caAe
& z 'g NHOM |NHOM
% z 1 2
I\_;:rl:,_.dltrue I&Lsr:z - o French National
’ * Thubc khong v6 trong: thudc udng|S = = |Agency for
[Innothera |Chantereau, |4 o 1one: dang bao ché rén khéc; vien| @ | TPHFRIBIS & |Medicines  and
Chouzy 41150 CHOUZY| & one: Cang NS o013 | ro
SUR CISSE nén. o S S Health Products
FRANCE ’ Safety (ANSM)
X
Torrent
Pharmaceuticals
Ltd - Baddi Plant
Torrent Village: Bhud & : = DE BY 0|2 = :
. * A A A N «vIA 4 . _ — A
2 Pharmaceutica |[Makhnu  Majra, ViéT:I;Z; khong V0 trung: vién nang cimg; o 5 GMP_2 g % Co ‘Anq;;in tham
Is Ltd Tehsil: Baddi - ' 2 [013.0014 | § g (ARt
173205,  Dist.: -~ -~
Solan (Himachal
Pradesh), India
X




Torrent
Pharmaceuticals

- o ©
Torrent Ltd. - Indrad Plant . ) o , % DE BY 0|2 = .
. |Near Indrad|* Thuoc khdng v6 trung: vién nang cung, N N Co quan tham
Pharmaceutica |, ,. n o 5 GMP_2|& P~ A
Is Lid Village,  Taluka|vién nén. S 013 0010 |& N quyén DPuc
Kadi, District L - S =
Mehsana Gujarat
382721, India
Santen 9-19, Shimoshinjo
. |3-chome, -
Pharmaceutica Higashiyodogawa o - 5 Ministry of
: - . . =
I(San?eon’ L ku, Osaka, Japan [San pham: Sanlein 0.1, Ophthalmic|® 1971 § § aHnedaIth, ngﬁ(:rjg
. |(2-14. Shikinami,|Preparations S IN IN
Pharmaceutica . S o q government  of
| Co Ltd Hodatsushimizu- < o o Japan
Noto P.I’ant) ‘[cho,  Hakui-gun, P
Ishikawa, Japan)
Alkem Nalgarrh, District K Lran o a = ol S =
. . * Thuoc khong vo trung: vién nang cing; Insp GMP| o I Healthcare
Laboratories [Solan, Himachal| K ~. . L Q N S
o thuoc uong dang long; vién nén. - 19564/ = N products
Limited Pradesh, In o P g
173205. India 1094393- Lo Regulatory
’ 0004 Agency
Fresenius  Kabi
Fresenius Kabi|2cutschiand * Thubc vo tring: S |DE_HE O|Y 10 .
GmbH PO Z. . 2 o o Co quan tham
Deutschland Freseniusstrabe 1 + Thuoc tiét trung cudi: dung dich thé|Q 1 GMP 2|« N 3n Bt
GmbH '[tich 16n; dung dich thé tich nhé. 2 012 0020 | 2 g W

61169 Friedberg,
Hesse, Germany




Lilly Technology

1T1IUOC VU U ulls.
+ Thuoc san xuat vo trung: thuéc dong
kho; dung dich thé tich nho.

Center * Thudc sinh hoc: Thude cng nghé sinh| o N o |French National
. Eli Lilly and| <0 1 4eooq [HOC g UMC/PT/ | & S  |Drug and Health
Company indianapolis '|Cu thé: thudc bot pha dung dich hodc hdn| 5 92012 |& % |Products Safety
n dianapUS A dich ALIMTA; dung dich pha tiém|Y = & |Agency (ANSM)
’ BYETTA; thudc bot pha dung dich hoic
hon dich HUMALOG; Humaject dung
Aol el tiAnn LA i 1 1o 4iA
* Ac vd triino:
Zone Industrielle, Thuof Voq tmn%’ A s L an French National
2 rue du Colonel + Thuoc san xuat vO trung: Thuoc dong| a ™ © Agenc for
. . khd (chira chét doc té bao, hormon); dung| = |HPF/FR/7| S S gency
8 Lilly France |Lily, 67640( .. . o Q Q‘ S |Medicines  and
i dich thé tich nho (chira hormon). - 4/2013 < o
Fegersheim, + Thubc sinh hoc: thudc cong nghé sinh| 5 = Health ~ Products
France hoe o g nghe Safety (ANSM)
Takeda (Werk|* Thudc vé trung:
Singen) + Thudc san xuat vo tring: thubc dong|a DE_BW_ |« 0
- - 5 = o o A
9 Takeda GmbH Robert-Bosch kho. . A o . |5 01 GMP_ & & Co . qua}n tham
Str.8 * Thuoc khong vo6 tring: Thuodc dung| 5 2012 _013 5‘ ™~ quyén Duc
78224 Singen,{ngoai dang long; thuc udng dang long;| - 3 — <
Germany dang bao ché ban rin; thudc dan; thubc
trung dat am dao.
R o (9p] Lo .
Janssen C!Iag Gurabo, PR|San phdm: Concerta (Methylphenidate|= 06-0077 § § United States
10 |manufacturing |76 " jg A HCL) Extended Release Tablets 7 2013-03- 'S s |Food and Drug
LLC ’ o VN < < |Administration




9-19, Shimoshinjo

Santen
Pharmaceutica |>.c1°Me: Ministr of
| Co., Ltd Higashiyodogawea- = 2 2 |Health ’ Labour
1 (San't’en ku, Osaka, Japan [San  phdm: Alegysal, Ophthalmic| & 2720 & & and  Welfare
__|(2-14. Shikinami,|Preparations = & &
Pharmaceutica .. o S S government  of
| Co Ltd Hodatsushimizu- < = = Japan
Noto Pi:ant) cho, Hakui-gun, P
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
. |3-chome, -
Pharmaceutica Higashiyodogawa o - 5 Ministry of
: - . =
12 I(SCa ?]t’elatd ku, Osaka, Japan [San  pham: Sancoba,  Ophthalmic| ®© 1972 § § aHnedaIth, ngﬁ(:rjg
. |(2-14. Shikinami,|preparations. S IN IN
Pharmaceutica . o o q government  of
| Co Ltd Hodatsushimizu- K] S8 S8 Japan
Noto Pi:ant) cho, Hakui-gun, P
Ishikawa, Japan)
Santen 9-19, Shimoshinjo
Pharmaceutica 3-chome, Ministr of
| Co., Ltd Higashiyodogawa- = 3 2 |Health ’ Labour
13 (San.t’en ku, Osaka, Japan [San phdm: Daigaku Eye Drops,|O 791 & & ond | Welfare
. |(2-14. Shikinami,|Ophthamic Preparations S Q &
Pharmaceutica .. o S S government  of
| Co Lid Hodatsushimizu- K] = = Japan
Noto Pi:';mt) cho, Hakui-gun, P
Ishikawa, Japan)
. French National
2 rue du Pressoir| LAUOC VO trung: < X = Arge;r:;cy atlo?gr
e s At vO trung: thube dong| = o o
14 Merck Sante |Vert, 45400 ¥ Thuoc san xudt VO trung: thudc dong O HPF/FR/1 o q Medicines  and
Semoy, France kho. = 64/2013 |13 o Health  Products
y: * Thube khong vo trung: vién nén. L ~ <

Safety (ANSM)




* Thudc khéng vo tring: thudc ding

French National

29 Avenue o ™ L0 Agenc for
15 |Famar Lyon |Cherles de Gaulle,Ingoai dang long; dang bao ché rin khac % HPF/FRI4| S S Mge dici%wes and
y 69230 Saint Genis|(chtra cephalosporine); dang bao ché ban| = 8/2013 = N Health Products
L UiAn A - w ™ F
Laval, France ran; vién nén (cephalosporins). Safety (ANSM)
o 3
16 |CHIESI FARMVia San Leonardo {San phém: Brexin 5 |CPP2013|§ ftalian Medicines
[>an pham: 3 |ness |3 Agency AIFA
m S
—
San pham: Curosurf
( Co so san xudt ban thanh pham:
CHIESI FARMACEUTICI S.P.A - Via|a @
. San Leonardo 96 - Via Palermo 26/A-|= CPP/2013 | & Italian Medicines
(. . o S
17 CHIESI FARMVia San Leonardo Via Ortles 6 - 43100 Parma (PR), Italia. |5 /1931 5' Agency AIFA
Co so dong goi: Fidia Farmaceutici S.P.A[ Y S
- Via Ponte Della Fabbrica 3/A, 35031
Abano Terme (PD), Italia)
* Thubc khdng vo tring: vién nén (bao
Baronessa de gdm ca thudc hudng than, hormon va
Laboratorio  Malda. 73. 08950 chat c6 hoat tinhhormon); thudc udng| a g < Ministry of
. L dang long; thudc dung ngoai dang long; = NCF/1336| & o Health of
18 Aldo-Union  |Esplugues de| " % . N | 9 S o
SA Llobregat thuoc phun mu (bao gom ca hormon va| = [001/CAT | & o Government  of
g chat c6 hoat tinh hormon); dang bao ché| Y S @ |Catalonia - Spain

(Barcelona), Spain

ban ran (bao gém ca hormon va chét c6
hoat tinh hormon).




Avda. Cami Reial,

) Utiach ang|PL57: 08184 - S = = Sfa“i;h Agency
. Uriach an S i N N 0 rugs ang
19 Cia. S.A Ezgzm;ﬂfollta i|San pham: vién nén Rupafin 10mg (:-,)9 013/3407 g g Health  Products
L N N
(Barcelona), Spain - = |(AEMPS)
dll plldlll. AUIVIUVIT OTTITTTS, UIUOU DUL
pha dung dich hoic hon dich.
o/ Jarama. sin - (Co s& san xuat ban thanh pham: Reig Portuguese
Reig Jofre,|Poligono Jofr.e, S.A (Fab quedo) - C/ Jarama, s/n -| a_ ™ Natlonz?ll
20 SA (Fab) Industrial, E. Poh_gono Industrial, E-45007 Toledo, % 1871/CM/ 8 Auth_orlty of
Toledo) 45007 Toledo, Spain. . . a 2013 g Medicines  and
Spain Co so dong goi: Reig Jofre,_ S.A (Fab. 2 Health Products,
Sant Joan Despi - Gran Capita, 10, E - IP (INFARMED)
08970 Sant Joan Despi - Barcelona,
Saﬁ;phalu. TTOTTIITTISUTITT TNOTTTTar TUU, UuTTy
dich pha tiém.
(Co sé san xuét: Eli Lilly and Company
Eli Lilly and{Drop Code 2200,|Lilly Corporate Center - Drop Code|n ™ »
21 Company Lilly|USA-46285 2200, USA-46285 Indianapolis, Indiana, (29 LGBNO11 8 Co‘ quan tham
Corporate Indianapolis, USA. - ® quyén Duc
Center Indiana. USA Co s dong goi xuit xuong: Lilly Pharma| N
Fertigung und Distribution GmbH & Co.
KG - Teichweg 3, 35396 Giessen,
Scﬁ'i"f)ﬂa'li\l. TTUTTIITTISUTTIT Dasar (INFT 1) ITUU,
hdn dich pha tiém.
(Co so san xuét: Eli Lilly and Company
Eli Lilly and{Drop Code 2200,|Lilly Corporate Center - Drop Code|n o q
27 Company Lilly|JUSA-46285 2200, USA-46285 Indianapolis, Indiana, (ED LGBNO10 8 Co‘ quan tham
Corporate Indianapolis, USA. -] ® quyen buac
Center Indiana, USA Co s& dong goi xuat xudng: Lilly Pharma| ! N

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

Cavinam )




odll plld.lll. rarrmrisurmT rTrornic 11T LUV,
hon dich pha tiém.
(Co so san xuat: Eli Lilly and Company

Eli Lilly and|{Drop Code 2200,|Lilly Corporate Center - Drop Code|n ™ »
93 Company Lilly|USA-46285 2200, USA-46285 Indianapolis, Indiana, % LGBN009 g Co‘ quan tham
Corporate Indianapolis, USA. S « quyén DPuc
Center Indiana, USA Co s& dong g6i xuat xusng: Lilly Pharma| & N
Fertigung und Distribution GmbH & Co.
KG - Teichweg 3, 35396 Giessen,
Covimnanyg AY
Ay 31-1, Nihonbashi-
. |hamacho 2- -
Pharmaceutica chome. Chuo-ku o - Ministry of
Is Co., Ltd Tokyo’ Japan ’ 9 ’ (% = Health,  Labour
24 (Ay (6-8 ,Hachiman San pham: Morihepamin, thuoc tiém. < 1968 = and Welfare
Pharmaceutica Kavx;ajima-machi ' S g government  of
Is Co., ltd. Hiki-gun ' i Japan
Saitama Plant) Saitama, Japan)
Ay 31-1, Nihonbashi-
. |hamacho 2- -
Pharmaceutica chome. Chuo-ku o - Ministry of
Is Co., Ltd Tokyo’ Japan ’ 9 ’ (% = Health,  Labour
25 (Ay (6-8 ,Hachiman San pham: Neoamiyu, thudc tiém. < 1970 = and Welfare
Pharmaceutica KaV\;ajima-machi ' S % government  of
Is Co., ltd. Hiki-gun ’ i Japan
Saitama Plant) Saitama, Japan)
TTIUOU VU U UIlE.
+ Thubc san xuat vo tring: dung dich thé
Harmire  Road. tich 162; du_rﬂlg dich thé tAi.ch nho. ; UK MIA United Kingdom's
+ Thuoc tiét trung cuoi: dung dich thé|a < © Medicines  and
Glaxo Barnard - Castle,| ;. 16n: dung dich thé tich nho > (4 Inpig S |Healthcare
26 |Operations —\Durham,  DL12], Thuc";c khﬁné vo tring: tﬁuéc dung 9 GMP/IMP| S roducts
UK Limited [8DT,  United| . 9 cog IR |4i3s4s- | S
Kingdom ngoai (\1@1ng 1A’onv’g; thl/loc uong fiang }on/g; 0025 < ™ Regulatory
dang bao ché ran khac; dang bao ché ban Agency

ran; vién nén; thudc com.

* TL..A il L oo A X Aol 4L A




* Thudc khong v tring: vién nang ctng;
thudc ding ngoai dang long; thuc udng
dang 16ng; dang bao ché rin khac (vién

INS-

Austrian

Merck Hosslgasse 20| - . o e = N = O
. nén bao duong, vién nén bao phim); dang 480021- |o I Medicines  and
27 KgaA&Co. 9800 Spittal an|, . K1, LA, Q N N . .
Werk Spittal |der Drau. Austria bao ché ban ran; vién nén. S5 0017-001 | & W Medical Devices
P ! * Thude tir duge lidu: vién nén: vien nén| D |@/10) |9 < |Agency (AGES)
bao phim; vién nén bao duong; vién nang
cung.
30, Podstoczyko|, .. < . o .
Natur produkt|Str., 07-300 thzgr?l%ghogivol;;uh%ilzgecnbn;ngﬁﬁiﬁf % GIF-IW-N g g Main
28 Pharma Ostrow vien nén g dang ‘ong, i 1O, 4022/231/| 3 3 Pharmaceutical
- ; . D ~ :|
Sp.Z.0.0 :;/(I)a:;;)\(/jvmcka, # Thude duoe liéu = 12 S = Inspector, Poland
* Thube v6 trung;
+ Thudc san xuat vo tring: dung dich thé
i;fgrp\;'v"’:ma: rﬁ_G tich 16n; thubc dong khd (bao gbm ci|a  |DE_NW_|® o
Bayer Pharma chtra hormon); dung dich thé tich nho. = 04 _GMP_ Q I Co quan tham
29 A”ee, 51368 e A N Z. . 2 (-? P ~ X ,
AG Leverkusen + Thuoc ti¢t trung cudi: dung dich thé| 5 2013 003 | < e quyén Dirc
! tich 16n; dung dich thé tich nho. L 8 S e
Germany

* Thudc khéng vo tring: dang bao ché
ran khac; vién nén.




Pol. Ind. Les
Salines. Carrer

- -
* £ A T o < © Ministry of
o [ (G0 L0 I g o vy e s pomsE (S e o
Hispania, SL \ o8 , gey nghien, 8 S /001/CAT | & N Government  of
Llobregat than); vién nang cing; pellet. 0 P~ N . .
(Barcelona): — Catalonia - Spain
Spain
SB?)?J?evard Va:_l?s/ * Thube vé tring: e Spanish  Agenc
Grifols ’ + Thude san xuét v0 trang: dung dich thé| S S 2 P gency
. i Angeles, 90032|,. £ o N . 2 ES/157H/ | & o of Drugs ang
31 Biological Inc o tich 16n; thuoc dong khé; dung dich thé| © S N
(GBI) (California), tich nho -) 13 o N Health  Products
Estados  Unidos, L foa w = ?  |(AEMPS)
* Thuoc sinh hoc: ché pham tir mau.
USA
UK GMP United Kingdom's
Square Dhaka Unit, a 29943 ™ © Medicines  and
39 P?\armaceutica Kaliakoir, * Thude khdng v tring: vién nang cung; (29 Insp GMP| & I Healthcare
s Ltd Gazipur,  1750,|vién nén. 3 29943/30 | % |products
Bangladesh L 9403- » < |Regulatory
0004 Agency
767-7, Aza -
Senju Kazukanounonish = < Ministry of
Pharmaceutica |i Saiji (% S Health,  Labour
33 ’ . Mlsan pham: Bronuck Ophthalmic Solution | * 3796 N and Welfare
I Co., Ltd.|Fukusakicho, I ©
. . o = government  of
Fukusaki Plant{Kanzaki-gun, ] —

Hyogo-ken, Japan

Japan




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

Reckitt Nottingham  site,|tich lé*q; dupg di‘ch thé t’i.ch nho. . 7 UK MIA Unit_eq Kingdom's
Benckiser Thaqe Road,|+ Thuoc tiét trung cudi: dung dich thé| 12862 o g medicines and
34 Healthcare Nott!ngham, _ tich nh@. ) o 3 % Insp GMP g g Healthcare
International Nottinghamshire, |* Thuoc kho,ng’ vO trung:.wen nang cung;| = 12862/11 g § Products
Limited NG_90 _ 2DB,|dang b’éo (_:hé ran khéc;’ V1én~1’1é1’1. ’ L 9098- — — Regulatory
United Kingdom |* Thuoc sinh hoc: thuéc mién dich; thuoc 0008 Agency MHRA
cong ngh¢ sinh hoc.
* Thude tir dugc licu.
Besins G_r_oot ’ ) o ‘ 1o g % Federal_ _Agency
35 Manufacturing Bijgaardenstraat |* Thgéc khéng v6 trung: dang bao ché % BE/2012/ g S for Medicines and
Belgium S.A 128, Drogepbos, ban ran. 5 066 ® O HeaIFh Product of
B-1620, Belgium L = @ |Belgium
Domaine de*Th 5 Khona v trind: Vien nang clne:| & - ) French  Health
36 Janssen Cilag Maigremont, thué;l Odcungongo;i tdl:mgg lé(ralg' Zaglgcubé.gc; (% HPF/FR/1 8 8 Products  Safety
27100 Val de hé ban rén: vien nén. S ) 93/2011 |9 @ |Agency
Reuil, France che bafl fam, vieh et L > B |(AFSSAPS)




Parque

Tecnologico  de|, Thube vé tring: a ™ © Spanish  Agency
i , ' , | = S S
37 |Tecsolpar, S.A | \SUNES, Parcelas) o < et tring cudi: dung dich hé|o  [FE5OH |& & [|of Drugs ang
19, 20 y 23 tich 16n: dune dich thé tich nho S V/13 s © Health  Products
Llanera  33428[ " O™ CUNE GIERTIE ' L = = [(AEMPS)
(Asturias), Spain
Bayer Weimar
Baver Weimar GmbH und a DE TH O ™ ©
38 Gn):bH und Co.KG * Thudc khong vé tring: vién nén (chaa (29 1H_GMP | I Co quan tham
Co.KG Dobereinerstrabe |hormon va chat c6 hoat tinh hormon). S _2013- © L quyén Pirc
' 20, 99427 = 0031 S S
Weimar, Germany
4-6-10 o - 5 Ministry of
Koishikawa (% = = Health,  Labour
39 Eisai Co., Ltd Bunk 0-Ku1 San pham: Myonal tablets 50mg < 3322 = = and Welfare
Yo-ru, S S N |government  of
Tokyo, Japan K] — —
Japan
* Thudc khong vo tring (chira chat co - o  |French National
, . A N -l O —
L aboratories 93 route de|hoat thnh horrE\on).A thude duﬂng ngoai| s HPE/ER/L § S Ager.lc.y for
40 Chemineau Monnaie, 37 210|dang long; thuoc uong dang 1ong; dang| @ 08/2013 | & S Medicines  and
Vouvray, France |bao ché rén khéc; thudc phun mu; dang| 3 = S [Health Products
—i

bao ché ban ran.

Safety (ANSM)




64/66  Westside - o
. . o
EirGen Business — Parkil, e khong vo triing chira chat doc té| = 2013/685 é' é' Irish  Medicines
41 Pharma Old  Kilmeaden bio: via A &) 2IM1043 | > Board
Limited Road, Waterford, a0: vien nang cung; vien nen. a %‘ g oar
Ireland
Lek
farmacevtska Agency for
r r m (D i i
?[lézkba dd Perzonali 47,1* Thuoc khong vo tring: dang bao ché % 450- S S F'\)/: ngg{‘:l and
42 . |Prevalje, 2391, |rin khac (chira khang sinh beta lactam);| ©@ S S ) .
Pharmacetica Slovenia vién nén (chtra khang sinh beta lactam). | ) 25/2013-2) o S Medical Devices
Is d.d), & L = S |of the Republic of
Production Slovenia
Site
. Barnstaple, * Thude khong vo tring: vién nang ctmg;| S PI& 2
Actavis UK A A, GMP/GD | & o Healthcare
43 o NorthDevon, vién dan; vién nén. O = N
Limited U A - P/IMP o < products
EX32 8NS,[* Thuoc tir duoc liéu. 0 o N
United Kinadom 142/6742-| < Regulatory
g 0029 Agency MHRA
* Thubc v trung;
A Menarini Vi Sette Santi. 3 _:ic{lh;lsg san xuat vO trung: dung dich thé N o o
Manufacturing o 2 ene e £ . |2 IT/226- | I Italian Medicines
44 - 50131 Firenze[+ Thuoc tiét trung cuodi: dung dich thé|Q S =
Logistics and (FI), Italia tich nhé S5 3/H/2013 | < o2 Agency AIFA
Services SR.L|" 7 ' L S ~

* Thudc sinh hoc: thuc ¢ ngudn gc tir
dong vat (dang bao ché ban ran).




BAG Health Care

* Thubc khong vo trung:

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

* Thudc sinh hoc: thudc mién dich; san

o
A 1A tm A MAA- LA Al oo — ©
BAG  health GmbH _ p_ham liéu phaAp te ,bao, tAhuocArcon‘g nAghe = DE HE 0 S § Co quan thim
45 Care GmbH Amtsgerichtsstrab [sinh hoc; thudc c6 nguon goc tir dong| Q@ 1 GMP_2| 5 5 3n Dire
e 1-5, 35423 Lich,|vat. > 013 0113|§ o W
Germany * Thudc tir dugc liéu; thude vi luong -
ddng can; nguyén liéu sinh hoc; nguyén
liéu c6 ngudn goc tir dong vat hodc vi
khuan; nguyén liéu san xut thudc cong
nghé gen.
Biomedica, spol s
r.o. Praha, divize a ™ )
Biomedica  |Horatev, Horatev|* Thubc khong vé tring: thubc udng|= sukls2327 § & Czech State
46 S S S Q S S Institute for Drug
pol. Sr.0 104, 289  12|dang long; vién nén; thuoc bot. - 00/2012 |9 o Control (SUSKL
Nymburk, Czech L N S
Republic
Takeda GmbH
Betriebsstatte o
Oranienburg * x A A triina: \iA o % DE_BB_0| 3 = A
98, 16515[°*"8 v ' > 0130022 | & S

Oranienburg,
Germany




Terrero 1251, % ™ = Argentina
Laboratorios |Buenos Aires,|San pham: dung dich pha tiém Acido|© Q Q g .
48 . . : . b 06353-13 | & o) National Institute
Richet SA Republic Zoledronico Richet S I I of Drug (INAME)
Argentina 5 = = g
Gral. Gregorio
Araoz de o -
. LLamadrid = < S |Argentina
Laboratorio . \ 2 : A o N N . .
49 Gemene 1383/85, Ciudad{San pham: dung dich pha tiém Simpla h 03499-13 | 5 3 National Institute
P Autonoma de g N < |of Drug (INAME)
Buenos Aires,
Argentina
GlaxoSmithKI L
. i . e | ¥ Thudce vo trung:
ine biologicals|{GlaxoSmithKiline PO £ . 2
. . + Thuoc tiét trung cuoi: dung dich thé|a o~ 3
NL der|Biologicals , \ S DE SN O o 2
. . . tich nho. 8 N Co quan tham
50 SmithKline - \Zirkusstrabe 40, Thude sinh hoc: thuéc mién dich (San 9 L GMP_2| & S én Diic
Beecham 01069 Dresden,| L e THERT ' 2 012_0036 | s |
xuat vacccin influenca bat hoat.) ~ —

Pharma GmbH
& Co.KG

Saxony, Germany




Unit-VI, Village:
Bhatolikalan,
Adjoining
Jharmajri, E.P.L.P,|* Thubc v6 tring: .
. L. RPN - National
Nectar India + Thuoc san xuat vO trung: bot pha tiém| o < © Authorit of
e Post office:|chura cephalosporin = FI34/01/2 | I~ orry
51 Lifesciences ) P N T , o = = Medicines  and
. Barotiwala, * Thudc khong vo trung: vién nang cing;| 5 014 o N
Limited - o ) N 0] d d Health Products,
Tehsil: Nalagarli,|vién nén (chtta Cephalosporin); bot pha — N~ LP. Porrtucal
District:  Solan,|hdn dich ubng (chira cephalosporin). B g
Himachal,
Pradesh-173205,
India
* Thube vO tring: dung dich thubc tiém
(san xudt vo triung va tiét trang cudi). Ministry of
11, An-Tou Lane,|* Thudc khong vé tring: dung dich;|< < o Health and
Ta Fong : N S T = S 9
. ~lYen-Ping Li,{thuoc m&, thuoc kem; vién nén bao phim;| © o o Welfare,
52 Pharmaceutica . L . Lz L ya  |eh 0703 N N .
| Co.. Lid Changhua  City,|vién nén; thuoc com; thudc bot; vién S D S Republic of
i Taiwan, ROC nang; thudc dan. 5 - ®  |China (FDA
* Duoc chét chira hormon san xuét thube Taiwan)
vO trung.
Pharbil ~ Pharma
. gmbH o DE_NW_ | o ©
Pharbil . A R R . , S = o 2
53 Phaarma Reichenberger * Thuoc khéng vo trung: vién nang cing; 5 02_GMP_| & N Co quan tham
Strabe 43, 33605|vién nén dat truc trang; vién nén. -] 2013 _000 E e quyén birc
GmbH . o d —
Bieletefeld, 2 — —

Germany




Contract Unit 1 & 21, 38 o Therapeutic
manufacturing |Elizabeth  Street,|, ... N , |2 MI-2013- | =3 = P
. . Vién nang mém (chira duoc liéu; vitamin,| O < o Goods
54 & Packaging|Wetherill Park| . . . o - h L1-09453- | N L
. chat khoang va dinh dudng) = A ) Administration,
Services  pty|NSW 2164, S) 1 S > Australia
Ltd Australia o
X
DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S -GMP VA EU - GMP
Dot 200 ( Theo cdng vin sé 6683/QLD-CL ngay 25/04/2014 ciia Cuc Quién 1y Duoc)
s -
&) o < , -
% ’ > E NHOM THUOC (*)
NHA MAY . , A = GIAY |© @ |CO QUAN
STT CONG BO PIA CHI PHAM VI CHUNG NHAN E CN g E CAP
>~ Z <
= Qo . .
&) Z NHOM |NHOM
4
1 2
; Am: i < ©
Bausch & . San p ham: Advanced E ye Relief Dry Eye 12-0171- |3 3 United States
Greenville, SC|Environmental Lubricant Eye Drops|US- C\l C\l
2 Lomb . 2014-03- | S = Food and Drug
Incorporated 29615, USA (Sterile) GMP VN = = Administration
P Tén tai Viét Nam: Computer Eye Drops J N




< ©
_ _ — — H
Eg;sg h & Greenville,  SC|San phdm: Opcon-A Antihistamine and|US- ;g&lgi & & Eg;?d and Séartj;
. - - - — i
Incorporated 29615, USA Redness Reliever Eye Drops (Sterile) GMP VN g g Administration
N N
* Thubc v trung;
+ Thudc san xuét vo tring: dang bao ché ) ©
Il:zgoratories é?ﬁm(ff‘rfhe'[;%?ﬁ; bén rén, EU-  |2013/694 | &  |iish  Medicines
’ * Thubc khéng vo tring: thudc dung|GMP [|2/M46 |= S  |Board
Ltd 12, Ireland - ) \ X ovan L S =
ngoai dang long; dang bao ché ban ran; N N
thudc thu thai & tir cung.
_ X ~ , T ™ © -
Catalent 217-221 Goverr.lor Thudc k.hong chura pgmcﬂhr:, MI-2012- | 9 = Therapeutic
Australia Pty Road,  Braeside|cephalosporin, hormon, steroid, —chat|PIC/S- L1-02647- | I Goods
Ltd Vic 3195, |chong ung thu: vién nang mem; dang bao|GMP | p S |Administration,
Australia ché rén phan lidu. 3 S |Australia
Frankfurter Strabe|, 2 \ia . N 9
Merck KGaA 250, 64293 ;a:rgropganrwn .10\0/Ir?1ri]crg ernam)EUtherX o EU-  |BUEM32 |5 S Co quan  tham
Darmstadt, \erogram, g GMP |BUEM33 |8 S |quyén Pirc
Tén tai Viét Nam: Levothyrox F =
Germany — ™




* Thubc khoéng vO tring: thudc dung

Via FEirenze. 40 - ngoai dang long; thudc udng dang long <9 t
. Sofar SPA 120060  Trezzano| (€@ hormon corticosteroid); dang bao|EU-  (IT/75- & & [ltalian Medicines
T Rosa (M), Ital ché rin khac (thudc bot, thudc cém,|GMP |2/H/2013 |S S |Agency AIFA
ey thudc ngam); thudc phun mo; dang bao I Q
ché ban rin; vién nén.
Tarchominskie * Thubc v trung;
J4 , X PR . . X < ©
Zaklady 2. A Fleminga + Thqu san xuat vO0 trung: dung dich thé GIF-IW-N| = = Main
Farmaceutycz tich nho. EU- N N .
8 8 .|Str., 03-176 L . L . 4022/298/ | § S Pharmaceutical
ne Polfa * Thuoc sinh hoc: thude cong nghé sinh[GMP =) -
Warsaw, Poland 13 = S Inspector, Poland
Spolka hoc. N N
Akcyjna (thudc Insulin)
Tarchominskie
, < ©
g::(r:"la:c)(laut o, |2 A Flemingal* Thude vé tring; U G |GIFWN{S S [ main
9 UYCZ Nope 03-176|+ Thudc san xuit vo tring: dang bao ché| —— [4022/299/| & S Pharmaceutical
ne Polfa Warsaw, Poland  [ran MP 13 = S Inspector, Poland
Spolka ’ ' N X pector,
Akcyjna
* Ac vd friino-
;(())ageaver C;%eok +§Eﬁ%i:g;r;3§['v6 tring: thudc tiém va CA-TOR-1 3 2 Health  Products
Health  2000] .. o ey ) g Canada{2013 Q &  |and Food Branch
10 Richmond  Hill,[thuoc bdt pha tiém. ) = =
Inc . ) N e . |[GMP |GMP: o o Inspectorate ,
Ontario, Canada,|* Thuoc khdng vo trung: vién nén; vién 0006609 = = Health Canada
L4B 3B2 nang ctng; thude bot. e e




Plot No 72, EPIP,

State
Administration of

_ Phase-I, P 3 = :
Zeiss ;. . |* Thuoc vo trung: 065/2013/| 5 b Ukraine on
. |Jharmajri, Baddi, L, LA s ;. |EU- N N .
11 Pharmaceutica | - . + Thudc san xuat vO trung: thuoc cay SAUMP/ | N Medicinal
Distt, Solan,| ., . : . GMP o o
Is Pvt Ltd . ghép va dang ran (cephalosporin) GMP S I Products
Himachal ™ ~
. (SAUMP) -
Pradesh, India .
Ukraine
* Thube vé trung:
+ Thubc tiét tring cudi: thudc ciy ghép
Y < ’ A z s o™ ©
Pansiontie 47, va dang ran (Ch.u’a7 chat ¢ h.oat t|r’1h S S Finnish
hormon); thudc tai tir cung (matrix) (chira|EU- 1661/11.0| & N .
12 Bayer Oy Turku, 20210, .. , , = N Medicines
Finland chat c¢6 hoat tinh hormon). GMP [1.09/2013 | S o Agency (FIMEA)
* Thudc khdng vo tring: vién nang cing; 3 N gency
vien nén (chira chat c6 hoat tinh
hormon).
* e A g
C/Francisco Thuof Vo fmng' 2. . \
Alonso no 7 + Thuoc tiét trung cudi: dung dich thé
Policono '|tich 16n; dung dich thé tich nhé. ) ©  [Spanish Agency
. gon * Thube khong vo tring: vién nang mém;|EU-  |ES/094HI | & & |of Drugs ang
13 Berlimed, S.A |[Industrial  Santa| , ; . . , N \ = B
Rosa Alcala de thudc dung ngoai dang long (bao gom ca|GMP  [/13 S o Health Products
’ hormone va chit ¢ hoat tinh hormone); = S  |(AEMPS)

Henares 28806
(Madrid), Spain

thudc udng dang 1éng (bao gdbm ca thudce
huéng than).




o
Via Cacciamali pa . .
" s oz . EU- [CPP/2013| Italian Medicines
14 Mitim S.R.L |34 36_ 38 -12_5128 San pham: Ceftazidim Stragen 2g GMP 11065 = Agency AIFA
Brescia - Italia J
—
Via Cacciamali =
ia acciamali, P . -
. s A . EU- [CPP/2013 | & Italian Medicines
15 Mitim S.R.L |34 36_ 38 -12_5128 San pham: Ceftriaxon Stragen 2g GMP  |/1098 = Agency AIFA
Brescia - Italia —
N
* Thudc vo trung:
+ Thudc san xuét vo tring: thubc dong
kho; dung dich thé tich nh.
+ Thubc tiét tring cudi: dung dich thé < ©
, 5. Ak ; \ < — -
Merck  Sharp Molenstraat 110, |tich nhAro, thquc cdy gh‘ep lva gang ran. ' |gu- NL/H S S !—Iealth care
16 & Dohme BV 5342 CC OSS.|* Thuoc khéng v6 trung: vién nén (chura GMP  113/0069 = S inspectorate, The
"7 |The Netherlands |hormon va chat c6 hoat tinh hormon); g S Netherlands
N o

vong dat am dao.

* Thude sinh hoc: thudc c¢éng nghé sinh
hoc; thudc c6 ngudn gbc tir ngudi va
dong vat.




Waarderweg 39 ’ ’ < 9 Health care
17 |Merck Sharp|2031 BN|* Thudc khéng vo tring: dang bao ché|EU-  |NL/H & & eectorate. The
& Dohme B.V [HAARLEM  The|ran khac; vién nén. GMP (13/0024 |& 8 P '
B o Netherlands
Netherlands i N
. * Thuoc vo trung:
Hikma E/Isct)ragg dg_aR'g_g? + Thudc san guét v trunAg: dung dich thé o o  [National
Farmaceutica Fer\’/enc’a ’ tI'Ch 16n; thuoc dong khd; dung dich thé EU- F0006/S1/ § § Auth.orlty of
18 (Portugal) Terrugem’ SNT tich nho; t}_lu()c dang ran; thudc bot GMP H/AF/001 g § Medicines  and
SA ’ 9705-906 ’ (cephalrosporln).‘ ’ 7 /2013 § E Health Products,
Portugal ' + Thuoc tiét trung cpéi: dung dich thé I.P, Porrtugal
tich 16n; dung dich thé tich nho.
sC. Str. Panselelor nr. ’ ) o 3 ~ L0 NationaI. .Agency
19 Europharm 2, Brasov, Jud. *_Thuéc khong VO trgng: vién nang cting;|EU- 024/2012/ 8 8 for I\(Iedwmesr and
SA Brasov, cod|vién nén bao phim; vién nén. GMP |RO g g Medical Devices
500419, Romania — N~ Romania




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

Thudc khdng chta khang sinh beta
lactam; chat kim t& bao; hormon: vién
nén; vién bao; thubc coém; thudc bot pha
hdén dich udng; thudc bot; dung dich
thudc tiém, thudc dong kho; thudc bot vo
trung; dung dich khong vo trung; dang

Argentina bao ché ban rin.
National
< 7o) Administration of
20 Laboratorios PIC/S- Sgéiggm g g Drugs, Food and
Bago S.A . GMP N N Medical Decives,
Factory La Rioja: 14 N N Argentina
St. Ciuda de (AN MAT)
Necochea
between St. Ciuda
de Mar del Plata|Thudc chtra khang sinh beta lactam: vién
and Av. Matienzo;|nén; vién bao; thudc bot pha hén dich
Industrial Park of|udng; thudc bot pha tiém.
Province of La
Rioja (Zip code
F5302CTA),
Argentina
893-5, Hajeo-ri,
Hanmi Paltan-myeon, q . o . AET/2609| 2 2 .
. |Hwaseong-si, San pham: vién nén bao phim(EU- N N Co quan tham
21 Pharmaceutica : . 12/6GMP-| & S N
| Co.. Ltd Gyeonggi-do, Clopidogrel 75mg GMP LAN S o quyén Buc
’ South Korea 445 Q 3

913




Hanmin  Pharm
Co., Ltd
114,
- * Ac vd triino: ™ ©
Hanmi Chupalsandan-ro, Th“‘i" v? tmng. o DE RP 0|2 = .
. |Paengseong-eup, |+ Thuoc san xuat vO trung: thudc bot pha|EU- N N Co quan tham
22 Pharmaceutica ) A . o N 1 GMP 2| & B A
| Co.. Ltd 451-805 dung dich tiém hoac tiém truyén|GMP 013 0010 S o quyéen DPirc
; Pyeongtaek-si,  |Ceftriaxon (0,5g; 19) - N 3
gyeonggi-do,
Republic Of
Korea
Avda.
Miralcampo,  7,|* Thudc khéng vd trung: vién nang cing
Pol. Ind.|(bao gdém ca thudc chira hormon hoic ) ©  [Spanish Agency
93 Laboratorios |Miralcampo, chat c6 hoat tinh hormon); thudc bot;|EU- ES/105H 8 8 of Drugs ang
Liconsa, S.A [Azuqueca de|dang bao ché ban ran; vién nén (bao gdm|GMP  |V1/13 S S [Health Products
Henares  19200|ca thubc hudng tdm than); vién bao (bao 2 & |(AEMPS)
(Guadalajara), gdm ca thube hudéng tim than).
Spain
4285 North
Wesleyan UK GMP United Kingdom's
Boulevard, Rocky 21672 N 2! Medicines  and
. Mount,  27804,|*Thuéc vo trung: Thudc san xuat tiét = S
Hospira . . Z. . PO EU- Insp GMP| & N Healthcare
24 . United States/|trung cuoi: Dung dich thé tich 16n; Dung > >
Incorporation |, . . 2., ) GMP |21672/68 | & o products
Highway 301|dich thé tich nho. ~ ~
65186- — o Regulatory
North Rocky 0001 Agenc
Mount, 27804, gency

United States




* Thude khong vo triing: vién nang cing

21 rue du Xz , e N g < 9 French  Agency
25 lsoonartex |PTESSOT 28500 (%ano gg;l:l"algﬁuf"’dzﬁuabginfﬁg'?;;lti‘ﬁzz EU-  |HPF/FR/L|& S  |for Medicines and
P Vernouillet, ?baoggé}ngcé th%l,éc.cftra enicillin); vien GMP |99/2013 |S S |Health products
’ (92] ©
France nén (bao gdm ca thudc chira penicillin). o -~ Safety (ANSM)
* Thube vé trung:
+ A 5 A A N . . A
Rue Paul tic’flhrlllﬁ)g san xuat vO trung: dung dich thé ~ 0 French  Agency
o6 |Pelpharm Langevin, 37170|, " < o pon ke e qion gl EY [HPFIFRA & &  |for Medicines and
Tours Chambray — Les| . ..~ g cuor: dung < GMP [38/2012 |& S |Health products
. N~ D
Tours, France * Thubc khong vO tring: thudc dung - e Safety (ANSM)
ngoai dang 10ng; thudc udng dang long.
Utsunomiya -
Plant of(16-3, Kiyohara e ) Ministry of
Chugai Kogyodanchi Japan- N g  |Health,  Labour
27 Pharma Utsunomiya  city, San pham: Tocilizumab (Gen tai to hop) GMP 5052 3 3 and Welfare
. _ P P government  of
manufacturing [Tochigi, Japan — — Japan
Co., Lt P
San pham: Cletus
( Co so san xudt ban thanh pham: N o
: : . A\ N L0
Valphar_ma Via G. Morgan|: 2 Valpharma International SPA Via G. EU- cpp/2012 | S S ltalian Medicines
28 International |-47864 Pennabilli|Morgani, 2 -47864 Pennabilli (RN), Italy. GMP  1/1232 = S Agency AlFA
SP.A (RN), ltaly * Co s¢ dong gobi: Special Product's Line g g gency
o o

S.P.A - Via Campobello, 15 - 00040
Pomezia (RM), Italy)




Terrero
1251/53/59, Luis

* Thubc chira khang sinh beta lactam:
vién nén; vién bao; thudc bot pha hdn
dich.

National

_ |Viale 1848 y Tres|* Thuéc khong chita khang sinh 20132014 | = 2 [Administration of
Laboratorios . R , Zoiae oz s |PIC/S- N N Drugs, Food and
29 . arroyos 1829 (Zip|betalactam, khdng chira chat kim té bao, 000089 |5 S . .
Richet SA ] z . + .. |GMP o o Medical Decives,
code 1416), of thelhormone: thuoc dang 16ng; thudc bot; 14 > > i
. L ia an A ~ ~ Argentina
City of Buenos|thudc tiém dong kho.. (ANMAT)
Aires, Argentina |* Thudc chuta khang sinh betalactam:
thudc bot pha tiém; hon dich pha tiém.
: Am: i < ©
Bausch & . San pham: Advanced Eye Relief Dry Eye 12-0171- |2 = |United  States
Greenville, SC|Rejuvenation Lubricant Eye Drops|US- N N
30 Lomb . 2014-02- | 5 = Food and Drug
Incorporated 29615, USA (Sterile) GMP VN = = Administration
Tén tai Viét Nam: Moisture Eye Drops N N
* Thube v6 trung;
+ Thubc san xuat vO tring: thudc dang
Camil Fabra, 58 1:(;11:1% (t:lée;(ljtl El:k)l (hb(?r?n%(;lr)r'l (c:lz: Orl;ggnczg S ) Ministry of
Alcon  Cusi, 00 Pt 55 oat T TETTRTY, Gang B O EU- [NCF/1232| & = |Health of
31 08320 ElI Masnou|ban ran (bao gom ca hormon va cac chat S N
SA (Barcelona), Spain|cé hoat tinh hormon); thudc cay ghé GMP|/00L/CAT | o S |Government  of
P ' o y gnep 3 ' |catalonia - Spain

dang rin (dang thudc bot).
* Thubc khoéng vO tring: thudc udng
dang long.




* Thubc vO trong: Thudc san xudt vo
trung: dang béan rin (khang sinh c6 do

. nhay cam cao); dung dich thé tich nho ) © Belgian  Federal
Rijksweg 14, S L e \ o o Agency for
39 Alcon “lpuurs B-2870 (khang sinh c6 d¢ nhay cam cao). EU- [BE/2013/ (& N Medicines  and
Couvreur NV > 'l+ Thudc tiét trang cudi: dung dich thé|GMP |006 3 S
Belgium , \ = > Heallth Products
tich nho. — S (AEMPS)
* Thudc khong vo trung: dang béan rin
(khang sinh c6 d§ nhay cam cao).
National
L aboratorio Sanabria No 2353 ; e S Administration of
Ciuda Autonoma|San phdm: dung dich tiém Pronivel 4000|PIC/S- N &  |Drugs, Food and
33 Elea ) 06354-13 | & N : .
SACLEVA de Buenos Aires,|Ul GMP o o Medical Decives,
ALLEYA ) Argentina 3 8 |Argentina
(ANMAT)
* Thubc vé trung;
+ Thudc san xuat vo tring: thude bot pha
tiém; thudc bot dong khd pha tiém; thudce
China tiém. Ministry of
- , , , < <
Chemical ~&| 027l KeNG T8 1y & tiet tring cudi: thude tiem. = = |Health and
. |kou, Hsinfong, p A A z . _|PIC/S- N N
34 Pharmaceutica Hsinchu  Taiwan * Thuoc khong vo trung: thudc dang long GMP 0807 N N Welfare,
| Co, Ltd| ¢ 'l(dung dich thudc; hon dich thudc); dang S S |Republic of
U, — —

Hsinfong Plant

bao ché ban ran (thudc kem, thudc md);
dang bao ché rin (vién nén bao duong;
vién nén bao phim; vién nén; thudc bot;
thube cdm; vién nang; thube dan.

China (Taiwan)




West Pharma -

Portuguese

Producoes  de Rua Joao de Deus, < National
35 Especialidates n. 11, 2700-486,|San pham: vién nang cing Gabapentina|EU- 1977/CM/ 8 Authority of
P . |Amadora, Gabamox 300mg (Gabapentin 300mg) |GMP [2013 = Medicines  and
Farrmaceutica =
s SA Portugal o Health Products,
t IP (INFARMED)
) AL ‘A , . < o .
29 rue du Bois-dul San pham: \./|er'1A nang cu:’ng Broncho = = Swiss Aggncy for
36 OM  Pharma Lan. 1217 Mevrin Vaxom Adult; Vién nang ctmg Broncho-|PIC/S- 14395 | S N Therapeutic
SA y Y \\/axom Children; vién nang cimg Uro-|GMP S =  [Products
Switzerland F — . .
Vaxom o ~N (Swissmedic)
- © French National
. * X AN - -
ZL du Claliray, Thuo:: Voqtrung.x o . |eu- HPE/ER/2 | S S Ager.lcy for
37 Panpharma 35133, Luitre,[+ Thudc san xuat vO trung: thudc cay aMP  |25/2013 N = Medicines  and
France ghép va dang ran (chira beta lactam). g g Health Products
- ' |safety (ANSM)
Plpt No 255/1, UK GMP Unlt_ed_ Kingdom's
Ioca Village Athal, 17549 « © Medicines  and
P . Silvassa,  Dadra|* Thudc khdng vé triing: vién nang cimng;|EU- N N Healthcare
38 Laboratories A Insp GMP| & S
Limited and Nagar Haveli|vién nén. GMP 17549/30 | S = products
(U.T), In-396230, 140003 8 &  |Regulatory

India

Agency




Plot No 21-22, S
Alembic Phase-|, 012/2012/ | 2 2 At(?:sinistration of
. [Jharmajri, Baddi,|* Thudc khéng vé trang: thudc udng|EU- & & :
39 Pharmaceutica | . , o, SAUMP/ | B S Ukraine on
. Dist. Solan,|dang 16ng; vién nén. GMP o =) .
Is Limited . GMP Py o Medicinal
Himachal Pradesh — — Products
- 173205, India
Mitsubishi
Tannabe
Pharma ~ Ministry of
: " : 9 N
Coporat.lon' 2-6-18, Kitahama, San pham: vién nang Herbesser CD 100,|Japan- Q Health,  Labour
40 (Mitsubishi Chuo-ku, Osaka, 3701 P~ and Welfare
Herbesser R100. GMP —
Tanabe Japan 5 government  of
Pharma ° Japan
Factory Onoda
Plant)
Mitsubishi
Tannabe
Pharma ~ Ministry of
: " . 9 N
Coporat.lon. 2-6-18, Kitahama, San pham: vién nang Herbesser CD 200,|Japan- N Health,  Labour
41 (Mitsubishi  [Chuo-ku, Osaka, 3702 N and Welfare
Herbesser R200. GMP —
Tanabe Japan 5 government  of
Pharma ° Japan
Factory Onoda
Plant)
* Thubc v trung;
+ Thudc san xudt vo tring: dung dich thé o "
. . - H . A — —
4o |Bristol Myers Ic_:(écr:ésgontangsg)lezl Egr nho (corticosteroid hormon); thude|p ) | /50 & &  [ltalian Medicines
; - oL, N <
Squibb SR.L Anagni (FR), ltaly [+ Thudc tiét trung cubi: dung dich thé GMP11/H/2013 S = Agency AIFA
N —

tich nho.
* Thudc khong vo trung: vién nén.




106-107, HSIDC State
H B N Lo
i Industrial - Estate, |, Thuoc khong vo tring: vién nang cing; 051/2012/| S pa Administration of
Synmedic Sector-31 . o X 4 o |EU- N N .
43 . . ' dang bao ché ran; dang bao ché ban ran; SAUMP/ | & = Ukraine on
Laboratories |Faridabad- AT GMP — o ..
Vién nén. GMP > = Medicinal
121003, Haryana, 4 N
India Products
Omeda 10 850 Hamon, e S Health  Products
42 Labogratories Montreal, Quebec,[San pham: Pamidronate Disodium 9.0|Canada 53914 & & and Food Branch
Ltd Canada, H3M|mg/ml, dung dich tiém GMP o o |Inspectorate,
3A2 S S  |Canada
* Ac vd friino:
Via . Provinciale +];};11;%Z:§1:r;négt' v tring: dung dich thé = =
45 |Kedrion . |10 Bolognana) | o e Ko, dung dich h|EY- [TAL | & §  |talian Medicines
" 77|55027 Gallicano| . © . & Ko, GUng & GMP [2/H/2014 | S S |Agency AIFA
. . — ©
(LV), ltalia * Thubc sinh hoc: san pham tir mau. o -
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